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Fnasa 1. OGLLUUE MNOJIOXKEHUA

Cratba 1. MpeameT perynupoBaHus HacTosilwero ®egepanbHOro 3akoHa

1. Hactoawmn ®enepanbHblil 3aKOH perynupyet OTHOLUEHUS, BO3HMKalLWue B CBA3M C obpalleHnem -
pa3paboTkol,  AOKITMHUYECKMMMU nccrnenoBaHUSaMNU, KNUHUYECKUMN nccneaoBaHUSaMNU, 3KCNepPTM30M,
rocygapCTBEHHOM peructpauven, Cco CcTaHgapTusauMem W C  KOHTpPOSieM KavecTBa, MNPOU3BOLCTBOM,
N3roToBrEHNEM, XpaHeHueM, nepeBOo3Kon, BBO3OM B Poccunckyto defepauuio, BbIBO3OM U3 Poccumnckom
depepaummn, peknamonr, OTMYCKOM, peanusaumen, nepegadven, NPUMEHEHWEM, YHUUTOXEHUEM IeKapCTBEHHbIX
CpPeAcCTB.

(B peq. ®egepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hactoswwmin depepanbHbli  3aKOH yCTaHaBNMBAET MNPUOPUTET TOCYLAPCTBEHHOrO perynupoBaHums
6e3onacHocTn, kavyecTBa U 3P(PEKTMBHOCTM NIEKAPCTBEHHbLIX CPEACTB NPU NX OOpaLLEeHUN.
(B peq. ®epgepanbHoro 3akoHa ot 25.06.2012 N 93-03)

CratbA 2. Cchpepa npumMeHeHus HacTosiwero ®eaepanbHOro 3akoHa

Hactoswun ®epepanbHbii  3aKOH NPUMEHSAETCA K  OTHOLIEHMSIM, BO3HMKaKLWMM npu  obpaleHun
nexkapcTBEHHbLIX CPeacTB Ha Tepputopun Poccuiickon ®epepaunn.

CraTtbA 3. 3akoHOoAaTEeNbCTBO 06 OOpalleHUN NeKapCTBEHHbIX CPeAcTB

1. 3akoHogaTenbcTBO 06 OBpalleHun NnekapCTBEHHbIX CPEeACTB COCTOUT U3 HacTtoswero ®epepanbHOro
3aKoHa, Apyrux eaeparnbHbIX 3aKOHOB U UHbIX HOPMAaTMBHbIX NPaBoBbIX akToB Poccuiickon denepavuu.

1.1. 3akoHogaTenbCcTBO 06 OOpaleHUn IeKapCTBEHHbIX CPeACTB B OTHOLUEHUM HOPUOUYECKUX IUL WU
MHAMBUAOYaANbHbLIX NpearnpuUHUMaTENeNn, OCYLLEeCTBNSAIWNX OesSTEeNnbHOCTb Ha TeppuTopuM MEeXOyHapOAHOro
MeOULMHCKOro Knacrtepa, NPUMEHSIETCS C y4eTOM OCOOEHHOCTeN, yCcTaHoBReHHbIx denepanbHbiM 3akoHoM "O
MexayHapogHoM MeauUMHCKOM Knactepe U BHeCeHUU N3MEHEeHUN B oTAelibHble 3aKoHo4aTellbHble aKTbl
Poccunckon ®egepauun'.



(yactb 1.1 BBegeHa degepanbHbiM 3akoHoM oT 29.06.2015 N 160-93)

2. [Henctene Hactoswero ®denepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHne HapKOTUYEeCKMX
NeKapCTBEeHHbIX CpeACTB M NCUXOTPOMHbIX NEeKapCTBEHHbIX CcpeAcCTB C y4eToM OCOGGHHOCTGVI, YCTaHOBJ1€HHbIX
3akoHogatenbcTBOM Poccuickon Pepepaumm 0 HapKOTUYECKUX CPEACTBaX, MCUXOTPOMHbIX BellecTBax U 06 mx
npekypcopax.

3. Henctene HacTo4Lero depnepanbHoro 3akoHa pacnpocTpaHsieTcs Ha obpaleHne
paguodapmMauleBTUHECKNX  JNIEKapCTBEHHbIX cpeacTs C  yyeTom ocobeHHocTen, YCTaHOBJIEHHbIX
3akoHodaTenbcTBoM Poccuickon ®egepaunm B obrnacty obecneyeHnst pagmaumMoHHon 6e30nacHOCTM.

4. Ecnn mexayHapoAHbiM goroBopom Poccunckon depepaumm ycTaHOBMEHbl WHble MpaBuna, 4em Te,
KoTOopble MNpeaycMOTpeHbl HacTodwmMm deaeparnbHbIM - 3aKOHOM, MPUMEHSAIOTCA NpaBuna  MeXxayHapoaHoro
Jorosopa.

5. B Poccuiickon depepauumn B COOTBETCTBMM C MEXAYHApOoAHbIMU goroBopamu Poccuiickon ®epepauum n
(Mrn) Ha ocHoBe MpuHUMNA B3aMMHOCTM MPU3HAIOTCA pe3ynbTaTbl KIMHUYECKUX UCCNedoBaHWUM NeKkapCTBEHHbIX
npenapaToB Ans MeaULMHCKOro NPUMEHEHUs], NpOBeAEeHHbIX 3a npeaenammn Tepputopun Poccuiickon ®egepauun.

CrtaTtbs 4. OCHOBHbIE NOHATHUSA, UCMONb3yeMble B HacTosiiem PenepanbHOM 3aKOHe
Ons uenen HacToswero defepanbHOro 3akoOHa UCMONb3YTCA CrieayHoLMe OCHOBHbIE NOHATUS:

1) nekapcTBeHHble CpPeAcTBa - BellecTBa WM UX KOMOMHaUMKM, BCTynaloowue B KOHTAKT C OPraHn3mMom
YenoBeka MK XXMBOTHOrO, MPOHUKalOLWMe B OpraHbl, TKaHW OpraHu3Ma YerioBeka UM XMBOTHOMO, NPUMeHseMble
Ans NpodUNakTMKW, OMarHOCTUKM (33 WUCKIIIOYEeHMeM BeLLeCTB WM UX KOMOWHaUWUA, He KOHTaKTUPYIOLMX C
OpraHM3MOM YernoBeka WM XKMBOTHOrO), JfeveHus 3aboneeaHus, peabunutaumu, ANA  COXpaHeHus,
npeaoTepaLLeHns Unu npepbiBaHUA 6epeMeHHOCTU 1 NOMYyYeHHbIe U3 KPOBW, NiasMbl KPOBU, U3 OPraHoB, TKaHen
opraHusMa 4erioBeka WM >KMBOTHOTO, pacTeHW, MWHepanoB MeTodaMu CUHTE3a UM C MNPUMEHEHWEM
Buonormnyeckmx TexHonorni. K nekapcTBeHHbIM CpeAacTBam OTHOCATCA dhapMaueBTudeckme cybctaHuum wu
nekapcTBeHHble npenaparTbl;

2) apmaueBTUYeckass cybcTaHuMs - fekapCTBEHHOe CpeacTBO B BWAE OOHOTO WM HECKONbKUX
obragamwmx ¢apMakoniorMiyeckon akTUBHOCTBIO [OEWCTBYHOLIMX BELEeCTB BHE 3aBWCUMOCTM OT Mpupoabl
NMPOUCXOXAEHUS], KOTOpOEe MpefHas3Ha4YeHo Ans MPOM3BOACTBA, W3rOTOBIIEHWUS FIEKAPCTBEHHBLIX MpenapaToB W
onpegenseT nx aeKTUBHOCTD;

(n. 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) BCnomoraTternbHble BelwlectBa - BewecTBa HeopraHM4Yeckoro unn opraHn4eckoro nponcxoxXneHus,
ncnonb3dyemMmble B nMpouecce npom3BoacTBa, WU3roToBINIEHUA JEeKapCTBEHHbIX npenapatoB AnA npuaaHua UM
HeobxoaMMbIX (bVI3VIKO-XVIMW-IeCKVIX CBOWCTB;

4) nekapCTBEHHblE MpenapaTbl - JIEKAPCTBEHHbIE CPEACTBA B BUAE NEKAPCTBEHHbLIX (hOPM, NMPUMEHSsIEMble
Anst NPOUNaKkTUKKL, ANarHOCTUKKM, NnedeHuss 3aboneBaHus, peabunuTauun, Onst coOXpaHeHusl, NpefoTBpaLleHuns
Unu npepbiBaHns 6epemMeHHOCTY;

5) JleKapCcTBeHHasA (bopma - COCTOdAHME JeKapCTBEHHOro npenapara, COOTBETCTBYyHOLlEe crnocobam ero
BBeAEeHNA N NnpuMeHeHna n obecneunBatoLee OOCTMKEHNE Heobxoaumoro fiedebHoro Sd)(*)eKTa;

5.1) posvpoBka - codepXaHue OOHOr0 WM HECKONMbKMX OENCTBYIOLMX BeLeCTB B KONUYECTBEHHOM
Bblpa)XEHUN Ha eauvHuuy A03bl, UNN eauHuly obbema, UnvM eguHULy MacCbl B COOTBETCTBUM C JIEKapCTBEHHOW
cdopmort NMnbo ANA HeKOTOPbIX BUAOB feKkapCTBEHHbIX POPM KOMMYECTBO BbICBOOOXOAEMOro U3 rnekapCTBEeHHON
hopMbl ENCTBYIOLLErO BELLECTBa 3a €AMHNLY BpeMEHU;

(n. 5.1 BBegeH deaepanbHbIM 3aKkoHOM 0T 22.12.2014 N 429-93)

6) nepeyeHb KM3HEHHO HEOOXOOUMBIX W BaKHEWLUMX JIEKapCTBEHHbIX MpenapaToB - EeXEerogHo
yTBepxaaembln [MpasutensctBoM Poccunckon degepaumn nepeveHb feKapCTBEHHbIX MpenapaTtoB s
MEeOULUMHCKOTO MNpUMeHeHusi, obecneyvvBalonx MpUOPUTETHbIE MOTPEOHOCTU 34paBOOXpPaHEHUs B Lensix
npodbunnakTMkn 1 nedyeHms 3abonesBaHun, B TOM 4ucne npeobnagawwmux B CTPyKType 3aboneBaemocTn B
Poccuiickon depepaumu;

6.1) Op(*)aHHbIe NeKkapCTBeHHble nMnpenapatbl - JieKapCTBEHHbIe nMpenapatbl, npegHa3Ha4YeHHble



UCKMIOYNTENBHO ANs AMarHOCTUKX UMM NaTOreHeTUYECKOro NeYeHUs (redeHnsi, HamnpaBreHHOro Ha MeXaHW3Mm
pa3BuTusa 3aboneBaHus) peakmx (opdaHHbIX) 3aboneBaHun;
(n. 6.1 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

6.2) OmonornyeckMe nekapcTBEHHbIE NMpenaparbl - fliekapCTBEHHbIE MpenapaThl, AENCTBYOLLEE BELLECTBO
KOTOPbIX MPOU3BEAEHO UMW BbIAENEHO U3 BGUONMOrMYeCcKOro UCTOYHUKA U ANS ONpPeAeneHnss CBOMCTB M KavecTsa
KOTOpbIX HeobxogMma KoMOWHauus Ouonormdecknx u  U3NKo-xuMmudecknx metogo. K  Buonornyecknm
riekapCTBEHHbIM MpenapaTaM OTHOCATCS MMMYHOOMOMorMyeckme rnekapcTBEHHble NpenapaThbl, NeKapCTBEHHbIE
npenapartbl, NMOMyYeHHbIE U3 KPOBM, Ma3Mbl KPOBU YENOBEKA M KMBOTHbLIX (3@ UCKMHOYEHMEM LIENBHOW KPOBW),
BGUOTEXHOMOIMYECKNE NEKAPCTBEHHBLIE NpenapaThl, FeHoTepaneBTUYECKME NIeKapCTBEHHbIE NpenapaThl;

(n. 6.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

7) UMMyHODBMOMOrMYeckne IneKkapcTBEHHbIE MpenapaThl - JIeKapCTBEHHbIE MpenapaTtbl, NpegHasHa4YeHHble
ans opMMpoBaHNst aKTMBHOIO WM MACCMBHOIO MMMyHWUTETA NGO AMArHOCTUKM HanmuuuMs UMMyHUTETa WU
ONarHocTMKN cneunduyeckoro nNpuobpeTeEHHOro M3MEHEHUST NMMYHOSIOrMYECKOrO OTBETA Ha anneprusvpytome
BewlectBa. K MMMyHOGMONOIrMYECKUM NeKapCTBEHHbLIM Mpenapatam OTHOCATCS BaKUMHbI, aHaTOKCUHbI, TOKCUHbI,
CbIBOPOTKM, UMMYHOTTIOBYNUHBI U annepretol;

(n. 7 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7.1) BuoTexHomnorMdyeckme nekapCTBEHHble MpenapaTtbl - fekapCTBeHHble npenapatbl, NPOM3BOACTBO
KOTOPbIX OCYLLECTBISIETCS C WCMNOMb30BaHMeM OWOTEXHOMOrMYECKMX MpPOLEcCcCOB U MeToaoB (B TOM 4ucre
OHK-pekomMOUHaHTHOM TEXHONOMMU, TEXHOSOTMM KOHTPONMPYEMOWN SKCNPECCUN FEHOB, KOAMPYHOLLMX BUONOrMyeckm
aKTVBHble Oernkm B MpokKapuoTax U aykapuoTax, BKMoYas M3MEHEHHbIE KNEeTKU MIeKonuTawLwmx), rmépuaomMHoro
MeToda U MeToja MOHOKMOHAanbHbIX aHTUTENT;

(n. 7.1 BBegeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYECKUEe NeKapCTBEHHbIe NpenapaThbl - NekapCTBeHHbIe npenapaTthbl, dhapMmaueBTuyeckas
cybcTaHumMsa KOTOpbIX ABNAETCA PEKOMOMHAHTHOW HYKMEMHOBOW KMCNOTON UKW BKMOYaET B cebs pEKOMOUHAHTHYIO
HYKIMEMHOBYIO KWUCMOTY, MO3BOMSAIOLWYI0 OCYLLECTBRATb perynMpoBaHue, penapauuio, 3ameHy, gobasneHve wnu
yAaneHue reHeTu4ecKomn nocrneaoBaTenbHOCTY;

(n. 7.2 BBegeH PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-33)

8) HapkoTMyeckMe neKkapCTBEHHble CpedcTBa - feKapCTBEHHble MpenapaTtbl M dapMaueBTudeckue
cybcTaHuuK, codepXxallume HapKOTUYECKMe CcpeacTBa M BKOYEHHble B [lepeyeHb HapKOTUYECKMX CPEeAcCTB,
NMCUXOTPOMHbLIX BELECTB U MX MPEKYPCOPOB, Noasexalmnx KoHTponto B Poccuiickon ®egepaumm, B COOTBETCTBUM C
3akoHodaTtenscTBoM Poccuiickon degepaumu, mMexagyHapogHbiMu gorosopammu Poccuickon denepauun, B TOM
yncne EanHoi KoHBEHLMEN O HapKOTUYeCcKnx cpeacteax 1961 roaa;

9) NCUXOTPOMHbIE TEKAPCTBEHHbIE CPEACTBA - JleKApCTBEHHble npenapatbl UM dapMaleBTUYeckue
cybcTaHuun, cogepkalme MNCUXOTPOMHblE BEeLecTBa W BKIOYEHHble B [lepedeHb HapKOTMYECKUX CPEACTB,
MCUXOTPOMHBIX BELLECTB N X NPEKYPCOPOB, NOANEXaLLMX KOHTponto B Poccuiickon degepaunm, B COOTBETCTBUM C
3aKkoHodaTenbcTBoM Poccuiickon degepaumu, MexagyHapogHbiMu goroBopammu Poccuiickon depepauun, B TOM
ymcne KoHBeHuUmMen 0 NCMXOTpOonHbIX BewectBax 1971 roaa;

10) pagnodapmaLieBTUYECKUE NEKAaPCTBEHHbIE CpeacTBa - NeKkapCTBEHHbIE CPeACcTBa, KOTOpbIE codepXaT B
roToBOM AN UCNONb3oBaHUA opme OAMH PaaMOHYKNUA UMW HECKOMbKO PafMOHYKNMAOB (paguoakTUBHBLIX
N30TOMoB);

11) pedepeHTHbI MeKkapCTBEHHbIN MnpenapaTr - JIeKApCTBEHHbIM MpenapaT, KOTOpbI  BrnepBble
3apeructpupoBaH B Poccunckon degepaummn, kavyectBo, 3hpeKkTMBHOCTb U 6e30MacHOCTb KOTOPOro AoKasaHbl Ha
OCHOBaHUKN pe3ynbTaToB AOKIMHUYECKNX UCCNEeaOoBaHWIA NEKAPCTBEHHbIX CPEACTB M KIMMHUYECKNX UCCNeaoBaHUn
nekapcTBEHHbIX NpenapaToB, NPoBeAeHHbIX B COOTBETCTBUM € TpeboBaHnsaMM YacTen 6 n 7 ctatbmn 18 HacTosAwero
depepanbHOro 3akoHa B OTHOLUEHUMW JIEKAPCTBEHHbIX CPEACTB AN MEAWMUMHCKOro npuMeHeHust nnbo B
cooTBeTCTBUM C TpeboBaHuaMu cTaTbn 12 HacTosiwero denepanbHOro 3akoHa B OTHOLLUEHMM NeKapCTBEHHbIX
CPeACTB ANl BETEPUMHAPHOro MPUMEHEHUS, U KOTOPbIA MCMNONb3YeTCsa AN OLEHKN GUOIKBMBANEHTHOCTU UNnu
TepaneBTMYECKON 9SKBMBANEHTHOCTU, KavecTBa, 3PPeKTMBHOCTM U 6E30MacHOCTU BOCMPOU3BEAEHHOrO UMK
GuoaHanorosoro (6uonogobHOro) nekapcTBeHHOro NpenapaTa;

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

12) BOCNpOM3BEL4EHHDbIN NEKAPCTBEHHbIN NpenapaT - NeKapCTBEHHLIN Npenapar, KOTOpbI UMEET TaKoW Xe
Ka4yeCTBEHHbIN COCTaB N KOSIMYECTBEHHbIN COCTaB AENCTBYIOLLNX BELECTB B TAKOW XXe NeKapCTBEHHON hopMe, YTO



N pedepeHTHbIA fekapCTBEHHbIA NpenapaTt, U OGMO3KBMBANEHTHOCTb MMM TepaneBTUYeckash SKBMBANEHTHOCTb
KOTOpOro pedepeHTHOMY fieKapCTBEHHOMY NpenapaTy NoATBeEPXXAEHA COOTBETCTBYOLMMU UCCIEA0BaAHUSIMMU;
(n. 12 B pea. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

12.1) TepaneBTU4eckas SKBUBASIEHTHOCTb - AOCTWMKEHWE KIMMHWYECKM COMOCTaBMMOrO TepaneBTUYEeCKOro
adpdbekTa Npu NPUMEHEHMM NEKAPCTBEHHbIX NpenapaTtoB Ans MeAULUMHCKOro NPpUMEHEHUsST AN OOHOM U TOW e
rpynnbl 60MbHLIX MO OAHUM U TEM XE NOKa3aHUSIM K MPUMEHEHNIO;

(n. 12.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

12.2) 6wuoaHanoroBbin (6ronogobHbIN) nekapcTBeHHbIM npenapat (buoaHanor) - Buonornyeckun
nekapcTBEHHbIN nNpenapar, CXOXUin No napaMeTpam kadyecTBa, ddPPeKTMBHOCTM U BesonacHOCTU ¢ pedepeHTHbIM
BMoNorMyeckMM rnekapCcTBeHHbIM MpenapaToM B TakoW e NekapcTBeHHOM hopMe U UMEKLWMN NMOEHTUYHBIN
crnocob BBeaeHUS;

(n. 12.2 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

12.3) B3aMmo3aMeHsiEMbIi JIEKApPCTBEHHbIA MpenapaT - JIeKapCTBEHHbI Mpenapar C  AOoKa3aHHOW
TepaneBTUYECKON IKBMBANEHTHOCTbIO UMM BUO3KBUBANEHTHOCTBIO B OTHOLLEHWUM pedhepeHTHOro NekapCcTBEHHOro
npenapaTa, MMeEKLWMA 3KBUBASIEHTHbIE €My KayeCTBEHHbIA COCTaB W KONMYECTBEHHbIA COCTaB OEMCTBYHOLLMX
BELLEeCTB, COCTaB BCMOMOraTerbHbIX BELLECTB, TeKapCTBEHHY0 hopMy 1 cnocob BBeAeHUS;

(n. 12.3 BBegeH PepepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

13) nekapcTBEHHOE paCTUTESIbHOE ChIpbEe - CBEXWE WM BbICYLLEHHblE pacTeHUst NGO KX YacTy,
ncnonb3yemMble Ans NpoM3BOACTBA NEKAPCTBEHHbIX CPEACTB OpraHM3auusaMy - NPOU3BOAUTENAMU NeKapCTBEHHbIX
CPEACTB WM  U3TOTOBMIEHWUS JIEeKapCTBEHHbIX NpenapaToB anTeyHbiMM OpraHusauusiMu, BeTepUHapHbIMU
anTeYyHbIMU  OpraHuM3auusMK,  UHOMBMAYANbHbIMU  MPEAnpPUHMMATENAMW,  UMEWMUMM  FIMLEH3NI0  Ha
hapmaLeBTUYECKYIO AEATENBHOCTD;

14) nekapcCTBEHHbIN pacTUTENbHbIM MpenapaT - feKkapCcTBEHHbIN npenapaTt, MpPOM3BEAEHHbIN Unn
W3roTOBIEHHbIA N3 OOHOrO BUAA NEKapCTBEHHOrO PacTUTENbHOMO Cbipbs UMM HECKONbKMUX BUAOB TaKOro Chipbs U
peanuayembiii B pacacoBaHHOM BuAe BO BTOPUYHOW (MOTPEBUTENBCKON) YNaKoBKE;

15) romeonaTvyeckMin NeKapCTBEHHbLIM MpenapaT - JeKapCTBEHHbI MpenapaT, NPOM3BEAEHHBIN UIn
N3roTOBIIEHHbIN U3 hapMaueBTUYECKON CyOCTaHUUM UM dapmaueBTUYeCcKMX CybGCTaHUMIA B COOTBETCTBUM C
TpeboBaHnaMM OOWKMX papmakonemHbIX cTaTed K romeonaTMYeckMM JfeKkapCTBEHHbIM npenapataMm unvM B
cooTBeTCTBMMU C TpeboBaHuAMN dhapmakoneun cTpaHbl Mpou3BoauTENs Takoro NeKkapCTBEHHOro Npenapara;

(n. 15 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

16) MexagyHapoOHOEe HenaTeHTOBAaHHOE HaVMMEHOBaHWE FEKAPCTBEHHOIO CpeacTBa - HauMeHOBaHue
JENCTBYyIOLLEro BewecTBa QapmaueBTUYeckon cybcTaHumn, pekoMeHAoBaHHOe BcemupHol opraHusaumen
3[paBOOXPaAHEHNS;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17) TOproBoe HaMMEHOBaHWE JEKAPCTBEHHONO CpeacTBa - HAMMEHOBaHWE JEKApPCTBEHHOro CpeacTsa,
NMPUCBOEHHOE €ro pas3paboTyMkoMm, AepXaTeneM WM  BhagenbLeM PervcTpaumoHHOrO  yOoOCTOBEpPEHMS
nekapcTBeHHOro npenapaTa;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17.1) rpynnMpoBOYHOE HaMMEHOBaHWE EKapCTBEHHOro mnpenapaTta - HauMeHOBaHWe NeKapCTBEHHOro
npenaparta, He UMeILLEro MexayHapoaHOro HenaTeHTOBaHHOIO HAMMEHOBaHMS, UMM KOMOUHALIMM NEKapCTBEHHbIX
npenapaTtoB, WCMOMb3yemMoe B Lensdx 00beavHeHWs WX B rpynny nog €eAvHbIM HauMeHOBaHMEM UCXods U3
OQVHAaKOBOro cocTaBa [eNCTBYIOLLMX BELLECTB;

(n. 17.1 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

18) obLiasn chapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKOEHHbIN YNONHOMOYEHHbIM dheaeparibHbIM OpraHoM
NCMNOMHMTENBHOW BIlAaCTU N COAEPXKaLLMI nepedeHb nokasaTenen KavyecTsa U (MnmM) MeTO4O0B KOHTPOSS KavyecTsa
KOHKPETHOW J1eKapCTBEHHOW (QOpPMbl, EKAPCTBEHHOIO pPacTUTENBbHOMO Cbipbs, OMNMCaHWUs BUMONMOrMYecKmXx,
BUOXUMUYECKNX, MMUKPODOMONOrNYECKNX, (PUINKO-XUMNYECKNX, (DUSNYECKUX, XUMUYECKUX W APYrMX MeTOAOB
aHanusa nekapCTBEHHOro cpeacTea, a Tawke TpeboBaHMs K MCMONb3yeMblM B LENsX MpOBEAEHUS OAaHHOro
aHanusa peakTvBaMm, TUTPOBaHHbIM PacTBOpaM, MHOUKaToOpaM;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

19) dapmakoneriHas cTaTbs - [OKYMEHT, YTBEPXOEHHbIA YMNONHOMOYEHHbIM defepanbHbiM  OpraHoM



WCMONHUTENBHON BnacTM WM CoaepXalluMii nepeveHb MokasaTernen kavyecTBa M METOAOB KOHTPONS KayecTBa
neKkapCTBEHHOrO CPeACTBa;
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19.1) ctaHgapTHble 06pasupl - BeLeCcTBa, NOCPEACTBOM CPaBHEHUSA C KOTOPbIMU OCYLLIECTBMSETCA KOHTPOSb
KayecTBa UccrnefyeMbixX NeKapCTBEHHbIX CPEeACTB C NMOMOLLbI (PUINKO-XMMUYECKMX N BUONOrmyecknx MeTodoB B
Luensx MOATBEPXKAEHUS COOTBETCTBUS JIEKAPCTBEHHLIX CPeAcTB TpeboBaHUsIM HOPMaTUBHOWM [OKYMEHTauuwu,
YCTaHOBJEHHbLIM MPW OCYLLECTBMEHUM FOCYAAPCTBEHHON PErncTpaummn, 1 KoTopble NPUMEHSIIOTCA ANs KannbpoBku
CTaHAapTHbIX 06pa3LOB NPOU3BOAUTENS NIEKAPCTBEHHBIX CPEACTB, UCMONb3YEeMbIX A4S KOHTPOSS KaYecTBa U UHbIX
Lenen npu obpalleHnn NekapCTBEHHbIX CPEACTB;

(n. 19.1 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

19.2) dhapmMakonenHbIln cTaHgapTHbIM obpasel - cTaHAapTHLIN 06pa3seL, NPou3BeaeHHbIN B COOTBETCTBUM C
dapmakonenHom cTaTben;
(n. 19.2 BBegeH PenepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

20) HopmaTuBHas OOKyMeHTauusi - OOKYMEHT, CoAepXalui nepeyveHb onpenensieMblx no pesynbTatam
COOTBETCTBYHLLUMX IKCTIEPTM3 MoKasaTenient KayecTBa fIeKapCTBEHHOro CpeacTBa Ans MeAULMHCKOrO NpUMeHeHus,
METO/I0B KOHTPOIS €ro Ka4ecTsa U YCTaHOBMEHHbIN ero Npou3BoanTeneM;

21) HOpMaTMBHbIVI OOKYMEHT - [OOKYMEHT, co,qepmau.mﬁ nepeyvyeHb onpegendemMbiX No pe3ynbTaTtam
COOTBETCTBYHOLLMX 3KCNepTu3 nokasaTtenen KadyecrtBa WU (VIJ'WI) MEeTOAOB KOHTPOJIA KayecTBa HEKapCTBeHHOVI
CbOprI, onucaHust BMonormyecknx, BUOXMMUYECKUX, MVIKpO6VIOJ'IOFVI‘-IeCKI/|X, CbVI3I/IKO-XI/IMVI‘-IeCKVIX, CbVI3I/I‘-IeCKVIX,
XUMUHECKNX N OPYITNX METOO0B aHalin3a NnekapCcTtBeHHbIX CpeaCTB And BETepUHApPHOro NnpuMeHeHu4, Tpe6OBaHVIF| K
ncnosib3yemMmblM B Lendx nposegeHUA OaHHOrNo aHarnmsa peaktmBam, TUTPOBAHHLIM pacTBopaM, MHOUKATOpPaM U
yCTaHOBJ'IeHHbIVI €ro npounssoguTenemMm;

21.1) oOWMIN TEXHNYECKUIN OOKYMEHT - KOMMMEKT AOKYMEHTOB M MaTepuarnoB, COCTOSLUMIA U3 HECKONbKUX
pasgenoB - OOKYMEHTaUUM agMUHUCTPATUBHOIO XapakTepa, XMMUYecKkor, dhapmaleBTUYeckorn n buonormyeckom
OOKyMeHTauun, d¢apMakonormyeckon, TOKCUKOMOMMYECKOM [OOKYMEHTauuKn, KIMHUYECKOW [OKyMeHTauuu u
npeacTaBnsieMbIi OQHOBPEMEHHO C 3asIBIIEHWEM O FOCYOapCTBEHHOW pEerncrpauumn rnekapcTBEHHOro npenapata
ONS  MeOuMUMHCKOro MpuMeHeHust B ¢hopmaTe, YCTAHOBIEHHOM YMOJSIHOMOYEHHbLIM diedeparnbHbiM  OpraHoM
NCMNONHUTENbHOW BNacTy;

(n. 21.1 BBegeH PepepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

22) KayeCTBO JIeKapCTBEHHOrO CpeacTBa - COOTBETCTBME INEKapCTBEHHOro cpeactsa TpeGoBaHMsM
thapmakoneiiHo ctatbuM NMGO B Ccry4yae ee OTCYTCTBUS HOPMAaTMBHOW [OKYMEHTauuu W HOpMaTUBHOIO
JOKYMEHTa;

23) Ge3onacHOCTb JIeKapCTBEHHOrO CPEACTBA - XapakTepucTiKka fIeKapCTBEHHOro CpeacTBa, OCHOBaHHas Ha
CpaBHUTENIbHOM aHanmu3e ero 3MOEKTUBHOCTU U pUCKa NPUYMHEHWS! Bpeda 340POBbIo;

24) a¢hbheKTMBHOCTb NEKapCTBEHHOrO Npenaparta - XapakTepUcTWKa CTEMeHW MONOXMTENbHOTO BRUSHUS
NeKkapcTBEHHOro Mnpenapata Ha TeyeHue, NpPOAOIKMTENbHOCTE 3aboneBaHWss WnM ero nNpefoTBpalleHue,
peabunutauuio, Ha coxpaHeHue, NpeaoTBPaLLEHNE UMW NPepbiBaHWe GEPEMEHHOCTY;

25) cepusi nekapcTBEHHOr0 CpeacTBa - KOMUYECTBO JEKapCTBEHHOrO CPEACTBa, MNPOU3BEAEHHOe B
pesynbTaTe 04HOI0 TEXHOMOMMYECKOro LMKIa ero NpoM3BoanTeNeMm;

26) perncTpauUuMoHHOe YOOCTOBEpPEHWE eKapCTBEHHOro npenaparta - AOKYMEHT, MoATBep)kaalolmin dakT
rocygapcTBEHHON perMcTpaummn nekapcTBeHHOro npenapara;

26.1) pepxatenb WM Brageney perncTpaumoHHOro YAOCTOBEPEHUS JIEKApCTBEHHOrO npenapaTta -
pa3paboTynk NekapCcTBEHHOro CpeacTBa, NPOM3BOAMTEND NEKapCTBEHHbIX CPEACTB UK MHOE puanyeckoe nuuo,
obragaillee npaBoM BNageHUs PerMcTpaumMOHHbIM yOOCTOBEPEHMEM, KOTOPble HECyT OTBETCTBEHHOCTb 3a
KayecTBO, ah(PEKTUBHOCTb U BGE30MaCHOCTL NEKapCTBEHHOIO NpenapaTa;

(n. 26.1 BBegeH PepepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

27) perMcTpaumoHHbIii HoOMep - kogoBoe 0603Ha4YeHne, NPUCBOEHHOE fleKapCTBEHHOMY NpenapaTy npuv ero
rocyaapCTBEHHON perncTpauum;

28) obpalleHne nekapCTBEHHbIX CpPeAcTB - pa3paboTka, AOKMIMHUYECKME WCCREeAOBaHWs, KIMHUYECKMe



nccreqoBaHus,  3KCMepTM3a, rOCYdapCTBEHHAs perncrpauus, CraHgapTM3auus UM KOHTPOIb — KadecTBa,
Npon3BOACTBO, M3rOTOBIIEHME, XpaHEHME, nepeBo3ka, BBO3 B Poccuiickyto Pepepauunio, BbiBO3 13 Poccuiickon
depepaumu, peknama, OTNyck, peanusaums, nepegaya, NPUMEHEHNE, YHUHTOXEHNE NTEKapCTBEHHbIX CPEACTB;

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cybbekTbl obpalleHus NekapCcTBEHHbIX CPeadcTB - M3nYeckMe nuua, B TOM YuUCne MHAMBMAOYamnbHble
npeanpuHMMaTenu, 1 topyandeckne nuua, ocylUecTBrsalLWMe AeATeNbHOCTb NMpyU obpalleHnM NneKapCTBEHHbIX
CpeqncTs;

30) paspaboTumk NeKapCTBEHHOro cpeacTBa - OpraHu3auus, obnajarwlias npaBamMmuM Ha pesynbTaThbl
OOKMUHUYECKUX UCCNefoBaHUN NeKapCTBEHHOTO CPeacTBa, KIMHWYECKUX WCCRefoBaHUM  neKapCTBEHHOro
npenapaTa u (UnNn) Ha TEXHOMNOIMIO NPOU3BOACTBA EeKaPCTBEHHOIO CPEACTRA;

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

31) Npon3BOACTBO NEKAPCTBEHHbLIX CPEACTB - AESATENbHOCTb MO MPOM3BOACTBY JIEKAPCTBEHHbLIX CPEACTB
opraHu3auusMy - NPOU3BOAUTESNSIMU JIeKapCTBEHHbIX CPEACTB Ha OOHOWM CTaAuM, HECKOJIbKUX UIW BCEX CTaamsax
TEXHOJIOTMYECKOro NpoLecca, a Takke Mo XpaHeHUo U peanunsaumm NponsBeaeHHbIX eKapCTBEHHbIX CPeACTB;

31.1) nNpoOM3BOACTBEHHAs MrowWagka - TeppuTopuanbHO OOOCOGMEHHLIN KOMMEKC MPOU3BOANUTENS
NeKapCTBEHHbIX CPeACcTB, NpeaHasHaYeHHbI ANst BbINOMHEHUS BCEro npolecca Mpou3BOACTBaA NeKapCTBEHHbIX
CPEACTB UM ero onpeaeneHHon crtaguu;

(n. 31.1 BBegeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-$3)

32) npousBoguTENb JNEKAPCTBEHHbIX CPEACTB - OpraHusaumsd, OcCylecTBnsowasi npou3BoACTBO
NeKapCTBEHHbIX CPeaCTB B COOTBETCTBUM C TpeboBaHuAMUN HacTosero PegepanbHOro 3akoHa;

33) (bapMaLl,eBTl/l‘-leCKaFI [esaATenbHOCTb - [OeATeNnbHOCTb, BKMAYawlias B cebs OMNnTOBYKO TOProBJivO
NekapCTBeHHbIMM cpencTtBaMu, UX XpaHeHue, nepeBO3Ky U (I/IJ'IVI) PO3HUYHYKD TOProBIlKO J1IeKapCTBEHHbIMU
npenaparamMu, UxX oTnyck, XxpaHeHune, nepeBo3Ky, N3rotoBrieHne riekapCTBEeHHbIX NpenapaToB;

34) opraHu3auus OMTOBOW TOProBNWU fEKApPCTBEHHbIMW CPpeacTBaMU - OpraHusauusi, OCyLleCcTBRsioLwas
ONTOBYIO TOPrOBMO JIEKAPCTBEHHBLIMWU CPeacTBaMMu, UX XpaHeHue, NepeBO3Ky B COOTBETCTBMM C TpeboBaHMsIMM
HacToswero ®egepansHOro 3akoHa;

35) anTeyHasi opraHM3auMsi - OpraHusauusi, CTPYKTYpHoe noApasfieneHne MeAVMLMHCKOW opraHu3auuu,
OCYLLIECTBISIOWME PO3HNYHYO TOProBI0 eKapCTBEHHbIMM NpenapaTaMu, XpaHeHUe, NepeBO3KyY, U3rOTOBMEHME U
OTMYCK JEeKapCTBEHHbLIX MpenapaToB Ans MEAWUMHCKOrO MPUMEHEHMS B COOTBETCTBUM C TpeboBaHusiMu
HacTosiLlero ®eaepanbHOro 3aKoHa;

(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTeyHasi opraHu3auus - opraHusauusl, CTPyKTypHoe noapasgerneHve BeTepuHapHOM
opraHu3aLum, OCyLLEeCTBNSOLWME PO3HNYHYIO TOProBt0 NIeKapCTBEHHLIMU NpenapataMu, XpaHeHue, U3roToBreHne
M OTNYCK NEeKapCTBEHHbIX NpenapaToB AN BEeTepUHApHOro MNpUMEHEeHWs B COOTBETCTBUM C TpeGoBaHuUAMU
HacTosilero deaepanbHOro 3akoHa;

37) danbcnmumMpoBaHHOE NEKapCTBEHHOE CPEeACTBO - JleKapCTBEHHOE CPEeACTBO, COMPOBOXAAeMOe
NOXHOW nHdopMaLmen 0 ero coctaee 1 (Unun) Npon3BoanNTeENe;

38) Hep,06p0KaquTBeHHoe NekapCTBeHHOe CpencTBoO - JieKapCTBeHHOe CcpencTtBO, HE COOTBEeTCTByHLUlEe
TpeGOBaHI/IﬂM cbapmakoneﬂHon cTatby nnubo B Ccny4yae ee OTCyTCTBUA Tpe6OBaHI/IF|M HOpMaTMBHOVI OOKyMeHTauumn
M HOpMaTUBHOIO JOKYMEHTa,

39) KOHTpaghakTHOE neKkapCTBEHHOE CPEACTBO - JleKapCTBEHHOE CPeACTBO, Haxopsuieecs B 06opoTe C
HapyLLEHNEM rpaXaaHCKoro 3aKoHoO4aTeNbLCTBa;

40) poKNMHMYEecKoe WccredoBaHWe IeKapCTBEHHOIO CpeacTBa - Guonornyeckue, MUKpoGUororMyeckue,
MMMYHOIOrMYeckme,  TOKCUMKOMOrMyeckne, papmMakosniorndeckme, usnyeckne, XMMUYeckue U Opyrue
nccrnenoBaHNs JIEKapCTBEHHOTO CPeACcTBa MyTEM MPUMEHEHMS Hay4YHbIX METOAOB OLEHOK B LENsX MoNyyYyeHus
nokasatenbcTB 6e3onacHoOCTU, kKadecTBa U 3d(PeKTUBHOCTU NEKApCTBEHHOIO CpeacTBa;

41) KNMHUYECKOE WCCneaoBaHWE NEeKapCTBEHHOro npenapata - M3ydeHue AMarHOCTUYECKUX, NeyvebHbIX,
npodomnakTu4eckmx, bapMakonormieckmx CBOWCTB NEKAapCTBEHHOrO nmpenapata B MpoLecce ero npuMeHeHus y



YerioBeka, XXMBOTHOTO, B TOM 4MCrie MPOLIECCOB BCacbiBaHWs, pacnpeneneHunsi, U3BMeHeH sl U BbiBEAeHWs, NyTem
NMPUMEHEHNsT Hay4YHbIX METOAOB OLEHOK B LEeNsiX MoNyvyeHus [okasatesisCTB 6e3onacHocT, KayectBa U
9(PPEKTMBHOCTU FEKAPCTBEHHOIO npenapata, AaHHbIX O HeXenaTesbHbIX peakuusix opraHuama 4esioBeka,
KMBOTHOTO Ha TNpPUMEHEHWe IeKapCTBEHHOrO mnpenapata M 06 adhekTe ero B3aMMOAEWCTBUS C APYTVMU
neKkapcTBEHHbIMW NpenapaTamMu 1 (UNu) NULLIEBLIMM NPOAYKTAMM, KOpMaMMU;

42) MHOrFoueHTpoBOE KIIMHUYECKOE WuccnegoBaHnMe JieKkapCTBeHHOro npenaparta anda MegunuuHCKoro
NPUMEHEHNA - KIMHUYECKOE WnccrneagoBaHne JnekKapCTBeHHOro npenapata anda MeguuunHCKOro npuMeHeHu4,
nposoanmoe pa3pa6OT‘-WIKOM NekapCTBEeHHOro npenapara B AOBYX U bonee MeOMLMHCKNX opraHmsauunax no
€4NHOMY NPOTOKOJTY KITMHNYECKOro nccrnenoBaHnd nekapCTtBeHHOro npenapara,

43) MexayHapogHoe MHOrOLEeHTPOBOE KIIMHUYECKOe MWCCredoBaHWe eKkapcTBeHHOro npenaparta Ans
MEOMLMHCKOrO MNpUMEHeHUs - KIMHWYEecKoe WCCredoBaHue IeKkapCTBEHHOro npenapaTa Ans MeauLMHCKOro
NpUMEeHeHus1, NPOBOAUMOE Pa3paboTUMKOM IEeKapCTBEHHOro Mpenaparta B pasfMuHbliX CTpaHax Mo eauHoMy
MPOTOKOMY KMMHMYECKOro CCrneAoBaHus NekapCcTBEHHOro npenapara;

44) noCcTperucTpaumoHHOEe KITMHWYECKOEe WCCrefoBaHue NEKapCTBEHHOro npenaparta And MeauuMHCKOro
MPUMEHEHNS - KIMHUYECKOe WCCnedoBaHWe feKkapCTBEHHOMO npenapata And MeauMUMHCKOrO MpUMEHEHUS,
NpoBOAMMOE MPOU3BOAMUTENEM FfEKapCTBEHHOro npenapara, rpaXgaHCKMn oBOopoT KOTOPOro OCyLeCTBRSeTcs
nocrne rocygapCTBEHHON perncrpauun, B Uensax JononHuTenbHoro cbopa AdaHHbIX O ero GesonacHocTU W
3(PPEKTUBHOCTH, paCLUMPEHUS MNOKa3aHMM K MNPUMEHEHMIO [OAHHOrO JNEeKapCTBEHHOrO npenapaTta, a Takke
BbISIBNEHNS HEXenaTernbHbIX peakuun nauneHToB Ha ero AencTBue;

45) uccnegoBaHne GUOSKBMBANEHTHOCTU fIeKapCTBEHHOrO npenaparta - BMA KIMHWYECKOro MccreaoBaHus
riekapCTBEHHOrO npenapara, NpoBeAeHe KOTOPOro OCYLLECTBNSETCHA AN onpedeneHns CKOPOCTU BcacblBaHWUS U
BblBEEHUS OOHOr0 MMM HeCKOoNbKMX obnagarolwmnx gpapmakorormnyeckon akTMBHOCTBIO AENCTBYIOLMX BeELLeCcTB,
KonuyecTBa NeKapCTBEHHOro mnpenapaTta, AOCTUrarollero CUCTEMHOro KpOBOTOKA, W pesyrnbTaTbl KOTOPOro
No3BONAT cAenatb BbIBOO4 O OWMO3KBMBANEHTHOCTM BOCMPOW3BEAEHHOIO JIEKAPCTBEHHOrO Mpenaparta B
onpegeneHHblX nekapcTBeHHON ¢opme M O3MPOBKE, COOTBETCTBYHOLLUMX (hOpME W [03MpOoBKe pedhepeHTHOro
nekapCTBEHHOro npenapara;

(n. 45 B pen. ®enepansHoro 3akoHa oT 22.12.2014 N 429-93)

46) uccrnegoBaHue TepaneBTUYECKON IKBUBANEHTHOCTWU NeKapCTBEHHbIX NpenapatoB - BUA, KITMHWYECKOro
nccnegoBaHWs  NeKapCcTBEHHbIX NpenapaToB, MpoBedeHue KOTOPOro OCYLeCTBRSeTCA ANs  BblSBMEHWs
OAVHAaKOBbIX CBOWCTB feKapCTBEHHbIX NpenapaTtoB OnpedeneHHOW nekapcTBEeHHOW (PopMbl, a Takke Hanuuus
OQMHAKOBbIX MoOKasaTenen 6Ge3onacHOCTM U 3AMPAPEKTUBHOCTN FNEKAPCTBEHHbLIX MpenapaTtoB, OAWUHAKOBbIX
KNMHU4Yecknx achpeKkToB Npu nx NpUMeHeHuu;

47) NPOTOKOJT KIMTMHUYECKOro uccnenoBaHna JeKapCTBEHHOro npenapata - OOKYMEeHT, B KOTOPOM
onpenendarTca uenu, (bOprI opraHunsauunmm wn wMetTogonorma nposegeHna KIMHU4YeCKOoro uccrenoBaHuAa,
cTaTuctnyeckmne MetToabl O6p860TKI/I pe3ynbTaTtoB TakKoro nccrnegoBsaHnd n Mepbl no obecneveHnto 6esonacHoOCTU
CbVI3VI'~IeCKVIX 1y, y4acTBYHOLKX B KITMHUYECKOM UCCcrneoBaHUKM NeKapCTBEHHOIO npenaparta,

48) OGpoltopa wuccnepoBaTens - CBOOHOE W3NOXEHWe pe3ynbTaToB OOKIUHUYECKOro WCCrneaoBaHus
NEKapPCTBEHHOIO CPEACTBa W KIMHWYECKOrO WCCMEeAOBaHUS JeKapCTBEHHOrO npenaparta Ans MeauuMHCKOro
NPUMEHEHNS;

49) WHCOPMALMOHHBIA MMCTOK MNauMeHTa - OOKYMEHT, B KOTOPOM cogepXaTcs B AOCTynHou copme
CBeJEeHMs1, KacaroLmMecs NpoBOANMOro KIMHMYECKOrO NCCNeoBaHNs NIEKapCTBEHHOMO NpenapaTta, U B MMCbMEHHON
dopme [obBpOBOMBHOE coOrfacue naumMeHTa Ha y4vacTue B KIIMHWYECKOM WCCMEAOBaHUKM fEeKapCTBEHHOrO
npenapaTta nocre O3HaKOMMEHUS C OCOBEHHOCTAMW KIMHWYECKOTO WCCMeAoBaHusl, MUMEHLWMMU 3HadyeHne ans
BbIPaXX€HUS TaKoro cornacus;

50) noboyHoe pOencTeue - peakuna opraHm3ima, BO3HUKLLUAA B CBA3UM C MNPUMEHEHMEM JieKapCTBEHHOIo
npenapara B [o03aX, pekoMeHAyeMbIX B WHCTPYKUUU MO €ero npumMeHeHuw, aOnd ﬂpO(bVIﬂaKTVIKI/I, AONarH0CTuKu,
neveHus 3abonesaHns Unu ans pea6|/|n|/|TaL|,|/|M;

50.1) HexenaTenbHas peakuums - HenpegHamMepeHHast HebraronpusiTHas peakuusl opraHusma, KoTopas
MOXeT ObITb CBSi3aHa C NPUMEHEHNEM flekapCTBEHHOMO NpenapaTa;
(n. 50.1 BBegeH depepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

51) Ccepbe3Hasd HeXelnaTerlbHad peakuna - HeXxenarteribHad peakuuna opraHn3ma, ceA3aHHadA ¢ npMMeHeHnem



nlekapCTBEHHOrO npenapaTta, npuBefwas K CMepTW, BPOXAEHHbIM aHOManusiM WM fopokam pas3BuTus nnbo
npeactaensiowas cobor yrposy > usHu, Tpebyllwas rocnutanusaummM WnuM npuBedllas K CTOWKOW yTpate
TPYAOCNOCOBHOCTU U (MNKN) UHBANMAHOCTY;

52) HenpepBuAeHHas HexenaTenbHas peakuus - HexenaTtenbHas peakumsi opraHnama, Kotopasi CBsidaHa C
NPMMEHEHNEM JIEKapCTBEHHOTO npenapata B [03aX, PEKOMEHAyeMblX B MPOTOKONE €ro KIMHUYECKOro
nccrieqoBaHus, Opolltope mccriegoBaTensl, WM €  MPUMMEHEHMEM  NIEKapCTBEHHOro npenapata B Jo3ax,
PEKOMEHAYEMbBIX B MHCTPYKLIMUN MO €r0 MPUMEHEHMIO ANsi NPOoMNakTUKKL, AMArHOCTUKN, NeveHns 3abonesaHust unm
MeOULUMHCKON peabunutaumm naumeHTa, U CYLWHOCTb, TSHKECTb WM MUCXO4 KOTOPOM He COOTBETCTBYET
MHOpMaLMM O NEKapCTBEHHOM nNpenapaTe, coaepXalleiics B MPOTOKONE €ero KIMHUYECKOro WCCreqoBaHus,
GpoLutope vccrnegoBaTens U B MHCTPYKUUK MO NMPUMEHEHWIO NIEKAPCTBEHHOIO Npenapara;

(n. 52 B peq. ®epepanbHoro 3akoHa oT 22.12.2014 N 429-93)

52.1) dapmakoHaa3op - BWA [OEATENbHOCTU MO  MOHUTOPUHTY 3dPeKkTMBHOCTM U Be3onacHoCcTU
NneKapCTBEHHbIX MpenapaTtoB, HanpaBfeHHbI Ha BbISIBNEHWE, OLEHKY W MpedoTBpalleHue HexenaTerbHbIX
nocneacTBUN MPUMEHEHUS NIEKapPCTBEHHbIX NPenapaTos.;

(n. 52.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHna puckamym - nogpobHOe onucaHve MeponpuaTuiA no  dhapmMakoHaasopy,
HanpaBlieHHbIX Ha BbISIBNIEHWE, OUEHKY W NpedoTBpalleHne unmM MUHUMMU3AUUIO PUCKOB, CBSI3AHHBIX C
NeKapCTBEHHbIMW NpenapaTtamu, BKIoYasa oLeHKy 3EKTUBHOCTU JAHHBIX MEPOMNPUSTUR;

(n. 52.2 BBegeH PeaepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

MpumevaHue.

MonoxeHusi ctatbk 4 (B pegakuun PepepanbHoro 3akoHa ot 29.07.2017 N 242-03) B yacTtu, KacarwLlencs
(POPMMPOBaHUSA 1 BblgAYM PELENTOB Ha JIEKAPCTBEHHbIE NpenapaTbl, coaepXXalue HasHavyeHne HapKoTUYECKNX
CpeacTB UMM MCUXOTPONHbIX BELLEeCTB, B (DOPME 3MNEKTPOHHbIX OOKYMEHTOB, npumeHsTca ¢ 1 aHBapsa 2019
roga.

53) peuenT Ha NekapCTBEHHbIN NpenapaTt - MEOULMHCKUIA OOKYMEHT YCTAHOBNEHHON (hopMbl, COAepKaLLmn
Ha3Ha4YeHne NekapCTBEHHOro npenapaTa Ansg MeanUMHCKOro NpUMeEHEHUs], BblAaHHbI MEANLMHCKMM pabOTHUKOM
B LeNnsax oTnycka NekapCTBEHHOro npenaparta WM ero M3rotoBIieHWUst U OTNycka Ha OyMaXHOM HOCUTEeNe unu c
cornacusa naumeHTa UM ero 3akOHHOro npeactaBuTens B dOpMe 3NEeKTPOHHOrO AOKYMEHTa, NoAnMcaHHOro ¢
NCNONb30BaHNEM YCUINEHHOW KBaNMMUUMPOBAHHOW 3MEKTPOHHOM MNOoAMUCU MeOUUMHCKOro paboTHuka, nmnbo
OOKYMEHT YCTaHOBIIEHHOW (hOpMbl, CoAepKallMi HasHayYeHne NEKapCTBEHHOro npenapata Afnis BETEPUMHAPHOro
NPUMEHEHNS], BblAaHHbIA BETEPUMHAPHbIM PabOTHMKOM B LIENAX OTMycKa NeKapCTBEHHOro npenapaTta unu ero
N3roTOBIEHUS N OTNyCKa Ha ByMaKHOM HocuTene;

(n. 53 B pea. PegepansHoro 3akoHa ot 29.07.2017 N 242-d3)

54) TpeboBaHMe MeAWLMHCKOW OpraHu3auuu, BeTepUHApHOW OpraHv3aumym - LOKYMEHT YCTaHOBIIEHHON
hOpMbl, KOTOPBIN BbIMUCAH MEOULMHCKUM WITN BETEPUHAPHBIM PabOTHNKOM, MMEIOLLIMM Ha 3TO NMPaBo, U COAEPXUT
B NMUCbMEHHOW (QOPME YyKas3aHue anTevyHOW opraHu3auum 06 OTMyCke NeKapCTBEHHOro npenaparta wuiM O ero
N3roToBneHnn n ob otnycke ans obecneyeHnsi ne4edbHOro npouecca B MeANLIMHCKOW OpraHM3aunn, BETEPUHapHOWM
opraHusauuu;

55) komMnnekcHas oLeHka NnekapCTBEHHOro npenapata - OueHKka 3aperMcTpMpoBaHHOIO fleKapCTBEHHOro
npenapara, Bknovawwas B cebs aHanuM3 uHgopmauunm O CpaBHUTENMbHOW KIMHUYECKoN 3ddeKTMBHOCTU U
6e30nacHOCTM NeKkapCTBEHHOro npenapara, OLEHKY 3KOHOMMWYECKMX MOCMeACTBUA ero MpUMEHEHWs, U3y4veHue
OONOMHUTENbHBIX MOCNEACTBUN MPUMEHEHWSI NEKapCTBEHHOro mnpenapaTa B UensaxX MPUHATAS peLleHuid o
BO3MOXXHOCTM BKIIOMEHUS FeKapCTBEHHOro rnpenapata B MNepeyvYeHb XW3HEHHO HeobXOOMMbIX W BaXKHEeMLINX
rfiekapCTBEHHbIX npenapaToB, HOPMAaTWBHblE MPaBOBble akTbl W WHble AOKYMEHTbI, Onpeaensiowme nopsaoK
OKasaHMsA MeOMLMHCKON MOMOLLM, NN UCKITIOYEHUS €r0 N3 YKa3aHHbIX NePeYHsi, akTOB Y JOKYMEHTOB;

(n. 55 BBegeH ®egepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

56) cucTteMa MOHMTOPMHIa OBMXXEHWUSI JIEKApPCTBEHHbLIX NpenapatoB Anst MeOUUUHCKOrO NPUMEHEHUS -
denepanbHas rocygapcTBeHHast WMHMOPMAaLMOHHAs CUCTEMA MOHUTOPMHIa  OBWKEHUSI  JNIEKapCTBEHHbIX
npenapaToB AN MeAWULUMHCKOro NPUMEHEHMsT OT NPON3BOAUTENS [0 KOHEYHOro NOTPedbuTens ¢ UCNoNb30BaHNEM B
OTHOLLEHMM NEKapCTBEHHbIX NPenapaToB AN MeAMLMHCKOro NpMMEHEHMs CPeACTB naeHTudmKaumm.

(n. 56 BBegeH deaepanbHbIM 3aKoHOM OT 28.12.2017 N 425-93)



nasa 2. NOJTHOMO4USA ®EAEPAJIbHBLIX OPFAHOB VICI'IOHHI/ITEHbleVI .
BNACTW, OPTAHOB UCMONMHUTENBbHOM BJIACTU CYBBEKTOB POCCUNCKOU
®EOEPALIMM NPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

Crtatbs 5. MonHomouus depepanbHbIX OpraHoB MCNONHUTENbHOW BnacTu npu oGpameHMM NeKapCcTBeHHbIX cpeacTB

K nonHomouunam cbe,qepaanblx OopraHos MCMNONHUTENBbHON BRacTu npu 06pau.|,eHV||/| J1eKapCTBEHHbIX CpeacTB
OTHOCATCA:

1) npoBeaeHne B Poccunckon dPepepauum eguHoOn rocyaapCTBEHHOW MONUTUKM B obnactn obecnevyeHus
neKkapCTBEHHbIMM NpenapaTtamu rpaxaaH B Poccuinckon degepaumy;
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepxgeHue obimx dapmakonerHblix cTaten, dapmMakonewmHbix cTaTel, M3gaHue rocydapCTBEHHOW
dhapmakorneu, co3gaHme u BegeHne peectpa dapmakonenHbIX CTaHgapTHbIX 00pasLoB;
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyLyecTBrneHne rocyaapCTBEHHOIO KOHTpoNs (Haasopa) B cchepe obpalleHnss nekapCTBEHHbIX CPEACTB;
(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3upoBaHME NPOW3BOACTBA JEKAPCTBEHHLIX CPeACTB W hapmaueBTUYECKOW AesATENbHOCTU B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuickon ®epepauuu;

5) opraHv3aumsi aKCnepTu3bl NIEKAapCTBEHHbIX CPEACTB, 3TUYECKON 3KCMEPTU3bl BO3MOXHOCTM MPOBEAEHMS
KNMUHUYECKOro UCCcrnedoBaHUst NeKapCTBEHHOro npenapaTta Anst MeAUMUMHCKOrO MNPUMEHEHUsl, 3KCrnepTu3bl
OOKYMEHTOB, MpeACTaBfeHHbIX AN OnpefeneHnss BO3MOXHOCTM paccMaTpyBaTh JIEeKapCTBEHHbIA npenapaT Aans
MEOULMHCKOrO MNPUMEHEHUs NPV FOCY4APCTBEHHOW perucTpauMm B KavyecTBe OpgaHHOro JeKapCTBEHHOIO
npenapara;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5.1) opraHusaumss nNpoBedeHWs KOMMIIEKCHOW OLEHKW NEeKapCTBEHHOro npernapata B Lensdx MNpuUHATUA
pelleHnin O BO3MOXHOCTU BKIIOMEHUSI NIEKapCTBEHHOro npenapata B MepeyeHb >XU3HEHHO HeobXxoaumbiX W
BaXXHEWLLNX NeKapCTBEHHbIX MpenapaToB, HOPMAaTMBHbIE NPAaBOBblE aKTbl U WHble OOKYMEHThLI, onpegenstowme
nopsiaoK okasaHWs MegULMHCKON MOMOLLM UITN UCKIIOYEHUS €r0 U3 YKa3aHHbIX NepeYHsl, akToB U JOKYMEHTOB;

(n. 5.1 BBegeH PepepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

6) Bbldaya paspeLleHnit Ha NpoBeaeHNe KIMMHUYECKUX UCCIed0BaHWI NeKapCTBEHHbIX NpenapaToB, BeAeHue
peecTpa BbldaHHbIX pa3peLleHnii Ha MPOBEeAEHUE KIMHUYECKUX NCCIEA0BaHMIA NTEKapCTBEHHBIX NpenapaTos;

7) rocydapcTBeHHast perucTpauus nekapCcTBEeHHbIX MNpenapaToB, BedeHWe rocydapCTBEHHOro peectpa
neKapCcTBeHHbIX CPeacTB.;

8) opraHusauus n (unu) NpoBegeHNe NHCNEKTUPOBaHMS CyObekTOB 00paLLleHNss NekapCTBEHHbLIX CPEACTB Ha
COOTBETCTBME NpaBuiam Hagnexailien nabopaTopHON NpakTUKK, NpaBunamM Hagnexalwen KNMHUYeCKon NpakTukm,
npasunamM Hagnexalien npakTukn XpaHeHns 1 NepeBo3KM NeKapCTBEHHbIX NpenapaTos, NpaBuiamM Hagnexaiemn
ANCTPMOBLIOTOPCKOM NPaKTVKK, NpaBMnamM Haanexallen anTeyHon NpakTukuy;

(n. 8 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

8.1) opraHusaumsi n (MnvM) NpoBeAEHNE NHCMEKTMPOBaHNS CybbeKkToB obpalleHns NekapCTBEHHbIX CPEACTB
Ha cooTBeTCTBME TpeboBaHWsAM MpaBwuil Hagnexawen NPOVM3BOACTBEHHOW MPAaKTUKW, Bblgada 3akitoyeHun o
COOTBETCTBMM NMPOU3BOAUTENS NIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexallen npovM3BOACTBEHHON
NpaKkTuKu;
(n. 8.1 BBegeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHoBneHWe nopsaka BeAeHUs U BeieHNe rocyaapCTBEHHOIO peecTpa 3aKioYeHUn 0 COOTBETCTBUM
Npou3BoAMTENS NeKapCTBEHHbIX CPEACTB TPebGoBaHUSAM NpaBuMI HaAnexallen nPou3BoACTBEHHON NPaKTUKU;
(n. 8.2 BBegeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

9) rocymapcTBeHHasi perucTpaumsi YCTAHOBIIEHHbIX MNPOU3BOAUTENSAMU JEKAPCTBEHHBIX MpernapaToB
npeaesibHbIX OTMYCKHbIX LEH Ha >XM3HEHHO HeobXxoAuMble U BakHeMLne NeKkapCTBEHHble npenapaTtbl U BegeHue
roCy4apCTBEHHOTO peecTpa mnpederbHblX OTMYCKHbIX LEH MpOM3BOAMTENEN Ha JieKapCTBEeHHble npenaparhbl,
BKIMIOYEHHbIE B NepeyeHb XU3HEHHO HEOBXOANMbIX U BaXXHEMLLNX NEKapCTBEHHbIX NpenapaTos;



9.1) cornacoBaHMe TMpPOEKTOB pPELUEHWA OpraHOB WCMOMHUTENbHOM Bractn cybbektoB Poccuinckom
depepaumm 06 yctaHOBNEHUN M (MNIM) M3MEHEHUU NpeneribHbIX pa3MepoB ONTOBbIX HagbaBOK M MpedernbHbIX
pasMepoB PO3HWMYHbIX HagbaBOK K (PaKTUYECKMM OTMYCKHbIM LIEHaM, YCTaHOBIIEHHbIM MPOM3BOAUTENAMU
NeKkapCcTBEHHbIX NpenapaToB, Ha fekapCTBEHHbIE npenaparbl, BKIIOYEHHbIE B NepeYeHb XU3HEHHO HeobXxoanMbIX
N BaXKHENLINX NeKkapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH PepepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

10) ycTaHoBneHve nopsigka BBO3a IeKapCTBEHHbIX cpeactB B Poccuiickyio Penepaumio U BbiBO3a
nexkapcTBeHHbIX cpeacTB 13 Poccuinckon Pepepauuu;
(n. 10 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

10.1) Bblgaya, ycTtaHoBreHue nopsiaka Bbldadv U OpPMbl JOKYMEHTa, KOTOpbIM MOATBEPXKAaeT, YTO
NPON3BOACTBO NlEKApCTBEHHOrO NpenapaTta OCyLIEeCTBIIEHO B COOTBETCTBMU C TpebOBaHNSMU NpaBun Hagnexatien
NPON3BOACTBEHHON NPAKTUKX, U MOANEXMT NpeacTaBneHunio no TpeboBaHnio YNomHOMOYEHHOro opraHa CTpaHbl, B
KOTOPYO BBO3UTCH NeKapCTBEHHbIN Npenapar;

(n. 10.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

10.2) Bblgava, ycTaHoOBMEHME NopsAka Bbigaum n hopMbl JOKYMEHTA, COOEpKallero CBeAeHUs O CTaausix
TEXHOMOrMYeckoro npouecca npoOuM3BOACTBA JIEKAPCTBEHHOrO CcpeactBa ANd  MEAULMHCKOrO  NpUMEHEHNs,
OCYLLECTBNAEMbIX Ha TeppuTopnn EBPa3nNCKOro 3KOHOMNYECKOTO COH3a;

(n. 10.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93, B peq. PegepansHoro 3akoHa ot 13.07.2015 N
241-03)

11) cosgaHne coBeTOB MO BOMPOCaM, CBA3aHHbIM C 0bpalleHnem nekapcTBEeHHbIX CPeCTB;
12) atTectaums n ceptudmkauma cneumanucTos;
13) ytpatun cuny c 1 ceHtabps 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-93;

14) ocywectBneHne hapmakoHag3opa;
(n. 14 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

15) yyacTve B MexayHapoaHOM COTpyOHUYECTBE;

16) nonyyeHne No 3anpocam yNorHOMOYEHHOro doejeparibHOro opraHa UCMNOSIHNTENBHON BNAacTh OT OpraHoB
NCnonHUTENbHOM Bnactn cybbekToB Poccuiickon degepaumm, a Takke oT cyObekToB 0bpalLeHnst NEKapCTBEHHbIX
cpencte and MeauuUMHCKOro npuMeHeHud Mchopmaumm no BOMNpoCaM YCTaHOBJNIEHUA U NpUMEeHEeHUA LeH Ha
NeKapCTBEeHHble npenapartbl U Ha,u,6a30|< K HAM;

17) NnpumMeHeHNe Mep OTBETCTBEHHOCTM 3a HapyLleHue 3akoHogaTensctea Poccuickon Pegepaumy;

18) yTBepxgeHue npaBun Hagnexaiwen nabopaToOpHOM MPaKkTUKW, MpaBWUi Hagnexawlen KiMHUYEeCKom
NpakTUKX, NpaBun Haganexallenh MNpPou3BOLACTBEHHOW MPAaKTUKW, MPaBMIT Hagnexallen MpakTUKM XpaHeHus W
NepeBO3KN NIeKAPCTBEHHbLIX MNpenapaToB, MpaBui  Hagnexalwienh AMCTPUOBLIOTOPCKOM NPakTVKW, NpaBun
Hagnexalleln anTe4yHon NpakTUKX, NpaBuI Haanexallen NpakTukn dhapMakoHaa3opa fekapcTBEHHbIX NpenapaToB
ANst MEOWLIMHCKOTO NPUMEHEHNS;

(n. 18 BBegeH ®eaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19) ycTaHoBneHvne nopsigka OPMMPOBaAHUSA PErMCTPALMOHHOIO OOChbEe Ha JfleKapCTBEHHbIN npenapart u
TpeboBaHWI K JOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBepxaeHuWe npaBun pauMoHanbHOro BbiGOpa HaUMEHOBAHWIA feKapCTBEHHbIX NpenapaTtoB Ans
MeOULIMHCKOro NPUMEHEHUS;
(n. 20 BBegeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

21) yTBEPXXOEHME NEPEYHS HAMMEHOBAHUIN NTIEKAPCTBEHHbIX hOPM;
(n. 21 BBegeH PepeparnbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

22) copmupoBaHMe peectpa TUMOBbLIX MHCTPYKUMA MO MEeOULIMHCKOMY MPUMEHEHUI0 B3aMMO3aMeHSIEMbIX
neKapCTBEHHbIX NpenapaTos;
(n. 22 BBegeH PeneparnbHbiM 3akOHOM OT 22.12.2014 N 429-03)



23) ytBepxaeHne TpeboBaHU K MHCTPYKLUMK MO MEANLIMHCKOMY NMPUMEHEHMIO NEKAaPCTBEHHbIX NpenapaToB 1
K MHCTPYKLMKW MO BETEPUHAPHOMY NMPUMEHEHMIO NEKAaPCTBEHHbIX NPENapaTos;
(n. 23 BBeaeH deaeparnbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

24) pocynebHoe 3akpbiTUe CanToB, COAEPXaLUMX WHAOPMAUMIO O PO3HUYHOW MpoAaxe AUCTaHUUOHHBLIM
crnocobom, npeanoxeHne o NpMobpeTeHnn AUCTAHLMOHHLIM cnocobom, AoCTaBke AMCTaHLMOHHBLIM CMocoboM U
(vnn) nepepayve uanyeckoMy nuly AUCTAHUMOHHBIM CMOCOGOM IEeKapCTBEHHbIX NPenapaToB, HAPKOTUYECKUX
NEKApCTBEHHbIX MpenapaToB WM MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX MNpenapartoB, 3a MWCKIIYEHNEM Cy4aes,
ycTaHoBneHHbIX [paBuTensctBoM Poccuiickon ®enepauuu.

(n. 24 BBegeH PepeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

MpumeyvaHue.

[MonoxeHusi ctatbn 5.1 pacnpoCTpaHAKTCA Ha MOMHOMOYMSA deaeparnbHbIX OPraHoB UCMOMHUTENBHOW BNacTy,
KOTOpble He nepedaHbl AN OCYLUECTBIEHUS OpraHaMm rocygapCTBEHHOM BrnacTu cybbektoB Poccuiickon
dPepepaumm n opraHam MeCTHOIO CaMOynpaBreHNs COOTBETCTBYOLLMMMN hbefepanbHbIMy 3aKOHaMM.

Crtatbsa 5.1. MNepepavya ocywecTBNeHUss NONHOMo4YMiA heaepanbHbIX OPraHOB WUCMONHUTENbLHOW BrRacTu npu obGpalieHumn
JNleKapCTBEHHbIX CPeACTB OpraHaMm UCMOJIHUTENbHOM BnacTu cy6bektoB Poccuinckon ®epepauum

(sBegeHa deaepanbHbiM 3akoHoM OT 13.07.2015 N 233-93)

MonHomoumns doeaepanbHbIX OPraHoOB UCMOMHUTENBHOW BNacTu Npu obpallleHMn NeKapCTBEHHbIX CPeacTs,
npeaycMoTpeHHble HacToswmMm defepanbHbIM 3aKOHOM, MOFYT rnepefaBaTbCa AMs OCYLLECTBIEHUS opraHam
NCnonHMTENbHOW BriacTu cybbekToB Poccunckon Pepepaumm noctaHoBrneHuamu [NpaBuTensctBa Poccuiickomn
depepaummn B nopsigke, ycraHoBneHHom deaepanbHbiM 3akoHOM OT 6 okTsi6psa 1999 roga N 184-93 "O6 o6wmx
MpVHUMNax opraHuM3auun 3akoHoAaTeNbHbIX (MPeACTaBUTENbHBIX) U UCMOMNHUTENBHBIX OPraHOB rOCyAapCTBEHHOWN
BnacTtu cybwektoB Poccunckon denepaumn’.

Ctatbfa 6. [MonHOMoOYMs oOpraHoB MWCNONHUTENbHOW BnactTu cy6bekta Poccuiickon ®Pepepaumm npu obGpalleHun
NleKapCTBEHHbIX CPeAcTB

K nonHomoumsm opraHoB McrnonHUTENbHOW Bnactn cybbekta Poccuinckon Pepepaumm npu obpalieHun
nekapCcTBEHHbIX CpeacTB OTHOCHATCS:

1) paspaboTka ¥ peanu3auusi pervoHasibHbIX MNporpamMm ObecrieyeHust HaceneHust rekapCTBeHHbIMU
npenaparamu;

2) ycTaHOBneHue npefenbHbiX pa3MepoB OMTOBbIX HaAGaBOK M MpedesibHbIX pPasMepoB PO3HUYHbIX
Han06aBoK K PakTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbLIM NPOU3BOAUTENAMU NEKAPCTBEHHBIX NpenapaTos, Ha
neKkapcTBeHHble npenapaTbl, BKIOYEHHbIE B MepeYeHb XU3HEHHO HEOBXOOAUMbIX U BaXXHEMLUUX NEKapCTBEHHbIX
npenaparos;

3) ocyLlecTBrneHne permoHanbLHOro rocy4apCTBEHHOIO KOHTPOMS 3a NMPUMEHEHWEM LieH Ha NeKkapCTBEHHble
npenaparbl, BKMYEHHbIE B MEPeYEHb XXM3HEHHO HEOOXOAUMBIX U BaXHEMLIMX IEKapCTBEHHbIX MpenapaTos,
opraHuMsaumsiMym ONTOBOW TOProBMnW, anTeYHbIMWM OpraHM3auvsMy, WHAMBMAYanNbHbIMW MNpeanpuHMMaTEnsaMu,
NUMEIOLLMMU NULLEH3NI0 Ha hapMaLEBTUYECKYIO AeATENbHOCTb;

(B peq. ®epepanbHoro 3akoHa ot 25.06.2012 N 93-93)

MpumeyvaHue.

MonoxeHus ctatbn 6 (B pegakuun depepanbHoro 3akoHa ot 29.07.2017 N 242-®3) B yacTtu, KacawLlencs
POpPMMPOBaHUSA 1 BblgAYM PELENTOB Ha JIEKAPCTBEHHbIE NpenapaTbl, coaepXallnue HasHavyeHne HapKoTUYECKNX
CpeacTB WM NCUXOTPOMHbIX BELECTB, B POPME 3MEKTPOHHbLIX OOKYMEHTOB, npumMmeHsitotes ¢ 1 aHBapa 2019
roga.

4) npyHATME pelleHus o6 ucnonb3oBaHWWM Ha Tepputopum cybbekta Poccuickon degepauum Hapsgy C
peuenTamMy Ha nekapcTBeHHble npenapaTtbl, OMOPMMEHHbLIMU Ha OyMaXHOM HocuTene, peuenToB Ha
rniekapCTBEHHbIE NpenapaTbl, ChOPMUPOBaAHHBLIX B hOPME 3MEKTPOHHbLIX JOKYMEHTOB.

(n. 4 BBegeH PepepanbHbiM 3akoHOM OT 29.07.2017 N 242-03)

nasa 3. FTOCYAAPCTBEHHAA ®APMAKONESA



CtaTbs 7. PaspaboTka u usgaHue rocyaapcTBeHHON hapmakoneu, pasmelleHme AaHHbIX O Hel

1. Tlog rocypapctBeHHOW dhapmakoneern MOHMMAeTCa CBog oOwux dapMakonenHblx cTaTen U
dhapmaKkonenHblx cTaTen.

2. PagpaboTka obwux hapmakoneriHbix ctaten n dpapMakonenHblx ctaTen, B TOM Yucne hapmMakonemnHbix
ctaten Ha dapmakonemnHble cTaHdapTHble obpasupbl, U BKIHOYEHME WX B TOCYLapCTBEHHY dapmakonero
OCYLLECTBMATCA B NOpsdKke, YCTAHOBMNEHHOM YMNOHOMOYEHHbIM dedeparbHblM  OpraHoOM  UCMONHUTENBLHON
BNacTu.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PaspaboTtka hapmakonenHon ctatbl Ha pedepeHTHbIN NEKAPCTBEHHbIA MpenapaTt U BKITOYEHWE ee B
rocygapCTBEHHY0 hapMakomnelo B TeYEHNE CPOKa AEWCTBUSA 3alLMTbl UCKIIOYUTENBHOrO NpaBa, YAOCTOBEPEHHOMO
NaTeHTOM Ha pedepeHTHbIN NEKapCTBEHHBIN NpenapaT, OCYLLEeCTBNSTCA C cornacusi ero paspaboTymka.

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4. l'ocypapcTBeHHas dhapmakones M3gaeTcsa YNoSIHOMOYEHHbIM doefeparbHbIM OPraHOM MCMOSTHUTENBHON
BMacTu 3a CYET CpeAcTB deaepanbHoro 6oaxeTa u NoanexuT nepensgaHnsam He pexe Yem OOuvH pas B NATb JeT,
B Mepuog Mexay KOTOpbIMW M3OAl0TCS MPUIOXKEHMS K roCy4apCTBEHHOW dhapmakonee, cogepxawme obuime
dhapmakonenHele ctatbu U (MnNn) dapmakonerHble CTaTbW, YTBEPKAEHHbIE MOCMe M3OaHWs WM nepeunsgaHus
rocygapcTBeHHOM hapmakoneu.

5. YnonHomoueHHbIn deaepanbHblii  OpraH  UCMOMHUTENbHOM BNAacTM  pasMellaeT [daHHble O
rocylapCTBeHHON (pbapmakonee u NPUIIOXEHUAX K HeW Ha cBoeM odmumanbHoM canTte B cetu "HTepHeT" B
YCTaHOBMEHHOM UM MopsiaKe.

aea 4. TOCYOAPCTBEHHbIA KOHTPOIb NPU OGPALLEHUMX
NEKAPCTBEHHbIX CPEACTB

Cratbs 8. JlnueH3snpoBaHue NPoM3BOACTBA NIEKapCTBEHHbIX CPEACTB U q:uapmaueBTuqecxoﬁ AeATeNbHOCTU

1. JlnueHsmpoBaHMe nNPOU3BOACTBA IEKAPCTBEHHbLIX CPeAcTB U hapMaueBTUYEeCKOW OeATenbHOCTU
OCYLLIECTBNSAETCH B COOTBETCTBMM C 3aKoHoAaTenbcTBoM Poccunckon ®egepaumn.

2. ObszaTenbHbIM ycnosmemMm npenocrtaBneHna JnuueHann Ha npou3BOoACTBO J1eKapCTBEHHbIX CpencTtsB
ABNAETCA NPUIoOXeHue K 3adaBlieHU0 CcouckaTtend InuueH3nn nepedvHa neKapCTBEeHHbIX q30pM n (MJ'II/I) BMOOB
Ct)apMaLl,eBTl/l‘-IeCKMX Cy6CTaHLIMI7I, KOTOpble Npon3BogNTESb NNIEKAPCTBEHHbLIX CPenCTB HaMepeH NPon3BOaUTb.

