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3apeructpupoBano B Munrocte Poccun 25 suBaps 2018 r. N 49781

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUACKOWU ®EQEPALINA
®EAOEPAJIbHASA CNTYXBA NO HAA3OPY B COEPE 31IPABOOXPAHEHUA

NMPUKA3
oT 9 Hos6psa 2017 r. N 9438

Ob YTBEPXOEHUUN ®OPM NMPOBEPOYHbIX JINCTOB
(CNMUCKOB KOHTPOJIbHbIX BOMPOCOB), UCIMOJIb3YEMbIX
®EOEPAIIbHOWU CNY>XXBOWU MO HAQ30PY B COEPE 3[0PABOOXPAHEHUSA
N EE TEPPUTOPUAJTIbHBbIMUA OPTAHAMU NPU NPOBEOEHUU NMNAHOBbIX
NMPOBEPOK NPU OCYLWECTBJIEHUN ®EOEPAJIbBHOIO NOCYOAPCTBEHHOIO
HAO3OPA B CPEPE OBPALLEHUA NIEKAPCTBEHHbBIX CPEACTB

B cootBercTBUU ¢ yacThio 11.3 crateu 9 @enepanpHoro 3akoHa ot 26 aexadbps 2008 r. N 294-D3
"O 3ammMre MmpaB HOPUIUYECKUX JUI U WHAWBHIYAIbHBIX NpEANpPUHUMATENCH MPU OCYLIECTBICHUU
TOCYJapCTBEHHOTO KOHTPOJIA (Haa3opa) U MyHHIMNAIbHOro KOHTposs" (CoOpaHue 3aKOHOMATENHCTBA
Poccuiickoit ®enepauun, 2008, N 52, ct. 6249; 2009, N 18, cT. 2140; N 29, cT. 3601; N 48, cT. 5711; N
52, cT. 6441; 2010, N 17, ct. 1988; N 18, cr. 2142; N 31, cT. 4160, 4193, 4196; N 32, cT. 4298; 2011, N
1, ct. 20; N 17, cT. 2310; N 23, cT. 3263; N 27, cT. 3880; N 30, cT. 4590; N 48, cTt. 6728; 2012, N 19, cT.
2281; N 26, ct. 3446; N 31, ct. 4320, 4322; N 47, c1. 6402; 2013, N 9, cT. 874; N 27, ct. 3477; N 30, cT.
4041; N 44, ct. 5633; N 48, c1. 6165; N 49, cT. 6338; N 52, c1. 6961, 6979, 6981; 2014, N 11, ct. 1092,
1098; N 26, ct. 3366; N 30, cT. 4220, 4235, 4243, 4256, N 42, ct. 5615; N 48, cTr. 6659; 2015, N 1, cT.
53, 64; 72; 85; N 14, ct. 2022; N 18, cT1. 2614; N 27, c1. 3950; N 29, cT1. 4339; 4362; 4372; 4389; 6207; N
48, ct. 6707; 2016, N 11, ct. 1495; N 18, ct. 2503; N 27, cT. 4160, 4164, 4187, 4210; 4194, 4287; 2016,
N 50, ct. 6975; 2017, N 9, ct. 1276; N 18, ct. 2673), nocranorienuem [IpaButenbctBa Poccuiickoit
Oenepamu ot 13 despans 2017 r. N 177 "O6 yTBepxkaeHHH 0O0mMX TpeOOBaHUU K pa3paboOTke U
YTBEPKACHHUIO MTPOBEPOUYHBIX JIUCTOB (CIIUCKOB KOHTPOIBHBIX BOIpocoB)" (CoOpaHue 3aKOHOATENhCTBA
Poccuiickoit ®enepammm, 2017, N 9, cr. 1359) m mocranoBnenuem IIpaBurenbctBa Poccuiickoii
@eneparun ot 15 oktabps 2012 r. N 1043 "O6 ytBepxnaenun Ilonoxenuss o QenepaibHOM
TOCyJIapCTBEHHOM HaJ30pe B cdepe oOpalieHus jJekapcTBeHHBIX cpeactB” (CoOpaHue 3aKOHOIATETLCTBA
Poccuiickoit ®enepanuu, 2012, N 43, ct. 5877; 2013, N 24, ct. 2999; 2015, N 25, ct. 3672; N 37, crt.
5153; 2016, N 38, ct. 5567; 2017, N 32, ct. 5087) npuka3siBaro:

YT1BepauTh:

1. ®opMy mpOBEPOYHOTO JIUCTA (CHHCKAa KOHTPOJIBHBIX BOINPOCOB), UcHoiab3yemoro denepanpHoii
CITy>k00i 10 HaA30py B cepe 37ApaBOOXPAHEHUS M €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUU
IUIAHOBBIX IPOBEPOK IPHU OCYIIECTBIECHUH (PelepaabHOr0 TOCYIAApCTBEHHOIO Haja3opa B cdepe
oOpalleHus1 JIEKapCTBEHHBIX CpPEICTB (XpaHEHHWE JIEKapCTBEHHBIX NpPEnapaToB JUIs MEIUIIMHCKOTO
MIPUMEHEHUS B OPTaHU3aIlMK ONITOBOM TOPTOBJIH JICKAPCTBEHHBIMU cpencTBamMu) (rpuioxkenue N 1);

2. ®opMy MPOBEPOYHOTrO JIMCTA (CHMCKA KOHTPOJIBHBIX BOMPOCOB), Ucnoiab3yemoro denepanbHoii
CITy>k00i TI0 Haa30py B cepe 3ApaBOOXpAHEHUS M €€ TEPPUTOPUATBHBIMH OpraHaMU NPU MPOBEACHUHU
IUIAHOBBIX IPOBEPOK IMPHU OCYIIECTBIECHUH (pelepaJbHOro TOCYIapCTBEHHOIO0 Haja3opa B cdepe
oOpamieHusi JIEKapCTBEHHBIX CpPEICTB (XpaHEHHWE JIEKAPCTBEHHBIX NPENapaToB Ui MEIUIIMHCKOTO
NPUMEHEHUSs B MEAUWIUHCKOW OpraHM3allid W UWHBIX OpraHu3alysaX, HMEIOIIMX JIMLIEH3UI0 Ha
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MEJIUIIMHCKYIO JACSITEIBHOCTD) (puitoskerune N 2);

3. ®opMy IpOBEPOYHOro JUCTa (CIHCKa KOHTPOJBHBIX BOIPOCOB), HCMONIb3yemoro deaepaibHON
ciry k001 110 Hag30py B cepe 3MpaBOOXpAaHEHUS U €€ TCPPUTOPHAILHBIME OpPTaHAMU TP TPOBEIACHUH
IUTAHOBBIX TPOBEPOK TMPH OCYIIECTBICHUH (eAepatbHOr0 TOCYAapCTBEHHOTO Haa3opa B cdepe
oOpamieHusi JIEKapCTBEHHBIX CPEACTB (XpaHEHHE JIEKAPCTBEHHBIX MPENapaTtoB Jisd MEIUIIMHCKOTO
MPUMEHEHHUS B anTeke TOTOBBIX GopM) (mpuiiokenue N 3);

4. ®opMy NMPOBEPOUHOTO JHCTA (CIMUCKAa KOHTPOJIbHBIX BOMPOCOB), UCIOJIB3yeMoro denepasibHOM
CIIy>k00i 10 HaA30py B cepe 37ApaBOOXPAHEHUS U €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUU
IUIAHOBBIX IIPOBEPOK IIPU OCYIIECTBIECHUH (elepaJbHOr0 TOCYAApCTBEHHOIO Haa3opa B cdepe
oOpalleHusi JIEKapCTBEHHBIX CPEICTB (XpaHEHHWE JIEKapCTBEHHBIX NpPENnapaToB JUIs MEIUIIMHCKOTO
MIPUMEHEHHUS B alITEYHOM NIYHKTE) (npuioxenue N 4);

5. ®opMy IpOBEpPOYHOro JKCTa (CIHCKa KOHTPOJBHBIX BOIPOCOB), HCMONb3yemoro deaepaibHON
ciryx00# 110 Hag30py B cepe 3IpaBOOXpAaHEHUS U €€ TCPPUTOPHAILHBIME OpPTaHAMU TP TPOBEIACHUH
IUTAHOBBIX MPOBEPOK TMPH OCYIIECTBICHUH (eAepaibHOr0 TOCYAapCTBEHHOTO Haa3opa B cdepe
oOpaleHust JCKapCTBCHHBIX CPEACTB (XpaHCHHE JICKAPCTBEHHBIX NIPENapaToB JUIS MEAWIIMHCKOTO
MPUMEHEHHUS B allITEYHOM KHOcKe) (mpuioxkenue N 5);

6. ®opMy IPOBEPOYHOrO JIMCTa (CIHMCKa KOHTPOJIbHBIX BOIIPOCOB), Hcnoib3yemoro denepaabHon
CIIy>k00i 1o HaA30py B cepe 37ApaBOOXPAHEHUS U €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUU
TUTAHOBBIX TPOBEPOK TMPH OCYIIECTBICHWH (elepaabHOro TOCYIapCTBEHHOTO Haa3opa B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CpPEICTB (XpaHEHHE JIEKapCTBEHHBIX MPENapaTroB JUIsl MEIUIMHCKOIo
MPUMEHCHHMS B allTeKe MPOU3BOICTBECHHOM) (pritoskerue N 6);

7. ®opMy MpPOBEPOYHOTrO JHCTa (CHHCKAa KOHTPOJBHBIX BOIPOCOB), HCHONIBb3yeMoro denepanbHon
ciy»00ii 1Mo Ham30py B chepe 3ApaBOOXPAHCHUS M €€ TePPUTOPUAILHBIME OPraHAMU MPHU TPOBEICHUH
TUIAHOBBIX IPOBEPOK IPHU OCYLIECTBICHHH (elepalbHOIO TOCYNAapCTBEHHOIO Haa3opa B cdepe
oOpallleHHsl JIEKapCTBEHHBIX CPEICTB (XpaHEHHE JIEKAPCTBEHHBIX IMpErnapaToB JUIsi MEIUIHCKOTO
NPUMEHEHHsT B alTeKe IPOU3BOACTBEHHON C TPABOM HM3TOTOBJICHHS ACCNTHYCCKUX JIEKapPCTBEHHBIX
npenaparoB) (npuinoxenue N 7);

8. ®opMy IPOBEPOYHOTO JHCTA (CIHCKAa KOHTPOJIBHBIX BONPOCOB), HcHonb3yemMoro denepanbHoi
cITy>k00 10 Haa30py B cepe 37ApaBOOXpAaHEHUS M €€ TePPUTOPUATBHBIMH OpraHaMu NpPU MPOBEACHUU
IUIAHOBBIX TPOBEPOK IIPHU OCYILIECTBICHHH (elepalbHOr0 TOCYNAapCTBEHHOIO Haa3opa B cdepe
oOpareHust JEeKapCTBEHHBIX CPEACTB (XpaHEHHE JIEKAPCTBEHHBIX TIPENapaToB Ui MEIAWIIMHCKOTO
NPUMEHEHHS B METUIIMHCKUX OPTaHU3aLMIX U UX 000COOIEHHBIX MOpa3AeIeHUsIX (LIEHTPHI (OTAeICHNS)
obmieil BpaueOHOH (ceMelHHOW) MPaKTUKH, aMOyIaTopuH, (esbamepckue u QerbamepcKo-aKyepcKue
MYHKTBI), PACIIOJIO)KEHHBIE B CENTLCKUX HACENICHHBIX IMyHKTax) (npuioxkenue N 8);

9. ®opMy IpOBEPOYHOrO JIUCTA (CIHMCKa KOHTPOJIBHBIX BOIIPOCOB), HCMoNb3yeMoro denepaibHON
ciyx00#1 o Hag30py B cepe 3IpaBOOXpAaHEHUS U €€ TEPPUTOPHAIBHBIMU OpraHaMUu MPH MPOBEACHUU
TUTAHOBBIX TPOBEPOK TMpPH OCYIIECTBICHUH (elepaJbHOro TOCYIapCTBEHHOTO Haa3opa B cdepe
oOpallleHusi JIEKapCTBEHHBIX CPEACTB (XpaHEHHE JIEKapCTBEHHBIX MPENapaTtoB Uil MEAUIIMHCKOIO
MPUMEHCHHS WHAUBUIYAIbHBIMU TIPEANPUHUMATENIIMHU) (Tipuiioxkenue N 9);

10. ®opmMy IpOBEPOYHOro JHCTA (CMHUCKAa KOHTPOJIBHBIX BOIPOCOB), Ucnosb3yemoro deaepaibHoi
CITy>k00i TI0 Haa30py B cepe 3ApaBOOXpAHEHUS M €€ TEPPUTOPUATBHBIMH OpraHaMU NPU MPOBEACHUHU
IUTAHOBBIX IPOBEPOK IMPHU OCYIIECTBIECHUH (elepajbHOro TOCYAapCTBEHHOIO Haj3opa B cdepe
oOpamieHusi JIeKapCTBEHHBIX CPEICTB (TIEPEBO3KA JICKAPCTBEHHBIX NPENapaToB IS METUIIMHCKOTO



NPUMEHEHHS B OpPraHU3aIliK ONTOBOW TOPTOBJIM JIEKAPCTBECHHBIMU cpezicTBamu) (rpuiioxkerue N 10);

11. ®opmy IpoOBEpOYHOro JUCTa (CMHUCKAa KOHTPOJIBHBIX BOIPOCOB), Hcnonb3yemoro deaepaibHoi
CIry>k00i 10 Haa30py B cepe 37ApaBOOXpAHEHUS M €€ TEPPUTOPUATBHBIMH OpraHaMU NPU MPOBEACHUHU
IUIAHOBBIX IPOBEPOK IMPHU OCYIIECTBIECHUH (elepabHOro TOCYAapCTBEHHOIO Haj3opa B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CPEACTB (IIEpeBO3Ka JIEKAPCTBEHHBIX IIpernapaTroB i MEAMIMHCKOIO
IIPUMEHEHHUA B MEIULMHCKOM OpraHu3alMyd W WHBIX OpraHM3alUsaX, HMMEIOIIMX JHUIECH3UI0 Ha
MEJUIMHCKYIO AeATeNbHOCTD) (npuiokeHue N 11);

12. ®opmy mpoBEpPOYHOTro JIMCTA (CIHCKA KOHTPOJIBHBIX BOIPOCOB), UCTOIb3yeMoro denepaabHoil
CITy>k00i TI0 Haa30py B cepe 3apaBOOXPAHCHUS U €€ TEePPUTOPUATIHLHBIMU OpraHaMy MPHU MPOBEICHUU
IUTAHOBBIX TPOBEPOK TMPH OCYIIECTBICHUH (eAepaibHOr0 TOCYyAapCTBEHHOIO Haa3opa B cdepe
oOparieHusi JICKapCTBEHHBIX CpeACTB (TIEpeBO3Ka JIEKAPCTBEHHBIX MPEMapaToB ISl MEAUIIMHCKOTO
NPUMEHEHHS B allTeKe TOTOBBIX (opM) (puioxenue N 12);

13. ®opMy IPOBEPOUYHOTO JHUCTA (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), Hcnonb3dyemoro denepanpHoii
CIIy>k00i 1O HaA30py B cepe 37ApaBOOXPAHEHUS U €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUU
IUIAHOBBIX IIPOBEPOK IIPHU OCYIIECTBIECHUM (elepaabHOr0 TOCYAApCTBEHHOIO Haa3opa B cdepe
oOpalleHusl JIEKapCTBEHHBIX CPEICTB (TMEepeBO3Ka JICKAPCTBEHHBIX NPENapaToB s MEIUIIMHCKOTO
NPUMEHEHHS B anTeuyHOM myHKTe) (npuioxkenue N 13);

14. ®opMy MPOBEPOUYHOTO JHCTA (CIHCKA KOHTPOIBHBIX BOIPOCOB), HcmoiIb3yemoro denepansHoii
CITy>k00i TI0 Ha/I30py B cepe 3apaBOOXPAHCHUS U €€ TEPPUTOPUATIHLHBIMU OpraHaMU MPHU MPOBEICHUU
IUTAHOBBIX TPOBEPOK TMPH OCYIIECTBICHUH (eAepatbHOr0 TOCYAapCTBEHHOTO Haa3opa B cdepe
oOpamieHusi JICKapCTBEHHBIX CPEACTB (TIEpeBO3Ka JIEKAPCTBEHHBIX NPEMApaToB JUIsl MEIUIIMHCKOTO
NPUMEHECHHS B allTEYHOM KHOCKe) (ripuiioxenue N 14);

15. ®opMy pOBEPOUYHOTO JHUCTA (CHUCKA KOHTPOJIBHBIX BOIPOCOB), Hcnonb3dyemoro denepanpHoii
CITy>k00i 10 HaA30py B cepe 37ApaBOOXPAHEHUS M €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUHU
IUTAHOBBIX TPOBEPOK IMPH OCYIIECTBICHUH (eAepalbHOr0 TOCYAapCTBEHHOrO0 Haja3opa B cdepe
oOpallleHns1 JIeKapCTBEHHBIX CPEJCTB (TMepeBO3Ka JICKApPCTBEHHBIX NpPEnapaToB A MEIUIIMHCKOTO
MPUMEHCHHS B allTeKe MPOU3BOICTBEHHOM) (Tprtoskenue N 15);

16. ®opmy MPOBEPOYHOTO JIKCTA (CHHCKA KOHTPOJIBHBIX BOIPOCOB), UCIOIb3yeMoro deaepanbHoit
ciy»00ii 1o Ham30py B chepe 3ApaBOOXPAHCHUS U €€ TEPPUTOPUAILHBIME OpraHAMH MPU TPOBEICHUU
IUIAHOBBIX IPOBEPOK MpPU OCYIIECTBICHUH (elepallbHOrO0 TOCYJapCTBEHHOrO Ham3opa B chepe
oOpallleHHsl JICKapCTBEHHBIX CPEICTB (MEpeBO3Ka JIEKAPCTBEHHBIX MpPENapaToB Uil MEAUIIMHCKOTO
NPUMEHEHHsT B alTeKe IPOU3BOACTBEHHON C TPABOM HM3TOTOBJICHHS ACENTHYECKUX JIEKapPCTBEHHBIX
npenaparoB) (npuioxenue N 16);

17. ®opmy poBEepOYHOTO JIUCTA (CIHCKA KOHTPOJIBHBIX BOIIPOCOB), HcTonb3yemoro dexepanbpHoii
CITy>k00 10 Haa30py B cepe 37ApaBOOXpAHEHUS M €€ TePPUTOPUATBHBIMH OpraHaMU NpPU MPOBEACHUU
IUIAHOBBIX TPOBEPOK IIPHU OCYIIECTBICHHH (eepalbHOr0 TOCYNAapCTBEHHOTO Haa3opa B cdepe
oOpalieHusi JIeKapCTBEHHBIX CPEACTB (TIEpEeBO3KA JICKAPCTBEHHBIX NPEnapaToB IS METUIIMHCKOTO
NPUMEHEHHS B METUIIMHCKUX OPTaHU3aLMIX U UX 000COOIEHHBIX MOJpa3aeaeHUsIX (LIEHTPHI (OTAeICHHNS)
obmieii BpaueOHOM (ceMelHHOW) MPaKTUKH, aMOyIaTopuH, (espamepckie u QerbamepcKo-aKyepcKue
MYHKTBI), PACIIOJIOKEHHBIC B CEILCKUX HACENICHHBIX MyHKTaX) (npuioxenue N 17);

18. ®opMy IpOBEPOUYHOrO JHUCTA (CHCKA KOHTPOJIBHBIX BOIPOCOB), Hcnonb3dyemoro denepanpHoit
CITy>k00i 1O HaA30py B cepe 37ApaBOOXPAHEHUS M €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUU
IUIAHOBBIX IIPOBEPOK IIPHU OCYILIECTBIEHHH (EelepaTbHOrO TOCYAApPCTBEHHOIO Haa3opa B cdepe



oOpareHusi JICKApCTBEHHBIX CPEACTB (ITEPeBO3Ka JICKAPCTBEHHBIX TIPENapaToB IS MEIAWIIMHCKOTO
NPUMEHEHHS WHIUBHIYTbHBIMU MPEANpHHAMATEIMH) (prioxenne N 18);

19. ®opMy pOBEPOUHOrO JHUCTA (CIIHCKA KOHTPOJIBHBIX BOIPOCOB), Hcnonb3dyemoro denepanpHoit
CITy>k00i 1O HaA30py B cepe 37ApaBOOXPAHEHUS M €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUU
IUIAHOBBIX IIPOBEPOK IIPU OCYIIECTBIECHUH (elepaabHOro TOCYAApCTBEHHOIO Haj3opa B cdepe
oOpalleHus1 JIEKapCTBEHHBIX CpPEACTB (OTIMYCK M pealu3auusi JICKapCTBEHHBIX IpenapaToB Ul
MCIUIUHCKOI'O IIPUMCHCHUS B MC)II/IIIHHCKOﬁ OopraHu3ali U UHBIX OpraHu3aiugax, MMCIOIUX JTULICH3UTIO
Ha MEJIMIMHCKYIO JeITeNIbHOCTB) (puiioxkenue N 19);

20. ®opMy MMPOBEPOUYHOTO JHUCTA (CIHCKAa KOHTPOJIBbHBIX BOIPOCOB), Hcnonb3dyemoro denepanpHoit
CIIy>k00i 10 HaA30py B cepe 37ApaBOOXPAHEHUS M €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUU
IUIAHOBBIX IIPOBEPOK IIPU OCYIIECTBIECHUU (PelepaabHOr0 TOCYIAApCTBEHHOIO Haja3opa B cdepe
oOpalleHusi JIEKapCTBEHHBIX CpPEACTB (OTIYCK M peanu3auusi JICKapCTBEHHBIX IMpenapaToB Ul
MEIUIIMHCKOTO MIPUMEHEHHUS B aniTeKe TOToBbIX (opm) (mpuinoskerue N 20);

21. ®opMy POBEPOYHOIO JHUCTA (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), Hctnonb3dyemoro denepanpHoit
ciryk00#1 10 Hag30py B cepe 31paBOOXpAHEHUS U €€ TePPUTOPHAIbHBIMU OpraHaMu MpPH NPOBEACHUU
IUIAHOBBIX IPOBEPOK IMPHU OCYIIECTBICHUH (elepaabHOro TOCYIapCTBEHHOIrO0 Haj3opa B cdepe
oOpallleHusi JIEKApCTBEHHBIX CpPEACTB (OTIYCK M pealu3alusi JEeKapCTBEHHbIX IIpenapaToB Jis
MEIUIIMHCKOTO IPUMEHEHHUS B aITEYHOM ITyHKTe) (mpriioxenue N 21);

22. ®opMy MPOBEPOUYHOTO JHUCTA (CIHCKa KOHTPOJIbHBIX BOIPOCOB), Hcnonb3dyemoro denepanpHoii
CIIy>k00i 10 HaA30py B cepe 37ApaBOOXPAHEHUS U €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUU
IUIAHOBBIX IIPOBEPOK IIPH OCYLIECTBICHUU (elepabHOrO TOCYJApCTBEHHOIO Haj3opa B cdepe
oOpalleHusi JIEKapCTBEHHBIX CpPEACTB (OTIMYCK M peanu3anusi JIeKapCTBEHHBIX IMpenapaToB Ul
MEIHUIIMHCKOTO TIPUMEHEHHUS B alITEYHOM KHOCke) (mpuiokeHue N 22);

23. ®opMy MPOBEPOUYHOTO JHUCTA (CMHCKA KOHTPOIBHBIX BOMPOCOB), HCTONIb3yemoro denepansHoii
ciyk00#1 o Hag30py B cepe 3paBOOXpAaHEHUS U €€ TePPUTOPHAILHBIMU OpraHaMu MpPH MPOBEACHUU
IUTAHOBBIX TPOBEPOK TMPH OCYIIECTBICHUH (eAepalbHOr0 TOCYyAapCTBEHHOrO0 Haa3opa B cdepe
oOpamieHusi JIEKapCTBEHHBIX CpPEACTB (OTMYCK M peanu3anus JIEKapCTBEHHBIX IMpenapaToB s
MEIHUIIMHCKOTO TIPUMEHEHHUS B allTeKe MPOU3BOICTBeHHON) (nprtokerne N 23);

24. ®opMy MPOBEPOUYHOTO JHUCTA (CMHUCKAa KOHTPOJIBbHBIX BOIPOCOB), Hcnoiab3yemoro denepanbHoii
CITy>k00l 10 HaA30py B cepe 37ApaBOOXPAHEHUS M €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEAECHUHU
IUIAHOBBIX IIPOBEPOK IIPU OCYILIECTBIECHHH (helepalbHOIO TOCYJapCTBEHHOIO Haa3opa B cdepe
oOpallleHns1 JIEKapCTBEHHBIX CpPEACTB (OTIMYCK M pealu3anus JIeKapCTBEHHBIX NpenapaToB s
MCIUIIUHCKOI0 MPUMCHCHUA B aIITCKC HpOHBBOL[CTBGHHOfI C MpaBOM M3TOTOBJICHUA ACCIITUYCCKUX
JIeKapCTBEHHBIX MpernapatoB) (npuioxenue N 24);

25. ®opMy MPOBEPOUYHOTO JHUCTA (CMHCKAa KOHTPOJIBHBIX BOIIPOCOB), Hcnonb3yemoro denepanpHoii
ClTy>k00l 10 HaA30py B cepe 37paBOOXPAHEHUS M €€ TePPUTOPUATIBbHBIMU OpraHaMu IpU MPOBEAECHUU
IUIAHOBBIX IIPOBEPOK IIPU OCYILIECTBIECHHH (helepalbHOIO TOCYJapCTBEHHOIO Haa3opa B cdepe
oOpallleHus1 JIEKapCTBEHHBIX CpPeACTB (OTIMYCK M peanu3alus JIeKapCTBEHHBIX IpenapaToB s
MEJIUIMHCKOTO TPUMEHEHUS B MEIMIMHCKUX OPTaHU3alMsIX M WX O00OCOOJEHHBIX IOApa3AeTICHHUIX
(uentpsl (oTaeneHusi) oOmeill BpaueOHOU (cemeiHON) MpakTUKW, aMOynaTopuu, (eapAlIepcKue u
(benpamepeKo-aKymepcKue MmyHKTH), PACIOIOKEHHbBIE B CETbCKUX HACEJICHHBIX IyHKTax) (MPUI0KEeHNE

N 25);

26. ®opMy MMPOBEPOUYHOTO JHUCTA (CMHUCKAa KOHTPOJIbHBIX BOIPOCOB), Hcnonb3dyemoro denepanpHoii



CIry>k00i 10 Haa30py B cepe 3ApaBOOXPAHEHUS U €€ TePPUTOPHATBHBIMH OpraHaMy MPU MPOBEACHUU
IUTAHOBBIX TPOBEPOK TMPH OCYIIECTBICHUH (eAepanbHOr0 TOCYAapCTBEHHOTO Haa3opa B cdepe
oOpamieHusi JIEKapCTBEHHBIX CpPEACTB (OTIIYCK M peaNn3anusi JICKapCTBEHHBIX IIpenapaToB IS
MEIUIIMHCKOTO TIPUMEHCHUST HHMBUIY JIbHBIME IPEANPUHUMATENAMHE) (TTpusiokerue N 26);

27. ®opMy MPOBEPOUYHOTO JHUCTA (CIHCKa KOHTPOJIbHBIX BOIPOCOB), Hcnonb3dyemoro denepanpHoii
CITy>k00i 1O HaA30py B cepe 31paBOOXPAaHEHUS U €€ TEPPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUU
IUTAHOBBIX TPOBEPOK IPH OCYIIECTBICHUHM (eAepalbHOIO TOCYAapCTBEHHOrO0 HaJa3opa B cdepe
oOpalleHusi JIeKapCTBEHHbIX CPEICTB (peanu3alysl JIEKApPCTBEHHBIX CPEACTB Uil MEIUIIMHCKOTO
MIPUMEHEHUS OpraHM3alllel ONTOBOM TOProOBIM JIEKAPCTBEHHBIMU CPEICTBAMHU JUISI METUIMHCKOTO
npuMeHeHus) (npuioxerue N 27);

28. ®opMy MPOBEPOUYHOTO JHUCTA (CIHCKAa KOHTPOJIbHBIX BOIPOCOB), Hcnonb3dyemoro denepanpHoii
CIIy>k00i 10 HaA30py B cepe 37ApaBOOXPAHEHUS U €€ TePPUTOPUATBHBIMU OpraHaMu MpU MPOBEACHUU
IUTAHOBBIX IPOBEPOK IPH OCYIIECTBICHUH (eAepalbHOIO TOCYAapCTBEHHOrO0 Haja3opa B cdepe
oOpalleHusl JICKapCTBEHHBIX CPEACTB (YHUUYTO)KEHUE JIEKApCTBEHHBIX IPENapaToB Uil MEIUIIMHCKOTO
[IPUMEHCHHS B OPTaHU3aI[|MK OIITOBOW TOPTOBIIM JIEKAPCTBEHHBIMU cpeicTBamMu) (tpritoskernne N 28);

29. ®opMy IPOBEPOUYHOIO JHUCTA (CIHUCKAa KOHTPOJIBHBIX BOIPOCOB), Hcnonb3dyemoro denepanpHoit
ciryk0011 110 Hag30py B cepe 31paBOOXPAHEHUS U €€ TEPPUTOPHAIBHBIMU OpraHaMU MPH MPOBEICHUU
IUIAHOBBIX IPOBEPOK IPHU OCYIIECTBICHUHU (elepaIbHOr0 TOCYJapCTBEHHOTO Haj3opa B cdepe
oOpallleHusl JIEKapCTBEHHBIX CPEICTB (YHUUTOXKEHUE JIEKAPCTBEHHBIX IPENapaToB Uil MEAUIIMHCKOIO
IIPUMEHEHHUA B MEIULMHCKOM OpraHu3alMyd M MHBIX OpraHu3alusaX, HMEIOIIMX JIMLECH3UI0 Ha
MEJUIMHCKYIO JAeATeNIbHOCTD) (npuiokeHue N 29);

30. ®opmy MPOBEPOUYHOTO JIHMCTA (CIHCKAa KOHTPOJIBHBIX BOIIPOCOB), UcToNb3yeMoro denepanbHoii
ciyk00#1 1o Hag30py B cepe 3paBOOXpAaHEHUS U €€ TePPUTOPHAILHBIMU OpraHaMu MPH MPOBEACHUU
IUTAHOBBIX TPOBEPOK IMPHU OCYIIECTBIECHUH (eepaIbHOr0 TOCYJapCTBEHHOTO Haj3opa B cdepe
oOpallleHusl JIEKapCTBEHHBIX CPENCTB (YHUUTOXKEHHE JIEKAPCTBEHHBIX IMPENapaToB JUIsi MEAMIIMHCKOIO
NPUMEHEHUS B anTeke roToBbIX popM) (npuiokenne N 30);

31. ®opmMy npOBEPOYHOrO JHCTa (CIHUCKA KOHTPOJIBHBIX BOMPOCOB), UcIoyIb3yeMoro denepaibHOn
CITy>k00l 10 HaA30py B cepe 37ApaBOOXPAHEHUS M €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEAECHUU
IUIAHOBBIX IIPOBEPOK IIPU OCYILIECTBIECHHH (helepalbHOIO TOCYJapCTBEHHOIO Haa3opa B cdepe
oOpallleHns1 JIEKapCTBEHHBIX CPEACTB (YHUUTOXKEHHE JIEKApCTBEHHBIX IMPEnapaToB Ul MEIULMHCKOTO
NPUMEHEHHS B alTeuyHOM IyHKTe) (npuiioxkerne N 31);

32. ®opMy MPOBEPOYHOTO JHCTA (CMHUCKa KOHTPOJIBHBIX BOMPOCOB), HcToNb3yeMoro denepanbHon
ciryx00# 1o Hag30py B cepe 3MpaBOOXpAaHEHUS U €€ TEPPUTOPHAIBLHBIME OpPTaHaMU TP MPOBEIACHUH
TUTAHOBBIX TPOBEPOK TMpPH OCYIIECTBICHUH (eAepatbHOr0 TOCYAapCTBEHHOrO0 Haa3opa B cdepe
oOpareHust JIEKApCTBEHHBIX CPEJICTB (YHUYTOXKCHHE JICKAPCTBEHHBIX IMPENApaToOB ISl MEAUIIMHCKOTO
NPUMEHEHHS B aTeYHOM KHOCKe) (mpusiokerue N 32);

33. ®opmy MPOBEPOYHOTO JUCTA (CIMHUCKA KOHTPOIBHBIX BOMPOCOB), UcTonb3yeMoro denepanbHoit
CITy’)k00 TI0 Haa30py B cepe 3ApaBOOXPAHEHUS U €€ TePPUTOPHATBHBIME OpraHaMy MPU MPOBEACHUU
TUTAHOBBIX TPOBEPOK IMPH OCYIIECTBICHUH (elepaabHOro TOCYIapCTBEHHOTO Haa3opa B cdepe
oOpanieHusl JICKapCTBEHHBIX CPEACTB (YHHUYTOKCHUE JICKAPCTBEHHBIX IMPEMapaToB Ui MEIUIIMHCKOTO
MPUMEHCHHS B allTeKe MPOM3BOACTBCHHOM) (prtoskenue N 33);

34. ®opMy IpOBEPOUHOTO JIUCTA (CIUCKA KOHTPOJIBHBIX BOMPOCOB), HCIob3yemMoro denepanbHoi
CITy>k00H TI0 HaA30py B cepe 31ApaBOOXPAaHEHUS M €€ TEPPUTOPUAIBHBIMUA OpraHaMU TPU MPOBEACHUHU



TUTAHOBBIX TPOBEPOK TMPH OCYIIECTBICHWH (elepaTbHOro TOCYIapCTBEHHOTO Haa3opa B cdepe
oOpalieHusl JICKapCTBEHHBIX CPEACTB (YHHUYTOKCHUE JICKAPCTBCHHBIX IMPEMapaToB Ui MEIUIIMHCKOTO
MPUMCHECHHUS B aNTeKe NPOW3BOACTBCHHOH C IMPABOM HM3TOTOBICHUS ACCNTUYCCKUX JICKAPCTBECHHBIX
npenaparoB) (npuioxenue N 34);

35. ®opmy POBEPOYHOTO JIUCTA (CIMCKA KOHTPOJIBHBIX BOIIPOCOB), UCTIOIB3yeMoro denepanbHoit
CITy>k00i 1O HaA30py B cepe 31paBOOXPAaHEHUS U €€ TePPUTOPUATBHBIMU OpraHaMu IpU MPOBEACHUU
IUTAHOBBIX TPOBEPOK IPH OCYIIECTBICHUHM (eAepalbHOIO TOCYAapCTBEHHOrO0 HaJa3opa B cdepe
oOpalleHusl JICKapCTBEHHBIX CPEACTB (YHUUYTO)KEHUE JIEKApCTBEHHBIX IPENapaToB Uil MEIUIIMHCKOTO
IIPUMEHEHUS B MEITMIIMHCKUX OPTaHMU3alUIX U UX 000COOIEHHBIX MOApa3AeaeHUsIX (HEHTPbI (OTAEICHUS)
o01eil BpaueOHOH (ceMelHON) MPAaKTUKU, aMOyiIaTopuu, (espamepckiue U GespamepcKo-aKyepcKkue
MYHKTBI), PACIOJI0KEHHBIC B CEJIbCKUX HACEICHHBIX IMyHKTaX) (mpuioskenue N 35);

36. ®opMy IPOBEPOYHOIO JIMCTA (CIHUCKA KOHTPOJIBHBIX BOIIPOCOB), UCIIOJIb3yeMoro denepanbHON
ciryk0011 110 Hag30py B cepe 31paBOOXpAaHEHUS U €€ TePPUTOPHAIbHBIMU OpraHaMu MpPH NPOBEACHUU
IUTAHOBBIX IPOBEPOK IMPHU OCYIIECTBIECHUH (elepaabHOro TOCYAapCTBEHHOIO Haj3opa B cdepe
oOpallleHusl JIEKApCTBEHHBIX CPEICTB (YHUUTOXKEHUE JIEKAPCTBEHHBIX IPENapaToB Uil MEAUIIMHCKOIO
NPUMEHEHHS WHAUBUIYIbHBIMU TIPEANPUHUMATEISIMU) (ipuiiokenue N 36);

37. ®opmy MIPOBEPOYHOTO JIUCTA (CIMCKA KOHTPOJIBHBIX BOIIPOCOB), UCTIOIB3yeMoro denepaabHoOi
ciyx00i1 o Hag30py B cepe 3IpaBOOXpPAHEHUS U €€ TEPPUTOPHAIBLHBIMU OpPTaHaMU MPH MPOBEACHUU
IUTAHOBBIX TPOBEPOK IPH OCYIIECTBICHUHM (eAepalbHOIO TOCYAapCTBEHHOrO0 HaJa3opa B cdepe
oOpariieHusi JTEKapCTBEHHBIX CPEICTB (COOMIOfeHHEe CyOBheKTaMu OOpallleHus JIEKapCTBEHHBIX CPENICTB
YCTAaHOBJICHHBIX TPEOOBaHMI K TMPOBEICHUIO NOKIMHUYECKHX HCCICAOBAHHUM JIEKAPCTBEHHBIX CPEICTB)
(mpunoxenne N 37);

38. ®opmy MPOBEPOYHOTO JIUCTA (CIMCKA KOHTPOJIBHBIX BOMIPOCOB), UCTIOIB3yeMoro denepaabHoit
ciyx00i1 o Hag30py B cepe 3MpaBOOXpAaHEHUS U €€ TEPPUTOPHAIBLHBIME OpPTaHaMU MPH MPOBEACHUU
IUTAHOBBIX TPOBEPOK IMpPH OCYIIECTBICHUHM (elepalbHOIO TOCYAapCTBEHHOIO Haa3opa B cdepe
oOpallleHusl JIEKapCTBEHHBIX CPEICTB (coOIofeHre CyObheKkTaMu oOpallleHus JIEKapCTBEHHBIX CPENICTB
YCTaHOBJICHHBIX TPEOOBAHUN K MPOBEJICHUIO KIIMHUYECKUX WCCIICIOBAHHN JIEKAPCTBECHHBIX MPENapaToB)
(mpunosxenne N 38);

39. ®opmy MPOBEPOYHOTO JUCTA (CIHUCKA KOHTPOIBHBIX BOMPOCOB), UcTonb3yeMoro denepanbHoit
ciyx00#1 o Hag30py B cepe 3IpaBOOXpAaHEHUS U €€ TEPPUTOPHAIBLHBIMU OpraHaMU MPH MPOBEACHUU
IUTAHOBBIX TPOBEPOK TMpPHU OCYIIECTBICHUH (enepaJbHOro TOCYAapCTBEHHOTO Haa3opa B cdepe
oOpallleHusi JIEKapCTBEHHBIX CPEICTB (coOIofeHne cyObheKkTamMu oOpallleHus JIEKapCTBEHHBIX CPENICTB
YCTAaHOBJICHHBIX TPEOOBAHUI K Ka4eCTBY JICKAPCTBEHHBIX cpeAcTB) (Tpuioxenue N 39).

Bpuo pykoBoaurens
J.B.ITAPXOMEHKO

[Tpunoxenue N 1

K npukazy denepanbHoil c1yKObl

10 Ha/130py B cepe 31paBoOXpaHeHHs
o1 09.11.2017 N 9438



[IpOBEPOUHEIM JIUCT
(CIMCOK KOHTPOJILHEIX BOIIPOCOB), MCIOJb3yeMbl denepalibHOM CJyXOou
IO Ham30py B chepe 3IpaBOOXPAHEHVS U €€ TEepPUTOPUAJIbHEIMU OPTaHaMu
IpMY NPOBEIEeHUM I[JIAHOBHX [IPOBEPOK [IPM OCYUECTBJIEHUM belepalibHOTO
TOCYyIapCTBEHHOTO Hamszopa B cbepe obOpamleHMs JIEKAPCTBEHHHX CPEenCTB
(XpaHeHMe JIEKaPCTBEHHEIX NPEeNapaToB IJisd MEOMLMHCKOTO IPMMEHEHUS
B OpTaHM3aluy ONTOBOM TOPTOBJM JIEKAPCTBEHHEIMU CPEeICTBAaMM)

(HamMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO [JIAHOBYID IPOBEPKY)

1. Bun TOCYHOapCTBEHHOTO KOHTPOJIS (Han3opa)

2. [IpenmeT IIJIaHOBOM IIPOBEPKM KOPUIOMUYECKMUX JIML, WM MHIOMBUIOYAJIbHBEX
NpennpruHuMaTeen OorpaHMYMBaeTCcd o0O0da3aTesIbHEIMM TpeOOoBaHMAMM, COOJIOIOeHMe
KOTOPHIX ABJIA€TCHA HamboJiee 3HauMMBEIM C TOUKM 3PEeHMA HEeNONYLEeHMA BO3HMKHOBEHNA
YyTPO3bl I[PUUYMHEHMHA Bpela XM3HM, 3I0POBbK TI'PaxlIaH, WM3JIOKEHHEMU B QopMe
IIPOBEPOYHOTO JIMCTa (CHOMCKa KOHTPOJIBHBIX BOIPOCOB) .

3. HawmmMeHOBaHME OPUOAMYUECKOTO JMUa, OGaMuiaus, MMsS, OTUYECTBO (IpM HaJIMUUM)
VMHOVMBUIOYAJBHOTO NPENNPUMHMMATEIA:

4. MeCcTO NPOBEIEHMs IJIAHOBOM MNPOBEPKM C BalOJIHEHMEM IPOBEPOUYHOTO JIMCTA:

5. PexBM3UTH IpMKaza O POBEIOEHMUM IIJIAaHOBOM MNPOBEPKM: OT

N .
6. VYueTHBN HOMep IMPOBEPKM U HaTa IIPUCBOEHMS YUETHOI'O HOMepa [IPOBEepKU
B EnmHOM peecTpe IIPOBEPOK:
7. JOIIXHOCTE, bammmsa u MHUILIMAJIBL IOJDKHOCTHOTO LA (J1m11)
IPOBOOAWETO (UX) IIJIAaHOBYK INPOBEPKY :
1. ;
2. ;
8. IlepeueHb BOINPOCOB, OTPaAXawIMX COIEPXaHME o0O0S3aTeNIbHEX TpPpeboBaHMMA,

OTBET Ha KOTOPEE ONHOBHAUYHO CBUIETEJIbCTBYET O COOJIONEHMM MIIM HEeCOOJIIeHUM
OPUIONYECKYM JIMILIOM, MHIAMBUIYAJIBHEM [IPEINpUHMMATEJIeM O0sS3aTelIbHBX TpeOoBaHMI,
COCTaBJIAKUMX [IPEIMET MNPOBEPKM:

N Bomnpocsl, oTpaxaromue cofep:kanue PexBu3uTHI BeiBOg O
/T 00s13aTeNbHBIX TPEOOBAHMIA HOPMAaTHBHBIX BBITIOJIHEHUH
MIPABOBBIX aKTOB, C | TpeboBaHUM

YKa3aHHEeM UX
CTPYKTYPHBIX
€IMHHUII, KOTOPBIMU
yCTaHOBIICHBI
00s13aTebHBIC
TpeOOoBaHUS

na HET

®denepanbubiii 3akoH ot 12 ampens 2010 r. N 61-®3 "OO6 olpaiieHur JeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomarenbcTtBa Poccuiickoit ®@eneparuu, 2010, N 16, ct. 1815;
2016, N 27, cr. 4283) (manee - 61-®3); [IpaBuna Hamexamieil MPaKkTUKA XpaHEHHS U
MEPEBO3KHU JICKAPCTBEHHBIX IMpENnapaToB I MEIUIMHCKOTO NMPUMEHEHUS, YTBEPKICHHbBIE
npuka3zoM MunuctepcTBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 31 aBrycra 2016 r.
N 646n (3apeructpupoBan MuHHCTEpCTBOM IOCTHIIMU Poccuiickoit ®enepannu 9 siHBaps

dopma
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2017 r., peructpanmronnbiii N 45112) (manee - [IpaBuna Hajuiexameid MpakKTHKA XpaHSHUS );
[IpaBuia XpaHEHMsI JIEKapCTBEHHBIX CPEICTB, YTBEPXKAECHHbIE IpHKa3oM MuUHUCTEpCTBa
3paBOOXPAHECHUS U COlMaIbHOro pa3putusa Poccuiickoii @enepamnuu ot 23 asrycra 2010 r.
N 706n (3apeructpupoBad MunucrepctBoMm toctunnu Poccuiickoit @enepannu 4 okTsa0ps
2010 r., peructpammonnpii N 18608) ¢ wu3MEHEHUAMH, BHECCHHBIMH IPHUKA30M
MunucTepcTBa 34paBOOXpaHEHNs U cOUaIbHOTO pa3Butus Poccuiickoit @enepanuu ot 28
nexabpss 2010 r. N 12211 (3apeructpupoBaH MUHHCTEPCTBOM IOCTUIIMM Poccuiickoit
Oeneparuu 4 deBpanst 2011 r., peructparmonnsiii N 19703) (manee - IlpaBuna xpaHeHUs
JIEKapCTBEHHBIX CPEACTB); IMpHKa3 MUHUCTEpCTBAa 3/IPaBOOXPAHEHUS U COLHUAIBHOIO
pa3Butus Poccuiickoit @enepauun ot 28 mekadbps 2010 r. N 1222 "OO yTBepkIeHUH
[IpaBun  oONTOBOM  TOPrOBIAM  JICKAPCTBEHHBIMU  CPEACTBAMU  JJISI  MEIUIUHCKOTO
npuMeHeHusa" (3apeructpupoBaH MuHuctepctBoM toctuuuu Poccuiickont ®@enepauuun 4
depans 2011 r. N 19698) (nanee - [IpaBuiia onTOBOM TOPTOBIIH)

Cuctema oOecnieueHHs] KadyecTBa XpPaHEHHUsS U IE€PEBO3KM JIEKAPCTBEHHBIX IpenapaToB
(cratbs 54 61-03; I'nasa I, mynkTsl 3 - 6 [IpaBun HauexKalei MPaKTUKU XPaHCHUS)

1. Y TBepKIeHbI JIU PYKOBOJUTENEM CyOBEKTa yHKT 3 IIpaBun
oOpalleHus JIEKAPCTBEHHBIX CPE/ICTB HaJIexalen
CTaH/IapTHbIE OINlEepPaIlIOHHBIE TPOLIETYPBI MIPAKTUKU XpaHEHUS
(mamee - COII)?

2. Omnpenenena 1M OTBETCTBEHHOCTh PAOOTHUKOB | MOAMYHKT "0"
cyObekTa oOpalieHust JIeKapCTBEHHBIX nyHkTta 4 [TpaBun
[perapaToB 3a HapylleHHe TpeOoBaHuil, HaJIexalen
YCTaHOBJIEHHBIX HacTosmMuMH [IpaBunamu MPAKTUKU XpaHEHUS
HaJyIeKallel MPakTUKU XpaHEHUs?

3. Hasnaueno nu pykoBogutenem opranu3auud  |nyHKT 5 [IpaBun
OIITOBOM TOPTOBIIN JIEKAPCTBEHHBIMHU HaJuIexanen
CPEICTBaMHU JINL0, OTBETCTBEHHOE 32 MPAKTUKU XPAHEHUS
BHEJpEHUE U o0ecrieueHne CUCTEMbI KauecTBa?

4, YkazaHsl JI1 B JOTOBOPE, IO KOTOPOMY nyHKT 6 [TpaBun
OCYILIECTBIIIETCS Tepeayda AesITENIbHOCTH Ha HaJIexalen
ayTCOPCHHT: MIPAKTUKU XpaHEHUS

00513aHHOCTH KaXKJI0M M3 CTOPOH? nyHKT 6 [TpaBun
HaJyIeKallen
MPAKTUKU XPAHEHUS

MOPSZIOK TEUCTBUIA? nyHKT 6 [TpaBun
HaJyIeKallen
MPAKTUKU XPAHEHUS

OTBETCTBEHHOCTh CTOPOH? nyHKT 6 [TpaBun
HaJyIeKallen
MPAKTUKU XPAHEHUS

S. Hcnonaser im 0053aTeNbCTBA [0 JOTOBOPY myHKT 6 [TpaBun
ayTCOPCUHTA KBATM(DHUIIMPOBAHHBIN TIEPCOHAN? | HA/JIekKAIIICH
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MIPAKTUKU XpaHEHUS

6. Nwmerores v nomeIieHus, KOTopble myHKT 6 [TpaBuin
HEOOXOUMBI JJIs1 HCTIOJTHEHHSI 00513aTEIbCTB HaJyIeKalen
10 JIOTOBOPY ayTCOPCUHTa (OHO U3 YCIOBUH | IPAKTHKH XPaHEHHS
JI0OTOBOpa ayTCOPCUHIA) B COOTBETCTBUHU C
TpeGoBanusamMu [IpaBuil HaIeKalIel TPaKTUKU
XpaHeHus?

7. Nmeercs mu 060pynoBanne, KOTOpPoe nyHKT 6 [TpaBuin
HE00XO0IUMO JJIs1 UCTIOJIHEHUsI 0053aTeNbCTB MO | HaJUIexKalel
JIOTOBOPY ayTCOPCHUHTa (OJHO U3 YCIOBHM IIPAKTUKU XPAHEHUS
JI0OTOBOPA ayTCOPCHUHIA) B COOTBETCTBHUHU C
TpeboBanusaMu [IpaBun Haanexaen NpakTUKU
XpaHeHus?

8. OcBenoMiseTcst M JOKyMEHTAIBHO myHKT 6 [TpaBuin

UCIIOJIHUTEIIb TI0 IOTOBOPY ayTCOPCUHTa (OIHO
13 yCIIOBUH I0TOBOpa ayTCOpPCUHTa) 000 BCEX
(bakTopax, CBSI3aHHBIX C JICKAPCTBEHHBIMHU
npernapaTtamMmy WiH IS TeIbHOCTBIO,
nepeaBaeMoi Ha ayTCOPCHUHT, KOTOPhIE MOTYT
MPEJCTABISATh OMACHOCTD JJIS €T0:

HaIeKaIen
MPAKTUKU XPAHEHUS

OMEIEHUNI?

nyHKT 6 [IpaBun
HaIexamen
IIPAKTUKU XPAaHEHUS

00opynoBanus?

myHKT 6 [TpaBun
HaIeXalen
MPAKTUKU XPAHEHUS

nepcoHana?

myHKT 6 [TpaBun
HaIeXalen
MPAKTUKU XPaHEHUS

[Tomerennst Ist XpaHEHUsl JIEKapCTBEHHBIX mpemnapatoB (cratest 58 61-D3; rmaBa IV
ITpaBun Hagnexamiei npakTuky XpaHeHus; [IpaBuia XxpaHeHUs JIEKApPCTBEHHBIX CPEJICTB)

0. OO0ecnieynBaroOT U OMEIICHHS 1711 XpaHeHus: | myHKT 12 IlpaBun
JIeKapCTBEHHBIX MpenapaToB Oe30macHoe HaJuIexalen
pa3zienbHOE XpaHEHUE U NTEpEMENICHUE MPAKTUKU XPAHEHUS
JIEKapCTBEHHBIX MTPenapaToB?

10. |CocraBiseT oy II0IAa b OMEIIEHUH, nyHKT 13 IIpaBun
HEOOXOIUMBIX JUIS OCYIIECTBICHUS HaJuIexalen
NeSITeIbHOCTH 10 XPAHEHUIO JIEKAPCTBEHHBIX | IPAKTUKH XpaHEHUs
npenapaToB, He MeHee 150 kB. MeTpoB?

11. |CooTBeTcTBYET M IIOMAAb IOMEIICHUH, nyHKT 13 IIpaBun

HEOOXOIUMBIX ISl OCYIIECTBICHUS
JEeSATEIbHOCTH 110 XPAHEHUIO JICKAPCTBEHHBIX

HaIeXalen
IPAKTUKHA XPAHEHUS
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IpenaparoB, 00bEMY XPAaHUMBIX
JIEKapCTBEHHBIX NIPENapaToB?

12. |HWmeroTcs nu moMenieHus (OTCEKH) s nyHKTHI 11, 12
XpaHEHUs! OTHEOIMACHBIX U B3PHIBOOMACHBIX [TpaBun
JICKAPCTBEHHBIX CPEJICTB C MIPEICIIOM HaJIJIe)KaIen
OTHECTOUKOCTU CTPOUTEIBHBIX KOHCTPYKIIUI | IPAKTUKU XPAHEHUS;
He MeHee | gaca? nyHKT 14 [IpaBun

XpaHeHus
JIEKapCTBEHHBIX
CpenCcTB

13. |Hmeercs nu 0003HaAUEHHAS 30HA WIH myHKTHI 14, 16
OTJICIBHOE TIOMEIICHHE TSI IPUSMKH [TpaBwt
JIEKapCTBEHHBIX MPENapaToB? HaJIJIe)KaIeH

MIPAKTUKN XPaHCHUS

14. |Hwmeercs nmu 0003HaYEHHAs 30HA WIN MyHKTHI 14, 16

OT/IEJIbHOE OMEIICHHUE YKCIICIULINH ? [TpaBun
HaJIexaIen
MIPAKTUKU XPaHEHUS

15. |Hmeercs nu 0003HaAUEHHAS 30HA WIH myHKTHI 14, 16
OTJICIbHOE TIOMEIIICHUE OCHOBHOTO XpaHeHus: | [IpaBui
JIEKapCTBEHHBIX MPEnapaToB? HaJIJIe)KaIeH

MIPAKTUKN XPaHCHUS

16. |Hwmerorcs 11 0003HAUYEHHBIE 30HBI WU myHKTHI 14, 16
OTJICTbHBIC TIOMEIICHHS XPaHCHUS [Tpasun
JIEKApCTBEHHBIX MPEMapaToB, TPEOYIOIUX HaJIeKaIen
CHEIMAIbHBIX YCIOBUI? MIPAKTUKU XPaHEHUS

17. |Vmeetcs au JU1sl XpaHEHUS BBISIBICHHBIX MyHKTHI 14, 16
(dhanpcuuIMpPOBaHHBIX, [TpaBun
HeJT0OpOKaYECTBEHHBIX, KOHTPa(aKTHBIX HaJjIexxaIen
JIEKapCTBEHHBIX TPEIapaToB: MPAKTUKU XPaHECHUS

0003HaueHHas 30Ha? yHKTHI 14, 16
IIpaBun
HaIeXalen
MIPAKTUKU XPaHEHUS

OTJeNIbHOE TIOMEIIeHUE? yHKTHI 14, 16
[IpaBun
HaJJIexKalei
MPAKTUKU XPaHECHUS

18. |Umeercs nu 0003HAUEHHAS 30HA WIH myHKTHI 14, 16

OTJIeNIbHOE TIOMElIeHHe, 00ecTeYrBaroIIe
TpeOyeMble YCIIOBHS XPAHCHUS JICKAPCTBEHHBIX
[penaparoB, Il KAPAHTUHHOTO XPaHEHUS

[TpaBun
HajIexKalen
MPAKTUKU XPAHEHUS
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JIEKapCTBEHHBIX MPenapaToB?

19. |MmMeeTcs M B IOMEIIEHUAX U 30HAX, nyHKT 17 [IpaBun
HCIOJIb3YEMBIX JJIsl XpAaHEHUS JIGKAPCTBEHHBIX | HaJUJIeKaIEel
IIpenapaToB, OCBEIIEHUE? MIPAKTUKU XpaHEHHUs

20. |Wmeercs nu BanuaupoBaHHAs CHCTEMA, nyHKT 18 IIpaBuin
pazaesnsionas 30Hbl XpaHeHus? HaJuIexalen

MIPAKTUKU XpaHEHHUs

21. |WmeroTcs 11 aIMUHUCTPATUBHO-OBITOBBIE nyHKT 19 IIpaBun
MOMEILEHUS, OTAEJIEHHbIE OT 30H XpaHEHUS HaJuIexalen
JIEKapCTBEHHBIX IIPENapaToB? MIPAKTUKU XpaHEHHUs

22. |IIpenycMOTpeHO i pasjesieHHe OTOKOB yHKT 28 IIpaBun
NepeMelleHus JIEKapCTBEHHBIX IpenaparoB (C | Haajexaiei
MOMEHTA [TOCTYIUIEHHUs O MOMEHTA OTIPAaBKU | IPAKTUKU XPaHEHUs
CO CKJIaJla) MeX/1y MOMEUICHUSIMU U (WIIN)
30HaMHU /ISl XpaHEHMs JIEKAPCTBEHHBIX
npenaparoB?

23. | OO0ecrieueHa I 3anuTa MOCTYIAOIINX nyHKT 10 [IpaBun
JIEKapCTBEHHBIX CPE/ICTB IIPU NPOBEIECHUN OIITOBOM TOProBIIN
IIOrPy304HO-Pa3rpy30uHbIX paboT:

OT aTMOC(EepHBIX 0CaTKOB? nyHKT 10 I[IpaBun
ONTOBOW TOPTOBIU

BO3/JICHCTBUS HU3KUX U BBICOKUX yHKT 10 IIpaBun

Temneparyp? ONTOBOM TOPTOBIIU

24. |Hwmeetcs u oTAeNIbHAS 30HA (MIOMEIIEHUE, nyHKT 25 [IpaBun
mikadbl) Ui XpaHeHus: 000py10BaHus, HaJyIexXalen
WHBEHTapsl U MaTepHaioB i yOOpKU MIPAKTUKU XpaHEHHUs
(OYHCTKH), a TAK)KE MOIOIIUX U
NEe3UH(PULIUPYIOIIUX CPEICTB?

25. |IIpoBonuTcs mu yoopka nmoMemieHuit (30H) g | myHKT 25 [IpaBun
XpaHEeHUs JIEKapCTBEHHBIX MPENnapaToB B HaJuIexanen
cootBercTBUM ¢ COIlamu? IIPAKTUKU XPAHEHUs

26. |OOGecreynBaeT M yCTaHOBKA 00OPYIOBaHUS nyHKT 10 IIpaBun
JUIS. XpaHEHUSs JIEKapCTBEHHBIX CPEJCTB B XpaHeHus
MIOMEILEHUAX JOCTYITHOCTb AJIsl IPOBEACHUS JIEKapCTBEHHBIX
yOopku? CpencTB

27. |Jlomyckaet M OT/IeIKa MTOMEIICHUH nyHKT 25 [IpaBun

(BHYTpEHHME [TOBEPXHOCTHU CTEH, TOTOJIKOB)
JUIsl XpaHEHUs JIEKAPCTBEHHBIX NIPENapaToB
BO3MOKHOCTh IPOBEJICHUS BIAKHOU YOOPKU?

HajIexKalen
IIPAKTUKU XPAaHECHUS;
myHKT 6 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
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CPEICTB

28.

OO0ecrieuena ju 3aluTa TOMEIIEHNH 1T
XPaHEHHUS JICKAPCTBEHHBIX MTPENapaToB OT
MIPOHUKHOBEHHUS HACEKOMBIX, TPbI3yHOB WJIH
JPYTUX )KUBOTHBIX?

nyHKT 26 [IpaBun
HajIexxalen
IIPAKTUKU XPAHEHUS

Ob6opynoBanue (rnasa [V IlpaBun Haanexaiued npaktuku xpaHeHus; [IpaBuia xpaHeHus

JIEKapCTBEHHBIX CPEJICTB)

29. |Nmeertcsa nu o0opyaoBaHue (B XOpoIIeM nyHKT 11 IIpaBun
COCTOSIHUH H YHCTOE), PHHAICKAIIEE Ha/Iexalien
OpraHu3aIK ONTOBON TOPTOBIU MIPAKTUKU XpaHEHHUs
JIeKapCTBEHHBIMH ITperapaTaMy Ha TpaBe
COOCTBEHHOCTH MJIM HA UHOM 3aKOHHOM
OCHOBaHUU?

30. |WmeroTcs i MOMENEHHS JUTsE XPaHSHUS nyHKT 17 IIpaBui
OTHEONACHBIX M B3PbIBOOMACHBIX XpaHEeHUS
JIEKapCTBEHHBIX CPEJICTB, 000PY/I0OBAHHBIC JIeKapCTBEHHBIX
HECTOpaeMbIMH U YCTOWYMBBIMU CTEJIAKaMHU U | CPEJICTB
MOJIZIOHAMH TI0JT COOTBETCTBYIOIIYIO HArpy3Ky?

31. | OcHalleHsl JIM IOMEIIEHUS JUIsl XpaHEHUS nyHKT 37 IlpaBui

JIEKapCTBEHHBIX CPEACTB MIPUOOpaMH 1is
pErucTpalyy MapaMeTpoB BO3yXa:

HaJyIeKallen
IIPAKTUKU XPAaHEHUS;
nyHKT 7 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

TEPMOMETPbI?

nyHKT 37 [IpaBun
HaJyIeKallen
MPAKTUKU XPAHEHNUS;
nyHKT 7 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPENCTB

TUTPOMETPHI?

nyHKT 37 [IpaBun
HaJyIeKallen
MPaKTUKU XPAHEHNUS;
nyHKT 7 IIpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPENCTB

TEPMOTUTPOMETPHI?

nyHKT 37 [IpaBun
HajIexxalen
IIPAKTUKU XPAaHEHUS;
nyHKT 7 IIpaBun
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XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

9JICKTPOHHBIC FI/II‘pOMeTpH?

nyHKT 37 [IpaBuin
HaJIeKaIen
IIPAKTUKU XPAaHEHUS;
nyHKT 7 [IpaBun

XpaHeHus
JIEKapCTBEHHBIX
CpenCcTB

32. | Pa3meniensl 11 U3MEpPUTEIbHbBIC YACTH nyHKT 7 IIpaBun
MPUOOPOB JJISI PETUCTPALIMH ITAPAMETPOB XpaHeHUs
BO3/lyXa Ha PACCTOSHUU HE MEHEE 3 M OT JIEKapCTBEHHBIX
JBEpel, OKOH U OTOMHUTENIbHBIX PUOOPOB U HA | CPENICTB
BeicoTe 1,5 - 1,7 M ot moma?

33. | PasmerneHo a1 060pyI0BaHKE TSI KOHTPOJIS nyHKT 22 [IpaBun
TEeMIIepaTyphl B TOMENICHUS (30HaX) B HaJlJIexKaIen
COOTBETCTBHUHM C pPe3yJIbTaTaMu MIPAKTUKU XPaHEHUS
TEMIIEPaTyPHOT0 KapTHUPOBAHUSI, HA OCHOBAaHUU
MIPOBEACHHOr0 aHAJIN3a U OLIEHKU PUCKOB?

34. |Hwmeetcs nu xonoauisHOE 000pyaoBaHue (C nyHkTeI 21, 36, 37
yKa3aHWeM HauMEHOBAaHMS, MapKH, [Tpaswt
WHBEHTapHOTO HOMEpa, TEMIIEPaTyPHOTO HaJIJIe)KaIeH
pexuMa, EMKOCTH) C pa3MEIIeHUEM 1 MIPAKTUKN XPaHCHUS
00CITyKMBAaHUEM COTJIACHO TOKYMEHTAIIUH TI0
€r0 MCIIOJIb30BaHUIO (IKCIUTyaTaIluu):

XOJIOIWJIbHBIE KaMepbl? nyHKTHI 21, 36, 37
[IpaBun
HaIexamen
MIPAKTUKU XPaHEHUS

(bapMarieBTHYECKIE XOJIOAMIbHBIE Kadbl | MyHKTHI 21, 36, 37

HJIH XOJOMILHUKH ? [IpaBun
HaJJIexKalei
MPAKTUKU XPaHECHUS

35. |HMwmeetcs cuctemMa KOHIUITMOHUPOBAHHMS B nyHKTHI 21, 36, 37
MTOMEIIEHUSX JIJIsl XPaHEHUSI JIEKApCTBEHHBIX [Tpasw
cpencTn? HaIeXalen

MIPAKTUKU XPAHCHHUS;
nyHKT 4 [TpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpEICTB

36. |Hmeercs nu cucTeMa BEHTHIIALAU B myHKTHI 21, 36, 37
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MOMEILEHUAX JIUIsl XpaHEHUS JIEKapCTBEHHBIX
cpencTs?

[TpaBun
Haj1exKalen
MIPAKTUKU XPAHEHNUS,
nyHKT 4 [IpaBun

XpaHEeHUs
JIeKapCTBEHHBIX
CpeAcTB
37. |Wmeercs nu cucteMa KOHTPOJIS JOCTYIIA B [Tynxrer 27, 37
MOMEUICHHUS JJIS1 XPAHEHUS JICKapCTBEHHBIX [TpaBun
cpenct (30HbI)? HaJUIeKalen
MPAKTUKU XpaHEHUS
38. |Wmeercs nmu mutomOup (Win meyats) s nyHKT 31 [IpaBui
OIe4aThIBaHUs IKA()OB WM OMEILEHHH, B Ha/JIexaren
KOTOPBIX XpaHSITCS JICKAPCTBEHHBIC TIPENApaTHhl, | IPAKTHKH XPaHEHHS
MOJyIeXkKAIUE TPEIMETHO-KOJINUYECTBEHHOMY
yuery?
39. |Umeercs nmu obopymoBaHUE sl XpaHEHHS nyHKT 31 [IpaBun

JICKApCTBCHHBIX MPCIIAPATOB:

HaJIJIeKaIen
MPaKTUKU XPAHEHUS,
nyHKT 29 [IpaBun
HaIeKaIen
MPaKTUKU XPAHEHNUS,
yHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpPENCTB

cTeaxu?

nyHKT 31 IIpaBun
HaIexaIen
MIPAKTUKU XPAHEHUS;
yHKT 29 [IpaBun
HaIexalien
MIPAKTUKU XPAaHEHNS,
nyHKT 5 [IpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPENCTB

HIKa(i)I)I MCTAJNIMYCCKUE WA NCPCBAHHBIC

MIOUIEKAIIIAX
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy?

AJI XpaHCHHUS JICKAPCTBCHHBIX ITPEIIapaTos,

nyHKT 31 [IpaBuin
HajIexallen
MIPAKTUKU XPaHEHUS;
myHKT 29 IIpaBun
HaIexamen
IIPAKTUKU XPAHEHUS;
nyHKT 5 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
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CPEICTB

mKagbl?

nyHKT 31 [IpaBun
HajIexxalen
IIPAKTUKU XPAaHEHUS;
yHKT 29 [IpaBui
HaJUIeKalleH
MIPAKTUKU XPaHEHUS;
nyHKT 5 [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

MO TOHBI?

nyHKT 31 [IpaBui
HaJUIeKalleH
MIPAKTUKU XPAHEHNS,
nyHKT 29 [IpaBun
HaIeKaIen
IIPAKTUKU XPAaHEHUS;
yHKT 5 [IpaBun
XpaHeHus
JIEKaApCTBEHHBIX
CPEICTB

MIOATOBapHUKU?

nyHKT 31 [IpaBun
HaIexamen
IIPAKTUKU XPAHEHUS;
yHKT 29 [IpaBun
HajIexallen
MIPAaKTUKU XPAHEHNS,
nyHKT 5 [IpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPENCTB

40.

ITpomno nu 06opya0BaHUE, OTHOCSILEECS K
CpenCTBaM U3MEPEHHUN:

yHKT 38 [IpaBui
HajIexallen
MIPAaKTUKU XPAaHEHNS,
nyHKT 7 IIpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPENCTB

MEPBUYHYIO IOBEPKY U (MJIM) KaTHOPOBKY
JI0 BBOJIA B 3KCILTyaTalUIo?

yHKT 38 [IpaBui
HajIexalien
MIPAKTUKU XPAaHEHNS,
nyHKT 7 IIpaBun
XpaHEHUs
JIEKApCTBEHHBIX
CPEICTB
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MIEPBUYHYIO TTOBEPKY M (MJIN) KaTUOPOBKY
1ocJie peMoHTa?

nyHKT 38 [IpaBui
Haj1exKalen
IIPAKTUKU XPAaHECHUS;
nyHKT 7 IIpaBun
XpaHeHus
JIEKApCTBEHHBIX
CPEICTB

NEPUOINYECKYIO TIOBEPKY U (WIIH)
KaJIMOPOBKY B IIPOIIECCE IKCILTyaTaluu?

nyHKT 38 [IpaBui
HaJIeXaIen
IIPAKTUKU XPaHEHUS;
nyHKT 7 IIpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

41.

NmeroTcs 1 3an1acHble MOBEPEHHBIE CPEICTBA
HU3MCEPCHHA B CIIyda€ pEMOHTA, TCXHUYCCKOT'O
o0CITyKUBaHUS, IOBEPKU 000PYIOBAHUS U
CpEICTB U3MepeHus?

myHKThI 39, 40
[IpaBun
HaJIJIeKaIen
MPAaKTUKU XPAHECHUS,
nyHKT 7 [IpaBun
XpaHEHUst
JIEKapCTBEHHBIX
CpPEICTB

JeiicTBust cyObekTa oOpaleHusl JIEKapCTBEHHBIX MPEnapaToB M0 XpaHEHUI0. JIOKyMEeHTHI 110
XPaHEHHUIO JIEKAPCTBEHHBIX MpenaparoB (ctates 58, myHKT 3 crathu 9 61-D3; rnaser V, IV
[IpaBun Haanexaliel NpakTUKU XpaHeHust; [IpaBuia XpaHeHUs JeKapCTBEHHBIX CPEJICTB)

42. | OcymecTBIsieTCs T U3y9YCHUE pacTpeeseHns |yHKT 22 [IpaBui
TEMIIEPATypBHI (Jlajee - TEMIIEpaTypHOE HaJuIexalen
KapTUpOBaHUE) JIsl oOecrieueHus: TpeOyeMbIX | IPAaKTUKH XpaHEHUs
YCIIOBUHM XpaHEHMsI JIEKAPCTBEHHBIX
MpernapaToB B IOMEMICHUAX (30HAX),

HCIIOJIb3YEMBIX JJIS1 XpAaHEHUS JIEKAPCTBEHHBIX
npenaparoB?

43. | Pa3smemeno au 00opytoBaHUE JUTSI KOHTPoJst | myHKT 22 [TpaBwr
TEMIIEpPATypbl B IOMEUICHUSIX (30HAX) B HaJuIexalen
COOTBETCTBUHM C pe3yJibTaTaMu MPAKTUKU XpaHEHUS
TEMIIEPATYPHOI0 KapTUPOBAHUS?

44. | IIpoBoauTcs IU MOBTOPHOE TEMIIEPATYpPHOE myHKT 22 [IpaBun
KapTUPOBaHUE JUIsl KOHTPOJIS TEMIIEPAaTypsl B | HaJuIeXKalen
MOMEILEHUAX (30HaX) B COOTBETCTBHUHU C MIPAKTUKU XPaHEHUS
pe3yJbTaTaMy aHaJIN3a PUCKOB, a TAKXKe MPU
M3MEHEHHUSAX B KOHCTPYKIUH OMEIIECHUS (30H)

i o0opyI0BaHus?

45. | OcymiecTBisieTcs 1 MPOBEpKa COOTBETCTBUSA | MyHKT 46 [IpaBui

MIPUHUMAEMBIX JIEKaPCTBEHHBIX MIPEMapaToB HaJuIexalen
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TOBapPOCOINPOBOUTEILHON JOKYMEHTAIIMH:

MIPAKTUKU XpaHEHUS

10 ACCOPTUMEHTY U KOJIUYECTBY?

nyHKT 46 [IpaBun
HajIexxalen
IIPAKTUKU XPAaHEHUS

10 KayecTBy?

nyHKT 46 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAHEHUS

10 COOJIIOJICHUIO CIIIUATIBHBIX YCIOBUN
XpaHeHus (MpU HATMYUH TaKOTO
TpeOOBaHUS B HOPMAaTUBHOM JIOKYMEHTAIUU
Ha JIEKapCTBEHHBIN mpemnapat)?

nyHKT 46 [IpaBuin
HaIeXaIen
IIPAKTUKU XPAHEHUS

110 HAUIMYHUIO MOBPEKIAECHUN TPAHCTIOPTHOMN
Tapbl?

yHKT 46 [IpaBui
HaJyUIeXXalen
MPAKTUKHU XPAHEHUS

46.

Crenmnaxu (mkadsl) 111 XpaHESHUS
JIEKapCTBEHHBIX MMPENapaToB:

nyHKT 29 [IpaBun
HaJlJIeXKaIen
MIPAKTUKU XPaHEHUS;
yHKT 49 IIpaBun
HaIexalien
MPAKTUKU XPAHECHUS

IIPOMapKUPOBAHBI JIN?

myHKT 29 IIpaBun
HaIeXalen
MPaKTUKU XPAHEHUS,
nyHKT 49 [IpaBun
HaJIJIeKaIen
MIPAKTUKU XpaHEHUS

HUMCIOT JIM CTCIJIA’KHBIC KapTBI?

nyHKT 29 [IpaBun
HaJIJIeKaIen
MIPAKTUKU XPaHEHUS;
myHKT 49 IIpaBun
HaIeXalen
MPAKTUKU XPaHEHUS

MIPUMEHSICTCS JTH JICKTPOHHAS CHCTEMa
(Tipu TOMOIIIH KOJI0B) 00paOOTKH JTaHHBIX
BMECTO CTEJUIAKHBIX KapT?

myHKT 29 IIpaBun
HaIeXalen
MPaKTUKU XPAHEHUS,
nyHKT 49 [IpaBun
HaJIJIeKaIen
MIPAKTUKU XpaHEHUS

47.

PasmenieHsl 11 JI€KapCTBEHHBIE IIPENAPAThI B
MTOMENICHUAX U (UJTK) 30HaX JIJIsT XpaHCHUS
JIEKapCTBEHHBIX MPEMAPATOB C YIETOM:

myHKT 49 IIpaBun
HaIeXalen
IIPAKTUKU XPAHEHUS

(U3UKO-XMMHYECKUX CBOWCTB

nan

MOJITYHKT "a
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JIEKapCTBEHHBIX MpenapaToB?

nyHkTa 49 [IpaBun
Haj1exKalen
IIPAKTUKU XPAaHEHUS

(bapMakoJIIOrn4ecKux rpymm?

MOAMyHKT "0"
nyHkTa 49 [IpaBuin
HaJIJIeKaIen
MPAKTUKU XPAHEHUS

crioco0a BBeJIEHUS JIEKapCTBEHHBIX
IpenapaTos?

nn

MOJAIYHKT "B
nyHkTta 49 [IpaBuin
HaJIeKaIen
IIPAKTUKU XPAaHEHUS

48. | OcymiecTBisieTcs U XpaHEHHE JICKaPCTBEHHBIX |MyHKTHI 44, 47
IIPENapaToB C YYETOM: [IpaBun
Hajaexallen
MPAKTUKU XPAHECHUS
TpeOOBaHUII HOPMATUBHON JOKYMEHTAlUH, |IYHKTHI 44, 47
COCTABJISIFOLIEH perucTpauuoHHoe gocke Ha |IIpaBui
JIEKapCTBEHHBIN MTpenapar? HaJUIeKalen
MPAKTUKU XPAHEHUS
UHCTPYKLUU 110 MEAULIMHCKOMY IIyHKTHI 44, 47
MIPUMEHEHHUIO? [IpaBun
HaJIeKaIeH
MPAKTUKU XPaHECHHUS
nH(popmaIuu, comepkalieics Ha yHKTHI 44, 47
NEPBUYHON U (MIM) BTOpUYHOM yrakoBke | [IpaBun
JIEKapCTBEHHOTO MperapaTa u HaJJIeXKarei
TPaHCIIOPTHOM Tape? MPAKTUKU XPaHEHUS
49. | OcymiecTBisieTcs U XpaHSHHE OTHEOMAacHBIX U | myHKT 51 [Tpasui
B3PBIBOOIIACHBIX JIEKAPCTBEHHBIX MPEMApaToOB | HAJIeKaIIEH
BJIaJIU OT: MPAKTUKU XPaHEHUS
orasa? nyHKT 51 [IpaBun
HaIeXalen
MPAKTUKU XPaHEHUS
OTOMHTEIBLHBIX MPUOOPOB? nyHKT 51 [IpaBun
HajIexalien
MPAKTUKU XPaHECHUS
MPSAMBIX COTHEYHBIX JTy4ei? nyHKT 51 [IpaBun
HajIexKalen
MPaKTUKU XPaHCHUS
50. | XpaHATCs M CBETOYYBCTBUTEIBHBIC nyHKT 52 [IpaBun

JICKApCTBCHHBIC MPCIIaApaThl B 3allIUIIICHHOM OT

HajIexKalen
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cBeTa Mecte?

MIPAKTUKU XPaHEHUS;
MyHKTHI 24 - 26
[IpaBun xpanenus

JIEKapCTBEHHBIX
CpeICTB
51. |Co3naHbl 11 yCIOBUS B TOMEIIEHUSIX JUIS myHKTHI 21, 47
XpaHEHUs BIaro4yBCTBUTEIIbHbIX [IpaBun
JIEKapCTBEHHBIX CPENCTB? Ha/Iexarien
MIPAKTUKU XPAHCHHUS;
nyHKT 29 [IpaBun
XpaHEHHS
JIEKapCTBEHHBIX
CPEICTB
52. |M30MpyIOTCS U CIICIIHATBHO nyHKT 55 [IpaBun
MIPOMapKUPOBAHHBIE JIEKAPCTBEHHBIC HaJIexaIen
npenapaThl, IpeJHa3HaYeHHbIE [ MIPAKTUKN XPaHCHUS
YHUUTOKEHUSA?
53. |U3onupyrores nu: nyHKT 30 [IpaBuin
HaJIeKaIen
MIPAKTUKU XPaHEHUS
JIEKapCTBEHHBIE MPEeNapaThl, B OTHOUICHUH nyHKT 30 [IpaBun
KOTOPBIX IMPUHATO PEIICHUE O HaJuIexanen
MIPUOCTAHOBIIEHUU TIPUMEHEHUS? MIPAKTUKU XPaHEHUS
JIEKapCTBEHHbIE MPENapaThbl, B OTHOLIEHUH yHKT 30 IIpaBun
KOTOPBIX IPUHATO pElIeHne 00 U3bATUU U3 HaJIexaIen
oOparmienus? MPAaKTUKU XpaHEHUs
¢banbcudunrpoBannsie, HeqoOpokauecTBeHHbIE | MyHKT 30 [TpaBun
1 KOHTpa(aKTHBIE IEKAPCTBEHHBIE MIpenapaThl? | Hajexamei
MIPAKTUKU XPaHEHUS
54. |HmeroTcs M JOKYMEHTBI, OTIUCHIBAIOLINE MYHKTHI 41 - 43

JIEHCTBHUS, BBITTOTHIEMBIE CYOBEKTOM
oOparieHus JIeKapCTBEHHBIX TIPENapaToB U
HarpaBJIeHHbIE Ha COOTIOZICHUE TPeOOBaHUH,
ycTaHoOBJIEHHBIX [IpaBunamMu Haaiexaen
MPAKTUKU XPAHCHUS:

[IpaBun
HaJJIexKalei
MPAKTUKU XPaHCHHUS

CTaHJApTHBIC ONIEPAIIIOHHBIE TIPOLICAYPhI
(COIIn)?

myHKTHI 41 - 43
[IpaBun
HaIeXalen
MPAKTUKU XPaHEHUS

WHCTPYKIUU?

MyHKTHI 41 - 43
[IpaBun
HaIeXalen
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MIPAKTUKU XpaHEHUS

JIOTOBOPBI?

yHKTHI 41 - 43
[IpaBun
HaJUJIeXKallen
MPAKTUKU XPaHECHUS

OTYeThI (CBOJIHBIE KYpHAaJbI)?

MYHKTHI 41 - 43
[IpaBun
HaJIexaIen
IIPAKTUKU XPAaHEHUS

55. |Benetcs nu y4yeT NeKapCTBEHHBIX CPEACTB C nyHKT 11 [IpaBun
OTpaHUYCHHBIM CPOKOM TOJHOCTH Ha XpaHeHUS
OyMaXHOM HOCHUTEJIC WU B JIEKTPOHHOM BUJIE |JIEKaPCTBEHHBIX
C apXuBaIMei? CpEICTB

56. |Wmeercs nu pa3pabOTaHHBIA U YTBEPKACHHBINA | TyHKT 24 [IpaBun
KOMILJIEKC Mep, HaIllpaBJICHHBIN HA HaJIexalen
MHUHHMH3ALNAI0 PUCKA KOHTAMUHAIIUH MPAKTUKU XPaHECHUS
JIEKapCTBEHHBIX MPEMApPaTOB, C YUETOM
YCJIOBUI COOIOACHUS 3aLUThI OT (PAKTOPOB
BHEIIHEH cpebl ¢ 0ohopMIIeHUEM:

IIpUKa30B? yHKT 24, 41
[IpaBun
HaJyIeKaIlen
MIPAKTUKU XpaHEHUS

COlIlos? nyHKT 24, 41
IIpaBun
HaIeXalen
MPAKTUKU XPaHEHUS

MHCTPYKUNN? MyHKT 24, 41
[IpaBun
HaJyIeKallen
MIPAKTUKU XpaHEHUS

57. | Peructpupytotcs i pe3yabTaThl nyHKT 21 [IpaBun
TEMIIEPAaTyPHOT0 KapTUPOBAHUS U BIAXKHOCTH B | HAICKAIIEH
CHeIHaIbHOM KypHal (KapTe) perucTpalyy Ha |PaKTUKU XPaHEHUS;
OyMa)KHOM HocuTele U (WIIK) B AIEKTpOHHOM | myHKT 23 IlpaBun
BU/JIE €KETHEBHO, B TOM YHUCJIE B BHIXOAHbBIC U | HAJIJIEKAIIEH
Mpa3HAUYHbIC THU? MPaKTUKU XPAHEHUS,

nyHKT 7 [TpaBun
XpaHEeHUSs
JIEKapCTBEHHBIX
CPEICTB

58. | XpaHnarcs 1M KypHaibl (KapThl) peructpauuu | myHKT 21 [IpaBun
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TeMIIEpaTypPHOrO KapTUPOBAHUS B TEUCHUE HaJJIeKaIei
JBYX JIEeT? MPaKTUKU XPAHEHUS,
nyHKT 23 [IpaBui
HajIexKalen
MPAKTUKU XPAHECHUS,
nyHKT 7 IIpaBun
XpaHEHUst
JIEKapCTBEHHBIX
CpEICTB
CobnroaeTcst i 3aIpeT Ha COBMECTHOE nyHKT 34 [IpaBun
XpaHEHHUE B OJIHOM TEXHUYECKHU YKPETUICHHOM | HaJuIeKalen
MOMEIIEHUY JIEKAPCTBEHHBIX MIPEenapaToB, MPAKTUKU XPAHEHUS
IIPEeyCMOTPEHHBIX ITyHKTOM 32 [IpaBui
HaJIJIe)Kalle MPAaKTUKU XpaHEHUs, U
JIEKApCTBEHHBIX MIPEMapaToB, COACPKAIINX
CUJIBHOJICUCTBYIOIIUE WU SITIOBUTHIE
BenecTna’?
CobmroiaeTcest Jn 3alpeT Ha XpaHEHHE B yHKT 20 IIpaBun
MIOMEUIECHUSAX XPAHEHUS JIEKAPCTBEHHbBIX HaJICKaIeH
MpenapaTosB: MPAKTUKU XPAHCHUS
MUIIEBBIX MPOIYKTOB? nyHKT 20 [IpaBun
HaJJIexalein
MPAKTUKU XPaHECHUS
TabauHbIX U3JIETHI? yHKT 20 [IpaBuin
HajIexalien
MPAKTUKU XPaHECHUS
HAIIUTKOB? nyHKT 20 [IpaBun
HaIexalien
MPAKTUKU XPaHECHUS
JIEKapCTBEHHBIX MPENApPaTOB, nyHKT 20 [IpaBun
MpeAHa3HAYEHHBIX JUIsl JINYHOTO HaJIeKaIIeH
WCIIOJTH30BaHUS PAaOOTHHUKAMU? MPAKTUKHU XpAHEHUS

(mommxHOCTE M OMO OOJIKHOCTHOTO JiMila, S3aloJIHMBIIEI'O
IPOBEPOYHHEM JIMCT, NOONMCH, IaTa)

(moyxHOCTE M OMO HOJIXKHOCTHOT'O JIMlla KPUAMYECKOT'O JiMla, NPUCYTCTBOBABIIETO
IpY 3aloJIHEHUM IPOBEPOYHOT'O JIMCTa, MNOAIMUCH, IaTa)

[Ipunoxenue N 2
K npukazy denepanbHoil ciyKObl
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10 HaJ30py B cepe 3ApaBoOOXpaHCHUsI
ot 09.11.2017 N 9438

[IpOBEPOUYHBIM JIUCT
(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCIOJNb3yeMbl denepalibHOM CJIyXOOou
IO Han30py B cdhepe 3IPaBOOXPAHEHMA M €€ TepPUTOPMAaJIBHEIMU OPTaHaMU
IpM NPOBEOEHMUM MJIAHOBHX MNIPOBEPOK IPM OCYUWECTBJIEHUM QedepalibHOTO
TOCYyDapCTBEHHOT'O Han30pa B chepe oOpalleHMA JIEKAPCTBEHHEIX CPEeNCTB
(XpaHeHMre JIEKapPCTBEHHBIX MNpernapaToB OJId MEeOMLUMHCKOIO IIPMMEeHEHMS
B MEIMLMHCKOM OpTaHM3alUMM M MHBIX OPTaHM3alUuaAxX, UMEONMX
JIMLIEH3MO Ha MEeOUUMHCKYK IOeATeJIbHOCTH)

(HaMMeHOBAaHME OpTaHa, OCYUECTBJIAKIETO IIJIAHOBYI NPOBEPKY)

1. Bun TOCYyIapCTBEHHOTO KOHTPOJIA (Han3opa)

2. [IpenmeT 1JIaHOBOM NIPOBEPKM OPUOMYECKUX JIML UM MHIOUBMUIYAJIbHBIX
NpennprHuMaTesen OrpaHMYMBaeTCsa OOA3aTeNbHEMM TpeOOBaHMAMM, COOJIIASHUE
KOTOPEIX ABJIAETCA HamboJiee 3HAUMMBIM C TOUKM 3PEHUSA HEeOONYWEeHMS BO3HMKHOBEHNA
YyI'PO3BEl NPUMUMHEHMSA Bpela XM3HM, 3IOPOBBIOD TI'PaxXIaH, W3JIOXKEeHHEIMM B Qopme
IPOBEPOYHOTO JIMCTa (CIOMCKa KOHTPOJIBHBEIX BOIPOCOB) .

3. HamMeHOBaHMe HOPUIOMYECKOTO JMLa, QaMmiIMs, MMS, OTUYECTBO (IpM HaJlIudumM)

VMHIVMBVIOYAJIEHOI'O INIpeariprMHMaTeJIqd @

4. MecCcToO NpOBENEHMA IJIAHOBOM IPOBEPKM C BalOJIHEHMEM IIPOBEPOYHOI'O JIMCTA:

5. PekxBUBUTH IIprKasa O IIPpOBEeOEeHVN JIaHOBOM IIPOBEPKM: OT

N .
6. VYUYeTHHEM HOMEp MNPOBEPKM M HaTa [IPUCBOEHMS YyUYETHOT'O HOMEepa IIPOBEPKM B
EovHOM peecTpe MNPOBEPOK:
7. JomxHOCTE, bamvmmnms u MHUILMAJIBL IOOJDKHOCTHOT'O Jauia (J0111)
OPOBOOAMNETO (MX) IIJIAHOBYK NPOBEPKY :
1. ;
2. ;
8. IlepeueHb BOIPOCOB, oTpaxanuMx coIepXaHue o0g3aTeNIbHEX TpeboBaHM,

OTBET Ha KOTOPHE ONHO3HAWHO CBUIETEJBECTBYET O COOJIONEHUM UJIM HeCOOJIOOeHMU
OPUINYECKUM JIMILIOM, MHIAMBUIYAJIBHEIM [IPEINPUHMMATEJIEM OOsS3aTeJIbHEIX TpeOoBaHMI,
COCTaBJIAKIMX [IPEIMET MNPOBEPKM:

N /i Bomnpocsl, oTpakaromue coaep:xaHue PexBU3UTEI BeiBOI O
00s13aTeNbHBIX TPeOOBaHMIM HOPMAaTUBHBIX BBIIIOJIHEHUH
NPaBOBBIX aKTOB, C | TpeOOBaHUI

yKa3aHUEM UX
CTPYKTYPHBIX Aa
eIUHHUII, KOTOPBIMU
yCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

HCT

@enepanbubliii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpamieHnn JeKapcTBEHHBIX
cpenctB" (CoOpanue 3akoHomarenscTBa Poccmiickoit denepammu, 2010, N 16, ct. 1815;
2016, N 27, cr. 4283) (manee - 61-®3); [lpaBuna Haanexamed NMPaKTUKUA XpaHEHUS H
MEPEBO3KH JIEKAPCTBEHHBIX IPENapaToB Uil MEIUIMHCKOTO NPHMEHEHUS, yTBEPKIACHHbIC

dopma
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npukazoM MuHuctepcTBa 3apaBooxpanenus: Poccutickoit @enepanun ot 31 aBrycra 2016 r.
N 646n (3apeructpupoBan MunucrepctBoM toctuniun Poccuiickoir @enepanuu 9 sHBaps
2017 r., peructpanmronnbiii N 45112) (nanee - [IpaBuna Hajuiexxaieid MpakKTHKA XpaHCHUS );
[IpaBuna XxpaHeHUs JIEKaPCTBEHHBIX CPEACTB, YTBEPXKICHHbIE MpUKa3oM MUHUCTEpCTBa
3paBOOXPAHEHUS U colMaabHOro pa3sutusa Poccuiickoin @enepanuu ot 23 asrycra 2010 r.
N 706H (3apeructpupoBan MunHcTepcTBOM rocTHIMK Poccuiickoit @eneparuu 4 oKTAOps
2010 r., peructpammonnpii N 18608) ¢ wu3MEHEHUSAMH, BHECEHHBIMH IPHUKA30M
MuHucTepcTBa 34paBOOXpaHEHNs U COLMAIBbHOTO pa3Butus Poccuiickoit @eneparuu ot 28
nexkabpss 2010 r. N 12211 (3apeructpupoBad MUHUCTEPCTBOM IOCTUIIMHM Poccuiickoi
Oeneparun 4 despanst 2011 r., peructparmonnsiii N 19703) (manee - [lpaBuna xpaHeHUs
JIEKapCTBEHHBIX CPEJ/ICTB)

Cuctema oOecriedyeHus] KadyecTBa XpaHEHHUsS M IE€PEBO3KM JIEKAPCTBEHHBIX IIperapaToB
(cratbs 54 61-03; rnasa 11, mynkTs 3 - 6 [IpaBui HaUIeKaIIEH TPAKTUKU XPAHCHUS )

1. YTBepXKACHBI JIU PYKOBOIAUTEIEM CyOBEeKTa

oOpareHus
CTaHJIapTHHIE
(mamee - COII)?

JIEKapCTBEHHBIX
OonepalroOHHbIE

CPEICTB
MPOLETYPbI

nyHKT 3 [IpaBuin
HaJIexalien
MPAKTUKHU XPAHEHUS

2. OrnpezerieHa 11 OTBETCTBEHHOCTh MNOAMyHKT "0"
pabOTHHUKOB CyObeKTa OOpaIIeHust nyHkTa 4 [IpaBun
JIEKApCTBEHHBIX NIPEMNapaToB 3a HAPYIICHUE | HAJUIeKallen
TpeOOBaHUM, YCTAHOBJICHHBIX HACTOSIIIUMU | TPAKTUKH XPaHEHUS
[TpaBunamu?

3. Hasnadeno nu pykoBoauTenem JIALoO, nyHKT 5 IIpaBuin

OTBCTCTBCHHOC 3a BHCAPCHUEC U obecneucHHe
CHCTEMBI KauecTBa?

HaJuIeKaIen
MPaKTUKU XPaHEHUS

[Tomerennst UIst XpaHEHHsl JIEKapCTBEHHBIX mpemaparoB (cratest 58 61-D3; rmasa [V
[IpaBun Haanexaiiel NpakTUKU XpaHeHust; [IpaBuia XpaHeHUs JeKapCTBEHHBIX CPEJICTB)

4, OO6ecnieunBaroT JIM MMOMENIEHUS I XpaHeHus | myHKT 12 TTpaBun
JIEKapCTBEHHBIX MPETApPaTOB: HaJyIexKaIen
MPAKTUKU XPaHEHHS
Oe3omacHoe paszielibHOe XpaHeHue? nyHKT 12 [IpaBun
HaJyIeKalen
MPAKTUKU XPaHEHHS
MepeMenieHue JeKapCTBEHHbBIX nyHKT 12 [IpaBun
IpenapaTos? HaJJIexalen
MPAKTUKU XPaHEHHS
5. HNmeercs mu 0003HaUEHHAS 30HA WA MyHKTHI 15, 16
OTJIETTbHOE TIOMEIICHHE JIJIST TPUEMKH [TpaBun
JIEKapCTBEHHBIX IpenapaToB? HaJyIexKalen
MPAKTUKU XPaHEHUS
6. HNmerorcs nmu 0003HaYE€HHBIE 30HBI WIIH myHKTHI 15, 16
OT/IeJIbHbIE TTOMEILICHUS XpaHEHUs [TpaBun
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JIEKapCTBEHHBIX MPEMapaToB, TPEOYIOMUX
CHEIUATbHBIX YCIOBHM?

HaJuIeKanen
NPaKTUKHA XPAHECHUS

7. Nmeetcs nu 1151 XpaHEHUs BBISIBICHHBIX MyHKTHI 15, 16
¢banbcuUIMPOBaHHBIX, [TpaBun
HeZ00pOKaYECTBEHHBIX, KOHTPA(PAKTHBIX HaJyleKalen
JIEKapCTBEHHBIX MPENapaToB: MPAKTUKU XPaHEHUS

0003HaueHHas 30Ha? MyHKTHI 15, 16
IIpaBun
HaJUJIeKallen
MIPAKTUKH XPaHCHUS

OTJIEJILHOE TTIOMEIIEHUE? MyHKTHI 15, 16
IIpaBun
HaJuIeKaIen
MPAKTUKU XPaHEHUS

8. HNmeercst mu 0003HaUEHHAS 30HA UIN MyHKTHI 15, 16
OTJIeIbHOE TIOMELIeHHE, 00ecTIeYrBaIOIIHe [TpaBun
TpeOyeMble yCIOBUS XpaHEHUs HaJJIexaIen
JIEKapCTBEHHBIX NPENapaToB, JUIs MIPAKTUKH XPaHCHUS
KapaHTUHHOT'O XPaHEHUS JIEKAPCTBEHHBIX
npenaparoB?

9. Nmeetcs mu B IOMENICHUAX U 30HAX, nyHKT 17 [IpaBun
HCIOJIb3YEMBIX JJIs1 XpaHEHUS HaJJIexalen
JIEKapCTBEHHBIX NMPENapaToB OCBELICHUE? MPAKTUKU XPaHEHHS

10. NmeeTcs nu BamanupoBaHHas CUCTEMA, nyHKT 18 [IpaBun
paszaesnsomas 30Hbl XpaHeHus? HaJJIexalen

MPAKTUKU XPaHEHHS

11. OTtaeneHsl JIM aIMUHUCTPATUBHO-OBITOBBIS nyHKT 19 [IpaBun
MIOMEILIEHUS OT 30H XpaHEHMsI JIEKAPCTBEHHBIX | HA/IJIeKAILEH
npemnapaTos? MPAKTUKU XPaHEHHS

12. Nwmeetcs nu otaenbHast 30Ha (IOMEIIEHHE, nyHkT 25 TIpaBun
mKadsl) U1t XpaHeHUs: 000py10BaHUS, HaJJIexalen
WHBEHTaps U MaTEepUaJIoB JIsl yOOpPKU? MPAKTUKU XPaHEHHS

13. [TpoBouTcs a1 yoopka noMerieHuit (30H) nyHKT 25 IIpaBun
JUISL XpaHEHUs JIEKapCTBEHHBIX MIPENapaToB B | HaAJexKalei
cootBercTBuM ¢ COII? IIPaKTUKKU XpaHEHUs

14. YcranoBka 000pyA0BaHUS I XpaHEHUS nyHkT 10 IIpaBun
JIEKapCTBEHHBIX CPE/ICTB B MOMEIIEHUSX, XpaHEHUs
o0ecreynBaeT JIi JOCTYIHOCTD JUIS JIEKapCTBEHHBIX
npoBeAeHus1 yoopku? CpE/ICTB

15. JlomyckaeT Jii OT/AeNIKa TTOMEIIICHHUHA nyHKT 25 [IpaBun

(BHYTpEHHME [TOBEPXHOCTHU CTEH, TOTOJIKOB)

HaJIexalien



http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100047&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100052&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100047&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100052&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100047&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100052&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100047&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100052&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100053&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100054&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100055&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100063&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100063&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110451&dst=100032&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100063&fld=134

11l XpaHEHUs JIEKAPCTBEHHBIX NIPENApaToB | IPAKTUKU
BO3MOKHOCTh NPOBEICHUS BIaKHOU YOOPKHU? | XpaHEHUS;
nyHKT 6 [IpaBun

XpaHEHHS
JIeKapCTBEHHbIX
CpeAcTB
16. ObecrnieueHa Jiu 3al1UTa MOMEIIEHUHN A5 nyHKT 26 IIpaBun
XpaHEeHHUsI JIEKAPCTBEHHBIX MPENapaToB OT HaJUIexKalen
MIPOHUKHOBEHUS HACEKOMBIX, TPHI3YHOB WJIM | IPAKTUKU XPAHEHUS
Ipyrux?

Ob6opynoBanue (rnasa IV IlpaBun Haanexamield npakTHKU XpaHeHus; [IpaBuiia XxpaHeHHs
JIEKapCTBEHHBIX CPEJICTB)

17. OcHamieHbl 7M1 TIOMEIICHHS 1Jisi XpaHeHwus | myHKT 37 [IpaBun
JIEKapCTBEHHBIX CPEICTB MpUOOpaMu s | HaanexKaiei
perucTpanuy napameTpoB Bo3ayxa: MPaKTUKHU XPaHEHUS
nyHKT 7 [IpaBun
XpaHeHUus
JIEKAPCTBEHHBIX
CpEJICTB

TEPMOMETPbI? nyHKT 37 [IpaBun
HaJyIe)Kalen
MIPaKTUKHU
XpaHEHUS,;

nyHKT 7 [IpaBuin
XpaHEHUS
JIEKAPCTBEHHBIX
CpEenacTB

TUTPOMETPBI? nyHKT 37 IIpaBun
HaJuIeKaIen
IIPAKTUKU
XpaHEHUs;

nyHKT 7 [IpaBuin
XpaHeHus
JIEKapCTBEHHBIX
CPE/ICTB

TEPMOTUTPOMETPHI? nyHKT 37 [IpaBun
HaJyIeKalen
MIPAKTHKU
XpaHEeHUS;

nyHKT 7 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpEJICTB

AJIEKTPOHHBIE TUTPOMETPHI? nyHKT 37 [IpaBun
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HaJuIeKanen

MIPAKTUKU
XpaHEHUS;
nyHKT 7 [IpaBuin
XpaHeHUs
JIEKapPCTBEHHBIX
CpE/CTB

18. Pa3meniensl in U3MEPUTENIBHBIE YACTH nyHKT 7 [IpaBun
prOOPOB AJIsL PETUCTPALIUU TTAPAMETPOB XpaHEHUS
BO3J/IyXa Ha pacCTOSTHUU HE MeHee 3 M OT JIEKapCTBEHHBIX
JIBEPEii, OKOH U OTONMUTEIBHBIX TPUOOPOB U | CPEICTB
Ha BrIcOoTe 1,5 - 1,7 M oT mona?

19. Nmeercs nmu xonoaumibHoe obopynoBanue (¢ |myHKTHI 21, 36, 37
yKa3aHHEeM HauMEHOBAHHMS, MaPKH, [TpaBw
WHBEHTapHOTO HOMEpa, TEMIIEPATyPHOTO HaJIJIe)KaIeH
peKHMa, EMKOCTH) C Pa3MEIIeHUEM U MIPAKTUKH XPaHCHUS
00CITyKUBAaHUEM COTJIACHO TOKYMEHTAIIUH TI0
€ro MCIIOJIb30BAaHUIO (IKCIUTyaTallu):

XOJIOAWJIbHBIE KaMEPhl WIH CIICIIHATIBHO nyHkTeI 21, 36, 37
000pyI0BaHHOE MTOMEIIeHHE? [TpaBun
HaJuIeKamen
MPAKTUKU XPaHEHUS
(bapmaneBTHYECKHE XOJIOJMIbHbIE KAl | TyHKTH 21, 36, 37
VIV XOJIOJIUIIbHUKA? [TpaBun
HaJJIexKaniei
MIPAKTUKH XPaHCHUS

20. NmeroTcst i cucTeMBbl KOHIUIIMOHUPOBAHUs | TyHKTHI 21, 36, 37
B MTOMEIIEHUSAX JIJISI XPAaHSHUS [TpaBun
JIEKaPCTBEHHBIX CPEJICTB? HaJIJIexKaIen

MIPAKTUKU
XpaHCHUS;
nyHKT 4 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
Cpe/CTB

21. HMmMeercs 11 cucteMa BEHTUISLIUY B nyHKTHI 21, 36, 37

MMOMEIIEHUSX JIJIsl XPaHEHUS JIEKApCTBEHHBIX
cpencTn?

IIpaBun
HaJuIeKaIen
MPAKTUKU
XpaHEHUs;
yHKT 4 [IpaBuin
XpaHEHUs
JIEKAPCTBEHHBIX
CPEICTB
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22,

Wwmeertcs i B TOMEIIEHUSX TSI XpaHEHUS
JIEKapCTBEHHBIX CPEICTB CUCTEMA KOHTPOJIIS
JIOCTYyTIa B IOMENIEHUs (30HBI)?

nyHKTHI 21, 36, 37
[IpaBun
HaJuIeKanen
MPaKTUKU XPaHEHUS

23. Nwmeercs nu muiom6up (Wiiu nedats) (pu nyHKT 31 [IpaBun
HAJIMYUK) JIJIS OTIeYaThIBAHUS KA(QOB UITU HaJJIexKaniei
MOMEIIIEHUH, B KOTOPBIX XPAHATCS MPAKTUKHU XPAHEHUS
JIEKapCTBEHHBIE IIPenapaThl, MOJIEKALLNE
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy?

24. Nmerotcs nu 11t XxpaHeHUs JeKapcTBEHHbIX | TyHKT 31 [IpaBun

IIpEeNnapaToB:

HaJJIexKanei
MPaKTUKHU
XpaHEHUs;

nyHKT 29 [IpaBun
HaJJIexKaniei
MPAKTUKHU XPAHEHUS
nyHKT S5 [IpaBun
XpaHEHHUs
JIEKapCTBEHHBIX
CpEICTB

creiaxu’?

nyHKT 31 [IpaBun
HaJyIe)Kalen
MIPaKTUKHU
XpaHEHUS,;

nyHKT 29 [IpaBun
HaJyIe)Kalen
MIPaKTUKHU
XPpaHEHUS,;

nyHKT 5 [IpaBun
XpaHEHU
JIEKAPCTBEHHBIX
CpEenacTB

mKadbl METaJUTMYECKUE WITH JICPEBSIHHBIC
JUISL XpaHEHUS JIEKaPCTBEHHBIX
MPEINAPaATOB, MO JIEKAIUX
MPEIMETHO-KOJIMYECTBEHHOMY YUeTy?

nyHKT 31 [IpaBun
HaJuIeKaIen
IIPAKTUKU
XpaHEHUs;

nyHKT 29 IIpaBun
HaJuIeKamen
IIPAKTUKU
XpaHEHUs;

nyHKT S5 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

mkadwi?

nyHKT 31 [IpaBun
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HaJuIeKanen
MPaKTUKU
XpaHEHHUS;
nyHKT 29 IIpaBun
HaJuIexanen
MPaKTUKH
XpaHEHHUS;
nyHKT 5 [IpaBui
XpaHEHHUs
JIEKAPCTBEHHBIX
CpEICTB

HOJIJOHEI?

nyHKT 31 [IpaBun
HaJyIeKalen
MPAKTUKU
XpaHEHUS;

nyHKT 29 [IpaBun
HaJyIeKalen
MPAKTUKU
XpaHEHUS;

nyHKT 5 TIpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CpEJIICTB

MTOATOBAPHUKU?

nyHKT 31 [IpaBun
HaJyIe)Kalen
MPAKTUKU
XpaHEHUs;

nyHKT 29 IIpaBun
HaJuIexanen
MPAKTUKU
XpaHEHUs;

myHKT 5 [IpaBuin
XpaHEHUs
JIEKAPCTBEHHBIX
CPEJICTB

25.

[Ipomwo 1 0o6opy0BaHUE, OTHOCSIEECS K
CpelcTBaM U3MEPEHHUN:

nyHKT 38 [IpaBun
HaJJIeXKaIen
IIPAKTUKU
XpaHEHUs;

nyHKT 7 [IpaBuin
XpaHeHus
JIEKapCTBEHHBIX
CpencTB

MIEPBUYHYIO TTOBEPKY H (WJIN) KaTHOPOBKY
JI0 BBOJIA B 9KCIUTyaTalUio?

nyHKT 38 [IpaBun
HaJIeKaniei
MPaKTUKHU
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XpaHEHUS;
nyHKT 7 [IpaBuin
XpaHEHUs
JIEKApCTBEHHBIX
CPEICTB

NEPBUYHYIO IOBEPKY U (WiIM) KanuOpoBKy |myHKT 38 IlpaBun
rmocJje peMoHTa? HaJUIeKaIei
HPaKTUKU
XpaHECHHUS;

nyHkT 7 [IpaBun
XpaHEeHUs
JIeKapCTBEHHbIX
CpEeICTB

MEPUOANYECKYIO MTOBEPKY U (MJIN) nmyHKT 38 [IpaBun
KaJOpOBKY B IPOLIECCE HKCIUTyaTallui? | HaaJexarien
MPAKTUKU
XpaHEHUS;

yHKT 7 [IpaBuin
XpaHEHUs
JIEKapCTBEHHBIX
CpE/ICTB

26. HmeroTcs M 3amacHble MOBEpEHHbIE cpeAcTBa | MyHKThI 39, 40
M3MEPEHUs B cllydae peMOHTa, TexHuueckoro |IIpaBun
00CITy’)KUBaHUs, TOBEPKU 00OPYIOBAaHUS U HaJUIexaIein
CPEACTB U3MEPEHHUS? MPAKTUKA
XpaHEeHHUS;
nyHKT 7 [IpaBuin
XpaHeHHUs
JIEKapCTBEHHBIX
CpeACTB

JleiicTBus cyObeKTa 0OpallleHHsl IEKapCTBEHHBIX MPENapaToB M0 XpaHEHUI0. J|IOKyMEHTHI 10
XpaHEHUIO JICKAPCTBEHHBIX MpenaparoB (craths S8, myHKT 3 cratbu 9 61-D3; rmase V, 1V
[TpaBun Haanexaiiel NpakTHKU XpaHeHus; [[paBuia XxpaHeHUs JTEeKapCTBEHHBIX CPEJICTB)

217. CoOTBETCTBYIOT JIU CBEJIEHUS PE3YJIbTATOB nyHKT 46 [IpaBun
MIPUEMOYHOTO KOHTPOJISI CBEJIEHUSM B HaJUIeKalen
TOBapOCONPOBOIUTENIBHOMN TOKyMEHTALIUU: IIPAKTUKU
XpaHEHUs;

nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPE/CTB

110 aCCOPTUMEHTY U KOJIMYECTBY? nyHKT 46 [IpaBun
HaJyIeKamen
HPaKTUKU
XpaHEHUs;
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nyHKT 40 [IpaBun
XpaHeHust
JIEKapCTBEHHBIX
CpEJIICTB

10 Ka4yecTBYy?

nyHKT 46 IIpaBun
HaJyIe)Kalen
MPAKTUKU
XpaHEHUS;

nyHKT 40 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

10 COOJTIO/ICHUIO CTIEIUATIBHBIX YCIIOBHM
XpaHeHus (TIPU HATHYUH TaKOTO
TpeOOBaHUs B HOPMAaTUBHON
JOKYMEHTAIH Ha JIEKapCTBEHHBIN
npemnapart)?

nyHKT 46 [IpaBun
HaJJIeXKaIlen
HPaKTUKU
XpaHEHUs;

nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEe/ICTB

10 HAIMYHIO MOBPEKAECHUN TPAHCTIOPTHON
Tapsl?

nyHKT 46 [IpaBun
HaJyIe)Kalen
MPAKTUKU
XpaHEHUS;

yHKT 40 [IpaBun
XpaHEHUs
JIEKAPCTBEHHBIX
CpEenacTB

28.

NneHTudunupyroTcs Iu XpaHsIrecs
JIEKapCTBEHHBIE CpeICcTBaA?

nyHKT 29 IIpaBun
HaJyIeKalen
NPaKTUKU
XpaHEHUs;

nyHKT 49 IIpaBun
HaJyIeKalen
IIPAKTUKU XPaHEHUS

29.

OCYU.ICCTBJ'I}ICTCSI JIX XPpaHCHUC
JICKAPCTBCHHBLIX MPCIIapaTOB:

MyHKTHI 44, 47
IIpaBun
HaJJIexKaniei
MPaKTUKH
XpaHEHUS;

yHKT 40 [IpaBun
XpaHeHust
JIEKapCTBEHHBIX
CpENCTB

C y4eToM TpeOOBaHMI HOPMATUBHOMN

NyHKTHI 44, 47
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JOKYMEHTAIH, COCTABJIAIOIIEH
pPEruCcTpallMOHHOE I0ChE Ha
JIEKapCTBEHHBIN mpenapat?

[TpaBun
HaJlJIe)Kallen
MIPaKTUKHU
XpaHEeHUS;

nyHKT 40 [IpaBun
XpaHECHUS
JIEKAPCTBEHHBIX
Cpe/CTB

WHCTPYKILHUHU 110 MEAUITTHCKOMY
MPUMEHEHUIO?

NyHKTHI 44, 47
[IpaBun
HaJyIeKalen
MPAKTUKU
XpaHEHUS;

nyHKT 40 [IpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CpEJIICTB

nH(popMaluu, coaepKalieics Ha
NEPBUYHOM U (MJIM) BTOPUYHOM yIIaKOBKe
JIEKapCTBEHHOT0 Ipenapara’?

MyHKTHI 44, 47
IIpaBun
HaJuIeKaIen
IIPAKTUKU
XpaHEHUs;

nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

TPaHCIIOPTHOM Tape?

MyHKTHI 44, 47

[IpaBun
HaJJIeXKaIen
NPaKTUKU
XpaHCHHUS;
nyHKT 40 [IpaBun
XpaHCHHUS
JIeKapCTBEHHBIX
CpEJICTB
30. PasmMeniarorcst i iekapcTBeHHBIE Tipenapathl | TyHKT 49 [IpaBun
B IIOMEIICHUAX U (MJIM) 30HAX JUISL XpaHEHUs | HaJulexKalei
JIEKapCTBEHHBIX MPENapaToOB B COOTBETCTBUM | IPAKTHKHU
¢ TpeOOBaHUSAMU HOPMAaTUBHON XpaHEeHHUS;
JOKYMEHTAIUH U (WIn) TpeOOBaHUSIMH, nyHKT 8 [IpaBuin
yKa3aHHBIMH Ha YIIAKOBKE JIEKAPCTBEHHOT'O | XpaHEHUS
npernapara, ¢ y4eToM: JIEKapCTBEHHBIX
CpEJIICTB
(U3NKO-XUMHUYECKUX CBOWCTB nyHKT 49 IIpaBun
JIEKapCTBEHHBIX MpEnapaToB? HaJiJIe)KaIen
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HPaKTUKU
XpaHEeHUd,
nyHKT 8 [IpaBun
XpaHEHUs
JIeKapCTBEHHbIX
CPEICTB

(hapmMaKoJOrnyecKux rpymnmn? nyHKT 49 [IpaBun
HaJyIe)Kalen
IIPaKTUKHU
XpaHEHUs;

nyHKT 8 IIpaBun
XpaHEHUs
JIEKApCTBEHHBIX
CPEICTB

crioco0a BBeICHU JIEKaPCTBEHHBIX nyHKT 49 [IpaBun
npenaparoB? HaJyIeKaIen
MPAKTUKU
XpaHCHHUS;

nyHKT 8 [IpaBun
XpaHEHHUS
JIeKapCTBEHHBIX
CpeICTB

OcymiecTBisieTcs JIM XpaHEeHUE OrHeonacHeIX |MyHKT 51 ITpaBun

U B3PBIBOOIIACHBIX JIEKAPCTBEHHBIX HaJyIe)Kalen
IpenapaToB BAAIN OT: IIPaKTUKHU XPaHEHUS
OTHA? nyHKT 51 [IpaBun

HaJyIe)Kalen

IIPaKTUKHN XPaHEHUS

OTONUTENBHBIX TPUOOPOB? nyHKT 51 [IpaBun
HaJyIe)Kalen
IIPaKTUKHU XPaHEHUS

MPSAMBIX COJTHEYHBIX JIy4den? nyHKT 51 [IpaBun
HaJyIeKalen
MPAKTUKU XPaHEHHS

XpaHATCS CBETOUYBCTBUTEIIbHBIC nyHKT 52 [IpaBun

JIEKapCTBEHHBIE MpenapaThl B 3allIMIIIEHHOM | HaJyIeKalen

OT cBeTa mecte? MIPAKTHKU
XpaHEeHUS;

MyHKTHI 24 - 26
IIpaBun xpaHeHus
JIEKapCTBEHHBIX
CpencTB

N3omupyroTcs nu cnenuainbHO nmyHKT 55 [IpaBun
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MIPOMapKUPOBAHHBIE JIEKAPCTBEHHbBIE HaJJIexalen

IIpenapaTsl, IpeJHa3HAYCHHbIE [ IIPAKTUKU XPaHEHUS
YHUUTOXKEHHS?
N3onupyrorcs nu: nyHkT 30 IIpaBun
HaJyleKalen

MMPAKTUKU XPpAHCHUA

JIeKapCTBEHHbIE Npenaparsl, B oTHoweHuH! | myHKT 30 [IpaBun

KOTOPBIX CyOBEKTOM 0OpaIieHus HaJyleKalen
JIEKapCTBEHHBIX IIPENAPaTOB IPUHATO IIPAKTUKU XPaHEHUS
pelIeHre O MPUOCTaHOBJICHUN

IIPUMEHEHHUA?

JIEKapCTBEHHbIE TIpenaparsl, B oTHoweHUH | TyHKT 30 [IpaBun
KOTOPBIX CyOBEKTOM 0OpaIieHus HaJyleKalen
JIEKapCTBEHHBIX IIPENAPATOB MPUHATO IIPAKTUKU XPaHEHUS
pelieHre 00 U3BATUU U3 00paleHUs?

¢banbcupuIMpoBaHHbIE, nyHKT 30 [IpaBun
HeZ0OpOKaYeCTBEHHBIE M KOHTpadaKTHBIC | HaANeXKaleh
JIEKapCTBEHHBIC MTpenapaThi? MPaKTUKHN XPaHEHUS
Nmerotcs 1 JOKYMEHTBI, OITUCHIBAIOIINE MyHKTHI 41 - 43
JCHCTBYSI, BRITIONHSIEMBIC CyOBEKTOM [TpaBun
oOpareHus JIeKapCTBEHHBIX MPEIapaToB: HaJIeKanei

IIPaKTUKHU XPaHEHUs

COIls1? NYHKTHI 41 - 43
[TpaBun
HaJyIeKalen

MMPAKTUKH XpPAHCHHUA

WHCTPYKIIUH? MyHKTHI 41 - 43
IIpaBun
HaJuIeKanen

IIPaKTUKHU XpaHEHUs

JIOTOBOPBI? NYHKTHI 41 - 43
[TpaBun
HaJyIeKalen

MMPAKTUKN XPAHCHHUA

OTYeThI (CBOJIHBIE KypHAIIbI)? NYHKTHI 41 - 43
IIpaBun
HaJyIe)Kalen

IIPaKTUKHU XPaHEHUS

Benercs nu y4et nekapcTBeHHbIX CpeACTB ¢ |yHKT 11 [IpaBun
OrpaHUYCHHBIM CPOKOM IrOAHOCTHU Ha XpaHCHUA
OyMa)XHOM HOCHUTEJIE UJTU B DJIEKTPOHHOM JIEKapCTBEHHBIX
BU/JIE C apXHUBaLUEn? CpEencTB
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37.

Nmeercs i B Hamu4Iuu pa3pabOTaHHBIN U
YTBEPKICHHBIN KOMILJIEKC MEp,
HaIlpaBJIEHHbBIX HA MUHUMH3ALHAI0 pUCKa
KOHTaMHUHAallUH JIEKaPCTBEHHBIX IIPENApaToB,
C YYETOM YCIIOBHI COOIOICHUS 3aIUTHI OT
(akTOpOB BHEIIHEH cpenbl ¢ 0hopMIICHUEM:

nyHKT 24 [IpaBun
HaJJIeKanei
MPAKTUKU XPAaHEHUS

MpUKa30B?

nyHKT 24 [IpaBun
HaJjIexxaiein
MPAKTUKU XPAHEHUS

COlIlos?

yHKT 24 [IpaBun
HaJjIexxaiei
MPAKTUKHU XPAHEHUS

MHCTPYKLIUN?

nyHKT 24 [IpaBun
HaJjIexxaiei
MPAKTUKHU XPAHEHUS

38.

Perucrpupytorcs b1y pe3yIbTaThI
TEMIIEPATyPHOTO KApTUPOBAHUS U BIAXKHOCTU
B CHeIaIbHOM KypHaie (xapre)
perucTpanuu Ha OyMa)KHOM HOCHUTENE U (WIIH)
B DJICKTPOHHOM BHJE CKEIHEBHO, B TOM
YyCIie B BBIXOJHBIC U MTPA3AHUYHBIC THU?

nyHKT 21 [IpaBun
HaJyIe)Kalen
IIPaKTUKHU
XpaHEHUS,;

nyHKT 23 [IpaBun
HaJyIe)Kalen
MIPaKTUKHU
XpaHEHUS,;

nyHKT 7 [IpaBuin
XpaHEHUS
JIEKAPCTBEHHBIX
CpEenacTB

39.

XpaHsTcs I KypHAIBI (KapThl) PETUCTPALIUN
TEMITEPATyPHOTO KAPTHUPOBAHUS B TEUYCHHE
JBYX JIEeT?

nyHKT 21 [IpaBun
HaJuIeKaIen
IIPAKTUKU
XpaHEHUs;

nyHKT 23 [IpaBun
HaJuIeKaIen
IIPAKTUKU
XpaHEHUs;

nyHKT 7 [IpaBuin
XpaHeHus
JIEKapCTBEHHBIX
CpencTB

40.

CoOmnromaercst JIn 3ampeT Ha COBMECTHOE
XPAaHEHUE B OJTHOM TEXHUYECKH YKPEIJIEHHOM
MIOMEILEHUN JIEKapCTBEHHBIX IPENaparos,
MPEAYCMOTPEHHBIX IyHKTOM 32 IIpaBun
HaJUIe)KaIled  NPaKTUKA  XPaHEHUsA, U
JIEKAPCTBEHHBIX IIPENapaToB, COAEPIKALIUX

nyHKT 34 [IpaBun
HaJyIeKamen
MPAKTUKU XPaHEHUS
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CHHBHOHCﬁCTByKHHHe nin SAOOBUTHIC

BenlecTna’?

41. CobmroaeTcst M 3amper Ha XxpaHeHue B |myHKT 20 IIpaBun
IIOMEIEHUAX  XPaHEHMsI  JIEKAPCTBEHHBIX | HAJIEKALLEH
IIpenapaTos: MIPAKTUKU XPaHEHUS

MUIIEBBIX MPOTYKTOB? nyHKT 20 [IpaBun
HaJyIe)Kalen
MIPAKTUKU XPaHEHUS

TabauyHbIX U3JIETHI? nyHKT 20 [IpaBun

HaJIexalien
MPAKTUKHU XPAHEHUS

HaIUTKOB (32 HCKItOYeHueM nuTheBol |yHKT 20 [IpaBun
BOJIbI)? HaJyIe)Kalen
IIPaKTUKHU XPaHEHUs

JIEKapCTBEHHBIX npenaparos, | myHKT 20 [IpaBun
MpeAHa3HaYeHHbIX JUTSt JIMYHOTO | Ha/iJIexKalen
UCIOJIb30BaHUsl PaOOTHUKAMU? MIPAKTUKU XPaHEHUS

(mommxHOCTE M OMO OOJIKHOCTHOTO JiMila, 3alloJIHMBIIEI'O
NIPOBEPOUYHEIM JIMCT, NOONMCH, HaTa)

(moymxHOCTE M OMO HOJIXKHOCTHOT'O JIMlla KPUIAMYECKOT'O JiMlla, NIPMCYTCTBOBABIIETO
IpY 3aloJIHEHUM IPOBEPOYHOT'O JIMCTa, MNOAIMUCH, IaTa)

[Tpunoxenue N 3

K npukazy denepanbHoil cyKObl

0 Ha/130py B cepe 31paBooOXpaHeHHs
o1 09.11.2017 N 9438

dopma

[IpOBEPOUYHEM JIUCT
(CIMCOK KOHTPOJIBHEIX BOINPOCOB), MCIOJb3yeMbl denepalibHOM CJIyXOOou
10 Han30py B cdepe 3IpaBOOXPAaHEHMS UM €€ TepPUTOPMAaJIbHEIMM OpTaHaMMU
IpM [NPOBENEHUM I[JIAaHOBHIX [POBEPOK I[IPM OCYyLEeCTBJIeHUM QelepalibHOTO
TOCYHOAapCTBEHHOTO Hal3opa B cbepe obOpalleHMA JIEKAPCTBEHHBIX CPEenCcTB
(XpaHeHMe JIEKapPCTBEHHBIX NpenapaToB OJIS MEOMUMHCKOIO IIPMMEeHEHMSI
B alTeke TOTOBEX Qopwm)

(HaMMeHOBaHME OpTaHa, OCYHIECTBJSOIETO IJIAHOBYK MNPOBEPKY)

1. Bun rocymapCTBEHHOIT'O KOHTPOJA (Hazmsopa)
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2. [lpenmMeT [1IJIaHOBOM [IPOBEPKM KOPUIMYECKMX JIML U MWHOUBUAYAJIbHBIX

npennpruHuMaTesien OrpaHMUMBaeTCAa oOOA3aTeJIbHEIMU TpeOoBaHMAMM, COOJIOISHUE
KOTOPHIX ABJIA€TCHA HamboJiee 3HauMMBEIM C TOUKM 3PEeHMA HEeNONYLEeHMS BO3HMKHOBEHMA
YTPO3El [NPUUYMHEHMS Bpela XM3HM, 3I0POBbK TI'PaxlaH, M3JIOXKEHHEMM B (QopMe

IPOBEPOUYHOT'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIIPOCOB) .
3. HammMeHOBaHME OPUMAMYUECKOTO JMia, GaMuiausa, MMS, OTUECTBO (IpM HaJIMUUM)
VHIUBUOYAJIEHOTO NpelnprHMMaTEeNd

4. MecCcTO NPOBENEHMS IJIAHOBOM MIPOBEPKM C BANOJIHEHMEM I[IPOBEPOUYHOTO JIMCTA:

5. PexBUBUTEH IIprKasa O IIPpOoBeIEeHVN JIAHOBOM IIPOBEPKM: OT

N .
6. Y4YeTHBE HOMEP MNPOBEPKM M HaTa NPMCBOEHMS YYETHOI'O HOMepa IIPOBEPKU
B EnvHoMm peecTpe NPOBEPOK:
7. JOJIXHOCTE, bammma 1z VIHVLIMAJIEL OOJIXHOCTHOTI'O JamLa (Jmm1r) ,

OPOBOOAIWETO (MX) IIJIAHOBYK [NPOBEPKY :
1. ;
2. ;
8. IlepedueHb BOINPOCOB, OTpaXallMxX COIepXaHMe o00g3aTeJIbHEX TpeboBaHUM,
OTBET Ha KOTOPBE OHOHOBHAUYHO CBUIOETEJILCTBYET O COOJIOIOEHUM MM HeCOOJIOOEeHUU
OPUINYECKUM JIMLIOM, MHIOMBUIYAJIBHEIM [IpellpMHMMaTeJieM oD0g3aTeJIbHEIX TpeOoBaHUM,
COCTAaBJIAKUMX IIpelIMeT NPOBEPKN:

N Bonpocsl, oTpakaromue cofaep;xanue PexBu3uThI BriBOI 0
n/n 00s13aTeNIbHBIX TpeOOBaHUN HOPMaTUBHBIX BBITIOJTHCHUH
MIPAaBOBBIX AKTOB, C | TpeOOBaHMIA

yKa3aHHUEM HX
CTPYKTYPHBIX Aa HET
eIMHHMII, KOTOPBIMU
YCTaHOBJICHBI
o0s3aTenbHbIe
TpeOoBaHUS

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpameHnn JIeKapCTBEHHBIX
cpenctB" (CobOpanue 3akoHomarenscTBa Poccmiickoit deneparmmu, 2010, N 16, ct. 1815;
2016, N 27, cr. 4283) (mamee - 61-®@3); [lpaBwira Hammexameld MPAKTUKH XpaHEHUS H
MEPEBO3KHU JIEKAPCTBEHHBIX MpPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHUS, YTBEPKICHHBIC
npukazoM MuHucTepcTBa 3apaBooxpaHenus Poccuiickoit @enepanyu ot 31 aBrycra 2016 1.
N 646H (3apeructpupoBaH MuHHCTEpCTBOM OCTHIIMH Poccuiickoit Denepanuu 9 sHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - [IpaBuia Hajexanieil NpakTUKU XpaHEHUs);
[IpaBuna Hagnexaimeil  anTeYHONM  MPaKTUKUA  JIEKAPCTBEHHBIX  MpenapaTtoB Ui
MEUIMHCKOTO MPUMEHEHMS], YTBEPKICHHbIE IPUKa30M MMHHCTEpCTBA 3ApaBOOXPAHEHUS
Poccutickoit ®enepanuu ot 31 aBrycra 2016 r. N 647H (3apeructpupoBad MUHHUCTEPCTBOM
rocturinn Poccuiickoit @eneparuu 9 ssaBapst 2017 r., peructpauuronssii N 45113) (nanee -
[IpaBwmia Haanexaiiel anteyHoi npakTuku); [IpaBuna XxpaHeHHs JIEKapCTBEHHBIX CPEJICTB,
YTBEPKACHHBIE IpPHKa30M MUHHCTEPCTBA 3paBOOXPAHEHMSI M COLMAIBHOTO pa3BUTHUSA
Poccuiickoit denepannu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
foctuinn Poccuiickoit @enepannu 4 oktsiops 2010 r., peructpanmonusiidi N 18608) c
M3MEHEHHUSMHU, BHECEHHBIMHM MPUKA30M MMHHCTEPCTBA 3APaBOOXPAHEHUS M COLUAIBHOTO
pasButus Poccuiickoit @enepauuu ot 28 nexabps 2010 r. N 12211 (3apeructpupoBan
MunucrtepctBoM toctuninu Poccutickoit @enepanuu 4 ¢espanst 2011 r., peructpaioHHBINA
N 19703) (nanee - IlpaBuna XxpaHeHHs JEKAPCTBEHHBIX CPE/ICTB)
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Vmpasnenue kadectBoM (ctathsa 55 61-@3; rmasa II IlpaBunm Hamnexamied antedHon

MPAKTUKH)

YTBepkKACHBI U PYKOBOJIUTEIEM CyOBEKTa
oOparlieHus JIeKapCTBEHHBIX CPEICTB

nyHKT 4 [TpaBun
HaaexKallen

L CTaH/IapTHbIE ONEePaIlIOHHBIE TPOLIETYPBI anTeYyHOM MPaKTUKU
(mamee - COII)?
Nmeercs 111 B HATMYUU JOKYMEHTALUA nyHKT 5 I[IpaBun
CHUCTEMBI Ka4eCTBa Ha OYMaKHBIX H (HJTHN) HaJlJIexKaIen
AJIEKTPOHHBIX HOCUTEIIAX: anTEeYHOM NPaKTUKH
JKypHAJI pETUCTPALUU IIPUKA30B MOAIYHKT "H1"
(pacnopsikeHHil) 0 cyObeKTy po3HUYHOU | myHKTa 5 [IpaBuin
TOproBiu? HaJIexalen
anTEeYHOU NMPAKTUKU
KYpHaJI €KETHEBHOW pPErucTpanu MOAMYHKT "K"
[IapaMeTPOB TEMIIEPATYPHI U BIAXHOCTU B | IMyHKTa 5 [IpaBun
MOMEILEHUSIX JUIsl XpaHEHUs HaJuIexalen
JIEKapCTBEHHBIX IIPENapaToB? anTEeYHOM NPaKTUKH
JKypHAJI IEPUOIUYECKON PETUCTPALIUA MOAIYHKT "1"
TEMIIEPATYPbI BHYTPU XOJIOAWIBHOTO nmyHkra 5 [IpaBui
obopynoBanus? HaJIeXKaIen
anTEYHOM NPAKTUKH
KypHaJ yuera ornepaiuii, CBI3aHHbBIX C MOJMYHKT "M"
oOpallleHneM JIEKapCTBEHHBIX CPEJICTB, nmyHkTa 5 [TpaBuin
2 BKJIFOUEHHBIX B IIEPEYCHb JIEKAPCTBEHHBIX | HAJIEKAIEH

CPEJICTB, MOICKALTUX
MIPEAMETHO-KOJIMYECTBEHHOMY yUeTy (IpHu
Ham4uun)?

anTEeYHOU NPAKTUKU

JKypHaJl y4eTa JIEKapCTBEHHBIX IIPerapaToB
C OrpaHMYEHHBIM CPOKOM T'OJTHOCTHU?

MOAMYHKT "p"
nyHkta 5 [TpaBuin
HaJyIeKallen
anTeYyHOM MPaKTUKH

’KypHaJ ydeTa MOCTYIUIEHHs U Pacxoza
BaKIVH (IIpU HAJIU4YUN)?

MOJMYyHKT "X"
nyHkra 5 [IpaBun
HaIeXalen
anTeYHOU NPAKTUKU

KYpHaJI pETUCTPALIUU PE3YJIHTAaTOB
IIPUEMOYHOTO KOHTPOJIA?

noAnyHKT "¢"
nyHkra 5 [Ipasun
HaIexXaIen
anTEeYHOU NPAKTUKU

JKypHAJI PETUCTPALUU OIEPALIM,
CBSI3aHHBIX ¢ 000POTOM HAPKOTHYECKUX
CPEACTB, IICUXOTPOIHBIX BEILECTB U UX

MOANMYHKT "y"
nyHkTa 5 [TpaBui
HajIexKalen
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MIPEKYyPCOpOB (TP HATTUIUH)? anTEeYHOM MPAKTHKU

Cuctema obecriedeHns: KauecTBa XpaHEHUs U IEPEBO3KHU JIEKAPCTBEHHBIX NPENapaToB
(ctatebs 54 61-03; rnasa 11, myHkTs 3 - 6 [IpaBun HauIeKaIIEH TPAKTUKU XPAHCHUS )

Ha3naueHo a1 pyKOBOIUTENEM allTEYHON nyHKT 5 [IpaBun
3. OpraHu3alyHy JIMLO, OTBETCTBEHHOE 3a HaJUIeKallen
BHEJPEHUE U 00ecrieueHne CUCTEMbI KauecTBa? |MPAKTUKHU XpaHEHUs

Wndpactpykrypa. [lomenienust 1jst XpaHeHUs JI€KapCTBEHHBIX MIpenapaToB (cTaThs 58
61-®3, rnasa [V IlpaBun Hapexaell NpakTUKU XpaHeHus; [IpaBuia XxpaHeHus
JIEKapCTBEHHBIX CpeCTB; riaBa V [lpaBun Hamiexamiei anTeqHol MPaKTUKH )

Nwmetores nu Heobxonumele nometnenus (win) |myHkT 11 [Tpasun
30HBI, IPUHAUIEKALINE allTEYHON OpraHU3aliY | HaJleKalen
4 Ha IpaBe COOCTBEHHOCTH WUJIM HA HHOM MIPAKTUKU XpaHEHUS
' 3aKOHHOM OCHOBAHUH, HEOOXOAUMBIE IS
OCYIIECTBJICHUS JI€ATEIbHOCTHU 110 XPaHEHUIO
JIEKapCTBEHHBIX IIPENapaToB?
Nwmeetcs 1 0003HaYCHHASI 30HA WIN MyHKTHI 15, 16
5 OTJIEIbHOE TIOMEUICHHE TPUEMKHU [IpaBun
' JIEKapCTBEHHBIX IIpenapaToB? HaJlJIekKaIen
MIPAKTUKU XpaHEHUS
HNmeercs mu 0003HaUeHHAS 30HA WIH nyHKTHI 15, 16
6 OTJIeJIbHOE TIOMEUIEHUE XPaHEHUs [IpaBun
' JIEKapCTBEHHBIX NMPENapaToB, TPEOYIOUINX HaJIexaIen
CHEIMAJIbHBIX YCIOBUI? MIPAKTUKU XPAaHEHUS
Nmeercst u U1t XpaHEHUs BBISBIICHHBIX MyHKTHI 15, 16
(dhanpcuuIMpPOBaHHBIX, [TpaBun
HeJT0OpOKaYECTBEHHBIX, KOHTPa(aKTHBIX HaJjIexxaIen
JIEKapCTBEHHBIX MPENapaToB: MIPAKTUKU XpaHEHUS
0003HaueHHas 30Ha? myHKTHI 15, 16
7 IIpaBun
HaJIexaIen
MIPAKTUKU XPAaHEHUS
OTIENbHOE ITOMeEIEHUE? myHKTHI 15, 16
[IpaBun
HaIexaIen
MIPAKTUKU XpaHEHUs
Wwmeetcs 1 30Ha WK OTAENbHOE TIOMEIeHHe, |MyHKTH 15, 16
oOecneunBaroas TpeOyemble yCI0BHs [IpaBun
8. XpaHEHUs JIEKapCTBEHHBIX MPENapaToB AJis HaJuIexalen
KapaHTUHHOT'O PaHEHUS JIEKaPCTBEHHBIX MIPAKTUKU XPaHEHUS
IpenapaTos?
9. OcgelieHbl J1IM TOMEIEHUS U 30HBI, nyHKT 17 IIpaBun
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UCTIONIb3yEMBIE JUIS XpaHEHHS JIEKapCTBEHHBIX
IpenapaTos?

HaIexamen
IPAKTUKHA XPAHEHUS

OTtneneHbl aAMIUHUCTPATHBHO-OBITOBBIC

nyHKT 19 [IpaBun

10. |nomerieHus OT MOMEIIEHUH XpaHEHUS HaJIexalen
JIEKapCTBEHHBIX MIpenapaToB? MIPAKTUKU XpaHEHUS
Nwmeercs nu otnenbHast 30Ha (1IKadbl) s nyHKT 25 [IpaBui

11 | Xpanenus 000py10BaHUs, UHBEHTaps 1 HaJIexalen

" |MarepuanoB /sl yOOpKU (OYMCTKH), @ TAKXKe IIPAKTUKU XPAHEHUS
MOIOIIUX U J1€3UH(UIUPYIOIUX CPEACTB?
[IpoBonuTcs nu yoopka noMenieHui (30H) i | myHKT 25 [IpaBun

12. |XxpaHeHHs JIEKAPCTBEHHBIX MPETAPaTOB B HaJyIeKalen
cootBeTcTBUM ¢ COIloM? IIPAKTUKU XPAHEHUS
Nmeercs nu riajkas oTaenKka noMeneHuit i | nyHkt 25 [IpaBun
XpaHEeHUs JIEKapCTBEHHBIX IPErnapaToB HaJuIexalen
(BHYTpEHHHE IOBEPXHOCTHU CTEH, TIOTOJIKOB), IIPAKTUKU XPaHEHUS;

13. | momyckaromas BO3MOKHOCTb TIPOBEICHUS yHKT 6 [IpaBun
BJIKHOW YOOPKHU M HCKIIFOYAIOLIasi HAKOIUICHHUE | XpaHEHUS
nbun? JIEKapCTBEHHBIX

CPEICTB
Obecnieuena 1y 3amuTa MOMELIICHUN IS myHKT 26 IIpaBun
14, |XPaHeHHs JIEKapCTBEHHBIX NPENapaTos OT HaJIeXalen

MIPOHUKHOBEHHUS HACEKOMBIX, TPHI3yHOB WJIH
JPYTHUX )KUBOTHBIX?

MIPAKTUKU XPAHEHUS

WNundpactpykrypa. O6opynoBanue (rnaBa [V IlpaBun Hajuexamieil MpakTUKH XpaHEHUS;

[IpaBuiia XpaHeHUs JIEKApCTBEHHBIX CPEJICTB)

Nmeetcs nmu Heobxoanmoe 00opyaoBaHue (B
XOPOIIIEM COCTOSIHUH U YHUCTOE),

nyHKT 11 IIpaBun
HaIeXalien

15. |mpuHaanexaliee opraHu3alvy Ha IpaBe MIPAKTUKU XPAaHEHUS
COOCTBEHHOCTH MJIM HA UHOM 3aKOHHOM
OCHOBaHUU?
OcHallleHbl 11 TOMEUIEHUs ISl XpaHEHUS nmyHKT 7 [TpaBuin
16, |'1€KaPCTBEHHBIX CPE/ICTB npubopamu AJis XpaHeHus
perucTpanmy napameTpoB Bo3ayxa: JIEKapCTBEHHBIX
CPEICTB
TepMoOMeTpaMu’? nyHKT 7 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEeICTB
17. nyHKT 37 IIpaBun
HaIeXalen

IIPAKTUKU XPAHEHUS

rurpoMerpamu’?

nyHKT 7 IIpaBun
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XpaHCHUS
JIEKapCTBEHHBIX
CpEenCTB

nyHKT 37 IIpaBun
HaIexalen
MPAKTUKU XPAHECHUS

AIIEKTPOHHBIMU TUTPOMETpaMu?

nyHKT 7 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

nyHKT 37 IIpaBun
HaIexaluen
MIPAKTUKU XPAHEHUS

TEPMOTUTPOMETpamMu?

nyHKT 37 [IpaBui
HaJUIeXXalen
MPAKTUKU XPAHEHUS

Pa3M€HIaI-OTC$I JIX U3MECPUTCIIBHBIC YaCTU

yHKT 7 [IpaBun

puOOPOB AJIsL PETUCTPALIUU TTApaMETPOB XpaHeHus
18. |BO3ayxa Ha pacCTOSIHUM HE MEHEe 3 M OT JIEKapCTBEHHBIX
JIBEPEii, OKOH U OTOMUTENbHBIX TPUOOPOB M HA | CPEACTB
BeicoTe 1,5 - 1,7 M ot mona?
Peructpupytorcs nu nokazanus npudopoB aiisg | myHKT 7 [IpaBun
pEerucTpanyy napamMeTpoB BO3AyXa €KETHEBHO | XpaHEHHS
B CIICIIMAJIBHOM XypHaJie (KapTe) PErucTpalvy | JIEKapCTBEHHBIX
19. |Ha OyMa)KHOM HOCHUTEIE WIH B HJIEKTPOHHOM CpEelCTB
BHJIC C apXuBaIuei (I dJIeKTPOHHBIX
TUTPOMETPOB), KOTOPBIN BeACTCS
OTBETCTBEHHBIM JIUIIOM?
CepTtuduuupoBaHnsbl, KaTuOpOBaHbI U yHKT 7 [IpaBun
00 |TOABEPraloTCs JH MOBEPKE KOHTPOIMPYIOLIHE | XPAHEHHs
" | mpuOOpBHI AJIsl pETUCTPALIUU TapaMEeTPOB JIEKapCTBEHHBIX
BO3/IyXa? CpenCTB
Wmeetcst i XOJI0MIIBHOE 000pYIOBAaHUE:! myHKTHI 21, 36, 37
[IpaBun
HaJIeKaIeH
MPAKTUKU XPaHECHUS
XOJIOIMJIbHBIE KaMePbl WIIH CIICIIHATBHO nyHKTHI 21, 36, 37
21. 000py0BaHHOE OMeNIeHne? [IpaBun
HaIeXalen

IIPAKTUKU XPAHEHUS

(bapManeBTHYECKIE XOJIOAMIbHBIE IIKA(bI
WIN XOJIOAWIBHUK JUI XpaHEHUs
TEPMOJIaOUIIbHBIX JIEKAPCTBEHHBIX CPECTB?

myHKTHI 21, 36, 37
[IpaBun
HajIexxalen
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MIPAKTUKU XpaHEHUS

HmeroTcs i cucTeMbl KOHAWITMOHUPOBAHHS B
MIOMEIICHUSAX XPaHEHHS JIEKapCTBEHHBIX
IpenapaTos?

nyHKTHI 21, 36, 37
[IpaBun
HaJIJIeKaIen
MPaKTUKU XPAaHEHUS,

22, nyHKT 4 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB
HNmMmeroTest 1y cucTEMBI BEHTWISILIUA B myHKTHI 21, 36, 37
IIOMEILEHUAX XPAHEHUS JIEKAPCTBEHHBIX [IpaBun
npenaparoB? HaJJIeKaIen
23 IIPAKTUKU XPAaHEHUS;
yHKT 4 IIpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB
NmeroTcst au mikadpl METAUIMYECKUE WIN nyHKT 31 IIpaBun
o4 |ACDEBSHHBIC /ISl XDAHCHHUS JICKAPCTBEHHBIX HaJuIexalen
IIPENnapaToB, MOAJIEKAIUX IIPAKTUKU XPAHEHUS
MPEIMETHO-KOJIMYECTBEHHOMY yueTy?
Nwmeetcs nu muioMOup Ui orieyaThIBaHUS B nyHKT 31 [IpaBuin
KOHIIe paboyero JHs mKadoB METAUITMYECKUX | HAaJIeXKaIeH
o5 | MU JICPEBAHHBIX (v moMeneHui) i MPAKTUKU XpaHEHUS
XpaHEHUs JIEKapCTBEHHBIX IPENaparos,
MO/JIEXKAIUX MTPEIMETHO-KOJIUYECTBEHHOMY
yuaery?
NMerorcs 11 B IOMEIIEHUAX IS XpaHEHUS myHKT 29 IIpaBun
JIEKapCTBEHHBIX MPENapaToB: HaJyIexXalen
IIPAKTUKU XPAHEHUS;
nyHKT 31 [IpaBuin
HajIexallen
MIPAKTUKU XPaHEHUS;
nyHKT 5 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
26. CpesncTB

cTeIIaXu?

nyHKT 29 [IpaBun
HaJyIeKallen
MPaKTUKU XPAHEHNUS;
nyHKT 31 IIpaBun
HaJUIeXKaIen
MIPaKTUKU XPAaHEHUS,
nyHKT 5 [IpaBun
XpaHEeHUs
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JIeKapCTBEHHBIX
CpencTB

mkagbr? yHKT 29 [IpaBuin
HaJUJIeXKallen
MPaKTUKU XPAaHEHUS,
nyHKT 31 [IpaBun
HaJyIeKalen
MPaKTUKU XPAHEHUS,
nyHKT 5 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

MO IOHBI? nyHKT 29 [IpaBun
HaJIeKaIen
MPaKTUKU XPAHEHUS,
nyHKT 31 [IpaBui
HaJIJIeKaIen
MPaKTUKU XPAHEHUS,
nyHKT 5 I[IpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CpPEICTB

MOJATOBAPHUKHN? nyHKT 29 [IpaBun
HaJUJIeXKallen
MPaKTUKU XPAHEHUS,
nyHKT 31 IIpaBun
HaJyIexXalen
MPaKTUKU XPAHEHNUS,
yHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

HmeroTcs M 3amacHble MOBEpEeHHbIE cpecTBa | MyHKTH 39, 40
M3MEpEeHUs B Cllydyae peMOHTa, TexHuueckoro | IIpaBuin
00CITy’)KUBaHUs, TOBEPKU 00OPYIOBAHUS U HaJuIexalen
CPEACTB U3MEPEHUs? MIPAKTUKU XpaHEHMUS,
nyHKT 7 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeAcTB

27.

[Ipomiecchl  AeATENBHOCTH CyObEKTa PO3HHYHOHM TOPTOBIM TOBAapaMH  alTEYHOTO
accoptuMeHTa. JlelcTBHs cyObekTa oOpalieHns JeKapCTBEHHBIX MPErapaToB MO XpaHEHHIO.
JIOKyMEHTHI TI0 XpaHEHHIO JICKAPCTBEHHBIX TpenapatoB. OreHka aesTeIbHOCTH (CTaThs 58,
nyHKT 3 ctatbu 9 61-®@3; rnasa V, VI IlpaBun Hajexamieil npakTuku xpaHenus; [Ipasuna
XpaHeHHs JiekapcTBeHHBIX cpeactB; riaBa VI u VI IlpaBun Haamexarieit antedHoin
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MIPAKTHUKH )

28.

COOTBCTCTBYIOT JIX CBCACHUS pC3yJIbTATOB
IMPUEMOYHOTO KOHTPOJIA CBCACHUAM B
TOBaPOCOHpOBOHHTCHLHOﬁ AOKYMCHTAaIUU:

nyHKT 46 [IpaBun
HajIexxalen
IIPAKTUKU XPAaHEHUS;
yHKT 40 [IpaBui
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

10 aCCOPTUMCHTY U KOJ'II/I‘IGCTBY?

myHKT 46 [IpaBun
HaJIeKaIen
IIPAKTUKU XPAaHEHUS;
yHKT 40 [IpaBui
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

10 KayecTBy?

nyHKT 46 [IpaBuin
HaJIexaIen
IIPAKTUKU XPaHEHUS;
yHKT 40 [IpaBui
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

10 COOJTIOJICHUIO CTIIUATIbHBIX YCIOBUIA
XpaHeHus (Ipy HAIUYUHU TaKOTro
TpeOOBaHUS B HOPMAaTUBHOM JIOKyMEHTAIUU
Ha JIEKapCTBEHHBIN mpemnapat)?

nyHKT 46 [IpaBuin
HaIexamen
IIPAKTUKU XPAHEHUS;
yHKT 40 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

10 HAJIMYHUIO MIOBPEKIAECHUN TPAHCIIOPTHOMN
Tapsel?

nyHKT 46 [IpaBuin
HaIexamen
IIPAKTUKU XPAaHEHUS;
yHKT 40 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

29.

Co3znana nu nprueMHasi KOMUCCHS ISt
MIPOBEJICHUS TIPUEMOYHOTO KOHTPOJIS,
YTBEPXKACHHAS IPUKA30M PYyKOBOAUTEIIS
cyOBbeKTa pO3HUYHOUN TOProBIn?

yHKT 49 IIpaBun
HaIeXalen
anTeYHOU NPAKTUKU
XpaHeHus

30.

OdopmItsatoTCs T ¢ MPOCTABICHUEM IITaMIIa O
MIPUEMKE, TTOANNUCHIO
MaTepHalIbHO-OTBETCTBEHHOIO JIMIIA,
3aBEPEHHOM MMevaThio (MPH HATMYUH) CyObeKTa

nyHKT 46 [IpaBuin
HajIexxalen
anTeYHON NMPaKTUKU
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PO3HUYHOM TOPTOBIIH:

cuera-GhakTypbl?

nyHKT 46 [IpaBun
HajIexxalen
anTEeYHOM NPaKTUKH

TOBAPHO-TPAHCIIOPTHLIC HaKJ'IaI[HLIe?

nyHKT 46 [IpaBuin
HaIeKaIen
anTEeYHOM MPaKTUKH

peecTp JOKYMEHTOB I10 Ka4eCTBY?

nyHKT 46 [IpaBuin
HaIeXaIen
anTEeYHOM NPaKTUKH

HpOXOZ[HT JIX TOBAPbI alITCYHOI'O aCCOPTHUMCHTA

nyHKT 50 [IpaBun

31. |10 mojavm B TOPTOBYIO 30HY MPEANPONAKHYIO | HAJICKAIICH
IIOATOTOBKY? anTEeYHOU MPAKTUKU
NneHTudunupyroTcs Jn XpaHsIrecs myHKT 29 IIpaBun
JIEKapCTBEHHbIE CPEJICTBA B COOTBETCTBUHU C HaJuIexalen

30 pUMEHSEMOH CyObeKTOM 00paIeHHs IIPAKTUKU XPAaHEHUS;
JICKapCTBEHHBIX MpenaparoB cucteMoi yuera? |myHKT 49 [IpaBun

HaJyIeKallen
MIPAKTUKU XpaHEHUS
OcyiecTBisieTcs 1 XpaHEeHUE JIeKapCTBEHHBIX | MyHKT 47 [IpaBun
MPEerapaToB ¢ y4ETOM TpeOOBaHMA: HaJyIeKallen
MIPAKTUKU XPaHEHUS;
yHKT 40 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeICTB
HOPMATUBHOM JOKYMEHTAIUH, nyHKT 47 [IpaBun
COCTaBJIAIOLIEH PErUCTPALIMOHHOE JIOChE HA | HAJICKAILIEH
JIeKapCTBEHHBIN Mpemnapar? MIPAKTUKU XPaHEHUS;
yHKT 40 IIpaBun

33 XpaHeHus

JIEKapCTBEHHBIX
CpeICTB

HUHCTPYKIMHU 110 MEAUIIUHCKOMY
IIPUMEHEHUIO?

nyHKT 47 [IpaBun
HaJyIeKallen
MIPAKTUKU XPaHEHUS;
yHKT 40 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEeaCTB

uH(pOpMaInH, coAepKaIIelcs Ha
MePBUYHON ¥ (MJTM) BTOPUYHOM YIIaKOBKE

nyHKT 47 IIpaBun
HaIeXalen
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JICKApCTBEHHOTO Tperapara u

MIPAKTUKU XPaHEHUS;

34.

TpPaHCIOPTHOM Tape? yHKT 40 IIpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CpeAcTB
Pa3smemarores 1 1ekapcTBEHHbIE Ipenapartsl B | MyHKT 49 [Tpasui
MOMEILEHUAX U (WIN) 30HaX JJIs XpaHEHUS HaJyIeKalen

JIEKAPCTBEHHBIX IIPENAPATOB B COOTBETCTBUH C
TpeOOBaHUSMHI HOPMATHBHOM TOKYMEHTALIUU U

IIPAKTUKU XPAaHEHUS;
myHKT 8 [TpaBui

(wm) TpeOOBaHMAMU, YKa3aHHBIMU Ha XpaHCHUS

YIIaKOBKE JIEKApPCTBEHHOTO IIperapara, ¢ JIEKapCTBEHHBIX

Y4ETOM: CpeiAcTB
(U3UKO-XMMHYECKUX CBOWCTB nyHKT 49 [IpaBun
JICKapCTBCHHBIX MTPETapaToB? Ha/IIeKaIen

IIPAaKTUKU XPaHEHUS,
nyHKT 8 IIpaBun
XpaHEeHUs
JIEKApCTBEHHBIX
CPEICTB

(bapMakoJIIOrn4ecKux rpymm?

nyHKT 49 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS;
nyHKT 8 IIpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

criocoba BBeIEHUS JIEKApCTBEHHBIX
MpenapaToB?

nyHKT 49 IIpaBun
HaIexaIen
MIPAKTUKU XPAHEHUS;
yHKT 8 IIpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

35.

XpaHsTCs 1 CBETOYYBCTBUTEIbHBIC
J'IeKapCTBeHHBIC HpenapaTLI B 3allIMIIICHHOM OT
cBeTa Mecrte?

nyHKT 52 [IpaBun
HaIexamen
IIPAKTUKU XPAHEHUS;
MyHKTHI 24 - 26
[IpaBun xpaneHus
JIEKapCTBEHHBIX
CPEICTB

36.

XpaHfITCH JIN BHaFO‘-IYBCTBI/ITeJ'[I)HBIe
JICKaApCTBEHHBIC CPEJICTBA B 3alIUIIECHHOM OT
BJIaTU MeCTe?

myHKTHI 21, 47
[IpaBun
HajIexxalen
IIPAKTUKU XpaHEHHUS;
MYHKTHI 27 - 29
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[IpaBun xpanenus
JICKApCTBCHHBIX
CpEICTB

Ha3znaueHno nu nmpukazoM pyKOBOJIMTEIIS
cyOBbeKTa pO3HUYHOMN TOPTOBIIA OTBETCTBEHHOE

nyHKT 66 [IpaBui
HaIexKaIen

37. |nuuo 3a paboty ¢ danbcuGuIUpOBaHHBIMH, anTEeYHOM NPaKTUKH
N00pOKaueCTBEHHBIMU, KOHTPa(aKTHBIMU
TOBapaMHM alTeYHOr0 aCCOPTUMEHTA?
N3omupoBaHsl 11 CrIeUaIbHO nyHKT 55 [IpaBui
3g |MPOMApKHPOBAHHBIC JIEKAPCTBEHHBIC HaJuIexaIen
IIpenapaTsl, IpeJHa3HAYCHHbIE [ IIPAKTUKU XPAaHEHUS
YHUUTOXKEHUA?
N3omupoBans! nu: yHKT 30 [IpaBui
HaJUIeKallen
MIPAKTUKU XpaHEHUS
JIEKapCTBEHHBIE ITpenaparsl, B OTHOWEHNH | ITyHKT 30 [IpaBui
KOTOPBIX IPUHATO PELICHUE O HaJIexalen
IIPUOCTAHOBJIEHUU PUMEHEHUs? MIPAKTUKU XpaHEHUS
39.
JIEKapCTBEHHBIE Mpenaparsl, B oTHomeHuu | myHKT 30 [IpaBun
KOTOPBIX IPUHSATO PEUICHHE 00 U3bATUH U3 | HA/JIeKaIIen
oOpamieHus? IIPAKTUKU XPaHEHUS
(banscuuIMpoOBaHHEIE, nyHKT 30 [IpaBun
He100pOKaueCTBEHHBIC M KOHTpadakTHRIE | Ha/JIeKamien
JIEKapCTBEHHBIE Mpenaparhl? IIPAKTUKU XPAHEHUS
Nmerotcst 1 JOKYMEHTBI, OITUCHIBAIOIINE yHKTHI 41 - 43
JICHCTBYSI, BBRITIONHSEMBIE CyOBEKTOM [TpaBun
oOpallleHHUs JIEKapCTBEHHBIX MPENnaparTos, HaJuIeXalen
HaIpaBJICHHbIE HA COOMIOICHNE TPEOOBaHUM, | IPAKTUKHU XpaHEHUs
ycTaHOBJIEHHBbIX [IpaBunamu Hauiexamen
MIPAKTUKU XPAaHEHUS:
UHCTPYKUINN? MYHKTHI 41 - 43
[IpaBun
HaJIeXaIen
40.

INPAaKTUKHU XPAHCHUA

CTaHJapTHBIE ONEPALIIOHHBIE MTPOLIEAY P
(COITr1)?

