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agea 1. OBLUME MONOXEHUSA
Cratba 1. NpegmeT perynmpoBaHus HacTosiLero PegeparnbHOro 3akoHa

1. Hactoawmn ®egepanbHbll 3aKOH perynupyet OTHOLLEHMS, BO3HMKaloWwue B CBA3M C obpaleHvem -
pa3paboTkon, JOKNMNHUYECKNMN nccrnegoBaHNAMM, KIMTMHUYECKUMU nccnegoBaHnaAMN, 3KCMNEePTU3ON,
rocygapCTBEHHOW peructpauuen, co CTaHgapTms3auMend W C  KOHTPOMEM KavecTBa, MNpOU3BOACTBOM,
N3roTOBNEeHneM, XpaHeHueM, nepeBo3koW, BBO3OM B Poccuiickyio depepaumio, BbiBO30OM U3 Poccuiickon
depepauunun, peknamon, OTNYCKOM, peanunsauuen, nepefadent, NpUMEHEHUEM, YHUUTOXEHMEM NneKapCTBEHHbIX
cpencTs.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hactosawwmin ®epepanbHbli 3aKOH yCTaHaBnMBaeT MNPUOPUTET TFOCYAapCTBEHHOrO perynupoBaHus
6e30nacHOCTH, kayecTBa 1 3hPEKTUBHOCTM NTEKAPCTBEHHBLIX CPEACTB NpU nx obpaLleHum.
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Cratba 2. Cchepa npumeHeHus Hactoswero ®enepanbHOro 3akoHa

Hactoawun ®enepanbHbil 3aKOH MNPUMEHSETCS K  OTHOLIEHWSIM, BO3HMKaWum npu  obpalieHum
NneKkapCcTBEHHbIX CpeacTB Ha Tepputopun Poccunckon degepaumn.

CraTtbsa 3. 3akoHodaTenbCTBO 06 06palleHUn NnekapcTBEHHbIX CPeacTB

1. 3akoHogaTenbcTBO 006 ObOpallleHMM NekapcTBEHHbIX CPeACcTB COCTOUT M3 HacTosiwero PepepanbHoro
3aKoHa, apyrux degepanbHbIX 3aKOHOB U MHBIX HOPMAaTMBHbIX MPaBOBLIX akToB Poccuckon degepaumn.

1.1. 3akoHogaTenbCcTBO 006 0OpalleHNM NEKapCTBEHHbIX CPEACTB B OTHOLUEHWM HOPUONYECKUX TNAL, W
WHOUBMAYANbHbLIX NpeanpuHUMaTenen, OCYLLECTBISAIOWMX OEATENbHOCTb Ha TEeppuUTOpMM MeXOyHapoOHOro
MELMLMHCKOrO Kractepa, MpPUMEHSIETCA C y4eTOM OCOOEHHOCTEN, yCcTaHoBneHHbiXx PepepanbHbiM 3akoHOM "O
MEXAYHAapOAHOM MELMLMHCKOM KracTepe W BHECEHMM W3MEHEHMN B OTAENbHbIE 3aKoHoAATEsNbHble aKThbl
Poccuiickon depepauymmn”.

(vyacTb 1.1 BBegeHa deagepanbHbiM 3akoHOM OT 29.06.2015 N 160-D3)

2. [enictBue Hactosilwero ®egepanbHOro 3akoHa pacnpocTpaHsieTcsl Ha obpalleHne HapKOTUYeCKUX
NeKapCTBEHHbIX CPEACTB M MCUXOTPOMHbIX FIEKAPCTBEHHbLIX CPEACTB C Y4EeTOM OCOOEHHOCTEN, YCTaHOBEHHbIX
3akoHogaTenbcTBOM Poccuiickon degepauum 0 HapKOTMYECKMX CpPeacTBax, MCUXOTPOMHbIX BewecTBax nU o6 mx



npekypcopax.

3. HevictBue HacTosLLEero dPepepanbHoro 3aKoHa pacnpocTpaHsieTcs Ha obpalleHue
pagnodapMaLeBTUYECKUX  JIEKApCTBEHHbIX  CPEeACTB C  Y4ETOM ocobeHHocTeN, YCTaHOBIEHHbIX
3akoHogartenscTBoM Poccuickon denepaumm B obnactm obecneveHms paguaunoHHon 6esonacHocTu.

4. Ecnn mexayHapogHblM goroBopoM Poccuiickon depepauumn ycTaHOBMEHbI MHblE NpaBuna, 4Yem Te,
KOTOpble NpeaycMOTpeHbl HacTosiwum dDeagepanbHbIM - 3aKOHOM, MNPUMEHSAOTCA NpaBuna  MeXxayHapogHoro
aorosopa.

5. B Poccuiickon ®enepauum B COOTBETCTBUN C MeXAyHapOaAHbIMM AoroBopamu Poccuinckon depepaumm u
(vnn) Ha ocHoBe MpuHUMNA B3aUMHOCTM NPU3HAKOTCHA pe3ynbTaThl KITMHUYECKUX UCCRELOBaHUA NeKapCTBEHHbIX
npenapaToB AN MeANLMHCKOrO NPUMEHEHWs1, MPOBEAEHHbIX 3a npeaenamu Tepputopun Poccurickon ®eapepaunn.

Crtatbs 4. OCHOBHble MOHATUSA, ncnosrb3dyemble B HacTodLlem (De,El,epaJ'leOM 3aKoHe

Ona uenen Hactoswero ®efepanbHOro 3akoHa UCNOSb3YTCA CrieAyoLWmMe OCHOBHbIE NOHATUS:

1) nekapcTBeHHble CpeAcTBa - BeLlecTBa WM MX KOMOWHaAUMK, BCTyMmawlMe B KOHTaKT C OPraHM3mom
YenoBeKa Mnu XMBOTHOTO, MPOHMKAKOLME B OpraHbl, TKAHW OpraHm3ma 4erioBeka UM XMBOTHOrO, NPUMEHSIeMbIE
ONns NpoUNaKkTUKK, OWArHOCTUKM (3a WCKIIOYEHMEM BELLECTB MMM MX KOMOWMHALMWA, He KOHTaKTUPYKLWMX C
OpraHu3mMoM 4erioBeka WM KMBOTHOrO), neyeHus 3aboneBaHusi, peabunutauum, Ang  COXpaHEHMUs,
npeaoTBpaLLEeHUs Unu npepbiBaHUst 6epeMeHHOCTU 1 MOMYyYeHHbIE U3 KPOBU, MNnasmbl KPOBU, U3 OPraHoB, TKaHen
opraHusma 4erioBeka WU >KUBOTHOrO, PacTeHWA, MWHEpanoB MeTOA4aMW CuHTe3a WM C MNPUMEHEHMEM
Buonormdeckux TexHonormn. K nekapCTBeHHbIM CpeacTBaM OTHOCATCH (papmaueBTuyeckne cybctaHumm u
nekapcTBeHHble npenapaThl;

2) apmaueBTnyeckas cybcTaHUus - fekapCTBEHHOE CPeacTBO B BWMAE OOHOMO MMM HECKOMbKMX
obnagatowmx apMaKkoriornyeckon akTMBHOCTbIO [OEWCTBYIOLIMX BELeCTB BHE 3aBWCMMOCTM OT MpUpOAbI
NPOUCXOXOEHUSA, KOTOpOe npefHasHayeHO ANnd Npou3BOACTBA, W3rOTOBIEHUS feKapCTBEHHbIX NpenapaTtoB U
onpeaensieT nx aeKTUBHOCTb;

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

3) BcnomoraTtenbHble BelecTBa - BeELLEeCTBA HEOPraHMYeckoro WM OpPraHM4yeckoro MnpPOUCXOXAEHMS,
ucnonb3yemble B MpoLEecce NpOM3BOACTBA, M3rOTOBMEHMS JEKAPCTBEHHbIX MpenapaTtoB Ans npuaaHus UM
HeobXxoaMMbIX PUINKO-XMMNYECKUX CBONCTB;

4) nekapCTBEHHbIE MpernapaTbl - NEKAapPCTBEHHbIE CPeaCTBa B BMAE NEKApCTBEHHbIX hOPM, MpUMEHSIEMbIE
Onsa nNpodmnakTukmi, OuarHoCTukK, rnedveHusa 3aboneBaHus, peabunurauuun, Ons COXPaHeHWs, NpeaoTBpaLLeHus
Unu npepbiBaHns 6epemMeHHOCTY;

5) nekapcTBeHHass chopma - COCTOSIHME JIeKapCTBEHHOrO MpenapaTta, COOTBETCTBYKLLIee crnocobam ero
BBEJEHMS N NPUMEHEHUS 1 obecnednBatoLLee OOCTMKEHNE Heobxoanmoro nevyebHoro addekTa;

5.1) posupoBka - cogep)XaHwe OAHOro WU HECKOMbKUX [eNCTBYHOLIMX BeLecTB B KONUYECTBEHHOM
BbIP@XXEHUN HA eduHMUY [03bl, UNN eguHULY obbema, UM eavHULYy Maccbl B COOTBETCTBMU C NEKAPCTBEHHON
cdopmon nNMbo Anst HEKOTOPbLIX BUAOB NEKAPCTBEHHbIX (hOPM KOMMYECTBO BLICBOOOXKAAEMOrO M3 NIEKAPCTBEHHOM
(OopMbI ENCTBYIOLLErO BeLLeCcTBa 3a eAVHNLY BPEMEH!;

(n. 5.1 BBegeH d®eaepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

6) nepedyeHb >KUIHEHHO HEOOXOAMMBIX W BaXHEWLIMX JEKapCTBEHHbIX MpenapaTtoB - €XerogHo
yTBepxaaembin [MpaButensctBom Poccuiickon ®Pepepaumm nepeyveHb NeKapcTBEHHbIX MpenapaToB  Ans
MELMLMHCKOIrO MNpPUMEHEHMUs, obecneyvmBalolWnX MNpUOPUTETHBIE MNOTPEOHOCTN 3OpaBOOXPaHEHUA B  LEensix
npounakTukn n nedeHuss 3aboneBaHui, B TOM 4ucne npeobnagawwux B CTPyKType 3aboneBaemocTn B
Poccuinckon ®egepaumm;

6.1) opdaHHble rnekapCTBeHHble nMpenapatbl - fekapCcTBeHHble npenapaTbl, npeaHa3HaYeHHble
UCKINIOYUTENbHO AN OWArHOCTUKM UMW MaTOreHeTUYEecKoro neyeHus (neyeHusi, HanpaBfeHHOro Ha MeXaHU3m
pa3BuTKA 3aboneBaHus) peakux (opcaHHbix) 3aboneBaHuii;

(n. 6.1 BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6.2) Guonornyeckme nekapcTBEHHbIE MpenapaTbl - JIeKapCTBEHHbIE Mpenapartbl, AENCTBYOLLEE BELIECTBO
KOTOPbIX MPOM3BEAEHO MMM BblAENeHO U3 OMOMOrMyeckoro UCTOYHMKa U AN onpegernieHns CBOMCTB UM KavecTBa
KOTOpbIX Heobxoamma KoMbuHaumsi Guonormyecknx u  U3NKO-XMMuveckmx meTtogoB. K Guomnorumdeckum
NEeKapCTBEHHbIM MpenapaTtaM OTHOCATCS MMMYHOOMONOrMyYeckne neKkapCTBEHHble npenapatbl, JIEKapCTBEHHbIE
npenapaTtbl, MOMYyYEHHbIE N3 KPOBW, Mila3mbl KPOBU 4YerioBeKa WM XUBOTHbIX (32 WCKIIOYEHUEM LIENTbHOW KpPOBMW),
OMOTEXHONOrMYECKME NEKAPCTBEHHbIE MpenapaThbl, reHOTepaneBTUYECKNE NIEKAPCTBEHHbIE NpenapaTbl;

(n. 6.2 BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

7) UMMYHOBMOMOrMYecKNe NeKapCTBEHHbIE NMpenapaTtbl - JIeKapCTBEHHbIE NMpenaparbl, NpeaHasHa4YeHHble
anst (bopMupoBaHMA aKTMBHOTO MM MACCMBHOMO WUMMYyHMTETA MO0 AWArHOCTUKU Hanuyius MMMYHWUTETa WUIn
ONarHoCTuKN cneumdunyeckoro NpuobpeTeHHOro U3MEHEHUsS MMMYHOMOMMYECKOro OTBETA Ha annepruavpyolime
BewlecTBa. K nmmMyHOBMONOrMyecknm nekapCcTBeHHbIM Mpenapartam OTHOCSTCS BaKLMHbI, aHaTOKCUHbI, TOKCUHBbI,



CbIBOPOTKU, MUMMYHOIrMOOYMVHbI U anmeprexs;
(n. 7 B peq. egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

7.1) OuoTexHomnormyeckne neKapcTBEHHble MpenapaTbl - feKapCTBEHHble fpenaparbl, MNPOM3BOACTBO
KOTOPbIX OCYLLECTBNSAETCA C WCMONb30BaHWEM OMOTEXHOMOMMYECKNX NPoLEeccoB M MeTodoB (B TOM u4ucrne
OHK-pekomMBUHaHTHOW TEXHONOMMN, TEXHONOMMU KOHTPONMPYEMOWN 3KCNPECCUM FEHOB, KOAMPYHOLMX Buonorniyeckm
aKTuBHble Benkn B NMpokapuoTax M dykapuoTax, BKMoYasi M3MEHEHHbIe KIEeTKU MIekonutawLmx), ruépmaomMHoro
MeToAda U MeToa MOHOKITOHArbHbIX aHTUTET;

(n. 7.1 BBegeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTUYECKNE NeKkapCTBEHHbIE npenapaThl - NeKkapCTBEHHbIe npenaparbl, dhapMaueBTMyeckas
cybCcTaHUUs KOTOpbIX ABMASIETCA PEKOMOWMHAHTHOW HYKIEWHOBOW KMCIOTON UNnu BkItovaeT B cebst pekoMBnHaHTHYo
HYKIMEMHOBYIO KMCMOTY, MO3BOMSIOLLYI OCYLLECTBNATL PErynupoBaHve, penapauuio, 3ameHy, gobaBrneHue umm
yaaneHue reHeTu4eckomn nocrneaoBaTenbHOCTY;

(n. 7.2 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) HapkoTMYeckme neKapCTBEHHble CpeAcTBa - JlekapCTBEHHble npenapaTtbl U dapMaueBTudeckue
cybcTaHuun, cogepXalme HapKoTMYeckue cpeactBa M BKIOYEHHble B [lepevyeHb HapKOTUYECKUX CpencTs,
NMCUXOTPOMHbIX BELLECTB U UX MPEKYPCOPOB, noanexawmx KoHTponto B Poccuickon ®enepaunm, B COOTBETCTBUM C
3akoHogaTtenbcTBoM Poccuiickon ®epepauun, mexagyHapogHbiMu gorosopammn Poccuickon ®egepaummn, B TOM
yncne EanHon koHBeHUMen o HapkoTudecknx cpeacreax 1961 roga;

9) nCuXOTpOMHbIE feKkapCTBEHHble CpeAcTBa - flekapCTBeHHble npenapatbl UM dapMaueBTuyeckue
cybcTtaHuun, codepxalime MCUXOTPOMHbIE BELeCcTBa W BKIIOYEHHble B [lepevyeHb HapKOTUYECKMX CpeacTs,
NMCUXOTPOMHbIX BELLECTB U MX NPEKYPCOPOB, noanexawmx KoHTponto B Poccuiickon degepaumm, B COOTBETCTBUN C
3akoHogatenbctBoM Poccunckon depepaunn, mexgyHapogHbiMu goroBopamu Poccuickon depepaunn, B TOM
yucne KoHBeHUMeEN 0 NCUXOTPOnHbIX BewecTeax 1971 roaa;

10) pagnodapmaLeBTMYECKME NTEKAPCTBEHHBIE CPEACTBA - NIEKAPCTBEHHbIE CPEACTBA, KOTOPbIE CoAepXaT B
roTOBOM AnNsi MCMoNb30BaHuA ¢opmMe OOuH PaguvOoHYKNUA WM HECKONbKO PafMOHYKNMAOB (paguoakTMBHbIX
N30TOMNOB);

11) pedepeHTHbI NeKapCTBEHHbIV npenapat - JleKapCTBEHHbIN npenapaT, KOTOpbI  BrepBble
3apernctpupoBaH B Poccunckon degepaumm, ka4yecto, adhPekTUBHOCTb U 6€30MacHOCTb KOTOPOro AOKa3aHbl Ha
OCHOBaHUMN pe3ynbTaToB AOKIMHUYECKMX UCCNEOOBaHMN NEKAapPCTBEHHbIX CPEACTB U KITMHUYECKMX UCCNeAoBaHUN
nekapCTBEHHbIX NpenapaToB, NPOBEAEHHbIX B COOTBETCTBMU C TpeboBaHMAMN YacTen 6 n 7 ctatbn 18 HacToswero
denepanbHOro 3akoHa B OTHOLIEHUMW §eKapCTBEHHbIX CpPeAcTB Ans MeAMUUHCKOro npuMeHeHus nnbo B
cooTBeTCTBMU C TpeboBaHnamMM cTaTtbm 12 HacToswero PepepanbHOro 3akoHa B OTHOLLUEHWW FEKapCTBEHHbIX
cpencTB ONs BETEPUHAPHOTO MPUMEHEHUS, U KOTOPLIA WCMOMb3yeTcsl ANS OUEHKU OMO3KBUBANEHTHOCTU WK
TepaneBTMYECKON IKBMBANEHTHOCTM, KayecTBa, 3ddeKTMBHOCTM M 6e3onacHOCTM BOCMPOU3BEOEHHOIO WNn
6uoaHanorosoro (bnonogobHOro) NekapcTBEHHOro Npenapara;

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

12) BocnponsseneHHbIW NekapCTBEHHbIM Npenapart - NeKkapCTBEHHbIN npenapaT, KOTOpbld UMEET Takon Xe
KayeCTBEHHbIN COCTaB M KONIMYECTBEHHbIN COCTaB JEeNCTBYIOLUMX BELLECTB B TaKOW Xe NnekapCTBeHHON chopme, 4YTO
N pedepeHTHbIN NEKaApCTBEHHbIN npenapaT, U OGMO3KBMBANEHTHOCTb WMW TepaneBTUYeCKas SKBUBANEHTHOCTb
KOTOporo pedepeHTHOMY NekapCTBEHHOMY npenapaTty noaTBepXKAeHa COOTBETCTBYIOLUMN UCCNeoBaHNSaMMY;

(n. 12 B pea. PegepanbHOro 3akoHa oT 22.12.2014 N 429-$3)

12.1) TepaneBTMYeCKas 3KBMBANEHTHOCTb - OOCTWMKEHME KIMMHWYECKU COMOCTABMMOrO TepaneBTUYECKOro
apdpeKkTa Npu NpUMMEHEHMN NeKapCTBEHHbIX MpenapaTtoB AfS MeOULMHCKOro NpUMEHeHUsa AN O4HOW U TOMW Xe
rpynnbl 6OMNbHBLIX MO OOHUM U TEM XXe MOKa3aHUsIM K MPUMEHEHMUIO;

(n. 12.1 BBegeH PeneparnbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

12.2) ©wnoaHanoroBbin (6noNoAoOHLIM) nekapcTBeHHbI npenapaT (bwoaHanor) - OMONOrMyeckun
NeKapCTBEHHbIN Npenapar, CXOXUi No napaMeTpaM kavecTBa, 3heKTMBHOCTU 1 6e3onacHoCTU ¢ pedepeHTHbLIM
GuonorMyeckum nekapCTBEHHLIM MPenapaTtoM B TaKOW e JfeKapCTBEHHON (QOPME U MMEKLWMA MOEHTUYHBIN
cnocob BBeAEHUS;

(n. 12.2 BBegeH dPepepanbHbIM 3akOoHOM OT 22.12.2014 N 429-93)

12.3) B3aMMO3ameHsieMbli EeKapCTBEHHbIV MpenapaTr - feKkapCTBEHHbIW Mpenapat C [oKa3aHHON
TepaneBTMYECKON IKBMBANEHTHOCTbIO NN BMO3KBMBANEHTHOCTBIO B OTHOLUEHUN pedepeHTHOro NeKapCTBEHHOro
npenapata, MMeKLWUN 3KBUBANEHTHbIE €My KayeCTBEHHbI COCTaB U KOMUYECTBEHHbIN COCTaB AENCTBYHOLLNX
BELLEeCTB, COCTaB BCMOMOraTerbHbIX BELLECTB, JIeKapCTBEHHYHO hopmy 1 cnocob BBeAEHNS;

(n. 12.3 BBegeH degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

13) nekapcTBEHHOE pacTUTENIbHOE CbIpbe - CBEXWE WM BbICYLUEHHbIE pacTeHuss nnMbo ux 4yacTtw,
ucnonb3yemble Ansi NPOM3BOACTBA NEKapCTBEHHbLIX CPEeACTB OpraHM3aunuammn - NPon3BoaMTENSMU NeKapCTBEHHbIX
CPeaACTB UMW UN3rOTOBMNEHWUS NEKApCTBEHHbIX MpenapaTtoB anTeyHbiMW  OopraHusauusmMu, BeTepuHapHbIMU
anTeyHbIMKM  OpraHusaumsaMn,  WHAMBUAYaNbHbIMKM  NpeanpuHUMaTensMn,  UMeLWMMKU  JUMLEH3UI0  Ha
hapmaLeBTUYECKYIO AEeATENbHOCTb;



14) nekapCTBEHHbLIN pacTUTENbHbLIA NpenapaTt - JIeKApCTBEHHbLIM Mpenapart, MPOU3BEAEHHbIA UK
N3roTOBMEHHbIA U3 OAHOro BUAA NeKapCTBEHHOro PacTUTENbHOMO CbipbA MU HECKONbKUX BUAOB TAKOro Cbipbs U
peanu3yemblii B pacacoBaHHOM BUAe BO BTOPUYHOM (MOTPEOMTENBCKOW) YNaKOBKE;

15) romeonaTu4eckMn neKapCTBEHHbIW MpenapaT - NeKapCTBEHHbIN npenapaTt, MNPOM3BEAEHHbIM UMK
N3roTOBMEHHbIN U3 dapMaLeBTUYECKONn cybcTaHuMM unu apmaueBTUYeCcknx CcybCcTaHuuin B COOTBETCTBUM C
TpeboBaHusaMM OBLLIMX apMaKkonenHbIX CTaTerd K roMeonaTU4eckMM IekapCTBEHHbIM Mpenapatam wunu B
COOTBETCTBMU C TpeboBaHUAMU hapMakonemn cTpaHbl MPON3BOANTENS TAaKOro NeKapCTBEHHOMO Npenapara;

(n. 15 B pea. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-93)

16) mexayHapogHOe HenaTeHTOBaHHOE HauMeHOBaHMe IeKapCTBEHHOro cpeactsa - HavMeHOBaHWe
OencTBytolLlero BellecTBa papMaueBTUYECKOW CcyOCcTaHUuMKM, pekomeHOoBaHHOe BcemupHonm opraHvsaumen
3[paBoOXpaHeHNs;

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

17) TOproBoe HavMMeHOBaHWE FeKapCTBEHHOINO0 CPeAcTBa - HaMMEHOBaHWE INEeKapCTBEHHOro CpeacTsa,
MPUCBOEHHOE ero pa3paboTyvkom, [AepXatenem WM BriagenbleM pPerncTpauuoHHOro  Y4OCTOBEPEHMS
nekapcTBEHHOro npenapara;

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

17.1) rpynnupoBOYHOE HaMMEHOBAHWE feKapCTBEHHOrO npenapata - HauMeHOBaHWe NEeKapCTBEHHOro
npenapaTa, He UMeILLEero MexayHapoaHOro HenaTeHTOBAHHOIO HaMMEHOBaHWS, NN KOMBUHaLMN NEKapPCTBEHHbIX
npenapaToB, WCMOMb3yemMoe B uensx obbeauMHeHus MX B rpynny noa eguHbiM HauMeHOBaHWEM ucxogs M3
OAMHAKOBOro COCTaBa AeNCTBYOLMX BELLECTB;

(n. 17.1 BBegeH dPepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

18) obLasa chapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKOEHHbIN YNONMHOMOYEHHbIM hefepanbHbIM OpraHoMm
NCMNONMHUTENBbHOW BNacTu U COAEpXKallMi nepeyvyeHb nokasaTernen Kkadecrtsa M (UnNn) MeToA0B KOHTPOSs KayecTBa
KOHKPETHOW NeKapCTBEHHOW OPMbl, EKAapCTBEHHOIO pPacTUTENbHOIO CbipbsA, OMNWCAHUA OMONOrMYecKmx,
BUOXUMUNYECKNX, MUKPOOMONOrMYECKMX, (UINKO-XUMUYECKUX, (U3NYECKUX, XUMWUYECKMX W APYrMX MeETOAOB
aHanu3a neKapCTBEHHOro cpefacTBa, a Takke TpeboBaHMS K MCMNONb3yeMbiM B LEMSAX MPOBEAEHWUs OaHHOro
aHanusa peakTvsam, TUTPOBaHHbIM pacTBOpaMm, MHAMKaTOpaMm;

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

19) dhapmakonenHass cTaTbd - [OOKYMEHT, YTBEPXOEHHbIV YMNONMHOMOYEHHbIM deaepanbHbiM OpraHom
NCMOMHUTENbHOW BNacTy M cogepXawuin nepedyeHb nokasaTenen KavyectBa U MeTOAOB KOHTPONSA KayecTBa
nekapCcTBEHHOro CPeAcTBa;

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

19.1) ctaHgapTHble 0Opa3subl - BeLecTBa, NOCPEACTBOM CPaBHEHUSI C KOTOPbIMU OCYLLECTBASIETCA KOHTPOIb
KadecTBa uccriegyemMbixX NeKapCTBEHHbIX CPEACTB C MOMOLLBI (PUMKO-XMMUYECKUX N BUONormyecknx MeTtodoB B
Luensix MNOATBEPXKOAEHUS COOTBETCTBUS JIEKAPCTBEHHbIX CPeAcTB TpeboBaHWsSM HOPMATUBHOW [OKYMEHTauuu,
YCTaHOBMEHHBIM MPU OCYLLECTBIEHNM FOCYAAPCTBEHHON PErmcTpaumu, 1 KoTopble NMPUMEHSIIOTCA ANs KanMbpoBKu
CTaHOapTHbIX 0Opa3LOB NPOM3BOAMTENS NEKAPCTBEHHBIX CPEACTB, UCMONb3YEMbIX ANS KOHTPOSS KAa4ecTBa M MHbIX
uenen npy obpalLeHnn NekapCcTBEHHbIX CPEACTB;

(n. 19.1 BBegeH dPegepanbHbIM 3aKOoHOM 0T 22.12.2014 N 429-93)

19.2) dpapmakonenHbIn cTaH4apTHbIM obpasel - cTaHAapTHLIN obpasew, NponsBedeHHbIVi B COOTBETCTBUU C
dhapmMakonenHomn ctaTben;

(n. 19.2 BBegeH dPepepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

20) HopmaTMBHasa OOKYMeHTauusi - OOKYMEHT, COAepXaliuii nepeyeHb onpefensieMblx Mo pesynbTatam
COOTBETCTBYIOLLMX IKCMEPTU3 NoKasaTernemn kadecTsa NekapCTBEHHOro cpeacTsa And MeaAULUMHCKOro NnpuMeHeHus,
MEeTOOO0B KOHTPOINSA ero kKa4ecTBa U YCTaHOBMNEHHbI ero npoussoguTenem;

21) HOpMaTUBHbLIN [AOKYMEHT - [OKYMEHT, cofepXalliuMh nepedeHb onpefensemMbix MO pesynbTtatam
COOTBETCTBYIOLLMX 3SKCNepTU3 nokasaTenem kayectsa U (Mnn) METOAOB KOHTPOMsS KadecTBa NeKapCcTBEHHON
dopMbl, onucaHust BUONOrMYECKUX, BUOXMMUYECKMX, MUKPOBUONMOrMYECKNX, (PU3UKO-XUMUYECKUX, (DU3NYECKUX,
XUMUYECKMX M OPYITMX METOLAOB aHanu3a nekapCTBEHHbIX CPEACTB AN BETEPMHAPHOIO NpUMeEHeHUs, TpeboBaHms K
Mcnonb3yembiM B LEensX NPOBEAEHUS OAHHOro aHanu3a peakTuBam, TUTPOBaHHbIM pacTBOpaMm, MHAMKaTopam u
YCTaHOBMEHHbIN €r0 NPOM3BOANTENEM;

21.1) obWwmnn TEXHNYECKUA OOKYMEHT - KOMMMEKT AOKYMEHTOB W MaTepuanoB, COCTOSLUMA U3 HECKONbKNUX
pasfenoB - OOKYMEHTaLMM agMUHUCTPATUBHOIO XapakTepa, XMMUYecKon, hapMaueBTU4eCcKorn n drnonornyeckon
OOKYMeHTauun, ¢apMakonormyeckon, TOKCUKOMOrMYEeCKOM OOKYMEHTauun, KINMHUYECKOW OOKYMeHTauuu W
npeacTaBnsiemMbli OQHOBPEMEHHO C 3asiBNiEHMEM O roCyAapCTBEHHOW permcrpaumm nekapCTBEHHOro npenapara
Ong  MeaWUMHCKOro npuMeHeHuss B dopmaTe, YCTaHOBMEHHOM YMNOMHOMOYEHHbIM deaepanbHbiM  OpraHoM
WCNONHUTENBHON BNacTy;

(n. 21.1 BBegeH PefeparnbHbIM 3aKkoHOM 0T 22.12.2014 N 429-93)

22) ka4yecTBO IeKapCTBEHHOIO CpPeACTBa - COOTBETCTBME JIEKAPCTBEHHOIO CpPeAcTBa TpeboBaHUAM

dapmakonenHon crtatbu NGO B Cryyae ee OTCYTCTBMSI HOPMaTUMBHOM [AOKYMEHTauMuM WM HOPMAaTMBHOIO



OOKYMEHTa;

23) 6e30nacHOCTb NEKapCTBEHHOIO CPeACTBA - XapakTepuUcTUKa fiekapCTBEHHOro CpeacTBa, OCHOBaHHas Ha
CpaBHUTENbHOM aHanuse ero apEKTMBHOCTU N p1CKa NPUYMHEHMS Bpeda 340POBbIO;

24) 3pPEKTUBHOCTb MNEKApPCTBEHHOrO npenaparta - XapakTepucTuKa CTEMEHU MNOSIOXKMUTENBHOro BIIMSHWUS
NEeKapCTBEHHOro npenapata Ha TeyeHue, MNpOAOIMKUTENBHOCTL 3aboneBaHuss WM ero npegoTBpalleHune,
peabunutaumio, Ha coxpaHeHue, NpeaoTBpaLleHe Unm npepbiBaHne 6epemMeHHoOCTy;

25) cepusi nekapCTBEHHOro CpeacTBa - KOMMYECTBO FEKapCTBEHHOr0 CpeacTBa, NpouM3BefeHHOe B
pes3ynbTare O4HOro TEXHOMNOMMYECKOro LIMKMNa ero npon3soauTenem;

26) peructpaumoHHOe YOOCTOBEpPEHME NEeKapCTBEHHOro npenaparta - OOKYMEHT, MOATBepXaawwmn dakt
rocy4apCTBEHHOWN perncTpaumm iekapcTBEHHOro nNpenapara;

26.1) pepxaTtenb wnM BRnageney pervcTpaumMoHHOrO YOOCTOBEPEHWS JeKapCTBEHHOro npenaparta -
pa3paboTunk NnekapCTBEHHOro CpeacTBa, MPOU3BOAUTENb fIeKapCTBEHHbLIX CPEACTB UMM MHOE puanyeckoe nuuo,
obragatowee nNpaBoM BMageHUs PErMcTpauMoHHbIM YAOCTOBEPEHMEM, KOTOpble HECYT OTBETCTBEHHOCTb 3a
KayecTBO, a(pPEKTUBHOCTL M 6E30NAaCHOCTb NIEKAPCTBEHHOIO Npenapara;

(n. 26.1 BBegeH PepeparnbHbIM 3aKkoHOM 0T 22.12.2014 N 429-93)

27) perucTpaumoHHbIN HOMep - kKogoBoe 0603HaYeHne, NPUCBOEHHOE NEeKapCTBEHHOMY npenapary npu ero
rocy4apCTBEHHON permcTpauum;

28) obpalueHne nekapCTBEHHbIX CpPeACTB - pa3paboTka, AOKMMHUYECKME WCCREeAOBaHWs, KIMHUYECKMNe
UccnenoBaHusl, 93KCMepTU3a, rocyaapCTBEHHAs perucTpauud, CcTaHgapTusaums KW KOHTPOSfb  KadecTBsa,
Npon3BOACTBO, U3rOTOBIEHME, XpaHeHue, nepeBo3ka, BBO3 B Poccunckyio denepaumio, BbiBO3 M3 Poccumnckomn
depepaumu, peknama, OTNyck, peanusauus, nepegaya, NpMMEHEHNE, YHUUTOXEHME NEKapCTBEHHbIX CPEACTB;

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

29) cybbeKTbl OoDOpalleHuss NekapCTBEHHbIX CPEACTB - hmanyeckne nvua, B TOM YUCre UHAMBUAYyarbHble
npegnpvHUMaTeny, U PUMAMYECKUE NMLA, OCYLLECTBNAOLWINE OEATENbHOCTb MpU OOpalleHUn nekapCTBEHHbIX
cpencrTs;

30) paspaboTuMk NekapCTBEHHOro CpeAcTBa - OpraHu3auusi, obnagarowlas npaBaMu Ha pesynbTaThbl
OOKMNHUYECKNX WCCMNEAOBAaHUA NEKapCTBEHHOrO CpeacTBa, KAMHMYECKUX WUCCNEeAOBaHUN  NEKapCTBEHHOro
npenapaTta u (Unm) Ha TEXHOMOIMI0 NPOU3BOACTBA NIEKApPCTBEHHOIO CPeacTBa;

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

31) Npon3BOACTBO JIEKAPCTBEHHbIX CPEACTB - AEeATENbHOCTb MO MPOW3BOACTBY NEKAPCTBEHHbIX CPencTB
opraHu3aumsMm - NPOM3BOAMTENSIMU NEKApCTBEHHbLIX CPEeACTB Ha OOHOW CTaguW, HECKOMbKUX UK BCEX CTaausix
TEXHOMOrM4YEeCcKoro npouecca, a Takke No XpaHeHUIo U peanusaumm NPpou3BeAeHHbIX NeKapCTBEHHbIX CPEACTB;

31.1) npou3BOACTBEHHas nMrowagka - TeppuTopuanbHO OOOCOBMEHHbLIN KOMMMEKC MPOU3BOAUTENS
NeKapCTBEHHbIX CpeacTB, MpefHasHaYeHHbIN ONs BbINOMHEHUs BCEro npolecca Npou3BoACTBa fEKApCTBEHHbIX
CpeacTB WIK ero onpefeneHHon ctaguu;

(n. 31.1 BBegeH PeneparnbHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

32) npousBoaMTENb FNEKAPCTBEHHbIX CPEACTB - OpraHuMsauus, OCYLLecTBAsiiolWas NpoM3BOLACTBO
nekapCTBEHHbIX CPeACTB B COOTBETCTBUM C TpeboBaHMsaMM HacTosiLero ®egepanbHOro 3aKoHa;

33) capmaueBTUYECKas [OEATENbHOCTb - AEeATeNbHOCTb, BKMKYawwasi B cebs OnTOBYH TOProemko
NeKapCTBEeHHbIMU CcpeAcTBaMu, WX XpaHeHue, MepeBO3KYy W (MNK) PO3HWUYHYKD TOPrOBMKO JlEKAPCTBEHHLIMM
npenapaTtamu, Ux oTNycK, XpaHeHne, NepeBO3KY, U3rOTOBIEHNE NEKaPCTBEHHbIX NpenapaTos;

34) opraHusaumsi ONTOBOW TOProBfAW EKApPCTBEHHbIMW CPEACTBaMU - OpraHumsauusi, OCyLLEeCTBrsHLLas
ONTOBYIO TOPrOBIIKO NEKAPCTBEHHbIMU CPeACTBaMU, MX XpaHeHuEe, NepeBO3Ky B COOTBETCTBMM C TpeboBaHUAMMU
HacTosiero ®egepanbHOro 3aKoHa;

35) antedHas opraHu3aumsi - opraHu3aumsi, CTPYKTYpHOe noapasferneHne MeguumMHCKOM opraHv3auuu,
OCYLLECTBMAOLME PO3HUYHYIO TOPrOBIIO NIEKAPCTBEHHBIMW NpenapaTtamu, XxpaHeHue, NepeBo3ky, M3roTOBIEHNE U
OTMNYCK JeKapCTBEHHbIX MNpenapaToB Ans MEeOULUHCKOrO MPUMEHEHMSI B COOTBETCTBMM C TpeboBaHMsAMHU
HacTtosiero ®egepanbHOro 3aKoHa;

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTeyHasi opraHmM3auusi - OpraHu3auusi, CTPYKTYpHOe noppasferieHne BeTepUHapHOM
OpraHusaumm, ocyLLeCTBIAIOLLNE PO3HMUYHYIO TOPrOBIIKO JIEKAPCTBEHHBIMY NpenapaTamu, XpaHeHne, N3roToBrieHne
N OTMYCK JEeKApCTBEHHbIX MpenapatoB Ansi BETEPUHAPHOIO MNPUMEHEHUS B COOTBETCTBUM C TpeboBaHWUsIMU
HacTodAwero ®PenepanbHOro 3aKoHa;

37) danbcnmumMpoBaHHOE JEKAapCTBEHHOE CPeacTBO - JlEKapCTBEHHOE CpPeAcCTBO, COMPOBOXOAAeMOe
TNOXHOW MHGOPMaLMen o ero coctaee 1 (Mnu) NPoON3BoOLUTENE;

38) HepobGpokayecTBEHHOE FEKAPCTBEHHOE CPEACTBO - JIEKApCTBEHHOE CPeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHuAM chapmakoneiHon ctaTbM NMMOO B crydae ee OTCYTCTBUS TPeboBaHUSAM HOPMaTUBHOW AOKYMEHTaLun
UN1 HOPMaTMBHOTO JOKYMEHTA;

39) KoHTpacdbaKTHOEe NekapCTBEHHOE CpeACTBO - JIEKAPCTBEHHOE CpeacTBO, HaxoAsueecss B obopoTe C
HapyLLEeHMeM rpaXKaaHCKoro 3akoHo4aTeNbCTBa;



40) [OKNMMHMYECKOE uccnegoBaHME NEeKapCTBEHHOrO CpeAcTBa - Ouornorumdeckue, Mukpobuonornyeckue,
WMMYHOSOIMYeckne,  TOKCUKOIormveckme, dapmakosriormyeckue,  dusmyeckne, XxXumudeckme U apyrue
NccneaoBaHUs NeKapCTBEHHOIO cCpeacTeBa NyTeM MPUMEHEHUSI Hay4HbIX METOOOB OLEHOK B LENsiX MosydeHus
pokasaTenbcTB 6e30nacHoOCTU, kadecTBa U 3¢ EKTMBHOCTM NEKAPCTBEHHOIO CPeACTBa;

41) KNUHUYECKOE WCCrefoBaHWe IeKapCTBEHHOro npenapaTta - U3yvyeHue AMarHOCTUYECKUX, NeyebHbIX,
npodunakTnieckmx, apmMakoniornyeckmx CBOWCTB fEKapCTBEHHOro npenaparta B npouecce ero npuMeHeHust y
YenoBeka, XMBOTHOrO, B TOM YMUCre MPOLEeCCOB BCACbIBaHUA, pacnpeneneHns, u3MeHeHuss 1 BblBEAEHUS, NyTeM
NPUMEHEHMS Hay4YHbIX METOAOB OLUEHOK B Lenax nofnyvyeHusl JokasaTenbctB 6Ge3onacHOCTW, KayecTBa U
3PEKTUBHOCTN FEKAPCTBEHHOrO npenapaTta, AaHHbIX O HeXenaTelbHbIX peakumsx opraHMama 4YenoBeka,
XXMBOTHOIO Ha MPUMEHEHME IeKapCTBEHHOro npenapata u o6 addekre ero B3aMMOAEWCTBUS C APYrMU
NeKapcTBEHHbIMY NpenapaTtamm 1 (Unu) NMWweBbIMM NMPoayKTaMu, KopMamu;

42) MHOTOLIEHTPOBOE KIMHUYECKOE WUCCnegoBaHME IeKapCTBEHHOro MpenapaTta Ans  MeauuUHCKOro
NPUMEHEHUST - KITMHUYECKOE WCCRedOBaHWE IeKapCTBEHHOro npenapata Ansg MeAWMUMHCKOro NpUMEHEeHWus,
npoBoaMMOe pa3paboTyMKOM IeKapCTBEHHOrO npenapata B ABYX W Oonee MeauUMHCKMX OpraHusaumsix no
€ANHOMY MPOTOKONY KITMHUYECKOrO UCCreAoBaHUS NeKkapCTBEHHOMO Npenapara;

43) mexayHapoOHOEe MHOrOLUEHTPOBOE KIMMHUYECKOE WCCreLoBaHne NeKkapCTBEHHOro npenaparta and
MELMLMHCKOIrO MPUMEHEHUSA - KIMHMYECKOE UCCnefoBaHME NEeKapCTBEHHOro npenaparta Ans MegULUHCKOro
NpUMeEHeHNs, NpoBoAMMOE pa3paboTuMKOM JeKapCTBEHHOrO npenapaTta B pasfuyHbiX CTpaHax Mo eguvHOMY
NPOTOKONY KITMHUYECKOro UCCNEAOBaHUS NEKapCTBEHHOrO npenapara;

44) nocTperncTpaumoHHOE KIIMHWYECKOe UccnefoBaHMe NeKapCTBEHHOro npenapaTta Ans MeauuUMHCKOro
NPUMEHEHNA - KIMHUYECKOE WCCREeAOBaHWEe IeKapCTBEHHOro npenapata Ans MeOULUHCKOrO MNpUMEHEHMS,
NpoBOAMMOE MNPOM3BOOAUTENEM JEKApCTBEHHOro npenapaTa, rpaxgaHCkui obopoT KOTOPOro OCYLLECTBISIETCS
rnocrne rocygapcTBEHHOW perncrpaumu, B UEensX OOononHuTenbHoro cbopa gaHHbiX O ero 6e3onacHoCTU U
3(pPEKTUBHOCTM, pPaCLLUMPEHUS MNOKa3aHUM K MPUMEHEHMIO [OaHHOr0 JleKapCTBEHHOro npenapaTta, a Takke
BbISIBNIEHNST HEXXENaTebHbIX peakUuin NauMeHToB Ha ero 4enNcTBue;

45) vccnepoBaHve GUO3KBUBANEHTHOCTU NEKAPCTBEHHOrO Mpenapata - BUA KIIMHWYECKOrO MUCCNeaoBaHus
NeKapcTBEHHOro npenapara, npoBefeHne KOTOPOro OCYLLECTBNSAETCA AN OnpeaeneHns CKOPOCTU BCacbiBaHUS U
BbIBEEHNST OOHOrO WUNKN HECKONbKMX obnagarowmx apmMakornormiyeckon akTMBHOCTbIO OENCTBYIOLINX BELLECTB,
KOnmMyecTBa JleKapCTBEHHOro npenapaTa, AOCTUralolero CUCTEMHOrO KPOBOTOKA, M pe3ynbTaTbl KOTOPOro
Mo3BOMAKT caenatb BbIBOA O OWMO3KBUMBANEHTHOCTM BOCMPOU3BEOEHHOrO JIEKAPCTBEHHOrO npenapata B
onpenerneHHbiX NeKkapCcTBEHHOW hopMe M LO3MPOBKE, COOTBETCTBYHOLLMX (hOpMe M LO3MPOBKE PedepeHTHOro
NeKapCcTBEHHOro npenapara;

(n. 45 B pen. ®egepanbHoro 3akoHa o1 22.12.2014 N 429-93)

46) nccnepoBaHne TepaneBTUYECKOW 3KBUBAINEHTHOCTU NEKAPCTBEHHbLIX MPenapaToB - BWUA KIMHUYECKOro
NccrnenoBaHUsl  NIEKAPCTBEHHBIX MpenapaTtoB, MNpPOBeAEHME KOTOPOro  OCYLUECTBMSIETCS AONs  BbISABIEHUSA
OAMHAaKOBLIX CBOWCTB JlEeKapCTBEHHbIX MpenapaTtoB OnNpedeneHHo NekapCTBEHHOW OpMbl, a Takke Hanuuus
OAMHAKOBLIX MNoOKasaTenen 6Ge3onacHOCTM UM 3MEEKTUBHOCTU NIEKAPCTBEHHbIX MpenapaTtoB, OOWUHAKOBbIX
KNUHMYeCKknx 3@ eKkToB Npu X NPUMEHEHWM;

47) nNpOTOKON KIUHWYECKOTO WCCREeLOBaHUS FEKapCTBEHHOro npenapata - [JOKYMEHT, B KOTOPOM
onpegenalTca  uenu, ¢QopmMmbl opraHMsauMm M MeTOAONOorMs MNpPOBEAEHUs KIMHMYECKOrO UCCnegoBaHus,
cTatucTmyeckne metonbl 06paboTku pe3ynbTaToB TAKOro UccnenoBaHms U Mepbl No obecneveHnto 6e3onacHoCcTH
PU3NYECKMX NNLL, YHaCTBYIOLLMX B KITIMHNYECKOM MCCNeaoBaHMM NEKapCTBEHHOIO nNpenapaTa;

48) 6Gpowtopa wuccrnegoBaTens - CBOOHOE W3MNOXEHWe pe3ynbTaToB LOKIUHUYECKOro WCCneaoBaHUs
NEeKapCTBEHHOro CpeacTBa W KIIMHUYECKOro WCCNeAoBaHUS NEeKapCTBEHHOro npenapata Ans MeAuUMHCKOro
NPUMeEHeHNS;

49) VHMOPMAUUOHHBIA NUCTOK NauueHTa - AOKYMEHT, B KOTOPOM coAepxaTtcs B [OCTyrnHou copme
cBedeHUs], kacatoLmecs NPOBOAMMOrO KNMMHUYECKOrO UCCefoBaHNs NIeKapCTBEHHOrO npenapara, U B NMCbMEeHHOM
dopme [oOpoOBONBHOE cCoOrnacuMe nauueHTa Ha yvacTue B KITMHWYECKOM WCCNEeLOBaHUM  fleKapCTBEHHOMO
npenapaTta Mocrne O3HaKOMITeHUSI C OCODEHHOCTSIMU KIMHUYECKOro UccrnegoBaHusl, UMEKLWUMK 3Ha4YeHne aOns
BbIpa)X€HUS Takoro cornacus;

50) noboyHoe AencTBME - peakuusi OpraHmama, BO3HMKLWIAsi B CBSA3M C NMPUMEHEHUEM JIEKapCTBEHHOro
npenapaTta B [03aX, PEKOMEHOYEMbIX B MHCTPYKLUUW MO €ro MPUMEHEHWUIo, ANs NpoUnakTuKM, AUarHOCTUKM,
nevyeHus 3aboneBaHusa nnu gnsa peabnnutaumm;

50.1) HexenaTenbHas peakuusi - HenpegHamepeHHasd HebnaronpusTHas peakuusi opraHuama, KoTtopasd
MOXET ObITb CBA3aHa C MPUMEHEHUEM NTIEKapCTBEHHOMO Npenapara;

(n. 50.1 BBegeH PefeparnbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)

51) cepbesHasi HexxenaTternbHas peakuns - HexxenaTenbHasi peakums opraHnamMa, CBsi3aHHas ¢ NPUMeEHEHNEM
nekapcTBEeHHOro npenapaTta, npuBedllas K CMepTU, BPOXAEHHbIM aHOManusiM WM Nnopokam pasBuTUS NnMbo
npencrtaensiowas cobol yrpo3y Xu3HW, Tpebytolwas rocnutanu3aummM wnu npueewas K CTOWKOW yTpaTte
TPYAOCNOCOBHOCTU U (MNWN) UHBANUOHOCTY;



52) HenpeOBWAeHHas HeXenaTenbHas peakuus - HexenaTenbHas peakuus opraHu3ma, KoTopasi CBsidaHa C
NPpMMEHEHVEM JeKapCTBEHHOrO npenapata B [03ax, PEeKOMEHAYEMbIX B MPOTOKOME €ro KIMHWYECKOro
nccriegoBanusi, Gpollope wuccnegosatens, WM C MPUMEHEHWEM FeKapCTBEHHOro npenapata B [4o03aXx,
pekomMeHayeMblX B UHCTPYKLUK MO ero NPUMEHEHUI0 AN NPOMUIaKTUKA, AMarHOCTUKN, nedYeHns 3abonesaHns unm
MeOMUMHCKOW peabunurtaumMm naumeHTa, W CYLWHOCTb, TSXEeCTb WM WUCXO4 KOTOPOW He COOTBETCTBYET
nHdopMaumMm O nekapCTBEHHOM MpenapaTte, CoAepXallencs B MPOTOKOMe €ero KMNMHUYECKOro uccnegoBaHus,
BpoLutope nccnegosaTtens Unv B MHCTPYKLMM NO MPUMEHEHWIO NEeKapCTBEHHOMO npenapara;

(n. 52 B pea. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

52.1) apmakoHag3op - BUA [OEATENBHOCTM MO  MOHUTOPUHTY 3ddekTMBHOCTM 1 Be3onacHoCTU
NneKkapCTBEHHbIX MpenapaToB, HamnpaBlieHHbI Ha BbIsIBNIEHME, OLEHKY W MpefoTBpalleHne HexXenaTeNbHbIX
NocneacTBUN NPUMEHEHUS NEKapCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH PepeparnbHbIM 3aKkoHOM 0T 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHus puckamu - nogpobHOe onucaHMe MeponpusaTMiA No  dhapMakoHaa3opy,
HanpaBfeHHbIX Ha BbISIBNIEHWE, OLEHKY W NpedoTBpalleHne W MUWHUMWU3aLMIO PUCKOB, CBSI3aHHbIX C
nekapCcTBEHHbIMU NMpenapaTamu, BKMoYast oueHKy 3dEeKTUBHOCTU AaHHbIX MEPONPUSATUIN;

(n. 52.2 BBegeH dPepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

53) peuenT Ha nekapCTBEHHbIA MnpenapaTr - MMCbMEHHOE Has3HayeHWe mneKkapCTBEHHOro npenapaTta no
yCTaHOBMEHHOW hbopme, BblJaHHOE MEAMLUHCKMM UMW BeTepUHapHbIM PaboTHMKOM, UMELWMM Ha 3TO Mpaso, B
Lensix OTnycka fekapCTBEHHOro npenapara Unm ero N3roToBreHNs U OTNYCKa;

54) TpeboBaHMe MeAMLMHCKOW OpraHu3auun, BETEPUHapHOW OpraHu3aumm - AOKYMEHT YCTaHOBIEHHON
OpMbI, KOTOPLIN BbIMMCAH MEOULMHCKUM UIN BETEPUHAPHBIM PAaBOTHUKOM, MMEIOLLMM Ha 9TO NpaBo, U COOAEPXUT
B NMUCbMEHHOW (QOPME yKa3aHue anTeyHoW opraHu3aumm ob oTnycke NeKkapCTBEHHOro npenapata WMnmM O ero
N3roToBreHnn 1 06 oTnycke ans obecneyeHms nevyebHoOro npolecca B MEOULMHCKON OpraHn3auumn, BeTepMHapHON
opraHusauuu;

55) komnnekcHas oOLEeHKa NneKapCTBEHHOro npenapaTa - OLEHKa 3aperMcTpupoBaHHOMO NeKapCTBEHHOMO
npenapaTa, BKMwyawwas B cebs aHanvM3 mHpopmauMm O CPaBHUTENBHOW KIMHUYECKOW 3d(EKTUBHOCTU U
6e3onacHOCTV NeKapCTBEHHOro npenapara, OLUEHKY 3KOHOMWYECKMX MOCHeAcTBUMA ero NPUMEHEHWs, U3yyYeHue
OOMONHUTENbHBLIX NOCNEACTBMN MNPYMEHEHNS MeKapCTBEHHOrO npenapata B UensaxX MPUHATUS pPEeLUeHun o
BO3MOXHOCTM BKIMIOYEHMS NEKapCTBEHHOro npenapata B MEepeYvYeHb XMU3HEHHO HEeOBXOAMMbBbIX K BaXKHEeMLIMX
nekapCTBEHHbIX MNpenapatoB, HOPMAaTMBHbIE MPaBOBbIE€ aKTbl U WHble AOKYMEHTbI, Onpegensiowme nopsaok
oKasaHWsi MeAULNHCKON MOMOLLW, UITN UCKITIOYEHUS ero 13 yka3aHHbIX NePeyYHsi, aKTOB U JOKYMEHTOB.

(n. 55 BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

aga 2. MONIHOMOYUS ®EAEPAINbHbLIX OPFAHOB UCTMONTHUTENLHON
BNACTW, OPFAHOB UCTMONHUTENBLHOW BNIACTU CYBBEKTOB POCCUNCKOW
®ENEPALIMX NPU OBPALWEHUN NNEKAPCTBEHHbLIX CPEACTB

Ctatbs 5. lNonHoMouus q)ep,epaanblx opraHoB MCMNONHUTENBbHOW BRacTu npu o6pau_Leva| JNIeKapCTBEHHbIX
cpencTe

K nonHomounsim cpbeaepanbHbIX OpraHoB UCMOMHUTENBLHOWM BacTu Npy obpalleHnmn fekapcTBEHHbIX CpeacTB
OTHOCATCS:

1) npoBegeHne B Poccuiickon denepaunm eguHOM rocygapCTBEHHOW MOMUTMKM B obractu obecneyeHust
nekapcTBeHHbIMU NpenapaTamu rpaxxgaH B Poccuiickon ®eagepauuu;

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

2) ytBepxgeHue oblwmx capmakonerHbix cTaTteir, apMakonenHblX CTaTew, U3gaHwe rocyaapCTBEHHOW
dhapmakoneu, co3gaHue u BeeHne peecTtpa papmakonenHblx cTaH4apTHbIX 00pasLoB;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyLecTBNeHNE rocyAapCTBEHHOIO KOHTPoNs (Hag3opa) B cdepe obpalleHNst NeKapCTBEHHbLIX CPEACTB;
(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3upoBaHMe NPOU3BOACTBA feKapCTBEHHbIX CPeAcTB U hbapMaueBTUHECKOW AeATenbHOCTU B
COOTBETCTBUM C 3aKoHogaTenbcTBOM Poccuiickon ®enepaunu;

5) opraHu3auus 3KCNepTu3bl JIEKAPCTBEHHbIX CPEACTB, STMYECKOW 3KCMEepPTU3bl BO3MOXHOCTM NMPOBEAEHMS
KNMUHUYECKOTO WCCNEeAOBaHUSA JIEKapCTBEHHOro npenaparta Ansg  MeguUMHCKOTO MPUMEHEHUS, SKCMepTusbl
OOKYMEHTOB, MPeACTaBMEHHbIX AN ONpefeneHns BO3MOXHOCTM paccMmaTpuBaTb NEKapCTBEHHbIN npenapar Anis
MELMLMHCKOTO MPUMEHEHUS NPU TFOCYSApCTBEHHOW perncrpaumm B KavecTBe Op(PaHHOro JekapCTBEHHOro
npenapara;

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

5.1) opraHusauus npoBeAeHUs KOMMMEKCHOW OLEeHKU feKapCTBEHHOro npenapata B Uensax MpUHATUS
PELUEHNA O BO3MOXHOCTU BKMOYEHUS NEeKapCTBEHHOro npenapata B MepeveHb XM3HEHHO HeoOXoAUMbIX U
BaXHEMNLUNX NEeKapCTBEHHbIX MpenapaTtoB, HOPMATMBHbIE MPaBOBble aKTbl U MHble OOKYMEHTbI, onpeaensioLime



NopsiAOK OKa3aHWs MeAMUMHCKOW MOMOLLM UITN UCKIYEHUS ero N3 yka3aHHbIX NePeYHsi, aKTOB U JOKYMEHTOB;
(n. 5.1 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

6) Bbldaya paspeLleHnin Ha NpoBeAeHNE KITMHUYECKMX UCCNeAoBaHWI NIeKapCTBEHHbIX NpenapaToB, BegeHve
peecTpa BblgaHHbIX pa3peLleHnii Ha NPoOBEeAEHME KITMHUYECKMX UCCef0oBaHNA NekapCcTBEHHbIX NpenapaTtos;

7) rocygapcTBeHHasi perncrpaumsi nekapcTBEHHbIX NpenapaToB, BedeHWe rocygapCTBEHHOro peecTpa
NeKapcTBEHHbIX CPeACTB;

8) opraHunzaumsa n (Mnn) NpoBeAeHNe UHCNEKTMPOBAHUS CYOBHEKTOB ObpalleHnsa nekapCTBEHHbIX CPEeACTB Ha
COOTBETCTBME NMpaBunam Hagnexatlen nabopaTtopHOWN NpakTUKW, NpaBunamM Haanexatlen KnMHUYEeCKOM NPakTUuku,
npasunamM Hagnexalien nNpakTuKM XpaHeHUs U NepeBO3KN NeKapCTBEHHbIX MpenapaToB, NpaBunaM Haanexatilen
ONCTPMOBIOTOPCKON NPaKTUKW, NpaBuiam Haanexallen anTe4YHon NpakTukuy;

(n. 8 B peq. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

8.1) opraHusaumsa u (Mnv) NpoBeAeHUEe MHCMEKTUPOBaHNS CyObEKTOB OOpalleHUs nekapCTBEHHbIX CpeacTB
Ha cooTBeTCcTBME TpeboBaHMAM MpaBui Haanexaler NpPOM3BOACTBEHHOW NPAKTWKKW, Bbldaya 3akmyYeHun o
COOTBETCTBMU NPOU3BOAMTENSA NIEKAapCTBEHHbBIX CPeAcTB TpeboBaHUsIM NpaBwil Haanexallenh Npons3BoaCTBEHHOMN
NPaKTVKW;

(n. 8.1 BBegeH dPeaepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

8.2) ycTaHoBneHWe nopsaka BeOeHUsa N Be4eHUe rocygapCTBEHHOro peectpa 3aknivyeHnin 0 COOTBETCTBUM
Npov3BOAUTENS NEKapCTBEHHbIX CPeacTB TpeboBaHNAM NpaBuil Hagnexallen Npou3BoACTBEHHOW NPAKTUKWY;

(n. 8.2 BBegeH PeaepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

9) rocygoapCTBeHHas perucTpauusi YCTaHOBIEHHbIX MPOU3BOAMTENSIMA JIEKAPCTBEHHbIX MpenapaToB
npeaenbHbIX OTNYCKHbIX LIEH Ha XU3HEHHO HeOoOXOoAMMbIE N BaXKHEWLIMe nekapCTBEHHbIE NpenapaTbl U BeaeHune
rocy4apCTBEHHOIO peecTpa npedesnibHblX OTMYCKHbIX LIEeH MPOW3BOAWUTENEN Ha NeKapCTBEHHble npenapaThl,
BKITHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOOUMBIX Y Ba)KHENLLMX NEKAapCTBEHHbIX MPenaparos;

9.1) cornacoBaHve TNPOEKTOB pPELIEHUA OpraHoB WCMOMHUTENbHONW Bractu cybbektoB Poccuinckon
depepaummn 06 yctaHOBNEHUU U (MNKN) U3MEHEHUWN MNpPELENbHbIX Pa3MepoB ONTOBbIX HagbaBOK M npeaernbHbIX
pasMepoB pPO3HMYHbLIX HaObaBOK K (PAaKTUYECKMM OTMYCKHbIM LieHaM, YCTaAHOBIIEHHbIM MNPOWU3BOAUTENSAMMU
NeKapCTBEHHbIX MpenapaToB, Ha NEKapCTBEHHbIE NpenapaThbl, BKIKOYEHHbIE B NepeYeHb XU3HEHHO HEOBXOaUMbIX
N BaXXHEMNLLUNX NEeKapCTBEHHbIX NpenapaTtos;

(n. 9.1 BBegeH deaepanbHbiv 3akoHom oT 13.07.2015 N 241-93)

10) ycTaHoBneHve nopsgka BBO3a IleKapCTBEHHbIX cpeactB B Poccuinckyto Pegepaumio u BbiBO3a
nekapcTBeHHbIX cpeacTts n3 Poccunckon ®enepauum;

(n. 10 B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

10.1) Bblgayva, ycTaHOBMeHWe nopsiaka BblgauuM U (popMbl JOKYMEHTa, KOTOpbIM nogTBepxAaeT, 4yTo
NPOU3BOACTBO fIEKapCTBEHHOO Npenaparta OCyLLECTBEHO B COOTBETCTBUN C TPeBOOBaHNSIMU NPaBui Hagnexallen
NPOU3BOACTBEHHOW MPaKTUKKU, U MOANEXUT NPEACTaBNEHNIO MO TPeOOBaHMIO YNONHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOpYIO BBO3UTCH NEKAPCTBEHHbIV Npenapar;

(n. 10.1 BBegeH PeneparnbHbIM 3aKOHOM OT 22.12.2014 N 429-®3)

10.2) Bblgava, yCTaHOBINEHWE Mopsaka Bblgaduy M popMbl JOKYMEHTA, COAEpPXKaLLEero CBeAEHUA O cTagusix
TEXHOMOrMYEeCKOro npoLecca npou3BOACTBa JIEKAPCTBEHHOrO CpeAacTBa Anst MEAMLMHCKOrO MNpPUMEHEHMS,
OCYLLECTBMSIEMbIX HA TeppuTopmn EBpasninckoro SKOHOMMUYECKOTrO CO3a;

(n. 10.2 BBegeH depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93, B pen. PegepanbHoro 3akoHa ot 13.07.2015 N
241-03)

11) co3gaHue CoBETOB MO BOMNpPOCaM, CBA3aHHbIM C OOpalleHNeEM NeKapCTBEHHbIX CPEACTB;

12) atTectaums n ceptudmkaLmsa cneynanucTos;

13) ytpatun cuny c 1 ceHTabps 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-93;

14) ocywecTteneHune papmakoHaasopa;

(n. 14 B pen. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-93)

15) yyacTne B MeXxayHapogHOM COTPYAHUYECTBE;

16) nony4eHne No 3anpocam ynorHOMOYEHHOro doeeparnbHOro opraHa UCNoIHUTENBHON BNAacTu OT OpraHoB
ncnonHuTenbHou Brnactu cybbektoB Poccuickon degepaunm, a Takke oT CyObeKkToB 0bpalleHNs nekapcTBEHHbIX
CPEeACTB AN MEeOVLMHCKOTrO MPUMEHEHUST MHGOPMAaLMKU MO BOMPOCAM YCTAHOBMEHUS WM MPUMEHEHUSA LEeH Ha
NeKapcTBEHHbIe Npenapatbl U HagbaBoK K HUM;

17) npyMeHeHe Mep OTBETCTBEHHOCTU 3a HapyLLeHne 3akoHogaTenbcTBa Poccunckon ®egepaunu;

18) yTBepXOeHWe npaBun Hagnexawen nabopaToOpHOM MPaKTUKK, NpaBuil Haanexallen KriMHUYECKOM
NPakTUKW, MpaBU Hagnexallen MNpoM3BOACTBEHHOW NPaKTWMKW, MNPaBuUIT Hagnexalwlen nNpakTUKM XpaHeHust 1
NepeBO3KM NEKApPCTBEHHbIX MNpenapaToB, MNpaBWuil  Hagnexawewn [OUCTPUOBLITOPCKOM MNPakTUKW, NpaBuin
Haanexallen anTeyHon NpPakTUKKA, NPaBuN Hagnexalen nNpakTukn bapmakoHaa3opa NeKapCTBEHHbIX NpenapaTos
ONst MEAMUUHCKOIO MPUMEHEHUS;

(n. 18 BBegeH ®efeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)
19) ycrtaHoBneHue nopsaka OPMMPOBAHUA PErnmcTPaLMOHHOrO AO0Cbe Ha IeKapCTBEHHbIW npenapaTt u



TpeboBaHWIn K JOKYMEHTaM B €ro COCTaBe;
(n. 19 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBEpXAeHWe npaBun pauuoHanbHOro BbibOpa HavMEHOBaHWW FEeKapCTBEHHbIX NpenapaTtoB Ans
MeAMLMHCKOro NPUMEHEHMS;

(n. 20 BBepeH PepepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

21) yTBEpXXAEeHME NepeyHs HaMEHOBAHWUI NeKapCTBEHHbIX (hopm;
(n. 21 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

22) chopmupoBaHue peectpa TUMOBbLIX MHCTPYKUUN MO MEOULUHCKOMY MPUMEHEHMIO B3aMMO3aMeHSIeMbIX
neKapCcTBEHHbIX NpenapaTos;

(n. 22 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

23) yTBepxaeHue TpeboBaHM K MHCTPYKLMU MO MEAMLIMHCKOMY MPUMEHEHMIO NNEKAapCTBEHHbIX NPenapaToB U
K MHCTPYKLMUN MO BETEPUHAPHOMY NMPUMEHEHMIO NIEKAPCTBEHHBIX NPenapaTos.;

(n. 23 BBeaeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

24) pocynebHoe 3akpblTMe CamTOB, coAepXalinmx WMHAOPMALMIO O PO3HUYHOW MpoAdaxke OUCTaHLMOHHBLIM
cnocobom, npeanoxeHne o NpMobpeTeHnn OUCTaHLMOHHBIM CNOCOOOM, AOCTaBKe AMCTaHLMOHHBIM CMocoboM K
(vnn) nepepaye u3NYECKOMy nMLY AMCTAHUMOHHBIM CMOCOBOM MeKkapCTBEHHbIX MpenapaToB, HAPKOTUYECKMX
NEKapCTBEHHbIX MpenapaTtoB U MCUXOTPOMHbIX JIEKAPCTBEHHbLIX MNpenapaToB, 3a WCKIHYEHWEM CIyyaes,
yCcTaHoBneHHbIX [paBuTtensctBom Poccurickon ®epepauun.

(n. 24 BBegeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

MpumeyaHue.

MonoxeHua cTtatbm 5.1 pacnpocTpaHATCA Ha MNOMHOMoYMsA deneparnbHbiX OPraHoB WUCMOMHUTENbHOMW
BMacTu, KOTOpble He nepedaHbl Ans OCYLWEeCTBNEHUS opraHaMm rocygapCTBeHHOM Bnactu cybvektoB Poccuickon
degepaumun n opraHaM MECTHOrO CaMOynpaBeHNsi COOTBETCTBYOLWUMN dheaepanbHbIMU 3aKOHaAMMU.

Cratba 5.1. lNepepaya ocyLecTBNeHN NONTHOMOYNA doeeparnbHbIX OpraHOB UCMOMNMHUTESNIbHON BAcTu npu
obpalLeHny nekapCcTBEHHbIX CPEACTB OpraHam UCMONHUTENbHOM BNacTh cydbbektoB Poccuiickon Pepepaumm
(sBegeHa ®epepanbHbiM 3akoHoM oT 13.07.2015 N 233-93)

MonHomouuns deagepanbHbIX OpraHoOB MCMNOMHUTENBHOW BnacTu npu obpalleHun nekapcTBeHHbIX CPeacTs,
npegycMoTpeHHble HacToswmM PegepanbHbIM 3aKOHOM, MOTYT nepefaBaTbCs Afs OCYLLECTBIEHMS OpraHam
ucrnonHuTenbHon Bnactn cybbektoB Poccuiickon Pegepauumn noctaHosneHusmu [lMpasutensctea Poccuiickon
depepaumun B nopsagke, yctaHoneHHom denepanbHbiM 3akoHOM OT 6 okTa6psa 1999 roga N 184-03 "O6 0o6wwux
NpuHUMNax opraHv3aumy 3akoHogaTerbHbIX (MPeAcTaBUTENbHbIX) U UCMOMHUTENbHbBIX OPraHOB rocy4apCTBEHHOM
BnacTu cydobekTtoB Poccuickon depepaumm”.

Cratba 6. lMonHOMOYMS OpraHoB WCMONMHUTENbHOW Bractu cybobekta Poccuickon Pdepepaumm npu
obpalLeHnn nekapcTBEHHbIX CPEACTB

K nonHomouusiM opraHoB MCnoOnHUTENbHOW Bnactu cybwbekta Poccunckon ®egepauumn npu obpalleHun
NneKapCTBEHHbIX CPeACTB OTHOCSTCS:

1) paspaboTka n peanu3aums pernoHanbHbIX Mnporpamm obecrneyeHuss HaceneHus nekapCTBEHHbIMM
npenapaTtamu;

2) ycTaHOBMEHWE MpedenbHbIX pasMepoB ONTOBbIX HaAbaBOK W npefdefibHbiX pPasMepoB PO3HUYHBIX
HaabaBoK K (hakTU4YECKMM OTMYCKHbIM LieHaM, YCTAHOBIEHHBbIM NMPOU3BOAUTENAMM NTIEKAPCTBEHHbIX NPENapaToB, Ha
NEeKapCTBEHHbIE NpenapaTbl, BKIYEHHbIE B MEPEYEHb XUIHEHHO HEOOXOAMMBIX U BaOXKHEMLINX JIEKAPCTBEHHbIX
npenapaTos;

3) ocyLLecTBNEHME PErMOHANbHOMO roCyAapCTBEHHOIO KOHTPOIS 33 MPUMEHEHUEM LEH Ha NEeKapCTBEHHbIE
npenapaTtbl, BKIIOYEHHbIE B MNEpeYeHb XM3HEHHO HEOBXOAMMBIX W BaXKHEWLUMX JEKapCTBEHHbLIX MNpPenapaTos,
opraHu3aumMsiMuM OMTOBOW TOPrOBMM, anTEYHbIMW OpraHu3auusMn, WHAMBUAYaNbHBIMW NPeanpUHUMaTEnsamu,
UMELLUMUN NULIEH3UI0 Ha hapMaLEBTUYECKYIO AeSATENBHOCTb.

(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

masa 3. FOCY[IAPCTBEHHAS ®APMAKOIES
Cratbs 7. PaspaboTka U uagaHve rocygapcTBeHHol hapMakoneu, pa3MeLleHne AaHHbIX O Heit

1. Tlog rocymapctBeHHOW hapmakoneen MOHUMAaEeTCs CBo4 oOwux papmakonewHblx cTaten wu
bapmakonenHblx cTaTen.



2. PaspaboTka obLmx hapmakonemnHbix cTaTen n papmakonenHbix cTaten, B TOM yYucre dapmMakonenHbixX
cTaTel Ha (papMakonenHble cTaHdapTHble obpasubl, M BKIOYEHME MX B TOCydapCTBEHHYK hapMakoneto
OCYLLECTBMSATCS B MNOPsiAke, YCTAHOBNEHHOM YMOJSIHOMOYEHHbIM diegeparnbHbiM OpPraHOM WUCMOJTHUTENBHOM
BNacTu.

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

3. Paspabotka dhapmakonenHom ctaTtbl Ha pedepeHTHbIN NEKAapPCTBEHHLIA NpenapaTt u BKMNIOYEHWe ee B
rocyfapCTBEHHYIO hapMakonelo B Te4YeHMe cpoka AeNCTBUSA 3allUTbl UCKMIOYMTENBHOrO npasa, YaA0CTOBEPEHHOrO
naTeHTOM Ha pedepeHTHbIN NeKapCcTBEHHbIN Npenapart, OCYLLEeCTBASTCS C cornacus ero paspabortuuka.

