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Fnasa 1. OBLWWHUE NONOKEHUA
Cratbsa 1. MpegmeT perynmpoBaHus HacTosAwero PeaepasbHOro 3aKoHa

1. Hactoawmin depepanbHbli 3aKOH pPeryiMpyetr OTHOLWEHUA, BO3HMKAlOWME B CBA3U C
obpalleHnem - pa3paboTKON, AOKANHUYECKMMW UCCNedO0BaHUAMMU, KIMHUYECKUMU UCCAEAO0BaAHUAMMU,
3KCNepTU3on, rocyaapcTBEHHOM perucTpaumeit, co CTaHAApTU3aUMen M C KOHTPOJIEM KayecTBa,
NnpPou3BOACTBOM, W3roTOB/JIEHMEM, XPaHEHWEM, MepeBO3KOolM, BBO3oM B Poccuiickyto Pepepauutio,
BbIBO30M M3 Poccuitckon Pepepaunmm, peknamoi, OTNYCKOM, peanmsaumen, nepegavyen, NpUMMeHEHNEM,
YHUUYTOXKEHNEM NIEKAPCTBEHHbIX CPEACTB.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hactosawmii PegepanbHblil 3aKOH YCTaHABAMBAET NPUOPUTET rOCyAapCTBEHHOMO PEeryMpoBaHums
6e30nacHOCTH, KayecTBa 1 3GPEKTUBHOCTU NEKAPCTBEHHbIX CPEACTB NPKU X obpalleHnn.
(8 pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)

Ctatbsa 2. Cdepa npumeHeHUs HacToAwero PeaepanbHOro 3akoHa

Hactoawmit deaepanbHbilii 3aKOH MPUMEHAETCA K OTHOWEHMAM, BO3HMKAIOWMM Npu 06paLLeHnn
NeKapCTBEHHbIX CPEACTB Ha TeppuTopun Poccuitickot ®eaepaumn.

CraTbs 3. 3aKoHOAaTeNbCTBO 06 06paLLEHMM NeKaPCTBEHHbIX CPeACTB

1. 3akoHOZaTenbCTBO 06 06anJ,EHMM NeKapCTBeHHbIX CpPeacTtB COCTOUT W3 HaCToAllero
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dPepepanbHOro 3akoHa, Apyrux denepasnbHbIX 3aKOHOB WM WMHbIX HOPMATMBHbLIX MPaBOBbLIX aKTOB
Poccuiickoin Peaepaunu.

1.1. 3akoHOAaTeNbCTBO 06 06palLEeHUM NEeKAPCTBEHHbIX CPEACTB B OTHOLLUEHUM HOPUAMNYECKUX NNL,
M UHAMBUAYA/bHLIX NPeAnpPpUHUMATENEN, OCYLLECTBAAIOWMX AeATe/NbHOCTb Ha  TeppuTopum
MEXAYHapoAHOrO0 MeAMUMHCKOrO KaacTepa, NMPUMEHSETCA C y4eTOM OCODEeHHOCTel, YCTaHOBAEHHbIX
dPepepanbHbiM 3aKOHOM "O MeXAyHApPOAHOM MeAMUMHCKOM Knactepe U BHECEHUU WU3MEHEHUN B
oTAenbHble 3aKOHoZaTeNbHble aKTbl Poccuiickoin Peaepaumn’.

(4acTtb 1.1 BBeAeHa DeaepanbHbiM 3aKoHOM oT 29.06.2015 N 160-93)

2. Oeicreune HacToswero ®enepanbHOro 3aKOHA PacnpoCTpaHAeTcA Ha 06 paLLeHNe HAPKOTUYECKNX
NIeKAPCTBEHHbIX CPEACTB WM MCUXOTPOMHbIX JIEKAPCTBEHHbIX CPeACTB C y4yeTom ocobeHHocTeN,
YCTAHOBNEHHbIX 3aKOHOZATeNbCTBOM  Poccuiickon degepaumm O  HAPKOTUYECKUX  CpeacTBaXx,
NCUXOTPOMHbIX BELLLECTBAX M 06 X NpeKypcopax.

3. [Oeincrtene HactosAwero ®PenepanbHOro 3aKoHa pacnpocTpaHAeTca Ha  obpalleHue
pagnodapmMaLleBTUYECKMX JIEKAPCTBEHHbIX CPeACTB C  Yy4eTOM 0cobeHHOCTeN, YCTaHOBJ/IEHHbIX
3aKoHogaTenbcTBOM Poccuiickon Pepepaumm B 061acti obecneyeHns paanaLMoHHOM 6e30nacHoCTY.

4. Ecnv mexayHapoZLHbim gorosopom Poccuiickon ®egepaln yCTaHOB/EHbI MHbIE NPaBKAa, YEM
Te, KOTopble MpesycMOTpeHbl HacToAawmm ®PegepanbHbIM  33aKOHOM, NPUMEHAOTCA MNpaBuaa
MeXAYyHapoaHOro A0roBopa.

5. B Poccuitickoin depepaumm B COOTBETCTBUM C MENXKAYHApOAHbIMM Aorosopamu Poccuinckoi
depepaumm M (MAM) Ha OCHOBE NPUHUMMA B3aMMHOCTM NPU3HAKOTCA Pe3yabTaTbl KAUMHUYECKUX
WUCCNEeAO0BAHUIN JIEKAPCTBEHHbIX MPenapaToB ANA MEeAULMHCKOTO MNPUMEHEHUA, MNPOBEAEHHbIX 3a
npegenamu Tepputopun Poccuiickoii epepaunm.

CraTbAa 4. OCHOBHble NOHATHKA, ncnoJibsyemble B HaCToALLEM dJe,qepaanOM 3aKOHe

[na ueneit HacToAwero ®PeaepanbHOro 3aKOHA UCMONb3YHOTCA CAeAYoWMe OCHOBHbIE NMOHATUA:

1) neKkapcTBeHHble CPeAcTBa - BeLLeCTBa WMAM MX KOMOWHaLMMK, BCTynalolMe B KOHTAKT C
OpraHW3MOM YesI0BEeKa WU KMBOTHOTO, MPOHWUKAKOLWME B OpraHbl, TKAHU OPraHM3ma 4YesNoBeKa WU
XMBOTHOMO, NpUMeEHAemble AAA MPOOUNAKTUKM, AMATHOCTUKM (33 WCKNOYEHMEM BELLECTB WAU UX
KOMOWMHALMIA, HE KOHTaKTUPYIOLWLMX C OPraHM3MOM YeN0BEKA MW KMBOTHOFO), eyeHnsa 3abonesaHus,
peabunntaumm, ANA coxpaHeHuUs, NPeAOTBPALLEHNA UK NpepbiBaHUA BepeMeHHOCTU 1 NOJIlyYEHHbIE U3
KPOBM, NNa3Mbl KPOBW, U3 OPraHOB, TKAHEN OPraHNU3MA Ye/I0BEKA U/IN }KUBOTHOIO, PACTEHUI, MMHEPA/IOB
MeTOAAaMMU CUHTE3A MW C NMPUMEHEHNEM BUONOTUYECKUX TEXHONOMMIA. K NeKapcTBEHHbIM CpeacTBam
OTHOCATCA GapMaLEeBTUYECKME CYOCTAHLMM M NeKAPCTBEHHbIE NPenapaThbl;

2) dapmaueBTMYeCKan CybCTaHLMA - NEKAPCTBEHHOE CPeACTBO B BUAE OAHOMO WM HECKOJIbKMUX
obnasarolmx GapMaKoNOrMYecKkom aKTUBHOCTbIO AEeNCTBYIOLLMX BELLECTB BHE 3aBUCMMOCTM OT NpUpoapl
NPOUCXOXAEHUA, KOTOpPOe npeaHasHaYeHO [ANA MPOU3BOACTBA, W3rOTOBJEHUA JIeKapCTBEHHbIX
npenapaTtos v onpegenaet ux aPpPeKTMBHOCTb;

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

3) BcrnomoraTesibHble BEWECTBA - BELWEeCTBA HEOPraHWMYecKoro WAM  OpraHUYecKoro
NPOUCXOXAEHMUA, UCNONb3YyEeMble B NPOLEcCce NPOU3BOACTBA, M3rOTOB/IEHMA NEKAPCTBEHHbIX NpenapaToB
ANA NPUAAHUA UM HEOBXOAMMbIX PUINKO-XMMUYECKUX CBOMICTB;

4) neKapcTBeHHble MpenapaTbl - JIEKAPCTBEHHbIE CPeACTBa B BUAE JEKAPCTBEHHbIX GopMm,
npuMeHsemble gasa NPOPUNAKTUKKM, AOMATHOCTUKKM, JfevyeHus 3aboneBaHus, peabuautaumm, ana
COXpPaHEeHMs, NpeaoTBpPaLLEHNSA NN NPePbIBaHUA BepemMeHHOCTH;

5) nekapctBeHHas ¢opma - COCTOSIHME IeKAPCTBEHHOrO NpenapaTa, COOTBETCTBYIOLLEE Crocobam
€ro BBeAeHMA U NPUMeHeHNA 1 obecneymBatoLLee 4OCTUXREHNE HEOBXOAMMOro nedebHoro adpdeKTa;

5.1) f03npoBKa - coaepKaHne OA4HOTO NN HECKONbKUX AENCTBYIOLLMX BELLLECTB B KOJIMYECTBEHHOM
BblpaXKEHUW Ha eauHULY [03bl, UAN eauHuuy obbema, AW eguHULY MaAcCbl B COOTBETCTBMMU C
NleKapcTBeHHOM dopmoii AnMbo ANA  HEKOTOPbIX BUAOB JIEKAPCTBEHHbIX (GOPM  KOAMYECTBO
BbICBODOXKA3aEMOTr0 M3 IeKAPCTBEHHOW GOPMbI AENCTBYHIOLLLETO BELLECTBA 33 €4MHULY BPEMEHMU;

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

6) nepeyeHb KM3HEHHO HEOOXOAMMbBIX U BaXKHEMLLMX NIEKAPCTBEHHbIX MPENAPATOB - €XKEerogHo

yTBepKaaemblii MpasutensctBom Poccuiickon ®Pepepaumnmn nepeyeHb NEKApPCTBEHHbIX NPenapaTos s
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MeAMLMHCKOro NPUMeHeHUs, o6ecneymBatoWwmx NPUOPUTETHbIE NOTPEBHOCTU 340aBOOXPAHEHMA B LIENAX
NPOGUNAKTUKMN U NeveHnA 3aboneBaHunii, B TOM Ymcne npeobnagatowmx B CTpyKType 3abosesaemoctu B
Poccuiickon ®epepaumu;

6.1) opdaHHble NeKapCTBEHHble NpenapaTtbl - JIeKapCTBEHHble npenapaTbl, NpeAHa3Ha4YeHHble
WUCKNIOYUTENIbHO ANA OANArHOCTUKU WAW MaTOreHEeTUYECKOro JieyeHusa (NnedeHus, HanpaB/IieHHOro Ha
MexaHU3M pa3BuTuA 3abonesaHuns) peakux (opdaHHbIX) 3abonesaHnii;

(n. 6.1 BBegeH PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6.2) bMoNoOrMYeckne NeKapcTBeHHble MpenapaTtbl - JIEKapCTBEHHbIe Mpenapatsbl, AeicTByloLlee
BELLECTBO KOTOPbLIX NMPOU3BEAEHO UM BblAENEHO U3 BMONOrMYECKOrO UCTOYHUKA U ANA onpeaeneHuns
CBOWCTB M KayecTBa KOTOPbIX HeobxoaMMa KOMBUHaUMs BUONOTNYECKMX U PUSNKO-XMMUYECKMX METOL,OB.
K 61M0n0rMyeckum NeKapcTBEHHbIM MpenapaTaM OTHOCATCA MMMYHOOMOIOrMYECKME fIeKapCTBEHHbIE
npenapaTbl, IeKapCTBEHHbIE NpenapaTbl, NOJyYeHHbIe U3 KPOBM, M1a3Mbl KPOBU Ye0BEKA U KMBOTHbIX
(3@ uWcKnloyeHMEeM  UeNbHOW  KpoBW),  BUOTEXHOJIOTMYECKME  JIeKapCTBEHHble  MpenapaTsbl,
reHoTepaneBTUYECKMNE JIEKAapPCTBEHHbIE NpenapaThbl;

(n. 6.2 BBegeH PenepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

7) VMMMyHOBMONOrMYECKMe JIeKapCTBEHHble Npenapatbl - JIEKAPCTBEHHble Mpenaparbl,
npegHasHayeHHble a18 GOPMUPOBAHUSA AaKTUBHOFO MAM MACCMBHOrO MMMyHUTETA ANOO [MArHOCTUKM
HaMUMA  UMMyHUTETA  WAM  AMATHOCTMKKM  crieumduyeckoro  npuobpeTeHHOro  M3MeHeHwus
MMMYHONIOTMYECKOrO  OTBETAa Ha  anneprusupylowme Bewectsa. K MMMyHOB6MONOrMYECKMM
JIeKApCTBEHHbIM  MpenapaTtam  OTHOCATCA  BaKUWMHbI,  QHATOKCUHbI,  TOKCUHbI,  CbIBOPOTKM,
UMMYHOFN06YINHBI U aNNepreHbl;

(n. 7 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) 6uOTexHoNorMyeckne JfieKapCTBEHHble MNpenapaTbl -  JIeKapCTBEHHblE  Mpenapatbl,
NpPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCA C UCMNOb30BAHNEM BUOTEXHOOMMYECKUX NPOLLECCOB N METOL0B
(8 Tom uncne OHK-peKOMBUHAHTHOM TEXHONOMMWU, TEXHONOTUN KOHTPOAMPYEMOWN IKCMPECCUU TEHOB,
KOAMpYOWMX 6MONOrMYECcKM aKTUBHbIE DENKM B MPOKApUOTax M 3yKapuoTax, BKAKOYAA U3MEHEHHble
KNETKW MAIEKOMUTALOLWMX), TMBPUAOMHOIO MeETO4a M MEeTOAa MOHOK/IOHA/IbHbIX aHTUTES;

(n. 7.1 BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYECKME JIEKAPCTBEHHbIE MNpenapaTbl - JIeKapCTBEHHble Mpenapatsbl,
dbapmaLeBTMYECKas CYyOCTaHLMA KOTOPbIX ABAAETCA PEKOMOWHAHTHOM HYKAEMHOBOM KUCAOTOM WM
BKNOYaeT B cebA pPEeKOMOMHAHTHYIO HYK/JEMHOBYID KUCAOTY, TO3BO/AIOWY  OCYLLECTBAATb
perynMpoBaHue, penapaumio, 3ameHy, fobasaeHne UAK yaaneHne reHeTMYecKoi Nocaes0BaTeNbHOCTH;
(n. 7.2 BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8) HapKOTUYECKME NeKAPCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIE NMpenapaTtbl U papmaueBTUYECKME
CcybCTaHUMN, copeprKalliMe HApPKOTUYECKMEe CpeacTBa WM BKAOYEHHble B [epevyeHb HAPKOTUYECKMUX
CPeACTB, NCUXOTPOMHbIX BELLLECTB U MX NPEKYPCOPOB, NOANENKALLMX KOHTPOO B Poccuiickon ®eaepauun,
B COOTBETCTBMWM C 3aKOoHoZaTenbctBOM Poccuiickon dPepepaumu, mexayHapoOAHbIMKM [,0roBOpPamm
Poccuiickon depepaumm, B TOm Ymucne E4MHON KOHBEHUMEN O HAPKOTUYECKMX cpeacTBax 1961 roaa;

9) NcMXOTPOMHbIE NIEKAPCTBEHHbIE CPeACTBa - IEKAPCTBEHHbIE NpenapaTbl U dapmaLeBTUYECKME
CybCTaHUMN, coaepsKallimMe MNCUXOTPOMHbIE BELWECTBA WM BKAOYEHHble B [MepeyeHb HapPKOTUYECKUX
CpeaCTB, NCUXOTPOMHbIX BELLLECTB M UX NPEKYPCOPOB, MOANEKALLMX KOHTPOO B Poccminckont depepaumm,
B COOTBETCTBMW C 3aKOHoZaTenbctBOM Poccuiickon Pepepaumu, mexayHapoOAHbIMKM [,0roBOpamu
Poccuiickon depepaumm, B Tom Ymcne KoHBeHLMEN O NCUXOTPONHbIX BelecTBax 1971 roaa;

10) pagmodapmaueBTUUECKME NIEKAPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE CPeACTBa, KOTOpble
cofep:KaT B rOTOBOWM A8 UCNO/b30BaHMA GOpmMe OAUH PASUOHYKAUA UM HECKOIbKO PagMOHYKANA0B
(paanoaKTUBHbIX M30TOMOB);

11) pedepeHTHbIN NeKapCTBEHHbIN MpenapaTt - /JIeKaPCTBEHHbIM NpenapaTt, KoTopbl Brepsble
3apernctpmposaH B Poccuitickoin depepaumm, KavectBo, 3PPeKTUBHOCTb M HE30NacHOCTb KOTOPOro
[OKa3aHbl Ha OCHOBAHMW pPe3yNbTaTOB AOKAMHUYECKUX WCCNEeAO0BAaHWIN JIeKapCTBEHHbIX CPeacTB U
KAMHUYECKUX WUCCNef0oBaHWI  IEKAPCTBEHHbLIX MNpenapaTtoB, MNPOBEAEHHbIX B COOTBETCTBUM C
TpeboBaHMAMM YacTel 6 1 7 ctaTbu 18 HacTosAwero ®esepanbHOro 3aKOHa B OTHOLLEHMWM JIEKAPCTBEHHbIX
CPeAcTB A58 MeAULMHCKOro NpUMeHeHUa Mbo B COOTBETCTBUM € TPeOOBAHMAMM CTaTbM 12 HacToALLErO
dPepepanbHOro 3aKOHa B OTHOLIEHMM NEKAPCTBEHHbIX CPEACTB ANA BETEPMHAPHOIO MPUMEHEHUA, U
KOTOPbIN MCNOb3yeTCcA AN OUEHKU OUMOIKBUBANEHTHOCTM WAW TepaneBTUYECKOW 3KBMBANEHTHOCTM,
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KavecTtBa, 3¢ PEeKTMBHOCTM U 6e30NacHOCTU BOCMPOU3BEAEHHOIO UM BruoaHanorosoro (6nonoaobHoro)
JIeKapCTBEHHOrO NpenapaTa;
(8 pea. PepepanbHbix 3aKoHOB OT 22.12.2014 N 429-d3, o1 13.07.2015 N 241-d3)

12) BocnpousBeaeHHbI IeKapCTBEHHbIN NpenapaT - JIeKapCTBEHHbIM NpenapaT, KOTopbln umeeT
TAKOM ’Ke KauyeCTBEHHbIN COCTaB M KOJIMYECTBEHHbIN COCTaB AENCTBYIOWMX BELLECTB B TaKOW e
JleKapcTBeHHOM dopme, YTO U pedepeHTHbI NeKapCTBEHHbIA NpenapaTt, U OMO3KBUBAJIEHTHOCTb U/IU
TepaneBTMYECKAs  3KBUBAZIEHTHOCTb  KOTOporo  pedepeHTHOMY  /leKapCTBEHHOMY  npenaparty
noaTBEPXKAEHA COOTBETCTBYOWMMM UCCEL0BAHUAMMY;

(n. 12 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

12.1) TepaneBTMYECKAA SKBUBANEHTHOCTb - [AOCTUXKEHME KAMHUYECKM COMOCTaBMMOro
TepaneBTMYeckoro 3sddeKkTa npu MNPUMEHEHUM NEeKapPCTBEHHbIX MPEnapaToB ANA MegULMHCKOro
NPUMEHEHUS 419 OLHOM U TOM XKe rpynnbl 6ONbHbIX MO OAHUM U TEM }Ke NMOKA3aHMAM K NPUMEHEHWIO;
(n. 12.1 BBeaeH deaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

12.2) 6uoaHanorosbiit (6MoNoA06HLIN) NIeKapCTBEHHDBIM Npenapat (buMoaHanor) - 6UonornMyeckuii
JIeKApCTBEHHbIA NpenapaTt, CXOXMW No napameTpam KauyecTBa, 3pPeKTUBHOCTM M He3onacHocTu C
pedepeHTHbIM OUONOTMYECKMM JIEKAPCTBEHHLIM MPEenapaToM B TaKOW e JIeKapCTBEHHOM ¢opme U
MMELWMA NAEHTUYHbIM CNOCOb BBEAEHMUS;

(n. 12.2 BBepeH deaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

12.3) B3aMMO3aMeHsAeMbli1 IEKAaPCTBEHHbIW Npenapar - JIeKapCTBEHHbIN NpenapaT ¢ A0Ka3aHHOM
TEepaneBTUYECKON 3SKBUBANEHTHOCTbIO WAM  OWMOIKBUBANIEHTHOCTbIO B OTHOLWEHUW pedepeHTHOro
JIeKapCTBEHHOro npenapaTa, MMELWMIN SKBUBANEHTHbIE €My KauyeCTBEHHbIA COCTaB U KOANYECTBEHHbIM
COCTaB AENCTBYIOLMX BELLECTB, COCTAaB BCMOMOraTe/IbHbIX BELLECTB, NEKApPCTBEHHYO dopmy M cnocob
BBEAEHUA;

(n. 12.3 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-3)

13) nekapCTBEHHOE PACTUTENBHOE Cbipbe - CBEXMWE WN BbICYLLEHHblE pacTeHMA AMBO UX YacTw,
Mcnonb3yemble AN NMPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB OPraHU3auMAMM - MPOU3BOAUTENAMM
NNeKapCTBEHHbIX CPEACTB UAN U3FOTOBAEHUA NEKAPCTBEHHbIX MPEnapaToB anTe4YHbIMW OpPraHM3aLUAMM,
BETEPUHAPHbIMM anTeYHbIMW OPraHM3aLUAMM, UHANBUAYANbHBIMU NPEANPUHUMATENAMMU, UMEIOLLUMMU
NIMLEH3MI0 Ha GapMaLeBTUYECKYHO AeATENbHOCTb;

14) nekapCTBEHHbIN PacTUTENbHBIN NPenapaT - eKapCTBEHHbIM NpenapaTt, NPOU3BeAEHHbIN Uan
W3roTOBAEHHbIN M3 OAHOTO BMAA IEKAPCTBEHHOIO PACTUTENIbHOTO CbiPbA MM HECKO/IbKMX BUAOB TaKoro
Cbipbs M peanusyemsbiii B pacpacoBaHHOM BMUAE BO BTOPUYHOM (NOTPEOUTENBCKOM) YNaKOBKE;

15) romeonaTnyecKkunit IeKapcTBEHHbIM NPenaparT - IEKAPCTBEHHbIM NPenapart, NPou3BeAeHHbIA Uan
W3roTOBAEHHbIN M3 papmaL,eBTUYECKOM CyOCTaHUMM An papMaL,eBTUYECKUX CyOCTaHLMA B COOTBETCTBUM
¢ TpeboBaHMAMM 06WMX papMaKoneHbIX CTaTeN K FTOMEONATUYECKMM IEKAPCTBEHHbIM NpenapaTam uamn
B COOTBETCTBUWM € TpeboBaHMAMM apmaKonen CcTpaHbl NPOU3BOAMUTENA TAKOIO J1E€KAPCTBEHHOrO
npenapara;

(n. 15 B peqg. epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

16) mexayHapoaHoe HenaTeHTOBAaHHOE HAMMEHOBaHME JIEKApPCTBEHHOrO  CpeacTBa -
HaMMeHOBaHME LOEeNCTBYOWEro Bewectsa GapmaLeBTUYECKOM CyOCTaHUMKW, pPEeKOMEHA0BaHHOe
BcemunpHoOM opraHmsaumeit 34paBoOXpaHEHMS;

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

17) ToproBoe HaMMeHOBaHWE NEKAapPCTBEHHOINO CPeacTBa - HaWMMEHOBAHWE JIEKAPCTBEHHOO
CpeAcTBa, MPWUCBOEHHOE ero paspaboTyMKom, AeprKaTenemM MUAW BAafesbUeM PerucTpaumoHHoOro
YA0CTOBEPEHMUSA JIEKAPCTBEHHOMO NPenapara;

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

17.1) rpynnMpoBOYHOE HAMMEHOBAHWE JIEKApPCTBEHHOro Mpenapata - HauMMeHOBaHWe
NIeKapCTBEHHOro NpenapaTa, He MMELWero MexXayHapoAHOro HeNaTeEHTOBAHHOIO HAUMMEHOBaHUSA, UK
KOMOWHALMM NIEeKAPCTBEHHbIX MpenapaToB, UCNOJb3yeMoe B Lenax o6beguHeHus ux B rpynny nog
€4MHbIM HAMMEHOBaHMEM UCXOAA N3 OANHAKOBOIO COCTaBa AENCTBYHOLLMX BELLECTB;

(n. 17.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

18) ob6wan dapmakoneliHas cTaTbs - LOKYMEHT, yTBEPKAEHHbIA YNONHOMOYEHHbIM peaepanbHbim
OPraHoOM WMCMONAHUTENbHOM BAACTU U COAEPMKALLMN NepedeHb MOKasaTesiell Kavectsa U (MM) meTo4oB
KOHTPOAS KayecTBa KOHKPETHOM NeKapCTBEHHOW ¢OpMbl, NEKAPCTBEHHOINO PACTUTENIBHOMO CbIPbS,
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onncaHna BMONOTNYECKNX, BUOXUMMUUYECKUX, MUKPOBNONOrMYECKUX, PUBUKO-XMMNYECKUX, DUSNYECKUX,
XMMUYECKMX W APYrMX METOAOB aHa/iM3a JIeKapCTBEHHOrOo CpeactBa, a Takke TpeboBaHua K
MUCNONb3yeMbIM B LENAX MNPOBEAEHUA [aHHOTO aHa/M3a peakTMBam, TUTPOBAHHLIM PACTBOPAM,
WUHAMKaTOpaMm;

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

19) dapmaKoneiiHasa CTaTba - AOKYMEHT, YTBEPXKAEHHbIN YNOJHOMOYEHHbIM deaepanbHbiM
OpPraHoOM UCMOIHUTEIbHOM B/IACTU U COAEPKALLUMIM NepeyeHb NokasaTenen KauecTsa U MeToA,0B KOHTPOIA
KauyecTBa /IeKapCTBEHHOMO CPeACTBa;

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

19.1) cTaHgapTHble 0bpasLbl - BewecTBa, NOCPEACTBOM CPAaBHEHMA C KOTOPbIMW OCYLLECTBASAETCA
KOHTPO/Ib KayecTBa WCCNeAyeMblX JIEKapCTBEHHbIX CPeACTB C MOMOLWbI  PUINKO-XUMUYECKUX U
610N0rMYECKUX METOA0B B LIENAX NOATBEPKAEHUA COOTBETCTBMA JIEKAPCTBEHHbIX CPeACTB TpeboBaHUAM
HOPMaTMBHOW AO0KYMEHTALMM, YCTaHOBAEHHbIM NPU OCYLLECTBAEHUN FOCYAAaPCTBEHHOW PErucTpaumm, u
KOTOpble MPUMEHSIOTCA ANA KanMbpOBKM CTaHAAPTHbIX 06pasLoB NPOW3BOAUTENSA JIEKAaPCTBEHHbIX
CPeACTB, UCMOJIb3yeMbIX AN KOHTPONA KayecTBa M UHbIX Ueneid npu obpalieHUU NeKapcTBEHHbIX
cpencTs;

(n. 19.1 BBeaeH deaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

19.2) dapmaKkonenHblii CTaHOAPTHbIA 06pasel, - CTaHOAPTHbIM obpasel, NpowusBeAeHHbIl B
COOTBETCTBUM C papMaKoneHon cTaTbel;

(n. 19.2 BBepeH deaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

20) HOpMaTMBHaA AOKYMEHTauua - [AOKYMEHT, COoAepalmii nepeyeHb onpeaensembix Mo
pesy/sbTaTaM COOTBETCTBYHOLUMX 3SKCMEPTU3 MOKasaTesiel KayecTBa /IEKAapCTBEHHOro cpeactBa Ans
MeAMULMHCKOro MPUMEHEHMUA, METOLOB KOHTPOJIA €ro KayecTsa U YCTaHOB/IEHHbI €ro Npon3BoAUTENEM;

21) HOPMATMBHbIN AOKYMEHT - LOKYMEHT, COAEPKaLLNN NepeyeHb onpeaenaemblix No pesyabtatam
COOTBETCTBYIOWMX 3SKCMEPTU3 MOKasaTenem KayectBa W (MAn) MeToOoB KOHTPONA  KayecTBa
NleKapcTBEHHON GOopMbl, ONUCAHUSA BUONOTMYECKUX, BUOXMMUYECKUX, MUKPOBNONOTrNYECKUX, GU3MKO-
XUMUYECKUX, DUBUYECKMX, XMMWUYECKMX W OPYrMX MEeTOAOB aHa/n3a JIeKapCTBEHHbIX CpeacTB Aans
BETEPUHAPHOro NPUMEHEHUs, TpeboBaHMA K MCNONb3YEMbIM B LIeNsX NPOBeAEHUS OAHHOro aHanusa
peakTuBam, TUTPOBAHHbLIM PacTBOPam, MHAMKATOPaAM M YCTaHOBNEHHbIN ero Npon3BoAUTENEM;

21.1) obWwmii TEXHUYECKUA OOKYMEHT - KOMMNAEKT LOKYMEHTOB WM MaTepuasioB, COCTOSLUMIA U3
HECKO/MIbKUX  pa3genoB -  AOKYMEHTauMM  agMUHUCTPATUBHOIO  XapaKTepa, XMMWYECKOM,
dapmaueBTMYECKON U OMONOrMYecKol [OKyMeHTauuu, ¢GapmMaKoNorMyeckon, TOKCUKOJIOrMYecKom
OOKYMEHTaUMN, KNIMHUYECKOM AOKYMEHTaAUMM M NpeacTaBAfdemblii O4HOBPEMEHHO C 3asiBJIEHUMEM O
rocy4apcTBEHHOM pPErMcTpaumMmn JIeKapCTBEHHOrO npenapata Ana MeaMUMHCKOro NPUMMEHEHMA B
dopmarte, ycTaHOB/IEHHOM YMOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCNONHUTEIbHOWN BNacTy;

(n. 21.1 BBeaeH dPegepanbHbIM 3aKOHOM OT 22.12.2014 N 429-3)

22) KayecTBO /IEKapCTBEHHOIO CPe/CcTBa - COOTBETCTBME IEKAPCTBEHHOIO cpeacTBa TpeboBaHUaM
dapmaKoneHom cTaTbM MO0 B C/ly4ae ee OTCYTCTBMA HOPMATUBHOM AOKYMEHTALUU UAN HOPMATUBHOIO
OOKYMEHTa;

23) 6e30MacHOCTb /IeKAPCTBEHHOIO CPeACTBa - XapPaKTePUCTMKA JIEKAapCTBEHHOro CPeacCTBa,
OCHOBaHHas Ha CPaBHUTE/IbHOM aHasn3e ero 3GpPeKTUBHOCTU U PUCKA NPUYMHEHMA Bpeaa 340P0BbIo;

24) 3bdEKTUBHOCTb JIEKAPCTBEHHOIO MpenapaTta - XapaKTepUCTUKa CTEMeHU MOJIOXKUTENbHOro
B/IMAHMA JIEKAPCTBEHHOrO Mpenapata Ha TeuyeHue, MPOAO/MKUTENbHOCTL 3aboseBaHMA WAU  ero
npegoTBpalleHme, peabunntaumio, Ha CoxpaHeHue, NpeaoTBpalLEHNE UK NPepbiBaHUE BepeMeHHOCTY;

25) cepusa nekapcTBEHHOro CPeACTBa - KOIMYECTBO JIEKAPCTBEHHOMO CpeacTBa, NPOU3BEeAEHHOE B
pesynbTaTe 04HOro TEXHONOMMYECKOrO LMK/Ia ero Npon3BoAnTENEM;

26) perncTpaumoHHOE yA0CTOBEPEHME IEKAPCTBEHHOrO NpenapaTa - 4OKYMEHT, NoATBePKAatoLLni
daKT rocy1apCTBEHHOM pPerncTpaLmnmn IeKapcTBEHHOMO Npenapara;

26.1) nepKaTenb Uau BRagenel, permcTpaLMoHHOro ya0CTOBEPEHUA IeKapCTBEHHOro npenapara -
pa3paboTynMK NEeKapCTBEHHOro CcpeacTBa, NPOM3BOAMTENb JIEKAPCTBEHHbLIX CPEACTB WAM  UHOe
topuauyeckoe nnMuo, obnagarollee NPaBoM BAAAEHUA PErucTPaLMOHHbIM YA0CTOBEPEHUEM, KOTopble
HecyT OTBETCTBEHHOCTb 3a KayecTBo, 3¢pHeKTUBHOCTb M 6e30MacHOCTb NeKapCcTBEHHOro Npenapara;

(n. 26.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)
27) perucTpaumoHHbIN Homep - KooBoe 0603HauYeHne, NPUCBOEHHOE IeKapCTBEHHOMY Npenapary
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npu ero rocyAapcTBEHHOM perncrTpaumm;

28) obpalweHne /NeKapCTBEHHbIX CPeacTB - pas3paboTka, AOKJAMHUYECKUE WCCNedoBaHWA,
K/IMHMYECKME UCCIe0BaHNSA, IKCNePTU3a, FrocydapCTBEHHAA perncTpaums, CTaHaapTM3aumna U KOHTPOIb
KauyecTBa, MPOM3BOACTBO, U3rOTOB/IEHWE, XPAaHEHWE, NEePEBO3KaA, BBO3 B Poccuiickyto Pegepaumio, BbiBO3
n3 Poccuitickoit ®epepaumn, peknama, OTNyCK, peanmnsauma, nepegada, npumeHeHue, YHUYTOXKEHUe
JIeKapCTBEHHbIX CPeACTB;

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cybbeKTbl 0b6palleHMss NeKapCTBEHHbIX CcCpeacTB - ¢uaMyeckMe nuua, B TOM 4yucne
WHAMBMAYA/IbHblE MPEeAnpPUHUMATENN, U OPULMYECKME NMLE, OCYLLECTBAAOWME AEeATe/bHOCTb MNpu
obpallleHnnN NeKapCTBEHHbIX CPEACTB;

30) pa3paboTumK IeKapCTBEHHOrO CPeACTBa - OpraHM3aums, obaagatoLas NnpaBaMm Ha pPesyAbTaTbl
OOKNMHUYECKMX  UCCNeAOBAHWIM  JIEKAPCTBEHHONO  CPEACTBA,  KAMHUYECKUX  UCClefoBaHWiM
NleKapCTBEHHOro npenapata v (Mn) Ha TEXHO0rMI0 NPON3BOACTBA IEKAPCTBEHHOIO CPEACTBa;

(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-3)

31) Nnpoun3BOACTBO /IEKAPCTBEHHbIX CPEACTB - AEATeNbHOCTb MO MPOM3BOACTBY JIEKAPCTBEHHbIX
CpPeacTB opraHM3auMAMMN - NPOU3BOAUTENAMMN IEKAPCTBEHHbIX CPeACTB HA OAHOM CTaguU, HECKONbKUX
WUAN BCEX CTAAMAX TEXHO/IOTMYECKOro NPOLLECCa, a TaKXKe MO XPaHEeHUIO U peannsaummn NpomnsBeaeHHbIX
JIeKapCTBEHHbIX CPeACTB;

31.1) nponsBoACTBEHHAA NOWAAKa - TePPUTOPUaNbHO 060COoBNEHHbIN KOMNIEKC NPOM3BOANTENSA
JIeKApCTBEHHbIX CPeACTB, MNpegHasHayeHHbId 408 BbINOJNHEHMA BCero npouecca NPOM3BOACTBA
JIeKAPCTBEHHbIX CPEACTB MM ero onpeaeneHHon ctaguu;

(n. 31.1 BBeaeH deaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

32) npou3BoAUTENb NIEKAaPCTBEHHbIX CPeACTB - OpraHu3aumsA, OCYLLEeCTBAAWan Npou3BoACTBO
JIeKapPCTBEHHbIX CPEACTB B COOTBETCTBUM C TpeboBaHUAMK HacTonAlwero ®eaepanbHOro 3aKoHa;

33) papmaueBTUYECKAn AeATeNbHOCTb - AeATeNbHOCTb, BKAOYatoWan B ceba OnTOBYO TOProB/to
JIeKapCTBEHHbIMM CpeaCcTBaMU, UX XPaHEHWE, NePEBO3KY U (M) PO3HUYHYIO TOPrOB/ItO NEKAPCTBEHHbBIMM
npenapaTtamu, X OTNyCcK, XpaHeHMe, MEPEBO3KY, M3roTOBEHNE NEKAPCTBEHHbIX MPENapaTos;

34) opraHuMsauMa ONTOBOW TOProOBAM  JIEKAPCTBEHHbIMW  CPEACTBAaMM -  OpraHusaums,
OCYLLECTBAAOWANA ONTOBYID TOProOB/O JIEKAPCTBEHHbIMW CPEACTBAaMM, MX XpPaHEHWe, MepeBO3Ky B
COOTBETCTBUM C TpeboBaHUAMM HacToswero PenepasbHOro 3aKoHa;

35) anTeyHasa oOpraHW3auuMs - OpraHWsauua, CTPYKTYpHOe noapasgeneHne meauLmMHCKON
OpraHu3aumnKn, OCyLLEeCTBAAOWME PO3HMUHYIO TOProOB/IO JIEKAPCTBEHHbLIMWU MNpenapaTtamu, XpaHeHwue,
nepeBo3Ky, U3roTOB/MIEHWE M OTMNYCK JIEKAPCTBEHHbIX MPenapaToB A8 MeAUUUHCKOro NpUMeHeHus B
COOTBETCTBUM C TpeboBaHUAMM HacToswero PenepasbHOro 3aKoHa;

(8 pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

36) BeTepuHapHaa anTeyHasa oOpraHM3auus - opraHMsauuMa, CTPYKTYpHOe nogpasaenieHme
BETEPUHAPHOW OpraHU3aLmMm, OCyLWECTBAAIOLME PO3HUUYHYIO TOProB/IO JIEKAPCTBEHHbLIMK NpenapaTamu,
XpaHeHue, U3roToBNEHWE WU OTMYCK JIEKAPCTBEHHbIX MpenapaToB A/A BETEePMHAPHOro NpPUMEHeHUs B
COOTBETCTBUM C TpeboBaHUAMM HacToswero PeaepasbHOro 3aKoHa;

37) danbcudumumMpoBaHHOE  NIeKAapCTBEHHOE  CPeacTBO -  JIEKAPCTBEHHOE  CPeacTBo,
COMpPOBOXKAAEMOE IOXKHOW MHPOpMaLmel o ero coctase 1 (MAN) NPON3BOAUTENE;
38) HepobpoKayecTBEHHOE J/IEKAPCTBEHHOE CPeACTBO - JIeKapcTBEHHOe CPeacTBO, He

cooTBeTcTBYylOWEee TpeboBaHNAM dapMaKkonenHol cTaTbk MBO B Clydyae ee OTCyTCTBUA TpeboBaHUAM
HOPMaTUBHOW AOKYMEHTALMMN UNN HOPMATUBHOTO AOKYMEHTa;

39) KoHTpadaKTHOE leKapCcTBEHHOE CPEACTBO - IEKAPCTBEHHOE CPEACTBO, HaxoadAleeca B obopoTe
C HapyLUEeHWEM rpayKAaHCKOro 3aKoHOAaTeIbCTBa;

40) [OOK/AMHMYECKOe  WMCCNefoBaHWE  JIEKAPCTBEHHOro  cpeactBa -  BUOIOTMYECKMe,
MWKPOBMONOrMYecKMe, MMMYHONOTMYECKMUE, TOKCUMKONOrMYeckue, dapmaKkonormyeckne, ¢pusmyeckue,
XMMUYECKME U ApYyTUe UCCNeA0BaHUA 1eKapCTBEHHOrO CpeacTBa NyTem NPUMEHEHUA HayYHbIX MeTO4,08B
OLEHOK B LeNIfAX NolyYeHunn AoKa3aTebcTB 6e30nacHOCTH, KayecTBa U 3GHEKTUBHOCTUN 1IeKapCTBEHHOTO
cpeacTsa;

41) KAMHMYECKOe WCCNefoBaHWE NEeKapCTBEHHOro npenapaTta - M3ydyeHue AMarHOCTUYECKMX,
NeyebHbIX, NPodUNaKTUYECKMX, GapMaKONOrMUYEeCcKNX CBOMCTB NEKapCTBEHHOro npenapaTa B npouecce
€ro NPMMEHeHUA y YeNoBeKa, XMBOTHOTO, B TOM 4MCAE MNPOLLECCOB BCACbIBaHWA, pacnpeaeneHus,
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U3MEHEHUA U BbIBEOEHUsA, MyTeM MPUMEHEHMA Hay4yHbIX METOAO0B OLLEHOK B LEAAX MOoJyYeHus
AOKa3aTenbctB 6e3onacHocTM, KavecTtBa M 3¢GGDEKTMBHOCTU /IEKAPCTBEHHOrO npenapaTta, AaHHbIX O
He)KenaTeslbHbIX peaKkuMAX OpraHM3Ma YesIOBEKa, MMBOTHOTO Ha MPUMEHEHWEe J1IeKapCTBEHHOro
npenapata n ob apdeKkTe ero B3aMMOAENCTBUA C APYTMMMU NEKAaPCTBEHHbIMUM Npenapatamu 1 (uam)
NULLEBbIMM NPOAYKTaMM, KOPMamu;

42) MHOTOLLEHTPOBOE K/IMHMYECKOe UccneoBaHne IEKapCTBEHHOIO Npenapara 418 MeauLUMHCKOro
NPUMEHEHUA - KAMHMYECKOE WCC/ef0BaHUE JIeKapCTBEHHOro npenapata  gns  meguuMHCKOro
NpPUMeHeHus, NPOBOAMMOE Pa3pPaboTYMKOM IeKapCTBEHHOIO Npenaparta B AByX U 6osiee MeguLMHCKUX
OpraHM3aumax No eANHOMY NPOTOKOJY KJIMHUYECKOTO UCC/Ie4,0BaHUA IeKapCTBEHHOTO Npenapara;

43) meKayHapoAHOEe MHOTOLEHTPOBOE KIMHMYECKOE UCC/Ief0BaHUe /IeKapCTBEHHOro npenapara
ANA MeOMUMHCKOTO NPUMEHEHUs - KAMHWYECKoe WCCnefoBaHWe eKapCTBEHHOro npenaparta Ans
MeANUMHCKOTO NPUMEHEHMA, NPOBOAUMOE Pa3paboTYMKOM JIeEKapCTBEHHOMO MNpenaparta B Pas/NYHbIX
CTpaHax no eAMHOMY NPOTOKOY KAMHUYECKOTO UCC/Ie40BaHMUA JIEKapCTBEHHOTO Npenapara;

44) noCTperucTpaumMoHHoe KAMHUYECKoe WCCNefoBaHME JIeKapCTBEHHOro npenapaTta  Ans
MEAMUMHCKOTO MNPUMEHEHUA - KIMHMYECKOe UCC/efoBaHUe JIeKapCTBEHHOro npenapata  gns
MeANLMHCKOro NPUMEHEHMA, NPOBOAUMOE NPOU3BOAMTENEM IEKAPCTBEHHOIO NpenapaTa, FpaykaaHCKuiA
060pOT KOTOPOro OCyLeCTBAAETCA MOCie rocyAapCTBEHHOM perncTpaumm, B Lenax AONoJHUTENbHOro
cbopa AaHHbIX 0 ero 6e3onacHocTU 1 3GPEKTUBHOCTU, pPaclUMPEHMA NOKA3aHUIN K MPUMEHEHMUIO AaHHOro
JIeKapCTBEHHOrO NPenapaTa, a TakKe BbIB/IEHWUS HEMXKeNaTeIbHbIX peakunii NaLMeHToB Ha ero AencTeue;

45) wvccnepoBaHMe OGUO3KBMBANEHTHOCTM JIEKApPCTBEHHOrO npenapata - BWA, KAMHUYECKOro
nccnefoBaHUA NeKApCTBEHHOro nNpenapaTta, NPoBeAeHME KOTOPOro OCYLLECTBASETCA ANA onpeaesieHuns
CKOPOCTM BCACbiBaHMA W BbIBEAEHWUA OLHOFO WM HECKOJIbKMX 0bnagatowmx dapmaKosiormyeckomn
AKTUBHOCTbIO [AEWUCTBYIOLWMX BELLECTB, KOJIMYECTBA JIEKApPCTBEHHOro npenapaTta, AOCTUMraloLLero
CUCTEMHOrO KPOBOTOKa, M pe3y/bTaTbl KOTOPOro MO3BOASIOT CAeNaTb BblBOA, O GMO3KBMBANEHTHOCTU
BOCMpPOM3BEAEHHOI0 NEKAPCTBEHHOro NpenapaTa B onpeaeneHHbIX IeKapcTBEHHON hopme U 403MPOBKe,
COOTBETCTBYOLWMX pOopMe U [03UPOBKe pedepeHTHOro IeKapCTBEHHOIo NpenapaTa;