MyHKTHI 41 - 43
[IpaBun
HaIexalien
MIPAKTUKU XPAHEHHUS

OTYETHI (CBOJIHBIC KYpPHAJIbI)?

MyHKTHI 41 - 43
[IpaBun
HaIeXalen
IIPAKTUKU XPAHEHUS
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JIOTOBOPBI?

MyHKTHI 41 - 43
[IpaBun
HaIeXalen
IIPAKTUKU XPAHEHUS

BGI[GTCﬂ JIKX YYCT JICKAPCTBCHHBIX CPEACTB C

nyHKT 11 IIpaBun

41, |OTPaHMYEHHBIM CPOKOM IOJHOCTH Ha XpaHEeHUs
" | OyMa)KHOM HOCHUTEJIE WIH B AJIEKTPOHHOM BUJIE |JIEKAPCTBEHHBIX
C apXuBalueun? CpPENCTB
VYcraHoBieH 1M pyKoBoAUTENIeM opranu3anuu  |nyHKT 11 [IpaBun
4o |TIOPATIOK BEJICHHUS YUeTa JIEKAPCTBEHHBIX XpaHeHUS
" |CpeacTB ¢ OTPaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CpEICTB
Nwmeercs nu pa3paboTaHHBIN U yTBEpKACHHBIN |myHKT 24 [TpaBuin
KOMILJIEKC Mep, HallpaBJICHHBIN HA HaJIexalen
MHUHMMH3ALNAI0 PUCKA KOHTAMUHAIIUH MPAKTUKU XPAHECHUS
JIEKaApCTBEHHBIX MPEMAPaTOB, C YUETOM
YCJIOBUI COOIOICHUS 3aLUThI OT (PAaKTOPOB
BHEIIHEH cpebl ¢ 0hopMIIeHUEM:
IIPUKa30B? yHKT 24 IIpaBun
43, HaIeKaIen
MIPAKTUKU XPaHEHUS
COIloB? yHKT 24 IIpaBun
HaIeXalen
MPAKTUKU XPaHEHUS
UHCTPYKIUNA? nyHKT 24 [IpaBun
HaIeXalen
MPAKTUKU XPaHEHUS
PeructpupyroTcs nmu pe3yapTarhl nyHKT 21 [IpaBun
TEMIIEPATyPHOTO KapTHUPOBAHUS U BIAXKHOCTH B | HAITIEKAIIEi
CHEeIUaIBLHOM XKypHase (KapTe) peTUCTpallui | PAKTHUKU XPAHCHHUS;
Ha OyMa)KHOM HOCHUTENE U (UTH) B nyHKT 23 [IpaBun
44, |P7ICKTPOHHOM BH/IE EXKETHEBHO, B TOM UHCIE B HaJjIeXalen
BBIXOJIHBIE U MPA3THUYHbIE THU? MIPAKTUKU XPaHEHUS;
nyHKT 7 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeICTB
XpaHsTcs U )KypHaibl (KapThl) peructpanuu | TyHKT 21 [TpaBun
TEMIIEPAaTypPHOTO KapTUPOBAHUS B TCUCHHE HaJjIeXalen
45 |MBYX net? MIPAKTUKU XPaHEHUS;

nyHKT 23 [IpaBui
HaJUIeXKaIen
MPAaKTUKHU XPAHECHUS,
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nyHKT 7 [IpaBun

XpaHEeHHUs.

JIeKapCTBEHHBIX

CpPEICTB
Cobmro1aeTcst i 3alpeT Ha COBMECTHOE yHKT 34 IIpaBun
XpaHEHHE B OJJHOM TEXHUYECKH YKPEIJICHHOM | HaJUIexKalen

[TOMEILIEHUH JIEKAPCTBEHHBIX IPENapaToB,
IIPElyCMOTPEHHBIX ITyHKTOM 32 IIpaBuin

IIPAKTUKU XPAHEHUS

46. .
HaJUIeXkKalleld IPaKTUKU XpaHEHMs], U
JIEKapCTBEHHBIX NIPENApaToB, COAEPIKALINX
CHWJIBHOIEUCTBYIOILIUE UJIU SIIOBUTHIE
BelecTna?
CoO:roaeTcst M 3ampeT Ha XpaHeHHe nyHKT 51 IIpaBun
OTHEOIACHBIX U B3PhIBOOMACHBIX HaJuIexaIen
JIEKapCTBEHHBIX NIPENApaTOB BAAIH OT: IIPAKTUKU XPAHEHUS
orus? nyHKT 51 IIpaBun
HaJIexaIen
IIPAKTUKU XPAHEHUS
47.
OTOMMTENIBHBIX TPUOOPOB? nyHKT 51 IIpaBun
HaIeKaIen
IIPAKTUKU XPAaHEHUS
BO3/JICHCTBUS NPSAMBIX COJIHEUHBIX JTyuer? | myHKT 51 [IpaBun
HaIeXalen
MIPAKTUKU XPAaHEHUS
CobmroiaeTcst Iu 3alpeT Ha XpaHEHHE B yHKT 20 IIpaBun
ITOMEILEHUAX XPAHEHHUS JIEKaPCTBEHHBIX HaJuIeXalen
IIpenapaToB: MIPAKTUKU XPaHEHUS
MUIIEBBIX POYKTOB? myHKT 20 IIpaBun
HaIeXalen
MIPAKTUKU XPAaHEHUS
Ta0auyHbIX U3JIETHI? myHKT 20 IIpaBun
48. HaJUIeKalen

MIPAKTUKU XPAHEHUS

HAITUTKOB (32 HCKITFOUEHUEM TTUThEBON
BOJIbI)?

yHKT 20 [IpaBui
HajIexalien
MPAKTUKU XPAHEHUS

JIEKapCTBEHHBIX MPENapaToB,
NpeJHa3HAYSHHBIX JJIS TIMYHOTO
MCIOJIb30BaHUsl pa0OTHUKAMU?

yHKT 20 [IpaBui
HajIexKalen
IIPAKTUKU XPAHEHUS

(moymxHOCTE M OMO IOOJIXKHOCTHOTO JMila,

3aroJIHMBUWET' O
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IPOBEPOYHHM JIMCT, [NOONMCHL, IaTa)

(moymxHOCTE M OMO HOJIXKHOCTHOT'O JIMLla OPUIAMYECKOIT'O JiMla, NIPMCYTCTBOBABIIEIO
IpY BaloJIHEHUM IPOBEPOYHOT'O JIMCTa, NOANMCH, IaTa)

[Tpunoxenue N 4
K nipukasy denepanbHoi CIIyKObI

10 HAJ30py B cepe 3paBoOXpaHEHUS
o1 09.11.2017 N 9438

dopma

[IpOBEPOUHEIM JIUCT
(CIMCOK KOHTPOJIBHEIX BOIPOCOB), MCIOJb3yeMbl denepalibHOM CJIIyXOou
IO Ham30py B chepe 3IpaBOOXPAHEHMS M €€ TEePPUTOPUAJILHEIMU OPTaHaMMU
IpM MNPOBENEeHUM I[JIaHOBHX MIPOBEPOK MIPM OCYUWECTBJIEHUM belepajibHOTO
TOCYHOAapCTBEHHOTO Han3opa B cbepe obOpalleHMA JIEKAPCTBEHHBIX CPenCcTB
(XpaHeHMVe JIEKaPCTBEHHEIX [NPENapaToB IJid MEeOMLMHCKOIT'O [IPMMEHEHMUS
B anTeuyHOM MIYHKTE)

(HaMMeHOBAaHME OpTaHa, OCYUECTBJIAKIETO IIJIAHOBYK NPOBEPKY)

1. Bun TOCYyIZapCTBEHHOT'O KOHTPOJIA (Han3opa)

2. [IpenmeT [IJIAHOBOM NPOBEPKM OPUAMUYECKUX JIML UM MHIMBUIYAJIbHEIX
NpeInnprHMMaTesen OrpaHMYMBaeTCsa OOA3aTeNbHEMM TpeDOBaHMAMM, COOJIOISHUE
KOTOPHIX fABJSeTCHd HauboJiee BHaUMMBIM C TOUKM 3PEeHMS HEeOONYUEeHMS BO3HMKHOBEHMS
YTPO3bl NPUUMHEHMSA Bpela XM3HM, 3I0POBbBI IpaxiaH, M3JIOXEHHEMM B Qopme
IPOBEPOUYHOT'O JIMCTA (CHIMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUAOAMUECKOTO JMUa, OGaMuius, MMS, OTUECTBO (IpU HaJIMUUM)
VHOVBUOYAJIBbHOTO NpennprHUMaTeIq

4. MecCcTO NpPOBEIEHMs IJIAHOBOM MNPOBEPKM C BalOJIHEHMEM [IPOBEPOUYHOTO JIMCTA:

5. PexBM3UTHE IpMKasza O NPOBEIEHMUM IIJIAHOBOM MNPOBEPKM: OT

N .
6. VYUeTHB HOMEpP [NPOBEPKM U HaTa IIPMCBOEHUS yUEeTHOI'O HOMepa I[IPOBEPKU B
EovHOM peecTpe MNPOBEPOK:
7. JOJIXHOCTH, bammnms u MHULIMAJIBE OOJIXHOCTHOT'O Jnia (J11a11) ,
NPOBOOAWETO (MX) IJAHOBYK NPOBEPKY :
1. ;
2. ;
8. IlepeueHb BOINPOCOB, OTpaxallMx CcoIepxaHMe o0g3aTeJIbHEX TpeboBaHUM,

OTBET Ha KOTOPHE ONHO3HAYHO CBUIETEJLCTBYET O COOJIONEHUM UJIM HeCOOJIoLeHMU
OPUINYECKUM JIMLIOM, MHIMBUIYAJILHEM IPEINPpUMHMMATEJIEM OOS3aTeJIbHEX TpeOOoOBaHMI,
COCTaBJIANIMX [IPEIMET MNPOBEPKM:

N Bomnpocsl, oTpaxkaromue cofep;xaHue PexBu3uTHI BrBOI O
n/n 00s13aTeNbHBIX TPeOOBaHUN HOpPMaTUBHBIX BBITIOJTHEHUH
IIPaBOBBIX aKTOB, C | TpeOOBaHUM




YKa3aHHEM UX na HET
CTPYKTYPHBIX
¢IMHHUII, KOTOPBIMU
YCTaHOBJICHBI
00s13aTeNbHEIE
TpeOOBaHUs

®enepanbhblii 3akoH oT 12 ampens 2010 r. N 61-®@3 "O6 obparieHun JieKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomarensctBa Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815;
2016, N 27, cr. 4283) (manmee - 61-D3); [IpaBuwna Haanmexameld MPAKTUKH XPaHEHUS H
MEPEBO3KHU JIEKAPCTBEHHBIX IPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHUS, YTBEP>KICHHbBIC
npukazoM MuHuctepcTBa 31paBooxpaHenus Poccuiickoit @enepanuu ot 31 aBrycra 2016 1.
N 646H (3apeructpupoBaH MuHHCTEpCTBOM OCTHIIMH Poccuiickoit denepanuu 9 sHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - [IpaBuia Hajuexaliei NpakTUKU XpaHEHUs);
[IpaBuna Hagnexameil  anTeyHOM  MPaKTUKUA  JIEKAPCTBEHHBIX  IpenapaTtoB Ui
MEJIMIIMHCKOTO MPUMEHEHUS, YTBEPKJCHHbIE MPUKAa30M MHHHUCTEPCTBA 3ApaBOOXPAHEHUS
Poccutickoit ®enepanuu ot 31 aBrycra 2016 r. N 6471 (3apeructpupoBad MUHHUCTEPCTBOM
toctuin Poccuiickoit @eneparuu 9 ssaBaps 2017 r., peructpaunronnsii N 45113) (nanee -
[IpaBuia Haanexaield anteyHoi npakTuku); [IpaBuna xpaHeHHs IEKapCTBEHHBIX CPEJICTB,
YTBEP)KICHHbIE TPUKa30M MMHHCTEpPCTBA 3pPABOOXPAHEHUS U COLUAIBHOIO Pa3BUTHS
Poccutickoit ®enepanuu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
toctuiuu Poccwmiickoit @enepanuu 4 oktsOps 2010 r., perucrpanmonusii N 18608) ¢
M3MEHEHHUSMHU, BHECEHHBIMHM MPUKA30M MMHHCTEPCTBA 3APAaBOOXPAHEHUS M COLUAIBHOIO
pasButus Poccuiickoit @enepauuu ot 28 nexabps 2010 r. N 1221 (3apeructpupoBan
MunucrepctBoM toctuninu Poccutickoit @enepanuu 4 ¢espans 2011 r., peructparioHHBINA
N 19703) (nanee - [IpaBuna xpaHeHust JIEKApCTBEHHBIX CPEJICTB)

VYupapienne kadectBoM (ctatbs 55 61-D3; rmaBa I TlpaBunm Hamnmexkamed anteyHOM
MIPAKTHUKH )

Y TBepKIeHbI I PyKOBOJHUTENIEM CyOhEeKTa myHKT 4 [TpaBun
1 oOpallieHus JIeKapCTBEHHBIX CPECTB HaJyIexXalen
CTaH/IapTHBIE ONIEpPALlMOHHBIE TPOLIEAYPBI anTEeYHOM NMPaKTUKH
(mamee - COIT)?
Nmeetcsa mu nokyMeHTanus CUCTEMBI kKauecTBa |MyHKT S [IpaBun
Ha OyMaXKHBIX U (MJIH) JIEKTPOHHBIX HaJuIexalen
HOCHTEJISX: anTEeYHOU NMPAKTUKU
YKypHaJ pETUCTPALIUU IIPUKA30B MOAMYHKT "n"
(pacniopsbkeHMit) 10 CyOBeKTy pO3HUYHON | myHKTa 5 [IpaBun
TOPTOBJIH? HaIexaIen
2 anTEeYHOM NMPaKTUKH
JKypHAJI €KEIHEBHON pEerucTpanun MOAMYHKT "K"
[IapaMeTpoOB TEMIIEPATYPBI U BIAKHOCTA B | IIyHKTa 5 IpaBun
MTOMEUICHUAX JUISl XPAHECHHUS HaJyIeKaIen
JIEKapCTBEHHBIX MTPENapaToB? anTEeYHOM NPAKTUKH
JKypHaJI IEPUOIUYECKON PEruCcTpaluu NOAMYyHKT "1"
TEMIIEPaTypbl BHYTPH XOJIOJUIBHOTO nyHkrta 5 [IpaBun
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obopynoBanusi?

HaIexamen
anTEeYHOU NPAKTUKU

KypHaJl yueTa OTepalnii, CBI3aHHbBIX C
oOpalleHreM JIeKapCTBEHHBIX CPEJICTB,
BKJIFOYCHHBIX B MIEPEUYCHB JICKAPCTBEHHBIX
CPEACTB, MOJJIEKAIINUX
MIPEAMETHO-KOJIMYECTBEHHOMY yUeTy (IpHu
HaJIu4uu)?

MOAMYHKT "M"
nyHkTa 5 [IpaBun
HaJIeKaIen
anTeYHOM MPaKTUKH

JKYpHaJI y4eTa JIEKapCTBEHHBIX [IPENapaToB
C OrpaHUYEHHBIM CPOKOM T'OJAHOCTH?

MNOAMYHKT "p" MMyHKT
5 [IpaBun
HaaexKallen
anTEeYHOU NMPAKTUKU

KypHaJI ydeTa MOCTYIUICHUS B pacxoaa
BaKIIMH (IIPU HATHYUH)?

MOAMYHKT "X" ITyHKT
5 [IpaBun
HaIeKaIen
anTEeYHOM MPaKTUKH

JKYpHaJl perucTpaluy pe3yJbTaToB
IIPUEMOYHOTO KOHTPOJIsA?

noAmyHKT "¢"
nyHkra 5 [TpaBun
HaaexKallen
anTEeYHOU NMPAKTUKU

’KypHaJ perucTpaiuy onepanui,
CBSI3aHHBIX ¢ 000POTOM HapKOTUYECKUX
CPEJCTB, ICUXOTPOIHBIX BELIECTB U UX
IIPEKYpPCOPOB (MpH HATUUHUH)?

MOJMYHKT "y"
nyHkra 5 [IpaBun
HaIeXalen
anTeYHOU NPAKTUKU

Cucrema oOecrieueHHs] KayecTBa XpaHEHUS M TIEPEBO3KH JICKAPCTBEHHBIX IPENapaToB
(cratest 54 61-®3; rnasa 11, myrkTs 3 - 6 [IpaBwn HauIeKaIeil MPAKTHKH XPAHCHHS)

Hasnaueno m PYKOBOOUTCIIEM anTeuyHON
opraHu3anuvu JMIo, OTBETCTBCHHOC 3a
BHCAPCHUC U obecreueHre CUCTEMBI KauecTBa?

nyHKT 5 [TpaBun
HaJIJIeKaIen
MIPAKTUKU XpaHEHUS

WNudpactpykrypa. IloMemenus s XpaHEHHs JIEKapCTBEHHBIX IpenaparoB (cTaTbs 58
61-®3, rmaBa IV [IlpaBun Haanexamieid NpakTHUKH XpaHeHus; [IpaBuia XpaHeHHS
JIeKapCTBEHHBIX CPeCTB; ri1aBa V [IpaBui Hauiexaneil anteuHol NpakTUKN)

Nmetrorcs 11 He0OX0IMMBIE TTOMEIISHUs (WK
30HBI, TPUHA]IICIKAIIIE aATSIYHON OpTaHU3aAIH
Ha TIpaBe COOCTBEHHOCTH UM Ha HHOM
3aKOHHOM OCHOBaHHH, HEOOXOIUMBIC JIS
OCYIIECTBIICHUS ICATEILHOCTH IO XPaHEHUIO
JICKapCTBEHHBIX MPETapaToB?

nyHKT 11 IIpaBun
HaIexaIen
IIPAKTUKU XPAHEHUS

Nmeetcs nu 0003HaUeHHAs 30HA WIIN
OTJIeJIbHOE TIOMEILIEHUE TPUEMKH
JIEKapCTBEHHBIX MPenapaToB?

MyHKTHI 15, 16
[IpaBun
HaIeXalen
IIPAKTUKU XPAHEHUS
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Hmeetcsa mu 0003HaYeHHAs 30HA WU

nyHKTHI 15, 16

6 OTJIEJIbHOE TIOMEUIEHUE XPaHEHUs [TpaBun
' JIEKApCTBEHHBIX MPEMapaToB, TPEOYIOMUX HaJJIe)KaIen
CIEIMAJIBHBIX yCIOBUI? MIPAKTUKU XPAHEHUS
Nmeercs i U1t XpaHEHUs BBISBIICHHBIX MyHKTHI 15, 16
¢banbcupuIMPOBaHHBIX, [TpaBun
HEZ00pOKaYECTBEHHBIX, KOHTPA(PAKTHBIX HaJyIeKalen
JIEKapCTBEHHBIX NIPENAPaTOB: MIPAKTUKU XPAHEHUS
o0o3HaueHHas 30Ha? MyHKTHI 15, 16
7 [IpaBun
' HaJUJIeXKallen
MIPAKTUKU XpaHEHUS
OTAEJILHOE IOMELeHue? MyHKTHI 15, 16
[IpaBun
HaIeKaIen
MIPAKTUKU XPaHEHUS
Wmeetcs 1 30Ha WK OTJENBbHOE IOMEIICHHEe, |MyHKTHI 15, 16
oOecneunBaroias TpeOyemble yCI0BHs [IpaBun
8. XpaHEHUs JIEKapCTBEHHBIX IPENapaToB AJis HaJIexalen
KapaHTUHHOI'O XpaHEHUS JIEKAPCTBEHHBIX MIPAKTUKU XpaHEHUS
IpenapaTos?
OcgelieHbl JIM TOMEIEHUS U 30HbI, nyHKT 17 IlpaBun
0. UCIIONIb3YEMBbI€ JUIsl XpaHEHUS JIeKapCTBEHHBIX | HaJIIeKalei
IpenapaTos? MIPAKTUKU XPAaHEHUS
OTneneHsl 1M aAMUHUCTPATUBHO-OBITOBBIE myHKT 19 IlpaBun
10. |momernieHHs OT MOMEIICHUN XpaHEHUS HaJIexaIen
JIEKapCTBEHHBIX NTPENapaToB? MIPAKTUKU XPaHEHUS
Nmeercs i otienbHast 30HA (TIKaQbI) IS nyHKT 25 [IpaBun
11 | Xpamenus 00opyI0BaHusl, THBEHTAPS U HaJIexanien
" |MarepuanoB s yOOpPKH (OYUCTKH), & TAKKE MPAKTUKU XPaHEHUS
MOIOIIMX U JIe3UHPUIUPYIOMIHUX CPEICTB?
[TpoBoauTcs mu yoopka momenieHui (30H) s | myHKT 25 [IpaBun
12. |xpaHeHHs JEKapCTBEHHBIX MPEMApPaToOB B HaJyIeKallen
cootBercTBuu ¢ COIlTom? MPAKTUKU XpAHEHUS
Nmeercs nu rinajakas oTaenka noMeneHuit ans | myHkt 25 [IpaBun
XpaHEeHUs JIEKapCTBEHHBIX MPernapaToB HaJuIexanen
(BHyTpeHHHE TOBEPXHOCTHU CTEH, MIOTOJIKOB), MPaKTUKU XPAHEHNUS,
13. | momyckaromasi BO3MOKHOCTb TIPOBEICHUS yHKT 6 [IpaBun
BJI&KHOW YOOPKHM M MCKIIFOYAIOIIasi HAKOTUICHHUE | XpaHEHUS
b ? JIEKapCTBEHHBIX
CPEICTB
14. |OOecneuena u 3amura MOMELIEHUI TS nyHKT 26 [IpaBuin
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XpaHEHUs JIEKapCTBEHHBIX MPENapaToB OT
MIPOHUKHOBEHUSI HACEKOMBIX, TPHI3YHOB UITN
JPYTHUX >KUBOTHBIX?

HaIexamen
IPAKTUKHA XPAHEHUS

Wudpactpykrypa. OGopynoBanue (rnaBa IV IlpaBun Hajuiexamiedl NpakTUKU XpaHEHUS;

[IpaBuiia XpaHeHus JIEKapCTBEHHBIX CPEJICTB)

15.

Nwmeetcs mu Heobxoammoe 00opyaoBaHue (B
XOPOIIEM COCTOSIHUU U YHUCTOE),
MIPUHAIICKAIICe OPraHu3alliy Ha IpaBe
COOCTBEHHOCTHU WJIM HA THOM 3aKOHHOM
OCHOBAaHHH?

nyHKT 11 IIpaBun
HaaexKallen
MPAKTUKU XPAHEHUS

16.

OcHarieHsl JId TOMEIICHUS I XpaHSHUS
JIEKapCTBEHHBIX CPEACTB MPUOOpaMu Iis
pEruCTpalvy MapaMeTPOB BO3TyXa:

nyHKT 7 [IpaBun
XpaHECHUs
JIEKApCTBEHHBIX
CPEICTB

TepMoMeTpaMu’?

nyHKT 7 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEXCTB

nyHKT 37 [IpaBui
HaIeKaIen
IIPAKTUKU XPAaHEHUS

rurpoMerpamu’?

nyHKT 7 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

yHKT 37 IlpaBun
HaIexamen
IIPAKTUKU XPAaHEHUS

AJIEKTPOHHBIMU TUTPOMETpaMu?

nyHKT 7 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

yHKT 37 IlpaBun
HaIeXalen
MIPAKTUKU XPaHEHUS

TEPMOTUTPOMETPamMu?

yHKT 37 IIpaBun
HaIeXalen
MPAKTUKU XPaHEHUS

17.

Pa3mematorcst 1u U3MEPUTENBHBIE YaCTH
pUOOPOB JJIsl PETHCTPALIUU ITapaMeTPOB
BO3/lyXa Ha PACCTOSIHUU HE MEHEE 3 M OT
JBEpei, OKOH U OTOMUTENILHBIX MPHUOOPOB U HA
BeicoTe 1,5 - 1,7 M ot mona?

nyHKT 7 IIpaBun
XpaHEeHUus
JIEKaApCTBEHHBIX
CPEICTB
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Peructpupytorcs iau nokasanus npudbopoB s

nyHKT 7 [IpaBun

pETHUCTpAIMK [TAPAMETPOB BO3/IyXa €KETHEBHO | XpaHEHHS
B CIICIIMAJIBHOM XXypHaJie (KapTe) pErucTpalvy | JIEKapCTBEHHBIX
18. |Ha OyMa)KHOM HOCHUTEIIE WIH B AJIEKTPOHHOM CpEenCTB
BHJIC C apXHUBaIUEH (7151 DJIEKTPOHHBIX
TUTPOMETPOB), KOTOPBIN BEACTCS
OTBETCTBEHHBIM JIULIOM?
CepTtudunmpoBaHnsbl, KaauOpOBaHbI U nyHKT 7 [IpaBun
19, |MOABEPraroTCs M NOBEPKe KOHTPOIMPYIOIUE | XPAHEHHS
MPUOOPHI JIJIs1 PETUCTPAIIMN TTapaMeTPOB JIEKapCTBEHHBIX
BO3/IYyXa? CpelCTB
Nwmeetcst mu xomoauiibHOE 000pyI0BaHUE: myHKTHI 21, 36, 37
[IpaBun
HaJIeKaIen
MIPAKTUKU XPaHEHUS
XOJIOAWJIbHBIE KAMEPbI WIH CIIELIUAIBHO nyHkTeI 21, 36, 37
20 000py1I0BaHHOE TTIOMEIIICHHE? [TpaBun §
HaJIJIe)KaIeH
MIPAKTUKN XPaHCHUS
(bapMareBTHYECKIE XOJIOAMIbHBIE mKadbl | myHKTHI 21, 36, 37
WM XOJIOIUJIBHUK JJIsi XpAaHEHUS [TpaBun
TEPMOJTAOUITEHBIX JIEKAPCTBEHHBIX CPENICTB? | HAJICKAIIEH
MIPAKTUKU XPaHEHUS
Nmetrotes i cucTeMbl KOHIUITMOHUPOBAHUS B | TyHKTHI 21, 36, 37
MTOMENICHUAX XPaHEHHUS JIEKapCTBEHHBIX [TpaBun
npenaparoB? HaJjIeXaIen
21 MIPAKTUKN XPAaHCHUS;
' nyHKT 4 IIpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpenCTB
HNmMerorcs nu cucTeMbl BEHTWIALMYA B nyHKTHI 21, 36, 37
MTOMEIIEHUSAX XPAHCHUS JICKAPCTBEHHBIX [Tpasun
npenaparoB? HaIeXalen
29 MIPAKTUKU XPAHCHHUS;
' nyHKT 4 [TpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpelCTB
Nmetrores v mikadbl METAUTHYECKAC WITH nyHKT 31 [IpaBun
93 |ACPCBIHHBIC /I XPAHEHHS JICKApCTBEHHbIX HaIeKaIen

MIpenapaToB, MOAIEKAIUX
IIPEIMETHO-KOJIMYECTBEHHOMY y4eTy?

IIPAKTUKU XPAHEHUS
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24,

Nmeetcs i TUIOMOUp TS OTICUATHIBAHKS B
KOHIIe paboyero THs mKadhoB METAITHYECKUX
WJTU ICPEBSIHHBIX (WJIH TIOMEIIEHUI ) IS
XpaHEHUs JICKAPCTBEHHBIX MPENapaTosB,
MOJIISKAIIUX MTPEIMETHO-KOJIUIECTBEHHOMY
yuery?

nyHKT 31 [IpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

25.

Wwmerotes nu 1u1st XpaHEHU J1€KapCTBEHHbIX
IIPENnapaToB:

nyHKT 29 [IpaBui
HaJUJIeXKallen
MPaKTUKU XPAHEHUS,
nyHKT 31 [IpaBun
HaJUIeKalIeH
MPAKTUKU XPAHEHNUS;
nyHKT 5 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

cTeIIaxu?

nyHKT 29 [IpaBun
HaIexKaIen
IIPAKTUKU XPaHEHUS;
nyHKT 31 [IpaBui
HaJUIeKalleH
MIPAKTUKU XPAHEHNS,
nyHKT 5 [IpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPENCTB

mKagbl?

yHKT 29 [IpaBun
HajIexalien
MIPAKTUKU XPAaHEHNS,
nyHKT 31 IIpaBun
HaIexaIen
MIPAKTUKU XPAHEHUS;
myHKT 5 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

OIJ0HBI?

myHKT 29 IIpaBun
HaIexamen
IIPAKTUKU XPAHEHUS;
nyHKT 31 [IpaBuin
HajIexallen
MIPAKTUKU XPAHEHNS,
nyHKT 5 IIpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB
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MOJATOBAPHUKHU? nyHKT 29 [IpaBun
Haj1exKalen
MIPAKTUKU XPAHEHNUS,
nyHKT 31 IIpaBun
HaIexalen
MPaKTUKU XPAHEHUS,
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

NmetoTcs v 3amacHbIe TOBEPEHHBIE CpeacTBa | MyHKTHI 39, 40
M3MEpEeHUs B Cllydyae peMOHTa, TexHuueckoro  |IIpaBun
00CITyXKUBaHUS, IIOBEPKU 000PYTOBAHUS U HaJjIexalen

06, | CPEACTB U3MepeHus? MIPAKTUKU XPaHEHUS;
nyHKT 7 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeICTB

[Ipomiecchl  AeATENbHOCTH CyObEKTa PO3HMYHOM TOPrOBIM TOBAapaMU  alTE4yHOrO
accoptuMenTa. JleiicTBus cyObekTa oOpalleHus JeKapCTBEHHbBIX MPENapaToB M0 XpaHEHUIO.
JIOKyMEHTBI TI0 XpaHEHHIO JeKapCTBEHHBIX npenapaTtoB. OLeHKa JAesTeIbHOCTH (cTaThs 58,
nyHKT 3 ctateu 9 61-®@3; rmasa V, VI [lpaBun Hajexamei nmpakTuku xpaHenus; [Ipasua
XpaHeHus1 JiekapcTBeHHbIX cpenacts; miaBa VI u VIII IlpaBun Hagnexamieil antedHoi
MIPAKTHKN)

COOTBETCTBYIOT JIU CBEJICHUS PE3YIIHTATOB yHKT 46 [IpaBui
[IPUEMOYHOIO KOHTPOJIA CBEICHUAM B HaJUIeKallen
TOBapOCOINPOBOIUTEIBHON JOKYMEHTALIMH: MIPAaKTUKU XPAHEHNS,
nyHKT 40 [IpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPEICTB

II0 ACCOPTUMEHTY U KOJIMYECTBY? yHKT 46 [IpaBui
HaJyIeKaIlen
MIPAKTUKU XpaHEHUS;
27. nyHKT 40 [IpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB

10 Ka4eCTBY? nyHKT 46 [IpaBun
HaJUIeKallen
MPaKTUKU XPAHEHNS,
yHKT 40 IIpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPENCTB
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10 COOJTIOJICHUIO CIICIIMATIBHBIX YCIOBUI nyHKT 46 [IpaBun
XpaHeHus (MpU HAJTUIUHU TAKOTO HaJjIexalen
TpeOoBaHUSI B HOPMATUBHOM JJOKYMEHTAIIUH | TPAKTUKU XPaHEHUS;
Ha JIEKApCTBEHHBIN Ipenapart)? yHKT 40 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB
10 HAJIMYHUIO NTOBPEKAEHUHN TPAaHCIIOPTHON | yHKT 46 [IpaBun
Tapsl? HaJlJIekKaIen
MPAKTUKU XPAHEHNUS;
yHKT 40 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPENCTB
Coznana i npueMHasi KOMUCCHS U1 nyHKT 49 [IpaBuin
0g |MPOBEACHHS NPHEMOTHOTO KOHTPOIA, Hannemaiueﬁ
YTBEPKJIC€HHASI IPUKA30M PYKOBOJUTENS anTeYHOU MPAKTUKU
cyOBbeKTa pO3HUYHOM TOPTOBIN? XpaHECHUS
O opMIISIOTCS JIH C TIPOCTABJICHUEM IITamMIia 0 | myHKT 46 [IpaBumn
MIpUEMKE, MOJIUCHI0 MAaTEPUATILHO HaJIexalen
OTBETCTBEHHOTO JIUIIA, 3aBEPEHHOMN NIEYaThIO alTeYHOM MPAKTUKHU
(mpu HaNM4YMK) cyOBEKTa POSHUYHON TOPTOBIIH:
cuera - paxkTypsi? nyHKT 46 [IpaBun
HaIexamen
29 anTEeYHOU MPAKTUKU
TOBAapHO-TPAHCIIOPTHHIC HAKJIAHBIE? nyHKT 46 [IpaBun
HaIexamen
anTeYHOU MPAKTUKU
peecTp TIOKYMEHTOB IO KayecTBY? nyHKT 46 [IpaBun
HaIeXalien
anTeYHOU NPAKTUKU
[TpoxoasT i1 ToBaphl anTeyHOro accoptuMenTa | myHKT 50 [IpaBun
30. |10 mogauM B TOPTOBYIO 30HY NMPEANPONAXKHYIO | HaJUIeKaIIen
MOATOTOBKY? anTEeYHOM MPAKTUKU
NneHTudunupyroTcs I XpaHsIuecs nyHKT 29 [IpaBun
JIEKApCTBEHHBIE CPEACTBA B COOTBETCTBUHU C HaJyIexalen
31 MIPUMEHSIEMOI CyOBEKTOM OOpaIeHus MPaKTUKU XPAHEHUS,
" |JIeKapCTBEHHBIX MpenapaToB cucteMon yueta? |myHKT 49 [IpaBui
HaJIJIe)KaIen
MPAKTUKU XPAHEHHUS.
30 OcymiecTBisieTcs JId XpaHEHHE JIEKapCTBEHHBIX |IMyHKT 47 IIpaBun
" | mpemapaToB ¢ y4eTOM TpeOOBaHUM: HaJuIexalen
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MIPAKTUKU XpaHEHHUS;
yHKT 40 IIpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CpeAcTB

HOpMaTI/IBHOI>'I JAOKYMCHTAllUH,

JIeKapCTBEHHBIH mpenapat?

COCTaBJISIFOIICH PErHCTPAIIMOHHOE I0ChE Ha

nyHKT 47 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS;
yHKT 40 IIpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpeAcTB

MHCTPYKIHHU MO MEIUIIUTHCKOMY
IIPUMEHEHHUI0?

nyHKT 47 [IpaBuin
HaJIeKaIen
IIPAKTUKU XPAaHEHUS;
yHKT 40 [IpaBui
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

uHpOpMaLKK, COEepIKaIIencs Ha
MEPBUYHOMN U (MJIM) BTOPUYHON YIIaKOBKE
JIEKapCTBEHHOI'O IIpernapara u
TPaHCIIOPTHOM Tape?

nyHKT 47 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS;
yHKT 40 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

33.

PazMemarorcs mm JICKApPCTBCHHBIC NIPCIIApaThl B

MOMEILEHUAX U (WIN) 30HaX AJIs XpaHEHUS
JIEKapCTBEHHBIX IIPENAPATOB B COOTBETCTBUH C

TpeOOBaHUSAMU HOPMATUBHON JOKYMEHTAIlUU U

nyHKT 49 IIpaBun
HaIexaIen
MIPAKTUKU XPAHEHUS;
yHKT 8 IIpaBun

(unn) TpebOBaHUSIMU, YKa3aHHBIMU Ha XpaHEeHUs

YIaKOBKE JIEKapCTBEHHOTO Mpernapara, ¢ JIEKapCTBEHHBIX

y4ETOM: CPEICTB
(U3UKO-XMMHYECKUX CBOWCTB nyHKT 49 [IpaBun
JIEKapCTBEHHBIX MPEMapaToB? HaJIJIe)KaIen

IIPAKTUKU XPaHEHNUS,
yHKT 8 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

(bapMakoIOTHIECKUX TPYIIT?

nyHKT 49 [IpaBun
HaJUIeXKaIen
MIPAKTUKU XPAHEHNUS,
nyHKT 8 [IpaBun
XpaHeHus



http://login.consultant.ru/link/?req=doc&base=RZR&n=110451&dst=100081&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100105&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110451&dst=100081&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100105&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110451&dst=100081&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100105&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110451&dst=100081&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100107&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110451&dst=100023&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100107&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110451&dst=100023&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100107&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110451&dst=100023&fld=134

JIeKapCTBEHHBIX
CpencTB

croco0a BBeICHUS JICKapPCTBEHHBIX
IpenapaTos?

nyHKT 49 [IpaBuin
HaaexKallen
MIPAKTUKU XPAHEHNS,
nyHKT § I[IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

XpaHfITCﬂ JIN CBeTOLIYBCTBI/ITeJ'II)HBIG
JIEKapCTBEHHBIE TPENapaThl B 3aIUIIEHHOM OT
cBeTa mecre?

nyHKT 52 [IpaBui
HaaexKallen
MPAaKTUKHU XPAHECHUS,

34. MyHKTHI 24 - 26
[IpaBun xpaneHust
JIEKapCTBEHHBIX
CPEICTB
XpaHATCA U BIaro4yBCTBUTEIbHBIC MyHKTHI 21, 47
JIEKapCTBEHHbIE CPEJCTBA B 3allMIIEHHOM OT | IIpaBun
BJIaru mMecre? Ha/Iexalien
IIPAKTUKU XPAHEHUS;
35.
MyHKTHI 27 - 29
IIpaBui xpanenus
JIEKapCTBEHHBIX
CPEICTB
HaznaueHo i1 npuka3oM pyKOBOAMUTENS yHKT 66 [IpaBun
cyOBbeKTa pO3HUYHON TOPTOBJIM OTBETCTBEHHOE | HAJUIeKaIlen
36. |muuo 3a paboty ¢ dhanbcuUIUPOBaHHBIMH, anTEeYHOM NMPaKTUKH
N00pOKayeCTBEHHBIMU, KOHTPa(haKTHBIMHU
TOBapaMHM alTeYHOr0 aCCOPTUMEHTA?
N3omupoBaHsl 11 ClIEUATIbHO nyHKT 55 [IpaBui
37 |MPOMApKHPOBAHHBIC JIEKAPCTBEHHBIC HaJuIexanen
IpenapaTsl, IpeJHa3HAYECHHbIE [ IIPAKTUKU XPAaHEHUS
YHUYTOKEHHUS?
N3onupoBaHsbl J11: nyHKT 30 [IpaBun
HaJJIeXaIen
MIPAKTUKU XpaHEHUs
JIeKapCTBEHHbIE Mpenaparkl, B oTHomeHn: | myHKT 30 [IpaBun
38. KOTOPBIX MPUHSITO PEIICHUE O HaJjIeXalen

MMPHUOCTAHOBJIICHUHA HpI/IMCHCHI/IH?

INPAaKTUKHU XPAHCHUA

JICKApCTBEHHBIC MPETapaThl, B OTHOLICHUA
KOTOPBIX TIPUHATO PEIICHHE 00 U3BATHUU U3
obparenus?

nyHKT 30 [IpaBun
HajIexxalen
MIPAKTUKU XpaHEHUs
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(banscuuIMpoBaHHEIE,
HeZ00pOKaYECTBEHHBIC M KOHTPa(aKTHBIC
JICKapCTBEHHBIC MTPeTapaThi?

yHKT 30 [IpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

VImeroTcst 11 JOKYMEHTBI, ONKUCHIBAIOLINE
HeﬁCTBHﬂ, BBIITOJIHACMBIC CY6"I)GKTOM
oOpallleHHUs JIEKAPCTBEHHBIX MPENaparTos,
HaIpaBJIEHHbIE HA cOOII0AeHNE TpeOOBaHUA,
ycraHoBleHHbIX [IpaBunaMu Hauexanei
[IPAKTUKU XPAHCHUSA:

myHKTHI 41 - 43
[IpaBun
HaJUIeKalleH
IIPAKTUKU XPAHEHUS

UHCTPYKUUN?

MYHKTHI 41 - 43
[IpaBun
HaIeKaIen
IIPAKTUKU XPAaHEHUS

CTaHAAPTHBIC ONICPAIITMOHHLBIC TPOLICAYPbL

myHKTHI 41 - 43

39. (COITr1)? [IpaBun
HaJUJIeXKallen
MPAKTUKU XPAHCHUS
OTYeThI (CBOJIHBIE KYpHaJbI)? MYHKTHI 41 - 43
[IpaBun
HaIeKaIen
MPAKTUKU XPAHEHUS
JIOTOBOpPHBI? MYHKTHI 41 - 43
[IpaBun
HaJyIeKallen
MIPAKTUKU XpaHEHUS
Benercs nu y4eT jiekapCTBEHHBIX CPEJICTB C nyHKT 11 IIpaBun
40, |OTPAHMUCHHBIM CPOKOM IOJHOCTH Ha XpaHEeHUSs
" | OyMa)KHOM HOCHUTEIIE WU B AJIEKTPOHHOM BHUJIE |JIEKAPCTBEHHBIX
C apXuBaIueun? CpelCTB
YcTaHOBIIEH M pyKOBOAUTENEM opranu3auuu | myHKT 11 [TpaBun
41 |TOPANIOK BEJICHUS YUeTa JIEKAPCTBEHHBIX XpaHeHus
CPEJCTB C OrPAaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CpeICTB
Nwmeetcs v pa3paOoTaHHBIN U yTBEpKACHHBIN |myHKT 24 [TpaBun
KOMILJIEKC Mep, HaIllpaBJICHHBIN HA HaJuIexalen
MUHUMU3ALUI0 PUCKA KOHTAMHHALIUN MIPAKTUKU XpaHEHUS
JIEKapCTBEHHBIX MPEMapaToB, C Y4ETOM
42, |ycuoBuii COOJTIOICHUS 3alUTHI OT (PAKTOPOB

BHEIITHEH cpeibl ¢ 0(hopMIICHUEM:

MPUKa30B?

nyHKT 24 [IpaBuin
HajIexKalen
MPAKTUKU XPAHEHUS
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COIloB?

yHKT 24 [IpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

WUHCTPYKLNN?

nyHKT 24 [IpaBui
HaJIeKaIen
IIPAKTUKU XPAHEHUS

PCFI/ICTpI/IpyIOTCSI JIA PE3YJIbTAThI

TEMIICPATYPHOI'O KaPpTUPOBAHUSA U BIIAXKHOCTH B

CHEeLMAIbHOM XypHajie (KapTe) perucTpauuu
Ha OyMaXHOM Hocutene U (Win) B
3JIEKTPOHHOM BHJIE€ €KETHEBHO, B TOM YHCJIE B

nyHKT 21 [IpaBun
HaJIexaIen
MPaKTUKU XPAHEHUS,
nyHKT 23 [IpaBui
HaJIJIeKaIen

43. BBIXO/IHbIE U NPA3HUYHbIE THU? MIPAKTUKU XPaHEHUS;
nyHKT 7 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEXCTB
XpansTcst U )KypHaibl (KapThl) peructpaiuu | myHKT 21 [TpaBun
TEMIIEPATyPHOI0 KApTUPOBAHUS B TEUECHUE HaJIexalen
IBYyX jetT? MIPAKTUKU XPaHEHUS;
nyHKT 23 [IpaBuin
44, HaIeKaIen
IIPAKTUKU XPAaHEHUS;
yHKT 7 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB
CoO:roaeTcst M 3arpeT Ha COBMECTHOE yHKT 34 IIpaBun
XPAaHEHHUE B OJTHOM TEXHUYECKH YKPEIUICHHOM | HaJUIe)Kalen
MIOMEILEHNY JIEKAPCTBEHHBIX IPENapaToB, IIPAKTUKU XPAaHEHUS
45, |MPEHAYCMOTDCHHEIX IyHKTOM 32 IIpaBun
HaJUIeXkKalleld IPAKTUKU XPaHEHMs], U
JIEKApCTBEHHBIX IPENAPATOB, COAEPIKAIINX
CHWJIBHOICUCTBYIOIIUE UIIU SIIOBUTHIE
BelecTsa’?
CobmroiaeTcst u 3alpeT Ha XpaHeHHe nyHKT 51 [IpaBun
OTHEOIACHBIX U B3PBIBOONACHBIX HaJuIexalen
JIEKAPCTBEHHBIX IIPENApaTOB BJIaJH OT: MPAKTUKU XpaHEHUS
OTHS? nyHKT 51 IIpaBun
46. HaJuIexaIen

INPAaKTUKHU XPAHCHUA

OTOMMTENbHBIX TPUOOPOB?

nyHKT 51 [IpaBun
HajIexxalen
MIPAKTUKU XpaHEHUs
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BO3JECHCTBUS MPSAMBIX COTHEUHBIX Jiyder?  |myHKT 51 [IpaBun

Haj1exKalen
MPAKTUKU XPAHCHUS

CoO:roaeTcst M 3ampeT Ha XpaHEeHHUE B nyHKT 20 [IpaBun
MTOMEILEHUAX XPAHEHUS JIEKaPCTBEHHbIX HaJuIexaIen
IIpEeNnapaToB: MIPAKTUKU XpaHEHHUs

IUIIEBBIX POYKTOB?

nyHKT 20 [IpaBun
HaJIexaIen
IIPAKTUKU XPAaHEHUS

TabaYHbIX U3CINN?
47.

nyHKT 20 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS

BOJIbI)?

HAIMUTKOB (32 UCKIIOYEHUEM NTUTHEBON nyHKT 20 [IpaBun

HaIeKaIen
MPAKTUKU XPAHEHUS

JIEKApCTBEHHBIX IPEIApPaTOB, yHKT 20 IIpaBun
IpeJHA3HAYCHHBIX AJIS INYHOTO Ha/JIexanien
UCTIOJIb30BaHUS paOOTHUKAMU? MIPAKTUKU XPAaHEHUS

(mosmxHoCTL UM OMO

JOJIXHOCTHOI'O JiMlla, 3allOJIHMBIIEI'O

HpOBequHHﬁ JucT, I1oAnmcChb, marTa)

(moyrxHOCTE M OVO HOJIXKHOCTHOT'O JIMlla KPMAMYECKOTO JiMla, NIPMCYyTCTBOBABIIEIO
IpY 3BaloJIHEHUM [IPOBEPOYHOI'O JIMCTa, NOAIMCH, IaTa)

[Ipunoxenne N 5

K npukazy denepaabHON CITyKObI

110 HAJ30py B cepe 31paBOOXpaHEHUS
ot 09.11.2017 N 9438

[IpOBEPOUHEIY JIUCT
(CnMCOkK KOHTPOJIBHEIX BOIIPOCOB), MCIHOJb3yeMelM dernepalibHOM CJIyXOou
10 Ham30py B cbepe 3OpaBOOXPAaHEHUS U ee TEPPUTOPMAJIBHEIMM OpTaHaMu

IPY NPOBEIOEHUM IIJIaHOBBIX

ToCyHapCTBEHHOT'O Han3opa
(xpaHeHMEe JIeKapCTBEHHHIX

B

[IPOBEPOK IIPM OCYLECTBJIEHUM belepajIbHOT'O
B chepe oOpalleHUA JIEKAPCTBEHHEIX CPelCTB
npenapaToB OJsg MeIMLMHCKOTO NPMMEeHEeHMS
AITEedHOM KMOCKE)

(HamuMeHOBaHHUEe opTaHa,

OCyleCTRJIAIEerO IIJIaHOBYIO npOBepKy)

1. Bun TOCYHOapCTBEHHOTO KOHTPOJIS (Hanozopa)

®dopma
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2. HpemvieT 1JIAHOBOM IIPOBEPKMU PINYEeCKMUX JINLL n VMHIOVBVIOYaJIbHBIX

npennprHmuMaTesien orpaHMuUMBaeTcsa obsg3aTesibHEIMM TpeboBaHUAMM, COBJIOIeHMre
KOTOPHIX SBJIAeTCs HamboJiee BHAUMMBIM C TOUYKM 3PEHUS HEeNONYIEeHMS BOSHUKHOBEHUSI
YI'PO3BEl NPUMUMHEHMS Bpela XW3HM, SIOPOBbLI I'PaxIaH, WM3JIOXEHHEIMM B Gopme

IPOBEPOUYHOTO JIMCTA (CIMCKa KOHTPOJIBHBEIX BOIIPOCOB) .
3. HamMeHOBaHMe OPUOMYECKOTO JMLa, QaMmuiIMs, MMS, OTUYECTBO (IpM HaJIM4dUM)
VMHOVMBMIYAJbHOTO INPEeNNpUHUMATEIA:

4. MecCcTO NpPOBENEHMSA IJIAHOBOM I[POBEPKM C BalOJIHEHMEM IPOBEPOYHOI'O JIMCTA:

5. PexBUBUTEH IIprKasa O IIPpOoBeIEeHVN JIAHOBOM IIPOBEPKM: OT

N .

6. VYUYeTHHM HOMEp MNPOBEPKM M HaTa [IPUCBOEHMS YyUYEeTHOT'O HOMEepa IIPOBEPKU B
EovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTE, bammnma u VMHULMAJIBEL IOOJIKHOCTHOTI'O JamLa (J1m111) ,

OPOBOOAIWETO (MX) IIJIAHOBYK [NPOBEPKY :
1. ;
2. .
8. IlepedueHb BOINPOCOB, OTpaXallMxX COIepXaHMe o00g3aTeJIbHEX TpeboBaHUM,
OTBET Ha KOTOPBE OHOHOBHAUYHO CBUIOETEJILCTBYET O COOJIOIOEHUM WM HeCOOJIIEeHUN
OPUINYECKUM JIMILIOM, MHIAMBUIOYAJIBHEIM IpellpMHMMaTeJieM o0g3aTeJIbHEIX TpeOoBaHUM,
COCTAaBJIAKUMX IIpelIMeT NPOBEPKN:

N Bonpocsl, oTpakaromue cofaep;xanue PexBu3uThI BriBOI 0
n/n 00s13aTeNIbHBIX TpeOOBaHUN HOPMaTUBHBIX BBITIOJTHCHUH
MIPAaBOBBIX AKTOB, C | TpeOOBaHMIA

yKa3aHHUEM HX
CTPYKTYPHBIX Aa HET
eIMHHMII, KOTOPBIMHU
YCTaHOBJICHBI
o0s3aTenbHbIe
TpeOoBaHUS

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpameHnn JIeKapCTBEHHBIX
cpenctB" (CobOpanue 3akoHomarenscTBa Poccmiickoit deneparmmu, 2010, N 16, ct. 1815;
2016, N 27, cr. 4283) (mamee - 61-®@3); [lpaBwira Hammexameld MPAKTUKH XpaHEHUS H
MEPEBO3KHU JIEKAPCTBEHHBIX MpPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHUS, YTBEPKICHHBIC
npukazoM MuHucTepcTBa 3apaBooxpaHenus Poccuiickoit @enepanyu ot 31 aBrycra 2016 1.
N 646H (3apeructpupoBaH MuHHCTEpCTBOM OCTHIIMH Poccuiickoit Denepanuu 9 sHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - [IpaBuia Hajexanieil NpakTUKU XpaHEHUs);
[IpaBuna Hagnexaimeil  anTeYHONM  MPaKTUKUA  JIEKAPCTBEHHBIX  MpenapaTtoB Ui
MEUIMHCKOTO MPUMEHEHMS], YTBEPKICHHbIE IPUKa30M MMHHCTEpCTBA 3ApaBOOXPAHEHUS
Poccutickoit ®enepanuu ot 31 aBrycra 2016 r. N 647H (3apeructpupoBad MUHHUCTEPCTBOM
rocturinn Poccuiickoit @eneparuu 9 ssaBapst 2017 r., peructpauuronssii N 45113) (nanee -
[IpaBwmia Haanexaiiel anteyHoi npakTuku); [IpaBuna XxpaHeHHs JIEKapCTBEHHBIX CPEJICTB,
YTBEPKACHHBIE IpPHKa30M MUHHCTEPCTBA 3paBOOXPAHEHMSI M COLMAIBHOTO pa3BUTHUSA
Poccuiickoit denepannu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
foctuinn Poccuiickoit @enepannu 4 oktsiops 2010 r., peructpanmonusiidi N 18608) c
M3MEHEHHUSMHU, BHECEHHBIMHM MPUKA30M MMHHCTEPCTBA 3APaBOOXPAHEHUS M COLUAIBHOTO
pasButus Poccuiickoit @enepauuu ot 28 nexabps 2010 r. N 12211 (3apeructpupoBan
MunucrtepctBoM toctuninu Poccutickoit @enepanuu 4 ¢espanst 2011 r., peructpaioHHBINA
N 19703) (nanee - IlpaBuna xpaHeHHs JEKAPCTBEHHBIX CPEICTB)
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VYmpasnenue kadectBoM (ctaths 55 61-D3; rmama
MPAKTUKH)

IT TlpaBun Hamyexalmieil anTedyHoOu

YTBepkKACHBI U PYKOBOJIUTEIEM CyOBEKTa
oOparlieHus JIeKapCTBEHHBIX CPEICTB

nyHKT 4 IIpaBun
HaaexKallen

1. .
CTaH/IapTHbIE ONEePaIlIOHHBIE TPOLIETYPBI anTeYyHOM MPaKTUKU
(manee - COII)?

Nwmeercs n fOKyMeHTalMs CUCTEMBI KadyecTBa |MyHKT 5 [IpaBun
Ha OyMaXXHbIX U (WJIN) 3JIEKTPOHHBIX HaJyIeKalen
HOCHUTEJIAX: anTEeYHOM NPaKTUKH
JKypHAJI pETUCTPALUU IIPUKA30B MOAIYHKT "H1"
(pacnopsikeHHil) 0 cyObeKTy po3HUYHOU | myHKTa 5 [IpaBuin
TOproBiu? HaJIexalen
anTEeYHOU NMPAKTUKU
KYpHaJl €KEeTHEBHOM PEruCTpaLNN MOAMYHKT "K"
[IapaMeTPOB TEMIIEPATYPHI U BIAXHOCTU B | IMyHKTa 5 [IpaBun
MOMEILEHUSIX JUIsl XpaHEHUs Ha/Iexalien
JIEKapCTBEHHBIX IIPENapaToB? anTEeYHOM MPAKTUKH
JKypHAJI IEPUOIUYECKON PETUCTPALIUA MOAIYHKT "1"
TEMIIEPATYPbI BHYTPU XOJIOAWIBHOTO nmyHkra 5 [IpaBui
2. obopynoBanus? HaJjIexalen

anTeyHOMN IMPaKTHUKH

’KypHAaJI yueTa JIeKapCTBEHHBIX MpenapaToB
C OTpaHUYECHHBIM CPOKOM TOJHOCTH?

MOJIMYHKT "p" MyHKT
5 [IpaBun
HaIeXalen
anTEeYHOU NPAKTUKU

JKypHaJI y4eTa MOCTYTUICHUS U pacxoja
BaKIWH (TIpH HAJTMYWH)?

MOAMYHKT "X" MyHKT
5 TlpaBun
HaJIeXaIen
anTeYHON NMPaKTUKU

KypHaJl pErUCTpanny pe3yIbTaToB
IIPUEMOYHOTO KOHTPOJIA?

MOANMYHKT """
nyHkra 5 [IpaBun
HaIeXalen
anTeYHOU NPAKTUKU

Cuctema oOecriedyeHUs] KadecTBa XPAaHEHHS M IIEPEBO3KH JIEKAPCTBEHHBIX MpPENapaToB
(crates 54 61-®3; rnasa 11, mynkTs 3 - 6 [IpaBun HaUIeKaIIEH TPAKTUKU XPaHEHUS )

Haznageno mm PYKOBOIUTCIICM anTeyHOM
3. opraHn3anyu JUIo, OTBETCTBECHHOC 3a
BHCAPCHUC U o0OecrieueHre CUCTEMBI KauecTBa?

nyHKT 5 [IpaBun
HaIexaIen
IIPAKTUKU XPAHEHUS

WNudpactpykrypa. IloMemenuss s XpaHEHHs JIEKAPCTBEHHBIX IpenaparoB (cTaTbs 58
61-®3, tmaBa [V IlpaBun Hammexamell mnNpakTUKA XpaHeHws; I[IpaBuma xpaHeHUs
JIEKApCTBEHHBIX Cpe/ICcTB; riasa V [lpaBun Haaexamel anTeqyHonl MPaKkTUKK )
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NmeroTcst 11 HEOOX0IMMBIE TTIOMEIICHHMST (MJITH )
30HbI, HpI/IHaI[JIe)KaH_[I/Ie aHTe‘{HOﬁ OpFaHI/I?)aLII/II/I
Ha TpaBe COOCTBEHHOCTH MJIM Ha HHOM

nyHKT 11 IIpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

4.
3aKOHHOM OCHOBAHUH, HEOOXOAUMBIE ISt
OCYILECTBIICHUSI JESATEIBbHOCTH 110 XPaHEHHIO
JIEKapCTBEHHBIX IIpENapaToB?
Nwmeetcs nu 0003HaUeHHAs 30HA WK MyHKTHI 15, 16
5 OTJEJIbHOE TIOMEUIEHUE IPUEMKHU [IpaBun
' JIEKapCTBEHHBIX IIpenapaToB? HaJlJIekKaIen
IIPAKTUKU XpaHEHUs
HNmeercst mu 0003HaUEHHAS 30HA UIN myHKTHI 15, 16
6 OTJIEJIbHOE TIOMEUICHUE XPaHEHUs [IpaBun
' JIEKapCTBEHHBIX NPENapaToB, TPEOYIOMINX HaJIexalen
CHEIHaJIbHBIX YCIOBUIL? MPAKTUKHA XPaHCHUS
Nmeercs i U1t XpaHEHUs BBISBIICHHBIX MyHKTHI 15, 16
¢banbcupUIMPOBaHHBIX, [TpaBun
HEZ00POKaYECTBEHHBIX, KOHTPA(PAKTHBIX HaJyIeKalen
JIEKapCTBEHHBIX MPENapaToB: MIPAKTUKU XpaHEHHUs
o00o03HaueHHas 30Ha? nyHKTHI 15, 16
v [IpaBun
' HaJIexalen
MPAaKTUKHA XpaHECHUS
OTHEJILHOE IOMELIeHuE? myHKTHI 15, 16
IIpaBun
HaIeXalen
MPAaKTUKU XpaHEHUs
Wwmeetcs v 30Ha WK OTAETBHOE TIOMEIIEeHHe, |IyHKTH 15, 16
obecneunBaromas Tpe0yeMble yCIOBHS ITpaBun
8. XpaHEeHUs JIEKapCTBEHHBIX MpPEnapaToB AJis HaJuIexalen
KapaHTUHHOT'O XPaHEHUS JIEKapCTBEHHBIX MIPAKTUKU XpaHEHUs
npenaparoB?
OcgelieHbl JIM TOMEIEHUS U 30HbI, nyHKT 17 IlpaBun
9. HCHOJIb3YEMbIE JJIS1 XPAHEHU JICKapCTBEHHbIX | HaJUIeXKaleH
npenapaTos? MIPAKTUKU XPAaHEHUS
OTneneHsl 11 aAMUHUCTPATUBHO-OBITOBBIE nyHKT 19 IlpaBun
10. |nomerieHus OT MOMEIIEHUH XpaHEHUS Ha/Iexarien
JIEKapCTBEHHBIX MTPenapaToB? MPAKTUKU XpaHEHUS
Nwmeercs nu otnenbHast 30Ha (1IKadbl) s yHKT 25 [IpaBui
XpaHeHus: 000pyI0BaHNUs, HHBEHTaps U Ha/IIexKaIen
11. |marepuanoB st yOOpKH (OYMCTKH), a TAKKE MPAKTUKU XPaHCHUS

MOIOIIUX U JIe3UH(UIUPYIOIUX CPEACTB (A5
HCKIIIOYEHMS PUCKA 3arPSI3HEHUs] D TUMHU
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CpEJCTBAaMU JIEKAPCTBEHHBIX CPEACTB)?

[IpoBoauTcs mu yoopka momenieHu (30H) ams

nyHKT 25 [IpaBun

12. |XxpaHeHHs JIEKapCTBEHHBIX MPETMAPATOB B HaJyIeKalen
cootBeTcTBUM ¢ COIloM? IIPAKTUKU XPAHEHUS
Nmeetcs nu riajkas oTaenka noMenieHuit i | myHkt 25 [IpaBun
XPAaHEHMS JICKAPCTBEHHBIX IIPENapaToB HaJyIeKalen
(BHyTpeHHHE OBEPXHOCTHU CTEH, IOTOJIKOB), IIPAKTUKU XPaHEHUS;

13. | momyckaromasi BO3MOKHOCTb TIPOBEICHUS yHKT 6 [IpaBun
BJIKHOW YOOPKHU M HCKIIFOYAIOIIasi HAKOIUICHHUE | XpaHEHUS
U ? JIEKApCTBEHHBIX

CPEICTB
ObecneueHa iy 3amuTa MOMELICHUN 715 yHKT 26 [IpaBun
14, |XPaHEHHs JIEKapCTBEHHBIX NPENApaToB OT HaJyIeKalen

IIPOHUKHOBEHHUSI HACEKOMBIX, TPBI3yHOB WIH
JPYTHUX )KUBOTHBIX?

MPAaKTUKH XPAHCHUA

Wndpactpykrypa. O6opynoBanue (rnasa [V IlpaBun Hajuiexamieil NpakTUKU XpaHEHUS;

HpaByma XpaHCHUA JICKAPCTBCHHBIX CpCI[CTB)

Nmeercs u HeoOxoqumoe 0bopyaoBanue (B
XOpOIIIEM COCTOSTHUU M YHCTOE),

nyHKT 11 IIpaBun
HaIexalien

15. |nmpuHaanexalee opraHu3alvy Ha IpaBe MIPAKTUKU XPAaHEHUS
COOCTBEHHOCTH MJIA HA MHOM 3aKOHHOM
OCHOBaHHH?
OcHaleHsl JId TOMEIICHUS JJI11 XpaHSHUS nyHKT 7 [IpaBun
16, |TCKAPCTBEHHBIX CPE/ICTB npudopamMu JIst XpaHCHUS
pErucTpalyy MapaMeTpoB BO3TyXa: JIEKapCTBEHHBIX
CpenCcTB
TepMoMeTpamu? nyHkKT 7 [TpaBun
XpaHEeHUSs
JIEKapCTBEHHBIX
CPEICTB IMYHKT 37
[IpaBun
HaJIeKaIeH
MPAKTUKU XPaHECHUS
17 rurpomeTpamu’? nyHkKT 7 [TpaBun

XpaHEeHUSs
JIEKapCTBEHHBIX
CPEICTB IMYHKT 37
[IpaBun
HaJyIeKallen
MIPAKTUKU XPaHEHUS

AJIEKTPOHHBIMU TUTPOMETPAMU?

nyHKT 7 IIpaBun
XpaHEHUs
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JIEKapCTBEHHBIX
CPEICTB IIYHKT 37
[TpaBun
HajIexKalen
MIPAKTUKU XPAHEHUS

TEPMOTUTPOMETpamMu?

nyHKT 37 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAHEHUS

PazMemarorcs mm HU3MCPUTCIIbHBIC YaCTU

nyHKT 7 [IpaBun

prOOPOB JJIST PETUCTPALIUN TTAPaAMETPOB XpaHeHUs
18. |BO3myxa Ha pacCTOSIHHH HE MEHEe 3 M OT JIEKapCTBEHHBIX
JIBEPEid, OKOH U OTONHUTEILHBIX IPHOOPOB M HA | CPEACTB
Beicote 1,5 - 1,7 M oT nona?
Peructpupytorcs nu nokazanus npubopoB s | myHKT 7 [IpaBun
pETHCTpAIMH [TaPaMETPOB BO3/IyXa €KECTHEBHO | XpaHCHHS
B CIIEI[UAILHOM JKypHaJe (KapTe) perucTpaluy | 1eKapCTBEHHBIX
19. |Ha OyMa)KHOM HOCHUTEIIC WIH B AJICKTPOHHOM CpPEICTB
BU/JIE C apXUBaIMen (7151 2IEKTPOHHBIX
TUTPOMETPOB), KOTOPBIN BeACTCS
OTBETCTBEHHBIM JIUILIOM?
CepTtudunmpoBaHnbl, KaauOpOBaHbI U nyHKT 7 [IpaBun
00, |TMOABEPralOTCS JIM MOBEPKE KOHTPOIMPYIONIHE | XPAHEHHS
MpUOOPHI 1711 pETHCTPAIH TApaMETPOB JIEKapCTBEHHBIX
BO3yXa? CpPEICTB
Nmeetcst 1 XomoauiibHOE 000pyI0BaHUE: nyHKTHI 21, 36, 37
IIpaBun
HaIexamen
MIPAKTUKU XPaHEHUS
XOJIOIWJIbHBIE KaMEPbl WIH CTICIIHAIBHO myHKThI 21, 36, 37
21 000pyTI0BaHHOE TTIOMETIICHHE? [TpaBun }
HaJIeXKaIen
MPAKTUKU XPaHECHUS
(dhapmareBTHUeCKre X0NOoAuIbHbIe Kapbel | myHKTHI 21, 36, 37
WA XOJIOIMIHHUK JIJTSE XpaHEHUS [Tpasun
TEPMOJIAOUITLHBIX JIEKAPCTBEHHBIX CPENICTB? | HAIC)KAIIEH
MIPAKTUKU XPAaHEHUS
NmetroTes i cuCTeMbI KOHIUITMOHUPOBAHUS B | TyHKTHI 21, 36, 37
MTOMENICHUAX XPaHEHHUS JIEKaPCTBEHHBIX [TpaBun
npenaparoB? HaJjIeXalen
22. MIPAKTUKU XPaHEHUS;

nyHKT 4 IIpaBun
XpaHEeHUus
JIEKApCTBEHHBIX
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CPEICTB

23.

HmeroTcs i ccTEeMbl BEHTHIISINY B
MIOMEIICHUSAX XPaHEHHS JIEKapCTBEHHBIX
IpenapaTos?

nyHKTHI 21, 36, 37
[IpaBun
HaJIJIeKaIen
MPaKTUKU XPAaHEHUS,
nyHKT 4 [IpaBun
XpaHeHUS
JIEKapCTBEHHBIX
CpENCTB

24,

Nmerotcst nu mikadbl METALTHYECKUE UITH
JICPEBSIHHBIE JITIS1 XpaHEHHsI IEKaPCTBEHHBIX
MpenapaToB, MOICKAITUX
MPEAMETHO-KOJIMYECTBEHHOMY yUeTy?

nyHKT 31 [IpaBui
HaaexKallen
MPAKTUKU XPAHEHUS

25.

HmMmeroTcs 1u B NMOMCHICHUAX IJId XpPaHCHUA
JICKApPCTBCHHBLIX MPCIIapaTOB:

nyHKT 29 [IpaBun
HaIeKaIen
IIPAKTUKU XPaHEHUS;
nyHKT 31 [IpaBui
HaJUIeKalleH
MIPAKTUKU XPAHEHNS,
nyHKT 5 [IpaBun
XpaHEHUs
JIEKApCTBEHHBIX
CPENCTB

cTeIIaXXKu?

yHKT 29 [IpaBun
HajIexalien
MIPAKTUKU XPAaHEHNS,
nyHKT 31 IIpaBun
HaIexaIen
MIPAKTUKU XPAHEHUS;
myHKT 5 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

mKagbi?

myHKT 29 IIpaBun
HaIexamen
IIPAKTUKU XPAHEHUS;
nyHKT 31 [IpaBuin
HajIexallen
MIPAKTUKU XPAHEHNS,
nyHKT 5 [IpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB

O JOHEI?

nyHKT 29 [IpaBuin
HajIexKalen
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MIPAKTUKU XPaHEHUS;
nyHKT 31 IIpaBun
HaIeXalen
MPaKTUKU XPAHEHUS,
nyHKT 5 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

MOJATOBAPHUKU? nyHKT 29 [IpaBuin
HaIexalen
MPaKTUKU XPAHEHUS,
nyHKT 31 [IpaBun
HaJyIeKallen
MPAKTUKU XPAHEHNUS;
nyHKT 5 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

HmeroTcs M 3amacHble MOBEpEHHbIE cpeAcTBa | MyHKTHI 39, 40
M3MEPEHMS B CIIy4ae pEeMOHTa, TexHudeckoro | IIpaBun
00CITy’)KUBaHUs, TOBEPKU 00OPYJOBAHUS U HaJUIeKalleH
CPEACTB U3MEpPEHUs? MIPAKTUKU XPAHEHNS,
nyHKT 7 [IpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPEICTB

26.

[Ipoueccel  nesTeNnbHOCTH CyOBEKTa PO3HUYHOW TOPrOBIM TOBapaMH  alnTE€YHOIo
accoptuMeHTa. JlefcTBHs cyObekTa oOpaleHns JeKapCTBEHHBIX MIPENapaToB MO XPaHEHHUIO.
JIOKYMEHTBI IO XpaHEHHIO JIEKAapCTBEHHBIX MpenapaToB. OLeHKa AeqaTeabHOCTH (cTaThs 58,
nyHKT 3 ctatbu 9 61-®@3; rnasa V, VI IlpaBun Hajnexaieil npakTuku xpaHenus; [Ipasuna
XpaHeHus JiekapcTBeHHBIX cpeactB; riaBa VI u VI IlpaBun Haamexarieit antedHoin
MIPAKTUKH)

CoOTBETCTBYIOT JIM CBEJIEHUS PE3YJIbTATOB myHKT 46 [IpaBun
IIPUEMOYHOIO KOHTPOJISI CBEICHUSM B HaJIeXaIen
TOBAapOCOINPOBOJAUTEIILHON JOKYMEHTALIUU: IIPAaKTUKU XPaHEHHUS,
yHKT 40 [IpaBuin
XpaHEHUs
JIEKapCTBEHHBIX

27, CpencTB

10 aCCOPTUMEHTY U KOJINYECTBY? myHKT 46 IIpaBun
HaIexamen
IIPAKTUKU XPAHEHUS;
nyHKT 40 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
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CPEICTB

10 KayecTBy?

nyHKT 46 [IpaBun

HajIexxalen
MPaKTUKU XPAHEHNUS,
yHKT 40 [IpaBui
XpaHEeHUs
JIEKapCTBEHHBIX
CpPENCTB
10 COOJIIOJICHUIO CIIEIUATIBHBIX YCIOBUM nyHKT 46 [IpaBuin
XpaHeHus (MpU HATMYUH TaKOT'O HaJyIeKalen
TpeOOBaHUSI B HOPMATHUBHOM JJOKYMEHTAIIUU | TPAKTUKU XPAHEHHUS;
Ha JIEKapCTBEHHBIN mpenapat)? nyHKT 40 [IpaBui
XpaHEeHUs
JIEKapCTBEHHBIX
CpPENCTB
[0 HAJIMYHUIO MOBPEXACHUHN TpaHCHIOPTHOM | yHKT 46 [IpaBun
TapsI? HaJJIeKaIei
MPaKTUKU XPAHEHUS,
nyHKT 40 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpPENCTB
28. |CoznanHa nM nmpueMHasi KOMUCCHS IS nyHKT 49 IIpaBun
MIPOBEACHUS TPUEMOYHOTO KOHTPOJIA, HaJIeKaIen
YTBEPK/IC€HHAsI PUKA30M PYKOBOJUTENS anTEeYHOU MPAKTUKU
cyOBbeKTa pO3HUYHOM TOPTOBIN? XpaHEHUs
OdopmitsitoTes U COMPOBOAUTEIIBHBIC nyHKT 46 [IpaBun
JIOKYMEHTBI C MTPOCTABJICHUEM IIITAMIIA O HaJIeKaIIeH
MIpUEMKE, MTOMUCHI0 MaTEPUATIBLHO - anTEeYHOU MPAKTHKU
OTBETCTBEHHOTO JIMIIa, 3aBE€PEHHOMN NI€YaThIO
(npu HanM4YMK) cyOBEKTa POSHUYHOW TOPTOBIIH:
cyeTa - (paKTyphI? nyHKT 46 [IpaBun
HaJJIexKalei
29. arTeYHOM MPAKTUKHU
TOBAPHO-TPAHCIOPTHBIC HAKIATHBIE? nyHKT 46 [IpaBun
HaJJIexKalei
arTeYHOM MPAKTUKHU
peecTp TOKYMEHTOB IO KaueCTBY? nyHKT 46 [IpaBun
HaJJIexKalei
anTeYHOU MPAKTUKU
30. [IpoxoasT 1 TOBaphl alIT€YHOTO ACCOPTUMEHTA | TyHKT 50 leaBI/m
0 MOJIa4M B TOPrOBYIO 30HY NPEANPOJAKHYIO | HAJuIexKanlen
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MOJATOTOBKY ?

alTeYHOM MPAKTUKHU

W aeHTuduumpyroTcs Jin XpaHauyecs

nyHKT 29 [IpaBun

JIEKapCTBEHHbIE CPEJICTBA B COOTBETCTBUHU C HaJuIexalen
31 IpPUMEHSEMOI CyObEeKTOM 00paleHHs MPaKTUKU XPAHEHNUS,
" | mexapcTBEHHBIX IpernapaToB cucteMoi yuera? |myHKT 49 [Ipasuin
HaJUJIeKallen
MIPAKTUKU XPaHEHUS
OcyiecTBisieTcs 1 XpaHEeHUE JIEKapCTBEHHBIX | MyHKT 47 [IpaBun
IIPErapaToB ¢ y4ETOM TpeOOBaHUMA: HaJIexalen
MIPAKTUKU XPaHEHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEXCTB
HOPMAaTUBHOM JTOKYMEHTALVH, nyHKT 47 [IpaBui
COCTABJIAIOLIEH PErMCTPALIMOHHOE IOChE HA | HAJUIEKAIIEH
JIeKapCTBEHHbIN Npemnapar? MIPAKTUKU XPaHEHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEXCTB
32.
MHCTPYKIUU 10 MEIULIMHCKOMY nyHKT 47 [IpaBuin
IIPUMEHEHNIO? HaJuIexalen
MIPAKTUKU XpaHEHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPENCTB
nH(popMalnu, cofeprKaliencs Ha nyHKT 47 [IpaBun
MEPBUYHON ¥ (WJIM) BTOPUYHON YITaKOBKE HaJUJIeXKallen
JIEKapCTBEHHOI'0 Ipernapara u MIPAKTUKU XPaHEHUS;
TPAHCIIOPTHOM Tape? nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPENCTB
Pa3memniarorcs in JiekapcTBEHHBIE TpenapaThl B | MyHKT 49 [IpaBun
MOMEILEHUAX U (WIN) 30HaX AJIs XpaHEHUS HaJyIeKallen
JIEKApCTBEHHBIX NIPEMNApaTOB B COOTBETCTBUMU C | TPAKTUKHU XPAHEHNUS,
TpeOOBaHUSIMHU HOPMAaTUBHOM TOKyMEHTauu M | MyHKT 8 [IpaBun
33 (wm) TpeOOBaHMAMU, YKa3aHHBIMU Ha XpaHCHUS
YIaKOBKE JIEKapCTBEHHOTO Mpernapara, ¢ JIEKapCTBEHHBIX
Y4ETOM: CpEenCTB
(U3UKO-XMMHYECKUX CBOWCTB nyHKT 49 [IpaBun
JIEKapCTBEHHBIX MTPenapaToB? HaJuIexalen
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MIPAKTUKU XpaHEHHUS;
myHKT 8 [TpaBuin
XpaHEHUS
JIEKapCTBEHHBIX
CpeAcTB

(bapMakoJIOrn4ecKux rpymm?

nyHKT 49 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS;
myHKT 8 [TpaBui

XpaHCHHS
JICKApCTBCHHBIX
CpeiAcTB

criocoba BBeIEHUS JIEKApCTBEHHBIX nyHKT 49 [IpaBui

npenaparoB? HaJJIeKaIen

IIPAaKTUKU XPaHEHUS,
nyHKT 8 IIpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

XpaHsTCs 1 CBETOYYBCTBUTEIbHBIC
J'ICKapCTBeHHble npenapaT},I B 3alIIUIIICHHOM OT
cBeTa Mecrte?

nyHKT 52 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS;

34, MyHKTHI 24 - 26

[IpaBun xpaneHus
JIEKapCTBEHHBIX
CPEICTB

XpaHATCs JIU BIIarO4yBCTBUTEIILHBIE yHKTHI 21, 47

JIEKapCTBEHHbIE CPEJICTBA B 3alIMILIEHHOM OT | [IpaBun

BJIaru mMecre? Ha/Iexaren
MPAKTUKHA XPaHCHHUS;

35.

MYHKTHI 27 - 29
[IpaBun xpaneHust
JIeKapCTBEHHBIX
CpEICTB
HasnaueHo nu npuka3oM pyKOBOAUTEIS myHKT 66 [IpaBui
CcyObeKTa PO3HUYHOM TOPTOBJIM OTBETCTBEHHOE | HAJIeXKAIeH

36. |y 3a paboty ¢ GamTsCUPUITUPOBAHHBIMH, aNTeYHOMN MPaKTUKH
N00pOKauYeCTBEHHBIMU, KOHTPA(aKTHBIMU
TOBapaMHu arTeYHOro acCOpTUMEHTa?

37. |W3onupoBaHbl 11 CHELUAIBHO nyHKT 55 IIpaBuin
IIPOMapKUPOBAHHBIE JIEKAPCTBEHHbBIE HaJuIexalen
npernaparsl, IpeAHa3HauYeHHbIE 115 MIPAKTUKU XpaHEHUs
YHUUTOXKEHUA?

38. |M3onmpoBaHbl JH: nyHKT 30 [IpaBun
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HaIexamen
IPAKTUKHA XPAHEHUS

JIEKApCTBEHHBIE ITPENapaTsl, B OTHOLIECHUHN
KOTOPBIX IPHUHATO PELICHUE O
IIPUOCTAHOBJIEHUU PUMEHEHUS?

nyHKT 30 [IpaBuin
HaJUIeXalen
MPAKTUKU XPAHEHUS

JICKApCTBCHHBIC IPCIIapaThbl, B OTHOMICHUHU
KOTOPBIX MPUHATO PEIeHHE 00 U3BATUU U3
obparenus’?

yHKT 30 [IpaBui
HaJyUIeXalen
MPAKTUKU XPAHEHUS

¢danbcupuIMpoBaHHbIE,
He100pOKayecTBEHHbIE M KOHTpa(daKTHbIE
JIEKapCTBEHHbIE MpenaparThbl?

nyHKT 30 [IpaBui
HaJyUIeXXalen
MPAKTUKU XPAHEHUS

HNmerotcs 11 JOKYMEHTBI, OITUCHIBAIOIINE
JICCTBUSI, BHITIONHSIEMBIE CyOBEKTOM
oOpareHus JeKapCTBEHHBIX MPENapaToB,
HaMpaBJICHHbIE HA COOII0ACHNE TPeOOBaHUA,
ycTaHoBJIEHHBIX [[paBunamMu Hamiexamen
MPaKTUKU XPAHEHUS:

MYHKTHI 41 - 43
[IpaBun
HaIeKaIen
IIPAKTUKU XPAHEHUS

UHCTPYKUIUU? MyHKTHI 41 - 43
[IpaBun
HaJyIeKallen
IIPAKTUKU XpaHEHUs
39 COIlw1? myHKTHI 41 - 43
IIpaBun
HaIeXalen
MPAKTUKU XpaHEHHUS
OTYeTHhI (CBOJIHBIE KYypHAaJbI)? MYHKTHI 41 - 43
[IpaBun
HaJyIeKallen
MIPAKTUKU XpaHEHUs
JIOTOBOPBI? myHKTHI 41 - 43
IIpaBun
HaIeXalen
MPAKTUKU XpaHEHUS
Benercs nmn ydet nekapCcTBEHHBIX CPEJICTB € nyHKT 11 IIpaBuiia
40 | OTPAHMIEHHBIM CPOKOM FOHOCTH Ha XpaHEeHUS
" | OyMa)KHOM HOCHUTEJIE WIH B AJIEKTPOHHOM BUJIE |JIEKApPCTBEHHBIX
C apxuBalueun? CPEICTB
VYcTaHOBIIEH M pyKOBOAMTENEM opranuzanuu | myHKT 11 [IpaBun
41, |TOPANIOK BE/ICHHUS YUeTa IEKAPCTBEHHBIX XpaHEHUS
CPEACTB C OrpaHUYEHHBIM CPOKOM? JIeKapCTBEHHBIX

CPEICTB
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42.

Peructpupytorcs au pe3ynbTaThl
TEMIIEPATYPHOTO KaPTUPOBAHUS U BIAYKHOCTHU B
CIEIUaILHOM JKypHase (KapTe) perucTpanuu
Ha OyMaXHOM HocuTene U (Win) B
ANIEKTPOHHOM BUJIE €KEIHEBHO, B TOM YHCIIE B
BBIXO/IHBIE W TIPA3THUYHBIC THU?

nyHKT 21 [IpaBun
Haj1exKalen
MIPAKTUKU XPAHEHNUS,
myHKT 23 IIpaBun
HaIexalen
MPaKTUKU XPAHEHUS,
nyHkT 7 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

43.

XpaHsTCs JIU )KypHaJIbl (KapThl) perucTpanun
TEeMIepaTypHOT0 KapTUPOBAHUS B TEUCHHE
JBYX JIeT?

nmyHKT 21 IIpaBun
HaIexaluen
MPaKTUKU XPAHEHUS,
nyHKT 23 [IpaBun
HaJyIeKallen
MPAKTUKU XPAHEHNUS;
nyHKT 7 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

44,

CoO:roaeTcst M 3ampeT Ha XpaHeHHUe
OTHEOIACHBIX U B3PhIBOOMACHBIX
JIEKapCTBEHHBIX IIPENApaTOB BAAIH OT:

nyHKT 51 [IpaBun
HaJIeKaIen
IIPAKTUKU XPAHEHUS

orus?

nyHKT 51 [IpaBun
HaIexamen
IIPAKTUKU XPAaHEHUS

OTOMMTENBHBIX TPUOOPOB?

nyHKT 51 IIpaBun
HaIexaIen
IIPAKTUKU XPAaHEHUS

BO3ACHUCTBUS MMPAMBIX COJTHCUHBIX J'Iy‘-ICfI?

nyHKT 51 [IpaBun
HaIexamen
IIPAKTUKU XPAaHEHUS

45.

CobmroiaeTcst In 3alpeT Ha XpaHEHHE B
MOMEIIECHHSAX XPaHEHHS JT€KapCTBEHHBIX
Ipernaparos:

myHKT 20 IIpaBun
HaIeXalen
MPAKTUKU XPaHEHUS

MUIIEBBIX POYKTOB?

myHKT 20 IIpaBun
HaIeXalen
MPAKTUKU XPaHEHUS

Ta0aAYHBIX U3AEIUI?

myHKT 20 IIpaBun
HaJUIeXKaIen
MPAKTUKU XPAHECHUS

HAIUTKOB (32 UCKIIIOUEHUEM MUTHEBOM

yHKT 20 [IpaBun
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BOIbI)? HaJUIeKalen
[IPAaKTUKHU XPAHEHUS

JIEKAPCTBEHHBIX MPEINAPATOB, yHKT 20 IIpaBun
IIpEeIHA3HAYEHHBIX JUIS JINYHOTO HaJIexalen
UCIIOJIb30BaHUsl pa0OTHUKAMU? IIPAKTUKU XPAHEHHUS

(momxHOCTE M OVMO IOOJPKHOCTHOTO JiMlla, S3allOJIHMBIIETO
NIPOBEPOUHEIM JIMCT, [IOANMCH, IaTa)

(nosmxHoCTh M OYIO IOJIXKHOCTHOTO JIMila prnIndeckKoro Jyuia, IPpMCyTCTBOBaABIEI'O
IIpy 3allOJIHEHMM IIPOBEPOUWHOI'O JIMCTa, II04AIIMCH, mara)

[Ipunoxenue N 6

K npukazy denepanbHOi CiryKOblI

10 Ha/130py B chepe 31paBOOXpaHEHMUS
o1 09.11.2017 N 9438

®dopma

[IpOBEPOYHEIY JIUCT
(CnMCcok KOHTPOJIBHEIX BOIIPOCOB), MCIHOJb3yeMeM denepalibHOM CJIyXOou
IO Han30py B cbdepe 3OpaBOOXPaHEHUS UM €e TeppUTOPMAaJIbHEMM OpI'aHaMu
IpY NPOBEeIeHMUM IIJIaHOBHIX NPOBEPOK IIPM OCYLIECTBJIEHUM (QelepalibHOI'O
TOCYyOapCTBEHHOT'O Hall3o0pa B cbhepe obpalleHMsS JIEKAPCTBEHHEX CPEeLCTB
(XpaHeHMVe JIEKAPCTBEHHLEIX IIPENapaToB OJid MEeOUUUMHCKOTO IIPMMeHEHUS
B alTeKe MNPOU3BONCTBEHHOM)

(HauMeHOBaHMEe OpTraHa, OcCylecCTBJIAKILEI'O IIJIaHOBYIO npOBepKy)

1. Bun TOCYHOAapCTBEHHOTO KOHTPOJIA (Ham3opa)

2. lIpenMmerT IJIaHOBOMU NPOBEPKM OPUIMYECKMX JML M MHIOVMBUIYAaJIbHEIX
npennpruHuMaTesen OoTrpaHMYMBaeTcsa oO0ga3aTeNbHEIMM TpeOoBaHUAMM, COOJIOIEeHMUE
KOTOPEIX SBJIAETCs HamuboJiee BHAUMMBIM C TOUYKM 3PEHMUS HEOONYHEeHMS BO3HUKHOBEHMS
YI'PO3H I[IPUUYMHEHMS Bpena XMU3HHK, 300POBBI0 TI'paxiaH, W3JIOXEeHHEIMM B QopMe
IPOBEPOUYHOTO JIMCTA (CIMCKAa KOHTPOJIBHBEIX BOIIPOCOB) .

3. HamMeHOBaHME HPUIOMYECKOTO JMLa, QaMmMiIMsa, MMS, OTUYECTBO (IpM HaJIUduM)
VMHOVMBUIOYAJbHOTO IpenlprUHUMaTEIA :

4. MecCcTO NPOBENEHMS IJIAHOBOM MNPOBEPKM C BAINOJIHEHMEM [IPOBEPOUHOTO JIMCTA:

5. PekxBUBUTH IIprKasa O IIPpOBEeOEeHVN JIaHOBOM IIPOBEPKM: OT

N .
6. VY4YeTHB HOMEP MNPOBEPKM U IaTa INPMCBOEHMS YyUeTHOT'O HOMepa INPOBEPKM B
EovHOM peecTpe MNPOBEPOK: .
7. JOJIXHOCTE, bammma 1z VIHVLIVAJIEL OOJIXHOCTHOTI'O JImLa (jmma1n) ,

OPOBOOAMNETO (MX) IIJIAHOBYK [IPOBEPKY :
1. ;
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2. .
8. IlepeueHb BOIPOCOB, OTpaxXawolMX COoIepXaHKe o0g3aTeJIbHEIX TpeOoBaHUM,
OTBET Ha KOTOPHEE OIHOBHAWHO CBUIETEJIbCTBYET O COOJIOIEHUM WMJIM HeCOOJIIOeHUM
DPMINYECKVM JIMILIIOM, MHIMBMIOYAaJIBHBIM IIPEOIIPUMHMMaTEJIEM obsg3aTesibHEX Tp@@OBaHVIﬁ,
COCTAaBJIANIMX NPEeIMET NPOBEPKM:

N Bonpocsl, oTpakaromue cofaep;xanue PexBu3uThI BriBoz 0
n/n 00s13aTeNIbHBIX TPeOOBaHUM HOPMaTUBHBIX BBITIOJTHCHUH
MIPAaBOBBIX AKTOB, C | TpeOOBaHMI

yKa3aHUEeM UX
CTPYKTYPHBIX Aa HET
€IMHUIL, KOTOPBIMU
YCTaHOBJICHBI
00s13aTeIbHBIC
TpeOOBaHUs

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpameHnn JIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomarenscTBa Poccmiickoit denepanuu, 2010, N 16, ct. 1815;
2016, N 27, cr. 4283) (mamee - 61-®3); [IpaBuna Haanmexameld MPAKTUKH XPaHEHUS H
MEPEBO3KHU JIEKAPCTBEHHBIX IPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHUS, YTBEP>KICHHbBIC
npukazoM MunucrepcTBa 3apaBooxpaHenus Poccuiickoit @enepanuu ot 31 aBrycra 2016 1.
N 646H (3apeructpupoBaH MuHHCTEpCTBOM oCTHIIMH Poccuiickoit denepanuu 9 sHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - [IpaBuiia Hajuiexaliei NpakTUKU XpaHEHUs);
[IpaBuia Hagnexameil anTeyHONM  MPaKTUKUA  JIEKAPCTBEHHBIX  IpenapaTtoB Ui
MEJIMIIMHCKOTO MPUMEHEHUS, YTBEPKJICHHbIE MPUKAa30M MHHHUCTEpCTBA 3ApaBOOXPAHEHUS
Poccutickoit ®enepanuu ot 31 aBrycra 2016 r. N 6471 (3apeructpupoBad MUHHUCTEPCTBOM
rocturinn Poccuiickoit @eneparuu 9 ssaBapst 2017 r., peructpanuronssii N 45113) (nanee -
[IpaBuna Haanexaiiel anteuyHoi npakTuku); [IpaBuna XxpaHeHHs TEKapCTBEHHBIX CPEJICTB,
YTBEP)KICHHbIE TPUKa30M MMHHCTEpPCTBA 3/IpAaBOOXPAHEHUS] U COLUAIBHOIO Pa3BUTHS
Poccutickoit @enepanuu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
toctuiuu Poccwiickoit @enepanmu 4 oktsOps 2010 1., perucrpanmonusii N 18608) ¢
M3MEHEHHUSMHU, BHECEHHBIMHM MPUKAa30M MMUHHCTEPCTBA 3APaBOOXPAHEHUS M COLUATBHOTO
pasButus Poccuiickoit @enepanmu ot 28 nexabps 2010 r. N 1221 (3apeructpupoBan
MunuctepctBoM toctuninu Poccutickoit @enepanuu 4 despans 2011 r., peructparmoHHBINA
N 19703) (nanee - [IpaBuna xpaHneHust JIEKApCTBEHHBIX CPEJICTB)

Vnpasnenne kadectBoM (ctaThsi 55 61-®D3; rmaBa II IlpaBun Haanexamend antedHOR
MIPAKTHUKH )

Y TBep:KIeHbI I PyKOBOJHUTENIEM CyObeKTa myHKT 4 [TpaBun
1 oOpallieHus JIeKapCTBEHHBIX CPEJCTB HaJyIexXalen
CTaH/IapTHBIE ONIEpPALlMOHHBIE TPOLIEAYPBI anTEeYHOM NMPaKTUKH
(mamee - COIT)?
Nwmeercs nmn qoOKyMeHTaUsl CUCTEMBI KauecTBa |IyHKT 5 [IpaBui
Ha OyMaXKHBIX U (MJTH) JIEKTPOHHBIX HaJuIexalen
HOCHTEJISX: anTEeYHOU NMPAKTUKU
2.
JKYPHAJI pETUCTPALNH ITPUKA30B MOJMYHKT "n"
(pacmiopspkeHHit) 0 CyOBeKTY pO3HUYHOHN | myHKTa 5 [IpaBun
TOPTOBJIH? HaIeXalen
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alTeYHOM MPAKTUKHU

JKypHaJ €KEIHEBHON PErUCTpaluu
IapaMeTpOB TEMIIEPATYPHI U BIAXKHOCTH B
IIOMEILEHUAX JUIsl XPAHEHUS
JIEKapCTBEHHBIX MIPenapaToB?

n..n

MOAIYHKT "K
nyHkrta 5 [IpaBun
HaJUIeKalleH
anTEeYHOU NMPAKTUKU

KypHaJI IEPUOJNYECKON pErncTpauuu
TEMIIEPATyPbl BHYTPHU XOJIOAUIBEHOTO
obopynoBanusi?

MOJITYHKT "1"
nyHkra 5 [TpaBui
HaJIexaIen
AlTeYHOM NMPAKTUKHU

JKypHaJ y4eTa orepaluii, CBSI3aHHBIX C
oOpareHneM JIEKapCTBEHHBIX CPEJICTB,
BKIIFOUEHHBIX B TIEPEUYCHb JICKAPCTBEHHBIX
CpPEeACTB, TMOJIEKALITIX
MPEeIMETHO-KOJIMYECTBEHHOMY yueTy (IpH
HaJIU4nn)?

MOAMYHKT "M"
nyHkrta 5 [TpaBun
HaJIekKaIen
anTEeYHOU NMPAKTUKU

’KYpHaJI yueTa JIEKapCTBEHHBIX IpEnapaToB
C OIrpaHUYEHHBIM CPOKOM F'OJTHOCTH?

MOAMYHKT "p" IIyHKT
5 [IpaBun
HaIeKaIen
anTEeYHOM NPaKTUKH

JKypHaJI y4eTa OCTYTUICHHUS U pacxoja
BaKIWH (TIpH HAJTHYUH)?

MOANYHKT "X" MyHKT
5 IlpaBun
HaJIeXaIen
anTeYHOMN MPaKTUKU

KypHaJl pErUCTpalny pe3yIbTaToB
IIPUEMOYHOTO KOHTPOJIA?

MOANMYHKT """
nyHkra 5 [IpaBun
HaIeXalen
anTeYHOU NPAKTUKU

JKypHAJI PETUCTPALIUU OIEPALIN,
CBSI3aHHBIX C 000POTOM HapPKOTHYECKUX
CpPEeACTB, TICUXOTPOIHBIX BEMIECTB M UX
MIPEKYypPCopoB (TP HATTUIUH)?

MOAMYHKT "y"
nyHkta 5 [TpaBuin
HaJyIeKallen
anTeYyHOM MPaKTUKH

Cuctema oOecriedyeHus] KadecTBa XPAaHEHMS M IEPEBO3KH JIEKAPCTBEHHBIX NpEnapaToB
(crates 54 61-®3; rnasa 11, myHkTs 3 - 6 [TpaBun HaUIeKaIIEH TPAKTUKU XPAHCHHUS )

HaznaueHo a1 pykoBoauTeIeM anTeuHOM
OpraHM3aliy JUI0, OTBETCTBEHHOE 32
BHEJpEHUE U 00ecrieueHne CUCTEMbI KauecTBa?

myHKT 5 [IpaBun
HajIexalien
MPAKTUKU XPAHEHUS

WNndpactpykrypa. Ilomenienus uis XpaHEHUS JIEKApCTBEHHBIX MpenapatoB (ctaTtbs 58
61-®3, rmaBa IV [IlpaBun Haanexamied NpakTHUKH XpaHeHus; [lpaBuia XpaHeHHS
JIEKapCTBEHHBIX CpeNCTB; riaBa V [IpaBun Haaiexkamiei anTeqyHOl MPaKTHKH )

Nwmerotcst mu HeoOxoauMblie iometnennst (uiu) |(myHKT 11 [IpaBun
30HBI, IPUHAJICIKAIINE ANTEYHON OpraHU3aLHH | HaUJIeKaIIEH

4.



http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100044&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100044&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100045&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100045&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100046&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100046&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100050&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100050&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100055&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100055&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100054&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100054&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100053&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100053&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314858&dst=100618&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100014&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100015&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100023&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100022&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314858&dst=100636&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100036&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110451&dst=100011&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100125&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100037&fld=134

Ha NpaBe COOCTBEHHOCTH WJIM HA NHOM
3aKOHHOM OCHOBAHUH, HEOOXOAUMBIE ISt
OCYILECTBIICHUSI JESATEILHOCTH 110 XPaHEHHIO
JIEKapCTBEHHBIX IIPENapaToB?

MIPAKTUKU XpaHEHUS

Hmeetcsa mu o003HaUYeHHAs 30HA WU

MyHKTHI 15, 16

5 OTJEJIbHOE TIOMEUIEHUE IPUEMKHU [IpaBun
' JIEKapCTBEHHBIX IIpemnapaToB? HaJIJIe)KaIen
MIPAKTUKU XpaHEHHUs
HNmeercst mu 0003HaUEHHAS 30HA UIN myHKTHI 15, 16
6 OTJIEJIbHOE TIOMEUICHUE XPaHEHUs [IpaBun
' JIEKapCTBEHHBIX IPENapaToB, TPEOYIOMINX HaJIexalen
CHEIHAJIbHBIX yCIOBUIL? MPAKTUKHA XPaHCHUS
Nwmeercst i U1t XpaHEHUs BBISBIICHHBIX MyHKTHI 15, 16
¢banbcupuIMPOBaHHBIX, [TpaBun
HEZ00POKaYECTBEHHBIX, KOHTPA(PAKTHBIX HaJyIeKalen
JIEKapCTBEHHBIX NIPENApaTOB: MIPAKTUKU XpaHEHHUs
o0o3HaueHHas 30Ha? myHKTHI 15, 16
7 [IpaBun
' HaJUIeKalen
MPAKTUKHA XPaHCHUS
OTHEJILHOE IOMELIEHUE? nyHKTHI 15, 16
IIpaBun
HaIeXalen
MPAKTUKU XpaHEHUS
Wwmeetcs i 30Ha WK OTAETBHOE TIOMEIIeHHe, |yHKTH 15, 16
obecneunBaromasi Tpe0yeMble yCIOBHS ITpaBun

8. XpaHEHUs JIEKapCTBEHHBIX MpPENapaToB AJis HaJuIexalen
KapaHTUHHOT'O XPaHEHUS JIEKaPCTBEHHBIX MIPAKTUKU XpaHEHUs
npenaparoB?

9. OcgelieHbl JIM TOMEIEHUS U 30HbI, nyHKT 17 IIpaBun
UCIOJIb3YEMbIe JJIS1 XPAHEHU JICKapCTBEHHbIX | HaJUIeXKalel
npenapaTos? MIPAKTUKU XPaHEHUS
OTneneHsl 11 aAMUHUCTPATUBHO-OBITOBBIE yHKT 19 IlpaBun

10. |nomerieHus OT MOMEIEHUH XpaHEHUS Ha/Iexarien
JIEKapCTBEHHBIX MTPenapaToB? MIPAKTUKU XpaHEHUS
Nwmeercs nu otnenbHast 30Ha (1IKadbl) s myHKT 25 [IpaBui

11 | Xpanenus 000py10BaHUs1, UHBEHTaps U Ha/Iexaren

" |MarepuanoB /s yOOpKU (OYUCTKH), a TaKXKe MIPAKTUKU XPAHEHUS
MOIOIINX U Ie3UHPUIHPYIOMIHUX CPEICTB?
[TpoBonuTcs nu yoopka noMenieHuit (30H) it | myHKT 25 [IpaBun

12. |XxpaHeHus JEKapCTBEHHBIX NPEMApPaTOB B Ha/Jexarnien

coorBeTrcTBUU ¢ COIlom?

IIPAKTUKU XPAHEHUS
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HMeercs nu rimaakas oTaelIKa MOMEIEHUH IS
XpaHEeHU JIEKAPCTBEHHBIX IIPENapaToB
(BHYTpEHHHE ITOBEPXHOCTH CTEH, ITOTOJIKOB),

nyHKT 25 [IpaBun
Haj1exKalen
MPAaKTUKU XPAHEHUS,

13. | momyckaromasi BO3MOXKHOCTb TIPOBEICHUS myHKT 6 [TpaBun
BJIQKHOW YOOPKHU M HCKIIFOYAIOLasi HAKOIUICHHE | XPAHEHUS
U ? JIEKapCTBEHHBIX
CPEICTB
ObecneueHa iy 3amuTa MOMELICHUN 715 yHKT 26 [IpaBun
14, | XPAHEHNS JICKAPCTBEHHBIX NPENAPATOB OT HaJJIexKalen

IIPOHUKHOBEHUS HACEKOMBIX, I'PBI3yHOB WJIN
JPYTUX )KUBOTHBIX?

IIPAKTUKH XPpaHCHUA

Wndpactpykrypa. O6opynoBanue (rnasa [V IlpaBun Hajuexamieil NpakTUKU XpaHEHUS;

HpaByma XpaHCHUA JICKAPCTBCHHBIX CpeI[CTB)

15. |HWmeercs nu HEOOX01UMOE 000pyAOBaHHE (B nyHKT 11 IIpaBun
XOpOIIIEM COCTOSIHUU U YUCTOE), HaJJIeKaIen
MPUHAJIeKAIEE OpPraHU3allMK Ha MPaBe MIPAKTUKU XPaHEHUS
cOOCTBEHHOCTH WUJTM HA THOM 3aKOHHOM
OCHOBAaHUU?

16. |OcHaileHsl ¥ OMEIICHUS I XpaHEeHUs nyHKT 7 [IpaBun
JIEKApCTBEHHBIX CPEJICTB MPUOOpaMH ISt XpaHeHUS
pEerucTpaluy napaMeTpoB BO3yXa: JIEKapCTBEHHBIX

CpenCTB
TepMoMeTpamu? nyHkKT 7 [TpaBun
XpaHEeHUSs
JIEKapCTBEHHBIX
CpenCTB
yHKT 37 [IpaBui
HaIexalien
MPAKTUKU XPaHECHUS
rurpomeTpamu’? nyHkKT 7 [TpaBun
XpaHEeHUSs
JIEKapCTBEHHBIX
17. CpPENCTB
nyHKT 37 [IpaBun
HaJyIeKallen

INPAaKTUKHU XPAHCHUA

AIIEKTPOHHBIMU TUTPOMETpaMu?

nyHkKT 7 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

nyHKT 37 [IpaBun
HajIexxalen
MIPAKTUKU XPaHEHUS
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TEpPMOTUTPOMETPAMHU?

nyHKT 37 [IpaBui
Haj1exKalen
MPAKTUKU XPAHEHUS

PazMemarorcs mm HU3MCPUTCIIbHBIC YaCTU

nyHKT 7 [IpaBun

pUOOPOB IS PETUCTPALIUN TTAPaAMETPOB XpaHeHUs
18. |BO3myxa Ha pacCTOSIHMH HE MEHEe 3 M OT JIEKapCTBEHHBIX
JIBEPEii, OKOH U OTONHUTEILHBIX IPHOOPOB M HA | CPECTB
Bbicote 1,5 - 1,7 M oT nmona?
Peructpupytorcs nu nokazanus npudopoB s | myHKT 7 [IpaBun
pETHCTpAIMH [TaPaMETPOB BO3/IyXa €KECTHEBHO | XpaHCHHS
B CIIEIIUAILHOM JKypHaJe (KapTe) perucTpaluy | JIeKapCTBEHHBIX
19. |Ha OyMa)KHOM HOCHUTEIIC WIH B MJICKTPOHHOM CpPEICTB
BU/JIE C apXUBaIMen (7151 SIEKTPOHHBIX
TUTPOMETPOB), KOTOPBIN BeACTCS
OTBETCTBEHHBIM JIUILIOM?
CepTtudunmpoBaHnsbl, KaauOpOBaHbI U nyHKT 7 [IpaBun
00, |TOABEPralOTCS JIM MOBEPKE KOHTPOIMPYIOUIHE | XPAHEHHS
pUOOPHI 1711 pErUCTPAIH TapaMETPOB JIEKapCTBEHHBIX
BO3IyXa? CpeICTB
Nwmeetcst mu xomoauiibHOE 000pyI0BaHUE: myHKTHI 21, 36, 37
[IpaBun
HaIexamen
MIPAKTUKU XPaHEHUS
XOJIOIWJIbHBIE KaMEPhI WIH CTICIIHAIBHO myHKTHI 21, 36, 37
21 000pyTI0BaHHOE TTIOMETIICHHE? [TpaBun }
HaJIJIe)KaIeH
MIPAKTUKN XPaHCHUS
(dhapmarieBTHUeCKie XO0NOoAuIbHbIe Kapbel | myHKTH 21, 36, 37
VT XOJIOIMIHHUK JIJISE XpPaHEHUS [Tpasun
TEPMOJIAOUITBLHBIX JIEKAPCTBEHHBIX CPENICTB? | HAIe)KAIIEH
MIPAKTUKU XPaHEHUS
Nmetrotes i cuCTeMbI KOHIUITMOHUPOBAHUS B | MyHKTHI 21, 36, 37
MTOMENICHUAX XPaHEHHUS JIEKapCTBEHHBIX [TpaBun
npenaparoB? HaJjIeXalen
29 MPaKTUKU XPaHEHUS,
myHKT 4 [TpaBuin
XpaHCHUS
JIEKapCTBEHHBIX
CpenCcTB
HNmMerorcs nu cucTeMbl BEHTWIALMU B nyHKTHI 21, 36, 37
03 | MOMEIICHUSAX XPAHEHHS JIEKapCTBEHHBIX [Tpaswm
" |mpemnapaToB? HaIeXalen

MIPAKTUKU XPAHEHNUS,
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nyHKT 4 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

24,

Nmerotcst mu mikadbl METALTHYECKUE UITH
JICPEBSIHHBIE NIl XpaHEHHsI IEKaPCTBEHHBIX
MpenapaToB, MOICKAITUX
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy?

nyHKT 31 [IpaBui
HaJjaexKalen
MPAKTUKU XPAHEHUS

25.

Wmeetcs nu muioMOup 1Uis orie4aThIBaHus B
KOHIIe paboyero THS mKahoB METATHYECKUX
WIN ACPEBSHHBIX (MU MOMEILEHHI) 1715
XpaHEeHHUs JICKAPCTBEHHBIX MPETIapaToB,
MOJUIeXKAIUX PEIMETHO-KOIUYECTBEHHOMY
yuery?

nyHKT 31 [IpaBun
HaJIeKaIen
IIPAKTUKU XPAaHEHUS

26.

HNmeroTcs nu B MMOMCHICHUAX IJId XPaHCHUA
JICKApCTBCHHBIX MPCIIAPATOB:

nyHKT 29 [IpaBui
HaJUIeKallen
MIPAKTUKU XPaHEHUS;
nyHKT 31 [IpaBun
HaJIeKaIen
IIPAKTUKU XPAHEHUS;
yHKT 5 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

cTeIaXxu?

myHKT 29 IIpaBun
HaIexamen
IIPAKTUKU XPAHEHUS;
nyHKT 31 [IpaBuin
HajIexalien
MIPAKTUKU XPaHEHUS;
nyHKT 5 IIpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPENCTB

mKagbI?

yHKT 29 [IpaBun
HajIexallen
MIPAKTUKU XpaHEHUS;
nyHKT 31 IIpaBun
HaIexaIen
IIPAKTUKU XPAHEHUS;
yHKT 5 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

OII0HBI?

myHKT 29 IIpaBun
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HaIexamen
IIPAKTUKU XPAaHEHUS;
nyHKT 31 [IpaBun
HajIexKalen
IIPAKTUKU XPAaHEHUS;
nyHKT 5 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

MOJATOBAPHUKHU? nyHKT 29 [IpaBun
HaJUIeKalIeH
MIPAKTUKU XPaHEHUS;
yHKT 31 IIpaBun
HaIexalen
MPaKTUKU XPAHEHUS,
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

WwmeroTcst u 3amacHble TIOBEpEeHHBIE cpeacTBa | MyHKTH 39, 40
U3MEpEHUS B Cllydyae peMOHTa, TexHuueckoro | IIpaBun
o0cy>)KMBaHUs1, TOBEPKU 000PYIOBAHUS U HaJIJIe)KaIen
CPEICTB U3MEPEHUA? IIPAKTUKU XPAHEHUS;
yHKT 7 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

217.

ITpomiecchl  AeATENbHOCTH CyObEKTa PO3HUYHOM TOPrOBIM TOBAapaMU  alTE4HOTO
accoptumenTa. JleiicTBus cyObekTa oOpallieHus JeKapCTBEHHBIX MPEnapaToB M0 XpaHEHUIO.
JIOKyMEHTBI TI0 XpaHEHHIO JIeKapCTBEHHBIX NpenapaTtoB. OneHKa AesiTeIbHOCTH (cTaThs 58,
nyHKT 3 ctaten 9 61-®3; rmaa V, VI [IpaBun Hajexamei npakTiku XxpaHenust; [Ipasua
XpaHeHus JiekapcTBeHHBIX cpeacts; rmaBa VI m VIII IlpaBun naanmexamell anteuHou
MIPAKTHKN)

COOTBETCTBYIOT JIU CBEJICHUS PE3YIIHTATOB yHKT 46 [IpaBui
[IPUEMOYHOIO KOHTPOJIA CBEICHUAM B HaJuIexalen
TOBapOCOINPOBOJIUTEIBHON JOKYMEHTALINU: MIPAKTUKU XPaHEHUS;
nyHKT 40 [IpaBun
XpaHEHUS
JIEKapCTBEHHBIX

28. CpesncTB

II0 ACCOPTUMEHTY U KOJIMYECTBY? yHKT 46 [IpaBui
HaJyIeKaIleH
IIPAKTUKU XPAaHECHUS;
yHKT 40 IIpaBun
XpaHEHUs
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JIeKapCTBEHHBIX
CpencTB

0 Ka4ecTBY?

yHKT 46 [IpaBui
HaJUIeKalleH
MIPAKTUKU XPAHEHNS,
nyHKT 40 [IpaBuin
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

10 COOJIIOJIEHUIO CIEIIMAIbHBIX YCIOBHM
XpaHeHus (MpH HATUYUH TaKOTO
TpeOOBaHUsI B HOPMATUBHOM JOKYMEHTAlUU
Ha JIEKapCTBEHHBIHN npenapar)?

yHKT 46 [IpaBui
HaJUIeKalleH
MIPAKTUKU XPAHEHNS,
nyHKT 40 [IpaBuin
XpaHEHUs
JIEKapCTBEHHBIX
CPEXCTB

110 HAUIMYHUIO MOBPEKIAECHUN TPAHCTIOPTHOMN
Tapbl?

yHKT 46 [IpaBui
HaJUIeKalleH
MIPAKTUKU XPAHEHNS,
nyHKT 40 [IpaBuin
XpaHEHUs
JIEKApCTBEHHBIX
CPENCTB

Co3pnaHa nu mpueMHasi KOMUCCHUS IS
MPOBEACHUS TPUEMOUYHOTO KOHTPOJIS,

yHKT 49 [IpaBun
HajIexalien

29. .
yTBEPKICHHAs TPUKA30M PYKOBOAUTENS anTEeYHOM MPAKTHKU
CcyObeKTa pO3HUYHOM TOPTOBIN? XpaHEeHUs
OdopMASIOTCS JIM ¢ TIPOCTABJICHHUEM IITaMIia 0 | myHKT 46 [IpaBun
MpUEMKE, MOAMUCHI0 MaTepUAIbHO HaJuIexanen
OTBETCTBEHHOTO JIMIIa, 3aBEPEHHOMN NIeYaThIO anTEeYHOU MPAKTUKU
(npu HanM4YMK) cyOBEKTa POSHUYHOW TOPTOBIIH:

cueta-pakTypsl? nyHKT 46 [IpaBun
HaJyIeKallen
30 anTEeYHOU NMPAKTHKU
TOBAPHO-TPAHCIOPTHBIC HAKIATHBIE? nyHKT 46 [IpaBun
HaJyIeKallen
anTEeYHOU NMPAKTHKU
peecTp TOKYMEHTOB IO KaueCTBY? nyHKT 46 [IpaBun
HaJyIeKallen
anTeYHOU MPAKTUKU
31 IIpoxondT 1 TOBapkl anTe4Horo accoptumenTa | myHKT 50 [Tpasun

710 TI0JIa4¥ B TOPTOBYIO 30HY MPEANPOAAXKHYIO

HaIeXalen
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MOJATOTOBKY ?

alTeYHOM MPAKTUKHU

W aeHTuduumpyroTcs Jin XpaHauyecs

nyHKT 29 [IpaBun

JIEKapCTBEHHbIE CPEJICTBA B COOTBETCTBUHU C HaJuIexalen
30 IpPUMEHSEMOI CyObEeKTOM 00paleHHs MPaKTUKU XPAHEHNUS,
" | mexapcTBEHHBIX IpenapaToB cucteMoil yuera? |myHKT 49 [Ipasun
HaJUJIeKallen
MIPaKTUKU XpaHEHUSI.
OcyiecTBisieTcs 1 XpaHEeHUE JIEKapCTBEHHBIX | MyHKT 47 [IpaBun
IIPErapaToB ¢ y4ETOM TpeOOBaHUMA: HaJIexalen
MIPAKTUKU XPaHEHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB
HOPMAaTUBHOM JTOKYMEHTALVH, nyHKT 47 [IpaBui
COCTaBJIAIOLIEH PErUCTPALIMOHHOE HaJIexalen
JIOChE€ Ha JIEKapCTBEHHBIN Mpenapat? MIPAKTUKU XPaHEHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB
33.
MHCTPYKIUU 10 MEIULIUHCKOMY nyHKT 47 [IpaBuin
IIPUMEHEHNIO? HaJuIexalen
MIPAKTUKU XpaHEHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB
nH(popMalnu, cofeprKaliencs Ha yHKT 47 [IpaBui
MEPBUYHOMN ¥ (WJIM) BTOPUIHON HaJUJIeXKallen
YIaKOBKE JIEKapCTBEHHOTO Mpernapara U | IPaKTUKU XpaHEHUS;
TPAHCIIOPTHOM Tape? nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB
Pa3memniarorcs in JiekapcTBEHHBIE TpenapaThl B | MyHKT 49 [IpaBun
MOMEILEHUAX U (WIN) 30HaX AJIs XpaHEHUS HaJyIeKallen
JIEKApCTBEHHBIX NIPEMNApaTOB B COOTBETCTBUMU C | TPAKTUKHU XPAHEHNUS,
TpeOOBaHUSIMHU HOPMAaTUBHOM TOKyMEHTauu M | MyHKT 8 [IpaBun
34 (wm) TpeOOBaHMAMU, YKa3aHHBIMU Ha XpaHCHUS
YIaKOBKE JIEKapCTBEHHOTO Mpernapara, ¢ JIEKapCTBEHHBIX
Y4ETOM: CpEenCTB
(U3UKO-XMMHYECKUX CBOWCTB nyHKT 49 [IpaBun
JIEKapCTBEHHBIX MTPenapaToB? HaJuIexalen
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MIPAKTUKU XpaHEHHUS;
myHKT 8 [TpaBuin
XpaHEHUS
JIEKapCTBEHHBIX
CpeAcTB

(bapMakoJIOrn4ecKux rpymm?

nyHKT 49 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS;
myHKT 8 [TpaBui

XpaHCHHS
JICKApCTBCHHBIX
CpeiAcTB

criocoba BBeIEHUS JIEKApCTBEHHBIX nyHKT 49 [IpaBui

npenaparoB? HaJJIeKaIen

IIPAaKTUKU XPaHEHUS,
nyHKT 8 IIpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

XpaHsTCs 1 CBETOYYBCTBUTEIbHBIC
J'ICKapCTBeHHble npenapaT},I B 3alIIUIIICHHOM OT
cBeTa Mecrte?

nyHKT 52 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS;

35. MYHKTHI 24 - 26
[IpaBun xpaneHus
JIEKapCTBEHHBIX
CPEICTB
XpaHATCs JIU BIIarO4yBCTBUTEIILHBIE yHKTHI 21, 47
JIEKapCTBEHHbIE CPEJICTBA B 3alIMILIEHHOM OT | [IpaBun
BJIaru MecTe? HaJuIexalen
MPAKTUKHA XPaHCHHUS;
36.
MYHKTHI 27 - 29
[IpaBun xpaneHust
JIeKapCTBEHHBIX
CpEICTB
HasnaueHo nu npuka3oM pyKOBOAUTEIS myHKT 66 [IpaBui
CcyObeKTa PO3HUYHOM TOPTOBJIM OTBETCTBEHHOE | HAJIeXKAIeH
37. |nuno 3a paboty ¢ GamsCUPUITUPOBAHHBIMH, anTEeYHOM MPAKTHKU
N00pOKauYeCTBEHHBIMU, KOHTPA(aKTHBIMU
TOBapaMHu arTeYHOro acCOpTUMEHTa?
W305mupoBaHbl JI1 CELUATBHO nyHKT 55 IIpaBuin
3g |MPOMApKHPOBAHHBIC JIEKAPCTBEHHBIC HaJuIexalen
npernaparsl, IpeAHa3HauYeHHbIE 115 MIPAKTUKU XpaHEHUs
YHUUTOXKEHUA?
39. |M3onupoBaHbI JH: nyHKT 30 [IpaBun
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HaIexamen
IPAKTUKHA XPAHEHUS

JIEKApCTBEHHBIE ITPENapaTsl, B OTHOLIECHUHN
KOTOPBIX IPHUHATO PELICHUE O
IIPUOCTAHOBJIEHUU PUMEHEHUS?

nyHKT 30 [IpaBuin
HaJUIeXalen
MPAKTUKU XPAHEHUS

JICKApCTBCHHBIC IPCIIapaThbl, B OTHOMICHUHU
KOTOPBIX MPUHATO PEIeHHE 00 U3BATUU U3
obparenus’?

yHKT 30 [IpaBui
HaJyUIeXalen
MPAKTUKU XPAHEHUS

¢danbcupuIMpoBaHHbIE,
He100pOKayeCTBEHHbIE M KOHTpa(aKTHbIE
JIEKapCTBEHHbIE MpenaparThbl?

nyHKT 30 [IpaBui
HaJyUIeXXalen
MPAKTUKU XPAHEHUS

HNmerotcs 11 JOKYMEHTBI, OITUCHIBAKOIINE
JICCTBUSI, BHITIONHSIEMBIE CyOBEKTOM
oOpareHus JeKapCTBEHHBIX MPENapaToB,
HaMpaBJICHHbIE HA COOII0ACHNE TPeOOBaHUA,
ycTaHoBJIEHHBIX [[paBunamMu Hamiexamen
MPaKTUKU XPAHEHUS:

MYHKTHI 41 - 43
[IpaBun
HaIeKaIen
IIPAKTUKU XPAHEHUS

UHCTpyKUUN?

MYHKTHI 41 - 43
[IpaBun
HaJyIeKallen
MIPAKTUKU XpaHEHUS

CTaHAAPTHBIC OIICPALMOHHBIC IIPOLCAYPhI

myHKTHI 41 - 43

40. (COITr1)? [TpaBun
HaIeXaluen
MPAKTUKU XpaHEHHUS
OTYeTHhI (CBOJIHBIE KYypHAaJbI)? MYHKTHI 41 - 43
[IpaBun
HaJIeXaIen
MPAKTUKU XpaHEHHUs
JIOTOBOPBI? myHKTHI 41 - 43
IIpaBun
HaIeXalen
MPAKTUKU XpaHEHUS
Benercs nmn ydet nekapCcTBEHHBIX CPEJICTB € nyHKT 11 IIpaBuiia
41, |OTPAHMIEHHBIM CPOKOM FOHOCTH Ha XpaHEeHUS
" | OyMa)KHOM HOCHUTEJIE WIH B AJIEKTPOHHOM BUJIE |JIEKApPCTBEHHBIX
C apxuBalueun? CPEICTB
VYcTaHOBIIEH M pyKOBOAMTENEM opranuzanuu | myHKT 11 [IpaBun
4o, |TIOPATIOK BEJICHHUS YUeETa JIEKAPCTBEHHBIX XpaHEHUS
CPEJCTB C OrPAaHUYEHHBIM CPOKOM? JIeKapCTBEHHBIX

CPEICTB
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Nmeetcs mu pa3paOOTaHHBIN U YTBEPKICHHBIN
KOMIUIEKC MeEp, HaIllpaBJICHHBIN HA
MUHUMU3ALUI0 PUCKAa KOHTAMHHALIUN
JIEKApCTBEHHBIX IIPENAPATOB, C YIETOM
YCIIOBUIN COOIOICHUS 3aIUTHI OT (PaKTOPOB
BHEIITHEH cpebl ¢ 0hopMIICHUEM:

yHKT 24 [IpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

MPUKa30B? nyHKT 24 [IpaBun
43. HaaexKallen
IIPAKTUKU XPAaHEHUS
COIloB? myHKT 24 IlpaBun
HaJUIeKalleH
MIPAKTUKU XpaHEHUS
UHCTPYKUNN? yHKT 24 [IpaBui
HaJUIeKallen
MIPAKTUKU XpaHEHUS
Peructpupyrorcs nu pe3ynbTaTsl nyHKT 21 IIpaBui
TEMIIEPATyPHOI0 KapTUPOBAHUS U BIAXKHOCTH B | HAJIEKAIIEH
CHEIHAJIbHOM JXypHaje (KapTe) perucTpaluuu | PaKTUKU XPaHEHUs;
Ha OyMa)KHOM HOCHUTENE U (UJIH) B yHKT 23 [IpaBun
44, |P7CKTPOHHOM BH/IC EHKETHEBHO, B TOM UHCIC B HaJuIexalen
BBIXOJHBIE U NPa3JHUYHbIE THU? IIPAKTUKU XPAaHEHUS;
yHKT 7 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB
XpansTcs I )KypHaisl (KapThl) peructpaiuu | myHKT 21 [TpaBun
TEMIIEPaTypPHOTr0 KapTUPOBAHUS B TEUECHUE HaJuIexanen
IBYX JeT? MIPAKTUKU XPAHEHUS;
nyHKT 23 [IpaBuin
45, HajIexallen
MIPAKTUKU XPaHEHUS;
nyHKT 7 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB
CobnroaeTcs i 3aIpeT Ha COBMECTHOE nyHKT 34 [IpaBun
XpaHEHUE B OJJHOM TEXHUUYECKU YKPEIUIEHHOM | HaJlIeKalei
MMOMENIEHUY JIEKAPCTBEHHBIX MTPENapaToB, MIPAKTUKU XPAHEHHUS
46, |TPELYCMOTPEHHBIX ITYHKTOM 32 IlpaBun
HaJJIeKalllel MPaKTUKU XPaHEHUs, U
JIEKapCTBEHHBIX MPENapaToB, COAEPKAIINX
CUJIBHOJICUCTBYIOIIME UITU SIJOBUTHIE
BelecTBa?
47. | Cobinroiaercs Jiv 3alpeT Ha XpaHEHUe nyHKT 51 IIpaBun
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HaIexamen
IPAKTUKHA XPAHEHUS

OTHEOIACHBIX U B3PBIBOOIIACHBIX
JIEKAPCTBEHHBIX IIPENApaToOB BIAJIU OT:

orus? nyHKT 51 IIpaBun
HaJUIeKallen
MIPAKTUKU XpaHEHUS

OTOIUTENIbHBIX TPHUOOPOB? nyHKT 51 IIpaBun
HaaexKallen

IIPAKTUKU XPAHEHUS

BO3JCHCTBUS NPAMBIX COJIHEUHBIX JIyuer? | myHKT 51 [IpaBun
HaJaexalen

IIPAKTUKU XPAHEHUS

CobmroiaeTcest Jn 3alpeT Ha XpaHEHHE B
MOMEUICHUSAX XPAaHCHHS JEKapCTBEHHbIX
IpernaparoB:

nyHKT 20 [IpaBui
HajaexKalen
MPAKTUKHU XPAHEHUS

MUILEBBIX MPOTYKTOB? nyHKT 20 [IpaBun
HaJyIeKaIlen

IIPAKTUKH XPpaHCHUA

TaOaYHBIX U3JICTUIN? nyHKT 20 [IpaBun
48. HaJuIexalen
MIPAKTUKU XPaHEHUS

HAITUTKOB (32 UCKIIOUYEHHUEM MTUTHhEBOU nyHKT 20 [IpaBun
BOJIbI)? Haiexalien
MIPAKTUKU XpaHEHUS

JICKApCTBCHHBIX MPCIIapaTOB,
NpE€aAHa3HAYCHHBIX IJId JIMYHOI'O
HCHOHBSOB&HHHpa6OTHHKaMH?

nyHKT 20 [IpaBun
HaIexaIen
IIPAKTUKU XPAaHEHUS

(mosmxHOCTE M MO OOJIKHOCTHOTO JiMlla, S3aloJIHMBIIEI'O
IPOBEPOYHHM JIMCT, [NOONMCH, IHaTa)

(mojrxHOCTE M OMO IOJIKHOCTHOTO JMIla KPUIMYECKOTO JiMila, NPUCYTCTBOBABIIETO
OpKY 3aloJIHEHUM [NPOBEPOYHOTO JMCTa, NOANMCH, IaTa)

[Ipunoxxenne N 7

K npukazy denepanbHON CITyKObI

M0 HaJ30py B cepe 3IpaBOOXpaHEHUS
o1 09.11.2017 N 9438

dopma
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[IpOBEPOUYHEIM JIUCT

(CrnnMCcok KOHTPOJIBHEIX BOIIPOCOB), MCIOJIb3yeMeM denepalibHOM CJIyXOou
IO Han30py B cbhepe 3OpaBOOXPAaHEHUS UM €e TEePpPUTOPMAJIbHEMM OpI'aHaMu
IpY NPOBEIEHMUM IIJIAHOBBIX NPOBEPOK IIPM OCYLIeCTBJIeHUM QelepalibHOI'O
TOCYyIapCTBEHHOTO HaAzopa B chepe obOpaueHMUs JIeKapCTBEHHHX CPEeAOCTB
(XpaHeHMe JIEKapPCTBEHHBIX MNpelnapaToB OJid MEeOMLUMHCKOIO IIPMMEeHEHMS

B alTekKe NPOM3BOINCTBEHHOM C NPaBOM M3TOTOBJIEHMS ACEITUUECKUX

JIEKaPCTBEHHEIX [IpenapaToB)

(HaMMeHOBAaHME OpTaHa, OCYUECTBJIAKIETO IIJIAHOBYK NPOBEPKY)

1. Bun TOCYyIapCTBEHHOTO KOHTPOJIA (Hanm3opa)

2. [IpenmeT 1JIaHOBOMU NIPOBEPKM OPUOMYECKUX JIML UM MHIOUBMIYAJIbHBIX
NpennprHuMaTesen OrpaHMUYMBaeTCsa OOA3aTeNbHEMM TpeOOBaHMAMM, COOJIOISHUE
KOTOPHIX ABJIAeTCA HamboJjiee BHAUMMBEIM C TOYKM 3PEHMA HEeIONYyUWEeHMSA BO3HMKHOBEHUSA
YyIT'PO3BEl NPUMUMHEHMSA Bpela XM3HM, 3IOPOBBIOD TI'PaxIaH, W3JIOXKEeHHEIMM B Qopme
IIPOBEPOYHOTO JIMCTa (CIOMCKa KOHTPOJIBHBEIX BOIPOCOB) .

3. HamMeHOBaHMe HOPUIOMYECKOTO JMLa, QaMmiIMsa, MMS, OTUYECTBO (IpM HaJIM4dumM)
VHIMBUAYAJIBHOTO MNPEeNIpMHUMATEIA

4. MecCcTO NpPOBENEHMA IJIAHOBOM I[POBEPKM C BalOJIHEHMEM IIPOBEPOYHOI'O JIMCTA:

5. PexBM3UTHE NpMKasza O NPOBEIeHUM IIJIAHOBOM MNPOBEPKM: OT

N .
6. VYUYeTHBEM HOMEp MNPOBEPKM M HaTa [IPMCBOEHMS YyUYEeTHOT'O HOMepa IPOBEPKM B
EIMHOM peecTpe INPOBEPOK: .
7. JOJIXHOCTE, bammnms u MHULIMAJIBE OOJIKHOCTHOT'O JnLa (J11111) ,
NPOBOOAWETO (MX) IJIAHOBYK INPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, OTpaxXawlMX CoIepXaHMKe o0g3aTeJIbHEIX TpeOoBaHUM,

OTBET Ha KOTOPHE ONHO3HAYHO CBUIETEJBLCTBYET O COOJIONEHUM UJIM HeCOOJIoLeHMU
OPUINYECKUM JIMLIOM, MHIAMBUIYAJILHEM [IPEINPUHMMATEJIEM O0sS3aTeJIbHEX TpeOoBaHMI,
COCTaBJIANIMX [IPEIMET MNPOBEPKM:

N Bonpocsl, oTpakaromue cofep;xanue PexBu3uThI BriBOI O
n/n 00s13aTeNIbHBIX TPeOOBaHUN HOPMaTHUBHBIX BBITIOJTHEHUH
IIPABOBBIX aKTOB, C | TpeOOBaHUM

yKa3aHUEeM UX
CTPYKTYPHBIX Aa
€/IMHUIL, KOTOPBIMHU
YCTaHOBJICHBI
00s13aTeIbHBIC
TpeOOBaHUs

HET

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpamieHnn JTeKapCTBEHHBIX
cpenctB" (CobOpanue 3akoHomarenbcTBa Poccmiickoit denepamuu, 2010, N 16, ct. 1815;
2016, N 27, cr. 4283) (mamee - 61-®3); [lpaBwia Hamnmexameld MPAKTUKH XpaHEHUS H
NIEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB A MEIUIMHCKOTO NMPUMEHEHUs, YTBEP)KICHHbIE
npukazoM MunucrepcTBa 3apaBooxpaHenust Poccuiickoit @enepanyu ot 31 aBrycra 2016 1.
N 646H (3apeructpupoBaH MunucTepcTBoM toctuliuu Poccuiickoit @eneparnuu 9 sHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - [IpaBuna Hajgiexariei NpakTUKU XpaHEHUS);
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[IpaBuna Hajgnexamed anTeyHOW MPAKTUKU  JICKAPCTBEHHBIX  IpEnapaTtoB s
MEJIMLIUHCKOTO MPUMEHEHUSs, YTBEPKJCHHbIE MPUKAa30M MUHHUCTEpCTBA 3ApaBOOXPAHEHUS
Poccutickoit @enepanun ot 31 aBrycra 2016 r. N 6471 (3apeructpupoBad MUHHUCTEPCTBOM
toctunuu Poccuiickoit @enepanun 9 suBaps 2017 r., peructpanuonssiii N 45113) (nanee -
[IpaBuia Haanexaield anteyHoi npakTuku); [IpaBuna xpaHeHHs JIEKapCTBEHHBIX CPEJICTB,
YTBEP)KICHHbIE TPUKa30M MMHHCTEpPCTBA 3PAaBOOXPAHEHUS U COLUAIBHOIO Pa3BUTHS
Poccutickoit ®enepanuu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHUCTEPCTBOM
toctuiuu Poccwmiickoit @enepanun 4 oktsOps 2010 r., perucrparmonnsii N 18608) ¢
M3MEHEHHUSMHU, BHECEHHBIMHM MPUKA30M MMUHHCTEPCTBA 3APAaBOOXPAHEHUS M COLUATBHOIO
pasButus Poccuiickoit @enepauuu ot 28 nmexabps 2010 r. N 1221n (3apeructpupoBaH
MunucrepctBoM toctuninu Poccuiickoit @enepanuu 4 despans 2011 r., peructpaiioHHBINA
N 19703) (nanee - [IpaBuna xpaHneHust JIEKapCTBEHHBIX CPEJICTB)

Vnpasnenue kadectBoM (ctathsi 55 61-®D3; rmasa II IlpaBun Haanexamied antedHOR
MIPAKTHUKH )

Y TBep:KIeHbI JIU PyKOBOJHUTENIEM CyObeKTa
oOpallieHus JIEKapCTBEHHBIX CPEICTB
CTaHJapTHBIE ONEPAL[IOHHBIE POLIEAY PbI
(mamee - COII)?

nyHKT 4 [IpaBun
HaIeKaIen
anTEeYHOM MPaKTUKH

Nmeetcst i JOKyMEHTAIUSI CUCTEMBI KAa4eCTBA
Ha OyMaXHBIX U (WJIH) JIEKTPOHHBIX
HOCHUTEJISX:

nyHKT 5 [IpaBun
HaJUIeKalleH
anTEeYHOU NMPAKTUKU

KYpHaJI pETUCTPALIUN TPUKA30B
(pacmiopspkeHHit) IO CyObeKTy POSHUYHOMN
TOPrOBJIM?

MOAMYHKT "n"
nyHkra 5 [TpaBui
HaIexamen
anTeYHOU NPAKTUKU

JKypHAJI €KEIHEBHOM perucTpanun
IapaMeTpOB TEMIIEPATYPBI U BIAXKHOCTH B
MIOMELICHUAX JUISl XPaHECHHUS
JIEKApCTBEHHBIX IpenapaToB?

n_.n

MOAIYHKT "K
nyHkTta 5 [TpaBun
HaIexalien
anTEeYHOU NMPAKTUKU

KypHaJ EPHOANICCKON PETUCTPAITUH
TEMIIEPATyPbl BHYTPHU XOJIOAHIBEHOTO
obopynoBaHus?

n_n

MOAITYHKT "1
nyHkra 5 [IpaBun
HaIeXalen
anTeYHOU NPAKTUKU

JKypHaJI y4eTa oreparuii, CBsI3aHHBIX C
oOpaleHreM JIEKapCTBEHHBIX CPEJICTB,
BKITFOUEHHBIX B TIEPEUYCHB JIEKAPCTBEHHBIX
CPEACTB, TOJIEKAIITIX
MPEeIMETHO-KOJIMYECTBEHHOMY yUeTy (TIpH
HaJIU4uH)?

MOAMYHKT "M"
nyHkta 5 [TpaBuin
HaJyIeKallen
anTeYyHOM MPaKTUKH

JKYpHaJI y4eTa JIEKapCTBEHHBIX [TPENapaToB
C OIpaHUYEHHBIM CPOKOM T'OJHOCTH?

n.n

MOAITYHKT "p
nyHkTta 5 [IpaBun
HaJUIeXKaIen
anTEeYHOU NMPAKTUKU
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’KypHaJI ydeTa MOCTYIUIEHUS U pacxoja
BaKIUH (TIpU HATUYUN)?

MOAMYHKT "X"
nyHkra 5 [IpaBun
HaIeXalen
anTEeYHOU NPAKTUKU

KYpHaJI PETUCTPALUU PE3YJIbTATOB
IIPUEMOYHOIO KOHTPOJIA?

noAnyHKT "¢"
nyHkra 5 [Tpasui
HaIeKaIen
anTEeYHOM MPaKTUKH

JKypHaJl pETUCTpaLMK OIepalui,
CBA3aHHBIX C 000POTOM HAPKOTUYECKUX
CPEJICTB, IICUXOTPOIHBIX BEIECTB U UX
IIPEKYpPCOPOB (MpH HATUUHUH)?

NoAMyHKT "y"
nyHkTa 5 [TpaBun
HaaexKallen
anTEeYHOU NMPAKTUKU

Cuctema oOecriedyeHUs] KadecTBa XPAaHCHHS M TIEPEBO3KH JIEKAPCTBEHHBIX MpPENapaToB
(crates 54 61-®3; rnasa I, mynkTs 3 - 6 [IpaBun HaUIeKaIIeH MTPAKTUKU XPAHEHUS )

HasnageHno nmmu PYKOBOIUTCIICM anTeyHOM
3. oprann3alnyu JUIo, OTBETCTBCHHOC 3a
BHCAPCHUC U o0OecrieueHre CUCTEMBI KauecTBa?

nyHKT 5 [IpaBun
HaJIeKaIen
IIPAKTUKU XPAHEHUS

Wndpactpykrypa. Ilomemenuss s XpaHEHHs JIEKAPCTBEHHBIX IpenaparoB (cTaTbs 58
61-®3, rmaBa IV IlpaBun Hammexamell mnpakTUKA XpaHeHws; I[IpaBuina xpaHeHUs
JIEKapCTBEHHBIX CpeACTB; 1aBa V IlpaBui Hajiexalel anTeuHol pakTUKY)

Nwmerotcst 1 HeoOxoauMbie moMennenus (uau) |myHKT 11 [IpaBun
30HBI, TPUHAJJISKAIIIE allTeYHON OpraHU3aliy | Ha/IIexKalei
4 Ha npaBe COOCTBEHHOCTH WJIM HA HHOM MIPAKTUKU XPaHEHUS
' 3aKOHHOM OCHOBaHHH, HEOOXOIUMBIE IS
OCYIIECTBJICHUS I€ATEIbHOCTHU 110 XPaHEHUIO
JIEKapCTBEHHBIX MPEenapaToB?
HNmeercs mu 0003HaUEeHHAS 30HA WIIH myHKTHI 15, 16
5 OTJIEIbHOE TIOMEUIEHUE TPUEMKHU [IpaBun
' JIEKapCTBEHHBIX MpEmapaToB? HaJIJIe)KaIen
MPAKTUKU XpaHEHUS
Nwmeercs nu 0003HaUeHHAs 30HA WK MyHKTHI 15, 16
5 OTJIEIbHOE TIOMEIICHHE XPaHEHUs [IpaBun
' JIEKapCTBEHHBIX MPEMapaToB, TPEOYIOIIUX HaJIJIe)KaIen
CHeIHAbHBIX YCIOBUI? MIPAKTUKU XpaHEHUS
Nmeetcs nu A XpaHEHUS BBISBICHHBIX MyHKTHI 15, 16
banbcuPUIMPOBaAHHBIX, [IpaBun
HEe100pOKaYEeCTBEHHBIX, KOHTpa(aKTHBIX HaJIexaIen
JIEKapCTBEHHBIX MPENapaToB: MIPAKTUKU XpaHEHUS
7.
o0o3Ha4yeHHast 30Ha? MyHKTHI 15, 16
[IpaBun
HaIeXalen
MIPAKTUKU XPAHEHUS



http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100055&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100055&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100054&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100054&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100053&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100053&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314858&dst=100618&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100014&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100015&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100023&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100022&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314858&dst=100636&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100036&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110451&dst=100011&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210618&dst=100125&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100037&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100047&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100052&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100047&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100052&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100047&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100052&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100047&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100052&fld=134

OTIENbHOE TOMeEIEHNE?

MyHKTHI 15, 16
[IpaBun
HaIeXalen
IIPAKTUKU XPAHEHUS

HMmMmeeTcs 1u 30Ha WM OTJICIILHOE IIOMCIICHHC,

MyHKTHI 15, 16

obecreunBaroasi Tpe0yeMble yCIOBHS IIpaBun
8. XpaHEeHUs JIEKapCTBEHHBIX MpenapaToB AJis HaJuIexalen
KApaHTUHHOI'O XpPaHEHUs JIEKAPCTBEHHBIX IIPAKTUKU XPAHEHUS
npenaparoB?
OcgerieHbl JIM TOMEIIEHUS U 30HbI, nyHKT 17 IIpaBui
9. HCIIOJIb3YEMBIE JUIsl XPAHEHUS JIEKapCTBEHHBIX | HAJUJIEKAIIEH
npenapaTos? MIPAKTUKU XpaHEHUS
OTtaeneHsl 11 aIMUHUCTPATUBHO-OBITOBBIE nyHKT 19 [IpaBuin
10. |nomerieHus OT MOMEIIEHUH XpaHEHUs HaJIexalen
JIEKapCTBEHHBIX MpenapaToB? MIPAKTUKU XpaHEHUS
Nwmeercs nu otnenbHast 30Ha (1IKagbl) s nyHKT 25 [IpaBui
11 | Xpanenus 000py10BaHUsl, UHBEHTaps U HaJIexalen
" |MarepuanoB /i1l yOOpKU (OYUCTKH), @ TAKXKe IIPAKTUKU XPAHEHUS
MOIOIIUX U J1€3UH(UIUPYIOIUX CPEACTB?
[TpoBoauTcs mu yoopka momemnieHui (30H) st | myHKT 25 [TpaBun
12. |xpaHeHus JE€KapCTBEHHBIX MPENapaToB B HaJIeXalen
cootBeTcTBUM ¢ COIloM? MIPAKTUKU XPAHEHUS
Nmeetcs v riajikas oTenKa moMenieHuit it | myHkt 25 [IpaBun
XpaHEHUs JIEKapCTBEHHBIX IIPENapaToB HaJuIeXalen
(BHYTpEHHME [TOBEPXHOCTH CTEH, TOTOJIKOB), MIPAKTUKU XPAaHEHUS;
13. | nomyckaromasi BO3MOXKHOCTb IIPOBEIEHUS myHKT 6 [TpaBui
BJIQ)KHOM YOOPKH U UCKJIIOYAOIIas HAaKOIUIEHHUE | XpaHEHHUS
nbun? JIEKapCTBEHHBIX
CPEICTB
ObecneueHa ¥ 3amuTa MOMEIICHUN /TS myHKT 26 IIpaBun
14, |XPaHEHHS JIEKapCTBEHHBIX TPENapaTos OT HaJuIeXalen

MIPOHUKHOBEHHUS HACEKOMBIX, TPHI3yHOB WJIH
JPYTHUX )KUBOTHBIX?

MIPAKTUKU XPAHEHUS

WNundpactpykrypa. O6opynoBanue (rnaBa [V IlpaBun Hajiexamieil MpakTUKH XpaHEHUS;

[IpaBuiia XpaHeHUs JIEKApCTBEHHBIX CPEJICTB)

Nwmeetcs mu Heobxoammoe 00opyaoBaHue (B
XOPOIIIEM COCTOSTHUH U YHCTOE),

nyHKT 11 IIpaBun
HaIexalien

15. |mpuHajIexkalee opraHu3aliy Ha PaBe MPAKTUKU XPAHECHUS
COOCTBEHHOCTH MJIA HA NHOM 3aKOHHOM
OCHOBaHUM"?

16 OcHalleHsl JId MOMEIICHUs 711 XpaHEHUsI nyHKT 7 [TpaBun

JIEKapCTBEHHBIX CPEACTB MPUOOpaMHu st

XpaHECHUs
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perucTpanuy napaMmeTpoB BO3ayXa: JIEKapCTBEHHBIX
CpPENCTB
TepMoMeTpamMu’? nyHKT 7 IIpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpPENCTB
nyHKT 37 [IpaBui
HaJIJIeKaIen
MPAKTUKU XPAHEHUS
rurpoMerpamu? nyHKT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpPENCTB
nyHKT 37 [IpaBui
17. Ha/JIexKaIei
MPAKTUKU XPAHECHUS
3JIEKTPOHHBIMU TUTPOMETPaMu? nyHKT 7 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpPENCTB
nyHKT 37 [IpaBui
HaJIJIeKaIen
MPAKTUKU XPaHECHUS
TEpPMOTUTPOMETPAMHU? nyHKT 37 [IpaBun
HajIexalien
MPAKTUKU XPaHECHUS
Pa3zmemniarorcst i B3MEpUTENIbHBIE YACTH nyHKT 7 [TpaBun
puOOPOB AJIsl PETUCTPALIUU TTApaMETPOB XpaHEeHUs
18. |BO3ayxa Ha PacCTOSHUM HE MEHEe 3 M OT JIEKapCTBEHHBIX
JIBEPEii, OKOH U OTOMUTENHHBIX TPUOOPOB M HA | CPECTB
Beicote 1,5 - 1,7 M ot mona?
Peructpupytrorcs nmu nmokazanust mpuoopoB s | yHKT 7 [IpaBun
perucTpanuy napaMeTpoB BO3AyXa €KEIHEBHO | XPAHCHUS
B CIICIIMAJIBHOM XXypHaJie (KapTe) pEruCTpalliy | JICKapCTBEHHBIX
19. |Ha OyMa)KHOM HOCHUTEIIE WIH B MJIEKTPOHHOM CpENCTB
BHJIC C apXHUBaITUeH (7151 DJIEKTPOHHBIX
TUTPOMETPOB), KOTOPBIN BEIETCS
OTBETCTBEHHBIM JIMIIOM?
CeptudunmpoBaHbl, KaTHOPOBAHBI nyHkT 7 [TpaBun
20 MOJBEPTalOTCS JIU MTOBEPKE KOHTPOIUPYIOLIUE | XPAHEHHUS
" | mpuOOpBHI AJIS pETUCTPALIUU TTApaMETPOB JIEKapCTBEHHBIX
BO3/IyXa? CpEICTB
21. |HMwmeeTtcs U XOJIOAWIEHOE 000PYIOBAHHE: myHKTHI 21, 36, 37
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[TpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

XOJIOUIIbHBIE KAMEPhI W CHEIHAEHO
000py1I0BaHHOE TTOMEIIICHHE?

nyHkTeI 21, 36, 37
[IpaBun
HaJIJIeKaIen
MPAKTUKU XPAHEHUS

(dapmaleBTUYECKHE XOIOAMIbHbIE IIKa(bI
WIH XOJIOAWJIBHUK JJIs1 XpAaHEHUS
TEPMOJIaOUIIBHBIX JIEKAPCTBEHHBIX CPEICTB?

myHKTHI 21, 36, 37
[IpaBun
HaJIeKaIen
MPAKTUKU XPAHEHUS

HmeroTcst 11 CUCTeMbl KOHAULIIMOHUPOBAHUS B
MOMEIICHUSX XPaHEHHS JICKapCTBEHHBIX
IpenapaTos?

nyHkTeI 21, 36, 37
[IpaBun
HaJIJIeKaIen
MPAaKTUKU XPAHECHUS,

22. nyHKT 4 [IpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CPEICTB
HMmMerorcs nu cUCTEMBI BEHTWIALIAYU B myHKTHI 21, 36, 37
MIOMEUICHUSAX XPAHEHUS JIEKAPCTBEHHbBIX [TpaBun
npenaparoB? HaJIJIe)KaIen
23 MIPAKTUKU XPAHEHUS;
' yHKT 4 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CPEICTB
Nmetores nu mkadbl MeTaTUTMYECKUE I nyHKT 31 [IpaBun
o4 |ACDEBSHHBIC JUISl XPAHCHHUS JICKAPCTBEHHBIX HaJJIeKaIen
MpenapaToB, MOJICKAIUX MIPAKTUKU XPaHEHUS
MPEAMETHO-KOJINYECTBEHHOMY YUeTy?
Nmeetcst mu miioMOup 111 orieyaThIBaHUS B nyHKT 31 [IpaBun
KOHIIe paboyero JHs mKadoB METAUTMYECKUX | HAJJIeKAIeH
o5 | MU JICPEBAHHBIX (unu moMeneHui) s MIPAKTUKU XpaHEHUS
XPaHEHUS JICKaPCTBEHHBIX MTPENapaTosB,
MOJIEKAIUX MTPEIMETHO-KOJTUYECTBEHHOMY
yuery?
NmeroTcst 11 B TOMEIIEHUSIX JIsl XpaHEHUS nyHKT 29 [IpaBun
JIEKapCTBEHHBIX MPENapaToB: HaJIexanen
MIPaKTUKU XPAaHEHUS,
26. nyHKT 31 [IpaBun

HajIexxalen
IIPAKTUKU XPAaHEHUS;
nyHKT 5 IIpaBun
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XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

cTeIaxu?

nyHKT 29 [IpaBun
HaJIeKaIen
MPaKTUKU XPAHEHUS,
nyHKT 31 [IpaBui
HaaexKallen
MPaKTUKU XPAHEHUS,
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

mKagbl?

yHKT 29 [IpaBui
HaJjaexKalen
MIPAKTUKU XPAHEHNS,
nyHKT 31 [IpaBun
HaIexKaIen
IIPAKTUKU XPaHEHUS;
nyHKT 5 [IpaBun
XpaHeHus
JIEKaApCTBEHHBIX
CPEICTB

OIJ0HBI?

myHKT 29 IIpaBun
HaIexamen
IIPAKTUKU XPAaHEHUS;
nyHKT 31 [IpaBuin
HajIexalien
MIPAKTUKU XPAaHEHNS,
nyHKT 5 [IpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPENCTB

MTOATOBAPHUKU?

yHKT 29 [IpaBun
HajIexallen
MIPAKTUKU XPAHEHNS,
nyHKT 31 IIpaBun
HaIexamen
IIPAKTUKU XPAHEHUS;
yHKT 5 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

27.

NwMerotes 11 3anacHble IOBEPEHHBIE CPEJICTBA
U3MEPEHUs B CIIyyae PEMOHTA, TEXHUUECKOTO

myHKTHI 39, 40
[IpaBun
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o0cTy>)KMBaHUsI, TOBEPKH 000PYIOBAaHUS U HaJJIe)KaIen
CPEeACTB U3MEPEHUs? MIPAKTUKU XPAHCHUS;
nyHKT 7 [IpaBun
XpaHEHHUs
JIEKapCTBEHHBIX
CpeAcTB

[Ipoueccel  nesTeNnbHOCTH CyOBEKTa PO3HUYHOW TOPrOBIM TOBapaMH  arTE€YHOI'o
accoptumenTa. JleiicTBus cyObekTa oOpalieHus JeKapCTBEHHBIX MPEenapaToB M0 XpaHEHUIO.
JIOKYMEHTBI 110 XpaHEHUIO JIEKAPCTBEHHBIX IpenapaToB. OLeHKa AeaTeabHOCTH (cTaThs 58,
nyHKT 3 ctathu 9 61-D3; rmasa V, VI [IpaBun Hapnexamiei npaktuku xpanenus; [IpaBuia
XpaHeHus JiekapcTBeHHBIX cpeacts; rnaBa VI u VI IlpaBun nHaamexamieit antedHoin
MIPAKTHUKH )

CoOTBETCTBYIOT JIM CBEJCHUS PE3YJIbTATOB yHKT 46 [IpaBun
IIPUEMOYHOIO KOHTPOJISI CBEICHUSAM B HaJIeXaIen
TOBAapOCOINPOBOAUTEIBHON JOKYMEHTALIUU: IIPAaKTUKU XPaHEHUS,
yHKT 40 [IpaBui
XpaHEeHUs
JIEKApCTBEHHBIX
CPEICTB

10 aCCOPTUMEHTY U KOJIMYECTBY? yHKT 46 [IpaBun
HaIeKaIen
IIPAKTUKU XPAaHEHUS;
yHKT 40 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CpeACTB

10 Ka4yecTBy? myHKT 46 IIpaBun
HaIexaIen

28. MIPAKTUKU XPAHEHUS;
yHKT 40 [IpaBuin
XpaHEHUS
JIEKapCTBEHHBIX
CpeACTB

10 COOJTIOJICHUIO CTIIEIATIBHBIX YCIOBUIA nyHKT 46 [IpaBun
XpaHeHus (TIpU HATUIUHU TAKOTO HaJIJIe)KaIen
TpeOOBaHUS B HOPMAaTUBHOMN TOKYMEHTAIIUU | IPAKTUKH XPAaHEHHUS;
Ha JIEKapCTBEHHBIN mpemnapart)? yHKT 40 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

10 HAUIMYHUIO MOBPEXKICHUN TPAHCIIOPTHON | yHKT 46 [IpaBun
Tapbl? HaJIexalen
MIPAKTUKU XPAHEHNUS,
nyHKT 40 [IpaBun
XpaHECHUs
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JIeKapCTBEHHBIX
CpencTB

Co3znaHna u npueMHasi KOMUCCHS JUIst nyHKT 49 [IpaBuin
o9 |TPOBENCHUS NPHEMOYHOTO KOHTPOIIS, Hazmexcaiueﬁ
yTBEPKICHHAsI IPUKA30M PYKOBOAUTENS anTeYyHOM MPaKTUKU
CyObeKTa pO3HUYHOU TOPTroBIN? XpaHEeHus
OdopmitsitoTcs I ¢ MPOCTaBICHUEM IITamna o | myHKT 46 [IpaBun
MPUEMKE, MOAMUCHIO HaJIexaIen
MaTepHUAIbHO-OTBETCTBEHHOT O JINLIA, anTEeYHOM NPaKTUKH
3aBEpEHHOM MeyaTbio (MpU HATMYUK) CyObeKTa
PO3HUYHOHN TOPrOBIIK:
cuera-(paxtypbl? nyHKT 46 [IpaBuin
HaJIeKaIen
30. anTEeYHOM MPaKTUKH
TOBapHO-TPAHCIIOPTHBIE HaKJIaJHbIE? yHKT 46 [IpaBun
HaJIeKaIen
anTEeYHOM NPaKTUKH
peecTp JOKYMEHTOB 110 Ka4eCcTBY? yHKT 46 [IpaBun
HaIexalien
aNTEeYHOU NPAKTUKU
[IpoxoadT 11 TOBaphl anTeqHoro accoptumenTa | myHKT 50 [Tpasuin
31. |10 mojauu B TOPrOBYIO 30HY MPEANPOAAXKHYIO | HaJuIexKalei
MOJATOTOBKY? anTeYyHOM MPaKTUKU
W neHTudunmpyoTcs JIn XpaHarecs myHKT 29 IIpaBun
JIEKapCTBEHHBIE CPEJCTBA B COOTBETCTBHUH C HaJuIeXalen
32 MIPUMEHSIEMOI CyObeKTOM 00paIeHHs MIPAKTUKN XPAaHEHUS;
" |JIeKapCTBEHHBIX MpenapaToB cucteMon yueta? |myHKT 49 [IpaBui
HaJIeXaIen
IIPAKTUKU XPaHEHUS
Ocy1ecTBisieTcs 11 XpaHEHUE JIEKapCTBEHHBIX | ITyHKT 47 [IpaBun
MPEnapaToB ¢ y4eTOM TpeOOBaHMA: HaJyIeKallen
IIPAKTUKU XPAaHEHUS;
yHKT 40 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
33, CPEICTB
HOPMAaTUBHOM JOKYMEHTAlNH, nyHKT 47 IIpaBun
COCTaBJISIFOILIEH PETUCTPALIMOHHOE I0ChE Ha | HAJuIeKalen
JIEKapCTBEHHBIN Npenapar? IIPaKTUKU XPAaHEHUS;
nyHKT 40 [IpaBun
XpaHeHus

JICKApCTBCHHBIX
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CPEICTB

HHCTPYKIMU 11O MCAUTTUHCKOMY

nyHKT 47 [IpaBun

34,

MIPUMEHEHHUIO? HajIexxalen
MPaKTUKU XPAHEHNUS,
yHKT 40 [IpaBui
XpaHEeHUs
JIEKapCTBEHHBIX
CpPENCTB

uH(pOpMaIInK, coAepKallencs Ha nyHKT 47 [IpaBun

MEPBUYHON ¥ (MJTM) BTOPUYHOM YIIaKOBKE HaJUIeKaIeH

JIEKApCTBEHHOIO MpernapaTa u MPaKTUKU XPAHEHUS,

TPAHCIIOPTHOM Tape? nyHKT 40 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpPENCTB

Pa3memarorcs nu nekapcTBeHHbIE npenapatsl B | TyHKT 49 [IpaBun
MOMEILEHUAX U (WIK) 30HaX JJIsl XpaHEHUS HaJyIeKalen

JIEKAPCTBEHHBIX IIPENAPATOB B COOTBETCTBUHU C
TpeOOBaHUSAMU HOPMATUBHON JOKYMEHTAUU U

IIPAaKTUKU XPaHEHNUS,
nyHKT 8 IIpaBun

(unn) TpebOBaHUSAMU, YKa3aHHBIMU Ha XpaHEeHUs

yIaKOBKE JIEKapCTBEHHOTO Mpernapara, ¢ JIEKapCTBEHHBIX

y4ETOM: CPEICTB
(U3UKO-XMMHYECKUX CBOWCTB nyHKT 49 [IpaBun
JIEKapCTBEHHBIX MPEMapaToB? HaJIJIe)KaIen

IIPAKTUKU XPaHEHNUS,
yHKT 8 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

(bapMakoJIOrH4ecKux rpymnm?

myHKT 49 IIpaBun
HaIexamen
IIPAKTUKU XPAaHEHUS;
yHKT 8 IIpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

croco0a BBeIEHHs JIEKapCTBEHHBIX
npenapaTroB?

yHKT 49 IIpaBun
HaIeXalen
MPaKTUKU XPAHEHUS,
nyHKT 8 [TpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB

35.