3. B cnyyae HeoGXOQMMOCTV paclUMpPeHUs MpPOM3BOACTBA J1€KAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
nekapcTBeHHbIX popM 1 BUAOB hapMaLeBTUYECKMX CyOCTaHLMIA MPOM3BOAMTESb JIEKAPCTBEHHbIX CPEACTB OOMMKEH
MONY4YNTb HOBYIO MULIEH3UIO HA NMPOW3BOACTBO NEKAapCTBEHHbIX CPEACTB.

Cratbfl 9. locyaapCcTBEHHbIN KOHTPOb (HaAa3op) B cdhepe o6palleHus ekapcTBeHHbIX CPeAcTB

(B peq. PegepaneHoro 3akoHa ot 25.06.2012 N 93-93)
1. FocygapcTBEHHbIN KOHTPOIb (Hag30p) B cdepe obpalleHns nekapCTBEHHbIX CPeACTB BKOYaeT B cebs:

1) TNUWUEH3NOHHBLIW KOHTpoNib B cdepe Npou3BOACTBA JIEKAPCTBEHHbIX CPEeACTB U B cdepe
thapmaLeBTUYECKON OeATENbHOCTY;

2) hbepepanbHbI rOCygapcTBEHHbIN Haa30p B cdhepe obpalleHnst NeKapCTBEHHbIX CPEACTB;

3) BbIBOPOUHbIN KOHTPOSb Ka4eCTBa NeKapCTBEHHbIX CPeACTB.
(n. 3 BBegeH depepanbHbiM 3akOHOM OT 22.12.2014 N 429-93)

2. JIMUEH3NOHHBIN KOHTPONb B Cepe NPOM3BOACTBA JIeKapCTBEHHbLIX CpPeactB U B cdepe
hapmaLeBTMYECKON  OEATENbHOCTM  OCYLIECTBMASIETCA  YMONHOMOYEHHbIMW  (befepanbHbiM  OpraHom
WCNOJTHUTENBHOM BIACTX M OpraHamn UCNOJNTHUTENBHOM Bnactu cybbektoB Poccuiickon denepauum cornacHo mx
KOMMeTeHLMM B NopsiAke, yctaHoBNeHHoM PenepanbHbiM 3akoHOM OT 26 aekabpsi 2008 roga N 294-93 "O sawuTte
npaB OPUONYECKNX §UL, WM WHAMBWUAYaNbHbIX MNPeAnpuHMMaTtenen npyv OCYLIEeCTBIEHNM TOCyaapCTBEHHOMO
KOHTpons (Hagsopa) M MyHMUMNANbHOrO KOHTPOMs", C y4eTOM OCOBEHHOCTEeW opraHuv3aumv n npoBeaeHUs
NpOBEPOK, yCTaHOBNEHHbIX PeaepanbHbiM 3akoHOM oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHMmM OTAENbHbIX



BMAOOB OgeATernibHOCTH".

3. ®egepanbHbIV rocyaapcTBEHHbIM HaA30p B cpepe obpalleHns nekapCTBeHHbIX CPeaCcTB OCYLLeCTBNSeTCH
YNOMHOMOYEHHBbIMN dbefepanbHbiMM OpraHaMy UCMOSNTHUTENBHOM BRacTu (ganee - opraHbl rOCyAapCTBEHHOro
Ha3opa) cornacHo Ux KoMneTeHuun B nopsake, yctaHoBrneHHoM [NpaButensctBom Poccuiickon deanepavmm.

4. depepanbHbii TOCYOapCTBEHHbIM Haa3op B cdepe obpalieHns nekapCTBEHHbLIX CPEACTB BKIHOYAET B
cebs:

1) opraHusaumio 1 NpoBeLEHNE NPOBEPOK cobnioaeHus cybbekTamm obpalleHnss NekapCTBEHHbIX CPEACTB
YCTaHOBIEHHbIX HacToAWmMM DefeparnbHbiM 3aKOHOM U NPUHATBIMU B COOTBETCTBUM C HAM MHBIMU HOPMaTUBHbIMM
npaBoBbIMK akTamu Poccuiickoi ®epepaummn TpeboBaHUA K OOKMMHUYECKUM MCCNefoBaHUAM neKapCTBEHHbIX
CPeAcTB, KIMHUYECKUM UCCreAoBaHNAM NekapCTBEHHbIX NpenapaToB, XpaHeHuto, NepeBo3ke, BBO3y B Poccuickyto
depepaumio, OTMNYCKy, peanu3auumn JeKapCTBEHHbIX CPeacTB, MNPUMMEHEHUIO JEKApCTBEHHbIX MpenapaTos,
YHUUTOXEHNIO NEKAPCTBEHHBIX CPEACTB, @ Takke COOMOAEHUS] YNOMHOMOYEHHBIMW OpraHamMu MCMOSTHUTENbHON
Bnactu cybbektoB Poccunckon ®enepaumm MeToonKn YCTaHOBNEHNS NPeaeribHbIX pa3MepoB ONTOBbIX HaabaBok
N npedenbHbIX pa3MepoB PO3HWYHbIX HagbaBOK K (PAKTUYECKUM OTMYCKHbIM  LIEHAaM, YCTaHOBMEHHbLIM
Npon3BOAMTENSIMU NIEKAPCTBEHHbIX MpenapaToB, Ha IeKapCTBEHHble MpenapaTtbl, BKIOYEHHbIE B MNepeYeHb
XN3HEHHO HEODXOAMMbBIX U BaXKHEWLUMNX NekapCTBEHHbIX NpenapaTtoB (ganee - obasatensHble TpeboBaHus);

2) opraHm3auuto M npoBegeHne npoBEPOK COOTBETCTBUA J1IE€KapCTBEHHbIX CpeacTB, HaxXoAALIMXCA B
rpaxgaHCcKkom o6op0Te, YCTaHOBJ1€HHbIM Tpe6OBaHVIﬂM K X Ka4eCTBY;,

3) opraHmsauuio u npoeefeHne apmakoHag3opa;

4) npuvMeHeHne B nopsiake, YCTaHOBMEHHOM 3akoHodaTenbCcTBoM Poccuiickon degepaumn, Mep no
NMpecevYeHni0 BbISIBIIEHHbIX HapyLleHUn obs3aTenbHbiXx TpebGoBaHUM U (M) YCTPaAHEHMIO MOCNEeACTBMIA TaKuXx
HapyleHW, B TOM 4YMCre MPUHATME PELUEHMST O HaXOXOEHWMWU FekapCTBEHHbIX CpeAcTB B obpalleHuu, Bbiaady
npeanucaHMini 06 yCTpaHEeHWM BbISIBIEHHbIX HapyleHWA obs3aTenbHbiX TpebGoBaHWA U MpUBIEYEHUE K
OTBETCTBEHHOCTM NIL,, COBEPLUMBLUNX TaKMe HapyLUEHUSI.

(vacTb 4 B pen. PepnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. ®egepanbHbI rocyaapCTBEHHbIV Haa30p B cdepe obpalleHus nekapcTBEHHbIX CPeACcTB OCYLLECTBNAETCS
B nopsiake, ycraHoBneHHoMm depepanbHbiM 3akoHOM oT 26 Aekabps 2008 roga N 294-03 "O sawwmte npas
IOPUAMYECKMX NUL, U MHOUBUAYaNbHbBIX NpeanpuHuMaTene npu OCyLLEeCTBNEHUN roCyaapCTBEHHOIO KOHTPONS
(Hag3opa) M MyHMUMNANbHOrO KOHTpons", C y4eToM OCOBEHHOCTEN, YCTAHOBIIEHHbIX HACTOSILLEN CTaTbew.
lMpepBapuTenbHOe corracoBaHWe C OpraHaMu MpOKypaTypbl CPOKOB MpPOBEAEHUSA BHEMNNaHOBOW MpOBEpKU
cybbekToB 0bOpalleHnsi nekapCcTBEHHbIX CPeACTB, a Takke NnpeaBapuTernbHOE YBEAOMISIEHME OPUAMYECKUX UL,
WMHAMBMAYanbHbIX NpeanpuHMmaTtenen o Hadane npoBedeHns 3Ton NpoBepkn He TpebyeTcs. OpraHbl NPoKypaTypbl
M3BeLanTcd O MpOBeAEeHNM BHENNAHOBOW MpOBEpPKM CyObekToB oObpalleHns feKkapCTBEHHbIX CPeacTB
NMOCpPeACTBOM HanpaBrieHWs COOTBETCTBYIOLLNX JOKYMEHTOB B Te4eHne Tpex pabounx AHen C MOMEHTa OKOHYaHUs
npoBeAeHns yKa3aHHOW BHEMMaHOBOW MPOBEPKMU.
(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. [JO/KHOCTHBIE NULA opraHa rocy4apCTBEHHOro Haa3opa B Nopsiake, YCTaHOBMNEHHOM 3aKOHOAATENbCTBOM
Poccuiickon ®egepaumm, UMEOT Npaeo:

1) nonyyaTb Ha OCHOBaHUM MOTUBMPOBAHHLIX MMCbMEHHbIX 3anpocoB OT CybbekToB obpalleHus
NeKapCcTBEHHbIX CpeacTB, OPraHoB MCMOMHUTENbHOW Briactu cybbektoB Poccuickon ®depepauum M opraHos
MECTHOro camoynpasfneHust JOKYMeHTbI M MHGopMaLMIo No Bonpocam obpalleHns NnekapcTBEeHHbIX CPeacTs;

2) GecnpenATCTBEHHO MO NpedbsBreHUN CryxebHOro yaoCTOBEPEHNs U KOMUKU MpurKasa (pacrnopsikeHus)
opraHa rocygapCTBEHHOIO Haf3opa O HasHauYeHWM MPOBEPKMU MocellaTb UCMOoSb3yeMmble pUANYECKUMU NLAMU,
UHOMBMAYarNbHLIMW NpeanpUuHUMaTensMu, SBNSIOWUMUCS cyObekTamy obpalleHns ekapCTBEHHbIX CPEACTB, Npw
OCYLLECTBIIEHUN CBOEN OEeATEeNbHOCTU TEePPUTOPUM, 34aHWs, MOMELLEHVSI U COOPYXEHUS B LIeNsIX NpOBedeHus
MepPOMNPUSATUIA MO KOHTPOJIO;

3) npoBoautb oOTOOp 06pasLOB neKapCTBEHHbIX CPEACTB, MNpeAHasHayeHHbIX ANnd peanu3aumm U
peanuayemblx cyObekTamy obpalleHus feKkapCTBEHHbIX CpeacTB, Afs NPOBEpPKM WX KayecTBa, NpoBeAeHUs
nccrnefoBaHuin, UCMbITaHWI B COOTBETCTBMM C NpaBuinaMmm otbopa obpasLoB, yCTAHOBIEHHLIMU YNONTHOMOYEHHbIM
dhenepanbHbIM OpraHoM UCMOSNTHUTENLHOM BNacTy;



4) BblgaBaTb CcyObekTaM obpalleHus NEKapCTBEHHbIX CPeaCcTB NpeanucaHusl O NpekpalieHnM HapyLleHWUi
obsi3aTenbHbIX TpeboBaHW U 06 YCTpaHEHMU BbISIBNIEHHbBIX HapyLLeHnn o6sa3aTenbHbIX TpeboBaHNi;

5) HanpaBnATb B YNOJIHOMOYEHHble OpraHbl MaTtepuarlbl, CBA3aHHble C HapyLleHUAMU obsi3aTenbHbIX
Tpe6OBaHI/Il7I, ana peweHna BonpocoB O B036y)K,D,eHMVI YronoBHbIX Aen No npusHakam npeCTynnean?l.

7. BblIGOPOYHBIN KOHTPONb KavyecTBa JIEKAPCTBEHHbIX CPEACTB OCYLLECTBIAETCS YMNONHOMOYEHHbIM
dhenepanbHbIM OpraHoOM UCMOSTHUTENBLHOW BMACTV B YCTAaHOBMEHHOM UM MOPSIAKE W BKIOYAET B cebsi:

1) obpaboTky cBegeHui, B o0OsA3aTenbHOM MOpsiAKe MNpPefoCcTaBnsieMblX CcyObekTamu obpalleHus
NEKapCTBEHHLIX CPEACTB, O Cepusx, MapTUAX NEKAPCTBEHHbLIX CPEACTB, MOCTyNalLWmUX B rpakgaHCKMn o6opoT B
Poccuiickon ®epepaunu;

2) otbop 00pasuoB NEKapCTBEHHbIX CPeacTB y CyObekToB 0OpalleHunss NeKkapCTBEHHbIX CPEACTB B LENsAX
NpoBeAEHUS MCMNbITAHUIA HAa WX COOTBETCTBME TPeOOBaHWAM HOPMATMBHOW AOKYMEHTALUUW WM HOPMAaTMBHbIX
OOKYMEHTOB;

3) NPUHATUE NO pe3ynbTataM npoBeaeHHbIX ncnblTaHWn peweHusa o JanbHeunwem rpaxxgaHckom o6op0Te
COOTBETCTBYHOLLEro nekapCTtBeHHOro cpencTBea;

4) NpuHATME YMNONHOMOYEHHbLIM dedeparibHbIM OPraHoOM MCMOMHUTENBHOW BNacTU pelleHus O nepesBoe
neKkapcTBEHHOro cpeacTBa Ha NoCepUHbIN BbIBOPOYHbLINA KOHTPOSb KavyecTBa fekapCTBEHHbIX CPeACTB B crnydae
MOBTOPHOTO BbISIBIIEHUSA HECOOTBETCTBUSA KayecTBa JleKapCTBEHHOro cpeacTBa YCTaHOBMEHHbIM TpeboBaHuAM ©
(npn HeobxogmmocTn) O npoBepke cybbekTa oObpalleHUs nekapcTBeHHbIX cpeacTB. Pacxofpbl, CBsi3aHHble C
npoBedeHMEM MOCEPUNHOIO BbIGOPOYHOrO KOHTPONS KayecTBa feKapCTBEHHbIX CpeacTB, OnnaynBalTcs
npousBoAMTENEM FNeKapCTBEHHOro cpeacTBa nubO gepxaTtenem uWnu  BnagenbLeM  perMcTpauuoHHOro
yOOCTOBEPEHUNS NeKapCTBEHHOMoO npenapara.

(4acTb 7 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

naea 5. PASPABOTKA, JOKITMHUYECKUE UCCITEOOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUWYECKWUE UCCJIEOOBAHUA
NEKAPCTBEHHbIX MPENAPATOB ANl BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. PaspaboTka nekapcTBeHHbIX CPeAcTB

1. PaspaboTka nekapCTBEHHbIX CPEeACTB BKMYaeT B ceGs MOUCK HOBbIX (hbapMakorornyeckM akTUBHbIX
BeLlecTB, nocreaylollee U3yyeHUe KX JeKapCTBEHHbIX CBOWMCTB, AOKMMHMYECKME UccrieqoBaHusi, paspaboTky
TEXHOJOMMI NPOM3BOACTBa hapMaLeBTUYEeCKMX CyGCTaHUM, pa3paboTKy COCTaBOB M TEXHOMOMMI MPOU3BOACTBA
riekapCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTkn NekapCcTBEHHbIX CPEACTB OCYLLECTBNSAETCH 3a CHET:
1) cpeacTB dhegepanbHoOro brompxkeTa;
2) cpencTtB pa3paboTUMKOB NIEKAPCTBEHHbIX CPEACTB;

3) cpencTe I'IpOVI3BOﬂ,VITe.I'Iel7I NeKapCTBEHHbIX CpeacTB MNMpU BbINOJIHEHNN Hay4YHO-UCCIe40BaTE IbCKUX pa60T
no O0roBopy mexay pa3pa6OT‘-WIKOM JNIeKapCTBEHHbIX CPeacTB 1N NPOn3BOOUTENEM JIEKAPCTBEHHbIX CPEACTB;

4) nHbIX He 3anpeLLeHHbIX 3aKkoHoaaTenscTBoM Poccuickon degepaumm NCTOYHUKOB.
3. MNpaBa paspaboTymka NekapCTBEHHOro CPeACTBa OXPAHSIIOTCS rpaXKaaHCKUM 3aKOHOAATENbLCTBOM.

CratbAa 11. [loknMHU4eckoe uccnegoBaHme nekapcTBEHHOro cpeacTBa Ansi MegULMHCKOro NPUMeHeHus

1. [JoknnHM4yeckoe uccrieqoBaHne NekapcTBEHHOro cpeacTsa AN MeAULMHCKOro NpUMEHEHUs NPOBOAMTCA
nyTeM MPUMEHEHNA Hay4YHbIX METOAOB OLIEHOK B LIENsX MOMy4YeHuss AokasaTenbCcTB Ge3onacHOCTM, KadecTBa U
3P (PEeKTUBHOCTM NEKAPCTBEHHOIo cpeacTaa.

2. [loknMHu4yeckoe uccrnegoBaHve NekapCcTBEHHOrO cpeacTea Ans MeQULMHCKOTO NPUMEHEHUS NPOBOAUTCS B
COOTBETCTBMM C MpaBuiaMuM Hagnexawewn nabopaTtopHOW MNPaKTUKW, YTBEPXOEHHBIMA  YMOSTHOMOYEHHbIM
deaepanbHbIM OPraHoM UCNOSTHUTENBHOW BacTMU.

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)



3. Ona opraHuM3aumMum 1 npoBeAeHVs AOKMMHWYECKOro MCCrneAoBaHWs JeKapCTBEHHOro cpeacTtsa Ans
MeAULMHCKOro NpUMeEHEeHUs paspaboTunkm neKapcTBEHHbIX cpeacTs MoryT npuenekaTb
Hay4YHO-uccrnegoBaTenscknue opraHm3auum, obpasoBaTerbHble OpraHu3auMn Bbicllero obpasoBaHus, UMetoLme
HeobxoaMMylo MaTtepuanbHO-TEXHUYECKylo 6a3y n KsanudUUMPOBAHHbLIX CNeLnanicToB B COOTBETCTBYHOLLEN
obnacTtu nccnegoBaHus.

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [JoknuHmnyeckoe nccnegoBsaHne NeKapCTBEHHOIo cpeacrtea Ald MeguunHCKOro npuMeHeHmna npoBoanTcA
no yTBepXaeHHOMY pa3pa6OT‘-IVIKOM NlekapCTBeHHOro cpencrtea nnaHy C BedeHneM npoTokofia 3TOoro
nccrnenoBsaHna U coctaBliieHMEM OTHETa, B KOTOPOM COAepXKaTCA pe3yrnbTaTtbl 3TOro0 UCCrnegoBaHnUA U 3akrn4veHune
O BO3MOXHOCTK npoBedeHunA KIMMHUYEeCKOro wuccnegoBaHuA JekapCTBeHHOro npenaparta Aand meguuuHCKoro
NPpUMEeHeHUA.

5. MpoBeneHne npoBepok cobnioaeHUs npaBui Hagnexalen nabopaTopHON NPaKTUKU U NPaBOBbIX HOPM
NCNONb30BaHUSA >KMBOTHbLIX MPXM MNPOBEOEHUN [OOKITMHUYECKUX WCCNeaoBaHWU NeKapCTBEHHbIX CpeacTB Ans
MEOULMHCKOrO MPUMEHEHUS OCYLLECTBNSIETCS YMONMHOMOYEHHbIM hefepanbHbiM  OpraHoM  UCMOSTHUTENbHOWN
BNacTu.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. PesynbTaTbl JOKNMHMYECKOTO MCCefoBaHNs NEKAPCTBEHHOrO CpeacTBa ANst MeAULMHCKOrO NpUMEHeHUs
MOryT 6bITb NpeACcTaBneHbl B YNOMHOMOYEHHbIV dheaepanbHbIi OpraH UCNOMHUTENbHOW BNAacTU B YCTAHOBNEHHOM
nopsifike B Liensx rocyaapCTBEHHOW perucTpaLmm nekapcTBeHHOro npenaparTa.

Cratb 12. [JoknuHMYecKoe uccrefoBaHMe NEeKapCTBEHHOro CpeAcTBa M KIIMHUYECKOe uccnefoBaHWEe JeKapCTBEHHOro
npenapara gNnsA BeTepUHAPHOro NpUMeHeHust

1. [OKNMHNYecKoe uccriefoBaHne NekapCTBEHHOTO CpeacTBa Al BETEPMHAPHOIO NPUMEHEHNS MPOBOAMNTCS
nyTeM MPUMEHEHNS Hay4YHbIX METOAOB OLIEHOK B LIENsIX MOSyYeHUsl [okasaTeribeTB 6e30MacHOCTM, kavectsa U
3 EKTUBHOCTN NEKapCTBEHHOrO CPeAcTBa, B TOM 4YMChe OnpedeneHns cpoka ero BbiBedeHWsl U3 opraHusma
XMBOTHOrO, B Liensx obecrnedyeHnss 6e30MacHOCTM MPOAYKLUUM KMBOTHOMO MPOUCXOXOEHUA MOcre MnpuMeHeHus
COOTBETCTBYIOLLEro JIekapCTBEHHOro Npenapara.

2. [oknuMHu4Yeckoe uUcCcredoBaHME  NIEKAPCTBEHHOrO cCpeactBa W KIMHWYECKOE — UccredoBaHue
NeKapCTBEHHOro npenaparta Ans BETEPUHAPHOro NPUMEHEHUS, NccrefoBaHne GUO3KBUBANIEHTHOCTU YKa3aHHOMO
NEeKapCTBEHHOro MpenapaTta NpoBOAATCS B COOTBETCTBMM C MpaBwuiaMu, YTBEPKAEHHbIMU YMNOMHOMOYEHHbBIM
deaepanbHbIM OpraHoM NCNOSTHUTENBHOW BacTU.

3. [HoknuHuyeckoe uccnegosaHue lekapCTBeHHOro cpencrtea " KNMMHN4YeCKoe  uccnegoesaHune
NeKapCTBEHHOro npenaparta anda BeTepuHapHOro npMMeHeHua npoBoAATCA MO yTBEPXOEeHHOMY pa3pa6OT‘-II/1KOM
NekapCTBEeHHOro cpeactsa niiaHy C BegeHUWeM MNPOTOKOJI0OB 3TUX nccnegoBaHMn M COCTaBNEHMEM OTYETOB, B
KOTOPbIX coAepXKaTcAa pe3ylibTaTbl 3TUX nccrnegoBaHun.

4. Onsa opraHMsauMm W npoBedeHUs OOKMMHUYECKOro WccrnenoBaHWa NeKkapCcTBEHHOro cpeacTsa U
KMUHUYECKOro MCCNesoBaHUs eKapCTBEHHOro npenapaTta [Ons BeTEepUHApPHOro MNpUMEHeHUs paspaboTymk
NeKapCcTBEHHOro cpeacTea MOXeET npusnekaTb opraHusaumu, nMeroLne Heobxoanmyto
mMaTepuanbHO-TEXHUYECKYI0 6a3y W  KBanuMUUMPOBaHHLIX CMEeLuManucToB B COOTBETCTBYHOLEA obnacTu
nccnenoBaHus.

5. KnuHnyeckne vccnenoBaHus NieKapCTBEHHbIX NpenapaToB Ans BeTEPUHAPHOTO NpYMEeHeHUsl MPOBOASATCS
B BETEPUHAPHBLIX OpraHn3aumsix U B OpraHn3aLusix, OCyLLECTBSIOWMX pasBedeHne, BblpallBaHue U cogepkaHne
JKMBOTHbIX, B LIeNsiX:

1) YCTaHOBI1€HNA NEPEHOCUMOCTU NeKapCTBEHHbIX NpenapaTtoB 340P0BbIMU XXUBOTHbLIMW;

2) nogGopa onTMMarbHbIX 403VPOBOK NIEKAPCTBEHHBIX MPENapaToB U Kypca NeYeHNs Ha KOHKPETHOM rpynne
JKMBOTHbIX C onpeferieHHbIM 3aboneBaHnemMm;

3) yctaHoBneHunsa 6es3onacHoCcTM 1 3PPEKTUBHOCTU NEKApPCTBEHHOrO npenapara, npegHasHavyeHHoro Ansi
neyeHus onpegeneHHblx 3aboneBaHWn XMBOTHLIX, WU 3A(PHEKTUBHOCTU NEeKapCTBEHHOrO npenaparta Ans
npodomnakTukm 3aboneBaHnii 340POBbIX XKUBOTHbIX;

4) N3y4eHnd BO3MOXHOCTEN pacimpeHund nokasaHun K NPUMEHEHNI0 3aperncTpnpoBaHHOro JieKapCTBEHHOIo



npenaparta " BbidBIEHNA paHee HEN3BECTHbIX NoBGOYHbIX OENCTBUN.

6. KnuHuueckoe wccnegoBaHMe NEKApCTBEHHOro npenapata  Anslk  BETEPUMHapHOro  NpPUMEHeHWs!
OCYLLECTBIAETCS 3a C4eT CPeAcTB pa3paboTunka NekapcTBEHHOIO CPeacTBa.

7. OTyeTbl O pesynbTaTax AOKIUHUYECKOrO WUCCredoBaHWUs JIEKapCTBEHHOTO CPEACTBA U KIMHUYECKOTO
nccrnenoBaHNs IeKkapCTBEHHOro MpenapaTta Ans BeTepuHapHOro MPYMEHEHUs COCTaBNslTCA pa3paboTynkoM
1IeKapCTBEHHOrO CpeacTBa C Y4YeTOM 3ak/YeHMiA opraHu3auui, MNPUHMMAaBLLMX y4YacTWUe B OpraHvsauum u
NMPOBEAEHUN STUX UCCIIeQOBaHNI.

8. KOHTpOJ‘Ib 3a npoBegeHnemM [OOKIMMHUYECKUX nccnegoBaHmin NIeKapCTBEHHbIX CpeactB U KIMMHUYECKUX
nccrnepoBaHuin NNeKkapCTBEeHHbIX npenapartoB A114 BeTePUHapPHOro npuMeHeHua oCcyLecTBnAaAeTcAa ynosIHOMOYeHHbIM
d)ep,epaanuM opraHom NCMOMHNTENBHON BNACTU.

Mnasa 6. OCYLLECTBNEHUE FOCYOAPCTBEHHOW PEFTMCTPALIUA
JNNEKAPCTBEHHbIX MPEMNAPATOB

Cratbs 13. rOCyAapCTBeHHaﬂ perucTpauusa neKkapCTtBeHHbIX NnpenapaTtoB

(B pea. PeagepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuiickon ®epepauun gonyckarTcs NpOM3BOACTBO, M3rOTOBIIEHNE, XpaHEHMEe, NepeBo3ka, BBO3 B
Poccuinckyto  depepauunio, BbiBO3 13 Poccunckon depepauumm, peknama, OTNyCK, peanusauusi, nepepava,
NMPMMEHEHMEe, YHUYTOXEHME IEeKapCTBEHHbIX MpenapaToB, €CN OHM 3aperMcTpupoBaHbl COOTBETCTBYHOLLUM
YMONTHOMOYEHHbLIM heaepanbHbIM OpraHoM UCMONTHUTENbHOW BRacTu.

(vactb 1 B peq. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. ['ocygapCcTBeHHON permcTpaunmn nognexar:
1) BCe nekapcTBeHHbIE Npenaparthbl, BrepBble noanexalune seoay B obpalleHne B Poccuinckon Pegepaumm;

2) nekapcTBeHHble npenapaTbl, 3aperncTppoBaHHbIE paHee, HO NPOU3BeAEHHbIE B APYIUX NIEKAPCTBEHHbIX
dopmMax B COOTBETCTBUM C MEepeYHeM HaMMEHOBaHWI FeKapCTBEHHbIX (opM, B HOBOW [J03UPOBKE Mpu
[l0Ka3aTenbCTBe ee KIMHNYECKON 3HaYMMOCTU U 3D(PEKTUBHOCTHU;

3) HOoBble KOMBMHALWM 3aperMcTpUpPOBaHHbIX paHee NnekapCTBEHHbIX NpenapaTos.

3. TocyoapcTBeHHasi pernctpauusi JekapcTBEHHbIX MpenapaToB OCYLIEeCTBNSeTCA Mo pesynbTatam
3KCMepTU3bl NeKapCTBEHHbIX CPeACTB, a rocyAapCTBeHHas perucTpaums opdaHHbIX NIekapCTBEHHbIX NpenapaToB
OCYLLECTBNAETCA MO pe3ynbTaTam 3KCNepTU3bl JOKYMEHTOB, MPEeACTaBMeHHbIX ANs onpederieHns BO3MOXHOCTU
paccmaTpuBaTb  JIEKAPCTBEHHbLI  MNpenapaT Ans  MeOUUMHCKOrO  MPUMEHEHUS MpU  OCYLLECTBIEHUU
rocygapCTBEHHOM pernctpauumM B KadecTBe OpgpaHHOro JiekapCTBEHHOTO mnpenaparta, M no  pesynbTatam
SKCMEepTU3bl NEKapCTBEHHBLIX CPEACTB.

4. TocynoapcTBeHHasi perucTpauus NekapcTBEHHOro mnpenapaTta OCYLLECTBNSAETCA COOTBETCTBYIOLIMM
YNOMHOMOYEHHBIM hefiepanbHbIM OpraHoOM UCMONHUTENBHOM BNAacTu B CPOK, He NMPeBbILLatoLLIMiA CTa LWecTUaecsa T
pabounx OHeR co OHS NPUHATMSA COOTBETCTBYIOLLErO 3asiBfIeHMs1 O roCy4apCTBEHHON perncTpauum ekapcTBEHHOTO
npenapata. B ykasaHHbIi CPOK BKIOYaeTCA Bpemsi, Heobxogumoe Ans MOBTOPHOIO MpoBedeHus 3KCNepTU3bl
NeKapCTBEHHOrO CpeacTBa B COOTBETCTBMM CO cTaTbelt 25 Hactosiwero ®epepanbHoro 3akoHa. Cpok
roCcy4apCTBEHHON perMcTpaummn nekapcTBEHHOro npenapaTta UCHUCHSIETCS CO AHS MPUHSTUS COOTBETCTBYIOLLUM
YMONTHOMOYEHHBIM  hbefeparibHbIM  OpraHOM  WUCTMOSTHUTENbHOW  BlACTM  COOTBETCTBYIOLLErO 3asiBMIeHUsI O
rocy4apCTBEHHON perucTpauuy NekapcTBeHHOro npenapaTa ¢ NpUnoXxeHMeM HeoBXxoauMbIX JOKYMEHTOB Mo AeHb
Bbla4M PErMcTpaLIMOHHOIO YAOCTOBEPEHMUS NeKapCcTBEHHOro npenapaTa. Bpems, HeoGxoaMmMoe Ans HanpasneHus
YNOMHOMOYEHHBLIM befeparnbHbIM OpraHoM MCMOMHUTENbHOM BNacTy 3anpoca O MNpeacTaBneHMn HeoBXoaUMbIX
maTtepuanos 1 NpeacTaBreHns 3asBMTeNeM OTBETa Ha AaHHbIM 3anpoc B COOTBETCTBMM CO cTaTbaAMM 16, 19 n 23
HacTosiwero degepanbHOro 3akoHa, He Y4uTbiBAeTCs MPU UCUHUCIIEHUM CPOKa rOCydapCTBEHHOW perncrpauum
neKkapcTBEHHOro npenapara.

5. locypapcTBeHHON perncTpaumn He nognexar:
1) nekapcTBeHHble NpenapaTtbl, N3rOTOBMEHHbIE anTeYHbIMU OpraHM3aLmsaMu, BETEPUHAPHbIMU anTeYHbIMU

opraHusaunamun, nHameugyanbHbiIMU npeanpuHnMmaTtTendamMmuy, KoTopble MMerT JTUUEH3UK Ha qaapmaueBqueCKyro
0eATeNlbHOCTb, NO peuenTtamMm Ha JeKapCTBEeHHble npenapaTtbl WU Tpe6OBaHI/IF|M MeaNLIMHCKNX opraHM3au,v||7|,



BETEPVHapPHbIX OpraHn3aumni;

2) nekapcTBeHHble npenapartbl, NpUOBpeTEeHHble MU3NYeckMMM nuuamMu 3a npegenamu Poccuiickon
degepaummn n npegHasHavYeHHble AN NUYHOro NCMOMb30BaHMS;

3) nekapcTBeHHbIe NpenaparTbl, BBO3nMble B Poccuickyto ®egepauuto Ans okasaHus MeQULUHCKON MOMOLLM
MO >KM3HEHHBIM MOKAa3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBaHWWM paspeLleHus], BbI4aHHOTO YMOfHOMOYEHHbBIM
deaepansHbIM OpraHoM NCNOSTHUTENBHOW BacTy;

4) NneKkapCcTBeHHble cpeactBa, BBO3MMbIE B POCCVII7ICKyI'0 CDe,u,epau,mo Ha OCHOBaHMW BblAAHHOIO
YNOJTHOMOY€E€HHbIM d)e,u,epaanblM opraHom WCMNONHUTENbHON BnacTn paspewieHna un npeagHadHavYeHHble AOnd
npoeeaeHna KInMHNYeCKnx nccnegoBaHuin NNIeKapCTBEHHbIX npenapatoB W“ (I/IJ'II/I) npoeeaeHna JKCNnepTuabl
NeKapCTBEeHHbIX CpeacTB ANA OCyLWeCTBIeHUA rocynapCTBeHHoﬁ perncTpaunmn nekapcrBeHHbIX npenaparTos,;

5) dpapmaueBTUYeCKMne cybecTaHumuuy;

6) pa/:l,wocbapmauesmqecme NeKapCTBeHHble npenapaTtbl, W3roTtoBfieHHble HenocpeaCTBEHHO B
MeOUUMHCKMX opraHm3aumax B nopdake, YCTaHOBJIEHHOM  YNOJIHOMOY€HHbIM cbep,epaanblM opraHom
NCMNONHUTENBbHON BNacTy;

7) NnekapcTBEHHbIE Npenapatbl, NPON3BoANMbIE ANA 3KCnopTa.
6. He ponyckaeTtca rocynapcTBeHHasi permcrpauus:

1) nekapcTBEHHbIX MpenapaToB, OT/MYAIOLUMXCA APYr OT Opyra KauyeCTBEHHbIM COCTABOM [ENCTBYHOLLMX
BELLECTB, Mo OANHAKOBbLIM TOProBbIM HaUMEHOBaHNEM;

2) ogHOro rnekapcTBEHHOro npenapaTa, BbiMyCKaemMoro npov3BOAMTENEM MO PasfuYHbIMA TOProBbIMU
HanMeHOBaHWAMM U NPeACTaBNeHHOro Ha rocyapCTBEHHYI0 PerncTpauuio B Buae AByX M 6onee nekapcTBEHHbIX
npenaparos.

7. Mo 3anpocy (B 3anekTpoHHoN chopmMe ninm Ha BymakHOM HocuTene) cybbekTa obpalleHns NekapcTBEHHbIX
CpeactB  COOTBETCTBYHOLLMM  YMOMHOMOYEHHbIM  befeparnbHbiM ~ OPraHOM — UCMOMHWUTENBHOW  BriacTw,
OCYLLIECTBMNALMM FOCYAapCTBEHHYIO PErMCTPaLMIO NIEKAPCTBEHHbLIX MpenapaToB, B YCTAHOBIEHHOM UM MOPSiAKe
OCYLLECTBMNAETCH Hay4YHOe KOHCYNbTUMPOBaAHME MO BOMPOCaM, CBSA3aHHbIM C MPOBEAEHMEM LOKITMHUYECKMX
I/ICCJ'IeJIlOBaHI/IVI, KNMMHNYECKNX I/ICCJ'IeJJ,OBaHI/IVI JNIeKapCTBEHHbIX npenaparTtoB, 3KCNepTu3bl Ka4YecTBa J1€KapCTBEHHbIX
cpeacTB, 3adEKTMBHOCTU M 6€30MacHOCTU, C OCYLLECTBNEHNEM FOCYAAPCTBEHHOW perucTpaumm nekapCTBEHHbIX
npenapaTtoB. KOHCYyNbTUpOBaHWE OCYLLECTBNSAETCH C NpuBreyYeHnem eaepanbHbIX roCyaapCTBEHHbIX BIOIKETHBIX
yupexaeHumn, noaBeAOMCTBEHHbIX AaHHOMY heaepanbHOMY OpraHy UCMOMHUTENBbHOW BNACTU N HE Y4aCTBYHOLUX B
opraHv3aumy MpoBefeHUsi 3KCMEepTM3bl KayecTBa JIEKAPCTBEHHbIX CPEACTB B LEMsX OCYLECTBMEHUS WX
rocyJapCTBEHHOM perMcTpaunm B COOTBETCTBUM CO cTaTbel 16 HacTosiwero ®egepanbHOro 3akoHa, B BUae oTBeTa
B NMUCbMEHHOW (hopMe YMNOSTHOMOYEHHOrO hefepanbHOro opraHa UCMOMHUTESNbHOW BriacTu Ha 3anpoc. Pasmep
B3MMaeMOW C 3aaBUTENS NnaTbl onNpeaensieTcs B COOTBETCTBMM C 3akoHogaTenbcTBoM Poccunckon ®egepaunm o6
opraHv3aumy NpegocTaBMeHUs rocydapCTBEHHbIX U MyHUUMManbHbIX yenyr. VHgopmauusa o6 ocylecTBneHum
Hay4HOro KOHCYMbTUPOBaHMS, B TOM 4YMCre cTaTbul, 0030pbl, CNpaBoYHble Matepuanbsl U nHas uHdopmauns ob
OCYLLECTBMEHNM HAy4YHOrO KOHCYNbTUPOBaHMWS, pasMellaeTcsa Ha oduumanbHOM CcanTe  YNoNTHOMOYEHHOro
denepanbHOro oOpraHa WCNOMHUTENBHOM Briactu B cetn  "UHTepHeT" ¢ cobniogeHMeM  orpaHudeHuin,
YCTaHOBMEHHbIX 3aKOHOAATENbCTBOM O NEPCOHanbHbIX JaHHbIX, KOMMEPYECKOMN U (M) rocyaapCTBEHHON TanHe.

8. locygapcTBeHHas perncrpauns nekapCTBEHHbIX NpenapaToB, KOTopble NpegHa3HavYeHbl 419 NPUMEHeHNs
B YCIOBMSAX BOEHHbIX OENCTBUN, Ype3Bbl4alHbIX CUTYaUMiA, MPOoUNaKkTUKN U nevyeHuns 3aboneBaHnin 1 NOpPaxXeHun,
MOMyYeHHbIX B pesynbTaTe BO34EUCTBMA HEONaronpuATHbIX XMMWUYECKMX, OMOMNOrMyeckmx, paguaumOoHHbIX
chakTopoB, N paspaboTaHbl MO 3agaHuio dedeparnbHbIX OPraHoB WCMOMHUTENBHON BRAacT, YNOMHOMOYEHHbIX B
obnactm o6opoHbl CcTpaHbl M 6e30MacHOCTM rocygapcTBa, OCYLLECTBNSAETCA B MNoOpsake, YCTaHOBMEHHOM
MpasuTtenbctBom Poccuiickon ®epepauun.

CtaTbs 14. MpyHUMUNBLI 3KCMEPTU3bI NIeKapCTBEHHbLIX CPeACTB

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. 3kcnepTv3a NekapCTBEHHbIX CPEACTB OCHOBLIBAETCS HA MPMHLMMNAX 3aKOHHOCTW, COBMoAeHus npas U
cBoOO4 4ernoBeka W rpaxgaHuHa, MpaB OPUAUYECKOTrO fvua, HEe3aBUCUMOCTW 3KcrepTa, OOBLEeKTUBHOCTY,
BCECTOPOHHOCTU U MOMHOThI UCCMNeAoBaHui, MPOBOAUMBIX C UCMONb30BaHWEM COBPEMEHHbIX AOCTKEHUIA HAaYKUN U



TEXHUKN, OTBETCTBEHHOCTU cbe/:l,epaanoro rocygapCrtBeHHOro OromXKeTHOro yypexgeHma no npoBeneHuto
OKCNepTun3bl NIeKapCTBEHHbIX CPeOCTB U SKCNEePTOB 3a npoBeaeHne n Ka4eCTtBO 3KCNepTU3bl.

2. SKcnemesa JNIeKapCTBEHHbIX npenapaTtoB And MeauLUmMHCKOro npuMeHeHnA BKIO4YaeT B cebs:

1) 9KCMepTM3y [OOKYMEHTOB, MPEACTaBleHHbIX [ONA OfpedeneHns BO3MOXHOCTM —paccMaTpusaTtb
NeKapcTBEHHbIN npenapat Ana MeAULUHCKOTO NPUMEHEHMS MPU OCYLLIECTBIIEHUM FOCYAapCTBEHHON PerncTpaum B
kayecTBe opdhaHHOro NeKkapCTBEHHOro npenapara;

2) 3KCNepTn3y npenrioXeHHbIX MeToAOB KOHTPONA KadecTBa JieKapCTBEHHOro cpeactea W KadecTtBa
npeacrtaBlieHHbIX 06p83LI,OB NekapCTBeHHOro cpeanctea C MUCNONIb3OBaHMeEM 3TUX MeToaO0B (,qanee - 9KCnepTunasa
Ka4yeCTBa JNIeKapCTBEHHOIo Cpeﬂ,CTBa);

3) 9KCnepTM3y OTHOLUEHMSI OXMOAeMOW MoSfb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSI feKapCTBEHHOro
npenapara.

3. SKcnepTwsa NeKapCTBEHHbIX npenapaTtoB ANA BeTEepPUHAPHOro npuMeHeHnA BKIKOYaeT B cebs 3KCNepTnsy
Ka4eCTBa J1ieKapCTBEHHOro cpencrtea U 3KCNepTudy OTHOLUEeHUsA oXngaemon nonb3bl K BO3MOXHOMY PUCKY
NPpUMEHEHNA NeEKapPCTBEHHOro npenaparta.

CrtaTbs 15. DeaepanbHoe rocyaapcTBEHHOE GIOAKeTHOE yupexaeHue No NpoBeAeHUI0 3KCNepTU3bl NieKapCTBEeHHbIX CpeacTB

OKkcnepTn3a NeKapCTBEHHbIX CpeacTB  npoBoauTcs  dbepeparnbHbiM - FOCYAAPCTBEHHLIM  BHOOKETHBIM
yyYpexngeHMeMm COOTBETCTBYHOLLENO  YMNOSIHOMOYEHHOro bedepanbHOro  opraHa  MCMOMHUTENbHOW — BRacTw,
CO3faHHbIM ans obecneYveHmst UCNOSTHEHMST MONTHOMOYMIA 3TOro doedeparibHOro opraHa no Bbigade paspeLleHuin Ha
npoBeAeHUe KMMHUYECKUX UCCNEAOBAHNIA fIEKapCTBEHHbIX NpenapaToB U (Unx) No rocyaapCTBEHHON permcTpaunm
NEeKapCTBEHHbIX NpenapaToB (garnee - 3KCnepTHoe yypexaeHue).

CrtaTbs 16. Oprauusauml npoBeAeHUs 3KCNepTU3bl JieKapCTBeHHbIX CpeaAcTB

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OKcnepTusa NeKapCTBEHHbIX CPEACTB MPOBOAUTCH KOMWUCCUEN 3KCMEPTOB IKCMEPTHOMO YYpexaeHus,
Ha3HaAYeHHON ero pyKoBOAMTENlEM, Ha OCHOBAaHUM 3afaHus Ha MpPOBEAEHME 3KCMepTUsbl JIEKaPCTBEHHOTO
CPeACTBa, BbIOAHHOTO YMONHOMOYEHHbIM bedeparnbHbiM OpraHoOM UCMOSHUTENbHOM BracTu. PykoBoauTenb
SKCMEPTHOro yupexaeHusa obecrneuvBaeT Haanexallee MpPOBEAeHVE OSKCMepPTUsbl NeKapCTBEHHbIX CPeacTB B
COOTBETCTBUW C 3afaHueM, BblAaHHbIM YNOMHOMOYEHHbIM dbeaeparnbHbIM OpraHoM MCMOMHUTENbHON BNacTu, U
opraHu3yeT MOArOTOBKY CBOAHOIO 3akriovyeHus 3ToW Kommuccuu. B cocTaB 9TOM KOMUCCUM MO PELLIEHWIo
PYKOBOAMTENS 3KCNEPTHOrO yUYpexaeHnst MoryT ObiTb BKIOYEHbl B KAYeCcTBe 3KCMepToB Nvua, He paboTatolime B
[aHHOM 3KCMEPTHOM YUYpPEeXAeHWUU, ecnn UX creumanbHble 3HaHUS HeoBGXOAMMbI AN NPOBeAeHUs 3KCnepTUabl U1
TaKune 9KCnepTbl OTCYTCTBYIOT B JAHHOM 3KCTNEPTHOM YUYpEXOEHUN.

2. DkcnepToM Mo MPOBEOEHUI0 3KCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB SABMSETCA aTTEeCTOBaHHbIA PabOTHUK
3KCMEePTHOrO YYpEeXAeHUs, KOTOpbIN MMeeT BbiCllee MeauuuHckoe, dapmaueBTuyeckoe, OGuonornyeckoe,
BETEPUHAPHOE WUINMN XMMU4Yeckoe o6pasoBaHV|e N NpoBOAUT JKCNEepTU3y IneKapCTBEHHbIX CpeacTB B Nopsaake
NCNOJTHEHNSA CBOMX O0JPKHOCTHBIX 0653aHHOCTEN (ganee - akcnepT).

3. I'IpM npoBeaeHNN IKCNEPTU3bl JIEKAPCTBEHHbLIX CPeACTB 3KCNepT HE MOXET HaxoAUTbCA B Kakomn-nmbo
3aBUCMMOCTU OT Junua, Ha3Ha4YuMBLUEro 3Ty 3KCNepTusy, pa3pa60Tqv|Ka NekapCTBeHHOro cpeactesa win gpyrux
3auHTepeCcoBaHHbIX B pe3ylibTaTax 3KCnepTu3bl JInL,.

4. Mpw NpoBeeHUM 3KCNEPTU3bl NeKapCTBEHHbIX CPEACTB He AonyckaeTcs UctTpeboBath y 3asButens nuéo
WHBIX NWL  MaTtepuansl, HeobxogouMmble [AnNs NpoBedeHVs 3KcnepTusbl. B crnyyae HepgoctaTtoyHoOCTH
NpeacTaBrieHHbIX 3KCNepTy MatepuaroB Ans Aayu 3aKnioueHUsl SKCMepT CTaBWT BOMPOC O MPEeACcTaBleHUU emy
HeoGXOAUMbIX MaTepuanoB nepen PYKOBOAMTENEM 3KCMEepPTHOro yupexneHus, KoTopbli obpallaeTcs C
COOTBETCTBYIOLLMM 3anpocoM B YMNONHOMOYEHHbIN (hefepanbHblii opraH WCMOMHUTENBHOW BRAcTu, BblAaBLUMIA
3afjaHne Ha TNpOBEdEHWEe SKCMepTU3bl NEKAPCTBEHHOTO CPeACcTBa. YKasaHHbli  dpegepanbHbii  opraH
MCNOMNHUTENBHON BNacTW B TEYEHWE NATU paboynx AHEN CO AHS MOCTYMMEHNUS 3anpoca pyKOBOAUTENS SKCNEPTHOrO
yupexaeHVss HanpaBnseT 3asBUTENO 3anpoc O MpeACTaBreHnM HeobxoauMmbix MaTepuanos. [aHHbI 3anpoc
MOXeT ObITb NepefaH yNnornHOMOYEHHOMY MPEeACTaBUTENIO 3asiBUTENS MUYHO MOJ, PacrnuckKy, HanpasneH no noyte
3aKa3HblM NMMCbMOM WY NepeaaH B 3NeKTPOHHON hopme Mo TenekoMMYHMKaLMOHHBIM KaHanam ceasu. B cnyyae
HanpaBreHnsi JaHHOTO 3arnpoca Mo MoYTe 3aka3HbiM MUCbMOM OH CYMTAETCS MOMNyYEHHbIM MO UCTEYEHUM LLECTU
[HeN ¢ AaTbl HanpaBreHusi 3aKkasHoro NUcbMa.



(4acTb 4 B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

4.1. Bagsutenb o643aH npencTtaBuTb OTBET Ha 3anpoc  YMNOMHOMOYEHHOro dyedepansHOro opraHa
WCNOSMHUTENBHOM BNAcTU B CPOK, HE MNpEBbILAOWMIA AeBAHOCTa paboumx [HENW CO AHA €ero nomny4veHus.
YNONHOMOYEHHLIN  dhefepanbHbli  OpraH WCMNOSMHUTENBbHOW BRacTW, BblAaBLWIMA 3adaHMe Ha npoBeaeHue
3KCMepTM3bl NIEKAPCTBEHHOIO CPeacTBa, B TeYeHue NATM paboyunx OHEW Co OHsSI NOCTYNSEHUs OT 3asiBMTeNsi OTBETA
Ha [aHHbIA 3anpoc HanpaBnsieT Takon OTBET B 3KCNepTHoe yupexaeHue. B cnyvyae HenpeacTtaBneHus no
NCTeYeHnn OeBsiIHOCTa paboymx OHeW 3asBMTENeM OTBETA HA [AaHHbIA 3anpoc YMOSIHOMOYEHHbIV hedepanbHbIv
opraH WCMNONHUTENbHON BracTW, BblAaBLUMA 3afaHWEe Ha NpoBedeHWe 3KCMepTM3bl IeKapCTBEHHOrO CpeacTBa, B
TeyeHne nATM paboumMx [HEeW HanpaBnsieT B 3KCMEPTHOE Yy4YpexaeHue YBEOOMIEHME O HenpeacTaBlieHUM
3asBUTENIEM OTBETA Ha 3anpoc YKa3aHHOro opraHa. Bpemsi co [OHA HanpaBreHusi 3anpoca 3KCMepTHOro
YYpeXaeHns B YNOTHOMOYEHHbIV doefeparnbHbii OpraH UCMOSHUTENbHON BNAacTu A0 AHSI NOJTyYEeHUS 3KCMEPTHbIM
yupexaeHMeM oTBEeTa Ha 3anpoc Unv yBeJoOMMEHUS O HENpeaCTaBNeHNN OTBETA Ha 3anpoc He yYnUTbiBAeTCA npu
NCYNCIIEHNMN CpOKa NPOBEAEHNSI IKCMEPTM3bl NNIEKAPCTBEHHOrO CpeacTaa.

(4acTb 4.1 BBegeHa dPeaepanbHbIM 3akoHOM OT 25.11.2013 N 317-93)

5. SKCFIepT npun nposeaneHunmn ﬂOpyquHOVI €My pykoBOoAUTENIEM J3KCMEPTHOro Yy4pexaeHnA IKCNnepTu3bl
JNIeKapCTBEHHOIo cpeacTBa 00s13aH:

1) npoBecTn NonHoe mccnegoBaHne NpeacTaBreHHbIX eMy 06beKkToB, MaTepuanos, aTb 060CHOBaHHOE U
0O6BEKTMBHOE 3aKoYeHne Mo MNocTaBNeHHbIM nepea HMUM BonpocaM WM MOTUBUPOBAHHOE 3akrio4veHune O
HEBO3MOXHOCTW NMPOBEOEHUSA UM IKCNEPTU3bl NIEKAPCTBEHHOIO CpeaCcTBa, eCnn NOCTaBMNeHHblE BONPOCHI BbIXOASAT
3a npegenbl crneumanbHbIX 3HaHUM 3KcnepTa, OOBEKTbl WMCCNedoBaHWA W MaTepuanbl HenpurogHbl WMu
He0CTaTOuHbI ANs NPOBEeAEHUS UCCNefoBaHWN 1 Aadvmn 3aKnioyYeHnst NIMb0 COBPEMEHHbIN YPOBEHb Pa3BUTUA HayKu
He Mo3BONsIeT OTBETUTbL HAa NOCTABMNEHHbIE BONPOCHI;

2) He pasrnawaTb CBeOEeHWUs, KOTopble CTann €My M3BECTHbl B CBSA3W C NPOBEAEHUMEM 3SKCMEPTU3bI
NneKkapcTBEHHOro cpeficTBa, a Tawkke CBedeHMsl, COCTaBrisitoMe rocygapCTBEHHY, KOMMEPYECKYD WMU UHYLO
OXpaHSIEMY0 3aKOHOM TaWHy;

3) obecneuntb COXpaHHOCTb NpeACTaBEHHbIX 06 LEKTOB UCCIeA0BaHNIA 1 MaTEpPUanos.
6. JkcnepT He BNpase:

1) npoBoAMTbL SKCNEpPTU3y JeKapCTBEHHOIO0 cpeactea no obpalleHuto HemnocpeacTBEHHO K  Hemy
opraHusauun nnmn ousmyecknx nuu;

2) camocTosATENBHO cobUpaTh MaTepuarbl AN NPOBEAeHMs 3KCNEePTU3bl JTIEKapCTBEHHOTO CPeaCcTBa;
3) npoBoAUTL 3KCMEPTU3Y NeKapCTBEHHOro CPeACcTBa B Ka4ecTBe HerocyaapcTBEHHOro aKcnepTa.

7. B cnyyae Heo6xoOMMOCTM 3KCMEPT BMpaBe XO4aTaicTBOBaTb Neped PYKOBOAMTENEM 3KCMEPTHOro
yYpeXaeHusi 0 NPUBMEYEHUN K NMPOBEAEHMIO SKCMEPTU3bI NTIEKAPCTBEHHOIO CPeACTBa APYrMX 3KCMepToB.

8. Kaxapbin 9KCNepT, BXOAALLMA B COCTaB KOMUCCUM 9KCNepToB., KOTOpOIZ nopy4eHo npoesegeHne 3KCnepTusbl
NekapCTBeHHOro cpeactea, He3aBMCUMMO U CaMOCTOATENIbHO NpPOBOAUT UCCeaoBaHUA, OUueHUBaEeT pe3ynbTaThl,
nonyvyeHHble UM JIMYHO N OPpYyrMMun 3KkcnepTamum, n (bopmynwpyeT BbIBOAbl OTHOCUTEJIbHO NOCTaBJIEHHbIX BOMNPOCOB
B npeaenax cBoux cneunanbHbIX 3HaHWN.

9. Pe3synbTaThl 9KCMEPTU3bl NEKAPCTBEHHOIO CPeacTBa OPOPMIIAIOTCA 3aKMHOHYEHNEeM KOMUCCUW SKCMEepTOB.
B 3akmoyveHun KOMUCCUM 3KCTepTOB YKasbiBalOTCA MepeveHb WCCrnenoBaHuit, o6bem MNPOBEAEHHbIX KaXabiM
SKCMEePTOM WUCCMenoBaHuin, YCTaHOBMNEHHbIE KadKObIM U3 HUX (0aKTbl U CAenaHHble B pesynbTaTe WCCreaoBaHui
BbIBOAbl. DKCMEPT, MHEHNE KOTOPOro He COBMagaeT C pelleHnemM KOMUCCUM SKCMepToB, BrNpase BbipasuTb CBOE
MHEHVe B NMUCbMeHHO hopMe, KOTOPOoe NPUOBLLAETCS K 3aKMoYeHNI0 KOMUCCUM SKCTIepTOoB.

10. 3KcnepThl, BXOASALME B COCTAB KOMUCCUMU, NpedynpexaarTcs 06 OTBETCTBEHHOCTU B COOTBETCTBUM C
3aKkoHodaTenbCcTBOM Poccuiickoit Pefepauuy 3a gady 3aknlouveHusl, codepkallero HeoBOCHOBaHHblE WK
hanbcunLMpoBaHHble BbIBOAbI, O YEM OHU AalOT NOANUCKY.

11. OnpegeneHne ypoBHHA npodeccnoHansHON MNOArOTOBKM 3JKCMEPTOB W aTTecTaums MX Ha npaso
NpoBedeHNs  3KCMepTusbl  NEeKapCTBEHHbIX CPeacTB  OCYLLECTBASATCA  SKCMNepTHO-KBanMUKaLNOHHBLIMK
KOMUCCUSIMM B MOPsiAKe, YCTAHOBMEHHOM COOTBETCTBYHOLUMM YNOSTHOMOYEHHbIM dedeparnbHbiM - OpraHoMm



NCMONHUTENBHON  BRacTu. ypOBeHb HpO(*)eCCMOHaﬂbHOVI NOAroTOBKM  3KCNEpPTOB MNOANEXUT nepecMoTpy
YKa3aHHbIMU KOMUCCUAMU HE peXxe YeM OAUH pas3 B NATb NeT.

12. MNMpaBuna npoBeaeHUs1 IKCNEPTM3bl NeKApPCTBEHHbLIX CPEACTB M OCOOEHHOCTM 3KCNEpPTMU3bl OTAENbHbIX
BMOOB JIEKAPCTBEHHbIX NpenapatoB (pedepeHTHbIX JEKAPCTBEHHbIX MNPenapaTtoB, BOCMNPOM3BEAEHHbIX
NEKAPCTBEHHLIX NpenapaTtoB, OWONOrMYecKUX JeKkapCTBEHHLIX MNpenapaTtoB, OuoaHanoroBbiX (OMONOAOOHbLIX)
NeKapCcTBEHHbIX npenapatoB (buoaHanoroB), roMeonaTMYecKMX eKapCTBEHHbIX MpenapaToB, JeKapCTBEHHbIX
pacTUTEnbHbIX NpenapaToB, KOMOMHaLMIA NeKapCTBEHHbIX NpenapaTtoB), OpPMbl 3aKMOYEHUIA KOMUCCUM SKCTIEPTOB
yCTaHaBNMBaOTCH COOTBETCTBYHOLUMM YNOMHOMOYEHHBIM dbefeparnbHbIM OpraHoM UCMONHUTENBHON BRacTy.
(4acTb 12 B pea. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

Cratbs 17. Mopaya M paccMoTpeHue 3asiBieHUsi O rocyAapCTBEHHOW perucrpauuu riekapcTBeHHOro npenapara Ans
BeTepPUHaAPHOro NpMMeHeHus

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocyoapcTBeHHOM perucTpauuu fekapCcTBEHHOro npenapata Ans BeTepUHApHOro npuMeHeHus
pa3paboTynK TaKoro fiekapCTBEHHOrO npenapaTa WM ynoriHOMOYEHHOE MM Apyroe lopuandeckoe nuuo (aanee B
HacTosILLEN CTaTbe - 3asBUTENb) MPeACTaBMsieT B YNOMHOMOYEHHbIN deneparnbHbiil opraH WCMOMHUTENBHOW
BMacTv, OCYLLECTBMSIOWMNIA FOCYOAaPCTBEHHYIO PErncTpauuvio JIeKapCTBEHHbIX MpenapaToB Afsl BETEPMHApPHOro
NMPVMMEHEHWS, B 3NIEKTPOHHON hOpMe MM Ha ByMaHOM HOcuTerne 3asiBfieHne O rocydapCTBEHHOW perucrpauum
NeKapCcTBEHHOro Mnpenapata Ans BeTEepUMHapHOro MPUMEHEHUs, a TaKkke B MOpPAAKe, YCTAHOBIIEHHOM
COOTBETCTBYHLLMM YNONIHOMOYEHHLIM dhefeparnbHbiM OPraHoM MCMNOMHUTENBbHOW BRacTu, B 9NEKTPOHHON dhopme
unu Ha GymaxkHoM Hocutene HeobxooMMble AOKYMEHThI, U3 KOTOPbIX hOPMUPYETCA PEermcTpauLmoHHOEe OOChbe Ha
J'IeKapCTBeHHbII7I npenapart ana setepuHapHoro npuMeHeHus.

2. B 3aaBneHun o FOCYﬂapCTBeHHOVI perncTtpaunmn nekapctBeHHOro npenaparta Aand BeTepuHapHOro
NPUMEHEHUA YKa3blBakTCA:

1) HanmeHoBaHWe N agpec 3asBUTENs, paspaboTynka U NPOM3BOAUTENSA NEKAPCTBEHHOro npenapaTta ans
BETEPMHAPHOrO NPUMEHEHNA WU agpec MecTa OCYLLEeCTBMEHMS MPOM3BOACTBA fEKAapPCTBEHHOro npenapara Ans
BETEPMHAPHOrO NMPMMEHEHUS (B Criyvae Hamnmyuns HECKOSIbKMX YYaCTHWKOB npouecca npou3BoacTBa HeobXxoammo
yKasaTb KaXXa0ro U3 Hux);

2) HavMMeHOBaHWe IeKapCTBEHHOTO npenapaTa Ans BETEPUHAPHOrO MpYMeHeHus (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, UMM XMMUYECKOE U TOProBOE HAaMMEHOBAHUS);

3) nepeyeHb ,El,eIZCTByIOLIJ,I/IX M BCnomMoraTesibHbIX BeweCTB, BXOOAWMNX B COCTaB J1eKapCTBEHHOro npenaparta
Ona BeTepuHapHOro npuMeHeHus, ¢ ykasaHuem KornndecTtBa KaXxaoro U3 HUX;

4) nekapcTBeHHasi popMa, [O3MPOBKa, CNOCOObI BBEAEHNS U MPMMEHEHUS, CPOK FOAHOCTM fIeKapCTBEHHOIO
npenapara Ansi BETEPUHAPHOIO NPUMEHEHNS;

5) hapmakoTepaneBTU4eckas rpynna;

6) HeobGXoAMMOCTb MPUMEHEHUS] YCKOPEHHOW Mpolenypbl 9KCNepTM3bl NEKApCTBEHHbIX CPEACTB B LENsX
rocy4apCTBEHHON perMcTpaummn nekapcTBEHHOro npenapara;

7) KOnunn OOKYMEHTOB, noATBepXaatowmx ynnarty Focyﬂ,apCTBeHHOIZ NOLLUITUHbBI:

a) 3a NpoBedeHNe IKCTNepTM3bl KayecTBa NeKapCTBEHHOTO CPEeACTBa U 3KCMEepPTU3bl OTHOLLEHUS OXUaaeMoMn
Nosib3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOIO Npenapara Ans BeTeprHapHOro NpUMEHEHUs Npu ero
rocy4apCTBEHHON perncTpauum;

6) 3a Bblaayvy perncTpaLnoHHOro YAOCTOBEPEHUS NekapcTBEHHOTO npenapara;

8) Hanuuue cornacus, NpeaycMOTPEHHOrO YacTblo 7 HacToslel cTtaTbWl, eCcriv C MOMEHTa perMcTpauum
pedepeHTHOro NekapcTBEHHOro Npenapara Ans BeTePMHapPHOro NpMMEHEHMs! NMPOLLIO MeHee YeM LLIECTb NeT.
(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PeructpaunoHHoe pocbe B LensX 3KCMepTU3bl JEKApCTBEHHOro npenapata Ans BeTepuHapHOro
npuMeHeHns opMMPYeETCS U3 CreayoLnX JOKYMEHTOB:



1) KonNusA OOKYMeHTa Ha PYCCKOM S3blke, BblJAHHOIO KOMMETEHTHbIM OpraHoM CTpaHbl Mpou3BoauTens Ans
Ka)XOOW MPOWM3BOACTBEHHOM MMOLWAAKN PEermcTpMpyeMoro JekapCTBEHHOro npenapata Ans BeTepuMHapHOro
NpMMeHeHus (B TOM YMcre Ans npou3BognTens dpapmaueBTUYecKkon cybcTaHumum), 3aBepeHHOro B yCTaHOBITIEHHOM
nopsigke 1 NOATBEPXKAAMoLEro COOTBETCTBUE MPON3BOAUTENS PErMCTPUPYEMOro NIEKapCTBEHHOro npenapaTa ang
BETEPMHAPHOrO nNpUMeHeHna TpeboBaHWMsaM npaBui Hagnexaiwlenh NPOoM3BOLACTBEHHOW MPakTUKM, NMOO Konus
NUUEH3UN Ha NPOWU3BOACTBO JIEKAPCTBEHHbIX CPEACTB [ANs BETEPUHAPHOro MPUMEHEHUS AN POCCUMCKMX
npoussoguTenen;

2) KOnus 3akmioYeHnsi O COOTBETCTBUM MPOM3BOAMTENS] NEKApPCTBEHHOro npenaparta Ansi BeTepuMHapHOro
NpMMeHeHns TpeboBaHUSM MNpaBuN Hagnexallen Mpou3BOACTBEHHOW MPaKTUKWU, BbIAAHHOMO YMOHOMOYEHHbIM
deaepanbHbIM OpraHOM UCMOMHUTENBbHOW BNacTy ANSA Kax4on Npou3BOACTBEHHOM MSIOWAAKA PErMcTpupyemoro
NeKapCcTBEHHOro npenapata [Anis  BETEPMHAPHOro npuvMeHeHus (B TOM 4yucne And  npousBoguTens
hapmaueBTnyeckon cybetaHumm), nubo Konusa NULEH3MM Ha NPOW3BOACTBO JEKAPCTBEHHBLIX CPeacTB Anis
BETEPMHAPHOro NPUMEHEHUS AN POCCUINCKUX NPOU3BOANTENEN;

3) NPOEKT HOPMATUBHOIO JOKYMEHTA Ha NleKapCTBEHHbIV Npenapar Ansi BETEPUHAPHOro NPUMEHEHNS;

4) [OOKYMEHT, coaepxawunm cnegywowy uHdopmaumoo o dapmMaueBTUY4eCckon cybeTaHumMm  mnm
hapmaueBTMiYecknx CybCcTaHUmMsAX, BXOASAWMX B COCTaB NEeKapCTBEHHOro mnpenapata ANd BeTepuHapHOro
NpUMEeHeHus:

a) HaumeHoBaHWe hapMaLeBTMYECKON CybCcTaHLMK, ee CTPYKTypa, obLLMe CBOWCTBA;

©) HaumeHoBaHVe 1 agpec NPoU3BOANTENS;

B) TEeXHONorma npounssoacTtBa C onnmcaHnem cragun npon3soacTtBa U METOOO0B KOHTPOJIA Ha BCEX CTaanAX
npon3BoAcCTBa,

r) tHcpopMauus o NPUMeECsiX;

4) cneundukaums Ha hapMaleBTUYECKYH CyOCTaHLNIO;

€) onucaHve MeToAVK KOHTPOMsi Ka4yecTBa;

X) pesynbTaTbhl aHanu3a cepun apmaueBTUYECKON CybCTaHLmu;

3) nepeyvyeHb CTaHOaApPTHbIX O6pa3LI,OB mnn BewecTB, WUCNOJib3yeMbIX MNpU OCYLLECTBIIEHUN KOHTPONA
Ka4dyecTBa,

1) onncaHme XxapakTePUCTUK U CBOWMCTB YNaKkoBOYHbLIX MaTepManoB 1 YKYNOpPOYHbIX CPEACTB;
K) OaHHble O CTAabUNbHOCTY;
) CPOK rOAHOCTU, YCMNOBUS XPaHEHUS;

5) OTHeT O pesynbTaTax OOKIMMHUYECKOro uccrnenoBaHuA nekapCTBeHHOro cpencrtBa AnA BeTepuHapHOro
NPUMEHEeHUA;

6) oTyeT o pesynbTaTax KIMHUYECKOrO MCCIIeQoBaHUsi fieKapCTBEHHOro npenapaTa Afisi BETEPUHapPHOIo
NMPUMEHEHNs Y KaXKaoro BUaa JKUBOTHBIX, YKa3aHHbIX B MHCTPYKLMUM MO BETEPUHAPHOMY NMPUMEHEHWIO;

7) NPOEKT MWHCTPYKUMM MO BETEpUMHapHOMY MPWMEHEHWIO NEKapCTBEHHOro npenapaTta, cogepXallen
crnefyroLime cBeaeHus:

a) HavMMeHOBaHWe IeKapCTBEHHOTO npenapaTa Afis BETEePUMHAPHOro MpUMeHeHust (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, UMM XMMUYECKOE U TOProBOE HAaMMEHOBAHUS);

©) nekapcTBeHHas popma C ykazaHMeM HaMMEHOBAHUIN N KONMYECTBEHHOrO COCTaBa AENCTBYIOLLMX BELLECTB
N Ka4yeCTBEHHOIO COCTaBa BCMOMOraTenbHbIX BELLECTB;

B) onncaHme BHeLHero B1naa nekapCrBeHHOoro npenaparta ald BeTepMHapHOro npuMeHeHus;

r) dpapMakoTepaneBTMYecKas rpynna NekapcTBEHHOro npenapaTa Ansi BEeTEPUMHAPHOrO NPUMEHEHUs Unm



yKasaHue "romeonaTuyeckuii nekapcTBeHHbIN npenapaTt”;

A) dapmakognHammka U apMakoKMHeTUKa (3a WCKMYeHneM (apMakoKMHETUKM TFOMeonaTuyeckux
nekapCcTBEHHbIX NPenapaToB U pacTUTENbHbIX NIEKapCTBEHHbIX NPenapaToB) UK onMcaHne MMMYHOBMONOrnYeCcKmx
CBOWCTB NleKapCTBEHHOro npenapara;

€) nokasaHusl Ans NPUMeHeHNs;
) NPOTUBOMNOKA3aHWs NS NPUMEHEHUS;
3) Mepbl NPEAOCTOPOXKHOCTM MPY NPUMEHEHNMU;

1) ykasaHue BO3MOXHOCTU U 0COBEHHOCTEN NPUMEHEHUsT Y BepeMeHHbIX XMBOTHbIX, Y XMBOTHBLIX B Nepuop,
nakrauum, y noTOMCTBA XUBOTHbIX;

K) pexum [Oo3npoBaHuA, cnoco6 BBeaeHust U NMPUMEHEHNA, Npu HeobxoQMMocCTun BpemMA npuema
NeKapCTBEHHOIo npenaparta ana BeTepnHapHOro npuMeHeHnaA, npoaosmkKUTeNbHOCTb J1Ie4eHUd;

n) BO3MOXHble MNOOOYHbIE [OENCTBUS, HEXernaTernbHble peakuMum Mnpu MNPUMEHEHUU NEKAPCTBEHHOIO
npenapara anst BEeTEPUHAPHOro NPUMEHEHHS;

M) CUMMNTOMbI NepPeao3nPOBKN, Mepbl MO OKa3aHWIO MOMOLLM MPY Nepeo3MPOBKE;
H) B3aMmMogencTeme ¢ pyrmmn nekapCTBeHHbLIMU NpenapaTamu 1 (Unu) Kopmamu;
0) chopMbl BblNycka NekapCTBEHHOro rnpenapaTta Ans BeTepuHapHOro NpuMeHeHus:;

n) ykasaHue (MpM HeobxoaMmocTn) ocobeHHOCTEe [OeWCTBUSI JeKapCTBEHHOro npenaparta Ans
BETEPUHAPHOrO NPMMEHEHWSI MPU NEPBOM NpUEME UMK NpU ero OTMEHE;

p) onucaHue (Npu HeobxoaAMMOCTW) OENCTBUMI BETEPUHAPHOro Bpaya (BeTepuHapHoro denbalwepa), MHOro
cneumanucta B 0bnactu BeTepuMHapum, Briagenbla XMBOTHOMO Npy Nponycke npMemMa O4HOM UINM HECKOSbKMUX 003
neKkapCTBEHHOro npenapara Aansg BeTepuHapHOro NpuMeHeHus;

C) CPOK rOOHOCTM M yKasaHWe Ha 3anpeT NMPUMMEHEHUs! NEKapCTBEHHOro npenaparta O/ BeTepUHapHOro
NMPUMEHEHUs1 MO UCTEYEHUN CPOKa FOAHOCTY;

T) YCNOBUS XpaHeHUs;

y) yKkasaHue Ha HeobGXoAMMOCTb XpaHEeHUs NTEeKapCTBEHHOrO npenapaTta Ansi BETEPUHAPHOIO NMPUMEHEHNS B
MecTax, HeOCTYMHbIX NS AeTeN;

&) vykasaHue (Mpy HeoBGXOOMMOCTM) crneumanbHbiX Mep MPEe4OCTOPOXKHOCTM  MPU  YHUUTOXEHMU
Hencnornb3oBaHHbIX NeKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOro NPUMEHEHUS,

X) CPOKM BO3MOXHOMO MCMOMb30BaHNSA NMPOAYKLUM KMBOTHOIO NMPOUCXOXAEHWS NMOCHE BBEAEHMWS KUBOTHOMY
riekapCTBEHHOro npenapaTa ANl BeTepUHapHOro NpUMeHeHus;

L) ycrnoBus oTnycka;

4) HaMeHOBaHUS U agpeca NPOU3BOACTBEHHbIX NIIOLLAA0K NPOU3BOANTENS NIeKapCTBEHHOro Npenapara Ans
BETEPMHAPHOTO NPUMEHEHWS;

LLI) HaunveHoBaHue, agpec opraHu3auuu, yI'IOJ'IHOMO‘-IeHHOIZ aepxarenem mnm Bnagenbuem
perncTpaumMoHHOro yooCctoBepeHua nekapCTtBeHHOro npenapara Ha npuHaTue I'IpeTeH3MI7I oT n0Tpe6|/|Ten;|;

8) NpoeKkTbl MaKeToB MNEPBUYHON YMaKOBKM M BTOPUYHOM YMaKOBKW JIEKApPCTBEHHOro npenapata Ans
BETEPUMHAPHOTO NPUMEHEHWS;

9) cnenytowme cBegeHNsl 0 NekapCTBEHHOM npenapare Ans BeTeprHapHOro NpYMEHEHUS:

a) onncaHme n coCTtaB JIEKapCTBEHHOIo npenaparta and BeTepnHapHOro npmMMeHeHus,;



©0) onncanne dapmaLeBTUYECKON pa3paboTku;
B) onucaHue npovecca Npon3BoACTBa U €ro KOHTPOIS;
r) onMcaHne KOHTPOMSA KPUTUYECKMX CTaanin MPOM3BOACTBA Y NPOMEXYTOYHOW NPOAYKUMMY;

[) HavMeHoBaHUs 1 afgpeca pa3paboTyvka, AepxaTens unu BnagenbLa perMcTpauuoHHOro yaoCTOBEPEHMS
rniekapCTBEHHOro npenapaTa, NPOM3BOACTBEHHbIX MNMOLWAA0K MPOU3BOAMTENS JEKAPCTBEHHOro npenapara ang
BETEPUHAPHOro NPUMEHEHNS;

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-03)

e) hapmaLeBTMYECKas COBMECTUMOCTD;

X) MUKpoBUonormyeckme xapakTepucTukm;

3) MaTepwuarnbHbI 6GanaHc Anst NPOM3BOACTBA CEPUM FOTOBOIO NPOAYKTa;

1) onMcaHne XapakTePUCTUK U CBOMNCTB YNaKOBOYHbLIX MaTepMaroB 1 YKYNOPOYHbIX CPeacTB;
K) JOKYMeHTanbHOe NOATBepXAeHWe (BanuaaLms) NpoLeccoB 1 (MNK) UX OLLEHKa;

n) TpeboBaHUs K Ka4ecTBY BCriOMOraTenbHbIX BELECTB (cepTudukat, crneumdukaumns Ha BcrnoMoraTenbHble
BellecTBa U nx obocHoBaHue);

M) aHanuTMYeckue MeTOAMKWU, UCTOMb3yeMble MPU OCYLLECTBIIEHNM KOHTPOMSA KayecTBa BcromoraTerbHbIX
BELLIeCTB;

H) [OOKyMeHTanbHOe MoATBepXkaeHue (Banugauns) aHanuMTUYecKMX MeTOAMK, MUCMOoNb3yeMblX Mpu
OCYLLECTBIIEHMWN KOHTPOJIS KaYecTBa BCNOMOraTesbHbIX BELLECTB;

0) I/IHd)OpMaLI,MH 00 uncnonb3oBaHMM  BCMoMoraTernbHbIX BELLECTB YEeNOBEYECKOr0 U XKMBOTHOTO
NponcxoxaeHud,

I'I) VIHq)OpMaLI,VIﬂ 00 1Cnonb30BaHMM HOBbLIX BCIOMOraTebHbIX BELECTB;

p) TpeboBaHMA K KayecTBYy NekapCTBEHHOro npenapaTta Ans BeTEepUHApPHOro NpuMeHeHus (ceptudukart,
cneundmKkaumsa Ha nekapcTBEeHHbIM npenapar u nx obocHoBaHue);

C) aHanuTU4yeckne MeTOAMKWU, UCMOSb3yeMble MPU OCYLLECTBIIEHWM KOHTPOSSl KayecTBa JieKapCTBEHHOIo
npenapara Ansi BETEpPUHAPHOIO NPUMEHEHWS;

T) OOKyMeHTalnbHOe noATBepXxaeHune (BaJ'II/Iﬂ,aLI,MH) aHalmMTn4eCKknx MeToauK, WUCnosib3yeMbiX Mnpu
OCYyLLEeCTBITIEHNN KOHTPOIIA Ka4eCTBa JIeKapCTBEHHOIO npenapaTta And BeTepPUHapHOro nNnpuMeHeHus,;

y) [OOKYMEHT, MOATBEpXKAalolWMiA KayecTBO eKapCTBEHHOro npenapata TpexX MPOMBbILLMIEHHbIX Cepuid
(NpoTokon aHanusa unu ceptTudvkaT aHanvsa), ogHa cepus KOTOPOro AOMKHa coBnadaTb C cepueit obpasua
nekapcTBEeHHOro npenapata, NoAaHHOro Ha PerncTpaumio;

&) xapakTepucTtuka npumecen;

X) nepeyeHb CTaHAapTHbIX 00pa3uUoB, WCMOMb3yEMbIX TMPU  OCYLUECTBIIEHWM KOHTPOIsS KayecTsa
riekapCTBEHHOro npenapaTa Afisi BeTepUHapHOro NpUMeHeHus;

LI,) OaHHble 0 cTabunbHOCTN NekapCTBEHHOro npenaparta Aana BeTepnHapHOro npuMeHeHn4;

10) konMa OOKyMeHTa, CoAaepallero MHAOPMaLMIo O Hanuuuu nnym o6 oTcyTCTBUM (DaKTOB perncrpaumun
NekapcTBEHHOro npenapaTa Ans BETepUHapHOro NpuMeHeHnst 3a npegenamu Poccuiickon degepauny;

11) cornacume B NUCbMEHHOM OpMe, MPeayCMOTPEHHOE YacTblo 7 HacToslen cTatbW, B Ccnydae
permcTpaumm BoCnponsseeHHOro nekapCTBEHHOro npenapara;
(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KOnnAa OOKyMEeHTa Ha PYCCKOM A3blke, 3aBepeHHOro B yCTaHOBJIEHHOM NnopdAake 1 noarBepXxgarolero



NMPaBOMOYHOCTb 3asiBNIEHUsI O FOCYAapCTBEHHOW pernctpaummn NekapCTBEHHOro npenapaTta Ans BeTepuUHapHOro
NpUMeHeHNs (0OBEPEHHOCTD).