(n. 45 B peg,. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

46) wuccnepgoBaHWe TepaneBTUYECKON 3KBUBANEHTHOCTM JIEKAPCTBEHHbIX MpPenapatoB - BUA
KAMHUYECKOro UCCNef0BaHUSA IEKAapPCTBEHHbIX NpenapaTos, NPoBeAeHMe KOTOPOro OCyLecTBAAeTcs aAnn
BblSIBIEHWUS OAMHAKOBbIX CBOMCTB IEKAPCTBEHHbIX NPenapaToB onpeaeneHHon NekapcTBeHHoN GopMmbl, a
TaK¥Ke Ha/IMuns 0ANMHaKOBbIX MOKasaTesel 6esonacHocTn U 3hGEKTUBHOCTM IEKAPCTBEHHbIX MPEenapaTos,
OZIMHAKOBbIX KIMHMYECKUX 3D DEKTOB NPU UX MPUMEHEHUU;

47) npOTOKON KAMHUYECKOro MccienoBaHUs NeKapCTBEHHOro npenaparta - AOKYMEHT, B KOTOPOM
onpeaensaoTcs uenm, Gopmbl OpraHn3aLmmnm U MeToA0/10rMsA NPOBeAEeHMA KANHUYECKOro UcC/iefoBaHus,
CTaTUCTUYECKNE MeToAbl 06paboTKM pe3ynbTaToB TaKoro MccnegoBaHWs UM Mepbl No obecneyeHuto
6e3onacHOCTU OUBUYECKMX ANL, Y4YacTBYHOLIMX B KAMHUYECKOM WCC/Mef0BaHUU JIEKAPCTBEHHOIO
npenapara;

48) 6poLltopa UccnenoBaTens - CBOAHOE U3N0MKEHNE Pe3y/bTaTOB AOK/ANHMYECKOTO UCC/IeA0BaHUSA
NIeKapCTBEHHOTO CPEeACTBAa W KAMHMYECKOro MCCNeAoBaHWS  JIEKAPCTBEHHOro npenapata  And
MeAULUNHCKOro NPUMEHEHMS;

49) HPOPMaLMOHHBIN NUCTOK NaLUEHTa - 4OKYMEHT, B KOTOPOM COAepKaTcs B A4OCTYNHOM popme
CBeZleHUs, Kacalowmecs NpoBOAMMOro KAMHMYECKOro MCCNeA0BaHMA NeKapCTBEHHOro npenapaTa, U B
nucbmeHHoli dopme A06pPOBOSILHOE COracMe MauMeHTa Ha yyacTMe B K/JAMHMYECKOM WUCCnenoBaHUM
JIeKapCTBEHHOro npenapaTa noc/ie 03HAaKOMJIEHUA C OCOBEHHOCTAMM KAMHUYECKOro UCCnenoBaHus,
MMEIOLLIMMM 3HAYEHUE ANA BblParKeHMs TaKOro coriacus;

50) nobo4yHoe [eNcTBME - peakuMa OpraHM3ma, BO3HMKLWIAA B CBA3M C MNPUMEHEHUEM
JIeKapCTBEHHOro npenapaTa B [03aX, PEKOMEHAYemblX B MHCTPYKUMW MO ero npUMeHeHuto, Ans
NPodUNAKTUKM, AMATHOCTMKK, NedeHuna 3abonesaHns nnm ana peabunmraumm;

50.1) HexenaTenbHana peaKkuus - HenpegHamepeHHas HebnaronpuATHas peakuus OpraHu3ma,
KOTOpasA MOXeT bbITb CBA3aHa C MPUMEHEHMEM JIeKapCTBEHHOTO Npenapara;

(n. 50.1 BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

51) cepbe3Has HexenaTenbHas peaKkuums - HexenaTe/ibHaA peakuua OopraHusma, CBsAi3aHHaa C
NpUMeHeHWeM JIeKapCTBEHHOrO npenapaTta, npueefllad K CMepTH, BPOXKAEHHbIM aHOMaNMAM UM
nopoKam pasBuTMA NMbo npeacTasBasAowlas coboi yrposy KU3HM, Tpebyllaa rocnutaansaumm uUamn
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npuBeaLwan K CTOMKOM yTpaTe TpyA0CnoCcobHOCTU U (MNK) MHBAaNNAHOCTMY;

52) HenpeaBuaeHHas HexenaTeNbHas Peakums - HexKenaTeNbHas peakuus opraHunsma, Kotopas
CBA3aHa C NPUMMEHEeHMEeM JIeKAapPCTBEHHOIO MpenapaTta B A03aX, PEKOMEHAYEMbIX B NPOTOKO/E ero
KAMHWYECKOro MCCnefoBaHuA, Opoltope wuccnenoBaTenda, WAM € MPUMEHEHUMEM IeKapCTBEHHOIO
npenapata B 033X, PEKOMEHAYEMbIX B MHCTPYKUMW MO €ro NPUMEHEHU pas npodunakTuKK,
OVArHOCTMKM, neveHuns 3aboneBaHmna AN MeAUUMHCKOM peabnantaumm naumeHTa, U CyLWHOCTb, TAXKECTb
WAN UCXOA, KOTOPOW He cOOTBETCTBYET MHOOPMALMM O NEKAPCTBEHHOM MpenapaTte, cogepiKallenca B
NPOTOKO/IE €ro KJAMHMYECKOTO WcCnenoBaHuA, bGpolwtope uMccaefoBaTens MAW B WMHCTPYKUMM MO
NPUMEHEHWIO IEKAPCTBEHHOMO NPenaparTa;

(n. 52 B pea,. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

52.1) dapmakoHaa30p - BUA, AEATENbHOCTU MO MOHUTOPUHTY 3PPEKTUBHOCTM U BesonacHoCTU
JIeKApCTBEHHbIX MNpPenapaToB, HanpaB/JeHHbIA Ha BblABMEHME, OUEHKY UM NpegoTBpalleHune
HeenaTenbHbIX NOCNeACTBUIA NPUMEHEHUS SIEKAPCTBEHHbIX NPenapaTos;

(n. 52.1 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

52.2) nnaH ynpaBAeHUs pUCKkamu - NnogpobHoe onucaHue meponpuaTviAi no papmakoHaasopy,
HanpaB/IEHHbIX Ha BblIBNEHWE, OLEHKY M NPesoTBPaLLEHNE WU MUHUMMU3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NPenapaTamm, BKIoYanA OLEeHKY 3PpPEKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBeaeH deaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

53) peuenT Ha JIeKaPCTBEHHbIV NpenapaT - MMCbMEeHHOe Ha3HayeHWe NeKapCTBEHHOro npenapara
no yCTaHOBNEHHOW ¢opMme, BblAaHHOE MEAULIMHCKUM UM BETEPUHAPHBIM PabOTHUKOM, UMEIOLWMM Ha
3TO NpaBo, B L,eNAX OTNYCKa 1IeKapCTBEHHOrO Npenapara Uamn ero U3roToBaeHUsA 1 OTNYCKa;

54) TpeboBaHMEe MeAMLMHCKOW OpraHuM3auuMy, BETEPUMHAPHOM OpraHuM3auun - LOKYMEHT
YCTaHOBNIEHHOM GOPMbI, KOTOPbIN BbINMCAH MEAULMHCKUM UM BETEPUHAPHBIM PAabOTHUKOM, UMEIOLLUM
Ha 3TO NpaBO, U COAEPXKMUT B MUCbMEHHON ¢GOpMe yKasaHWe anTeyHOM opraHusauumM o6 oTnycke
NIeKapCTBEHHOro nMpenapata WMAM O ero M3rotoBfeHUM U o6 otnycke ana obecnedyeHua neyvebHoro
npowecca B MEAULMHCKOM OpraHn3aLmm, BeTeEpUHapHOW opraHm3aumm;

55) KOMMN/eKCHasa OUEeHKa JIeKapCTBEHHOrO Mpenapata - OLeHKa 3aperncTpMpoBaHHOro
JleKapCTBEHHOro Npenapara, BKAoYaLWwan B cebsa aHanm3 nHGopmaLmMm 0 CPaBHUTENbHON KANMHUYECKOM
3¢ deKTMBHOCTU M 6e30MacHOCTU NEKAPCTBEHHOIO NpenapaTa, OLLEHKY SKOHOMUYECKUX NOCNeACTBUIN ero
NPUMEHEHWA, MU3yYeHUe AO0NONHUTENbHbIX MOCNEACTBUIA NMPUMEHEHMA JIEKAPCTBEHHOro npenapata B
LUenAax MPUHATMA peweHnn O BO3MOXKHOCTU BK/IOYEHMA NEKapCTBEHHOro npenapata B MepeveHb
KU3HEHHO HEOBXOAMMbIX M BAarKHEMNLIMX NEKAPCTBEHHbIX NPENAPATOB, HOPMATUBHbIE NPABOBbIE aKTbl U
WHble JOKYMEHTbI, ONpeAenatolme nopaaoK okasaHUA MegULMHCKON MOMOLLM, NN UCKNHOYEHUSA ero U3
YKa3aHHbIX MepeyHsa, akTOB U JOKYMEHTOB.

(n. 55 BBegeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

Fnaga 2. MOJIHOMOYUA PEAEPA/IbHBIX OPTAHOB UCMO/IHUTENBHOMN
B/IACTWU, OPFTAHOB UCMNONHUTENIbHOMN BNACTU CYBbEKTOB POCCUMINCKOM
®EAEPALUM NMPU OBPALLEHMU NEKAPCTBEHHbIX CPEACTB

Cratba 5. lMonHomouus deaepanbHblX OPraHOB MCMOAHUTENbHOM BAAacTU MNpu obpallieHun
NeKapCTBEHHbIX CPeacTB

K nosHomoumnsam depepasnbHbiX OpraHoB UCMONHUTENbHOM BNACTU NPU 06paLLeHNN NEKAPCTBEHHbIX
CPeACTB OTHOCATCA:

1) npoBegeHne B Poccuiickon depepaumm eauHON ToCyAapCTBEHHOM NOAUTUKM B 0b6sactu
obecneyeHuns NeKapCcTBEHHbIMM NpenapaTamm rpaxaaH B Poccuitickon ®epepauymu;

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) vyTtBepXaeHne obwmx dapmaKonelnHblx cTatei, <¢dapmaKonenHbIXx CTaTel, u3gaHue
rocyapcrTBeHHoM dapmakoneu, co3aaHne 1 BeaeHue peectpa papmaKkonenHbix CTaHAAPTHbIX 06pa3LoB;
(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocywectBaeHWe rocyaapCcTBEHHOrO KOHTPOAA (Hagsopa) B chepe 0bpaleHnn NeKapCTBEHHbIX
CpeAacTs;

(8 pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-93)
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4) NMUEeH3npoBaHNE NPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB M papMaLeBTUYECKON AeATeIbHOCTU
B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM Poccuitckon deaepaumu;

5) opraHusauusa 3KCNepTM3bl JIEKAPCTBEHHbIX CPEACTB, 3TUYECKOM 3KCMEepTU3bl BO3MOMKHOCTU
npoBeAeHUs  KJAMHWYECKOrO UCCNef0BaHUA  /JIeKAapCTBEHHOro npenapata  AAa  MeAULMHCKOro
NPUMEHEHUA, IKCNEepPTU3bl OOKYMEHTOB, MPeACTaB/AEHHbIX ANA  OnpeAeneHna  BO3MOXKHOCTU
paccmaTpmBaTb NEKAPCTBEHHbIM MNpenapaT 4na MeAUUMHCKOTO MPUMEHEHUA MPWU TOCYAapPCTBEHHOWM
perncTpauum B Kayectse opdaHHOro IEKAaPCTBEHHOMO NpenaparTa;

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5.1) opraHu3auma nNpoBeAeHMA KOMMJEKCHOW OLLEeHKM JIeKapCTBEHHOrO MNpenapata B Lensax
NPUHATUA PeLleHnt 0 BO3MOXKHOCTM BK/IOYEHUA IEKAPCTBEHHOIO MpenapaTta B NepevyeHb KU3HEHHO
HEOOXOAMMbBIX W BaXKHEMWMX IEKAPCTBEHHbIX MPEenapaToB, HOPMATUBHbIE MPABOBblE aKTbl U WHbIE
OOKYMEHTbI, onpegensiowme MNopAaoK OKasaHWA MeAMUMHCKOW MOMOLWM WAW UCKAKYEHUsA ero us
YKa3aHHbIX NepeyHs, akTOB U LLOKYMEHTOB;

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

6) Bblaya paspeLLeHnit Ha NPoBeAeHME KIMHUYECKUX UCCeA0BaHUIA IeKapCTBEHHbIX NPenapaTos,
BeLEeHWe peecTpa BblAaHHbIX pa3peLlleHnit Ha NpoBeaeHNe KAMHUYECKUX UCCNe0BaHMNN NeKapCTBEHHbIX
npenaparos;

7) rocypapcTBeHHasa peructpauma NeKapcTBEHHbIX MNPenapaTtoB, BedeHWe rocyAapCTBEHHOro
peecTpa IeKapCTBEHHbIX CPeACTB;

8) opraHusaumsa 1 (Maun) npoeeaeHUe NHCMEKTUPOBaHUA CybbeKTOB 0bpallleHNs eKapCTBEHHbIX
CpeacTB Ha COOTBETCTBME NPABMAAM HagerKallelh NnabopaTopHOM NPAKTUKKM, NPaBUIam HaaaexKallen
KAMHMYECKOM NPaKTUKK, NPaBUAAM Hag erKallel NPAKTUKN XPaHEeHUS M NepeBO3KM IEKaPCTBEHHbIX
npenapaTos, NPaBUAaM Hag/leKallel ANCTPUObIOTOPCKOM NPAKTUKK, MPaBUIaM HaZieKallen anTeyHom
NPaKTUKKY;

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

8.1) opraHusaums un (Mam) npoBeaeHMEe MHCNEKTUPOBAHUA CyObeKTOB 06paLLeHNs IeKapPCTBEHHbIX
CpeacTB Ha COOTBETCTBME TPeboBaHUAM MPaBUN Hag/eXKalen NPou3BOACTBEHHOM MPaKTUKMK, Bblgada
3aK/IIOYEHUIA O COOTBETCTBUM MPOU3BOAUTENSI JNIEKAPCTBEHHbIX CPeacTB TpeboBaHWAM NpaBuA
HagnerKallen Npom3BOACTBEHHON NPAKTUKK;

(n. 8.1 BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

8.2) ycTaHOB/NEHWE NopAAKa BeAEHWs U BedeHWe rocydapCTBEHHOro peectpa 3aKAluYeHWU o
COOTBETCTBUM MNPOU3BOAUTENSA /IEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MNpaBuA  Had/ieXKalen
NPOW3BOACTBEHHOM NPAKTUKW;

(n. 8.2 BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

9) rocypapcTBEHHAsA perucTpaums yCTaHOB/IEHHbIX MPOM3BOAUTENAMM IEKAPCTBEHHbIX NPenapaToB
npeaesbHbIX OTNYCKHbIX LEeH Ha XM3HEeHHO HEObXOAUMbIE U BaXKHeNLWMe NekapCcTBEeHHble npenapaTsbl U
BeAeHMe rocygapCTBEHHOro peecTpa NpeaesbHbiX OTNYCKHbIX LLleH Npon3BoAUTENEN Ha NEKAPCTBEHHbIE
npenapaTtbl, BK/OYEHHbIE B NepeyeHb MU3HEHHO HEOBXOAUMBIX U BaXKHEWMWMX J1IeKAaPCTBEHHbIX
npenaparos;

9.1) cornacoBaHune NPOEKTOB PELUEHWNI OPraHOB UCMONHUTENLHON BNacTM cybbeKkToB Poccuiickom
depepauum 06 yctaHOBAEHUM WU (MAN) U3MEHEHMW NpeaesnbHbiX PasMepoB OMTOBbIX HaabaBoOK U
npegesbHbIX PasMeEPOB PO3HWUYHbLIX HaAbaBOK K GaKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOB/EHHbIM
NpoM3BOAUTENAMM /IEKAPCTBEHHbIX MNPENapaToB, Ha JeKapCTBEHHble MpenapaTbl, BK/AOYEHHbIE B
nepeyeHb *KU3HEHHO HEOBXOAMMBIX M BarKHEMLLNX 1IEKAPCTBEHHbIX NPEenapaTos;

(n. 9.1 BBegeH deaepanbHbiM 3akoHOM OT 13.07.2015 N 241-93)

10) ycTtaHOBNEHWE NOpAAKa BBO3a /IeKApCTBEHHbIX cpeacTB B Poccuiickyto deaepaumio M BbiBO3a
NIeKapCcTBEHHbIX cpeacTs u3 Poccuitckon degepaumu;

(n. 10 B peq. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

10.1) Bblgaya, ycTaHOBAEHWE NOpAAKa BblAauu U GOpMbl AOKYMEHTA, KOTOPbIM NOATBEPKAAET, UTO
NPoOu3BOACTBO JIEKAPCTBEHHOro npenapaTa OCYLECTB/IEHO B COOTBETCTBUM C TpeboBaHMAMWU MpaBu
Hagne)kalleh NpoM3BOACTBEHHOW MPaAKTUKKU, W MNOANEKUT NpeacTaBieHuo no TpebosaHMIO
YNOAHOMOYEHHOro OpraHa CTpaHbl, B KOTOPYIO BBO3UTCA IEKAPCTBEHHbI Npenapar;

(n. 10.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)
10.2) Bblaaya, yCcTaHOB/EHME NOPAAKA BblAaun U Gopmbl JOKYMEHTA, COAEPIKALLEro CBEAEHMA O
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CTagmAX TEXHONIOrMYECKOro npoLecca NpPoM3BOACTBA /IEKAPCTBEHHOIO CpPeacTBa A8 MeAUUMHCKOro
NPUMEHEHMSA, OCYLLECTBAAEMbIX Ha TEPPUTOPUM EBPA3MIACKOrO SKOHOMMYECKOTO COH03a;

(n. 10.2 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03, B pen. denepanbHOro 3akoHa oOT
13.07.2015 N 241-93)

11) co3paHmMe coBeTOB NO BOMPOCaM, CBA3aHHbIM C 0bpalLeHNneM NeKapCTBEHHbIX CPeaCTB;

12) aTTrectauma v ceptudmKaLmsa CneLmanmcTos;

13) ytpatun cuay ¢ 1 ceHtabpsa 2013 roaa. - PeaepanbHbint 3akoH ot 02.07.2013 N 185-93;

14) ocyuiectBieHMe papmaKkoHaA30pa;

(n. 14 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTne B mexKayHapoaHOM COTPYAHUYECTBE;

16) nosyyeHne no 3anpocam ynoJHOMOYEHHOro ¢peaepasibHOro opraHa UCMOJIHUTEIbHOM BAacTu
OT OpraHoB WCNOJHUTENbHON BnacTn cybbekToB Poccuitickoit Pepepaumm, a TakKe oOT cybbeKkToB
obpallleHna NeKapCTBEHHbIX CPeacTB ANA MeLUUMHCKOro NpUMEHeHMA MHPOopMauuM no Bonpocam
YCTAaHOBAEHUSA M NPUMEHEHMA LLEH HA IEKAPCTBEHHbIE NpenapaTbl U HagbaBoOK K HUM;

17) npumeHeHWe mMep OTBETCTBEHHOCTM 3a HapylweHue 3aKoHoZaTesNbCTBa Poccuiickoit
depepauuy;

18) yTBepaeHWe nNpaBuA Hagnexawen nabopaTopHOM NPaAKTUKK, NpPaBUA  Hagnexalen
KAMHUYECKON MNPaKTUKWM, NPaBUA Hag/erkalleld Npou3BOACTBEHHON MPAKTUKM, NPaBUA HaaaerxKallen
NPAKTUKM  XPaHEHUS U NEepeBO3KM  JIEKAPCTBEHHbIX  MpPenapatoB, MpPaBWA  HagJjerKallein
OVCTPUOBIOTOPCKOM NPAKTUKK, NPAaBMA Hagae)Kaleh anTeyHoM MNpaKkTUKKW, NPaBUA Hagaerkallen
NPaKTUKKN papMaKoHaA30pa IEKAapPCTBEHHbIX NPenapaTos 419 MeLULNHCKOro NPUMeEHeHNs;

(n. 18 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

19) ycTaHoBneHWe nopAgKa (GOPMMPOBAHUA PErncTPaLMOHHOIO A0Cbe Ha JeKapCTBEHHbIN
npenapar n TpeboBaHUI K LOKYMEHTAaM B €ro COCTaBe;

(n. 19 BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

20) yTBepKAeHMe NpaBuA paLMOoHanbHOro Bbibopa HaMMeHOBaHMI IEKAapPCTBEHHbIX NPenapaToB
ONA MeANUMHCKOTro NPMMEHEHUS;

(n. 20 BBegeH PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

21) yTBEprKAEHWE NepeyHa HAaMMEHOBAHWNI 1eKapPCTBEHHbIX GopM;
(n. 21 BBegeH PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

22) ¢opmupoBaHME peecTpa TUMOBbIX WHCTPYKUMM NO  MEAULMHCKOMY MPUMEHEHUIO
B3aMMO3aMeHAEMbIX 1EKAPCTBEHHbIX NPENAPATOB;

(n. 22 BBegeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

23) yTBepKAeHWe TpeboBaHUN K MHCTPYKUUN MO MEAULUHCKOMY NMPUMEHEHUIO IEKAPCTBEHHbIX
NpPenapaToB U K MHCTPYKLUM NO BETEPUHAPHOMY NPUMEHEHMIO JIEKAPCTBEHHbIX MPEMNAPaATOB;

(n. 23 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

24) pocypebHoe 3aKpbiTME CaWTOB, coAeprkalumx WHPopMauMio O pPO3HMYHOM npoaaxKe
OUCTaHUMOHHbIM criocobom, npeasioKeHne o NpuobpeTeHUM AUCTaHUMOHHbIM crocobom, AocTaBKe
OUCTaHUMOHHbIM cnocobom UM (Mnu) nepegade ¢Gu3MYECKOMY AULY AUCTAHUMOHHbIM cnocobom
NIeKapCTBEHHbIX MNPenapaToB, HAPKOTUMYECKUX NEKAPCTBEHHbIX MNPENapatoB M MCUXOTPOMHbIX
NIeKapCTBEHHbIX NPENapaToB, 3a UCKNOYEHUEM CNYyYaeB, YCTAHOBNEHHbIX MpaBntenbctBom Poccunckom
depepaunm.

(n. 24 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpumeyaHue.

MonoxeHna ctatbm 5.1 pacnpoCTpaHATCA Ha noaAHomounA deaepasbHbIX OpPraHoB
WCNOSIHUTEIbHOM BNACTW, KOTOPbIE He NepeaHbl A1 OCYLLECTBAEHNA OpraHam rocy4apCTBEHHOM BIACTU
cybbekToB Poccuitickon ®depepaumm M opraHam MeCTHOrO CaMoyrpaB/eHUs COOTBETCTBYHOLLMMM
depepanbHbIMM 3aKOHaMM.

Cratba 5.1. Mepeaadya ocylLEcTBAEHUA MOAHOMOUYMI deaepanbHbIX OPraHOB WMCMNOJIHUTENbHOM
B/lAaCTU nNpu 0b6palleHUM NeKapCTBEHHbIX CPeACTB opraHaM WCMNOJHUTENbHOM BacTM CybbekTos
Poccuiickon ®epepaumm
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(sBepeHa depepanbHbiM 3akoHOM OT 13.07.2015 N 233-93)

MosHoMmouMsA pesepasbHbIX OPraHOB UCMOJHUTENbHOW BAACTM NMpU 0bpaleHUn NeKapcTBEHHbIX
CpeacTs, NpeaycMOTPeHHble HacToAwMm dPegepanbHbIM  3aKOHOM, MOTYT nepegasBaTbCas  ANs
OCYLLECTB/IEHMUA  OpraHam  WMCMOJIHUTE/IbHOW  BAacTM  cybbekTtoB  Poccuiickont  Pepgepauumm
noctaHoBneHuamu MpaButenbcTBa Poccuiickolt Pepepaunn B nopsake, yctaHoBieHHoM degepanbHbim
3aKOHOM OT 6 OKTA6pA 1999 roga N 184-d3 "O6 06LWMX NPUHUMNAX OPraHM3aLMM 3aKOHOAATEbHbIX
(npeactaBUTENbHBIX) U UCNOAHUTENbHbLIX OPraHOB rOCYAapCTBEHHOM BnacTM cybbekToB Poccuiickoi
Pepepauun’.

Crtatba 6. MNOAHOMOYMA OPraHOB UCMONHUTENbHOM BAAcTM cybbekTa Poccuiickon Pepepauunm npm
06paLLeHnN NeKapCTBEHHbIX CPeaCTB

K nonHomoumam opraHoB WCNONHUTENbHOM BAactn cybbekta Poccuiickont Pepepaumm npu
obpallLeHNn IeKapCTBEHHbIX CPEeACTB OTHOCATCA:

1) paspaboTka W peanusaums  pPerroHasbHbiX Nporpamm obecneyeHws  HaceneHus
NeKapCTBEHHbIMW NpenapaTamu;

2) ycTaHOBAEHWE NpeaebHbIX Pa3MepPOB ONTOBbIX HAA6aBOK M NpeAe/bHbIX Pa3MePOB PO3HUYHbIX
HagbaBoK K (aKTMYECKMM OTMYCKHbIM LLEHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENAMMU /IEKAPCTBEHHbBIX
NpenapaToB, Ha JIeKapCTBEHHbIE MpenapaTbl, BK/OYEHHbIE B MepeyYeHb XU3HEHHO HeobXoaMMBbIX U
BaKHEMLMX IEKaPCTBEHHbIX NPenapaTos;

3) ocywecTBieHWe PernoHaNbHOrO TrOCYAAapPCTBEHHOINO KOHTPO/A 3a MNPUMEHEHMEM LeH Ha
NIeKapCTBEHHbIE NpenapaTbl, BK/OYEHHble B MNEpPeYeHb KU3HEHHO HEeoBXOAUMbIX W BaKHeMWUX
NIEKApPCTBEHHbIX MPEnapaToB, OpraHM3auMsMyM OMNTOBOM TOPrOB/M, amnTEYHbIMU OPraHU3aLMAMM,
WHANBMAYANbHBIMM  MPEANPUHUMATENAMWN,  UMEWMMN  JIMLEH3UI0  Ha  dapmaLeBTUYECKYHo
[LeATENbHOCTb.

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

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKONMEA
Ctatba 7. Pa3paboTKa 1 M3gaHue rocyapcTBeHHON dapmaKonen, pasmeLleHne SaHHbIX O Hel

1. Nopa rocypapcTBeHHOM dapmakoneen NOHMMAETCa CBoA 0bwux papmakonemHbIXx cTaTen U
dbapmaKonenHbIx cTaTen.

2. Paspabotka ob6bwmx dapmakonenHbix ctater M dapmaKonelnHbiX cTaTel, B TOM u4ucne
dbapmaKkoneinHblx cTaTem Ha dapmakonelHble CTaHOApPTHble 06pasubl, W BKAOYEHWE UX B
rocyapcTBeHHy0 $apmaKoner OCyWEeCcTBAAIOTCA B MOPALKE, YCTAaHOBNEHHOM YMNOAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTEIbHOM BAACTM.

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

3. Pa3spaboTKa dpapmaKonerHon cTaTbn Ha pedepeHTHbIN IEKAPCTBEHHbIN NpenapaT 1 BKAOYeHUE
ee B rocyZapctBeHHyto GapmaKonel B TeYeHWe CPOKa AENCTBMA 3alMTbl UCKIOYUTENBHOMO NpPaBa,
YA0CTOBEPEHHOIO NATEHTOM Ha pedepeHTHbIN NeKapPCTBEHHDbIM NpenapaT, OCyLWeCcTBAAOTCA C cornacus
ero paspaboTumkKa.

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

4. TocypapctBeHHasa ¢dapmakones M34aeTcA  YNOAHOMOYEHHbIM  deaepasibHbiM  OpraHOM
MCNONIHUTENbHOM BNACTM 3a CHET CPeAcTB denepanbHOro 6IOAMKETa U NOANEKNUT NEPEN3LAHUAM HE perKe
4yeM OAMH pa3 B NATb JIET, B MepUOL MeXAy KOTOPbIMU M3AAIOTCA MPUNONKEHUSA K FOCYAapPCTBEHHOM
dapmakonee, cogepxawme oblwme dapmakonenHole cTatb W (Man) dapmakonelHble CTaTby,
YTBEPXKAEHHbIE NOC/E U3LAHUSA UAN NEePEN3[AHNA TOCyapCcTBEHHON dapmaKoneu.

5. YnonHoMouYeHHbIN deaepanbHbii OpraH MCNONHWUTENbHON BNACTM pasMeLLaeT AaHHble O
rocyapcTBeHHoOM papmakonee U NPUIOKEHUAX K HE Ha cBoeM oduLManbHOM canTe B ceTu "UHTepHeT"
B YCTAHOB/IEHHOM MM NOPSAKeE.
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Fnasa 4. TOCYAAPCTBEHHbI KOHTPO/1b MPU OGPALLEHUU
JIEKAPCTBEHHbIX CPEACTB

Cratba 8. JlMueH3MpoBaHME MPOM3BOACTBA JIEKAPCTBEHHbBIX CPeAcTB WM papmaueBTUYECKON
AeATenbHoCTH

1. IMueHsnpoBaHe NPON3BOACTBA IEKAPCTBEHHbIX CPeAcTB U GapMaLeBTUYECKON AeATeIbHOCTU
OCYLLECTBASETCA B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuitckon depepauyum.

2. O6s3aTtenbHbIM YC/NOBUEM NPEAOCTaBAEHUA JINLEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABAAETCA MPUIONKEHME K 3aABNEHUIO COMCKATENS INLEH3UM NEPEYHS IEKAaPCTBEHHbIX GOpM U
(nnn) Bmpos dapmaueBTMUECKUX CcybCTaHUMI, KOTOpble MPOU3BOAUTE b JIEKAPCTBEHHbIX CPejacTs
HamepeH NPOoU3BOAUTD.

3. B cnyyae HEOBXOAMMOCTM pacliMpeHUsa NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB 3@ CYET HOBbIX
NleKapCTBEHHbIX GopM M BUA0B GapMaL,eBTMYECKUX CyBCTaHLMIA MPOM3BOANTESb IEKAPCTBEHHbIX CPeACTB
[OOJIKEH NMOMYYUTb HOBYIO IMLLEH3MIO HA NPOU3BOACTBO SIEKAPCTBEHHbIX CPeACTB.

CtaTbna 9. FocyaapcTBeHHbIN KOHTPOb (Haa30p) B chepe 0bpaLleHMA NeKapcTBEHHbIX CPeACTB
(8 peq. PepepanbHOro 3akoHa oT 25.06.2012 N 93-d3)

1. FocypapcTBeHHbI KOHTPOb (Haa30p) B chepe obpalleHUs NeKapCTBEHHbIX CPeACTB BKAOYaEeT B
cebs:

1) NNUEH3MOHHBIA KOHTpPOAb B cdepe NPOU3BOACTBA /IEKAPCTBEHHbIX CpPeacTs U B coepe
dbapmaLLeBTUYECKOWN AeATeNbHOCTH;

2) depepanbHbIi rocyaapcTBEHHbIV Hag3op B chepe obpalleHUa nekapCTBEHHbIX CPeaCTs;

3) BbIGOPOYHBI KOHTPO/Ib KAYeCTBa JIEKAPCTBEHHbIX CPEACTB.

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

2. JIMUEH3MOHHbIN KOHTPO/Ib B cdepe NPOM3BOACTBA JIEKAPCTBEHHbLIX Cpeacts M B coepe
dbapmaLLeBTUUECKOW AesATeIbHOCTM OCYLLEeCTBAAETCA YMNOAHOMOYEHHbIMU deaepasibHbIM  OpraHom
WUCNOSIHUTENIbHOM BNIACTU WU OpraHaMn WCMOJIHUTE/NIbHOM BAacTM cybbekToB Poccuitickolt Pepepaunn
COr/IaCHO MX KOMNEeTEeHLMKN B NOpsAKe, ycTaHOBNeHHOM PefepasibHbiM 3aKOHOM OT 26 aeKabpsa 2008 roaa
N 294-03 "O 3awuTe nNpaB OPUANYECKUX /UL, U UHAMBMAYA/bHbIX MpeanpuHUMaTenen npu
OCYLLECTBNEHUM TOCYAAPCTBEHHOrO KOHTpOANs (Hag3opa) M MYyHUUMNANbHOIO KOHTpons", C ydeTom
0CobeHHOoCTel opraHM3aunm 1 NpoBeaeHUA NPOBEPOK, YCTaHOBAEHHbIX PeagepanbHbiM 3aKOHOM OT 4 mas
2011 roga N 99-®3 "O nnueH3npoBaHUN OTAENbHbIX BUAOB AesATesibHOCTM" .

3. depepanbHbI rocyaapcTBeHHbIM Hag3op B cdhepe obpalleHUs NeKapCTBEHHbIX cpeacTs
OCYLLECTBASAETCA YMOJIHOMOYEHHbIMU deaepanbHbIMWU OpraHamu WUCNONHUTENbHOM BnacTu (danee -
opraHbl roCyAapCTBEHHOro Haz30pa) COracHO WX KOMMETEHUMM B MNOpAAKE, YCTAHOBAEHHOM
Mpasutenbcteom Poccminckon degepaumn.

4. depepanbHblii rocygapcTBEHHbIA Haa3op B chepe obpalleHMA JIeKApPCTBEHHbLIX CPeAcTB
BK/IlOYAET B cebs:

1) opraHusaumio U NpoBeaeHUe NPOBEPOK cobNoaeHMA cybbeKTamm 0bpalleHMa NeKapCTBEHHbIX
CpPeACTB YCTAaHOB/IEHHbIX HacToAwMM PeaepasbHbIM 3aKOHOM U MPUHATBIMU B COOTBETCTBUM C HUM
MHbIMWU HOPMAaTMBHbIMM NPaBOBbIMW akTaMu Poccuitickolt deaepaumm TpeboBaHUN K AOKNIMHUYECKUM
McCcnenoBaHMAM IEKAPCTBEHHbIX CPeACTB, KAMHUYECKMM UCCNeA0BaHUAM eKapCTBEHHbIX NPenapaTtos,
XpaHeHWto, NepeBo3Ke, BBO3Y B Poccuiickyto Peaepaumio, OTAYCKY, peanmsaummn NeKapCcTBeHHbIX CPeacTs,
NPUMEHEHUIO NEKAPCTBEHHbIX MPEMNAPATOB, YHUUTOMXKEHMUIO JIEKAPCTBEHHbIX CPEACTB, a TaKkKe
cobnogeHns  ynosIHOMOYEHHbIMM  OpraHamM  UCMONHUTENIbHOM BnactMu cybbekToB Poccuiickoi
depepaumm MeTOAMKM YCTAHOBNEHWA MpedenbHbiX PasmMepoB ONTOBbIX HagbaBOK W NpenefibHbIX
pa3mepoB PO3HUYHbIX HaA6aBOK K paKTUUYECKUM OTMYCKHbIM LLeHaM, YCTaHOBAEHHbIM NPOU3BOANTENSAMU
JIEKapCTBEHHbIX MPEenapaToB, Ha JIEKAapCTBEHHblE NpPenapaTbl, BK/AOYEHHble B MNepeyYeHb XKMU3HEHHO
HEeobX0AMMbIX 1 BarKHEMLLINX NeKapCTBEHHbIX NpenapaTos (aanee - obAsaTenbHble TpeboBaHUSA);

2) opraHusaumio 1 NpoBeaeHMe NPOBEPOK COOTBETCTBUA IEKAPCTBEHHbIX CPEACTB, HaXxoAALLMXCA B
rpa*kaaHckom ob60opoTe, yCTaHOBNEHHbIM TPEBOBaHUAM K UX KayecTBy;
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3) opraHusaumio 1 nposeaeHue papmakoHaa3opa;

4) npumeHeHue B NopsaKe, yCTaHOBEHHOM 3aKoHOAaTebcTBOM Poccuiickon deaepaumm, mep no
npeceyeHnto BbIIBIEHHbIX HapyweHWin obA3aTenbHbIX TPeboBaHUN U (MM) yCTpaHEHUIO NOCNeACTBUIA
TAaKUX HapyWeHWn, B TOM YWUC/Ee MPUHATUE PELIEHUS O HaAXOMAEHWUW JIeKAapCTBEHHbIX CpPeacTB B
obpalleHnu, Bblgady npeanmncaHmnin 0b ycTtpaHeHUK BbiABAEHHbIX HapyLleHWii 06A3aTeIbHbIX TpeboBaHUM
W NPUB/IEYEHME K OTBETCTBEHHOCTU INL, COBEPLUMBLUMNX TaKME HapYLLEHMA.

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

5. ®epepanbHbll TOCYAapPCTBEHHbLIN HaA3op B chepe obpalleHUa JIEKAaPCTBEHHbIX CPeacTB
OCYLLECTBAAETCA B NOpPAAKe, ycTaHOBNeHHOM PeaepasibHbiM 3aKOHOM OT 26 aekabpa 2008 roga N 294-
®3 "O 3awmTe NpaB LPUANYECKUX UL, U UHAMBUAYAbHbIX NpearnpuHUMaTeneil Npu ocywecTBaeHum
rocyaapcTBeHHOro KOHTPoAA (Haza3opa) U MYHULMNAAbHOrO KOHTpoAns", ¢ yyeTom ocobeHHOCTel,
YCTaHOBEHHbIX HACTOALWEN cTaTbel. MpeaBapuTenbHOe CornacoBaHMe C OpraHamMm NPOKYpPaTypbl CPOKOB
npoBeseHNA BHEMJIAHOBOW MPOBEPKM CyOBHEKTOB O0OpalLeHMA JIeKapCTBEHHbIX CPeAcTB, a TaKXke
npeaBapuTe/ibHoe yBegOoM/IEHUE IOPUANYECKUX UL, UHAMBUAYANbHbLIX NpeanpuHMMaTeNen o Hadane
nposeaeHuna 3ToO NpoBepkn He TpebyercAa. OpraHbl NPOKypaTypbl W3BELWAOTCA O MPOBeAeHUM
BHEMJIAHOBOW NPOBEPKN CyObEKTOB 0bOpalleHMA IeKapPCTBEHHbIX CPEeACTB NOCPeACTBOM HanpaB/ieHMA
COOTBETCTBYHOLLMX OAOKYMEHTOB B TeYEHME Tpex paboumx AHel C MOMEHTa OKOHYaHWA npoBeseHus
YKa3aHHOI BHEMN/1aHOBOM NPOBEPKMW.

(4actb 5 B pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-¢3)

6. [OMKHOCTHble NMUA OpraHa rocyAapCTBEHHOrO HaA30pa B MNOpAAKe, YCTAaHOBAEHHOM
3aKoHogZaTenbcTBOM Poccuiickon ®epepauuu, MMetoT Npaso:

1) nonyyaTb Ha OCHOBaHMM MOTMBMPOBAHHBIX MUCbMEHHDbIX 3aMPOCOB OT CYOBLEKTOB ObpaLLeHUs
NIeKapCTBEHHbIX CPeACTB, OPraHOB WCMOJIHUTENbHOW BAacTM cybbekToB Poccuiickoih ®epepaumn u
OpraHOB MECTHOTO CamoynpaBieHUs [OKYMEHTbl M WHbOpMaumilo no Bomnpocam obpalieHuA
NeKapCTBEHHbIX CPEACTB;

2) 6ecnpenATCTBEHHO MO MNPEAbABNEHUN CAYKeBHOro yAo0CTOBEPEHMA W KOMMU MNpUKasa
(pacnopskeHua) opraHa rocy4apCTBEHHOIO Hag30pa O Ha3HAYeHUM NPOBEPKM NOCELLLATb UCMO/Ib3yeMble
OPULAMYECKUMU  ANLAMM, WHAMBUAYANBbHBIMW NPEeANPUHUMATENAMM, ABAAIOWMMUCA CyObEKTamM
06 paLleHna NeKapCTBEHHbIX CPEACTB, NPU OCYLLECTBAEHUN CBOEN AEATE/IbHOCTU TePPUTOPUN, 30aHUS,
NMOMELLEHWUA U COOPYIKEHUA B LIeNAX NPOBEAEHNA MEPONPUATUIA NO KOHTPOAIO;

3) npoBoaunTb O0THOP 06Pa3LOB NEKAPCTBEHHDLIX CPEACTB, NPEAHA3HAYEHHbIX A4 Peanm3aummn u
peanunsyemblx CybbeKkTamm 06palleHMA eKapCTBEHHbIX CPEeACTB, A1 NPOBEPKM WX KAYecTBa,
npoBeAeHNA WUCCNEA0BAHUIN, WCMbITAHWM B COOTBETCTBMM C npaBunamu oTtbopa o06pasuos,
YCTaHOB/IEHHbIMW YNONHOMOYEHHbIM pesepanbHbIM OPraHOM UCNOIHUTENbHOM BNACTU;

4) BblAaBaTb CyObeKTam OOpPaALLEHMA NIEKAPCTBEHHbIX CPEACTB NPEeANUCaHUs O MpeKpaleHun
HapyweHui obasaTenbHbiXx TPebOBaHUN MU 06 YyCTpaHEHMM BbIABNEHHbIX HapyweHW o6s3aTesnbHbIX
TpeboBaHuii;

5) HanpaBaATb B YMNOAHOMOYEHHble OpraHbl MaTepuanbl, CBA3AHHbIE C HApyWeHUAMMU
0653aTeNIbHbIX TPEOOBAHWUIN, ANA PeLUeHUs BONPOCOB O BO3OYKAEHMM YroNOBHbIX Aea NO MpU3HAKam
nNpecTynieHumn.

7. BbI6OPOYHBI/ KOHTPO/Ib KAYECTBA JIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTENBHOM BAACTU B YCTaHOBNIEHHOM UM NOPSAKE U BKOYAET B cebA:

1) 06paboTKy cBegeHUn, B 06A3aTENbHOM MOpAAKe NPeaocTaBAfeMbIX cybbekTaMn obpalleHus
NEKapPCTBEHHbIX CPEACTB, O CEPUAX, MAPTUAX SIEKAPCTBEHHbIX CPEACTB, MOCTYNalOWMX B rPaXKAaHCKUM
oboport B Poccuiickot Peaepauum;

2) ot60p 06pa3u,0B NEKAPCTBEHHDIX CPEeACTB Y CYObEKTOB 0b6paLLEHNA NEKAPCTBEHHbIX CPEACTB B
Lenax NpoBeAeHMa UCNbITaHWIA Ha UX COOTBETCTBME TPebHOBaHUAM HOPMATUBHOM AOKYMEHTALLUM Uan
HOPMAaTMBHbIX OKYMEHTOB;

3) NnpuHATME NO pe3y/ibTaTaM NPOBEAEHHbIX UCMbITAHWUIA pelleHna O AaslbHENLWEM FPaXKAaHCKOM
060pOTE COOTBETCTBYHOLLLEIO IEKAPCTBEHHOIO CPEACTBA;

4) NpuUHATME YNONHOMOYEHHbIM denepanbHbIM OPraHOM WCMOMHUTENbHOW BAACTU pelleHns o
rnepesBose eKAPCTBEHHOMO CPEACTBA Ha NOCEPUIHDBIN BbIOOPOUYHbIN KOHTPO/Ib KAYeCcTBa IEKAPCTBEHHbIX
CpPeAcTB B C/y4yae MOBTOPHOrO BbIABNEHUA HECOOTBETCTBMA KayecTBa JE€KAapPCTBEHHOro cpeacTBa
YCTAHOBNEHHbIM TpeboBaHMaAM W (NpuM HeobxoAMMOCTM) O npoBepKe cybbeKkTa obpalleHus
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NeKapCTBEHHbIX cpeacTB. Pacxoabl, cBA3aHHble C NPOBEAEHMEM MOCEPUAHOTO BbIBOPOYHOTO KOHTPOAA
KayecTBa NeKAPCTBEHHbIX CPeACTB, OMIAYMBAOTCA NPOU3BOAUTENEM JIEKAPCTBEHHOMO cpeactsa nbo
aepxarenem nnu Bragesiblem permcTpalMoHHOro yaoCToBepeHna NeKapCcTBEHHOro npenaparTa.

(4actb 7 BBeaeHa PepepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

Fnasa 5. PASPABOTKA, AOK/IMHUYECKUE NCCNEQOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXKE KTUHUYECKUE NCCNNEAOBAHUA
NEKAPCTBEHHbIX NMPENAPATOB A1 BETEPUHAPHOIO NPUMEHEHUA

Cratbs 10. Pa3paboTKa NeKapCTBEHHbIX CPeacTB

1. Pa3paboTKa NeKapCTBEHHbIX CPeACTB BKAOYaeT B ceba NOUCK HOBbIX GapMaKoNOrMyecKm
aKTMBHbIX BELLECTB, Mocneaylollee W3yYeHUe WX JIeKapCTBEHHbIX CBOWMCTB, AOKAMHMYECKME
nccnefoBaHusa, paspaboTKy TexHoNorMi nNpousBoacTsa $GapmaLleBTUHECKUX CyOCTaHLMMN, pa3paboTky
COCTaBOB M TEXHOJIOTUIA NPOM3BOACTBA JIEKAPCTBEHHbIX NPENapaTos.