XpaHﬂTCﬂ JIX CBETOYYBCTBUTCIILHBIC

nyHKT 52 [IpaBuin
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JICKapCTBCHHBIC TIPENapaThl B 3aIUIICHHOM OT
cBeTa Mecrte?

HaIexamen
IIPAKTUKU XPAaHEHUS;
MyHKTHI 24 - 26
IIpaBuin xpaHeHust
JIEKapCTBEHHBIX
CPEICTB

XpaHfITCﬂ JIN BHaFO'-IYBCTBI/ITeJ'[BHI)IC
JIEKapCTBEHHBIE CPEJICTBA B 3AIIMIIEHHOM OT
BJIaTU MeCTe?

myHKTHI 21, 47
[IpaBun
HaJIeXaIen
IIPAKTUKU XPaHEHUS;

36. MYHKTHI 27 - 29
IIpaBui xpanenus
JIEKapCTBEHHBIX
CPEICTB
HaznaueHo 11 npuKa3oM pyKOBOAMUTENS yHKT 66 IIpaBun
cyOBbeKTa pO3HMYHON TOPTOBJIM OTBETCTBEHHOE | HA/IJICKAIICH
37. |nuuo 3a paboty ¢ danbcuGuIUpOBaHHBIMH, anTEeYHOM MPaKTUKH
N00pOKaueCTBEHHBIMU, KOHTPa(aKTHBIMU
TOBapaMHM alTe4HOr0 aCCOPTUMEHTA?
N3omupoBaHsl 11 CrieUaIbHO nyHKT 55 [IpaBui
3g |MPOMApKHPOBAHHBIC JIEKAPCTBEHHBIC HaJuIexaIen
IIpenapaTsl, IpeJHa3HAYCHHbIE [ IIPAKTUKU XPAaHEHUS
YHUYTOKEHHUS?
N3omupoBans! nu: yHKT 30 [IpaBui
HajIexalien
MIPAKTUKU XpaHEHUS
JIEKApCTBEHHBIE ITpenaparsl, B OTHOWEHNH | ITyHKT 30 [IpaBui
KOTOPBIX IPUHATO PELIEHUE O HaJuIexalen
MPUOCTAHOBJIEHUU PUMEHEHUS? MIPAKTUKU XpaHEHUS
39.
JIEKapCTBEHHBIE Mpenaparsl, B oTHomeHnu | myHKT 30 [IpaBun
KOTOPBIX IPUHATO pelIeHne 00 U3BATUHU U3 | HaJJIeKalel
oOparmieHus? IIPAKTUKU XPaHEHUS
(banscuuIMpoBaHHEIE, nyHKT 30 [IpaBun
HeT00pOKayeCTBEHHBIC M KOHTpadakTHRIE | Ha/JIeKalen
JIEKapCTBEHHBIE MpenaparThl? IIPAKTUKU XPAHEHUS
HNmerotcst 11 JOKYMEHTBI, OITUCHIBAIOIINE myHKTHI 41 - 43
JICHCTBYSI, BBRITIONHSEMBIE CyOBEKTOM [TpaBun
oOpallleHus JIEKapCTBEHHBIX MPENnaparos, HaJuIeXalen
40, |HATPABIICHHEIC HA COOMOCHNIE TPEOOBAHMH, | MPAKTHKM XPAHCHHS

ycTaHOBJICHHBIX [IpaBunamu Hauiexamen
MIPAKTUKU XPAaHECHHUS:

WHCTPYKIUU?

MyHKTHI 41 - 43
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[TpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

CTaHJapTHBIC ONEPALIIOHHBIE TPOLIEAYPbI
(COITr1)?

myHKTHI 41 - 43
[IpaBun
HaJUIeKalleH
IIPAKTUKU XPAHEHUS

OTYeThI (CBOJIHBIE KYpHaJbI)?

MYHKTHI 41 - 43
[IpaBun
HaJIeKaIen
IIPAKTUKU XPAaHEHUS

JIOTOBOPBI?

myHKTHI 41 - 43
[IpaBun
HaJUIeKallen
IIPAKTUKU XPAHEHUS

BGI[GTCﬂ JIX YYCT JICKAPCTBCHHBIX CPEACTB C

nyHKT 11 IlpaBun

41, |OTPaHMYEHHBIM CPOKOM IOJHOCTH HA XpaHEeHUs
" | OyMa)KHOM HOCHUTEJIE WIH B AJIEKTPOHHOM BUJIE |JIEKAPCTBEHHBIX
C apXuBalMen? CpPENCTB
YcTaHOBIIEH JIM pyKOBOAUTENEM opranu3auuu | myHKT 11 ITpaBun
4o, |TOPATIOK BEJICHHUS YHeETa JIEKAPCTBEHHBIX XpaHeHus
" |cpencTB ¢ OrpaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CpeICTB
Nmeetcs mu pa3paOOTaHHBIN U YTBEPKIEHHBIN | TTYHKT 24 [TpaBun
KOMIUIEKC Mep, HalpaBJIeHHbIN Ha HaJuIexalen
MUHUMU3ALUI0 PUCKA KOHTAMUHALIUN MIPAKTUKU XpaHEHUS
JIEKapCTBEHHBIX NIPENapaToB, C yUETOM
YCIOBUHN COOIOICHUS 3aIUTHI OT (PAaKTOPOB
BHEIITHEH cpeibl ¢ 0(hopMIICHUEM:
MPUKa30B? nyHKT 24 [IpaBun
43 HaIeXalen
MPAKTUKU XPaHEHUS
COIloB? myHKT 24 IIpaBun
HaIeXalen
MPAKTUKU XPaHEHUS
WHCTPYKIHN? yHKT 24 [IpaBui
HaIexalien
MPAKTUKU XPaHECHUS
PeructpupyroTcst 1u pe3yabTarhl nyHKT 21 [IpaBun
44, |TEMIEPATYpHOTO KAPTHPOBAHNS U BIAXKHOCTH B HaJjIexalen

CIEIMaILHOM JKypHase (KapTe) perucTpanuu
Ha OyMaXHOM HocuTene U (Win) B

IIPAKTUKU XPaHEHHUS;
myHKT 23 IIpaBun
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OJICKTPOHHOM BHJEC €KCIHECBHO, B TOM YHCJIC B
BBIXOIHBIC U TPa3JHUYHBIC IIHI/I?

HaIexamen
IIPAKTUKYU XpaHEHN,
nyHKT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpelCTB

XpaHsTcs 1 KypHaJbl (KapThl) perucTpanuu
TEMIIEPATyPHOIO KApTUPOBAHUS B TEUECHUE
JBYX JIeT?

nyHKT 21 [IpaBui
HaJUJIeXKallen
MPaKTUKU XPAHEHUS,
nyHKT 23 [IpaBun
HaJUIeKalIeH

45. MPAKTUKU XPAHEHNUS;
nyHKT 7 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB
Co0:roaeTcst M 3a1peT Ha COBMECTHOE yHKT 34 IIpaBun
XpaHEHHUE B OJTHOM TEXHUYECKH YKPETUICHHOM | HaJIeKaIen
MIOMEUICHUY JIEKaPCTBEHHBIX MIPENapaTos., MPAKTUKU XPAHEHUS
4G, |MPCHYCMOTDCHHEIX IyHKTOM 32 IIpaBun
HaJyIeKallleld MPaKTUKU XPaHEHUs, U
JIEKapCTBEHHBIX MIPETMapaToB, COACPKAIINX
CUJIBbHOJICUCTBYIOIINE UITU SIJOBUTHIC
BelecTBa?
CobmromaeTcs i 3aIpeT Ha XpaHEHUE nyHKT 51 [IpaBun
OTHEOMACHBIX U B3PHIBOONACHBIX HaJIexalen
JIEKapCTBEHHBIX MIPEMapaToB BJIAH OT: MPAKTUKU XPaHECHUS
OrHS? nyHKT 51 IIpaBun
HajIexalien
MPAKTUKU XPaHECHUS
47.
OTOMNUTENIbHBIX MPHUOOPOB? nyHKT 51 [IpaBun
HajIexallen
MPAKTUKU XPAHEHUS
BO3JCHCTBUS MPSAMBIX COTHEYHBIX Jyder?  |myHKT 51 [IpaBun
HaJIJIeKaIen
MPAKTUKU XPAHEHUS
ColnroaeTcs i 3aIpeT Ha XpaHEHHUE B nyHKT 20 [IpaBun
MMOMENIECHUSAX XPAHEHUs JIEKAPCTBEHHBIX HaJjIeXalen
MpenapaTosB: MPAKTUKU XPAHEHUS
48.

MUIIEBBIX POTYKTOB?

nyHKT 20 [IpaBun
HajIexxalen
MIPAKTUKU XpaHEHUs
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TabaYHBIX U3JIETTUIN? nyHKT 20 [IpaBun
Haj1exKalen
MIPAKTUKU XpaHEHUS

HAITUTKOB (32 UCKIIOYEHUEM ITUThEBOU nyHKT 20 [IpaBuin
BOJIBI)? HaJIeKaIen
MPAKTUKU XPAHEHUS

JIeKapCTBEHHBIX IPENapaTos., nyHkT 20 [IpaBun
IpeHa3HAYEHHBIX JUIS INYHOTO Ha/Iexalien
UCTOJIb30BaHUS paOOTHUKAMU? MIPAKTUKU XpaHEHHUs

(mnosmxHoCcTh M OVIO IOJDKHOCTHOTO JiMlla, S3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, I[NOONMCHL, HaTa)

(mojpxkHOCTE M ®VMO IOOJDKHOCTHOTO JMIla BPUIMYECKOTO JMia, IPMCYyTCTBOBABIIEIO
OpM 3alOoJIHEHUM NPOBEPOYHOTO JMCTa, NOANMCH, IaTa)

[Ipunoxenue N 8

K npukazy denepanbHoil ci1yKObl

10 Ha/130py B cepe 31paBooXpaHeHHS
o1 09.11.2017 N 9438

dopma

[IpOBEPOUHEIY JIUCT
(CIMCOK KOHTPOJILHEIX BOIPOCOB), MCIOJb3yeMblt denepalibHOM CJIyXOou
10 Han3o0py B cbepe 3OpaBOOXPAHEHUS U ee TEePPUTOPMAJIBHEIMM OpIl'aHaMu
OpyY MNPOBEIEeHUM IIJIAHOBHEIX IMPOBEPOK MNPM OCYUECTRBJIEHUM QelepasibHOT'O
TOCYIapCTBEHHOTO Hamszopa B cbhepe obOpameHMs JIEKAPCTBEHHHX CPEenCTB
(XxpaHeHMVe JIeKapPCTBEHHEIX [IpelapaToB OJiS MEeOMLMHCKOIO IIPMMEeHEHMS
B MEeIMUMHCKMKX OpIaHM3auMax U MX OOOCOOJIEHHEIX NOoIpa3nelleHUIX
(LeHTpPEl (OTHesyieHMs) oOweM BpadeOHOM (CeMEeNMHOM) NPaKTUKHU,
aMbyJsiaTopun, oGespamepckue M QesibOlepCKO-aKyllepCKMe IYHKTH) ,
PACIIOJIOXEHHEIE B CEJIbCKMX HACEJIEHHEIX NYyHKTAaX)

(HaMMeHOBaHUE OpraHa, OCylecCTBJIAKILET'O IIJIaHOBYIO HpOBepKy)

1. Bun TOCYyIapCTBEHHOT'O KOHTPOJIA (Hanm3opa)

2. IlpenmerT IJIaHOBOM IPOBEPKU OPUINIECKUX  JIUIL u VHOVWBUIYaJIb HEIX
npennprHuMaTesien oTrpaHMuMBaeTcsa of6g3aTesbHEIMM TpeboBaHUsAMM, COBJIOIeHMre
KOTOPHIX SBJISeTCs Hambojiee BHAUMMBIM C TOUYKM 3PEHUS HEeNONYIEeHMS BOSHUKHOBEHUI
YI'PO3BEl HNPUUMHEHMS Bpela XW3HM, SIOPOBBI I'pPaxIaH, WM3JIOXEeHHEIMM B dopme
IPOBEPOYHOTO JIMCTa (CIOMCKAa KOHTPOJIBHEIX BOIPOCOB) .

3. HavMeHOBaHME HOPUOUUECKOTO JMla, GaMmuiams, ¥MsS, OTUECTBO (IpM HaJIUUUMU)
VHOVWBUOYAJIBHOTO pennprHUMaTEeIA ;

4. MecTO NpPOBENEHMS IJIAHOBOM I[IPOBEPKM C BalOJIHEHMEM IIPOBEPOYHOI'O JIMCTA:


http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100056&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100056&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100056&fld=134

5. PexBUBUTEH IIprKasa O IIPpOoBeIeHVNM 1JIAHOBOM IIPOBEPKM: OT

N .

6. VY4YeTHBI HOMEP MNPOBEPKM M IaTa NPMCBOEHMS YyUEeTHOTO HOMepa INPOBEPKM B
EovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTE, bammma 1z VIHVLIMAJIEL OOJIXHOCTHOTI'O Jama (Jmmir) ,

OPOBOOAIWETO (MX) IIJIQHOBYK NPOBEPKY :
1. ;
2. .
8. IlepedueHb BOINPOCOB, OTpaXallMxX CoIepxXaHMe o00g3aTeNIbHEX TpeboBaHUM,
OTBET Ha KOTOPBE OHOHOBHAUYHO CBUIOETEJILCTBYET O COOJIOOSHUM WM HeCOOJIOEeHUU
OPUINYECKUM JIMLIOM, MHIOMBUIYAJIBHEIM [IpellpMHMMaTeJieM oD0g3aTeJIbHEIX TpeOoBaHUI,
COCTAaBJIAKUMX IIpelIMeT NPOBEPKN:

N Bonpocsl, oTpakaromue cofaep;xaHue PexBu3uThI BriBOI 0
n/n 00s13aTeNIbHBIX TPeOOBaHUN HOPMaTUBHBIX BBITIOJTHCHUH
IIPAaBOBBIX AKTOB, C | TpeOOBaHUH

yKa3aHUEM HX
CTPYKTYPHBIX Aa HET
€IMHHMII, KOTOPBIMHU
YCTaHOBJICHBI
o0s3aTeNbHbIe
TpeOoBaHUS

@enepanbublii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpameHnn JIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomarenscTBa Poccmiickoit denepamuu, 2010, N 16, ct. 1815;
2016, N 27, cr. 4283) (mamee - 61-®D3); [lpaBwia Hammexameld MPAKTUKH XpaHEHUS H
NIEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB A MEIUIMHCKOTO NMPHUMEHEHUs, yTBEP)KICHHbIE
npukazoM MuHucTepcTBa 3apaBooxpaHenus Poccuiickoit @enepanyu ot 31 aBrycra 2016 1.
N 646H (3apeructpupoBaH MuHHCTEpCTBOM OCTHIIMH Poccuiickoit denepanvu 9 sHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - [IpaBuia Hajiexariei NpakTUKU XpaHEHUs);
[IpaBuna Hagexameil anTeyHoll NPaKTUKM — JIEKAPCTBEHHBIX  IPENapaTroB s
MEUIMHCKOTO MPUMEHEHMS], YTBEPKICHHbIE IPUKa30M MMHHCTEpCTBA 31paBOOXPAHEHUS
Poccutickoit ®enepanuu ot 31 aBrycra 2016 r. N 647H (3apeructpupoBad MUHHCTEPCTBOM
toctuiuu Poccuiickoit @enepaunu 9 suBapsa 2017 r., peructpaunonssiii N 45113) (nanee -
[IpaBwia Haanexaiiel anteyHoi npakTuku); [IpaBuna XxpaHeHHs JIEKapCTBEHHBIX CPEJICTB,
YTBEPKACHHBIE IPHUKa30M MUHHCTEPCTBA 3paBOOXPAHEHMS] M COLMAIBHOTO pa3BUTHUS
Poccuiickoit denepannu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
foctuinu Poccuiickoit @enepaunu 4 oktsiops 2010 r., peructpanuonHsiidi N 18608) c
M3MEHEHHUSMH, BHECEHHBIMHM NMPUKA30M MMUHHCTEPCTBA 3APaBOOXPAHEHUS M COLUAIBHOIO
pasButus Poccuiickoit @enepauuu ot 28 nexabps 2010 r. N 1221 (3apeructpupoBan
MunuctepctBoM toctuninn Poccuiickoit ®enepannu 4 despans 2011 r., peructpaninoHHbINA
N 19703) (nanee - IlpaBuna XxpaHeHHs JEKAPCTBEHHBIX CPE/ICTB)

Vnpasnenue kadectBoM (ctaThsi 55 61-®D3; rmaBa II IlpaBun Haanexamield antedHOR
MIPAKTHUKH )

VY TBepKIeHbI JI PyKOBOJUTENEM CyObEKTa nyHKT 4 [IpaBun
1 oOpaIIeHus JIGKAPCTBEHHBIX CPEJICTB HaJuIexalen
' CTaHJapTHBIE ONEPAI[IOHHBIE TPOLIEAY PbI anTeYHON NMPaKTUKU

(manee - COIT)?
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Nmeercs mu JOKYMCHTalA CUCTEMbBI KQaUC€CTBA

2. Ha OyMa)KHBIX U (MJIH) JIEKTPOHHBIX

HOCHUTCIIAX:

nyHKT 5 [IpaBun
Haj1exKalen
alTeYHOU MPAKTUKHU

JKYpHaJ perucTpaluy MPHUKa3oB
(pacnopsixeHwHit)?

MNOAMYHKT "u"
nyHkra 5 [TpaBun
HaJIexKaIen
anTEeYHOU NMPAKTUKU

KYypHaJI €XKeIHEBHOI perucrpamnuu
apaMeTpoB TEMIEpaTypbl U BIaKHOCTH B
MOMEILEHUSX JUIsl XpaHEHUs
JIEKapCTBEHHBIX IIPENapaToB?

n..n

MOJAIYHKT "K
nyHkra 5 [Tpasui
HaJIeKaIen
anTEeYHOM NPAKTUKH

YKy pHAJI IEPHOANYECKON PEerucTpanuu
TeMIepaTypsl BHYTPU XOJI0IWJIBHOTO
o0OopyoBanus?

noAmyHKT "n"
nyHkra 5 [TpaBun
HaJIexKaIen
anTEeYHOU NMPAKTUKU

KypHaJl yueTa OTepalnii, CBSI3aHHBIX C
oOpallieHreM JIeKapCTBEHHBIX CPEJICTB,
BKJIFOYCHHBIX B MIEPEUYCHB JICKAPCTBEHHBIX
CPEJICTB, MOJIEKALIUX
MIPEAMETHO-KOJIMYECTBEHHOMY yUeTy (IpHu
HaJIu4uu)?

MOJIMYHKT "M"
nyHkra 5 [TpaBui
HaIeKaIen
AlTeYHOM MPAKTUKHU

JKypHaJl y4eTa JIEKapCTBEHHBIX IIPerapaToB
C OIpaHMYEHHBIM CPOKOM T'OJTHOCTHU?

MOAMYHKT "p"
nyHkta 5 [TpaBun
HaJyIeKallen
anTeYyHOM MPaKTUKH

’KypHaJ ydeTa MOCTYIUIEHHs U Pacxoza
BaKIVH (IIpU HAJIUYUN)?

MOJMYyHKT "X"
nyHkra 5 [IpaBun
HaIeXalen
anTeYHOU NPAKTUKU

JKypHAJI PETUCTPALIUU PE3YJIbTATOB
IIPUEMOYHOIO KOHTPOJIA?

MOANYHKT "¢"
nyHkta 5 [TpaBuin
HaJyIeKallen
anTeuyHOM MPaKTUKH

WNudpactpykrypa. IloMemenuss s XpaHeHHs JIEKapCTBEHHBIX IpenapaTroB (cTaTbs 58
maBa [V IlpaBun Hamnexamed nNpakTMKW XpaHeHus; [IpaBuiia XpaHeHHs
JIeKapCTBEHHbIX CPeCTB; r1aBa V [IpaBuin Hauexaneil anTeuHol MPakTUKN)

61-03,

Hmeercs mu 0003HAUCHHAS 30HA WUITH

3 OTACIIBHOC MMOMCUICHUEC ITPUCMKHU

JIEKapCTBEHHBIX NIPENapaToB?

MyHKTHI 15, 16
[IpaBun
HaIexKalen
MPAKTUKU XPAHEHUS

HmeeTcsa mu 0003HaUeHHAs 30HA WU
OTACJIbHOC MOMCHICHUC XPAaHCHUA

nyHKTHI 15, 16
[IpaBun
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JIEKapCTBEHHBIX MPEMapaToB, TPEOYIOMUX
CHEIUATBHBIX YCIOBH?

HaIexamen
IPAKTUKHA XPAHEHUS

Wwmeetcs i st XpaHEHUs! BBISIBIICHHBIX
¢banbcuUIMPOBaHHBIX,
HET00pPOKAaYECTBEHHBIX, KOHTPa(paKTHBIX
JIEKapCTBEHHBIX MIPENapaToB:

MyHKTHI 15, 16
[IpaBun
HaJIeKaIen
IIPAKTUKU XPAHEHUS

00o03HaueHHas 30Ha?

myHKTHI 15, 16

5 [IpaBun
' HaJUJIeXKallen
MPAKTUKU XPaHECHUS
OTAEJILHOE IOMELIeHue? MyHKTHI 15, 16
[IpaBun
HaJIeKaIen
MIPAKTUKU XPaHEHUS

6. Wmeetcs 1 30Ha WK OTJENBHOE MIOMEIICHHEe, |MyHKTHI 15, 16
oOecnieunBaroias Tpedyemble yCI0BHs [IpaBun
XpaHEHMs JIEKaPCTBEHHBIX MTPENapaToB JIs HaJIexalen
KapaHTUHHOI'O XpaHEHUS JIEKAPCTBEHHBIX MPAKTUKU XPaHECHUS
IpenapaTos?

7. Ocgel1ieHbl JIM TOMEIEHUS U 30HbI, nyHKT 17 IIpaBun
UCIOJIb3YEMBI€ JUIsl XpAaHEHUs JIeKapCTBEHHBIX | HaJIIeKalei
npenapaTos? MIPAKTUKU XPAaHEHUS
OTneneHsl 11 aAMUHUCTPATUBHO-OBITOBBIE nyHKT 19 IlpaBun

8. MOMEILIEHHUS OT TOMEIEHUIN XpaHEeHHUSI HaJIexaIen
JIEKapCTBEHHBIX MTPENapaToB? MPAKTUKU XPaHECHUS
Nmeercst i otenbHast 30HA (TIKaQBI) s nyHKT 25 [IpaBun

9 XpaHeHus: 000py/10BaHuUsl, MHBEHTApS U HaJIexalen

' MaTEepHUAaJIOB JIJIsl YOOPKU (OYUCTKH), & TAKXKE MPAKTUKU XPAHEHUS
MOIOIIMX U JIe3UHPUIUPYIOMIHUX CPEICTB?
[TpoBoauTcs mu yoopka momenieHui (30H) s | yHKT 25 [IpaBun

10. |xpaHeHHs JIEKAPCTBEHHBIX MPEMAPATOB B HaJyIeKallen
cootBercTBUU ¢ COITom? MPAKTUKU XpAHEHUS
Nmeercs nu riajkas oTaenKa noMenieHuit ans | myHkt 25 [IpaBun
XpaHEeHUs JIEKapCTBEHHBIX MPenapaToB HaJuIexanen
(BHYTpEHHHE MTOBEPXHOCTHU CTEH, MMOTOIKOB), MPaKTUKU XPAHEHNUS,

11. |nmomyckaromiasi BO3MOXHOCTb IIPOBEICHHUS nyHKT 6 [TpaBun
BIIQXKHON YOOPKH Y UCKITFOYAOIIAsl HAKOIUICHHUE | XPaHSHUS
b ? JIEKapCTBEHHBIX

CPEICTB
ObecneueHa 1 3amuTa MOMELICHUN 715 yHKT 26 IIpaBun
12. | xpaHeHwHs JIECKapCTBEHHBIX MTPENapaToB OT HaJJIeKaIen

IMPOHUKHOBCHUS HACCKOMBIX, I'PBI3YHOB UJINA

IIPAKTUKU XPAHEHUS
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JPYTHUX )KUBOTHBIX?

WNudpactpykrypa. OGopynosanue (rnaBa IV IlpaBun Hajiexamiedl NpakTUKU XpaHEHUS;

[IpaBuiia XpaHeHUs JIEKApCTBEHHBIX CPEJICTB)

Nwmeercs nu Heobxonumoe obopynoBaHue (B

nyHKT 11 IIpaBuin

XOpOoIleM COCTOSTHUH u YHUCTOC), | HAUIe)KAIIEH
13. |mpuHamyexaimiee OpraHW3alid Ha  TpaBe | IPAKTUKU XPaHCHUS
COOCTBEHHOCTH MM Ha HWHOM 3aKOHHOM
OCHOBaHHH?
OcHamieHsl U TIOMEIIEHMsI Il XpaHeHus | myHKT 7 [IpaBumn
14 JEKapCTBEHHBIX  CPEACTB MpUOOpaMH AN | XpaHEHHS
pPEruCTpalvK MapaMeTPOB BO3TyXa: JIEKapCTBEHHBIX
CpelCTB
TepMomeTpamu? nyHKT 7 [IpaBun
XpaHeHUS
JIEKapCTBEHHBIX
CpeICTB
nyHKT 37 [IpaBui
HaIeKaIen
MPAKTUKU XPAHEHUS
TUTPOMETPAMHU? nyHKT 7 [TpaBun
XpaHEeHUst
JIEKapCTBEHHBIX
CpEICTB
yHKT 37 IlpaBun
15. HaIeXalen
MPAKTUKU XPAHEHUS
AJIEKTPOHHBIMU TUTPOMETpaMu? nyHKT 7 [TpaBun
XpaHEHUst
JIEKapCTBEHHBIX
CpEICTB
nyHKT 37 IlpaBun
HaIeXalen
MPAKTUKU XPaHEHUS
TEPMOTUTPOMETPAMHU? nyHKT 37 [IpaBun
HaJUIeKaIen
MPAKTUKU XPaHEHUS
Pa3zmemniarorcest in B3MEpUTENIbHBIE YACTH nyHKT 7 [TpaBun
MPUOOPOB JJISI PETUCTPAIIMH ITAPAMETPOB XpaHEHUst
16. |BO3ayxa Ha pacCTOSIHUH HE MEHEe 3 M OT JIEKapCTBEHHBIX
JIBEPEii, OKOH U OTOMUTENbHBIX TPUOOPOB M HA | CPEACTB
BeicoTe 1,5 - 1,7 M ot mona?
17. | Peructpupyrorcs nu mokasanust mpuoopoB ais | myHKT 7 [IpaBuin
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perucTpanuy napaMeTpoB BO3yXa €XKeHEBHO
B CIIELIMAJIBHOM JKypHaJIe (KapTe) perucTpanuu
Ha OyMa)KHOM HOCHTEJIE WIH B JIEKTPOHHOM
BU/JIE C apXHUBaLMEN (151 2JIEKTPOHHBIX
TMTPOMETPOB), KOTOPBIN BEAETCS
OTBETCTBEHHBIM JIULIOM?

XpaHeHus
JIEKapCTBEHHBIX
CpEeICTB

CepTudunmpoBaHbl, KaTHOPOBAHBI

nyHKT 7 [IpaBun

18, |MOABEPraroTCA M MOBEPKE KOHTPOIMPYIOWHUE | XPAHEHHS
" | mpuOOpBI A1 pETUCTPALIUU TapaMeTPOB JIEKApCTBEHHBIX
BO3IyXa? CpenCcTB
Hwmeetcs 1 Xos10nIbHOE 000py10BaHHE: nyHkTsI 21, 36, 37
[IpaBun
HaJIJIeKaIen
MIPAKTUKN XPaHCHUS
XOJIOIMJIbHBIE KaMEPhl WIH CIICIIHATBHO myHKTHI 21, 36, 37
19 000pya0BaHHOE MTOMEIIeHHE? [TpaBun }
HaIeKaIen
MIPAKTUKU XPaHEHUS
dapmaiieBTHUECKHE XONOMIbHbIe Kadbl | myHKTH 21, 36, 37
WJIU XOJOIUIBHUK JIJISl XpaHECHUS [Tpaswt
TEepPMOJIaOUIBHBIX JIEKAPCTBEHHBIX CPEACTB? | HAAIEKAIIEH
MIPAKTUKN XPaHCHUS
NmeroTcst i cucTeMbl KOHIMIIMOHUPOBAHUS B | TIyHKTHI 21, 36, 37
MTOMEIIEHUSAX XPAHCHUS JICKAPCTBEHHBIX [Tpasun
npenaparoB? HaIeXalen
20 MIPAKTUKU XPAHCHHUS;
' yHKT 4 IIpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpEenCTB
HNmMerorcsd nu CUCTEMBI BEHTIWISAIIAU B myHKTHI 21, 36, 37
MTOMENICHUAX XPaHEHHUS JICKapCTBEHHBIX [TpaBun
npenaparoB? HaJjIexKalen
21 MPaKTUKU XPaHEHUS,
myHKT 4 [TpaBun
XpaHCHUS
JIEKapCTBEHHBIX
CpenCcTB
Nmerotcs v mikadbl METATTHYSCKAC WITH nyHKT 31 [IpaBun
oo |AACDEBSHHBIC /ISl XAHCHHUS JICKAPCTBEHHBIX HaJIeKaIe
MpernapaToB, MOATIEKAIIUX MIPAKTUKU XpaHEHUS
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy?
23. |Wmeercs nmu muioMOup [UIs OTIe4aThIBaHUS B nyHKT 31 [IpaBuin
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KOHIIE pabouero aHs MKaQoB METATUIECKUX
WJIU ICPEBSIHHBIX (WJIM MOMEIEHUI) 11
XpaHECHUS JICKAPCTBEHHBIX MTPENapaToB,
MOAJIEXKAUTUX MMPEIMETHO-KOJIUYECTBEHHOMY
yuery?

HaIexamen
IPAKTUKHA XPAHEHUS

24,

HmeroTcst v 11t XpaHeHUs JISKapCTBEHHBIX
HperapaToB:

nyHKT 29 [IpaBun
HaIeKaIen
MPaKTUKU XPAHEHUS,
yHKT 31 IIpaBun
HaIexalen
MPaKTUKU XPAHEHUS,
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

CTeJUTAXuU?

yHKT 29 [IpaBuin
HaaexKallen
MIPAKTUKU XPAHEHNS,
nyHKT 31 [IpaBun
HaJIexaIen
IIPAKTUKU XPaHEHUS;
yHKT 5 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

mKagbi?

myHKT 29 IIpaBun
HaIexamen
IIPAKTUKU XPAHEHUS;
nyHKT 31 [IpaBuin
HajIexalien
MIPAaKTUKU XPAaHEHNS,
nyHKT 5 [IpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPENCTB

HOIOHEI?

yHKT 29 [IpaBun
HajIexalien
MIPAKTUKU XPAaHEHNS,
nyHKT 31 IIpaBun
HaIexaIen
IIPAKTUKU XPAaHEHUS;
myHKT 5 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB
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MOJATOBAPHUKHU? nyHKT 29 [IpaBun
Haj1exKalen
MIPAKTUKU XPAHEHNUS,
nyHKT 31 IIpaBun
HaIexalen
MPaKTUKU XPAHEHUS,
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

Nmetrotcs v 3amacHbIe MOBEPEHHBIE cpeacTBa | myHKTHI 39, 40
M3MEpEeHUs B Cllydyae peMOHTa, TexHuueckoro  |IIpaBun
00CITyKUBaHUS, IOBEPKU 00OPYTOBAHUS U HaJjIexalen

o5 | CPeACTB U3MepeHus? MIPAKTUKU XPaHEHUS;
nyHKT 7 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeICTB

[Ipomiecchl  AeATeNbHOCTH CyObEKTa PO3HUYHOM TOPrOBIM TOBAapaMU  alTE4YHOTO
accoptuMenTa. JleiicTBus cyObekTa oOpalleHus JeKapCTBEHHbBIX MPENapaToB M0 XpaHEHUIO.
JIOKyMEHTBI TI0 XpaHEHHIO JeKapCTBEHHBIX npenapaTtoB. OLeHKa JAesTeIbHOCTH (cTaThs 58,
nyHKT 3 ctateu 9 61-®3; rmasa V, VI [IpaBun Hajexamei nmpakTuku xpaHenust; [Ipasua
XpaHeHus1 JiekapcTBeHHbIX cpenacts; rmiaBa VI u VI IlpaBun Hagnexamieil antedHoi
MIPAKTHKN)

COOTBETCTBYIOT CBEJICHHUSI PE3YJIbTaTOB yHKT 46 [IpaBui
[IPUEMOYHOIO KOHTPOJIA CBEICHUAM B HaJUIeKallen
TOBapOCOINPOBOIUTEIBHON JOKYMEHTALIMH: MIPAaKTUKU XPAHEHNS,
nyHKT 40 [IpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPEICTB

II0 ACCOPTUMEHTY U KOJIMYECTBY? yHKT 46 [IpaBui
HaJyIeKaIlen
MIPAKTUKU XpaHEHUS;
26. nyHKT 40 [IpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB

10 Ka4eCTBY? nyHKT 46 [IpaBun
HaJUIeKallen
MPaKTUKU XPAHEHNS,
yHKT 40 IIpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPENCTB
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10 COOJTIOJICHUIO CIICIIMATIBHBIX YCIOBUI nyHKT 46 [IpaBun
XpaHeHus (MpU HAJTUIUHU TAKOTO HaJuIexalen
TpeOoBaHUSI B HOPMATUBHOM JJOKYMEHTAIIUH | TPAKTUKU XPaHEHUS;
Ha JIEKApCTBEHHBIN IIpenapat)? yHKT 40 IIpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB
nyHKT 46 [IpaBuin
HaJyIeKaIlen
10 HAJIMYUIO OBPEXKAECHUN TPAHCIOPTHOU TPAKTHICH XParietiits,
o yHKT 40 IIpaBun
Tapsbl?
XpaHEHUs
JIEKapCTBEHHBIX
CPENCTB
Coznana i npueMHasi KOMUCCHS U1 yHKT 49 [IpaBun
o7 |TIPOBENCHUA MPHEMOYHOTO KOHTPOIS, Hazmemaiueﬁ
YTBEPKACHHAS IPUKA30M PYKOBOAUTENS anTeYHOU MPAKTUKU
CcyOBbeKTa pO3HUYHON TOPTOBIU? XpaHeHus
OdopMISIOTCS U CONMPOBOIUTENBHbBIE
JOKYMEHTBI ¢ IPOCTaBJICHUEM LITAMIIA O nyHKT 46 [IpaBuin
MpUEMKE, MOANKUCHI0 MaTepUAIbHO HaJuIexaIen
OTBETCTBEHHOIO JINLIA, 3aBEPEHHOM I1€YaThIO anTeYHOU MPAKTUKU
(npu HanM4YMK) cyOBEKTa POSHUYHOW TOPTOBIIH:
nyHKT 46 [IpaBun
cueta-(axktypbi? HaJuIexalen
28. anTeuyHOM NMPaKTUKU
yHKT 46 [IpaBui
TOBapHO-TPAHCIIOPTHBIE HaKJIaJHbIE? HaJuIexalen
anTEeYHOU NMPAKTUKU
yHKT 46 [IpaBuin
peecTp JOKYMEHTOB I10 Ka4eCTBY? HaJuIexalen
anTEeYHOU NMPAKTHKU
[IpoxoasT 1 ToBaphl anTeyHoro accoptuMenTa | myHKT 50 [TpaBun
29. |10 mojavu B TOPTOBYIO 30HY MPEANPONAXKHYIO | HAJUIeKAIICH
MOJTOTOBKY ? arTeYHOM MPAKTUKHU
nyHKT 29 [IpaBun
W neHTudunmpyoTes JIn XpaHauecs HaJuIexalen
30 |’I€KAPCTBEHHbIE CPECTBA B COOTBETCTBHH C MPaKTUKU XPAHEHNUS;
IPUMEHSIEMOI CyObeKTOM 00paIeHHs yHKT 49 IIpaBun
JIEKApCTBEHHBIX NPEMapaToB CUCTEMOM yuera? | HaJuleKalen
MIPAKTUKU XPaHEHUS
31. |OcyuiecTBiusercs 1 XpaHEHUE JIeKapCTBEHHBIX | MyHKT 47 [IpaBun
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MPEnapaToB ¢ y4ETOM TpeOOBaHHIA:

HaIexamen
IIPAKTUKYU XpaHEHN,
nyHKT 40 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpelCTB

HOpMaTHBHOI;'I JOKYMCHTAllUH,

JIEKapCTBEHHBIN Npenapar?

COCTaBJISIOIICH PErUCTPaiMOHHOC NOCHE HA

nyHKT 47 [IpaBui
HaJUJIeXKallen
MPaKTUKU XPAHEHUS,
nyHKT 40 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

HUHCTPYKIUU N0 MEAUIITHCKOMY
MIPUMEHEHUIO?

nyHKT 47 [IpaBui
HaJUIeKalleH
MIPAKTUKU XPAHEHNS,
nyHKT 40 [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEXCTB

UH(pOpMaLKK, COepIKallIencs Ha
MEPBUYHOMN U (MJIM) BTOPUYHON YIIaKOBKE
JIEKapCTBEHHOTO Mpenapara u
TpPaHCIIOPTHOM Tape?

nyHKT 47 [IpaBui
HaJUIeKalleH
MIPAKTUKU XPAaHEHNS,
nyHKT 40 [IpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPENCTB

32.

Pa3memiatorcs 11 IeKapcTBEHHbIE MpenapaThbl B

IIOMCIICHUAX U (I/IJ'II/I) 30HaX I XpaHCHUA
JICKApPCTBCHHBIX MPECIIapaToB B COOTBETCTBUU C

TpC6OBaHI/I${MI/I HOpMaTHBHOﬁ AOKYMCHTAllUU U

yHKT 49 [IpaBun
HajIexalien
MIPAKTUKU XPAHEHNS,
nyHKT § [IpaBun

(wm) TpeOOBaHMIMU, YKa3aHHBIMU Ha XpaHEHHUst
yIaKOBKE JIEKaPCTBEHHOTO IIpenapara, ¢ JIEKapCTBEHHBIX
YYETOM: CpEICTB
yHKT 49 [IpaBuin
HajIexallen

(U3UKO-XMMHYECKUX CBOWCTB
JICKapCTBEHHBIX TpenapaToB?

MIPAKTUKU XpaHEHUS;
nyHKT § [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeAcTB

(bapMakoIOrH4ecKux rpymnm?

nyHKT 49 [IpaBun
HajIexxalen
IIPAKTUKU XpaHEHHUS;
myHKT 8 [TpaBuin
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XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

crioco0a BBEJICHUSI JICKAPCTBEHHBIX
npenaparoB?

nyHKT 49 [IpaBuin
HaJIeKaIen
IIPAKTUKU XPAaHEHUS;
nyHKT 8 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

XpaHSITCH JIX CBETOYYBCTBUTCJIILHBIC

nyHKT 52 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS;

33. |nmexapcTBEHHBIE MPETapaThl B 3alIUIIEHHOM OT | TyHKTHI 24 - 26
cBera mecrte? [IpaBun xpaneHus
JIEKapCTBEHHBIX
CpEelCTB
myHKTHI 21, 47
[IpaBun
HaJUJIeXKallen
XpaHsTCs U BIaroyyBCTBUTEIbHBIC
MPaKTUKU XPAHEHUS,
34. |JeKapCTBEHHBIC CPEJICTBA B 3ALTUIIICHHOM OT
MyHKTHI 27 - 29
BJIaru MecTe?
[IpaBun xpaneHust
JIEKapCTBEHHBIX
CpenCTB
HasznaveHo nu npuka3oM pyKOBOJAUTEIS
CyOBeKTa pO3HUYHON TOPTOBJIHM OTBETCTBEHHOE |IMyHKT 66 [IpaBun
35.  |ymno 3a paboty ¢ GamsCUPUITUPOBAHHBIMH, HaJJIeKaIen
N00pOKaueCTBEHHBIMU, KOHTPa()aKTHBIMU anTeYHOM MPaKTUKH
TOBapaMu arTevyHOro0 acCOpTUMEHTa?
M3onupoBaHsbl i1 cieuaibHO
P " nyHKT 55 [IpaBui
MIPOMapKUPOBAHHBIE JIEKAPCTBEHHbIE .
36. HaJUIeKalen
npenaparsl, IpeIHa3HAYCHHBIC IS
MPAKTUKU XPaHEHUS
YHUUTOKEHUSA?
nyHKT 30 [IpaBun
N3onupoBaHsbl J11: HaIeXalen
MPAKTUKU XPAHEHUS
JIEKapCTBEHHBIE MIpenaparsl, B oTHomeHuu | myHKT 30 [IpaBui
37. KOTOPBIX MPUHATO PEIICHHE O HaJIexaIen

IIPUOCTAHOBJIEHUU PUMEHEHUS?

IIPAKTUKU XPAHEHUS

JICKApCTBCHHBIC MPCIIapaThbl, B OTHOIICHUHN
KOTOPBIX IPUHSATO PEUICHUE 00 U3bATUH U3
oOparenus?

nyHKT 30 [IpaBuin
HaJUIeXKaIen
MPAKTUKHU XPAHEHUS
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(banscuuIMpoBaHHEIE,
HeZ00pOKaYECTBEHHBIC M KOHTPa(aKTHBIC
JICKapCTBEHHBIC MTPeTapaThi?

yHKT 30 [IpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

HmeroTcst TOKyMEHTBI, ONUCHIBAOIIIE
HeﬁCTBHﬂ, BBIITOJIHACMBIC CY6"I)GKTOM
oOpallleHHUs JIEKAPCTBEHHBIX MPENaparTos,
HaIpaBJIEHHbIE HA cOOII0AeHNE TpeOOBaHUA,
ycraHoBleHHbIX [IpaBunaMu Hauiexanei
[IPAKTUKU XPAHCHUSA:

MYHKTHI 41 - 43
[IpaBun
HaIeKaIen
IIPAKTUKU XPAHEHUS

UHCTPYKIUU?

MYHKTHI 41 - 43
[IpaBun
HaIeKaIen
IIPAKTUKU XPAaHEHUS

myHKTHI 41 - 43

38 CTaHJIapTHbIE OllepallMoOHHbIe Tpoueaypsl | [IpaBuin
(COIlIn1)? HaJIeKaIIeH
MIPAKTUKU XpaHEHUS
yHKTHI 41 - 43
[IpaBun
OTYeThI (CBOJHBIE )KypHaIbI)? .
Ha/JIexarien
MIPAKTUKU XPAaHEHUS
MyHKTHI 41 - 43
[IpaBun
JIOTOBOPBI? .
HaJuIexalen
MPAKTUKU XpaHEHUs
Benercs nu y4eT jiekapCTBEHHBIX CPEJICTB C nyHKT 11 IIpaBun
39 |OTPaHHHYEHHBIM CPOKOM IOHOCTH Ha XpaHeHus
" | OyMa)KHOM HOCHTEJIE WJIU B 3JIEKTPOHHOM BHJIE€ | JIEKApCTBEHHBIX
C apxuBaIueun? CPEICTB
YcTaHOBIIEH M pyKOBOAUTENEM opranu3auuu | myHKT 11 [TpaBun
40 |MOPAIOK BEJICHNS YT JEKapCTBEHHBIX XpaHEeHUs
" |cpencTB ¢ OrpaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CpeACTB
Nwmeetcs 1 pa3paboTaHHBINA U yTBEPKIECHHBIN
KOMIUIEKC Mep, HalpaBJIeHHbIX Ha
P, Hatlp myHKT 24 IIpaBun
MUHHMM3ALUIO PUCKA KOHTAMUHAIIUN .
Ha/exarien
JIEKapCTBEHHBIX MPENapaToB, C yUeTOM
41 . MIPAKTUKU XPaHEHUS
. | ycnoBuit coOMI0OACHUS 3aIUTHI OT (PaKTOPOB

BHEIIIHEH cpeibl ¢ 0OPMIICHUEM:

MpUKa30B?

nyHKT 24 [IpaBuin
HajIexKalen
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MIPAKTUKU XpaHEHUS

nyHKT 24 [IpaBun
COlloB? HaJJIeKaIei

MIPAKTUKU XpaHEHHUs

nyHKT 24 [IpaBuin
WHCTPYKIUN? HaJIJIe)KaIen

MPAaKTUKH XPAHCHUA

42. |Peructpupyrorcs qu pe3ybTaThl nyHKT 21 TIpaBun
TEMIIEPAaTyPHOTO KapTHUPOBAHUS U BIAXXHOCTH B | HAJICKAIIEH
CHEIHMAbHOM XKypHase (KapTe) perucTpalui | MPAKTUKHU XPaHEHUS;
Ha OyMaXHOM Hocutene U (Win) B nyHKT 23 [IpaBui
3JIEKTPOHHOM BHJIE€ €KE€THEBHO, B TOM UUCJIE B | HAUIeKaIEH
BBIXOJTHBIC U TIPA3HUYHbIE JTHH? MPaKTUKU XPAaHEHUS,

nyHKT 7 [IpaBun
XpaHeHUS
JIEKapCTBEHHBIX
CpeICTB

43. | XpassTcs 1 )KypHaIbBI (KapTel) peructparmu | myHKT 21 TIpaBuin
TEMIIEPAaTypPHOr0 KapTUPOBAHUSI B TEUCHHE HaJJIeKarei
IBYX JIeT? MPaKTUKU XPAHEHNS,

nyHKT 23 [IpaBuin
HaIexamen
MIPAKTUKU XPAaHEHUS;
yHKT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpEelCTB

44. |CobOmromaercss 5 3ampeT Ha XpaHeHue |myHKT 51 [IpaBun
OTHEOMACHBIX 5 B3PBIBOOTIACHBIX | HAJJISKAIIIECH
JIEKapCTBEHHBIX IIPENapaToB BJIaju OT: MIPAKTUKU XPaHEHUS

nyHKT 51 IIpaBun
orus? HaIeXalen
MPAKTUKU XPaHEHUS
nyHKT 51 [IpaBun
OTOINHTEILHBIX MPUOOPOB? HaJJIeXKarei
MPAKTUKU XPaHEHUS
nyHKT 51 [IpaBun
BO3JCHCTBUS MPSAMBIX COTHEUHBIX JTydei? HaIeXalen
MPAKTUKU XPaHEHUS

45. | Cobmromaercs v 3amnpeT Ha XpaHEeHUE B nyHKT 20 [IpaBun

MMOMEUIECHUSAX XPAHEHUS JIEKAPCTBEHHBIX HaJJIeKarei

MperapaToB:

MIPAKTUKU XPaHEHUS
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nyHKT 20 [IpaBun
MULIEBBIX MPOAYKTOB? HaJjIexalen
MIPAKTUKU XpaHEHUS

nyHKT 20 [IpaBuin
TaOaYHBIX U3IEITUI? HaJUIeKaIeH
MPAKTUKU XPAHEHUS

. yHKT 20 IIpaBun

HaIMTKOB (32 UCKIOYEHUEM NTUTHEBON <

HaJuIexalen
BOJIbI)?

IIPAKTUKU XPAaHEHUS
JIEKapCTBEHHBIX IIPENApPaTOB, nyHKT 20 IIpaBun
IpeHa3HaYEHHBIX JUJIS INYHOTO HaJuIexalen
UCIOJIb30BaHUS paOOTHUKAMU? IIPAKTUKU XPAaHEHUS

(mnosmxHoCcTh M OVIO IOOJDKHOCTHOTO JiMlla, 3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, I[IOONMCH, IaTa)

(mojpxkHOCTE M OVMO IOOJDKHOCTHOTO JMIla KPUIMYECKOTO JMia, IPMCYyTCTBOBABIIEIO
OpM 3alOoJIHEHUM NPOBEPOYHOTO JMCTa, NOANMCH, IaTa)

[Ipunoxenne N 9

K ipukazy denepanbHON CITyKOBI

0 Ha/130py B cepe 31paBoOXpaHEHHS
ot 09.11.2017 N 9438

®dopma

[IpOBEPOUHEIY JIUCT
(CnMCOkK KOHTPOJIBHEIX BOIIPOCOB), MCIHOJb3yeMelM dernepalibHOM CJIyXOou
10 Han3o0py B cbepe 3OpaBOOXPAaHEHUS U ee TEePPUTOPMAJIBHEIMM OpIl'aHaMu
OpyY MNPOBEIEeHUM IIJIAHOBHEIX IMPOBEPOK MNPM OCYUECTRBJIEHUM QelepasibHOT'O
TOCYyIapCTBEHHOTO Hamsopa B cbhepe obOpameHMs JIEKAPCTBEHHHX CPEenCTB
(XxpaHeHVe JIeKapPCTBEHHBIX [NpellapaToB OJS MeOMLUMHCKOI'O
IPVUMEHEHVS MUHIOUBUIYAJILHEMU [IPeONPUHMMATEIIAMN)

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO [JAaHOBYID IPOBEPKY)

1. Bun rocyIapCTBEHHOI'O KOHTPOJA (Hazmsopa)

2. [MpenmeT IJIaHOBOM NPOBEPKM KPUOMUYECKMX JIML, ¥ MHIOMBUIOYAJIbHBEIX
npennprHuMaTeen OorpaHMYMBaeTcd o0O0da3aTesIbHEIMM TpeOOoBaHMAMM, COOJIOIOeHMe
KOTOPHIX ABJIAeTCsa Hambojiee 3HAUMMEIM C TOYKM S3PEHMS HeIONylleHMS BO3HMKHOBEHUS
YITPO3H NPUUMHEHMS Bpelda XM3HU, 300POBBI0 TI'PaxiaH, W3JIOXEeHHEIMM B QopMe
IIPOBEPOYHOTO JIMCTA (CHMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HamMeHOBaHME OPUOAMYUECKOTO JMUa, OGaMunus, MMsS, OTUECTBO (IpV HAJIMUUM)
VMHOVMBMIOYAJIBHOTO INPENNPUMHUMATENIA:



http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100056&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100056&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100056&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100056&fld=134

4. MecTO NpPOBENEHMS IJIAHOBOM I[IPOBEPKM C BalOJIHEHMEM IIPOBEPOYHOI'O JIMCTA:

5. PexBM3UTE NpMKaszsa O NPOBeIeHMUM IIJIAHOBOM MNPOBEPKM: OT N

6. VYUeTHBl HOMEpP MNPOBEPKM M IaTa IIPMCBOEHMS yUEeTHOI'O HOMepa I[IPOBEPKU B
EOovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTE, bammnma u VMHULMAJIBEL IOOJIKHOCTHOTI'O JamLa (J1m111) ,

NPOBOOAWETO (MX) IJIAHOBYK MNPOBEPKY :
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTpaxallMx CcoIepxaHue oO0g3aTeJIbHEX TpeboBaHUM,
OTBET Ha KOTOPHE OIHOBHAWHO CBUIETEJIbCTBYET O COOJIOIEHUM WMJIM HeCOOJOeHUM
PPMINYECKVM JIMLIIOM, MHIMBMIOYAaJIBHBIM IIPEOIIPUMHMMAaTEJIEM obsa3aTesbHEX 'I‘pe@OBaHI/HZ,
COCTAaBJIANIMX NPEeIMEeT NPOBEPKM:

N Bonpocsl, oTpakaromue cofaep;xaHue PexBu3uThI BriBOI 0
n/n 00s13aTeNIbHBIX TpeOOBaHUN HOPMaTUBHBIX BBITIOJTHCHUH
MIPAaBOBBIX AKTOB, C | TpeOOBaHMI

yKa3aHUEeM UX
CTPYKTYPHBIX Aa HET
€/IMHUII, KOTOPBIMU
YCTaHOBJICHBI
00s13aTeIbHBIC
TpebOoBaHUs

@enepanbublii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpamieHnn JIeKapCTBEHHBIX
cpenctB" (CobOpanue 3akoHomarenscTBa Poccmiickoit ®deneparmuu, 2010, N 16, ct. 1815;
2016, N 27, cr. 4283) (mamee - 61-®@3); [lpaBwira Hammexameld MPAKTUKH XpaHEHUS H
MEPEBO3KHU JIEKAPCTBEHHBIX MpPENapaToB Ui MEIUIIMHCKOTO MPUMEHEHUS, YTBEPKICHHBIC
npukazoM MuHucTepcTBa 3apaBooxpaHenus Poccuiickoit @eneparuu ot 31 aBrycra 2016 r.
N 646H (3apeructpupoBaH MuHHCTEpCTBOM OCTHIIMH Poccuiickoit denepanuu 9 sHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - [IpaBuia Hajexarieil NpakTUKU XpaHEHUS);
[IpaBuna Hajgnexamieil  anTe4yHON  MPAaKTUKKA — JIEKAPCTBEHHBIX — MpemapaToB s
MEJIMIIMHCKOTO TPUMEHEHUs, YTBEPKJICHHbIE MPUKa30oM MUHUCTEPCTBA 3/IpaBOOXpaHEHUs
Poccutickoit ®enepanuu ot 31 aBrycra 2016 r. N 6471 (3apeructpupoBad MUHHUCTEPCTBOM
rocturin Poccuiickoit @eneparuu 9 ssaBapst 2017 r., peructpannronssii N 45113) (nanee -
[IpaBuna Haanexaiiel anteyHoi npakTuku); [IpaBuna xpaHeHHs JTEKapCTBEHHBIX CPEJCTB,
YTBEP)KJICHHBIE TPUKa30M MMHHCTEpPCTBA 3/IpaBOOXPAHEHUS] U COLMUAIBHOIO Pa3BUTHS
Poccutickoit ®enepanuu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHUCTEPCTBOM
toctuiuu Poccwmiickoit @enepanmu 4 oktsaOps 2010 1., perucrpanmonusii N 18608) ¢
W3MEHEHHUSMHU, BHECEHHBIMHM MPUKA30M MMHHCTEPCTBA 3[PaBOOXPAHEHUS M COLUATBHOTO
pasButHs Poccuiickoit @enepanmu ot 28 nmexabps 2010 r. N 1221 (3apeructpupoBaH
MunucrtepctBoM toctuninu Poccutickoit @enepanuu 4 despans 2011 r., peructpaimoOHHBINA
N 19703) (nanee - IlpaBuna xpaHeHHs JEKAPCTBEHHBIX CPE/ICTB)

Vnpasnenue kadectBoM (ctaThsi 55 61-®D3; rmasa Il IlpaBun Haanexamield anTedHOR
MIPAKTHUKH )

Y TBep:KIeHBI I PyKOBOJHUTEIEM CyObEeKTa
oOpaIIeHus JIEKAPCTBEHHBIX CPEJICTB
CTaHJapTHBIE OIlEPallUOHHBIE IPOLELYPBI
(mamee - COIT)?

nyHKT 4 [IpaBun
HajIexxalen
anTeYHON NMPaKTUKU
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Nmeercs 1 JOKyMEHTAIUsS CUCTEMbI KaueCcTBa
Ha OyMaXHBIX U (WJIH) JIEKTPOHHBIX
HOCHUTEISX:

nyHKT 5 [IpaBun
Haj1exKalen
alTeYHOM MPAKTUKHU

’KypHaJ perucTpany IpruKa3oB
(pacmopspKeHHid) IO CyObEKTy POSHUIHOMN
TOPTOBJIN?

MNOAMYHKT "u"
nyHkra 5 [TpaBun
HaJUIeKalleH
anTEeYHOU NMPAKTUKU

KYypHaJI €XKeIHEBHOI perucrpamnuu
apaMeTpoB TEMIEpaTypbl U BIaKHOCTH B
MOMEILEHUSX JUIsl XpaHEHUs
JIEKapCTBEHHBIX IIPENapaToB?

n..n

MOJAIYHKT "K
nyHkra 5 [Tpasui
HaJIeKaIen
anTEeYHOM NPAKTUKH

KypHaJ MEPHOANICCKON PETUCTPAITUH
TEMIIEPATyPbl BHYTPHU XOJIOAMIBEHOTO
obopynoBanus?

noAmyHKT "n"
nyHkra 5 [TpaBun
HaJUIeKallen
anTEeYHOU NMPAKTUKU

KypHaJl yueTa OTepalnii, CBSI3aHHBIX C
oOpallieHreM JIeKapCTBEHHBIX CPEJICTB,
BKJIFOYCHHBIX B MIEPEUYCHB JICKAPCTBEHHBIX
CPEJICTB, MOJIEKALIUX
MIPEAMETHO-KOJIMYECTBEHHOMY yUeTy (IpHu
HaJIu4uu)?

MOAMYHKT "M"
nyHkra 5 [TpaBun
HaJUIeKalleH
anTEeYHOU NMPAKTUKU

’KypHAaJI yueTa JIeKapCTBEHHBIX MpenapaToB
C OTPaHUYECHHBIM CPOKOM TOJHOCTH?

MOAMYHKT "p" MyHKT
5 TlpaBun
HaJIeXaIen
anTeYHON MPaKTUKU

JKypHaJI y4eTa OCTYTUICHHUS U pacxojia
BaKIMH (TIpH HAJTNYIUH)?

MOJMYHKT "X" MyHKT
5 [IpaBun
HaIeXalen
anTeYHOU NPAKTUKU

JKypHAJI PETUCTPALIUU PE3YJIbTATOB
IIPUEMOYHOIO KOHTPOJIA?

MOANYHKT "¢"
nyHkta 5 [TpaBuin
HaJyIeKallen
anTeuyHOM MPaKTUKH

WNndpactpykrypa. Ilomemienus s XpaHEHUs JIEKApCTBEHHBIX TMpenapartoB (cTatbs 58

61-®3, rmaBa IV IlpaBun Hamexamed NpPaKTUKHA XpaHEHHUS;

[IpaBuna XpaHeHHs

JIEKapCTBEHHBIX cpe/CTB; rnaBa V [lpaBun Haanexaliel anTeuHoi NpakTUKH)

Nmetrorcs 1 He0OX0IMMBIE TTOMEIICHUs (1K)
30HBI, IPUHAITICKAIINE aITEYHON OpraHU3aINH
Ha TpaBe COOCTBEHHOCTH WJIM Ha HHOM
3aKOHHOM OCHOBaHHUH, HEOOXOIUMBIE IS
OCYILECTBIICHUS JEATEIbHOCTH MO XPAHEHUIO
JIEKapCTBEHHBIX MPenapaToB?

HaJUIeXKaIen

nyHKT 11 IIpaBun

IIPAKTUKU XPAHEHUS
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Hmeetcsa mu 0003HaYeHHAs 30HA WU

nyHKTHI 15, 16

4 OTJIeJIbHOE TIOMEILIEHUE TPUEMKH [TpaBun
' JIEKapCTBEHHBIX MpeEnapaToB? HaJiJIe)KaIen
MIPAKTUKU XPAHEHUS
Nwmeetcs nu 0003HaUeHHAs 30HA WK MyHKTHI 15, 16
5 OTJIeJIbHOE TIOMEILIEHUE XPaHEHUS [TpaBun
' JIEKapCTBEHHBIX MPEMapaToB, TPEOYIOMIUX HaJJIeKaIen
CHELHUATbHBIX YCIOBH? MIPAKTUKU XPaHEHUS
Nmeetcs nu A XpaHEHUS BBISBICHHBIX myHKTHI 15, 16
¢banbcuPUIMPOBaHHBIX, [IpaBun
HEA0OPOKaYECTBEHHBIX, KOHTPA(PAKTHBIX HaJIexaIen
JIEKapCTBEHHBIX MPETApaTOB: MIPAKTUKN XPaHCHUS
MyHKTHI 15, 16
[IpaBun
6. o0o3HaYeHHast 30Ha? p .
HaJuIexalen
MIPAKTUKU XPaHEHUS
myHKTHI 15, 16
[IpaBun
OTJIeIbHOE IOMELIEHUE? .
HaJIexaIen
MIPAKTUKN XPaHCHUS
Wmeercs 11 30Ha UK OTIENIBHOE MIOMEIICHHE
A = > |myHkTHI 15, 16
obecrieunBaroasi TpedyeMble yCIOBHS pasmi
7. XpaHeHUs JIEKapCTBEHHBIX MpenapaToB AJs p .
HaJuIexanen
KapaHTUHHOTO XpaHEHUs JI€KapCTBEHHBIX
MIPAKTUKU XPAHEHHUS;
npenaparoB?
OcBelleHb! U TOMEIICHUS 1 30HEBI, nyHKT 17 I[IpaBun
8. HCIIOJIb3YyEMBbIE JIJIsl XPaHEHHUS JIGKAPCTBEHHBIX | HAJIeKaIeh
npemnapaTos? MIPAKTUKU XpaHEHUS
OTtaeneHsl M aIMHHUCTPATUBHO-OBITOBBIS nyHKT 19 [IpaBun
9. MTOMEIIEHUS OT MOMEIIEHUN XPAHEHUS HaJjIexKalen
JIEKapCTBEHHBIX MPEenapaToB? MIPAKTUKU XpaHEHUS
Nmeercs nu otnenbHast 30Ha (MKadbl) s
a ( ) 1 yHKT 25 [IpaBuin
XpaHeHus1 000pyI0BaHUs, MHBEHTAPS U -
10. HaJIexalen
MaTepHuasoB Jijisl yOOPKH (OYMCTKH), a TAKKE
MIPAKTUKN XPaHCHUS
MOIOIIHX U IC3HHPHUIHPYIOIIHX CPEICTB?
[IpoBoauTcs nu y6opka nomerieHuit (301) ans | myHKT 25 [Ipasun
11. |xpaHeHHS JEKapPCTBEHHBIX MPEMapaToOB B HaJIexaIen
cootsercTBuu ¢ COIlom? MIPAKTUKU XPAHEHUS
Nmeercs nu rnaakas otenka noMemenut g | myHkT 25 [IpaBun
1o |XPaHEHHUST JIEKAPCTBEHHBIX MPEMAPATOB HaJIeXaIen

(BHYTpEHHHE ITOBEPXHOCTH CTEH, ITOTOJIKOB),
JIOITy CKaIoI[asi BO3MOKHOCTh ITPOBEICHUS

IIPAKTUKU XPaHEHHUS;
myHKT 6 [TpaBun
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BJIQXKHON YOOPKH U UCKJIIOYAIOIlas HAaKOIUICHHUE | XpaHEHUS
BTN ? JIEKapCTBEHHBIX
CpEICTB

OOecreueHa JIM 3alIATa IOMEICHUN JJIs
XPaHEHHUS JICKAPCTBEHHBIX MIPENapaToB OT
MIPOHUKHOBEHHUS HACEKOMBIX, TPbI3yHOB WJIH
JPYTUX )KUBOTHBIX?

nyHKT 26 [IpaBun
HaJlJIeXKaIen
MIPAKTUKU XpaHEHUS

13.

Wndpactpykrypa. O6opynoBanue (rnaBa IV IlpaBun Hajuexamieil NpakTUKU XpaHEHUS;
[IpaBuna xpaHeHHs JEKapCTBEHHBIX CPEACTB)

Nmeercs nu HeoOxoaumoe oOopynoBaHue (B
XOpolLIeM COCTOSIHUM u gucroe), | myHKT 11 IIpaBun
14. |npunaanexaiiee OpraHu3alMM Ha  IpaBe | HAJUIexKalen
COOCTBEHHOCTH WJIM HAa MHOM 3aKOHHOM |[IPAaKTUKU XpaHEHUs
OCHOBaHUU?

OchalieHbl 1M IOMEIIEHUs A XpaHeHwus |yHKT 7 [IpaBun
JIEKapCTBEHHBIX ~ CPEACTB MpuOOpamMu  JJisl | XpaHEHHS
perucTpanyy napameTpoB Bo3ayXa: JIEKapCTBEHHBIX
CpeAcTB

15.

nyHkT 7 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
TepMoMeTpamMu’? CPEICTB IMYHKT 37
[IpaBun
HaJyIeKallen
MIPAKTUKU XpaHEHUS

nyHKT 7 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
rurpoMerpamu’? CPEICTB IMYHKT 37
[IpaBun

16. HaJuIexalen
MIPAKTUKU XpaHEHUS

nyHkT 7 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
AJIEKTPOHHBIMU TUTPOMETpaMu? CPEICTB IYHKT 37
[IpaBun
HaJyIeKallen
MIPAKTUKU XpaHEHUs

nyHKT 37 [IpaBun
TEPMOTUTPOMETPAMHU? HaJIJIe)kKaIen
MIPAKTUKU XpaHEHUS
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Pa3mematorcss 11 U3MEpUTEIbHBIE  YACTH
nyHKT 7 IIpaBun
npuOOpoOB  JUIsl  PETUCTPAllMU  MapaMeTpoB CDAHCHILS
17. |Bo3myxa Ha pacCTOSHMM HE MEHee 3 M OT P
. JIEKapCTBEHHBIX
JIBEPEi, OKOH U OTOMHUTEIHHBIX MPUOOPOB U HA
CpEICTB
Beicote 1,5 - 1,7 M oT nmona?
Peructpupyrorcs nu mokazaHus MpudbOpoOB It
ETHCTpAIK TTapaMeTPOB BO3IyXa €KEIHCBHO
P pal P P y A nyHKT 7 IIpaBun
B CIICIIUAIIBHOM KypHaJie (KapTe) perucTpanuu DA
18. |Ha OyMa)XHOM HOCHUTENIC WJIH B DJIECKTPOHHOM p
o JIEKapCTBEHHBIX
BUJE C apxuBamued (ig SIEKTPOHHBIX CpeICTB
TUTPOMETPOB), KOTOPBIH BEJIETCS p
OTBETCTBEHHBIM JTUIIOM?
CepTuduuupoBaHsl, KaTuOpOBaHBI u | myHKT 7 [IpaBun
19, |TOBEPraroTCs JIM NOBEPKE KOHTPOJIMPYIOUIUE | XPAHEHHS
" |mpubopbl TSI PETUCTpallMd  MMapaMETPOB | JIEKAPCTBEHHBIX
BO3IyXa? CpEICTB
Nmeetcst mu xomoauiibHOE 000pyI0BaHUE: myHKTHI 21, 36, 37
[IpaBun
HaJIeKaIen
MIPAKTUKU XPaHEHUS
XOJIOAWJIbHBIE KAMEPBI WIH CIIELIUAIIBHO nyHkTeI 21, 36, 37
20 000py1I0BaHHOE TTIOMETICHHE? [TpaBun
' HaJUJIeXKallen
MIPAKTUKN XPaHCHUS
(dhapmareBTHUeCKre X0NOouIbHbIe Kapel | myHKTHI 21, 36, 37
WJIH XOJIOIMIBHUK JIJTSE XpPaHEHUS [Tpasun
TEPMOJTAOUITBEHBIX JIEKAPCTBEHHBIX CPENICTB? | HAJICKAIIEH
MIPAKTUKU XPaHEHUS
myHKThI 21, 36, 37
[IpaBun
HaJIJIeKaIen
NmetroTcs 1 cUCTEMBbI KOHIUIIMOHUPOBAHUS B
MIPAKTUKU XPaHEHUS;
21. |TOMelIeHUSIX XpaHEHUs JICKapCTBEHHBIX
myHKT 4 [TpaBun
IpenapaTos?
XpaHeHus
JIEKapCTBEHHBIX
CpeICTB
nyHKTHI 21, 36, 37
IIpaBun
HaIeXalen
WmeroTcs i cCHCTEMBI BEHTUIISIIIVH B
MIPAKTUKN XPAHCHUS;
22. |MOMEUICHUSAX XpaHEHHS JeKapCTBEHHbIX

npenapaTroB?

nyHKT 4 [IpaBun
XpaHeHus
JIeKapCTBEHHBIX
CpeAcTB
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23.

Nmetores nu mkadbl MeTauIMYECKUe WIN
JIEPEBSIHHBIE JUIsI XPAHEHUS JIEKAPCTBEHHBIX
[IpenapaToB, MOJIEKAIUX
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy?

nyHKT 31 [IpaBuin
HaJJIeXKaIen
MPAKTUKHU XPAHEHUS

24,

Nmeetcs nmu mimomMOup 11t orieyaThIBaHUS B
KOHIIe pabouero AHs mIkadoB METAIITHUYECKUX
WJIU ICPEBSIHHBIX (WJIM MIOMEIIEHUI ) IS
XpaHEHMs JIEKapCTBEHHBIX MIPENapaTos,
MOJICXKAITUX TTPEIMETHO-KOJIUYECTBEHHOMY
yuery?

nyHKT 31 [IpaBun
HaJlJIeKaIen
MIPAKTUKU XpaHEHUS

25.

HWmMmeroTcs 1u B MOMCHICHUAX IJId XpPaHCHU A
JICKApPCTBCHHBLIX MPCIIapaTOB:

nyHKT 29 [IpaBun
HaJyIeKalen
IIPAKTUKU XPAaHEHUS;
nyHKT 31 [IpaBui
HaJUIeKalleH
MIPAKTUKU XPAHEHNS,
nyHKT 5 [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEXCTB

cTeIIaxu?

nyHKT 29 [IpaBui
HaJUIeXalen
MPAaKTUKU XPAHEHUS,

nyHKT 31 [IpaBuin
HajIexalien
MIPAKTUKU XPAaHEHNS,
nyHKT 5 [IpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CPENCTB

mKagbl?

yHKT 29 [IpaBun
HajIexallen
MIPAKTUKU XPAaHEHNS,
nyHKT 31 IIpaBun
HaIexamen
IIPAKTUKU XPAHEHUS;
yHKT 5 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

MO IOHBI?

yHKT 29 [IpaBuin
HaJUIeXKaIen
MPAaKTUKHU XPAHECHUS,
nyHKT 31 [IpaBun
HajIexKalen
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IIPAKTUKU XPAaHCHUS;
nyHKT 5 IIpaBun
XpaHEeHUs
JIEKaApCTBEHHBIX
CPEICTB

nyHKT 29 [IpaBuin
HaIeKaIen
MPaKTUKU XPAHEHUS,
yHKT 31 IIpaBun
HaIexalen
MPaKTUKU XPAHEHUS,
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

MOJATOBAPHUKH?

WwmeroTcst u 3amacHble TIOBEpEeHHBIE cpeacTBa | MyHKTH 39, 40
U3MEpEHUS B Cllydyae peMOHTa, TexHuueckoro | IIpaBun
o0cy>)KHBaHUs1, TOBEPKU 000PYIOBAHUS U HaJIJIe)KaIen

06, |CPercTB U3MepeHus? IIPAKTUKU XPaHEHUS;
yHKT 7 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

IIpomecchl  AeATENbHOCTH CyObEKTa PO3HUYHOM TOPrOBIM TOBAapaMU  alTE4YHOTO
accoptumenTa. JleiicTBus cyObekTa oOpallieHus JeKapCTBEHHBIX MPEnapaToB M0 XpaHEHUIO.
JIOKyMEHTBI TI0 XpaHEHHIO JeKapCTBEHHBIX NpenapaTtoB. OneHKa JAesiTeIbHOCTH (cTaThs 58,
nyHKT 3 ctaten 9 61-®3; rmaa V, VI [IpaBui Hajuexamnei npakTuku XxpaHenust; [Ipasua
XpaHeHus JiekapcTBeHHBIX cpeacts; rnaBa VI m VIII IlpaBun naanmexamell anrteuHou
MIPAKTHKN)

COOTBETCTBYIOT JIM CBEJICHUS PE3YJIHTATOB yHKT 46 [IpaBui
[IPUEMOYHOIO KOHTPOJI CBEICHUAM B HaJyIeKaIlen
TOBapOCOINPOBOJIUTEIBHON JOKYMEHTALIMU: MIPAKTUKU XPAaHEHNS,
nyHKT 40 [IpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB

27,

nyHKT 46 [IpaBun
HaJJIeXaIen
IIPAKTUKU XPAaHEHUS;
10 aCCOPTUMEHTY U KOJIUYECTBY? nyHKT 40 [IpaBuin
XpaHEeHUus
JIEKApCTBEHHBIX
CPEICTB
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yHKT 46 [IpaBuin

Haj1exKalen
MIPAKTUKU XpaHEHUS;
10 KauecTBy? yHKT 40 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeICTB
10 COOJIIOJICHUIO CIIEIUATIBHBIX YCIOBUM nyHKT 46 [IpaBuin
XpaHeHus (MpU HATMYUH TaKOT'O HaJyIeKaIlen
TpeOOBaHUSI B HOPMATUBHOM JJOKYMEHTAIIUH | IPAKTUKU XPaHEHUS;
Ha JIEKapCTBEHHBIN Ipemnapat)? yHKT 40 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeICTB
nyHKT 46 [IpaBuin
HaIeKaIen
. ., |IpaKTHKHU XpaHEHHUS,
M0 HAJIMYUIO MIOBPEKICHUIN TPAaHCTIOPTHON
Tape? yHKT 40 [IpaBui
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB
Coznana 1 npueMHasi KOMUCCHS U1 nyHKT 49 [IpaBuin
0g |MPOBEACHHS MPHEMOTHOTO KOHTPOA, Hannemavmeﬁ
YTBEPKACHHAS IPUKA30M PYKOBOAUTENS anTEeYHOM NMPaKTUKH
cyOBbeKTa pO3HUYHOM TOPTOBIN? XpaHEHUs
OdopMIsIOTCS M ¢ TPOCTABICHUEM HITAMIIA O
IIPUEMKE, ITOIUCHIO myHKT 46 IIpaBun
MaTepHUaJIbHO-OTBETCTBEHHOTO JIMIIA, HaJuIexanen
3aBEPEHHOM MevaThio (MPH HATMYUK) CyObEKTa |anTeyHOM MPaKTUKH
PO3HUYHOM TOPTOBIIN:
nyHKT 46 [IpaBun
cueta-(axktypbi? HaJuIexalen
29. aNTeYyHON MPAKTHKH
TOBAPHO-TPAHCIIOPTHBIC HAKIATHBIE? nyHKT 46 [IpaBun
HaJyIeKallen
anTeuyHOM MPaKTUKH
peecTp T0KYMEHTOB I10 KayecTBy? yHKT 46 [IpaBuin
HaJyIeKallen
anTeuyHOM MPaKTUKH
[TpoxoasaT 1 ToBapkl anTeqHoro accoptumenTa | myHKT 50 [Tpasun
30. |10 mojgavm B TOPTOBYIO 30HY MPEANPONAXKHYIO | HAJICKAIICH

MOATOTOBKY?

anTeyHou IMPAKTHUKHU
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Nnentudunupyrores 11 XpaHSmuecs nyHKT 29 [IpaBun
JIEKapCTBEHHBIE CPEJICTBA B COOTBETCTBUHU C HaJuIexalen
31 IIPUMEHSEMOH CyObEeKTOM 00paleHHs IIPAKTUKU XPAaHECHUS;
JIEKapCTBEHHBIX NIpenapaToB cucTeMoll yueta? |myHKT 49 [IpaBun
HaIexalen
MIPAKTUKU XPAaHEHUS
Ocy1ecTBisieTcs 1 XpaHEeHUE JIeKapCTBEHHBIX | MyHKT 47 [IpaBun
IIPENapaToB ¢ y4ETOM TpeOOBaHUMA: HaJIexalen
MIPAKTUKU XPAaHEHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB
HOPMAaTUBHOM JTOKYMEHTAIVH, nyHKT 47 [IpaBui
COCTaBJIAIOLIEH PErMCTPALIMOHHOE IOChE HA | HaJUIEKAIIEH
JIeKapCTBEHHbIN Npemnapar? MIPAKTUKU XPaHEHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEXCTB
32.
nyHKT 47 [IpaBui
HaJUIeKalleH
MHCTPYKLNU IO METUIIUHCKOMY VPAKTHKH XpAHCHIA,
o nyHKT 40 [IpaBun
IIPUMEHEHHIO/
XpaHeHus
JIEKapCTBEHHBIX
CPENCTB
nyHKT 47 [IpaBuin
. HaJUIeKaIlen
UH(pOpMalNH, coieprKallencs Ha .
MEPBUYHOMN U (MJIM) BTOPUYHON YIIaKOBKE VPAKTHKH XpAHCHIA,
JIEKapCTBEHHOI'O Ipernapara u mynKr 40 Tpasin
TpPaHCIIOPTHOM Tape? XpaHCHi
JIEKapCTBEHHBIX
CPENCTB
Pasmemarorcs nu nexkapcTBEHHbIE Npenapatel B | MyHKT 49 [IpaBun
MOMEUICHUSAX U (MITH) 30HaX JUUIsl XpaHEHHs HaJuIexalen
JIEKapCTBEHHBIX MPENapaTOB B COOTBETCTBUU C | IPAKTUKHU XPaHEHMUS,
33. | TpeGoBaHMAMHU HOPMATHUBHOM TOKYMEHTalMu U | MyHKT 8 [IpaBun

(wm) TpeOOBaHMSIMU, YKa3aHHBIMU Ha XpaHEHHUst
YIaKOBKE JIEKapCTBEHHOTO Mpemnapara, ¢ JIEKapCTBEHHBIX
y4eToM: CpEeICTB
nyHKT 49 [IpaBun
(U3NKO-XUMHYECKUX CBOWCTB HaJuIexalen

JIEKapCTBEHHBIX MpenapaToB?

IIPAKTUKU XpaHEHHUS;
myHKT 8 [TpaBuin
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XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

(bapMaKoIOrn4ecKux rpymnmn?

nyHKT 49 [IpaBuin
HaJIeKaIen
IIPAKTUKU XPAaHEHUS;
nyHKT 8 IIpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

crioco0a BBEICHUS JICKAPCTBEHHBIX
npenaparoB?

nyHKT 49 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS;
yHKT 8 IIpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

XpaHSITCH JIX CBETOYYBCTBUTCIILHBIC

nyHKT 52 [IpaBuin
HaJIeKaIen
IIPAKTUKU XPAHEHUS;

34. |nexapcTBEHHBIE MPETApaThl B 3alIUIIEHHOM OT | ITyHKTHI 24 - 26
cBeta mecte? [IpaBun xpaneHus
JIEKapCTBEHHBIX
CpeACTB
nyHKTHI 21, 47
[IpaBun
HajIexalien
XpaHsTCcsl U BIaroyyBCTBUTEIbHBIE
MIPAKTUKN XPAHCHUS;
35. |JIeKapCTBEHHBIC CPEJICTBA B 3ALTUIIIEHHOM OT
MYHKTHI 27 - 29
BJIaru mecre?
[IpaBun xpaneHust
TIEKapCTBEHHBIX
CpeAcTB
HasnaueHo 1 mpuKa3oM pyKOBOJIHUTEIS
CyOBEeKTa pO3HUYHON TOPTOBJIHM OTBETCTBEHHOE |IMyHKT 66 [IpaBun
36. |y 3a paboty ¢ GamTbCUPUITUPOBAHHBIMH, HaJTeXaIen
N00pOKaueCTBEHHBIMU, KOHTPA(haKTHEIMHU anTeYHOM MPaKTUKH
TOBapaMH alTeYHOTO aCCOPTHUMEHTA?
W3onupoBaHbl 11 CrielUanbHO
p 1 myHKT 55 [IpaBui
MIPOMAapKUPOBAHHEIC JIEKAPCTBECHHBIC .
37. HaJIexalen
npenapaTsl, IpeJHa3HAYeHHbIE [T
MIPAKTUKN XPaHCHUS
YHUUTOXKEHUA?
nyHKT 30 [IpaBun
38. |M3omupoBaHbl J1U: HaJUIeKalen

IIPAKTUKU XPAHEHUS
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JICKaPCTBCHHBIC TPENapaThl, B OTHOIICHHH
KOTOpBIX HpHHHTO pemeHI/Ie 06 N3BbATUN U3
obparneHus?

yHKT 30 [IpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

JIEKapCTBEHHBIE IIPENapaThl, B OTHOLIECHUU
KOTOPBIX IPHUHSTO PELICHUE O
IIPUOCTAaHOBJIEHUYU IIPUMEHEHUS?

nyHKT 30 [IpaBuin
HaJIeKaIen
IIPAKTUKU XPAHEHUS

danbcupuIMpoBaHHbIE,
HEeT0OpOKaYeCTBEHHBIE M KOHTpadaKTHBIE
JIeKapCTBEHHbIE MTpenapaThl?

nyHKT 30 [IpaBuin
HaJIexaIen
IIPAKTUKU XPAaHEHUS

VImeroTcst 11 JOKYMEHTBI, ONHUCHIBAIOLINE
HeﬁCTBHﬂ, BBIITOJIHACMBIC CY6"I)GKTOM
oOpallleHHUs JIEKAPCTBEHHBIX MPENapaTos,
HaIpaBJIEHHbIE HA cOOII0AeHNE TpeOOBaHUA,
ycraHoBleHHbIX [IpaBunaMu Hauexanei
IIPAKTUKU XPAHCHUSA:

MYHKTHI 41 - 43
[IpaBun
HaJIeKaIen
IIPAKTUKU XPAHEHUS

UHCTPYKUUU?

MYHKTHI 41 - 43
[IpaBun
HaIeKaIen
IIPAKTUKU XPAaHEHUS

CTaAaHAAPTHBIC ONICPAIITMOHHLBIC TPOLUCAYPhbL

MYHKTHI 41 - 43

39.
(COIInn)? [TpaBun
HaJyIeKallen
MIPAKTUKU XpaHEHUS
OTYETHI (CBOJIHBIE KYpPHAJIbI)? myHKTHI 41 - 43
IIpaBun
HaIeXalen
MPAKTUKU XPaHEHUS
JIOTOBOpPHBI? MYHKTHI 41 - 43
[IpaBun
HaJyIeKallen
MIPAKTUKU XpaHEHUS
Benercs nu y4eT jiekapCTBEHHBIX CPEJICTB C nyHKT 11 IIpaBuna
40, |OTPaHMUCHHBIM CPOKOM IOJHOCTH Ha XpaHEeHUSs
" | OyMa)KHOM HOCHUTEIIE WIH B AJIEKTPOHHOM BUJIE |JIEKAPCTBEHHBIX
C apXuBaIueun? CpelCTB
Y cTaHOBIEH I PyKOBOAUTENIEM oprann3anuu |(nyHKT 11 [IpaBun
41, |TOPATIOK BE/ICHHUS yueTa JIEKAPCTBEHHBIX XpaHEeHUs
" |cpencTB ¢ OrpaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CPEICTB
Nwmeetcs nu pa3paboTaHHBINA U YTBEPXKACHHBINA | MyHKT 24 [IpaBun
42. |KOMIUIEKC MEp HalpaBJICHHBIX Ha HaJUIeKalen

MHUHUMUA3AIUIO pUCKA KOHTaAMUHAIIUN

IIPAKTUKU XPAHEHUS
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JIEKapCTBEHHBIX MPENapaToB, C YI4ETOM
YCIIOBUH COOJIIOICHUS 3alUTHI OT (DAKTOPOB
BHEIIIHEH cpeibl ¢ 0OPMIICHUEM:

nyHKT 24 [IpaBuin
MPUKa30B? HaJUIeKalen
MIPAKTUKU XPaHEHUS
nyHKT 24 [IpaBuin
COlIlos? HaJUIeKalen
MIPAKTUKU XPaHEHUS
nyHKT 24 [IpaBuin
WHCTPYKIUN? HaJlJIe)KaIen
MIPAKTUKU XPaHEHUS
43. |Peructpupyrorcs hi0 pe3ynbratel | yHKT 21 [IpaBun
TEMIIEPATyPHOTO KaPTUPOBAHMS U BIAXXHOCTH B | HAIJICKAIIEH
CHEIHabHOM JKypHaje (KapTe) perucTpaiiy |IpaKTUKU XpaHEHUS;
Ha OymaxHoMm Hocutene u  (uiam)  B|myHKT 23 [IpaBun
3JIEKTPOHHOM BHJI€ €KEJIHEBHO, B TOM YHCJIE B |HaJIeKallen
BBIXO/IHBIC M MPA3THUYHBIC THU MIPAKTUKN XPAaHCHUS;
nyHKT 7 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpenCTB
44, | Xpasatcs au KypHaIBl (KapThl) peructparuu | myHKT 21 [IpaBun
TEMIIEPAaTypPHOrO0 KapTUPOBAaHUA B TEUYEHUE | HAIeKaIEH
JBYX JIET? MPaKTUKU XPaHEHUS,
myHKT 23 IIpaBun
HaIexamen
MIPAKTUKU XPAaHEHUS;
yHKT 7 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpenCTB
45. |CoOmromaercss s 3amper Ha  XpaHeHue |nmyHKT 51 [IpaBun
OTHEOMACHBIX 5 B3PBIBOOTIACHBIX | HAICKAIIEH

JICKApCTBCHHBIX MPCIIapaToOB BAAJIN OT:

MIPAKTUKU XPAHEHHUS

orus?

myHKT 51 IIpaBun
HaIeXalen
MPAKTUKU XPaHEHUS

OTOMMTENbHBIX TPUOOPOB?

myHKT 51 IIpaBun
HaJUIeXKaIen
MPAKTUKU XPAHECHUS

BO3JECHCTBUS MPSAMBIX COTHEUHBIX JTydeii?

nyHKT 51 [IpaBun
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HaIexamen
IPAKTUKHA XPAHEHUS

46. |Cobimomaercs v 3anpeT Ha XpaHeHHE B yHKT 20 IIpaBun
MOMEUICHUSAX XPAaHEHHS JEKapCTBEHHbIX Ha/JIexaren
IpernaparoB: MPAKTUKHA XPaHCHUS

nyHKT 20 [IpaBui
MUILEBBIX MPOTYKTOB? Ha/Iexarien

IIPAKTUKU XPAHEHUS

nyHKT 20 [IpaBui
TaDaYHBIX U3ICITIUI? HaJyUIeXXalen
MPAKTUKU XPAHEHUS

HAIUTKOB (32 UCKITIOYEHUEM MTUTHEBOU nyHKT 20 [IpaBun
BO/IbI)? HajaexKalen
MPAKTUKU XPAHECHUS

JIEKapCTBEHHBIX npemnaparos, | myHKT 20 [TpaBun
MpeAHa3HAYEHHBIX JUTSt JIMYHOTO | Ha/lIeKalei
UCIIOJIb30BaHUsl pA0OTHUKAMU? MIPAKTUKU XpaHEHUS

(mommxHOCTE M OMO OOJIKHOCTHOTO JiMila, 3alloJIHMBIIEI'O
NIPOBEPOUYHEIM JIMCT, NOONMCH, HaTa)

(moypxHOCTE M OMO HOJIXKHOCTHOT'O JIMlla KPUAMYECKOT'O JMla, NPUCYTCTBOBABIIETO
IpY 3aloJIHEHUM IPOBEPOYHOTO JIMCTa, MNOAIMCH, IOaTa)

[Tpunoxenue N 10

K npukazy denepanbHoil cyKObl

0 Ha/130py B cepe 31paBooOXpaHeHHs
o1 09.11.2017 N 9438

dopma

[IpOBEPOUYHEM JIUCT
(CIMCOK KOHTPOJIBHEIX BOINPOCOB), MCIOJb3yeMbl denepalibHOM CJIyXOOou
IO Han30py B cdepe 3IOPaBOOXPAaHEHMA M €e TeppUTOPMaJIbHBEMM OpTaHaMM
IpM [NPOBENEHUM I[JIAaHOBHIX [POBEPOK I[IPM OCYyLEeCTBJIeHUM QelepalibHOTO
TOCYyHOAapCTBEHHOT'O Hal30pa B chepe obOpalleHMs JIEKAPCTBEHHBIX CPEAOCTB
(mepepos3Ka JIEKAPCTBEHHHEIX [IPEernapaToB IJiS MeIMLUMHCKOI'O IPUMMEeHEeHUS
B OpTaHM3alLMM ONTOBOM TOPTOBJM JIEKAPCTBEHHEIMM CPeICTBaMM)

(HaMMeHOBaHME OpTaHa, OCYHIECTBJSOIETO IJIAHOBYK MNPOBEPKY)

1. Bun rocymapCTBEHHOI'O KOHTPOJA (Hazmsopa) .
2. lIpenMmerT [1JIaHOBOMU IPOBEPKM OPUIMYECKMX JIML M MHIOVMBUIYaJIbHEIX
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NpennpuHuMaTeen orpaHM4YMBaeTca ob0a3aTesNibHEIMM TpeOOBaHMAMM, COOJIOOEeHMe
KOTOPHIX fABJIAeTCsa HamboJjiee 3HAUMMEIM C TOYKM 3PEHMS HeIONyleHMS BO3HMKHOBEHUSA
YyI'pPO3bl NPUMUMHEHMS Bpela XM3HM, S3IO0OPOBbI TI'paxXIaH, WM3JIOKEHHEIMM B Qopme
IIPOBEPOYHOTO JIMCTA (CHIMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HamMeHOBaHME OPUOAMUECKOTO JMUa, OGaMunus, MMsS, OTUECTBO (IpV HAJIMUUM)
VMHOVMBMIOYAJBHOTO INPENNPUMHUMATENIA:

4. MecTO IpOBEeIEHMS IJIAHOBOM MNPOBEPKM C BANOJIHEHMEM [IPOBEPOUHOTO JIMCTA:

5. PekxBUBUTEH IIprKas3a O IIPpOoBeIeHVN 1JIaHOBOM IIPOBEPKM: OT

N .
6. VYUeTHB HOMEpP [NPOBEPKM U HaTa IPUCBOEHUS YyUETHOIT'O HOMepa IIPOBEPKU B
EnovHOM peecTpe MNPOBEPOK:
7. JoIIXHOCTS, bammmsa n MHULIMAJIBL IOOJDKHOCTHOT'O LA (J1m11)
NPOBOOAWETO (MX) MJIAHOBYKH NPOBEPKY:
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTPpaXallMX COIepPXaHMe oO0g3aTeJIbHEX TpeboBaHMM,

OTBET Ha KOTOPEE ONHOBHAYHO CBUIETEJILCTBYET O COOJIONEHMM MUIIM HeCOOJIIeHUM
OPUINYECKYM JIMILIOM, MHIMBUIYAJBHEM I[IPEINPUHMMATEJIEM OOsS3aTelIbHEIX TpeOOoBaHMI,
COCTaBJIANUMX [IPEIMET NPOBEPKM:

N Bomnpocsl, oTpaxaromue cofaep:xaHue PexBu3uThI BeiBog 0
/o 00s13aTeNIbHBIX TPEOOBaHUN HOPMaTUBHBIX BBITIOJIHCHU U
MIPABOBBIX aKTOB, C | TpeOOBaHUM

yKa3aHUEM HX
CTPYKTYPHBIX Aa HET
€/IMHUII, KOTOPBIMHU
yYCTaHOBIICHBI
00s3aTeNnbHbIE
TpeOOBaHUS

[Tynkr 4 crateu 9 denepanpHOro 3akona ot 12 anpens 2010 r. N 61-®3 "O06 obpamieHnn
nexapcTBeHHbIX cpenctB" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit ®enepanun, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (mamee - 61-®3), rnaBa 7 IlpaBun Hamiexamen
IIPAKTUKU XPaHEHUS U TMEePEeBO3KU JIEKAPCTBEHHBIX IIPENaparoB [Uisl MEAMIIMHCKOIO
MPUMEHEHUS, YTBEPXKICHHBIX MpHUKazoM MUHHCTEepCTBa 3apaBooxpaHeHus Poccuiickoit
@enepanuu ot 31 asrycra 2016 r. N 6461 (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccutickoit @eneparuun 9 saBaps 2017 r., peructpanuonsbii N 45112) (manee - IlpaBuiia
HaJJIeXxalled MpakTUKW XxpaHeHus); IlpaBuiia XpaHeHUsT JIEKapCTBEHHBIX CpEACTB,
YTBEP)KJICHHBIE TMPUKa30M MHHHCTEPCTBA 3PABOOXPAHEHUS U COLHUAIBHOTO Pa3BUTHS
Poccuiickoit ®denepaunnu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBaH MUHHCTEPCTBOM
octunn Poccutickoii deneparun 4 oktsaops 2010 r., peructpammonnsiii N 18608) ¢
W3MEHEHHUSMH, BHECEHHBIMHM NPUKAa30M MMHHCTEPCTBA 3APaBOOXPAHEHUS M COLUAIBHOIO
pasButust Poccuiickori ®@eneparuu ot 28 nexadps 2010 r. N 12211 (3apeructpupoBaH
MununcrepcTBoM toctuiinu Poccuiickoit @enepanuu 4 despans 2011 r., perucTpannoHHbIH
N 19703) (nanee - [IpaBuia XxpaHeHUs JEKAPCTBEHHBIX CPEJICTB)

1. CornacyroTcs M ¢ OJTy4aTesieM ocTaTouHble | MyHKT 56 IlpaBun
CPOKH F'OJJTHOCTH MOCTaBIISIEMBIX Ha/JIexalen
JIeKapCTBEHHBIX IpenapaTon? MIPAKTUKU XpaHEHUs

2. dukcupyercs 1 cyObeKTOM 00palieHus nyHKT 58 IIpaBui
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JIEKapCTBEHHBIX MpernapaToB UHGOpMAIIHs O
[IEPEBO3KE JIEKAPCTBEHHBIX IpenapaToB?

HaIexamen
IPAKTUKHA XPAHEHUS

3. Ocymiectsisiercst I HHGOpPMUPOBaHHE nyHKT 61 IIpaBun
OTIPaBUTEIIA U (WIN) MOJTydaTes HaJIexalen
JIEKapCTBEHHBIX NPENApaTOB O BbISIBJICHHBIX B | IPAKTUKU XPaHEHUS
IIPOLIECCE MIEPEBO3KU CIyUasX HapyLICHUs
TEMIIEPATyPHOI0 PEeKUMa XpaHEHUS?

4, OcyuecTBisiercs 11 UHPOPMUPOBaHUE nyHKT 61 IIpaBui
OTIPaBUTEIIA U (WIN) MOJTyYaTes HaJIexalen
JIEKapCTBEHHBIX NPENAapaTOB O BbISIBJICHHBIX B | IPAKTUKU XPaHEHUS
IIPOLIECCE TIEPEBO3KH CIyUasX HapyLICHUs
MOBPEXKICHHS YIAaKOBKU?

5. [IpenocraBnstoTcs mu cyobekToM oOpamienus | myHKT 61 [Tpasuin
JIEKapCTBEHHBIX IIPENAPATOB 10 3aIIpocy HaJIexalen
0JTy4aTessl JIEKApCTBEHHBIX MPEnapaToB MIPAKTUKU XpaHEHUS
CBEJICHUS O COOJIIOJICHUN TEMIIEPATypHOTO
peXHUMa MPH NEePEBO3KE JIEKAPCTBEHHbIX
IpenapaTos?

6. Hcnonp3yrores au U1 IEpEBO3KU nyHKT 62 [IpaBui
JIEKapCTBEHHBIX NPENapaToB TPAHCIOPTHBIE HaJuIexalen
cpencrsa? MIPAKTUKU XpaHEHHUs

7. OObecneunBaloT JIM TPAHCTIOPTHBIE cpecTBa U | MyHKT 62 [paBun
00opy10BaHuUE JUIsl IEPEBO3KU JIEKAPCTBEHHBIX | HaJIeXKalleH
MpernapaToB KauyecTBo, 3 (HEKTUBHOCTH MIPAKTUKU XPAaHEHUS
0€3011aCHOCTb JIEKapCTBEHHBIX IpenapaToB?

8. Hcnonb3yeTcs v npu nepeBo3Ke nyHKT 62 [IpaBun
TEPMOJIAOMIIFHBIX JIEKAPCTBEHHBIX MPENapaToB | HaJyIexKalei
CreLMaIU3UpOBaHHOE 000pYJ0BaHUE? MIPAKTUKU XpaHEHUs

0. OObecneunBaeT JIM CIIeHAIU3UPOBAHHOE nyHKT 62 [IpaBun
000pyI0BaHUE MOAEPKAHNE TPEOYEMBIX HaJuIexalen
TeMIepaTypHbIX PEXKUMOB XPaHEHUS MIPAKTUKU XpaHEHUs
JIEKapCTBEHHBIX MTPenapaToB?

10. |IIpu nepeBo3Ke JIeKapCTBEHHBIX MPETAPaTOB myHKT 63 IIpaBun
co0JIr01aeTCs JIM YCIOBUE OTCYTCTBHS MPSIMOTO | HaJIeXKalel
KOHTaKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKH XPaHEHUS
npernapaTtamMy B H30TE€pMHUECKUX
KOHTeWHepax?

11. |PykoBoautenem cyObekTa oOpalieHus myHKT 63 [IpaBui

JIEKapCTBEHHBIX MIPENapaToB MIPOBOJAUTCS TN
MHCTPYKTaX O MOPSIKE IOATOTOBKU
N30TEPMHUUYECKHUX KOHTEHHEPOB K NIEPEBO3KE
JIEKapCTBEHHBIX MPENapaToB (C yueToM

HaIexKalen
MPAKTUKU XPAHEHUS
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CE30HHBIX 0COOCHHOCTEH), a TAKXKE O
BO3MOYXHOCTH MTOBTOPHOTO HCIIOIH30BAHUS
XJIaJI0RJIEMEHTOB?

12. |IIpouwto n1u 060pyI0BaHUE, OTHOCSIEECS K nyHKT 64 [IpaBui
CpPEACTBAM U3MEPECHUM: HaJIJIe)KaIen
MIPAKTUKU XpaHEHHUs
NEPBUYHYIO TIOBEPKY U (WIM) KAIUOPOBKY | IMyHKT 64 IIpaBui
JI0 BBOJIA B OKCILTyaTalHo? Ha/Iexalien
MIPAKTUKU XpaHEHHUs
NEPBUYHYIO TIOBEPKY U (WIM) KAIUOPOBKY | MyHKT 64 IIpaBui
rocJyie peMoHTa? HaJuIexalen
MIPAKTUKU XpaHEHHUs
NEPUOIMYECKYIO TIOBEPKY U (WJIH) nyHKT 64 [IpaBui
KaJIMOPOBKY B IIPOIIECCE IKCIUTyaTaluu? HaJJIeKaIen
MIPAKTUKU XpaHEHHUs
13. | HocTaBustoTcs U JIEKapCTBEHHBIE Mpenaparbl | myHKT 65 [IpaBun
10 aJipecy, YKa3aHHOMY B Ha/JIexarien
TOBapOCOIIPOBOAUTENBHBIX JOKyMEHTaX ? MPAKTUKU XpaHEHUS
14. | CobnromaroTcs 11 yCIOBUS XPaHEHUS myHKT 67 IIpaBun
JIEKapCTBEHHbIX IIPENapaToB B MOMEIICHUAX Ha | HaJyulexKallei
TPaH3UTHBIX CKJIaax? MPAKTUKU XpaHEHUS
15. | Ob6ecneunBaeTcs a1 6€30MACHOCTh myHKT 67 IIpaBun
JIEKapCTBEHHBIX MIPENapaToB HAa TPAH3UTHBIX Ha/exarien
CKJaaax? MIPAKTUKU XPAaHEHUS
Tapa, ymakoBka W MapKHpOBKa JIEKAPCTBEHHBIX TpemnapatoB (ctaTths 46 61-D3, rmaBa §

[TpaBuin Haanexame NpakTUKKA XpaHEeHHUs)

16. |Bnwuser nu TpaHCIIOpTHAS Tapa Ha Ka4uecTBO, myHKT 68 IIpaBun
3¢ PeKTUBHOCTH U OE30MTACHOCTh HaJIJIe)KaIen
JIEKapCTBEHHBIX IIPENApaTOB MPHU UX IIPAKTUKU XPAHEHUS
repeBo3ke?

17. |OOecneunBaet a1 TpaHCIOPTHAS Tapa 3alIUTy |MyHKT 68 [IpaBui
OT BO3/IEUCTBHS (DAKTOPOB BHELTHEH Cpeibl? HaJuIexalen

MIPAKTUKU XpaHEHUS

18. |BriOupaercs mu TpaHCIIOPTHAS Tapa, ynakoBka |myHKT 69 [IpaBun

C YYETOM: HajIexalien

MIPAKTUKU XPAHEHHUS

TpeOOBAaHUH K YCIOBUSM XpaHEHUs U
MIEPEBO3KH JIEKAPCTBEHHBIX IpernapaToB?

nyHKT 69 [IpaBun
HajIexxalen
MIPAKTUKU XpaHEHUs
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00beMa, HeOOXOUMOTO JJISI PA3MEIICHHS
JIEKapCTBEHHBIX MIPENapaToB?

nyHKT 69 [IpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

Kosie0aHuil TeMIepaTypbl OKPYKaroIIei
cpenbl?

nyHKT 69 [IpaBuin
HaJIeKaIen
IIPAKTUKU XPAHEHUS

JUIMTEIbHOCTU NIEPEBO3KH, BKIIFOYAs
BO3MO)KHOE IPOMEXKYTOYHOE XpaHEHUE
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 69 [IpaBuin
HaJIexaIen
IIPAKTUKU XPAaHEHUS

19.

Ha TpaHcniopTHyt0 Tapy HaHOCSTCS JIH:

nyHKT 71 IIpaBun
HaIeKaIen
IIPAKTUKU XPAaHEHUS

HAUMEHOBAHHUS JIEKAPCTBEHHBIX
npenaparoB?

nyHKT 71 IIpaBun
HaIeKaIen
IIPAKTUKU XPAHEHUS

CEpUH JIEKapCTBEHHBIX IIpenapaToB?

nyHKT 71 IIpaBun
HaIexalien
MPAKTUKU XPAHECHUS

JlaTa BbIycka?

nyHKT 71 IlpaBun
HaIexalen
MPAKTUKU XPaHEHUS

YIIAKOBOK JICKAPCTBCHHBIX npenapaTOB?

KOJINYECTBO BTOPUYHBIX (MIOTPEOUTEIBCKUX )

yHKT 71 IlpaBun
HaIeXalen
MPAKTUKU XPaHEHUS

nH(pOopMalKs 0 IPOU3BOIUTENE
JIEKapCTBEHHBIX MIPENAPATOB C YKA3aHUEM
HAaUMEHOBAHUM U MECTOHAXOXKACHUS
(ampeca) MpOU3BOAUTENS JIEKAPCTBEHHBIX
npenaparoB?

nyHKT 71 IIpaBui
HajIexalien
MPAKTUKHU XPAHEHUS

CPOK TOJTHOCTH JIEKaPCTBEHHBIX
npenapaTos?

nyHKT 71 IIpaBui
HajIexalien
MPAKTUKU XPAHEHUS

YCIIOBUSI XpaHEHUS U MEPEBO3KU
JIEKapCTBEHHBIX MIPENapaToB?

nyHKT 71 IIpaBui
HaIexalien
MPAKTUKU XPAHEHUS

HE0OXOIUMBIC TTPE Ty IPETUTCIILHBIC
Haamumcu?

nyHKT 71 IIpaBui
HajIexKalen
IIPAKTUKU XPAaHEHUS

MaHUITYJIATOPHBIC 3HaKu?

nyHKT 71 IIpaBun
HajIexxalen
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MIPAKTUKU XpaHEHUS

20. |Cobmrogaercs Jin 3anpeT Ha HOBTOPHOE nyHKT 63 IIpaBui
UCIIOJIb30BAHUE HEJJOCTATOYHO OXJIAXKACHHBIX | HaJUIeXKaleH
XJIaJJ03JIEMEHTOB? MIPAKTUKU XpaHEHHUs

21. |Cobmromaercs Jiu 3alpeT Ha UCIOJIb30BaHUE nyHKT 63 IIpaBui
MOBPEXKICHHBIX XJIa103JIEMEHTOB? Ha/lIexalien

MPAaKTUKH XPAHCHUA

(mnommxHocTh M OVIO IOJDKHOCTHOTO JiMlla, 3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, I[IOONMCHL, IaTa)

(mojpxkHOCTE M OVMO IOOJDXKHOCTHOTO JMIla BPUIMYECKOTO JMia, IPMCYyTCTBOBABIIEIO
OpM 3aloJIHEHUM NPOBEPOYHOTO JMCTa, NOANMCH, IaTa)

[Ipunoxenne N 11

K npukasy denepanbHoil ci1yKObl

10 Ha/130py B cepe 31paBooXpaHeHHS
o1 09.11.2017 N 9438

dopma

[IPpOBEPOYHEI JIUCT
(CIIMCOK KOHTPOJILHEIX BOIPOCOB), MCIOJb3yeMbl denepalibHOM CJIyXOou
10 Ham30py B chepe 3IpaBOOXPAaHEHUS U €€ TEepPPUTOPUAJILHEIMU OPTaHaMu
IpM MNPOBENEeHUM I[JIaHOBHIX [MPOBEPOK [IPM OCYUECTBJIEHUM belepalibHOTO
TOCYHapCTBEHHOTO Hams3opa B chepe obpaulieHus JIEKAPCTBEHHEIX CPENCTB
(mepeBoO3Ka JIEKAPCTBEHHEIX NPENapaToB IJisg MEOULMHCKOTO IPMMEHEHUS
B MEIMUMHCKOM OPTaHMB3alMM M MHEIX OPTaHM3alMsax, MUMEOIMX JULEeH3MIO
Ha MEeIULMHCKYID IOesATeJIbHOCTD)

(HauMeHOBaHME OpTraHa, OcCylecCTBJIAKILEI'O IIJIaHOBYIO npOBepKy)

1. Bun rocyIapCTBEHHOI'O KOHTPOJA (Hazmsopa)

2. [IpenmeT JIaHOBOU NPOBEPKM OPUIMYECKMX JIML, M MHAOMBUIYAJIbHBIX
NpennprHuMaTesien OrpaHMUMBaEeTCA oOOA3aTeJIbHEIMU TpeboBaHMAMK, COOJIOISHUE
KOTOPHIX ABJIA€TCHA HamboJlee 3HauMMBEIM C TOUKM 3PEeHMA HEeNONYLEeHMA BO3HMKHOBEHMA
YTPO3bl [PUUYMHEHMSA Bpela XM3HM, 3I0POBbK TI'PaxliaH, WM3JIOKEHHEMU B QopMe
IPOBEPOYHOTO JIMCTA (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHME HOPUIMYECKOTO Juia, bammnamsg, ¥MMS, OTYECTBO (NPY HaJIMUMK)
VHIUBUAOYAJIEHOT'O MNPEeNNpMHUMATEIA

4. MecCcTO NpPOBENEHMS IJIAHOBOM I[IPOBEPKM C BaNOJIHEHMEM I[IPOBEPOUYHOT'O JIMCTA:

5. PexBM3UTH IpHUKaza O NPOBEIEHMUM IIJIAHOBOM IIPOBEPKM: OT
N .

6. VYUeTHB HOMEpP [NPOBEPKM U HaTa IIPUCBOEHUS yUEeTHOI'O HOMepa I[IPOBEPKU B
EovHOM peecTpe MNPOBEPOK:
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7. IOoIIXHOCTE, bammmsa u (J1m11)
IPOBOOAWETO (UX) IIJIaHOBYI IIPOBEPKY :
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTPpaAXalIMX COIEPXaHME O0O0S3aTENIbHHIX TpPpeboBaHMA,
OTBET Ha KOTOPHE OOHOBHAUYHO CBUIETEJILCTBYET O COOJIOIEHUM WM HeCOOJIIeHUU
OPUINYECKUM JIMLIOM, MHIOMBUIYAJIBHEIM [IpellpMHMMaTeJieM oDg3aTeJIbHEIX TpeOoBaHUM,

COCTaBJIANUMX [IPEIMET MNPOBEPKM:

VMHVLI A JIbL IOOJIXHOCTHOT'O Jiia

PexBU3UTHI
HOPMAaTHUBHBIX
[IPAaBOBBIX aKTOB, C

BriBox o
BBITIOJIHCHUHN
TpeboBaHuit

N Bomnpocsl, oTpaxkaromiye coepxaHue
n/n 00s3aTeNbHbIX TPeOOBaHUIM

yKa3aHUEM HX
CTPYKTYPHBIX Aa
€IMHHMII, KOTOPBIMHU
yCTaHOBJICHBI
o0s3aTeNbHbIe
TpeOoBaHUS

HECT

[Tyukr 4 cratbu 9 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obparienuu
nexapcTBeHHbIX cpenctB" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit ®enepanuu, 2010, N
16, ct. 1815; 2016, N 27, ct. 4283) (manee - 61-®d3), rmaBa 7 IlpaBun Haanmexamien
MPAKTUKUA XPAaHEHUS U TMEpPEeBO3KU JIEKAPCTBEHHBIX IPErnaparoB [Uisi MEAMIMHCKOIO
IIPUMEHEHHU, YTBEPKICHHBIX IpHUKazoM MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit
®enepanuu ot 31 asrycra 2016 r. N 6461 (3apeructpupoBad MUHHCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepanun 9 suBaps 2017 r., peructpauuonnsiii N 45112) (nanee - IIpaBuna
HaJuIexkaled TMpakTUKW XpaHeHus); I[lpaBuiia XpaHeHUsT JI€KapCTBEHHBIX CPEJACTB,
YTBEPKACHHBIE IPUKAa30M MUHHCTEPCTBA 3paBOOXPAHEHMSI M COLMAJIBHOTO pa3BUTHUS
Poccuiickoit denepannu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBaH MHUHHUCTEPCTBOM
foctuiu Poccuiickoit @enepanuu 4 oktsiops 2010 r., peructpanuonHsiidi N 18608) c
M3MEHEHHUSMH, BHECEHHBIMHM MPUKAa30M MMHHCTEpCTBA 3[paBOOXPAHEHUS M COLUAIBHOIO
pa3Butus Poccuiickoit @enepauuu ot 28 nexabps 2010 r. N 1221u (3apeructpupoBaH
MunuctepctBoM toctuninn Poccuiickoit ®enepannu 4 despans 2011 r., peructpaninoHHbINA
N 19703) (nanee - IIpaBuna XxpaHeHHs JEKAPCTBEHHBIX CPE/ICTB)

1. Cor. JIACYROTCH JIU C IMOJIy4YaTCJICM OCTATOYHBIC
CPOKH I'OJHOCTH ITOCTABJIAEMBIX

nyHKT 56 [IpaBun
HaIexaIen

JIEKapCTBEHHBIX NIPENapaToB?

MPAaKTUKH XPAHCHUA

OTIIpaBUTENA U (WIIK) MOTydaTens
JIEKapCTBEHHBIX MPEMApaTOB O BHISIBICHHBIX B

2. dukcupyercs 1 cyObEeKTOM 00paleHus myHKT 58 IIpaBun
JIEKapCTBEHHBIX MIPemnapaToB HH(PpOpMaIus o HaJIJIe)KaIen
NIEPEeBO3KE JIEKAPCTBEHHBIX MPenapaToB? MIPAKTUKU XpaHEHUs

3. Ocymiectsisiercs in HTHGOPMUPOBaHHE nmyHKT 61 IIpaBun
OTIIpaBuUTENA U (WJIK) MOTydaTens HaJyIexXalen
JIEKapCTBEHHBIX MPENapaToB O BBIIBICHHBIX B | IPAKTUKU XPaHEHUS
MpoLecce MePEeBO3KH CIyyasX HapyLICHHs
TEMIIEPaTypPHOTO PeKuMa XpaHeHHs?

4, Ocymiectsisiercst I HHGpOpPMUPOBaHHE nyHKT 61 IIpaBun

HaJUIeXKaIen
MPAKTUKHU XPAHEHUS
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Ipolecce NepeBO3KHU CIydasiX HapyleHHs
MOBPEXKICHMSI YIIAaKOBKU?

5. [IpenocraBnstoTcs mu cyobekToM oOpamienus | myHKT 61 [Tpasun
JIEKApCTBEHHBIX IIPENapaToB IO 3aMpocy HaJIexalen
MOJTy4aTelsl JIGKApCTBEHHBIX MTPETapaToB MPAKTUKU XPaHECHUS
CBEICHHSI O COOJIIOICHUN TeMIIepaTypHOTO
pexuMa Py MEePEeBO3KE JIEKAPCTBEHHBIX
IpenapaTos?

6. Hcnonw3yrores nu AJist IEpeBO3KU nyHKT 62 [IpaBuin
JIEKapCTBEHHBIX MIPEMapaToOB TPAHCIIOPTHHIE HaJJIeKaIen
cpencraa? MPAKTUKU XPAHEHUS

7. OO6ecneynBaroT JI TPAHCIIOPTHBIE CPEACTBA U | MyHKT 62 [IpaBun
o0opyI0BaHue TSl IEPEBO3KU JICKAPCTBEHHBIX | HA/IJICKAIICH
MpernapaToB KauecTBo, 3H(HEeKTUBHOCTL U MPAKTUKU XPAHEHUS
0€301acHOCTh JIKAPCTBEHHBIX MTpenapaToB?

8. Hcnonb3yeTcs v npu nepeBo3Ke nyHKT 62 [IpaBun
TepMOJIaOUIBHBIX JIEKAPCTBEHHBIX MPENapaToB | HaAJeKalei
CrienMaIn3upoBaHHOE 000pya0BaHUE? MPAKTUKU XPaHECHUS

0. ObecnieynBaeT Jiv CeHaTIu3UPOBAaHHOE nyHKT 62 [IpaBui
00opyToBaHUE TOICpKAHIE TPEOYEMBIX HaJjIexalen
TEMIIEPAaTyPHBIX PEKUMOB XPAHEHUS MIPAKTUKU XPAHEHUS
JIEKapCTBEHHBIX MTPenapaToB?

10. |IIpu nepeBo3Ke JIeKapCTBEHHBIX MPETAPaTOB myHKT 63 IIpaBun
coOIoaeTCs JIM YCIOBUE OTCYTCTBHSI MPSIMOTO | HAJIeKaIeH
KOHTAaKTa XJIaJ03JIEMEHTOB C JICKAPCTBEHHBIMH | IPAKTUKHU XpaHEHUS
npenaparamM B U30TEPMHUUECKUX
KOHTeWHepax?

11. |PykoBoautenem cyObekTa oOpaiieHus nyHKT 63 [IpaBuin
JIEKApCTBEHHBIX IIPENapaToB MIPOBOJUTCS JIN HaJyIexalen
WHCTPYKTAX O MOPSIIKE TOATOTOBKHU MPAKTUKU XPaHEHUS
M30TEPMUYECKUX KOHTEHHEPOB K MEPEBO3KE
JIEKapCTBEHHBIX MPENapaToB (C yueToM
CE30HHBIX 0COOEHHOCTEN), a TAKXKE O
BO3MO>KHOCTH TTOBTOPHOT'O MCITOJIb30BaAHUS
XJIaJ103JIEMEHTOB?

12. |I[Ipomwto 11 060pyI0BaHKUE, OTHOCSIIEECS K nyHKT 64 [IpaBun

CpPEACTBAM U3MEPEHUN:

HaJjIexxaIen
MPAKTUKU XPaHECHUS

NEPBUYHYIO TIOBEPKY U (WJIH) KaTUOPOBKY
JI0 BBOJIa B DKCIUTyaTaluio?

myHKT 64 IIpaBun
HaIeXalen
IIPAKTUKU XPAHEHUS

NEPBUYHYIO TIOBEPKY U (WJIH) KaTUOPOBKY

myHKT 64 IIpaBun
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rnocje peMoHTa’?

HaIexamen
IPAKTUKHA XPAHEHUS

NEPUOANYECKYIO TOBEPKY U (UJIN)
KaJIMOPOBKY B IPOLIECCE IKCILTyaTaluu?

nyHKT 64 [IpaBui
HaaexKallen
MPAKTUKU XPAHEHUS

13. | docTaBustoTcs U JIEKapCTBEHHBIE Mpemaparbl | myHKT 65 [IpaBun
110 aJpecy, yKa3aHHOMY B HaJIexalen
TOBapOCONPOBOIUTENIbHBIX JJOKYMEHTaX? MIPAKTUKU XpaHEHUS
14. |CoOarogaroTcst In yCIOBHSI XpaHEHUS myHKT 67 lpaBun
JIEKapCTBEHHBIX IIPENAPATOB B [IOMELICHUAX Ha | HAIJIEKaIEeH
TPaH3UTHBIX CKJIaax? MIPAKTUKU XpaHEHUS
15. |OOecneunBaercs a1 0€30M1aCHOCTh myHKT 67 [lpaBun
JIEKapCTBEHHBIX IIPENApaTOB Ha TPAaH3UTHBIX HaJIexalen
cKJIaaax? MIPAKTUKU XPaHEHUS
Tapa, ymakoBka ¥ MapKHpOBKa JIEKAPCTBEHHBIX IpemnapaToB (ctaths 46 61-D3, rnasa §

[IpaBwi1 HagIexkalleld IPAKTUKU XPaHEHMS])

16. |Bnwmsier nmu TpaHCTIOpTHAsS Tapa HA Ka4ecTBO, myHKT 68 IIpaBun
3¢ PEeKTUBHOCTD U OE30ITACHOCTh HaJUIeKalen
JIEKapCTBEHHBIX IIPENApaToB MpU UX MPAKTUKU XPAHECHUS
nepeBo3ke?

17. | OGecmeunBaeT Ju TpaHCIIOPTHAS Tapa 3alUTy |TYHKT 68 [TpaBun
OT BO3JICUCTBUS (PAKTOPOB BHELTHEH Cpe/Ibl? HaJuIexalen

MIPAKTUKU XPAHEHHUS
18. |BwiOupaercs au TpaHCIOPTHAS Tapa, yrmakoBka |MyHKT 69 [IpaBun
C YYETOM: HaJIJIe)KaIen
MPAKTUKU XPAHEHUS
TpeOOBaHUH K YCIOBUSAM XpaHEHUsS U nyHKT 69 [IpaBun
MEePEBO3KH JICKAPCTBEHHBIX MpenapaToB? HaJIJIe)KaIen
MPAKTUKU XPAHEHUS
o0BbeMa, HeOOXOJUMOTO /ISl pa3MellieHust | MyHKT 69 [IpaBui
JIEKapCTBEHHBIX MPEMapaToB? HaJIJIe)KaIen
MPAKTUKU XPAHEHUS
KoJIeOaHU TeMIIepaTypbl OKpY KaroIien myHKT 69 IIpaBun
cpensi? HaJIJIe)KaIen
MPAKTUKU XPAHEHUS
JUIMTEIIBHOCTH MTEPEBO3KH, BKIIFOUYAs myHKT 69 IIpaBun
BO3MO’KHOE IIPOMEKYTOUYHOE XpaHEHUE HaJIexalen
JIEKapCTBEHHBIX MTpenapaToB? MIPAKTUKU XPaHEHUS
19. |Ha TpaHCHIOPTHYIO Tapy HAHOCSTCS JIU: nyHKT 71 IIpaBun
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HaIexamen
IPAKTUKHA XPAHEHUS

HaMMEHOBAHHUS JICKAPCTBEHHBIX
IpenapaTos?

nyHKT 71 IIpaBuin
HaaexKallen
MPAKTUKU XPAHEHUS

CepHHU JIEKapCTBEHHBIX MIpenapaToB?

nyHKT 71 IIpaBui
HaaexKallen
MPAKTUKU XPAHEHUS

JlaTa BeITycKa?

nyHKT 71 IIpaBui
HaJaexalen
MPAKTUKU XPAHEHUS

YIaKOBOK JICKapCTBCHHBIX npenapaTOB?

KOJIMYECTBO BTOPUYHBIX (MIOTPEOUTENHCKHIX)

nyHKT 71 IIpaBui
HajaexKalen
MPAKTUKHU XPAHEHUS

uH(pOopMaLrs O IPOU3BOIUTENE
JICKapPCTBCHHBIX MPETApaTOB C yKa3aHUEM
HAUMEHOBAHUI U MECTOHAXOXKACHUS
(ampeca) mpOM3BOAUTEIS JIEKAPCTBEHHBIX
npenapaTroB?

nyHKT 71 IIpaBun
HaJlJIeXKaIen
MIPAKTUKU XpaHEHUS

CPOK TOJTHOCTH JIGKAPCTBEHHBIX
npenaparoB?

nyHkT 71 IIpaBun
HaJIJIe)KaIen
MIPAKTUKU XpaHEHUS

YCIOBHS XpPaHEHHUs U IIEPEBO3KU
JIEKapCTBEHHBIX MTPenapaToB?

nyHKT 71 [IpaBun
HaJIJIe)KaIen
MIPAKTUKU XpaHEHUS

HEO0OXOUMBIE TIPeIyIPeIUTEIbHbIC
HaJImucu?

nyHKT 71 IIpaBun
HaIexamen
MIPAKTUKU XpaHEHUs

MaHUITYJIATOPHBIC 3HAKH?

nyHKT 71 IIpaBun
HaIexamen
IIPAKTUKN XPAHEHUS

20. |Cobmromaercs Jin 3a1peT Ha TOBTOPHOE myHKT 63 IIpaBun
UCIOJIb30BaHUE HEJJOCTATOUYHO OXJIAXKACHHBIX | HaJIeXKalleH
XJIaZJ03JIEMEHTOB? IIPAKTUKU XPAaHEHUS

21. |Cobmromaercs i 3alpeT Ha UCTIOJIb30BaHHUE myHKT 63 IIpaBun

MOBPEKICHHBIX XJ1a403JIEMEHTOB?

HaIexamen
IPAKTUKHA XPAHEHUS

(mosmxHOCTE M MO OOJIKHOCTHOTO JIMLA,

3allOJIHMBIIET'O

NIPOBEPOUYHBIM JIMCT, [NOANMCH, IaTa)
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(momxHOCTE M ®MO IOJIKHOCTHOTO JIMLla nprnIndyeckKoro Jyula, IPpHMCyTCTBOBaABIIEI'O
IIpy 3allOJIHEHVNM IIPOBEPOUWHOI'O JIMCTa, IIo4AIINCH, marTa)

[punoxenne N 12
K npukazy denepanbHOi Ciry KOsl

110 HaJ30py B cepe 37ApaBoOOXpaHCHUsI
ot 09.11.2017 N 9438

dopma

[IpOBEPOUYHBIM JIUCT
(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCIOJb3yeMbl denepalibHOM CJIIyXOOou
10 Han30py B cdepe 3IPaBOOXPAHEHMS M €€ TepPUTOPMAaJIbHEIMM OpPTaHaMMU
IpM NPOBEOEHMUM MJIAHOBHX MNPOBEPOK IPM OCYUWECTBJIEHUM QedepalibHOTO
TOCyIapCTBEHHOTO HaAzopa B cbhepe oOpauleHMs JIeKapCTBEHHHX CPeAOCTB
(meperpos3Ka JIEKAPCTBEHHHBIX [IpPenapaToB IJiS MeIMLMHCKOI'O IPUMEeHEeHUSI
B alTekKe TOTOBEX Qopwm)

(HauMeHOBaHME OpTraHa, OCyleCTBJIAKILEI'O IIJIaHOBYIO npOBepKy)

1. Bun rocymapCTBEHHOT'O KOHTPOJA (Hazmsopa)

2. [lpenMeT [1IJIaHOBOMU [IPOBEPKM KPUIMYECKMX JIML U MWHOUBUAYAJIbHBIX
IpenanpruHyMaTesen orpaHMuyBaeTcsa ofbsga3aTesybHEIMM @ TpeBoBaHMAMM, COOJIOOEHMUE
KOTOPEIX ABJsSeTCS Hambojiee BHAUMMBEIM C TOUYKM 3PEHMS HEeIONyUEeHMVS BOSHMKHOBEHMUS
YTPO3El MNPUYMHEHMS Bpena XM3HM, 3I0OPOBBI I'PaxzaH, M3JIOKEHHEMM B dopmMe
[IPOBEPOYHOT'O JIMCTa (CHOMCKA KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHME OPUIMYECKOTO Juua, bamMmiamsa, ¥MMS, OTUYECTBO (NPM HaJIMUMK)
VHIVBUOYAJIEHOTO NIPENNPUHUMATENS

4. MecCcTO NPOBENEHMS IJIAHOBOM MNPOBEPKM C BAINOJIHEHMEM [IPOBEPOUHOTO JIMCTA:

5. PexBUBUTEH IIprKasa O IIpOoBeleHVNM 1JIaHOBOM IIPOBEPKM: OT

N .
6. VYUeTHB HOMEP MNPOBEPKM U IaTa [IPUCBOEHUS YyUETHOT'O HOMepa IIPOBEPKU B
EnomHOM peecTpe MNPOBEPOK:
7. JOoIIXHOCTE, bammmsa u MHUILIMAJIBL IOJDKHOCTHOTO LA (J1m111)
IPOBOOAWETO (UX) IIJIaHOBYI INPOBEPKY:
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTPaXawIMX COIEPXaHME oO0S3aTeNIbHEX TpeboBaHMMA,

OTBET Ha KOTOPEE ONHOBHAUYHO CBUIETEJILCTBYET O COOJIONEHMM UIIM HeCOOJIIeHUM
OPUIONYECKYM JIMILIOM, MHIOMBUIYAJIBHEM [IPEINpUHMMATEJIeM O0sa3aTelIbHEIX TpeOoBaHMI,
COCTaBJIANIMX [IPEeIMEeT MNPOBEPKN:

N Borpockl, oTpaxaromiue coaepKaHue PexBu3UTHI BriBog 0
/i 00s13aTebHBIX TPeOOBAHUI HOPMAaTHBHBIX BBITTOJTHCHUH
MPaBOBBIX aKTOB, C | TpeOOBaHHI

yKa3aHHUEM HX
CTPYKTYPHBIX Aa
€IMHHMII, KOTOPBIMHU

HECT




YCTaHOBIICHBI
o0s13aTeNbHbIE
TpeOOBaHUS

[Tyukr 4 ctarbu 9 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obparienuu
nexapcTBeHHbIX cpenctB" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit denepanuu, 2010, N
16, ct. 1815; 2016, N 27, ct. 4283) (manee - 61-®d3), rmaBa 7 IlpaBun Haanmexamei
MPAKTUKKA XPaHEHUS U TMEePEeBO3KU JIEKAPCTBEHHBIX IMPEnaparoB [Uisi MEAMIMHCKOIO
IIPUMEHEHHU, YTBEPKICHHBIX IpHUKazoM MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit
@enepanuu ot 31 asrycra 2016 r. N 6461 (3apeructpupoBad MUHUCTEPCTBOM IOCTULIUU
Poccutiickoit @eneparuun 9 ssuBapst 2017 r., peructpannonsbiii N 45112) (manee - IIpaBuiia
HaJuIeXkKalled MpakTUKW XxpaHeHus); IlpaBuiia XpaHeHUsT JIEKapCTBEHHBIX CPEACTB,
YTBEPKJICHHbIE TNPUKa30M MHHHCTEPCTBA 3PABOOXPAHEHUS U COLHUAIBHOIO Pa3BUTHS
Poccuiickoit ®denepaunn ot 23 aBrycra 2010 r. N 7061 (3apeructpupoBaH MUHHUCTEPCTBOM
octumu Poccuiickoii denepanun 4 oktsadps 2010 r., peructpammonnsii N 18608) ¢
U3MEHEHHUSMH, BHECEHHBIMHM NPUKA30M MMHHCTEPCTBA 3[paBOOXPAHEHUS M COLUAIBHOIO
pasButust Poccuiickoii ®@eneparuu ot 28 nexadps 2010 r. N 12211 (3apeructpupoBaH
MunucrepcTBoM toctunuu Poccuiickoit @enepanuu 4 despans 2011 r., perucTpanroHHbIH
N 19703) (nanee - [IpaBuia xpaHeHUs JIEKaPCTBEHHBIX CPEJICTB)

1. CornacyroTcs 1 € IoJIy4aTeaeM OCTaTouHble | IyHKT 56 IIpaBun
CPOKHU I'OJJTHOCTH IOCTABIISIEMBIX HaJuIexalen
JIEKapCTBEHHBIX IIPENapaToB? MIPAKTUKU XpaHEHHUs

2. Qukcupyercst 1 cyObekToM  oOpaiueHus | myHKT 58 IIpaBun
JIEKApCTBEHHBIX TMpernapaToB HWHGOPMAIHS O | HaJJIeKaIen
MIEPEBO3KE JIEKAPCTBEHHBIX IPENapaToB? MIPAKTUKU XpaHEHUs

3. Ocymiectnisiercst in HHGOpPMUPOBaHHE nyHKT 61 IIpaBun
OTIIpaBuUTENA U (WJIN) MOTydaTens HaJyIexXalen

JIEKapCTBEHHBIX MPENapaToB O BHIIBICHHBIX B | IPAKTUKU XPaHEHUS
MpoIIecCce MEPEBO3KH CITydasix HapyIIeHUs
TEeMIEepaTypHOTO peKUMa XpaHEHUS?

4. Ocymiectnisiercst in HHGOpPMUPOBaHHE nmyHKT 61 IIpaBun
OTIIpaBuUTENA U (WJIN) MOTydaTens HaJyIexXalen
JIEKapCTBEHHBIX NIPENAPATOB O BBISIBICHHBIX B | IPAKTHKHU XPaHEHUS
Ipoliecce NePeBO3KH CIydasiX HapyleHHs
MOBPEXKICHMSI YIIAaKOBKH?

S. [IpenocraBnsroTcs 11 cyoObekToM oOpamieHns | myHKT 61 ITpasuin
JIEKapCTBEHHBIX IPENapaToB IO 3alpocy Ha/Iexarien
I0JTy4aTesl IEKApCTBEHHBIX MPENapaToB MIPAKTUKU XPAaHEHUS

CBEICHHUSI O COOJIIOICHUN TEeMIIEpaTypHOTO
pexuMa IpH MepeBO3Ke JIEKAPCTBEHHBIX

npenaparoB?
6. Hcnonb3yrotes iau 17151 IEPEBO3KH nyHKT 62 [IpaBun
JIEKapCTBEHHBIX MIPEMapaToB TPAHCIIOPTHHIE HaJjIeXKaIen

cpeactea? MIPAKTUKU XpaHEHUs
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OOecneunBaroT JIM TPAHCIIOPTHBIE CPEJICTBA H
o0opyIoBaHuE /ISl IEPEBO3KH JICKAPCTBEHHBIX
MpenapaToB Ka4ecTBO, YPPEKTUBHOCTD U
0€30MacHOCTh JIEKAPCTBEHHBIX MPENapaToB?

nyHKT 62 [IpaBui
Haj1exKalen
MPAKTUKU XPAHEHUS

8. Hcnons3yercs nu npu nepeBo3Ke nyHKT 62 [IpaBui
TEpPMOJIAOMIIbHBIX JIEKAPCTBEHHBIX IPEnapaToB | HaJyuIexKalei
crelnralIn3upoBaHHOE 000py10BaHue? MIPAKTUKU XPaHEHUS

9. ObecnieunBaeT Jiv CrelualIn3upoBaHHOE myHKT 62 [IpaBun
000pyJ0BaHUE MOAEPKAHNUE TPEOYyEMbIX HaJIexalen
TEMIIEPATYPHBIX PEKUMOB XpaHEHUS MIPAKTUKU XpaHEHUS
JIEKapCTBEHHBIX IIPENapaToB?

10. |IIpu nepeBo3Ke JIeKApCTBEHHBIX MIPENapaToB myHKT 63 [IpaBun
coOroAaeTcs JIM yCJIOBUE OTCYTCTBHSI IPSIMOTO | HaJyIeKaIlen
KOHTAKTa XJIaJI03JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKH XPAaHEHUS
npernapaTam B U30TEPMHUUECKHUX
KOHTelHepax?

11. |PyxoBoautenem cyObekTa oOparieHus yHKT 63 [IpaBun
JIEKapCTBEHHBIX MPENapaToB MPOBOIUTCS JIN HaJuIexaIen
MHCTPYKTaX O NOPAIKE IOArOTOBKU MIPAKTUKU XpaHEHHUs
M30TEPMUYECKUX KOHTEHHEPOB K NEPEBO3KE
JIEKapCTBEHHBIX IPEnapaToB (C y4eToM
CE30HHBIX 0COOCHHOCTEH), a TAKKE O
BO3MO>XHOCTH IIOBTOPHOTO MCIIOIb30BaHU
XJIQZIODJIEMEHTOB?

12. |I[Ipouwto 11 060pyI0BaHKUE, OTHOCSIIEECS K nyHKT 64 [IpaBun
CpPEACTBAM U3MEPEHUN: HaJIJIeKaIen

MIPAKTUKU XpaHEHUS
MEPBUYHYIO IOBEPKY U (WUJIHM) KamuOpoBKy | MyHKT 64 [IpaBun
JI0 BBOJIA B 3KCILTyaTalHio? HaJuIexalen
MIPAKTUKU XpaHEHUS
MEPBUYHYIO IOBEPKY U (WUJIHM) KanmuOpoBKy | myHKT 64 [IpaBun
1ocJyie peMoHTa? HaJuIexalen
MIPAKTUKU XpaHEHUS
MePUOTUYECKYIO TIOBEPKY M (MJIH) nyHKT 64 [IpaBun
KaJHOPOBKY B IMPOIECCE IKCIUTyaTaIH? HaJuIexalen
MIPAKTUKU XpaHEHUS

13. | ocTaBastoTcs U JIeKapCTBEHHbIE Mpenaparbl | myHKT 65 [IpaBun
0 aJpecy, yKa3aHHOMY B HaJuIexanen
TOBapOCOIIPOBOAUTENBHBIX JOKYMEHTaX ? MIPAKTUKU XpaHEHHUS

14. | CobmromaroTcs 1M yCIOBUS XPaHEHUS nmyHKT 67 IIpaBun
JIEKapCTBEHHBIX MPENapaToB B MIOMEIICHUX Ha | HaJexalei

TPAaH3UTHBIX CKJIafax?

IIPAKTUKU XPAHEHUS
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15. | OGecmneunBaercs au 6€30MaCHOCTh nyHKT 67 [IpaBun
JIEKapCTBEHHBIX IIPENAPATOB HA TPAH3UTHBIX HaJUIeKaIleH
ckimagax? MPAaKTUKHA XpaHCHUS

Tapa, ynakoBka M MapKMpOBKa JIEKapCTBEHHBIX NpenapaToB (ctaths 46 61-D3, rmasa 8
[IpaBuit Hagexalel NpakTUKU XpaHEHHUS])

16. |Bnwmsier nmu TpaHCTIOpPTHAsS Tapa Ha Ka4ecTBO, yHKT 68 [IpaBui
3G HEKTUBHOCT U OE30MACHOCTD HaJUIeKalleH
JIEKAPCTBEHHBIX IIPENApPaTOB IIPU UX MIPAKTUKU XpaHEHUS
nepeBo3ke?

17. |Ob6ecneunBaeT a1 TpaHCIIOPTHAA Tapa 3amuTy |myHKT 68 IIpaBun
OT BO3JEHCTBUS (AaKTOPOB BHEIIHEN Cpesibl? HaJyIeKalen
IIPAKTUKU XPAaHEHUS

18. |BsiOupaercs nu TpaHCIIOPTHAS Tapa, yrmakoBka |MyHKT 69 [IpaBun
C YYETOM: HaJIJIe)KaIen
MPAKTUKU XPAHEHUS

TpeOOBaHUH K YCIOBUSAM XpaHEHHS U myHKT 69 IIpaBun
IIEPEBO3KHU JIEKAPCTBEHHBIX MpenapaToB? Ha/JIexanien
MIPAKTUKU XPAaHEHUS

00BbeMa, HEOOXOJUMOTO 7S pa3MelieHust | myHKT 69 [IpaBui
JIEKapCTBEHHBIX MIPEIapaToB? HaJUIeKaIIeH
MIPAKTUKU XPAHEHUS

KOoJIeOaHUI TeMIepaTyphl OKpY KaroIiei nyHKT 69 [IpaBuin
cpenni? HaIeXalen
MPAKTUKU XPaHEHUS

JUIMTEIIBHOCTH EPEBO3KHU, BKIIOYAs myHKT 69 [IpaBuin
BO3MOKHOE IIPOMEKYTOYHOE XpaHEHUE HaJUIeKaIlen
JIEKApCTBEHHBIX IpenapaToB? MIPAKTUKU XPAHEHHUS
19. |Ha TpaHCHIOPTHYIO Tapy HAHOCSTCS JIU: nyHKT 71 IIpaBun
HajIexalien

MIPAKTUKU XPAHEHUS

HAMMEHOBAHUSA JICKAPCTBEHHBIX nyHKT 71 IIpaBun
npenaparoB? HaJUJIeXKallen
MPAKTUKU XPAHEHUS

CEpHH JIEKapCTBEHHBIX IIpenapaToB? nyHKT 71 IIpaBui
HajIexalien
MIPAKTUKU XPAHEHHUS

JlaTa BbImycka? nyHKT 71 IIpaBun
HajIexxalen
MIPAKTUKU XpaHEHUs
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KOJIMYECTBO BTOPUUHBIX (TIOTPEOUTEITHCKHUX )
YIaKOBOK JIEKAPCTBEHHBIX MPENapaToB?

nyHKT 71 IIpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

uHpOpMaLUs O IPOU3BOIUTENE
JIEKapCTBEHHBIX NPENapaToB ¢ YKa3aHUEM
HaMEHOBaHUN U MECTOHAXOXKICHHS
(ampeca) mpOM3BOAUTEIS JIEKAPCTBEHHBIX
npenapaTos?

nyHKT 71 IIpaBun
HaJIeKaIen
IIPAKTUKU XPAHEHUS

CPOK TFOJTHOCTH JIEKAPCTBEHHBIX
npenaparoB?

nyHKT 71 IIpaBun
HaJIeKaIen
IIPAKTUKU XPAaHEHUS

YCIJIOBHSI XpaHEHUS U NIEPEBO3KU
JIEKapCTBEHHBIX MIpenapaToB?

nyHKT 71 IIpaBun
HaJIeKaIen
IIPAKTUKU XPAHEHUS

HEO0OXOUMBIE TIPeIyIpeIUTEIIbHbIC
Haammcu?

nyHKT 71 IIpaBun
HaJIeKaIen
IIPAKTUKU XPAHEHUS

MaHUIYJIATOPHBIE 3HAKU?

nyHKT 71 IlpaBun
HaIexalien
MPAKTUKU XPAHECHUS

20. |Cobmromaercs Jid 3anpeT Ha TOBTOPHOE nyHKT 63 IIpaBun
UCTIOJIb30BAHUE HEIOCTATOYHO OXJIAKICHHBIX | HaJUIe)KaIIeH
XJ1aJ{03JIEMEHTOB? NPaKTHKH XpaHECHUsI

21. | Cobmromaercs i 3alpeT Ha MCTIOJIb30BaHHE myHKT 63 IIpaBun

MMOBPECIKIACHHBIX XJ'Ia.,I[OBJ'IeMeHTOB‘.7

HaIeXalen
MPAKTUKU XPaHEHUS

(mommxHOCTE M OMO JOJDKHOCTHOTO JiMila, 3alloJIHUBIIET'O
npOBepquHﬁ JMCT, IMOINMUCHL, nOaTa)

(nosmxHoCTE M YO IOJIKHOCTHOTO JIMila nprnIndyeckKoro Jyuia, IPpMCyTCTBOBaABIEI'O
IIpy 3allOJIHEHVNM IIPOBEPOYWHOI'O JIMCTa, II0o4AIINCH, nara)

[Ipunoxenne N 13

K npuka3y denepaabHON CITyKObI

110 HAJ30py B cepe 31paBOOXpaHEHUS
ot 09.11.2017 N 9438

dopma
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[IpOBEPOUHEIY JIUCT
(CIMCOK KOHTPOJILHEIX BOIIPOCOB), MCIOJb3yeMbllt denepalibHOM CJyXOou
IO Ham30py B chepe 3IpaBOOXPAHEHUS U €€ TEepPUTOPMAJIbHEIMU OPTaHaMMu
IpMY NPOBENEeHUM I[JIAHOBHIX [IPOBEPOK [IPM OCYUWECTBJIEHUM benepalibHOTO
TOCYIOapCTBEHHOTO Han3o0pa B cbhepe obpalleHMs JIEKAPCTBEHHHX CPEIOCTB
(mepeBoO3Ka JIEKAPCTBEHHEIX NPENapaToB IJisg MEOULMHCKOT'O IPMMEHEHMUS
B alTeyYHOM IIYHKTE)

(HamMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO [JIAHOBYID IPOBEPKY)

1. Bun rocyIapCTBEHHOI'O KOHTpPOJS (Hazmsopa)

2. [IpenmeT 1JIaHOBOM IPOBEPKM OPUIMYECKMX JIML UM MHIOMBUIYaJbHBEIX
NpennprHuMaTesen OrpaHMUYMBaeTCsa OOA3aTeNbHEMM TpeOOBaHMAMM, COOJIOISHUE
KOTOPHIX ABJIAeTCA HamboJjiee BHAUMMBEIM C TOYKM 3PEHMS HEeIONYyUWEeHMSA BO3HMKHOBEHUSA
YyIPO3bl [PUUYMHEHMA Bpela XM3HU, 3IO0POBbLI TI'PaxlaH, W3JIOKEHHEIMU B QopMe
IIPOBEPOYHOTO JIMCTa (CIOMCKa KOHTPOJIBHBIX BOIPOCOB) .

3. HamMeHOBaHMe OPUIOMYECKOTO JMLa, QaMmuiIMs, MMS, OTUYECTBO (IpM HaJlIMdumM)
VHIVBUAYAJIBHOTO MNPEeNIpMHUMATEIA

4. MecTo npoBeneHMA IJIAHOBOM MNPOBEPKM C 3allOJIHEHMEM [IPOBEPOYHOIO JIMCTA:

5. PexBUBUTEH IIprKasa O IIPpOoBeIeHVN JIAHOBOM IIPOBEPKM: OT

N .

6. YdJeTHE HOMEP NPOBEPKM M IaTa NPUCBOEHUS ydeTHOI'O HOMepa MNPOBEPKM B
EovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTE, bammma " VIHVLIMAJIEL IOOJIXKHOCTHOTI'O Jgma (Jg1m111) ,
NIPOBOOAUETO (MX) MJIAHOBYK NPOBEPKY:

1. ;

2.

8. [IlepeueHb BOIPOCOB, OTPpaxXawolMx coIepxaHue oO0sg3aTesIbHEIX TpeboBaHUM,

OTBET Ha KOTOPHE ONHO3HAYHO CBUIETEJBECTBYET O COOJIOOEHUM UJIM HeCOOJIoOeHUU
OPUINYECKUM JIMILIOM, MHIAMBUIYAJIBHEM [IPEINPUHMMATEJIEM OO0S3aTeJIbHEIX TpeOOoBaHMI,
COCTaBJIAKUMX [IPEIMET MNPOBEPKM:

N Bompocsl, oTpaxaromue conep:kaHue PexBu3nTel BeiBog 0
n/n 00s3aTeNbHBIX TPeOOBaHUIA HOPMAaTUBHBIX BBITIOJTHEHUH
NIPAaBOBBIX AKTOB, C | TpeOOBaHUN

yKa3aHUEM HX
CTPYKTYPHBIX Aa HET
eIMHHMII, KOTOPBIMHU
YCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

[Tyukr 4 crarbu 9 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obparienuu
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit denepanuu, 2010, N
16, ct. 1815; 2016, N 27, ct. 4283) (manee - 61-®3), rmaBa 7 IlpaBun Hammexamei
MPAKTUKKA XpaHEHUS U TEpPeBO3KU JIEKAPCTBEHHBIX IPENnaparoB Uil MEAUIIMHCKOIO
IIPUMEHEHHNS, YTBEPKICHHBIX IpHUKa3oM MuHHcTepcTBa 31paBooxpaHeHus Poccuiickoi
@eneparuu ot 31 asrycra 2016 r. N 646H (3apeructpupoBaH MUHHCTEPCTBOM IOCTUIIUU
Poccuiickoit ®eneparun 9 suBaps 2017 r., peructpauuonnsiii N 45112) (nanee - IIpaBuia
Ha/JJIeKalled NpakTUKW XpaHeHus); IlpaBuiia XpaHEHUs JIEKapCTBEHHBIX CPEJCTB,
YTBEP)KICHHBIE TPUKa30M MMHHCTEpPCTBA 3pAaBOOXPAHEHUS U COLUAIBHOIO Pa3BUTHS
Poccutickoit @enepanun ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
foctuin Poccuiickoit @enepanuu 4 oktsiops 2010 r., peructpanumonusiidi N 18608) c
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M3MEHEHHUSMHU, BHECEHHBIMHM MPUKA30M MMUHHCTEPCTBA 3APaBOOXPAHEHUS M COLUAIBHOTO
pasButus Poccuiickoit @enepauuu ot 28 nexabpsa 2010 r. N 12211 (3apeructpupoBaH
MunucrtepctBoM toctuninu Poccutickoit @enepanuu 4 ¢espans 2011 r., peructpaioHHBINA

N 19703) (nanee - IlpaBuna XxpaHeHHs JEKAPCTBEHHBIX CPE/ICTB)

1. CornacyroTcs 1 € IoJIy4aTejaeM OcTaTouHble | MyHKT 56 [IpaBun
CPOKH F'OJJHOCTHU IIOCTABIIIEMBIX Ha/JIexaren
JIEKapCTBEHHBIX MIpenapaToB? MIPAKTUKU XPaHEHUS

2. Ouxcupyercss M cyObekTOoM  oOpanienus | myHKT 58 [IpaBun
JICKapCTBEHHBIX IpernapatoB HH(poOpMalMs O | HaJyulexKalei
MepPEeBO3KE JIEKAPCTBEHHBIX MpernapaToB? MIPAKTUKU XPaHEHUS

3. OcyuecTBisieTcs 1 UHPOPMUPOBaHUE nyHKT 61 IIpaBui
OTIPaBUTEIIA U (WIN) MOTyYaTes HaJIexalen
JIEKapCTBEHHBIX NIPENApaTOB O BbISIBJICHHBIX B | IPAKTUKU XPaHEHUS
IIPOLIECCE MIEPEBO3KU CIyUasX HapyLICHUs
TEMIIEPATyPHOI0 PEeKUMa XpaHEHUS?

4, OcyuecTBisieTcs 11 UHPOPMUPOBAHUE nyHKT 61 IIpaBui
OTIPaBUTEIIS U (WIN) MOJTy4daTes HaJIexalen
JIEKapCTBEHHBIX MPENApaTOB O BbISIBJICHHBIX B | IPAKTUKU XPaHEHUS
IIPOLIECCE TIEPEBO3KU CIyUasX HapyLICHUs
MOBPEXKICHHS YIIAaKOBKU?

5. [IpenocrapisitoTes 11 cyObekToM obOpareHuss | yHKT 61 [IpaBun
JIEKapCTBEHHBIX MIPENapaToB I10 3aIpocy HaJuIexalen
MOJTyyaTessl IEKapCTBEHHBIX MIPENapaToB MIPAKTUKU XpaHEHUs
CBECHMSI O COOJIIO/IEHNU TEMIIEPATYpPHOTO
peKuMa MpH NepeBO3Ke JeKapCTBEHHbIX
npenaparoB?

6. Hcnons3yrores mu 1J1st IEpeBO3KU myHKT 62 IIpaBun
JIEKapCTBEHHbIX MPENapaToB TPAHCIOPTHbIE Ha/exarien
cpencrta? MIPAKTUKU XPaHEHUS

7. OObecneunBaloT JIM TPAHCTIOPTHBIE cpecTBa U | MyHKT 62 [paBun
000opy10BaHuUE JUIsl IEPEBO3KU JIEKAPCTBEHHBIX | HaJIeXKalleH
MpernapaToB KayecTBo, 3 (HEKTUBHOCTD U MIPAKTUKU XPaHEHUS
0€30I1aCHOCTb JIEKapCTBEHHBIX IpenapaToB?

8. Hcnonb3yeTrcs v npu nepeBo3Ke nyHKT 62 [IpaBun
TEPMOJIAOMIIFHBIX JIEKAPCTBEHHBIX MPEnapaToB | HaJIexKalei
CHeLMaIN3UPOBaHHOE 000pYJ0BaHUE? MIPAKTUKU XpaHEHUs

9. OObecneunBaeT M CreHaTU3UPOBAaHHOE myHKT 62 IIpaBun
o0opyIoBaHue TOAIepKAHUE TPEOyEMBIX HaJJIeKaIen
TEMIEPATYPHBIX PEKUMOB XPaHEHUSI MIPAKTUKU XpaHEHHUS
JIEKapCTBEHHbIX IpenapaTos?

10. |IIpum nmepeBo3ke JEKapCTBEHHBIX MPEMapaToOB nyHKT 63 [IpaBun
cO0JII0TaeTCsl JIM YCIIOBUE OTCYTCTBHS MPSIMOTO | HAJIeXKAIIeH
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KOHTAaKTa XJIaA03JIEMCHTOB C JICKAPCTBCHHBIMHA
npenaparaMl B UBOTCPMHUYCCKUX

MIPAKTUKU XpaHEHUS

KOHTeHHepax?

11. |PyxoBoauteneMm cyObekTa oOparieHus yHKT 63 IIpaBun
JICKapCTBEHHBIX MPENapaToB MPOBOIUTCS JIH HaJuIexaIen
MHCTPYKTaX O MOPSJIKE HOATOTOBKU MIPAKTUKU XpaHEHHUs
M30TEPMHUYECKUX KOHTEHHEPOB K IMEPEBO3KE
JIEKapCTBEHHBIX IPEnapaToB (C y4eToM
CE30HHBIX OCOOCHHOCTEH), a TAKXKE O
BO3MO>XHOCTH MIOBTOPHOTO HCIIOIb30BaHUS
XJIaJI03JIEMEHTOB?

12. |IIpouwio sm 060pyI0BaHUE, OTHOCSIIEECS K yHKT 64 [IpaBui
CpeAcTBaM U3MEpPEHUIA: Ha/JIexaren

MPAKTUKHA XPaHCHUS
MEPBUYHYIO IOBEPKY U (W) KamuOpoBKy | MyHKT 64 [IpaBun
J10 BBOJIa B 3KCILTyaTaluo? Ha/Iexarien
MPAKTUKHA XPaHECHUS
MEPBUYHYIO IOBEPKY U (W) KaIuOpoBKy | myHKT 64 [IpaBun
110cJIe peMOHTa? Ha/JIexaren
MPAKTUKHA XPaHCHUS
MEPUOTUYECKYIO TIOBEPKY M (HJIH) nyHKT 64 [IpaBun
KaJTHOPOBKY B MPOIECCE IKCIUTyaTaIH? HaJuIexalen
MIPAKTUKU XpaHEHUS

13. |JlocraBnsroTcs au IeKapcTBEHHBIE Tpenapatsl | MyHKT 65 [IpaBuin
IO aJpecy, yKa3aHHOMY B HaJuIexalen
TOBaPOCOMPOBOIUTENBHBIX JOKYMEHTaX? MIPAKTUKU XpaHEHUS

14. | CoOGmromaroTcst M yCIOBHS XpaHEHUS nyHKT 67 [IpaBun
JIeKapCTBEHHBIX MPENapaToB B MOMEIICHUAX Ha | HaJUIeXkKalei
TPaH3UTHBIX CKJIagax? MIPAKTUKU XpaHEHUS

15. |OOecneunBaetcs a1 0€30MaCHOCTh nyHKT 67 IpaBun

JIEKapCTBEHHBIX MPEMapaToB HA TPAH3UTHBIX
cKiamax?

HaJjIexxaIen
MPAKTUKU XPaHECHUS

Tapa, ynakoBka M MapKMpOBKa JIEKapCTBEHHBIX NpenapaToB (ctaths 46 61-D3, rmasa 8

[IpaBui Hagsexalel NpakTUKU XpaHEHHUS])

16. |Bnwmsier mu TpaHCTIOpTHAsS Tapa Ha Ka4ecTBO, yHKT 68 [IpaBui
3¢ PEKTUBHOCT U OE30MACHOCTD HaJuIexalen
JIEKapCTBEHHBIX MPENapaToB MpU UX MPAKTUKU XpaHEHUS
nepeBo3ke?

17. |Ob6ecnieunBaeT a1 TpaHCIIOPTHAA Tapa 3amuTy |MyHKT 68 [IpaBun

OT BO3JICUCTBUS (DAKTOPOB BHEITHEH CpeIbl?

HaIeXalen
IPAKTUKHA XPAHEHUS



http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100128&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100131&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100131&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100131&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100131&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100132&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100134&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100134&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314858&dst=100556&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100135&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100136&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100136&fld=134

18.

BribupaeTcs nu TpaHcnopTHas Tapa, yIakoBKa
C YUETOM:

nyHKT 69 [IpaBun
Haj1exKalen
MPAKTUKU XPAHEHUS

TpeOOBaHUH K YCIOBUSAM XPaHEHUS U
MIEPEBO3KH JIEKAPCTBEHHBIX IpernapaToB?

nyHKT 69 [IpaBuin
HaJIeKaIen
IIPAKTUKU XPAHEHUS

o0bpemMa, HEOOXOIUMOTO JIJIsl pa3MeIleHuUs
JICKaApCTBEHHBIX IpenapaToB?

nyHKT 69 [IpaBuin
HaJIexaIen
IIPAKTUKU XPAaHEHUS

Kosie0aHuil TeMIrepaTypbl OKPYKaroIiei
cpenbl?

nyHKT 69 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAaHEHUS

JUIMTEIBbHOCTU NIEPEBO3KH, BKIIFOYAs
BO3MO)KHOE IPOMEXYTOYHOE XpaHEHUE
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 69 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAHEHUS

19.