4. I'Ip|/| npoeeaeHnmn yCKOpeHHOIZ npouenypbl 3KCNepTu3bl NEKapCTBEHHOro npenaparta Aand BetepuHapHoro
NpUMEHEeHNA B LUendax ero FOcyﬂ,apCTBeHHOﬁ perncTpaunm MoXeT npeacrtaBiAaTbCA I/IH(bOpMaLIMS'-I, nony4yeHHaa npu
npoBeaeHnn KnMHN4YeCKnx nccnegoBaHuin JIeKapCTBEHHOIO npenaparta n Oﬂy6ﬂMKOBaHHaH B cneynann3mpoBaHHbIX
neyvyaTHbIX Wu3O4aHuAX, a TakKXke [OOKYMEHTbl, coepxallne pesynbTaTtbl UCCnenoBaHUA OVO3KBUBANEHTHOCTM
NeKapCTBEHHOIo npenaparta ana BeTepnHapHOro npMMeHeHuns.

5. Ha akcnepTunsy pasnuuHbIX NekapCTBEHHbIX (POPM OLHOIMO0 U TOrO Xe FeKapCTBEHHOro npenapara gns
BETEPMHAPHOIO MPUMEHEHNST 3aaBUTENb NPeacTaBnseT OTAEeNbHble 3adABMEHUS U PErncTpaumoHHbIE O0Cbe Ha
KaXkaylo nekapcTsBeHHyto copmy. Mpyn ycnoBunm ogHOBPEMEHHONM MOAayYM Ha SKCNepTu3y OOHOWM JeKapCTBEHHON
opMbI C pasnMYHbLIMKM OO3MPOBKOW, KOHLEHTpauuen, obbemMom 3asBuTENb NPeACTaBnsieT O4HO 3asiBIiEHWE U
perncTpaumoHHoe [0Cbe C MPUMOXKEHWEM MaKeTOB YMaKOBOK Ha KaXayl OO03MPOBKY, KaxAyl KOHLIEeHTpauuio,
KaXkabll 00bEM M KaxJoe KONMYecTBO 403 B YNaKOBKE.

6. 3asBuTenb BNpaBe NpeAacTaBuTb MO COGCTBEHHOM UHMLMATNBE BMECTE C 3asiBlIEHNEM O rocyaapCTBEHHOWM
perucTpaumm rfekapcTBEHHOro npenapaTta ANns BeTepuHapHOro MpUMEHEHUs AOKYMEHTbI, MOATBepXaaroLime
ynnaTy rocygapCTBEHHOW MOLWMMHbI U YKa3aHHble B MNyHKTe 7 4acTu 2 HacToswew cratbu. B cnyvae wux
HenpeacTaBneHNss COOTBETCTBYHOLLUMI  YMOSTHOMOYEHHbIN  dedeparnbHblii  opraH  UCMONHWUTENbHOW  BnacTu
npoBepsieT akT ynnaTbl 3asBMTENEM rocy4apCTBEHHON NOLUNHBI NOCPEACTBOM MCNONb30BaHNSA MHopMaLumumn o6
ynnaTe rocyfapCTBEHHOW MOLWMKWHLI, codepxawencsd B [0OcydapCTBEHHONW WHMOPMALMOHHOW cucTtemMe o
rocygapCTBeHHbIX M MyHULMNAnNbHbLIX MraTexax, Ha OCHOBaHUWM NpeACcTaBreHHbIX 3asaBUTENEM KOMUN JOKYMEHTOB,
NOATBEPXAAOLWMX YrnaTy rocyaapCTBEHHOW NMOLUUHBI.

7. He gonyckaeTcs ncnonb3oBaHMe B KOMMEPYECKUX Liensix uHgopmaumm o pesyrnbTaTax AOKIUMHUYECKMX
NCCrefoBaHUM NEKapCTBEHHbIX CPEACTB M KIMHUYECKUX WCCNEeAOBaHWUM NEeKapCTBEHHbIX MpenapaToB ANnd
BETEPMHAPHOro NpMMEHeHUsl, NpeacTaBneHHON 3asBUTeneM A rocyaapCTBEHHON perncTpaumm nekapcTBEHHbIX
npenapatoB, 6e3 ero cornacus B Te4YyeHue LecTW NneT C AaTbl rocy4apCTBEHHOW perucrpaumm pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon deaepaumm.

Cratba 18. lMopaya u paccmoTpeHue 3asiBNEHUss O roCyAapCTBEHHOM perncrpauvu JieKkapcTBeHHOro npenaparta Ans
MeAULMHCKOro NpUMeHeHus

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona rocygapCTBEHHOW perncrpauum fekapCTBEHHOro npenapata A MeAWUMHCKOrO MNpPUMEHEHNWS
topugnyeckoe nuuo, AENCTBYoLee B CODCTBEHHbIX MHTEpecax UMM YNorIHOMOYEHHOE MpeacTaBnAaTb MHTEpPECHI
OPpYroro puANYECKoro nuiua u 3asBhslolee NEeKapCTBEHHbIM Npenapat Ha roCyAapCTBEHHYH perncrpaumio
(banee B HacTosllen cTaTtbe - 3asBUTENb), MPEACTaBnsieT B YMNOMIHOMOYEHHbIN beaepanbHbii  OpraH
WCNOSNTHUTENBHOM BRacTW, OCYLLECTBNSAIOLWMNA FOCYAapCTBEHHYIO perucTpauuio NekapcTBEHHbIX NpenapaTtoB Ans
MEeOMWLMHCKOro NPUMEHEHUS!, B SMNEKTPOHHOW hopMe M Ha BymMaXHOM HocuTene 3asiBNeHne O rocyaapCTBEHHOW
perncTpaumm nekapCTBEHHOro npenapaTa Ans MeauUMHCKOro NpUMEHEHUs, a Takke B nopsiake, yCTaHOBNEHHOM
YMONTHOMOYEHHbIM dhefepanbHbiM OPraHOM WCMOMHUTENBHOW BNAcTW, B 3MEKTPOHHON (POpPME U Ha BGyMaXHOM
HocuTene HeobXoOouMble OOKYMEHTbI, M3 KOTOPbIX (DOPMUPYETCS PErMcTpauMoOHHOE AOCbe Ha NeKapCTBEHHbIN
npenapar 41 MeAULMHCKOrO NPUMEHEHNS.

(yactb 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3aseneHun o FOCWJ,apCTBeHHOVI perncTtpaumm nekapCTtBeHHOro npenapara agna meanuumHCKOro
NpMMeHeHUA yKa3blBalTCA:

1) HaumeHoBaHVe, agpec 3asBUTENS M MPOU3BOOUTENS NEKAPCTBEHHOro npenapata Ans MeAWLMHCKOro
NpMMeHeHns, cBefeHuss o6 Mx perncTpauuMu B KayecTBe HamnoronnaTenbliuka B CTpaHe peructpauun (ans
POCCUMCKMX HOPUANYECKMX NUL - MAEHTUUKALMOHHBLIM HOMep Hanoronnartenswmnka (MHH), ona mHoCTpaHHbIX
IOPUONYECKMX UL - CTpaHa perucTpaumm, HaMMeHOBaHUE PErMcTpupyloLWero opraHa, permcTpauuoHHbIA HoMep,
KOA HanoronnartenbLlinka B CTpaHe perncrpaumm (MHKoOpnopauumn) Unm ero aHanor) 1 agpec Mecrta oCyLLeCTBIIEHUS
NpoM3BOACTBa JIEKAPCTBEHHOrO npenapata (B Cryvyae Hanuumsi HECKOSIbKUX YYaCTHUKOB Mpouecca ero
npom3BoACTBa HEOOXOOAMMO yKasaTb KaKOoro ydacTHMKA B COOTBETCTBMM C  OCYLLECTBIISIEMOW CTaguemn
npon3BoaCTBa);

(n. 1 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HanMmeHoBaHue JieKkapCTBeHHOro npenapara Aand MeguunHCKOro rnpuMeHeHuA (MemyHaponHoe
HenaTeHTOBaHHOE, Ui rpynnMpoBOYHOE, UM XMMNYECKOe N TOproeoe HaMMeHOBaHVIFI);



3) nepeyeHb AeicTBYIOWMX U BCMIOMOraTenbHbIX BELLECTB, BXOASLLMX B COCTAB NlEKapCTBEHHOTO npenapara
ANs MeaNLMHCKOTO NMPUMEHEHWS], C YKa3aHWeM KONMYECTBa KaXKaoro U3 HUX;

4) NeKkapcTBeHHasn cbopma, [0O31NpOBKa, crnocobbl BBEAEHMWS U NPUMEHEHNA, CPOK roOAHOCTN JNTeKapCTBEHHOIO
npenapara gna meamumnHCKoro npuMeHeHus;

5) apmakoTepaneBTudeckasi rpynna, kog aHaTOMO-TepaneBTUYECKO-XMMUYECKOM Knaccudumkaumm,
pekomMeHaoBaHHOM BceMupHOM opraHu3aumen 34paBOOXpPaHEHUs, 3asiBrisieMble MnokKasaHua And npuMeHeHus
nekapcTBEHHOro npenapaTta Anst MegMUUHCKOro NMpUMEHEHUS;

6) OTCyTCTBME HeobxoaAMMOocCTH npeaocTtaBlieHnA oT4vyeTa O pedylnbTaTax KIMHUYECKOro uccrenoBaHUA,
nccnegoBaHMst  OMO3KBUBANEHTHOCTU NIeKapCTBEHHOro npenapara, pa3peweHHoro and MeguuuHCKOro
NPUMEHEHNA B Poccuiickon CDe/J,epaLu/lM Oonee ABaguatv neT, C YKa3aHnemMm HOpPpMaTUMBHbIX MNPaBOBbIX aKTOB,
noareepXxgarwmx OaHHbIN CPOK NPpUMEHEHNHA;

7) HeobxoaMMocTb OohopMIeHUs paspelleHus Ha BBO3 B Poccuickyto Pegepaumio KOHKpeTHOM napTum
3apEerncTpupoBaHHbIX W (MNKU) He3aperncTpUpPOBaHHbIX FEKapCTBEHHbIX CPEACTB, MNpeaHasHayeHHbIX Ans
NpoBeaEeHNS SKCNEPTM3bl NNEKAPCTBEHHBLIX CPEACTB B LIENSAX rocy4apCTBEHHON perncrpaumu;

8) HeobXOOMMOCTb MPOBEAEHWUSI 3KCMepTWU3bl [OKYMEHTOB, MPEeACTaBMNEHHbIX [ONs  onpedereHus
BO3MOXHOCTU paccMmaTpuBaTb NEKapCTBEHHbIV NpenapaTt Ans MEAMLMHCKOrO MPUMEHEHUsI NPU OCYLLECTBMEHNN
rocyaapCTBEHHOMN perncTpaLmm B kKayecTse opgaHHOro fekapcTBEHHOro npenapara;

9) HeobxoaMMOCTb NPpUMEeHeHnA yCKOpeHHOI7I npouenypbl 3KCNepTuU3bl J1eKapCTBEHHbIX CpencTB B Uendax
rocy,qapCTBeHHon pernctpaunmn nekapCTtBeHHOro npenaparta,

10) KOMUW JOKYMEHTOB, NMOATBEPKAAOLLMX YNNaTy rocyaapCTBEHHON MOLUSIMHbI;

a) 3a npoBedeHne JIKCnepTu3bl [OOKYMEHTOB, nNpeacTaBlieHHbIX And onpegeneHna  BO3MOXHOCTU
paccmaTpuBaTb J'IeKapCTBeHHbII7I npenapar Aangd MeanLMHCKOro npuMmeHeHua npu ocyLliecTBiieHnmn
FOCWJ,apCTBeHHOVI pernctpaunmn B Ka4ecrtee Op(*)aHHOFO NeKkapCTBEHHOro npenapara,

©) 3a NpoBeAeHNEe IKCMEPTM3bl KAYECTBA JIEKAPCTBEHHOIO CPeACTBa U IKCMEPTU3bl OTHOLLEHWS OXUOaeMOWN
nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS NEKApPCTBEHHOro npenapara, paspelleHHOro Ans MeauuMHCKOro
npumeHeHnss B Poccunckon ®egepaumm 0Oonee pgBaguaty neT, MpPUM  OCYLLECTBIIEHUU TFOCYAapCTBEHHOWM
perncTpauum nekapCcTBEHHOro Npenapara;

B) 3a npoBeneHmne 3KCnepTu3bl KaveCTBa JIEKapCTBEHHOIO cpeacTea U 3KCNepTu3bl OTHOLLUEHUA oXxungaemon
NoJib3bl K BO3MOXHOMY PUCKY NPpUMEHEHUA NneKapCTBeHHOro npenapara and MmeguumHCKoro npuMeHeHuda npm ero
rOCYﬂapCTBeHHOVI pernctpaunu;

r) 3a npoBeaeHWe 3KCMepTU3bl Ka4YecTBa NeKapCTBEHHOIO CPeACTBa M 3KCMepTU3bl OTHOLLEHUA OXUAaeMo
Monb3bl K BO3MOXHOMY PMWCKY MPUMEHEHMs1 MeKapCTBEHHOro npenapaTta Ans MEAMLMHCKOrO MPUMEHEHUs, B
OTHOLLEHUM KOTOPOro MpoBeAeHbl MeXOyHapoOHble MHOrOLEHTPOBbIE KMWHWYECKME WCCMeaoBaHusl, 4acTb W3
KOTOpbIX npoBedeHa B Poccuiickon ®degepaumn, nNpuM  OCYLLIECTBINEHUM [OCYAAPCTBEHHON perncTpauum
nekapcTBEHHOro npenapara;

11) HanuuvMe cornacusi MPOU3BOAUTENSs  JIeKapCTBEHHOrO MpenapaTta, MpOM3BOACTBO  KOTOPOro
ocylecTBnseTcs 3a npegenamu Poccuiickont defepauun, Ha NPOBeAEHUE MHCMEKTUPOBAHWS NMPOU3BOAUTENS Ha
cooTBeTCTBME TpeboBaHMSIM NpaBui Hagexallen NpovM3BOACTBEHHON NPAKTUKY;

12) Hanu4une cornacus, NnpeaycMOTPEHHOro YyacTbio 18 HacTosLen cTaThy;

13) ykasaHve BuAa neKapCTBEHHOrO MpenapaTta, NPeACTaBIEHHOr0 Ha perucTpauunto (pedepeHTHbIN
NEeKapCTBEHHbIA NpenapaT, BOCMPOU3BEOEHHbIA JEKAPCTBEHHbIA npenapaT, OMOonorMyecknii NeKapCTBEHHbIN
npenapat, OwoaHanoroBbli (6uonogobHEIN) MNekapCTBEHHbI npenapaT (OvoaHanor), roMeonaTtu4eckun
NEeKapCTBEHHbIV Npenapar, IeKapCTBEHHbIN pacTUTENbHbIN Npenapar).

(4acTb 2 B pen. PepnepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PeructpaumoHHoe pgocbe Ha NeKapCTBEHHbI npenapat Aans  MeauUMHCKOTO  NPUMEHEeHUs
npepoctaBnsieTcsa B popme obLLero TeXHUYEeCKoro JOKyMeHTa.
(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)



4. Pasgen AokymMeHTauuMn agMUHUCTPATUBHOIO XapakTepa BKIovaeT B cebs:

1) 3agBneHve O rOCYyAapCTBEHHOW perucTpaummM fekapCcTBEHHOro npenapata Ans  MeauLMHCKOro
NPUMEHEHUS B SNEKTPOHHOW hopMe 1 Ha BymaKHOM HocuTene;

2) KOMUI0 OOKYMEHTa Ha PYCCKOM $3blke, 3aBEPEHHOrO B YCTAHOBMEHHOM MOPSIAKE M MOATBEpPXAatoLlero
NMPaBOMOYHOCTb 3asiBUTENS MofaBaTb 3asiBNIEHUME O rocyAapCTBEHHOW permcrpaumm riekapcTBEHHOro npenapaTa
ONs1 MeQULMHCKOro NPMMEHEHMS (AOBEPEHHOCTD);

3) KONUIO NULUEH3UN Ha NPOU3BOACTBO NEKAPCTBEHHbLIX CPEACTB UMM KOMWUIO 3aKMOYEeHUs O COOTBETCTBUMU
npon3BoaMTENS NEKApPCTBEHHbLIX CPeacTB TpeboBaHMsIM MpaBun Hagnexalwler NpPou3BOACTBEHHOW MNPaKTUKM,
BblAaHHble YNOMHOMOYEHHbIM doefeparnbHbiM OpraHoM UCMOMHUTENbHOW BiacTu, B cryvyae, ecriv NpovM3BoACTBO
neKkapCcTBEHHOro npenapara ocyliecTtengaetcs B Poccuiickon denepaumu;

4) Konuio BbIAAHHOW YMNONHOMOYEHHLIM OPraHoOM CTpaHbl MPOU3BOAUTENS NULEH3UU Ha NPOU3BOACTBO
nekapcTBEHHOro npenaparta M ee NepeBoj Ha PYCCKUIA SA3blK, 3aBEPEHHble B YCTAHOBMEHHOM Mopsiake, U KOMWIo
3aKn4yeHna O COOTBETCTBUU MNpounsBoguTena nekapCTBeHHbIX CcpencTs TpGGOBaHVIﬂM npasun Ha,u,nemau.l.elh
I'IpOI/I3BOﬂCTBeHHOIZ NPaKTUKK, BbliAAaHHOIO YNOoJIHOMO4Y€HHbIM q)e,qepaanblm opraHomMm UCMNONHUTENbHON BJ1aCTH, B
criyyae, ecnvM nNpPOM3BOACTBO JleKApCTBEHHOrO MpenapaTta ocyllecTBnsieTca 3a npegenamu  Poccuiickon
degepauunu;

5) NpOeKT WHCTPYKUMM MO MeOMULMHCKOMY MpUMEHEHUI0 FeKapCTBEHHOro npenapaTta, coaepkallen
crieyloLime cBeaeHns:

a) HanMeHoBaHne NneKkapCTBEHHOro rnpenaparta (Me)Kﬂ,yHaDOJJ,HOG HenaTeHToOBaHHOEe, U1 rpynnnpoBo4HoOeE,
nnmn xmMmmn4yeckoe n Toproeoe HaI/IMeHOBaHI/IFl);

6) nekapcTBeHHas hopma C yka3aHWEM HaMMEHOBaHWUIA U KONMYECTBEHHOMO COCTaBa AEVCTBYIOLLMX BELLECTB
M Ka4yeCTBEHHOrO0 COCTaBa BCMOMOTaTesNbHbIX BelecTB (Npu HeoBXoOoMMOCTM KONMYECTBEHHONo CcocTaBa
BCMOMOraTesbHbIX BELLECTB);

B) OnvcaHue BHELLHEro BUAa NekapCcTBEHHOro npenapaTa Ans MeauLMHCKOro NpUMeHEeHUs;
r) U3MKO-XMMMYECKMe CBONCTBA (ANs paanodapMaLeBTUYECKUX NTEKAPCTBEHHbIX NpenapaTos);

) hapmakoTepaneBTMyeckas rpynna, Koa fekapcTBEeHHOro npenapara Ans MeauuUMHCKOro npuMeHeHus no
aHaToOMO-TepaneBTUYECKO-XMMUYECKOM  Knaccudukaumm,  pekoMeHaoBaHHOW  BcemupHow — opraHusaumen
3[paBOOXpPaHEHUs, UK yKasaHue "romeonaTnyeckuin nekapcTBEHHbIN npenapart”;

e) dapmakogMHamuka W apMakoKMHETUKa (3a WCKIYEeHUEM (hapMakOKMHETUKM TFOMeOoNnaTUYeCcKux
rieKapCTBEHHbIX NMPenapaToB U pacTUTENbHbIX JIEKAPCTBEHHbIX NpernapaTos);

)K) NnoKa3aHuaA anda npuMeHeHn4;
3) npoTMBONOKa3aHnAa Anda npuMeHeHus;
I/I) Mepbl NPeaoCTOPOXXHOCTU NPU NPUMEHEHUN;

K) YKa3aHne BO3MOXHOCTU U ocobeHHocTeN NnpUMMEHEeHNA nekapCTBeHHOro npenaparta anda meguumHCKOro
NnpUMEeHEeHUA 6epeMeHHbIMI/I XEeHLWMHaMU, XKeHWwnHamMmm B nepuno royaHoro BCkapmMmiinBaHua, etbMun, B3pOCsibiMU,
nMerwmmMmn XpoHn4eckmne 3aboneBaHus;

J'I) pexum no3npoesaHuaA, cnocobbl BBeOEHUs W NnpUMEeHeHna, npu HeobxoaMMocTu BpemMa npuema
NeKapCTBEHHOro npenaparta anda MeguunHCKOro npuMeHeHua, npoaosmikKnTesribHOCTb Jie4eHuad, B TOM Ynucne y aeTen
00 1 nocne ogHoro roaa,

M) BO3MOXHble HeXenaTelibHble peakuun npn npuMeHeHnn nekapCcTtBeHHOoro npenaparta ana meguumHCcKoro
NPUMEHEHUA;

H) CUMNTOMbI NepPeao3NPOBKM, MEPbI MO OKA3aHWIO MOMOLLM NPU NEPeaO3UPOBKE;

0) B3auMOAEeNCTBME C OPYrMMU nNekapCTBeHHbIMU NpenapaTtamMmm u (VIJ'IVI) nuuieBsbiMU NMPOAYKTaAMU;



n) hopMbl BbiNycka NekapCTBEHHOro npenapaTa;

p) ykasaHue (npum Heob6XxoaAMMOoCTN) 0COBEHHOCTEN AENCTBUSA NIEKapCTBEHHOIO nNpenapaTa Ans MeanLmnHCKOro
NMPYMEHEHMS MpK NEPBOM NMPUEME UK NPU ero OTMEHE;

c) onncaHue (Mpu HeobxoaAMMOCTM) AeNCTBUIN Bpada (denbawepa) v (unun) nayneHTa npy Nponycke npuema
O[HOW UMW HECKONbBKMX 03 NeKapCTBEHHOro npenapaTa Anst MEAULMHCKOro NPUMEHEHUST;

T) BO3MOXHO€ BIMAHME JeKapCTBEHHOrro npenapara And MeaunuuMHCKOro npuMeHeHua Ha CNocoOHOCTb
ynpaendaTb TPAHCNOPTHbLIMKU CpeacTBaMu, MeXxaHn3mMmamu;

y) CPOK rogHOCTM U YyKa3aHue Ha 3anpet MNnpuMeHeHua I1neKapCTBeHHOro npenaparta and MeguuuHCKoOro
NPUMEHEHNA NO NCTEeYEHUN CPOKa roaHOCTHU;

&) ycrnoBus XxpaHeHus;

X) yKaszaHue Ha HeobXoOMMOCTb XpaHeHWsl NekapCTBEHHOro npenaparta Ans MeauLMHCKOro NpUMeHeHusl B
MecTax, HeOCTYMNHbIX ANs AeTeN;

L) YykasaHve (nNpM HeoOXOOAMMOCTW) creumanbHbIX Mep MpPedoCTOPOXHOCTU  MPU  YHUHTOXEHUM
HEMNCMNOmNb30BaHHbIX NEKapCTBEHHbIX NpenapaToB Ans MeAULMHCKOrO NPUMEHEHUS;

4) yCroBusi OTMYyCKa;
L) HaMeHOBaHUS 1 afgpeca NPoM3BOACTBEHHbIX NIOLWAA0K NPOU3BOAUTENS NEKapCTBEHHOTO Npenapara;

) HauMMeHoBaHWe, adpec opraHu3auuu, YMNONHOMOYEHHOM AepxaTenem WNU  BragenbLeM
PerncTpaLmMoHHOro yOOCTOBEPEHUS NEKAPCTBEHHOIO Mpenaparta Ans MeAUUMHCKOro MpUMeHEHWUst Ha MPUHATUE
npeTeH3ni oT noTpebutens;

6) MHCTPYKLMIO MO MEOULIMHCKOMY MPUMEHEHMIO UMW KPaTKYH0 XapakTepUCTUKY rekapCTBEHHOro npenapara,
yTBEPXKAEHHbIE B CTpaHe Npou3BoaAnTeNs;

7) NPOEKTbl MAaKeTOoB ﬂepBI/I‘-IHOI7I ynakoBKMN W“ BTOpVI‘-IHOIZ YNakoBKN J1eKapCTBEHHOro npenaparta Ansd
MeaNLIMHCKOIro NpuMeHeHU4A;

8) NpoeKkT HOpMaTUBHOM OOKYMEHTaUUN UM HOPMATUBHOIO AOKYMEHTA Ha NEKapCTBEHHbIM npenapaT Ans
MEeAMLMHCKOro NpuMeHeHns NMbo ykasaHne COOTBETCTBYHOLLEN hapMakonemnHom cTaThby;

9) [OKyMEeHT, coaepXalui WHGOopMauuilo O HanuuMnm WM o6  OTCYTCTBUM (DaKTOB  perucrpauum
nekapcTBEHHOro npenapara Ans MeauLMHCKOro NpumMeHeHns 3a npegenamu Poccuiickon ®enepauny;

10) KONMM OOKYMEHTOB, 3aBEPEHHbLIX B YCTAaHOBMEHHOM MOPSAKE W noaTBepxaarowmx gakT perncrpaumm
nekapcTBEHHOro npenapaTa B MHOCTPaHHbIX rocy4apCcTBax B kayecTBe opdhaHHOro nekapcTBEHHOro npenapara;

11) nrnaH ynpaelieHnA pUCKaMun AOnd ©ronormyecknx NNEKapCTBEHHbIX npenapartoB Ald MegunuunHCKOro
NPUMEHEHUA;

12) DOKyMeHT 0 cucteme hapmakoHag3opa Aepxartens unn Bnagenbua perMcTpaLMoHHOro yaoCTOBEPEHUS
nekapCTBEHHOro npenapara;

13) AOKYMEHT, NOATBEPXAAMLIMA KadyeCcTBO JIEKApPCTBEHHOro npenaparta TpeX MPOMbILMEHHbIX Cepui
(npoTokon aHanusa unu cepTUdUKaT aHanusa), ogHa cepusi KOTOpPOro AOSbkHa coBnadaTtb C cepuelt obpasua
nekapcTBEHHOro npenapata Ans MEeAWMUMHCKOro MNPUMEHEHWsl, NPEeACTaBMEHHOr0 Ha roCyaapCTBEHHYIO
pervcTpaumio.

(yacTb 4 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pasgen xumunyeckon, hapmaueBTUYecKkon n bBronornyeckon JOKyMeHTaumMm BKoYaeT B cebst AOKYMEHTHI,
copepxaiime nHhopmaumio o dapmaueBTnyeckon cybcTaHuum U nekapcTBeHHOM npenapaTe Ans MeguuUHCKOro
NPUMEHeHUs, npouecce ero NPOM3BOACTBA U METOAAX KOHTPOSS KayecTBa, B TOM Yucrne:

1) KOMUIO OOKYMEHTa, COAepKallero criegyrouyo nHopMaumio o dapmMaueBTUYeckon cybeTaHuum umm
hapmaLeBTUYECKUX CYGCTaHLMSIX, BXOASALLMX B COCTaB fleKapCTBEHHOro npenapara:



a) HanMeHoBaHWe hapmaLueBTMYECKON CyOCTaHLMK, ee CTPYKTypa, obLumne CBOMCTBA;
©) HaumeHoBaHVe 1 agpec NPOU3BOANTENS;

B) TEeXHONorma npoun3ssoactea C onnmcaHunem cragumn npon3soacTtBa U METOAOB KOHTPOJIA Ha BCEX CTaanAx
npon3soacTBa,

r) onucaHue pa3paboTku npoLecca Npou3BOACTBa;

[) onMcaHue KOHTPOIIS KPUTUYECKMX CTaaui MPON3BOACTBA U MPOMEXYTOYHOWN MPOAYKLNM;
€) OOKyMeHTanbHoe noaTeepXxaeHne (Banugauns) NpoLeccoB v (M) Nx OLEHKa;

) CBOMCTBA W CTPYKTYypa AENCTBYIOLLNX BELLECTB;

3) XxapaKTepucT1Ka npumecen;

1) cneundmkaumsa Ha chapmaLeBTUYeckyto cybcTaHumo U ee 060CHOBaHUE;

K) aHanuTU4eckme MeToAMKU, UCMONb3yeMblE NPU OCYLLECTBIEHUN KOHTPOMSA KayecTBa papMaLeBTUYECKOM
cybcTtaHuuu;

n) [OOKyMeHTanbHOe MOATBEpXAEeHWe (Banvpauus) aHanuTUYeckux MeToauK, WCMOoMb3yeMbiX Mnpu
OCYLLIECTBMNEHMM KOHTPOMSA KadecTBa hapmaLeBTUYECKON CybCcTaHUmK;

M) pe3ynbTaTbl aHanusa cepuin oapmaLleBTU4EeCKon CyGCTaHLMU;

H) nepeyvyeHb CTaHOAAPTHbIX o6pasuoa mnn BeLwlecTB, WUCMNOJNIb3yeMblX MNpu OCYLeCTBIEHNUN KOHTPOINA
Ka4yecTBa,

0) ONucaHve XapakTePUCTMK U CBONCTB YNAaKOBOYHbIX MaTepraroB 1 YKYNopOYHbIX CPEACTB;
n) AaHHble 0 CTabunNbHOCTM hapMaLEeBTUYECKON cybCcTaHLmu;
P) CPOK rOAHOCTMU;

2) OOKYMEHT, copepXallvil criegylolme CBeOeHUs O JieKapCTBEHHOM MpenapaTte Ans MeAULMHCKOro
NpUMEHEHUS:

a) onncaHmne n coCtaB JIekKapCTBEHHOro npenapata And MeguunHCKOro npuMeHeHus;

0) onucaHue apmaueBTUYeckon pa3paboTkm (obocHOBaHMe BbiOOpa coCTaBa, MEPBUYHOW YMaKOBKU W
WHOrO);

B) TeXHonoruna npom3soactea C onncaHnmem cragun npoun3BoacTBa M METOOOB KOHTPOJIA Ha BCEX CTaaunax
npon3BoAcCTBa,

r) onncaHne KOHTPONSA KPUTUYECKMX CTaaui MpoLecca Npov3BOACTBA M MPOMEXKYTOYHON NpoayKuuK;

[) HauMeHOoBaHVWe M adpec MecTa OCYLIECTBIEHWS MNPOM3BOACTBA JEKapCTBEHHOrO npenaparta Ans
MeOMLMHCKOro NMpUMEHEHUS (B CriyYae Hanuuusi HECKOMbKMX YYaCTHUKOB MpoLecca Npou3BOACTBa Heo6xoaumo
yKasaTb KaXKOoro U3 HuX);

e) hapmaueBTUYECKasi COBMECTMMOCTb;

) MUKpOGUONOrMyeckne xapakTepucTuku;

3) MaTepuanbHbIil 6anaHc 4ns Npou3BOACTBa CEPUM FOTOBOTO MPOAYKTa;

1) onMcaHne XxapaKTePUCTMK U CBOMCTB YMaKOBOYHbIX MAaTEPUANOB U YKYNOPOYHbIX CPEACTB;

K) LOOKyMeHTallbHOe noareepXaeHne (Baﬂl/I,D,aLl,I/Iﬂ) npoueccos npon3soacTtea un (VIJ']I/I) NX OLEHKA;

J'I) Tpe6OBaHVI9| K Ka4eCTBY BCrnomMoraTtesibHbIX BelwecTB (CepTVICbVIKaT, CI'IeLI,VI(bI/IKaLI,VIFI Ha BCNomMorartesibHble



BELLECTBA U X 00OOCHOBaHUE);

M) aHanuTMYeckue MeTOAMKWU, UCMOMb3yeMble MPU OCYLLECTBIIEHUM KOHTPOMA KavyecTBa BCromoraternbHbIX
BELLIeCTB;

H) OOKyMeHTalnbHOe noATBepXaeHne (BaJ'IMﬂ,aLI,VIFI) dHaNUTNU4eCKnX MeToauK, UCNOoJib3yeMbiX MNpu
OCyLLEeCTBITIEHUN KOHTPOJ1A Ka4eCTBa BCNoMoraTesibHbIX BELWECTB;

O) I/IH(*)OpMaLI,VIH 06 wucnonb3oBaHMM  BCNOMOraTesbHbIX BeLlecTB 4erioBe4yeckoro wun >XMBOTHOIO
NPOUCXOXAOEHUA,

I'I) I/IHCbOpMaLI,VIﬂ 00 1MCnonb30BaHMM HOBbLIX BCIOMOraTebHbIX BELLECTB;

p) TpeboBaHWs K KayecTBY NeKapCTBEHHOro npenaparta Ans MeAMLUHCKOro npuMeHeHus (ceptudumkart,
cneundmKkaumsa Ha nekapcTBeHHbI npenapar u nx obocHoBaHue);

C) aHannTn4yeckne MeToOuKU, UCMNOoJIb3yeMble Mpu OCYLUECTBIIEHUN KOHTPOJA KayeCTBa JieKapCTBEHHOro
npenaparta gna meamumnHCKoro npuMeHeHus;

T) [OKyMeHTanbHOoe MOATBepXAeHWe (Banuiauusi) aHanuTUYECcKMX METOAMK, WCMOoMb3yeMblX Mpu
OCYLLECTBIIEHUN KOHTPOSS1 KAYEeCTBa fliekapCTBEHHOMO NpenapaTta Ans MeguUmMHCKOro NpUMeEHeHNs;

y) pe3ynbTaTbl aHanM30B CEPUI NekapCTBEHHOrO Npenaparta Anst MEAULMHCKOrO NPUMEHEHNS;
&) xapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOApPTHbIX O6pa3LI,OB, McnosibdyemMbiX TMNpu OCYLUEeCTBJIEHMN KOHTPOIIA KadecCTBa
NeKkapCTBeHHOro npenaparta gna meamumnHCKoro npuMeHeHu4;

L) AaHHble 0 CTabMMbHOCTM NeKapCTBEHHOO Npenapara Ans MeAULMHCKOro NpUMEeHeHNs.
(vacTb 5 B peq. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

6. Paszgen cbapmaKonoqueCKoﬂ, TOKCUKOSNOIrMYeCcKon OOKYyMEeHTauunm BKIo4YaeT B ceba oTyeTbl O
pe3ynbTatax OOKIMNMHUYECKUX nccrnegoBaHuin JleKapCTBEHHOro cpeactea And MeguunHCKOro npuMeHeHud, B TOM
vyucne:

1) oTueT 0 hapmakoaNHaMNYECKUX NCCIeLOBaHUSIX;
2) OT4ET 0 (hapMaKOKMHETUYECKNX NCCNEOOBAHUSIX;

3) OTYET O TOKCMKOMOIMYECKUX NUCCEefOBaHMSX.
(yacTb 6 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Paszgen knuHu4eckomn OOKYyMeHTauum BKIO4YaeT B ceba oTyeTbl O pe3ynbTatax KIMHUYECKUX
nccnegoBaHun lekapCTBeHHOro npenapara anda MeamumnHCKoro npuMmeHeHunsd, B ToMm Ynucne:

1) oTyeThbl 06 uccnegoBaHNsaX GUOAOCTYMHOCTM N BMOIKBMBANEHTHOCTU, UCCNEAOBAHNSAX, YCTaHABNBAOLLNX
KOppensaumio pesynbTaTtoB, NONyYEeHHbIX B YCNOBUSX in vitro u in vivo;

2) oTyeTbl 0 hapMaKOKMHETUYECKNX NCCNeaoBaHMsX;
3) oTyeThl 0 hapmMakoAMHAMUYECKUX UCCeaoBaHUsX;
4) oTYeTbI O KNUHUYECKUX MCCneaoBaHusax adheKkTUBHOCTM U 6e3onacHoCTH;

5) OT4ET 0 MOCTPErMCTPALIMOHHOM OMbITE MPUMEHEHWS (MPY HANU4mn).
(yacTb 7 BBegeHa degepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

8. TpeboBaHus k obbemy nHOpPMaLMK, NPEOOCTaBMASIEMOMW B COCTaBe PErucTpauvoHHOro nocbe, Ans
OTOEeNbHbIX BWMAOB NEKApCTBEHHbIX NpenapaTtoB  ANd  MEeAWUMHCKOrO  NPUMEHEHWs  yCTaHaBnMBalTCS
YMOSTHOMOYEHHbIM peaepanbHbIM OpraHoM UCMONHUTENBHON BRacTu.

(4acTb 8 BBegeHa degepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)



9. B OTHOLLEHMM NEKAPCTBEHHbIX NPENapaToB, paspeLleHHbIX AN MEOULNHCKOro NpuMeHeHusa B Poccuinckom
depepaumm 6onee gBaguaT neT (3a MCKMOYEHNEM OMONMOrMYECKNX NEeKapCTBEHHLIX MpenapaToB), 4OMYyCKaeTcs
BKMNIOYEHNEe B COCTaB pasgenia hapmMakonormyeckon, TOKCUKONOrMYECKOM JOKYMEHTaUMM U pasgena KiMHUYecKom
OOKYMeHTaumMm BMeCTO oTyeTa paspaboTtymka O pesynbTaTax COOCTBEHHbIX [AOKIMHWYECKUX WCCNeaoBaHWM
NeKapCTBEeHHbIX CcpeactB UM KIMHUYECKUX MCCHe,ELOBaHMVI NeKkapCTBeHHbIX npenapatoB Anhd MeguUuUHCKOro
npMMeHeHns 0b3opa Hay4HbIXx paboT O pesynbTaTax AOKIUHUYECKUX UCCNEAOBaHUIN NeKapCTBEHHbIX CPEeACTB U
KIMUHNYEeCKnXx I/ICCJ'IeﬂOBaHI/IIZ OaHHbIX JNeKapCTBEHHbIX npenapatoB, B TOM 4ucne BKMW4Yad onbiT UX
NOCTPErNCTPaLMOHHOIO NPUMEHEHMS.

(vacTb 9 BBeaeHa ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10. Tlpun rocygapCTBEHHOMW perncTpaumm BOCMNPOU3BEOEHHbLIX JfIEKApCTBEHHbLIX MpenapatoB  Ans
MEeOULMHCKOro NPUMEHEHUS AONYyCKAeTCs BKITOYEHNE B COCTaB pasgena hapmMakosiormyeckomn, TOKCMKONOrM4eckom
OOKyMeHTauum un pasgena KIMHUYEeCKOM [AOKYMEeHTauuMm BMECTO oT4yeTa paspabotumka O pesynbraTtax
COOCTBEHHbIX AOKMMHUYECKUX WUCCNEAOBaHUA NEeKapCTBEHHbLIX CPeacTB 0030pa Hay4yHbIX paboT o pesynbTaTtax
OOKIMUHNYECKUX UCCMNEedOoBaHMN pedepeHTHOro JekapCTBEeHHOro fpenapata WM NpeacTaBrieHne BMECTO
KNMMHUYECKUX UCCrefoBaHUM B NOIHOM 06beMe, YCTaHOBEHHOM pa3fenioM KMMHUYECKOM 4OKyMEeHTaLmMmn, oT4eTa o
pesynbTatax WCCNefoBaHUM OWMOSKBMBANEHTHOCTM BOCMPOU3BEAEHHOIO FEKapCTBEHHOrO npenaparta Aans
MeOUUMHCKOrOo npuMeHeHusi. He TpeOyeTcsa npefcTaBneHne oTyeTa O pesynbTatax UccrnegoBaHuin
OMO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOIO JIEKApCTBEHHOrO Mnpenaparta Ansg MeOUUUHCKOrO NMPUMEHEHUS, ecriun
PEerMcTpupyoTCst BOCMPON3BEAEHHbIE NEKAPCTBEHHbIE NpenapaTbl 419 MEAULMHCKOTO MPUMEHEHMS, KOTOpPbIE:

1) npegHasHayeHbl OnNA NapeHTepanbHOro  (MOAKOXHOro,  BHYTPUMBILLIEYHOrO,  BHYTPUBEHHOIO,
BHYTPUINasHoro, BHyTPUMNONOCTHOIO, BHYTPUCYCTaBHOTO, BHYTPUKOPOHAPHOIO) BBEAEHUSI U NPeacTaBnsitoT coboi
BOOHbIE PacTBOPbI;

2) npegcTaBnsaoT cobon pacTBOpLI AN NepoparnbHOro NPUMEHEHUS;
3) NnponsBeaeHbl B hOpMe MOPOLLKOB UKW NMOUNN3aToB A5 NPUrOTOBIEHUS pacTBOPOB;
4) aBnsATCS rasamu;

5) SBNAOTCA YLWHBIMW UMW TNasHbIMK NIEKapCTBEHHLIMY NpenapataMu, NpouseeaeHHbIMM B hopMe BOOHbIX
pacTBOPOB;

6) npeaHasHa4veHbl And MeCcTtHOro npuMeHeHna n npuroToBeHbl B q)opme BOOHbIX paCTBOpPOB;

7) npencTtaBnstoT cobom BoAHbIE pacTBOPbl Af1 MCMONb30BaHUSA B (popMe MHranauuMm C MOMOLLbIO
Hebynarsepa unun B kKa4eCcTBe HasasbHbIX CPeEB, MPUMEHSIEMbIX C MOMOLLbIO CXOAHbLIX YCTPOWCTB.
(vactb 10 BBegeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. Ona cny4aes, yka3aHHbIX B nyHkTax 1 - 3, 5 - 7 yactn 10 HacTosllen cTaTbu, BOCNPOU3BELEHHbIN
NEKaApCTBEHHLIN MNpenapaT Ans MeAUUMHCKOTO NMPUMEHEHUS OOMKEH codepXaTb Takme Xe BCromMoraTernbHble
BELLECTBA B TaKMX e KOnuMyecTBax, Kak W pedepeHTHbI FeKapCTBEHHbI npenapaT. Ecnu coctasbl
BCMOMOraTenbHbIX BELLECTB pasnuyaloTcsl, 3aaBUTENb [JOOMMKEH MpeacTaBuMTb [oKasaTenbcTBa TOro, 4TO
ncnomnb3yemble B AaHHbIX KOHLEHTpauusix BCMOMOraTesibHble BELleCTBa He BNUAKT Ha Ge3onacHocTb M (Unu)
3(pPEKTUBHOCTL NEKAPCTBEHHOIO Npenaparta Ansg MeauuMHCKOro npumeHeHus. B cnyyae, ecnu 3agButenb He
MOXeT NPeACcTaBuTb TakMe JoKasaTenbCTBa M (UNK) He UMEET JOCTyNa K COOTBETCTBYIOLUM AaHHbIM, OH JOJDKEH
NPOBECTM COOTBETCTBYHOLLUME NUCCIEA0BaHUA NS AOKa3aTeNbCTBa OTCYTCTBUS BIIMSIHUA pa3HbIX BCMOMOraTesibHbIX
BELLECTB WM BCMOMOraTesnbHbIX YCTPOWCTB Ha 6GedonacHocTb M (Mnun) 3pEEeKTMBHOCTL NEKAPCTBEHHOTO
npenapaTta Ang MeAUMUMHCKOrO MNPUMEHEHUsT B MNOpPSAKe, YCTaHOBIIEHHOM YMOSIHOMOYEHHbIM heaepanbHbIM
OpraHoM MCMOSTHUTENbHOW BRacTy.

(4acTb 11 BBegeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

12. Tlpn rocyoapCTBEHHOW perucTpaumMmM KOMOMHAUMA paHee 3apermcTpUpOBaHHbIX JEKapCTBEHHbIX
npenapaTtoB AN9 MEeOULMHCKOrO NMPUMEHEHWs JOMYyCKaeTCsl BKIIOYEHWE B COCTaB pasgena dapMakoriormyeckomn,
TOKCUMKOJTOTMYECKON [OOKYMEHTauMM WM pasgena KIMHUYEeCKOW [OOKyMeHTauuM BMeCTO oTyeTa pas3paboTryvka o
pesynbTatax COBCTBEHHbIX AOKITUHUYECKUX UCCMEedOBaHUNM JfieKapCTBEHHbIX cpeacTB ob63opa HaydHbIX paboT o
pesynbTaTtax AOKMMHMYECKUX WUCCRefoBaHUn pedepeHTHbIX NEKapCTBEHHbIX MpenapaTtoB, BXOAAWMX B COCTaB
KOMOUHaLMM NekapCTBEHHbIX NMpenapaToB, U 06 OTCYTCTBUMN X B3aMMOLENCTBUSI B OOHOW NEKapCTBEHHOW hopMe.
(4acTb 12 BBegeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

13. Ha SKCNepTn3y pPassinyHbIX NEeKapCTBEHHbIX (*)OpM OOHOIo N TOro Xe JNekapCTBEeHHOro npenaparta and



MEOULMHCKOTO MPUMEHEHUSA 3asiBUTENb NPEACTaBNSAET OTAENbHble 3asiBNEHMS W PErMcTpauMoHHble O0Cbe Ha
KaXgyto nekapcTBeHHyto ¢opmy. [pn ycnoBun OQHOBPEMEHHOW MOAayyM Ha IKCMEpPTU3y OAHOW JleKapCTBEHHOM
hopMbl C pasnMyHbIMKM OO3MPOBKOW, KOHLUEHTpauuen, obbemMom 3asBuTeNnb NpeacTaBnsieT OA4HO 3asABrieHWe U
perucTpaumoHHoe AOCbe C MPUIOXEHWEM MaKeTOB YMAaKOBOK Ha KaXAyl OO3MPOBKY, KaKAYK KOHLEHTpauuto,
Kaxkabli 00beM 1 Kaxgoe KOnMmM4ecTBO 03 B YNaKOBKE.

(vacTb 13 BBeaeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

14. MNpwn rocyaapcTBEHHOW perncTpauum opdaHHOro NiekapCTBEHHOrO Npenaparta 3asiBUTeENb NpeacTaBnseT
nHdopmaumio, Heobxogumyo ansa  OpMMpPOBaHMS pasfdena  KMMHWYECKOW LOKYMeHTauuu, B obbeme,
YCTaHOBIIEHHOM YMNOMHOMOYEHHbLIM beaepanbHbIM OpraHoM UCMONHUTENBHON BNacTy.

(vacTb 14 BBegeHa PeagepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

15. npl/l perncrtpauunmn Guonornuyeckoro NekapCTBEHHOro npenapara, noyily4eHHoOro U3 Kposu, ninas3mbl KpoBu
YyerioBeKka, B COCTaBe perncrtpauMoHHOro ocbe Ha J'IeKapCTBeHHbIIZ npenapart and MeamumnHCKoOro npmMeHeHus
OOIMKHbI ObITb npeancraBneHbl JONONMHUTENBbHO!

1) B pasgene [OKyMEHTaUMW aaMWHUCTPATMBHOIO XapakTepa AOKYMEHT, coaepXawwmi MHOopMauumi o
cybbekTax obpalleHnss JOHOPCKOM KPOBM M (MNIN) €e KOMIMOHEHTOB, O TOM, r4e Obina ocyllecTBreHa AoHauus
(kpoBUM U (M) NNasMbl KPOBW), a Tawke pfaHHble 06 WHMEKUMOHHbIX 3aboneBaHusX, nepeaaroLmxcs
napeHTepanbHbIM nyTemM, MHpopmaumsa o cybbekTax obpalleHns JOHOPCKOW KPOBM U (UMW) €€ KOMMOHEHTOB, B
OTHOLLEHMM KOTOPbIX OCYLLEECTBMASETCA KOHTPOSb AOHOPCKON KPOBU U (MnK) €€ KOMMOHEHTOB;

2) B pasgerne XumMn4eckon, hapmaLeBTUHECKON N OMONOrnYeckon JOKYMEHTaUNN:

a) KpuTepum M CNocobbl oTbopa, TPaHCNOPTMPOBAHWSA W XPaHEeHWs AOHOPCKOM KpoBu u (Mnn) ee
KOMMOHEHTOB;

6) pesynbTaTbl UCCreAoBaHM 0TOGPaHHbLIX JOHOPCKOM KPOoBM U (MNK) NnasMbl KPOBU M MYNOB Ha Hanvuve
BO3OyauTenen MHMEKUMI, BKMoYas MHopMaumio 06 MCMONb3oBaHHbIX MeToaMKax MCCNedoBaHuii U B criydyae
nccrnenoBaHWs  MyfoB  Mnas3Mbl  KPOBWM  pesynbTaTbl  [OOKYMEHTaNbHOrO  MOATBEpXOEHUs  (Banuaauum)
NCMNOMb30BaHHbIX METOAVK,;

B) TEXHUYECKME XapaKTEPUCTUKM YNaKoBKM Ans oTbéopa JOHOPCKOW KPOBU M (UNK) nnasmbl KPOBW, BKMOYas
nHdopmaumo 06 NCNOMb30BaHHLIX PaCTBOPax aHTUKOArynsHToB.
(4acTb 15 BBegeHa PeaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

16. KnuHnyeckme nccnenoBaHns eKapCTBEHHOO npenapara Anst MeguUMHCKOro NPUMEHEHUST B LIENSX ero
rocyaapCTBEHHON perncTpaunm nposoaaTcs B Poccuiickon ®egepaumm B nopsigke, yCTaHOBIEHHOM cTaTtbamm 38 -
44 nHactosiwero ®enepanbHoro 3akoHa. OTY4eT O NPOBEAEHHLIX UCCNEOOBaHMAX BKIIOYAETCA B COCTaB pasgena
KIMUHWUYECKON OOKYyMeHTauunm perncTtpaumoHHoro aocbe Ha J'IeKapCTBeHHbIVI npenapar Aanda mMeaunuuHCKoro
NPpUMEeHeHUA. ,D,J'Iﬂ NlIeKapCTBEHHbIX npenapatoB Ond MeaUUMHCKOro npuMmeHeHud, B OTHOLUEeHUM KOTOpPbIX B
pesynbTarte 93KCnepTusbl AOKYMEHTOB, NpPeaCTaBMeHHbIX [Ans onpefeneHus BO3MOXHOCTU paccmaTpumBaThb
NneKapCTBEHHbIV npenapart Ans MeAUUMHCKOro NpUMeHeHns B KadecTBe OpdaHHOro riekapcTBEHHOro npenapara,
Takas BO3MOXHOCTb NpuU3HaHa M B OTHOLLUEHUN KOTOPbIX NPOBeAEHbl KNUHUYECKUe UCCneaoBaHus, BbIMOMHEHHbIE
3a npegenamu Poccwuiickon ®enepaummn B COOTBETCTBUM C NMpaBuiiaMmun Hagnexaiwen nabopaTtopHON NpakTUKK K
npaBunaMmy Hagnexalleh KIMHUYECKOW MNpPaKTUKWU, OOMYyCKaeTCs BKMOYEHME B COCTaB pasfdena KIMHUYecKowm
OOKYMeHTauMM BMECTO OT4eTa O pesynbTaTax KIMHUYECKUX WCCNedoBaHWiA NEeKapCTBEHHOro npenaparta Aans
MEeOULUMHCKOTO MNPUMEHEHWsi, NMpoBeAeHHbIXx B Poccuiickon ®Pepepaumu, otyeta O pesynbTaTax KIMHUYECKUX
nccnenoBaHWK, BbINOJTHEHHBIX 3a Npegenamu Poccunckon ®epepaunn.

(yacTb 16 BBegeHa ®eaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

17. 3agBuTenb BApaBe nNpeacTaBUTb MO COOCTBEHHOW WHUUMATMBE BMECTe C 3asiBfeHWeM O
rocyapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapata And MeOULWHCKOTO MPUMEHEHUSI [OKYMEHTbI,
NOATBEPXAAOLWME ynnaTy rocygapCTBEHHOM MOLUUHBI U yKa3aHHble B NyHkTe 10 yactu 2 HacTosiwen ctatbu. B
crny4yae Ux HenpeacTaBneHnsi COOTBETCTBYHOLLMIA YNONTHOMOYEHHbBIN hefepanbHbli OpraH UCNOMHUTENBHON BacTu
npoBepsieT hakT ynnaTbl FOCY4apCTBEHHON NOLNMHBLI 3asiBUTENEM NOCPEACTBOM MCMNOMb30BaHUS MHopMaLummn o6
ynnate rocyaapCTBEHHOW MOLWNUHbLI, coaepxawenca B [ocygapCTBeHHOW WHMOPMAUUOHHOW CUCTEME O
rocygapCTBEHHbIX M MyHULMNAMbHbBIX MraTexax, Ha OCHOBaHUN NPeACTaBMEHHbIX 3asBUTENEM KOMUIN JOKYMEHTOB,
NOATBEPXKAAOLMX YNNaTy rocy4apCTBEHHOW NMOLUSUHBI.

(vacTtb 17 BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)



18. He ponyckaeTtcsi Mcnonb3oBaHne B KOMMEPYECKMX LIenax MHopmauum o pesynbTatax SOKIMHUYECKUX
NCCrefoBaHUM FEKapCTBEHHbIX CPEACTB M KIMHUYECKMX WCCNedoBaHWA NEeKapCTBEHHbIX MpenapaToB AN
MEeOULMHCKOrO MpUMEHeHUs, NpeaCTaBeHHON 3asBMTenemM Ansa rocygapCTBEHHOW permctpaunm nekapCTBeHHOro
npenapata, 6e3 ero cornacus B TeYeHMe LEeCTU fneT C AaTbl roCydapCTBEHHOW peructpauun pedepeHTHOro
nekapcTBeHHoro npenaparta B Poccuiickon deaepaumn.

(4acTb 18 BBegeHa PeaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

19. [epxatenb wWnuM Bnagenel, perncTpauuoHHOrO YAOCTOBEPEHUS NEKAapCTBEHHOrO Mpenapata Ha
BMOTEXHONOMMYECKMIA U OpdIaHHbIN NEKAaPCTBEHHLIN NpenapaT 0b6si3aH NpefocTaBnATb Ha BO3ME3AHON OCHOBE
obpasubl pedepeHTHOro NekapCTBEHHOIO NpenapaTta 3asBUTENAM AN NPOBEeAEHUS KITMHUYECKUX NCCNEOOBaHNN.
CtommocTb obpasua pedepeHTHOro JfIeKapCTBEHHOro npenapara, BKIHOYEHHOrO B MEPEeYeHb  >KU3HEHHO
HEeODOXOAMMbIX W BaXXHEWWWUX JleKapCTBEHHbIX MpenapaToB, He [AOfKHa MpeBbilaTb 3aperncTpMpoBaHHYIO
npedenbHy0 OTNYCKHYK UeHY Ha pedepeHTHbIN NEeKapCTBEHHbIM npenapaTt WM LEeHYy Ha IeKapCTBEHHbIN
npenapart B CTpaHe Npou3BOAUTENS.

(yacTb 19 BBeaeHa PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

20. 3asBneHne O rocyaapCTBEHHOW perucTpaumMvM BOCMPOU3BEOEHHOro JIEeKapCTBEHHOro npenapara Ans
MEOULMHCKOTO NMPUMEHEHUS] MOXET ObiTb MOAaHO B YMOMHOMOYEHHbIW dhefdepanbHbii OpraH UCMOMHUTENBHOW
BMacTy, OCYLLECTBNALNA rOCYJapCTBEHHYIO PETMCTPaLMIO NEKapCTBEHHbIX MpenapaToB, N0 UCTEYEHUN YeTbIpex
neT C pgatbl rocygapCTBEHHOW peructpauum pedpepeHTHOro JfiekapCTBEHHOro npenapata B Poccuickon
depepauuun.

(4acTb 20 BBegeHa PeaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

21. 3asBneHvMe O rocydapCTBEHHOW perucTpauum OGuoaHanoroBoro (6MonogobHOro) nekapCTBEHHOMO
npenapata (6uoaHanora) MoxeT OblTb MOAAHO B YMNONHOMOYEHHbI hedepanbHbIi OpraH WCMONHWUTENbHON
BMAcTW, OCYLLECTBASIOWMIA rocyAapCTBEHHYIO PEFMCTPaLMIO NIEKAPCTBEHHBIX NpenapaTos, N0 UCTeYeHUn Tpex neT
C [AaTbl FOCYAapCTBEHHON perncTpaumm pedepeHTHOro nekapcTBeHHOro npenapara B Poccuiickoin ®egepauun.
(vacTb 21 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22. [epxaTenb wnu Brageney perucTpauMoHHOro YAOCTOBEPEHMSI JIEKAapCTBEHHOro npenapaTa
npeacTaensieT B YNOMHOMOYEHHbIN beaepanbHbidi OpraH UCMOMHUTENBHOW BAcTU, OCYLLECTBASIOWMIA hyHKUUN
Mo KOHTPOSO M Hag3opy B cdhepe 34paBOOXpPaHEHUS], OTHET MO pe3ynbTaTaMm hapMakoHag3opa oavH pas B LIECTb
MecsiLieB B TeYeHue OBYX NeT Nocre rocyapCTBEHHOW perucTpaumm nekapcTBeHHOro npenaparta B Poccuickon
denepaumm, eXXeroqHo B TeYEHME NOCNEAYIOLNX TPEX NET U B AanbHENLLIEM OAMH pas B NATb NET.

(4acTb 22 BBegeHa PeaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

Crtatbs 19. MpuHATHE pelleHUA O Bbiaaye JKCNepTHOMY y4pexaeHuio 3agaHuA Ha npoBeAeHUe IKCNepTU3bl JieKapCcTBeHHOro
cpeancTBa

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B TeueHne pgecatun pa6oqv|x OHen co AHs NPUHATUA 3adABIIEHUA O rocyp,apCTBeHHoﬁ pernctpaumm
NeKapCTBEHHOro npenaparta COOTBeTCTByIOLLI,I/Iﬁ yI'IOJ'IHOMOLIeHHbII7I cbe,qepaanbM opraH NCMNONHUTENbLHON BnacTtn
npoBOAUT NPOBEPKY MNOJIHOTbI, OOCTOBEPHOCTU U NpPaBUJIbHOCTU O(bOpMJ'IeHVIFl npeancrtaBfieHHbIX OOKYMEHTOB
pernctpaunoHHOro pJocbe Ha ﬂeKapCTBeHHbIVI npenapat M npuHAMaeT pelweHne O Bbloayde 3ajaHuda Ha
npoBeaeHne:

1) 3KCMepTU3bl [OOKYMEHTOB, MpPEeACTaBMeHHbIX Ans  onpefdeneHuss BO3MOXHOCTM — paccMaTpuBaThb
neKkapCTBeHHbIN Npenapar Ans MeAULMHCKOro NPUMEHEHUS NMPU OCYLLIECTBIIEHNM FOCYAAPCTBEHHON pervcTpaumm B
kayecTBe opchaHHOro NekapcTBEHHOro Npenapara;

2) aKcnepTu3bl NEKApCTBEHHOIO CPEACTBA B YacTW IKCMepTU3bl KayecTBa JleKapCTBEHHOro cpecTBa U
9KCMEepTU3bl OTHOLLEHMSI OXXMAAeMOMN NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWS NEKAapCTBEHHOro npenapata ans
MELMLMHCKOrO NPUMEHEHUS;

3) aKcnepTusbl NEKapCTBEHHOrO cCpeacTBa B 4acTW 9KCMepTU3bl KayecTBa NeKapCTBEHHOro cpeacTBa M
3KCMNEePTM3bl OTHOLUEHUST OXNAAEMOM NOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapara ans
MEeOULMHCKOTO MNPUMEHEHWsT B MNOPSAKE YCKOPEHHOW npouedypbl 3KCNepTusbl NEeKapCTBEHHbIX CpeacTs B
COOTBETCTBUN CO CTaTbel 26 HacTosiwero PegeparnbHOro 3akoHa;

4) aKkcnepTM3bl NTeKapCTBEHHOrO CPEeACcTBa B OTHOLUEHUM JIEKAPCTBEHHOrO MperapaTta AJfisi BETePUMHapHOro
NpYMEeHeHMsI.



2. YNONHOMOYEHHbIN hbeaepanbHbIi OpraH UCMOSTHUTENbHOW BIacTM YBEAOMISAET B 3fIEKTPOHHOM dhopme
nnmn Ha BymMaxHOM HocuTene 3asBUTENs N SKCNEepPTHOE yYpexaeHne O MPUHSATOM peLleHun O Bbigaye 3agaHui Ha
npoBeAeHne 3KCMepTn3, NPeayCMOTPEHHbIX YacTbio 1 HACTosLWen cTaThy, 1 B Criydae HeOOXOAMMOCTM O Bblgaye
paspelweHns Ha BBO3 B Poccunckyto degepaumio KOHKPETHOW MapTuv, Cepumn 3apermcTpupoBaHHbIX U (Mnu)
He3aperncTpupoBaHHbIX NeKapCTBEHHbIX CpencTs unu 06 oTkase B npoeeaeHnn npenyCcMoTpeHHbIX 3KCNepTmns C
yKa3aHuneMm npu4nH Takoro oTkasa.

3. B cnyyae BbisiBNeHMA OTCYTCTBMA WAM HEOOCTOBEPHOCTW WMHopmauuu, cogepxalwiencs B
npeacTaBreHHbIX 3asBuTenemM OOKYMEeHTax, YMONHOMOYeHHbIV dedeparbHbli OpraH WUCMOMHWTENbHON BRacTu
HanpaBnseT 3asBuTento 3anpoc 06 YTOYHeHWM 3ToM wHdopmauum (ganee - 3anpoc  YNOHOMOYEHHOro
defepanbHOrOo opraHa MCMOMHUTENbHOW BRAcTW), KOTOPbIA MOXeT ObiTb nepedaH  YNnoONHOMOYEHHOMY
npeacTaBuTenio 3asBuTens fWYHO MOoA PacnucKy, HampasnieH No noyTe 3akasHbiM MUCbMOM WNW nepefaH B
3NEKTPOHHON opMe MO TEeNeKOMMYHMKaUMOHHBIM KaHanam cBasn. B cnyyae HanpaBneHus 3anpoca
YMOSTHOMOYEHHOro dheaepansHOro opraHa UCMOMHUTENBbHOW BRacTu No noyTe 3akasHbiM NMUCbMOM OH CYMTaeTcs
nony4YeHHbIM No UCTeYeHun LecTun p.HeI7I C AaTbl HanpaeleHna 3aka3Horo n1ucbma.

4. 3asiBuTenb o006s3aH NpeAcTaBUTb OTBET Ha  3anpoc  YNoIHOMO4YEHHOro dedeparnbHOro opraHa
UCMONMHUTENBHOW BNacTM B CPOK, He MpeBbllaloWwnii AeBsiHOoCTa pabounx AHel co AHS ero nonyyeHusi. Cpok,
yKasaHHbIA B 4YacTu 1 HacTosilwel cTaTbW, MPUOCTaHaBMMBAETCH CO AHSl HamnpaBrfieHUs 3asiBUTENo 3anpoca
YNONTHOMOYEHHOTO (hefeparnbHOr0 opraHa MCMOSIHUTENbHOM BNacTu A0 AHS MOSyYeHWst UM COOTBETCTBYHOLLErO
oTBeTA.

5. OcHoBaHMeM AOns oTkasa B opraHusaumm a3kcnepTuns, npeayCMOTPEHHbIX YaCTbio 1 HacToslLLEeN CTaTby,
ABNAETCA npeacraBrieHne HeobXxoaMMbIX Ans npoeseaeHuna npenyCMoTpeHHbIX 3KCNepTnU3 AOKYMEHTOB B HEMNOJTHOM
obbeme unu HenpeacrtaelieHne 3asdaBUTENIEM B yCTaHOBJ'IeHHbIIZ CPpOK OTB€Ta Ha 3anpoc YynosIHOMOYEeHHOro
cbep,epaanoro opraHa WCMONHNTENBHON BRacTu, a Takke npeacrtaerieHne [LOOKYMEHTOB, He coepxXalnx
ncyepnbiBawLwero nepeyHs HeobXoaMMbIX CBEAEHWIA.

Ctatbs 20. 3kcnepTu3a AOKYMEHTOB, NpeACTaBreHHbIX ANsl onpeAeneHusi BO3MOXHOCTU paccMaTpuBaTbh JleKapCTBEHHbIN
npenapat AN MeAMLUMHCKOrO NPUMEHeHWs Mpu OCYLIeCTBMEeHUUW roCyAapCTBEHHOW perucrpauMm B KayecTBe oOpdpaHHOro
nekapcTBEHHOro npenaparta

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. BOkcneptvsa [OKYMEHTOB, MNpPeACTaBMEHHbIX ANd  onpefeneHns BO3MOXHOCTM paccmaTpuBaTb
NeKapCTBEHHbIV Npenapart ans MeguuMHCKOro NPUMEHEHMsT NPU OCYLLIECTBIIEHMN roCcy4apCTBEHHON pernctpauum B
KayecTBe OpdaHHOro feKkapCcTBEHHOro mnpenapata, COCTaBfieHME KOMUCCUEW SKCMEepTOB 3aKMoYeHus o
BO3MOXHOCTU UNN HEBO3MOXHOCTU pacCcMaTpuBaTb NEKapCTBEHHbIM npenapaTt Ang MeauLMHCKOro NpUMEHEHUs
npy OCYyLLEeCTBNEHUN FOCYOapCTBEHHOW perucrtpaumMmM B KavecTBe OpdhaHHOro ekapCTBEHHOro npenaparta u
HanpaBfeHNne [aHHOrO 3aKMYEHUA B YMNOMHOMOYEHHbIM dedepanbHbIi OpraH WCMOJNTHUTENbHOW BracTu
OCYLLECTBMATCA B CPOK, He MnpeBblllalwuin Tpuauatn paboynx OHEeN CO AHA MNOMyYEeHUs 3KCMEPTHBLIM
yypexgeHvem 3adaHus YNoJIHOMOYEHHOro defepanbHOro opraHa MCMOSIHUTENbHOW BRacTu M B 3NIEKTPOHHON
dopme U Ha ByMaXKHbIX HOCUTENSX HEOOXOOMMBIX JOKYMEHTOB, YKa3aHHbIX B NyHKTax 1, 2, 5, 6, 10 yactn4 u B
yacTtu 7 ctaTbu 18 HacTosiero PegepanbHOro 3akoHa.

2. D,OKyMeHTbI, cogepxalimneca B permctpayMoHHOM oCbe Ha J'IeKapCTBeHHbIIZ npenapart 1 NoCTynmBLUNE Ha
6yMa)KHbIX HOCUTENAX B J3KCNepTHOoe Yy4dpexaeHune AOnAa OCyLlecCTBleHUA WX 3KCnepTusbl Ona onpeneneHuda
BO3MOXHOCTU paccMaTpuBaTb J'IeKapCTBeHHbIIZ npenapat and MegmunHCKoro npuMmeHeHna B Kadecrtee OpCt)aHHOFO
NeKapCTBEHHOro npenapara, noarexart BO3BpaTy B yl'lOJ'IHOMO‘-IGHHbII?I cbe,qepaanblVl opraH NCMONHNTENBHOW
BacCct ogHOBPEMEHHO C 3aKIMto4YeHUAMN COOTBETCTBYHOLLMX SKCNEPTU3.

Ctatbsl 21. PeweHne o BO3MOXHOCTM paccMaTpuBaTb JieKapCTBEHHbIW npenapaTr nNpyv OCyLWeCTBIEeHMU rocyaapCTBEHHOMU
permcTpaumm B KayecTBe opcaHHOro fniekapcTBeHHOro npenapara

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B cpok, He npeBbiwaoLWmi NATn pabounx gHEeN Co OHA MOMNyYeHUst 3aKrYeHUs], YKazaHHOro B Yactu 1
ctatbn 20 HacToswero deaepanbHOro 3akoHa, YNONMHOMOYEHHbIN beaepanbHbIi OpraH UCNONMHUTENBHOW BNacTu
OCYLLECTBNHAET OLEHKY MOMNYy4YEeHHOro 3akrnyeHus Ans onpeaeneHvst ero COoTBETCTBUSA 3aJaHuio Ha nNpoBeaeHue
COOTBETCTBYIOLLEN IKCMEPTU3bI U YBEAOMIISAET 3asiBUTENSA B SNIEKTPOHHOM (POPME MM Ha OymMakHOM HOCUTENe O
pesynbTaTtax npoOBEAEHHON 3KCMEepTU3bl C MNPUNOXKEHWEM KOMUW 3SKCMEPTHOrO 3akmnoveHus (C coxpaHeHnem
KOHDMAEHUMANBbHOCTN MHOPMaLUN O COCTaBe 3KCMEPTHOM KOMUCCUWM) U O BO3MOXHOCTU WM HEBO3MOXHOCTU
paccmaTpvBaTb  fIEKAPCTBEHHbIM  npenapat  Afs  MEeAWUMHCKOrO  MPUMEHEHMS NpW  OCYLLECTBREHUM
rocygapCTBEHHOM perMcTpauny B kadectse opdaHHOro eKapCTBEHHOIO Npenapara.



2. Tlpy BbIHECEHMM KOMUCCMEN IKCMEPTOB 3aKMYEHUS O BO3MOXHOCTU paccMaTpuBaTb feKapCTBEHHbIN
npenapaTt Ans MeauUMHCKOrO MPMMEHEHMS NPW OCYLLECTBMEHUN FOCYJApPCTBEHHOW perucrpaumMm B KavecTBe
opchaHHOro nekapCTBEHHOro npenapara ynoiHOMOYEHHbIN doeepanbHbli OpraH UCNOMHUTENBHOW BracTu B CPOK,
He NpeBbIWaLWni NATU paboyvmx OHEN CO AHS NMOMyYeHUs SaHHOro 3akiioyYeHus, NPUHMMaEeT peLleHne O Bbigaye
3aflaHns Ha NpoBeAEeHNe IKCNEPTM3bl KAYeCTBa NEKAaPCTBEHHOIO CPeACTBa N SKCMEPTU3bl OTHOLLEHUSA OXUOAEMOMN
Nnonb3bl K BO3MOXHOMY PWUCKY MpUMEHEeHUA nekapCTBeHHOro npenaparta Ana MeauuuHCKOro npuMeHeHua B
nopsigke YCKOPEHHOW npoueaypbl 3KCNepTU3bl NeKapCTBEHHOTO CpPeAcTBa B COOTBETCTBUM CO cTaTben 26
HacTosiwero ®egepansHOro 3akoHa.

3. B cnyyae npuvHATWS pelleHnMs O HEBO3MOXHOCTW paccMaTpvBaTb feKapCTBEHHbIN npenapart ans
MEOULUMHCKOTO MPUMEHEHUS MPU TrOCYJapCTBEHHOW permctpaummM B KadecTBe OpdhaHHOro rekapCTBEHHOrO
npenapaTta YMOMAHOMOYEHHbIN heaepanbHbI  OpraH WUCMAOMHUTENBLHOW BNacTM MpekpawaeT npoueaypy
rocyapCTBEHHOWN perncTpaumm nekapcTBeHHOro npenapara. 3asBuTenb BnpaBe 00paTUTbCA B PErMCTPUPYHOLLUIA
OpraH ¢ 3asBreHMeM O rocyaapCTBEHHOW perncTpaumum ykasaHHOro fiekapCTBEHHOro mpenapata B COOTBETCTBMM
co ctatben 18 HacTosiwero ®enepanbHOro 3akoHa.

Crtatbs 22. Ytpatuna cuny ¢ 1 nrons 2015 ropa. - PefepanbHbin 3akoH oT 22.12.2014 N 429-®3.

CTtaTtbA 23. dKkcnepTU3a KavyecTBa JIeKapCTBEHHOIO CpeACcTBa U 3KCMEePTU3a OTHOLUEHUSA OXWUAAEeMOW MOJSib3bl K BO3MOXHOMY
PUCKY NMPMMEHEeHMUs1 NeKapCTBeHHOro npenapara Ans MeAULMHCKOro NpUMeHeHust

(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTv3a kavecTBa JIEKAPCTBEHHOTO CPEACTBA M 3KCMEpPTU3a OTHOLUEHMSI OXMOAAEMOW MoMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWsI NEeKapCTBEHHOro npenapaTta A MeOUUMHCKOrO MPUMMEHEHMWS, COCTaBMeHUe
KOMMCCUSIMU 3KCMEPTOB 3aKMOYEHMIN NO pe3ynbTaTaM NpOBEAEHHbIX SKCNEPTU3 U HanpaBneHne 3TUX 3aKioYeHni
B YMOMHOMOYEHHbIN heaepanbHbii OpraH UCNOSTHUTENBHOM BNacTy OCYLLECTBAATCS B CPOK, He MpeBbllLatoLLmin
cTa fJecatn pabouuMx [HEeW CO [OHSA MOMyYeHWs 9KCMEepPTHbIM YYpPEXAEeHMEM COOTBETCTBYIOLLErO 3adaHus
YNOMHOMOYEHHOro befieparnbHOro opraHa UCNOSTHUTENBHOW BNAacTU U HEOOXOOUMbBIX AOKYMEHTOB B 3IIEKTPOHHOM
dopme unm Ha GyMaxkHbIX HOCUTENSAX.

2. B TeyeHvne OeBsHOCTa AHEN CO OHSA MOJSyYEHUS] PELlEHUst YNONHOMOYEHHOro dhedepanbHOro opraHa
UCMONTHUTENBHOW BMAcTV O NPOBEAEHUN IKCNepTU3, NPeayCMOTPEHHbIX YacTbio 1 HaCTosILLEN cTaTbu, 3asiBUTENb
NpeAcTaBnseT B 3KCTMEepTHOe ydypexaeHve ANs MpoBeAeHUs 9KCNepTM3bl KayecTBa NeKkapCTBEHHOro cpeacTea
obpasubl NeKapCTBEHHOIO Mpenaparta Ans MEeAUUMHCKOrO MPUMEHEHUs, NMPOW3BEOEHHOIO B COOTBETCTBUM C
TpeGoBaHNAMM OMbITHO-MPOMbILLIIEHHOMO U (MfK) NPOMBILLFIEHHOTO PerfiaMeHToB, YTBEPXKAEHHbIX PyKoBOAUTENEM
NPON3BOAMTENS NeKapCTBEHHbIX CPeACTB, a TakkKe B COOTBETCTBYHOLUUX crydyasx obpasubl dapmaueBTUYeckoin
cybcTaHuuK, TecT-lUTaMMa MUKPOOPraHM3MOB, KyNbTypbl KNETOK, 06pasLbl BELLEeCTB, NMPUMEHSEMbIX OJ1S KOHTPOIS
KayecTBa IEeKapCTBEHHOTO CPEeACTBa MyTeM CPaBHEHUSI C HUMW WCCredyemMoro JfiekapCTBEHHOro CpeacTea, B
KonuyecTeax, HeoGXxoaUMbIX AN BOCNPOM3BEAEHUS METOA0B KOHTPOSIS KayecTea.

3. Mpwn nonyyeHun obpasLiOB NEKapCTBEHHOro npenaparta u gapmaueBTUYECKOM CyOCTaHUUKN 3KCnepTHOe
yupexgeHve BblaaeT 3asBUTENO OOKYMEHT, NMOATBEPXAAKLIMMA NOMyvYeHne ykasaHHbIXx obpasuoB, U B CPOK, HE
NpeBbILALWNA Tpex pabounx AHEN, yBeOOMIIeT B SfIEKTPOHHOM hopme unmu Ha OymakHoM HocuTerne o6 3Tom
YNOSTHOMOYEHHbIN doefeparibHbIn OpraH UCMOMHUTENBHON BNacTu.

4. YkasaHHble B 4acTax 2 M 3 HacToslllen cTaTbW CPOK ANs npeacTaBneHus 3assutenem obpasuos
neKapCTBEHHOro npenaparta 1 apmMaleBTUYEeCKON CyOCTaHLUMM U CPOK YBEOOMMEHMUS SKCMNEPTHBIM yYpeXaeHUeMm
06 9TOM Ha OyMakHOM HOcuTene YMONTHOMOYEHHOro denepanbHOro opraHa WCMOMHUTENBHOM BnacTu He
BKITHOYAIOTCS B CPOK NPOBEAEHMS 9KCNEPTU3, NPEAYCMOTPEHHbIX YacTbio 1 HACTOALLEN CTaTby.