2. ®uHaHcoBOe obecneyeHune pa3paboTKN NEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 3 CYET:

1) cpeacTs peaepanbHOro 610AXKeETa;

2) cpepcTB pa3paboTYMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeacTB  Npou3BOAMTENeN  IeKapCTBEHHbIX  CPEACTB  MPM  BbIMOJAHEHWMM  HAYYHO-
nccnepoBaTeNbCkux  paboT Mo A0roBOpy MeXAy pPaspaboTyMKOM  NIEKAaPCTBEHHbLIX CPEeACTB U
NpoV3BOSUTENIEM SIEKAPCTBEHHbIX CPEACTB;

4) HbIX He 3anpeLLeHHbIX 3aKoOHOAaTeIbCTBOM Poccuiickol degepaumm MCTOYHUKOB.

3. MpaBa  pa3paboTuyMKa  JIEKAPCTBEHHOrO  CPEACTBA  OXPAHATCA  IParKAaHCKUM
3aKOHOAATE/IbCTBOM.

Cratba 11. [loKAMHMYeCKoe wuccnegoBaHue NEeKapCTBeHHOro cpeacrea Aanad mMegumunHCKoro
npumeHeHunA

1. JoknMHMYecKoe ucciefoBaHWe NIeKapCTBEHHOMO CPeacTBa 418 MEeAMUMHCKOTO NMPUMEHEHUS
NPOBOAUTCA MyTEM MPUMEHEHMSA HayyHbIX METOAO0B OLEHOK B LENAX MOJYyYeHUs [0Ka3aTeNbCTB
6e30MacHOCTH, KayecTBa U 3GPEKTUBHOCTU NEKAPCTBEHHONO CPEACTBA.

2. [loKAMHWYeCcKoe UCCNefoBaHWE NEKAPCTBEHHOrO CPeacTBa AN MeAMULMHCKOro NpuMeHeHuUs
NPOBOAWTCA B COOTBETCTBMM C MpPaBMAaMM Had/ierkalieid NabopaTopHOM NPAKTUKKM, YTBEPKAEHHbIMU
YNOHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENBHOM BACTY.

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. lns opraHm3aLmm 1 NpoBeAeHNA AOKINHNYECKOTO UCCNEeA0BaHMA NEKAPCTBEHHONO CPeACcTBa A1A
MeAMLMHCKOro MpUMeHeHUs pa3spaboTuMKM NIeKapCTBEHHbIX CPEACTB MOTYT NPMB/AEKaTb Hay4yHO-
nccnepoBaTeNbCkMe opraHMsaumm, obpasoBaTtesibHble OpraHM3aumn Bbiclero o6pasoBaHuna, UMetoLme
HeobXxoAMMYI0  MaTepuanbHO-TEXHWYECKYD 6asy M KBaMOMUMPOBAHHbLIX  CMEeuuanncTtoB B
cooTBeTcTBylOLWEN 061aCTM Ucce0BaHUA.

(8 pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4, [IOKNMHMYECKoe uccienoBaHMe fIeKapCTBEHHOIO CPeacTBa ANA MeAMUMHCKOTO NPUMEHeHWUsA
NPOBOAUTCA MO YTBEPXKAEHHOMY pPa3paboTUMKOM J/IeKAapCTBEHHOrO CPeacTBa NaHy C BeAeHWeEM
NPOTOKOMa 3TOro MCCef0BaHMA M COCTaBNIEHWEM OTYETa, B KOTOPOM COZEP’KaTcA pes3ynbTaTbl 3TOrO
NUcCcNefoBaHMA UM 3aKNOYEHME O BO3MOMHOCTM  MPOBEAEHMA  KAMHWYECKOTO  MUCCNeAoBaHUsA
NeKapCTBEHHOro NpenapaTta A8 MeAULMHCKOTO MPUMEHEHNA.

5. lpoBeaeHWe NpoOBepPOK cobAOAEHMA NpPaBMA Hagfexkawel NabopaTopHON NPaKTUKKU M
NPaBoBbIX HOPM WCMNO/Jb30BAHWA MUBOTHbIX MNPU MNPOBEAEHUN LOKAMHUYECKMX UCCAeA0BaHUIA
NEeKapCTBEHHbLIX CPEeACTB ANA  MeAUUMHCKOrO MPUMEHEHMA OCYLLEeCTBASETCA  YNOAHOMOYEHHbIM
denepanbHbIM OPraHoM UCNOHUTE/IbHOM BAACTM.

(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. PesynbTaTbl AOKAMHMYECKOTO UCCAeA0BaHWA JIEKAaPCTBEHHOrO CPeacTBa ANA MeAWLMHCKOro
nNpUMeHeHnAa MoryT 6biTb NPeAcTaB/eHbl B YNONHOMOYEHHbIW dpeaepanbHblil opraH UCNOAHUTENbHOM
B/1aCTWN B YCTAHOB/JIEHHOM MOPAAKE B LeNAX rocy4apCcTBEHHOW perncTpaummn 1eKapcTBeHHoro npenapara.
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Cratba 12. [OKnMHMYeCKoe WuccnefoBaHMe JIEKapCTBEHHOrO CpeacTtBa W KAMHUYECKoe
uccneaoBaHme NekapcTBEHHOrNo NpenapaTa A1A BeTepMHapHOro NnpumMeHeHus

1. loKNMHUYEeCKoe UcCnefoBaHWE NeKapCTBEHHOrO CPeacTBa ANA BETEePUHAPHOro MPUMEHEHMs
NpoBOAUTCA MyTEM MPUMEHEHMA HaydHbIX METOAO0B OLIEHOK B LEAAX MO/yYeHMs [0Ka3aTenbCTs
6e30MacHOCTU, KayecTBa U 3GPEKTUBHOCTM SIeKapCTBEHHOrO CPEACTBA, B TOM YMCe onpeaeneHna cpoKka
€ro BblBEAEHMA U3 OPraHM3ma XUBOTHOTO, B Liensix obecrneveHna 6e30nacHOCTM NPOAYKLMN }KUBOTHOIO
NPOMCXOXAEHNA NOCAEe MPUMEHEHNA COOTBETCTBYIOLLErO NEKaPCTBEHHOrO Npenapara.

2. [OK/AMHMYECKoe WCCnefoBaHMe JIeKapCTBEHHOro CPeacTBa M KAMHMYECKOe ucciegoBaHue
NeKapCTBEHHOro npenapaTta A8 BETEPUHAPHOro NPUMEHEHUs, UCcneaoBaHMe BGUO3KBUBANEHTHOCTU
YKa3aHHOro JIeKapCTBEHHOro npenaparta NPOBOAATCA B COOTBETCTBUM C MPaBUIaMu, YTBEPXKAEHHbIMU
YMNOJIHOMOYEHHbIM defepanbHbIM OPraHOM UCMONHUTEIbHOM BNACTK.

3. [JoKAnHWYecKoe wuccieoBaHWE NEKapCTBEHHOrO CPeAcTBa UM KAMHWYECKOe ucciegoBaHue
NIeKapCTBEHHOro npenapaTta A/1A BETepUHAPHOrO MPUMEHEHUA MNPOBOAATCA MO YTBEPKAEHHOMY
pa3paboTUMKOM /IeKapCTBEHHOrO CpeacTBa MaHy C BeAeHWeM NPOTOKOM0B 3TUX WUCCAe40BaHWUA U
COCTaB/IeHMEM OTYETOB, B KOTOPbIX COAEPIKATCA pPe3yibTaTbl 3TUX UCCeA0BaHMNA.

4. [1ns opraHM3aumm U NPOBEAEHUA AOKAMHUYECKOTO UCCNea0BaHMA NEeKapCTBEHHOro CPeacTBa U
KAMHUYECKOrO MUCCAef0BaHUA  /IeKapCTBEHHOro npenapata A48 BEeTEPUMHAPHOro npumeHeHus
pa3paboTUMK NEKAPCTBEHHOTO CPEACTBa MOXET MpMBJEKaTb OpraHM3auuu, UMmerolme Heobxoanmyo
MaTepuanbHO-TEXHMYECKYH0 6a3y M KBaAMULMPOBAHHbLIX CNELMANNCTOB B COOTBETCTBYIOWEN 06aactu
nccnefoBaHus.

5. KAMHUYecKMe ucciefoBaHWA NEKAapCTBEHHbIX NPenapaTtoB ANA BETepUHAPHOro MpUmeHeHMs
NPOBOAATCA B BETEPUMHAPHbIX OPraHW3auMax M B OpraHM3aumax, OCYLLEeCTBAAIOWMX pasBejeHue,
BbIpaLLMBaHME U COAEPIKAHWNE HUBOTHbIX, B LLeNAX:

1) ycTaHOBAEHMA NEPEHOCMMOCTYM IeKaPCTBEHHbIX NPEenapaTos 340PO0BbIMU 3KUBOTHbIMU;

2) noabopa ONTMMasbHbIX AO3MPOBOK /EKAPCTBEHHbIX MpPenapaTtoB M Kypca /feyeHusa Ha
KOHKPETHOM rpynne sKMBOTHbIX C onpeaeneHHbIM 3a6oaeBaHnem;

3) ycTaHoBAeHWA 6e30nacHOCTM U 3GGEKTUBHOCTU NeKapCTBEHHOro npenapara, npeaHasHadeHHoro
ANA NedyeHnsa onpeaeneHHbIX 3a601eBaHNM }KUBOTHbIX, NN 3PEKTUBHOCTU 1IeKapCTBEHHOro npenapaTa
A5 NpodMNaKTUKM 3a601eBaHMNI 300POBbLIX MUBOTHbIX;

4) M3y4yeHMA BO3MOXHOCTEW PacCWIMPEHUA MOKa3aHW K MPUMEHEHUI0 3aperncTpMpoBaHHOro
NIeKapCTBEHHOro Npenapara U BbiABNEHUA paHee HEeM3BECTHbIX NOBOUYHbIX AENCTBU.

6. KAMHMuYeckoe ucciefoBaHWe /eKapCTBEHHOro npenapata AAs BETEPUMHAPHOro MpuUmeHeHUs
OCYLLECTBNAETCA 3@ CYET CPeACTB pa3paboTumKa 1eKapCTBEHHOro CpeacTBa.

7. OTyeTbl O pe3ynbTaTax AOKAMHUYECKOTO MUCCAeA0BaHUA /IeKapCTBEHHOro CcpeacTsa M
KAMHUYECKOrO MCCAeA0BaHUA  /IeKapCTBEHHOro npenapata A48 BeTEPUHAPHOro MpuUmeHeHus
COCTaBNAOTCA Pa3paboTUMKOM JIeKAapCTBEHHOro CPeAcTBa C YYETOM 3aK/OYeHWUd OopraHusauui,
NPUHUMABLLMX Y4acTUe B OPraHM3aumm v NpoBeaeHUM STUX UCCAeA0BaHUNA.

8. KoHTpo/ib 3a nposedeHMEM [AOKAMHUYECKMX WUCCAeAO0BaHWIA /IeKapCTBEHHbIX CPeacTB U
KAMHUYECKMX WUCCNeAOBaHMI  NEKapCTBEHHbIX NpenapaTtos Aaa BeTEepUHAPHOro  MpUMeHeHUs
OCYLLECTBAAETCA YNOJHOMOYEHHbIM peaepasibHbIM OpraHOM UCMONHUTEbHOM BNACTU.

Fnasa 6. OCYLLECTBNIEHUE FOCYAAPCTBEHHOW PETMCTPALIUMA
NEKAPCTBEHHbIX NMPEMNAPATOB

Cratbsa 13. TocyaapcTBEHHAsA perncTpauma NeKapcTBEHHbIX NpenapaTos

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B Poccuiickoi degepaumm AonycKaloTca NPOU3BOACTBO, M3roTOB/EHUE, XpaHeHUe, NepeBosKa,
BB0O3 B Poccuiickylo degepaumnto, BbiBO3 M3 Poccuitickoit Pegepaunn, peknama, OTNYCK, peanusauus,

nepegavya, nNnpMMmeHeHue, YHUYTOXKEHUE NEKAPCTBEHHbLIX MpPenapaTtoB, €C/I OHU 3apPerncTtpmpoBaHbl
COOTBETCTBYHOWMM YNOZTHOMOYEHHbIM d)ep,epaanblM OpraHOM UCNOJIHUTEN bHOI B/1ACTW.
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(4acTtb 1 B pea. depepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. FocynapCTBEHHOM PErNCTPALLUM NoANENKaT:

1) Bce nekapcTBeHHble NpenapaTbl, BNepBble NoAsexkawme BBoay B obpalleHue B Poccuiickoit
depepauum;

2) NneKapcTBeHHble MnpenapaTtbl, 3aperncTPUpoBaHHbIE pPaHee, HO MpPOM3BeAEeHHble B APYrux
JIeKapCTBEHHbIX GOpMax B COOTBETCTBUM C NepeyHEM HAUMEHOBAHWUI IeKapCTBEHHbIX GOPM, B HOBOW
[,03MPOBKEe NMPU A0Ka3aTe/IbCTBE € KIMHUUYECKOM 3HAYMMOCTU N 3PPEKTUBHOCTH;

3) HoBble KOMBMHALMM 3aPETUCTPMPOBAHHbIX PaHEE IEKaPCTBEHHbIX NpenapaTos.

3. locypapcTBeHHasA perucTpauma IeKapCcTBEHHbIX MPEnapaToB OCYLLECTBAAETCA NO pe3yabTaTam
3KCNepTM3bl /IEKAPCTBEHHbIX CPEACTB, A TOCYAApPCTBEHHAA perucTpauma opdaHHbIX IeKapPCTBEHHbIX
npenapaTtoB OCYLWECTBAAETCA MO pe3y/sbTaTaM 3KCNepTU3bl OOKYMEHTOB, npeacTaBAeHHbIX A
onpeaeneHns BO3MOXKHOCTU paccCMaTPUBaTb IEKAPCTBEHHbIM NpenapaT 418 MegUUMHCKOro NPUMeHeHUS
NpPW OCyLLECTB/IEHWUM FOCYAaPCTBEHHOWM perncTpaumm B Kayectse opdaHHOro NeKapCTBEHHOrO NpenaparTa,
M No pe3ysibTaTaM 3KCNepTU3bl IEKaPCTBEHHbIX CPEACTB.

4. locypapcTBEHHAsA PErncTpaums eKapCcTBEHHOMo NpenapaTa OCyLLEeCcTBAAETCA COOTBETCTBYOLLUM
YNOJIHOMOYEHHbIM defepasibHbiM OPraHOM WUCMOJIHUTENIbHOW BAACTM B CPOK, HE MPEBbIWAOWMIA CTa
wecrtngecatn pabounmx OHEeW CO AHA MPUHATUA COOTBETCTBYHOLLEFO 3aABNEHMA O rOCyAapCTBEHHOWN
perncTpauum nekapcTBeHHoro npenapaTa. B yKasaHHbIA CPOK BKAOYaeTcA Bpems, Heobxogmmoe ans
NOBTOPHOrO MNPOBEAEHMA 3KCNepTM3bl JIEKAPCTBEHHOrO CpeacTBa B COOTBETCTBMM CO CTaTbeit 25
HacToswero ®enepanbHoro 3akoHa. CpoK rocyapCTBEHHOM perncTpauum eKapcTBeHHOro npenapara
WUCYUCNAETCA CO AHA MPUHATMA COOTBETCTBYIOLWMM YMNOSHOMOYEHHbIM deaepanbHbiM  OpraHom
WUCNONIHUTENIbHOM  B/IACTM  COOTBETCTBYIOLLErO  3asBJ€HUS O [OCYAAPCTBEHHOM  perncrpauunm
JIeKapCTBEHHOro Mnpenapata C MPUIOKEHNEM HeobXoAMMbIX [OOKYMEHTOB MO AeHb BblAauu
PErnmcTpauMoHHOroO  YyAOCTOBEPEHUS NeKapCTBEHHOro npenapaTta. Bpems, Heobxogumoe ana
HanpaB/feHMA YMNOJHOMOYEHHbIM deaepanbHbiM  OPraHOM WCMONHUTENbHOW BAAcTM 3anpoca o
npeacTaBieHMn HeEobXoANMMbIX MaTePUaNoB 1 NpeacTaBAeHUs 3aaBUTeIeM OTBETa Ha AaHHbIM 3anpoc B
COOTBETCTBMM cO cTaTbaAMm 16, 19 n 23 HacTosAwero denepanbHOro 3aKOHAa, He Y4YUTbIBAETCA MpwU
WUCYNC/IEHMM CPOKA roCyAapCTBEHHOM PErncTpauumn NekapcTBeHHOro npenapara.

5. FocyaapcTBeHHOW perncrTpaunm He noasexar:

1) nekapcTBeHHble MpenapaTbl, U3rOTOB/IEHHbIE aNTeYHbIMU OpPraHM3aUMAMU, BETEPUHAPHBIMMU
aNTeYHbIMM OPraHM3aUUAMN, UHANBUAYANbHBIMU NPEANPUHUMATENAMM, KOTOPbIE MMEIOT NNLLEH3UIO Ha
dbapMaLeBTUUECKYIO AeATe/NbHOCTb, MO PeuenTam Ha JleKapCTBEHHble npenapaTtbl U TpeboBaHMAM
MeAMULUNHCKUX OpraHM3aumii, BEeTEPMHAPHbIX OpraHM3auni;

2) nekapcTBeHHble NpenapaThbl, NpUobpeTeHHble GU3NYECKUMU IMLLAMK 33 Npeaenamm Poccuiickon
depepauunm 1 npefHa3HaYEHHbIE AN IMYHOIO UCMO/1b30BaHUSA;

3) nekapcTBeHHbIe NpenapaTbl, BBO3nMbIe B Poccunitckyto egepaunio Ana oKasaHUA MegULNHCKOM
NOMOLM MO *KU3HEHHbIM MOKa3aHUAM KOHKPETHOrO NauueHTa Ha OCHOBAHUM pa3peLleHus, BblAAHHOIO
YNONHOMOYEHHbIM deaepanbHbiM OPraHOM UCMOIHUTENIbHOM BNaCTy;

4) nekapcTBeHHble cpeacTBa, BBO3MMble B Poccuickyto Peaepaumnto Ha OCHOBaHUM BblAaHHOrO
YNOAHOMOYEHHbIM dpeaepasibHbIM OPraHOM UCMOAHUTENbHOM BNACTM pa3peLlleHna U npeaHasHauYeHHble
ONA NPOBEAEHUs KAMHUYECKUX WCCNEeAOBaHMMA NIEKAapPCTBEHHbIX MNpenapatoB W (uam) nposBeneHUs
3KCNepTM3bl  /IEKAPCTBEHHbIX CPeacCTB  ANA  OCYLWEeCTBAEHMA  TOCy[apCTBEHHOM  perucrpauum
JIeKapCTBEHHbIX NPenapaTos;

5) dapmaueBTuyeckme cybcTaHumm;

6) pagnodapmaueBTUYECKME NeKapCTBEHHble MnpenapaTbl, M3roTOB/IEHHble HEernocpeacTBEHHO B
MEeAMLMHCKMX OpraHM3aumnax B NopsgKe, YCTaHOBNEHHOM YNOJHOMOYEHHbIM deaepaibHbiM OpraHom
MCMNOIHUTEIbHOM BNACTH;

7) nekapcTBeHHble NpenapaTbl, NPOM3BOAMMbIE AN1A SKCMOPTa.

6. He gonyckaeTca rocyAapCcTBEHHAA perncrpaums:

1) neKapcTBeHHbIX MpenapaToB, OTAMYAOWMXCA APYr OT Apyra KayecTBeHHbIM COCTaBOM
OEeNCTBYIOWMX BELWECTB, No4 OANHAKOBbIM TOProBbIM HAMMEHOBAHMEM;

2) ogHOro fneKapCTBEHHOro npenapaTta, BbiNMyCKaemoro MpousBoAUTEeNEeM Mo4 PasNYHbIMU
TOProBbIMM HAaMMEHOBaHUAMM U NPEACTAB/NEHHOrO Ha rocyAapCTBEHHYHO PerMcTpaumio B BuAe AByX U
6onee nekapCTBEHHbIX NpenapaTos.
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7. Mo 3anpocy (B 3neKkTpoHHON popme MAM Ha BymarKHOM HocuTene) cybbekta obpalieHus
NIEKapCTBEHHbIX  CPEACTB  COOTBETCTBYIOWMM  YMNOJHOMOYEHHbIM  deaepasbHbiIM  OpraHoOM
WUCMONIHUTENIbHOW  BNAaCTM, OCYLLECTBASAIOWMM  TOCYAAPCTBEHHYIO  PErUCTPauMio  JIEKAapPCTBEHHbIX
npenapartos, B yCTAHOB/IEHHOM MM MOPALKE OCYLLECTBASETCA HayYHOE KOHCY/IbTUPOBAHME MO BOMPOCaM,
CBA3AHHbIM C MPOBEAEHMEM  AOK/JMHUYECKMX  WCCAeAOBaHWUW,  KAMHWYECKMX  UCCenoBaHUii
JIeKapCTBEHHbIX MpenapaToB, 3KCNEPTU3bl KayecTBa JIEKAPCTBEHHbIX CpeactB, 3PpPeKTUBHOCTU W
6€e30nacHOCTM, C OCYLWEeCTBJAEHUEM T[OCYAaPCTBEHHOW pPerncTpaummM JIeKapcTBEeHHbIX MNpenapartos.
KoHcynbTUpOBaHWE OCyLEecTBAsEeTCA C npusiaedeHneM denepanbHbiX rocyfapCTBEHHbIX BHOAMKETHbIX
yyYpeKaeHui, noaBefoMCTBEHHbIX AaHHOMY deaepasbHOMY OpraHy MCMOSHUTENIbHON BNacTM M He
YYaCTBYIOWMX B OpraHM3aLMy NPOBeAeHUs 3KCMepTM3bl KayecTBa JIEKAPCTBEHHbIX CPeAcTB B LEeNAx
OCYLLECTBNEHUA WX TOCYAAPCTBEHHOM perucTpaumm B COOTBETCTBMM CO CTaTbeil 16 HacToAwero
depnepanbHOro 3akoHa, B BUAE OTBETa B MUCbMEHHOW dopmMe YNoNHOMOYEHHOTO pelepasibHOro opraHa
WUCNONIHUTENbHOW BNAcTM Ha 3anpoc. Pasmep B3MMaeMol C 3asaBUTENsA NaaTbl onpegenseTca B
COOTBETCTBMM C 3aKoHOZaTeNbCTBOM Poccuitickon depepaumm 06 opraHusaumMm npenocTaB/ieHns
rocy4apCTBEHHbIX W MyHMUMNAAbHbIX  ycayr. WHbopmauma 06  ocywecTBAEHUW  HAy4YHOro
KOHCY/NIbTUPOBaHUA, B TOM 4YMCne CTaTbM, 0630pbl, CIpaBoYHble MaTepuanbl U MHas MHbOpMauusa o6
OCYLLECTBAEHNN HaYYHOTO KOHCY/IbTUPOBAHWA, pa3melLaeTca Ha oduLMaIbHOM caiTe YNoJHOMOYEHHOTO
denepanbHOro opraHa WUCNOJHUTENbHOM BAacTM B ceTu "UHTepHeT" ¢ cobntogeHnem orpaHuyYeHui,
YCTQHOB/IEHHbIX  3aKOHOAATE/NbCTBOM O  MEPCOHa/NbHbIX  [aHHbIX, KOMMepYeckon U  (uam)
rocygapcTBeHHON TaliHe.

8. FocypapcTBeHHas perucTpaumsa JIeKapcTBEHHbIX MPEnapaToB, KOTopble MpeAHasHayeHbl AN
NPUMEHEHNA B YCNOBUAX BOEHHbIX AEWCTBUI, YpPe3BblYalHbIX CUTyauuii, NPOPUAAKTUKM U NeYeHus
3a60/1eBaHMI 1 NOPAXKEHUIN, NOSYYEHHbIX B pe3y/ibTaTe BO3AeNCTBUS HEBNAronpuUATHLIX XMMUYECKMX,
H6MONOTNYECKMX, PaaNaLMOHHBIX (aKTopoB, M paspaboTaHbl Mo 3afaHuio ¢eaepasbHbIX OpPraHoB
NCMONHUTENLHOMN BNACTW, YNONHOMOYEHHbIX B 06/1aCTM 060POHbI CTPaHbl M 6@30MacHOCTU rocyAapcTBa,
OCYLLEeCTBNAETCA B NOPAAKE, yCTaHOBNeHHOM paBuTenbcTBom Poccuiickoi ®egepaumm.

CraTba 14. MprHUMNBbI SKCNepPTU3bl NEKAPCTBEHHbIX CPeaCcTB
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KcnepTU3a NEeKaPCTBEHHbIX CPEACTB OCHOBLIBAETCS HA NMPWMHLMMNAX 3aKOHHOCTM, CObA0AEHMS
npae “ cBobog 4YenoBeKka W rpaxkgaHWHa, MpPaB OPULMYECKOro /Mua, HEe3aBUCMMOCTM 3KcnepTa,
0O6BbEKTUBHOCTM, BCECTOPOHHOCTM W TMOJIHOTbI UCC/IeA0BaHMIA, MPOBOAUMBIX C WCNOJIb30BaHUEM
COBPEMEHHbIX [AOCTUMMEHMI HAyKM M TEXHUKM, OTBETCTBEHHOCTM ¢efepasbHOro rocyAapcTBEHHOro
6104 KETHOTO YUpPEXAEHMA MO MPOBEAEHMIO 3KCMEPTM3bl NEKAPCTBEHHbIX CPeacTB M 3KCMepToB 3a
npoBeAeHNEe 1 KauecTBO IKCMEepPTU3bI.

2. DKCNepTn3a IeKapPCTBEHHbIX MPENapaToB AN8 MeAULMHCKOTO NPUMEHEHNUA BKIOYaeT B cebn:

1) aKcnepTU3y AOKYMEHTOB, MPEACTaBAEHHbIX O1A ONpeaeneHna BO3MOXKHOCTM pPaccMaTpuBaTh
NeKapCTBEHHbIM NpenapaT ANA MEeAMUMHCKOTO NMPUMEHEHWA MPU OCYLLECTBIEHUU FOCYyAapCTBEHHOM
perucTpauumn B Kayectse opdpaHHOro eKapCcTBEHHOIO NpenapaTa;

2) 3KCNepTM3y NPEeANOKEHHbIX METOAO0B KOHTPO/IA KauecTBa IeKapcTBEHHOIO CPeACTBa M KauyecTsa
npeAacTaBieHHbIX 06pasLoB /NEKApPCTBEHHOTO CPeACTBa C MCMO/Jb30BaHMEM 3TUX METOA0B (Janee -
3KCMepTU3a KauecTBa IEKapCTBEHHOMO CpeacTea);

3) 3KcnepTM3y OTHOWEHWUA OXWOAEMOM NOAb3bl K BO3MOMHOMY PUCKY MPUMEHeHUA
NeKapCTBEHHOrO NpenaparTa.

3. JKcnepTM3a NeKapCTBEHHbIX MNPenapaToB ANA BETEPMHAPHOro NPMMEHEHUA BKAlOYaeT B cebn
9KCMepTU3y KayecTBa /IEKAPCTBEHHOTO CPEACTBA M IKCMEPTM3y OTHOLIEHMS OXMWOAEMOM NoAb3bl K
BO3MOKHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOrO Npenapara.

Cratba 15. PesepanbHoe rocyaapcTBeHHOE BIoAXKETHOE yUupeKaeHne No NPOBeAEHUI0 SKCNepTU3bI
NeKapCTBEHHbIX CPeacTB

3KCI'IepTMBa NeKapCTBEHHbIX CpeacTB NpoBoAUNTCA d)ep,epaanblM rocyaapCTtBeHHbIM 6IOA)KeTHbIM
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yYperKaeHMem COOTBETCTBYHOLErO YNOJHOMOYEHHOro dpeaepasbHOro opraHa UCNOIHUTENBHOM BNACTH,
co3faHHbIM ana obecneyeHUa WCNOJIHEHUA MOJIHOMOYWUIA 3TOro deaepanbHOro opraHa Mo Bblaade
pa3spelleHnn Ha MpoBeAeHUEe KAMHUYECKUX UCCNEelOBaHUI NeKapCTBEHHbIX npenapatos U (nam) no
rocyaapcTBEHHOMN perMcTpaLmm NeKapCcTBEHHbIX MPenapaTos (Janee - 3KCNepTHOE yupexaeHue).

Cratba 16. OpraHu3sauma npoBegeHnA SKCNepTU3bl IEKAPCTBEHHbIX CPEeCTB
(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. JKcnepTu3a NEKapCTBEHHbIX CPeACTB MNPOBOAMTCA KOMMUCCMEN 3IKCMEepTOB 3KCMEPTHOro
yyYperKaeHUs, HasHaYeHHOM ero pyKoBoAuTeseM, Ha OCHOBAHWW 33aHMA Ha NpOBeAeHMe SKCNepTUsbl
JIeKapCTBEHHOro CPeACTBa, BblAAHHOIO YNOJIHOMOYEHHbIM deaepanbHbIM OPraHoOM UCMNOAHUTENbHOWM
BNACTU. PykoBOAUTE b SKCNEPTHOTO yupexaeHnsa obecneuymnBaeT Haaexallee NposeseHMe IKCnepTm3bl
JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM C 3aflaHMEM, BblAAHHbIM YNOJHOMOYEHHbIM deaepasbHbIM
OpraHoOM UCMNOJIHUTENIbHOW BNACTK, U OPraHU3yeT NOArOTOBKY CBOZAHOIO 3aK/04MEHMA 3TOM Komuccun. B
COCTaB 3TON KOMWUCCUM MO PELLEHUIO PYKOBOAUTENA SKCMEPTHOIO yYpPEKAEHUA MOTYT ObITb BKAOYEHbI B
KayecTBe 3KCNepToB ML, He paboTalollme B aHHOM SKCNEPTHOM YYpPEeXAEHUN, €C/IU UX CeLMaibHble
3HAHUA HeobXxoaMMbl ANA NPOBEAEHUA 3SKCMEepTU3bl M TaKMe IKCNepTbl OTCYTCTBYIOT B AaHHOM
3KCNEepTHOM y4perKaeHUM.

2. DKcnepToM MO MPOBELEHUIO SKCNEPTU3bl NEKAPCTBEHHbIX CPEACTB ABAAETCA aTTECTOBAHHbIN
pabOTHUK 3SKCMEPTHOrO YyYperKAEeHMUA, KOTOPbl MMeeT BbiCLlee MeAWUMHCKoe, dapmaLeBTUYECKOE,
6uonornyeckoe, BeTepMHapHOE UK XMmnyeckoe obpasoBaHMe N NPOBOANUT IKCNEPTU3Y JIEKAPCTBEHHbIX
CPeacTB B NOPAAKE UCMONHEHMSA CBOUX SOMKHOCTHBIX 06s3aHHOCTEN (Aanee - akcnepT).

3. NMpu npoBeAeHWNM SKCNEPTU3bI TIEKAPCTBEHHDbIX CPEACTB IKCNEPT HE MOXKET HAXOAMUTbCA B KaKOM-
NMb0 3aBUCMMOCTU OT ANLA, HA3HAYMBLLErO 3TY SKCNEepTU3y, pas3paboTymMKa NeKapCTBEHHOMO cpeacTsa
VAW APYTUX 3aUHTEPECOBAHHbIX B pe3y/ibTaTaxX 3KCNepTUsbl AuL,.

4. Mpu npoBefeHUM 3SKCNEpPTU3bl NEKAPCTBEHHbIX CPEACTB He A[O0MnycKkaeTcs ucTpeboBatb Yy
3aasuTens AMbo WHbIX AWl MaTepuanbl, HeobxoauMmble AN NPOBEAEHWUA 3KCnepTu3bl. B cayyae
HeA0CTaTOYHOCTM NPEeACTaB/IEHHbIX SKCNEPTY MaTepMasioB 414 Aa4M 3aK/II04EHMA SKCMePT CTaBUT BONPOC
O NpeAcTaBleHUN emy HeoHXOA4MMbIX MaTepuanos nepes PyKoBoguTenem SKCNEPTHOrO yYpexaeHus,
KOTOpbIM 06pallaeTcs C COOTBETCTBYIOWMM 3anpocom B YMNOAHOMOYEHHbIN denepanbHbli OpraH
WCNONHUTENbHOW BNACTH, BblAABLINI 3343HME Ha NPOBEAEHNE IKCNEPTU3bI IEKAPCTBEHHOIO CPeaCTBa.
YKasaHHbIN denepanbHbli OpraH MCMOJHUTENbHOW BAACTU B TeYeHWe NATU paboumx AHel co AHA
NOCTYN/IEHMA 3anpoca PYKOBOAUTENA 3SKCNEPTHOrO y4yperKAeHWA HanpasaAeT 3aABMTEe/0 3anpoc O
npeacTaBieHUN HEOBXOAMMbIX MaTepPUanoB. [JaHHbI 3anpoc MoKeT ObITb NepeaaH ynosAHOMOYEHHOMY
npeacTaBuTesto 3aABUTENA IMYHO MO PACMMUCKY, HAaNPaB/ieH MO NoYTe 3aKa3HbIM MMCbMOM UK NepesaH
B 3/IEKTPOHHOW hopMe MO TENEKOMMYHUKALMOHHbBIM KaHanam CBA3W. B cnyyae HanpaBaeHua AaHHOTO
3anpoca Mo noyTe 3aka3HbIM MUCbMOM OH CYUTAETCA MOJYYEHHbIM MO UCTEYEHUN LIECTU AHEeN C AaTbl
HanpaB/ieHMA 3aKa3HOro NUCbMa.

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

4.1. 3asButenb 06a3aH NpeacTaBUTb OTBET HA 3aNPOC YNOJHOMOYEHHOro deaepanbHOro opraHa
WCNONHUTENbHOM BNACTU B CPOK, HE MPEBbIWALWMIA AEBAHOCTA PaboYMX AHEN CO AHA €ro noayyeHus.
YnonHomoueHHbI dpefepanbHbli OpraH UCMOIHUTENbHOM BAACTW, BblAABLWMI 334aHMNe Ha NpoBeseHue
3KCNEePTU3bl NIEKAPCTBEHHOIO CPEACTBA, B TEHEHUE NATU PABOUMNX SHEN CO AHA NOCTYNNEHMA OT 3aaBUTENA
OTBETa HA [JaHHbIX 3anpoCc HanNpaB/AAeT TaKOM OTBET B 3JKCMepTHOe y4ypexaeHue. B cnydae
HenpeACTaBAEHUA MO UCTEYEHUU OEBAHOCTA pabounx AHeW 3aaBUTENEeM OTBETa HAa AaHHbIM 3anpoc
YNONIHOMOYEHHbIN denepasbHbI OpraH UCNOAHUTENIbHOW BAACTU, BblAABLUNIM 3a4aHME Ha NpoBeaeHUe
3KCNEePTU3bl SIEKAPCTBEHHOIO CPEACTBA, B TeYeHME MNATU paboumx AHel HanpaBAseT B 3KCNepTHoe
yupexgeHue ysefomeHMe O HenpeacTaB/eHUN 3asABUTEIeM OTBETA Ha 3anpocC yKAa3aHHOro OpraHa.
Bpema co gHA HanpaB/ieHMA 3anpoca 3KCMEPTHOro yYperKAeHWA B YNOJHOMOYEHHbIN denepasnbHbii
OpraH UCNONHUTENBHOW BNACTU A0 AHA NOAYYEHUA IKCMEPTHLIM yUYperKAeHUeM OTBETa Ha 3anpoc uam
yBEAOMNEHUA O HEenpeacTaBNEHUM OTBETA Ha 3aMpPOC HE YYUTbIBAETCA NPU MCHUCNEHMU CPOKA
npoBeAeHNA 3KCNepPTU3bl N1EKAPCTBEHHOrO CPeacTBa.

(4acTb 4.1 BBeaeHa GeaepanbHbiM 3aKoHOM oT 25.11.2013 N 317-93)
5. DKcnepT nNpuv NpoBeAEHUM MOPYYEHHOW €My PYKOBOAUTENEM 3SKCNEPTHOrO YYperKaeHUs
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9KCMepTU3bl IEKAPCTBEHHOTO CpeacTBa 06A3aH:

1) npoBecTM NONHOE MCCegOBaHME MNpPencTaB/leHHbIX emy OObEeKTOB, MaTepuanos, AaTb
0b60CHOBAHHOE W OOBEKTMBHOE 3aKNOYEeHMEe MO TMOCTaB/IeHHbIM Mepes HUM  BOMPOCaM WM
MOTMBMPOBAHHOE 3aK/OYEHWE O HEBO3MOXKHOCTM MPOBEAEHMA WM 3KCMEepPTMU3bl JIeKAPCTBEHHOIO
CpeacTBa, eC/v NOCTaBAEHHbIE BOMNPOCHI BbIXOAAT 3a NpeAe bl cneumnasbHbiX 3HaHUI 3KCnepTa, 06 BbeKTbI
UccneaoBaHUn M maTepuasbl HENPUIoAHbl AU HEeAOCTATOUYHbI A8 NPOBeAeHUs UCCAeL0BaHUIA U Aadun
3aK/l04EHMSA MO0 COBPEMEHHDIN YPOBEHb PA3BUTUA HAYKM HE MO3BOJISET OTBETUTb Ha MOCTAB/IEHHbIE
BOMNPOCHI;

2) He pasrnawaTtb CBeAEHUA, KOTOPbIE CTa/IM eMy M3BECTHbI B CBA3W C NPOBEAEHUEM IKCNEPTU3bI
JIEKAPCTBEHHOTO CPEACTBA, a TaKKe CBeAEHMs, COCTABAOLWME TOCYLAaPCTBEHHYO, KOMMEPYECKYIO UK
WHYIO OXPaHAEMYI0 3aKOHOM TaliHy;

3) obecneynTb COXPAHHOCTb NPeACTaB/eHHbIX 06 bEKTOB UCCEA0BAHNIN U MaTepUasos.

6. JKcnepT He Bnpase:

1) NnpoBOAUTL 3KCNEPTU3Y JIeKapCTBEHHOTO CPEACTBa NO OOpaLLEHMIO HEMOCPEACTBEHHO K HEMY
opraHusaunii unmn pusnyeckmx auu,

2) camocToATeIbHO CObMpaTb MaTepuasbl 415 NPOBEAEHMUA SKCNEPTU3bI IEKAPCTBEHHOTO CPEeACTBa;

3) NpoBOAUTL IKCMEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAUECTBE HErOCYAaPCTBEHHOIO 3KCMepTa.

7. B cnyyae HeobxoAMMOCTM 3KCNepT BMNpaBe XO4ATAWCTBOBATb Mepes pPyKoBoAUTENEM
3KCMEPTHOTO YUPEKAEHMA O NPUBNEYEHMM K NPOBEAEHMIO IKCMEPTM3bI IEKAPCTBEHHOMO CPEeACTBa APYrunx
3KCNepTOoB.

8. Kaxablin aKcnepT, BXOAALLMIA B COCTaB KOMUCCUM SKCNEPTOB, KOTOPOI NOpPyYeHO NpoBeaeHue
3KCNepTU3bl NEKAPCTBEHHONO CPeACTBa, HE3aBUCMMO W CaMOCTOATENIbHO MPOBOAMT MUCCNEeA0BaHUS,
OLeHWBAET pe3y/bTaTbl, NOJYYEHHbIE UM JANYHO U APYTUMK 3KCNepTamu, n GopMyampyeT BbiBOAbI
OTHOCMTENbHO NOCTaBAEHHbIX BONPOCOB B Npeesax CBOMX CleLManbHbIX 3HAHWUM.

9. Pe3ynbTaTbl 3KCNEPTU3bl JIEKAPCTBEHHOTO CpPeAcTBa OGOPMAAIOTCA 3aKAOYEHUEM KOMMUCCUM
3KCNepToB. B 3aK/1OY4EHUM KOMMCCUM SKCNEPTOB YKA3bIBAOTCA MepeyeHb MCCNefoBaHUMN, ob6bem
NPOBEAEHHbIX KaXKAbIM SKCNEPTOM UCCNeA0BaHMUI, YCTaHOBNEHHbIE KaXKAbIM U3 HUX GaKTbl U cAeNnaHHble
B pe3y/ibTaTe UCCAef0BaHMI BbIBOAbI. DKCNEPT, MHEHWE KOTOPOro HE COBMAZAET C peLleHneM KOMUCCUM
3KCMepToB, BNPaBe Bbipa3nTb CBOE MHEHME B NTUCbMEHHOW Gpopme, KOTopoe NPUOoBLLAeTCA K 3aKNH0YEHMIO
KOMWCCUM SKCNEPTOB.

10. SKcnepTbl, BXOAAWME B COCTAaB KOMMUCCUM, NpeaynpexaatoTcad o6 OTBETCTBEHHOCTU B
COOTBETCTBUM C 3aKOHOZATENLCTBOM Poccuitickont depepaumnm 3a fady 3akIOYEHWs, CoAeprKalLero
HeoboCHOBaHHble UK GpanbCUPULMPOBaAHHbIE BbIBOAbI, O HEM OHWU AALOT NOANUCKY.

11. OnpegeneHune ypoBHA NPodpecCMOHaNbHOM NOATOTOBKM SKCNEPTOB M aTTecTalMa UX Ha NPaBo
NpoBeAEHMA SKCNEPTU3bl IEKAPCTBEHHbIX CPEACTB OCYLLECTBAAITCA IKCNEPTHO-KBAIMPUKALMOHHBIMM
KOMWCCUAMM B NOPALKE, YCTAHOBAEHHOM COOTBETCTBYHOLLMM YNONHOMOYEHHbIM dpesepasibHbIM OPraHoOM
WUCNONHUTENbHOM BNACTU. YpoBeHb NPOdECCMOHAbHOM MOATOTOBKM 3KCMEPTOB NOAJEXKMUT NEPECcMOoTpy
YKa3aHHbIMW KOMUCCUMAMM HE perke YeM OA4MH pa3 B NATb JieT.

12. MNpaBuna npoBeAeHUs 3SKCNEPTU3bl JIEKAPCTBEHHbIX CPEACTB M OCOOEHHOCTU 3IKCMEepPTU3bI
OTAENbHbIX BWAOB JIEKAPCTBEHHbIX MpenapatoB (pedepeHTHbIX NEeKAapCTBEHHbIX NpPenapaTos,
BOCMPOM3BELAEHHbIX NIEKAPCTBEHHbIX NpenapaToB, OMONOrMYECKMX JIEKAPCTBEHHbIX MPEnapaTos,
6uoaHanoroBbix (6MoONoA06HbIX) NEKapCTBEHHbIX MpenapaToB (6MoaHanoros), romeonaTUyYecKnx
NIeKapCTBEHHbIX NPENAPATOB, IEKAPCTBEHHbIX PACTUTENbHbIX NPENAPATOB, KOMOWHALMIA TIEKAPCTBEHHbIX
npenapatos), ¢GOPMbl 3aKNOYEHUIA KOMMUCCUMM 3SKCMEPTOB YCTAHAB/AMBAOTCA COOTBETCTBYHOLMM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOHUTENbBHOM BAACTH.

(4yacTtb 12 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 17. Nopgaya M paccMOTpeHME 3aABNEHUA O TOCYAaPCTBEHHOMN PerncTpaLmm 1eKapcTBEHHOro
npenaparta Ana BeTepUHapPHOro NPUMeHeHun

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. [na rocypapCTBEHHOW pernctpaumm eKapcTBeHHOro mnpenapata ANA  BeTepUHapHOro
npumeHeHna paspaboTyMK TaKOro J/IeKapcTBEHHOro npenapata WAM YNo/HOMOYEHHOe MM Apyroe
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lopManyeckoe nMLO (Oanee B HacToAllel cTaTbe - 3asBUTENb) MPeACcTaBAAeT B YMNO/JHOMOYEHHbIN
denepanbHbli OpraH MCNOJHUTENIbHOW BAACTU, OCYLLECTBAAIOLWMIA FOCYAAaPCTBEHHYIO perucTpaumio
JIeKapCTBEHHbIX MNpenapaTtoB AN BETEPUHAPHOTO MNPUMEHEHUS, B 3/IeKTPOHHOM ¢dopme WU Ha
OyMaxKHOM HocuTene 3asiB/eHMe O FoCYyAapCTBEHHOM Perncrpaumm JekapcTBEHHOro npenaparta Anas
BETEPUHAPHOro NPMMEHEHMUS, a TaK}Ke B NopPA/Ke, yCTaHOB/NIEHHOM COOTBETCTBYOLLMM YMO/IHOMOYEHHbIM
denepanbHbIM OpPraHOM UCMOJIHUTE/IbHOM B/IAaCTU, B SNEKTPOHHOMN Ppopme MM Ha BymarKHOM HocuTene
HeobxoaMMmble AOKYMEHTbl, U3 KOTOPbIX GOPMUPYETCA PErucTpPauuMoHHOE A0Cbe Ha JIEKAPCTBEHHbIN
npenapar 4/19 BeTEPUHAPHOIo MPUMEHEHMUSA.