Ha TpaHcniopTHyto Tapy HaHOCSTCS JIH:

nyHKT 71 IIpaBun
HaIexalien
MPAKTUKU XPAHECHUS

HAaMMEHOBAHMUS JIEKAPCTBEHHBIX
npenaparoB?

nyHKT 71 IlpaBun
HaIexalen
MPAKTUKU XPaHEHUS

CEpUH JIEKapCTBEHHBIX IIpenapaToB?

yHKT 71 IlpaBun
HaIeXalen
MPAKTUKU XPaHEHUS

JlaTa BbITycKa?

nyHKT 71 IIpaBui
HajIexalien
MPAKTUKU XPAHEHUS

KOJIMYECTBO BTOPUYHBIX (MIOTPEOUTENBCKHX)
YIIaKOBOK JIEKAPCTBEHHBIX MPENapaToB?

nyHKT 71 IIpaBuin
HajIexalien
MPAKTUKHU XPAHEHUS

nH(pOopMalKs 0 IPOU3BOIUTENE
JIEKapCTBEHHBIX MIPENAPATOB C YKA3aHUEM
HAaUMEHOBAHUM U MECTOHAXOXKACHUS
(ampeca) MPOU3BOAUTENS JIEKAPCTBEHHBIX
MpenapaToB?

nyHKT 71 IIpaBui
HajIexalien
MPAKTUKHU XPAHEHUS

CPOK TOJTHOCTH JIEKapPCTBEHHBIX
IpenapaTos?

nyHKT 71 IIpaBui
HajIexKalen
IIPAKTUKU XPAaHEHUS

YCJIOBHS XpPaHEHHUs U NIEPEBO3KU
JIEKapCTBEHHBIX MIPenapaToB?

nyHKT 71 IIpaBun
HajIexxalen
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MIPAKTUKU XpaHEHUS

HEO0OXOUMBIE TIPeIyIpeIUTEbHbIC nyHKT 71 TIpaBun
Haanucu? HajIexxalen
MPAKTUKU XPAHEHUS

MaHHUITYJISITOPHBIE 3HAKU? nyHKT 71 [IpaBun
HaIeKaIen
MPAKTUKU XPAHEHUS

20. |Cobmrogaercs i 3anpeT Ha HOBTOPHOE nyHKT 63 IIpaBui
UCIIOJIb30BAaHUE HEJOCTATOUYHO OXJIAKACHHBIX | HaJUIeXKalleH
XJIaZJ03JIEMEHTOB? MIPAKTUKU XpaHEHHUs

21. |Cobmromaercs Jiu 3alpeT Ha UCIIOJIb30BaHHUE nyHKT 63 IIpaBui
MOBPEXKICHHBIX XJIa103JIEMEHTOB? Ha/Iexalien

MPAaKTUKH XPAHCHUA

(mnommxHocTh M OVIO IOJDKHOCTHOTO JiMlla, 3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, I[NOONMCHL, IaTa)

(mDoyrxHOCTL M OMO HOJIKHOCTHOT'O JIMlla OPMAMYECKOT'O JiMla, NPMCYTCTBOBABLIEIO
IpY 3aloJIHEHUM [IPOBEPOYHOI'O JIMCTa, NOAIMCH, IaTa)

[Ipunoxenne N 14

K npukazy denepanbHoil ¢y KObI

0 HAa/130py B cepe 31paBooOXpaHEHHS
o1 09.11.2017 N 9438

®dopma

[IpOBEPOUHEIY JIUCT
(CMCOkK KOHTPOJIBHEIX BOIPOCOB), MCIHOJBb3yeMelM dernepalibHOM CJIyXOouM
10 Ham30py B cbepe 3OpaBOOXPAaHEHUS U ee TEPPUTOPMAJIBHEIMM OpT'aHaMu
IpM [IPOBENEHMUM I[1JIAHOBHX I[IPOBEPOK IIPM OCYWECTBJIeHMM benepalibHOTO
TOCYyIapCTBEHHOTO Hamsopa B cbhepe obOpameHMs JIEKAPCTBEHHHX CPEenCTB
(mepeBoO3Ka JIEKAPCTBEHHHX IIpelapaToB OJiS MEeOMLUMHCKOI'O IIPpMMEeHEHMSI
B allTeuHOM KMOCKEe)

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO [JIAHOBYID IPOBEPKY)

1. Bun rocyIapCTBEHHOI'O KOHTPOJA (Hazmsopa)

2. [lpenmeT IJIaHOBOM NPOBEPKM KPUOMUECKMX JIML, ¥ MHIOMBUIOYAJIbHBEIX
NpeInpuHMMaTeen orpaHn4YmMBaeTca o00da3aTesibHEIMM TpeDOBaHMAMM, COOJIOOEeHMEe
KOTOPHIX ABJIAeTCSA Hambojiee BHAUMMBEIM C TOYKM 3PEHMS HEeIONYUWEeHMSA BO3HMKHOBEHUSA
YyI'pPO3bl NPMUMHEHMs Bpela XM3HM, S3I0OPOBbI TI'paxXIaH, M3JIOKEHHEIMM B Qopme
IPOBEPOYHOTO JIMCTA (CHIMCKa KOHTPOJIBHBIX BOIIPOCOB) .

3. HammMeHOBaHME OPUOAMUECKOTO JMUa, OGaMunus, MMsS, OTUECTBO (IpV HAJMWUUM)
VMHOVMBMIOYAJBHOTO INPENNPUMHMMATENIA:
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4. MecTO NpPOBENEHMS IJIAHOBOM I[IPOBEPKM C BalOJIHEHMEM IIPOBEPOYHOI'O JIMCTA:

5. PexBM3UTE NpMKaszsa O NPOBeIeHMUM IIJIAHOBOM MNPOBEPKM: OT

N .

6. VYUeTHBl HOMEpP MNPOBEPKM M IaTa IIPMCBOEHMS yUEeTHOI'O HOMepa I[IPOBEPKU B
EOovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTE, bammnma u VMHULMAJIBEL IOOJIKHOCTHOTI'O JamLa (J1m111) ,

NPOBOOAWETO (MX) IJIAHOBYK MNPOBEPKY :
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTpaxallMx CcoIepxaHue oO0g3aTeJIbHEX TpeboBaHUM,
OTBET Ha KOTOPHEE OIHOBHAWHO CBUIETEJIbCTBYET O COOJIOIEHUM MM HeCOOJIIOeHUM
PPMINYECKVM JIMLIIOM, MHIMBMIOYAaJIBHBIM IIPEOIIPUMHMMAaTEJIEM obsa3aTesbHEX 'I‘pe@OBaHI/HZ,
COCTAaBJIANIMX NPEeIMET NPOBEPKM:

N Bonpocsl, oTpakaromue cofaep;xaHue PexBu3uThI BriBOI 0
n/n 00s13aTeNIbHBIX TpeOOBaHUN HOPMaTUBHBIX BBITIOJTHCHUH
MIPAaBOBBIX AKTOB, C | TpeOOBaHMIA

yKa3aHUEeM UX
CTPYKTYPHBIX Aa HET
€/IMHUII, KOTOPBIMU
YCTaHOBJICHBI
00s13aTeIbHBIC
TpebOoBaHUs

[Tynkr 4 crarbu 9 @enepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "OO6 obpariennu
nekapcTBeHHBIX cpenctB" (CoOpanue 3akoHomarenbcTBa Poccniickoit deneparuu, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (nmamee - 61-®3), rmaBa 7 IlpaBun Hammexamei
MPAKTUKKA XpaHEHUS U TEpPeBO3KU JIEKAPCTBEHHBIX TMpPENnaparoB [isl MEAUIIMHCKOTO
MPUMEHEHHUS, YTBEP>KIEHHBIX MpUKa3oM MUHHUCTEpCTBa 3/ApaBooxpaHeHus Poccuiickoi
®enepanmu oT 31 aBrycta 2016 r. N 646H (3apeructpupoBaH MUHHUCTEPCTBOM FOCTHITUU
Poccuiickoit @eneparuu 9 ssuBapst 2017 r., peructpaunonubiii N 45112) (nanee - IlpaBuia
HaJuexale TMpakTUKW XpaHeHus); [lpaBuiia XpaHeHUsT JIEKapCTBEHHBIX CPEACTB,
YTBEP)KJCHHbIE TPUKa30M MMHHCTEpPCTBA 3paBOOXPAHEHUS U COLHUAIBHOIO Pa3BUTHS
Poccutickoit ®enepanuu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
toctuiuu Poccwmiickoit @enepanmu 4 oktsaOps 2010 1., perucrpanmonusii N 18608) ¢
W3MEHEHHUSMHU, BHECEHHBIMH MPUKA30M MMHHCTEPCTBA 3APaBOOXPAHEHUS M COLUATBHOTO
pasButHs Poccuiickoit @enepanmu ot 28 nmexabps 2010 r. N 12211 (3apeructpupoBaH
MunuctepctBoM toctuninu Poccutickoit @enepanuu 4 despans 2011 r., peructparmoHHBINA
N 19703) (nanee - IlpaBuna xpaHeHHs JEKAPCTBEHHBIX CPE/ICTB)

1. CoracyroTcs i ¢ oJIy4aTesieM OCTaTOYHble | IyHKT 56 IIpaBun
CPOKH F'OJJTHOCTHU IIOCTABIIIEMBIX Ha/JIexaren
JIEKapCTBEHHBIX NTPENapaToB? MIPAKTUKU XpaHEHUS

2. Oukcupyercs i cyObeKTOM 00paIieHus myHKT 58 [IpaBui
JIeKapCTBEHHBIX MpenapaToB HHPOpPMALIUS O Ha/JIexaren
MepPEeBO3KeE JIEKAPCTBEHHBIX MpenapaToB? MIPAKTUKU XPaHEHUS

3. OcymecTBisieTcs i UHPOPMUPOBAHUE nyHKT 61 [IpaBun
OTMpaBUTENA U (MJIH) MOTyYaTeNs HajIexKalen
JIEKapCTBEHHBIX MPENApaTOB O BHISIBICHHBIX B | IPAKTUKU XPaHEHUS
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MpoLIecce MePEeBO3KH CIyyasX HapyLICHHs
TEMIIEPATYPHOTO peXUMa XpaHEHUs?

4, Ocymiectsisiercst I HHGOpPMUPOBaHHE nyHKT 61 IIpaBun
OTIPaBUTEIIA U (WIN) MOJTydaTes HaJIexalen
JIEKapCTBEHHBIX NPENApaTOB O BbISIBJICHHBIX B | IPAKTUKU XPaHEHUS
IIPOLIECCE MIEPEBO3KU CIyUasX HapyLICHUs
MOBPEXKICHHS YIIAKOBKU?

5. [IpenocraBnstorcs mu cyobekToM oOpamienus | myHKT 61 [Tpasun
JIEKapCTBEHHBIX NIPENAPATOB 10 3aIIpocy HaJIexalen
0JTy4daTessl JIEKApCTBEHHBIX MPEnapaToB MIPAKTUKU XPaHEHUS
CBEJICHUS O COOJIIOJICHUN TEMIIEPATypHOTO
peXHUMa MPH NEPEBO3KE JIEKAPCTBEHHbIX
IpenapaTos?

6. Hcnonp3yrores au U1 IEPEBO3KU nyHKT 62 [IpaBui
JIEKapCTBEHHBIX NPENapaToB TPAHCIOPTHBIE HaJuIexalen
cpencrsa? MIPAKTUKU XpaHEHHUs

7. OObecneunBaroT 1M TPAHCIIOPTHBIE cpeacTBAa U | MyHKT 62 IlpaBun
00opy/10BaHuE /JIsl IEPEBO3KH JIEKAPCTBEHHBIX | HAJUIeKaIlel
IpernapaToB KayecTBo, 3(h(HEKTUBHOCTD U MIPAKTUKU XpaHEHHUs
0€30MMacHOCTb JIEKAPCTBEHHBIX MpenapaToB?

8. Hcnonb3yeTcs v npu nepeBo3Ke nyHKT 62 [IpaBun
TEPMOJIAOMIIFHBIX JIEKAPCTBEHHBIX MPEnapaToB | HaJIexKalei
CIeLMalIU3UPOBaHHOE 000pYJ0BaHUE? MIPAKTUKU XpaHEHUs

0. ObecnieunBaeT JIM CreHAITM3UPOBAHHOE nyHKT 62 [IpaBun
000pyI0BaHUE MOAEPKAHNE TPEOYEMBIX HaJuIexalen
TeMIepaTypHbIX PEXUMOB XPaHEHUS MPAKTUKU XpaHEHUs
JIEKapCTBEHHBIX NTPENapaToB?

10. |IIpu nepeBo3Ke JIeKapCTBEHHBIX MPETApaToOB myHKT 63 IIpaBun
co0JIr01aeTCs JIM YCIOBUE OTCYTCTBHS MPSIMOTO | HaJIeXKalei
KOHTaKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKH XPaHEHUS
npernaparamMy B H30T€pMHUECKUX
KOHTeWHepax?

11. |PyxoBoaurtenem cyObeKkTa 0OpalieHus myHKT 63 IIpaBun
JIEKapCTBEHHBIX NPENapaToB MPOBOIUTCS JIH Ha/Iexarien
MHCTPYKTaX O NOPSAIKE OATOTOBKU MIPAKTUKU XPaHEHUS
N30TEPMHUYECKUX KOHTEHHEPOB K MEPEBO3KE
JIEKapCTBEHHBIX NIPENapaToB (C y4eTOM
CE30HHBIX OCOOCHHOCTEM), a TAKXKE O
BO3MO>KHOCTH MIOBTOPHOT'O MCIIOIb30BaHU
XJ1a103JIEMEHTOB?

12. |IIpomwto 1 060pyIO0BaHUE, OTHOCSILEECS K nyHKT 64 [IpaBui
CpEACTBAM U3MEPEHU: HaIeXalen
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MIPAKTUKU XpaHEHUS

MIEPBUYHYIO TIOBEPKY U (MJIHM) KaTHOPOBKY
JIO BBOJIA B DKCILTyaTaIHio?

nyHKT 64 [IpaBun
HajIexxalen
IIPAKTUKU XPAaHEHUS

NEPBUYHYIO TIOBEPKY U (W) KAITUOPOBKY
rocjye peMoHTa?

nyHKT 64 [IpaBuin
HaIeKaIen
IIPAKTUKU XPAHEHUS

NEPUOINYECKYIO TIOBEPKY U (WJIH)
KaJIMOPOBKY B MPOIIECCE IKCILTyaTaluu?

nyHKT 64 [IpaBuin
HaIeXaIen
IIPAKTUKU XPAHEHUS

13. | HocTaBustoTcs U JIeKapCTBEHHbIE npenaparbl | myHKT 65 [lpaBun
10 apecy, YKa3aHHOMY B Ha/Iexalien
TOBApOCONPOBOAUTENbHBIX JOKyMEHTaX? MIPAKTUKU XpaHEHUs
14. | CobmromaroTcs 1M yCIOBUS XPaHEHUS yHKT 67 IIpaBun
JIEKapCTBEHHbIX IIPENapaToB B MOMEIICHUAX Ha | HaJyulexKallei
TPAaH3UTHBIX CKJIaaax? MPAKTUKU XpAaHEHUS
15. | Ob6ecneunBaeTcs a1 6€30MACHOCTh myHKT 67 IIpaBun
JIEKapCTBEHHbIX IIPENapaToB HAa TPAH3UTHBIX Ha/JIexarien
cKiaaax? MIPAKTUKU XPAHEHUS
Tapa, ynakoBka ¥ MapKHpOBKa JIEKapCTBEHHBIX MpenapaToB (ctaths 46 61-D3, rmasa §

[TpaBun Haanexaiie IpakTUKA XPaHEHHUS])

16. |Bnwuser nu TpaHCIIOpTHAsS Tapa Ha Ka4yecTBo, myHKT 68 IIpaBun
3¢ PeKTUBHOCTH U OE30MTACHOCTh HaJIJIe)KaIen
JIEKapCTBEHHBIX NIPENApaTOB MPU UX IIPAKTUKN XPAHEHUS
repeBo3ke?

17. |OOGecneunBaet a1 TpaHCIOPTHAS Tapa 3alIUTy | MyHKT 68 [IpaBun
OT BO3/IEHCTBHS (DAKTOPOB BHELIHEH Cpe/ibl? HaJuIexalen

MPAKTUKU XpaHEHUS

18. |BriOupaercs mu TpaHCIIOPTHAS Tapa, ynakoBka |myHKT 69 [IpaBun

C YYETOM: HajIexallen

MIPAKTUKU XPAHEHUS

TpeOOBaHU K yCIIOBUSIM XpaHEHUS U
MEPEBO3KH JIEKAPCTBEHHBIX MTpenapaToB?

yHKT 69 [IpaBui
HajIexallen
MPAKTUKU XPAHEHUS

00beMa, HeOOXOUMOTO JJIST Pa3MEIICHHS
JIEKapCTBEHHBIX MpernapaToB?

nyHKT 69 [IpaBun
HaJIJIe)KaIen
MIPAKTUKU XpaHEHUS

Kosie0aHui TeMIepaTypbl OKPYKaromiei
cpenbl?

nyHKT 69 [IpaBun
HajIexxalen
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MIPAKTUKU XpaHEHUS

JUINTEJILHOCTH TEPEBO3KH, BKITIOYAs
BO3MO>KHOE IPOMEXKYTOYHOE XpaHEHUE
JIEKapCTBEHHBIX [IPENapaToB?

nyHKT 69 [IpaBun
HajIexxalen
IIPAKTUKU XPAaHEHUS

19. |Ha tpaHcnopTHy!O Tapy HaHOCATCS JIH: nyHKT 71 IIpaBun
HaIeKaIen
IIPAKTUKU XPAHEHUS
HAauMEHOBAaHMsI JIEKAPCTBEHHBIX nyHKT 71 IIpaBun
npenaparoB? HaJJIeKaIen
IIPAKTUKU XPAHEHUS
CEpHUH JIEKapCTBEHHBIX IIpenapaToB? nyHKT 71 IIpaBun
HaIexKaIen
IIPAKTUKU XPAaHEHUS
JlaTa BbIycka? nyHKT 71 IIpaBuin
HaIexalien
IIPAKTUKU XPAaHEHUS
KOJINYECTBO BTOPUYHBIX (MMOTpeOUTENbCKUX ) | yHKT 71 IIpaBui
YIIAaKOBOK JIEKAPCTBEHHBIX IPENapaToB? HaJIeXalen
MIPAKTUKU XPAHEHUS
uHpOpMAaIUS O TPOU3BOIUTENE yHKT 71 IlpaBun
JIEKapCTBEHHBIX MIPENAPATOB C YKa3aHUEM | HaJJIeXkaluen
HAaVMEHOBAHMI U MECTOHAXO0KICHHUS MIPAKTUKU XPaHEHUS
(ampeca) MPOU3BOAUTENS JIEKAPCTBEHHBIX
npenaparos?
CPOK I'OJTHOCTH JIEKAPCTBEHHBIX nyHKT 71 IIpaBui
npenapaTos? HaJuIexalen
MIPAKTUKU XpaHEHUS
YCIIOBUSI XPAHEHUS U IIEPEBO3KU nyHKT 71 IIpaBuin
JIEKapCTBEHHBIX MIPENapaToB? HaJuIexalen
MPAKTUKU XpaHEHUS
HE0OXO0UMBIE MTPpeTypeIUTeNbHbIE nyHKT 71 IIpaBui
Haanucu? HaJuIexalen
MIPAKTUKU XpaHEHUS
MaHHUITYJISTOPHBIE 3HAKU? nyHKT 71 IIpaBui
HajIexalien
MIPAKTUKU XpaHEHUS
20. |Cobmrogaercs i 3anpeT Ha HIOBTOPHOE myHKT 63 IIpaBun

HCITIOJB30BaHHUC HEAOCTATOYHO OXJIAXKICHHBIX
XJ'Ia,ZLOSJ'ICMCHTOB?

HajIexxalen
MIPAKTUKU XPaHEHUS
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21. |Cobmromaercs v 3ampeT Ha UCIOJIb30BAaHUE nyHKT 63 [IpaBun
MOBPCIKACHHBIX XJIaI[OBJIeMeHTOB? Ha):[nexcamei/’[
MPAaKTUKHA XpaHCHUS

(mommxHOCTE M OMO IOOJIKHOCTHOTO JiMila, 3allOJIHMBIIEI'O
IPOBEPOYHHM JIMCT, [NOONMCH, IHaTa)

(mojpxkHOCTE M OVMO IOOJDKHOCTHOTO JMIla BPUIMYECKOTO JMla, IPMCYyTCTBOBABIIEIO
0Py 3alOoJIHEHUM [IPOBEPOYHOI'O JMCTa, NOANMCH, OaTa)

[Tpunoxenue N 15
K nipukasy denepanbHoi CIyKObI

0 HAJ30py B cepe 3paBoOXpaHEHUS
ot 09.11.2017 N 9438

dopma

[IpOBEPOUHEI JIUCT
(CIMCOK KOHTPOJIBHEIX BOIPOCOB), MCIOJb3yeMbl denepalibHOM CJyXOou
IO Ham30py B chepe 3IpaBOOXPAHEHUS U €€ TEepPUTOPUAaJIbHEIMU OPTaHaMu
IpM MNPOBENEeHUM I[JIaHOBHX MIPOBEPOK MIPM OCYUWECTBJIEHUM belepajibHOTO
TOCYHOAapCTBEHHOTO Haln3opa B cbepe obOpalleHMA JIEKAPCTBEHHBIX CPEenCTB
(mepeBO3Ka JIEKAPCTBEHHEIX [IPENapaToB IJisg MEOMLMHCKOIT'O [IPMMEHEHMUS
B alTeke IPOM3BOINCTBEHHOMN)

(HaMMeHOBAaHME oOpTaHa, OCYUECTBJISAOIETO IIJIAHOBYK NPOBEPKY)

1. Bun rocymapCTBEHHOI'O KOHTpPOJA (Hazmsopa)

2. [IpenmeT [IJIAHOBOM OPOBEPKM OPUAMYECKUX JIML UM MHIMBUIYAJIbHEIX
npennprHuMaTesien orpaHMYMBaeTcda o06sga3aTesibHEIMM TpebOoBaHMAMM, COOJIOOeHMe
KOTOPEIX ABJIgeTCA Hambojiee BHAUMMBIM C TOUKM 3BPEeHMS HeIONylleHMS BOSHUMKHOBEHUSA
YITPO3bl [NPUUMHEHMS Bpela XM3HM, SIO0OPOBbLIOD I'paxIaH, M3JIOXEHHEMM B QopMe
IPOBEPOUYHOT'O JIMCTA (CIMCKa KOHTPOJIbBHBEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUAOAMYUECKOTO JMUa, OGaMuiusa, MMS, OTUECTBO (IpM HaJIMUUM)
VHOVBUAOYAJBbHOTO NPEeANPUHMMATENI:

4. MecToO NpOBeIeHMS IIJIAHOBOM MNPOBEPKM C BalOJIHEHMEM IIPOBEPOUYHOT'O JIMCTA :

5. PexBUBUTEH IIprKasa O IIPpOoBelIeHVNM 1JIaHOBOM IIPOBEPKM: OT

N .
6. VYUeTHB HOMEpP IMNPOBEPKM U IaTa [IPUCBOEHUS YyUETHOT'O HOMepa IIPOBEPKU B
EnomHOM peecTpe MNPOBEPOK:
7. JOIIXHOCTE, bammmsa u MHUILIMAJIBL IOJDKHOCTHOTO LA (J1m11)
IPOBOOAWETO (UX) IIJIAaHOBYI INPOBEPKY :
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTPpaAXalIMX COIEPXaHME O0O0S3aTENIbHEX TpPpeboBaHMA,

OTBET Ha KOTOPEE ONHOBHAUYHO CBUIETEJIbCTBYET O COOJIOINEHUM MIIM HeCOOJIIeHUM
OPUIONYECKYM JIMILIOM, MHIMBUIYAJIBHEM [IPEINPUHMMATEJIEM OOsS3aTeJIbHEIX TpeOOoBaHMI,
COCTaBJIAKUMX [IPEIMET MNPOBEPKM:
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BriBox o
BBIITOJIHCHU N
TpeboBaHUit

PexBu3uThI
HOPMAaTHBHBIX
MPaBOBBIX aKTOB, C

N Bompocsl, oTpakaromnue coaepikaHue
/o 00s13aTeNbHBIX TPeOOBAHUI

yKa3aHUEeM UX
CTPYKTYPHBIX Aa
€/IMHUII, KOTOPHIMHU
yYCTaHOBJICHBI
00s3aTeNnbHbIE
TpeOOBaHUS

HECT

[Tynkr 4 crateu 9 denepanpHoro 3akona ot 12 anpens 2010 r. N 61-®3 "O06 obpamiennn
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHomarenbcTBa Poccuiickont ®eneparun, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (mamee - 61-®3), rnaBa 7 IlpaBun Hamiexamen
IIPAKTUKM XPaHEHUS U IEPEBO3KU JIEKAPCTBEHHBIX IIPENapaTroB [UIsl MEAMIMHCKOIO
MPUMEHEHUS, YTBEPXKICHHBIX MpHUKazoM MuHHCTEepCTBa 3apaBooxpaHeHus Poccuiickoit
@enepanuu ot 31 asrycra 2016 r. N 6461 (3apeructpupoBaH MUHHCTEPCTBOM IOCTULIUU
Poccutickoit @eneparuun 9 suBaps 2017 r., perucrpanuonsbiii N 45112) (manee - IIpaBuiia
HaJuIeXkKalled IpakTUKW XxpaHeHus); IlpaBuiia XpaHeHUsT JIEKapCTBEHHBIX CPEACTB,
YTBEPKJICHHbIE TNPUKa30M MHHHCTEPCTBA 3/IPABOOXPAHEHUS U COLMUAIBHOIO Pa3BUTHS
Poccuiickoit ®denepaunn ot 23 aBrycra 2010 r. N 706H (3apeructpupoBaH MUHHUCTEPCTBOM
octuu Poccuiickori ®enepanun 4 oktadps 2010 r., peructpammonnsiii N 18608) ¢
U3MEHEHHUSMH, BHECEHHBIMHM NPUKA30M MMHHCTEPCTBA 3APaBOOXPAHEHMS M COLUAIBHOIO
pasButusi Poccuiickori ®@eneparuu ot 28 nexadps 2010 r. N 12211 (3apeructpupoBaH
MunucrepctBoM toctuiinu Poccuiickoit @enepanuu 4 despans 2011 r., perucTpanroHHbIH
N 19703) (nanee - [IpaBuia xpaHeHuUs JIEKaPCTBEHHBIX CPEJICTB)

1. CornacyroTcs 1 € IOJIy4aTeIeM OCTaTOuHble | IMyHKT 56 IIpaBun
CPOKH IF'OJTHOCTH MOCTaBIISIEMBIX HaJuIexanen
JIeKapCTBEHHbIX IpenapaTos? MIPAKTUKU XpaHEHUs

2. Qukcupyercst 1 cyObekToM  oOpatueHus | myHKT 58 IIpaBun
JIEKApCTBEHHBIX TMpernapaToB HHGOPMANHS O | HaJJIeKaIen
NIEPEBO3KE JIEKAPCTBEHHBIX IpENapaToB? MIPAKTUKU XpaHEHUs

3. Ocymiectsisiercs in HHGOPMUPOBaHHE nmyHKT 61 IIpaBun
OTMPAaBUTENS U (W) MOTyUYaTeNs HaJIJIe)KaIen
JIEKapCTBEHHBIX NIPENAPATOB O BBISIBICHHBIX B | IPAKTHKHU XPaHEHUS
MIpoLIecce MEPEeBO3KH CIyyasX HapyLICHHs
TEMIIEPATYPHOTO PEKUMA XPAaHEHUS?

4. Ocymiectnisiercst in HHGOpPMUPOBaHHE nmyHKT 61 IIpaBun
OTMPABUTENS U (W) TTOTy4YaTeNs HaJIJIe)KaIen
JIEKapCTBEHHBIX NIPENAPATOB O BBISIBICHHBIX B | IPAKTHKHU XPaHEHUS
MpoLecce MePEeBO3KH CIyyasX HapyLICHHs
MOBPEXKICHMSI YIIAaKOBKH?

5. [IpenocraBnstoTcs mu cyobekToM oOpamienus | myHKT 61 [Tpasun
JIEKapCTBEHHBIX NPENapaToB IO 3aMpocy HaJIexarien
MOJTy4daTesl IEKApCTBEHHBIX MPENapaToB MIPAKTUKU XPaHEHUS
CBEJIEHUS O COOJIIOJICHUN TEMIIEPATYPHOTO
peXHMMa MPH NEPEBO3KE JIEKAPCTBEHHBIX
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npenapaTroB?

6. Hcnonbe3yrores au U1 IEPEBO3KU myHKT 62 [IpaBun
JIEKapCTBEHHBIX NPENapaToB TPAHCIOPTHBIE HaJuIexalen
cpencrsa? IIPAKTUKU XPAaHEHUS

7. OO6ecneunBaroT 1M TPAHCIIOPTHBIE cpeacTBAa U | MyHKT 62 IlpaBun
00opy/10BaHuE /JIsl IEPEBO3KH JIEKAPCTBEHHBIX | HAJUIeKaIleH
IpernapaToB KayecTBo, 3(h(HEKTUBHOCTD U IIPAKTUKU XPAHEHUS
0€301acHOCTb JIEKAPCTBEHHBIX NpenapaToB?

8. Hcnonb3yeTrcs v npu nepeBo3Ke nyHKT 62 [IpaBun
TEepPMOJIAOMIIbHBIX JIEKAPCTBEHHBIX IPEnapaToB | HaJyuIexKalei
crelragIn3upoBaHHOE 000py10BaHuE? MIPAKTUKU XpaHEHUS

9. ObecnieunBaeT Jiv CrelualIn3upoBaHHOE myHKT 62 IIpaBun
000pyI0BaHUE MOAEPKAHNUE TPEOYyEeMbIX HaJIexalen
TEMIIEPATYPHBIX PEKUMOB XpaHEHUS MIPAKTUKU XpaHEHUS
JIEKapCTBEHHBIX IIPENapaToB?

10. |IIpu nepeBo3Ke JIeKapCTBEHHBIX MPETapaToOB myHKT 63 IIpaBun
co0JIt01aeTCs JIM YyCIOBHUE OTCYTCTBHS IIPSIMOTO | HaJIeXKalel
KOHTaKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMU | IPAKTUKH XPaHEHUS
IpenapaTamMu B H30TEPMUYECKUX
KOHTelHepax?

11. |PyxoBoaurtenem cyObeKkTa 0OpalieHus myHKT 63 IIpaBun
JIEKapCTBEHHBIX NTPENApaTOB POBOJUTCS JIN HaJuIeXalen
MHCTPYKTaX O NOPSAIKE MOATOTOBKU MIPAKTUKU XPAaHEHUS
N30TEPMHUUYECKUX KOHTEHHEPOB K NIEPEBO3KE
JIEKapCTBEHHBIX NIPENapaToB (C y4eTOM
CE30HHBIX OCOOCHHOCTEM), a TAKXKE O
BO3MO>KHOCTH MIOBTOPHOT'O MCIIOIb30BaHU
XJIaZJ02JIEMEHTOB?

12. |I[Ipouwto 11 060pyI0BaHKE, OTHOCSIIEECS K nyHKT 64 [IpaBun
CpPEACTBAM U3MEPEHUN: HaJIJIe)KaIen

IIPAKTUKU XPAHEHUS
NEPBUYHYIO MOBEPKY U (WIM) KAIUOPOBKY | MyHKT 64 IIpaBui
JI0 BBOJIA B 3KCIUTyaTalio? HaJuIexalen
IIPAKTUKU XPAHEHUS
NEPBUYHYIO TIOBEPKY U (WIM) KAIUOPOBKY | MyHKT 64 IIpaBui
ocJjie peMoHTa? HaJyIexXalen
IIPAKTUKU XPAaHEHUS
NEPUOANYECKYIO TOBEPKY U (MJIN) myHKT 64 IIpaBun
KaJIMOPOBKY B IIPOIIECCE dKCIUTyaTanun? HaIeXalen
IIPAKTUKU XPAHEHUS
13. | HocTaBasitoTcs U IEKapCTBEHHBIE Mpenaparbl | myHKT 65 [lpaBun
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0 aJpecy, yKa3aHHOMY B
TOBAPOCOIMPOBOIUTEIBHBIX TOKYMEHTaX?

HaIexamen
IPAKTUKHA XPAHEHUS

14. |CoOnromaroTcst 1M yCIOBHS XpaHEHUS nyHKT 67 IpaBun
JIeKapCTBEHHBIX MPENapaToB B MOMEIICHUAX Ha | HaJyIexKallei
TPAaH3UTHBIX CKIIaIax? MPAKTUKHA XPaHCHUS
15. | OGecmneunBaercs a1 6€30MaCHOCTD nyHKT 67 [IpaBun
JIeKapCTBEHHBIX MIPENapaToB HAa TPAH3UTHBIX Ha/Iexarien
cKJaaax? MIPAKTUKU XpaHEHUS
Tapa, ymakoBka W MapKHpOBKa JIEKAPCTBEHHBIX NpenapatoB (ctaTths 46 61-D3, rmasa §

[TpaBuin Hagnexame NpakTUKKA XPaHEHUs)

16. |Bnwusier a1 TpaHCHOPTHAS Tapa HAa KauecTBO, nyHKT 68 [IpaBui
3¢ PeKTUBHOCTH U OE30MTACHOCTh HaJIJIe)KaIen
JIEKApCTBEHHBIX IIPENapaToB MPH X MPAKTUKU XPAHEHUS
nepeBo3ke?

17. | OGecmeunBaet M TpaHCIIOPTHAS Tapa 3alMUTy |TYHKT 68 [IpaBun
OT BO3JCUCTBHS (DPAKTOPOB BHELIHEH Cpe/Ibl? HaJuIexalen

MIPAKTUKU XPAHEHUS
18. | BriOupaeTcs i TpaHCIIOPTHAS Tapa, ymakoBka |MyHKT 69 [IpaBun
C YYETOM: HaJIJIekKaIen
MIPAKTUKU XPAHEHUS
TpeOOBaHU K YCIIOBUSIM XpaHEHUS U nyHKT 69 [IpaBun
MIEPEBO3KH JIEKAPCTBEHHBIX IpernapaToB? HaJuIexalen
MIPAKTUKU XPAHEHHUS
o0bpemMa, HeOOXOIUMOTO /IS pa3MmelieHus | MyHKT 69 [IpaBun
JIEKapCTBEHHBIX MPEMapaToB? HaJIJIe)KaIen
MPAKTUKU XPAHEHUS
KoJIeOaHU TeMIIepaTypbl OKpY KaroIien myHKT 69 IIpaBun
cpensi? HaJIJIe)KaIen
MPAKTUKU XPAHEHUS
JUTUTENIbHOCTH MEPEBO3KH, BKITFOUAs nyHKT 69 [IpaBun
BO3MOXKHOE MPOMEXYTOUYHOE XpaHEHUE HaJuIexanen
JIEKApCTBEHHBIX MpenapaToB? MPAKTUKU XPAHEHUS
19. |Ha TpaHCHOPTHYIO Tapy HAHOCSATCS JIU: nyHKT 71 IIpaBun

HaIexaIen
MPAKTUKU XPAHEHUS

HAaUMEHOBAHMSI JIEKAPCTBEHHBIX
npenaparos?

yHKT 71 IlpaBun
HaJUIeXKaIen
MPAKTUKU XPAHECHUS

CEpUH JIEKapCTBEHHBIX IIpenapaToB?

nyHKT 71 IIpaBuin
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HaIexamen
IPAKTUKHA XPAHEHUS

JiaTa BeIycKa?

nyHKT 71 IIpaBuin
HaaexKallen
MPAKTUKU XPAHEHUS

KOJIMYECTBO BTOPUYHBIX (MIOTPEOUTEIHCKHUX)
YIaKOBOK JIEKAPCTBEHHBIX IIPENapaToB?

nyHKT 71 IIpaBui
HaaexKallen
MPAKTUKU XPAHEHUS

nH(popMaLs 0 IPOU3BOIUTENE
JIEKapCTBEHHBIX MIPENAPATOB C YKA3aHUEM
HAaUMEHOBAHUM U MECTOHAXOXKACHUS
(ampeca) MpOU3BOAUTENS JIEKAPCTBEHHBIX
npenaparoB?

nyHKT 71 IIpaBui
HaJjaexKallen
MPAKTUKU XPAHEHUS

CPOK TOTHOCTH JIGKAPCTBEHHBIX
IpenapaTos?

nyHKT 71 IIpaBui
Haaexalen
MPAKTUKU XPAHEHUSA

YCIIOBHSI XpaHEHUS U TIEPEBO3KHU
JIEKapCTBEHHBIX MTpeNapaToB?

nyHKT 71 IIpaBun
HaJlJIekKaIen
MIPAKTUKU XpaHEHUS

HE0OXOIUMBIC TTPEIy TIPS IUTCIIbHBIC
Haammcu?

nyHkT 71 IIpaBun
HaJIJIe)KaIen
MIPAKTUKU XpaHEHUS

MaHHHynHTOpHHe3HaKH?

nyHKT 71 [IpaBun
HaJIJIeXKaIen
MIPAKTUKU XpaHEHUS

20. |Cobmromaercs Jid 3anpeT Ha IOBTOPHOE myHKT 63 IIpaBun
UCIOJIb30BaHUE HEJJOCTATOUYHO OXJIAXKACHHBIX | HaJIeXKalleH
XJ1a7103JIEMEHTOB? MIPAKTUKU XpaHEHUs

21. |Cobmromaercs i 3alpeT Ha UCTIOJIb30BaHHUE myHKT 63 IIpaBun

MOBPEKICHHBIX XJ1a403JIEMEHTOB?

HaIexamen
MPAKTUKU XPAHEHUS

(mnomxHOoCTL M OVO IOJPKHOCTHOTO JiMlla, S3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, [NOONMCH, HaTa)

(nosmxHOCTE M YO IOOJIXHOCTHOTO JiMla OPUMAMYECKOTO JMla,

IpY 3aloJIHEHMM [IPOBEPOYHOT'O JIMCTa, MNOAIMCH, IaTa)

IIPMCYyTCTBOBABIIET'O
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[Ipunoxenne N 16

K nipukazy denepanbHoii ci1yKObI

10 Ha/130py B chepe 31paBOOXpaHEHHUS
ot 09.11.2017 N 9438

dopma

[IpOBEPOUYHBIM JIUCT

(CnMCcoOk KOHTPOJIBHEIX BOIIPOCOB), MCHOJb3yeMelM denepalibHOM CJIyXOoM
IO Han30py B cbhepe 3OpaBOOXPAaHEHUS UM €e TEePPUTOPMAJIbHEIMM OpI'aHaMu
OpY NPOBEIEeHUM IIJIAaHOBBIX [NPOBEPOK IIPM OCYLIECTBJIeHUM delepalibHOI'O
TOCYyOapCTBEHHOT'O Hal3opa B cbhepe obpalleHMs JIEKAPCTBEHHHX CPEeLCTB
(mepeBo3Ka JIEKAPCTBEHHHX I[IPENapaToB OJisd MEOMUMHCKOTO NPMMEeHEHMSI

B alTekKe IIPOM3BOINCTBEHHOM C MNPaBOM M3TOTOBJIEHMS aACEITUUECKUX

JIEKAQPCTBEHHEIX [IpenapaToB)

(HaMMeHOBAaHME OpTaHa, OCYUECTBJIAKIETO IIJIAHOBYK NPOBEPKY)

1. Bun rocymapCTBEHHOT'O KOHTPOJA (Hazmsopa)

2. lIpenmerT JIaHOBOU NPOBEPKM OPUIMYECKMX JML UM MHIOMBUIYAaJIbHEIX
npennpruHuMaTesien orpaHMuYMBaeTcsa ob6g3aTelbHEIMKM TpeOoBaHUAMM, COOJIOIeHMKe
KOTOPEIX ABJIAETCH HamboJiee BHAUMMBIM C TOUKU 3PEHMA HEeOOoIllylleHVA BO3HMKHOBEHUMA
YTPO3El [NPUUMHEHMS Bpela XM3HM, 3I0POBbK TI'PaxlIaH, M3JIOKEHHEMM B QopMe
IPOBEPOUYHOTO JIMCTA (CHIMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HamMeHOBaHME HPUOMYECKOTO JMLa, QaMmMIMsa, MMS, OTUYECTBO (IpM HaJIUduM)
VMHOVMBMIYAJbHOTO INPENNpPUHMMATEIA:

4. MecCcTO NpOBENEeHMA IJIAHOBOM MNPOBEPKM C BalOJIHEHMEM IIPOBEPOYHOI'O JIMCTA:

5. PexBM3UTH IpMKaza O IPOBEIOEHMUM IIJIAaHOBOM MNPOBEPKM: OT

N .
6. VYUeTHB HOMEP IMNPOBEPKM U HaTa [IPUCBOEHUS YyUETHOT'O HOMepa IIPOBEPKU B
EnomHOM peecTpe NPOBEPOK:
7. JOIIXHOCTE, bammmsa u MHULIMAJIBL IOJDKHOCTHOTO LA (J1m11)
NPOBOOAWETO (MX) IIJIAHOBYK INPOBEPKY:
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTPaAXawIMX COIEPXaHME o0O0S3aTeNIbHEX TpPpeboBaHMA,

OTBET Ha KOTOPEE ONHOBHAUYHO CBUIETEJIbCTBYET O COOJIONEHMUM UIIM HEeCOOJIIeHUM
OPUINYECKYM JIMILIOM, MHIAMBUIYAJBHBEM [IPEINPMHYMATEJIEM OD0sS3aTeJIbHEIX TpeOoBaHMI,
COCTaBJIANIMX [IPEIMET MNPOBEPKM:

N Bomnpocsl, oTpaxaroiine coep;kanue PexBu3uThI BriBog o
/o 00s13aTeNbHBIX TPeOOBAHMIA HOPMAaTHBHBIX BBITTOJIHEHUH
MPaBOBBIX aKTOB, C | TpeOOBaHUU

YKa3aHUEM UX
CTPYKTYPHBIX Aa HCT
€MHUL, KOTOPBIMHU
YCTaHOBJICHBI
o0s13aTeNnbHbIC
TpeOOoBaHUS

[Tynkr 4 cratbu 9 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO0 obparienun
nexapcTBeHHBIX cpeacTB" (Cobpanme 3akoHomarenbcTBa Poccuiickoit ®eneparn, 2010, N
16, ct. 1815; 2016, N 27, ct. 4283) (manee - 61-®d3), rmaBa 7 IlpaBun Haanmexarmiei
NPAaKTUKA XPAaHEHHS W TIEPEeBO3KM JIEKAPCTBEHHBIX NPENapaToB IS MEIUIIMHCKOTO
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MPUMEHEHUS, YTBEPKICHHBIX MpPHUKa30M MUHHUCTEpCTBA 3ApaBoOXpaHeHus Poccuiickoi
@enepanuu ot 31 asrycra 2016 r. N 646H (3apeructpupoBad MUHUCTEPCTBOM IOCTULIUU
Poccutickoit @eneparuun 9 ssaBapst 2017 ., peructpannonusiii N 45112) (manee - IIpaBuiia
HaJJIeXKaIIed TPaKTUKA XpaHeHus); [IpaBuiia XpaHeHUs JICKAPCTBEHHBIX CPEJACTB,
YTBEPKICHHbIE TMPUKa30M MHHHCTEPCTBA 3PABOOXPAHEHUS U COLHUAIBHOIO Pa3BUTHS
Poccuiickoit ®denepaunn ot 23 aBrycra 2010 r. N 7061 (3apeructpupoBaH MUHHUCTEPCTBOM
octuin Poccuiickorir denepanun 4 oxtsadps 2010 r., peructpammonnsii N 18608) ¢
M3MEHEHUSMH, BHECEHHBIMM NPUKA30M MMHHCTEPCTBA 3APaBOOXPAHEHUS M COLUAIBHOIO
pasButust Poccuiickori ®@eneparuu ot 28 nexadps 2010 r. N 12211 (3apeructpupoBaH
MunucrepcTBoM toctuiuu Poccuiickoit @enepanuu 4 despans 2011 r., perucTpanroHHbIH

N 19703) (nanee - [IpaBuia xpaHeHuUs JIEKaPCTBEHHBIX CPEJICTB)

1. CornacyroTcs i1 € MoJiy4arejeM OcTaTouHble | MyHKT 56 [IpaBun
CPOKH I'OJJTHOCTHU IIOCTaBJISIEMBIX HaJuIexalen
JIEKapCTBEHHBIX MPEnapaToB? MIPAKTUKU XPaHEHUS

2. dukcupyercs 1 cyObeKTOM 00paleHus yHKT 58 IIpaBun
JIEKapCTBEHHBIX IIPemnapaToB HH(popMaus o HaJIJIe)KaIen
[IEPEBO3KE JIEKAPCTBEHHBIX IperapaToB? MIPAKTUKU XPaHEHUS

3. Ocymiectnisiercs Jin HHGOpMUPOBaHHE nyHKT 61 IIpaBun
OTIIpaBuUTElNA U (WIK) MOTydaTens HaJyIeKalen
JIEKapCTBEHHBIX IIPENAPATOB O BBISIBIICHHBIX B | IPAKTHKHU XPaHEHUS
IIpoLIecCce MEPEBO3KH CIyyasX HapyLICHUs
TEMIIEPATYPHOI0 PEKUMA XpaHEHUS?

4. Ocymiectnisiercst id HHGOpPMUPOBaHHE nyHKT 61 IIpaBun
OTMPAaBUTENS U (W) MOTyUYaTeNs HaJIJIe)KaIen
JIEKapCTBEHHBIX NIPENAPATOB O BBISIBICHHBIX B | IPAKTHKHU XPaHEHUS
MIpoLIecce MEPEeBO3KH CIyyasX HapyLICHHs
MOBPEXKICHUS YIIAaKOBKH?

S. [IpenocraBnstorcs 1u cyoObekToM obpaimieHust | myHKT 61 [IpaBun
JIEKapCTBEHHBIX MPENapaToB 110 3aMpocy HaJuIexanen
I0JTy4JaTesl JIEKAPCTBEHHBIX NPENapaToB MIPAKTUKU XPaHEHUS
CBEICHMSI O COOJIIOIEHNU TeMIIEpaTypHOTO
peXHMMa MPH NEPEBO3KE JIEKAPCTBEHHBIX
MpenaparoB?

6. Hcnonb3yroTcs M 11 NepeBO3KU nyHKT 62 [IpaBun
JIEKapCTBEHHBIX NPENapaToB TPAHCIOPTHBIE HaJuIexalen
cpencrtsa? MIPAKTUKU XpaHEHUS

7. OO6ecneynBaroT JIM TPAHCTIOPTHBIE CPeACTBA U | MyHKT 62 [IpaBun
000pyI0BaHUE JUISI IEPEBO3KH JICKAPCTBEHHBIX | HAJJIEXKAIIeH
MpernapaToB KauecTBo, 3G (PEeKTUBHOCTL U MIPAKTUKU XpaHEHUS
0€30MacHOCTb JIEKapCTBEHHBIX IpenapaToB?

8. Hcnons3yercs 1 npu nepeBo3ke nyHKT 62 [IpaBun
TepMOJIaOUIBHBIX JIEKAPCTBEHHBIX MPENapaToB | HaAJexKalei
CTeIMAIM3UPOBAHHOE 000PYI0BaHUE? MIPAKTUKU XPaHEHUS
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OOecniednBaeT a1 CleUaTU3UPOBAaHHOE
000pyI0BaHUE MOAEPKAHNUE TPEOYEMBIX
TEeMIEepaTyPHbIX PEXKUMOB XPAaHEHUS
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 62 [IpaBui
Haj1exKalen
MPAKTUKU XPAHEHUS

10. |IIpm nepeBo3Ke JIeKapCTBEHHBIX MPETIAPaToOB nyHKT 63 [IpaBui
COOIOAAaeTCs JIM YCIOBUE OTCYTCTBHSI MMPSIMOTO | HAJIeKAIIICH
KOHTAaKTa XJIaJ03JIEMEHTOB C JICKAPCTBEHHBIMH | IPAKTUKH XPaHEHUS
npenaparamu B U30TEPMHUUECKUX
KOHTelHepax?

11. |PykoBoautenem cyObekTa oOpanieHus nyHKT 63 [IpaBui
JIEKApCTBEHHBIX IIPENapaToB IPOBOAUTCS JIU HaJUIeKaIen
WHCTPYKTAX O MOPSIAKE TTOATOTOBKH MPAKTUKU XPaHECHUS
M30TEPMUYECKUX KOHTEHHEPOB K MEPEBO3KE
JIEKapCTBEHHBIX MIPEMapaToB (C yueToM
CE30HHBIX 0COOCHHOCTEH), a TAKXKE O
BO3MO>KHOCTH TTIOBTOPHOTO MCITOJIb30BaAHUS
XJIaJJ03IEMEHTOB?

12. |IIpomwno 11 060pyI0BaHKE, OTHOCSIIEECS K nyHKT 64 [IpaBuin
CpPEACTBAM U3MEPEHU: HaJIJIe)KaIen

MIPAKTUKU XPAHEHUS
MEPBUYHYIO IOBEPKY U (WUJIHM) KamuOpoBKy | myHKT 64 [IpaBun
JIO BBOJIa B DKCILTyaTalui0? HaJUIe)KaIeH
MPaKTUKU XPAHEHUS
MIEPBUYHYIO IOBEPKY U (MJIM) KaMMOpoBKY | MyHKT 64 [IpaBun
rnocje peMoHTa’? HaIeXalen
MPAKTUKU XPAHEHUS
MEPUOIUYECKYIO TTOBEPKY U (MJIH) nyHKT 64 [IpaBuin
KaJIMOPOBKY B IIPOIIECCE dKCIUTyaTaun? HaJJIeXKarei
MPAKTUKU XPaHEHUS

13. | HocTaBustoTcs U IEKapCTBEHHBIE Mpenaparsl | myHKT 65 [IpaBun
10 a/Ipecy, YKa3aHHOMY B HaJJIeXKarei
TOBapPOCOINPOBOIUTENBHBIX IOKYMEHTaX ? MPAKTUKU XPaHEHUS

14. | CoOmroaroTcst ik yCIOBHS XpaHEHUs nyHKT 67 [IpaBun
JIEKapCTBEHHBIX MIPEMapaToOB B MOMEIICHUAX Ha | HAJJIeKaIIeH
TPAH3UTHBIX CKJIagax? MPAKTUKU XPaHEHUS

15. | OOecneunBaeTcs a1 0€30MaCHOCTD nyHKT 67 [IpaBun
JIEKApCTBEHHBIX MPENapaToB HA TPAH3UTHBIX HaJUIeKalen

cKiamax?

MIPAKTUKU XPAHEHHUS

Tapa, ynakoBka W MapKUpPOBKa JIEKAPCTBEHHBIX mpernapaToB (cratbs 46 61-D3, rmaBa §

[IpaBwi1 HagIexkalleld NPAaKTUKU XPaHEHMS])

16.

Biasier 1 TpaHCciopTHas Tapa Ha KayecTBo,

myHKT 68 IIpaBun
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3¢ PeKTUBHOCTD U OE30MTACHOCTh
JIEKapCTBEHHBIX IIPENapaToB IpHU UX
nepeBo3ke?

HaIexamen
IPAKTUKHA XPAHEHUS

17. |OOGecneunBaet a1 TPAaHCHIOPTHAS Tapa 3aIuTy |MyHKT 68 [IpaBun
OT BO3/ICUCTBUS (DAKTOPOB BHEIITHEN CpeIbl? HaJIeKaIen
MPAKTUKU XPAHEHUS
18. |BsiOupaercs nu TpaHCIOPTHAS Tapa, ynakoBka |MyHKT 69 [IpaBun
C YYETOM: HaJlJIexKaIen
MPAKTUKU XPAHEHUS
TpeOOBaHUH K YCTIOBUSIM XpPaHEHUS U myHKT 69 [IpaBun
MIEPEBO3KH JIEKAPCTBEHHBIX IpernapaToB? HaJuIexalen
MPAKTUKU XPAHEHUS
o0bpemMa, He0OXOAUMOTO AJIs pa3Mmelnenus | myHKT 69 [IpaBun
JIEKapCTBEHHBIX MTpenapaToB? HaJuIexalen
MPAKTUKU XPAHEHUS
KOJICOaHUH TeMIIEpaTypbl OKpY KaloIIen myHKT 69 IIpaBun
cpenni? HaIexalien
MPAKTUKU XPAHECHUS
JUIMTEIIBHOCTH NIEPEBO3KH, BKIIIOUYAs myHKT 69 IIpaBun
BO3MOXKHOE MPOMEXYTOUYHOE XpaHEHUE HaJuIexalen
JIEKapCTBEHHBIX MIPeNapaToB? MPAKTUKU XPaHEHUS
19. |Ha TpaHCHIOPTHYIO Tapy HAHOCSITCS JIU: nyHKT 71 IIpaBun

HaIeXalen
MPAKTUKU XPaHEHUS

HaNMEHOBAHMUS JICKAPCTBEHHBIX
npenapaTos?

nyHKT 71 IIpaBui
HajIexalien
MPAKTUKU XPAHEHUS

CEpHH JIEKapCTBEHHBIX IIPenapaToB?

nyHKT 71 IIpaBuin
HajIexalien
MPAKTUKHU XPAHEHUS

JlaTa BbITycKa?

nyHKT 71 IIpaBui
HajIexalien
MPAKTUKU XPAHEHUS

YIIaKOBOK JICKAPCTBCHHBIX npenapaTOB?

KOJIMYECTBO BTOPUUYHBIX (MIOTPEOUTENBCKHX)

nyHKT 71 IIpaBui
HajIexalien
MPAKTUKU XPAHEHUS

UHPOPMAIIUS O IPOU3BOIUTEIIE
JIEKapCTBEHHBIX IIPENapaToB ¢ YKa3aHUEM
HAMMCHOBAHHUN U MECTOHAXOXKICHHSI
(ampeca) IpOM3BOAUTEIS JIEKAPCTBEHHBIX

nyHKT 71 IIpaBun
HajIexalen
MIPAKTUKU XpaHEHUs
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npenaparoB?

CPOK TOJTHOCTH JIEKaPCTBEHHBIX nyHKT 71 TIpaBui
npenaparoB? HaJJIeXKaIen
MIPAKTUKU XPaHEHUS

YCIJIOBHUSI XPAHEHUS U NIEPEBO3KU nyHkT 71 IlpaBun
JIEKapCTBEHHBIX MTpenapaToB? HaJuIexalen
MIPAKTUKU XpaHEHHUs

HEO0OXOUMBIE TIPeTyIpeIUTEIIbHbIC nyHKT 71 IIpaBun
Haanucu? HaIeXaIen
MPAKTUKU XPAHEHUS

MaHHUITYJISITOPHBIE 3HAKU? nyHKT 71 IIpaBun
HaIexKaIen
MPAKTUKU XPAHEHUS

20. |Cobmromaercs Jid 3aIpeT Ha IOBTOPHOE nyHKT 63 IIpaBui
UCIIOJIb30BAHUE HEJOCTATOYHO OXJIAKICHHBIX | HaJUIe)KaIIeH
XJ12JI09JIEMEHTOB? NPAKTHUKH XpaHCHUsI

21. | CobmrogaeTcs u 3alpeT Ha UCTIOIb30BaHUE myHKT 63 [IpaBun
MOBPEXICHHBIX XJIa03JICMEHTOB? HaJUIeXKaIIeH

IIPAKTUKU XPAHEHUS

(mommxHOCTE M OMO OOJDKHOCTHOTO JiMila, 3alloJIHUBIIET'O
npOBepquHﬁ JMCT, IMOINMUCHL, nOaTa)

(moyrxHOCTE M OVO HOJIXKHOCTHOT'O JIMlla KPMAMYECKOTO JiMla, NIPMCYyTCTBOBABIIEIO
IpY 3BaloJIHEHUM [IPOBEPOYHOIT'O JIMCTa, NOAIMCH, IaTa)

[Ipunoxenne N 17

K npuka3y denepaabHON CITyKObI

110 HAJ30py B cepe 31paBOOXpaHEHUS
ot 09.11.2017 N 9438

®dopma

[IpOBEPOYHEI JIUCT
(CMCOK KOHTPOJIBHEIX BOIPOCOB), MCIOJb3yeMelM dernepalibHOM CJIyXOou
10 Ham30py B cbepe 3OpaBOOXPAaHEHUS U e€e TEPPUTOPMAJIBHEIMM OpTaHaMu
IpM [IPOBENEHMUM I[1JIAHOBHX I[IPOBEPOK IIPM OCYWECTBJIeHMM benepalibHOTO
TOCYyOapCTBEHHOT'O Halz3opa B cbhepe obpalleHMs JIEKAPCTBEHHEX CPEeLCTB
(meperpos3Ka JIEKAPCTBEHHEIX [IpenapaToB IJiS MeIMLMHCKOI'O IPUMMEeHEeHUSI
B MeIUMLVHCKUX OpI‘aHMBaLU/IHX n mUx O6OCO6J’I€HHI:IX nonpasnenengx (LLeH'I‘pI:;I
(oTmesieHusa) obmwey BpauebOHOM (CeMeMHOM) MNPpaKTuKM, aMOyJiaTopumn,
benpnomepckue u deNbImepCcKO-akKyllepCKMe IIYHKTH) , PaCOJIOXEHHEE
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B CeJIbCKUMX HacCeJIEHHBIX HyHKTaX)

(HaMMeHOBaHMEe opraHa, OCYIEeCTBJANIETO IJAaHOBYID IPOBEPKY)

1. Bun rocymapCTBEHHOIT'O KOHTPOJA (Hazmsopa)

2. [IpenMerT 1JIaHOBOM IPOBEPKM OPUIMYECKMX JIML UM MHIOMBUIYaJbHEIX
npennpruHuMaTesen orpaHMYMBaeTcsa o6sg3aTelNbHEIMM TpeOoBaHUAMM, COOJIOIeHMUEe
KOTOPEIX ABJIAETCH HamboJiee BHAUMMBEIM C TOUKU 3PEHMA HEeOOoIllylleHVA BO3HMKHOBEHUA
YyTPO3bl NPUUMHEHMS Bpena XM3HM, 3IOPOBbLI I'paxiaH, M3JIOKEeHHEMM B dopme
IPOBEPOYHOTO JIMCTa (CIOMCKa KOHTPOJIBHBEIX BOIPOCOB) .

3. HamMeHOBaHMe HOPUIOMYECKOTO JMLa, QaMmMiIMsa, MMsS, OTUYECTBO (IpM HaJIM4duM)
VMHOVMBMIYAJbHOTO INPEeNNpUMHUMATEIA:

4. MecCcTO NpPOBENEHMA IJIAHOBOM MNPOBEPKM C BalOJIHEHMEM IIPOBEPOYHOI'O JIMCTA:

5. PekxBUBUTEH IIprKas3a O IIPpOoBeeHVNM 1JIaHOBOM IIPOBEPKM: OT

N .
6. VYUeTHB HOMEpP [NPOBEPKM U HaTa IIPUCBOEHUS YyUETHOT'O HOMepa IIPOBEPKU B
EnovHOM peecTpe MNPOBEPOK:
7. JoIIXHOCTS, bammmsa n MHULIMAJIBL IOOJDKHOCTHOT'O LA (J1m11)
NPOBOOAWETO (UX) IIJIAaHOBYK NPOBEPKY:
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTPpaXallMX COIEepPXaHMe oO0S3aTeJIbHEX TpeboBaHMM,

OTBET Ha KOTOPEE ONHOBHAYHO CBUIETEJILCTBYET O COOJIONEHMM UM HeCOOJIIeHUM
OPUINYECKYM JIMILIOM, MHIOMBUIYAJbBHEM I[IPEINPUHMMATEJIEM OOsS3aTelIbHEIX TpeOoBaHMI,
COCTaBJIANUMX [IPEIMET MNPOBEPKM:

N Bomnpocsl, oTpaxaromue coaep:xaHue PexBu3uThI BeiBog 0
n/m 00s13aTeNbHBIX TPEOOBaHUN HOPMaTUBHBIX BBITIOJITHCHU U
MIPABOBBIX aKTOB, C | TpeOOBaHUM

yKa3aHUEM UX
CTPYKTYPHBIX Aa HCT
€/IMHUII, KOTOPBIMHU
yCTaHOBIICHBI
00s3aTeNnbHbIe
TpeOOBaHMS

[Tynkr 4 crateu 9 denepanpHOro 3akona ot 12 ampens 2010 r. N 61-®3 "O06 obpamieHnn
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHoaarenscTBa Poccuiickoit ®enepanuu, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (mamee - 61-®3), rmaBa 7 IlpaBun Hamiexamen
IIPAKTUKU XPaHEHUS U TMEePEBO3KU JIEKAPCTBEHHBIX IIPENaparoB JUIsl MEAMIIMHCKOIO
IIPUMEHEHMs, YTBEPXKICHHBIX MpHUKa3oM MuHHcTepcTBa 31paBooxpaHeHus Poccuiickoil
@enepanuu ot 31 asrycra 2016 r. N 6461 (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccutickoit @eneparuun 9 saBaps 2017 ., perucrpannonsbii N 45112) (manee - IIpaBuiia
HaJuIeXkalled MpakTUKW XxpaHeHus); IlpaBuiia XpaHeHUsT JIEKapCTBEHHBIX CpEACTB,
yYTBEpKJEHHbIE MNpPUKa30M MUHHCTEPCTBA 3/IPABOOXPAHEHHMS] M COLMAIBHOTO Pa3BUTHUS
Poccuiickoit ®denepannnu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBaH MUHHCTEPCTBOM
octunn Poccutickoii ®eneparun 4 oktsaops 2010 r., peructpammonnsiii N 18608) ¢
W3MEHEHHUSMH, BHECEHHBIMHM NPUKAa30M MMHHCTEPCTBA 3APaBOOXPAHEHUS M COLUAIBHOIO
pasButus Poccuiickoit ®@enepamun ot 28 nexabpst 2010 r. N 12211 (3apeructpupoBaH
MunncrepcTBoM toctunnu Poccuiickoit @enepanuu 4 despans 2011 r., perucTpannoHHbIH
N 19703) (nanee - [IpaBuia xpaHeHuUs JTEKapCTBEHHBIX CPEICTB)

1. CornacyroTcs M ¢ OJTy4aTesieM ocTaTouHble | MyHKT 56 IlpaBun
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CPOKH F'OJTHOCTH MOCTABIISIEMBIX
JIEKapCTBEHHBIX NIPENapaToB?

HaIexamen
IPAKTUKHA XPAHEHUS

2. Ouxcupyercs u cyObeKTOM 00paIeHus nyHKT 58 [IpaBui
JIeKapCTBEHHBIX IpenapaToB HHPOpPMALIUS O HaJIexalen
MIepPEBO3KE JIEKAPCTBEHHBIX MpernapaToB? MIPAKTUKU XpaHEHUS

3. OcyuecTBisieTcs 11 UHPOPMUPOBAHUE nyHKT 61 IIpaBui
OTIPaBUTEIIA U (WIN) MOJTydaTes HaJIexalen
JIEKapCTBEHHBIX NIPENApaTOB O BbISIBJICHHBIX B | IPAKTUKU XPaHEHUS
IIPOLIECCE TIEPEBO3KH CIyUasX HapyLICHUs
TEMIIEPATyPHOI0 PEKUMa XpaHEHUS?

4, OcyuecTBisiercs 1 UHPOPMUPOBAHUE nyHKT 61 IIpaBui
OTIPaBUTEIIA U (WIN) MOTyYaTes HaJIexalen
JIEKapCTBEHHBIX NIPENApaTOB O BbISIBJICHHBIX B | IPAKTUKU XPaHEHUS
IIPOLIECCE MIEPEBO3KU CIyUasX HapyLICHUs
MOBPEXKICHHS YIIAKOBKU?

5. [IpenocraBnstoTcs mu cyobekToM oOpaiienus | myHKT 61 [Tpasun
JIEKapCTBEHHBIX IIPENAPATOB 10 3aIIpocy HaJIexalen
[0JTy4daTessl JIEKApCTBEHHBIX MPEnapaToB MIPAKTUKU XpaHEHUS
CBEJICHUS O COOJIIOJICHUN TEMIIEPATypHOTO
peXHUMa MPH NEPEBO3KE JIEKAPCTBEHHBIX
IpenapaTos?

6. Hcnons3yrores mu 1J1s IEpeBO3KU myHKT 62 IIpaBun
JIEKapCTBEHHbIX PENapaToB TPAHCIOPTHbIE Ha/Iexarien
cpencrta? MIPAKTUKU XPAaHEHUS

7. OOecneunBaloT JIM TPAHCTIOPTHBIE cpecTBa U | MyHKT 62 [paBun
00opy10BaHuUE JUIsl IEPEBO3KU JIEKAPCTBEHHBIX | HaJIeXKaIeH
MpernapaToB KayecTBo, 3 (HEKTUBHOCTH MIPAKTUKU XPaHEHUS
0€30I1acCHOCTb JIEKapCTBEHHbIX IpenapaToB?

8. Hcnonb3yeTrcs v npu nepeBo3Ke nyHKT 62 [IpaBun
TEPMOJIAOMITFHBIX JIEKAPCTBEHHBIX MPEnapaToB | HaJyIexKalei
CHeLlMaIN3UPOBaHHOE 000pYJ0BaHUE? MIPAKTUKU XpaHEHUs

0. ObecnieunBaeT JIM CreHAIM3UPOBAHHOE nyHKT 62 [IpaBun
000pyI0BaHUE MOAEPKAHNE TPEOYEMBIX HaJuIexalen
TeMIepaTypHbIX PEXKUMOB XPaHEHUS MIPAKTUKU XpaHEHUs
JIEKapCTBEHHBIX MTPenapaToB?

10. |IIpm nepeBo3Ke JIeKapCTBEHHBIX MPETapaToB myHKT 63 [IpaBui
cO0JII0TaeTCsl JIM YCIOBUE OTCYTCTBHS MPSIMOTO | HAJIeXKaIeH
KOHTaKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKH XPaHEHUS
IpernapaTamM B U30TEPMHUUECKHUX
KOHTeHepax?

11. |PykoBoauTenem cyObekTa 0OpaiieHus nyHKT 63 [IpaBun

JICKApCTBCHHBIX MPCIIapaTOB IMIPOBOJUTCA JIA

HajIexKalen
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WHCTPYKTaX O MOPSIAKE TTOATOTOBKH
M30TEPMUYECKUX KOHTEHHEPOB K MEPEBO3KE
JIEKapCTBEHHBIX MPEMapaToB (C y4eToM
CE30HHBIX 0COOCHHOCTEH), a TAKXKE O
BO3MOKHOCTH TTIOBTOPHOT'O HUCITOJIH30BaAHUS
XJIaJ1031EMEHTOB?

MIPAKTUKU XpaHEHUS

12. |IIpouwio sm 060pyIOBaHUE, OTHOCSIIEECS K yHKT 64 [IpaBui
CPEICTBAM U3MEPEHUI: HaJIexalen
MPAKTUKU XpAaHEHUS
MEPBUYUHYIO IOBEPKY U (W) KauOpoBKy | myHKT 64 [IpaBun
JI0 BBOJIa B 3KCIUTyaTalUIo? HaJIexalen
MPAKTUKHA XPaHCHUS
MEPBUYHYIO IOBEPKY U (W) KaIuOpoBKy | myHKT 64 [IpaBun
110CJIe pEMOHTa? HaJIexalen
MPAKTUKHA XPaHCHUS
NEPUOANYECKYIO TOBEPKY U (UJIN) yHKT 64 [IpaBui
KaJIMOPOBKY B IPOLIECCE IKCILTyaTaluu? HaJIexalen
MPAKTUKHA XPaHCHUS
13. |JocraBnsroTcs U JIeKapcTBEHHbIE Ipenapatbl | MyHKT 65 [IpaBun
110 aJpecy, yKa3aHHOMY B HaJuIexalen
TOBapOCOMPOBOIUTENBHBIX JOKYMEHTaX? MIPAKTUKU XpaHEHUS
14. | CoOGmromaroTcst M yCIOBHS XpaHEHUS nyHKT 67 [IpaBun
JIEKapCTBEHHBIX NIPENapaToB B IOMEIICHUSX Ha | HaJIexalei
TPaH3UTHBIX CKJIagax? MIPAKTUKU XpaHEHUS
15. |OGecmneunBaercs a1 6€30MaCHOCTD nyHKT 67 [IpaBun
JIEKapCTBEHHBIX NPENapaToB Ha TPAaH3UTHBIX HaJuIexalen
cKaaax? MIPAKTUKU XpaHEHUS
Tapa, ymakoBka ¥ MapKHUpOBKa JIEKApCTBEHHBIX MpemnapaToB (ctaths 46 61-D3, rmasa 8

[IpaBwmi1 Hagiexkalel NPakKTUKU XPaHEHMS])

16. |Bnwmsier mu TpaHCTIOpPTHAS Tapa Ha Ka4ecTBO, yHKT 68 [IpaBui
3G PEKTUBHOCT U OE30MACHOCTD HaJuIexalen
JIEKapCTBEHHBIX MPENapaToB MpU UX MIPAKTUKU XpaHEHUS
nepeBo3ke?

17. |Ob6ecneunBaeT a1 TpaHCIIOPTHAA Tapa 3amuTy |myHKT 68 [IpaBun
OT BO3JICUCTBUS (DAKTOPOB BHEIIHEH Cpebl? HaIexXaIen

IIPAKTUKU XPAaHEHUS

18. |BriOupaercs nu TpaHCIIOpTHAS Tapa, ynakoBka |myHKT 69 IlpaBun

C y4ETOM: HaIeXalen

IIPAKTUKU XPAHEHUS

TpeOOBaHUH K YCIIOBHSIM XPAHCHUS U

nyHKT 69 [IpaBui
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MEPEBO3KH JIEKAPCTBEHHBIX MpenapaToB?

HaIexamen
IPAKTUKHA XPAHEHUS

00bemMa, HEOOXOAMMOTO TSI Pa3MEIIECHHS
JIEKapCTBEHHBIX [IPENapaToB?

nyHKT 69 [IpaBui
HaaexKallen
MPAKTUKU XPAHEHUS

Kosie0aHui TeMIepaTypbl OKpyKaromiei
cpenabl?

nyHKT 69 [IpaBui
HaaexKallen
MPAKTUKU XPAHEHUS

JUTMTEIIBHOCTH NTEPEBO3KH, BKIFOUYAs
BO3MOJKHOE IIPOMEKYTOYHOE XpaHEHUE
JIEKapCTBEHHBIX MTpenapaToB?

nyHKT 69 [IpaBui
HaJaexalen
MPAKTUKU XPAHEHUS

19.

Ha TpancniopTHyto Tapy HaHOCSTCS JIH:

nyHKT 71 IIpaBui
HajaexKalen
MPAKTUKHU XPAHEHUS

HAaMMEHOBAHMS JICKAPCTBEHHBIX
npenaparoB?

nyHKT 71 IIpaBun
HaJlJIeXKaIen
MIPAKTUKU XpaHEHUS

CepHHU JIEKaPCTBEHHBIX MPenapaToB?

nyHKT 71 IIpaBun
HaJIJIekKaIen
MIPAKTUKU XPaHEHUS

JlaTa BhIMycKa?

nyHKT 71 [IpaBun
HaJIJIeKaIen
MIPAKTUKU XpaHEHUS

YIIAKOBOK JIEKAPCTBEHHBIX IIpenapaToB?

KOJIMYCCTBO BTOPUYIHBIX (HOTpC6I/ITCHLCKHX)

nmyHKT 71 IIpaBun
HaIexaIen
IIPAKTUKU XPAaHEHUS

uHpOpMaIUs O TPOU3BOIUTENE
JIEKapCTBEHHBIX NPENapaToB ¢ YKa3aHUEM
HaMEHOBaHUN U MECTOHAXOXKJICHHS
(ampeca) IpOM3BOAUTEIS JIEKAPCTBEHHBIX
npenapaTos?

nyHKT 71 IIpaBun
HaIexamen
IIPAKTUKU XPAHEHUS

CPOK F'OIHOCTH JI€KaPCTBEHHBIX
MpenapaToB?

nyHKT 71 IIpaBun
HaIexamen
IIPAKTUKU XPAaHEHUS

YCJIOBHS XpPaHEHHUs U IIEPEBO3KU
JIEKApCTBEHHBIX IpenapaToB?

nyHKT 71 IIpaBun
HaIexamen
IIPAKTUKU XPAHEHUS

HEO0OXOAUMBIC MPEAYTPEIUTETHHBIC
Haamucu?

nyHKT 71 IIpaBuin
HaJUIeXKaIen
MPAKTUKHU XPAHEHUS
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MaHUIYJISTOPHBIE 3HAKU? nyHKT 71 IIpaBun
Haj1exKalen
MIPAKTUKU XpaHEHUS

20. |Cobmrogaercs i 3apeT Ha HOBTOPHOE nyHKT 63 IIpaBui
UCIIOJIb30BAaHUE HEJOCTATOUYHO OXJIAKACHHBIX | HaJUIeXKalleH
XJIaZJ03JIEMEHTOB? MIPAKTUKU XpaHEHHUs

21. |Cobmromaercs Jiu 3alpeT Ha UCIIOJIb30BaHHUE nyHKT 63 IIpaBui
MOBPEXKICHHBIX XJIa103JIEMEHTOB? Ha/Iexalien

MPAaKTUKH XPAHCHUA

(mnosmxHoCcTh M OVIO IOJDKHOCTHOTO JiMlla, S3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, I[NOONMCHL, HaTa)

(mojpxkHOCTE M ®VMO IOOJDKHOCTHOTO JMIla BPUIMYECKOTO JMia, IPMCYyTCTBOBABIIEIO
OpM 3alOoJIHEHUM NPOBEPOYHOTO JMCTa, NOANMCH, IaTa)

[Ipunoxenne N 18
K npukazy denepanbHoil ci1yKObl

10 Ha/130py B cepe 31paBooXpaHeHHS
o1 09.11.2017 N 9438

dopma

[IPpOBEPOYHEI JIUCT
(CIMCOK KOHTPOJILHEIX BOIPOCOB), MCIOJb3yeMblt denepalibHOM CJIyXOou
10 Ham30py B chepe 3IpaBOOXPaHEHUS U €€ TEePpPUTOPUAJILHEIMU OpPTaHaMu
IpM MNPOBENEeHUM I[1JIAHOBHIX [POBEPOK [IPY OCYUECTBJIEHUM belepalibHOTO
TOCYHapCTBEHHOTO Hams3opa B chepe obpaumeHus JIEKAPCTBEHHEIX CPENCTB
(mepeBo3Ka JIEKAPCTBEHHEIX NPENapaToB IJisg MEOULMHCKOTO IPMMEHEHUS
VHOVWBUOYAJILHEIMU [IPEONPUHMMA TEJI MM )

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO [JAaHOBYID IPOBEPKY)

1. Bun rocymapCTBEHHOI'O KOHTpPOJA (Hazmsopa)

2. [IpenmeT [IJIAHOBOM OPOBEPKM OPUAMYECKUX JIML UM MHIMBUIYAJIbHEIX
NpennprHMMaTesen OrpaHMYMBaeTCsa OOA3aTeNbHEMM TpeDOBaHMAMM, COOJIOISHUE
KOTOPHIX HABJSeTCHd HauboJiee BHauUMMBIM C TOUKM 3PEeHMS HEeOONYUEeHMS BO3HMKHOBEHMS
YTPO3bl NPUUMHEHMSA Bpela XM3HM, 3I0POBbBI TIpaxiIaH, M3JIOXKEHHBEMM B Gopme
IPOBEPOUYHOTO JIMCTA (CHIMCKa KOHTPOJIBHBEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUAOAMYUECKOTO JMUa, OGaMuiusa, MMS, OTUECTBO (IpM HaJIMUUM)
VHOVBUOYAJBbHOTO MNPEeINPUHMMATENIS :

4. MecTO MHNpOBEeIEHMUS IIJIAHOBOV MNPOBEPKM C 3BallOJIHEHMEM IIPOBEPOUYHOT'O JIMCTA:

5. PexBMBMTH IpMKaza O NPOBEIEHUM I[JIAHOBOM MNPOBEPKM: OT
N .

6. VY4YeTHB HOMEP MNPOBEPKM M IaTa INPMCBOEHMS YyUeTHOT'O HOMepa INPOBEPKM B
EovHOM peecTpe MNPOBEPOK:
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7. IOoIIXHOCTE, bammmsa u (J1m11)
IPOBOOAWETO (UX) IIJIaHOBYI IIPOBEPKY :
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTPpaAXalIMX COIEPXaHME O0O0S3aTENIbHHIX TpPpeboBaHMA,
OTBET Ha KOTOPHE OOHOBHAUYHO CBUIETEJILCTBYET O COOJIOIEHUM WM HeCOOJInIeHUU
OPUINYECKUM JIMLIOM, MHIOMBUIOYAJIBHEIM [IpellpMHMMaTeJieM o0g3aTeJIbHEIX TpeOoBaHUM,

COCTaBJIANUMX [IPEIMET MNPOBEPKM:

VMHVLI A JIbL IOOJIXHOCTHOT'O Jiia

PexBU3UTHI
HOPMAaTHUBHBIX
[IPAaBOBBIX aKTOB, C

BriBox o
BBITIOJIHCHUHN
TpeboBaHuit

N Bomnpocsl, oTpaxkaromiye coepxaHue
n/n 00s3aTeNbHbIX TPeOOBaHUIM

yKa3aHUEM HX
CTPYKTYPHBIX Aa
€IMHHMII, KOTOPBIMHU
yCTaHOBJICHBI
o0s3aTeNbHbIe
TpeOoBaHUS

HECT

[Tyukr 4 cratbu 9 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obparienuun
nexapcTBeHHbIX cpenctB" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit denepanuu, 2010, N
16, ct. 1815; 2016, N 27, ct. 4283) (manee - 61-®d3), rmaBa 7 IlpaBun Haanmexamien
MPAKTUKKA XPaHEHUS U TMEpPEeBO3KU JIEKAPCTBEHHBIX IMPENaparoB JUIsl MEAMIIMHCKOIO
IIPUMEHEHHU, YTBEPKICHHBIX IpHUKazoM MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit
@enepanuu ot 31 asrycra 2016 r. N 6461 (3apeructpupoBaH MUHHCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepanun 9 suBaps 2017 r., peructpauuonnsiii N 45112) (nanee - IIpaBuna
HaJuIexalled MpakTUKW XpaHeHus); [lpaBuiia XpaHeHUsT JI€KapCTBEHHBIX CPEJACTB,
YTBEPKACHHBIE MpPHKa30M MUHHCTEPCTBA 3paBOOXPAHEHMSI M COLMAIBHOTO pa3BUTHUS
Poccuiickoit denepannu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MHUHHCTEPCTBOM
foctuiu Poccuiickoit @enepanuu 4 oktsiops 2010 r., peructpanuonHsiidi N 18608) c
M3MEHEHHUSMH, BHECEHHBIMHM NMPUKAa30M MMUHHCTEPCTBA 3APaBOOXPAHEHUS M COLUAIBHOIO
pasButus Poccuiickoit @enepauuu ot 28 nexabps 2010 r. N 12211 (3aperucTpupoBaH
MunuctepctBoM toctuninn Poccuiickoit ®enepannu 4 despans 2011 r., peructpaninoHHbINA
N 19703) (nanee - IIpaBuna XxpaHeHHs JEKAPCTBEHHBIX CPE/ICTB)

1. Cor. JIACYROTCH JIU C IMOJIy4YaTCJICM OCTATOYHBIC
CPOKH I'OJHOCTH ITOCTABJIAEMBIX

nyHKT 56 [IpaBun
HaIexaIen

JIEKapCTBEHHBIX NIPENapaToB?

MPAaKTUKH XPAHCHUA

OTIIpaBUTENA U (WIIK) MOTydaTens
JIEKapCTBEHHBIX MPEMApaTOB O BHISIBICHHBIX B

2. dukcupyercs 1 cyObeKTOM 00paleHus myHKT 58 IIpaBun
JIEKapCTBEHHBIX MIPemnapaToB HH(PpOpMaIus o HaJIJIe)KaIen
NIEPEeBO3KE JIEKAPCTBEHHBIX MPenapaToB? MIPAKTUKU XpaHEHUs

3. OcymiecTnisiercs in HHGOPMUPOBaHHE nmyHKT 61 IIpaBun
OTIIpaBuUTENA U (WJIK) MOTydaTens HaJyIexXalen
JIEKapCTBEHHBIX MPENapaToB O BBIIBICHHBIX B | IPAKTUKU XPaHEHUS
MpoLecce MePEeBO3KH CIyyasX HapyLICHHs
TEMIIEPaTypPHOTO PeKuMa XpaHeHHs?

4, Ocymiectsisiercst I HHGpOpPMUPOBaHHE nyHKT 61 IIpaBun

HaJUIeXKaIen
MPAKTUKHU XPAHEHUS
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Ipolecce NepeBO3KHU CIydasiX HapyleHHs
MOBPEXKICHMSI YIIAaKOBKU?

5. [IpenocraBnstoTcs mu cyobekToM oOpamienus | myHKT 61 [Tpasun
JIEKApCTBEHHBIX IIPENapaToB IO 3aMpocy HaJIexalen
MOJTy4aTelsl JIGKApCTBEHHBIX MTPETapaToB MPAKTUKU XPaHECHUS
CBEICHHSI O COOJIIOICHUN TeMIIePaTypHOTO
pexuMa Py MEePEeBO3KE JIEKAPCTBEHHBIX
IpenapaTos?

6. Hcnonw3yrores nu AJist IEpeBO3KU nyHKT 62 [IpaBuin
JIEKapCTBEHHBIX MPEMapaToOB TPAHCIIOPTHHIE HaJJIeKaIen
cpencraa? MPAKTUKU XPAHEHUS

7. OO6ecneynBaroT JI TPAHCIIOPTHBIE CPEACTBA U | MyHKT 62 [IpaBun
o0opyI0BaHue TSl IEPEBO3KU JICKAPCTBEHHBIX | HA/IJICKAIIICH
MpernapaToB KauecTBo, 3H(HEeKTUBHOCTL U MPAKTUKU XPAHEHUS
0€301acHOCTh JIKAPCTBEHHBIX MTpenapaToB?

8. Hcnonb3yeTrcs v npu nepeBo3Ke nyHKT 62 [IpaBun
TepMOJIaOUIBHBIX JIEKAPCTBEHHBIX MPENapaToB | HaAJeKalei
CrienMaIn3upoBaHHOE 000pya0BaHUE? MPAKTUKU XPaHECHUS

0. ObecnieunBaeT Jiu CHealIn3upOBaHHOE nyHKT 62 [IpaBui
00opyToBaHUE TOICpKAHIE TPEOYEMBIX HaJjIexalen
TEMIIEPAaTyPHBIX PEKUMOB XPAHEHUS MIPAKTUKU XPAHEHUS
JIEKapCTBEHHBIX MTPenapaToB?

10. |IIpu nepeBo3Ke JIeKapCTBEHHBIX MPETAPaTOB myHKT 63 IIpaBun
coOIoaeTCs JIM YCIOBUE OTCYTCTBHSI MPSIMOTO | HAJIeKaIeH
KOHTAaKTa XJIaJ03JIEMEHTOB C JICKAPCTBEHHBIMH | IPAKTUKHU XpaHEHUS
npenaparamM B U30TEPMHUUECKUX
KOHTeWHepax?

11. |PykoBoautenem cyObekTa oOpaiieHus nyHKT 63 [IpaBuin
JIEKApCTBEHHBIX IIPENapaToB MIPOBOJUTCS JIN HaJyIexalen
WHCTPYKTAX O MOPSIIKE TOATOTOBKHU MPAKTUKU XPaHEHUS
M30TEPMUYECKNX KOHTEHHEPOB K MEPEBO3KE
JIEKapCTBEHHBIX MPENapaToB (C yueToM
CE30HHBIX 0COOEHHOCTEN), a TAKXKE O
BO3MO>KHOCTH TTOBTOPHOT'O MCITOJIb30BaAHUS
XJIaJ103JIEMEHTOB?

12. |I[Ipomwto 11 060pyI0BaHKUE, OTHOCSIIEECS K nyHKT 64 [IpaBun

CpPEACTBAM U3MEPEHUN:

HaJjIexxaIen
MPAKTUKU XPaHECHUS

NEPBUYHYIO TIOBEPKY U (WJIH) KaTUOPOBKY
JI0 BBOJIa B DKCIUTyaTaluio?

myHKT 64 IIpaBun
HaIeXalen
IIPAKTUKU XPAHEHUS

NEPBUYHYIO TIOBEPKY U (WJIH) KaTUOPOBKY

myHKT 64 IIpaBun
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rnocje peMoHTa’?

HaIexamen
IPAKTUKHA XPAHEHUS

NEPUOANYECKYIO TOBEPKY U (UJIN)
KaJIMOPOBKY B IPOLIECCE IKCILTyaTaluu?

nyHKT 64 [IpaBui
HaaexKallen
MPAKTUKU XPAHEHUS

13. | docTaBustoTcs U JIEKapCTBEHHBIE Mpemaparbl | myHKT 65 [IpaBun
110 aJpecy, yKa3aHHOMY B HaJIexalen
TOBapOCONPOBOIUTENIbHBIX JJOKYMEHTaX? MIPAKTUKU XpaHEHUS
14. |CoOarogaroTcst In yCIOBHSI XpaHEHUS myHKT 67 lpaBun
JIEKapCTBEHHBIX IIPENAPATOB B [IOMELICHUAX Ha | HAIJIEKaIEeH
TPaH3UTHBIX CKJIaax? MIPAKTUKU XpaHEHUS
15. |OOecneunBaercs a1 0€30M1aCHOCTh myHKT 67 [lpaBun
JIEKapCTBEHHBIX IIPENApaTOB Ha TPAaH3UTHBIX HaJIexalen
cKJIaaax? MIPAKTUKU XPaHEHUS
Tapa, ymakoBka ¥ MapKHpOBKa JIEKAPCTBEHHBIX IpemnapaToB (ctaths 46 61-D3, rnasa §

[IpaBwi1 HagIexkalleld IPAKTUKU XPaHEHMS])

16. |Bnwmsier nmu TpaHCIOpTHAsS Tapa HA Ka4ecTBO, myHKT 68 IIpaBun
3¢ PEeKTUBHOCTD U OE30ITACHOCTh HaJUIeKalen
JIEKapCTBEHHBIX IIPENApaToB MpU UX MPAKTUKU XPAHECHUS
nepeBo3ke?

17. | OGecmeunBaeT Ju TpaHCIIOPTHAS Tapa 3alUTy |TYHKT 68 [TpaBun
OT BO3JIEUCTBHS (DAaKTOPOB BHEUTHEW CpeIbl? HaJuIexalen

MIPAKTUKU XPAHEHHUS
18. |BwiOupaercs nu TpaHCIIOPTHAS Tapa, ymakoBka |MyHKT 69 [IpaBun
C YYETOM: HaJIJIe)KaIen
MPAKTUKU XPAHEHUS
TpeOOBaHUH K YCIOBUSAM XpaHEHUsS U nyHKT 69 [IpaBun
MEePEBO3KH JICKAPCTBEHHBIX MpenapaToB? HaJIJIe)KaIen
MPAKTUKU XPAHEHUS
o0BbeMa, HeOOXOJUMOTO /ISl pa3MellieHust | MyHKT 69 [IpaBui
JIEKapCTBEHHBIX MPEMapaToB? HaJIJIe)KaIen
MPAKTUKU XPAHEHUS
KoJIeOaHU TeMIIepaTypbl OKpY KaroIien myHKT 69 IIpaBun
cpensi? HaJIJIe)KaIen
MPAKTUKU XPAHEHUS
JUIMTEIIBHOCTH MTEPEBO3KH, BKIIFOUYAs myHKT 69 IIpaBun
BO3MO’KHOE IIPOMEKYTOUYHOE XpaHEHUE HaJIexalen
JIEKapCTBEHHBIX MTpenapaToB? MIPAKTUKU XpaHEHUS
19. |Ha TpaHCHIOPTHYIO Tapy HAHOCSTCS JIU: nyHKT 71 IIpaBun
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HaIexamen
IPAKTUKHA XPAHEHUS

HaMMEHOBAHHUS JICKAPCTBEHHBIX
IpenapaTos?

nyHKT 71 IIpaBuin
HaaexKallen
MPAKTUKU XPAHEHUS

CepHHU JIEKapCTBEHHBIX MIpenapaToB?

nyHKT 71 IIpaBui
HaaexKallen
MPAKTUKU XPAHEHUS

JlaTa BeITycKa?

nyHKT 71 IIpaBui
HaJaexalen
MPAKTUKU XPAHEHUS

YIaKOBOK JICKapCTBCHHBIX npenapaTOB?

KOJIMYECTBO BTOPUYHBIX (MIOTPEOUTENHCKHIX)

nyHKT 71 IIpaBui
HajaexKalen
MPAKTUKHU XPAHEHUS

uH(pOopMaLrs O IPOU3BOIUTENE
JICKapPCTBCHHBIX MPETApaTOB C yKa3aHUEM
HAUMEHOBAHUI U MECTOHAXOXKACHUS
(ampeca) mpOM3BOAUTEIS JIEKAPCTBEHHBIX
npenapaTroB?

nyHKT 71 IIpaBun
HaJlJIeXKaIen
MIPAKTUKU XpaHEHUS

CPOK TOJTHOCTH JIGKAPCTBEHHBIX
npenaparoB?

nyHkT 71 IIpaBun
HaJIJIe)KaIen
MIPAKTUKU XpaHEHUS

YCIOBHS XpPaHEHHUs U IIEPEBO3KU
JIEKapCTBEHHBIX MTPenapaToB?

nyHKT 71 [IpaBun
HaJIJIe)KaIen
MIPAKTUKU XpaHEHUS

HEO0OXOUMBIE TIPeIyIPeIUTEIbHbIC
HaJImucu?

nyHKT 71 IIpaBun
HaIexamen
MIPAKTUKU XpaHEHUs

MaHUITYJIATOPHBIC 3HAKH?

nyHKT 71 IIpaBun
HaIexamen
IIPAKTUKN XPAHEHUS

20. |Cobmromaercs Jin 3anpeT Ha TOBTOPHOE myHKT 63 IIpaBun
UCIOJIb30BaHUE HEJJOCTATOUYHO OXJIAXKACHHBIX | HaJIeXKalleH
XJIaZJ03JIEMEHTOB? IIPAKTUKU XPAaHEHUS

21. |Cobmromaercs i 3alpeT Ha UCTIOJIb30BaHHUE myHKT 63 IIpaBun

MOBPEKICHHBIX XJ1a403JIEMEHTOB?

HaIexamen
IPAKTUKHA XPAHEHUS

(mosmxHOCTE M MO OOJIKHOCTHOTO JIMLA,

3allOJIHMBIIET'O

NIPOBEPOUYHBIM JIMCT, [NOANMCH, IaTa)
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(momxHOCTE M ®MO IOJIKHOCTHOTO JIMLla PprnIndeckKoro Jyula, IPpHMCyTCTBOBaABIIEI'O
IIpy 3allOJIHEHVNM IIPOBEPOUWHOI'O JIMCTa, IIo4AIINCH, marTa)

[Ipunoxenne N 19

K npukazy denepanbHOi Ciry KOsl

10 Ha/130py B cepe 31paBoOOXpaHEHMs
o1 09.11.2017 N 9438

[IpOBEPOUYHBIM JIUCT
(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCIOJb3yeMbl denepalibHOM CJIIyXOOou
IO Han30py B cdepe 3IOPaBOOXPAaHEHMA M €e TeppUTOPMaJIbHBEMM OpTaHaMM
IpM NPOBEOEHMUM MJIAHOBHX MNPOBEPOK IIPM OCYUWECTBJIEHUM QedepalibHOTO
TOCYyDapCTBEHHOTO Han30pa B chepe oOpalleHMA JIEKAPCTBEHHEIX CPEeNCTB
(O’I‘HyCK JIEKAPCTBEHHEIX IIpeliapaToB IOJid MEOMIMHCKOI'O IIPVMMEHEHNMA
B MEIMLMHCKOM OpTaHM3alUMy M MHBIX OpIaHM3aluuax,
VMEeRIMX JIMUEH3MIO Ha MeIMUMHCKY IesaTeJIbHOCTD)

(HaMMeHOBAaHME OpTaHa, OCYUECTBJIAKIETO IIJIAHOBYK NPOBEPKY)

1. Bun roCcymapCTBEHHOIT'O KOHTPOJA (Hamsopa)

2. [IpenmeT IJIaHOBOM IPOBEPKU OPUINYUECKMX JML ¥ MWHOUBUIYAJIbHEIX
npennprHuMaTesien oTrpaHuuMBaeTcsa of6g3aTesbHEMM TpeboBaHUSAMM, COBJIOIeHMre
KOTOPEIX ABJIAE€TCH HamboJiee SBHAUMMBIM C TOUKMU 3PEeHMA HEeOOoIIylleHVad BO3HMKHOBEHUMA
YTPO3L NPUUMHEHMS Bpema XWU3HM, S3IOPOBLI TI'paxmaH, W3JIOXKEeHHEMM B Qopme
IPOBEPOUYHOTO JIMCTa (CIOMCKA KOHTPOJIBHEIX BOIPOCOB) .

3. HavMeHOBaHME HOPUOUUECKOTO JMLa, GaMmuiams, ¥MsS, OTUECTBO (IpM HAJIUUUM)
VHOVWBUOYAJBHOTO MNPEeNNpPUHUMATEIA

4. MecCcTO NPOBENEHMS IJIAHOBOM MNPOBEPKM C BANOJIHEHMEM IPOBEPOUHOTO JIMCTA:

5. PexBUBUTEH IIprKasa O IIpOoBeleHVNM 1JIaHOBOM IIPOBEPKM: OT

N .
6. VYUeTHB HOMEP IMNPOBEPKM U IaTa [IPUCBOEHUS YyUETHOT'O HOMepa IIPOBEPKU B
EnomHOM peecTpe MNPOBEPOK:
7. JOoIIXHOCTE, bammmsa u MHUILIMAJIBL IOJDKHOCTHOTO LA (J1m111)
IPOBOOAWETO (UX) IIJIaHOBYI INPOBEPKY:
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTPaXawIMX COIEPXaHME oO0S3aTeNIbHEX TpeboBaHMMA,

OTBET Ha KOTOPEE ONHOBHAUYHO CBUIETEJILCTBYET O COOJIOINEHMM MIIM HeCOOJIIeHUM
OPUINYECKYM JIMILIOM, MHIOMBUIYAJIbBHEM [IPEINPpUHMMATEJIEM OOsS3aTelIbHEIX TpeOOoBaHMI,
COCTaBJIANIMX [IPEeIMEeT MNPOBEPKN:

N Bompocel, oTpaxaromue conep:kaHue PexBuznTel BeiBon o
n/m 00s13aTeNbHBIX TPEOOBaHHUNA HOPMAaTUBHBIX BBITNIOJTHEHUH
IIPAaBOBBIX AKTOB, C | TpeOOBaHMMH

yKa3aHHUEM HX
CTPYKTYPHBIX Aa HET
€IMHHMII, KOTOPBIMHU

dopma



YCTaHOBIICHBI
o0s13aTeNbHbIE
TpeOOBaHMS

@enepanbublii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpaiieHun JeKapCTBEHHbBIX
cpenctB" (CoOpanue 3akoHomarenscTBa Poccmiickoit ®@enepamuu, 2010, N 16, ct. 1815;
2016, N 27, ct. 4283) (nanee - 61-®3); denepanpHblii 3akoH oT § suBapsa 1998 r. N 3-03
"O HApPKOTHUYECKUX CPEACTBAX M MCUXOTPOMHBIX BemecTBax" (CoOpaHue 3aKOHOIATEIbCTBA
Poccuiickoit @enepanuu, 1998, N 2, cr. 219; 2016, N 27, ct. 4238) (manee - N 3-D3);
[IpaBuna ormycka JIeKapCTBEHHBIX MPENapaTroB Il MEAUIMHCKOIO MPUMEHEHHs, B TOM
Yyclie UMMYHOOHOJIOTHYECKHUX JIEKApPCTBEHHBIX MpPENapaToB, alTEYHBIMU OPTraHU3aALUSIMU,
VHAVNBUAYTBHBIMU TPEIIPUHAMATEISIMEA, UMEIOIIUMH JIUIEH3UI0 Ha (hapMareBTHYSCKYIO
JesITeNIbHOCTh, YTBEPXKJIEHHBIE MpPUKa30M MuHHCTEpCTBa 3apaBooxpaHeHust Poccuiickoit
@eneparuu ot 11 mronga 2017 r. N 4031 (3apeructpupoBaH MUHHCTEPCTBOM IOCTULIUU
Poccutickoit ®denepanun 8 centsaops 2017 r., peructpanuonusii N 48125) (manee -
[IpaBuna ormycka); [lopsinok Ha3HaueHHs U BBIMTUCHIBAHUS JICKAPCTBEHHBIX IpPENaparos,
U3JIeNU MEAMIIMHCKOTO Ha3HAUYeHHUS U CIEHUAIU3HPOBAHHBIX MPOIYKTOB JE€U4eOHOIO
MUTaHUS, YTBEPXKJIEHHBIN MpUKazoM MHHHUCTEpCTBA 3APAaBOOXPAHEHUS U COLUAIBHOIO
pasButust Poccuiickoii @enepammu ot 12 depans 2007 r. N 110 (3apeructpupoBaH
MunucrepctBoM roctunnu Poccuiickoit @enepanuu 27 anpens 2007 r., perucTpaliMoOHHbINA
N 9364) ¢ u3MeHEHUsSMH, BHECEHHBIMH IMPHUKa30M MMHHCTEPCTBA 3/IPaBOOXPaHEHUS
Poccuiickoit ®enepamnuu ot 26 despans 2013 r. N 94n (3apeructpupoBan MUHHCTEPCTBOM
rocturu Poccniickoit @eneparuu 25 urons 2013 1., peructpanmonssiidi N 28881) (nanee -
WNuctpykuus); IlepeyeHb HApPKOTHYECKUX CPEACTB, IICUXOTPOMHBIX BEIIECTB W HX
MPEKYpCOPOB, MOJJIEKANUX KOHTpoJd B Poccuiickoit ®enepanuu, yTBEPKIACHHbBIN
nocraHoBieHueM [lpaButenbctBa Poccuiickoit ®@enepanuu ot 30 urons 1998 1. N 681
(CobOpanue 3akoHomarenscTBa Poccuiickoit @enepammu, 1998, N 27, cr. 3198; 2017, N 33,
ct. 5182) (mamee - IlepeueHb HAPKOTUYECKUMX M TICUXOTPONHBIX JIEKAPCTBEHHBIX
npenapaToB); [lopsnok Ha3HAUYEHUS U BBITUCHIBAHUS JIEKAPCTBEHHBIX MPEMapaToB, a TaKxkKe
dopM penentypHeIX OJAaHKOB Ha JIEKAPCTBEHHBIE MPENapaThl, MOPSAOK OQOPMICHHS
YKa3aHHbIX ONAaHKOB, UX yuyeTa W XPAaHEHHUs, YTBEPKICHHBIN MpHKa3oM MUHHUCTEpCTBA
3npaBooxpanenus Poccuiickoir ®enepauun ot 20 npekabps 2012 r. N 1175
(3apeructpupoBan MuHHUCTEPCTBOM FOcTUIMU Poccuiickort denepanuu 25 urons 2003 r.,
peructpanronHbii N 28883) ¢ W3MEHEHHSIMU, BHECEHHBIMH MNpUKa3oM MUHHCTEpPCTBA
3npaBooxpaneHus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254H (3apeructpupoBaH
MunuctepctBoMm roctuiu Poccuniickoit @enepanuu 18 ntons 2016 r., peructpaunoHHbid N
42887) (nanee - [lopsmok Ha3HAYCHUS M BHIMTMCHIBAHMS )

1. [Tony4atoT 1M MEIUUMHCKHE OpPTraHU3alMH | TyHKT 3.1
JIeKapCTBeHHbIE Tpemnaparbl w3  anteuHoH | [Ipunoxenus N 13
OpraHU3aIMH 10 TPEOOBAHUAM-HAKIIATHBIM? rinaBsbl 111
NHucTpykunn

2. Nmeercst nmu Ha TpeOOBaHUSX-HAKIAJAHBIX Ha |TyHKT 26 [IpaBun
MOJyYEHHUE JIEKAPCTBEHHBIX IIPENAPATOB: OTIIYCKa;

. 3.1 Ipunoxenus
N 13 rnassr 111
NHcTpykunn

mTami? nyHKT 26 [IpaBun
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OTITyCKa;

myHkTeI 3.1, 3.2
[Tpunoxenus N 13
raassi 11
HNucTpykuun

KpyrJias MEAULMHCKON

opraHu3aiuun?

ncyaTb

nyHKT 26 [IpaBuin
OTITyCKa;

nyHkThs 3.1, 3.2
[Ipunoxenns N 13
riiassl [11
NHucrpykunn

noAuCh €C PYKOBOIUTECIIA NI €ro

3aMECTHTEIIS 1O JIeueOHOM yacTu?

yHKT 26 [IpaBui
OTILyCKa;

nyHKTHI 3.1, 3.2
ITpunoxenns N 13
riiassl [11
HNHucrpykuun

HOMEpa, JaTbl COCTABJICHHUA ,I[OK}’MCHTa?

nyHKT 26 [IpaBuin
OTITyCKa;

nyHKT 3.1
[punoxenus N 13
riiassl [11
WNHctpykunn

OTHPaBUTEIIA n
JICKApCTBECHHOT'O HpenapaTa?

mojrydareid

myHKT 26 [IpaBui
OTIIyCKa;

MyHKT 3.1
[Tpunoxenns N 13
riassl [11
NHucTpykuun

HalMEHOBAHUE JIEKAPCTBEHHOr'O Ipernapara
Ha JIaTUHCKOM  sI3bIK€ (C  yKa3aHUEM
JIO3UPOBKH,  (OpMBI  BBITyCKa,  BHJA
YIaKOBKH, Crloco0a NMprUMeHeHus)?

nyHKT 26 [IpaBun
OTITyCKa;

MyHKT 3.1
[Tpunoxenns N 13
riiassl [11
WNHctpykunn

KOJIMYECTBO 3aTpe0OBaHHBIX
JIEKapCTBEHHBIX MTPenapaToB?

nyHKT 26 [IpaBun
OTITyCKa;

nyHKT 3.1
[Ipunoxenns N 13
riassl [11
NHcTpykunn

KOJIMYECTBO U CTOMMOCTH OTIYIIEHHBIX
JIEKapCTBEHHBIX MpenapaToB?

yHKT 26 [IpaBui
OTIIyCKa;
MyHKT 3.1
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[Tpunoxenus N 13
raassl 11
HNucTpykuun

OCYU.ICCTBJ'I}ICTCH J1 OTIIYCK II0 OTHACJIbHBIM
Tp€60BaHI/I$IM-HaKJ'IaI[HI)IMI

nyHKT 27 [IpaBuin
OTITyCKa

HApKOTHYECKUX " TICUXOTPOITHBIX
nexapcTBeHHbIX mpenaparo Crucka 11 u 11
[lepeynss HAPKOTHYECKUX M TICHXOTPOIHBIX
JIeKapCTBEHHBIX IpenapaToB?

nyHKT 27 [IpaBui
OTIIyCKa

JIEKApCTBEHHBIX IIPENApPaTOB, MOIJICKALIUX
MPEIMETHO-KOJINYECTBEHHOMY yueTy?

nyHKT 27 [IpaBuin
OTITyCKa

VHBIX JIEKapCTBEHHBIX IpenaparoB, B TOM |IyHKT 27 [IpaBun
qucie OTIycKaeMbIX Oe3 penenra? OTITyCKa
Vka3plBalOTCSl ~ JIW  NPU  BBINUCHIBAHUM | IIYHKT 3.2
JIEKapCTBEHHOTO npenapara nst | [Ipunnoxennst N 13
WHIUBUIYATHHOTO OOJHHOTO JOMOHUTENRHO: | riaBsl 11
HNucTpykuun
MyHKT 3.2

€ro (baMI/IJ'II/IH n I/IHI/II_II/IaJ'ILI?

[Ipunoxenns N 13
riiassl [11
NHucTpykunn

HOMEp UCTOPHUH 0oJie3HU?

IyHKT 3.2
[Tpunoxenus N 13
rnassbl I11
HNucTpykuun

BBIMUCHIBAIOT I CTOMATOJNIOTH, 3yOHBIE Bpayl
3a CBOEHW MOJNMUCHIO TpeOOBaHWS-HAKIIAIHBIE

IyHKT 3.3
[Tpunoxenns N 13

TONBKO HAa  JICKAPCTBEHHBIE  MpemnapaTsl, | TaBsl 11
MIPUMEHSIEMbIE B crtomatojoruueckoM | UHCTpyKkimu
kabuHeTe, Oe3 MmpaBa BBIAAYM WX MAllMEHTaM Ha
pyku?

MyHKT 3.4

Nmeercss mu Ha TpeOOBAaHUSAX Ha SJAOBUTHIC
JIEKapCTBEHHBIC CPEICTRA:

ITpunoxenns N 13
riassl [11
NHucTpykuun

MOAMKUCH CTOMATOJIOTa WM 3yOHOTr0 Bpaya?

IyHKT 3.4
[Tpunoxenns N 13
riassbl I11
HNucTpykuun

MOAMUCh  PYKOBOAMTENS  YUPESKICHHS
(oTHeneHus) UM ero 3aMeCTUTEs?

MyHKT 3.4
ITpunoxenns N 13
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riasbl 111
NHucTpykuun
IyHKT 3.4
Kpyrias re4arb meauuuHckon | [Tpunosxenus N 13
opraHu3aIumn? riasbl I11
HNHucrpykuun
Odopmiiensl 1M TpeOOBaHUSA-HAKIAAHBIE Ha |MMyHKT 3.5
OTILyCK YaCTHOIIPAKTUKYFOLIUM BpauaM | [Tpunoxxenus N 13
JIEKapCTBEHHBIX  IIPEMapaToB B  MHOpsAIKe, | rassbl I
ornpeneneHHoM 1. 3.1 - 3.4 UncTpykuu? WNHcTpykunn
OcyuecTBisiercs m XpaHEHME | IIyHKT 3.6
TpeOOBaHUI-HAKIIA/IHBIX, 1o koTopbM | [Ipmnoxenus N 13
OTILYILICHBI JICKAPCTBEHHBIC IIPEIIapaThl: riiassl [11
HNHucrpykuun
Ha HAPKOTUYECKHME U  IICUXOTPOIHBIE | IYHKT 3.6
nexapctBeHHble npenaparbl Crucka Il u 11| [Tpunoxxenus N 13
Ilepeynss HAPKOTUYECKUX M IICUXOTPONHBIX | TaBbl 111
JIEKApCTBEHHBIX IIpenaparoB - B TedeHue | MHcTpykunn
JIECSITH JIET?
Ha JIEKAPCTBEHHBIC Ipenaparsl, | IyHKT 3.6
HOJUIC)KAIIIHE [Tpunoxenus N 13
IIPEAMETHO-KOJIIMYECTBEHHOMY yueTy, - B |TuaBbl I1I
TEUEHHE TpeX JeT? HNucTpykuun
MyHKT 3.6
Ha MHBIE JIEKapCTBEHHble mpenapatbl - B|IIpunoxxenus N 13
TEeYeHHe OqHoro roaa? rinaBsbl 111
NHucTpykunn

(momxkHOCTE UM OVMO HDOJDKHOCTHOTO JiMla,
IIOOnmcCh,

NIPOBEPOYHEM JIUCT,

BANOJIHUBIIET O
maTa)

(mosmxHOCTE M OMO HOJDKHOCTHOTO JMIla OPUIANYECKOIT'O JIMIaE,
OIpM 3BalOoJIHEHUM MNPOBEPOUHOTO JIMCTA,

IIPUCYyTCTBOBABIIET'O

nonnuchL, nara)

[Ipunoxenne N 20

K npuka3y denepaabHON CITyKObI

110 HAJ30py B cepe 31paBOOXpaHEHUS
ot 09.11.2017 N 9438

dopma
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[IpOBEPOUHEIY JIUCT
(CIMCOK KOHTPOJILHEIX BOIIPOCOB), MCIOJb3yeMbllt denepalibHOM CJyXOou
IO Ham30py B chepe 3IpaBOOXPAHEHUS U €€ TEepPUTOPMAJIbHEIMU OPTaHaMMu
IpMY NPOBENEeHUM I[JIAHOBHIX [IPOBEPOK [IPM OCYWECTBJIEHUM belepalibHOTO
TOCYIOapCTBEHHOTO Han3o0pa B cbhepe obpalleHMs JIEKAPCTBEHHHX CPEIOCTB
(oTnyck M peanmMs3alumsa JIEKAPCTBEHHHX [IPENapaToB IJiSg MEOUIMHCKOTO
IpMMEHEeHMsT B alTeKe TOTOBHX (QOpM)

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJIANIETO [JIAHOBYID IPOBEPKY)

1. Bun rocyIapCTBEHHOI'O KOHTpPOJS (Hazmsopa)

2. [IpenmeT 1JIaHOBOM IPOBEPKM OPUIMYECKMX JIML UM MHIOMBUIYaJbHBEIX
NpennprHuMaTesen OrpaHMUYMBaeTCsa OOA3aTeNbHEMM TpeOOBaHMAMM, COOJIOISHUE
KOTOPHIX ABJIAeTCA HamboJjiee BHAUMMBEIM C TOYKM 3PEHMS HEeIONYyUWEeHMSA BO3HMKHOBEHUSA
YyIPO3bl [PUUYMHEHMA Bpela XM3HU, 3IO0POBbLI TI'PaxlaH, W3JIOKEHHEIMU B QopMe
NIPOBEPOYHOTO JIMCTa (CIOMCKa KOHTPOJIBHBIX BOIPOCOB) .

3. HamMeHOBaHMe OPUIOMYECKOTO JMLa, QaMmuiIMs, MMS, OTUYECTBO (IpM HaJIM4dUM)
VHIVBUAYAJIBHOTO MNPEeNIpMHUMATEIA

4. MecTo npoBeneHMA IJIAHOBOM MNPOBEPKM C 3allOJIHEHMEM [IPOBEPOYHOIO JIMCTA:

5. PexBUBUTEH IIprKasa O IIPpOoBeIeHUN JIAHOBOM IIPOBEPKM: OT

N .

6. YdJeTHE HOMEP NPOBEPKM M IaTa NPUCBOEHUS ydeTHOI'O HOMepa MNPOBEPKM B
EovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTE, bammma " VIHVLIVAJIEL IOOJIXKHOCTHOTI'O JmLa (g1m111) ,
NIPOBOOAUETO (MX) MJIAHOBYK NPOBEPKY:

1. ;

2.

8. [IlepeueHb BOIPOCOB, OTPpaXallMx coIepxaHme oO0sg3aTesIbHEIX TpeboBaHUM,

OTBET Ha KOTOPHE ONHO3HAYHO CBUIETEJBECTBYET O COOJIOOEHUM UJIM HeCOOJIoOeHUU
OPUINYECKYM JIMLIOM, MHIAMBUIYAJIBHEM [IPEINPUHMMATEJIEM O0sa3aTeJIbHEIX TpeOOBaHMI,
COCTaBJIAKUMX [IPEIMET MNPOBEPKM:

N Bompocsl, oTpaxaromue conep:kaHue PexBu3nTel BeiBog 0
n/n 00s3aTeNbHBIX TPeOOBaHUIA HOPMAaTUBHBIX BBITIOJTHEHUH
NIPAaBOBBIX AKTOB, C | TpeOOBaHUN

yKa3aHUEM HX
CTPYKTYPHBIX Aa HET
eIMHHMII, KOTOPBIMHU
YCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

@enepanbublii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpamieHun JeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomarenbcTBa Poccmiickoit ®@enepamuu, 2010, N 16, ct. 1815;
2016, N 27, ct. 4283) (nanee - 61-®3); denepanpHbiii 3akoH oT § suBaps 1998 r. N 3-03
"O HaApPKOTHUYECKUX CPEACTBAX M MCUXOTPOIMHBIX BemecTBax" (CoOpaHue 3aKOHOIATENbCTBA
Poccwuiickoit @eneparuu, 1998, N 2, cr. 219; 2016, N 27, ct. 4238) (nmanee - N 3-D3);
[IpaBmia oTmycka JIEKapCTBEHHBIX MpenapaTroB IJi MEAUIMHCKOIO MPUMEHEHHS, B TOM
qrciae UMMYHOOHOJIOTHUECKUX JIEKApPCTBEHHBIX MpPENapaToB, alTEYHBIMH OpraHU3alMsiIMHU,
VMHAVBUAYATbHBIMU MPEAIPUHAMATENSIMH, UMEIONIMMH JIMIEH3MI0 Ha (hapMalleBTHUECKYIO
NEeATEIbHOCTh, YTBEPJKICHHBIE IpUKa3oM MuHHCTEpCTBA 31paBoOXpaHeHus Poccuilckon
Oenepanmu ot 11 mrons 2017 r. N 403H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHITUH
Poccuiickoit ®enepaunu 8 cenrsadps 2017 r., peructpanuonusiii N 48125) (manee -
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[IpaBuna ormycka); [lopsnok Ha3HaueHUS U BBINKUCHIBAHUS JIEKAPCTBEHHBIX IPENaparosB,
U3JIeNHA MEAWIIMHCKOTO HA3HAYCHHUS U CIEIUAIM3HPOBAHHBIX IPOIYKTOB JIEUEOHOTO
MUTaHUs, YTBEPKICHHBIM mNpukazoM MUHHCTEPCTBA 3ApPaBOOXpPAHEHUS U COLHUAIBHOTO
pasButus Poccuiickoit @enepauuu ot 12 ¢espans 2007 r. N 110 (3apeructpupoBan
MunuctepctBoM toctuninu Poccuiickoit @enepauuu 27 anpens 2007 ., perucTpaidOHHbINA
N 9364) ¢ u3MeHEHHsMH, BHECEHHBIMM IIpHUKa3oM MMHHCTEpPCTBA 31PaBOOXPAHEHUS
Poccutickoit @enepanmu ot 26 despans 2013 r. N 94n (3apeructpupoBad MUHHUCTEPCTBOM
toctuin Poccuiickoit @eneparuu 25 utons 2013 r., peructpanuonnsii N 28881) (nanee -
Wunctpykuus); IlepedeHb HapKOTHUECKHX CpPEJCTB, ICUXOTPONHBIX BEHIECTB M UX
IIPEKyPCOpPOB, NoMNekamux KoHTpomo B Poccuiickoii ®enepauuu, yTBEP:KICHHBIN
nocranoBieHueM IIpaBurensctBa Poccuiickoit ®eaepanuun ot 30 utons 1998 r. N 681
(Cobpanue 3akonomarenscTBa Poccuiickoit @enepanuu, 1998, N 27, ct. 3198; 2017, N 33,
ct. 5182) (mamee - IlepeueHb HAPKOTHMYECKMX M IICUXOTPONHBIX JIEKAPCTBEHHBIX
npenaparoB); @DopMbl OJIAHKOB pPELENTOB, COACPXKAIIMX HA3HAYCHHUE HAPKOTUYECKUX
CPEICTB WM TICUXOTPONHBIX BEIIECTB, MOPSAOK HX H3TOTOBIEHUS, paCHpeeICHuUs,
pEeTUCTpaIyy, y4eTa U XpaHEeHHUs, a TaKKe MpaBmia 0(hOpMIICHHS, YTBEPKICHHBIC TIPUKA30M
MunuctepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 54n
(3apeructpupoBan MunuctepctBoM roctuninu Poccuiickoit @enepamnuu 15 arycra 2012 r.,
peructpanmroHHbii N 25190) ¢ w3MEHEHHMsIMHU, BHECCHHBIMU IpUKa3oM MUHHCTEPCTBA
3npaBooxpaneHus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 (3apeructprupoBaH
MunuctepctBoM roctuiuu Poccuiickoit @enepanuu 18 urons 2016 r., peructpauoHHbIA N
42887) (manee - mpuka3z N 54); [lopsaok Ha3HAYEHUST U BBINHMCHIBAHMS JIEKAPCTBEHHBIX
MpernapaToB, a Takxke GopM pPeleNTypHbIX OJIaHKOB Ha JIEKapCTBEHHBIE MPEnapathl, MOPsII0K
oopmIleHHsT YKa3aHHBIX OJIAHKOB, WX YyuYeTa W XPaHCHHs, YTBEPKICHHBIM MPHKA30M
MunucrtepcTBa 3apaBooxpaHeHust Poccuiickoit @eneparnuu ot 20 gexadbps 2012 r. N 11751
(3apeructpupoBan MunuctepctBoMm roctuiuu Poccuiickoit ®@enepannu 25 urons 2003 r.,
peructpanroHHbii N 28883) ¢ W3MEHEHHMSIMH, BHECCHHBIMHU IPHUKa30M MUHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @eneparuu ot 21 anpens 2016 r. N 254H (3apeructpupoBaH
MunuctepctBoM roctuiinu Poccuiickoit ®enepanuu 18 utons 2016 r., peructpaliioHHbIN N
42887) (nanee - [lopsnok Ha3HaueHUS U BhINUCHIBaHMs); [lepeueHb JeKapCTBEHHBIX CPE/ICTB
JUIS  MEIUIIMHCKOTO TPUMEHEHMsI, MOAJeKAIUX MPEeIMETHO-KOJIMUYECTBEHHOMY YUeTy,
YTBEPKICHHBIN pUKazoM MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 22
ampens 2014 1. N 183n (3apeructpupoBaH MUHUCTEPCTBOM KOCTHIIMU Poccuiickoit
@enepanuu 22 uronst 2014 r., peructpaunonssii N 33210) ¢ u3MEeHEHUSIMH, BHECEHHBIMU
npuka3zoM MuHHCTEpCTBA 37paBooxpaHeHust Poccuiickoit deneparuu ot 10 centsops 2015
r. N 634un (3apeructpupoBaH MuHuctepcTtBoM toctuiuun Poccuiickoit Denepammu 30
centsaops 2015 r., peructpammonHbii N 39063) (mamee - IlepedeHpb JeKapCTBEHHBIX
cpeacts); Ilopsanox orTmycka (U3MYECKMM JIMIAM JIEKAPCTBEHHBIX MpEnapaToB s
MEIUIIMHCKOTO TPUMEHEHUS, COJAEpKAIUX KPOME MallbIX KOJHMYEeCTB HAPKOTHUYECKHX
CPEICTB, ICUXOTPONHBIX BEUIECTB M HUX MPEKypcoOpoB Jpyrue (apMakoJIOTHYECKUe
aKTUBHBIE BEIIECTBA, YTBEPXACHHBIM MNpuKazoM MUHUCTEpCTBA 3APAaBOOXPAHEHUS U
couuanbHoro pasButusi Poccuiickoit ®enepaumn or 17 mag 2012 1. N 562H
(3apeructpupoBan MunmCcTepcTBOM foctuiinu Poccuiickoir ®@enepannu 1 utons 2012 r.,
peructpannonHelii N 24438) ¢ w3MEHEHHSIMH, BHECEHHBIMH TpUKa3oM MUHHUCTEpCTBA
3npaBooxpanenuss Poccuiickoit ®Pepepammu ot 10 centsops 2015 r. N 634n
(3apeructpupoBan MunHCcTepcTBOM tocTUIMK Poccuiickoii ®enepammu 30 centsiops 2015
r., peructpanronabii N 39063) (manee - mopsaaok); [lepedeHp )kM3HEHHO HEOOXOAMMBIX U
BaKHEHMIINX JIEKapCTBEHHBIX IpenapaToB Ha 2016 roa, a Takke NepeueHb JEKapCTBEHHBIX
mpernapaToB  JUid  MEAMIMHCKOIO NPUMEHEHHWS W MHUHUMAaJbHBIH  aCCOPTHMEHT



http://login.consultant.ru/link/?req=doc&base=RZR&n=141320
http://login.consultant.ru/link/?req=doc&base=RZR&n=314214&dst=100009&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=287495
http://login.consultant.ru/link/?req=doc&base=RZR&n=287500&dst=100013&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=287500&dst=100008&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=287500&dst=100296&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=304849&dst=100014&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=287494&dst=100009&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192036&dst=100013&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192036&dst=102408&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192036&dst=104025&fld=134

JIEKapCTBEHHBIX IpEnapaToB, HEOOXONWMBIX MJIi OKa3aHHUsS MEIAUIMHCKOW MOMOIIH,
yTBepkIeHHbIe pacniopsbkeHueM [IpaBurenbctBa Poccuiickoit @enepamun ot 26 nexadps
2015 1. N 2724-p (Cobpanne 3axkoHonmarenbcTtBa Poccuiickoit ®eneparnuu, 2016, N 2, cT.
413) (nmamee - IlepeyeHb JIEKapCTBEHHBIX MPENAPATOB, BXOAAIIMX B MHUHHMAJIbHBIN
accoptumeHnt); [lepeuens nomkHOCTEH (apMalleBTUYECKUX M MEIULUHCKUX PaOOTHHUKOB B
OpraHM3alusIX, KOTOPbIM MPEAOCTaBICHO IPABO OTIYCKAa HAPKOTHMUECKUX JIEKAPCTBEHHBIX
MpernapaToB M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IMpenapaToB (U3NYECKUM  JIHIIAM,
YTBEpKACHHBIN IpuKazoM Munucrepcrtsa 3apaBooxpanenus Poccuiickoit ®enepanuu ot 7
centsiops 2016 r. N 681u (3apeructpupoBaH MHHHCTEPCTBOM IOCTUIIMK Poccuiickoit
Oeneparn 21 centsiops 2016 r., peructpanuonHsii N 43748) (manee - Ilepeuens
JOJKHOCTEH )

1. |OrmyckaroTcs 1 HAPKOTHYECKUE U nyHKT 3 [IpaBun
IICUXOTPOIHBIE JIEKAPCTBEHHBIE NIPENapathl 10 | OTIYyCKa
peuenTtam?

2. | OTrmyckaroTcst 11 MMMYHOOHOJIOTHYECKHE myHKT 3 [TpaBun
JIEKapCTBEHHbIE Iperaparsl Mo peuentam? OTITyCKa

3. | OTmyckaroTcst 11 HAPKOTUIECKUE U yHKT 4 [IpaBun
IICUXOTPOIIHBIE JIEKAPCTBEHHBIE MIPENapaThl, OTIIyCKa;
BHeceHHble B Crnincok I [lepeuns npunoxerns N 1 u 2
HapKOTUYECKUX U IICUXOTPOIHBIX k npukasy N 541

JIEKapCTBEHHBIX NPENapaToB, MpU
IIPEIbSABICHUH PELIENTOB, BBINMCAHHBIX Ha
peuentypHbsix Onankax Gopmsl N 107/y-HII,
yTBEPkKACHHOM npuka3zoM N 54H?

4. | OTnycKaroTCs I IICUXOTPOITHbIE myHKT 4 [TpaBun
JIEKApCTBEHHBIE ITpENapaTsl, BHECCHHBIE B OTITyCKa;
Crnucox III Ilepeunst HAapKOTHUECKHUX U nyHKT 9 [Topsinka
IICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENApaTOB, | HA3HAYEHHUS U

IIPU IPEAbABICHUN PELENTOB, BHIMUCAHHBIX HA | BHITMCHIBAHUS
penentypHbsix Oankax ¢Gopmbsr N 148-1/y-88,
yTBEPkKACHHOM npuka3zoM N 54H?

5. | Ormyckatorcst M HapKOTUYECKUE n | nyHKT 4 IIpaBun
IICUXOTPOIIHBIE  JICKAPCTBEHHBIE  IIPENAPATHI | OTITYCKA;
Crnucka Il Ilepeuns Hapkoruueckux | |myHKT 9 [lopsnka
IICUXOTPOIHBIX JIEKAPCTBEHHBIX NPENAPATOB B |HA3HAYCHHUS U
BUJI€ TPAHCACPMAIBHBIX  TEPANECBTUYECKUX | BBITUCHIBAHUSA
CUCTEM NP  MNPEIBABICHUH  PELENTOB,
BBINKUCAHHBIX HA PELENTYPHBIX OJaHKax (GOpMbI
N 148-1/y-88, yrtBepkneHHoi mpukazom N
54n?

6. |OTtmyckaroTcsl ¥ JIEKapCTBEHHBIE Tpenapartsl, | yHKT 4 [IpaBui
BKJIIOUEHHBIE B IIEPEYCHb JIEKAPCTBEHHBIX | OTITYCKa;
CPEICTB IS MEIUUUHCKOTO mpuMmeHeHwus, |paszaeinst [; I1; 11
MOMJICKAIMUX  MPEIMETHO-KOJINYECTBEHHOMY | [Iepeuns
ydyeTy, IpH  HOPEIbSBICHUM  PELEINTOB, | IEKAPCTBEHHBIX
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BBIITUCAHHBIX HAa PEIENTYPHBIX OJIaHKaxX (OPMBI
N 148-1/y-88, yrtBepxaeHHOH mnpukazom N
54u?

CPEICTB

OTnyckaroTcst 1M JIEKapCTBEHHBIE MpenapaTsl,
oOnajarnye aHaOOJIMYSCKON aKTUBHOCTHIO,
IIPU TPEAbSBICHUN PELENTOB, BHIMMCAHHBIX Ha
peuentypHbix Onankax (opmbr N 148-1/y-88,
yTBEPkKACHHOM npuka3zoM N 54H?

1. 4 IlpaBun
OTIIYCKa;

MOAMYHKT 3 MyHKTa

9 Mopsiaka
Ha3HAYCHUS U
BBIITUCHIBAHUS

OTnyckaroTcsl U JIEKapCTBEHHbIE Ipernaparsl,
colepiKallie  KpOME€  MalbIX  KOJINYECTB
HapKOTHYECKUX  CPEICTB,  ICHUXOTPOITHBIX
BELIECTB M  HUX  IPEKYypCcOpoOB  JIpyrue
(hapMakoJOrnyecKue aKTUBHBIE BEILECTBA, IIPU
NPEIbSBICHUM PELENTOB, BBIIMCAHHBIX Ha
peuentypHbix Onankax (opmbr N 148-1/y-88,
yTBEPkKACHHOM npuka3zoM N 54H?

yHKT 4 [IpaBun
OTIIYCKa;
MYHKT 5 MOpsAIKa

OcymiecTBisieTcss M OTIYCK JIEKapCTBEHHBIX
npenaparoB 0e3 perenToB B COOTBETCTBHH C
UHCTPYKIMAMU 1O  HUX  MEAMLUHCKOMY
MIPUMEHEHHUIO?

nyHKT 5 [IpaBun
OTIIyCKa

10.

OcymecTBisieTcss U OTIYCK JIEKAapCTBEHHBIX
MPENapaToB B TEYEHHUE YKA3aHHOTO B peLEnTe
CpOKa €ro JAeicTBHs?

yHKT 6 [IpaBun
OTIIyCKa

11.

[IpuHumaercs 1M B clydae OTCYTCTBHS
JIEKapCTBEHHOI'O0  Ipernapara  pelent  Ha
00CITyKMBaHUE B CIEAYIOLIUE CPOKU:

nyHKT 6 [TpaBun
OTITyCKa

perenT ¢ moMeTkou "statim" (HeMeIEHHO)
oOcimy>)kxnBaeTcst B~ TEYEHHE  OJIHOTO
pabodero AHS co AHS OOpalleHus JIHla K
CyOBEKTY PO3SHUUYHOUN TOproBin?

nyHKT 6 [TpaBun
OTITyCKa

perient ¢ moMeTkod "cito" (cpouHO)
00CITy’)KMBaeTCsl B TEUEHHE JBYX paboumx
JHEN co JTHS OOpalieHus JIMa K CyObeKTy
PO3HUYHOU TOPTOBIU?

myHKT 6 [TpaBun
OTIyCKa

peuent Ha JIEKapCTBEHHBIM Mpemnapar,
BXOJSIIIMA B MUHHUMAJbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MpernaparoB IS
MEIUIIMHCKOTO TIPUMEHEHHs, HEOOXO0TUMBIX
JUIS  OKa3aHWsA MEIMIIMHCKOM ITOMOIIIH,
00CITy’)KMBAeTCs B TEUEHUE MATH Paboumx
JIHEN co qHS oOpalleHus JHla K CyObeKTy
PO3HUYHOI TOProBiIu?

nyHKT 6 [TpaBun
OTITyCKa
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12.

OO6cmyKuBaeTcst I perenT Ha JICKapCTBEHHBIN
mpemapar, OTIyCKaeMbIil OecCIUIaTHO WM CO
CKUIKOM M HE BOIIEAIINA B MHUHHUMAaIbLHBIN
ACCOPTUMEHT JIEKAPCTBEHHBIX MpPEnapaToB JUis
MEIUIIMHCKOTO TMPUMEHEHUs, HEOOXOIUMBIX
JUISL  OKa3aHWUsl MEJMIIMHCKOM TIOMOIIHU, B
Te4eHwe JecsaTh pabouux JHEH co JHSA
oOpamieHust JuHa K CyOBEKTy pPO3HHYHOM
TOPIroOBJIN?

nyHKT 6 [IpaBun
OTITyCKa

13.

OO0cyxuBaroTCS T perenThI Ha
JIEKapCTBCHHBIE MpemapaThl, HAa3HAYAEMBIC II0
peIIeHUIO BpaueOHON KOMHCCHH, B TCUYCHHE
MATHAANATA pabodmx JHEH co AHsS OOpameHus
JMIA K CyOBEKTY pO3HHYHOW TOPTOBIIHU?

nyHKT 6 [TpaBun
OTIyCKa

14.

OTnyckaroTcsl M JIEKapCTBEHHBIE IIpEnapaTsl
10 pelenTaM ¢ UCTEKIIUM CPOKOM JeHCTBUS?

nyHKT 6 [IpaBun
OTITyCKa

15.

OcymiecTBisieTcsi M TPH HMCTEYCHUH CpPOKa
JIeUCTBUS pelenTa B MEepPHOJ HAXOXKIEHHUS €ro
Ha OTCPOYEHHOM  OOCIY>KMBAaHUU  OTIIYyCK
JICKapCTBEHHOTO  Tpemapara IO  TaKOMY
peuenty (0e3 ero nepeodopmiieHws)?

yHKT 6 [IpaBun
OTIIyCKa

16.

OTnyckaroTcst I JIEKapCTBEHHbIE Mpenaparhl B
KOJIMYECTBE, YKa3aHHOM B perenre?

yHKT 7 [IpaBun
OTIIyCKa;
npuioxenns N 1 u
N 2 ITopsiaka
Ha3HAa4YEeHUS U
BBIIIMCBIBAHUS

17.

Otnyckaer nu QapManeBTUIeCKuil pabOTHUK
MPEETbHO IOMyCTUMOE WM PEKOMEHI0BaHHOE
KOJIMYECTBO JIEKAPCTBEHHOI'O Ipemnapara s
BBIMMCHIBAHUS ~HA  OJMH  pEeUuent  Impu
MPEIBABICHUM PELENTa €  IPEBBILICHUEM
MpeeIbHO JIOITy CTUMOTO 1503071
PEKOMEHI0BAHHOTO KOJIMYECTBA
JIEKapCTBEHHOTO MpernapaTa JJisd BbIIACHIBAaHUSA
Ha  OJUH  peuent ¢ MIPOCTABIICHUEM
COOTBETCTBYIOILIEH OTMETKHU B perente?

nyHKT 7 IIpaBun
OTIIyCKa

18.

OcyiecTBisieTcss M OTIYCK JIEKAPCTBEHHOTO
mpenapara B IEPBUYHOM U BTOPUYHOU
(mOTpeOUTENHCKO) yIaKOBKax c
MapKUpPOBKOW?

cratha 46 N 61-D3;
myHKT 3 ctateu 27 N
3-D3;

nyHKT 8 IIpaBun
OTIyCKa

19.

Hapymaercs 1M mepBuYHas  YIakoOBKa
JIEKapCTBEHHOTO IIpenapara IpH ero oTiycke?

nyHKT § [IpaBun
OTITyCKa
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20.

[IpocTaBnsieTcs au mpu OTITyCKe
JIEKapCTBEHHBIX IIPENApaTOB HA PELIENITE
OTMETKa 00 OTIyCKE JIEKapCTBEHHOIO
Ipenapara ¢ yKa3aHHeM:

nyHKT 9 [IpaBun
OTITyCKa

TOProBoro HAaWMMCHOBAHUA, JO3UPOBKHU U
KOJIMYECTBA OTIYIIEHHOTO JEKAapPCTBEHHOTO
npenapara?

yHKT 9 [IpaBun
OTIIyCKa

dbamuiuy, UMEHH, OT4eCTBa (IPU HATMYUK)
MEAULMHCKOIO pabOTHHKAa B  Cllydasx,
yKa3aHHbIX B a03alle YeTBEPTOM IyHKTa 7 U
abzane TpetheM myHkTa 10 IlpaBun
oTmycka?

yHKT 9 [IpaBun
OTIIyCKa

PEKBU3UTOB JIOKyMEHTA, YIAOCTOBEPSIOILIETO
JUYHOCTh auna, IIOJIyYHBILErO
JIEKapCTBEHHbI  IpemapaTr, B  Ciydae,
ykazanHoM B nyHkTe 20 ITpaBui ormycka?

yHKT 9 [IpaBun
OTIIyCKa

(dbamMuIuM, UMEHH, OTYECTBA (IIPU HATUYHMH)
(hapmareBTUIeCcKoro paboTHHKA,
OTITyCTUBLIETO JIEKAPCTBEHHBIN Npenapar, 1
€ro MoJnucu?

nyHKT 9 [IpaBun
OTITyCKa

JAaThI OTITYCKa JIEKapCTBECHHOI'O npenapaTa?

nyHKT 9 [IpaBun
OTITyCKa

21.

BosBpamaercss M pemnent ¢ OTMETKOW TIpH
OTIyCKE JIEKAPCTBEHHBIX MpEmnapaToB IO
pelenTy, BBIMMCAHHOMY Ha pElenTypHOM
omanke Qopmer N 107-1/y, yTBepKaeHHOM
npukazoM N 54H, Cpok JeHCTBUS KOTOpOTO
COCTaBISIET OJMH roj?

nyHKT 10 IIpaBun
OTITYCKa;
npuioxenue N 2
ITopsinka
Ha3Ha4YCHUs U
BBINHCBIBAHUSA

22.

[lepenaercs M dbapmaleBTUYECKUM
paboTHHKOM vy, npuoOpeTaromeMy
(momyyaronieMy) JEKapCTBEHHBIE MpenapaThl
M0 pelenTy, BBITUCAHHOMY Ha PELUenTypPHOM
omanke  Qgopmbr N 148-1/y-04 (),
yTBepKAeHHON npukazoM N 54H, unu Gopmbl
N 148-1/y-06 (), yTBepkaeHHO# mpukazomM N
54H, 3aNI0JTHEHHBIN KOPEIIOK TaKOTo perenta?

nyHKT 11 IIpaBun
OTITyCKa

23.

[IpocraBnsercs m pu OTIIyCKE
HapKOTHYECKOTO u IICUXOTPOITHOTO
nekapcTBeHHoro npenapata Crnucka Il I[lepeuns
HapKOTHYECKUX " IICUXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaToB Ha penente o0
OTIIyCKE JIEKAPCTBEHHOI'O IIpernapara Iedarb
OpraHM3alyy, B KOTOPOM YKa3aHO IIOJIHOE

nyHKT 12 IIpaBun
OTIyCKa
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HavMEHOBaHME (MTPU HATMYUHU T1eYaTH)?

24,

Vka3plBaeTcs JIM HAa pELENTEe WIN KOPEIIKE
penienTa TOYHOE BpeMs (B yacax M MMHYTax)
OTITyCKa UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO Ipenapara’?

nyHKT 13 [IpaBun
OTITyCKa

25.

OTnyckaroTcsi JIM ~ WMMYHOOHOJIOTHYECKHE
JIEKapCTBEHHBIE TMpemapaThl MpPU  HAJIUYUU
CHEIHaIbHOTO TEPMOKOHTEHHEpa?

nyHKT 13 [IpaBuin
OTIIyCKa

26.

OcTatoTcsi W XpaHiTcs JM Yy CyObekTa
oOpalleHusl JeKapCTBEHHBIX CPEJICTB PELEHThI

nyHKT 14 [IpaBui
OTIIyCKa

(c ormerkoil "JlekapcTBeHHBIH mpenapar

oTmyuieH") Ha:
HapKOTUYECKUE " IICUXOTpONHBIE | TyHKT 14 IIpaBun
nekapcTtBeHHble npenapatel  Crnmcka 1| ormycka

[lepeuHss HAPKOTUYECKUX U MCHUXOTPOIHBIX
JICKapCTBCHHBIX IPENapaTroB - B TCUYCHUE
ATU JET?

TICUXOTPOIHBIC JIEKAPCTBEHHBIC MpErapaThl
Croucka III Tlepedynss HapKOTHYECKUX U
MICUXOTPOITHBIX JIEKAPCTBEHHBIX
[IPErnapaToB - B TEUCHUE MATH JIET?

nyHKT 14 IIpaBun
OTIyCKa

JIEKapCTBEHHBIE TMpernaparhbl, OTIycKaeMmble
OECIUIaTHO WM CO CKUAKOH, - B TEUCHHE
Tpex JjeT?

nyHKT 14 [IpaBun
OTITyCKa

KOMOWHUPOBaHHbIE JIeKapCTBEHHbIE
IpenapaTsl, COJAEpKallMe HapKOTUUYECKHE
CpeAcTBa MM IICUXOTPOIIHBIE BEIIECTBA,
BHeceHHble B Crmcku II u Il Ilepeuns
HapKOTHYECKUX u MICUXOTPOITHBIX
JIEKapCTBEHHBIX [IpenapaTos,
M3rOTOBJICHHbIE B alITEYHON OpraHU3aluy, -
B TEUEHUE TPEX JeT?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBEHHbIE IIpenaparsl, 0O0Iaaomye
aHa0OINYeCKOW aKTUBHOCTHIO, - B TCUCHHE
Tpex jner?

nyHKT 14 IIpaBun
OTIyCKa

JICKApCTBCHHBIC Mperaparbl, ITOAJICKAIINUEC
MPEAMETHO-KOJIMYECTBEHHOMY YUYeTy, - B
TEYEHHE TpeX JeT?

nyHKT 14 [IpaBuin
OTIIyCKa

JIEKapCTBEHHbIE TMpemapaTbl B  KHUJIKOU
JexapcTBeHHOH (opme, coneprkamue Oosee
15% stunoBoro cnupra oT 06beMa roToBOI
MPOIYKIIMH, - B TEUEHUE TPEX MECSIEB?

nyHKT 14 [IpaBun
OTITyCKa
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VHBIE JIEKapCTBEHHbBIE npemnaparsl, | TyHKT 14 [IpaBun
OTHOCALIHECH o ATX K | OTITyCKa
aHTUIICUXOTUYECKUM  cpeacTtBaM  (KOJ
NO5A), ankcuonutukam (kox NO5SB),
CHOTBOPDHBIM U CEIAaTUBHBIM CpEICTBaM
(xom NO5C), anrtuaenpeccantam (Ko
NO6A) u HE [MoJIeKaIIe
MPEAMETHO-KOJIMYECTBEHHOMY YyuYeTy, - B
TEUECHHUE TPEX MECSILICB?

27. |OTMeuaroTcsl M pEeLeNnThl, He YKa3aHHble B |MyHKT 15 [IpaBun
nynkre 14 IlpaBun  oTmycka, IITaMIIOM | OTIycKa
"JlekapcTBEHHBIN IpenapaT OTHyIieH"?

28. |BosBpamaroTcss 1M penenTsl, He yKa3zaHHbIe B |myHKT 15 [IpaBun
nyukre 14 IlpaBun  oTmycka, — JuIy, | OTIyCKa
MOJIyYUBIIEMY JIEKAPCTBEHHBIN npenapat?

29. |Hwmeercs R0 KypHa, B KOTOpOM | yHKT 15 ITpaBui
PErUCTPUPYIOTCA PELENThbl, BBINHCAHHBIE C|OTIyCKa
HapyueHueM [IpaBuil oTIycka, ¢ yKa3aHUEM:

BBISIBICHHBIX HapylmeHuid B odopmieHuH | myHKT 15 [IpaBui
penenta? OTITyCKa

(dbaMuiIy, UMEHHU, OTYeCTBa (MPU HAIU4HHK) | TyHKT 15 [IpaBun

JIU1A, BBITUCABIIETO PEIEnT? OTITyCKa

HAUMEHOBAHUSA MEeIUIIMHCKOM | yHKT 15 TlpaBun

OpraHu3auun? OTIyCKa

MPUHSTBIX Mep? nyHKT 15 [IpaBun
OTITyCKa

OrpannueHus, HajaraeMple Ha (apMaleBTUUECKUX PaOOTHUKOB MPHU OCYIIECTBIECHUU MU
npodecCHOHAIBHON AesITeNbHOCTH (cTaThs 74 denepanpHOro 3akoHa oT 21 HosOps 2011 r.
N 323-03 "O06 ocHOBax OXpaHbI 310pOBhs rpaxkaad B Poccuiickoit denepanuu" (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2017, N 31, cT. 4765)
(manee - N 323-03)

30. MOJITYHKTHI 2 1 4
IIyHKTa 2 cTaTbu 74
dapmaneBTHYECKHE PAOOTHUKH U Ny323- O3:
KOBOJIUTEJH allTEYHbIX OpraHU3alui: ’
py A p t nyHKT 17 IIpaBun
OTITyCKa

MOAMYHKTHI 2 U 4
MOJIYYaroT JM OT KOMIIAHWH, TIPEICTABUTENS | TyHKTa 2 CTaThu 74
KOMITAaHHH 00pa3Ilbl JICKapCTBEHHBIX N 323-03;
IIPENapaToB JyIsl Bpy4€HUsl HACEJIEHUIO? nyHKT 17 IIpaBun
OTITyCKa
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IIPEJOCTABIIAIOT JIM HACEJICHUIO
HEZ0CTOBEPHYIO U (MJIM) HEMOJIHYO
MH(POPMALIMIO O HATUYMH JIEKapCTBEHHBIX
IIPENapaToB, BKIIIOUYAs JIEKapCTBEHHBIE
npernapaTsl, IMEOLIIE 0JIMHAKOBOE
MEX/1yHapOJAHOE HEMATEHTOBAaHHOE
HaVMEHOBaHHE?

MOAIMYHKTHI 2 1 4
IIyHKTa 2 cTaThu 74
N 323-03;

nyHKT 17 IIpaBun
OTIyCKa

CKPBIBAIOT JIK WHPOPMALMIO O HAIUYUU
JICKapCTBEHHBIX  MpPENapaToB, HMMEIOIIUX
0oJiee HU3KYIO IIeHY?

MOAMYHKTHI 2 1 4
IIyHKTa 2 cTaTtbu 74
N 323-03;

nyHKT 17 IIpaBun
OTIyCKa

TpeboBaHusi K OTIYCKY HApKOTUYECKUX M TCHXOTPOIMHBIX JIEKAPCTBEHHBIX MpPENapaTos,
JIEKapCTBEHHBIX  IpernapaTroB, 00JaJarolMX aHAaO0OJIMYECKOW  aKTHBHOCTBIO,
JIEKApCTBEHHBIX IIPENapaToB, MOMJIEKAIINX PEAMETHO-KOJIUYECTBEHHOMY YUETy

HHBIX

31.

OcymiecTBisieTcsl U OTIYCK HAPKOTUYECKUX U
MICUXOTPONHBIX JIEKAPCTBEHHBIX MpenapaToB
(bapmareBTHUECKUMHU paboTHUKaMH,
3aHUMAIOIUMH JTOJDKHOCTH, BKIIIOUEHHBIE B
[TepeuyeHb AOMKHOCTEH?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JIOJKHOCTEN

32.

OcymiecTBisieTcss M OTIYCK JIEKAPCTBEHHBIX
mpernapaToB, oOjajaloluX aHaOOIMYecKoi
aKTUBHOCTHIO, (bapMarieBTHUECKUMHU
pa6OTHI/IKaMI/I, 3aHUMaroIIuMu JOJIKHOCTH,
BKJIIOYeHHBIE B [lepedens nomxHOCTEH?

nyHKT 19 [IpaBun
OTITyCKa;
IIepedyenn
JOJKHOCTEMN

33.

Otnyck JIEKapCTBEHHBIX IIpenapaTos,
MOAJNIKAIUX  MPEIMETHO-KOJIMYECTBEHHOMY
y4ery, OCYLIECTBIISIETCS M
(hapMareBTHUECKUMHU pabOTHHUKAMH,
3aHUMAIOIIMMHU JOJDKHOCTH, BKJIFOYEHHBIE B
[Iepeuens gomxHOCTEN?

nyHKT 19 IlpaBun
OTITyCKa;
IIepedyenn
JOJKHOCTEMN

34.

OTtnyckaroTcst M HApPKOTUYECKUE u
IICUXOTPOIHBIE  JIEKAPCTBEHHBIE  Ipenaparhbl
Croucka Il TlepeyHs HApKOTHUYECKHUX H
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpENapaToB
npu npeIbsIBICHUH JTIOKYMEHTA,
YAOCTOBEPSIOIIETO JINYHOCTb, Ty,
yKa3aHHOMY B pelente, ero 3aKOHHOMY
MPEJCTAaBUTENIO  WIM  JIMIy, HMEIIEMY
0 OpMIIEHHYIO B COOTBETCTBUU c
3aKkoHOarensCcTBOM Poccuiickonn ®enepanuun
JIOBEpEHHOCTh HA TIPAaBO TOJNYYEHHUS TaKUX
HapKOTUYECKUX U MCUXOTPOIHBIX
JIEKapCTBEHHBIX MPenapaToB?

nyHKT 20 [IpaBun
OTITyCKa
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35. | Bwimaercs am mocie OTImycKa HapKOTHYECKUX U | MyHKT 22 [IpaBun
MICUXOTPONHBIX JIEKAPCTBEHHBIX IPENapaToB | OTIyCKa

Cmucka II u Il Tlepeduns HapKOTHYECKHX H
MICUXOTPONHBIX JIEKAPCTBEHHBIX IpEnapaToB
CUTHATypa C >KEJITOM MOJIOCOM B BEPXHEH YacTH
W HAAMUChI0O dYepHbIM MmpudToM HA HEH
"Curnarypa', B KOTOPOU YKa3bIBaIOTCS:

HaMMEHOBaHME M aJpec MECTOHaXOKIeHus | myHKT 22 [IpaBun
cyObekTa  OoOpamieHus  JIeKapCTBEHHBIX | OTITyCKa
cpeacTs?

nyHKT 22 [IpaBuin

HOMEp U J1aTa BBIIMCAHHOTO peuenTa?
OTITyCKa

dbamunusi, uMs, oT4yecTBO (HpU Hanuuum) | myHKT 22 [TpaBun
auna, Ul KOTOpOro  NpeJHAa3HA4eH | OTIyCKa
JIeKapCTBEHHbIN Mpernapar, ero Bo3pact?

HOMEP MEAMIMHCKOM KapThl NalUeHTa, |IyHKT 22 [IpaBun
MIOJIyYarolEero MEJULUHCKYI0 IIOMOLIb B |OTIIyCKa
aMOyJIaTOPHBIX YCJOBHSIX, JUIsI KOTOPOTO
IIpeIHAa3HAuYEH JIEKApCTBEHHBIN Ipenapar?

bamunus, UM, OTYECTBO (NMpH Hanmu4uu) | MyHKT 22 [IpaBun
MEJULUHCKOr0 pabOTHHKA, BBIMMCABLIETO | OTITyCKa
pelenT, ero KOHTakTHBIA TenedoH rbo
TesneoH MEAULIMHCKOW OpraHu3aum?

nyHKT 22 [IpaBun

coJiep’KaHue pelenTa Ha JaTUHCKOM sI3bIKe?
OTITyCKa

dbamunus, UMs, oT4ecTBO (IpW HANMW4KMK) U | TyHKT 22 [IpaBun
noanuch (apMaleBTHUECKOTO0 pPabOTHHKA, | OTITyCKa
OTITyCTHUBIIETO JIEKAPCTBEHHBIN Ipenapar?

myHKT 22 IIpaBun

ara OTIyCKa JICKapCTBECHHOIO Ipenapara?
a y P p p OTITYCKa

TpC6OBaHI/I${ K OTIYCKY JICKAPCTBCHHLIX IMIPCIIApaToOB II0 Tpe6OBaHI/ISIM-HaKJ'IaIIHBIM
MEOAUIITMHCKHUX opraHmauHﬁ, HHIAWBHUIYAJTbHBIX npenanHHMaTeneﬁ, UMECIOIIMX JITUICH3UTIO
Ha MCOAUIUHCKYIO JCATCIBbHOCTD

36. myHKT 26 [IpaBun
OTITyCKa;
[Tpunoxxenne N 13
riassl [11
NHuctpykuun

HmMmeercs nu Ha Tpe6OBaHI/I$IX-HaKJIaIIHBIX Ha
MMOJYYCHHUC JICKAPCTBCHHLIX ITPCIIApPATOB:

yHKT 26 IIpaBun
mTami? OTIYCKa;
[Tpunoxxenne N 13
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riiassl [11
NHucTpykuun

Kpyriasa IIc4yaThb MeﬂHHHHCKOﬁ

opraHu3aiuun?

myHKT 26 [IpaBun
OTIIyCKa;
[Ipunoxenne N 13
riassl [11
WNHctpykunn

MOANMKUCh €€  PYKOBOJIUTENS
3aMECTUTEIA T10 JIeUeOHOM YacTu?

nin €ro

myHKT 26 [IpaBun
OTIIyCKa;
[Ipunoxenne N 13
riiassl [11
HNHcTpykunn

HOMEp JOKyMeHTa?

myHKT 26 [IpaBun
OTIIyCKa;
[Ipunoxenne N 13
riiassl [11
WNHcTpykunn

JlaTa COCTABJICHUS JOKYMEHTA?

myHKT 26 [IpaBun
OTIIyCKa;
[Ipunoxenne N 13
riiassl [11
WNHctpykunn

nyHKT 26 [IpaBun
OTITyCKa;

HAaMMEHOBAHHE OTIPABUTEIIA
[Tpunoxenue N 13
JIEKapCTBEHHOr' 0 Ipernapara’?
rnasbl I11
HNHcTpykunn
nyHKT 26 [IpaBun
OTITyCKa;
HAaVMEHOBAHHE MoJTyyaTest

JIEKapCTBEHHOTO Mpernapara?

[Tpunoxenue N 13
rnasbl I11
HNucTpykuun

HalMEHOBAHUE JIEKAPCTBEHHOr'O Ipernapara
Ha JIaTUHCKOM  sI3bIK€ (C  yKa3zaHUEM
JIO3UPOBKH,  (OpMBI  BBITyCKa,  BHJA
YIaKOBKH, ClIoco0a NMpUMeHeHus)?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenue N 13
rnassbl I11
HNucTpykuun

KOJIMYECTBO 3aTpe0OBaHHBIX
JIEKapCTBEHHBIX MPETapaToB?

nyHKT 26 [IpaBun
OTITyCKa;
[Ipunoxenue N 13
riiassl [11
HNucTpykunn
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KOJIMYECTBO U CTOMMOCTH OTIIYILEHHBIX
JIEKapCTBEHHBIX MTpenapaToB?

myHKT 26 [IpaBui
OTIIyCKa;
[Ipunoxenne N 13
riassbl I11
HNucTpykuun

37.

OCYU.ICCTBJ'I}ICTCH Jh1 OTIIYCK II0 OTHACJIbHBIM
Tp€60BaHI/I$IM-HaKJ'IaI[HI)IMI

nyHKT 27 [IpaBuin
OTITyCKa

HapKOTHYECKUX " TICUXOTPOITHBIX
nexapcTBeHHbIX mpenaparoB Crucka 11 u 11
[lepeynss HAPKOTHYECKUX M TICHXOTPOIHBIX
JIeKapCTBEHHBIX IpenapaToB?

nyHKT 27 [IpaBui
OTIIyCKa

JIEKAPCTBEHHBIX IIPENApPaTOB, MOIJIEKALIUX
MPEIMETHO-KOJINYECTBEHHOMY yueTy?

nyHKT 27 [IpaBuin
OTITyCKa

WHBIX JICKQPCTBEHHBIX IPEIapaToB, B TOM
qHclie OTIyCKaeMbIX Oe3 perenTa?

nyHKT 27 [IpaBui
OTIIyCKa

38.

[IpocTaBnsieTcs a1 Ha TpeOOBaHMM-HAKIATHON
OTMETKa O  KOJIMYECTBE M  CTOMMOCTH
OTITyIIEHHBIX JIEKaPCTBEHHBIX IIpenapaToB?

myHKT 29 IIpaBun
OTIyCKa

39.

OcyuecTBisiercs M XpaHeHue
TpeOOBaHMK-HAKIIa THBIX, o KOTOPBIM

OTIIYIICHBI JICKAPCTBCHHLIC IPCIIapaThI:

yHKT 30 IIpaBun
OTIyCKa

HA HAPKOTHYECKHE W  TICHXOTPOITHBIE
nekapcTBeHHbIe npenapatsl Criucka 11 u 111
[TepeuHss HAPKOTUYIECKUX U TICUXOTPOITHBIX
JICKApCTBEHHBIX MPENapaToB - B TCUCHHE
MATH JIET?

yHKT 30 IIpaBun
OTIyCKa

Ha JIEKApCTBEHHBIE
MOJIEKAIIUE
IIPEAMETHO-KOJIIMYECTBEHHOMY Yy4YeTy, - B
TE€YECHHE TPEX JIET?

npenapaTsl,

yHKT 30 [IpaBuin
OTITyCKa

Ha WHBIE JICKAPCTBEHHBbIE Mpernaparbl - B
Te4YeHHe OqHoro roaa?

nyHKT 30 [IpaBun
OTITyCKa

40.

CobOmromaeTcss 1 3ampeT
NEePBUYHOMN YIaKOBKH
npernapara npu ero OTITyCKE 1o
TpeOOBaHUIO-HAKIATHONH (32  HMCKIIIOUYCHHEM
cyObeKTa pPO3HUYHOW TOPTOBIM, HMEIOIIETO
JUIIEH3UIO Ha (bapMareBTHYECKYIO
NESITeNbHOCTh  C  NPaBOM  M3TOTOBJICHUS
JIEKapCTBEHHBIX NIPENapaToB)?

Ha HapyleHue
JIEKapCTBEHHOTO

nyHKT 31 [IpaBuin
OTIIyCKa

41.

CoOnromaercst M 3ampeT  Ha  OTIYCK

nyHKT 7 IIpaBun
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JIEKapCTBEHHBIX IMpEnapaToB B KOJHYECTBE, | OTITYCKa;
YKa3aHHOM B pelente, B ciaydae, Korna Juis |npuioxeHus N 1 u
JeKkapcTBeHHoro  mpemnapata  yctaHoBieHsl | N 2 [Topsaka
npeaACIIbHO AO0IMYCTHUMOC UJINW PCKOMCHIOBAHHOC | HA3HAYCHUS U
KOJIMYECTBO [UIsl BBIUCHIBAHUS HA  OJUH | BBINHUCHIBAHUS
peuent?

42. |Cobnromaercsi nm 3ampeT Ha HapymieHue | myHKT 8 [IpaBui
BTOPUYHOW  (HOTPEeOMTENbCKONH)  YMAKOBKH | OTIyCKa
JICKapCTBEHHOTO  Tpemapata HM  OTIYCK
JIEKapCTBEHHOTO TIpernapata B  IEPBUYHOM
ynakoBke?

43. |Cobnromaercst m  3ampeT Ha  OTIyCK | myHKT 28 [IpaBun
HapKOTHYECKUX U IICUXOTPOIHBIX | OTITyCKa
nexapcTBeHHbIX npemnaparoB Cnucka II u |11
IlepeyHss HApKOTHUECKUX U ICUXOTPOIHBIX
JIEKapCTBEHHBIX MperapaToB o
TpeOOBAHUAM-HAKIAQAHBIM  MHIUBUIYaIbHOI'O
MpealpUHUMATENS, MUMEIOIIEro JUIEH3UI0 Ha
MEIULUHCKYIO JeSITeIbHOCTh?