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

4. TocypapcTBeHHas dhapMakonesi usgaetcs YrnofIHOMOYEHHbIM heaepanbHbIM OPraHoOM UCMOSTHUTENBHON
BNacTu 3a cyeT cpeacTB defepanbHOro oogketTa u NoanexuT nepensgaHnsM He pexke YemM OAauH pas3 B MATb NeT,
B Mepuvogd Mexay KOTOPbIMW M3LalTCs MPUMOXKEHUS K FOCyQapCTBEHHOW dapmakonee, cogepxaiime oblime
dapmakoneriHble ctatbl U (UNKn) dapmakonenHble CTaTbW, YTBEPXKAEHHbIE MOCME U3OAaHUA UMW NepensgaHus
rocygapcTtBeHHOM hapmakonen.

5. YnonHomoueHHbln dedepanbHbli  OpraH  UCMAOMHUTENbHOW  BNacTM  pasMellaeT AdaHHble O
rocygapctBeHHoW dapmakonee M MNpUOXEHUsIX K HeW Ha cBoeM odmumanbHOM cavte B cetn "WIHTepHeT" B
YCTAHOBMEHHOM MM MOpPsiaKe.

Maga 4. TOCYOQAPCTBEHHbIA KOHTPOIb NPU OBPALLEHUU
JNIEKAPCTBEHHbIX CPEACTB

Cratb4 8. J'Imu,estpOBane npon3soacTBa JieKapCTBEHHbIX CpeacTB U d)apMaLleBTMHeCKOVI OeATeNIbHOCTU

1. JlvueHanpoBaHve npoM3BOACTBA fEKapCTBEHHbIX CpeacTB M dapMaueBTUYeCcKoW OesaTenbHOCTU
OCYLLEeCTBMNAETCH B COOTBETCTBUN C 3aKoHOAaTenscTBOM Poccuiickon degepaumm.

2. ObssaTenbHbiM YCrOBMEM MPEeOoCTaBfeHNs NUUEH3UW Ha MNPOM3BOACTBO JIEKapCTBEHHbIX CPeacTB
ABMNSETCA MNPUMOXEHNE K 3asBMEHUI0 COUCKaTens NULEH3UN MNepeyvHst NekapCTBEHHbIX hopM u (Mnv) BMAOB
hapmaLeBTUHECKMX CYOCTaHLUIA, KOTOPbIE NPOU3BOANTENb NTEKAPCTBEHHbIX CPEACTB HAMEPEH NMPOM3BOANTD.

3. B cnydyae HeoBGxoAMMOCTU paclUMpEeHUs MPOWM3BOACTBA J€KapCTBEHHbIX CPEACTB 3a CYET HOBbIX
nekapCcTBEHHbIX POpM 1 BUAOB hapmaLeBTUYeCKMX CybCTaHLMN NPpon3BoanTENb NEKAaPCTBEHHbIX CPeaCTB AOMMKEH
MONy41Tb HOBYIO SIMLIEH3WIO Ha MPON3BOACTBO NEKAPCTBEHHbIX CPEACTB.

CraTbsa 9. [ocygapcTBeHHbIN KOHTPOMb (Haa3op) B cdhepe obpalleHns NekapCTBEHHbIX CPpeacTB
(B pea. PenepansHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocyaapCTBEHHbIN KOHTPOIb (Haa3op) B cchepe obpallieHnsi ekapCTBEHHbIX CPEACTB BKIHOYaET B ceb4:

1) TNWUEH3NOHHBLIM KOHTPONMb B cdbepe NPOM3BOACTBA JEKApCTBEHHbIX CpPeacTB W B cdepe
dapmaLeBTUHECKON AEATENBHOCTY;

2) hegepanbHbIN rocyaapCTBEHHbIV HAA30p B chepe obpalleHns nekapCTBEHHbIX CPEACTB;

3) BbIOOPOYHBIN KOHTPOSb KayecTBa NekapCTBEHHbIX CPeacTB.

(n. 3 BBegeH ®efeparnbHbIM 3akOHOM OT 22.12.2014 N 429-d3)

2. JIMUEH3NOHHbIN KOHTpONb B cdepe NpPoU3BOACTBA MeEKapCTBEHHbIX cpeactB UM B cdepe
hapmaueBTUYECKON  OeATEeNbHOCTU  OCYLECTBNAETCH  YNONHOMOYEHHbIMKM  defepanbHbiM — OpraHoMm
NCMNONMHUTENBbHOW BNacTu U opraHamMmu UCMOMHUTENBbHOW BnacTn cyobekToB Poccuiickon defepaumm cornacHo mx
KOMNeTeHUun B nopsiake, yctaHoBneHHoM ®eaepanbHbiM 3akoHOM OT 26 aekabps 2008 roga N 294-03 "O 3awmTe
npas OpUANYECKUX NUL, W WHAMBUAYaANbHbLIX MNpeAnpuHUMaTenen npu OCYLLEeCTBMEHUU [OCy4apCTBEHHOro
KOHTponsa (Hagsopa) M MyHMLMNANbHOrO KOHTponsa", C y4eToM OCOOEHHOCTEN oOpraHv3aummM W NpoBeAeHUS
NPOBEPOK, YCTaHOBMEHHbIX PeaepanbHbiM 3akoHOM OT 4 mada 2011 roga N 99-03 "O nuueH3npoBaHUM oTAeNbHbIX
BWOOB gesaTenbHoCTN".

3. depepanbHbI rocyaapCTBEHHbIN HAaA30p B cdepe obpallieHns NeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCA
YMNOSTHOMOYEHHbIMWN (peepanbHbIMU OpraHaMmy WCMONHUTENbHOW BnacTu (danee - opraHbl rocygapCTBEHHOro
HaJ30pa) CcornacHoO Mx KoMneTeHuMn B nopsiake, yctaHoBrneHHoM MpaeuTtenbctBom Poccuiickon ®epepauun.

4. depepanbHbIl rOCYOAPCTBEHHBIN HAaA30p B cdepe obpalleHusi NekapCTBEHHbIX CPeACTB BKIHOYAET B
cebs:

1) opraHusaumio 1 nNpoBefeHNe NPoOBEPOK cobntogeHns cydobekTamu obpalleHnsi NekapCTBEHHbIX CPeacTB
YCTaHOBMEHHbIX HacToAWwmnM deaepanbHbIM 3aKOHOM U NPUHSATLIMU B COOTBETCTBUM C HAM UHBIMU HOPMaTUBHbLIMU
npaBoBbIMM akTamu Poccunickon Pepepaumm TpeboBaHM K AOKIMHUYECKUM MWCCMNELOBaHUSAM JEKAPCTBEHHBLIX
CPEeACTB, KIMMHUYECKUM NCCNeAoBaHNSAM NekapCTBEHHbIX NpenapaToB, XpaHeHUIo, NnepeBo3ke, BBO3y B Poccuiickyto
defepaumio, OTNYCKY, peanu3auuu nekapCTBEHHbIX CPeacTB, MNPUMEHEHUI0 feKapcTBEHHbIX nNpenapaTos,
YHUUTOXEHWIO NeKapCTBEHHbIX CPEACTB, a Takke COOMAeHWs YNONTHOMOYEHHbIMU OpraHamu UCMOMHUTENBHON
Bnactu cyobekToB Poccunckon degepauum MeToOuKM YCTaHOBIEHNS NpederibHbIX pasmMepoB OMTOBbIX HaabaBoOK



W npedenbHbIX pa3mMepoB PO3HUYHbIX HaAbaBOK K (PaKTUYECKUM OTNYCKHbIM LieHaM, YCTaHOBMEHHbIM
NPOVN3BOAUTENAMW NEKapCTBEHHbIX MpenapaToB, Ha JeKapCTBEHHble Mpenaparbl, BKIOYEHHble B MepeyeHb
XM3HEHHO HeobX0AMMBIX U BaXKHENMLLUX leKapCTBEHHbIX NpenapaTos (4anee - obs3atencHble TpeboBaHNs);

2) opraHusaumlo ¥ MPOBEAEHWE MPOBEPOK COOTBETCTBUSA JI€KAapCTBEHHbIX CPeAcTB, HaxogsdWwuxcs B
rpakgaHcKkoM 060poTe, YCTaHOBMEHHbLIM TPeBOBaHUSAM K UX KayecCTBY;

3) opraHu3auuio n nposefeHue apmakoHag3opa;

4) npuvMeHeHve B nopsgke, YCTAHOBMEHHOM 3akoHodaTenbCcTBoMm Poccunckon degepaunn, Mep no
NpecevYeHnto BbISBIEHHbIX HapyleHun obsisaTenbHbix TpeboBaHUN U (MMM) YCTPaAHEHWIO MOCNEeACTBUA Takux
HapyLeHn, B TOM YMCRE NPUHATUE PELLEHNS O HaxXOXAEHWW NekapCTBEHHbIX CpedcTB B obpalueHun, Bbigady
npeanucaHmin 06 yCTpPaHEeHWU BbISIBMIEHHbIX HapyleHWn obasaTenbHbix TpeboBaHWM U MpuBReYeHne K
OTBETCTBEHHOCTU MUL,, COBEPLUMBLUMX TakNe HapyLUEeHus.

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

5. ®egepanbHbIn rocygapcTBEHHbIN HaA30p B cdepe obpalleHus nekapCTBEHHbIX CPEACTB OCYLLECTBNSETCH
B nopsigke, yctaHoBrneHHoM degepanbHbiM 3akoHOM OT 26 gekabps 2008 roga N 294-03 "O sawwute npae
IopuaNYEecKkUX nuy M UHAMBMAYaNbHbIX NpednpuHumMartenei npu OCyLEeCTBNIEHUN roCyAapCTBEHHOIO KOHTPOSS
(Hapg3opa) M MyHMUMNANbHOrO KOHTpoMs", C y4eTOM OCOOEHHOCTEN, YCTAHOBIEHHbIX HAaCTOsLWEWn CTaTben.
lMpenBaputenbHOe cornacoBaHWe C OpraHamy MpOKypaTypbl CPOKOB MPOBEAEHUS BHEMMaHOBOW MNPOBEPKU
cybbekToB 0OOpalleHNss NekapCTBEHHbIX CPEACTB, a Takke npeasapuTernbHOE YyBEAOMIEHUE HpuanyYecknx nu,
MHAMBUAOYaNbHbIX NpeanpuHUMaTenen o Hadane NnpoBeaeHns 3Ton NpoBepkn He TpebyeTca. OpraHbl NPOKypaTypbl
M3BEeLLalnTCa O MNpPOBeAEeHWM BHEMMaHOBOW MNPOBEPKM CyObEeKTOB 0OpalleHnss NeKkapCTBEHHbIX CPeacTB
nocpeacTBOM HanpasfeHNsi COOTBETCTBYOLLMX AOKYMEHTOB B TeYeHMe Tpex pabounx gHEN C MOMEHTa OKOHYaHus
npoBeAeHUst yKasaHHOW BHEMMaHOBOW NPOBEPKMU.

(vacTb 5 B peq. ®epgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. JOmKHOCTHbIE NnLa opraHa rocyaapCTBEHHOro Hagsopa B Nopsake, YCTAaHOBMEHHOM 3aKoHO4AaTeNbCTBOM
Poccunckon ®egepaumm, UMEOT Npaso:

1) nomyyaTb Ha OCHOBaHUM MOTMBMPOBAHHbBIX MWUCbMEHHbIX 3anpocoB OT CyObeKkToB obpalleHus
nekapCTBEHHbIX CPeAcTB, OpraHoB WCMoOMHUTENbHOW Bnactn cybbektoB Poccuickon Pegepaumm n OpraHos
MECTHOro camoyrnpasneHns JOKYMeHTbl U MHGOpMaLMIo Mo Bonpocam obpalleHuns nekapCTBeHHbIX CPeAcCTB;

2) BecnpenaTCTBEHHO MO NPeabsABreHUN CNyXebHOro yAOoCTOBEPEHMS U KONUW mpukasa (pacnopspkeHus)
opraHa rocygapcTBEHHOro Hag3opa O Ha3HayYeHUMU NPOBEpKWU nocelwatb UCNofb3yemble IPUANYECKUMN nuuamu,
MHAMBUAYaNbHBIMY NpeanpuHMMaTens My, ABnSOWMMUCS cybbekTammn obpalleHnss NekapcTBEHHbIX CpeacTs, npu
OCYLLECTBMEHUN CBOEN AeATEeNnbHOCTU Tepputopuu, 34aHus, NOMELLEHWUS U COOPYXEHUS B Lensx npoBeaeHus
MEpPONPUATUIA NO KOHTPOSHO;

3) npoBoauTb OTO6Op 06pasuoB NeKapCTBEHHbIX CPeACcTB, NpeAHasHayeHHbIX Ans peanu3aumn K
peanusyembix CyObekTamu obpalleHus neKkapCTBEHHbIX CpeAcTB, Afs MPOBEpPKM KX KayecTBa, MpoBedeHUs
nccnegoBaHuii, UCMbITaHUA B COOTBETCTBMU C NpaBuiamn otbopa o6pasuoB, YCTAHOBMEHHBIMU YNONTHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMOMHUTENBHON BRacTy;

4) BblgaBaTb cybbekTam obpalleHns nekapcTBeHHbIX CPeACTB NpeanucaHus O npekpalleHnyM HapyLlleHun
o0b6sa3aTenbHbIX TpeboBaHM M 06 yCTpaHeHUW BbiSIBMEHHbIX HapyLLeHW oba3aTenbHbIX TpeboBaHui;

5) HanpaenATb B YMNOMHOMOYEHHbIE OpraHbl MaTepuanbl, CBA3aHHble C HapyweHusamMu obA3aTenbHbIX
TpeboBaHuWi, AN peLleHns BONpoCcoB O BO3OYXAEHUN YrONOBHbLIX AeN MO Npu3Hakam NpecTynneHnn.

7. BbIGOPOYHBIN KOHTPOMb KayecTBa feKapCTBEHHbIX CpeacTB  OCYLEeCTBASeTCH  YMONTHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMOMHUTENBbHOW BNAcTy B yCTAHOBNEHHOM UM NOPSAKE U BKNoYaeT B cebs:

1) obpaboTky cBegeHun, B obs3aTenbHOM nopsgke npedocTaBnseMblx CcybbekTamu obpalieHus
rnieKkapCTBEHHbIX CPEeACTB, O Cepusx, NapTUAX NEKapCTBEHHbIX CPeACTB, MOCTYNawLlWmMX B rpaxgaHCcKkuin obopoT B
Poccunckon degepaumm;

2) otbop 06pa3uoB NekapCTBEHHbIX CPeACTB y CyObEeKTOB 0OpalleHUsi NnekapCTBEeHHbIX CPEeACTB B LEensx
nNpoBedeHUs1 UCMbITaHUA Ha WX COOTBETCTBME TpeboBaHMAM HOPMAaTMBHOW OOKYMEHTauuMM UM HOPMaTMBHbIX
[OKYMEHTOB;

3) NpyHATME MO pes3ynbTaTtaM MPOBEAEHHbIX UCMbITAHWA pelleHus O anbHenwem rpaxgaHckom obopoTe
COOTBETCTBYHOLLErO NIEKapCTBEHHOIO CPeacTBa;

4) NpUHATME YNONMHOMOYEHHbIM (hbefepanbHbIM OPraHOM WMCMOMHUTENBbHOW BAcTU peLLeHMst O nepeBode
NeKkapCTBEHHOro cpeAcTBa Ha NOCEPUNHBIN BbIOOPOYHbIN KOHTPOSb KayecTBa MekapCTBEHHbIX CPeacTB B Cry4ae
MOBTOPHOrO BbISIBNEHUS HECOOTBETCTBUS KayecTBa JIEKApCTBEHHOro CPeAcTBa YCTaHOBMEHHbIM TpeboBaHuAM ©
(mpn HeobxogmmocTM) O MpoBepke cybbekTa OOpalleHUs INeKkapcTBEHHbIX cpeacTB. Pacxogpbl, CBsi3aHHble C
npoBedeHNneM MNOCEPUAHOr0 BbIGOPOYHOrO KOHTPOSsS KayecTBa JieKapCTBEHHbIX CPEeACTB, OMNfayvBalTCcs
npousBoAUTENEeM feKapCTBEHHOro cpefactBa nubo fdepxatenem uwnu  BnagenbUeM  perucTpaumoHHOro
YOOCTOBEPEHMS flekapCTBEHHOro npenapara.

(4acTtb 7 BBegeHa defepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)



naesa 5. PASPABOTKA, AOKNMHNYECKUE UCCJIEOOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKUE UCCITEOOBAHUA
NEKAPCTBEHHbIX MPEMNAPATOB AJ11 BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. PaspaboTka nekapcTBEHHbIX CPeACTB

1. PaspaboTka nekapCTBEHHbIX CpeacTB BKIoYaeT B cebs NMOUCK HOBbLIX (hapMaKonornMyeckm akTUBHbIX
BELLEeCTB, Mocrneaywllee M3ydyeHne MX IeKapCTBEHHbIX CBOWCTB, OOKMMHWYECKUE MUCCrenoBaHus, pa3paboTky
TEXHONOrMm Npou3BoAcTBa hapmaLeBTUYeCcKnx cybcTaHuuin, pa3paboTKky COCTAaBOB U TEXHOMOMMN NPOM3BOACTBA
NeKapCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTkm NekapCcTBEHHbIX CPEACTB OCYLLECTBMNSETCH 3a CYET:

1) cpencTts dhenepansHoro 6ookeTa;

2) cpencTB pa3pabOoTUNKOB NEKAPCTBEHHbIX CPEACTB;

3) cpeacTB Npomn3BOAMTENEN NEKAPCTBEHHBIX CPEACTB NPW BbIMOMHEHUN HAay4YHO-UCCNeaoBaTeNnbCKux paboT
Mo AOroBopy Mexay pa3paboTunMKOM NeKapCTBEHHbBIX CPeACTB 1 MPOM3BOANTENEM NIEKAPCTBEHHbIX CPEACTB;

4) nHbIX He 3anpeLLeHHbIX 3akoHoaaTenbcTBOM Poccuiickon degepaumm NCTOYHMKOB.

3. MNpaBa pa3paboTunka nekapcTBEHHOro CPeACTBa OXPaHATCS rpaXaaHCKMM 3akoHO4ATENbCTBOM.

Cratba 11. [loknMHu4eckoe nccnegoBaHMe nekapcTBEHHOIO CpeacTBa A4S MeANLMHCKOro NPUMEHEHMS

1. JoknnHu4eckoe nccnegoBaHvne NekapcTBEHHOro cpeacTea Ans MeAMUUHCKOrOo MPUMEHEHUS NPOBOAMTCSH
nyTeM NPUMEHEHNS Hay4HbIX METOAOB OLEHOK B LEeNsax MornyyeHus AokasatenscrtB 6e3onacHocTu, KadvecTBa U
3pPeKTUBHOCTM NEKapPCTBEHHOIO CpeacTBa.

2. JloknuHnyeckoe nccrnegoBaHWe NekapcTBEHHOro CpeacTBa Ans MeAMUMHCKOro NpUMEHeHNs NPOBOANTCS B
COOTBETCTBUM C MpaBunaMu Hagnexaiwien nabopaTopHOM NPaKkTUKW, YTBEPKOEHHbIMU  YNONIHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMOMHUTENBHON BRacTy.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-903)

3. OnA opraHuM3auMm u npoBeAeHVs AOKIMHMYECKOro MCCrefoBaHUs flekapCTBEHHOro cpeacTsa Ans
MeANLMHCKOro nNpUMeHeHus pa3paboTynku nexkapcTBEHHbIX cpeacTs MoryT npuenekaTb
Hay4YHO-uccrnegoBaTenbCkue opraHm3auuu, obpasoBaTenbHble OpraHusauuu BbiCLero obpasoBaHus, Mmerolme
HeobXxoAMMyD MaTepuanbHO-TEXHUYECKYID 6a3y M KBanMdMUMPOBaHHbLIX CMNeunanMcToB B COOTBETCTBYHOLLEN
obrnacTtu nccnegoBaHums.

(8 pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [oknnHu4eckoe nccnegoBaHve NekapcTBEHHOro cpeacTea Ans MeAMUUHCKOro MPUMEHEHUs NpoBOAMTCH
no yTBepXAeHHOMY pa3paboTynkoM NeKkapCTBEHHOrO cpeacTBa MnaHy C BedeHMeM npoToKona 3Toro
nccnegoBaHNsa M COCTaBneHMEM OTYeTa, B KOTOPOM COAepXKaTcs pe3ynbTaTbl 3TOr0 UCCReAoBaHNS U 3akrodeHne
O BO3MOXHOCTW MPOBEAEHUs KIIMHMYECKOrO WCCreAoBaHWs NeKkapCTBEHHOro npenapata Ans MeauLUHCKOro
NPUMEHEHMS.

5. MpoBegeHue npoBepok cobnoaeHnsa NpaBun Haanexaie nabopaTopHOW NPAKTUKM U MPaBOBbIX HOPM
MCMONb30BaHNSA XMBOTHbLIX MPU MPOBEAEHUWN [OKMMHUYECKUX WCCNedOBaHWA JeKapCTBEHHbIX CPeAacTB Ans
MEAMLMHCKOrO MNPUYMEHEHUsi OCYLLECTBNSETCA YMNONHOMOYEHHbIM defeparnbHbiM OpraHoM MCMOMHUTENbHOMW
BMnacTm.

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

6. Pe3synbTaTbl JOKNMHUYECKOrO NCCNeaoBaHNs NekapCTBEHHOIo CpeacTsa Ans MeAULMHCKOro NpUMeHeHns
MOryT ObITb NpeAcTaBneHbl B YNONTHOMOYEHHbIV dheaepanbHblil OpraH UCMONHUTENbHON BRiacTn B YCTAaHOBIIEHHOM
nopsigke B LiensxX rocygapCTBEHHOW perMcTpaunm nekapcTBEHHOro npenapara.

Ctatbs 12. [oknuHu4eckoe wuccnenoBaHue NeKapCTBEHHOIo cpeacrtBa U KIMHUYECKOe wuccnenoBaHue
NeKapCTBEHHOIO npenaparta ana BeTepunHapHoro npuMmeHeHna

1. JoknuHnyeckoe nccnefoBaHne NekapCTBEHHOMO CPeACTBa ANs BETEPUHAPHOIO NPUMEHEHUs! NPOBOANTCS
nyTem NpUMEHEHUs! Hay4HbIX METOOOB OLEHOK B LIeNsiX MOMyYeHWs Aoka3aTenbCTB Ge3onacHOCTU, KayecTBa U
3 heKTUBHOCTM NEeKapCTBEHHOrO CpPeAcTBa, B TOM 4Yucrie onpefenieHnsl cpoka ero BbiBEAeHUs U3 opraHuama
XMBOTHOrO, B Lensx oBecneyeHns 6e30nacHOCTU MPOAYKLMM KMBOTHOTO MPOUCXOXOEHWUS Mocne MpUMEHEeHUs!
COOTBETCTBYIOLLETO JIeKAPCTBEHHOTO Npenapara.

2. [oknuHuyeckoe UWCCrMefoBaHWe FEeKapCTBEHHOTO CpeacTBa M KIIMHUYECKOe — MccrefoBaHue
nekapcTBEHHOro npenaparta Ans BeTepuHapHOro NpuMeHeHus, uccrieqoBaHue GUOSKBUMBANEHTHOCTU YKasaHHOro
nNeKkapcTBEHHOro npenaparta MpoBOAATCH B COOTBETCTBMW C MpaBuiiamu, YTBEPXKAEHHLIMU YMONHOMOYEHHbLIM
dhefeparnbHbIM OpraHoM UCMOSNHUTENBHON BNACTM.

3. [oknuHuMYeckoe uWccrie4oBaHUME  FNEKAapCTBEHHOTO CpPefAcTBa M KMUMHUYECKOE — UcCrefoBaHue
nekapcTBEHHOro npenaparta Ans BETEPUHAPHOrO NMPUMEHEHUS NMPOBOASATCS MO YTBEPXOAEHHOMY paspaboTynKoM



NeKkapCTBEHHOro0 CpeAcTBa MNiiaHy C BedeHWeM MPOTOKONOB 3TWMX WUCCMEQOBaHUM UM COCTaBMEHMEM OTYETOB, B
KOTOpbIX cofepXaTtcs pe3ynbTaTbl 3TUX NCCNEeg0BaHNN.

4. [Ona opraHMsauMnm W MpoBeAeHUs OOKIMMHUYECKOr0o WCCNedoBaHMS FeKapCTBEHHONO CpeacTBa WU
KNMHUYECKOTO WCCRedoBaHUSA NeKapCTBEHHOro npenapata Ans BeTEpUMHApHOro npuMeHeHusa paspaboTumk
nekapCTBEHHOrO cpeacTea MOXeT npuBenekaTb opraHusaumu, umetoLme Heobxoammyto
MaTepuanbHO-TEXHNYECKYl0 ©0a3y ¥ KkBanuUUMPOBaHHbBIX CMeunannucToB B COOTBETCTBYOLLEN obnactu
nccrnegoBaHus.

5. KnuHu4yeckne uccnegoBaHus NekapCTBEHHbIX MpenapaToB Afs BETEPUHAPHOro NpuMeHeHnst NpoBOAATCA
B BETEPUHAPHbIX OpraHn3aumsax n B opraHnsaumsx, OCyLLeCTBNALMX pa3BeaeHne, BblpallMBaHne n cogepxaHve
XMBOTHbIX, B LENsXx:

1) ycTaHOBNEHMS NEPEHOCMMOCTU NIEKAPCTBEHHBIX NPENnapaToB 300POBbIMU XXMBOTHBIMU;

2) nogbopa onTMMarbHbIX JO3MPOBOK JIEKaPCTBEHHbBIX NMPenapaToB 1 Kypca NIeYeHUs Ha KOHKPETHOW rpynne
XMBOTHbIX C onpegeneHHbIM 3aboneBaHnemM;

3) yctaHoBneHus Ge3onacHOCTM M 3(PPEKTUBHOCTU NEKAPCTBEHHOrO Npenapara, npeAHa3HayeHHoro Ansg
neyeHVs1 onpedeneHHblX 3aboneBaHUM >XMBOTHBIX, UK 3MdEKTUBHOCTN JIEKAapCTBEHHOrO MpenapaTta Ans
npodmnakTnkM 3aboneBaHnin 340POBbIX XKUBOTHbIX;

4) n3y4yeHnsi BO3MOXXHOCTEN paclUMpeHns NoKa3aHUn K MPUMEHEHUIO 3aperncTpMpoOBaHHOIO NeKapCTBEHHOMO
npenapaTta v BbISIBIEHWS paHee HEM3BECTHbIX MOBOYHbLIX AENCTBUMN.

6. KnuHuyeckoe wuccnegoBaHMe NeKapCTBEHHOro npernapata  Ans  BETEPUHAPHOro  MpUMEHEHUs
OCYLLEeCTBMAETCH 3a CHET cpecTB pa3paboTumka nekapCcTBEHHOro cpeacTaa.

7. OtyeTbl O pesynbTaTax OOKMMHMYECKOTO WCCNenoBaHWMS NEKapCTBEHHOro cpeactBa U KIMHUYECKOro
nccrneoBaHUsl NEeKapCTBEHHOrO npenapaTta Ans BEeTEPUMHAPHOrO MNPUMEHEHWUst COCTaBMAOTCS pa3paboTynkom
NeKapCTBEHHOrO cpeacTBa C YYETOM 3ak/OYEeHWA OpraHvM3auui, MPUHMMAaBLLMX YvacTMe B OpraHusauun u
NPOBEAEHUN 3TUX UCCIEOOBAHNN.

8. KoHTponb 3a npoBegeHveM AOKIMHUYECKUX WCCNEeAOBaHWMA feKapCTBEHHbIX CPEeACTB U KITMHUYECKMX
nccrnegoBaHUn NekapCTBEHHbIX NpenapaToB As BETEPMHAPHOIO NMPUMEHEHUS OCYLLECTBASIETCSA YNONMHOMOYEHHBIM
deneparnbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

asa 6. OCYLWECTBNEHVE FOCYAAPCTBEHHOW PEFMCTPALINU
JNNIEKAPCTBEHHbIX NPENAPATOB

CraTbsa 13. [ocygapcTBeHHas permctpaums NekapCcTBEHHbIX NpenapaTos
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccunckon denepauum gonyckaroTcs NpovM3BOACTBO, U3rOTOBNEHWE, XpaHeHue, nepeBo3ka, BBO3 B
Poccuiickyto ®epepauuto, BbiBo3 M3 Poccunckon depepaumu, pekrnama, OTMyCK, peanusauus, nepepava,
NPUMEHEHNE, YHUYTOXEHWE TNEeKapCTBEHHbIX MpenapaToB, €CNU OHU 3aperncTpupoBaHbl COOTBETCTBYHOLLUM
YMOMHOMOYEHHbIM heaeparnbHbIM OPraHOM UCMOMNHUTENBHON BNACTW.

(vyacTtb 1 B peq. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. l'ocypapcTBEHHOW permcTpaummn nognexar:

1) BCe nekapcTBEHHbIE Npenapartbl, BNepBble nognexaline Beogy B obpalleHne B Poccuiickon ®epepauuu;

2) nekapcCTBEHHbIE NpenapaTbl, 3aperMcTPUPOBaHHbIE paHee, HO NPOU3BELEHHbIE B APYrUX NEKApPCTBEHHbIX
dopMax B COOTBETCTBMM C MNEPEYHEM HaMMEHOBaAHWA NEKapCTBEHHbIX ¢OpM, B HOBOW [A03UPOBKE Mpu
JokasaTenbCTBe ee KIIMHUYECKON 3Ha4YMMOCTU 1 3P(PEKTUBHOCTN;

3) HOBble KOMOMHALIMM 3aPErMCTPUPOBAHHBIX PAHEE NIEKapCTBEHHbIX NpenapaTos.

3. locynapcTBeHHasd peructpauusi nekapCTBEHHbIX MpernapaTtoB OCYLWeCTBAsSeTcsa Mo pesynbrtatam
3KCMEepPTU3bl NEKApCTBEHHbIX CPEACTB, a rocyaapCTBEHHasa perucrtpaums opdaHHbIX NekapCTBEHHbIX NpenapaTos
OCYLLIECTBMSIETCS NO pe3ynbTaTtaM 3KCNepTM3bl JOKYMEHTOB, NPeacTaBleHHbIX AN onpeaenieHns BO3MOXHOCTU
paccMmatpvBaTb  NeKapCTBEHHbIM  npenapaT Ans  MEAMUMHCKOTO  MPUMEHEHUS MNPU  OCYLLECTBIIEHUN
rocy4apCTBEHHOW peructpaumMm B KayecTBe OpQaHHOro JIeKapCTBEHHOro npenapata, U Mo pesynbTaTam
3KCMEepPTM3bl NIEKAPCTBEHHbBIX CPeaCTB.

4. TocymapCTBeHHass perncTpaumns nekapCTBEHHOro mnpenaparta OCYLLECTBMASIETCA COOTBETCTBYHOLLUM
YMOMHOMOYEHHbIM dheeparnbHbiM OPraHoOM MCMOMHUTENBHOW BNACTU B CPOK, HE MPEBbLILLAILWNA CTa LUECTUOECATH
pabounx OHEN Co OHSI NPUHATUA COOTBETCTBYHOLLErO 3asiBNEHMS O rOCYAapCTBEHHOW PErMCcTpaLmMmn NIEKapCTBEHHOIO
npenapaTa. B ykasaHHbIA CpPOK BKMOYaeTcs Bpemsi, Heobxooumoe AN NOBTOPHOTO MPOBELEHUSI SKCNEepTU3bl
NeKapCcTBEHHOro CpeacTBa B COOTBETCTBMM CO cTatbel 25 Hactosiwero degepanbHoro 3akoHa. Cpok
rocyfapCTBEHHOW perncrTpaumm rnekapcTBeHHOro npenaparta UCHUCNAETCA CO AHA NPUHSATUS COOTBETCTBYIOLLMM
YMOMHOMOYEHHbIM  dpeepanbHbIM  OpraHoOM  UCMOMHUTENbHOW BNAcTU COOTBETCTBYIOLLEro 3asiBNEeHUs o
rocy4apCTBEHHOWN perncTpaummn nekapcTBeHHOro npenapara ¢ npuroXeHuem HeoOXO4MMbIX JOKYMEHTOB MO AEHb
Bbl4auyn perncTpaumoHHOro yaoCTOBEPEHUS NNEKAPCTBEHHOrO nNpenaparta. Bpems, Heobxooumoe ans HanpaBneHust
YMOSTHOMOYEHHbIM dbeaeparibHbIM OpraHoM WUCMOJIHUTENBHOM BlacTX 3anpoca O npeacTaBfieHMM HeoOXOAMMBbIX



MaTtepuanos 1 npeacTaBneHus 3agaBuTenieM oTBeTa Ha AaHHbIA 3anpoc B COOTBETCTBUM CO cTaTbamMu 16, 19 n 23
HacToswero ®efepanbHOro 3akoHa, He Y4YMTbIBAeTCA NpW UCHUCNEHWUM CpOKa rocyAapCTBEHHOW perncrpaumm
nekapcTBEHHOro npenapara.

5. locynapCTBeHHOW perucTpaumm He nognexar:

1) nekapcTBeHHble npenapartbl, U3rOTOBMNEHHbIE anTeYHbIMU OpraHM3auusaMu, BETEPUHAPHbIMU anTeYHbIMU
opraHusaumsMn, UHAnBMAYyanbHbIMW NPeAnpUHMMAaTENSMM, KOTOPbIE MMEIT NULEH3N0 Ha dapmaLeBTUYECKYHO
OeaTenbHOCTb, NO peuenTaMm Ha nekapCTBEHHble Mnpenapatbl U TpeboBaHUAM MEeOMLMHCKUX OpraHm3auumm,
BeTEpPUHAPHbIX OpraHm3auni;

2) nekapcTBeHHble npenapatbl, npuobpeTeHHble ¢u3ndeckuMmn nuuamm 3a npegenamu Poccuiickon
depepaumun n NnpegHasHadYeHHbIe A IMYHOro UCNosib30BaHUS;

3) nekapcTBeHHble Npenapartsbl, BBO3MMble B Poccuiickyto Pefepaumio ans okasaHUst MeAULMHCKOW MOMOLLM
MO XMU3HEHHbIM MOKa3aHWSAM KOHKPETHOro MauMeHTa Ha OCHOBaHUW paspelleHus, BblAAHHOMo YNOSTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOSTHUTENBHOW BnacTu,;

4) nekapcTBeHHble cpefcTBa, BBo3uMble B Poccuiickyto ®Pegepaumio Ha OCHOBaHMM  BblOAHHOMO
YMNONMHOMOYEHHbIM (befiepanbHbIM OpPraHoOM UCMOMHUTENbHOW BRAacTU paspelleHns U npedHasHaveHHble Ans
NpoBeaeHUs KINUHUYECKUX WCCrefoBaHUA NEeKapCTBEHHbIX npenapatoB W (Mnn) npoBEAEHUs 3KCNEpPTU3bI
NeKapCTBEHHbIX CPeACTB 418 OCYLLEeCTBEHNSA rOCY4apCTBEHHOM perncTpauumn nekapCTBEHHbIX NpenapaTos;

5) hapmaueBTU4eckme cybcTaHuuu;

6) pagvodapmaueBTMYECKME TEKAPCTBEHHbIE MNpenapaTbl, W3rOTOBMEHHbIE HEMNOCPEeACTBEHHO B
MEOMLMHCKMX OpraHuM3auusax B MNOpsiAke, YCTAHOBMEHHOM  YMONTHOMOYEHHbIM  dhedeparnbHbIM — OpraHoMm
WCNONMHUTENBHON BNacTy;

7) NnekapcTBEHHbIE Npenapartbl, NPON3BoANMbIE AN 3KCMOopTa.

6. He ponyckaeTtcs rocygapctBeHHas perncrpaums:

1) NekapCTBEHHbIX MpenapaToB, OTNMYAKOLWMXCS OPYr OT Apyra KayeCTBEHHbIM COCTaBOM [ENCTBYHOLLMX
BeLLecTB, N0 OANHAKOBLIM TOProBbIM HaMEHOBaHUEM;

2) ogHOro nekapcTBEHHOro mnpenapaTa, BbIMYyCKAEMOro NPOWM3BOAUTENEM MOA PasfvYHbIMU TOProBbIMU
HaMMEHOBaHUAMUN N NPEACTABNEHHOIO Ha rOCY4apCTBEHHYIO perucTpaumio B BMae ABYX U 6onee nekapcTBEHHbIX
npenapaTos.

7. Mo 3anpocy (B aNeKTpoHHON opMe nnm Ha BymaxHOM HocuTene) cybbekTa obpalleHns nekapcTBEHHbIX
CPEACTB  COOTBETCTBYHOLUMM  YMOMHOMOYEHHbIM  dhedeparnbHbiM  OpraHoOM  MCMOMHUTENbHOW  BMacTw,
OCYLLECTBMSOLWUM FrOCYSapPCTBEHHYIO PErMCTPaLMIO NIEKAPCTBEHHbIX NPenapaToB, B YCTAHOBNEHHOM UM MOpsigKe
OCYLLECTBMSIETCS HaAy4yHOE KOHCYNbTUPOBAHWE MO BOMPOCaM, CBA3AHHbIM C MPOBEAEHWEM  OOKMIMHUYECKUX
nccneaoBaHUN, KNMHUYECKUX UccneaoBaHui NekapCTBEHHbIX NpenapaToB, 3KCNepTU3bl KayecTBa NekapcTBeHHbIX
cpencTs, adheKTMBHOCTM M 6e30MacHOCTU, C OCYLLECTBIIEHNEM FOCYAAPCTBEHHOW PErncTpauun NeKapCcTBEHHbIX
npenapaToB. KOHCYNbTMPOBaHME OCYLLECTBAETCH C NpUBreYeHneM deaeparnbHbiX rocy4apCTBEHHbIX OHMKETHBLIX
yyupexaeHun, noaBeAOMCTBEHHbIX AaHHOMY deaepanbHOMY opraHy UCNOMHUTENbHOW BNACTU U He y4acTBYIOLLUX B
opraHusaumy npoBefeHUs 3SKCrnepTusbl KayecTBa JeKapCTBEHHbIX CPeAcTB B LUENsAX OCYLWeCTBAeHUs WUx
rocygapCcTBEeHHOW peructpaumm B COOTBETCTBMU CO cTaTben 16 HacTosdwero PefepansHOro 3akoHa, B Bue oTeeTa
B MUCbMEHHON hopMe YNONHOMOYEHHOro defepansbHOro opraHa WCMNOMNHUTENbHOW BNacTn Ha 3anpoc. Pasmep
B3MMaeMOoW C 3asBMTens nnaTtbl onpegenseTcs B COOTBETCTBMM C 3akoHogaTenbctBoM Poccunckon egepaumm ob
opraHusaumm npenocTaBfeHns rocyaapCTBEHHbIX U MyHMUMNanbHbIX ycnyr. WHopmaumss o6 ocyliecTBrneHun
Hay4YHOro KOHCYNbTUPOBAHUA, B TOM 4uCre CTaTbW, 0030pbl, CNpaBoYHble MaTepuanbsl U uUHass MHdopmauusa ob
OCYLLECTBMEHMM HAY4YHOIO0 KOHCYNbTUPOBaHMS, pasMellaeTca Ha oduumMansHOM canTe YNoNTHOMOYEHHOro
denepanbHOro opraHa WCMNONHUTENbHOM BnactTu B cetu "MHTepHeT" C cobntogeHnem orpaHuyeHun,
YCTaHOBMEHHbIX 3aKOHOAATENbLCTBOM O MEPCOHanNbHbLIX AAaHHbIX, KOMMEPYECKON 1 (UNn) rocyaapcTBEHHOW TalHe.

8. NocynapcTBeHHasn perncTpauns nekapCTBeHHbIX NpenapaToB, KOTOpble NpeAHasHadYeHbl AN NpUMEHEHUs
B YCIOBMSIX BOEHHbIX AEACTBUI, Ype3BblHaliHbIX CUTyaLniA, NPOUNAKTUKMA U NeYeHust 3aboneBaHun u NopaxKeHui,
Nnony4YeHHbIX B pe3ynbTate BO3AENCTBMSA HeONaronpuATHbIX XMMUYECKUX, OUOMNOrMyeckux, paguaumMoHHbIX
akTopoB, N pa3paboTaHbl No 3agaHuo dedepanbHbIX OPraHOB UCMOMHUTENBHOW BracTW, YMOMHOMOYEHHLIX B
obnactm o06OpOoHbI CTpaHbl M 6e30nmacHOCTM rocyaapCTBa, OCYLIECTBMSIETCS B MNOPsiAKe, YCTaHOBIIEHHOM
MpaButenbcTeoM Poccunckon ®egepaumn.

Cratbs 14. MNprHUUNBI 9KCNEepPTU3bl NTIEKAaPCTBEHHbBIX CPEACTB
(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

1. 3Kcnepmaa NeKapCTBEHHbIX CpeaCTB OCHOBbIBAETCA Ha NpuHUMNax 3akKOHHOCTW, cobntoaeHus npaBs u
cBobog 4enoBeka WU rpaxgaHuHa, npaB wpugn4eckoro nuua, He3aBUCMMOCTU 3IKCnepTa, 06BEKTMBHOCTH,
BCECTOPOHHOCTU N NOJIHOTHI nccnegoBaHum, NPOBOANMBIX C UCMOJIb30OBaHNEM COBPEMEHHbIX OOCTUXEHUN HayKn "
TEXHUKN, OTBETCTBEHHOCTU cbe,qepaanoro rocynapCrtBeHHOro OtoaxeTHOro yypexgeHma no nposeneHuto
QKCMNEPTU3bI NTEKapCTBEHHbIX CPEeACTB U 3KCMEPTOB 3a NnpoBeaeHne n Ka4eCTtBo 3KCNepPTU3bl.



2. DKcrnepTusa nekapcTBEHHbIX MpenapaToB Ans MeauLUMHCKOrO NpUMeHeHWsl BKIoYaeT B cebsi:

1) 3KCNepTM3y [OOKYMEHTOB, TNpEeACTaBIEHHbIX [Afi  OfnpederieHns BO3MOXHOCTM — paccmaTpuvBaTb
NeKapCTBEHHbIN NpenapaT Ans MeauLMHCKOro NPMMEHEHUS NMPU OCYLLIECTBIIEHUM FOCYAapCTBEHHOWN perucTpauum B
kayecTBe opdaHHOro NekapcTBEHHOro nNpenapara;

2) 9KCnepTM3y MNpeanoXeHHbIX METOAOB KOHTPOMS KayecTBa IeKkapCTBEHHOro cpeacTtBa U kKavecTea
npeacTaBrneHHbIX 06pasLoB NeKkapCTBEHHOIO CPeAcTBa C UCMOoNb3oBaHMEM 3TMX METOAOB (danee - akcnepTusa
KayecTBa NeKkapCTBEHHOro cpeacTsa);

3) 9KCMepTM3y OTHOLLUEHMS OXWOAeMOW MOoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUsI NeKapCTBEHHOro
npenapara.

3. DkcnepTr3a NekapcTBEHHbIX NpenapaToB Afsl BETEPMHAPHOrO NpUMeHeHUs BKItoYaeT B cebsl akcnepTusy
KayecTBa JIEKAPCTBEHHOTO CPEACTBA W IKCMNEPTM3Y OTHOLLEHUS OXMOAEMOW MNOMb3bl K BO3MOXHOMY PUCKY
NpYMeHeHWs1 NekapcTBEHHOIO Npenapara.

Cratbsa 15. depepanbHoe rocygapcTBeHHOe OlOMKETHOE YyYpexaeHue Mo MPOBEeAEHUd 3KCMepTu3bl
rIeKapCTBEHHbIX CPeacTB

OKkcnepTu3a neKapCTBEHHbIX CPeAcTB nposBoautcs  dedepanbHblM  FOCYAapCTBEHHbIM — BIOXKETHbIM
yypexgeHnem COOTBETCTBYIOLLEro  YrNOfIHOMOYEHHOro dedepanbHOro  opraHa WCMNOMHMTENbHOW  BriacTw,
CO34aHHbIM AN obecnevyeHnss MCNONHEHNS MOSTHOMOYUIA TOro hedepanbHOro opraHa no Bblgadve paspeLlueHnii Ha
npoBeAeHUe KNMHUYECKUX UCCNEeAOoBaHWI NekapCTBEHHbIX NpenapaTosB 1 (Mnn) No rocyaapCTBEHHOW perncTpaumm
nekapCTBEHHbIX NpenapaToB (ganee - 3KCNepTHOoe YYPexaeHue).

CraTbsl 16. OpraHusauusi NpoBeAEHMNS SKCNEPTU3bl NEKAPCTBEHHbLIX CpeAcTB
(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTu3a nekapcTBEHHbIX CPEACTB MPOBOAMTCS KOMWUCCUMEN 3KCMEepPTOB 3SKCMEPTHOro yupexaeHus,
Ha3Ha4YeHHOW €ero pyKOBOAMTENEM, Ha OCHOBaHMM 3adaHuUs Ha MpoBedeHWEe SKCNepTu3bl fEeKapCTBEHHOro
CPeACTBa, BbIAAHHOIO YMONHOMOYEHHbIM doefeparnbHbiM OpraHoOM WCMNOMHUTENbHOW BRacTu. PykoBoguTens
3KCMEPTHOro y4dpexaeHunst obecnedmBaeT Hagnexallee MnpoBefeHWEe IKCNEepPTU3bl JEKAPCTBEHHbIX CPeacTB B
COOTBETCTBMM C 3adaHMEM, BblOAHHbIM YMNONTHOMOYEHHLIM dhefeparibHbiM OpraHoM MCMNOMHUTENbHOW BRacTu, u
OpraHusyeT noaroToBKY CBOOHOMO 3aKMiOYeHUs 3TOM KoMuccuu. B cocTtaB 3TOM KOMWCCUMM MO PELUEHUIO
PYKOBOAMTENS SKCMEPTHOrO yUpexaeHMst MOryT ObiTb BKIHOYEHbI B KA4eCTBE SKCMEPTOB Nuua, He paboTawLlime B
OaHHOM 3KCMEPTHOM YYpEeXAEHMUN, eCriv UX cneumarnbHble 3HaHUSA HeOOXOAMMbI ANs NPOBEOEHUs 3KCMepTU3bl U
TaKve aKCnepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YYpeXaeHum.

2. JkcrnepToM MO MPOBEAEHUI0 3KCMEPTM3bl NEKAPCTBEHHbIX CPEACTB SIBNSIETCA aTTeCTOBaHHLIN paboTHMK
9KCMEPTHOTO YYPEXOAEHUs, KOTOpbLIN MMeeT BbiCllee MeguumHckoe, dapmaleBTudeckoe, 6Guonormyeckoe,
BETEPMHAPHOE WM XUMU4Yeckoe 0DOpa3oBaHME M MPOBOAMT IKCNEpPTU3Y JIEKAPCTBEHHBLIX CPEACTB B Mopsigke
NCMNOSMHEHNs CBOMX AOMKHOCTHbBIX 0653aHHOCTEN (danee - aKkcnepr).

3. MNpu npoBeaeHMM 3KCNEPTM3bl NIEKAPCTBEHHBIX CPEACTB 3KCNEPT HE MOXET HaxOAWUTbCA B KaKOM-nnbo
3aBMCUMMOCTM OT NULA, Ha3HaYMBLUErO 3Ty IKCNepTu3y, paspaboTymka NeKapCTBEHHOro cpeacTeBa wnmM Apyrux
3aMHTEPECOBAHHbIX B pe3yfnbTaTax 3KCnepTu3bl nuy,.

4. Mpw npoBeaeHUN KCMEPTU3bI NTEKAPCTBEHHbLIX CPEACTB He JonyckaeTcs uctpebosatb y 3asasutens nudo
WHbIX 1ML, MaTepuanbsl, Heobxoaumble [ NPOBEAEHMS 3KCMepTu3bl. B cnyyae HegocTtaToOvHOCTM
NpeacTaBreHHbIX IKCNEPTY MaTepuanoB AMA Aayn 3aKMYeHUsa 3KCNnepT CTaBMT BOMPOC O MPeAcTaBMNeHUN emy
HeoOXOoQMMbIX MaTepuanoB nepen PYKOBOOUTENEM 3KCMEPTHOMO y4pexaeHus, KoTopbll obpaliaetcs c
COOTBETCTBYHLUMM 3anpocoM B YMOSIHOMOYEHHbIA doedeparnbHbIi opraH WCMOSIHUTENbHOW BRacTu, BblOaBLUWA
3afjlaHMe Ha npoBedeHWEe JKCMEepTM3bl JEeKapCTBEHHONO CpeAcTBa. YKasaHHbl  dbedepanbHbli  opraH
NCMNOMHUTENBHOM BNAcTu B TeYeHMe NSATU paboyumx AHEeN Co OHSA NOCTYMMEHNsI 3anpoca PyKOBOAUTENS 3KCMEPTHOrO
yyYpexaeHuss HanpaensieT 3asBUTEN 3anpoc O MNPeAcTaBfeHMn Heobxoaumbix maTepuanoB. [aHHbIA 3anpoc
MOXeET ObITb NepefaH YNnosIHOMOYEHHOMY NMPEACTaBUTESND 3aaBUTENSA NIMYHO NO4 PacnuvCcKy, HanpaerfeH no noyte
3aKasHbIM NMUCbMOM UIMK NepefaH B 3NIEKTPOHHON hopMe Mo TENEKOMMYHUKAUMOHHBIM KaHanam cBssun. B criyyae
HanpaBlieHNsa JAHHOro 3anpoca Mo Mno4yTe 3akasHbiM MUCbMOM OH CYMUTAETCS MOSYyYEHHbIM MO UCTEYEHUN LLIECTU
OHen ¢ faTbl HanpaBrieHMs 3aKa3Horo nucbma.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. Bagsutenb o6s3aH npencTtaBuUTb OTBET Ha 3anpoc  YMNOSIHOMOYEHHOro dedepanbHOro opraHa
WCMONMHUTENBbHOM BNAacTM B CPOK, He MpeBbILAWMIA [eBAHOCTA pabounx [OHeW CO [OHSA ero NosyvyeHwus.
YNONHOMOYEHHbIN beaepanbHbIl  OpraH WCMAOMHUTENbHON BNacTW, BblAABWWA 3afjaHMe Ha npoBedeHue
3KCNepTM3bl NEKAPCTBEHHOIO CPEACTBA, B TeYeHMe NATU pabounx OHEN CO AHSA NOCTYMNEHUs OT 3asiBUTENS oTBeTa
Ha [aHHbIA 3anpoc HanpaenseT Takol OTBET B 3KCMEpPTHOe ydupexaeHwe. B crnydae HenpeacTaBneHus no
nucTevyeHum AeBsiHOCTa paboumx OHen 3asBuTenem OTBeTa Ha [AaHHbIM 3arnpoc YrNONHOMOYEHHbIN beaepanbHbIv



OopraH VCMOMHUTENbHOW BnacTu, BblAaBLUMIA 3adaHWe Ha npoBedeHNe SKCMepTusbl NeKapCTBEHHOro cpeacTea, B
TeyeHne nATM pabouMx [HEW HanpaBnsieT B 3KCMEPTHOE yuypexaeHue yBedOMIIEHWE O HenpeacTaBreHun
3afBUTENEM OTBETa Ha 3anpoc YykasaHHOro opraHa. Bpemsa co AOHS HanpaBneHwst 3anpoca 3KCMepTHOro
yupexaeHus B yNOMHOMOYEHHbIM deaepanbHbIi opraH UCMOMHUTENbHOW BriacTy A0 AHSA MONy4YeHUsa 3KCNepPTHbIM
yypexaeHmemM oTBeTa Ha 3anpoc Unu yBeJoMMeHMs O HenpeacTaBNeHnn OTBETa Ha 3anpoc He y4YUTbiBAeTCH npu
NCYNCNEHUN CPOKa NPOBEAEHNSI SKCNEPTU3bI NEKAPCTBEHHOrO CpeacTBa.

(vyacTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OkcnepT npu nNpoBedeHMM MOPYYEHHOW eMy PYKOBOAMTENEM 3IKCMEPTHOMO YUPEXAEHMS1 IKCNepTusbl
nekapcTBEHHOro cpeacTaa 0bs3aH:

1) NpoBecTM NOSIHOE MCcCneaoBaHWe NPeAcTaBleHHbIX eMy OOBEKTOB, MaTepuarnoB, AaTb 060CHOBaHHOE U
OOBEKTMBHOE 3aKkfioYyeHWe MO MNOCTaBMEHHbIM MNepes HMM BOMPOCaM WANM MOTMBUPOBAHHOE 3aKIlYeHue o
HEBO3MOXHOCTU NPOBEAEHUA UM SKCNepPTU3bl NeKapCTBEHHOIO CPpeacTBa, eCnn NoCTaBeHHbIe BOMPOCHI BbIXOAAT
3a npegenbl crneuunanbHbIX 3HAHWWA 3KcnepTa, OOBEKTbl MCCNedoBaHWA W matepuanbl HEMpUrogHbl  WUnu
HedOCTaTOYHbI ANA NPOBEAEHUS UCCNeaOoBaHUA U favn 3aKYeHns NMMbo COBPEMEHHBIN YPOBEHb Pa3BUTUSE HAyKu
He MOo3BONSAET OTBETUTb HA MOCTaBIIEHHbIE BOMNPOCHI;

2) He pasrnawartb CBeAEHWsl, KOTOpble CTanuM €My U3BECTHbl B CBHA3M C MNpOBEAEHUEM IKCNepTU3bI
NnekapCTBEHHOro CpefcTBa, a TakkKe CBEeAEHUs, COCTaBnsalLWme rocyaapCTBEHHYH, KOMMEPYECKYID WU MHYIO
OXpaHAeMyo 3aKOHOM TalHy;

3) obecneunTb COXpaHHOCTb NPeACTaBMNEHHbIX OOBEKTOB NCCIEAOBAHUA N MaTepuarnos.

6. JKcnepT He Brpase:

1) npoBOAMTbL 9KCNEpPTU3y NEeKapCTBEHHOro cpeactsa Mo ob6paleHnio HenocpeacTBEHHO K HeMy
opraHusauuni nnn usnyecKknx nuu;

2) caMmocToATENbLHO cobMpaTb MaTepuarnsl AN MPOBEAEHNST SKCNEPTU3bl NTEKapCTBEHHOIO CPeaCcTBa;

3) npoBOAUTL 3KCNEPTU3y NEKAPCTBEHHOIO CPEACTBA B KAYECTBE HErOCYAapCTBEHHOIO aKcnepTa.

7. B cnyyae HeobxooumocTu 3KCMepT BMpaBe XOAaTawcTBOBaTb Mepen PyKOBOOUTENEM 3KCMEPTHOrO
yupexaeHus o npuBreYeHnmn K NpoBeJeHNI0 SKCNepTu3bl NTeKapCTBEHHOMO cpeacTBa ApYrux SKCNepToB.

8. KaxgpIi akcnepT, BXOOALUMA B COCTAaB KOMUCCUUN SKCMEPTOB, KOTOPOM MOPYYEHO NPOBEAEHME IKCNEPTU3bI
NEeKapCTBEHHOro CpeacTBa, HE3aBMCUMO M CaMOCTOATENbBHO NMPOBOAMT MCCenoBaHWs, OLEHUBaAET pesynbTarthl,
nony4yeHHble UM JINYHO 1 OPYrMMK 3KcnepTamu, u opMynmnpyeT BbIBOAbl OTHOCUMTENBHO NOCTABMEHHbIX BONPOCOB
B npefenax CBOMX crneumanbHbIX 3HaHWN.

9. PesynbTaTbl 3KCNEPTM3bl NIEKAPCTBEHHOIO CpeacTBa OhOPMIISAIOTCA 3aKIOYEHMEM KOMUCCUN SKCNEPTOB.
B 3aknyeHnn KOMMCCUM 3KCMEPTOB YKa3blBAKOTCS MNEpeYeHb MccnenoBaHuii, OOBbEM MPOBEOEHHbIX KaKAbIM
3KCNEepTOM McCCnegoBaHWUM, YCTaHOBMEHHbIE KaxAbIM U3 HUX (hakTbl U cAenaHHble B pe3ynbTate uccrnegoBaHun
BbIBOAbl. DKCMEPT, MHEHWE KOTOPOro He COBMafaeT C pelleHMeM KOMUCCUM IKCMepTOoB, BNpasBe Bblpa3uTb CBOE
MHeHMWe B NMUCbMEHHOW hOpMe, KOTOPOe NpMobLLaeTcs K 3aKMOYEHMIO KOMUCCUM SKCNIEPTOB.

10. OkcnepThl, BXOAdALME B COCTAB KOMUCCUM, NpeaynpexnatTcss o6 OTBETCTBEHHOCTU B COOTBETCTBMU C
3akoHogartenbcTBoM Poccuiickon ®Pepepaumm 3a dady 3akmnoyeHusl, cogepXkawero HeobOOCHOBaHHblE UMK
dhanbcnuUMpoBaHHble BbIBOAbI, O YeM OHUW AAl0T NOAMUCKY.

11. OnpepeneHve ypoBHS MNPOdECCMOHANBHON MOArOTOBKM 3KCNEPTOB U aTTectaumsi MX Ha npaBo
NpoBeOEeHUs  3KCMEepTU3bl  NEKApPCTBEHHbIX CPEACTB  OCYLUECTBMSKOTCA  3KCMEPTHO-KBANMMUKALMOHHbIMU
KOMUCCUMAMM B MNOPsiAKE, YCTAHOBIIEHHOM COOTBETCTBYIOLUMM  YMNOSIHOMOYEHHBIM defeparnbHbiM - OpraHoMm
UCMOMNHUTENBHON BNacTu. YpoBeHb MpoMeccMoHansHOM MNOAroTOBKA 3KCMEpPTOB MOANEXUT MNepecMoTpy
YKa3aHHbIMW KOMUCCUSIMUN HE peXe YeM OAMH pa3s B NATb NeT.

12. MpaBuna nNpoBefeHNst IKCMEPTU3bl NIEKAPCTBEHHBIX CPEACTB U 0COBEHHOCTU 3KCMEepTU3bl OTAENbHbIX
BWOOB fEKapCTBEHHbIX npernapaToB (pedepeHTHbIX NeKapCTBeHHbIX npenapaToB, BOCMPOU3BEOEHHbIX
NeKapCTBEHHbLIX MNpenapaToB, OMOMOrMYECKMX FeKapCTBEHHbIX MpenapaToB, OuoaHanorosbix (6MoNoAOOHLIX)
nekapcTBeHHbIX npenapaToB (bnoaHanoro), roMeonaTMyeckMx IEKapCTBEHHbLIX MPENapaToB, fEeKApPCTBEHHbIX
pacTuUTenNbHbIX NpenapaToB, KOMOMHALMIA NTEKapCTBEHHbIX NpenapaToB), OPMbI 3aKIMHYEHUA KOMUCCUKN IKCNEPTOB
yCTaHaBMMBalTCA COOTBETCTBYIOLUM YMONMHOMOYEHHbIM (hbeeparnbHbIM OpraHOM UCMOMNHUTENbHOW BNACTW.
(vyacTb 12 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-903)

Cratba 17. lNogaya u paccMOTpeHue 3asiBNEeHWst O TrOCYAApCTBEHHOW pEerucTpauum JeKapCTBEHHOro
npenapaTta Ans BeTepuHapHOro NpUMeHeHns
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. Onsa FOCWJ,apCTBeHHOIZ perncrtpauun nekapcrtBeHHOro npenapata Aanla BeTepuHapHOro npuMeHeHuA
pa3p860T‘-WIK TakKoro JriekapCTBeHHOro npenapara uiy ynosiHoMo4YeHHoe MM pyroe rpugmndeckoe nuuo (p,anee B
HacTosWwen cratbe - 3aF|BI/ITeJ'Ib) npegcraBndaeT B yrlOﬂHOMO‘-IeHHbIIZ (bep,epaanblVl opraH NCMNONHUTENBbHON
BIacTu, OcyLLJ,eCTBJ'IS'-HOLLI,I/IIZ rocynoapCTtBeHHY0 perncrtpauno nekapCTtBeHHbIX npenapaTtoB AnA BeTepuUHapHOro
NnpUMeEHeHn4d, B SJ'IeKTpOHHOIZ cbopme nnn Ha 6yMa)KHOM HOCUTENE 3aABlieHne o Focyﬂ,apCTBeHHOl;I perncTpaunmn



nekapcTBEHHOrO MpenapaTa [Afns BETEPUHAPHOrO TMPUMEHEHUS, @ Tawkke B Mopsidke, YCTAHOBMEHHOM
COOTBETCTBYHOLLMM YNOMHOMOYEHHBLIM dheaeparnbHbiM OpraHoOM UCMOSIHUTENbHOWM BRacTW, B SNEKTPOHHON dopme
nUnmM Ha BymaxHoM HocuTerne HeobxoauMMmble LOKYMEHTHI, U3 KOTOpbIX hopMUpyeTCcs perncTpaumoHHOe 4OCbe Ha
neKkapcTBEHHbIV Nnpenapat Ansi BeTEPUHapPHOro NpUMeEHEHMS.

2. B 3agBneHun O rocydapCTBEHHOW perucTtpauvu rfekapcTBEHHOro npenaparta Ans BeTepuHapHOro
NPUMEHEHNA YKa3blBaOTCA:

1) HanmeHoOBaHWe 1 agpec 3aaBUTENS, pa3paboTynka U NPoOM3BOAUTENSA NEKapCTBEHHOro npenapaTta And
BETEPMHApPHOIro npMMeHeHuna n agpec Mecta OCyweCTBlieHUA npoun3BoaCcTBa J1€KapCTBEHHOrO npenaparta And
BETEpUHaApPHOro npuMeHeHunq (B cny4vyae Hannyna HeCKOJbKMX y4aCTHUKOB npouecca npouns3soacteBa HGOGXOJJ,I/IMO
yKasaTb KaXaoro u3 Hux);

2) HauMeHoBaHWE IEeKapCTBEHHOro Mpenapata [Ans BEeTEPUHAPHOIO MNPUMEHeHUst (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW FPYNNMPOBOYHOE, UMM XMMUYECKOE U TOPrOBOE HaUMEHOBaHWS);

3) nepeyeHb OENCTBYIOLLMX M BCMIOMOraTesbHbIX BELECTB, BXOASLMX B COCTaB feKapCTBEHHOIO npenapara
ANs BETEPUHAPHOTO NPUMEHEHWS, C YyKa3aHWEM KONMYECTBA KaXXAO0ro U3 HUX;

4) nekapcTBeHHas cdopmMa, 403MpoBKa, CNocobbl BBEAEHWUS U NMPUMEHEHWS!, CPOK FTOAHOCTMU NIEKapCTBEHHOMO
npenapara Ans BeTepMHapHoro npuMeHeHus;

5) bapmakoTepaneBTUYECKas rpynna;

6) HeobxoaAMMOCTb NMPUMEHEHWUs YCKOPEHHOW mpouenypbl 3KCNepTusbl NeKkapCTBEHHbIX CPEeACTB B Lensx
rocyapCTBEHHOWN pernctpaumm nekapcTBEHHOro NpenapaTa;

7) KOonun JOKYMEHTOB, MOATBEPXKAAIOLWMX yNnaTy rocygapCTBEHHOMN NOLMMHbI:

a) 3a NpoBefeHNe 3KCNepTM3bl Ka4yecTBa JIEKAPCTBEHHOro CPeACTBa M SKCNEpPTM3bl OTHOLLEHUS OXUOAEMOM
Monb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMSI NEKAPCTBEHHOIO Npenapara Ans BeTEPUHAPHOrO NPUMEHEHUS MPU ero
roCyLapCTBEHHON permcrpaumy;

0) 3a Bblgayvy permcTpaumoHHOro YA40CTOBEPEHMS ekapCTBEHHOMO Npenapara;

8) Hanuumne cornacusi, NPeayCMOTPEHHOrO YacTbl 7 HaACTosleW cTaTbW, eCcriM C MOMEHTa perMcTpauum
pedepeHTHOro NekapcTBEHHOro NpenapaTa Ans BETEPUHAPHOrO NPUMEHEHMS MPOLLSIO MEHEE YEM LLUECTb feT.

(8 pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PeructpaunMoHHOe p[ocbe B LEnaxX 9KCnepTusbl JIEeKapCTBEHHOrO npenapata Ans BeTepuHapHOro
npMMeHeHns (PoPMUPYETCS U3 CreayoLwmx OKYMEHTOB:

1) Konusi AOKyMeHTa Ha PYCCKOM f3blke, BbIJAHHOMO KOMNETEHTHbIM OpPraHoOM CTpaHbl NPOWM3BOAUTENS AN
Kaxxgon nNpOu3BOACTBEHHOW MroWagKknu pPerucTpMpyeMoro IekapCTBEHHOro rnpenapata [Ans BeTepuHapHOro
nNpMMeHeHus (B TOM Yucrne Ans npoussoautens apmaueBTMYeckon cybcTaHumm), 3aBePEeHHOro B yCTaHOBNEHHOM
NopsiAKe U NOATBEPXKAAIOLLEr0 COOTBETCTBME MPOU3BOAUTENS PEFMCTPUPYEMOrO NIEKAPCTBEHHOrO Npenaparta ans
BETEPUHAPHOIO MPUMEHEHMST TpeGoBaHMSIM MpaBun Haanexallen npou3BOACTBEHHON NPaKTUKK, NMGO Konus
NIMUEH3UN Ha NPOW3BOACTBO NEKapCTBEHHbIX CPeACTB ANsl BETEPUHAPHOTO MNPUMEHEHUs AN POCCUMNCKUX
npousBoauTenei;

MpumeyaHwue.
MyHkT 2 BCTynaeT B cuny ¢ 1 aHBaps 2017 roga.