2. B 3aABAEHUM O FOCY4aPCTBEHHOM PErMCTPaLMMN NEKAPCTBEHHOrO NpenapaTta 414 BeTepUHapHOro
NPUMeHEHWSA YKa3blBalOTCA:

1) HaMmeHOBaHMe M agpec 3aABUTENA, Pa3paboTuMka M MPOM3BOAUTENA JIEKAPCTBEHHOIO
npenapata AgAs BETEPUHAPHOrO MPUMEHEHMA U aapec MecTa OCYLWEecTB/eHMA NpPOoM3BOACTBA
JIeKapCTBEHHOro npenapaTa AAA BETEPUHAPHOro NpUMeHeHua (B C/ydae HaaMyuA HECKOJIbKUX
YYaCTHMKOB NnpoLecca Npon3BoACcTBa HEOBX0AMMO YKa3aTb KaXKA0ro U3 HUX);

2) HaMMmeHOBaHME  JIEKApCTBEHHOro npenapata AAA  BETEPUHAPHOro  MpPUMEeHeHus
(meXkayHapogHoe HenaTeHTOBaHHOE, WAW  TPYNMNUPOBOYHOE, WM  XMMUYECKOe W  Toprosoe
HaMmeHoBaHusA);

3) nepeyeHb AENCTBYIOWMX U BCMOMOraTe/IbHbIX BELLECTB, BXOAALMX B COCTAaB JIeKapPCTBEHHOIO
npenapara 419 BETePUHAPHOIo NPUMEHEHUS, C YKazaHUEM KONMYECTBA KaXK4oro U3 HUX;

4) nekapctBeHHas ¢opmMa, A03MPOBKa, Cnocobbl BBEAEHWA U MNPUMEHEHUA, CPOK roAHOCTU
JIeKapCcTBEHHOrO nNpenapaTta 4/18 BeTePpMHaApPHOro NPUMeHeHMs;

5) papmaKkoTepaneBTUYECKan rpynna;

6) He0HXO0AMMOCTb MPUMEHEHUA YCKOPEHHOM NpoLeaypbl SKCNePTU3bl NEKapPCTBEHHbIX CPeACTB B
LesAxX rocyfapCcTBEHHOW perncrpaumm nekapcTBeHHOro npenaparTa;

7) KONUM AOKYMEHTOB, NOATBEPKAAOLWMX YNNATY roCy4apCTBEHHOM NOLW/IMHbI:

a) 3a npoBegeHMe 3KCNepTU3bl KayecTBa JIEKAPCTBEHHOrO CpeacTBa M 3KCMepTM3bl OTHOLIEHUS
0XXMAAEeMOM NONb3bl K BO3MOXHOMY PUCKY NPUMEHEHMA IEKAPCTBEHHOIO Npenapara 4/15 BeTepUHapHOro
NPUMEHEHWS NPU Ero rocy4apCcTBEHHOWN PerucTpaLmm;

6) 3a BblAaYy PerncTpaLMoOHHOro YyA0CTOBEPEHUA IEKAPCTBEHHOTO Npenapara;

8) HanuMuume cornacus, NPeaycMOTPEHHOro 4acTbio 7 HacToAwel cTaTbM, €C/IM C MOMEHTa
perncrtpauum pedepeHTHOro NIeKapCTBEHHOrO npenapaTta A/A BEeTePUHAPHOro NMPUMEHEHUS MNPOLLIO
MEHee Yem LEeCTb SieT.

(8 pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PernctpaumoHHoe 40Cbe B LEenax 3KCnepTusbl IeKAapPCTBEHHOMO Npenaparta 415 BeTepuHapHoro
npumeHeHns GopMUpyeTca U3 CeayoLWnNX AOKYMEHTOB:

1) KonuAa [OKYMEHTA Ha pPYCCKOM A3blKe, BblAAHHOrO KOMMETEHTHbIM OpPraHOM CTpaHbl
npousBoauTeNs AN KaXaoW MNPOU3BOACTBEHHOW M/IOWAAKU PErucTpupyemoro JIeKapCTBEHHOrO
npenaparta Aasa BETEPUHAPHOro NMpPUMeEHeHus (B TOM 4ucie Ana npoussoauTens gpapmaueBTUYECcKoM
cybcTaHUMK), 3aBEepPEeHHOro B YCTAaHOB/JEHHOM MOPAAKE W MOATBEP)KAAIOLWEro COOTBETCTBUE
npousBoAUTENA PEFUCTPUPYEMOrO JIEKAPCTBEHHOro npenapata ANs BeTepUHapHOro nNpUMEHeHUs
TpeboBaHMAM MpPaBUN HaA/Nexalleld NpPoM3BOACTBEHHOM MPAKTUKKM, MO0 KOMUA NULEH3UM Ha
NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB AN  BETEPUMHAPHOrO MNPUMEHEHUs ANA  POCCUIACKUX
npoussoauTeneu;

2) Komua 3akNl4YeHMAa O COOTBETCTBMM MPOM3BOAMTENA JIeKAapCTBEHHOro npenapata Ans
BETEPUHAPHOrO MNPUMEHEHMA TPebOoBaHMAM MpPaBUA HaAfeXKalen NPoM3BOACTBEHHON MPaKTUKMY,
BblJ@HHOrO YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCMNONHUTENLHOW BNACTU  ANA  KarKaoM
NPOU3BOACTBEHHOM NNOLWAAKN PETMCTPUPYEMOro NEKapCTBEHHOro npenapaTta A/A BeTepuMHapHOro
npumeHeHus (B TOM Yncsie ans nponssoantens GpapmaleBTUUYECKOM cybCTaHLMK), "M60 KONUA NNLEH3UM
Ha NPOM3BOACTBO J/IEKAPCTBEHHbLIX CPEeACTB A/A BETepPUHaApPHOro MNPUMEHEHUA ANA  POCCUMCKUX
npoussoauTenen;

3) npoeKT HOPMaTMBHOIO [AOKYMEHTa Ha JIeKapCTBEHHbIA npenapaTt Ana BeTepuHapHOro
NpPUMeHeHUs;

4) NOKYMEHT, cofeprKallmni cneaytollyto nHbopmauuio o bapmaleBTUYeCcKon cybCcTaHUMM MK
dbapmMaLeBTUYECKUX CybCTaHUMAX, BXOAALLMX B COCTAB JIEKAaPCTBEHHOMO Nnpenaparta A4 BeTePUHAPHOro
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NnpUMeHeHus:

a) HaumeHoBaHMe dpapmalLeBTUYECKOM cybCcTaHL MU, ee CTPYKTypa, oblune CBOMNCTBa;

6) HaumeHoBaHMe 1 afpec NPOU3BOAUTENS;

B) TEXHO/I0TMA NPOM3BOACTBA C ONMCAHWEM CTagMiA NPOU3BOACTBA U METOLOB KOHTPOJIA Ha BCEX
CTagusAX NpPou3BoOACTBa;

r) Hpopmauma o Npumecax;

A) cneundmrkauma Ha papmaL,eBTUUYECKYHO CybCTaHLMIO;

e) onncaHne MeToAnK KOHTPOIA KayecTsa;

) pe3ynbTaTbl aHann3a cepuit bapmal,eBTUUYECKOW CybcTaHLuu;

3) NnepeyeHb CTaHAAPTHbIX 0OPa3LLOB UM BELLECTB, UCMOJb3YEMbIX NMPU OCYLLECTBIEHUU KOHTPOIA
KayecTBa;

1) onMcaHne XapaKkTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTEPUa/IOB U YKYMOPOUHbIX CPEACTB;

K) AaHHble 0 cTabunbHOCTY;

N) CPOK roAHOCTH, YCNOBUA XPaHEHUSA;

5) oTyeT o0 pesynbTaTax AOKJAMHUYECKOrO MUCCeA0BaHMA /IeKapCTBEHHOro CpeacTBa  And
BETEPUHAPHOro NPUMEHEHUS;

6) oT4eT O pe3ynbTaTax KAMHUYECKOro WCCNeAOoBaHUA J/IeKapCTBEHHOro npenapata  Ans
BETEPMHAPHOIO NPUMEHEHMA Y KaXKAO0ro BUAA Y KMBOTHBIX, YKa3aHHbIX B MHCTPYKLUKU MO BETEPUHAPHOMY
NpUMEHEHWIO;

7) NPOEKT WHCTPYKUMM NO BETEPUMHAPHOMY MPUMEHEHMIO JIeKapCTBEHHOro Mpenapara,
cofepKallei cneayrowme ceeseHus:

a) HaMMmeHOBaHWe  JIeKapCTBEHHOro  npenapata 4S8  BETEPMHAPHOIO  MPUMEHEeHwUs
(mexkgyHapogHoe HenaTeHTOBAaHHOE, WAW  TPYNMNMPOBOYHOE, WAM  XMMUYECKOe W  TOprosoe
HauMeHOBaHMA);

6) nekapcTBeHHan Gpopma C yKasaHMemM HaMMEeHOBaHWIA U KOIMYECTBEHHOTO COCTaBa AENCTBYHOLLMX
BELLECTB U KaYeCTBEHHOMO COCTaBa BCNOMOraTe/IbHbIX BELLECTB;

B) onMcaHuWe BHEWHero B1Aa JeKapCTBEHHOTO NpenapaTa 4/19 BeTEPMHAPHOTO NPUMEHEHUS;

r) papmakoTepaneBTUUYECKas rpynna eKapcTBeHHOro npenaparta 4/ BEeTePUHAPHOTo MPUMeEHeHUs
WU YKa3aHMe "romeonaTUYecKmii NeKapCTBEHHbIN npenapat”;

a)  dapmakoamHamumka UM GapMaKOKMHEeTMKa (338 UcKaoveHnem  GapMaKOKUHETUKMU
romeonaTMyecknx NEeKapCTBEHHbIX MPENapaToB M PaCTUTE/bHbIX JIeKAPCTBEHHbIX MPernapaToB) MM
onncaHne MMMYHOBMOIOTMYECKMX CBOMCTB IEKAapCTBEHHOIO NpenapaTa;

€) NoKasaHuA gNa NPUMEHEHUS;

) NPOTMBONOKAa3aHUA A4NA NPUMEHEHMUS;

3) Mmepbl NPeAoCTOPOKHOCTU NPU NPUMEHEHUH;

1) YKasaHMe BO3MOMKHOCTM U 0COBEeHHOCTEN NPpUMeHeHNs y 6epeMeHHbIX }KUBOTHbIX, Y *KUBOTHbIX B
nepuoa nNakTauuu, y NOTOMCTBA KUBOTHbIX;

K) pemMm L03MpoBaHUA, cnocob BBeAEHUA U NPUMEHEHMA, NPU HEOBXOAMMOCTU Bpems npuema
NeKapCTBEHHOrO NpenapaTta A8 BETEPUHAPHOro NPUMEHEHUSA, NPOAO/IKUTENBHOCTb eYEHUS;

N) BO3MOKHble NO60YHbIE AEWCTBUA, HEXeNaTe/IbHble peaKkLu Npu NPUMEHEHNN NEKAPCTBEHHOMO
npenaparta Ans BETePUHAPHOro NPUMeHeHUs;

M) CUMNTOMbI Nepeao3NPOBKK, MePbI MO OKa3aHWI0 NOMOLLM NPU Nepeso3npPOBKE;

H) B3aMMoAEeNCTBME C APYIMMWN NEKAPCTBEHHBIMM NpenapaTamm 1 (Man) Kopmamu;

0) popMmbl BbINyCKa NEKAPCTBEHHOrO Npenaparta 41 BeTePUHAPHOro NPUMEHEHUS;

n) ykasaHue (npu HeobxoAMmocTM) ocobeHHOCTel AENCTBMA NeKapCTBEHHOro npenapaTta Ans
BETEPMHAPHOIO NPMMEHEHMA NPU NEPBOM NPUEME AN NPU €r0 OTMEHE;

p) onucaHue (Npu HeobxogMMOCTU) [ENCTBMIA BEeTepUHaApPHOro Bpaya (BeTepUHApPHOro
denbawepa), MHOro cneymanncTa B 06,1acTv BeTepnHapum, Bnage blia *KUBOTHOIO NpY NPONyCcKe npuema
OAHOM MAN HECKONIbKUX A,03 IEKaPCTBEHHOrO Npenaparta A4/1A BETePUHAPHOTO NPUMEHEHUS;

C) CPOK rogHOCTM W YyKasaHWe Ha 3anpeT NPUMEHEHMSA /EeKapCTBEHHOro npenapaTta AnA
BETEPMHAPHOrO NPMMEHEHMA NO UCTEYEHUWN CPOKa rOAHOCTY;

T) yCNoBUA XpaHeHus;

y) yKasaHuMe Ha HeobXoAMMOCTb XpaHeHMsA /fIeKapCTBEHHOro npenapaTta ANs BeTepuHapHOro
NPUMEHEHNA B MecTax, HeAOCTYNHbIX A1 AeTel;



¢) yKkasaHue (Npy HeobxogMMOCTH) cneumanbHbiX Mep NPeaoCTOPOXKHOCTU MPU YHUUTOKEHUU
HEWUCMNOo/b30BaHHbIX IEKAPCTBEHHbIX NPenapaToB A/ BETEPUHAPHOTO NPUMEHEHUS;

X) CPOKM BO3MOXKHOIO MCMOJIb30BaHMA NPOAYKLUN KMUBOTHOTO NPOUCXOXKAEHMA NoCae BBeAEHUA
YKMBOTHOMY JIEKapCTBEHHOrO Npenaparta A8 BeTePUHAPHOro NPUMeEHeHUs;

L) ycnoBuma oTNycKa;

4) HaMMeHOBaHWMA U agpeca NPOM3BOACTBEHHbIX MAOWAAO0K MPOU3BOAMUTENS NIEKAPCTBEHHOIO
npenapara 418 BEeTePUHAPHOIo NPUMEHEHUS;

W) HaMmeHOBaHMe, agpec OpraHW3auMu, YMNOJNHOMOYEHHOW Aep)KaTeNem WAUM BhagesbLem
PEerucTpauuoHHOIO YAOCTOBEPEHMSA JIEKAPCTBEHHOrO Mpenapata Ha MpUHATME NpeTeH3uli oT
notpedbutens;

8) NpoeKTbl MaKeToB NEPBUYHON YNAaKOBKM M BTOPMYHOW YNAaKOBKW JIEKapCTBEHHOrO NpenapaTa 4ns
BETEPUHAPHOTO NPUMEHEHMUS;

9) cnepytowme cBeeHMA O IEKaPCTBEHHOM Npenapare g BeTePUHAPHOro NPUMEHEHUS:

a) onuvcaHMe 1 CoCTaB JIEKAPCTBEHHOrO NpenapaTa A1 BEeTEPMHAPHOro NPUMEHEHUS;

6) onncaHue papmaueBTUYECKOW pa3paboTKu;

B) onuncaHue npouecca NPoOM3BOACTBA U €r0 KOHTPOSA;

r) onMcaHMe KOHTPONA KPUTUYECKUX CTaguiA NPOU3BOACTBA U MPOMEXKYTOUHOMN NPOAYKUNN;

) HanumeHOBaHWA M agpeca pa3paboTyumKa, Aep)KaTens WauM BAageNbla PerucTpalyMoHHOro
YAOCTOBEPEHMA  NIEKAPCTBEHHOrO NpenapaTa, MPOU3BOACTBEHHbIX MIOWAAOK  NpoOU3BOAMTENA
NleKapCTBEHHOro NpenapaTa A/1a BeTepPUHAPHOrO NPUMEHEHUSA;

(8 peq. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-93)

e) dapmaLeBTMYECKan COBMECTUMOCTb;

) MUKPOBMONOTMYECKME XapPaKTEPUCTURN;

3) MaTepuanbHbI 6anaHc s NPOM3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

1) onMcaHne XapaKTEPUCTUK U CBOMCTB YNAaKOBOYHbIX MAaTEPMANO0B U YKYNOPOUHbIX CPeACTB;

K) AOKYMEHTaNlbHOE NoATBEPKAEHME (BaIMAALMA) NPOLLECCOB U (MNK) UX OLEHKa;

n) TpeboBaHMA K KayecTBy BCMOMOraTe/IbHbIX BeELWLEeCTB (cepTUduKaT, crneunduKauma Ha
BCMOMOraTe/ibHble BELLEeCTBa U UX 06OCHOBaHUE);

M) aHanUTUYECKMEe METOAMKM, WCMoNb3yeMble NpPU  OCYLLECTB/IEHUM KOHTPONSA KadyecTsa
BCMOMOraTe/IbHbIX BELLECTB;

H) AOKYMeHTaNbHOE NOATBEPXKAEHUE (Banngauma) aHAIMTUYECKUX METOAMK, UCMOb3YEeMbIX MpuU
OCYLLECTBAEHWUN KOHTPOJIA KQYeCcTBa BCMOMOTraTe/IbHbIX BELLLECTB;

0) uHoopmauma o6 MCNoAb30BaHMM BCMOMOTraTeNbHbIX BELLECTB YE/0BEYECKOrO U XUBOTHOMO
NPOUCXOXKAEHUSA;

n) nHpopmauma 06 CNoNb30BAHUN HOBbIX BCMOMOTaTe/IbHbIX BELLECTB;

p) TpeboBaHWMA K Ka4yecTBy JIEKAPCTBEHHOro npenapaTa 408 BETEPUHAPHOrO NPUMEHEHUS
(cepTnduKaT, cneumnduKauma Ha NeKapCcTBEHHbIV NpenapaT u Mx 060CHOBaHUE);

C) aHanuUTUYecKMe MEeTOAMKM, MWCMOAb3yeMble MNPU  OCYLLECTBIEHWM KOHTPOAA KayecTsa
NleKapCTBEHHOro NpenapaTa 419 BETEPUHAPHOTO NPUMEHEHWUS;

T) LOKYMEHTaNbHOE NOoATBEPXKAEHME (Banngauma) aHaAUTUYECKMX METOAMK, UCMONb3yeMbIX MpPU
OCYLLECTBAEHNWN KOHTPOJIA KAYeCTBA SIEKAPCTBEHHOMO NpenapaTta 418 BETEPUHAPHOIO NPUMEHEHUS;

Y) OOKYMEHT, MOATBEPKAAOLWMA KauyecTBO JIEKAPCTBEHHOro npenapaTta Tpex MPOMbIWAEHHbIX
cepuii (NpoToKoA aHanM3a uam cepTudmKaT aHanM3a), o4HA Cepus KOTOPOro A0XKHA COBMaZaTh C cepuel
06pa3La IeKapcTBEHHOro NpenapaTa, NOAAHHOMO HA PErMCTPaLLMIo;

&) XxapaKTepucTnKa npumecei;

X) nepeyeHb CTAaHAAPTHbIX 06pPa3L0B, MCMOb3YEMbIX NPU OCYLLECTBAEHUN KOHTPOAS KayecTsa
NleKapCTBEHHOro NpenapaTa 418 BETEPUHAPHOTO NPUMEHEHNUS;

L) AaHHblE O CTabUABbHOCTU IEKAPCTBEHHOIO NpenapaTa A1 BETEPUHAPHOIo NPUMEHEHMUS;

10) KonuAa AOKYMeHTa, coaepKalliero MHoOpMauuilo O HaanuuuM uam ob oTcyTCTBUM (aKToB
perucTpaummn 1eKapcTBEHHOro nNpenapaTa A8 BETEPMHAPHOro NPUMEHEHMA 3a nNpeaenamu Poccuiickoit
depepauum;

11) cornacue B nNMcbMeHHOW dopme, NPesyCMOTPEHHOE YacTbio 7 HACTOALWEN CTaTbM, B Cly4vae
perucTpauumn BoCnpom3BeeHHOro JIeKapCTBEHHOMO Npenapara;

(8 pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)
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12) KonmMA [OKYMEHTa HA pPYCCKOM f3blKe, 3aBEPEHHOr0 B YCTAaHOB/JIEHHOM MoOpsgKe U
NOATBEPKAAIOLLErO MPAaBOMOYHOCTb 3asiB/IEHUA O FOCYAAPCTBEHHOW PErucTpauumn eKapcTBEHHOMO
npenapara gaa BeTepUHapHOro NnpumMeHeHus (4,0BEPEHHOCTD).

4. TMpu nNpoBefeHUN YCKOPEHHOW MpoLesypbl 3KCNepTU3bl JIEKAPCTBEHHOrO npenapata Ans
BETEPMHAPHOIO MPUMEHEHUS B LLEAX €ro rocyZfapCTBEHHON PerucTpaumm MOXKET MpPeAcTaBAATbCA
nHopmaLma, Noay4YeHHas Npu NPoBeseHUN KIMHUYECKUX NCCIe0BaHNI NIeKapCTBEHHOrO NpenapaTta 1
onyb/iMKoBaHHaA B CNELWANM3MPOBAHHbIX MeYaTHbIX U3LAHUAX, @ TaKKe OO0KYMEHTbl, cogepiKalime
pesynbTaTbl WMCCNefOoBaHWA OWOIKBMBANEHTHOCTU JIEKApPCTBEHHOro npenapata A/l1A BeTepuUHapHOro
npumeHeHuaA.

5. Ha akcnepTun3y passinyHbIX 1IeKapCcTBEHHbIX GOPM O4HOTO U TOTO XKe IEKAaPCTBEHHOTO NpenapaTa
[N BETEPUHAPHOTrO NPUMEHEHMWA 3aABUTEb NPEACTaBAAET OTAe/bHble 3aABNEHUA U PErUCTPALMOHHbIE
[,0Cbe Ha Kaxayto fiekapcTBeHHyto dopmy. Mpu ycnosun ogHOBPEMEHHOM NOAAYM HA SKCNEPTU3Y OAHOW
NekapcTBeHHOMW GopMbl € PasIMYHbIMKM - J03UPOBKOW, KOHLEHTpauuenhn, obbemom 3aaBuUTENb
npeacTasifeT OAHO 3asABNEHME U PErucTPaLMOHHOE 0Cbe C MPUIOKEHWMEM MAKETOB YMaKOBOK Ha
KaAyto AO3UPOBKY, KaXKAYI0 KOHLEHTPALMIO, KaXK bl 0O6BEM M KaXKA0e KOJIMYeCcTBO 403 B YNaKoBKe.

6. 3asBMTeNb BNpaBe MNPeACTaBUTb MO COOCTBEHHOW MHUUMATMBE BMECTE C 3asBJEHUEM O
rocyfapCTBEHHOM perncTpaumMy JIeKapcTBEHHOTO Mpenapata AN BETePUMHAPHOTO  MPUMEHEHMUS
[OKYMEHTbI, NOATBEPKAAIOWME YNAaTy rocyAapCTBEHHON MOLWIMHBI U yKa3aHHble B MyHKTe 7 yactu 2
HacTosLen cTaTbu. B cnyyae Mx HenpeacTaBieHWUA COOTBETCTBYHOLWMIA YNONHOMOYEHHbIV desepasnbHbil
OpraH MCMOJIHUTE/NIbHOM BAAcTM NpoBepseT GaKT ynaaTbl 3asBUTENIEM TOCYAAPCTBEHHOW MOLIMHBI
nocpeAcTBOM MCMOJ/Ib30BaHUA MHbOpMaLmM 06 ynnaTe rocysapcTBEHHOW MOLWMHBI, COAEPKaLLencs B
FocyfapCTBEHHON MHGOOPMALMOHHON CUCTEME O TFOCYAAPCTBEHHbBIX M MYHULUMMAAbHBIX NiaTexax, Ha
OCHOBaHWW  MNpeACTaB/IeHHbIX  3afBUTE/IEM  KOMWA  LOKYMEHTOB, MNOATBEPXKAAOWMX  ynnaTy
rocy4apcTBeHHOM NOW/NHBI.

7. He ponyckaetcA MCMoO/Mb30BaHME B KOMMEPYECKMX Lensx WHbopMauuMmM O pesynbraTax
LOK/IMHUYECKUX UCCNIef,0BaHUIM IeKapCTBEHHbIX CPEACTB U KJIMHUYECKUX UCCIIef,0BaHUM IeKapCTBEHHbIX
npenapaToB AN BETEPUHAPHOrO NMPUMEHEHWA, NPeACcTaBNEHHOW 3asBUTENeM A/1A FOCYAapCTBEHHOWM
perncTpauumn JekapcTBeHHbIX npenapaToB, 6e3 ero cornacMa B TeYeHMEe LWeCcT JeT C AaThl
rocyapcTBeHHoON pernctpaumm pedepeHTHOro IeKapCcTBEHHOro npenapaTa B Poccuiickoit degepaumn.

CraTbAa 18. Noaaya M paccMoTpeHMe 3as8BeHUA O rocyAapCTBEHHOM perucTpaumnmn NeKkapcTBeHHoro
npenaparta Ans MeAUUMHCKOro NpumeHeHua
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona rocypapCTBEHHOW perucrTpaumMm NeKapcTBEHHOrO npenapata Aaa  MeaULMHCKOro
NPUMEHEHMA OPUINYECKOE NNLO, AeNCTBYyoWEee B COBCTBEHHbIX MHTEpecax WM YNOAHOMOYEHHOE
npeacTaBAATb MHTEPEChl APYroro IPUANYECKOro nua M 3aaBAAloWEee JIeKApPCTBEHHbIM npenapaT Ha
rocyapCTBEHHYIO pPerucTpaumio (panee B HaAcToAWEW CTaTbe - 3aABUTE/b), NpeacTaBaseT B
YNOJIHOMOYEHHbIN deaepanbHbli opraH UCNOJHUTEIbHOW BIACTH, OCYLLECTBAIOLLNN rOCYyAapCTBEHHYIO
perncTpaumio IeKapCcTBeHHbIX NpenapaTos A1 MeEAULMHCKOIO NPUMEHEHUA, B 3N1eKTPOHHOM Gopme 1 Ha
6ymaxKHOM HOCUTene 3anaB/iEHUE O rOCYAAaPCTBEHHOM pernctpaumm IeKapCTBEHHOrO npenapaTta Ans
MeOMULMHCKOTO MPUMEHEHUA, a TaKKe B NnopafKe, YCTaHOBJEHHOM YNOJHOMOYEHHbIM deaepanbHbIM
OpPraHoOM MCMNOSIHUTENIbHOW BNACTW, B INEKTPOHHON dopme M Ha BymaxkHOM HocuTene Heobxoaunmble
OOKYMEHTbI, U3 KOTOPbIX GOPMUPYETCA PEerMcTpaLMoOHHOEe A0Cbe Ha NIeKAPCTBEHHbIM MnpenapaTt anA
MeAULNHCKOro MPUMEHEHUA.

(4actb 1 B peq. denepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B 3aABN1eHNN O rOCyAapCTBEHHOM perncTpauum nekapCTBEHHOro npenaparta aaa MeauLMHCKOro
NPUMEHEHWA YKa3blBaOTCA:

1) HaumeHoOBaHWE W aapec 3aABUTENA WU MNPOU3BOAUTENA NEKAPCTBEHHOro npenapata Ans
MEANUMHCKOTO MPUMEHEHMA U aapec MecTa OCYLLEeCTBJAEHUA ero MPOoM3BOACTBA (B Cayvyae Haanuus
HECKOJIbKMX YYaCTHMKOB Mpouecca NpPOM3BOACTBA HEOOXOAMMO YKas3aTb KaXKAOro Y4yaCTHMKA B
COOTBETCTBUM C OCYLLLECTBAAEMOM CTagmMelt NpoM3BOACTBA);

2) HaMMeHOBaHWe IeKAPCTBEHHOIO NpenapaTa 418 MegULMHCKOro NPUMeHeHUn (MexayHapoaHoe
HEMNaTeHTOBaAHHOE, UM FPYNMUPOBOYHOE, UM XMMUYECKOE U TOProBOE HAMMEHOBAHMA);
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3) nepeyeHb AENCTBYIOWMX M BCMOMOraTe/IbHbIX BELLECTB, BXOAAWMX B COCTaB JIEKAPCTBEHHOTO
npenaparta 41a MegUUMHCKOro MPUMEHEHMA, C YKa3aHMEM KOJIMYECTBA KaXKA0ro U3 HUX;

4) nekapctBeHHasa ¢opma, A03MPOBKa, CNocobbl BBEAEHWA W MPUMEHEHMA, CPOK FOA4HOCTU
JIeKapCTBEHHOTO NpenapaTta 418 MeAULNHCKOrO NPUMEHEHUS;

5) dapmakoTepaneBTMyecKkas rpynna, Kog aHaToOMO-TepaneBTUYEeCKO-XMMMNYECKOW KnaccudurKaumm,
pPEeKOMEeHA0BaHHOMW BcemMMpHOM oOpraHMsauMen 34paBOOXPAHEHUSs, 3aAB/IAEMble MOKa3aHuA Aans
NPUMEHEHWS IEKapCTBEHHOIO NpenapaTa g8 MeANLMHCKOro NpUMeHeHUs;

6) oTCcyTCTBME HEeobXoAMMOCTM MNpedoCTaB/NeHUss oOT4yeTa O pesy/bTaTaX  K/JAWMHUYECKOro
NUccnefoBaHUA, UccnefoBaHUA BMO3KBMBANEHTHOCTM SIEKAPCTBEHHOIO NpenapaTa, paspeLleHHoro ans
MegULMHCKOro npumeHeHus B Poccuiickon ®epepaunmn bonee ABagLaTh NET, C yKasaHMEM HOPMATUBHbIX
NPaBOBbIX aKTOB, NOATBEPKAAOLLNX AAHHbIA CPOK MPUMEHEHUS;

7) HeobxoaMmocTb 0hOpMIEHUA paspeLleHns Ha BBO3 B Poccuiickyio degepalmio KOHKPETHOM
napTMM  3aperucTpuMpoBaHHbIX M (UMW)  HE3aPEerucTpUMpOBaHHbIX  JIEKAPCTBEHHbIX  CPEACTB,
npegHasHa4yeHHbIX 418 NPOBEAEHUA 3KCNepTU3bl IEKAPCTBEHHbIX CPEeACTB B LLENSAX roCyAapCTBEHHOWM
pervcTpauuu;

8) HeobxoAMMOCTb NPOBEeAEHUs IKCMEPTU3bl AOKYMEHTOB, NPeACTaBAEHHbIX ANA onpeneneHus
BO3MOXHOCTM pPaCcCCMATPMBaTb JIEKAPCTBEHHbIM nNpenapat gAas MegUMUMHCKOro MNpPUMEHEHMA MNpu
OCyLLEeCTBAEHWUN rOCY[aPCTBEHHOM PErUCTPaLMmM B KadecTBe 0pdaHHOro IeKapCTBEHHOTO NPenapaTa;

9) HeobXxoAMMOCTb NMPUMEHEHUSA YCKOPEHHOM NpoLLeaypbl SKCNEePTU3bl NEKAPCTBEHHbIX CPEACTB B
LeNAX rocy4apCTBEHHOM PErncTpaLmmn NekapcTBEHHOIO NpenapaTa;

10) KOoNUK LOKYMEHTOB, NOATBEPKAAIOLWMX YINIATY rOCYAaPCTBEHHOM MOLWJINHDI:

a) 3a nNpoBeAeHMe 3KCMepPTU3bl SOKYMEHTOB, NMPeACTaBJAEHHbIX ANS OonpeaeneHns BO3MOXKHOCTU
paccmMaTpMBaTb JIEKAPCTBEHHDbIM MpenapaT ANA MeAMLMHCKOTO NPUMEHEHUA MNpPU OCYLLECTBAEHUM
rocy4apCTBEHHOM PErMcTpaLLmMm B Kavectse opdaHHOro NEKAapPCTBEHHOIO NpenapaTa;

6) 3a NpoBeAeHWe 3KCNEPTM3bl KauyecTBa /IEKAPCTBEHHOIO CPEACTBA M 3KCNEepTU3bl OTHOLUIEHMUA
0XXMAaeMO NOJb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUA NEKAPCTBEHHOIO NPenapaTa, pa3pewweHHoro Ana
MeANUMHCKOro npumeHeHna B Poccuiickolt ®epepaumm 6onee ABagLati NeT, NpU OCyWwecTBAEHUU
rocyapCTBEHHOM PErMCTpaLLMmM NEKAapPCTBEHHOIO Npenapara;

B) 33 NpoBeAeHMe 3KCMepTM3bl KayecTBa JIEKAPCTBEHHONO CPEACTBA M 3KCMEepPTU3bl OTHOLLEHUS
0XXMAaeMOM NO/b3bl K BOSMOXHOMY PUCKY NPUMEHEHMUA JIEKAaPCTBEHHOIO NpenapaTta 414 MeAULMHCKOro
NPUMEHEHMA NPU Ero rocyAapcTBEHHON perncTpaumm;

r) 3a npoBefeHWE 3KCNEPTU3bl KauyecTBa JIEKAPCTBEHHONO CPEACTBA M 3KCMEepPTM3bl OTHOLIEHMS
0XXMAaeMOM NO/b3bl K BO3MOXHOMY PUCKY NPUMEHEHMA JIEKAPCTBEHHONO NpenapaTta 41A MeAULMHCKOro
NPUMEHEHMA, B OTHOLUEHUM KOTOPOro MPOBEAEHbI MEXAYHAPOAHbIE MHOTOLEHTPOBbIE KAMHUYECKUE
MUCCNeaoBaHUA, 4YacTb M3 KOTOpbIX npoBefeHa B Poccuiickoi Pepepauymu, npu OCYLLECTBAEHUM
rocyapCTBEHHOM PErMCTPALLMM NEKAPCTBEHHOIO Npenapara;

11) Hannume cornacua NPOM3BOAUTENA JIEKAPCTBEHHOrO npenapaTa, NPOM3BOACTBO KOTOPOro
ocyuwiectsnseTcs 3a npegenamu  Poccuiickoit depepaumn, Ha npoBefeHWe  UHCMNEKTUPOBAHUSA
Npon3BOAMUTENA Ha COOTBETCTBME TPEOOBaHUAM NPaBUA HaaAexKallel NPON3BOACTBEHHON NPAKTUKY;

12) Hannume cornacus, NpesyCMOTPEHHOIO YacTbio 18 HacToALLel cTaTby;

13) ykasaHue BMAA NEKAPCTBEHHOTO NpenapaTa, NpeACcTaBAeHHOro Ha pernctTpaumio (pedepeHTHbIN
NEKapCTBEHHbIM  NpenapaT, BOCMNPOMU3BEAEHHbIA  NIEKAPCTBEHHbIM  npenapat, buonornyeckui
NleKapCcTBEHHbIM npenapaT, buoaHanorosblii (6MONOA0OHLIN) NeKapCcTBeHHbINM npenapat (buoaHanor),
romeonaTU4YecKmii NIEKAaPCTBEHHDIV NPENapart, 1eKAPCTBEHHbIN PAacTUTENbHbIM Npenapar).

(4acTb 2 B peq. depepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. PernctpaumMoHHOe [AO0Cbe HA NEKAPCTBEHHbIM MpenapaT Aaa MeLMLMHCKOro NpUMEHeHUs
npeaocTasnsercs B popme 06LLEr0 TEXHUYECKOTO AOKYMEHTA.
(4acTb 3 B peq. depepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. Pasgen AOKYMeHTaUMM agMUHUCTPATUBHOIO XapaKTepa BKAOYAET B cebs:

1) 3aaBneHne O rocyfapcTBEHHON PErMcTpaumnm IeKapCcTBEHHOrO nNpenapaTa gaa MeauLMHCKOro
NPUMEHEHUA B INEKTPOHHOM Ppopme M Ha ByMarkKHOM HOCUTENE;

2) KOMUIO [OKYMEHTa Ha pPYCCKOM A3blKe, 33aBEPEHHOr0 B YCTAHOB/IEHHOM MOpAgKe W
noATBEPKAAIOLErO NPAaBOMOYHOCTb 3a8BUTE/A NOLABATb 3aABNEHNE O rOCYAAPCTBEHHOW perncTpaumm
NleKapCTBEHHOro npenapaTa 418 MeguLUMHCKOTo NPUMEHEHUS (4O0BEPEHHOCTD);
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3) Konuio NMUEH3MM HA NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB MM KOMUIO 3aK/OYEHMA O
COOTBETCTBUM NPOU3BOAMTENS NIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM  MpPaBUA  Hag/erkallen
NpPOW3BOACTBEHHOM NPAKTUKK, BblAaHHbIE YNOJHOMOYEHHbIM peaepasibHbiM OpraHoOM UCMONHUTENbHOM
BNIACTWU, B C/y4Yae, eCcan MNPOU3BOACTBO JIEKAPCTBEHHOro npenaparta ocyllecTsnserca B Poccuitckoi
depepauum;

4) Konuio BbIGAHHON YMNONHOMOYEHHbIM OPraHOM CTPaHbl MPOM3BOAUTENA JIMLUEH3UWU Ha
NpoV3BOACTBO JIEKAPCTBEHHOrO Mpenapata M ee MepeBOJ HAa PYCCKUMIA A3blK, 3aBepeHHble B
YCTQHOB/IEHHOM MNOPAAKE, U KOMMUIO 3aK/IHOYEHUA O COOTBETCTBUM MNPOM3BOLMTENA JIEKAPCTBEHHbIX
cpencts  TpeboBaHMAM  MPaBWA  HAAJeXalleld  MPOU3BOACTBEHHOM  MPAKTUKKM,  BblAAHHOIO
YMNO/IHOMOYEHHbIM deaepasbHbIM OPraHOM WCMOJIHUTE/IbHOW BAIACTM, B C/lyyae, eciv MPOU3BOLCTBO
JIEKapCTBEHHOTO MNpernapaTta ocyLLecTBAseTCA 3a npesenamm Poccuiickon depepaumy;

5) NPOEKT UHCTPYKLMM NO MeAULIMHCKOMY NPUMEHEHUIO IEKAaPCTBEHHOTO Npenapara, cogepsKallei
cnepyrolme CBeAEHUSA:

a) HaMMeHOBaHWEe JNEeKAPCTBEHHOIO npenapata (MeXAyHapogHoe HemnaTeHTOBaHHOe, WAu
rPYNnNMpPOBOYHOE, NN XMMUYECKOE Y TOProBOe HauMEHOBaHUSA);

6) nekapcTBeHHaa popma C yKazaHMEeM HaUMEHOBAHMIA U KOJIMYECTBEHHOTO COCTaBa AENCTBYOLLMX
BELLECTB M KaYeCTBEHHOIO COCTaBa BCMOMOrATe/IbHbIX BELECTB (NPU HEOHOXOAMMOCTU KOJIMYECTBEHHOIO
COCTaBa BCMOMOraTe/IbHbIX BELLLECTB);

B) onvcaHuWe BHEWHEero BUAa eKapCTBEHHOTO nNpenapaTta 418 MegULMHCKOTo NPUMEHEHUS;

r) GM3nKO-XMMMYECKMe CBOMCTBA (415 pagnodapmaLLeBTUUECKNX IeKapCTBEHHDBIX NpenapaTos);

4) dapmaKoTepaneBTMYECKas rpynna, Ko JIeKapCTBEHHOro mnpenapata AAA MeAMLMHCKOro
NPUMEHeHWs MO  aHAaTOMO-TepPaneBTUYECKO-XMMMUYECKOM  KAacCupuKauumu,  pPeKoMeHAOBaHHOW
BcemupHON opraHuMsauuMelnt 34paBOOXPaAHEHUA, MAM YyKasaHWe "romMeonaTUyYecKkuit SeKapCTBEHHbIN
npenapat";

e) dapmakoaMHammMKa U PapMaKOKMHETMKA (3@  MCKAoYeHMeM  GapMaKOKMHETUKM
romeonaTMyecknx 1eKapCTBEHHbIX MPENapaToB U PacTUTE/NbHbIX IEKAPCTBEHHbIX MPENapaTos);

) MOKasaHWA gna NPUMeEHeHUs;

3) NPOTMBOMNOKa3aHUA A1 NPUMEHEHWS;

1) Mmepbl NPeAOoCTOPOKHOCTM NPU NPUMEHEHMM;

K) yKasaHuMe BO3MOMKHOCTM W 0COBEHHOCTEW MPUMEHEHMSA JNIeKapCTBEHHOro npenaparta As
MEAMLMHCKOrO MNPUMEHEeHUs 6epemMeHHbIMU  KEHLWMHAMWN, JKEeHWMHaMM B Nepuoj, rpyaHoro
BCKAaPMAMBAHMWA, AETbMU, B3POC/IbIMU, UMEIOLWMMU XPOHMUYECKUE 3aboneBaHus;

N) pexkum f03npoBaHua, cnocobbl BBEAEHMA U MPUMEHEHUSA, NPU HEOBXOAMMOCTU BpeMA Npuema
NNeKapCTBEHHOro npenapaTta gasa MeAMUMHCKOTO MPUMEHEHMUA, NPOAO/IKUTENbHOCTb /IeYeHUs, B TOM
yucne y geten 4o M nocsie O4HOro roaa;

M) BO3MOMKHbIe He)KesnaTesibHble pPeakuun Npu NpUMEHEHWW NEeKapCTBEHHOro npenaparta gnas
MeAMLMHCKOro NPUMEHEHMS;

H) CUMNTOMbI NepPeao3NPOBKK, MePbI NO OKa3aHWI0 NOMOLLM NPU Nepeso3npPOBKE;

0) B3aMMoAencTBNE C APYTMMM NEKAPCTBEHHbIMKM NpenapaTamm 1 (MAKn) NULLEBbIMM NPOAYKTaMMU;

n) Gopmbl BbIMYCKa IeKapcTBEHHOIO NpenapaTa;

p) yKasaHue (npu HeobxoAMmMoCTM) ocobeHHOCTel AENCTBMA JIeKapcTBEHHOro npenapaTta Ans
MeAMULMHCKOro NPUMEHEHMS NpU NEPBOM NPUEME AN NPU Er0 OTMEHE;

c) onuncaHue (Npu HeobxoAMMOCTH) AeNCTBUIM Bpada (denbaliepa) n (Mnn) naumMeHTa Npu Nponycke
npuvema o4HOM MAN HECKOIbKMX A,03 IeKapCTBEHHOrO Npenaparta 414 MegULUMHCKOro NPUMEHeHUS;

T) BO3MOMKHOE B/MAHWE JfIeKAapCTBEHHOro npenapata AAa MEeAMUMHCKOrO MpUMEHeHMsa Ha
CnocobHOCTb YNPaBAATb TPAHCMOPTHLIMKU CPEACTBAMMU, MEXAHU3MAMM;

y) CPOK rOAHOCTM M YKasaHMe Ha 3anpeT MNPUMEHEHWUA JfleKapCTBEHHOro npenaparta Ans
MeAMLMHCKOro MPUMEHEHMA NO UCTEYEHNN CPOKA FOAHOCTH;

) ycnoeus xpaHeHus;

X) YKasaHuWe Ha HeobXoAMMOCTb XpPaHeHUA NEeKapCTBEHHOro npenapaTa A48 MeAMLMHCKOro
NpUMEHEHNA B MecTax, HeAOCTYMHbIX 414 AeTeW;

1) yKasaHue (npu HeobXoAMMOCTM) creumanbHbIX Mep MPeaoCTOPOMXKHOCTU MPU YHUUTOKEHUM
HEMCNONb30BaHHbIX 1IEKAPCTBEHHbIX MPENapaToB 418 MeANLNHCKOTO NPUMEHEHNS;

4) ycnoBuMA OTNYCKa;
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W) HaMMeHOBaHWMA M aapeca NPOWU3BOACTBEHHbIX MIOWAAOK MPOM3BOAUTENA NIEKAPCTBEHHOIO
npenapara;

) HaMmeHoBaHWe, agpec OpraHusauMu, YNOJHOMOYEHHOW AeprKaTenem WAU BRagesbLem
PEerncTPaLMoHHOro yA40CTOBEPEHMA JIEKAPCTBEHHOIO Mpenaparta Aad MeguLMHCKOro MpPMMEHeHMA Ha
NPUHATME NPEeTEH3MI OT NoTpebutens;

6) MHCTPYKLMIO NO MeOMULMHCKOMY MPUMEHEHMUIO UM KPATKYIO XapaKTePUCTUKY NEeKapCTBEHHOTrO
npenapara, yTBepXAeHHble B CTPaHe Npou3BOAUTENS;

7) NpoeKTbl MaKeToB NEePBUYHON YNaKOBKM M BTOPMYHOW YNAaKOBKM JIEKapCTBEHHOrO NpenapaTa 4ns
MeANUMHCKOTO NPUMEHEHUS;

8) NPOEeKT HOPMATMBHOW AOKYMEHTaUMW WM HOPMATMBHOIO AOKYMEHTa Ha JIeKapCTBEHHbIN
npenapar 411 MeaAnLUMHCKOro NpuMmeHeHua Mbo yKasaHue CooTBETCTBYOLWEN papMaKkonenHom cTaTbu;

9) OOKYMEHT, coaepawmii MHPOPMaLMIO O HaNMYMU UM 06 OTCYTCTBMM PaKTOB perncrpaumu
JleKapCTBEHHOro npenapaTa 418 MegUUMHCKOro NpUMeHeHus 3a npegenamm Poccuiickolt Geaepaunm;

10) KonuWM [OKYMEHTOB, 3aBEPEHHbIX B YCTAHOB/JIEHHOM MOpA4Ke W NoATBepXKAatowmx ¢akT
perucTpaummn eKapcTBEHHOro npenapata B MHOCTPAHHbLIX rOCyAapcTBax B KayecTBe opdaHHOro
JleKapCTBEHHOrOo NpenapaTa;

11) nnaH ynpaBneHuMa puUckamu ans  BUONOTMYECKMX JIEKAPCTBEHHbIX MpenapaToB AN
MeLMULNHCKOro NPUMEHEHMS;

12) poKymeHT 0 cucTeme dapmaKoHag3opa AepaTena WMAM Bnagenbla perncrtpalyMoHHOro
Y4,0CTOBEPEHMA IEKAPCTBEHHOMO Npenapara;

13) AOKYMEeHT, noATBeprKAaloWMiA KayecTBO IeKapCTBEHHOro npenaparta TPexX MPOMbILWIEHHbIX
cepuii (NpoToKon aHanu3a unm cepTuduKaT aHanM3a), ogHa cepus KOTOPOro A01XKHa COBMagaTh C cepuel
obpasua /NeKapCcTBEHHOro npenapata Aaa MeAMUMHCKOro NPUMEHeHUs, MNpeacTaBfeHHOro Ha
rocyapCTBEHHYHO perncrpaumio.