(mnommxHocTh M OVIO IOJDKHOCTHOTO JiMlla, 3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, [NOONMCH, IHaTa)

(mojrxkHOCTE M OMO IOJIKHOCTHOTO JMIla KPUIMYECKOTO JiMila, HNPUCYTCTBOBABIIETO
OpY 3allOoJIHEHUM [IPOBEPOYHOTO JMCTa, NOANMUCH, JaTa)

[Ipunoxenne N 21

K npukazy denepanbHoil ¢y KOb

0 HAa/130py B cepe 31paBooOXpaHEHHS
o1 09.11.2017 N 9438

®dopma

[IpOBEPOUHEIM JIUCT
(CIMCOK KOHTPOJILHEIX BOIPOCOB), MCIOJb3yeMblt denepalibHOM CJIyXOou
10 Ham30py B chepe 3IpaBOOXPAaHEHUS U €€ TEepPUTOPUAJILHEIMU OpPTaHaMu
IpM MNPOBENEeHUM I[JIaHOBHIX [MPOBEPOK [IPM OCYUECTBJIEHUM belepalibHOTO
TOCYyIapCTBEHHOTO Hamsopa B cbhepe obOpameHMs JIEKAPCTBEHHHX CPEenCTB
(oTnyck M peanmMs3alumsa JIEKAPCTBEHHHX [IPENapaToB OJid MEOULMHCKOTIO
IpMMEHEHMs B AlTEeUHOM IIyHKTE)

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO [IJAaHOBYWD IPOBEPKY)

1. Bun rocyIapCTBEHHOI'O KOHTpPOJS (Hazmsopa)
2. [penmeT JIaHOBOM NPOBEPKM KPUOMUYECKMX JIML, M MHIOMBUIOYAJIbHBEIX
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NpennpuHuMaTeen orpaHM4YMBaeTca ob0a3aTesNibHEIMM TpeOOBaHMAMM, COOJIOOEeHMe
KOTOPHIX ABJIAeTCsa Hambojiee 3HAUMMBEIM C TOYKM 3PEHMS HEeIONyleHMS BO3HMKHOBEHUSA
YyI'pPO3bl NPUMUMHEHMS Bpela XM3HM, S3IO0OPOBbI TI'paxXIaH, WM3JIOKEHHEIMM B Qopme
IIPOBEPOYHOTO JIMCTA (CHIMCKa KOHTPOJIBHEIX BOIIPOCOB) .
3. HamMeHOBaHME OPUOAMUECKOTO JMUa, OGaMunus, MMsS, OTUECTBO (IpV HAJIMUUM)
VMHOVMBMIOYAJBbHOTO INPENNPUMHUMATEIA:
4. MecTo npoBemeHMsA IJIAHOBOM MNPOBEPKM C 3allOJIHEHMEM [IPOBEPOUYHOIO JIMCTA:

5. PexBM3UTHE NINpMKasza O NPOBEIEHUM IIJIAHOBOM MNPOBEPKM: OT

N .

6. VYUeTHB HOMEpP [NPOBEPKM U IaTa IIPMCBOEHMS yUETHOI'O HOMepa I[IPOBEPKU B
EovHOM peecTpe MNPOBEPOK:

7. JOJIIXHOCTE, bammnma u VHULMAJIBEL IOOJIKHOCTHOI'O amLa (g11a11) ,

NPOBOOAWETO (MX) IJIAHOBYK MNPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, OTpaxXawlMX CoOIepXaHMe o0g3aTeJIbHEIX TpeOoBaHUM,
OTBET Ha KOTOPHEE OIHOBHAWHO CBUIETEJIbCTBYET O COOJIOIEHUM WMJIM HEeCOOJOEeHUM
DPMINYECKVM JIMLIOM, MHIMBMIOYAJIBHBEIM IIPEOIIPUMHMMaTEJIEM obsa3aTesbHBX Tp@@OBaHI/{ﬁ,
COCTAaBJIANIMX NPEeIMET NPOBEPKM:

N Bonpocsl, oTpakaromue cofaep;xanue PexBu3uThI BriBOI O
n/n 00s13aTeNIbHBIX TPeOOBaHUN HOPMaTUBHBIX BBITIOJTHCHUH
MIPAaBOBBIX AKTOB, C | TpeOOBaHMIA

YKa3aHHEM HUX
CTPYKTYPHBIX Aa HET
¢IMHHUII, KOTOPBIMU
YCTaHOBJICHBI
00s13aTeNbHBIC
TpebOoBaHUs

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpameHnn JIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomarenscTBa Poccmiickoit denepammu, 2010, N 16, ct. 1815;
2016, N 27, ct. 4283) (manee - 61-®3); denepanvHbiii 3akoH oT § saBaps 1998 r. N 3-03
"O HAPKOTHUYECKUX CPEACTBAX M MCUXOTPOIHBIX BemecTBax" (CoOpaHue 3aKOHOIATENIbCTBA
Poccwuiickoit @eneparuu, 1998, N 2, cr. 219; 2016, N 27, cr. 4238) (manee - N 3-D3);
[IpaBuia oTmycka JEKapCTBEHHBIX MpenaparoB i MEAWIIMHCKOTO MPUMEHEHHS, B TOM
qHClie UMMYHOOMOJIOTHYECKIX JICKQPCTBEHHBIX MPEIapaToB, alTEYHBIMU OPTaHU3AIMSIMH,
WHAUBUAYATbHBIMU TPEIIPUHAMATENISIMH, UMEIONIUMH JTUIEH3MI0 Ha (hapMaleBTHUECKYIO
NEeATEIbHOCTb, YTBEP)KJICHHBIE IPUKa3oM MMHHCTEpCTBA 3paBooXpaHeHus Poccuiickon
Oenepanmu ot 11 mrons 2017 r. N 4030 (3apeructpupoBaH MHUHHCTEPCTBOM FOCTHITUU
Poccuiickoit ®denepanuu 8§ centsadps 2017 r., peructpauuonusii N 48125) (nanee -
[IpaBuna ormycka); [lopsnok Ha3HaueHUS U BBIMUCHIBAHHUS JIEKAPCTBEHHBIX MpPENaparos,
W3JIeNAA  MEIWIIMHCKOTO HAa3HAYCHHUS W CIEIUATM3UPOBAHHBIX IPOIYKTOB JIEUEOHOTO
MUTaHUs, YTBEPKICHHBIM mpukazoM MUHHCTEPCTBA 3APaBOOXPAHEHUS U COLUAIBHOTO
pasButHs Poccuiickoit @enepanmu ot 12 ¢espans 2007 r. N 110 (3apeructpupoBaH
MunuctepctBoM toctuninu Poccuiickoit @enepanuu 27 anpens 2007 ., perucTpandoOHHbINA
N 9364) ¢ u3MeHEHHsSMH, BHECEHHbIMHM INpHUKa3oM MMHHCTEpPCTBA 31PaBOOXPAHEHUS
Poccutickoit @eaepanmu ot 26 despanst 2013 r. N 94n (3apeructpupoBad MUHHUCTEPCTBOM
rocturn Poccuiickoit eneparuu 25 urons 2013 r., peructpanmonnsii N 28881) (manee -
Wuctpykuus); IlepeyeHb HapKOTHUECKHX CpPEJCTB, TCUXOTPOMHBIX BEHIECTB M UX
IIPEKYPCOpPOB, TNoanexamux KoHTpomro B Poccuiickoi ®enepaunu, yTBEp:KICHHBIN
noctaHoBienreMm lIpaBurensctBa Poccuiickoit @enepanuu ot 30 urona 1998 r. N 681
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(Cobpanue 3axoHomarenscTBa Poccuiickoit @enepanmu, 1998, N 27, ct. 3198; 2017, N 33,
ct. 5182) (manee - IlepedyeHb HApKOTMUECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX
npernapaToB); PopMbl OJIAaHKOB PELENITOB, COAEpXAIIUX Ha3HAUY€HHWE HAPKOTHYECKHX
CPEICTB WM TCUXOTPONHBIX BEIIECTB, MOPSAOK HMX HU3TOTOBJICHUS, paCIpeeiIeHus,
perucTpaluy, yueta U XpaHeHus, a Takke MpaBuiia ohopMIICHHS, YTBEPKICHHBIE TIPUKA30M
MunuctepctBa 31paBooxpaHenust Poccuiickoit ®enepauun ot 1 asrycra 2012 r. N 54n
(3apeructpupoBan MuHHCTEpCcTBOM tocTuIMK Poccuiickoit @enepamuu 15 aBrycra 2012 r.,
peructpauronubii N 25190) ¢ u3MeHEHHMsIMU, BHECEHHBIMU IpUKa30oM MUHHCTEPCTBA
3npaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 (3apeructpupoBaH
MunuctepctBoMm roctuiuu Poccuiickoit @enepanun 18 urona 2016 r., peructpaunoHHsiii N
42887) (manmee - mpuka3z N 54); [lopsgok Ha3HAYEHUS W BBIMHCHIBAHMS JIEKAPCTBEHHBIX
IPEernapaToB, a Takke (POpM pEelENTypPHBIX OJAaHKOB Ha JIEKAPCTBEHHBIE IIPENapaThl, OPSII0K
oopmIleHHsT YKa3aHHBIX OJIaHKOB, MX YyuyeTa W XpaHEHWs, YTBEPKICHHBIM MPHUKA30M
MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 20 nexadbps 2012 r. N 11751
(3apeructpupoBan MuHucTepcTBOM rOcTUIMU Poccuiickort ®denepanuu 25 urons 2003 r.,
peructpauronubii N 28883) ¢ u3MEHEHHMsIMU, BHECEHHBIMU IpPUKa30oM MUHHUCTEPCTBA
3npaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254H (3apeructpupoBaH
MunuctepctBoMm roctuiuu Poccuiickoit @enepanuu 18 nrons 2016 r., peructpaunoHHbid N
42887) (nanee - [lopsimok Ha3HAYEHUS W BBITMChIBaHUsA); [lepeueHb JJeKapCTBEHHBIX CPE/ICTB
JUIS  MEIUIMHCKOTO IPUMEHEHMS], MNOMJIEKALUX IPEIMETHO-KOJINUYECTBEHHOMY YUeTy,
YTBEPKJICHHBIN pukazoM MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit denepanuu ot 22
anpens 2014 r. N 183n (3apeructpupoBan MunuctepcTBoM cTuiMu Poccuiickoit
Oenepannu 22 utonsa 2014 r., perucrparmordsiidi N 33210) ¢ u3MeHEHUSIMH, BHECEHHBIMHU
npuka3zoM MuHHcTepeTBa 31paBooxpanenus Poccuiickoit @eneparmu ot 10 centsdps 2015
r. N 634n (3apeructpupoBaH MuHuctepcTBoM roctuiun Poccuiickoit Denepamuu 30
centsiops 2015 r., perucrpanmonnsiidi N 39063) (mamee - IlepedyeHp IeKapCTBEHHBIX
cpencts); Ilopsamox oTmycka (U3MYECKUM JMIAM JIEKAPCTBEHHBIX MpenapaToB s
MEJUIMHCKOTO TPHUMEHEHHUsS, COJAEPKALIUX KPOME MallbIX KOJUYECTB HAPKOTUYECKUX
CPEICTB, TCHUXOTPOMHBIX BEIIECTB M UX TMPEKypcoOpoB Jpyrue (HapMakoIOTHYECKue
aKTUBHBIE BEILECTBA, YTBEPXKACHHBIM MNpuKa3oM MUHHCTEpCTBAa 3/ApaBOOXPAHEHUS U
conanbHoro pasutus Poccuiickoit ®epepanuu ot 17 wmas 2012 r. N 5620
(3apeructpupoBan MunuctepctBoM toctuniuu Poccuiickoit ®@enepanuu 1 utons 2012 r.,
peructpanroHHbii N 24438) ¢ W3MEHEHHMSIMH, BHECCHHBIMU IpHUKa3oM MUHHCTEPCTBA
3npaBooxpaneHus: Poccuiickoit ®enmeparmm ot 10 centsiops 2015 1. N 634
(3apeructpupoBan MunmcTepcTBoM toctuiinu Poccutickorr ®denepanuu 30 centsops 2015
r., peructpanronubii N 39063) (nanee - nmopsaok); [lepedyens kM3HEHHO HEOOXOAUMBIX U
BaKHEHIIINX JIEKApCTBEHHBIX MpemnapaToB Ha 2016 roj, a Takke MepeueHb JeKapCTBEHHBIX
npenaparoB  JJIi  MEIUIMHCKOTO  NMPUMEHEHHS W  MUHUMAJIbHBI ~ aCCOPTUMEHT
JIEKapCTBEHHBIX IpENapaToB, HEOOXOJWMBIX MJIi OKa3aHWUsS MEIUIMHCKOW MOMOIIIH,
yTBEpKIeHHbIE pacniopsbkeHueM [IpaBurensctBa Poccuiickoit ®@enepanuu ot 26 nexadps
2015 1. N 2724-p (Cobpanne 3akoHomarenbcTBa Poccuiickoii deneparnuu, 2016, N 2, cT.
413) (manee - IlepeuyeHb JIEKAPCTBEHHBIX IMPENapaToB, BXOASIIMX B MHUHUMAJIbHBIN
accoptuMeHT); [lepeuenp nomkHOCTEN (apMalleBTUYECKUX M MEIULHUHCKUX PaOOTHHUKOB B
OpraHu3alMsIX, KOTOPHIM MIPEIOCTaBICHO MPABO OTIYCKA HAPKOTUYECKHUX JIEKAPCTBEHHBIX
MpernapaToB M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IMpenapaToB (U3NYECKUM  JIMIAM,
YTBEpKACHHBIN NpuKazoM Munucrepcrsa 3apaBooxpanenus Poccuiickoit denepanuu ot 7
cenTsiops 2016 r. N 681u (3apeructpupoBaH MHHHCTEPCTBOM FOCTUIIMK Poccuiickoit
Oeneparnn 21 centsiops 2016 1., peructpaunonHslii N 43748) (manee - Ilepeuens
JOJKHOCTEH )



http://login.consultant.ru/link/?req=doc&base=RZR&n=287495
http://login.consultant.ru/link/?req=doc&base=RZR&n=287500&dst=100013&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=287500&dst=100008&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=287500&dst=100296&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=304849&dst=100014&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=287494&dst=100009&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192036&dst=100013&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192036&dst=102408&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192036&dst=104025&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=204979&dst=100010&fld=134

OTtmyckaroTcst hii71 HapKOTUYECKHE u
HCI/IXOTpOHHBIG HeKapCTBeHHI:IC npenapaTbl 110
peuentam?

nyHKT 3 [IpaBun
OTITyCKa

OTnyckaroTcst JId  MMMYHOOHOJIOTHUECKUE
JIEKapCTBEHHbIE Iperaparsl Mo peuentam?

nyHKT 3 [IpaBun
OTITyCKa

OtnyckaroTcst M HapKOTUYECKUE u
IICUXOTPOIIHBIE  JIEKAPCTBEHHBIE IIpEnaparsl,
BHECEHHBIE B Cmmcok  1II [lepeuns
HapKOTUYECKUX u IICUXOTPOIHBIX
JIEKAPCTBEHHBIX [IpenapaTos, npu

IIPEIBSABICHUN PELENTOB, BBINMCAHHBIX Ha
peuentypHsix Onankax ¢opmel N 107/y-HII,
yTBEPkKACHHOM npuka3oM N 54H?

yHKT 4 IIpaBun
OTILYCKa;

npunoxenns N 1 u 2

k npukasy N 541

Otnyckarorcst M IICUXOTPOITHBIE
JIEKAPCTBEHHBIC IIperapaThl, BHECEHHBbIE B
Crucox III  IlepeuHs HapKOTHYECKUX H

TICUXOTPOITHBIX JIEKAPCTBEHHBIX TIPENapaToB,
IIPU TPEAbSBICHUN PELENTOB, BHIMMCAHHBIX Ha
peuentypHbix Onmankax (opmbr N 148-1/y-88,
yTBEPkKACHHOH npuka3zoM N 54H?

nyHKT 4 [IpaBun
OTIIYCKa;

nyHKT 9 ITopsinka
Ha3HAYCHUS U
BBIIIMCBIBAHHUS

Ornyckarorcst I HapKOTUYECKUE u
IICUXOTPOIIHBIE  JICKAPCTBEHHBIE  MPENapaThl
Crnucka II  IlepeuHs HapKOTHYECKHUX W
IICUXOTPOIHBIX JICKAPCTBEHHBIX NPENApaToB B
BUJI€ TPAHCACPMAIbHBIX  TEPANECBTUYECKUX
CUCTEM NP  MNPEIBABICHWH  PELENTOB,
BBINKUCAHHBIX HA PELENTYPHBIX OJaHKax (GOpMbI
N 148-1/y-88, yrBepkneHHoi mnpukazom N

54u?

nyHKT 4 [IpaBun
OTITYCKa;

nyHKT 9 [Topsinka
Ha3HA4YEeHUS U
BBIIIMCBIBAHUS

OTHYCKaIOTCH JIX JICKApCTBCHHBIC IIPCIIapaThl,

BKIIFOYCHHBIC B TIICPCUCHb JICKAPCTBCHHBIX
cCpeacTe g  MCAUINHUHCKOIO IHNPUMCHCHHA,
IoAIe)Kalnux IpeaAMETHO-KOJIMYECTBEHHOMY
yuery, npu MMPEABABICHUN PCUCIITOB,

BBINMMCAHHBIX HA PEHENTYPHBIX OJaHKax (GOPMBI
N 148-1/y-88, yrtBepxaeHHON mnpukazom N
54u?

nyHKT 4 [IpaBun
OTITyCKa;
paznens I 11; 111
[lepeuns
JIEKapCTBEHHBIX
CpEICTB

OTnyckaroTcst 1M JIEKapCTBEHHBIE MpenapaTsl,
oOrajarone aHaO0OJIMYECKONH AaKTHBHOCTHIO,
IIPU TPEABbABICHUN PELENTOB, BHIMMCAHHBIX Ha
peuentypHbix Onmankax (opmbr N 148-1/y-88,
YTBEPKIECHHOU MpuKa3oM N 5417

1. 4 IIpaBui
OTITyCKa;
MOAMYHKT 3 MyHKTa
9 lMopsinka
Ha3HAYCHUS U
BBITIMCHIBAHUS

OTnyckaroTcsl U JIEKapCTBEHHbIE Ipernaparsl,

nyHKT 4 IIpaBun
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colepKaliMe  KpOME€  MalbIX  KOJIMYECTB
HAapKOTUYECKUX  CPEICTB,  ICUXOTPOIHBIX
BEIIECTB M  HUX  IPEKypCOpOB  JIpyrue

(apMakoIornyeckue akTUBHBIC BEIIECTBA, MPU
MPEeIbsBICHUN PELENTOB, BBHIMMCAHHBIX Ha
peuentypHbix Omankax (opmbr N 148-1/y-88,
YTBEPKIACHHOUN nprka3zomM N 5417

OTIIyCKa;
IIyHKT 5 MOpsAKa

OcymiecTBisieTcss M OTIYCK JIEKAPCTBEHHBIX
npernaparoB 0€3 pelenToB B COOTBETCTBHH C
UHCTPYKIMSAMH 1O WX  MEJUIUHCKOMY
IIPUMEHEHUIO?

nyHKT 5 [IpaBun
OTIIyCKa

10.

OcymiecTBisIeTcsl M OTIYCK JIEKapCTBEHHBIX
MpenapaToB B TEUCHHUE YKA3aHHOTO B pelenTe
CpOKa ero JeUcTBus?

yHKT 6 [IpaBun
OTIIyCKa

11.

[Ipunumaercs 1M B Ciiy4yae OTCYTCTBHS
JIEKApCTBEHHOI0  Mpemapara  peuent  Ha
00CITyKUBaHUE B CIEAYIOLIUE CPOKU:

yHKT 6 [IpaBun
OTIIyCKa

penient ¢ noMeTkou "statim" (HeMeIeHHO)
oOciy>)kxuBaeTcst B TEUYEHHE  OJIHOTO
pabodero AHS co AHS OOpalleHus JHLa K
CyObEKTy POSHUYHOM TOProOBIIH?

yHKT 6 [IpaBun
OTIIyCKa

perient ¢ moMeTkod "cito" (cpouHO)
o0CITy)KMBaeTCsl B TEUEHHE JIByX paboumx
JHEN co JTHS OOpalieHus JIMa K CyObeKTy
PO3HUYHOU TOPTOBIU?

myHKT 6 [TpaBun
OTIyCKa

peuenTt Ha JICKapCTBEHHBIM Mpemnapar,
BXOJSIIMA B MUHHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MpernaparoB IS
MEIUIIMHCKOTO TIPUMEHEHHS, HEOOXOTUMBIX
JUIS  OKa3aHWsA MEIMIIMHCKOM ITOMOIIIH,
00CITy’)KMBAETCSl B TEUEHHUE MATH PabOdYnX
JIHEeW co JHS OOpalieHHs Jula K CyOBEKTY
PO3HUYHOI TOProBiIu?

nyHKT 6 [TpaBun
OTITyCKa

12.

OO0cmy)KUBaeTCs I PEIenT Ha JICKAPCTBEHHBIH
nmpenapar, OTIyCKaeMbIii O€CIUIaTHO WJIH CO
CKMJIKOM ¥ HE BONISANINM B MHWHHUMAJILHBLIN
ACCOPTUMEHT JICKAPCTBEHHBIX MpenapaToB IJIst
MEIHUIIMHCKOTO TPUMEHEHUsS, HEOOXOTUMBIX
JUI  OKa3aHWs MEIWIMHCKOM IIOMOINM, B
TeUeHHWe JecsATH paboumx JHEH co JHS
oOpamieHusi nuna K CyOBEKTy PO3HHYHOM
TOproBian?

myHKT 6 [TpaBun
OTIyCKa

13.

O06cmyxuBarOTCA M peuentsl Ha

nyHKT 6 [IpaBun
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JICKapCTBCHHBIC MperapaThl, Ha3HAYaeMBbIC I10
pelIeHni0 BpaueOHOW KOMHUCCUHM, B TEUYCHHUE
MATHAIATA padounx AHEH CO JHS OOpalieHus
T2 K CyOBEKTYy pO3HUYHON TOProBIU?

OTITyCKa

14.

OTnyckaroTcst M JIEKapCTBEHHbIE IpenapaThl
II0 peUenTaM ¢ UCTEKIIMM CPOKOM JEHCTBUA?

yHKT 6 [IpaBun
OTIIyCKa

15.

OcymuiecTBisieTcsi JIM TMPH HCTEYCHUH CpOKa
JICUCTBUS pelenTa B MEPUOJ HAXO0XKACHUSA €ro
HAa OTCPOYCHHOM  OOCITYy)XKMBaHHUU  OTITyCK
JICKapCTBEHHOTO  Mperapara [0  TaKOMY
penenty (6e3 ero nepeodopmieHus)?

nyHKT 6 [IpaBun
OTITyCKa

16.

OTmyckaroTcst 1M JIEKapCTBEHHBIE TpenapaTsl B
KOJIMUYECTBE, YKa3aHHOM B perente?

nyHKT 7 [IpaBun
OTITyCKa;
npusioxxenus N 1 u
N 2 [opsiaka
Ha3HA4YCHUs U
BBIIIMCBIBAHUS

17.

Otnyckaer nu (apManeBTHUECKU pPaOOTHUK
MpEeAENIbHO JOMYCTUMOE UIIM PEKOMEHJOBAaHHOE
KOJIMYECTBO JIEKAPCTBEHHOI'O IIperapaTa Juis
BBIIIMCBIBAHUA HA  OJMH  peuent  mpu
MPEAbSIBJICHUN  pelenrta ¢  IPEBBIIICHHEM
MpeAesIbHO JIOITy CTUMOTO W
PEKOMEHI0BAaHHOTO KOJIMYECTBA
JIEKApCTBEHHOT'0 Tpemnapara AJig BbIMUChIBAaHUS
Ha  OJWH  peuent C  MPOCTABJICHHEM
COOTBETCTBYIOIIEH OTMETKH B periente?

nyHKT 7 [IpaBun
OTIIyCKa

18.

OcymiecTBisieTcss M OTIYCK JIEKapCTBEHHOTO
mpenapara B NEPBUYHOM UM BTOPUYHOM
(moTpeOuTENbCKOI) yIaKoOBKax c
MapKHPOBKOW?

cratbs 46 N 61-D3;
myHKT 3 ctateu 27 N
3-D3;

yHKT 8 IIpaBun
OTITyCKa

19.

Hapymaercs num  mepBuYHas  yNakoBKa
JIEKApCTBEHHOTO MpernapaTa IpH ero OTIycKe?

nmyHKT 8 [TpaBui
OTIyCKa

20.

[IpocraBnsercs
JIEKApCTBEHHBIX  IpenapaToB
OTME€TKa 00  OTHyCKe
IpenapaTa ¢ yKa3aHUeM:

M npu OTITyCKe
Ha  pelenre

JICKAPpCTBCHHOI'O

nyHKT 9 [IpaBun
OTITyCKa

TOProBoro HAaWMMCHOBAHUA, JO3UPOBKHU U
KOJINYECTBA OTIYIICHHOTO JIEKAPCTBEHHOTO
npenapara?

nmyHKT 9 [TpaBun
OTIyCKa

(dhaMuIMy, UMEHH, OTYECTBA (MPU HATUINH)

nyHKT 9 [IpaBun
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MEIUIMHCKOrO pabOTHHKA B  CIy4YasX,
YKa3aHHBIX B a03alle YeTBEPTOM IyHKTA 7 U
ab3ane TpetheM myHkTa 10 IlpaBumn
oTiycka?

OTITyCKa

PEKBU3UTOB JIOKyMEHTA, YIAOCTOBEPSIOILIETO
JUYHOCTh auna, IIOJIyYHBILErO
JIEKapCTBEHHbI  IpemapaTr, B  Ciydae,
ykazaHHoM B nmyHkTe 20 ITpaBui ormycka?

yHKT 9 [IpaBun
OTIIyCKa

(dbamMuIuM, UMEHH, OTYECTBA (IIPU HATUYHMH)
(hapmareBTUIeCcKoro paboTHHKA,
OTITyCTUBLIETO JIEKAPCTBEHHBIN Npenapar, 1
€ro MoJnucu?

nyHKT 9 [IpaBun
OTITyCKa

JIaThl OTITYCKa JIEKAPCTBEHHOI'O IipenapaTa?

yHKT 9 [IpaBun
OTIIyCKa

21.

BosBpamjaercss 1M penent ¢ OTMETKON Ipu
OTIlyCKE JIEKQpCTBEHHBIX IpErnapaToB IO
peuenTy, BHIIMCAHHOMY Ha pPELENTYPHOM
omanke Qopmel N 107-1/y, yTBepkIeHHOM
npukazoM N 54H, Cpok IEHCTBUS KOTOPOTO
COCTAaBIISIET OIUH rox?

nyHKT 10 IIpaBun
OTITyCKa;
npujioxenue N 2
[Topsinka
Ha3HA4YCeHUS U
BBITTMCHIBAHUS

22.

Ilepenaercs M (bapMareBTUYECKIM
pabOTHUKOM ULy, npruoOpeTaromeMy
(mostydarolieMy) JIeKapCTBEHHBIE IpernapaThbl
[0 PELENTy, BHIMMCAHHOMY Ha pPELENTYypPHOM
omanke  gopmer N 148-1/y-04 (),
yTBepKAeHHON npukazoM N 54H, unu Gopmbl
N 148-1/y-06 (;1), yTBep>KaeHHON MpukazoM N
54H, 3aNI0JTHEHHBIN KOPEILIOK TaKOro perenta?

nyHKT 11 IIpaBun
OTITyCKa

23.

[IpocraBnsercs m pu OTIIyCKE
HapKOTHYECKOTO u IICUXOTPOITHOTO
nekapcTBeHHoro npenapata Crnucka Il I[lepeuns
HapKOTHYECKUX " IICUXOTPOIHBIX
JIEKapCTBEHHBIX IpenapaToB Ha peuente o0
OTIIyCKE JICKAPCTBEHHOI'O IIpernapara Ieqarb
OpraHM3alui, B KOTOPOM YKa3aHO IIOJHOE
HauMEHOBaHMeE (TpH HAJIUYUM [1e4aT)?

nyHKT 12 IIpaBun
OTIyCKa

24.

Ha  pemente wnm  Kopemike — perenra
yKa3bIBaeTCs JIM TOYHOE BpeMms (B dYacax u
MHUHYTaXx) OTIycka HMMMYHOOHOJIOTHUYECKOTO
JIEKapCTBEHHOI'0 Ipernapara?

nyHKT 13 [IpaBun
OTITyCKa

25.

I/IMMYHO6I/IOJ'IOFI/ILICCKI/IG JICKApPCTBCHHBIC
npernaparsl  OTIYCKAKTCA JIA TPU  HATHYUU
CIEIMaJIbHOTO TEPMOKOHTEHHEpa?

nyHKT 13 [IpaBuin
OTITyCKa
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26.

OcTatoTcsi W XpaHiTcs JH Yy CyObekTa
oOpartieHusi JeKapCTBEHHBIX CPEACTB PELEITHI
(c ormerkoit "JlekapCTBEHHBIH Tmpemapar
oTmyiieH") Ha:

nyHKT 14 [IpaBun
OTITyCKa

HApPKOTHYCCKUE 5 TICUXOTPOITHBIC
nekapctBeHHble mpemapaTthl  Crmcka 11
[TepeuHss HAPKOTUYIECKUX M IICUXOTPOITHBIX
JIEKapCTBEHHBIX MpENapaTroB - B TEUYCHHUE
IISITH J1eT?

nyHKT 14 [IpaBui
OTIIyCKa

IICUXOTPOIIHBIE JIEKAPCTBEHHBIE MPENapaThl
Crnucka III IlepeuHss HapKOTHYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX
IIPENapaToB - B TEUECHUE IISTH JIET?

nyHKT 14 [IpaBui
OTIIyCKa

JIEKapCTBEHHBIE Tpenaparhl, OTIyCKacMble
OecIUIaTHO WJIM CO CKUJKOHM, - B TEUECHHUE
Tpex jer?

nyHKT 14 [IpaBun
OTITyCKa

KOMOHWHUpPOBaHHbIE JIEKapCTBEHHBIE
IpenapaTbl, COJEpKallie HapKOTUYECKUE
CpPEICTBAa WJIM IICUXOTPOIIHBIE BEILECTBA,

BHeceHHble B Crumcku II u Il Ilepeuns
HapKOTUYECKUX " IICUXOTPOITHBIX
JIEKapCTBEHHBIX MpernapaTos,

M3TrOTOBJICHHBIE B alITE€YHOW OpraHU3alluH, -
B TEUCHHE TPEX JIeT?

nyHKT 14 [IpaBun
OTITyCKa

JIeKapCTBEHHbIE Mpenapatsl, 00JaAatolue
aHa0OJIMYECKOW aKTHBHOCTHIO, - B TEUCHHE
Tpex jier?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBEHHBIE IIpenaparTsl, IOJIeKaIUe
IIPEAMETHO-KOJIIMYECTBEHHOMY Yy4YeTy, - B
TE€YECHHE TPEX JIET?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBEHHbIE TMpemapaTbl B  KHJAKOU
JeKapcTBeHHOH (opme, conmepxkamue Oomee
15% stunoBoro cnupra oT 06beMa roTOBOI
MPOIYKIIMH, - B TEUCHUE TPEX MECSIIEB?

nyHKT 14 [IpaBun
OTITyCKa

WHBIE JICKapCTBCHHBIE MpemapaTsl,
OTHOCSIIIHECS o ATX K
AHTHIICUXOTUYECKUM  cpencTtBaM (KO
NO5A), ankcuonutukam (koxg  NOSB),
CHOTBOPDHBIM U CEIAaTUBHBIM CpEICTBAM
(xon NO5C), antuaenpeccantam (KOf
NO6A) u HE MO IJIEKAIIIE
MPEeIMETHO-KOJIMYECTBEHHOMY y4eTy, - B
TEYEHHE TPEX MECSIIEB?

nyHKT 14 IIpaBun
OTIyCKa
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27. |Penentsl, He ykazaHHble B myHKTe 14 IlpaBwi|mynkt 15 [IpaBun
OTITyCKa, OTMEYAI0TCs m HITaMIIOM | OTITyCKa
"JlekapCTBEHHBIN TpenapaT OTHyIieH"?

28. |PeuenTthl, He ykazaHHble B nmyHKTe 14 IlpaBun|myskr 15 [IpaBun
OTITyCKa, BO3BPALIAOTCA s JM1LLy, | OTIIyCKa
II0JIy4MBILIEMY JIEKAPCTBEHHBIN Ipenapar?

29. |Hwmeercs R0 KypHa, B KOTOpOM | yHKT 15 ITpaBui
PErUCTPUPYIOTCA PELENThbl, BBINHCAHHBIE C|OTIyCKa
HapyueHueM [IpaBuil oTIycka, ¢ yKa3aHUEM:

BBISIBIICHHBIX HapylmeHud B odopmieHuH | yHKT 15 [IpaBui
penenta? OTITyCKa

dbamuiuy, uMeHH, otTyecTBa (Ipu Hanuuum) | myHKT 15 [TpaBun

JIU1A, BBITUCABILIErO peuenT? OTIIyCKa

HAUMEHOBAHUSA MeIUIMHCKOM | yHKT 15 TlpaBun

OpraHu3auun? OTIyCKa

MIPUHSTBIX Mep? nyHKT 15 [IpaBun
OTIyCKa

OrpanuveHus, HamaraeMble Ha (hapMareBTHUECKUX PAOOTHUKOB MPH OCYIIECTBICHUH UMU
npogeCCHOHAIBHON AesATeNbHOCTH (cTaThs 74 denepanpHOro 3akoHa ot 21 HosOps 2011 r.
N 323-®3 "O06 ocHOBax OXpaHbI 370pOBhs rpaxkaad B Poccuiickoit denepanuu" (Cobpanue
3akoHoatenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)
(manee - N 323-03)

30. | dapmareBTHYCCKHE PAOOTHUKH U MTOJIITYHKTHI 2 1 4
PYKOBOJUTENN alTeUHBIX OpTaHU3aI[Hil: MyHKTa 2 cTathu 74
N 323-03;
nyHKT 17 IIpaBun
OTITyCKa
MOJIYYArOT JI OT KOMIIAHWH, TIPEICTABUTEIS | TOITYHKTHI 2 1 4
KOMIIAaHUM 00pa3Ilbl JIEKAPCTBEHHBIX MyHKTa 2 cTathu 74
IIperapaToB JUIsl BpyYCHHUS HACCIICHUIO? N 323-®3;
nyHKT 17 IIpaBun
OTITyCKa
MIPEIOCTABIISAIOT JIM HACEJICHHUIO MTOJIITYHKTHI 2 1 4
HEJIOCTOBEPHYIO U (MJIM) HETIOIHYIO MyHKTa 2 cTaThu 74
WHGOPMAIINIO O HATMYHH JeKapcTBeHHBIX | N 323-D3;
MpernapaToB, BKIIOYAs JIEKAPCTBEHHBIC nyHKT 17 [IpaBun
npenapaTsl, UMEIOIINe 0JIMHaKOBOE OTITyCKa
MEXyHapOJAHOE HENaTEeHTOBAHHOE
HaVMEHOBaHHE?
CKPBIBAIOT JIM MHPOPMAIINIO O HATUYUU MOJITYHKTHI 2 1 4
JIEKAPCTBEHHBIX IIPENAapaToOB, UMEIOIIUX IIyHKTa 2 cTaTbu 74
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0oJiee HU3KYIO TIeHY?

N 323-03;
nyHKT 17 IlpaBun
OTIIyCKa

TpC6OBaHI/I$I K OTIIYCKY HApPKOTHUYCCKHX U IMCHUXOTPOIHLBIX JICKAPCTBCHHBIX IIPCIIApaTOB,

JICKApCTBCHHBIX  IIPCIIapaTos,

oOamaromMx aHa0OJINYECKOH
JIEKapCTBEHHBIX MPENapaToB, MOAIEKAIIUX MPEAMETHO-KOINYECTBEHHOMY YUETy

AKTUBHOCTBIO,

HHBIX

31.

OcyiecTBisieTcs d OTMYCK HApKOTUYECKUX H
TICUXOTPOITHBIX  JICKAPCTBEHHBIX IPETIapaToOB
(hapmareBTHUECKUMHU paboTHUKaMH,
3aHUMAOIIUMHU  JOJDKHOCTH, BKJIFOYCHHBIC B
[lepeuyens gomxHOCTEM?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JIOJKHOCTEN

32.

OcymiecTBisieTcsl JId OTIYCK JIEKapCTBEHHBIX
mpenapaTroB, 00JaJalomUX  aHAOOJIUYECKOM
aKTHBHOCTBIO, dbapmaleBTUYECKUMU
pabOTHHKAaMHU, 3aHUMAIONIUMHU  JIOJDKHOCTH,
BKJIIOUCHHBIE B [lepeuenp nomxHOCTENH?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JIOJKHOCTEN

33.

OcymiecTBisieTcsl JId OTIYCK JIEKapCTBEHHBIX
IIpenapaTos, MTOIJIeXKAITUX
MPEAMETHO-KOJINYECTBEHHOMY yYery,
(hapManeBTHUECKUMU paboOTHHUKAMH,
3aHUMAIOIMMU JIOJDKHOCTH, BKIIIOYEHHBIE B
[Tepeuens gomxHOCTEN?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JIOJKHOCTEN

34.

OTtnyckarorcst M HapKOTUYECKHE u
MICUXOTPONHBIE  JIEKAPCTBEHHBIE  MpemapaThbl
Croucka Il TlepeyHs HApKOTHUYECKHUX H
MICUXOTPOIHBIX JICKAPCTBEHHBIX IpenapaToB
npu TIPEAbSIBICHUN JIOKyMEHTA,
YAOCTOBEPSIOIIETO JIUYHOCTb, iy,
yKa3aHHOMY B peIenTe, ero 3aKOHHOMY
NPEACTABUTEN0 WU JIUIy, HMEIOLEMY
0(OpMIICHHYIO B COOTBETCTBUU c
3aKOHOJaTenbCcTBOM Poccuiickont denepanuu
JIOBEPEHHOCTh Ha TPABO TOJYYCHUS TaKUX
HapKOTUYECKUX u MICUXOTPOIHBIX
JIEKapCTBEHHBIX IIpemnapaToB?

nyHKT 20 [IpaBun
OTITyCKa

35.

Boigaercsa nu mocie OTHMycka HapKOTUYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpENapaToB
Crucka II u Il TlepedyHs HapKOTHYECKHX H
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpENapaToB
CUTHATypa C >KEJITOM MOJI0COM B BEPXHEN YaCTH
W HAAMHCBIO YEPHBIM MIPHUPTOM HaA HEH
"Curnatypa', B KOTOPOM yKa3bIBAIOTCSA:

nyHKT 22 [IpaBun
OTITyCKa

HAMMCHOBAHHE W aJIPEC MECTOHAXOXKICHHS
cyObekTa  OOpalieHHs  JICKapCTBEHHBIX

nyHKT 22 [IpaBun
OTITyCKa
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cpeacTs?

HOMCDp U J1aTa BBIITMCAHHOI'O peuenTa?

nyHKT 22 [IpaBun
OTITyCKa

dbamunusi, uMs, OTYECTBO (IPU HAIMYUK)
auna, Ul KOTOpOro  INpeAHa3HaueH
JIeKapCTBEHHbIN Mpernapar, ero Bo3pact?

nyHKT 22 [IpaBui
OTIIyCKa

HOMEP MEAMIMHCKOM KapThl MAalUeHTa,
MIOJIyYarolEero MEJUIUHCKYI0 IIOMOIb B
aMOyJIaTOPHBIX YCJOBHSIX, JUIsI KOTOPOTO
IIpeIHAa3HAauYEH JIEKApCTBEHHBIN Ipenapar?

nyHKT 22 [IpaBui
OTIIyCKa

dbamunus, UMs, OTYECTBO (IIPU HAIUYHMH)
MEJIUIUHCKOTO pabOTHHKA, BBIMHCABIIETO
peLenT, ero KOHTakTHBIM TenedoH aubo
TesneOH MEAUIIMHCKOW OpTraHu3aIum?

nyHKT 22 [IpaBuin
OTITyCKa

COACPIKAHUE PELCIITA HA IJATHHCKOM SI3BIKE?

nyHKT 22 [IpaBun
OTITyCKa

dbamunus, UMs, OTYECTBO (IPU HAIUYHH) U
noanuch (apManeBTUYECKOro pabOTHHKA,
OTILyCTHUBIIETO JIEKAPCTBEHHBIN Ipenapar?

yHKT 22 IIpaBun
OTIyCKa

JlaTa OTIyCKa JIEKapCTBEHHOTO Ipemnapara?

myHKT 22 IIpaBun
OTIyCKa

TpC6OBaHI/IH K OTIYCKY JICKAPCTBCHHLIX IMIPCIIApaToOB II0 TpeGOBaHI/ISIM-HaKJ'IaIIHBIM
MEOAUIITMHCKHUX OpFaHHSaHHﬁ, HHIAWBHUIYAJTbHBIX npenanHHMaTeneﬁ, UMCIOIMX JIMICH3HIO

Ha MCOAUIUHCKYIO JCATCIBbHOCTD

36.

Nmeercs nu Ha TpeOOBaHUSAX-HAKIATHBIX Ha
ITOJTyYEHUE JICKAPCTBEHHBIX NTPENapaToB:

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxxenne N 13
riiassl [11
NHucTpykuun

mramir?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxxenne N 13
rinassl [11
NHuctpykuun

KpyTriiasa II€49yaThb MEIUITUHCKON

opra"u3anuu’?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxxenne N 13
riasbl I11
NHuctpykuun

noAanucCh €C  PYKOBOOUTCIIA Ui €ro

yHKT 26 [IpaBui
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3aMEeCTUTENS 110 JieueOHOoi yacTtu?

OTIIyCKa;
[Tpunoxxenne N 13
riasbl I11
NHuctpykuun

HOMEp JOKyMeHTa?

yHKT 26 [IpaBui
OTILYCKa,;
[Ipunoxenne N 13
rnassbl I11
HNHucrpykunn

JlaTa COCTABJICHUS JOKYMEHTA?

yHKT 26 [IpaBui
OTIIyCKa;
[Ipunoxenne N 13
rnasbl I11

NHcTpykunn
HAMMEHOBAHUE oTHpaBuTesis | MyHKT 26 [TpaBui
JIEKapCTBEHHOT O Mpernapara’? OTIIYCKa;

[Ipunoxenne N 13
riassl 111

WNHcTpykunn
HAMMEHOBAHUE noxy4aresns | myHKT 26 [IpaBui
JIEKapCTBEHHOT 0 Mpernapara’? OTIIYCKa;

[Tpunoxenne N 13
rnasbl [11
WNHcTpykunn

HalMEHOBAaHHE JIEKAPCTBEHHOrO Ipernapara
Ha JIaTMHCKOM sI3bIk€ (C  yKa3aHUEM
JIO3UPOBKH,  (OpMBI  BBITyCKa,  BHJA
YIaKOBKH, CrIoco0a NMprUMeHeHus)?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenne N 13
rnasbl I11
WNHctpykunn

KOJINYECTBO 3aTpe0OBaHHBIX
JIEKapCTBEHHBIX MIpenapaToB?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenue N 13
raass 11
HNucTpykuun

KOJIMYECTBO U CTOMMOCTBH OTITYILEHHBIX
JIEKapCTBEHHBIX MTPenapaToB?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenue N 13
raass 11
HNucTpykuun

37.

OCYH_IGCTBJ'IHGTCH J1 OTIIYCK II0 OTHACJIbHBIM
Tpe60BaHI/I$IM-HaKJ'IaILHI)IMZ

nyHKT 27 [IpaBun
OTITyCKa

HAapKOTUYCCKHX u IICUXOTPOIMHBIX

nyHKT 27 [IpaBui
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nekapcTBeHHBIX mpenaparoB Crincka II u 111
Ilepeynss HAPKOTUYECKUX U IICUXOTPOIIHBIX
JIEKapCTBEHHBIX MpenapaToB?

OTITyCKa

JIEKAPCTBEHHBIX IIPENApPaTOB, MOIJIEKALIUX
MPEIMETHO-KOJINYECTBEHHOMY yueTy?

nyHKT 27 [IpaBuin
OTITyCKa

WHBIX JICKQPCTBEHHBIX IPEIapaToB, B TOM
qrclie OTIyCKaeMBbIX Oe3 perenTa?

nyHKT 27 [IpaBui
OTIIyCKa

38.

HpOCTaBJIHeTCH JIM1 Ha TpC6OBaHHH-HaKHaI[HOﬁ
OTMETKA 0 KOJIMYECTBEC n CTOMMOCTH
OTIIYIICHHBIX JICKAPCTBCHHBIX npenapaTOB?

nyHKT 29 [IpaBun
OTITyCKa

39.

OcymiectBasercs M XpaHeHUe
TpeOOBaHUN-HAKIIAIHBIX, o KOTOPBIM
OTILYLLEHBI JICKAPCTBCHHBIE IIpENapaThl:

nyHKT 30 [IpaBuin
OTITyCKa

HA HAPKOTHUYECKHE W  TICHXOTPOIHBIE
nekapctBeHHble npenapatsl Criucka 11 u 111
[lepeuHss HAPKOTUYIECKUX M TCUXOTPOITHBIX
JICKApCTBEHHBIX MpENapaToB - B TEUCHHE
IATH JeT?

yHKT 30 IIpaBun
OTIyCKa

Ha JIEKAPCTBEHHBIC
MOJJIE)KALUE
IIPEAMETHO-KOJIMYECTBEHHOMY Yy4YeTy, - B
TE€YECHHE TPEX JIET?

Ipenaparsl,

yHKT 30 IIpaBun
OTIyCKa

Ha WHBIC JICKQpPCTBEHHBIC Mpenaparbl - B
TEe4YeHUe OJHOTro roaa?

nyHKT 30 [IpaBun
OTITyCKa

40.

CobOmromaeTcss | 3ampeT
MEePBUYHOMN YIaKOBKH
mperapara pH ero OTITyCKE o
TpeOOBaHUIO-HAKIQJAHOH (32  HMCKJIIOYCHHUEM
CyObeKTa pPO3HUYHOW TOPTrOBIH, HMEIOIIETO
JIALIEH3HIO Ha (hapMareBTHYECKYIO
JCATCIIBHOCTD C HpaBOM HN3IroTOBJICHUS
JICKapCTBCHHBIX MPEHapaToRr)?

Ha HapyleHue
JIEKApCTBEHHOTO

nyHKT 31 [IpaBuin
OTIIyCKa

41.

CoOnromaercst M 3ampeT Ha  OTIYCK
HapKOTUYECKUX u MICUXOTPOIHBIX
nexapcTBeHHbIX npenaparoB Cnoucka II u |11
[lepeuHss HApKOTUYECKUX U TCUXOTPOMHBIX
JIEKapCTBEHHBIX IIpenapaToB 1o
TpeOOBaHUSAM-HAKIAAHbBIM  WHAUBUAYAIbHOTO
MpeANpUHUMATENS, MMEIOIIEro JUIEH3UI0 Ha
MEAULUHCKYIO JeSTeIbHOCTh?

nyHKT 28 [IpaBun
OTITyCKa

42.

CoOmromaercst M 3ampeT Ha HapylIeHUE
BTOPUYHONW  (HOTPEOUTEIHCKONH)  YMaKOBKH

nyHKT 8 [IpaBun
OTITyCKa
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JIEKapCTBEHHOTO  Mpemapara U OTIYCK
JIEKApCTBEHHOT0  Mpernapata B  MEPBUYHOU
yIaKoBKe?

43. |CobOmromaercss nu  3ampeT Ha  OTmyck | myHKT 7 [IpaBun
JICKApCTBCHHBLIX IIP€IIapaToB B KOJHWYECCTBE, | OTIIYCKA,
yKa3aHHOM B pelenTe, B ciyyae, Korga uis|npuioxkeHus N 1 u
JeKapcTBeHHOro  mpemnapara  ycraHoBieHsl | N 2 [Topsaka
MPEAENIbHO JOIYCTUMOE UM PEKOMEHIOBAHHOE | HA3HAUEHUS U
KOJIMYECTBO MJIA BBIIIMCBIBAHUA HaA OJUH | BBIIIMCHIBAHUS
peuent?

(moymxHOCTE M OMO IOOJIKHOCTHOTO JiMila, 3alloJIHMBIIEI'O
IPOBEPOYHHM JIMCT, [NOONMCH, IHaTa)

(mojpxkHOCTE M OVMO IOOJDKHOCTHOTO JMIla KPUIMYECKOTO JMia, IPMCYyTCTBOBABIIEIO
OpM 3alOoJIHEHUM NPOBEPOYHOTO JMCTa, NOANMCH, IaTa)

[Tpunoxenue N 22

K nipukasy denepanbHoi CIIyKObI

M0 HAJ30py B cepe 3paBOOXpaHEHUS
o1 09.11.2017 N 9438

dopma

[IpOBEPOUHEI JIUCT
(CIIMCOK KOHTPOJILHEIX BOIPOCOB), MCIOJb3yeMbl denepalibHOM CJIyXOou
10 Ham30py B chepe 3IpaBOOXPAaHEHUS U €€ TEepPPUTOPUAJILHEIMU OPTaHaMu
IpM MNPOBENEeHUM I[JIAHOBHIX [POBEPOK [IPM OCYUECTBJIEHUM belepalibHOTO
TOCYHOAapCTBEHHOTO Hal3opa B cbepe obOpalleHUA JIEKAPCTBEHHBIX CPenCTB
(oTnyck M peanmMs3almsa JIEKAPCTBEHHHX [IPENapaToB IJid MEOUIMHCKOTO
IpMMEHEHMs B AlTEeUHOM KMOCKEe)

(HaMMeHOBAaHME oOpTaHa, OCYUECTBJIAOIETO IIJIAHOBYK NPOBEPKY)

1. Bun rocymapCTBEHHOIT'O KOHTPOJA (Hazmsopa)

2. [IpenmeT [IJIQHOBOM OPOBEPKM OPUAMYECKUX JIML UM MHIMBUIYAJIbHEIX
NpennprHMMaTesen OrpaHMYMBaeTCsa OOA3aTeNbHEMM TpeDOBaHMAMM, COOJIOISHMUE
KOTOPHEIX ABJIgeTCHa Hambojiee BHAUMMBIM C TOUKM 3BPEeHMS HeIONylleHMS BOSHMKHOBEHUSA
YyITPO3bl [NPUUMHEHMS Bpela XM3HM, SIO0OPOBbLID I'paxIaH, M3JIOXEHHEMM B QopMe
IPOBEPOUYHOTO JIMCTA (CIMCKa KOHTPOJIbBHBEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUAOAMUECKOTO JMUa, OGaMuius, MMS, OTUECTBO (IpU HaJIMUUM)
VHOVBUOYAJBbHOTO MNPEeINPUHMMATENIS :

4. MecTO HNpOBEeIEeHMA IIJIAHOBOM MNPOBEPKM C BallOJIHEHMEM IIPOBEPOYHOT'O JIMCTA:

5. PexBMBUTH IIpHMKaza O NPOBeIeHUM IIJIaHOBOM IIPOBEPKM: OT
N .

6. VYYeTHEM HOMEp MNPOBEPKM M HaTa [IPMCBOEHMS yJYEeTHOT'O HOMEepa IPOBEPKM B
EnmHoM peecTpe NPOBEPOK:
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7. IOoIIXHOCTE, bammmsa u MHULMAJIB IOOJDKHOCTHOT'O Jnia (J1m11)
IPOBOOAWETO (UX) IIJIaHOBYI IIPOBEPKY :

1. ;

2. .
8. IlepeueHb BOINPOCOB, OTPpaAXalIMX COIEPXaHME O0O0S3aTENIbHHIX TpPpeboBaHMA,
OTBET Ha KOTOPHE OOHOBHAUYHO CBUIETEJILCTBYET O COOJIOIEHUM WM HeCOOJInIeHUU
OPUINYECKUM JIMLIOM, MHIOMBUIOYAJIBHEIM [IpellpMHMMaTeJieM o0g3aTeJIbHEIX TpeOoBaHUM,
COCTAaBJIANIMX NPenOMeT MNPOBEPKU:

N Bomnpocsl, oTpaxaromue conep:kaHue PexBuznTel BeiBog 0
n/n 00s3aTeNbHbIX TPeOOBaHUIM HOPMaTUBHBIX BBITIOJTHEHUH
IIPAaBOBBIX AKTOB, C | TpeOOBaHUN

yKa3aHUEM HX
CTPYKTYPHBIX Aa HCT
€IMHHMII, KOTOPBIMHU
yCTaHOBJICHBI
o0s3aTeNbHbIe
TpeOoBaHUS

@enepanbublii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpaiieHun JeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomarenbcTBa Poccmiickoit ®@eneparuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (nanee - 61-®3); [IpaBuia oTmycka JeKapcTBEHHBIX IPENapaToB s
MEJUIIMHCKOTO MPUMEHEHUS, B TOM YHCIE HMMYHOOHOJOTUYECKUX JIEKApPCTBEHHBIX
[IPENapaToB, aNTEYHbBIMU OPTraHU3ALUAMH, HWHAMBUAYAIBHBIMU [PEANPUHUMATEISAMH,
UMEIOLUMH JIMIEH3UI0 Ha (apMalleBTUUECKYIO JI€ATEIbHOCTh, YTBEP)KICHHbIE MPUKA30M
MunucrepctBa 3npaBooxpaHenust Poccuiickoir @enepaunu ot 11 urons 2017 r. N 403n
(3apeructpupoBan MunnctepcTBoM roctuiiuu Poccuiickoit deneparuu § centsops 2017 r.,
peructpannonuelii N 48125) (manee - IlpaBuna otmycka); Ilopsmok HazHaueHUs W
BBIMMCHIBAHUS JIEKAPCTBEHHBIX IpENaparoB, W3AETUN METUIIMHCKOTO Ha3HAYeHUs U
CMELUANIU3UPOBAHHBIX  MPOJYKTOB JIe4eOHOr0 TMHTAHUs, YTBEPXKICHHBIM INpHKa30M
MuHuncTepcTBa 31paBOOXpaHEHUs U conMabHOro pazsutus Poccuiickoit denepanuu ot 12
¢despans 2007 r. N 110 (3apeructpupoBan MuHHUCTEpCTBOM IocTHIMU Poccuiickoii
Oenepannu 27 anpens 2007 r., peructpannonubiii N 9364) ¢ u3MeHeHUsIMH, BHECEHHBIMU
npuka3oM MuHuctepcTBa 31paBooxpanenus Poccuiickoit @enepannu ot 26 despans 2013
r. N 941 (3apeructpupoBan MunuctepcTBoM roctuiiuu Poccuiickoit Degepanuu 25 UroHs
2013 r., peructpaumonHsii N 28881) (manee - HMucrpykuus); I[lepedeHp XKU3HEHHO
HEOOXOUMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX mpenaparoB Ha 2016 roj, a Takxe nepevyeHb
JEKapCTBEHHBIX IIPEMapaToB Ul MEOUIMHCKOTO MPUMEHEHHs W MHHHMMAJbHBIN
ACCOPTUMEHT JIEKapCTBEHHBIX IPernapaToB, HEOOXOMUMBIX MJIs OKa3aHUS MEIMIIMHCKON
MOMOIIHU, YTBEpKACHHbIE pacnopsokeHueM [lpaButensctBa Poccuiickoit denepanuu ot 26
nexadps 2015 r. N 2724-p (Cobpanue 3akononarenscTBa Poccuiickoit denepanuu, 2016, N
2, c1. 413) (manee - IlepeueHp JEKapCTBEHHBIX MPEMAPATOB, BXOMAAIMINX B MUHUMAJbHBIN
ACCOPTUMEHT)

1. OcymiecTBisieTcsi M OTIMYCK JIEKAPCTBEHHBIX | MyHKT 5 [IpaBui
npenapaTtoB 0e3 pelenToB B COOTBETCTBUHU C |OTIyCKa
WHCTPYKIIMSAMH 110  HX  MEIHIUHCKOMY
IIPUMEHEHHUIO?

2. OcymiecTBisieTcss U OTITYCK JIeKapCTBEHHOTO |cTaThs 46 N 61-D3;
mpenapara B NEPBUYHOM W BTOpUYHOM | yHKT 3 ctatbu 27 N
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(moTpeOUTENHCKOM) yIaKOBKax c|3-D3;

MapKUpPOBKOW? myHKT 8 [TpaBuin
OTIIyCKa
3. Hapymaercs nu  mnepBuuHas  ynakoBka |IyHKT 8 [IpaBun

JIEKapCTBEHHOTO TIperapara IpH ero OTIycke? | OTIyCKa

OrpannueHus, HajaraeMpie Ha (apMaleBTUUECKNX PaOOTHUKOB MPHU OCYIIECTBICHUU HUMH
npodeccroHanbHOM AesTensHocTH (cTaThsa 74 denepanbHoro 3akoHa oT 21 HosOps 2011 r.
N 323-®3 "O06 ocHOBax OXpaHbI 310pOBhs Irpaxkaad B Poccuiickoit denepanuu” (CoOpanue
3akoHoaarenbcTBa Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)
(manee - N 323-03)

4, dapmaneBTUYECKHE paboOTHUKHU U | IOJYHKTHI 2 U 4
PYKOBOJUTENN alITEUHBIX OpraHU3aL1il: IIyHKTa 2 cTaTbu 74
N 323-93;
nyHKT 17 IIpaBun
OTITyCKa

MOJTy4aroT JIU OT KOMIIAHUH, MPEACTABUTENS | IOJITYHKTHI 2 U 4
KOMIIaHUU 00pasibl JIEKapCTBEHHBIX | IIyHKTa 2 cTaThu 74

NpernapaToB /Ui BPYYCHUST HACEICHUIO? N 323-03;
nyHKT 17 [IpaBun
OTITyCKa
IPETOCTABIISAIOT am HACEJICHUIO | IOITYHKTHI 2 1 4

HEJIOCTOBEpHYI0O ¥  (WJIM)  HEMOJHYIO | TyHKTa 2 cTaTthu 74
nHpopmanuo o Hamuuuu JekapcTBeHHBIX [N 323-D3;
[IpernapaToB, BKJIIOYas  JieKapcTBEHHbIE | IyHKT 17 [IpaBun

npenaparel, AMEIOIINE OJIMHAKOBOE | OTITyCKa
MEXyHApOAHOE HEMAaTEHTOBAHHOE
HauMeHoOBaHue?

CKPBIBAIOT JIU HMH(OpPMAIMIO O HAIWYUH |TOJIYHKTHI 2 U 4
JICKApCTBEHHBIX IpENapaToB, HWMEIOMIMX | [TyHKTa 2 cTaThh 74
0oJiee HUBKYIO IIeHY? N 323-03;

nyHKT 17 IlpaBun
OTITyCKa

TpeboBanusi K OTHYCKY JIEKAapCTBEHHBIX IMpEmapaToB MO TpeOOBaHUAM-HAKIAIHBIM
MEJIMIIMHCKUX OpraHu3aluii, UHIUBUAYAJbHBIX TPEANPUHAMATENEH, UMEIOUX JTUIEH3UIO
Ha MEJUILNUHCKYIO JesTebHOCTD

5. Nmeercst nmu Ha TpeOOBaHUSAX-HAKIAAHBIX Ha |TyHKT 26 [IpaBun
I0JTy4Y€HHUE JIEKAPCTBEHHBIX IPENapaToB: OTITyCKa;
[Tpunoxenuem 13
riassbl [T
HNucTpykunn

mramn? yHKT 26 IIpaBun
OTITYCKa;



http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100073&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100073&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=100732&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=100742&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=101175&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=101175&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100107&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=100742&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=101175&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=101175&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100107&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=100742&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=101175&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=101175&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100107&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=100742&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=101175&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314889&dst=101175&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100107&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100136&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=141320&dst=151&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=141320&dst=151&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100136&fld=134

[Ipunoxenne N 13
raassi 111
HNucTpykuun

KpyTriiasa IIe4yaThb MEIUITUHCKON

opraHu3aIumn?

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxenue N 13
riiassl [11
HNHucrpykuun

MNOANUCh €€  PYKOBOJIUTENS
3aMECTUTEIA TI0 JIeUeOHOM YacTH?

nin €ro

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxenue N 13
riiassl [11
HNHucrpykuun

HOMCEpa, AaTbl COCTABJICHUA ,[LOI(yMeHTa?

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxenue N 13
riiassl [11
HNHucrpykuun

OTHPABUTCIIA JICKAPCTBCHHOI'O npenapaTa?

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxenue N 13
rinassl [11
NHucTpykuun

HOJTy4aTelis ISKApCTBEHHOTO IperapaTa’?

myHKT 26 IIpaBun
OTITYCKa;
[Tpunoxxenne N 13
rinassl [11

NHuctpykuun
HAaMMEHOBAHHE JICKAPCTBEHHOTO Mpenaparta |yHKT 26 [TpaBun
HAa JIATUHCKOM sI3bIke (C  yKa3aHUEM | OTITyCKa;
O3UpoBKH,  (opMmbl  BhITycKa,  Buja|l[lpumoxenue N 13
YIIaKOBKH, CIIOCO0a IPUMEHEHUS)? rnassl 111

NHucTpykunn
KOJIN4YECTBO 3aTpeOOBaHHBIX | IyHKT 26 [IpaBun
JIEKApCTBEHHBIX IpenapaToB? OTITyCKa;

[Tpunoxxenne N 13
riaassl 111

NHucTpykunn
KOJIMYECTBO M CTOMMOCTb OTITYIIEHHBIX | IyHKT 26 [IpaBun
JIEKapCTBEHHBIX MTPENapaToB? OTIIyCKa;

[Ipunoxenne N 13
riiassl [11
NHcTpykunn
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OcyuectBisieTcs
TpeOOBaHMIT-HAKIIATHBIX,
OTMYIIEHbl  JIEKAPCTBCHHBIC
TeYeHHE OJJHOT0 roaa’?

M XpaHeHue
1o KOTOPBIM

npemnapaTsl, B

nyHKT 30 [IpaBun
OTITyCKa

CobOmromaeTcss 1 3ampeT
MIEPBUYHOMN YHIaKOBKH
mperapara pH ero OTITyCKe o
TpeOOBaHUIO-HAKIAJAHON (32  HCKJIIOUYEHHEM
CcyObeKTa pPO3HUYHOW TOPrOBIH, HMEIOIIETO
JIUIICH3HIO Ha (hapManeBTHYECKYIO
ACATCIIBHOCTD C mpaBoM HU3IroTOBJICHUS
JICKapCTBEHHBIX MIPEraparon)?

Ha HapyleHue
JIEKapCTBEHHOI'O

nyHKT 31 [IpaBui
OTIIyCKa

CoOnromaercst 1M 3ampeT Ha  OTIYCK
JIEKapCTBEHHBIX MPENapaToB Mo peuentam?

nyHKT 3 [IpaBun
OTITyCKa

CobOmrojaeTcst M 3ampeT Ha HapyLIeHHe
BTOPUYHOW  (HOTPEOMTENbCKONH)  YHNAKOBKH
JEKapCTBEHHOTO  Tpemapata ©W  OTIYCK
JICKapCTBEHHOI'0  Mperapara B  IEPBUYHOU
ynakoBke?

nyHKT 8 IIpaBun
OTIIyCKa

10.

CobOmroaeTcst M 3am0peT  Ha  OTHYCK
HapKOTHYECKUX U HCUXOTPOITHBIX
nekapcTBeHHbIX TpemnaparoB Crucka II u Il
IlepeyHss HApKOTHYECKUX U TCUXOTPOIHBIX
JIEKapCTBEHHBIX MpernapaToB 1o
TpeOOBAHUAM-HAKIAJAHBIM  MHIUBUIYaJTIbHOTO
MpeaNpUHUMATENs, UMEIOIIEro JUIEH3UI0 Ha
MEUIMHCKYIO 1€ATEIbHOCTD?

yHKT 28 [IpaBui
OTIIyCKa

(mojmxHOCTL M MO OOJIKHOCTHOTO JIMIA,
MIOONMChH,

[IPOBEPOUHEI JIMCT,

BANOJIHUBIIETO
marTa)

(nosmxHOCTE M OYO IOOJIXHOCTHOTO JiMla OPUMAMYECKOTO JMla,
NpM 3aloJIHEHUM IPOBEPOYHOTO JIMCTAa,

[IpOBEPOYHEIY JIUCT
(CrIMCOK KOHTPOJIBHEIX BOIPOCOB) ,

IIPMCYyTCTBOBABIIET'O

NoOnuch, nIaTa)

[Ipunoxenne N 23

K ipukazy denepanbHON CITyKOBI

0 Ha/130py B cepe 31paBoOXpaHEHHS
ot 09.11.2017 N 9438

dopma

MCHOJIb3yeMel demepalibHOM CJIyXOOoM
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10 Ham30py B chepe 3IPaBOOXPAHEHUS UM €€ TEePPUTOPUAJILHEIMU OPTaHaMMU
IpY NPOBEeIeHUM IIJIAHOBHIX NPOBEPOK IIPM OCYLIeCTBJIeHUM QelepalibHOI'O
TOCyIapCTBEHHOTO HaAzopa B chepe obOpauleHMUs JIEKAaPCTBEHHHX CPEeAOCTB
(O’I‘HyCK n peaim3alunrd JIEKapCTBEHHBIX IIpelriapaToB IJId MEeIMIMHCKOI'O
NIPMMEHEHMUS B allTeKe NPOM3BOICTBEHHOM)

(HauMeHOBaHMEe OpTraHa, OCyleCTBJIAKILEI'O IIJIaHOBYIO npOBepKy)

1. Bun rocymapCTBEHHOT'O KOHTPOJA (Hazmsopa)

2. lIpenmerT JIaHOBOU NPOBEPKM OPUIMYECKMX JML UM MHAOMBMIYAaJIbHBIX
npennpruHuMaTesen orpaHMuYMBaeTcsa ob6g3aTelNbHEIMM TpeOoBaHUAMM, COOJIOIeHMUEe
KOTOPEIX SABJIsA€TCs HamuboJiee BHAUMMBIM C TOUYKM 3PEHMUS HEOONYHEeHMS BO3HUKHOBEHMS
YI'PO3H I[IPUUYMHEHMS Bpena XMU3HHK, 300POBBI0 TI'PaxiaH, W3JIOXKEeHHEIMM B QopMe
IPOBEPOUYHOTO JIMCTA (CHIMCKa KOHTPOJIBHBEIX BOIIPOCOB) .

3. HamMeHOBaHMEe HPUIOMYECKOTO JMLa, QaMmMIMsa, MMS, OTUYECTBO (IpM HaJIMduM)
VHOVMBMIYAJbHOTO INPENNPUHUMATEIA:

4. MecTO NpOBEIEeHMA IJIAHOBOM NPOBEPKM C BalOJIHEHMEM IPOBEPOYHOI'O JIMCTA:

5. PexBM3UTH [IpMKaza O POBEIOEHMUM IIJIAaHOBOM MNPOBEPKM: OT

N .
6. VYUeTHB HOMEpP MNPOBEPKM U HaTa IPUCBOEHUS YyUETHOI'O HOMepa IIPOBEPKU B
EOovHOM peecTpe MNPOBEPOK:
7. JOJIXHOCTE, bammnmsa u MHULIMAJIBE OOJIXKHOCTHOT'O JnLa (J10a11)
NPOBOOAWETO (MX) IMIJIAHOBYK NPOBEPKY :
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTpaxXallMx CcoIepxaHue oO0g3aTeJIbHEX TpeboBaHUM,

OTBET Ha KOTOPHEE ONHO3HAYHO CBUIETEJBECTBYET O COOJIONEHUM UJIIM HeCOOJIOOeHMU
OPUINYECKYM JIMLIOM, MHIAMBUIYAJIBHEM I[IPEINPMHMMATEJIEM ODsa3aTeJIbHEIX TpeOoBaHMI,
COCTaBJIANIMX [IPEeIMEeT MNPOBEPKM:

N Bomnpocsl, oTpaxaroiine coep;kanue PexBu3uThI BriBog o
/o 00s13aTeNbHBIX TPeOOBAHMIA HOPMAaTHUBHBIX BBITIOJIHEHUU
MPaBOBBIX aKTOB, C | TpeOOBaHUU

yKa3aHUEeM UX
CTPYKTYPHBIX Aa HET
€/IMHUIL, KOTOPHIMU
YCTaHOBIICHBI
o0s13aTeNnbHBIC
TpeOOoBaHUS

®enepanbhbiii 3akoH oT 12 ampens 2010 r. N 61-®@3 "O6 obparmienun JieKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenscTBa Poccuiickoit denepanuu, 2010, N 16, ct. 1815;
2016, N 27, ct. 4283) (manee - 61-®3); OenepanbHblii 3akoH oT 8 sHBaps 1998 r. N 3-D3
"O HapKOTHYECKHUX CPEACTBAX U MCUXOTPOMHbBIX BemecTBax" (CoOpaHue 3aKOHOIATEIHCTBA
Poccwuiickoit @eneparuu, 1998, N 2, cr. 219; 2016, N 27, cr. 4238) (manee - N 3-D3);
[IpaBuna ormycka JieKapCTBEHHBIX MpENapaTroB sl MEAUIMHCKOIO MPUMEHEHHs, B TOM
qyclie UMMYHOOHOJIOTHYECKHUX JIEKApPCTBEHHBIX MpPENnapaToB, alTEYHbBIMU OPTraHU3ALUIMU,
WHAVNBUAYATHHBIMU TPEIIPUHAMATEISIMEA, UMEIOIIUMH JIUIEH3UI0 Ha (hapMarleBTHUECKYIO
NEeATEIbHOCTh, YTBEP)KJIECHHBIE INPUKa3oM MHUHHCTEpCTBA 3/paBOOXpaHeHus Poccuilckoin
@eneparuu ot 11 mrona 2017 r. N 4031 (3apeructpupoBaH MHUHHCTEPCTBOM IOCTULIUU
Poccuiickoit ®denepanun 8§ centsaops 2017 r., peructpanuonusii N 48125) (manee -
IIpaBmia ormycka); Ilopsnok Ha3HaueHUs U BBINUCHIBAHUS JIEKAPCTBEHHBIX IIPENapaToB,
U3JIeNU MEAMIIMHCKOTO Ha3HAUeHHUS U CHEHUATU3HPOBAHHBIX MPOIYKTOB JE€U4eOHOTO
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MUTaHUs, YTBEPKIECHHBIM mNpukazoM MUHHCTEPCTBA 3ApaBOOXpPAHEHUS M COLHUAIBHOIO
pasButus Poccuiickoit @enepauuu ot 12 ¢espans 2007 r. N 110 (3apeructpupoBan
MunuctepctBoM toctuniu Poccuiickoit @enepanuu 27 anpens 2007 ., perucTpaldOHHbINA
N 9364) c u3MeHEHHUsMH, BHECEHHBIMHM IpPUKAa30M MMHHUCTEPCTBA 3PaBOOXPAHEHUS
Poccutickoit @eaepanmu ot 26 deBpans 2013 r. N 94n (3apeructpupoBad MUHHUCTEPCTBOM
roctuiin Poccuiickoit @eneparuu 25 utons 2013 r., peructpanuonnsii N 28881) (nanee -
Wunctpykuus); IlepeyeHb HapKOTHUECKHX CpPEJICTB, ICUXOTPONHBIX BEHIECTB M UX
IIPEKyPCOpPOB, NoMIekamux KoHTpoto B Poccuiickoii ®enepauuu, yTBEP:KICHHBIN
nocranoBieHueM IIpaBurensctBa Poccuiickoit depeparuun ot 30 urons 1998 r. N 681
(Cobpanwue 3akonomarenscTBa Poccuiickoit @eneparuu, 1998, N 27, ct. 3198; 2017, N 33,
ct. 5182) (mamee - IlepeueHb HAPKOTHMYECKMX M IICUXOTPONHBIX JIEKAPCTBEHHBIX
npenaparoB); @DopMbl OJIAHKOB pPELENTOB, COACPXKAIIMX HA3HAYCHHWE HAPKOTUYECKUX
CPEICTB WM TCUXOTPOMHBIX BEIIECTB, MOPSIJAOK HUX HW3TOTOBICHUS, paCHpeesICHuUs,
perucTpanyy, yuera 1 XpaHeHus, a TakKe IpaBuiIa 0OpMIICHHS, YTBEPKICHHBIE TPUKA30M
MunuctepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 54n
(3apeructpupoBan MunuctepctBoM toctunin Poccuiickoit @enepamnuu 15 aprycra 2012 r.,
peructpanronHbii N 25190) ¢ w3MEHEHHMsIMHU, BHECCHHBIMU IpPUKa30oM MUHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254H (3apeructpupoBaH
MunuctepctBoM roctuiuu Poccuiickoit deneparuu 18 urons 2016 r., peructpanimoHHbiil N
42887) (manee - mpuka3z N 54); [lopsaok Ha3HAYEHUST U BBINMHMCHIBAHMS JIEKAPCTBEHHBIX
MpernapaToB, a Takxke GopM pPeleNTypHbIX 0JIaHKOB Ha JIEKapCTBEHHBIE MPEnapathl, MOPsII0K
oopmIIeHHsT YKa3aHHBIX OJIAHKOB, WX YyuYeTa W XPaHCHHs, YTBEPXKJICHHBIH MPUKA30M
MunucrtepcTBa 3apaBooxpaHeHust Poccuiickoit @eneparuu ot 20 gexadbpst 2012 r. N 11751
(3apeructpupoBan MunuctepctBoMm roctuiuu Poccuiickoit @enepannu 25 urons 2003 r.,
peructpanroHHbii N 28883) ¢ W3MEHEHHMsIMHU, BHECCHHBIMU IpUKa30oM MUHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254H (3apeructpupoBas
MunuctepctBoM roctuiiuu Poccuiickoit ®enepanuu 18 utons 2016 r., peructpaiiioHHBIN N
42887) (nanee - [lopsimok Ha3HAYEHUs U BhITUChIBaHUsA); [lepeueHb JeKapCTBEHHBIX CPEJICTB
JUIS  MEIUIIMHCKOTO MPUMEHEHHsI, MOAJeKAIUX MPEeIMETHO-KOJIMUYECTBEHHOMY YUeTy,
YTBEPKICHHBIN pHKa3zoM MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 22
ampens 2014 1. N 183n (3apeructpupoBaH MUHHUCTEPCTBOM FOCTUIIMU Poccuiickoi
@Oenepanuu 22 uronst 2014 r., peructpaunonssii N 33210) ¢ u3MeHEHUSIMH, BHECEHHBIMU
npuka3zoM MuHHCTEepCTBa 3paBooxpaHeHust Poccuiickoit ®deneparuu ot 10 centsadps 2015
r. N 634un (3apeructpupoBaH MuHnuctepctBoM toctuiuun Poccuiickoit Denepamuu 30
centsiops 2015 r., peructpammonHbii N 39063) (mamee - IlepedeHpb JeKapCTBEHHBIX
cpenacts); Ilopsanox ormycka (U3MYECKMM JIMIAM JIEKAPCTBEHHBIX IPENapaToB s
MEIUIIMHCKOTO TPUMEHEHHUS, COJAEpKAIlUX KPOME MallbIX KOJUYECTB HAPKOTHUYECKUX
CPEICTB, ICUXOTPONHBIX BEUIECTB M HUX MPEKypcoOpoB Jpyrue (apMakoJIOTHYECKue
aKTUBHBIE BEIIECTBA, YTBEPXKACHHBIM MpukazoM MUHUCTEPCTBA 3IPaBOOXpPAHEHUS U
couuanbHoro pasButusi Poccuiickoit ®enepaumn or 17 mas 2012 1. N 562
(3apeructpupoBan MuHHCTepcTBOM IocTuiinu Poccuiickoir ®denepanmu 1 utons 2012 r.,
peructpauvoHHeli N 24438) ¢ W3MEHEHMSIMH, BHECEHHBIMH INpUKa3oM MUHHUCTEpCTBA
3npaBooxpanenuss Poccuiickoit ®epepammu ot 10 centsops 2015 r. N 634n
(3apeructpupoBan MunucrepctBoM roctuuuu Poccuiickoit denepanum 30 centsops 2015
r., peructpanuonubii N 39063) (manee - mopsaok); [lepedyens )kuM3HEHHO HEOOXOAUMBIX U
BaKHEHMIINX JIEKapCTBEHHBIX IpenapaToB Ha 2016 rox, a Takke NepeueHb JEKapCTBEHHBIX
mpernapaToB  JUid  MEAMIMHCKOIO NPUMEHEHHWS W MHUHUMAJbHBIH  aCCOPTHMEHT
JIEKapCTBEHHBIX IPEMapaToB, HEOOXOMWMBIX I OKa3aHUsS MEIAUIIMHCKOW TOMOIIIH,
yTBepKAeHHBIC pacropsbkeHreM [IpaButenscTBa Poccuiickoit denepanuu ot 26 nexadps
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2015 r. N 2724-p (Cobpanue 3axkoHomarenbctBa Poccuiickoit @enepanuu, 2016, N 2, cr.
413) (nmamee - IlepeyeHb JIEKapCTBEHHBIX MPENAPATOB, BXOAAIIMX B MHUHHMAJIbHBIN
accoptumeHnTt); [lepeuenp nomkHOCTE (apMalleBTUYECKUX M MEIULUHCKUX PAaOOTHHUKOB B
OpraHu3aIMsIX, KOTOPHIM IPEIOCTABICHO MPAaBO OTIyCKa HAPKOTHYECKUX JIEKAPCTBEHHBIX
MpernapaToB M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IMpenapaToB (U3UYECKUM  JIHIIAM,
YTBEpKACHHBIA IpuKazoM MuHnucrepcta 3apaBooxpanenus Poccuiickoit @enepannu ot 7
cenTsiops 2016 r. N 681u (3apeructpupoBaH MMHHCTEPCTBOM IOCTULIMU Poccuiickoi
Oeneparnn 21 centsiops 2016 r., peructpanuonHsii N 43748) (manee - Ilepeuens
JOJKHOCTEH )

1. |Ormyckarorcs B0’ HapKOTUYECKUE u | myHKT 3 [IpaBun
MICUXOTPOIHBIEC JIEKAPCTBEHHBIE IMpenapaThl IO | OTIyCKa
peuenTtam?

2. |Otmyckatorcss 1 UMMYyHoOuWosorunyeckue | myHKT 3 [IpaBun

JIEKapCTBEHHBIC TIpenaparsl Mo penentam? OTIyCKa

3. | Ormyckatorcst I HapKOTUYECKUE n | myHKT 4 IIpaBun
IICUXOTPOIIHBIE  JIEKAPCTBEHHBIC IIPEIApAThl, | OTIIYCKA;
BHECEHHBIE B Cmmcok  1II [epeunst | mpunoxenns N 1 u 2
HapKOTUYECKUX u NICUXOTPONHBIX | K ipukasy N 54H
JIEKAPCTBEHHBIX IIpenaparos, pu

IIPEIBSABICHUN PELENTOB, BBHINMCAHHBIX Ha
peuentypHsix Onankax ¢opmel N 107/y-HII,
yTBEPkKACHHOM npuka3oM N 54H?

4. | Ornyckarorcs M NICUXOTPONHBIE | TyHKT 4 [TpaBuin
JIEKApCTBEHHBIE IIpErapaThl, BHECEHHBIE B |OTIIYCKa;
Crucox III' Ilepeuns Hapkornueckux | |myHKT 9 [lopsnka

TICUXOTPOITHBIX JIEKAPCTBEHHBIX TIPENapaToB,
IIPU TPEAbSBICHUN PELENTOB, BBHIMMCAHHBIX HA
peuentypHbix Omankax (opmsl N 148-1/y-88,
yTBEPkKACHHOH npuka3zoM N 54H?

Ha3Ha4YCHHUA U
BBIIIMCBIBAHUA

5. | Ormyckatorcst I HapKOTUYECKUE n | nyHKT 4 IIpaBun
IICUXOTPOIIHBIE  JICKAPCTBEHHBIE  IIPENAPaTHhI | OTITYCKA;
Crucka Il Ilepeuns Hapkoruueckux | |myHKT 9 [lopsnka

MICUXOTPOMHBIX JIEKAPCTBEHHBIX MpENapaTroB B
BUJE TPAHCACPMAIbHBIX  TEPANEBTHUYECKHUX
CUCTEM  TpH  NOPEIBbSABICHUM  PELEINTOB,
BBINHUCAHHBIX HA PEHENTYPHBIX OJTaHKaX (GOPMBI
N 148-1/y-88, yrBepkneHHoi mnpukazom N

Ha3Ha4YCHHUA U
BBIIIMCBIBAHUA

54u?

6. |OTtmyckaroTcsl JH JIEKapCTBEHHBIE TpenapaTsl, | yHKT 4 [IpaBui
BKJIIOYEHHbIE B IIEpEYEHb JIEKAPCTBEHHBIX | OTITYCKa;
CPEICTB IS MEIUUUHCKOTO mpumeHeHwus, |paszaeinst [; I1; 11
NoJUIeXalux  MpeIMEeTHO-KoJInyecTBeHHOMY | [lepeuns
y4yeTry, Hpu  HPEeabsABICHUM  PELENTOB, |JIEKapCTBEHHBIX
BBINMCAHHBIX HA PELENTYPHBIX OJaHKaxX (OPMBI | CPECTB

N 148-1/y-88, yrtBepxaeHHOH mpukazom N
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54n?

OTnyckaroTcst 1M JIEKApCTBEHHBIE MpenapaTsl,
obnamaromue aHaOOJMYECKOH aKTUBHOCTHIO,
IIPU TPEAbSBICHUN PELENTOB, BHIMMCAHHBIX Ha
peuentypHbix Onankax (opmbr N 148-1/y-88,
yTBEPkKACHHOM npuka3zoM N 54H?

1. 4 IlpaBun
OTITYCKa;

MOAMYHKT 3 MyHKTa
9 Mopsinka
Ha3HA4YCHUS U
BBIIMCBIBAHUS

OTnyckaroTcsl U JIEKapCTBEHHbIE Ipernaparsl,
colepiKallie  KpOME€  MalbIX  KOJINYECTB
HAapKOTHYECKUX  CPEICTB,  ICHUXOTPOITHBIX
BELIECTB M  HUX  IPEKYypCcOpoOB  JIpyrue
(hapMaKoJOrnyecKue akTUBHBIE BEILECTBA, IIPU
NPEIbsSBICHUM PELENTOB, BBIIMCAHHBIX Ha
peuentypHbix Onankax (opmbr N 148-1/y-88,
yTBEPkKACHHOM npuka3zoM N 54H?

yHKT 4 [IpaBun
OTIIYCKa;
MYHKT 5 MOpsAIKa

OcymiecTBisieTcss M OTIYCK JIEKAPCTBEHHBIX
npenaparoB 0e3 perenToB B COOTBETCTBHH C
UHCTPYKIMAMU 1O  HUX  MEAMLUHCKOMY
MIPUMEHEHHUIO?

nyHKT 5 I[IpaBun
OTIIyCKa

10.

OcymiecTBisIeTcsl M OTIYCK JIEKapCTBEHHBIX
[IPENapaToB B TEYEHHUE YKA3aHHOI'O B peLenTe
CpOKa €ro JAeicTBHs?

yHKT 6 [IpaBun
OTIIyCKa

11.

B ciywae oTcyTcTBHS  JIEKapCTBEHHOTO
rpenapara MPUHUMAETCAd JIM  PEUenT Ha
00CITyKUBaHUE B CIEAYIOIIUE CPOKU:

nyHKT 6 [TpaBun
OTITyCKa

perenT ¢ moMeTkou "statim" (HEMEIEHHO)
oOciy>)kxnBaeTcst B~ TEYEHHE  OJIHOTO
pabodero AHS co AHS OOpalleHus JIHla K
CyOBEKTY PO3SHUUHOUN TOproBin?

nyHKT 6 [TpaBun
OTITyCKa

perient ¢ moMeTkod "cito" (cpouHO)
o0CITy’)KMBaeTCsl B TEUEHHE JBYX paboumx
JHEN co THS OOpalieHus JIMIa K CyObeKTy
PO3HUYHOU TOPTOBIU?

myHKT 6 [TpaBun
OTIyCKa

peuenTt Ha JICKapCTBEHHBIM Mpemnapar,
BXOJSIIMA B MUHHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MpernaparoB IS
MEIUIIMHCKOTO TIPUMEHEHHs, HEOOXOTUMBIX
JUIS  OKa3aHWsA MEIMIIMHCKOM ITOMOIIIH,
00CITy’)KMBaeTCs B TE€UEHUE MATH pPaboumx
JIHEN co qHS oOpalleHus JIUla K CyObeKTy
PO3HUYHOI TOProBiIu?

nyHKT 6 [TpaBun
OTITyCKa

12.

OO0cmyKuBaeTcst I perenT Ha JICKapCTBEHHBIN

nyHKT 6 [IpaBun
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mpenapar, OTIyCKaeMblii O€CIUIaTHO WJIH CO
CKHUIKOM M HE BONICAIIMA B MHUHUMAIbHBIN
ACCOPTUMEHT JICKAPCTBEHHBIX MpenapaToB IJIst
MEIUIIMHCKOTO TPUMEHEHUsS, HEOOXOIUMBIX
JUIS  OKa3aHWs MEIMIMHCKOM IIOMOINM, B
TEYEHUEe JeciITH pabouux JAHEHM co JAHsS
oOpamieHusi JMIma K CYOBEKTy PO3HUYHOMN
TOpProBau?

OTITyCKa

13.

O06cayxuBaroTCS M peLenThl Ha
JIeKapCTBEHHbIC MpernapaThl, Ha3HAYaeMbIe I10
pEelIeHuI0 BpayeOHOW KOMHUCCUHM, B TEYCHHUE
ISITHAIATH PaboYuX JHEW COo THS OOpaleHUs
JMIA K CyOBEKTY PO3ZHUYHON TOPTOBIIU?

myHKT 6 [TpaBuin
OTIIyCKa

14.

OTnyckaroTcst M JIEKapCTBEHHbIE IpenapaThl
II0 peUenTaM ¢ UCTEKIIMM CPOKOM JEHCTBUA?

yHKT 6 [IpaBun
OTIIyCKa

15.

OcymuiecTBisieTcsi JIM TMPH HCTEYCHUH CpOKa
JICUCTBUS pelenTa B MEPUOJ HAXO0XKACHUSA €ro
HAa OTCPOYCHHOM  OOCITYy)XKMBaHHUU  OTITyCK
JICKapCTBEHHOTO  Mperapara [0  TaKOMYy
penenty (6e3 ero nepeodopmieHus)?

nyHKT 6 [IpaBun
OTITyCKa

16.

OTnyckaroTcs 11 JIEKApCTBEHHBIE MPENapaThl B
KOJIMYECTBE, YKA3aHHOM B penente?

nyHKT 7 [IpaBun
OTITyCKa;
npwioxkenus N 1 n
N 2 IMopsinka
Ha3HA4YEeHUS U
BBIITMCHIBAHUS

17.

Otnyckaer nu (hapManeBTHUYECKUH PabOTHUK
MpEeAENIbHO JOMYCTUMOE UM PEKOMEHJOBAaHHOE
KOJIMYECTBO JIEKAPCTBEHHOI'O IMperapaTa Juis
BBIIIMCBIBAHUA  HA  OJWH  peuenT  mnpu
MPEAbSIBJICHUN  pelenrta ¢  IPEBBIIICHHEM
MpeAesIbHO JIOITy CTUMOTO W
PEKOMEHI0BAaHHOTO KOJIMYECTBA
JIEKApCTBEHHOT'0 Tpemnapara AJig BbIMUChIBAaHUS
Ha  OJWH  peuent C  MPOCTABJICHHEM
COOTBETCTBYIOIIEH OTMETKH B peliente?

yHKT 7 [IpaBun
OTIIyCKa

18.

OcyuecTBisieTcs M OTIYCK JIEKAPCTBEHHOTO
mpernapara B HEpBUYHOM W BTOPUYHOM
(moTpeOuTenbCeKoi) YIIAaKOBKax c
MapKHUPOBKOM?

cratbs 46 N 61-D3;
nyHKT 3 ctathu 27 N
3-D3;

nyHKT 8 [TpaBun
OTITyCKa

19.

Hapymaercs nu  mepBuyHas  yMakoBKa
JIEKapCTBEHHOI'O IIperapara IpHu ero OTIycKe?

nyHKT 8 IIpaBun
OTITyCKa
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20.

[IpocTaBnsieTcs au mpu OTITyCKe
JIEKapCTBEHHBIX IIPENApaTOB HA PELIENITE
OTMETKa 00 OTIyCKE JIEKapCTBEHHOIO
Ipenapara ¢ yKa3aHHeM:

nyHKT 9 [IpaBun
OTITyCKa

TOProBoro HAaWMMCHOBAHUA, JO3UPOBKHU U
KOJIMYECTBA OTIYIIEHHOTO JEKAapPCTBEHHOTO
npenapara?

yHKT 9 [IpaBun
OTIIyCKa

dbamuiuy, UMEHH, OT4eCTBa (IPU HATMYUK)
MEAULMHCKOIO pabOTHHKAa B  Cllydasx,
yKa3aHHbIX B a03alle 4eTBEpPTOM IyHKTa 7 U
abzane TpetheM myHkTa 10 IlpaBun
oTmycka?

yHKT 9 [IpaBun
OTIIyCKa

PEKBU3UTOB JIOKyMEHTA, YIAOCTOBEPSIOILIETO
JUYHOCTh auna, IIOJIyYHBILErO
JIEKapCTBEHHbI  IpemapaTr, B  Ciydae,
ykazanHoM B nyHkTe 20 ITpaBui ormycka?

yHKT 9 [IpaBun
OTIIyCKa

(dbamMuIuM, UMEHH, OTYECTBA (IIPU HATUYHMH)
(hapmareBTUIeCcKoro paboTHHKA,
OTITyCTUBLIETO JIEKAPCTBEHHBIN Npenapar, 1
€ro MoJnucu?

nyHKT 9 [IpaBun
OTITyCKa

JAaThI OTITYCKa JIEKapCTBECHHOI'O npenapaTa?

nyHKT 9 [IpaBun
OTITyCKa

21.

BosBpamaercss M pemnent ¢ OTMETKOW TIpH
OTIyCKE JIEKAPCTBEHHBIX MpEmnapaToB IO
pelenTy, BHIMMCAaHHOMY Ha pElenTypHOM
omanke Qopmer N 107-1/y, yTBepKaeHHOM
npukazoM N 54H, Cpok JeHCTBUS KOTOPOTO
COCTaBISIET OJMH roj?

nyHKT 10 IIpaBun
OTITYCKa;
npuioxenue N 2
ITopsinka
Ha3Ha4YCHUs U
BBINHCBIBAHUSA

22.

[lepenaercs M dbapmaleBTUYECKUM
paboTHHKOM vy, npuoOpeTaromeMy
(momyyaronieMy) JEKapCTBEHHBIE MpenapaThl
M0 pelenTy, BBITUCAHHOMY Ha PELUenTypPHOM
omanke  gopmer N 148-1/y-04 (),
yTBepKAeHHON npukazoM N 54H, unu Gopmbl
N 148-1/y-06 (), yTBepkaeHHO# mpukazomM N
54H, 3aNI0JTHEHHBIN KOPEIIOK TaKOTo perenta?

nyHKT 11 IIpaBun
OTITyCKa

23.

[IpocraBnsercs m pu OTIIyCKE
HapKOTHYECKOTO u IICUXOTPOITHOTO
nekapcTBeHHoro npenapata Crnucka Il I[lepeuns
HapKOTHYECKUX " IICUXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaToB Ha penente o0
OTIIyCKE JIEKAPCTBEHHOI'O IIpernapara Iedarb
OpraHM3alyy, B KOTOPOM YKa3aHO IIOJIHOE

nyHKT 12 IIpaBun
OTIyCKa
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HavMEHOBaHME (MTPU HATMYUHU T1eYaTH)?

24. |Ha  penente wiM  Kopemke — peuenta|nyHKT 13 IIpaBui
yKa3bIBaeTCs JIM TOYHOE BpeMs (B 4acax U |OTIyCKa
MUHYTaX) OTIyCKa HMMMYHOOHMOJIOTHYECKOTO
JIEKapCTBEHHOI'0 Ipernapara?

25. |OtmyckaroTess T UMMyHOOHoiorudeckue | myHKT 13 TIpaBui
JICKapCTBEHHbIE IpernapaTbl MpU  HAJIWYMU | OTIYCKA
CIEIMaJILHOTO TEPMOKOHTEHHEpa?

26. [Ocratotcst W XpaHaATcs JH Yy CyObekTa|myHKT 14 [IpaBun

O6paH_IeHI/I$I JICKApCTBCHHBIX CPCACTB PCLCIITHI

OTITyCKa

(c ormerkoil "JlekapcTBeHHBIH mpenapar

oTmyuieH") Ha:
HapKOTUYECKUE " IICUXOTpONHBIE | TyHKT 14 IIpaBun
nekapcTtBeHHble npenapatel  Crnmcka 1| ormycka

[lepeuHss HAPKOTUYECKUX U MCHUXOTPOIHBIX
JICKapCTBCHHBIX IPENapaTroB - B TCUYCHUE
ATU JET?

TICUXOTPOIHBIC JIEKAPCTBEHHBIC MpErapaThl
Croucka III Tlepedynss HapKOTHYECKUX U
MICUXOTPOITHBIX JIEKAPCTBEHHBIX
[IPErnapaToB - B TEUCHUE MATH JIET?

nyHKT 14 IIpaBun
OTIyCKa

JIEKapCTBEHHBIE TMpernaparhbl, OTIycKaeMmble
OECIUIaTHO WM CO CKUAKOH, - B TEUCHHE
Tpex JjeT?

nyHKT 14 [IpaBun
OTITyCKa

KOMOWHUPOBaHHbIE JIeKapCTBEHHBIE
IpenapaTsl, COJAEpKallMe HapKOTUUYECKHE
CpeAcTBa MM IICUXOTPOIIHBIE BEIIECTBA,
BHeceHHble B Crmcku II u Il Ilepeuns
HapKOTHYECKUX u MICUXOTPOITHBIX
JIEKapCTBEHHBIX [IpenapaTos,
M3rOTOBJICHHbIE B alITEYHON OpraHU3aluy, -
B TEUEHUE TPEX JeT?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBEHHbIE IIpenaparsl, 0O0Iaaomye
aHa0OINYeCKOW aKTUBHOCTHIO, - B TCUCHHE
Tpex jner?

nyHKT 14 IIpaBun
OTIyCKa

JICKApCTBCHHBIC Mperaparbl, ITOAJICKAIINUEC
MPEAMETHO-KOJIMYECTBEHHOMY YUYeTy, - B
TEYEHHE TpeX JeT?

nyHKT 14 [IpaBuin
OTIIyCKa

JIEKapCTBEHHbIE TMpemapaTbl B  KHUJIKOU
JexapcTBeHHOH (opme, coneprkamue Oosee
15% stunoBoro cnupra oT 06beMa roToBOI
MPOIYKIIMH, - B TEUEHUE TPEX MECSIEB?

nyHKT 14 [IpaBun
OTITyCKa
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VHBIE JIEKapCTBEHHbBIE npemnaparsl, | TyHKT 14 [IpaBun
OTHOCALIHECH o ATX K | OTITyCKa
aHTUIICUXOTUYECKUM  cpeacTtBaM  (KOJ
NO5A), ankcuonutukam (kox NO5SB),
CHOTBOPDHBIM U CEIAaTUBHBIM CpEICTBaM
(xom NO5C), anrtuaenpeccantam (Ko
NO6A) u HE [MoJIeKaIIe
MPEAMETHO-KOJIMYECTBEHHOMY YyuYeTy, - B
TEUECHHUE TPEX MECSILICB?

27. |OTMeuaroTcsl M pEeLeNnThl, He YKa3aHHble B |MyHKT 15 [IpaBun
nynkre 14 IlpaBun  oTmycka, IITaMIIOM | OTIIycKa
"JlekapcTBEHHBIN IpenapaT OTHyIieH"?

28. |BosBpamaroTcss 1M penenTsl, He yKa3zaHHbIe B |myHKT 15 [IpaBun
nyukre 14 IlpaBun  oTmycka, — JuIy, | OTIyCKa
MOJIyYUBIIEMY JIEKAPCTBEHHBIN npenapat?

29. |Hwmeercs R0 KypHa, B KOTOpOM | yHKT 15 ITpaBui
PErUCTPUPYIOTCA PELENThbl, BBINHCAHHBIE C|OTIyCKa
HapyueHueM [IpaBuil oTIycka, ¢ yKa3aHUEM:

BBISIBICHHBIX HapylmeHuid B odopmieHuH | myHKT 15 [IpaBui
penenta? OTITyCKa

(dbaMuiIy, UMEHHU, OTYeCTBa (MPU HAIU4HHK) | TyHKT 15 [IpaBun

JIU1A, BBITUCABIIETO PEIEnT? OTITyCKa
HAUMEHOBAHUSA MEeIUIIMHCKOM | yHKT 15 TlpaBun
OpraHu3auun? OTIyCKa

nyHKT 15 [IpaBun

MIPUHATHIX Mep? ormycka

OrpannueHus, HajaraeMple Ha (apMaleBTUUECKUX PaOOTHUKOB MPHU OCYIIECTBIECHUU MU
npodecCHOHAIBHON AesITeNbHOCTH (cTaThs 74 denepanpHOro 3akoHa oT 21 HosOps 2011 r.
N 323-03 "O06 ocHOBax OXpaHbI 310pOBhs rpaxkaad B Poccuiickoit denepanuu" (Cobpanue
3akoHoatenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)
(manee - N 323-03)

30. MOJITYHKTHI 2 1 4
IIyHKTa 2 cTaTbu 74
dapmaneBTHYECKHE PAOOTHUKH U Ny323- O3:
KOBOJIUTEJH allTEYHbIX OpraHU3alui: ’
py A p t nyHKT 17 IIpaBun
OTITyCKa

MOAMYHKTHI 2 U 4
MOJYYaroT JIU OT KOMIIAaHHUHM, MIPEICTABUTEIN | TyHKTa 2 CTaThu 74
KOMITAaHUH 00pa3ipl nexkapcTBeHHBIX | N 323-D3;
IIPENapaToB JyIsl Bpy4€HUsl HACEJIEHUIO? nyHKT 17 IIpaBun
OTITyCKa
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IPEJOCTABIISAIOT Y HACEJICHUIO
HEJOCTOBEPHY0O W (MIM)  HEIOJIHYIO
MHPOPMALMIO O HAIUYUU JICKAPCTBEHHBIX
IIPENnapaToB, BKJIIOYas  JIEKAPCTBEHHbBIE
npenaparsl, UMeroIue OJIMHAKOBOE
MEX1yHapOaHOE HENaTEHTOBAaHHOE
HaVMEHOBaHHE?

MOAIMYHKTHI 2 1 4
IIyHKTa 2 cTaThu 74
N 323-03;

nyHKT 17 IIpaBun
OTIyCKa

CKPBIBAIOT JIK WHPOPMALMIO O HAIUYUU
JICKapCTBEHHBIX  MpPENapaToB, HMMEIOIIUX
0oJiee HU3KYIO IIeHY?

MOAMYHKTHI 2 1 4
IIyHKTa 2 cTaTtbu 74
N 323-03;

nyHKT 17 IIpaBun
OTIyCKa

TpeboBaHusi K OTIYCKY HApKOTUYECKUX M TICHUXOTPOIHBIX JIEKAPCTBEHHBIX MpPENapaTosB,
JIEKapCTBEHHBIX  IpernapaTroB, 00JaJarolMX aHAaO0OJIMYECKOW  aKTHBHOCTBIO,
JIEKApCTBEHHBIX IIPENapaToB, MOMJIEKAIINX PEAMETHO-KOJIUYECTBEHHOMY YUETy

HHBIX

31.

OcyiecTBisieTcs d OTMYCK HApKOTUYECKUX H
TICUXOTPOITHBIX  JICKAPCTBEHHBIX IPEIapaToOB
(bapmareBTHUECKUMHU paboTHUKaMH,
3aHUMAOIIMMHU  JOJDKHOCTH, BKJIFOYCHHBIC B
[lepeuyens gomxHOCTEM?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JIOJKHOCTEN

32.

OcymiecTBisieTcss M OTIYCK JIEKapCTBEHHBIX
mpernapaToB, oOjajaloluX aHaOOIMYecKoi
aKTUBHOCTHIO, (bapMarieBTHUECKUMHU
pa6OTHI/IKaMI/I, 3aHUMaroIIuMu JOJIKHOCTH,
BKJIIOYeHHBIE B [lepedens nomxHOCTEH?

nyHKT 19 [IpaBun
OTITyCKa;
IIepedyenn
JOJKHOCTEMN

33.

OcymiecTBisieTcsl JId OTIYCK JIEKapCTBEHHBIX
MpenapaTos, MO IJIeXKAITIX
MPEAMETHO-KOJIMYECTBEHHOMY yYery,
(hapMareBTHUECKUMHU pabOTHHUKAMH,
3aHUMAIOIIMMU JIOJDKHOCTH, BKIIIOYEHHBIE B
[Tepeuens gomxHOCTEN?

nyHKT 19 IlpaBun
OTITyCKa;
IIepedyenn
JOJKHOCTEMN

34.

OTtnyckaroTcst M HApPKOTUYECKUE u
IICUXOTPOIHBIE  JIEKAPCTBEHHBIE  Ipenaparhbl
Croucka Il TlepeyHs HApKOTHUYECKHUX H
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpENapaToB
npu npeIbsIBICHUH JTIOKYMEHTA,
YAOCTOBEPSIOILIETO JIUYHOCTb, Ty,
yKa3aHHOMY B pelente, ero 3aKOHHOMY
MPEJCTAaBUTENIO  WIM  JIMIy, HMEIIEMY
0 OpMIIEHHYIO B COOTBETCTBUU c
3aKkoHOarensCcTBOM Poccuiickonn ®enepanuun
JIOBEpEHHOCTh HA TIPAaBO TOJNYYEHHUS TaKUX
HapKOTUYECKUX U MCUXOTPOIHBIX
JIEKapCTBEHHBIX MPenapaToB?

nyHKT 20 [IpaBun
OTITyCKa
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35. | Bwimaercs am mocie OTImycKa HapKOTHYECKUX U | MyHKT 22 [IpaBun
MICUXOTPONHBIX JIEKAPCTBEHHBIX IPENapaToB | OTIyCKa

Cmucka II u Il Tlepeduns HapKOTHYECKHX H
MICUXOTPONHBIX JIEKAPCTBEHHBIX IpEnapaToB
CUTHATypa C >KEJITOM MOJIOCOM B BEPXHEH YacTH
W HAANUChIO YepHbIM MmpudToM HA HEH
"Curnarypa', B KOTOPOU YKa3bIBaIOTCS:

HaMMEHOBaHME M aJpec MECTOHaXOKIeHus | myHKT 22 [IpaBun
cyObekTa  oOpamieHus  JIeKapCTBEHHBIX | OTIYCKa
cpeacTs?

nyHKT 22 [IpaBuin

HOMEp U J1aTa BBIIMCAHHOTO peuenTa?
OTITyCKa

dbamunusi, uMs, oT4yecTBO (HpU Hanuuum) | myHKT 22 [TpaBun
auna, Ul KOTOpOro  NpeJHAa3HA4eH | OTIyCKa
JIeKapCTBEHHbIN Mpernapar, ero Bo3pact?

HOMEP MEAMIMHCKOM KapThl NalUeHTa, |IyHKT 22 [IpaBun
MIOJIyYarolEero MEJULUHCKYI0 IIOMOLIb B |OTIIyCKa
aMOyJIaTOPHBIX YCJOBHSIX, JUIsI KOTOPOTO
IIpeIHAa3HAuYEH JIEKApCTBEHHBIN Ipenapar?

bamunus, UM, OTYECTBO (NMpH Hanmu4uu) | MyHKT 22 [IpaBun
MEJULUHCKOr0 pabOTHHKA, BBIMMCABLIETO | OTITyCKa
pelenT, ero KOHTakTHBIA TenedoH rbo
TesneOoH MEAUIIMHCKON OpraHn3anuun?

nyHKT 22 [IpaBun

coJiep’KaHue pelenTa Ha JaTUHCKOM sI3bIKe?
OTITyCKa

dbamunus, UMs, oT4ecTBO (IpW HANMW4KMK) U | TyHKT 22 [IpaBun
noanuch (apMaleBTHUECKOro0 pPabOTHHKA, | OTITyCKa
OTITyCTHUBIIETO JIEKAPCTBEHHBIN Ipenapar?

myHKT 22 IIpaBun

ara OTIyCKa JICKapCTBECHHOIO Ipenapara?
a y P p p OTITYCKa

TpC6OBaHI/I${ K OTIYCKY JICKAPCTBCHHLIX IMIPCIIApaToOB II0 TpeGOBaHI/IHM-HaKHaIIHBIM
MEOAUIITMHCKHUX opraHmauHﬁ, HHIAWBHUIYAJTbHBIX npenanHHMaTeneﬁ, UMCIOIMX JIMICH3HIO
Ha MCOAUIUHCKYIO JCATCIBbHOCTD

36. myHKT 26 [IpaBun
OTITyCKa;
[Tpunoxxenne N 13
riassl [11
NHuctpykuun

HmMmeercs nu Ha Tpe6OBaHI/I$IX-HaKJIaIIHI)IX Ha
MMOJYYCHHUC JICKAPCTBCHHLIX ITPCIIApPATOB:

yHKT 26 IIpaBun
mTami? OTIYCKa;
[Tpunoxxenne N 13
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riasbl I11
NHucTpykuun

Kpyriasa 11e4aThb M@,Z[HHHHCKOI;’I

opraHu3aiuun?

yHKT 26 [IpaBui
OTILyCKa;
[Ipunoxenne N 13
rnassl 111
WNHctpykunn

MOANMKUCh €€  PYKOBOJIUTENS
3aMECTUTEIA T10 JIeUeOHOM YacTu?

nin €ro

yHKT 26 [IpaBui
OTILyCKa;
[Ipunoxenne N 13
riasbl 111
HNHcTpykunn

HOMEp JOKyMeHTa?

yHKT 26 [IpaBui
OTILYCKa;
[Ipunoxenne N 13
rnassbl I11
WNHcTpykunn

JlaTa COCTABJICHUS JOKYMEHTA?

yHKT 26 [IpaBui
OTILyCKa;
[Ipunoxenne N 13
riasbl 111
WNHctpykunn

nyHKT 26 [IpaBun
OTITyCKa;

HAaMMEHOBAHHE OTIPABUTEIIA
[Tpunoxenue N 13
JIEKapCTBEHHOr' 0 Ipernapara’?
riassbl [11
HNHcTpykunn
nyHKT 26 [IpaBun
OTITyCKa;
HAaVMEHOBAHHE MoJTyyaTest

JIEKapCTBEHHOTO Mpernapara?

[Tpunoxenue N 13
raass 11
HNucTpykuun

HalMEHOBAHUE JIEKAPCTBEHHOr'O Ipernapara
Ha JIaTUHCKOM  sI3bIK€ (C  yKa3zaHUEM
JIO3UPOBKH,  (OpMBI  BBITyCKa,  BHJA
YIaKOBKH, ClIoco0a NMpUMeHeHus)?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenue N 13
raass 11
HNucTpykuun

KOJIMYECTBO 3aTpe0OBaHHBIX
JIEKapCTBEHHBIX MPETapaToB?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenue N 13
rnassbl [11
HNucTpykunn
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KOJIMYECTBO U CTOMMOCTH OTIIYILEHHBIX
JIEKapCTBEHHBIX MTPenapaToB?

myHKT 26 [IpaBui
OTIIyCKa;
[Ipunoxenne N 13
riasbl I11
HNucTpykuun

37.

OCYU.ICCTBJ'I}ICTCH Jh1 OTIIYCK II0 OTHACJIbHBIM
Tp€60BaHI/I$IM-HaKJ'IaI[HI)IMI

nyHKT 27 [IpaBuin
OTITyCKa

HapKOTHYECKUX " TICUXOTPOITHBIX
nexapcTBeHHbIX mpenaparoB Crucka 11 u 11
[lepeynss HAPKOTHYECKUX M TICHXOTPOIHBIX
JIeKapCTBEHHBIX IpenapaToB?

nyHKT 27 [IpaBui
OTIIyCKa

JIEKAPCTBEHHBIX IIPENApPaTOB, MOIJIEKALIUX
MPEIMETHO-KOJINYECTBEHHOMY yueTy?

nyHKT 27 [IpaBuin
OTITyCKa

WHBIX JICKQPCTBEHHBIX IPEIapaToB, B TOM
qHclie OTIyCKaeMbIX Oe3 perenTa?

nyHKT 27 [IpaBui
OTIIyCKa

38.

[IpocTaBnsieTcs a1 Ha TpeOOBaHMM-HAKIATHON
OTMETKa O  KOJIMYECTBE M  CTOUMOCTH
OTITyIIEHHBIX JIEKaPCTBEHHBIX IIpenapaToB?

myHKT 29 IIpaBun
OTIyCKa

39.

OcyuecTBisiercs M XpaHeHue
TpeOOBaHMK-HAKIIa THBIX, o KOTOPBIM
OTIMYIICHBI JICKAPCTBCHHLIC IPCIiapaThI:

yHKT 30 IIpaBun
OTIyCKa

HA HAPKOTHYECKHE W  TICHXOTPOITHBIE
nekapcTBeHHbIe npenapatsl Criucka 11 u 111
[TepeuHss HAPKOTUYIECKUX U TICUXOTPOITHBIX
JICKApCTBEHHBIX MPENapaToB - B TCUCHHE
MATH JIET?

yHKT 30 IIpaBun
OTIyCKa

Ha JIEKApCTBEHHBIE
MOJIEKAIIUE
IIPEAMETHO-KOJIIMYECTBEHHOMY Yy4YeTy, - B
TE€YECHHE TPEX JIET?

npenapaTsl,

yHKT 30 [IpaBuin
OTITyCKa

Ha WHBIE JICKAPCTBEHHBbIE Mpernaparbl - B
Te4YeHHe OqHoro roaa?

nyHKT 30 [IpaBun
OTITyCKa

40.

CobOmromaeTcss 1 3ampeT
NEePBUYHOMN YIaKOBKH
npernapara npu ero OTITyCKE 1o
TpeOOBaHUIO-HAKIATHONH (32  HMCKIIIOUYCHHEM
cyObeKTa pPO3HUYHOW TOPTOBIM, HMEIOIIETO
JUIIEH3UIO Ha (bapMareBTHYECKYIO
NESITeNbHOCTh  C  NPaBOM  M3TOTOBJICHUS
JIEKapCTBEHHBIX NIPENapaToB)?

Ha HapyleHue
JIEKapCTBEHHOTO

nyHKT 31 [IpaBuin
OTIIyCKa

41.

CoOnromaercst M 3ampeT  Ha  OTIYCK

nyHKT 7 IIpaBun
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JIEKapCTBEHHBIX IMpEnapaToB B KOJHYECTBE, | OTITYCKa;
YKa3aHHOM B pelente, B ciaydae, Korna Juis |npuioxeHus N 1 u
JeKkapcTBeHHoro  mpemnapata  yctaHoBieHsl | N 2 [Topsaka
npeaACIIbHO AO0IMYCTHUMOC UJINW PCKOMCHIOBAHHOC | HA3HAYCHUS U
KOJIMYECTBO [UIsl BBIUCHIBAHUS HA  OJUH | BBINHUCHIBAHUS
peuent?

42. |Cobmomaercss I 3amper Ha HapymeHue | TyHKT 8 [IpaBun
BTOPUYHOW  (HOTPEeOMTENbCKONH)  YMAKOBKH | OTIyCKa
JICKapCTBEHHOTO  Tpemapata HM  OTIYCK
JIEKapCTBEHHOTO TIpernapata B  IEPBUYHOM
ynakoBke?

43. |ColOmomaercs 7 3ampeT  HAa  OTHYCK | myHKT 28 IlpaBui
HapKOTHYECKUX U IICUXOTPOIHBIX | OTITyCKa
nexapcTBeHHbIX npemnaparoB Cnucka II u |11
IlepeyHss HApKOTHUECKUX U ICUXOTPOIHBIX
JIEKapCTBEHHBIX MperapaToB o
TpeOOBAHUAM-HAKIAQAHBIM  MHIUBUIYaIbHOI'O
MpealpUHUMATENS, MMEIOIIEro JIHMIEH3UI0 Ha
MEIULUHCKYIO JeSITeIbHOCTh?

(mnommxHocTh M OVIO IOJDKHOCTHOTO JiMlla, 3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, [NOONMCH, IHaTa)

(mojrxkHOCTE M OMO IOJIKHOCTHOTO JMIla KPUIMYECKOTO JiMila, HNPUCYTCTBOBABIIETO
OpY 3alloJIHEHUM [NPOBEPOYHOTO JMCTa, NOANMCH, IaTa)

[Ipunoxenne N 24

K npukazy denepanbHoil ¢y KOb

0 HAa/130py B cepe 31paBooOXpaHEHHS
o1 09.11.2017 N 9438

®dopma

[IpOBEPOUHEIM JIUCT
(CIMCOK KOHTPOJILHEIX BOIPOCOB), MCIOJb3yeMblt denepalibHOM CJIyXOou
10 Ham30py B chepe 3IpaBOOXPAaHEHUS U €€ TEepPUTOPUAJILHEIMU OpPTaHaMu
IpM MNPOBENEeHUM I[JIaHOBHIX [MPOBEPOK [IPM OCYUECTBJIEHUM belepalibHOTO
TOCYyIapCTBEHHOTO Hamsopa B cbhepe obOpameHMs JIEKAPCTBEHHHX CPEenCTB
(oTnyck M peanmMs3alumsa JIEKAPCTBEHHHX [IPENapaToB Ijid MEOUIMHCKOTIO
IpMMEHEHMs B alTeke NPOMBBOACTBEHHOM C NPaBOM M3TOTOBJIEHUS
ACeNTUYECKMX JIEKAPCTBEHHBIX MpPernapaTos)

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO [IJAaHOBYWD IPOBEPKY)

1. Bung rocyIapCTBEHHOI'O KOHTpPOJIA (Han3opa)
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2. [lpenmMeT [1IJIaHOBOM [IPOBEPKM KOPUIMYECKMX JIML U MVHIOUBUIOYAJIbHBIX

npennpruHuMaTesien OrpaHMUMBaeTCAa oOOA3aTeJIbHEIMU TpeOoBaHMAMM, COOJIOISHUE
KOTOPHIX ABJIA€TCHA HamboJiee 3HauMMBEIM C TOUKM 3PEeHMA HEeNONYLEeHMS BO3HMKHOBEHMA
YTPO3El [NPUUYMHEHMS Bpela XM3HM, 3I0POBbK TI'PaxIaH, M3JIOKEHHEMM B QopMe

IPOBEPOUHOT'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIIPOCOB) .
3. HammMeHOBaHME OPUMAMYUECKOTO JMia, GaMuiausa, MMS, OTUECTBO (IpM HaJIMUUM)
VHIMBUAOYAJIbLHOTO MNPennIpUHUMATEIS
4. MecTO NpOBeIeHUSI IIJIaHOBOV MNPOBEPKM C 3allOJIHEHMEM IIPOBEPOUYHOI'O JIMCTA:

5. PexBM3UTH [IpMKaza O [IPOBEIOEHMUM IIJIAaHOBOM MNPOBEPKM: OT

N .

6. VYUeTHB HOMEpP [NPOBEPKM U HaTa IPUCBOEHUS YyUETHOI'O HOMepa IIPOBEPKU B
EOovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTE, bammnmsa u MHULIMAJIBE OOJIXKHOCTHOT'O JnLa (J10a11)

NPOBOOAWETO (MX) IMJIAHOBYK NPOBEPKY:
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTpaxallMx CcoIepxaHue oO0g3aTeJIbHEX TpeboBaHUM,
OTBET Ha KOTOPEE OIHOBHAYWHO CBUIETENLBCTBYET O COOJNIIEHUM MM HEeCOOJIOIOEeHUM
OPUINUYECKUM JIMLIOM, MHIOMBUIYAJIBHEIM NpellpMHMMaTeJeM ODA3aTeJIbHBIX TpeOOoBaHUM,
COCTAaBJIANIMX [NpenOMeT MNPOBEPKM:

N Bomnpocsl, oTpaxkaroiine coiep;kanue PexBuzuthl BriBog o
/o 00s13aTeNbHBIX TPEOOBAHMIA HOPMAaTHUBHBIX BBITIOJIHEHUU
MPaBOBBIX aKTOB, C | TpeOOBaHUU

yKa3aHHEeM UX
CTPYKTYPHBIX Aa HET
€/IMHUIL, KOTOPHIMU
YCTaHOBIICHBI
o0s13aTeNnbHbIC
TpeOOoBaHUS

®enepanbhbiii 3akoH oT 12 ampens 2010 r. N 61-®@3 "O6 obpamieHun J1eKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatensctBa Poccuiickoit ®enepanuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (manee - 61-®3); OenepanbHblii 3akoH oT 8 sHBaps 1998 r. N 3-D3
"O HapKOTHUYECKHUX CPEACTBAX U MCUXOTPOMHBIX BemiecTBax" (CoOpaHue 3aKOHOIATEIHCTBA
Poccwuiickoit @eneparnuu, 1998, N 2, cr. 219; 2016, N 27, cr. 4238) (manee - N 3-D3);
[IpaBmiia oTmycKa JIEKQpCTBEHHBIX MPENapaTroB IJii MEAMIMHCKOIO IPUMEHEHHS, B TOM
qyclie UMMYHOOHOJOTHYECKHUX JIEKapCTBEHHBIX MpPENnapaToB, alTEYHBIMU OPTaHU3ALUIMH,
VH/IMBUYaTbHBIMUA TPEANPUHUMATENISMU, UMEIOIIMMHU JIMIEH3UI0 Ha (hapMaleBTHYECKYIO
NEeATEIbHOCTh, YTBEP)KJEHHBIE INPUKa3oM MHUHHCTEpCTBA 3/paBOOXpaHeHus Poccuilckoin
@eneparuu ot 11 mrona 2017 r. N 4031 (3apeructpupoBad MUHUCTEPCTBOM FOCTULIMN
Poccuiickoit ®denepanun 8§ centsaops 2017 r., peructpanmonusii N 48125) (manee -
IIpaBuia ormycka); Ilopsnok Ha3HaueHUs U BBINKUCHIBAHUS JIEKAPCTBEHHBIX IPENaparoB,
U3JIeNU  MEAMIMHCKOTO Ha3HAYeHHUs U CHEHUATU3HPOBAHHBIX MPOIYKTOB JI€UeOHOIO
NIUTaHMs, YTBEPXKIEHHBIM NpukazoM MUHHCTEPCTBA 31paBOOXPAHEHUS MU COLUAIBHOIO
paszButus Poccuiickoit @eneparuun ot 12 ¢espans 2007 r. N 110 (3apeructpupoBan
MunucrepctBom roctuunu Poccuiickoit @enepanuu 27 anpens 2007 1., perucTpaliiOHHBIN
N 9364) ¢ u3MeHEHHUsMH, BHECEHHBIMHM IMPUKAa30M MMHHCTEPCTBA 3PaBOOXPAHEHUS
Poccuiickoit ®eneparyu ot 26 despans 2013 r. N 94n (3apeructpupoBan MUHHCTEPCTBOM
roctunn Poccniickoit @eneparuu 25 urons 2013 r., peructparmonssiidi N 28881) (manee -
WNuctpykuusa); IlepeyeHb HapKOTMUECKMX CpPEICTB, IICUXOTPONHBIX BEUIECTB M HX
MPEKYpCOpPOB, MOJJIEKAMMUX KOHTpodto B Poccuiickoit ®enepanuu, yTBEPKIACHHbBIN
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nocranoBieHueM IIpaBurensctBa Poccuiickoit deneparuun ot 30 mrons 1998 r. N 681
(CoOpanwme 3akonomarenscTBa Poccuiickoit @eneparuu, 1998, N 27, ct. 3198; 2017, N 33,
ct. 5182) (mamee - IlepeueHb HAPKOTHMYECKHMX M TICHUXOTPONHBIX JIEKAPCTBEHHBIX
npemapatoB); DopMbI OJIAHKOB PEIENTOB, COACPXKAIMIMX HA3HAYCHUE HAPKOTHIECKUX
CPEICTB WM TICUXOTPONHBIX BEIIECTB, MOPSIAOK HUX H3TOTOBICHUS, pacCHpeesICHuUs,
pEeTHUCTpaIyy, YIeTa U XPAHCHHUS, a TAKKe MpaBmiIa 0(hOpMIICHHUS, YTBEPKICHHBIC TIPUKA30M
MunuctepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 54n
(3apeructpupoBan MunuctepctBoM roctuninn Poccuiickoit @eneparuu 15 aprycra 2012 r.,
peructpanroHHbii N 25190) ¢ w3MEHEHHMsIMHU, BHECCHHBIMU IpUKa3oM MUHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254H (3apeructpupoBaH
MunuctepctBoM roctuinu Poccuiickoit deneparuun 18 urons 2016 r., peructpanimoHHbiil N
42887) (manee - mpuka3z N 54); [lopsaok Ha3HAYEHUST U BBINHMCHIBAHMS JIEKAPCTBEHHBIX
MpernapaToB, a Takxke GopM pPeleNTypHbIX OJIaHKOB Ha JIEKapCTBEHHBIE MPEnapathl, MOPsII0K
oopmIIeHHsT YKa3aHHBIX OJIAHKOB, WX YyuYeTa W XPaHCHHs, YTBEPXKJICHHBIH MPUKA30M
MunucrtepcTBa 3apaBooxpaHeHust Poccuiickoit ®eneparuu ot 20 gexadps 2012 r. N 11751
(3apeructpupoBan MunuctepctBoMm roctuiuu Poccuiickoit ®@enepaunu 25 urons 2003 r.,
peructpanroHHbii N 28883) ¢ W3MEHEHHMsIMHU, BHECCHHBIMU IpPUKa30oM MUHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254H (3apeructpupoBas
MunuctepctBoM roctuiuu Poccuiickoit ®enepanuu 18 utons 2016 r., peructpaiiioOHHbIN N
42887) (nanee - [lopsiiok Ha3HAaYeHUs U BhITUChIBaHUsA); [lepeueHb JeKapCTBEHHBIX CPEJICTB
UIS  MEIUIIMHCKOTO MPUMEHEHMsI, MOAJeKAIUX MPeIMETHO-KOJINUYECTBEHHOMY YYeTy,
YTBEPKIAEHHBIN IpUKa3zoM MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 22
ampens 2014 1. N 1831 (3apeructpupoBaH MUHHUCTEPCTBOM IOCTUIIMU Poccuiickoi
Oenepanuu 22 uronst 2014 r., peructpaunonssiii N 33210) ¢ u3MEeHEHUSIMH, BHECEHHBIMU
npuka3zoM MuHHCTepCTBa 3apaBooxpaHeHust Poccuiickoit ®deneparuu ot 10 centsadps 2015
r. N 634un (3apeructpupoBaH MuHnuctepcTtBoM roctuiuun Poccuiickoit ®enepammu 30
centsiops 2015 r., peructpammonHbii N 39063) (mamee - IlepedyeHpb JeKapCTBEHHBIX
cpenctB); Ilopsgok orTmycka (U3HMYECKUM JIMIIAM JIEKAPCTBEHHBIX IpENapaToB IS
MEIUIIMHCKOTO TPUMEHEHHUS, COAEpKAIUX KPOME MallbIX KOJUYECTB HAPKOTHUYECKUX
CPEICTB, TICUXOTPOMHBIX BEIIECTB M HX NPEKYpCOpPOB Apyrue (hapMaxkoIornuecKkue
aKTUBHBIE BEIIECTBA, YTBEPXKACHHBIM MpuKazoM MUHUCTEPCTBA 3/IPaBOOXpPAHEHUS U
couuanbHoro pasButusi Poccuiickoit ®enepaumun or 17 mas 2012 1. N 562
(3apeructpupoBan MuHHCTepcTBOM IocTuiinu Poccuiickoir ®denepannu 1 utons 2012 r.,
peructpauMoHHbli N 24438) ¢ W3MEHEHMSIMH, BHECEHHBIMHM INpUKa3oM MUHHUCTEpCTBA
3npaBooxpaHeHuss Poccuiickoit ®Depepammm ot 10 centsops 2015 r. N 634n
(3apeructpupoBan MunHCTepcTBOM toCTUINHN Poccuiickoit ®enepammu 30 centsiops 2015
r., peructpanroHHbii N 39063) (nanee - mopsaaok); [lepedeHp )XM3HEHHO HEOOXOAMMBIX U
BOKHEWIIIMX JIEKAPCTBEHHBIX MpernapaToB Ha 2016 ron, a Takke MepeueHb JIEKapCTBEHHBIX
mpemapaToB  Juid  MEAMIIMHCKOTO TNPUMEHEHHWS W MHUHUMAJbHBIA  aCCOPTHUMEHT
JIEKApPCTBEHHBIX IMPEMNapaToB, HEOOXOAUMBIX [UIsl OKa3aHHUS MEIUIIMHCKOW TOMOIIIH,
yTBepkaeHHBIe pacropsbkeHreM [IpaButenscTBa Poccuiickoit ®enepanun ot 26 nexadps
2015 r. N 2724-p (CoOpanue 3akonoaarenbctBa Poccuiickoit @enepanun, 2016, N 2, cr.
413) (manee - IlepedyeHb JIEKApCTBEHHBIX TMPEMapaToB, BXO/SIMIMX B MHUHUMAJIbHBIN
accoptumeHT); [lepedens nomkHOCTEN (apMalleBTUUECKUX M MEIUIMHCKUX PAaOOTHHUKOB B
OpraHU3aNMsIX, KOTOPBIM MPEIOCTABICHO MPABO OTITyCKa HAPKOTUYECKHUX JIEKAPCTBEHHBIX
MpermapaToB M ICHUXOTPOIHBIX JICKAPCTBEHHBIX IMpEnapaToB (U3UYECKUM  JIHIIAM,
YTBEPKICHHBIN TpruKkazoM MuHucTepcTBa 3/paBooxpanenust Poccuiickoit ®enepanuu ot 7
centsiops 2016 r. N 681n (3apeructpupoBaH MuHHUCTEpCTBOM IocTHIMU Poccuiickoii
Oenepammu 21 centsaops 2016 r., peructpamvionHbii N 43748) (mamee - IlepeueHn
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JTOJKHOCTEH )

1.

OTtnyckaroTcst hios | HApPKOTUYECKUE u
HCI/IXOTPOHHI)IG J'ICKapCTBCHHBIG npenapaTLI 110
peuenrtam?

nyHKT 3 [IpaBun
OTITyCKa

OTnyckaroTcst JId  MMMYHOOHOJIOTHUECKUE
JIEKapCTBEHHbIE Iperaparsl Mo peuentam?

nyHKT 3 [IpaBun
OTITyCKa

OTtnyckaroTcst M HapKOTUYECKUE u
IICUXOTPOIIHBIE  JIEKAPCTBEHHBIE IIpEnaparsl,
BHECEHHBIE B Comcox  1II [lepeuns
HapKOTUYECKUX u IICUXOTPOIHBIX
JIEKapCTBEHHBIX [IpenapaToB, npu
IIPEIBSABICHUN PELENTOB, BBINMCAHHBIX Ha
peuentypHsix Onankax ¢opmel N 107/y-HII,

yTBEPkKACHHOM npuka3zoM N 54H?

yHKT 4 IIpaBun
OTILyCKa;

npunoxenns N 1 u 2

k npukasy N 541

IlcuxoTpomnHble JIEKapCTBEHHBIE IIpenaparsl,
BHeceHHble B Cmmcoxk  III  Ilepeuns
HapKOTUYECKUX u IICUXOTPOIHBIX
JIEKapCTBEHHBIX MpEnaparoB, OTIYCKAIOTCS JIU
IIPYU [IPENBSBIECHUN PELENTOB, BBINMCAHHBIX Ha
peuentypHbix Onankax (opmbr N 148-1/y-88,
yTBEPkKACHHOM npuka3oM N 54H?

nyHKT 4 [IpaBun
OTIIYCKa;

nyHKT 9 ITopsinka
Ha3HA4YCHUS U
BBIIIMCBIBAHHUS

Hapxotuueckue u IICUXOTPOITHBIE
nexapcTBeHHble npenaparsl Crucka 11 Ilepeuns
HapKOTUYECKUX U IICUXOTPOIHBIX
JIeKapCTBEHHbIX IpernaparoB B BUJIC
TpPaHCAEPMAJIbHBIX TEPANEBTUUYECKUX CHCTEM
OTITyCKAaIOTCS JIU MPH MPEIbIBICHUH PELEITOB,
BBINHUCAHHBIX HA PELENTYPHBIX OJaHKax (GOpMbI
N 148-1/y-88, yrtBepkneHHoil mnpukazom N
54n?

myHKT 4 [TpaBun
OTITYCKa;

nyHKT 9 [Topsinka
Ha3HA4YEHUs U
BBIIIMCBIBAHUS

JlekapCTBEHHbIE Tpemaparbl, BKJIIOUEHHBIE B
nepeueHb  JIGKAPCTBEHHBIX  CPEACTB  JUIs
MEJUIMHCKOTO  TNPUMEHEHUs,  TOJIEKAIINX
NpeAMETHO-KOJINYECTBEHHOMY yuery,
OTITyCKAIOTCS JIN TIPU MPEIBSIBICHUH PEETNTOB,
BBIITUCAHHBIX HAa PEENTYPHBIX OJaHKax (OPMBI
N 148-1/y-88, ytBepxkneHHON mpukazom N
54n?

myHKT 4 [TpaBun
OTITyCKa;
paznens I 11; 111
[Tepeuns
JIEKapCTBEHHBIX
CpeICTB

JlekapcTBeHHble  TmpemapaTbl, oOJajarolue
aHa0OJMYECKON aKTUBHOCTBIO, OTITYCKAIOTCS
JIM TIPU TIPEABSABICHUN PELETITOB, BBIMUCAHHBIX
Ha  peuentypHelx Omankax  Qopmbel N
148-1/y-88, yTBepxxkaeHHo mpukazom N 54u?

1. 4 IIpaBuin
OTITyCKa;
MOAMYHKT 3 MyHKTa
9 MMopsinka
Ha3HAYCHUS U
BBITIMCHIBAHUS
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JlekapcTBeHHBIE  IIpemaparhbl,  COJIEpIKaIIne
KpOME MalbIX KOJMYECTB HAPKOTUYECKHUX
CPEACTB, TICHXOTPONHBIX BEIIECTB W WX
MPEKypcopoB  Apyrue  (papMakoJIOTHUECKUe
aKTHUBHBIC BEUICCTBA, OTIYCKAIOTCS JIH TIPU
NPEIbSIBICHUM PELENTOB, BBIIMCAHHBIX Ha
peuentypHbix OnaHkax ¢opmbl N 148-1/y-88,
yTBEPkKACHHOM npuka3zoM N 54H?

nyHkT 4 IIpaBun
OTIyCKa; IIyHKT 5
HOpsIKa

OTnyck  JeKapCTBEHHBIX IIpenaparoB  0e3
PELENTOB OCYLIECTBISAETCS JIU B COOTBETCTBUU
C HMHCTPYKUMSMH 10 HMX MEAULUHCKOMY
MPUMEHEHUIO?

nyHKT 5 IIpaBun
OTITyCKa

10.

Otmyck JICKapCTBEHHBIX npenapaToB
OCYIICCTBIIICTCS JIU B TEYCHHE YKa3aHHOTO B
perente cpoka ero AeucTBHs?

nyHKT 6 [IpaBun
OTITyCKa

11.

B  ciayuae  OTCyTCTBUSL  JIEKApPCTBEHHOIO
mpernapata peuenT IMpUHUMAaeTcs JIM Ha
00CITy’)KUBaHUE B CIEIYIOILINE CPOKU:

nyHKT 6 [IpaBun
OTITyCKa

perent ¢ moMeTkoi "statim" (HeMeJIeHHO)
oOciay>KuBaeTcsi B  TEYEHHE  OJHOIO
paGouero JHs co JIHS oOpalleHHs JMna K
CyOBEKTY PO3SHHUYHOUN TOProBin?

nyHKT 6 [IpaBun
OTITyCKa

perenT ¢ moMeTKo# "cito" (cpodHo)
00CITy’)KHBaeTCsI B TEUEHUE IBYX pabounx
JHEHN co AHS 00palleHus JHia K CyObeKTy
PO3HUYHOI TOProBiIu?

nyHKT 6 [TpaBun
OTITyCKa

perent Ha JICKapCTBEHHBIM Tperapar,
BXOJIIINI B MUHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MperapaToB TUTST
MEIUIIMHCKOTO TPUMEHEHHs, HeOOXOIUMBIX
JUTSL  OKa3aHWsSl MEIUIMHCKONH  TIOMOIIIH,
o0cy>KUBaeTcsi B TEUEHHUE MATHU padbodmx
JHEN co JTHS OOpalieHus JIMa K CyObeKTy
PO3HUYHOU TOPTOBIU?

myHKT 6 [TpaBun
OTIyCKa

12.

OOcmyXuBaeTcs I PerenT Ha JIKapCTBEHHBIN
npemnapar, OTIyCKaeMblii O€CIUIaTHO WIH CO
CKUIKOM M HE BOIIEAIINNA B MHUHHUMAaIbHBIN
ACCOPTUMEHT JIEKAPCTBEHHBIX MpPENapaToB JUIst
MEJIMIIMHCKOTO TMPUMEHEHHUs, HEOOXO0IUMBIX
JIUIS  OKa3aHUsA MCIMIIMHCKOM IIOMOINM, B
Te4eHwe JecsaTh paboumx JHEH co [HA
oOpamieHusi JUIa K CyOBEKTy PO3HHYHOM
TOProBiu?

nyHKT 6 [TpaBun
OTITyCKa
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13.

OO0cCTy)KHUBAIOTCS R0 perenThl Ha
JIEKapCTBEHHBIE MpemapaThl, Ha3HAYAEMBIC II0
pelICHHUI0 BpayeOHOW KOMHCCUH, B TCUCHHUE
MATHAANATA pabovmx JHEH co AHS OOpaieHus
JIUIA K CYOBEKTY POSHHYHOM TOPTOBIIN?

nyHKT 6 [IpaBun
OTITyCKa

14.

OTnyckaroTcsl M JIEKapCTBEHHBIE IIpEnapaTsl
10 pelenTaM ¢ UCTEKIINM CPOKOM JeHCTBUS?

nyHKT 6 [IpaBun
OTITyCKa

15.

OcymiecTBisieTcsi M TNPH HMCTEYCHUH CpPOKa
JIeUCTBUS pelenTa B MEepHOJ HAXOXKJIEHHs ero
Ha OTCPOYEHHOM  OOCIY>KMBAaHUU  OTIIyCK
JICKapCTBEHHOIO  Tpemapara IO  TaKoMy
peuenty (0e3 ero nepeodopmiieHws)?

yHKT 6 [IpaBun
OTIIyCKa

16.

.HCKapCTBeHHble nmpenaparbl OTIIYCKAIOTCA JIU B
KOJIMYCCTBEC, YKA3dHHOM B peueHTe?

nyHKT 7 [IpaBun
OTIIyCKa;
npuinoxenusa N 1 u
N 2 ITopsiaka
Ha3HAYCHUS U
BBIIIMCBIBAHHUS

17.

dapManeBTHYECKUil PaOOTHUK OTITYCKAeT JIH
MPEJETbHO IOMyCTUMOE WIIM PEKOMEHI0BAaHHOE
KOJIMYECTBO JIEKAPCTBEHHOI'O Ipenapara s
BBIMMCHIBAHUS ~HA  OJMH  pEeUuent  Impu
MPEIBABICHUM PELENTa €  IPEBBILICHUEM
MpeEIbHO JIOITy CTUMOTO 1503071
PEKOMEHI0BAHHOTO KOJIMYECTBA
JICKapCTBEHHOTO MpernapaTa [ BbIITACHIBAaHUSA
Ha  OJUH  peuent ¢ MIPOCTABIICHUEM
COOTBETCTBYIOILIEH OTMETKHU B perente?

nyHKT 7 [IpaBun
OTIIyCKa

18.

OTtmyck JIEKapCTBEHHOI'O rpernapara
OCYILECTBIISICTCS JIU B MIEPBUYHON U BTOPUUIHOM
(moTpeduTenbCeKoit) yHaKoBKax c
MapKUPOBKOW?

cratbs 46 N 61-D3;
nyHKT 3 ctatbeu 27 N
3-D3;

nyHKT § [IpaBun
OTITyCKa

19.

Hapymaercs nu  mepBuyHasi  ymakoBKa
JIEKapCTBEHHOTO Tpenapara mpu ero oTiycke?

nyHKT 8 [TpaBun
OTITyCKa

20.

[Ipu oTnycke eKapCcTBEHHBIX NIPENapaToB Ha
pelenTe NpocTaBIsAeTCs JIU OTMETKA 00
OTITyCKE JIEKapCTBEHHOIO IIpenapara C
yKa3zaHUEM:

nmyHKT 9 [TpaBun
OTIyCKa

TOPrOBOTO HAMMEHOBAHHUSA, JO3UPOBKU H
KOJIMYECTBA OTIYIIEHHOTO JEKapCTBEHHOI'O
npenapara?

nyHKT 9 [IpaBun
OTITyCKa
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(dhaMuIMK, UMEHH, OTYECTBA (MPU HATUINH)
MEIUIIMHCKOTO pPAa0OTHHKA B  CIIy4YasX,
yKa3aHHBIX B a03alle YeTBEPTOM ITyHKTa 7 |
abzane TperheM myHkTa 10  IIpaBun
oTIycka?

nyHKT 9 [TpaBun
OTITyCKa

PEKBU3UTOB JIOKYMEHTA, YAOCTOBEPSIOILETO
JUYHOCTh una, MOJTy4UBILETr0
JEKapCTBEHHbI  IIpemapar, B  cCiydae,
yka3aHHoM B mmyHkTe 20 ITpaBui ormycka?

nyHKT 9 [IpaBun
OTITyCKa

dbamMuiIuy, UMEHHU, OT4eCTBa (IPU HATUYUK)
(bapmaneBTHYECKOTO paboTHUKa,
OTITyCTHBIIETO JIEKAPCTBEHHBIN Npenapar, u
€ro MoJAInucH?

nyHKT 9 IIpaBun
OTIIyCKa

JAaThl OTITYCKaA JICKAPpCTBCHHOI'O npenapaTa?

nyHKT 9 [IpaBun
OTITyCKa

21.

Penent ¢ oTMeTKOH BO3BpamiaeTcs I TpU
OTIIyCKE€ JIEKAPCTBEHHBIX  IpernapaTtoB IO
pelenTy, BHIMHCAHHOMY Ha PEIeNnTypHOM
6manke ¢opmbel N 107-1/y, yTBepkIeHHOMH
npukazoM N 54H, Cpok JeHCTBUS KOTOPOTO
COCTaBJIAIET OJMH roa?

nyHKT 10 [IpaBui
OTILyCKa;
npuinoxenue N 2
[Topsinka
Ha3HA4YCHUS U
BBIIIMCBIBAHHUS

22.

Ilepenaercs M (bapMareBTHYECKIM
pabOTHHKOM auy, npuoOpeTaroeMy
(monmy4aroriemMy) JEKapCTBEHHBIE TperapaThl
[0 peLenTy, BBITUCAHHOMY Ha peLenTypHOM
Oomanke  Qgopmer N 148-1/y-04 (),
yTBep)kaeHHON npukazoM N 54H, wiu Gopmbl
N 148-1/y-06 (i), yTBepx)aeHHO# mpukazom N
54H, 3aNTOJTHEHHBIN KOPEIIOK TaKOro perenTa’?

nyHKT 11 IIpaBun
OTIyCKa

23.

IIpocTaBnsercs M npu OTITyCKE
HapKOTUYECKOTO u HICUXOTPOITHOTIO
nexapcTBeHHoro npenapara Crucka I Ilepeuns
HapKOTUYECKUX U IICUXOTPOIHBIX
JIEKapCTBEHHBIX IIpenapaToB Ha peuente o0
OTIIyCKE JIEKapCTBEHHOI'O IIpernapara IedaTh
OpraHu3ali, B KOTOPOM YyKa3aHO IIOJIHOE
HauMeHOBaHME (IIpU HAIMYUU NeYaT)?

nyHKT 12 [IpaBun
OTITyCKa

24,

Ha  peumente wuom  Kopemike — perenra
yKa3pIBaeTCs JHM TOYHOE BpeMs (B yacax Hu
MUHYTax) OTHycKa HMMMYHOOHOJIOTHYECKOTO
JIeKapCTBEHHOTO Mpenapara’?

nyHKT 13 IIpaBun
OTIyCKa

25.

I/IMMYHO6I/IOJ'IOFI/I‘ICCKI/IC JICKApCTBCHHBIC
npenaparbl OTIYCKAKOTCA JIM IIPU HAJIWYUHU

nyHKT 13 IIpaBun
OTITyCKa
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CIIEIMAIbHOTO TEPMOKOHTEHHEpa?

26.

Ocratorcss W XpaHiaTcs JM Yy cyObekTa
oOpamieHust JeKapCTBEHHBIX CPEICTB PEUETHI
(c ormerkoi "JlekapcTBeHHBIM  Ipenapar
oTmyieH") Ha:

nyHKT 14 [IpaBun
OTITyCKa

HApPKOTUYCCKUE 5 MICUXOTPOITHBIC
nekapcTBeHHble mpemapaTthl  Crmcka 11
[lepeuHss HAPKOTUYIECKUX M ICHXOTPOITHBIX
JIEKapCTBEHHBIX MpENnapaTtoB - B TEUYCHUE
IISITH J1eT?

nyHKT 14 [IpaBuin
OTIIyCKa

IICUXOTPOIIHBIE JICKAPCTBEHHBIE MPENapaThl
Crnucka III IlepeuHss HapKOTHYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX
IIPENapaToB - B TEUECHUE IISTH JIET?

nyHKT 14 [IpaBui
OTIIyCKa

JIEKapCTBEHHBIE Tpenaparhl, OTIyCKacMble
OecIuIaTHO WJIM CO CKUJKOHM, - B TEUCHHUE
Tpex jer?

nyHKT 14 [IpaBuin
OTITyCKa

KOM6I/IHI/IpOBaHHBIe JICKApCTBCHHLIC
npenaparel, COACpNKaIIMEC HAPKOTHUYCCKUE
cpeacTBa WM TIICUXOTPOMNHLIC BCIICCTBA,

BHeceHHble B Crucku II u Il Ilepeuns
HAPKOTUYECKUX " TICUXOTPOITHBIX
JICKapCTBEHHBIX Mpernaparos,

HW3TOTOBJICHHEIC B allTCYHOM opraHusanuu, -
B TCUCHHC TPECX eT?

nyHKT 14 IIpaBun
OTIyCKa

JIEKapCTBEHHBIE Tpenaparthl, 00JaaaroIne
aHa0OJIMYECKON aKTHBHOCTBIO, - B TCUCHUE
Tpex JjeT?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBEHHBIE IIpenaparTsl, IOJIeKaIUe
IIPEAMETHO-KOJIMYECTBEHHOMY Yy4YeTy, - B
TE€YECHHE TPEX JIET?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBEHHbIE TMpemapaTbl B  KHJAKOU
JeKapcTBeHHOH (opme, conmepkamue Oomee
15% stunoBoro cnupra oT 06beMa roToBOI
MPOIYKIIMH, - B TEUCHUE TPEX MECSIIEB?

nyHKT 14 [IpaBun
OTITyCKa

WHBIE JICKapCTBCHHBIC TperapaTsl,
OTHOCSIIHECS o ATX K
AHTHIICHXOTHYECKUM  cpeacTtBaM (KO
NO5A), ankcuonutukam (kox NO5SB),
CHOTBOPHBIM W CEIaTUBHBIM CPEJCTBAM
(xom NO5C), antuaenpeccantam (Kon
NO6A) u HE [MOJIEKaIIe

nyHKT 14 [IpaBuin
OTIIyCKa
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NpEMETHO-KOJIMYECTBEHHOMY YYeTy, - B
TEYEHHE TPEX MECSILIEB?

27.

Peuentsl, He ykasaHHble B nyHKTe 14 IIpaBun
OTIIyCKa, OTMEYaIOTCs m LITaMIIOM
"JlexapcTBEHHBIH npenapar oTmyIieH"?

nyHKT 15 IIpaBun
OTIIyCKa

28.

Peuentsl, He ykasaHHble B nyHKTe 14 IIpaBun
OTIIyCKa, BO3BPALLAIOTCS I auny,
MOJTy4MBILIEMY JIEKAPCTBEHHBIN Ipenapar?

nyHKT 15 [IpaBui
OTIIyCKa

29.

Nwmeercsa R0 JKypHa, B KOTOpOM
PErUCTPUPYIOTCS PELENThbl, BBIIUCAHHBIE C
HapyueHueM [IpaBuit oTnycka, ¢ yKa3aHHEM:

nyHKT 15 [IpaBuin
OTIIyCKa

BBISIBJICHHBIX HapylleHH B odopmiieHuu
peuenTa?

nyHKT 15 [IpaBui
OTIIyCKa

(bamMuTuM, UMEHH, OTYEeCTBA (IIPH HATUYHH)
JIMLIA, BBITUCABILETO perent?

nyHKT 15 IIpaBun
OTIyCKa

HauMMCHOBaHUA MC,Z[PIHHHCKOﬁ

opraHu3aiuun?

nyHKT 15 [IpaBun
OTITyCKa

IIPUHATBIX Mep?

nyHKT 15 IIpaBun
OTIyCKa

OrpanuyeHus, HajaraeMple Ha (papMaleBTUYECKUX PAOOTHUKOB MPHU OCYIIECTBICHUH UMH
npodeCcCHOHAIBHON AesTeNbHOCTH (cTaThs 74 denepanpHOro 3akoHa oT 21 HosOps 2011 r.
N 323-®3 "O6 ocHOBax oxpaHbl 310poBbs rpaxkaan B Poccuiickoit @enepanun" (CoOpanue
3akoHoarenscTBa Poccuiickont deneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)

(manee - N 323-03)

30.

dapmaneBTUYECKHE paboTHUKH u
PYKOBOJUTENN alTEUHBIX OpraHU3aLuil:

MOAMYHKTHI 2 U 4
IyHKTa 2 cTaThu 74
N 323-03;

nyHKT 17 [IpaBun
OTIIyCKa

MOJTy4aroT JIU OT KOMIaHUH, MPECTaBUTENS
KOMIIaHUU 00pasibl JIeKapCTBEHHBIX
[IpernapaToB JUIsl Bpy4€HHUs] HACEJIEHUI0?

MOAMYHKTHI 2 U 4
IyHKTa 2 cTaThu 74
N 323-03;

nyHKT 17 [IpaBuin
OTIIyCKa

MPEIOCTABIISIOT m HACEJICHUIO
HEJIOCTOBEpHYI0O H  (WJIM)  HEIMOJHYIO
MHPOPMALIMIO O HATUYUU JICKAPCTBEHHBIX

[IpenapaTroB,  BKJIIOYas  JIEKAPCTBEHHBIE
Ipenaparsl, UMEIOLINE OJINHAaKOBOE
MEXKIyHAPOAHOE HEMAaTEeHTOBAHHOE

HanMeHOBaHUE?

MOAMYHKTHI 2 U 4
IyHKTa 2 cTaThu 74
N 323-03;

nyHKT 17 [IpaBun
OTIIyCKa
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CKPBIBAIOT JIM WHPOPMALMIO O HAIWYUU
JICKapCTBEHHBIX MpPENapaToB, HMMEIOIINX
0oee HU3KYIO 1IeHY?

MOAIMYHKTHI 2 1 4

IIyHKTa 2 cTaThu 74

N 323-03;
nyHKT 17 IIpaBun
OTIyCKa

TpC6OBaHI/I$I K OTIIYCKY HApPKOTHUYCCKHX U IMCHUXOTPONHLBIX JICKAPCTBCHHBIX IIPCIIApaTOB,

JICKApCTBCHHBIX  IIPCIIapaTos,

oOJamaroImnx aHa0OJINYECKONH
JIEKapCTBEHHBIX MPENapaToB, MOAIEKAIIUX MPEAMETHO-KOINYECTBEHHOMY YUETYy

AKTUBHOCTBIO,

HWHBIX

31.

OTnyck HapKOTUYECKUX U TICHXOTPOITHBIX
JICKapCTBCHHBIX IPEIapaToOB OCYIICCTBIIICTCS
M bapmaneBTHYECKUMU paboTHHKaMU,
3aHUMAIOIIUMHU  JOJDKHOCTH, BKJIFOYCHHBIC B
[lepeuyens gomxHOCTEM?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JIOJKHOCTEN

32.

OTtnyck JIEKAPCTBEHHBIX npenaparos,
o0jamaronX aHaOOJUYECKOH aKTHUBHOCTBIO,
OCyHIECTBIIsIETCS J1  (hapMalleBTUUECKUMHU
pabOTHHKAaMHU, 3aHUMAIONIUMHU  JIOJDKHOCTH,
BKJIIOUCHHBIE B [lepeuenb nomxHOCTENH?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JIOJKHOCTEN

33.

OTtnyck JIEKAPCTBEHHBIX rpenaparos,
MOJICKANTUX  MPEAMETHO-KOJIUYECTBEHHOMY
yuery, OCYILECTBIISIETCA M
(hapMareBTHIEeCKUMHU pabOTHHUKAMH,
3aHUMAIOIIMMU JIOJDKHOCTH, BKJIIOYEHHBIE B

[Iepeuens gomxHOCTEN?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JIOJKHOCTEN

34.

HapxoTtuueckue n MICUXOTPOIHBIE
nexapcTBeHHble penapaTsl Crincka 1 Ilepeuns
HApKOTUYECKHUX 51 TICUXOTPOITHBIX
JIEKaPCTBEHHBIX MPENapaToB OTILYCKAKOTCA JIU
npu NPEbABICHUN JIOKYMEHTA,
YIAOCTOBEPSIOLIETO JIMYHOCTD, iy,
YKa3aHHOMY B pelenTe, €ro 3aKOHHOMY
MPEICTABUTEN0  WIM  JIMIY, HUMEIOLIEMY
0(OpMIICHHYIO B COOTBETCTBUU c
3aKOHOJaTeNnbCcTBOM Poccuiickont denepanuu
JIOBEPEHHOCTh Ha MpPaBO TMOJYYEHUS TAKUX
HAapKOTHUYECKHUX u MICUXOTPOIHBIX
JIEKapCTBEHHBIX MpPEnapaToB?

nyHKT 20 [IpaBun
OTITyCKa

35.

Brinaercs nu nocnie oTmycka HAPKOTUYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpENapaToB
Crucka II u Il TlepedyHs HapKOTHYECKHX H
MICUXOTPOIHBIX JIEKAPCTBEHHBIX IpENapaToB
CUTHATypa C KEJITOU IOJIOCOU B BEPXHEN YaCTU
W HAAMHCBIO YEPHBIM MIPUPTOM Ha HEH
"Curnarypa', B KOTOPOU YKa3bIBaIOTCS:

nyHKT 22 [IpaBun
OTITyCKa
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HAaWMEHOBAaHHE M aJpeC MECTOHAXOXKICHHS
cyObekTa  oOpamieHus  JIeKapCTBEHHBIX
cpeacTs?

nyHKT 22 [IpaBun
OTITyCKa

HOMEDP M AaTa BBIIIHCAHHOI'O peuenTa?

nyHKT 22 [IpaBuin
OTITyCKa

dbamunusi, uMs, OTYECTBO (TPU HAIMYUK)
auna, Uil KOTOpOro  INpeAHa3HaudeH
JIeKapCTBEHHbIHN Mpernapar, ero Bo3pact?

nyHKT 22 [IpaBui
OTIIyCKa

HOMEP MEAMIMHCKOM KapThl MAalUeHTa,
MOJIyYarolEero MEJUIUHCKYI0 IIOMOIb B
aMOyJIaTOPHBIX YCJOBHSIX, JUIsI KOTOPOTO
IIpeIHAa3HAuYEH JIEKApCTBEHHBIN Ipenapar?

yHKT 22 [IpaBui
OTIIyCKa

dbamunus, UM, OTYECTBO (IIPU HAIUYHMH)
MEJUIUHCKOTO pabOTHHKA, BBIMHCABIIETO
pelenT, ero KOHTakTHBIH TenedoH aubo
TesneOH MEAUIIMHCKOW OpTaHu3aIum?

nyHKT 22 [IpaBuin
OTITyCKa

coJiep’KaHue pelenTa Ha JaTUHCKOM s3bIKe?

nyHKT 22 [IpaBun
OTIyCKa

dbamunus, UMs, OTYECTBO (IPU HAIUYHH) U
noanuch (GapManeBTUYECKOro pabOTHHKA,
OTITyCTHUBIIETO JIEKAPCTBEHHBIN Ipenapar?

myHKT 22 [IpaBun
OTIyCKa

JaTa OTIIyCKa JICKApCTBCHHOT'O HpenapaTa?

myHKT 22 [IpaBun
OTIyCKa

TpC6OBaHI/IH K OTIYCKY JICKAPCTBCHHLIX IIPCIIApaToOB II0 TpeGOBaHI/IHM-HaKHaIIHBIM
MEOAUITMHCKHUX OpFaHHSaHHﬁ, HHIAWBHUIYAJIbHBIX npenanHMMaTeneﬁ, UMECIOIIMX JITUICH3UTIO

Ha MCOAUIUHCKYIO JCATCIBbHOCTD

36.

HmMmeercs nu Ha Tpe6OBaHI/I$IX-HaKJIaIIHI)IX Ha
MMOJIYYCHHUC JICKAPCTBCHHBIX ITPCIIApPATOB:

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxxenne N 13
riassl [11
NHucTpykuun

nyHKT 26 [IpaBun
OTITYCKa;

mramn? [Ipunoxennem 13
riassl [11
NHuctpykuun
yHKT 26 IIpaBun
Kpyrias neyarb MEAUIIMHCKON OTHyCKa,
0 [Tpunoxxenne N 13
OpraHu3anuu?

riasbl I11
NHuctpykuun



http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100120&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100120&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100120&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100120&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100120&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100120&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100120&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100120&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100136&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=141320&dst=151&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=141320&dst=151&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100136&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=141320&dst=151&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=141320&dst=151&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100136&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=141320&dst=151&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=141320&dst=151&fld=134

MOJAMUCh €€ PYKOBOJUTENS WU  €ro
3aMECTUTEIA TI0 JIeUeOHOM YacTu?

myHKT 26 [IpaBui
OTIIyCKa;
[Ipunoxenne N 13
riasbl I11
HNucTpykuun

HOMEpP AOKyMEHTa?

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxenue N 13
raaBsi 11
HNucTpykuun

JaTa COCTaBJICHUA ,Z[OKyMeHTa?

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxenue N 13
riiassl [11
HNHucrpykuun

HAaMMEHOBAHHE OTIPABUTEIIA
JIEKapCTBEHHOT' 0 Ipernapara?

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxenue N 13
riiassl [11
HNHucrpykuun

HAaMMEHOBAHHE MOJTy4aTess
JIEKapCTBEHHOT O Tpernapara’?