2) Konusl 3aKMYeHUss O COOTBETCTBUM MPOU3BOAUTENS NEeKapCTBEHHOro npenaparta Ans BeTepuHapHOro
npuMeHeHus1 TpeboBaHWAM NpaBui Hagnexaiwen nponsBOACTBEHHOW MPAaKTMKW, BbIGAHHOTO YMONTHOMOYEHHbLIM
defeparnbHbiM OpraHOM UCMOMHUTENBbHOW BRacTu ANS KaXAoW NPOU3BOACTBEHHOW MNOLaAKu pernctpupyemoro
NEeKapCTBEHHOro npenapaTta [fAns BETEPUHApPHOro npuMeHeHus (B TOM 4ucre Onsg  npou3BOAUTENS
dapmavueBTnyeckon cybctaHumm), nMbo KonmMst NULEH3MM Ha NPOU3BOLACTBO IEKAPCTBEHHbIX CPEACTB Ans
BETEPUHAPHOIrO NPUMEHEHNS ANSA POCCUNCKNX NPOU3BOAMTENEN;

3) NPOEKT HOPMAaTMBHOIO AOKYMEHTA Ha NIEKapCTBEHHbIN NpenapaTt A1 BETEPUHAPHOTro NPUMEHEHNS;

4) [pOKYMEHT, cofepXaliun cregywowyo uHdopmaumio o dapmaueBTUYeckon cybctaHuum  unm
apmaLeBTUHeCKMX CybCcTaHUMSAX, BXOASLMX B COCTaB JIEKAapCTBEHHOrO npenaparta s BeTepMHapHOro
NpUMeEHeHUs:

a) HaumeHoBaHue hapmaueBTU4ecKon cybcTaHLmK, ee CTPYKTypa, obLume CBOMCTBA;

©0) HaumeHoBaHWe 1 aapec NPOM3BOANTENS;

B) TEXHOMOrMsi MPOM3BOACTBA C ONUCaHWeM CTaaui NPOM3BOACTBA U METOLOB KOHTPOMS Ha BCeX cTagusax
npoun3BoACTBa;

r) MHhopmauust 0 MPMMecsX;

4) cneumdukaums Ha hapmaleBTUYECKYI0 CyOCTaHLMIO;

€) onMcaHne MeTOAMK KOHTPOIS Ka4ecTBa;

X) pesynbTaTtbl aHanu3a cepun papmareBTMYecKon cybcTaHLmuy;

3) nepeyeHb CTaHOapTHbIX 0OpasLUOB WMAM BELLECTB, MCMOMb3yEeMbIX MPU  OCYLLECTBNEHUM KOHTPOIS
Ka4yecTBa;



1) onMcaHne xapakTePUCTUK N CBOWCTB YMaKOBOYHbIX MaTEpUarnoB 1 YKYNOPOYHbIX CPEeACTB;

K) OaHHble 0 cTabunbHoOCTY;

1) CPOK roAHOCTM, YCIOBUS XPaHEHUS;

5) oTtyeT 0 pesynbTatax AOKIMHWMYECKOrO WMCCRefoBaHWs NeKkapCTBEHHOro cpeacTBa Ans BeTepUHapHOro
NPUMEHeHWS;

6) oT4eT O pesynbTaTax KIMHWYECKOro WUCCrefoBaHUs NeKapCTBEHHOro npenaparta Ans BeTepUHapHOro
NMPUMEHEHUS Y KaXKA0ro BUAA XMBOTHbIX, YKa3aHHbIX B MHCTPYKLUMMW MO BETEPUHAPHOMY NPUMEHEHMIO;

7) NpPOEKT WHCTPYKUMM MO BEeTEepMHApPHOMY TMPUMEHEHUIO FEeKapCTBEHHOro npenapara, coaepallen
crnepywoLmne ceegeHus:

a) HavMMeHOBaHWe IeKapCTBEHHOro mnpenapaTta [Afs BEeTEPUHapHOro npuMeHeHus (MexgyHapogHoe
HenaTeHTOBaHHOE, UMW FPYNMNMPOBOYHOE, NN XMMNYECKOE U TOProBOE HAUMEHOBAHWS);

©0) nekapcTBeHHas popma C ykazaHMeM HauMeHOBaHWI U KONMYECTBEHHOMO COCTaBa AENCTBYIOLMX BELLECTB
N Ka4EeCTBEHHOIo COCTaBa BCMOMOraTenbHbIX BELLECTB;

B) OMMCaHne BHELUHEro BMAa NIeKapCTBEHHOrO npenapara 4na BeTEPUHAPHOro NMPUMEHEHUS;

r) dhapmakoTepaneBTMYeckas rpynna fiekapCTBEHHOro npenaparta And BeTEepPMHapHOro MPUMEHEHUS WIn
yka3aHue "romeonaTuyeckunii nekapcTBeHHbIV npenapart”;

A) dapmakognHamuka M apMakokMHeTMKa (3a WCKMIYeHuneM gapMaKkoKUHETUKM roMeonaTUYecKmnx
nekapCTBEHHbIX NMPenapaToB U PacTUTENbHbIX NIEKAPCTBEHHbIX NPenapaToB) NN onucaHne UMMyHoObMONorM4ecknx
CBOWICTB NleKapCTBEHHOro npenapaTa;

€) NnokasaHus onsg NPUMEHeHUs;

X) NpOTMBOMNOKa3aHUS Ans NPUMEHEHNS;

3) Mepbl NPEOCTOPOXHOCTY NPY NPUMEHEHWN;

N) yKazaHue BO3MOXHOCTU M OCOGEHHOCTEN MPUMEHEHUS Y DEpPEMEHHbBIX XUBOTHbBIX, Y XUBOTHbLIX B NEpUOL
nakTaumu, y NoTOMCTBA XXMUBOTHBbIX;

K) pexum [o3npoBaHus, Cnocod BBeAEHUA W MNPUMEHEHWs, NpyW HeobXooMMOCTU Bpems npuema
nekapCTBEHHOro npenaparta Anst BETEPUHAPHOIro NPUMEHEHWS, MPOLOIKUTENBHOCTb NIeYEHMS;

n) BO3MOXHble MOBOYHbIE [EWCTBUS, HexXenaTernbHble peakunu Mpu MNPUMEHEHUUM feKapCTBEHHOrO
npenapaTa Ans BETePUHapHOro NpMMeHeHus;

M) CUMMTOMbI NEPeao3POBKA, MEPbI NO OKa3aHWI0 MOMOLLY NPY NEPEAO03NPOBKE;

H) B3aMmMogewncTBue ¢ ApyrMMuy nekapcTBeHHbIMW NpenapatamMum u (Mnu) KopMmamu;

0) hopMbl BbINyCKa NeKkapCTBEHHOrO Npenapara 4518 BeTePMHAPHOro NPUMEHEHUS;

n) ykasaHwe (Npu HeobxogumocTn) ocobeHHOCTeW AeNCTBUS NEeKapCTBEHHOro mnpenapaTta Ans
BETEPMHAPHOIO MPUMEHEHMS MPU NEPBOM NPUEME WUITU NPU €0 OTMEHE;

p) onucaHue (Npu HeOOXOAMMOCTUN) OEWCTBUA BETEPMHAPHOIO Bpaya (BeTepuHapHoOro dpenbailepa), MHOro
cneumanucTta B o6ractu BeTepuHapum, BnagenbLa XXMBOTHOrO Mpu NPonycke npuema oOAHOW UM HECKOSbKUX 403
nekapCTBEHHOro npenapaTta Anst BETEPUHapHOro NpUMEHEHNS;

C) CpOK rogHOCTM W yKasaHue Ha 3anpeT NMPUMEHEHUS JeKapCTBEHHOrO npenapaTta Ans BeTepUHapHOro
NPUMEHEHMS MO UCTEYEHNM CPOKa rOAHOCTM;

T) YCNOBUS XpaHEHWS;

y) yKasaHvne Ha HeobxoAMMOCTb XpaHEeHWUs! NieKapCTBEHHOro npenaparta Ans BeTepMHapHOro NpUMEHeEHUs B
MecTax, HeAOCTYMNHbIX AN AeTen;

@) ykasaHue (MpM HEoBXOAMMOCTW) chneumanbHbIX Mep NPefOCTOPOXKHOCTU  MPU  YHUUTOXEHMWM
HencnonNb30BaHHbIX NeKapCTBEHHbIX NpenapaToB 4119 BETePMHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXHOIO MCMOMb30BaHWsA MPOSYKLMM XXUBOTHOIO NMPOUCXOXAEHNUSI NOCNe BBEAEHUS XXUBOTHOMY
nekapCcTBEHHOro npenaparta Anst BETEPUHAPHOro NpUMEHEHMS;

L) yCNoBUs OTMNyCKa;

4) HAMMEHOBaHUA 1 agpeca NPOU3BOACTBEHHLIX NIOLLAA0K NPON3BOAUTENS NIEKAPCTBEHHOIO NpenapaTa ans
BETEPMHAPHOIO MPUMEHEHUS;

W) HaMMeHOBaHWe, ajpec opraHv3aumy, YNONTHOMOYEHHOW  AepXaTenemM WM BnagenbLlem
permcTpaumMoHHOro yaoCTOBEPEHMS NNEKAPCTBEHHOIO nNpenapaTa Ha NpUHATUE NPeTeH3un OT noTpebuTens;

8) npoekTbl MakeToB MEPBUMYHOM YMAKOBKM WM BTOPWYHOW YMNAKOBKM FEKapCTBEHHOrO npenaparta Aang
BETEPVMHAPHOIO MPUMEHEHUS;

9) cneayowne cBegeHNs O NIekapCTBEHHOM npenapare Afis BeTepMHapHOro NPUMEHEHUS:

a) onncaHve n cocTaB NeKapCTBEHHOIO npenapara AN BETEPUHAPHOTO NPUMEHEHNS;

©0) onncaHne apmaLeBTUYECKOn pas3paboTku;

B) onuMcaHue npoLecca Npou3BoACTBa U ero KOHTPOns;

r) onMcaHne KOHTPOIS KPUTUYECKMX CTAAUIM MPOU3BOACTBA U MPOMEXYTOYHOW NPOAYKLMK;

[) HaumeHoBaHuA 1 agpeca pa3paboTyvka, gepXaTens unu Bnagenbla perncTpauuoHHOro Y4oCTOBEPEHMS
NeKapCTBEHHOro npenapara, NPOM3BOACTBEHHbLIX MNIOLWAA0K MPOU3BOAUTENST NeKapCTBEHHOro npenapara Ans
BETEPUHAPHOIO MPUMEHEHUS;



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

e) dpapmaveBTUyecKas COBMECTUMOCTb;

X) MUKPOBMOMOrMyeckne xapakTepucTukm;

3) maTepuanbHbI 6anaHc Ans NpovM3BoACTBa CepUM roTOBOrO NPOAYKTA;

1) onucaHne xapakTepUCTUK N CBOMCTB YNaKOBOYHbIX MaTEPUanos N YKYNOPOYHbIX CPeaCTB;

K) DOKYMeHTanbHoe nogTreepxaeHve (Banngaums) NpoueccoB 1 (UNn) UX OLEHKa;

n) TpeboBaHNs K Ka4eCTBY BCMOMOraTenbHbIX BELECTB (cepTudmkaT, cneundurkaums Ha BCrnoMoraTerbHble
BeLlecTBa n nx obocHoBaHue);

M) aHanuTU4yeckue MeTOAMKU, UCNONb3yeMble MPU OCYLLECTBIEHNM KOHTPOMS KavyecTBa BCMOMOraTesibHbIX
BELLECTB;

H) [OOKyMeHTanbHOe noATBepXAeHve (Banupauns) aHanuTUYecKMx MeTOAMK, WCMOoNb3yeMblX npu
OCYLLECTBIEHNN KOHTPOSSA Ka4yecTBa BCrOMOraTerbHbIX BELLECTB;

0) wHdopmauma o6 UCNonb30BaHWM  BCMOMOraTenbHbIX BELIEeCTB 4YErOBEYECKOr0 W >XMBOTHOMO
NMPOUCXOXAEHNS;

n) nHgopmaumsa 06 NCNob30BaHUM HOBbIX BCMOMOraTesbHbIX BELLECTB;

p) TpeboBaHMA K Ka4yecTBy fekapCTBEHHOro npenapata A4S BEeTepMHApHOro npuMeHeHus (ceptudpmkar,
cneundukaLmsa Ha NekapcTBEHHbIN NpenapaT n Ux 060CHOBaHWeE);

C) aHanuMTUyeckne MeTOAMKMW, WCMOMb3yeMble MpPU OCYLUECTBNEHWM KOHTPOMsS KayecTBa JeKapCTBEHHOro
npenapaTa Ans BETePUHapHOro NpMMeHeHus;

T) [OOKyMeHTanbHOe MOATBEpPXAEeHNe (Banugauus) aHanuTUYecKMx MeToOMK, MWCMOoNb3yeMblX npwu
OCYLLEeCTBMEHUN KOHTPONSA Ka4yecTBa NeKapCTBEHHOrO npenapara A8 BeTepMHapHOro NPUMEHEHUS;

y) AOKYMEHT, NOATBEPXOAlLWMN KavyeCTBO JlIeKapCTBEHHOro npenapata TpeX MPOMbIWMEHHbIX Cepui
(npoTokon aHanusa unu cepTuduKaT aHanu3a), ogHa cepusi KOTOpPOro AofKHa coBnagaTb C cepuen obpasua
nekapcTBeHHOro rnpenapaTta, NoAaHHOro Ha perncTpaumio;

@) xapakTepucTmka npumecen;

X) nepeyeHb CTaHAapTHbIX 00pa3uoB, WCMNOMNb3yeMbIX MPU  OCYLECTBNIEHUN KOHTPOMS KadvecTsa
nekapCcTBEHHOro npenaparta Ans BeTepnHapHOro NpMMeHeHus;

L) AaHHble O CTabunbHOCTU NEKapPCTBEHHOro npenapaTa Ans BETePUHapHOro NpMMeHeHns;

10) konusa OOKyMeHTa, coaepXallero MHgopMauunio 0 Hannuum nnm ob oTcyTCcTBUM DaKTOB perncrpauun
NeKkapCcTBEHHOro npenapara Ansi BeTepMHapHOro NpMMeHeHus 3a npegenamum Poccuiickon ®epepauuu;

11) cornacne B MNUCbMEHHOW opMe, NPedyCMOTPEHHOE YacTbilo 7 HaCTosWen CcTaTbu, B Cry4ae
permcTpaumm BOCNpon3BeAeHHOro fiekapCTBEHHOro npenapara;

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

12) Konua OOKYMeHTa Ha PYCCKOM A3blke, 3aBEPEHHOro B YCTAHOBIEHHOM MOpAAKe W MOATBEPXKAAMOLLErO
NPaBOMOYHOCTb 3asiBNIEHUS O rocy4apCTBEHHON perncrpauum NekapcTBEHHOro npenapara Ans BeTepuHapHOro
NpUMeHeHUs (0OBEPEHHOCTD).

4. Tpu npoBeaeHUN YCKOPEHHOW npoueaypbl 3KCNepTUsbl NekapCcTBEHHOro npenapara Ans BeTepuHapHOro
NPUMEHEHUS B LeNsX ero rocyJapCTBEHHON pernctpaunm MoXxeT NpeAcTaBnaTbCs MHopMauus, noslydyeHHas npu
NpOBEeAEHUN KITMHNYECKMX UCCNEAOBaHWI NleKapCTBEHHOro npenapara u onybnmkoBaHHas B CneunanmM3npoBaHHbIX
neyaTHbIX M3[aHWAX, a Takke [AOKYMEHTbl, cogepXawme pesynbTaTtbl UCCregoBaHUs OMOIKBMBANEHTHOCTU
nekapCTBEHHOro npenapaTta Ans BeTepuHapHOro NnpMMeHeHus.

5. Ha akcnepTusy pasnuyHbIX NekapcTBEeHHbIX (hOPM OAHOrO M TOrO >Xe NEeKapCTBEHHOro npenapaTta ans
BETEPMHAPHOIo NPUMEHEHWs 3asiBUTeNb MpeacTaBnseT oTAerbHble 3asBMEeHUs W perucTpaumoHHble AOoCbe Ha
KaXXaylo rekapcTBeHHylo dopMmy. [pn ycrnoBum OOHOBPEMEHHOW MOAAYM HA IKCNEPTU3Y OAHOW NeKkapCTBEHHOW
dopmbl C pasnMyYHbIMU AO3MPOBKON, KOHUEHTpauunen, o6bemMoM 3asBUTENb NpeacTaBnseT OAHO 3asiBfeHune u
perncTpaumMoHHOE [OCbe C MPUIOXEHWEM MaKEeTOB YMNAaKoOBOK Ha KaKOyrlo OO3MPOBKY, KaXOyr KOHLEHTpauuio,
Kaxkabl 06bEeM U KaXkaoe KONM4YecTBO 403 B yNaKOBKe.

6. 3asBuTeNb BNpaBe NpeacTaBUTb N0 COBCTBEHHOWN MHUUMATMBE BMECTE C 3asiBfieHMeM O rocy4apCTBEHHON
permctpaumMm nekapcTBEHHOro mnpenapata Afs BEeTEPUHAPHOTO MNPUMEHEHUs [OOKYMEHTbl, MOATBepxAaoLme
ynnaTy rocygapCTBEHHOW MOLWMHbLI M YKa3aHHble B MNyHKTe 7 4acTu 2 Hactoswen ctatbu. B cnyyvae wmx
HenpeacTaBreHns COOTBETCTBYIOLMA  YMOMHOMOYEHHbIN  bedepanbHbli  OopraH  UCMOMHUTENbHON  BnacTu
npoBepsieT akT ynnaTbl 3asBMTENeM rocygapCTBEHHON NOLWNMHBLI NOCPEACTBOM MCMOMb30BaHMs uHdopmaumum ob
ynnate rocydapCTBEHHOW MOWNWHBLI, codepxallenca B [ocygapcTBEHHOM WHMOPMaUMOHHOW cucTteme O
rocy4apCTBEHHbIX 1 MyHMLUUMNAMNbHBIX NriaTexax, Ha OCHOBaHWW NpeacTaBneHHbIX 3asBUTENEM KOMUIN JOKYMEHTOB,
NOATBEPKAANLLMX yNnaTy rocygapCTBEHHON NOLUMMHbI.

7. He pgonyckaeTcs ncnonb3oBaHWe B KOMMEPYECKUX Lensax uHdopmaumm o pesynbtaTtax AOKIMHUYECKUX
nccrnegoBaHUn  NeKapcTBEHHbIX CPeACTB U KIUMHWYECKUX WUCCRefOBaHUM feKapCTBEHHbIX nNpenapaToB AN
BETEPUMHAPHOIo MPUMEHEHUS, NPeaCTaBleHHON 3asaBUTENEM AN rocyAapCTBEHHOW perncTpaunmn nekapcrBeHHbIX
npenapaTtoB, 6e3 ero cornacusi B TeYyeHMe LeCTU neT C AaTbl rocyAapCTBEHHOW pernctpaumn pedepeHTHOro
nekapcTBeHHoro npenapata B Poccuiickon ®egepaumn.



Crtatbsn 18. logaya M paccMOTPEHME 3asiBNIEHUss O TOCY4apCTBEHHOW perMctpaumMmM IekapcTBEHHOro
npenapaTa aAns MeguuUHCKOro NpuUMeHeHus
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Ona rocynapCTBEHHOW perncrpauum nekapCTBEHHOro npenapata Ans MeguumMHCKOro MNpUMEHEeHUs
lopuandeckoe nNuUo, AencTBylolee B COBCTBEHHbIX MHTEpecax UNu YnorHOMOYEHHOE NPeAcTaBnATb WHTepechl
OpYroro puanyeckoro nuua u 3asBhsiollee NeKkapCTBEHHbIN npenapat Ha rocyAapCTBEHHYIO PerncTpauuio
(banee B HacToAlWeW cTaTbe - 3asBWUTENb), MpeacTaBnseT B YNOMHOMOYEHHbIN bedepanbHbin  opraH
NCMOMNHWUTENbHOW BRACcTW, OCYLUECTBASIOWNIA roCy4apCTBEHHYIO PErMcTpaumio fiekapcTBeHHbIX npenapaToB Ans
MEAMNLMHCKOrO NPYMEHEHUs, B 3NIEKTPOHHOW hopMe U Ha BymMaXHOM HocuTene 3asBfeHvWe O roCcyAapCTBEHHOM
perncTpaummn nekapcTBEHHOro npenapaTa Ans MeAWLMHCKOro NpUMMEHEeHWs, a Takke B nopsiake, yCTaHOBIEHHOM
YNOSIHOMOYEHHbIM heeparnbHbiM OpraHoOM MCNOMHUTENbHOW BNacTW, B 3MEKTPOHHON dopmMe U Ha BymaxHoMm
HocuTene HeobxoauMmble AOKYMEHTbI, M3 KOTOpbIX (hOPMUPYETCA PerucTpaumoHHOe AO0Cbe Ha feKapCTBEHHbIN
npenapart Ans MeanLMHCKOro NMPUMEHEHWS.

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

2. B 3asBneHun O rocygapCTBEHHOW perucTpaumyM nekapcTBEHHOro npenaparta Ans MeguumHCKOro
NMPMMEHEHMS YKa3bIBalOTCS:

1) HaumeHoBaHVe N agpec 3asBUTEnNs M NPOVM3BOAMTENS NEKapCTBEHHOro npenaparta Ansg MeauuuHCKOro
NPMMEHEeHVs U agpec MecTa OCYLLECTBMEHUs ero npou3BOACTBa (B Cnyvae Hamnuyus HECKOMbKMX YYaCTHUKOB
npouecca Npon3BOACTBa HEOHBXOAUMO yKasaTb KaXOoro y4acTHUKa B COOTBETCTBUM C OCYLLECTBNSEMON cTaguen
NMPOVN3BOACTBA);

2) HavMMeHOBaHWe neKapCTBEHHOro mnpenapata Ans MeAVMUMHCKOrO MpuMeHeHus (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNNMPOBOYHOE, UMM XMMUYECKOE N TOProBOEe HauMeHOBaHWs);

3) nepeyeHb AENCTBYIOLLMX M BCMIOMOraTesbHbIX BELECTB, BXOASALWMX B COCTAB fiekapCTBEHHOro npenapaTa
ANs MeAMLMHCKOro MPUMEHEHMS, C yKasaHWeM KONMYeCcTBa KaXaoro ns Hux;

4) nekapcTBeHHas dopma, 403MPOBKa, CNocobbl BBEAEHMS U NMPUMEHEHWS, CPOK FOAHOCTU fNeKapCTBEHHOMO
npenapaTa Anst MegMuUHCKOro NPUMEHEHUS;

5) (apmakoTepaneBTuyeckas rpynna, Kog aHaTOMO-TEpaneBTMYECKO-XMMUYECKOW Knaccudukaumm,
pekomeHaoBaHHOM BcemupHOm opraHusaumen 3gpaBOOXpaHeHus, 3asiBsemMble MoKasaHus Ans NpUMEHEeHWs
nekapCcTBEHHOro npenaparta Ans MeguuUMHCKOro NPUMEHEHNS;

6) oTcyTcTBME HEoBXoouMOCTW NpedocTaBneHMs OTvyeTa O pesynbTaTax KIUMHWYECKOro MCCrnedoBaHus,
nccnegoBaHns  OGMO3KBMBANEHTHOCTW  NEKapCTBEHHOro npenapaTta, paspeleHHOro Ans  MeauUMHCKOro
npumeHeHnsa B Poccuiickon ®epepaummn bonee gsaguatv feT, C ykasaHWeM HOPMAaTMBHBbIX MPaBOBbIX aKTOB,
NoATBEPKAAIOLWMNX AaHHBIN CPOK NMPUMEHEHNS;

7) HeobxooMMOCTb OhOpMIeHUs1 paspelleHnsi Ha BBO3 B Poccuiickyio ®efepaumnio KOHKPETHOM MapTum
3aperncTpMpoBaHHbIX W (MNW) HEe3aperMcTpyMpoBaHHbIX NEKapCTBEHHbIX CpPeAcTB, NpedHasHayeHHbIX Ang
npoBeAeHUst IKCNepTM3bl NIEKapCTBEHHbLIX CPeACTB B LieNsiX rocyAapCTBEHHOW perncTpauum;

8) HeobxoouMOCTb NpoBedeHVst 9JKCNepTU3bl AOKYMEHTOB, MpeACTaBfeHHbIX Ans  onpeaeneHus
BO3MOXHOCTM paccMaTpvBaTb NlEKapCTBEHHbIN npenapaT ANs MeAMUUHCKOro MPUMEHEHUs Mpu OCYyLLEeCTBEHUN
rocy4apCTBEHHON pernctpaumm B kayectse opaHHOro nekapcTBEHHOro npenapaTa;

9) HeobGXx0AMMOCTb MPUMEHEHMS YCKOPEHHON Mpouedypbl 3KCMEepPTU3bl NeKapCTBEHHbIX CPeACTB B LEnsX
rocy4apCTBEHHOWN pernctpaumm nekapcTBEHHOro npenapara;

10) KONMM JOKYMEHTOB, MOATBEPXKAAIOLMX YNnaTy rocyAapCTBEHHOWN NOLLUNMHBI:

a) 3a npoBedeHWe 3JKCNepTU3bl [OKYMEHTOB, MpeACTaBMeHHbIX Ans onpedeneHuss BO3MOXHOCTU
paccmaTpvBaTb  fleKapCTBEHHbIA  npenapat ANs  MEeAMUMHCKOro  MPUMEHeHWs Npu  OCYLLEeCTBIEHUU
rocynapCTBEHHOM permcTpaumm B kayectse opdaHHOro nekapCTBEHHOro npenapara;

6) 3a npoBeaeHVe IKCNEPTU3bI KAYeCTBa NEKAPCTBEHHOIO CpeAcTBa M 3KCNEPTU3bl OTHOLLEHUS OXuaaemomn
nonb3bl K BO3MOXHOMY PUCKY NPWMEHEHUs NeKapCTBEHHOro npenaparta, paspelleHHOro Ans MeauLMHCKOro
npumeHeHns B Poccunckon &depepaumm OGonee pfBaguatu neT, NpU  OCYLECTBIIEHUN TOCYOAPCTBEHHOM
permcTpaumm nekapcTBEeHHOro npenapara;

B) 3a nNpoBefeHMe 3KCMEePTU3bl Ka4ecTBa NeKapCTBEHHOMO CPeacTBa U 9KCMEPTU3bl OTHOLLEHWST OXnAaeMon
Nonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI NTeKapCTBEHHOro npenapara Ansd MeavuMHCKOro NnpMMeHeHus npu ero
rocyfapcTBEeHHOW permctpaumu,

r) 3a NpoBeAeHNe 3KCMEePTU3bl KAa4ecTBa fNeKkapCTBEHHOINO CPEACTBA M 3KCMEPTU3bl OTHOLLEHNS OXnOaeMon
nonb3bl K BO3MOXHOMY PWUCKY NPWMEHEHUs NeKkapCTBEHHOro npenapaTta And MeauUUHCKOro MpUMEHEeHUs, B
OTHOLLEHMN KOTOPOro MpoBefdeHbl MeXAyHapoOHble MHOTOLEHTPOBbIE KIMHWYECKME WCCNedoBaHWs, 4acTb W3
KoTopbix npoBegeHa B Poccuiickon ®epepauun, Mpu  OCYLLECTBMEHWM TOCYOApPCTBEHHOW permcrpauuv
nekapCcTBEHHOro npenapara;

11) Hanuune cormacus NpPOU3BOAMTENS  NEKapCTBEHHOro npenapara, MNpPOU3BOACTBO  KOTOPOro



ocyuwiecTBnsieTcd 3a npegenamum Poccunckon degepaunm, Ha NpoBeAeHUE MHCNEKTUPOBAHMS NMPOM3BOAMTENS Ha
COOTBETCTBME TPpebOoBaHUSIM NpaBuUN Haanexallen NPOM3BOACTBEHHON MPaKTUKY;

12) Hanuume cornacusi, NPegyCMOTPEHHOro YacTblo 18 HacTosILL el cTaTbu;

13) ykasaHve BuMAa NeKapCTBEHHOro npenapara, npeacTaBneHHOro Ha peructpauunio (pedepeHTHbIN
NeKapcTBEHHbIM npenapart, BOCMPOU3BEOEHHbIA NEeKapCTBEHHbIM npenapaT, OMOnorMyeckuin nekapcTBEHHbIN
npenapat, OuoaHanoroBbin (6UoNoAO6HKLIN) neKapCTBEHHbIM npenapaTt (BuoaHanor), romeonaTuyeckui
neKkapcTBEHHbIM Nnpenapat, NekapCTBEHHbIN pacTUTENbHbIN Npenapar).

(vyacTb 2 B pen. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

3. PernctpaumoHHoe [Jocbe Ha NEKapCTBEHHbI npenapaTt Ans  MEeOUUUHCKOrO  NpUMeEHeHUst
npegocTasnseTcs B opme 0OLLEero TEXHNYECKOro AOKYMEHTA.
(vyacTtb 3 B peqn. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Pasgen AOKYMEHTaLMn agMMHUCTPAaTMBHOIO XapakTepa BKIo4aeT B cebs:

1) 3asiBNeHMe O TrOCyAapCTBEHHOW perucTpaumMvM fekapCTBEHHOro npenapata Ans  MeLWLUHCKOro
NPMMEHEHWS B 9MNEKTPOHHOW dhopMe 1 Ha DymMakHOM HocuTene;

2) KONV OOKYMEHTa Ha PYCCKOM $3blKE, 3aBEPEHHOrO0 B YCTAHOBMIEHHOM MOPSiAKE W MOATBEPXKOANOLLErO
NPaBOMOYHOCTb 3asdABUTENSA NOAaBaTb 3asdABMEHME O rocydapCTBEHHOM perucrpaumm nekapCTBEHHOro npenapara
AN MeauLMHCKOro NpMMEHEHNs (OBEPEHHOCTD);

3) KON NULUEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB UIN KOMUIO 3aKMOYEHUS O COOTBETCTBUM
Npov3BOaUTENS NEeKapCTBEHHbIX CpeAcTB TpeboBaHUAM npaBwui Hagnexallen npou3BOLCTBEHHOW MPaKTUKK,
BblaHHbIE YMOMHOMOYEHHbIM dheaeparnbHbIM OpraHOM UCMONHUTENBHOW BNAcTW, B Criyyae, ecrnv npou3BOACTBO
nekapcTBEHHOro npenapara ocyuiectenseTtca B Poccunckon ®epepauuu;

4) koMW BbIJAHHOW YMOSTHOMOYEHHbIM OPraHoOM CTpaHbl MPOU3BOAUTENS NULEH3NUM HA NPOU3BOACTBO
neKkapcTBEHHOro npenapaTta U ee NepeBoj Ha PYCCKUN £3blK, 3aBEPEHHble B YCTAaHOBNEHHOM MNOPSAKe, U KOMUIo
3aKMYEHMT O COOTBETCTBUM MPOU3BOOUTENS FEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM NpaBui Hagmnexallen
NPOV3BOACTBEHHOW NPAKTUKW, BbIAAHHOIO YNONTHOMOYEHHbLIM dbeaepanbHbIM OpraHOM MUCMOMHUTENbBLHOW BnacTu, B
cnyvae, ecnu MpOM3BOACTBO IEKapCTBEHHOrO rnpenapata OCYyLWecTBNsSeTca 3a npegenamu Poccuinckon
depepauymu;

5) NpPOEeKT WHCTPYKUMM MO MEOULMHCKOMY MPUMMEHEHUIO FEeKapCTBEHHOro npenapara, coepxallen
crnepywolne ceegeHus:

a) HaumMeHoBaHMe NeKapCTBEHHOro npenapara (MexayHapogHoe HenaTeHTOBaHHOE, UMW rpynnMpoBOYHOE,
U XMMUYECKOE N TOProBOE HaMMEHOBAHWS);

©) nekapcTBeHHasa hopma C ykazaHMeEM HaMMEHOBAHUN U KONMMYECTBEHHOIO COCTaBa AENCTBYHOLLUX BELLECTB
M KayeCTBEHHOro CcoOCTaBa BCMOMOraTenbHbIX BellecTB (Mpu HeobXxoOAMMOCTM KONMYECTBEHHOTO COCTaBa
BCMOMOraTenbHbIX BELLECTB);

B) onucaHwe BHELLUHero Buaa nekapCcTBeHHOro npenaparta aAng MeguuuHCKOro npuMeHeHus;

r) u3nKo-xMmmyeckune cBomcTea (4na pagnodapmareBTUYECKUX NekapcTBEeHHbIX NpenapaTos);

4) dhapmakoTepaneBTMyeckas rpynna, Ko fnekapcTBeHHOro npenapata Angd MeguuuHCKOro npuMeHeHns no
aHaToOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudukauumm,  pekoMeHgoBaHHoW  BcemwupHon — opraHusaumen
3[1paBoOXpaHeHns, UM ykasaHue "roMmeonaTn4eckuin nekapcTBeHHbIV npenapar”;

e) dapmakognHammka u apMakokMHeTMka (3a UCKNIYeHMEM (hapMakOKMHETUKM TOMeonaTUu4ecKux
NeKapCTBEHHbIX MpenapaTtoB U pacTUTESNbHbIX NEeKapPCTBEHHbIX NpenapaToB);

X) NoKasaHusa Ans NpUMMeEHeHMs;

3) NPOTMBOMNOKa3aHWs ANst NPUMEHEHUS;

W) Mepbl NPEJOCTOPOXHOCTU NPU NPUMEHEHUN;

K) yKasaHWe BO3MOXHOCTU U OCODEHHOCTEW NMPUMEHEHUSI NEKAapCTBEHHOro npenapara ans MeauLMHCKOro
NPUMEHEHNS1 6EPEMEHHBIMU XEHLLMHAMM, XEHLLMHAMN B NEPUOL, FPYAHOIO BCKapMIMBaHusl, 4eTbMMW, B3POCHbIMU,
UMEILLUMUN XPOHMYECKue 3aboneBaHus;

n) pexum [O03upoBaHMSs, Cnocobbl BBEAEHUS W MNPUMEHEHWUsl, NMpPU HeobXoAMMOCTM BpeMsi npuema
nekapcTBeHHOro npenapara Ans MeanLMHCKOro NpUMeHeHns, NPOOOIMKUTENbHOCTb NeYeHnst, B TOM Yucne y aeten
[0 1 nocne O4HOro roga;

M) BO3MOXHbIE HeXenaTerbHble peakumm Npy NpUMEHEHNN NeKapCTBEHHOMO npenapara gfs MeguuMHCKOro
NPUMEHEHNS;

H) CUMNTOMbI NEPEO3NPOBKU, MEPbI MO OKa3aHMK NOMOLLM NpY Nepeo3npoBKe;

0) B3aMMOAENCTBUE C APYrMMN NIEKAaPCTBEHHBIMU Mpenapartamm n (Unu) NMWeBbIMU NMPOAYKTAMMU;

n) oopMbI BbIMyCKa JIEKAPCTBEHHOTO Npenapara;

p) ykasaHue (npyu HeobxoaMmocTn) 0COOEHHOCTEN AENCTBUSA NIEKAPCTBEHHOIO NpenapaTa ANns MeanLMHCKOro
NpUMeEHeHUs NpyY NePBOM NpUemMe UnNun Npu ero oTMeHe;

C) onucaHue (Npu HeOOXOAMMOCTIN) AEUCTBUIA Bpada (henbaliepa) u (unu) naumeHTa npu nponycke npvema
OIHOM MIM HECKOSbKMX A03 NekapCTBEHHOro npenapaTa Ans MeauUMHCKOro NpuMeHeHus;

T) BO3MOXHOE BIMSHWE NEeKapCTBEHHOro npenapata Ans MeOULMHCKOro NPUMEHEHUs Ha ChOoCOBHOCTb



ynpaBnsaTe TPAHCMNOPTHBLIMW CPEACTBaMU, MEXaHU3MaMU;

y) CPOK rogHOCTM M yKasaHue Ha 3anpeT MpUMEHeHUs fekapCTBEHHOro npenapata Ans MeguuUUHCKOro
NMPUMEHEHMS MO UCTEYEHNM CPOKa roAHOCTM;

&) ycrnoBus xpaHeHus;

X) yKka3aHume Ha HeoBXOAMMOCTb XPaHEeHWs fNeKkapCTBEHHOro npenapara Ans MeAVMUUHCKOrOo NPUMEHEHWS B
MecTax, HeAOCTYNHbIX ANS AeTen;

u) ykasaHve (Mpu HeobxoAMMOCTM) CheunanbHbIX Mep MNPefoCTOPOXKHOCTM  MPU  YHUHTOXEHUU
Hencnonb30BaHHbIX NeKapCTBEHHbIX NpenapaToB AN MEAULMHCKOrO NPUMEHEHMS;

4) yCrioBus OTNYCKa;

L) HaMMEHOBaHWsA 1 agpeca NPOM3BOACTBEHHbIX MOLLAA0K NPON3BOAUTENS NTIEKapCTBEHHOMO Npenapara;

W) HaMMeHOBaHWe, adpec opraHuM3auun, YNOMHOMOYEHHOW  JepXaTeneM WM Briagesnblem
perncTpaumMoHHOro yAOCTOBEPEHUS] NEKAPCTBEHHOIO npenaparta Ans MeaMUMHCKOrO MPUMEHEHMST Ha MpUHATUE
npeTeH3un oT notTpebutens;

6) MHCTPYKLMIO MO MEAMLMHCKOMY MPUMEHEHMWIO UMW KPaTKYI0 XapaKTepUCTKKY NIEKapCTBEHHOIo npenapara,
YTBEPXKAEHHbIE B CTPaHe NPOV3BOAUTENS;

7) NpOEeKTbl MakeTOB MNEepBMYHOW YMakOBKM W BTOPMYHOW YMakoBKWM J€KapCTBEHHOro npenapaTta Ans
MEeLMLMHCKOro NPUMEHEHMS;

8) NpoekT HopMaTUBHOW AOKYMEHTaLUW U1 HOPMAaTMBHOrO AOKYMEHTAa Ha NeKapCTBEHHbIM npenapaTt Ans
MeOMLMHCKOrO NpUMeHeHnst MMbo ykasaHue CoOOTBETCTBYIOLWEN hapMakonenHon ctaTby;

9) [OOKYMEHT, cofepXawunh WuHpopMaumlo O Hammumm unm 06 OTCYTCTBMM (haKTOB perucrpauuu
nekapcTBEHHOro npenapara Anst MeANUMHCKOro npumeHeHns 3a npegenamm Poccuinckon depepauny;

10) KOMMM OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBMEHHOM MOPSiAKE M MOATBEpXAalWmx hakT perncrpauum
nekapCTBEHHOro npenapaTta B MHOCTPaHHbIX rocyAapcTBax B Ka4ecTBe opdaHHOro fiekapCTBEHHOMO npenapara;

11) nnaH ynpaeneHuss puckamu Anst OMONOrMYecKMX neKapCTBEHHbIX MNpenapaToB Anst MeAWLUHCKOro
NPUMEHEHWS;

12) DOKYMEHT 0 cucteme dhapMakoHag3opa AepxaTens unv Bnagenbua perMcTpaumoHHOro yaocToBEepeHUs
nekapCTBEHHOro npenapara;

13) OOKYMEHT, MOATBEPXAAMWMMA KavyeCTBO fEeKapCTBEHHOro npenaparta Tpex MNPOMbILWEHHbIX Cepun
(npoTtokon aHanu3a unu cepTudukaT aHanusa), ogHa Ccepus KOTOPOro AOIpKHa coBnagaTb C cepuen obpasua
nekapCcTBEHHOro npenapata pAns  MEeAULUHCKOTO MPUMEHEeHWs, MNPeACTaBEeHHOr0 Ha roCyAapCTBEHHYIO
permcTpaumio.

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

5. Pazgen xmMmnyeckon, dhapMaueBTUHECKON 1 BMONOrMYecKkon JOKyMEHTauumM BKNOYaET B cebs JOKYMEHTHI,
copepxalwme nHdopMaumio o dapmaLeBTUYECKON CYOCTaHLMM U NEKapCTBEHHOM npenaparte Ans MeguLMHCKOro
NPUMEHEHMS, MpoLiecce ero NPoM3BOACTBA M METOAAxX KOHTPOSA Ka4ecTBa, B TOM YnCIE:

1) KOMWIO OOKYMEHTa, copepXallero crefyloLllyto MHgpopmMauuio o dapmaueBTUYecKo CybcTaHuMM unm
dhapmMaLeBTMYECKUX CYOCTaHLUMSIX, BXOAALWMNX B COCTaB fIekapCTBEHHOMO npenapara:

a) HaumeHoBaHue hbapmaueBTUYECKOM cybCcTaHL MK, ee CTPyKTypa, obLme CBOMCTBA;

0) HaumeHoBaHWe 1 agpec NPoM3BOANTENS;

B) TEXHOMOrMs NPov3BOACTBA C ONUCaHWEM CTagui NPoM3BOACTBA M METOAOB KOHTPOMS Ha BCEX CTaausix
Npou3BOACTBA;

r) onucaHue pa3paboTku npoLecca Npon3BoACTBa;

[) onMcaHne KOHTPONSA KPUTUYECKMX CTaauin Npon3BoACcTBa U MPOMEXKYTOYHOW NPOAYKLMK;

€) JoKyMeHTanbHoe noaTeepxaeHve (Banvaaumns) npoLeccos U (Unn) Nx OLEHKa;

) CBOMCTBA W CTPYKTypa AENCTBYIOLLMX BELLECTB;

3) XapakrepucTuka npumecen;

n) cneundukaumsa Ha hapMaLeBTUYECKYHO CyOCTaHUMIO U ee 0OOCHOBAHWE;

K) aHanMTUu4eckne MeToAMKU, NCMONb3yeEMbIE MPU OCYLLLECTBIIEHMM KOHTPOMNSA KayecTBa hapmaLeBTUHECKON
cybcTaHuup;

n) [oKymeHTanbHOe MOATBEPXAeHWe (Banvpauus) aHanMTUY4eCcKMx MeTOAMK, WCMOoNb3yeMblX npwu
OCYLLECTBMNEHUN KOHTPOSISA Ka4YecTBa papmaLeBTUYECKON CybcTaHuny;

M) pe3ynbTaTbl aHannsa cepuii apmMaLeBTU4eckon cybctaHumm;

H) nepeyeHb CTaHAaAPTHbIX O0pa3sLUOB WM BELIECTB, WCMOMb3yeMbIX MNPW OCYLLIECTBIIEHUN KOHTPOSS
KayecTBa;

0) onMcaHve XxapakTePUCTUK U CBOWCTB YNaKoOBOYHbLIX MaTepPMaroB 1 YKyNOPOYHbIX CPEACTB;

n) gaHHble 0 cTabunbHoCcT hapmaLeBTUYECKON CyOCTaHLuu;

p) CPOK rOOHOCTMU;

2) DOKYMEHT, COAepXalliuMi creaylolune CBEOEHMS O NeKapCTBEHHOM npenapate Ans MegUuLMHCKOro
NPUMEHEHMS:

a) onncaHue 1 cocTas NekapCTBEHHOro npenapaTa Ans MeauMLMHCKOro NpuMeHeHus:;



0) onucaHue dapmaueBTMYeckon pa3paboTkm (obocHoBaHME BbiIbOpa cOCTaBa, NMEPBUYHOWM YMAKOBKU U
WHOro);

B) TEXHOMNOrMs NPOV3BOACTBA C ONMUCaAHWEM CTadui MPOM3BOACTBA M METOLOB KOHTPOMS Ha BCEX CTaausix
NpOu3BOACTBA;

r) onNMcaHne KOHTPOISA KPUTUYECKUX CTaaMIn npouecca Npou3BoACTBa M NMPOMEXYTOYHOW NPoAYKUUK;

A4) HaMMeHOBaHWe W agpec MecTa OCYLeCTBeHMs NpOM3BOACTBA fEeKapCTBEHHOro npenapaTta Aans
MEeOMLMHCKOrO NMPUMEHEHWs (B Cnydae Hanuymsi HECKOSbKMX YYaCTHMKOB Mpouecca nponssBoAcTBa HeObGX0AMMO
yKasaTb KaXK4oro u3 Hux);

€) hapmaueBTU4ECKas COBMECTUMOCTb;

) MUKpoBUonormyeckne xapakTepucTukuy;

3) MaTepuanbHbIn 6anaHc 4ns Npou3BoACTBa CEPUN FOTOBOMO MPOAYKTa;

1) onMcaHne xapakTePUCTUK N CBOWCTB YMaKOBOYHbIX MaTEpPUaroB 1 YKYNOPOYHbIX CPEeACTB;

K) JOKyMeHTanbHoe noaTBepXaeHve (Banugaums) npoLeccoB NpoM3BOACTBA M (MMN) NX OLLEHKa;

n) TpeboBaHUs K Ka4eCcTBY BCMOMOraTenbHbIX BELeCTB (cepTudukaT, cneuudurkaums Ha BCrnoMoraTerbHble
BeLlecTBa 1 ux 060CHOBaHWE);

M) aHanuTU4yeckue MeTOAMKWU, UCNONb3yeMble MPU OCYLLECTBIEHUM KOHTPOMS KayecTBa BCrioMoraTerbHbIX
BELLECTB;

H) [OKyMEeHTanbHOe noATBepXAeHue (Banuaauus) aHanuTU4eckux MeToAMK, WCMOoMb3yeMblX Mpu
OCYLLECTBMEHUN KOHTPOISA Ka4eCcTBa BCrOMOraTernbHbIX BELLECTB;

0) wuH(popmauus 06 MCNONb30BAaHMU  BCMNOMOraTeNbHbIX BELEeCTB YEeroBeYecKOoro W XXMBOTHOTO
NMPOUCXOXAEHNS;

n) uHdopmaums 06 NCNoNbL30BaHMN HOBbLIX BCMIOMOraTernbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBYy fiekapCTBEHHOro npenaparta Afis MeUUMHCKOrO MNpuMeHeHus (cepTudpmkar,
cneunduKaLms Ha NeKapCTBEHHbIN NpenapaT n Ux 060CHOBaHME);

C) aHanmuTU4ecKkne MeTOAMKMW, WCMONb3yeMmble MPW OCYLLECTBIIEHUM KOHTPONS KayecTBa eKapCTBEHHOro
npenapaTa Anst MeguMUUHCKOro NPUMEHEHUS;

T) [OOKyMeHTanbHOe MOATBEpPXAEeHNe (Banugauus) aHanuTUYeCcKMx MeToOMK, MWCMOoNb3yeMblX npwu
OCYLLEeCTBMEHUN KOHTPOISA Ka4yeCcTBa NekapCTBEHHOro npenapaTta Ans MeguuUMHCKOro NPUMEHEHUS;

y) pe3ynbTaTtbl aHanu3oB Cepuii ieKapCcTBEHHOro npenapara A8 MeaULUMHCKOro NPUMEHEHNS;

&) xapakTepucTuka npumecen;

X) nepeyeHb CTaHAapTHbIX 00pasUOB, WCMOMb3yeMbiX MPU OCYLUECTBIIEHUM KOHTPONSA KadecTBa
nekapCcTBEHHOro npenapaTta Ans MeguLUMHCKOro NPUMEHEHNS;

L) AaHHble O CTabMNbHOCTU NIEKAPCTBEHHOIO NpenapaTa Anst MegUUUHCKOro NPUMEHEHMUS.

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

6. Pasgen dapmakonornyeckon, TOKCUKOSIOMYECKON [OKYMEHTauun BKMYaeT B cebsA oTyeTbl O
pesynbTatax AOKMMHUYECKUX UCCNEedOBaHUN NEeKapCTBEHHOrO cpeacTBa AN MEeOULMHCKOTO NMPUMEHEHWS, B TOM
yncne:

1) oT4eT 0 hapMaKkoAMHAMUYECKNX UCCINEOOBAHUSAX;

2) oT4eT 0 hapMaKOKMHETUYECKMX UCCIEeAOoBaHNSX;

3) OTYET O TOKCMKOSTOMMYECKMNX NCCITELOBaHMSIX.

(vacTb 6 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen KnuUHWYecKOW [JOKyMeHTauuum BkmovaeT B cebs oTyeTbl O pesynbTatax KIMHUYECKUX
nccrnegoBaHU NekapCTBEHHOMO nNpenapara Ans MeguuMHCKOro NPUMEHEHNs, B TOM Y1che:

1) oT4yeTbl 006 MccnegoBaHMAX BUOAOCTYNHOCTY M BUO3KBUBANEHTHOCTU, NCCIIEAOBAHMAX, YCTAHABNNBAIOLLMX
KOpPEnsLmMio pe3ynbTaToB, NOMYy4YEHHbIX B YCIOBUSAX in vitro 1 in vivo;

2) oT4eTbI 0 PapPMaAKOKUHETUHECKNX NCCIENOBAHUSAX;

3) oT4eTbl 0 hapMaKkoAMHAMUYECKNX NCCIE0BAHUSAX;

4) oTYeTbI O KNNMHUYECKMX UccrnenoBaHusax adheKkTMBHOCTM 1 6e3onacHOCTY;

5) 0T4ET 0 NOCTPErMCTPALMOHHOM OMbITE MPUMEHEHUS (MPY HANUYMK).

(vacTb 7 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

8. TpeboBaHus kK obbemy MHGOPMAaLMK, MPEOOCTaBMSEMON B COCTAaBe PErmcTpauuoHHOro Jocbe, ANs
OTOEeNbHbIX BWMAOB JlIEKApCTBEHHbIX MpenapatoB Ans  MEOVMUMHCKOro MpPUMMEHEHMs  yCTaHaBnuBaloTCH
YNONTHOMOYEHHbIM befepanbHbIM OPraHOM UCTMONHUTENBHOW BRacTu.

(vacTb 8 BBegeHa PegepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-$3)

9. B oTHOLLIEHUN NEeKapCTBEHHbIX NpenapaToB, pa3peLleHHbIX NS MeAULUHCKOro npumMeHeHusa B Poccumnckom
depnepaumn 6onee gBagLaTM neT (3a UCKNOYEHEM OMONMOrMYECKUX NIEKAPCTBEHHLIX MpenapaToB), AOMYyCKaeTcs
BKJIIOYEHME B COCTaB pa3gernia hapMakonormyeckom, TOKCUKONOrMYECKON AOKYMEHTaLMN 1 pa3gena KIMHUYeCKom
OOKYMeHTaumMmM BMeECTO oT4yeTa paspaboTymka O pesynbTaTax COOCTBEHHbIX [AOKITMHUYECKUX WCCreaoBaHWN
NEeKapCTBEHHbIX CPEACTB W KIUMHWYECKMX WCCNEeLOBaHUA FeKapCTBEHHbIX MpenapaTtoB ANns MeOULUHCKOro
npuMeHeHust 063opa HayyHbIXx paboT o pesdynbTaTax AOKMMHUYECKMX UCCREeNOBaHUM NeKapCTBEHHbIX CPEACTB U



KMMHUYECKMX WCCNEedoBaHWM [OaHHbIX JeKapCTBEHHbIX MpenapaTtoB, B TOM YWCMe BKOYas ONbIT WX
NOCTPErncTPaLoOHHOIO NPUMEHEHMUS.
(vyacTtb 9 BBegeHa ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10. Tpun rocyoapcCTBEHHOW perncTpaumm BOCNPOU3BEAEHHbIX NEKApCTBEHHbIX NpenapaTtoB  And
MeOMLMHCKOrO NPUMEHEHNs ONYCKaeTCcs BKIIOYEHNE B COCTaB pasaena hapMakornormyeckon, TOKCUKONOrnYeCcKon
OOKYMeHTaumMm W pasgena  KvMHUYECKOW [AOKYyMeHTauuMm BMeCTO oT4yeTa paspabortyvka O pesynbTaTax
COOCTBEHHbIX AOKMMHUYECKUX MCCNefoBaHW NekapCTBEHHbIX CPpeacTB 00630pa HayyHbIX paboT O pesynbrarax
OOKIUHMYECKMX  UCCrefoBaHuin  pedepeHTHOro  NekapcTBEHHOro npenapata W nNpeacTtaBneHve  BMECTO
KMMHUYECKNX NccneoBaHnii B NOSTHOM obbeme, YCTaHOBNEHHOM PasfaernioM KNMHUYECKON AOKYMEHTauUmMmM, otyeTa o
pesynbTatax WcCrnegoBaHUM OMO3KBMBANEHTHOCTM BOCMNPOM3BEAEHHOrO JIEKApCTBEHHOro MpenapaTta Ans
MeOMUMHCKOrO MpuMeHeHus. He TpebyeTca npeActaBneHMe OT4eTa O pe3ynbTaTax  MCccreaoBaHWn
OGMO3KBUBANEHTHOCTU BOCMPOM3BEAEHHOIO NEKAPCTBEHHOrO Mpenapata ANns MEeAWUMHCKOrO MPUMMEHEHUs, ecru
perucTpupyoTcs BOCMPOMN3BEAEHHbIE NTEKapCTBEHHbIE Npenapatbl Anst MeAMLUHCKOrO MPUMEHEHUS, KOTOPbIE:

1) npegHasHayeHbl ONs  NapeHTepanbHOro  (MOAKOXHOIO,  BHYTPUMBILLEYHOrO,  BHYTPUBEHHOrO,
BHYTPUINa3HOro, BHyTPUMNOMOCTHOIO, BHYTPUCYCTABHOIO, BHYTPMKOPOHAPHOro) BBEAEHUS U NPeACTaBnstoT cobow
BOAHbIE PacTBOPSI;

2) npeacTasnsAlT cOboN pacTBOpLI AN NepopanbHOro NPUMEHEHUS;

3) npon3BeaeHbl B (hopme MOPOLLKOB UMW NMOrnM3aToB AN NPUroTOBNEHUS PacTBOPOB;

4) ABNAOTCS rasamu;

5) ABNAIOTCA YLWHBIMW UNW Ma3HbiIMW NEKapCTBEHHbIMW Npenapatamu, NponsBegeHHbIMU B (hopme BOOHbIX
pacTBOpPOB;

6) npegHa3Ha4yeHbl 4N MECTHOIO MPUMEHEHUSA U NPUrOTOBIIEHBI B DOPME BOAHBLIX PAaCTBOPOB;

7) npencTtaBnalT cobol BoAHblE pacTBOpPbl AN UCMOMb30BaHWs B opMe wuHransumi C MOMOLLbHO
HeOynan3epa unu B kKa4ecTBe Ha3arbHbIX CNPeeB, MPUMEHSIEMbIX C MOMOLLIbIO CXOOHbIX YCTPONCTB.

(yacTb 10 BBegeHa ®eaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

11. Ona cnyyaes, ykasaHHbIX B NyHkTax 1 - 3, 5 - 7 yactn 10 HacTosiwen cTtaTby, BOCMPOU3BEOEHHbIN
nekapCTBEHHbIN npenapaT ONnd MeauWUMHCKOro NPYMEHEHWs OOIDKEH codepXaTb Takue >Xe BCnoMoratenbHble
BELleCTBa B TaKMX e KOonmuMyecTBax, Kak W pedepeHTHbI nekapCTBeHHbIV npenapaT. Ecnm coctasbl
BCMOMOTraTenbHbIX BELWECTB pas3nuyaloTcd, 3asBuTenb [OIDKEeH NpeacTaBuTb JokasaTenbCTBa TOro, YTO
ncrnonb3dyemble B AaHHbIX KOHLEHTpauusx BCnoMoraternbHble BELleCTBa He BNUAIOT Ha 6e3onacHOCTb U (Mnm)
3(PPEKTUBHOCTL MEKapCTBEHHOro npenaparta Ans MeauuMHCKOro npumeHeHus. B cnyyae, ecnu 3asButenb He
MOXeT NpeAcTaBUTb Takme gokasaTenbcTsa U (Mnu) He MMeeT AOCTyNa K COOTBETCTBYHOLUMM OAHHbLIM, OH OOMXEH
NPOBECTM COOTBETCTBYIOLLNE UCCIEe0BaHNs ANs [oKa3aTenbCTBa OTCYTCTBUSA BUSHUS pa3HbIX BCMOMOraTesnbHbIX
BELLECTB WNM BCrnoMoraTerbHbIX YCTPOMCTB Ha ©Oe3onacHocTb U (Mnun) 3EEKTUBHOCTL JIEKAPCTBEHHOIO
npenapata Ans MeOWLMHCKOrO NPUMEHEHUsI B MOpsSiAKe, YCTAaHOBMIEHHOM YMONTHOMOYEHHbIM deaeparnbHbIM
OpraHoM UCMOSMHWUTENBHOW BRACTMU.

(vyactb 11 BBegeHa degepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

12. Tlpn rocygapCTBEHHON perncTpauum KomMOvHauui paHee 3aperMcTpMpOBaHHbIX JTEKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO MpUMMEHEeHUs OONyckaeTcs BKMYeHMe B COCTaB pasgena hapmakonorn4yeckomu,
TOKCMKONOrMYECKON OOKYMEHTauuMm W pasgena KIMHWYeCcKOMW AOKYMeHTauMm BMecTO oTveTa paspaboTumka o
pesynbTatax COBCTBEHHbIX AOKIUMHUYECKMX WCCregoBaHWi NeKapCTBEHHbIX CPpeacTB 0630pa HayyHbix paboT o
pesynbTatax AOKMMHUYECKUX WCCnenoBaHui pedepeHTHbIX MeKkapCTBEHHbIX MpenapaTtoB, BXOOAWMX B COCTaB
KOMOMHaUMKM NeKkapCTBEHHbIX NpenapaTos, 1 06 OTCYTCTBMU NX B3aMOAENCTBNS B OAHOW NekapCTBEHHON hopme.
(4acTtb 12 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTu3y pasnunyHbiX NEeKapCTBEHHbIX (hOpM OAHOMO U TOroO e NeKapCTBEHHOro npenaparta Ans
MEeOMULMHCKOrO NPUMEHEHUs] 3asBUTENb MpPeAcTaBnseT OTAEeNbHble 3asBMEHUs U PErMCTpPauMOHHbIE OOCbEe Ha
KaXxgyto nekapcTBeHHyo dopMy. [py ycnoBun OOHOBPEMEHHOW NOJAyYM Ha 3KCMEPTU3Y OLHOW FlekapCTBEHHOM
OpMbl C pasnUYHbIMKU JO3UPOBKOW, KOHLEHTpauumen, oO6beMOM 3asiBUTENb NPEACTaBNAET OAHO 3asiBIEHUE U
perucTpaumMoHHOE [OCbE C MPUITOXKEHMEM MAKETOB YMAKOBOK Ha KaXOyH OO3MPOBKY, KaXOYH KOHLEHTpauuio,
KaxabIl 00BbEM U Kaxgoe KONMYecTBO 03 B yMaKkoBKe.

(vacTb 13 BBegeHa deaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

14. Mpw rocynapcTBeHHOW permctpauumn opgaHHOro nekapCcTBEHHOro rnpenapara 3asButens npeacrasnseT
nHdopmaumio, Heobxoaumyo Ana opmMupoBaHMa pasgena  KIWMHWYECKOW AOKyMeHTauun, B obbewme,
YCTaHOBMEHHOM YMOSTHOMOYEHHbIM deepanbHbiM OpraHoM UCMNOSNHUTENBHON BacTu.

(vyacTb 14 BBegeHa deaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

15. Mpu perucTpaumm GNonorm4eckoro NekapcTBEHHOro npenapaTa, NoSy4eHHOro U3 KPOBW, Nia3mbl KPOBU
YyeroBeka, B COCTaBe PErmcTpaLMoOHHOrO [0Cbe Ha fekapCTBEHHbIV npenapaTt Anst MeQUUUHCKOro MpUMeHeHus
OOIMKHbI BbITb NpeAcTaBneHbl JOMONMHUTENLHO:

1) B pasgene [OKyMeHTauuv agMUHUCTPATMBHOIO XapakTepa AOKYMEHT, coepXaliuMih MHopmauuo o
cybbekTax obpalieHuss JOHOPCKOW KPOBU M (UNK) ee KOMMOHEHTOB, O TOM, rae 6bina ocylwlecTBreHa AoHauus



(kpoBM UM (UnKM) nnasmbl KPOBM), a TakkKe [daHHble 00 MHMEKUMOHHbIX 3aboneBaHusaX, nepenaroLLmxcs
napeHTepanbHbIM NyTem, MHopmauns o cydobekTax obpalleHus OOHOPCKOW KPOBWU U (MNN) ee KOMMOHEHTOB, B
OTHOLLUEHMUN KOTOPbIX OCYLLECTBSAETCS KOHTPOSb JOHOPCKOW KPOBU U (UNN) €€ KOMIMOHEHTOB;

2) B pa3gerne xuMmmnyeckon, hapmaueBTMIECKOM U BMONOrMyeckon 4oKyMeHTaLmm:

a) kputepum M cnocobbl oTOOpa, TPaHCMOPTUPOBaAHUA M XpaHEHUs [OOHOPCKOM KpoBM M (unv) ee
KOMMOHEHTOB;

0) pesynbTaTthl MCccnegoBaHM OTOBPaHHbBIX JOHOPCKOW KPOBWU M (MNK) Nnasmbl KPOBU U MYNOB Ha Hanuive
BO3OyauTenen uHMeKLMI, BKNoYas MHopmauuio 06 MCNOMNb30BaHHbLIX METOAMKAX WCCNeAOBaHUM MU B cnydae
uccnegoBaHus NynoB Mnas3Mbl  KPOBM  pe3ynbTaTbl  AOKYMEHTaNbHOrO  MOATBEpXAeHus  (Banugauum)
NCNONb30BaHHbIX METOANK;

B) TEXHMYECKME XapaKTEePUCTUKM YNaKoBKM Ans oTOopa JOHOPCKOW KPOBWU M (UMW) nia3mbl KPOBW, BKIOYas
nHdpopmaumio 06 NCNoNb30BaHHbIX PacTBOPaX aHTUKOArynsiHTOB.

(vyacTtb 15 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

16. KnnHnyeckne nccnegoBaHns rekapcTBEHHOro npenaparta ansg MegmumHCKOro NpUMeHeHns B Liensx ero
rocygapcTBEHHOW pernctpaunm nposoaaTtcs B Poccunckon ®egepaunm B nopsigke, ycTaHOBAEHHOM cTaTbsmu 38 -
44 Hactoswero denepanbHoro 3akoHa. OTYeT O NPOBELEHHbIX UCCNEAOBaHUSAX BKIHOYAETCs B COCTaB pasfgena
KNUHUYECKON [OKYMEHTauuM perncTpaumoHHOro [OCbe Ha JIeKapCTBEHHbIM Mpenapat And MeguuMHCKOro
npuMmeHeHns. [nsi NekapCTBEHHbIX MNpenapaTtoB ANd MEOULUHCKOrO MPUMEHEHUS, B OTHOLUEHWM KOTOPbIX B
pe3ynbTarte 93KCNepTu3bl AOKYMEHTOB, NpPeACTaBfiEHHbIX [AM1s OnpeaeneHus BO3MOXHOCTW paccmaTpuBaTb
NeKapCTBEHHbIV npenapart Ans MeAWLMHCKOro NpuMeHeEHWst B kayecTBe opdhaHHOro fiekapcTBEHHOro npenapara,
Takasi BO3MOXHOCTb MpU3HaHa U B OTHOLUEHUWN KOTOPbIX NPOBEAEHbI KIMMHUYECKNE UCCIEAOBAHNS, BbINOMHEHHbIE
3a npegenamu Poccuiickon ®egepauum B COOTBETCTBUM C NpaBunamMn Hagnexalen nabopaTtopHON NPakTUKK U
npasunaMuM Hagnexallen KrMHUYECKOW MNpPaKTUKW, OONyCKaeTcs BKIOYeHWe B COCTaB pasfena KrMHUYecKomn
OOKYMeHTauunm BMEeCTO OTyeTa O pesynbTaTax KIMHUYECKMX WCCnefoBaHWM nekapcTBEHHOro npenapata Ans
MeOMLMHCKOro MpUMEHeHUs, npoBedeHHbIXx B Poccunckon ®depepaumu, oTdyeTa O pesynbratax KIMHUYECKUX
nccrnenoBaHum, BeINOMHEHHBIX 3a Npegenammn Poccuiickon ®enepaumn.

(vacTb 16 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

17. 3asBuTenb BMpaBe nNPeacTaBUTb MO COOGCTBEHHOW MWHUUMATMBE BMeECTe C 3asiBNeHneM O
rocygapCTBEHHOW perucTpaumMm fekapcTBEHHOro npenapata Ans MEOULMHCKOrO MPUMEHEHUS OOKYMEHTHI,
noaTBepxxaatoLme ynnaTty rocygapCTBEHHOM NOLWMUHBI U yKa3aHHble B nyHkTe 10 yacTu 2 HacTodAwen cratbu. B
cny4vae ux HernpeacTasrieHns COOTBETCTBYIOLWMNIN YNOITHOMOYEHHbLIN dhefeparnbHbIi opraH UCMOMHUTENBLHOW BNacTu
npoBepseT hakT ynnaTbl roCyaAapCTBEHHOW MOLUMMHbI 3agBMTENeM NOCPEACTBOM UCMONb30BaHNs nHGopmaLmMm oo
ynnate rocydapCTBEHHOW MOWNWHBI, coaepxalwenca B [ocygapCTBeHHOW WHGOPMAUMOHHOW cucteme o
rocygapCTBEHHbIX U MyHULMNAnbHbIX NnaTexax, Ha OCHOBaHWW NpeAcTaBreHHbIX 3asaBUTenem Konuim JOKYMEHTOB,
noaTBepXaaloLWwmux ynnaTty rocygapcTBEHHOM NOLUSNHbI.

(4actb 17 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

18. He pgonyckaeTcs Mcrnonb3oBaHMe B KOMMEpPYeCKUX uensax uHdopmauum o pesynbtatax JOKNUMHUYECKNX
nuccnefoBaHUM NeKapCTBEHHbIX CPeACTB UM KNUHWYECKUX WUCCNefoBaHMM JeKapCTBEHHbIX MpenapaTtoB Ans
MELMLMHCKOro NPUMEHEHWs, NPeaCTaBEHHON 3asBUTENEM AN rocyAapCTBEHHON perncTpaumm nekapCTBEHHOro
npenapata, 6e3 ero cornmacusi B TeyeHMe LWEeCTU feT C AaTbl rocyaapCTBEHHOM perncTpaumm pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon ®egepauuum.

(vacTb 18 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

19. [epxatenb wnu BRageneL perncTpaumoHHOro YAOCTOBEPEHUS NEeKapCTBEHHOro npenaparta Ha
BGUOTEXHONOTMYECKMI UNN OpdIaHHbIA NEeKApCTBEHHbIN NpenapaT 0bsi3aH NpPefoCcTaBNsATb Ha BO3ME3OHOW OCHOBE
0b6pasLbl pedepeHTHOro fekapCTBEHHOMO Npenaparta 3asBUTENAM Ans NPOBEAEHUS KITMHUYECKUX UCCNeaoBaHWN.
CtoumocTb o06pasua pedepeHTHOro IeKkapCTBEHHOro npenapaTa, BKIMOYEHHOTO B MEepeyYeHb KU3HEHHO
HeOOXOAMMbBIX W BaXXHEWLUMX JIEeKapCTBEHHbIX MNPEenapartoB, He [OJPKHA MpeBbIWaTb 3aperncTpupoBaHHYIO
npefenbHy0 OTMYCKHYK LUeHY Ha pedepeHTHbI NnekapCcTBeHHbI npenapar unuM uUeHy Ha nekapCTBEHHbIN
npenapaT B CTpaHe Npoun3BoaAUTENS.

(vacTb 19 BBegeHa ®eaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

20. 3asBneHne o rocygapCTBEHHOW perncrpauumn BOCMPOU3BEOEHHOrO NEKapCTBEHHOro npenapara Aans
MELMLMHCKOINO MPUMEHEHMS MOXET ObITb NMOOAHO B YMOMHOMOYEHHbIV doefeparnbHbli OpraH MCNOSHUTENbHOM
BNAacTW, OCYLLECTBISOLMIA FOCY4apCTBEHHYIO PErMCTPaLMIO NIEKapCTBEHHbIX NPenapaToB, MO UCTEYEHUN YeTbIpex
net C pQaTtbl rOCyOapCTBEHHOM perncrpaumm ped)epeHTHOro JliekapCTBEHHOro npenapata B Poccuiickon
depepauymm.

(4yacTtb 20 BBegeHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21. 3asBneHne O rOCyAapCTBEHHOW perucTpauum 6GuoaHanoroBoro (6Monogo6GHOr0) nekapCcTBEHHOMO
npenapata (6uoaHanora) MoxeT ObiTb MOAAHO B YMONMHOMOYEHHLIN hefepanbHbli OpraH WCMONHUTENbHON
BNacTW, OCYLLECTBAAIOLWNA rocyaapCTBEHHYIO perncTpaunio nekapcTBEHHbIX NpenapaToB, N0 UCTEYEHUU Tpex net
C AaTbl rocyaapCTBEHHOW permcTpaumm pedepeHTHOro nekapcTBeHHoro npenapara B Poccuiickon ®epepauuu.



(vyacTtb 21 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22. [epxatenb wnu Brnagenel perncrpauuoHHOrO  yAOCTOBEPEHUS FeKapCTBEHHOrO npenapara
npeacTaBnsieT B YNOMHOMOYEHHbIN defeparnbHbI OpraH UCMOMHUTENBHOW BNACTW, OCYLLECTBSAOWUA YHKLMN
Mo KOHTPOIO N Haa30py B chepe 3a4paBoOXpaHEHNs, OTYET NO pedynbTatam papMakoHaa3opa OAMH pas3 B LLEeCTb
MecsLEeB B TedeHue ABYX NneT nocne rocygapCTBEHHOW perMcTpauumn nekapcTBeHHOro npenapara B Poccuiickon
denepaumu, exxerogHo B TeHEHME NOCNeayoLWmMX TpeX NeT 1 B AanbHelLleM O4MH pa3 B NATb NeT.

(vacTtb 22 BBegeHa denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

Crtatba 19. lNpuHaTME peLleHns o Bbigavye 3KCNEePTHOMY YUPEXAEHWIO 3a4aHnsa Ha NpoBeAeHne 3KCNepTu3bl
nekapCTBEHHOro cpeacTaa
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B TedyeHne pecAaTM paboumx AHEN CO AHA NPUHATUS 3asBMNEeHWS O FOCYAAapCTBEHHOMW perncrpauun
riekapCTBEHHOro npenapaTta COOTBETCTBYIOLLUMIA YNOSTHOMOYEHHbIV dhefeparnbHbli OpraH UCMONHUTENBHON BRacTyu
NPOBOAUT MPOBEPKY MOSMHOThLI, AOCTOBEPHOCTU M NPaBWULHOCTU OMOPMIIEHUS NPeACTaBneHHbIX AOKYMEHTOB
PerncTpaumMoHHOro AOCbe Ha feKkapCTBEHHbIN npenapat M MpUHMMaeT pelleHne O Bbldadye 3adaHusd Ha
npoBeaeHune:

1) oKkcnepTv3bl [OOKYMEHTOB, MPEACTaBMEHHbIX ANs  OnpedeneHus BO3MOXHOCTM  paccmaTpuBathb
nekapCTBEHHbIN npenapaT ANA MeANLMHCKOro NPUMEHEHNS Npy OCYLLEeCTBNEHUN roCyaapCTBEHHON pernctpaumm B
KayecTBe opdhaHHOro NeKkapCTBEHHOrO npenapara;

2) aKcnepTu3bl NEeKapCTBEHHOrO CPeAcTBa B YaCTWM IKCMEPTM3bl KayecTBa NEeKapCTBEHHOro cpeactsa u
SKCNEePTU3bl OTHOLLEHUS OXMAAEMON NOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS fekapCTBEHHOro npenapaTa ans
MEANLMHCKOro NMPUMEHEHUS;

3) SKCnepTW3bl NMeKapCTBEHHOrO CPeAcTBa B YaCTWM SKCMEPTM3bl KayecTBa MeKapCTBEHHOrO CpeacTBa U
SKCNEePTU3bl OTHOLLEHUS OXMAAEMON NOSb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS feKapCTBEHHOro npenapaTa ans
MEAMLUMHCKOrO MNPYMEHEHUss B MOPsAKe YCKOPEHHOW npouenypbl 3KCNepTU3bl JIeKapCTBEHHbIX CPeACcTB B
COOTBETCTBMM CO CTaTben 26 HacToswero deaepansHOro 3akoHa;

4) 3KCnepTu3bl NeKapCTBEHHOIO CpeacTBa B OTHOLUEHWMM NEKApPCTBEHHOro npenapata Ans BeTepuHapHOro
NPUMEHEHMSI.

2. YNonHOMOYeHHbIV dhedeparnbHblil OpraH UCMOMHUTENbLHON BNacTu yBeAOMMSeT B 3MNEKTPOHHOW dhopme
nUnn Ha ByMaxxHOM HOCUTEnNe 3asBUTENS U SKCNEPTHOE YYPEXAeHNe O NPUHATOM peLleHnn O Bbldade 3adaHun Ha
npoBeAeHne IKCNepTm3, NPeayCMOTPEHHbIX YacTbio 1 HacTosLWen cTatby, U B cnyvyae Heobxo0AMMOCTU O Bblgade
pa3pelueHns Ha BBO3 B Poccuiickyto ®efepauuto KOHKPETHOM MapTuM, Cepuu 3aperucTpyMpoBaHHbIX UM (Mnu)
He3aperncTpMpoBaHHbIX NIeKapCTBEHHbIX CPeACTB MM 06 oTkase B MpoBedeHUV NPedyCMOTPEHHbIX 3KCMepTu3 C
yKasaHvWeMm MpuyYnH Takoro otkasa.

3. B cnyyae BbiIBNEHMA OTCYTCTBUS WM HEAOCTOBEPHOCTM WHoOpMauuu, coaepxallencs B
npeacTaBfeHHbIX 3asBUTENeM [OKYMEHTax, YMONHOMOYeHHbIVi dedeparnbHbii OopraH WCMOMHWUTENbHOW BRacTu
HanpaBnseT 3asBMTEN0 3anpoc 00 YTOYHEeHWM ITOM WHopmauuu (ganee - 3anpoc  YNOMHOMOYEHHOro
denepanbHOro  opraHa WUCMNOMHMTENbHOW  BNacTu), KOTOPbIN MOXeT OblTb nepegaH  ynofTHOMOYEHHOMY
npeacTaBuTeNto 3asBUMTENd NWYHO MOA pacnucKy, HanpasneH No MoYTe 3aka3HbiM NMCbMOM MIMW nepejaH B
9MNEKTPOHHOW opMe MO TereKOMMYHUKAUMOHHbIM KaHanam cBA3M. B cnyyae HanpaBneHuss 3anpoca
YNONTHOMOYEHHOro heaepansHOro opraHa UCMONMHUTENbHOW BlacTu MO NOYTE 3aka3HbiM MUCbMOM OH CHMTAEeTCS
NOMyYeHHbIM MO UCTEYEHNM LIECTN OHEN C daTbl HanpaBneHns 3akasHoro NUcbMa.

4. 3asBuTenb 00fA3aH npeacTaBuTb OTBET Ha 3anpoc  YNOIHOMOYEHHOro dedepanbHOro opraHa
MCMONHUTENbHON BacTM B CPOK, He MpeBbIWAlWMin AeBAHOCTa paboymx AHen co AHA ero nony4veHus. Cpok,
yKasaHHbIi B 4YacTu 1 HacToslwen craTbW, MPUOCTaAHaBMNMBAETCH CO [OHA HanpaBneHus 3asiBUTENto 3anpoca
YNoOfIHOMOYEHHOro hegepanbHOro opraHa WCMOMHWTENbHOW BRAacTW A0 AHS NOMYYEeHUS MM COOTBETCTBYHOLLEro
oTBeTa.

5. OcHoBaHMeM Ana OTKa3a B OpraHvM3auMu 3KCnepTus, NpedyCMOTPEHHbIX YacTblo 1 HacTosilen cTaTby,
ABMNsieTCA npeacTaBneHne Heobxoaumbix Ans NpoBeaeHNs NPeayCMOTPEHHbIX 3KCMEePTMU3 JOKYMEHTOB B HEMOITHOM
obbeme vnM HenpeacTaBneHne 3asiBUTeNneM B YCTaHOBMEHHbIA CPOK OTBETa Ha 3anpoc YMOSHOMOYEHHOro
defepanbHOro opraHa WCMOMHUTENbHOW BriacTW, a Takke MpeacTaBreHne [AOKYMEHTOB, He coAepalimx
ncYepnbIBaLLEro nepevyHs HeobxoaUMbIX CBEAEHUI.

Cratba 20. JOkcnepTusda OOKYMEHTOB, MPEACTABMEHHbIX ANSA onpeaerneHnsi BO3MOXHOCTU paccMaTtpuBaTth
NeKapCTBEHHbIN NpenapaT ANs MeAULMHCKOrO NPUMEHEHNS NPY OCYLLECTBNEHUN rOCYAAaPCTBEHHON pernctpaumm B
KayecTBe opdaHHOro niekapCcTBEHHOro npenapara

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

1. 3KCI'IepTM3a OOKYMEHTOB, npeactaBleHHblX Ona  onpegernieHna  BO3MOXHOCTM paccMaTtpuBaTtb



NeKapCTBEHHbIN Npenapar aAns MeguuuMHCKOro NpMMEHEHUS NPy OCYLLECTBINEHNN FOCY4apCTBEHHOW permcTpauum B
KayecTBe Op(aHHOrO JIEKAPCTBEHHOrO Mpenaparta, COCTaBIEHME KOMWUCCUMEN 3KCMEPTOB 3aKIOYEHUs O
BO3MOXXHOCTU WM HEBO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHLIA NpenapaT ANs MeAUUMHCKOro NpUMEeHeHust
npyv OCYLECTBNEHNM TOCYNAPCTBEHHOW peructpauun B KadecTBe OpdaHHOro fekapCcTBEHHOro npenaparta u
HanpaBfeHne [OaHHOro 3aKkMiYeHUs B YNONHOMOYEHHbIN befepanbHbldi  OpraH UCNOMHUTENbHOW BnacTu
OCYLLECTBMSAOTCA B CPOK, He npeBbillalowmi Tpuauatm paboumx [HEeNn CO [HA MNOMyYeHUA SKCMepPTHbIM
yupexaeHmemM 3afaHus yrnorHOMOYEHHOro ¢heaepanbHOro opraHa WCMOMHUTENBHOM BNACTU U B 3NEKTPOHHOWN
dopmMe nnmn Ha BymakHbIX HOCUTENSIX HEOBXOAMMBIX JOKYMEHTOB, yKasaHHbIX B NyHkTax 1, 2, 5, 6, 10 yactn 4 n s
yacTtu 7 ctatbun 18 HacTosLwero PegepanbHOro 3akoHa.