5. [lokyMeHTbl, NOCTYNMBLUME B 3KCMEPTHOE ydpexaeHwe Ans MPOBEAEHUS 3KCNepTu3, NpegyCMOTPEHHbIX
YacTblo 1 HacTosWwen cTaTbW, nognexart BO3BpaTy B YNOMHOMOYEHHbIM dedeparbHbIi OpraH UCMOMHUTENBLHON
BNacTu OQHOBPEMEHHO C 3aKNIYeHUAMM, NONYYEHHBIMU MO pesyrbTataM COOTBETCTBYIOLLMX SKCNEPTU3.

CratbA 24. C-)Kcnep'msa KayecCcTBa NeKapCTBEeHHOro cpeacrtea U 3KCnepTu3a OTHOLUEHUA oxuaaeMomn nonb3bl K BO3MOXHOMY
PUCKY NpuMeHeHUs neKkapcTBeHHOro npenaparta Ansd BeTepuHapHOro npumMmeHeHus

1. OkcnepTv3a kayecTBa JIEKAPCTBEHHOIO CPEACTBA M 3KCMEpTU3a OTHOLUEHMSI OXMOAEeMOW MoNb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NEKAPCTBEHHOro npenapaTta Ans BEeTEepMHApPHOro MPUMEHEHUSA, COCTaBMEHUE
KOMMCCUSIMU 3KCMEPTOB 3aKIMOYEHWI MO pe3ynbTaTaM yKkasaHHbIX 3KCNepTU3 U HanpaBreHne TakvMx 3aKIiovYeHni B
YNOSTHOMOYEHHbIN beaeparibHbI OpraH UCMOMHUTENBbHOW BIaCTN OCYLLECTBISIOTCA B CPOK, HE NpeBbILLatoLwLmin cta
Aecatn paboymx gHew CO OHA NMOMyYeHUs SKCMEPTHBIM YYpeXaeHUeM 3aaHuns yronHOMOYEHHOro deaepansHoro



opraHa MCMNOMHUTENbLHOM BNacTu ¢ AOKYMEHTaMM, yKka3aHHbIMKW B YacTu 3 ctaTbi 17 HacToswero deaepanbHoro
3aKOHa.
(B peq. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-3, o1 13.07.2015 N 241-03)

2. B TeyeHue naTHaguaTtu pa6oqwx OHen co aHA nony4yeHuna peweHna ynoriHOoMO4YeHHOro q)e,u,epaanoro
opraHa NMCNONHUTENbHON BMRacTu O npoeeaeHnn yKadaHHbIX B 4acTu 1 HacToswen crtatbh J9KCNepTn3 3adaBuTerb
npeacrtaendeT B 3KCNepTHOe y4dpexaeHune Ond nposefeHunA 3KCNepTu3bl KadeCTBa JeKapCTBEHHOro cpeactea
O6pa3Ll,bI JIeKapCTBEHHOro npenaparta AnAd BeTepuHapHOro npuMeHeHud, npom3BegeHHOro B COOTBETCTBUU C
Tpe6OBaHI/IF|MVI TEXHOJTIONTMYEeCKUX pernamMeHToB, YTBEpPXOEeHHbIX PyKOBOAUTENEM NPONU3BOOUTENA J1IEKapCTBEHHbIX
cpencTs, a Takke o6pa3eL|, d)apMaLleBTMLIeCKOVI Cy6CTaHLI,VIl/I B KOnnyecTBax, HeobxoaMMbIX Ans BOocCnpoun3seaneHuns
MeTOoA0B KOHTPOIIA Ka4ecTBa.

3. Mpu nonyyeHun obpasLOB NlEKAPCTBEHHOIO MpenapaTta u dapmMaueBTUYECKOM CyOCTaHUMM 3KCnepTHoe
yypexaeHve BbloaeT 3asBUTENO LOKYMEHT, NMOATBEPXKAAKLWMA NONyvYeHne ykasaHHbIX 0OpasuoB, U B CPOK, He
npesbiaWniA  Tpex pabounMx AHeRn, yBeooMIsieT B MUCbMEHHOM ¢opme 00 3TOM  YMOSTHOMOYEHHbI
deaepanbHbI opraH UCNOSTHUTENBHOW BacTML.

4. Cpok ona npefcTtasneHus 3assuTenem obpasuoB fekapCTBEHHOro npenapata u dapmaueBTUYECKON
CcybCTaHUUKN U CPOK YBEOOMMEHMST SKCMEPTHLIM ydpexaeHnem ob aToM B MUCbMEHHON hopMe YyNOSTHOMOYEHHOMO
dbenepanbHOro opraHa UCNONTHUTENBHOM BACTK, YKa3aHHbIE B YacTAX 2 U 3 HAacTOsLEN CTaTby, HE BKINIOYAOTCS B
CPOK NPOBEeAEHUS YKa3aHHbIX B YacTW 1 HACTOsILLEN CTaTbW SKCNEPTUS.

5. [loKyMeHTbI, MOCTYNUBLLNE B 3KCNEPTHOE YYpexaeHne Ans NpoBeAeHNs yKa3aHHbIX B YacTu 1 HacTosiLen
cTaTbW 3KCMepTU3, NoanexaT BO3BpaTy B YMNONHOMOYEHHbIA dedepanbHblii opraH WCMOMHUTENbHOW BnacTu
OOHOBPEMEHHO C 3aKMOYEHUSIMI MO pe3yribTaTaM yKasdaHHbIX 3KCNepTu3.

CtaTbs 25. MoBTOPHOE NpoBeAeHNe IKCNEepPTU3bI FIeKapCTBEHHbIX CPeACTB

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cnyyasix HegoctaTo4MHOM 0G0CHOBAHHOCTU UM HEMOMHOTLI 3aKNHYEHNSs KOMUCCUMU 3KCNEPTOB, HanMyns
B HEM MPOTUBOPEUMBLIX AaHHbIX, hanbcnduKaLmMmn BbIBOOOB SKCNEPTM3bl NEKAPCTBEHHOIO CPeaCcTBa, COKPbITMSA OT
YMNONTHOMOYEHHOrO peaepanbHOro opraHa UCMONHUTENbHONM BNAacT! OCHOBaHMI As OTBOAA 3KCnepTa BeneacTeme
ero 3avHTepecoBaHHOCTU B pe3ynbTaTax COOTBETCTBYHOLLENA IKCNEPTU3bl, HaNMM4Yus AaHHbIX O MPsSMOM NGO
KOCBEHHOM BMeLLaTeNbLCTBE B MPOLIECC COOTBETCTBYHIOLLEN SKCNEPTM3bl NML, He y4acTBYOLWNX B ee NpoBeaeHUN,
HO OKa3aBLUMX BIWsIHWE Ha MpoLecc M pesynbTaTbl €e NPoBeAeHUs!, YNONTHOMOYEHHbIM deaepanbHbiM OpraHoM
NCMNOSHMTENBHOW BracTU Ha3HayaeTcs MOBTOPHAasi SKCNepTu3a JleKapCTBEHHOro cpeactea M (uUnu) atudeckast
akcnepTmaa.
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. TloBTOpHas aKcnepTM3a IeKkapCTBEHHOrO CpeacTBa MPOBOAUTCA C Y4Y4eTOM pes3ynbTaToB paHee
NpOBEOEHHOW 3KCNEPTU3bl B CPOK, YCTAHOBIMEHHBIA YNONHOMOYEHHbIM heaepanbHbiM OpraHoM UCMOSNHUTENBHON
BMacT U He NPEeBbILIAKLWMIA TPUALATM pabounx OHEN CO OHS NOMyYeHMs SKCMEPTHBbIM yupexaeHneM 3agaHus Ha
npoBeAeHME NOBTOPHOM 3KCMEPTU3bl JIEKAPCTBEHHOTO CpeacTBa.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. ®uHaHcoBoe obecneyeHne BbINOMHEHUS 3afjaHUs Ha MpoBedeHWe MOBTOPHOW  3KCNepTU3bl
neKkapcTBEHHOIo CpeacTBa He OCYLLEeCTBMSETCS.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CTaTbs 26. YCKOpeHHas npoueaypa 3KCnepTu3bl NeKapcTBEHHbIX CPeAcTB

1. YckopeHHas npoueaypa 3KCnepTusbl NNEKAapCTBEHHbIX CPeACTB B LIENAX roCygapCTBEHHON perncrpaumm
NEeKapCTBEHHbIX MpenapaToB NPUMEHSETCH B OTHOLLIEHUM OpddaHHbIX NEKapCTBEHHbIX NpenapaTtoB, NepBbiX TPex
NeKapCcTBEHHbIX MpenapaTtoB, perucTpupyembix B Poccuinckon ®Pegepauum B KadecTBe BOCNPOM3BELAEHHbIX
NEKapCTBEHHbIX MpenapaTtoB, O4YEpPedHOCTb KOTOPbIX OMNpeaenseTcss B COOTBETCTBUM C HOMEPOM W OaToun
BXOOSALNX 3asiBNEHMA O TOCYLapCTBEHHOW perucrpaumMm JeKapCTBEHHbIX MpenapaTtoB B paMKax OfHOro
MEeXOYHapO4HOIO HEeMnaTeHTOBaHHOMO HaUMEHOBaHWSA JNEKapCTBEHHOro npenapata  wnvM  rpynnMpoBOYHOrO
HaMMEHOBaHUS NEeKapCTBEHHOrO npenapaTa, U NeKapCTBEHHbIX NpenapaToB, NpeAHas3HaYeHHbIX UCKIIOYUTENBHO
AN NIPUMEHEHMWS HECOBEPLUEHHONETHUMMN FpaxaaHamu.

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

2. YcKopeHHasi npoueaypa 3KCnepTusbl JIEKapCTBEHHbIX CPEeACTB B LENsiX roCyAapCTBEHHON perucrpauum



rfiekapCTBEHHbIX NpenapaToB He MPUMEHSAETCH B OTHOLLEHUM:
1) GBuoananorosbix (bronogobHbLIX) NekapCTBEHHbLIX NpenapaTos (buoaHanoros);
2) pedhepeHTHbIX NlekapCTBEHHbIX MpenapaToB (3a UCKNoYeHneM opdaHHbIX NTeKapCTBEHHbIX NpenapaTtoB);

3) BOCNpPOU3BEAEHHbIX NEKapCTBEHHbIX MpPenapaTtoB (3a WCKMYEHWEM MepBbiX TPEX PEerucTpupyembix B
Poccunckon ®epgepaumm B KayecTBe BOCMNPOM3BEAEHHbIX FEeKapCTBEHHbIX MpenapaTtoB U NeKapCTBEHHbIX
npenapartoB, NpeaHa3Ha4YeHHbIX UCKIMIOYUTENBHO AN NPUMEHEHUS] HECOBEPLLEHHONETHUMM rpaXaaHamu);

4) HOBbIX KOMBGUHALMI 3apErMCTPUPOBAaHHbLIX paHee NeKapCTBEHHbIX NPenaparos;

5) nekapcTBEHHbIX NpenapaToB, 3aperncTpmMpoBaHHbIX paHee, HO NPOM3BEAEHHbIX B APYrMX NleKapCTBEHHbIX
chopmax B COOTBETCTBUM C MEPEYHEM HaMMEHOBaHWI NieKapCTBEHHbIX (DOPM 1 B HOBOW J03MPOBKE.
(4acTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. YcKkopeHHass npouedypa 3KCMEepTU3bl  JIEKApCTBEHHbIX CPEACTB  MPOBOAMTCA MO PELUEHUIO
COOTBETCTBYIOLLENO YNOMHOMOYEHHOro doejeparibHOro opraHa UCNONHUTENBHON BNAcT Ha OCHOBaHMW 3asBIEHNS
3asBMTENs B CPOK, HE MpeBblalWuin BocbMuaecatTn paboumx gHew. [Npu 3TOM 3KcnepTuda OOKYMEHTOB,
cofepXKallmxcs B permcTpaumoHHOM OCbe Ha NeKapCTBEHHbIV NpenapaT, NPOBOAUTCS B CPOK, HE NPEeBbILLaoLLni
aecatn paboumx gHen, akcnepTM3a KavyecTBa NeKapCTBEHHOIO CpeacTBa M 9KCMepTU3a OTHOLLUEHUSA OXuOaemoun
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUsI NekapCTBEHHOro npenapata NpOBOAATCSA B CPOK, He MpeBblllaoLLuii
wectngecatn pabounx gHen.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHOWEHUN OpdaHHbIX NEeKapCTBEHHbIX MpenapaToB MOryT ObiTb NpeacTaBrieHbl pesyrnbTaThbl
OOKIMUHNYECKNX WCCNEeOOBaHUA NEKapCTBEHHbIX CPEeACTB W KIMHUYECKUX WCCNEeOBaHUM  NEKapCTBEHHbIX
npenapaToB Ans MEOUUMHCKOTO MPUMEHEHUS, BbIMOMHEHHbIX 3a npegenamu Poccunckon ®epepaumm B
COOTBETCTBMM C MpaBunamun Hagnexawien nabopaTtopHOM MNpakTUKM M NpaBuMnaMy Haanexaiwlen KIMHUYEeCKON
NPaKkTUKN.

(yacTb 3.1 BBegeHa deaepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

4. YckopeHHas npoueaypa 3KCnepTusbl NekapCTBEHHbIX CPeACcTB NpOBOAUTCSA B MOpsiAke, YCTaHOBMNEHHOM
ctatbammn 17 - 20, 23 n 24 Hactosuwero degepanbHOro 3akoHa, U He O3Ha4yaeT CHWXeHust TpeboBaHuM K
6Ge3onacHocTn, kavyecTBy U 3PEKTUBHOCTU NEKAPCTBEHHbLIX NpenapaTos.

CraTtbA 27. PewweHne o rocyaapcTBeHHOW permcTpauum nekapcTBeHHOro npenapara

1. B CpoOK, He MpeBbILLAILLMI AeCATM pabounx OHEN CO OHSA NONYyYEHUS 3aKMIOYEHUIA KOMUCCUM SKCNEPTOB MO
pesynbTataM 3KCMepTU3bl KayecTBa JIEKapCTBEHHOIO CPEeACTBA U SKCNEPTU3bl OTHOLLEHUS OXUOAEeMOM Nosb3bl K
BO3MOXHOMY  PUCKY MNPUMEHEHUS  NEeKapCTBEHHOro npenapata, COOTBETCTBYIOLMA  YMOSTHOMOYEHHbIN
deaepanbHbI opraH UCNOSTHUTENBHOM BacTU:

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) pasmeLlaeTt Ha cBoeM ouLmnansHOM cante B ceTn "MIHTEpHET" COOTBETCTBYIOLLME 3aKITHOYEHNST KOMUCCUN
3KCMNEPTOB N OCYLLECTBNSAET UX OLIEHKY ANS onpefeneHns COOTBETCTBUS 3a4aHN0 Ha NPOBEeAEHME 3TUX IKCNEepPTUS;
(n. 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NpUHMMAaET pelleHne O roCydapCTBEHHONW PEerMcTpauuu nekapcTBeHHOro npenapaTa wnu o6 oTkase B
rocylapCTBEHHOI perucTpaLmnm nekapcTBeHHOro npenapara;

3) BHOCUT Npu NPUHATUN PELLEHUS] O TOCYAapCTBEHHON perucTpaumny nekapcTBeHHoro npenapata gaHHble O
3aperMcTpupoBaHHOM JIEKapCTBEHHOM MNpernapaTe, B TOM yucrie o hapmMaleBTUYeCKoi CybCcTaHUMK, BXOAsLLER B
COCTaB JlekapCTBEHHOrO NpenapaTa, B rocyapCTBEHHbIN peecTp fekapCTBEeHHbIX CPEACTB U BblaaeT 3asiBUTENIO
perncTpaumMoHHoe  YOOCTOBepeHuWe  NeKkapcTBEHHOro  npenapaTta, ¢opma  KOTOporo  yTBepkaaeTcs
YNONTHOMOYEHHBIM  befieparnbHbiM  OpraHOM  WCMONHWTENbHOM  BRACTM,  COrNacoBaHHble  HOPMaTWBHYHO
AOKYMEHTaLMIO, HOPMAaTVBHbIA [OKYMEHT, MHCTPYKLUMIO MO NMPUMEHEHUIO NEKAPCTBEHHOTO NpenapaTta U MakeTbl
NepPBUYHON YMAKOBKM M BTOPUYHOW (MOTPEOMTENBCKON) YNaKoBKM C YKa3aHWEM Ha HUX HOMepa permcTpaunoHHOro
YOOCTOBEPEHWs1 NeKapCTBEHHOTO npenaparta v AaTbl ero rocy4apCTBEHHON perucrTpauum unm B criyyae npuHSTUs
peweHnss o6 OTkasze B rOCy[apCTBEHHOW perncTpauuv rekapCTBEHHOro npenapaTta yBedoMIisieT B NMUCbMEHHON
dopme 3asiBUTENS 06 3TOM C yKkasaHMEM MPUYMH TaKoro oTkasa. 3a BblAady PErMcTpauMoHHOrO Y4OCTOBEpPEeHMs:
NeKapcTBEHHOro npenaparta B3WMaeTCs rocydapCTBEHHAas MOoLUNMHA B COOTBETCTBUM C 3aKOHOOATENbCTBOM



Poccuiickonn degepaumm o Hanorax n cbopax.
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OcHOBaHMEM [Onsi OTKasa B rOCYyJapCTBEHHOM perncrpauumn IeKkapCTBEHHOrO npenapata siBNAeTcs
peLleHne COOTBETCTBYIOLLErO YMONTHOMOYEHHOro hefepanbHOro opraHa MCMOSHUTENBHOW BRactu O TOM, 4TO
KayecTtBO U (Mnn) 9dGEKTUBHOCTL PETNCTPUPYEMOTrO JNIEKAPCTBEHHOIO npenapata He MOATBEPXKAEHDI
NoMyYeHHbIMU OaHHLIMW UMM YTO PUCK NMPUYMHEHMSI Bpeda 340POBbI0 YerioBeka WIU XMBOTHOTO BCrEACTBUE
nprvema nekapcTBEHHOro npenapaTa npeBbillaeT 3pPEKTUBHOCTb €ro NPUMEHEHUS.

(B pea. PepepanbHoro 3akoHa oT 11.10.2010 N 271-93)

3. [lloBTopHOEe npeAcTaBneHne B  COOTBETCTBYIOLUMA  YMONHOMOYEHHbLIN  befepanbHbld  opraH
NCMNOMHUTENBHOW BNACcTW NeKkapCTBEHHOro npenapara, B OTHOLEHUM KOTOPOro Nofy4yeH 0TKa3 B rocyaapCTBEHHOW
perucTpaummM U KOTOPbI BMOCNeACTBUMM MOABEPrcs U3MEHEHWI0 B 4acTu ero cocTaBa, paccMaTpuBaeTcsl Kak
npeacTaBneHne HOBOrO IeKapCTBEHHOro rpenapaTta Ha ero rocyAapCTBEHHYHO perncrpauuio Hes3aBucUMo OT
COXpaHeHMs1 ero NepBUYHOTO HAMMEHOBaHWS.

(yacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CtaTba 27.1. Mopsanok onpeaeneHna B3auMo3aMeHAeMOCTU NieKapCTBEHHbIX NpenapaToB ANs MeAULUHCKOro NpuMeHeHusA

(BBegeHa denepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

1. B3aMmo3samMeHseMoCTb JIeKapCTBEHHbIX npenapaTtoB Anld MeaAULMHCKOro npuMeHeHuda onpeaendaetca B
nopsake, yCtaHOBJIEHHOM npaBVITeﬂbCTBOM Poccunckon dbep,epau,vm, Ha OCHOBaHUM crieyrLlwnx napamMmeTpoB:

1) akBMBaneHTHOCTb (ANA GuoaHanorosbix (6UONOAOBHLIX) NekapcTBEHHbIX npenapaTtoB (buoaHanoros) -
COMNOCTaBUMOCTb) KayeCTBEHHbIX W  KONMYECTBEHHbIX XapakTepucTuk papmaueBTudecknx cybctaHuun
(ucnonb3oBaHWe pasnuyHbIX Conen, 3UPOB, KOMMIEKCOB, M3OMEPOB, KpuUCTanmnmMyeckux ¢opm U  Opyrux
NPOU3BOAHbLIX OAHOMO Y TOrO Xe AEeWCTBYIOLLEro BELeCcTBa He ABMNsSeTCA NpensaTCcTBUEM Ans B3aMMO3aMeEHSeMOCTH
rniekapCTBEHHbIX NpenapaToB, €Cnu Mpu NPOBeAeHWVM WccneaoBaHusi GUO3KBMBANEHTHOCTU fleKapCTBEHHOro
npenapaTta unu B criy4ae HEBO3MOXHOCTU NPOBedEeHUs 3TOro UCCnedoBaHMs Mpu MPoOBEAEeHUN UccrefoBaHUS
TepaneBTUYECKON 3KBMBANEHTHOCTW NEKapCTBEHHOro npenapata [okas3aHO OTCYTCTBME KIIMHUYECKM 3HauMMblX
pasnuuuii  papMakoknHeTMkn u (Mnu) 6esonacHocTM U 3EPEKTUBHOCTU NEKapCTBEHHOro npenaparta Aang
MEeANLMHCKOrO NPUMEHEHNS);

2) O9KBMBANEHTHOCTb JleKapCTBEHHOW (OpMbl (Mo4 3KBUBANEHTHbIMU  fleKapCTBEHHbIMU  hbopmamm
NMOHUMAIOTCH pasHble nekapCcTBeHHble HOPMbl, UMetoLLMe OoaMHaKoBble cnocob BBeAeHUS U cnocob npuMeHeHus,
obrapatoLme conoctTaBUMbIMU PapMakOKUHETUHECKUMU XapaKTepUCcTUkammn n hapmMakonormiyeckum ENCTBUEM U
obecneuunBarolime TaKke OOCTUXKEHNE HEOBXOAMMOro KnMHU4eckoro adpdekta. Pasnnuusa nekapctBeHHbIX opm
He #ABMAIOTCA NpPensaTcTBMEM Afs WX B3aMMO3aMEHSIeMOCTW, €eCnvM Npu MNPOBEAeHWM UccrnegoBaHus
OMO3KBMBANEHTHOCTM NEKapCTBEHHOro mnpenapata WM B CryYyae HEBO3MOXHOCTW MPOBEAEHWS 3TOro
nccnegoBaHns Npu NpoBedeHUn uccrnefoBaHUs TepaneBTUHEeCKON 9KBUBANEHTHOCTN NeKapCTBEHHOro npenapara
AOKa3aHO OTCYTCTBME KIMHUYECKN 3HAUMMbIX pasnuumMi  apmakokmHeTukn w  (unm) GesonacHocTM  u
3 PeKTMBHOCTM NEKapCTBEHHOro npenapaTta AN MeauuUMHCKOro NpUMEeHeHNs);

3) 9KBMBANEHTHOCTb UM CONOCTaBMMOCTb COCTaBa BCMNOMOraTerbHbIX BELLLECTB NEeKapCTBEHHOro npenapara
Ons MeANLMHCKOro NpUMEHEeHUs (pasnuyns coctaBa BCnomMoraTenbHbIX BELLECTB JIeKapCTBEHHOMo npenapaTa ans
MEOMWLMHCKOro NPUMEHEHUS He SABMSITCS NPenaTcTBUMEM ANA UX B3aMMO3aMEHAEMOCTU, eCnun npu npoBeneHun
nccrieqoBaHusa OMO3KBMBANEHTHOCTM NIEKAPCTBEHHOMO Npenapara 4518 MeQUUMHCKOrO NPUMEHEHNST UK B Criyyae
HEBO3MOXXHOCTU MNPOBEAEHMS 3TOMO0 WUCCRefoBaHUS Mpu  NPOBEOEHWM  UCCNedoBaHWs  TepaneBTUYECKON
9KBMBAINEHTHOCTU NIEKapCTBEHHOIO Npenapara Anst MeAWLMHCKOro NPUMEHEHNsT oKa3aHO OTCYTCTBUE KITMHUYECKM
3HaAYMMbIX pasnuMunii apmakoKMHeTVkn u (Mnm) 6esonacHocTM 1M 3PEKTUBHOCT NIEKAPCTBEHHOIO npenapara
AN MeAMLMHCKOro npuMeHeHust. MNpu 3Tom pasnuymsa cocTaBa BCMIOMOraTesbHbIX BELLECTB HE AOMKHbI MPUBOAUTD
K PUCKY BO3HMKHOBEHMWSI CEPbE3HbIX HEXeraTerbHbIX peakuMn y OTAENbHbIX FPYMn MauueHTOB MW MOBbILIEHUS
4YacTOTbl X BO3HI/IKHOBeHI/IF|);

4) MOEHTUYHOCTb cnocoba BBEAEHUS U NPUMEHEHUA;

5) OTCyTCTBME KNMHUYECKM 3HAYMMbIX Pasnuuni nNpyv nNpoBeAeHWM uccrefoBaHUs OMOIKBMBANEHTHOCTU
flekapCTBEHHOrO Mpenapata wnvM B Crlyyae HEBO3MOXHOCTW MpOBEAEeHUs 3TOro WUCCNeaoBaHUs OTCYTCTBUE
KIMMHUYECKN 3HAYMMBbIX Pasnmumi nokasarenen 6esonacHocTy N 3aEKTUBHOCTU NIEKAPCTBEHHOIO NpenapaTta npwm
npoBeAeHUN WCCMeaoBaHnsa TepaneBTUYECKOW SKBMBANEHTHOCTW. [laHHbI napamMeTp He npvMeHsieTcs B
OTHOLUEHMM BOCMPOU3BEAEHHbIX fEeKapCTBEHHbIX MpenapaTtoB, ykasaHHbix B Yactu 10 ctatbm 18 Hactoswero



denepanbHoro 3akoHa. B oTHOwWweHWM ©GuoaHanoroBbix (6MONOAOGHLIX) NEKapCTBEHHbIX MpenapaToB
(bnoaHanoroB) AaHHble 006 OTCYTCTBMM KITMHUYECKM 3HAYMMbIX pasnuumi 6esonacHocTu, 3(EEKTUBHOCTM U
MMMYHOTEHHOCTM IEKapCTBEHHOro npenapata no pesynbTaTaM MPOBEAEHUsI KIMHUYECKMX MCCreaoBaHUn
npeaoCcTaBnsaloTCA B NOPSIAKE, YCTAHOBEHHOM HACTOSLLEN YacTbio;

6) COOTBETCTBME npounssoanTena JNIEKapCTBEHHOIO cpencrtea TpeGOBaHMﬂM Hagnexawen
I'IDOI/ISBO,D,CTBeHHOVI NPaKTUKN.

2. CpaBHeHVie NapaMeTpoB PErMCTPUPYEMbIX JTIEKAPCTBEHHBIX NpenapaToB Afsi MeauLUMHCKOro NpuMeHeHust
OCYLLECTBIAETCH KOMWUCCMEW OKCMEPTOB OKCMEPTHOrO YYPEXOEHUS MpU  MPOBEAEHWMM 3KCMEepTUsbl  TaKux
reKkapCcTBeHHbIX MpenapaTtoB B Mpouecce WX TrocydapCTBEHHOW peructpauuv. BbiBogbl 3KCnepToB O
B3aMMO3aMeHSEMOCTM WM HEB3aMMO3aMEHSEMOCTU  NIeKapCTBEHHbIX MpenapaTtoB  Ansi  MeaWMUMHCKOro
NMPUMEHEHWS, cAenaHHble B pe3ynbTate 3TOro CpaBHeHWsl, OhOPMISIOTCS B BUAE MPUIIOKEHUS K 3aKIMHOYEHUIO
3KCMEePTOB Mo popMe, YyTBEPXKAEHHOMN YNONMHOMOYEHHBIM hefepanbHbIM OpraHoM UCMONHUTENBHOWM BMacTy.

3. lMonoxeHna HacTodALWEN CTaTbW HE PacnpPOCTPaHSAITCA Ha pedepeHTHble fIeKapCTBEHHblE MnpenapaTbl,
NeKapCTBEHHbIE pacTUTENbHbIE MpenapaTbl, FOMeonaTu4yeckue JeKapCTBEHHbIE NpenapaTtbl U feKapCTBEHHbIEe
npenapaTtbl, KOTOpble paspelleHbl AN MeAMLUMHCKOro npumeHeHns B Poccuickon ®epepaumm 6onee asaguatu
neT N B OTHOLLEHUN KOTOPbIX HEBO3MOXHO NpoBeaeHne ncecnenoBaHna nx OVNO3KBMBANEHTHOCTN.

CrtaTbs 28. PernctpauMoHHOe yAOCTOBEPEHME NNEKaPCTBEHHOIO Npenapara

1. PeructpaunoHHoe yAoOCTOBEpeHVe NeKkapCTBEHHOro npenaparta C ykasaHuem NeKkapCTBEHHbIX hopM U
AO3NPOBOK BblaaeTcsi 6eccpoyHo, 3a WCKNIOYEHUEM PErMcTpaLMoOHHOrO  YAOCTOBEPEHUS feKapCTBEHHOro
npenapaTa, BbiJaBaemMoro CO CpPOKOM AeNCTBUS NATb NeT, Ha BhepBble peructpupyemble B Poccuinckon
denepaummn nekapcTBeHHble NpenapaTbl.

2. No ncteveHnn YKa3aHHOro B 4actu 1 HacTosLwen cTaTbn CpOKa BblgaeTcA 6eccpquoe pernctpaunoHHoe
yaoocTtoBepeHune JNieKapCTBEHHOIO npenaparta npu ycrnoBun noareepXxneHuna ero rocy,qapCTBeHHoﬂ perncTtpaumnn.

3. B cnyyae BHeceHus B cooTBeTCTBMM cO cTaTtbamu 30 n 31 HacTosiwero deaepanbHOro 3akoHa U3MEHEHNN
B COAepXaljuecs B PerMcTpauMoHHOM OOCbE Ha 3aperncTpuMpOBaHHbIA NEKAapCTBEHHbIM npenapaT LOKYMEHThI,
3aTparmBalonX CBELEHUs, OTPaXeHHble B pPEerucTpauuoHHOM YOOCTOBEPEHWUM feKapCTBEHHOro npenapara,
YMONHOMOYEHHbIN  (befepanbHbii  OpraH  WCMOMHUTENbHOM  BnacT  BblaeT HOBOE  pPerncrpalyoHHoe
yOOCTOBEpPEHME NEeKapCTBEHHOMO npenapaTta, cogepallee BHECEHHbIE B HEMO N3MEHEHMS.
(4acTb 3 BBeaeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

4. B cnyyae yTtpaTbl U NOBPEXOEHUSA PErMCTPALMOHHOIO yOOCTOBEPEHUST NIEKAPCTBEHHOIO NpenapaTa no
3a8BNEHNI0O B MUCbMEHHOW dopMe JepXaTtena wunuM Bragenbua perncTpaumoHHOro  yooCTOBEPEHUsI
NEeKapCTBEHHOro npenapaTta MnM YnosIHOMOYEHHOTO MMW LPYroro HpUAMYEcKoro nvua o Bblgadve aybnvkata
perncTpaumoHHOro yaoCTOBEPEHUS JeKapCTBEHHOro rnpenapaTta YNoNHOMOYEHHbIN  defepanbHbil - opraH
WCNOSMHUTENBHOM BMNAacTW B CPOK, HE MpeBbILAWUA AecatM paboumx OHEN CO AOHS MOCTYNMEeHWUst 3asiBreHus,
BbldaeT aybnukat perucTpaumMoHHOro YOOCTOBEPEHWs nekapCTBEHHOro npenapata. 3a Bbigady AybnuvkaTa
PErMcTPaLMOHHOIO YAOCTOBEPEHUS] JEKAPCTBEHHOIO Mpenapata B3WMaeTcs rocygapCTBEHHas MowfvHa B
COOTBETCTBMM C 3aKoHOAaTeNbCTBOM Poccuiickon ®enepauumn o Hanorax n cbopax.

(4acTb 4 BBegeHa PepgeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

CtaTbs 29. MoaTeepXxaeHUe rocyaapCcTBEHHOW perucTpauum nekapcTBeHHOro npenapara

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. MNopTBepXaeHWe rocyaapCTBEHHOW perMcTpaummM fekapCTBEHHOro npenaparta OCyLecTBAseTca npu
Bbldaye 6eccpoYHOro perucTpaumMoHHOIO yOOCTOBEPEHMS NIEKAPCTBEHHOrO MnpenapaTta B cryvae, ykasaHHOM B
yacTtu 2 ctaTtbu 28 HacTosiwero ®egepanbHOro 3akoHa, B CPOK, He MPEeBbILLALLNA LWECTUAECATM pabounx gHen co
OHSA  MONyYeHuss COOTBETCTBYHOLUM YMNOMHOMOYEHHbIM beaepanbHbIM  OpraHoM  UCMOSHUTENBbHOW  BRacTu
3a8BNeHNss 0 NOATBEPXKAEHUM FOCYAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta. He ocyulectensaetcst
noagreepXxgeHune FOCy.lJ.apCTBeHHOVI permcrtpaumn B OTHOLWWEHUN NeKapCTBEHHOIo npenaparta, He HaxogumBlLleroca B
obpaweHnun B Poccunckon depepauum B Te4eHne Tpex u Gornee neT, a Takke B OTHOLUEHMM NEKapCTBEHHOIO
CpeacTBa, NpOM3BEOEHHOro C HapyweHunem TpeboBaHus, YCTaHOBMEHHOro YacTtbto 3.7 ctatbn 71 HacTosdLlero
depepanbHOro 3akoHa.

2. 3asBneHve o noareepXxneHun FocyﬂapCTBeHHOIZ perncTtpaunmn  neKkapCTtBeHHOro npenaparta
npencrtaBndaeTcqa B COOTBGTCTByIOUJ,I/IVI yI'IOJ'IHOMO‘-IeHHbIﬁ cbe,u,epaanblVl opraH NCMONHNTESNBbHON BRacTu He paHee



YeM 3a CTO BOCEMbAECAT [Heil [0 WCTeYEeHWUs CpOoKa [OENCTBUS PEerMcTpauvoHHOTO  YAOCTOBEPEHMS
nekapcTBEeHHOro npenapara.

3. I'Iop,TBepx(p,eHme FOCWJ,apCTBeHHOIZ perncTtpaumm nekapCTtBeHHOro npenapara oOcCyLlwecTBnAeTCda Mo
pe3ynbTataM 3KCNepTu3bl OTHOLLEHUA OXngaemMonm nosb3bl K BO3MOXHOMY PUCKY NPpUMEHEHUA INneKapCTBEeHHOro
npenaparta Ha OCHOBaHUW pe3ynbTatoB MOHUTOPUHra SQJQ)GKTI/IBHOCTI/I n GesonacHocTn JIeKapCTBEHHOIO
npenapara, npoBoAMMOro pepxartenem unu ernagenbuemM pernctpaumoHHOro ynocTtoBepeHUda IrekKapCTBeHHOro
npenaparta nmnbo YNOJSIHOMOYE€HHbIM MU HOPUONYECKUM JTIMLOM, a TaKxe COOTBEeTCTBYHLMM YNOJIHOMOYEHHbIM
cbep,epaanblM opraHom WCMNOMNHUTENBbHON BNactTu B COOTBETCTBUM C Tpe6OBaHI/IFIMVI cTaTb 64 HacTosLero
CDe,qepaanoro 3aKOHa.

4. K 3aaBneHMi0 O MNOATBEPXKAEHMM TOCYAApPCTBEHHOW perucTpauMm nekapCTBEHHOro npenapara
npunaratTcs OOKYMEHTbl, coaepxaliue pesynbTaTbl MOHUTOPUHra 3addeKkTMBHOCTM K Be3onacHoCcTH
nekapcTBeHHOro npenapaTa, NPOBOAUMOrO AepXaTerneM unu BriagenbueM PerucTpaumoHHOro yAO0CTOBEPEHUs
rnieKkapCTBEHHOro npenapara nMbo YNONMHOMOYEHHBIM UMW OPUAUYECKMM NULIOM, Mo ¢opMe, YTBepXOEHHOMW
COOTBETCTBYIOLMM YNONTHOMOYEHHbLIM (befiepanbHbIM OpraHoOM WCMOSHUTENBHOW BriacTW; KOMWUS NULEH3UUM Ha
NPOU3BOACTBO JTIeKapCTBEHHbIX CPEACTB UMM KOMWUS 3aKIMOYEHNs O COOTBETCTBUM NPOU3BOAUTENS NEKapCTBEHHbLIX
cpeactB TpeboBaHWAM MpaBun Hagfnexallen npou3BOACTBEHHOW MPAaKTUKK, BblAaHHbIE YMNOSHOMOYEHHbIM
defepanbHbIM OpraHoM MWCMOSHUTENbHOW BnacTu, B Clyvae, ecriv Npou3BOACTBO JIEKapCTBEHHOro npenaparta
ocyulectBnsaetca B Poccuiickon ®degepaunm, nmbo konus BblAAHHOM  YMNONTHOMOYEHHbBIM OPraHoM CTpaHbl
npou3BoAMTENs NULEH3MW Ha MNPOM3BOACTBO JIEKAPCTBEHHOro npernaparta u ee MnepeBO[ Ha PYCCKUNA A3bIK,
3aBepeHHble B YCTAHOBIEHHOM MOPSAKE, U KOMUSA 3akiOYeHUs O COOTBETCTBUM MPOU3BOAUTENS feKapCTBEHHbIX
cpeacte TpeboBaHMAM MpaBun Hagnexawewn npouM3BOACTBEHHOW MNPAKTUKK, BbIAAHHOTO YMNOMHOMOYEHHbIM
degepanbHbIM OpraHoM UCMOSNHUTENLHON BNacTu, B Cnyvae, ecnv Npou3BOACTBO fekapCTBEHHOro npenapara
ocyulecTBngeTcsa 3a npegenamu Poccuiickon depepaumn. B OTHOWEHMM nekapcTBEHHbIX npenapaToB Ans
BETEPMHAaPHOro NPUMEHEeHNs AONOMNHUTENBHO NPEeACTaBNATCA AOKYMEHTHI, yKadaHHble B noAnyHkrax "a", "6", "k",
"n" nyHkta 4 4vactm 3 cTtatbm 17 HacTtosuwero ®denepanbHoro 3akoHa. B OTHOWweHWM Guomnornyeckux
nekapcTBEHHbIX npernapaTtoB  3asBUTENb  OOMOSHUTENbHO  MpeacTaBnseT  pesynbTaTbl  OCYLLECTBIIEHUS
MepOMNpUATUIA B COOTBETCTBUM C NITAHOM YrNpaBneHus puckamu, yTBepXaeHHbIM YNonHOMOYEHHbIM befepanbHbIM
OpraHoM WCMOSMHUTENBHOW BNacTu MNpuU  OCYLLECTBNEHUUM TOCYyOAPCTBEHHOW pPerncTpaumn rnekapcTBeHHOro
npenapata. C 3asBneHvem O MNOATBEPXOEHUN rOCYAapCTBEHHOW perncrpaumm rekapcTBEHHOro mnpenapaTa
3aaBuTENb MNPEACTaBnsaeT KOMUIo [OKyMeHTa, MOATBEepXAdalolero ynnaty rocyapCTBEHHOW MOLUMUHLI 33
NOATBEPXKAEHNE TOCYOapCTBEHHOW perucTpaunm nekapcTBEeHHOro npenaparta, nubo BnpaeBe npeacraBuTb MO
CODOCTBEHHOW WHMUMaTMBE YyKa3aHHbI [OKymMeHT. B cnyyae HenpeactaBneHus yka3aHHOrO [JOKYMeHTa
YMOSTHOMOYEHHbIN (befepanbHbii OpraH MCNOMHWUTENBHOW BAAcTM npoBepsieT hakT ynnaTtbl rocygapCTBEHHON
NOWNMHBLI 3asBUTENeM MOCPEeACTBOM WCMOMNb30BaHUS WHGopMauuy 06 ynnaTe rocyagapCTBEHHOW MOLUMWHLI,
copepxalenca B [ocygapCTBEHHOW WH(OPMaLUOHHON CUCTEME O T[OCYAApPCTBEHHbIX W MyHUUMNANbHbIX
nnarexax, Ha OCHOBaHWW MNPeACcTaBNEeHHON 3asiBUTENeM Konuv [OKyMEHTa, MOoATBepXxaatowero ynnarty
rocygapCTBEHHOMN MOLUNNHBI.

5. B TeyeHne gecatn pabounx OHEW CO OHSA MPUHATUS 3asdBrieHWs O MOATBEPXKAEHWW roCyaapCTBEHHOW
pervcTpauny nekapCTBEHHOro npenaparta U JOKYMEHTOB, COAepXKalLMX pesynbTaTbl MOHUTOPUHIa ApPEKTUBHOCTH
n 6e3onacHOCTN NeKkapCTBEHHOro npenapaTa, NPOBOAMMOrO AepxaTenem unv Bnagensuem perncTpaumoHHOro
yOOCTOBEPEHUS  MEeKapCTBEHHOro  npenapata nMbo  YMONMHOMOYEHHbIM UMW IOPUAMYECKUM  FIMLIOM,
YMONTHOMOYEHHbIN heaepanbHblil OpraH UCMONTHUTENbHOW BNACTU:

1) NpoBOAMT NPOBEPKY MOSTHOTHI CBEAEHWI, COAEpXKaLLUMXCS B NPeACTaBIEHHbIX 3asiBUTENEM JOKYMEHTaX;

2) NpYHMMaeT peLleHne 0 NpoBeaeHMU Unn 06 OoTkase B NPOBEOEHMUN IKCNEPTU3bI OTHOLLEHUS OXMOAEMOW
NoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHNS NEKapCTBEHHOrO Npenapata Ha OCHOBaHUM Pe3yNnbTaTOB MOHUTOPWHIA
adpekTMBHOCTM M Be3onacHOCTU NeKapCTBEHHOrO npenapata, NPOBOAMMOrO JAepXaTenem wunv Bragenbuem
PEerucTpaLmnoHHOrO yAOCTOBEPEHUSI NEeKapCTBEHHOro npenapata nuMbo YNONHOMOYEHHbIM UMW IOpUANYECKNM
nuuom, a Takke deaepanbHblM OpraHOM WCMOMHWUTENbLHOW BNacT B COOTBETCTBUM C TpeboBaHMAMM cTtaTbun 64
HacTosiero deepanbHOro 3akoHa;

3) yBeOoMnseT B SMEKTPOHHOW hopMe UMM NMUCbMEHHOW (hopMe 3asiBUTENST N SKCMEPTHOE YyypexaeHue o
MPUHATOM peLLeHnn NMbo B Cny4vae NpUHATMSA pelleHns 06 0Tkase B NpOBeAEHMN 3KCNepTU3bl yKkasblBaeT NPUYMHbI
Takoro oTkasa.

6. B cnyyae BbISIBEeHUS HeOCTOBEPHOCTUM U (MNM) HeOOCTaTOYHOCTUM WMHGOpMaLuMK, coaepXallencs B
npeacTaBneHHbIX 3asiBUTENEeM [AOKYMEHTax, YNOSIHOMOYEHHbIN defeparbHblid OpraH MCNOMHUTENbHOW BRacTu



HanpaenseT 3asBUTEN0 3anpoc 06 YTOYHEHUM YyKasaHHOW WHdopMaumu. 3anpoc  YNOSHOMOYEHHOro
denepanbHOro opraHa WCMOSIHUTENIbHOW BracTh MOXeT OblTb nepegaH YnoSIHOMOYEHHOMY MNpencTaBUTENio
3asBUTENS NIMYHO MOA PacnMCKy, HanpasrieH Mo MoYTe 3aka3HbIM MMCbMOM MNW NepeaaH B 3rEeKTPOHHOU dopme
Mo TENEeKOMMYHUKALUMOHHBIM KaHanam cBs3u. B criyyae HanpaBneHus 3anpoca ynorHOMOYEHHOro deaepanbHoro
opraHa WCMOMHWUTENbBHOM BNacTu No rno4vTte 3akasHbiM NMUCbMOM OH CYMTAETCs MOMyYeHHbIM MO UCTEYEHUM LLECTU
AHel ¢ AaTbl HanpaBneHUs 3akasHoro nucbMa.

7. 3asButenb 00s3aH nNpeacTaBMTb OTBET Ha 3arnpoc YMNoNHOMOYEHHOro defepanbHOro opraHa
UCMONHUTENBHOW BNacTM B CPOK, He MpeBbllaloWwnii AeBsHOCTa pabounx AHeN co AHA ero nonyyeHus. Cpok,
yKasaHHbIi B 4YacTM 5 HacTosiel cTaTbW, MPUOCTaHaBMMBAETCA CO [OHS HamnpaBrieHUsl 3asiBUTesNio 3anpoca
YMONTHOMOYEHHOTO (hefeparnbHOr0 opraHa MCMOSIHUTENbHOM BNactTu A0 OHS MOSyYeHWs UM COOTBETCTBYHOLLErO
OTBETA W HE Y4YATbIBAETCA TNPU  WCYUACIIEHUWM CPOKa MOATBEPXKAEHWS TOCYAApCTBEHHOM perucTpaumu
nekapcTBEHHOro npenapara.

8. OcHoBaHMeM Ons OTKa3a B MPOBEAEHUN IKCMEPTU3bl OTHOLUEHMS OXWOAEMOW MOSb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUS NEKapCTBEHHOIO NpenapaTa ABnseTcs NpeacTaBeHe JOKYMEHTOB, COAEPXKALLMX pe3yrbTaThl
MOHUTOPUHIa 3 EKTUBHOCTM M BE30MACHOCTU fNIeKapCTBEHHOIO NpenapaTta, U (Mnn) B OTHOLLEHNM BMONOrNYeCcKmX
NEeKapCTBEHHBIX NpenapaToB pe3yfibTaToB OCYLLIECTBIEHMS MEPONPUATUA B COOTBETCTBMM C NIIAHOM YMNpaBrieHns
puckamu, YTBEPXAEHHbIM  YMOSTHOMOYEHHbIM  dedeparibHbiM  OpPraHoOM  UCMOSIHUTENbHOW  BNactu  npwu
OCYLLECTBINEHUN TOCYAapCTBEHHOW perncrTpauumn nekapCTBEHHOrO npenapara, B HEnosiHoM obbeme, OTCyTCTBUE
MHdopMaUmK, NoATBepXKaatoLWwen pakT ynnaTtbl rocygapCTBEHHOM MOLWMHBI 3a NOATBEPXKAEHME rOCyaapCTBEHHOM
pervcTpauny nekapCTBEHHOro npenapara, NMbo HenpeacTaBneHve 3asBUTENEM B yCTaHOBMNEHHbLIV CPOK OTBETa Ha
yKa3aHHbI B 4acTM 6 HacTosiwen cTaTbM 3anpoc YNOMHOMOYEHHOro defepanbHOro opraHa WCMONHUTENbHOMN
BMacTu, a Takke OTCYTCTBME B yKa3aHHbIX JOKYMeHTax MHopMaLumm, KoTopas JOSKHa ObITb B HUX OTpakeHa.

9. 3OkcnepTusa OTHOLIEHUS OXWOAEMOMW MOMb3bl K BO3MOXHOMY PWCKY MPUMEHEHMSI NeKapCTBEHHOMO
npenapaTta B LeNsiX NOATBEPXAEHUS roCyOapCTBEHHOW PeErMcTpauuy fekapCTBEHHOro npenaparta MpoBOAMTCS
KOMWUCCHEN SKCMEPTOB IKCMEPTHOIO YUYPEXOEHNSA B CPOK, HE MPEBbILLAIOLLNA COPOKa paboyumx OHEN.

10. B cnyyae HeOoOCTaTOYHOCTU NpeAcTaBreHHbIX 3KCTMepTy mMaTepuarnoB OnA Aayu 3akmioyeHus aKcrnepT
obpallaeTcs K pyKOBOOAWUTEMO 3KCMEPTHOrO y4YpeaeHWs O npedocTaBrneHMn emy HeobxoOuMbIX MaTepuarnos.
PykoBoauTenb 3KCMEpPTHOrO YyypexaeHust o6pallaeTcs C COOTBETCTBYHOLUMM 3anpocoM B YNONHOMOYEHHbI
denepanbHbIl OpraH UCMOMHUTENBHOW BNacTW, BbiAABLUMA 3a4aHMe Ha NPOBeAEeHWe 3KCNepTU3bl OTHOLLIEHUS!
0oXuaaemMol Morb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWUSI NeKapCTBEHHOro npenapaTta Ha OCHOBaHWKM OOKYMEHTa,
cofepxallero pesynbTaTbl MOHWTOpPUHTa 3hdeKTUBHOCTM U 6e3onacHOCTU NekapcTBeHHOro npenaparta. B
TeYeHune nATU paboumx OHEeW Co OHS MOCTYMEeHUs 3anpoca PyKOBOAMTENS SKCMEPTHOIO YYPEXOEHUs YKa3aHHbIN
(benepanbHbIl OpraH UCMOSTHUTENBHOM BIAaCcT! HanpaBsnsieT 3asiBUTENO 3anpoc O NMpeacTaBieHn HeobxoanMbIX
mMaTepuarnos, KOTOPbI MOXET OblTb NepedaH YNofHOMOYEHHOMY MPEeACTaBUTENIO 3asiBUTENS JIMYHO MOA, Pacrumcky,
HampaBsfneH No MnoyYTe 3akasHbiM MUCbMOM WMNW MepedaH B SMEeKTPOHHOW opMe MO TeneKoMMYHUKaLUOHHBIM
kaHanam cesiau. B cnyyae HanpaeneHuss 3anpoca ynoSfIHOMOYEHHOro deaepanbHOro opraHa MCMONMHUTESbHOM
BMACTM MO MoYTe 3aKa3HbIM NMUCbLMOM OH CYUTAETCS NOMy4YeHHbIM MO UCTEYEHWUM LLECTU AHEN C AaThl HAaNpaBneHus
3aKa3Horo nucema.

11. BasButenb o6si3aH NpeacTaBUTb OTBET Ha 3anpoc  YMNOMHOMOYEHHOro doefeparnbHOro opraHa
WCMNOMHMTENBHOW BNAcT B CPOK, HE MPEBbLILIAKLWNA LUECTUAECATN paboyumx OHEWN CO AHSA MOSyYeHUs YKa3aHHOro
3anpoca. YNosiHOMOYeHHbIM doefeparbHblil OpraH UCMOMNHUTENBHON BNAacTW, BbldaBLUMIA 3adaHne Ha npoBegeHue
9KCMEepPTM3bl OTHOLLEHUSA OXMAAEMOWN NOMb3bl K BO3MOXHOMY PUCKY MPMMEHEHWS NeKapCTBEHHOro npenapara Ha
OCHOBaHUM OOKYMEHTa, coAepkallero pesynbTaTtbl MOHUTOpUMHra 3@EKTMBHOCTM U 6e30macHOCTU
NeKapCTBEHHOrO npenapaTta, B Te4YeHne Nat paboumx gHer co AHA NOCTYNNeHus OT 3asBUTENs OTBETA Ha 3anpoc
YMOSTHOMOYEHHOro dhedepanbHOro opraHa WCMNOMHUTENbHOW BMAcTM HanpaensdeT 3TOT OTBET B 3KCMEepTHOe
yupexaeHue. B cnyyae HenpeacTtaBneHus No UCTEYEHUU LecTuaecaTn pabouymx AHer 3asBuTenem oTBeTa Ha
yKa3aHHbIA 3anpoc YNOSIHOMOYEHHbIN hbeaepanbHbIi OpraH WUCNOMHUTENBHOW BNAcTW, BblAABLUMIK 3aJaHWe Ha
npoBeLeHMEe IKCNEePTU3bl OTHOLLIEHUSI OXMAAEMOW MOMNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NEeKapCTBEHHOro
npenapaTta Ha OCHOBaHUN OOKYMEHTa, COAepXKaLlero pesynbTaTbl MOHUTOPUHra adhpeKTUBHOCTM N Ge3onacHoCTH
NeKkapCcTBEHHOro NpenapaTta, B TeYeHue NSTu padounx AHEN HanpaBrsieT B 9KCNEPTHOE yUYpeXaeHne yBeJoMITeEHNE
O HenpeacTaBneHUU 3asBUTENEeM OTBETa Ha 3anpoc ykasaHHOro opraHa. Bpemsi co gHA HanpasneHus 3anpoca
9KCMEPTHOrO yyYpexaeHns B yNONMHOMOYEHHbIN befeparnbHbli OpraH MCMONTHUTENBHOW BNACTW OO OHSA MOMyYeHus
3KCMEPTHbIM y4pexaeHneM OoTBeTa Ha 3anpoc WM yBEAOMIIEHUS O HenpeacTaBfeHWyW OTBeTa Ha 3anpoc He
YUUTBIBAETCA MPU UCHUCIIEHNN CPOKa NPOBEAEHMST 3KCMEPTU3bl OTHOLLEHWS OXMAAeMOW MONb3bl K BO3MOXHOMY
PUCKY MpPUMEHEHUS TEeKapCTBEHHOro npenaparta Ha OCHOBaHWM OOKyMEHTa, CoAepallero pesynbTathbl
MOHUTOPMHra ahpeKkTMBHOCTM U 6e30NacHOCTM NieKapCTBEHHOrO npenapara.



12. B cpok, He NpeBbiWaLWni ecaTn pabodnx gHewn CO OHS MOMyYeHUs 3aKMioYeHUs KOMUCCUMUN 3KCMEPTOB
no pesynbTaTtam 3KCMepPTU3bl OTHOLLEHUSA OXXMAAEMOWN NOMb3bl K BO3MOXHOMY PUCKY NPMMEHEHWST NeKapCTBEHHOIO
npenapaTa, COOTBETCTBYHOLLUIN YNONIHOMOYEHHbIN doefepanbHbli OpraH MCNOSHUTENbHOM BRacTu:

1) ocyLlecTBNSET OLEHKY 3TOro 3akniveHus Ans onpeaeneHnst ero COOTBETCTBUSA 3ajaHU0 Ha NpoBeeHne
yKa3aHHOW 3KCnepTu3bl;

2) NpMHMMaeT peLUeHne O NMoATBEPXKAEHUN rOCYyAapCTBEHHON perncTpaumm NnekapcTBEHHOrO npenapaTa unm
06 oTKase B NOATBEPKAEHUM rOCYAAPCTBEHHOMN PErMcTpaummn ekapCcTBEHHOro npenapara;

3) BHOCUT MpU MNPUHATUN pelleHna O noarBepXOeHun Focyﬂ,apCTBeHHOﬁ pernctpaunm nekapcrBeHHOoro
npenapara csBegeHunsa B FocyﬂapCTBeHHbllz peecTp nekapCTBeHHbIX CpeaACTB U BbloaeT 3aAaABUTEIO 6eccpquoe
perncTtpaumMoHHOe yaoctoBepeHumne nekapCTtBeHHOro npenapara.

13. OcHoBaHvneM A oTKasa B NOATBEPXAEHUM rocygapCTBEHHON perncTpaumm nekapCcTBeHHOro npenapaTa
ABMAETCA peLleHne COOTBETCTBYIOLEro YNOMHOMOYEHHOro dheaepanbHOro opraHa UCNoMHUTENBHOW BNacTn O TOM,
YTO PUCK MPUYMHEHWs Bpeda 300POBbI0 4YerioBeka WM XKMBOTHOMO BCMNEACTBME Mpuema  NeKkapCTBEHHOro
npenapaTta npeBsbiwaeT 3PHEKTUBHOCTL €ro NPUMEHEHUS.

14. B nepvioq npoBedeHUsi Mnpolenypbl NOATBEPXXOEHUS! rOCyAapCTBEHHOW perucTpauuu NekapcTBEHHOMo
npenapara ero obpatieHue B Poccuiickoin degepauunm He NproOCTaHaBIMBAETCS.

15. JonyckaeTca obpalleHne nekapcTBEHHbIX NpenapaTtoB AMs MEOULUHCKOTO MPUMEHEHMS 0O UCTEYEeHUS
Cpoka FOQHOCTW, MPOU3BEAEeHHbIX B TeYeHMe cTa BOCbMUOECHATM KaneHdapHblX OHeW Mnocne AaTtbl MPUHATUS
YMONMHOMOYEHHbIM  doeeparnbHblM ~ OpraHOM  UCMONHUTENbHOM  BNacT  pelleHMs O  NoATBepXOeHuu
rocygapCTBEHHOM — perncrtpauum, B COOTBETCTBMM C  WMHGOpPMauMeRn, cogepxkalwencs B LOKYMEeHTax
PErMcTPaLMOHHOIO AOChE Ha NEKAPCTBEHHLIN NpenapaT 40 AaTbl NPUHSTUS TAKOTO PELUEHUS.

Cratbsn 30. BHeceHune u3MeHEeHMN B [AOKYMEHTbl, cofepXKaluecsi B PerucTtpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN
JNleKapCTBeHHbIW NpenaparT Ans MeaAULMUHCKOro NpuMeHeHus

1. B uensax BHeECEHWsT M3MEHEHUN B [OOKYMEHTbl, coepXaliMecss B PEermcTtpauuoHHOM [JOCbe Ha
3aperncTpupoBaHHbIN NeKapCTBEeHHbIM npenapaTt Ans MeaWUMHCKOro NpUMEHeHWs, AepxaTtenb unu Bnageney,
perMcTpaumoHHOro yaoCcTOBEPEHMS NEKapCTBEHHOMO npenapaTta unu yrnofiHOMOYEHHOe MM Apyroe opuandeckoe
nuuo (ganee B HacTosiLLeW cTaTbe - 3asgBUTENb) NPEeAcTaBnsAeT B YMNOMHOMOYEHHbIN beaepanbHbld opraH
WCNOSNTHUTENBLHOM BNacTy 3asiBfieHWe O BHECEHUUN TakMX U3MEHEHUIN No hopme, YCTaHOBNEHHON YNONMHOMOYEHHbIM
hbenepanbHbIM OPraHoOM UCMOSTHUTENBHOM BNACTH, U NPUNOXEHHbIE K HEMY U3MEHEHUS B YKa3aHHbIE AOKYMEHThI, a
Takke [OOKYMEHTbl, noaTBepXaalolme HeOoOXOAMMOCTb BHECEHWUs] TakMx u3aMeHeHun. [pu HeobxoaMmocTu
BHECEHUS] M3MEHEHUWN B [OOKYMEHTbl PErmcTpalMoHHOrO [OCbE Ha 3apermcTpUpPOBaHHbLIA  FIEKAPCTBEHHbIV
npenapat, TpebyLwmx NpoBeAeHNs] IKCMEPTU3bl KayecTBa feKapCTBEHHbIX CPeacTB W (Mnn) 3KCnepTu3bl
OTHOLUEHUSI OXWOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHWUs JleKapCTBEHHOro npenaparta Ans
MEOULMHCKOTO NPUMEHEHWS, 3asiBUTENb AOMOMHMTENBHO NPEACTaBNSAET B YNOJIHOMOYEHHbIV beepanbHbIi opraH
WNCMNOMHUTENBHOMN BNAcTU KOMUIO JIMLEH3UN Ha Npon3BOACTBO J1IeKapCTBEHHbIX CpeacTB Ui KONUKO 3aKrnk4veHnda o
COOTBETCTBUM MNMponsBoanTena NnekapCTtBeHHbIX CpencTts TpGﬁOBaHVIFIM npasun Ha,u,nemau.l.eﬁ I'IpOI/ISBO.lJ.CTBeHHOVI
NpakTUKK1, BblAaHHbIE YMNOMHOMOYEHHbIM ddedeparibHblM OpraHoM WCMOMHUTENbHOW BMRAcTW, B Cry4vae, ecnu
Npon3BOACTBO NEKapCTBEHHOrO npenaparta ocylectensaetca B Poccuiickon ®egepaunm, nubo konuo BblaaHHON
YMOSTHOMOYEHHbLIM OPraHoOM CTPaHbl NPOU3BOAUTENS NMULEH3UM Ha NPOU3BOACTBO NEKAPCTBEHHOIO NpenapaTta u ee
nepeBod Ha PYCCKUN A3bIK, 3aBEPEHHble B YCTAHOBMIEHHOM MOPSAKe, U KOMWUKO 3aKMioYeHUs O COOTBETCTBUM
Npon3BOAMTENS] NEKAPCTBEHHbLIX CpeacTB TpeboBaHUSIM MpaBunl Hagnexallen NpOWM3BOLACTBEHHOW MNPaKTUKW,
BbIJAHHOIO YNOMMHOMOYEHHbIM (hefiepanbHbIM OpraHoM UCMOMHUTENBHOW BNAacTW, B Cry4Yae, ecnn Npou3BOLCTBO
NeKapCTBEHHOIoO Mpenapata ocyllecTBnseTcsa 3a npegenamu Poccuickon ®epepauun. MNpuHATME pelueHust o
BHECEHUN M3MEHEeHMN unn o6 OTKa3e B UX BHECEHUWM OCYLLECTBMNSETCA B Cryvyae HeoOXOoMMOCTU MpOBEAEHUS
9KCMEepTM3bl KayecTBa JIEKAapCTBEHHbIX CPEeACTB M (MNM) 3KCMEepTU3bl OTHOLUEHWS OXMOAEMOW Monb3bl K
BO3MOXHOMY PUCKY MNPUMMEHEHWsi NEeKapCTBEHHOro npenaparta Ans MeOWMUWHCKOro MNPUMEHEHWUst B CpPOK, He
npesbiWaoLWwmi geBsaHocTa pabounx AHEN, a B OCTarbHbIX Crydasx B CPOK, He MpeBbilatowmi Tpuguatm pabo4umx
p,HeI7I CO OHA NpUHATUA YNOJTHOMOYEHHbIM cpe,u,epaanblM OopraHom WCMOMNHUTENbHON BNacTu 3asiBNEHUsi O
BHECEHUW TaKUX U3MEHEHWN.

(yacTb 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. SKcnepTwsa NeKapCTBEHHbIX CpeaCTB B 4aCTW 3KCMNEpPTU3bl Ka4yeCTBa J1eKapCTBEHHOIO cpeacrtea u (VIJ'IVI)
9KCNEPTU3bl OTHOLLEHUA OXngaemon nosnb3bl K BO3MOXHOMY PUCKY NPUMEHEHNA JNIEKapCTBEHHOIO npenapara anad
MeONUMHCKOIro npuMeHeHuda npoBoguTCcA B Cllydae BHECEeHUdA N3MEHEHNN B OOKYMEHTbI, coepialunecqa B



PerncTpaunoHHOM JOChE Ha 3aperMcTpMpPOBaHHbINA NIEKAPCTBEHHbLIV NMpenapar, B OTHOLLEHWUN:
1) cBeAeHUI, yKa3aHHbIX B MHCTPYKLMM NO MEAULMHCKOMY NPUMEHEHUIO NTEKAapCTBEHHOrO NpenaparTa:

a) JleKapcTBeHHasn cbopma C yKa3aHuem HanMeHOBaHWI N KONMYECTBEHHOMO CoCTaBa ﬂeVICTByIOLLLMX BellecTB
N KavyeCTBEHHOro cocCrtaBa BChNoMoratesibHbiX BeLlleCTB (I'Ipl/l HeobXxooMMOCTN  KOJNIMYECTBEHHOIO COCTaBa
BCnomoraTesibHbIX BeLIJ,eCTB);

0) dapmakoguHamuka W apMaKOKMHETUKA (3a MWCKIoYeHNEM apMaKOKMHETUKN TFOMEeonaTu4ecknx
nekapCTBEHHbIX NpenapaToB 1 pacTUTENbHbIX NeKapCTBEHHbIX NpenapaTos);

B) NokasaHusi Ans NpUMeHEeHUs;
r) NPOTUBONOKAa3aHWUs Ans NPUMEHEHUS;
[) Mepbl NPeoCTOPOXHOCTU NPU NPUMEHEHUN;

€) ykasaHue BO3MOXHOCTM M 0COBEeHHOCTEel MpUMEHeHWs NeKapCTBEHHOro npenaparta Ans MeaUUMHCKOro
NpUMeHeHNs 6epeMeHHbIMU KEeHLLMHAMM, XEHLLMHAMW B NEepUoA rpyaHOro BCKapMUBaHuUA, OeTbMU, B3POCTbIMU,
MMEILLMMUN XpoHUYeCKne 3abonesaHuns;

)K) pexummMm Oo3npoBaHnA, cnocobbl BBeAEHUS1 U NpUMEHEeHUA, Mnpun HeobxoaMMocTH BpemMAa npunema
NeKapCTBEHHOro npenapara, NpoAoJIKUTESNTbHOCTb JIe4eHUdA, B TOM 4Hucne 'y neTen o 1 nocne ogHoro roaa;

3) BO3MOXHble NOOOYHbIe p,elzCTBI/IFl N HeXenatelbHble peakuun npn npmMeHeHun nekapcCTtBeHHOro
npenaparTa;

1) CUMNTOMbI NepPeao3NPOBKN, MEPBI MO OKasaHWIo MOMOLLM NPy Nepeao3npoBKE;
K) B3aumogewncTeue ¢ ApyrMMuy nekapCTBEHHbIMW NpenapaTtaMu 1 (Mnun) NULLEeBbIMU NPOAYKTaMu;
n) dopMbl BbiNyCKa NekapCTBEHHOro npenapara;

M) ykasaHue (mpu HeobxoammMocTM) OCOBEHHOCTEN OEeNCTBMS JEeKapCTBEHHOrO npenapaTta npyv MnepBoM
NpUeMe unu npu ero OTMeHE;

H) cBegeHnda O BO3MOXHOM BJIMAHUM NeKapCTBEHHOro npenaparta gna MeguunHCKOro npmMmeHeHua Ha
cnocoBHOCTb ynpaendaTtb TPAHCNOPTHbLIMKU CpeacTBaMu, MexaHn3mamu;

0) CPOK FOAHOCTM U yKasaHue Ha 3anpeT MPUMEHEHWS FIeKapCTBEHHOro npenaparta Mo MUCTeYeHuMM cpoka
rogHoCTu;

n) YCNOBUSI XpaHEHWS;

p) yCnoBus OTMycKa;

2) cocTaBa NekapCTBEHHOro npenapara ansg MeauuUuHCKOro NpuMeHeHus;

3) M3MEHeHMs1 MecTa NPOU3BOACTBA NeKapCTBEHHOIO NpenapaTa Anst MEAUUMHCKOrO NPUMEHEHUS;

4) n3mMeHeHUs nokasaTernen KayecTBa NekapCTBEHHOro npenapaTa ons MeauLMHCKOrO NMpUMeEHeHUs u (Mnm)
MEeTOO0B KOHTPOJIsi Ka4ecTBa NIekapCTBEHHOMO npenapara Anst MeAULMHCKOrO NPUMEHEHNS;

5) N3MEHEHNA CpOKa rogHOCTK JieKapCTBEHHOIO npenapata anda MeanumnHCKOro npuMeHeHuns;

6) cBeaeHui 0 HEOBXOOUMOCTU BHECEHUST UHBIX U3MEHEHWI B MHCTPYKLMIO NO MEOULMNHCKOMY NMPUMEHEHUIO
NEeKapCTBEHHOrO npenapaTta, a Takke B MWHble [OKYMEHTbIl, COAepXalMecs B pPerMcTpauMoHHOM JOCbe Ha
3aperncTpupoBaHHbIN NIEKapCTBEHHbIA npenapat. [lpy 3TOM pelleHMe O NPOBEAEHMM 3SKCMEPTU3bl KadecTBa
NEeKapCTBEHHbIX CPeAcTB M (Mnn) aKCnepTU3bl OTHOLLEHUS OXMUAAEMOW MOJb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI
NeKapCTBEHHOro npenaparta Ansg MeAULUUHCKOrO NPUMEHEHUS MPUHUMAaETCAa B COOTBETCTBUWM C YTBEPXKOEHHOM
YNOMHOMOYEHHbIM dhefeparibHbiM OpraHOM MCMOMHUTENbBHOM BNacTu Knaccudukaunen mMaMeHeHun, BHOCUMbIX B
OOKYMEHTbI, coaepallmecs B permcTpaumoHHOM 40Cbe Ha 3aperncTpupoBaHHbIv NeKapcTBEHHbIN npenapar.
(4acTb 2 B peq. PefepanbHoro 3akoHa ot 22.12.2014 N 429-03)



3. C 3asBneHnemM o BHECEHUW U3MEHEHWN B AOKYMEHTbl, coAepalimecs B pPerucTpaumMoHHOM JOCbe Ha
3aperncTpupoBaHHbIA MeKapcTBEHHbIM npenapat Ans MEeAUMLUHCKOrO NPUMEHEHWs, Hapsay C OOKyMeHTamu,
yKasaHHbIMM B 4acTu 1 HacToslen ctaTbW, 3asBuTenb NPEeACTaBnseT KOMMU AOKYMEHTOB, NOATBEPXKAALLMX
ynnarty rocyAapCTBEHHOW MOLUMWHbI 38 BHECEHWE B OOKYMEHTbI, coAepXalimecs B perncTpaumMoHHOM AOCbe Ha
3aperucTpupoBaHHbLIN NeKapCTBEHHbIM npenapaTt Ang MeOUUMHCKOrO NPUMEHEHWUS, W3MEHeHWW, Tpebyowmnx
NpOBEeAEHNSA 3KCMEePTU3bl NEKapPCTBEHHbIX CPEeACTB B YACTU 3KCNEepTU3bl KavyecTBa NEeKapCTBEHHOIO CPeacTsa U
(Mnn) aKcnepTU3bl OTHOLLEHUS OXXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUSI NeKapCTBEHHOMo npenapaTa
ANS MeOWUMHCKOrO NPUMEHEHUs, rocydapCTBEHHOW MOLWMMHBLI 3a BHECEHWe B [OKYMEHTbI, cogepXawmecs B
perncTpaumoHHOM [0Cbe Ha 3aperucTpupoBaHHLIA NEKapCTBEHHLIN npenapaTt Ans MeguUUMHCKOro MpUMeHeHus,
N3MeHeHU, He TpebyloLwux NpoBeaeHMs KCMepTU3bl NeKapCTBEHHOrO CpeacTsa, NMbo BnpaBe MpeacTaBuTb NO
COBCTBEHHOW WHMUMATMBE YKasaHHble [AOKyMeHTbl. B cnyyae wx HenpeactaBneHusi YMNONHOMOYEHHbIN
denepanbHbI OpraH MCNOMHUTENBHOW BNAacTu nposepsieT dakT ynnaTtbl roCy4apCTBEHHbIX MOLMAWH 3asBuUTenem
MoCpeacTBOM  UCMONb3oBaHuA UMHMOpMaumm o6 ynnate rocygapCTBEHHbIX MOLWNWMH, COoAepXallencs B
locynapcTBeHHOM MHOPMAaLMOHHON CUCTEME O roCyAapCTBEHHbLIX U MyHULMNAnbHbIX MraTexax, Ha OCHOBaHUK
npeacTaBneHHbIX 3asBUTenem Konmin AOKyMEeHTOB, NOATBEPKAAOLMX YNNaTy rocyAapCTBEHHOW NOLUMWHBI.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. B TeuyeHune pecatu pa6qux OHen co AH4 NOCTynneHnA YyKa3aHHONo B 4acTu 1 HacTosien cTaTbh
3as1BNeHNss 1 He0bBXOAMMBIX LOOKYMEHTOB yI'IOJ'IHOMO‘-IeHHbIl7I (beﬂ,epa]'leblVl opraH NCMNONHUTENbHON BNacTu:

1) nNpoBOAMT NpPOBEPKY MONHOTbI M [OCTOBEPHOCTU CBEAEHWNA, COAEPXalUMXCA B NPELCTaBIEHHbIX
3asBuTENEM martepuanax;

2) NnpMHAMaeT peweHne O npoBedeHUN YKa3aHHblIX B 4acCTu 2 HacTosiwen cratbu COOTBETCTBYHOLLNX
9QKCNepPTnU3 NNIeKkapCTBeEHHOIo cpeacrtea umn 00 oTKase B ux npoBeaeHnu,

3) yBegoMnNsAeT B 3NEKTPOHHOW MU NMUCbLMEHHOW hopMe 3asiBUTENSA O MPUHATOM pEeLUeHUun unn B crydae
MPUHATUA pelleHns 06 oTka3e B NpOBeAEHMN COOTBETCTBYHOLLEN IKCNEPTU3bl C Yyka3aHUeM NPUYMH Takoro oTkasa.
(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cny4yae BbISIBNIEHN HeJOCTOBEPHOCTU CBEOEHWUI, coaepXallMxcs B MpeAcTaBfeHHbIX 3asiBuTenem
mMaTtepuanax, YNnomHOMOYEHHbIN heaepanbHbIi OpraH UCMONMHUTENBHON BNacTW HamnpasnsieT 3asBUTEN0 3anpoc
00 YTOUYHEHWUM yKasaHHbIX cBegeHun. [aHHbI 3anpoc MoXeT ObiTb nepegaH YNnoriHOMOYEHHOMY MpeacTaBuTEnNto
3a8BUTENS JIMYHO NOA PacnuMCKy, HampaBrieH No NnoyTe 3akasHbIM NMCbMOM WKW NepefaH B 3NEeKTPOHHOW dopme
Mo TEenNeKOMMYHWKAUMOHHBbIM KaHanam CBs3W. B cnyvae HanpaBneHus AaHHOrO 3anpoca Mo MoyTe 3akasHbIM
NMMCbMOM OH CYMTAETCS MOMYyYEHHbIM MO UCTEYEHWUW LIECTU AHEWN C AaTbl HAanNpaBneHWs 3aka3Horo NUcbma.

(yacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

4.2. 3asButenb o06s3aH npeAcTaBUTb OTBET Ha 3anpoc YMNOfIHOMOYEHHOro dedepanbHOro opraHa
NCMONHWUTENBbHON BRacTu B CPOK, HE MpPeBbIWAWMA AeBsHOCTA pabounx AHeM CO AHSA NOfyyYeHusl AaHHOro
3anpoca. Cpok, ykasaHHbIN B 4acTu 4 HacTosILen CTaTby, MPUOCTaHABNMBAETCA CO OHSI HanpaBeHUs 3asaBuTento
3anpoca ynorHoOMoYeHHoro dedepanbHOro opraHa MCNOMHUTENbHOW BNAacTu A0 AHA MONyYeHus MM oTBeTa Ha
OaHHBIN 3anNpoC M He YYUTbIBAETCA MPU MCYUCIIEHWM CPOKa MNPUHATUS PEeLUeHWs O BHECEHUU W3MEHEHUN B
AOKYMEHTbI, coAepXalumecs B perucTpaumoHHOM JOCbe Ha 3apermcTpuMpoBaHHbIN feKapCTBEHHbIW npenapar ans
MEeOULMHCKOrO NPUMEHEHUS.

(vacTb 4.2 BBegeHa depepanbHbiM 3akoHOM 0T 25.11.2013 N 317-93)

5. OcHoBaHueM Ansi oTkasa B NPOBeAEHUMN yKa3aHHbIX B 4acTW 2 HaCTOsLLeN CTaTbu 3KCMepTU3 sBMsieTcs
npeacTaBrneHne LOOKYMEHTOB, MEepeyvucrieHHblXx B 4YacTax 1 M 3 HacToslen craTbu, B HEMNorHoM obbeme,
HenpeacTaBneHne 3asBUTENEM B YCTAHOBIIEHHbIA CPOK OTBETA HA yKa3aHHbIM B 4acTu 4.1 HacTosLwen crtaTbu
3anpoc  YrnorHOMOYEeHHOro dedepanbHOro opraHa WCMOMHWTENbHOW BRAAcTW, a Tawkke OTCYTCTBME B
npeacTaBneHHbIX AOKYMEeHTax AOCTaTOYHbIX CBEAEHUM, NOATBEPKAAKLLMX HEOOXOANMOCTbL BHECEHUS U3MEHEHWN,
nnu oTcyTCTBUE MHOPMaLMK, NOATBEPXAAtoLWen dakT ynnaTbl roCyAapCTBEHHbIX MOLWVH, YKa3aHHbIX B Yactun 3
HacTosLLEN CTaTbw.

(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

6. YkazaHHble B YacTu 2 HacTosLen cTaTbM IKCNEepTU3bl NPOBOAATCA B MOPSAKe, YCTAHOBIEHHOM CTaTbewn
23 HacTosiwero ®egepanbHOro 3akoHa.