(4acTb 4 B peq,. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xvmuyeckon, papmaueBTUYECKON M BMONOrMYEecKol AOKYMEHTaUMM BKAOYaeT B cebs
OOKYMEHTbI, coaepxawme uHbopmaumio o dapmaueBTUYecKon CcybcTaHUMM U NeKapCTBEHHOM
npenapate A4n8 MeAMUMHCKOro NpUMEHEeHUs, MpoLecce ero MNpou3BOACTBA M METoZax KOHTpoAA
KauyecTtBa, B TOM Ynce:

1) KOnu1Io AOKYMEHTA, CoOAEpP KaLLLEero caeayowyto MHbopmaLmio o bapmMaLLeBTUYECKON CybCTaHL MM
AN papmaueBTUYECKMX CyDCTaHLMAX, BXOAALWMX B COCTAB IEKAPCTBEHHOrO Npenapara:

a) HaumeHoBaHMe dapmaueBTUYECKOM cybCcTaHLMM, ee CTPYKTYpa, obLumne CBOMCTBA;

6) HaMmeHOBaHWE M agpec NPousBoAUTENS;

B) TEXHO/IOTMS NPOM3BOACTBA C ONMCAaHMEM CTaaui NPOM3BOACTBA M METOLOB KOHTPO/A Ha BCeEX
CTaguax NpPon3BOACTBa;

r) onncaHme pa3paboTkm npoLecca NPON3BOACTBA;

[) onucaHme KOHTPOAS KPUTUYECKUX CTaau NPOM3BOACTBA U MPOMEXKYTOYHOW NPOAYKLUM;

€) AOKYyMeHTalbHOE NOATBEPXKAEHME (BanmaaLma) NpoLeccoB U (MAn) nx oLEHKa;

) CBOWCTBA U CTPYKTYpa AENCTBYIOLWMX BELLECTB;

3) XapaKTepucTMKa npumecei;

n) cneundmrkauma Ha papmaueBTUYECKYO CybCTaHLMI0 U ee 060CHOBaHME;

K) aHanuTUYecKMe MeTOAMKWU, MWCNONAb3yeMble TMPU  OCYLWECTB/IEHUN KOHTPOASA KayecTBa
dbapmaLeBTMYECKOM CybCTaHUMW;

N) AOKYMeHTaslbHOe NoATBepKAeHWe (Banaaumsa) aHaIMTUYECKUX METOAMK, UCMO/Ib3YEMbIX MPU
OCYLLECTBNEHUM KOHTPONA KadecTBa GpapmaLleBTUUYECKOM cybcTaHUuu;

M) pe3ynbTaTbl aHann3a cepuit bapmaL,eBTUYECKOW CybCcTaHUUu;

H) NnepevyeHb CTaHAAPTHbIX 06Pa3LOB NN BELLECTB, UCMO/b3YEMbIX MPU OCYLLECTBIEHUMN KOHTPOAIS
KauyecTsa;

0) OnucaHue XapaKTepPUCTUK U CBOMCTB YNaKOBOYHbIX MaTePUasioB U YKYNOPOUHbIX CPEACTB;

n) AaHHble O CTabUbHOCTM dhapmMaLEeBTUYECKOM CybCTaHLMK;

p) CPOK rogHOCTH;

2) [OKYMeHT, coaepXaluii cneaylowme CBEAEHUS O JleKapCTBEHHOM npenapate Ana
MeAULNHCKOro NPUMEHEHUSA:

a) onncaHMe U cocTaB 1IEKAPCTBEHHOrO Npenaparta A1a MegULUHCKOro NPUMEHeHUS;
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6) onucaHune dapmaLeBTMYECcKon pa3paboTkn (obocHoBaHWe BblI6Opa cOCTaBa, NEPBUYHOINA
YNaKoBKM U UHOTO);

B) TEXHOMIOrMA NMPOM3BOACTBA C OMMCAHMEM CTaAMiA NPOU3BOACTBA U METOAO0B KOHTPOJIA Ha BCex
CTagusAX NpPou3BoOACTBa;

r) onucaHMe KOHTPO/A KPUTUYECKUX CTaaui mnpolecca NPOM3BOACTBA M MPOMENKYTOYHOM
npoayKumnu;

[) HaMMeHoBaHMe M apec MecTa OCYLLEeCTB/IEHUA NPOM3BOACTBA JIEKAaPCTBEHHOrO NpenapaTa a1
MEAMUMHCKOTO MPUMEHEHMA (B C/lyyae HanMuMsA HECKOIbKMX YY4acTHMKOB Npouecca Mpou3BOACTBa
HeobXo0AMMO yKa3aTb KaXKA0ro us Hux);

e) papmaLeBTMYECKan COBMECTUMOCTb;

) MUKPOBUONOTMYECKME XapPaKTEPUCTUKK;

3) MaTepuanbHbIi 6anaHc gns NPOM3BOACTBA CEPUM TOTOBOIO NPOAYKTA;

1) onMcaHne XapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTePUaNoB U YKYNOPOUYHbIX CPeaCTB;

K) LOKYMEHTa/IbHOe NoATBEpPKAEHME (BaMaaums) NpoL,eccoB NPOM3BOACTBA U (MAKN) UX OLLEHKA;

Nn) TpeboBaHMA K KayecTBy BCMOMOraTe/lbHbIX BELLECTB (cepTuduKaTt, crneuuduKauusa Ha
BCMOMOraTe/ibHble BELLECTBA U X 06OCHOBaHME);

M) aHanUTUYEeCcKMe METOAMKM, WCMOoNb3yemble MpU  OCYLLECTBAEHUN KOHTPOAA KayecTsBa
BCMOMOraTe/IbHbIX BELLECTB;

H) LOKYMeHTaNbHOe NoATBepKAeHWe (Banngauma) aHaIMTUYECKMX METOAMK, UCMO/Ib3YeMbIX NpU
OCYLLECTBNEHNN KOHTPOJIA KQYecTBa BCMOMOTraTe lbHbIX BELLLECTB;

0) nHdopmauma 06 MCNOAb30BAaHUKM BCMOMOraTe/IbHbIX BELLECTB YE/I0BEYECKOTO U KMBOTHOMO
NPOUCXOXKAEHUSA;

n) HdopmaLmsa 06 NCNOIb30BAHNM HOBbIX BCMOMOTaTe/IbHbIX BELLECTB;

p) TpeboBaHWA K KayecTBy JIeKAPCTBEHHOro npenapaTa ANA MeAMLMHCKOro NpUMeHEeHUsA
(cepTnduKar, cneumnduKauma Ha NeKapcTBEHHbIM NpenapaT U nx obocHoBaHMe);

C) aHanuMTUYecKMe MeTOAMKM, UCNOAb3yeMble MNPU  OCYLLECTBIEHWM KOHTPOAA KayecTsa
NleKapCTBEHHOro NpenapaTa Aaa MegULUHCKOTO NPUMEHEHUS;

T) LOKYMEHTaNbHOE MOoATBEPXKAEHME (Banngauma) aHaAUTUYECKUX METOAMK, UCMONb3yeMbIX MpU
OCYLLECTBAEHNMN KOHTPOJIA KAYecTBa JIEKapCTBEHHOMo NpenapaTta 414 MeANUMHCKOro NPUMEHEHUS;

Y) pe3ynbTaTtbl aHaIM30B CEPUIA NEKAPCTBEHHOTO NpenapaTta g8 MegULUHCKOro NPUMEHEHUS;

&) XxapaKTepucTnka npumecein;

X) nepeyeHb CTaHAAPTHbIX 06pPa3L0B, MCNOAb3YEMbIX NMPU OCYLLECTBNEHUM KOHTPONA KavyecTBa
NleKapCTBEHHOro NpenapaTa A1a MegUUUHCKOTO NPUMEHEHUS;

L) AaHHblE O CTabUABbHOCTU IEKAPCTBEHHOIO NpenapaTta 41A MeAULMHCKOTO NPUMEHEHUS.

(4acTb 5 B peq,. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen papmaKkonormyeckom, TOKCUKONOrMYECKON AOKYMEHTAUMN BKAOYAEeT B cebA oTyeTbl O
pesynbTaTax [AOKJAMHUYECKMX WCCAEAOBAaHWUMA  NEKAPCTBEHHOrO CPeAcTBa  Aaa  MegMLUMHCKOro
NPUMEHEeHMA, B TOM Yncne:

1) oTyeT 0 papmaKkoAMHAMNYECKUX UCCNEAOBAHUAX;

2) oTyeT 0 GapMaKOKMHETUYECKUX UCCNEAOBAHUAX;

3) OTYET O TOKCUKONOIMYECKUX UCCNef0BaAHUSAX.

(4acTb 6 B peq. deaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KAMHWYECKOW AOKYMEHTauMu BKAOYAeT B cebs oTyeTbl O pe3y/bTaTax KAMHUYECKUX
Nccnea0BaHUIM NeKapCTBEHHOIO NpenapaTa A8 MegUUNHCKOTO NPUMEHEHUS, B TOM Ynce:

1) otyeTbl 06 wuccnenoBaHUAX OMOAOCTYMHOCTM UM OMOIKBMBANEHTHOCTU, WCCAEAO0BaHUAX,
YCTaHaB/MBAOLWMX KOPPENALMIO PE3Y/IbTATOB, NOJIYYEHHbIX B YCNOBMAX in Vitro u in vivo;

2) oT4eTbl 0 PapMaKOKMHETUYECKMX UCCeL0BaAHMUAX;

3) oTyeTbl 0 PapMaKogMHAMUYECKMX UCCNEL0BAHUAX;

4) oTYeTbl 0 KAMHUYECKUX UCCNefoBaHUAX 3PEKTUBHOCTM M Be3onacHoCTy;

5) oTyeT 0 nocTperncTpaumoHHOM OnbITe NPUMEHEHUA (MPU HANUYUK).

(4yacTb 7 BBEAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

8. TpeboBaHMA K 06beMY MHPOPMALUN, NPEAOCTABISEMON B COCTaBE PErMCTPALMOHHOMO AOChE,
ONA OTAE/NbHbIX BUAOB JIEKAPCTBEHHbIX NPENapaToB 411 MeAULMHCKOro NPUMEHEHUS YCTaHaBMBalOTCA
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENIBHOW BAACTY.
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(4actb 8 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

9. B oTHOWEHUN NEKAapPCTBEHHbIX NPenapaToB, PaspeLleHHbIX AAA9 MeAULNHCKOro NpUMeHeHNA B
Poccuiickoin depepaunmn 6onee agaguatv et (3a UCKAOYEHMEM BUMONOTMUYECKUX NEKAPCTBEHHbIX
npenapartoB), AOMYCKAeTCs BK/OYEHME B COCTaB pasgena $hapmaKoIorMyeckoin, TOKCUKOMOrMYecKon
OOKYMEHTaUMM U pasgena KAMHUYECKOW OO0KYMEHTAUMM BMECTO OTYeTa paspaboTyMKa O pesynbTaTtax
COOCTBEHHDBIX AOKAMHUYECKUX UCCNEA0BAHUIA NEKAPCTBEHHbIX CPEACTB U KAMHUYECKMX UCCAeLO0BaHWNM
JIeKApPCTBEHHbIX MPEenapaToB A8 MeAULMHCKOro npumeHeHus ob63opa HaydHblx paboT o pesynbTaTtax
OOKNMHUYECKUX WCCNenoBaHUA NIEKAPCTBEHHbIX CPEACTB W KAMHUYECKMX WCCNefoBaHW AaHHbIX
JIeKapCTBEHHbIX MPenapaTos, B TOM YMC/e BK/KOYAA OMNbIT UX MOCTPErUCTPALUOHHOIO NPUMEHEHUSA.
(4acTb 9 BBEAeHa PeaepanbHbiMm 3aKOHOM 0T 22.12.2014 N 429-93)

10. Mpw rocypapcTBEHHOW pPerucTpaLmMm BOCNPOU3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaTtoB AAd
MEOMLMHCKOrO NPUMEHEHUS [OOMYCKAETCA BK/OYEHME B COCTaB pasgena  $apmaKosiormyeckon,
TOKCMKOJ/IOTMYECKOM AOKYMEHTaUMM W pasgena  KAMHUYECKOM [OKYyMEeHTauMM BMECTO OTyeTa
pa3paboTynmKa O pesysibTaTax COOBCTBEHHbIX AOKAMHUYECKUX UCCAELOBAHWUI SIEKAPCTBEHHbLIX CPEeacTB
0630pa HayyHbIX PaboT 0 pesybTaTax AOKANMHUYECKUX UCCNen0BaHUN pedepeHTHOro NeKapCTBEHHOro
npenapaTta 1 npeacTaBieHne BMeCTO KIMHUYECKMX UCCNen0BaHnin B NOIHOM ob6beme, YCTAaHOBIEHHOM
pa3feniom KAMHUYECKOM AOKYMEHTaLMu, OT4eTa O pesynbTaTax MccnenoBaHUn GUOSKBMBANEHTHOCTU
BOCMPOM3BEAEHHOIO JIEKAapPCTBEHHOrO MpenapaTa 418 MeAUUMHCKOro npumeHeHus. He Tpebyetcs
npeacTaBfeHNe oTyeTa O pesy/nbTaTax uccnenoBaHW 6GUO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOIO
JIeKapCTBEHHOro  npenapata  A4Aa  MeAMUMHCKOTO  MPUMEHEHMA,  eCn  PerncTpupyroTca
BOCNpPOM3BEeAEHHbIe JIeKapCTBEHHbIe NpenapaThbl 419 MegULUHCKOro MPUMEHEHUA, KOTopble:

1) npeaHasHayeHbl A NapeHTepasbHOro (MOAKOXKHOro, BHYTPWMMbILWEYHOrO, BHYTPUBEHHOTO,
BHYTPUINIA3HOTO,  BHYTPUMOJIOCTHOrO,  BHYTPUCYCTaBHOTO, BHYTPMKOPOHAPHOrO) BBEAEHUS W
npeacTaBAAtoT co6oi BogHble pacTBOPbI;

2) npeacTasnatoT coboi pacTBopbl ANA NEPOPaSbHOIO NPUMEHEHMUS;

3) npounsseneHbl B popme NOPOLLKOB UAN IMODUNN3ATOB A/1A NPUTOTOBNEHUS PAaCTBOPOB;

4) ABNAIOTCA rasamu;

5) ABNAOTCA YWHBIMW AU TN1a3HBbIMW NEKAPCTBEHHbIMKW NpenapaTtamu, NPonsseaeHHbIMK B popme
BOAHbIX PacTBOPOB;

6) NnpenHasHayYeHbl 417 MECTHOFO NMPUMEHEHMA U NPUTOTOBAEHbI B GOpPMe BOAHbIX PacTBOPOB;

7) npeactasnAoT coboi BOAHbIE PacTBOPbI A7 UCMO/Ib30BaHMA B GOPME UHTANALNIN C MOMOLLbIO
Hebynansepa uan B KaYecTBe HA3a/IbHbIX CNPEEB, MPUMEHAEMbIX C TOMOLLI CXOAHbIX YCTPOWCTB.
(4acTtb 10 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. Ana cnyyaes, yKasaHHbIX B NyHKTax 1 - 3, 5 - 7 yactu 10 HacToALEN CTaTbW, BOCNPOU3BEAEHHbIN
NIEKapCTBEHHbIM NpenapaT ANA MeAMUMHCKOTO MPUMEHEHUA OO/KEH CoAep)KaTb TaKkue ke
BCMOMOraTe/ibHble BELLECTBA B TAaKMX XKE KOAMYECTBAX, KaK U pedepeHTHbIN NeKapcTBEHHbIN Npenapar.
Echm  coctaBbl  BCMOMOraTesibHbIX BELWECTB  Pas3/iMyaloTCA, 3aABUTeNb  [O/KEH NpeacTaBuTb
[0Ka3aTeNbCTBa TOrO, YTO MUCMO/Mb3yeMble B AaHHbIX KOHLEHTpaUMAX BCMOMOraTe/ibHble BeLecTBa He
BAMAIOT Ha 6e3onacHocTb U (MAKM) 3PPEKTUBHOCTL /IEKAPCTBEHHOrO Mpenapata AA8 MeaUUMHCKOro
npuMeHeHus. B cayyae, eciv 3aaBUTENb HE MOXKET NPeACTaBUTb TaKMe A0Ka3aTenbcTsa U (Mam) He umeeT
[OCTyMa K COOTBETCTBYIOWMM AaHHbIM, OH AOJIKEH NPOBECTU COOTBETCTBYHOLLME WUCC/eAO0BaHUA ONA
[0Ka3aTeNbCTBa OTCYTCTBMA BAMAHUA pPa3HbIX BCMOMOraTe/bHbIX BELLECTB WM BCMOMOraTeNbHbIX
YCTPOMCTB Ha 6e30MacHOCTb U (MK) 3dDEKTUBHOCTb IEKAPCTBEHHOIO MpenapaTta A1 MeaULMHCKOro
NPUMeHeHUA B NOPAAKE, YCTAHOBNIEHHOM YNONHOMOYEHHbIM desepanbHbIM OPraHOM UCMNONHUTEIbHOM
B/IACTM.

(4acTtb 11 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12. Mpw rocyaapCTBEHHOM perncTpaLmm KombMHaUNM paHee 3aperncTpMpPoBaHHbIX IEKAPCTBEHHbIX
npenapatos AnA MeAULMHCKOrO MNPUMEHEHMA OOMNYCKAeTCA BK/IKOYEHWe B COCTaB pa3gena
$hapMaKoNorMyeckomn, TOKCUKOJIOTMYECKON OO0KYMEHTauMn W pasfena KAMHUYECKOM [OKyMeHTauuu
BMECTO oOT4yeTa pa3paboTyMka O pesynbTaTax COOCTBEHHbIX AOKJAMHWUYECKUX  UCCIef0BaHUIA
NeKapCTBEHHbIX cpencTB 0630pa HayyHbix PaboT O pesynbTaTax AOKJAMHUYECKUX WCCAefOoBaHUIA
pedepeHTHbIX /IEKAPCTBEHHbIX MNPENapaToB, BXOAALWMX B COCTaB KOMOWHALMWU NEKapCTBEHHbIX
npenapaTtos, 1 06 OTCYTCTBUM UX B3aMMOLENCTBMA B O4HOM eKapcTBEHHON dopme.

(4yacTtb 12 BBeaeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)
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13. Ha aKcnepTum3y pasinyHbIX N1eKAPCTBEHHbIX GOPM OLHOTO U TOFO }KE NEKAPCTBEHHOrO Npenapara
ONA MeAMUNHCKOro NPUMEHEHMA 3aABUTEIb NPEACTaBAAET OTAENbHbIE 3asiB/IEHMA U PErNCTPALMOHHbIE
[0Cbe Ha KaxKAayto IeKapcTBeHHYo dopmy. Mpu ycnoBumn ogHOBPEMEHHOM NOAAYM Ha SIKCMEPTU3Y OAHOM
NleKapcTBeHHOM GOpMbl € PasINYHbIMM  A03UMPOBKOM, KOHLUEHTpauuen, obbemom 3asBUTENb
npeacTaBAAeT OAHO 33AB/IEHME U PErUCTPALMOHHOE [0CbE C MPUNONKEHMEM MAKETOB YNAKOBOK Ha
KaXKAYHo [O3MPOBKY, KaXKAYH0 KOHLEHTPAUMIO, KaXKAbI 06BEM M Kaxa0e KOIMYECTBO 403 B YNaKOBKe.
(4acTb 13 BBeaeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

14. Mpw rocypgapcTBeHHON perncrpaunmn opdaHHOro NEeKapCTBEHHOro Mpenapata 3aaBuUTEe b
npeacrasafaeT HGopmMaLuto, Heobxoanmyto Aasa opMUPOBAHMA Pa3aesia KAMHUYECKOM AOKYMEHTAUUN,
B 06beMe, YCTaHOBIEHHOM YNOJIHOMOYEHHbIM defepanbHbiM OpraHOM UCMOAHUTENBHOM BAACTMU.

(4acTb 14 BBeaeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

15. Mpwn pernctpaymm 6GUONOTMYECKOro JIEKAPCTBEHHOIO NpenapaTta, MoJyYeHHOro M3 KpPoBW,
naasmbl KPOBWM YeN0BEKA, B COCTAaBE PErnmcTpauMOHHOIO A0Cbe HAa JIeKapCTBEHHbIM npenapaT 4ns
MeAMULMHCKOro NPUMEHEHMA A0/KHbI ObITb NPeACcTaBAeHbl AONOAHUTENbHO:

1) B pasgene [OKYMEHTaUMM agMUHUCTPATMBHOIO XapaKTepa [AOKYMEHT, CoAeprKalyumii
MHbOopMaLumio 0 cybbeKTax obpalleHns LOHOPCKON KPOBU U (MKM) ee KOMMNOHEHTOB, O TOM, rae 6bina
ocywiectsneHa fAoHauua (KpoBu M (MAKM) nnasmbl KPOBM), a TaKKe pfaHHble 06 MHOEKUMOHHbIX
3aboneBaHMAX, NepefaloWwmMxcs NapeHTepanbHbiM nNyTeM, MHPopmauma o cybbekTax obpalieHus
[OHOPCKOW KpOoBWU U (MAK) ee KOMMOHEHTOB, B OTHOLIEHWW KOTOPbIX OCYLLECTBASETCA KOHTPO/b
[OHOPCKOM KPOBU U (M11) ee KOMMOHEHTOB;

2) B pasgene xuMnyeckoi, papmaueBTUYeckoi n B1oormyeckomn AoKyMeHTaumuu:

a) KpuTepun n cnocobbl 0T6OPa, TPAHCNOPTUPOBAHUA U XPaHEHUA AOHOPCKOW KpPoBU U (1K) ee
KOMMOHEHTOB;

6) pesynbTaTbl UCCAEA0BaAHMI OTOBPAHHbIX AOHOPCKOM KPOBM U (MAK) NAa3mbl KPOBU M MYA0B Ha
Hannuve BO3byauTenenm uHPeKuMii, BKAOYaA MHPopMauMio 06 MCNONb30BaHHbLIX MeTogMKax
WUCCNefOBaHUMA W B C/ly4ae WCCAeAOBaHMA MYy/IOB NNasMbl KPOBM pe3y/bTaTbl A0KYMEHTA/IbHOMO
noaTeepXKAeHMA (Baangaumm) NCNoIb30BaHHbIX METOAMUK;

B) TEXHUYECKME XapPaKTEPUCTUKKN YNAKOBKKN AN1A 0TOOpa AOHOPCKOW KPOBU U (1K) Nnasmbl KPOBU,
BK/It0Yan MHGOpMaLUIo 06 MCNOb30BAHHbIX PACTBOPaX aHTUKOAryAsHTOB.

(4acTb 15 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

16. KAanHMyeckne mccneaoBaHMA eKapCTBEHHOMO Npenaparta Aaa MeAULMHCKOro NPUMEHEHUs B
Luenax ero rocyaapCcTBeHHOW perncrtpauum nposogaTtca B Poccuiickoit depepaumm B nopaake,
yCTaHOBNEHHOM cTaTbAMM 38 - 44 HactosAwero ®PegepanbHoro 3akoHa. OTYeT O MpPOBEAEHHbIX
MUCcCNefoBaHUAX BK/IOYAETCS B COCTaB pasgena KAMHUYECKOW AOKYMEHTALUMU PerncTpaumoHHOro gocbe
Ha /IeKapCTBEHHbIV NpenapaT 418 MeaUUUHCKOro npumeHeHus. [na nekapCcTBeHHbIX npenapaToB Aas
MEAMUUMHCKOTO MPUMEHEHMUs, B OTHOLIEHWW KOTOPbIX B pes3y/bTaTe 3KCNepTusbl [AO0KYMEHTOB,
npeacTaB/ieHHbIX AN onpeaeneHUs BO3MOXHOCTU paccMaTpuBaTb JIEKAPCTBEHHbIM npenapaTt Ans
MeAMLUNHCKOro NPUMEHEHUs B KayecTBe opdaHHOro NIeKapCcTBEHHOro npenapaTa, Takas BO3MOXHOCTb
NpU3HaHa M B OTHOWEHWW KOTOPbIX MNPOBEAEHbl KAMHWUYECKME WCCNeAoBaHUA, BbIMOJNHEHHbIE 3a
npegenamu Poccuiickoli depepaumm B COOTBETCTBMM C NpaBUMAamMM Haafnexallein nabopaTopHoi
NPaKTUKN M NpaBUNaMM HaaNexkallel KAMHUYECKOW MNPaKTUKKU, OOMYCKAeTCA BK/OYEHMEe B COCTaB
pasgena KAMHUYECKOW AOKYMEHTAUMM BMECTO OTYeTa O pe3y/bTaTax KAMHWUYECKUX WcCnenoBaHWi
JIeKapCTBEHHOrO Npenaparta 418 MeauLUMHCKOro NpUMeHeHus, NpoBeaeHHbIx B Poccuiickon deaepauumy,
oT4yeTa O pesysbTaTax KAMHUYECKUX WCCNenoBaHWW, BbIMOJHEHHbIX 3a npeaenamu Poccuiickoi
depepaunm.

(4acTb 16 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

17. 3asBuTenb BnpasBe MNPeAcTaBUTb MO COBCTBEHHOW MHWUUMATMBE BMECTE C 3asiB/IeHMEeM O
rocyJapcTBEHHOM perncTpauumn NeKapCcTBEHHOro npenapata Ana  MeAUUMHCKOro MpPUMEHEHMUA
OOKYMEHTbI, MOATBEPKAAIOWME YNAATy rocyAapCTBEHHOM NOLW/IMHbI U YKa3aHHble B NyHKTe 10 yactu 2
HacToALWEeNn cTaTbu. B cnydae nx HenpeacTaBNeHUA COOTBETCTBYIOLMM YNONHOMOYEHHbIN desepanbHblit
opraH WCMO/IHUTENbHOW BfacTM nposepsieT GaKT ynnaTbl roCyAapCTBEHHOM MNOLWAWHbLI 3asBUTENIEM
nocpeacTBOM MCNOAb30BaHMA MHOpPMaLMM 06 ynnaTe rocygapcTBEHHOW MOLWIAUHbBI, COAEpP Kallelics B
lfocypgapcTBeHHOW MHGOPMALMOHHOW CUCTEME O TFOCYAAPCTBEHHbIX U MYHMUMNANAbHbLIX NAaTe)Kax, Ha
OCHOBaHWW  NpeACTaB/IEHHbIX 3aABUTENIEM  KOMWI  [IOKYMEHTOB, NOATBEpXKAaloWmMx  ynnaTy
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rocy4apcTBEHHOW MOLWUJIUHBI.
(4actb 17 BBeaeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

18. He pgonyckaeTca WCNO/Ib30BaHWME B KOMMEPYECKUX Uenax MHbopmauum o pesysbTaTax
OOKNMHUYECKUX UCCNeL0BAHNI NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNE0BAHMIA NIEKAPCTBEHHDIX
npenapaTtos AaA MeAMUMHCKOrO NPUMEHEHWA, NpeacTaBNeHHOW 3aaBUTENEM ANA FOCyAapCTBEHHOWN
perncTpauum NeKapcTBEHHOro npenapata, 6e3 ero cornacMA B TeYeHMe LWeCTU aeT C  Aathbl
rocyapCcTBEHHOM perncTpaumm pedpepeHTHOro IEKapCTBEHHOro npenapara B Poccuitckon degepauumu.
(4acTb 18 BBeAeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

19. [lep:kaTenb unun BnageneL, perucTpaLMoHHOro yaoCcToBepeHUs IeKAapPCTBEHHOMO NpenapaTa Ha
6rMoTexHONOrMYEeCcKniA UM opdaHHbIN NeKapCTBEHHbIN NpenapaT 0653aH NpeaoCcTaBAATb Ha BO3ME34HOM
0oCHoBe 06pa3Lbl pedpepeHTHOro IEKaPCTBEHHOMO NpenapaTta 3aaBUTENAM 418 NPOBEAEHMA KIUHUYECKMX
nccnenoBaHuii. Ctommoctb obpasua pedepeHTHOro NeKapCTBEHHOro npenapaTta, BKAKYEHHOrO B
nepeyeHb }KU3HEHHO HEOBXOANMBIX M BaXKHENMLLMX NEKAPCTBEHHbIX MPenapaToB, He A0J/KHA NPeBbIWaTh
3aperucTpUpoBaHHY0 NPeAebHY0 OTNYCKHYIO LeHY Ha pedepeHTHbIN SIeKapCTBEHHbIN NpenapaTt Mau
LLeHY Ha NeKAapPCTBEHHbIN NpenapaT B CTPaHe NPOU3BOAUTENS.

(4acTb 19 BBeaeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-d3)

20. 3asBaeHMNe 0 rocy4apPCTBEHHOM PerMcTpaLmMm BOCNpon3BeLeHHOro JIeKapCTBEHHOMO NpenapaTa
ONA MeAMUMHCKOrO MPUMEHEHUS MOMKET OblTb NOAAHO B YNOJHOMOYEHHbIN deaepanbHbli opraH
WUCNONIHUTENIbHOM  BNIACTW,  OCYLLECTBAALWMN  rOCYAAPCTBEHHYID  PEerucTpaumilo  IeKapCTBEHHbIX
npenapaTtoB, MO WCTEYEHUM 4YeTblpex NeT C AaTbl rocyfapCTBEHHOW perucTpaumm pedepeHTHOro
JleKapcTBeHHOro npenapata B Poccuiickon Pepepauymm.

(4actb 20 BBegeHa PeanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

21. 3asBneHue O rocyAapcTBeHHOM perucTpaumm  6uoaHanorosoro (6uonogobHoro)
NleKapcTBeHHOro npenapata (6uMoaHanora) mMoxKeT 6bITb NOAAHO B YNOJHOMOYEHHbIN deaepanbHbIi
OpraH WCNOJIHUTE/IbHOM B/IAaCTM, OCYLLECTBASIOWMIA OCYAaPCTBEHHYIO PErnucTpauuio JeKapCTBEeHHbIX
npenapaTtoB, MO WCTEYEHUM TPex JeT C AaTbl FOCyJapCTBEHHOW peructpauum pedepeHTHoro
NleKapcTBEHHOro npenaparta B Poccuiickon degepauymn.

(4acTb 21 BBeaeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

22. [ep:KaTenb WA Bnagenel, perucTpalMoHHOro ya0CTOBEpPEeHUs JIEKapCTBEHHOrO npenaparta
npeacTaBaseT B YNOJHOMOYEHHbIN deaepanbHblit opraH UCNOAHUTENbHON BAACTW, OCYLLECTBASOWMMI
GYHKLMM MO KOHTPOAIO M Hag3opy B chepe 34paBOOXPaHEHMA, OTYET No pe3ysibTaTam dpapMaKkoHaasopa
OAIMH pas B LWIECTb MeCALEB B TeYEHME ABYX JIET NOC/e roCyAapCTBEHHOM PerucTpaumm N1eKapcTBEHHOMO
npenaparta B Poccuiickolt Pegepaunm, exxerogHo B TeYeHUe Nocieayrolmx Tpex NeT 1 B AajbHelwem
OAMH pas B NATb JeT.

(4acTb 22 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 19. MpUHATUE pELUEHUA O Bblgaye IKCMEPTHOMY YUYPEKAEHUIO 3afaHWA Ha NpoBegeHue
3KCMepTU3bl NEKAPCTBEHHONO CPeACTBa

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeyeHue aecatv pabounx gHel co AHA NPUHATUA 3aABAEHMA O TOCYAaPCTBEHHOMN perncTpaLmm
NeKapCTBEHHOro  npenapaTa  COOTBETCTBYHOWMI  YNOJAHOMOYEHHbIA  deaepanbHblit  opraH
NCMNONHUTENBHOM BNACTU NPOBOAUT NPOBEPKY NOJHOTbI, AOCTOBEPHOCTM U NPaBUABHOCTU opopmMmaeHnn
NpeACTaBAeHHbIX AOKYMEHTOB PErmcTpauMoHHOro A0Cbe Ha /IeKapCTBEHHbIM npenapaT M NpuHUMaeT
pelleHue o BblAade 3a4aHuA Ha NpoBeAeHMe:

1) aKkcnepTU3bl AOKYMEHTOB, NPEACTAaBAEHHbIX AN OnpesefieHna BO3MOMKHOCTM paccmaTpuBaTbh
NEeKapCTBEHHbIM NpenapaT ANa MeAMUMHCKOrO NPUMEHEHWA MPU OCYLLECTBAEHUN FOCYyAapCTBEHHOM
perucTpauumn B Kayectse opdpaHHOro NeKapCcTBEHHOIO NpenapaTa;

2) 3KCMepTU3bl NEKAPCTBEHHOIO CPEeACTBA B YaCTM IKCNEPTM3bl KauecTBa IEKapCTBEHHOIO CpeacTBa
N 3KCNepTM3bl OTHOWEHUA OXWAAEMOMN MO/b3bl K BO3MOXKHOMY PUCKY MPUMEHEHMUA SIeKapCTBEHHOro
npenaparta A8 MeaANUMHCKOro NPUMEHEHNUS;

3) 3KCnepTM3bl IEKAPCTBEHHOrO CPEACTBA B YaCTM 3KCNEPTU3bl KaUecTBa JIeKapCTBEHHOrO CpeacTBa
N 3KCNepTM3bl OTHOWEHUA OXMWAAEMOMN MO/b3bl K BO3MOMXKHOMY PUCKY NPUMEHEHWA NeKapCTBEHHOro


consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D77B3yFa7P
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D77B3yFa6P
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFB021D727ADB486FFA4A096C7897868DDE9E4D987D74B5yFa9P
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D77B2yFaFP
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D77B2yFaEP
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D77B2yFaDP
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D77B2yFaCP
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D77B2yFaBP

npenapata Ana MegULMHCKOTO MPUMEHEHMA B MOPSAKE YCKOPEHHOW mnpouenypbl 3SKCNepTussbl
NIeKapCTBEHHbIX CPEACTB B COOTBETCTBMM CO CTaTbel 26 HacTosalwero PenepanbHOro 3aKoHa;

4) 3KcnepTM3bl JIEKAPCTBEHHOrO CpeacTBa B OTHOLWEHWW JIeKApCTBEHHOro mnpenapaTta Ans
BETEPUHAPHOIO NPUMEHEHUS.

2. YNONHOMOYEHHbI defepanbHbli OpraH UCMONHUTENBHON BNACTU YBELOMAAET B 3/1EKTPOHHOWN
dopme naM Ha BymaxKHOM HocUTesie 3afiBUTE/IA U SKCNEepPTHOE YUYperKAeHMe O NPUHATOM pelleHun o
Bblgaye 3a4aHWN HA NPOBEAEHME IKCNEPTU3, MPeAyCMOTPEHHbIX YacTbio 1 HacToALWel cTaTby, U B Cy4Yae
HeobXoAMMOCTM O Bblaaye paspelleHuns Ha BBO3 B Poccuiickyio Peaepaumto KOHKPETHOM NapTum, cepum
3aperncTpmpoBaHHbIX U (MM) HEe3aperncTPMpPOBaHHbIX JIEKAPCTBEHHbIX CPeAcTB uau 06 oTKase B
npoBeaeHUN NPeayCMOTPEHHbIX 3KCMEPTU3 C YKazaHUeM MPUUYMH TaKoro OTKasa.

3. B cnyyae BbIABIEHUS OTCYTCTBUA WM HEAOCTOBEPHOCTM WMHbOPMauuK, coaepralenca B
npeAcTaB/eHHbIX 3aaBUTENEM AO0KYMEHTaX, YNOJAHOMOYEHHbIA desepanbHblit opraH UCNOJHUTEIbHOM
BNACTM HamnpaBiseT 3afBUTEN0 3anpoc 06 yTouyHeHuMM 3Tol uHbopmauum (manee - 3anpoc
yNoNHOMOYEHHOTO dpesepanbHOro opraHa UCMONHUTENbHOM BNACTM), KOTOPbIM MOXeT bbiTb nepegaH
YNONHOMOYEHHOMY NPEACTaBUTENIO 3aABUTENSA JIMYHO MOZ PACNMCKY, HamnpaB/ieH No NoyTe 3aKasHbiM
NMUCbMOM MK NepesaH B 3/IEKTPOHHON popMe No TeNIEKOMMYHUKALMOHHbIM KaHanam cBAsu. B cayyae
Hanpas/sieHMsa 3anpoca YNoJHOMOYEHHOro ¢eAepasibHOro opraHa WMCMNONHUTENbHOW BAACTU MO noyTte
3aKa3HbIM MUCbMOM OH CYMTAETCA MOJIyYEeHHbIM MO UCTEYEHUW LWecTM AHel C AaTbl HanpaeaeHuA
3aKa3HOro n1cbma.

4. 3asBuTenb oba3aH NpeacTaBUTb OTBET HA 3aMpoC YMNOJIHOMOYEHHOro ¢peaepanbHOro opraHa
WCNONIHUTENIbHOM BNACTU B CPOK, HE MPEBbIWAOWMIA AeBAHOCTA paboumx gHel co AHA ero nosayyvyeHus.
CpOK, yKasaHHbIM B 4acTn 1 HacTosLWen CcTaTbl, MPUOCTAHAB/IMBAETCA CO AHS HANPaB/ieHMA 3aABUTENIO
3anpoca ynoaHoOMo4YyeHHoro denepasibHOro opraHa WMCMOJIHUTENbHOW BAACTU A0 AHA MOAYYEHUA UM
COOTBETCTBYHOLLErO OTBETA.

5. OcHOBaHMEM A1 OTKa3a B OpPraHW3aLMmn 3KCNepTm3, NpeaycMoTPeHHbIX YacTblo 1 HacToAlweln
CTaTbW, ABAAETCS NpeacTaB/lieHUE HeobXoAMMbIX AN MNPOBEAEHUS NpenyCMOTPEHHbIX 3KCNepTu3
OOKYMEHTOB B HEMOJIHOM 06beMe UM HenpeacTaBieHne 3aaBUTE/IeM B YCTAHOB/IEHHbIN CPOK OTBETa Ha
3anpoc ynoaHomo4yeHHoro deaepasbHOro opraHa MCNONHUTENbHOW BNAACTW, a TaKKe npeacTaB/ieHne
OOKYMEHTOB, HE CoAepKaLlMX ncuepnbiBatowWwero nepeyHa HeobxoAnMmbIx CBegeHUN.

Cratba 20. JKcnepTv3a [AOKYMEHTOB, NpeAcCTaBAeHHbIX ANA OnpeaeneHus BO3MOMKHOCTU
paccMaTpuBaTb JIEKAPCTBEHHbIM NpenapaT 4aa MeAMUMHCKOTO NPUMMEHEHUA TMPU  OCYLLecTBAeHUN
rocyf,apCTBEHHOM perucTpaummn B Kauectse opdaHHOro IeKapCTBEHHOIO NpenapaTa

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

1. DKcnepTn3a AOKYMEHTOB, NpeacTaBAEHHbIX AN onpeaeseHMA BO3MOMHOCTM paccmaTpuBaTb
IeKapCTBEHHDbIM npenapaTt Aaa MeAMUMHCKOro NMPUMEHEHMA NPU OCYLLECTBNEHUN TOCYAaPCTBEHHOM
perucTpauum B Kadectse oppaHHOro SIeKapCTBEHHOrO NpenapaTa, COCTaB/leHMEe KOMUCCUEN 3KCNepPTOB
3aKN0YEHMA O BO3MOMHOCTM WMAM HEBO3MOMKHOCTM PacCMaTpMBaTb JIEKAPCTBEHHbIA npenapat gns
MeANLMHCKOro NPUMEHEHMA NPW OCYLLECTB/IEHMUM FOCYAAPCTBEHHOM PErNCTPaLLMM B KayecTBe OpPaHHOro
JIeKapCTBEHHOrO npenapaTta W Hanpas/ieHWe AAHHOrO 3aK/OYEHUA B YNONHOMOYEHHbIN deaepanbHbIn
OopraH UCMNOJIHUTENIbHOW B1IaCTM OCYLLECTBAAIOTCA B CPOK, HE NPEBbILWAOWNA TPUALATU pabounx aHen co
OHA NOAYYEHUA ISKCMEPTHbIM Y4YperKAeHMEM 3afaHuA YMNOAHOMOYeHHOro deaepasbHOro opraHa
WUCNONHUTENIbHON BNMACTU WU B 3NEKTPOHHON dopme UAM Ha BymMarKHbIX HOCUTENAX HeobXoaumbIX
OOKYMEHTOB, YKa3aHHbIX B NyHKTax 1, 2,5, 6, 104acti 4 u B4actn 7 ctatbmh 18 HacToAwero ®egepanbHoro
3aKOoHa.

2. [JOKyMeHTbl, coaepKalmeca B PErucTpauMoOHHOM [0Cbe Ha NEKAPCTBEHHbIM npenapaT wu
NOCTYNMBLUME Ha BYMaXKHbIX HOCUTENAX B SKCMEPTHOE yupeskaeHNe AN OCYLECTB/IEHMA UX SKCNEepPTU3bI
ONA  onpeAeneHna BO3MOMHOCTM pPaccMaTpmMBaTb JIEKAPCTBEHHbLIM npenapat Ana MeAUUMHCKOro
npMMeHeHUA B KadecTBe Op¢daHHOrO JIEKAPCTBEHHOrO npenaparta, noAJje)aT BO3BpaTy B
YNONHOMOYEHHbIN denepanbHblii OpraH WUCNONHUTENbHOM BAAaCTU OAHOBPEMEHHO C 3aKNHOYEHUAMMU
COOTBETCTBYIOLLMX SKCNEPTU3.
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Cratba 21. PeweHWe O BO3MOXHOCTM pPACCMATPMBATb JNEKAPCTBEHHbIM npenapat npu
OCYLLECTBAEHUM FOCYAaPCTBEHHOM perncTpaLmm B Kauectse opdpaHHOro IeKapCcTBEHHOIO NpenapaTa

(8 peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-03)

1. B cpoK, He npeBblWaoWMn NATU paboumnx gHen co AHA NOAYYEHMUA 3aKAOYEHMUA, YKa3aHHOTO B
yactu 1 cratbm 20 HacTtosiwero ®PegepanbHOro 3aKoHa, YMNOJIHOMOYEHHbIN deaepanbHbin opraH
WUCMNOJIHUTENbHOW BNACTM OCYLLECTBAAET OLEHKY MOJIYYEHHOro 3aK/YeHUs Oaa onpeneneHus ero
COOTBETCTBMA 33a[aHMI0 HAa MPOBEAEHME COOTBETCTBYHOLLEM 3KCNepTUsbl U yBeAOMASeT 3anaBUTENs B
3/IEKTPOHHOM ¢dopmMe MAM Ha OymMarKHOM HocuTesie O pesy/sibTaTax MNpPOBeAEHHOM 3KCNepTusbl ¢
NPUNOXKEHUEM KOMUWN IKCMEPTHOro 3aKNHYeHUs (C coXxpaHeHnem KOHPUAeHLManbHOCTU MHpopMaL MM o
COCTaBe 3KCMepPTHOM KOMUCCUM) U O BO3MOXKHOCTM UM HEBO3MOXKHOCTM PacCMaTPMBaTb SIEKAPCTBEHHbIA
npenapat ANA MeAMLMHCKOTO NPUMEHEHUA MPWU OCYLLECTBAEHUU TFOCYLAapPCTBEHHOW perncrpauum B
KayecTBe opdpaHHOro IeKapCTBEHHOIO NpenapaTa.

2. Mpy BbIHECEHMM KOMMCCMEM 3IKCMEPTOB 3aK/OYEHUS O BO3MOXKHOCTM paccmaTpuBaTb
JIeKapCTBEHHbIA npenapaT Aaa MeAUUMHCKOrO NMPUMEHEHMA MPU OCYLLECTB/IEHUW FOCyAapCTBEHHOM
perncTpaumnm B Kayectse opdpaHHOro NeKAPCTBEHHOrO NpenapaTta yNnoJHOMOYEHHbIN denepasbHbIi opraH
WCNONHUTENbHOW BAACTU B CPOK, HE MPEBLIAOWMI NATU Paboyumx AHEN CO AHA NONYYEHUA AAHHOTO
3aKNOYEeHMA, NPUHUMAET pelleHMe O BblAaye 3afaHUA Ha NpoBefeHWe 3KCMepTM3bl KadecTBa
NIEKapCTBEHHOrO CpeacTBa WM SKCNEPTU3bl OTHOLIEHUA OXMAAEMOMN MNOSb3bl K BO3MOMKHOMY PWCKY
NPUMEHEHWNA NEeKapCTBEHHOrO npenapaTta AAA MeAUUMHCKOrO NMPUMEHEHUA B NOPALKE YCKOPEHHOM
npoueaypbl 3KCNepTU3bl NEKApPCTBEHHONO CpeacTBa B COOTBETCTBUMM CO CTaTbel 26 HACTOALWErO
depepanbHOro 3akoHa.