2. [lokyMeHThI, cogepKallmecs B perMcTpaLMoHHOM A0Cbe Ha NeKapCTBEHHbIV Npenapart 1 NocTynueLUME Ha
OyMaXXHbIX HOCUTENSX B JKCMEPTHOE YYpeXOeHWe [ANs OCYLLUECTBMEHMS UX SKCMepTU3bl Ons onpeaeneHus
BO3MOXXHOCTW paccMmaTpuBaTb NIeKapCTBEHHbIV npenapaT Ans MeguLMHCKOro NPUMEHEHUs B kadecTBe opdaHHoro
NEeKapCTBEHHOro npenapara, NognexaTr Bo3BpaTy B YMNOSHOMOYEHHbI deneparnbHbii opraH UCMOJNTHUTENBHOM
BNacTN OQHOBPEMEHHO C 3aK/IOYEHUSIMU COOTBETCTBYOLLIMX 3KCNEPTUS.

Cratba 21. PelieHne O BO3MOXHOCTM paccMaTpuBaTb MNEKapCTBEHHbLIN mnpenapaTt npu OCyLecTBAEeHUN
rocy4apCTBEHHOWN pernctpaumm B kayectse oppaHHOro nekapcTBEHHOro npenaparta
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B cpok, He npeBbIlWaLWmi NAaT1 paboumx gHEeN CO OHA MOMyYeHUs 3aKNYEeHUs!, YKa3aHHOro B 4actu 1
ctatbu 20 HacToswero ®efepanbHOro 3akoHa, YNonHOMOYEHHbIN dhefepanbHbii OpraH UCMOMHUTENbHOW BNacTu
OCYLLECTBMSAET OLEHKY NOMyYEeHHOro 3aKmoYveHns Ans onpeaeneHns ero COOTBETCTBMA 3a4aHuMI0 Ha NpoBeaeHue
COOTBETCTBYHOLLEN IKCNEPTU3bl N yBeOOMISET 3asaBUTENS B SMEKTPOHHOW hopme unn Ha BymalkHOM HocuTene o
pe3ynbTatax NPOBEAEHHOW 3KCNEpPTU3bl C MPUIOXKEHWEM KOMUW 3JKCNEPTHOro 3aKm4veHus (C CoxpaHeHnem
KOHUAEHUManbLHOCTM UHGOPMaLMM O COCTaBe 3KCMEPTHOM KOMUCCUWM) U O BO3MOXHOCTU WM HEBO3MOXHOCTU
paccmaTpvBaTb fleKapCTBEHHbIW  npenapaT ANnd  MeAMUMHCKOro  MPUMEHeHWs Npu  OCyLeCTBNEeHUn
rocy4apCTBEHHOWN pernctpaumm B kayecTse opaHHOro nekapcTBEHHOro npenaparTa.

2. Tpyn BbIHECEHMN KOMWUCCUEWN IKCMEPTOB 3aKIOYEHWS O BO3MOXHOCTM paccMmaTpuBaTbh feKapCTBEHHbIN
npenapaT Ans MeOWUMHCKOrO MPUMMEHEHMSI NPW OCYLLECTBIIEHUW FOCyAapCTBEHHOW perncrpauun B KavecTBe
OpdaHHOro NekapCTBEHHOro npenapaTa ynonHOMOYEHHbI heaepanbHbIi OpraH UCMONTHUTENBHOW BNAacTh B CPOK,
He NpeBbllalWniA NATK paboynx AHEN CO AHA NOMYyYEHUS OAHHOrO 3aKMYeHus, NPYHUMAaET peLleHre O Bblgaye
3agaHvsa Ha npoBedeHne 9KCMePTU3bl kayecTBa NekapCTBEHHOro CpeacTBa U SKCNepTU3bl OTHOLLEHUS OXnaaemon
nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FeKapCTBEHHOro npenapaTta And MeOWUMHCKOrO MNpUMEHEeHWs B
MOpsiAKe YCKOPEHHOW Mpoueaypbl 3KCNepTu3bl NeKapCTBEHHOro CpeAcTBa B COOTBETCTBMM CO cTaTben 26
HacToswero PegepanbHOro 3akoHa.

3. B cnyyae npuHATMSA pelueHWss O HEeBO3MOXHOCTM paccmaTpuBaTb JeKapCTBEHHbIN MpenapaTt Ans
MEAMLMHCKOrO MNPUMEHEeHWs Npu rocygapCTBEHHOW perucTpaumm B KadecTBe OpdaHHOro neKkapCTBEHHOro
npenapata YMNONHOMOYEHHbI dedepanbHbIi  OpraH  WUCMOMNHWTENbHOW BRAAacTW npekpawaeT npoueaypy
rocy4apCTBEHHOWN permctpaumm nekapcTBEHHOro npenapara. 3assutenb BnpaBe obpaTtuTbCa B perucTpupytoLni
OopraH C 3asiBNieHMeM O rocyaapCTBEHHOW permcTpaumm ykasaHHOro riekapCTBEHHOro mpenapaTta B COOTBETCTBUU
co ctatben 18 HacToswero ®egepanbHOro 3akoHa.

Cratba 22. YTpatuna cuny ¢ 1 nons 2015 roga. - ®egepanbHbln 3akoH oT 22.12.2014 N 429-03.

Crtatba 23. OkcnepTu3a kadecTBa JfIeKapCTBEHHOrO CpeacTBa U 3KCNePTM3a OTHOLLEHUST OXMAAEMOW MOMb3bl
K BO3MOXXHOMY PUCKY NMPUMEHEHUS NEKApCTBEHHOrO npenapara Ans MeauUMHCKOro NPUMEHEHNS
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTm3a KkavecTBa JleKapCTBEHHOrO cpeacTBa M 9KCMEpPTM3a OTHOLUEHUSA OXUOAEMOW Nofb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWUs NeKapCTBEeHHOro npernapaTta Ansg MefuLMHCKOro NPUMEeHeHWsi, cocTaBneHune
KOMUCCUAMM 3KCNEPTOB 3aKITOYEHUI N0 pe3ynbTaTtaM NpoBeAEeHHbIX 3KCNePTU3 N HanpasreHne 3TUX 3aKroyeHumn
B YMNOMHOMOYEHHbIN (befieparnbHbIi OpraH UCNONTHUTENBHOM BacTU OCYLLIECTBMSATCS B CPOK, HE MpeBbILLaoLL M
cTa jJecsatn paboymx QOHEW CO [JHS MONyYeHUs 3KCMEPTHbIM y4pexaeHWeM COOTBETCTBYIOLWEro 3afdaHust
YMOJSTHOMOYEHHOro heaepanbHOro opraHa UCMOSTHUTENBHOW BNAacTu U HEOOXOOUMBIX JOKYMEHTOB B 3MEKTPOHHOM
dopme unm Ha GyMaXkHbIX HOCUTENSAX.

2. B TeyeHue peBsdHOCTa OHEW CO AHA MOSMYYEHUS PELUEHUs YNONHOMOYEHHOro dedeparnbHOro opraHa
NCMNOMHUTENbHOW BNACTU O NPOBEAEHUN IKCNEepTU3, NpeayCMOTPEHHbIX YacTbio 1 HacTosLWwen cTaTbu, 3asBUTESb
npeacTaBnseT B IKCNEPTHOE ydpexaeHWe ANs NPOBEAEHWUs SKCMepTU3bl KavyecTBa JieKapCTBEHHOro cpeacTtsa
06pa3ubl NekapcTBEHHOro npenaparta AN MeAWUUHCKOrO MpUMEHEHMWS, MPOU3BEAEHHOr0 B COOTBETCTBUMM C
TpeboBaHUAMUN OMNbITHO-NPOMBILLAEHHOTO U (UMW) NPOMBILLNIEHHOIO PErfiaMeHToB, YTBEPXKAEHHbIX PYKOBOAMTENEM



npou3BoauTenst NeKapCTBEHHbIX CPEACTB, a Takke B COOTBETCTBYHOLUMX Crydasx obpasubl hapmaueBTUYecKon
cybcTaHuum, TecT-liTaMmma MUKPOOPraHN3MOB, KyNnbTypbl KIETOK, 06pasLbl BELWECTB, MPUMEHSAEMbIX ANS KOHTPONSs
KadecTBa Il€KapCTBEHHOrO CpeAcTBa MyTEM CpPaBHEHMS C HUMW WUCCNEeLYyeMOro IeKapCTBEHHOro cpefcTsa, B
KonmnyecTtsax, HeobxogMMbIX AMNs BOCNPOU3BEAEHUS METOOO0B KOHTPONA KayecTBa.

3. Mpwn nonyyeHnn obpasLoB NekapCTBEHHOro npenapara u hapmaueBTU4ECKON CybCTaHUMM 3KCnepTHoe
yypexaeHue BblAaeT 3asBUTEN0 AOKYMEHT, MOATBEPXOAloLWMA NonyYyeHue ykasaHHbIXx obpasLoB, U B CPOK, He
npesbILLaOWNA Tpex pabounx gHen, yBeAOMNSAeT B 3MEeKTPOHHOM bopMe mnm Ha BymaxHOM HocuTerne o6 aTom
YMOMHOMOYEHHbIN dpeaepanbHbI OpraH UCMOMHUTENbHOW BNacTy.

4. YKkasaHHble B 4acTax 2 M 3 HacTosilen cTaTbM CPOK ANs npeacraBrieHus 3asasuTenemM o0pasuos
nekapCcTBEHHOro npenapata M papMaueBTU4EeCKOon CybCTaHUMN N CPOK YBEAOMITEHWUS] SKCNEPTHBIM yYpexaeHnem
06 3TOoM Ha OyMaxHOM HOcUTEeNne YMONHOMOYEHHOro dyefeparnbHOro opraHa WCMOMHWUTENBHON BnacTn He
BKJTHOYAKOTCH B CPOK NMPOBEAEHMNS KCMEPTU3, MPEeQYyCMOTPEHHbIX YacTbio 1 HacTosALen cTaTbMm.

5. [lokyMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE y4pexaeHue AN NpoBedeHUsl IKCNepTu3, NpedycMOTPEHHbIX
yacTblo 1 HacTodwen cTaTbW, noasniexar BO3BpPaTy B YMNOMHOMOYEHHbIN dedepanbHbii OpraH MCMNONMHUTENBHON
BMacTu OQHOBPEMEHHO C 3aKIMOYEHVAMU, MOMYYEHHbIMI MO pe3ynbTaTtamM COOTBETCTBYHOLLMX 3KCMEPTHS.

Cratba 24. DkcnepTm3a kadyecTBa fIeKapCTBEHHOrO CPeacTBa U 3KCNEPTM3a OTHOLLIEHUS OXMAAEMOW MOMb3bl
K BO3MOXXHOMY PUCKY MPMMEHEHUS NEKapCTBEHHOTO npenapara Ansg BeTepuMHapHOro NnpyMeHeHus

1. OkcnepTm3a kavecTBa EeKapCTBEHHOrO CpeacTBa M 3KCMEepTU3a OTHOLIEHMS OXMAAEeMOW Monb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenaparta Ansd BeTepUHapHOro MpUMMEHEeHUsl, CoCTaBlneHue
KOMUCCUAMM 3KCNEPTOB 3aKIMOYEHN NO pesynbTaTaM YKa3aHHbIX 3KCMepTU3 U HanpaBneHne Takux 3akniovYeHnn B
YMOMHOMOYEHHbIN dhefeparnbHblii OpraH UCNONHUTENBHOW BNACTN OCYLLECTBASAIOTCA B CPOK, HE NpeBbILLaloLLuin cTa
OecsTn paboymx OHEW CO OHSI MOMyYeHWs KCNEPTHBIM YYpeXaeHNeEM 3adaHusl YNoNTHOMOYEHHOro doeaeparnbHOro
opraHa UCNONHUTENbHOW BNAcTU C AOKYMEHTaMW, ykasdaHHbIMKU B 4Yactu 3 ctatbu 17 HacTodwero ®enepansHoro
3aKoHa.

(8 pea. PegepanbHbix 3akoHOB OT 22.10.2014 N 313-d3, o1 13.07.2015 N 241-03)

2. B TeuyeHve naTHaguatu paboyumx OHEW CO OHS MOMyYEeHMS PeLUeHUs YNONHOMOYEHHOro deaepansHoro
opraHa MCNONHWUTENbHOW BNAcTy O MPOBEAEHUM yKa3aHHbIX B YacTu 1 HacToswen cTaTbu SKCNepTM3 3asBUTENb
npeacTaBnseT B 9KCMEPTHOE ydpexaeHue Ans NpOoBEedeHUs 3KCNepTM3bl KavyecTBa JeKapCTBEHHOro cpeacTtsa
obpasubl NeKkapCTBEHHOro npenapaTta Afs BETEPUHApHOro MpUMEHEHUs, MPOM3BEOEHHOr0 B COOTBETCTBMM C
TpeboBaHUAMUN TEXHOMOMMYECKNX PErnaMeHToB, YTBEMKAEHHbIX PYyKOBOAUTENEM MPON3BOANTENS NeKapCTBEHHbIX
cpencTs, a Takke obpasey, hapMaueBTUHECKON CyOCTaHLUMM B KONMYECTBAX, HEOOXOOUMbIX ONsi BOCNPOU3BEaEHNS
MEeTOO0B KOHTPONSA KayecTsa.

3. Mpu nonydeHun obpasLOB fekapCTBEHHOro npenaparta u dapmaueBTUYECKON CYyOCTaHUMM 3KCNepTHOoe
yypexaeHue BblAaeT 3asiBUTENH OOKYMEHT, MOATBEPXKAAKLWNA NOMNMyvYeHUe yka3aHHbIX 0Opa3uoB, U B CPOK, He
npeBbllWaWmi  Tpex pabounmx [Hewn, yBeOooOMNSAeT B MUCbMEHHOW dopMe 06 3TOM  YNOMHOMOYEHHBIN
deaepanbHbIi opraH UCNOSTHUTENBHOW BNACTMW.

4. Cpok gns npepcTaBneHust 3asiButenem obpasuoB NekapCTBEHHOro npenapaTta u gapmaueBTUYECKON
cybCcTaHuumM 1 CpoK YBEOOMIEHUS IKCNEPTHbIM yypexaeHneM 06 3TOM B MUCbMEHHOW hopme YNOorHOMOYEHHOTo
begeparnbHOro opraHa UCNOSIHUTENBHOM BNAcTU, yKa3aHHble B YacTaX 2 U 3 HACTOosILWEeN cTaTbu, He BKIOYAKOTCS B
CPOK NpoBeAeHMs yKa3aHHbIX B YacTu 1 HACTosALen cTaTbu 9KCNepTHSs.

5. [IOKyMeHTbI, MOCTYNMBLLME B 3KCMEPTHOE yUYpexaeHne Ang npoBefeHns yKka3aHHbIX B 4acTn 1 HacTosiLen
cTaTbM 3KCNepTU3, noAarexar BOo3BpaTy B YMNOMHOMOYEHHbLIN defepanbHbIi opraH MCNOMHUTENbHOW BRacTu
OZIHOBPEMEHHO C 3aKMYeHNSMN NO pesyrbTaTaM yKasaHHbIX 3KCNepTUs.

Cratbs 25. [NoBTOpHOE NpoBeAeHne SKCNepTn3bl NeKapCTBEHHbIX CPeACTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cny4asix HegocTaTto4yHONM 06OCHOBAHHOCTM UIN HEMOJTHOTHLI 3aKIMKYEHNST KOMUCCUU 3KCMEPTOB, HaNU4nst
B HEM NMPOTUBOPEUMBLIX AaHHbIX, hanbcudpuKkaumm BbIBOAOB SKCMEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, COKPbITUS OT
YMOMHOMOYEHHOro heepanbHOro opraHa UCMNOMHUTENBHON BNACTU OCHOBAHWIA A1 OTBOAA 3KCnepTa BCreaCcTBUE
€ro 3avHTEepPecoBaHHOCTM B pe3yribTaTax COOTBETCTBYIOLLEN IKCNEpPTU3bl, HanMuus AaHHbIX O NpsMom nnbo
KOCBEHHOM BMeLUAaTesNbCTBE B MPOLECC COOTBETCTBYHOLEN IKCNEPTU3bl MWL, HE Y4acTBYHOLUUX B €€ NMPOBEAEHUN,
HO OKa3aBLUMX BIIMSIHWE HA MPOLECC M pe3ynbTaTbl €e NPOBEeAEeHUs, YNONTHOMOYEHHbIM deaeparnbHbiM OpraHomM
NCMNONMHUTENBHOW BIacT! Ha3Ha4YaeTCsi NMOBTOPHAs 3KCMepTu3a fekapCTBEHHOrO cpeactea M (Mnn) aTudeckast
3KcnepTm3a.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. TloBTOpHasi aKcnepTu3a JIEKAPCTBEHHOrO CpeAcTBa MPOBOAMTCA C  YYETOM pe3ynbTaToB paHee
NpoBeaeHHOWN 3KCMePTU3bl B CPOK, YCTAHOBIEHHbIA YNONHOMOYEHHbIM (befiepanbHbIM OpraHOM WUCNONHUTENBHON



BMAcCTV M He MpEBbILIALWMIA TpUALATM pabounx OHEN CO OHA NOMyYeHMUs] SKCMEPTHBIM YYpexXaeHnem 3agaHus Ha
npoBeeHNe NOBTOPHON 3KCNEPTU3bI NeKapCTBEHHOrO CPeACTBa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. ®uHaHcOBoe obecrneyeHne BLINOMHEHUS 3afjaHUs Ha MpoBedeHWe MOBTOPHOW  3KCMEpPTU3bI
nekapCTBEHHOIO CPeACTBa HE OCYLLECTBIISETCS.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Crtatba 26. YckopeHHasi npoueaypa 3KCnepTusbl NekapcTBEHHbIX CPeacTB

1. YckopeHHasa npoueaypa aKcnepTusbl NeKapcTBEHHbLIX CPeACcTB B LIENAX rocy4apCTBEHHOW perncrpaumm
neKapcTBEHHbIX npernapaToB NMPUMEHAETCH B OTHOLLEHUM OpdaHHbIX NeKapCTBEHHbIX npenapaTos, NepBbIX TPex
nekapcTBeHHbIX MpenapaToB, peructpupyemblx B Poccuiickon ®Pefepaumm B KavyecTBE BOCMPOU3BEOEHHbIX
neKapcTBeHHbIX MpenapaToB, O4YepedHOCTb KOTOPbIX OnpeAenseTcs B COOTBETCTBUM C HOMEpPOM U1 AaTon
BXOAALUMX 3aABMNEHUN O TroCydapCTBEHHOW peructpaumMm JeKapCTBEHHbIX MpenapaToB B paMKax OOHOro
MeXOyHapOAHOro HernaTeHTOBaHHOrO HaWMEHOBaHUSA JIEKapCTBEHHOro rpenapata WM rpyrnnupoBOYHOIO
HavMeHOBaHWs NEeKapCTBEHHOro npenapara, U NekapCcTBEHHbIX MpenapaToB, NpegHas3HaYeHHbIX UCKTHYUTENbHO
ANst NPUMEHEHNs1 HECOBEPLLEHHONETHUMHY rpaxgaHamum.

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

2. YckopeHHas npouenypa 9KCnepTusbl NekapCTBEHHbIX CPeACTB B LENsAX rocyaapCTBEHHOW perncrpauun
nekapCTBEHHbIX NpenapaToB He MPUMEHSETCH B OTHOLLEHWN:

1) 6BnoaHanoroBbix (61ONOAOBHbLIX) NEKapCTBEHHbIX NpenapaTos (GuoaHanoros);

2) pedepeHTHbIX NlekapCTBEHHbIX NPenapaToB (3a UCKMNoYeHneM opdaHHbIX NIeKapCTBEHHbIX NpenapaTtoB);

3) BOCMpOM3BEAEHHbIX NeKapCTBEHHbIX MpenapaToB (3@ WCKMIOYEHMEM NEePBbIX TPEX PerucTpupyeMbix B
Poccuinckon ®depepaunm B KayecTBe BOCNPOU3BELAEHHBLIX JIEeKapCTBEHHbIX MpenapaTtoB W NeKapCTBEHHbIX
npenapaTos, NpeAHa3HaYeHHbIX UCKIMYUTENbHO A5 NMPUMEHEHNST HECOBEPLUEHHOMNETHUMM rpaxaaHamu);

4) HOBbIX KOMOMHAL M 3aperncTPUPOBaHHbIX PaHee NeKapCTBEHHbIX NpenapaTos;

5) nekapcTBEHHbIX NpenapaToB, 3aperncTpMpoBaHHbIX paHee, HO NPOU3BEAEHHbIX B APYrMX NEKapCTBEHHbIX
dopmax B COOTBETCTBUM C NEPEYHEM HaMMEHOBaHWI NeKapCTBEHHbIX (POPM 1 B HOBOWM 403MPOBKeE.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. YckopeHHasa npouegypa 9KCNepTusbl feKapCTBEHHbIX CPeACcTB  MPOBOAUTCA MO PELUEHMIO
COOTBETCTBYHOLLEr0 YNOTHOMOYEHHOro dheaepanbHOro opraHa UCNOMHUTENbHOM BNAacTu Ha OCHOBaHUW 3asiBrieHus
3asdBuUTENs B CPOK, He MpeBblaloWwnii BOCbMUAECATU pabounx AHen. [py 3TOM 3KcnepTusa LOKYMEHTOB,
cofiepXaluuxcsa B perncTpaumoHHOM [OCbe Ha NeKapCTBEHHBIN npenapar, MPoBOAMTCA B CPOK, HE MPeBbILLAoLLIUNA
Aecatn paboumx OHeW, 3KcrnepTu3a KavecTBa fleKapCTBEHHOro CPeACTBa U 3KCNepTn3a OTHOLLIEHWUS OXuaaemow
nornb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NeKapCTBEHHOro npenapara npoBoAATCs B CPOK, HE MpeBbIaoLwmn
LwecTuaecatn pabounx gHen.

(4acTtb 3 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3.1. B oTHoweHun opdaHHbIX NeKapCTBEHHbIX MpenapaToB MOryT ObiTb MpeAcTaBneHbl pe3ynbTaThbl
OOKIUHUYECKMX WCCNEeAOoBaHWA NEeKapCTBEHHbIX CPeacTB M KIUMHWYECKUMX WCCNedoBaHWA  MeKapCTBEHHbIX
npenapaToB Ans MEOUUMHCKOrO MNPUMEHEHWs, BbINOMHEHHbIX 3a npegenamu Poccunckon ®egepauun B
COOTBETCTBMU C MpaBuraMu Haganexauwiend nabopaTopHOW MPaKTUKM U NpaBunamMu Hagnexallen KIMHUYeCKow
MPaKTUKW.

(vacTb 3.1 BBegeHa deaepanbHbIM 3akKoHOM 0T 22.12.2014 N 429-93)

4. YckopeHHas npouegypa SKCnepTu3bl NeKapCTBEHHLIX CPeACTB NPOBOAUTCA B MOPSAKe, YCTaHOBNEHHOM
ctatbsMn 17 - 20, 23 n 24 Hactoswero degepasnbHOro 3akoHa, U He O3Ha4yaeT CHWMXeHUst TpebOoBaHWA K
6e3onacHoOCTK, kKayecTByY 1 3(PEeKTUBHOCTM NeKapCTBEHHbIX NpenapaTos.

Cratbs 27. PelueHune o rocyaapCTBEHHO pernctpauuny niekapcTBeHHoro npenapara

1. B cpok, He npeBbIWaoLWmMn AecaT pabounx gHEN CO OHS NONyYEeHUs 3aKMYeHUn KOMUCCHM SKCNEPTOB NO
pesynbTataM 3KCNepTu3bl KaYecTBa NEeKapCTBEHHOrO CpeacTBa U 3KCMEepTU3bl OTHOLLEHUS OXugaeMon nonb3bl K
BO3MOXHOMY  PUCKY MNPUWMEHEHWs  feKkapCTBEHHOro npenaparta, COOTBETCTBYWOLIMA  YNOMHOMOYEHHbIN
tbeaepanbHbI OpraH UCNOMHUTENBHOW BNACTU:

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

1) pasMellaeT Ha cBoeM odhmLManbHOM canTe B ceTu "MIHTepHeT" COOTBETCTBYHOLLME 3aKMOYEHNSA KOMUCCUM
3KCNepTOB U OCYLLECTBASET UX OLEeHKY ANns onpefeneHns COOTBETCTBUS 3aaHUI0 Ha NPOBeAEeHNE 3TUX SKCNEPTUs;
(n. 1 B peq. ®enepansHoro 3akoHa oT 22.12.2014 N 429-93)

2) npvHMMaeT pelleHVMe O roCy4apCTBEHHOW perucrpauuv nekapcTBEeHHOro npenapata unu ob oTkase B
rocygapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT Npw NPUHATUM PELLEHUSA O rOCYAapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara AaHHble O



3aperMcTpupoBaHHOM JieKapCTBEHHOM MpenapaTe, B TOM yucrne o hapmaueBTudeckon cybcTaHumm, Bxoasawen B
COCTaB flekapCTBEHHOIO npenapaTa, B rocydapCTBEHHbIA PEECTP NeKapCTBEHHbLIX CPeACTB U BbiAAET 3asBUTENO
perucTpauMoHHOe  yAOCTOBEpPEHWe  flekapCTBEHHOrO  Mpenapata, d¢opma  KOTOpOro  yTBepXgaeTcs
YNONHOMOYEHHbIM  befeparnbHbiM ~ OPraHoM  UCMOSNHUTENbHOW  BMAAcTW,  COrMacoBaHHble  HOPMaTUBHYHO
OOKYMEHTaUMI0, HOPMATUBHBLIA OOKYMEHT, UHCTPYKLUUIO MO MPUMEHEHUIO NEKapCTBEHHOro npenaparta u MakeThbl
NepBUYHON YNAKOBKN U BTOPUYHOM (MNOTPEBUTENBCKOM) YNakoBKM C YKasaHMEM Ha HUX HOMepa PerncTpaLmoHHOro
YAOCTOBEPEHNs NeKapCTBEHHOro npenapara u gatbl ero rocygapCTBEHHON perncTpaumn unu B cnyvae npuHATUS
peweHns ob oTka3e B rocygapCTBEHHON perMcTpaumy nekapcTBEHHOro npenapara yBeaoMnsieT B NMUCbMEHHON
dopme 3anBuTENA 06 3TOM C yKasaHMeM NPUYUH Takoro otkasa. 3a BblAayy pPerncTpaumoHHOro yAOCTOBEPEHUS
NekapCTBEHHOro npenapaTta B3MMaeTCd rocygapCTBEeHHasi MoWSiMHa B COOTBETCTBMM C 3aKOHOAATENIbCTBOM
Poccuiickonn degepaumm o Hanorax n cbopax.

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

2. OcHoBaHMeM [ns OTKa3a B roCydapCTBEHHOW peructpauuym NekapCTBEHHOro mnpenapata siBNnaeTcs
pelleHne COOTBETCTBYHOLLEr0 YNOMHOMOYEHHOrO defepanbHOro opraHa WCMOMHUTENbHOW BRacTM O TOM, YTO
KayectBO U (MnM) 3PGEKTUBHOCTb PErMCTPUPYEMOrO FEKApCTBEHHOIO Mpenapata He MOATBEPXAEHbI
NOMyYeHHbIMA OAHHBIMW UMM YTO PUCK NPUYMHEHUS Bpeda 340POBbLI0 YeroBeka UMM XXMBOTHOMO BCMEACTBME
nprvema nekapcTBEHHOro npenapaTa npeBbiaeT 3PPEKTUBHOCTb €0 NPUMEHEHNS.

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3. TloBTopHOe npeacTaBneHve B  COOTBETCTBYIOLWMM  YNOMHOMOYEHHbIN  (bedepanbHbii  OpraH
NCMNOMHUTENbHOW BMacTu NekapCTBEHHOMO npenapara, B OTHOLIEHUU KOTOPOro NofyyYeH OoTkas B rocygapCTBEHHON
permctpaumMm 1 KOTOPbIA BMOCMEACTBUM NOABEPrCA M3MEHEHUI0 B 4YacTW ero cocTaBa, paccMaTpuBaeTCs Kak
npeacTaBrieHne HOBOTO JIEKApPCTBEHHOro npenapata Ha ero rocygapCTBEHHYH PEerncrpauuio He3aBUCUMO OT
COXpaHeHUs ero NEPBNYHOrO HAMMEHOBAHMUSI.

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

Cratba 27.1. Tlopsgok onpegeneHns B3auMMO3aMEHSIEMOCTM  JIeKapCTBEHHbIX NpenapaToB  Ans
MEeLMLMHCKOro NPUMEHEHMS
(BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

1. B3anmosaMeHAeMOCTb NeKapCTBEHHbIX MpenapaTtoB ANS MEeAULUHCKOro MPUMMEHEHUs onpedensercs B
nopsigke, yctaHosneHHom lNpasutensctBom Poccuinckon ®egepauun, Ha OCHOBaHWM CriegyoLmx napameTpos:

1) akBMBaneHTHOCTb (AN GuoaHanoroBbix (6MONOAOGHLIX) NEeKapcTBEHHbIX MpenapaToB (buoaHanoros) -
COMOCTaBMMOCTb) Ka4yeCTBEHHbIX W  KOMMYECTBEHHbIX XapakTepucTuk dapmaueBTnyeckux cybcTaHumn
(ncrnonb3oBaHue pasnuyHbIX conen, 3dUPOB, KOMMIEKCOB, M3OMEPOB, KpucTannumyeckux ¢opMm U1  Opyrux
NPOU3BOAHbLIX OHOMO U TOro Xe AENCTBYIOLEro BeLeCcTBa He ABNSeTCA NpensaTCcTBMEM A1 B3auMO3aMeEHAEMOCTH
fieKkapCTBEHHbIX NpenapaTtoB, €Cnv MpW NpPOBeAeHWM WccrnefoBaHWs OMO3KBUMBANEHTHOCTW feKapCTBEHHOro
npenapaTta unu B criydae HEBO3MOXHOCTU MPOBEAEHMS 3TOro0 UCCrefoBaHUs Mnpu nNpoBefeHuu UccnefoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTW NEKapCTBEHHOro npenaparta [oKa3aHO OTCYTCTBME KIMHUYECKU 3HAYUMBbIX
pasnuuui  apmakokMHeTukn u  (unun) 6esonacHocTM M 3PEPEKTMBHOCTM MeKapCTBEHHOro npenapaTta Ans
MEeOMLMHCKOrO NPUMEHEHNS);

2) OSKBMBANEHTHOCTb IJleKapCTBEHHOW (OpMbl (NO4 9KBUBANEHTHbIMU feKapCTBEHHbIMU  hopMamu
MOHUMAIOTCS pasHble nekapCcTBeHHble POPMbl, UMEIOLLME OAMHAKOBbIE CNocob BBeAEHNS U Cnocob NpUMeHeHus,
obragatoLme conocTaBUMbIMU (papMaKkOKMHETUYECKMMW XapakTepuUCcTUKaMm 1 papMakornormyeckum gencTemem u
obecneumnBaloLne Takke AOCTKEHME HeobXoaMMOro KnuHudeckoro adpdbekta. Pasnuumsa nekapctBeHHbIX hopm
He 4ABMAOTCA MpensaTcTBMEM ANA  UX  B3aMMO3aMEHSeMOCTW, €ecniv  Mpu  NpoBefeHuUM UccrefoBaHus
OMO3KBMBANEHTHOCTU NEKapCTBEHHOro npenapata WM B Cnydyae HEeBO3MOXHOCTM MNpPOBEOEHUs 3TOro
nccrnegoBaHus Npu NPoBeAeHNU UCCNefoBaHNsA TepaneBTUYECKON SKBMBANEHTHOCTU fleKapCTBEHHOro npenapara
[0Ka3aHO OTCYTCTBME KIMMHWYECKM 3HAYMMbIX pasnuMuuMin  apMakoKMHETUKM u  (unn) ©HesonacHocT U
3P HEKTUBHOCTU NEKAPCTBEHHOMO Npenaparta Ans MeauuUMHCKOro NPUMEHEHNS);

3) 3KBMBaNeHTHOCTb UM COMOCTaBMMOCTb COCTaBa BCMOMOraTenbHbIX BELLECTB NeKapCTBEHHOMO nNpenapaTta
ONs MeaLMHCKOro NpUMeEHeHUs (pasnuyns coctaBa BCMOMOraTerbHbIX BELECTB NIeKapCTBEHHOro npenapara Ans
MEeAMLMHCKOrO NMPUMEHEHUS He SABMAI0TCA NPenAaTCcTBMEM ANS UX B3aMMO3aMEHSIEMOCTU, eCcnv npu nNpoBefeHuu
nccrnegoBaHnst GMOIKBMBANEHTHOCTU NEKAPCTBEHHOrO npenapaTta ANns MeAWMLUUHCKOro NMpMMEHeHUs Unu B cnyvae
HEBO3MOXHOCTU MpPOBEAEHUA 3TOro  WUCCrnefoBaHUA npu  NPOBEAEHUUM UCCrNedoBaHUs  TepaneBTUYeCcKon
3KBUBANEHTHOCTM NeKapCTBEHHOro npenapara ans MeguuUHCKOro NpUMeHeHMs [oKa3aHo OTCYTCTBUE KITMHUYECKU
3HAUYMMbIX pas3nNuuunii dapmMakokMHeTUk n (unu) 6esonacHoCTN M 3PEPEKTUBHOCTM NeKapCTBEHHOro npenapaTa
ONst MeAMLUHCKOro npumMeHeHus. [Npy 3ToM pasnuyus coctaBa BCroMoraTerbHbIX BELWECTB He JOSMKHbBI NPUBOANTL
K PUCKY BO3HUKHOBEHUSI CEpPbE3HbIX HeXenaTernbHbIX peakunin y oTAEeNbHbIX rpynn nauneHToB UM NOBbILLEHNS
YacTOTbl UX BO3HUKHOBEHMS);

4) naeHTn4HoCTb cnocoba BBeAEHUSA N MPUMEHEHUS;



5) OTCyTCTBUE KIMHUYECKM 3HAYMMbIX PasnuyMn npuv MpoBEAEHUWN WCCregoBaHWs OMO3KBMBANEHTHOCTU
NneKkapCTBEHHOro npenapata wWnM B Cry4yae HEBO3MOXHOCTM MPOBEAEHWs] ITOr0 WUCCrefoBaHWsi OTCYTCTBUE
KMMHUYECKN 3HAYUMbIX pasnmuuii nokasatenen 6e3onacHOCTU 1 3pPEKTUBHOCTU NIEKAPCTBEHHOIO NpenapaTa npu
npoBefeHUn uccneoBaHst TepaneBTUYECKOW SKBMBANEHTHOCTW. [aHHbI napamMeTp He MNpuMeHsieTcs B
OTHOLLEHMM BOCMNPOU3BEAEHHbIX NEKapCTBEHHbIX MpenapaToB, yka3aHHbix B 4yactu 10 ctatbm 18 HacTosero
depepanbHoro 3akoHa. B oTHoweHun ©BuoaHanoroBbix (6UONOAOGHBIX) NeKapCTBEHHbIX nNpenapaTos
(buoaHanoroB) AaHHble 00 OTCYTCTBMM KITMHUYECKM 3HAYMMbIX pasnuumn 6Ge3onacHocTn, 3PAEKTUBHOCTU WU
WMMYHOFEHHOCTM JNEeKapCTBEHHOro npenapata Mo pesynbTaTtaM MNpOBeAeHUs KIMHUYECKUX McCnegoBaHumn
NpegocTaBnalTCA B NOPSAKE, YCTAHOBNEHHOM HACTOSILLEN YaCTbIO;

6) cooTBeTCTBME  MpPOU3BOOUTENS  JIEKAPCTBEHHOTO  cpeAcTBa  TpeboBaHMAM  Hagnexaiwewn
NPOU3BOACTBEHHOW NMPAKTUKM.

2. CpaBHeHVe NapamMeTpoB PErMCTPMPYEMbIX NEKApCTBEHHbIX MpenapaTtoB AN MegMLUHCKOrOo NPUMEHEHUS
OCYLLECTBMNAETCA KOMUCCMEWN 3KCMEPTOB IKCMEPTHOrO YYPEXAEHUS MNpu MNPOBEAEHUN 3IKCMEPTU3bl  TaKux
NeKkapCcTBEHHbIX NpenapaTtoB B Mpouecce WX rocygapcTBEHHOW perncTtpauun. BbiBogbl akcneptoB o0
B3aMMO3aMEHAEMOCTM UM HEeB3aMMO3aMEHSIEMOCTU  JIEKApCTBEHHbIX MNpenapaTtoB  ANd  MeAWLMHCKOro
NPUMEHEHWS, cAeNaHHble B pe3ynbTaTte 3TOro CpaBHEHMS, OPOPMIIAIOTCA B BUAE MPUMOXKEHUS K 3aKMOYEHMIO
3KCNepToB Mo opme, YTBEPKOAEHHOW YNONMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMOMHUTENBHOW BNAacTy.

3. MNonoxeHnsa HacTosAWen cTaTbM He PacnpoCTPaHAITCA Ha peddepeHTHble NeKkapCTBEHHbIE npenapartbl,
NEeKapCTBEHHbIE pacTUTErNbHblE MNpenapaTbl, roMeonaTnyeckue nekapCTBEHHble npenapaTtbl U NEeKapCTBEHHbIe
npenapaTtbl, KOTOpblE pa3pelleHbl Ang MeAuLMHCKOro npumeHeHus B Poccunckon depepaumm 6onee asaguatu
neT N B OTHOLLEHUN KOTOPbIX HEBO3MOXHO NPOBEAEHME UCCef0BaHNs X OMO3KBUBANIEHTHOCTM.

Cratbs 28. PernctpaunoHHoe yooCTOBEPEHME NIEKaPCTBEHHOTO Npenapara

1. PerncrpaunoHHoe yaocToBepeHue fekapcTBEHHOro npenapata C ykasaHueM nekapcTBeHHbIX hopM U1
O03MPOBOK BblaaeTcs OeCcCpoyHO, 3a WCKMYEHUEM PErMCTPALMOHHOIO YAOCTOBEPEHUS JIEeKapCTBEHHOMO
npenapaTa, BblJAaBaemMoro CO CPOKOM [AEWCTBUSA NATb IeT, Ha BMepBble peructpupyemble B Poccuiickon
depepaummn nekapcTBeHHbIE Npenaparhbl.

2. o nctevyeHun ykasaHHOro B Yyactu 1 HacTosLLen cTaTbM CpoKa BblaaeTcst 6eCccpoyHOe perncTpaumoHHoe
yOOCTOBEPEHME NEKaPCTBEHHOrO Npenapara npu ycrnosum NogTBEPXAEHUS ero rocygapCTBEHHOW permcrpayuu.

3. B cnyyae BHeceHus B cooTBeTCcTBMM cO cTaTbamu 30 1 31 HacToswero ®egepanbHOro 3akoHa U3MEHEHUN
B copepxalmecss B PEermcTpauuoHHOM OOCbe Ha 3aperMcTpuMpoBaHHbIN NEKApCTBEHHLIN npenapaTt OOKYMEHTHI,
3aTparmBalolnX CBeOEHUs, OTPaXeHHble B perMcTpauuoHHOM YOOCTOBEPEHWW feKkapcTBEHHOro npenaparta,
YMNOMHOMOYEHHbIA  hedepanbHbIi  OpraH  UCMNOMHUTENbHOW  BNAacTM  BblAaeT HOBOE  perucTpalyoHHOe
yOOCTOBEPEHME NekapCTBEHHOMo Npenapara, cogepXallee BHECEHHbIE B HEMO U3MEHEHMS.

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

4. B cnyyae yTpaTtbl Uy NOBPEeXOEHUs pPerucTpaLmMoHHOro yaoCTOBEPEHUS NekapCTBEHHOro npenapaTta no
3a8BNEHN0O B MNUCbMEHHOW dopme JdepxaTtens wunu Brnagenbua perncTpaumoHHOro  yAoCTOBEPEHMS
NEeKapCTBEHHOro npenapata unu yYrnofiHOMOYEHHOr0 MMW OPYroro KpPUAMYECKOro nuua o Bblgade aybnukata
PErncTpaumMoHHOrO YOOCTOBEPEHUS JNEeKapCTBEHHOro mnpenapata  YNoSIHOMOYEHHbIN  dhedepanbHbli - opraH
WCNONHUTENBHON BRAacTM B CPOK, HE MPEBbILAOWNA OECATU paboynx OHEW CO OHA MOCTYMEeHUs 3asiBNeHus,
BblgaeT Aybnukat perucTpaumMoHHOro YOOCTOBEPEHUs FfEeKapCTBEHHOro npenaparta. 3a Bblgady Aybnuvkata
PErncTpaumMoHHOro YAOCTOBEPEHUSA NEKAapCTBEHHOrO MpenapaTta B3MMaeTCA rOCyQapCTBEHHasl MowuHa B
COOTBETCTBMU C 3akoHoA4aTenbcTBOM Poccuiickon Pefepaumm o Hanorax n cbopax.

(4acTb 4 BBegeHa denepanbHbiM 3akoHOM 0T 22.12.2014 N 429-03)

MpumeyvaHwue.
B cootBeTcTBMM ¢ PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-93 ¢ 1 aHBaps 2017 roga ctatbsa 29 Oypet
N3oXeHa B HOBOW pedakuuu.

Cratbsa 29. MoaTteepxaeHWe rocyaapcTBEHHON perncTpaumm nekapcTBeHHOro npenapaTa

1. MoaTtBepxaeHWe rocygapCTBEHHON PerucTpauLun nekapcTBeHHOro npenaparta OCyLIecTBNAeTca npu
Bblaaye 6eccpoYHOro perucTpauuMoHHOMO YOOCTOBEPEHUA JleKapCTBEHHOro npenaparta B crnyyae, ykasaHHOM B
YyacTu 2 ctatbM 28 HacTosllero ®enepanbHOro 3akoHa, B CPOK, He MpeBbllaoWwuin AesaHocTa paboumx aHein co
[OHS  MOMy4YeHWs COOTBETCTBYIOLIMM YMNOMHOMOYEHHbIM dbedeparnbHbiM  OpraHoM WCMOMHUTENbLHOW BRacTu
3anBMeHnss 0 NOATBEPXKOEHUM rOCYAapCTBEHHOM perucTpauuy rnekapcTBEHHOro mpenaparta ans MeauuUHCKOro
npUMeHeHnsl, 0pOPMMEHHOrO B COOTBETCTBMU C YacTbio 2 cTaTbhk 18 HacToswero denepanbHOro 3akoHa, nmbo
3aABMeHns O MNOATBEPXKOEHUM FoCydapCTBEHHOW PerncTpauun NekapcTBEHHOro npenaparta Ans BeTepuHapHoro



NPUMeEHeEHNs, 0POPMITEHHOIO B COOTBETCTBUM C YacTbto 2 cTaTbk 17 HacTosiwero ®enepanbHOro 3akoHa.
(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. TlMoaTtBepxaeHWe rocyaapCTBEHHOW peructpaumy fekapCTBEHHOIO MpenapaTta  OcCyLlecTBnseTcs Mo
pe3ynbTataM 3KCNepTU3bl OTHOLLUEHUSA OXWOAEMOWN MONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS] NEeKapCTBEHHOro
npenapaTta, a TakkKe 93KCMepTM3bl KayecTBa feKapCTBEHHOro cpeacTea, MNPOBOOUMMON B Cryvyae BHeECEHWs!
N3MEHEHNI B HOPMATUBHYIO AOKYMEHTALMIO NN HOPMATUBHbIV JOKYMEHT.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3. K 3aaBneHnio o NOATBEPXOEHUU TOCYOAapPCTBEHHOW perncTpaumm nekapCcTBEHHOro npenapara ans
MEeLMLIMHCKOrO MPMMEHEHUS NpunaralnTca OOKYMEHT, NOATBEPXAAlLWUN ynnaTy rocyaapCTBEHHOW MOLUNUHbBI 3a
NOATBEPKAEHNE rOCYOApCTBEHHOM perncTpauvm rekapcTBEHHOro npenaparta and MeOUUUHCKOrO MPUMEHEHWS,
OOKYMEHT, coepxalluni pe3ynbTaTbl MOHMTOPUHIa 6e30nacHOCTU NIeKapCTBEHHOIO Npenapara Ans MeauLUHCKOro
NMPMMEHEHWs1, NPOBOAUMOrO 3asiButernem, no ¢opme, yCTaHOBMEHHOW COOTBETCTBYHOLUUM YMONHOMOYEHHbIM
deneparnbHbIM OpraHOM UCMONHUTENbHOW BNAacTW, AOKYMEHT, NepeBeAEHHbI HAa PYCCKUN S3bIK, MOATBEPKAAOLLNNA
COOTBETCTBME NPOU3BOAUTENS NIEKapCTBEHHOIO Npenapara 451 MeQULMHCKOro NpyMeHeHns TpeboBaHuAM nNpaBun
Hagnexallenh Mpon3BOACTBEHHOW MPAKTUKW, BblAAHHBbIA KOMMETEHTHbIM OpPraHoM CTpaHbl MPOU3BOAUTENS
NEeKapCTBEHHOro npenapaTta Ans MEeOULWHCKOTO MPUMEHEHUS W 3aBEPEHHbIN B YCTAaHOBIEHHOM MOpPSAKe,
OOKYMEHT, MNEepeBedEHHbI  Ha  pPYCCKUM  £3blK, NOATBEPXKAAKOLWMUN  COOTBETCTBME  MNPOU3BOAUTENS
dapmavueBTnyeckon cybctaHuum TpeboBaHMAM MpaBun Hagnexaiwlen npou3BOACTBEHHOW MPAKTMKKU, BblAAHHbIN
KOMNETEHTHbIM  OpraHoM CTpaHbl npou3BoauTens  dapmMaueBTU4eckon cybcTaHumu, 3aBEepeHHbin B
YCTaHOBMEHHOM MOpPSAKe M COAepXalui HamMeHoBaHWe dapmaueBTUYeckon cybcTaHumm (MexgyHapogHoe
HenaTeHTOBaHHOE WM XUMUYECKOE W TOProBOo€ HaMMEHOBaHWS), HaMMEHOBaHWE W agpec NPOu3BOAUTENS
hapmaLeBTM4EeCKON CybCTaHLMM, CPOK rOAHOCTM hapMaLeBTUYECKON cybcTaHLmu.

(vacTb 3 B peq. ®epgepanbHoro 3akoHa ot 29.12.2015 N 389-03)

3.1. K 3asBneHuto o noaTBepXAEeHUMU TOoCYyOapCTBEHHOW perMcTpaumMv nekapcTBEHHOro npenaparta ans
BETEPMHAPHOIO NMPUMEHEHWSA NpUNaralTCcs AOKYMEHT, NOATBEPKAANLWNA ynnaTy rocyaAapCTBEHHOW MOLMWHBI 3a
NOATBEPKAEHNE TOCYAapCTBEHHOW perncrpauun NekapcTBEHHOro npenapaTta Ana BETEPUHAPHOTO NMPUMEHEHMUS,
OOKYMEHT, coAepXalmn pesynbTaTbl MOHUTOPUHra Ge30MacHOCTU NeKkapCTBEHHOro npenapara, NpoBOAMMOro
3asButeneMm, no ¢opmMe, YCTAHOBMEHHOW COOTBETCTBYIOLIMM YMNOSIHOMOYEHHbIM defepanbHbiM  OpraHoMm
WCNONHUTENBHON BMNacTW, a TakkKe LOKYMEHTbI, yKasdaHHble B NyHKTe 1 m nmognyHkrtax "a", "6", "k", "n" nyHkta 4
yactu 3 ctatbn 17 HacToswero ®egepansHOro 3akoHa.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

3.2. HopmaTtmBHasa [OKyMeHTauust WM HOPMATMBHBIA [AOKYMEHT, MPOEKT MHCTPYKLUMM MO MPUMEHEHMIO
NeKkapCTBEHHOro npenapara, NPOoeKTbl MakeTOB MEPBUYHOW YNAKOBKU U BTOPUYHOWN (MOTPEOUTENBCKOW) YNaKOBKM
NeKkapCTBEHHOro npenaparta npunaralTcs K 3asBMEHU0 O MOATBEPXOEHWU TFOCYLAPCTBEHHOW permcrpaumm
nekapCTBEHHOro npenapaTta BHOBb TOJIbKO B Ciy4Yae, eCfiv B HUX BHOCATCH U3MEHEHMUS.

(4acTb 3.2 BBegeHa degepanbHbIM 3akoHOM OT 13.07.2015 N 241-03)

4. B TeyeHve gecAaTn pabounmx OHEW CO OHA MPUHATUA 3asiBNEeHVMs O NOOTBEPXOEHWMM roCyaapCTBEHHON
perMcTpaumMm NekapcTBEHHOro npenapata U HeobxoAWMbIX [OKYMEHTOB COOTBETCTBYHOLUMUA YNOMHOMOYEHHbIN
beaepanbHbI OpraH UCNOMHUTENBHOW BNACTU:

1) npoBogMT NpPOBEPKY MOMHOTBI WU [OCTOBEPHOCTU CBEAEHWIN, COAEPXallMXCA B NpeacTaBreHHbIX
3aaBuUTENEM MaTepuanax;

2) NpMHMMaET peLleHne O NpoBedeHun unm ob oTkase B NMPOBELEHUN IKCNEPTU3bl OTHOLLEHUS OXUOaemMon
nonb3bl K BO3MOXHOMY pPUCKY MNPUMEHEHUs neKapCTBEHHOro Mnpenapara, a Takke 3KCNepTu3bl KayecTBa
NeKkapCcTBEHHOro cpeacTBa, MPOBOAUMOWN B CIlydae BHECEHMSI M3MEHEHUA B HOPMATUBHYK OOKYMEHTaUUKO Wiv
HOPMaTUBHbIV JOKYMEHT;

(n. 2 B peq. ®enepansHoro 3akoHa oT 29.11.2010 N 313-93)

3) yBegoMnseT B NMUCbMEHHOW POPMe 3assBUTENS O NMPUHATOM PELUEHUN UMW B CIyvae MPUHSTUS peLLeHs
06 oTka3e B NPOBEAEHUN IKCMEPTU3bI C YKa3aHWEM NPUYMH TaKOro OTKasa.

4.1. B cny4ae BbISIBNEHUS HEOOCTOBEPHOCTU CBEAEHWUN, COOEPXKALLUMXCHA B MPELCTABMEHHbLIX 3asiBUTENEM
MaTepuanax, ynonHoMoYeHHbIN befepanbHblii OpraH UCMOMHUTENBbHOW BRacTW HanpasnseT 3asBUTENto 3anpoc
00 yTOYHEHUM yKal3aHHbIX cBedeHu. [laHHbIA 3anpoc MoXeT OblTb nepefaH YnofIHOMOYEHHOMY MPEACTaBUTENO
3aABUTENS NTMYHO MOZA PacnMCKy, HaMpaBlieH Mo MoYTe 3aKa3HbIM MUCbMOM UIM NepedaH B 3NIEKTPOHHON dhopme
Nno TENEeKOMMYHWKAaLMOHHbIM KaHanam CBsi3u. B cnyyae HanpaBneHusi 4aHHOro 3anpoca Mo MnoyTe 3akasHbIM
NMMCbMOM OH CYUTAETCS NOJTYYEHHBIM MO UCTEYEHMM LLECTU OHEN C AaTbl HAaNpaBneHNs: 3aKka3Horo nucbma.

(vacTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asBuTens o6s13aH npeacTaBMTb OTBET Ha 3anpoc YMONTHOMOYEHHOro dbefepasnibHOro opraHa
WCMNONMHUTENbHOW BnacT B CPOK, HE NPEBbILLAIWMIA OeBAHOCTa paboymx AHEN co OHS MOoSydeHus OaHHOro
3anpoca. CpokK, yka3aHHbI B 4acTu 4 HACTOsILLEN CTaTbW, MPUOCTAHABIMBAETCS CO OHA HaNpaBneHUs 3asBUTENHO
3anpoca YnofIHOMOYEHHOro dedeparnbHOro opraHa MCMOMHUTENBHOW BRAacTU A0 OHA MOMyYeHWs UM OTBeTa Ha
OaHHBIN 3anpoc U He Y4YUTbIBAETCH MPU UCUYUCIIEHUM CpPOKa MOATBEPXOEHUA rocyaapCTBEHHOW perucrpauuu



NeKapCTBEHHOro npenapara.
(4acTb 4.2 BBegeHa deageparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM Anisi OTKasa B MPOBEAEHUN IKCMEPTM3bl OTHOLLUEHUS OXWOAEMOW MOoSib3bl K BO3MOXHOMY
pUCKYy MNPUMEHEHUS NeKapCTBEHHOro npenapata W (Unu) 3KCNepTM3bl KayecTBa fEKapCTBEHHOrO CpeacTBa
SBNAETCA npeacTaBrneHve OOKYMEHTOB, yKa3aHHbIX B yacTax 1 m 3 HacTosiweln ctaTtbu, B HEMNOSIHOM ObObewme,
HenpeacTaBneHne 3asBUMTENEM B YCTAHOBMEHHbIN CPOK OTBETA Ha YyKasdaHHbI B 4YacTu 4.1 HacToslen cTatbu
3anpoc  yrnonHOMOYEHHOro defepanbHOro opraHa WCNOMHUTENbHOW BRAacTW, a Takke OTCyTCTBME B
npeacTaBreHHbIX 4OKYMEHTaxX MCHepnblBaloOLWMX CBEAEHWIN, KOTOPbIE AOMKHbI OblTb OTPaXEHbI B HUX.

(8 pea. PegepanbHbix 3akoHOB OT 29.11.2010 N 313-d3, o1 25.11.2013 N 317-03)

6. OkcrnepTu3a OTHOLWIEHUS OXWOAEMOW MOofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS NeKkapCTBEHHOIo
npenapata u (MnNn) aKcnepTM3a kayecTBa JIEKAPCTBEHHOrO CpeacTBa B LENAX MOATBEPXOEHUSA rocyaapCTBEHHOM
perncTpaumm JekapCcTBEHHOro npenapaTa MNpoBOAATCA Ha OCHOBAHUM [OOKYMEHTOB, YKa3aHHbIX B 4actu 3
HacTosWwen cTaTbW, B nopsgke, YCTaHOBMAEHHOM 4Yactamm 5 - 8 cratbm 23 u cratben 24 HacCTosLEro
depepanbHOro 3akoHa.

(vacTb 6 B peqn. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepmvog npoBegeHusa npoueaypbl NOATBEPXKAEHUS rOCYSAPCTBEHHOW perncrpauvMmM rnekapcTBEHHOro
npenapaTta ero rpaxxgaHckuin obopoT OCyLLeCTBASIETCS Ha TeppuTopun Poccuiickon ®epepauuu.

8. OcHoBaHMeM Onis OTKasa B NOATBEPXKOEHUMN rOCYAAapPCTBEHHOW perncTpauum nekapcTBEHHOro npenapara
SIBNSAETCH peLleHne COOTBETCTBYHOLLENO YNOMHOMOYEHHOro dpeaeparnbHOro opraHa UCNosTHUTENbHOM BriacTu O TOM,
YTO KaA4yecTBO U (Mnn) 3adhPEeKTUBHOCTL NEKAPCTBEHHOrO npenaparta He MoATBEPXAEeHbl NMONyYEeHHbIMU AaHHbIMU
WKW 4TO PUCK MPUYMHEHMA Bpeda 300POBbI0 YeroBeka WM XXMBOTHOrO BCMEACTBME MpuUeMa fekapCTBEHHOro
npenapaTa npeBbllaeT 3QdEKTUBHOCTL €r0 NPUMEHEHNS.

(vyacTb 8 BBegeHa PegepanbHbiv 3akoHoM OT 22.10.2014 N 313-93)

MpumeyaHne.

Hepxatenun unu BnagernbLpbl PErMcCTPauLNoHHbIX YOOCTOBEPEHMUI NIEKAPCTBEHHbIX NpenapaTtoB MOryT nogaTb
3asBneHnst 06 onpeaeneHny B3amMMo3aMeHAeMOCTY NEKaPCTBEHHbIX NpenapaToB ANsi MEAULUHCKOrO NPUMEHEHMS
B nopsigke, yctaHoBrneHHoM ctaTteen 30 (B pea. ot 22.12.2014), no 31 gekabpsa 2016 roga (PenepanbHbIn 3aKOH
0T 22.12.2014 N 429-93).

Cratba 30. BHeceHue wu3MeHeHWW B [OKYMEHTbI, cogepxaluecd B pPerncrpaumMoHHOM [oCbe Ha
3aperncTpmpoBaHHbIV NeKapCTBEHHbIVM Npenapart A8 MeANLMHCKOrO NPUMEHEHs

MpumeyaHue.
B cooTtBeTcTBMM ¢ DenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93 ¢ 1 aHBaps 2017 roga 4actb 1 cTtaTbu
30 6yneT nM3noxeHa B HOBOW pedakunm.

1. B uensx BHEcCeHUss W3MEHEHWA B [OKYMEHTbl, CodepXallMecss B PEerucTpaumoHHOM [OoCbe Ha
3aperncTpUPOBaHHbIV feKapCTBEHHbIM NpenapaTt Ans MeaWUMHCKOro NPUMEHEHUs, 3asBUTeNb NpeacTaBnseT B
YNOSTHOMOYEHHbIN beaeparbHblii OpraH UCMOMHUTENBHOW BracTW 3asiBfiEeHWE O BHECEHUM TakUX M3MEHEHWI MO
dopme, YCTaHOBMEHHOW YNONHOMOYEHHBIM (hefepanbHbiM OpraHOM UCTOMHUTENBHOM BAacTU, U NPUNOXEHHbIE K
HEMY U3MEHEHWUsi B yKa3aHHble OOKYMEHTbl, a Takke AOKYMEHTbl, NOATBepXAaowmne HeobXxoanMOCTb BHECEHUS
TaKMX WU3MeHeHW. [IpUHSTUE peLleHnss O BHECEHUW TaKMX MW3MEHEHUMNn wunM o6 oTkase B WX BHECEHUU
OCYLLIECTBNAETCA B CPOK, He MNpeBbillalolni gessaHocTa pabounx AHel cO OHA MPUHSATUS YNONMHOMOYEHHbLIM
beaepanbHbIM OpPraHOM UCMONMHUTENBHOW BNacTU 3asiBNEHUSI O BHECEHUM TakUX U3MEHEHUN.

2. JKcnepTu3a NeKkapCcTBEHHbIX CPeACTB B YacTu 9KCMepTM3bl KayecTBa NeKapCTBEHHOro cpeacTsa U (Mnn)
SKCMEepPTU3bl OTHOLLEHUS OXMOAEMON MOSb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs NekapCcTBEHHOro rnpenapara Ans
MEANLMHCKOrO MNPUMEHEHUS MPOBOAUTCA B Cllydae BHECEHUS W3MEHEeHWid B [OOKYMEHTbl, cogep)kalivMecs B
PEerncTpaumMoHHOM J0Chbe Ha 3aperncTpupoBaHHbI NEKapCTBEHHBIN NpenapaT, B OTHOLLIEHWM:

1) cBEAEHUI, YKa3aHHbIX B MHCTPYKLIMM MO MEAMLMHCKOMY NPUMEHEHUIO NleKapCTBEHHOIO NpenapaTa:

a) nekapcTBeHHas opma ¢ ykazaHMeM HauMeHOBaHUI N KONIMYECTBEHHOMO CoCTaBa AENCTBYHOLLMX BELLecTB
M KayeCTBEHHOrO COCTaBa BCMOMOraTenibHbIX BelecTB (Mpy HeobXoAMMOCTM KONIMYECTBEHHOTO cocTaBa
BCMoMoraTesbHbIX BELLECTB);

06) dapmakogMHamuka U (apMakoKMHETUKA (3a UCKMYeHneM apMakoKMHETUKM TroMeonaTUyYeckmx
riekapcTBEHHbIX NpenapaToB U pacTUTENbHbIX NTEKAPCTBEHHLIX NpenapaToB);

B) MOKa3aHUs ONs NPUMEHEeHNs;

r) NpoTMBOMNOKasaHus Ans NPUMEHEHWS;

A) Mepbl NPegoCTOPOXHOCTM MPU NPUMEHEHUN;



€) yKasaHue BO3MOXHOCTU M OCOBEHHOCTEN MPUMMEHEHMST NEKAPCTBEHHOrO npenapara Ans MeauUMHCKOro
npuMeHeHns 6epeMeHHbIMU XEHLLMHAMW, XXEHLLUHAMWN B NEPUOA rPYAHOro BCKapMiMBaHUSA, AeTbMU, B3POCHbIMMU,
NMELLMMUN XPOHNYeckme 3aboneBaHus;

X) pexvMm [o3vMpoBaHusi, Cnocobbl BBeAEHUMS U MNPUMEHEHUs, MpuM HeobxoauMOCTM Bpems npuema
nekapcTBEHHOro npenapara, NPoA0MKUTENBHOCTb NIeYeHWst, B TOM YMcne y AeTen 4o 1 nocne ogHoro roaa;

3) BO3MOXHble MNOBOYHbIE AEWCTBUSA U HexenaTenbHble peakumn npyv MPUMEHEHMU NeKapCTBEHHOro
npenapara,;

1) CUMNTOMbI NEPeSO3UPOBKU, MEPbLI MO OKa3aHWI0 NOMOLLM NpY Nepeso3npoBKe;

K) B3aumoaencTeme ¢ Apyrumm nekapcTBEHHbIMUM NpenapaTamMum 1 (Mnu) NULLEBLIMU NPOAYKTaMU;

n) doopmbl BbiMyCKa JIeKapCTBEHHOTO Npenapara;

M) yKasaHue (npy HeoOXOAMMOCTU) OCOBEHHOCTEN AEWCTBUS JIEKAPCTBEHHOro npenaparta npu MNepBoM
npuemMe nnun nNpu ero OTMeHe;

H) cBeOeHusl O BO3MOXHOM BIUSIHAM JIeKApCTBEHHOro Mpenaparta Ans MeOuLMHCKOrO NPUMEHEHUs Ha
CMOCOOHOCTL YNpaBnsiTb TPAHCMOPTHBIMKU CpeacTBaMu, MEXaHU3MaMU;

0) CpPOK rOOHOCTU M yKa3aHWe Ha 3anpeT NPUMEHEHUs NeKapCTBEHHOro npenapaTta Nno UCTEYEeHUUM CPoKa
rogHocCTu;

n) yCNOBWUsSi XpaHeHUs;

p) YCrOBUSA OTNYCKa;

2) cocTaBa nekapCTBEHHOro npenapara Anst MeANLMHCKOro NpUMeHeHNs;

3) n3MeHeHunsa mecTa NPOM3BOACTBA NIEKAPCTBEHHOrO Npenaparta aAnsg MeguuUHCKOro NpMMeEHEeHUs;

4) n3ameHeHWs NokasaTenen kadecTsa NekapCTBEHHOro npenapara ans MeaMUMHCKOro NpuMeHeHus n (unu)
METOA0B KOHTPOSA Ka4yecTBa fieKapCTBEHHOMo npenapaTta A5 MeAUUNHCKOro NPUMEHEHNS;

5) nameHeHuMs cpoka rogHOCTU fNlekapCTBEHHOMO NpenapaTta Anst MeguUMHCKOro NPUMEHEHUS;

6) cBegeHMIn 0 HEOOXOAMMOCTN BHECEHMUS MHBIX U3MEHEHMWI B MHCTPYKLUIO NO MEAVLVNHCKOMY NMPUMEHEHWUIO
NekapCTBEHHOro npenaparta, a Takke B WHble AOKYMEHTbl, cofepXallmecss B PEerMcTpaumoHHOM [OCbe Ha
3aperMcTpuUpoOBaHHbIN NIEKAPCTBEHHLIM npenapat. [lpy 3ToM pelleHne O npoBedeHMU IKCMEepTU3bl KayvecTBa
NEeKapCTBEHHbIX CPeacTB M (Mnn) aKCNepTU3bl OTHOLLEHUSA OXMAAEMOW NOSMb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS
NeKapCTBEHHOro npenaparta Ans MeAWUMHCKOro NPUMEHEHUs NMPUHUMAETCA B COOTBETCTBMM C YTBEPXKAEHHON
YMOMHOMOYEHHbIM dhefepanbHbIM OpraHoOM UCMOSMIHUTENBHOM BNAcTu Knaccudukaumen nameHeHnin, BHOCUMbIX B
OOKYMEHTbI, COAepXKaLlmecsi B permcTpaumMoHHOM AOChbEe Ha 3aperMcTpMpoBaHHbIN NEKapCTBEHHbIV Npenapar.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. C 3aaBNeHMEM O BHECEHUN U3MEHEHWI B OOKYMEHTbI, coaepXallMeca B pPerucTpalMoHHOM A0Cbe Ha
3aperncTpupoBaHHbIA NEeKapCTBEHHbIM npenapaT And MeaULMHCKOro NpUMEHeHWUs, Hapsagy C OOKymeHTamu,
yKasaHHbIMW B YacTu 1 HacToswen cTaTbMu, 3asdBUTENb MpPeAcTaBnseT Konuu OOKYMEHTOB, MOATBEPXAatoLuX
ynnaTty rocygapcTBEHHOW MOLUMWHBLI 3@ BHECEHUE B AOKYMEHTbI, cofepXallnecs B perncTpaunmoHHOM J0Cbe Ha
3aperMcTpUpoOBaHHbIA NEKAapCTBEHHbIA MpenapaT Ans MeOULUMHCKOTO MNPUMEHEHUS, U3MEHEHWN, TpebyroLmx
NPoOBEeOEHUST IKCNEPTU3bl NIEKAPCTBEHHLIX CPEACTB B YaCTM 3KCMEPTU3bl KayecTBa fieKapCTBEHHOrO cpeactea u
(nnn) akcnepTu3bl OTHOLLEHNS OXMOAEMOWN NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA NekapCTBEHHOro npenaparta
AN MeAULMHCKOro MpPUMEHEHUs, roCyAapCTBEHHOW MOLUMMHbI 3@ BHECEHME B LOKYMEHTbI, coAaepxalimecs B
perncTpaumMoHHOM OOCbE Ha 3aperncTpupoOBaHHbIV NIEKAPCTBEHHBIN nNpenapaT Ans MeAUUMHCKOro NpuUMeHeHwus,
N3MEHEHWI, He TpebyoLmnX NpoBeSeHNa 3KCrnepTusbl NIEKapCTBEHHOro cpeacTea, Nnbo BnpaBe npenctaBuTb Mo
COOCTBEHHOW WMHMUMATMBE YKa3aHHble [OKYMeHTbl. B cnyvyae wux HenpeactaBneHuss  ynofiHOMOYEHHbIN
denepanbHbii OpraH UCMOSIHUTENBHOW BNAacTU NpoBepsieT dakT ynnaTbl roCyAapCTBEHHbIX MOLUMMH 3asBUTENEM
nocpeacTBOM  MCMONb30BaHUA MHgopMauum 06 ynnate rocygapCTBEHHbIX MOLWUNWH, CcOoAepXallencss B
focynapcTBeHHOW MH(OPMALMOHHON CUCTEME O FOCYAapCTBEHHbIX U MyHUUMNAMNbHbLIX NaTtexax, Ha OCHOBaHWUK
npeAcTaBneHHbIX 3adBUTENEM KONNA AOKYMEHTOB, NOATBEPKAAOLLMX YNNaTy rocyaapcTBEHHOW NOLUMNUHBI.

(4yacTb 3 B pea. PefepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. B TeuyeHue pecsatn paboumx OHEW CO OHS MOCTYMMEHUS yKa3aHHOrO B 4acTu 1 HacTosILEN cTaTbu
3asBMEHNst U HEOOXOOUMBIX JOKYMEHTOB YMNONIHOMOYEHHbIN hefieparnbHbli OpraH UCMOMHUTENBHOW BNACTU:

1) npoBogMT NpPOBEPKY MNOMHOTBI U [OCTOBEPHOCTU CBEAEHMWI, COAEPXallMXCA B NpeacTaBrieHHbIX
3aaBUTENEM MaTepuanax;

2) NpVHMMaeT pelleHMe O MNPOBEAEHMM YKa3aHHbIX B YacTWM 2 HACTOSLWEN CTaTbW COOTBETCTBYHLLUX
3KCMEepPTM3 NEKAPCTBEHHOMO cpeacTea unu ob oTkase B X NPOBEOEHUN;

3) yBegomMnsieT B 3NIEKTPOHHOW UNWN NMUCbMEHHOW hopme 3asdBuTenst O NPUHATOM peLleHMU UMK B crnydae
NPUHATUSA peLleHns 06 oTkase B NPOBEAEHMN COOTBETCTBYIOLLEN SKCMEPTU3bI C yKa3aHMEM NPUYMH Takoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTU CBEAEHUN, CoAepXallMxcs B MpeACcTaBreHHbIX 3asBuTenem
MaTepuanax, ynonHOMOYeHHbIN heaepanbHbli OpraH UCMONHUTENBbHON BNAacTW HanpasnseT 3asBUTENto 3anpoc
06 yTOYHEHWUW yKa3aHHbIX cBeAeHMN. [JaHHbIA 3anpoc MOXEeT ObiTb NepefaH YynomHOMOYEHHOMY MPeaCcTaBUTENIO
3a8BUTENS MUYHO MOA PacnuCKy, HanpaBrieH Mo NoYTe 3aKka3HbIM MUCbMOM UMK NepefaH B ANEeKTPOHHOW dhopme



Mo TEeNEeKOMMYHMKAUMOHHbIM KaHanam cBs3u. B cnyyae HanpaBneHuwss gaHHOro 3anpoca no no4vTe 3akasHbIM
NMMCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHMM LLECTN OHEN C AaTbl HAaNpaBeHUs 3aKkasHoro NucbMa.
(vacTb 4.1 BBegeHa degeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Bagsutenb o6sA3aH npeactaBuTb OTBET Ha 3anpoc YNONMHOMOYEHHOro dedepansHOro opraHa
WCNONHUTENBHON BrlacTM B CPOK, HE MpeBbillalolWwni AeBAHOCTA pabounx OHEeN CO OHS NOMyvYeHust OaHHOro
3anpoca. Cpok, yka3aHHbIN B 4acTu 4 HacTosiILLen cTaTbi, NPUOCTAHABNMBAETCA CO AHSA HanpaBneHusi 3asiBUTENIO
3anpoca ynoriHOMOYeHHOro defepansHOro opraHa MCMOMHUTENbHOW BRacTM A0 OHS MOMyYeHus MM OTBeTa Ha
OaHHBIN 3arnpoc U He Y4YUTbIBAeTCA MPU WCUYUCIIEHUN CPOKa MPUHATUSA peLleHWss O BHECEHUN WU3MEHEHUN B
OOKYMEHTbI, coaepXallmecss B permcTpaumoHHOM A0Cbe Ha 3aperncTpMpoBaHHbIA NeKapCTBEHHLIN nNpenapaT Ans
MEeOULMHCKOTO NPUMEHEHNS.