7. B cpok, He npeBbillaloLlWLmii 4ecAT pabounx QHEN Co OHSA NOMyYeHUs 3aKMOYEeHUN KOMUCCUIA SKCNEPTOB MO
pesynbTataMm YKa3aHHbIX B 4acTW 2 HaACTOSLWEW cTaTbu 3KCNepTus, YNONIHOMOYEHHbIN defepanbHbld opraH



NCMNONHUTENBHON BRacTu:
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) NnpUHUMaeET pelleHne o BHeCeHun N3MEHEHUI B LOOKYMEHTbI, coepxalinecda B peructpaunoHHOM 0Cbe
Ha 3apeFI/ICTpI/IpOBaHHbIl71 ﬂeKapCTBEHHbIVI npenapat ona MeguumMHCKOro npuMeHeHusa, nnn 00 oTkase BO BHECEHMM
TakKUX U3MEHEHWUI;

2) BHOCWUT B TOCYdapCTBEHHbIN PEEecTp JIeKapCTBEHHbIX CPEACTB Ha OCHOBAaHWM PELUEHUS O BHECEHWU
M3MEHEHU B JOKYMEHTbI, COAepKalUMecs B PErmcTpaLnMoHHOM [OCbe Ha 3aperucTpypOBaHHbIN NEKapCTBEHHbI
npenapar assi MeAULIMHCKOIro NPUMEHEHUS!, HEOOXOAMMbIE U3MEHEHMS U BO3BPALLAeT UX 3asiBUTENIO;

3) BblgaeT 3asiBUTEN0 HOBOE perncrpauuoHHOe YAOCTOBEPEHME IeKapCTBEHHOrO Mpenapata B cryyae
N3MEeHeHNs CBeAEeHWI, COAEPKALLMXCS B HEM.
(n. 3 BBeaeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8. OcHoBaHWeM [Af1sl OTKasa BO BHECEHUM U3MEHEHWIA B LOKYMEHTbI, cCodepKalimecs B pernctpauvoHHOM
[OCbe Ha 3apernMcTpvpoBaHHbIA JleKapCTBEHHbIM npenapaT AN MEeAUUMHCKOrO MNPUMEHEHUs, SsIBRsieTcs
3akftodeHe YNomHOMOYEHHOro dheaeparnbHOr0 OpraHa WCMOMHUTENbHOW BRACTM O BO3MOXHOCTM CHUXKEHMS
6e3onacHoCTU, kayecTBa, 3HEKTUBHOCTY NEKAPCTBEHHOIO CPEACTBA B Cry4Yae BHECEHUS TAKUX U3MEHEHUN.

9. [lonyckaeTcs obpalleHne NeKkapCTBEHHbIX MpenapaToB AN MEAMLMHCKOrO MPUMEHEHMUSI OO UCTEYEHUS
Cpoka rogHOCTW, NPOM3BEAEHHbIX B TEYEHME CTa BOCBMUOECATU OHEN nocne AaTbl NPUHATUS YNONHOMOYEHHbLIM
denepanbHbIM OpraHoOM UCMONMHUTENBHOM BNACTU peLLEHUS O BHECEHUMN M3MEHEHMUI B JOKYMEHTbI, coAepXKalimecs
B PErncTpauMoHHOM J0Cbe, B COOTBETCTBUM C MHOpMaUMEN, COaepKallencs B JOKYMEHTaX permcTpaumoHHOro
00Cbe Ha fnekapCTBEHHbI NpenapaT Ao AaTbl NPUHATUS TAKOro peLLeHns.

(vacTb 9 B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratbsi 31. BHeceHue usmeHeHun B AOKYMEHTbI, coepXxaluecsa B peructpayuoHHoOmMm p[oCbe Ha 3aperMchMpoBaHHblﬁ
ﬂeKapCTBeHHblﬁ npenapart Ansa BeTepuHapHoro npuMmeHeHus

1. B uensx BHeCEHMS W3MEHEHWA B [AOKYMEHThbl, COAepXallMecss B PEerncrpaluMoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NIEKApCTBEHHbIN NpenapaTt Afis BETEPMHAPHOIO NMPUMEHEHWs, AepXaTenb Unu Bnagenew
pPerncTpaumoHHOro yaoCTOBEPEHUST NIEKAPCTBEHHONO npenapaTta WM YrnosIHOMOYEHHOEe UM Apyroe Hpuanyeckoe
niuo (ganee B HacTosiLLEN cTaTbe - 3asdBUTENb) NPEACTaBnseT B YMNOMHOMOYEHHbIN deaepanbHbii opraH
NCNOSTHUTENBHOM BRAacTh 3asiBlIEHNE O BHECEHUUN TAKMX M3MEHEHUIN No hopme, YCTAaHOBNEHHON YNONMHOMOYEHHbBIM
henepanbHbiM OpraHoOM MUCMOSTHUTENBHOM BACTU, U NPUINOXEHHbIE K HEMY M3MEHEHUS B YKa3aHHbIE JOKYMEHThI, a
Takke AOOKYMEHTbl, NnoaTBepXaawlime HeobXoOUMOCTb BHECEHWSA Takux W3MeHeHun. [lpuHaTue pelueHust o
BHECEHUM Takux U3MeHeHun nnun ob oTkase B MX BHECEHUU OCYLLIECTBSIETCS B CPOK, HE NMpeBbillatoLLni AeBSHOCTa
paboumx AHen co OHSA NPUHATUSA YNOMHOMOYEHHbIM beeparnbHbIM OpraHoM UCMONHUTENBHOW BNacTu 3asdBneHus
0 BHECEHUWN TaKNUX U3MEHEHUN.

(B pea. PegepansHoro 3akoHa oT 13.07.2015 N 241-93)

2. B cnyyae BHeCeHWs W3MEHEHWN B [AOKYMEHTbl, COAepXaluMecs B pPerncrpauumoHHOM [ocbe Ha
3aperncTpupoBaHHbIN feKapCTBEHHbLIN npenapaTt AN BETEPUHAPHOro MNPUMEHEHWsl, B OTHOLLUEHUW CBEAEHWUHN,
yKasdaHHbIX B nmognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkTa 7 yactn 3 ctatbu 17 HacToswero PegepanbHOro
3aKoHa, M3MEHeHVs U (Mnu) AONOMHEHUA NPOU3BOACTBEHHOW NMOLWAAKN NeKapCTBEHHOIO CPeAcTBa, a Takke B
cryyae M3MeHeHUs nokasaTernen kavyecTsa fekapCcTBEHHOro npenapaTa Ans BeTePUMHAPHOro NpUMeHeHns n (Mnum)
METO[0B KOHTPONA KadyecTBa JieKapCTBEHHOro npenaparta Ans BeTepuHapHOro npUMEHEeHWs MpoBoAUTCA
9KCnepTn3a NekapCTBEHHOro cpeacTBa Ans BeTepuHapHOro npuMeHeHusi. B cnyyae HeobxooumocTu BHeceHwus
WHBIX W3MEHEHUN B [OKYMEHTbl, codepxalimecss B PerucTpauMoHHOM [OCbe Ha 3aperucTpupoBaHHbIN
nekapCcTBEHHbIN npenapat A1 BeTEepUMHApPHOro MNPUMEHEHWs, 3KCnepTu3a NekapCTBEHHOro cpeacrsa  Ans
BETEPUHaPHOro NpMMeHeHUs He NPOBOANTCS.

(B pea. PegepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. C 3asBMNeHNEM O BHECEHWM M3MEHEHMN B JOKYMEHTbl, COAEPXKAaLLUMECs B PErMcTpauMOHHOM [OCbe Ha
3apErMcTpUPOBaHHbLIN NIEKAPCTBEHHbIM MNpenapaT ONs BETEePUHApPHOro MNPUMEHEHUs, Hapsidy C LOKYMeHTamu,
ykasaHHbIMM B 4acTu 1 HacToswen cTaTbW, NpPeacTaBnsoTCA [OOKYMEHTbl, MNOATBEpXAawolwme ynnaTy
rocy0apCTBEHHOM MOLWWMMHbI 3a BHECEHME B [OKYMEHTbI, cofepXaliuecs B PEerMcTpauMoHHOM [OCbe Ha
3apErMCcTPUPOBaHHbIA NEKAPCTBEHHLIN MpenapaT AN BeTEePUMHAPHOrO MNPUMEHEHUS, U3MEHEHWI, TpeOdyoLwmx
NMPOBEAEHUS 3KCMEPTU3bl FEKAPCTBEHHOIO CPeAcTBa AN BETEPUHAPHOTO MPUMEHEHUS, UM WU3MEHEHUN, He
TpebyoLWmx NpoBeaeHWsT SKCNEPTU3bl NEKAPCTBEHHOIO CPEACTBA A1t BETEPUHAPHOIO NPUMEHEHUS.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)



4. B cpok, He npeBbiaoLWmi gecatn paboymx gHen co OHSA NOCTYMNNEHNsT yKa3aHHOro B YacTu 1 HacTosiLen
cTaTby 3asBMEHWST U HEOOXOAMMBIX [AOKYMEHTOB, YMOSIHOMOYEHHbIN diefeparnbHbii OpraH WCNONHUTENbHON
BNacTu:

1) npoBOAUT MPOBEPKY MOJIHOTbI M OOCTOBEPHOCTU cBegeHun, coaepxawmxca B npeactaBlieHHbIX
3adaBuTenemMm JOKyMeHTax;

2) MpVHYMaeT pelleHWe O TMPOBEedEeHVMU 3KCMEepTU3bl JIeKapCTBEHHOrO CpeacTBa AfI BETEepPUHaPHOro
npuMeHeHus1 unn o6 oTkase B ee NPOBEAEHUU;

3) yBeOoMnsieT B NMMCbMEHHON (hopMe 3asiBUTENS O MPUHATOM PeLLEHUN UMK B criydae NPUHATUSA peLleHust
06 OTkase B MpPOBEAEHUN IKCMEepPTU3bl NEKapCTBEHHOIO CpeacTBa AN BETEPUHAPHOIO NPUMEHEHUS C yKa3aHnem
NPUYMH TaKOro oTKasa.

5. OcHoBaHveM AN OTKasa B NPOBEOEHWM 3KCNepTU3bl NEKapCTBEHHOro CpeacTBa ONs BEeTepUHapHOro
NPUMEHEHUS ABMSETCA NPeACcTaBreHe AOKYMEHTOB, yka3aHHbIX B YacTax 1 1 3 HacTosLen cTaTbu, B HEMOSTHOM
obbemMe WunM OTCYTCTBME B MpeAcTaBreHHbIX [AOKYMEHTax [OOCTaTOYHbIX CBeAEeHWI, MoATBepKAaroLmx
HeOoBX0AMMOCTb BHECEHUS U3MEHEHWIA.

6. 3kcnepTur3a nekapcTBEHHOro CPpeacTBa AN BETEPMHAPHOIO NPUMEHEHUS B LIENSX BHECEHWSI UBMEHEHWIA B
OOKYMEHTbI, coepXallnecs B permcTpaumoHHOM JOCke Ha 3aperMcTpuMpOBaHHLIN fiekapcTBEHHbIA npenapat ans
BETEPVHAPHOrO MNPUMEHEHUs,, OCYLLECTBMsieTcA B MNOpsidke, YCTAHOBMEHHOM cTaTbell 24 HacTosLLero
depepanbHOro 3akoHa.

6.1.B CPOK, HE I'IpeBI:ILLIaPOLLI,I/IIZ nAaTn pa60q|/|x OHen co oHs nony4yeHuna 3akn4eHna KOMMCcCcunm 3KkCnepTos no
pe3ynbTatam yKa3aHHOI7I B YacTuM 2 HacCTosLleNn cTaTbu JKCNepTn3hbil, yI'IOJ'IHOMO‘-IGHHbIVI cbe/:l,epaanbu?l opraH
NCMNONHUTENbHOW BNacTu:

1) NPUHMMAET peLIeHVE O BHECEHUN U3MEHEHUI B JOKYMEHTbI, CoAepKalluMecs B perMcTpaumMoHHOM OCbe
Ha 3aperMcTpUpPOBaHHbI JIeKapCTBEHHbIN Mpenapat Ans BeTepUMHApHOro MNPUMEHEHUsi, unM o6 oTKase BO
BHECEHUWN TaKNX U3MEHEHWI;

2) BHOCUT B FOCYLAPCTBEHHbLIN PEECTpP feKapCTBEHHbIX CPEACTB Ha OCHOBaHUW pPEeLUEHUSt O BHECEHUU
N3MEHEHWU B AOKYMEHTbI, coaepallimecs B perMcTpauMoHHOM [OCbe Ha 3apermcTpUpOBaHHBIN NEKAPCTBEHHbIN
npenapat Ans BETEPUHAPHOrO MNPUMEHEHWs, HeobXoAMMble W3MEHEHMS W BO3BpallaeT 3TU [JOKYMEHTbI
3aABUTENIO.

(yacTb 6.1 BBegeHa degepanbHbiM 3akoHOM 0T 22.10.2014 N 313-93)

7. OcHoBaHMEM AONs OoTKasza BO BHECEHWN N3MEHEHWI B OOKYMEHTbI, coaepXalwpeca B permctpayMoOHHOM
0OoCbe Ha 3apeFMCTpMpOBaHHbIl71 J'IeKapCTBeHHbIIZ npenapar AOna BeTepuHapHOro npuMmeHeHud, -dBnAeTCA
3akrn4yeHne YnosIHOMOYEHHOro q)e,qepaanoro OopraHa MCMNOMNHUTENbHON BRacTu O BO3MOXHOCTU CHUXKEHMUS
©Ge3onacHOCTK, KadecTBa, Sd)(*)eKTMBHOCTI/I JNIEKapCTBEHHOIo npenapata And BeTepuHapHOro npuMeHeHuda B
Clny4yae BHeCeHwuA N3MEHEHNI B YKa3aHHble JOKYMEHThbI.

8. JonyckaeTca obpalleHne nekapCTBEHHbIX NpenapaToB A5 BETEPUHAPHOro NPUMEHEHUs 40 UCTeYeHus
Cpoka rogHOCTW, NPOM3BEAEHHbIX B TEYEHME CTa BOCBMMOECHATU OHEN nocne AaTbl NPUHATUS YNONTHOMOYEHHbIM
denepanbHbIM OpraHoOM UCTONMHUTENBHOM BNACTU PELLEHUS O BHECEHUN M3MEHEHUI B JOKYMEHTbI, coAepXKaliuecs
B PErMcTpaLMoHHOM [0Cbe Ha NEeKapCTBEHHbIN npenapaT, B COOTBETCTBUM C MHGOpMaLMeENn, coaepxallencs B
[OKyMEHTax perncTpaLMoHHOro Aocbe Ha NekapCTBEHHbIN Npenapar A0 AaTbl MPUHATMS TaKOro peLLeHUs.

(4acTb 8 B pen. PefepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CratbA 32. OTMeHa rocygapcTBeHHOW permcTpaumm nekapcTBeHHOro npenapara

PeweHne 06 OTMeHe rocygapCTBEHHOM pernctpauuvM nekapCcTBEHHOro npenapata M WUCKIYeHUn
neKkapcTBEHHOro npenapata M3 T[OCYydapCTBEHHOrO peecTpa NeKapCTBEHHbIX CPeAcTB  NpUHMMaeTcs
YNOMHOMOYEHHBIM dheaeparbHbIM OpraHoM UCMONHUTENBHOWM BacTy B Cryyae:

1) NpeacTaBneHNst COOTBETCTBYHOLLMM YMONTHOMOYEHHbIM cbeeparnbHbIM OPraHOM UCMOSTHUTESIbHOWM BRacTy
3aKMOYEeHUsT O pucke unyM 06 yrpose 300pPOBbLI0, JKU3HWM YerioBeka MMM KMBOTHOTO MNpPW  MpUMEHEeHWU
rieKapCTBEHHOro npenapaTa, NpeBbiaWmnx ero 3PEKTUBHOCTb, MO pesynbTaTaM OCYLLECTBASIEMOro UM
MOHUTOPUHra 6e30MacHOCTM IeKapCTBEHHOMO Npenapara;



2) nogayn gepxartenem unv BnagenbLemM perMcTpauuoHHOro yOoCTOBEPEHUS NIeKapCTBEHHOMO npenapaTa
UM yNONTHOMOYEHHBbIM UM APYTM HOPUONYECKMM NMLOM 3asiBNeHns 06 OTMeHe rocyaapCTBEHHOW pervcTpauum
rniekapCTBEHHOrO npenapara;
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HenoaTBepXxXaeHunaA rocy,u,apCTBeHHoﬂ perncTtpaunm nekapcrBeHHOro rnpenaparta no MUcTte4eHUnm Cpoka
DencTBeums perncTpaumoHHOro ynoctoeepeHua, BbiIgaHHOIo Ha NATb NeT;

4) HenpefcTaBneHus 3asBUTENeM WHGOPMaUMK, KOTOpas MOXET noBrevyb 3a cobow HeobxooumocTb
BHECEHUS] M3MEHEHWW B [OKYMEHTbl, COAepXallMecs B perucTpauMoHHOM [OCbe Ha 3aperMcTpupoBaHHbIN
NeKapCTBEHHbIV Npenapar, B Te4eHne Tpuauat pabounx gHen co AHA HACTYNNEeHUS 3TUX UBMEHEHUN;

5) ocylwlecTBrneHNss rocyaapCTBEHHOW peructpauuMm JekapCTBEHHOro npenapata MNoA4  TOProBbIM
HaMMeHOBaHWEM 3apernMcTpUPOBaHHOIO paHee Mo 3TUM TOProBbiM HaMMEHOBAHMEM NEKAPCTBEHHOMO Npenapara,
OTNMYaloLLLErocsi Ka4eCcTBEHHbIM COCTABOM AENCTBYHOLLMX BELLECTB;

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) ocyLiecCTBeHuns rocynapCTBeHHon pernctpaunm 3aaButeneM OOHOMo0 W TOro >XXe JeKapCTBeHHOro
npenapara noa pas3fim4yHbiMn TOproBbiMM HanMeHOBaHUAMMU;

7) BblHECEHWsI CYOOM PpeELUeHUss O HapyleHuu npae npaBoobnapatenss OObLEKTOB WMHTENMEKTyanbHOW
COBCTBEHHOCTM Npy 0BpaLLEeHUN NEeKApPCTBEHHbIX CPEACTB;

8) oTcyTCTBMS NekapCTBEHHOro npenapaTta B obpaweHun B Poccuiickon ®epepaumm B TeYEHUE Tpex U
oonee ner;
(n. 8 BBegeH defepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

9) HeBLINOMHEHNs1 AepXXaTerniem Wunu BriagenbleM pPerMcTpauyMoHHOrO YOOCTOBEPEHUS] FIEKAaPCTBEHHOrO
npenapata nmMbO YMOSTHOMOYEHHbIM UMW  OPYrUM  IOPUOANYECKUM JIMLOM MEeponpusiTuii no obecneyeHunto
0€e30nMacHOCTU NEKApPCTBEHHbIX MpenapaToB, YCTAHOBIIEHHbIX YMOSIHOMOYEHHbIM d)egepanbHbiM  OpraHoMm
WCNOSNTHUTENBHOM BMNacTM B COOTBETCTBMM C vacTsamu 3 M 4 cTaTbu 64 HacTtosiwero depepanbHOro 3akoHa, B
pamkax ocyLlecTBreHus hapmakoHag3opa;

(n. 9 BBeaeH PegeparnbHbIM 3akOHOM OT 22.12.2014 N 429-$3)

10) oTkasa gepxaTtensd vnu Bragenbla perncrpauuoHHOrO YAOCTOBEPEHUsSI NEKAapCTBEHHOrO npenapara
nmbo YNOMHOMOYEHHOr0 UMW OPYroro IOpUAMYECKOr0 fvua OT BHECEHUS U3MEHEHWW B WHCTPYKUMIO MO
NMPVMMEHEHMIO JIEKAapCTBEHHOrO Mnpenapara, KacalLWMXCs HOBbIX MOATBEPXKAEHHbIX OAHHbIX O TOM, YTO PUCK
NpUYVHEHNs] Bpeda 300pOBbl YernoBeKa WM XMBOTHOTMO BCreACTBME MpUeMa JieKapCTBEHHOro npenapaTta
npeBbIWwaeT 3PPEKTUBHOCTb €r0 NPUMEHEHNS.

(n. 10 BBegeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

CraTtbs 33. FocyaapcTBeHHbIN peecTp NeKapCTBEHHbIX CPeAcTB

1. F'ocynapCTBEHHbIN PeecTp NEKAPCTBEHHbIX CPEACTB COAEPXKMT NepeyveHb JNeKapCTBEHHBLIX MpenapaTos,
npoLleaLnx rocyAapCTBEHHYI0 perucrpauuio, nepeyeHb apmaueBTU4eckmx CyOCcTaHUMIi, BXOOSLWMX B COCTaB
nekapCTBEHHbIX NpenapaToB, 1 CrieayoLyo MHOpMaLuto:

1) B OTHOLUEHUN NEeKapCTBEHHbIX NMpenapaToB:

a) HanuMeHoBaHWe NeKapCTBEHHOro npenapaTta (MeXayHapo4HOEe HEMaTEHTOBAHHOE, UMW rpynnUpPOBOYHOE,
nnn xmmn4yeckoe un Toproeoe HaI/IMeHOBaHI/Iﬂ);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) JleKapCTBeHHasA cbopma C YyKasaHuemM [OO3UPOBKM IeKapCTBEHHOro npenaparta u ero Komnn4yectBa B
FIOTpe6VITeJ'IbCKOIZ ynakoBKe;

B) HauMMmeHOBaHVWe pfepxaTensa WnuM Bhagenbua pPerncTpaumMoHHOro YAOCTOBEPEHUS feKapCTBEHHOro
npenapata W CBeAeHMs O perucTpauumn gepxartens wnu Briagenbua pPermcTpaumMoHHOro  YAOCTOBEPEHUS
nekapcTBEHHOro npenapata Ans MeauUMHCKOrO MpUMEHEeHMs B KadyecTBe HanoronnaternbluMka B CTpaHe
permctpaumm (418 POCCUNCKMX IOPUONYECKUX NNL, - NOEHTUMUKALMOHHBIM HOMep Hanoronnatenswuka (MHH), ana
WHOCTPaHHbIX IOPUAMYECKMX NML, - CTpaHa perncrpaumu, HavMeHOBaHWe perncTpupyrollero oprasa,
perncTpaumoHHbIA HOMED, KO HanoronnaTenblumka B CTpaHe perucrpaunm (MHKoprnopauum) unm ero aHanor);



(nn. "B" B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaumeHoBaHME W agpec NpPoM3BOAUTENSA IeKapCTBEHHOro npenapata W CBeAEeHMs O perucrpaumm
npon3BoaMTENS NEKapCTBEHHOro npenapaTa Ans MeguUMHCKOro NpUMEHEHWst B Ka4ecTBe HanoronnartenbLlivka B
CTpaHe peructpauuu (4na POCCUMCKUX HOPUANYECKUX MWL - MAEHTUMUKALMOHHBIA HOMEpP HanoronnaTtenbLimka
(MHH), ona MHOCTpPaHHbLIX KPUANYECKUX NUL, - CTpaHa perucTpalumm, HauMeHoBaHUe PerucTpupyroLero opraHa,
perncTpaumoHHbLIN HOMepP, KOA4 HanoronnaTensLuMka B CTpaHe permctpauumn (MHKoprnopaLmm) Unm ero aHarnor);

(nn. "r" B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

a) hapmakoTepaneBTnyeckas rpynna, koA neKapcTBEHHOro npenapara no
aHaTOMO-TepaneBTUYECKO-XMMNYECKOW  knaccudukaumn,  pekoMmeHgoBaHHoW  BcemupHonm — opraHusaumen
37paBoOXpaHeHus;

(nn. "g" B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
€) NoKasaHus 1 NPOTMBOMNOKa3aHUSA K MPUMEHEHMIO NNEKAPCTBEHHOIO npenapara;
X) NnoboYHbIE JENCTBUS NEKAPCTBEHHOrO Npenapara;
3) CPOK FOAHOCTU NIeKapCTBEHHOIO NpenapaTa;
1) YCroBUS XpaHeHWs1 NeKapCTBEHHOIO NpenapaTa;
K) yCrnoBust OTNycka fnekapCTBEHHOro npenapara;

n) HoMmep dhapmMaKkonernHoOn cTaTbM UMM B Criyvyae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW OOKyMeHTauum nnbo
HOPMAaTUBHOIO AOKYMEHTA;

M) OaTta rocygapCTBEHHOM perMcTpaunm NekapcTBEHHOTO nNpenaparta U ero perMcTpaumoHHbIA HOMep, AaTa
3aMeHbl PEerncTpauuoHHOrO YAOCTOBEPEHUS FEeKapCTBEHHOrO Mpenapata Ha OGeccpovyHoe perncTpauyoHHoe
yOOCTOBEPEHNE TEKApPCTBEHHOro npenapara, gata nogayn 3asiBNeHust O MNOATBEPXKAEHUU rocynapCTBEHHON
perucTpaumMm nekapCTBEHHOro npenapaTa, [fgata OTMEeHbl FOCYLApCTBEHHOW perucrpaumm NekapCTBEHHOrO
npenapara;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

H) Ka4yeCTBEHHbI COCTAB W KONMMYECTBEHHLIN COCTaB OENCTBYHOLUMX BELLECTB M KayeCTBEHHbIN COCTaB
BCnoMoraTenbHbIX BELLECTB SIeKapCTBEHHOro npenapara;
(nn. "H" BBeaeH PegeparnbHbIM 3akOHOM OT 22.12.2014 N 429-$3)

0) HdopmMaLms 060 BCex pa3peLleHHbIX BUAAX BTOPUYHON (NOTPeObUTENbCKOM) YNaKOBKY;
(nn. "o" BBeaeH PeneparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

n) pgata npuHATUS peleHMss O BO3MOXHOCTM paccMaTpvBaTb fEKapCTBEHHbIN npenapat npu
rocygapCTBEHHOMN perucTpaunm B kadecTse opdaHHOro fiekapCTBEHHOIO npenapara;
(nn. "n" BBegeH ®eaepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)

p) Hanuune nekapcTBEHHOro npenapaTa B NepeyvHe XNM3HEHHO HEOOXOAMMbIX U BaXKHENLLNX NeKapCTBEHHbIX
npenaparos;
(nn. "p" BBeaeH ®egeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

C) HamuuMe B JIEKapCTBEHHOM TNpenapaTte HapKOTMYECKUX CPeAcTB, MCUXOTPOMHbIX BELLECTB M WX
NpeKkypcopoB, nonexaiimx KoHTpomno B Poccuiickon ®Pepepaumu, B COOTBETCTBMM C 3aKOHOOATENbLCTBOM
Poccuinckonn ®depepaunn, MexayHapogHbiMu poroBopamu Poccuiickon ®depepaumm, B ToM uyucne EpguHon
KOHBEHLMEN 0 HapkoTudeckux cpencrteax 1961 roga n KoHBeHumeln o ncnxoTponHbix Bewectsax 1971 roga;

(nn. "c" BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

T) MHdopMauusa o0 TOM, SBNAETCH N OaHHbIA NEeKapCTBEHHbIM npenapat pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. """ BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

y) cBefdeHWss O nojaye 3asiBNEHUS O BHECEHWU W3MEHEHWA B [OKYMEHTbl, cofepxalinecs B
perncTpaumoHHOM JOChE Ha NeKapCTBEHHbIN Npenapar;
(nn. "y" BBegeH PepepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)



MpumeyaHue.

MHopmaums 0 B3anmMo3aMeHAEMOCTN JIeKapCTBEHHbIX NpenapaToB AN MeANLNHCKOro NPUMEHEeHNs NOANEXUT
BKIHOYEHUIO B FOCYAapCTBEHHbI PEECTP fleKapCTBEHHbIX cpeacTB ¢ 1 aHBapsa 2018 roga (PepepanbHbIn 3aKOH
0T 22.12.2014 N 429-03).

) cBegeHMs 0 B3anMO3aMEHSEMOCTHM NEKapCTBEHHOIO NpenapaTa;
(nn. "¢" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

X) CPOK BBELAEHUS NTEKaPCTBEHHOTO Npenapara B rpaxaaHckuin oboporT;
(nn. "x" BBegeH denepanbHbiM 3akOHOM OT 22.12.2014 N 429-®3)

2) B OTHOLLEHUWN hapMaLEeBTUHECKNX CyOCTaHLNN:

a) HaumeHoBaHMe bapmaueBTUYECKOM  cyOcTaHumm  (MeXZyHapogHoe  HenaTeHTOBaHHOe,  Unn
rPynnNUMPOBOYHOE, UM XMMUYECKOE U TOPrOBOE HaMMeHOBaHUS);
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) HanmeHoBaHWe n agpec NPoON3BOAUTENSA hapMaLEeBTUYECKON CyOCTaHLUmMK;
B) CPOK rogHOCTM hapMaLeBTUYECKON CybCTaHLmK;
r) yCroBUsl XpaHeHust hapmaueBTUYECKOM cybcTaHLmuy;

4) Homep chapMakonenHon ctaTbl UMNu B Criydae ee OTCYTCTBUS HOMEP HOPMAaTMBHOW OOKYMeHTauuu nmbo
HOPMaTUBHOIO AOKYMEHTa;

€) Hannume cdapmaueBTUYECKON CybCTaHLUMN B NepevyHe HapKOTUYECKMX CPEACTB, NCUXOTPOMHbBIX BELLECTB U
MX MPEeKypcopoB, noanexaiimx KoHTpomnto B Poccuiickon depepauum, B COOTBETCTBUM C 3aKOHOLATENbCTBOM
Poccuinckon depgepaumn, mexayHapogHbiMu goroBopamm Poccuiickon depgepaummn, B ToM uucne EpuHon
KOHBEHLIMEN 0 HapkoTudeckux cpencreax 1961 roga n KoHBeHumen o ncnxoTponHbix Bewectsax 1971 roga.
(nn. "e" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2. dapmaueBTUYeckas cybcTaHuusi, Npov3BedeHHas [ONns peanusauun, MoXeT ObiTb BKMoYeHa B
rocy4apcCTBEHHbI PEecTp NeKkapCTBEHHbIX CPEeACTB Ha OCHOBaHWUM 3asBreHus paspaboTymka UM Npon3BoauTens
neKkapcTBeHHOro cpefdcTtBa NGO YMNONTHOMOYEHHOTO VMW OPMAMYECKOrO fvua MNpu YCroBUWM NpoBedeHus B
OTHOLLEHNM TaKoW (papmaLeBTMYECKOW CyGCTaHUMKU 3KCMepTusbl kadyecTBa papmaleBTUYecKoi cyGCTaHuMn B
nopsake, ycTaHOBMeHHOM cTaTbeit 34 HacTosiwero denepanbHoro 3akoHa. B oTHolweHun dapmaueBTUYeckux
CcyOCTaHUMA, NPOM3BEAEHHbIX ANs peanusauun, B TOCyAapCTBEHHOM peecTpe JeKapCTBEHHbIX CpeacTs
cofepXuTcs criegytoLlas MHopmauus:

1) HaumeHoBaHve (papmaueBTUYeckoW cybcTaHuum  (MexOyHapOAHOEe  HenaTeHTOBaHHoe,  UIu
rpynnUpPOBOYHOE, UM XUMUYECKOE U TOProBOE HAaMMEHOBaHUS);

2) HammeHoBaHuWe, agpec npou3BoauTens dapmaueBTUYeckon cybcTaHuunM, a Takke B OTHOLIEHUU
fieKapCTBEHHbIX CPeACTB ANA  MEeAMUMHCKOro MPUMEHEHVMs CBedeHMs O peructpauuy npovssoauTens
dapmaueBTMHeCcKON cybCcTaHUMM B KavecTBe HanoronnaTerbluyka B CTpaHe peructpauuy (4ns pocCUMUCKUX
IOpPUAMNYECKMX NUL, - MAEHTUUKALMOHHBLIN HoMep Hanoronnartenswmka (MHH), ana MHoCTpaHHbIX pUaANYECKnNX
niy - CcTpaHa perncrpauum, HammeHOBaHMEe PEerncTpupylollero opraHa, perucTpauuoHHbIi HOMep, KoAa
HanoronnartenbLuka B CTpaHe perncTpaumu (MHKopnopauum) unm ero aHaror);

(n. 2 B peq. ®epgepansHoro 3akoHa ot 28.12.2017 N 425-93)

3) cpok rogHoCTU hapmaveBTUYECKOn cybcTaHuum;
4) ycnoBusi XxpaHeHus pbapmMaleBTu4eckomn cybctaHuuu;

5) Homep cbapmakoneriHon ctatby NMBO B criyvyae ee OTCYyTCTBMS HOMEP HOPMaTUBHOW AOKYMEHTaUMKM Unn
HOPMaTUBHOIO AOKYMEHTA;

6) HanMune hapmaLeBTUYECKO CYGCTaHLUMN B NepevyHe HapKOTUYEeCKMX CPeACTB, NCUXOTPOMHbLIX BELLECTB U
UX MPEKypcopoB, noasiexxallmx kKoHTponto B Poccuiickori defepauun, B COOTBETCTBUM C 3aKOHOAATENbCTBOM



Poccuinckonn ®epepaunn, MexayHapogHbiMu goroBopamu Poccuinickon ®depepaumn, B ToM uucne EpuHon
KOHBEHLMen o HapkoTuieckumx cpeacteax 1961 roga n KoHBeHUMeE 0 NCMXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKIOYeHUs dhapMaLeBTMIeckon cybcTaHLMn B rocy4apCTBEHHbIA PEECTP NEKapCTBEHHbLIX CPeACTB,
JaTa BHECEHUS U3MEHEHMWI B AOKYMEHTbI chapMaLeBTUHECKON cyOCcTaHUMM, AaTa UCKMYeHMs bapmMaleBTUYECKON
cybCcTaHuumn 13 rocygapCTBEHHOIO peecTpa fiekapCTBEHHbLIX CPeaCcTB.
(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. Mopsaaok BeAeHNs TOCyAapCTBEHHOIO peecTpa JiekapCTBEHHbIX CPeACTB A1t MeaNLUMHCKOro NpuMeHeHust
N NopAOOK BeOeHWUsl rocydapCTBEHHOrO peecTpa IeKapCTBEHHbIX CPEeACTB AN BETePVMHApHOrO MPUMMEHEHUS
yTBEPXKAATCA COOTBETCTBYIOLLMM YMNOMHOMOYEHHBIM dhefeparnbHbiM OpraHoM UCMONHUTENBHON BNacTy.

Cratbsl 34. BknroyeHue B rocyfapCTBeHHbIA peecTp NeKapCTBEHHbIX CPEeACTB U UCKIIHOYEeHMe U3 rocyaapCTBEHHOro peecTpa
neKapcTBeHHbIX cpeAcTB hapMaLeBTU4eCKOW cyb6cTaHLMuK, Nnpou3BeAeHHON ANS peanusauumn

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ina BkntoveHns hapmMaueBTUYECKON cybCcTaHLMKM, NPON3BEAEHHON AN peanusaunn, B rocyaapCTBEHHbIN
peecTp NeKapCTBEHHbIX CPEACTB, MPOBOAMTCS 3KCMEPTN3a ee KavyecTsa.
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. DkcnepTM3a KayecTBa YykaszaHHOM B 4YactM 1 HacTtoswen cratby hapmaueBTUYEeCKOW cybcTaHumu,
COCTaBfeHne KOMUCCMEN IKCMEePTOB 3aKMOYEHMM NO pesynbTataMm 3TOW 3KCMepTU3bl M UX HanpasreHue B
YMOSTHOMOYEHHbIN befepanbHbii OpraH UCMOMHUTENBHOW BRAcTU OCYLLECTBIISIOTCS B CPOK, HE MPEBbILLAOLLMNA
wectugecatn paboynmx [HEW CO [OHst MOMYyYEeHUs 3KCMEPTHbIM YYPEXOEHWEM COOTBETCTBYIOLLErO 3afdaHus
YMOSTHOMOYEHHOTO beepanibHOro opraHa UCMOSTHUTENbHOW BNAcTU U CrieaytoLnX JOKYMEHTOB:

1) Konua nuueH3un Ha npoun3BOACTBO JIEKAPCTBEHHbIX CpencTB UK KOonnA 3aKni4yeHua O COOTBEeTCTBUU
npoun3ssoanTena nekapCTBeHHbIX CcpencTtsB TpGGOBaHVIFlM npasun Ha,qnemau.l.eﬁ HpOVI3BO.ElCTBeHHOl7I NPaKTUKK,
BbldaHHble YNOMHOMOYEHHbIM doefeparnbHbiM OpraHoM UCMOMHUTENBHON BriacTu, B criyvyae, ecrniv npov3BoACTBO
nekapCcTBEHHOro npenapara ocyliecTtengaetcs B Poccuiickon deanepaumu;

2) KOnusl BblO@HHOW YMOMHOMOYEHHLIM OpPraHoM CTpaHbl MPOU3BOAMTENS NULEH3MM Ha MNPOW3BOACTBO
NeKkapcTBEHHOro cpefcTBa M ee MepeBOd Ha PYCCKUM A3blK, 3aBepeHHble B YCTAHOBMEHHOM MopsaaKke, W Konus
3aKMoYeHNss 0 COOTBETCTBMM MPOM3BOOUTENS NeKapCTBEHHbIX CPeACTB TpeGoBaHMAM NpaBwun Haanexaiien
MPOU3BOACTBEHHOW MPAaKTUKK, BbIAAHHOTO YMOMHOMOYEHHbLIM dheeparnbHbIM OpraHoM MCMOMHUTENLHOW BacTu, B
crny4ae, ecrnv Npov3BOACTBO JIeKapCTBEHHOIO CpeacTBa OcyLLecTBseTcs 3a npedenamu Poccuitckon degepauuu;

3) LOKYMeHT, coaepalluin cnegyolme ceBeaeHns o hapMaLeBTUYecKon cybcTaHumu:
a) HaumeHoBaHWe papmMaueBTM4eckon cybcTaHumK, ee CTPyKTypa, obLume CBOWCTBA;
6) HanmeHoBaHWe 1 agpec NPoON3BOAMTENS;

B) TEXHONOrms NpPon3BoACTBa C ONUCaHMEM CTaaui NPOM3BOACTBA M METOAOB KOHTPOSSl HAa BCEX CTaauax
npon3BoacCTBa,

r) onucaHue paspaboTku npoLiecca Npou3BoACTBa;

[) onMcaHue KOHTPOIS KPUTUYECKMX CTagui npouecca Npon3BoACTBa U MPOMEXYTOYHOWN NPOaYKLNK;
€) JOKyMeHTanbHoe noaTeepxaeHne (Banuaauns) NpoLeccos 1 (Unn) NX OLEHKa;

) CBOWCTBA M CTPYKTypa AENCTBYIOLLUX BELLECTB;

3) XxapaKTepucTrka npumecen;

n) cneundmrkaumsa Ha hapmaLeBTUYeCKyo cybcTaHuuio U ee 000CHOBaHUE;

K) aHanuTU4eckme MeTOAMKU, UCMONb3yeMble NPU OCYLLECTBIEHUN KOHTPONSA KavyecTBa hapMaLeBTUYECKON
cybcTraHuuu;

n) [OKyMeHTanbHOe MOATBepxAeHue (Banvaauus) aHanuTU4eckux MeToauK, WCMOoMb3yeMblX Mpu
OCYLLECTBMNEHUN KOHTPOISA kKadecTBa hapmaueBTUYecKon cybctaHumm;



M) pe3ynbTaThl aHanu3a cepui bapmaueBTUYeCKon cybcTaHumu;

H) nepeyeHb CTaHAapTHbIX 00pa3UOB WM BELLECTB, MUCMOMb3yEeMbIX MNPU OCYLLUECTBIEHWN KOHTPOS
kayecTBa;

0) ONucaHve XapakTePUCTMK U CBONCTB YNAaKOBOYHbIX MaTepraroB 1 YKYNopOYHbIX CPEACTB;
n) AaHHble 0 CTabunNbHOCTM hapMaLeBTUYECKON cybCcTaHLmu;
p) CPOK rOQHOCTY;

4) [OKYMeHT, codepxalwmi CBeAeHUs O perucTpauum npousBoavTens feKapCTBEHHbIX CpeacTB Ans
MEOULMHCKOrO NPUMEHEHWss B KavecTBe HamoronnartenbluMka B CTpaHe perncrpaumn (ans pPOCCUMCKUX
IopUAMYECKMX NUL - MAEHTUMUKALMOHHBLIM HoMep Hanoronnatenswmka (MHH), ona MHOCTpaHHbIX HPUANYECKUX
niy - CcTpaHa perncrpauum, HamMmeHOBaHMe pPerncTpupylollero opraHa, perMcTpaumoHHbIi HOMep, KoA
HanoronnarenbLiuka B CTpaHe perncTpaumu (MHKopnopauum) unm ero aHaror).

(n. 4 BBegeH defepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)
(4acTb 2 B peq. PepepansHoro 3akoHa ot 22.12.2014 N 429-93 (pea. 13.07.2015))

3. [Ana npoBefeHust aKCnepTu3bl KadecTBa YkasdaHHOM B 4acTu 1 HacTosLen ctaTbn dhapmMaueBTUYEeCKOn
cybcTaHuum 3aaBuTeNb NPeACcTaBnsAeT B YNOTHOMOYEHHbIN dheepanbHbi OpraH UCMONHUTENbHOW BNacTy:

1) 3asBrNeHMe O BKIOYEHUNM B TOCYOAPCTBEHHLIA pPEeecTp JiekapCTBEHHbLIX CpeacTB  [AaHHOM
dhapmaLieBTUHECKON CyOCTaHUMK;

2) KkonuA [OOKyMeHTa, MOoATBEpXAaloLero ynnaty rocygapCTBEHHOMW MOWIMHbI 3a BKMKOYEHVWE B
roCyaapCTBEHHbIN PEEecTp JIEKAapCTBEHHbIX CPEACTB apmaueBTMYeckon cybcTaHuumn, nNpou3BedeHHOW Arnis
peanu3auun, nuM6o no CobCTBEHHOM WHULMATMBE YKa3aHHbI OOKyMeHT. B cnyyae ero HenpegcrtaBneHus
3asBMTENEM YMNOMHOMOYEHHbIM dhedeparnbHblil OpraH MWCMOMHUTENbHOW BRacTM npoBepsaeT akT ynnaTbl
rocygapCTBEHHOM MOLWMUHBI 3asBUTENEM C WCMONb3oBaHMeM WHdopmaumm 06 ynnate rocyaapCTBEHHON
nownuHbl, codepxauwenca B [ocygapCTBeHHONW WHMOPMALMOHHOW CUCTEME O [OCYAapCTBEHHbIX U
MYyHUUMMAnbHbIX NraTexax, Ha OCHOBaHUW NPeACTaBNeHHON 3asBUTENEM KOMUU OOKYMEHTa, MOATBEPXOAoLEero
ynnaTy rocygapCcTBEHHON NOLUNNHBI;

(n. 2 B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) DOKYMEHTBI, YKa3aHHbIE B YaCTu 2 HACTOSILLEN CTaTby;
(B peq. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

4) 3asiBneHMe O Bblgadve paspelleHMss Ha BBO3 B Poccuiickyto ®depepauunio KOHKPETHOM MapTuu
He3aperncTpUpoBaHHOMO NIEKAaPCTBEHHOIO CpeacTBa, NPeAHa3HaYeHHOro ANns NpoBeAeHNS YKa3aHHOW 3KCNepTU3bI.
(n. 4 BBeaeH ®enepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

4. B TeueHvne gecAtn paboumx OHeW CO AHSA MPUHATUSA 3asIBIEHUS O BKITHOMEHUW yKaszaHHOW B 4actun 1
HacTosiwen cTtatbu hapmaueBTUYEeCKOM CyBCTaHuMM B roCyAapCTBEHHbIA PeecTp JieKapCTBEHHbIX CpeacTB U
OOKYMEHTOB, NEepeYnCeHHbIX B 4acTh 1 1 NyHKTE 2 YacTn 3 HACTOSALEN CTaTbu, YNONTHOMOYEHHbIN deaepanbHbIv
opraH UCNoNHUTENbHON BracTu:

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) NpoBOANT NPOBEPKY NOSHOTbLI N AOCTOBEPHOCTU AaHHbIX, COAEPXKALLUXCS B NPEACTaBMEHHbIX 3asBUTENEM
OOKYMEHTaXx;
(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NPUHUMaET peleHne 0 HanpaBleHUN B 3KCMEepTHOE y4YpexaeHune 3adaHna Ha npoBeeHne 3KCNepTuslbl
Ka4yecTtBa yKa3aHHOIZ B yactn 1 HacTosiwen cratbu d)apMaLleBTquCKOVI Cy6CTaHLI,l/II/| unu o6 oTkasze B Takom
HanpaBneHunu;

3) yBeooMnsieT B 3NEKTPOHHOM UM MUCbMEHHON hopMe 3asiBUTENSI O MPUHSATOM peLleHMU Unu B crydvae
0TKa3a C yKasaHMeM NPUYMH Takoro oTkasa.
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

41. B Cny4ae BbiABNEeHNA HeOOCTOBEPHOCTU cBEeOeHun, coaepXxalwunxca B npeacrtaBriEHHbIX 3asdABUTENEM
mMmaTtepuanax, yﬂOﬂHOMOquHbIVI q)e,u,epaanbM opraH NCMNONHNTENBbHON BNacTtu HanpaBideT 3adABUTENIO 3anpoc



06 YTOYHEHWUM yKasaHHbIX cBegeHuN. [JaHHbI 3anpoc MOXeT ObiTb nepedaH YNnorHOMOYEHHOMY MpeacTaBuTento
3as8BUTENS NIMYHO NOA PacnuMCKy, HampaBrieH No NnoyTe 3akasHbIM NMCbMOM WU NepefaH B 3NEeKTPOHHON dopme
Mo TENeKOMMYHWKAUMOHHBbIM KaHanaMm cBs3W. B cnyvae HanpasneHus AaHHOrO 3anpoca Mo MouvTe 3akasHbiM
MUCbMOM OH CYMTAETCA MOMyYEHHbIM NO UCTEYEHUN LLIECTN AHEeW C AaTbl HanpaBneHWs 3akasHoro n1cbma.

(yacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3assutenb o0643aH npeAcTaBUTb OTBET Ha 3anpoc YMNOMIHOMOYEHHOro edepanbHOro opraHa
NCMONHUTENBbHON BRacTy B CPOK, He MpPeBbIWAWMA AeBAHOCTA pabounx AHeW CO AHA NOfyyYeHus AaHHOro
3anpoca. Cpok, ykasaHHbIN B 4acTu 4 HacTosLWen CTaTby, MPUOCTaHaBNMBAETCA CO OHS HanpaBreHWs 3asaBuTento
3anpoca ynormHOMOYeHHoro defeparnbHOro opraHa MCMOMHUTENbHOW BNAacTu A0 AHA MONyYeHus MM oTBeTa Ha
AaHHBIN 3aMpocC 1 He YYnTbIBAETCHA NPU UCHUCIIEHMN CPOKa 3KCMepTM3bl kavecTBa hapmaLeBTNYeckon cybcTaHumn,
Heuncnonb3yemown Npu NPON3BOACTBE NleKapCTBEHHbIX MpenapaTos.

(4acTb 4.2 BBegeHa PeaepanbHbIM 3akoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHMeM [Ansd OTKasa B HanpaBleHWM B IKCMEPTHOE YYpeXAeHWe 3adaHus Ha npoBedeHue
3KCMEepTM3bl kayecTBa YyKaszaHHOW B 4YacTu 1 HacTosiwen cratby dapmaueBTUYeCcKon cybCcTaHuMM SABnsieTcs
HenpeAcTaBleHNe [OOKYMEHTOB, YKa3aHHbIX B 4YacTUM 2 HaCTOsLWLEN CcTaTbM, OTCYTCTBME MHOpMauuu,
noAaTBepxaatrolen akT ynnatbl rocyaapCTBEHHOW MOLUSMHBI 32 BKIOYEHWe chapMaueBTUYeCKon cybctaHuum,
Npou3BeeHHON ANs peanu3auun, B rOCy4apCTBEHHbIN PeecTp JeKapCTBEHHbIX CPEACTB, HenpeacTaBreHue
3asgBMTENEM B YCTAHOBMEHHbIA CPOK OTBETA Ha YKasaHHbIM B 4Yactm 4.1 HacTosien cTtaTbu 3anpoc
YMOSTHOMOYEHHOIo hedeparnbHOro opraHa MWCMOSMHUTENBHOM BnacTy WNM nNpeacTaBfieHVe [AOKYMEHTOB, He
coAepXallmx ncuepnbIiBaroLLEro nepeyHst He0b6XoAMMbIX CBEAEHUN.

(4acTb 5 B peq. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

6. B TeueHne nsaTHaguatu pabouMx OHEW CO OHS MOMyYeHWsi peLleHus YMOSTHOMOYEHHOro deaeparbHOro
opraHa UCnosfHUTENbLHOM BracTy O HanpaBneHUnN B 3KCNepTHOE yypexaeHue 3aaHnsa Ha npoBeJeHne aKkcnepTusbl
KayecTBa yKa3aHHOM B YacTu 1 HacTosiLLen cTaTbl hapMaueBTUYECKOW CyOCTaHUMM 3aaBUTENb NPEeLCTaBNseT B
3KCMEepTHOE YyYpexaeHue Ons NpoBedeHMs OaHHOM 3KcnepTu3bl obpasubl apmaueBTUYEeCKOW cyGCcTaHumMu B
KonuyecTBe, HeobXoOAMMOM [Afisi BOCNPOM3BEAEHUS METOAOB KOHTPOJIS KayecTBa. JKCMEPTHOE yYpexaeHne npu
nonydeHnn oOpas3uoB ykasaHHOM B 4YacTu 1 HacTodwewn crtatbM dapmMaueBTU4eckon cybcTaHumm BbloaeT
3a8BMTEN0 JOKYMEHT, MOATBEMKAAIOLLMI MONyYeHne 3TnX ob6pasLoB, U B CPOK, He NMpeBbIWaoWwnin Tpex paboumnx
OHen, yBeoOMMSIET B 3MEKTPOHHOM WU NUCbMEHHOW hopme 06 3TOM YMOMHOMOYEHHbIV heaepanbHbIi opraH
NCMNOMHMTENBHOW BNacTn. 3T CPOKM HE BKINIOYAKTCHA B CPOK NPOBEAEHUSA AaHHOW 3KCNepTU3bl.

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. JOKyMEHTbI, MOCTYNUBLUNE B 3KCMEPTHOE yupexaeHve Ansi NPOBeAEHNst IKCMEePTU3bl Ka4ecTBa yka3aHHOW
B yactu 1 HacTodwen crtatbu ¢apMaueBTUYeckon cybcTaHumm, nognexart BO3BpaTy B YMNOJIHOMOYEHHbLIN
degepanbHbI OpraH UCMONTHUTENbHOW BrAcTU OQHOBPEMEHHO C 3aKMOYEHVSMU MO pe3ynbTaTaM NpoBeAeHHON
3KCNepTU3bI.

8. B cpok, He MpeBbIWALWMIA NATU paboyumx OHEW CO OHS NOMYYEHWUsT 3aKIMHYEHUA KOMUCCUM SKCNEPTOB MO
pesynbTataM 3KCNepTU3bl KayecTBa yKka3aHHOW B 4acTu 1 HacToswewn ctaTbu hapmaueBTUHECKoW cybcTaHuun,
YNONHOMOYEHHbIV doefieparbHbli OpraH UCNONHUTENBHOW BNacTu:

1) ocyLlecTBNsieT OLEHKY Takoro 3aknioyeHns Ans onpeaeneHns ero CooTBETCTBUSA 3a4aHuIo Ha NpoBeaeHne
OaHHOW 3KCnepTun3bl;

2) NpuHMMaeT pelleHNe O BKITKOYEHUM YKa3aHHOW B 4acTu 1 HacToswen cTaTtbyn (papmMaleBTUHECKON
cybCcTaHuumn B rocyfapCTBEHHBIN peecTp NEKAPCTBEHHBIX CPEACTB UK peLleHne 06 oTkase B TaKOM BKITIOYEHWM;

3) BHOCMT Mpu MPUHATUM pPELUEHUS O BKIYEHWM YKa3aHHOW B 4YacTu 1 HacTosilen cTaTbu
hapmaueBTUYECKON CyOCTaHUMM B TOCYLAPCTBEHHbIA PEECTP JEKapCTBEHHbIX CPeAcTB MpenyCMOTPEHHYHO
nyHKTOM 2 4actu 1 ctatbu 33 HacToswero PepepanbHOro 3akoHa MHGOpMaLMIO M yBegoMnsaeT 00 3ToM B
3NEKTPOHHON UNU NUCbMEHHOW hopMe 3aaBUTENS.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. OcHoBaHveM Onis OTKa3a BO BKMHYEHUWU YKAa3aHHOW B YacTu 1 HacToswen ctatbu papmaleBTUHECKON
cybCcTaHuun B rocydapCTBEHHbIA PEecTp FeKapCTBEHHbIX CPEACTB SBMSETCA pPELUeHUE COOTBETCTBYHOLLETO
YMOSTHOMOYEHHOro dhefepanbHOro opraHa WCMOMHUTENBHOW BNacTM O TOM, YTO KayecTBO (hapmaLeBTUYECKON
cybCTaHUUKN He NOATBEPXKOEHO MOSyYEHHbIMU LAHHBIMM.

(vacTtb 9 BBegeHa ®enepanbHbiM 3akoHoM oT 22.10.2014 N 313-03)



10. He ponyckaetca BKMOYEHME B TOCYAAPCTBEHHbI PEECTP JIeKApCTBEHHbIX CPeACTB  OOHOW
hapmMaueBTUYECKON CyOCTaHUUK, MPOU3BEAEHHOW AN peanu3auuMmM W BbiMyCKAEMOW OOHUM U TeM Xe
npou3soguTenem, B BUae AByx n 6onee peecTpoBbIX 3anmcen.

(vacTtb 10 BBegeHa denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

11. BHeceHMe W3MeHeHWA B [OOKYMEHTbl Ha dhapmaueBTUYeCKytd CyOCTaHLMIO, MPOU3BEOEHHY AnS
peanusaumm 1 BKIHOYEHHYIO B rOCYapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB, OCYLLECTBSETCA B Nopsiake,
yctaHoBneHHom ctaTtesammn 30 u 31 Hactoswero PegepanbHOro 3akoHa, C ynnaTo rocygapCTBEHHOW MOLUSUHEI,
npeaoycMOTPEHHOM 3akoHoaaTenbCcTBoM Poccuiickon ®egepauum o Hanorax u coopax.

(4acTe 11 BBegeHa PeaepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)

12. [onyckaeTca obpalleHne dapmaueBTUyeckmx cybcTaHuuin, npousBedeHHbIX Afs peanusauun, B
TeyYeHne cTa BOCbMUAECATW [AHEeW [0 W nocre MNPUHATUSA  YNOMHOMOYEHHbIM  dhedeparibHblM  OpraHom
NCMONHUTENBHON BNAacTu peLleHWUst O BHECEHWM U3MEHEHWUI B AOKYMeEHTbl Ha dapmaueBTUYeckyto cybcTaHLumio,
Npou3BeAeHHYI0 Ans peanu3aunn U BKITIOYEHHYIO B rOCYAapCTBEHHBIN peecTp NekapCTBEHHbIX CPeacTB.

(4acTb 12 BBegeHa deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

13. PeweHne 06 UCKMYEHNN M3 TOCYAAPCTBEHHOIO peecTpa NekapCTBEHHbLIX CPEACTB dhapmaLeBTUYECKON
cybcTaHuuKn, Npou3BedeHHON [Ans peanu3aumu, NpUHUMAETCs YMNONTHOMOYEHHbIM deaepanbHbIM  OpraHoMm
NCNOSTHUTENBLHOM BNacTu B Criyyae:

1) npeacrtaBiieHnA COOTBETCTBYHOLWMM YNOJTHOMOYEHHbIM cbe,u,epaanblm opraHom NCMONHNTENBHOW BNacTun
3aKIMio4eHna O pUCckKe wuin o0 yrpose u3Hm wunm 300pOBbHO YelloBeKa nnbo XMBOTHOTO npu MCnoJib3oBaHUn
NeKapCTBEHHOIo CpeacTBa;

2) nogaun paspaboTyMKOM MeKapCTBEHHOro CpeacTsa MMM MpousBoAWTENEM NeKapCTBEHHOro cpeacTsa
nMBo yNONMHOMOYEHHBIM UMW OPYrUM HOPUONYECKMM MULIOM 3asBMeHUss 06 WCKMIYEeHUU U3 rocydapCTBEHHOro
peecTpa NnekapCTBEHHbIX CPeacTB hapMaLieBTUYeckon cybcTaHUmm, NponsseaeHHoN AN peanusauui;

3) otcyTtcTBUA papmaueBTUYECKOM CybCTaHuMK, NpOM3BEedEeHHOW Ans peanusauun, B oOpaweHun B
Poccuinckon degepaumm B TeueHue Tpex n 6onee ner.
(yacte 13 BBegeHa PeaepanbHbIM 3aKoHOM OT 22.12.2014 N 429-93)

Crtatbs 35. YTpatuna cuny c 1 urons 2015 ropa. - PeaepanbHbin 3akoH oT 22.12.2014 N 429-®3.

CratbAa 36. OGxanoBaHue pelleHUss 06 oOTKale B BblJaye pa3pelleHUus Ha npoBedeHUEe KIMHUYECKOro uccnenoBaHuA
neKkapcTBEHHOro npenaparta, peweHus 06 OTKa3e B rocyAapCTBEHHOW perncTpauuu neKkapcTBEHHOro npenapaTta, 3aknio4eHus
KOMMCCUM IKCNEPTOB IKCNEPTHOIO yYPEXAEeHUA UMK 3aKN0YeHUsA coBeTa No 3TUKe

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

PelueHre cooTBeTCTBYIOLENO YNOTHOMOYEHHOMO (befeparnbHOro opraHa UCnonHMTeNsHoOW Bractn ob otkase
B Bblgaye paspelleHuss Ha MNpoBefeHue KIIMHUYECKOro MCCNeaoBaHWsi NIEKApPCTBEHHOro npenapara, pelleHue
yKka3aHHOro defeparnbHOro opraHa MWCMOMHUTENbLHON BnacTM o6 oOTkase B roCyAapCTBEHHOW perncrpaumm
NeKapCTBEHHOro npenapaTa, 3akfio4YeHMe KOMUCCUM 3IKCMEPTOB IKCMEPTHOrO YYPEeXOeHUs WUnu 3akroyeHune
coBeTa Mo 3TUKe MOXeT ObiTb O6XanoBaHO B MOpsiAke, YCTAHOBMEHHOM 3akoHOAaTenbCTBOM Poccuickon
depepaumn. 3aknwodeHuve aKkcnepTa, OQOPMIIEHHOE MO WUTOraM 3KCMepTU3bl B Lendx onpeneneHus
B3aMMO0O3aMEHSEMOCTHN 3aperMcTpMpOBaHHOIO NTEKAPCTBEHHOMO NpenapaTta, MoXeT ObiTb 06XanoBaHo aAepxaTenem
Unu BRagenbLeM perucTpauMoHHOrO YAOCTOBEPEHWUS] NEKApCTBEHHOrO npenapata B KOMUCCUMIO 3KCMEpPTOB
3KCMEPTHOrO y4pexaeHus. 3aknoyeHne KOMUCCUN IKCMEPTOB 3KCMIEPTHOIO yyYpexaeHus, ohOopMIIEHHOE Mo UToram
nepecMoTpa 06XanoBaHHOIO 3aKMYeHUsT 3KcnepTa, MOXeT OblTb OCMOpeHO gepXaTenem wnvM BhRagernbuem
PEerMcTpaumoHHOro yaoCTOBEPEHUS NIEKAPCTBEHHOroO npenapara nMbo ynoNTHOMOYEHHbIM VMU NMLOM B MOPSiAKe,
YCTaHOBMEHHOM 3akoHogaTenbcTBoM Poccuiickonn deagepaumn. MNpu ob6XanoBaHUU peLLeHust YNOSTHOMOYEHHOro
dhegepanbHOro opraHa UCMOMHUTENbHOW BNAcTW, 3aKIOYEHUs dKcnepTa UM KOMUCCUM 3KCMEePTOB 3KCMEPTHOrO
yupexaeHusl, 3akriovyeHuss coBeTa MO 3TUKe JdepxaTenb WMnuM Bnageneu perucTpauyMoHHOro YAOCTOBEPEHWUS
NEeKapCTBEHHOro npenapara nmbo YNOSTHOMOYEHHOE MMM NMLO BNpaBe NPeACTaBUTb pesyrbTaTbl SKCNEepTU3bl
NeKapCTBEHHOro npenapara, NPOTOKOMbl MOMyYEeHHbIX aKKpeAUTOBAHHbIMU MUCMbITaTeNbHbIMKM nabopaTopusimm
(ueHTpamu) pe3ynbTaToB UCCNEa0BaHUN, UCMIbITAHUA.

Cratbsa 37. VIchopmauvm, CBsf3aHHasi C ocyuiecTBlieHuem rocy,qapCTBeHHoﬁl perncTpaumMmn nekKkapcTtBeHHbIX MpenapaTos,
MHdopMmauua o 3aperMcTpupoBaHHbLIX FEeKapCTBEHHbIX MpenapaTtax W JiekapCTBEeHHbIX npenapartax, WCKMI4YEeHHbIX U3
rocyaapcTtBeHHOro peectpa nekapCcTtBeHHbIX cpeacTB



1. COOTBETCTBYHOLLMI YMOSIHOMOYEHHbIV (heaepanbHbll OpraH WCMOMHWUTENBHON BRacTu pasMellaeT Ha
cBOeM odhumumansHOM canTte B ceTn "HTepHeT" nHgopMauuio, CBA3aHHYIO C OCYLLEeCTBIIEHNEM roCcyaapCTBEHHON
perncTpaumm NneKapCTBEHHbIX MPEnapaToB, B TOM YMCMEe MNPOBEAEHMEM 3KCMEPTU3bl JIEKAPCTBEHHbLIX CPEACTB
(Bkntovasi pesynbTatbl €e NPOBEAEHMs), UHOPMALMIO O 3aperMCTpUPOBaHHbLIX JIEKAPCTBEHHLIX MpenapaTtax u
NeKapCTBEHHbIX Npenapartax, UCKMIOYEHHbIX U3 roCyAapCTBEHHOIO peecTpa fieKapCTBEHHbIX CPeacCTB, He No3aHee
yeM yepes NATb pabounx QHeN CO OHA NONyYeHUs COOTBETCTBYIOWMM YNONMHOMOYEHHbIM (befeparnbHbIM OpraHoMm
NCNOSTHUTENBHOM BNACcTK 3as8BMNEHMS O FOCYyAapCTBEHHOW perucTpaLmm nekapcTBEHHOro npenaparTa.

(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

2. Cpoku 1 nopsgok pasmeLleHnst yKasaHHOM B YacTu 1 HacTosiwen ctaTbn MHpOPMaLUMN YCTaHaBIMBAOTCA
YNOSTHOMOYEHHbIM hbeaepanbHbIM OpraHoM WCMOMHUTENbHOM BRacTu. VHgopmMaund, ykasaHHaa B 4actu 1
HacTosILLEN CTaTbMu, SIBNSAETCA OTKPbLITOM M 0OLWeaoCTyNHOM M MpefoCTaBrisieTcss 3auHTEpPecoBaHHbIM NuaMm B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuickon ®epepauun.

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Fnasa 7. KNMHWNYECKUE UCCITIEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANA MEOULMHCKOIO NPUMEHEHUA, AOrOBOP
OB UX NPOBEOEHUN, NMPABA NAUMEHTOB, YYACTBYIOLLKUX
B 3TUX UCCINEAOBAHUAX

CrtaTbs 38. KnuHnyeckue nccnepgosaHus NeKapCTBeHHbIX npenapaTtoB A4nd MeAUUUHCKOro npuMmeHeHus

1. KnnuHnyeckne nccnegoBaHusi nekapCcTBEHHbIX NpenapaToB ANst MeAULMHCKOTO MPUMEHEHUS, B TOM Ynchne
MeXOyHapoaHble MHOTOLEHTPOBbIE, MHOFOLEHTPOBbIE, MOCTPErMcTPaLUUOHHbIE, MPOBOAATCA B OOHOW UMK
HECKONbKMX MEeOULMHCKMX OpraHu3auusix B COOTBETCTBMM C MpaBunaMy Hagnexallel KIUMHUYECKOW NpaKTUKW,
yTBEpPXAEHHbIMUA  YNOJTHOMOYEHHbIM q)e,u,epaanuM opraHom MCMNONMHUTENBHOWN BNactn, COOTBETCTBEHHO B
creaylowmx Lensx:

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) ycraHoBneHue 6e30MacHOCTM FNEeKapCTBEHHbIX MpenapaTtoB Ans 300POBbIX AOOpoBOMbLEB M (Mnn)
NepeHoCMOCTM WX 300pOBbIMM  4OOPOBONbLAMM, 33 WCKITHOYEHMEM TaKMX WCCIEOOBaHUA JeKapCTBEHHbIX
npenapaToB, NPOu3BeAEHHbIX 3a npeaenamu Poccuiickon Pegepaumu;

2) no,q6op onTMaribHbIX OO3UPOBOK J1€KapCTBEHHOro npenapara U Kypca neyvyeHua Ona naumeHtoB C
onpeneneHHbIM 3aboneBaHuem, onTnMalibHbIX 003 n CXeMm BaKUMHaUunn MMMyHO6I/IOJ'IOFI/I‘-IeCKMMM
NeKkapCTBEeHHbIMU NMpenapaTtamMmn 300pPp0BbIX ﬂOGpOBOJ‘IbLI,eB;

3) ycTaHoBneHve 6Ge30macHOCTV FfeKapCTBEHHOro npenapaTta U ero 3MEKTMBHOCTU AN MaUMEHTOB C
onpedeneHHbIM 3aboneBaHnem, NpodunakTMyeckon 3PEKTUBHOCTU VMMMYHOBUOMNOTUYECKUX JEKAPCTBEHHBIX
npenapartoB Ans 300POoBbIX 4OGPOBONbLLEB;

4) n3y4yeHne BO3IMOXHOCTU paclunpeHuns nokasaHun nst MeauLMHCKOro NMPUMEHEHNA N BbIABIIEHNA paHee
HEen3BeCTHbIX NOBOYHbLIX AENCTBUN 3aperncTpnpoBaHHbIX NIEKAPCTBEHHbIX NMpenapaToB.

2. B OTHOLEHMM BOCMNPOM3BEAEHHbIX FEKAPCTBEHHbIX MpenapaToB Ans MeOUUMHCKOTO MpUMEHEHMUs
NpoBOAATCS MCCnenoBaHWs OWMO3KBMBANEHTHOCTM W (MNWN) TepaneBTUYECKOW SKBMBANEHTHOCTM B MNOpsiake,
YCTaHOBJIEHHOM YMNOMHOMOYEHHbIM heaepanbHbIM OpraHoM UCMOSNTHUTENBHON BNacTy.

3. OpFaHVI3aLI,VIIO npoBeaeHnAa KnmHU4eCKnx nccnegoBaHuin JNIEKapCTBEHHOIo npenapara and MmegunumuHCKoro
NnpumMeHeHus BnpaBse OCyLLeCTBINATb!:

1) pa3paboTymnk nekapCcTBEHHOro npenapara unm yrnosiHoOMOYeHHOE UM NnLO;

2) obpasoBaTerflbHble  oOpraHu3auuyM  BbiClEro  00pasoBaHusl, opraHusauum  OOMOSHUTENbHOMO
npodeccuoHanbLHOro obpasoBaHus;
(n. 2 B pea. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4HO-UccneaoBaTeNbCKNE OpraHnu3auunm.

4. KnuHnyeckne nccnegoBaHus JIeKapCTBEHHOro npenapara gnda MmeguumHCKOro npnMmeHeHma npoBogATcA
Ha OCHOBaHMW pa3pelleHnda Ha npoBegeHne KIMHUYECKOro uccrnegoBaHna JeKapCTBEHHOIoO nMnpenaparta,
BblAaHHOIoO  yNnoJIHOMO4Y€HHbIM q)e,u,epaanblm opraHom NCMNONHUTENbHON BnacTw. YNONHOMOYEHHbIN
cbep,epaanblVl opraH WCMNONHUTENbHON Bnactu Bedet peecTp BblAAHHbIX pa3peLueH|/|l7| Ha npoBeaeHvne



KMMHUYECKUX UCCReAoBaHU NEKAPCTBEHHOIO Mpenaparta, CoAepXXaluii ykasaHue Ha WX Uenb unuv uenu, B
YCTaHOBJIEHHOM 3TUM OpPraHoM nopsiake.
(B peq. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

5. YTpatun cuny ¢ 1 miona 2015 roga. - ®egepanbHbivi 3akoH oT 22.12.2014 N 429-03.

6. K opraHvsauum npoBeeHnst KINMHUYECKNX UCCIEeAOBaHU NeKapCTBEHHOIo Npenapara Ansi MeauuUMHCKoro
NpyMeHeHns1 pa3paboTynkoM FeKapCTBEHHOro Mpenapata MOryT MpuBreKaTbCs topuandeckue nuua NoGoi
OpraH13aLUVoHHO-MPaBOBON (POPMbI MPY YCIOBUM O0GECMEYEHNSI COOTBETCTBUSA 3TUX UCCREAOoBaHW TpebGoBaHnAM
HacTosilero degepanbHOro 3akoHa.

7. KnuHuyeckne nccnenoBaHus fieKapCTBEHHbIX NpenapaTtoB A MeauuMHCKOro NpUMeEHeHNs NpoBoasTCs B
MEOMWLMHCKMUX OpraHu3auunsax, akkpeauToBaHHbIX YMOMHOMOYEHHbIM heaepanbHbIM OpraHoOM WCNONMHUTENBHON
BNacTu B nopsake, yctaHoBneHHoM [NpaButenscTBoM Poccuiickon degepaumu.

8. llepevyeHb MeOMUMHCKUX OpraHusaumi, WUMEeLWMX MpaBO MNPOBOAUTb KIIMHWYECKME WCCeAoBaHUS
NeKapCTBEHHbIX NpenapaTtoB NS MEANLMHCKOro NPUMEHEHUS, N peecTp BblAaHHbIX pa3peLlleHuin Ha npoBedeHmne
KNUHUYECKUX NCCNeAOBaHUA NEeKapCTBEHHbIX NpenapaToB OnyOnmnkoBbIBAKOTCA U pasMeLLaloTcst YNONMHOMOYEHHbIM
hbenepanbHbIM OpraHoOM UCMOSTHUTENBHOM BflacTy B YyCTAHOBNEHHOM UM NOpsSaKe Ha CBoeM ouLinansHOM cante B
cetn "MIHTepHeT".

Cratba 39. PeweHue o0 npoBeAeHUM KIMHUYECKOTO WCCNeAOBaHUSA JlIeKapCTBEHHOro npenaparta Ansi MeAULMHCKOro
npUMeHeHus

(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHnyeckoe nccnenoBaHne NekapcTBEHHOro npenapata gfis MeguLUMHCKOro NpUMEHEeHUss NpoBOAUTCS
Ha OCHOBaHWM paspelleHnss Ha npoBedeHMe KIMHUYECKOro WCCnenoBaHns JekapCTBEHHOro mnpenaparTa,
BblJAHHOIO YMONTHOMOYEHHbLIM dheaepanbHbIM OPraHOM MCMOSNIHUTENbHOW BriacTu Mo pesynbTaTam 3KCnepTusbl
OOKYMEHTOB, HeobXoaAUMbIX [AONs MONyYeHUs paspelleHnss Ha MpOBEeAEHWEe KIMHUYECKOro UccrefoBaHust
NeKapCcTBEHHOro npenapara U 3TUMECKOW 3KCNepTU3bl.

2. ins nony4eHusl paspeLlLeHnsl Ha NpPoBeAeHME KIIMHUYECKOrO UCCrieqoBaHNs rieKapCTBEHHOro npenapara
ANs  MEAMUMHCKOrO MNPUMEHEHUsI 3asiBUTENb NpefcTaBrnsieT B YMNOSIHOMOYEHHbI dhedeparnbHbll  opraH
UCMOSTHUTENBHOW BMacTu:

1) 3adBrieHne O Bbloave paspelleHuna Ha npoBeneHne KIMHUYeCKoro wuccnengoBaHuAa InekapCTtBeHHOro
npenaparta gna MeauunHCKOro npuMeHeHus;

2) KonuuM LOKYMEHTOB, NMOATBEPXAAOLWMX YyNnaTy rocyaapCTBEHHOW MOLUMMHLI 3a NPOBEAEHWE STUYECKOW
9KCMepTU3bl, IKCNEePTU3bl JOKYMEHTOB Ha NEKapCTBEHHbIM NpenapaT A5 NofyYeHusl pa3peLleHns Ha NpoBeaeHue
KMUHWUYECKOr0 UCCIefOBaHUs NEeKapCTBEHHOro npenapata  afisi MeaWMUMHCKOTO MPUMEHEHUs, 3a  Bblgady
paspelleHnsl Ha MPOBeAEHUE KIMHMYECKOTO WCCredoBaHWs JieKapCTBEHHOro npenaparta Ans MeauMLMHCKOro
NpUMEHeHWs!, 3a NpoBeeHNEe KCNEPTU3bl JOKYMEHTOB Ha NlekapCTBEHHbIN Npenapat AN NonyvyeHust paspeLueHust
Ha MnpoBefeHVEe MeXOyHapOOHOIO MHOFOLIEHTPOBOMO KIMHWYECKOro UCCIefoBaHUsl NEeKapCTBEHHOro npenapara
ANs MeOULMHCKOTO MPUMEHEHNS, 3a BbiJady paspelleHusi Ha NPOBeAEHUE MEXOYHapOO4HOro MHOrOLEHTPOBOIO
KMMHUYECKOrO WCCNEAOBaHUS JIEKAPCTBEHHOrO npenapata Ans MeOUUMHCKOrO MNPUMEHEHUsl, 3a npoBeaeHue
9TMYECKON 3KCMEePTU3bl, IKCNEPTU3bl AOKYMEHTOB Ha NeKapCTBEHHbIV npenapaTt Ans nonyyYeHus paspelueHusl Ha
npoBedeHMe  MOCTPErMCTPaLMOHHOIO  KIMHUYECKOTO  WUCCIEAOBaHWUA  NeKapCTBEHHOro  npenapata  ans
MEOULMHCKOrO MPUMEHEHMS!, 3a Bblayy paspelleHusi Ha NPOBEAEHME MOCTPErncTPaLMOHHOMO KIUHWYECKOro
nccnenoBaHUst NekapcTBEHHOro npenapaTta NS MeaUUMHCKOrO MPUMEHEHUS, UMM N0 COBCTBEHHOW MHMUMATUBE
yKkasaHHble OOKYMeHTbl. B crniyyae HenpeacTaBneHus 3asiBUTENEM YKa3aHHbIX [OKYMEHTOB YMNONIHOMOYEHHbIN
denepanbHbIl  OpraH UCMOSHUTENBHOW BracTM npoBepsieT akT ynnatbl FOCYAAPCTBEHHOM MOLWMMHBLI C
ncnonb3oBaHMEM MWHGOpMauuM 06 ynnate rocy4apCTBEHHOM MOLWNUHLI, codepkalleicsa B ocyaapCTBEHHOW
MH(POPMALIMOHHON CUCTEME O TOCYAAPCTBEHHbLIX M MYHULMMASbHbLIX MiaTtexax, Ha OCHOBaHUW MpPeACcTaBreHHbIX
3as1BUTENEM KOMUIN LOKYMEHTOB;

3) NPOTOKON KIMHUYECKOTO UCCreaoBaHUS NEKapCTBEHHOO nNpenapaTa Ans MeAUMUMHCKOro NPUMEHEHMS;
4) 6poLutopy nccrnegoBaTens;

5) MH(POPMALIMOHHbIN NUCTOK NaLMEHTa;



6) cBegeHuss o6 onbiTe paboTbl UccrnegoBaTernen No COOTBETCTBYIOLMM CNEunanbHOCTSIM U UX OMNbITe
paboTbl MO NPOBEAEHWUIO KITMHUYECKUX UCCINEOOBAHWIA;

7) cBefeHUs O MeOUUUHCKMX OpraHu3auusax, B KOTOPbIX npeanonaraeTtcd npoBefeHue KIMHUYECKOro
nccnenoBaHUs  NeKkapcTBEHHOro npenapata And  MeAWUMHCKOro MNpuMeHeHust (NOMHoe UM COKpalleHHoe
HanMMeHOBaHUs, OpraHn3aUMoHHO-NpaBoBas opma, MECTO HaXOXAEHUS N MECTO OCYLLECTBNEHUS AeATeNbHOCTH,
TenedoH, Tenedakc, agpec 3NeKTPOHHON NOYTLI KaXA0M MeQULNHCKOW opraHu3auun);

8) cBedeHusi O MpeAronaraeMbiXx CPoOKax MNpPOBEdEeHUsT KIMMHWUYECKOro MWCClieqoBaHUsi NeKapCTBEHHOro
npenapara Ans MeauUMHCKOro NpUMeHeHus;

9) KOnuio aoroesopa 06s3aTenbHOro CTpaxoBaHunA, 3aKiio4YeHHOro B COOTBETCTBMMN C TUMOBLIMU NpaBunamMmu
06sa3aTenbHOro CTpaxoBaHUA, C yKa3aHUEM npe/:l,ean0|7| YNCNEeHHOCTUN NauyneHTOoB, y4aCTBYHOLLNX B KITMHNYECKOM
ncenegoBaHnn nekapCcTtBeHHOro npenaparta anda MeguumMHCKOro npuMeHeHua,;

10) nHcpopmauLmio 0 cocTaBe NekapCTBEHHOIO NpenapaTa Ans MegULUMHCKOro NpUMEHEHS;

11) OOKYMEHT, COCTaBEHHbIN npon3sBoguTeNieEM JeKapCTBEHHOro npenaparta Agnda MeaununHCKoro
NPUMEHEHNA U co,qepx(au.l,wﬂ nokasartenum (XapaKTepMCTI/IKVI), a TakKkKe cBeeHuna O NnNekapCTtBeHHOM npenaparte and
MeaMLIMHCKOro npuMmeHeHud, npon3seaeHHomM ana npoeeaeHna KnMHNYeCcKnx nccnegoBaHum;

12) konMuMlo NUUEH3UM Ha NPOW3BOACTBO JIEKAPCTBEHHbIX CPeaCcTB B Clyyae, e€cnv Npou3BOACTBO
neKapCTBEHHOro npenaparta ocyuwectensaetca B Poccunckon ®egepauun, nnm KONuo 3akroyeHst 0 COOTBETCTBUM
npou3BoaMTENsl NekapCTBEHHOrO npenapata TpeboBaHWsAM NpaBun Hagnexallenh NPOV3BOACTBEHHOW MPaKTUKW,
BbIJAHHOIO KOMMNETEHTHLIM YNONTIHOMOYEHHBLIM OpraHoM CTpaHbl NMPOM3BOAMTENS NIEKapCTBEHHOMO Npenapara.