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxxenne N 13
riiassl [11
NHucTpykuun

HAaMMEHOBAHME JIEKAPCTBEHHOTO Ipernapara
Ha JIATUHCKOM s3bIKE€ (C  yKa3aHHEM
JO3UPOBKH,  (OPMBI  BBITyCKa,  BHJA
YIIAKOBKH, CIIOCO0a MpUMEHEHUs)?

myHKT 26 IIpaBun
OTITyCKa;
[Tpunoxxenne N 13
rinassl [11
NHuctpykuun

KOJIMYECTBO 3aTpeOOBaHHBIX
JIEKapCTBEHHBIX MTPENapaToB?

myHKT 26 IIpaBun
OTIIyCKa;
[Tpunoxxenne N 13
riiassl [11
NHucTpykunn

KOJIMYECTBO M CTOMMOCTb OTITYIIEHHBIX
JIEKapCTBEHHBIX IIPENapaToB?

myHKT 26 IIpaBun
OTIIyCKa;
[Tpunoxxenne N 13
riassl 111

NHcTpykunn
37. |OcymecTBusieTcs I OTIYCK IO OTAENbHBIM | yHKT 27 [IpaBun
TpeOOBAHUAM-HAKIIAHBIM: OTIyCKa
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HapKOTHYECKUX u MICUXOTPOITHBIX
JexapcTBeHHbIX npenaparoB Crnucka I u 11
[lepeuynss HapKOTMUYECKUX M ICUXOTPOIHBIX
JIEKapCTBEHHBIX MTPENapaToB?

nyHKT 27 [IpaBuin
OTITyCKa

JICKApCTBCHHBIX IPEIIapaToB, IOAJICIKAIINX
NpEAMETHO-KOJIMYCCTBCHHOMY y‘lCTY?

nyHKT 27 [IpaBui
OTIIyCKa

UHBIX JICKApPCTBEHHBIX IPENapaTroB, B TOM
qclie OTIyCKaeMbIX 0e3 perenTa?

nyHKT 27 [IpaBuin
OTITyCKa

38.

[IpocraBnsiercss Ha TpeOOBaHUU-HAKIAJAHON
OTMETKAa O  KOJMYECTBE U  CTOUMOCTH
OTIMYIICHHBIX JICKAPCTBCHHBIX npenapaTOB?

yHKT 29 [IpaBuin
OTIIyCKa

39.

OcymecTBisieTcst XpaHEHUE
TpeOOBaHU-HAKIIATHBIX, o KOTOPBIM
OTHYHIGHBI HeKapCTBeHHble npenapaTLI:

yHKT 30 [IpaBui
OTIIyCKa

Ha  HApKOTHMYECKWE U  IICUXOTPOIIHBIE
nexapctBeHHble npenaparbl Crincka II u 11
[lepeunss HapKOTMYECKUX M ICUXOTPOIHBIX
JIEKapCTBEHHBIX IPENaparoB - B TEUYEHHUE
IIATH JeT?

nyHKT 30 [IpaBun
OTITyCKa

Ha JICKapCTBEHHBIE
MoJyIeXKAaIIe
NPEMETHO-KOJIMYECTBEHHOMY Y4YeTy, - B
TEUEHHUE TPeX JeT?

npenaparsl,

nyHKT 30 [IpaBun
OTITyCKa

Ha WHBIE JICKAPCTBEHHBIE Mperaparbl - B
TEYEeHHE OJHOro roga?

myHKT 30 IIpaBun
OTIyCKa

40.

CoOnromaercst  3ampeT  Ha  HapylICHHUE
MEepPBUYHOMN YHaKOBKH JIEKapCTBEHHOT O
npemnapara npu ero OTITyCKE o
TpeOOBAaHUIO-HAKIATHONH (32  HMCKIIIOUYCHHEM
CcyObeKTa PO3HUYHOW TOPTOBIH, HMEIOIIETO
JULEH3UIO Ha (apMareBTHYECKYIO
NEeSTeNIbHOCTh € TNPaBOM  H3TOTOBJICHHS

JIEKapCTBEHHBIX NTPENapaToB)?

nyHKT 31 IIpaBun
OTITyCKa

41.

CobOmroaeTcst M 3ampeT  Ha  OTIYCK
JICKapCTBEHHBIX IpEenapaToB B KOJIMYECTBE,
yKa3aHHOM B pelenTte, B ciyd4ae, Korma s
JICKapCTBEHHOTO  TpenapaTa  yCTaHOBJICHBI
MPEIeNTbHO IOy CTUMOE MIIH PEKOMEHI0BAaHHOE
KOJIWYCCTBO [JI4  BBINIKUCBIBAHHUA Ha OJHUH
peuent?

yHKT 7 [IpaBun
OTIIyCKa;
npuioxennsa N 1 u
N 2 ITopsiaka
Ha3HAa4YEeHUS U
BBIIIMCBIBAHUS

42.

CoOmromaercst M 3ampeT Ha HapylIeHUE
BTOPUYHONW  (HOTPEOUTEIHCKONH)  YMaKOBKH

nyHKT 8 [IpaBun
OTITyCKa



http://login.consultant.ru/link/?req=doc&base=RZR&n=314214&dst=100178&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314214&dst=100315&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100140&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100140&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100140&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100144&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100145&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314214&dst=100178&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314214&dst=100315&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100145&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100145&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100145&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100149&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100067&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=287500&dst=104&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=287500&dst=100134&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=277454&dst=100073&fld=134

JIEKapCTBEHHOTO  Mpemapara U OTIYCK
JIEKApCTBEHHOT0  Mpernapata B  MEPBUYHOU
yIaKoBKe?

43. |Cobmomaercs M 3ampeT  Ha  OTHYCK|IMyHKT 28 IIpaBui
HapKOTHYECKUX u MICUXOTPOITHBIX | OTITyCKa
nexkapcTBeHHbIX mpenaparoB Crnucka I u Il
[lepeyHss HAPKOTHUYECKUX M ICHUXOTPOITHBIX
JIeKapCTBEHHBIX IpernaparoB o
TpeOOBaHUSAM-HAKIAAHBIM  WHAMBHIYaJIHHOTO
HpeANPUHUMATEIS, WMEIOIIETo JIMICH3UI0 Ha
MEUIMHCKYIO 1€ATEIbHOCTh?

(momxHOoCTE M OVO IOOJDKHOCTHOTO JiMlla, S3allOJIHMBIIETO
NIPOBEPOUHEIM JIMCT, [IOANMCH, IaTa)

(nosmxHoCTE M YO IOJDKHOCTHOTO JIMila prnIndeCckKoro Jyuia, IPpMCyTCTBOBABIIEI'O
IIpy 3allOJIHEHVNM IIPOBEPOUWHOI'O JIMCTa, II0o4AIIMCH, mara)

[Ipunoxenne N 25

K npukazy denepaabHON CITyKObI

110 HAJ30py B cepe 31paBOOXpaHEHUS
ot 09.11.2017 N 9438

®dopma

[IpOBEPOYHEI JIUCT
(CnMCcok KOHTPOJIBHEIX BOIIPOCOB), MCIHOJIb3yeMeM denepalibHOM CJIyXOou
10 Han30py B chepe 3IpaBOOXPAHEHUS UM €€ TEePPUTOPUAJIEHEIMM OPTaHaMMU
OpY NPOBEeIeHUM IIJIaHOBHIX NPOBEPOK IIPM OCYLIECTBJIEHUM (QelepalibHOI'O
TOCYyOapCTBEHHOT'O Hal3o0pa B cbhepe obpalleHMsS JIEKAPCTBEHHEX CPeICTB
(oTnyck M peanusaluudg JIeKapCTBEHHBEIX IIpelapaToB IJig MeIMUUMHCKOI'O
NPMMEHEeHMS B MEeOMUMHCKMX OpTraHM3aluMax U MX 000COOJIeHHBIX
nompas3nesyieHusax (LeHTpB (oTmesneHusa) obmelM BpauebHOM (CeMeMHOM)
npakTUKM, ambyjaTtopunr, o¢esbpaumepckue M QeJibOuepcKo-akyllepckKue
IIYHKTEL) , PACIIOJIOXEHHBE B CEeJIbCKMX HaCeJIeHHBIX IYHKTax)

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO IIJAaHOBYID IPOBEPKY)

1. Bun rocymapCTBEHHOI'O KOHTpPOJA (Hazmsopa)

2. [IpenmeT [IJIAHOBOM OPOBEPKM OPUAMYECKUX JIML UM MHIMBUIYAJIbHEIX
NpeInnprHMMaTesen OrpaHMYMBaeTCsa OOA3aTeNbHEMM TpeDOBaHMUAMM, COOJIOISHUE
KOTOPHIX HABJSeTCHd HauboJiee BHauUMMBIM C TOUKM 3PEeHMS HEeNONYUEeHMS BO3HMKHOBEHUS
YITPO3bl NPUUMHEHMSA Bpela XM3HM, 3I0POBbI I'paxiIaH, M3JIOXKEHHEMM B Gopme
IPOBEPOYHOT'O JIMCTa (CIMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUOAMUECKOT'O JMUa, GaMuius, MMS, OTUECTBO (IpM HaJIMUUM)
VHIMBUAYAJIBHOTO MNPEeNNpMHMMATEIA

4. MecTO MNpOBeIeHMS IIJIAHOBOV MNPOBEPKM C 3BallOJIHEHMEM IIPOBEPOUYHOI'O JIMCTA:
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5. PexBM3UTH IpMKaza O IPOBEIOEHMUM IIJIAaHOBOM MNPOBEPKM: OT

N .

6. VYUeTHB HOMEpP [NPOBEPKM U HaTa IIPUCBOEHUS yUEeTHOI'O HOMepa I[IPOBEPKU B
EnovHOM peecTpe MNPOBEPOK:

7. JoXHOCTE, bammmsa n MHULIMAJIBL OOJIXKHOCTHOTO JauLa (J1m11) ,

NPOBOOAWETIO (UX) IIJIAHOBYK INPOBEPKY:
1. ;
2. .
8. IlepeueHb BOIPOCOB, OTPaXaKNIMX COIEPXaHMe 00S3aTEJIbHEIX TPpeOOoBaHMUM,
OTBET Ha KOTOpPBEE OIHOBHAYWHO CBUIETENLCTBYET O COOJIIEHUM MM HECOOJIOIESHUN
OPUAONYECKMM JIMIIOM, MHIMBMIYAJIbHEM NPeONpMHMMaTeseM 00g3aTeJIbHEIX TpeOOoBaHUM,
COCTAaBJIANIMX [NpenMeT MNPOBEPKU:

N Bomnpocsl, oTpaxaromue coaep:xaHue PexBu3uThI BeiBog 0
/o 00s13aTeNbHBIX TPEOOBaHUN HOpPMaTUBHBIX BBITIOJIHCHU U
MIPABOBBIX aKTOB, C | TpeOOBaHUM

yKa3aHUEM HX
CTPYKTYPHBIX Aa HET
€/IMHUI, KOTOPHIMU
yCTaHOBJICHBI
00s3aTeNnbHbIE
TpeOOBaHUS

®denepanbubiii 3akoH ot 12 ampens 2010 r. N 61-®3 "OO6 obparieHun J1IeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHonarenscTtBa Poccuiickoit ®@enepanuu, 2010, N 16, ct. 1815;
2016, N 27, ct. 4283) (nanee - 61-03); OenepaybHblii 3aK0H OT 8 sHBaps 1998 r. N 3-03
"O HaApPKOTHUYECKUX CPEACTBAX M MCUXOTPOIHBIX BemecTBax" (CoOpaHue 3aKOHOAATENbCTBA
Poccutickoit ®eneparuu, 1998, N 2, ct. 219; 2016, N 27, ct. 4238) (manee - N 3-D3);
[IpaBuna oTmycka JieKapCTBEHHBIX MpENapaTtoB Il MEAUIIMHCKOTO MPUMEHEHHs, B TOM
qyclie UMMYHOOHOJIOTHYECKHX JIEKAPCTBEHHBIX MpPErnapaToB, alTEYHBIMH OPTraHU3alUIMU,
WHAVNBUIYATBHBIMU TIPEINPUHAMATEISIMEA, UMEIONTUMH JIUIEH3MUI0 Ha (hapMarleBTHUECKYIO
JesITeNIbHOCTh, YTBEPXKJIEHHBIE MpUKa30M MMHHCTEpCTBa 3apaBooxpaHeHust Poccuiickoit
@eneparuu ot 11 mrong 2017 r. N 4031 (3apeructpupoBaH MHUHHCTEPCTBOM IOCTULIUU
Poccutickoit ®denepanun 8 centsaops 2017 r., peructpanuonueii N 48125) (mamee -
[IpaBuna ormycka); [lopsimok Ha3HaueHHWs] U BBIMUCHIBAHUS JICKAPCTBEHHBIX NPENapaToB,
U3JIeNN MEAMIIMHCKOTO Ha3HAYeHHUS U CIHEHUATU3HPOBAHHBIX MPOIYKTOB JIEU4eOHOTO
MUTaHUS, YTBEPXKJIEHHBIN MpuKazoM MHHHUCTEpCTBA 3PABOOXPAHEHUS W COLUAIBHOTO
pasButust Poccuiickoii @eneparuu ot 12 depans 2007 r. N 110 (3apeructpupoBaH
MunuctepctBoM roctunnu Poccuiickoit @enepanuu 27 anpens 2007 r., perucTpaliMOHHbINA
N 9364) ¢ u3MeHEHUsSMH, BHECEHHBIMH MPUKA30M MHHHCTEPCTBA 3PaBOOXPAHEHUS
Poccuiickoit ®eneparnyu ot 26 despans 2013 r. N 941 (3apeructpupoBad MUHHCTEPCTBOM
roctuu Poccniickoit @eneparuu 25 urons 2013 1., peructpanmonssiidi N 28881) (manee -
WNuctpykuus); IlepedeHb HApPKOTHYECKUX CPEACTB, TICUXOTPOMHBIX BEIIECTB U HX
MPEKYpCOpPOB, MOJJIEKANMX KOHTpodto B Poccuiickoit ®enepanuu, yTBEPKICHHbBIN
nocraHoBieHueM [lpaButenbctBa Poccuiickoit ®@enepanuu ot 30 urons 1998 1. N 681
(CobOpanue 3akoHomarenscTBa Poccuiickoit @enepammu, 1998, N 27, ct. 3198; 2017, N 33,
ct. 5182) (manmee - IlepeueHb HAPKOTUYECKUMX M TICUXOTPONHBIX JIEKAPCTBEHHBIX
npemnapatoB); DopMbl OJAHKOB PEIENTOB, COACpPXKAIIUX HAa3HAUYCHHE HAPKOTHYECKUX
CPEeICTB WJIM TICUXOTPOINHBIX BEIIECTB, MOPSAOK WX W3TOTOBJICHUS, pacHpeeiIcHus,
perucTpaluy, yueta U XpaHeHus, a Takke MpaBuia ohopMIIeHHS, YTBEPKICHHBIE TTPUKA30M
MunuctepctBa 31paBooxpanenust Poccuiickoit ®@enepaunu ot 1 aBrycra 2012 r. N 54u
(3apeructpupoBan MunucrepcTBoM foctuiiuu Poccuiickoit @enepanuu 15 asrycra 2012 r.,
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peructpanroHHbii N 25190) ¢ w3MeHEHHMsIMHU, BHECEHHBIMU IPHUKa30oM MUHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254n (3apeructpupoBaH
MunuctepctBoM roctuinu Poccuniickoit @eneparuum 18 urons 2016 r., peructpaiiioHHbIN N
42887) (manee - mpuka3 N 54); Ilopsiiok Ha3Haue€HHsS U BBIIMCBHIBAHMS JIEKAPCTBEHHBIX
MpernapaToB, a Takxke GopM pPeleNTypHbIX 0JIaHKOB Ha JIEKapCTBEHHBIE MPENnapathl, MOPsII0K
oopmieHuss yka3aHHBIX OJIaHKOB, MX Yy4e€Ta M XPaHEHHs, YTBEP)KIACHHBIA NPUKA30M
MunucrtepcTBa 3apaBooxpaHeHust Poccuiickoit @eneparuu ot 20 gexadpst 2012 r. N 11751
(3apeructpupoBan MunuctepctBoMm roctuiuu Poccuiickoit @enepaunu 25 urons 2003 r.,
peructpanroHHbii N 28883) ¢ W3MEHEHHSIMH, BHECEHHBIMH TNPHUKa30M MMUHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254H (3apeructpupoBaH
MunuctepctBoM roctuiuu Poccuiickoit ®enepanuu 18 utons 2016 r., peructpaiiioOHHbIN N
42887) (nanee - [lopsiiok Ha3HaYeHUs U BhIUChIBaHUsA); [lepeueHb JeKapCTBEHHBIX CPEICTB
UIS  MEIUIIMHCKOTO MPUMEHEHMsI, MOAJeKAIUX MPEeIMETHO-KOJINUYECTBEHHOMY YUeTy,
YTBEPKIAEHHBIN IpUKa3zoM MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 22
ampens 2014 1. N 1831 (3apeructpupoBaH MUHUCTEPCTBOM IOCTHIIMU Poccuiickoit
Oenepanuu 22 uronst 2014 r., peructpaunonssii N 33210) ¢ u3MeHEHUSIMH, BHECEHHBIMU
npuka3zoM MuHHCTepCTBa 3apaBooxpaHeHust Poccuiickoit ®deneparuu ot 10 centsadps 2015
r. N 634n (3apeructpupoBaHn MuHuctepctBoM toctuimu Poccuiickoir ®enepauun 30
centsiops 2015 r., peructpammonHbii N 39063) (mamee - IlepedeHb JeKapCTBEHHBIX
cpeact); Ilopsaok oTmycka (U3MYECKHMM JUIAM JIEKAPCTBEHHBIX IPEnapaToB JUIS
MEIUIMHCKOTO TPHUMEHEHUS, COJAEPXKAIUX KpPOME MallbIX KOJHMYECTB HAPKOTHUECKHX
CPEACTB, TCHXOTPOITHBIX BEIIECTB M HX HPEKypCcOpoB Jpyrue (apmakoIormyeckue
aKTUBHbIC BEIIECTBA, YTBEPXKACHHBIM MpukazoM MUHUCTEPCTBA 3/IpPaBOOXpPAHEHUS U
couuanbHoro pasButusi Poccuiickoit ®enepauun or 17 mag 2012 1. N 562H
(3apeructpupoBan MunHCTepcTBOM IocTuiinu Poccuiickoit ®@enepannu 1 utons 2012 r.,
peructpauMoHHbli N 24438) ¢ W3MEHEHUSIMH, BHECEHHBIMHM INpUKa3oM MUHHUCTEpCTBA
3npaBooxpaHeHuss Poccuiickori @Denepanmu ot 10 centsops 2015 r. N 634n
(3apeructpupoBan MunncrepctBoM toctuiiun Poccuiickoir ®@enepanun 30 centsops 2015
r., peructpanroHHbii N 39063) (nanee - mopsaaok); [lepedeHp >kM3HEHHO HEOOXOAMMBIX U
BOKHEWIIIMX JIEKAPCTBEHHBIX MpernapaToB Ha 2016 roj, a Takke MepeueHb JIEKapCTBEHHBIX
mpemapaToB  JUis  MEAMIMHCKOTO TNPUMEHEHHWS W MHUHUMAJbHBIA  aCCOPTHMEHT
JIEKapCTBEHHBIX IpPENapaToB, HEOOXOAMMBIX JJI1 OKa3aHWsS MEAULIMHCKOW MOMOIIH,
yTBepXKAeHHBIC pacropspkeHreM [IpaButenscTBa Poccuiickoit denepanun ot 26 nexadps
2015 r. N 2724-p (CoOpanue 3akoHojaarenbctBa Poccuiickoit @enepanun, 2016, N 2, cr.
413) (manee - IlepeuyeHb JIEKAPCTBEHHBIX IIPENapaToB, BXOASAIIMX B MHHHMAIbHBIN
accoptumeHT); Ilepedens HomKHOCTEH (apMalleBTUYECKHX U MEIUIIMHCKUX PaOOTHHKOB B
OpraHM3anusIX, KOTOPhIM MPEAOCTaBICHO MPAaBO OTIYCKAa HAPKOTHUECKUX JIEKAPCTBEHHBIX
IpernapaToB W TICHUXOTPOMHBIX JICKAPCTBEHHBIX TNpenapaTtoB (U3MYECKUM  JIHMIIAM,
YTBEpKACHHBIA MpUKa3oM MuHuCTepCcTBa 3paBooxpaHeHus Poccuiickoit deneparuu ot 7
cenrsiops 2016 r. N 681H (3apeructpupoBaH MHHHCTEPCTBOM IOoCTHUIMKU Poccuiickoit
Oenepanmu 21 centsaops 2016 r., peructpanvioHHbii N 43748) (mamee - Ilepeuenn
JOJKHOCTEH)

1. |Hapxotuueckue u MICUXOTpONHBbIE | TyHKT 3 [TpaBuin
JIEKapCTBEHHbIE NpenapaThl OTIYCKAKOTCS JIM | OTIYCKa
o peuentam?

2. |mmyHOOHONIOTHYECKHE JIEKapCTBEHHBIE | ITyHKT 3 [IpaBun
IIpenapaTsl OTIYCKAIOTCA JIM 110 penentam? OTITyCKa
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Hapxotuueckue u MICUXOTPOITHBIE
JICKApCTBCHHBIC NpCrapaTrbl, BHCCCHHBLIC B
Croucoxk II  IlepedyHs HapKOTHMYECKHX H

TICUXOTPOITHBIX JIEKAPCTBEHHBIX TPENapaToB,
OTIIyCKAIOTCS JIM IIPU MIPEIbSIBICHUH PELENTOB,
BBINMCAHHBIX HA PEHENTYPHBIX OJaHKax (GOPMBI
N 107/y-HII, yrBep>knenHoi npukazom N 54H?

nyHKT 4 [IpaBun
OTIIyCKa;
npuioxkenus N 1 u 2
k npukasy N 541

IlcuxoTpomnHble JIEKApCTBEHHBIE IIpenaparsl,
BHeceHHple B Cmmcox  III  Ilepeuns
HapKOTHYECKUX u ICUXOTPOIHBIX
JIEKapCTBEHHBIX IPENapaTroB, OTIYCKAIOTCS JIU
IIPU TPEABbSABICHUN PELENTOB, BBHIMMCAHHBIX Ha
peuentypHbix Omankax (opmbr N 148-1/y-88,
YTBEpPKIACHHOU npuka3zom N 54H?

nyHKT 4 [IpaBun
OTIIyCKa;

nyHKT 9 Tlopsinka
Ha3HAYCHUS U
BBIITMCHIBAHUS

Hapkoruyeckue u IICUXOTPOITHBIE
nekapcTBeHHble npenapatsl Cnincka I [lepeuns
HapKOTUYECKUX u IICUXOTPOIHBIX
JIEKApCTBEHHBIX IIpenaparoB B BHJIE

TPaHCAECPMAIIBHBIX TEPANEeBTUYECKHX CUCTEM
OTITyCKAIOTCS JIN TIPU TIPEIBSIBICHUH PEIETTOB,
BBINKUCAHHBIX HA PELENTYPHBIX OJaHKaxX (GOPMbI
N 148-1/y-88, ytBepxaeHHOH mpukazom N
54u?

nyHKT 4 [IpaBun
OTIIYCKa;

nyHKT 9 ITopsinka
Ha3HA4YCHUS U
BBIIIMCBIBAHHUS

JlekapcTBeHHbIE TIpenaparbl, BKJIIOYEHHbIE B
MEepeYeHb  JIGKAPCTBEHHBIX  CPEACTB IS
MEJULMHCKOTO  NPUMEHEHUs, MOMJIEKAIINX
MIPEIMETHO-KOJIMIECTBEHHOMY yUerTy,
OTITYyCKAIOTCS JIM TIPU MPEIbSIBICHUH PELENTOB,
BBINMCAHHBIX HA PEIENTYPHBIX OJaHKax (GOpPMBI
N 148-1/y-88, yrtBepxaeHHOH mnpukazom N
54u?

nyHKT 4 [IpaBun
OTITyCKa;
paznens I 11; 111
[lepeuns
JIEKapCTBEHHBIX
CpEeICTB

JlekapcTBeHHBIE — TIpemapartbl,  oOiajaromye
aHa0OJIMYECKOM aKTUBHOCTBIO, OTITYCKAIOTCS
T TIPU TIPEIBSBICHAN PEIETITOB, BBIMTUCAHHBIX
Ha  peuentypHbix Omankax  Qopmbl N
148-1/y-88, yTBepxxkaeHHo nmpukazom N 54u?

1. 4 [IpaBui
OTIIyCKa;

MOAMYHKT 3 ITyHKTa
9 MMopsinka
Ha3HA4YEeHUS U
BBIIIMCBIBAHUS

JlekapCTBeHHbIE  IIpenaparsl,
KpOME MaJbIX KOJIHYECTB
CPEACTB, TICUXOTPOMHBIX BEIIECTB U HX
MPEKypCOpoB  JApyrue  (apMaKoJIOTHUECKUE
aKTHBHBIC BELIECTBA, OTIYCKAIOTCS JH TpU
NPEABSBICHUHN PEIENTOB, BBITUCAHHBIX Ha
peuentypHbix Onankax (opmbr N 148-1/y-88,
YTBEPKIACHHOUN nprka3zomM N 54H?

cozieprKaIue
HAapKOTUYCCKHUX

ITyHKT
OTIIyCKa;
HopsiIKa

4  IlpaBun
IyHKT 5
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Otmyck  neKapcTBEHHBIX  HIpemaparoB  0e3
PELENITOB OCYLIECTBISETCS JIU B COOTBETCTBUU
C HHCTPYKIMSIMH TI0 WX MEAWIUHCKOMY
IIPUMEHEHUIO?

nyHKT 5 [IpaBun
OTITyCKa

10.

OTtnyck JIEKapCTBEHHBIX IpenaparoB
OCYILECTBIISIETCA JM B TEUEHUE YKA3aHHOTO B
perenTe cpoka ero AecTBus?

yHKT 6 [IpaBun
OTIIyCKa

11.

B caywae  oTCyTCTBUSL  JIEKQpPCTBEHHOTO
mpemapata peuenT MpUHUMAaeTcs JId Ha
00CITyKUBaHUE B CIEAYIOLIUE CPOKU:

yHKT 6 [IpaBun
OTIIyCKa

penent ¢ noMeTkou "statim" (HeMeJIeHHO)
oOciy>)kuBaeTcst B TEYEHHE  OJIHOTO
pabodero AHS co AHS OOpalleHus JHLa K
CyOBbEKTYy POSHUYHOM TOPrOBIIH?

yHKT 6 [IpaBun
OTIIyCKa

perent ¢ mnoMeTkod "cito" (cpouHO)
o0CITy’)kKMBaeTCsl B TeUeHHE IBYX paboumx
JHeH co aHs oOpalieHus Jula K CyObeKTy
PO3HUYHOI TOProBiIu?

nyHKT 6 [IpaBun
OTITyCKa

peuenTt Ha JICKapCTBEHHBIM Mpemnapar,
BXOJSIIMA B MWUHHUMAJIbHBIA aCCOPTUMEHT
JIEKapCTBEHHBIX MpernaparoB IS
MEIUIIMHCKOTO TIPUMEHEHHs, HEOOXOTUMBIX
JUIS  OKa3aHWsA MEIMIIMHCKOM ITOMOIIIH,
00CITy’)KMBaeTCs B TEUEHUE MATH Paboumx
JIHEeW co JHS OOpalieHHs Julla K CYOBEKTY
PO3HUYHOI TOProBiIu?

nyHKT 6 [TpaBun
OTIyCKa

12.

OOcmy)KUBaeTCs I PEIenT Ha JICKAPCTBEHHBIH
nmpenapar, OTIyCKaeMbIii O€CIUIaTHO WJIH CO
CKMJIKOM ¥ HE BONISANINM B MHWHHUMAJILHBLIN
ACCOPTUMEHT JICKAPCTBEHHBIX MpenapaToB IJIst
MEJUIIMHCKOTO TPUMEHEHUsS, HEOOXOIUMBIX
JUIS.  OKa3aHWs MEIUIMHCKOM IIOMOINM, B
TeUeHHue JecsATH padounx JHEH co JHS
oOpameHust JMIma K CYOBEKTy PO3HUYHOUN
TOproBian?

myHKT 6 [TpaBun
OTIyCKa

13.

O06ciyxuBaroTCS T peLenTsI Ha
JIeKapCTBEHHbIE IMpernapaTbl, Ha3HaYaeMble IO
pelIeHnI0 BpaueOHONl KOMHCCHH, B TEUYCHHE
NATHAAUATH paboyux JHEH co JHS oOpalieHus
JuIa K CyObeKTy PO3SHUYHOM TOProBiIn?

myHKT 6 [TpaBun
OTIyCKa

14.

OTnyckaroTcst M JIEKapCTBEHHBIE IpenapaThl
0 peLenTam ¢ UCTEKIINM CPOKOM JeiicTBUsA?

nyHKT 6 [IpaBun
OTITyCKa
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15.

OcymiecTBisieTcsi JIM TMPH HMCTEYCHUH CpPOKa
JEHCTBHS perenTa B MEepPHOJ HAXOXKIEHUS €ro
Ha OTCPOYCHHOM  OOCITY)XMBaHWUU  OTITyCK
JEKapCTBEHHOTO  Mpemapara [0  TaKOMY
penenty (6e3 ero nepeodopmiteHws)?

nyHKT 6 [IpaBun
OTITyCKa

16.

JlekapcTBEHHbIE MpenapaThl OTIYCKAIOTCA JIU B
KOJIMUYECTBE, YKa3aHHOM B perenre?

nyHKT 7 [IpaBun
OTITyCKa;
npusioxenus N 1 u
N 2 Iopsiaka
Ha3HA4YCHUS U
BBIIIMCBIBAHUS

17.

®dapmaneBTUYECKUl PAOOTHUK OTIIYCKaeT JIH
MIPEACIIBHO JOIy CTUMOE UJIU PEKOMEHI0BAHHOE
KOJIMYECTBO JIEKAPCTBECHHOIO IIperapara Ui
BBIIIMCBIBAHUA HA  OJUH  peuent  Ipu
MPEABSBICHUN  pelenTa C  IPEBBILICHUEM
MIPEACIIBHO JIOILy CTUMOT'O W
PEKOMEHIOBAaHHOTO KOJIM4YECTBA
JIEKApCTBEHHOI'0 IIpernapara JJisd BbIIUChIBAaHUSA
Ha  OOWMH  peuent C  IIPOCTABJICHUEM
COOTBETCTBYIOILIEN OTMETKH B perente?

nyHKT 7 [IpaBun
OTIIyCKa

18.

Otnyck JIEKapCTBEHHOTO npernapara
OCYILECTBIISETCA JIM B IEPBUYHON U BTOPUYHOMN
(moTpeOuTENbCKOI) yIaKoOBKax c
MapKHPOBKOW?

cratbs 46 N 61-D3;
myHKT 3 ctateu 27 N
3-D3;

yHKT 8 IIpaBun
OTITyCKa

19.

Hapymaercs 1M mepBuYHas  YIakoOBKa
JIEKapCTBEHHOTO IIpenapara IpH ero oTiycke?

nyHKT § [IpaBun
OTITyCKa

20.

[Ipu oTmycke JIeKapCTBEHHBIX IPENapaToB Ha
pelenTe NpoCTaBIIAETCs JIM OTMETKA 00
OTITyCKe JIEKapCTBEHHOTO Ipernapara ¢
yKa3aHUEM:

nyHKT 9 [IpaBun
OTIIyCKa

TOProBoro HAaWMMCHOBAHUA, JO3UPOBKHU U
KOJINYECTBA OTIYIICHHOTO JIEKAPCTBEHHOTO
npenapara?

nmyHKT 9 [TpaBun
OTIyCKa

(dbamMuTuM, UMEHH, OTYEeCTBA (MIPH HATUYIHH)

MEIUIIMHCKOTO pPa0OTHHKA B  CIy4YasX,
yKa3aHHBIX B a03alle 4eTBepTOM IMyHKTa 7 U
a03ane TpetheM mnyHkTa 10 IlpaBumn
oTmycka?

nmyHKT 9 [TpaBun
OTIyCKa

PEKBU3UTOB JIOKYMEHTA, YIAOCTOBEPSAIOILIETO
JMYHOCTh JM1a, HOJTYYHUBILETO
JEKapCTBEHHbIM  IpemapaT, B  Ciydae,

nyHKT 9 IIpaBun
OTITyCKa
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yka3zaHHoM B niyHkTe 20 [IpaBun ormycka?

dbamunnu, UMEHH, oT4ecTBa (TIPU HATHYHUH)
(bapMareBTHIECKOTO paboTHUKa,
OTITyCTUBLIETO JIEKAPCTBEHHBIN Npenapar, 1
€ro MoJnucu?

nyHKT 9 [IpaBun
OTITyCKa

JIaThl OTITYCKa JIEKAPCTBEHHOI'O IipenapaTa?

yHKT 9 [IpaBun
OTIIyCKa

21.

Penent ¢ orMeTkod BO3Bpallaercs JM IpU
OTIlyCKE JIEKQpCTBEHHBIX IpErnapaToB IO
peuenTy, BBIIMCAHHOMY Ha pPELENTYPHOM
omanke Qopmel N 107-1/y, yTBepkIeHHOM
npukazoM N 54H, Cpok IEHCTBUS KOTOPOTO
COCTAaBIISIET OIUH rox?

nyHKT 10 IIpaBun
OTITyCKa;
npujioxenue N 2
[Topsinka
Ha3HA4YCeHUS U
BBITTMCHIBAHUS

22.

[Iepenaercsa I (bapmaneBTUYECKUM
paboOTHHUKOM oLy, npuoOpeTaromeMy
(monmydaroriemMy) JI€KapCTBEHHBIE TIpermapaThl
[0 peLenTy, BBITUCAHHOMY Ha pPELENnTypHOM
omanke  QGopmer N 148-1/y-04  (n),
yTBEp)KIeHHOHM npukazoM N 54H, wnu Gopmbl
N 148-1/y-06 (1), yTBepx)aeHHOU mpuka3zoM N
541, 3aM0JHEHHBIN KOPELIOK TaKkoro peuenTa?

nyHKT 11 IIpaBun
OTIIyCKa

23.

[IpocraBnsercs m npu OTITyCKE
HapKOTHYECKOTO u IICUXOTPOITHOTO
nekapcTBeHHoro npenapata Crnucka Il I[lepeuns
HapKOTHYECKUX U HCUXOTPOIHBIX
JIEKapCTBEHHbIX IIpEenapaToB Ha peuente o0
OTIIyCKE JIEKapCTBEHHOI'O IIpernapara IedaTh
OpraHM3aliy, B KOTOPOH YKa3aHO IIOJHOE
HauMeHOBaHME (U HAIUYUU TeYaTH)?

nyHKT 12 IIpaBun
OTIyCKa

24.

Ha  pemente wnam  Kopemike — perenra
yKa3bIBaeTCs JIM TOYHOE Bpemsi (B dYacax W
MHUHYTax) OTIycKa HMMMYHOOHOJIOTHUYECKOTO
JIEKapCTBEHHOI'0 Ipernapara’?

nyHKT 13 IIpaBun
OTITyCKa

25.

NMMmyHOOMONMOrNYeckue JIEKapCTBEHHEIE
npernaparsl  OTIYCKAKTCA JIA TPU  HATHYUU
CIEIUaILHOTO TEPMOKOHTEMHEepa?

nyHKT 13 IIpaBun
OTIyCKa

26.

OcTatoTcst W XpaHiTcd JHM Yy CyObekTa
oOpallleHusl JeKapCTBEHHBIX CPEJCTB PELENThI

nyHKT 14 IIpaBun
OTIyCKa

(c ormerkoil "JlekapcTBEHHBIH  mpenapar

oTIyIieH") Ha:
HapKOTUYECKUE u IICUXOTpONHBIE | TyHKT 14 IIpaBun
nekapcTBeHHble mpenaparsl  Crnucka | oTmycka
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[Tepeuynss HAPKOTUYECKUX W TICUXOTPOITHBIX
JIEKApCTBEHHBIX IMpEnapaToB - B TEUEHUE
IIATH JET?

IICUXOTPOIIHBIEC JIEKAPCTBCHHBIEC IPENapaThl
Cmucka III IlepeyHss HapKOTHYECKHX H
IICUXOTPOIHBIX JIEKapCTBEHHBIX
IIPENapaToB - B TEUECHUE MATH JIET?

nyHKT 14 [IpaBun
OTITyCKa

JICKapCTBEHHBIE IIperaparthbl, OTITyCKaeMbIe
OecIUIaTHO WJIM CO CKHUJIKOH, - B TEUCHHE
Tpex jer?

nyHKT 14 [IpaBui
OTIIyCKa

KOM6I/IHI/Ip0BaHHI)I€ JICKApCTBCHHEIC
npenaparel, COACPKAMIUC HAPKOTUYCCKUC
Cpe€acTBa WM IICUXOTPOMNHBIC BCEIICCTBA,

BHeceHHble B Croucku II u Il Ilepeuns
HapKOTHYECKUX " TICUXOTPOITHBIX
JIeKapCTBEHHBIX [Ipernaparos,

H3TOTOBJICHHEBIC B alITCYHOU opraHusanuu, -
B TCYCHHUC TPECX ner?

nyHKT 14 [IpaBui
OTIIyCKa

JIEKapCTBEHHBIE TMpenaparthl, 00JIaaaroIue
aHa00JIMYECKON aKTUBHOCTBIO, - B TEUCHUE
Tpex jer?

nyHKT 14 [IpaBun
OTITyCKa

JICKApCTBCHHBIC MpCraparbl, IMINOAJICIKAIINUEC
NPEMETHO-KOJIMYECTBEHHOMY Y4YeTy, - B
TEUEHHUE TpeX JeT?

nyHKT 14 IIpaBun
OTIyCKa

JIEKAPCTBEHHBIE IIpemnaparbl B KUJAKOU
JIeKapCTBEHHOHN (opme, coaeprkaiiue Oonee
15% stunoBoro cnupra OT 00beMa roTOBOM
MPOIYKIINH, - B TEYEHUE TPEX MECAIEB?

nyHKT 14 IIpaBun
OTIyCKa

HWHBIE JIEKapCTBEHHBIC npenaparsl,
OTHOCSIITHECS 110 ATX K
AQHTUTICUXOTHUYECKUM  cpeAcTBaM  (KOJ
NO5A), ankcuonutukam (kox NO5SB),
CHOTBOPHBIM W CEIaTUBHBIM CPEJCTBAM
(xon NO5C), anTuaenpeccantam (KOf
NO6A) u HE OUIEKAIIIE
MPEIMETHO-KOJTMYECTBEHHOMY y4YeTy, - B
TEUEHHUE TPEX MECAIICB?

nyHKT 14 [IpaBun
OTITyCKa

27. |Penentsl, He yka3zaHHble B myHKTe 14 IlpaBw|mynkt 15 [IpaBun
OTITyCKa, OTMEYaIoTCs I LITaMIIOM | OTITyCKa
"JlekapcTBEeHHBIN MTpenapar OTHyIeH"?

28. |PeuenTtsl, He ykazaHHble B myHKTe 14 IlpaBun|myHkr 15 [IpaBun

OTITyCKa, BO3BpaliaroTCs JIn jmny,

OTITyCKa
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MOJYyYHMBIIEMY JIEKAPCTBEHHBIN Mpenapar?

29.

Nmeercs  n1m KypHad, B KOTOpPOM
PETUCTPUPYIOTCS  pELENThl, BBINHCAHHBIE C
HapyuienueM [IpaBun oTmycka, ¢ yKkazaHUEM:

nyHKT 15 [IpaBun
OTITyCKa

BBISIBJICHHBIX HapylIeHWi B odopmieHun
penenta?

nyHKT 15 IIpaBun
OTITyCKa

dbamuiuy, UMEHH, oT4eCTBa (IPU HATUYUK)
JIM1A, BHITMCABILIETO peLent?

nyHKT 15 [IpaBui
OTIIyCKa

HAaUMCHOBaHUA MCI[I/ILII/IHCKOI;’I

opraHu3aIumn?

nyHKT 15 IIpaBun
OTITyCKa

MIPUHSTBIX Mep?

nyHKT 15 [IpaBun
OTITyCKa

OrpanuveHus, HamaraeMble Ha (hapMareBTHUECKUX PAOOTHHKOB MPH OCYIIECTBICHUH UMHU
npodeCCHOHAIBHON AesITeNbHOCTH (cTaThs 74 denepanpHOro 3akoHa ot 21 Hosops 2011 r.
N 323-03 "O06 ocHOBax OXpaHbI 30pOBhs rpaxkaad B Poccuiickoit denepanun" (Cobpanue
3akoHoatenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)
(mamee - N 323-D3)

30.

dapmarnieBTUYECKHE PAaOOTHUKH U
PYKOBOJIUTENN alTEUHBIX OpraHU3aLNil:

MOAMYHKTHI 2 U 4
MyHKTa 2 cTaThu 74
N 323-D3;

nyHKT 17 I[IpaBun
OTITyCKa

MOJYYaroT JIU OT KOMIIAHUHM, MTPEICTABUTEIS
KOMITaHUU o0pa3isl JIEKapCTBEHHBIX
IIPENapaToB JUIsl Bpy4Y€HUsI HACEJICHUIO?

MOAMYHKTHI 2 U 4
IIyHKTa 2 cTaTtbu 74
N 323-03;

nyHKT 17 IIpaBun
OTITyCKa

MIPEIOCTABIISIOT M HACEJICHUIO
HEJOCTOBEPHYO W (MIM)  HEIOJIHYIO
nHGOpPMaLIMI0O O HAJMYUU JIEKApCTBEHHBIX
IIpEenapaToB, BKJIIOYas  JIEKAPCTBEHHbBIE
npernaparsl, UMEIOoLINe OJINHAKOBOE
MEXIyHapOaAHOE HENaTEeHTOBAaHHOE
HaNMEHOBaHHE?

MTOAMYHKTHI 2 U 4
IIyHKTa 2 cTaTtbu 74
N 323-03;

nyHKT 17 IIpaBun
OTITyCKa

CKPBIBAIOT JIK WHPOPMAIMIO O HAIUYUU
JICKApCTBCHHBIX nmpemnaparos, NMCHOIIINX
0osee HU3KYIO LIeHY?

MOAMYHKTHI 2 U 4
IIyHKTa 2 cTaTbu 74
N 323-03;

nyHKT 17 IIpaBun
OTIIyCKa

TpeboBanusi K OTIyCKYy HApKOTHYECKUX M ICUXOTPOIHBIX JIEKAaPCTBEHHBIX MpPENaparosB,

JICKApCTBCHHBIX

MpemapaToB,  OO0JIAJAIONINX

aHa00IUYECKOM

aKTUBHOCTBIO,

HHBbIX
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JIEKapCTBEHHBIX MPENapaToB, MOAJIEKAIIUX MPEAMETHO-KOJINYECTBEHHOMY YUETy

31.

OTnyck HapKOTUYECKUX U  TCHXOTPOIHBIX
JIEKapCTBCHHBIX IPEIApaTOB OCYIICCTBIICTCS
M (bapmaneBTHYECKUMU paboTHHKaMU,
3aHUMAIOIIMMHU  JOJDKHOCTH, BKJIFOYCHHBIC B
[lepeuyens gomxHOCTEM?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JOJDKHOCTEMN

32.

OTtnyck JIEKAPCTBEHHBIX npenaparos,
0o0JafaIX aHA0OIMYECKOM AaKTUBHOCTBIO,
OCyHIECTBISIETCS  J1  (hapMaIleBTUUECKUMHU
pabOTHHKAaMHU, 3aHUMAIONIUMHU  JIOJDKHOCTH,
BKJIIOUCHHBIE B [lepeuenb nomxHOCTENH?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JIOJKHOCTEN

33.

OTtnyck JIEKAPCTBEHHBIX npenaparos,
MOJICKANTUX  MPEAMETHO-KOJIUYECTBEHHOMY
yuery, OCYILECTBIISIECTCA M
(hapManeBTHUECKUMU paboOTHHUKAMH,
3aHUMAIOIMMU JIOJDKHOCTH, BKIIIOYEHHBIE B

[lepeuens gomkHOCTENH?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JIOJKHOCTEN

34.

HapxkoTtnueckue u MICUXOTPOIHBIE
nexapcTBeHHble npenapatsl Crincka 1 Ilepeuns
HApPKOTUYECKHUX u MICUXOTPOMHBIX
JICKaPCTBEHHBIX MPENapaToB OTILYCKAKOTCA JIU
npu NPEbABICHUN JIOKYMEHTA,
YAOCTOBEPSIOLLETO JINYHOCTb, iy,
YKa3aHHOMY B peELeNnTe, €ro 3aKOHHOMY
MPEICTABUTEN0  WIM  JIMIY, HUMEIOLIEMY
0(OpMIICHHYIO B COOTBETCTBUH c
3aKOHOJaTeNnbCcTBOM Poccuiickont denepanuu
JIOBEPEHHOCTh Ha MpPaBO TMOJYYEHUS TAKUX
HAapKOTHUYECKHUX u MICUXOTPOIHBIX
JIEKapCTBEHHBIX MpPENapaToB?

nyHKT 20 [IpaBui
OTIIyCKa

35.

Beimaercs nm mocne oTmycka HApKOTHYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpPENapaToB
Crucka II u Il Tlepeuynss HapKOTHUECKHX H
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB
CUTHATypa C >KEJITOM MOJIOCO B BEPXHEH YACTH
W HAAMHUCBIO YEPHBIM IIPUPTOM Ha HeH
"Curnarypa', B KOTOPOU yKa3bIBarOTCS:

myHKT 22 [IpaBui
OTIIyCKa

HAaUMEHOBAHHE U aJpec MECTOHAXOXKIIECHUS
cyObekTa  oOpalleHHs  JIEKapCTBEHHBIX
cpeacTs?

nyHKT 22 [IpaBun
OTITyCKa

HOMEp U J1aTa BBIMHCAHHOTO perenTa?

nyHKT 22 [IpaBun
OTITyCKa

dbamuus, UM, OTYECTBO (MIPH HAIUIHH)

nyHKT 22 [IpaBui
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auna,  JUIs KOTOpOro  IpeJHa3HayYeH
JIEKapCTBEHHBIH Mpernapar, ero Bo3pact?

OTITyCKa

HOMEP MEAMIMHCKOM KapThl MAalUeHTa,
MOJIyYarolEero MEJUIUHCKYI0 IIOMOIb B
aMOyJIaTOpPHBIX YCJOBHSIX, JUIsI KOTOPOTO
IIpeIHAa3HAauYEH JIEKApCTBEHHBIN Ipenapar?

nyHKT 22 [IpaBui
OTIIyCKa

dbamunus, UM, OTYECTBO (IIPU HAIUYHMH)
MEJIHUIUHCKOTO pabOTHHKA, BBIMHCABIIETO
pelenT, ero KOHTakTHBIM TenedoH aubo
TesneOH MEAUIIMHCKOW OpTraHu3aIum?

nyHKT 22 [IpaBuin
OTITyCKa

COJIEp’KaHUE peLenTa Ha JaTUHCKOM s3bIKe?

nyHKT 22 [IpaBui
OTIIyCKa

dbamunus, UMs, OTUYECTBO (IPU HAIUYUM) U
noAnucCh (apMaleBTUIECKOro pabOTHHKA,
OTITyCTUBIIETO JIEKAPCTBEHHBIN Ipenapat?

nyHKT 22 [IpaBuin
OTITyCKa

JaTa OTIIyCKa JICKAapCTBECHHOT'O HpenapaTa?

myHKT 22 [IpaBun
OTIyCKa

TpeOoBaHusT K OTIYCKY JIEKQPCTBEHHBIX MpEnapaTtoB IO TpeOOBaHUSIM-HAKIAIHBIM
MEJIMIMHCKUX OpraHu3aluii, UHIUBUAYAJbHBIX MPEANPUHUMATENCH, UMEIOUX JTUIECH3UIO

Ha MEAULUHCKYIO NCATCIbHOCTD

36.

HMmMmeercs nu Ha Tpe6OBaHI/I5{X-HaKJIaI[HLIX Ha
IMMOJIYUCHHUEC JICKAPCTBCHHBIX ITPEIIapaToB:

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenue N 13
raass 11
HNucTpykuun

nyHKT 26 [IpaBun
OTITYCKa;

mTam’? [Tpunoxenue N 13
riassbl [11
HNucTpykuun
nyHKT 26 [IpaBun
Kpyrias reyaTh METUITUHCKOM oTIycKd,
o [Tpunoxxenne N 13
OpraHu3aIum?

riassl [11
NHucTpykuun

noAanucCh €C PYKOBOOUTCIA WX €TI0
3aMECTHUTEI 110 JeueOHOM yacTh?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxxenne N 13
riasbl I11
NHuctpykuun

HOMEp AOKyMeHTa?

yHKT 26 IIpaBun
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OTIIyCKa;
[Tpunoxxenne N 13
riasbl I11
NHuctpykuun

JlaTa COCTABJICHUS JOKYMEHTA?

yHKT 26 [IpaBui
OTILYCKa,;
[Ipunoxennem 13
rnassbl I11
HNHucrpykunn

HaMMCHOBaHHE OTIPABUTEIIS
JIEKapCTBEHHOTO Npenapara?

yHKT 26 [IpaBui
OTILYCKa;
[Ipunoxenne N 13
rnasbl I11
NHcTpykunn

HaMMCHOBaHHE MOJTyyaTess
JIEKapCTBEHHOTO Ipenapara?

yHKT 26 [IpaBui
OTILYCKa;
[Ipunoxenne N 13
riasbl 111
WNHcTpykunn

HaNMEHOBAHUE JICKAPCTBEHHOTO Iperapara
Ha JIATHHCKOM s3bIKe (C  yKa3zaHUEeM
JIO3UPOBKH,  (OpPMBI  BBITyCKa,  BHJA
YIIaKOBKH, CIIOCO0a IpUMEHEHUS)?

yHKT 26 [IpaBui
OTILYCKa;
[Tpunoxenne N 13
rnasbl [11
WNHcTpykunn

KOJIMYECTBO 3aTpeOOBAHHBIX
JIEKapCTBEHHBIX MTpenapaToB?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenne N 13
rnasbl I11
WNHctpykunn

KOJIMYECTBO U CTOMMOCTBH  OTIIYILEHHBIX
JIEKApCTBEHHBIX IpenapaToB?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenue N 13
raass 11
HNucTpykuun

37.

OcymiecTBisieTcss U OTIYCK MO OTACIHHBIM
TpeOOBaHUSAM-HAKIAIHBIM:

nyHKT 27 [IpaBun
OTITyCKa

HAPKOTUYECKUX " TICUXOTPOITHBIX
nekapcTBeHHBIX mpenaparoB Crincka I u 111
[TepeuHss HAPKOTUYIECKUX U TICUXOTPOITHBIX
JICKapCTBEHHBIX MpenapaToB?

nyHKT 27 IIpaBun
OTIyCKa

JIEKapCTBEHHBIX MPEMapaToB, MOICKAIIIX
MPEIMETHO-KOJINYECTBEHHOMY yueTy?

nyHKT 27 IIpaBun
OTIIyCKa
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MHBIX JICKAPCTBEHHBIX IPENapaTtoB, B TOM
qHcye OTIyCKaeMbIX Oe3 perenTa?

nyHKT 27 [IpaBuin
OTITyCKa

38.

[IpocraBnsieTcst 1u Ha TpeOOBAHUU-HAKIIAJAHON
OTMETKAa O  KOJMYECTBE U  CTOUMOCTH
OTIMYIICHHBIX JICKAPCTBCHHBIX npenapaTOB?

nyHKT 29 [IpaBun
OTIIyCKa

39.

OcymecTBisieTcst h1178 XpaHeHUE
TpeOOBaHUI-HAKIIATHBIX, o KOTOPBIM
OTHYHIGHBI HeKapCTBeHHble npenapaTLI:

yHKT 30 [IpaBui
OTIIyCKa

Ha HApPKOTHYECKWE W  IICUXOTPOITHBIC
nexapcTBeHHble npenaparbl Crnucka 11 u 11
[lepeynss HAPKOTHYECKUX M TICHXOTPOIHBIX
JICKapCTBEHHBIX MPENapaToB - B TEUEHHE
ISITH JIeT?

nyHKT 30 [IpaBui
OTIIyCKa

Ha JIEKapCTBEHHbIE npenaparsl,
MOJJIEKALIUE
MIPEIMETHO-KOJIMYECTBEHHOMY Yy4eTy, - B
TE€YEHHE TPEX JIET?

yHKT 30 [IpaBui
OTIIyCKa

Ha WHBIC JICKAPCTBEHHBIC Mpernaparbl - B
TeYEeHHEe OJHOro roga?

yHKT 30 IIpaBun
OTIyCKa

40.

CoOmromaercst  3ampeT  Ha  HapylLIEHUeE
MEpPBUYHON YHaKOBKH JIEKapCTBEHHOT'O
mpernapara npu ero OTITyCKe o
TpeOOBaHMIO-HAKIAMHONH (32  HCKIIIOYEHUEM
CyObeKTa pPO3HUYHOM TOPrOBIH, HMEOLIETO
JULIEH3HIO Ha (bapmaneBTHYECKYIO
JESITeNbHOCTh €  TMPaBOM  HM3TOTOBJICHUS
JIEKapCTBEHHBIX NIPENapaToB)?

nyHKT 31 [IpaBun
OTITyCKa

41.

CoOmrojaeTcst 1M 3am0peT Ha  OTHYCK
JIEKapCTBEHHBIX IpEnapaToB B KOJIMYECTBE,
yKa3aHHOM B pelenrte, B ciydae, Korma s
JIEKapCTBEHHOI'O  TpernapaTa  yCTaHOBJIEHBI
MPeJeNIbHO TOMyCTUMOE MIIH PEKOMEH/I0BaHHOE
KOJIMYECTBO Ui  BBIIUCHIBAHMS Ha OJUH
peuernt?

nyHKT 7 IIpaBun
OTIIyCKa;
npunoxenus N 1 u
N 2 ITopsinka
Ha3Ha4YCHUs U
BBIITMCBIBAHHUS

42.

CoOmrojaeTcst M 3ampeT Ha HapyLIeHHE
BTOPUYHON  (MIOTPEOUTENIbCKON)  yHMaKOBKH
JEKapCTBEHHOTO  Tpemapata ©M  OTHYCK
JICKApCTBEHHOTO  Mperaparta B  I[EPBUYHOU
ynakoBke?

nmyHKT 8 [TpaBuin
OTIyCKa

43.

CobOmiomaeTcss M 3ampeT  Ha  OTHYCK
HAapKOTUYCCKHUX n MNCUXOTPOITHBIX
nekapcTBeHHBIX mpenapatoB Crmcka II u |11

nyHKT 28 [IpaBui
OTITyCKa
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[lepeynss HApPKOTHYECKUX U TICUXOTPOITHBIX
JIEKapCTBEHHBIX rpenaparoB o
TpeOOBaHUSM-HAKJIATHBIM  HHAUBUAYAJIHEHOTO
NpeANpUHUMATEINS, UMEIOUIEro JUIEH3UI0 Ha
MEJIUIIUHCKYIO JESITEIIBHOCTD?

(mommxHOCTE M OMO IOOJIKHOCTHOTO JiMila, 3alloJIHMBIIEI'O
NIPOBEPOYHHM JIMCT, [NOONMCH, IHaTa)

(mojpxkHOCTE M OVMO IOOJDKHOCTHOTO JMIla BPUIMYECKOTO JiMia, IPMCYyTCTBOBABIIEIO
0Py 3alOoJIHEHUM [POBEPOYHOI'O JMCTa, NOANMCH, OaTa)

[Tpunoxenue N 26

K npukasy denepanbHoi CIyKObI

0 HAJ30py B cepe 3paBoOOXpaHEHUS
o1 09.11.2017 N 9438

dopma

[IpOBEPOUHEIY JIUCT
(CIMCOK KOHTPOJIBHEIX BOIPOCOB), MCIOJb3yeMbl denepalibHOM CJIyXOou
IO Ham30py B chepe 3IpaBOOXPAaHEHVS U €€ TEepPUTOPUAJILHEIMU OPTaHaMu
IpY NPOBENEeHUM I[JIaHOBHX MNPOBEPOK [IPU OCYWECTBJIEHUM belepalibHOTO
TOCYHOAapCTBEHHOTO Haln3opa B cbepe obOpalleHMA JIEKAPCTBEHHBIX CPEenOCTB
(oTnyck M peanmMs3almsa JIEKAPCTBEHHHX [IPENapaToB IJid MEOUIMHCKOTIO
IPUMMEHEHUS MHIMBUIYAJLHEMY NPEeONPYHMMATEeJSIMA)

(HaMMeHOBAaHME OpTaHa, OCYUECTBJIAOIETO IIJIAHOBYK NPOBEPKY)

1. Bun rocymapCTBEHHOI'O KOHTpPOJS (Hazmsopa)

2. [IpenmeT [IJIAHOBOM OPOBEPKM OPUAMYECKUX JIML UM MHIMBUIYAJIbHEIX
npennprHmuMaTesien orpaHMYMBaeTcd o060sga3aTesibHEIMM TpebOoBaHMAMM, COOJIOOeHMe
KOTOPEIX ABJIgeTCA Hambojiee BHAUMMBEIM C TOUKM 3BPEeHMS HeIONylleHMS BOSHUMKHOBEHUSA
YyITPO3bl [NPUUMHEHMS Bpela XM3HM, SIOPOBbLID I'paxIaH, M3JIOXEHHEMM B QopMe
IPOBEPOUYHOT'O JIMCTAa (CIMCKa KOHTPOJIBHBEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUAOAMUECKOTO JMUa, OGaMuiusa, MMS, OTUECTBO (IpM HaJIMUUM)
VHOVBUAOYAJBbHOTO NPEeANPUHMMATENI:

4. MecToO NpOBeIeHMS IIJIAHOBOM MNPOBEPKM C BalOJIHEHMEM IIPOBEPOUYHOTO JIMCTA :

5. PexBUBUTEH IIprKasa O IIPpOoBeIeHVNM JIaHOBOM IIPOBEPKM: OT

N .
6. VYUeTHB HOMEP IMNPOBEPKM U HaTa [IPUCBOEHUS YyUETHOT'O HOMepa IIPOBEPKU B
EnomHOM peecTpe MNPOBEPOK:
7. JOIIXHOCTE, bammma u MHUILIMAJIIBL IOJDKHOCTHOTO LA (J1m11)
IPOBOIAWETO (UX) IIJIAaHOBYIK IIPOBEPKY :
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTPpaXawlMxX COIEpPXaHMEe oO0S3aTeNIbHEX TpeboBaHMMA,

oTBET Ha KOTOPEIE OIOHO3HA4YHO CBMIETEJIECTBYET O CODJIIOOEHUY WM HEeCOOJIIIEeHUM
PNINMYeCKyM JIMIIOM, MVMHIMBUMIOYAJIBHBIM IIPEOIIPMHYMaTEJIEM ob4a3aTesibHBIX TpeGOBaHMﬁ,



COCTaBJIAKIMX [IPEeIMEeT MNPOBEPKM:

N Bomnpocsl, oTpakaromue cofep;xaHue PexBu3uTHI BriBOI O
n/n 00s13aTeNIbHBIX TPEeOOBaHUN HOpPMaTUBHBIX BBITIOJTHEHUH
IIPaBOBBIX aKTOB, C | TpeOOBaHUM

yKa3aHHEeM UX
CTPYKTYPHBIX Aa HET
€/IMHUIL, KOTOPHIMU
YCTaHOBJICHBI
o0s13aTeNnbHbIC
TpeOOoBaHU

®enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®@3 "O6 obparnieHun J1eKapCTBEHHBIX
cpenctB" (CoOpanue 3akonomarensctBa Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815;
2016, N 27, cr. 4283) (manee - 61-®3); [IpaBuia oTirycka JIEKapCTBEHHBIX MPETIAPATOB IS
MEJULMHCKOTO TNPUMEHEHHUs, B TOM 4YHCIE HMMYHOOHOJOTMYECKHX JIEKapCTBEHHBIX
[IpernapaToB, aNTEYHbIMU OPTraHU3ALUSIMH, HWHAUBUAYAIbHBIMU MpPEANPUHUMATEIAMU,
MMEIOIIMMH JIMLEH3UI0 Ha (apMalleBTUYECKYIO NESTEIbHOCTb, YTBEP)KACHHBIE MPUKA30M
MunuctepctBa 3npaBooxpanenusi Poccuiickoit @enepaunu ot 11 urons 2017 r. N 403u
(3apeructpupoBan MunuctepcTBoM roctunmu Poccuiickoit @enepanuu § centsiops 2017 r.,
peructpanronnbii N 48125) (mamee - IlpaBwia otmycka); llopsmoxk HazHadeHUsT u
BBIIIMCBIBAHUS JIEKAPCTBEHHBIX IPENaparoB, W3AEIUN MEIUIMHCKOIO HAa3HAYEHUs H
CHEIMATM3UPOBAHHBIX  MPOAYKTOB JIEYEOHOrO MUTAHMs, YTBEPKICHHBIH IPUKA30M
MuHucTepcTBa 31paBOOXpaHEHUs U coluaibHOro pa3sutus Poccuiickoit denepanuu ot 12
deBpans 2007 r. N 110 (3apeructpupoBan MUHHCTEPCTBOM IOCTUIIMU Poccuiickoit
Oenepauun 27 anpens 2007 r., peructpaunoHHblil N 9364) ¢ u3MeHEHUAMH, BHECEHHBIMU
npukazoM MuHucTepcTBa 3ApaBooxpanenus Poccuiickoit @enepanun ot 26 dpepans 2013
r. N 94u (3apeructpupoBan MunucrepctBoM roctuiiuu Poccuiickoit @eaepannu 25 uroHs
2013 r., peructpanuonnbii N 28881) (manee - Unctpykuus); Ilopsnok HazHaueHus u
BBINKCHIBAHUS JIEKAPCTBEHHBIX MpENaparoB, a Takke (OpM pelenTypHbIX OJAHKOB Ha
JIEKapCTBEHHbIE TMpernapaThl, MOPSAOK O(QOpPMIIEHHS YKa3aHHBIX OJIaHKOB, MX y4eTa H
XpaHEHMs, YTBEP)KIACHHBIM MpHUKa3oM MHUHKUCTEpCTBA 3ApaBoOXpaHeHus Poccuiickon
Oenepannu ot 20 gexadpst 2012 r. N 11751 (3apeructpupoBad MUHHCTEPCTBOM FOCTHITMH
Poccuiickoit ®eneparu 25 uronst 2003 r., peructpaunonsbiii N 28883) ¢ n3MeHeHHusIMH,
BHECEHHBIMM IpUKa3oM Munucrtepcra 3apaBooxpaHeHust Poccuiickonn @enepanun ot 21
anpenss 2016 r. N 254n (3apeructpupoBaH MuHuctepcTBoM roctuuun Poccuiickoin
Oenepanuu 18 urons 2016 r., peructpaunonnsiit N 42887) (nanee - [lopsaok Ha3HaUeHUs U
BBINMUCHIBaHUsA); [lepeueHb JeKapCTBEHHBIX CPEACTB Ui MEIUIUHCKOTO MPUMEHEHUS,
MOAJNIEXKAIUX  MPEIMETHO-KOJIMYECTBEHHOMY  y4YeTy,  YTBEP)KIEHHBIH  MPUKa30M
MunucrepcTtBa 3apaBooxpanenus Poccuiickoit @enepanun ot 22 anpens 2014 r. N 183H
(3apeructpupoBan MunuctepcTBoM roctuituu Poccuiickoit @eneparuu 22 utons 2014 r.,
peructpanronHelii N 33210) ¢ w3MEHEHHSIMH, BHECEHHBIMH TpUKa3oM MUHHUCTEPCTBA
3npaBooxpanenus Poccuiickori @epepanmu ot 10 centsops 2015 r. N 634n
(3apeructpupoBan MunucTepcTBoM tocTuiu Poccuiickoii ®enepammu 30 centsiops 2015
r., peructparuorasii N 39063) (manee - Ilepeuensb nekapcTBEeHHBIX cpencTB); [lopsmok
OTIyCKa (PU3MUYECKUM JIMIaM JIEKaPCTBEHHBIX MPENapaToB il MEAUIIMHCKOTO IPUMEHEHUS,
CoZIepKaIIMX KPOME MaJIbIX KOJIMYECTB HAPKOTUUECKUX CPEACTB, ICUXOTPOMHBIX BEIIECTB U
UX TPEKypcopoB apyrue (apMaKoIOTHYECKHE AaKTHUBHBIE BEIIECTBA, YTBEP)KICHHBIH
NpuKa3zoM MuHHCTEPCTBA 3APABOOXPAHEHUSI U COLMAIBHOTO pa3Butus Poccuiickoi
@enepanuu ot 17 mas 2012 r. N 562H (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
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Poccutickoit ®eneparun 1 utons 2012 r., peructpannonubiii N 24438) ¢ u3MEHEHUSIMU,
BHECEHHBIMH IpHKa3oM MuHHcTEpcTBa 31paBooxpaHeHust Poccuiickoit ®enepauuu ot 10
ceHTsiops 2015 1. N 6341 (3apeructpupoBaH MUHHCTEPCTBOM IOCTUIIMU Poccuiickoit
@eneparun 30 centsiops 2015 r., peructpanumonnsiii N 39063) (nmanee - TMOPSAOK);
[lepedyeHb KU3HEHHO HEOOXOIUMBIX M BaKHEHINIHMX JIEKAPCTBEHHBIX IpemnapatoB Ha 2016
roJl, a TaKKe [EepeuyeHb JIEKAPCTBEHHBIX IPENaparoB ISl MEAULMHCKOIO IPUMEHEHUs U
MUHUMAaJIbHBI ACCOPTUMEHT JIEKAPCTBEHHBIX IPENapaToB, HEOOXOAMMBIX MJISi OKa3aHUA
MEJIMLMHCKOW IIOMOIIM, YTBEpXKICHHbIE pacnopsbkeHueM IIpaBurenscTtBa Poccuiickoin
Odenepannn ot 26 nekadbps 2015 r. N 2724-p (CobOpanue 3akoHOJATENbCTBA Poccuiickoi
®Denepanuu, 2016, N 2, ct. 413) (nanee - [lepeueHs iekapCTBEHHBIX IPENapaToB, BXOAAIINX
B MUHUMAJIbHBIN aCCOPTUMEHT)

1. |JlekapcTBEeHHBIC TNpernaparbl, BKIIOUYEHHBbIC B |MyHKT 4 [IpaBui
MepeueHb  JICKapCTBEHHBIX  CPEACTB IS | OTITYCKa;
MEIIMIIMHCKOTO  MPUMEHEHHS, mnojyiexamux |paszaenst [; 11; 11
MIPEIMETHO-KOJIMYECTBEHHOMY yuery, | [lepeuns
OTITYCKAIOTCS JIM NP MPEIbABICHUH PELEIITOB, | IEKAPCTBEHHBIX
BBHINIMCAHHBIX HA PEIENITYPHBIX OJIaHKax (hOPMEI | CPEACTB

N 148-1/y-88, ytBepkmeHHod mnpukazoM N
54u?

2. |JlekapcTBeHHBIE Tpemaparbl, oOmagaromue |11. 4 [IpaBun
aHa0OJIMYECKOM aKTUBHOCTBIO, OTITYCKAIOTCS | OTITYCKa;

T TIPU TIPEIBSIBICHAN PEIETITOB, BBIMUCAHHBIX | TIOITYHKT 3 TyHKTa
Ha  peuentypHbix Omankax  Qopmbel N |9 Ilopsaka
148-1/y-88, yrBepxkaenHoi nmpukazom N 54H? | Ha3HAYEHUS U
BBINKCHIBAHUS

3. |JlekapcTBeHHBIE Ipemaparbl, cojepxamue | myHKT 4 [IpaBui
KpOME MalbIX KOJHYECTB HAPKOTHYECKHX | OTITYCKa; IyHKT 5
CPEACTB, TIICUXOTPONHBIX BEWIECTB U HUX |MOpsIKa
NPEeKypcopoB  Jpyrue  (papMaKoIOTHIECKHe
aKTHUBHBIE BEILIECTBA, OTIYCKAIOTCS JHU TpHU
MPEIbSBICHNH DPELENTOB, BBINHCAHHBIX Ha
peuentypHbix Omankax (opmbr N 148-1/y-88,
YTBEpKACHHOU IpuKka3zom N 5417

4. |OTmyck JeKapCTBEHHBIX mpenapartoB  0e3|myHKT 5 [Ipasun
PELIENTOB OCYILECTBIISIETCS JIM B COOTBETCTBUU | OTITyCKa

C UHCTPYKUUSIMH IO UX MEIULUHCKOMY
IIPUMEHEHHUIO?

5. |Ornyck JIeKapCTBEHHBIX npenapatos | yHKT 6 [IpaBun
OCYIIECTBIISICTCS] JIM B TE€YCHHE YKA3aHHOTO B |OTITyCKa
pelenTe cpoka ero JeicTpus?

6. |B cmywae oTcyTrcTBUSL  JIEKapCTBEHHOTO | IyHKT 6 [IpaBumi
Ipernapata peuenT IMPUHUMAETCs JIM  Ha | OTIycKa
00CITyKMBaHHE B CIIEIYIOLINE CPOKH:

perent ¢ nomeTkon "statim" (HememneHHo) | myHKT 6 [IpaBuin
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oOcioyKuBaeTcsi B TEYEHHE  OJHOTO
paGouero JHS co JIHS OOpamieHHs Juna K
CyOBEKTY PO3HUYHOU TOPTOBIIU?

OTITyCKa

perent ¢ momMeTkou "cito" (cpouHo)
00CITy’)KHBaeTCs B TEUEHUE IBYX pabOdnX
JHeH co JHs oOpaleHus JuLa K CyObeKTy
PO3HUYHOI TOpProBiIu?

nyHKT 6 [IpaBun
OTITyCKa

pelenT Ha JIGKAPCTBEHHBI  Ipenapar,
BXOJSIIUI B MHHHMMAJIbHBIH acCCOPTUMEHT
JICKApCTBCHHBIX npemnapaTron JJIA
MEJIULUHCKOTO IPUMEHEHUS], HEOOXOIUMBIX
1A OKa3aHuA MCHHHHHCKOﬁ IIOMOIIH,
o0CITy>)KMBaeTCsl B TEUEHHE IMATH pabouux
JHEeN co JHS oOpalleHus JIMla K CyObeKTy
PO3HUYHOM TOProBiIu?

yHKT 6 [IpaBun
OTIIyCKa

OO6cmyKHUBaeTCs M PelenT Ha JIEKApCTBEHHBIH
npemnapar, OTIYCKaeMblii O€CIUIaTHO WJIH CO
CKHUIKOM M HE BONICAIIMM B MHUHHUMAaIbHBIN
ACCOPTUMEHT JICKAPCTBEHHBIX MpenapaToB IJIst
MEIUIIMHCKOTO TPUMEHEHHUs, HEO0OXOIUMBIX
IUIS  OKa3aHWs MEIMIMHCKOM IIOMOINM, B
TedeHwe JecsaTh pabouux JHEH co JHSA
oOpameHusi JMma K CYOBEKTy PO3HUYHOMN
TOproBian?

nyHKT 6 [IpaBun
OTITyCKa

OO6cmyKUBalOTCA JIH peLenThl Ha
JIEKapCTBEHHBIC TIpErapaThl, Ha3HaYaeMbIe I10
pelIeHn0 BpayeOHOW KOMHUCCUHU, B TEUCHHUE
MATHAIATA pabounx AHEH CO JHS OOpalieHus
TUIA K CYyOBEKTY POSHHUYHOM TOPTOBIN?

nyHKT 6 [IpaBun
OTITyCKa

OTnyckaroTcsl JId J€KapCTBEHHbBIE MpenapaThbl
10 PEUENTaM C UCTEKIIUM CPOKOM JIEUCTBUSA?

nyHKT 6 [IpaBun
OTITyCKa

10.

OcymiecTBisieTcsi M TMPH HCTEYCHUH CpOKa
JEUCTBUS perenTa B MEepPHO]] HAXOXKIEHUS €ro
HAa OTCPOYCHHOM  OOCITY)XMBaHWUU  OTITyCK
JIEKapCTBEHHOTO  TIpenapara IO  TaKoMy
petenty (6e3 ero nepeodopmiteHus)?

nyHKT 6 [TpaBun
OTITyCKa

11.

JlekapcTBEHHBIE TIpenapaThl OTITyCKAIOTCS JH B
KOJIMYECTBE, YKa3aHHOM B perenre?

nyHkKT 7 [TpaBun
OTITyCKa;
npusnioxenus N 1 u
N 2 INopsiaka
Ha3HAYCHUS U
BBITIMCHIBAHUS

12.

®dapmaneBTHYECKUl PAOOTHUK OTIIYCKAeT JIH

nyHKT 7 IIpaBun
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MpeiebHO JOIyCTUMOE UIN PEKOMEHIOBAHHOE
KOJIMYECTBO JIEKAPCTBEHHOTO Tperapara Jyist
BBIMCBHIBAHUSA HA  OJUH  peuent  Ipu
NpEAbSIBICHUU  pelenTa C  IPEBbIIICHHEM
npeeabHO JIOITY CTUMOTO WIH
PEKOMEHI0BAaHHOTO KOJIMYeCTBa
JIEKapCTBEHHOI'O Mpernapara Jiisl BbIIHCHIBAHUS
Ha  OJMH  peuent C  [POCTABJICHUEM
COOTBETCTBYIOILIECH OTMETKHU B periente?

OTITyCKa

13.

Otnyck JIEKapCTBEHHOTO npernapara
OCYILECTBIISICTCA JIM B IEPBUYHON U BTOPUYHOU
(moTpeOUTENHCKON) yIaKOBKax c
MapKUpPOBKOW?

cratha 46 N 61-D3;

yHKT 3 ctatbu 27 N

3-D3;
myHKT 8 [TpaBui
OTIyCKa

14.

Hapymaercs 1M mepBuYHas  YIakKOBKa
JIEKapCTBEHHOTO IIpenapara IpH ero oTiycke?

nyHKT § I[IpaBun
OTITyCKa

15.

[Ipu oTmycke JIeKapCTBEHHBIX IIPENapaToOB Ha
pelenTe NpoCTaBIIAETCs U OTMETKA 00
OTIIyCKe JIEKapCTBEHHOTO Ipernapara ¢
yKa3aHUEM:

yHKT 9 [IpaBun
OTIIyCKa

TOPrOBOIO HAMMEHOBAHMS, IO3UPOBKU U
KOJIMYECTBA OTIYIIEHHOTO JEKapCTBEHHOTO
npenapara?

nyHKT 9 [IpaBun
OTITyCKa

(dbamMuTuM, UMEHH, OTYEeCTBA (MIPH HATUYHH)
MEIULUHCKOIO0 pabOTHHKAa B  Cllydasx,
yKa3aHHbBIX B a03alle 4eTBEPTOM IyHKTa 7 U
abzane TperbeM myHkra 10 IlpaBun
oTIycka?

nmyHKT 9 [TpaBun
OTIyCKa

PEKBU3UTOB JIOKYMEHTA, YJOCTOBEPSIOIIETO
JUYHOCTh nuna, MOJTyYHBILIETO
JIEKAapCTBEHHBIA  Mpemapar, B  Cilyyae,
yka3zaHHoM B niyHkTe 20 [IpaBun ormycka?

nmyHKT 9 [TpaBun
OTIyCKa

(dhaMuIIMK, UMEHH, OTYeCTBa (TIPU HATTUYIUH)
(bapmareBTHIECKOTO paboTHUKa,
OTITyCTUBIIIETO JICKAPCTBEHHBIN Npenapar, u
€ro MoJIucH?

nyHKT 9 [IpaBun
OTITyCKa

JIaThI OTITyCKa JIEKAPCTBEHHOTO Ipemnapara?

nmyHKT 9 [TpaBun
OTIyCKa

16.

Perent ¢ oTMeTKON BO3BpamiaeTcss JH TPU
OTIIyCKE€ JIGKAPCTBEHHBIX  IPEMapaTtoB IO
pelenTy, BBIMUCAHHOMY Ha PEIenTypHOM
omanke Qopmer N 107-1/y, yTBepKaeHHOI

nyHKT 10 IIpaBun
OTITYCKa;
npuioxxenue N 2
[Topsinka
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npukazoM N 54H, CpoK JEWCTBUA KOTOPOTO
COCTAaBIISIET OJUH Iof?

Ha3Ha4YCHUA U
BBIIIMChIBAHUA

17.

[Iepenaercsa m (dapmaneBTUYECKUM
paboTHHUKOM oLy, npuoOpeTaroeMy
(momydaroriemMy) JI€KapCTBEHHBIE TIpermapaThl
II0 PELENTy, BBINMCAHHOMY Ha PELENTYPHOM
Oomanke  Qgopmbr N 148-1/y-04 (1),
yTBEepXKIeHHOH npukazoM N 54H, wiu Gopmbl
N 148-1/y-06 (1), yTBepx)aeHHOU mpukazoM N
54H, 3aNI0JTHEHHBIN KOPEIIOK TaKOro perenTa’?

nyHKT 11 IIpaBun
OTIIyCKa

18.

Ocratorcss W XpaHiarcs 7MYy cyObekTa
oOpallieHusi JeKapCTBEHHbBIX CPEACTB PELETHI
(c ormerkoi "JlekapcTBeHHBIM  Ipenapar
oTmyieH") Ha:

nyHKT 14 [IpaBuin
OTITyCKa

JICKapCTBEHHBIE IIpPeraparthbl, OTITyCKaeMbIe
OecIUlaTHO WJIM CO CKHJIKOH, - B TEUCHHE
Tpex jer?

nyHKT 14 [IpaBuin
OTIIyCKa

JIEKapCTBEHHbIC IIperaparsl, 0O0Iamaronue
aHa0OJIMYECKOW aKTHUBHOCTHIO, - B TEUCHHE
Tpex jer?

nyHKT 14 [IpaBui
OTIIyCKa

JIEKapCTBEHHBIE IIpenaparThl, IOJIeKALUe
[IPEAMETHO-KOJIMYECTBEHHOMY y4YeTy, - B
TE€YECHHE TPEX JIET?

nyHKT 14 IIpaBun
OTITyCKa

JIEKapCTBEHHbIE TMpemapaTbl B  KHAKOU
JeKapcTBeHHOH (hopme, conmepkamue Oomee
15% stunoBoro cnupra oT 06beMa roTOBOI
MPOIYKIIMH, - B TEUECHHE TPEX MECSIIEB?

nyHKT 14 [IpaBun
OTITyCKa

WHBIC JI€KapCTBEHHBIE
OTHOCSIIITUECS o
AHTUTICUXOTUYECKHM  CpeiacTBaM  (KOX
NO5A), ankcuonutukam (koxg  NOSB),
CHOTBOPDHBIM U CEJAaTUBHBIM CpEICTBAM
(xom NO5SC), antuaenpeccantam (KO
NO6A) u HE MO/IJIeXKAITNE
NPEMETHO-KOJIMYECTBEHHOMY Y4YeTy, - B
TE€YEHHE TPEX MECSIIEB?

IpenapaTsl,
ATX K

nyHKT 14 IIpaBun
OTIyCKa

19.

Penentel, He ykazaHHble B nyHKTe 14 IIpaBun
OTITyCKa, OTMEYAITCS M HITaMIIOM
"JlexapcTBEHHBIH npenapar oTnyIieH"?

nyHKT 15 IlpaBun
OTIyCKa

20.

Penentel, He ykazaHHble B nyHkTe 14 IlpaBun
OTIIyCKa, BO3BpAIAIOTCA hi0 Ly,
MOJYyYHMBIIEMY JIEKAPCTBEHHBIN Mpenapar?

nyHKT 15 [IpaBun
OTITyCKa
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21.

Nmeetcsa B0 JKypHa, B
PETUCTPUPYIOTCST PELENTHI, BbINHUCAHHBIE
HapyuienueMm [IpaBun oTmycka, ¢ ykazaHueM:

KOTOPOM

C

nyHKT 15 [IpaBun
OTITyCKa

BBISIBJICHHBIX HapylIeHWi B odopmieHun
penenta?

nyHKT 15 [IpaBun
OTITyCKa

dbamMuiIuy, UMEHHU, oT4ecTBa (IPU HATUYUK)
JIM1A, BBITMCABILETO peLenT?

nyHKT 15 [IpaBui
OTIIyCKa

HauMCHOBaHUA MEIUITUHCKON

opraHu3aIumn?

nyHKT 15 [IpaBun
OTITyCKa

IPUHSTHIX Mep?

nyHKT 15 [IpaBui
OTIIyCKa

OrpanuveHus, HamaraeMble Ha (hapMareBTHUECKUX PAOOTHHKOB MPH OCYIIECTBICHUH UMHU
npodeCcCHOHAIBHON AesITeNbHOCTH (cTaThs 74 denepanpHOro 3akoHa ot 21 HosOps 2011 r.
N 323-03 "O06 ocHOBax OXpaHbI 30pOBhs rpaxkaad B Poccuiickoit denepanuu" (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)
(mamee - N 323-D3)

22.

dapmaneBTUYECKHE
PYKOBOAMTEIIHN allITEYHBbIX OpPraHU3aui:

pabOTHHUKHU u

MOAMYHKTHI 2 U 4
MyHKTa 2 cTaThu 74
N 323-D3;

nyHkT 17 I[IpaBun
OTITyCKa

MOJTy4aroT JIU OT KOMIaHUH, MPECTaBUTENs
KOMITAaHUH 00pa3iibl JIEKAPCTBEHHBIX
MIpernapaToB sl Bpy4eHHUs] HACEJIICHUI0?

MOAMYHKTHI 2 U 4
MyHKTa 2 cTaThu 74
N 323-®3;

nyHKT 17 I[IpaBun
OTITyCKa

MIPEIOCTABIISIOT hivvs HaCEITICHHIO
HEJIOCTOBEpHYI0O H  (WJIM)  HEIMOJHYIO
WHGOPMAIIMI0O O HAJUYUU JIEKAPCTBEHHBIX
npenaparoB,  BKIOYas  JICKAPCTBCHHBIC
mpermaparsl, UMEIOIINE OJIMHAKOBOE
MEXTyHapOIHOE HETIAaTEeHTOBaHHOE
HauMeHoBaHHe?

MOAMYHKTHI 2 U 4
MyHKTa 2 cTaThu 74
N 323-D3;

nyHKT 17 I[IpaBun
OTITyCKa

CKPBIBAIOT JIK WHPOPMAIMIO O HAIUYUU
JICKApCTBCHHBIX npemnaparos, NMCHOIIINX
Oosiee HU3KYIO IIEHY?

MOAMYHKTHI 2 U 4
IIyHKTa 2 cTaTtbu 74
N 323-03;

nyHKT 17 IIpaBun
OTITyCKa

TpeOoBaHusi K OTIYCKy JIEKapCTBEHHBIX IIPENaparos,
AKTUBHOCTBHIO,

HHBIX JICKApCTBCHHBIX

MPEIMETHO-KOJIMUYECTBEHHOMY yUeTy

MIpernaparos,

oOamaronmmx aHaboIN4eCKOH

IIoJJICKaIIuXx
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23.

Otmyck JIEKapCTBEHHBIX MpenaparTos,
0o0IagaroIuX aHa0O0IMYECKOH aKTHBHOCTBIO,
OCYIIECTBIISICTCA  JIn  (papMaIeBTUYECKUMH
pabOTHUKAMH, 3aHUMAIOIIUMHU  JTOJDKHOCTH,
BKJItOUEHHBIE B [lepeueHb nomKHOCTENH?

nyHKT 19 [IpaBun
OTIIyCKa;
[lepeuenn
JOJDKHOCTEMN

24,

Otmyck JIEKapCTBEHHBIX MpemnapaToB,
MOJJISKAMUX  TPEIMETHO-KOJIMYSCTBEHHOMY
yuery, OCYIIECTBIISICTCS M
(hapmareBTHUYECCKUMHU paboTHUKaMHU,
3aHUMAIOIIMMHU JIOJDKHOCTH, BKJIFOUYCHHBIC B

[lepeuens nomxHOCTENU?

nyHKT 19 [IpaBun
OTITyCKa;
Ilepeuenn
JOJKHOCTEN

TpeboBanusi K OTIYCKYy JIEKAPCTBEHHBIX IMpENapaToB IO TpeOOBaHUSIM-HAKIAIHBIM
MEIMIMHCKUX OpraHu3alvid, UHIUBUAYAIbHBIX MPEAIPUHUMATEIEH, UMEIOIIUX JIULIEH3UIO

Ha MCAWLUHCKYIO JCATCIbHOCTD

25.

Nmeercs nu Ha Tpe6OBaHI/I${X'HaKHaI[HHX Ha
IMOJIYUYCHHUC JICKAPCTBCHHLIX IMPCTIapaTOB:

yHKT 26 [IpaBui
OTILYCKa;
[Ipunoxenne N 13
riasbl 111
WNHcTpykunn

mramii?

yHKT 26 [IpaBui
OTILYCKa;
[Tpunoxenne N 13
rnasbl [11
WNHcTpykunn

KpyrJias MEANIMHCKON

OopraHu3aIumn?

ncyaTb

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenne N 13
rnasbl I11
WNHctpykunn

noAucCh €C PYKOBOOUTCIIA WU

3aMECTHUTEN 110 JeueOHOM yacTh?

€ro

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenue N 13
raass 11
HNucTpykuun

HOMEp AOKyMeHTa?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenue N 13
raass 11
HNucTpykuun

JaTa COCTaBJICHUA ILOKyMeHTa?

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxenue N 13
riasbl [11
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HNucTpykuun

HAaMMEHOBAHHE
JIEKapCTBEHHOT' 0 Ipernapara’?

OTIIPABUTCIIA

nyHKT 26 [IpaBun
OTITyCKa;
[Tpunoxxenne N 13
riiassl [11
HNHucrpykuun

HAaMMEHOBAHHE
JIEKapCTBEHHOT' 0 Ipernapara?

noJryduareiid

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxxenne N 13
riiassl [11
HNHucrpykuun

HaMMEHOBAHME JIEKAPCTBEHHOTO Mperapara
Ha JIATHHCKOM  s3bIK€ (¢ yKa3zaHUEeM
JO3UPOBKH,  (OpMBI  BBHINyCKa,  BUAA
YIaKOBKH, ClIOCO0a MpUMEHEHUs)?

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxxenne N 13
riiassl [11
HNHucrpykuun

KOJIMYECTBO 3aTpe0OBaHHBIX
JIEKapCTBEHHBIX IPENapaToB?

nyHKT 26 [IpaBuin
OTITyCKa;
[Tpunoxxenne N 13
riiassl [11
HNHucrpykuun

KOJIMYECTBO M CTOMMOCTb OTITYIIEHHBIX
JIEKapCTBEHHBIX MIPENapaToB?

myHKT 26 IIpaBun
OTIIyCKa;
[Tpunoxxenne N 13
riasbl 111
NHucTpykunn

26.

OCYHIGCTBJISIGTCSI JAU OTIIYCK IIO0 OTHACJIbHBIM
Tpe6OBaHI/IHM'HaKJ'IaI[HBIMZ

nyHKT 27 IIpaBun
OTIyCKa

JIEKaPCTBEHHBIX IIPENapaToB, IMOIJIEKAIUX
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy?

nyHKT 27 [IpaBun
OTITyCKa

HHBIX JICKAPCTBCHHLIX IIPCIapaToB, B TOM
YHUCJIC OTITYCKACMBbIX 0e3 peueHTa?

nyHKT 27 IIpaBun
OTIyCKa

27.

HpOCTaBHHCTCH JIK1 Ha TpC6OBaHHH-HaKHaI[HOﬁ
OTMETKA (0) KOJIMYECTBEC n CTOMMOCTH
OTIIYIICHHBIX JICKAPCTBCHHBIX npenapaTOB?

myHKT 29 IIpaBun
OTITyCKa

28.

OcymiectBasercs M XpaHEHUE
TpeOoBaHUN-HAKIIAIHBIX, o KOTOPBIM
OTIIYLLEHBI JICKAPCTBEHHBIE NIpENapaThl:

yHKT 30 IIpaBun
OTITyCKa

Ha JIEKApCTBCHHBIE
MOJIeXKAIIUE
[IPEAMETHO-KOJIMYECTBEHHOMY Yy4YeTy, - B

Ipernaparsl,

yHKT 30 IIpaBun
OTIIyCKa
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TEUEHHE TpeX JeT?

Ha WHBIC JICKAPCTBCHHBIC Mpenaparbl - B
TEeUEeHHe OQHOro roaa?

nyHKT 30 [IpaBun
OTITyCKa

29.

CobOmroaeTcst M 3ampeT Ha HapyLIeHHe
NEPBUYHOMN YIaKOBKH JIEKapCTBEHHOTO
mpemnapara npu ero OTITyCKE o
TpeOOBAaHUIO-HAKIAHON (32  MCKIIIOUYCHHEM
cyObeKTa pPO3HUYHOW TOPTOBIH, HWMEIOIIETO
JIMLIEH3HIO Ha (apMaeBTHYECKYIO
ACATCIIBHOCTD C ImpaBoM HU3TrOTOBJICHUA
JIeKapCTBEHHBIX IpenapaTos)?

nyHKT 31 [IpaBui
OTIIyCKa

30.

CobOmroaeTcss 1M 3ampeT  Ha  OTHYCK
HApPKOTHYECKUX CPEJCTB WM TICUXOTPOIHBIX
BerectB, BHeceHHBIX B Crucku I wu |l
[lepeuHss HApPKOTHYECKUX M TICUXOTPOITHBIX
JIEKapCTBEHHBIX MPENapaToB?

nyHKT 3 [IpaBun
OTITyCKa

31.

CoO:roaeTcst 1 3ampeT Ha OTIYCK
UMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHbIX
IIpenapaToB 10 peuentam?

nyHKT 3 [IpaBun
OTITyCKa

32.

Cobnromaercst M 3ampeT  HA  OTIYCK
JICKapCTBEHHBIX IPENapaToB B KOJHYECTBE,
yKa3aHHOM B pellenTe, B Ciydae, Korjga Juis
JIEKapCTBEHHOTO  Mpemapara  yYCTaHOBJICHEI
NpeeIbHO JIOMYCTUMOE WIIM PEKOMEHI0BAaHHOE
KOJIMYECTBO ISl BBIUCHIBAHUS HAa  OJHH
peuent?

nyHKT 7 IIpaBun
OTIIyCKa;
npuinoxenus N 1 u
N 2 ITopsinka
Ha3Ha4YCHUs U
BBIITMCBIBAHHUS

33.

CoOmrojaeTcst U 3alpeT Ha HapyLIeHHE
BTOPUYHON  (MOTPEOUTENILCKON)  yIMaKOBKH
JEKapCTBEHHOTO  Tpemapata M OTIYCK
JICKApCTBEHHOTO ~ Tperapara B  IEPBHYHOU
ynakoBke?

myHKT 8 [TpaBun
OTIyCKa

34.

CoOmrojaeTcst M 3am0peT Ha  OTIYCK
HapKOTHYECKUX U HCUXOTPOIHBIX
nekapcTBeHHbIX mpemnaparoB Croucka II u |11
IlepeyHss HApKOTHYECKUX U ICUXOTPOIHBIX
JIEKapCTBEHHBIX IpernapaTroB 1o
TpeOOBAHUAM-HAKIQAHBIM  MHIUBUIYaJIbHOI'O
MpeaNpUHUMATENS, MUMEIOIIET0 JUIEH3UI0 Ha
MEIULUHCKYIO eI TeIbHOCTh?

myHKT 28 IIpaBun
OTIyCKa

(mosmxHOCTE M OMO OOJIKHOCTHOTO JiMla, 3alOoJIHMBIIEI'O
IPOBEPOYHHM JIMCT, [NOONMCH, IHaTa)

(nosmxHOCTE M VO IOOJIXHOCTHOTO JiMLa OPUAMYECKOI'O JMila, IPUCYTCTBOBABIEIO
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Ip¥Y 3aloJIHEHUM IPOBEPOYHOI'O JIMCTa, NOAIMCH, IaTa)

[Ipunoxenne N 27

K npukazy denepaabHON CITyKObI

10 Ha/130py B cepe 31paBoOXpaHEHHS
ot 09.11.2017 N 9438

®dopma

[IpOBEPOYHEI JIUCT
(CIMCOK KOHTPOJILHEIX BOIIPOCOB), MCIOJb3yeMbll denepalibHOM CJIIyXOou
10 Ham30py B chepe 3IpaBOOXPaHEHMS ¥ €€ TeppPUTOPUAJILHEIMU OpTraHaMu
IpY NPOBEHOEHUM I[IJIAHOBHIX MNPOBEPOK IIPM OCYHECTBJIEHUM GemepasibHOTO
TOCYyIapCTBEHHOTO Hamsopa B cbepe obOpameHMs JIEKAPCTBEHHHX CPEeOCTB
(peanmzalysa JIEKAPCTBEHHEIX CPEICTB IJid MEeOMUMHCKOTO IPMMEHEHMUS
opraHmM3aluyer ONTOBOV TOPTOBJM JIEKAPCTBEHHEIMU CPEICTBaMU
OJi19 MeOUUVMHCKOT'O [PMMEHEeHMS)

(HauMeHOBaHME OpTraHa, OocCylecCTBJIAKILEeI'O IIJIaHOBYIO npOBepKy)

1. Bung TocyIapCTBEHHOI'O KOHTpPOJIA (Han3opa)

2. [IpenmerT JIaHOBOU NPOBEPKU OPUIMYECKMX JIML ¥V MHIOVMBUIOYAJbHEIX
NpennpruHuMaTesen OrpaHMUMBaEeTCA O0O0A3aTeJIbHEIMU TpeboBaHMAMM, COOJIISHMKE
KOTOPHIX ABJIA€TCHA HamboJlee 3HauMMBEIM C TOUKM 3PEeHMA HEeNONYLEeHMA BO3HMKHOBEHNA
YyTPO3bl I[PUUYMHEHMSA Bpela XM3HM, 3I0POBbK TI'PaxlIaH, WM3JIOKEHHEMU B QopMe
IPOBEPOYHOTO JIMCTA (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHME HOPUIMYECKOTO Juia, bammnamsg, ¥MMS, OTYECTBO (NPY HaJIMUMK)
VHIMBUOYAJIEHOT'O MNPEeNNpMHUMATEIA

4. MecTo npoBemeHMA IJIAHOBOM MNPOBEPKM C 3allOJIHEHMEM IPOBEPOUYHOIO JIMCTA:

5. PexBM3UTHE IpMKaza O NPOBEIEHMUM IIJIAHOBOM MNPOBEPKM: OT

N .
6. VYYeTHHM HOMEp MNPOBEPKM M HaTa HNPMCBOEHMUSA YyUEeTHOT'O HOMepa MNPOBEPKM B
EovHOM peecTpe MNPOBEPOK:
7. HOJIXHOCTS, bammnma n VIHULIMAJIBL IOOJDKHOCTHOT'O JmLa (smLn) ,
NPOBOOAWETO (MX) IJIAHOBYK INPOBEPKY :
1. ;
2. .
8. IlepeueHb BOINPOCOB, OTpaxallMx CcoIepxaHMe o0g3aTelJIbHEX TpeboBaHUM,

OTBET Ha KOTOPHE ONHO3HAYHO CBUIETEJBLCTBYET O COOJIONEHUM UJIM HeCOOJIoLeHMU
OPUINYECKUM JIMLIOM, MHIAMBUIYAJILHEM [IPEINPUHMMATEJIEM O0sS3aTeJIbHEX TpeOOoBaHMI,
COCTaBJIANIMX [IPEIMET NPOBEPKM:

N Bonpocsl, oTpaxkaromue cofep;xaHue PexBu3uTHI BriBOI O
n/n 00s13aTeNIbHBIX TPeOOBaHUN HOPMaTHUBHBIX BBITIOJTHEHUH
IIPaBOBBIX aKTOB, C | TpeOOBaHUM

yYKa3aHHEM HUX
CTPYKTYPHBIX Aa HET
€MHHULL, KOTOPBIMU
YCTaHOBJICHBI
o0s13aTeNIbHbIE




TpeOOBaHUS

Cratpu 53, 54, 57 ®enepanbhoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpaiienun
nexapcTBeHHbIX cpenctB" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit ®enepanuu, 2010, N
16, cr. 1815; 2016, N 27, cr. 4283) (manee - 61-®3); [IpaBuna omToBOil TOProBIU
JIEKApCTBEHHBIMH CPEICTBAMH JUISI MEIUIIMHCKOTO MPUMEHEHUS, YTBEPKICHHBIE TIPUKA30M
MUHHUCTEPCTB 31paBOOXPAaHEHUs U coOLMaIbHOTO pa3Butus Poccuiickoit ®enepauun ot 28
nexabps 2010 r. N 1222n (3apeructpupoBaH MuHucTepcTBOM Ioctuimu Poccuiickoit
@eneparun 4 pespans 2011 r., peructparmonssiii N 19698) (nanee - [IpaBuia)

1. Opranuzanuu OIITOBOM TOProBiy | yHKT 4 IIpaBun
JIEKapCTBEHHBIMU CpeacTBaMu s
MEIUIIMHCKOTO0 IPUMEHEHUS OCYILECTBIISIIOT JIU
NpOJaxXy  JIEKApCTBEHHBIX  CPEICTB  WJIHU

nepenaroT ux B YCTaHOBJICHHOM
3aKoHoarenscTBOM Poccuiickonn ®enepanuun
MOpsLIKE:

OpraHu3anusaM OIITOBOU TOpProBiy | yHKT 4 IIpaBun

JICKAPpCTBCHHBIMU CpG}lCTBaMI/I?

IIPOU3BOJUTENSIM JIEKAPCTBEHHBIX CPeACTB | YHKT 4 [IpaBui
JUIS 1elel MpOM3BOJICTBA JIEKAPCTBEHHBIX
cpencts?

arTeYHbIM OpPraHU3ALUSAM? nyHKT 4 [IpaBun

Hay4HO-UCCIIE0BATEILCKUM OpraHu3ausM | myHKT 4 [IpaBun
JUIsl HAy4HO-HCCIIEA0BATENbCKON paboThI?

MHAUBUYaJIbHBIM IpeapUHUMATENSAM, | TyHKT 4 [IpaBun
MUMEIOLIUM JULCH3UIO Ha
(dapMaeBTHYECKYI0  JESTEIbHOCTh WU
JULCH3UIO Ha MEIULMHCKYIO
JIeSITEIIbHOCTD?
MEJIUIIMHCKUM OpraHu3aIusImM? nyHKT 4 [IpaBun
2. ConpoBouTENbHBIE JIOKYMEHTBI Ha | myHKT 8 IIpaBun
JIEKapCTBEHHBIE  CPEACTBA  COAEpXKaT  Jin
nH(pOpMaILIHIO:

0 nare 0OpPMIICHHSI COTTPOBOIUTEITLHOTO nyHKT 8 [TpaBun
JIOKyMeHTa?

0 HAMMEHOBAHUU JIEKapCTBEHHOTO cpeAcTBa |MyHKT 8 [IpaBui
(MeXTyHapOIHOE HEMATEHTOBAaHHOE
HaMMEHOBAHHE JIEKAPCTBEHHOT'O CPEJICTBA U
TOProBO€ HAMMEHOBAHHUE JIEKAPCTBEHHOTO
cpenctaa)?

0 CpPOKE roJIHOCTH? nyHKT 8 [TpaBun
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0 HOMEpe cepun?

nyHKT 8 [IpaBun

O KOJIMYECTBEC yrIaKOBOK?

nyHKT § IIpaBun

0 MOCTaBIIMKE (MICHTHU(PUKAIIMOHHBIH
HOMEp HAJIOTOIUIATEIBINNKA, TIOJTHOE
HAaUMEHOBAHHE MTOCTABIIMKA, €T0
MECTOHAXOXKIICHHE)?

nyHKT § [IpaBun

0 nokymnaresne (UACHTU(GUKAITMOHHBIN
HOMEp HAJIOTOIUIATENbINNKA, TOTHOE
HAaWMEHOBAHHE MMOKYTIATENsS, €r0
MECTOHaXOXK/ICHHE)?

nyHKT 8 IIpaBun

0 IOJZKHOCTHOM JIMIIE, COCTaBUBILIEM
COIPOBOJUTEINIbHBIN TOKYMEHT (J0JKHOCTbD,
®.1.0.)?

nyHKT § [IpaBun

O IMPOU3BOAUTCIIC JICKAPCTBCHHOTO CPCACTBA
C YKa3aHUCM HANMCHOBAHUSA U
MECTOHAXOXACHUA HpOI/ISBOI[I/ITeJISI?

myHKT 8 [TpaBui

COHpOBOI[I/ITCJIBHBIe AOKYMCHTBIL
JICKApCTBECHHBIC CPEACTBA 3aBCPCHBI JINU:

Ha

myHKT 8 [TpaBui

MOJITUCHIO JOJIKHOCTHOTO auna,
COCTaBHBILIETO COIPOBOJUTENBHBIN
JIOKYMEHT?

nyHKT 8 [TpaBun

NeyaThlo OpraHu3auy (Mpu HaIuuum)?

nyHKT § [IpaBun

MHPOPMALIMOHHBIM  IITPUX-KoAoM  (mipu | myHKT 8 [IpaBun
HaJTU4un)?
[Tpuem JIEKapCTBEHHBIX cpencts | myHKT 9 [IpaBun
OCYILECTBISICTCA JIM IPUEMHBIM  OTIEIOM
OpraHu3anuu?
JImna,  OTBeTCTBEHHbIE  3a  mpoBeacHHE | MyHKT 9 [IpaBui
[IOTPy3049HO-Pa3rpy304HBIX pabot
JIEKAPCTBEHHBIX CPEJICTB:
o0ecrieunBarOT JM  KaxAylo  mapTuio |yHKT 9 [IpaBun
JIEKAPCTBEHHBIX CpencTB

COIIPOBOJAUTCIIbHBIMHA ,I[OKYMCHTB.MI/I?

KOHTPOJIMPYIOT JM HajJuuue HeoOXOAMMOMN

nyHKT 9 [IpaBun

uHbOpMaIUN B COTPOBOAUTEIIBHBIX
JIOKyMEHTax?
30Ha TPHUEMKH JIEKAPCTBEHHBIX  CcpeAcTB |MyHKT 9 [IpaBun

OTJIEJIEHA JIU OT 30HbI UX XPAaHEHUS?
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[Ipn mpoBeaeHUH TOTPY309HO-PA3TPY30UHBIX
paboT olecrmedeHa JH 3alluTa MOCTYHAOIINX
JICKAPCTBCHHBIX CPEACTB OT aTMOC(EpHBIX
0CagKoB?

nyHKT 10 [IpaBun

[Ipy mpoBeACHHH MOTPY30YHO-PA3TPY30UHBIX
paboT olecrnedeHa JH 3allUTa MOCTYHAOIIMX
JICKApCTBEHHBIX  CPEJACTB OT  BO3JACHCTBHUSA
HU3KHUX U BBICOKUX TemIieparyp?

nyHKT 10 IIpaBuin

JlexapcTBEHHBIE CpeACTBa IPOMAPKUPOBAHBI U
MOMEILEHbl JIU B CHEUUAIbHO BbIJCICHHYIO
(KapaHTHHHYI0) 30HY OTIEJIBHO OT JpPYIrHx
JIEKapCTBEHHBIX CPE/ICTB:

nyHKT 11 IIpaBun

B [TOBPEXKJACHHOMN YIIaKOBKe?

nyHKT 11 IIpaBuin

HE COOTBETCTBYIOLINEC
COIMPOBOAUTCIIBHOM
HaAaMMCHOBAaHUAM U KOJ'II/I‘-IGCTBy?

3asBJICHHBIM B
JAOKYMCHTC

nyHKT 11 IIpaBun

HE UMCIOIIUE
JIOKyMeHTa?

COIIPOBOJUTCIIBHOI'O

nyHKT 11 IIpaBun

MOJJICKAIUE H3BATHIO W3 TPAXKIAHCKOTO
obopora?

nyHKT 11 IIpaBun

10.

BosBpaniennsie moiydareiaeM JeKapCTBEHHBIE
CpEICTBAa IEpeMENIaloTCsl JU B 30HY JUId
OCHOBHOTO XpaHEHUs JIEKaPCTBEHHBIX CPE/ICTB
IpU  YCIOBMM  COOJIIOJIEHUU  CIEIYIOIINX
YCIIOBHIA:

nyHKT 12 [IpaBun

onToBast TOPTOBJIS
cpeacTBaMu HE MIPOTHUBOPEYUT
TpeOoBaHUAM 3aKOHOJATEThCTBA
Poccuiickoit ®eneparuu u [Ipapun?

JICKAapCTBCHHBIMU

nyHKT 12 [IpaBun

JIEKApCTBEHHBIE CPEACTBA HAXOAATCA B
CBOMX IIEPBOHAYAIBHBIX HEBCKPBITBIX H
HEIMOBPEXKICHHBIX YITAKOBKAX ?

nyHKT 12 [IpaBun

JIEKapCTBEHHOE CPEACTBO COOTBETCTBYET
TpeOOBaHUSAM K €ro KauecTBy, 4TO
HOJTBEPAKIEHO COOTBETCTBYIOIIMMHU
JIOKyMeHTaMu?

nyHKT 12 [IpaBun

11.

JlexapCTBEHHBIE CpEICTBA, BO3BPAILEHHBIE B
OpPTraHM3alLMIO, U30JIMPOBAHBI JIH B CIICLIMAIBHO
BBIJICTICHHYI0  (KapaHTUHHYI0)  30HY  JO
IIPUHATHS 110 HUM pELICHUsA?

nyHKT 13 IIpaBun
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12. |CoOmomaeTcss M 3ampeTr Ha  OonToBYIO [ yHKT S5 [IpaBui

TOPTOBIIIO HE3aperuCTPUPOBAHHBIMU B
Poccuiickoit  ®enepanuiu  JIEKapCTBEHHBIMU
cpeactBamu?

13. |CoOmromaercss M 3amper Ha  ONTOBYIO | MyHKT 6 [IpaBui
TOPTOBJIIO ¢banbcupuIMPOBaHHBIMU
HeKapCTBeHHBHMJCpCHCTBaMH?

14. |CoOmtomaercs M 3ampeTr Ha  ONTOBYIO | yHKT 6 [TpaBui
TOPrOBIIIO HEe100pOKaueCTBEHHBIMU
HeKapCTBeHHBHMJCpCHCTBaMH?

15. |CoOmtomaercs M 3amper Ha  ONTOBYIO | yHKT 6 [TpaBuin
TOPIOBIIO KOHTPa(aKTHBIMU JIEKAPCTBEHHBIMU
cpeactBamu?

(mommxHOCTE M OMO IOOJIKHOCTHOTO JiMila, 3alloJIHUBIIEI'O
NPOBEPOUYHHEIM JIMCT, NOONMCH, IHaTa)

(nosmxHoCTh M YO IOJDKHOCTHOTO JIMila PprnIndeCcKoro Jyulia, IPpMCyTCTBOBaABIEI'O
IIpy 3allOJIHEHVNM IIPOBEPOUWHOI'O JIMCTa, IIo4AIIMCH, mara)

[Ipunoxenne N 28

K npukazy denepanbHOM CiryKObI

10 HaA30pYy B cepe 3ApaBOOXPAHEHUS
o1 09.11.2017 N 9438

dopma

[IpOBEPOUHE JIUCT
(CIMCOK KOHTPOJIBHEIX BOINPOCOB), MCIOJb3yeMbl denepalibHOM CJIyXOOou
IO Han30py B chepe 3IPaBOOXPAHEHMSA M €€ TePpPMUTOPMAaJIbHEIMM OPTaHaMMU
IpM NPOBEOEHMUM I[JIAHOBHX [IPOBEPOK IPM OCYUECTBJIEHUM QelepalibHOTO
TOCYyDapCTBEHHOTO HaA3o0pa B chepe oOpalleHMA JIEKAPCTBEHHEIX CPENCTB
(yHMqToerme JIEKAPCTBEHHEIX TIIpEeriapaToBR IOJid MEOMIMHCKOI'O
NPMMEHEHMS B OPTaHM3alLMM ONTOBOM TOPTOBIMU
JIEKaPCTBEHHEIMM CPenCcTBaMu)

(HaMMeHOBAaHME oOpTaHa, OCYUECTBJIAOIETO IIJIAHOBYK NPOBEPKY)

1. Bun rocymapCTBEHHOT'O KOHTPOJA (Hazsopa)

2. [penmeT JIaHOBOM IIPOBEPKM KOPUIOMUYECKMUX JIML, WM MHIOMBUIOYAJIbHBIX
npennprHuMaTesien OoTrpaHMuYMBaeTCcsa o0043aTesIbHEIMM TpeboBaHMAMM, COOJIIISHME
KOTOPHIX fABJISeTCHd HauboJiee BHaUMMBEIM C TOUKM 3PEeHMS HEeHOONYULEeHMS BO3HMKHOBEHUS
YIPO3bl [NPUUMHEHMS Bpela XM3HM, SIO0OPOBbLID I'paxIaH, M3JIOXEHHEMM B QopMe
IIPOBEPOYHOT'O JIMCTAa (CIMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUOMUECKOT'O JMUa, OGaMuius, MMS, OTUECTBO (IpM HaJIMUUM)


http://login.consultant.ru/link/?req=doc&base=RZR&n=110404&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110404&dst=100025&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110404&dst=100025&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=110404&dst=100025&fld=134

UHOVBULOYAJIEHOTO MIpEenNpUHUMATEIIS
4. MeCTO NpPOBEIEHMs IJIAHOBOM MNPOBEPKM C BalOJIHEHMEM IPOBEPOUYHOTO JIMCTA:

5. PexBM3UTE NpMKaszsa O NPOBEIeHUM IIJIAHOBOM MNPOBEPKM: OT

N .

6. VYUeTHBl HOMEpP MNPOBEPKM M IaTa IIPMCBOEHMS yUEeTHOI'O HOMepa I[IPOBEPKU B
EOovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTE, bammnma u VMHULMAJIBEL IOOJIKHOCTHOI'O amLa (g11a11) ,

NPOBOOAWETO (MX) IJIAHOBYK MNPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, OTpaxXawolMX CoIepXaHMe o0g3aTeJIbHEIX TpeOoBaHUM,
OTBET Ha KOTOPHE OIHOBHAWHO CBUIETEJIbCTBYET O COOJIOIEHUM WMJIM HeCOOJOeHUM
PPMINYECKVM JIMLIIOM, MHIMBMIOYAaJIBHBIM IIPEOIIPUMHMMAaTEJIEM obsa3aTesbHEX 'I‘pe@OBaHI/HZ,
COCTAaBJIANIMX NPEeIMET NPOBEPKM:

N Bonpocsl, oTpakaromue cofaep;xanue PexBu3uThI BriBOI 0
n/n 00s13aTeNIbHBIX TpeOOBaHUN HOPMaTUBHBIX BBITIOJTHCHUH
MIPAaBOBBIX AKTOB, C | TpeOOBaHMI

yKa3aHUEeM UX
CTPYKTYPHBIX Aa HET
€/IMHUII, KOTOPBIMU
YCTaHOBJICHBI
00s13aTeIbHBIC
TpeOoBaHUS

[IpaBuna YHUYTOXKECHUS HEJ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
banbcUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CPEICTB, YTBEpXKIeHHBbIE NocTtaHoBieHueM lIpaButennctBa Poccuiickoit ®enepanuu ot 3
okTs0ps 2010 r. N 674 (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit deneparuu, 2010, N 37,
ct. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuia)

1. |Wmeetcs nu 10roBOp ¢ opraHusaiueil no myHKT 8 IIpaBun
cOopy, UCTIOJIb30BaHUI0, 00€3BPEKUBAHUIO,
TPaHCIIOPTUPOBKE U pa3MEIEHUIO OTXO0/0B | -
IV xnacca onmacHOCTH Ha YHUUTOKEHUE
HeZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeAcCTB, GalbCUPUIIMPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

2. |B akrax 00 YHUYTOXEHHUH JICKAPCTBEHHBIX nyHKT 11 IIpaBun
CPEICTB YKa3bIBAIOTCS JIU:

narta YHUAUYTOXKEHUS nexkapcTBeHHbIX | TYHKT 11 [IpaBun
CpencTB?

MECTO YHHUUTOKEHUS JIEKApCTBEHHBIX nyHKT 11 TIpaBun
CpencTB?

dbamMuIn, UMEHa, OTYECTBA JIHII, nyHKT 11 IIpaBun
MIPUHUMABIINX YYaCTUE B YHUUTOKEHUHU
JIEKAPCTBEHHBIX CPEJICTB, UX MECTO PadOTHI,
IOJDKHOCTE?
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000CHOBaHHME YHHUUYTOXKCHHS
JIEKapCTBEHHBIX CPENCTB?

nyHKT 11 IIpaBun

HAaNMMCHOBAHUA JICKAPCTBCHHBIX CpGI[CTB?

nyHKT 11 IIpaBun

JIeKapCTBEHHbIE (OPMBI?

nyHKT 11 IIpaBuin

JIO3UPOBKH JIEKAPCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBuin

€IMHULIBI U3MEPEHHUS JIeKaPCTBEHHBIX
CpencTB?

nyHKT 11 IIpaBun

CEpHH JIEKAPCTBEHHBIX CPEICTB?

nyHKT 11 IIpaBun

KOHHqBCTBO.HeKapCTBeHHLD(CpGHCTB?

nyHKT 11 IIpaBun

Tapa Ui yrnakoBka?

nyHKT 11 IIpaBun

HAaMMCHOBAHUC ITPOU3BOAUTCIIA
HeKapCTBeHHBD(CpeﬂCTB?

nyHKT 11 IIpaBun

CBEJICHHUS O BJIAJEJIbIIE JIEKAPCTBEHHBIX
cpencTB?

nyHKT 11 IIpaBun

croco0 yHUYTOXKEHUS JIEKaPCTBEHHBIX
cpeacts?

nyHKT 11 IIpaBuin

AKTBI 00 YHUYTOKCHHUH JICKAPCTBEHHBIX
CPEIICTB COCTaBJISIOTCS JIU B IEHDb
YHUYTOXXCHUS HEJOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB M (MJIN)
banbCUPUIIPOBAHHBIX JIEKAPCTBEHHBIX
cpencTs?

nyHKT 12 IIpaBun

AKT 00 yHHUUTOKEHUU JIEKAPCTBEHHBIX CPEICTB
WJIM €T0 KOIHUs B TeUCeHHE 5 paboumx JHEH co
TTHSI €70 COCTABJICHUS HAIIPABIIACTCS JIU
BJIJICIIBIIEM YHUUTOXKEHHBIX JIEKAPCTBEHHBIX
CPEICTB B YIIOJIHOMOUYEHHBIN Opran?

nyHKT 13 [IpaBun

3aroJIHUBIIETO
nara)

(mommxHOCTE M OMO IOOJIKHOCTHOTO JMila,
IPOBEPOYHHEM JIMCT, [NONNUCH,

(nosmxHOCTE M MO IOOJIXHOCTHOTO JiMla KPUMAMYECKOI'O JMulla,
HpI/I 3allOJIHEHUU HpOBequHOI‘O JucTa, Inoagmnmchb,

IPUCYTCTBOBABIIETO
maTa)

[Ipunoxenue N 29
K npukazy denepanbHoil ciyKObl
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10 HaJ30py B cepe 3ApaBoOOXpaHCHUsI
ot 09.11.2017 N 9438

dopma

[IpOBEPOUYHBIM JIUCT
(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCIOJNb3yeMbl denepalibHOM CJIyXOOou
IO Han30py B cdhepe 3IPaBOOXPAHEHMA M €€ TepPUTOPMAaJIBHEIMU OPTaHaMU
IpM NPOBEOEHMUM MJIAHOBHX MNIPOBEPOK IPM OCYUWECTBJIEHUM QedepalibHOTO
TOCYyDapCTBEHHOT'O Han30pa B chepe oOpalleHMA JIEKAPCTBEHHEIX CPEeNCTB
(yHMHTOXGHMe JIEKAPCTBEHHEIX IIpeliapaToB IOJid MEOMIMHCKOI'O IIPVMMEHEHNMA
B MEIMLMHCKOM OpTaHM3alUMy M MHBEIX OPTaHM3alUUAX, MUMEOIMX JIMLEH3MO
Ha MEeIUUMHCKYK IOeATeJIbHOCTH)

(HaMMeHOBAaHME OpTaHa, OCYUECTBJIAKIETO IIJIAHOBYK NPOBEPKY)

1. Bun rocymapCTBEHHOT'O KOHTPOJA (Hazmsopa)

2. lIpenmerT IJIaHOBOU NPOBEPKM OPUIMYECKMX JML UM MHIOMBUIYAaJIbHEIX
npennpruHuMaTesen orpaHMYMBaeTcsa ob6sg3aTelNbHEIMKM TpeOoBaHUAMM, COOJIOIeHMUe
KOTOPEIX ABJIAETCH HamboJiee B3HAUMMBIM C TOUKU 3PEHMA HEeOOoIllylleHVA BO3HMKHOBEHUMA
YyTPO3bl NPUUMHEHMS Bpena XKM3HM, 3IOPOBbBI I'paxiaH, M3JIOKEHHEMM B dopmMme
IPOBEPOUYHOTO JIMCTA (CHIMCKa KOHTPOJIBHBEIX BOIIPOCOB) .

3. HamMeHOBaHMEe HPUIOMYECKOTO JMLa, QaMmMIMsa, MMS, OTUYECTBO (IpM HaJIUdUM)
VMHOVMBMIYAJbHOTO INPEeNNPUHMMATEIA:

4. MecCcTO NpPOBENEeHMA IJIAHOBOM NPOBEPKM C BalOJIHEHMEM IIPOBEPOYHOI'O JIMCTA:

5. PexBM3UTH [IpMKaza O IPOBEIOEHMUM IIJIQHOBOM MNPOBEPKM: OT

N .

6. VYUeTHB HOMEP IMNPOBEPKM U IaTa [IPUCBOEHUS YyUETHOT'O HOMepa IIPOBEPKU B
EnomMHOM peecTpe MNPOBEPOK:

7. JOIIXHOCTE, bammma u MHUILIMAJIIBL IOJDKHOCTHOTO LA (J1m11)
NPOBOOAWETO (MX) IIJIAHOBYK INPOBEPKY:

1. ;

2.

8. IlepeueHb BOIPOCOB, OTPaXaKWIMX COIEPXaHMEe 00S3aTEJILHEIX TPeOOBaHMUM,

OTBET Ha KOTOPEE ONHOBHAUYHO CBUIETEJIbCTBYET O COOJIOINEHMM MM HeCOOJIIeHUM
OPUINYECKYM JIMILIOM, MHAMBUIYAJbHBEM [IPEINPMHMMATEJIEM ODsS3aTeJIbHEIX TpeOoBaHMI,
COCTaBJIANIMX [IPEeIMEeT MNPOBEPKM:

N Bomnpocsl, oTpaxkaroiine coep;kanue PexBu3uThI BriBog o
/i 00s13aTeNbHBIX TPEOOBAHMIA HOPMAaTHUBHBIX BBITIOJIHEHUU
MPaBOBBIX aKTOB, C | TpeOOBaHUU

yKa3aHUEeM UX
CTPYKTYPHBIX Aa
€/IMHUIL, KOTOPBIMU
YCTaHOBIICHBI
o0s13aTeNnbHbIC
TpeOOoBaHUS

HET

[TpaBuna YHUYTOKEHHUS HeJI0OpOKaueCTBEHHBIX JI€KapCTBEHHBIX CpenCTB,
(banbCcuUIMPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB W KOHTpPAaKTHBIX JIEKApCTBEHHBIX
CPENCTB, yTBEpKAEHHbIE MocTaHoBieHueM [lpaBurenscTBa Poccmiickoit @eneparuu ot 3
oktsa6ps 2010 r. N 674 (Cobpanue 3akoHoAarenbcTBa Poccuniickoit @enepanuu, 2010, N 37,
cT. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuna)



http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100008&fld=134

HNmeetcs mu 10roBop ¢ OpraHu3aiuen mno
cOopy, UCTIOJIb30BaHUI0, 00E3BPEKUBAHUIO,
TPaHCIIOPTUPOBKE U Pa3MEIEHUIO OTXO0B [ -
IV xiacca onmacHOCTH Ha yHUYTOXKEHUE
HEe100pOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeAcTB, GpanbCUPUIMPOBAHHBIX U
KOHTpa(aKTHbBIX JIEKaPCTBEHHBIX CPEACTB?

nyHKT 8 [IpaBun

B aktax 00 YHUYTOXEHUH JIEKAPCTBEHHBIX
CPEJCTB YKa3bIBatOTCS JIU:

nyHKT 11 IIpaBun

JaTa YHUYTOXCHHA JICKaPCTBCHHBIX
CpencTB?

nyHKT 11 IIpaBun

MECTO YHUUTOKEHHS JIEKAPCTBEHHBIX
cpencTB?

nyHKT 11 IIpaBun

(dbamMuIIH, UMEHa, OTYECTBA JIHII,
MPUHUMABIIUX YYacTHE B YHUUTOKEHUU
JICKapPCTBCHHBIX CPEJICTB, UX MECTO PabOTHI,
JIOJDKHOCTE?

nyHKT 11 IIpaBun

000CHOBaHHME YHUUTOKEHUS
JIEKapCTBEHHBIX CPeACTB?

nyHKT 11 IIpaBun

HanMCHOBAaHUA JICKAPCTBECHHBIX Cpe,Z[CTB?

nyHKT 11 IIpaBun

JIeKapCTBEHHbIE (OPMBI?

nyHKT 11 IIpaBun

JO3UPOBKH JICKAPCTBCHHBIX Cpe,Z[CTB?

nyHKT 11 IIpaBun

€IUHHULIBI U3MEPEHHUS JIEKAPCTBEHHBIX
cpeacTs?

nyHKT 11 IIpaBun

CEpUU JIEKAPCTBEHHBIX CPEJCTB?

nyHKT 11 IIpaBun

KOJIMYCCTBO JICKAPCTBCHHBIX CpeI[CTB?

nyHKT 11 IIpaBun

Tapa UM yrnakoBka?

nyHKT 11 IIpaBun

HalMEHOBaHHE IPOU3BOIUTENS
JIEKapCTBEHHBIX CPENCTB?

nyHKT 11 IIpaBun

CBEJICHUS O BJIAJICJIbIIE JIEKAPCTBEHHBIX
cpeacTs?

nyHKT 11 IlpaBun

Croc0o0 YHUUYTOXKEHHUS JTEKapPCTBEHHBIX
cpeacTs?

nyHKT 11 IIpaBun

AKTBI 00 YHUUTOKEHUH JICKaPCTBEHHBIX
CPEIICTB COCTaBJISIOTCS JIU B JIEHD
YHUYTOXXKEHUS HEJ0OPOKaYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB U (W)

nyHKT 12 [IpaBun
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(hanbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX
cpencTs?

4. | AKT 00 YHUYTOXEHHUH JIEKAPCTBEHHBIX CpeAcTB |MyHKT 13 IlpaBun
WIN €ro KOIUs B TeYeHUE 5 paboymx JHeH co
JTHSI €r0 COCTaBJICHUS HAIIPABIIAETCS JIU
BJIA/IEJIBLIEM YHUUYTOXKEHHBIX JIEKAPCTBEHHBIX
CPEICTB B YIIOJTHOMOYEHHBIN OpraH?

(momxHOCTE M OVO IOOJDKHOCTHOTO JiMlla, S3allOJIHMBIIETO
npOBepqumﬁ JIUCT, IOIOIMUCHL, IaTa)

(nosmxHoCTE M OYIO IOJIXKHOCTHOTO JIMila prnIndeCckKoro Jyuia, IPpMCyTCTBOBaABIEI'O
IIpy 3allOJIHEHVNM IIPOBEPOUWHOI'O JIMCTa, IIo4AIIMCH, mara)

[punoxenne N 30
K npukazy denepanbHOi Ciry KOs

110 HaJ30py B cepe 3ApaBoOOXpaHCHUsI
ot 09.11.2017 N 9438

®dopma

[IpOBEPOYHEI JIUCT
(CnMCcok KOHTPOJIBHEIX BOIIPOCOB) , MCIHOJIb3yeMeM denepalibHOM CJIyXOou
IO Han30py B cbhepe 3OpaBOOXPaHEHMUS UM €e TePppUTOPMAaJIbHEMM OpI'aHaMu
OpY NPOBEeIeHUM IIJIaHOBHIX [NPOBEPOK IIPM OCYLIECTBJIEHUM (QelepalibHOI'O
TOCYyIOapCTBEHHOT'O Hal3o0pa B cbhepe obpalleHMsS JIEKAPCTBEHHEX CPEeLCTB
(YHUUTOXEeHUE JIEKAPCTBEHHEIX IIpernapaToB IJIS MeIULIMHCKOTO
NIPVMEHEHMS B allTeKe I'OTOBHX Qopm)

(HauMeHOBaHME OpTraHa, OcCylecCTBJIAKILEI'O IIJIaHOBYIO npOBepKy)

1. Bun TocyIapCTBEHHOI'O KOHTPOJIA (Han3opa)

2. [IpenmeT JIaHOBOU NPOBEPKM OPUIMYECKMX JIML UM MHIOVMBUIYAJbHBEIX
NpennprHuMaTesien OrpaHMUMUBaAETCA OOdA3aTeJIbHEIMU TpeboBaHMAMM, COOJIOISHUE
KOTOPHIX ABJIA€TCHA HamboJilee 3HauMMBEIM C TOUKM 3PEeHMA HEeNONYLEeHMA BO3HMKHOBEHNA
YyTPO3bl I[PUUYMHEHMSA Bpela XM3HM, 3I0POBbK TI'PaxliaH, WM3JIOKEHHEMU B QopMe
IPOBEPOYHOTO JIMCTA (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHME HOPUIMYECKOTO Juia, bammnamsg, ¥MMS, OTYECTBO (NPY HaJIMUMK)
VHIMBUOYAJIbHOT'O MNPEeNNpMHUMATEIA

4. MecTo npoBemeHMA IJIAHOBOM MNPOBEPKM C 3allOJIHEHMEM IPOBEPOUYHOTO JIMCTA:

5. PexBM3UTHE IpMKaza O NPOBEIEHMUM IIJIAHOBOM MNPOBEPKM: OT

N .

6. VYUeTHB HOMEpP [NPOBEPKM U HaTa IIPMCBOEHUS yUEeTHOI'O HOMepa I[IPOBEPKU B
EovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTE, bammnms u MHULIMAJIBE OOJIXHOCTHOT'O JnLa (J10a11) ,
NPOBOIOAMWETO (1MX) IIJIAHOBYI [IPOBEPKY :

1.

Ne N

2.



http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=5&fld=134

8. IlepeueHb BONPOCOB, OTpaXallMUx COIOEPXaHMe OOsaBaTeJIbHEIX TpeOOBaHMA,
OTBET Ha KOTOPHE ONHOSHAYHO CBUIETEJILCTBYET O COOJIOOEHUM MJIM HeCOOJIOLeHUM
OPUONYECKMM JIMLIOM, MHOMBUIOYAJILHEM [IPEeNNpMHMMATEJeM O00s3aTeJIbHEIX TpeOOoBaHMi,
COCTABJIANIMX IPEeOMEeT MPOBEPKM:

N Bonpocsl, oTpakaromue cofaep;xanue PexBu3uThI BriBOI O
n/n 00s3aTeNbHbIX TPeOOBaHUI HOPMAaTUBHBIX BBIITOJIHCHUH
IIPAaBOBBIX AKTOB, C | TpeOOBaHMUH

yKa3aHUEM HX
CTPYKTYPHBIX Aa HET
€IMHHMII, KOTOPBIMHU
YCTaHOBJICHBI
o0s3aTeNbHbIe
TpeOoBaHUS

[IpaBuna YHUYTOXKECHUS HE00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB,
banbcUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M  KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CpeICTB, YTBEpXKIeHHBbIE NocTtaHoBieHueM lIpaButennctBa Poccuiickoit ®denepauuu ot 3
okTs6ps 2010 r. N 674 (CoGpanue 3akoHonaTenbcTBa Poccuiickoit denepanuu, 2010, N 37,
ct. 4689; 2016, N 4, cr. 535) (nanee - [IpaBuia)

1. |Mmeetcs nu 10roBop ¢ opraHusanueil no myHKT 8 [TpaBui
cOopy, UCTOIB30BAHUIO, 00E3BPEIKUBAHHUIO,
TPAHCIIOPTUPOBKE U Pa3MEIICHUIO OTX0/0B | -
IV kiacca ornacHOCTH Ha YHUUYTOKEHUE
HET00POKAYECTBEHHBIX JIEKAPCTBEHHBIX
cpencts, GpanbcupUIIUPOBAHHBIX U
KOHTpa(aKTHBIX JIEKapCTBEHHBIX CPEACTB?

2. |B akrax 00 yHHYTOKE€HHH JIEKAPCTBEHHBIX nyHKT 11 IlpaBun
CPEACTB yKa3bIBAIOTCS JIU:

JlaTa YHUYTOKECHHS JIEKaPCTBEHHBIX yHKT 11 IIpaBun
CpencTB?
MECTO YHUUTOXXEHHUS JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
CpencTB?
(bamuum, UMeHa, OT4eCTBA JIUII, nyHKT 11 IIpaBun

HpI/IHI/IMaBH_II/IX yqaCTI/Ie B YHI/I'—ITO)KCHI/II/I
JIEKapCTBEHHBIX CPEJICTB, UX MECTO PabOTHI,
HOJDKHOCTE?

000CHOBaHNE YHUUYTOKEHUS nyHKT 11 IIpaBun
JIEKapCTBEHHBIX CPENCTB?

HAauMEHOBAaHMSI JIEKAPCTBEHHBIX CPEACTB? nyHKT 11 IIpaBun

JIEKapCTBCHHBIE (OPMBI? nyHKT 11 IIpaBun

JTIO3UPOBKH JIEKAPCTBEHHBIX CPEACTB? nyHKT 11 IIpaBun



http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100008&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100021&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134

€IMHUILIbI U3MEPEHHUS JICKAPCTBEHHBIX nyHKT 11 IIpaBun

cpeactn?

CepUHU JIEKaPCTBEHHBIX CPEACTB? nyHKT 11 IIpaBun
KOJIMYECTBO JIEKAPCTBEHHBIX CPEICTB? nyHKT 11 IIpaBuin
Tapa Wi yrnakoBka? nyHKT 11 IIpaBuin
HaMMEHOBAHUE TTPOU3BOIUTEIIS nyHKT 11 IIpaBun

JIEKapCTBEHHBIX CPENCTB?

CBEJICHUS O BJIAJIEIIbLIE JICKAPCTBEHHBIX nyHKT 11 IIpaBun
cpencTB?
croco0 YHUYTOKEHHS JICKapCTBEHHbBIX nyHKT 11 IIpaBun
CpencTB?

3. | AKTBI 00 YHUYTOKEHHH JIEKAPCTBEHHBIX nyHKT 12 IIpaBun

CPEIICTB COCTaBJISIOTCS JIU B ICHDb
YHHUYTOXKEHHUS HETOOPOKAYECTBECHHBIX
JIEKApCTBEHHBIX CPEICTB U (MJIN)
(banbCUPUIIPOBAHHBIX JIEKAPCTBEHHBIX
cpeacTs?

4. | AKT 00 YHUUTOKEHHH JIEKapCTBEHHBIX CpeAcTB |MyHKT 13 [IpaBun
WM €ro KOMus B TeueHue 5 pabouux JAHEH co
JTHS €70 COCTABJICHUS HAIIPABJIAETCS JIU
BJIQ/IENIbIIEM YHUUYTOKEHHBIX JIEKAPCTBEHHBIX
CPEJCTB B YIIOJIHOMOUYEHHBIN OpraH?

(mnomxHoCTh M OVO IOJDKHOCTHOTO JiMlla, S3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, [NOONMCH, HaTa)

(mojrxkHOCTE M OMO IOJIKHOCTHOTO JMIla KPUIMYECKOTO JiMila, HNPUCYTCTBOBABIIETO
OpY 3alOoJIHEHUM [IPOBEPOYHOTO JMCTa, NOANMCH, IaTa)

[Ipunoxenne N 31

K ipukazy denepanbHON CITyKOBI

10 Ha/130py B cepe 31paBoOXpaHEHHS
ot 09.11.2017 N 9438

dopma

[IpOBEPOUHEIY JIUCT
(CIIMCOK KOHTPOJILHEIX BOIIPOCOB), MCIOJb3yeMblt denepalibHOM CJyXOou
10 Ham30py B chepe 3IPaBOOXPAHEHUS U €€ TEepPUTOPUAJIEHEIMU OpPTaHaMu
OpY MNPOBEIEeHUM IIJIAHOBHEIX IMPOBEPOK MNPM OCYUECTBJIEHUM QelepasibHOT'O
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TOCYIapCTBEHHOTO Hanszopa B chbepe obpaumeHyrs JIEKAPCTBEHHEX CPEenCcTB
(yHMUTOXEeHME JIeKapCTBEHHLHX IpelapaToB IJjisg MeIMUMHCKOTO
IPVMEHEHsT B alTedHOM [IYHKTE)

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO IIJAaHOBYWD IPOBEPKY)

1. Bun roCcyIapCTBEHHOI'O KOHTpPOJS (Hazmsopa)

2. [IpenmeT IIJIaHOBOM NPOBEPKM KPUAOMUYECKMX JIML, WM MHIOMBUIOYAJIbHBEIX
NpennpruHuMaTeen OorpaHMYMBaeTCcd o0O0da3aTesIbHEIMM TpeOOoBaHMAMM, COOJIOIOeHMe
KOTOPHIX ABJIA€TCHA HamboJiee 3HauMMBEIM C TOUKM 3PEeHMA HEeNONYLEeHMA BO3HMKHOBEHMA
YyTPO3bl I[PUUYMHEHMHA Bpela XM3HM, 3I0POBbK TI'PaxlaH, WM3JIOKEHHEMU B QopMe
IPOBEPOUYHOT'O JIMCTa (CIMCKa KOHTPOJIBHBEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUOAMYUECKOT'O JMUa, OGaMuinusa, MMsS, OTUYECTBO (IpM HaJIMUMM)
VHIVBUAYAJIBHOTO MNPENIPUHUMATEIA

4. MecTo npoBemeHMA IJIAHOBOM MNPOBEPKM C 3allOJIHEHMEM NIPOBEPOUYHOTO JIMCTA:

5. PexBUBUTEH IIprKasa O IIPpOoBeIEeHVN JIaHOBOM IIPOBEPKM: OT

N .
6. VYUYeTHEM HOMEp MNPOBEPKM M HaTa [IPUCBOEHMS YyUYETHOT'O HOMepa IPOBEPKM B
EovHOM peecTpe MNPOBEPOK:
7. IOJIXHOCTE, bammnma 1z VIHMLIMAJIEL IOOJDKHOCTHOTO ania (Jmm111) ,
OPOBOIOAWETO (MX) IIJIAHOBYK [NPOBEPKY :
1. ;
2. ;
8. IlepeueHb BOINPOCOB, OTpaXallMX CoIepXaHKe o0g3aTeJIbHBIX TpeOOoBaHUM,

OTBET Ha KOTOPHE ONHO3HAYHO CBUIETEJLCTBYET O COOJIONEHUM UJIM HeCOOJIoLeHMU
OPUIONYECKUM JIMILIOM, MHIAMBUIYAJIBHEM [IPEINPpUHMMATEJIEM O0sa3aTelIbHEIX TpeOoBaHMI,
COCTaBJIAKIMX [IPEIMET MNPOBEPKM:

N Bomnpocsl, oTpakaromue cofep;xaHue PexBu3uThI BriBOI O
n/n 00s13aTeNbHBIX TpeOOBaHUN HOPMaTHUBHBIX BBITIOJTHEHUH
IIPaBOBBIX aKTOB, C | TpeOOBaHUM

yKa3aHUEM UX
CTPYKTYPHBIX Aa HET
eIMHHMII, KOTOPBIMHU
YCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

[TpaBuna YHUYTOXKECHUS HeJT00pOKaYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB,
banbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CPEICTB, YTBEpXKJEHHBbIE NocTaHoBleHueM lIpaButennctBa Poccuiickoit denepanuu ot 3
okTs6ps 2010 r. N 674 (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit denepanuu, 2010, N 37,
ct. 4689; 2016, N 4, cr. 535) (nanee - [IpaBuia)

1. |Mmeetcs nu 10roBOp ¢ opraHusaiueil no nmyHKT 8 [TpaBui
cOopy, UCTIOJIb30BaHUI0, 00€3BPEKHUBAHUIO,
TPAHCIIOPTHPOBKE U Pa3MEUICHUIO OTXOJI0B I -
IV knacca onacHOCTH Ha YHUUTOXKEHHUE
HEeT00POKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpencTB, Gpanbcu(pUIUPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

2. |B akrax 00 yHHYTOKEHHH JIEKapCTBEHHBIX nyHKT 11 IIpaBun
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CPEICTB YKa3bIBAIOTCS JIN:

JaTa YHUUTOXKEHUS JICKaPCTBEHHBIX
CpencTB?

nyHKT 11 IIpaBun

MCCTO YHUUTOXCHUA JICKAPCTBCHHBIX
cpeactn?

nyHKT 11 IIpaBuin

dbamunnm, UMeHa, 0TYECTBA JIUII,
HpI/IHI/IMaBHII/IX yLIaCTI/Ie B YHI/ILITO)KGHI/II/I
JIEKapCTBEHHBIX CPEJICTB, UX MECTO PabOTHI,
JOJIKHOCTE?

nyHKT 11 IIpaBun

000CHOBaHNE YHUUYTOKEHUS
JIeKapCTBEHHBIX CPeCTB?

nyHKT 11 IIpaBuin

HAaNUMCHOBAHUA JICKAPCTBCHHBIX CpCI{CTB?

nyHKT 11 IIpaBun

JeKapcTBeHHbIE (HOpMBI?

nyHKT 11 IIpaBun

JIO3UPOBKHU JIEKAPCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBun

CANMHUIBI UBMCPCHUA JICKAPCTBCHHBIX
cpeactn?

nyHKT 11 IIpaBui

CCPUH JICKAPCTBCHHBIX CpeI[CTB?

nyHKT 11 IIpaBun

KOJIMYCCTBO JICKAPCTBCHHBIX CpCI[CTB?

nyHKT 11 IIpaBun

Tapa WM yrnakoBka?

nyHKT 11 IIpaBun

HAaNMMCHOBAHUC IMTPOU3BOAUTCIIA
JICKAPCTBCHHBIX Cpe,Z[CTB?

nyHKT 11 IIpaBun

CBEJICHUS O BJIaJIETIbIIE JIEKAPCTBEHHBIX
CpencTB?

nyHKT 11 IIpaBun

croco0 yHUYTOXEHUS JIEKapCTBEHHBIX
cpencTs?

nyHKT 11 IIpaBun

AKTBI 00 YHUYTO)KEHUH JIEKaPCTBEHHBIX
CPEJICTB COCTABJISIOTCS JIU B IEHDb
YHUYTOXKEHUS HETOOPOKAaueCTBEHHBIX
JIEKapCTBEHHBIX CPE/ICTB U (UJIN)
(banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpencTn?

nyHKT 12 [IpaBun

AKT 00 yHHUUTOKEHUU JIEKAPCTBEHHBIX CPEJCTB
WJIM €T0 KOIUs B TeUeHUe 5 pabounx JHEH co
TTHSI €70 COCTABJICHUS HAIIPABIIAETCS JIU
BJIAACIBICM YHUYTOKCHHBIX JICKAPCTBCHHBIX
CPEACTB B YIIOJHOMOYEHHBIN OpraH?

nyHKT 13 [IpaBui



http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100024&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=100032&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=192613&dst=5&fld=134

(momxHOCTE M OVO IOOJDKHOCTHOTO JiMlla, S3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, [NOONMCH, HaTa)

(mosmxHOCTE M OMO HOOJPKHOCTHOTO JiMlla KPUAOMYECKOIT'O JMila, IPMUMCYTCTBOBABIIETO
OpM 3BalOoJIHEHUM MNPOBEPOUHOTO JMCTAa, NOONMCH, IaTa)

[Ipunoxenne N 32
K npukazy denepaabHON CITyKObI

10 HAaJ30py B cepe 3ApaBoOXpaHCHUSI
ot 09.11.2017 N 9438

®dopma

[IPOBEPOYHEI JIUCT
(CIMCOK KOHTPOJILHEIX BOIIPOCOB), MCIOJb3yeMblt denepalibHOM CJIyXOou
10 Ham30py B chepe 3IpaBOOXPaHEHMS U €€ TepPUTOPUAJIEHEIMU OpPTaHaMu
IpY NPOBEHOEHUM I[IJIAHOBHIX MNPOBEPOK IIPM OCYHECTBJIEHUM GemepaibHOTO
TOCYyIapCTBEHHOTO Hamsopa B cbepe obOpameHus JIEKAPCTBEHHHX CPEeOCTB
(YHMUTOXEHME JIEKAPCTBEHHEIX NPENapaToB OJiS MEOUIMHCKOTO
IpMMEHEHMsT B alTEeUHOM KMOCKe)

(HauMeHOBaHME OpTraHa, OocCylecCTBJIAKILEeI'O IIJIaHOBYIO npOBepKy)

1. Bun rocyIapCTBEHHOI'O KOHTPOJA (Hazmsopa)

2. [penmeT IJIaHOBOM NPOBEPKM KPUOMYUECKMX JIML, WM MHIOMBUIOYAJIbHBEIX
npennprHuMaTeen OorpaHMYMBaeTcd o0O0da3aTesIbHEIMM TpeOOBaHMAMM, COOJIOIOEeHMe
KOTOPHIX ABJIA€TCHA HamboJiee 3HauMMBEIM C TOUKM 3PEeHMA HEeNONYLEeHMA BO3HMKHOBEHNA
yI'PO3bl I[PUUYMHEHMA Bpela XM3HM, 3I0POBbK TI'PaxlIaH, W3JIOKEHHEIMU B QopMe
IPOBEPOUYHOT'O JIMCTA (CIMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUAMUECKOTO JMUa, OGaMunus, uMMsS, OTUECTBO (IpV HAJIMUUM)
VHIMBUAYAJIBHOTO MNPEeNIpMHUMATENIA:

4. MeCcTO HNpPOBEIEHMs IJIAHOBOM MNPOBEPKM C BalOJIHEHMEM [IPOBEPOUYHOTO JIMCTA:

5. PexBM3UTHE INpMKaza O NPOBEIEHMUM IIJIAHOBOM MNPOBEPKM: OT

N .
6. VYUeTHB HOMEpP [NPOBEPKM U HaTa IIPMCBOEHUS yUEeTHOI'O HOMepa I[IPOBEPKU B
EovHOM peecTpe MNPOBEPOK:
7. JOJIXHOCTH, bammnms u MHULIMAJIBE OOJIXHOCTHOT'O Jnia (J11a11) ,
NPOBOOAWETO (MX) IJAHOBYK NPOBEPKY :
1. ;
2. ;
8. IlepeueHb BOINPOCOB, OTpaxallMx CcoIepxaHMe o0g3aTeJIbHEX TpeboBaHUM,

OTBET Ha KOTOPHE ONHO3HAYHO CBUIETEJLCTBYET O COOJIONEHUM UJIM HeCOOJIoLeHMU
OPUINYECKUM JIMLIOM, MHIAMBUIYAJILHEM [IPEINPUHMMATEJIEM O0sS3aTeJIbHEX TpeOOoBaHMI,
COCTaBJIAKIMX [IPEIMET MNPOBEPKM:

N Bomnpocsl, oTpaxkaromue cofep;xaHue PexBu3uTHI BrBOI O
n/n 00s13aTeNbHBIX TPeOOBaHUN HOpPMaTUBHBIX BBITIOJTHEHUH
IIPaBOBBIX aKTOB, C | TpeOOBaHUM




yYKa3aHUEM UX
CTPYKTYPHBIX

€IUHUI], KOTOPBIMHU

YCTaHOBJICHBI
0o0s13aTeIbHBIE
TpeOOBaHUs

Ja

HET

[IpaBuna

YHUYTOXKCHHUA

HeT00pOKaYECTBEHHBIX

JICKApCTBCHHBIX

CpEJICTB,

banbcUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CPeICTB, YTBEepXKIeHHbIe nocTtaHoBieHueM lIpaButennctBa Poccuiickoit denepanuu ot 3
okTs06ps 2010 r. N 674 (Cobpanue 3akoHoaTenbcTBa Poccuiickoit deneparuu, 2010, N 37,
ct. 4689; 2016, N 4, cr. 535) (nanee - [IpaBuia)

1.

Wwmeetcst i 1OTOBOP C OpraHU3aIUEH 110
cOopy, UCTIOIB30BAHUIO, 00E3BPEIKUBAHHUIO,

TPAHCIIOPTUPOBKE U PA3MEIICHHUIO 0TX00B | -

IV kiacca onmacHOCTH Ha YHUUYTOXKEHUE
HEZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeAcCTB, GabCUPUIMPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

nyHKT 8 IIpaBun

B akrax 00 YHHUYTOXKCHHU JICKAPCTBCHHBIX
CpCACTB YKAa3bIBAOTCA JIU:

nyHKT 11 IIpaBuin

JlaTa YHUYTOXKEHHUS JIEKAPCTBEHHBIX
cpeacTs?

nyHKT 11 IIpaBun

MECTO YHHUTOKEHUS JIEKapCTBEHHBIX
CpencTB?

nyHKT 11 IIpaBun

dbamMurn, UMeHa, OTYECTBA JIHII,
MPUHUMABIINX YYaCTHE B YHHUTOKECHUU

HOJDKHOCTE?

JICKApCTBCHHBIX CPCACTB, UX MECTO pa6OTI>I,

nyHKT 11 IIpaBun

000CHOBaHHME YHUUTOXKEHUS
JIEKapCTBEHHBIX CPECTB?

nyHKT 11 IIpaBun

HAaNMMCHOBAHUA JICKAPCTBCHHBIX CpGI[CTB?

nyHKT 11 IIpaBun

JIeKapCTBEHHbIE (POPMBI?

nyHKT 11 IIpaBun

JIO3UPOBKHU JIEKAPCTBEHHBIX CPEJCTB?

nyHKT 11 IIpaBun

CANHUIBI UBMCPCHUA JICKAPCTBCHHBIX
CpencTB?

nyHKT 11 IIpaBun

CEpHH JIEKAPCTBEHHBIX CPEICTB?

nyHKT 11 IlpaBun

KOJNYCCTBO JICKAPCTBCHHBIX Cpﬁ!I[CTB‘.7

nyHKT 11 IIpaBun

Tapa UM yrnakoBka?

nyHKT 11 IIpaBun
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HAaMMEHOBAHUE TPOU3BOIUTEIIS nyHKT 11 IIpaBun
JIEKapCTBEHHBIX CPENCTB?

CBEJICHHUS O BIIAJEIIbIIE JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
cpeactn?
croco0 YHUUTOKEHUS JICKapCTBEHHBIX nyHKT 11 IIpaBun
cpencTs?

3. | AKTBI 00 YHUYTOKEHUH JICKAPCTBEHHBIX nyHKT 12 [IpaBui

CPEZICTB COCTABJISIOTCS JIU B JIEHb
YHUYTOXKCHHUA HG)IO6pOKaq€CTB€HHLIX
JIEKapCTBEHHBIX CPEICTB U (W)
(dhanbcuUIMPOBaHHBIX JIEKAPCTBEHHBIX
cpenct?

4. | AKT 00 YHUUTOKEHHH JEKapCTBEHHBIX CpeAcTB |MyHKT 13 [IpaBun
WJIM €ro KOIus B TeueHue 5 pabouux JAHEH co
JIHS €70 COCTABJICHUS HAIIPABJIAETCS JIU
BJIQ/IENIbLIEM YHUUYTOXKEHHBIX JIEKAPCTBEHHBIX
CPEICTB B YIIOJIHOMOUYEHHBIN OpraH?

(mnommxHocTh M OVIO IOOJDKHOCTHOTO JiMlla, S3allOJIHMBIIETO
IPOBEPOYHHM JIMCT, I[NOONMCHL, IaTa)

(moyrxHOCTE M OMO HOJIXKHOCTHOT'O JIMlla KPMAMYECKOT'O JiMla, NIPMCYyTCTBOBAaBIIEIO
IpY 3aloJIHEHMM [IPOBEPOYHOT'O JIMCTa, MNOAIMCH, IaTa)

[Ipunoxenne N 33

K ipukazy denepanbHON CITyKOBI

0 Ha/130py B cepe 31paBoOXpaHEHHS
ot 09.11.2017 N 9438

®dopma

[IpOBEPOUHEIY JIUCT
(CMCOK KOHTPOJIBHEIX BOIPOCOB), MCIHOJb3yeMelM dernepalibHOM CJIyXOouM
10 Ham30py B cbepe 3OpaBOOXPAaHEHUS U ee TEPPUTOPMAJIBHEIMM OpTaHaMu
OpyY MNPOBEIEeHUM IIJIAHOBHEIX IMPOBEPOK MNPM OCYUECTRBJIEHUM QelepalibHOT'O
TOCYyIapCTBEHHOTO Hamsopa B cbhepe obOpameHMs JIEKAPCTBEHHHX CPEenCTB
(YHUUTOXEeHME JIEKaPCTBEHHEIX IIpelapaToB IJId MeIULMHCKOTO
IPYMEHEHMS B allTeKe IIPOM3BOINCTBEHHOM)

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO [IJAaHOBYWD IPOBEPKY)

1. Bung rocyIapCTBEHHOI'O KOHTpPOJIA (Han3opa)

2. [IpenmeT [IJIaHOBOM [IPOBEPKU OPUINYUECKMX JIML ¥V MVHIOVUBUIYAJbHBIX
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NpennpuHuMaTeen orpaHM4YMBaeTca ob0a3aTesNibHEIMM TpeOOBaHMAMM, COOJIOOEeHMe
KOTOPHIX ABJIgeTcsa HamboJjiee 3HAUMMBEIM C TOYKM 3PEHMS HEeIONyleHMS BO3HMKHOBEHUSA
YyI'pPO3bl NPUMUMHEHMS Bpela XM3HM, S3IO0OPOBbI TI'paxXIaH, WM3JIOKEHHEIMM B Qopme
IIPOBEPOYHOTO JIMCTA (CHIMCKa KOHTPOJIBHEIX BOIIPOCOB) .
3. HamMeHOBaHME OPUOAMUECKOTO JMLa, OGaMunus, MMsS, OTUECTBO (IpV HAJIUUUM)
VMHOVMBMIOYAJBHOTO INPENNPUMHMMATENA:
4. MecTo npoBemeHMsA IJIAHOBOM MNPOBEPKM C 3allOJIHEHMEM [IPOBEPOUYHOIO JIMCTA:

5. PexBM3UTHE NINpMKaszsa O NPOBEIEHUM IIJIAHOBOM MNPOBEPKM: OT

N .
6. VYYeTHHM HOMEep MNPOBEPKM M HaTa NPMUCBOEHMUS YyUEeTHOT'O HOMepa NPOBEPKM B
EovHOM peecTpe MNPOBEPOK:
7. IOJIXHOCTE, bammma " VHULIMAJIBL OOJDKHOCTHOT'O JmLa (Jmmir) ,
NPOBOOAWETO (MX) IJIAHOBYK MNPOBEPKY :
1. ;
2. ;
8. IlepeueHb BOINPOCOB, OTpaxallMx CcoIepxaHue oO0g3aTeJIbHEX TpeboBaHUM,

OTBET Ha KOTOPHE ONHO3HAYHO CBUIETEJBECTBYET O COOJIONEHUM UJIIM HeCOOJIOOeHMU
OPUINYECKYM JIMLIOM, MHIOMBUIYAJbHEM [IPEINPpMHMMATEJIEM OOsa3aTeJIbHEIX TpeOoBaHMI,
COCTaBJIAKIMX [IPEeIMEeT MNPOBEPKM:

N Bomnpocsl, oTpaxkaroiine coiep;kanue PexBuzuthl BriBog o
/o 00s13aTeNbHBIX TPEOOBAHMIA HOPMAaTHUBHBIX BBITIOJIHEHUU
MPaBOBBIX aKTOB, C | TpeOOBaHUU

yKa3aHHEeM UX
CTPYKTYPHBIX Aa HET
€/IMHUIL, KOTOPHIMU
YCTaHOBIICHBI
o0s13aTeNnbHbIC
TpeOOoBaHUS

[TpaBwuta YHUYTOXKCHHUS HEeZ00pOKaYECTBEHHBIX JICKapPCTBCHHBIX CPEJICTB,
banbcUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB M KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CPEACTB, YTBEPKICHHbIE MocTaHoBiIeHUEM lIpaBurenbctBa Poccuiickoit denepannu oT 3
okTs16pst 2010 r. N 674 (Cobpanue 3akoHonatenbcTBa Poccuiickoit @enepanmm, 2010, N 37,
ct. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuia)

1. |HmeeTcs nu 1OTOBOP C OpTaHHU3aIMCH 1O nyHKT 8 [TpaBun
cOopy, UCTIOIB30BAHHIO, 00E3BPEKUBAHUIO,
TPAHCTIOPTUPOBKE U pa3MEIEHUIO OTX00B | -
IV knacca onmacHOCTH Ha YHUUYTOXKEHUE
HeZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeACTB, GabCUPUIMPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

2. |B akTax 00 YHUUYTOXXCHHH JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
CPE/ICTB YKa3bIBAIOTCSI JIU:
Jata YHUYTOXKECHUS nexkapcTBeHHbIX | TyHKT 11 [IpaBun
cpeacts?
MECTO YHHUUTOKEHHUS JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
CpencTB?
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(dbamMuIHK, UMEHa, OTYECTBA JIHII,
MPUHUMABIINX YYacTHE B YHHUTOKEHUHU
JICKaPCTBCHHBIX CPEJICTB, UX MECTO PadOTHI,
JOKHOCTE?

nyHKT 11 IIpaBun

000CHOBaHNE YHUUYTOKEHUS
JIEKapCTBEHHBIX CPeACTB?

nyHKT 11 IIpaBun

HAaUMCHOBAHUA JICKAPCTBCHHBIX CpeZ[CTB?

nyHKT 11 IIpaBun

JexapcTBeHHbIE (HopMBbI?

nyHKT 11 IIpaBun

JIO3UPOBKHU JIEKAPCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBun

€AMHUIBI U3MEPEHUS JICKAPCTBEHHBIX
cpencTB?

nyHKT 11 IIpaBun

CepHHU JICKaPCTBEHHBIX CPEeICTB?

nyHKT 11 IIpaBun

KOHHHCCTBO.HeKapCTBCHHBD(CpCHCTB?

nyHKT 11 IIpaBun

Tapa Win yrnakoBka?

nyHKT 11 IIpaBun

HAauMEHOBAHME ITPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPeCTB?

nyHKT 11 IIpaBun

CBEJICHUS O BJaJIEJIbIIE JIEKAPCTBEHHBIX
cpeactn?

nyHKT 11 IIpaBuin

Croc00 YHUYTOXKEHUS JICKapPCTBEHHBIX
cpencTB?

nyHKT 11 IIpaBun

AKXTBI 00 YHUUTOKEHUH JIEKapCTBEHHBIX
CPEJICTB COCTABJISIOTCS JIU B IEHb
YHUUTOXEHUS HeT0OPOKaYeCTBEHHBIX
JIEKapCTBEHHBIX CPE/ICTB U (UJIN)
(banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

nyHKT 12 [IpaBun

AKT 00 YHUUTOXEHHUU JIEKAPCTBEHHBIX CPEICTB
WJIM €T0 KOMUs B TeUeHue 5 pabouux JAHeH co
JTHSI €r0 COCTaBJICHUS HAIIPaBJISETCS U
BIIQ/IENBIIEM YHUUYTOKEHHBIX JIEKAPCTBEHHBIX
CPEICTB B YIIOJTHOMOYEHHBIN OopraH?

nyHKT 13 IIpaBun

(momxkHOCTE UM OVMO HDOJDKHOCTHOTO JiMla,
IIOOnmcCh,

NIPOBEPOYHEM JIUCT,

maTa)

(mosmxHOCTE M OMO HOJDKHOCTHOTO JMIAa DPUIAMYECKOIT'O JIMia,
IpM 3aloJIHEHUM MNPOBEPOUHOTO JIMCTA,

rnoanmce,

3alloJIHMBIIETI'O

IPUCYTCTBOBABIIETO
marTa)
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[Ipunoxenue N 34

K npukazy denepanbHoil ci1yKObl

10 Ha/130py B cepe 31paBooXpaHeHHs
o1 09.11.2017 N 9438

[IpOBEPOYHEI JIUCT
(CIMCOK KOHTPOJIBHEIX BOIPOCOB), MCIOJb3yeMbl denepalibHOM CJyXOou
IO Ham30py B chepe 3IpaBOOXPAHEHUS U €€ TEepPUTOPUAJIbHEIMU OPTaHaMu
IpMY NPOBENEeHUM I[JIAHOBHX [IPOBEPOK [IPM OCYUECTBJIEHUM belepalibHOTO
TOCYHapCTBEHHOTO Hamz3opa B chepe obpauleHus JIEKAPCTBEHHEIX CPENCTB
(YHMUTOXEHME JIEKAPCTBEHHEIX NPENapaToB OJid MEeOUIMHCKOTO
IPpMMEHEHMS B alTekKe NPOMBBOACTBEHHOM C IPaBOM M3TOTOBJIEHUS
acenTrUUecKrx JIeKAPCTBEHHEX IIpernapaToB)

(HauMeHOBaHME OpTraHa, OocCylecCTBJIAKILEeI'O IIJIaHOBYIO npOBepKy)

1. Bun rocyIapCTBEHHOI'O KOHTpPOJS (Hazmsopa)

2. [IpenmeT JIaHOBOU NPOBEPKM OPUIMYECKMX JIML ¥V MHIOVMBUIOYAJbHEIX
NpennpruHuMaTesien OorpaHMUMBaeTCA o0O0A3aTeJIbHEIMU TpeDOoBaHMAMM, COOJIOISHUE
KOTOPHIX ABJIA€TCHA HamboJiee 3HauMMBIM C TOUKM 3PEeHMA HEeNONYLEeHMA BO3HMKHOBEHNA
YyTPO3bl I[PUYMHEHMHA Bpela XM3HM, 3I0POBbK TI'PaxlaH, WM3JIOKEHHEMU B QopMe
IPOBEPOYHOTO JIMCTA (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHME HOPUIMYECKOTO Jmua, oGamMmiamsg, ¥MMS, OTYECTBO (NPM HaJIMUMK)
VHIVBUOYAJIEHOT'O MNPEeNNpMHUMATEIA

4. MeCTO NPOBEIEHMs IJIAHOBOM [IPOBEPKM C BalOJIHEHMEM [IPOBEPOUYHOTO JIMCTA:

5. PexBM3UTH IpMKaza O IPOBEIOEHMUM IIJIAHOBOM MNPOBEPKM: OT

N .