(4acTb 4.2 BBegeHa degeparnbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM Ona OTKa3a B MPOBEAEHUMN YKa3aHHbIX B YaCTW 2 HACTOSLLEN CTaTbM IKCMEpPTM3 ABMsieTCH
npeacTaBrneHne [OKYMEHTOB, MepeyncrnieHHbIx B 4Yactax 1 m 3 HacToswen cratbW, B HEMNOMHOM oObObeme,
HenpeacTaBneHve 3asBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETa Ha yKasaHHbl B 4acTu 4.1 HacToswen cratbu
3anpoc YrNorHOMOYEHHOro defepanbHOro opraHa MWCMOMHWUTENbHOW BRacTu, a TakKe OTCYyTCTBME B
npeAcTaBneHHbIX JOKYMEHTax 4OCTaTOYHbIX CBEAEHWI, NOATBEPKAAOLWNX HEOOXOANMOCTb BHECEHUS] UBMEHEHW,
Unu oTCyTCTBME MHpOopMaLun, nogTBepxaatoLLen akT ynnatbl rocygapCTBEHHbIX MOLWSMH, YKa3aHHbIX B Yactu 3
HacTosILLEN CTaTbu.

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

6. Yka3aHHble B 4acTu 2 HaACTOsILLEN CTaTbu 9KCNEePTU3bl NPOBOAATCA B NOPsiAKe, YCTAHOBIEHHOM CTaTben
23 HacToswero ®enepanbHOro 3akoHa.

7. B cpok, He npeBbILaoLWmMiA AeCATM pabounx OHEN CO OHSA MOMYyYEeHUS 3aKMOHYEHUA KOMUCCUIA SKCNEPTOB MO
pesynbTaTaM YKasaHHbIX B 4acTW 2 HacTOSILLEN CTaTbW IKCNEPTU3, YMONTHOMOYEHHbIN dedeparnbHbIi OpraH
NCMNONHUTENbHOW BNAacTu:

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

1) NPUHMMAaET peLleHne O BHECEHVUM U3MEHEHWUI B JOKYMEHTbI, COAepXKallnecs B perncTpaumMoHHOM J0Che
Ha 3aperMcTpMpoBaHHbIN NEKAPCTBEHHLIN NpenapaT Ang MeguUMHCKOro NPpUMEHEHUs, UM 06 oTka3e BO BHECEHUMU
TaKNX N3MEHEHWI;

2) BHOCUT B rOCyOapCTBEHHbLIN PEecTp NEKapCTBEHHbIX CPEACTB Ha OCHOBAHWW pPELUEHUsI O BHECEHWUU
NU3MEHEHN B OOKYMEHTbI, coAepXallmMecss B permcTpaumoHHOM 0OCbe Ha 3aperMcTpyMpOBaHHLIN NEKAPCTBEHHbIN
npenapaT 418 MeQULMHCKOro NPUMMEHEHMUS1, He0BXoaUMblE U3MEHEHWST U BO3BpALLAET UX 3asiBUTENIO;

3) BblOgaeT 3asBUTEN0 HOBOE PEruMcTpauuoHHOE YOOCTOBEpPEHWE IeKapCTBEHHOro npenaparta B crnydae
N3MEHEHNS CBEAEHUN, COAEPKALLMXCS B HEM.

(n. 3 BBegeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

8. OcHoBaHMeM [Ofis OTKasa BO BHECEHWMM W3MEHEHWA B LOKYMEHTbI, COAepXKallMecs B pPerncrpalMoHHOM
0OCbe Ha 3aperMcTpupoBaHHbIA FEKAPCTBEHHbLIN Mpenapat ANnd  MeAWMLMHCKOro MpUMEHEHMUs, sIBNSAeTCA
3aKmMYeHe YMNONMHOMOYEHHOro dedeparnbHOro opraHa WCMONHUTENbHOW BNAcTM O BO3MOXHOCTU CHWXKEHUS
6e3onacHocTy, kKayecTBa, 3h(PEKTMBHOCTM JIEKAPCTBEHHOIO CPEACTBA B Clly4Yae BHECEHWS TakUX N3MEHEHUIA.

9. JonyckaeTca obpalleHne nekapCTBEHHbIX MpenapaToB AMs MeAULUMHCKOro NpUMEHEHUst 4O UCTEeYEHUs
CpoKa rogHOCTW, NPOM3BEOEHHbBIX B TE€YEHME CTa BOCbMUAECSATV OHEW nocre gaTbl NPUHATUS YNONMHOMOYEHHbIM
deneparnbHbIM OpPraHoM UCMOMHUTENBHOM BIACTU PELLIEHMSI O BHECEHUU U3MEHEHUI B AOKYMEHTbI, CoAepKallmecst
B PErncTpaumoHHOM [0Cbe, B COOTBETCTBUU C UH(pOpMaLMel, coaepallenca B JOKYMEHTax PermcTpaLMoHHOro
J0Cbe Ha NeKkapCTBEHHbIN NpenapaTt 40 AaTbl NPUHATUS TAKOro peLleHuns.

(4acTtb 9 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratb 31. BHeceHMe W3MEHEeHWii B [OKYMEHTbI, coAepXkalluMecs B perncTpauuMoHHOM [OoCbe Ha
3aperncTpUpoBaHHbI NeKapCTBEHHbIN NpenapaT AnA BeTepPUHAPHOro NpUMeEHeHUs!

1. B uensx BHeCeHMA W3MEHEeHUN B [OOKYMEHTbl, coAepXalinecs B pPerncrpauuMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIA NeKapCTBEHHbIN npenapaT And BeTepUHapHOro NpuUMEHeHus, AepxaTternb unv Bnagenewy
perncTpaumoHHOro yaoCTOBEPEHUS NEeKapCTBEHHOro npenapaTa unvM ynoriHoMOYEeHHOE UM Opyroe puanyeckoe
nMuo (Oanee B HacTosWwen cTaTbe - 3asBUTENb) NPEACTaBNAEeT B YMOMHOMOYEHHbIN dedepanbHbli OpraH
WCNONHUTENBHOWN BiacTu 3asBNeHne 0 BHECEHUN TakUX U3MEHEHWU No popme, YCTaHOBNEHHOW YNONTHOMOYEHHbIM
deneparnbHbIM OpraHoM MUCMOSTHUTENBHOW BIacTu, U NPUNOXEHHbIE K HEMY M3MEHEHUS B YKa3aHHble JOKYMEHThI, a
Takke AOKYMEHTbl, MoaTBepxaalolme HeobXoOuUMOCTb BHECEHUSA Takux u3MeHeHun. [puHaTue pelleHus o
BHECEHUW TaKUX U3MeHeHu unm ob oTkase B X BHECEHMWN OCYLLECTBSIETCS B CPOK, HE NpeBbIllaloLLMin AeBAHOCTa
pabouunx AHeW CO AHA NPUHATUS YMONHOMOYEHHbIM defeparnbHbiM OpraHoM UCMOSIHUTENbHOW BNacTu 3asBleHUs
O BHECEHWUW TaKUX U3MEHEHWNN.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)
2. B cnyyae BHeCeHUS] M3MEHEHUWN B [OKYMEHTbl, coAepXalmecs B PerMcTpauMoHHOM [OCbe Ha



3aperMcTpupoBaHHbIV NEKApPCTBEHHbIN npenapaTt 471 BETEPUHApPHOrO MPUMEHEHUHA, B OTHOLLUEHWMU CBeOeHWMN,
yKasaHHbIX B nognyHkrtax "e", "x", "k", "n", "H", "c", "x" nyHkta 7 yactu 3 ctatbu 17 HacTtosiwero denepanbHOro
3aKOHa, U3MEHEeHUs U (Mnn) AOMNOMHEHUS NMPOW3BOACTBEHHOM MMOLWAAKMA FeKapCTBEHHOIO CPEACTBa, a Takke B
cry4yae M3MEHEHUs nokasaTtenen KayecTBa fiekapCTBEHHOro npenapara Ansg BeTepuHapHOro NpUMeEHeHus u (unm)
METOAOB KOHTPOMS KayecTBa EeKapCTBEHHOro mnpenapaTta Afns BETEepUMHApPHOro MNPUMEHEHUS NPOBOAUTCSH
3KcnepTM3a NekapcTBEHHOro cpeacTtsa Ans BETEepMHapHOro npuMmeHeHus. B cnyyae HeobxoanmocTu BHeCEHUs
MHbIX W3MEHEHUA B [OKYMEHTbI, codepxalimMecs B pPermcTpaumMoHHOM [OCbe Ha 3aperncTpypoBaHHbLIN
nekapCTBEHHbIN npenapat Ans BETEPUHapHOro MNPUMEHEHWs, 3KCMepTusa nekapCTBEHHOro Ccpeactsa Ans
BETEPMHAPHOIo NMPUMEHEHNS He NPOBOAUTCS.

(B pea. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. C 3aaBneHnemM O BHECEHWW M3MEHEHWI B [OKYMEHTbl, COAEepXKalUMecs B PerncTtpaumoHHOM [OCbe Ha
3aperMcTpupoOBaHHbIV JIEKapCTBEHHbIM MpenapaT Ansi BETEPVMHAPHOIrO MPUMEHEHUS, Hapsgy C OOKYMeHTamu,
yKa3aHHbIMM B 4acTu 1 HacTosien CcTaTbW, MpeacTaBnsaloTCad [OOKYMEHThl, MogTBepXgawowme ynnaty
rocy4apCTBEHHOW MOLWUMMHbI 33 BHECEHWe B [JOKYMEHTbl, COAepXallnecs B pPerucTpauMoHHOM [OCbe Ha
3aperMcTpUpoOBaHHbIV NEKAPCTBEHHbIN Mpenapat ANS BeTEpPUHAPHOrO MPUMEHEHUS, U3MEHEHUN, TpebyloLwmnx
NPOBEAEHUS 3KCNepTM3bl MEeKapCTBEHHOTO CpPeAcTBa Afs BETEPUHaAPHOro MNPUMEHEHUs, UMW MU3MEHEHUWN, He
TpebytoLmx NpoBeaeHNs IKCNepPTU3bl NEKapCTBEHHOro cpeacTBa ANs BETEPMHAPHOIO NPUMEHEHUS.

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

4. B cpok, He NpeBblUaoLWmi AecaTn pabounx gHen co OHS NOCTYNEHWs yKa3aHHOro B YyacTu 1 HacTosLen
cTaTbl 3asABfEeHNs U HeOoBXOAMMbIX AOKYMEHTOB, YNOMHOMOYEHHbIW (beaepanbHbil OpraH WUCMOMHUTENbHOW
BnacTu:

1) NpoBOAMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTM CBEAEHWUW, COAEpXaluxcs B MNPeACcTaBfIEHHbIX
3as8BUTENEM OOKYMEHTAX;

2) npvHMMaeT pelleHne O MPOBEAEHUN IKCMNEPTU3bl NEKApPCTBEHHOIO CPEeACcTBa ANs BETepMHAapHOro
NpMMeHeHus nnn o6 oTkase B ee NPOBeAEHUM;

3) yBegoMnsAeT B NMUCbMEHHOW POpMe 3asiBUTENS O MPUHATOM PELUEHUN UMW B Cyvae MPUHSTUSA peLLeHNs
06 oTKase B NpoBefeHUM IKCNepTU3bl NeKapCTBEHHOIO CPEeACTBa ANA BETEPMHAPHOIO NPUMEHEHMS C yKa3aHueMm
MPUYMH TAKOro OTKa3a.

5. OcHoBaHveM Onsd oTkasa B MPOBeAEeHWM 3KCMepTu3bl NeKkapCTBEHHOro CpeacTBa Ans BeTepuMHapHOro
NPMMEHeHWs SBNSeTCA nNpeacTaBneHne JOKYMEHTOB, ykasaHHbIX B YacTax 1 u 3 HacToswen ctatby, B HENOMHOM
obbemMe wunu OTCYTCTBME B MpPEeACTaBMEeHHbIX [AOKYMEHTax [AOCTaTOYHbIX CBEeAEeHWW, MNOATBEpPXAatoLnX
HeobX0AMMOCTb BHECEHUSA U3MEHEHUN.

6. QkcnepTu3a NekapcTBEHHOIO CPEACTBA A1 BETEPUHAPHOIO NPUMEHEHUS B LIENSX BHECEHUSA U3MEHEHUI B
OOKYMEHTBI, coepXallnecs B perucTpaumMoHHOM J0Cke Ha 3apermcTpMpOBaHHbIN NIEKapCTBEHHbIN Npenapart ans
BETEPVMHAPHOIO MPUMEHEHWS, OCYLLECTBNAETCA B MOpPsiAKke, YCTAHOBIMEHHOM cTaTbel 24 HacTosLero
denepanbHOro 3akoHa.

6.1. B cpok, He NpeBbIWaoLWmMIA NATM paboynx OHEW CO OHA NONYyYEeHUs 3aKMOYEHNS KOMUCCUM 3KCMEPTOB MO
pesynbTaTaM YyKa3aHHOW B 4acTW 2 HACTOSILEWN CTaTbM 3KCMEPTM3bl, YMOMHOMOYEHHbIN dhegepanbHbii OpraH
NCMNONMHUTENbHOW BNACTK:

1) NpUHMMaET pelleHne O BHECEHUM U3MEHEHWUI B JOKYMEHTbI, COAepXallnmecs B perncTpaumoHHOM JoCbe
Ha 3apermcTpyMpoBaHHbIN NEKapCTBEHHbIN npenapat A BETepPUHapHOro npuMeHeHus, unum ob oTkase BO
BHECEHWW TaKnX N3MEHEHUN;

2) BHOCUT B roCyOapCTBEHHbIN peecTp fekapCTBEHHbIX CPEeACTB Ha OCHOBAHWM PELUEHUS O BHECEHWUU
NU3MEHEHN B JOKYMEHTbI, COAepXallnecs B PErmcTpaLMoHHOM [OCbE Ha 3aperncTpUpPOBAHHbLIN NEKapCTBEHHbIV
npenapaT Ans BETEPUHAPHOrO MNPUMEHEHUsl, HeobXxoaumble W3MEHeHMs W BO3BpawaeT 3TW  OOKYMEHThI
3asBUTENIO.

(4yacTb 6.1 BBegeHa degepanbHbIM 3akoHOM OT 22.10.2014 N 313-03)

7. OcHOBaHMEM AN OTka3a BO BHECEHUU M3MEHEHWI B OOKYMEHTbI, COAepXKalimMecs B pernctpalMoHHOM
0OCbe Ha 3aperucTpupoBaHHbIA JIEKAPCTBEHHBLIN Npenapat Ans BEeTEepPUHapHOro MNPUMEHEHUs, SIBNSETCS
3aKnyeHe YMNonHOMOYEHHOro dedeparnbHOro opraHa WCMONHUTENbHOW BNAacT O BO3MOXHOCTU CHWMXKEHUS
Ge3onacHocTW, kavecTBa, 9P(PEKTMBHOCTM NEKapCTBEHHOro npenaparta Ans BeTEepPUHApPHOro MPUMEHEHMS B
crny4yae BHECEHUS UBMEHEHWI B yKa3aHHbIe JOKYMEHTbI.

8. JonyckaeTcsa obpalleHne nekapCTBEHHbIX NpenapaToB ANA BETEPUMHAPHOIO NPUMEHEHUS OO UCTEYEeHUS
CpoKa rogHOCTU, NMPOM3BEAEHHbIX B TeYeHMe CTa BOCbMWAECATU AHEW nocre AaTbl NPUHATMS YNOSTHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMOMHUTENBbHOW BNACTW PeLLEeHNst O BHECEHUM 3MEHEHUI B OKYMEHTbI, COAepKallmecs
B perncrpauvoHHOM [OCbe Ha JleKapCTBEHHbIN npenapaT, B COOTBETCTBMM C MHpopMauuen, copepxallencs B
OOKYMEHTax permcTpaLMoHHOro 4oCbe Ha NekapCTBEHHbIV Npenapar A0 AaTbl NPUHATUS Takoro peLLeHust.

(vyacTb 8 B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Cratba 32. OTMeHa rocygapCcTBEHHOW perncTpauumn nekapcTBeHHOro npenapara



PeweHve o006 oOTMEHe rocydapCTBEHHOW perncTpauum mnekapCTBEHHOro mnpenapata M UCKIYEHUM
NneKkapcTBEHHOro npenapata W3 rocydapCTBEHHONO peecTpa NeKapCTBEHHbIX CPeacTB  MpUHUMaeTcs
YNONTHOMOYEHHbIM (beaeparnbHbIM OPraHoOM UCNOMNHUTENBHOW BNacTu B criyyae:

1) npeacTaBneHns COOTBETCTBYIOLLUMM YNONMHOMOYEHHbLIM ddefeparnbHbiM OpraHoOM UCMNONMHUTENBHOW BriacTu
3aKnoyeHnss 0 pucke wunu o6 yrpose 340POBbLI, XW3HU YeroBeKa WM XMBOTHOTO MpU  NPUMEHEHUN
nekapCTBEHHOro mnpenapaTa, npeBbiwanwmx ero 3pdeKTMBHOCTb, MO pesynbTaTtaMm OCYLLEeCTBASEMOro UM
MOHUTOPMHIra 6e30NacHOCTM NekapcTBEHHOro nNpenapara;

2) nogayv gepxaTtenem unu BnagenbLem perycTpaunoHHOro yooCTOBEPEHMUS feKapCTBEHHOro npenaparta
NN YNONTHOMOYEHHBIM MM OPYIMM OPUONYECKMM NMLOM 3asiBrieHnst o6 oTMEeHe rocyaapCTBEHHOW perncrpauuun
nekapcTBEHHOro npenapara;

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

3) HenoATBEPXKAEHUSA FOCYAapCTBEHHOW perucTpauMu feKapCTBEHHOro npenapata Nno UCTeYeHUMM Cpoka
OEencTBma permcTpaunoHHOro yaoCcToBepeHus, BbIJaHHOro Ha NATb NeT;

4) HenpefcTaBrneHust 3adBUTENeM WHPOPMaUMKM, KOoTopasi MOXET MoBnevyb 3a cobon HeobxoaMMOCTb
BHECEHVNS W3MEHEHWA B [OKYMEHTbl, COAepXalimecs B pPEermcrpauumoHHOM [OCbe Ha 3apermcTpyvpoBaHHbIN
NeKapCTBEHHbIN Npenapar, B TeYeHne TpuauaTti pabounx gHen co OHA HaCTYNNEHNst 3TUX NU3MEHEHWI;

5) ocywecTBnNeHMs rocygapCTBEHHOW perncTpaumMu feKkapcTBEeHHOro npenapata nog  TOProBbiM
HavMeHOBaHWEM 3aperMcTpMpoBaHHOro paHee No4 9TUM TOProBbiM HaMMEHOBaHWEM NeKapCTBEHHOro npenapara,
OTNNYaIOLLIErocs Ka4eCTBEHHbIM COCTaBOM AEeNCTBYIOLLMX BELLECTB;

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

6) ocCyLecTBMNeHUA rOCyAapCTBEHHOW perncrpauumn 3asiBUTeNeM OZHOM0 W TOro e JeKapCTBEHHOro
npenapaTa no4 pasnuyHbIMU TOProBbIMY HaUMEHOBaHUSAMN;

7) BbIHECEHUS CyOOM pELUeHUss O HapylleHun npaB npaBoobnagartens OObeKTOB WHTENNeKTyanbHON
CcOBCTBEHHOCTM NpW oOpaLLeHUn NekapCTBEHHbIX CPEACTB;

8) oTCcyTCTBMA neKkapCTBEHHOro npenapata B obpalleHun B Poccuiickon depepaunm B TeYeHME TpeX U
bonee ner;

(n. 8 BBeaeH ®epeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

9) HEeBbINOMHEHUS JepXxaTeneM WnM Bnagenbuem PerncTpaumoHHOro YAOCTOBEPEHUSA feKapCTBEHHOrO
npenapata nMbo YMNOMHOMOYEHHbIM WMWU APYIYM  IOPUAMYECKM MMLOM  MEPOMPUATUA No  obecneveHnto
6e3onacHOCTV JeKapCTBEHHbIX NpenapaToB, YCTAHOBIEHHbIX YMNOMHOMOYEHHbIM dedepanbHbiM - OpraHoM
WCNONHUTENBHON BracTM B COOTBETCTBMM C yactamu 3 u 4 ctatbn 64 HacTtoswero denepanbHOro 3akoHa, B
pamkax ocyLiecTsneHns dapmakoHaasopa;

(n. 9 BBegeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

10) oTkasa gepxaTens wnu BnagenbLa perucTpauuMoHHOro yAOCTOBEPEHMST NeKapCTBEHHOro npenapara
nnbéo yNofIHOMOYEHHOrO VMW  OPYroro OPUAMYECKOTO Nuua OT BHECEHUA W3MEHEHUA B WHCTPYKUMIO MO
NPUMEHEHUIO NeKapCTBEHHOro npenapaTa, KacalwLlMXCA HOBbIX NOATBEPXAEHHbIX AaHHbIX O TOM, 4YTO PUCK
NPUYUHEHNS Bpeda 300POBbI0 YeroBeKa WNM XMBOTHOIO BCMEeACTBME MpuMeMa fekapCcTBEHHOro mnpenapara
npeBbiaeT 3PPEKTUBHOCTb €ro NPUMEHEHUs.

(n. 10 BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

CraTbsa 33. [ocygapCTBEHHbIN peecTp NekapCTBEHHbIX CPeacTB

1. TocynapCTBEHHbIN peecTp NEKAPCTBEHHbIX CPEeACTB COAEPXMUT MepeyeHb NeKapCTBEHHbIX Mpenapartos,
NpOLeALNX roCygapCTBEHHYIO perMcTpauuio, nepedyeHb apmaleBTUYecKMX CyOCTaHUMMA, BXOOSALWMX B COCTaB
nekapCTBEHHbIX NpenapaToB, U CrieayLLyo MHopMaLuio:

1) B OTHOLLUEHUN NEKAPCTBEHHLIX NpenapaToB.:

a) HaMMeHOBaHWE NeKapCTBEHHOrO npenapaTa (MexayHapoOHOe HenaTeHTOBaHHOE, UM rPYNNUPOBOYHOE,
UNN XMMUYECKOE N TOPrOBOE HAUMEHOBAHMS);

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

0) nekapcTBeHHasa ¢opMa C yka3aHMEM [O3VPOBKM JIEKAPCTBEHHOrO npenapata M ero Konuyectea B
NoTPebnTENbCKON YyNaKoBKe;

B) HauMMeHOBaHWe [epXxaTens unvM Bragenbla perncTpaumMoHHOrO0 YAOCTOBEPEHUSA JeKapCTBEHHOIo
npenapara;

(nn. "B" B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

r) HAMMEeHOBaHWE 1 agpec NPOU3BOAUTENS NNEKAPCTBEHHOIO Npenapara;

a) hapmakoTepaneBTUyeckas rpynna, Kon neKapcTBEHHOro npenapata no
aHaTOMO-TEpPANeBTUYECKO-XMMUYECKON  Knaccudmkauuu, pekomeHgoBaHHOW  BcemupHon  opraHusaumen
3[paBOOXpPaHEHNS;

(nn. "g" B pea. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)



€) nokasaHus 1 NPOTUBONOKa3aHNA K MPUMEHEHMWIO NIeKapCTBEHHOro npenapara;

X) NoboYHbIe AeVCTBMA NeKapCcTBEHHOrO Npenapara;

3) CPOK FOAHOCTM NIeKapCTBEHHOro npenapara;

1) YCNOBUS XpaHEeHWs NekapCTBEHHOIo npenapaTa;

K) YCroBusi OTMyCKa NekapCTBEHHOro npenapara;

n) Homep dhapmMakonenHon ctaTbl UMK B CriyYae ee OTCYTCTBUS HOMEP HOPMaTUBHOW AOKYMeHTauuu nubo
HOPMaTUBHOIO AOKYMEHTA;

M) AaTta rocygapCTBEHHOW permcTpaumm rekapcTBEHHOro npenaparta u ero perucTpaumMoHHbIn Homep, daTa
3aMeHbl PEerucTpaumoHHOrO YAOCTOBEPEHUS NEeKapCTBEHHOro npenapata Ha 6GeccpoyHoe perncrpauuoHHoe
YAOCTOBEpEHME NeKkapCTBEHHOro npenapaTa, Aata Mnofadvn 3asiBrieHus O MNOATBEPXAEHUW rocyaapCTBEHHOW
permcTpaumMn nekapcTBEHHOro npenaparta, Aata OTMeHbl [OCy4apCTBEHHOM perncrTpaumm nekapcTBEHHOro
npenapara;

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

H) KayeCTBEHHbIA COCTaB W KOMWYECTBEHHLI COCTaB AEWCTBYIOLLMX BELLECTB W KavyeCTBEHHbIN COCTaB

BCNoMoOraTernbHblX BELLECTB NekapCTBEHHOro npenapara;
(nn. "H" BBeaeH ®enepanbHbiM 3akoOHOM OT 22.12.2014 N 429-03)

0) MHpopmauus 060 BCeX pa3peLleHHbIX Bugax BTOPUYHOM (MOTpebunTensCkon) ynakoBKuy;
(nn. "o" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

n) pgata npuUHATMS pelleHus O BO3MOXHOCTM paccmaTpvBaTth fEKapCTBEHHbIW npenapat npwu
rocy4apCTBEHHOWN pernctpaumm B kayectse opaHHOro nekapcTBEHHOro npenapaTa;
(nn. "n" BBeaeH ®egepanbHbIM 3aKkOHOM OT 22.12.2014 N 429-$3)

p) Hanuune NekapcTBEHHOro npenaparta B nepeyHe XU3HEeHHO HeOOX0AUMBIX U BaXKHEWLUMX NeKapCTBEHHbIX
npenapaTos;

(nn. "p" BBeaeH ®PeneparnbHbiM 3akoHOM OT 22.12.2014 N 429-903)

C) HanuMyvMe B JFeKapCTBEHHOM MpenapaTe HapKOTUYECKUX CpeacTB, MCUXOTPOMHbIX BELLeCTB U UX
NpPeKkypcopoB, noanexawmx KoHTponio B Poccuickon ®Pegepaumn, B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon depepauumu, MexgyHapogHbiMu porosopamu Poccuiickon depepaumu, B ToM uucne EguHown
KOHBEHUMeN 0 HapkoTudecknx cpeacteax 1961 roga n KoHBeHuuer o ncnxoTponHbixX BelecTsax 1971 roga;

(nn. "c" BBeageH PepepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

T) nHdopmaumsa O TOM, ABASETCA NN AaHHbIM NEeKapCTBEHHbIN npenapaT pedepeHTHbIM MeKkapCTBEHHbIM
npenapaTom;

(nn. "r" BBeaeH ®efepanbHbiM 3akoHOM OT 22.12.2014 N 429-903)

y) cBeAeHuss O nMogaye 3asiBieHWs O BHECEHUW W3MEHeHWA B [OKYMEeHTbl, codepxalwuecs B
perncTpaumMoHHOM AOCbe Ha NeKapCTBEHHbIN npenapar;

(nn. "y" BBegeH ®efeparnbHbiM 3aKkOHOM 0T 22.12.2014 N 429-93)

MpumeyvaHwue.

WHdopmauus o0 B3aMMO3aMeHSEMOCTW NeKapCTBEHHbIX npenapaToB AN MEeAWUMHCKOrO MNpUMEHEHUs
MOAMNEXUT BKMIOYEHMIO B TOCYAApCTBEHHLI peecTp NekapcTBeHHblx cpeactB ¢ 1 guBapa 2018 roga
(PepepanbHbivi 3akoH 0T 22.12.2014 N 429-03).

@) cBeeHMs 0 B3aMMO3aMeHAeMOCTW NekapCTBEHHOro npenaparTa;
(nn. """ BBeaeH ®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

X) CPOK BBEAEHMS NEKAPCTBEHHOrO Npenapara B rpaxgaHckui obopor;
(nn. "x" BBegeH PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

2) B OTHOLIEHNW hapMaLeBTUYECKUX CyOCTaHLUIA:

a) HaMMeHoBaHWe (papmaueBTUYECKOW  CybCTaHuuu  (MexayHapogHoe  HernaTeHTOBaHHOe,  UIu
rpynnMpoBOYHOE, UNU XMMUYECKOE Y TOProBOE HauMEHOBAHWS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

©) HaumeHoBaHWe u agpec nNpomssoanTens dapmaLleBTUYECKON CyOCcTaHUnW;

B) CPOK ro4HOCTM hapMaLeBTUYECKOW cybCcTaHumuy;

r) yCnoBusi XxpaHeHus bapmaueBTUYeCKOn cybcTaHuuu;

[) HOMep hapMakonemHon cTaTtby UMK B CNyvae ee OTCYTCTBUSI HOMEP HOPMaTMBHOW AOKYMeHTauum nmbo
HOPMAaTUBHOIO JOKYMEHTA;

€) Hanuune chapMaueBTUYECKON CYOCTaHLMN B NepeyvyHe HapKOTUYECKUX CPeaCTB, NMCUXOTPOMHbLIX BELLECTB U
MX MPEKYPCOPOB, noanexawux KoHTpomo B Poccuinckon deaepaumu, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon depepaumu, MexayHapogHbiMm porosopamu Poccuiickon ®epepauuun, B Tom unmcrne EgmHon
KOHBeHUMeN o HapkoTudecknx cpeacteax 1961 roga n KoHBeHUMen o NCMXoTponHbIX Bewectsax 1971 roga.
(nn. "e" BBegeH ®enepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

2. ®dapmaueBTnyeckas cybcTaHuus, npousBedeHHas ANd peanu3auun, MoxeT ©OblTb BKMOYEHa B



rocyapCTBEHHbIV PEecTp NeKapCTBEHHbIX CPEACTB Ha OCHOBaHWM 3asBNeHus paspaboTynka nnv nponssogutens
neKkapCcTBEHHOro cpeactsa MO0 YNOSIHOMOYEHHOTO WMMW OPUMAMYECKOrO nuua Mpu YCnoBWW MpOBedeHus B
OTHOLUEHMN Takon dapMaLeBTUYECKOW CYOCTaHUMM 3KCNepTu3bl kavecTBa dapmaueBTUyecKkon cybctaHuumn B
nopsiake, yCTaHOBMEHHOM cTatben 34 Hactosuwero denepanbHOro 3akoHa. B oTHoweHun dhapmaueBTU4eckmx
cybcTaHuun, npoumsBedeHHbIX ANS peanusauun, B TOCYAapCTBEHHOM peecTpe feKkapCTBEHHbIX CcpeacTs
coaepXxuTca cnegyrowasa nHgopmarms:

1) HaumeHoBaHMe dapmaueBTUYecKOW CcybcTaHumMmM  (MeXAyHapoaHOe  HenaTeHTOBaHHOoe,  Wnu
rPynnNMpPOBOYHOE, UNIN XMMNYECKOE U TOProBOE HauMEHOBaHWS);

2) HaMMeHOBaHWe N agpec NpomssoauTens bapMaueBTU4ECKOn cybcTaHuuu;

3) CpoK rogHOCTM hapmaueBTUYECKON cyOCcTaHUNK;

4) ycrnoBus xpaHeHuss hapMaLeBTUYECKON CcybCcTaHLnK;

5) Homep dhapmakoneriHon ctaTbu NMBO B Criyyae ee OTCYTCTBUSA HOMEP HOPMAaTUBHOW OOKYMEHTauun unm
HOPMaTUBHOTO AOKYMEHTA;

6) Hanvune dapmaLeBTUYECKON CYOCTaHLUN B MEpPeYHEe HAPKOTUYECKUX CPEACTB, NCMXOTPOMHbIX BELLECTB U
MX MpeKypcopoB, noanexawmx KoHTpomno B Poccuiickon depepaumn, B COOTBETCTBUM C 3aKOHOAATESNbCTBOM
Poccuiickon depepauuun, MexgyHapogHbiMu porosopamu Poccuiickon depepauumn, B ToM 4ncrne EgmHon
KOHBEHUMeN 0 HapkoTudecknx cpeacteax 1961 roga n KoHeseHumen o ncuxoTponHeix Bewectsax 1971 roga;

7) pata BKIIOYeHNs dhapMaueBTU4eckon cybcTaHuumn B rocyaapCTBEHHbIM peecTp NeKapCTBEHHbIX CPeacTB,
AaTta BHECEHUs1 U3BMEHEHNIN B AOKYMEHTbI papMaueBTU4eckon cybctaHummn, gaTta UCKnioveHns dhapMaLeBTuYeckon
cybcTaHuum 13 rocygapcTBEHHOro peectpa nekapCTBEHHbIX CPeacTB.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Nopsigok BeAeHUs rocygapCTBEHHOro peecTpa NieKapCTBEHHbBIX CPeacTB Af1 MEAMLMHCKOIo NpUMEHEHUs
N NOpsifOK BedeHMs1 FOCyAapCTBEHHOrO peecTpa NEKapCTBEHHbIX CPeacTB ANs BETEPUMHAPHOIO MPUMEHEHUS
YTBEPXKAAKTCA COOTBETCTBYIOLLMM YNOSIHOMOYEHHBIM dbefepanbHbIM OPraHOM UCMOMHMTENBHOW BNacTw.

Cratba 34. BknwodeHue B rocygapCTBEHHbI pPEECTP JIEKApPCTBEHHbIX CPEACTB W UCKIIOYEHWE K3
rocy4apCTBEHHOrO peecTpa IeKkapCTBEHHbIX CPeAcTB hapmaueBTUYecKoW cybCcTaHuun, npousBefeHHOW Ansi
peanu3auuu
(B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. ns BknoveHMs bapMaLeBTUYECKON CyOCTaHL MK, MPOU3BEAEHHON NS peanu3auun, B rocyaapCTBEHHbIN
peecTp NeKkapCTBEHHbIX CPeacTB, MPOBOAUTCS IKCNepTU3a ee kavyecTea.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OkcnepTu3a KadecTBa YyKasaHHOM B 4YacTM 1 HacToswew cratby bapmaueBTUyYeckon cybcTtaHuumm,
COCTaBIieHNe KOMWUCCUEN IKCMEepPTOB 3akMioYeHUN no pesynbTataMm 3TOW 3JKCMepTusbl U UX HanpasrieHue B
YMOMHOMOYEHHbIW dhefieparnbHblii OpraH UCMNOSTHUTENLHOW BriacTU OCYLLECTBASOTCHA B CPOK, He MpeBbILaoLWun
wectngecatn paboumx OHeW €O AHA MOMYYEeHWst 3SKCMEPTHBbIM YYpeXOeHWeM COOTBETCTBYIOLLErO 3agaHus
YNOMHOMOYEHHOro defieparnbHOro opraHa UCNONHUTENBbHOW BNACTN N cnegyowmx AOKYMEHTOB:

1) koNMst NUUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPEACTB UIM KOMWUS 3aKMYEeHUss O COOTBETCTBUM
Npov3BOAUTENS IEKAPCTBEHHbIX CPEACTB TpeboBaHUAM npaBui Hagnexalwlen npouM3BOACTBEHHOW MNPAKTUKM,
BblaHHbIE YMOMHOMOYEHHbIM dheaeparnbHbIM OpraHoOM UCMOSNTHUTENBHOW BNAcTK, B Criyyae, ecrnv npou3BOACTBO
NeKkapcTBEHHOro npenapara ocyuiectenseTtca B Poccunckon ®epepauum;

2) Konus BbI4AHHOW YMOSTHOMOYEHHbIM OPraHoOM CTpaHbl MPOM3BOAUTENS NULEH3MM Ha NPOU3BOACTBO
NeKapcTBEHHOro cpeacTBa M ee MepeBo Ha PYCCKUW A3blK, 3aBepeHHble B YCTaHOBNEHHOM MOpsaKe, U KOnus
3aKNOYEHUs1 O COOTBETCTBUM MNPOU3BOAMTENS NEKapCTBEHHbLIX cpeacTB TpeboBaHMAM MpaBun Hagnexaien
NPOV3BOACTBEHHOW NPAKTUKW, BbIAAHHOrO YNONHOMOYEHHbLIM dheepanbHbiM OpraHoM UCMONHUTENBHOW BNacTu, B
cny4vae, ecnv Npou3BoACTBO NeKapCcTBEHHOro CPeACcTBa OCyLLeCcTBNAseTCs 3a npeaenamu Poccuiickon ®epepalimu;

3) AOKYMEHT, cofepallmii crieqyrolime cBeaeHuns o hapMaleBTMYECKon cybcTaHumm:

a) HaumeHoBaHue hapmaueBTUYECKOM cybCcTaHuun, ee CTPyKTypa, obLume CBOMCTBA;

0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;

B) TEXHOMNOMMsi MPOM3BOACTBA C ONWCAHWEM CTaAaui NMPOM3BOACTBA M METOAO0B KOHTPOIS Ha BCEX CTaausix
Nnpov3BOACTBA;

r) onucaHue pas3paboTku nNpoLecca Npon3BoACTBa;

[) ONUCcaHne KOHTPOJIA KPUTMYECKMX CTagui npoLecca Npomn3BoACTBa U MPOMEXYTOYHON NPOAYKLUN;

€) AOKyMeHTanbHoe NoATBepXaeHue (BanMaauus) npoLeccoB 1 (Mnm) NX OLEHKa;

) CBOMCTBA W CTPYKTypa AENCTBYIOLLMX BELLECTB;

3) XapakrepucTtuka npumecen;

1) cneumndukaLmsa Ha hapMaLeBTUYECKYH0 CyOCTaHUMIO U ee 06GOCHOBaHMUE;

K) aHanuTUu4eckme MeToauKun, UCMOoMb3yeMble NPU OCYLLECTBNEHUN KOHTPONSA KayecTBa papmMaLeBTUYECKON
cybcTaHuuu;



n) [OOKyMeHTanbHOe noATBepXAeHue (Banugauusl) aHanMTUYecKUx MeTOAMK, WCMOMb3yeMblX Npu
OCYLLLeCTBMEHNM KOHTPOSS KadecTBa hapmaueBTnyeckon cybctaHumy;

M) pesynbTaTbl aHanusa cepuii dapmaueBTM4eckon cybcTaHumm;

H) nepeyeHb CTaHAaApTHbIX O06pasLOB WM BELIECTB, WCMOMb3yEeMbIX MNPW OCYLIECTBNIEHUN KOHTPOMS
KayecTBa;

0) OnNMcaHue XapakTePUCTUK U CBOWCTB YNaKoOBOYHbIX MaTEPUANIOB N YKYNOPOYHbIX CPEACTB;

n) AaHHble O CTabUNBHOCTM hapmaLEeBTUYECKON CcybCcTaHLmK;

P) CPOK rO4HOCTM.

(vacTb 2 B peq. PeagepansHoro 3akoHa ot 22.12.2014 N 429-03 (peg. 13.07.2015))

3. [Ana npoBefeHust 3KCNepTuabl KadecTBa YKa3aHHOM B 4acTh 1 HacCTodAWen cTaTbl hapMaueBTU4ECKOMN
cybGCcTaHuuM 3asBuUTENb NPEACTaBseT B YNOMHOMOYEHHbIN hegepanbHbIf OpraH UCNONHMTENbLHOWN BNacTu:

1) 3asBneHWe O BK/OYEHUN B TOCYAaApPCTBEHHbIN pEeecTp flieKapCTBEHHbIX CPeacTB  AaHHOW
dapmaueBTNYECKON CyOCTaHLUMK;

2) konmua [OOKYMeHTa, MoATBEepXAaloLero ynnaty rocyfapCTBEHHOM MOLWSMHbI 33 BKNIOYEHME B
rOCy4apCTBEHHbIN peecTp NeKkapCTBEHHbIX CPeAacTB hapmaueBTUYeckon cybCcTaHumM, nNpousBedeHHON Ans
peanu3aumu, nnMbo no cobCTBEHHOM WHMUMATMBE YKa3aHHbIA OOKyMeHT. B cnyyae ero HenpegcrtaeneHus
3asdBUTENEM YMNOMHOMOYEHHbIN deaepanbHbIi OpraH WCMNOMHUTENbHOW BriacTu npoBepseT pakT  ynnathbl
rocy4apCTBEHHOW MOWNWHBLI 3asBUTENEeM C MCNoNb3oBaHWeM uHdopMauun o6 ynnate rocygapCTBEHHON
nownuHbl, cogepxawenca B [ocyaapCTBEHHOW MH(OPMAUMOHHOW CUCTEME O T[OCYAapCTBEHHbIX U
MyHULMNAnNbHbIX NnaTtexax, Ha OCHOBaHUW NPeACTaBrEeHHOW 3asiBUTENEM KOMuU AOKYMEHTa, MOATBEPKAAILLEro
ynnaTy rocygapCTBEHHON MOLUMWHbI;

(n. 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) AOKYMEHTbI, yKasaHHble B YacTu 2 HacTosLen CcTaTby;
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3asdBneHne O BblJaye paspeweHns Ha BBO3 B Poccuiickyto ®Pepepaumio KOHKPETHOW napTum
He3aperncTpMpoBaHHOrO NEKapCTBEHHOIO CpeacTBa, NpeAHasHaYeHHOro Ans npoBedeHns yKasaHHOW IKCnepTu3bl.
(n. 4 BBepeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

4. B TeyeHne pecsatum paboumx OHEM CO OHA MPUHATUS 3asBrEHMS O BKIMOYEHUW YKa3aHHOW B 4dactu 1
HacTosilen ctaTbum hapmaueBTUYECKON CybCTaHUMM B rocygapCTBEHHbIN PeecTp JeKapCTBEHHbIX CPeacTB U
OOKYMEHTOB, NepeydnCreHHbIX B 4acTu 1 1 NyHKTe 2 YyacTn 3 HacTosILWEeN CTaTby, YNONHOMOYEHHbIV beaepanbHbIi
OpraH UCMOMHUTENBHOW BRacTu:

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

1) NIPOBOAWT NPOBEPKY MOMHOThI U AOCTOBEPHOCTM AaHHbIX, COAEPXaLLMXCA B NPeACTaBNEHHbIX 3asiBUTENem
[OKYMeHTaXx;

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NnpyHUMaeT peLueHne O HanpasfeHWW B 3KCMEepPTHOe yypexaeHue 3agaHus Ha npoBedeHue 9KCnepTusbl
KayecTBa yKkasaHHOW B 4acTu 1 HacTosdwlen ctaTbu apmaueBTMYecKkon cybcTaHuum unu ob oTkase B TakoMm
HanpasneHuu;

3) yBegomMmnsieT B 3NEKTPOHHOW UMW NUCbMEHHOW hopme 3asBUTENHA O NPUHATOM PELLeHUU Unu B criyyvae
OTKasa C yKasaHWeM NPUYnH Takoro oTkasa.

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

4.1. B cnyyae BbIiBNEHUS HEOOCTOBEPHOCTU CBEAEHWUN, COAepXXalUMXCH B MPeACTaBreHHbIX 3asBuTenem
MaTepmanax, ynonHOMOYeHHbIN befeparnbHbIi opraH UCNONMHUTENBbHOW BMNAacTW HanpasnseT 3asBMTENo 3anpoc
00 YTOYHEeHWM yKasaHHbIX cBedeHui. [aHHbI 3anpoc MoXeT ObiTb nepedaH ynorHOMOYEHHOMY NPeacTaBUTENo
3asBUTENS NINYHO NOA PacMUCKy, HanpaBfieH Mo MoyTe 3akasHblM MMCbMOM WM NepedaH B 3MeKTPOHHOW dopme
No TenekoMMYHMKaLUMOHHBbIM KaHanam cBa3un. B crnyyae HanpaBneHuss gaHHOro 3amnpoca No noyTe 3akasHbiM
MMCbMOM OH CYMTAETCH NOMNyYEHHbIM MO UCTEYEHUW LLIECTUN AHEN C AaTbl HanpaBeHWs 3aKka3Horo N1cbma.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asButenb o006s3aH npeacTaBUTb OTBET Ha 3anpoc YMNOSIHOMOYEHHOro deaepanbHOro opraHa
MCMONMHUTENbHOW BnacTM B CPOK, He MNpeBbllalWuin AeBsHOCTa paboynmx OHEW CO OHA MOMyYeHWst AaHHOro
3anpoca. CpokK, yka3aHHbIV B 4acTu 4 HACTOsILLEN CTaTbW, MPUOCTAHABNMBAETCS CO AHA HanNpaBneHUs 3asBUTENHO
3anpoca YnofIHOMOYEHHOro dedepanbHOro opraHa MCMOMHWUTENBbHOW BriacTu A0 AHS MOMyYeHWs UM OTBeTa Ha
OaHHbIV 3anpoc U HEe YYNTbIBAETCH MPU MCHUCIIEHUN CpOKa 3KCMEPTU3bl KavyecTBa papMaLieBTUYECKON cybcTaHumm,
Hencnonb3yeMon Npu Npon3BOACTBE NeKapCTBEHHbIX NpenapaTos.

(vacTb 4.2 BBegeHa deagepanbHbiM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHvem pAns oTkasza B HanpaBfeHWM B IKCMEPTHOE YYpexaeHue 3adaHus Ha nposedeHue
9KCMepTM3bl KadecTBa ykas3aHHOW B 4acTu 1 HacTosuwen craTbu hapMaueBTUYecKoW cybCcTaHumu siBnsieTcs
HenpeacTaBneHne [OOKYMEHTOB, YKa3aHHbIX B 4acTM 2 HacTosien cTaTbu, OTCyTCTBME WHdOpMaUmu,
noaTBepxaatowen akT ynnatbl rocyaapCTBEHHOW MOLINUHBLI 3a BKMOYeHUe dhapmaueBTUYeckon cybcTaHumm,
npousBefeHHON AnA peanu3auny, B roCyapCTBEHHbIN peecTp IeKapCTBEHHbIX CPEACTB, HenpeacTaBreHue



3asiBUTENEM B YCTAHOBMEHHbIM CPOK OTBeTa Ha YyKasaHHbIn B 4actu 4.1 HacTosiwen cTtaTbu 3anpoc
YMONMHOMOYEHHOro defepanpHOro opraHa WCMNOMHUTENbHOW BRacTV WnM NpeacTaBreHne [OKYMEHTOB, He
cofepXalux ncHeprnblBaloLLEero nepeyHst HeO6XOAMMbIX CBEAEHWNA.

(vacTb 5 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TeueHne naTHaguatn paboumx OHEW CO OHSA MOMNyYeHUs1 peLLeHUs YNONMHOMOYEHHOro deaepansHoro
opraHa UCMOMHUTENBHOW BacTu O HanpaBfeHUN B SKCNEPTHOE yupexaeHue 3agaHus Ha npoBedeHne aKkcnepTusbl
KayecTBa ykaszaHHOM B 4YacTu 1 HacTosllen cTatbu hapmaueBTUYecKon cybcTaHuun 3asiBUTeNb NpeacTaBnseT B
3KCMEepPTHOE YyupexaeHue And npoBedeHMs AaHHOM 3KCnepTu3bl 00pasubl apmaueBTUYeckon cybcTaHuum B
Konm4yecTBe, HEOBXOAMMOM NS BOCMPOM3BEAEHNS METOAOB KOHTPONSA KayecTBa. JKCMEPTHOE yvpexaeHue npu
nonyyeHun obpas3uyoB yKkasaHHOW B 4acTy 1 HacTosiwen cratbyn apmaueBTudeckon cybcTaHumMn BblgaeT
3as8BUTENO JOKYMEHT, MOATBEPXKAAIOLLMIA NoydeHne aTmx obpasLoB, U B CPOK, HE MPEBbILAOLWMI Tpex pabounx
OHen, yBeooMMsieT B 3MEKTPOHHOM MM NUCbMeHHON dopMe 06 3TOM YMONHOMOYEHHLI defeparnbHbli opraH
NCMNONMHUTENbHOW BNacTu. OTW CPOKM HE BKIHOYAKOTCS B CPOK MPOBEAEHUS AaHHOW 3KCMEepTU3bI.

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

7. JOKyMeHTbI, NOCTYNMBLUME B 3KCNEPTHOE yYpexaeHne Ans NpoBeAeHUs 3KCNepTU3bl KayecTBa ykazaHHOW
B 4YacTm 1 HacToswewn cTtaTbu papmaueBTUYecKonW cybCcTaHuuW, noanexaT BO3BpaTy B YNOMHOMOYEHHbIN
degepanbHbI OpraH UCMOMHUTENbHOW BRacTu OAHOBPEMEHHO C 3aKMOYEHWsIMU MO pesyrnbTatam NpoBeAeHHON
3KCNepTm3bl.

8. B cpok, He npeBbIwaloWwmn NaTn pabounx AHEn co AHA MOMyYeHUs 3aKIioYeHUs KOMUCCUMM 9KCMEPTOB Mo
pe3ynbTataM 3KCNepTM3bl KadecTBa yka3aHHOM B 4acTu 1 HacToswewn crtatbu hapmaueBTU4eckon cybctaHuum,
YNONTHOMOYEHHbIV dheaepanbHbI OpraH UCMONTHUTENbHON BNacTu:

1) OCyLLLECTBNSET OLLEHKY TaKOro 3aKrnoyeHus Ans onpeaeneHnst ero COOTBETCTBUSA 3a4aHuio Ha NpoBedeHne
OaHHOW 3KCMnepTUsbl;

2) nNpvHMMaeT pelleHWe O BKIIIOYEHWM YyKasaHHOW B YacTu 1 HacTosilen cratby dapMaueBTUYECKOn
cybcTaHUuM B rocygapCTBEHHbIN PeecTp fekapCTBEHHbIX CPeACTB UIu pelleHne o6 0TKase B TAaKOM BKITHOYEHUN;

3) BHOCUT nNpW MPUHATMM pELIeHUss O BKITKOYEHUW YKa3aHHOW B 4actu 1 HacTodAwen cratbu
hapmaueBTMyeckon CcybCcTaHuMM B TrOCYAApPCTBEHHbLIN pPEeecTp FeKapCTBEHHbIX CPeACTB NpPedyCMOTPEHHYIO
nyHkTOM 2 yactu 1 ctatbm 33 HacToswero PenepanbHOro 3akoHa MHGOPMaLMIO U yBeooMnsieT o6 3ToM B
3MNEKTPOHHOW UMM NUCbMEHHON hopMe 3asBUTENS.

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

9. OcHoBaHveM AN OTka3a BO BKIHOYEHUW yKas3aHHOW B YacTu 1 HacToswen ctatbu hapmaueBTUYECKONn
cybcTaHuuM B roCy4apCTBEHHbIN peecTp IeKapCTBEHHbIX CPEeACTB HABMSETCS pelleHWe COOTBETCTBYHLLEro
YMOMHOMOYEHHOro defepanbHOro opraHa MWCMOMHUTENbHOW BfacTM O TOM, YTO KayecTBO dhapmaueBTUYeCcKon
cybcTaHuuM He NOATBEPXKAEHO MOSTYYEHHBIMU AaHHBIMMU.

(vyacTtb 9 BBegeHa denepanbHbiM 3akoHOM oT 22.10.2014 N 313-93)

10. He ponyckaeTca BKMYeHWE B [OCYQapCTBEHHbIA peecTp feKapCcTBeHHbIX CpeacTB  OAHOM
dhapmaLeBTMYECKON CyOCTaHUMW, MPOU3BEAEHHON [Ans peanu3auun U BbIMYCKAEMOW OOHMM W TEM Xe
npousBoguTeneM, B Buae AByx 1 6onee peecTpoBbIX 3anuncen.

(vacTb 10 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

11. BHeceHue wn3MeHeHMN B [AOKYMEHTbl Ha dapmaueBTUYEecKylo CcybCcTaHumnio, NPOU3BEAEHHYHO A5is
peanu3aumv 1 BKITHOYEHHYI0 B rOCYAapCTBEHHbIN peecTp NeKkapCTBEHHbIX CPeAcTB, OCYLLECTBMASETCA B Nopsake,
yctaHoBneHHoMm ctatbsamn 30 u 31 Hactosiwero ®egepanbHOro 3akoHa, C ynnaTow rocygapCTBEHHON MOLUSUHbI,
npegycMoTpeHHON 3akoHogaTenscTBoM Poccuiickon degepaumm o Hanorax n céopax.

(vyactb 11 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. Oonyckaetcs o6palleHne apmMaueBTUYECKMX CYOCTaHUUA, NPOWM3BEAEHHbIX ANs peanu3auunn, B
TeyeHVe CcTa BOCbBMWUAECATU [OHEW [0 U nocrne MPUHATUS  YNOMHOMOYEHHbIM  dedeparnbHbIM - OpraHoMm
NCMNONMHUTENBbHOW BNAacTu peLUEHMsT O BHECEHUN U3MEHEHUN B OOKYMEHTbl Ha dhapMaueBTMYECKYlD CybGCcTaHuuIo,
Npou3BEAEHHYIO NS peanu3aunm 1 BKNIOYEHHYIO B rOCYAapCTBEHHbIN PeecTp NekapCTBEHHbIX CPEACTB.

(4yacTtb 12 BBegeHa defepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

13. PeweHne 06 ncknioyeHnM u3 rocygapCcTBEHHOrO peecTpa NeKapCTBEHHbIX cpedcTB dhapMaLeBTUYECKON
cybcTaHuun, npousBedeHHOW AN peanusauuun, MNpUHUMAEeTCs YNONMHOMOYEHHbIM deaepanbHbiM  OpraHoM
UCMOMHNTENBHOW BNacTK B Criyyae:

1) npegcTaBneHns COOTBETCTBYHOLLUMM YNOMHOMOYEHHbIM ddedeparnbHbiM OPraHoM MCMOMHUTENBbHON BriacTu
3aKMYEeHNsT O pucke MM 00 yrpos3e >XU3HWM WM 300pPOBbI0 YerioBeka Nnbo XMBOTHOMO MPWU MCMONb30BaHUM
nekapCTBEHHOro CPeACTBa;

2) nogaun pas3paboTyMKoM JeKapCTBEHHOrO CpeacTBa MU MPOU3BOOAUTENEM FEKapCTBEHHOIO cpeacTea
nMbo YNONMHOMOYEHHbIM UMW OPYrUM OPUONYECKMM FULOM 3asiBrieHust 06 MCKMIoYEHUW U3 rocyaapCTBEHHOro
peecTpa NekapCTBEHHbIX CpeacTB papMaLeBTUHECKON CyGCTaHLMW, NPOM3BEAEHHON AN peanu3aumuy;

3) oTcytcTBMA hapMaueBTUYeCKoW cybcTaHuMu, MNpou3BedeHHOW AN peanu3auun, B obpalleHun B
Poccuiickon ®efepauum B TeyeHne Tpex 1 bonee ner.



(vyacTtb 13 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
Cratba 35. YTpatuna cuny ¢ 1 mions 2015 roga. - PegepanbHbln 3akoH oT 22.12.2014 N 429-03.

Cratba 36. ObGxanoBaHue pelleHna o6 oTkase B Bblaaye paspelleHus Ha npoBefeHUe KIMHUYECKOro
NccnefoBaHWs  NEKapCTBEHHOro npenapaTa, pelleHuss o6 oOTkase B rOCYLapCTBEHHOW — perumcrpauuu
nekapCTBEHHOro npenapaTa, 3akiioYeHUS KOMWCCUM 3KCMEPTOB IKCMEPTHOrO YYPEXOEHUS WM 3akmioyYeHUs
coBeTa Mo 3Tuke

(B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

PelueHne cooTBETCTBYOLLENO YNOTHOMOYEHHOTO deeparnbHOro opraHa UCNoNHUTENbHOW BnacTn ob oTkase
B Bbldaye paspeLleHVs Ha NpPOBEAEHUE KIMHUYECKOro WCCNedoBaHWs JIeKapCTBEHHOro npenapara, pelueHue
yKa3aHHOro degepanbHOro opraHa MWCNOMHUTENbHOM Bractu ob OTKase B TOCYOapCTBEHHOW perncrpauun
NeKkapCTBEHHOro npenapaTa, 3aKfi4YeHUne KOMMCCMM IKCMEPTOB IKCMEPTHOrO Y4YpEexXOEeHWUs UNu 3aknyeHue
coBeTa Mo 3TuMKe MOXeT ObiTb obXamoBaHO B MOpsAKe, YCTaHOBMEHHOM 3akoHOAATenbCTBOM Poccuiickomn
depepaumun. 3aknoveHme akcnepta, OQOPMIIEHHOE MO WUTOraM SKCMEPTU3bl B UEnsax onpegeneHus
B3aMMO3aMeHAEeMOCTHM 3apermcTpUpOBaHHOTIO NEKapCTBEHHOrO npenapara, MoXeT ObiTb 06XanoBaHo aepxaTtenem
UnNu BriagenbueM perucTpauMoHHOrO YAOCTOBEPEHUS JeKapCTBEHHOro npenapata B KOMMUCCUIO 3KCMEpTOoB
3KCMEPTHOrO ydpexaeHusi. 3aknoyeHne KOMMCCUM IKCNEPTOB IKCNEPTHOrO yupexaeHus, ooopMreHHoe no utoram
nepecmoTpa O0OXarnoBaHHOrO 3aKMYEeHUs 3JKCrnepTa, MOXeT ObiTb OCMOPEHO AepXaTtenem unu BnagenbLem
pPErncTpaumMoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro npenapara nnbo ynorTHOMOYEHHbIM UMW NULIOM B MOPSAKeE,
yCTaHOBMEHHOM 3akoHogaTenscTBoM Poccuiickon ®enepauun. MNMpu obxanoBaHWM peLlleHUst YNoSTHOMOYEHHOTO
defepanbHOro opraHa MCMOMHUTENbBHOW BMAacTW, 3aKIOUYEHUs 3KCnepTa UM KOMUCCUM 3KCMEPTOB 3KCMEPTHOrO
yypexaeHus, 3akfioyeHWss coBeTa Mo ITUKE AepxaTenb WM Brageney perncTpauuoHHOrO yAOCTOBEPEHUS
nekapcTBEHHOro npenaparta nnMbo ynonHOMOYEHHOE MMM NULO BMpaBe MpeacTaBUTb pe3yrbTaTbl 3KCMEPTU3b
NeKkapCTBEHHOro npenapaTa, MPOTOKOMbl MOJTyYEHHbIX aKKpeOUTOBAHHBIMWU MCMbITaTeNbHbIMKM NlabopaTopusamMm
(ueHTpamun) pe3ynbTaToOB UCCNEAOBAHUN, UCTIBITAHWNA.

Cratbsa 37. VMIHdbopmaums, cBA3aHHas C OCYLLECTBEHWEM rOCyAapCTBEHHOW pernctpaumnm nekapcrBeHHbIX
npenapaToB, MHOPMaLMA O 3aperMcTPUPOBAHHBLIX NEKapCTBEHHbLIX MpenapaTtax WU nekapCTBEHHbIX npenaparax,
NCKIMIOYEHHbIX 13 rOCY4apCTBEHHOIO peecTpa fekapCTBEHHbIX CPpeacTB

1. CooTBETCTBYIOLLMI YNONHOMOYEHHbIA befepanbHbli OpraH WUCMOMHUTENbHOW BRacTu pasmellaeT Ha
cBoeM oduLmansHoOM canTte B ceTn "VIHTepHeT" uHopmaumio, CBA3aHHYIO C OCYLLIECTBIEHUEM rocyapCTBEHHON
perncTpaumy nekapcTBeHHbIX MnpenapaToB, B TOM 4ucCfe NpoBefeHUEeM 3KCMepTU3bl NeKapCTBEHHbIX CPeacTB
(Bkntoyas pesynbTaTbl €e NpoBedeHus), UHPOPMALMIO O 3aperucTpuMpoBaHHbLIX NEeKapCTBEHHLIX Mpenapatax u
neKkapcTBEHHbIX npenapartax, UCKMYEHHbIX U3 rocy4apCTBEHHOro peecTpa nekapcTBeHHbIX CPeacTB, He no3gHee
YeM 4Yepes NATb paboymx OHEN CO OHSA NOJYyYEHUS COOTBETCTBYHOLLMM YNONIHOMOYEHHBIM dheaepanbHbiM OpraHoM
WCNONHUTENBHON BNACTU 3asBEHUS O rOCy4apCTBEHHOW permcTpauumn nekapcTBEHHOro npenapaTa.

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

2. Cpoku 1 nopsgok pasMeLLeHns ykasaHHOM B YacTu 1 HacTosiwen ctaTbM MHOPMaLun ycTaHaBnmBaloTcs
YMOMHOMOYEHHbIM dbefieparnbHbiM OpraHoM UcnonHuTenbHon Bnactu. WHdopmauunsa, ykasaHHas B 4vactn 1
HaCTOALLEN CTaTbM, SIBMSIETCA OTKPbITOM M 06OLEeJOCTYNHON M NPeaoCTaBMsieTCS 3aMHTEPECOBAHHbIM NvUaM B
COOTBETCTBUM C 3aKoHoAaTenscTBoM Poccuickon degepaumu.

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

Mnaea 7. KNMMHWNYECKUE UCCITIEAOBAHUA NEKAPCTBEHHbIX
APENAPATOB AnNA MEAULUUHCKOIo NPMMEHEHUA, 0OTOBOP
OB X NPOBEOEHMN, NPABA NAUMEHTOB, YYACTBYIOLLUX
B 3TUX NCCNEOQOBAHUAX

CtaTtbs 38. KnuHnyeckue nccnegosaHmns NNIeKapCTBEHHbIX npenapaTtoB Anda MmeanumMHCKOro npumMmeHeHmna

1. KnuHnyeckune vccnenoBaHus nekapCTBEHHbIX NpenapaToB Anst MEAULMHCKOrO NMPUMEHEHUS, B TOM YuUcne
MeXAYyHapOAHbIE MHOrOLEHTPOBbLIE, MHOFOLLEHTPOBbLIE, MOCTPErMCTPALMOHHbIE, MPOBOAATCA B OOHOW WK
HECKONbKUX MEOULMHCKNX OpraHM3aumsx B COOTBETCTBMM C MpaBunamu Hagnexawlem KIUHUYECKOW NpaKTUKM,
YTBEPXXAEHHBIMM  YNONTHOMOYEHHBIM  dbejeparnbHbiM  OpPraHOM WCMONMHUTENbHOW BNAcTW, COOTBETCTBEHHO B
crnegywowmx Luensx:

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

1) yctaHoBneHne 6e30MacHOCTU IeKapCTBEHHbIX MpenapaTtoB AN 340pOoBbIX A0OpoBonbLEB u  (Mnn)

NepeHoCMMOCTM KX 300poBbiMM  JOOpOBOMbLAMKM, 3a MWCKIIOYEHWEM TakUX WCCNEAOoBaHWUA NeKapCTBEHHbIX



npenapaToB, NPON3BEAEHHbIX 3a Npeaenamu Poccuiickon ®epepauuu;

2) nogbop onTMManbHbIX [O03MPOBOK JIEKAapCTBEHHOrO MpenapaTta U Kypca JievyeHust ONnd MnauMeHToB C
onpegeneHHblM  3aboneBaHueM, ONTMManbHbIX 003 U CXeM  BaKuMHauuM  UMMYHOBMONOrM4ecknumu
nekapcTBeHHbIMW NpenapaTammn 300pOBbIX A40OPOBOSLLIEB;

3) yctaHoBneHue Ge3onacHOCTU nekapCTBEHHOro npenapata U ero 3dEKTUBHOCTU ANs MaLMEeHTOB C
onpegeneHHeiM 3aboneBaHneMm, npodunakTudeckon 3PGPEKTUBHOCTU UMMYHOBUONOIMYECKUX NEKapCTBEHHbIX
npenapaToB Ans 340p0BbIX JOOPOBOMbLEB;

4) n3yyeHne BO3MOXHOCTM paCLUMPEHUSA NoKasaHUn Ang MeAULMHCKOro MPUMEHEHUS U BbISIBNEHUS paHee
HEN3BECTHbIX NOBOYHbIX 4ENCTBUI 3apErMcCTPMPOBaHHbIX NEKapCTBEHHbIX NPenapaToB.

2. B OTHOWeEHUN BOCMPOU3BEAEHHbIX J1EKAPCTBEHHbIX NpenapatoB Ans MEeAWMLMHCKOro NpUMEHEHUs!
NPOBOAATCA WCCnefoBaHWss OWMO3KBMBANEHTHOCTM M (MM) TepaneBTUYECKOW 9SKBMBANIEHTHOCTM B MOpPSAKe,
YCTaHOBMEHHOM YMOSTHOMOYEHHbIM dhefepanbHbIM OpraHoM UCMOSTHUTENBHON BracTu.

3. OpraHusaumio NpoBeAeHUs KITMHUYECKMX UCCNEeN0OBaHUIM NeKapCTBEHHOIo npenapata Ans MeguumnHCKOro
NPUMEHEHWS BNpaBe OCYLLECTBNATb:

1) pa3paboTumk NekapcTBEHHOro npenapaTa UM ynosiIHOMOYEHHOE UM NNLO;

2) obpasoBaTenbHble OpraHM3aumMmM  BbiCclLero  obpasoBaHus, OpraHusauuv  OOMNOfHWUTENbHOro
npodeccunoHaneHoro obpasoBaHus;

(n. 2 B peq. PegepanpHoro 3akoHa ot 02.07.2013 N 185-d3)

3) Hay4YHo-uccnegoBaTenbCKMe opraHM3aLmm.

4. KnuHnyeckne mccnegoBaHust NeKapCTBEHHOrO npenapara Ansi MeAMLUMHCKOro NMPUMMEHEHUs NpoBOAATCA
Ha OCHOBaHUKM paspelleHnss Ha NpOBedEeHNEe KIMHMYECKOrO WCCNeaoBaHWs JeKapCTBEHHOro Mnpenapara,
BblJAHHOIO  YMOSIHOMOYEHHbIM  befeparnbHbiM  OPraHOM  WCMOSMHUTENbHOW  BRacTU.  YMOJSIHOMOYEHHbIV
denepanbHbIi  OpraH WUCMOMHWUTENBHOW BNAcTM BedeT PpeecTp BblAaHHbIX paspelleHnid Ha MpoBeaeHune
KMMHUYECKUX WCCredoBaHWN feKkapCTBEHHOIO npenapara, COAEpXallMin yka3aHue Ha WX Lenb uUnu uenu, B
YCTaHOBMEHHOM 3TUM OpraHoM NopsifKe.

(B pen. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2015 N 241-93)

5. YTtpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH OT 22.12.2014 N 429-03.

6. K opraHmsaumm npoBeaeHnst KIMHUYECKMX UCCNeaoBaHMI NEKAapCTBEHHOrO npenapara ans MeanumHCKOro
nNpuMeHeHns pas3paboTyMKOM NeKkapCTBEHHOro npenapara MOryT MNpPUBMEKaTbCA topuavdeckne nuua nwobon
OpraHu3auMoHHO-NPaBoBOM (bOpMbl NPY YCNoBUK obecneveHns COOTBETCTBMS 3TUX UccrneaoBaHumn TpeboBaHuaM
HacTodAwero ®PenepanbHOro 3akoHa.

7. KnnHnyeckne nccnegoBaHus nekapCTBEHHbIX NpenapaToB 4115 MEAULMHCKOro NPUMEHEHUA NPOBOAATCS B
MEOMULMHCKUX OpraHm3auunsix, akKkpeguTOBaHHbIX YMNOMHOMOYEHHbIM diedeparibHbiM OpPraHoOM WCMOSTHUTENBHON
BNacTu B nopsake, yctaHosneHHoM lMNpaBuTtensctBom Poccuiickon ®epepauuu.

8. TllepeyeHb MeOWLUMHCKMX OpraHusauui, UMeKLMX NpaBo MNpPOBOAUTb KIMHUYECKUE WCCIe0BaHUS
nekapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO MPUMEHEHUS, U PEECTP BblAaHHbIX pa3peLleHnin Ha NpoBeaeHne
KNMMHUYECKNX UCCNELOBaHMIN NEKapCTBEHHbIX NMpenapaToB ONyOIMKOBLIBAOTCA U pa3MeLLaloTCsl YNOMHOMOYEHHbIM
deaepanbHbIM OpraHoM UCMOSTHUTENBHOW BNAcTW B YCTAHOBINIEHHOM UM MOPSAAKE Ha CBOeEM oduumnansHOM canTe B
cetn "UHtepHeT".

Cratbst 39. PelweHve O NpOBEAEHWM KIUMHWYECKOrO UCCreAoBaHUsl IeKapCTBEHHOro npenapata Ans
MeANLMHCKOro NPUMEHEHUS
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. KnuHu4eckoe vccreqoBaHUe NekapcTBEHHOro npenapaTta Ans MeAVUMHCKOTO NMPUMEHEHUs! MpoBOAWTCS
Ha OCHOBaHUM pa3pelleHusl Ha MpoBedeHWE KIMHUYECKOrO WCCMefoBaHUS JleKapCTBEHHOroO Mpenapara,
BblA@HHOIO YMOMHOMOYEHHbIM hefepanbHbIM OpraHoM MCMOMHUTENBHOW BrNacTu Mo pesynbTaTam 3KCrepTusbl
[JOKYMEHTOB, HeOOXOOMMbIX ANsi MONyYeHUs paspelleHns Ha MNpPOBEAEHWE KIMHWYECKOTO UCCMefoBaHus
nNeKkapcTBEHHOro npenapaTta U 3TUYECKOW SKCNepPTU3bl.