3. B ciy4ae NpUHATUA peLleHna 0 HEBO3MOMXKHOCTU paccMaTpMBaTb IEKAPCTBEHHbIN NpenapaT aAnd
MEAMUMHCKOTO  NPUMEHEHMSA NpPW  FOCYAapCTBEHHOM  perucTpaumm B KavectBe  opdaHHOro
NIeKapCTBEHHOro Mpenapata YNo/JHOMOYEHHbI defepanbHblii  OpraH WMCNOAHWUTENbHOW  BAACTU
npeKpaLaeT Npoueaypy rocyaapCTBEHHOM PErucTpaLmMm NeKapcTBEHHOro NpenapaTa. 3asaBUTeNb BNpase
06paTUTLCA B PErUCTPUPYIOLLMIA OpraH C 3aABNIEHWMEM O TFOCYAAPCTBEHHOW PErucTpaumm yKasaHHoOro
NleKapCTBEHHOro NpenapaTta B COOTBETCTBMM CO cTaTbel 18 HacToAwero PeaepanbHOro 3akoHa.

Cratbsa 22. YTpaTtuna cuay ¢ 1 utonsa 2015 roaa. - PegepanbHbiit 3aKoH oT 22.12.2014 N 429-P3.

CraTbAa 23. 3KCI’lepTVI38 Ka4yecCTBa /IEKapCTBEHHOIO CpeacTBa U 3KCNepTn3a OTHOLWEHWNA O)‘KM,CI,aEMOﬁ
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUNA JIEKAPCTBEHHOIO npenapata A4Ana MmMeguuunHCKoro
npnmeHeHuA

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI'IepTM3a KayecCTBa 1IEKAPCTBEHHOIO CpeacTBa M 3KCNEPTU3a OTHOLWEHUNA omm,u,aemoﬁ noNb3bl
K BO3MOXHOMY PUCKY NPUMEHEHUNA NEKAPCTBEHHOIO npenapata Ana MeaunuMnMHCKOro npumeHeHusA,
COCTaB/ieHne KOMUCCMAMU 3SKCNepToB 3aKIOYEHNI NO pe3ynbTaTamMm npoBeaAeHHbIX 3KCNeEpPTUs U
HanpasaeHune 3Tux 3aKNO4EHUN B yI'IOJ'IHOMO‘-IEHHbIﬁ ¢ep,epaanb|171 opraH MCMNOJIHUTENIbHOW BNACTU
OCyLLEeCTBNAKOTCA B CPOK, He I'IpeBbILUE]IOLLI,MVI CTa OecATn pa6oqu AHeVI CO AHA NONy4YeHUA 3KCNEPTHbIM
yypexageHnem CooTBEeTCTBYHOLWErNo 3agaHnA ynoJIHOMOYE€HHOro d)ep,epaanoro OpraHa NCNONHUTENbHOM
BNactn 1 HeO6XO,CI,VIMbIX AOKYMEHTOB B 3J'|eKTp0HHOl‘;1 d)opN\e NUInN Ha 6yMa)'KHbIX HOCUTenAax.

2. B TeyeHne peBAHOCTA AHEVI CO AHA noayyeHuAa peweHna ynoiHOMO4YeHHOro ¢ep,epaanoro
OpraHa WMCMNOJIHUTENIbHOW BNACTU O nposeaeHMN saKCNepTns, NpeayCcCMoTpPEHHbIX 4YaCTbiOo 1 HaCTOﬂLLI,EI‘;I
CTaTbW, 3aABUTE/Ib NPEeACTaB/IAET B 3KCNEPTHOE y4ypexXaeHmne ONA npoBeaeHUA 3KCNePTU3bl Ka4ecCTBa
NeKapCTBeHHOro cpeacrtea o6pa3u,b| NNEKapPCTBEHHOrNo npenapata Ana MeanumHCKOro npumeHeHuA,
npon3sseaneHHOro B COOTBeTCTenn C Tpe6OBaHVIHMM OnNbITHO-NPOMbILWZIEHHOTO U (M}'IM) npomMbIlWINEHHOIO
pernameHToB, yTBepXAeHHbIX pyKoBOoAUTe/NleM Npou3BoAUTENA NEKAPCTBEHHbLIX CPeAacTB, a TaKXKe B
COOTBETCTBYHOLWMNX CNydaaX o6pa3u,b| d)apMaLLEBTMHECKOﬁ CY6CTaHLI,MM, TecT-uTaMmma MUKPOOPraHM3mos,
KY/NIbTYpPbl KNETOK, o6pa3u,b| BellecTs, NpUMeHAeMblIX AN1A KOHTPO1A Ka4yeCTBa J1IEKAPCTBEHHOIO CpeacTBa
nyTem CcpaBHeEHMA C HUMU UCCNenyeMOro 1eKapCTtBeHHOro cpeacrtesa, B KoiM4yecTeax, HeO6XOAVIMbIX Aana
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BOCMNPOM3BEAEHMA METOL0B KOHTPO/IS KayecTBa.

3. Mpu nonyvyeHun obpasuUOB NEKAPCTBEHHOrO npenapata M ¢gapmaueBTUYecKor cybcTaHumm
3KCMEPTHOE y4ypexkaeHWe BblAaeT 3aABUTENO AOKYMEHT, NOATBEpPKAAIoWMIA MOoyYeHUe YKasaHHbIX
06pasLoB, M B CPOK, HE NpPeBbILAoLWNIA Tpex paboumnx AHel, yBeOMAAET B 3/IEKTPOHHOM dopme nan Ha
6ymarkKHOM HocuTesie 06 3TOM YyNONHOMOYEHHbIM denepasibHbIM OpraH MCNONHUTENbHOM BAACTMH.

4. YKasaHHble B 4acTax 2 U 3 HacToALLen CTaTbW CPOK A5 NpeacTaBaeHun 3aaBmTesiem obpasyos
JIEKapCTBEHHOro npenapata U ¢gapmaleBTUYECKon cybCTaHUMM U CPOK YBEAOMIEHMA 3KCMEPTHbIM
yupexgeHmem o6 3ToM Ha OymarKHOM HocuTene YNOAHOMOYEHHOro denepasbHOro opraHa
WCNONIHUTENIbHOM BNACTU HE BK/IOYAIOTCA B CPOK NPOBEAEHUA IKCNEPTM3, NPEAYCMOTPEHHbIX YacTbio 1
HacToALLEeN CTaTbM.

5. JlOKyMeHTbl, NOCTYyNUBLUME B 3KCMEPTHOE YYpexaeHue A1A NpoBedeHUn 3SKCNepTus,
npeaycMOTPEHHbIX YacTbto 1 HacToALWEen cTaTby, NoA/eXKaT BO3BPATYy B YNONHOMOYEHHbIN dpeaepanbHbIi
OpraH WMCMOAHUTENbHOM BNAacTU OAHOBPEMEHHO C 3aK/JOUYEHUAMM, MOJYYEHHbIMKU MO pesyabTaTam
COOTBETCTBYHOLLMX KCNEPTH3.

Cratba 24. IKcnepTunsa KayecTBa IEKAPCTBEHHOMO CPeACTBA M KCNEPTM3a OTHOLLEHMA OXKUAAEMON
Nnosib3bl K BO3MOMHOMY PUCKY MNPUMEHEHMA JIeKapCTBEHHOro mnpenapata A/aa BeTepuHapHOro
npUMeHeHuA

1. 3KcnepTMn3a KayecTBa IEKAPCTBEHHOIO CPEeACTBa U KCNEPTU3A OTHOLLEHWUA 0XKMAAEMON NONb3bl
K BO3MOXHOMY PUCKY NMPUMEHEHWA JIeKapCTBEHHOro npenapata AAA BeTepMHAPHOro NPUMEHEHMUs,
COCTaB/IEeHWE KOMMCCUAMM 3SKCMEPTOB 3aKNOYEHMI MO pe3ynbTaTaM  YKa3aHHbIX 3KCNepTU3 MU
HanpaB/ieHWEe TaKMUX 3aK/IOYEHUIN B YNOIHOMOYEHHbIM deaepasbHbli OpraH MCNOJHUTENbHOM BAAaCTK
OCYLLECTBAAOTCA B CPOK, HE NPEeBbIWAOLWLMIA CTa AeCATU Pabounx AHEN CO AHA NOAYYEHUA SKCNEPTHLIM
yyperkaeHMem 3afaHuA  YNoJIHOMOYEHHOro ¢deaepanbHOro opraHa WCNOAHUTENbHOM BAacTU C
AOKYMeHTaMM, yKa3aHHbIMM B YacTu 3 ctaTbM 17 HacToawwero PegepanbHOro 3akoHa.

(8 pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 13.07.2015 N 241-93)

2. B TeyeHue nATHagUaTM paboumx AHENW CO AHA MNOAYYEHWUA pelleHUA YNOJHOMOYEHHOrO
benepanbHOro opraHa UCNONHUTENLHOM BACTU O NPOBEAEHUN YKA3aHHbIX B YacTM 1 HacToALel CTaTbun
3KCMepTU3 3aABUTENb NPEACTABAAET B SKCNEPTHOE YUYpEKAEHME AN NPOBEAEHNA SKCNEPTU3bl KAYecTBa
NleKapCTBEHHOro cpencTBa obpasubl NEKAPCTBEHHOrO npenapaTta Aaa BETEPUHAPHOro MPUMEHEHWUA,
NpPou3BeAEHHOrO B COOTBETCTBUM C TPEOOBAHMAMM TEXHONOFMYECKUX PEFNAMEHTOB, YTBEPKAEHHbIX
pPYyKOBOAUTENEM NPOU3BOAMUTENA JIEKAPCTBEHHbIX CPeAcTB, a TakxKe obpasel, dapmaLeBTUYHECKON
Cy6CTaHUMM B KONMYECTBAX, HEOBXOAMMbIX AN BOCNPOU3BEAEHMA METOA0B KOHTPO/IA KayecTsa.

3. Mpu nonyvyeHnn ob6pa3LoB NEKAPCTBEHHOrO Mnpenapata M dapmaueBTUYECcKOM cybcTaHumm
3KCNEePTHOE y4ypexaeHWe BblLAET 3aABUTENO AOKYMEHT, NMOATBEPXKAAIOWMIA NOSAYYEHWE YKa3aHHbIX
06pasL0B, 1 B CPOK, HE NPEBbLIWALLMIA TPpeX pabounx gHel, yBeAOMAAET B MMCbMEHHOM popme 06 3ToM
YNONHOMOYEHHbIN deaepanbHbli OpraH UCNONHUTENIbHOM BAACTW.

4. Cpok pns npepcraBieHua  3asBuTenem 06pasLoB  /IEKAPCTBEHHOrO npenapata W
dbapmaueBTMUEeCKON cybCTaHUMM U CPOK YBEAOMAEHMUA 3SKCMEPTHbIM yuyperaeHnem o6 3Tom B
NUCbMeHHOM popme ynoaHomoveHHoro denepanbHOro opraHa UCMOSHUTENbHOW BNACTU, YKa3aHHble B
YyacTax 2 U 3 HacTosLLel cTaTbW, HE BK/KOYAKOTCA B CPOK NPOBEAEHUS YKa3aHHbIX B 4acTM 1 HacToAwen
CTaTbW 3KCNEPTMS.

5. lOKyMeHTbI, NOCTYNMBLUME B SKCMEPTHOE yUYperKAeHUe ANA NPOBEAEHMA YKa3aHHbIX B YacTh 1
HacToAWEN CcTaTbM 3KCMEpPTU3, NOANENKAT BO3BPATY B YMNOJHOMOYEHHbIV deaepanbHbli  opraH
WCNOIHUTENbHOWM BNACTU O4HOBPEMEHHO C 3aK/OYEHUSAMM MO Pe3y/IbTaTam YKasaHHbIX IKCNepTUs.

Ctatbs 25. NoBTOpHOE NpoBeAEHME SKCMEPTU3bI IEKAPCTBEHHbIX CPEACTB
(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cayyaax He,CI,OCTaTO‘-IHOVI 060CHOBAHHOCTM UM HEMOJIHOTbI 3aKN0YEHMA KOMUCCUU 9KCNepTOos,
Haan4mAa B HEM NPOTUBOPEYUBbLIX AOaHHbIX, d)a/'IbCMd)MKaLI,MM BbIBOAOB 3KCNEPTU3bl NNEKAPCTBEHHOIO
cpeAactea, COKpPbITUA OT YNOZIHOMOYEHHOIo cbep,epaanoro OpraHa NCNONHUTENbHOW BIACTU OCHOBAHWUM
anAa 0TBOAa 3KCNepTa BCaeacTBne ero 3anHTepeCoBaHHOCTM B pe3y/ibTaTax COOTBeTCTByIOLLI,eVI
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3KCNepTm3bl, HAZIMYMA AAHHBIX O NPAMOM MO0 KOCBEHHOM BMELLIATENILCTBE B NMPOLECC COOTBETCTBYHOLLEN
3KCNepTM3bl INL, HE YHACTBYIOLWMX B €€ NPOBELAEHNN, HO OKa3aBLUMX BAMAHUE Ha NPOLECC U pe3y/bTaTbl
ee npoBeAeHua, YyNoJHOMOYEHHbIM defepanbHbiM OPraHOM WCMOJIHUTENbHOW BAACTU Ha3Ha4vaeTcA
NMOBTOPHAA 3KCNepTU3a IeKapCTBEHHOIO CPeACTBa U (MIM) STUYECKas IKcnepTum3a.

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

2. NoBTOpHasA 3KCNepTU3a JIeKapCTBEHHOrO CpeacTBa NMPOBOAUTCA C YY4E€TOM pPe3ynbTaToB paHee
NpPoBeLEHHON 3KCMEPTU3bl B CPOK, YCTAaHOB/IEHHbIA YMNOJHOMOYEHHbIM deaepanbHbiM OpPraHOM
WCNONIHUTENIbHOM B/IACTU U HE NPEBbLILAIOLWNN TPMALATM paboymx AHEN Co AHA NONYYEHUSA SKCNEePTHbLIM
yupexaeHnem 3afaHuna Ha NpoBeLeHMe NOBTOPHOM IKCNEPTU3bl NIEKAPCTBEHHOIO CPeACTBa.

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. ®uHaHcoBoe obecneyeHue BbINOSHEHMA 3343HUSA HA MPOBELEHME MOBTOPHOM 3KCMEPTU3bI
JIeKapCTBEHHOIO CPEACTBA HE OCYLLEeCTBAAETCA.

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

CraTbAa 26. YcKOpeHHasa npoueaypa sKCcnepTU3bl N1eKapCTBEHHbIX CPeacTB

1. YcKopeHHasa npoueaypa 3KCNepTM3bl NEeKapPCTBEHHbIX CPeACcTB B LENAX rocygapcTBEHHOWM
perucTpaummn NeKapCcTBEHHbIX MPenapaTtoB NPUMEHAETCA B OTHOWEHUW OpGdaAHHbIX IeKAPCTBEHHbIX
npenapaToB, NepBbIX TPEX JIEKAPCTBEHHbIX NPEenapaToB, pernctpupyembix B Poccuiickoit ®epepaunn B
KauyecTBe BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MPenapaToB, O4epesHOCTb KOTOPbIX onpegensaerca B
COOTBETCTBMM C HOMEPOM W [OATOW BXOAALUMX 3afBAEHUIA O TOCYSAPCTBEHHOW perncrpaumm
JIeKApCTBEHHbIX MPenapaToB B pPaMKax OAHOrN0 MeXAyHapOAHOro HenaTeHTOBAaHHOrO HauMeHOBaHWA
JIeKapCTBEHHOro MnpenapaTa WAW rPynnMpoOBOYHOrO HAaMMEHOBAHMWA JIEKAPCTBEHHOrO MpenapaTa, M
JIeKapCTBEHHbIX npenapaTos, npegHasHavyeHHbIX NCKNIOYNTENBHO ana npUMeHeHuA
HeCOBEepLUEHHOIETHUMU TpaXKaaHaMu.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 13.07.2015 N 241-93)

2. YcKopeHHas npoueaypa 3KCNepTUsbl JIEKAaPCTBEHHbIX CPeaCcTB B LENAX rocyfapCTBEHHOM
perncTpauum 1eKapcTBeHHbIX NPenapaToB He NPUMEHAETCA B OTHOLIEHUM:

1) 6uoaHanorosbix (6MonNoao06HbIX) NEKAaPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX NEKApPCTBEHHbIX MpenapaToB (3a WMCKAYeHUEM Op¢aHHbIX NEeKAPCTBEHHbIX
npenaparos);

3) BOCNpPOM3BEAEHHbIX JIEKAPCTBEHHbLIX MNPenapaToB (33 MCK/AOYEHMEM NEepBbIX  Tpex
perucTpmpyemsbix B Poccuiickoit deaepaLmm B Ka4eCTBE BOCNPOM3BELEHHbIX IEKAPCTBEHHbIX NPENapaTos
W JIeKapCTBEHHbIX  MNpenapatoB, MNpPeAHa3HaYeHHbIX  WUCKAYUTENbHO  ANA  NMPUMEHEeHUs
HECOBEpPLUEHHONETHUMM rpaxkaaHamm);

4) HOBbIX KOMBOUHALMIA 3apErNCTPUPOBAHHBIX PAHEE IEKAPCTBEHHbIX NPENAPATOB;

5) neKkapcTBeHHbIX NpenapaToB, 3aperncTPMPOBaHHbLIX PaHee, HO MPOU3BEAEHHbIX B APYrnx
NleKapcTBeHHbIX popmax B COOTBETCTBMM C NepeYHEM HAaUMEHOBAHUI NeKapPCTBEHHbIX GOPM M B HOBOWM
[031pOBKe.

(4acTb 2 B peq. denepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. YcKkopeHHaa npoueaypa 3KCMepTusbl JIEKAPCTBEHHbLIX CPeacTB MPOBOAMTCA MO PEeLIEHUIO
COOTBETCTBYIOLLENO YNOJHOMOYEHHOro defepasbHOro opraHa UCMONHUTENbHOM BAAaCTW HAa OCHOBAHWUU
3aAB/IeHMA 3aABUTENS B CPOK, HE NPEBbIWAOLNIN BOCbMUAECATU paboumx gHen. MNpun 3Tom 3KcnepTm3a
OOKYMEHTOB, COAEPKALLUXCA B PEMMCTPALMOHHOM A0CbE HA JIEKAPCTBEHHbIMA NpenapaTt, NPoBoAUTCA B
CPOK, He MpeBbllLAlOWMIA AecATU paboumx AHeW, 3KCnepTM3a KayecTBa JIEKAPCTBEHHOrO cpencTsa M
3KCnepTM3a OTHOLIEHMA OXKMAAEMOWN MOJb3bl K BO3MOXHOMY PWCKY MPUMEHEHUA JIeKapCTBEHHOrO
npenaparta NPOBOAATCA B CPOK, HE MPEBbIAOWMIA WecTuaecaTn pabounx aHei.

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

3.1. B oTHOWeHMM opdaHHbIX NEKAPCTBEHHbIX NPenapaToB MOryT 6bITb NPeACTaBAEHbl Pe3y/bTaTbl
OOKNMHUYECKUX UCCNef0BAaHNI NEKAPCTBEHHbIX CPEACTB U KNMHUYECKUX MCCNEA0BAHMIA IEKAPCTBEHHDbIX
npenapaToB A8 MeAMLMHCKOro NPMMEHEHUSA, BbINOMIHEHHbIX 3a Npeaenamm Poccuiickon ®epepauunm B
COOTBETCTBUM C MpaBUIAMM HagNeXKalen nabopaToOpHOM NPAKTUKM WM NpaBUAaMK  Hagjexalen
KAMHWYECKOMN NPaKTUKW.

(4acTb 3.1 BBeaeHa ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)
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4. YCKOpeHHaAa npoueaypa 3KCNepTU3bl JIEKAPCTBEHHbIX CPeacTB MPOBOAUTCA B MNOPAAKE,
YyCTaHOBNAEHHOM cTaTbAMM 17 - 20, 23 n 24 Hactoawero PenepasibHOro 3aKOHa, U He 03HAYAET CHUXKEHMUA
TpeboBaHMin K 6e3onacHOCTH, KavyecTBy U 3PpPEKTUBHOCTU IEKAPCTBEHHbIX NPenapaTos.

CrtaTtbs 27. PewleHune o rocygapCcTBEHHON perncTpaLmmn ekapcTBEHHOro npenapara

1. B cpok, He npeBbiWwatowmi gecatn pabounx gHel co AHA NOAYYEHUA 3aKAOYEHUIA KOMUCCUMU
3KCNepToB NO pe3y/ibTaTaM 3KCNepPTM3bl KAYECTBa JIEKAPCTBEHHOTO CPEACTBA M SKCNEePTMU3bl OTHOLLIEHUA
0XXMAAEMOI NOb3bl K BOSMOXKHOMY PUCKY NPUMEHEHWS IEKapCTBEHHOIO NpenapaTa, COOTBETCTBYOLW MM
YNONHOMOYEHHbIN deaepanbHbliA OpraH UCMNOJIHUTE/IbHOM BNACTU:

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) pasmeluaeT Ha cBoem opuULMaNbHOM caTe B ceTu "UHTepHeT" COOTBETCTBYIOLME 3aKNHOYEHUS
KOMMUCCUM 3KCMEPTOB M OCYLLECTBAAET WX OLEHKY A1 OonpefeneHua COOTBETCTBMA 3a4aHUI0 Ha
NnpoBeLEeHNE 3TUX IKCNEPTU3;

(n. 1 B pea. epepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2) NpUHUMaET pelleHne O rocyLapCTBEHHON perncrtpaumm NekapcTBEHHOro npenaparta wan ob
OTKa3e B rocy4apCTBEHHOW perncrpaumm nekapcTBEHHOro NpenapaTa;

3) BHOCWT NpY NPUHATUW PELLEeHUsA O TOCYAaPCTBEHHOW perncTpaumm ekapcTBeHHOro npenaparta
AaHHble O 3aperncTpupoBaHHOM JIEKAPCTBEHHOM npenapaTte, B TOM uyucne o dapmaleBTUYECKOMU
cybCTaHUMM, BXOAALWLEM B COCTaB JIEKApPCTBEHHOrO MpenapaTta, B FOCYAApPCTBEHHbIA  peecTp
NIeKapCTBEHHbIX CPEeACTB WM BblAAeT 3aABMTEN0 PEerncTpaLMoHHOE YAOCTOBEPEHWE JIeKAapPCTBEHHOMO
npenapata, <¢opma KOTOPOro  YTBEPXKAAETCA  YMNOJHOMOYEHHbIM  deaepasibHbiIM  OpPraHOM
WCNONHUTENbHOW BAIAaCTU, COTNAacoBaHHbIE HOPMATUBHYIO AOKYMEHTALMIO, HOPMATUBHbLIA [OKYMEHT,
WMHCTPYKLMIO NO NPUMEHEHUIO IEKAPCTBEHHOIO NpenapaTta U MaKeTbl NepPBUYHOM YNAKOBKN U BTOPUYHOM
(noTpebuTenbckoi) ynakoBKM C YKa3aHMEM Ha HUX HOMEpA PerncTpaLMoHHOro YAOCTOBEPEHUSA
NleKapCTBEHHOro NpenapaTta v AaTbl ero rocyAapCcTBEHHON PErUCTPaALMM UK B CIyYae NPUHATUA pPeLleHuns
06 OTKa3e B rocyapCTBEHHOW PerucTpaummn NeKapCcTBEHHOrO NpenapaTta yBeaomaseT B NMUCbMEHHOM
dopme 3asBuTENA 06 3TOM C yKa3aHMEM MPUYMH TAKOrO OTKAsa. 3a Bblgayvyy PErncTpaLMOHHOro
YyA0CTOBEPEHMA NIEKAPCTBEHHOrO MpenapaTta B3MMAETCA roCyAapcTBEHHAA MOLWANHA B COOTBETCTBUM C
3aKoHogzaTenbcTBOM Poccuiickoin ®epepaunm o Hanorax u cbopax.

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. OcHOBaHMEM /1 0TKa3a B rocy4apCTBEHHOM PerncTpaLmm N1ekapcTBEHHOrO NpenapaTta ABAAeTCA
pelleHMe COOTBETCTBYIOLWENO YNOJHOMOYEHHOTO defepasbHOro opraHa UCMOAHUTEIbHOM BAACTM O TOM,
YTO KayecTBO U (MKn) 3dPEKTUBHOCTb PETUCTPUPYEMOTO IEKAPCTBEHHOIO NpenapaTta He NoATBEPXKAEHDI
NoslydeHHbIMW LAHHBIMW MAW YTO PUCK MPUUYMHEHMA Bpena 340POBbI YENOBEKA WAN KMBOTHOFO
BC/eACTBME NPUEMA IEKAPCTBEHHOIO NpenapaTa npesblwaeT 3GPEeKTUBHOCTb €ro NPUMEHEHWA.

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3. MoBTOpHOE npeacTaB/eHMe B COOTBETCTBYHOLWMIA YNONHOMOYEHHbIN eaepasnbHbli OpraH
WUCMONHUTENbHOW BACTM NEKAapPCTBEHHOro npenapata, B OTHOWEHWMM KOTOPOro MOJlyYyeH OTKa3 B
rocyapCTBEHHOM PErucTpaumMm n KOTopblit BNOCAEACTBMM NOABEPICA USMEHEHUIO B YAaCTW ero cocTaBa,
paccmMaTpMBaAETCA Kak NpeacTaBAeHWe HOBOFO JIEKAPCTBEHHOrO Npenapata Ha ero rocyAapcTBEHHYHO
pPerucTpaumio He3aBUCMMO OT COXPAHEHUSA ero NepBMYHOro HaMMeHOBaHMUS.

(4acTb 3 B peq. denepanbHoro 3akoHa ot 22.12.2014 N 429-93)

CraTtba 27.1. MopAadoKk onpeneneHNA B3aMMO3aMeEHAEMOCTM NEeKaPCTBEHHbIX MpenapaTtos AnA
MmegununHCKOro npumeHeHunA

(eBepeHa depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

1. B3aMMO3aMeHAeMOCTb JIeKapCTBEHHbIX MpenapaToB Aaa MeAMUMHCKOTO MNpPUMEHEHMUA
onpeaenseTca B Nopsgke, yctaHoBaeHHOM [MpasutenbctBom Poccuiickon ®egepalmn, Ha OCHOBaHWUM
cneayroLmMx NnapameTpoB:

1) 3KkBMBaneHTHocTb (Ana 6uoaHanorosbix (6MONOAO6HBLIX) J/IeKAPCTBEHHbLIX MpenapaTos
(6roaHanoros) - CONOCTaBMMOCTb) KAYeCTBEHHbIX U KOZIMUYECTBEHHbIX XapaKTepPUCTUK papMaLLeBTUYECKNX
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cybCcTaHUMn (MCNOIb30BaHWE Pa3/IMYHbIX COMel, 3PUPOB, KOMMIEKCOB, M3OMEPOB, KPUCTA//IMUYECKUX
bopmM U ApYrux NPoOmn3BOAHbLIX OGHOIO U TOTO ¥Ke AEMCTBYIOLLEro BELeCcTBa He ABASeTCA NpenaTcTBUem
ONA  B3aMMO3aMEHAEMOCTM JIEKapCTBEHHbIX MpenapaToB, €CAu Mpu NPoBeAeHUN UCCNenoBaHMUA
61O3KBMBAIEHTHOCTU JIEKAPCTBEHHOIO MpenapaTta WauM B Clyvyae HEBO3MOMKHOCTM MPOBEAEHMUSA 3TOro
nUccneaoBaHUs Npu NpoBeAeHUU UCCNefoBaHUA TepPaneBTUYECKOW SKBUBANIEHTHOCTU N€KAapPCTBEHHOrO
npenapata [0Ka3aHO OTCYTCTBUE KAMHWUYECKU 3HAYMMBbIX PasMuMii  GapMaKOKUHETUKU U (Man)
6e3onacHoCTM 1 3¢ HEKTUBHOCTM IEKaPCTBEHHOIO NpenapaTa A1 MeaULMHCKOro NPUMeEHeHMUS);

2) 9KBMBA/IEHTHOCTb SIeKaPCTBEHHOW GOpMbI (Nog, 3KBMBANEHTHBIMWU IEKAPCTBEHHbIMU pOpMamMm
NMOHMUMALIOTCA pa3Hble JIeKapCTBEHHblE GOpPMbI, MMEloLMEe OAMHAKOBbIE CNOCOO BBeAeHWs U cnocob
npumeHeHuns, obnagalowme COMNOCTaBUMbIMU  GAPMAKOKUMHETUYECKMMM  XapaKTepUCTUKaMU U
$apmMaKo/IOrMYeCckUM AencTBMEM 1 obecnevymBatolme TakKe A0CTUKEHNE HeE0BX0AMMOTo KIMHUYECKOro
addeKkTa. Pasnnuma nekapctBeHHbIX GOPM He ABAAIOTCA NPenATCTBMEM A/ UX B3aMMO3aMEHAEMOCTH,
€Cc/1 Npu NPoBeAeHNN UCcCNeaoBaHMA BMO3KBUBANIEHTHOCTM NIEKAPCTBEHHOrO Npenaparta Uan B c/yyae
HEBO3MOYHOCTU NPOBEAEHMA 3TOr0 UCC/eA0BaHUA NPU NPOBEeAEHUM UCCeA0BaHNA TepaneBTUYECKOoM
9KBMBAJIEHTHOCTM JIEKAPCTBEHHOrO NpenapaTta A40Ka3aHO OTCYTCTBUE KAMHUYECKN 3HAYMMbIX Pa3inyunii
bapMaKoKMHETUKM U (uamn) 6esonacHoCTM U 3PPEKTUBHOCTM JIeKAPCTBEHHOrO npenapaTta  Ans
MeANLMHCKOro NPUMEHeHNA);

3) 3KBMBA/NIEHTHOCTb MM COMOCTAaBMMOCTb COCTaBa BCMOMOraTe/IbHbIX BELLECTB /IEKAPCTBEHHOMO
npenapata Aaa MeAMUMHCKOrO MpUMEHeHMs (pas/inuMsa  CcOoCTaBa BCMOMOraTesibHbIX BELLeCTB
JIeKapCTBEHHOrO Mpenaparta Aaa MeUUMHCKOTO MPUMEHEHUA He ABAAITCA MpensaTcTBUEM ANA WX
B3aMMO3aMeHAEeMOCTHN, eCIN NpU NPOBEAEHUU UCCNef0BaHWUA OMO3KBMBANIEHTHOCTU NEKAPCTBEHHOMO
npenapata gasa MeAMLMHCKOrO NPUMEHEHUS MAM B CAy4ae HEBO3MOMKHOCTU MNPOBEAEHWA 3TOro
nccaep0BaHMna Npu NPOBEAEHUU UCCeA0BaHUA TepaneBTUYECKON 3KBMBAJIEHTHOCTU JIEKAPCTBEHHOTO
npenapata Ans MeAUUMHCKOTO NMPUMEHEHMA LOKa3aHO OTCYTCTBME K/AMHUYECKWM 3HAUMMbIX Pasivuunii
bapMaKoKMHEeTUKM u (nan) 6esonacHoctM U 3bPEKTUBHOCTU NIEKAPCTBEHHOrO npenapaTta  Aas
MeAMLMHCKOro nNpumeHeHus. Mpu 3TOM pPasanuMsa COCTaBa BCMOMOraTe/IbHbIX BELECTB He AOJKHbI
NPUBOANTL K PUCKY BO3HUKHOBEHMA CEPbE3HbIX HEXKENAaTe/IbHbIX PEAKLLMIA Y OTAE/IbHbIX FPYnn NauneHToB
WY NOBbILEHWA YacTOTbl UX BO3HUKHOBEHMA);

4) naeHTUYHOCTb cnocoba BBeAEeHUA U NPUMEHEHWS;

5) OTCyTCTBME  KAMHWMYECKM  3HAUYMMbIX  PasiMuMii  NpU  NPOBEAEHWU  UCCNeLOBaHUA
H6M03KBMBANEHTHOCTM /IEKAPCTBEHHOrO Mpenapata MAM B C/ly4ae HEeBO3MOMKHOCTU MPOBEAEHMS 3TOrO
NUCCNef0BaHNA  OTCYTCTBME  K/AMHMYECKM 3HAUYMMbIX Pas3iMuMii MoKasaTenelt 6e30nacHOCTM U
3QPEKTUBHOCTM NIEKAapCTBEHHOrO nNpenapaTa npyv MNPOBEAEHUN WCCNeAoBaHMA TepaneBTUYECKOoM
9KBMBA/NIEHTHOCTU. [laHHbI MapameTp He TMPUMEHAEeTCA B OTHOWEHMM BOCMPOU3BELEHHbIX
NNeKapCTBEHHbIX MPenapaToB, YKasaHHbIX B YacTn 10 ctatby 18 HacToawero dPeaepanbHoro 3akoHa. B
OTHOLWeEHMN broaHanoroBblx (6MonogobHbIX) NEeKapCTBEHHbIX NpenapatoB (buoaHanoros) AaHHble 06
OTCYTCTBMM KAMHMYECKM 3HAUYMMbIX pasanyunii 6esonacHoctn, 3GGEKTUBHOCTM M MMMYHOTEHHOCTU
NeKapCTBEHHOrO  npenapata No  pe3y/nbTaTam  MNPOBEAEHUA  KAMHUYECKUMX  MUCCNedoBaHUM
NpeAoCcTaBAAIOTCA B NOPALKE, YCTAaHOBEHHOM HACTOALLEN YacTbio;

6) COOTBETCTBME MNPOM3BOAMTENA JIEKAPCTBEHHOIO cpeacTBa TpeboBaHMAM HaasexKalen
NPOM3BOACTBEHHOW NPAKTUKMN.

2. CpaBHeHME MapaMeTpoB PErncTPUpPyeMbIX NEKAPCTBEHHbLIX MPEnapaToB ANA MeAMUMHCKOro
NPUMEHEHUA OCYLLECTBNAETCA KOMMCCMEN 3SKCMEPTOB 3KCMEPTHOrO Y4YperKAEHMSA NP NpPoBeAeHUU
3KCMepTU3bl TaKMX IEKAPCTBEHHbIX MPENapaToB B NPOLLECCE UX rOCYAapCTBEHHOM perncTpaumn. Boisogbl
3KCMEepTOB O B3aMMO3aMEHAEMOCTM WM HEB3aMMO3aMEHAEMOCTU NEKAPCTBEHHbIX Mpenapatos AnA
MeAMLMHCKOrO MPUMEHEHWA, CAeNaHHble B pesy/bTaTe 3TOr0 CpaBHeHMA, opOpPMAAIOTCA B BUAE
NPUNOMKEHWNA K 3aKNIOYEHUIO IKCNEPTOB NO OpMe, YTBEPKAEHHON YNOAHOMOYEHHbIM deaepanbHbIM
OpraHOM MUCMOHUTE/IbHOM BAACTH.

3. ToNoXKeHMA HacToAleN CTaTbM He PacMpoCTPaHATCA Ha pedepeHTHble /IeKapCTBEHHbIE
npenapaTbl, 1eKapCTBEHHbIE PAaCcTMTEbHbIE MPenapaThbl, roMmeonaTUYecKue ekapcTBeHHbIe NpenapaThbl 1
NeKapCTBeHHble MpenapaTtbl, KOTOpble paspelleHbl 414 MeAULMHCKOro npumeHeHua B Poccuiickoi
depepaumm 6onee ABaALATU NET U B OTHOLIEHMUM KOTOPbIX HEBO3MOXKHO MPOBEAEHME UCCNeA0BaHUA UX
6103KBMBANEHTHOCTHU.



Cratba 28. PerncrpaunoHHoe ya0CcToBEpPEHME NeKapCTBEHHOIO npenapaTa

1. PerncrpayMoHHoOe yAOCTOBEPEHUE IEKAPCTBEHHOMO NpenapaTta C yKa3aHWeM JIeKapCTBEHHbIX
dopm M [03MPOBOK BblgaeTcas 6HECCPOYHO, 33 MCKAOYEHMEM PErMCTPaLMOHHOIO YA0CTOBEPEHUA
JIeKapCTBEHHOTO NpenapaTa, Bbl4aBaeMoro Co CPOKOM AENCTBMA NATb JIET, HAa BNEPBbIE PETUCTPUPYEMbBIE
B Poccuitckoit ®epepaummn nekapcTBeHHble NpenapaTol.

2. To wncTeYyeHUM YKa3aHHOro B 4acTM 1 HacToAwen CTaTbM CpOKa BblaaeTcA bHeccpoyHoe
PErncTpaumMoHHOE YAOCTOBEPEHME NEKAPCTBEHHOrO npenapata Mnpu YyCaoBUWU MNOATBEPNKAEHUA €ro
rocyf,apCcTBEHHOM perncTpaLmm.

3. B cnyyae BHeceHusa B cooTBeTCTBUM €O cTaTbsiMin 30 n 31 HactoAawero PenepanbHOro 3akKoHa
M3MEHEHWN B copep)Kalpmeca B PEerMcTpalMoOHHOM [0Cbe HA 3apernmcTpuMpOBaAHHbIN NEKAPCTBEHHbIM
npenapaTt AOKYMEHTbI, 3aTparMBaloWwmnx CBeAEHMUA, OTPaKeHHble B PErnmcTPaLMoHHOM YA0CTOBEPEHUN
JleKapCTBEHHOro npenapara, yNo/JHOMOYEeHHbI deaepanbHbliA OpraH UCNONHUTENIbHOW BAACTU BblAaeT
HOBOE PervcTpaLMoHHOe y40CTOBEPEHNE IEKAPCTBEHHOMO NpenapaTa, CoaepKallee BHECEHHbIE B HEMO
N3MEHEeHMUs.

(4acTb 3 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

4. B cnyyae yTpaTbl WAW MOBPENKAEHUA PErncTPaumoOHHOrO YAOCTOBEPEHUA NEKAPCTBEHHOro
npenapata no 3afB/JEHUIO B MWUCbMEHHOM dopme aepxkaTens uan Bnafjenbla perncTpalmoHHOro
YyA0CTOBEPEHMA IEKAPCTBEHHOMO NpenapaTta uam yrnoJHOMOYEHHOrO MU APYroro PULUYECKoro Amua o
Bblgaye Ayb6/iMKaTa permcTpaLMoHHOro yAOCTOBEPEHMA SIEKAPCTBEHHOMO NpenapaTa ynoJHOMOYEHHbIN
denepanbHbIit OpraH UCNONHUTENIbHOW BNACTU B CPOK, HE NPEBbILLALNN AecaTh paboymnx AHelN co AHA
NnocTynaeHna 3asBfeHuA, BblaaeT Ay6AMKaT PerucTpaLnMoHHOro YAOCTOBEPEHWUA JIeKAapCTBEHHOIO
npenapaTta. 3a Bblgadyy AybsivMKaTa perucTpauyoHHOrO YyA0CTOBEPEHWMA /IEKAPCTBEHHONO npenapaTa
B3MMAETCA rocyapCTBEHHaA NOLW/INMHA B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuiickol ®epepaumm o
Hanorax u cbopax.

(4acTb 4 BBegeHa PegepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

CtaTba 29. NoAaTBepKAeHMe rocyaapCcTBEeHHOM perucTpaumnmn nekapcTBeHHoro npenapaTta
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. MoaTteepXKAaeHMe rocyAapcTBEHHON perncTpaumm NekapcTBEHHOro npenaparta ocyLecTBAAeTcs
npu Bblgaye H6eCCPOYHOro PErvcTPaLMoOHHOrO YA0CTOBEPEHMSA NEKAPCTBEHHOrO MnpenapaTa B CAyyae,
YKa3saHHOM B 4yacTu 2 cTaTbu 28 HacTtosAwero ®esepasbHOro 3akoHa, B CPOK, He MPEeBbIAtOLWMIA
WwecTuaecaTM pabounx gHen co AHA NONYYEHUs COOTBETCTBYHOLWMM YMNOJHOMOYEHHbIM deaepasnbHbiM
OpPraHOM MCMNOAHWUTENbHOM BNACTM 3aAB/NEHUA O NOATBEPNKAEHMM TOCYAAPCTBEHHOM perucTpaumu
NeKapcTBEHHOro npenapata. He ocywecTBaseTca NoATBEPMKAEHWE rOCY[apCTBEHHONM perncTpaumu B
OTHOLLEHMM NIEKaPCTBEHHOro Npenapara, He HaxoauBLueroca B obpaleHumn B Poccuiickoin deaepaumu B
TeyeHWe Tpex u Hosiee feT, a TaKkKe B OTHOWEHUW NEeKapCTBEHHOIO CPeACTBa, MPOU3BEAEHHOro C
HapylweHnem TpeboBaHMsA, YyCTaHOB/IEHHOTO YacTblo 3.7 cTaTbyM 71 HacToAwero ®esepanbHOro 3aKoHa.

2. 3anABneHMe O MNOATBEPXAEHWUU TOCYyAaAPCTBEHHOW PErMcTpauuu JeKapcTBEHHOro npenaparta
NnpeAaCTaBAAETCa B COOTBETCTBYIOLWMI YNOJMHOMOUYEHHbIN deaepanbHblii opraH UCNONHUTENbHOW BAACTU
He paHee 4YemM 3a CTO BOCEMbAECAT AHEW A0 MCTEYEHMS CPOKa AEWCTBUA PErnmcTpalmMoHHOro
YAOCTOBEPEHMSA IeKapCcTBEHHOro Npenapara.

3. MNoaTBepKAeHWe rocyAapcTBEHHOM PerncTpaumm NeKapcTBeHHOro npenapaTa ocyLWwecTBAseTcA
no pesy/nbTaTamM 3KCMEPTU3bl OTHOLIEHWUA OXWOAEMOW MNOJb3bl K BO3MOMKHOMY PUCKY NPUMEHEHMUA
NeKapCTBEHHOro npenapaTta Ha OCHOBAHWW Pe3yNbTaTOB MOHUTOPUHTIA 3PPEKTUBHOCTM M Be30MacHOCTU
NeKapCTBEHHOrO npenapaTta, MPOBOAMMOrO AepKaTenem WAM  BAAAENbLEM PErncTpaLMoHHOro
YAOCTOBEPEHUA NEeKapCTBEHHOrO npenapata M60 YNOAHOMOYEHHbLIM UMW OPUANYECKMM SIMLOM, a
TaKXe COOTBETCTBYIOLIMM YNOSHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMNOIHUTENbHOW BAacT B
cooTBeTCcTBUM € TpeboBaHUAMM CTaTbh 64 HacToAwero PeaepanbHOro 3akoHa.