3. B cpok, He npeBbiWwawwmin NATM pabounmx OHEM CO OHA MPUHATUS YKasaHHOro B nyHkTe 1 yactm 2
HacTosILLE CTaTbW 3asiBNEHNA U HEOOXOAWMbIX [OOKYMEHTOB, YMOJIHOMOYEHHbI defepanbHbli  OpraH
NCMNOMHMTENBHOW BNacTu:

1) npoBOAUT MPOBEPKY MOJIHOTbI M OOCTOBEPHOCTU cBeaeHun, coaepxXawmxca B npeacrtaBlieHHbIX
3adaBuTenemMm JOKyMeHTax;

2) NpuUHMMaeT pelleHne O MPOBEeAEHUM IKCMepTU3bl [OKYMEHTOB AN MOyYeHWsl paspelleHus Ha
NMpPOBEAEHME KITMHUYECKOrO WCCRedoBaHUsl JIeKapCTBEHHOrO Mpenapata Afis MeAMUMHCKOrO MPUMEHEHNUS U
3TUYECKON 3KCMEPTM3bl U 06 OTKase B NPOBEAEHNMN YKa3aHHbIX IKCTIEPTU3;

3) yBeOoOMMSIET B 3NEKTPOHHON hopMe nnm Ha BymMackHOM HocuTene 3asBUTENS O NPUHATOM peLleHun nmbo
B Cnyyae NpuHATUA pelleHns 0b oTkase Takke C ykasaHWeM NpUYUH Takoro 0Tkasa;

4) noagrotTaBnMBaeT U HanpaeideT B SKCNEepPTHOe y4vpexaeHne 1 coBeT Mo 3TUKe 3adaHue Ha npoBefeHune
COOTBETCTBYHIOLLNX SKCNEPTUS.

4. B cnyyae BbISIBIIEHUS HEMONHOTbI W (MNM) HeOOCTOBEPHOCTM WHopMauuKu, cofepxalleica B
NpeAcTaBleHHbIX 3asiBUTENIEM OOKYMEHTaX, YMONIHOMOYEHHbIN dedeparnbHblii opraH WCMOMNHUTENbHON BracTu
HanpaBenseT 3asBUTEN0 3anpoc 06 YTOYHEHUM yKasaHHOW MHdopMaumn. [aHHbI 3anpoc MoXeT GbiTb nepeaaH
YNOMHOMOYEHHOMY NMpeACcTaBUTeNio 3asiBUTENS JIMYHO MO PacruMcKy, HanpaBreH No NnoyTe 3akasHbiM MMCbMOM
WM nepedaH B 3fIEKTPOHHOW (hopMe Mo TENEeKOMMYHWUKALMOHHLIM KaHanam cBsisu. B crnyyae HanpaBneHusi
[AaHHOro 3anpoca Mo MoyTe 3akasHbIM MUCbMOM OH CYMTaEeTCsl MOSyYEHHbIM MO UCTEYEHUW LIeCTU AHeNl ¢ AaTbl
HampaBfieHNst 3akasHoro nucbMa. 3asiBuTenb 00si3aH MNpeAcTaBWTb OTBET Ha 3anpoc  YNONTHOMOYEHHOTo
dbenepanbHOro opraHa UCMOMHUTENBHOW BNacTy B CPOK, HE MPEBbILLALLIMI AeBAHOCTa pabovnx OHER Co OHSA ero
nonyyvenuns. Cpok, ykasaHHbli B 4YacTM 3 HacTosllel cTaTbW, MPUOCTAHABNMBAETCA CO [AHA HanpasBreHus
3anABMTENO 3anpoca YNonHOMOYeHHOro deaepanbHOro opraHa UCMOMHUTENBHOW BNacTh A0 AHSA MOMyYeHUs Um
COOTBETCTBYHOLLENO OTBETA U HE YYUTLIBAETCS MPU UCYMCTIEHUM CPOKA NPUHATUSA YNOMHOMOYEHHbIM doeaeparnbHbIM
OpraHoM UCMONHUTENbHOW BNacTu peLleHnst O NPoBedeHUM SKCNepTMU3bl JOKYMEHTOB AN NoMydYeHUs paspeLleHns
Ha NpoBeAeHUe KIMMHUYECKOro UCCreaoBaHns NekapcTBEeHHOro npenaparta ana MeauLUMHCKOro NpUMeHeHus.

5. OcHoBaHMeM [Onsi OoTKasa B MPOBEAEHVMM IKCTMEPTM3bl OOKYMEHTOB Ot MOSyYeHUsl paspelleHusl Ha
NpoBeAeHME KIMHUYECKOro WCCNedoBaHUsl JIeKapCTBEHHOrO Mpenaparta Afs MeOUUMHCKOrO MNPUMEHEHNUS U
STUYECKOW IKCNEPTU3bI ABMSETCS NpeacTaBrieHne JOKYMEHTOB, NPeayCMOTPEHHbIX YacTbio 2 HACTOSILLER CTaTbu, B
HernonHom obbeme, HenpeacTaBrieHWe 3asiBUTENieM B YCTaHOBMEHHbLIN CPOK OTBETa Ha ykasaHHbl B 4Yactu 4
HacTosILLEel cTaTby 3anpoc YNoSIHOMOYEHHOro dhefeparnbHOro opraHa UCMoNHUTENbHOM BracTy MMbo oTCyTCTBUE B



NpeAcTaBlieHHbIX [OOKYMEHTax WCYEpnbIBAOWEro MnepevHss HeobXxoaumolr MHdOopMauuM unv MHdopmauuu,
KOTOpasi JoIkHa OblTb OTpaXKeHa B HMX, a Takke OTCYTCTBME MHbopMauuu, NoaTBepxaatolei ¢akT ynnatbl
roCy4apCTBEHHON MOLMUHLI 32 NPOBEAEeHNe 3TUYECKON 3KCMEePTU3bl, IKCNEepPTU3bl JOKYMEHTOB Ha NEKapCTBEHHbII
npenapar Ans nonyYeHusl paspeLleHns Ha NPOBeAEHUE KITMHUYECKOrO UCCefoBaHUst TEKapCTBEHHOMO npenapaTa
ANA  MEeAULMHCKOrO MpUMEHeHWsl, 3a Bblgady paspelleHuss Ha npoBedeHue KIMMHWUYECKOro uccregosaHus
neKkapcTBEHHOro npenaparta Ans MeOULMHCKOrO MPUMEHEHUsl, 3a NpoBedeHVe JKCMepTM3bl [JO0KYMEHTOB Ha
neKkapcTBeHHbIN MpenapaTt Ons MonyYeHuss paspelleHUss Ha NPoBedeHWe MeXOoyHapoOHOro MHOrOLEHTPOBOro
KMUHUYECKOro UCCredoBaHUs fekapCTBEHHOro mnpenapata Aans MeaWUMHCKOTO MPUMEHEHMs, 3a  Bblaady
paspelleHns Ha NpoBeAeHNe MeXOyHAapOAHOro MHOFOLIEHTPOBOIO KIMHUYECKOTO MCCNEeAoBaHUs NekapCcTBEHHOro
npenaparta ans MeguLMHCKOTO NpUMEHEeHWs], 3a NpoBeaeHne 3TUYECKON aKCNepTuUabl, IKCNepTU3bl OKYMEHTOB Ha
neKapcTBeHHbIN Mpenapat Ofs MoNyYyeHusl paspelleHnsl Ha NpoBefeHne MOCTPErMcTPaLMOHHOIO KIIMHUYECKOro
nccrnenoBaHNUs NEeKapCTBEHHOro npenapata Ans MeAWUMHCKOTO MpYMEeHeHWsl, 3a Bblgady paspelleHusl Ha
NMpoBEAeHME  MOCTPErNCTPaLMOHHOIO  KIMHUYECKOTO  MCCINEAOBaHUS  JIEeKapCTBEHHOro  npenapata  ofis
MEAMLMHCKOro NPUMEHEHMUSI.

6. lNpoBeneHne akcnepTU3bl AOKYMEHTOB NS MOMYyYEHUs paspelleHusl Ha MpoBefeHne KMHUYECKOro
nccnenoBaHMs  niekapCTBEHHOro npenapaTta  Ans MeAWUMHCKOrO MNPUMEHEHUA U 3TUYECKOM 3KCMepTu3bl,
COCTaBfeHne KOMMUCCUEWN 3SKCMNEepTOB M COBETOM MO 3TUKE 3aKMOYEHUN O BO3MOXHOCTU UM HEBO3MOXHOCTU
NPOBEAEHUS TaKoro KIMHWYECKOrO WCCRefOBaHUA W HanpaelieHWe 3TUX 3aKk/ioYeHWA B YMOSIHOMOYEHHbIV
degepanbHbIi OpraH MCNOMNHUTENBHOM BNACTW OCYLLECTBASAOTCA B CPOK, He MpEeBbILWAKWMIA Tpuguatn paboumx
OHEN CO [OHSA MONyYEHUA IKCMEPTHBIM YYPEXAEHMEM 3aJaHus  YMOSTHOMOYEHHOro defeparnbHOro opraHa
WCMONHUTESNBbHOW BRAcTU C NPUMOXEHNeM OOKYMEHTOB, YKa3aHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2 HacTosLlen
cTaTbW, U COBETOM MO 3TWKE 3adaHus YMNONHOMOYEHHOro deepanbHOro opraHa WCMONHUTENbHOW BnacTu C
NPUOXeHNneM AOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 yactu 2 HacTosLWen cTaTbu.

7. B cpokK, He MpeBbIlLaoLLMI NATU pabodnx AHEN Co OHA MOSNyYeHUs 3aKMoYeHUn, yKkasaHHbIX B 4acTu 6
HacTosLLEN cTaTby, YNONHOMOYEHHbIN dheaeparnbHbIii OpraH UCMONMHUTENbHON BNacTu:

1) ocyLLecTBMAET OLEHKYy MOCTYNUBLLUMX 3aKrioYeHUid Ons onpeaeneHnus UX COOTBETCTBUS 3afaHuAM Ha
npoBefeHne COOTBETCTBYIOLLIMX SKCNEepPTU3;

2) npuHMMaeT peweHne O Bblade pas3peleHuna Ha npoBegeHne KIMHU4YeCcKoro uccnenoBaHuA
NeKkapCTBEHHOro npenaparta Aanda MegmunHCKOro npumMeHeHmna nnm 006 oTkase B Bblgaye YKa3aHHOro paspeLieHus;

3) BblgaeT paspelueHue Ha NpoBedeHWe KIMHUYECKOro WCCIiefoBaHUs NeKapCTBEHHOro npenapata Ans
MEAMLIMHCKOro NMPUMEHEHNs unu pelleHne o6 OTKase B BblOaye yKasaHHOro paspelleHus C yKasaHuem MpudmnH
oTKasa.

8. OcHoBaHuem p[ns oOTka3a B Bbldade pas3pelleHus Ha MPOBEAEHUE KIMHUYECKOrO WCCredoBaHus
NEKapCTBEHHOro npenapata AN MeOWUMHCKOrO NPUMEHEHUs] SABMSIETCA HamnuuMe 3akmyYeHUsl KOMMUCCUM
9KCMEPTOB MMM 3aKIOYEHUsi COBETa MO 3TMKE O HEBO3MOXHOCTWU MNPOBEAEHUS KIMMHWYECKOrO MCCregoBaHus
NEeKapCTBEHHOro npenapata ANnd MeAWUMHCKOrO MNPUMMEHEHMs MO pe3ynbTaTaMm MpPOBEAEHHbIX 3KCMepTus,
npeayCMOTPEHHbIX YaCcTbio 6 HACTOSILLEN CTaTbW.

9. PewweHne 06 oTkase B NpoBeAeHUM IKCNepTU3bl AOKYMEHTOB A1 NOMNyYeHUs pa3peLleHns Ha npoBeaeHne
KNUHUYECKOro UCCNeaoBaHMA FNEeKapCTBEHHOro npenapata Ans MeAUUMHCKOro MPUMEHEHUS U 3TUYECKOn
3KCMNepTM3bl U B Bblgade paspelleHnss Ha NpoBeAeHue KITMHUYECKOro UccnenoBaHnsl NekapcTBEHHOro npenapara
ONS MeOuMUMHCKOrO MpuUMeHeHust MoxXeT ObiTb 0OanoBaHO B Mnopsake, YCTAHOBIEHHOM 3aKOHOOATENbLCTBOM
Poccuiickon ®enepaunn.

CraTtbsa 39.1. 3Tuyeckasn akcnepTusa

(BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

1. OTuueckas 3KCnepTmn3a nposBoaAnNTCA COBETOM MO 3TUKe, CO3daHHbIM B nNnopsaake, YyCTaHOBJIEHHOM
YNOJTHOMOY€HHbIM cbe,u,epaanblm opraHom WCMOJTHUTENBLHOM BMNAacTW, B LENSX BblAadn 3akniovyeHnst o6 aTM4eckomn
000CHOBaHHOCTU BO3MOXHOCTHU npoBeaeHnAa KIMHUYEeCKOro wuccneagoBaHuaA JieKkapCTBEeHHOro npenapara Aand
MeaNLUMHCKOIro NnpuMeHeHus.

2. Jkcneptamu coBeTa MNo 3TUKe MOryT ObITb NpeacTaBUTENM MEOMLMHCKUX OpraHuM3alui, HayvHbIX
opraHusauuin, obpasoBaTernbHbIX OpraHn3auni BeiCLLEro obpasoBaHus, a Takke npeactaBuTenn obLLEeCTBEHHbIX
opraHusauun, penurmosHbiXx opraHu3auui M cpeactB MaccoBo MHpopmaumn. [JaHHble SKCcnepTbl HE AOSMKHbI



HaxoAMTbC B KakoW-NMOO 3aBUCMMOCTM OT pa3paboTUMKOB JIeKapCTBEHHbIX NpenapaToB W APYrMxX nul,
3aMHTEPECOBaHHbIX B pe3yrbTaTax 3TUYECKON IKCNepTusbl.

3. Onnarta ycnyr 3KCNepToB cOBeTa MO 3TMKE OCYLLUEeCTBASETCS Ha OCHOBaHUW [A0roBopa, 3aKMYeHHOro
MeXay YNoNnHOMOYEHHbIM dhefepanbHbiM OpraHoOM UCNONMHUTENBHOW BNACTU, KOTOPbLIM CO34aH COBET MO 3TuKe, U
3KCMEepPTOM COBETA MO 3TUKE, 3a CYeT OHMKETHbIX aCCUrHOBaHWM, NPELYCMOTPEHHBLIX YMNOMHOMOYEHHOMY
denepanbHOMY OpraHy MCMNOMHUTENBHOWM BNAacTh, KOTOPLIM CO34aH COBET MO 3TUKe, B oeaeparnbHOM BrogxkeTe Ha
COOTBETCTBYIOWMUA rog Ha obecrnedeHue ero AeATenbHOCTW, B pasmepax, YCTAHOBIEHHbIX [1paBUTENbCTBOM
Poccuiickon ®enepaunn.

4. DkenepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuickon
depepayuu.

5. CocTtaB coBeTa No 3TUKe, MonoxeHWe ob 3TOM coBeTe, NOPSAOOK ero AedATenbHocTH, TpeboBaHus K
KBanudukaumm n onbiTy paboTbl MO 3KCMEPTHON OLEHKE Hay4yHblX, MeOWMLUMHCKMX U STUYECKMX acnekToB
KMUHUYECKUX WUCCNEeNoBaHUA NeKapCTBEHHbIX MpenapaToB AN MEeAMLMHCKOrO NMpUMEHEeHUsl, npeabsBnsemMble K
aKcnepTaMm coBeTa Mo 3TUKe, NMOPSAAOoK OpraHvM3aumn U NpoBedeHUss 3TUYECKON JKCNepTUabl, dpopMa 3akIioyYeHUs
coBeTa Mo 3TVKe YCTaHaBMNMBAaOTCA YNONHOMOYEHHbIM defepanbHbIM OpraHoM UCMOMNHUTENBHOW BnacTu. Ynucno
npeacraBuTenen MeOuUMHCKMX OpraHuM3auuii He MOXeT MpeBbilaTb MONOBUHY OT OOLIEero 4yucrna 3KCrepToB
coBeTa Mo aTuke.

6. Mlhdbopmaumsa o coctaBe coBeTa Mo 3TUKe, NnaHax ero paboTkl N TeKyLlen AesaTeNbHOCTU pa3MeLlaeTcs
Ha oduunanbHOM canTe YNonHOMOYEHHOro deepanbHOro opraHa UCNOoNHUTENbHOW BnacTu B ceTn "VIHTepHeT" B
YCTaHOBMEHHOM UM MOPSAKE.

CTtaTbs 40. lMpoBeaeHne KNMHUYECKOTrO UCCNeAOoBaHUA fleKapCTBEHHOro npenaparta Ansi MeAULMHCKOro NpUMeHeHus

1. PykoBoauTenb MeOMUMHCKOW oOpraHusauuu, KoTopass MpOBOAMT  KIIMHMYECKOE UMCccnedoBaHue
NeKapCcTBEHHOro npenapara Ansi MeAMUMHCKOrO MPUMEHEHUsI, Ha3Ha4yaeT MccregoBaTensl, OTBETCTBEHHOro 3a
NpoBeAEeHMEe TaKOro MCCreAoBaHUS U MMetoWero redebHyto crneumanbHOCTb, COOTBETCTBYHOLLYK MPOBOAUMOMY
KIMMHUYECKOMY MCCIeaoBaHUIO JEeKapCTBEHHOrO Mpenapara, Co CTaxeM paboTbl MO nporpamMamM KIMHUYECKUX
nccnegoBaHUMM NIEKApCTBEHHBLIX MpenapaTtoB HE MeHee 4eM Tpu roga U no ero npeanoXeHuto HasHavaet
couccnegosaTenen n3 yuicrna spadyen 3Tom MeauLMHCKON opraHmM3aumn.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. Wccneposatenb ocyulecTBndeT Bbl60p nauyneHToB, KOTOpble N0 MEOAULUHCKUM NoKa3aHUAM MOryT ObITb
npueried4eHbl K Yy4YaCTuUO B KIIMHUYECKOM UCClnenoBaHMM JeKapCTBEeHHOro npenaparta Aanda MegunumnmHCKoro
NPpUMEHeHUA.

3. NccnepoBatenb u couccrnegoBaTtenn OOMKHbI OblTb O3HAKOMIEHbLI C pe3ynbTataMmn OOKIMMHNYECKOro
nccnenoBsaHna nekapcTtBeHHOro cpeactea, cogepXxawmmMmmca B 6p0Lmope ncecnenosartend, nNnpoekromMm npoTokona
KINMMHNYEeCKOro uccnenoBaHmA nekapCTtBeHHOro npenapata gnda MeguumHCKOro npuMeHeHus, pa3pa6OTaHHbIM
p33pa6OT‘-II/IKOM lekapCTBeHHOro npenapara UM MHbIM HPUONYECKUM TNULOM, NpUBIIEKaeMbiM K OpraHu3auuu
npoBeaeHna KIMHMUYECKOro wuccriegoBaHuA JeKapCTBEHHOro npenaparta Aanad MeaunuunHCKOro rnpuMeHeHuda, U
OpyrumMmmn matepuanamm Takoro nccrieqosaHus.

3.1. PykoBoguTenb MeAWLUMHCKOW OpraHusauuMu B CPOK, He MpPEBbIAloWmMn Tpex pabouvx OHen CO AHS
Hayana npoBefeHNst KNMHUYECKOro NccnefoBaHns NeKapCcTBEHHOro npenapara Ans MeguumHCKOro NpUMeHeHus,
coobuaeT 06 3TOM B YNONMHOMOYEHHbIM dhedeparnbHbIi OpraH UCNONMHUTENbHOW BNAacTy, Bbli4aBLUMA paspeLleHne
Ha npoBefeHne Takoro nccneaoBaHns, No YCTaHOBMEHHOW UM hopMe.

(yactb 3.1 BBegeHa dPeaepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

4. OpraHvsaumy, OCYLUECTBMSIOWME  OpraHM3auuio  MpPOBEAEHUs]  KNMHWMYECKOTO  MCCnedoBaHus
NeKapCTBEHHOro npenaparta Ans MeauUMHCKOrO MPUMEHEHMS U yKasdaHHble B yacTu 3 ctaTbu 38 HacTtodAwero
depepanbHOro 3akoHa, B criy4ae HeobXxoaAMMOCTM BHECEHMS U3MEHEHWI B NMPOTOKOM KIMHUYECKOro MCCNeaoBaHuns
NeKkapcTBEHHOro npenapata gnsa MeOWMUMHCKOro MpuMeHeHus coobwawT o6 3ToM B YNOMHOMOYEHHbIN
degepansHbIi OpraH UCMOMHUTENBHOW BRacTu, BblAaBLUMK paspelleHne Ha NpoBefeHMe Takoro mccrnegoBaHug,
Nno yCTaHOBNEHHOW UM hopme.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-$3)

4.1. CDopma coo0LLEeHNsa 0 BHECEHUN U3MEHEHUI B MPOTOKOJ1 KITMHNYECKOro nccrneagoBaHuna nekapCTtBeHHOro
npenaparta ana MegumunHCKOro npuMeHeHna OofKHa coaepXatb cnegyiuimne ceeeHuns:



1) HanmeHoBaHWe, NOEHTUMPMKALNOHHBIA HOMEP U JaTa NPOTOKOMa KIMHUYECKOrO NCCeaoBaHUs;
2) [aTa BHECEHUS U3MEHEHWI B MPOTOKOS KIMMHUYECKOTO NCCNEeA0BaHUS;
3) HaUMEeHOBaHME N MECTO HaXOXAEHWS 3asBUTENS;

4) HaumMeHoBaHMEe opraHu3aunm, NPUBMEYEHHON pa3paboTYMKOM NIEKAPCTBEHHOrO Npenapara K opraHnsaumm
NpOBELEHMNS KIMHUYECKOrO UCCreaoBaHns (Mpy Hanuyuun);

5) HanMeHoBaHUA N MecCTa HaxoXaeHuda MeanUunHCKUX OpFaHI/I3aLI,l/IIZ, B KOTOpPbIX NMpOoBOAUNTCA KIMMHU4YECKOEe
ncenegoBaHune;

6) AaTta BblAayn paspelieHna Ha nposeaeHne KNnMHU4YeCcKkoro ncerenoBaHna n HoMep 3Toro paspelleHund;

7) N3MEeHeHUs1, BHOCUMbIEe B NPOTOKOS KITMHNYECKOro uccneoBaHus.
(vacTb 4.1 BBegeHa depepankeHbIiM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He npeBblaoLWmn TpuguaTtn paboumx gHen co AHsI MONyYeHUsl yKa3aHHOro B YacTu 4 HacTosiLen
cTatby COOGLLUEHMS, YNONMHOMOYEHHBIN heaeparnbHbIi OpraH WUCMNOMHUTENBHOM BRacTU paccmaTpuBaeT 3To
coobLieHne B YCTaHOBMIEHHOM MM MOpsigke M MPUHMMAaeT pelleHne O BHECEHUW W3MEHEHUN B MPOTOKON
KNUHUYECKOro MCCrefoBaHns NEeKapCTBEHHOro npenapara Ans MeguuUHCKOro nNpuMeHeHuss unm ob oTkase BO
BHECEHUM TakuX M3MeHeHUn. [Mpu paccMoTpeHumn coodLLeHNs 0 HeoBX0AMMOCTMN BHECEHMSI U3MEHEHWNIA B MPOTOKON
KNMHWYECKOro WCCreaoBaHNsa feKapCTBEHHOro npenapaTta Ansi MeguuMHCKOro MPUMEHEHUSt B LeNsX OLEHKM
000OCHOBaHHOCTU MpeanaraemblXx U3MEHEeHUA U ornpedeneHust CTeneHn pucka Ans naumeHToB, MPUHMMAOLLMX
yyacTne B KINMHWMYECKUX WUCCINEOOBaHUsIX, YNOMHOMOYEHHBIM dhefepanbHbiM OpraHoM WCMOSTHUTENbHOW BRacTu
MOTYT MPUBMEKATbLCS 3KCMEPThI COBETA MO ITUKE.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. KnuHnyeckoe nccnepoBaHne NekapCTBEHHOro npenapaTta Ansg MeauuMHCKOro NpUMeHeHnst MoXeT ObiTb
NMPUOCTaAHOBMNEHO MMM NpeKpaLleHo, ecnu B npouecce ero nposefeHus obHapyXeHa OnacHOCTb ANsS XWU3HW,
340pOBbsi NauneHToB. B crnyvyae BO3HWKHOBEHMSI OMACHOCTU AONS XU3HW, 340POBbs NauWeHTa, y4yacTBYHOLLEro B
KNWHWYECKOM MCCnefoBaHUM JekapCTBEHHOro rpernaparta ans MeauuuHCKOro nNpUMEHEHUd, uccnegosaTtenu
065s13aHbI NpoMHdopMUpoBaTb 06 3TOM pyKOBOAMTENS MEAMLMHCKON OpraHusaumm 1 opraHu3auuio, nonyymBLIyIO
paspeLleHne ynonHOMOYeHHOro hefepanbHOro opraHa UCMONHUTENBLHOW BiacTM Ha OpraHv3aLuvio npoBedeHus
KNUHUYECKOro uUccnefoBaHUs nekapCTBEHHOro npenapata. PelleHne o0 NpUOCTaHOBMEHUU  KIMHUYECKOrO
nuccnenoBaHUsl NeKkapcTBEHHOro npenapata And  MeAVMUMHCKOrO NPUMEHEHWs MpUHUMMAaloT  pyKoBoAUTENb
MEeOULUMHCKON OopraHv3aumym u (Unu) opraHu3aunsi, NonyyYnBLIasi paspeLlleHne YNorHOMOYEHHOro dedeparnbHOro
opraHa WCMNOMHUTENbHOW BRacTU Ha OpraHM3auuvio NpoBedeHUs KIMHUYECKOro MccrnefoBaHUsA nekapCcTBEHHOro
npenapaTta Ans MeOUUMHCKOrO MPUMEHEHUS, pPelleHne O MnpeKpalleHUn Takoro uccrnegoBaHus npuHUMaeT
YNOSTHOMOYEHHbIN dhefeparnbHblii OpraH UCMONTHUTENbHOM BNAacTU Ha OCHOBAHWM COOOLLEHUS B MMCbMEHHOMN
dopme  pyKOBOOMTENS  MEOUUMHCKOW  OpraHMsaumMm  Wnu  opraHu3dauus, nonyymBllasl  paspelueHue
YNOMHOMOYEHHOro heaepanbHOro opraHa UCNOMHUTENBHOW BRAcTM Ha OpraHM3auuio NPOBEAEHUST KITMHUYECKOrO
nccriegoBaHns nekapcTBeHHOro npenapaTa ang MeavUnHCKOro NpUMeHeHns.

7. B cpok, He npeBbllIAWMIA NATU paboynmx OHEeWm CO [OHS 3aBeplUeHMus, MPUOCTAHOBMNEHUS WUIK
npekpawleHnss KNMHUYeCKoro uccrnefoBaHns IekapCcTBEHHOro npenapata Ans MeauUMHCKOro MpUMEHEeHUs,
coobuwieHne o6 STOM HampaBnsieTCd OpraHMsauusaMy, YykasaHHbIMM B 4actu 3 cratbu 38 HacTosLwero
depepanbHOro 3akoHa, B YNOMHOMOYEHHbIN dhefeparnbHbli OpraH UCNOMHUTENBbHOW BNACTU NO YCTAaHOBEHHOW UM

cdopme.

8. <Dopma coobueHus o 3aBepLlueHnn, NpnocTaHoBIIEHUN Unn npekpaweHnn KnMHn4eckoro nccregoBaHnA
NeKkapCTBeHHOro npenaparta gna MmeanunHCKoro npuMeHeHmna orkHa cogepXaTtb:

1) MHopMauuo 0 MEAULMHCKOM OpraHu3auum Unn MepuuUHCKMX OpraHusauusix, NpOBOAMBLUMX OaHHOEe
nccrnenoBaHue;

2) onncaHme gaHHoro uccriegoBaHuA,

3) paHHble wuccnepoatens (damunusi, MMs, OTYECTBO, MeCTOo paboTbl, 3aHMMaeMasi OOJPKHOCTb,
cneumanbHOCTb, CTax paboTbl MO nporpaMmam  KMMHWYECKUX WCCIEeLOBaHWN JIEKAPCTBEHHBLIX MpenapaTos,
nepeyeHb KMMHUYECKUX UCCreaoBaHUIM NEKapCTBEHHbIX MpenapaToB, B KOTOPbLIX OH NMpUHMMan yyactve (nepuogpl
yyacTusl) B Ka4ecTBe nccrneqoBaTens unm comccrnenoBaTtens);



(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pesynbTaT [OaHHOIO WCCreoBaHUS (3aBeplueHue, MNPUOCTaHOBMEHUE WNW NpekpalleHue [aHHOro
nccrnegoBaHUa € ykasaHMeM MX MPUYMH U BIUSHUS Ha OLEHKY €ro pesynbTaToB, OOLLyl OueHKy pucka u
oXngaemon nomnb3bl OT MPUMEHEHUA WUCCReQyeMOro fieKapCTBEHHOro npenapaTa, a Takke npegnonaraemble
AanbHerwmne 4encTeums).

8.1. lMNpu BbIABNEHMM heaepanbHbiM OPraHoOM MCMNOSTHUTENBHOW BNAcTW, OCYLLECTBASOWNM (YyHKUUKM MO
KOHTPOJSIIO 1 Haa3opy B cdhepe 34paBOOXpPaHeHUsl, HapyLweHUA NpaBun Hagnexawen KrMHUYeCcKon NpakTUKK npu
NPOBEAEHUN KITMHUYECKOrO WCCreoBaHUSA JeKapCTBEHHOrO npernaparta, BAVSIWMX Ha MOMHOTY W (Mnu)
AOCTOBEPHOCTb AaHHOIO KIMMHUYECKOro MCCNeaoBaHus, ykasaHHbIN dhedeparnbHbIi OpraH UCNOMNHUTENBHOW BNacTy
npuocTaHaBnNuBaeT nposedeHne OAaHHOMO KIMHMYECKOro UCCNeaoBaHns 1 BbIHOCUT MEAMUUHCKON opraHusauuu, B
KOTOpPOA NpPOBOAUTCS [aHHOE KIUHMYEeCKoe WccrnefoBaHue, npeanucaHne o6 ycTpaHeHWM BbISIBMNEHHbIX
HapyweHui. lpu HeycTpaHeHUM MeOMLMHCKOM OpraHu3auuen BbISIBMIEHHbIX HapyLleHWA B YCTaAHOBMEHHbLIN B
npeanucaHuM CpoK  yKasaHHbI  dpedeparnbHblil  OpraH WUCMNOMHUTENbHOW BNAcTW MNPUHUMAaET pelleHne o
npekpaweHnm npoBeAEeHUST KIMHUYECKOTO WCCNEeAOBaHWs JIeKapCTBEHHOrO Mpenapata WM HanpaBnseT B
degepanbHbIi OpraH MCMOMHUTENBHOM BNAcTW, OCYLLECTBISAWUA yHKUMKM No BblpaboTke U peanusauun
rocygapCTBEHHOM MONIUTUKN U HOPMaTUBHO-MPABOBOMY PEryNIMPOBAHMIO B chepe 34paBOOXPaHEHUS, 3aKTYeEHNe
O BbISIBMIEHMX NPV MPOBEAEHUN [OAHHOTO KIAMHUYECKOrO MWCCNeAOoBaHWsA HapyLleHWA npaBuil Hagrexailen
KMMHUYECKOW MPaKTUKN ANS MPUHATUS pelleHns 06 OTMeHe paspeLleHnsi Ha OpraHu3aumio NpoBedeHns OaHHOMo
KMMHUYECKOTO UCCrefoBaHusA C gaTbl MPUHATUSA pPELIEeHUss O MNPUOCTAHOBIIEHUW MPOBEAEHUS KITMHUYECKOrO
nccrnegoBaHus nekapCcTBeHHOro npenapara.

(vacTb 8.1 B peq. PenepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YNonHOMOYeHHbI hefepanbHbii OpraH MCMOSNTHUTENbHOM BracTu OnyGrMKOBbIBAET M pa3MeLLaeT Ha
cBoeM odmumansHOM canTe B ceTu "MIHTepHeT" coobLleHne 0 3aBepLUEeHNN, MPUOCTAHOBIIEHUIN UIK NMpeKpaLLeHM
KMMHUYECKOTO UCCReoBaHUA JeKapCTBEHHOrO npenapata Ans MeAWUMHCKOrO MPUMEHEHUSI B CPOK, He
npeBbIWaLWni N9TM pabounx AHEN CO OHS ero NosydeHus, B yCTaHOBNEHHOM UM NOpsiaKe.

10. YnonHoMo4eHHbIN deaepanbHbil opraH UCNOMHUTENbHOW BNacTU OCYLLECTBASET BedeHWe peecTpa
nccriegoBatenen, NPOBOASALWNX UMW NPOBOAMBLLMX KNMHUYECKUE UCCMEeAOoBaHUS NeKkapCTBEHHbIX NpenapaToB Ans
MEeOULMHCKOrO MPUMEHEHUS, B COOTBETCTBUM C YTBEPXAEHHBIMW MM MNpasBunamm n pasmellaeT ero Ha CBOeM
oduumanbHoM cante B ceTu "MHTepHeT" B YCTaHOBMEHHOM WM nopsdke. YKasaHHbI peecTp COOepXuT
WHopmaLmio, NpegyCMOTPEHHYIO MYHKTOM 3 YacTu 8 HacTosLLen cTaTbu.

11. OT4yeT 0 pesynbTaTax KIMHWYECKOrO WUCCMEeLOBaHUS NeKapCTBEHHOro npenapaTta Ansi MeAuLMHCKOro
NPUMEHEHNST COCTaBMSIETCA OpraHmn3aumen, ykasaHHon B yactu 3 ctatbn 38 HacTosiwero deaepanbHOro 3akoHa,
Ha OCHOBAHUW 3aKKYEeHUN MeaULIMHCKUX OpFaHI/I3aLLVII7I, nposoamBLLUKNX 3TO UCcnenoBaHue, N npeancrtaBndeTcAa B
YMONTHOMOYEHHbLIN doefeparnbHbIi opraH UCMOMNHUTENBHOW BNACTW, BbiAaBLUMIA pa3peLleHne Ha NpoBedeHne 3TOro
nccrnefoBaHus, B CPOK, He MpeBbILAWMIA TPEX MECALEB CO OHs €ro 3aBepLUeHWsi, NPUOCTAHOBMEHUS WK
npekpaLleHusi, B nopsiake, YCTaHOBEHHOM YMOSTHOMOYEHHBIM dhefeparnbHbIM OpraHoM UCMOSNTHUTENbHOW BNaCTU.

12. HapylweHne npasun Hagnexallen KnMHUYEeCKon NpakTukn, ganbcngukaumna pesynbtaToB KIMHUYECKOro
nccrnegoBaHus NeKapCTBEHHONO NpenapaTta A1 MeAULUHCKOrO NPUMEHEHNs BIIEKYT 3a COOOM OTBETCTBEHHOCTL B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuickon ®epepauun.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

13. Tpn nNpoBeAEeHUN KIMHUYECKOTO WCCNEeaoBaHWUsl FeKapCTBEHHOro npenapata Ans MeAWLMHCKOro
NpMMeHeHnsa gonyckaeTcsa 3abop y naumMeHToB Guonormyeckmx matepuanos (00pasubl OMONOrMYeCcKnX XnaKocTen,
TKaHEWN, CEKPETOB U NPOAYKTOB XU3HEAEATENbHOCTM YeroBeka, M3nNoNormieckmx 1 naTtororm4yecknx BblaeneHnn,
Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3MoB, OVOMNCUWHBLIM MaTepuan) AOns WX u3ydeHuss B Poccwuiickon
depepaumm n (unu) 3a npegenamm Poccuiickon degepaunn.

(B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

14. Tlopspok BBO3a B Poccuiickyito depepaumio u BbiBo3a 3a npefensl Poccuiickon depepauumn
GMONOrMYeckMX MaTepuanoB, MOMYYEHHbIX MpPWM NPOBEOEHUM KIMMHWYECKOTO WCCrefoBaHUsl NeKkapCTBEHHOro
npenapata ans MeauLMHCKOro NpMMeHeHus, ycTaHaBnueaeTcs MNpaeutensctsom Poccunckon ®Pegepaumu.

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 41. [oroBop O MNpPOBeAEHUU KIUHUYECKOrO UCCNefoBaHUA JeKapCTBEeHHOro npenapara Ans MeaULUHCKOro
npUMeHeHus



1. KnnHuyeckoe uccnegoBaHne NekapCcTBEHHOro npenapaTa Ang MeaMUMHCKOro NpMMeEHEHUs NPOBOANTCA B
COOTBETCTBMM C [AOrOBOPOM O TMPOBEAEHUM KITMHUYECKOrO WCCreaoBaHUs JEKapCTBEHHOro npenapara Aans
MEOMLMHCKOrO NPUMEHEHUS], 3aKITOYaeMbIM MeXOy OpraHusaumen, NonyymBlLLEN pa3peLlleHne YNofTHOMOYEHHOMO
denepanbHOro opraHa WCMNOMHUTENBHOM BRAacTM Ha OpraHu3auumio NPOBEAEHWSI TaKOro WCCHEeAOBaHUSA, WU
MEeOMLMHCKON opraHmn3aLmen, OCyLLLeCTBIAIOLWEN NPOBEAEHNE TAaKOro NCCNeA0BaHNUS.

2. ,D,OFOBOp O nposefgeHunn KIMMHU4YeCKoro unccrneagoBaHua JNeKapCTBEHHOrO npenaparta and MegunumHCKOro
NPUMEHEHNA OOJTKEH coaepXXaTb:

1) ycnoBwusi n CpoKM NpoBeAeHUst 4aHHOMO UCCNEeA0oBaHuNS;

2) onpeneneHune obLlerr cToMMOoCTM nporpamMmmbl  OaHHOro wuccnenosaHna C  yKa3aHMemMm CyMMbl,
npenHasHaqarou.l,eVlc;i And BbiNNaTt nccrnegoBsartendam, conccneaoBaTtenidam;

3) onpegeneHve hOpMbl NPEACTaBNEHVS pe3ynbTaToB [LAHHOMO WCCNefOBaHUS B YMOSTHOMOYEHHbIN
hbenepanbHbin opraH UCNOMHUTENBHOW BNACTW.

Cratbsi 42. ®uHaHcOBoe obGecneyeHuWe KIIMHUYECKOrO MWCCedOBaHUsI NeKapCTBEHHOro mnpenapata Afsi MeAULMUHCKOro
npuMeHeHus

durHaHcoBoe obecnedeHne KIMHUYECKOrO WCCReaoBaHUs NIeKapCTBEHHOro npenapara gnda MmegunuunHcKoro
NPpUMEeHEeHUA OCYLLIECTBIIAETCA 3a CHET:

1) cpencTB dhenepanbHOro GrOoKETa;

2) cpencTse OpFaHI/I3aLI,VIIZ, nony4nBLUMNX pa3pelleHmne Ha opraHmsaunio nposeneHnda JaHHOro nccnenosaHus,
B COOTBETCTBUM C yCrioOBMAMM O0OroBopa O ero nposeeHunu;

3) MHbIX He 3anpeLLeHHbIX 3akoHogaTenbcTBOM Poccuiickon degeparmm NCTOUYHMKOB.

CraTtbs 43. I'IpaBa nauuneHToOB, y4acTByHOLWKUX B KITIMHNYECKOM UcCcriegoBaHUN NieKapCTBEHHOro npenaparta Ana meguuuHCKoro
npuMeHeHus

1. Yyactve nauueHToB B KIAMHWYECKOM WCCNenoBaHWK JIeKapCTBEHHOro npenaparta Agnda mMeguumHCKOro
NPUMEHEHNA ABNAETCA D,O6pOBOJ'IbeIM.

2. MauneHT nnm ero 3aKOHHbIN NpeacTaBUTENb JOIDKEH ObiTb MIHPOPMUPOBAH B MMCbMEHHOM hopMe:

1) O NnekapCcTBeHHOM npenaparte And MeguunHCKOro npuMmeHeHna n CyuwHOCTU KINNHN4YeCKoro nccregoBaHua
9TOro NNeKapCTBEHHOIO npenaparta,

2) o ©e3onacHOCTU NeKapCTBEHHOro npenapata AnAs MEAMUMHCKOro MPUMEHEHWs, €ro OXuaaemom
3(PPEKTUBHOCTM M CTENEHN pUCKa ANSA NALMEHTa;

3) 006 ycnosuax y4dyactuda nauneHta B KIIMHUMYECKOM UCcrenoBaHUM NnekapCTBEHHOro npenapata and
MeaNLIMHCKOIo NpUMeHEeHUA;

4) O uenu nnu uenax n npogoJnkKUTeslbHOCTU KIMTMHNYECKOro nccrnenoBaHna NekapCTBeHHOro npenaparta and
MeOULUMNHCKOro npuMeHeHus;

5) O OEeNCTBUSIX NaumeHTa B Ccny4vae HenpeaBungeHHbIX Sd)(*)eKTOB BITNAHNA NEeKapCTBEHHOIo npenapara and
MeaNLIMHCKOIro NnpuMeHeHna Ha COCToOAHNE ero 340pP0BbA;

6) 06 ycrnoBusx o6a3aTenbHOro CTPaxoBaHUS XU3HK, 300POBbA MALMEHTa;

7) O rapaHTunax KOH(bI/ID,eHLI,I/IaJ'IbHOCTVI yqyactua nadmeHTta B KIMHUYECKOM uccrieqoBaHMM NekapCTBeHHOro
npenapara gnha meamumnHCKoro npuMeHeHus.

3. ,El,oﬁposoanoe cornacuve nauueHtTa Ha Yy4dactune B KIMHUMYECKOM uccrieqoBaHMnM InekapCTtBeHHOro
npenaparta And MeauMuuHCKOro npuMmeHeHuda noatBepXxaaetcd ero noanmucbro unu nognucbid ero 3akoHHOro
npeacraBnTensa Ha UHPOPMALMOHHOM FNINCTKE NauueHTa.

4. TlauMeHT unn ero 3aKOHHbIN npeacraenTeNnib UMeeT npaBo OTKa3aTbCA OT y4daCTuA B KIIMHUYECKOM



ncenegoBaHnM JNekapCTtBeHHOro npenaparta ana MeamumHCKoOro rnpuMeHeHmA Ha nobon cragum npoeseaeHnA
TakKoro nccnegoBaHuA.

5. NpoBeaeHve KMMHUYECKOro NCCefoBaHNs NekapCTBEHHOro npenapara Ans MeAULUMHCKOrO NpUMeHeHUs
C yyacTvem B KkayecTBe NalueHTOB AeTeln A0MnycKaeTcsl TONbKO C cornacusi B NMCbMEHHOW chopme nx poauTenen,
ycbiHOBUTENEN. [leT MoryT paccMaTpuMBaTbCsl B KayeCcTBe MOTEHLUMarnbHbIX MauMeHTOB Takoro uccriefoBaHus,
TONbKO €Cnn ero npoBeAeHne HeobXxoaMMo ANdA yKpenneHus 300poBbst AeTer U NPodUnakTUKN MHEEKLNOHHBIX
3aboneBaHWn B JETCKOM BO3pacTe NvMbO ecnu uenbio Takoro UCCrneoBaHus SIBNSIETCA MOfyyYeHWe AaHHbIX O
Haunydlen 4O03MPOBKe NEeKapCTBEHHOrO Npenapara Ans neveHus aeter. B atux crnydasix Takomy MccrnefoBaHUio
JOIKHO MpeALecTBOBaTb KIMMHUYECKOE WUCCMedOoBaHWe IeKkapCTBEHHOro npenapata  Ans MeAMUMHCKOro
NMPYMEHEHNS Ha COBEPLUEHHONETHMX rpaxaaHax, 3a UCKIYEeHNEM CIyyaeB, eCriu UCCNeQyeMbli NNeKapCTBEHHbIN
npenapat Onsi  MEAMUMHCKOrO  MPWMEHEHWs  npedHas3HayeH  WCKIYUTENbHO  ONs  UCMOMb30BaHUS
HeCOBepLUEeHHONETHNMU rpaKgaHaMmu.
(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTC$1 npoeeaeHne KInnHN4eckoro nccneanoBaHnd nnekapCTtBeHHOro npenapara ana meamumHCKoro
npnmMmeHeHud € ydactmnem B Ka4ecTBe nauyneHTOB!:

1) peTen-cnpoT 1 geTen, octaBlLMxca 6e3 nonevyeHnsa poanTenen;

2) XeHWWH B nepuop GepeMeHHOCTU, KEHLUMH B Mepuon FPyAHOro BCKapMIMBaHWUS, 3a WCKIOMEHUEM
cryyaeB, ecrnv MPOBOAWTCS KIMMHWYECKOE WCCIEeLoBaHWE fekapCTBEHHOrO MpenapaTa, npeAHasHayeHHoro Ans
yKa3aHHbIX >KEHLUMH, MpU YCroBUU HeoBXOAMMOCTM MOSyYeHust MHGopMaUMK TONMbKO BO BpeMsi MpoBeAeHUst
COOTBETCTBYIOLUMX KIMMHUYECKMX WUCCNEAOBAHUA W MPUHATUS BCEX HEOOXOAMMbIX Mep MO MCKIIOYMEHWUIO pucka
HaHeceHUs1 Bpeaa XXeHLMHe B nepuo 6epeMeHHOCTH, XKEHLLUHE B Nepuoa rpyaHoOro BCKapMvMBaHus, Nnoay unm
pebeHkKy;

3) BOEHHOCNYyXallux, 3a UCKINK4YeHneM cny4vaeB nposeneHnd KInnMHNM4eCcKoro nccnenoBaHmna nekapCcTtBeHHoro
npenaparta, cneuuanbHO pa3pa60TaHHoro Oona npuMeHeHna B YCNOBUAX BOEHHbIX 0ENCTBUN, l-Ipe:BBbI‘-IaI7IHI:IX
CI/ITyaLI,MI7I, I'IpO(*)I/IJ'IaKTI/IKVI M ne4veHusi 3abonesBaHUn u nopa>|<eHV||7|, nony4yeHHbIX B pesynbTaTte BO30ENCTBUSA
He6ﬂaFOI'IpI/I$|THbIX XUMUYECKMX, OMONOrnyYecKnx, pagnaunoHHbIX d)aKTopOB. KnnHnyeckoe nccnegoBaHue Takoro
NekapCTBEHHOro npenapara MOXeT npoBoAUTbCA C y4YacTueM B KadecTBe NauneHTOB BOEHHOCIYXallux, 3a
MCKINK4YeHneM BOEHHOCIyXalmnx, npoxogAauwmnx BOEHHYH CJ'Iy)K6y no npu3biBy, C cobntogeHnem Tpe6OBaHI/Il7I,
YCTaHOBJ1€HHbLIX HACTOALLUM d)ep,epaanblM 3aKOHOM B OTHOLUEHUN rpaXXaaHCKUX nnL;

4) COTPYAHMKOB NPaBOOXPAHUTENbHBIX OPraHoB;

5) nuu, oTGLIBaKOLWMX HaKa3aHWe B MecTax NuieHus cBoGoAdbl, a Takke NL, HAXOoOSLWMXCS Mo cTpaxen B
CrneacTBEHHbIX M30MATOpax.

7. ,El,onyCKaech npoesegeHne KrnmHn4eckoro nccrieqoBaHuna nekapCTtBeHHOro npenaparta gna megmunHCcKoro
npumMeHeHud, npegHasHa4eHHOro And neYvyeHua ncuxmy4eckux 3aboneBaHui, ¢ yvyactnemMm B KadecTtBe nauneHToB
My ¢ ncmxudeckumin - 3aboneBaHUSMN, NPU3HAHHbIX HegeecnocobHbiMM B nopsaake, yCTaHOBJIEHHOM
3akoHogaTenbLcTBOM Poccuickon Cbep,epau,vm. KnnHnyeckoe mnccnenoBaHue NekapCTBEeHHOro npenapara B 3TOM
Clny4ae npoBoaAnNTCA Npn Hannm4mnm cornacud B NUCbMEHHOWN cbopme 3aKOHHbIX Hpeﬂ,CTaBMTeﬂeVI YKa3aHHbIX I,

Cratbl 44. OOGsaszaTtenbHoe CTpaxoBaHWE XW3HU, 3[0POBbSA NaUMeHTa, y4vacTBYHOLWEro B KIWHUYECKOM uccneaoBaHUU
JNIeKapCTBEHHOro npenapara Ansi MeguUUHCKOro NpuMeHeHus

(B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-$3)

1. OpraHusaumsi, nony4dMBLLIas paspelleHMe Ha OopraHuM3auuto NpPoBeAeHMsT KITMHMYECKOro MCccnedoBaHus
NeKapCcTBEHHOro npenaparta ans MeguumHCKOro npuMMeHeHusi, obsidaHa B KayecTBe CTpaxoBaTenisi CTpaxoBaTb
PUCK NPUYMHEHUS Bpeaa XM3HW, 340POBbI0 NauuMeHTa B pesyrnbTaTe NPOBeAEeHMsT KMMHUYECKOro UCCnefoBaHust
NeKapCTBEHHOro npenapata Ans MeOMUUHCKOro MNPUMEHEHUS 3a CBOW CYET MyTeM 3akfioYeHus [oroeopa
006513aTeNbHOro CTpaxoBaHus.

2. O6bekToM 00s13aTENBHOrO CTPaxoBaHUS SBNSAETCA MMYLLECTBEHHBLIM MHTEPEC NMauueHTa, CBA3aHHbIN C
NMPUYMHEHNEM Bpeda €ro XW3HW WM 340POBbIO B pe3ynbTaTe NpPOBEAeHUs KIIMHUYECKOro uccreaoBaHus
niekapCTBEHHOTO npenapara Anst MEAULUHCKOrO NPUMEHEHMS.

3. CTanOBbIM cny4yaeM no [orosopy obsizaTenbHOro CTpaxoBaHNA 4ABNAETCA CMepTb nauueHta Wuin
yxXygweHume ero 3gopoBbA, B TOM 4uUCNe Bliekyllee 3a cobor yCTaHOBIeHNne WHBarnngHoOCTU, MNpu Hann4uu



MPUHYHHO-CNEACTBEHHON CBSA3W MEX[Y HaCTynreHMeM aTOro CobbITUA U yd4acTUeM MauueHTa B KIUHUYECKOM
CCriejoBaHMK NIeKapCTBEHHOrO npenapaTa.

4. Tpe6OBaHI/I‘i| O BO3MelWleHnn Bpeaa, NpnYNHEHHOro XXMU3HM unn 300pOBbIO NMalUMeHTa, NpeabABNAKTCA B
Te4yeHne CpoKoB MCKOBOW OaBHOCTH, YCTAHOBJ1€HHbIX rpa>a4aHCKMM 3aKOHO4aTENIbCTBOM.

5. Pasmep cTpaxoBon BbinmaTbl MO 4OroBopy 0683aTenbHOro CTpaxoBaHWs COCTaBISET:

1) B cnyyae cMepTM naumMeHTa ABa MWUNNMOHA pyOner Ha Kaxgoro nauueHTa, y4acTBOBaBLUErO B
KMMHMYECKOM MCCrneaoBaHMK fekapCcTBEHHOrO npenapara;

2) Npu yXyALWweHUN 300poBbs NauneHTa:

a) noenekweM 3a cobol ycTaHOBNEHME UHBaNMAHOCTM | rpynnbl, OOUH MUMMMOH NATLCOT ThicaAY pybnen Ha
Ka)xgoro naumeHTa, y4acTBOBaBLLErO B KITMHWYECKOM UCCNea0BaHUM NeKapCTBEHHOIO NpenapaTa;

6) noenekwem 3a coboi ycTaHoBMeHWe WHBanuaHocTW Il rpynnbl, OAMH MWNMWOH pYyGrern Ha Kaxaoro
nauueHTa, y4acTBOBaBLLEro B KIMHUYECKOM MUCCIeQoBaHUM NEKapCTBEHHOIO Npenapara;

B) noenekwem 3a cobon ycTaHoBneHue uHeanugHocTtu Il rpynnbl, NSTLCOT ThiCAY pybnen Ha Kaxgoro
naumeHTa, y4acTBOBaBLLEroO B KIMMHUYECKOM UCCNefoBaHMM NEKapCTBEHHOIO NpenapaTa;

r) He noBnekwem 3a cobon yCTaHOBMEHWS UHBaNMAHOCTKW, He Bornee Yem TpucTa ThicAY pybnen Ha Kaxgoro
nauueHTa, y4acTBOBaBLUErO B KIMHUYECKOM MCCedoBaHNM NekapCTBEHHOro npenapara, Mcxoasd U3 HoOpMaTKBOB,
OTpaxaloLUMX Xapaktep W CcTeneHb MNOBPEXAEHWSA 300pOBbs, a Takke (akTU4ecKM MOHECEHHbIX MaLueHTOM
pacxoAoB, BbI3BaHHbIX MOBPEXAEHWEM 300POBbS, HAa MEAMUMHCKY0 MOMOLb, npuobpeTeHne nekapCTBEHHbIX
npenaparos.

(nn. "r" B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatnn cuny ¢ 1 nionsa 2015 roga. - PegepaneHbiit 3akoH oT 22.12.2014 N 429-93.

7. Cpok poroBopa o0643aTenbHOrO CTpaxoBaHMs He MOXET OblTb MeHee, 4YeM CpOK MNpOBEAEHMS
KMMHUYECKOro UCCNeAoBaHNsA NekapCTBEHHOrO npenapara.

8. YcnoBusa goroBopa 06s3aTenbHOro CTpaxoBaHWs, B TOM YMCre CTpaxoBble Tapudbl No obsizaTenbHOMY
CTPaxoBaHuio, nepevyeHb HeobXOAUMbIX [AOKYMEHTOB [Afs OCYLUECTBIIEHUs CTPaxoBOW BbiMnaTbl, MNOPSAOK
YyCTAHOBINEHNA  CTpaxoBaTeneM  WHAMBUAYanbHOrO  MAEHTU(PUKALMOHHOrO  Koja  nauueHTa,  nopsaok
MH(POPMUPOBaHMST  CTpaxoBaTenem CTPaxoBLUMKA O MPUBMEYEHHbIX K  KIMHWYECKOMY  UCCNEeLoBaHUio
neKkapcTBEHHOro npenapaTa Ans MeauLMHCKOro NMpUMEHEHNs NauueHTax, NopsiAoK ynnaTbl CTPaxoBOW Npemuu,
nopsaoK peanusauun onpeaeneHHbix HacToswmM deaepanbHbIM 3aKOHOM U ApYrMu dpefeparnbHbIMU 3akoHaMu
npaB n o6s3aHHOCTEN CTOPOH MO A0roBopy 00513aTeNbHOro CTPaxoBaHWS, a Takke HOpPMaTuBbl, OTpaxaroline
Xapaktep WU CTeneHb noBpexaeHna 300pO0BbA, YCTaHaBIMBAKTCA TUMNOBbIMU NpaBunamu obsaszaTenbHOro
CTpaxoBaHus.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. B cnyyae npuumHeHus Bpeda KWM3HM MauMeHTa, y4acTBOBABLLUErO B KIMHUYECKOM WCCRedoBaHWK
neKkapcTBEHHOro npenaparta, BbirogonpuobpeTtatensamn Mo OOroBopy 06A3aTenbHOro CTpaxoBaHUs ABMSATCS
rpakgaHe, MMeloLLMe NpaBo Ha BO3MELLIEHVe Bpeaa B Crllyyae CMepTU KOpMUSibLia B COOTBETCTBUU C FpaXkaaHCKUM
3aKOHOAATeNbCTBOM, MPU OTCYTCTBMU TaKUX T[PaXOaH - pPOAUTENW, Cympyr, AeTM YMepLUero mnauueHTa,
y4YaCTBOBABLUEr0 B KIMHUMYECKOM MWCCIeQoBaHUM FEeKapCTBEHHOro npenapaTta, B CrydYae CMepTu NauueHTa,
y4YacTBOBABLUEro B KNMHUYECKOM UCCMeO0oBaHNM NekapCTBEHHOro npenaparta U He UMEBLLEr0 CaMOCTOSATENbHOro
[0X0[a, - rpaxaaHe, Ha WKOUBEHUN KOTOPbIX OH HAXOAWMCA, B OTHOLLEHNM BO3MELLEHUS PacXooB Ha norpebeHne
nauueHTa, y4acTBOBABLLUEro B KNMHUYECKOM MCCreaoBaHuM NekapcTBEHHOro npenapara, - nuuo, NoHecllee Takue
pacxogbl.

10. CTanOBaFI BbilMylata B C4eT BO3MelleHnd Bpena, NpUu4NHEeHHOro XM3HM nauneHTa, ydactBoBaBLUEIO B
KINMMHNYECKOM WuccnegoBaHuUn JekapCTBEHHOro npenaparta, pacnpenendetcda mexay BbIrOﬂOﬂpM06peTaTeﬂﬂMM
nponopunoHasnibHO X KOJNTMYeCTBY B paBHbIX OOJ1AX.

11. Tpun HacTynneHuuM CTPaAxOBOro crnyyas nauueHT, Y4YacTBOBaBLUMA B KAMHWYECKOM WCCREeAOoBaHUM
NeKapCTBEHHOro npenapaTa, BbirogonpuobpeTtaTens BrApaBe MNpPeabsBUTb HEMNOCPELCTBEHHO CTPaxOBLUUKY
TpeboBaHMe O BO3MeELLeHUM MnpudnHeHHoro Bpepa. CTpaxoBas BbinfaTta OCYLECTBNAETCS CTPaxOBLUMKOM B



TeYeHWe TpuauaTM OHei co OHSA NpeacTaBreHuss HeobxoOuWMbIX AOKYMEHTOB. [lauueHT, y4acTBOBaBLUMIA B
KMMHUYECKOM UCCredoBaHUM NEKApCTBEHHOro mnpenapaTa, WNU BbirogonpuobpeTatens o6s3aH  coobWuUTb
CTPaxOBLUUKY AN OCYLLIECTBMNEHNUS CTPaxOoBOWM BbiNnaTbl MHOMBUAOYANbHbIA UOEHTU(MKALMOHHBIN Kog nauueHTa,
YCTaHOBIEHHBIN CTpaxoBaTenieM B COOTBETCTBUM C TUMOBLIMU NpaBunaMm oba3aTensHOro CTpaxoBaHus.

12. do nonHoro onpepeneHna pasmMepa noanexawero Bo3MeleHnio Bpeada CTpaxoBLUK No 3adaAB1E€HUIO
nauneHTa, ydacTtBoBaBLUEero B KIIMHUWYECKOM WUCCneaoBaHMM neKapCTBEeHHOro npenaparta, WM 3adaABl1eHUH
Bberﬂ,OI’IpVIO6peTaTeJ'IF| BrnpaBe OCyLeCTBUTb 4acTb CTanOBOVI BbiMJiaTbl, COOTBETCTBYHLUYIO (baKTI/I‘-IeCKVI
onpeueneHHon YacTn NpUYNHEHHOrIO Bpeaa.

13. CtpaxoBas Bbinfnata B COOTBETCTBMM C OOrOBOPOM 0653aTenbHOrO CTpaxoBaHWUsl OCYLLECTBISETCA
He3aBMCUMO OT BbiNNaT, NPUYNUTALWLUXCA NO APYrMM BUOaM CTpaxoBaHUA.

14. He OOonyckaeTcd y4yactue naumeHta B NpoBeAeHUU KIMHUYEeCKOro wuccrnengoBaHuAa JekapCTBEeHHOro
npenaparta npu oTCyTCTBUM OOroBopa obsizaTenbHOro CTpaxoBaHu4.

15. KOHTpOnb 3a UCMOMHEHWEM opraHusauunen, NonyyYmBLIen paspelleHue Ha opraHu3auuio nposefeHus
KMMHUYECKOrO UCCnefoBaHns fekapCTBEHHOro npenaparta Ans MeAWLMHCKOro NPUMEHEHWsl, YCTaHOBMEHHOW
HacTosILLen cTaTbel 06sa3aHHOCTU MO 06s3aTeNbHOMY CTPaXOBaHWUIO XXM3HMW, 340POBbS NauMeHTa, y4acTBYHOLLEro
(yyacTBOBaBLUEr0) B KIWMHWYECKOM  UCCMNEedOBaHMM  NEKapCTBEHHOro  npenapaTa,  ocyllecTBnseTcs
YMONHOMOYEHHbIM dhedeparnbHbIM OpraHoM WUCMOMHUTENBHOW BracTu, BblAABLUMM paspelleHne Ha nposefeHve
KMMHWYECKNX NCCrefoBaHWN NeKkapCTBEHHbIX NpenapaToB Afs MEAULMHCKOrO NPUMEHEHMS.

nasa 8. NIPON3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB

CrtaTbs 45. [[pon3BoACTBO NeKapCTBEHHbIX CPeACTB

1. Mpons3BoaCcTBO NEKapCTBEHHbIX CPEACTB AOMKHO COOTBETCTBOBaTb TpeboBaHMAM MpaBun Hagnexallemn
NPOV3BOACTBEHHOW MNPAKTUKN, YTBEPXKAEHHbIM YMNOMHOMOYEHHbIM befeparnbHbiM  OpraHoM WCMONHUTENBHON
Bnactu. OcobeHHOCTU nepexoda NPOM3BOACTBA OTAENbHbIX JIEKAPCTBEHHbLIX CPeACTB K MX MPOV3BOACTBY B
COOTBETCTBMM C TpeboBaHWsSIMM NpaBUN  Hagnexawlen Mpou3BOACTBEHHONW MNPAKTUKM YCTaHaBMBAKOTCA
MpasutenscteomM Poccuickon denepaumn. Bolgada 3aknioyYeHnn o COOTBETCTBUN NPOU3BOAUTENS NEeKapCTBEHHbIX
cpencte TpeboBaHWSIM NpaBuUIT Hagnexallen NpPou3BOACTBEHHOM MPaKTUKU OCYLLECTBISIETCS MO pe3ynbratam
WHCMEKTUPOBaHUSA NPOM3BOAMTENEN JEKAapCTBEHHbIX CPEACTB B MOPSAKe, YCTaHOBMEHHOM [lpaBUTensCTBOM
Poccuinckonn ®egepaumn. Pasmep nnatbl 3a Bblgavy 3akiioueHNsi 0 COOTBETCTBUM MPOU3BOANTENS FIEKAPCTBEHHbIX
cpeAacTB TpeboBaHMAM NpaBui Hagnexallen NpovM3BOACTBEHHOW MPaKkTUKM ycTaHaBnmuBaeTcsi [1paBUTENbCTBOM
Poccuinckonn  depepaumn.  [lopsgok  opraHusaumm UM NPOBEOEHUS  MHCMEKTUPOBaHMS  Mpou3BoguTenen
NEeKapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHWsIM MpaBuI Hagnexalwlenm Npou3BOLCTBEHHOW MPaKTUKU
ycTaHaBnmBaeTcs NMpaButenbctBom Poccuiickon ®epepauun.

(B pea. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-®3, o1 22.12.2014 N 429-93)

2. Npon3BOACTBO fekapCTBEHHbIX cpeacTs B Poccuiickon depepaumm ocyLecTBAsSieTCs NPOU3BOANTENSIMUA
NEeKapCTBEHHbIX CPeACTB, MMEKLWMMN JIMLEH3NIO Ha NPOW3BOACTBO JleKApCTBEHHbLIX cpeacTB. [loaTeepxaeHue
COOTBETCTBMS JMUEH3MaTa npaBuiam Hagnexawen npou3BOACTBEHHOW MPAKTUKM OCYLLECTBIISIETCS B pamkax
TNNLUEH3NOHHOTO KOHTPONS B COOTBETCTBUM C 3akoHodaTtenbCcTBoM Poccuiickon Pepepauym c  yyeToMm
0COBEHHOCTEN, YKa3aHHbIX B 4acTu 1 HaCTOsILLEN CTaTbM.

(B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. npOVI3BO,D,CTBO NeKapCTBEeHHbIX CPeaCTB OCYyLLeCTBNAETCA C cobniogeHnem Tpe6OBaHVIIZ NPOMbILUITIEHHOIO
pernamMmeHTa, KOTOprVI yTBEepXOaeTcd pykoBoauTerneM npoun3BoauUTENA NEeKapCTBEHHbIX CpeaCTB U BKIKO4YaeT B
cebs nepeydyeHb UCNOJNb3yeMbIX (bapMaLl,eBTVI‘-IeCKI/IX Cy6CTaHLI,I/II7I M BCNoMoraTtesibHbIX BeweCTB C YKa3aHuem
KONMM4yecTBa KaXgoro u3 HuX, AaHHble 00 NCnoJyib3yemMmom OGOpyp,OBaHVII/I, onucaHme TexHosorn4yeckoro npotuecca un
MeTOO0B KOHTPOJ1A Ha BCEX 3Tanax npou3BoacTBa JieKapCTBEHHbIX CpeacTB.

4. [lpu npou3BOACTBE IleKApPCTBEHHbLIX CPEACTB UCNOMb3ylTCa dapmaueBTuyeckue cybctaHuuu,
BKMIOYEHHbIE B TOCYdapCTBEHHbIM pPeecTp NeKapCTBEHHbIX CPeACTB, 3a WCKNYeHMeM hapmaLeBTUYEeCKnx
cybCcTaHuun, NpoM3BOAUMbBIX AMs NPOBEAEHUS KIUHUYECKMX WUCCrnedoBaHun wn ana akcnopta. K npoueccy
npoussoacTea dapMaleBTMieckon cybcTaHUMM OTHOCATCS ntobble CTaguMu  TEXHOJOrMYEecKoro npotecca,
NO3BOMSAOWME MOMYYMTb FOTOBLIA NMPOAYKT, COOTBETCTBYHOLMIA TpeboBaHUsAM dapmakoneriHom cTtaTbu, B TOM
yncne pepmeHTauus, SKCTPaKLMs, OYNCTKA, BbiAENeHMe, NepekpucTannnsauus, BbiCylUMBaHNE, U3MESbYEHNE.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)



4.1. lNepeyeHb neKkapCTBEHHbIX MpenapaToB ANS MEeOULMHCKOTO MPUMEHEHUS, B OTHOLUEHUU KOTOPbIX
ycTaHaBnuBawTcs TpeboBaHMs K o0ObeMy Tapbl, YNakOBKE W KOMMIIEKTHOCTW, MepevYeHb eKapCTBEHHbIX
npenapaToB Ans BETEPMHAPHOIO MPMMEHEHMS!, B OTHOLLEHNM KOTOPbIX yCTaHaBnmBaloTca TpeboBaHusa K obbemy
Tapbl, a Tawke TpeboBaHWs K obbemy Tapbl, YNakOBKE W KOMMIIEKTHOCTW J€KapCTBEHHbIX MNpenapaToB Anis
MEOMWLMHCKOro MnpuMeHeHus, TpeboBaHuA K oObemy Tapbl fIEKapCTBEHHbIX MpenapaTtoB Afs BETEPUMHAPHOro
NPUMEHEHNST ONPeaENATCA COOTBETCTBYOLUMM YNOMHOMOYEHHBbIMK (heaepanbHbIMU OpraHaMmmn UCNONHUTENBHON
BNacTu B nopsiake, yctaHoBneHHoM [NpasutensctBom Poccuiickon Pepepaumm.

(vacTb 4.1 B peq. PenepanbHoro 3akoHa oT 14.12.2015 N 374-03)

4.2. OpraHnsaumu, OCyLLEeCTBNSOLME MPOM3BOACTBO (hapmaueBTMYECKOM cyOCTaHuMM cnupta STUITOBOTO
(aTaHona) Ans NpovM3BOACTBa CNUPTOCOAEPKALLMX FNEeKapCTBEHHbIX npenapaTtos, 06si3aHbl OCYLLECTBNAATL YYeT U
JeKnapupoBaHune B Nopsiake, yCTaHOBMEHHOM cTaTbsiMu 8 1 14 ®epepanbHoro 3akoHa oT 22 Hosbpsa 1995 roga N
171-d3 "O rocyaapCTBEHHOM perynvpoBaHuM MNpouM3BOACTBA M 006OpoTa 3TUNOBOrO CNUpPTa, ankorofibHOW W
cnupTocogep allen npogykumm n o6 orpaHnyeHum notpebnexHus (pacnutus) ankoronsHoOM npogykumum',

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 03.07.2016 N 261-93)

4.3. ViHgmBupgyanbHble npegnpuvHUMaTend W IOpUAMYECKME JMua, OCYLUECTBASAOWME  3aKYMKy W
ucnonb3oBaHve ¢apmaueBTUYEeCKOW CyOCTaHUMM chivpTa STUMOBOro (3TaHona), a Takke NpOM3BOACTBO,
n3rotoBrieHne n (Mnn) obopoT (3a MCKMHYEHUEM PO3HMYHOW MNpoAdaxu) CNUPTOCOAEPXKALUMX JEeKapCTBEHHbIX
npenapaToB, 0053aHbl OCYLLECTBNATb UX YYET U AeKrnapupoBaHMe B NOpsidke, YCTaHOBMEHHOM cTatbamu 8 n 14
depepanbHoOro 3akoHa ot 22 Hosbpsa 1995 roga N 171-93 "O rocyaapCTBEHHOM perynmpoBaHMM NpoM3BoACTBa U
obopoTa 3TUMOBOro CnMpTa, ankorofibHOW M cnupTocodepXalen npoaykuum u ob orpaHudeHun notpebneHus
(pacnuTura) ankoronbHOM NpoayKummn".

(yacTb 4.3 BBegeHa PeaepanbHbIM 3akoHOM oT 29.07.2017 N 278-93)

5. 3anpellaeTcs NPoOU3BOACTBO:

1) nekapcTBEHHbIX CpPeACTB, HE BKIMIOYEHHbIX B FOCYAAPCTBEHHBIA PEECTP JEKAPCTBEHHBLIX CPEACTB, 3a
NCKIMHOYEHMEM TEKapCTBEHHbIX CPeAcTB, NMPOM3BOAMMBIX ANsi MPOBEAEHUS KMMHWYECKUX WCCMNefoBaHWn U Ong
3KCMOpTa;

2) hanbcuuLMpoBaHHbIX NeKapCTBEHHbIX CPeACTB;
3) nekapCTBeHHbIX cpeacTB 6e3 NMUEeH3nn Ha NPOU3BOACTBO NEKapCTBEHHbIX CPEACTB;

4) NeKapCTBEeHHbIX CpeacTts C HapyweHuem npaBusl opraHu3aumm npom3BoAcTBa M KOHTPOIIA KadecTBa
JNIeKapCTBEHHbIX CPEeACTB;

5) dapmaueBTUYECKON CyGCTaHUMKM cnMpTa 3TUIOBOrO (3TaHoMNa) Ha TEXHONOrM4YeckoM obopyaoBaHWUM,
KOTOpOE He 3aperMcTpMpoBaHO MMM 3aKOHCEPBMPOBAHO B COOTBETCTBMM ¢ PepepanbHbiM 3aKkOHOM OT 22 HOA6pS
1995 roga N 171-®3 "O rocygapCTBEHHOM perynvpoBaHuyM MNpovM3BoACTBaA M 0OOpoTa 3TUMNOBOrO CNMPTA,
ankoronbHOM W cnvMpTocoAepXallen npoaykumMm n o6 orpaHudeHuuM noTpebrneHus (pacnutusi) ankoronbHON
npoaykuun".

(n. 5 BBeaeH ®egepanbHbIM 3akoHOM OT 29.07.2017 N 278-$3)

6. MNMpy BBOOE NEKapCTBEHHbIX CPEACTB B rPaXKAaHCKUiA 06OpOT YNMOMHOMOYEHHOE NULO MNPOM3BOAMTENS
neKapCcTBEHHbIX CPeACTB OCYLLECTBNSAET NOATBEPXKAEHNE COOTBETCTBUSI NEKapCTBEHHbIX CpeacTB TpeboBaHUsIM,
YCTAHOBMEHHLIM NPU WX TrOoCyAapCTBEHHOW perncTpauum, W rapaHTUpyeT, 4YTO JeKapCTBEHHble CcpeacTBa
npoun3eeneHbl B COOTBETCTBUU C Tpe6OBaHI/IF|MI/I npasun Hap,nemau.geﬁ I'IpOI/I3BOp,CTBeHHOI7I NPaKTUKN.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. YNONMHOMOYEHHBLIM NULOM MPOM3BOAUTENS JIEKAPCTBEHHBLIX CPEACTB SABMSETCA €ero paboTHUK,
aTTEeCTOBaHHbIN B yCTAHOBMEHHOM YNONTHOMOYEHHbLIM (hefeparibHbIM OpraHOM UCMOSTHUTENbHOW BNAcTh NOpsiaKke
nmerLwun ctax paboTel He MeHee 4YeM NATb feT B obnmacTM MpoM3BOACTBA WM (UNIM) KOHTPONSA KavecTBa
rneKkapCTBEHHbIX CPeacTB, Bbicllee 0b6pa3oBaHME COOTBETCTBEHHO MO OAHOWM M3 crneumnanbHOCTEN U (UKM) OgHOMY
N3 HanpaBneHui NoAroToBKK: Bronorusi, BUOTEXHOMNOINS, BETEPUHAPWS, KNMHUYECKass MeaMUnHa, paguaumoHHas,
XMMu4yeckass u oGuonorndeckas sawmta, dapmauus, yHoameHTanbHas MeauuuHa, XMMUYeckasl TEXHOSOorus,
XUMMUSI.

(vacTb 7 B pen. PepnepanbHoro 3akoHa ot 22.10.2014 N 313-03)

8. np0M3BOﬂ,I/ITeJ'IVI JNIeKapCTBEHHbIX CpeacTB (3a UCKITIO4EeHnem (*)apMaLLeBTMHeCKOPI CyGCTaHLI,I/II/I cnunpTa
3TUINOBOIO (STaHOJ'Ia) MOryT OCYLEeCTBNATb NpoAaxKy IeKapCTBeHHbIX Cpencts WM nepegaBatb UX B



yCTaHOBIIEHHOM 3akoHoaaTenscTBoM Poccuiickon ®epepauum nopsigke:
(B peq. PepepanbHoro 3akoHa ot 29.07.2017 N 278-03)

1) OpyruM npon3BoanTeNaM NekapCTBEHHbIX CpeaCcTB AN1d Npon3BOACTBa J1eKapCTBEHHbIX CPeacCTB;
2) opraHmnsaunam ONTOBOW TOProBJ1X NNEKapCTBEHHbIMU CpeaCcTBaMU,

3) anTeyHbiM  OpraHM3auuMsiM, BETEPUHApPHbIM  anTeyHbiM  OpraHM3auusM,  UHAMBUAOYanbHbIM
npegnpyHMMaTensM, MWMELWMM JULEH3U0 Ha (apMaueBTUYECKYlD [OesTeNbHOCTb WM NMUEH3N0  Ha
MEeOULMHCKYI0 0eATeNbHOCTb;

4) Hay4yHO-UccneaoBaTeNbCKUM OpraHn3aUmsaM Ansi Hay4YHO-UCCneaoBaTeNbCKon paboThi;
5) MeguUMHCKMM opraH13auusM 1 BeTEpUHapHbIM OpraHn3aumsm;
6) opraHunsaLmsM, OCyLLEeCTBNSIOWNM pa3BeeHne, BolpalliuBaHe U CoaepXKaHne XUBOTHbIX.