2. ns nonyveHusi paspelleHnst Ha NpoBeAeHMe KIIMHUYECKOro UCCMeAoBaHus fieKapCTBEHHOro npenapaTa
ANl MEOMUMHCKOrO TMNpPUMEHEHWUs 3asiBUTeNlb NpeACTaBnsieT B YNOMHOMOYEHHbIN dhedepanbHblii  opraH
UCMONMHWUTENBHOWM BaCTU:

1) 3asiBNeHne O BbiJave paspeLleHUsi Ha MNpPOBEedeHWEe KIIMHUYECKOTO WCCIeOoBaHUs JeKapCTBEHHOro
npenapara Ans MeAMLUHCKOrO NPYMEHEHUS;

2) KOMUM OOKYMEHTOB, MOATBEPXKAAIOLIMX YNnaTy rocyaapCTBEHHOM MOLUSMHBI 3@ NPOBeAEeHNe 3TUYeCKoW
3KCNEePTU3bl, SKCNIEPTU3bI JOKYMEHTOB Ha NEKapCTBEHHbIV Npenapart Ans nony4YeHus pa3pelleHus Ha npoBedeHve
KNMMHUYECKOTO MCCrefoBaHUs NEeKapCTBEHHOrO npenapaTta A MEeOULUUHCKOrO MPUMEHEHWs, 3a Bblgady
paspelleHnsl Ha NpoBefdeHVEe KIMUHUYECKOrO WCCredOoBaHUs IeKapCTBEHHOro npenapaTta Ans MEAULIMHCKOro
NPYMEHEHVs!, 3a NPOBEAEHUE SKCNepTU3bl JOKYMEHTOB Ha NEeKapCTBEHHEI NpenapaT Ans NonyyYeHus: pas3peLleHus
Ha MNpoBefeHWE MeXAYyHapOOHOr0 MHOFOLEHTPOBOrO KMUHUYECKOrO WCCMEeAOoBaHWUS NeKapCTBEHHOro npenapara



ONs MeAVLMHCKOro MpMMEHEHMsl, 3a Bbldady paspelleHns Ha npoBedeHne MeXOyHapoZHOro MHOrOLEHTPOBOTO
KMMHUYECKOrO MCCMefoBaHMS NEeKapCTBEHHOro npenapaTta Ans MeAMLUMHCKOro MpUMMEHEHWsl, 3a npoBedeHve
3TMYECKOWN 3KCMEPTMU3bl, IKCMEPTMU3bl JOKYMEHTOB Ha NMEKapCTBEHHbIV MpenapaT 4SS NofyYyeHust pa3peLleHns Ha
npoBeAeHne  MOCTPErmcTpauMoHHOMO  KIIMHWYECKOro  MUCCMedoBaHMs  NEeKapCTBEHHOro  npenapata  Ansd
MEeOMUMHCKOrO MNPUMEHEHWs, 3a Bblgadvy paspelleHns Ha MpoBeAeHWe MNOCTPErncTPaLMoOHHOIO KITMHNYECKOro
nccneaoBaHUs NekapcTBEHHOro npenapaTta Ang MeauuUMHCKOro NpUMEHEHUs, Unu no cOBCTBEHHOW MHULMAaTUBE
yKasaHHble [OKYMeHTbl. B cnyvyae HenpeacTtaBneHus 3asiBUTENEM YKasdaHHbIX [OKYMEHTOB YMNONHOMOYEHHbIN
denepanbHbii  OpraH MCMOMHUTENbHOW BMacTy npoBepsieT akT ynnatbl roCygapCTBEHHOM MOLWMUHBI C
nucnonb3oBaHnem wuHgopmauum ob ynnate rocyaapCTBEHHOW MOWMWHBI, copepxallenca B [OCygapCTBEHHOM
NMH(OPMALIMOHHOW CUCTEME O TOCYAApPCTBEHHbIX M MyHMUUNAnbHbIX MraTexax, Ha OCHOBaHMW MpeaCcTaBeHHbIX
3asBMTENEM KOMUIA OOKYMEHTOB;

3) NPOTOKOM KITMHMYECKOIO 1CCre40BaHNs TEKapCTBEHHOrO npenapara s MeanLUMHCKOro NpMMEHEHMS;

4) 6poLutopy nccrnegoBaTens;

5) NHOPMAaLIMOHHBIV NNCTOK NaLMeHTa;

6) cBegeHnst 06 onbiTe paboTbl MccrnegoBaTenen MO COOTBETCTBYHLUMM CreuManbHOCTAM U UX OMbiTe
paboTkbl N0 NPOBEAEHUIO KIMHUYECKUX UCCNeaoBaHuNg;

7) cBeOeHUs O MEOMUMHCKMX OpraHusaumsix, B KOTOpbIX npeanonaraeTcsi NpoBefeHUe KIMHMYECKOro
nccrnegoBaHWst  NEKapCTBEHHOro npenapara  Ans  MeAMUMHCKOro NpuMeHeHwWs (MofHoe UK COKpaleHHoe
HavMeHOBaHusi, OpraHn3aunoHHo-NpasoBas opma, MECTO HAXOXOEHUS U MECTO OCYLLECTBIEHNS AeaTenbHOCTY,
TenedoH, Tenedakc, agpec 3NEKTPOHHON NOYThI KAXKA0M MEANLIMHCKON OpraHu3auun);

8) cBegeHus O npegnonaraeMbiX CpPoOKax MPOBEAEHUS KIMHWYECKOrO WCCNedoBaHUsA NeKapCTBEHHOMO
npenapaTa aAnst MeguMUUHCKOro NpUMEHEHUS;

9) konuo gorosopa 0bsi3aTeNbHOro CTPaxoBaHWs, 3aKMYEHHOrO B COOTBETCTBUU C TUMOBLIMW NpaBuiiamMm
065A3aTenbHOro CTpaxoBaHus, C yka3aHMem NpeferibHON YMCMEHHOCTU NauMEHTOB, Y4acTBYIOLWMX B KITMHUYECKOM
nccrnegoBaHUM NeKapCTBEHHOMO Npenapara Ans MeauUMHCKOro NPUMEHEHNS;

10) MHdopMauuio O coCcTaBe NeKapCTBEHHOTO Npenapara 4518 MeQULMHCKOrO NPUMEHEHUS;

11) [OOKYMEHT, COCTaBfEHHbI NPOM3BOAMTENEM NeKapCTBEHHOro npenapata Ansg  MeAMUUHCKOro
NMPUMEHEHWs 1 CoaepXKallMi nokasaTenum (XxapakTepucTukn), a Takke CBEAEeHNs O NekapCTBEHHOM npenapaTe Ans
MEeLMLMHCKOro NPUMEHEHMS, MPOM3BEAEHHOM A11S NPOBEAEHMS KITMHUYECKUX UCCNefoBaHWN;

12) konNWMO MNUUEH3MM Ha nNPOM3BOACTBO NEKAPCTBEHHbIX CPEACTB B Cnyvae, €ecnv Npov3BOACTBO
nekapCTBEHHOro npenapaTta ocyliectensieTca B Poccuiickon degepaumm, v KONuUio 3aknioyeHns 0 COOTBETCTBUN
npov3BoaUTENS NEKapCTBEHHOro npenapara TpeboBaHUAM npaBun Hagnexailen NpPou3BOLCTBEHHOW MPAaKTUKW,
BblJAHHOIO KOMMNETEHTHbLIM YNONHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOANTENS NIEKAPCTBEHHOIO NpenapaTa.

3. B cpok, He npeBbllWaOWMIA NATU paboyumx OHEeW CO OHS MPUHATUA yKasaHHOro B NyHKTe 1 yactm 2
HacTosILLEN CcTaTbM 3asBNEeHWss W HeobXoOMMbIX [OKYMEHTOB, YMOMIHOMOYEHHbIA dedepanbHbii  OpraH
NCMNONHUTENbHOW BNAacTu:

1) NpoBOOMT NPOBEPKY MOMHOTbI WM [OCTOBEPHOCTM CBELAEHWUW, COAEpXaluxcs B NPeAcTaBfIEHHbIX
3asABUTENEM OOKYMEHTAX;

2) npuHUMaeT pelleHMe O MNPOBEAEHWMM JKCNepTusbl [OKYMEHTOB AMs MOMNydeHus paspelleHnst Ha
npoBefeHNe KIUHUYECKOTO WCCreaoBaHUsA IeKapCTBEHHOro npenapata Ans MeAUUMHCKOTO MNPUMEHEHUST U
3TMYECKON 9KCNepTu3bl nnu 06 oTkade B NPOBEAEHUN YKa3aHHbIX 9KCNepTUs;

3) yBeooOMMSIET B 3NEKTPOHHOM hopMe nnn Ha BymMaykHOM HocuTene 3asBUTENs O NPUHATOM peLleHun nmbo
B Cryyae MpUHATUSA pelleHnss ob oTkase Takke C ykazaHMeM MpUYMH Takoro oTkasa;

4) noaroTaBnvMBaEeT M HaMNpaBnsieT B 3KCMEPTHOE YYPEXAEHUE U COBET MO 3TMKE 3adaHue Ha NpoBedeHue
COOTBETCTBYHLLMX 3KCNEPTUS.

4. B cnyy4ae BbISIBNIEHUS HEMOMHOTbLI W (MNM) HELOCTOBEPHOCTM MHOpMauun, coaepxallenca B
NPencTaBneHHbIX 3asBUTENEM [OKYMEHTax, YNONIHOMOYEHHbIV defepanbHbiil opraH WCNOMHUTENBHON BRAacTy
HanpaensieT 3asaBUTENIO 3anpoc 06 YTOYHEHUWU yKazaHHOW MHGOpMauMuK. [aHHbIN 3anpoc MOXET ObiTb nepenaH
YNONTHOMOYEHHOMY MPEACTaBUTENIO 3asBUTENS NMYHO MO PacnvCKy, HanpaefieH Mo Mo4YTe 3akasHbIM MUCbMOM
Unu nepegaH B 3NEKTPOHHOW opMe Mo TeNnekOMMYHUKaLUMOHHbIM KaHanam cBa3n. B cryyae HanpasneHus
AaHHOro 3anpoca Mo MoyTe 3akasHbIM MUCbMOM OH CYMTAETCH MOMyYEeHHbIM MO UCTEYEHUW LIEeCTU AHen C Aathbl
HanpaBneHns 3aka3Horo nucbma. 3asBuTenb 00sA3aH npeacTaBUTb OTBET Ha 3anpoc  YNOfHOMOYEHHOro
denepanbHOro opraHa UCNONHUTENbHONM BNAacT B CPOK, HE NpPEBbIAaoWnN AeBsHOCTa paboyunx gHen co AHS ero
nonyyeHusi. Cpok, ykasaHHbIi B 4YacTm 3 HacTosiwew cTaTbW, MNPUOCTAHaBNMBAETCH CO [AHHA HarnpaBrneHus
3as8BUTENO 3anpoca YnosIHOMOYEHHOro dedepanbHOro opraHa MCMOMHUTENbHOW BriacTv A0 OHS MOMyYeHUs UM
COOTBETCTBYHLLErO OTBETA U HE YYUTBLIBAETCS NPU UCHUCTIEHNM CPOKa NPUHATUS YNONIHOMOYEHHBIM befeparnbHbIM
OpraHoM WCMOJSIHUTENbHOM BNACTU PELUEHUS O NPOBEAEHUN IKCNEPTU3bl AOKYMEHTOB A1 NOMyYeHUs: pa3peLleHmns
Ha npoBefeHMe KIMHUYECKOrO UCCefoBaHUS NIekapCTBEHHOMO nNpenapaTta Anst MeguUMHCKOro NPUMEHEHUS.

5. OcHOBaHMEM [Ansi OTKasa B MNPOBEAEHMM 3KCNEPTM3bl OOKYMEHTOB ANsl MOMyYEHUs paspelleHust Ha
npoBefeHne KNUHNYECKOro WUCCrneaoBaHUSA INeKapCTBEHHOro npenapaTta Ans MeAUUMHCKOro MNpUMEHEHUs U1



3TMYECKON 3KCMEPTU3bI ABNSETCS NpeAcTaBneHne JOKYMEHTOB, NMPeAYyCMOTPEHHbIX YacTblo 2 HacTosLWen cTaTbu, B
HenonHoMm obbeMe, HenpeacTaBrneHMe 3asiBUTENEM B YCTAHOBIEHHbIN CPOK OTBETa Ha YyKa3aHHbI B 4actu 4
HacTOosLLEN cTaTby 3anpoc yNOMHOMOYEHHOro dheepanbHOro opraHa UCNONHUTENBHOW BriacTu Nnbo OoTCyTCTBUE B
npeacTaBrneHHbIX [OKYMEHTaxX WCYEepnbIBalOLWEro nepeyHs Heobxoammowm uHdopmMauun unu  mnHdopmMaumu,
KOTOpas OofkHa ObiTb OTpaxeHa B HUX, a TakkKe OTCYTCTBUE MHGOpMauuu, NOATBepXxaawouwen dakt ynnaTtbl
rocy4apCTBEHHOWN MOLLUSMHbLI 3a NPOBeAEHNEe 3TUHECKON 3KCMEepPTU3bl, IKCNEepTU3bl JOKYMEHTOB Ha NEKapCTBEHHbIN
npenapaT Ansa NonyYeHns paspeLlleHns Ha NpoBeAeHNe KIMHNYECKOro UCCnefoBaHns nekapcTBEHHOMo npenapaTta
AN MeOMUMHCKOTO MPUMMEHEHWs, 3a Bbldady paspelleHus Ha npoBedeHue KIMHWYECKOro uUccrneaoBaHus
nekapCcTBEHHOro npenapata Ans MeAMUUHCKOrO MPUMEHEHUs, 3a MNpoBedeHMe OSKCNepTu3bl AOKYMEHTOB Ha
neKkapcTBeHHbIW npenapat Ans MOofyvYeHus paspelleHus Ha npoBefeHue MeXAyHapoAHOro MHOrOLEHTPOBOro
KNMUHUYECKOrO UCCredoBaHNSA feKkapcTBEHHOro npenapata Ansg MeauUMHCKOro NpUMEHeHWs, 3a Bblgavy
paspelleHnss Ha nNpoBefeHne MexayHapOAHOro MHOrOLEHTPOBOroO KIMHUYECKOro UCCrnefoBaHNs nekapcTBEHHOro
npenapaTa Ansg MeauUMHCKOro NpUMMeEHeHUs, 3a NpoBeeHne 3TUYECKON 3KCNEPTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha
neKkapcTBeHHbIM npenapart Ans NofyYyeHns paspelleHns Ha nposefeHue NOCTPErncTpaumMoHHOro KIMHUYECKOro
nccneaoBaHUA rekapCTBEHHOro npenapata Ansg MeAWUMHCKOro NpUMEHeHWsl, 3a Bblgady paspelleHns Ha
npoBedeHne  MOCTPEermcTpauMoHHOrO  KIIMHWYECKOro  MCCNedoBaHMsA  MeKapCTBEHHOro  npenapata  Ans
MEeLMLMHCKOro NPUMEHEHMS.

6. lNpoBeaeHune aKkcnepTM3bl AOKYMEHTOB AMs MOMyYeHWs paspelleHns Ha npoBedeHue KIMHUYECKOro
nccrnegoBaHWs NeKapCTBEHHOro npenapata  Ans  MeguUMHCKOTO MNPUMEHEHWS U STUYECKOW  3KCnepTu3bl,
COCTaBMeHNe KOMMUCCMEN IKCMEpPTOB M COBETOM MO 3TUKE 3aKMYEeHUN O BO3MOXHOCTU UMM HEBO3MOXHOCTMU
NPOBEAEHUS TaKoro KMMHWYECKOro WCCregoBaHWs WM HamnpaBfeHue 3TUX 3akMioyYeHMn B YMOFHOMOYEHHbIN
deepanbHbIi OpraH UCMOMHUTENBHOW BNACTU OCYLLECTBIAKTCS B CPOK, HE MpeBbilLaWMiA Tpuguatn padoumx
OHen CcOo [HA NONnyyYeHUs IKCNepTHbIM yypexXaeHuemM 3afaHus  YNonHOMOYeHHoro defepansHoro opraHa
NCMOMHNTENBHOWN BRACcTU C NPUNOXEHNEM OOKYMEHTOB, YKa3aHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2 HacTosLlen
cTaTbW, W COBETOM MO 3TUKE 3aJaHus YMNONMHOMOYEHHOro deaepanbHOro opraHa WCNOMHUTENbHOW BRactu ¢
NpUNoXeHneM JOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 yactu 2 HacTosLLen cTaTbu.

7. B cpok, He npeBbilaWmi AT pabounx gHeW Co AHA NONYYEHUS 3aKIIOYEeHWUN, yKasaHHbIX B YacTu 6
HacCTOsILLEN CTaTbW, YNONTHOMOYEHHbIN heaepanbHbIi OpraH UCMONHUTENLHON BNAacTu:

1) ocywecTBnseT OUEHKY MOCTYMMBLUMX 3aKkMioYeHWn AN OnpederieHns Mx COOTBETCTBUSA 3afjaHusiM Ha
npoBeAeHne COOTBETCTBYIOLLMX SKCNEPTU3;

2) npvHUMaeT pelleHMe O Bblgade paspelleHuss Ha MpoBedeHWe  KINMHMYECKOro  UccregoBaHust
nekapCcTBEHHOro npenapata Ans MeguuUMHCKOro NpUMeHeHus unm ob oTkase B BblAaye yka3aHHOro paspeLueHus;

3) BblgaeT paspelleHne Ha npoBedeHMe KIMMHUYECKOro WCCrefoBaHus NekapCTBEHHOro npenaparta ansg
MEeOMULIMHCKOrO MPUMEHEHNST UNnN pelleHne o6 OTKase B Bblgave YKasaHHOro pas3pelleHust C ykasaHuem MpuudvH
oTKasa.

8. OcHoBaHMeM [Ana oOTKasa B Bblgade paspelleHns Ha MpoBedeHWe KIMHWYECKOro uccrnegoBaHus
nekapcTBEHHOro npenapata Ans MeaMUMHCKOrO MpUMEHEHUs SBMSEeTCS Hanuyue 3akmnioyeHus KOMUCCUU
3KCMEepPTOB UMW 3aKkNioYeHUs coBeTa Mo 3TUKE O HEBO3MOXHOCTUM MNPOBEAEHUS KIMHUYECKOro uccnegoBaHus
nekapCTBEHHOro npenapaTta Ansg MeAWLMHCKOro MpUMMEHEeHMs Mo pesynbTaTaMm MpOBEAEHHbIX 3JKCMNepTus,
NpeayCcMOTPEHHbIX YacTbio 6 HACTOosLLEN cTaTby.

9. PewweHune 06 oTkase B npoBeaeHWM IKCNepTU3bl JOKYMEHTOB AMs NOMyYeHns paspelleHnss Ha NpoBeaeHne
KMMHUYECKOrO MCCreaoBaHus NeKapCTBEHHOro npenapata Ans MeguumMHCKOTO MPUMEHEHUS W 3TUYECKOM
3KCNepTu3bl U B Bblgayve paspelleHns Ha npoBedeHne KMMHUYECKOro MCCnedoBaHus nekapcTBEHHOro npenapaTta
ONs MeOMLMHCKOrO NMPUMEHEHUsT MOXeT ObiTb 0OXanoBaHO B MOpsiAKe, YCTaHOBMEHHOM 3aKOHOAATENbCTBOM
Poccuinckon ®egepaumn.

Ctatbs 39.1. 3Tnyeckas akcnepTuaa
(BBegeHa degepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

1. OTnyeckass aKcrnepTu3a MPOBOAUTCA COBETOM MO STUKE, CO3daHHbIM B MOpsOKe, YCTaHOBIIEHHOM
YNONHOMOYEHHbIM (pefieparnbHbIM OpraHOM UCMOMHUTENbHONM BNacTu, B LENAX BblAayn 3aknoveHns 06 aTUYeckoi
060CHOBaAHHOCTN BO3MOXHOCTM MPOBEAEHUS] KMUHWUYECKOro MWCCredoBaHus NekapCTBEHHOro npenaparta Ans
MEAULIMHCKOrO NPUMEHEHUS.

2. 3kcnepTamu coBeTa MO 3TMKE MOryT ObiTb MPEACTaBMTENWM MeOULUMHCKMX OpraHusauui, Hay4HbIX
opraHusauuii, obpasoBaTernbHbIX OpraHusauuii Bbicllero obpasoBaHns, a Takke npeacTtaBuUTeny obLECTBEHHbIX
opraHusauui, penurMosHbIX opraHusauuini U cpeacTB MaccoBOM MHGOpMauuv. [aHHble 3KCNepTbl He OOIKHb
HaXOAMTbCSA B KaKOW-NMMOO 3aBUCMMOCTM OT pa3paboTyYMKOB IeKapCTBEHHbIX npenapaToB W ApyrMx nu,
3aMHTEepPEeCcoBaHHbIX B pe3ynbTaTax 3TUYECKON IKCNepTuU3bl.

3. OnnaTa ycnyr aKCnepToB coBeTa MO 3TWMKe OCYLLECTBMSeTCS Ha OCHOBaHUWM [AOroBopa, 3aKM4YeHHOro
MEXAY YNONMHOMOYEHHbIM chedepanbHbIM OpraHoM UCMONHUTENbHOW BNacTU, KOTOPbIM CO34aH COBET MO 3TUKe, U



9KCMepToOM coBeTa MO 3TMKe, 3a c4yeT OMKEeTHbIX aCCUrHOBaHWW, MNPegyCMOTPEHHbBIX YMNONHOMOYEHHOMY
denepanbHOMy OpraHy MCMOMHUTENBHOW BNAcTK, KOTOPbIM CO34aH COBET Mo 3Tuke, B dheaepanbHom OlompkeTe Ha
COOTBETCTBYyWOLWMIA rog Ha obecrnevyeHne ero OesdATenbHOCTM, B pa3Mepax, yCTaHOBMEHHbIX [lpaBuTenscTBOM
Poccuiickon ®epepauuun.

4. BKkcnepThbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATEeNnbCTBOM Poccuickom
degepauymm.

5. CocTtaB coBeTa no 39TUKe, MOnoxeHue 00 3TOM COBeTe, NOPSAOK €ro AeATenbHOCTW, TpeboBaHus K
KBanudpukaumm n onbiTy paboTbl MO 3KCNEPTHOM OLEHKE Hay4yHbIX, MEOULUHCKMX W 3TUYECKUX acCrneKToB
KNUHUYECKUX UCCIEeQOBaHUA NeKapCTBEHHbIX NpenapatoB AN MEeAMLUMHCKOro NPUMEHeHus, npeabsBnaemMble K
aKcnepTaMm coBeTa MO 3TWKe, NMOPSLOK OpraHM3auuM M NPOBEAEHUSA 3TUYECKOW 3KCMEpTM3bl, hopma 3akmoyeHus
coBeTa Mo 3TWKe YCTaHaBMUBAOTCH YNOMHOMOYEHHbIM dhefepanbHbiM OpraHoOM MCMOMHUTENBHONW BRactu. Yucno
npeacraBuTenen MeauUMHCKUX OpraHu3auuMi He MOXET NpeBblwaTtb MOfIoBUHY OT obLiero 4vcrna 3KcnepToB
coBeTa Mo 3TUKe.

6. Mludopmauusa o coctaBe coBeTa Mo 3TUKE, NfaHax ero paboTbl 1 TeKyLen AeaTenbHOCTU pa3MeLlaeTcs
Ha odhmumanbHOM cairTe YNOofIHOMOYEHHOro hedeparnbHOro opraHa MCNONHUTENbHOW BNacTu B ceTn "MIHTepHeT" B
YCTaHOBMEHHOM MM MOpPsiAKe.

Cratba 40. lNpoBegeHne KIMHUYECKOro WCCRedOBaHUSA NEeKapCTBEHHOro npenapaTta Ansg MeOuLMHCKOro
NpUMEHEHMS

1. PykoBoauTenb MeOMUMHCKOW OpraHusauuun, KoTopas MpoBOAMT  KNMHWYECKOE UccrnefoBaHue
nekapcTBEHHOro npenaparta Ans MeauUMHCKOro NpUMEHEHUs, HasHavyaeT uccrnegosaTtens, OTBETCTBEHHOro 3a
NpoOBEAEHNE TaKoro MCCNeAoBaHUs U umetowero neyvyebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO NPOBOAUMOMY
KMMHUYECKOMY MCCINEeAOBaHNIO NIEKAPCTBEHHOro npenaparta, Cco cTaxem paboTbl MO MporpaMmamM KIMHUYECKNX
nccneaoBaHUM nekapcTBEHHbIX MpenapaTtoB He MeHee YeM TpuM roga W MNo ero nNpeanoXeHuo HasHavaet
couccregosartenein U3 Ynucna spavyen 3Ton MeaMLUMHCKON opraHnsaLumu.

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

2. Nceneposartenb ocywectBnsAeT BbIOOp MauMeHTOB, KOTOPbIE MO MEAULUMHCKMM MOKa3aHUAM MOryT ObITb
npuBreYeHbl K Yy4acTUO B KIIMHUYECKOM WCCMEeAOBaHUM NEKapCTBEHHOro npenapata Ansg MeOULUHCKOro
NpPUMEHEHNS.

3. Wccneposatenb u couccriegoBaTtenu OOIMKHbI ObiTb O3HAKOMIMEHbI C pe3ynbTaTtaMy OOKMMHUYECKOro
nccnenoBaHUs NeKapcTBEHHOrO CPeACTBa, coaepxalmmuca B Opollutope uccnegosartensi, NPOEKTOM NPOTOKona
KMMHUYECKOrO UCCRefoBaHUsA NeKapCTBEHHOIO npenaparta Afis MeOWUMHCKOro MNpUMEHEHUs, pa3paboTaHHbIM
pa3paboTynMkoM NeKapCTBEHHOro npenaparta WM UHbIM IOPUAMYECKUM NULIOM, MPUBIIEKAEMBIM K OpraHm3aumm
npoBefeHUsa KIMHUYECKOro UccrneaoBaHUs fnekapCcTBEHHOro npenaparta Ans MeaMUMHCKOrO MpUMEHEeHUs, U
Apyrumun Matepuanamm Takoro uccrneoBaHus.

3.1. PykoBogutenb MeAMLMHCKOW OpraHu3auun B CpPOK, He MNpeBbllaloWwunin Tpex paboynx OHen co OHs
Hayana npoBefeHUs KITMHUYECKOro UccrneaoBaHus nekapcTBEHHOro npenapaTa ans MeauuMHCKOro npuMeHeHus,
coobLiaeT 06 3TOM B YNOMHOMOYEHHbIN hegepanbHbI OpraH UCMOMHUTENBHOW BNacTW, BblAaBLUWA pa3peLueHue
Ha NpoBeJeHne Takoro nccrefoBaHuns, No YCTaHOBIIEHHOW UM dopme.

(vacTb 3.1 BBegeHa dPepepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

4. OpraHusauuu, OCYLLEeCTBASKOLWME  OpraHMsaumio  MpPOBEAEHUS  KIMMHMYECKOrO  UCCredoBaHUs
NeKapCcTBEHHOro npenapaTta Ansg MeAMLUMHCKOro NMPUMEHEHUSA U yKasaHHble B 4Yactu 3 ctatby 38 HacTosLwero
depnepanbHOro 3akoHa, B criy4ae HeoOXO4MMOCTU BHECEHWNS] UBMEHEHMI B MPOTOKOS KIMHWYECKOTO NCCeaoBaHNS
NeKkapCTBEHHOro npenapata And  MeAWUUHCKOro MNpuMeHeHust coobuiaioT 06 3TOM B YNOMHOMOYEHHbIN
deneparnbHbi OpraH UCMONHUTENBbHOW BriacTu, BblAABLUMW pa3pelleHve Ha NpoBefeHue Takoro uccrneaoBaHus,
Nno yCTaHOBMEHHON UM dhopme.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. ®opma cooOLlEHNA O BHECEHUN U3MEHEHUI B MPOTOKON KITMHUYECKOrO UCCNeAOBaHUsSI NIEKapCTBEHHOIO
npenapaTta 4ns MeguLMHCKOro NMPMMEHEHUS JOIDKHA COAepXaTb CriefyoLlme CBeAeHUs:

1) HaumeHoBaHWe, OEeHTUMMKALMOHHbBIN HOMEpP U AaTa NPOTOKONa KNMHUYECKOrO MCCNefoBaHus;

2) nata BHECEHUS N3MEHEHWI B MPOTOKOS KITMHUYECKOrO NCCIEeA0BaHUS;

3) HaMMEHOBaHNE N MECTO HaXOXAEHUS 3asiBUTENS;

4) HanmeHoBaHWE opraHu3auun, NPMBIIEYEHHON pa3paboTUMKOM NEKAPCTBEHHOIO Npenapara k opraHnsaumm
NpoBeaeHUS KIMMHMYECKOrO McCrnenoBaHus (Mpy Hanmumm);

5) HaumeHoOBaHMA U MecTa HaxXOXAeHUS MeAULMHCKUX OpraHvM3auun, B KOTOPbIX MPOBOAMUTCS KMMHUYECKOe
nuccnenoBaHue;

6) oaTa Bblgayu paspeLleHuns Ha NpoBeAeHNe KIMHUYECKOro uccnegoBaHms U HOMep 3TOro paspeLleHus;

7) U3MEHEHUS, BHOCUMbIE B NMPOTOKON KMNMHUYECKOro NCCNeA0BaHNS.

(4acTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)



5. B cpok, He MpeBblarLWmi Tpuauatn paboymx gHeM co AHA NOJTyYeHNs yKa3aHHOro B YacTu 4 HacTosILLEeN
cTaTbl COOOLLEHMS, YMOMHOMOYEHHbIN deaepanbHbIl OpraH MCMOMHUTENBHOW BriacTU paccMaTtpuBaeT 37O
coobLleHne B YCTAHOBMIEHHOM WM MOPSAKE W MPUHMMAaET peleHNne O BHECEHUW W3MEHEHWIA B MPOTOKON
KNMHMYECKOro MCCneaoBaHWs NeKapCTBEHHOro npenaparta Ans MeauuUMHCKOro npuMeHeHust unu ob oTkase BO
BHECEHMMN TaKUX U3MeHeHn. [Npun paccMmoTpeHnn coobLueHns o HeoOXo0AMMOCTM BHECEHUS N3MEHEHWUI B NPOTOKOI
KNMHUYECKOrO MCCreaoBaHUsl NeKapCTBEHHOro npenapata And MeaMUMHCKOrO MNpUMEHEHUs B LIENsiX OLEHKM
0DOOCHOBaHHOCTN MpeanaraeMbiX WU3MEHEHWUM U onpeferneHns CTeneHu pucka Ans NauueHToB, NPUHUMAIOLLMX
yyacTve B KIUHUYECKMX UCCNeaoBaHMsAX, YNONHOMOYEHHbIM deaepanbHbiM OpraHoOM MCMOMHUTENbHOW BnacTu
MOryT NpMBMEKaTbCA 3KCNepPTbl COBETA MO 3TUKE.

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

6. KnuHuyeckoe nccnegoBaHve nekapCTBEHHOMO npenapata Ans MeQULMHCKOTO NMpUMEHeHMs MoXeT ObiTb
NMPMOCTaHOBMIEHO WIM MPEKPaLLeHo, ecrnv B Mnpouecce ero npoBedeHuss obHapyxeHa OnacHOCTb AMIS KU3HW,
340pOBbs NaumeHToB. B criyyae BO3HMKHOBEHUSA OMACHOCTU ANS XWU3HW, 300POBbSA MauUMeEHTa, y4acTBYOLLEro B
KNMMHUYECKOM WCCNeAoBaHUM feKkapCcTBEHHOro npenapaTta Ang MeauuuHCKOro npuMeHeHus, uccrnegosaTtenu
0653aHbl NPONHPOPMNPOBAaTL 00 3TOM PYKOBOAMTENS MEAMLMHCKON OpraHvM3aumnyM U opraHn3aumio, nofyymBLLyiO
paspeLleHne ynonHOMOYEeHHOro defeparnbHOro opraHa MCMOMHUTENBbHON BNAacTU Ha OpraHusaumio nNpoBeaeHust
KNMMHUYECKOTO WCCNEeAOBaHUSA NeKapCTBEHHOro npenaparta. PelweHne O NpUMOCTaHOBNEHUN KIMHUYECKOrO
UccnenoBaHUsa nekapCTBEHHOro npenapata Ang  MeAMUMHCKOrO MNPUMEHEHUs MNPUMHMMAalT  pPYKOBOOMTEIb
MeOMUMHCKOW OpraHm3aumm n (unm) opraHmsauus, nonyvvslUas paspelleHne ynorTHOMOYEHHOro denepanbHoro
opraHa MCMNOMHUTENbHOW BfacTM Ha OpraHu3auuto NpoBeAEHUst KIMHUYECKOro WCCreoBaHus NeKapCTBEHHOMO
npenapaTta Ansg MeOUUMHCKOrO NPUMEHEHWs, peLleHue O NpeKpaleHUn Takoro uccnenoBaHust npuHUMaeT
YMNONTHOMOYEHHbIV dheeparnbHbIi OpraH WCMONMHUTENbHOMW BRacTM Ha OCHOBAHWMU COOOLLEHMS B MUCbMEHHOWN
dopme  pykoBoauTeENs  MEeOWUMHCKOW  opraHvsauuMuM  Wnu  opraHmsaums, nonydmBllas  paspelleHue
YMONMHOMOYEHHOro heepanbHOro opraHa UCMOMHUTENBHOW BNACTU Ha OpraHusaumio nNpoBefeHUs KIMHUYECKOro
nccnegoBaHUsa nNekapcTBEHHOro npenaparta aAng MeguuUHCKOro NpUMeHeHns.

7. B cpok, He npeBblwawWwuin nsatn paboynx AOHEN CO [HS 3aBepLUEHUS, MNPUOCTAHOBIIEHMS WK
NpeKkpaLwleHnst KNMHUYECKOTO MWCCneaoBaHMs JeKapCTBEHHOro npenaparta Ans MEeOULUHCKOrO NpUMEHEHNs,
coobueHne o6 3TOM HanpaBnseTCcs opraHu3auusMu, ykasaHHbiMM B 4Yactu 3 crtatbM 38 HacTosLllero
PegepanbHOro 3akoHa, B YNONTHOMOYEHHbIN begepanbHbi OpraH MCNONMHUTENBHON BNACTM NO YCTAHOBIIEHHON UM
dopme.

8. ®opma coobLeHNsa 0 3aBepLUEHUN, NMPUOCTAHOBMEHUM UM NPEKPALLEHNN KITMHUYECKOrO MCCIeaoBaHus
NeKapCTBEHHOro npenapara Anst MEAULMHCKOro NPUMEHEHNs1 A0MMKHa coaepXaThb:

1) nHdopmaumio 0 MeaNUMHCKOW opraHuM3auun Unn MeauumMHCKUX OpraHusaumsx, NPoBOAMBLUMX AaHHOE
nuccnegoBaHue;

2) onucaHue JaHHOoro nccnefoBaHus;

3) p[aHHble wccnepoBaTens (dpamunus, UMS, OTYECTBO, MecTo paboTbl, 3aHMMaemas [OOMKHOCTb,
cneumanbHOCTb, CTaX paboTbl NO MporpaMMamM KIMHUYECKUX WCCNefoBaHWA fiekapCTBEHHbIX MNpenaparos,
nepeyeHb KNMHUYECKUX UccneaoBaHUn nekapcTBeHHbIX NpenapaTtos, B KOTOPbIX OH NpUHUMan ydacTtue (nepuoasbl
y4yacTus) B Ka4ecTBe UccrnegoBaTens unu couccnenoBsarens);

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4) pesynbTaT [AaHHOIO MWCCrenoBaHWs (3aBepLUEHWEe, NPUOCTAHOBMEHME WM MNpPEKpalleHne LaHHOro
UCCNeaoBaHUsa C yKasaHMEM MX MPUYMH U BIUSHUS HA OLIEHKY €ero pes3ynbTaToB, OOLLyl0 OLEHKY pucka u
OXMOAeMoW Mnonb3bl OT MPUMEHEHUS WCCMEAyeMOro feKkapCTBEHHOro MpenapaTa, a Tawkke npeanornaraemble
JanbHenwne OencTeums).

8.1. MNpu BbiSBreHUN denepanbHbIM OPraHOM UCMNONHUTENBHOW BMAACTW, OCYLLECTBASIOWNM YHKUUU MO
KOHTPOIO M Haa3opy B cdepe 30paBOOXPaHEHUS, HAPYLLIEHUI NpaBun Haanexallen KNUHUYECKON NPakTUKu npu
npoBefeHUN KINMHUYECKOrOo WCCRedoBaHUSa fekapCTBEHHOro npenaparta, BAUSIOWMX Ha MOMHOTY U (1nu)
JOCTOBEPHOCTb JaHHOMO KIMHUYECKOro MccneoBaHus, ykasaHHbli peaepanbHbli opraH UCNONMHUTENBHON BriacTu
npuocTaHaBnuBaeT NpoBeaeHne OaHHOro KNUHUYECKOro UCCreAoBaHUsa U BbIHOCUT MeAMLIMHCKOW opraHu3auuu, B
KOTOPOM MNPOBOAMTCS [AaHHOE KIIMHUYECKOE MWccnenoBaHue, npegnucaHne o6  yCcTpaHeHUM BbISIBNEHHbIX
HapyweHui. NMpu HeycTpaHeHUn MeOUUMHCKON OpraHmsauuen BbISBMEHHbIX HapyLleHWW B YCTAHOBIIEHHbLIA B
npeanMcaHumM CpPOK  yKasaHHbIM  pefeparnbHbld  OpraH  WCMNOMHUTENbHOW BRacTu NPUHUMaeT pelleHne o
NnpekpawieHM MpoBeaeHNsa KIMHUYECKOrOo UCCredoBaHUs JIeKapCTBEHHOro npenapata WM Harmpaenset B
defepanbHbIl OpraH MCMOSNTHUTENBHON BNacTW, OCYLECTBNAWMIA (YHKUMM MO BbipaboTke M peanu3auuu
rocy4apCTBEHHOW NMOSNIMTUKA U HOPMATUBHO-MPaBOBOMY PEryrNMpoBaHuio B chepe 30paBOOXPaHEHMS, 3aKIToYeHne
O BbISIBlIEHUM MpU MNPOBEAEHUN [OaHHOMO KIIMHUYECKOro WCCRefoBaHWs HapylleHUn npaBun Hagnexallen
KMMHUYECKOW MPaKTUKW ANs NPUHATUS pelleHns 00 OTMEHe paspeLleHnst Ha OpraHn3auuio NPoOBEAEHUS OaHHOMO
KNUHUYECKOro UCCrefoBaHus € AaTbl MPUHATUS pelleHuMs O MPUOCTaHOBMNEHUW NPOBEAEHUS KIMHUYECKOro
nccneaoBaHUs NekapCcTBEHHOro npenapara.

(vacTb 8.1 B peq. ®enepanbHoro 3akoHa ot 13.07.2015 N 241-03)



9. YNOMHOMOYEHHbI deaepanbHbIl OpraH UCMOSNTHUTENBHOW BMacTU OMyOfIMKOBbIBAET UM pasMellaeT Ha
cBoeM odmumanbHoMm cante B ceTn "MIHTepHeT" cooblieHre O 3aBepLLUEHUM, MPUOCTAHOBIIEHNN UMW NPEKpaLleHnn
KMMHUYECKOrO WCCNefoBaHWsl NEKapCTBEHHOro npenapata And  MeOUUUHCKOTO MPUMEHEHUS B CPOK, He
npesbILaLWNA NATKM paboyumx AHEN CO OHS €ro NonyyYeHusi, B yCTaHOBNEHHOM MM NOpPSiAKe.

10. YnonHomMo4eHHbIN deaepanbHbIi opraH UCMONHUTENbHOW BNacTU OCYLLECTBNSET BeAeHWe peectpa
nuccnegosaTernen, NPOBOAALLMX UM NPOBOAMBLUNX KMMHUYECKME UCCNEeLOBaHUA NeKapCTBEHHbIX npenapaToB And
MEeOMLIMHCKOIrO NPUMEHEHUS, B COOTBETCTBUM C YTBEPXKAEHHbIMW UM MpaBunaMmyM U pasMellaeT ero Ha CBOEM
oduymnansHom camte B ceTu "VIHTepHeT" B YCTaHOBNEHHOM WM nopsgke. YKasaHHbIA peecTp COoOepXuT
WHpopmaLmio, NpegyCMOTPEHHYIO NMYHKTOM 3 YacTu 8 HacTosLLEen CTaTby.

11. OTyeT O pesynbTaTax KINMHUYECKOTO WUCCReOBaHUS NEeKapCTBEHHOro npenapata Ans MeAWUUHCKOro
NMPMMEHEHWST COCTaBIAETCS OpraHm3aumen, ykasaHHon B Yactn 3 ctatbn 38 HacTosiwero PenepanbHOro 3akoHa,
Ha OCHOBaHMW 3aKIMOYEHUN MEOULMHCKUX OpraHvM3auui, NPOBOAMBLUMX 3TO UCCMedOBaHWe, U NpeacTaBnsieTcs B
YMNOJSTHOMOYEHHbIV hedeparbHbI OpraH UCMONTHUTENbHOW BNacTy, BblAABLUMI pa3peLleHe Ha NpoBeAeHNe 3TOro
nccrnegoBaHusi, B CPOK, HE MPEBLILAIOWMA Tpex MecsueB CO OHA €ero 3aBepLleHusl, MPUOCTaHOBIIEHWS UIU
npekpaLleHus, B Nopsigke, yCTaHOBIIEHHOM YMOJSIHOMOYEHHbIM befepanbHbiM OPraHoOM UCMOMHUTENBHOW BNacTw.

12. HapyweHue npasun Hagnexaiwen KnmHM4eckon npakTuku, anbcudurkaumsa pesynstaToB KIMHUYECKOrO
nccrnegoBaHns NekapcTBEHHOro npenapara Ans MeauuMHCKOro NpuMeHeHns BnekyT 3a cobon OTBETCTBEHHOCTL B
COOTBETCTBMU C 3akoHoAaTenscTBOM Poccuiickon ®eagepaunn.

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

13. lpuM npoBegeHUn KIMHUYECKOrO WCCReAOBaHUA IeKapCTBEHHOro npenapata Ans MeauuUMHCKOro
npMMeHeHus gonyckaeTcsa 3abop y naumeHToB buonormyeckux Mmatepmanos (06pasLbl GUONOrMYecKUX XXMOKoCTen,
TKaHEeN, CEKPETOB U NPOAYKTOB XU3HEAEATENbHOCTU YernoBeka, U3Nonormyecknx 1 NaTonormyeckux BbiaeneHumn,
Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHu3mMoB, OWOMCWUIVHBLIN MaTepuan) Ans MX u3dydeHuss B Poccuinckon
depnepaumu n (unn) 3a npegenamu Poccunckon Pegepaumm.

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

14. Tlopsigok BBO3a B Poccuiickyto degepaumio M BbiBo3a 3a npegenbl Poccunckon denepaumm
OMOnorM4yeckMx MaTepuanoB, MOMYYEHHbIX MPU NPOBEAEHUM KIAMHMYECKOrO WCCMNEeAOBaHUSA JeKapCTBEHHOMO
npenapaTa Ans MeAMUUHCKOro NpuMeHeHus, yctaHasnmeaeTcs lNpasutensctBom Poccuiickon ®eaepaunn.

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

Cratbst 41. [oroBop O nNpoOBEOEHMU KIUHWYECKOrO WCCNEeAoOBaHWA IEeKapCTBEHHOro mnpenapaTta Ans
MEAMLMHCKOro NPUMEHEHUS

1. KnuHnyeckoe uccnegoBaHne nekapcTBEHHOMO npenapaTa Ans MeAMLUHCKOro NPUMEHEHNsI MPOBOAMTCS B
COOTBETCTBMU C [OrOBOPOM O MPOBEAEHUN KIMHWYECKOTO WCCMNELOBaHUSA FeKapCTBEHHOro npenapaTta Ans
MEOMULIMHCKOrO NMPUMEHEHUS, 3aKroyaeMbiM MeEXAy OpraHu3auunen, NonyymBLLIEN pa3pelleHne YynormHOMOYEHHOro
defepanbHOro opraHa WCMOMHMTENBHOW BMAAcTM Ha OpraHvM3aumio MPOBEAEHUS TaKoro WCCrefoBaHws, U
MeOMLIMHCKOW OpraHm3aunen, OCyLLEeCTBNSALWEN NPOBEAEHNE TAKOrO NCCeaOBaHUS.

2. [JoroBop O MpPOBEAEHUWN KIMHUYECKOro UCCrefoBaHMs NekapCTBEHHOro npenaparta gns MeguumHCKOro
NPUMEeHeHWs1 JOIMKEH coaepXaThb:

1) ycrnoBu1s U CPOKU NPOBEAEeHNsI JaHHOIo NCCcreoBaHus;

2) onpegeneHne obuwer CTOMMOCTM NporpaMmbl  OAHHOrO UCCNedoBaHUMs C  yKa3aHWEM CYyMMbl,
npegHasHavatowencs Ans BbinnaT uccregoBaTensiM, COMccriefoBaTensm;

3) onpegeneHve oOpMbl NPEACTaBMEHUs pe3ynbTaTOB [[aHHOIO WCCRegoBaHWsi B YMOJSIHOMOYEHHbIV
deaepanbHbIi opraH UCNOSTHUTENBHOW BNACTMU.

Cratba 42. ®uHaHcoBoe obecnevyeHne KIUHUYEeCKOro WccreaoBaHust NIeKapCTBeHHOro npenapara Aana
MeaNLNHCKOIo npuMeHeHnsa

durHaHcoBoOe obecneveHne KIMHUYECKOro MCCrefoBaHusi NEKApPCTBEHHOrO npenapara ans MeauuMHCKOro
NPUMEHEHNS OCYLLECTBNAETCS 3a CYET:

1) cpencTB dhenepanbHOro GrOMKETa;

2) CpeAcTB opraHM3aLymi, NOMy4vMBLLMX pa3peLLeHne Ha OpraHn3aumio NPoBeAEeHUS AaHHOTO NCCNeAOBaHMS,
B COOTBETCTBUM C YCNOBUAMM AOroBOpa O ero npoBeaeHuu;

3) MHBIX HE 3anpeLLeHHbIX 3akoHogaTenbCTBOM Poccunckon ®epepaunm NCTOHHUKOB.

Cratbsa 43. I'IpaBa nauneHToB, y4acCTBYHOLIMX B KIMMHWYECKOM UCCegoBaHUU NEKapCTBEHHOIO npenaparta
ana MmeamumnHCKOro npuMeHeHunsa

1. Yyactne naumeHToB B KIMHMYECKOM WCCreaoBaHUK NeKapCTBeHHOro npenaparta gna mMeauumnHCKOro



NPUMEHEHNSA ABNSIETCS 4OOPOBOSIbHBIM.

2. TMaumeHT Unn ero 3aKOHHbIV NpeacTaBUTENb AOIMKEH ObITb MHPOPMMPOBaAH B NUCbMEHHOW hopMe:

1) 0 nekapcTBeHHOM npenapaTte ANsi MegULMHCKOrO NPUMEHEHNS] U CYLLIHOCTW KITMHUYECKOro UCCrefoBaHus
3TOro NekapcTBEHHOro NpenapaTa;

2) o ©Oe3onacHOCTU neKkapCTBEHHOro npenapata Ans MeOMLMHCKOrO MPUMEHEHUS, ero OoXuaaemoun
3PEKTUBHOCTIN U CTEMEHM pUCKa ANsl NAUNEHTa;

3) 06 ycnoBusAX y4acTusi naumMeHTa B KIMHWYECKOM WCCRedoBaHWW nekapCTBEHHOro npenapara Aans
MeAMLMHCKOro NPUMEHEHMS;

4) 0 uenu nnu uenax 1 NPoAOCMKUTENBHOCTU KNMHUYECKOro UccrneaoBaHus NekapcTBEHHOro npenapara ans
MeLMLMHCKOro NPUMEHEHMS;

5) o gencTBMsIX NaumMeHTa B criyvyae HenpeaBuaeHHbIX 3peKToOB BNUSHUS NekapCTBEHHOIO Npenapara ais
MeOMLMHCKOro NPMMEHEHMUS HAa COCTOSAHME €ro 300POBbS;

6) 06 ycrnoBusix 0683aTeNbHOro CTpaxoBaHUs XU3HW, 340POBbs NALMUEHTA;

7) O rapaHTUsAX KOHMAEHUNANbHOCTU y4acTusi NaumMeHTa B KIMMHUYECKOM MUCCreaoBaHMN FIEKapCTBEHHOrO
npenapaTta ans MeguuMHCKOro NpUMEHEeHUs.

3. [JobpoBonbHOe cornacve nauyueHta Ha ydacTue B KIUMHUYECKOM WCCREeAOBaHUW JeKapCTBEHHOMO
npenapaTta Ang MeAULMHCKOrO MNpUMEHEHUS MOATBEPXKOAETCA €ro nogmnucbio MM MNoAMnMCbI0 ero 3akOHHOro
npeacTaBvTenNst HA UHPOPMALIMOHHOM NINCTKE NauueHTa.

4. MMaumeHT nnn ero 3aKkOHHbIN NpeacTaBUTENb MMEET MpPaBO OTKa3aTbCA OT Yy4acTUst B KIMHUYECKOM
NccneaoBaHUM fEKapCTBEHHOro npenapata Ans MeguUMHCKOrO MPUMEHeHWst Ha nobon cTagumn npoBeaeHust
TaKoro uccregoBaHus.

5. MNpoBeaeHne KNMHNYECKOro MCCreAoBaHUS NeKapCTBEHHOrO npenapara Ans MeaAnUMHCKOro NpUMeHeHnst
C y4yacTueMm B KayecTBe MauMeHTOB AeTeln OOoMnyckaeTcs TONMbKO C cornacusi B NMCbMEHHOW hopmMe UX poanTenen,
ycblHOBUTENEN. [leT MoryT paccMaTtpuBaTbCsi B Ka4ecTBe MOTeHUMarnbHbIX MaUMEHTOB TaKOro WCCredOBaHWs,
TONbKO €Cnn ero nNpoBeAeHne HeobXoaNMO ANS YKPenseHnst 300poBbs AeTen unm NpounakTukm MHAOEKLNOHHBLIX
3aboneBaHnn B OETCKOM Bo3pacTe MO0 ecnv Lenbio Takoro UccrnegoBaHust SIBMSIeTCS MOoSflyYeHue AaHHbIX O
Hanny4lwen JO3NPOBKE NEKapCTBEHHOrO npenaparta Ans fedeHns geTen. B atnx crniyyasax TakoMy MCCreaoBaHUIo
OOJDKHO  MpeflecTBOBaTb  KIMHUYECKOE WCCNeAOBaHWE feKkapCTBEHHOro mnpenapata Ansg  MeauuMHCKOro
NPUMEHEHMSA Ha COBEPLLUEHHONETHUX rpaxaaHax, 3a UCKMIOYEeHNEM Cry4vyaeB, €CNn NCCneayemblil NEKapCTBEHHbIN
npenapat Ans  MEeOUUMHCKOTO  MPUMEHEHUs  MNpedHasHadYeH  UCKIKYUTENbHO  ANs  UCNONb30BaHUA
HEeCOBEpPLUEHHOMNETHUMU rpaXKaaHaMMm.

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

6. 3anpelaeTcsa NpoBedeHNE KIMHUYECKOrO UCCreaoBaHUs NiekapCTBEHHOro npenapara ans MeanumMHCKOro
NPUMEHEHMS C y4acTMeM B Ka4yeCcTBE NaLUMNeHTOB:

1) OeTen-cnpoT n AeTewn, ocTaBluMxcs 6e3 nonevyeHnst poautenen;

2) XeHWuH B nepuon OepeMeHHOCTW, XEHLWWUH B MEepuod FPYAHOrO BCKAPMIIMBAHWS, 32 WUCKIIOYEHWEM
Crny4yaeB, ecnv MpPOBOAUTCSA KIUHWYECKOE WCCnefoBaHWe NEKapCTBEHHOro npenapara, nNpeaHa3HayYeHHoro Ans
YKa3aHHbIX >KEHLUUH, MpX YCNOBUU HEOOXOAMMOCTM MONYyYeHUs WMHAOPMAaLMM TONbKO BO BpeMS MNpOBEAEHUS
COOTBETCTBYIOLLMX KIMUHUYECKUX WCCIEefOBaHUA U MPUHATUSA BCEX HEOOXOAMMBIX Mep MO MCKMYEHUIO pucka
HaHeCeHVs1 Bpeaa XeHLmHe B nepuon 6epeMeHHOCTH, XKEHLLMHE B NEPUOA rPYAHOro BCKapMnmnBaHus, nNnoay unm
pebeHky;

3) BOEHHOCNYXXALLUMX, 3@ UCKIMIOYEHNEM CIyYaeB NPOBEOEHUS KIMMHUYECKOTO UCCNe0BaHNS NeKapCTBEHHOIO
npenapaTta, crneuuanbHO pa3paboTaHHOro And MNPUMEHEHUsT B YCMNOBUAX BOEHHbIX OEWCTBUMA, Ype3BblYanHbIX
cuTyauun, NpodUNakTMKU U NeyveHns 3aboneBaHu U MOPAXKEHWUN, MOMYYEHHbIX B pes3ynbTaTe BO3AeNCTBUS
HebnaronpuaTHbIX XMMUYECKMX, BMONOrMYECKMX, pagnaunoHHbIX dhakTopoB. KnunHnyeckoe mccrieqoBaHWe Takoro
NeKapCTBEHHOro npenapata MOXeT MPOBOAUTLCSA C yvacTMeEM B KayecTBe NaUMEHTOB BOEHHOCMYXallMX, 3a
WCKIMIOYEHMEM BOEHHOCITYXAaLLMX, MPOXOAALLMX BOEHHYK Ccrnyx0y no npusbiBy, ¢ cobniogeHnem TpeboBaHui,
YCTaHOBMEHHbIX HacToswmm degepanbHbIM 3aKOHOM B OTHOLLEHWMW TPaXX4aHCKUX NLL;

4) COTPYAHMKOB NPaBOOXPAHUTESbHbLIX OPraHoB;

5) nuu, oTObLIBaAOLWMX HAKa3aHMe B MeCcTax NMUeHus cBOOOAbI, a Takke NnL, HaxodaWwmMxcsa nog cTpaxen B
CNeacTBEHHbIX M30NATOpax.

7. Jonyckaetcsa NpoBegeHNe KMMHUYECKOrO MCCeaoBaHus NeKapCTBEHHOMO npenapaTa s MeguuMHCKOro
NPUMEHEHWs, NPeAHa3Ha4YeHHOro ANis NeYeHusT NCUXUYEecKknx 3aboneBaHunin, C ydacTMEM B KayecTBe MauUMEHTOB
ML, ¢ NCUXMYECKMMU  3ab0NneBaHUAMM, MNPU3HAHHBIX HedeecrnocobHbIMM B MNOpsiAKe, YCTaHOBIIEHHOM
3akoHogaTtenbcTBoM Poccuiickon ®epepaummn. KnnHudeckoe uccrnegoBaHue nekapCTBEHHOTO rnpenapaTta B 3TOM
crnyyae NpoBOAUTCH NPW HANM4MmM cornacusi B NMCbMEHHON hopMe 3aKOHHbIX NpeaCcTaBUTENEN YKa3aHHbIX NL.

Cratbsa 44. Ob6sAsaTtenbHoe CTpaxoBaHNe XW3HW, 300pOBbA MNauuMeHTa, y4yacTBywwWero B KIWMHUYECKOM
nccnenoBaHMM NekapcTtBeHHOro npenaparta ana MmeanumnHCKoro npuMeHeHunaA



(B peqn. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusauusi, nony4MBlUas paspelleHne Ha opraHvM3auuio NPOBEAEHUS KIMHWYECKOTO WCCnefoBaHus
nekapCcTBEHHOro npenaparta Ans MeauuMHCKOro npumeHeHus, obsisaHa B KayecTBe cTpaxoBaTens CTpaxoBaTtb
PUCK MPUYUHEHMS Bpeda XU3HW, 340POBbI0 NauueHTa B pes3ynbTaTe NpoBeAeHUsT KMMHUYECKOro UCCReaoBaHud
nekapcTBEHHOro npenapata Ans MeguuMHCKOro MPUMMEHEHMS 3a CBOW CYeT NyTeM 3akiioyeHus Jorosopa
06513aTENBHOrO CTPaxoBaHWUS.

2. ObbekToM 00a3aTENBHOMO CTPaxOBaHUA SABMASETCS MMYLLECTBEHHbIN UHTEPEC MauMeHTa, CBA3aHHbIA C
NPUYUHEHNEM Bpeda €ro >XM3HW WNu 300pOBbI0 B pe3ynbTaTe MNpOBeAeHUs KIMHMYECKOro MKCcrnenoBaHust
nekapCTBEHHOro npenaparta Ans MeguuUMHCKOro NPUMEHEHNS.

3. CrtpaxoBbiM criy4aem MO [OroBopy o0si3aTenbHOro CTpaxoBaHWS SABMSIETCH CMepTb naumeHTa wnu
yXyOlWeHne ero 340poBbsl, B TOM 4MCMe Brekylwlee 3a cOoOOW yCTaHOBMEHME WHBaNMOHOCTWU, NPW Hanmuyuu
MPUYUHHO-CINEACTBEHHON CBA3W MEeXOy HacTynfeHueMm 3Toro cobbiTust M yvacTMeM MauueHTa B KIMHUYECKOM
nccrnegoBaHUM NeKkapCTBEHHOMO npenapara.

4. TpeboBaHMsA O BO3MELLEHUN Bpeda, NPUYUHEHHOTO XMU3HU UIK 300POBbI0 NaumMeHTa, NpeabsBNATCA B
TEeYeHne CPOKOB UCKOBOW AaBHOCTU, YCTAHOBMEHHbIX FPaXKAaHCKMM 3aKOHO4ATENbCTBOM.

5. Paamep cTpaxoBoW BbinnaTel N0 4OroBOpPY 0653aTeNbHOr0 CTpaxoBaHUSA COCTaBNAET:

1) B cnydyae cmMepTV naumMeHTa ABa MUMMMOHA pybrem Ha Kaxaoro nauuMeHTa, yyYacTBOBaBLUErO B
KMMHUYECKOM MccnegoBaHny fiekapCTBEHHOrO npenapara;

2) npu yxygLeHun 340poBbs NauneHTa:

a) nosnekwem 3a cobon ycTaHOBNEHWe MHBaANUAHOCTKM | rpynnbl, OOUH MUMAMMOH NATLCOT ThiCAY pybnen Ha
Ka)k4oro naumeHTa, y4acTBOBaBLLEIO B KIIMHWYECKOM UCCef0BaHUM NekapCTBEHHOMO Npenapara;

0) noBnekweM 3a coboi ycTaHOBRNeHWe uHBanuMpgHocTu Il rpynnbl, OAMH MUIMMOH pPyObnen Ha Kaxgoro
nawumeHTa, y4acTBOBABLUENO B KITMHNYECKOM MCCIeA0BaHMN NIEKAPCTBEHHOrO Npenapara;

B) MOBNeKWeM 3a cobon ycTaHoBneHve mHBanugHocTtu Il rpynnbl, NATLCOT ThbiCAY pPyOnen Ha Kaxagoro
nawuMeHTa, y4acTBOBABLUErNO B KITMHNYECKOM MUCCIEeAOBaHMMN NIEKAPCTBEHHOIO NpenapaTa;

r) He NoBrnekwem 3a cobon yCTaHOBMEHUSA MHBANNMOHOCTU, He Bonee Yem TpucTa ThicsaY pybren Ha Kaxaoro
naumeHTa, y4acTBOBaBLUEro B KNMHMYECKOM UCCregoBaHUM NeKapCTBEHHOrO npenapara, ncxoas M3 HopmaTuBOB,
OTpaxalolWmx Xapaktep W CTeneHb MOBPEXAEHUS 300pPOBbs, a Takke (PaKkTUYeCKM MOHECEHHbIX NauneHTOM
pacxodoB, BbI3BaHHbIX MOBPEXAEHWEM 300POBbS, HA MEOULMHCKYIO MOMOLLb, NpuobpeTeHme nekapCTBEHHbIX
npenapaTos.

(nn. "r" B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny c 1 uiona 2015 roga. - PegepanbHblii 3akoH OT 22.12.2014 N 429-03.

7. Cpok poroBopa 00A3aTenNbHOMO CTPaxoBaHUA He MOXeT ObiTb MeHee, 4YeM CpOK MpOBEAEHUS
KNMMHUYECKOro UCCNefoBaHUs NekapCTBEHHOMO NpenaparTa.

8. YcnoBusa goroBopa ob6s13aTenbHOr0 CTpaxoBaHUSA, B TOM YMCIe CTpaxoBble Tapudbl MO 06A3aTenbHOMY
CTpaxoBaHWIO, MNepeyvyeHb HeoOXOAMMbIX [OOKYMEHTOB [ OCYLLECTBIEHUS CTPaxoBOW BbIMMaThbl, MOPSAOK
YCTaHOBMEHUS  CTpaxoBaTeNneM  WHAMBUAOYaANbHOTO  MAEHTU(MKALMOHHOIO  Koga  naumeHTa,  Nopsgok
WH(POPMUNPOBAHNSA  CTpaxoBaTefiemM CTPaxOBLUMKA O MNPUBMEYEHHBIX K  KIIMHUYECKOMY  MCCIegoBaHUI0
NEeKapCTBEHHOro npenapara Anst MeauLMHCKOro NpUMEHEHWUs1 nauueHTax, NopsagoK ynnaTel CTPaAxXOBOW MPeMuu,
NopsiAoK peanusaumm onpegerneHHbix Hactoswmum PefepanbHbiM 3aKOHOM U ApyrMu dpeaeparnbHbIMU 3aKkOHaMK1
npaeB u o6A3aHHOCTEN CTOPOH MO AOroBopy 06s3aTenbHOro CTpaxoBaHWs, a Takke HOPMaTuBbl, OTpaxarolime
XapakTep M CTeneHb MNOBPEXAEHWS 300pPOBbsl, YCTaHAaBMMBAKOTCA TUMOBbLIMW MpaBunamum 006s13aTENbHOro
CTpaxoBaHwusl.

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

9. B cnyyae npuvyMHEHUs Bpeda KM3HU NaumeHTa, Y4acTBOBABLUErO B KIMHMYECKOM WCCNeaoBaHUU
nekapCTBEHHOro npenapara, Bbirogonpuobperatensamm no AoroBopy o6s3aTeNbHOro CTpaxoBaHWUs SABMSOTCS
rpaxkgaHe, MMetoLMe NpaBo Ha BO3MELLEHME Bpeda B Crly4ae CMEPTU KOPMUIbLA B COOTBETCTBUMN C rpaXK4aHCKUM
3aKOHOAATENbLCTBOM, NPW OTCYTCTBMU TaKMX TrpaxagaH - poavTenu, cynpyr, OeTW YyMepLuero nauueHTa,
y4aCTBOBABLLEIO B KIMHWYECKOM WCCRefOBaHUM IEeKapCTBEHHOro npenaparta, B Cryyae CMepTuM nauueHTa,
y4acTBOBABLLErO B KIMHWYECKOM MCCNEedOBaHUN NEKapCTBEHHOro npenaparta u He MMEBLUEro CaMOCTOSATENbHOMO
4oxoaa, - rpaxkaaHe, Ha WKOMBEHNM KOTOPbIX OH Haxo4wrcs, B OTHOLLIEHUN BO3MELLEHNSI pacxogoB Ha norpebeHne
naumeHTa, yyacTBOBaBLLEro B KNMHUYECKOM MCCeaoBaHMM NekapCTBEHHOMO npenaparta, - nvuo, NoHecLllee Takue
pacxogpl.

10. CtpaxoBas BbiMnarta B CYET BO3MELLEHMS Bpena, MPUYMHEHHOMO XXM3HU MalMeHTa, y4YacTBOBaBLUErNO B
KNMMHUYECKOM MWCCNEeAOBaHMM NEeKapCTBEHHOIO npenapara, pacnpefensieTca Mexay BbirogonpuobpeTtaTensiMu
NPONOPLMOHANbHO MX KONMYECTBY B paBHbIX 4OMSAX.

11. Tpwn HacTynneHMn CTPaxoBOro cry4vas NauMeHT, y4acCTBOBAaBLUMW B KIWMHWYECKOM WCCrefoBaHUn
nekapCTBEHHOro npenapara, BblirogonpuobpeTaTtens BrpaBe MNpPeabsBUTb HEMNOCPEACTBEHHO CTPAXOBLUMKY
TpeboBaHWe O BO3MeLLeHUW NpudYnHEHHoro Bpepa. CTpaxoBas BbinnaTa OCYLECTBMASETCA CTPaxOBLUUMKOM B



TedeHne TpuauatM OHEW CO OHSA NpeAcTaBrieHuMst HeobOXOoAMMbIX AOKYMEHTOB. [laumeHT, yvyacTBOBaBLUMA B
KNMMHUYECKOM WCCINeLOBaHUN IEeKapCTBEHHOrO npenapaTta, WnM Bbirogonpuobpetatens 00s13aH  CcoOOWMTL
CTPaxOBLUMKY ANs1 OCYLLECTBIIEHNSA CTPaAxXOBOW BbiMfaTbl MHANBMAYASbHbLIA MAEHTUMUKALMOHHBIA KO MauueHTa,
YCTaHOBMEHHbIN CTpaxoBaTenemMm B COOTBETCTBMM C TUNOBLIMU NpaBunamm ob6a3aTtenbHOro CTpaxoBaHms.

12. Jo nonHoro onpegeneHns pasMmepa noanexallero BO3MELLEHMNIO Bpeaa CTPaxOoBLUMK MO 3asiBIEHMIO
naumeHTa, y4yacTBOBaBLUErO B KMMHMYECKOM WCCNEeAOBaHUM feKapCTBEHHOro npenapaTta, Wnu 3asiBNeHuto
BblrogonpuobpeTtaTens BrpaBe OCYLIECTBUTb YaCTb CTPaxOBOW BbinNnaTbl, COOTBETCTBYIOLLYIO (hakTU4eckm
onpeaeneHHon YactTm NpNU4YMHEHHOro Bpeaa.

13. CrtpaxoBas Bbinnata B COOTBETCTBUMM C AOrOBOPOM 0Os3aTENBHOrO CTpPaxoBaHMS OCYLLECTBNSAETCS
He3aBMCKMMO OT BbIMMaT, NPUYMTAIOLLMXCSA NO APYrUM BUOAM CTpaxOoBaHWS.

14. He ponyckaeTcs yyacTve naumMeHTa B NPOBEAEHUM KITMHUYECKOTrO WCCREeAOBaHUS JfeKapCTBEHHOMO
npenapaTa nNpu OTCYTCTBMM AOroBopa 00si3aTeNbHOro CTpaxoBaHWs.

15. KoHTpomnb 3a MCNOMHEHMEM OpraHuM3auMen, NornyyvMBLUEN pa3pelleHMe Ha OpraHM3auuio NpoBeAeHUs
KNMMHUYECKOTO UCCNeaoBaHMsa JIeKapCTBEHHOro npenapata Ansi MeauuMHCKOro MNPUMEHEHWs), YCTaHOBMEHHOM
HacTosLWeN cTaTben 0693aHHOCTM MO 00siI3aTENbHOMY CTPaxOBaHWUIO XU3HW, 300POBbS MaUMEHTa, y4acTBYHLLErO
(yyacTBOBaBLUErO) B KIIMHWYECKOM  WCCMEOOBaHUM  NEKApCTBEHHOrO  npenapaTa,  OCyLecTBrsieTcs
YMOMHOMOYEHHbIM dheepanbHbiM OPraHoM MCMOMHUTENbHOW BMAcTW, BblOaBLUMM paspelleHne Ha npoBefaeHue
KNMHUYECKUX UCCNEeOBaHMI NEKapCTBEHHbIX NpenapaToB A1 MeOULMHCKOTO MPUMEHEHUS.

Mnasa 8. MIPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
CraTbs 45. [1pon3BOACTBO NEKapCTBEHHbIX CPEACTB

1. Mpon3BoacTBO NEKapCTBEHHbIX CPEACTB OOMKHO COOTBETCTBOBaTb TpeboBaHMAM MpaBun Hagnexallemn
NPOM3BOACTBEHHOW MPAKTUKN, YTBEPXOEHHbIM YMOMHOMOYEHHBIM d)efepanbHbiM  OpraHoOM UCMONHUTENbHOM
Bnactn. OcobeHHOCTU nepexoda MpPOu3BOACTBA OTAENbHbIX JEKAPCTBEHHbLIX CPeACTB K MX MPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHMsIMM NpaBuIl  Haanexailenh MpouM3BOACTBEHHOW MpPaKTUKXM  yCTaHaBMMBaKOTCS
MpasutenbctBoM Poccuiickon Penepauunun. Bolgada 3aknto4eHnin 0 COOTBETCTBUN NPON3BOAUTENS NIEKAPCTBEHHbIX
cpeacTB TpeboBaHMSM MpaBuN Hagnexallen NpPOM3BOACTBEHHOW MPaKTUKM OCYLLECTBRSIETCS MO pe3ynbTatam
WHCMNEKTUPOBaHUA NPOU3BOAMTENEN NEKApPCTBEHHbIX CPeacTB B nopsigke, YCTaHOBEHHOM [1paBuTENbCTBOM
Poccuiickon ®eaepaumn. Pasmep nnathl 3a BblAayy 3aknio4eHns 0 COOTBETCTBMM NPOU3BOANTENS NEKapCTBEHHbIX
CpeacTB TpeboBaHWSAM MNpaBun Haanexallen npov3BOACTBEHHOM MPaKTUKWM ycTaHaBnuBaeTcs [paBuTENbCTBOM
Poccuiickon ®epepaumn. [Mopagok  opraHusauMnm 1M NpoBedeHMs  MHCNEKTUMPOBaHWUA  MpoussBogutenen
NEeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM MpaBun Hagnexallen npou3BOACTBEHHOW MPaKTUKU
ycTaHaBnuBaetcs NpaButenscteomM Poccuickon denepaumn.

(B pea. PegepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-$3)

2. MNpon3BoACTBO NekapCTBEHHbLIX cpeacTB B Poccunckon depepauumn ocyLLecTBnseTcs npousBoguTensamm
NeKapCTBEHHbIX CPeacTB, MMEKLWNMM NIMLEH3NIO Ha MPOM3BOACTBO JfIEKAPCTBEHHbIX cpeacTs. [loaTrBepxaeHue
COOTBETCTBMSA fNuUeEeH3MaTa npaBunaMm Haanexallen npousBOOCTBEHHOW MPaKkTUKM OCYLLECTBNSAETCH B paMKax
NULUEH3MOHHOIO KOHTPONA B COOTBETCTBUM C 3akoHodaTenbcTBOM Poccuiickon ®degepaunm ¢ yyeTom
0COBGEHHOCTEN, yKa3aHHbIX B YacTh 1 HACTOSLLEN CTaTb.

(B pea. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. NMpoun3BOACTBO NEKAPCTBEHHbIX CPEACTB OCYLLECTBNSETCA ¢ cobntogeHeM TpeboBaHUn NPOMbILLIEHHOIO
pernameHTa, KOTOPbIN YTBEPXOAETCA PYKOBOOMTENEM MPOU3BOAMTENS NEKAPCTBEHHbIX CPEeACTB U BKMAOYaeT B
cebsi nepedyeHb UCMNONb3yeMbix apmaueBTUYECKMX CYOCTaHUMM M BCMOMOraTeribHbIX BELWEeCTB C yKazaHWeM
KONM4yecTBa Kagoro u3 HuX, AaHHble 06 ncnone3yemMom obopynoBaHnM, onMcaHne TEXHOMOMMYECcKoro npoiecca 1
METOLO0B KOHTPOJIS Ha BCEX 3Tanax NpoM3BOACTBA JIEKAPCTBEHHbIX CPEACTB.

4. TlpM npou3BOACTBE JIEKAPCTBEHHbIX CPEACTB WCMONb3YyTCA apmaueBTMdeckne cybcTaHumu,
BKIMIOYEHHbIE B rOCYapCTBEHHbLIN peecTp feKkapCTBEHHbIX CPeacTB, 3a MWCKMAYeHWeM dapmaueBTUYeCKuX
cyOCcTaHuun, NpovM3BOAMMBIX A7 MPOBEAEHUs] KINWMHUMYECKUX WccregoBaHui u ans akcropta. K npoueccy
npousBoacTBa apMaueBTMYECKON CyOCTaHUUM OTHOCATCA fobble CTagun TEeXHONOrM4eckoro npoLecca,
NO3BOMNAIOLLME MOMYYMTb TFOTOBLIA MPOAYKT, COOTBETCTBYHOLWMIA TpeboBaHuAM dapMakonenHon ctaTbl, B TOM
yucre pepmMeHTaLns, IKCTPaKLMS, O4YMCTKa, BblAeneHne, NepekpuctannmaaLms, BoiCyliMBaHne, UaMernbyeHue.

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

4.1. TlepeyeHb NEKapCTBEHHbIX MNpenapaToB AN MEAUUMHCKOTO MNPUMEHEHUsI, B OTHOLLUEHUN KOTOPbIX
yCTaHaBnmBawTca TpeboBaHMa K oOObeMy Tapbl, YMNaKoOBKE W KOMIMJIEKTHOCTU, MNEepeyvYeHb JIeKapCTBEHHbIX
npenapaToB 4S9 BETEPMHAPHOIO NPUMEHEHWS, B OTHOLUEHWUM KOTOPbIX YCTaHaBnMBatoTCa TpeboBaHus K 06bemy
Tapbl, a Takke TpeboBaHMS K OObEMY Tapbl, YNakOBKE W KOMMJSIEKTHOCTU JEKapCTBEHHbIX NpenapaTtoB NS
MELMLMHCKOIO MNpUMEHEeHUus1, TpeboBaHUA K 0Obemy Tapbl FEKApPCTBEHHbLIX NpenapatoB AN BETEPUHAPHOro
NPUMEHEHNS ONpeaensatnTCa COOTBETCTBYIOLWNMM YNOSTHOMOYEHHBIMW (hefepanbHbIMU OpraHamMu UCNOSTHUTENBHOMN



BNacTu B nopsake, yctaHoBneHHoM [NpaBuTtensctBom Poccuiickon ®eaepaumn.
(vactb 4.1 B pen. PenepanbHoro 3akoHa ot 14.12.2015 N 374-03)

5. 3anpeLlaeTca npon3BoaCcTBO:

1) nekapcTBeHHbIX CPEACTB, HE BKIHYEHHbIX B rOCY4apPCTBEHHbLIN PeecTp NeKapCTBEHHbIX CPeAcTB, 3a
UCKINIOYEHMEM NEKApPCTBEHHbIX CPEACTB, MPOU3BOAMMBLIX ANiS1 NMPOBEAEHUS KIMUHUYECKUX WCCRedoBaHWA U Angd
3KCMopTa;

2) thanbcmdpuumpoBaHHbIX NEKapCTBEHHbIX CPEACTB;

3) nekapCTBEHHbIX CpeAcTB 6e3 NMLUEH3NM Ha NPON3BOACTBO NEKapCTBEHHbLIX CPEACTB;

4) nekapCTBEHHbIX CPEACTB C HapylleHWeM npaBuil opraHusauuu NpoM3BOACTBA W KOHTPONSA KavecTBa
nekapCTBEHHbIX CPeacTB.