6. VYUeTHB HOMEpP [NPOBEPKM U HaTa IIPMCBOEHUS YyUEeTHOI'O HOMepa I[IPOBEPKU B
EovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTH, bammnmsa u MHULIMAJIBE OOJIKHOCTHOTO JnLa (J11111)
NPOBOOAWETO (MX) IIJIAHOBYK INPOBEPKY:

1. ;

2.

8. IlepeueHb BOINPOCOB, OTpaXallMX COIepXaHMe oO0g3aTeJIbHEX TpeboBaHUM,

OTBET Ha KOTOPHE ONHO3HAYHO CBUIETEJBLCTBYET O COOJIONEHUM MUJIIM HeCOOJIoOeHMU
OPUINYECKYM JIMILIOM, MHIAMBUIYAJBHBEM IIPEINPUMHMMATEJIEM OOsS3aTeJIbHEIX TpeOOoBaHMI,
COCTaBJIANIMX [IPEeIMEeT MNPOBEPKM:

N Bomnpocsl, oTpaxaroiine coep;kanue PexBu3uTHI BrBog o
n/o 00s13aTeNbHBIX TPeOOBAHMIA HOPMAaTHUBHBIX BBITTOJTHEHHUU
MPaBOBBIX aKTOB, C | TpeOOBaHUU

yKa3aHUEM HX
CTPYKTYPHBIX Aa HET
¢IMHMII, KOTOPBIMHU
yCTaHOBJICHBI
o0s13aTeNnbHbIC
TpeOOBaHUS

dopma



[IpaBuna

YHUYTOXKCHUA

He100pOKaYECTBEHHBIX

JICKApCTBCHHBIX

CPEJICTB,

banbCUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB M KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CpPEACTB, YTBEpKACHHbIE MocTaHoBieHueM l[IpaBurenbctBa Poccuiickoit denepannu oT 3
okTs16pst 2010 r. N 674 (Cobpanue 3akoHonatenbcTBa Poccuiickoit @enepanmm, 2010, N 37,
cT. 4689; 2016, N 4, cT. 535) (nanee - [IpaBuna)

1.

Nmeetcs norosop ¢ opranusanueii no coopy,
HCIOJIb30BaHUI0, 00€3BPEKUBAHUIO,
TPAHCHIOPTUPOBKE U Pa3MELICHUIO OTX0J0B I -
IV knacca onacHOCTH Ha YHUUTOKEHUE
HE100pOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeAcTB, GpanbCUPUIMPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB?

nyHKT § I[IpaBun

B aktax 00 YHUYTOXEHUH JIEKAPCTBEHHBIX
CPEICTB YKa3bIBalOTCS:

nyHKT 11 IIpaBun

Jara YHHUYTOXKCHHUA
cpeacts?

JICKApPCTBCHHBIX

nyHKT 11 IIpaBun

MECTO YHUUTOKEHHS JIEKAPCTBEHHBIX
cpencTB?

nyHKT 11 IIpaBun

(hamMusIMK, UMEHa, OTYECTBA JIUII,
MPUHUMABIINX YYaCTHE B YHHUTOKEHUU

HOJKHOCTD?

JICKApCTBCHHEBIX CPCACTB, UX MECTO pa6OTBI,

nyHKT 11 IIpaBun

000CHOBAaHNE YHUUTOKEHUS
JIEKapCTBEHHBIX CPENICTB?

nyHKT 11 IIpaBun

HAaUMCHOBAHUS JICKAPCTBCHHBIX Cpe,Z[CTB?

nyHKT 11 IIpaBun

JexapcTBeHHbIE (HopMBbI?

nyHKT 11 IIpaBun

JO3UPOBKH JICKAPCTBCHHBIX CpC,Z[CTB?

nyHKT 11 IIpaBun

€IUHHULIBI NU3MEPEHHUS JIEKAPCTBEHHBIX
CpeacTB?

nyHKT 11 IIpaBun

CEpUH JIEKaPCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBun

KOJIMYCCTBO JICKAPCTBCHHBIX CpeI[CTB?

nyHKT 11 IIpaBun

Tapa UM yrnakoBka?

nyHKT 11 IIpaBun

HalMEHOBaHUE IPOU3BOIUTENS
JIEKapCTBEHHBIX CPENCTB?

nyHKT 11 IIpaBun

CBEJICHUS O BJIaJIETIbIIE JIEKAPCTBEHHBIX
CpencTB?

nyHKT 11 IIpaBun

CIIoco0 YHUYTOKCHUS JICKAPCTBCHHBIX

nyHKT 11 IIpaBun
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cpencTB?

3. | AKTbI 00 YHUYTOKEHHH JIE€KapCTBEHHBIX nyHKT 12 IIpaBun
CPEJICTB COCTABJISIOTCS JIU B ICHb
YHUYTOXKEHUS HETOOPOKAaueCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB U (UJIN)
¢anbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

4. | AKT 00 YHUYTOXEHHUH JIEKAPCTBEHHBIX cpeAcTB | MyHKT 13 IlpaBun
WIN €ro KOIuUs B Te€YeHUE 5 paboymx JHeH co
JIHSL €r0 COCTaBJICHUS HAIIPaBJISAETCS JIU
BJIAJIEIIbLIEM YHUUTOKECHHBIX JICKAPCTBEHHBIX
CPEICTB B YIIOJTHOMOYEHHBIN OpraH?

(mommxHOCTE M OMO IOOJIKHOCTHOTO JiMila, 3alloJIHUBIIEIT'O
NIPOBEPOUHBIM JIMCT, [IOANMCH, JaTa)

(nosmxHoCTh M YO IOJIXKHOCTHOTO JIMila prnIndeCckKoro Jyuia, IPpMCyTCTBOBaABIEI'O
IIpy 3allOJIHEHVNM IIPOBEPOUWHOI'O JIMCTa, IIOo4AIIMCH, mara)

[Ipunoxenne N 35

K npukazy denepanbHOM CiryKObI

10 HaA30pYy B cepe 3ApaBOOXPAHEHUS
o1 09.11.2017 N 9438

[IpOBEPOYHEI JIUCT
(CnMCcok KOHTPOJIBHEIX BOIIPOCOB), MCIHOJb3yeMelM denepalibHOM CJIyXOou
10 Han30py B chepe 3IpaBOOXPAHEHUS UM €€ TEepPPUTOPMAJIEHEIMM OPTaHaMMU
IpY NPOBEeIeHUM IIJIaHOBHIX NPOBEPOK IIPM OCYLIECTBJIEHUM (QelepalibHOI'O
TOCYyHapCTBEHHOT'O Halz3opa B cbepe obpalleHMs JIEKAPCTBEHHHX CPEICTB
(YHUUTOXEeHHUE JIeKAPCTBEHHEIX IIpernapaToB IJid MeIUIMHCKOTO IPUMMEHEHUS
B MEOMIMHCKMX OPTraHM3alMaxX M UX OOOCODOJIEHHHIX NOIpa3OeJIeHUAX
(LeHTPEl (OoTHesneHMsa) obmeM BpauebHOM (CeMeMHOM) NPpaKTUKH,
aMmbynaTopuy, Odenbamepckue ¥ QesbAlepCKo-aKyllepCcKkue
IIYHKTEL) , PACIIOJIOXEHHEIE B CEJIbCKMX HACEJIEHHBIX ITYHKTax)

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJANIETO IJAHOBYID IPOBEPKY)

1. Bun rocyIapCTBEHHOI'O KOHTPOJA (Hazmsopa)

2. [IpenmeT [IJIaHOBOM IPOBEPKM OPUOMUECKUX JIML UM MHIMBMIYAJIbHBIX
npeInpuHuMaTeen orpaHM4YMBaeTca ob0sa3aTesNibHEIMM TpeOOBaHMAMM, COOJIOOEeHMEe
KOTOPHIX ABJISeTCa Haubojiee BHaAUMMEIM C TOUKM 3PeHMS HEeHOONyUEeHMS BO3HUKHOBEHUS
YITPO3H NPUUMHEHMS Bpelda XM3HU, 300POBBI0 TI'PaxiaH, W3JIOXEeHHEIMM B QopMe
IPOBEPOUYHOT'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HamMeHOBaHME OPUOAMUECKOTO JMUa, OGaMunus, MMsS, OTUECTBO (IpV HAJIUUUM)

dopma
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VHIOIVBMOYAJIBHOT'O IPEenlIprHVMaTEeJId

4. MecTO IpOBeIEeHMS IJIAHOBOM MNPOBEPKM C BANOJIHEHMEM I[IPOBEPOUYHOTO JIMCTA:

5. PexBMBMTH IpMKaza O I[IPOBEINEHUM I[1JIAHOBOM IIPOBEPKM: OT

N .

6. VYUeTHB HOMEpP MNPOBEPKM U HaTa IPUCBOEHUS yUETHOT'O HOMepa I[IPOBEPKU B
EovHOM peecTpe MNPOBEPOK:

7. JOJIXHOCTh, bammnmsa u MHMLIMAJIEL OOJIKHOCTHOTI'O JuLa (1) ,

NPOBOOAWETO (MX) IIJIAHOBYK NPOBEPKY:
1. ;
2. .
8. IlepeueHb BOIPOCOB, OTpaxXawlMX CoIepXaHMe o0g3aTeJIbHEIX TpeOoBaHUM,
OTBET Ha KOTOPEE OIHOBHAWHO CBUIETENbBCTBYET O COOJNIIEHUM MM HEeCOOJIIOIOEeHUM
OPUINUYECKUM JIMLIOM, MHIOMBUIYAJIBHEIM NpPellpMHMMaTeJeM OO0d3aTelIbHEIX TpeOOoBaHUM,
COCTAaBJIANIMX [NpenOMeT NPOBEPKM:

N Bomnpocsl, oTpaxkaroiine coiep;kanue PexBuzuthl BriBog o
/o 00s13aTeNbHBIX TPEOOBAHHUIA HOPMAaTHUBHBIX BBITIOJIHEHUU
MPaBOBBIX aKTOB, C | TpeOOBaHUU

yKa3aHHEeM UX
CTPYKTYPHBIX Aa HET
€/IMHUIL, KOTOPHIMU
YCTaHOBJICHBI
o0s13aTeNnbHbIC
TpeOOBaHUS

[IpaBuna YHUYTOXKCHHUS He00pOKaYECTBEHHBIX JIEKapCTBEHHBIX CPEJCTB,
banbCUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB M KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CpPEACTB, YTBEPKIECHHbIE MocTaHoBieHUEM lIpaBurenbctBa Poccuiickont ®denepanuu ot 3
okTs16pst 2010 r. N 674 (Cobpanue 3akoHonarenbcTBa Poccuiickoit @eneparun, 2010, N 37,
ct. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuia)

1. |HmeeTcs mu 1OTOBOP C OpTaHHU3aIMCH 1O nyHKT 8 [TpaBun
cOopy, UCTIOIB30BAHNIO, 0O0E3BPEKUBAHUIO,
TPaHCIIOPTUPOBKE U pa3MEIEHUIO OTXO0/0B | -
IV knacca omacHOCTH Ha YHUUYTOXKEHUE
HeZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeAcCTB, GalbCUPUIIMPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

2. |B akTax 00 YHUUYTOXXEHHH JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
CPEJCTB YKa3bIBatOTCS JIU:

JlaTa YHUUTOXKEHUS JICKAPCTBEHHBIX nyHKT 11 IIpaBun
cpencTB?

MECTO YHHUTOKEHUS JIEKapCTBEHHBIX nyHKT 11 IIpaBun
CpencTB?

(hamMuIMy, UMEHa, OTYECTBA JIUII, nyHKT 11 IIpaBun
MPUHHUMABIINX YUYACTUC B YHUYTOKCHUU
JIEKapCTBEHHBIX CPEJICTB, UX MECTO PabOTHI,
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IOJDKHOCTE?

000CHOBaHHME YHUUTOXKEHUS
JIEKapCTBEHHBIX CPENCTB?

nyHKT 11 IIpaBun

HAaNMMCHOBAHUA JICKAPCTBCHHBIX CpeI[CTB?

nyHKT 11 IIpaBuin

JIeKapCTBEHHbIE (OPMBI?

nyHKT 11 IIpaBuin

ﬂOSHpOBKH@HCKapCTBeHHBD(CpeﬂCTB?

nyHKT 11 IIpaBun

€IMHULIBI U3MEPEHHUS JIeKAPCTBEHHBIX
CpencTB?

nyHKT 11 IIpaBun

CEpHH JIEKAPCTBEHHBIX CPEICTB?

nyHKT 11 IIpaBun

KOJIMYECTBO JIEKAPCTBEHHBIX CPEICTB?

nyHKT 11 IIpaBun

Tapa Wi yrnakoBka?

nyHKT 11 IIpaBuin

HAaMMCHOBAHUC ITPONU3BOAUTCIIA
HeKapCTBeHHBD(CpeﬂCTB?

nyHKT 11 IIpaBuin

CBEJICHHUS O BIIAJEIIbIIE JIEKAPCTBEHHBIX
cpencTB?

nyHKT 11 IIpaBun

Croco0 YHUUTOKEHUS JICKaPCTBEHHBIX
CpencTB?

nyHKT 11 IIpaBun

AKTBI 00 YHUYTOKCHHUH JICKAPCTBEHHBIX
CPEIICTB COCTaBJISIOTCS JIU B IEHDb
YHUYTOXXCHUS HEJOOPOKAYECTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB M (MJIN)
banbCUPUIIPOBAHHBIX JIEKAPCTBEHHBIX
cpeacTn?

nyHKT 12 IIpaBun

AKT 00 yHHUUTOKEHUU JIEKAPCTBEHHBIX CPEJCTB
WJIM €T0 KOIHUs B TeUCeHHE 5 paboumx JHEH co
TTHSI €70 COCTABJICHUS HAIIPABIIAETCS JIU
BJIJICIIBIIEM YHUUTOXKEHHBIX JIEKaPCTBEHHBIX
CPEICTB B YIIOJIHOMOUYEHHBIN Opran?

nyHKT 13 IIpaBun

(mommxHOCTE M OMO IOOJIXKHOCTHOTO JMIla,
IOONMChH,

[IPOBEPOUHEI JIUCT,

nara)

(nosmxHOCTE M MO IOOJIXHOCTHOTO JIMla OPUAMYECKOI'O JMlla,
IpMY 3alOoJIHEHUM IIPOBEPOUHOT'O JIMCTAE,

NOONNUCH,

3aroJIHMBIIET'O

IPUCYTCTBOBABUETO
maTa)
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[punoxenne N 36

K nipukazy denepanbHoii ci1yKObI

10 Ha/130py B chepe 31paBOOXpaHEHHUS
ot 09.11.2017 N 9438

[IpOBEPOUYHBIM JIUCT
(CnMCcoOk KOHTPOJIBHEIX BOIIPOCOB), MCHOJb3yeMelM denepalibHOM CJIyXOoM
IO Han30py B cbhepe 3OpaBOOXPAaHEHUS UM €e TEePPUTOPMAJIbHEIMM OpI'aHaMu
IpY NPOBEIEeHUM IIJIAaHOBBIX [NPOBEPOK IIPM OCYLIECTBJIeHUM (QelepalibHOI'O
TOCYyOapCTBEHHOT'O Hal3opa B cbhepe obpalleHMs JIEKAPCTBEHHHX CPEeLCTB
(YHUUTOXEeHME JIEKAPCTBEHHEIX IIPelrnapaToB IJIS MEeIULIMHCKOTO
NIPYMEHEHUS MHIOUBUIYAJIbHEIMMU IIPeONPUHMMATEIISIMN)

(HauMeHOBaHME OpTraHa, OCyleCTBJIAKILEI'C IIJIaHOBYIO npOBepKy)

1. Bun TocyIapCTBEHHOI'O KOHTpPOJIA (Han3opa)

2. lIpenmerT JIaHOBOU NPOBEPKM OPUIMYECKMX JML UM MHIOMBUIYAaJIbHEIX
npennpruHuMaTesien orpaHMuYMBaeTcsa ob6g3aTelbHEIMKM TpeOoBaHUAMM, COOJIOIeHMKe
KOTOPEIX ABJIAETCH HamboJiee B3HAUMMBIM C TOUKMU 3PEHMA HEeOOoIllylleHVAd BO3HMKHOBEHUMA
YI'PO3H I[IPUUYMHEHMS Bpena XMU3HHK, 300POBBI0 TI'PaxiaH, W3JIOXeHHEIMM B QopMe
IPOBEPOUYHOTO JIMCTA (CHIMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HamMeHOBaHME HPUOMYECKOTO JMLa, QaMmMIMsa, MMS, OTUYECTBO (IpM HaJIUdUM)
VMHOVMBMIYAJbHOTO INPENNpPUHMMATEIA:

4. MecCcTO NpPOBENEHMSA IJIAHOBOM I[POBEPKM C BalOJIHEHMEM IPOBEPOYHOI'O JIMCTA:

5. PekxBUBUTEH IIprKasa O IIpOoBeIeHVNM 1JIaHOBOM IIPOBEPKM: OT

N .
6. YUeTHB HOMEP IMNPOBEPKM M HaTa MNPUCBOEHUS YyUETHOT'O HOMEpa MNPOBEPKU B
EovHOM peecTpe MNPOBEPOK:
7. JOIIXHOCTE, bammmsa u MHUILIMAJIBL IOJDKHOCTHOTO LA (J1m11)
NPOBOOAWETO (UX) IIJIAaHOBYK INPOBEPKY :
1. ;
2. .
8. IlepeueHb BONPOCOB, OTPAaXaoIMX COHEepXaHMe O00S3aTeJIbHEIX TpeBOoBaHUM,

OTBET Ha KOTOPEE OINHOBHAUYHO CBUIETEJILCTBYET O COOJIONEHMM MUIIM HeCOOJIIeHUM
OPUIONYECKYM JIMILIOM, MHIMBUIYAJBHEM [IPEINPpUHMMATEJIEM O0sS3aTelIbHEIX TpeOOoBaHMI,
COCTaBJIAKUMX [IPEIMET MNPOBEPKM:

N Bomnpocsl, oTpaxaromue cofep:xanue PexBu3uTHI BeiBog 0
/T 00s13aTeNbHBIX TPEOOBAHMIA HOPMAaTHBHBIX BBITIOJITHCHU U
MIPABOBBIX aKTOB, C | TpeOOBaHUM

yKa3aHHUEM HX
CTPYKTYPHBIX Aa HET
e/IMHUII, KOTOPBIMHU
yCTaHOBIICHBI
00s3aTeNnbHbIE
TpeOoBaHUS

IIpaBuna YHUUYTOXKECHHUS HE100pOKAaYECTBEHHBIX JIEKapCTBEHHBIX CPEICTB,
(banbCcuUIMPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB W KOHTpAaKTHBIX JIEKapCTBEHHBIX
CPEICTB, YTBEpXKJIeHHbIe nocrtaHosieHueM lIpasurensctBa Poccuiickoin ®@enepanuu ot 3

dopma
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okTs16pst 2010 r. N 674 (CoGpanue 3akoHonaTenbcTBa Poccuiickoit ®enepanuu, 2010, N 37,
cT. 4689; 2016, N 4, ct. 535) (manee - [IpaBuna)

1. |Wmeetcs nu 10roBop ¢ opraHusaiueil no nyHKT 8 IIpaBun
cOopy, UCTIOJIb30BaHUI0, 00E3BPEKUBAHUIO,
TPaHCIIOPTUPOBKE U pa3MEIEHUIO OTXO010B | -
IV knacca onacHOCTH Ha yHUUTOKEHUE
HEZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeAcCTB, GabCUPUIMPOBAHHBIX U
KOHTpa(aKTHBIX JIEKapCTBEHHBIX CPEACTB?

2. |B akrax 00 YyHHYTOKEHHH JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
CPEICTB YKa3bIBAIOTCS JIU:

JlaTa YHUYTOXKCHUS JICKAPCTBEHHBIX nyHKT 11 IIpaBun
cpencTB?
MECTO YHUUYTOXXEHHUS JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
cpeactn?
(dbamuum, UMEeHa, OTYECTBA JIUII, nyHKT 11 IIpaBun

MIPUHUMABIINX YYaCTHE B YHUUTOKEHUHU
JIEKaPCTBEHHBIX CPEJICTB, UX MECTO PabOTHI,
IOJDKHOCTE?

000CHOBaHHUE YHUYTOKEHUS nyHKT 11 IIpaBun
JIEKapCTBEHHBIX CPECTB?

HAauMEHOBAaHMSI JIEKAPCTBEHHBIX CPEACTB? nyHKT 11 IIpaBun

JeKapCcTBeHHBIC (HOPMBI? nyHKT 11 IIpaBun
JIO3WPOBKH JIEKAPCTBEHHBIX CPEJICTB? nyHKT 11 IIpaBun
€VHHULIBI NU3MEPEHHUS JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
cpencTs?

CEpUH JIEKapCTBEHHBIX CPEJCTB? nyHKT 11 IlpaBun
KOJIMYECTBO JIEKAPCTBEHHBIX CPEACTB? nyHKT 11 IIpaBun
Tapa UM yrnakoBka? nyHKT 11 IIpaBun
HaVMEHOBAHME IPOU3BOIUTENSA nyHKT 11 IlpaBun

JICKAPCTBCHHbBIX Cpe,Z[CTB?

CBEJICHUS O BJIaJIEJIblIE JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
CpencTB?
croco0 yHUYTOXEHUS JICKaPCTBEHHBIX nyHKT 11 IIpaBun
CpencTB?

3. | AKTBI 00 YHUYTOKEHUH JIEKApCTBEHHBIX nyHKT 12 IIpaBun
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CPEJICTB COCTaBJISIOTCS JIU B IEHDb
YHUYTOKECHUSI HETOOPOKAaUeCTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB U (WJIH)
(banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX
cpeacTs?

4. | AKT 00 YHUYTOXEHUH JIEKAPCTBEHHBIX cpeAcTB | MyHKT 13 IIpaBun
WJIU €TO KOMHUsA B TeUeHUE 5 pabouux AHEH CO
JIHS1 €r0 COCTaBJICHUS HAIIPaBJISAETCS U
BJIQJICIIBIIEM YHUUTOXKEHHBIX JI€KaPCTBEHHBIX
CPEICTB B YIIOJIHOMOYEHHBIN OpraH?

(moymxHOCTE M OMO IOOJIKHOCTHOTO JiMila, 3alloJIHMBIIEI'O
IPOBEPOYHHM JIMCT, [NOONMCH, IHaTa)

(mojpxkHOCTE M OVMO IOOJDKHOCTHOTO JMIla KPUIMYECKOTO JMia, IPMCYyTCTBOBABIIEIO
OpM 3alOoJIHEHUM NPOBEPOYHOTO JMCTa, NOANMCH, IaTa)

[Tpunoxxenue N 37
K nipukasy denepanbHoi CIIyKObI

M0 HAJ30py B cepe 3paBOOXpaHEHUS
o1 09.11.2017 N 9438

dopma

[IpOBEPOUHEI JIUCT
(CIIMCOK KOHTPOJILHEIX BOIPOCOB), MCIOJb3yeMbl denepalibHOM CJIyXOou
10 HaIn3o0py B cbepe 3IOpaBOOXPAaHEHUS U ee TEePPUTOPMAJIBHEIMM OpI'aHaMu
OpyY MNPOBEIEeHUM IIJIAHOBHEIX IMPOBEPOK MNPM OCYUECTRBJIEHUM QelepalibHOT'O
TOCYHOAapCTBEHHOTO Hal3opa B cbepe obOpalleHUA JIEKAPCTBEHHBIX CPenCTB
(cobmoneHre cyobObekTaMy ofpalleHMs JIEKAPCTBEHHEIX CPEenCTB
YCTaHOBJIEHHEIX TpeDOBaHUM K NPOBENEHMIO IOKJIMHUUECKUX
MCCJIENOBAHUM JIEeKAaPCTBEHHEIX CPEICTB)

(HaMMeHOBaHMEe opraHa, OCYWEeCTBJIANIETO [IJIAHOBYI IPOBEPKY)

1. Bun rocyIapCTBEHHOI'O KOHTPOJA (Hazmsopa)

2. [IpenmeT [IJIaHOBOM NPOBEPKM OPUIOMYUECKUX JIML UM MHIOMBMIYAJIbHBIX
NpeInnprHMMaTesen OrpaHMYMBaeTCsa OOA3aTeNbHEMM TpeDOBaHMAMM, COOJIOISHUE
KOTOPHIX fABJSeTCHd HauboJiee BHaUMMBIM C TOUKM 3PEeHMS HEeOONYUEeHMS BO3HMKHOBEHMS
YyI'PO3bl [PUUYMHEHMA Bpela XM3HM, S3I0POBbK TI'PaxlIaH, W3JIOKEHHEMU B QopMe
IPOBEPOUYHOT'O JIMCTA (CIMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUAMUECKOTO JMUa, OGaMunus, uMMsS, OTUECTBO (OpM HaJIMUUM)
VHIVBUAYAJIBHOTO MNPENNPMHMMATEIA .

4. MecTO MHNpOBeIeHMS IIJIAHOBOVM MNPOBEPKM C 3BallOJIHEHMEM IIPOBEPOUYHOI'O JIMCTA:

5. PexBM3UTE IpuKasza O NPOBEIEHUM IIJIAHOBOM MNPOBEPKM: OT

N .
6. VYYeTHEM HOMEp MNPOBEPKM M HaTa [IPMCBOEHMS yUYEeTHOT'O HOMepa IPOBEPKM B
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EovHOM peecTpe MNPOBEPOK:
7. JOJIXHOCTE, bammma 1z VIHVLIVAJIEL OOJIXHOCTHOTI'O JImLa (J10111) ,
NPOBOOAWETO (MX) MJIAHOBYK IPOBEPKY:
1. ;
2. .
8. IlepedyeHb BONPOCOB, OTpaXaolMxX COOEepXaHMe O00A3aTeJIbHEIX TpeOOBaHUM,
OTBET Ha KOTOPHEE OIHOBHAWHO CBUIETEJIbCTBYET O COOJIOIEHUM WMJIM HEeCOOJIOEeHUM
OPUOMYECKMM JIMIIOM, MHIMBMUIYAJIbHEM NpeAlNpMHMMaTeseM o00sa3aTeJIbHEX TpeboBaHUM,
COCTAaBJIAKIMX IIpelMeT [IPOBEPKU:

N Bonpocsl, oTpakaromue cofaep;xanue PexBu3uThI BriBOI O
n/n 00s3aTeNbHbIX TPeOOBaHUI HOPMAaTHBHOT'O BBIITOJIHCHUH
IIPaBOBOTO aKTa, ¢ | TpeOOBaHUM

yKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€IMHHMII, KOTOPBIMHU
yCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®3 "O6 oOpameHnn JIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomarenscTBa Poccmiickoit denepanmu, 2010, N 16, ct. 1815;
2016, N 27, ct. 4283) (manee - 61-®3); IIpaBuna Haekamed 1a00paTOPHON MPAKTUKH,
YTBEpPKJICHHBbIE TPUKa3oM MuHucTepcTBa 3/ApaBooxpanenusi Poccuiickoit denepanuu ot 1
anpens 2016 r. N 1991 (3apeructpupoBaHo B MuHuctepcTBe roctuuuu Poccuiickoi
Oenepanmn 15 aprycra 2016 1., peructpauuoHHbii N 43232) (manee - IlpaBuna
HaJyIexalen 1abopaTopHON MPAKTUKH),

1. TpeboBaHMs K HCIIBITATEILHON JTA00OPATOPUH M TIEPCOHATTY UCIIBITATEILHOM J1aO0OpaTOpuH,
cucTeMa o0ecreueHHs KauecTBa JOKIMHIYECKUX HCCIIeTOBaHUI

1.1 |UcnoeiTaTensHas J'Ia60paTOpI/I$I HUMCCT JIM IOMCIICHMA U 30HBI AJIA:

HU30/IA10UU, obecrneueHus COXpaHCHUA COCTaBa U | 4aCTb 3 cratbm 11

KOHIIEHTPAIlUU, YUCTOTHI U CTAOMIIBHOCTH 61-P3;

TECT-CUCTEM? myHKTHI 2, 5 TIpaBwn
HaJIJIeKaIen
nabopaTopHOH
MPAKTUKHU

M30JIS1IUN, 00€CTICUeHHSI COXPAHEHHS COCTaBa M | 9acTh 3 cTaThu 11

KOHIIEHTPAIIUHU, YACTOTHI U CTAOMIBHOCTH 61-D3;

o0pas3ios? myHKTHI 2, 5 TIpaBun
HajIexalien
nabopaTtopHoit
MIPAKTUKU

HU30JIAINH, o0OecrieueHus COXpPaHCHUS COCTaBa U | 4aCThb 3 cratpu 11

KOHIICHTPAIlUU, YUCTOTHI U CTAOMIIBHOCTH 61-D3;
npo6? nyHKTHI 2, 5 [IpaBun
HaIeXalen

nabopaTopHOI
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MIPAKTUKU

M30JISIIIMH, 00ECTIeYeHUs] COXPAaHEHHUS COCTaBa 1
KOHIICHTPALUH, YUCTOTHI M CTAOMIBHOCTH
pacTBopuTenen?

yacTh 3 crathu 11
61-D3;

myHKTHI 2, 5 [IpaBun
HaJIeKaIen
nabopaTopHOI
MIPAKTUKH

1.2

Tect-cuctembl, 00pasiibl ¥ paCTBOPUTEIH TPOMAPKUPOBAHBI JI C YKa3aHUEM:

cocrasa?

nyHKT 5 [IpaBun
HaJUIeKalleH
nabopaTtopHoit
IIPaKTUKU

KOHLIEHTpauun?

nyHKT 5 I[IpaBun
HaIeKaIen
nabopaTopHOI
MIPAKTUKU

CpOKa l"OI[HOCTI/I‘.7

nyHkKT 5 [TpaBun
HaJyIeKallen
nabopaTopHOH
MIPAKTUKU

0COOEHHOCTEN XpaHeHus?

nyHKT 5 IIpaBun
HaIeXalen
n1abopaTopHOi
MIPAKTUKH

HCTOYHHKA HOJ'Iy‘-IeHI/ISI?

nyHKT 5 [TpaBun
HaJyIeKallen
nabopaTopHOH
MIPAKTUKU

JaThl HpI/IFOTOBJIeHI/ISI?

myHKT 5 [TpaBun
HaIeXalen
nabopaTopHoOi
MIPAKTUKH

cTabWiIbHOCTH?

nyHKT 5 [IpaBun
HaIexaIen
nabopaTopHOI
MIPaKTUKU

1.3

3a)IOKYMCHTI/IpOBaHBI JIX BCC OTAaIlbl 1 BUJbI
oOpaleHust TeCT-CUCTEM, 00pa3IloB CPABHECHHSI,
o0pastoB, nmpob, pacTBopuTenen?

myHKT 5 [IpaBun
HajIexKalen
nabopaTopHOH
MPaKTUKU

1.4

PyxoBoauTeneM UcCHbITaTeNbHOM JabopaTopun

IIyHKT 6, TOJIYHKT
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YTBEPIKIICHBI JIW CTAHIAAPTHBIE OTICPAIlHOHHBIE
MPOLEAYPBI, TOAPOOHO U TOCIIETOBATEIHHO
perIaMeHTHPYIOIIUE TTOPSIOK MTPOBEACHUS
JOKJIIMHUYECKOTO UCCIICTIOBAHUS W TIOPSAIOK
OCYIIECTBIICHHSI ITPOIEAYP, HE OMMMCAHHBIX
opoOHO B MPOTOKOJIE UCCIIET0BaHUS (J1a1ee -
COlIlnr)?

"0" mynkTa 9 [IpaBun
Haj1exKalen
nabopaTopHOH
MIPAKTUKU

1.5

YrBepxaennsie COIlbI periaMeHTUpYIOT JIN:

MOCTYIUICHHE, UACHTU(UKAIINIO, MADKUPOBKY,
00paboTKy, 0TOOp TIPOO, UCTIOJIBL30BaHUE,
XpaHEHUe, YHUUTOXKCHHE, YTUITU3AIIUIO
HCCJICTyeMBIX BEIIECTB, JIEKAPCTBEHHBIX
CPEICTB ¥ 00pa3IoB CPaBHEHUS?

nyn

IIOJIYHKT "a
nyHkra 7 ITpaBun
HaaexKallen
nabopaTtopHoit
IIPaKTUKU

00CITyKUBAaHUE U MMOBEPKY U3MEPUTEIBHBIX
puOOpOB U 000pyI0BaHUS?

MOAMyHKT "0"
nyHkra 7 IIpaBun
HaaexKallen
nabopaTtopHoit
MPaKTUKU

IIPUTOTOBJICHUE PEAKTUBOB, MUTATEIBHBIX CPE],
KOpMOB?

n_n

IIOJIYHKT "B
nyHkrta 7 IIpaBun
HaJjaexKalen
nabopaTtopHoit
MIPaKTUKU

BEJICHUE 3alUCel, OTYETOB U UX XpaHECHHE?

n_n

MOJITYHKT T
nyHkTa 7 [IpaBun
HaJyIeXKaIlen
nabopaTtopHoit
MPAKTHKH

COJIepKaHue NIOMEIECHHM, UCIIOIb3YEMBIX IIPU
IIPOBEJICHUH UCCIIEN0BAaHUA?

noAmyHkT "1
nyHkta 7 [TpaBuin
HaJyIeKallen
nabopaTopHOH
MIPAKTUKU

MIpHEeM, TPAHCIIOPTUPOBKY, pa3MeIleHHe,
OIHMCaHUE, HICHTU(PHUKALINIO UCCIIETyEMBIX
BEIIIECTB U TECT-CUCTEM?

nn

MOJITYHKT "e
nyHkta 7 [TpaBuin
HaJyIeKallen
nabopaTopHOH
MIPAKTUKU

BBIITOJTHCHHUE IPOTOKOJIa I/ICCJICZIOBaHI/ISI?

MOAMYHKT "x"
nyHkra 7 [TpaBui
HajIexxalen
nabopaTtopHoit
MPAKTHKH
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1.6 |Benercs nmu katanor aeictByronux COIT ¢ nyHKT 7 [IpaBun
yKa3aHUEM UX BEPCHH, aThl BCTYIUICHUS B HaJjIexalen
CUJTy M IaThl UX MepecMoTpa’? nabopaTopHOH

MIPAKTUKU

1.7 |HccnenoBaTenu UMEIOT JIU Ha CBOMX pabouux | myHKT 7 [IpaBun

MecTax KoM akTyanpHbIX Bepcuid COII? HaJUIeKalleH
nabopaTtopHoit
MIPAKTUKU

1.8 | lokyMeHTaIbHO NOATBEPKICHO JIN nyHKT 7 IIpaBun
MIPOXOXKACHHUE UCCIIeI0BaTEeNIIMU OOYUEHHUS IO | HaJIIexKalei
COII, B ToM yHcie B CIy4asx UX nepecMorpa? |mabopaTopHOH

MPAKTUKHU

1.9 |PykoBomuTenem HCHBITATEIHHOMN TAOOPaTOPUH Ha3HAYCHBI JIM KBAJTU(UIIMPOBAHHBIE:
PYKOBOJHUTEND JOKIMHAYECKOTO MOJIMYyHKT """
UCCIIEI0BaHUs? nyHkTta 9 [IpaBun

HaJIeKaIen
nabopaTopHOI
MPAKTUKHU
BEAYIIHUIN UCCIeA0BATENb? MOJAMyHKT """
nyHkTa 9 IlpaBun
HaIeXalen
nabopaTopHoOi
MIPAKTUKU
ucciaexoBaTean’? MOJMyHKT """
nyHkTa 9 [TpaBun
HaIeXalen
nabopaTtopHoOit
MIPAKTUKU
OTBETCTBEHHBIH 3a pa3paboTKy nyHKT 21 [IpaBun
KOMITBIOTEPU3UPOBAHHBIX CUCTEM? HaJyIeKallen
nabopaTopHOH
MPAKTUKU
OTBETCTBEHHBIN 33 BAJINJALIUIO nyHKT 21 IIpaBun
KOMITBIOTEPU3UPOBAHHBIX CUCTEM? HaJIexaIen
nabopaTtopHoOit
MIPAKTUKU
OTBETCTBEHHBIN 3a dKCILTyaTalHIO nyHKT 21 TIpaBun
KOMITBIOTEPU3UPOBAHHBIX CUCTEM? HaJuIexanen
nabopaTtopHoit
MIPAKTUKU
OTBETCTBEHHBIH 3a 00CITy)KUBaHUE nyHKT 21 [IpaBun
KOMIIBIOTEPU3UPOBAHHBIX CUCTEM? HaJuIexalen
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nabopaTopHOH
MPAKTUKH

OTBETCTBEHHBIN 3a cucTeMy 0OecTieueHHs
KayecTBa UCIBITATENbHOM JabopaTopun?

IIYHKT §, MOJITyHKT
"B" myHnkra 9 IlpaBun
HaJIeKaIen
nabopaTopHOI
MIPAKTUKU

1.10

JIuioM (IMIIAMM), OTBETCTBEHHBIM (OTBETCTBEHHBIMHM) 3a CHUCTEMY OOeCHedeHus

Ka4yecTBa 00CCIICUCHBI JIU:

pazpabdotka COII u cBOeBpeMEeHHBI
MEPECMOTP B LIEIAX UX aKTyaJIU3aIiH, C
Y4E€TOM HAKOILJIEHHOTO OMbITAa U HAyYHBIX
JOCTHKCHHI?

IIYHKT 7, OJITYHKT
"a" mynkra 8 [IpaBun
HaJjaexKalen
nabopaTtopHoit
MPaKTHKU

nosenenue yreepakaeHHbIX COII no cBenenus
MepCOHANA UCIIBITATEIbHOMN J1ab0paTOPUU U
cucTeMaTHyeckas MpoBepKa UX coOIr0AeHus?

nyn

IIOAIYHKT "a
nyHkra § [IpaBun
HaIexKalen
nabopaTtopHoit
IIPaKTUKU

MIPOBEACHUE MHCIIEKIIMH C LIEIBIO
MOITBEPKICHHUSI COOTBETCTBUS MPOBOJIUMOTO
JTOKJIMHUYECKOTO uccienoBanus [Ipasuiam
HaJyIeKaIel 1ab0paToOpHON PAKTUKH?

MOAITyHKT "0"
nyHkta 8 [TpaBuin
HaJyIeKallen
nabopaTopHOH
MIPAKTUKU

MPOBEACHUE MHCIIEKIIMH C LIEIBIO
MTOATBEPKICHUS IOCTYITHOCTH TIEPCOHAITY,
y‘-IaCTBYIOHIeMy B HpOBGIIeHI/II/I
JTOKJIMHUYECKOTO UCCIIeI0BaHMSI, POTOKOJIA
ucciaengosanus u COII?

noAnmyHKT "0"
nyHkta 8 [TpaBuin
HaJyIeKallen
nabopaTopHOH
MIPAKTUKU

MPOBEACHUE MHCIIEKIIMH C LIEIBIO
MOATBEPKIeHUS (pakTa cOOII0ICHUS
MPOTOKOJIA JOKJIMHUYECKOTO HCCIIeIOBAaHUsA?

noAnmyHKT "0"
nyHkta 8 [TpaBuin
HaJyIeKallen
nabopaTopHOH
MIPAKTUKU

MPOBEACHUE UHCTIIEKIIUU C LEITBIO
noatBepkaeHus (akxra codmonenus COIT
OopraHu3aluu?

noAnmyHKT "0"
nyHkta 8 [TpaBuin
HaJyIeKallen
nabopaTopHOH
MIPAKTUKU

IMPOBEPKaA 3aKIIIOYHUTCIBHBIX OTUCTOB Ha
COOTBCTCTBUC IICPBOHAYAJIbHBIM JAHHBIM O
JOKIIMHUYCCKOM HCCICIOBaHUU C

non o n_n

MOAMYHKTHI "B", "'T
nyHkTa 8 IlpaBun
HaIeXalen
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MOCJICTYFOIIUM COOOIICHUEM O pe3yJIbTaTax
PYKOBOIUTEIIIO UCIIBITATEIILHON
J1a00paTOPHUH/MCCIIEIOBAaHNS B TUICbMEHHOM
BHE?

nabopaTopHOH
MPAKTUKH

MO/IOTOBKA U MOJIUCAHUE 110 pe3yibTaTaM
IIPOBEPKHU 3aKJIIOUEHUS?

MOJIMYHKT " 11"
nyHkrta 8 [IpaBun

HaIeKaIen
nabopaTopHOIH
MIPAKTUKU

1.11 |TlonTBep>kaeHa Ju KBadU(pUKaLKs IEPCOHANA, |ITYHKT 2, IOJIYHKT
3aICCTBOBAHHOIO B IIPOBEICHUE "a" mynkra 9 [IpaBun
JTOKJIMHUYECKOTO MUCCIICI0BAHUS? HaJJIeKaIen

nabopaTopHOI
MIPAKTUKH

1.12 | ObecriedyeHo Ji HATHYUE 000PYTOBAHUS, MOAMYHKT "a"
CPEJICTB U MAaTEpUAJIOB JJI1 CBOEBPEMEHHOIO nyHkTa 9 IlpaBun
MPOBEACHUS JOKIMHIUYECKOTO UCCIICIOBaHUs? | HAJIe)KaIeh

nabopaTopHOI
MIPAKTUKU

1.13 | ObecriedyeHO JI HATHYWE BATHIAPOBAHHOMN MOAMYHKT "B"
CUCTEMBI IPOTPAMMHOTO 0OECTIeYeHHs, nyHnkTa 9 [paBun
HEOOXOIMMOTO /IS TPOBEACHUS HaIexamen
JOKJIMHUYECKOTO UCCIIEeI0BaHUS? nabopatopHoit

MTPAKTUKN

1.14 | Banupanust KOMIbIOTEPU3UPOBAHHBIX cucTeM  |TyHKT 21 [TpaBun
OCYIIECTBJICHA JIM JI0 HavaJla ee HKCIUTyaTallui | HaJJiexaniei
Y TIPOBOJIUTCS B COOTBETCTBHH C TIJIAHOM, nabopaTopHOH
YTBEPKACHHBIM PyKOBOIUTEIEM MIPAKTUKU
WCIIBITATEIHbHOM TabopaTopun?

1.15 | 3ameHa pyKoBOIUTENS JOKIMHHYECKOTO MOJMyHKT """
WCCIe0BaHMs, BEAYIET0 UCCIIEI0BATENS, nyHkrta 9 [lpaBun
HCCIIeIoBaTeNs OCYIIeCTBIICHA JIU HaJIexanien
PYKOBOAMTENIEM UCTIBITATEIHLHOM TabopaTopuH, |1abopaTopHOI
coryiacHo cooTBeTcTBYIOMIIEH COIT? MPaKTUKHU

1.16 | OGecrieueHa i OpraHu3aIus moAmyHKT "1
JIOKyMEHTO000pOTa, COTIACHO nyHkta 9 [lpaBun
cootBercTBytomed COII? HaIeXalen

nabopaTtopHoOit
MIPAKTUKU
1.17 | PykoBoauTeneM UCHIBITATENbHOM TabopaTtopuu | MOAMyHKT "e"

00eCTIeUYeHO JIN B3aUMOJICHCTBHE MEXTY
PYKOBOIMTEIIEM HUCCIICTOBAHUS, BEIY UM
HCCIIENOBATENIEM U UCCIIEI0BATEISIMU?

nyHkTta 9 [IpaBun
HaJUIeXKaIen
nabopaTtopHoOi



http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100042&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100042&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100013&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100044&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100044&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100044&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100044&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100046&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100046&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100091&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100047&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100047&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100048&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100048&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100049&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203348&dst=100049&fld=134

MIPAKTUKU

1.18

PYKOBOI[I/ITGJ'ICM JOKIMHHUYCCKOTI'O UCCIICOOBAaHUA obecreyeHo Jau:

YTBEPKACHHUE MTPOTOKOJIA UCCIIEOBAHNUS,
W3MEHEHUN M JOTOJIHEHUNA?

nyn

MOAITYHKT "a
nyHkrta 10 [IpaBun
HaJUIeKallen
nabopaTtopHoit
IIPaKTUKU

pacnpenenenrne 00sI3aHHOCTEN MEXKIY
HCCIIeI0BaTeIIMu?

MOAMyHKT "0"
nyHkrta 10 [IpaBun
HaJIJIeKaIen
nabopaTtopHoit
MPaKTUKU

CBOEBPEMEHHOE IPE/ICTABIICHUE JTULAM,
OTBETCTBEHHBIM 32 CHUCTEMY 00eCTIeueHus
KauecTBa, KOMUU MPOTOKOJIa UCCIEAOBaHUS,
A3MEHEHHUI U JOITOJIHEHUI?

n_n

IIOJIYHKT "B
nyHkrta 10 IIpaBun
HaJUIeKalleH
nabopaTtopHoit
IIPaKTUKU

MPEJCTABICHUE UCCIIEIOBATEIISIM TPOTOKOJIA
HCCIICIOBaHUS, U3MEHEHUH, CTaHJAPTHBIX
ONEPALMOHHBIX IPOLIEAYP, OTHOCAILLUXCA K
JOKJIIMHUYECKOMY HUCCIIEIOBAHUIO?

n_n

MOAMYHKT T
nyHkta 10, myHkT 11
[IpaBun
HaIeXalen
nabopaTopHoOi
MIPAKTUKU

coOmrofieHre  TpOoLEenyp,
IIPOTOKOJIE UCCIEA0BaHNA?

YKa3aHHbIX

B

MOJMYyHKT " 11"
nyHkTa 10 IIpaBun
HaIeXalen
nabopaTtopHoOit
MIPaKTHKH

JOKYMEHTHPOBAHHE JHOObIX OTKJIOHEHHUH OT
IIPOTOKOJIA UCCIIEIOBAHMS, BIMSIOLIUX HA
Ka4eCTBO U JOCTOBEPHOCTD UCCIIEIOBAHUS U
MIPUHITHE KOPPEKTUPYIOIINX Mep?

MOJMYHKT " 11"
nyHkTa 10 IIpaBun
HaIeXalen
nabopaTtopHoOit
MPaKTHKH

JTOKyMEHTAIbHOE 0()OPMIICHHE U PETHCTPALIUS
BCEX MOJIYYEHHBIX TP MPOBEICHUN
JOKJIMHUYECKOTO MCCIEA0BAHUSA UCXOTHBIX
MaHHBIX?

n.n

MOJIYHKT "€
nyHkTa 10 IIpaBun
HaIeXalen
nabopaTopHoOi
MIPAKTUKH

MPOXOXKIACHUE BAIIMAIIUN
KOMIThIOTEPU3UPOBAHHBIX CUCTEM,
I/ICHOJIBSYQMLIX B JOKJIMHHNYCCKOM
HUCCIIEIOBAHUU?

MOAMYHKT "x"
nyHkTta 10 [IpaBun
HajIexKalen
nabopaTopHOH
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MIPAKTUKU

IOoAIMMCAaHUC 3aKITIOYUTCIBHOI'O OTUCTA

n,yn

IOAIIYHKT "3 IIYHKTa

MOKJIMHUYECKOTO UCCIIeOBaHU? 10 IMpaBun
HaJUJIeXKallen
nabopaTtopHoit
MIPAKTUKU

1.19 | Bce OTKIIOHEHHUS OT MPOTOKOJIA UCCIICTOBAHMS:

odopmIieHbl 1 000CHOBAHBI TN myHkTeI 11, 19

HCCIIeIOBATEIIIMU JOKYMEHTAIBHO? [Tpaswt
HaJUJIeXKallen
nabopaTtopHoit
MIPAKTUKU

nepelaHbl 1 PyKOBOIUTEINIO UCCAeNOBaHus M |myHKTHI 11, 19

(wn) BemymieMy UCCIEIOBATENIO IS [TpaBun

COTJIACOBaHUS C COXPaHEHUEM HCXOIHBIX HaJIexaIen

JaHHBIX? nabopaTtopHoit
MIPAKTUKU

1.20 |MccnenoBarenem obecrieueHa Jin nyHkKT 11 [IpaBun

CBOEBPEMEHHAsl U TOYHAs perucTpaus HaJuIexalen

MOJTyYCHHBIX JAHHBIX, UX TOCTOBEPHOCThH U nabopaTtopHoit

O00BEKTUBHOCTH? MIPAKTUKU

1.21 | OGecmeyeHo M COOTBETCTBUE TTOMEIIICHHH, nyHKT 12 [IpaBun

MIpeTHa3HAYEHHBIX JIJIST TIPOBEICHHSI HaJIeXaIen

JTOKJIIMHUYECKUX HCCIIeI0OBaHMil, TpeOOBaHUSM | TabopaTOpHOH

CaHUTAPHO-IMUIEMHOJIOTHUYECKUX TPABUI U MIPAKTUKU

TUTHEHUYECKUX HOPMAaTUBOB?

1.22 |IIpoBoauTcs u:

TEXHHUYECKOoe o0CIyXuBaHue o0opyaoBanusi, |IyHKT 14 [IpaBun

HCIIOJIE3YEMOTO TIPH MPOBEACHUN HaJIeXaIen

JTOKJIIMHUYECKOTO UCCIIeI0BaHuUs? nabopaTtopHoit
MIPAKTUKU

MPOPUITAKTUIECKUA OCMOTP 000Py10BaHMUS, nyHKT 14 IIpaBun

UCIOJIE3YEMOT0 MPU MPOBEACHUN HaJIexaIen

JOKJIMHUYECKOTO MUCCIIeI0BaHUA? nabopaTopHOH
MIPAKTUKU

KanmuOpoBKa 000pyAOBaHUs, UCTIOIB3yEMOTO nyHKT 14 TIpaBun

TIPH MIPOBEICHUH JIOKJITHHUYIECKOTO HaJTeXaIen

HCCIIEI0BaHUA? nabopaTopHOI
MIPAKTUKU

1.23 | OGecmieueHo M COOTBETCTBUE 000pyI0BaHusA, |MyHKT 14 [IpaBun

HCIIOJIb3YyCMOI'0 TIpH NPOBCACHUUN

HajIexKalen
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JTOKJIMHHUYECKOI'0 MCCJICIOBAaHMs, BUJaM
MIPOBOJIUMBIX MCCIICIOBAHUN?

nabopaTopHOH
MPAKTUKH

1.24 | CoTpynHUK, Ha3HAYCHHBI PYKOBOJUTEIEM nyHKT 15 IIpaBun

UCTBITATEIbHOM Ta00paTOPUH, PETUCTPUPYET | HaJUIeXKaIeH

71 B paboyeM xypHase HHPOPMAIIHIO O nabopaTopHOH

IIOJIy4YE€HUU TECT-CUCTEM? MIPAKTUKU

1.25 | Mcnonb3yemble B MCCIEIOBAHUU TECT-CUCTEMBI | TyHKT 15 IIpaBun

IIPOMapKUPOBAHBI JIn? HaJyIeKalen
nabopaTopHOIH
MIPAKTUKH

1.26 | )KuBOTHBIC, PACTUTEIIHHBIC UCITBITATCIILHBIC nyHKT 16 [IpaBun

CUCTEMBI, IOCTYNUBILINE AJI IPOBEACHUS HaJIexalen

JOKJIMHUYECKOTO UCCIIeI0BAaHUs, U30JUPOBAHbI |J1abopaTOpHOI

1u B coorBeTcTBuM ¢ COII? MIPAaKTUKU

1.27 | O6ecnieueHo a1 UCHOIb30BAHKE B nyHKT 16 IIpaBun

HCCIIEIOBAaHUH KUBOTHBIX, PACTUTEIBHBIX HaJuIexalen

UCIBITATENbHBIX CUCTEM, COOTBETCTBYIOIIUX nabopaTopHOI

BUJY U LEJSIM JOKIMHUYECKOTO HCCe0BaHusA? | IPAKTUKU

1.28 |McnbiTaTenbHble CUCTEMBI, TOPAXKEHHBIE 00JIE3HBIO HIIM TIOBPEXKICHHBIE IPU

IIPOBEJICHUH JTIOKJIMHUYECKOIO UCCIIEJOBAHMSL:

M30JIMPOBaHbI JIU? myHKT 16 IIpaBun
HaIeXalen
n1abopaTopHOi
MIPAKTUKU

rcclieioBanbl d B cootBeTcTBUM ¢ COIT? nyHKT 16 [IpaBun
HaJyIeKallen
nabopaTopHOH
MIPAKTUKU

1.29 | Obecrievena v aganTarys, B COOTBETCTBUU C | TIyHKT 16 [IpaBun

COII, 61on0orM4YecKUX UCHBITATEIbHBIX CUCTEM | HaJJIe)Kalek

K YCJIOBUSIM JOKJIMHUYECKOTO UCCIIEI0BAaHUS nabopaTopHoOi

nepeJ NepBbIM BBEICHUEM? MIPAKTUKU

1.30 | BuBapuii, HCTIOJIb3yEMBIH JUIs nyHKT 17 IIpaBun

SKCIIEPUMEHTAJIBbHBIX HCCIEI0OBAHNN, OTBEYAET |HaJIexaleit

JI1 CAHUTAPHO-AIHUIEMUOJIOTHUECKUM nabopaTopHOI

TpeOoBaHUSIM? MIPAKTHKH

1.31 | Kopma, o0opytoBaHHE M WHBEHTAph JUIsI yXoaa |myHKT 17 [IpaBun

32 JKUBOTHBIMU XPAHATCS JIX B TIOMEIICHUSX, HaJuIexalen

M30JIMPOBAHHBIX OT MECT COJICPIKAHUS nabopaTtopHoit

KUBOTHBIX? MIPAaKTUKU

1.32 | Bce mporienypsbl, CBsI3aHHBIC C YXOJIOM 32 nyHKT 17 [IpaBun
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SKUBOTHEIMHU onncaubl au B COITax?

HaIexamen
nabopaTopHOi
MPaKTHKH

2. HpOBeI[eHI/Ie JOKIIMHUYCCKOT'O UCCIICAOBAHUA

2.1 | lara Hayana JOKIMHUYECKOTO uccuenoBanus | myHKT 4 [IpaBun
COOTBETCTBYET JIU JIaT€ MO ITUCAHUS HaJJIeKaIen
PYKOBOAUTENIEM TOKJIMHUYECKOTO nabopaTtopHoit
HCCIe0BaHUS TPOTOKOJIA UCCIICIOBAHNUSA? MPAKTHKHU

2.2 | TIpoToKoJ JOKIMHUYIECKOTO UCCIICTOBAHUS gacTh 4 crtateu 11
COJIEPKUT JIU UHPOPMALIUIO, YCTaHOBIEHHYI0 | 61-D3;
nyHkToM 18 [IpaBuir Hajuiexamen nyHKT 18 [IpaBui
nabopaTopHON MPAKTUKH? HaJIexalen

nabopaTtopHoit
MIPAKTUKU

2.3 |V3meHeHus, AOMOIHEHUS B IPOTOKOI nyHKT 19 [IpaBun
WCCTIEIOBAHUS YTBEPIKICHBI JIU PYKOBOJAUTEIIEM | HAJICKAIIEH
WCCJIEIOBAaHUS U MPUOOIICHBI K TPOTOKOTY nabopaTtopHoit
UCCIIEIOBaHUS? MIPAKTUKU

2.4 |KaxaoMmy JOKIMHUYECKOMY MCCIICIOBAHUIO nyHKT 20 [IpaBun
MIPUCBOEH JIM YHUKAJIbHBIN HaJjIexalen
UIEeHTU(DUKAITMOHHBIN HOMEp? nabopaTopHOH

MPAKTUKHU

2.5 |Bce ncnonb3yemMble B JOKIHHIYECKOM nyHKT 21 IIpaBun
UCCIIeIOBAaHUH MaTepHalibl OMMCAHBI JIU B HaJIexaIen
JIOKyMEHTAaX UCCIIEIOBAHUS C LENBIO UX n1abopaTopHoOi
MIPOCIIEKUBAEMOCTH? MIPAKTUKU

2.6 | B xone ucciieqoBaHus UCCIIEI0OBATEIIEM nyHKT 21 [IpaBun
0o OPMIISIFOTCSI JTK OTYETHI, COTCPIKAIIHE HaJjIeXalen
JaHHBIE TIOJyYaeMbI€ B XOJI€ IOKJIMHUYECKOTO | J1abopaTopHOH
uccienoBanus, n1aty cocrasiaenus, 11O u MIPaKTUKU
MOJINUCH UCCIIeoBaTeNs?

2.7 |TlonTBepxaeHa JIM BaMaaIds KOMIbIOTepHOW | yHKT 21 [IpaBun
CUCTEMBI, €CJIM OTUET UCCIIEA0BATEIIS HaJuIexalen
COCTaBJIEH B 3JIEKTPOHHOM BHIe? nabopaTtopHoit

MPAKTUKU
2.8 | ObGecnieueHo U MPOBEACHNUE JOKIMHUICCKOT0 |49acTh 4 ctaThu 11

WCCIIeIOBaHMS B COOTBETCTBUHU C
YTBEPKICHHBIM Pa3pabOTYUKOM
JIEKapCTBEHHOT'O CPEJICTBA TUIAHOM
(TIporpaMmoii, TPOTOKOJIOM)?

61-03

3. OdopmieHnme pe3ynbTaToB JOKIMHUYECKOTO UCCIIEIOBAHMUS
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3.1

CocTaBJiIeH JIH 3aKIIOYUTENbHBIA OTYET O
HpOBeI[CHHOM JOKIIMHNYCCKOM HCCIICAJOBAaHUU,

gacTh 4 crateu 11
61-®3; myskr 23

MOJMUCAHHBIN PYKOBOAUTEIEM [TpaBun

JOKITMHUYECKOTO UCCIIETOBAHU? Ha/IIexKaIen
nabopaTopHOH
MIPAKTUKH

3.2 | lara moanucaHus pyKOBOJAHUTEIEM nyHKT 4 [IpaBun
JOKJIMHUYECKOT'O UCCIIEI0BaHUS Ha/Iexarien
3aKJIFOUYUTEIBHOIO OTUETA O IPOBEJCHHOM nabopaTopHOI
JOKJIMHUYECKOM HCCJIeIOBAaHUM COOTBETCTBYET |IMPAKTUKU
JIM J1aTe€ OKOHYaHUsI UCCIIe10BaHus?

3.3 |3aKIIIOUYHTENBHBIA OTYET CONEPIKUT JIH nyHKT 22 [IpaBui
CBEJICHUS], [IPETyCMOTPEHHBIE ITyHKTOM 22 Ha/JIexaren
[TpaBun Hagexariei 1adbopaTtopHOM nabopaTopHOH
MPAaKTUKU? MIPAKTUKU

3.4 |M3meHeHus, TOMONMHEHUS K 3aKIIOUnTeNbHOMY | TyHKT 23 IpaBun
oT4eTy o(OPMIICHBI JIH B BU/IC TIPUIIOKCHUS M | HAJJI)KAIIeH
MOJITMCAaHbl PYKOBOJUTENIEM JOKIMHUUECKOro | 1abopaTOpHOM
UCCIIEeIOBaHUs? MIPAKTUKU

3.5 |OT4eTsl 0 TOKIMHUYECKOM HCCIIEIOBAaHUH, nyHKT 23 [IpaBui

COCTaBJICHHBIEC BEyLIUM UCCIIEI0BATEIEM,
WCCTIE0OBATENISIMH B XOJI€ TIPOBEICHUS
JOKJIMHUYECKOT'0 MCCIEIOBAHMS, TTOITUCAHEI
T BEYIIMM HCCIIEIOBATEIEM U
uccnenopatensmu ¢ ykazanueM @O u natei?

HaJyUIeXalen
nabopaTtopHoit
MPaKTUKU

4. XpaHeHue JOKYMEHTOB U MaTEPHAJIOB JOKIMHUYECKOTO UCCIIETOBAHUS

4.1 | ObecnieueHo M XpaHEHHUE JTOKyMEHTOB U yHKT 24 IIpaBun
MaTepHuajIoB JOKIMHUYECKOTO UCCIICIOBAHUS B | HAJUICKAIIEH
MTOMEIIEHUSX, UMEIOLITUX PEKUM nabopaTopHOU
OTPAaHUYEHHOTO JIOCTYyTIa, 00ECIIEYMBAIOIINX MPaKTHKH
KOH(UICHITNATEHOCTD MOJTyYaeMbIX
MaTepHuasoB M TaHHBIX?

4.2 |JlocTyn K apXUBHBIM JIOKYMEHTaM U nyHKT 25 [IpaBun
Marepuaiam JOKIMHUYECKOTO HCCIIEIOBAaHUs | HaJIeKalen
HMMEET JIA TOILKO CHEHUAIBHO nabopaTopHOH
YIOJHOMOYCHHBIN pa0OTHUK UCTIBITATEIFHON | IPAKTHKHU
naboparopun?

4.3 | JIOKyMEHTBI 1 MaTepHaIbl JOKIMHHYIECKOTO nyHKT 26 [IpaBun
HCCIeI0BaHus, TOMEIICHHBIE B apXUB, UMEIOT | HaJIeKaIen
71 0003HAYEHUSI B COOTBETCTBUU C MOPSIIKOM | 1a0OpaTOPHOIA
XpaHeHus? MIPAKTHKH

4.4 | Opranu3aTopoM JOKIHHHYIECKOTO myHKT 26 [IpaBun
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HCCIIEIOBAHUS ONPEEIIEH JIM CPOK XPAHEHUS HaJUIeKaIeH
apXUBHBIX MaTEpPHAIIOB? nabopaTtopHoit
MPaKTUKHU

4.5 | PykoBoauTEINb UCTIBITATENbHOM JabopaTopun | myHKT 26 [IpaBun

YBEIIOMUJI JIU B MIUCBMEHHOU popMme HaJIJIe)KaIen
OpraHM3aTopa JOKIMHUYECKUX HCCIEI0BaHuM 0 | 1TabopaTopHOit
HaMEpPEHUU YHUUTOKUTh MaTepUaibl U MPAKTUKHU

JOKYMEHTBI JOKJIMHUYECKOTO UCCIIEN0BAaHUS 110
UCTEYEHUHU CPOKA XpaHEHUs?

4.6 | YHHYTOXKXCHHE TOKYyMEHTOB U MaTE€pHajIOB yHKT 26 [IpaBui
JOKJIMHUYECKOIO UCCIICAOBAHMS 10 UCTEYCHUS | HAJUIe)Kallen
YCTaHOBJIEHHOTO CPOKa XPAHEHHU, nabopaTOpHOI
OCYILECTBIICHO JIX ¢ IUCBMEHHOIO COIJIACHs MIPAKTUKU

OpFaHHSaTOpaHOKHHHHqCCKOHDHCCHCHOB&HHH?

4.7 |IloaTBepxaeH M (PakT nepeaadu apxuna nyHKT 27 [IpaBui
UCHBITATEIbHOM 1Ta00paTOpHH HaJIexalen
MIPABONIPEEMHUKY WUJIU MPU €r0 OTCYTCTBUU 1abopaToOpHOI

OpPraHu3aTopy NOKIMHUYECKOTO UCCIEA0BAaHUS, | IPAKTUKU
B ClIy4ae IIpEKpaIeHus AeATEIbHOCTH
UCIIBITATEIHbHOMN JIA00PATOPUH 10 UCTCUCHHUS
YCTAHOBJIEHHOTO CPOKA XPAaHEHUSI JOKYMEHTOB
Y MAaTEPUAJIOB JOKIMHUYECKOTO
HUCCIIeIOBaHU?

(nommxHOCTE M OVIO IOOJDKHOCTHOTO JiMlla, 3allOJIHMBIIETO
IPOBEPOYHHEM JIMCT, NOONMCH, IaTa)

(nosmxHoCTh M YO IOJIXKHOCTHOTO JIMila nprnIndyeckKoro Jyuia, IPpMCyTCTBOBaABIIEI'O
IIpy 3allOJIHEHVNM IIPOBEPOUYHOI'O JIMCTa, II104IIMCH, marTa)

[Ipunoxenne N 38

K npukazy denepanbHOM CiryKObI

10 HaA30pYy B cepe 3ApaBOOXPAHEHUS
o1 09.11.2017 N 9438

dopma

[IpOBEPOUYHEM JIUCT
(CnMCcok KOHTPOJIBHEIX BOIIPOCOB), MCIHOJIb3yeMeM denepalibHOM CJIyXOou
IO HaI30py B cbhepe 3OpaBOOXPaHEHUS U €e TEePppUTOPMAaJIbHEMM OpI'aHaMu
IpM NPOBEOEHUM IMJIAHOBHX [IPOBEPOK IIPM OCYUECTBJIEHUM QelepalibHOTO
TOCYyHOapCTBEHHOT'O Han30pa B cdhepe obOpalleHMs JIEKAPCTBEHHBIX CPEeOCTB
(cobmomeHre cybbeKTaMmMM OOpalleHUSa JIEKAPCTBEHHBIX CPenCcTB
YCTaHOBJIEHHEIX TPeDOBaHMM K NPOBEINEHMIO KIMHMYUECKMUX
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MCCJIeOOBaHUM JIEKAPCTBEHHEIX [IpenapaToB)

(HaMMeHOBaHMEe opraHa, OCYIEeCTBJANIETO IJAaHOBYID IPOBEPKY)

1. Bun rocymapCTBEHHOIT'O KOHTPOJA (Hazmsopa)

2. [lpenmeT [1JIAaHOBOM OPOBEPKM OPUAMYECKUX JIMUL, WM MHIMBUIYAJIbHEIX
npennprHyMaTeJeNn orpaHM4YMBaeTcda o060da3aTesibHEIMM TpebOoBaHMAMM, COOJIOOeHMe
KOTOPEIX ABJIAeTCA Hambojiee BHAUMMBIM C TOUKM 3PEeHMS HeIONylleHMS BOSHMKHOBEHUSA
YIPO3bl [NPUUMHEHMS Bpela XM3HM, S3IO0OPOBbILD I'paxIaH, M3JIOXKESHHEMM B QopMe
IPOBEPOUYHOT'O JIMCTA (CIMCKa KOHTPOJIBHBIX BOIIPOCOB) .

3. HammMeHOBaHMe OPUAOAMYUECKOT'O JMla, OGaMuiusa, MMS, OTUECTBO (IpK HaJIMUUM)
VHOVBUOYAJBbHOTO NPEeINPUHMMATENI:

4. MecToO NpOBeIeHMS I1JIAHOBOM IIPOBEPKM C BalOJIHEHMEM IIPOBEPOUYHOI'O JIMCTA:

5. PexBUBUTEH IIprKasa O IIPpOoBeOEeHVN JIaHOBOM IIPOBEPKM: OT

N .
6. VYYeTHHM HOMEep [NPOBEepPKM M IaTa I[IPMCBOEHMUS YyUeTHOT'O HOMepa I[POBEepKM B
EovHOM peecTpe MNPOBEPOK:
7. JomxHOCTE, bamvmnmsa u MHULMAJIBL IOOJDKHOCTHOT'O Jauia (J13111)
OPOBOOAIWETO (MX) IIJIAHOBYK NPOBEPKY :
1. ;
2. ;
8. IlepeueHb BOIPOCOB, oTpaxanuMx coIepXaHre o0g3aTeNbHEX TpeboBaHMI,

OTBET Ha KOTOPHIE ONHO3HAYHO CBUIETEJBECTBYEeT O COOJIOOEHUM UJIM HeCOOJIoLeHMU
OPUIONYECKUM JIMILIOM, MHIAMBUIYAJIBHEM [IPEINPpUHMMATEJIEM O0sa3aTelIbHEIX TpeOoBaHMI,
COCTaBJIANUMX [IPEIMET MNPOBEPKM:

N Bompocsl, oTpaxaromue conep:kaHue PexBuznTel BeiBog 0o
n/n 00s3aTeNbHBIX TPeOOBaHUI HOpPMAaTUBHBIX BBITIOJTHEHUH
MIPAaBOBBIX AKTOB, C | TpeOOBaHUN

yKa3aHUEM UX
CTPYKTYPHBIX Aa HET
eIMHHMII, KOTOPBIMHU
YCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

Pemenue CoBera EBpasmiickoit Dxonomuueckoir Komuccun ot 3 Hosiops 2016 r. N 79
(manee - IlpaBuna Hajgexamne kauHUYeckor npaktuku EADC); denepanbHblil 3aKOH OT
12 ampens 2010 r. N 61-®3 "OO6 obpamenun nexkapcTBeHHbIX cpenacTB" (CoOpaHue
3akoHoarenscTBa Poccuiickont deneparuu, 2010, N 16, ct. 1815; 2016, N 27, ct. 4283)
(manee - 61-®3); denepanpHbiii 3akoH oT 21 HOsIOps 2011 1. N 323-®3 "OO6 ocHoBax
oXpaHbl 370pOBbi TpaxmaHn B Poccuiickoit @Denepammu" (CobOpaHue 3aKOHOIATEIHCTBA
Poccwuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765) (nanee - 323-03);
[IpaBuna akkpenuTalud METUITMHCKUX OpPTaHU3AIMi Ha MPaBO MPOBEACHUS KIMHUYECKUX
HCCIEAOBaHUN  JIEKAPCTBEHHBIX  MpenaparoB I MEIUIUHCKOTO  IPUMEHEHUs,
yTBepKIeHHbIEe nocTaHoBieHueM [IpaButennctBa Poccuiickoit @enepanuu oT 3 ceHTAOpS
2010 r. N 683 (Cobpanue 3akonomarenbcTBa Poccuiickoit denepanuu, 2010, N 37, cT.
4697; 2012, N 37, ct. 5002) (manee - IlpaBuia akkpeauTanud MEIUIIMHCKUX OpPTaHU3aIui
Ha MpaBO MNPOBEICHUSA KIMHUYECKUX HCCIEJOBAaHUMN JIEKAPCTBEHHBIX IpenapaToB s
MEIUIIMHCKOTO TMpUMeHeHUs1); TurnoBble IpaBuiia 00sA3aTEILHOTO CTPaxOBaHUS >KU3HU U
30pOBbSl TAILMEHTA, YYaCTBYIOIIETO B KIMHUYECKUX HCCIEJOBAHUSAX JIEKAPCTBEHHOTO
npemnapara, yrBepkaeHHble noctaHoBieHneM IIpaBurensctBa Poccuiickoit denepanuu Ot
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13 centsa0ps 2010 r. N 714 (CoGpanue 3akoHonatenscTBa Poccuiickoit ®@eneparuu, 2010, N
38, cr. 4832; 2014, N 43, c1. 5892) (nmanee - Tunossie mpaBuiia 003aTEILHOTO CTPAXOBAHUS
KU3HU W 3]I0pOBbs TALMEHTAa, YYAaCTBYIOIIETO B KIMHUYECKUX HCCIIEJOBAHMSIX
JEKapCTBEHHOro  npenapata); [lpaBuia  Hamiexamied  KIMHUYECKOM — IPAaKTHKH,
YTBEpPKJICHHBIE TPUKa3oM MuHucTepcTBa 3ApaBooxpanenus Poccuiickoit denepanuu ot 1
anpens 2016 r. N 200 (3apeructpupoBaHo B MuHuctepcTBe roctuiiud Poccuiickoit
Oenepannn 23 aprycra 2016 1., peructpauuonHbii N 43357) (manee - IlpaBuna
HaJuIeXalled KIMHUYECKOM mpakTuku); [lpaBuna Haanexamed NpOU3BOJICTBEHHOU
MPAKTUKH, YTBEP)KJIEHHBIE MPUKa30oM MUHUCTEPCTBA NPOMBIIUIEHHOCTH M TOPrOBIIU
Poccuiickoit ®enepanuu ot 14 urons 2013 r. N 916 (3apeructpupoBano B MuHucrepcTse
octuiun Poccuiickoit ®@enepanuu 10 centsadps 2013 r., perucrparmonasii N 29938)
(nanee - IlpaBwia Hajyexalel NPOU3BOACTBEHHONW MpakTUkH); Ilopsnok ocyuiecTBieHus
(dhapmakoHa30pa, YTBEpXKIACHHBIN npuka3zom PocsmpaBHanzopa ot 15 despans 2017 r. N
1071 (3apeructpupoBano B MunucrepctBe roctuiuu Poccuiickoit @eneparuu 20 mapta
2017 r., peructparmonnsiii N 46039) (nanee - [Topsinok ocyimecTBiieHus apMaKoHaI30pa)

a HET
1. O01Me MOI0KEHUS
1.1 | VupexneHue akkpeAUTOBAHO JIU HA MPaBO yacTh 7 cTaThu 38
MPOBEICHUS KIMHUYECKUX UCCIIEI0BAaHUI 61-D3;
JIEKApCTBEHHBIX MPEMAPaTOB IJIs [IpaBuna
MEIUIIMHCKOTO PUMEHECHUS? aAKKpeIUTAIIHI
MEIHMIIMHCKHUX
OpraHu3anui Ha
MpaBo MPOBEICHUS
KIMHUYECKUX
HCCIeIOBaHUM
JIEKapCTBEHHBIX
npenapaToB JJisi
MEIUIIUHCKOTO
MIPUMEHEHUS
1.2 | KnuHudeckoe ucclieJOBaHue JEKAPCTBEHHOTO | 4acTh 4 cTaTthu 38,
rpenapara NpoBOAUTCS JIM B YUPEKJIEHUN HA  (4JacTu 1, 2 ctaten 39
OCHOBAaHHUM Pa3peIlICHUs HA IPOBEACHUE 61-D3;
KJIMHAYECKOT'O UCCIICIOBaHMs, BEITAHHOTO MyHKTHI 5, 6, 21
MuHHCTEPCTBOM 3/IpaBOOXpaHEHUS [IpaBun
Poccuiickoit denepanun? HaJUIe)KaIeH
KIIMHUYECKOM
MIPAKTHKHU
1.3 | KinuHudeckoe ucclieJOBaHue JICKapCTBEHHOTO | 4acTh | cratbm 41
npenapara Jijisi MeJUIUHCKOT0 PUMEHEHUS 61-03
MIPOBOJIUTCS JIU B COOTBETCTBUU C JIOTOBOPOM?
1.4 | loroBop 0 MpOBEACHUH KIIMHUYECKOTO UCCIIEI0OBAaHUS JIEKAPCTBEHHOTO Mpernapara
JUTSL MEUITMHCKOTO TIPUMEHEHHUS COACPIKUT JIH:
YCIIOBHSI M CPOKH MTPOBEJCHUS JTAHHOTO nyHKT "1" gactu 2
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HUCCIIEIOBaHUS?

crateu 41 61-O3

OIIPECACIICHUC O6H.[CI>1 CTOUMOCTH MPOTPpaMMBbI
AAHHOT'O UCCJICAOBAHUSA C YKA3aAHUEM CYMMBI,
npeL[Ha3Haan0meI71c51 JJIs BBIILIIAT
HUCCICA0BATCIIIO U COI/ICCHCHOBaTGHﬂM?

nyHKT "2" yacTtu 2
crarpu 41 61-03

onpeneneHue GopMbl IPEICTABICHUS
pe3yNIbTAaTOB IaHHOTO MCCIIEA0BAHUS B
YIOJHOMOYEHHBIN (pesiepanbHbIil Opran
UCIIOJIHUTEJILHOM Bi1acTu?

nyHKT "3" gactu 2
cratbu 41 61-03

2. HezaBucumblii aTnyeckuii komuteT (nanee - HOK)

2.1 |Bxoasar nmu B coctaB HOK nwuma, obnamaromue |myHkt 11 [TpaBun
HEOOXOIMUMBIM OIBITOM M KBaTu(UKAIMEH U | HaIJIe)KaIen
SKCIEPTHOM OLICHKU HAYYHbIX, MEAULIMHCKUX U | KITMHUYECKOU
ATUYECKUX aCIEKTOB IJIAHUPYEMOTO MIPAKTHKHU
KJIIMHUYECKOI'0 HCCIIEIOBaHUA?

2.2 |HOK ocymiecTBiseT U CBOO IEATENBHOCTh B |yHKT 12 [TpaBuin
COOTBETCTBUH C YTBEP)KICHHBIMH UM HaJJIeKalei
CTaHJapPTHBIMU ONIEPALIMOHHBIMU MIPOLIEIYPAMH | KITUHUYECKOM
(mamee - COIT)? MPAKTHKH

2.3 |COIIst HOK conmepxat ik, B TOM YHCIIC:

TpeOOBaHUS K COCTaBY M KBAJM(DHUKAITUN nyHKT 12 [IpaBun

YJIEHOB? HaJJIeKanei
KIIMHUYECKOH
MPAKTUKHU

cBeZieHust 00 yupeaurene? nyHKT 12 [IpaBun
HajIexalien
KIIMHAYECKOU
MPaKTHKH

MOPSIIOK OpraHU3alMy MTpoBeAeHUs 3aceqanuid? | myHkKT 12 [IpaBun
HaIexamen
KIIMHUYECKOU
MIPAKTHKH

MOPSIAOK PACCMOTPEHUS IOKYMEHTOB U nyHKT 12 [IpaBun

MIPUHSATHUSA 110 HUM PEIICHUI? HaJUIeKalen
KIIMHAYECKOU
MIPAKTUKU

2.4 | B xone npunstus pemennit HOK paccMoTpeHsI 1 cieayonme JOKYMEHTHI:

IMPOTOKOJ KIIMHUYCCKOTO I/ICCJ'ICIIOBaHI/IH?

MoANyHKT "a"

nyHkTa 13,
MOAMYHKT "x"
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nyHkTta 15 [IpaBun
Haj1exKalen
KJIMHAYECKOMN
MPaKTUKU

Opomrtopa ucciemnoBarens?

MOAIYHKT "0"
nyHkrta 13 [IpaBun
HaIeKaIen
KIUHUYECKOUN
MPAKTUKHU

MH(OPMALIMOHHBIN JIUCTOK NaleHTa?

nn

MOAMYHKT "B
nyHkTa 13,
MOAIMYHKT "T"
nyHkrta 15 [IpaBun
HaJIeKaIen
KJIMHUYECKOH

MIPAKTHKHU

CBeZIeHHsI 00 onbITe pabOThI U KBATU(PUKATUN
HCCIIEI0BATENIs 10 COOTBETCTBYIOLIEH
CHEIMAIbHOCTH, BKJIFOYAs €0 OIBIT paboThI MO
IIPOBEJICHUIO KIIMHUYECKUX UCCIIEJOBAHUN?

n_mn

MOAMYHKT T
nyHkTa 13,
MOAIYHKT "0"
nyHkrta 15 [IpaBun
HaIeKaIen
KJIMHUYECKOH
MPAKTHKHU

CBCACHHUSA O MCIUITMHCKHUX OpFaHI/ISaHI/ISIX, B
KOTOPBIX MPEJIoaraeTcs npoBeAeHUe
KIIMHAYECKOTI'0 UCCIIEN0OBaHUA?

MOJIMYHKT " 11"
nyHkTta 13 [IpaBun
HaIexamen
KIIMHUYECKOM
MIPAKTHKH

CBCIACHUA O IMPCAIoJaracMabIxX CpoKax
MPOBCACHUSA KIIMHUYCCKOT'O I/ICCJIC,Z[OBaHI/I}I?

nn

TIOAMYHKT "€
nyHkrta 13 [IpaBun
HaIexamen
KIIMHUYECKOM
MIPAKTHKH

KOIIus JOTroBOpa 00513aTeNIHLHOTO CTanOBaHI/IH?

MOJMYHKT "xk"
nyHkTa 13 IlpaBun
HaIeXalen
KJIUHAYECKOMH
MPaKTUKH;
Tunossle npaBuia
00513aTEJILHOIO
CTpaxOBaHUsI )KU3HU
Y 310POBbS
MmaIyeHTa,
Y4YacCTBYIOIIETO B
KIMHAYCCKUX
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WCCIICIOBAaHUSIX
JICKApCTBEHHOTO
mpemnapara

nH(pOpMAIIKS O COCTABE JIEKAPCTBEHHOTO
npenapara?

n,yn

MOAMYHKT "3" MyHKTa
13 IpaBun
HaJIJIeKaIen
KIIMHUYECKON
MPaKTUKU

MaTepHalbl, CoJEpKaIlie OMUcaHue IeHCTBU,
HaIPaBJICHHBIX Ha MPUBJICYCHUE AI[UCHTOB,
3JI0POBBIX JOOPOBOJIBLIEB K YYACTHIO B
KJINHUYECKOM UCCIIEAOBAHNH?

nyHKT 13 IIpaBun
HaJIeKaIen
KIIMHUYECKOM
MPAKTUKHU

MMCbMEHHbIE MaTepUabl, KOTOPbIE OYIyT
IIPEAO0CTABIICHBl YYaCTHUKAM KIMHUYECKOIO

IyHKT 13, MOAIyHKT
"n" mynkra 15

WCCTIEOBaHMS, COJIEP)KAIINE B TOM YHCIIC [TpaBun
MH(OPMAILIHIO O BBIIIJIATAX U KOMITIEHCAIIUAX HaJIexaIen
yYaCTHUKAM KJIMHHUYECKOTO MCCIICIOBAHUS? KIIMHAYECKOU
MIPAKTUKU
2.5 |Ipunsrteie pemenus HOK nyHKT 14 [IpaBun
3aI0KYyMEHTUPOBAHBI JIn? HaJlJIe)KaIen
KJIMHUYECKOU
MTPAKTUKN
2.6 | 060 Bcex npuHATHIX pemeHusx HOK B nyHKT 16 IIpaBun
MUCbMEHHOM BHJI€ COOOIIAET 1 HaJjIexKalen
HCCIIeIOBATEN0, OPTraHU3aTOPY KIMHUYECKOTO | KITMHUYECKON
HCCIIEI0OBaHUS? MIPaKTUKU
2.7 | B xone npoBeaeHus KimHUYecKoro uccnenoBanus HOK obecrneunBaert nu:
MepuonuecKoe (He peke OAHOro pa3a B rof)  |MOJAMYHKT "B"
paccMOTpeHHe JOKYMEHTaluu uccneaoBanusa? |myHkra 15 [Ipasun
HaJyIeKallen
KJIIMHUYECKOU
MIPAKTUKU
COTJIaCOBAHMUE MOIPABOK B IIPOTOKOJI MOAMYHKT "x"
KJIMHUYECKOTO UCCIIEIOBaHMS? nyHkTa 15 IIpaBun
HaJyIeKallen
KJIIMHUYECKOU
MIPAKTUKU
2.8 |B cimyuae npuBiedeHUS TSI IPHHSATHUS MOAMYHKT "e"

peH_ICHI/Iﬁ JIUII, OGJI&II&IOH_II/IX ClicuuaJIbHbIMHA
3HaHUSIMU B COOTBETCTBYIOMUX oOnacTsax, HOK
HEC I[OHyCKaeT JIX UX K y‘-IaCTI/IIO B HpCHI/ISIX nu
T0JIOCOBaHUIO?

nyHkTa 15 IIpaBun
HaIeXalen
KIIMHUYECKON
MPAKTHKH
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2.9

HOK obecnieuena nu 3amura npas,
0€30MMacHOCTh U OXpaHa 3I0POBbS YIaCTHUKOB
KIHHUYECKOTO UCCIENOBAHUA?

nyHKT 10, moamyHKT
"a" myHkra 15, myHKT
17 TlpaBun
HajIexKalen
KJIIMHUYECKOU
IIPaKTUKU

2.10

HOK obecnieueno nu XxpaHeHue JOKYMEHTOB,
CBSI3aHHBIX C IIPOBEIEHUEM KIIMHHUYECKOTO
UCCIIEI0BaHUS?

nyHKT 18 [IpaBui
HaJIJIeKaIen
KIIMHHUYECKON
MPaKTUKHU

3. Opramxmamm, OCYHICCTBIIAIOIIAA MPOBCACHUC KIIMHUYCCKOT'O

uccienoBanus/fOpuauueckoe M0, HA UMs1 KOTOPOT'O BBIIAHO Pa3pelIeHUe Ha IPOBEIECHUE

KIMHUYCCKOI'O NCCICIOBAHUA

3.1 |Ilomy4eno nu pa3peuieHue MuHUCTEpCTBA qacThb | crateu 39
3npaBooxpaneHus Poccuiickoit @enepanyu Ha |61-D3;
MPaBo MPOBEJICHUS KIMHUYECKOTO MyHKT 21, MOAMyHKT
UCCIIeIOBaHMS 10 Hayaia ero NpoBeaeHus? "a" mynkra 22
[IpaBun
HaJIeKaIen
KJIMHUYECKOUN
MIPAKTUKU
3.2 | ObGecrieueHo U MPOBEACHUE KITMHUIECKOTO myHKTHI 7, 20
HCCIe0BaHMs JIEKaPCTBEHHOTO IIpernapara B [TpaBun
COOTBETCTBHUU C MTPOTOKOIOM? HaJyIexXalen
KJIMHUYECKOUN
MTPAKTUKU
3.3 | 0060 Bcex M3MEHEHHSX B TTPOTOKOJT qacTh 4 crarbu 40
KJIIMHUYECKOTO MCCIIEIOBAHUs, B CIydasx 61-D3;
HEOOXOIMMOCTH MX BHECEHHsI, cooOmaercs mu | myHKTHI 20, 31
B MUHHCTEpPCTBO 3/IpaBOOXpPaHEHUS [TpaBun
Poccuiickoit denepanun? HaJUIe)KaIeH
KJIMHUYECKOUN
MTPAKTUKU
3.4 |ObecnieueHo M pacrpeiesiCHue MpaB u MoAMYyHKT "0"
00513aHHOCTEH MEX]ly BCEMU JIUIAMH, nyHkTa 22 [IpaBun
YYaCTBYIOIUMH B KIIMHUYECKOM HaJIexaIen
HCCIIEI0BaHUU? KJIIMHUYECKOU
MIPAKTUKU
3.5 | VTBEepKIIEHBI JIM IOKYMEHTHI 110 TTOPSIAKY MOJMyHKT "B"

MIPOBEICHUS KIIMHHYECKOTO UCCIICIOBAHMS,
cOOpy, pEeTUCTpAIIMU U TIPEIICTABICHUIO TAHHBIX
B COOTBCTCTBHHU C IIPOTOKOJIOM U HpaBI/IJIaMI/I
Ha/IIeKANIeH KIMHUYECKON MPaKTHKY (Jasee -
COII opranuzaropa)?

nyHkra 22 [IpaBuin
HaJUIeXKaIen
KJIWMHAYECKOMN
MPAKTHKU



http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100148&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100169&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100169&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100178&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100178&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100179&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314858&dst=448&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100188&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100190&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100190&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100032&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100187&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=314858&dst=19&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100187&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100230&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100191&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100191&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100011&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100192&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100192&fld=134

3.6

ObecniedeH 1 TepecMOoTp OPOITIOPHI
HCCIICAO0BATCIIA IO MCPC MOJTYUCHHUA HOBBIX

n_mn

MOAMYHKT '"T
IIyHKTa 22, MyHKT 28

JTAHHBIX, HE PEXKE OHOTO pa3a B rof? [TpaBun
HajIexKalen
KJIIMHUYECKOU
MIPAKTUKU
3.7 |OOGecnieueHO JIM PEAOCTABIICHUE aKTyallbHOW | TOJIMTYHKT T
penakuuu Opornropsl uccinenoBatento 1 HOKy? | mynkra 22 [IpaBun
HaJyIeKaIlen
KJIIMHUYECKOU
MIPAKTUKU
3.8 |OOGecnieueHO JIM BHEIPEHUE U TTOIICPKAHNE noanyHkTe "a", "p"
cUcTeM oOecrieueHus ¥ KOHTPOJIs KauecTBa B |myHKTa 22 [IpaBun
cootBercTBuu ¢ COII opranmuzaropa? HaJJIeKaIen
KJIIMHUYECKOU
MIPAKTUKH
3.9 |Ilomy4eHo nu coriiacue BCEX MPHUBJICYCHHBIX K | TOIMYHKT "e"
Yy4acTHUIO B KIIMHUYECKOM HCCIIEIOBAaHUH nyHkTa 22 [IpaBun
CTOPOH Ha TPEJOCTABICHUE MPSMOTO JIOCTyIa | HaJIe)KAIICH
KO BCEM JIaHHBIM KJIMHUYECKOTO MCCIEA0BaHNUS, | KITHHUYECKON
HE00X0IUMOE TSI [IeJICii MOHUTOPUHTA U MIPAKTUKU
ayJIMTa KauecTBa MPOBEICHUS KIMHHYECKOTO
HUCCIIeIOBaHU?

3.10 | Ha3naueHns! 1y nuia, 00J1agaronme MOy HKT "%k"
COOTBETCTBYIOILIECH KBaTU(pUKAILIUEH, IS nyHkTa 22 [IpaBun
OKa3aHWs KOHCYJIbTaTHBHOW TTOMOIIIH HaJTeXaren
uccienoBaTensam? KITMHUYECKON

MTPAKTUKU

3.11 | OGecmieuena i1 KOHPHUICHIIMATHLHOCTD JJMYHBIX | TIOITYHKT "3" IyHKTa
JAHHBIX YYaCTHUKA UCCIIEIOBAHUS 22 TlpaBun
MTOCPEICTBOM HCIOJIb30BAHUS MIPUCBOCHHOTO | HAJIISKAIIECH
eMy UICHTH(PHUKAITMOHHOTO Koaa? KITMHUYIECKON

MTPAKTUKU

3.12 | ObecnieueHo i BeICHUE WHIUBHIYTbHOM MOAMYHKT "n"
PETUCTPAIIMOHHON KapThI KAKIOTO y9acTHUKA | myHKTa 22 [TpaBun
KIIMHUYECKOTO UCCIIEeIOBaHUS? HaJIexaIen

KJIMHUYECKOMN
MIPAKTUKU
3.13 | CpopmupoBaH Jiv HE3aBUCUMBIN KOMUTET IO | MOAMYHKT "K"

MOHHUTOPHHTY OAHHBIX IOJId OLICHKHU
MMPOBOAMMOT'O KIIMHUYECKOI'O I/ICCJ'IC,HOBB.HI/I}I?

nyHkra 22 [IpaBuin
HaJUIeXKaIen
KJIWMHAYECKOMN
MPAKTHKU
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3.14 | ObecnieueHo 1 XpaHEHUE JOKYMEHTOB, noAmyHKT "'
OTHOCSIINXCS K KIMHUYECKOMY HCCIIeI0OBaHMUIO, | TyHKTa 22 [IpaBui
B TEUCHUE YCTAHOBJICHHOTO CpoKa? HaIeXalen
KJIMHUYECKOMN
IIPAKTUKH
3.15 | B cinyuae nmpekpalieHus: KIIMHUYeCKOM MOAIYHKT "M"
pa3paboTKH UCCIIEyEMOT0 JIEKAPCTBEHHOTO nyHkra 22 [IpaBui
npernapara cooOIIeHO J1 00 3TOM BceM Ha/Iexarien
YUYaCTBYIOUIMM B KJIMHUYECKOM HCCIIEIOBAHUN | KIIMHUYECKOM
cTopoHam? IIPAKTUKH
3.16 | Bce nuua, npuBieYeHHbIE K IPOBEACHUIO MOANYHKT "m"
JF000T0 U3 3TANOB KIMHUYECKOTO nyHkTa 22 [IpaBui
UCClieI0BaHMsI, 001aJat0T JIH Ha/JIexaren
COOTBETCTBYIOIICH KBamu(pUKaIuein? KIIMHAYECKOU
MIPAKTUKH
3.17 | Opranu3aTopoM KIMHUYECKOTO UCCIIEIOBAHUS WU MPUBJICYCHHBIM UM FOPUAMYECKUM

JIMIOOM IIpHU  HUCIIOJB30BAaHHWH OJICKTPOHHBIX CHCTEM JJIA pa6OTBI C JaHHBIMH
KIMHUYCCKOIro HMCCICOOBAHUA H (I/IHI/I) QJICKTPOHHBIMH CHUCTCMAMH YIAJICHHOTO

A0CTyIIa K YKa3aHHBIM JaHHBIM!

JTOKYMEHTAIBHO 0(OPMIICHO JIH COOTBETCTBUE
CHCTEM 3JIEKTPOHHOM 00pabOTKM JaHHBIX
TpeOOBAHUAM K TIOJTHOTE, TOYHOCTH U
Ha/IeKHOCTH JJAHHBIX, a TAK)Xe CTAOMIBHOCTh
JOCTIDKEHHS TpeOyemMoro pesyJbrara (janee -
BAJIUJAMA JAHHBIX)?

MOAMMYHKT "a"
nyHkrta 23 [IpaBuin
HaIexamen
KIUHUYECKOUN
MPAKTHKH

yTtBepkaeHsb! 11 COIIbl ucnonp3oBanus
3JIEKTPOHHBIX CUCTEM?

MOAIMYHKT "0"
nyHkTa 23 [IpaBuin
HaIexalien
KJIWMHAYECKOMN
MPaKTUKU

obecrieyeHa i paboTa JIEKTPOHHBIX CHCTEM
TaK, 4YTOOBI P U3MEHEHNUHU BBEIEHHBIX
JAHHBIX BHOCUMBIE H3MEHEHUS ObLTH
3aJJOKYMEHTHPOBAHbI U paHee BBEJCHHBIE
JTaHHbIE HE OBLIN YJIaJIeHbI?

n_n

MOAMYHKT "B
nyHkTa 23 [IpaBun
HaJJIexKalei
KJIMHUYECKOMN
MPAKTUKU

o0ecrieveHa Jii CUCTeMa 3aIUThI TAHHBIX
KIIMHUYECKOTO UCCIIEeIOBaHMS,
MpeA0TBpAIAONas HECAHKITMOHUPOBAHHBIN
JOCTYT K IaHHBIM, B TOM YHUCJI€ TOCPEACTBOM
YTBEPXKACHUS CITUCKA JIUI, UMEIOIINX JOCTYT K
JTAHHBIM KJIMHUYECKOTO UCCIICIOBAHMUS C
MPaBOM BHECEHHMsI B HUX U3MEHEHUN U
PE3epPBHOTO KOMMPOBAHUS JaHHBIX?

n_n

MOAMYHKT T
nyHkta 23 [IpaBun
HaJJIexKalei
KJIMHUYECKOMN
MIPAKTUKHU
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o0ecrieueHa Jin COXPaHHOCTh MAaCKUPOBKH
KIIMHUYCCKOr'0 UCCJICA0BAHUA, IIPOBOAUMOIO

MOJMYHKT " 11"
nyHkTa 23 [IpaBun

CJIETIBIM METOJIOM, IPH BBOJIE U 00paboTKe HaJUIeKalen
JAHHBIX B 3JIEKTPOHHOM cucteme? KIIMHUYECKOU
MPAKTHKHU
3.18 |TloaTBepskaeH M (HakT NpeaOCTaBICHUS yHKT 24 IIpaBun
HCCIIE0BATENI0 U MEAUIIMHCKON OpraHU3alliy | HaJUIeKalen
IIPOTOKOJIAa KJIMHUYECKOT O UCCIIEOBAHUS U KJIIMHUYECKON
OpOLIIOPHI B TEKYILEH pelIaKInu 10 MIPaKTUKU
MOAMMUCAHUS C MEAUIMHCKON OpraHu3auei
JIOTOBOPA HA NPOBEIAECHUE KIMHUYECKOTO
HUCCIIEIOBAHUS?
3.19 |TlonmydyeHo 1M MUCBMEHHOE COIJIACHME MCCIENOBATeNs W YIOJHOMOYEHHOIO JIMIA
MEIMIMHCKON OpraHu3aluy Ha:
NIPOBEICHUE KIIMHUYECKOIO UCCIIEA0BAHUS B MOAMMYHKT "a"
COOTBETCTBUHU C IPOTOKOJIOM, [IpaBunamu nyHkra 25 [IpaBun
HaJJIe)Kalled KIMHUYECKON IPaKTUKU U HaJIexaIen
TpeOOBaHUSAMU 3aKOHOAATENbCTBA Poccuiickoil | KITMHHUYECKOH
Oenepannu B chepe oOpareHust MPAKTUKHU
JIEKapCTBEHHBIX CPENCTB?
cO0JII0ICHHE TPOLIEypPhl PETHUCTPALIUU U MOAMyHKT "0"
[IPECTABJICHUS JaHHBIX KIMHUYECKOTO nyHkTa 25 [IpaBun
HCCIIEI0BaHUA? HaJuIexalen
KJIMHUYECKOMN
MPaKTUKHU
IIPOBE/ICHUE MOHUTOPUHTIA U ayuTa? MOAMYHKT "B"
nyHkTa 25 [IpaBun
HaIexalien
KJIMHUYECKOMN
MPaKTUKU
XPaHEHUE TOKYMEHTOB, CBA3aHHBIX C MOAMYHKT "T"
MPOBEACHUEM KIIMHUYECKOTO UCCIEA0BaHus, 10 | yHKTa 25 [IpaBun
T€X 0P, IIOKA OPraHU3aTOP KIMHUYECKOTO HaJyIeKallen
WCCIIeIOBaHMS HE COOOIINT UCCIIEIOBATEN0 U | KITMHUYECKOM
MEIUIIMHCKOW OpraHU3aliuy, YTO JaHHbIE MIPaKTUKU
JOKYMEHTBI MOTYT OBITh YHUUTOXEHBI?
3.20 |3akro4eH JId JOTOBOP 00513aTEITLHOTO yactu 1, 14 craTteu

CTanOBaHI/ISI pI/ICKa HpI/ILII/IHeHI/ISI Bpez[a KHU3HU,
3JI0POBBIO MAIUEHTA B PE3yJIbTATE TPOBEACHHS
KIIMHAYECKOTO UCCIIENOBaHUA?

44 61-D3;

nyHKT 26 [IpaBun
HajIexxalen
KIIMHUYECKON
MIPaKTHUKH;
TumnoBbie nMpaBuiIa
00513aTEJILHOTO
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CTpaxOBaHHA XU3HU

U 3710pOBbS
ManueHTa,
YUYacTBYIOLIETO B
KIIMHUYECKUX
HCCIIEI0BAaHUX
JIEKapCTBEHHOT'O
npemnapara
3.21 | OGecnieueHo Jin COOTBETCTBHE CPOKOB qacTh 7 cTathu 44
JIOTOBOPA 0053aTEJILHOTO CTPaXxOBaHMs XU3HU | 61-D3
Y 3710pPOBBS MALIMEHTA, YYaCTBYIOIIETO B
KIIMHUYECKUX UCCIIEIOBAHUSIX JIEKAPCTBEHHOTO
npernapara, CpokaM IpoBeIeHHs KIMHUYECKOTO
UCCIIeIOBaHMs JIEKApCTBEHHOT O MpernapaTa?
3.22 |[lomy4deHo u 3aI0KyMEHTHUPOBAHO JIH:
cornmacue HOK Ha nposenenue knuHuueckoro |myHKT 27 [IpaBun
HCCIIEAOBAHNs Ha 0a3e MEIUIIMHCKON HaJUIe)KaIeH
OpraHu3aiu? KITMHUYECKON
MIPAKTUKU
noATBepkaeHue Toro, uro HOK B cBoeit nyHKT 27 [IpaBun
NesTeNIbHOCTH PyKoBOACTBYyeTcs [IpaBuiamMu | Hagmexaiei
HaJIJIe)Kalled KIMHUYECKON TPaKTHUKH? KIIMHAYECKOU
MIPAKTUKU
3.23 |Mccnenyemble JIeKapCTBEHHBIE MpPEMapaTrhl, HCHOJIB3yeMbIE€ TPH POBEICHUH

KIIMHHUYCCKOI'O UCCIICAOBAaHMA:

MIPOU3BEJICHBI JIU B COOTBETCTBUU C
TpeboBanusamu [IpaBui HaIeKammen
MPOU3BOACTBEHHON MPAKTUKHU?

yacTh 18 craten 5
61-D3;

MyHKTHI 3, 29
IIpaBun
HaIeXalien
KIIMHUYECKOM
MPaKTHKH;
npuioxxkenue N 13
[IpaBunam
HaJJIexKaIei
MIPOM3BOICTBEHHOM
MPAKTUKHU

HMEIOT JIM COOTBETCTBYIOLINE ITOKA3aTEIN
KauecTBa, XpaHATCS U TPAHCIOPTUPYIOTCS B
cooTBeTcTBUM ¢ [IpaBunamu Hajexaen
MPAKTUKU XPAHEHUSI U TIEPEBO3KU
JIEKapCTBEHHBIX MTPenapaToB?

yacTh 18 crarbu 5
61-D3;

MyHKTHI 3, 29
[IpaBun
HajIexxalen
KIIMHUYECKON
MIPaKTHUKU;
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npuinoxenne N 13 k
[IpaBunam
HaIeXalen
MPOU3BOACTBEHHOMN
MPAKTHKHU

3aKOJAMPOBAHBI U MAPKUPOBAHBI JIU B LIEIAX
o0ecrnieueHnss MacKUpPOBKHU?

yacThb 18 crateu 5
61-D3;
MyHKTHI 3, 29

[IpaBun
HaIexalen
KJIMHUYECKOU
IIPAKTUKU;
npuioxxkenue N 13
[IpaBunam
HaJIeXaIen
IIPOU3BOJCTBEHHOU
MIPaKTUKU

3.24 | Ha nepBUYHYIO W/ BTOPUYHYIO YIIAKOBKY 4acTh 8 craTtbu 46
JIEKapCTBEHHBIX IIPENApaToB, 61-D3;
NIPEHa3HAYEHHBIX IS KIMHUYECKUX nyHKT 29 [IpaBui
UCCIIEI0OBaHU, HaHECEHBl M Hagnucu: "ig | Hapmexamei
KJIIMHUYECKUX UCCIIEeTOBaHUMN"? KJIIMHUYECKOU

IIPaKTUKU

3.25 | OGecnieyeHo JIn MPUMEHEHUE CUCTEMBI nyHKT 30 [IpaBun
KOJMPOBAHUS MCCIIEIYyEMOTO0 JIEKAPCTBEHHOTO | Ha/lIeKaleit
npernapara, BKJIoyaroleil B ce0s1 MEXaHU3M, KJIIMHUYECKON
MO3BOJISIOIINN B OKCTPEHHBIX CITydasiX ObICTPO | PAKTUKU
UACHTU(UIMPOBATH TaHHBIN JIEKAPCTBEHHBIN
mpernapar, Ipx 3TOM He Oy CKaroen
BO3MO>XHOCTH HE3aMETHO PACKPBITh KO ?

3.26 | OGecnieyeHo M HAJTMYUE UCCIIETyEMOTO yHKT 32 IIpaBun
JIEKapCTBEHHOI'O IpernapaTa B KOJTUYECTBE, HaJuIexanen
HE0O0XO0IUMOM JIJIsl IPOBEIEHHS KIMHUUYECKOTO | KIIMHUYECKOM
HUCCIIeIOBaHUs? MPaKTUKHU

3.27 |[ToaTBepskIEHO JTU KAY€CTBO MCCIICyEMOTO nyHKT 32 [IpaBun
JIEKapCTBEHHOI'O Ipernapara? HaJuIexalen

KJIMHAYECKOU
MIPaKTUKU
3.28 | lokymeHTHpyeTcs 1 HH(OpMAIHS O:

MOCTYIUICHUH UCCIICAYEMOI'O JICKAPCTBECHHOI'O
npenapara B MCIUITUHCKUC OpFaHI/ISaHI/II/I?

nyHKT 32 [IpaBui
HaJUIeXKaIen
KIIMHTYECKON
MPAKTHKU
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0 BO3BpATE HCCIIENYyEMOT0 JIEKaPCTBEHHOIO
npenapara?

nyHKT 32 [IpaBun
Haj1exKalen
KJIMHAYECKOMN
MPaKTUKU

00 YHUYTOXKEHUH HCCIIEAYEMOTO

yHKT 32 [IpaBui

JIEKapCTBEHHOTO Tpernapara’? HaJIexaIen
KJIMHUYECKOMN
MIPAKTUKU
3.29 | Ocy1ecTBisieTCs M MOCTOSIHHAS OLIEHKA yHKT 32 IIpaBun
0€30MacCHOCTH HUCCIIEyeMOro JEKapCTBEHHOIO | HaJyIeKallen
npemnapara? KITMHUYECKON
MIPAKTUKU
3.30 | OGecmieueHo 1 yBEJOMIICHHE BCEX nyHKT 32 [IpaBuin
BOBJICUCHHBIX B IIPOBEJCHHIE KIIMHUYECKOTO HaJIexaIen
WCCJICTIOBAHUS JIUI] O JTAHHBIX, KOTOPHIC MOTYT | KITHHHYECKON
HEONIaronpusITHO OTPA3UTHCS Ha 0€30MaCHOCTH | MPAKTUKH
MalueHToB?
3.31 | OGecmieueHo 1 cooOIIeHHE 000 BCEX CEPhE3HBIX U HETIPEIBUICHHBIX
HEXKENaTEIbHBIX PEAKIUIX:
BCEM BOBJICUCHHBIM B ITPOBEJICHUE MyHKT 3 cTaThu 64
KIIMHUYECKOTO UCCIIEeI0BAaHUS JINLIaM 61-03;
myHKT 33 IIpaBun
HaIeXalen
KJIMHUYECKOMN
MIPAKTUKU
®denepasibHOII cimyx0e Mo Haa30py B chepe MyHKT 3 cTaThu 64
3npaBooxpaHeHus (nanee - PocsnpaBHanzop) 61-D3;
yepe3 ABTOMAaTU3UPOBAHHYIO nyHKT 33 [IpaBun
nHpOpPMaIMOHHYIO cucTeMy Poc3npaBHaa3opa | Hajuexamen
(manmee - AWIC Poc3npaBramzopa) 0o mo KIIMHAYECKOU
JJIEKTPOHHOM 1OYTE MIPAaKTUKH;
pharm@roszdravnadzor.ru? moamyHKT "1"
ITyHKTA 6, IIyHKTbI
10, 11, 12 TTopsinka
OCYIIECTBIICHUS
dbapmakoHazopa
3.32 | ObecnieueHo v MpeCTaBICHUE B nyHKT 33 [IpaBun

Poc3npaBHaizop nepuoiuyeckux 0T4€TOB MO
0€30MacHOCTH
HCCIIeIyeMoro/pa3padbaTeiBacMOro mpemnapara
(manee - POOB) B cootBercTBUM ¢ [lopsakom
ocyiecTBieHus papmakonamazopa?

HaJJIexKalei
KJIMHUYECKOMN
MIPaKTHUKU;
MoAmyHKT "3"
IyHKTa 6, MyHKT 12
[Topsinka
OCYIIECTBIICHUS
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(dhapmakoHam3opa

3.33 | O6ecnieueno nu coobuienue B PocsnpaBHanzop |myHKT 22, 25
0 JIETAJIbHBIX U (UJIN) )KU3HEYTPOKAOLIUX [Topsaka
CEPbE3HBIX HENPEABUICHHBIX HEXKEIATENIBHBIX | OCYILECTBICHUS
peakuusx Ha UCCIIelyeMbli B X0O/e (bapmakoHa30pa;
KJIIMHUYECKUX UCCIIEIOBAaHUM JIEKapCTBEHHbIN | myHKTHI 1.2.1, 1.3.1
npenapar, B Cpok He 0oJiee 7 KaJeHIapHbIX [Tpunoxenust N 11
JHEH (ecau HHOE He MPEeyCMOTPEHO [IpaBunam
0JI00pPEHHBIM MTPOTOKOJIOM KJIMHUYECKOTO HaJlJIekKaIen
ucciaeaoBaHus)? KJIIMHAYECKOU
npaktuku EADC
3.34 | O6ecnieueno m coobmienue B Poc3apaBHam3op | myHKTHI 23, 25
O CEPbE3HBIX HENPEIBUACHHBIX Iopsiaka
HEXKeJIaTeJIbHBIX PeaKUsiX, 3a UCKIIOUYEHUEM | OCYILECTBICHHUS
peakuui, ykasaHHbIX B cTpoke 3.33 (bapmakoHaazopa
HACTOSIIETO MPOBEPOYHOTO JIUCTA, B CPOK, HE | myHKTHI 1.2.1, 1.3.1
IIpeBbIIAOIMN 15 KaneHaapHbIX AHEN? ITpunoxennsa N 11
[IpaBunam
HaJUJIeXKallen
KJIIMHUYECKOU
npaktuku EASC
3.35 | OGecnieueHo Jin HaNpaBlieHUE COOOIIECHHI B nyHKT 24 Ilopsaka
Pocznpasnanzop u HOK 06 nHOM nHpOpMauu | OCymecTBICHUS
1o 6e30MacCHOCTH, KOTOPasi MOXKET U3MEHSTh (bapmakoHa30pa;
OLIEHKY COOTHOLIEHUS M0JIb3a-PUCK IyHKT 1.5
HCCIIelyeMOro IIpenapara, B CpoK, He ITpunoxenus N 11 k
MPEBBIIAONINHT 15 KameHaapHbIX AHEN? [IpaBunam
HajIexalien
KJIMHAYECKOU
npaktuku EADC
3.36 | OGecnieyeHo 1 MPOBEACHHE MOHUTOPHHTA nyHKT 34 [IpaBun
KJIIMHUYECKOTO UCCIIeIOBaHMUS B COOTBETCTBHH C | Ha/IIeKaIEei
npotokosiom, COIlamu, TpeGoBaHUAMU KIIMHUYECKOU
3akoHozaarenbcTBa Poccuiickoit denepannn 00 | MpakTUKH
00paleHNH JIEKAPCTBEHHBIX CPEJICTB?
3.37 |Haznaueno nu gusnueckoe auio, odianaromee | myHKT 34 [IpaBui
HayYHBIMH U (WJIM) CTICIIHAIBHBIMU 3HAHUSIMU, | HAJJIeKaIen
U1l IPOBEIEHUS] MOHUTOPUHTA KIIMHUYECKOTO | KIIMHUYECKOM
HUCCIIeIOBaHU? MPaKTUKHU
3.38 |IIpoBeneHre MOHUTOPHHIA KIMHUYECKOTO UCCIIEI0BAaHUs 00ecrieunBaeT Ju:

cobmonenne COIT opranuszaropa
KJIIMHUYECKOT'O UCCIIEI0BAaHUS WIIN
MPUBJICUEHHOTO UM IOPUINYECKOT0 JIUIa

nyHKT 34 [IpaBuin
HajIexxalen
KIIMHUYECKON
MIPAKTUKHU
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MpOBEpKa HANUYUS KBaTU(pUKALUN
HCCIeA0BaTels U PECYPCOB MEIULIMHCKOM
OpraHu3alu, HeoOXOUMBIX 7Sl IPOBEACHUS
KJIMHUYECKOTO MCCIIeIOBAHNUs, BKIIOYAs
naboparopuu, 000pyA0BaHUE U TIEPCOHAT?

noanyHkT "0"
nyHkTa 36 [IpaBun
HaIeXalen
KJIIMHUYECKOU
IIPAKTUKH

KOHTPOJIb y4€Ta, paCIpeACIICHUs U YCI0BUI
XpaHEHUs UCCIIEyEeMbIX ITpenapaToB?

n_n

MOAMYHKT "B
nyHkTa 36 [IpaBui
HaaexKallen
KIIMHHUYECKON
MPaKTUKHU

KOHTPOJIb COOJIIOACHNUS HCCIIeIoBaTeIeM
YTBEPKACHHOTO IPOTOKOJIA U BCEX U3MEHEHUIN
K HEMY?

n_mn

MOAMYHKT T
nyHkTa 36 [IpaBui
HaJIJIeKaIen
KIIMHUYECKON
MPaKTHKU

KOHTPOJIb NOATBCPIKACHHUA (I)aKTa MOJIYy4YCHU
)IO6pOBOJ'II>HOl"0 IIUCBMCHHOI'O COIJIaCHuA
KaXXJI0ro ydaCTHUKa KIMHUYCCKOI'O
HCCIICA0BAaHMA 10 Ha4Yajla €ro ydacTtusa B
KIMHUYCCKOM I/ICCJ'IGI[OBaHI/II/I?

noAnmyHKT "1
nyHkTa 36 [IpaBui
Haaexalen
KIIMHUYECKON
MPaKTUKU

HAJIMYKE Y UCCIIEI0BATEIS TEKYLIEH PENaKIUU
6p0HIIOpI)I, HNHBIX }IOKYMeHTOB )51 MaTepI/IaJ'IOB,
HEOOXOIUMBIX JJIsl IPOBEJCHUS KIIMHUYECKOTO
HUCCIIeIOBaHUs?

n.n

MOAMYHKT "€
nyHkTa 36 [IpaBui
HajIexallen
KIIMHUYECKON
MPaKTUKHU

JIOBE/IEHHE /10 UCCIleioBaTeleil He0OX0 MO
IUTSL TIPOBEIEHUS KIIMHUYECKOTO UCCIIEIOBAHUS
uHpopmanuu?

MOAMYHKT "xK"
nyHkTa 36 [IpaBui
HaIexalien
KIIMHUYECKON
MPaKTUKU

MpOBEPKa COOJIOICHUSI HCCIIeIOBATEIEM
KpUTEpPHUEB 0TOOPA YUACTHUKOB KIMHUYECKOTO
HUCCIIEIOBAHMUS?

nyn

MOAMYHKT "3" MyHKTa
36 ITpaBun
HaJJIexKalei
KJIMHUYECKOMN
MIPAKTUKU

HpOBCpKa HpaBI/IJIBHOCTI/I, ITIOJIHOTEI U CpOKOB
pPETUCTpALMH TAHHBIX KITMHUYECKOTO
HUCCIIEIOBAHMUS?

noAnyHkTsl "u'", "K'
nyHkTa 36 IIpaBun
HaJJIexKalei
KJIMHUYECKOMN
MIPAKTUKHU

IIPOBEPKA NOPsAJIKA BEACHUS JOKYMEHTOB
KJIIMHUYECKOTO UCCIIEI0BaHUA?

MOAMYHKTHI "u"
nyHkTa 36 [IpaBun
HajIexxalen
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KJIIMHAYECKOU
MIPAKTUKU

COOOIIEHNE UCCIEAOBATEIIO O JIFOOBIX
JIOTMYIICHHBIX B WHANBUAYATbHON
pErucTpaloHHON KapTe omnoKax, IpomycKax
1 Hepa300pUYUBBIX 3aMUCAX?

NOAMyHKT "1"
nyHkTa 36 [IpaBuin
HaJIeKaIen
KJIIMHUYECKOU
MIPAKTUKU

KOHTPOJIb 3a T€M, UTOOBI UCIIPABJICHHUS B
UHAVBUAYAIbHON PETUCTPALlMOHHOMN KapTe
ObUIM CIeJIaHbl, JaTUPOBaHbl, OOBSICHEHBI U
IIOJINCAHBI HCCIIe0BaTEIEM ?

MOAMYHKT "1
nyHkTa 36 [IpaBuin
HaJIeKaIen
KJIIMHUYECKOU
MIPAKTUKU

COO0O0I1IeHNE UCCIe0BATEN0 00 OTKIIOHEHHSIX
ot nporokoia, COII opranusaropa,
TpeboBanuit [1paBui Hammexamein
KJIMHUYECKON MPAKTUKU M 3aKOHOJIATEeNIbCTBA
Poccuiickoit @enepanuu 06 oOpaieHUu
JIEKapCTBEHHBIX CPECTB?

MOAMYHKT "M"
nyHkTa 36 [IpaBuin
HaIeKaIen
KJIIMHUYECKOU
MIPaKTUKU

MIPUHSATHE MEP I10 YCTPAHEHUIO U
HEJIONYUIEHUIO TOBTOPEHUS OTKJIOHEHUH OT
nporokona, COII opranusaropa, TpeboBaHUi
[TpaBun Hajyexanen KIMHUNIECKOW MPAKTUKU
u 3akoHoJarenberBa Poccniickon denepannun
00 o0OpalleHny JeKapCTBEHHBIX CPECTB?

MOAMYHKT "M"
nyHkTa 36 [IpaBui
HaJIJIeKaIen
KJIWMHAYECKOMN
MPaKTUKU

3.39 |IloaTBepkaeH nu (HakT MpeICcTaBICHUS nyHKT 37 [IpaBun
MUCHMEHHBIX OTYETOB [0 MOHUTOPUHTY Ha/IIeKamen
KIIMHAYECKOTO MCCIIeIOBAaHNS Ha3HAYECHHBIM KITMHAYECKOU
JIMIIOM B MOPSIKE U CPOKH, YCTAHOBIICHHBIE MIPAKTUKU
COII opranuzaropa?

3.40 |ConepxaHue OTUETOB 0 MOHUTOPUHTY nyHKT 37 IIpaBun
KIIMHUYECKOTO UCCIIEIOBAaHHUS COOTBETCTBYET | HaJIeXKaIeH
mu TpeboBanuaM [IpaBun Hagexanen KIIMHUYECKON
KITMHMYECKOW TPAKTUKU? MPAKTUKH

3.41 | OcymecTBusieTcs 1 HE3aBUCUMAst OT myHKT 38 IIpaBun
MOHHUTOPHHTA OLIEHKA COOTBETCTBUS HaJIexaIen
MIPOBOJIUMOTO KJIMHUYECKOTO MCCIIeIOBAHMUS KITMHIYECKOU
nportokoiny, COII opranuzaropa, TpeOOBaHUSAM | IPAKTUKU
3akoHozarenscTBa Poccuiickoit denepanyu 06
oOpallleHuH JIeKapCTBEHHBIX CPECTB (Jasee -
ayJIUT KJIMHUYECKOTO HCCIeA0BaHNsA)?

3.42 | Jlns poBeACHUS ayINTa KITMHUIECKOTO nyHKT 38 [IpaBun

HCCICA0BAaHNUA HA3HAYCHEI JIN
KBaJ'II/I(i)I/IIII/II)OBaHHI)Ie, HE3aBUCHUMBIC OT BCEX

HaJUIeXKaIen
KJIIMHAYECKOU
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CY6’beKTOB KIIMHUYECKOI'O UCCICIOBaHUs JIUIIA,
HMCIOIIUC OIBIT MPOBCACHUA ayZ[I/ITOB?

MIPAKTUKU

3.43 | Opranu3aTopoM KIMHHUYECKOTO UccieoBanus |myHKT 38 [IpaBun
YTBEPIKJICH JIH TUIaH U 00bEeM ayIuTa HaJUIeXaen
KIIMHAYECKOTO MCCIICTOBAHMS? KITMHAYECKOU

NPaKTHKH

3.44 | ObGecrieyeHo 1 MPEeKpaleHue y4acTus B nyHKT 39 [IpaBun
KIIMHMYECKOM MCCIICIOBAaHUN MCCIIEIOBATENS U | HaJIe)KAIIeH
MEIULMHCKONW OPraHU3aliy, B IEATEIIbHOCTH | KIIMHUYECKOM
KOTOPBIX OOHAPYKEHbI CEPbE3HbIE U (HJIIH) MIPAKTHKH
MOBTOPSIOLIMECS CIly4au HECOOTI0IeHUS
YCTaHOBJIEHHBIX TPEOOBAaHUH K IPOBEICHHUIO
KIIMHUYECKOT'0 CCIIeI0BaHUsA?

3.45 | ObGecrieyeHo 1 BHECEHNE N3MEHEHHI B nyHKT 39 [IpaBun
MIPOTOKOJI KIIMHMYECKOTO UCCIIETIOBAHHS B Ha/IJIeKaIen
cilyyae OOHapyKEeHHUsI CEpbE3HBIX U (M) KIIMHUYECKOU
MTOBTOPSIIOLIMXCS CITy4aeB HECOOITIOICHHS MPAKTHKH
YCTQHOBJICHHBIX TPEOOBAHUH K IPOBEACHUIO
KJIIMHUYECKOTrO UCCIIEI0OBaHUS?

3.46 | OGecrieyeHa i1 BO3SMOXHOCTD ITPHHSATHUS qacTh 6 cratbu 40
peleH st O IPUOCTAHOBICHUH WU 61-03
MpeKpaIIeHNH KIMHIYECKOTO UCCIIETOBAHMS
JIEKapCTBEHHOT'O Mpenaparta it MeIUIIMHCKOT O
MIPUMEHEHHS B CITydae BOSHUKHOBEHHS
OTACHOCTH IS ’KHU3HH, 3/J0POBbs AllUEHTa
(MalMeHToB), y4acTBYIOUIETO (y4acTBYIOLINX) B
KIIMHUYECKOM UCCIIEI0BaHUU?

3.47 |IlucpMeHHOE COOOIIEHUE O 3aBEPIICHUN, yactd 6, 7 ctatbu 40
IIPUOCTAHOBJIEHUU UJIU IIPEKPALLECHUN 61-D3;
KJIMHUYECKOTO MCCIIE0BaHMs HarlpaBiieHo i B | TyHKT 40 [IpaBun
Mun3apas Poccun B Cpok, HE IPEBBIIAONINN | HAJUIE)KAIEH
nATH pabouux JHEH co JAHA 3aBeplIeHHs? KIIMHUYECKOU

MPAKTHKH
3.48 |Ilpu mpoBeIeHNN MHOTOLICHTPOBBIX KIMHUYECKUX HCCIIEIOBAaHUN 00ECTIeUeHO JIH:

MMPOBEACHUEC KIIMHUYCCKOI'O UCCIICAOBAHUA
BCCMHU MCIAUIUHCKUMH OpraHU3alUsIMU B

[ToamyskT "a"
nyHkTa 41 IIpaBun

CTPOTOM COOTBETCTBUHU C MPOTOKOJIOM HaJUIeKaIen
KJIMHUYECKOT'O UCCIIEIOBAaHUA? KIIMHUYECKON
MPaKTUKHU
pa3paboTKa UHAUBHIYaIbHBIX [MoanynkT "0"
PEruCTPallMOHHBIX KapT, [O3BOJISIOIIUX nyHkTa 41 [IpaBun
coOpatb TpeOyembie JaHHbBIE U3 BCEX HaJUIe)Kalen
MEJIMIIMHCKUX OpTaHu3aIui? KJIIMHAYECKOU
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MIPAKTUKU

JOKYMEHTAJIbHOE 3aKpEIUICHUE NIPAB U
00513aHHOCTEH MEAMIIMHCKUX OPTaHU3aIUi 1
uccienoBarenei?

[MoamyskT "B"
nyHkTa 41 [IpaBun
HaJIJIeKaIen
KIIMHUYECKON
MPaKTHKU

MPEIOCTaBICHNE MEIUIIMHCKUM OpraHU3aIUsIM
u uccaenosarensam npotokoia, COIT
OpraHu3aTopa, MHCTPYKIUHU IO 3aIOTHEHUIO
UHIUWBUAYAJBHBIX PETUCTPALMOHHBIX KapT 10
Hayaa KJIMHHYECKOTrO UCCIIeIOBAHUS?

[HoamyskT "B"
nyHkTa 41 [IpaBui
HaJIJIeKaIen
KJINHAYECKOMN
MPaKTUKU

3.49

[ToatBepkaeH nu (akT nmpeacTaBIeHUs B
TPEXMECSYHBIN CPOK OTUETA O Pe3yIbTaTax
KIIMHUYECKOTO UCCIIeI0oBaHus B MUH3ApaB
Poccun?

MyHKTHI 9, 61
[IpaBun
HaJIJIeKaIen
KIIMHUYECKON
MPaKTUKU

gacTh 11 craTem 40

61-03

4, OpFaHI/IBaHI/IH pa6OTBI HUCCICO0BATCIIA

4.1

PyxoBoauTeneM MeIUIIMHCKON OpraHu3aii 00ecreyeHo JIu:

Ha3Ha4€HHE OTBETCTBEHHOI'O MCCIIEI0BATEI,
MMEIOIIETO JIEYEOHYIO CIIeIMalbHOCTb,
COOTBETCTBYIOLIYIO IIPOBOAUMOMY
KJIIMHUYECKOMY HCCJIEAOBAHUIO, CO CTAXKEM
paboTHI 10 MporpaMMamM KJIMHUYECKUX
HCCIe0BaHUI HE MEHEe YeM Tpu roja’?

yacTth 1 ctareu 40
61-D3;

yHKT 42 IIpaBun
HaIeXalen
KIIMHUYECKOM
MPaKTUKHU

2) Ha3HauEHHE coMccieoBaTeNel U3 Yncia
Bpauel TOW MEAUIIMHCKONW OpraHu3aIiuu?

yacTh 1 craren 40
61-D3;

nyHKT 42 [IpaBun
HaJJIexKalei
KJIMHUYECKOMN
MPAKTUKU

cooOIIeHre B yIOJTHOMOYEHHBIH (peepanbHbIii
OpraH UCIIOJIHUTEIBHON BIACTH, BBIIABIINI
paspelieHre Ha MPOBEACHNE KIMHUIECKOTO
MCCIIeIOBAaHMS, O HaYajie KIMHUIECKOTO
WCCIIEZIOBAHMSI, B CPOK, HE TIPEBBIIIAIOIINI TpexX
paboumx THEW co THS Hadaa IMpOBEACHUS
TaKOI'0 UCCIIETOBaHUS?

qacTh 3.1 crateu 40
61-d3

MPUHSATHE PEIICHHUS O TPHOCTAHOBICHUH
KIIMHHYECKOTO UCCIICI0OBaHMS JICKAPCTBCHHOTO
npernapara Ha 6a3e yUpeKICHHUs, B clIydac

qacTh 6 ctateu 40
61-D3;
nyHKT 58 [IpaBui
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BO3HHMKHOBCHUS OIIACHOCTH JIA )KHU3HHU,
3J0POBbA MAlIUCHTA, YUYACTBYIOLICTO B
KIMHUYE€CKOM I/ICCJ'ICI[OBaHI/II/I?

HaIexamen
KIIMHUYECKOU
MPAKTHKH

4.2 | OGecniedeHo u MOATBEPHKICHO JIM O3HAKOMIICHUE HCCIEA0BATENS U
comccien0BaTelIeH:
C pe3yJbTaTaMU JTOKIUHUYECKOTO yacTh 3 crarbu 40
UCCIIeIOBaHMS HCCIEAyeMOro JiekapcTBeHHoro |61-d3;
npernapara, akTyaJlbHON Bepcuel OpOoILOphI nyHKT 43 [IpaBui
HcciiegoBareis? HaJJIeKanei
KIIMHAYECKOU
MIPAKTUKU
IIPOTOKOJIOM KIIMHMUYECKOI'O UCCIIEI0BaHUS yacTh 3 ctateu 40
JIEKapCTBEHHOTO Mpernapara’? 61-D3;
nyHKT 43 [IpaBuin
HaIeKaIen
KIIMHUYECKOU
MPAKTHKHU
JIOKYMEHTaMH ¥ JaHHBIMA, AMEIOIIAMHU gacTh 3 ctaTthu 40
OTHOLIEHUE K MPOBEACHUIO KIMHUYECKOTO 61-D3;
uccaeaoBaHus? nyHKT 43 [IpaBun
HaJjaexKalen
KIIMHAYECKOU
MIPAKTUKU
4.3 | Ocy1iecTBiieH JI1 0TOOp MAIMECHTOB - gacTh 2 crarbu 40
YYaCTHUKOB KIIMHHYECKOTO MCCIICTIOBAHUSA, 61-D3;
KOTOPbIE TT0 MEAUIIMHCKUM MOKAa3aHUAM MOTYT |TyHKT 44 [IpaBun
OBITH MPUBJICYCHBI K YUACTHUIO B KIIMHUYECKOM | HA/IJIeXKAIICH
HCCIIeOBaHUY JIEKAPCTBEHHOTO IIpenapara’? KJIMHUYECKOMN
MPAKTHKHU
4.4 |OGecrieyeHo M OKa3aHue MeqUIIMHCKON qacTh 2 cTaThu 98
MOMOIIIM YYaCTHUKAM KIIMHUYECKOTO 323-03;
HCCIIeIOBaHUs JIEKapCTBEHHOTO Ipenapara’? yacTh 2 ctatbu 40
61-D3;
nyHKT 44 [IpaBun
HaJIeKaIeH
KIIMHUYECKOH
MPAKTUKHU
4.5 |HccnenoBarelnb pacnoliaraeT JIM pecypcamu, nyHKT 46 [IpaBun
HEOOXOAUMBIMH JIJIsI TPOBEACHUS HaJJIeXKarei
KJIMHUYECKOT'0 UCCIIEI0BAaHMs, BKIIOYast KJIMHUYECKOM
naboparopun, 000pyA0OBaHUE U IEPCOHAT? MIPAKTUKU
4.6 |OOGecnedeHo M yBeIOMIJICHHUE JieUalux Bpauei | myHkT 47 [IpaBun

Y4YaCTHHUKOB KIIMHUYCCKOTO UCCICIOBAHUA 00

HajIexxalen
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YY4aCTHH TIOCIISTHUX B KITMHUYECKOM
HUCCJIEAOBAHNU?

KJIIMHAYECKOU
MIPAKTUKU

4.7 | OGecniedeHo i COOMIOACHHIE TTPOTOKOJIA myHKTHI 3, 7, 48, 50
KJIIMHUYECKOTO UCCIIEI0BaHUA? [IpaBun
HaJIeKaIen
KJIIMHUYECKOU
MIPAKTUKU
4.8 |Bce OTKIOHEHHS OT MPOTOKOJIA KIIMHUYECKOTOo | myHKT 48 [IpaBun
ucclieI0BaHus 0(OPMIICHBI JIM HCCIIeI0BaTEIeM | HalexKalen
JOKYMEHTaJIbHO? KJIIMHUYECKON
MIPAKTUKH
4.9 | ObecnieueHo 1M HapaBJIEHUE OPraHU3aTopy yHKT 48 IIpaBun
KJIIMHUYECKOTO UCCIIEIOBAaHUS COTJIACOBaHUS HaJuIexaIen
BCEX OTKJIOHEHUH OT IIPOTOKOJIA KJIMHUYECKOTO | KITMHUYECKON
UCCIIEeIOBaHUS? MIPAKTUKU
4.10 | Uccnenosatensb npouHdopmupoBai i HOK o:
OTKJIOHEHMSIX OT MPOTOKOJIA UJIM U3MEHEHUSX | IIyHKT 48, MOANYyHKT
IIPOTOKOJIA KJIMHUYECKOTO UCCIIE0BAHNA? "a" myHkra 49
[IpaBun
HaJyIeKallen
KJIIMHUYECKOU
MIPaKTUKU
BCEX U3MEHEHUSX, HETIOCPEACTBEHHO MOAIMYHKT "0"
BIIMSIIOIMX Ha MPOBEJCHUE KIMHUYECKOTO nyHkra 49 [IpaBun
UCCIIEIOBaHMS U (WIIM) YBEIIMYMBAIOUINX PUCK | HAJUJIEKaIEel
IIPY YYaCTUU B KIIMHUYECKOM UCCIIEJOBAHUHU? | KIIMHUYECKOM
MIPaKTUKU
BCEX HEXENATENIbHBIX PEaKIUAX Ha MOAMYHKT "B"
HcclielyeMblid IEKapCTBEHHBIN Mpenapar, nyHkTa 49 IIpaBun
KOTOpBIE SBJISAIOTCA OJTHOBPEMEHHO HaJuIexalen
Cepbe3HBIMU M HENPEBUIEHHBIMU? KIIMHUYECKOU
MIPaKTUKU
HOBBIX JJAHHBIX, KOTOPHIE MOTYT MOAMYHKT "T"
CBH/IETEJILCTBOBATH O BO3PACTaHUU pucKa s | myHkTa 49 [IpaBui
YYaCTHUKOB KJIIMHUYECKOI'O UCCIIEIOBaHMS UM | HaJlIeKaIei
MOTYT HeOJIaronpusaTHO MOBIUATH HA XOJ KIIMHUYECKOU
KJIIMHUYECKOTO UCCIIEI0BaHUS? MIPaKTUKU
4.11 | OGecnieueHo M MPUMEHEHUE YYaCTHUKaMH myHKTHI 3, 50

KIMHUYECKOT'O UCCIIEIOBaHUS UCCIIEAYEMBIX
JIEKapCTBEHHBIX IPETIapaTOB B COOTBETCTBHH C
IIPOTOKOJIOM?

[IpaBun
HaIeXalen
KIIMHUYECKON
MPaKTUKHU
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4.12

O0ecrieueHo 1 COOII0IeHNE

nyHKT 50 [IpaBun

IIPEAYCMOTPEHHOM IIPOTOKOJIOM METOIUKHU HaJUIeKaIleH
paHIoOMH3aIKU? KJIIMHAYECKOU
MIPAKTUKU
4.13 | PackpbITHE JIU paHAOMHU3AIMOHHOTO KOIa yHKT 50 [IpaBui
OCYILECTBIISIETCA JIU TOJIBKO B COOTBETCTBUU C | HAAJIEKAIICH
IIPOTOKOJIOM? KJIIMHUYECKOU
MIPAKTUKU
4.14 | CooO1ieHo 1 npexaeBpeMeHHoe packpbitie | myHKT 50 [Tpasun
KOJIa UCCJIETYEMBIX JIEKAPCTBEHHBIX HaJUIeKalen
MpenapaToB OPraHU3aToOPy KIMHUYECKOTO KIIMHUYECKOH
UCCIIEIOBaHUS? MIPAKTUKU
4.15 | ObGecniedeH U 3aIOKyMEHTHPOBAH JIM YU€T UCCIIEYyEeMbIX JIEKapPCTBEHHBIX MPEMapaToB
U (WJIK) mpenapaToB CpaBHEHUS MTOCPEACTBOM BEJCHHS yUeTa UX:
MOCTYIUIEHUA? nyHKT 51 IIpaBun
HaJIeKaIen
KJIMHUYECKOH
MPAKTUKHU
(haKTUIECKOTO HATHYIHS? nyHKT 51 [IpaBun
HajIexKalen
KJIIMHAYECKOU
MPAKTUKHU
KOJINYECTBA UCIIOJIb30BAHUS KA IbIM nyHKT 51 [IpaBun
YYaCTHUKOM KJIIMHUYECKOTO UCCIISIOBAHUS? HaJUIeKalen
KJIMHUYECKOMN
MIPaKTHKH
YHUUTOXKECHUS? nyHKT 51 [IpaBun
HaJjIexxaIen
KJIIMHAYECKOU
MPAKTUKHU
BO3BpaTa OPraHu3aTopy KINHUYECKOTO nyHKT 51 [IpaBun
HUCCIIEIOBAHUS? HaIeXalen
KJIMHHUYECKOM
MPaKTHKH
4.16 | OGecniedeHo 1 BEACHHUE 3aMKUCe TI0 yUeTy nyHKT 51 IIpaBun
HCCTIEAYEeMBIX JIEKAPCTBEHHBIX IIPETIapaToB 1 HaJUIeKalen
(w1M) mpenapaToB CPaBHEHHS B COOTBETCTBHUHM C | KTMHUYECKOM
TpeboBanusimMu [IpaBun HauIexkamen MPAKTUKHA
KIIMHUYECKOU MPAKTUKHU?
4.17 | O0ecnieueHO JIM Be/ICHUE 3aMucei, nyHKT 51 IIpaBun

MOATBEPKIAIOIINX, YTO YUACTHUKH
KJIIMHUYECKOT'0 MCCIIEIOBAHUS MOTyYalln

HaIeXalen
KIIMHUYECKOU
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UCcllelyeMble JIEKaPCTBEHHBIE MpenapaThl U
(unn) mpenapathbl CpaBHEHUS B 103aX U
KOJINYECTBAX, IPEIYCMOTPEHHBIX POTOKOJIOM
KJIMHUYECKOTO UCCIIEI0BaHUA?

MIPAKTUKU

4.18

VY4acTHUK KIMHUYECKOTO UCCIeI0BaHus (MMAllMEHT) UM €r0 3aKOHHBIN

MPEJCTaBUTENIb HHPOPMHUPYETCS JIU UCCIIEIOBATENIEM O CIIEAYIOLIEM:

KIIMHUYECKOE MCCIIEA0BAHNE HOCUT
AKCTICPUMEHTAJIbHBIN XapakTep?

nyn

MOJITYHKT "a
nyHkTa 52 [IpaBui
HaIexKalen
KIIMHUYECKON
MPaKTUKU

y4acTHe B KJIMHUYECKOM UCCIIEI0BAHUU
SIBJISIETCST JOOPOBOJBHBIM?

yacTh 1 ctaten 43
61-D3;

MOAMYHKT "a"
nyHkTa 52 [IpaBui
HaaexKallen
KIIMHUYECKON
MPaKTUKU

CYLIECTBYET BO3MOXHOCTb OTKAa3aThbCs OT
y‘IaCTI/IS{ B KNIMHNYCCKOM HCCJIICOIOBAHUU HaA
0001 cTaANK MPOBEICHUS] TAKOTO
HUCCIIeIOBaHU?

yacTh 4 ctateu 43
61-D3;

MOAMYHKT "a"
nyHkTa 52 [IpaBuin
HajIexallen
KIIMHUYECKON
MPaKTUKHU

OEJIM KIMHUYCCKOI'O I/ICCJICZ[OBaHI/ISI?

myHKT "4" gactu 2
crateu 43 61-D3;
MOAMyHKT "0"
nyHkTa 52 [IpaBuin
HajIexallen
KJIWMHAYECKOMN
MPaKTUKU

MPOJIOKUTEIIEHOCTH KIIMHUYECKOTO
HUCCIIEI0OBAHUS?

myHKT "4" gactu 2
crateu 43 61-D3;
noAnmyHKT "0"
nyHkta 52 [IpaBun
HajIexalen
KIUHHYECKOM
MIPAKTUKU

MPUOJIU3UTEITHHOM KOJIMYECTBE YYACTHUKOB?

noAmyHKT "0"
nyHkTta 52 [IpaBun
HajIexxalen
KIIMHUYECKON
MIPAKTUKHU
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BapHaHTAaXx JICYECHUS B MPOIlecce KIMHUYECKOTO
HCCIE0BaHUS U BEPOSITHOCTU CITy4alHOTO
pacnpe/eneHus B OJIHy U3 TPYIII JIeueHus1?

nyHKT "3" yacTtu 2
crateu 43 61-D3;
MOJMyHKT "B"
nyHkTa 52 [IpaBun
HaIexalen
KJIMHUYECKOMN

IIPpaKTUKH

IpoLeaypax KIMHAYECKOr0 UCCIEI0BaHU,
BKJIIOUYAsl BCE MHBA3UBHBIE NPOLIEypPbI?

n_mn

MOAMYHKT T
nyHkTa 52 [IpaBun
HaIexalen
KIIMHHYECKOH
MPaKTUKHU

00513aHHOCTSIX YYaCTHUKA KIIMHUYECKOTO
HUCCIIEIOBAHMUS?

nmyHKT "5" gactu 2
crateu 43 61-D3;
noAnmyHkT "1
nyHkTa 52 [IpaBuin
HaaexKallen
KJINHAYECKOMN
MPaKTUKU

OKUJAeMbIX PUCKaX U (WJIN) TOJb3e AJIs
Y4aCTHHUKA KIIMHUYCCKOI'0 UCCIICAOBaHMs, B TOM
qucle s SMOPUOHA, TUI0Aa WK TPYIHOTO
pebenka?

yHKT "2" gactu 2
crateu 43 61-D3;
MOAITYHKT "e"
nyHkTa 52 [IpaBuin
HajIexallen
KJIMHAYECKOU

MPaKTUKH

HHBIX, TOMUMO MPEYCMOTPEHHBIX
IIPOTOKOJIOM, MPOLEAYpaxX WM METOAAX
JIEYEeHUS, KOTOPBIE MOTYT OBITH JOCTYITHBI
YYaCTHHUKY KIIMHUYECKOTO UCCIIEA0BaHUA?

myHKT "2" gactu 2
crateu 43 61-D3;
MOAMYHKT "x"
nyHkTa 52 [IpaBuin
HaIexalien
KJIMHAYECKOU
MIPaKTUKU

KOMIIEHCAINH U (WJIN) JICYSHUH, JOCTYITHOM
yqaCTHI/IKy KIIMHUYECKOI'O UCCIICAOBAHUS B
cllyyae IPUUYMHEHHUS Bpelia €ro 3J10POBBIO B
pe3yapTare y4acTus B KIIMHUYECKOM
HCCIIeJOBaHUH ?

IyHKT "6" gactu 2
crateu 43 61-D3;
MOAINYHKT "3" mMyHKTa
52 TlpaBun
HajIexallen
KJIMHUYECKOU

MPaKTUKH

TUTAHUPYEMBIX BBITUIATAX YYACTHHUKY
KIIMHHYECKOTO UCCIICIOBAHUS 32 €T0 YUacCTHE B
KIIMHAYECKOM UCCIIEIOBAHUU?

MOAMYHKT "n"
nyHkTta 52 [IpaBun
HajIexxalen
KIIMHUYECKOU
MIPAKTUKH
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IUTAHUPYEMBIX pacxoJax y4yacTHHKA
KJIIMHUYECKOT'0 UCCIIEIOBAaHUs, CBA3AHHBIX C €ro
y4acTHeM B KJIMHUYECKOM HCCIIeJOBaHUU?

n..n

MTOAMYHKT "K
nyHkTa 52 [IpaBun
HaIeXalen
KIIMHUYECKOM
MPAKTHKH

0 TOM, YTO MOJMKUCAaHUE HHPOPMAITHOHHOTO
JIMCTKA MaIMEeHTa CO CTOPOHBI YYaCTHUKA
KJIWHUYECKOT'O UCCIICIOBAaHUS MU €0
3aKOHHOTO MPEJICTAaBUTEIIS, JAET pa3pelleHHE
Ha JIOCTYII JIMITY, HA3HAYCHHOMY JIJIS
HpOBeI[eHI/ISI MOHI/ITOpI/IHI‘a, ayIII/ITOpOB,
HE3aBUCHUMBIX dTHYECKHX KOMHUTETOB,
YHOJIHOMO‘-IGHHBIX OpFaHOB K MCIUIITUHCKUM
3aMMCsAM yYaCTHUKA KIMHUYECKOTO
HCCIIe0BaHus?

noAMmyHKT "1
nyHkTa 52 [IpaBuin
HaJIJIeKaIen
KIIMHHUYECKON
MPaKTUKHU

0 TOM, YTO 3aMKUCH, HICHTUPHUITUPYIOIIHE
y4acTHUKA KIIMHUYECKOTO UCCIIeIOBAHMS,
XPAHATCS B TallHE, PACKPBITHE UX JIOITyCKAETCA
B COOTBETCTBHUU C 3aKOHOJATEILCTBOM
Poccuiickoit deneparun?

nyHKT "7" gactu 2
cratbu 43 61-D3;
MOJIMYHKT "M"
nyHkrta 52 [IpaBun
HaJIexaIen
KJINHUYECKOH
MPAKTUKHU

YCJIOBHUSX O3HAKOMJICHUS C HOBOM
uH(popMalei, crtocoOHOM MOBIHSITH Ha
JKCIIaHUC HpOHOJ’DKaTI) y’-IaCTI/Ie B KIIMHUYCCKOM
HCCIIeJOBaHUH ?

MOJIMYHKT "H"
nyHkTta 52 [IpaBun
HaIexamen
KIIMHUYECKOM
MPAKTHKHU

JUHax, K KOTOPbIM MOXXHO O6paTHTBC$I JIA
TMOJIYyUCHUA ,Z[OHOHHI/ITeJlBHOﬁ HH(bOpMaLII/IH 0
KIIMHUYCCKOM HUCCIICIOBAHUH, U ITpaBax
YYaCTHHUKOB KIIMHUYCCKOI'O I/ICCJ'IC,Z[OBaHI/ISI?

MOJITYHKT "0"
nyHkTa 52 [IpaBun
HaIexamen
KIIMHUYECKOM
MPAKTHKHU

0 BO3MOXHBIX 00CTOSITENBCTBAX U (MIIH)
IIPUYNHAX, 10 KOTOPHIM Y4acTHE JIMLIA B
KJIIMHUYECKOM HCCIIETOBAaHUH MOXKET OBITh
MpEeKpanieHo?

MOJIMYHKT "m"
nyHkTta 52 [IpaBun
HaIexamen
KIIMHUYECKOM
MIPAKTHKH

000 BceX U3MEHEHUAX B JOKYMCHTAaxX U JaHHBIX

nyHKT 55 [IpaBun

KJIMHUYECKOTO MCCIIEA0BAHNS, KACAIOIUXCS HaJUIexaIen
€ro y4JacTus B KJIMHUYECKOM HCCIICOBAaHUN? | KIIMHUYECKOH
MPAKTHKH
4.19 | 3adukcupoBaH JH (PaKT MPeIOCTaABICHUS yHKT 54 IIpaBun
YYaCTHHUKY KIMHHYECKOTO UCCIIETOBAHUS U HaJyIeXKaen
(unn) ero 3aKOHHOMY MPEACTABUTENIO BPEMEHU | KIIMHUYECKOM
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IS TIPUHATHS PEHICHHUST 00 Y9acTHU WIIH
OTKa3€ OT y4acTHs B KIMHUYECKOM
HCCIIeIOBAaHUH TIepe]T TIOTyYCHUEM
MH(GOPMHUPOBAHHOTO COTIIACHS?

MIPAKTUKU

4.20 | OGecrieueHo JIU IPEOCTABICHHE YIaCTHUKY yHKT 55 TIpaBun
KJIIMHHYECKOT'0 MCCIICIOBAaHUS U (WUJIH) €ro HaIeKaIen
3aKOHHOMY IPEJICTABUTENIO TIOIUCAHHOTO U | KITHHHYECKON
JaTHPOBAHHOTO IK3EMILIAPA MIPAKTUKU
MH(OPMAIIMOHHOTO JIMCTKA MAIIMEeHTA TIepe]]

BKJIIOYEHHEM €TI0 B KIIMHUYECKOE
HcciiegoBanue?

4.21 | ObecrieueHo JIM OAIINCAHNE JacThb 3 cTaThu 43
MH(GOPMHUPOBAHHOTO JMCTKA NAllMEHTa KaXKabIM | 61-D3;
YYaCTHUKOM KJITMHHYECKOTO UCCIICIOBAHHUS MyHKTHI 4, 55
100 ero 3aKOHHBIM MPEICTABUTENIEM JI0 [TpaBun
HavaJia MpOBEACHHSI TAKOT'O UCCIICTOBAHMS? HaJIeKaIen

KIIMHUYECKOU
MIPAKTUKH

4.22 | B cnyyae ygacTHsl B Ka4eCTBE MAI[UCHTOB JCTEH | 9acTh 5 cTaThu 43
00€eCIeyeHo JIU MOJIy4YeHUE MMCbMEHHOTO 61-D3;

COTJIACHs UX POAMTEIICH/YCHIHOBUTENICH? yacTh 2 cratbu 20
323-d3

4,23 | YyacTHUKAMH KIIMHUYECKOTO UCCIIENOBAHUA HE | 4acTh 6 cTaThi 43
SIBJISIIOTCS JIM MALMEeHThI, OTHOCSIIHECS K 61-d3
KaTeropusiM TpaxkJiaH, 0003HaUE€HHBIM YaCThIO
6 crarpu 43 61-D3?

4.24 | OpraHn3atopy KJIMHHYECKOTO UCCIICIOBAHUS nyHKT 56 [IpaBun
coo01aeTcs i 000 BCeX CEPbe3HBIX HaJIexaIen
HEXeJIaTeIbHBIX PEaKIUAX, 32 HCKITIOUCHUEM KIHHUYECKON
T€X, KOTOpPBIE B IPOTOKOJIE WIH B OpoIIIope MIPAKTUKU
OTIpeieNIeHbI KaK He TPeOyIoIIHe
HEMEJIEHHOTO COOOIICHHSI B YCTAaHOBIICHHBIS
MIPOTOKOJIOM CPOKH?

4.25 | O6ecnieveHo U MpeIoCTaBICHUE OpraHu3aTopy | MyHKT 56 [IpaBun
KIIMHUYECKOTO UCCIIEIOBAHUS TIOJPOOHOTO HaJIeXKaIen
MMHUCbMEHHOTO OTYETA O CEPhE3HBIX KJIMHUYECKOM
HEXKEJIaTeTbHBIX PEaKIUIX? MIPAKTUKU

4.26 | OGecriedeHo iU PeOCTaBICHHE 10 3anpocy  |myHKT 57 [TpaBui

OpraHu3aTopa KIMHUYECKOTO UCCIEOBAHMUS,
HOK, MunucrepctBa u (Uin)
PocznpaBnanzopa mo00ii JOMOIHUTETHHON
MH(pOpMAIIUK OTHOCUTENLHO CITydasi CMEPTH
YYaCTHHKA KIIMHUYECKOTO UCCIIEIOBAHUs, B TOM
YHUCIIE MTPOTOKOJIA BCKPBITHUSI 1 TIOCMEPTHOTO

HaIeXalen
KJIIMHAYECKOU
MPAKTHKU
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ANUKpU3a?

4.27 | O0ecnieueHo J11 HHPOPMUPOBAHUE qacTh 6 cratbu 40
PYKOBOJIUTENSI MEIUIIMHCKOM opranm3anu 1 | 61-D3;
OpraHM3aTopa KIMHUYECKOTo uccaenoBanusi B | myHKT 58 [IpaBun
CJIy4ae BOSHUKHOBEHUS OITACHOCTH ISl J)KU3HHM, |HaJ[IC)KAIICH
3JI0pPOBbSl yUaCTHUKA KITMHUYECKOTO KIIMHUYECKOM
UCCleI0BaHusl, B TeueHue 24 yaco? MIPAKTHKHU

4.28 | B cimydae TO0CpOYHOTO TIPEKpALCHUS yHKT 58 TIpaBun
KIIMHUYECKOT'0 UCCIICOBAHMS UJIH €ro HaJIJIe)KaIeH
MIPUOCTAHOBIICHUS 00ECTICYCHO JIN KIIMHUYECKOMN
He3aMeUIUTEeTbHOE NH()OPMUPOBAHHE MIPAKTUKU
uccienoBaTesneM U (Uin) MEIUIIMHCKON
OpraHu3alyel y4acTHUKOB KIMHUYECKOTO
WCCIICIOBAHUS, PEIOCTABICHHE UM
HEOOXOIMMOI0 HaOIIOACHUS U JICUCHHS ?

4.29 | B cnyuae 1OCpPOYHOTO MPEKpAICHUS nyHKT 58 [IpaBuin
KIIMHUYECKOTO UCCIICOBAHMS WU €r0 HaIeKaIen
MIPUOCTAHOBIICHUSI 00ECTIEYECHO JIN KIIMHUYECKOM
He3aMeUTTEILHOE HH()OPMHUPOBAHKE MIPAKTUKU
uccaeaoBaTesieM U (MiIM) MEIUIIMHCKON
opranuzanueit opranuzaropa 1 HOK c
MPEI0CTaBICHUEM TOIPOOHOTO MUCEMEHHOTO
OOBSICHEHUS IIPUIHH MPUOCTAHOBIICHUS WITH
MPEeKpaIeHUs] KITMHUYECKOTO HCClIeq0BaHUs?

4.30 | O0ecnieueHO JI TTOJTHOE U IOCTOBEPHOE nyHKT 59 [IpaBui
BEJICHUE BCeX 0€3 UCKITFOUCHHS JOKYMEHTOB HaJIJIe)KaIen
KIIMHUYECKOT'O UCCIICOBAHMS? KIIMHUYECKOM

MTPAKTUKU

4.31 | OGecnieueHo JIU XpaHEHHUE JOKYMEHTOB nyHKT 60 [IpaBun

KIIMHUYECKOT'O UCCIICOBAHMS? HaJIJIe)KaIeH
KJIWMHAYECKOMN
MIPAKTUKU

4.32 | UccnenoBatenb MpouH(OOPMHUPOBAIT JTH myHKT 61 TIpaBun
PYKOBOAMTEIS MEIUIIMHCKON OPTaHW3allui O | HaJyIeKalen
3aBEPIICHUH KIIMHUYCCKOTO UCCIICTIOBAHUS ? KIIMHUYECKOM

MPaKTHKH

4.33 |WccnenoBarens MpeACTaBUII JIW OpraHu3atopy |myHKT 61 TlpaBun
nccaenosaunsa 1 HOK moaroroBieHHbI UM B | HAaJUIEKAIEH
COOTBETCTBUU C ITyHKTOM 9 [IpaBun KJIMHUYECKOMN
HaJyIeKalleld KIMHUYECKON MTPAKTUKU OTYET O | IPAKTUKH
3aBEepUICHUH KIMHUYECKOTO UCCIIeTOBAHUS?