9. MNpowussoanTtenu cdapmMaueBTU4ECKON CybCTaHLUMK cnvpTa STUOBOro (3TaHona) 06s13aHbl OCYLLECTBNATD
peanusaumto  (Nnepegavyy B  YCTAHOBMEHHOM  3akoHogatenbcTBoM Poccuiickon depepaumm  nopsiake)
dhapmaLeBTMyeckon cybcTaHuMM cnvpTa STUNOBOro (3TaHomna) NpoM3BOAMTENSM IeKapCTBEHHbIX CpPeacTB Ans
Npon3BOACTBA JIEKAPCTBEHHbIX CPEACTB B EMKOCTSAX 06beMom He 6onee 1 nutpa n (unn) He meHee 1000 nuTpos, a
opraHv3aumsiM, ykazaHHbIM B MyHKTax 2 - 6 4yacTtu 8 HacTosiLen cTaTtbk, B Tape obbeMoM He 6onee 1 nuTpa.
(vacTb 9 BBeageHa denepanbHbiM 3akoHOM oT 29.07.2017 N 278-03)

CrtaTbs 46. MapkupoBKa nekapcTBeHHbIX CPeACcTB

1. ﬂeKapCTBeHHble npenapartbl, 3a UCKIIDYEeHNEeM NeKapCTBEeHHbIX npenapaTtoB, N3rOTOBNIEHHbIX anTe4YHbIMU
opraHumsauunamun, BeTepuHapHbiIMU anTeYHbIMUA OpraHn3aunamun, uvHOAnBMAOYyalbHbIMU  NpeanpuHUMaTensamMmu,
nMernwmmmn nMMUeH3nto Ha q)apmaueBqueCKyro 0eATeNbHOCTb, OO0JXHbI NOCTYNaTb B o6pau.|,eHv|e, ecnu:

1) Ha MX NepBMYHOW YMaKoBKe (3@ MWCKMIOYEHMEM MNEPBUYHON YMaKOBKW NEKapCTBEHHbIX PacTUTEmbHbIX
npenapaToB) XOPOLIO YMTaembiM LIPUEPTOM Ha PYCCKOM $A3blke YKasaHbl HauMeHOBaHWE NEeKapCTBEHHOro
npenapata (MexgyHapogHOe HenaTeHTOBaHHOe, WNW rPynnUPOBOYHOE, WIU  XMMUYECKOE, WM  TOproBoe
HaMMeHOoBaHune), HoMep cepuy, gaTa BbiMycka (Ans UMMYHOBMOMOrMYECKUX NEeKapCTBEHHbIX NpenapaToB), CPOK
roAHOCTK, A03MPOBKA UMK KOHLEHTpaLuus, 06beM, akTUBHOCTb B eAuHMLaxX 4eNCTBUS UK KONNMYeCTBO A03;

(B pea. PepepanbHbix 3akoHoB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2) Ha nx BTOpu4HOM (MOTPebUTENBCKOM) YNAaKoBKE XOPOLLO YMTaeMbIM LLPUDTOM Ha PYCCKOM A3bIKE yKa3aHbl
HaMmMeHOBaHVWe NneKapCTBEHHOro npenapata (MexayHapodHOoe HenaTeHTOBaHHOe, UMW rpynnMpoOBOYHOE, WK
XMMUYeCcKOe M TOProBO€ HavMEeHOBaHWS), HaMMeHOBaHWe MPOW3BOAUTENSA NEKapCTBEHHOro npenaparta, Homep
cepun, gata Bbinycka (NS MMMYHOBMOMOrMYECKMX IeKapCTBEHHbIX MpenapaToB), HOMEP PEerncTpaLuoHHOro
yOOCTOBEPEHUS, CPOK FOAHOCTM, cnocob npuMMeHeHus, OO3MPOBKa WU KOHUEHTpauus, o6bem, akTMBHOCTb B
eQuHVUax denuctemst nMMbO KONMMYEcTBO [03 B yNakoBKe, flekapCTBeHHas dpopma, YCroBusi OTMycKa, YCnoBus
XpaHeHus, npegynpeavTenbHble Hagncu.

(B pea. PepepanbHbix 3akoHoB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-93)

2. dapmaueBTUYeckne cybcTaHUMM OOMKHLI NOCTynaTe B obpalleHne, ecrniv Ha WX NMepBUYHOWN YNakoBKe
XOPOLIO YMTaeMbIM LUPUETOM Ha PYCCKOM $I3blKe YKa3aHbl HavMeHoBaHue apMaueBTUYeCcKon cybcTaHumm
(MexxgyHapofgHoe HenaTeHTOBaHHOEe, UMW rpynnMpoBOYHOE, WM XMMUYECKOE W TOProBOE HaMMEHOBaHWS),
HanmMeHoBaHMe npousBoauTens dapmMaueBTUYeCKon CcybGCcTaHuuK, HOMep Ccepum W gaTa  MW3roTOBMEHMS,
KOJTIN4eCTBO B ynakoBKe U eANHULIbI UBMEepeHNA Konn4vectea, CPOK rogHOCTU N YCINOBUA XpaHEHUA.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. ﬂeKapCTBeHHble cpenctBa B KayeCTBe CbIBOPOTOK OOJDKHbl NOCTynatb B o6pau_LeHMe C YKasaHunem
XMBOTHOIO, N3 KPOBU, NMNiia3Mbl KpOBWU, OpraHoB ” TKaHen KOTOPOro OHU MNoJ1y4YeHbl.

4. Ha BTOpMYHYO (MOTPEOMTENBCKYHO) YNAKOBKY NEKAPCTBEHHbIX CPEACTB, MOJTyYEHHbIX U3 KPOBW, Nnasmbl
KpOBW, OpPraHoB 1 TKaHEl YernioBeka, A0oMmkKHa HaHOCUTbCA Hagnuek: "AHTuTena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NOBEPXHOCTHLIN aHTUrEeH BUpYCa renatuta B oTcyTcTByIOT".

5. Ha nepBWuHyl0 YymnakoBKy W BTOPUYHYHO (MOTPEBUTENBLCKYD) YyNakoBKy paavodapMaueBTU4ECKUX
NeKapCTBEHHbIX CPEACTB AOMKEH HAHOCUTLCS 3HAK PaauaLVOHHOR ONacHOCTU.



6. Ha BTOpM4YHYylO (MOTPEOUTENBLCKYIO) YNAaKoBKY FOMEONMaTUYEeCKMX JIEKapCTBEHHbIX MpenapaTtoB AOShKHa
HaHoCUTbCA Haanuck: "flomeonaTnyeckuin.

7. Ha BTOpu4Hylo (MOTpeOMTENbCKYD) YMaKOBKY JEKAPCTBEHHbIX PaCTUTENbHbLIX MpPenapaToB [OIMKHA
HaHocuTbCA Hagnueb: "Mpoaykumsa npoLuna pagMaumMoHHbIA KOHTPOMb".

8. Ha nepBuMuYHYylO ynakoBKy (ecnv Ansa 3TOro CyLecTBYEeT TexHMYecKkasi BO3MOXHOCTb) M BTOPUYHYHO
(MOTpPedbUTENbCKY) YNAKoBKY JIEKAPCTBEHHbIX NPenapaToB, NpeAHasHauYeHHbIX AN KIMMHUYECKUX UCCIedoBaHUM,
OOMmKHA HaHOCUTbCA Haanuck: "[na KNMMHMYEeCKNnX nccrnegosaHmin®.

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. YnakoBka NeKkapCTBEeHHbIX CpeacTB, npeaHa3HavYeHHbIX UCKIMHYUTENbHO ANA 3KCNnopTa, MapKUpyeTcda B
COOTBETCTBUN C Tpe6OBaHI/IF|MI/I CTpaHbl-nMmnopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpasi He npegHasHadyeHa Onis notpebutenen n B KOTOPYH MOMELLEHO
NeKapCTBEHHOE CPeacTBO, JOMKHA HAHOCUTBLCA MHOPMaLMa O HAMMEHOBAHUMW, CEPUM NEKAPCTBEHHOrO CPeaCTBa,
JaTe Bbinycka, KOnMyecTBe BTOPUYHBLIX (NOTpebuTenbckux) ynakoBOK NEKapCTBEHHOrO cpeacTea, npou3soauTene
NEeKapCTBEHHOrO CpeAcTBa C YKa3aHMEM HaUMEHOBAHWUS U MECTOHAXOXAEHUS MPOU3BOAUTENSI NEKAapCTBEHHOrO
cpefacTsa (agpec, B TOM yucrie cTpaHa v (Unu) MecTo NpousBoACTBa fleKapCTBEHHOMO CPEACTBa), a Takke O Cpoke
ro4HOCTM IEeKapCTBEHHOrO cpeactBa M 006  YyCroBUSIX €ro  XpaHeHuMsi W MepeBO3kuM, Heobxoaumble
npeaynpeaunTensHblie HAAMUCU U MaHUMYNATOPHbIE 3HaKU.

11. Ha nepBuYHyl0 YNakoBKY M BTOPUYHYHO (MOTPEOUTENbCKYH) YMaKOBKY feKapCTBEHHbIX CpeacTB Ans
BETEPUHAPHOIo NPUMEHEHNSA O0SMKHA HAHOCUTLCS Haanuch: "[na BeTepuHapHOro NpuMeHeHns".

12. Ha BTOpUYHYyto (NOTpeburTenbCKyIo) YNakoBKy NekapCTBEHHOro npenapaTta HaHOCUTCS LUTPUXOBOW Kop,.

_ naea 9. BBO3 JIEKAPCTBEHHbIX CPEAICTB
B POCCUNCKYIO ®EAEPALINIO U BbIBO3 JIEKAPCTBEHHbLIX CPEACTB
M3 POCCUNCKOWN ®EQEPALINU

(B peq. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbs 47. MNopspok BBO3a NeKapcTBEHHbIX cpeAcTB B Poccuickyio depepauuio U BbiBO3a NIEKapCTBEHHbLIX CPeaAcTB U3
Poccuiickon ®epepauun

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. BBO3 nekapcTBeHHbIX cpeacTs B Poccuiickyto degepaumio oCyLLEeCTBASETCS B NOPSAAKEe, YCTAHOBNEHHOM
MpaeutenbcTBom Poccuiickon ®enepauun, B COOTBETCTBUM C TAMOXEHHBLIM 3aKOHOAATENbCTBOM TaMOXEHHOrO
coto3a B pamkax EBpA3DC (ganee - TamoxeHHbINM cOt03) 1 (MnNun) 3akoHogatensctBoM Poccuiickon ®epepaumm o
TaMOX€eHHOM Jere.

(B pea. PegepansHoro 3akoHa ot 06.12.2011 N 409-93)

2. Bsosumble B Poccuickyio Pegepaumio nekapcTBeHHble CpeacTBa [AOMKHbI ObiTb  BKMIOYEHbI B
rocygapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB.
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. HonyckaeTcsa BBO3 B Poccuiickyto Pefepaumio KOHKPETHOW NapTUM 3apermcTpupoBaHHbIX W (Mnn)
HEe3aperMcTpUpOBaHHbLIX  NEKAPCTBEHHLIX  CPeAcTB, MNpPefHAa3HaYeHHbIX Afs  MNPOBEAEHUS  KITMHUYECKMX
NCCrefoBaHUM  NEKapCTBEHHbIX MNpenapaTtoB, MPOBEAEHMS  9KCNepTu3bl JIEKAPCTBEHHbIX CPeacTB AN
OCYLLECTBMEHUS FOCY4apCTBEHHON pErMcTpauny fnekapCTBEHHbIX NpenapaToB WM ANs OKasaHWs MeLVLMHCKON
MOMOLUM MO J>KU3HEHHbIM TMOKAa3aHMSAM KOHKPETHOro mnauuMeHTa Ha OCHOBaHMU paspelleHnsi, BblgAaHHOMo
YNOTHOMOYEHHbIM dheaepanbHbIM OPraHoM UCMOSHUTENBbHOW BNACTU NO 3asBMEHMAM ML, YKa3aHHbIX B cTaTbe 48
HacToswero ®degepanbHoro 3akoHa. PaccmoTpeHuMe Takoro 3asiBfeHust U MpUHATUE pelleHust O Bblgade
paspeLleHns Ha BBO3 KOHKPETHOWM MapTUKM 3aperucTpupoBaHHbIX U (MNK) HE3apPErncTPUPOBAHHbBIX NEKAPCTBEHHbIX
CpeAcTB, npefHasHayeHHbIX Ans NPOBEeAEHUS KIMHUYECKUX WCCNeaoBaHUMN NeKapCTBEHHbIX Mpenapartos,
NpoBeLEeHNsT 3KCMEePTU3bl JIeKapCTBEHHbIX CPeaCcTB [Afs  OCYLECTBNEHUA rocyaapCTBEHHOW perncrpauuu
NeKapCTBEHHbIX NpenapaToB Unu Ansi oka3aHus MEeOULMHCKON NMOMOLLM MO >XU3HEHHbIM MoKa3aHUsAM KOHKPETHOro
naumeHTa nmbo ob oTKa3e B Bblgave yKasaHHOro paspelueHusi NMPOM3BOAATCHA B CPOK, He MpEBbILIAOWNA NATU
pabounx gHen. MNnaTa 3a Bblgavy ykasaHHOIO pa3peLleHmns He B3MMaeTCsl.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyto ®enepaumnio MOXXHO BBO3UTb JIEKAPCTBEHHbIE CPEACTBa, KA4YeCTBO KOTOPbIX MOATBEPXKOEHO



cepTdmKaToM NpOU3BOOUTENS  JIEKAPCTBEHHbIX CPeAcTB, YOOCTOBEPSIOWMM  COOTBETCTBUE  BBO3UMbIX
NEeKapCTBEHHbIX cpeacTB TpeboBaHMAM dhapmakonenHbix ctaten nubo B criyyae MX OTCYTCTBMSI HOPMaTMBHOW
OOKYMEHTaunM Ui HOpMaTUBHOTO JOKYMEHTA.

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

5. Banpewaetca BBo3 B Poccuiickylo ®depepaumio danbcMdULUMPOBaHHbLIX EeKapCTBEHHbIX CPeacTB,
He0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbLIX CPEeACTB, KOHTPaaKTHLIX JIEKAPCTBEHHbLIX CPEACTB.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. danbcndurumpoBaHHbIE NeKapCTBEHHbIE CPEACTBa, HeJoOpOoKauyeCTBEHHbIE fEKapCTBEHHbIE CpeacTBa
noanexaT U3BbATUIO M NOoCMeaylLWwemMy YHUYTOXEHMIO UM BblBO3Y U3 Poccuickon Pegepaummn, KOHTpadakTHble
NeKapCTBEHHbIE CPeACTBA - USBATUIO U MOCNEaYOLWEMY YHUUTOXEHMIO. YHUYTOXEHNE NN BbIBO3 13 Poccuinckom
depepaummn anbcumumMpoBaHHbIX NEKAPCTBEHHBIX CpeacTB, He4obpoKkavyeCTBEHHbLIX NEKAapCTBEHHbIX CPEACTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPEeACTB OCYLLECTBNAETCHA 3a CYeT nuvua, OCyLleCcTBMBLUEro ux BBO3. [lopsagok
YHUUTOXEHUST N3BATLIX (hanbCnrunMpoBaHHbIX NEKAPCTBEHHLIX CPeacTB, HeA0OpPOKayYeCTBEHHbIX IeKapCTBEHHBLIX
cpencTB, KOHTpadhaKkTHbIX JIEKApPCTBEHHbBIX CPeACcTB ycTaHaBnmBaeTcs NpaButensctBomM Poccunckon ®enepavumu.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Jlnua, ocywecTenswowme BBo3 B Poccuiickyto ®Pegepaumnio anbcnmumpoBaHHbIX NeKapCTBEHHbIX
cpencTte, HeaoOpOKayeCTBEHHbIX EeKapCTBEHHbIX CPeacTB, KOHTpadaKTHbLIX JeKapCTBEHHbLIX CPEeACTB, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEHHOro cot3a u  (Mnu)
3akoHogaTenbcTBoM Poccuinckon degepaumm 0 TaMOXEHHOM Aerne.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccuiickon ®Pegepaumm ocyllecTBrisieTcss 6e3 npuMeHeHus
OrpaHVYEeHUN,  YCTAHOBMEHHbIX TaMOXEHHbIM  3aKOHOAATeNbCTBOM  TaMOXEHHOro cow3a u  (unn)
3akoHogatenbctBoM  Poccuiickon ®depepauum O rocygapCTBEHHOM — PErynMpoBaHMM  BHELLHETOProBOM
OeATenbHOCTMU.

(B peq. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-03, o1 25.11.2013 N 317-03, o1 22.12.2014 N 429-93)

CraTtbs 48. lOpuanyeckume nuua, KOTOpPbIM pa3peLleH BBO3 JIeKapCTBEHHbIX cpeaAcTB B Poccuiickyo deaepaunto

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTtBa B Poccuiickyo Pegepaumo MOryT BBO3UTD:
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) npousBOAWUTENN EKApCTBEHHbIX CPeACTB Ans Lernei COOGCTBEHHOrO MNPOM3BOACTBA IEKAPCTBEHHbIX
CpeqncTs;

2) MHOCTpaHHble pa3paboTuMKL NeKapCTBEHHbIX CPEACTB M MHOCTPaHHbIE MPOU3BOAUTENMN JIEKapCTBEHHbIX
cpeacts unv  Opyrve lopuaMdeckue nuua Mo MopyyveHuio  paspaboTyvka  JiekapCTBEHHOro cpefcTBa  Ans
NpoBeAeHUs] KIMUHUYECKUX WCCNEedOBaHW NeKkapcTBEHHOro npenapaTta, OCYLUEeCTBMEHUS rocyAapCTBEHHOW
perucTpaumMm nekapcTBeHHOro npenapaTta, BKIOYEHUs (apMaueBTUYeCKOM cyGCTaHuMM B TrOCYAAPCTBEHHbIi
PEecTp NeKapCTBEHHbIX CPEACTB, KOHTPONS KayecTBa NEKapCTBEHHbIX CPEACTB MpW Hanmuuuy paspelleHust
YNONHOMOYEHHOIO (heeparnsHOro opraHa UCMOMHUTENBHOW BNacTu Ha BBO3 KOHKPETHOW MapTuW NeKapCTBEHHbIX
CpencTs;

3) opraHmsauumn onTOBOW TOProBNM NeKapCTBEHHbIMU CPEeACTBaAMM;

4) Hay4dHO-UccriefoBaTeNnbCkne opraHusaumu, obpasoBaTeribHble OpraHu3auuM BbiclIero obpasoBaHus,
Nnpou3BoaAMTENN NEKAPCTBEHHbLIX CPeAcTB Ans pas3paboTku, UccrenoBaHWUn, KOHTpons 6e3onacHOCTU, KadecTBa,
9(hPEeKTUBHOCTM NEKAPCTBEHHBLIX CPEACTB MPU HanMyMK paspeLleHus YNOTHOMOYEHHOro deaeparibHOro opraHa
NCMOSTHUTENBHOWM BacTu;

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) mMeguMuMHCKME oOpraHuM3alumu, MHble yKa3aHHble B NyHKTax 1 - 4 HacTosllen cTaTbM OpraHu3auuu ang
OKa3aHUst MEOULUHCKOW MOMOLLUM MO XKM3HEHHbIM NMOKa3aHUAM KOHKPETHOro maumeHTa Npu Hanuumm paspeLueHust
YNOMHOMOYEHHOro doefepanbHOro opraHa UCMONHUTENBHOW BNAacTU Ha BBO3 KOHKPETHOW NapTuM NeKapCTBEHHOro
npenapaTa, BblAaHHOro B YCTaHOBIEHHOM NOpsiake B (oOpMe INEKTPOHHOIO JOKYMEHTA, NOANMCAHHOrO YCUIEHHON
KBanMuUMpoBaHHON 3NEKTPOHHOW MNOANUCHIO.

(B pea. PepepanbHoro 3akoHa ot 12.03.2014 N 33-93)



Crtatba 49. [lokyMeHTbl, NpeAcTaBnsieMble B TaMOXeHHble opraHbl Poccuiickoin ®epepauuu npu BBO3e NeKapCTBEHHbIX
cpeacTB B Poccuiickyio ®egepauuio

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. MNpn BBO3e nekapcTBEHHbIX cpeAcTB B Poccuiickyto defepaunio B TaMOXeHHble opraHbl Poccuinckon
depepaumun Hapsaay ¢ AOKyMeHTamu, NpeacTaBneHne KOTOPbIX NPeAyCMOTPEHO TaMOXEHHbIM 3aKOHOAaTENbCTBOM
TamoxeHHoro cow3a U (Mnu) 3akoHogaTenbCTBOM Poccuiickon degepaumm O TaMOXEHHOM  fere,
npeacTaBnsioTCsA creyoLlmne JOKYMEHTbI:

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) cepTudukat NPoU3BOANTENST NEKAPCTBEHHOrO CpeacTBa, YA4OCTOBEPSANOLMIN COOTBETCTBME BBO3UMOIO
NeKapCTBEHHOro cpeacTtea TpeboBaHMAM dhapmMakonenHon ctatbn NMMBO B criydae ee OTCYTCTBUS HOPMaTMBHOW
OOKYMEeHTauum nnm HOPMaTUBHOTO AOKYMEHTA;

2) paspewieHmne ynosiIHOMO4YeHHOro cbe,u,epaanoro opraHa MCMNOMNHUTENbHON BRacTu Ha BBO3 KOHerTHOIZ
napTnm nekapCcTtBeHHOro cpeacrtea B Cllydasx, YCTaHOBJIEHHbIX YaCTblO 3 cTaTtbu 47 HacTosLEero d>ep,epaanoro
3akKoHa.

2. lokymMeHTbl, yKasaHHble B NyHKTax 1 1 2 yactu 1 HacTosLen ctatbi, NPEeACTaBNATCA B TAMOXEHHbIe
opraHbl Poccuiickon ®egepauum npu npubbiTMn nekapcTBeHHbIX cpeacte B Poccuickyto depepaumio.
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbss 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuiickyio ®Pepepaumio AnA JNUYHOTO WCMONb3OBaHUA M MHbIX
HEKOMMepPYECKMX Lienen, a Takke AN UCMONb30BaHUA Ha TEPPUTOPUM MeXAYHApPOAHOro MeAULIMHCKOro Kracrtepa

(B pea. PepepanbHbix 3akoHOB OT 06.12.2011 N 409-93, o1 29.06.2015 N 160-93)

1. JlekapcTBeHHble npenapaTbl MOryT ObiTb BBe3eHbl B Poccunckyto depepaunio 6e3 yyeta TpebosaHum,
NpeaycMOTPEHHbIX YyacTamu 1 - 4 ctatbn 47, ctatbamun 48 n 49 HacToswero degepanbHOro 3akoHa, €Cnm OHU
npegHasHayeHbl Ans:

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) NUYHOro Mcnonb3oBaHUA PU3NYECKMMM NMuamu, nNpubbiBwMMK B Poccuiickyto ®egepaumio. Mpu atom
BBO3 B Poccuiickylo depepaunio nekapCTBEHHbIX MNpenapaTtoB, COAEepXallMx CunbHOAEWCTByOWME W (KUnn)
SIAOBUTbIE BELUECTBA, BKITHOYEHHbIE COOTBETCTBEHHO B CMUCOK CWUIbHOOEWCTBYHOLMX BELIECTB AONis  Lenen
YronoBHOro 3akoHofdartenbcTBa Poccunckon depgepaumm n B CNUCOK SO0BUTLIX BELLECTB OJ1S LeNen YyrofloBHOro
3akoHodatenscTBa Poccuiickon dPepepaumun, yTBepxaeHHble [lpaButensctBom Poccuiickon depepauuu,
OCYLLIECTBMNAETCH NMPU HaNUYMM AOKYMEHTOB (3aBEPEHHbIX KOMUIA JOKYMEHTOB UMW 3aBEPEHHbBIX BLINMUCOK N3 HUX),
noaTBEPXAALWMX Ha3HayYeHne U3anYeckomMy nuuy yKasaHHbIX NEeKapCTBEHHbIX NpenapaTtoB (3a UCKIYEHUEM
NneKapCTBEHHbIX MpenapaToB, 3aperncTpmpoBaHHbiXx B Poccuiickon ®depepaumm u otnyckaemblx B Poccuiickon
depnepaumm 6e3 pelenTta Ha nNekapCTBeHHbIV npenapart). MNoaTsepxaatolime OKYMEHTbI (MX 3aBEPEHHbIE KONuK
U 3aBEPEHHbIE BbIMUCKN U3 HUX) OOIMPKHBI COAepXaTb CBEAEHUs O HAMMEHOBAHUM U KONMYECTBE HA3HAYEHHOro
nekapcTBEHHOro npenapaTta. B cnyyae, ecnv noateBepxaalllmMe [OKYMEHTbl (MX 3aBEPEHHbIE KOMUWU WU
3aBEPEHHbIE BBIMUCKA W3 HWX) COCTaBMEHbl HA WHOCTPAHHOM #3blKE, K HUM MpunaraeTca HoTapuanbHo
3aBepEHHbIN NepeBos Ha PYCCKUin A3blK;
(n. 1 B pea. PegepaneHoro 3akoHa ot 02.06.2016 N 163-3)

2) ucnonb3oBaHWA paboTHMKaAMKU OMNIIOMaTUYECKOro Kopryca unv npeactaBUTeENndaMU MeXayHapOAHbIX
opraHusauuin, akkpeauToBaHHbIX B Poccunckon ®epepauuu;

3) neyeHust NaccaxMpoB M YNEHOB 3KMMaXKeW TPAHCMOPTHLIX CPEACTB, MOE3AHbIX Gpurag v BoguTenen
TpaHCNOpPTHLIX cpeacTs, NpubbiBLWINX B Poccuitickyto degepauuio;
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHUs YYaCTHWKOB MEXOYHapOAHbIX KyNbTYPHbIX, CTMOPTUBHBLIX MEpPOMpUATUA U Yy4aCTHWUKOB
MeXOyHapoaHbIX KCNeaNLNi;

5) neyeHuss KOHKPETHbIX XMBOTHLIX B 300Mapkax, a Takke XMBOTHbIX, BBO3MMbIX B Poccuiickyto ®egepauuto
Onsi y4acTus B CMOPTUBHBIX U 3PEMULLHBIX MEPONPUATUSIX;
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6) ncnonb3oBaHUSA HA TEPPUTOPUUN MEXOYHAPOLHOrO MEAMLNHCKOrO KracTtepa.
(n. 6 BBegeH ®efepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)



2. B cny4yasix, npedyCMOTPEHHbIX 4acTblo 1 HacTosilen craTbk, JonyckaeTcs BBO3 B Poccuiickyto
depepaumio nekapcTBEHHbIX NPenapaToB, He 3aperncTpupoBaHHbIX B Poccunckon ®epepaumn.
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE NpenapaTkl, NpegHa3HavYeHHble 4N N'YMaHUTapHOW NOMOLLUM (COAENCTBUS) UMM NMOMOLLN
npyM 4pesBblalHbIX CUTyauusx, BBO3ATCA B Poccuiickyto ®Pegepaunio B MNopsgKke,  YCTAHOBIIEHHOM
MpaBuTensCcTBOM Poccuiickon denepaumm. 3anpelyaetcs BBO3 B Poccuinckyto  depepauuio
He3aperncTpMpoBaHHbIX JIEKAPCTBEHHLIX NpenapaToB, MpeAHasHayeHHbIX Ans  FyMaHWTapHOW  NOMOLLM
(copevcTBMA) UNM NOMOLLM MPU YpE3BbIYaHbIX CUTYyaLMSIX.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratbsa 51. CoTpyaHMyecTBO (hepepanbHOro opraHa UCMOMHUTENBLHON BracTU, YNOSIHOMOYEHHOro B 0611acTU TaMOXEeHHOro
Aena, U Apyrux ynosiHoMo4eHHbIX pefepanbHbIX OPraHoB UCMOSNTHUTENbLHOW BNacTu

1. YNOnHOMOY€EHHbIE cbe/:l,epaanble OopraHbl NCMNONHUTENbLHON BRNacTtu npegocTaBAOT B pacnopsaxeHune
q)ep,epaanoro opraHa NCMNONHUTENbLHON  BRacTw, YNOSIHOMOYEHHOro B obnactm TaMOXeHHOro [Aena,
rOCYﬂapCTBEHHbIVI peecTp NnekapCTBEHHbIX CpeacTB, a TakxXe I/IH(bOpMaLI,VIPO O BblAaHHbIX pa3pelleHndax Ha BBO3
KOHerTHOVI napTmMnm neKapcCTBeHHbIX CpPeacTB B CllydadX, YCTaHOBJIEHHbIX 4acCTblO 3 cTtatbn 47 HaCTOSLLEro
CDe,qepaanoro 3aKOHa.

2. QepepanbHbld OpraH WCMNOMHUTENbHOW BRacTW, YMNOMHOMOYEHHbLI B 0BNacTM TaMOXEeHHOro Aena,
WHpopMMpyeT yKasaHHble B 4YacTm 1 HacToswen cTaTbM YMNOMHOMOYEHHble dedepanbHble  OpraHbl
NCNOMHUTENBHOM BNAacTu O BBO3€e NeKapCTBEHHbIX cpeacTB B Poccunckyto ®efepaumio n BbIBO3e NeKapCTBEHHbIX
cpeacte m3 Poccuiickon ®depepauum no dopme M B nopsgke, KOTopble YycTaHoBMeHbl [1paBUTENbCTBOM
Poccuiickon depeparmm.

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

nasa 10. PAPMALEBTUYECKAA OEATENbHOCTb

Crtatbs 52. OcyulectBneHue papmaLeBTUHECKON AeATENbLHOCTH

1. dapmaueBTMYeECKass  OeATENbHOCTb  OCYLIECTBMSIETCA  opraHvM3auusiMM  ONTOBOW  TOProBnu
neKapcTBEHHbIMW CPeACTBaMM, anTeYHbIMU OpraHM3aumsiMy, BETEPUHAPHLIMW anTeYHbIMU  OpraHM3aumsaMu,
WMHAMBMAYaANbHbIMU  MPEANPUHUMATENSMUY, VMELWUMN  NUUEH3NI0 Ha (apMaueBTUYECKY0 [AeATeNbHOCTb,
MELUUMHCKUMM  OpraHuM3auusiMy, WUMeKLWMMU NULUEH3WI0 Ha  apMaueBTUYEeCKyld [OeATenbHOCTb, W KX
o6ocobneHHbIMU  noapasgeneHusmn - (ambynaTtopuamu,  enbAaepckuMu U henbaLepcko-aKyLLepcKUMm
nyHKTamMu, LeHTpamu (oTtaeneHusmu) obuien BpadyeOHOWM (CeMENHOW) MPaKTUKK), PachnoNIOKEHHbIMU B CENbCKMX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYKT anTeuyHble OpraHu3auuuM, M BeTepUHApHbIMW OpraHM3auusimu,
MMEILLVMU MULIEH3NIO0 Ha hapMaLeBTUYECKYIO OeATENbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. dusmyeckne nuua MOryT OCyLLEeCTBNSATb hapMauleBTMYECKYIO OeATENBHOCTb NPY HaANU4MM BbICLLIErO Unu
cpeaHero papmaueBTudeckoro obpasoBaHua W cepTudukata crneuuanucta, BbICLLEro WAM  CpeaHero
BETEpPMHAPHOro obpasoBaHus U cepTudMKata crneuuanncta, a Takke BbICLIEr0 UMM CpeaHero MeauuuHCKOro
obpasoBaHus, cepTudmkaTa crneumanicta U AOMOoSIHUTENbHOro npodeccnoHanbHoro obpas3oBaHuMst B 4acTu
PO3HUYHOW TOProBMY NIEKAapPCTBEHHLIMU NpenapatamMu Npu ycrnosun nx paboTbl B 000CO0NeHHbIX NogpasaeneHusx
MeANLMHCKMX OpraHu3aLmi, yKkasaHHbIX B YacTu 1 HacTosLen cTaTbu.

(yacTb 2 B peq. PegepanbHoro 3akoHa ot 27.07.2010 N 192-03)

CTtaTbs 53. Mpopaxa, nepefaya nekapcTBEHHbIX CPEACTB OpraHn3aLmsmMm onToBOWM TOProBJN NeKapcTBeHHbIMU cpeACcTBaMu

1. OpraHusauMvM OMNTOBOW TOProBMNM FEKapCTBEHHbIMU CPEACTBaMM MOTYT OCYLLEeCTBNATb Mnpodaxy
rnekapcTBeHHbIX CPEeACTB WM nepedasaTb UX B YCTaHOBIEHHOM 3akoHodaTenbCcTBoM Poccuiickoin depepauumn
nopsiake:

1) Opyrum opraHm3aunam ONTOBOWN TOProeIun nekapCTtBeHHbIMU CpencTBaMu;
2) npon3BoOunTENTAM NEeKapCTBEHHbIX CpPeacCTB Alld uenemn npon3BoACcTBa JIEKapCTBEHHbIX CPEACTB,
3) anTevyHbIM opraHm3auuam n BeTepuHapHbIM anTe4vYHbIM OpraHu3aumam;

4) Hay4HO-uccnenosaTtesibCKMM opraHm3auunam ans HaquO-MCCﬂeﬂ,OBaTeﬂbCKOVI pa6OTbI;



5) nHouBMOyanbHbIM NpeanpUuHUMaTENsaM, UMELWUM NULIEH3NI0 Ha dapMaLieBTUYECKYO AeATEeNbHOCTb UM
NALEH3UI0 HA MeQULMHCKYIO AeSATENbHOCTD;

6) MeaNLMHCKUM opraHn3auunam, BeTeprHapHbIM OpraHmn3aumnam;
7) opraHn3auusam, oCyLecTBlAWNMM pa3BegeHne, BbipalinBaHmne n cogepxaHmne XXMBOTHbIX.

2. OpraHmsauum ONTOBOW TOProBnM JeKapCTBEHHbIMU cpedcTBaMu 0083aHbl XpaHWTb  3aKyMreHHYo
hapmMaLeBTUYECKYO CyDBCTaHUMIO cnvpTa STUMOBOrO (3TaHomMa), OCYLEeCTBNAATbL €€ peanusauuio unm nepegady B
yCTaHOBMEHHOM 3akoHogaTenbcTBOM Poccunckon ®egepauun nopsiake opraHvsaumsiM, ykasdaHHbIM B NyHKTax 1 -
7 yactu 1 HacTosiLen cTaTby, B Tape o6bemMoM He 6onee 1 nuTpa.

(4acTb 2 BBegeHa PegepanbHbIM 3akoHOM OT 29.07.2017 N 278-93)

CrtaTbs 54. [lpaBna onToBOW TOProBIv NleKaPCTBEHHbIMMU CpeACTBaMMU

OnToBas TOProBns neKapCTBEHHLIMU CPEACTBaMU OCYLLUECTBISAETCA MPOU3BOOUTENSIMU JIEKAaPCTBEHHbIX
CpeacTB M opraHusauMsiMu OMTOBOW TOProBNM JEKApCTBEHHbIMW CPEACTBaMWM MO MpaBuiaM Hagnexaiwen
ONCTPUOBLIOTOPCKOM NPaKTMKM W MpaBunam Hagnexawleh NpakTUKM XpaHeHWst U MNepeBO3KU NeKapCTBEHHbIX
npenapatoB,  YTBEPXOEHHbIM  COOTBETCTBYHOLMMK  YMOMHOMOYEHHbIMW  dhefepanbHbiMM  opraHamu
NCMNONHUTENBHON BRacTw.

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CtaTbs 55. Mopsaok poO3HMYHON TOProBNY NeKapCTBEHHbIMU NpenapaTamu

1. Po3HM4YHasa TOProBris fiekapCTBEHHLIMU MpenapaTaMmy B KONIMYECTBAX, HEOOXOAMMBIX OS1S BbIMNONTHEHMWS
BpayebHbIX (penbalepckux) HasHa4YeHUM WM Has3Ha4YeHUn cneumanucTtoB B 06nacTm BeTepuHapum,
OCYLLECTBMSIETCA anTeYHbIMW OpraHn3auusMy, BETEPUHAPHBIMW anTEeYHbIMY OpraHM3aunsMu, MHOUBMAYanbHbIMU
npegnpyHMMaTens My, MVMEKLWUMW  NULEH3NI0  Ha  dapmaueBTUYECKyl0 OeATEeNbHOCTb, MEAWULMHCKUMU
opraHuMsaumsamMu, MMEeLUMN  NUUEH3NI0 Ha dapMaLeBTUYECKYHD [OeATenbHOCTb, U KX 060cobneHHbIMU
nogpasgeneHusMu  (ambynatopusiMmu, enbawepckumMn 1 - denbaLlepcKo-akyLepCkUMN MyHKTaMK, LeHTpamu
(oToeneHuamu) obuien BpavyebHoOM (CeMenHON) NPaKTUKKL), PACNONOXEHHLIMU B CENbCKUX HacemNeHHbIX MyHKTax, B
KOTOpbIX OTCYTCTBYIT anTeuHble OpraHvM3auuu, U BeTepuMHapHbIMU OpraHuM3auMsMy, UMEKLWMMN NIULEH3NIO Ha
dapmaLeBTUYECKYIO AeATenbHOCTb. PaspelleHa po3HWYHash TOProBrsi TOMbKO MeKapCTBEHHbIMM npenapaTtamu,
3apernctpupoBaHHbiM B Poccuiickon ®epepaumn MM U3rOTOBMEHHBIMW — anTeYHbIMUM  OpraHM3aumsMu,
BETEPUMHAPHBLIMU anTEYHbIMW OpraHM3auusiMyM, UHANBUOYANbHLIMU NpeanpuHUMaTENs MU, UMEKOLMMUN JTMLIEH3UNIO
Ha cbapmaueBTUYECKYIO OEATENBHOCTL. PO3HNYHAsi TOProBNs fiekapCTBEHHLIMU NpenapaTamu OCyLLEeCTBISETCsS No
npaBuWnaMm Haanexawlenh anTeyHOW MPaKTUKW, YTBEPXXOEHHbIM YMNOMHOMOYEHHbIM beaepanbHbiM  OpraHoMm
NCMNOMHUTENBHOW BNacTu.

(B pea. PegepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-93)

2. Buabl anTeyHbIX OpraHvM3auMi U npaBuna OTMyCKa JEeKapCTBEHHbIX MpenapaTtoB Ans MeOWLMHCKOro
NPUMEHEHMST anTeYHbIMM OpraHu3auusaMn, MHOMBUAYaNbHLIMW NpeanpuHUMaTENsaMU, UMELWUMA NIMLEH3NIO Ha
dapmaueBTMYECKYI0 AeATeNbHOCTb, a Takke npaBuna OTnycka NekapCTBEHHbIX npenapatoB AN MeAMLMHCKOro
NPUMEHEHNS MEONLIMHCKUMW OpraHnM3aunsaMm, MUMELWMMM MUEH3NI0 HA dhapMaLeBTUYECKY0 AeATEeNbHOCTb, U NX
060cobneHHbIMM  nogpasgeneHnamu  (ambynatopusmu,  denblepckumm 1M penballepcKo-akyLepckumm
nyHKTamu, LeHTpamu (oTaeneHusmu) obuien BpadyebHOW (CEMENHON) MPaKTUKK), PacrnoNIOKEHHBIMN B CENbCKMX
HaceneHHbIX MNyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHusauuun, YTBEPXOAalTCA YMNONHOMOYEHHbIM
deaepanbHbIM OpraHoM NCNOSTHUTENBHOW BacTMU.

(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. MNpaeuna oTnycka HAapKOTUYECKMX CPEACTB M MCUXOTPOMHBLIX BELLECTB, 3apErMcCTPMPOBaHHbIX B KAYecTBe
NeKkapcTBeHHbIX NpenapaToB, feKapCTBEHHbLIX MpenapaToB, COAepXallMxX HapkoTU4Yeckne cpeactea U
MCUXOTPOMHbIE BELLECTBA, YTBEPXKAAOTCS YNOTHOMOYEHHbIM hefeparnbHbIM OpraHoM UCMOSNHUTENbBHOWM BriacTu Nno
cornacoBaHuto ¢ pegepanbHbIM OpraHoM UCMONHUTENBHON BRAcTH, YNONTHOMOYEHHbLIM B cchepe BHYTPEHHUX Aen.
(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTbl AfS BETEPUHAPHOTO NPUMEHEHUsI noanexart OTMYCKy BeTepUHapHbIMU
anTeyHbIMM  OpraHu3auusiMM, BeTEPUHAPHBLIMU  OpraHu3auMsiMK, WHAUBUAYaNbHbIMW  MpeanpuHUMaTensiMu,
NUMEIOLLMMU NULLEH3UI0 Ha dhapMaLEeBTUYECKYIO AeATENbHOCTb. [1paBuna oTnycka NekapCTBEHHbIX NpenapaToB Ans
BETEePUHapPHOro NPMMEHeHNs1 yTBEPXKAAIOTCA YNONHOMOYEHHbIM dheiepanbHbiM OpraHoM UCMOMHUTENBHOW BNacTu.

5. MNepeveHb MEANLNHCKMX OpraHM3aunii, UMerLWwmnX JIMLEH3NI0 Ha dhapMaLeBTUYECKYIO AeATeNTbHOCTb, N UX



06ocobneHHbIX nogpasgenennii (ambynaTopui, denbalepckux n enbalepcKko-akyLLEPCKUX NMyHKTOB, LLEHTPOB
(oTmeneHuin) obwen BpayebHOM (CEMEMHOM) MPaKTUKK), PACMOSNIOXKEHHbIX B CESIbCKMX HACENEHHbIX MyHKTaX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3auum, a Takke nepedeHb NeKapCTBEHHbIX NpenapaToB (3a UCKIIOYEeHNEM
HapPKOTMYECKNX TEeKapCTBEHHbIX MpenapaToB U MCUXOTPOMHbLIX JIEKAapCTBEHHbIX MpenapaToB), NpoAaxa KOTOPbIX
MOXET  OCYLIeCTBMATbCA  YyKasaHHbIMM  OpraHusauusMum 1M Ux  060cobneHHbIMM  nogpasgeneHnsamu,
yCTaHaBMNMBaKTCs OpraHamun NCNONHUTENbHOW BNnacTu cybbektoB Poccuiickon deaepaumu.

(B pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. AnTeyHble opraHusauuM, UHAMBUAYyasnbHble — NpeanpuHMMaTEnu, UMelWMe  NULEH3MI0  Ha
hapmaueBTUYECKY0 OeATenbHOCTb, 06s3aHbl obecneunBaTth YTBEPXAEHHbIN [MpaBuTenbcTBoM Poccuiickon
denepaumn 1 HOPMUPYEMBIN B YCTAHOBMEHHOM WM MOPSIAKE MUHMMArbHbIA ACCOPTUMEHT JleKapCTBEHHbIX
npenapaTtoB, HEOBXOAMMbIX A4S OKa3aHWUs MEAULIMHCKON MOMOLLM.

(4acTb 6 B peq. PenepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuyHble opraHusaumv, UHOMBWAYyanbHble NpeanpuHMMaTteny, UMerlMe  NUMUEH3UK  Ha
dapmaueBTMYECKYI0 AeATeNbHOCTb, Hapsdy C NekapCTBEHHbIMW MpenapaTaMmy MMelT npaBo npuobpetaTtb K
npodasatb MeAWUMHCKUE Wu3genus, Aes3vHduuupylolime cpeacrsa, npeameTbl U CPeAcTBa NIMYHOW TUMMEHDI,
nocyoy Ans MeOuUMHCKMX uenen, npeaMeTbl U cpeacTBa, NpefHasHayeHHble Ans yxoda 3a OonbHbIMWU,
HOBOPOXAEHHLIMW U AeTbMW, HEe AOCTUrLUMMUW BO3pacTa Tpex feT, OYKOBYH0 OMTMKY W CpeacTBa yxoda 3a Hewn,
MUHeparnbHble BOAbI, NPOAYKTbI fle4eBHoro, 4eTCKOro 1 AMeTUYEeCcKoro NMTaHns, Guonornyeckn aktmeHble 4o6aBky,
napdromMepHble U KOCMeTUYecKkne cpeacTsa, MeQuUMHCKME M CaHUTapHO-MPOCBETUTENbHbIE NevaTHble U3gaHus,
npegHasHayeHHble Ans nponaraHgbl 300poBOro 0bpasa XXN3HW.

(B pea. PenepanbHbix 3akoHoB OT 27.07.2010 N 192-93, o1 25.11.2013 N 317-93)

8. [HeaTenbHOCTb anTeuHbiXx opraHusaumn BoopyxeHHbix Cun Poccuiickon ®Pepepaumu, Opyrvx BOWCK,
BOMHCKNX (DOPMMPOBAHUIN M OpraHoB, B KOTOPbIX 3akoHodaTenbCcTBoM Poccuiickon degepaumm npegycMoTpeHo
NPOXOXAEHNE BOEHHOW CNY>0bl Unn heepanbHON rocyaapCTBEHHON CNYx0Obl, CBA3aHHOW C NPaBOOXPaHUTENBHOWN
OEeATeNbHOCTbIO, pernaMmeHTupyeTcs Hactosawmum PeneparnbHbIM 3aKOHOM M YTBEPXKOEHHBIMM COOTBETCTBYOLLMMU
denepanbHbiMM OpraHamMmu WUCMOSNTHUTENBHOW BnacTu nonoxeHusmu. KoHTponb 3a cobnogeHMeM yKasaHHbIMU
anTeYHbIMK opraHusaumsiMm NOSTOXXEHNN HacTosLEero depnepanbHoro 3aKkoHa OCYLLIeCTBNsETCS
COOTBETCTBYHOLLMMN (heaepanbHbIMU OpraHaMn UCNOMHUTENBHOW BNAaCTW.

(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 262-03)

CraTtbs 56. U3arotoBneHue u oTnyck fieKapcTBEHHbIX NpenapaToB

1. UN3roToBneHue NNeKapCTBEHHbIX npenapatoB anTeYHbIMW OpraHun3aunamMun, BeTepmHapHbiIMU anTeYHbIMU
opraHusauunamun, wvHauBuayanbHbIMKU npeanpuHnMatTenavmu, uMerwnMmmn nnuueH3no Ha cpapmau.eBTquCKyro
0EeATEeNIbHOCTb, OCYLUEeCTBNAETCA NOo peuentamMm Ha NnekKapCTBeHHble npenapartbl, Nno Tpe6OBaHI/IF|M MeONLIMHCKUX
OpFaHMSaLIMIZ, Be€TepPUHaPHbIX opraHmsau,Mﬁ B COOTBETCTBMM C nNpaBunamMmmn UIrotoBrieHNA U  OTNyCKa
NeKapCTBEHHbIX npenapatoB, YyTBepXAEeHHbIMU YMNOJIHOMOYEHHbLIM d)eﬂepa]'leblM opraHom MNCMNONHUTENBbHON
BacTu.

2. Tlpy W3roTOBNEHWM FNEKAPCTBEHHLIX MNpenapaTtoB anTeYyHbIMU OpraHu3auusaMu, BeTepuUHapHbIMU
anTeYHbIMWU  OpraHU3auuAMYK,  WUHOMBUAYANbHBIMK  MPeanpuUHMMATENsaMKU,  UMEWMMK  JIMUEH3UIo  Ha
hapmaueBTUYECKYl0O  OEATEeNbHOCTb,  WUCMOMb3ylTCs  (hapMaueBTUMYeckne  cybCcTaHuuWM,  BKIKOYEHHbIE
COOTBETCTBEHHO B TOCY[apCTBEHHbIA PEEeCTp IeKapCTBEHHbIX CPEACTB AN MEAMUMHCKOTO MPUMEHEHUS W
rOCy4apCTBEHHBI PEECTP NeKapCTBEHHbLIX CPEACTB ANt BETEPUHAPHOIO NPUMEHEHNS B YCTAaHOBMNEHHOM MOpPsiaKe.
He ponyckaeTcss M3roToBneHWE anTeyHbiMM OpraHu3auusMu, BeTepUHApPHLIMU anTeYHbIMU OpraHW3aumsMu,
VHAMBUAYaANbHBIMY - NPeanpUHUMaTENsSMU, WMELWVMU  JIMUEH3NI0 Ha  hapmaueBTUYeckylo AesTenbHOCTb,
neKkapcTBeHHbIX NpenapaToBs, 3aperncTpmpoBaHHbIX B Poccuiickor ®enepaumu.

3. MapKI/IpOBKa NNeKapCTBEHHbIX npenapaTtoB, U3roTOBJIEHHbLIX anTe4YHbIMMN OpraHn3aunamMmmn, BetTepnHapHbiMn
anTevyHbiMun opraHusaumamu, nHamemnagyarnbHbIMA npeanpnHnMmaTtTenamu, nMernwmnmn JIMUEH3n Ha
cbapmaueBqueCKyro neAaATenbHOoCTb, U OC*)OpMJ'IeHI/Ie Taknx npenapartoB OOJKHbl COOTBETCTBOBATb MNpaBunam,
YKa3aHHbIM B 4acTu 1 HacTosALWEN CTaTbW.

4. AnTeyHble opraHuMsaLmu, BeTepUHapHble anTeyHble opraHusaunu, HAnBMAyanbHble npeanpuHuMmaTenu,
nUmerLme NULEH3NI0 Ha hapMaLeBTUYECKYO AeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobnoaeHne npasun
N3roTOBMEHNS WM OTMyCKa JEeKapCTBEHHbIX MNpenapaTtoB B COOTBETCTBMM C 3akoHoAaTenbCTBOM Poccuiickon
degepaummn.



CtaTbsa 57. 3anpeweHue npogaxu anbcMpUUMPOBaHHbLIX NeKapCTBEHHbIX CPeACTB, HeA06POKaYeCTBEHHbIX fIeKapCTBEHHbIX
CpeAcTB, KOHTPadaKTHLIX NIeKapCTBEHHbIX CPeACTB

Mpogaxa anbCcuULNPOBaHHbLIX NEKApPCTBEHHbIX CPeacTB, HeaobpoKayeCTBEHHbIX JeKapCTBEHHbIX
CPeACTB, KOHTpadaKTHbIX NEeKapCTBEHHbLIX CPEACTB 3anpeLlaeTcs.

CrtaTbs 58. XpaHeHue nekapCTBEHHbIX CPeACTB

1. XpaHeHue nekapCTBEHHbIX CPeACTB OCYLLECTBMSAETCH MNPOU3BOAUTENAMU NeKapCTBEHHbIX CpeacTs,
opraHunsaumnamm ONTOBOW TOproesnn nekapCcTtBeHHbIMU cpeacTBamMun, anTte4HbIMM opraHmsaunamun, BetTepunHapHbIMn
anTeyHbIMM  OpraHuM3auusM,  MHOUBMAYanbHbIMW  NpegnpuHUMaTensiMiM,  UMEKLWUMU  JINLEH3NK  Ha
dapmaLeBTUYECKYl0  OEeATEeNbHOCTb WM JIMLEH3MIO Ha MEAMLMHCKYID  OesITENbHOCTb, MEeOULNHCKUMM
opraHusaumsamMn, BeTEPUMHAPHLIMU OpraHU3auusiMM U UHBIMW OpraHM3aumMsaMKn, OCYLLECTBRSOWMMK obpalleHune
nieKkapCTBEHHbIX CPEACTB. XpaHeHWe NEeKapCTBEHHbIX CPEACTB ANl BETEPUHAPHOMO NPUMEHEHWNSI OpraHn3aumsImMm u
WHAMBMAYANbHBIMU NPEANPUHUMATENSIMU B CIlydasix, €CAM OHU UCMOSb3YIOTCA UCKITIOYUTENBHO NpU pa3BeaeHuun,
BblpalLMBaHUM, COAEPXKAHUN U FEYEHUMU KMBOTHBIX, MOXET OCYLLECTBNATLCS 6e3 MNonyyYyeHus nULEH3UUM Ha
dhapmaLeBTUYECKYO AEeATENBHOCTD.

(B pen. PepepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. I'Ipanma XpaHeHUA neKapCTBEHHbIX CpencTB YTBepXOakTCcA COOTBETCTBYHOLWMM YNONTHOMOYEHHbIM
d)ep,epaanuM opraHom NCMOMHNTENBHON BNACTU.

3. XpaHeHMe HapKOTUYECKUX TNEKAPCTBEHHbIX CPEACTB, TMCUXOTPOMHbLIX FIEKAPCTBEHHbLIX CPEeAcTB,
pagnodapMaLeBTUYECKMX JeKapCTBEHHbIX CPEeACTB OCYLLUECTBNSETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon depepanmm.

Crartbs 58.1. npe,quTHO-KOﬂI/I‘IecTBeHHbII?I yyeT NeKapCTBeHHbIX cpeacTB AnA MegUUMHCKOro npuMmeHeHus

(BBegeHa ®egepanbHbiM 3akoHOM OT 25.12.2012 N 262-03)

1. lNepedvyeHb  nekapCTBEHHbIX  CPeacTB  ONS  MEeOWUUMHCKOTO  MPUMEHEHWs,  noanexaiiux
npeamMeTHO-KONIMYECTBEHHOMY YYeTY, YTBEPXKAAETCA YNONMHOMOYEHHbIM doeaeparnbHbIM OPraHOM UCMOSHUTENbHOW
BMacTu.

2. Topsigok  BKMOYEHWUSt JEKAPCTBEHHbIX CPeAcTB AN MEAMLMHCKOrO TMNPUMEHEHWS B NepeYeHb
nieKkapCTBEHHbIX CPeACTB ANst MEAWMLMHCKOrO MPUMEHEHMWS, MoAnexawux NpeaMeTHO-KONMYECTBEHHOMY Y4eTy,
yCTaHaBNMBaeTCs YMNONIHOMOYEHHbIM dhefeparnbHbIM OpPraHOM MWCMOMHUTENBHOW BRacTU MO COrMflacoBaHWUiO C
denepanbHbIM OpraHOM UCTONHUTENBHOM BNACTH, YNOMHOMOYEHHBIM B chepe BHYTPEHHUX Aer.

(B pea. PepepanbHoro 3akoHa ot 03.07.2016 N 305-03)

3. MNpeamMeTHO-KONMUMYECTBEHHLIA YYeT NEeKapCTBEHHbIX CPEACTB ANs MEAMUMHCKOrO NPUMEHEHWUs BeayT
NPOM3BOAMTENN NEKAPCTBEHHbIX CPEACTB, OpraHuW3auuyM OMTOBOW TOProBnM NEKapCTBEHHbIMU CpeacTBaMy,
anTeyHble opraHu3auuu, WHAMBWMAyarnbHble NPeanpuHUMaTEnu, MMelLlMe NULEH3N Ha dapMaueBTUYECKYIO
AesITENbLHOCTb UMW NUUEH3UI0 HA MEAMULMHCKYH AEATENBHOCT, U MEQULIMHCKME OpraHv3auum, ocyLLecTBhsoLwme
obpalleHne nekapcTBEHHbIX CPEACTB AN1Si MEAULMHCKOrO NPUMEHEHUS], MyTEM perucTpaumm nobbix CBA3aHHbIX C
nx obpalleHMeM ornepauui, Npu KOTOPbIX U3MEHSETCS UX KOMWYECTBO U (MfM) COCTOSIHME, B CheLuvanbHbIX
XypHanax y4yeTa onepauuii, CBsiI3aHHbIX C 0OpaLleHNeM NeKapCTBEHHbIX CPeACTB ANs MEAULMHCKOro NpUMeHeH!s
(manee - cneumanbHble XypHanbl).

4. MMpaBuna perMcTpauMn onepauuii, CBA3aHHbIX C OOpalleHWEeM FeKapCTBEHHbIX CPeacTB ans
MELMLMHCKOro NMPUMEHEHNS, BKIIOYEHHbIX B NEpeYeHb NeKapCTBEHHbIX CPeacTB Ans MeaULMHCKOTO NpUMEHEHUS,
noanexaliyx npegmMeTHO-KONMYECTBEHHOMY Y4YeTy, B crieuuanbHbIX XypHanax W npasBuna BeAeHUsl U XpaHeHUs!
crneymanbHbIX XXypHarioB yTBEpXXaatTcs YNoNHOMOYEHHbIM deeparnbHbIM OpraHoM UCMONHUTENbHON BNacTu.

5. KoHTponb 3a cobnogeHnem npasun perncrpauumn onepauuin, CBA3aHHbIX C obpalleHneM nekapCcTBEHHbIX
cpeacTs Ans MeQUUUHCKOrO NMPUMEHEHUS, BKITIOYEHHbIX B MepeYeHb NeKapCTBEHHbIX CPEACTB AN MeAMLUHCKOro
NPUMEHEHWs, noanexawmx npeaMeTHO-KONMYECTBEHHOMY Y4YeTy, B CheuuanbHbIX >KypHanax, a Takke 3a
cobrniiogeHneM npaBun BedeHUs W XPaHEeHUs cheumarnbHbIX KypHanoB BO3naraeTcs Ha YNONTHOMOYEHHble
degepanbHble opraHbl WCMOMHUTENbHOW BRacTu M OpraHbl MCMOMHWUTENbHOW Bnactn cybbekToB Poccuiickon
degepaummn, ocyLLeCTBNAIOWME NULEH3NPOBAHME MPOU3BOACTBA NEKAPCTBEHHbLIX CPEeACTB, dhapMaLeBTUYECKON
OEeATENbHOCTN U MEAMLIMHCKON OEATENbHOCTU, U OCYLLECTBNSAETCA B paMKaX SIMLEH3MOHHOIo KOHTPOrS.

Fnasa 11. YHUHYTOXEHME NEKAPCTBEHHbIX CPEACTB



CTtaTtbs 59. OcHOBaHuA 1 nopsiaoK YHUUTOXXeHUsA NnekapCcTBeHHbIX cpeacTB

1. HepoGpokayecTBEHHbIE NEKapCTBEHHbIE cpeacTBa, dhanbCuULMPOBaHHbIE NEKApPCTBEHHbIE CpeacTBa
nognexar U3bATUIO M3 OOpaLleHUs U YHUUTOXEHUIO B MOPSiAKe, YCTaHOBMEHHOM [lpaBuTenbcTBOM Poccuickoi
denepaumn. OcHOBaHMEM AN YHUYTOXEHUSI JIeKapCTBEHHbIX CPeACcTB SBMNsSeTCA pelleHve Brnagenbua
NeKapCTBEHHbIX  CPEACTB, peLleHne  COOTBETCTBYKOLLErO  YMOSIHOMOYEHHOro  dhefepanbHOro  opraHa
NCMONHUTENBHON BNacTy Unu peLleHune cyaa.

(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KoHTpadhakTHble rfekapCTBEHHble cpeacTBa nogfiexar U3bATMIO M3 00palleHUss M YHUYTOXEHMIO MO
pewennto cyga. [lopsgok  YHUYTOXEHMS  KOHTpadakTHbIX — JIEKAPCTBEHHbIX CPeAcTB  yCTaHaBnuBaeTcs
Mpasutenscteom Poccuinckon degepauuun.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PaCXOﬂ,bI, CBA3aHHbI€ C YHUYTOXEeHNEM KOHTpaq)aKTHbIX NeKapCTBEHHbIX CpencTs, He,D,O6pOKaHeCTBeHHbIX
NeKapCTBeHHbIX CpeacTs, (*)aj'leI/I(*)I/ILI.I/IPOBaHHbIX NeKapCTBEeHHbIX CpeacTB, BO3MeELLaloTCA UX BrnaaesnbLueM.

4. BnageneL, nekapCTBEHHbIX CPeACTB AOJKEeH MpedcTaBUTb B YMNONIHOMOYEHHbI dedeparnbHblii opraH
UCMOSTHUTENbBHOW BNAcTU OOKYMEHT UN 3aBEpPeHHYyl0 B YCTAHOBIIEHHOM MOpsiaKe ero Konvio, NoATBep)xaatoline
(haKT YHUUTOXEHNS NIeKapCTBEHHbIX CPeaCTB.

5. CoOTBETCTBYIOLLMI YNONMHOMOYEHHbIN heaepanbHblil OpraH MWCMOMHUTENbHOW BNacTu, MNPUHABLLNIA
peLleHne 06 YHUUTOXEHUN NeKapCTBEHHbIX CPEACTB, OCYLLECTBISET KOHTPOSb 3a UX YHUHMTOXKEHNEM.

6. YHNUYTOXEHNE NEKapCTBEHHbIX CPeaCTB MPOM3BOAUTCS OpraHu3auusmMn, MMELLMMN COOTBETCTBYHOLLYHO
NNUEH3NI0, Ha cneumanbHO o060opyaooBaHHbLIX MNrowagkax, MonMroHax W B cneywanbHO 060pyaoBaHHbBIX
nomelleHnsix ¢ cobnogeHneMm TpeboBaHMIA B 00OnacTM OxpaHbl OKpyXatolled cpedbl B COOTBETCTBUM C
3akoHodaTenbcTBoM Poccuickon degepaumn.

7. HapkoTnyeckne neKkapcTBEHHble cpencTBa, NCUXOTPOMHbIE neKapCcTBEHHble cpencTsa,
paguogapmaleBTMYECKNE NEKapCTBEHHbIE CPEACTBa YHUUTOXAKTCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®enepaunn.

nasa 12. TOCYOAPCTBEHHOE PEIYNIMPOBAHME LIEH
HA NEKAPCTBEHHbBIE NPENAPATbI ANA MEOAULUMHCKOIO NPUMEHEHUA

Crartbs 60. Focyp.apCTBeHHoe perynupoBaHue LeH Ha JfieKapCcTBeHHbIe npenapaTtbl Ansa MeguuuMHCKOro npuMeHeHus

locyapCTBEHHOE perynvMpoBaHMe LieH Ha JfieKapCTBeHHble npenapaTbl AN MeAMUMHCKOrO MpUMEHEeHUs!
OCyLLEeCTBNAETCS NOCPEACTBOM:

1) yTtBepxaeHuss [lpaButenbctBoMm Poccuiickon ®egepaumm NepeyHs XU3HEHHO HEeOOXOAMMbIX U
Ba)XHEWLUNX JIEKAPCTBEHHbIX NpenapaToB, KOTOpbI COPMUPOBAH B YCTAHOBIEHHOM WM MOPSiAKE Ha OCHOBE
KOMMMEKCHOW OLEHKWN FeKapCTBEHHbIX NMpenapaToB, BKIOYAs aHanu3 CBeAEHW O CPaBHUTENbHOW KIMMHUYECKON
3a(bdeKTUBHOCTN N BE30MNACHOCTM NEKAPCTBEHHOIO CPeACcTBa, OLEHKY 3KOHOMUYECKUX MOCNEACTBUN NPUMEHEHMS
NEeKapCTBEHHOro CpeacTBa U U3y4yeHne OOMNOSNHUTENbHbIX NOCNeaACTBUN NPUMEHEHMWS NTEKAapPCTBEHHOIO CPpeacTBa;
(n. 1 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTBEpXOEHUS1 METOAMKN YCTaAHOBIEHWSI MPOM3BOAMTENSIMM JEKapCTBEHHLIX MpenapaTtoB MpeaesbHbIX
OTMNYCKHbIX LIEH Ha NeKapCTBEHHbIEe npenaparhl, BKMOYEHHbIE B NEPeYEHb XKU3HEHHO HEOOXOAMMbIX U BaXKHEWLLMX
NeKapCTBEHHLIX NPeNapaToB, a Takke BHeAPEHUS MEXaHM3MOB (DOPMUPOBAHUS CUCTEMbI PEEPEHTHLIX LIEH;

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) rocyoapCTBEHHOM perncrTpaumMm yCTaHOBMEHHbIX MPOM3BOAUTENSMM JEKapCTBEHHbIX MNpernapaToB
npeaenbHbIX OTMNYCKHbIX LIEH Ha NekapcTBEHHbIe npenapathbl, BKMOYEeHHbIE B NepeyYeHb XU3HEHHO HEOOXOANMbIX U
Ba)XHEMLLNX NeKapCTBEHHbIX NpenapaTos;

4) BeeHnA rocygapCTtBeHHOro peecrtpa npenerbHblX OTNYCKHbIX LEeH I'IpOI/I3BO£I,I/ITeJ'IeIZ Ha nekapcTBeHHblIe
npenapartbl, BKINO4YEHHbIE B NepeYvYeHb XN3HEeHHO HeobXoaMMbIX U BaXKHENLLIMX JIeKapCTBEHHbIX NpenapaToB;

5) yTBEpPXKOEHUST METOAMKN YCTAHOBNEHWUS OpraHamu WCMOJSIHUTENBHOM Bnactu cybbekToB Poccuickomn



denepaunn npegenbHbIX PasMepoB OMTOBLIX HaAGaBOK M MPEAErbHbIX PasMEepPOB PO3HWUYHLIX HaAGaBOK K
(PaKTUYECKMM OTMYCKHbIM LieHaMm, YCTaHOBMEHHbIM MPOM3BOAMTENSAMMU JEKAPCTBEHHLIX MNpenapartos, Ha
nekapcTBeHHble npenaparbl, BKIHOYEHHbIE B MEPEYEHb KM3HEHHO HEOBXOAMMbIX U BaXHENLIMX NeKapCTBEHHbIX
npenapaTos;

6) ycTaHOBNeHus npedenbHbIX pPa3MepoB OMTOBbIX HaAGaBOK M NpedeNibHbIX pasMepoB PO3HUYHbIX
Hanb6aBoK K PakTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBINEHHbLIM NPON3BOAUTENAMU NEKAapPCTBEHHBIX NpenapaTos, Ha
neKkapcTBeHHble npenapaTbl, BKIOYEHHbIE B MepeYeHb XMU3HEHHO HEOBXOOAUMbIX U BaXKHEMLUMX NEeKapCTBEHHbIX
npenaparos;

7) yTBEepXAeHUs nopsgka Bblgadv npeanucaHvnii opraHam MCNONHUTENbHOW BnacTu cybbektoB Poccuinckom
depepaumm o0 npuBegeHUM B COOTBETCTBME C 3akoHogartenbcTBoM Poccuiickon depepaumm pelueHun o6
YCTaHOBMNEHUN NpefesibHbIX pasMepoB OMNTOBbIX Hagb0aBOK M MpedenibHbIX pasMepoB PO3HMYHBLIX HaabaBOK K
haKTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBIEHHbIM MPOU3BOAUTENSMU FNEeKapCTBEHHbIX MpenapaTtoB, Ha
neKkapcTBeHHble npenapatbl, BKMOYEHHbIE B NEPEYEHb XXU3HEHHO HeOOXOOUMbIX U BaKHEWLLMX FeKapCTBEHHbIX
npenapaToB, €CNM OHW MPUHATBI C HapylweHWeM 3akoHodaTtenbcTBa Poccuiickon ®enepauuun, B MNOpsioKe,
ycTaHoBneHHoM [NpaButenscTBoM Poccuiickon denepaumu;

8) HanpaeneHus ynorIHOMOYEHHbIM hbeaepanbHbIM  OpPraHOM  MCMOMHUTENbHOW  BMacTM  opraHam
NCNONMHUTENBHOM BNacTn cybbekTtoB Poccuiickon depepauum npegnucaHMn O nNpuBedeHWM B COOTBETCTBUE C
3akoHodaTtenscTBoM Poccunckon ®egepauumn nNpuHATBIX C  HapylleHMem 3akoHogartenbcTBa Poccuiickon
depepaummn pelueHnii 06 ycTaHOBMNEHMU MPeAEernbHbIX pa3MepoB ONTOBbIX HaA0aBOK W NpedenbHbIX pa3mepoB
PO3HMYHbIX HAA0aBOK K LieHaM Ha NnekapCcTBeHHble npenapaTbl, BKIHOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOAMMBIX
N Ba)KHENLLMX NEKapCTBEHHbIX NpenapaTos,

9) ocyulecTBneHus degepanbHOro rocygapCTBEHHOrO Haasopa B cdepe obpalleHusi nekapCTBEHHbIX
CpeacTB U pernoHanbHOro rocydapCTBEHHOIO KOHTPOMs 3a MPUMEHEHUEM LIEH Ha JleKapCTBEHHble npenaparhbl
COOTBETCTBEHHO YMOMMHOMOYEHHbIMW  beepanbHbIMU - OpraHamMu  UCMOMHUTENBHON BRacTM W OpraHamu
NCNoONMHUTENBHOM BnactTn cybbektoB Poccunckon depgepaumm COrnacHO WX KOMMETEHUMM B Nopsfke,
ycTaHoBneHHoM [NpaButenscTBoM Poccuiickon deaepaumu;

(n. 9 B pen. ®egepansHoro 3akoHa oT 25.06.2012 N 93-93)

10) NpMMeHeHns NpeayCMOTPEHHbIX 3akoHogaTenscTBoM Poccuiickon ®enepaumm mep 0TBETCTBEHHOCTM 3a
HapyLleHVe nopsigka LeHoobpa3oBaHMs Ha XXM3HEHHO HEOBXOOUMbIE U BaXKHEWLLNE NeKapCTBEHHbIE Npenaparhbl.

Ctatbsl 61. FocynapcTBeHHasA perucTpauus ycTaHaBnMBaeMbiX NPOU3BOAUTENSIMU NleKapCTBEHHbIX NpenapaToB npefenbHbIX
OTMYCKHbIX LIeH Ha fekapcTBeHHble Npenaparbl, BKIYeHHbIe B NepeveHb XM3HEHHO Heo6XOAUMBIX U BaXHEMLIMX NleKapCTBEeHHbIX
npenapaTtoB

(B pea. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

1. YcTaHaBnMBaeMble MPOM3BOAMTENSIMU NEKAPCTBEHHLIX MpenapaToB npeferbHble OTMYCKHble LeHbl Ha
neKkapcTBeHHble MpenapaTbl, BKIOYEHHbIE B NEepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXKHEWLUMX FEeKapCTBEHHbIX
npenapaToB, NoAnexar rocygapCTBEHHON perncTpauum B nopsiake, yctaHoBrneHHoM MNpaBuTensctBoMm Poccuiickon
degepaumn.

(4actb 1 B peq. PegepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2. Ha ocHoBaHun nogaHHoro o 1 okTabpsi Kaxgoro roga 3asiBieHMst NPOU3BOAUTENS NEKapCTBEHHbIX
npenapaToB, BKIYEHHbIX B MEpeYeHb XXM3HEHHO HEOOXOAMMBIX U BaKHEWLLMX JEeKapCTBEHHbIX Npenapartos,
3aperncTpupoBaHHas  npegenbHas  OTMYCKHasi LEeHa Ha JeKapCTBEHHbIM  npenapaT MOXeT  ObiTb
nepeperucTpMpoBaHa OauvH pas B KaneHgapHOM rogay B nopsiake, yctaHoBreHHom [lpaButenscTBomM Poccumnckom
degepaumn.

(vacTb 2 B pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

2.1-2.2. Ytpatunum cuny ¢ 1 nions 2015 roga. - PegepanbHbii 3akoH ot 08.03.2015 N 34-03.

3. PacueT npepenbHbIX OTMYCKHbIX LEH, yKasaHHbIX B 4actax 1 mM 2 Hactoswen craTtbu, nNpu ux
rocyAapCTBEHHOW perncTpaumm wunu nepepernctpauumn ocyLecTBnsieTca B COOTBETCTBUM C  METOAMKON,
yTBEepxaeHHon MNMpasuTtensctBoMm Poccumnckon ®epepauun n yumtbiBaoLLen, B HaCTHOCTU:

1) cobntogeHne banaHca MHTEpPEecoB I'IOTpe6l/ITeJ'Iel7I NeKapCTBEHHbIX MpenapaTtoB, BKIMIOYEHHbIX B NepeyeHb
XU3HEHHO HeobXOOUMbIX W BaXKHEWMLLMX JIeKapCTBEHHbIX npenapartoB, W« ﬂpOVI3BO,CI,VITe.I'Iel7I JIeKapCTBEHHbIX
npenaparoB, BKIMKOYEHHbIX B Nepe4vyeHb XXU3SHEHHO HeobX0OMMbIX U BaXKHEWLLIMX J1eKapCTBEHHbIX NMpenapaTtos;



2) dakTnyeckyto OTMYCKHYIO LieHYy Ha JiekapCTBEeHHble npenapatbl B Poccuiickon depepauun, LeHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccuiickyto Pefepaumio, a Tawkke LEHbl Ha aHanorMyHble JeKapCTBEHHbIe
npenapaTbl, Haxoaawumecsi B obpawieHun B Poccuiickon ®epepaunu;

3) 3atpaTbl Npon3BoAUTENs MNeKapCTBEHHOro npenapaTa Ha NPOW3BOACTBO M peanu3aLuio NekapcTBEHHOro
npenapara;

4) ueHy Ha NeKkapCTBEHHbIN NpenapaTt MHOCTPaHHOrO NPOM3BOACTBA, €ro LeHy B CTpaHe Npou3BoAUTENS U B
CTpaHax, B KOTOpbIX npenapat 3aperncTpupoBaH W (AnM) B KOTOPble MOCTaBMSIETCS WHOCTPaHHbLIM
Npoun3BOAMTENEM.

(vactb 3 B pen. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

4. He ponyckatoTca peanusauusi u oTMNyCK NEKapCTBEHHbIX NPenapaToB, BKMOYEHHbIX B NEpeYeHb XXU3HEHHO
HEOOXOAMMbBIX U BaXXHEWLIMX TeKapCTBEHHbLIX MpenapaToB, Ha KOTOpble MNPOM3BOAMTENSMU NEKapCTBEHHbIX
npenapatoB He 3apeructpupoBaHa npeaenbHasi OTMYCKHas LeHa, peanusaunsi U OTNyCK MPOU3BOAUTENSMMU
NeKapcTBEHHbIX NpenapaToB Mo LeHaM, NPeBbIWaoWwnM 3aperncTpupoBaHHble NpeaeribHble OTNYCKHbIE LieHbl Ha
nekapcTBeHHble npenapaTbl.

(vacTb 4 BBegeHa PepepanbHbiM 3akoHOM OT 08.03.2015 N 34-93; B pen. PegepanbHoro 3akoHa ot 03.07.2016 N
350-93)

5. OcobeHHOCTN rocygapCTBEHHOIO pPerynmpoBaHnst MpefesibHbIX OTMYCKHbIX LIEH Ha JNeKapCTBEHHbIe
npenapaTtbl, BKIOYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOUMBIX U BaXKHEWMLUMX FIEKapCTBEHHLIX MpenapaToB, B
3aBMCMMOCTM OT 3KOHOMUYECKUX WU (UNN) couManbHbIX KpUTepueB (M3MEHEHWE YCINOBUN, MOpPSAKa U CTOMMOCTU
NMPOM3BOACTBA JIEKAPCTBEHHBIX MpenapaToB, WCMOMb30BaHME HOBbIX (OpPM, METodOB UM Crnocobos
rocygapCTBEHHOIO pErynvpoBaHUS LeH Ha JleKapCTBEHHbIe MpenapaTbl, B TOM YMCMe Ha OCHOBE MexaHu3ma
pedepeHTHOro LleHOOOpa3oBaHNs, U3MEHEHUI MOPSAKa OKasaHWs MEOVLUHCKON MOMOLLU, U UHblE N3MEHEHWS)
ycTaHaBnmBatoTcs MpaButenbctBom Poccunckon ®enepaunn.

(4acTb 5 BBegeHa denepanbHbiM 3akoHoM 0T 08.03.2015 N 34-03)

Cratbs 62. FocynachBeHHblﬁ peecTp npedesibHbIX OTNYCKHbIX UeH HpOM3BOAMTeHeﬁ Ha neKapcTBeHHble npenapaTtbl,
BKMO4YeHHble B nepeyeHb XXUBHEHHO HeobXxoAMMbIX U BaXKHENLINX JNleKapCTBEeHHbIX npenapaToB

1. 3apernctpmpoBaHHble NpeferibHble OTMNYCKHble LieHbl Ha NeKapCTBeHHble MpenapaTbl, BKMHOYEHHble B
nepeyeHb >XU3HEHHO HEOGXOOMMbBIX W BaXKHEWLIMX JIeKapCTBEHHbIX MNpenapaTtoB, noafiexaT BKIOYEHUI0 B
rOCY4apCTBEHHbIA PEecTp npedenbHbIX OTMYCKHbIX LEH MNPOM3BOAMTENE Ha JieKapCTBEHHble npenaparbl,
BKITHOYEHHbIE B NEPEYEHb KM3HEHHO HEOBXOOUMbIX U BaXXKHEMLLNX NEKAPCTBEHHbIX NpenapaTos.