6. MNpn BBOOE NEKAPCTBEHHbLIX CPEACTB B rpaxAaHCKMM 0BOpPOT YMOMHOMOYEHHOE NULO MNpoM3BOAMTENS
NeKapCTBEHHbIX CPEACTB OCYLLUECTBNSAET MOATBEPXKOEHNE COOTBETCTBUS NEKAapCTBEHHbIX CpeacTB TpeboBaHusAM,
YCTaHOBMEHHBIM NPW WX T[OCYOApCTBEHHOW perncTpauun, M rapaHTupyeT, 4YTO JleKapCTBEHHble CpeacTBa
npousBeneHbl B COOTBETCTBUM C TPeOOBaHMAMM NpaBuIl Hagnexallen Npon3BoACTBEHHON NPaKTUKMN.

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

7. YNOMHOMOYEHHbIM JIMLUOM MPOU3BOAUTENS FEeKapCTBEHHbIX CpeacTB sBMAseTcd ero  paboTHUK,
aTTeCTOBAHHbIN B YCTAHOBMIEHHOM YMNOSIHOMOYEHHBIM dheeparnbHbIM OPraHOM UCMONHUTENBHON BNACTN NOPSIAKE U
UMeLWmMn cTax paboTbl HE MeHee 4eM NATb feT B obractv Mpou3BOACTBA WM (MNM) KOHTPOMsSl KadecTBa
nekapCTBEHHbIX CPeacTB, BbiCllee 0bpa3oBaHMe COOTBETCTBEHHO NO OAHOW M3 CneunanbHOCTEN U (Mn) OAHOMY
N3 HanpaBneHU NoAroToBKN: BMonorus, BUOTEXHONOINS, BETEPUHAPUS, KIMMHNYECKas MeauumHa, paguaunoHHas,
XMMuyeckas u buonornyeckas sawmra, apmauuvs, dyHAaMeHTanbHas MeguumHa, XMMUYecKas TeXHOMOorwus,
XUMUSL.

(vacTb 7 B peq. ®epgepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. MNponsBoanTenn nekapCcTBEHHbIX CPEACTB MOryT OCYLUECTBMATE Mpogaxy feKkapCTBEHHbIX CPEeACTB WUin
nepegaBaTb UX B yCTAHOBINEHHOM 3aKkoHoAaTenscTBOM Poccuiickon defepaunm nopsgke:

1) OpyrMM NPoM3BOANTENAM NIEKAPCTBEHHbLIX CPEACTB Ansi NPOM3BOACTBA fIeKapCTBEHHbLIX CPEACTB;

2) opraHm3aunsmM onTOBOW TOProBNW NEKapCTBEHHLIMWU CPEACTBaMU;

3) anTeyHbiM  opraHuMsauusM, BeTepUHApHbIM  anTeYHbIM  OpraHu3auusM,  MHAMBUOYaNbHbIM
npegnpvHumMaTensM, MWMELWMM FUMUEH3UI0 Ha  (papmMaueBTUYECKYl0 [OEATEeNbHOCTb  WAM  JIMUEH3WI0  Ha
MEeOMLMHCKYIO OeATeNbHOCTb;

4) Hay4HO-MccnegoBaTeNbCKUM OpraHn3auusaM ans HayvyHo-uccnegosaTenbckon paboThi;

5) MeOUUUHCKUM OpraHmn3aumaM U BETEPMHAPHBIM OpraHM3auunsm;

6) opraHm3aunsiM, OCyLLECTBIAIOWMM pa3BedeHne, BbipaliuBaHNe U COAEPXKaHNE XUBOTHBIX.

CtaTbs 46. MapknpoBKka NekapCTBEHHbIX CPEACTB

1. JlekapcTBeHHble MpenapaTbl, 32 UCKIIOYEHNEM JTeKapCTBEHHbIX MpenapaToB, M3rOTOBMNEHHbIX anTeYHbIMM
opraHusauusMu, BeTepUHapHbIMW anTeYHbIMU OpraHM3auusaMKu, WHAMBUMAYaNbHBIMU  MPeAnpUHUMAaTENSMU,
UMELLUMN NNLIEH3NIO Ha hbapMaLeBTUYECKY AeAaTenbHOCTb, OMMKHBI MOCTynaTh B obpalleHune, ecnu:

1) Ha MX NepBWYHOW yMakoBKe (3a WCKMYEHVWEM MNEepPBUYHOW YNAKOBKW JEKAapCTBEHHbIX PacTUTENbHbIX
npenapaToB) XOPOLWO YuTaeMbiM LWWPUEPTOM Ha PYCCKOM HA3blKe YyKadaHbl HaVMeHOBaHWe IeKapCTBEHHOro
npenapata (MexgyHapogHOe HenaTeHTOBaHHOe, WM TPYMNUPOBOYHOE, WM  XMMUYECKOE, UMM TOproBoe
HavMeHoBaHWe), HOMep cepuu, faTa Bbinycka (AN MMMYHOBMOMOrMYECKNX fekapCTBEHHbIX npenapaToB), CPOK
rOAHOCTM, AO3NPOBKA NN KOHLEHTPaLus, o6beM, aKTUBHOCTb B eAMHMLAX AENCTBUSA UNN KONMYECTBO 403;

(B pea. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-d3, o1 22.12.2014 N 429-03)

2) Ha Ux BTOPUYHON (MOTPEOUTENBCKOW) YNaKOBKE XOPOLLO YMTaeMbIM LUPUETOM Ha PYCCKOM A3blke yKa3aHbl
HaumeHOBaHVWe nekapCTBEHHOro npenapata (MexayHapodHoe HemnaTeHTOBaHHOe, WNW TPYNNUPOBOYHOE, UK
XMMUYecKoe M TOProBoe HavMeHOBaHWs), HaMMeHOBaHWe MPOM3BOAUTENS NEeKapCTBEHHOro npenapara, HoMep
cepvu, daTa BbiNycka (ONS WMMMYHOOGMOMOrMYECKUX FeKapCTBEHHbIX NpenapaToB), HOMEp PerncTpauvoHHOro
YAOCTOBEPEHUsi, CPOK FOAHOCTU, CNocod® MPUMEHEHUS, O03MPOBKa WM KOHUEHTpauus, obbem, akTMBHOCTb B
eouHMUax OevncTBust nNmbo KONMMYecTBO [03 B yMakoBKe, fekapCTBeHHas ¢opma, ycrnoBusi OTMycKa, YCrnoBus
XpaHeHus, npegynpeanTenbHbIe Hagnucw.

(B peq. PegepanbHbix 3akoHoB OT 11.10.2010 N 271-$3, o1 22.12.2014 N 429-93)

2. dapmaueBTnyeckme cybCcTaHUuM OOMKHbI MOCTyNaTb B OOpalleHne, ecnyv Ha UX NepBUYHOWN YMNakoBKe
XOpOLLUO YMTaeMbiM LWPUATOM Ha PYCCKOM $A3blKe YyKasdaHbl HaumeHoBaHue papmaueBTUYeckon cybctaHuum
(MexxgyHapogHoe HenaTeHTOBaHHOe, WM rpynnMpOBOYHOE, WM XMMWYECKOE M TOProBOEe HavMEeHOBaHUs),
HaumeHoBaHVWe mnpou3BoauTens dapMaueBTUYeckon cybcTaHuuW, HOMep cepun U Jata  W3roTOBIEHMS,
KONMNYECTBO B YNaKOBKE W €AMHULIbI U3MEPEHMS KONMYEeCTBa, CPOK FOOHOCTU U YCITOBUS XpaHEHWS!.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
3. JlekapcTBeHHble cpeacTBa B KayecCTBe CbIBOPOTOK AOSMDKHbI MOCTynaTb B obpalleHWe C ykasaHuem



XXMBOTHOIO, U3 KPOBU, NSa3Mbl KDOBW, OPFraHOB M TKaHEW KOTOPOrO OHU MOJTyYEHbI.

4. Ha BTOpW4HYO (NOTPEeOUTENbCKYI) YNakoBKy NEKapCTBEHHbIX CPeACTB, MOMYYEHHbIX U3 KPOBMW, Mra3mbl
KpOBW, OPraHoB 1 TKaHeW YenoBeka, OMKHa HaHOCUTbCA Hagnuek: "AHTuTena Kk BUY-1, BUY-2, k Bupycy renaturta
C 1 NoBepxXHOCTHLIN aHTUreH BMpYyca renatuta B otcyTcTBytOT".

5. Ha nepBu4YHYyl0 YynakoBKYy W BTOPUYHYIO (NOTPEOUTENbLCKYD) YNakoBKy paguodapmaueBTUYecKmx
NeKapCTBEHHbIX CPeACTB AOMKEH HAHOCUTBCS 3HAK paanauMOHHON ONacHOCTH.

6. Ha BTOpu4yHyto (NnoTpebutenbckylo) ynakoBKy roMeonaTMyeckux NeKkapCTBEHHbIX NpenapaToB [OSbKHAa
HaHOCUTbCS Hagnucek: "fomeonaTnyeckun”.

7. Ha BTOpuYHyO (MOTpPebUTENbCKYI) YMakoBKY HNEKApCTBEHHbIX pacTUTENbHbIX NpenapaTtoB AOSKHa
HaHocuTbCA Hagnuck: "lMpoayKkums npowna paguaumoHHbIA KOHTPOMb".

8. Ha nepBuyHylo ynakoBky (ecnv Ansi 3TOMO0 CYyLLECTBYEeT TEXHMYeckas BO3MOXHOCTb) M BTOPUYHYIO
(noTpebuTenbckyto) ynakoBKy JIeKapCTBEHHbIX MpenapaTtoB, NpeAHa3HauYeHHbIX N9 KIMMHUYECKUX UCCregoBaHnm,
[OMMKHa HAaHOCUTBLCSA Haanueb: "ONa KNMMHUYECKNX nccnegoBaHuin”.

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

9. YnakoBKa IeKapCTBEHHbIX CPEACTB, NpeAHa3Ha4YeHHbIX UCKIIOYUTENBHO ANS 3KCnopTa, MapKupyeTtcs B
COOTBETCTBMM C TpebOOBaHNSAMU CTpaHbI-UMNopTepa.

10. Ha TpaHcnopTHyto Tapy, KOTOpas He npegHasHadeHa Ans notpebutenert n B KOTOPYIH MOMELLEHO
neKkapcTBEHHOE CPeacTBO, JOIMKHA HAHOCUTBCHA MHAOPMAaLMSA O HAMMEHOBaHUK, CEPUN NTEKAapCTBEHHOIO CPEeACTBa,
Jarte Bbinycka, KOnMYecTBe BTOPUYHBIX (MOTPEOMTENBCKNX) YNAaKOBOK NEKapCTBEHHOIO CpeacTBa, npomnssoauTene
NEKapCTBEHHOro cpeacTBa C yka3aHMEM HaMMEHOBaHUS M MECTOHAXOXOEHUA MPOU3BOAMTENS NEeKapCTBEHHOro
cpeactea (agpec, B TOM 4Mcne cTpaHa 1 (Mnu) Mecto Npou3BOACTBa NIEKAPCTBEHHONO CPeacTBa), a TakkKe O CPOKe
rOAHOCTU JIeKapCTBEHHOro cpeactBa M 00  ycrnoBMsIX €ro  XpaHeHuMs W MepeBO3KM, HeobxoanMmble
npegynpeanTenbHblie HAANMUCU U MaHUMYNSTOPHbIE 3HAKM.

11. Ha nepBuYHyl0 ynakoBKYy W BTOPUYHYK (NOTPEOUTENbLCKYKO) YMakoBKY J€KapCTBEHHbIX CPeAcTB ANd
BETEPMHAPHOIO MPUMEHEHMNS AOMKHA HAHOCMTBLCA HaaNuCh: "0na BeTepMHapHOro NnpumMmeHeHns".

12. Ha BTOpUYHYyto (MOTPeOMTENBCKYIO) YNaKOBKY NEKapCTBEHHOMO Npenapara HaHOCUTCS LUTPUXOBOW Kog,.

. 'masa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO ®EAEPALINIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUNCKOW ®EQEPALINK

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

CraTbs 47. Nopsaok BBO3a fnekapCTBeHHbIX cpeacTB B Poccunckyo Pefepaumio 1 BblBO3a NeKapCTBEHHbIX
cpeacTs u3 Poccuiickon ®egepauun
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 nekapcTBeHHbIX cpeacTs B Poccuinckyio ®Pefepaunto ocyLLeCcTBRAAETCS B MOPSAKE, YCTAHOBIEHHOM
MpaButenbctBoM Poccunckon ®epepaunn, B COOTBETCTBUM C TaMOXEHHbLIM 3aKOHOAATENbCTBOM TaMOXEeHHOro
coto3a B pamkax EBpA33C (ganee - TamoxeHHbI cOt03) U (Mnu) 3akoHogatenbcTBoM Poccuiickon ®efepauum o
TaMOXeHHOM Jene.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBosumble B Poccuiickyto Pepepauunio NekapcTBEHHble CpeacTBa [OOSMKHbl ObiTb  BKMHOYEHbI B
rocy4apCTBEHHbI PeecTp NeKkapCTBEHHbIX CPEACTB.

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. [donyckaeTca BBO3 B Poccunckyto Pegepaumio KOHKPETHOW MNapTUM 3apermcTpyMpoBaHHbIX W (Mnu)
HEe3aperMcTpMpoBaHHbIX  JIEKAPCTBEHHbLIX CPEACTB, MNpeAHa3HaYeHHbIX Afs  NPOBEAEHUST  KITMHUYECKMX
NUccneaoBaHUM  NEeKapCTBEHHbIX MpenapaTtoB, MPOBedeHUs 3KCMepTU3bl JIeKapCTBEHHbIX CPeACcTB  Ans
OCYLLECTBMNEHUS FOCYAAPCTBEHHOW PErMcTpaumm NeKapCTBEHHbIX MpenapaToB UNU AN Oka3aHus MeOULMHCKOWN
MOMOLLUM MO >KU3HEHHbIM TOKa3aHUSIM KOHKPETHOro nauueHTa Ha OCHOBaHUKM paspelleHusl, BblOaHHOro
YNONTHOMOYEHHbIM dhefieparnibHbIM OPraHOM UCMOMHMTENBHOW BACTU MO 3asBNEHUSIM NILL, YKa3aHHbIX B cTaTbe 48
HacToswero deaepanbHOro 3akoHa. PaccMOTpeHMe TaKkoro 3asiBIieHUsl U MPUHSATUE pPeLLeHusl O Bbloadve
paspeLleHnst Ha BBO3 KOHKPETHOW NMapTUKN 3aperncTpuMpoBaHHbIX U (UNN) HE3aPErMCTPUPOBAHHbBIX NEKAPCTBEHHBLIX
CPEACTB, npedHasHadYeHHbIX ANsi NPOBEAEHUS KIMHUYECKMX WCCNEeLOBaHUA FNEeKapCTBEHHbLIX MNpenapaTos,
NPOBEOEHUsS SKCMEePTU3bl JIEKAPCTBEHHbIX CPEACTB [AON1  OCYLLECTBMEHUS TOCYOAapPCTBEHHOW perucrpauum
NEeKapCTBEHHbIX MpenapaTtoB UNu Afis OKa3aHUs MegULMHCKON MOMOLLM MO KU3HEHHbIM MOKA3aHUAM KOHKPETHOIo
naumeHTa nmbo o6 oTKase B Bblgaye yKasaHHOro paspelleHusi NPOU3BOAATCS B CPOK, HE MPEBLILAKLWMA NATH
paboumnx gHen. MNnaTa 3a Bblgavy ykasaHHOro paspeLleHnsi He B3MaeTcs.

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyto ®eiepaLmio MOXHO BBO3UTL JIEKAPCTBEHHbIE CPEACTBA, KAYECTBO KOTOPLIX NOATBEPXKAEHO
cepTndUKaToM MPOU3BOAUTENSA  JIEKAPCTBEHHBLIX CPEeACTB, YOOCTOBEPSOWMUM  COOTBETCTBME  BBO3WMbIX
neKkapcTBEHHbIX cpeacTB TpebosaHuAM dapmMakonerHblx cTtaTen nubo B crnyvyae ux OTCYTCTBUS HOPMaTUBHON



OOKYMEHTaUMM Unm HopMaTUBHOIO JOKYMEHTa.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. Banpewaetca BBo3 B Poccunckyto Pegepaumio danbCUPULMPOBAHHBIX NEKAapCTBEHHLIX CPeAcCTB,
Heob6pokayeCTBEHHbIX NTEKApPCTBEHHbIX CPEACTB, KOHTPadhaKTHbIX NTeKapCTBEHHbIX CPEACTB.

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. danbcMdpuumpoBaHHbIE NEKapCTBEHHbIE CpeacTBa, HeJoOpoKayecTBEHHbIE NeKapCTBEHHble CpeacTBa
noanexat U3bATUIO U NOCREaYLLEMY YHUUTOXEHUIO N BbiBO3Y M3 Poccuiickon depepauun, koHTpadakTHble
NeKapcTBEHHbIe CPEACTBA - USBATUIO U NOCNeaylLweMy YHUUTOXEHUIO. YHUUYTOXEHE nnu BbiIBO3 U3 Poccuiickon
depepaumun anbcnULMpoBaHHbIX NEKApPCTBEHHbLIX CPEACTB, HeLoOpoKavyeCTBEHHbIX NEKapCTBEHHbIX CPeacCTB,
KOHTpadaKTHbIX NEeKapCTBEHHbIX CPeACTB OCYLUECTBMSETCS 3a CYET Nuua, OCyLEecTBMBLUErO MX BBO3. lMopsagok
YHUUTOXEHNS N3BATLIX PanbCULNPOBAHHbBIX NEKapCTBEHHbIX CPEACTB, HeJobpOKavYeCTBEHHbIX JTEKAPCTBEHHbIX
cpencTB, KOHTpadaKTHbIX NEKapCTBEHHbIX CpeacTB ycTaHaBnmBaeTcs paButensctBom Poccuiickon ®enepauun.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jlnua, ocywectBnswowme BBo3 B Poccuiickyto degepaumio danbCcnULmnMpoBaHHbIX feKapCTBEHHbIX
cpencTtB, HegoOPOKaYeCTBEHHbBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPAMaKTHbIX JTEKapCTBEHHbIX CPEeACTB, HeECyT
OTBETCTBEHHOCTb B COOTBETCTBUM C TaMOXEHHbIM 3aKOHOAATENbCTBOM TaMOXEHHOro cow3a u  (unu)
3akoHogaTtenbcTBoM Poccunckon ®egepauum o TaMoOXEHHOM gene.

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccuiickon ®egepauumn ocyuiectensetcs 6e3 npumeHeHus
OrPaHUYEHUN,  YCTAHOBIIEHHbIX  TAMOXEHHbIM  3aKOHOO4ATENbCTBOM  TaMOXEHHOro cowsa u  (Mnu)
3akoHogartenbctBoM Poccunckon  Pegepaumm O rocyaapCTBEHHOM  PerynMpoBaHUM  BHELLUHETOProBoOW
OeATENbHOCTY.

(B peq. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-93, o1 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

Cratbs 48. HOpugnyeckme nuua, KOTOPbIM paspelleH BBO3 JleKapCTBEHHbIX CpeAcTB B Poccuickyto
depepauymto
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlexapcTBeHHble cpeacTtea B Poccuiickyo Pegepaumio MoryT BBO3UTb:
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) mpousBoouTENM NeKapCTBEHHbIX CPEACTB AN uenev COBCTBEHHOIO MPOM3BOACTBA JEKAapCTBEHHbIX
cpencTs;

2) nHocTpaHHble pa3paboTyMKM feKapCTBEHHbIX CPEACTB U MHOCTPaHHblE MPOW3BOAMTENMN NEeKapCTBEHHbIX
CpPeAcTB WNW gpyrve 1opyvaMYeckMe nuvua no MopyyYeHuo paspaboTyumMka rekapCTBEHHOro cpeacTtBa  ans
NPOBEAEHUS KIMHWYECKUX WCCnefoBaHW NeKapCcTBEHHOro rnpenapaTa, OCYLECTBIEHUss rocyaapCTBEHHON
perncTpauMm nekapcTBEHHOro npenapaTa, BKMAYeHus dapmaueBTnyeckon cybcTaHUMM B rocygapCTBEHHbIV
peecTp neKapCTBEHHbIX CPEACTB, KOHTPOMS KayecTBa JeKapCTBEHHbIX CPeACTB MNPU Hanuyuuu paspelueHns
YNONTHOMOYEHHOro dhefeparnbHOro opraHa UCMONMHUTENBLHON BNAacTM Ha BBO3 KOHKPETHOW NapTuUM NeKapCTBEHHbIX
cpencTs;

3) opraHm3auuy onTOBOW TOProBNu NeKapCTBEHHbIMWU CPEACTBaMY;

4) Hay4dHO-uccrnegoBaTenbCKkMe opraHu3auumn, obpasoBaTenbHble opraHusauunm Bbicwero obpasoBaHus,
npoussoauTeny nekapCTBEHHbIX CPeAcTB Ans pa3paboTku, nccnegoBaHui, KOHTpons 6es3onacHoCTW, kavecTsa,
3(PPHEKTUBHOCTN NEKAPCTBEHHbIX CPEACTB MPU Hanu4uMu paspelleHust YNoHOMOYEHHOro dedepanbHoro opraHa
NCMNOSTHUTENBLHOW BNacTu;

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) MeOuuMHCKME opraHm3auuu, UHble ykasaHHble B MyHKTax 1 - 4 HacToswWwen cTaTby opraHusauuun Ans
oKasaHWsi MeAMLUMHCKOM NOMOLLM MO XU3HEHHBLIM MOKa3aHUAM KOHKPETHOro nauueHTa npu Hanuvumm paspelleHuns
ynonHoMo4eHHoro defeparnbHOro opraHa UCNOMHUTENbHOW BNAcTU Ha BBO3 KOHKPETHOW NapTMM NeKapCTBEHHOIO
npenapaTa, BbIJAHHOTO B YCTaHOBIIEHHOM Mopsike B (oOpMe 3IeKTPOHHOIo JOKYMEHTa, NOANNCAHHOIO YCUNEHHON
KBanmuunpoBaHHON 3MEKTPOHHOM NOAMUCHIO.

(B pen. PegepanbHoro 3akoHa ot 12.03.2014 N 33-03)

CraTtba 49. [JokymeHTbl, MpeacTaBnsieMble B TaMOXeHHble opraHbl Poccunckon ®egepauunm npu BBO3E
nekapcTBeHHbIX cpeacTts B Poccuinckyto Pepepauymio
(B peq. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. MNpu BBO3e nekapcTBeHHbIX cpeAcTB B Poccuiickyio denepaumio B TaMoOXeHHble opraHbl Poccuickon
depnepaummn Hapagy ¢ JOKYMeHTaMu, NpeacTaBreHne KOTopbIX NPeAyCMOTPEHO TaMOXEHHbLIM 3aKOHOOATENLCTBOM
TamoxeHHoro cot3a U (unu) 3akoHogaTenbcTBoM Poccunckon depepaumm 0 TaMOXEHHOM fene,
NpeAcTaBnsalTCs cneayoLmne JOKYMEHTbI:



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

1) cepTudmkaT NPOU3BOAUTENS JIEKAPCTBEHHOrO CpPeacTBa, YAOCTOBEPSIOLWMI COOTBETCTBUME BBO3MMOIO
nekapcTBEeHHOro cpefctsa TpeboBaHuAM hapmakoneriHon ctaTeu NMMBO B criydyae ee OTCYTCTBUSI HOPMAaTUBHOM
AOKYMEHTauMm Unnm HOpMaTUBHOTO JOKYMEHTA;

2) paspelleHne ynonHomMoYeHHoro deaepansHOro opraHa MCMOMHUTENBHOW BRacTU Ha BBO3 KOHKPETHOM
napTuM NekapcTBEHHOro cpeacTBa B Cryyasx, YCTAHOBNEHHbIX YacTbio 3 cTaTtbu 47 Hactosiwero ®egeparnbHOro
3aKoHa.

2. [lokymMeHTbI, yKasaHHble B NyHKTax 1 n 2 yactu 1 HacToswen cTaTtbn, NPeacTaBnsaloTCA B TaMOXEHHbIe
opraHbl Poccunckon ®egepauun npu npnbsiTun nekapcTBeHHbIX CpeacTB B Poccuiickyto deaepaumio.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 50. BB03 nekapCTBeHHbIX NpenapatoB B Poccuickyto degepaumio ans fIMYHOrO MCMNONb30BaHNsS U
MHbIX HEKOMMEpPYECKMX Lienen, a Takke ON9 UCMOMb30BaHWUS Ha TEPPUTOPUM MEXAYHapOOHOro MeAWLMHCKOro
KnacTtepa
(B pea. PepepanbHbix 3akoHoB OT 06.12.2011 N 409-03, o1 29.06.2015 N 160-93)

1. JlekapcTBeHHbIE nMpenapaTbl MOryT ObiTb BBe3eHbl B Poccunckyto degepaumio 6e3 yyeta TpeboBaHui,
NpeayCcMOTPEHHbIX YacTamu 1 - 4 ctaTten 47, ctatbamun 48 n 49 Hactoswero denepanbHOro 3akoHa, €crnvm OHu
npeaHasHadeHbl ons:

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) NnYHOro Ucnonb3oBaHWa uandeckummn nuuamu, NpudsiswKMK B Poccuiickyto ®enepaumio;
(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2) vcnonb3oBaHUsa paboTHMKaMy AMNIIOMAaTMYEecKoro Kopryca WM NpeacTaBUTENSAMU MeXZyHapoOHbIX
opraHmMsaunn, akkpeauToBaHHbIX B Poccuiickon degepaunm;

3) NedyeHUs NaccaxXmMpoB W YNEHOB 3KMNaXew TPaHCMOPTHbIX CPEeACTB, Moe3gHbix Opurag v BoguTenen
TpaHCNOPTHbLIX CPeacTB, NpMbbIBLLKX B Poccuiickyto ®egepaumtio;

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHUs YYaCTHUKOB MEXOYHAPOAHbIX KYNbTYPHbIX, CMOPTUMBHbIX MEPONPUATUA U  Y4aCTHMKOB
MEeXOYHapOAHbIX SKCNeaAnNLnI;

5) nevyeHnss KOHKPETHbIX XMBOTHbLIX B 300MapKax, a Takke XUBOTHbIX, BBO3MMbIX B Poccuiickyto deaepaunto
ONS y4acTusi B CNOPTUBHbBIX U 3PENULLHBIX MEPONPUATHUSIX;

(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

6) MCcnonb3oBaHUSA Ha TEPPUTOPUN MEXOYHAPOOHOrO MEQULIMHCKOTO KracTepa.
(n. 6 BBegeH deaepanbHbIM 3akoHOM OT 29.06.2015 N 160-d3)

2. B cny4yasix, npedyCMOTpeHHbIX 4acTbio 1 HacTosilen cTaTbk, JonyckaeTcsas BBO3 B Poccuickyto
depepaumio nekapCcTBEHHbLIX NPenapaToB, He 3aperncTpupoBaHHbIX B Poccunckon ®egepaunn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIE Npenaparbl, NpegHa3HavYeHHble Ans r'yMaHUTapHOW NomoLy (CoOoencTBMS) U MOMOLLIM
npy 4pesBblYaHbIX CUTyauusax, BBO3ATCA B Poccuiickyto ®degepaunto B nopsgke,  YCTaHOBNEHHOM
MpaBnTENLCTBOM Poccumckon depepauymum. Banpewaetcs BBO3 B Poccunckyto depepaumio
He3aperMcTpMpoBaHHbIX NEKApCTBEHHbIX NpenapaTtoB, MpPeAHa3HaYeHHbIX ANs  FYMaHUTapHOM  MOMOLLM
(copoencTaust) UNu NOMOLLM NMPU Ype3BblYalHbIX CUTYyaLUsX.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Ctatbs 51. COpr,CI,HVI‘-IeCTBO cbep,epaanoro opraHa MCMNONHUTENBbHOW BRacTy, YNOJIHOMOYEHHOIo B obnactu
TaMOXeHHOro gena, n gpyrux ynoyiHOMO4YeHHbIX (be/:l,epaanblx opraHoB NCMNONHNTENbHOW BNacTu

1. YnonHoMmouyeHHble benepanbHble opraHbl UCMONHUTENBLHOM BRacTu NPeaocTaBnsAlT B pacrnopsikeHne
hbefepanbHOro opraHa WCMOMHWTENbHOW BMacTW, YMNONMHOMOYEHHOro B 06nacTM TaMOXEeHHOro Jena,
rocyapCTBEHHbIV peecTp NeKapCTBEHHbIX CPEACTB, a Takke WMHGOPMaUMO O BblAaHHbLIX pa3peLleHusiX Ha BBO3
KOHKPETHOW MapTuUM NeKapCTBEHHbIX CPeACTB B CrydyasX, YCTAHOBMEHHbIX 4YacTbio 3 ctatbh 47 HacToswero
depepanbHOro 3akoHa.

2. ®epepanbHbll OpraH WCMONHUTENbBHON BRacTW, YMNOMHOMOYEHHbIN B 06facTu TaMOXEHHOro pAena,
WHPOpMMpYeT yKasaHHble B 4YactTm 1 HacToawen cTatbuM YNONHOMOYEHHble efeparnbHble  OpraHbl
NCMNONMHUTENbHOW BNacTu O BBO3e NleKapCTBEHHbIX cpeacTB B Poccunckyto Pegepaumio 1 BblBO3€ NeKapCTBEHHbIX
cpeacts un3 Poccuiickon depepaumm no ¢dopMe M B Nopsake, KOTopble YCTaHOBreHbl [lpaBuTenscTtBoM
Poccunckon ®egepaumn.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

naesa 10. PAPMALIEBTUMECKAA OEATENIbHOCTb



Cratba 52. OcywecTtBnenne dapMaLeBTUYECKON AeATENBHOCTH

1. ®apmaueBTuyeckasd  OeATENbHOCTb  OCYLECTBMASETCA  opraHu3auMsMu  ONTOBOW  TOProBnu
NeKkapCTBEHHbIMU CPeACcTBaMW, anTeyHbIMW OpraHusauusMy, BeTEepUHapHbIMM anTeYHbIMW  OpraHu3aumsaMu,
MHAMBUAOYANbHBIMW  MPeanpuUHUMATENSaSMY, UMELWUMU  NIMUEH3NI0 Ha  (hapmaueBTUYECKYl0 OesTeNbHOCTb,
MEOMUVHCKUMW  OpraHmsaumsamun, WMeWwnMn nNuueH3nio Ha dapMaueBTUYeCcKylo AesaTenbHOCTb, U UX
obocobneHHbIMM  NogpasgeneHusMyn  (ambynatopuamn,  denbaliepckumm U henbaLlepcKo-akyLepCcKuMm
nyHKTamu, ueHTpamu (oTaeneHnsmu) oben BpavyebHon (CemMenHON) NPakTUKK), PacnofiOXEHHbIMU B CENbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeuYHble OpraHusauuu, U BETEepMHapHbIMW OpraHmsauusamMu,
UMELLUMUN NULIEH3NI0 Ha hapMaLEeBTUYECKYI0 AeATENbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. ®dusmyeckme nuua MoryT ocyLecTBAATb papMaLeBTUYECKY AeATENbHOCTb NMPU HaNMYUmM BbICLLETO UMK
cpegHero dapmaueBTnyeckoro obpasoBaHus U cepTudmkata chneuwanucta, BbICWIETO WM CPedHEero
BETEpMHapHOro obpas3oBaHMs U cepTudumKkaTa cneumanucta, a Takke BbICLUEro WM CpegHero MeLMLUHCKOro
obpasoBaHus, cepTudukata cneumanucta M AONOMNHUTENBHOIO MNpodeccuoHanbHOro obpasoBaHus B 4acTu
PO3HUYHOW TOProBMM feKkapCTBEHHLIMU NpenapaTtamu Npu ycrosmmn nx paboTtbl B 060cobneHHbIX nogpasgeneHmsax
MELMLMHCKNX OpraHn3aunii, ykasaHHbIX B YacTu 1 HAcTOsLLEN CTaTbu.

(vacTb 2 B peq. PegepansHoro 3akoHa ot 27.07.2010 N 192-93)

Cratba 53. [lpogaxa, nepegaya neKapCTBEHHbIX CPEACTB OpraHuW3auusMyv  OMTOBOW  TOProBnu
nekapcTBEHHbIMW CpeacTBaMM

OpraHmsaumm OMNTOBOW TOProBNM NEKApCTBEHHbIMW CPEACTBAMW  MOTYT  OCYLUECTBRATb  MPOAAXY
nekapCTBEHHbIX CPEACTB MM NepefaBaTb UX B yCTAHOBINEHHOM 3akoHogatenbcTBoM Poccuiickon ®Pepepaumu
nopsigke:

1) ApyrMm opraHm3aumsmM onTOBOW TOProBnv NekapCTBEHHbIMY CPEeACTBaMY;

2) NpoM3BOAMTENSAM MNEeKapCTBEHHbLIX CPeACTB ANS Lenen NpoM3BOACTBA NeKapCTBEHHbIX CPeaCTB;

3) anTeyHbIM OpraHn3auunsam 1 BEeTEPUHAPHbIM anTeyYHbIM OpraHn3aumsam;

4) Hay4HO-UCCNeaoBaTENbCKUM OpraHM3aLmsam Ansi HayYHO-UcCrnegoBaTenbCKom paboThl;

5) nHavBnayaneHbIM NpegnpuHUMaTensaM, UMeLWNM NIMLEH3NI0 Ha hapMaueBTUYECKYI0 AeATENbHOCTb UNn
NVLEH3NI0 HA MEONLIMHCKYIO OeSTEeNbHOCTb;

6) MeaMLMHCKMM OpraHv3aunsiM, BeTepMHapHbIM OpraHn3aumsam;

7) opraHusaumsaM, OCYLLECTBNALWNM pa3BedeHne, BbipallBaHUe U COAEPXKaHNE KUBOTHBIX.

CtaTtbs 54. [MpaBnna onToOBOW TOProB/n NekapCTBEHHLIMY CPeaCcTBaMMU

OnToBasi TOProBns NEKapCTBEHHbIMW CPeACTBaMU OCYLLECTBMAETCS MNPOU3BOAMTENSMU NEKapCTBEHHbIX
CPEACTB M oOpraHu3auusiMM OMNTOBOW TOProBMM NEKAPCTBEHHLIMW CPEACTBaMM MO MpaBunaMm Haanexailewn
OVNCTPUOBLIOTOPCKOM MPaKTUKM U MpaBunaM Haanexallen npakTUKM XpaHeHUs U NEepPeBO3KU JEKAPCTBEHHbIX
npenapaToB,  YTBEPXAEHHbIM  COOTBETCTBYOLUMMW  YMNOMHOMOYEHHbIMW  dhefepanbHbiMM - OpraHamu
NCMONHUTENbHON BNacTu.

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

CtaTtbs 55. Nopsaok po3HUYHOM TOProBnY fieKapCTBEHHbLIMY Npenapatamm

1. Po3HMYHas TOProBnsl fiekapCTBEHHLIMU NMpenapaTtaMmy B KONMMYecTBax, HEOOXOAMMbIX AN BbINOSIHEHUS
BpayebHbIX (denbhlepckux) HasHayeHWd WnM  HasHayeHurn chneunanuctoB B obnactm  BeTepuHapuu,
OCYLLECTBMNAETCHA anTeYHbIMU OpraHvM3auusiMM, BETEPUHAPHBIMU anTeYHbIMU OpraHu3auusMm, UHOUBUAYaNbHLIMU
npeanpuHUMaTenaMi, WUMERLWUMU  FULEH3MKD  Ha  dapMaueBTUYECKYID  OEATEeNbHOCTb, MeAUMUMHCKMMU
OopraHusaumMsiMm, UMEKLUMM JULEH3NK Ha dapMaueBTUYECKYHD AeATEeNbHOCTb, U MX 000COBGNEeHHbIMU
nogpasgeneHnsmn (ambynatopusimu, denbaepckuMmmn U enbalepCcKo-akyLWepCkUMM MyHKTaMu, LeHTpamu
(oToeneHnsimn) obLuer BpavebHom (CeMenHON) NPaKTUKN), PacnoNoXEHHbIMU B CEMNbCKMX HACENEHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYHT anTeudHble OpraHuM3auun, U BETEPUHAPHLIMW OpraHM3aumMsiMi, UMEKLUMU JIMLEH3NI0 Ha
dapMaLeBTUYECKYD OeATeNnbHOCTb. Pa3spelleHa po3HMYHas TOProBMsi TOMbKO JIEKAPCTBEHHLIMM MpenapaTamu,
3apermctpupoBaHHbiMM B Poccuiickon ®egepauum  vnv U3roTOBIEHHLIMU  ANTEYHLIMW  OpraHM3aLusMu,
BETEPMHAPHBLIMU anTEYHbIMY OpraHn3auMaMu, UHAMBUAYaNbHBIMUA NPEAnPUHUMATENAMN, UMEOLWMMU NTMLEH3MNIO
Ha cdhapmaLeBTUYECKYIO AeATENbHOCTb. PO3HMYHAsA TOProBns fekapcTBEHHbIMY NpenapaTtaMy OCyLLEeCTBASIeTCSA No
npaBunaMm Hagnexallen anTteyHoW nNPaKTUKK, YTBEPKAEHHLIM YMONHOMOYEHHbLIM dedeparnbHbIM  OpraHoMm
WCNONHUTENBHON BNAcTU.



(B peq. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

2. Bvabl anTeyHbIX opraHuM3auuin v npasuna OTMyCka fleKapCTBEHHbIX MpenapaTtoB Ans MeAWLMHCKOro
NMPUMEHEHMS anTeYHbIMWM OpraHvM3auvaMy, MHAMBMAYaNbHbIMU NpeanpuHMMaTensaMy, UMEKLWMMN NNLEH3NI0 Ha
hapmaLeBTUYECKYIO OeATENbHOCTb, a TaKkke npasuna OTrnycka feKapCTBEHHbIX NpenapaTtoB A MEeAWLUHCKOro
NPUMEHEeHNs MeAMLUHCKMMMW OpraHM3aunsaMm, UMELWMMU NULEH3NI0 Ha (bapMaLeBTUYECKYO OeATENbHOCTb, N UX
obocobneHHbiMM  NogpasgeneHusMu  (ambynatopuamn,  denbaliepckumm U enbalepcKo-akyLepCcKuMm
nyHKTamu, ueHTpamu (oTaeneHusmu) obuien BpavyebHoOW (CeMenHon) NPakTUKM), PacnonoXeHHbIMU B CerbCKMX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHu3aumu, YTBEMKAAITCH YNONHOMOYEHHbLIM
deneparnbHbIM OpraHOM UCMOMHUTENBbHOW BNacTw.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. NpaBnna oTnycka HapKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3aperMcTpMpoBaHHbIX B KayecTse
fieKkapCTBEHHbIX NpenapaToB, JEeKapCTBEHHbIX MpenapaToB, COAepXaluMx HapKoTUyeckue cpeactea MU
MCUXOTPOMHbIE BELLECTBA, YTBEPXKAATCA YNOMHOMOYEHHBIM hegepanbHbiM OpraHOM MCMNOSTHUTENBLHOW BRiacTy no
cormnacoBaHuio ¢ dpegepanbHbIM OPraHoOM UCMOSNHUTENbHON BNACTW, OCYLLECTBASOWMM yHKUMKM No BbipaboTke
rocyfapCTBEHHOW MONUTUKW, HOPMaTUBHO-NPaBOBOMY PerynupoBaHuio, KOHTPOM U Haasopy B cdepe obopoTa
HapKOTMYECKUX CPEeACTB, MCUXOTPOMHbIX BELLECTB M MX MPEKypcopoB, a Takke B 0bnactu nNpoTMBOOENCTBUSA WX
He3aKkoOHHOMY 00OO0pOoTY.

4. JlekapcTBeHHble npenapaTtbl ANS BETEPUHAPHOrO MPUMEHEHUS MOAMEeXaT OTNYCKYy BeTepUHapHbIMU
anTeyHbIMXU  OpraHM3aunsaMn, BETEPUHAPHBIMW  OpraHuM3auusMu, WHAMBUAYaNbHbIMW  NPeanpUHUMaTEnsaMu,
NMELLUMUN NNLEH3NI0 Ha dhapMaLeBTUYECKYI0 AeATeNnbHOCTb. [1paBuna oTnycka nekapCcTBeHHbIX NpenapaTos Ans
BETEPMHAPHOIo NMPUMEHEHNS yTBEPXKAAaTCs YNOMHOMOYEHHbIM dheaeparibHbIM OpraHOM UCMONHUTENBLHON BNacTy.

5. MNepeyeHb MeAULMHCKMX OpraHn3auuni, MeLMX NNLEeH3NI0 Ha dapMaueBTUYECKY0 A4eATeNbHOCTb, U UX
060cobrneHHbIX nogpasgeneHunin (ambynaTopuii, denbawepcknx 1 enbalepcKo-akyLepCckUX NyHKTOB, LLEHTPOB
(oToenenwnin) obwielnt BpavyebGHOW (CEMENHOW) MPaKTMKK), PaACMONOXKEHHbIX B CEMbCKUX HACENeHHbIX MyHKTax, B
KOTOpPbIX OTCYTCTBYIOT anTe4Hble OpraHM3auun, a TaKkke nepedeHb nekapCTBEHHbIX NpenapaToB (3a UCKoYeHneM
HapKOTUYECKNX NeKapCTBEHHbIX NpenapaTtoB M MCUXOTPOMHbIX feKapCTBEHHbIX NpenaparToB), NpoAaaa KOTOPbIX
MOXET  OCYyLeCTBMAATbCA  YKasaHHbIMM  OpraHusaumsaMm n  ux  060coBNeHHbIMW  nogpasaeneHnsMu,
yCTaHaBMNMBaKTCA OpraHammn UCMONHUTENbHOM BNacTh cydbektoB Poccunckon egepaumn.

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. AnTeyHble oOpraHuM3aumv, UHAMBUAOYaNbHbIE  NPeanpuHMMaTeny, UMelLWmMe  MUMUEH3WI0  Ha
hapmaLeBTUYECKYl0 [OesaTenbHOCTb, 06s3aHbl obecneunBaTb yTBepXKAeHHbIn [lpaButenbcTtBoM Poccuickon
degepaummn 1 opMUMpyeMbIi B YCTAHOBIIEHHOM WM MNOPSAKE MWHMMarnbHbI aCCOPTUMEHT JeKapCTBEHHbIX
npenapaToB, HeOOXOANMbIX AS1A 0Ka3aHUA MeOULIMHCKON NOMOLLW.

(4acTb 6 B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

7. AnTeuyHble opraHu3auuu, UWHOMBMAYanbHble MPeAnpuHUMaTeny, WMelLlue  NULEH3MI0  Ha
dapmaLeBTUYECKYIO OEATENbHOCTb, HapsAdy C JlekapCTBEHHbIMM Npenapatamu MMeoT npaBo npuobpeTtatb u
npogaBaTb MeAMUMHCKME u3genvs, Aes3vHuuMpylolme cpeactsa, npeaMeTbl M CPeAcTBa MMYHOW TUMMEHbI,
nocyay ANS MeguMUMHCKMX Luenen, npegMeTbl W CpeAacTBa, npedHasHadeHHble And yxoga 3a 6ombHbIMK,
HOBOPOXAEHHbIMM N AeTbMW, HEe AOCTUILIMMMK BO3pacTa Tpex feT, OYKOBYH OMTUKY M CPeacTBa yxoda 3a Hew,
MUHepanbHble BoAbl, NPOAYKTbI Ne4ebHOro, AeTCKOro 1 AMeTNYeCcKoro nuTaHus, Gronornyeckn akTmeHble gobasku,
napdoMepHble 1 KOCMeTUYecKMe CpeacTsa, MeauLMHCKNE U CaHUTapHO-MPOCBETUTENbHbIE MeYaTHble U3gaHus,
npegHasHa4YeHHble AN nponaraHgbl 300poBoro obpasa XunsHu.

(B pea. PegepanbHbix 3akoHoB OT 27.07.2010 N 192-93, o1 25.11.2013 N 317-93)

8. [eatenbHoCTb anTeuyHbIX opraHusauun BoopyxeHHbix Cun Poccuiickon ®epepaunn, OpPYrux BOWUCK,
BOMHCKNX (hOPMUPOBaHWIA M OpraHoB, B KOTOPbIX 3akoHodaTenbcTBoM Poccuiickon ®epepauum npegycMoTpeHo
NPOXOXAeHMe BOEHHOM Cnyx0bl unu deaeparnbHOM rocyaapcTBeHHON cnyx0bl, CBA3aHHOW C NPaBOOXPaHUTESNbHOW
[eATenNbHOCTbIO, pernaMmeHTMpyeTcs HacToawmnm ®eaepanbHbIM 3aKOHOM U YTBEPKOEHHBIMU COOTBETCTBYHOLLMMMU
heaepanbHbIMA OpraHaMu WCNOMHUTENbHOW BRactTu nonoxeHuamu. KoHTponb 3a cobniogeHvem yka3aHHbIMU
anTeyHblMXM  OpraHuM3auMsMM  MONOXeHWh  HacTosawero  degepanbHOro  3akoHa  OCYLLECTBMSETCA
COOTBETCTBYHLWNMN pegepanbHbIMM OpraHamMmmn UCMONTHUTENBHON BNacTy.

(B peq. PegepanbHoro 3akoHa ot 13.07.2015 N 262-03)

CraTbs 56. M3roToBneHne 1 oTnyck NieKapCTBEHHbIX NpenapaTos

1. NsroTtoBneHune NNeKapCTBEHHbIX MnpenapaTtoB anTeYHbiIMU opraHnsaunamMun, BeTepuHapHbIMU anTe4vYHbIMU
opraHusaumamun, wuHOuBMAyarnbHbIMKU  nNpeanpuHnMmartenamu, uUuMerwmMmmn JnnuueH3n Ha d)apmaueBTquCKyro
0eATeNIbHOCTb, OCYLEeCTBIIAETCA Mo peuentamMm Ha NneKapCTBeHHble npenapartbl, no Tp86OBaHMF|M MeaNLMHCKNX
opranaaLu/M, BeTepMHapHbIX opraHmsau,Mﬁ B COOTBETCTBMM C nNpaBuiiamMmn U3IroToBrieHNMA U OTNyCKa
NekapCTBEeHHbIX npenapartoB, YyTBepXAeHHbIMU YNOJIHOMOYEHHbIM (bep,epaanblM opraHom MCMNONHUTENBbHON
BacTu.



2. Tlpy WM3roToBrEHWN NEKAPCTBEHHbIX MpenapaToB anTeyHbiMM OpraHvM3auusiMM, BeTepUHaPHbLIMM
anTe4yHbIMX  OpraHuM3aumsMu,  UHAMBUAYanbHbIMW  MPEeanpUHUMATENAMKU,  UMEKWMMW  FIMUEH3NK  Ha
apmaLeBTUYECKYID  OeATeNnbHOCTb,  UCMOMb3yloTcs  (hapmaueBTUYECKMe  CyOCTaHUWMW,  BKIHOYEHHbIE
COOTBETCTBEHHO B [OCY4apCTBEHHbIA PEecTp IeKapCTBEHHbIX CPeACTB AN MEAULMHCKOro MNpUMEHEHUST U
rocy4apCTBEHHbIA PeecTp NeKkapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHUS B YCTAHOBNEHHOM NOPSAKe.
He ponyckaetca W3rotoBneHwe anTevHbiMW OpraHusauuMsiMn, BeTepUHapHbIMUM anTevHbIMX OpraHm3aunsiMu,
WHOUBMAYANbHbIMW  NPEANPUHUMATENSAMM, UMELWMMA  NULEH3UI0 Ha ¢dapMaLeBTUYECKYD [OeATeNbHOCTb,
neKkapcTBEHHbIX NpenapaToB, 3aperncTpnpoBaHHbix B Poccuickon deaepaumm.

3. MapkupoBka nekapcTBeHHbIX NpenapaToB, U3rOTOBIEHHbIX anTeYHbIMWU OpraHM3aunsammn, BeTepmHapHbIMU
anTeYHbIMX  OpraHuM3auusMu,  UHAMBUAYaNbHbIMW  MPEeanpUHUMATENsMM,  UMEKLWUMU  NNLEH3N0  Ha
dhapmaLeBTUHECKYIO OEATENbHOCTb, U OPOpPMIIEHNE TaKMX NpenapaTtoB AOMKHbI COOTBETCTBOBATb MpaBuiam,
yKa3aHHbIM B 4acTu 1 HacCToSALWEN CTaTbMm.

4. AnTeuHble opraHv3auuv, BeTEepUHApHbIE anTeyHble OpraHv3auuv, MHOVBWAYanbHble NpeanpuHMMaTenu,
nUMeroLwmne NMUEH3No Ha apMaLeBTUYECKYO AeATeNbHOCTb, HECYT OTBETCTBEHHOCTb 3a HECOOMAeHNe NpaBus
M3roTOBIMEHNST W OTNyCKa JIeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM C 3akoHOoAaTenbCTBOM Poccumnckon
depepauymm.

CraTbs 57. 3anpeLueHne npoaaxm hanbcMnLMpoBaHHbIX nekapcTBEeHHbIX cpeacTs,
HeaobpoKayYeCTBEHHbIX NEKAapPCTBEHHbIX CPeaCTB, KOHTPaMaKTHbIX NEKAPCTBEHHbIX CPeacTB

Mpogaxa danbCcUMULUMPOBaHHBLIX NEKAPCTBEHHbIX CPeacTB, HEeAO0OPOKAYECTBEHHbIX NeKapCTBEHHbIX
CPeAcTB, KOHTpadaKkTHbIX FIeKapCTBEHHbIX CPEACTB 3anpeLyaeTcs.

Cratba 58. XpaHeHne nekapCTBeHHbIX CpeacTs

1. XpaHeHue neKkapCTBEHHbIX CPEACTB OCYLUECTBMSAETCS NPOU3BOAUTENSMU JIEKAPCTBEHHbLIX CPeacTB,
opraHusaumsiMm ONTOBOW TOProBMW fieKAapCTBEHHbIMUM CPEACTBaMU, anTe4HbIMM OpraHn3aLmsaMm, BETEPUHAPHBIMA
anTeYyHbIMM  OpraHusaumMsMn,  WHAMBMAYaANbHbIMKM  MpeanpuHUMaTeENnaMK,  UMEKLUMU  NIMLUEH3NK  Ha
dapMaLeBTUYECKYD OeATEeNbHOCTb WU NINLEH3NIO  Ha  MEOUUUHCKYH OeATENnbHOCTb, MeOULUHCKUMM
opraHusaumsiMm, BeTEpPUHAPHbIMW OpraHn3aumsiMm M MHbIMW OpraHu3aumnsaMn, OCYLLECTBNALMMN obpalleHune
NEeKapCTBEHHbIX CPeACcTB. XpaHeHne NnekapCTBEHHbIX CPEACTB A1 BETEPUHAPHOIo NPUMEHEHUS OpraHn3aumnsMm u
WHAUBMAYaANbHLIMU NpeanpUHUMaTENsaMN B Clydasax, €Cri OHU UCNOSNb3YOTCA UCKMIOYUTENBHO MpU pa3BedeHun,
BblpalNBaHUN, COAEPXAHUM W JIEYEHUN XMBOTHBLIX, MOXET OCYLLECTBNATLCA 6e3 nonyvyeHus nuUeH3nuM Ha
hapMaLeBTUYECKYIO OESATENBHOCTD.

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

2. lNpaBuna XxpaHeHWUs1 neKkapCTBEHHbIX CPEACTB YTBEpPXOalTCs COOTBETCTBYIOLLMM YMNONHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

3. XpaHeHMe HapKOTUYECKMX JeKapCTBEHHbIX CPeACTB, MCUMXOTPOMHbLIX JEKAapCTBEHHbLIX CPeacTs,
pagnodapMaLeBTUYECKMX NEKAPCTBEHHbIX CPEACTB OCYLIECTBNAETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuickon ®egepauun.

CraTbs 58.1. [pegMeTHO-KONMMYECTBEHHbIV YYeT NeKkapCTBEHHbIX CPEACTB A1 MEeANLMHCKOrO NPYMEHEeHNs
(sBegeHa ®epepanbHbIM 3aKoHOM 0T 25.12.2012 N 262-$3)

1.  lMepeyeHb  neKapCTBEHHbIX  CPEACTB  ANS  MEAMUMHCKOrO  NPUMEHEHUsl,  noafiexalumx
NpeaMeTHO-KONMYECTBEHHOMY YUeTY, YTBEPXKAAETCSA YNOTHOMOYEHHBIM (heaepanbHbiM OpraHoM UCMOMHUTENbHOM
BMacTu.

2. lMopsipok BKMAOYEHUST NEKAPCTBEHHbIX CPEeACcTB AN  MEAMUMHCKOrO NPUMEHEHUS B  nepeyveHb
nekapcTBEHHbIX CPeACTB Ans MEAMUMHCKOro MPUMEHEHUs, noanexalumMx npeaMeTHO-KOIMYECTBEHHOMY YYeTy,
ycTaHaBnMBaeTCsl YNONMHOMOYEHHbIM befepanbHbiM OpraHoOM WCMOSNHUTENbHOM BNacTM MO COrfacoBaHMIO C
deneparnbHbIM OPraHoM UCMOMHUTENBHOW BRacTu, OCYLLECTBASIOWNM (PYHKUMM NO BbipabOTKe rocyaapCTBEHHOW
MONMUTUKM, HOPMAaTMBHO-MPABOBOMY PEryrnvMpoBaHUiO, KOHTPOMIO U Haasopy B cdepe o6opoTa HApKOTUYECKMX
cpencTB, NCUXOTPOMHbIX BewecTB U UX NPEeKypcopoB, a TakKkKe B obnactu I'IpOTI/IBOp,eVICTBI/IFl MX He3aKOHHOMY
obopory.

3. lNpeaMeTHO-KONNYEeCTBEHHbIA Yy4eT feKapCTBEHHbIX CPeAcTB AN MeAULMHCKOro NpUMEHeHus BeayT
NMPOVU3BOAUTENN NEKAPCTBEHHBLIX CPEACTB, OpraHM3auuM OMTOBOW TOProBNM JieKapCTBEHHbIMKM CpeacTBaMu,
anTeyHble opraHusauuv, UHOMBUAYanbHble NpeanpUuHMMaTENn, UMelLMe FMUEH3U0 Ha dapmaleBTUYEeCKyo
OESATENbHOCTb MU NUUEH3UIO Ha MEOULMHCKYIO AeSTeNbHOCTb, U MeAULMHCKME OpraHu3aunm, ocylecTBhsoLWme
obpallleHne NekapCTBEHHbIX CPEACTB ANs MEAMUMHCKOrO NPUMEHEHUS, NyTemM permcTpaumm nobbix CBA3aHHbIX C
nx obpalleHneM onepauui, Mpu KOTOPbIX WU3MEHSIETCA WX KOMMYECTBO U (MNM) COCTOSIHME, B CreumarnbHbIX



XypHanax y4eTta onepauun, CBs3aHHbIX ¢ obpalleHMeM NekapCTBEHHbIX CPEACTB AJ1 MEOULMHCKOrO NPYMEHEHMS
(oanee - cneumanbHble XXypHarbl).

4. TlpaBuna perncTpaumm onepauuin, CBs3aHHbIX C OOpalleHMeM JeKapCTBEHHbIX CpeacTB  Ans
MEeOMULMHCKOrO NPUMEHEHMS, BKIMIOYEHHbIX B NEepeYeHb NIekapCTBEHHbIX CPEACTB AN MEeOULMHCKOrO NPUMEHEHWS,
noanexawmx npeaMeTHO-KONMMYEeCTBEHHOMY Y4YeTy, B CrneumarnbHbIX XypHanax v npasuna BeOeHUS U XpaHeHusi
crneumanbHbIX XXypHanoB yTBEPXKAAKTCS YNONMHOMOYEHHbIM beieparnbHbIM OpraHoM UCMOMHUTENbBHOW BRacTy.

5. KoHTponb 3a cobntogeHMemM npasui perucTpauum onepauunm, CBa3aHHbIX ¢ obpaleHMeM nekapcTBeHHbIX
CPeAcTB ANst MeAULMHCKOrO NPUMEHEHNSs], BKIMIOYEHHbIX B NepeYveHb NekapCTBEHHbIX CPeacTB Ans MeAULMHCKOro
NpUMEHeHWs, MOAMNexallmx npeaMeTHO-KONMYEeCTBEHHOMY Y4YeTy, B CreumarnbHbIX XypHanax, a Takke 3a
cobnogeHnemM npaBun BEAEHMSI M XPaHEHMS1 CreuManbHbIX >KYpHanoB BoO3naraetcsl Ha YMNoOSIHOMOYEHHbIE
denepanbHble OpraHbl MCMOMHUTENbHOW BNacTU M oOpraHbl MCMOSHUTENBHOW Bractu cyobekToB Poccuiickon
depepaumu, ocylwlecTBNALLWME NULEH3NPOBAHNE NPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB, dhapmaueBTUYECKON
OEeATeNbHOCTU U MEeOULMHCKON OeATENbHOCTU, U OCYLLECTBIISETCS B paMKaX NIMLEH3MOHHOIO KOHTPOSS.

naea 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHoBaHusA K NnopAAOK YHUYTOXEHUA NeKapCTBEHHbIX CpeacTB

1. HepobpokayecTBeHHble nekapCTBeHHble cpeAcTBa, hanbcmdurunpoBaHHbIe NekapCcTBEHHble CPeacTBa
nognexaT M3bATUMIO M3 00paLLeHnss U YHUYTOXEHUIO B Mopsake, ycTaHoBneHHoM [lpaBuTenbcTBoM Poccumnckon
®epepaumn. OcHOBaHMEM AN  YHUUTOXEHWS FNEKapCTBEHHbIX CPeAcTB SABMASETCA peleHue Bhagernsua
NeKkapCTBEHHbIX  CpPefcTB, pPeLlleHMe  COOTBETCTBYIOLLEro  YNofiHOMOYEHHOro  dhedepanbHOro  opraHa
NCMNOMHUTENbHOW BNACTW UMK peLleHne cyaa.

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

2. KoHTpadhakTHble nekapCTBEHHble cCpeacTBa noanexar U3bATUMIO M3 OBpalleHuns U YHUYTOXEHU Mo
peweHntio cyaa. [lopagok YHUMUYTOXEHMA  KOHTpadaKTHbIX EeKapCTBEHHbIX CPEeACTB YyCTaHaBnvBaeTcs
MpasutenbctBOoM Poccuiickon ®epepaunn.

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

3. Pacxoppl, cB3aHHbIE C YHUUTOXEHMEM KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB, HeJoOpOKayeCTBEHHbIX
nekapcTBeHHbIX cpecTB, hanbCUdPULMPOBaHHBIX NTEKapCTBEHHbIX CPEACTB, BO3MELLAIOTCA UX BNagernbLem.

4. Bnapgeney nekapCcTBEHHbIX CPeACTB [OIPKEH NpeacTaBUTb B YMNOMHOMOYEHHbIN defeparnbHblii opraH
NCMOMHUTENbHOW BNacTu AOKYMEHT UMW 3aBEPEHHYI0 B YCTAHOBIEHHOM MOPsSiAKe ero Konuto, NnoAatsBepxaatolme
aKT YHUUTOXEHMS NeKapCTBEHHbIX CPeaCTB.

5. CooTBeTCTBYIOLWMN YNONHOMOYEHHbIA eaepanbHbll OpraH MCNOMHUTENbHOW BNAacTW, NPUHSABLUMNA
peleHne 06 YHUUTOXEHUW NeKapCTBEHHbIX CPEACTB, OCYLUECTBNAET KOHTPOSIb 3@ UX YHUYTOXEHMEM.

6. YHUYTOXEHME NeKkapCTBEHHbIX CPeACcTB NMPOVM3BOAMTCS OpraHu3auusiMyv, UMEKLUMU COOTBETCTBYIOLLYIO
nVUeH3no, Ha crneuvanbHO 000pyooBaHHbIX Mfowagkax, MOMAuMroHax W B crneuunanbHO 060pyaoBaHHbIX
nomelleHusx c cobniogeHvem TpeboBaHWn B 06MacTM oOXxpaHbl OKpyXalowen cpedbl B COOTBETCTBUMM C
3akoHogatenbcTBoM Poccuiickon ®eagepaunn.

7. HapkoTuyeckue  nekapcTBeHHble  CPeacTBa, NMCUXOTPOMHbLIE  JleKapCTBEHHbIE  CPEAcCTBa,
pagvodapMaLeBTUYECKUE NEeKapCTBEHHbIE CPEACTBA YHMUYTOXAKTCA B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuinckon ®egepaumn.

Fnasa 12. TOCYOAPCTBEHHOE PEIrYJIMPOBAHME LIEH
HA NNEKAPCTBEHHbBIE NMPEMNAPATbI ANA MEAUUUWHCKOIro NPUMEHEHUA

Ctatbs 60. Focyp,apCTBeHHoe perynmpoBaHne uUeH Ha JnekapCTBeHHble npenapartbl Anda MeauunHCKOro
NnpuMeHeHnsA

[locynapcTBeHHOe perynupoBaHWe LieH Ha nekapcTBeHHble npenapaTbl And MeOULUHCKOro MpuMeHeHUus
OCYLLLeCTBMSIETCS NOCPeaCTBOM:

1) yrtBepxgeHus [paButenbctBom Poccuiickon Pepepaumm NEpeYHst XU3HEHHO HeoOXOoOUMbIX WU
Ba)XXKHEMNLUNX JIEeKApCTBEHHbIX MpenapaToB, KOTOPbI CHOPMMPOBAH B YCTAHOBIIEHHOM MM MOPSAKE Ha OCHOBE
KOMMJIEKCHOM OLIEHKM NeKapCTBEHHbIX NpenapaToB, BKMOYas aHanus cBefeHUA O CPaBHUTESNbHOM KIMHUYECKOM
achbekTMBHOCTM N 6E30MacHOCTU NEKAPCTBEHHOIO CPEACTBA, OLEHKY 3KOHOMUYECKUX MOCNeACTBUA NMPUMEHEHUS
NEKapCTBEHHOro CpeacTBa U U3yYeHne OOMNONHUTENbHbBIX MOCNEeACTBUN MPUMEHEHUS NIEKAPCTBEHHOIO CPeACTBa;
(n. 1 B peq. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-d3)

2) yTBEPXOEHUST METOOUKM YCTAHOBMEHUSI MPOU3BOAUTENSIMUA JIEKAPCTBEHHbIX NpenapaToB MNpenernbHbIX
OTMNYCKHbIX LIEH HA NEKApCTBEHHbIE NpenapaTbl, BKMYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOOUMBIX U BaXKHENLLMX
NeKapCTBEHHbIX NpenapaTtos, a Takke BHeAPEHUSs MEXaHU3MOB (hOPMMUPOBaHUST CUCTEMbI pePEPEHTHBIX LiEH;

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



3) rocynoapCTBEHHOW perMcTpauun YCTAHOBIEHHbIX MPOM3BOAUTENSIMU NEKapCTBEHHbLIX MpenapaToB
npeAenbHbIX OTMNYCKHbIX LIEH HA JIEKAapPCTBEHHbIE NpenapaTthbl, BKIOYEHHbIE B NEpeYeHb XXU3HEHHO HEOOXOANMBIX U
Ba)KHENLLUNX NIeKapCTBEHHbIX NpenapaTos;

4) BegeHNs rocygapCTBEHHOrO peecTtpa npeaenbHbIX OTNYCKHbIX LleH Npou3BOAUTENEn Ha NeKkapCTBEHHbIe
npenapartbl, BKMOYEHHbIE B NepPeYeHb XKN3HEHHO HEOBXOOUMbIX U BaXKHENLUNX NIEKAPCTBEHHbIX NpenapaTos;

5) yTBEpXOEeHMs METOAMKU YCTaHOBMNEHWUS OpraHamu WCMNOMHUTENbHOM BnacTu cybbekTtoB Poccuiickon
degepaumm npegenbHbIX pasMepoB ONTOBbIX HaabaBOK M nNpedenbHbIX pasMepoB PO3HUMYHbLIX HagbaBOK K
aKTUY4ECKUM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MNPOU3BOAMTENSAMM FEKapCTBEHHbIX MpenapaTtoB, Ha
NneKapcTBEHHbIE npenapaTbl, BKMNIOYEHHbIE B MEPeYeHb XXM3HEHHO HEOOXOANMbBIX U BaXXHEWMLLUNX NEKapCTBEHHbLIX
npenapartos;

6) ycTaHOBNEHUs npedesibHbIX pPasMepoB OMNTOBbIX HaA0aBOK WM MNpedernbHbIX pPasMepoB PO3HUYHbIX
HaabaBOK K (pakTU4YECKMM OTMYCKHbIM LieHaM, YCTaHOBEHHbIM NPON3BOAUTENSIMM NIEKAPCTBEHHbIX NpenapaToB, Ha
NeKapCTBEHHble npenapaThbl, BKIYEHHbIE B MepeYeHb XU3HEHHO HEOOXOAMMBIX U BaXKHEMLLIUX JEeKapCTBEHHbIX
npenapartos;

7) yTBEPXAEHUS NopsaKka Bblgady npeanucaHuin opraHaM MCMoNHUTENbHOW BriacTu cybbekToB Poccuinckom
degepaumn 0 npuBedeHMM B COOTBETCTBME C 3akoHodaTenbcTBom Poccuiickon ®depepaumm pelleHun o6
YCTaHOBMEHMM NpefenbHbiX pasMepoB ONTOBbIX HAAOaBOK M MpeaenbHbIX Pa3MepoB PO3HMYHBIX HaabaBoOK K
aKTUY4ECKUM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MNPOU3BOAMTENSAMM FEKapCTBEHHbIX MpenapaTtoB, Ha
NeKapcTBEHHbIe npenapartbl, BKIYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXHEMLUNX JNEKaPCTBEHHbIX
npenapaToB, eCnv OHW MPUHATLI C HapylweHuem 3akoHogaTenoctBa Poccunckon ®depepauun, B nopsgke,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon Pepepaumu;

8) HanpaBneHus yNofHOMOYEHHbIM defepanbHbiM — OpPraHoOM — UCMOMHWUTENBbHOW  BRacTu  opraHam
NCNONHUTENBHON BnacTn cydobektoB Poccunckon degepaumy npegnucaHnuini 0 NpUBEAEHMUM B COOTBETCTBUE C
3akoHogatenbctBoM Poccuickon ®Pegepaumm NpUHATBIX C  HapylleHMeM 3akoHogaTenbcTBa Poccuiickomn
depepaumn peweHnii 06 ycTaHOBNEHUM NpeaenibHbIX pa3MepoB ONTOBbIX HaAbaBOK M MpederibHbIX pasMepoB
PO3HMYHbIX HAAbaBOK K LleHaM Ha NeKkapCcTBeHHbIe Npenaparbl, BKIIOYEHHbIE B NepeyYeHb XXU3HEHHO HEOBXOAMMbIX
N BaXXHENLLUNX NEeKapCTBEHHbIX NpenapaTtos;

9) ocywiecTBneHusa denepanbHOro rocygapCTBEHHOrO Hazasopa B cdepe obpalleHus nekapCTBEHHbIX
CPEACTB U PEernoHanbHOro rocyaapCTBEHHOIO KOHTPOMsS 3a NPUMEHEHWEM LieH Ha NeKapCTBEHHble mnpenapaTtbl
COOTBETCTBEHHO  YMOMHOMOYEHHbIMX  ddefeparnbHbIMU  OpraHamMu  UCMOMHUTENbHOM BRacTu U opraHamm
ucnonHutTenbHoW Bractu cybbektoB Poccuickon ®Pegepauuym CcCornacHo WX KOMMETeHUMM B nopsgke,
ycTaHoBneHHoM [NpasuTtensctBom Poccuiickon depepaumu;

(n. 9 B peq. ®enepansHoro 3akoHa o1 25.06.2012 N 93-93)

10) npumeHeHNs NpeyCMOTPEHHbIX 3akoHoAaTenbCTBOM Poccuinckon degepauun Mmep OTBETCTBEHHOCTU 3a

HapyLleHne nopsigka LeHoobpa3oBaHMs Ha XXU3HEHHO HEOBXoaMMble N BaXKHENLIME NeKapCTBEHHbIE NpenaparTbl.

Cratbss 61. [ocyaapcTBeHHasi perucTpauusi yCTaHaBlMBaeMblX MPOU3BOAUTENSMU NEKAPCTBEHHBIX
npenapaToB npefenbHbIX OTMNYCKHbIX LeH Ha fiekapCTBEHHble Mnpenapatbl, BKMOYEHHbIE B NEPEYEHb XU3HEHHO
H€O6XOLI,I/IMI:IX M BaXKHEMLInx NleKapCTBEeHHbIX NnpenapaTtoB
(8 pea. PegepanbHoro 3akoHa ot 08.03.2015 N 34-03)

1. YcTaHaBnvBaemble NPOU3BOAMTENSMM NEKAPCTBEHHbIX NMpenapatoB NpeferibHble OTMYCKHble LieHbl Ha
NeKapCTBEHHbIE npenapaTbl, BKIYEHHbIE B MEPEYEHb XMU3HEHHO HEOOXOOAUMbIX U BaXXKHEWLIUX NeKapCTBEHHbIX
npenapaTos, NoAnexaT rocyaapCTBEHHON perncTpaunmn B nopsake, yctaHosrneHHoM [paBuTtenscTBoMm Poccuiickomn
denepaumm.

(vyacTtb 1 B pea. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

2. Ha ocHoBaHuM nogaHHoro o 1 okTabpsi kagoro roga 3asiBieHMst NPOW3BOAUTENSI NeKapCTBEHHbIX
npenapaTtoB, BKITOYEHHbLIX B MepevYeHb XMU3HEHHO HeobXoOoMMbIX W BaXKHEWLUMX NeKapCTBEHHbIX MpenapaTos,
3aperucTpyupoBaHHas  npefenbHas  OTNYCKHas LEeHa Ha  JeKapCTBEHHbIM  npenapaT MOXeT  ObiTb
nepeperncTpypoBaHa oguH pas B KaneHgapHoM rogy B nopsgke, yctaHoBneHHoM [paButensctesoMm Poccumnckon
depepauymm.

(vactb 2 B pen. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

2.1-2.2. Ytpatvnu cuny ¢ 1 nionga 2015 roga. - PegepanbHbin 3akoH o1 08.03.2015 N 34-03.