4.34 | OGecnieueHo U MPOBEACHUE KITMHUYECKOTO yacTh 1 ctaTbu 38,

HCCIICA0BAaHM JICKAPCTBCHHOI'O IIpCiapara B

gacTh 12 ctatbu 40
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coOTBeTCTBUU C [IpaBumamu Haamexariei 61-D3;
KIMHUYECKOU MPAKTUKU U TPeOOBAHUAMU myHKT 45 IIpaBun
3akoHoJaTenbeTBa Poccniickoit denepaniu B | HaJJIexKamen
cdepe oOpalieHus JeKapCTBEHHBIX CPEICTB? KITMHUYECKON
MIPAKTUKU

(mommxHOCTE M OMO IOOJIKHOCTHOTO JiMila, 3alloJIHMBIIEI'O
NIPOBEPOYHHM JIMCT, [NOONMCH, IHaTa)

(mojpxkHOCTE M OVMO IOOJDKHOCTHOTO JMIla BPUIMYECKOTO JiMia, IPMCYyTCTBOBABIIEIO
0Py 3alOoJIHEHUM [POBEPOYHOI'O JMCTa, NOANMCH, OaTa)

[Tpunoxenue N 39
K npukasy denepanbHoi CIyKObI

0 HAJ30py B cepe 3paBoOOXpaHEHUS
o1 09.11.2017 N 9438

dopma

[IpOBEPOUHEIY JIUCT
(CIMCOK KOHTPOJIBHEIX BOIPOCOB), MCIOJb3yeMbl denepalibHOM CJIyXOou
10 HaIn30py B cbepe 3IOpaBOOXPAaHEHUS U ee TEePPUTOPMAJIBHEIMM OpI'aHaMu
Opy NPOBEeIeHUM IIJIAHOBHIX INPOBEPOK IIPM OCYUECTBJIEHUM QelepalibHOT'O
TOCYHOAapCTBEHHOTO Hal3opa B cbepe obOpalleHMA JIEKAPCTBEHHBIX CPEenCTB
(cobmoneHre cybObekTaMy ofpalleHMs JIEKAPCTBEHHEIX CPEeHCTB
YCTaHOBJIEHHEIX TpeDOBaHUM K KAUeCTBY JIEKAPCTBEHHBIX CPEINCTB)

(HaMMeHOBAaHME OpTaHa, OCYUECTBJIAOIETO IIJIAHOBYK NPOBEPKY)

1. Bun rocymapCTBEHHOI'O KOHTpPOJS (Hazmsopa)

2. [IpenmeT [IJIAHOBOM OPOBEPKM OPUAMYECKUX JIML UM MHIMBUIYAJIbHEIX
npennprHmuMaTesien orpaHMYMBaeTcd o060sga3aTesibHEIMM TpebOoBaHMAMM, COOJIOOeHMe
KOTOPEIX ABJIgeTCA Hambojiee BHAUMMBEIM C TOUKM 3BPEeHMS HeIONylleHMS BOSHUMKHOBEHUSA
YyITPO3bl [NPUUMHEHMS Bpela XM3HM, SIOPOBbLID I'paxIaH, M3JIOXEHHEMM B QopMe
IPOBEPOUYHOT'O JIMCTAa (CIMCKa KOHTPOJIBHBEIX BOIIPOCOB) .

3. HammMeHOBaHME OPUAOAMUECKOTO JMUa, OGaMuiusa, MMS, OTUECTBO (IpM HaJIMUUM)
VHOVBUAOYAJBbHOTO NPEeANPUHMMATENI: .

4. MecTO NpOBeIeHMS IIJIAHOBOM MNPOBEPKM C BalOJIHEHMEM IIPOBEPOUYHOTO JIMCTA :

5. PekxBUBUTH IIprKasa O IIPpOBEeOEeHVN JIaHOBOM IIPOBEPKM: OT

N .
6. VYUeTHHM HOMEp MNPOBEepPKM M IaTa [IPMCBOEHMUS yUeTHOT'O HOMepa I[POBEpPKM B
EovHOM peecTpe MNPOBEPOK:
7. IOJIXHOCTE, bammma n VIHULIMAJIBL OOJDKHOCTHOT'O JmLa (J13111) ,
NPOBOOAWEIO (MX) IJIAHOBYK MNPOBEPKY :
1. ;
2. ;
8. IlepedyeHb BONPOCOB, OTpaXaplMx COOEepXaHMe 00A3aTeJIbHEIX TpeOOBaHUM,

orBeT Ha KOTOPEIE OINHO3HAWHO CBMIETEJIBCTByeT O COOJNIIOOEHNYM MM HeCOOJIIEHUN


http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100011&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=203764&dst=100281&fld=134

OPMINMYEeCKMM JIMIIOM, MHIVMBMOYAJIbHBIM IIPEOIIPVMHMMAaTEJIEM obga3aTesibHBEIX Tpe@OBaHMﬁ,
COCTAaBJIANIMX NPeIMeT IPOBEPKIM:
N /o Bomnpocsl, oTpaxkaroiine coep;kanue PexBu3uTEI BriBox o
00s13aTeNbHBIX TPEOOBAHMIA HOPMAaTHUBHBIX BBIIIOJIHEHUH
MIPaBOBBIX aKTOB, C | TpeOOBaHUU
YKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€AMHUL], KOTOPBIMHU
YCTaHOBJICHBI
00s13aTeNbHbIC
TpeOOBaHMS
1. dapmarneBTHYECKas CUCTEMa KauyecTBa
[IpaBuna opranuzanMd NOPOU3BOJACTBA W KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX
CPENICTB, YTBEPKJACHHBIC TPUKa30M MHUHHCTEPCTBA MPOMBIIIJICHHOCTH W TOPTOBJIH
Poccuiickoit ®enepaunn ot 14 wurons 2013 r. N 916 (3apeructpupoBaHo B
Munucrtepctse roctunnu Poccun 10 centsiopst 2013 r., peructpanmnonnbiii N 2993
8) (manee - IIpaBuina opranuszanuy Npou3BOACTBA)
1.1. |®apmaneBTUuecKas CUCTEMa KauyecTBa nyHkt 12. (1.7)
JIOKyMEHTAIBHO 0hopMIIeHA JTU? [TpaBun
OpraHu3aluu
MIPOM3BOJICTBA
1.2. |IIpousBoauTeneM yTBEpKJIEHO JIU nyHkT 12. (1.7)
PYKOBOJACTBO I10 Ka4€CTBY? [IpaBun
OpraHU3aINH
MIPOU3BOJICTBA
1.3. |IIpow3BoauTeneM yTBEPKICH JIM JOKYMEHT, |myHKT 12. (1.7)
COZAEpKAIIUN OITMCAHUE CUCTEMBI [IpaBun
yIIpaBJIEHUS KaueCTBOM, BKJTFOUAsI OpraHu3aINH
OTBETCTBEHHOCTh PYKOBOJICTBA? MPOU3BOJICTBA
1.4. |®dapmaneBTHUecKas cucTeMa KadecTBa nyHKT 9. (1.4) o)
BKJTFOUAET JIW OCYIIECTBIICHUE YIIPABIICHUS (xiv) TIpaBun
pUCKaMU J1JIs KadyecTBa? OpraHu3aluu
MIPOM3BOJICTBA
1.5. |Pa3paboranbl 1 akTyaabHbIE TOKYMEHTHI, nyHKT 9.(1.4) 1) (v)
ONpeeAIoNIe OTBETCTBEHHOCTh U [TpaBun
00513aHHOCTH TIepcoHaa? OpraHu3aluu
MPOU3BOJICTBA
1.6. |IIpuHSATHI MEpBI U YTBEPIKICHA JIH nyHKT 9.(1.4) e) (vi)

JOKyMEHTaIus1, o0ecrieuynBaromas
IIPOU3BOJICTBO, TOCTABKY U UCIIOJIb30BAaHUE
Ha/IJISKAIIUX UCXOAHOTO ChIPbs U
YIaKOBOYHBIX MaTepuajoB?

[TpaBun
OpraHu3aluu
MIPOU3BOJICTBA
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1.7.

[IpuHSATH MEpBI U yTBEPKACHA TN
JOKYMEHTAITHS TI0 BEIOOPY ¥ KOHTPOITIO
MOCTABIIMKOB, OJITBEPKIAIOLINE, YTO
KakJ1asl MIOCTaBKa OCYIIECTBIISIETCS Yepe3
YTBEPKJICHHYIO LIETlb TOCTaBOK?

nyHKT 9.(1.4) e) (vi)
[IpaBun
OpraHu3aIu
MIPOM3BOJICTBA

1.8. |Bueapens a1 npouecchl, odbecrneunBaroniye | myHKT 9.(1.4) x) (vii)
yIIpaBJIEHUE ACSATENBHOCTBIO, epenaBaemon | [IpaBui
JUIS BBITIOJTHEHUS IPYTOM OpraHu3aluu OpraHH3aIiH
(ympaBiieHHE ayTCOPCUHIOM)? IIPOU3BOJICTBA

1.9. | VYTBepkueHa Iu JOKYMEHTALHS, nyHKT 9.(1.4) x) (vii)
obecrnevnBaromiasi ynpaBleHUE [TpaBun
NEeSATEeILHOCTHIO, TIEPEeIaBacMOM ISt OpraHH3aINH
BBITIOJTHEHUS IPYTOM OpraHu3aluu MIPOU3BOJICTBA
(ympaBiieHHE ayTCOPCUHIOM)?

1.10. |/loxymMeHTampHO MOATBEPKIEH I mpotiecc | myHKT 9.(1.4) 3) (viii)
MOCTOSIHHOTO KOHTPOJISI COCTOSTHUS [TpaBun
3¢ PEeKTUBHOCTH TIpoIIecca MPOU3BOJICTBA U | OpTraHU3AIIT
KauecTBa JICKAPCTBEHHOTO CPEJICTBA ITyTEM | IPOU3BOJICTBA
pa3pabOTKH M UCIIOJIH30BAHUS
3¢ (HEeKTUBHOTO MOHUTOPHUHTA U
KOHTPOJIbHBIX CUCTEM?

1.11. |Pe3ynbTaThl MOHUTOPHUHTA JiIeKapCcTBEeHHOTO | TyHKT 9.(1.4) n) (ix)
CpEICTBA U MPOIIECCOB UCTIOIB3YIOTCS JIU [TpaBun
IIPH BBITTYCKE CEPUH, IPH PACCIICTOBAHUT OpTraHH3AINH
OTKJIOHCHHH U AJIs IPUHSTUS MIPOU3BOJICTBA
MpeIynpexaatouX Mep BO U30exaHue
MOTEHIIUATBHBIX OTKJIOHEHUN?

1.12. |IIpoBoauTCs U KOHTPOIb MPOMEXYyTOuHOH | myHKT 9.(1.4) k) (X)
MPOAYKIHH B COOTBETCTBUU C yTBepKIAeHHOM | [IpaBun
JTOKYMEHTAIUe? OpraHH3aIiH

MIPOU3BOJICTBA

1.13. | JokyMeHTalnbHO MOITBEPKICHBI JIN nyHkT 9.(1.4) m) (xi)
PE3yNIBTAThl KOHTPOJIS 32 YIYUYIICHHEM [TpaBun
MOCPEZICTBOM BHEJIPEHUS OpraHu3aIuu
YCOBEPIIICHCTBOBAHU, OCHOBAHHBIX HA MIPOU3BOJICTBA
aKTyaJIbHBIX 3HAHUSX Mpoliecca u
MPOTYKIINH?

1.14. |Pa3paboTraH u TOKyMEHTAIBLHO YTBEPKIeH JiK | TyHKT 9.(1.4) 0) (Xiv)
MOPSAIOK OTPEAETICHUS U MOCIIETYIOIIEro [TpaBun
MIPUMEHEHHS KOPPEKTUPYIOMINX U (HIIH) OpraHu3alNH
MpeIynpexAa0IuX I1eHCTBUIN Tpu MIPOU3BOJICTBA
pacciae10BaHIN HECOOTBETCTBUIA?

1.15. |DddexTnBHOCTh KOPPEKTHPYIOMKX U (1au) | myHKT 9.(1.4) 0) (Xiv)
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NpeaynpexIAIOMINX TCUCTBUNA MTPU
pacciieI0BaHUU HECOOTBETCTBUM
IIPOBEPSIETCS U OLIEHUBAETCS JIU B
COOTBCTCTBUHU C IIPUHIIUITIAMU YITPABIICHUS
pUCKamu i KadyecTBa?

[TpaBun
OpraHu3anuu
MIPOU3BOJICTBA

1.16. |BBon JIEKapCTBEHHBIX CpElCTB B | myHKT 9.(1.4) m) (xv)
IPaKIaHCKUI 00opoT 0 BbIIauM | [IpaBun
YIOJTHOMOYEHHBIM JIMLIOM pa3pelieHus] Ha | OpraHu3aluu
BBIIYCK HE JIOITyCKAeTCs JIn? MIPOU3BOJICTBA

1.17. | YTBepxkaeHa u moKyMeHTanbHO oopmiieHa |myHKT 9.(1.4) m) (xv)
JIY TIPOIIeTypa yI0CTOBEPEHUS [TpaBun
YIOJTHOMOYCHHBIM JIUIIOM, YTO KaXKasi CEpHsl | OpraHU3aIluu
JIEKapCTBEHHOT'O CPEICTBA ObLIa MIPOU3BOJICTBA
IIPOM3BEJICHA U TIPOKOHTPOJIMPOBAHA B
COOTBETCTBHUH C TPeOOBAaHUSAMU
PErUCTPAIIMOHHOTO JTOChE?

1.18. | YTBepkaeHa u TOKyMEHTaIbHO opopmiieHa |myHKT 9.(1.4) ¢)
JIM TIPOLeIypa MpoBeIeH s caMouHcnekiuu, |(XVvii) [Tpasui
B COOTBETCTBUU C KOTOPOH PEryJIsipHO OpraHH3aINH
OLIeHUBAIOTCS (P PEKTUBHOCTD U MIPOU3BOJICTBA
MIPUTOTHOCTH (PapMaIeBTUICCKON CHCTEMBI
KadecTBa?

1.19 |Onpenenena u fokymeHTanbHO opopmieHa |myHKT 10. (1.5)
JI1 OTBETCTBEHHOCTh PyKoBO/ICTBA [TpaBun
MpeanpusATHs 32 Hamu4ne 3¢ HEeKTUBHON OpraHH3aIiH
(dapmareBTHIECKON CHCTEMbI KauecTBa U MIPOU3BOJICTBA
HEO0OXOIUMBIX pecypcoB?

1.20. |OmpeneneHsl 1 JOKYMEHTAIBHO nyHkT 10. (1.5)
00513aHHOCTH, OTBETCTBEHHOCTE U [TpaBw
MOJIHOMOYHS KaX/I0T0 paOOTHHUKA? OpraHH3aIiH

MIPOU3BOJICTBA

1.21. | O0s13aHHOCTH, OTBETCTBEHHOCTE U nyHkT 10. (1.5)
IMOJITHOMOYHS TOBEIAEHBI JIX 10 CBEICHUS [TpaBun
Ka)kKJI0TO paOOTHHKA M BBIMOJIHSIIOTCS BO BCEX | OpraHU3aIMN
MOIPa3/ICIICHUSX TIPOU3BOTUTES? MIPOU3BOJICTBA

1.22. |IIpoBoasTcs u OKyMEHTaIbHO opopmiieHbl |myHKT 11. (1.6)
JI1 TIEPUOINYECKHIE 0030PbI [TpaBun
(GYHKIMOHMPOBaHUS (papMaIleBTUIECKON OpraHu3aluu
CHCTEMBI KAUYeCTBA C BOBIECUEHUEM B DTOT MIPOM3BOJICTBA
MIPOIIECC PYKOBOJICTBA JJISI TOCTOSTHHOTO
yIIyqIIeHUS MPOAYKINH, POIIECCOB U CaMOM
CHUCTEMBI?

2. [Tepconan
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[IpaBuia opraHu3zanuyd NPOU3BOJACTBA M KOHTPOJIA KadyecTBa JIEKApPCTBEHHBIX
CPEICTB, YTBEPKACHHbIE TPUKa30M MUHHUCTEPCTBA MPOMBIIIJIEHHOCTH U TOPTOBIN
Poccuiickoit ®enepanuu ot 14 wmions 2013 r. N 916 (3apeructpupoBaHbl B
MunucreperBe toctuiun Poccun 10 centsabps 2013 r., peructpaunoHHbiii N
29938)

(manee - IlpaBuina opranuzanuu Npou3BOACTBA);

[Topsnox aTTecTaliu YyIoJIHOMOYEHHOTO JIUIA TPOU3BOIUTEINS IEKAPCTBEHHBIX
CPEICTB JJIsl MEAULIMHCKOIO IPUMEHEHNS, YTBEPKICHHBIN ITpruKa3zoM MuH3apasa
Poccun o1 01.11.2013 N 8111 (3apeructpupoBan B Muntocte Poccuu 16 nexadps

2013 r., peructpaunonssiii N 30602) (nanee -

[Topsinok arrecranun)

2.1. |HmeeTcs v B HAIMYUHT nyHKT 25. (2.1)
KBATM(HUIIMPOBAHHBIN epcoHai, uMmeronuii | [IpaBun
OTIBIT Pa0OTHI MO CHEIMATBLHOCTH? OpraHu3aluu

MIPOU3BOJICTBA

2.2. |llpencraBneHa au yeTKast OpraHU3aLMOHHAs | MyHKT 26. (2.2)

CTPYKTYpa IpEANPUITHS? [TpaBun
OpraHu3aIIH
IIPOU3BOJICTBA

2.3. |VMeroTcs JIM B HAIMYUU aKTyaJbHBIC MyHKT 26. (2.2)
JOJPKHOCTHBIE MHCTPYKLIMH, B KOTOPBIX [TpaBun
U3JI0’KEHBI TOJKHOCTHBIE 00s13aHHOCTH OpraHu3aluu
pabOTHUKOB, 3aHUMAIOLINX OTBETCTBEHHBIE | IIPOU3BOCTBA
JOJKHOCTH?

2.4. |OTcyTCTBYET JJM HECOOOCHOBAaHHOE MyHKT 26. (2.2)
nyonupoBaHue 00s3aHHOCTEHN U QyHKIMN IIpaBun
paboTHUKOB? OpraHu3aIuu

IIPOU3BOJICTBA

2.5. | OTCYTCTBYIOT JIU CITyyaH, KOTJa Kakue-muoo |myHkT 26. (2.2)
00513aHHOCTH HE 3aKperieHbl HU 3a oHUM u3 | [IpaBun
pabOTHUKOB? OpraHu3aIIH

MIPOU3BOJICTBA

2.6. |ATTeCTOBaHO I YIOJTHOMOYEHHOE JHIIO |IyHKT 29 [IpaBwmn
IIPOU3BOUTENIS JIEKAPCTBEHHBIX CPEACTB IS | OpraHU3aluu
MEIUIIMTHCKOTO TPUMEHEHHUS? MIPOU3BO/ICTBA;

MyHKTHI | - 4
[Topsinka aTTectauuu

2.7. | YIIOJTHOMOYEHHOE JINIIO COCTOUT JIM B IITare |ImyHKT 29 [IpaBwmn

npeanpusITHs? OpraHu3aluu
MIPOU3BOJICTBA
2.8. |Pazpaborana u BHeIpeHa JH MporpamMma nyHKT 33. (2.8)

o0ydeHus IJIs TIepcoHaIa
MIPOU3BOJICTBEHHBIX 30H?

IIpaBun
OpraHM3alyH
IIPOU3BOJCTBA
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2.9.

PazpaboTtana u BHeapeHa Jin Iporpamma myHKT 33. (2.8)

o0ydeHus JJis IepCcoHaNa KOHTPOIbHBIX [TpaBun
nmabopaTopuii? OpraHu3aIiH
MIPOU3BOJICTBA
2.10. |Pa3paboTana u BHEApPEHA JIK ITPOrpaMMa myHKT 33. (2.8)
00y4YeHHs1 TEXHUYECKOTO MepcoHaia [TpaBun
MIPOU3BOJICTBEHHBIX 30H U KOHTPOJIBHBIX OpraHH3aINH
MOMEIIEeHU? MIPOU3BOJICTBA
2.11. |Pa3paboTraH 1 BHEAPEH JIM KOMILIEKC nyHKT 38. (2.13)
MEpONPHUITHH 1O TPOU3BOACTBEHHON [IpaBun
TUTHUEHE C YY€TOM 0COOCHHOCTEMH OpraHH3aIiH
KOHKPETHOT'O ITPOU3BOJICTBA? MIPOM3BOJICTBA
3. |Hoxymenranus
[IpaBuia opraHu3zanuyd MPOW3BOJACTBA M KOHTPOJSA KAdyecTBa JIEKAPCTBEHHBIX
CPEJICTB, YTBEPKICHHBIC TIPUKa30M MUHUCTEPCTBA MPOMBIIUICHHOCTH U TOPTOBIIH
Poccwuiickoit ®enepaunu ot 14 wurons 2013 r. N 916 (3apeructpupoBaHO B
MunuctepctBe tocturuu Poccuu 10 centsiopst 2013 1., peructpannoHHbIT N
29938) (nanee - [IpaBuia opraHu3auu MPOU3BOICTBA)
3.1. |BHenpeHna nu KOMIUIEKCHAs cUcTeMa nyHKT 99. (4.1)
JTOKyMeHTanuu? [TpaBun
OpraHH3aIiu
MIPOU3BOJICTBA
3.2. | OcyuiecTBasieTcs 1 KOHTPOJIb 32 cUcTeMol | myHKT 99. (4.1)
JIOKyMeHTauu? [TpaBun
OpraHu3aIuu
MIPOU3BOJICTBA
3.3. |IIpoBeneHa u opopMIiICHA JTM BATHAIAIIHS nyHKT 99. (4.1)
CHUCTEMBI JIOKYMEHTALINU ? [TpaBun
OpraHH3aIiH
MIPOU3BOJICTBA
3.4. |IIpoBoasTCs I MEPOTIPHATHS IS nyHKT 99. (4.1)
o0ecrieueHns [IEIOCTHOCTH 3amHced B IIpaBun
TE€YeHHEe CPOKa XpaHeHus? OpraHu3aIuu
MIPOU3BOJICTBA
3.5. | YcraHOoBiEH 1 TOPSIIOK pa3pabOTKH, nyHkT 100. (4.2)
odopmIieHus, BbIIauH, U3bATUSA JOKYMEeHTOB |[IpaBun
Y BHECEHUS B HUX U3MEHEHUI? OpraHH3aIiH
MIPOU3BOJICTBA
3.6. |Permamentupyromue J0KyMeHThI noanucansl | myHKT 101. (4.3)

JIY JIUIIAMU, UMEIOIIIUMH TIPaBO TOJIIUCH, C
yKa3aHueM JaTbl?

[TpaBun
OpraHusanuu
MIPOU3BOJICTBA
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3.7.

Y cTaHOBEH U CPOK AEHCTBUS

nyHkT 101. (4.3)

pErIaMEHTHPYIOMINX JOKYMEHTOB? [TpaBun
OpraHu3aIiH
MIPOU3BOJICTBA
3.8. |HckirodeHo Ji UCIoib30BaHue yerapeBmux |myHKT 103. (4.5)
BEpCHil permaMeHTUpyonux JokymeHToB? | [IpaBun
OpraHH3aINH
MIPOU3BOJICTBA
3.9. | loxymeHTHI peryisipHO epecMarpuBatoTcsi | myHKT 103. (4.5)
Y aKTyaJTU3HPYIOTCS JTN? [TpaBw
OpraHH3aIiH
MIPOU3BOJICTBA

3.10. |JloxymeHTAIHs HAa CEPUIO XPAHUTCS JIH B nyHKT 109. (4.11)
TeYEHHE OJHOTO Ioja IOCJIe OKOHYAaHHUS [TpaBun
CpOKa TOJTHOCTH 3TOH cepuu? OpraHH3aINH

MIPOU3BOJICTBA

3.11. |JloxymeHTalus Ha CEPUI0 XPAHUTCS JIU HE nyHkT 109. (4.11)
MEHEee TISITH JIET ITOCJIe OIICHKH cooTBeTcTBHS | [IpaBmir
CepUU YIOTHOMOYEHHBIM JTUIIOM? OpraHH3aIiu

MIPOU3BOJICTBA

3.12. |Kputndeckas JOKyMEHTAIUs, BKIIFOYAst nyHKT 110. (4.12)
WCXOJHBIC JaHHBIE, TOATBEPKTAFOIINE [TpaBun
MH(pOPMAIHIO PETUCTPAIIMOHHOTO JIOChE, OpraHU3aINH
XPaHUTCS JIX Ha TIPOTSDKEHUHU CPOKa MIPOU3BOJICTBA
JEHUCTBUS PETUCTPAIIMOHHOTO
yI0CTOBEpeHUs?

3.13. |Hwmerotcs nu yTBepxkaeHHbIC crienndukanuu |TTyHKT 111, (4.13)
Ha UCXOJIHOE CHIPhE C YKa3aHUEM JaThl [TpaBun
YTBEPKICHUS? OpraHH3aIiH

MIPOM3BOJICTBA

3.14. |HMmeroTcs au yTBepKaeHHBIC cieriudukaruy | myHKT 111, (4.13)
Ha YITAaKOBOYHBIE MATEPUAIIBI C YKa3aHHEM [TpaBun
JIAThl YTBEPKACHUS? OpraHu3aINH

MIPOU3BOJICTBA

3.15. |Hwmerotcs u yTBepkaeHHbIC crienndukanmu |TyHKT 111, (4.13)
Ha TOTOBYIO MPOAYKIIMIO C YKa3aHueM natbl | [IpaBun
YTBEPKICHUS? OpraHH3aIiH

MIPOM3BOJICTBA

3.16. |Mwmerotcs nu yTBepkAeHHBIC crienndukanuu |TyHKT 113. (4.15)

Ha IPOMEXKYTOUHYIO U Hepac(pacOBaHHYIO
MPOIYKIIMIO C YKa3aHUEM JIaThl
YTBEPKICHUS?

[TpaBun
OpraHusanuu
MIPOU3BOJICTBA
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3.17.

Nmerores nu perimaMeHTs! IPOU3BOACTBA
(IyCKOBOM, ONIBITHO-TIPOMBIIIIEHHBIA WIH
IIPOMBIIUICHHBII) WIN YTBEPKICHHBIE
PYKOBOACTBOM TEXHOJIOTUYECKUE
MHCTPYKLIHHU Ha Ka)K10€ IIPOU3BOIUMOE
JIEKapCTBEHHOE CPEICTBO?

myHKT 115;
nyHKT 117. (4.18)
[TpaBun
OpraHM3alyu
MIPOU3BOJCTBA

3.18. | Jlns kKaxI0ro JICKapCTBEHHOTO CPE/ICTBA, nyHKT 118. (4.19)
pa3Mepa U Tuma ynakoBku npousBoautenem |[IpaBun
YTBEP>KJICHBI JIU HHCTPYKIIUH 110 YIIaKOBKe? | OpraHu3alnuu

MIPOU3BOJICTBA

3.19. | locke Ha cCepuIo COAEPIKUT JIM 3aIHCH IO nyHKT 119 IIpaBun
MIPOM3BOJICTBY CEPUU, KOTOPHIE OpTaHU3aIIH
OCHOBBIBAIOTCS Ha MPOMBITIIECHHBIX MIPOU3BOJICTBA
periaMeHTax M TeXHOJIOTHIECKUX
UHCTPYKLHUAX?

3.20. | loche Ha CepuI0 COAEPIKUT JIU 3aIHCH IO nyHKT 119 IIpaBun
YIIaKOBKE CEPHUHU, KOTOPHIE OCHOBBIBAIOTCS HA | OpraHU3AIHU
MIPOMBIIIJICHHBIX pEraMeHTax U IPOM3BOJICTBA
TEXHOJIOTUIECKUX HHCTPYKITHSX?

3.21. | locke Ha CepHIO COACPIKUT JIM TOKYMEHTHI, | myHKT 119 [IpaBun
MOJITBEPKIAIOLIIE TPOU3BOJICTBO CEPUH, OpraHu3aIH
KOTOPBIE OCHOBBIBAIOTCS HAa MMPOMBIIIUIEHHBIX | TPOU3BOJICTBA
permamMeHTax U TEXHOJIOTUYECKUX
MHCTPYKIHUAX ?

3.22. | Jlocke Ha CepHIO CONEPIKHUT JIU JOKYMEHThI | IyHKT 119 [IpaBun
Ha peayn3aiuio cepun’? OpraHu3aluu

MIPOM3BOJICTBA

3.23. |3amucu mo Npou3BOJACTBY CepuH MpoayKiuu |myHKT 121 [IpaBun
o(OpMIISIOTCSI T TOKYMEHTAJIBHO OpTaHU3aIIH
OJTHOBPEMEHHO C BHITIOJTHEHHEM MIPOU3BOJICTBA
COOTBETCTBYIOILIEH onepanuu?

3.24. |Ha kaxIyro MpOU3BEICHHYIO CEPHUI0 WIIN nyHKT 123. (4.21)
4acTh CEPUH COXPAHSIOTCS JIM 3alHCH T10 [TpaBun
YIaKOBKE CEpHUH? OpraHHu3alu

MIPOU3BOJICTBA

3.25. |Ha nmpueMKy Kaxaoi MOCTaBKH KaXJI0To nyHKT 125. (4.22)
BHUJIa UCXOJHOTO CHIPhSl HIMEIOTCS JIU B [TpaBun
HAJIMYUU YTBEPIK/ICHHBIE IPOU3BOJIUTENIEM | OpraHU3aluu
MPOIIETyPhI U TIOATBEPKIAIOIINE 3aITHCH 7 MIPOM3BOJICTBA

3.26. |Ha npueMky kakJ0i MOCTaBKH MEPBUYHBIX, |MYyHKT 125. (4.22)

BTOPHUYHBIX U NCUYATHBIX YITAKOBOYHBIX
MaTCpruaaIoB UMCIOTCA JIM B HAJIMYUHU
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YTBEP KACHHBIE TPOU3BOANUTENIEM MIPOLIEAYPBI
U TIOATBEPKJAIOLINE 3alICH?

3.27. |I[Ipou3BomuTeneM yTBEPKIACHBI U nyHkT 128. (4.25)
oopMIIeHbI T TOKYMEHTaJIbHO npoueayps! |I[IpaBun
1o oTOOpy MpoO, cozepKaIIne CBeICHHs 00 | OpraHu3aIuu
UCTOJIb3YEMBIX METOJIaX U O0OPYZOBaHUH,  |[IPOU3BOJCTBA
KOJIMYECTBAX, KOTOPHIE TOJDKHBI OBITh
0TOOpAaHBI, U JIOOBIX MOJIEKAIIUX
COOJIIOJICHHIO MEPaX MPET0CTOPOKHOCTH BO
n30exaHue KOHTaMUHALMKY MaTepualla uiu
T000T0 YXYALICHHS €ro KauecTBa?

3.28. |I[IpousBomuTeneM yTBEpKICHBI U nyHKT 129. (4.26)
oopmIiieHbI 1 TOKyMeHTalabHO MeToauku | [IpaBun
WCTIBITAHUS UCXOJTHOTO CBHIPHSI C YKa3aHHEM | OpraHHU3aluu
UCTOJIb3YEMBIX METOJIOB U 000pYI0BaHUsA? | [IPOU3BOJCTBA

3.29. |IIpousBoauTeneM yTBEpKIACHbI U nyHKT 129. (4.26)
oopmieHbI 1 TOKyMeHTanbHO MeToauku | [IpaBun
UCTBITAHUS YTIAKOBOYHBIX MAaTEPUAJIOB C OpraHu3aIH
yKa3aHUEeM HCIO0JIb3yEMBIX METOJIOB U MIPOM3BOJICTBA
obopyaoBaHus?

3.30. |IIpou3BoauTeneM yTBEpKIAECHbI U nyHKT 129. (4.26)
oopmieHbI 1 TOKyMeHTanbHO MeToaukn | [IpaBun
UCTIBITAHUS TPOAYKIUHN HA Pa3TUUHBIX OpraHu3aIIH
CTaUsIX IPOM3BOJICTBA C YKa3aHHEM MIPOM3BOJICTBA
HCTOJIb3YEMBIX METOJIOB U 00OPYJ0BaHUS?

3.31. |IIpoBenenHsble UcTIbITaHUS OQOPMIISIFOTCS U | TyHKT 129. (4.26)
JOKYMEHTAJIBHO? [IpaBun

OpraHu3aIIH
MIPOM3BOJICTBA

3.32. |[IpousBoauTenemM yTBEPKICHBI U nyHKT 130. (4.27)
oopMIIeHBI T TOKYMEHTAJIBHO Mpoueaypsl, | [IpaBun
YCTaHABJIMBAIOLIUE MTOPSAOK BBITYCKa U OpraHu3aIH
3a0paKOBKHU CBIPhS U TPOTYKIHN? MIPOM3BOJICTBA

3.33. |BemyTcs 1 cOXpaHSIOTCS JIU 3aIUCH 110 nyHkt 131. (4.28)
peanu3alum Kaxa0i cepuu NpoayKIuu? [TpaBun

OpTaHU3aINH
IIPOM3BOJICTBA
3.34. | Pa3paboraHbl I akTyalbHbIE HHCTPYKIIMK | yHKT 133. (4.30)

0 HKCIUTyaTallii OCHOBHBIX €IMHHUI
MPOHU3BOICTBEHHOTO U
KOHTPOJIbHO-aHATTUTUIECKOTO
obopynoBanus?

IIpaBun
OpraHM3alyH
IIPOU3BOJCTBA
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3.35.

PeructpanuonHssle KypHajibl HCIIOIb30BaAHUS
MOMEIIEHUH, 000PYI0BaHMsI, METOJIOB,
MPOBEICHUS KaTHOPOBKHU, TEXHUUECKOTO
00CITyKUBaHUS, OYMCTKHU WIIK PEMOHTA

o OpPMIISIOTCS JTU TOKYMEHTAIIBHO
OJIHOBPEMEHHO C BBINIOJHEHUEM
COOTBETCTBYIOILEH Oorepamuu’?

nyHkT 134. (4.31)
[IpaBun
OpraHHU3aLUH
MIPOM3BOJICTBA

3.36. | PerucrpanuoHHbIe )KypHAJIbI UCIIOIB30BaHUs |yHKT 134. (4.31)
IIOMEILEHUH, 000py10BaHMsl, METO/IOB, IIpaBun
IIPOBEIECHUS KAIMOPOBKHU, TEXHUYECKOTO OpraHu3aLu
00CITy’)KUBaHUsI, OUUCTKH UM PEMOHTA MIPOM3BOJICTBA
o(hopMIIAIOTCS JIM JOKYMEHTAJIBHO C
yKa3aHHEM JaT U JIUII, BBIMOJHUBIINX 3TH
paboth?
3.37. |Benercs nu yyeT JOKYMEHTOB B paMKax NYyHKT (4.32)
CHCTEMBI yTIPABJICHUS Ka4eCTBOM?
4.  |IIpousBoacTBo
[IpaBuna opraHu3alMyd IPOU3BOJACTBA M KOHTPOJS KadyecTBA JIEKAPCTBEHHBIX
CPEACTB, YTBEPXKICHHBIC TIPUKAa30M MUHHCTEPCTBA MPOMBIIUIEHHOCTH W TOPTOBIU
Poccuiickoit ®enepauuu ot 14 wurons 2013 r. N 916 (3apeructpupoBaH B
MunuctepctBe tocturuu Poccuu 10 centsops 2013 1., peructpannoHHbii N
29938) (nanee - [IpaBuia opraHu3auu NPOU3BOICTBA)
4.1. |Bce nocrymnaromiyie UCX0IHOE ChIPhE U myHkT 138. (5.3)
YIaKOBOYHBIE MaTepHAIIBL, IpoMexKyTouHas | [IpaBui
U HepacpacoBaHHAs TPOTYKIIHS OpraHu3aIIH
MIPOBEPSIOTCS JIM Ha COOTBETCTBHE 3aKa3y? | IPOM3BOJICTBA;
nyHkKT 141. (5.6)
[IpaBun
OpTaHU3aIIH
MIPOM3BOJICTBA
4.2. |TapHble MecTa MapKHPYIOTCS JIn? nyHkT 138. (5.3)
[TpaBun
OpTaHU3aINH
IIPOM3BOJICTBA
4.3. |lloctymnaromme HCXOTHOE ChIPhE U nyHKT 140. (5.5)
YIaKOBOYHBIE MaTepHaIIbl TOMeNIatoTes i B | [IpaBui
KapaHTHUH J10 MTOJIy4eHHsI pa3pelieHns Ha OpraHu3aIH
MCTIOJIb30BAHUE UCXOIHOTO ChIPhsi? MIPOM3BOJICTBA
4.4. |IIpousBeneHHas TOTOBas MPOTyKIUS nyHkT 140. (5.5)

MIOMENUIAETCs JIU B KapaHTHH 10 noiyyeHuss | [IpaBun
paspelieHus Ha BBIITyCK TOTOBOM OpraHu3aliu
MPOAYKIIMH? MIPOU3BOJCTBA
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4.5.

VYcnoBus XpaHeHUs! HICXOJAHOTO ChIPhs

nyHkT 142. (5.7)

COOTBETCTBYIOT JIU TPEOOBAHUAM [TpaBun
HOPMAaTHUBHOM JJOKyMEHTaIlUH OpraHu3aIu
MIPOU3BOAUTEIISA? MIPOM3BOJICTBA
4.6. | YcioBus XpaHEHUS YITAKOBOYHBIX nyHKT 142. (5.7)
MaTepHaloOB COOTBETCTBYIOT JIN [TpaBun
TpeOOBaHUSM MTPOU3BOIUTEIS? OpraHu3alu
MPOM3BOJICTBA
4.7. | YcnoBus XpaHeHUs! TOTOBON MPOYKIMU nyHKT 142. (5.7)
COOTBETCTBYIOT JIK TPEOOBAaHUAM K [TpaBun
XpaHEeHHUIO, YTBEPKICHHBIM B IIpoliecce OpraHu3aIIH
perucrpauuu? IIPOU3BOJCTBA
4.8. |HcxomHOE ChIpbe XPaHUTCS JIH B MOPSKE, nyHkT 142. (5.7)
obecnieunBaroieM paszaenenue mno cepusim? | IlpaBun
OpTaHU3aIIH
IPOM3BOJICTBA
4.9. | YnakoBOYHbIE MaTepUabl XPAHATCS JIU B nyHKT 142. (5.7)
nopsijike, odecrieynBaromeM pasaenenue mo | [Ipasun
cepusim? OpraHu3aluu
MIPOM3BOJICTBA
4.10. |T'oToBas mMpOIYKIHUS XPAHUTCS JIK B OpsAKe, | MyHKT 142. (5.7)
oOecrieunBaroieM paszeneHue mo cepusm? | [IpaBun
OpraHu3aIIH
MIPOM3BOJICTBA
4.11. |Bce ucxomHoe ChIpbe, yIaKOBOUHBIE nyHkT 142. (5.7)
MaTepHualibl U MPOIYKIMS XPaHATCS JIU B [TpaBun
nopsiike, 00ecreyuBaroIIeM OYepeTHOCTh OpTaHU3aINH
MCIOJIb30BAaHUS CKJIAZICKMX 3a11acoB? IIPOM3BOJICTBA
4.12. |He nomyckaercs U OJTHOBPEMEHHOE WIIH nyHKT 144. (5.9)
IIOCJIEI0BATEIbHOE IPpOBeIeHNe onepanuii ¢ | [IpaBun
Pa3NUYHBIMU NIPOAYKTaMH B OJTHOM U TOM K€ | OpraHu3aluu
MTOMEIICHNH, 32 UCKIIFOYEHUEM TeX CIIy4aeB, |MPOU3BOJICTBA
KOTI'Jla HE CYLIECTBYET PUCKA NepenyThIBAHUS
WJIN TIEPEKPECTHON KOHTaAMUHAIINN?
4.13. |IIpomsBoauTeneM pazpaboTaHa u nyHKT 145. (5.10)
yTBep:KJIeHa JIM ITporpamma Meponpustuii o | [Ipasun
3alIuTe MPOIYKIIMH OT MUKPOOHOM U APYToii | OpraHu3alnuu
KOHTaMUHAIMK Ha BCEX CTaJUAX IIPOM3BOJICTBA
IIPOU3BOJCTBA?
4.14. |IIpomsBoauteneM pa3paboTaHa U nyHkT 145. (5.10)

YTBEPXKACHA JIU IPOrpaMMa MEpPOIIPUSATHI 110
3aIUTEe UCXOIHOTO ChIPbSI OT MUKPOOHOU U

[IpaBun
OpraHM3alyu
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Apyroil KOHTAMUHAIMK Ha BCEX CTaAMAX
IIPOU3BOJCTBA?

MIPOU3BOJICTBA

4.15. |IIpomsBoauTeneM pazpaboTaHa u nyHkt 145. (5.10)
yTBEpKACHA JIM MporpamMma MepornpusaTuii no | [Tpasun
3alIUTe YIIAKOBOYHBIX MAaTEPHAIIOB OT OpTaHU3aIIH
MUKpPOOHOU 1 pyroi KOHTAMHHAILIUY Ha MIPOU3BOJICTBA
BCEX CTaJUsX MPOU3BOICTBA?

4.16. |IIpemycMOTpEHBI I TEXHHYECKUE U (HITH) nyHkt 154. (5.19)
OpraHU3aIMOHHBIE MEPBI IS [TpaBun
MPEJOTBPAICHHS TEPEKPECTHOM OpTaHU3aIIH
KOHTaMHUHauu? IIPOM3BOJICTBA

4.17. |IIpomsBoauTteneM COONIOAACTCS JIH nyHKT 155. (5.20)
[IEPUOTUYHOCTH NIPOBEIeHNs MeponpusaTuil | [IpaBun
10 IPEJOTBPALLECHHIO ITEPEKPECTHOM OpraHu3aIiu
KOHTaMHUHAIMH U UX () (HEKTHBHOCTH B MIPOM3BOJICTBA
COOTBETCTBHUH C YTBEPKIACHHBIMU
MIPOU3BOIUTEIIEM TIPOLIEAYPAMU?

4.18. |HcxomHOE ChIphE 3aKyHaeTcs JIH TOJIBKO y nyHKT 161. (5.26)
YTBEPKACHHBIX TPOU3BOTUTEIIEM
MMOCTaBITUKOB?

4.19. |MapkupoBKa HaXOSAMIETOCsS B CKIAJICKOM nyHKT 164. (5.29)
30HE UCXOJHOTO CHIPBSi COOTBETCTBYET JIN [TpaBun
YTBEPKICHHON Tpou3BoauTeNeM hopme OpraHu3aIuu
CTaTyCHBIX 3TUKETOK? MIPOM3BOJICTBA

4.20. |IIpomsBoauTeneM yTBEPKACHBI U nyHKT 165. (5.30)
JOKYMEHTaIbHO 0opMIIeHbI U iporienypsbl, | [IpaBun
rapaHTHUPYIOUINE MOUTMHHOCTh OpTaHU3aINH
COJIEP’KUMOT0 KaXKJI0TO KOHTEWHepa MIPOU3BOJICTBA
HCXOJIHOTO CHIPhsi?

4.21. | B mpou3BOACTBE UCIIONB3YETCS JIU TOIBKO nyHKT 166. (5.31)
HCXOJIHOE CBHIPBE, pa3peIIeHHOE [TpaBun
MOJIpa3/IeJIeHueM KOHTPOJIS KauecTBa? OpTaHU3aIIH

MIPOU3BOJICTBA

4.22. | B nmpou3BOACTBE UCIOJB3YETCS I TOJIBKO nyHKT 166. (5.31)
HCXOJIHOE CBIPbE, UMEIOIIIEE HE UCTEKIINM IIpaBun
CPOK TOJJHOCTHU? OpraHu3aIuu

MIPOM3BOJICTBA

4.23. | O0ecrieueHo M XpaHEHUE TICYaTHBIX nyHKT 176. (5.41)
MaTepHuanoB B 0€30MaCHBIX YCIOBHSX, [TpaBun
UCKITIOYAIONINX AOCTYI MOCTOPOHHUX JIUI[? | OpraHu3aluu

MIPOM3BOJICTBA

4.24. | ObecrieueHO ¥ XpaHEHUE U nyHkt 176. (5.41)
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TPAHCIIOPTHPOBKA Pa3pe3aHHbIX 3TUKETOK U
APYTUX Pa3pO3HEHHBIX MEYaTHBIX
MaTepHAIIOB pa3AeibHO B 3aKPBITOH Tape,
UCKIJTIOYAIONIEeH UX NepenyThIBaHue?

[TpaBun
OpraHu3anuu
MIPOU3BOJICTBA

4.25. |Pa3pemienue Ha MCIIOJIb30BaHIE nyHKT 176. (5.41)
YIaKOBOYHBIX MAaT€pPUAJIOB BbIIACTCS JIH [TpaBun
TOJIBKO CIIEIIMAIbHO Ha3HAYCHHBIMH JIUI[AMH | OpTraHU3aI[uu
B COOTBETCTBUU C YTBEP>KICHHON MIPOU3BOJICTBA
MIPOU3BOUTENIEM HPOLETYPOI?

4.26. |Kaxmoit mocTaBke Wi CEPUN TIEPBUIHBIX nyHkT 177.(5.42)
WM TIEYaTHBIX YIIAKOBOYHBIX MaTepUAIOB [TpaBun
MIPUCBANBACTCSI JTU MICHTU(DUKAIIMOHHBIN OpraHH3aINH
HOMEp WIH UACHTU(DHUKAIIMOHHBIN 3HAK? MIPOU3BOJICTBA

4.27. | JloKkyMeHTaJIbHO odopmitsieTcs mu | myHKT 178. (5.43)
YHUYTOKCHUE IPOCPOYCHHBIX i | [TpaBun
HEMPUTOJIHBIX K HCIOJB30BAaHUIO TMEYATHHIX | OpraHU3aluu
WJIH TIEPBUYHBIX YIIAKOBOYHBIX MaTepUAIOB? | TPOU3BOJICTBA

4.28. |He momyckaercs M yIIaKOBBIBAaHHE nyHKT 179. (5.44)
MPOIYKIIUHN PAa3TUYHBIX BUJIOB B [TpaBun
HETMOCPEACTBEHHON OJM30CTH JIPYT OT JIPYTa, | OpraHU3aIluu
3a UCKIIOYEHUEM CITy4acs, MIPOU3BOJICTBA
npelycMaTpuBaomuX pusnieckoe
paznenenue?

4.29. |Ilepen Ha4aIoOM OTepaIuii Mo yImakoBKe nyHKT 180. (5.45)
MPEANPUHUMAIOTCS JTH MEPHI, [TpaBun
rapaHTUpYIOIIe, 9To pabodas 30Ha, OpraHH3aIiH
YIaKOBOYHBIC JTUHUH, TTEYATHBIC MAIIUHBI U | IPOU3BOJICTBA
Jpyroe o0opyI0BaHUE SIBISIFOTCS YACTBIMU U
HE COJIEPIKaT JIF0OBIC UCITOJIE30BABIIUECS
paHee JIeKapCTBEHHBIE CPEJICTBA,

YIaKOBOYHBIC MAaTEPHAIIBI WITH JOKYMEHTHI?

4.30. |OuncTKa JTUHUM TPOBOAUTCSA JU coriacHo | myHKT 180. (5.45)
YTBEPKACHHOU npousBoauTeneM | [Ipasun
nporeaype? OpraHu3aINH

MIPOU3BOJICTBA

4.31. |Ha xaxI0M YIIaKOBOYHOM MECT€ WM TUHUHM |TyHKT 181. (5.46)
YKa3bIBAIOTCS I HAMMEHOBAHKUE  HOMEP [TpaBun
CepUHU yIaKOBBIBAEMOU MPOTyKIINN? OpraHH3aIiH

MIPOM3BOJICTBA

4.32. | ObecnieuynBaroOTCs JIM MPEIOTBPALLICHUE U nyHKT 183. (5.48)

yCTpaHEeHuE JIF000N KOHTaMHHAITIH
MEPBUYHOMN YIIAKOBKH, TAKOW KaK OCKOJIKU
CTEKJIa ¥ METAJUTMYECKHE YaCTUIIBI?

IIpaBun
OpraHM3alyH
IIPOU3BOJCTBA
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4.33.

MapkupoBKa OIpOAYKIMU OCYIECTBIISETCS
71 OJHOBPEMEHHO C BBIIIOJIHEHUEM
COOTBETCTBYIOLIEH onepaiuu (GpacoBKH U
YIIaKOBKH?

nyHKT 184. (5.49)
[IpaBun
OpTaHu3aIIH
MIPOM3BOJICTBA

4.34. |3ammcu 0 MapKUPOBKE OPOPMIISIOTCS JTH nyHKT 184. (5.49)
OJTHOBPEMEHHO C BbINIOJHEHUEM onepauun | [IpaBun
(hacoBKH M yITaKOBKU? OpraHu3alu

MPOM3BOJICTBA

4.35. |IIpuHATHI 11 MEpbI, FapaHTUPYIOLIHE, UTO He |MyHKT 184. (5.49)
IIPOU30MET NEepEITy ThIBaHUS WU [IpaBun
o1O0YHONW MapKUPOBKU? OpraHH3aIiH

MIPOM3BOJICTBA

4.36. |Ilocne 3aBepIieHUs orepaIyii mo ymakoBke |myHKT 193. (5.57)
J00bIe OCTABIIMECS YITAKOBOYHBIE [TpaBun
MaTepHalIbl C HAHECEHHBIM Ha HUX HOMEPOM | OpTaHHU3aluu
CepUM YHUUTOXAIOTCA JIM C MOCJIEAYIOUIMM | IPOM3BOJICTBA
JTOKYMEHTaIBHBIM OQOpMIICHHEM?

4.37. |Bo3BpaT Ha CKJIa] HEMapKUPOBaHHBIX |IYHKT 193. (5.57)
YIaKOBOYHBIX MaTepHalioB mpousBoautcs i | [Ipasun
B COOTBETCTBUU c YTBEP)KJICHHOH | OpraHU3aIuu
IIPOU3BOIUTENIEM MPOLIEAYPOI? IIPOM3BOJICTBA

4.38. |Jlo MOMEHTa TIOJyYeHUs pa3penicHus Ha nyHKT 195. (5.59)
BBIITYCK MPOBOJUTCS JIM OLIEHKA KauecTBa [TpaBun
TOTOBOH MPOJYKIMY M JOKYMEHTALIMHU Ha OpTaHU3aINH
cepuio? MIPOU3BOJICTBA

4.39. |OTKIOHEHHBIC MAaTEPUAJIbI U TTPOTYKITHS nyHKT 197. (5.61)
MapKupyoTcs Jau?

4.40. |OTkiOHEHHBIE MaTepualbl W HpoayKuus |myHKT 197. (5.61)
XpaHATCS U pa3feibHO B 30HAX C
OTpaHUYEHHBIM JIOCTYIIOM?

4.41. |]leiicTBUS C OTKJIOHEHHBIMU MaTepuaiaMu U |myHKT 197. (5.61)
MPOIYKIHEH 0hOpMIISIOTCS JIH [TpaBun
JOKYMEHTaJIbHO? OpraHu3aluu

MIPOU3BOJICTBA

4.42. | ]JleiicTBUs C OTKIIOHEHHBIMU MaTepuanaMu U | TIyHKT 197. (5.61)
MPOAYKIHUEN CAHKIIMOHUPOBAHBI TN [TpaBun
YIOJTHOMOYEHHBIMH JTUIIAMU? OpraHH3aIiH

MIPOM3BOJICTBA
5. | KoHntponb kauecTBa

[IpaBuia opraHu3zalMyd TNPOU3BOACTBA M KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX
CPEACTB, YTBEPXKACHHbIEC NMPUKa30M MUHHMCTEPCTBA MPOMBIIUIEHHOCTH U TOPTOBIU
Poccuiickoit ®epepanuun ot 14 wurons 2013 r. N 916 (3apeructpupoBaH B
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MunucrepctBe tocturuu Poccuu 10 centsops 2013 1., peructpanvioHHbIn N

29938) (nanee - IIpaBuia opranuzanuy Npou3BOACTBA)

5.1. |IloxmpasneneHnue KOHTPOJIS KayecTBa nyHkT 203. (6.1)

HE3aBUCHMO JIU OT Apyrux noapasaenenuit? |[Ipasun
OpTaHU3aIIH
IPOM3BOJICTBA

5.2. |PykoBoaurens mojpasieneHuss KOHTPOIIS nyHkT 203. (6.1)
Ka4yecTBa UMEET JIU COOTBETCTBYIOILYIO [TpaBun
KBAJIM(UKALHMIO U OTIBIT paboThI? OpraHu3aIIH

MIPOM3BOJICTBA

5.3. |Ha npeanpustuu uMmeeTcs i KOHTpoibHas | myHKT 203. (6.1)

naboparopusi(u)? [IpaBun
OpTaHU3aIIH
IPOM3BOJICTBA

5.4. |KontponbHas nabopatopus obecrieueHa i1 | myHKT 208. (6.6)
MTOMEIICHUSMHU B 000pyIOBaHUEM JIJISt [TpaBun
KOHTPOJISI KaUeCTBa UCXOAHOTO ChIPh, OpraHu3aIIH
MaTEepHAIIOB U JICKAPCTBEHHBIX CPEJICTB, MIPOM3BOJICTBA
MIPOM3BOIUMBIX Ha PEANPHUATHN?

5.5. |Kontponsnas nabopatopus obecrieuena i | myHKT 208. (6.6)
MIEPCOHAJIOM JJIsl KOHTPOJIS KauecTBa [TpaBun
WCXOJIHOTO CBIPhsI, MATEPHATIOB U OpTaHU3aINH
JIEKapCTBEHHBIX CPEICTB, MPOU3BOJUMBIX Ha |IPOU3BOJICTBA
MpEeANPUATHH?

5.6. |IlmaHumpoBKa 30H KOHTPOJISI Ka4eCcTBa nyHkT 51. (3.5)
MCKITIOYAeT JIU CKBO3HOM mpoxoJ nepconana, |[Ipasun
He paboTarolero B Hux? OpraHu3aluu

MIPOU3BOJICTBA

5.7. |Ilmomanp W TUIaHMpPOBKA JabopaTopuii |myHKT 74. (3.27)
UCKITIOUaeT b7 nepenyThIBaHue u | [IpaBun
MEePEKPECTHYI0 KOHTAMHUHALIUIO? OpraHu3aIuu

MIPOM3BOJICTBA

5.8. |HwmeroTcs i BBIICTICHHBIC MECTA TS nyHkT 74. (3.27);
XpaHEeHHs 00pa3IoB U 3amucei? nyHKT 88. (3.41)

5.9. |KamnOpoBka KOHTPOJIBHO-U3MEPUTENHHOTO U | MyHKT 88. (3.41)
aHAJIUTUYECKOTO 000pY0BaHUSI (B TOM [IpaBun
qucJie BECOB, IPUOOPOB 11 MOHUTOPHUHTA) | OpraHU3aLUuU
MIPOBOJTUTCS JIH B COOTBETCTBUH C MIPOM3BOJICTBA
MHCTPYKIMAMU 110 UX paboTe U
00CITy )KHBaHUIO?

5.10. |KanubpoBka KOHTPOJIBHO-U3MEPHUTEIBHOTO U | TyHKT 88. (3.41)

aHAJTMTUYECKOT'0 000PY0BaHUs (B TOM

[IpaBun
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YHUCJIe BECOB, MPUOOPOB IS MOHUTOPUHTA)
MMPOBOAUTCH JIU B COOTBETCTBUU C
YTBEPIKIICHHOHN MPOU3BOAUTEIIEM

OpraHu3aINH
MIPOU3BOJICTBA

NEPUOAUYHOCTHIO?

5.11. |Bce omepanuu 1o KOHTPOJIIO B MPOIECCE myHKT 221. (6.18)
IIPOM3BOJICTBA OCYLIECTBISIOTCS JIU B [TpaBun
COOTBETCTBHUH C METO/IUKAMH, OpTaHU3aIIH
YTBEP)KICHHBIMH MOJIPA3/I€JIEHUEM KOHTPOJIS | IPOU3BOICTBA
KauecTBa’?

5.12. |Pe3ynbTaThl BceX ONEpAIHid 10 KOHTPOJO B |TIyHKT 221. (6.18)
npoiiecce npous3BoacTBa opopmisitorest | [IpaBun
JTOKYMEHTaJIbHO? OpTaHU3aIIH

MIPOM3BOJICTBA

5.13. |PeakTuBbl ¥ cTaHAAPTHBIE PACTBOPHI nyHKT 222. (6.19)
TOTOBSTCS JIN B COOTBETCTBHH C [TpaBun
MHCTPYKIMSAMU 110 X MCIIOJIb30BAaHUIO U OpraHu3aIIH
XpaHeHuto? IIPOU3BOJCTBA

5.14. |PeakTuBbl U CTaHAAPTHBIE PACTBOPHI nyHKT 222. (6.19)
MapKHUPYIOTCS JIU B COOTBETCTBUH C [TpaBun
WHCTPYKIUSAMH TI0 MX MCIIOJIb30BAaHHIO U OpTaHU3aIIH
XpaHEeHUIo? IIPOM3BOJICTBA

5.15. |Ha mocyne ¢ aHanuTUYECKUMU peakTuBamMHu | yHKT 223. (6.20)
WM CTaHIApTHBIMH PacTBOpaMu [TpaBun
YKa3bIBaeTCs JIM J1aTa, 10 KOTOPOil OHM MOTYT | OpraHU3aIuu
HCIIONBh30BaThes ("UCob30BaTh 10")? MPOU3BOACTBA

5.16. |Ha tape ykaspiBaeTcs Jid gaTa MOJyYCHUS myHKT 224. (6.21)
Ka)X/I0OTO BEI[ECTBA, UCIIOJIb3YEMOTO JIJIst [TpaBun
MIPOBEJICHUS UCTIBITAHU, C UHCTPYKIUSAMU | OpraHU3aluu
TI0 €ro MCIIOJIb30BAaHHIO U XPAaHEHUIO? MIPOM3BOJICTBA

5.17. |Ouenka KauecTBa roTOBOM MPOTyKIIUH nyHKT 205. (6.3)
MIPOBOAMTCS JIM HA OCHOBAHUU BCEX [TpaBun
(akTOpOB, KOTOPHIE MOTYT TOBJIHSATh HA €€ | OpraHU3aAIIH
KauecTBO (BKJIIOYasl yCIOBHS MPOU3BOJICTBA, |TPOU3BOJICTBA
pe3yabTaThl KOHTPOJIS B IPOLIECCe
MIPOU3BOJICTBA, 0030p MPOU3BOJICTBEHHON
JOKYMEHTAIH, COOTBETCTBHUE
creruguKanusM Ha TOTOBYIO TPOIYKIIHIO U
MPOBEPKY OKOHYATEIBHON YIIAKOBKH TOTOBOM
MIPOTYKITHH ) ?

5.18. |Ilepconan moapa3aeneHus: KOHTPOIs nyHkKT 206. (6.4)

KaueCTBa UMECT JIX JOCTYII B
MPOM3BOACTBEHHBIE 30HBI JJIs1 0TOOpa Mpo0 u
MIPOBEICHUS HCCIEA0BAHNN?

IIpaBun
OpraHM3alyH
IIPOU3BOJCTBA
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5.19.

Bcest mokyMeHTanus 1mo KOHTPOITIO Ka4ecTBa,
OTHOCAIIAACA K 3allUCAM 110 ITPOU3BOACTBY
CepHii IPOIYKINH, XPAHUTCS JIN B TCUCHHE
OJTHOTO T0/1a TIOCJIE UCTEYCHUS CPOKa
TO/THOCTH CEpUH U B TEYECHHE HE MCHEE IIATH
JIET TIOCJIE OLICHKU COOTBETCTBHS CEPUH
YIIOJIHOMOYEHHBIM JIUIIOM B YCTAaHOBJICHHOM
IIPOU3BOUTENIEM HTOpsIKE?

nyHKT 211. (6.8)
[IpaBun
OpTaHu3aIIH
MIPOM3BOJICTBA

5.20. |IIpoBoauTCs v OLIEHKA TEHICHIINH nyHKT 212. (6.9)
M3MEHEHHUS MTapaMeTPOB ISl HEKOTOPBIX [TpaBun
BUJIOB JaHHBIX? OpraHu3aIIH
MIPOU3BOJICTBA
5.21. | CoxpaHAOTCS U ABISIOTCS JIU nyHKT 213. (6.10)
JIETKOIOCTYITHBIMU JTabopaTopHbIe KypHanbl | [IpaBui
u (unm) 3anucu? OpraHu3alu
MIPOM3BOJICTBA
5.22. |I[IpousBomuTeneM OCyniecTBIsIeTCs Jid 0TOOp |myHKT 214. (6.11)
po0 B COOTBETCTBUU C [TpaBun
JTOKYMEHTHPOBAaHHBIMH MPOIETypaMu? OpTaHU3aIIH
IIPOM3BOJICTBA
5.23. | B nponenypax or6opa mpob onpeaeneHst a1 | myHKT 214. (6.11)
croco0 oTdopa MpoOBI ¥ KOJTUIECTBO [TpaBun
o0pasia, KOTOpoe JOJKHO OBITh 0TOOpaHO? | OpraHu3aIUH
MIPOM3BOJICTBA
5.24. | B npouenypax or6opa npob onpeaeneHsl i | myHKT 214. (6.11)
UCTIOJIb3yeMoe 000pYyI0BaHUE, TUI U [TpaBun
COCTOSTHUE Tapbl, HCMOIB3yEMOM [Tt 0TOOpa | OpraHU3aIiH
poobI? MIPOM3BOJICTBA
5.25. |IIpoBoauTcs 1 UACHTUDHUKAIHS Tapbl C nyHKT 214. (6.11)
0TOOpaHHBIMU MTPOOaMU U Tapbl, U3 KoTopo | [Ipasun
OBLTH OTOOPAHBI MPOOKI? OpraHu3aluu
MIPOU3BOJICTBA
5.26. | B nponenypax or6opa npod onpeaeneHsl i | myHKT 214. (6.11)
MPOIIETypBI TIO PA3/IEICHUI0 OTOOPAHHOTO [TpaBun
oOpa3ia Ha yacTu? OpraHu3aIuu
MIPOM3BOJICTBA
5.27. | B mporenypax oroopa mpob onpeaeneHsl 11 | myHKT 214. (6.11)
mo0bIe 0cOOBIe MEPHI MpeocTOpokHOCTH, | [IpaBuin
KOTOpbIE HE00OXO0IMMO CO0JII0/1aTh, 0OCOOEHHO | OpraHU3aluu
pu 0T60pe 00pa3loB CTEPUITHHBIX U MIPOU3BOJICTBA
BpPEHBIX BEIIECTB?
5.28. | B npouenypax orbopa npod onpeaenensl in | myHKT 214. (6.11)
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YCJIOBHS XpaHEeHHUs P06 ? [TpaBun
OpraHH3aIiH
MIPOM3BOJICTBA

5.29. |B npornenypax or6opa mpob onpeaeneHst a1 |myHKT 214. (6.11)
MIPOLIEAYPHI TTO OYMCTKE U XPAHECHHUIO [TpaBwt
obopyaoBaHus AJig 0TO0pa mpood? OpraHu3aluu

MIPOU3BOJICTBA

5.30. |OToOpaHHBIC KOHTPOIBHBIC 00PA3IIHI myHKT 215. (6.12)
MIPEJICTABIISIOT JIK co00i mpeacTaButenbHyto | [IpaBun
BBEIOOPKY CEpPHH HCXOTHOTO CHIPHSI, OpTraHH3aIIH
YIaKOBOYHBIX MaT€pPUAIOB MUJIH TOTOBOM MIPOU3BOJICTBA
MPOIYKITHH?

5.31. |DTukeTka Tapbl C OTOOPaHHBIMU 00pa3namMu | yHKT 216. (6.13)
COJICP>KUT JIK HH(POPMALIHUIO O €e [TpaBun
COJIEPKUMOM? OpraHu3aluu

MIPOU3BOJICTBA

5.32. |DTukeTKa Tapbl C OTOOpaHHBIMU 00pa3namMu | MyHKT 216. (6.13)
COJICPKUT JIK HH(POPMAIIHIO O HOMEPE [TpaBwt
cepun? OpraHu3aluu

MIPOU3BOJICTBA

5.33. |DTukeTKa Tapbl ¢ 0TOOpaHHBIMU OOpa3namMu | MyHKT 216. (6.13)
COJICPKUT JI HH(HOPMAIIHIO O J1aTe oTOopa [TpaBun
mpo6? OpraHU3aINH

MIPOU3BOJICTBA

5.34. |DTHKeTKa Taphl ¢ OTOOpaHHBIMH OOpa3mamMu | yHKT 216. (6.13)
COJICPXKUT JIK 0003HAYCHHUE YITAKOBKH, U3 [TpaBun
KOTOPOU 3TU IPOOKI ObUTH 0TOOpaHbI? OpraHHu3alu

MIPOM3BOJICTBA

5.35. | Meroauku KOHTPOJIS KayecTBa nyHKT 218. (6.15)

BaJTUIMPOBAHBI JTH? [TpaBun
OpraHu3aINH
MIPOU3BOJICTBA

5.36. |Bce ucnbITaHus MPOBOIATCS JIA B nyHKT 218. (6.15)
COOTBETCTBUH C METOIUKAMHU, [TpaBun
MIPUBEICHHBIMH B PETHCTPAIIIOHHOM JIOChe? | OpraHu3aIuu

MIPOM3BOJICTBA

5.37. |llomyueHHBIE pe3yabTaThl UCIIBITAHUIN nyHKT 219. (6.16)
JOKYMEHTAITBHO O(POPMIISFOTCS 1 [TpaBw
MIPOBEPSIIOTCS JIH JJIsl TAPAHTUN UX OpraHH3aIiH
COOTBETCTBUS APYT APYyTY? MIPOM3BOJICTBA

5.38. | Bce omepanuu 1o KOHTPOJIIO B MPOIIECCE nyHkT 221. (6.18)

MPOU3BOACTBA OCYHICCTBJIAKOTCA JIA B

[IpaBun
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COOTBETCTBUU C METOIUKAMH,
YIBEPXKIAECHHLIMHU OAPA3AEIIEHUEM KOHTPOJIA
KauecTBa’?

OpraHu3aINH
MIPOU3BOJICTBA

5.39. |PesynbraThl onepanuii o KOHTPOJIIO B nyHKT 221. (6.18)
nporecce npou3BoacTBa opopmisitores i | [IpaBun
JOKYMEHTaJIbHO? OpraHu3aIH

IIPOU3BOJICTBA

5.40. |Ilocne BhITyCKa B 0OpalieHue MyHKT 226. (6.23)
MIPOU3BOIUTENIEM IIPOBOAUTCS JIU [TpaBun
MOHHUTOPHHT CTAOUIBLHOCTH JIEKAPCTBEHHOTO | OpraHu3aluu
npernapara B COOTBETCTBUHU C YTBEPXKIEHHON |IIPOU3BOICTBA
pOrpaMMoii?

5.41. |IIporpaMma Mmociaeayomero u3y4eHms myHKT 229. (6.26)
CTaOMJIBHOCTH JIEKAPCTBEHHBIX CPEJICTB [TpaBun
odopmIIeHa I JOKYMEHTaJIbHO B OpTaHU3aIIH
COOTBETCTBUH C TPEOOBAHUAMH, MPOM3BOJICTBA
YCTaHOBIICHHBIMH ITyHKTaMu 92 - 134
[IpaBui opranu3anuy NpoU3BOJCTBA U
KOHTPOJISI KaueCTBa JIEKapCTBEHHBIX CPEJICTB,

YTBEP)KJICHHBIX PUKa30M MuHOpoMTopra
Poccun ot 14 mrons 2013 r. N 916?

5.42. | O6opynoBaHue, UCIIOIB3YEMOE JIIIS myHKT 229. (6.26)
U3y4YeHUs CTAOUIIBHOCTH JIEKapCTBEHHBIX [TpaBun
CPEICTB OOCITYKUBAETCS JIU B COOTBETCTBUM | OPraHU3AINH
¢ TpeOOBaHUSAMH, YCTAHOBJIEHHBIMHU MIPOM3BOJICTBA
nmyHkTamu 46 - 91 IpaBun opranuzanuu
MIPOM3BOJICTBA U KOHTPOJISI KAuecTBa
JIEKapCTBEHHBIX CPEJICTB, YTBEPIKICHHBIX
npuka3zoM Munnpomtopra Poccun ot 14
ntoHs 2013 r. N 916, u [Ipunoxenunem N 15
k [IpaBunam opraHusanuu Npou3BOACTBA U
KOHTPOJISI KaueCTBa JIEKapCTBEHHBIX CPEJICTB,

YTBEP)KJICHHBIM MpHKa3oM MHHIIpoMTOpra
Poccun ot 14 uronsa 2013 r. N 9167

5.43. | Otuet o0 paboTe 1Mo mporpamme nyHKT 230. (6.27)
MOCTIeTYIOIEro U3yUeHUsI CTA0MIIBHOCTH [TpaBun
JIEKapCTBEHHBIX CPE/ICTB BKIIIOUAET JIU B ce0sl | OpraHu3aluu
BECh MIEPHUOJ 10 UCTEYEHHSI CPOKA TOJHOCTH | TPOU3BOJCTBA
MPOTYKIIMH?

5.44. |Ywucno cepuil ¥ MEpUOANIHOCTD UCTIBITAHUN | TyHKT 232. (6.29)
CTaOUJIbHOCTH JIEKAPCTBEHHBIX CPEJICTB [TpaBun
MO3BOJISIOT JIU IPOBOAUTH aHAJIH3 OpraHu3aIH
TEH/ICHIINI N3MEHEHHUS? IIPOU3BOJICTBA

5.45. |Pe3ynbTaThl NOCIEAYIOMIETO U3YUEHHUS nyHKT 234. (6.31)



http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100574&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100580&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100287&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100427&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100583&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100232&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100284&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=102816&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100583&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100584&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100594&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=191811&dst=100596&fld=134

CTaOWUILHOCTHU AOCTYTIHBI JIU ISt [TpaBun
MPEICTABJICHUS YIIOTHOMOYCHHOMY OpraHH3aIiH
(benepaabHOMY OpraHy MCIIOJIHUTEIHHON MIPOU3BOJICTBA
Biactu?

5.46. |IIpoBoaWTCS JIK aHAIKM3 CITy9aeB BBIXOA myHKT 235. (6.32)
PE3yNbTaTOB aHAM30B 32 MPeIebl [TpaBun
cnenudukanun’? OpraHu3alu

MIPOU3BOJICTBA

5.47. |IIpoBoauTCs MM aHATHU3 TCHICHIIUI nyHKT 235. (6.32)
CYIIECTBECHHBIX HETUITUIHBIX PE3yJIHTATOB [TpaBw
aHaJINU30B? OpraHH3aIiH

MIPOM3BOJICTBA

5.48. |IloaTBepKICHHBIC BBIXOJBI 32 MPEICITBI myHKT 235. (6.32)
creru(pUKaIUU UK CYIECTBEHHbIS [TpaBun
HETaTHBHBIC TCHJICHIIUU PE3yJIbTaTOB OpraHH3aINH
aHAJIM30B JJOBOJSATCS JIU 10 CBEACHUS MIPOU3BOJICTBA
YIOJIHOMOYEHHOTO (heJiepabHOTO OpraHa
UCIIOJHUTENILHOM BacTu?

5.49. | lokyMeHTalbHO 0(OPMIISIOTCS JIN MYyHKT 236. (6.33)
3aKITIOYCHHUS TI0 U3yUEHHUIO CTAOMILHOCTH [TpaBwt
JIEKapCTBEHHBIX CPE/ICTB, B TOM YHCIIE OpraHH3aIiu
MTPOMEKYTOYHBIC BBIBOIBI? MIPOM3BOJICTBA

5.50. |/laHHbIE MO CTAOMIBHOCTH JIEKAPCTBEHHBIX | MMyHKT 236. (6.33)
CpeACTB MOJBEPraroTCs Ju nepuonnieckomy | I[pasun
0030py? OpraHu3aIuu

MIPOM3BOJICTBA
6. |KoHTponbHBIEC U apXUBHBIE 00pa3Ibl KAa4eCTBA
[IpaBuia opraHu3zanuyd TMPOU3BOJACTBA M KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX
CPEJICTB, YTBEPKICHHBIC TTPUKa30M MUHUCTEPCTBA MPOMBIIUICHHOCTH U TOPTOBIIH
Poccuiickoit ®eneparun ot 14 wumrons 2013 r. N 916 (3apeructpupoBaH B
MunucreperBe toctuiun Poccun 10 cents6ps 2013 r., perucrpaunoHHbii N
29938) (nanee - [IpaBuna opraHu3aiuy MPoOU3BOACTBA)
6.1. |OcymiecTBIseTCS IM XpaHEHHE KOHTPOJIBHBIX | MyHKT 6. (2.2)
U (U1IM) apXUBHBIX 00pa3noB Kaxaou cepun | [Ipasun
TOTOBOM MPOTYKITUU? OpraHu3aIuu
MIPOM3BOJICTBA
6.2. |OcymecTBiseTcs M XpaHEHHE KOHTPOJIBbHBIX | TYHKT 6. (2.2)
1 (W) apXUBHBIX 00pa3IOB HCXOIHOTO [TpaBun
CBIPBS KaX 101 cepuu? OpraHH3aIiH
MIPOU3BOJICTBA
6.3. |OcymecTBasieTCs M XpaHEHUE KOHTPOJIBHBIX | TyHKT 6. (2.2)
U (UJIK) apXUBHBIX 00pa3lloB [TpaBun
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MPOMEKYTOYHOU MPOIYKIIMU KXKI0U CEpUH? | OpraHu3aIuu
MPOM3BOJICTBA

6.4. |Ha npeanpustuu oCymecTBIsETCS I nyHKT 6. (2.2)
XpaHeHHe KOHTPOJILHBIX 00pa3noB Kaxaon | [IpaBuin
CepHH NIEPBUYHBIX YITAKOBOYHBIX OpraHHu3alum
MaTepHaNIoB U MIEYaTHBIX MaTEepPUAIOB? NPOM3BOJICTBA

6.5. |Benercs nu noKyMeHTalus, MO3BOJISIOMAs | MyHKT 8. (2.4)
00€eCTIeYnTh MPOCIIE)KUBAEMOCTh [MpaBwn
KOHTPOJIBHBIX U apXUBHBIX 00pa31oB? OpraHH3aLuH

MIPOM3BOJICTBA

6.6. |3ammcu ydera IBHKECHUS KOHTPOJIBHBIX U nyHKT 8. (2.4)
apXMBHBIX 00PA3LOB SBISIOTCS JIH [paBun
JOCTYITHBIMHU YIIOJTHOMOYCHHBIM OpraHHu3alum
(benepanbHBIM OpraHaM UCIIOJHUTEIBHON NPOM3BOJICTBA
BJIACTH?

6.7. |KoHTpoJbHBIC U apXUBHBIC 00pa3ibl Kaka0i |myHKT 9. (3.1)
CEpHH TOTOBOM MPOAYKIMU XPAHSITCS JIU B [TpaBun
TEYEeHHE CPOKA TOAHOCTH CEPUU H OJTHOTO OpTaHU3aIIH
rojia Mocje UCTeUeHHUs! CPOKa TOAHOCTU? NPOM3BOJICTBA

6.8. |KouTposbHbIii 0Opasel yrakoBaH ju B ero | myHKT 9. (3.1)
MEPBUYHYIO YIIAKOBKY? [IpaBun

OpTaHU3aINH
MIPOM3BOJICTBA

6.9. | OOpa3ipl UCXOIHOTO CHIPbS (KpoMe nyskt 10. (3.2)
pacTBOpPHUTEIIEH, Ta30B WU BOJIbI, [TpaBun
NpeIHa3HAYEHHBIX IS TEXHOJIOTHYESCKIX OpraHu3aIUH
1esIeit) XpaHsaTCs JIM B TeUeHUE HE MEHee MIPOM3BOJICTBA
JBYX JIET MOCTIE BBIMYCKa JIEKAPCTBEHHOTO
npenapara?

6.10. | YmakoBo4HbIC MaTepuaibl XpaHarcs i He | myHKT 10. (3.2)
MeHee CpOKa TOJTHOCTH cooTBeTcTBYtomero | [IpaBuin
TOTOBOTO MPOJYKTa? OpTaHU3aIIH

MIPOM3BOJICTBA

6.11. | KoHTposbHBIE 00pa3bl XpaHITCS JIU B nyskr 11. (4.1)
KOJIMYECTBE JIJIsl TPOBENICHUs IByKpaTHOTro | [IpaBmi
MOJTHOTO aHAJTUTHYECKOTO KOHTPOJISI CEPUM | OpTaHU3aLuU
MPOJYKIIMU B COOTBETCTBUH C MIPOM3BOJICTBA
TpeOOBAaHUSAMU, YCTAHOBICHHBIMH TIPH
roCy/1apCTBEHHOW perucTpaunn’?

6.12. | OrOupaeMbie KOHTPOJIBHBIE 00PA3IIBI nyHkT 13. (4.3)

SIBIISTFOTCSI JTU PEIIPE3CHTATHBHBIMU JIJISI
CEpUU UCXOAHOTO CBHIPhS, MPOMEKYTOUHOM

[IpaBun
OpraHM3alyu
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WJIA TOTOBOM MPOYKIUH, U3 KOTOPOU OHU
otoOpaHbI?

MIPOU3BOJICTBA

6.13. | YcinoBus XpaHeHHs: KOHTPOJIBHBIX 00pa3ioB | myHKT 16. (5.2)
COOTBETCTBYIOT JIU TPEOOBAHUSM, [TpaBun
YCTaHOBJIEHHBIM IIPU OCYAaPCTBEHHON OpraHu3aluu
perucTparym JeKapcTBEHHOT0 cpecTBa? IIPOU3BOJCTBA
6.14. |Benercs Jiu HENIPEPBIBHBII MOHUTOPUHT nyHKT 16. (5.2)
TEMIIEPATyPHOI'0 PEKUMa XpaHEHUS [TpaBun
apXUBHBIX 00PA31I0B B COOTBETCTBUHU C OpraHu3aIIH
YCIIOBHSIMH, YTBEP)KJACHHBIMU TIPU MIPOM3BOJICTBA
rOCyJJapCTBEHHOH perucTpaniu
JIEKapCTBEHHOTO cpeacTBa’?
6.15. | ApxuBHBIE 00pa3Ibl XPAHITCS JIA Y nyHKT 24. (8.3)
IIPOU3BOIUTENS, UMEIOLIETO JIULIEH3UIO Ha [TpaBun
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB? OpraHu3aluu
IIPOU3BOJCTBA
6.16. | ApxuBHbIe 00pa3Ibl JOCTYIIHBI JIU JUIS nyHKT 24. (8.3)
YIOJHOMOYEHHOTO (eiepaibHOro opraHa [TpaBun
WCIIOJHUTENIbHOM BIacTu? OpraHu3aIH
IIPOU3BOJICTBA
6.17. |OnpeneneHa ju COrJaICHUEM nyHKT 25. (8.4)
(corynameHus M) MEX/1y BCEMU IIpaBun
Y4acTBYIOLIMMH CTOPOHAMHU OpraHu3aIIH
OTBETCTBEHHOCTH 3a OTOOP U XpaHEHHUE IIPOU3BOJICTBA
apXMBHBIX 00PA31I0B IPU YUACTUH B
MOCJIeIOBATENILHOCTH ""BBO3 - MPOIIECC
YITAKOBKH - KOHTPOJIb - BBIITYCK cepun”
6oJiee OJTHOrO MPOU3BOIUTENS B IIpeeiax
Poccuiickoit denepanun?
7. |IIpereH3uu U OT3bIB NPOIYKIIUU
[IpaBmia opraHu3zanuy TMPOU3BOJACTBA M KOHTPOJII KadecTBa JIEKAPCTBEHHBIX
CPEeZCTB, YTBEPXKAECHHbIE MPUKAa30M MUHHMCTEPCTBA MPOMBIIIUIEHHOCTH U TOPTOBIU
Poccuiickoit ®enepanuu ot 14 wurons 2013 r. N 916 (3apeructpupoBaH B
MunucrepctBe rocturuu Poccum 10 centsops 2013 1., peructpannoHHbd N
29938) (nanee - [IpaBuia opraHu3anuy NpoOU3BOICTBA)
7.1. |IIpomsBoauTenem yTBepxaeHa u opopmieHa |myHKT 256 [IpaBun
JIM TOKYMEHTAJIbHO crcTeMa ObICTPOro U OpraHu3aIIH
3¢ (HEKTUBHOTO OT3bIBA C PHIHKA MPOIYKIIMH C | TPOU3BOICTBA
BBISIBIICHHBIMH MJIH MTPEAIIOIaraeMbIMH
HapyUIeHUSIMU KauecTBa?
7.2. |IIpom3BoauTeNeM yTBEPKACHBI JIH IyHKT 256 IIpaBun

IPOLEelyphl PACCIEIOBAHUS BCEX MPETEH3UM | OpraHu3aluu
1 nH(pOpMaIuK, Kacaromencs MOTeHIUAIBHO | TPOU3BOICTBA
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HeZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX
cpencts?

7.3. |Ha mpeanpusitun onpeneneHo im nyHkT 257. (8.1)
OTBETCTBEHHOE JIMIIO 32 PACCMOTPEHHE [TpaBun
MIPETEH3UN U NIPUHATHE PELICHU, UMEIOLIee | OpraHu3aluu
[IPaBO MPHUBJIEKATH HEOOXOIUMBIHN MepcoHal? | IPOU3BOICTBA

7.4. | YIOIHOMOYEHHOE JTUI0 MOCTABIICHO JIU B nyHKT 257. (8.1)
M3BECTHOCTH 000 Bcex (akTax npeabsiBieHus | [IpaBun
NpeTeH3uil, pacciael0BaHui U OT3bIBOB OpraHH3aIiH
MPOIYKIUU? IIPOU3BOJCTBA

7.5. |IlpousBoaurenemM yTBEPKIEHBI JIU nyHKT 258. (8.2)
IpoIelyphl IO PACCMOTPEHHUIO peTeH3uit Ha | [IpaBun
MOTEHIMATIBFHO HeTOOPOKaYeCTBEHHBIE OpTaHU3aIIH
JIeKapCTBEHHbIE CpelcTBa? IPOM3BOJICTBA

7.6. |IIpomsBoauTesieM yTBEPKACHBI JIH nyHKT 258. (8.2)
MIPOIIETyPBI TIO IPUHSATHIO PEIICHUS 00 [TpaBun
OT3bIBE HEJOOPOKAUECTBEHHOM MPOAYKIMHU? | OpraHU3aliH

MIPOM3BOJICTBA

7.7. | OnpenesneH JIM MOPSAOK PETUCTPAIIT nyHKT 259. (8.3)
IIPETEH3UM 110 Ka4eCTBY IIPOYKIIMH C IIpaBun
YKa3aHHEM UCXOHBIX TaHHBIX? OpraHu3aluu

MIPOM3BOJICTBA

7.8. |PemnieHus u Mepbl, MPUHATHIC TIO pe3yJibTaTaM | yHKT 261. (8.5)
paccMoTpeHHs 000 MpeTeH3uH, [TpaBun
JOKYMEHTAIBHO 3a()MKCHUPOBAHBI JIH? OpTaHu3aIIH

MIPOU3BOJICTBA

7.9. |Peruenus u Mepbl, IPUHATHIE IO pe3yibraTaM | yHKT 261. (8.5)
paccMoTpeHHs 000 MpeTeH3nH, [TpaBun
BKJIFOUEHBI JTU B COOTBETCTBYIOIIEE IOChE HA | OpraHU3aIluu
ceputo? MIPOU3BOJICTBA

7.10. |PerynspHO aHATH3UPYIOTCS U MyHKT 262. (8.6)
JOKYMEHTaIbHO O()OPMIISIOTCS JIU 3aITUCH [TpaBun
paccMOTpeHHs IPETEH3UH ¢ IENbI0 OpTaHU3aINH
BBISIBJICHUSI CTIEU(DUYECKUX U MIPOU3BOJICTBA
MOBTOPSIOLINXCS (PAKTOPOB, KOTOPHIE
TpeOyIOoT 0c060ro BHUMaHUS U MOTYT
MIPUBECTH K OT3BIBY MPOTYKIIUU?

7.11. |Onpenenen nu nopsanok nHGopMupoBaHusi | yHKT 264. (8.8)

COOTBETCTBYIOIIETO YIIOJTHOMOUYEHHOTO
(dhenepasbHOTO OpraHa UCTIOTHUTEIHPHON
BJIACTH B CJIy4ae, €CIM NPePUHUMAIOTCS
JICHCTBUA, SIBJIAIONIHECS CIIEICTBUEM

[IpaBun
OpraHH3alyH
IIPOU3BOJCTBA
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BO3MOXKHBIX OIIMOOK B IPOU3BOJICTBE,
YXYIIICHUS] Ka4eCTBa MPOIYKIINH,
BBISIBIICHUS (paTbCUPUITUPOBAHHOMN
MPOAYKLIUH U JPYTUX CEPbE3HBIX
po0JieM, CBA3aHHBIX C KAYECTBOM
MPOIYKIINH?

7.12. | OcymiecTBisieTcst I ONEPaTUBHBIN OT3bIB myHKT 267. (8.11)
IPOAYKLUU? [TpaBun

OpraHu3aIIH
MIPOU3BOJICTBA

7.13. |3amucu 1o oTrpy3Ke coaepxkar Ju myHKT 269. (8.13)
nH(popMalro 00 OpraHu3alusix ONTOBON [IpaBun
TOPTOBJIM JIEKAPCTBEHHBIMH CPEJICTBAMHU U OpraHu3aIH
NpSIMBIX 3aKa3uuKax (azpeca, HoMepa IIPOU3BOJICTBA
TenedoHoB U (unu) pakcos B paboyee U B
Hepalouee Bpemsi, HoMepa cepuil 1 00bEMBI
IIOCTaBOK?

7.14. |BwigeneHa qu U30JIMpPOBAHHAS 30HA IS nyHKT 270. (8.14)
XpaHEHMs OTO3BaHHOU nMpomapkrupoBaHHON | [IpaBun
IPOAYKLUU 10 IPUHATHS PEILICHH O €€ OpraHu3aIIH
TabHEHINeM UCTIOIB30BAHNH ITH MIPOM3BOJICTBA
YHUUYTOXKEHUU?

7.15. | OxoHYATEIbHBII OTYET CONEPKUT JIH nyHKT 271. (8.15)
MaTepuaIbHbINA OaaHc Mex Iy koaudectBoM | [Ipasui
MOCTaBJICHHOW U BO3BpAIllEHHON OpraHu3aIIH
HeZ00pOKaYeCTBEHHON MPOAYKIIMH? IIPOU3BOJACTBA

7.16. | JlokyMeHTaIbHO OPOPMIISETCS JIK OTYET 1o | myHKT 272. (8.16)
aHanmu3y 3¢ ¢pexTuBHOCTH Meponpusatuii mo | I[IpaBun
OT3BIBY MIPOIYKITUH? OpTaHU3aIIH

MIPOM3BOJICTBA
8. |IIpereH3uu U OT3BIB MPOIYKIIHU
®denepanbHbiii 3akoH ot 27 gekabps 2002 1. N 184-®3 "O TexHUYECKOM
perynupoBanun" (CoOpanue 3akoHonarenscTBa Poccuiickoit @eneparuu, 2002, N
52, ct. 5140; 2017, N 31, ct. 4765) (nanee - ®enepanbhblii 3akoH N 184-D3)

8.1. |HMudopmanms 0 HECOOTBETCTBUHU Cratbs 37
BBIIYILIEHHOW B 00pallieHrne NpoayKIHH denepanbHOTrO
TpeOOBaHUSAM HOPMATHBHOM JTOKyMeHTauu |3akoHa N 184-D3
HaTpaBJISIETCS JI B OPraH rocy1apCTBEHHOTO
KOHTpOJISI (HaA30pa) B COOTBETCTBUU C €TO
KOMIIETCHIINEHN B TCUSHUE JIECATH JHEH C
MOMEHTA MOJTy4YeHHUs] yKa3aHHOU
uHpopmanun?

8.2. |IIpoBomuTCst M MPOBEPKA TOCTOBEPHOCTH Cratbs 38
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nH(pOpMaIIUK O HECOOTBETCTBUH MPOAYKITUN
TpeOOBaHUSAM HOPMATHBHON JOKYMEHTAIIHH
B TCUECHHE JCCATH JHEH ¢ MOMEHTA
noJry4eHus napopmanuu’?

®denepaabHOTro
3akoHa N 184-®73

8.3. |Ilpu moaTBepkKIEHUU JTOCTOBEPHOCTH Cratbs 38
nH(pOpMaIIUK O HECOOTBETCTBUU MpoAyKiuuu | DeaepanbHOro
TpeOOBaHUSAM HOPMATUBHOU JOKyMeHTauuu |3akoHa N 184-D3
B T€UECHHE JCCITH THEN pa3pabaTbIiBaeTCs n
IIporpaMMa MepOIpPHUATHI 110
MPEIOTBPALLCHUIO IPUYMHEHUS Bpelia U
COIJIACYETCsl C OPraHOM I'OCYApCTBEHHOIO
KOHTPOJIA (HaJa30pa) B COOTBETCTBUH C €T0
KOMIICTCHITUCH?

8.4. |B ciry4ae HEeBO3MOKHOCTH YCTPaHCHUS Cratbsa 38
yIpo3bl IPUYMHEHHUS Bpeia mpousBoauTesieM | DeaepanbHOro
JIEKapCTBEHHBIX CPEJICTB MPUHUMACTCS JIN 3akona N 184-D3
pelieHue o NpUOCTaHOBKE MPOU3BOJCTBA U
peanu3anuy MPOAYKIIMH U OT3hIBE
IPOSYKIUU?

9. VHu4TOXCHHNE HEA00POKaYECTBEHHBIX JIEKApCTBEHHBIX CpEACTB,
banbcUPUIMPOBAHHBIX JIEKapCTBEHHBIX CPENCTB u KOHTpa(aKTHBIX
JIEKApCTBEHHBIX CPEJICTB
[IpaBuna yHMUYTOXXEHHS HEIOOPOKAYECTBEHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
banbcuPUIIPOBAHHBIX JIEKAPCTBEHHBIX CpEenCTB u KOHTpa(aKTHBIX
JIEKApCTBEHHBIX CPEJICTB, YTBEPXKJACHHBIC TIOCTaHOBIeHHEeM [IpaBuTenbCTBA
Poccuiickoit ®enepaumu ot 3 okrsaops 2010 r. N 674 (Cobpanue
3akoHojarenbeTBa Poccuiickoit @epepanuu, 2010, N 37, ct. 4689; 2016, N 4, crt.
535) (manee - [IpaBuiia yHUUTOKEHUS JICKAPCTBEHHBIX CPEJICTB)

9.1. |Hwmeetcs U 1OTOBOP C OPTaHU3AIMEH TTO nyHKT 8 IIpaBun
cOOpy, UCTIOIB30BAHMIO, O0E3BPEIKUBAHUIO, | YHHUTOKCHUS
TPAHCIIOPTUPOBKE U PA3MEIICHHUIO OTXOA0B | |ekapCTBEHHBIX
- [V kiacca onacHOCTH Ha YHHUYTOKEHHE CPEIICTB
HEJ0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CPEeICTB, Gabcu(PUIINPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB U KOHTPa(aKTHBIX
JIEKApCTBEHHBIX CPEICTB?

9.2. |B akrax 00 YHUYTOXCHHUH JICKApCTBEHHBIX nyHKT 11 ITpaBun
CPENICTB, YKA3bIBAETCS JIM 1aTa YHUUTOKEHUS | yHUUTOXKEHUS
JIEKapCTBEHHBIX CPENICTB? JIEKapCTBEHHBIX

CPENCTB
9.3. |B akrax 00 YHUYTOXCHHH JICKApPCTBEHHBIX nyHKT 11 [IpaBun

CpCACTB, YKA3bIBACTCA JIX MECTO
YHUYTOXKCHUSA JICKAPCTBCHHBIX CpGI[CTB?

YHUUYTOXCHHUS
J'IeKapCTBeHHI)IX
CpeICTB
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9.4.

B aktax 00 yHUYTOXEHUH JIEKaPCTBEHHBIX
CPEeACTB, YKa3bIBAIOTCS JIU (paMUIIHSL, UM,
OTYECTBO JIHL, MIPUHUMABIINX y4aCTHE B
YHUUYTOKEHUU JIEKAPCTBEHHBIX CPEICTB, UX
MecTO paboThl U TOJKHOCTD?

nyHKT 11 [IpaBun
YHUYTOXKCHUA
JIEKapCTBEHHBIX
CpeACTB

9.5. |B akrax 00 yHUYTOXXEHUH JeKapCcTBEeHHbIX  |MyHKT 11 IlpaBun
CPEICTB, YKa3bIBA€TCS 1M 0OOCHOBAHUE YHUUYTOXCHHUS
YHUYTOXKEHUS JIEKAPCTBEHHBIX CPEJICTB? JIeKapCTBEHHBIX

CPEICTB

9.6. |B akrax 00 yHUYTOXEHUH JICKApPCTBEHHBIX myHKT 11 [IpaBun
CPEeZCTB, YKa3bIBAIOTCS JIU CBEJICHUS 00 YHUYTOXKEHUS
YHUYTO)KEHHBIX JIEKaPCTBEHHBIX CPEJICTBAX  |JIEKAPCTBEHHBIX
(HauMeHOBaHUe, JIeKapCTBEHHAas Gopma, CPEICTB
JO3UPOBKA, €AMHULIBI U3MEPEHUS, CepUsl) U
UX KOJIMYECTBE, O Tape UM yHaKoBKe?

9.7. |B akrax 00 YyHUYTOXXEHHUHU JeKapcTBeHHbIX | TyHKT 11 [IpaBun
CPEICTB, YKa3bIBACTCS JIM HANMEHOBaHHE YHUUYTOXKCHHUS
IIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEJICTB? JIeKapCTBEHHBIX

CpEICTB

9.8. |B akrax 00 yHUYTOXEHUH JICKApCTBEHHBIX myHKT 11 [IpaBun
CPEICTB, YKa3bIBAIOTCSI JIU CBE/ICHUS O YHUYTOXKECHUS
BJIQ/IEIIbIIE JIEKAPCTBEHHBIX CPEJCTB? JIeKapCTBEHHBIX

CPEICTB

9.9. |B akrax 00 yHUYTOXEHUH JIeKapCTBEHHbIX | myHKT 11 [IpaBun
CPEICTB, YKa3bIBAETCSA JIH CIIOCO0 YHUYTOXKEHUS
YHUYTO)KEHHUS JIEKAPCTBEHHBIX CPEACTB? JIEKapCTBEHHBIX

CpEeICTB

9.10. | AKTBI 00 YHHUUYTOXKEHUH JIEKAPCTBEHHBIX nyHkT 12 [IpaBun
CPEJICTB COCTABJISIOTCS JIU B IEHb YHUUYTOXKCHHUS
YHUYTOXXEHUS HEJOOPOKaYECTBEHHBIX JIEKapCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB U (MJIN) CpPENCTB
banbcUPUIMPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

9.11. | AKT 00 YHHUYTOXCHHUH JICKAPCTBEHHBIX nyHKT 13 [IpaBun
CPEIICTB WM €ro KOMHs B TeYEHUE 5 pabouuX | yHUYTOKEHUS
JTHEH CcO JTHA €ro COCTaBJICHUS HANpPABJISAETCS | JIEKapCTBEHHBIX
JIY BJIAJIENbIIEM YHHUUTOKEHHBIX CpenCTB
JIEKapCTBEHHBIX CPE/ICTB B YIIOJTHOMOYEHHBII
opran?

10. |XpaHeHue TeKapCTBEHHBIX CPEICTB

[IpaBuia opraHu3zanuy NPOU3BOJACTBA M KOHTPOJIA KadecTBa JIEKAPCTBEHHBIX
CPEeACTB, YTBEPXKACHHbIE MPUKA30M MUHHMCTEPCTBA MPOMBIIUIEHHOCTH U TOPTOBIU
Poccuiickoit ®enepaunn ot 14 wurons 2013 r. N 916 (3apeructpupoBaHO B
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MunuctepctBe roctuuun  Poccuiickoit  denpeparuu
peructpanronubiii N 29938) (nanee - [IpaBuia opranu3auy mpou3BOICTBA)

10.1. |®apmameBTHUYeCKas CUCTEMa KauyecTBa, nyHKT 9. (1.4) p)
MpeHa3HauYeHHas A7 IPOU3BOICTBA (xvi) TpaBun
JICKapCTBEHHBIX CPEJICTB, TAPAHTUPYET JIH, OpraHH3aINH
YTO IPEINPUHSITHIE MEPHI 00ECTIEYNBAIOT MIPOU3BOJICTBA
Ka4eCTBO JICKAPCTBCHHBIX CPEJICTB B TCUCHHE
BCEr0 CPOKa FOJTHOCTH MPH UX XPAHEHHUH U
MoCIeAyommeM oOpareHnn?

10.2. |PykoBoauTeIsIMU MPOU3BOJICTBA U nyHKT 32. (2.7)
MOIpa3/IeNIeHUs] KOHTPOJISI KauecTBa [TpaBun
OTIPEICIICHBI JTM YCIIOBUS XPaHCHUS OpraHH3aINH
HCXOJTHOTO CHIpbs? MIPOU3BOJICTBA

10.3. |PykoBoauTensiMu Mpou3BOACTBA U nyHKT 32. (2.7)
MOIpa3/IeJICHUsT KOHTPOJISI KauecTBa [TpaBwn
OTIpE/ICTICHBI JIH YCIOBUS XPaHEHUS OpraHH3aIiH
MPOIYKIUU? IIPOU3BOJCTBA

10.4. |PykoBoauTeIsIMU MPOU3BOJICTBA U nyHKT 32. (2.7)
MOIpa3/IeJIeHUs] KOHTPOJISI KauecTBa [TpaBun
MIPOBOAMTCS JT MOHUTOPHUHT yCIIOBUI OpraHH3aINH
XpaHEHUSI UCXOAHOTO CBHIPbs? MIPOU3BOJICTBA

10.5. |PykoBomuTensiMu Mpou3BOICTBA U yHKT 32. (2.7)
Mo/Ipa3/esIeHns] KOHTPOJISI KauecTBa [TpaBun
MIPOBOAMTCS JT1 MOHUTOPUHT yCIIOBUI OpraHH3aIiH
XpaHeHus! TPOAYKIHH? MIPOU3BOJICTBA

10.6. |OcBemieHre COOTBETCTBYET JIM Ha3HaUCHHUIO | TyHKT 49. (3.3)
noMenieHus? [TpaBun

OpraHu3aIuu
MIPOU3BOJICTBA

10.7. |TemnepaTypa COOTBETCTBYET JIM Ha3HAUEHUIO | TyHKT 49. (3.3)

HOMEIEHUS? [TpaBun
OpraHH3aIiH
MIPOU3BOJICTBA

10.8. |BnaxHOCTh COOTBETCTBYET JIM Ha3HAaUeHU0 | TyHKT 49. (3.3)

noMenieHus? [TpaBun
OpraHu3aIuu
MIPOU3BOJICTBA
10.9. | BeHTHIAIUS COOTBETCTBYET JIM HA3HAYCHUIO |MyHKT 49. (3.3)
nomenieHus? [IpaBun
OpraHu3aluu
MIPOU3BOJICTBA
10.10. |OcBemieHre HEe OKa3bIBACT JIN nyHKT 49. (3.3)

10 centsops 2013 1.,
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HeOJIaronpusITHOTO BO3JEHCTBUS HA
JICKApCTBCHHBIC CPCACTBA BO BPECMS UX
MPOU3BOJCTBA U XPaHEHHUS?

[IpaBun
OpraHu3aluu
IIPOU3BOJCTBA

10.11. | TemnepaTypa He OKa3bIBaeT JIU nyHKT 49. (3.3)
HeOJIaronpusITHOrO BO3JCHCTBUS HA [IpaBun
JIeKapCTBEHHbIE CPEJICTBA BO BpeMs HX OpraHu3aIH
MIPOM3BOJICTBA U XPAHECHUS? MIPOM3BOJICTBA

10.12. | BmaxxHOCTb HE OKa3bIBACT JIH myHKT 49. (3.3)
HEeOJIaronpusTHOTO BO3JCHCTBUS Ha [TpaBun
JIEKapCTBEHHBIE CPEJICTBA BO BPEMS X OpTaHU3aIIH
IIPOM3BOJICTBA U XpaHEHUs? IIPOM3BOJICTBA

10.13. | BeHTUmAIMS HE OKA3bIBALT JIN myHKT 49. (3.3)
HeOJIaronpusITHOrO BO3JEHCTBUS HA [IpaBun
JIeKapCTBEHHbIE CPEJICTBA BO BpeMs HX OpraHu3aIIH
MIPOM3BOJICTBA U XPAHECHUS? MIPOM3BOJICTBA

10.14. | OcBenicHHE HE OKA3bIBACT JIU myHKT 49. (3.3)
HEeOJIaronpusTHOTO BO3JCHCTBUS Ha [TpaBun
GbyHKIIMOHUPOBaHKUE 000PYI0BaHUS? OpraHu3alnx

MIPOM3BOJICTBA

10.15. | TemnepaTypa He OKa3bIBAaeT JIN myHKT 49. (3.3)
HEeOJIaronpusATHOTO BO3JeHCTBUS HA ITpaBun
(byHKIMOHUPOBaHUE 000PYAOBaAHUS? OpraHu3alyu

IIPOM3BOJICTBA

10.16. | BnaxHOCTh HE OKa3bIBAET JIH nyHKT 49. (3.3)
HEeOJIaronpusITHOTO BO3JICHCTBUS Ha IIpaBun
(GyHKIIMOHMpOBaHUE 000pyAOBaHUS? OpraHu3aIIH

MIPOM3BOJICTBA

10.17. | BeHTnisnus He OKa3bIBaeT JIA myHKT 49. (3.3)
HeOJIaronpusATHOTO BO3JeHCTBUS Ha [TpaBun
(byHKIMOHMPOBaHUE 000PYAOBAHUS? OpraHu3aluu

IIPOM3BOJICTBA

10.18. | [1nanrpoBOYHBIE peILICHUS nyHKT 55. (3.8)
MIPOU3BOJICTBEHHBIX 30H U [TpaBun
BHYTPHUIIPOU3BOACTBEHHBIX 30H XPaHEHUS OpraHu3aIIH
00€eCTIeYNBAIOT JIH MOCTIeI0BATEIbHOE U MIPOM3BOJICTBA
JIOTHYHOE pa3MelleHne 000py0BaHUs U
MaTepHAJIOB, CBOJIAIIECE K MUHUMYMY PUCK
NepenyThIBaHUS PA3JIUYHBIX JIEKAPCTBEHHBIX
CPEACTB WJIA UX KOMIIOHEHTORB?

10.19. |IInanupoBOUYHBIE pELICHUS nyHKT 55. (3.8)

MIPOU3BOJICTBEHHBIX 30H U
BHYTPUITPOU3BOJICTBEHHBIX 30H XPaHEHUS

[IpaBun
OpraHM3alyu
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00€eCIeunBarOT JIM OTCYTCTBUE TIEPEKPECTHOM
KOHTaMHUHaIUN?

MIPOU3BOJICTBA

10.20. | Cxmanckue 30HbI UIMEIOT JIH BMECTHMOCTh myHKT 65. (3.18)
JUIS yIOPSAOYSHHOTO XpaHeHus ucxoanoro | [Ipasun
CBIPBS ¥ YITAKOBOYHBIX MaTEPHAIOB? OpTaHU3aIIH
MIPOU3BOJICTBA
10.21. | Cxmanackue 30HbI UMEIOT JIH BMECTUMOCTh nyHKT 65. (3.18)
JUTS yIOPSAOYCHHOTO XPaHCHUS [TpaBw
MIPOMEXYTOYHOM 1 HepachaCOBaHHON OpraHH3aIiH
MPOIYKIUU? IIPOU3BOJCTBA
10.22. | Cxmajickue 30HbI UIMEIOT JTH BMECTHMOCTh myHKT 65. (3.18)
JUIS yIOPSAOYSHHOTO XpaHeHus npoaykuuu, |[Ipasun
HaXOJAIICHCS B KapaHTHUHE? OpTaHU3aIIH
MIPOU3BOJICTBA
10.23. | Cxmanackue 30HbI UMEIOT JIH BMECTUMOCTh nyHKT 65. (3.18)
JUISL YIIOPSIAOYEHHOTO XPaHEHUsI TOTOBOU [IpaBun
MIPOIYKINH, Pa3peIIeHHOM /IS BBITTycKa? OpraHH3aIiH
MIPOM3BOJICTBA
10.24. | Cximajickue 30HbI UMEIOT JIM BMECTUMOCTh nyHKT 65. (3.18)
JUTS yIOPSAOYCHHOTO XPaHEHUS [TpaBun
OTKJIOHEHHOH, BO3BPALLIEHHON WU OpraHu3aluu
OTO3BAaHHOU MPOTYKIHN? MIPOM3BOJICTBA
10.25. | OcymiecTBisieTcst JI1 HENPEPHIBHBIN yHKT 66. (3.19)
MOHHMTOPHUHT YCJIOBUM XpaHECHHS? [TpaBun
OpTaHu3aIIH
MIPOU3BOJICTBA
10.26. | OGecnieveHa v 3aIIUTa UCXOIHOTO ChIPhs, | TMyHKT 67. (3.20)
YIaKOBOYHBIX MaTepuaioB U npoaykmuu ot | [IpaBun
BO3JICHCTBUS MOTOIHBIX YCIOBHM B MECTaX | OpraHU3aluu
MIpUEMKHU? IIPOU3BOJCTBA
10.27. | OGecnieueHa Jid 3alIUTa UCXOHOTO CHIpbs, | TMyHKT 67. (3.20)
YIaKOBOUYHBIX MaTepuanoB U npoaykuuu ot | [IpaBun
BO3JICHCTBUS TIOTOJTHBIX YCIIOBHM B MECTaX | OpraHU3aIluu
OTTPy3KHu? MIPOU3BOJICTBA
10.28. | BoigeneHo 1u MECTO B 30HE MIPUEMKH ISt nyHKT 67. (3.20)
OYHCTKH Taphl ¢ MOCTYMAIONTUMHI HCXOIHBIM | [TpaBwur
CBIPBEM U YIIAKOBOYHBIMH MaTepHallaMu OpraHH3aIiH
nepe] CKJIaAnpOBaHueM? MIPOM3BOJICTBA
10.29. |Pa3paboTaHbl TU KPUTEPHUH JIOITyCKa nyHKT 68. (3.21)

MepcoHalIa, UMEIOIIETO MOJTHOMOYHS, B
OTJIETTbHBIC 30HBI XPAHCHUS TIPOTYKIIUN?

[IpaBun
OpraHH3alyx
IIPOU3BOJCTBA
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10.30.

[TnanupoBKka 30HBI 0TOOpPA MPOO UCXOTHOTO
CBIPBS, YITAKOBOYHBIX MaTEPHUAJIOB
UCKJTIOYAeT JIM BO3MOXKHOCTh KOHTaMUHAIINH
WJIH TIEPEKPECTHON KOHTAMHUHAIIUN
NPOAYKIUH?

nyHKT 69. (3.22)
[IpaBun
OpraHHU3aLUH
MIPOM3BOJICTBA

10.31. | B ckiaackux 30HaX MpeayCMOTPEHbI I nyHKT 70. (3.23)
M30JIMPOBAHHBIE 30HBI JUIsI XPAaHCHUS [TpaBun
3a0paKOBaHHbBIX, OTO3BAHHbBIX MU OpraHu3aIIH
BO3BPAIICHHBIX HCXOTHOTO CBIPbS, MIPOM3BOJICTBA
YHaKOBOUYHBIX MaTepUajIoB WIH MPOILYyKUIUU?

10.32. | OGecneueno i Oe3onacHOe XpaHEHHE nyHKT 71. (3.24)
BBICOKOAKTHBHBIX BEIIECTB M JIEKapCTBEHHBIX | [IpaBui
CPEeZACTB, B OTHOLIEHUU KOTOPBIX OpraHu3aIH
HOPMATHUBHBIMU TIPABOBBIMHU aKTaMHU MIPOM3BOJICTBA
Poccuiickoit denepanuu yCTaHOBIICHBI
CTeMABHBIC YCIOBHS XpaHCHUS?

10.33. | OGecmieueno i Oe30macHOE U HaJIE)KHOE nyHKT 72. (3.25)
XpaHEeHHE TIeYaTHbIX YIIAaKOBOYHBIX [TpaBun
MaTEepHAIIOB B U30JINPOBAHHBIX yCIOBHSX? OpTaHU3aIIH

IIPOM3BOJICTBA

10.34. | [IpenycmoTpeHo 1 KapaHTUHHOE XpaHeHue |myHKT 140. (5.5)
MOCTYTIAIOIIETO UCXOIHOTO CHIPHS, [TpaBun
YIaKOBOYHBIX MaTEpUaJOB? OpraHu3aIIH

MIPOM3BOJICTBA

10.35. |IIpexycMoTpeHO U KapaHTHHHOE XpaHeHue |myHKT 140. (5.5)

IIPOU3BEIEHHOM rOTOBOI MPOTyKUNU? IIpaBun
OpTaHU3aIIH
MIPOM3BOJICTBA

10.36. |McxomHoe chipbe, ynakoBo4HbIe MaTepuanbl | yHKT 140. (5.5)
COJIep>KaTCs JIU B TOMEIIeHUU KapaHTUHHOTO | [IpaBun
XpaHEeHHUs J0 TOIY4YEHUS pa3perieHus Ha OpTaHU3aINH
MCIOJIb30BaHNE UCXOAHOTO CHIPBS? MIPOU3BOJICTBA

10.37. |IIpousBeneHHas rOTOBas MPOTYKITUS nyHKT 140. (5.5)
COJZICPKUTCS JIM B TIOMEIeHNH KapaHTuHHOTO | [TpaBun
XpaHeHus 0 TOTyUYeHHs pa3pelieHus Ha OpraHu3aIu
BBIITYCK TOTOBOW MIPOTYKITHH? MIPOM3BOJICTBA

10.38. |McxomHoe chIpbe, yIaKOBOYHbIE MaTepHabl | yHKT 142. (5.7)
Y IPOAYKIIMS XPAHATCS JIU B MOPSJIKE, [TpaBun
o0ecTieunBaroIeM pasJiefieHHe Mo cepusiM? | OpraHu3aIuH

MIPOU3BOJICTBA

10.39. |HMcxoaHoe chipbe, yIaKoBOYHbIE MaTepuabl | IyHKT 142. (5.7)

" IPOAYKIUA XpaHATCA JIK B COOTBETCTBUU C

[TpaBun
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YCIIOBUSIMHU, YTBEPKICHHBIMU NIPU
roCyJJapCTBEHHOM perucTpanuu
JIEKapCTBEHHOT'O CPEACTBA?

OpraHu3aINH
MIPOU3BOJICTBA

10.40. | Bce ucxonHoe chipbe, yIakOBOYHbIE nyHKT 142. (5.7)
MaTepHUAITBI U TIPOTYKIIHS XPAHITCS JIH B [TpaBun
nopsike, 00eCreynBaroIleM YCTAaHOBICHHYIO | OpraHU3aluu
MIPOU3BOIUTENIEM 0YEPETHOCTh MIPOM3BOJICTBA
UCIIOJIb30BAHUS CKJIAZICKMX 3a11acoB?

10.41. | OTuKeTKH, IPUKPEIJICHHbIE K KOHTEeHHepaM, |myHKT 148. (5.13)
000pYIOBaHUIO WM TIOMETIEHHsIM, YeTkne, | [IpaBun
OJTHO3HAYHbIE, yCTAaHOBICHHOMN OpraHu3aIIH
npousBoauTesieM (GopMbI? IIPOU3BOJCTBA

10.42. |IIpousBoauTeneM yTBEPKICHBI T nyHKT 127. (4.24)
IPOIEeTyphl IO BHYTPU3aBOICKOM [TpaBun
MapKHPOBKE, KAPAHTUHY U XPAHEHUIO OpTaHU3aIIH
HCXOJIHOTO CBHIPbSI, YIIAKOBOUHBIX U JIPYTUX | [IPOU3BOJICTBA
MaTepuaIoB?

10.43. | DTHKETKH coaepIKaT I HEOOXOIUMYIO nyHKT 164. (5.29)
MH(OPMALIHIO B 3aBUCUMOCTH OT CUCTEMBI [TpaBun
ydeTra M XpaHeHHUs? OpTaHU3aIIH

IIPOM3BOJICTBA

10.44. |[Tocne BbIIaYM pa3pelIeHUs Ha BBITYCK nyHKT 196. (5.60)
TOTOBAsI IPOITYKIMS XPAHUTCS JIN KaK [MpaBun
MIPUTOHAS ISl PeATU3alliU B YCIOBHSIX, OpTaHU3aINH
YCTAaHOBJIEHHBIX IIPOU3BOIUTEIEM? MPOM3BOJICTBA

10.45. | OTkIIOHEHHBIE MaTEPUAIIBI U TTPOTYKITHS nyHKT 197. (5.61)
UMEIOT JI YeTKYI0 MapKUPOBKY? [TpaBun

OpraHH3alUH
MIPOM3BOJICTBA

10.46. | OTkIOHEHHBIE MaTEPUAIBI XPAHSATCS TN nyHKT 197. (5.61)
pa3zeNbpHO B 30HAX C OTPaHHYSHHBIM [MpaBun
noctynom? OpraHu3aluu

MPOM3BO/ICTBA

10.47. | OTkioHEHHAS TPOTYKIIHS XPAHUTCS JTH nyHKT 197. (5.61)
pa3fAenbHO B 30HAX C OTPaHUYEHHBIM [TpaBun
a0CcTyrnom? OpraHH3aLUH

MIPOM3BOJICTBA
10.48. | Oro3BaHHAs MPOAYKIUS MPOMaPKHUPOBaHA nyHkT 270. (8.14)
mm? [IpaBun
OpraHH3aLUH
MIPOM3BOJICTBA
10.49. | Oro3BaHHAs MPOAYKIUS XPAHUTCS JIH nyHKT 270. (8.14)
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OTIENBHO B O€30I1acCHON 30HE? [TpaBun

OpraHu3aIIH
IIPOM3BOJICTBA
11. | XpaHeHue JeKapcTBEHHBIX MIPENapaToB JUIsl MEAULIIMHCKOTO TPUMEHEHHS
[IpaBuia Hagnexamed MNpakTUKA XpaHEHUs U IEPEBO3KU JIEKAPCTBEHHBIX
[IpenapaToB JUIsl MEIULUHCKOTO IIPUMEHEHUS, YTBEP)KIEHHBIE IIPUKA30M
MunuctepctBa 31paBooxpanenusi Poccuiickoit ®enepauuun ot 31 asrycra 2016 r.
N 6461 (3apeructpupoBad B Munuctepctse roctuiuu Poccuiickoit deneparnuu 9
auBapss 2017 1., peructpauuonsbii N 45112) (manee - IlpaBuna xpaHeHus
JIEKapCTBEHHBIX CPEICTB)
11.1. |MmeroTcs JIM JOKYMEHTHI, yHKT 3 IIpaBun
peraaMeHTHPYIOIIME MOPSAIOK COBEPIICHUS | XpaHEHUs
pabOTHUKAaMU IEHCTBUIA IPU OCYILECTBICHHUH | ICKAPCTBEHHBIX
XpaHeHus U (W) epeBO3Ke JIEKAPCTBEHHBIX | CPEJICTB
IpenapaTos?
11.2. |VmMeroTcs 1M JOKYMEHTHI, yHKT 3 IIpaBun
peraaMeHTHPYIOLINE OPSI0K XpaHeHUs
00CITy’)KUBaHUs U IOBEPKU U3MEPUTEIbHBIX | JIEKApCTBEHHBIX
puOOpOB U 000pyI0BaHUs? CpEeICTB
11.3. |WmeroTcs o TOKyMEHTHI, nyHKT 3 [IpaBun
peraaMeHTUpYIOIINE BEASCHUE 3allUCEH, XpaHEHUs
OTYETOB U UX XpaHeHue? JIEKapCTBEHHBIX
CPEICTB
11.4. |VmeroTcst JId JOKYMEHTHI, nyHKT 3 TIpaBun
periIaMeHTHPYIOIUE IPHEMKY XpaHEeHHUs
JIEKapCTBEHHBIX MTpEnapaToB? JIEKapCTBEHHBIX
CpEeICTB
11.5. |VmeroTcs JIn TOKYMEHTHI, nyHKT 3 [IpaBun
peraaMeHTHPYIOIINE TPAaHCTIOPTUPOBKY XpaHEHUs
JIeKapCTBEHHbIX IpenapaTos? JIeKapCTBEHHbIX
CPEICTB
11.6. |WmeroTcs U TOKYMEHTHI, nyHKT 3 TIpaBun
periaMeHTHpYIOIUe pa3MelleHue XpaHeHHUs
JIEKapCTBEHHBIX NTPENapaToB? JIEKapCTBEHHBIX
CpeAcTB
11.7. |Cucrema kauecTBa rapaHTHPYET JIH, YTO nyHKT 4 [IpaBun
NepeMEILEHUE JIEKAPCTBEHHBIX NPENapaToB | XpaHEHUS
MeXy CyOBbeKTaMu oOpaleHus JIeKapCTBEHHbIX
JIEKapCTBEHHBIX NIPENapaToB, B TOM YUCIIE CpEICTB
BHYTPH KOHKPETHOT'O CyOBeKTa 00paleHus
JIEKapCTBEHHBIX NPENapaToB, 00eceuynBaeT
XpaHEeHHE U NEPEBO3KY C COOII0IEHUEM
TpeOOBaHUM, YCTaHOBIEHHBIX
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3aKOHOIATEILCTBOM Poccuiickoi

Oenepaunn?

11.8. |OOGs3aHHOCTH M OTBETCTBEHHOCTH yHKT 4 IIpaBun
pabOTHUKOB CyOBEeKTa OOpaIeHus XpaHEHUS
JIEKapCTBEHHBIX MIPEMapaToB, B TOM YHCIIE JIEKapCTBEHHBIX
OTBETCTBEHHOTO JIMIIA, 3aKPETICHBI T B CpeacTB
JOJDKHOCTHBIX HHCTPYKITUSIX ?

11.9. |OcymecTBusieTcs M KOHTPOJIb 32 nyHKT 6 [IpaBumn
JEeSTebHOCTHIO 110 XPAaHEHHIO U (WJTH) XpaHeHUs
MePEBO3KE JICKAPCTBEHHBIX MPENapaTosB, JICKapCTBEHHBIX
nepeaaHHON MPOU3BOIUTEIEM CpEICTB
JIEKapCTBEHHBIX IIPETapaToOB WU
OpraHu3alye ONTOBON TOPrOBIIH
JIEKApCTBEHHBIMHU TpenapaTamMu JJis
OCYILECTBIICHUS IPYToil (CTOPOHHEH)

OpraHu3aIue?

11.10. | AoroBop, IO KOTOPOMY OCYIIECTBIISICTCS yHKT 6 [IpaBun
nepenaya JesTeIbHOCTH Ha ayTCOPCHHT, XpaHeHUs
3aKJII0YEH JIM ¢ YKa3aHuEeM 00s13aHHOCTEN JIEKapCTBEHHBIX
Ka)KJI0M U3 CTOPOH, NOpsAJIKa IEUCTBUM U CpPEACTB
OTBETCTBEHHOCTH CTOPOH?

11.11. | lo 3aknrodeHust JOTOBOPA ayTCOPCHUHTA nyHKT 6 [IpaBun
MIPOU3BOIUTEIb JIEKAPCTBEHHBIX MPEMapaToB | XpaHEHUS
yOeauIics 1 B IPaBOCIIOCOOHOCTH JIEKapCTBEHHBIX
WCIIOJIHUTEIIS U €r0 BO3MOXKHOCTHU CpElCTB
BBITIOJTHATH 0053aTENIbCTBA 110 JOTOBOPY
ayTcopcuHra?

11.12. |[TomemieHus A XpaHEHUs JIGKAPCTBEHHBIX | MyHKT 12 [IpaBun
MpenapaToB 00ECIeYNBAIOT U OE30MaCHOE | XpaHECHUS
pa3zienbHOE XpaHEHUE U NTepeEMENICHUE JIEKapCTBEHHBIX
JIEKapCTBEHHBIX IIpemnapaToB? CpEICTB

11.13. | OGecrieynBaeT JIv IIOLIAAb ITOMEIEHUI nyHKT 13 [IpaBun
XpaHEHHE JIEKApCTBEHHBIX MTpenapaToB? XpaHEHUs

JIEKapCTBEHHBIX
CPEICTB
11.14. | [1noujaap MOMEIIEHUH COCTABIISET JIU HE nyHkKT 13 IIpaBun
MeHee 150 kB. MmeTpoB? XpaHEHUs
JIEKApCTBEHHBIX
CpencTB
11.15. | UmetroTcs v BbIZCNIEHHBIE 30HA IPUEMKH U | TyHKT 14 [IpaBun

OKCIICIUINHU JICKAPCTBCHHBIX npenapaTOB?

XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB
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11.16.

Nmeercs mu BBIJCJICHHAs1 30Ha OCHOBHOT'O

nmyHKT 14 [IpaBun

XpaHEHUs JICKApCTBEHHBIX MpernapaToB? XpaHEHUS
JIEKapCTBEHHBIX
CpeAcTB

11.17. |meroTcst i BBIJICICHHBIC 30HBI XpaHeHus | yHKT 14 [IpaBun
JIEKapCTBEHHBIX MMPENapaToB, TPEOYIOUINX XpaHeHUs
CTEUATBHBIX YCIOBUH? JICKapCTBEHHBIX

CpeAcTB

11.18. | MmeeTcs a1 BbIAEICHHAS 30HAa KAPAHTUHHOTO | MyHKT 14 [IpaBun

XpaHEeHHUs JICKAPCTBEHHBIX TPENapaToB? XpaHEHUS
JIEKapCTBEHHBIX
CpeAcTB

11.19. | Umeetcs Jii BbIICTICHHAS 30HA XpaHEHUS nyHKT 14 [IpaBun
BBISIBJICHHBIX (DanbCUUIIUPOBAHHBIX, XpaHeHUs
HEeT00pPOKAaYECTBEHHBIX, KOHTPa(paKTHBIX JICKapCTBEHHBIX
JIEKapCTBEHHBIX MPEnapaToB? CpeAcTB

11.20. |ITomemieHus U 30HBI, HCHOIb3YEMBIE JJIS nyHKT 17 IIpaBun
XpaHEeHHUs JICKAPCTBEHHBIX MPETIapaToB, XpaHEHUS
OCBELICHBI JIN? JIEKapCTBEHHBIX

CpeAcTB

11.21. |Cucrema, 3amMeHSIOIIAs pa3ielieHue 30H nyHKT 18 [IpaBui
XpaHEeHHUs1, B TOM YHCIIE TIOCPEACTBOM XpaHEeHHUs
ANEKTPOHHON 00pabOTKHM TaHHBIX, JIEKapCTBEHHBIX
obecrieunBaeT Jiu TpeOyeMblii YpPOBEHb CpeAcTB
0€30MacHOCTH U BaJuaAUpoBaHa?

11.22. | ATMUHUCTPaTUBHO-OBITOBBIC ITOMEIIECHHUS nyHKT 19 [IpaBun
OTJEJICHBI JIU OT 30H XPaHECHUS XpaHEHUS
JIEKapCTBEHHBIX MPEnapaToB? JIEKapCTBEHHBIX

CpeAcTB

11.23. | B momenieHusx u (WIH) 30HaX nyHKT 21 [IpaBun
MOAJIEP>KUBAIOTCA JIM TEMIIEPATyPHbBIE XpaHeHUs
PEKUMBI XpaHEHHSI, COOTBETCTBYIOIIHE JIeKapCTBEHHBIX
YCIIOBUSIM XpaHEHUSs!, yKa3aHHBIM B CpenCTB
JOKYMEHTAILMH, COCTABJISIOIICH
PETUCTPALIMOHHOE TOChE JIEKaPCTBEHHOTO
npenapara?

11.24. | B nomenieHusx u (WIH) 30HaX nyHKT 21 [IpaBun

MOJIIEP>KUBAETCS JIU BIIAXKHOCTb,
COOTBETCTBYIOIIAs YCIOBHUSIM XpaHEHHUS,
yKa3aHHBIM B JOKYMEHTALUH,
COCTABIISIIONICH PETUCTPAIIMOHHOE JI0CHE
JIeKapCTBEHHOT O Mpenapara’?

XpaHCHUA
JICKAPpCTBCHHBIX
CpCACTB



http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100040&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100040&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100040&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100040&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100053&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100054&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100055&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100057&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100057&fld=134

11.25. | OcymiecTBisieTcsl ¥ TOKYMEHTAJILHO nyHKT 22 [IpaBun
YTBEPKACHA JIH MPOIIEypa TEMIIEPATYPHOTO | XpaHEHUS
KapTUPOBAHUS JUTsl o0ecriedeHus: TpeOyeMbIX |JIeKapCTBEHHBIX
YCIIOBUH XpaHEHHSI IEKAPCTBECHHBIX CpeICTB
MpenapaToB B MOMEIICHUSX (30HaX),

HCIIOJIb3YEMBIX JIJISl XPaHCHHS
JIEKapCTBEHHBIX MIPEMapaToB,
MIPOU3BOUTEIISIMH JICKAPCTBEHHBIX
npenaparoB?

11.26. | O6opynoBaHue 11 KOHTPOJIS TeMIiepaTypbl | yHKT 22 [TpaBuin
pa3Meniaercs Jiv B moMenieHus (30Hax) B XpaHEHHUs
COOTBETCTBHUH C pe3yJIbTaTaMH JIEKapCTBEHHBIX
TEMIIEPATYPHOTO KapTHPOBAHMSI, HA CpeICTB
OCHOBaHHWH MPOBEJICHHOTO aHAJIN3a U OIICHKH
pUCKOB?

11.27. | TemneparypHOe KapTUPOBaHHUE MOBTOPSETCs | MyHKT 22 [IpaBuin
T B COOTBETCTBHH C Pe3yJbTaTaMH aHAIN3a |XpaHEHUs
PHUCKOB ¥ IPU U3MEHEHUSIX B KOHCTPYKIIMHA | ISKAPCTBECHHBIX
MOMEIIeHUs (30H) WK 000PYIOBAHUS IS CpeacTB
KOHTPOJIS TEMITEPATypPhl?

11.28. | Pe3ynbTarhl TEMIIEpaTypHOTO KapTUpOBaHus |MyHKT 23 [IpaBun
PETUCTPUPYIOTCS JIU B CIICIIUATIBHOM XpaHeHUs
XKypHaJie (KapTe) perucTpaiuy Ha O0yMaXHOM | JIEKapCTBEHHBIX
HOcHTENE U (W) B DJIIGKTPOHHOM BUJIE CpeaCTB
€XXEJIHEBHO, B TOM YHCJIE B BEIXOJIHBIE U
Mpa3aHUYHBIC THU?

11.29. | Kypnan (kapTa) perucTpanuu XpaHuTcs u B | yHKT 23 [IpaBun
TEUYCHHE JIBYX JICT? XpaHEHUS

JIEKapCTBEHHBIX
CpeICTB

11.30. |Pa3paboTan u yTBEpKACH JIM KOMILIEKC Mep, |IyHKT 24 [TpaBun
HaMpaBJIEHHBIX HA MHHUMH3AIUIO pUCKa XpaHeHUs
KOHTaMHUHAIIMA MaTEPHAJIOB HITU JICKapCTBEHHBIX
JIEKapCTBEHHBIX MMPENapaToB, MPU YCIOBUH | CPEACTB
COOJIFOIEHNS 3aIATEL OT BO3AEHCTBUSA
¢akTopoB BHEIIHEH cpenbl?

11.31. | UmetoTcs v TOKYyMEHTUPOBAHHBIE nyHKT 25 [IpaBun
MPOIIEYPHI 110 YOOPKE TOMEIICHHH (30H) XpaHCHUS
JUTSL XpaHEHUS JICKApPCTBEHHBIX TIperapaToB? | JIeKapCTBEHHBIX

CpeICTB
11.32. |Otaenka nomelieHuil (BHyTpeHHUE nyHKT 25 [IpaBun

MTOBEPXHOCTHU CTEH, MOTOJIKOB) JUIsl XpPAHEHUS
JIEKApCTBEHHBIX IIPENApPaTOB AOIYCKACT JI
BO3MOXKHOCTb IIPOBEACHHUSI BIIAXKHOU yOOPKH

XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB
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M HUCKJTFOYAEeT HAKOIIJICHHE BN

11.33. | OGopynoBaHue, UHBEHTAPh U MaTEPHAIIbI nyHKT 25 [IpaBun
TS YOOPKY (OYHCTKH), @ TAK)KE MOIOIIME U | XpaHEHUS
Ne3UH(PULIMPYIOLINE CPEACTBA XPAHITCS JIU B | ICKApCTBEHHBIX
OTJeNbHBIX 30HaX (1Kagax)? CPEICTB

11.34. |TlomemeHus U XpaHEHUs JIGKAPCTBEHHBIX | ITyHKT 26 [IpaBun
IpernapaToB 00eCHeunBaloT JIU 3aIUTY OT XpaHeHHUs
MIPOHUKHOBEHUS HACEKOMBIX, TPHI3YHOB WIIA | ICKAPCTBEHHBIX
JPYTUX KUBOTHBIX? CpeAcTB

11.35. |IIpenxycMOTpeHO 11 pa3jieneHue MOoTOKOB yHKT 28 IIpaBun
nepeMeIIeHus JISKapCTBEHHBIX MPENapaToB | XpaHEHHUS
MEX]ly TOMELICHUAMH U (WJIM) 30HAMH JUI | JICKapCTBEHHBIX
XpaHEeHHUs JICKAPCTBEHHBIX TPEnapaToB? CpeAcTB

11.36. |Cremnaxwu (mukadbl) 11 XpaHSHUS nyHkT 29 IIpaBun
JIEKapCTBEHHBIX MIPENapaToB XpaHeHHUs
MIPOMapKUPOBAHBI JIH? JIeKapCTBEHHBIX

CpeAcTB

11.37. | ImeroTcs v cTEIUIAXHBIC KapTHI, nyHKT 29 [IpaBun
obecneunBaroIme HACHTU(HUKALIUIO XpaHEeHHUs
JIEKapCTBEHHBIX MPENapaToB B COOTBETCTBUH |JIEKAPCTBEHHBIX
C IPUMEHAEMON CyObEKTOM 0OpalleHHsI CpeACTB
JIEKapCTBEHHBIX MPENapaToB CUCTEMOI
yuera?

11.38. |ITpumeHsieTcs T BMECTO CTEIIAXHBIX KapT | TyHKT 29 [TpaBun
AJIEKTPOHHAS CUCTEMa 00pa0OTKU TaHHBIX C | XpaHEHHUs
UACHTUUKALMEN JTIeKapCTBEHHBIX JIeKapCTBEHHbIX
MPerapaToB MPH MOMOIIN KOJIOB? CpeAcTB

11.39. |IIpennpuHATHI X MEPBI U30JIALUN nyHkT 30 IIpaBun
JIEKapCTBEHHBIX NPENapaToB, BEIBEJACHHBIX | XpaHEHHs
13 00paIIeHus, KOTOpbIE TAPAHTUPYIOT JIeKapCTBEHHBIX
UCKJIFOUEHHE UX MoNaJaHus B oOpaiienue? | cpelncTB

11.40. |JlexkapcTBeHHBIEC MpenapaThl, moyiexkamme  |myHKT 31 [TpaBun
MIPEIMETHO-KOJIMYECTBEHHOMY YYeTy, 32 XpaHEeHHUs
HCKJIFOU€HUEM HapKOTHYECKHUX, JIeKapCTBEHHBIX
TICUXOTPOITHBIX, CHJIbHOJICHCTBYIOIIHNX H CpeAcTB
STOBUTBIX JIEKAPCTBEHHBIX CPEJICTB,

XPaHATCS JIM B METAJUIMIECKHUX HITH
JIepeBSHHBIX LIKa(ax, ONeyaTbIBAEMBbIX UIIH
IJIOMOMPYEMBIX B KOHIIE pabodero JHs?

11.41. |JlexapcTBEHHBIE TIPEMApPaThI, COJACPIKAIINE myHKT 32 [IpaBun
HapKOTHUYECKUE CPEJICTBA U ICUXOTPOMHBIE | XpaHEHHUS
BEIIIECTBA, XPAHATCS JIM B COOTBETCTBUU C JIEKapCTBEHHBIX
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3akoHoJaTeNnbcTBOM Poccuiickoit denepanu
0 HAPKOTUYECKHUX CPEACTBAX U
TICUXOTPOITHBIX BeIIecTBax?

CpeICTB

11.42. | XpaHeHue JeKapCTBEHHBIX MIPENapaToB, yHKT 33 IIpaBun
COJIepIKAIINX CHIIBHOJCHCTBYIOIINE H XpaHCHHUS
STOBUTBIE BEIIECTBA, HAXOAALINXCS 110 JIeKapCTBEHHBIX
KOHTPOJIEM B COOTBETCTBHUH C CpeAcTB
MEXTyHapOAHBIMH IIPABOBBIMU HOPMAaMHU,

OCYILECTBIISICTCS JIH B TOMEIICHUSX,
000pyI0BaHHBIX UH)KEHEPHBIMU U
TEXHUYECKUMU CPEICTBAMH OXPAaHBI,
aQHAJIOTMYHBIMU TIPETyCMOTPEHHBIM IS
XpaHEHUsI HAPKOTHUYECKUX U TICUXOTPOIHBIX
JIEKapCTBEHHBIX CPEICTB?

11.43. | OGecnieunBaeTcs Jin OXpaHHAst CUCTEMA, yHKT 35 IIpaBun
MO3BOJISIONIAs TPEAOTBPAIATh XpaHCHHUS
HEMpPaBOMEPHOE MPOHUKHOBEHUE B JIIOObIE | JIEKApPCTBEHHBIX
MOMEILEHUS (30HbI) JUIsl XpaHEHUS CPEICTB
JIeKapCTBEHHbIX IpenapaTon?

11.44. | OGopynoBaHue, OKa3blBaolIee BIUSHUE HA | IyHKT 36 [IpaBun
XpaHEeHHE U (UITK) TIEPEBO3KY XpaHEHHUs
JIEKapCTBEHHBIX IPENapaToB, JIeKapCTBEHHBIX
CTIPOEKTHPOBAHO, PA3MENICHO H CpenacTB
00CITy’)KUBAETCS JIM COTJIACHO JJOKYMEHTAIUH
10 €T0 UCIOJIb30BAHUIO (IKCIUTyaTaIuu)?

11.45. | O6opynoBanme, oTHOCsIIEECS K cpeacTBam | TyHKT 38 [IpaBun
M3MEPEeHUH, 10 BBO/Ia B OKCILTyaTalHIO U XpaHeHHUs
MoCJIe PEMOHTA TOJUICKHT JTH IEPBUIHON JIeKapCTBEHHBIX
noBepKe u (MJn) KaTuOpOBKe B CPEICTB
COOTBETCTBHUH C TPeOOBaHUSIMU
3akoHogarenbeTBa Poccuiickoi denepannun
00 o0ecrnieueHnr eAMHCTBA U3MEPEHUIT?

11.46. | OGopynoBaHue, OTHOCSIIEECS K cpencTBaM | IyHKT 38 [IpaBun
M3MEPEHUH, MOJIEKUT JIM B IIpoIecce XpaHeHHUs
AKCILTyaTalluy MEPHOANIECKON TIOBEPKE U JIeKapCTBEHHBIX
(vnn) KanuOpPOBKE B COOTBETCTBUHU C CPENCTB
TpeOOBAaHUSIMU 3aKOHO/IATEIbCTBA
Poccwuiickoit @eneparuu 06 odecieueHUN
€IMHCTBA U3MEPEHUI?

11.47. | Pa3pabotaH u yTBep:K/IeH Ji1 rpaduk nyHkT 39 [IpaBun
PEMOHTa, TEXHUYECKOTO 00CTyKHBaHUS, XpaHEeHHUS
MOBEPKH U (W) KaTUOPOBKHU JIEKapCTBEHHBIX
obopyoBaHus? CpeICTB

11.48. | PeMoHT, TeXHHYECKOE 0OCITy)KHBaHHE, nyHKT 39 [IpaBun
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noBepKa U (WiK) KamuOpoBKa 000PyT0BaHMS
HE OKa3bIBAKOT JIX HETAaTUBHOI'O BOSIIGI\/'ICTBI/HI
Ha Ka4eCTBO JICKAPCTBCHHBIX MpenapaToB?

XpaHeHUs
JIEKapCTBEHHBIX
CpEeICTB

11.49.

HeKapCTBCHHLIC npenaparbl pa3MCIICHBI JIN
Ha CTCilIaxxax Uuin HO)II[OHaX?

nyHKT 48 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpeACTB

11.50.

He nomyckaetcst 11 pa3menieHue moI7IOHOB C
JIEKApCTBEHHBIMHU IpenapaTaMu B HECKOJIBKO
PSAIOB IO BBICOTE O€3 UCITOJIH30BAHUS
cTennaxemn?

myHKT 48 [IpaBui
XpaHECHUS
JIEKAPCTBEHHBIX
CPEACTB

11.51.

JlekapcTBEHHBbIE MTpenapaThl pa3MeLatoT JIU B
MOMEILEHUAX U (WIM) 30HaX ISl XpaHEHUs
JICKapCTBEHHBIX IPENapaToB B COOTBETCTBUU
c TpeOoBaHUAMU HOPMAaTUBHOM
JOKYMEHTaluu ¥ (uiu) TpeOOBaHUAMH,
yYKa3aHHbIMU Ha YIAKOBKE JIEKAPCTBEHHOTO
npernapara, ¢ y4eroM (PU3MKO-XUMHUYECKUX
CBOMCTB JIEKapCTBEHHBIX IpenapaToB?

nyHKT 49 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpEeACTB

11.52.

JlexapcTBEeHHbIE MpenapaThl pa3MeNaroT JId B
MOMEUICHUAX U (WJIM) 30HAaX I XpaHEHHs
JIEKapCTBEHHBIX MPENapaToB B COOTBETCTBUU
C TpeOOBaHUAMU HOpPMaTUBHOU
JOKYMEHTauu ¥ (uiu) TpeOOBAHUAMH,
YKa3aHHbIMM Ha YIAaKOBKE JIEKAPCTBEHHOIO
npenapara, ¢ yd4eToM (apMaKoJOTHYECKUX
rpynn?

myHKT 49 [IpaBun
XpaHECHUS
JIEKAPCTBEHHBIX
CPEACTB

11.53.

JlekapcTBEHHBIE MTpENapaThl pa3MeIatoT JI1 B
MOMEILEHUAX U (WIM) 30HaX JAJsl XpaHEHUS
JIEKapCTBEHHBIX NPENnapaToB B COOTBETCTBUU
c TpeOoBaHUAMU HOPMAaTHUBHOM
JOKYMEHTaluu ¥ (Wiu) TpeOOBAHUAMH,
yKa3aHHBIMH Ha YNAKOBKE JIEKAPCTBEHHOTO
mpernapara, ¢ Yy4eroM croco0a BBEICHHS
JIEKapCTBEHHBIX MpenapaToB?

myHKT 49 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpeAcTB

11.54.

XpaHEeHHE OTHEONACHBIX U B3PBIBOOIIACHBIX
JIeKapCTBEHHBIX MPENapaToB
OCYIIECTBIISICTCS JIM B/AAIN OT OTHS U
OTONUTENBHBIX TPUOOPOB?

nyHKT 51 [IpaBun
XpaHEeHUS
JIEKapCTBEHHBIX
CpEICTB

11.55.

HckimoueHo 11 MexXaHWndeCcKoe BO3JICHCTBIIE
Ha OTHEOIAaCHBIE U B3PHIBOOMIACHBIC
J'IeKapCTBeHHI)Ie npenapaTH, B TOM YHHUCIIC
BO3/JICHCTBUE MPSMBIX COTHEUHBIX TyUeH U
yaapsi?

nyHKT 51 [IpaBun
XpaHEHUs
JIEKAPCTBEHHBIX
CPEICTB
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11.56.

JlexapcTBEeHHbIE Mpenapatkl, TpeOyromue
3alUTHI OT BO3IEUCTBUS CBETA, XPAHATCS JI
B [TOMEILIEHUSAX WU CIIEHUaIbHO
000pyI0BaHHBIX 30HAaX, 00ECTICUNBAIOIINX
3alUTY OT MONaJaHus Ha YKa3aHHbIE
JIEKapCTBEHHBIE MTpenapaTsl MPsIMbIX
COJIHEYHBIX JTy4eit?

myHKT 52 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpeACTB

11.57. |IIpu oTrpy3Kke JeKapCTBEHHbIX NpenapaToB |MyHKT 54 [IpaBun
OTITyCKAIOTCS JIU B IIEPBYIO OYEPEH XpaHEHUs
JIEKapCTBEHHbIE TperapaThl C MEHbLIUM JIEKapCTBEHHBIX
CPOKOM T'OAHOCTH? CPEICTB

11.58. |JlexkapcTBEeHHBIE MpeTIapaTsl, myHKT 55 [IpaBun
IIpeIHa3HauYEHHbIE JJI1 YHUUTOKEHUS, XpaHeHHUs
[IPOMapKUPOBAHBI JIn? JIEKapCTBEHHBIX

CPEICTB

11.59. |JIekapcTBEeHHbIE TpeNapaThl, nyHKT 55 [IpaBun
MpeHa3HauYeHHbIE JJI1 YHUYTOKEHUS, XpaHCHHUS
M30JIMPOBaHbI JIM OT JIEKAPCTBEHHBIX JIeKapCTBEHHBIX
MpenapaToB, JOMYIIEHHBIX K OOpaleHnio? | CpeacTB

12. |IlepeBo3Ka JEKapCTBEHHBIX IPENapaToB Il MEIUIITHCKOTO IIPUMEHEHUS

[IpaBuna Hamiexkamed NOPaKTUKA XpaHEHHs M TEPEBO3KH JIEKApCTBEHHBIX
[pernapaToB JUIsl MEIWLUUHCKOTO TPHUMEHEHHUs, YTBEP)KIEHHBIE MPHUKA30M
Munuctepctsa 31paBooxpanenust Poccuiickoin @enepanuu ot 31 asrycra 2016 r.
N 646H (3apeructpupoBan B Munuctepctse octuruu Poccutickoit denepanuu 9
sauBapst 2017 r., perucrpaunoHubii N 45112) (manee - IlpaBuna xpaHeHHS
JIEKapCTBEHHBIX CPE/ICTB)

12.1. |IlepeBo3Ka JeKapCTBEHHBIX MIPEMapaTOB myHKT 57 [IpaBun
COIIPOBOXAAETCA JIU JOKYyMEHTaMHU B XpaHeHUs
COOTBETCTBHUH C TPeOOBaHUSIMU JIEKapCTBEHHBIX
3akoHoarenscTBa Poccuiickoit denepanuu? | cpeacts

12.2. |Mudopmarus o mepeBo3Ke JeKapCTBEHHBIX | MyHKT 58 [IpaBun
MpenapaToB PUKCUPYETCS TU TAKUM XpaHeHUs
00pa3om, 4TOOBI 00ECTIeYnTh KOHTPOJIb UX | JIEKapCTBEHHBIX
nepeMeneHus ? CpenCTB

12.3. |[InanupoBaHue nMepeBO3KU JeKapCTBEHHbIX | MyHKT 60 [IpaBun
IIPENnapaToB OCYLECTBIISIETCA JIU Ha XpaHEHUs
OCHOBaHUU MPOBEJACHHOTO aHAIIN3a U OLIEHKH | JIEKApCTBEHHBIX
BO3MOXKHBIX PUCKOB? CPEICTB

12.4. |Pa3paboTaH 1 YTBEP>KICH JIM IOPSIOK nyHKT 61 IIpaBun

MH(GOPMHUPOBAHUS O BISIBIICHHBIX B XpaHeHHus
Ipolecce NePEeBO3KHU JIEKAPCTBEHHOIO JIEKapCTBEHHBIX
npernapara ciyyasx HapyleHHs CpeAcTB

TEMIIEPATypPHOT0 PEKMMa XpaHEHUS U (MIIH)
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MOBPEXKICHUS YAaKOBKU?

12.5. |Ilo 3anpocy mosydaTesis JJIeKapCTBEHHBIX nyHKT 61 [IpaBun
MIPETapaToB MPEIOCTABISIOTCS JIM CBEICHUS | XpaHEHHUS
0 COOJIIOJIEHUH TEMIIEPATypPHOTO peKuMa JIeKapCTBEHHBIX
IIpU NIEPEBO3KE JIEKAPCTBEHHBIX MIPENapaToB? | CPesICTB

12.6. |Jlnst mepeBO3KM JIEKaPCTBEHHBIX MpemnapaToB | myHKT 62 [IpaBun
UCTOJb3YIOTCS JIU TPAHCTIOPTHBIE CPEICTBA U | XpAaHEHHUS
obopyoBaHue, 00ecreunBaroIme JIEKapCTBEHHBIX
co0Jro/IeHre UX KayecTBa, 3(h(HPEeKTUBHOCTHU U | CPEICTB
6e3omacHoCTH?

12.7. |Ilpu mepeBo3Ke TEPMOIAOMIBHBIX myHKT 62 [IpaBuin
JIEKapCTBEHHBIX MPENapaToB UCIOIb3YETCS | XpaHEHHs
JIM CTIELMaJIN3UPOBaHHOE 000PYI0BaHHE, JIeKapCTBEHHBIX
obecreunBarolee nojaaepx aHue TpeoyeMbIX | CpeICTB
TEeMIEepaTyPHBIX PEKHUMOB XPaHECHUS
JIeKapCTBEHHbIX IpenapaTon?

12.8. | XnamosneMeHThl B H30TEPMHUUECKUX yHKT 63 IIpaBun
KOHTEWHEpax pa3MeIaroTcs JIM TaKUM XpaHCHHUS
00pa3oM, YTOOBI OTCYTCTBOBAJ MPSIMOM JIeKapCTBEHHBIX
KOHTAKT C JIEKapPCTBEHHBIMU TIpeniapaTaMu? | CPelICTB

12.9. |He pomyckaeTcs Jii TOBTOPHOE nyHKT 63 [IpaBui
HCII0JIb30BaHUsl HEOCTATOYHO XpaHEeHHUs
OXJIQXIEHHBIX U (W) TOBPEKACHHBIX JIeKapCTBEHHbIX
XJIaJI03JIEMEHTOB? CPEICTB

12.10. |[IpoBoauTcst U IepBUYHAS ¥ MTOCIEAyOmIas | MyHKT 64 [IpaBun
1ocjie pEMOHTA MOBEpKa 000py0BaHus, XpaHEeHHUs
OTHOCSIIIETOCS K CPEACTBAM U3MEPEHUS, JIeKapCTBEHHBIX
YCTaHOBJIEHHOT'O BHYTPH TPAHCIIOPTHOT'O CpeAcTB
CPEJCTBA WM B KOHTEHHEPE, UCII0JIb3YEMOTO
JUI KOHTPOJISL ¥ TIOJI€pKaHUS
TEMIIEPATyPHOT0 peKuMa B IpoIiecce
NIEPEBO3KHU JIEKAPCTBEHHBIX MpenapaToB?

12.11. |ITpoBoauTCS U TIEpHOIUYECKas TOBepKa U | YHKT 64 [TpaBuin
(unn) kanuOpoBKa 000pyI0BaHMS, XpaHEHUs
OTHOCALIErocs K CPEeJCTBAM U3MEPEHU, JIeKapCTBEHHbIX
YCTaHOBJIEHHOTO BHYTPH TPAHCTIOPTHOTO CpeAcTB
CpeZACTBa WIN B KOHTEHHEpE, UCTI0Ib3YEeMOT0O
JUTs KOHTPOJISI ¥ TIOZI€PKAHHUS
TEeMIIepaTypHOT0 pexnuma B IpolLecce
MEPEBO3KHU JICKAPCTBEHHBIX MPEMapaToB?

12.12. |JlexapcTBEHHBIE MPETApaThl OCTABISIOTCA | IyHKT 65 [IpaBun

JIM 110 a/Ipecy, yKa3aHHOMY B
TOBapOCONPOBOIUTENBHBIX JOKYMEHTaX?

XpaHCHUA
JICKApCTBCHHBIX



http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100124&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100126&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100126&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100128&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100128&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100131&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100131&fld=134
http://login.consultant.ru/link/?req=doc&base=RZR&n=210619&dst=100132&fld=134

CpeICTB

12.13. | TpancnopTHas Tapa, B KOTOpPOi nepeBo3saTcst | MyHKT 68 [IpaBun
JIeKapCTBEHHBIE MPETIapaThl, HE OKA3bIBACT | XpaHCHHUS
JIM OTPHULATEIBHOTO BIUSHUS HA UX JIeKapCTBEHHBIX
KauecTBO, 3 (HEeKTUBHOCTH M 0€3011aCHOCTh? | CPENICTB

12.14. |JlexapcTBEHHBIE MPETapaThl MepeBo3ATcs i | MyHKT 68 [IpaBun
B TPAHCIIOPTHOM Tape, KoTopas XpaHeHHUs
o0ecrieunBaeT HaIe)KHYIO 3aIIUTY OT JIeKapCTBEHHBIX
BO3CHUCTBUS (PAaKTOPOB BHELIHEH cpe/ibl? CpeAcTB

12.15. | Bei6op TpaHCHOPTHOI Tapbl, yIaKOBKH yHKT 69 IIpaBun
OCHOBBIBAETCS JIM HA YCTAHOBIICHHBIX XpaHCHHUS
TpeOOBAHUAX K YCIOBHUSM XpAaHEHUS U JIeKapCTBEHHBIX
MIEPEBO3KH JICKAPCTBEHHBIX TPEMapaToB? CpeAcTB

12.16. | Ber6op TpaHCHIOPTHOH Tapbl, yITAKOBKH nyHKT 69 IIpaBun
OCHOBBIBAETCS JIM HAa 00beMe, KOTOPBII XpaHeHHUs
HYKEH JUTS pa3MeIeHHs JIeKapCTBEHHBIX JIeKapCTBEHHBIX
IpenapaTos? CPEICTB

12.17. | Bei60Op TpaHCHOPTHOH Tapbl, yITaKOBKH yHKT 69 IIpaBun
OCHOBBIBAETCS JIM Ha KOJeOaHUIX XpaHEeHHUs
TEMIIepaTypbl OKpYyXKaromei cpenpi? JIeKapCTBEHHBIX

CpeACTB

12.18. | Beibop TpaHCHOPTHOM Taphl, yIaKOBKU nyHKT 69 [IpaBun
OCHOBBIBAETCS JIM HA JUTUTEIBHOCTH XpaHEeHHUs
NEPEBO3KHU, BKJIIOUasi BO3MOXKHOE JIeKapCTBEHHBIX
MIPOMEKYTOYHOE XPaHEHHE JIGKAPCTBEHHBIX | CPENICTB
npenaparoB?

12.19. | TpancnopTHas Tapa ¢ JIeKapCTBEHHBIMHU nyHkT 70 IIpaBun
npernaparamu B Iporecce IpueMKu XpaHEeHHUs
JIEKapCTBEHHBIX MPENapaToB Mepe] JIeKapCTBEHHbIX
NEepEMEILIEHUEM B IOMEIICHUS U (WIN) 30HY | CPENCTB
XpaHEeHHUsl OUMUILACTCS JIU OT BU3YaJIbHOT'O
3arpsi3HEHUs ?

12.20. |Ha TpancmopTHyIO Tapy, KOTOpas He nyHkT 71 IIpaBun

npeaHa3HavdyCHa JJIsd HOTpG6PITCJ'I€I>i B
KOTOPYIO MTOMCHICHBI JICKAPCTBCHHBIC
nperapaTtbl, HAHOCATCA:

XpaHCHUA
JICKApCTBCHHBIX
CpeacTB

HaNuMCHOBAHUC JICKAPCTBCHHOT' O npenapaTa?

nyHkT 71 IIpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpeACTB

cepus JIEKapCTBEHHOTO TpenapaTa?

nyHKT 71 [IpaBun
XpaHEeHUsd
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JIeKapCTBEHHBIX
CpEICTB

JaTa BhIMycKa?

myHKT 71 IIpaBun
XpaHECHUS
JIEKAPCTBEHHBIX
CPEACTB

KOJINYECTBO BTOPUYHBIX (MIOTPEOUTEIHCKUX )
YIaKOBOK JIEKApCTBEHHOT0 npenapara’?

nyHKT 71 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpEeACTB

HaWMEHOBAaHHUE M MECTOHAXO0XIeHHE (aapec)
MIPOU3BOIUTEINS JICKAPCTBEHHBIX
npenaparoB?

myHKT 71 [IpaBun
XpaHECHUS
JIEKAPCTBEHHBIX
CPEACTB

CPOK IroOAHOCTH JICKaPCTBCHHBIX npenapaTOB?

nyHKT 71 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpeACTB

YCIIOBHSI XpaHEHHS JICKAPCTBEHHBIX
npenaparoB?

nyHKT 71 [IpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB

YCJIOBUS IEPEBO3KH JIEKAPCTBEHHBIX
npenaparoB?

nyHkT 71 IIpaBun
XpaHeHHUs
JIEKapCTBEHHBIX
CpeAcTB

peAyNPEaUTEIIbHBIC HAITUCH?

nyHKT 71 [IpaBun
XpaHEeHUS
JIEKapCTBEHHBIX
CPEICTB

MaHUIYJISATOPHBIE 3HAKU?

nyHkT 71 IIpaBun

XpaHEHUsI
JIeKapCTBEHHBIX
CpenCTB
12.21 |He nomyckaertcs 1M UCIIOJIb30BaHUE nyHKT 88. (3.41)
prOOPOB, KOTOPHIE HE COOTBETCTBYIOT [TpaBun
KPUTEPHSIM KaTHOpOBKU? OpraHu3aIIH
MIPOM3BOJICTBA
12.22 | B nomemenust (30HBI) 11 XpaHCHUS nyHKT 27 [IpaBun
JIeKapCTBEHHBIX MPENapaToB HE XpaHeHHUs
TOIYCKAIOTCS JIM JINIA, HE MMEIOIIUE ITPpaBa | JICKapCTBEHHBIX
JOCTYTIA, OIPEAEICHHOTO CTaHIAPTHBIMU CpeAcTB
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OTIepaIMOHHBIMHU TIpoLeypaMu?

(mommxHOCTE M OMO OOJIKHOCTHOTO JiMlla, 3alloJIHUBIIEI'O
IPOBEPOYHHM JIMCT, [NOONMCH, IHaTa)

(mojpxkHOCTE M OVMO IOOJDKHOCTHOTO JMIla KPUIMYECKOTO JMia, IPMCYyTCTBOBABIIEIO
OpyY 3alOoJIHEHUM [IPOBEPOYHOI'O JMCTa, NOANMCH, OaTa)