4. K 3aaBNeHMI0 0 NOATBEPNKAEHUN rOCYAapPCTBEHHOM perncTpaumm NeKapcTBeHHOro npenapara
npunaraloTcad AOKYMEHTbI, COAep)Kalime pesynbTaTbl MOHUTOPMHra 3pdEeKTMBHOCTM M He3onacHOCTM
NeKapCTBEHHOro npenapaTta, MPOBOAMMOrO AepaTenem WAM  BAaAEeNbLEM PEerncTpaumMoHHOro
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YAO0CTOBEPEHMA JIEKAPCTBEHHOrO npenapata AMbo YyNnoNHOMOYEHHbIM UMUK IOPUANYECKMM JINLLOM, MO
dopme, yTBEPKAEHHOM COOTBETCTBYOLLMM YNOJIHOMOYEHHbIM peaepasibHbIM OpraHOM UCMOIHUTE/IbHOM
B/IaCTU; KOMWA JIMLUEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB WM KOMWUA 3aK/aloYeHua o
COOTBETCTBMMU MPOU3BOAUTENA NIEKAPCTBEHHbIX cpeacTB TpeboBaHMAM NpaBuA  Haa/erkallemn
NpOM3BOACTBEHHOM NPAKTUKMN, BblAaHHbIE YNIOIHOMOYEHHbIM desepasibHbIM OPraHOM UCNOHUTE/IbHOM
B/lIACTW, B C/lydae, ec/lM MPOM3BOACTBO JIEKAPCTBEHHOrO MpenapaTta ocyuwecTsaseTca B Poccuiickom
depepauumn, 1M60 KonuA BbIAAHHOW YNOJHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOANTENA JINLLEH3UN Ha
NPOW3BOACTBO JIEKAPCTBEHHOrO MpenapaTa M ee nNepeBof Ha pPYCCKUN A3blK, 3aBEPeHHble B
YCTaHOBAEHHOM NOPSALKE, M KONWUA 3aKNHOYEHNS O COOTBETCTBMM NPOU3BOLAUTENS NEKAPCTBEHHbIX CPEACTB
TpeboBaHMAM MpPaBUA HaA/AeXKalein MNPon3BOACTBEHHOM MPAKTUKM, BbIAAHHOTO YMNOJHOMOYEHHbIM
depepanbHbIM OpPraHOM WCMOJHUTENbHOW BAACTU, B C/ly4ae, eCin MPOU3BOACTBO JIEKAPCTBEHHOIO
npenaparta ocyuiecTsaseTca 3a npegenamu Poccuinckoit ®epepaumn. B OTHOWEHUN NEKAPCTBEHHbIX
npenapaTos A1 BETEPUHAPHOIo NPUMEHEHMA A0MNOIHUTENbHO NPeACTaBAAIOTCA AOKYMEHTbI, YKa3aHHble
B nognyHkrax "a", "6", "k", "n" nyHkta 4 yactn 3 ctatbm 17 HacToAwero PepepanbHOro 3akoHa. B
OTHOLIEHMMN ONONOTMYECKUX JIEKAPCTBEHHbIX NpPEernapaToB 3asBUTE/Nb AOMOJHUTENbHO MNpeacTaBaseT
pesynbTaTbl OCYLWECTBJAEHUS MEPONPUATUM B COOTBETCTBUM C MNAHOM YNPABAEHMA pPUCKaMM,
YTBEPKAEHHBIM  YNOAHOMOYEHHbIM  defepasibHbIM  OPraHOM  UCMOJHUTENbHOMW  BAAcTM  Npu
OCYLLECTBNEHUM TOCYLaAPCTBEHHOW pPEerucTpauMmM eKkapcTBeHHoro npenapata. C  3asBieHMem o
noATBEPKAEHMM TOCYAAPCTBEHHOM PErnCcTpaLUKN IeKapCTBEHHOroO NpenapaTa 3asaBuTeNb NpeacTaBaseT
KOMUIO AOKYMEHTa, NOATBEPXKAAOWEro ynaaTy rocygapcTBEHHOW MNOLWAMHbI 33 MNoaTBepXKAeHue
rocyA,apcTBEHHOM perucTpaLmm nekapcTBeHHOro npenapaTta, 1Mbo BnpaBe NpeacTaBUTb MO COOCTBEHHOM
MHUUMATUBE  YKasaHHbIA OOKYMeHT. B cnyyae HenpeacTaB/ieHMA  YKa3aHHOMo  AOKYMEHTa
YNO/IHOMOYEHHbIN  deaepanbHblii  OpraH  WUCMOJHUTENbHOM BAacTM  npoBepseT aKT  ynnatbl
rocy4apcTBEHHOM MOLW/IMHBbI 3asBUMTE/IeM MOCPeACcTBOM WCMO/b30BaHMA WHbopmauum o6 ynnate
rocy4apcTBEHHOM MOWMHBI, cogepKawenca B [ocyaapCTBeHHOM WHPOPMALMOHHOM cuUcTemMe O
rocyapcTBEHHbIX M MYHUUMNA/bHBIX NAaTeXKax, Ha OCHOBAaHMM NpeacTaBAeHHOW 3asBUTENEM KOMUK
OOKYMEHTa, MoATBEPKAAOLWEro ynaaTy rocyAapcTBeHHOM NOLWANHBI.

5. B TeueHne pecatn paboumx AHeW €O AHA NPUHATUA 3aABIEHMA O MOATBEPKAEHUU
rocyapcTBEHHOM perucTpaumm eKapCTBEHHOro npenapata M AOKYMEHTOB, COAEPMKALLMX Pe3ybTaThbl
MOHUTOPUHIA 3G PEKTUBHOCTM M HE30MACHOCTM NEKAPCTBEHHOrO NpenapaTa, NPOBOAMMOrO AeprKaTenem
WA BNagenbuem  perucrpauMoHHOro  YAOCTOBEPEHWUS  /IEKApPCTBEHHOro  npenapata aubo
YNOJIHOMOYEHHbIM UMM IOPUANYECKUM INLLOM, YNOJIHOMOYEHHbIV deaepanbHbiit opraH UCNOHUTEIbHOM
B/1ACTU:

1) npoBoAMT NpPOBEPKY MONHOTbI CBEAEHWI, COAEPIKALLMXCA B MNPeACTaB/NEHHbIX 3aABUTE/IEM
OOKYMEHTaXx;

2) NpUHUMAET pelleHne 0 NPoBeAeHMM UM 06 OTKase B NPOBEAEHUU IKCNEepTMU3bl OTHOLIEHUA
0XMAAEMOM NO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHMUA NIEKApPCTBEHHOMO npenapaTta Ha OCHOBaHWUM
pes3ynbTaToB MOHUTOPUHIra 3G GEKTUBHOCTM M 6€30MacHOCTM IeKapCTBEHHOTO NpenapaTa, NPoBOANMOro
AeprKaTeneM WA BnafenbleM PerncTpaumoHHOro yaoCTOBEPEHUSA /IeKapCcTBEHHOro npenaparta avbo
YNOJIHOMOYEHHbIM UMM IOPUANYECKUM IULLOM, a TaKKe peaepasbHbIM OpraHoM UCMONHUTENBbHOM BNacTh
B COOTBETCTBUU C TpeboBaHMAMM cTaTbM 64 HacTosAwero desepanbHOro 3aKoHa;

3) yBegomnaeTr B 3/1EKTPOHHOM ¢dopme MAM NUcbMeHHOW dopme 3aaBUTENA WU 3KCNepTHoe
yupexxgeHue o NPUHATOM peweHnn nubo B cayyae NpUHATUS pelleHns o6 OTKase B NPOBeAEHWUU
3KCNepTm3bl YKasbiBaeT NPUYMHbBI TAKOro OTKasa.

6. B cnyyae BbiABNEHMA HEAOCTOBEPHOCTM U (MNK) HEAOCTAaTOYHOCTM MHPOPMALIMK, coaepKaLlencs
B NPe/CTaB/IEHHbIX 3aABUTENEM AOKYMEHTaX, YNONHOMOYEHHbIN GpeaepasnbHblii OpraH UCNOAHUTEIbHOM
B/laCTM HanpasAsieT 3asBMTEN0 3anpoc 06 yTOYHEeHUW YyKasaHHOM WHpopmaumn. 3anpoc
YNO/IHOMOYEHHOro ¢deaepanbHOro oOpraHa WCNONHUTENbHOM BAacTM  MOMeT ObiTb  NepedaH
YNO/IHOMOYEHHOMY NpeacTaBUTENO 3aAaBUTENA JIMYHO MOoJ PACMUCKY, HanpasaeH No MoyTe 3aKasHbiM
NUCbMOM WM NepeiaH B 3/IEKTPOHHOW dopme Mo TeNIeKOMMYHUKALMOHHbIM KaHanam cessun. B cayyae
HanpaB/ieHMA 3anpoca ynoJIHOMOYeHHOro ¢eaepanbHOro opraHa MCMNO/HUTENbHOM BAacTM MO noyte
3aKa3HbIM MUCbMOM OH CUYMTaEeTCA MOJIYYEHHbIM MO UCTEYEHUWU LEeCTM AHel c AaTbl HanpaeieHus
3aKa3HOro nNMcbma.

7. 3anButenp 06A3aH NpeacTaBUTb OTBET Ha 3anpoc ynoJaHoMo4YeHHoro defepanbHOro opraHa
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MCMOJIHUTE/IbHOW BNACTM B CPOK, He MpeBbllalowWnii AeBAHOCTa paboumx AHel co AHA ero nojyYyeHus.
CpOK, yKa3aHHbIM B 4acTM 5 HacToALLel CTaTbu, MPUOCTAHABAMBAETCA CO AHA HANPaB/iEeHMA 3aABUTENIO
3anpoca ynoaHOMOYEHHOro ¢denepasibHOro OpraHa MCMOMHUTENbHOW BAACTU A0 AHA MOAYYEHMA UM
COOTBETCTBYIOLLEFO OTBETA U HE YYUTBLIBAETCA MPU UCUNCAEHNN CPOKA NOATBEPKAEHMA FOCYAaPCTBEHHOM
perncTpauum 1ekapcTBeHHOro npenapara.

8. OcHOBaHMEM [A/1A OTKasa B MPOBEAEHMM IKCNEPTM3bl OTHOLIEHMA OXWOAEMOM MOAb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS SIeKapCTBEHHOro nNpenapaTta ABAAeTCA NpeacTaBieHne LOKYMEHTOB,
copeprKalmx pesynbTaTbl MOHUTOPUHTA 3PEKTUBHOCTM M HE30MaCHOCTM IEKAPCTBEHHOIO Npenapara, U
(vnn) B OTHOWEHMM BUONOTMYECKMX NIEKAPCTBEHHbIX MNPEenapaTtoB pPe3y/abTaToB OCYLLECTB/EHUS
MEpPONPUATUIA B COOTBETCTBUM C MJAHOM YNPABAEHUA PUCKAMMW, YTBEPHKAEHHbLIM YNOAHOMOYEHHbIM
desepanbHbIM OPraHOM MCMNONHUTENbHOM BIACTU NMPU OCYLLECTBEHMUM FOCYLAAPCTBEHHOM pPerncTpaumnm
JIeKapCcTBEHHOrO NpenapaTa, B Heno/sHOM obbeme, oTcyTcTBME MHPOPMaLMK, NoaTBep:KAatowen dakT
ynaaTbl roCyAapCTBEHHOM NOLW/IMHbI 33 NOATBEPKAEHWUE FOCYAAPCTBEHHOM PErMcTpaLmMm IEKAapPCTBEHHOTO
npenapara, IMb0o HenpeacTaBAeHWE 3aABUTEIEM B YCTaHOBEHHbIN CPOK OTBETA HA YKa3aHHbIN B Y4acTh 6
HACTOALLEN CTATbM 3aNPOC YNOJIHOMOYEHHOTO dpenepasibHOro opraHa UCNONHUTENIbHOM BAACTH, @ TaKKe
OTCYTCTBME B YKA3aHHbIX LOKYMEHTax MHPopMaL MM, KoTopasa A0/KHa ObITb B HUX OTpaKeHa.

9. 3KcCnepTM3a OTHOLIEHWA OXWOAEeMOW MOJb3bl K BO3MOXHOMY PWUCKY MpPUMEHeHUA
JleKapCTBEHHOro NpenapaTta B LenAax NOATBEPKAEHUA rocyaapCTBEHHON PerncTpaumm neKapcTBEHHOro
npenapata NPoOBOAMUTCA KOMMCCUEN IKCMEPTOB IKCMEPTHOIO YYpPEXAEHUA B CPOK, HE NMpPEeBbIWAOLWNIA
COpOKa pabounx aHen.

10. B cnyyae HepoCTaTOMHOCTM NpPeACTaB/IeHHbIX SKCMEpPTy MaTepuanoB ANA LAyM 3aKIYeHUus
3KCNepT 06paLLaeTCA K PYKOBOAUTE/IO SKCNEPTHOMO YUYpEKAEHUA O NPeAOoCTaBeHNN eMy HEODXOANMbIX
maTepuanos. PykoBoguTenb 3KCNepTHOro yvpexaeHua obpallaeTca ¢ COOTBETCTBYHOLLMM 3anpoCcoM B
YNONHOMOYEHHbIN denepanbHbli OPraH UCMONHUTENbHOM BAACTK, BblAABLUMA 3aaHUE Ha NpoBeaeHue
3KCNEepPTU3bl OTHOLIEHMA OXMAAEMOM NO/b3bl K BO3MOXKHOMY PWUCKY MPUMEHEHWUA NIEeKAPCTBEHHOTO
npenapaTta Ha OCHOBAHWW [OKYMEHTA, COAEP’KALLero pesynbTaTbl MOHUTOPUHra 3GPEKTUBHOCTU U
6€e30nNacHOCTM IeKapCTBEHHOrO NpenapaTa. B TeueHne natTi paboumnx AHel co gHA NOCTyNAeHMA 3anpoca
PYKOBOAUTENA IKCMEPTHOrO YUYPEXKAEHUA YKasaHHbIA denepanbHblit OpraH UCNOAHUTENbHOM BAACTM
HanpaB/AEeT 3aABUTE/NIO0 3aNpPoCc O NPeACTaBAEHUN HEOBXOAUMbIX MaTepuanos, KOTOPbIN MOXKeT ObiTb
nepegaH ynoJIHOMOYEHHOMY MpPeACTaBUTENIO 3aABUTENA SIMYHO NOJ PACMMUCKY, HanpaB/ieH Mo noyte
3aKasHbIM MUCbMOM MW NepeaaH B 3/IEKTPOHHOM GopmMe MO TeNEKOMMYHUKALMOHHBIM KaHafaM CBA3M.
B cnyyae HanpasaeHuMA 3anpoca yrnoJHOMOYeHHOro dpeaepanbHOro opraHa UCNONHUTENbHOM BAACTU NO
noyTe 3aKasHbIM MUCbMOM OH CUYMUTAETCA MNONYYEHHBIM MO UCTEYEHWUU LIECTU AHEN C AaTbl HanpaBAeHUs
3aKa3HOro nNMcbma.

11. 3asBuTenb 0b6A3aH NpeacTaBUTb OTBET Ha 3anNpPoc YNOJHOMOYEHHOro ¢penepasbHOro opraHa
WCNONHUTENbHOW BNACTU B CPOK, HE MPEBbIWAOWMI WecTUAecATn pabounx gHen co AHA NoayyYeHus
yKa3aHHOro 3anpoca. YNo/HOMO4YeHHbIM deaepanbHblii OpraH WMCNOJIHUTENbHOW BAacTW, BblAaBLUUNA
3aflaHMe Ha npoBefeHWe 3SKCMepTU3bl OTHOWEHUA OXUAAEMOW MNOJb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNA JNIEKAPCTBEHHOTO Mpenapata Ha OCHOBAaHMW [OOKYMEHTA, COAeprKallero pesysbTaTbl
MOHWUTOPUHIA 3PPEKTUBHOCTM N HE30MaCHOCTU NIEKApPCTBEHHOrO MNpenaparta, B Te4eHne nAT paboumx
OHen co AHA NOCTYMJIeHMA OT 3aABUTENA OTBETa Ha 3anpoc ynoJHoMo4YeHHoro ¢eaepasbHOro opraHa
MCNOSIHUTEIbHOM BNAaCTM HaNpPaB/AET 3TOT OTBET B 3KCNEPTHOE yupexaeHune. B cnyyae HenpeacTaBneHuma
Mo UCTEYEHUU WeCTUAECATN Pabounx gHen 3anaBMTeNEM OTBETA HA YKA3aHHbIM 3anpocC YNONHOMOYEHHbIN
depepanbHbIt OpraH WCNOAHUTENIbHOW BNACTW, BblAABLIMMA 33[aHME Ha MNPOBELEHME 3SKCMepTusbl
OTHOLLEHMA OXMOAEMOM MO/b3bl K BOSMOXXHOMY PUCKY NMPUMEHEHUA NIEeKAPCTBEHHOrO npenapaTta Ha
OCHOBAHWW [OKYMEHTA, COLEPXKALLEro pesy/bTaTbl MOHUTOPUHra 3GEKTUBHOCTM M HE30NaCHOCTM
NIeKapCTBEHHOro MpenapaTta, B TeYeHue NATU pabounx AHEeW HanpaBAseT B 3KCMepPTHOE yypexaeHue
yBe4OM/EHNE O HENPEACTABAEHUN 3aABMUTE/IEM OTBETA Ha 3aMpoC yKa3aHHOro opraHa. Bpemsa co aHA
HanpaB/feHWA 3anpoca 3KCMNEPTHOFO YYpeXAeHMA B YNOJHOMOYEHHbIM deaepancHbI  OpraH
WCNONIHUTENIbHOM BAACTM A0 AHA MOAYYEHUA 3SKCMEPTHbIM YyYperKAeHMeM OTBETa Ha 3anpoc wuam
yBEAOMNEHUA O HenpeacTaBAeHUM OTBETa Ha 3aMpoOC HEe Y4YMUTbIBAETCA MNPW WMCYUCAEHWUM CPOKa
npoBeseHNA 3KCMEePTU3bl OTHOLIEHUA OXWOAEMOM MONb3bl K BO3MOXHOMY PWCKY MPUMEHEHMUA
NIeKApCTBEHHOrO MpenapaTa Ha OCHOBAaHMM [OKYMEHTA, COAEpPXKALLEro pe3y/bTaTbl MOHUTOPWHIA
3bdEKTUBHOCTM M HE30NACHOCTM IEKAPCTBEHHOTO Npenapara.



12. B cpoK, He npesblllatlowmin AecaTn pabounx aHel co AHA NoAyYeHUA 3aK/I0YEeHNs KOMUCCUK
3KCMEepPTOB MO pe3y/bTaTamM 3KCNepTu3bl OTHOLWIEHMA OXWAAEMOM MNOoAb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUA JIEKAapCTBEHHOro npenapaTta, COOTBETCTBYIOLWMIN YNOSHOMOYEHHbIN deaepanbHbli opraH
MCMOJIHUTE/IbHOM BNACTU:

1) ocyllecTBAAET OLUEHKY 3TOro 3aK/luyeHua Ans onpeaeneHus ero COOTBETCTBMA 3aAaHuIo0 Ha
nposeaeHne YKasaHHOM 3KCnepTusbl;

2) NpPUHMMaeT pellieHWe O MOATBEPXAEHUN FOCYyAapCTBEHHOW perncrtpauumn IeKapcTBEHHOro
npenapata uAM o6 OTKase B NOATBEPKAEHWUW [OCYAAPCTBEHHOM pPErncTpaummnm IeKapCcTBEHHOO
npenapara;

3) BHOCUT nNpU MPUHATUM peLleHMA O MOATBEPNKAEHUM TOCYAapPCTBEHHON perncrpauum
JIeKapCTBEHHOTO NpenapaTta CBeAeHUsA B FOCYAAPCTBEHHbIN peecTp NeKAapCTBEHHbIX CPeACTB U BblAaeT
3anaBuTeNto beccpoyHoe perncTpaumoHHOe yA0CTOBEPEHNE NEKAPCTBEHHOrO Npenapara.

13. OcHoOBaHMEM A5 OTKa3a B NOATBEPKAEHUU FOCYAAPCTBEHHOM PerncTpaunm 1eKapcTBeHHoOro
npenapata fABASETCA peleHMe COOTBETCTBYIOWEro Yno/JHOMOYEHHOro d¢eaepanbHOro opraHa
WUCNOSIHUTENIbHOM BAIACTM O TOM, YTO PUCK MPUYMHEHUS Bpena 340POBbH0 YE/NOBEKA MM KMUBOTHOIO
BCNeACTBUE NPUEMA 1eKAPCTBEHHOro npenapaTta npesbliwaeT 3GPeKTUBHOCTb €ro NPUMEHEHNUA.

14. B nepuwopg npoBeneHMA MpoLeaypbl NOATBEPXKAEHMA TOCYAapPCTBEHHOW perncrpauumm
JleKapcTBEHHOrO npenapara ero obpaweHne B Poccuitickoit Pegepaummn He NPpUOCTaHABIMBAETCA.

15. JonyckaeTtca obpalleHne NekapCTBeHHbIX NpenapaToB A1 MeAULMHCKOro NpMMEHeHua Ao
WUCTEYEHMA CPOKA roO4HOCTM, NPOM3BEAEHHbIX B TEYEHME CTa BOCbMUAECATM KaseHAapHbIX AHeN nocne
0aTbl MPUHATUS YNOJIHOMOYEHHbIM denepasibHbiM OPraHOM WCMOJIHUTENIbHOW BAACTU PELeHus o
noATBEPKAEHMM TOCYAaPCTBEHHOM PerncTpaumnmn, B COOTBETCTBMM C MHbOpPMaLMEN, coaeprKallenca B
OOKYMEHTaX permcTpaumMoHHOro A0Ckbe Ha IEKapPCTBEHHbIM NpenapaT 40 AaTbl NPUHATUA TaKOTo peLleHus.

KoHcynbTaHTlAOC: NpumeyaHue.

Lepatenv nav snagenblbl PErMCcTPaLMOHHbIX Y40CTOBEPEHUN NEKAPCTBEHHbIX MPENapaToB MoryT
nogatb 3aABAeHUs 06 onpeaeneHMM B3aMMO3AaMEHAEMOCTU NEeKapCTBEHHbIX MpenapaTtoB AAs
MeOMLMHCKOro NpPUMeHeHWs B nopaake, yctaHoBneHHom ctaTben 30 (B pea. oT 22.12.2014), po 31
nekabpna 2016 roga (PenepanbHbit 3aKoH 0T 22.12.2014 N 429-93).

Cratbsa 30. BHeceHVne nameHeHul B AOKYMEHTbI, coaepKauimeca B permctpaynoHHOM A0Cbe Ha
3aperMCTpMpOBaHHbII7I ﬂeKapCTBeHHbIVI npenapart gna megnumnHCKOro npumeHeHuA

1. B uenax BHECEHUS M3MEHEHWUI B [OKYMEHTbI, CogepiKallumecs B PErucTpaLMoHHOM O0Cbe Ha
3apPEerMcTPUPOBAHHbIN 1IEKAPCTBEHHbIV MNpenapaT ga MeAULMHCKOro NMPUMEHEHUs, gepKaTenb Uau
BNajenel, PerncTpaLMoHHOro ya0CTOBEPEHMA JIEKAPCTBEHHOrO npenapata WanM YynoJHOMOYEHHOE UM
Apyroe opuanyecKoe Mo (Aanee B HaCTOALLEN CTaTbe - 3aABUTE/b) NPeACTaBAAET B YNOJHOMOYEHHbIN
denepanbHblii OpraH MCNOMIHUTENbHOW BAACTU 3anBAEHWE O BHECEHMM TaKMX M3MeHeHui no ¢opme,
YCTaHOB/IEHHOW YNOJHOMOYEHHbIM peaepasibHbIM OPraHOM UCNONHUTENIbHOM BACTH, U NPUIOXKEHHbIE K
HEMY M3MEHEHWA B yKa3aHHble AOKYMEHTbI, @ TaKXKe AOKYMEHTbI, MoATBepKAatowme HeobxoaMMocCTb
BHECEHMA TaKWUX M3MeHeHui. [pu HeobXxogUMOCTM BHECEHMA U3MEHEHMH B  [OKYMEHTbI
pPerncTpaunoHHOro A0Cbe Ha 3aperncTPUpPOBaHHbIl IEKAPCTBEHHbIN Npenapart, Tpebyowmx NnposeaeHus
3KCMepTU3bl KAaYecTBa NEKAPCTBEHHbIX CPEACTB U (MAKN) IKCNEPTM3bl OTHOLWEHMUA OXKMAAEMON MOAb3bI K
BO3MOMKHOMY PWCKY MNPUMEHEHMA NeKapCTBEHHOrO npenapaTta ANa MeAUUMHCKOrO NPUMEHEHMS,
3aABUTENb AOMNONHUTENbHO NPEACTaBAAET B YNOJHOMOYEHHbIN dpeaepasnbHblit opraH UCNOAHUTENBHOM
BNACTU KOMMUIO J/IMLEH3MM Ha MNPOM3BOACTBO /IEKAPCTBEHHbIX CPEACTB MAM KOMUIO 3aK/AYEHUs O
COOTBETCTBMM MPOU3BOAUTENSA  /IEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM MNpPaBUA  HaaferKallel
NPOM3BOACTBEHHOW NPAKTMKM, BblAaHHbIE YNOJHOMOYEHHbIM PpeaepanbHbiM OPraHOM UCNOHUTENbHOWM
BAAaCTW, B C/y4yae, ecan MPOM3BOACTBO JIEKApPCTBEHHOrO MpenapaTta ocyllecTBaseTca B PoccuitcKol
depepaumm, MM60 KONWIO BblAAHHOM YNOAHOMOYEHHbIM OPraHOM CTPaHbl MPOU3BOANTENSA ANLLEH3UN Ha
NPOM3BOACTBO /IEKAPCTBEHHOro npenapata M ee MepeBod Ha PYCCKMI A3blK, 3aBepeHHble B
YCTaHOB/NIEHHOM MNOPAAKE, M KOMMUIO 3aKNHOYEHMA O COOTBETCTBUM MNPOM3BOAMTENA IEKAPCTBEHHbIX
cpeacts  TpeboBaHMAM  MpaBuA  Hagnexallen  NPOU3BOACTBEHHOM  MPAKTUKKW,  BblAAHHOMO
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YyNoNHOMOYEHHbIM deaepanbHbiM OPraHOM WMCMOJHUTE/IbHOM BNAcTW, B C/lyyae, eciv NPoM3BOACTBO
JIeKapCTBEHHOro npenapaTta OcywecTBaseTca 3a npegenamm Poccuiickort depepauunn. MpuHaTHe
peweHUa O BHECEHWW W3MEHeHU uAn o6 OTKase B WX BHECEHUM OCYLEeCTBAAeTcA B C/ydae
HEeobXoAMMOCTM NPOBEAEHUA 3KCMepTM3bl KayecTBa JIEKAPCTBEHHbIX CPeacTB U (MaM) 3KcnepTusbl
OTHOLUEHMA OXMUAAEMOM NOJb3bl K BO3SMOKHOMY PUCKY NMPUMEHEHUA JIeKapCTBEHHOro npenaparta gns
MeAMLMHCKOTO NMPUMEHEHMA B CPOK, He MpeBbllwatowmii AeBAHOCTa pabounx AHel, a B OCTasbHbIX
CAy4yanx B CPOK, He MpeBblllalowmin TpMauaTnm paboumx AHen co AHA NPUHATUSA YNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTENbHOM BNACTU 3aABNEHNA O BHECEHUW TaKUX U3MEHEHWIA.

(4actb 1 B pen. depepanbHOro 3akoHa ot 22.12.2014 N 429-03)

2. JKcnepTu3a SIeKapCTBEHHbIX CPeACTB B YaCTM SKCNEPTM3bl Ka4ecTBa /IEKapCTBEHHOMO cpeacTsa u
(nnKn) aKCNepTU3bl OTHOLIEHUSA OXKUAAEMOM NOJIb3bl K BO3MOXXHOMY PUCKY NPUMEHEHMUSA JIEKAaPCTBEHHOTO
npenapara 414 MeauLMHCKOro NpMMeHeHMsA NPOBOAUTCA B C/lyYae BHECEHUS U3MEHEHWIA B JOKYMEHTHI,
cogeprkalimeca B PerucTpalMoHHOM A0Cbe Ha 3aperncTpupoBaHHbIMA NIEKAPCTBEHHbIN MNpenapar, B
OTHOLWIEHUMU:

1) cBegeHWI, yKasaHHbIX B WHCTPYKUMM MO MEAULMUHCKOMY MNPUMEHEHUIO NEeKapPCTBEHHOTO
npenapara:

a) nekapcTBeHHas popma C yKasaHMem HauMeHOBaHMUI N KONMYECTBEHHOIO COCTaBa AeNCTBYIOLNX
BELLEeCTB M Ka4eCTBEHHOro COCTaBa BCMOMOraTe/IbHbIX BeLecTs (Npy HeobXoAMMOCTU KOIMYECTBEHHOTO
COCTaBa BCMOMOraTe/IbHbIX BELLECTB);

6) ¢apmakoguHamMMKa W GapMaKOKMHETMKa (33  ucKAodeHMemM  GapMaKOKUHETUKU
romeonaTUYeCcKMX JIeKAaPCTBEHHbIX MPENapaToB 1 PacTUTE/IbHbIX IEKAPCTBEHHbIX NPenapaTos);

B) MOKa3aHWA ANs NPUMEHEHUS;

r) NPOTUBOMOKa3aHWA AN NPUMEHEHWUS;

4) mepbl NPefoCTOPOKHOCTU NPU NPUMEHEHUU;

€) yKasaHMe BO3MOXHOCTM W OCOOEHHOCTEW MNPUMEHEHMA NIEKAPCTBEHHOrO MpenapaTta Ans
MEANUMHCKOTO MNPUMEHEHNA BepeMeHHbIMU  KEHWMHAMMK, JKEHLWWHaMW B Nepuos rpyaHOro
BCKAPM/IMBAHWA, AE€TbMMW, B3POCAbIMMU, UMEIOLLMMU XPOHUYECKME 3a601eBaHNA;

X) pexxMm [,031MpoBaHuUA, cnocobbl BBEAEHUA U NPUMEHEHUA, NPU HEOHXOAMMOCTUN BpeMA Npruema
NIeKapCTBEHHOro NpenapaTta, NPOAO/MKUTENBHOCTb IeYEHUA, B TOM YMcae y AeTel A0 M Nocsie 04HOro
roaa;

3) BO3MOXHble MOOOYHbIE AEUCTBUA W  HeXenaTeNbHble peakuuMu npu  NPUMEHEHUU
NleKapCTBEHHOrO NpenapaTa;

1) CMMNTOMbI NepPeso3nPOBKM, MePbI MO OKa3aHMIO MOMOLLM NPU NepPeao3npPOBKE;

K) B3aMmogencTame ¢ ApyruMn 1eKapCTBEHHbIMM NpenapaTamm 1 (Maun) NULLEeBbIMM NPOAYKTaMK;

N) GopMbI BbIMyCKa JIEKAPCTBEHHOMO NPenapara;

M) yKasaHue (npu HeobxoAMMOCTM) OCOBEHHOCTel AEeNCTBUA NIeKapCTBEHHOrO npenapaTa npu
nepBOM MPUEME UAW NPU €r0 OTMEHE;

H) cBeAeHUA 0 BOSMOXKHOM BAUSHWUW JIEKAPCTBEHHOrO NpenapaTta 41 MeANUNHCKOro NPpUMeHeHUA
Ha CNOCOBHOCTb YNPaBAATL TPAHCMOPTHLIMU CPEACTBAMU, MEXAHU3MAMK;

0) CPOK rOAHOCTU M YKasaHMe Ha 3anpeT NPUMeHEHUs NeKapCcTBEHHOrO NpenapaTta No UCTeYEeHUM
CPOKa rogHocTy;

M) YCNOBUA XPaHEHUS;

p) ycnoBMA OTNYCKa;

2) cocTaBa fIeKapCTBEHHOTO NpenapaTta 418 MeAULNHCKOro NpUMeHeHUs;

3) usmeHeHMA MecTa NPOU3BOACTBA IEKAPCTBEHHOMO NpenapaTta 418 MegULMHCKOIro NPUMEHEHUS;

4) U3MeHeHWs noKas3aTeslelm KayecTBa JIEKApPCTBEHHOro npenapata Agas  MeAMUMHCKOro
NPUMeHeHNa U (MAK) METOAOB KOHTPOASA KayecTBa JIEKAapPCTBEHHOro npenapaTta ANs MeguLMHCKOro
NpPUMeHeHus;

5) usmeHeHMA cpoKa rogHOCTM IEKAPCTBEHHOrO NpenapaTta gasa MegULMHCKOro NPUMEHEHUS;

6) cBeAeHMIA O HEODXOAMMOCTM BHECEHUSI MHbBIX M3MEHEHUI B MHCTPYKUMIO NO MEAULMHCKOMY
NPUMEHEHWIO JIEKAPCTBEHHOrO MNpenapata, a TaKXe B WHble LOKYMEHTbl, coAepawmeca B
PEerncTpaLMoHHOM [0Cbe HA 3apPerncTPUPOBaHHbIN NEKAPCTBEHHbIN npenapaT. MNpu 3Tom pelieHne o
npoBeAeHNM 3KCNepTM3bl KAYeCTBa JIEKAPCTBEHHBIX CPEACTB U (M/1M) 3KCNepTM3bl OTHOLWEHMA OXKUAAEMOM
Nnosib3bl K BO3MOMHOMY PWCKY NPUMEHEHWs /IeKapCTBEHHOrO npenapata Agaa MegMLMHCKOro
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NPUMEHEHNA MPUHUMAETCA B COOTBETCTBMM C YTBEPKAEHHOM YNONHOMOYEHHbIM defepasibHbIM OpPraHOM
WCMOJIHUTE/IbHOW BNAcTU KaaccudUKaumen U3MeHeHUM, BHOCMMbIX B [AOKYMEHTbI, coaepKalimeca B
PErncTpaLMoOHHOM AOCbE HA 3aperncTpMpoBaHHbIN 1IEKAPCTBEHHbIN Npenapart.

(4actb 2 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

3. C3asnBneHNEM O BHECEHUN N3SMEHEHMUI B JOKYMEHTbI, COAEPKALLMECA B PEFUCTPALLUOHHOM ,0Cbe
Ha 3aperucTpMpoBaHHbIN JIEKAPCTBEHHbIM Npenapat Aa8 MeAMUMHCKOrO NPUMEHEHUs, Hapagy C
OOKYMEHTaMM, YKa3aHHbIMM B 4acTu 1 HacToALelN CTaTby, 3a8BUTEb NPEACTaBAAET KONUU LOKYMEHTOB,
noATBEPXKAAOLMX YNAATY rOCYyLapPCTBEHHON MOLWWIMHLI 38 BHECEHME B AOKYMEHTbI, cogepiKawmeca B
PErncTpauMoOHHOM [0Cbe Ha 3aperMcTpMpPOBAHHbIN JIEKAPCTBEHHbLIA MpenapaT Aaa MeLUULUMHCKOro
NPUMEHEHUS, U3MEHEHMUI, TPebyloWwmnx NpoBeaeHUA 3KCNepTU3bl JIEKAPCTBEHHbIX CPEeACTB B 4acTu
3KCMEepPTU3bl KAYeCTBa SIEKAPCTBEHHOTO CPEACTBA U (M/IM) SKCNEpPTU3bl OTHOLLIEHUA OXUAAEMOWN MoAb3bl K
BO3MOXHOMY PUCKY MNPUMEHEHMA JIeKapCTBEHHOrO npenapaTta 418 MegUUMHCKOrO MNPUMEHEHMUA,
rocyf,apCcTBEHHOM MOLW/MHDBI 32 BHECEHWE B AOKYMEHTbI, COAepKalmecs B perncTpaLMoOHHOM A0Cbe Ha
3aperucTpMpoBaHHbIN NEKAPCTBEHHbIM NpenapaTt AAa MeAULMHCKOTrO NMPUMEHEHUA, U3MEHEHUN, He
Tpebylowmx NpOBEAEHUA 3KCMEepTM3bl JIEKAPCTBEHHOrO cpeacTBa, /Mbo BnpasBe NpeacTaBuUTb Mo
COOCTBEHHOM WHMLMATUBE YKA3aHHble AOKYMEHTbl. B cnyyae Mx HenpeacTtaBAeHUA YNONHOMOYEHHbIM
denepanbHbIit OpraH WUCNOAHUTENIbHON BAAcTU npoBepAeT ¢GaKkT ynaaTbl rOCyAapCTBEHHbIX MOLAUH
3aABuTENIEM NOCPEACTBOM WCMONb30BaHUA WHPopmaumm 06 ynnaTe rocyfapCTBEHHbIX MOLJIMH,
copeprKalenca B FlocyfapcTBeHHON MHPOPMALLMOHHOM CUCTEME O FOCYAAPCTBEHHBIX N MYHULIMNAABHbIX
nnaTe)Kax, Ha OCHOBAHWW NPeACTaBAEHHbIX 3aABUTENEM KONWUIN LOKYMEHTOB, MOATBEPKAAOLWNX YyNAATY
rocy4apCTBEHHOM NOLWWAWHbI.

(4actb 3 B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-03)

4. B TeyeHue pecatv pabounx aHel co AHA NOCTYNEHUA YKa3aHHOro B YacTh 1 HacToALLei cTaTby
3aAB/IeHMA U HEeoHXOAMMbIX AOKYMEHTOB YMNOJHOMOYEHHbIA ¢deaepanbHblli OpraH UCMOAHUTENbHOM
B/lACTU:

1) npoBOAUT NPOBEPKY NOJHOTbI U SOCTOBEPHOCTU CBEAEHWUN, COAEPKALLMXCA B NPeACTaBAEHHbIX
3aABuTENIeM MaTepuranax;

2) NpMHMMAET peLleHme O NPOBEAEHMM YKA3aHHbIX B YaCTW 2 HACTOALLEN CTaTbU COOTBETCTBYHOLLMX
3KCNepPTU3 IEKAPCTBEHHOTO CPEeACTBA MM 06 OTKa3e B UX NPOBEAEHUN;

3) yBeLOMAAET B 3EKTPOHHON MAN NUCbMEHHOW dpopme 3aABUTENA O MPUHATOM PeLlEHUN AU B
cnyyae NPUHATUA peLleHns 06 OTKase B NPOBEeAEeHUN COOTBETCTBYOLLEN SKCMEPTM3bI C YKa3aHMEM NPUYMH
TAKOro OTKasa.

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyvae BbIIBAEHMA HEAOCTOBEPHOCTM CBEAEHWI, COZepMKalMXcA B NpeacTaBAEHHbIX
3aABUTENIEM MaTepmanax, YyNnoNHOMOYEHHbIN deaepanbHblii OpraH MCNONHUTENIbHOW BAACTU HanpaBaaeT
3aABUTEN0 3aNpoC 06 YTOYHEHWUW YKas3aHHbIX cBeAeHM. [aHHbIM 3anpoc moXKeT OblTb nepenaH
YNONIHOMOYEHHOMY NpPeACcTaBUTENO 3aABUTENA JIMYHO MOA, PACMUCKY, HanpaBaeH NO Mo4vTe 3aKa3HbiM
NUCbMOM WM NepefiaH B 3/IEKTPOHHOM popme Mo TeIeKOMMYHMKALNMOHHBIM KaHasam cBA3u. B cnyyae
HanpaB/ieHMA JAHHOrO 3anpoca Mo NoYTe 3aKa3HbIM MUCbMOM OH CYUTAETCA NOJYYEHHbBIM MO UCTEYEHUN
LWeCTM AHeW ¢ AaTbl HanpaB/JeHMA 3aKa3HOTro NMCbMa.

(4acTb 4.1 BBeaeHa PeaepanbHbiM 3aKoHOM oT 25.11.2013 N 317-93)

4.2. 3asBuTenb 06a3aH NpeacTaBUTb OTBET HA 3aNPOC YNOJHOMOYEHHOro deaepanbHOro opraHa
WCNONHUTENbHOW BNACTM B CPOK, He MpEeBbllLAOWMIA AeBAHOCTa paboymx gHEW Co AHA NOy4YeHus
AaHHoro 3anpoca. CpoK, YyKa3aHHbIA B 4acTM 4 HAcToAWEeW CTaTbM, NPUOCTAHABAMBAETCA CO AHA
HanpaB/eHMA 3aABMTE/IO 3aNpPoca YNOJIHOMOYEHHOro defiepanbHOro OpraHa UCNOIHUTENBHOM BNAcTK A0
OHA MONyYeHMA UM OTBETAa HAa AaHHbI 3anpoC U He Yy4YUTbIBAaeTCA MPU UCYUCIEHUM CPOKA MPUHATUA
pelweHna O BHECEHUU W3MEHEHWN B [OKYMEHTbI, coAepKalumeca B PEerucrtpauMoOHHOM [0Cbe Ha
3aperMcTpupoBaHHbIN IEKAapPCTBEHHbIM NpenapaT 418 MeAULMHCKOrO NPUMEHEHUA.

(4acTb 4.2 BBeaeHa PeaepanbHbiM 3aKoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHMEeM A/1A OTKa3a B MPOBEAEHUM YKA3aHHbIX B YaCTU 2 HACTOALLEM CTaTbWM IKCMEPTU3
ABNAETCA NpeAcTaBieHNe AOKYMEHTOB, MEPEeYNCIEHHbIX B YacTaX 1 M 3 HacToALWel cTaTbM, B HEMOJHOM
obbeme, HenpeacTaB/eHVe 3asBUTENEM B YCTAHOB/IEHHbIWM CPOK OTBETA Ha YKasaHHbIM B 4Yactu 4.1
HACTOALLEN CTATbM 3aNpPOC YNOSHOMOYEHHOTO PpeaepanbHOro OpraHa UCNONHUTENBHOM BIACTU, @ TaKKe
OTCYTCTBME B NPEACTaBAEHHbIX LOKYMEHTAX 4OCTAaTOYHbIX CBEAEHUI, MOATBEPHKAAOLNX HEOBXOAMMOCTb
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BHECEHMA U3MEHEHW, UAN OTCYTCTBME MHPOPMALLUK, NOATBEPKAAOWEN GAKT yNAaTbl FOCYAaPCTBEHHbIX
MOLUJIMH, YKa3aHHbIX B 4acTK 3 HacToALEeN CTaTbM.
(8 pea. PepepanbHbix 3aKkoHOB OT 25.11.2013 N 317-®3, 01 22.12.2014 N 429-d3)

6. YKasaHHble B YacTM 2 HACTOALLEN CTaTbW IKCNEPTU3bl NPOBOAATCA B MNOPAAKE, YCTAHOBNEHHOM
cTaTbel 23 HacToswwero PeagepasnbHOro 3akoHa.

7. B CpOK, He npeBblWaOWNN AecaT paboumx AHEN CO AHA MNOAYYEHWUA 3aKIIOYEHUA KOMMUCCUIA
3KCNepToB MO pe3y/bTaTaM YKa3aHHbIX B YAaCTU 2 HACTOALWLEN CTATbW 3KCMEPTU3, YNOAHOMOYEHHbIN
denepanbHblii OpraH UCNOJIHUTE/IbHOM B1aCTU:

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) npuHUMaeT peweHne O BHECEHWM U3MEHEeHWA B [OKYMEHTbl, cofepKawmecs B
PErnCTPALMOHHOM [0Cbe Ha 3apPerMcTPUpPOBAHHbIN /IEKAPCTBEHHbIM NpenapaTt Aas MeguLMHCKOro
npumeHeHus, nan ob oTKkase BO BHECEHUWN TAKUX USMEHEHUI;

2) BHOCUT B roCy4apCTBEHHbIN PeecTp SIeKapCTBEHHbIX CPeACTB Ha OCHOBAHWUM PELLEeHNs 0 BHECEHUM
M3MEHEHUN B [AOKYMEHTbl, COAEprKallMecs B PErncTpauMoOHHOM [0Cbe Ha 3aperucTpupoBaHHbIN
JIeKapCTBEHHbIV NpenapaTt gas MeaUUMHCKOro npumeHeHus, Heobxoanumole NSMEHEHMA M BO3BpPaLLAeT
WX 3aABUTESIIO;

3) BblgaeT 3asBUTENII0 HOBOE PErncTpauMoHHOEe YA0CTOBEPEHME JIEKapCTBEHHOro npenapaTta B
C/ly4yae U3MEHEHUS CBEAEHUI, COAEPKALUNXCS B HEM.

(n. 3 BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8. OcHoBaHMEM [A/a OTKasa BO BHECEHWM W3MEHEHUNW B [OKYMEHTbl, cogep)kawmeca B
PErnmcTpaumMoHHOM [0Cbe Ha 3aperMcTpPMpOBaHHbIN JIEKAPCTBEHHbIM NpenapaTt gas MeguLMHCKOro
NPUMEHEHUS, ABAETCA 3aK/1t04YeHNE YNOIHOMOYEHHOro peaepanbHOro opraHa MCNoIHUTEIbHOM B1ACTU
0 BO3MOHOCTU CHUMKEHMA 6e30NacHOCTH, KauecTBa, 3G PEKTUBHOCTM IEKAPCTBEHHOMO CPEACTBA B C/ly4Yae
BHECEHMA TaKNX U3MEHEHWA.

9. [onyckaeTtca obpalieHue NeKapCTBEHHbIX NpPenapaToB A8 MeAULMHCKOro NpUMeHeHus Ao
WUCTEYEHMA CPOKA rogHOCTU, NPOU3BEAEHHbIX B TEYEHME CTa BOCbMUAECATU AHEN nocne AaTtbl NPUHATUA
YNOJIHOMOYEHHbIM degepasibHbIM OPraHOM UCNONHUTENIbHON BAACTU peLleHna O BHECEHUU U3MEHEH U
B [OOKYMEHTbl, cogep)Kalpeca B pPerucTpalMoHHOM [0Cbe, B COOTBETCTBUM C WHOpMaLMEN,
coaepKallencs B 4LOKYMeHTax PermcTpaLMoHHOro 40Cke Ha JIEKapCTBEHHbIM Npenapar 4,0 AaTbl NPUHATUA
TAKOro pelweHus.

(4acTtb 9 B peq,. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbs 31. BHeceHWe M3MeHEeHUI B AOKYMEHTbI, cogeprKallimMeca B PerucTpalMoHHOM A0Cbe Ha
3aPerMcTPUPOBAHHbIN 1EKAPCTBEHHbIV NpenapaT 411 BETEPUHAPHOIO NPUMEHEHUA

1. B uensx BHeCEHUS U3MEHEHWUI B AOKYMEHTbI, coAaepKalimMecs B PerucTpaumMoHHOM A0Cbe Ha
3aperMcTpMpoBaHHbIN IeKAapCTBEHHbIM NpenapaTt A1 BeTepUHaApPHOro NPUMEHEHMUA, AepKaTesb UK
Bagenel, PerucTpaumMoHHOro ya0CTOBEPEHUS NEeKapCTBEHHOro npenaparta UAM YynoJIHOMOYEHHOE MM
Apyroe opuanyeckoe nuo (aanee B HacTOALWEN CTaTbe - 3afBUTE/b) NPeacTaBAfET B YNOJIHOMOYEHHbIN
denepanbHbiit opraH UCNONHUTE/IbHOW BNACTU 3aAB/IEHUE O BHECEHWW TaKUX U3MEHEHUI no ¢opme,
YCTaHOBNEHHOM YNOJIHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOIHUTENbHOM BACTU, U NPUNONKEHHbIE K
HEMY U3MEHEHMA B YKa3aHHble AOKYMEHTbI, a TaK¥e AOKYMEHTbI, NOATBEpPKAAOWME HEOBXOANMOCTb
BHECEHMA TaKUX U3MEHEHUIA. NIPUHATUE PELEHNS O BHECEHWUWN TAKUX U3MEHEHUI nam ob oTKase B KX
BHECEHMM OCYLLECTBAAETCA B CPOK, He MPEeBbIWAKWNN AeBAHOCTa pPabounx AHen Co AHA MPUHATUA
YNO/IHOMOYEHHbIM deaepasibHbIM OPraHOM MCMONHUTENbHOM B/IAaCTM 3aAB/IEHMS O BHECEHUM TaKUX
U3MEHEHWN.