3. PacyeT npepgenbHbIX OTNYCKHbIX LEH, yKasaHHbIX B 4actax 1 M 2 HacToswen cTtaTbu, nNpu KX
rocygapCTBEHHOW perucTpauMmM unuM nepeperncrpaumm OCYLWECTBMNSETCS B COOTBETCTBMM C  METOAUKOWN,
yTBepxaeHHon MNMpaButensctBoM Poccunckon ®efepaumm 1 yunuTbiBaloLen, B YaCTHOCTH:

1) cobnogeHne GanaHca MHTEPECOB NOTPebUTENEN NeKapCTBEHHbIX MPenapaToB, BKMOYEHHbIX B NepeyeHb
XKN3HEHHO HEOOXOAMMbIX W BaXXKHEWLWMX TNeKapCTBEHHbIX nNpenapaToB, M MNpoM3BOAUTENEN FNeKapCTBEHHbIX
npenapaToB, BKMOYEHHbIX B NepeveHb XN3HEHHO HEOOXOAMMbBIX 1 BaXKHEWLLMX NIEKapCTBEHHbIX NpenapaTos;

2) dakTnyeckyto OTMYCKHYIO LIeHY Ha nekapcTBEHHble npenapaTtbl B Poccuiickon depepaumm, LeHy BBO3a



nekapcTBeHHbIX npenapatoB B Poccunckyto degepauuto, a Takke LEHbl Ha aHanorMyHble rekapCTBeHHble
npenapaTbl, Haxoasiwuecs B obpalweHun B Poccuinckon degepaumu;

3) 3aTpaTbl NPON3BOANTENS NEKAPCTBEHHOIO NpenapaTta Ha NPOW3BOACTBO M peanu3aunio NeKkapCTBEHHOMO
npenapara;

4) ueHy Ha NekapCTBEHHbIN NpenapaTt UHOCTPAHHOIo NPOU3BOACTBA, €ro LeHy B CTpaHe Npou3BoauTens v B
CTpaHax, B KOTOpbIX npenapaT 3aperncTtpupoBaH un (MnM) B KOTOpble MOCTaBMSAETCS WHOCTPaHHbIM
npovssBoguTenem.

(vactb 3 B pea. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

4. He ponyckatoTca peanusaums n oTNycK NeKkapCTBEHHbIX NpenapaToB, BKNIOYEHHbIX B NepeYvYeHb XXU3HEHHO
HeOoOXOAMMbBIX W BaXKHEWLUMX NEeKapCTBEHHbIX MNPenapaToB, Ha KOTOPble€ MPOU3BOAUTENSAMU JEKapCTBEHHbIX
npenapaToB He 3aperncTpupoBaHa npefernbHasi OTMYCKHAs LeHa, peanusauus M OTNyCK MpOou3BOAUTENSMU
nekapCTBEHHbIX NpenapaToB MO LieHaM, NPeBbIlLaLLMM 3aperMcTpupoBaHHbie NpedernbHble OTMYCKHbIE LieHbl Ha
nekapcTBeHHbIe MpenapaThl, a Takke peanu3aunst n OTNYCK JIeKapCTBEHHbBIX MpenapaToB OpraHn3aLmsamMmn OnToBON
TOProBNM U PO3HUYHOW TOProBMAWM EKApCTBEHHbIMW MNpenapataMum MO LEeHaM, YpOBEHb KOTOPbIX C y4eTOM
npeaenbHoOM ONTOBOM HaabaBkm M npedenibHOM PO3HMYHOM HagbaBKku MpeBbllaeT pasmMep akTUyecKomn
OTNYCKHOW LEHbI.

(vacTb 4 BBegeHa PegepanbHbiv 3akoHoM OT 08.03.2015 N 34-93)

5. OcobeHHOCTM rocyfapCTBEHHOrO perynupoBaHns npedefibHbiX OTMYCKHbIX LieH Ha feKapCTBEHHbIE
npenapaTtbl, BKMOYEHHbIE B MEepeYeHb XXU3HEHHO HEOOXOAMMBIX U BaXXHEWLIUX FEeKapCTBEHHbIX MpenapaToB, B
3aBUCUMOCTM OT 3KOHOMMYECKUX M (MNKN) coumanbHbIX KpUTEpPUEB (M3MEHEHME YCINOBUW, Mopsigka M CTOMMOCTM
NpovM3BOACTBA JIEKAPCTBEHHbIX NpenapaToB, MWCNOMb30BaHME HOBbIX OpM, MeToAoB U cnocobos
rocy4apCTBEHHOIO PEryriMpoBaHns LEH Ha NeKapCTBEHHble MpenapaTbl, B TOM YMCIe Ha OCHOBE MeXaHu3ma
pedepeHTHOro LeHoo6pa3oBaHus, N3MEHEHNIA NMOpsiAKa OKa3aHWMs MEeOWULMHCKOW MOMOLUM, U VHbIE U3MEHEHUS)
ycTaHasnumeatotca lNpaButenbctBom Poccuiickon ®egepaunn.

(vacTb 5 BBegeHa PegepanbHbiv 3akoHoM oT 08.03.2015 N 34-903)

CraTtbsa 62. [ocynapCTBEHHbIN peecTp NpederibHbiX OTMYCKHbIX LEeH MPOu3BOAUTENEN Ha NneKapCTBEHHble
npenapaTbl, BKIMOYEHHbIE B NEPeYeHb XN3HEHHO HEOBXOAMMbIX U BaXKHEWLLWX NeKapCTBEHHbIX NpenapaToB

1. 3apernctpupoBaHHble MNpeaernbHble OTMYCKHble LeHbl Ha INeKapCTBEHHble npenapaTtbl, BKMOYEHHbIE B
nepeyvyeHb >XM3HEHHO HeOOXOAMMbIX W BaXXHEWWWUX FeKapCTBEHHbIX MpenapaToB, MoanexaT BKIYEHUO B
rocyapCTBEHHbIV peecTp npedefibHbIX OTMYCKHbIX LEeH MPOouM3BOAWTENEeN Ha neKkapCTBeHHble npenapaThbl,
BKITHOYEHHbIE B NEPeYEHb XU3HEHHO HEOOXOOUMBIX Y BaXKHENLLMX NTIEKAaPCTBEHHbIX MPenaparToB.

2. [ocypapCcTBeHHbIN peecTp npefernbHbIX OTNYCKHbIX LeH NPOn3BOAMTENEN Ha NekapcTBeHHbIe npenaparthl,
BKITIOYEHHbIE B MEPeYeHb XN3HEHHO HEODXOOUMBIX U BaXKHEWLUMX NEKAPCTBEHHbIX MpenapaToB, COAEPXUT B cebe
cneayroLLyro UHopmaumio:

1) HaumeHoBaHve pJepxaTend wnu Bragenbla pPerucTpauuoHHOro YOOCTOBEPEHUS NeKapCTBEHHOro
npenapaTa, HaMMeHOBaHWe NPou3BOAUTENS NeKapCTBEHHOro npenaparta, MeCcTo HaxOXAeHUs NPOn3BOACTBEHHbIX
nnowanokK, y4acTBylOLMUX B NpoLecce Npou3BoacTBa NEKapCTBEHHOro npenapara, ¢ ykasaHnem ctaguv npouecca
NpoOu3BOACTBA;

(n. 1 B peq. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-03)

2) HaMMeHOBaHWe NnekapCTBEHHOro npenapaTa (MexayHapogHOe HenaTeHTOBaHHOe, UMW rPpynnUPOBOYHOE,
U1 XMMMYeCcKoe 1 TOProBoe HauMeHoBaHs);

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

3) HOMep permcTpaLmMoHHOro yaoCTOBEPEHUS NeKapCTBEHHOMo npenapara;

4) nekapcTBeHHas ¢opMa C ykasaHMeM [03MPOBKM NeKapCTBEHHOro npenapaTta W ero KonvyectBa BO
BTOPWYHOM (MOTPEeOUTENBCKOWN) YNakoBKe, a TAKKe KOMMIEKTHOCTb;

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

5) 3apervctpupoBaHHas npegenbHas OTNycKHas LieHa B pyonsx;

6) pata U HOMep npuKasa YMNOIHOMOYEHHOro dbedeparnbHOro opraHa WCMNOMHUTENbHON BnacTu o
rocyfapCTBEHHOW perucrpauuun, nepepernctpauun npefenbHoOn OTNYCKHOW LEeHbl Ha NekapCTBeHHbIW npenapar,
BKITHOYEHHbIN B NepeYeHb XXU3HEHHO HEOBXO0AMMbBIX U BaXKHEMLLMX NeKapCTBEHHbIX NpenapaTos;

(n. 6 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7) LWUTPUXOBOW KO, HAHECEHHbBI HA BTOPUYHYIO (MOTPEOUTENBCKYHD) YNaKOBKY NIEKApCTBEHHOMO Npenapara;
(n. 7 BBegeH ®egepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) ko4 nekapCTBEHHOro npenapata Mo aHaTOMO-TepaneBTUYEeCKO-XMMUYECKOM  Knaccudukaumm,
pekomeHaoBaHHOM BceMmnpHon opraHusaumen 3gpaBooxXpaHeHms.

(n. 8 BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

3. TlocynapcTBeHHass perucTpaums npefenbHbIX OTMAYCKHbIX LEeH Ha nekapcTBeHHble npenaparthl,

BKIIOYEHHbIE B MEPEYeHb XWU3HEHHO HEOBXOAMMbIX M BaXHEWWMX MeKapCTBEHHbIX nNpenapaTtoB, BedeHue



rocy4apCTBEHHOIO peecTpa npederfibHbIX OTMYCKHbIX LieH NPOM3BOAWTENEN Ha IeKapCTBEHHble npenaparhbl,
BKJTHOYEHHbIE B MepeyeHb XN3HEHHO HEOOXOAMMbBIX N BaXXHENLLNX NIEKAPCTBEHHbBIX NpenapaToB, OCYLLECTBSATCA
B Nopsiake, yctaHoBrneHHoM [paButensctBoM Poccuinckon denepaumm.

Cratba 63. YcTaHOBneHuMe opraHamu MWCNONHUTENBHOW BnacTn cybbekToB Poccuiickon ®egepaumu
npefenbHbIX pa3mMepoB OMNTOBbIX HaabaBOK M MpedernbHbIX PasMepoB PO3HUYHbIX HaAbaBoOK K hakTUyeckum
OTMNYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENSAMMU FEKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHbIe
npenapaTbl ANS MEQULMHCKOrO NPUMEHEHNS

1. OpraHbl ucnonHUTenbHOM BnacTn cybbektoB Poccunckon Pepepaummn ycTaHaBnMBalOT NpeferibHble
pa3Mepbl ONTOBbIX HAaA0aBOK M NpeAenbHble pa3Mepbl PO3HUYHbIX HaA0aBOK K (hakTMYECKMM OTMYCKHBbIM LieHaMm,
YCTaAHOBMEHHbLIM NPOU3BOAUTENAMU NEKapPCTBEHHbIX NpenapaToB, Ha NekapcTBEHHble npenapaTbl, BKMIOYEHHbIE B
nepeyveHb XN3HEHHO HEOOXOOMMbBIX U BaXKHEWLUMX NEKapCTBEHHbIX NPenapaToB, B COOTBETCTBUUN C YTBEPXKAEHHON
B nopsake, yctaHoBrneHHoM [lpaButensctBoM Poccuiickon ®degepaumu, MeTOOMKOW YCTaHOBMEHWUS opraHamu
ncrnonHuTenbHoW Bnactn cybbektoB Poccuiickon Pepepaumm npefernibHbIX pasMepoB OMNTOBbIX HagbaBOK W
npegenbHbIX pasmMepoB  PO3HMYHBLIX HagbaBOK K (PAKTUYECKMM  OTMYCKHbIM  LeHaM, YCTaHOBMEHHbIM
npoussoauTensMu NeKapCTBEHHbIX MpenapaToB, Ha fekapCTBEHHble npenaparbl, BKAYEHHblE B MepeyveHb
XKW3HEHHO HEOOXOAUMBIX W BaXHEMWWX JeKapCTBEHHbIX npenapatoB. [IpoekTbl pelleHurd opraHos
ncnonHuTenbHon Bnactn cybbektoB Poccunckon ®egepauun 06 ycTaHOBNEHUM U (MNN) N3MEHEHWUW NPEAerbHbIX
pa3MepoB ONTOBbLIX HAA6aBOK M NpedernbHbIX Pa3MepoB PO3HUYHbIX HaABaBOK K (hakTUYEeCKMM OTMYCKHbIM LieHaM,
YCTaHOBMEHHbIM NPOM3BOAMTENSIMU NEKapCTBEHHbIX NPenapaToB, Ha NeKkapCTBEHHbIE npenaparbl, BKIOYEHHbIE B
nepeyvyeHb XXU3HEHHO HEOOXOOMMbBIX M BaXKHEWLUMX NEeKapCTBEHHbIX MpenapaToB, Mogsiexart COrnacoBaHWiO C
henepanbHbIM OPraHoOM UCMOMHUTENBHOW BRacTW, YNOMHOMOYEHHbIM OCYLLECTBMAATL MPaBoOBOE perynupoBaHve B
cdepe rocygapCTBEHHOIO perynupoBaHus LeH (TapudpoB) Ha ToBapbl (ycnyru), B nopsigke, YCTaHOBIIEHHOM
MpasutenbctBOoM Poccuiickon ®epepaunn.

(B peq. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHusauumm onTOBOM TOProBMAv M (MnM) anTeyHble opraHnsauun, MHAMBUAYanbHbIe NpeanpuHuMaTenm,
nMelLwmne nNMUEeH3no Ha dapmaueBTUYeCKyl0 OEeaTeNbHOCTb, OCYLECTBASIT peanu3aumio  NekapCTBEHHbIX
npenapaToB, BKMIOYEHHbIX B NEpeYeHb XU3HEHHO HEeOBXOAMMbIX M BaKHEWLMX NeKapCTBEHHbIX npenapaTos, Mo
LeHaM, YpOBEeHb KOTOPbIX HE MpeBbIaeT CyMMy (PakTUYeCKON OTMYCKHOW LieHbl, yCTaHOBNEHHOW npoussogutenemM
neKkapcTBEHHbIX npenapaToB 1 He NpeBbILLAaloLWen 3aperMcTpupoBaHHON NpeaensHON OTMYCKHOW LieHbI, U pa3mep
onTtoBoW HapbaBku W (MnM) pasMep PO3HUYHOW HaabaBKM, He MpeBbllalrolme COOTBETCTBEHHO pa3mepa
npegenbHon onToBow Hagbaskn M (UnNn) pasmepa NpefenbHON PO3HUYHON HaabaBKW, YCTAHOBIEHHbIX B CyObeKTe
Poccuinckon degepaumn.

3. OpraHbl ucnonHuTenbHoM BriacTn cyobekToB Poccuiickon ®epepaunn pasmewarot B cetn "UHTepHeT"
unn onyobnuKoBbIBaAOT MHGOPMAaLMIO O 3aperMcTpUpoBaHHOW NpefenibHOMW OTMYCKHOW LEeHe Ha NeKapCTBEHHble
npenapaTbl, BKIHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXXHEMLUMX NEKapCTBEHHbIX npenapartos, 06
yCTaHOBMEHHbIX B cybbekTe Poccuiickon Penepaumm pasmepe npefenbHon onToBow Hagbaeku v (unu) pasmepe
npegenbHon pPoO3HWYHOM HagbaBKM K YCTAHOBMEHHbIM  NPOM3BOAMTENSMW NEKapCTBEHHbIX MpenapaToB
aKTU4eCKMM OTMYCKHbIM LEeHaM Ha feKkapCTBEHHble npenapatbl, BKMAOYEHHble B MNepeyYeHb XWU3HEHHO
HeOobOXOAMMbIX Y BaXXHENLLNX NeKapCTBEHHbIX NpenapaTtos, U 06 yKasdaHHOW B YacT 2 HACTOsILLEN CTaTby CyMMe.
MHdopmMauus, npeaycMoTpeHHas HacTosLWen YacTblo, AOMMKHA pa3meLLaTbCs Takke B anTeyHblX opraHnsaumsax B
OOCTYMHOW Ansi CBeAeHMs BCEX 3anHTEepeCcoBaHHbIX NuL, hopme 1 0GHOBRATLCA MO Mepe ee onybnnkoBaHus.

4. TlpuHATble C HapylweHuem 3akoHogaTenbctBa Poccuickon degepaumm  pelleHus opraHos
ucnonHuTensHon Briactu cybwekta Poccuiickon ®egepauum o6 ycTaHOBMEHUM MpefenbHbIX Ppa3MepoB OMTOBbIX
HagbaBoOK M MpefernibHbIX Pa3MepPOB PO3HMYHbLIX HA40aBOK K 3aperMcTpMpoBaHHbIM MNpPeferibHbIM  OTMYCKHbIM
LeHaM Ha IneKapCTBEHHble MpenapaTtbl, BKIOYEHHbIE B MEPEeYeHb XXMU3HEHHO HEOOXOOAUMBIX W BaKHEWLIMX
nekapCTBEHHbIX NpenapaToB, noanexar oTMeHe B cyaebHoM nopsake.

Fnaea 13. MOHUTOPUHI 2OPEKTUBHOCTU N BE3OMACHOCTHU
NEKAPCTBEHHbIX NPEMNAPATOB, HAXOOALLIUXCA B OBPALLUEHUA
B POCCUMACKOW ®EOEPALIUU

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

Cratba 64. PapmakoHaa3op
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. JlekapcTBeHHble npenapaTbl, Haxogswmecs B obpaweHun B Poccuiickon Pepepauuu, nognexar
MOHUTOPUHIY 3(PEKTUBHOCTU N 6E30NacHOCTM B LENSAX BbISABIEHUS BO3MOXHbIX HEraTMBHbIX MOCNEACTBUA UX
NPUMEHEHWS, MHOUBMAYANbHON HENEepPEeHOCUMOCTHU, NpeaynpexaeHns MeguumnHCKMX paboTHUKOB, BETEPUHAPHbIX
cneumanucToB, MauneHTOB WM BnagesibLEeB XMBOTHLIX M UX 3aWuTbl OT NPUMEHEHUS TaKUX JFeKapCTBEHHbIX



npenaparos.

2. ®dapmakoHaasop OCYLeCTBNSeTCA COOTBETCTBYHOLWMM YNOMHOMOYEHHbIM defeparibHbiM  OpraHoMm
WCMONMHUTENbHOW BracTu B YCTAHOBIIEHHOM WM Mopsigke NyTeM aHanmsa npeaocTaBnsieMon cybbektamu
obpalleHnss nekapCcTBEHHbIX CPEACTB MHGOPMauMM O MOBOYHbIX OENCTBUSX, HexenaTenbHbIX peakuusx,
Cepbe3HbIX HeXenaTemnbHbIX peakuusX, HenpeasuaeHHbIX HeXenaTenbHbIX peakuusax npu  nNpUuMeHeHun
NneKkapcTBeHHbIX npenapaTtoB, 00 MHOMBMAYanbHOW  HEMEpPeHOCUMOCTW,  OTCYTCTBUM  3(P(PEKTUBHOCTM
neKapcTBEHHbIX NpenapaTtos, a Takke 06 MHbIX hakTax u 06CcToaTenbCTBAX, NPEACTaBNALLMX YrPO3Y XUSHU UK
300pOBbI0 YeroBeka NMBO XMBOTHOIMO MpPU MPUMEHEHUM NEKAPCTBEHHbIX MPenapaTtoB U BbISIBMEHHbIX Ha BCeEX
aTanax obpalleHusa nekapcTBeHHbIX npenapatoB B Poccuiickon ®enepauumn n gpyrux rocygapcraax.

3. CybbekTbl o0bpaleHus JeKapCTBEHHbIX CpeacTB B MNopsigke, YCTAHOBMNEHHOM  YMONTHOMOYEHHbIM
deneparnbHbIM OpraHoM MCMOMNHUTENBHON BriacTu, 0653aHbl coobLWaTh B YNOMTHOMOYEHHbIN deaeparnbHbI opraH
WCMONMHUTENbHOW BMAcTM O MOOOYHBIX OEWCTBUSX, HEeXenaTeNbHbIX peakuMsix, CepbesHbiX HeXenaTenbHbIX
peakumsix, HenpeaBUOEHHbIX HeXenaTemnbHbIX peakuusx Mpu NPUMEHEHWW NeKapCTBEHHbIX npenapaTtoB, 06
WHAMBUOYaNbHOW HEMEPEHOCMMOCTU, OTCYTCTBMU 3(PEKTUBHOCTU NIEKAPCTBEHHbBIX NpenapaTos, a Takke 00 UHbIX
daktax n obCcTosATENbCTBAX, NPEACTABMNSALWUX YIPO3Yy XU3HWM UMW 300POBbIO YeroBeka NMBO XMBOTHOrO Mpu
NPUMEHEHUMN TNEKAPCTBEHHbIX MNpenapaToB W BbIABMNEHHbIX Ha BCeX 3Tanax obpalleHus nekapCTBEHHbIX
npenapaToB B Poccuiickon ®egepaumm n gpyrux rocygapcraax.

4. [epxatenun wunu Bnagenblbl PErucTpauMoHHbIX YAOCTOBEPEHUN TNEKApCTBEHHbIX MpenapaTos,
opuandeckme nuua, Ha MM KOTOPbIX BbldaHbl paspelleHrMsl Ha MNpoBedeHue KITMHUYECKUX UccnenoBaHun B
Poccuinckon ®egepauun, nubo ynonHOMOYEHHbIE UMK OpYyrue puguyeckne nuua B pamkax obecneyeHus
6e30MacHOCTU NEeKapCTBEHHbIX MpenapaTtoB B MOpsAKe, YCTAaHOBNEHHOM COOTBETCTBYHOLUUM YMNOSHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOMHUTENBHOW BniacTu, 06s3aHbl OCYLLECTBATL Npuem, ydeT, obpaboTky, aHanu3 u
XpaHeHue MnocTynawwmux B MX agpec OT cyOobektoB obpalleHus neKapCTBEHHbIX CPeacTB W OpraHoB
rocy4apCTBEHHOW BMacTM COOOWEHUN O MOBOYHbIX [OEWCTBUAX, HeXenaTenbHbIX peakuusiX, CepbesHbIX
HexxenaTtenbHbIX WU HenpeaBUAEHHbIX HeXenaTenbHbIX peakumsax npyu NpUMeHeHWN nekapcTBEHHbIX npenapaTos,
06 O0COBEHHOCTAX WX B3aMMOOEWCTBMA C OPYTUMW  NIEKAPCTBEHHbIMM  NpenapatamMu, WHAMBUAYanbHOWN
HENepeHoCMMOCTH, a Takke 06 MHbIX hakTax n 0b6CcToATENBCTBAX, MPEACTABNSOLWMNX YTPO3Y XMU3HU UMK 300POBbIO
YyenoBeka fMbO XXMBOTHOMO UMK BNUAKOLLMX HA M3MEHEHUE OTHOLUEHUSI OXMAAEMOMW NOJMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS NeKapCTBEHHbIX NpenapaToB.

5. llpu BbISABNEHMM WUHOPMaAUMN O CEPbE3HbIX HEXenaTemnbHbIX peakuusax u HenpeasuaeHHbIX
HexenaTenbHbIX peakumsax npy NPUMEHEHNN NekapCTBEHHbIX NpenapaTtoB, 06 0COOGEHHOCTAX UX B3aMMOOENCTBUSA
C OpYrMMu NeKapCTBEHHbIMU Npenapatamu, UHAUBUMAYANbHOW HEMEpPeHOCUMOCTM, a Takke 00 MHbIX hakTax u
06cToATENBCTBAX, BAMSIOWMX HA U3BMEHEHME OTHOLLEHUS OXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
nekapcTBEHHbIX MnpenapaToB, AepXatenu Wnu Bnagenblbl PerucTpaLyoHHbIX YOOCTOBEPEHWUA NeKapCTBEHHbIX
npenapaToB, lOpuaudeckMe nuua, Ha UMs KOTOPbIX BblAaHbl paspelleHus Ha npoBefdeHue  KIMMHUYECKUX
nccrnegoBaHun B Poccuiickon Pepepaumun, nmbo ynonmHOMOYEHHbIE MW OpYyrue opuandeckme nvua obsizaHbl
NPUHATL Mepbl, HanpasfeHHble Ha YCTpaHeHWe HeraTMBHbIX MOCNeACTBUN MPUMEHEHUS TakuX feKkapCTBEHHbIX
npenapaToB, NpeaynpexaeHne NpuYMHEHUs Bpeaa XnsHu Unv 30opoBbio YenoBeka NIMBO XMBOTHOIO, 3almTy KX
OT NMPUMEHEHUS TakuUX NEKAPCTBEHHbIX MPEenapaToB, Ha OOMOMHUTENbHbIN COOP AaHHbIX 00 3PEKTUBHOCTU U
6€e30MacHOCTU TakMX fNIeKapCTBEHHbIX NpenapaTos.

6. 3a HecooOLlleHMe unn COoKpbiTUE WHOPMaUUM, MNPegyCMOTPEHHOW 4YacTblo 3 HacTodAwen craTbM,
aepxatenu unu Bnagenblbl PErMCTPaLMOHHBLIX YOOCTOBEPEHMWI NEKAPCTBEHHBIX NpenapaTos, opuanyeckue nuua,
Ha UMS KOTOPbIX BblAaHbl pa3peLleHus Ha NPoBeAEHME KMMHUMYECKUX mccnenoBaHui B Poccuiickon deaepaumuy,
nnbo ynonHOMOYEHHbIE MW OpYyrie puanyeckme nuua, a Takke OOMPKHOCTHbIE Nuua, KOTOpbIM 3Ta HopMauns
cTana M3BecTHa Mo poay ux npodeccuoHanbHOW OeATernbHOCTU, HEeCYyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuinckon ®eagepaunn.

7. Tlpu nonyyeHuu YMNONMHOMOYEHHbIM dhefeparibHbiM OpraHoM WCNOMHUTENBHOM BRACTU B pamkax
OCyllecTBMneHMs uM apmakoHag3opa [okasaTenbCTB O HeCOOTBETCTBUW NEeKapCTBEHHOro npenapaTta
YCTaHOBMEHHLIM TPeOOBaHMAM MMM NPUK MOMYYEHUM NHPOPMALMN O HECOOTBETCTBUM OaHHbLIX 00 3¢ EKTMBHOCTU
M o 0e30nacHOCTU JIeKapCTBEHHOrO npenapata [[aHHbIM O JIeKapCTBEHHOM nMpenaparte, COAEPXALUUMCS B
WHCTPYKLUMM MO €ro npuMeHeHuto (B TOM 4MCIe BbISBMEHHBIX B XO4e OCyLlecTBneHust dapmakoHaasopa
KOHTPOJTbHO-HAA30PHBIMU  OpraHaMy  MHOCTPaHHbIX TOCYyAapCTB), YMOJTHOMOYEHHbIM bedepanbHblii  OpraH
WCNOSTHUTENBHON BNACTU B YCTAHOBIIEHHOM MM MOPSIAKE pacCcMaTpuBaeT BOMPOC O NPUOCTAHOBMAEHWUM NPUMEHEHNSI
TaKoro fiekapCTBEHHOroO npenapara.

Cratbs 65. NpuoctaHoBneHe NPUMEHEHNSI NTeKapCTBEHHOIO NpenapaTta
(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

1. I'Ip|/| nony4yeHun MH(bOpMaLI,I/II/I O HeXenaTtellbHbIX peakundax npu npuMmeHeHnn nekapcTtBeHHOro
npenapara, He YKa3aHHbIX B WHCTPYKUMM NO NpPpUMEHEHUI JeKapCTBEHHOro npenaparta, Ccepbe3HblX



HexernaTenbHbIX peakuusix, 06 0COGEHHOCTAX ero B3anMOAENCTBUS C APYrMMU NeKapCTBEHHbIMW MpenapaTtamu,
KOTOpble MOryT MNPeACTaBnsATb Yrpo3dy >KU3HW WM 300POBbH  4YeroBeka 5nMbO XMBOTHOFO, a Takke O
HEeCOOTBETCTBMM AaHHbiX 00 3ddeKkTMBHOCTM U O 6Ge3onacHOCTW FEeKapCTBEHHOro npenapata AaHHbIM O
nekapcTBEHHOM nMpenapaTe, codepXallMMcsl B MHCTPYKUUMM MO €ro nNpUMEHEeHWo, B TOM 4ucne ot
YMOMHOMOYEHHbBIX OPraHOB WHOCTPaHHbIX rocyaapcTB, OOMeH KOTOPOW OCYLLeCTBNAETCA B COOTBETCTBUU C
cornaleHnsiMn Mexay yrnormHOMOYEHHbIM beaepanbHbIM OpraHoOM UCMOMHUTENbHOW BNACTU U YNOMHOMOYEHHbIMU
opraHamu WHOCTPaHHbIX rOCYAapCTB, YMNONHOMOYEHHbIN heaepanbHbli  OpraH WUCMNOMHUTENBHOM  BNacTu
paccmaTtpvBaeT BOMPOC O BO3MOXHOCTU MPUOCTaAHOBMEHUs OobpalleHns Takoro nekapcTBEHHOro npenapaTta B
nopsifike, yCTaHOBNEHHOM YNONTHOMOYEHHbIM heepanbHbiM OpraHoOM UCMONTHUTENBHOW BNacTu.

2. Tlpy HeUCNONMHEHUW UNU HeHagnexalwlem UCMOMHEeHUW JepXaTensamu wunu  Bnagenbuamu
perncTpauMoHHbIX YOOCTOBEPEHWIN EKapCTBEHHbLIX MpenapaToB, PUOUYECKMMW FMUAMKW, Ha MMS KOTOPbIX
BblJaHbl paspelieHnss Ha NpOBEAEHUE KIMHWYECKMX wuccnegosaHui B Poccuiickon ®depepauun, wnm
YNOJSTHOMOYEHHBIMA VMW APYTUMU IOPUANYECKUMU NNLaMU 065S3aHHOCTEN, YCTAHOBIEHHbIX YacTaMn 3 u 4 ctaTbm
64 HacToswero PefepanbHOro 3akoHa, NMMOO B cryyasx MpeacTaBfeHUsi COOTBETCTBYHOLMUM YNOMHOMOYEHHbBIM
defepanbHbIM OPraHoOM MCMOSTHUTENBHOW BMAcTW 3aKIHYEHNss O HE4OCTOBEPHOCTM Pe3ynbTaToB KIIMHUYECKOrO
nccneaoBaHUs NekapcTBEHHOro npenapara Ans MeAuMUMHCKOro NpYMEHEHMUs, KOTOPOe OCHOBAHO Ha pesynbTaTax
NPOBEPKN MEOULVHCKOW OpraHvM3auuu, NpoBOAMBLLEN yKa3aHHOE KIIMHWYEeCKOoe UccnefoBaHMe C HapylleHuem
npaBun Hagnexailen KNMHUYECKOW MPakTUKWA, U MPUBENO K MOMYYEHUI HEeLOCTOBEPHbIX pe3ynbTatoB, NMbo B
Crny4ae HeBbIMOMHEHUSA NpeanucaHnsi, BblAAHHOrO YNOMHOMOYEHHbIM dbefeparnbHbiM OpraHoM MCMOMHUTENbHOWN
BNacTM no WUTOraM OCYLLEeCTBNEHUS BbIGOPOYHOrO KOHTPOMsS KayecTBa JlIeKapCTBEHHOro npenapara,
YMOMHOMOYEHHbIN doefeparnbHbIi OpraH UCNOMHUTENbHOW BRacT B YCTAHOBNEHHOM MM MOPsiAKe paccMmaTtpuBaeT
BOMPOC O NPUOCTAHOBIEHNM NPUMEHEHNSA TaKOro NeKapCTBEHHOMO Npenapara.

Cratbs 66. MHdopmauus o pesynbTaTtax papmakoHagsopa
(B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

YNonHOMO4YeHHbIN dheaepanbHbI OpraH MCNOMHUTENbHOW BRacTW, OCYLLECTBNALWMIA dapMakoHaasop,
Haxogswmxcsa B obpalteHnn B Poccunckon depepaumm, no pesynbtatam papmakoHaasopa pasMeLlaeT Ha CBOeM
odmumansHoM cante B cetn "UHTepHeT" MHMOpMauMio O NPUHATBIX PELIEHUSX O BHECEHWUM W3MEHEHUS B
WHCTPYKUMIO NO MPUMEHEHUI0 NEKapCTBEHHOro npenapara, O NPUOCTAHOBIEHUW MPUMEHEHUS NEKapCTBEHHOro
npenapata, 06 u3bATMM M3 obOpalleHMs NeKkapCTBEHHOro npenapata WM O BO30OHOBMEHWM MNPUMEHEHUS
nekapCTBEHHOro npenaparTa.

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

Mnasa 14. UHOOPMALINA O NNEKAPCTBEHHbIX NPEMAPATAX
CraTbs 67. MiHdopmaumsa 0 nekapCTBEHHbIX NpenapaTax

1. ViHcbopMaumst o0 nekapCcTBEHHbIX Mpenapartax, OTnyckaemblX Mo peuenTy Ha NeKkapCTBEHHbIA Npenapart,
JOIKHA copdepXaTbCsl TONMbKO B CreuvanvavpoBaHHbIX W34aHusiX, MpegHasHayeHHbIX AN MEeAMLMHCKUX,
hapmMaLieBTUYECKNX, BETEPUHaPHbIX paGoTHMKOB. MHopMaLmMsi 0 NekapcTBEHHbIX Npenapartax Ans crneuuannucTos
B 06nacTy obpalleHUsi NekapCTBEHHbIX CPeACTB MOXET codepXKaTbCs B MOHOrpadmsix, CrpaBoOYHUKAX, HayYHbIX
cTaTbaX, B AOKNafdax Ha KOHrpeccax, KoHepeHUUsX, CUMMOo3NyMax, Hay4HblX COBETaXx, a TakkKe B MHCTPYKUMSX MO
NPUMEHEHMI0 NEKapCTBEHHbIX NpenapaTos.

2. MHdopmauums 0 nekapcTBeHHbIX NpenapaTtax, oTnyckaembix 6e3 peLenTta Ha NnekapCTBEHHbIV npenapar,
MOXET cofepxaTbCsi B NyOrnmkauusix u o6bsiBNeHusiX CpeacTB MacCoBOM MHopMaL MK, CneuuanusmpoBaHHbIX U
0oBLMX MevaTHbIX W3OaHUAX, MHCTPYKUMAX MO MPUMEHEHUI0 NEeKapCTBEHHbIX MpenapaToB, WHbIX W3gaHWsaX
CyObekToB OOpalleHusi NekapCTBEHHbIX CpeAcTB. PeknamHble maTtepuanbl O JfeKapCTBEHHOM rMpenapare,
oTnyckaeMom 6e3 peLienTa Ha NekapcTBEHHbI NpenapaT, A0MKHbI COOTBETCTBOBATb MHCTPYKLUUM MO NPUMEHEHUIO
nekapcTBEHHOro npenapara.

3. OonyckaeTcs Ucnonb3oBaHue NobbiXx MaTepuarbHbIX HOCUMTENEN, NO3BONAKLIMX XpaHUTb, Nepeaaeatb U
MCnonb3oBaTh MHGOPMaLMIO O NIEKapCTBEHHbIX NpenapaTax 6e3 ee UCKaXKeHus.

Mnaea 14.1. OTPAHUYEHUA, HANATAEMbIE
HA OPIrAHU3ALNN, OCYLLECTBNAIOWMUE OEATENBHOCTb
MO OBPALLEHWIO NEKAPCTBEHHbIX CPEACTB

(BBeaeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

Cratba 67.1. OrpaHunyeHus, Hamaraemble MpU OCYLECTBMEeHUN JesTenbHOCTM B cdepe obpalleHus
NNeKapCTBEHHbIX CpedCTB



1. OpraHusaumu, 3aHuMMaroLwmecs pa3paboTKoW, MPOM3BOACTBOM M (MnM) peanu3auuen NeKkapCTBEHHbIX
npenapaToB ANA MeQULMHCKOro NPYMeHeHUs, opraHusaumm, obnagarLlime npasamm Ha UCMoNb3oBaHNME TOProBOro
HauMeHOBaHWSA NEeKapCTBEHHOro npenaparta Ans MeAMUMHCKOro NMpUMEHEeHWs, opraHv3auun OnTOBOW TOProBmu
nekapCcTBEHHbIMU CPeACTBaMU, anTeyHble opraHusauun (MX NpeactaBUTenu, MHble buanyeckne n rpuandyeckme
nvua, OCyLEeCTBSOWME CBOK [AEATENbHOCTb OT MMEHW 3TUX OpraHv3auui) B OTHOLEHUU MeOMLMHCKUX
paboTHMKOB M pyKOBOAUTENEN MEOULNHCKUX OpraHu3aLlmi He BrpaBse:

1) Bpy4aTb NOAApKM, BbiNnadMBaTb AEHEXHble CPEACTBA (3a UCKITIOYEHNEM BO3HArpaXkKaeHU no orosopam
nNpu NpoBeAEeHUU KITMHUYECKUX WCCReAOBaHUN NeKapCTBEHHbIX MpenapaToB Ans MeAUMLMHCKOro NPUMEHEHWs,
BO3HarpaxgeHum, CBA3aHHbIX C OCYLIECTBNIEHMEM MEeOUUMHCKUM pabOoTHWKOM neparornyeckon un (Mnv) HayyHom
AeATenbHOCTM), B TOM YMChe onnavmBaTb pasBrneveHus, oTaplX, Mpoess K MecTy OTAbixa, a Takke npusnekaTb K
y4acTuio B pa3BriekaTesibHbIX MeponpusATMsAX, NPOBOAMMBIX 3a CHET CBOUX CPEACTB;

2) 3akno4aTh cornalleHns O HasHayYeHnn UM pekoMeHgauun nauMeHTam fekapcTBEHHbIX NpenapaToB Ans
MEAMLMHCKOrO MPUMEHEHNS (32 WCKMIYeHWeM [OroBOpPOB O MPOBEAEHMM  KIMHWYECKMX — MCCredoBaHui
rieKkapCTBEHHbIX NpenapaToB Ans MeANLMHCKOro NPUMEHEHUs);

3) npepoctaBnATb O6pasubl NMeKapCTBEHHbIX MpenapaTtoB ANA MeAUUMHCKOrO MNPUMEHEeHWs B Lensx
BpyYeHMs nauueHtTam (3a MCKMNIOYEeHWEeM Cry4aeB, CBSA3aHHbIX C MPOBEAEHWEM KIMMHUYECKMX MWCCreaoBaHWn
nekapCTBEHHbIX NpenapaToB ANs MeQULMHCKOTO NPUMEHEHNS);

4) nNpenocTaBnATb HEOOCTOBEPHYIO M (MNW) HEMONHYIO WHMOPMAaUMIO O NeKapCTBEHHbIX MpenapaTtax Ans
MEeONLMHCKOTO NPUMEHEHNS;

5) nocewatb uMx B paboyee BpeMs Ha paboumMx MecTax, 3a MWCKMIOYEHWEeM CryyaeB, CBS3aHHbIX C
NpoOBeAEHUEM KIMHUYECKUX WCCregoBaHWA NeKapCTBEHHbIX npenapaToB Ans MEeOMUMHCKOTO NPUMEHEHUs, C
yyactTmeMm B nopsigke, yCTaHOBMEHHOM pyKoBOAMTENEM MEAWLMHCKOW opraHv3aumun, B CODPaHUAaX MeaMLMHCKAUX
pabOTHUKOB N WHbIX MEPOMNPUATUSX, HamnpaBMNeHHbIX Ha MOBbILEHNEe WX NPOdECCUOHANBHOrO YPOBHA UMW Ha
npegocTaBneHve MHGOPMauun, CBA3aHHOW C OCYLLEeCTBIEHMEM MOHWTOPUHra 6e30MacHOCTU neKapCTBEHHbIX
npenapaTos;

6) nobyxaaTb K BbIMUCbIBAHNIO NEKapCTBEHHbIX NpenapaTtoB Afns MeOUUMHCKOro NpvMeHeHus Ha GnaHkax,
copepXawux MHgopmMaumio peknamMHOro xapakrepa, a Takke Ha peuenTypHbix BrnaHkax, Ha KOTOpbIX 3apaHee
HaneyaTaHO HaVMMEHOBaHWe NeKkapCTBEHHOro NpenapaTa Ans MeguLMHCKOro NPUMEHEHUS.

2. OpraHusauun, ykasaHHble B ab3aue nepBoM 4YacTu 1 HacToswen ctaTbM, U UX NpeactaBuTenn B
OTHOLWeHWN hapmaleBTU4ECKNX paboTHMKOB U PYKOBOAMTENEN anTeyHbIX OpraHu3aLumnin He Bnpase:

1) BpyyaTb nogapku, BbinfavyMBaTth AEHEXHble cpedcTBa, B TOM 4YuCrie OnfaynuBaTb pasBeyeHus, oTablX,
npoesa K MecTy OTAblXa, MU MpuBMeKkaTb K y4acTUO B pasBrieKaTeNbHbIX MEeponpusaTUAX, NPOBOOUMBIX 3@ cyeT
CBOMWX CPEACTB;

2) npepocTaBnATb 006pasubl NEKapCTBEHHbIX NpenapaToB ANs MeAMLMHCKOro NPUMEHEHUs AN BpyYeHus
HaceneHuio;

3) 3aknoyaTtb cornalleHus O NPearioXEeHNN HacerneHuio onpeaeneHHbIX NeKapCTBEHHbIX NpenapaToB Ans
MEANLMHCKOro NMPUMEHEHUS;

4) npepocTaBnsaTb HEAOCTOBEPHYIO U (MMM) HEMONHY MHAOPMaUMIo O NeKapCTBEHHbIX MpenapaTtax Ans
MEOMUMHCKOrO MPUMEHEHWs,, B TOM 4uCMe UMEKLWMX OOUHAKoBOe MexAyHapogHOe HenaTeHToBaHHoe
HavMeHoBaHue.

CraTtba 67.2. TpeboBaHua K OpraHuM3aumMm U MPOBEAEHUI0 HayYHbIX MEPOMNPUSTUN, WHbIX MEPONPUSATUN,
HanpasfeHHbIX Ha MOBbILEHNE NPOECCUOHANBHOIO YPOBHA MEAMLUHCKMX pabOTHUKOB MW Ha npegocTaBneHve
nHdopMaLmK, CBA3AHHOW C OCYLLIECTBEHNEM MOHUTOPMHIa 6€30NacHOCTM NekapCTBEHHbIX NpenapaToB

1. lpu npoBedeHWM Hay4HbIX MEPOMPUSITUN, UHBLIX MEPOMPUATUIA, HanpaBrieHHbIX Ha MOBbLILIEHWE
NpoheCCUOHANbHOrO YpOBHS MeAULMHCKMX paboTHUKOB UMW Ha NpefoCcTaBNeHWe CBSI3aHHOW C OCYLLECTBIEHNEM
MOHWUTOpPUHIra 6€e30MacHOCTM NEeKapCTBEHHbLIX MpenapaTtoB WH(OPMaLMK, OpraHM3yeMblX OpraHu3auusiMu,
ykasaHHbIMK B ab3aue nepBoM yactu 1 ctatbu 67.1 HacTosiwero ®eaepansHOro 3akoHa, UX NpeAcTaBUTENsIMU U
(Mnu) domnHaHCKMpyeMbIX 3a CHET CPEACTB STUX OpraHM3auui U ux npeacTaBuTenen, 3anpeLlaeTcs NpensTCTBOBaTh
Yy4acTUIO B YKa3aHHbIX MEePONPUSITUSAX UHBbIX OpraHn3aLuii, KOTopble NPOU3BOAAT UMW Peanu3yroT NeKapCTBEHHbIE
npenapatbl Ans MEAMLMHCKOrO MPUMEHEHUS CO CXOXMM MEeXaHW3MOM (hapMaKoSorM4yeckoro AencTeusi, nubo
co3faBaTbh AWCKPMMMWHALMOHHbIE YCINOBWUA ANS OAHWX YYaCTHWKOB MO CPaBHEHUKO C APYrUMW y4yacTHUKaMu, a
VUMEHHO:

1) NpefocTaBnsATb Pa3nNMYHOE KONMYECTBO BPEMEHU AN BbICTYNNEHMI YYAaCTHUKOB, pasnmyHble No pasmepy
3aHMMaeMoW nnowaaM Mecta Ans AeMOHCTpauuu obpasLoB NekapCTBEHHBLIX NpenapaTtoB Ans MeAWUUMHCKOro
NPUMEHEHMS] UNN pekNnaMHbIX MaTepuanoB O NEKAPCTBEHHbLIX MpenapaTtax Ans MeAWUUUHCKOro MPUMEHEHUSI Ha
9KCMO3MLMSX, CTEHAAX, 3@ WCKMIYEHUEM CMyyaeB, €ClNU TakUe YCrOBUS 3aKpenrieHbl B COrnalleHusix 3Tux
opraHusauun, ux npeacTtaBuTeneit 0 MHAHCUPOBAHUM YKa3aHHbLIX MePONpUSTUA U OBYCMOBMNEHbI Pa3NMYHbIMU
3aTpaTtamu y4aCTHUKOB Ha UX OpraHn3auumio;



2) ycTaHaBnuBaTb pa3Mep B3HOCA ANS Y4aCTHUKOB MEPOMPUATUI, yKa3daHHbIX B ab3ale NepBOM HacTosILLEN
YyacTu, NpPeBbILWALWMIA CYMMY 3aTpaT Ha OpraHM3aumio yKasaHHbIX MeponpuaTuii 1 BegyLwmn kK Heo6oCHOBaHHOMY
OrPaHMYEHUNIO YNCTa NX YHACTHUKOB.

2. OpraHusalmm, ykasaHHble B ab3aue nepsom yactu 1 ctateu 67.1 HacTosiwero ®egepansHOro 3akoHa, ux
npeacTaBuMTENM, OCYLLECTBRAIOLIME OpraHu3aunio 1 (unu) omHaHCMpoBaHMe MepPONpPUSTUI, yYKadaHHbIX B Yactu 1
HacTodAwen ctatbn, 0bs3aHbl obecneymBaTb OOCTYN K WHopmaumm O gate, MecTe U BpeMeHU NpoBeAeHUs
YKa3aHHbIX MEeponpusaTURN, NnaHax, nporpaMmmax NpoBeAeHUs yKasaHHbIX MeponpuaATUA U Temax, NnaHupyembiX
ONsi pacCMOTPEeHWsi, COCTaBe WX YYaCTHUKOB MyTEM pasMeLLeHUss COOTBETCTBYIOLWENA MHAOPMaLUM Ha CBOMX
odmumanbHbIX cantax B cetu "WHTepHeT" He nosgHee OBYX MecsUeB OO0 Hadvana MpoBEeAeHUs YKasaHHbIX
MEpPOMNpPUATUIA.

3. WHdopmauma o npoBedeHun MeponpUSTUNA, YKasaHHbIX B 4YacTh 1 HacTosilen cTaTbM, B CPOK,
YCTAHOBMEHHBIA 4YacTblo 2 HacTodAwen cratbW, [omkHa OblTb HanpaBneHa B degepanbHbll  OpraH
NCMNONMHUTENBbHOW BNacTW, OCYLLECTBASIOLWMIA PYHKLUUN MO KOHTPOMK U Haa3opy B cdepe 34paBOOXpaHEHUs, Ans
nocregyloLuiero pasmeLleHns ee Ha oguLmMansHOM canTe 3Toro opraHa B cetn "MHtepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLUEHMUE 3AKOHOOATENbCTBA
POCCUNUCKOW ®EQEPALIUU NPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
1 BO3MELLEHME BPEOA, NPUYMHEHHOIO 3[10POBbLIO NrPAXXOAH
BCINEOCTBUE NPUMEHEHWUA NEKAPCTBEHHbIX MPEMAPATOB

Cratbsa 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHogaTenbcTBa Poccuickon ®egepaunm npy obpaleHnn
neKapCTBEHHbIX CpeacTB

1. HapyweHne 3akoHopaTensctBa Poccunckon ®Pepepaumm npy obpalleHun neKapCTBEHHbIX CPEACTB
BreyeT 3a cobomn OTBETCTBEHHOCTbL B COOTBETCTBUM C 3aKkoHoAaTensCcTBOoM Poccuiickon degepaumu.

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

2. 3a HenpegcTtaBneHne uMHdoOpMauuMn u (Mnu) AaHHbIX, NPeayCMOTPEHHbIX HactosAwmm PegepanbHbIM
3aKOHOM, CybbekTbl obpalleHus nekapCTBEHHbIX CpPeAcTB HEeCYyT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuinckon ®eagepaunn.

(vyacTb 2 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

Ctatbs 69. BosmelieHune Bpega, npuinHeHHoro 340pOBbIO rpaxgaH BcCneacteme npuMeHeHusa
JNeKapCTBEHHbIX NMpenapaToB

1. NpowussoauTenb NekapCTBEHHOro nNpenapara 0653aH BO3MECTUTb Bpes, MPUYUHEHHBIN 300POBLIO rpaxaaH
BCneaCcTBUE NPUMEHEHMS NNEKapCTBEHHOTO npenapara, ecnv AokasaHo, YTo:

1) nekapcTBeHHLIN NpenapaTt NPUMEHANCS NO Ha3HAYEeHMO B COOTBETCTBMM C MHCTPYKLMEN NO NPUMEHEHUIO
NEeKapCTBEHHOro npenapaTta M NpuYMHON Bpeda SIBAMCA BBOA B rpaxgaHCkui ob6opoT HegobGpokavyecTBEHHOro
NeKapCcTBEHHOro npenapara;

2) Bpen 340pOBbIO MPUYMHEH BCNEACTBME HEOOCTOBEPHOM MHAOPMALUKN, COOEPXKALLENCH B MHCTPYKLMM NO
NPUMEHEHMIO NeKapCTBEHHOrO NpenapaTa, M3g4aHHOW NPOon3BOAUTENEM NIEKAPCTBEHHOrO NpenaparTa.

2. B cnyyae, ecnu Bpeq 300POBbIO rpaxpaaH MNpuUYMHEH BCNeACTBUE MPUMEHEHUSI NeKapCTBEHHOro
npenapaTta, npuweawero B HErogHOCTb B pesynbTaTe HapylleHWsa npaBun XpaHeHWs nekapCTBEHHbIX CPeACTB,
npasunn ONTOBOW TOProBnW NekapCTBEHHbIMK NpenapaTamu, NpaBu OTNyCcKa NekapCTBEHHbIX npenapaTos, Npasun
N3roTOBMEHNA U OTMNycka NeKapCTBEHHbIX MpenapaTtoB, BO3MeLleHMe Bpeda OCYLLEeCTBMSeTCs COOTBETCTBEHHO
opraHusaumen OnTOBOW TOProOBMAW JIeKapCTBEHHbIMW CpeacTBaMu, anTeydHOW opraHuvsaumen, uHaMBMAayanbHbIM
npeanpuHUMaTeneM, UMELUMU JULEH3NIO Ha (apMaueBTUYECKYHD OEATENbHOCTb WM JIULEH3NKO  Ha
MEAULUUHCKYI0 OeATenbHOCTb, MEAWUUHCKOM OopraHusauuen, uMmerowen nuueH3nmio Ha dapmMaueBTUYeCKyo
OeAaTenbHOCTb (ee 060cobneHHbIM nogpasgeneHmem (ambynatopuen, denbaLepcknum n
denbaLepcko-akylepCckuM MyHKTamu, LeHTpoM (oTaeneHuem) obwen BpadvyebHOW (CemMerHOW) npakTuku),
pacnofioXXeHHbIM B CENIbCKOM HacCefieHHOM MyHKTe, B KOTOPOM OTCYTCTBYeT anTedyHass opraHusauus),
J0NyCTUBLLMMM NPOAAXy UMM OTNYCK TaKOro NekapcTBEHHOro npenapaTa.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. BoamelleHne Bpega, MPUUYMHEHHOrO 340POBLI0 rpaxgaH BCMNEACTBUE MPUMEHEHUS1 NEeKapCTBEHHbIX
npenapaToB WX COBEPLUEHUS MPOTUBOMPABHbLIX AEWCTBUA CybbekTamu obpalleHus NekapCTBEHHbLIX CPeacTs,
OCYLLLECTBMSAETCS B COOTBETCTBUU C 3aKOHOAATeNbCTBOM Poccuiickon deaepavmu.

Fnasa 16. 3AKITIOYUTENbHbIE NONOXEHUA

Cratbaa 70. O npu3HaHMM yTpaTUBLUMMK CUIY OTAENbHbIX 3aKOHOAATENbHbLIX aKTOB  (MONOXEHWN
3aKoHoaaTenbHbIX akToB) Poccunckon ®enepavinm



MMpu3HaThb yTpaTUBLLUMMM CUITY:

1) depepanbHbii 3akoH OT 22 moHa 1998 roga N 86-O3 "O nekapctBeHHbIXx cpeacTtBax" (CobpaHue
3akoHopartenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH OT 2 gaHBapsa 2000 roga N 5-03 "O BHeCeHMM WM3MEHEHUS U OOMOMHEHWN B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHue 3akoHogaTenbcTBa Poccunckon depepauun,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-©3 "O BHeceHWM WU3MEHEHUN W
OOMNOSTHEHMI B HEKOTOPbIE 3aKoHOAaTeNbHble akTbl Poccuickon degepaumm B CBA3U ¢ npuHsaTem degepanbHoro
3akoHa "O nuueH3npoBaHUM OTAEeNbHbIX BUOOB AesternbHocTn" (CobpaHue 3akoHogaTenbcTBa Poccurckon
depepauyun, 2003, N 2, cT. 167);

4) crtatbto 31 depepanbHoro 3akoHa oT 30 wuwoHA 2003 roga N 86-O3 "O BHECEHMM M3MEHEHUN W
OOMOSIHEHMI B HEKOTOpble 3akoHopaTenbHble akTbl Poccunckon depepaunv, NpU3HaHUKM YTPaTUBLUMMW CUNY
OTOEeNbHbIX 3akoHodaTenbHbIX akTtoB Poccuiickon ®egepauun, npegocTaBneHNM OTAENbHbIX  rapaHTui
COTPyOHVKaM OpraHoB BHYTPEHHMX [erl, OpraHoB MO KOHTPOSO 3a OOOpPOTOM HApPKOTUYECKMX Cpeacts U
MCUXOTPOMHBLIX BELWECTB W ynpa3gHseMblX eagepanbHbiX OpraHoB  HaroroBom nonuuum B CBA3W  C
OCYLLLECTBMEHMEM Mep MO COBEPLUEHCTBOBAHUIO rocygapcTBeHHoro ynpaeneHus" (CobpaHune 3akoHoaaTenbcTBa
Poccuiickon ®egepaumm, 2003, N 27, ct. 2700);

5) cratbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-0®3 "O BHeCEHWM U3MEHEHWI B
3aKoHogartenbHble akTel Poccuiickon ®efepauumn n npusHaHMmM yTpaTUBLUUMM CUITY HEKOTOPBIX 3aKOHOAaTENbHbIX
aktoB Poccuiickon ®epgepauum B cBA3M C npuHATMEM PegepanbHbiX 3akOHOB "O BHECEHWM M3MEHEHUN Wt
aononHeHnn B ®enepanbHbi 3akoH "O6 0OLWmUX NpyHLMNAax opraHn3auun 3akoHodaTerNbHbIX (MPeacTaBUTENbHBIX)
N UWCMOSTHUTENbHbLIX OPraHOB rocydapCTBEeHHOW Bractu cyobektoB Poccuiickon Pepepaummn” n "O6 oOwmx
NpMHUMNax opraHvM3auum MecTHOro camoynpasneHnusi B Poccuickon ®epepaunn” (CobpaHue 3akoHogaTenbcTea
Poccuickon ®epepauun, 2004, N 35, ct. 3607);

6) ctaTtbio 28 depepanbHoro 3akoHa oT 18 gekabpsa 2006 roga N 231-9®3 "O BBeaeHun B OeNCTBUE YacTu
yeTBepTon [paxpgaHckoro kopgekca Poccuinckon depepaumn” (CobpaHue 3akoHopatenscTtBa Poccuiickon
depnepaumu, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny Hactodawero ®denepanbHOro 3akoHa

1. Hactosawmn ®egepanbHbin 3akoH BeTynaeT B cuny ¢ 1 ceHTabpsa 2010 roga.

2. JlekapcTBeHHble CpeaCTBa, 3aperncTpupoBaHHble OO0 AHSA BCTYMMEeHUs B cuny HacTtosiwero ®efepansHoro
3aKoHa, noanexaT BKIHYEHUI0 B rocyJapCTBEHHbIE PeecTpbl NeKapCTBEHHbIX CPEACTB C BHECEHUEM YKa3aHHbIX B
yactm 1 ctaten 33 HacTosiwero PenepanbHOro 3akoHa cBefeHM 00 3TUX NeKapCTBEHHbIX cpeacTBax 6es
NPOXOXAeHNs BHOBb NpoLeaypbl rocyfapCTBEHHOW perucTpaLmm nekapcTBeHHbIX NpenapaTos.

3. TlocymapcTBeHHasa perucTpauus nekapCcTBEHHbIX nNpenapaToB, 3a WCKMHOYEHUEM FeKapCTBEHHbIX
npenapaToB ANg MeQULUHCKOro NpUMeEHeHUs, NpeACTaBeHHbIX Ha YKa3aHHYo perncTpaumnio 4o AHA BCTYNNeHus B
cuny HacTosiwero egepanbHOro 3akoHa, OCyLLEeCTBMNSETCH B COOTBETCTBUM C HacToAwmm PefepanbHbiM 3aKkOHOM
Ha OCHOBaHWWM OOKYMEHTOB W AaHHbIX, MPeACTaBneHHbIX A0 OHSA BCTyMNNeHus B cuny Hactoswero denepanbHoOro
3aKoHa.

(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. locypapcTBeHHas peructpaums nekapCTBEHHbIX npenapatoB ANd MeOUUMHCKOTO MpUMEHeHUs,
npeacTaBneHHbIX Ha rocyaapCTBEHHYKO perncTpaumio 00 OHS BCTyNreHua B cuny Hactosuwero depeparnbHOro
3aKoHa, W rocygapcTBeHHasi permcrpauus nekapCTBEHHbIX npenapaToB ANnd MegULMHCKOro MNpUMEHEHMs,
npeAcTaBrneHHbIX Ha 3KCNepTU3y NekapCTBEHHbIX CPEeACTB A0 OHSA BCTYNNeHusa B cuny Hactoswero ®eaeparnbHoro
3aKoHa B Llensx ux nocneayoLlen rocygapcTBeHHOW perncrTpaumm, OCyLeCcTBNAIOTCA Ha OCHOBaHUU JOKYMEHTOB U
OaHHbIX, NpeAcTaBNeHHbIX A0 OHA BCTYNMeHUs B cuny Hactosuero deaepanbHOro 3akoHa, a Takke 3asBrneHust o
rocyfapCTBEHHOW permcrpauumn nekapcTBeHHOro npenapara, NpeacTaBneHHoro Npou3BoanTenemM nekapcTBeHHbIX
npenapaToB WM YMONIHOMOYEHHBIM MM FMUOM B COOTBETCTBUM C HacToswmm PegepanbHbIM 3aKOHOM B
YMOMHOMOYEHHbIN dbefieparnbHbI OpraH ucnonHuTensHom Bnactn go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnathbl
rocy4apCTBEHHOW MOLWSMHBLI, NPeAyCMOTPEHHOW 3akoHogaTtenbcTBoM Poccuiickon ®degepaumm 0 Hanorax u
cbopax.

(vactb 3.1 B peq. PepnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lNoaTBepxAeHne rocyaapCTBEHHOW pernctpauuu nekapcTBEHHbIX npenapaToB Ans MeauLMHCKOro
NpUMeEHeHUs, NpeacTaBnNeHHbIX NS NOATBEPXKAEHUS roCcyAapCTBEHHON perncTpauum 0o OHS BCTYNNEHUA B cuny
HacTodwero ®deaepanbHOro 3akoHa, W MOATBEpPXAEHWe roCyAapCTBEHHOW peructpauun fnekapcTBEHHbIX
npenapaToB ANs MeAULMHCKOro NpUMeHeHus, NpeacTaBneHHbIX Ha 3KCMepTU3y nekapcTBeHHbIX CpeacTB A0 AHS
BCTYNNeHns B cuny Hactoswero ®deaepanbHOro 3akoHa B Lenax nocrneaylowero noaTBEPXAEHUS UX
rocy4apCTBEHHOWN perncTpaumm, ocyLecTBASIOTCA HA OCHOBaHUW AOKYMEHTOB W AaHHbIX, NpeacTaBAeHHbIX A0 OHA



BCTYNMeHnsi B cuny Hactosiwero ®egepanbHOro 3akoHa, a Takke 3asBrieHNs 0 NOATBEPKAEHUN roCyaapCTBEHHON
permcTpaumm fnekapCcTBEHHOrO npenapaTa, NpeacTaBNeHHOro NPOM3BOAMTENEM NTEKAapCTBEHHbIX MpenapaToB Miu
YMOSTHOMOYEHHbIM MM IMLOM B COOTBETCTBMM C HacToAwuM ®PegeparnbHbiM 3aKOHOM B YNOMHOMOYEHHbIN
denepanbHbI OpraH ucnonHuTenbHon Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnatbl rocyaapCTBEHHON
MOLUNMHbI, NPeayCMOTPEHHOW 3aKkoHoaaTenscTBoM Poccuickon deaepaumm o Hanorax u cbopax.

(vacTb 3.2 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.3. MpuHATNE peLueHns 0 BHECEHUN U3MEHEHUI B AOKYMEHThI, CoOAepXKallnecsa B permcTpaumoHHOM 40Ckbe
Ha 3aperMcTpuMpoBaHHbIN NEeKapCTBEHHbIM npenapaTt Ansg MeauUnHCKOro NpUMeHeHns U npeactaBneHHble OO0 OHSA
BCTYNNeHns B cuny Hactosiwero degepanbHOro 3akoHa, U MPUHATUE peLleHMs O BHECEHWUM WU3MEHEHUN B
OOKYMEHTBI, coaep)Kalleecs B permcTpauMoHHOM JOCke Ha 3aperncTpupoBaHHbIN NIEKapCTBEHHbINM Npenapar ans
MEeOMULMHCKOrO MPUMEHEHUS U NPeACTaBMEHHbIE Ha 3KCNEepTU3Y NEeKapCTBEHHbIX CPeACTB OO0 OHS BCTYMNJIEHMS B
cuny Hactosiwero ®degepanbHOro 3akoHa, OCYLIECTBASKOTCA HA OCHOBaHWM [OOKYMEHTOB W [daHHbIX,
npeacTaBneHHbIX 40 AHA BCTyNneHus B cuny HacToswero degepanbHOro 3akoHa, a Takke 3asiBlieHUsa O BHECEHWM
N3MEHEHWN B JOKYMEHTHI, CoAepKallnecs B PEermcTpalMoHHOM [OCbe Ha 3aperMcTpUpOBaHHbIN NeKapCTBEHHbIN
npenapaT Ans MeAuLMHCKOro NMPUMEHEHUS, MPeaCTaBNEHHOro NPON3BOANTENEM NIeKAapCTBEHHbIX MpenapaToB WUiu
YMNOMHOMOYEHHBIM MM JULOM B COOTBETCTBMM C HacToawmm PepepanbHbiM 3aKOHOM B YNOSTHOMOYEHHbIN
degepanbHbI opraH ucnonHuTensHon Bnactn o 1 mapta 2011 roga, 6e3 TpeboBaHus ynnatbl rocygapCTBEHHON
noLNuHbI, NPeayCMOTPEHHON 3akoHogaTenscTBoM Poccuickon Pegepaumm o Hanorax n coopax.

(vactb 3.3 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Boligaya paspelleHuMn Ha npoBedeHue KITMHUYECKUX MCCredoBaHWi NeKapCTBEHHbIX npenapaToB Ans
MEeLMLMHCKOro NPUMEHEHMS NO 3asiBMIEHUAM, NOoAaHHbIM 0 OHA BCTYMNNEHWUst B cuny Hactosdwero degepanbHoro
3aKOHa, a Takke Mo 3asiBMeHNsIM, NoAaHHbIM MOCIe OHA BCTYNNEHMs B cuiy HacToswero ®egepanbHOro 3akoHa Ha
OCHOBaHUM 3KCMEepPTWU3, NPOBEAEHHbIX OO0 [OHS BCTyNNieHMs B cwuny HacTtosiwero ®eagepanbHOro 3akoHa,
OCYLLECTBMNAETCA B COOTBETCTBUMU C HacTosAwmMM PefepanbHbIM 3aKOHOM Ha OCHOBaHMU AOKYMEHTOB M OaHHbIX,
NpeacTaBreHHbIX UMK MOMYYEHHbIX OO OHA BCTYMMEHUs B cuny HacTtosilero ®egepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMWM NpeABapUTENBHOIO AoroBopa 00s3aTenbHOro CTPaxOBaHWA >KU3HM, 300pOBbS MaLMEHTOB,
YYaCTBYHOLIUX B KMMHMYECKOM MCCrefoBaHMM NEKapCTBEHHOMO npenapaTta Ansg MeguLMHCKOro NPUMEHEHUs, nunm
konuu pgorosBopa 06A3aTenbHOr0 CTPaxOBaHUSA XWM3HW, 340POBbSA MAaLMEHTOB, YYacTBYIOLWMX B KIUHUYECKOM
nccrnegoBaHUM NeKapcTBEHHOro npenaparta Ans MeQUUMHCKOrO MpuMeHeHus, nnbo npenctaBrneHHOW Komvu
aorosopa 0b6s3aTenbHOro CTpaxoBaHWs, 3aKMOYEHHOro B COOTBETCTBUM C TUMOBLIMM Npasunammn obasatensHOro
CTpaxoBaHus, C ykasaHueM npegenbHON YMCMEHHOCTU NauMEHTOB, YYaCTBYHOLUMX B KITMHUYECKOM MCCriegoBaHuu
NnekapCcTBEHHOro npenapata Ans MeAuuMHCKOro npumeHeHus, 6e3 TpeboBaHWs ynnaTtbl rocygapCTBEHHOM
NOLUNMHbI, NPeayCMOTPEHHOW 3akoHoaaTenscTBOM Poccuiickon Pefepaumm o Hanorax n coopax.

(4yacTb 3.4 B pen. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. 3apernctpmpoBaHHble B MUHOCTPAHHOW BanioTe 4O AHS BCTYMNEHWUsI B CUIy HacTosiwero ®egepanbHoro
3aKoHa npefenbHble OTNYCKHbIE LEHbl WHOCTPaHHbLIX MNPOM3BOAMTENEN Ha JleKapCTBEHHbIE MNpenapartbl,
BKIIIOYEHHbIE B MNEepeyYeHb XM3HEHHO HeobXOAMMbIX W BaXKHEWMLIMX JEeKapCTBEHHbIX MpenapaToB, nogrexar
nepec4yety B pybnu no kypcy LleHTpanbHoro 6anka Poccuiickon ®Pepepaumm Ha [aTy, YCTaHOBMEHHYHO
MpaButenbcteoMm Poccuickon depepaumn, 6e3 npeacTaBreHus 3asiBMiEHUS O nepecdeTe LeHbl C BHECEHMEM
COOTBETCTBYIOLLUMX U3MEHEHUA B roCyAapCTBEHHbIA PEECTP MpeAerbHbIX OTMYCKHbIX LUEH MNpov3BoauTENEn Ha
NeKapCcTBEHHbIe npenapaThbl, BKIYEHHbIE B MEpPeYEHb XUSHEHHO HEOOXOAMMBIX U BaXXHENLINX NEKAaPCTBEHHbIX
npenapaTos.

(vacTb 3.5 BBegeHa dPepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble OO OHSA BCTYMNfeHus B cuny Hactosiwero ®enepanbHOro 3akoHa npefesbHble
OTMNYCKHblE LieHbl POCCUNCKUX MPOU3BOAUTENEN Ha JeKapCTBEHHbIE MpenapaTbl, BKMAYEHHbIE B MNEpeYeHb
XN3HEHHO HEOOXOOMMbBIX N BaXKHEMLLMX NEKAapCTBEHHbIX MpenapaTtoB, nognexar umHaekcaumm ¢ 1 Hosbps 2010
roga MCxXoasi U3 MPOrHO3MPYEMOro YpOBHS WHMMAUUK, ycTaHoBNeHHoro depepanbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O depepanbHoM GrompkeTe Ha 2010 rog v Ha nnaHoBbin nepuog 2011 1 2012 rogos" Ha
2011 roga.

(vacTb 3.6 BBegeHa depepanbHbiM 3akoHoM OoT 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He [onyckarTcs NPoOM3BOACTBO U BBO3 B Poccunckyto depepaumto
nekapCTBEHHbIX NpenapaToB B yNakoBKax C MapKUPOBKOW, KOTopas Oblna HaHeceHa OO AHA BCTYMMEHWUs B CUMy
HacTosiwero PenepanbHOro 3akoHa. 1o MCTeYeHMn yka3aHHOrO CpoKa AaHHble NieKapCTBEHHbIE nMpenapaTbl MOTyT
OTMNyCKaTbCs, peanu3oBbIBaTbCSH, NepefaBaTbCs U NMPUMEHATLCSH A0 UCTEYEHNSI X CPOKa rogHOCTM.

(B peq. PegepanbHbix 3akoHOB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-$3)

4. Co gHa BCTynneHns B cuny Hactosuero ®enepansHoro 3akoHa v no 30 anpens 2011 roga BKAOUYUTENBHO
OOMycKaeTcsl MNpOBedeHMEe 3KCMepPTU3bl JIEKAPCTBEHHBLIX CPeacTB 3KCNepTamMu 3SKCMEPTHOro ydpexaeHwust [0
NPOXOXOEHNs UMW  aTTecTauMnm B MOPsSiAKe, YCTAHOBIEHHOM YMNOMHOMOYEHHbIM dedeparnbHbiM  OpraHoM
NCMNOSMHUTENbHOW BNacTu.

5. Co pgHa BCTynneHus B cuny HacToswero ®PepgepanbHoro 3akoHa u no 31 pgekabps 2013 roga



BKITHOYMTENBHO OCYLLECTBISAETCS Nepexof K NPOM3BOACTBY NeKapCTBEHHbIX CPeACTB B COOTBETCTBMM C MpaBuriamMm
opraHm3aumm Npou3BOACTBA W KOHTPOMNS KavecTBa feKapCTBEHHbIX CPeACTB, yKa3aHHbIMM B Yactn 1 ctatbu 45
HacTosilero PenepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexoda NpoM3BOACTBA NIEKAPCTBEHHBIX CPEACTB
K MX MPOU3BOACTBY B COOTBETCTBMM C KOHKPETHbIMWU TpeboBaHMAMM OaHHbIX MPaBun, BKIOYasa CPOKM aTtTecTtaumm
YMOMHOMOYEHHBIX TNWUL, YKasaHHbIX B 4actax 6 wn 7 cratem 45 HacTtodwero ®PenepanbHOro 3akoHa,
ycTaHaBnuBaTcs NpaButenscteom Poccunckon ®enepaumn.

6. JlnueHsnm Ha Npon3BOACTBO NEKapCTBEHHbIX CPeacTB, BblaaHHble 00 1 sHBaps 2014 roga, OeNCTBYHOT
nocne 1 aHBapsa 2014 roga 4O NCTEYEHUSA Cpoka UX OAEWCTBUS NMpU yCroBMM COOTBETCTBUA NuULEeH3naTa npasunam
opraHusaumM Npov3BOACTBA U KOHTPOMS KayecTBa NEeKapCTBEHHbIX CPEACTB, yKasaHHbIM B 4dactu 1 ctaTtem 45
HacTosilero ®egepanbHOro 3akoHa.

7. dopmupoBaHMe rOCyAapCTBEHHOrO 3adaHusa Ha MNpOBEeAEHME 3KCMepTu3bl NEeKapCTBEHHbIX CPeacTB
denepanbHOMYy roCy4apCTBEHHOMY OKOIKETHOMY YYpPEXOEHMI0 MO NPOBEOEHMIO JKCMEepTU3bl J1EeKapCTBEHHbIX
cpencTB U bmHaHcoBoe obecneyeHmne BbIMOSIHEHMS 3TOr0 3afaHusi OCYLLECTBISATCA B NOpsaKe, YyCTAaHOBIEHHOM
depepanbHbiM 3akoHOM OT 12 siHBaps 1996 roga N 7-93 "O HekoMMepYecKknx opraHmsaumax”.

(vacTtb 7 BBegeHa ®enepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

MpesnageHT
Poccuiickon ®eaepaunn
O.MEOBELEB
Mocksa, Kpemrnb
12 anpens 2010 roga
N 61-$3