2. FocynapcTBeHHbI peecTp npeferbHbIX OTMYCKHLIX LieH NPoVU3BOAUTENEN Ha NekapCTBEHHbIe NpenaparThl,
BKIMHOYEHHbIE B NEpeYeHb XU3HEHHO HEOOXOAMMBIX N BaXKHEMLLIMX NEKapCTBEHHbIX NpernapaToB, COAepXUT B cebe
crneayoLLyo HdopMaLuuto:

1) HavmeHOBaHWe pfepxaTens wnuM Briagenbua perncTpauuoHHOro yAOCTOBEPEHMS NeKapCTBEHHOro
npenapaTta, HauMeHoBaHVWe MNPOM3BOAMTENS NEKapCTBEHHOrO MpenapaTta, CBedeHuUs O perncrpaumun gepxarens
unu Bnagenbla pPerucTpaumMoHHOrO yAOCTOBEpPEeHMS IeKapCTBEHHOro mnpenapaTa, CBeAeHUs O peructpauuu
Npon3BOAMTENS NEeKapCTBEHHOMO npenapara Ans MeguUMHCKOro NPUMEHEHUSA B KayecTBe Hanoronnartenbliuka B
CTpaHe peructpaumm (458 POCCUNCKUX HOPUAUYECKUX NUL - UOEHTUMUKALUMOHHBIM HOMEpP HanoronnaTenbLlumka
(MHH), oNA MHOCTPaHHbIX IPUAMYECKUX NUL, - CTpaHa perucTpauuv, HauMeHOBaHWE PerncTpupylowero opraHa,
perMcTpaumoHHbIA HOMEpP, KOA, HanoronnaTenblivka B CTpaHe perncrpauum (MHKopnopauuu) UnuM ero aHanor),
MECTO HaxOXAeHWs1 NPOW3BOACTBEHHbIX MIOWAA0K, Y4YacTBYIOLWMX B Mpouecce Npou3BOACTBa NEKapCTBEHHOrO
npenapara, C ykasaHvWem cTagum npouecca Npov3BoACTBa;

(n. 1 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HauMeHoBaHWe NEKapCTBEHHOrO npenapaTta (MexayHapo4HOe HenaTEeHTOBaHHOE, UMK rpynnUpPOBOYHOE,
NN XMMUYECKOE M TOPrOBOE HaMMEHOBAHNS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HOMep PerMcTpaLoHHOro YOOCTOBEPEHUS NEeKapCTBEHHOTO npenapara;
4) nekapcTBeHHas popmMa C yKasaHvMeM [O3MPOBKM EeKapCTBEHHOro npernapara U ero Konuyectsa BO

BTOPMYHOWM (NOTPEOUTENBCKON) YNaKoBKE, @ TaKkKe KOMMITEKTHOCTb;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)



5) 3apernctprpoBaHHas npegesnibHas OTnyckHasi LeHa B pyonsix;

6) pata u HOMep nMpuKkasa YNoOSIHOMOYEHHOro deaepanbHOro OpraHa WCNOMHUTENBHOM BractM o
rocyaapCTBEHHOW perucrpauuu, nepeperucrtpaumm npeaenbHon OTNYCKHOW LieHbl Ha NeKkapCTBEHHbIN npenapar,
BKITHOYEHHbBIN B NEpeYeHb XU3HEHHO HEOOXOAMMbIX U BaXKHENLLUNX NIEKapCTBEHHbLIX NPenapaTos;

(n. 6 B pea. ®egepansHoro 3akoHa oT 22.12.2014 N 429-03)

7) WUTPUXOBOW KOL, HAHECEHHbI Ha BTOPUYHYHO (MOTPEOUTENBCKYI0) YNAKOBKY NIEKapCTBEHHOIO Npenapara;
(n. 7 BBeaeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

8) Koo nekapcTBEHHOro npenapata MO aHaTOMO-TepaneBTUYEeCKO-XMMUYECKON  Knaccudumkaumm,
pekoMeHaoBaHHOW BceMupHoON opraHmsaLmen 30paBooXpaHeHust.
(n. 8 BBeaeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

3. TlocymapcTtBeHHas peructpaums npegeribHbiX OTMNYCKHbIX LEH Ha JIeKapCTBEHHble npenapaTbl,
BKMIOYEHHbIE B MepevYeHb XU3HEHHO HEOOXOAMMBIX W BaXKHEWLIMX JIeKapCTBEHHbIX NpenapaTtoB, BeAeHue
rocyaapCTBEHHOIO peecTpa npeAenbHbIX OTMAYCKHbIX LEeH MNpoM3BOAUTENEN Ha NeKapCTBEHHble npenaparthl,
BKIMIOYEHHbIE B NepevYeHb XU3HEHHO HEOOXOOUMbBIX U BaXKHEMNLUNX NEKapCTBEHHbIX NpenapaToB, OCYLLEeCTBNAIOTCA
B nopsiake, yctaHoBneHHoM [MNpasutensctBom Poccuiickon deaepaumu.

CraTtbsa 63. YcTaHOBNEHWe opraHamMmyu MCMNONTHUTENbHOW BracTu cyobekTtoB Poccuiickon ®Penepaumu npeaenbHbIX pa3Mepos
ONTOBbIX HaAGaBOK M MNpeAeribHbIX Pa3MEPOB PO3HMYHbLIX HaAGaBOK K (pakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMNEHHbIM
NPON3BOANTENSIMU NIeKapPCTBEHHbIX NpenapaToB, Ha NleKapCTBEHHbIe nNpenapartbl AN MeAULIMHCKOro NpUMeHeHuUs

1. OpraHbl ucnonHMTENbHOW BRactu cybbekToB Poccuiickon Pepepauum ycTaHaBnMBAKT NpeaernbHble
pas3Mepbl ONTOBbIX HaAbaBOK M NpeaenbHble pa3Mepbl PO3HUYHbIX HaA0aBOK K hakTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBIEHHBIM NPOU3BOAUTENSAMN NIEKAPCTBEHHbIX MPenapaToB, HAa NIEKAPCTBEHHbIE MpenapaTbl, BKIOYEHHbIE B
nepeYveHb XNU3HEHHO HEOOXOAMMbBIX U BaXKHEWLUNX NEKapCTBEHHbIX NPenapaToB, B COOTBETCTBUM C YTBEPXKAEHHOW
B nopsiake, yctaHoBneHHoM [lpaBuTtenbctBom Poccuiickon Pepepauumn, METOAMKOM YCTAHOBEHMSI OpraHamu
NCNONMHUTENBHOM Brnactu cybbektoB Poccuiickon Pepepauumn npegenbHbIX pasMepoB OMTOBbIX HaabaBOK U
npedenbHbIX pa3MepoB  PO3HUYHBLIX HaabaBOK K  PAKTUYECKUM  OTMYCKHbIM  LieHaM, YCTaHOBIEHHbIM
Npon3BOOUTENSAMM NEKAPCTBEHHbIX MpenapaTtoB, Ha FeKapCTBEHHblE Mpenapartbl, BKYEHHbIE B MNepeveHb
XWU3HEHHO HEOoOXOAMMBIX W  BaXHEWWWX JeKapCTBEHHbIX npenapatoB. [1poekTbl peleHui OopraHoB
ncnonHuTensHoM BnacTun cybbektoB Poccumnckon ®efepaumu o6 ycTaHOBREHUU U (UNU) U3MEHEHUWN NpeaernbHbIX
pa3mepoB ONTOBbIX HaA6aBOK U NpeAenbHbIX pa3MepoB PO3HUYHbBIX HAA0aBOK K PaKTUYECKMM OTNYCKHbIM LieHaMm,
YCTaHOBIEHHBIM NPOV3BOAUTENSAMN NIEKAPCTBEHHbIX NMPEnapaToB, HAa NIEKAPCTBEHHbIE MpenapaTbl, BKIIOYEHHbIE B
nepeyveHb >XU3HEHHO HEOOXOAMMbLIX W BaXKHEWMLUMX JIEKAPCTBEHHbLIX MpenapaToB, MOAMEXaT COrfacoBaHUi C
denepanbHbIM OpraHoM MCMOSTHUTENBHOW BIACTU, YNONTHOMOYEHHbLIM OCYLLECTBNATbL NPABOBOE PerynMpoBaHue B
cdepe rocygapCTBEHHOIO perynupoBaHus LeH (TapudoB) Ha ToBapbl (ycnyru), B MOpsSAKe, YCTaHOBIEHHOM
MpaBuTtenbctBoM Poccuiickon ®egepauuun.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHu3aumm onToBOW TOProBNu 1 (MNn) anTeyvHble opraHu3aumu, UHaUBUAYyanbHble NPeanpuHUMaTenu,
Umetowme nUUEH3NIO Ha apMaueBTUYECKYD OesATENbHOCTb, OCYLIECTBNSAT peanu3auuio  NeKapCTBEHHbIX
npenapaTtoB, BKMHOYEHHbIX B MEPEYEHb KM3HEHHO HEOOXOOAUMBIX M BaXXHEWLIMX FIeKapCTBEHHbLIX NpenapaTos, Mo
LileHaM, YpOBEHb KOTOPbIX HE MPEeBbILAET CyMMYy hakTU4EeCKO OTNYCKHOW LieHbl, yCTaHOBIEHHOW NpoM3BoAUTENEM
riekapCTBEHHbIX NPenapaToB U He NPEeBbILAOLWEN 3aperMcTpPUpPOBaHHOM NpeAeribHON OTMNYCKHOM LieHbl, U pasmep
onToBov HagbaBkm K (MM) pasmep PO3HWMYHOM Haabaeku, He MnpeBbllALME COOTBETCTBEHHO pasmepa
npegensHON ONTOBOW HaabaBku 1 (Mnn) pasMepa npeaenbHON PO3HNYHOW HagbaBKKM, YCTaHOBIEHHbIX B CyObekTe
Poccwuinckon depepaumn.

3. OpraHbl ucnonHuTensHon BriactTn cybbekToB Poccuitickon depepauun pasmellaroT B cetn "MHTepHeT"
nnu onybnukoBbIBalOT MHGMOPMALNIO O 3aperucTpupoBaHHON NpPeaenbHOM OTMYCKHOW LeHe Ha fekapCTBeHHble
npenapartbl, BKMIOYEHHbIE B NepeYeHb XM3HEHHO HEOOXOAUMbIX W BaXKHEMLUMX fleKapCTBEHHbIX npenapartos, 06
yCTaHOBIEHHbIX B cyObekTe Poccunckon defepaumm pasmepe npeaenbHON onTtoBon Hagbasku v (Mnu) pasmepe
npedenbHOM  PO3HWYHOW HagbaBKM K YCTAHOBMEHHbIM  NPOU3BOAMTENSIMU  NIEKApCTBEHHbIX NpenapaTos
daKTM4ecknMm OTNYCKHbIM LEeHaM Ha JfeKapCTBEHHble npenapaTtbl, BKMIOYEHHbIE B MNEpeyvYeHb XU3HEHHO
HeobX0AMMbIX U BaXXKHEWLUMX NEeKapCTBEHHbIX MpenapaToB, U 006 yKasaHHOW B 4acTu 2 HACTOsLWEW CTaTbu CymMMe.
MHpopmaums, npeaycmMoTpeHHas HacTosLWen YacTblo, AOMKHA pa3MeLlaTbCs Takke B anTeyvHblX opraHnM3auunsx B
AOCTYMNHOW AN CBeAEHMSA BCEX 3anHTepecoBaHHbIX nnL, hopMe 1 OBHOBASATLCA MO Mepe ee onyGnmnkoBaHus.

4. TlpuHaTble ¢ HapylweHuem 3akoHopaTenbcTBa Poccuickon depgepaumym  pelleHusi  opraHoB



UcnonHUTenbHOW Bnactn cybbekta Poccuiickon ®enepaumn o6 yCcTaHOBMEHUN NpederibHbIX pa3MepoB OMNTOBbLIX
HanbaBoK M npefenbHbIX PasMepoB PO3HUYHBIX HagbaBOK K 3aperMcTpuUpOBaHHbIM MpedesibHbIM OTMYCKHbIM
LeHaM Ha JleKapCTBEHHble MNpenapaTtbl, BKMOYEHHbIE B MepeYeHb KM3HEHHO HeoOXOAWMbIX W BadKHEMLMX
riekapCTBEHHbIX NMpenapaToB, noanexaT oTMeHe B cyaeGHOM nopsiake.

nasa 13. MOHUTOPUHI 3PPEKTUBHOCTU N BE3ONACHOCTHU
NEKAPCTBEHHbIX NPEMAPATOB, HAXOAALLMUXCS B OBPALLEHUX
B POCCMNCKOWU ®EOEPALIMUN

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbs 64. PapmakoHagsop

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. JlekapcTBeHHble npenapatbl, Haxogsawmecs B obpaiwieHun B Poccuinckon ®Pepepauun, noanexat
MOHUTOPUHTY 3(hpdEKTUBHOCTU N 6E30NacHOCTM B LENSAX BbISBNEHUS BO3MOXHbIX HEraTUBHbLIX MOCMNEACTBUNA WX
NPUMEHEHWS, MHOUBMAYANbHOW HENEPEHOCUMOCTU, NPEAYNPEXOEHNS MEeAULMHCKMX pabOTHUKOB, BETEPUHAPHLIX
cneunanucToB, NaUMEHTOB UMM BRadenbLeB XMBOTHbLIX U UX 3aWUTbl OT NPUMEHEHUSI TaKMX NeKapCTBEHHbIX
npenapaTos.

2. dapmakoHa30p OCYLLECTBMSIETCS COOTBETCTBYIOLWMM YNONIHOMOYEHHbIM dheaepanbHbiM  OpraHoM
WCMOMHUTENbHOW BracTM B YCTAHOBIIEHHOM WM ToOpsiake MyTeM aHanusa npefocTaBfsieMon cybbektamu
obpalleHnss NeKapCTBEHHbIX CPEeACTB WHopMauMnm O NOBGOYHbIX [AENCTBUSIX, HexXenaTeSlbHbIX peakuusix,
Cepbe3HblX HexenaTenbHbIX peakuusix, HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusix npu  NpUMEHEHUU
neKkapcTBeHHbIX npenapaToB, 006 WHAMBMAYanbHOW  HEMNEepPeHOCMMOCTM,  OTCYTCTBUM  3(PPEKTUBHOCTM
neKkapcTBEHHbIX NpenapaToB, a Takke 06 MHbIX (hakTax U 0bCToATeNbCTBAX, MPEACTABNSAOLLMX YrPO3Y XU3HWU UMK
300pOBb0 YenoBeka NMBO XKMBOTHOIO MpU NMPUMEHEHUM feKapCTBEHHbIX MpenapaToB M BbISIBIIEHHbIX Ha BCex
aTanax obpalleHns nekapcTBeHHbIX NpenapaToB B Poccuiickon ®egepauum n apyrux rocyaapcrsax.

3. CybbekTbl obpalleHnss nekapCTBEHHbIX CpeacTB B nopsake, YCTAHOBNEHHOM  YMOMHOMOYEHHbLIM
degepanbHbIM OpraHoOM MCMNONHUTENBHOW BriacTu, 06a3aHbl cooblatb B yNONHOMOYEHHbIN hefepanbHbii opraH
NCMNOMHUTENBHOW BNacTu O MNOBOYHbIX OENCTBUAX, HexenaTernbHbIX peakumsiX, CepbesHblX HexenaTerbHbIX
peakumsix, HenpeaBUMAEHHbIX HexenaTenbHbIX peakumsx Mnpu MPUMEHEHUU feKapCTBEeHHbIX npenapartos, 06
NHAMBUOYaNbHON HEMEPEHOCUMOCTU, OTCYTCTBUM 3(PEKTUBHOCTU NEKaPCTBEHHbIX NPenapaToBs, a Takke 06 MHbIX
dakTax n obCcToATENLCTBAX, NPEACTABMSOWMX Yrpo3y XU3HW UNW 300POBLI0 YeroBeka nubo XMBOTHOIMO Mpu
NMPMMEHEHNM JEKAPCTBEHHbLIX MpenapaToB M BbIABMEHHbIX Ha Bcex 3Tanax obpaleHus NeKapCTBEHHbIX
npenapaToB B Poccuinckon depepaumm u Apyrux rocygapcraax.

4. [epxaTenu wnuM Brnagenblbl PErucTpaumMOHHbIX YyOOCTOBEPEHMI JeKapCTBEHHbIX MpenapaTos,
lopyaMyeckme nuua, Ha UMS KOTOPbIX BblOaHbl paspelleHuMs Ha NpoBedeHVEe KITMHWYECKMX WCCrefoBaHun B
Poccunckon ®egepaummn, nnbo ynonHOMOYEHHbIE MMU Apyrue opuaudeckue nvua B pamkax obecnedeHus
6Ge3onacHOCTN neKapCTBEHHbIX MpenapaToB B Nopsake, YCTaHOBMEHHOM COOTBETCTBYIOLMM YNONHOMOYEHHbIM
dhegepanbHbIM OpraHOM UCMNONHUTENBHOW BriacTu, 06s3aHbl OCYLLECTBNATL NpueM, ydyeT, obpaboTky, aHanuMs u
XpaHeHve nocTynawwmux B WX agpec OT cybbekToB obpalleHuss nekapCTBEHHbIX CPeacTB W OpraHoB
rocyfapCTBEHHOW BMnacTu coobweHn O noboYHbIX [AeNCTBUSX, HeXenaTenbHblX peakuusix, Cepbe3HbIX
HexxenaTtenbHbIX U HenpeaBUOEHHbIX HeXenaTenbHbIX peakumsx Npyv NpUMEHEeHUU NekapcTBEHHbIX npenapaTos,
06 0COBEHHOCTSX WX B3aMMOLEWCTBMS C APYrMMW  FeKapCTBEHHbIMKM Mpenapatamy, WHAMBUAYanbHOW
HenepeHoCMMOCTH, a Takke 06 MHbIX hakTax U 06CToATENbLCTBax, MPEACTaBASOLWMX YIPO3Y KNU3HN UMK 300POBbLIO
YenoBeka NMBO XMBOTHOMO WM BAUSIOWMX HA U3MEHEHNE OTHOLLEHUS OXWAaeMON MOSb3bl K BO3MOXHOMY PUCKY
NMPUMEHEHWS NekapCTBEHHbIX NpenapaTos.

5. lpu BbIABNEHUN UHGOPMALUN O Cepbe3HbIX HeXenaTernbHbIX peakuusax W HenpeasuaeHHbIX
HexenaTenbHbIX peakumsix Npy NPUMEHEeHUN NeKkapcTBEHHbIX npenapaToB, 06 0COBEHHOCTAX UX B3anMOOEeNCTBUSA
C OpYrMMW NeKapCTBEHHbIMM MpenapartaMu, MHOVMBMAYaNbHOW HENEpPEHOCMMOCTU, a Takke 00 MHbIX dakTax u
0bcToATENLCTBAX, BAMAIOWMX HA NBMEHEHME OTHOLLUEHUSA OXUOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
NEKapCTBEHHbIX NpenapaTtoB, AepXaTenu Wnv Bragenblbl PerMcTpauMOHHbIX YOOCTOBEPEHUN NEKAPCTBEHHbLIX
npenapaToB, lOpUaMYeckne nuvua, Ha WMS KOTOpbIX BbldaHbl paspelleHns Ha NpOBeOeHUe KIMHUYECKUX
nccriegoBaHun B Poccuiickon ®epepaumm, nnbo ynorHOMOYEHHbIE UMW ApYyrue topugnyeckne nuua obsizaHbl
NPUHATbL MEepbl, HanpaBfieHHbIE Ha YCTPaHEHUEe HeraTUBHbLIX MOCNEACTBUN MPUMEHEHUS TaKUX JIEKAPCTBEHHbIX
npenapaToB, NpeaynpexaeHne NpUYMHEHNsa Bpeaa >XM3HU U 300pOBbLI0 YeroBeka Nnbo XMBOTHOTO, 3aLLMTY MX
OT MPUMEHEHUS TaKMUX JIEKApCTBEHHbIX NpenapaToB, Ha OOMOJSIHUTENbHbLIN cOOp AaHHbIX 06 3IEKTMBHOCTU U
0©e30nNacHOCTUN TakMX NeKapCTBEHHbIX NpenapaTos.



6. 3a HecoobLieHMe wunKn COKpbITUE MHOPMaUUK, NMPEegyCMOTPEHHOM 4YacTbld 3 HACTOsILLEN CTaTbW,
aepxaTtenu unv Briagernblbl PErMCTPaLUOHHbIX YAOCTOBEPEHUI NEKapCTBEHHbIX NpenapaToB, puandeckue nuua,
Ha UMSs1 KOTOPbIX BbldaHbl pa3peLlleHns Ha NPOoBeAEHNE KIMHMYECKUX nccregoBanuin B Poccunckon depepauuu,
nmMbo yNOsTHOMOYEHHbIE MMM OPYre pugnyeckne nuua, a Takke OJPKHOCTHbIE NnLa, KOTOPbIM 3Ta NHopmaums
CTana u3BeCTtHa no poay wux I'IpO(beCCVIOHaJ'IbHOVI 0eATeNbHOCTN, HeCyT OTBETCTBEHHOCTb B COOTBETCTBUU C
3akoHogaTenbcTBOM Poccuiickon depepaunm.

7. Tpn nonyyeHun YMNONHOMOYEHHbIM deaeparnbHbIM OpraHoM WCMOMHUTENbHOW BriacTM B pamKax
oCyLlecTBMeHNs UM apmMakoHag3opa [Jokas3aTenbCTB O HEeCOOTBETCTBMM NeKapCTBEHHOro npenapata
yCTaHOBIEHHbIM TpeboBaHNAM MM NpW NonyYeHUn NHAOpPMaLMM O HECOOTBETCTBMU AaHHbIX 06 achdekTMBHOCTH
M o Ge3onacHOCTM feKapCTBEHHOro npenapaTa AaHHblM O fleKapCcTBEHHOM npenapaTte, coAepxalimmcs B
WHCTPYKUMW NO €ero npuMeHeHuto (B TOM 4uCre BbISBMEHHbIX B XOA4e OcylecTBneHus apmakoHagsopa
KOHTPOmMbHO-HaA30PHBIMW  OpraHamMu  WMHOCTPaHHLIX FOCYyAapCTB), YMNOMHOMOYEHHbLI edeparnbHbll - opraH
NCMNOMHUTENBHOW BNacTu B YCTAHOBMIEHHOM MM MOpSAKe paccmaTpuMBaeT BONPOC O NPUOCTaHOBAEHUN MPUMEHEHUS
TaKoro fekapcTBeHHOro npenapara.

CrtaTbs 65. [fpuocTtaHoBNEeHMe NPUMEHEHUS NIeKapCTBEHHOro npenapara

(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

1. Tpyn nonyyeHun wuHMOPMaUMN O HexenaTemnbHbIX peakumsx Mnpu MNPUMEHEHUN NEeKapCTBEHHOro
npenapaTta, He yKasaHHbIX B WHCTPYKUUM NO MPUMEHEHUIO FEKapCTBEHHOro npenapaTa, CepbesHbIX
HexxenaTtenbHbIX peakumsix, 06 0COBEHHOCTAX ero B3aMMOAEWCTBUS C APYTMMW NEKapCTBEHHbIMU npenaparamu,
KOTOopble MOryT MNpeacTaBnAaTb Yrpo3y KM3HWM WU 300POBbK  4enoBeka NMOO KMBOTHOMO, a Takke o
HEeCOOTBETCTBMM [JaHHbIX 006 3dhekTMBHOCTM M O ©0e30macHOCTU IeKapCTBEHHOrO Mpenapata AaHHbIM O
NEKapCTBEHHOM npenapaTte, COAEPXALUMMCHA B WHCTPYKUMM MO €ro MpUMEHEeHuIo, B TOM 4ucne oT
YMOSTHOMOYEHHbLIX OPraHoOB MHOCTPaHHbIX rOCy4apcTB, OOMEH KOTOpPOM OCYLLIEeCTBNSETCA B COOTBETCTBUM C
COrnaleHns MM Mexay YNoriHOMOYEHHbIM hefepanbHbIM OPraHOM UCTMOMHUTENBHOW BAACcTU U YNOSTHOMOYEHHbLIMU
opraHamu MHOCTPaHHbIX FOCyAapcTB, YMNOMHOMOYEHHLIM dedeparnbHbIi  opraH  MUCNOSIHUTENBHOW  BRnacTu
paccmaTpvBaeT BOMPOC O BO3MOXHOCTW MPUOCTAHOBMEHUSA OOpalleHWsi Takoro feKapCTBEHHOro npenaparta B
nopsaagke, ycCtaHoBf1€eHHOM YNOoJSIHOMOYEHHbIM (be,qepaanblM OopraHom MCMNONTHUTENbHOW BNACTM.

2. T[pu HeucnonHeHWM WNAM HeHaanexalleM WCMONMHEeHUVM [OepxaTensMv  WnuM  BnagenbLamu
PErncTpauUMoHHbIX YOOCTOBEPEHWI NEKapCTBEHHbLIX MPenapaTtoB, PUOMYECKUMU TMLAMKU, Ha UMS KOTOpPbIX
BbldaHbl paspelleHns Ha TpoBedeHVe KIMHWYECKUX uccnegoBaHuii B Poccuiickon  depepauuun, unu
YNONHOMOYEHHBIMW UMW APYTMMU IOPUONYECKMMUN NMLAMKU 0653aHHOCTEN, YCTAaHOBEHHbIX YacTsaMu 3 1 4 cTaTbu
64 HacTosiwero degepanbHOro 3akoHa, nNMbo B criyvyasix NpPeAcTaBlieHUsi COOTBETCTBYHOLMM YNOSTHOMOYEHHbIM
dhenepanbHbIM OpraHOM WCTIONHWUTENbHOM BNAcTV 3aKMOYEHUss O HEJOCTOBEPHOCTM PEe3yNbTaToB KIMHUYECKOTO
UCCrefoBaHns NiekapCTBEHHOro NpenapaTa Ans MeauUUHCKOro NpUMEHEHNUs!, KOTOPOe OCHOBAHO Ha pesyrnbTartax
NPOBEPKM MeOWLMHCKON OpraHusauumn, NpoBOAMBLUIEN YKAa3aHHOE KIMHWYECKoe WCCriefoBaHUe C HapylleHueM
npaBuS Hagnexaluen KMMHUYECKOW MPaKTUKU, U NMPUBENO K MOSMYyYEeHUI0 HEeLOCTOBEPHLIX pe3ynbTaTos, NMGo B
cry4ae HeBbINOMHEHUS NPeanucaHnsl, BblaHHOMO YMONHOMOYEHHbIM hefepanbHbIM OpraHoM WCMONHUTENBHOM
BMacTM MO wuTOoraMm OCYLLUECTBMEHUS BbIGOPOYHOrO KOHTPONSA KayecTBa JleKkapCTBEHHOro npenapara,
YNONHOMOYEHHbIN heieparibHblA OpraH UCMONMHUTENBHOW BNacT B YCTAHOBMNEHHOM MM MOpsKe paccMatpuBaeT
BOMPOC O NPUOCTaHOBIIEHUM NPUMEHEHNS TAKOro fIeKapCTBEHHOro npenapara.

Cratbsa 66. UHcbopmauums o pesynbTatax cpapmakoHag3sopa

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

YNonHOMOYeHHbIN defepanbHbll OopraH WCNONHUTENbHOW BRacTW, OCYLLECTBRAKOWMA (apmakoHaasop,
Haxoasimxcs B obpalleHun B Poccuiickon ®enepaumm, no pesynbtatam hapMakoHagsopa pa3MeLlaeT Ha CBOEM
odmumansHoM cante B ceTn "MHTepHeT" MHopMaumio O MPUHATBLIX PELUEHUSX O BHECEHUN WU3MEHEHUS B
WHCTPYKUMIO MO MPUMEHEHMUIO fIEKapCTBEHHOIO MpenapaTa, O MPUOCTAHOBIEHWMU MPUMEHEHMUS MEeKapCTBEHHOMO
npenapata, 00 u3bATMM M3 OOpalleHWs NeKapCTBEHHOrO Mpenapata WM O BO30OHOBMEHUU MPUMEHEHUS
NeKapCTBEHHOroO npenapara.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

FnaBa 14. UH®OPMALIUA O NEKAPCTBEHHbIX NPEMNAPATAX. CACTEMA
MOHWUTOPUHIA IBUXKEHUA NEKAPCTBEHHbIX NMPEMAPATOB
anAa MEQULUUHCKOro NPUMEHEHUA

(B pea. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

CraTtbs 67. VIchopmauvm O NNIeKapCTBeHHbIX npenapaTtax. Cucrema MOHUTOPUHIra ABNXEeHUA NeKapCTBeHHbIX npenapaTtoB Ans



MeaULUHCKOro npuMeHeHus

(B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. WHdopmMaums 0 NnekapcTBEHHbIX Mpenapartax, OTrnyckaemblX Mo peLenTy Ha NeKapCTBEHHbI Npenapar,
JOIKHA codepXaTbCA TOMbKO B CMeLManvMavpoBaHHbIX W3[AaHUsX, MpeAHasHauyeHHbIX Ans  MeaULMHCKMX,
(hapmaLeBTUYECKUX, BETEPUHAPHBIX paboTHUKOB. MIHbopMaumst 0 nekapCTBEeHHbIX NpenapaTtax Ans cneuanmcToB
B 06nacTu obpalleHusl ekapCTBEHHbIX CPEeACTB MOXET CoaepXaTbCs B MOHOrpadusix, CrpaBOYHMKaX, HayYHbIX
cTaTbsX, B AOKNaAax Ha KOHrpeccax, KoHDepeHUMsx, CUMMo3nyMax, Hay4YHbIX COBETAX, a Takke B MHCTPYKUMSIX MO
NMPUMEHEHMI0 NTeKapCTBEHHbIX NpenapaTos.

2. NHdopmauma o nekapcTBEHHbIX NpenapaTax, oTryckaeMbix 6e3 peLienTta Ha NekapCTBEHHbIN npenapar,
MOXeT cofepXaTbCsl B MyGnukaumuax U oObsBNEHNAX CPeACcTB MaccoBOW MHGOpMaUuK, creumanvaupoBaHHbIX 1
o6WNX NneyvaTHbIX WU3OAHUSIX, WMHCTPYKUMUAX MO MPUMEHEHUIO JIEKapCTBEHHbIX MpenapaTtoB, WHbIX W3OaHUAX
CcyObekToB ob6pallleHnsi NekapCTBEHHbIX cpedcTB. PeknamHble MaTtepuarnbl O JeKapCTBEHHOM rpenapare,
oTnyckaeMom 6e3 peuenTa Ha NekapCTBEHHbIN NpenapaT, AOMKHbI COOTBETCTBOBaTb UHCTPYKLMW MO NMPUMEHEHMIO
riekapCTBEHHOro npenapaTa.

3. ,El,onyCKaech ncnonb3oBaHue nobbix MaTepunarnbHbIX HocUTENen, NO3BONSAOLLMX XpaHUTb, NnepegaBaTb U
Mcnonb3oBaTb I/IHd)OpMaLI,VII'O O NNeKapCTBEHHbIX npenaparax 6e3 ee nckaxeHus.

MpumevaHue.
Y. 4 c1. 67 BCTynaet B cuny ¢ 1 aHBapsa 2020 roga.

4. Ona uenen naeHtudukaumm ynakoBOK NEKapCTBEHHbIX MpenapaTtoB AN MeAULUHCKOro NpuMeHeHus
npon3BoaMTENU NeKapCTBEHHbIX CPeACTB B Nopsiake, ycTaHoBneHHoM [NpaButensctBom Poccuiickon ®enepauuu,
HaHOCAT Ha MEepPBWYHYIO YNAKOBKY (B OTHOLUEHWMM NEKAPCTBEHHBLIX MpenapaToB Af MEAMLMHCKOrO MPUMEHEHMS,
ONS  KOTOpbIX He MpegycMOTpeHa BTOpMYHAas YNakoBKa) WM BTOPUMYHYK  (NOTPEOUTENbCKYK)  YNakoBKY
NeKapCTBEHHbIX NpenapaToB Ansl MeOULMHCKOrO MNPUMEHEHUs cpeactBa MAOEHTUdMKALUMK, 3a WUCKIIOYEHMEM
NEKapCTBEHHbIX MpenapaToB A1 MEeAULUMHCKOTO MPUMEHEHUs, MPOU3BOANMbBIX ONsi MPOBEAEHUS] KIMHUYECKUX
nccnenoBaHum, 3KCNopTa, JIEKAPCTBEHHbBIX NpenapaToB Ang MeAMUMHCKOro NMPUMEHEHUS], YKa3aHHbIX B YacTax 5 u
8 ctaTtbu 13 HacToswero degepanbHOro 3akoHa.

(yacTb 4 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

5. XapakTepucTukn cpeactBa ugeHTudukauum, MopsaoK ero HaHeceHust u TpeboBaHMsA K CTPYKType U
dopmaty uWHopMauun, KOTOPYH COLAEPXUT CPEeACTBO wAaeHTUdUKaumm, onpegensaiTca [MpaBuTENbCTBOM
Poccuiickon ®enepaunn.

(yacTb 5 BBegeHa degepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

6. MNMopsagok co3gaHus, pasBuTUs, BBOOA B 3KCMNyaTauuilo, 3KChfyaTaumm u BbiBOA4A W3 3SKChnyataumm
CUCTEMbl MOHWTOPMHIa [OBWXEHWUs] JEeKapCTBEHHbIX MpenapaToB A MEeOUUMHCKOTO MPUMEHEHUS, MOPSIAOK
npegocTaBneHus nHopmMmaumm, cogepxallencs B CUCTeMe MOHUTOPUHIa OBWXEHUS NeKapCTBEHHbIX NpenapaTos
ONS MeANLMHCKOro NPUMEHEHNS, U NOPSAOK B3aMMOLENCTBUS YKa3aHHOW CUCTEMbI C UHBIMU FOCY4apPCTBEHHLIMU
WHOPMALIMOHHBIMU  CUCTEMAMU U MH(POPMALMNOHHBIMA CUCTEMaMM  KOPUAMYECKUX UL, U WHAMBUAYATbHbIX
npegnpuHMMaTenen, ykasaHHbIX B 4YacTtsx 7 v 10 HacTosilwen cTtaTtbu, ycTaHaenusawoTcsa [lpaBMTENbCTBOM
Poccunckon ®epepauun. OnepatopamMmyM CUCTEMbI MOHWUTOPWUHIra [OBWXEHWUS] NEKAPCTBEHHbIX MnpenapaToB Anis
MEOULMHCKOTO MpUMEHEHUs SABMsATCSA doefepanbHbll OpraH MCMOMIHUTENbHON BRact M (Unuv) opraHusauus,
yrnosnHomMmoYeHHble [NpaButenscTBoM Poccuiickon degepaumn.

(4acTb 6 BBegeHa degepanbHbIiM 3akoHOM OT 28.12.2017 N 425-93)

MpumeyvaHue.
Y. 7 c1. 67 BCcTynaet B cuny ¢ 1 aHBaps 2020 roga.

7. HOpugudeckne nuua W UMHOMBUAOYaNbHble NPEANPUHUMATENM, OCYLLECTBSOWMNE NPOU3BOLACTBO,
XpaHeHue, BB03 B Poccuiickyio degepaumio, OTNycK, peanusaumio, nepegadvy, NPUMEHEHUE U YHUUTOXEHue
NEeKapCTBEHHbIX NpenapaTtoB AN MeOULMHCKOro NpuMeHeHus, obecnevmBaloT B Nopsiake U B COCTaBe, KOTOpble
ycTaHoBneHbl lNMpaButenbctBoM Poccunckon denepaumm ¢ y4eToM BuAa OCYLLECTBSEMON UMK OEATENBHOCTMH,
BHeECeHMe MHopMaLun O NeKapcTBEHHbIX Npenapartax Ang MeauuuHCKOro NPUMEHEHNsa B CUCTEMY MOHUTOPUHra
OBWXEHWS NeKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOrO0 NMPUMEHEHMS.

(vacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)



8. OpraHusauma MHMOOPMAaLMOHHOIO B3aMMOAENCTBUS CUCTEMbl MOHUTOPUHIa ABWXEHWUS NeKapCTBEHHbIX
npenapaToB AN MeAMLMHCKOTO MPUMEHEHNUS C WHbIMW FOCYAapCTBEHHbIMU MH(OPMALMOHHBIMK CUCTEMaMK
obecneymaeTcs B TOM yucne nocpeacTsoMm NHMPaCTPYKTYpPhI, obecneymsaroLLem
NHOPMALIMOHHO-TEXHONOIMYECKOe  B3aWMOAEWNCTBME  UHAOPMALMOHHBLIX  CUCTEM,  WCMOoNb3yemblX AN
npeaoCcTaBneHns rocyAapCTBEHHbIX U MYHULIMNAMbHBIX YCIYT U UCNOMHEHWS rocyAapCTBEHHbIX U MyHULMMNAMNbHbIX
OYHKLMIN B 9NEKTPOHHOW hopMme.

(yacTb 8 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

9. OO6wepocTynHasas uHdoOpMauusi, COAepXallasiCa B CUCTEME MOHUTOPWUHIra ABWKEHUS NeKapCTBEHHbIX
npenapaToB ANS MEeOULMHCKOrO MPUMEHEHMWs, pasMellaeTcss B MHAOPMaLMOHHO-TENEKOMMYHUKALNOHHON CeTu
"MiHTepHeT" (B TOM uncrie B opMe OTKPbITbIX AaHHbIX) B MopsaKe, yCTaHOBNEHHOM [paButenscTBoM Poccuickon
depepauum.

(yacTb 9 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

10. Npomn3BoanTENN NEKapCTBEHHbBIX CPEACTB MONYy4YaloT COOAEPKALLYIOCS B CUCTEME MOHUTOPUHIA ABWKEHMS
riekapCTBEHHbIX NpenapaToB AN MEAULMHCKOrO NPUMEHEHUSI MHPOPMAaLIMI0 O CEPUSIX U NaPTUSIX NEKapPCTBEHHbIX
npenapaTtoB, MNPOU3BOAMMbIX UMW U HaXoAsWMXCS B rpaxgaHckoMm obopote B Poccuiickonn depepauumu,
©6e3Bo3mMe3Ho.

(vacTtb 10 BBegeHa degepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

MpumeyaHue.
Y. 11 cT. 67 BCcTynaet B cuny ¢ 1 auBaps 2020 roga.

11. 3a npom3BOACTBO WMM MPOAAXY FeKapCTBEHHbIX MNpenapaTtoB Ans MeAMUMHCKOro npumeHeHus 6es
HaHeceHus cpeAcTB MAeHTUdUKaUMM, C HapylleHMeM YCTaHOBIEHHOrO nopsdka WX HaHeceHus, a Takke 3a
HEeCBOEBpPEMEHHOE BHECEHMe [OaHHbIX B CUCTEMY MOHWUTOPUHra ABWXEHWS feKapCTBEHHbIX npenapaTtoB Ans
MeOULMHCKOro NPUMEHEHUS U BHECEHWE B Hee HEOCTOBEPHbLIX AaHHbIX IOpUAMYECKUe nuua n uHansugyarnbHble
npeanpyHMMaTen, ykasaHHble B YacTax 4 U 7 HacTosWen cTaTbWl, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHodaTenscTBoM Poccuickon degepaumn.

(4actb 11 BBegeHa PeaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

12. TpaButenbctBo Poccunckon degepaumm BnpaBe YCTaHOBUTb OCOBEHHOCTU BHEOPEHUS CUCTEMDI
MOHWUTOPWUHIa ABWXEHMWS JIeKapCTBEHHbIX MpenapaToB ANs MEAWLMHCKOrO MNPUMEHEHUSs, BKIMYas CpPOKU ee
BHEOPEHMS, B OTHOLLEHMMN NIEKapCTBEHHbIX NMpenapaToB A1 MeANLMHCKOrO NPUMEHEHNS, BKITIOYEHHbIX B NepeYeHb
XKM3HEHHO HeobXoOAMMbIX W BaXKHEWLWIMX JeKapCTBEHHbIX MpenapaToB, MeKapCTBEHHbIX MNpenaparos,
npegHasHadeHHbIX Ans obecneyeHus nuu, 60MbHbIX remodunmMen, MykoBucLMgo3om, runousapHbIM HaHNU3MOM,
bonesHbio [owe, 3nokavyecTBEHHbIMW HOBOOOpa3oBaHWSAMU NUMGONOHOW, KPOBETBOPHOW W POACTBEHHbLIX WM
TKaHeWn, paccesiHHbIM CKMepo3oM, MWL nocrie TpaHCnnaHTauum OpraHoB U (MrM) TKaHEW, UHbIX NeKapCTBEHHbIX
npenapaToB Ans MeQULMHCKOIO NPUMEHEHUS.

(yacTb 12 BBegeHa PeaepanbHbIM 3aKkoHOM OT 28.12.2017 N 425-93)

nasa 14.1. OTPAHUYEHUA, HANNATAEMbIE
HA OPFAHU3ALNN, OCYLLUECTBNAOLWMUE OEATENBbHOCTb
MO OBPALLEHUIO IEKAPCTBEHHbBIX CPEACTB

(sBegeHa depepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratbs 67.1. OrpaHuyeHus, Hanaraemble NP OCyLLEeCTBIEHUN AeATEeNbHOCTU B cepe obpalleHUs nekapcTBeHHbIX CpeacTB

1. OpraHusaumu, 3aHuMalowmecs paspaboTkoi, NPOU3BOACTBOM W (UNM) peanusaumeit NekapcTBEHHbIX
npenapaTtoB AN MeAULMHCKOro NpUMEHeHUs, opraHusauum, obnagaroLimue npaBamMu Ha UCNOMNb3oBaHWE TOProBOro
HaMMEeHOBaHNA NeKapCTBEHHOro npenaparta Ana MeaWULMHCKOro MPUMEHEHUs, opraHusauuM OnTOBOW TOProsmnu
neKapCTBEHHbIMU CPeACcTBaMM, anTeyHble opraHu3auun (UX NpPeacTaBUTENU, WHble pU3nMYeckue 1 puanyeckme
nvua, OCYLUECTBISIIOWME CBOK [AEATENbHOCTb OT WUMEHW 3TUX OpraHuM3auuii) B OTHOLUEHWU MEeOMUMHCKMX
paboTHUKOB U pyKoBoAUTENE MEOULIMHCKUX OpraH13aLuii He BnpaBse:

1) Bpy4aTb Nogapku, BbiNnaynsBaTbh AEHEXHbIE CPEACTBa (3a UCKMIOYEHMeM BO3HarpaxgeHun no gorosopam
npu NpoBeAeHUUN KIMHUYECKMX WCCNENOBaHUMM JeKapCTBEHHbIX MpenapaTtoB ANA MeOMUMHCKOrO MpUMEHEHUs,
BO3HarpaXK4eHW, CBS3aHHbIX C OCYLLECTBIEHNEM MeAULMHCKUM paboTHMKOM negarormvyeckon u (Mnu) HayqHow
AesTenbHOCTN), B TOM YMCe onnaynBaTb pasBriedeHus, oTablX, NPoesa K MecTy oTAblXa, a Takke rnpusBnekatb K
y4yacTuio B pa3BriekaTerbHbIX MepPonpuaTUsAX, NMPOBOAMMbIX 38 CHET CBOMX CPEACTB;



2) 3aKnoyaTh COrMalleHnsi O HasHa4YeHUM UM pekoMeHaumMmn nauyeHTam JiekapCTBEHHbIX NpenapaToB Ans
MEOMULMHCKOrO MpYMEHeHMs (32 WCKIlOYEHWEM [OTOBOPOB O MPOBEAEHVU KIMHUYECKUX WCCEeLoBaHMiA
nieKapCTBEHHbIX NpenapaToB AJ1si MEAULIMHCKOrO NPYMEHEHUS);

3) npenocTaBnATb O6p83LI,bI NNeKapCTBEHHbIX nMpenapaTtoB And MeguunHCKOro npuMmeHeHuna B Lenax
Bpy4YeHna nauneHTam (3a UCKIo4YeHnem cCriy4aeB, CBA3aHHbIX C npoBeeHUeEM KIMMHUYEeCKUX nccrnegoBaHmin
NeKapCTBeHHbIX NnpenapaTtoB AnAa MeaununHCcKoro I'IpI/IMeHeHl/Iﬂ);

4) npedocTaBnaTb HEAOCTOBEPHYHO U (MNN) HEMOJIHYI0 MH(OPMALMIO O NeKapCTBEHHbIX Mpenapartax ans
MEAMLMHCKOro NPUMEHEHUS;

5) nocewatb Mx B paboyee BpeMs Ha paboumx MecTax, 3a WCKIOYEHMEM Cry4YaeB, CBA3aHHbIX C
npoBedeHMEM KMUHUYECKUX WCCIedoBaHUiA NeKapCTBEHHbIX MpenapaTtoB Ans MeauLUMHCKOro MNpUMeHeHusl, c
yyacTem B Mopsigke, YCTAHOBIIEHHOM PYKOBOAMTENEM MEAMLMHCKOW OpraHusauum, B cOGpaHusX MeAMLMHCKUX
pabOoTHMKOB U WHbIX MEPOMNPUATUSIX, HAMpPaBMeHHbIX Ha MOBbILIEHWE WX MPORECCMOHANBHOMO YPOBHSI WUIMU Ha
npefocTaBreHne MHopMaumK, CBSI3aHHOM C OCYLLECTBIIEHMEM MOHMTOPWHra 6e30MacHOCTM feKapCTBEHHbIX
npenaparos;

6) I'IO6y)KD,aTb K BbIMNCbIBAHUIO NEeKapCTBEHHbLIX npenapaTtoB And MeanunHCKOro npuMeHeHna Ha OnaHkax,
cogepxawmnx I/IHd)OpMaLI,VIIO pPeKknaMHOro Xapaktepa, a Takke Ha peuenTypHbIX OGnaHkax, Ha KOTOpPbIX 3apaHee
Hane4vyaTtaHo HanMeHoBaHWe NNeKapCTBEHHOIo npenaparta aAna MeguumnHCKOro npuMeHeHus.

2. OpraHusauun, ykasaHHble B absaue nepBoM 4YacTu 1 HacTosllel cTaTbW, U UX MNpeacTaBuTenn B
OTHOLLIEHWUM hapMaLeBTUYECKMX paGOTHUKOB U PYKOBOAUTENEN anTeuYHbIX OpraHn3aluuii He Brpase:

1) Bpy4aTb noAdapku, BbinadnBaTb AE€HEXHble cpeacTtea, B TOM HUCe onfiadynBaTtb pasBrievyeHusa, oTabiX,
npoe3a K MeCTy OoTAbiXa, U npuBlekaTb K y4aCTUKO B pa3BiieKkaTeslbHbIX MepOonpUATUAX, NpoBOAUMBIX 3a CHeT
CBOUX CpeacCTB;

2) npepoctaBnaTb 0bpasLpbl NEKAPCTBEHHbIX NpenapaToB AN MEAWULMHCKOrO NMPUMEHEHUS ONS Bpy4YeHust
HaceneHuio;

3) 3aKn4aTb cornaweHusa o npearioxXeHnn HaceneHunto onpeperieHHbIX NeKapCTBEeHHbIX npenapaTtoB And
MeaNLIMHCKOIro NpuMeHeHU4;

4) npenocTaBnATb HEOOCTOBEPHYIO U (MNKU) HEMONHYK MHAOPMALMIO O NEKApPCTBEHHbIX MpenapaTtax Ans
MEOWLUMHCKOrO MPMMEHEHMS,, B TOM 4uUCMEe MMEKLWMX OAMHAKOBOE MeXAyHapoOHOe HenaTeHTOBaHHOE
HanMeHoBaHue.

Crtatbsa 67.2. Tpe6oBaHUs K opraHM3auuMuM U NMPOBeAEHUI0 HAay4YHbIX MEpPONpPUATUIA, UHbIX MEPONpPUATUIA, HanpaBNEHHbIX Ha
noBbilleHne NpPoeCCMOHANBLHOrO YPOBHA MeAULMHCKUX PaboTHUMKOB WMNU Ha npefdocTaBrneHWe WHdopmauun, CBA3AHHOW C
ocyLlecTBrIeHMEM MOHUTOPUHIa 6e30MNacHOCTU NeKapCTBEHHbIX NpenapaToB

1. TMpv npoBedeHUM HaAyYHbIX MEPOMNPUSTUN, WHBIX MEPOMNPUATUA, HamnpaBleHHbIX Ha MOBbILEeHWe
NPOdECCMOHANBHOIO YPOBHSA MeONLUMHCKUX pabOoTHMKOB UK Ha NpedocTaBrieHne CBSA3AaHHOWM C OCYLLECTBIIEHNEM
MOHUTOpPUHra 6e30MacHOCTM FNEeKapCTBEHHbIX MpenapaTtoB MHGOPMaUuUM, OpraHU3yeMblXx OpraHvM3aLusamu,
ykasaHHbIMK B ab3ale nepeBoM 4yacti 1 ctatbu 67.1 HacTosiwero ®eaepanbHOro 3akoHa, UX NpeacTaBUTENSMA U
(Mnn) ouHaHCMpyeMbIX 3a CYET CPEACTB 3TUX OpraHM3auunii U UX NpeacTaBUTesNIen, 3anpeLlaeTcs npensiTcTBOBaTh
yYacTuIo B YKa3aHHbIX MEPOMPUSTUAX MHbIX OpraHM3aLunii, KOTOpble NMPOU3BOAAT UMM pearnuayloT fieKapCTBEHHbIe
npenapatbl AN MEAMLMHCKOrO MPUMEHEHUSI CO CXOXWM MeXaHW3MOM hapMakoriorMyeckoro OencTBus, nmbo
co3naBaTb AVMCKPUMUHALMOHHBIE YCMOBUS ONA OAHMX YYaCTHWKOB MO CPABHEHWUID C APYrMMU yYacTHUKaMK, a
VUMEHHO:

1) npegocTaBliATb pa3find4HOE KONMIM4eCcTBO BpeMEHN OnA BblCTyI'IJ'IGHI/IVI Y4aCTHUKOB, pasJindHble No pasMepy
3aHMMaeMon nnowiagM Mecrta ans OEeMOHCTpaunn 06pa3LI,OB JIeKapCTBEHHbIX MpenapaTtoB And MeanunHCKOro
NPUMEHEHNA UNN pPEeKNnaMHbIX MaTepuarioB O J1€KapCTBEHHbIX Mnpenapartax and MeamunHCKOro npuMeHeHud Ha
3KCNo3nmumnax, crteHgax, 3a WUCKIHYeHUeM CcriydaeB, €Clin Takue YCIioBUA 3aKpensieHbl B COrfaleHUAax 3TUX
OpFaHMSaLlMVI, nx HpeﬂCTaBMTEHGVI o CbI/IHaHCVIDOBaHVIVI YKa3aHHbIX MeporlpVIFITVIVI n 06yCJ'IOBJ'IeHbI pPas3fmin4HbIMA
3arpartaMn y4aCTHMUKOB Ha UX opraHn3aunio;

2) ycTaHaBnmBaTb pasMep B3HOCa AN y4aCTHUKOB MEPONPUATUI, YKkadaHHbIX B ab3ale nepBOM HacTosILLEN
YacTu, NpeBbIlLaoWnA CyMMY 3aTpaT Ha OpraHvM3aumio ykasdaHHbIX MepOnpUSaTUA U BegyLLMi K HeOBOCHOBaHHOMY



OrpaHn4eHuto 4Ymncrna nx y4aCcTtHMKOB.

2. OpraHunsaumu, ykasaHHble B ab3aue nepBom yactu 1 ctatbn 67.1 HacTosiwero ®enepanbHOro 3akoHa, ux
npeacTaBuTENK, OCYLLECTBNSAIOLWME OpraHn3aumio u (unu) rHaHcupoBaHMe MeponpUATUR, YKka3aHHbIX B Yactu 1
HacTosilLen cTaTbk, 00s3aHbl obecrneumBaTb AOCTYN K MHOPMauMM O Aate, MecTe U BpeMeHM MNpoBeAeHust
yKa3aHHbIX MeponpusaTui, nnaHax, nporpaMmmax npoBeAeHUst YKasaHHbIX MeponpuUsaTUn U Temax, NniaHupyemblixX
ONs pacCMOTPEHUsi, COCTaBe WMX YYACTHMKOB MyTeM pa3MeLleHWs COOTBETCTBYIOLLEN MHGOPMaLMM Ha CBOUX
oduumanbHbix cantax B ceTn "WHTepHeT" He no3gHee [OBYX MecsaueB [0 Hayana npoBedeHust yKasaHHbIX
MEpPONpPUATUN.

3. WHdopmaums o npoBeaeHMM MepONpUATUA, YKasaHHbIX B 4YactM 1 HacTosAwewn cTaTtbW, B CPOK,
YCTAHOBMEHHbIM 4acTblo 2 HacTosweWw cratbu, [ormkHa OblTb HanpaBneHa B defepanbHbin  opraH
WCNOSTHUTENBHOM BNACTU, OCYLLECTBASIOWMNA (PYHKLIMM NO KOHTPOIO M HAA30py B cdepe 3apaBOOXpaHeHud, ang
nocriefyoLLero pasmeLleHnst ee Ha ouumanbHOM canTe aToro opraHa B cetu "MHTepHeT".

nasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENIbCTBA
POCCUACKOW ®EOQEPALUN MPU OBPALLEHUM NEKAPCTBEHHbLIX CPEACTB
1 BO3MELLEHUME BPEOA, NPUYMHEHHOIO 3[J0POBbLIO TPAXKOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NMPEMAPATOB

Crtatbsa 68. OTBeTCTBEHHOCTb 3a HapylleHue 3aKkoHopaTenbcTBa Poccuiickon ®Pepepauumn npyu obpalieHUn nekapcTBeHHbIX
cpeAcTB

1. HapyweHue 3akoHogatenbctBa Poccuiickon ®epepauum npu obpalleHum neKapCTBEHHbIX CPEeACTB
BrneYeT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccuickon degepaumn.
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HenpeacTaBneHve MHOpMauuu K (MNKU) AaHHbIX, NPedyCMOTPEHHbIX HacTosAwmMm deaepanbHbIM
3aKOHOM, CyObekTbl 0bOpalleHUs neKkapCTBEHHbIX CPEACTB HEecyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuinckon degepaumu.

(4acTb 2 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

CtaTbs 69. Bo3MelleHue Bpeaa, NPUYMHEHHOro 340POBbLIO rpaXaaH BCrieAcTBME NPUMEHEeHUs nekapcTBeHHbIX NpenapaToB

1. I'Ipomssop,menb NeKkapCTBEHHOro npenaparta 0643aH BO3MECTUTb Bpen, I'IpI/ILII/IHeHHbIVI 340pPOBbIO rpaxaaH
BCneancTtemne npuMeHeHund nekapcTtBeHHoro npenaparta, eciiv Joka3aHo, 4YTo:

1) NekapCTBEHHbIN NpenapaT NPUMEHSNCSA Mo Ha3HAYeHU0 B COOTBETCTBUUN C MHCTPYKLMEN MO NPUMEHEHUIO
riekapCTBEHHOro npenapaTa U MNpUYMHON Bpeda SIBUIICA BBOA B rpaxdaHCKuM 060poT HegobpoKayecTBEHHOro
niekapCTBEHHOro npenapaTa;

2) Bpe[ 340pOBbI0 MPUYMHEH BCNEACTBUE HeOOCTOBEPHON MHOpMaLUK, CoaepXallencs B MHCTPYKLUN MO
NpUMEHEHUI0 NeKkapcTBEHHOro npenapara, U3gaHHol Npou3BoaMTeneM NekapcTBEHHOro npenaparTa.

2. B cnydyae, ecnu Bpen 300POBbl rpaxaaH MNPUYMHEH BCreacTBMe NPUMEHEHUs NeKapCTBEHHOro
npenapaTa, Npulieawero B HErogHOCTb B pe3ynbTaTe HapyLlUeHWUsi NpaBuil XpaHeHWUst NEeKapCTBEHHbLIX CPeacTs,
npaBu ONTOBOW TOProBv NeKapCTBEHHBLIMW NpenapaTtaMu, NpaBui OTMNyCcka NleKapCTBEHHbIX NpenapaTos, Npaswusl
N3roTOBMEHUSS U OTMNycKa NeKapCTBEHHbIX NMpenapaToB, BO3MELLEHME Bpeda OCYLLECTBMSIETCH COOTBETCTBEHHO
opraHv3saumert onNTOBOW TOPrOBIW JIEKAPCTBEHHbLIMW CPEACTBaMW, anTe4yHOW opraHvsaumen, MHANBMOYarbHbIM
npeanpuHMmaTtenem, WMELWUMN NUMUEH3N0 Ha dapMaueBTUYECKyl0 AeATeNbHOCTb WKW NIMUEH3UIO  Ha
MEOULMHCKYI0 AesiTeNbHOCTb, MEeOUUMHCKON opraHusaumen, uMmetowen NUUEeH3MI0 Ha (apMaLleBTUYECKYHO
[EeATENbHOCTb (ee 060c06MneHHbIM noapasgeneHnem (ambynatopuen, denbaLepcKkum "
dhenbaLIepcKo-aKyLWepCcKMM MyHKTamK, LeHTpoM (oTaenenuem) obwen BpayvyebHOM (CeMerHOW) MpaKTuKM),
pacrnosfiokeHHbIM B CENbCKOM HaceneHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anTeyHasi opraHusauus),
OOMyCTMBLUMMW NpoAaKy UMM OTNYCK Takoro fleKapCTBEHHOro npenapara.

(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. BoamelwleHne Bpeaa, MPUYMHEHHOrO 300POBLI0 FpaXkaaH BCMEACTBME MNPUMEHEHMUST JEKapCTBEHHbIX
npenapaToB WX COBEPLUEHNS MPOTUBOMpPAaBHLIX OENCTBUN CyObekTamu obpalleHus NeKapCTBEHHbLIX CpPeacTs,
OCYLLECTBNAETCH B COOTBETCTBMM C 3aKoHoAaTenscTBoM Poccunckon denepaumn.

nasa 16. 3AKJTIOYUTEJIbHbIE NMONOXEHUA



Crtatbs 70. O Npu3HaHUM YTPaTUBLUIMMM CUNY OTAENbHbLIX 3aKOHOAATeNbHbIX aKTOB (MOMOXEHWWA 3aKoHoAaTeNnbHbIX aKTOB)
Poccuickon ®Pegepaunn

Mpu3HaTb yTpaTUBLUMMU CUIY:

1) ®PepnepanbHbin 3akoH oT 22 uioHA 1998 roga N 86-®3 "O nekapctBeHHbIx cpeactBax” (Cobpanuve
3akoHogaTtenbcTBa Poccunckon ®epepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbli 3akoH OT 2 gaHBapsa 2000 roga N 5-03 "O BHECEHMM M3MEHEHMS U OOMOMHEHWA B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeacTtBax” (CobpaHue 3akoHogaTenbcTBa Poccuiickon depepaumm,
2000, N 2, cT. 126);

3) cratbto 40 depepanbHoro 3akoHa oT 10 auBaps 2003 roga N 15-®3 "O BHeceHWM W3MEHEHMI U
OOMOSHEHWI B HEKOTOPbIE 3aKoHOAaTerNbHble akTbl Poccunckon ®Pepgepaumm B cBA3M ¢ NpuHaTnem deagepanbHOro
3akoHa "O nuuUeH3NpoBaHUM OTAEeNbHbIX BMAOB AesAtenbHocTn" (CobpaHue 3akoHogaTenbctBa Poccuiickon
depepaumm, 2003, N 2, cT. 167);

4) crtatblo 31 depepanbHoro 3akoHa oT 30 uioHa 2003 roga N 86-d3 "O BHeceHUM U3MEHEHUR wn
OOMONMHEHWI B HEKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon Pepepauun, NPU3HAHUKU YyTPATMBLUMMU CUITY
oTAenbHbIX 3akoHodaTernbHbIX akToB Poccuiickonn depepauun, npegocTaBleHUM  OTAEMbHbIX  FapaHTUi
COTPYAHUKAM OpraHoB BHYTPEHHMX [ef, OpraHoB MO KOHTPON0 3a OBOPOTOM HapKOTUYECKUX CPeacTB U
MCUXOTPOMHbIX BELLECTB W ynpasgHsemblx defepanbHbiX OpraHoB HanoroBoW MOfAMUMM B CBSI3M  C
OCYLLECTBINEHNEM MEpP MO COBEPLUEHCTBOBAHMWIO rocyAapcTBEHHOro ynpasneHus" (CobpaHue 3akoHogaTenbcTea
Poccwuinckon ®epepaumm, 2003, N 27, ct. 2700);

5) cratbto 101 depepanbHoro 3akoHa ot 22 asrycta 2004 ropa N 122-03 "O BHeCeHUM U3MEHEHUI B
3akoHofaTenbHble akTbl Poccuickon depepaumm U NpUsHaHUKM YyTPaTUBLLMMWU CUINY HEKOTOPbLIX 3aKOHOAATEeNbHbIX
aktoB Poccuiickon degepaumm B CBA3N C NpuHATUMEM DPepepanbHbliX 3akoHOB "O BHECEHUN W3MEHEHUN W
gononHeHun B ®efepanbHbiin 3akoH "O6 obLmx NpyHUMNax opraHn3aumm 3akoHodaTenbHbIX (MpeacTaBUTENbHbIX)
N UCMOSMHMTENbHbIX OPraHoOB rocydapcTBEHHOW Briactu cybwektoB Poccuickon ®epepaummn™ n "O6 obLmx
NpyHUMNax opraHn3auum MecTHoro camoynpasneHus B Poccuiickon ®enepaumnn” (CobpaHue 3akoHogaTenbcrea
Poccunckon ®egepauun, 2004, N 35, ct. 3607);

6) cTaTtblo 28 depnepanbHoro 3akoHa ot 18 gekabpsa 2006 roga N 231-d3 "O BBegeHUN B AEUCTBME YacTu
yeTBepTon [paxpaHckoro kopekca Poccunckon depepaumn” (CobpaHue 3akoHogatenscTBa Poccuiickon
®epepaumn, 2006, N 52, c1. 5497).

Cratbf 71. BctynneHue B cuny Hactosiwero ®eaepanbHOro 3akoHa
1. Hactosawmn ®egepanbHblin 3akoH BeTynaeT B cuny ¢ 1 cenTabpsa 2010 roga.

2. JlekapcTBeHHbIE CPEeACTBa, 3aperMcTpupoBaHHbIe 0O AHSI BCTYNMEHNst B cuny Hactosiwero ®egepansHoro
3aKoHa, NnoasiexaT BKITHYEHUIO B FOCYJapCTBEHHbLIE PEECTPbI NIEKAPCTBEHHbBIX CPEACTB C BHECEHNEM YKa3aHHbIX B
yactu 1 cratbn 33 HacTodwero degepanbHOro 3akoHa cBefdeHMI 06 3TUX NEeKapCTBEHHbIX cpeacTBax 0es3
NPOXOXOEeHUA BHOBb NpoLeaypbl rocyAapCTBEHHOW perncTpaumm fiekapCcTBEHHbIX NpenapaTos.

3. TocypapcTBeHHasi perucTpaumsi JfekapCTBEHHbIX NpenapaTtoB, 3a WCKMHYEHWEM NeKapCTBEHHbIX
npenapaTtoB AN MeQULMHCKOTO NPUMEHEHUS!, MpeacTaBfeHHbIX Ha yKa3aHHY perncTpaLumio 4o AHS BCTYNNEHUS B
cuny Hactosilero deaepanbHOro 3akoHa, OCYLLECTBNSETCS B COOTBETCTBUM C HAacTosIwmuMm deaepanbHbiM 3aKkOHOM
Ha OCHOBaHWM OOKYMEHTOB M [aHHbIX, MpeAcTaBMeHHbIX A0 AHS BCTYMNEHUs B cuiy HacTosiwero ®eaepanbHOro
3aKoHa.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBeHHasi peructpaumsi NeKapCTBEHHbIX MpenapatoB AN MeOUUMHCKOrO MpUMEHEHUS,
NPeACcTaBMNeHHbIX Ha rOCYJAapCTBEHHYI0 perMcTpaumio OO OHS BCTYMNEHWst B cuny HacTosiwero deagepanbHoro
3aKoHa, W TrocydapCTBEHHas perncrpauusi nekapCTBEHHbIX MpenapaToB Afs MeOMUMHCKOrO MNPUMEHEHWS,
NpeacTaBneHHbIX Ha 3KCNEPTU3Y NEKAPCTBEHHbLIX CPEACTB 40 AHSA BCTYMNEHUS B cuny HacTtosiwero ®enepanbHoro
3aKOHa B LieNnsiX UX NocreayoLen rocyaapCTBEHHON permctpaumm, ocyLLeCcTBASAKTCA Ha OCHOBaHUN JOKYMEHTOB U
OaHHbIX, NPEeACTaBMNEHHbIX 40 OHA BCTYNNEHUSA B cuny HacTosilwero degepanbHoro 3akoHa, a Takke 3asiBNeHus o
rocyapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta, NnpeAcTaBeHHOro Npou3BoAnUTENEM JIeKaPCTBEHHbIX
npenapatoB UMM YMNONHOMOYEHHbIM WM JIMLOM B COOTBETCTBUM C HacTosiwum PeaepanbHbiM 3aKOHOM B
YMNOSTHOMOYEHHbIV befepanbHbI OpraH ucnonHuTenbHom Bnactn go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnathl



rocyapCTBEHHOW MOLUNUHBI, NPedyCMOTPEHHOW 3akoHogaTenbcTBoM Poccuiickon ®epepaumm o Hanorax w
cbopax.
(vactb 3.1 B peq. PepnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lMoaTtBepxaeHne rocygapCTBEHHOW perucTpaumm nekapcTBeHHbIX MpenapaTtoB Ans MeAWLUHCKOro
NPUMEHeHWs, NpeAcTaBrneHHbIX AN NogTBEPXKAEHUS rocy4apCTBEHHON perncTpauun Ao OHS BCTYNMEHUSA B CUMyY
HacTosiwero ®egepanbHOro 3akoHa, W MNOATBEPXAEHWE rOCyOAPCTBEHHOW perncTpauum  nekapcTBEHHbIX
npenapaTtoB Ansi MEAMLMHCKOrO NPUMEHEHUs!, NPEACTaBMNEHHbIX HA 3KCMEPTU3y NEKAPCTBEHHbIX CPEACTB OO0 OHSA
BCTYMNEeHNss B cuny HacTosiwero ®egepanbHOro 3akoHa B LensiX MNOCNeaylowero noarBepXaeHus  nx
rocygapCTBEHHOM perncTpauum, OCyLLECTBSTCA Ha OCHOBaHUM JOKYMEHTOB M AaHHbIX, NPEACTaBMEHHbIX 40 OHSA
BCTYMNEHUs B cuny Hactoswero ®efepanbHOro 3akoHa, a Takke 3asiBNeHus 0 NoaTBEPXAEHUN rocy4apCTBEHHOM
pervcTpaumy rnekapcTBeHHOro npenapara, NpeacTaBnNeHHOro Npon3BoANTENEM feKapCTBEHHbLIX NpenapaTtoB unm
YMOSTHOMOYEHHbIM VM FIMLUOM B COOTBETCTBUM C HacToswmMm PegepanbHbIM 3aKOHOM B YNOMHOMOYEHHbIN
dhedepanbHbIv opraH ucnonHuTensHow Brnacti Ao 1 mapta 2011 roga, 6e3 TpeboBaHus ynnaTbl rocy4apCTBEHHON
MOLUMMHbI, NPeAYyCMOTPEHHON 3akoHo4aTeNbCTBOM Poccuiickon ®egepauun o Hanorax n cbopax.

(vacTb 3.2 B peq. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. lNpuHATHE pelleHns 0 BHECEHUN N3MEHEHUI B JOKYMEHTbLI, COAepXallnecs B permcTpaumoHHOM SOCbe
Ha 3aperMcTpUpOBaHHbIN NEKapCTBEHHbIV NpenapaTt Ans MeQULMHCKOrO NPUMEHEHUS U NPeACcTaBneHHbIe OO OHS
BCTYMNEeHUs B cuny Hactoswero ®egepanbHOro 3akoHa, W MPUHATME peLleHMS O BHECEHUMU W3MEHEHWA B
OOKYMEHTbI, cofepXalleecs B permcTpaumoHHOM AOCke Ha 3aperMcTpupoBaHHbIM EKapCTBEHHbIV Npenapat Ans
MEAMLMHCKOro NPUMEHEHMS N NPeaCcTaBleHHbIE Ha 3KCNEepTU3y NEKapPCTBEHHbIX CPeacTB A0 AHSA BCTYNNEHUs B
cuny  Hactosiwero depepanbHOro  3akoHa, OCYLLECTBASIOTCA Ha OCHOBaHUM  OOKYMEHTOB W [aHHbIX,
npeacTaBneHHbIX 40 OHA BCTYNNEHNs B cuny Hactosiwero ®eaepanbHOro 3akoHa, a Takke 3asBrneHus O BHECEHUN
NU3MEHEeHNn B AOKYMEHThI, coaepKallneca B permcTpaLMoHHOM A0Cbe Ha 3apermcTpupoBaHHbIN NeKkapCTBEHHbIN
npenapaT Angd MeanLMHCKOro NpUMMeHeHUs1, NpeacTaBneHHOro NPon3BoAMTENEeM NeKapCTBEHHbIX NpenapaToB Unm
YNOMHOMOYEHHBIM MM fULIOM B COOTBETCTBMM C HacTodwmMm deaepanbHbIM 3aKOHOM B YMONTHOMOYEHHbIN
degepanbHbIv opraH ucnonHuTensHow Bnactu o 1 mapta 2011 roga, 6e3 TpeboBaHusA ynnatbl rocyaapCTBEHHON
MOLUNMHBI, MPegyCMOTPEHHON 3aKkoHoaTenscTBOM Poccuiickon defepaumm o Hanorax n cbopax.
(yactb 3.3 B pea. PepepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.4. Bolgaya paspelueHuii Ha npoBedeHune KNMHMYECKUX UCCRefOoBaHUM fnekapCTBEHHbIX npenapaTtoB Ans
MeOULMHCKOrO MPUMEHEHUS MO 3asiBNEeHMAM, NOAaHHbIM A0 AHA BCTYNNeHus B cuny Hactosiwero degepansHOro
3aKoHa, a Takxke Nno 3asiBNeHnsaM, NogaHHbIM NOocne AHA BCTYNNEHUsS B CUMy HacToswero defepanbHOro 3akoHa Ha
OCHOBaHUM 9KCMepTU3, nNpoBedeHHbIX [0 [OHA BCTYNNeHus B cuny Hactoswero ®PegeparnbHOro 3akoHa,
OCYLLeCTBMSETCH B COOTBETCTBMMU C HacToswmm PedepanbHbiM 3aKOHOM Ha OCHOBAHMM OOKYMEHTOB WM AaHHbIX,
npeacTaBrneHHbIX UM MONyYeHHbIX A0 AHSA BCTYMNMeHWs B cuny HacTosiwero ®efepanbHOro 3akoHa, a Takke Ha
OCHOBaHMKM KOMUW NpPeABapuTenbHOro AoroBopa 0653aTenbHOro CTPaxoBaHWS XW3HMW, 3[40POBbS MaUMEHTOB,
y4YacTBYIOLNX B KINMHNYECKOM MCCreaoBaHMM NeKapCTBEHHOro npenaparta AN MeAUUMHCKOro NMPUMEHEHUs, Uin
KonuMn Jorosopa 065A3aTenbHOr0 CTPAxOBaHWS >KM3HW, 300POBbS NALUMEHTOB, YYacCTBYHOLWIMX B KIMHWYECKOM
nccnegoBaHWM fekapcTBEHHOro npenaparta Ansg MeOMUMHCKOrO npuMeHeHus, nubo npeacTaBrieHHOW Konuu
gorosopa obsA3aTenbHOro CTpaxoBaHUs, 3aKMOYEHHOO0 B COOTBETCTBMM C TUMOBBLIMW MpaBuiamu obasaTensHoro
CTpaxoBaHus, C ykasaHWeM npegenbHON YMCAEHHOCTM MauueHToB, Y4acTBYOLWUX B KIMHUYECKOM MCCReaoBaHum
nekapcTBEHHOro npenapata Ans MeAuUMHCKOro npumeHeHus, 6e3 TpeboBaHus ynnaTtbl rocygapCTBEHHOM
NOLWNMHBI, MPegyCcMOTPEHHON 3akoHoaaTenscTBOM Poccuiickon defepaumm o Hanorax n céopax.

(yacTb 3.4 B pea. PepepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3.5. BaperncTpmpoBaHHbie B MHOCTPaAHHOW BanioTe OO AHS BCTYMNEHWs B cuiy HacToswero ®egepansHOro
3aKoHa npeferibHble OTNYCKHble LEeHbl WHOCTPaHHbIX MNPOM3BOAWTENEN Ha fneKapCTBEHHble Mpenaparhbl,
BKITHOYEHHbIE B MEpeYeHb XM3HEHHO HEeobXoOAMMbIX W BaXKHEMLIMX JIEKapCTBEHHbIX MpenapaToB, nogrexar
nepecyety B pybnm no kypcy LleHTpanbHoro 6GaHnka Poccuiickon Pepepauumn Ha paTy, YCTAHOBMEHHYHO
MpasutenbctBoMm Poccunckon denepaunm, 6e3 npeacraBneHunst 3asiBieHUst O MepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYIOLLUMX U3MEHEHWUA B roCyOapCTBEHHBLIN PEECTp MNpeAernbHbIX OTMYCKHbIX LEH MNpou3BoauTENEN Ha
neKkapCcTBEHHble npenapaTbl, BKMOYEHHbIE B NepeYeHb XU3HEHHO HEOBXOOUMbBIX U BaXKHEWLLMX FeKapCTBEHHbIX
npenapaTos.

(yacTb 3.5 BBefeHa dPepnepanbHbiM 3akoHoMm oT 11.10.2010 N 271-93)

3.6. 3aperncTpmpoBaHHble OO0 OHSA BCTYNIIeHUs B cuny Hactosiwero denepanbHOro 3akoHa npederbHble
OTMNYCKHblE LIEHbl POCCUMUCKUX MPOU3BOAUTENEN Ha IeKapCTBEHHble MNpenapatbl, BKMOYEHHble B MepeyYeHb
XWU3HEHHO HEOOXOAMMbBIX M Ba)KHEWMLLMX FIEKApPCTBEHHbIX MpenaparToB, noanexaT nHaekcauum ¢ 1 Hosops 2010
roga MUCxXoAs M3 MPOrHO3MPYeMOro YpPOBHSI MHnsuuKM, ycTaHoBneHHoro depepanbHbIM 3akOHOM OT 2 Aekabps



2009 roga N 308-93 "O denepanbHom GiogpkeTe Ha 2010 rog n Ha nnaHoBbi nepuog 2011 1 2012 rogos" Ha
2011 rog.
(vyacTtb 3.6 BBegeHa PenepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

3.7. MNMocne 1 mapta 2011 roga He pgonyckalTcs NPouM3BOACTBO M BBO3 B Poccuiickyto depepaumio
NEeKapCTBEHHLIX NpenapaTtoB B yNakoBKax C MapKUPOBKOW, koTopas Obina HaHeceHa A0 AHSA BCTYMSEHMS B CUny
HacTosilero PepepansHoOro 3akoHa. o NcTedeHMn ykasaHHOIO Cpoka AaHHble NeKapCTBEHHbIE NpenapaThl MoryT
OTNycKaTbCs, Peann3oBbIBaTbCS, NepeaaBaTbCs U NPUMEHSITLCS A0 UCTEYEHNS UX CPOKa FO4HOCTM.

(B pea. PepepanbHbix 3akoHOB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-93)

4. Co gHa BCTynneHua B cuny Hactoswero PegepansHoro 3akoHa 1 no 30 anpenda 2011 roga BKNOYMTENBHO
JonyckaeTcs nNpoBedeHWe 3KCMepTu3bl JEeKapCTBEHHbIX CPeACcTB 3KCMepTaMy 3SKCMEpPTHOrO YyYpexaeHus Ao
NPOXOXAEHUST UMW aTTecTauuMum B MOpsiAKe, YCTAHOBIEHHOM YMOSIHOMOYEHHbIM dedeparnbHbIM  OpraHoMm
NCMNOMHUTENBHOW BRacTu.

5. Co pHa BcTynneHuss B cuny Hactosiwero depepanbHoro 3akoHa M no 31 gekabps 2013 roga
BKITHOUMTENBHO OCYLLECTBNSAETCA Nepexoq K NpoM3BOACTBY JIEKAPCTBEHHbBIX CPEACTB B COOTBETCTBUM C NMpaBuiiamm
opraHusauum npou3BOACTBA M KOHTPOSSi Ka4yecTBa NEKapCTBEHHbIX CPeACTB, YKasaHHbIMK B 4YacTn 1 crtatbu 45
HacToswero ®eaepanbHOro 3akoHa, B NosiHom oobeme. Cpoku nepexona NpoM3BoACTBA NEKAPCTBEHHbLIX CPEACTB
K MX NPOM3BOACTBY B COOTBETCTBMM C KOHKPETHLIMM TpeboBaHUSMM AaHHbLIX NPaBuI, BKIoYas CPOKM aTTecTauun
YNOMMHOMOYEHHbIX UL, YKasaHHblX B 4Yactax 6 wu 7 craten 45 HacTosawero ®egepanbHOro 3akoHa,
ycTaHaBnmBatoTcs MNMpaButensctBoM Poccunckon ®enepaumn.

6. JIMueH3nn Ha NpoM3BOACTBO JleKapCTBEHHbLIX CPeacTB, BblAaHHble Ao 1 aHBaps 2014 roga, AeNCTBYIOT
nocne 1 aHBapa 2014 roga 0O UCTEYEHMS Cpoka X OeNCTBUS NPWU YCNOBUN COOTBETCTBUA NULEH3MaTa npasuiam
opraHv3aumy npouM3BOACTBa M KOHTPONSA KayecTBa JIEKAPCTBEHHbIX CPEACTB, yKa3aHHbIM B yactu 1 cratbu 45
HacTtosiwero ®egepanbHOro 3akoHa.

7. ®opMmupoBaHuEe rocyfapCTBEHHOrO 3ajaHuA Ha MpOoBefeHWEe IKCMepTU3bl NEeKapCTBEHHbIX CPeacTB
denepanbHOMy TocydapCTBEHHOMY OHOIKETHOMY YUPEXOAEHUIO MO MPOBEAEHUIO 3KCNEepTM3bl NeKapCTBEHHbIX
cpencTts M (hmHaHcoBOe obecneyeHne BbINMOMHEHNST 3TOMO 3a4aHusl OCYLLECTBNAITCA B NOpsiAKe, YCTaHOBNEHHOM
depnepanbHbIM 3akoHOM OT 12 aHBaps 1996 roga N 7-®3 "O HekoMMepYeckux opraHnsaumsx”.

(4acTb 7 BBeaeHa PegepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

Mpe3ngeHT
Poccuiickon degepaumm
O.MEOBEOEB
Mocksa, Kpemnb

12 anpens 2010 roga
N 61-03