(8 pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. B cnyyae BHeECEHUSA U3MEHEHUI B AOKYMEHTbI, COAeprKalluneca B permcTpauMoHHOM A0Cbe Ha
3aperMcTpupoBaHHbIM NIEKAPCTBEHHbIM Npenapat A8 BETePUHAPHOro NPUMEHEHMUA, B OTHOLIEHWUM
cBeZleHW, yKasaHHbIX B nognyHKkrax "e", "x", "k", "a", "n", "c", "x" nyHKkTa 7 yactn 3 ctatbn 17 HacToALWErO
depepanbHOro 3akoHa, U3MeHeHUs U (MAK) 4ONONHEHUA NPOU3BOACTBEHHOM N/OLWAAKN NeKAaPCTBEHHOTO
CpeacTBa, a TaKXKe B CAyyae M3MEHeHMA MOoKasaTesield KayecTBa JIeKapCTBEHHOro npenapata Ans
BETEPUHAPHOro MPUMEHEHMA U (MAKN) MeTOA0B KOHTPOASA KayecTBa JIeKapCTBEHHOro npenapata Ans
BETEPUHAPHOro NPUMEHEHUA MPOBOAUTCA SKCMEepPTU3a /IeKapCTBEHHOrO CPeACcTBa AN BeTepMHapHOro


consultantplus://offline/ref=0CAE3097E394592C358D059325337B67B8F3051D7D7CDB486FFA4A096C7897868DDE9E4D987C75B5yFa9P
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D70BCyFaAP
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D70BCyFa8P
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D70BCyFa7P
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D71B5yFaFP
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67B8F200197970DB486FFA4A096C7897868DDE9E4D987D74B6yFaEP

npumeHeHus. B cnyyae HEOHXOOMMOCTU BHECEHWUA MHbBIX M3MEHEHUI B AOKYMEHTbI, CogepKalmeca B
PErncTpauMoOHHOM [0CbE Ha 3apernmcTpMpOBAHHbLIA NEKAPCTBEHHbIM MNpenapaTt AaAa BeTepUHaAPHOro
NPUMEHEHMUA, IKCNEePTM3a IEKaPCTBEHHOrO CPeACTBa A/ BETEPUHAPHOIO NPUMEHEHMUA He MPOBOAMUTCA.
(8 pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-d3, 01 22.12.2014 N 429-d3)

3. C3asaBneHNEM O BHECEHUWN USMEHEHUI B OKYMEHTbI, COAEPKALLMECH B PETUCTPALMOHHOM ,0ChE
Ha 3aperncTpMpoBaAHHbLIN NEKAPCTBEHHbIN nNpenapat AAAa BETEPUHAPHOTO NPUMEHEHMA, Hapsay C
OOKYMEHTaMW, YKasaHHbIMM B 4YactM 1 HacToAwen cTaTbM, NPeACTaBAATCA AOKYMEHTHI,
noaTBepXKAAlOLWME YNNATY FOCYAaPCTBEHHOM MOLWW/MHbI 32 BHECEHUE B AOKYMEHTbI, COoAepKalimeca B
PErncTpauMoOHHOM [0CbEe Ha 3aperncTpMpOBAHHbLIA NEKAPCTBEHHbIM MNpenapaTt Aaa BeTepuUHapHOro
NPUMEHEHUS, M3MEHEHWUI, TPebyloWMX NPOBeAeHUA 3KCMepTU3bl JIEKAPCTBEHHOIO CpeacTea Aans
BETEPUHAPHOIO MPUMEHEHMUA, WAU WU3MEHEHMW, He Tpebylowmux nNpoBeAEHMA  IKCNEepPTU3bI
JIEKapCTBEHHOTrO CPeacTBa AJ/1A BETEPUHAPHOIO NPMMEHEHMUA.

(B peq,. PepgepanbHoOro 3akoHa ot 22.10.2014 N 313-93)

4. B cpokK, He npesblwatowmii gecatm pabounx gHer co AHA NOCTYN/AEHUA YKa3aHHOro B Yactu 1
HACcTOALLEN CTaTbM 3aABNEHUA U HEOBXOAMMBIX LOKYMEHTOB, YNOJHOMOYEHHbIM denepanbHblii opraH
WUCNONHUTEIbHOM BNACTMU:

1) npoBOAUT NPOBEPKY NOJHOTbI U AOCTOBEPHOCTU CBEAEHUN, COAEPIKALLMXCA B NPeaCcTaBAeHHbIX
3aABuTeNIeM SOKYMEHTaX;

2) NpMHMMaET peLleHMe O MPOBEAEHMM IKCNEPTU3bI IEKAPCTBEHHOTO CPEACTBA A5 BETEPUHAPHOTO
npumeHeHna nam ob oTkase B ee NPOBeAEHUM;

3) yBegomnsieT B NUCbMEHHOW Gopme 3aABUTENA O NPUHATOM PELUEHUN UAW B CyYae NMPUHATUA
peweHna o6 OTKase B MNpPOBeAEHWUW IKCMEPTM3bl JIEKAPCTBEHHOrO CpeacTsa ANA BETEPUMHAPHOro
NPUMEHEHMA C YKa3aHMeM NPUYMH TaKOro OTKasa.

5. OcHoBaHMem pAanA OTKasa B MPOBEAEHMWM 3KCMepTM3bl JIEKAPCTBEHHOIO CcpeacTBa  AnA
BETEPUMHAPHOrO MPUMEHEHUA ABAAETCA NpeacTaB/ieHMe AOKYMEHTOB, YKa3aHHbIX B 4actax 1 un 3
HACTOALLEN CTATbM, B HEMONHOM 06beMe WM OTCYTCTBME B NPELCTaBNEHHbIX AOKYMEHTaX A0CTAaTOYHbIX
cBeAEeHWUI, NOATBEPKAAIOLLMX HEOBXOAMMOCTb BHECEHWUA N3MEHEHUIA.

6. DKCNepTu3a NeKapCTBEHHOrO CpeacTBa ANA BETEPMHAPHOrO NPUMEHEHUA B LLeNAX BHeceHuA
U3MEHEHWA B LOKYMEHTbI, COAEpP)KalLMecs B PErmcTpaLuMoOHHOM [O0Cbe Ha 3aperncTpupoBaHHbIN
NIEeKapCTBEHHbIM  NpenapaT AAA BETEPUMHAPHOrO MNPUMEHEHMUA, OCYLLECTBNAETCA B  MOpAAKe,
yCTaHOBNEHHOM cTaTbel 24 HacTosAwero ®esepanbHOro 3aKoHa.

6.1. B CpoOK, HE MPEeBbIWAOWMIA NATU Pabounx AHEN co AHA MOAYYEHUA 3aKAYEHUA KOMMUCCUM
3KCMepTOB MO pe3y/bTaTaM YKa3aHHOM B 4acTW 2 HACTOALWEN CTaTbM 3KCNEPTU3bl, YNOJHOMOYEHHDIN
denepanbHbI OpraH UCNOAHUTEIbHON BAACTHU:

1) npuHUMaeT pelweHne O BHECEHWW U3MEHEHUA B [AOKYMEHTbl, cofepawmecs B
PEerucTpPauMoOHHOM [0Cbe HA 3apPerMcTpUMpPOBaHHbIN SIEKAPCTBEHHbLIA NpenapaT ANs BeTepPUHAPHOro
npUMeHeHuA, UAn 06 0TKase BO BHECEHUUN TaKUX USMEHEHWIA;

2) BHOCUT B roCyapCTBEHHbIN PeecTp IeKaPCTBEHHbIX CPeACTB HAa OCHOBAHMM PELLEeHNA O BHECEHUM
M3MEHEHUN B [AOKYMEHTbl, COAeprKallMecA B PErucTtpauyMoOHHOM [0Cbe Ha 3aperMcTpupoBaHHbIN
NIeKapCTBEHHbIN NpenapaTt 414 BETEPUHAPHOIO NPUMEHEHUA, HEOOX04MMble U3MEHEHMA U BO3BPALLAEeT
3TN LOKYMEHTbI 3aABUTENIO.

(4acTb 6.1 BBEAeHa PeaepanbHbiM 3aKoHOM 0T 22.10.2014 N 313-93)

7. OcHoOBaHMEeM [ANnAa OTKasa BO BHECEHUM W3MEHEHUMA B [AOKYMEHTbl, cogep)Kawmeca B
PEerncTpaumMoHHOM [0Cbe Ha 3aperncTpuMpoOBaHHbLIA NEKAPCTBEHHbIM MNpenapaTt Aaa BeTepuHapHOro
NPUMeHEHNA, ABNAETCA 3aK/104EHME YNOJIHOMOYEHHOro dpeaepasibHOro opraHa UCNOIHUTENbHOW BACTH
0 BO3MOHOCTU CHUXKEHWUs 6e30MacHOCTM, KavecTBa, 3$PEKTUBHOCTU SIeKapCTBEHHOrO NpenapaTa gas
BETEPMHAPHOrO NPUMEHEHMA B C/ly4ae BHECEHUA U3MEHEHWIN B YKa3aHHble JOKYMEHTbI.

8. [onycKaeTca obpalleHne NeKkapcTBEHHbIX NPEMNApPaToB AAA BETEPUHAPHOIO MPUMEHEHUs [0
NCTEYEeHMA CPOKA FOA4HOCTU, NPOU3BEAEHHbIX B TEYEHME CTA BOCbMUAECATU AHEN NOocne AaTbl NPUHATUA
YyNoAHOMOYEHHbIM desepasbHbIM OPraHOM UCNONHUTENbHON BIACTU PELUEHMA O BHECEHUU U3MEHEHUI
B ALOKYMEHTbI, COAEPKALLMECA B PETMCTPALNOHHOM A0Cbe HA NEKAPCTBEHHbIM NpenapaT, B COOTBETCTBUM
¢ nHbopmaumein, coaeprKalleica B JOKYMEHTaxX PErMCTPALMOHHOIO A0Cbe Ha IEKapCTBEHHbIW Npenapat
[0 AaTbl NPUHATUA TaKOTO peLLeHuns.

(4yacTb 8 B peq. denepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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Crtatbs 32. OTMeHa rocyAapCcTBEHHOM perucTpaumm eKapcTBeHHOro npenapaTa

PeweHne 06 oTmeHe rocyfapCTBEHHOM perncTpaumm NeKapcTBEHHOro npenapaTa U UCKAIYEHUN
JIeKapCTBEHHOrO npenapata U3 rocyfapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeacTs NPUHUMMAETCA
YNOJIHOMOYEHHbIM defepasbHbiM OPraHOM UCMONIHUTENBHOM BIACTU B C/lyYaE:

1) npeacTaBAeHUA  COOTBETCTBYIOWMM  YMNOJIHOMOYEHHbIM  denepanbHbiM  OpPraHoOM
WUCNONIHUTENIbHON BNACTU 3aK/JOYEHMA O PUCKE UAM 0O yrpose 340pOBblO, KU3HU YesloBeKa WAu
KMBOTHOFO MNPV MPUMEHEHMM NEKAPCTBEHHOrO NpenapaTta, NpPeBblWaoWmMx ero 3pPeKTMBHOCTb, MO
pesyfibTaTaM OCYLLECTBASEMOIO MM MOHUTOPUHIA 6€30MacHOCTM NeKAaPCTBEHHOTO Npenapara;

2) nogaun peprkatenieM WAM BNaAeNbLeM PerucTpauMoHHOro YAO0CTOBEPEHUA NIeKapCTBEHHOTO
npenapata WM YNOAHOMOYEHHbBIM WM LPYIUM  OPUANYECKUM IMLOM 3aABAeHUA 06 oTmeHe
rocyf,apCcTBEHHOMN pPerMcTpaLmm IeKapcTBEHHOMO NpenaparTa;

(B peq,. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-3)

3) HenoATBepPKAEHMA rOCYAaPCTBEHHOW PErUCTpaLUmn NeKapcTBEHHOro npenapaTa No UCTeYEeHUN
CPOKa AEeNCTBUA PEFNCTPALLMOHHOIO YA0CTOBEPEHUSA, BbIAAHHOIO Ha NATb JIET;

4) HenpeactaBneHuA 3asBuTesNeM  MHGOpPMaLMKM, KOTOpas MOKET TMoBaeyb 3a coboi
HEeobXxo4MMOCTb BHECEHWUS U3MEHEHUN B AOKYMEHTbI, COAEprKalumMecs B perucTpaulMoHHOM AoCbe Ha
3aperucTpMpoBaHHbIN  IEKAPCTBEHHbIN MpenapaT, B TeyeHwe Tpuauatm paboymx pgHeil co AHA
HACTYNAEHUA 3TUX U3MEHEHWI;

5) ocyliecTBieHMs rocyAapcTBEHHOM perncTpauuu NekapCcTBEHHOro npenapaTa Nog, TOProBbiM
HaVMMEHOBAHWEM 3aPErNCTPUPOBAHHOIO paHee Mo, STUM TOProBbIM HAMMEHOBAHWEM JIEKAPCTBEHHOMO
npenapara, OT/IMYatoLLEerocs Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLMX BELLECTB;

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

6) ocyLLecTBAeHMA rocySapCTBEHHOM perncrpauum 3asaBuTeleM 04HOMo M TOrO Ke NeKapCTBEHHOro
npenapara nog, pas/iM4yHbiMM TOProBbIMM HAMMEHOBAHUAMM;

7) BbIHECEHMA CYA,0M PELLEHUS O HAPYLEHUN NpaB NpaBoobiagaTens 06 bEKTOB MHTENNEKTYAIbHOM
COBCTBEHHOCTM NpUY 06 paLLEHUM NEKAPCTBEHHbIX CPEACTB;

8) oTcyTCTBMA NIeKapCTBEHHOTO NpenapaTa B obpaleHnn B Poccninckont degepaumm B Te4eHMe Tpex
n bonee nert;

(n. 8 BBegeH ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

9) HeBbINONHEHUs AepXaTesNem WAW  BAAAENbLUEM  PErncTPaUMOHHOro  yA0CTOBEepeHus
JIeKapCTBEHHOro npenaparta AMb0o yYNoJIHOMOYEHHbIM UMU APYTUM OPUANYECKUM JIULOM MEPONPUATUIA
no obecneyeHnto 6€30MACHOCTU NIEKAPCTBEHHbIX MPENapaToB, YCTAaHOBAEHHbIX YMNOJAHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOJHUTENbHOW BNACTU B COOTBETCTBUM C YacTaMU 3 1 4 cTaTbM 64 HACTOALWLETO
denepanbHOro 3aKOHa, B paMKax oCyLecTBneHnsa GpapMakoHaa30pa;

(n. 9 BBeageH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

10) oTKasa AeprKaTens WAW BNadenbLa PErncTpPauMoHHOro YAOCTOBEPEHMA /IEKAPCTBEHHOrO
npenapata AMb60 ynoAHOMOYEHHOrO UMW APYroro HOPUANYECKOro Mua OT BHECEHUA M3MEHEHWN B
MHCTPYKLUMIO MO MPUMEHEHUIOD NIEKAPCTBEHHOrO MNpenapaTta, KacaloWMXcA HOBbIX MNOATBEPMKAEHHbIX
OAHHbIX O TOM, YTO PUCK NPUUYMHEHUA BPeda 340P0BbIO YeN0BEKA MM KUBOTHOFO BC/IEACTBME NpUEMaA
NleKapcTBEHHOro nNpenapara npesblwaeT 3¢PeKTUBHOCTb €ro NPMMEHEHUA.

(n. 10 BBegeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

Ctatbsa 33. TocyAapCTBEHHbIM peecTp IeKapCcTBEHHbIX CPeacTB

1. TocymapcTBEHHbIM pPeecTp /NEeKApCTBEHHbIX CPeACTB COAEPKUT MNepeyeHb JIeKapCTBEHHbIX
npenapaTos, NPOLWeAWNX roCyAapCTBEHHYIO perncTpaumio, nepedeHb GpapmaLeBTUHECKMX CyBCTaHUMM,
BXOAALLMX B COCTAB IEKAPCTBEHHbIX NPENapaTos, U CAeayoLwyo MHopMaLMio:

1) B OTHOLWIEHMM NEeKapCTBEHHbIX MPEenapaTos:

a) HaMMeHOBaHWe NeKapCTBEHHOro npenapata (MexAyHapogHoe HenaTeHTOBaHHOe, WAU
rpPynnMpPoBOYHOE, AN XMMUYECKOEe M TOProBOe HaMMeHOBaHWA);

(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
6) nekapcTBeHHan popma C yKazaHMeM A03MPOBKMN IeKapCTBEHHOrO Npenapara U ero Ko/MyecTsa B
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noTpebunTeNbCKON YNAKOBKE;

B) HAUMEHOBaHWE AepKaTeNs UM BaLebla PErMCTPALMOHHOTIO YA40CTOBEPEHMA NIEKAPCTBEHHOIO
npenapara;

(nn. "B" B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-3)

r) HAUMEHOBaHWE M afpec NPOU3BOAMUTENS IEKAPCTBEHHOIO Npenapara;

A) dapmakoTepaneBTMyeckas rpynna, KoA JIeKapCTBEHHOro nmnpenapata MO aHaTOMO-
TEePaneBTUYECKO-XMMMUYECKON  KnaccuduKaumm, pekomeHAoBaHHOMW BcemupHoM  opraHusaumeit
34,paBOOXpaHeHUs;

(nn."a" B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-¢3)

€) NoKasaHMsA U NPOTUBOMNOKA3aHMA K NMPUMEHEHMIO IEKAaPCTBEHHOrO NpenapaTa;

) NOBOYHbIE AECTBUSA NEeKAaPCTBEHHOro Npenapara;

3) CPOK rogHOCTM /IeKapCTBEHHOIO Npenapara;

1) yCNnoBuMA XpaHeHUA NeKapcTBEHHOro Npenapara;

K) yCnoBMA OTNyCKa /IeKapCTBEHHOrO Npenapara;

N) Homep <¢apmaKkonerHol CcTaTbM MAM B C/lyd4ae ee OTCYTCTBUMA HOMep HOPMaTMBHOWM
AOKYMEHTaLumM IMb0 HOPMaTUBHOIO AOKYMEHTA;

M) OaTa rocyfapcTBEHHOW perncrpaumy SIeKapCTBEHHOro npenapata U ero perncTpauyoHHbIN
HOMep, [aTa 3aMeHbl PerncTpaLMoHHOro YAOCTOBEPEHUA IeKAPCTBEHHOrO npenapaTa Ha 6eccpoyHoe
PerucTpaumoHHOe YyAOCTOBEPEHME NEKApPCTBEHHOrO nNpenapaTa, fAaTa MoAayuM  3asaB/eHUA O
NnoATBEPXKAEHUN TOCYAAPCTBEHHOM  pernctpauuuM  NeKapcTBEHHOro npenapata, fAaTta  OTMEHbI
rocy4apCTBEHHOM PerncTpaLLmMmn NeKapcTBEHHOIO NpenapaTa;

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

H) KayecCTBEHHbI COCTaB M KOJIMYECTBEHHbIN COCTaB AEMCTBYIOLLMX BELLECTB M KauyecTBEHHbIW

COCTaB BCMOMOraTe/IbHbIX BELLECTB IEKAPCTBEHHOrO NPenapaTa;
(nn. "H" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-3)

0) MHpopMaLma 060 BCeX paspeLleHHbIX BUAaX BTOPUYHOM (MOTPebUTenbCKoM) ynakoBKY;
(nn. "o" BBeaeH PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-3)

n) Aata NPUHATUA pPeLleHUAs O BO3MOMHOCTM PAaCcCMATPUBATb JIEKAPCTBEHHbIM NpenapaT npu
rocyapCTBEHHOM PErMcTpaLmm B Kavectee opdaHHOro EKapCTBEHHOIO NpenaparTa;
(nn. "n" BBeaeH PegepanbHbiM 3aKoHOM OT 22.12.2014 N 429-3)

p) HanMuMe NEeKapCTBEHHOro Mpenapata B MNepeyHe KMU3HEHHO HEeOBXOAMMbIX U BaXKHEWULWUX
NeKapCTBEHHbIX NpenapaTos;

(nn. "p" BBeaeH PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-3)

C) HaNMUMe B NIeKapPCTBEHHOM NpenapaTe HAPKOTUYECKUX CPEACTB, MCUXOTPOMNHbIX BELLECTB U UX
NPeKypcopoB, NogexKawmx KOHTPoo B Poccuitickon ®Pepepaumm, B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM
Poccuitckont ®epepaunn, mexxayHapoaHbiMm gorosopamm Poccuiickon ®epepaumnm, B Tom uncne EanHon
KOHBEHLMEN O HAapKOTUYECKMX cpeacTBax 1961 roga n KoHBeHLMEN O NCUXOTPOMHbIX Bewectax 1971
roga;

(nn. "c" BBeaeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

T) MHboOpmauMAa O TOM, ABAAETCA JIM [AHHLIA JIEKAPCTBEHHbIV npenapaT pedepeHTHbIM
NeKapCTBEHHbIM NPenapaTom;

(nn. "r" BBegeH PeaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

y) cBefieHMA O nojaye 3asAB/AEHMA O BHECEHUMM U3MEHEHWA B AOKYMEHTbl, cogeprKalimeca B
PerncTpaumMoHHOM A0Cbe HA IEKAPCTBEHHbIV Npenapar;

(nn. "y" BBeaeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTIAOC: NpumeyaHue.

NHPopmauma O B3aMMO3aMEHAEMOCTM JIeKapCTBEHHbIX MpenapaToB Aaa  MeLULMHCKOro
NPUMEHEHNA NOANEKUT BKAOYEHUIO B FOCYAAPCTBEHHbINA pPeecTp NeKapCcTBEHHbIX cpeacTs ¢ 1 AHBapA
2018 roaa (PepepanbHblii 3aKoH OT 22.12.2014 N 429-d3).

) cBeAeHUA 0 B3aMMO3aMEHAEMOCTHM IeKapCTBEHHOIO NpenapaTa;
(nn. "¢" BBeaeH deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)
X) CPOK BBEAEHMA IeKapCTBEHHOro Npenapara B rpax4aHCcKknini 06opor;
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(nn. "x" eBepeH PeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

2) B OTHOWeEHUN GapMaLLEBTUYECKUX CYyDCTaHLMIA:

a) HaMmeHoBaHMe dapMaLleBTUUYECKOW CyBCTaHUMKU (MeXAyHapoAHOoe HenaTeHTOBaHHOe, WM
rPYyNnMpoBOYHOE, NN XMMUYECKOE Y TOProBoe HauMeHOBaHMA);

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

6) HaumeHoBaHWe M aapec npoussoauTens GpapmaleBTUYECcKol cybcTaHumu;

B) CPOK rogHoCcTN papmaLLeBTUUYECKOM cybCcTaHLmMK;

r) ycnosus xpaHeHus dpapmaLeBTUYecKolM cybCcTaHLmu;

A) Homep <¢dapmaKonelHoW cTaTbM WAW B CAyvyae ee OTCYTCTBUA HOMep HOPMaTUBHOM
OOKYMEeHTauMm iMbo HOPMATUBHOTO LOKYMEHTA;

e) Hannumne dpapmaLLeBTUUYECKOWM CybCTaHUMN B NepeyHe HaPKOTUYECKUX CPeACTB, MCUXOTPOMHbIX
BELLECTB M UX MPEKYPCOPOB, NOANEXaWmMX KOHTposto B Poccuiickon ®Pepepaunmn, B COOTBETCTBUM C
3aKoHogaTenoctBOM  Poccuiickon  depepaunun, MeKAyHApPoOAHbIMM  goroBopamu  Poccuinckoit
depepauum, B Tom yncie EAMHOM KOHBEHUMEN O HapKoTMYeCcKux cpeacteax 1961 roga n KoHseHumen o
NCUXOTPOMHbIX Bewecteax 1971 ropa.

(nn. "e" BBepeH ®eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

2. ®apmaueBTnyeckan cybcTaHumMA, NponsBeaeHHas ANA peannsaummn, MoXKeT OblTb BKIOYEHA B
rocyfapCTBEHHbIA PEEecTp /IEKAapCTBEHHbIX CPEACTB HA OCHOBAHWM 3aABNEHMA pa3paboTynKka uau
npousBoAUTENA JIeKAPCTBEHHOrO cpeacTBa /MO0 YNOJHOMOYEHHOrO MMM HOPUAMYECKOro nua npu
YC/IOBUM NpOBEAEHMA B OTHOWEHUW Takon dapmaLeBTUYECKOW CybCTaHLMKM 3KCNepTU3bl KayecTBa
dbapmaLeBTMYECKOM cybCcTaHUMKM B NopsAgKe, YCTaHOBNEHHOM cTaTbel 34 Hactoswero ®epepasibHOro
3aKOHa. B oTHoweHWM dapmaueBTUYEeCKMX CcybCTaHUMIA, NPOM3BEAEHHbIX AAs peannsaumun, B
rocyf,apcTBEHHOM peecTpe NeKapCTBEHHbIX CPeACTB COAEPHKUTCA Caeaytowan MHpopmauma:

1) HaumeHoBaHMe ¢dapmMaLeBTUYECKOM cybCcTaHuMM (MmexayHapoAHOoe HenaTeHTOBaHHOEe, WM
rpynnMpoBOYHOE, NN XMMUYECKOE M TOProBoe HanMeHOBaHUA);

2) HaumeHoBaHWe U agpec NnpounsBoanTens papmaLeBTUYECKolM CybCTaHLMK;

3) cpok rogHocTM dapmMaLLeBTUYECKOM CybCTaHLuK;

4) ycnosua xpaHeHua papmaueBTUYecKkon cybctaHuuuy;

5) Homep d¢apmaKoneliHon cTaTbM AM6O B cayyae ee OTCYTCTBMA HOMEpP HOPMATUBHOM
OOKYMEHTALMKN AU HOPMATUBHOTO O,0KYMEHTA;

6) Hannume dbapmaLeBTUYECKOW cybCTaHUMM B NepeyHe HapKOTUYECKUX CPencTB, NMCUXOTPOMHbIX
BELLECTB U UX MPEKYPCOPOB, noanexkawmx KoHTposnto B Poccuiickon Pepepauunum, B COOTBETCTBUM C
3aKoHogaTenbcTBoM  Poccuiickon  ®depgepaunu, MeKAyHApoAHbIMM  AoroBopamu  Poccuinckoit
depepauum, B Tom uncie EAMHON KOHBEHUMEN O HapKoTMYecKux cpeacteax 1961 roga u KoHBeHumnen o
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKAtouYeHUs dapmaueBTUYECKOM CyOCTaHUMM B rOCYAapPCTBEHHbIN PeecTp SIeKapCTBEHHbIX
CpeacTs, AaTa BHECEHUS UBMEHEHUI B AOKYMEHTbI dapmaLeBTUYecKon cybcTaHumMmM, AaTa UCKIOYeHUs
dbapmaLeBTMYECKOW CybCTaHLMMN U3 rOCYAapPCTBEHHOMO peecTpa IEKAapPCTBEHHbIX CPeaCTB.

(4acTb 2 B peq. deaepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. NMopAagoK BeaeHMA rocygapCTBEHHOTO pPeecTpa /NIEKAPCTBEHHbIX CPeACTB ANA MeAULMHCKOro
NPMMEHEHUA U MNOPALOK BeAEHUA T[OCYyAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX Cpeacts  AnA
BETEPMHAPHOIO MPUMEHEHUA YTBEPMKOAIOTCA COOTBETCTBYHOWMM YMNOAHOMOYEHHbIM deaepanbHbim
OpraHOM UCMONHUTENBHOWN BNACTU.

Ctatba 34. BKAtoUYeHMe B rocyAapCTBEHHbIA PeecTp /IeKapCTBEHHbIX CPEACTB U UCKAIOYEHME U3
rocyAapCTBEHHOrO PeecTpa /IeKapcTBEHHbIX CpeacTB papmaLeBTUYECKol cybCcTaHLMM, Npon3BeaeHHOoM
AN peannsaunm
(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. OnAa BKAYeHUA dapMauLeBTUYECKON CcybcTaHuMKM, Npou3BedeHHOW Ana peanvsaumu, B
rocyAapCTBEHHbI PeecTp NeKapCTBEHHbIX CPEACTB, NPOBOANTCA SKCNepTU3a ee KayecTsa.
(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. JKCnepTU3a KayecTBa yKa3aHHOM B YacTh 1 HacToAlel cTaTbM papMaLLeBTUYECKON cybCcTaHL MMy,
COCTaB/IEHNE KOMMUCCMEN SKCMEPTOB 3aKNHOUEHMIA MO pe3yibTaTam 3TOW 3KCNepPTU3bl U UX HanpaBieHue B
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YNONHOMOYEHHbIN  deaepancHblit OpraH WCAOMHUTENBHOM BAACTM OCYLLECTBAAIOTCA B CPOK, He
NMPeBbIWAOWMIA  WeCcTUaecATM paboumx gHern Cco [AHA MNOJYYEHUS IKCMEPTHbIM  yuypexgeHuem
COOTBETCTBYIOLLErO 3afaHWsA YNoJHOMOYEHHOro ¢enepasbHOro opraHa WCNOSHUTENbHOW BNAcTU M
cneayowmx 4OKYMEHTOB:

1) Konua NWMUEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB WAW KOMWUA 3aK/YeHMA O
COOTBETCTBMM NPOU3BOAMTENS NIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBuA  Hag/erkallen
NpPOW3BOACTBEHHOM NPAKTUKK, BblAaHHbIE YNOJHOMOYEHHbIM dpeaepasbHbiM OpraHoM UCMONHUTENbHOM
BNACTWU, B C/y4Yae, ecin MNPOM3BOACTBO JIEKAPCTBEHHOro npenaparta ocyllecTsnserca B Poccuitckoi
depepauuy;

2) KOnusA BblAAHHOM YMNOJHOMOYEHHbIM OPraHOM CTpPaHbl MPOM3BOAUTENA JINLEH3UU Ha
Npou3BOACTBO JIEKAPCTBEHHOIO CPEACTBA M ee NepeBo/ Ha PYCCKUIA A3bIK, 3aBEePEHHbIE B YCTAHOB/IEHHOM
nopagKe, N KONUA 3aKOYEHNA O COOTBETCTBUMN NPOU3BOAUTENA NIEKAPCTBEHHbIX CPEACTB TPeboBaHUAM
npaBu Haaneskallei NPOW3BOACTBEHHOM MPAKTUKK, BbIAAHHOTO YMOJHOMOYEHHbIM deaepanbHbIM
OpPraHOM WCNOMHWUTENbHOW BAacTW, B C/lyyae, e€CAn MPOM3BOACTBO /IEKAPCTBEHHONO CpeacTBa
ocyuiecTBasieTca 3a npegenamm Poccuinckoit egepaumu;

3) [OKYMEHT, coaeprKalyuii cnegylolme ceeaeHns o papmaleBTUYECcKolr cybcTaHLmMu:

a) HaumeHoBaHUe papmaLeBTUYECKOM CybCTaHLMM, ee CTPYKTypa, obiue CBOICTBa;

6) HauMeHOBaHWe W afpec NPOU3BOAUNTENS;

B) TEXHONOMMA NPOM3BOACTBA C OMMCAaHUEM CTaAMIM NMPOU3BOLACTBA M METOLOB KOHTPOJIA HA BCEX
CTaguAX NPOU3BOACTBA;

r) onucaHue paspaboTKM Npouecca NPOU3BOACTBA;

[) onucaHve KOHTPOAA KPWUTUYECKMX CTaguii npouecca NpOM3BOACTBA M NPOMENKYTOYHOM
NPoAYyKUMH;

€) AOKYMeHTalbHOe NOATBEPKAEHME (BanmaaLma) NpoL,eccos U (MAn) nx oLeHKa;

) CBOWCTBA U CTPYKTYpa AENCTBYIOLWMX BELLECTB;

3) XxapaKTepucTMKa npumecei;

n) cneundmrkauma Ha papmaueBTUYECKYHO CyOCTaHLMIO U ee 060CHOBaHME;

K) aHaNUTUYEeCcKMe MEeTOAMKW, WCMOoNb3yemMble MPW  OCYLLECTBJEHUN KOHTPOAA KayecTBa
dbapmaLeBTUYECKOM CybCcTaHLMW;

N) [OKYMEHTaNbHOE NoATeepKAeHue (BaMAaLma) aHaIMTUYECKUX METOAMK, UCMOIb3YEMbIX MpuU
OCYLLECTBAEHWNN KOHTPOIA KavecTBa papmaL,eBTUYECKOM cybcTaHLmu;

M) pe3ynbTaTbl aHann3a cepuit GapmaL,eBTUYECKOW CybCcTaHUMK;

H) NepeyeHb CTaHAAPTHLIX 06Pa3L,0B AN BELLECTB, MCNO/b3YEMbIX NPU OCYLLECTBIEHUM KOHTPOASA
KayecTBa;

0) ONMCaHNE XapPaKTEPUCTUK U CBOMCTB YNAKOBOYHbIX MAaTEPMANOB M YKYNOPOUHbIX CPEACTB;

n) AaHHblE 0 cTabubHOCTM hapmaLeBTUYECKOM CybCTaHUMK;

p) CPOK rogHOCTY.

(4acTb 2 B peq. depepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pea. 13.07.2015))

3. [Ona npoBeaeHMA 3KCNEPTM3bl KayecTBa YKa3aHHOM B 4YacTM 1 HacToAWweWn cTaTbu
dapmaueBTMyeckon cybcTaHLMM 3aaBUTENb NPeacTaBAdeT B YNONHOMOYEHHbI denepanbHbl opraH
WCNONHUTENbHOM BNACTU:

1) 3asBneHME O BK/IIOYEHWUM B TOCYLAPCTBEHHbLIN PEECTp NEeKAPCTBEHHbIX CPEACTB AAHHOM
dbapmaLeBTMYECKOM CybCTaHUMW;

2) KonuAa LOKYMEeHTa, NoATBepP KAaloLWero ynnaTy rocyfapcTBEHHON MOLW/IMHBI 33 BKAOYEHME B
rocyapCTBEHHbIN peecTp /IeKAPCTBEHHbIX cpeacTs GapmaLeBTUYECKON CybCTaHLMKU, NPOM3BELEHHOM
AnAa  peanuvsaumun, AnM60 No COBCTBEHHOM WHWUMATMBE YKA3aHHbIA OOKYMeHT. B cayyae ero
HenpeACTaBAEHUA 3asBUTENIEM YMOJHOMOYEHHbI ¢denepanbHbli OpraH WCNOJHUTENbHOM BAAcTU
nposepseT GaKT ynaaTbl rocyLapcTBEHHON NOLW/NHBI 3aABUTENIEM C UCMNOJIb30BaHNEM MHPOpMaLnKN 06
ynnaTe rocyfapcTBEHHOM NOLWNHDI, coaepKalleica B NocyaapcTBeHHOM MHPOPMALMOHHON cnucteme o
rocy4apCTBEHHbIX MU MYHUUMNANAbHbIX NAaTexax, Ha OCHOBaHUM MPeACTaBNEHHOW 3asABUTENEM KOMWUK
AOKYMEHTa, NoATBEPKAAIOLLErO YNAATy rocyAapCTBEHHOM MOLW/IMHbI;

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

3) [OKYMEHTbI, YKa3aHHble B YacTU 2 HAcTOsALLEN CTaTby;
(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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4) 3asBfieHMe O Bblgaye paspelleHus Ha BBO3 B Poccuiickylo Pepepaumio KOHKPETHOM napTuu
He3aperncTpMpoBaAHHOIO JIEKAPCTBEHHOTO CPEeACTBA, NPeAHa3HAa4YeHHOro A4 NpoBeAeHUA yKa3aHHOM
3KCnepTm3bl.

(n. 4 BBepeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

4. B TedyeHne gecatn paboumx gHen co AHA NPUHATUS 3aABAEHUA O BKIOYEHUM YKa3aHHOM B 4acTu
1 HacTosiwel crtatbM dapmaueBTMYECKOM CybCTaHUMW B TOCYAAPCTBEHHbLINM PEEecTp JIeKapPCTBEHHbIX
CPeACTB U [AOKYMEHTOB, MEPEUYMCNEHHbIX B 4YactTu 1 M nNyHKTe 2 4acTm 3 HacToswel craTby,
YNONHOMOYEHHbIN deaepanbHbIi OpraH UCMOJIHUTE/IbHOM BAACTMU:

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) npoBoOAMT NPOBEPKY MOJIHOTbI U AOCTOBEPHOCTU AAHHbIX, COAEPKALMXCA B NPeaCcTaBAeHHbIX
3aABUTENIEM AOKYMEHTAX;

(B peq,. PepgepanbHOro 3akoHa ot 25.11.2013 N 317-93)

2) NpUHUMAET pelleHWe O HamnpaB/ieHMM B JKCMEPTHOE yypexkaeHue 3afaHus Ha nposBegeHue
3KCNepTM3bl KayecTBa yKasaHHOM B YacTu 1 HacTosAwel cTaTbM dpapmaueBTUdeckoi cybctaHunm nam ob
OTKa3e B TAKOM Hanpas/ieHny;

3) yBe4OMANAET B 31IEKTPOHHOMN UM NMUCbMEHHON hOopMe 3aABUTENA O NMPUHATOM pPeLleHnn Uan B
C/ly4ae 0TKa3a C YKa3aHMeM NPUYMH TaKoro oTKasa.

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cny4yae BbISIBAEHWS HEAOCTOBEPHOCTU CBEAEHUN, COAeprKalumMxca B NpeacTaBleHHbIX
3anABUTE/IEM MaTepuanax, ynoaHOMOYEHHbIN deaepasnbHblii OpraH UCNOJIHUTENBHOM BAACTM HanpaeaseT
3anABUTE/N0 3anpoc 06 YTOYHEHMM YKas3aHHbIX CBeAeHW. [aHHbIA 3anpoc moxeT 6bITb nepegaH
YNO/IHOMOYEHHOMY NpeacTaBUTeNt0 3asaBUTENA JIMYHO MOoA PACMUCKY, HanpasaeH No MoyTe 3aKasHbiM
NUCbMOM WM NepesaH B 3/IEKTPOHHOW dopme Mo TeIeKOMMYHMKALMOHHbIM KaHanam cBasu. B caydyae
HanpaB/ieHWA AAHHOrO 3aMnpoca Mo MoYTe 3aKa3HbIM NMUCbMOM OH CYUTAETCA NMOYYEHHbIM MO UCTEYEHUU
LWeCTH AHeW ¢ AaTbl HanpaB/JEHMA 3aKa3HOro NMCbMa.

(4acTb 4.1 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 25.11.2013 N 317-93)

4.2. 3anButenb 06A3aH NpeacTaBUTb OTBET Ha 3anNpoC YNOJHOMOYEHHOro ¢deaepanbHOro opraHa
WUCNOSIHUTENIbHOM BNACcTU B CPOK, He MPEBbIWAOWMA AeBAHOCTA paboymx AHel co AHS MnosayyvyeHun
AaHHoro 3anpoca. CpoK, YKasaHHbIA B 4YacTM 4 HacTosiwen cTaTbM, NPUOCTAHAB/IMBAETCA CO AHA
HanpaB/ieHMA 3a8BMTEIO 3aNpPoca YNoJIHOMOYEHHOro desiepanbHOro opraHa UCNOIHUTENBHOM BAAcTK A0
OHS MONYYEHUS UM OTBETA Ha AAHHbIN 3aNpoC U HE YYUTbIBAETCS NPU UCYUC/IEHUMN CPOKa 3KCNepTm3bl
KauyectBa dapmaueBTUYecKon cybCcTaHuMKU, HEeUcnonb3yemon npu MPOU3BOACTBE JIEKAPCTBEHHbIX
npenapartos.

(4acTb 4.2 BBeaeHa PeaepanbHbiMm 3aKkoHOM oT 25.11.2013 N 317-93)

5. OcHoBaHWeM AN OTKa3a B HaNpaB/IEHUW B 3KCNEPTHOE yupexkaeHue 3afaHuns Ha npoBegeHune
3KCnepTm3bl KaYecTBa YKasaHHOM B YacTu 1 HacToAwwel cTaTbM dapmaueBTUYecKkon cybcTaHumm sBnseTcs
HenpeacTaB/ieHne AOKYMEHTOB, YKa3aHHbIX B 4YacTWM 2 HacTosweMl cTaTbM, OTCYTCTBME MHbOpMauuM,
noartsepXaatouwenn ¢akT ynnaTbl rocyaapCTBEHHOW MOLWAMHBLI 33 BKAOYEeHME dapmaleBTUYECKOM
cybcTaHUMKM, NPOM3BEAEHHON AN peannsaummn, B rocyAapCTBEHHbIN PeecTp /SIeKapCTBEHHbIX CPEACTB,
HenpeacTaB/ieHUe 3afaBUTE/IEM B YCTAHOBJIEHHbIM CPOK OTBETA Ha YKasaHHbIN B yacTu 4.1 HacToAleln
CTaTbW 3anpoc yNnosHOMOYeHHOoro ¢peaepanbHOro opraHa UCMOIHUTENIbHOM BNaCcTU UM NpeacTaBaeHune
OOKYMEHTOB, HE coAepKaluux ncyepnbiBatoLwero nepeyHa HeobxoanumMbix cBeAeHUN.

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

6. B TeuyeHme naTHaguaTM paboymx AHEN CO AHA MOJIYYEeHUA PeleHUs YNoNAHOMOYEHHOrO
denepanbHOro opraHa UCNOHUTENLHOW BAACTU O HanpaBAEHUN B SKCNEPTHOE yuypexkaeHne 3aaHunA Ha
npoBefleHNE 3KCMepTU3bl KayecTBa YKasaHHOW B 4YacTu 1 HacToAwen craTbn dapmaueBTUYeCcKOoM
cybcTaHUMM 3a8BMTE/b NPEACTABASAET B SKCNEPTHOE yYpeXkKaeHne ANA NPoBeAeHMA AaHHOM 3KcnepTusbl
06pasupl papmaueBTUYECKOM CybCcTaHLMKN B KONNYECTBe, HEOBXoAMMOM AN BOCNPON3BEeAEHNA METOA0B
KOHTPO/IA KayecTBa. DKCNEPTHOE yUpeXKaeHune Npu nony4eHMmn ob6pasLoB yKka3aHHOM B YacTu 1 HacToAleln
cTaTb hapmaLeBTMYECKOW CyBCTaHLUMM BblAaeT 3aABUTEN0 AOKYMEHT, NOATBEpPKAAoWMA NoayvyeHme
3Tnx 06pa3LoB, U B CPOK, HE MPEBbLIALWNN Tpex pabouynx AHeln, yBeAOMANSAET B 3/IEKTPOHHOW MM
nUcbmeHHol dopme 06 3TOM YNONHOMOYEHHbI deaepanbHbii OpraH UCNOAHUTENIbHOM BAacTU. ITU
CPOKM He BKAHYAIOTCA B CPOK NpoBeAeHMA AaHHOWN 3KCNepTUsbl.

(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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7. LOoKyMeHTbl, MOCTYNUBLUME B IKCMEPTHOE yYpeXKAeHMe ANA NPOBELEHMA IKCMEPTU3bl KAYecTBa
YKasaHHOM B 4actM 1 Hactoawen cratbM dapmaueBTMYECKOM cybcTaHuuM, noasnexkaT BO3BpaTy B
YNONHOMOYEHHbIN deaepasibHbliA OpraH UCNOIHUTE/IbHOM BAACTU OAHOBPEMEHHO C 3aK/IOYEHUAMM MO
pesynbTaTaM NPOBeAEHHON 3KCNepPTU3bI.

8. B cpoK, He npesbllWwalowWmin Natn pabounmx AHeN co AHA MONYYEHUS 3aK/IOYEHUA KOMMUCCUM
3KCNepToB MO pes3y/nbTaTaM 3KCNepTM3bl KayecTBa YKasaHHOM B 4acTM 1 HacToAwel cTaTbu
dapmaueBTUYECKOM cybCcTaHLUMK, YNONHOMOYEHHbIN deaepasibHbli OpraH UCMOJIHUTE/IbHOM BAACTMU:

1) ocywecTBaneT OLEHKY TaKoro 3aKnl4YeHus Oas onpefeneHus ero COOTBeTCTBMA 3a4aHUI0 Ha
nposeaeHne AaHHOM 3KCNePTU3bI;

2) NPUHMMAET peLLeHne O BKIIOYEHMM YKa3aHHOW B YacTK 1 HacTosALel cTaTbun papmaL.eBTUYeCcKon
cybCcTaHUMM B FOCYAAPCTBEHHbIM PeecTp NeKapCTBEHHbIX CPeacTB WM pelleHMe 06 OTKase B TaKoOM
BK/IlOYEHUW;

3) BHOCUT NPW NPUHATUN PELIEHMA O BK/IOYEHMM YKa3aHHOM B 4YacTM 1 HacToAwein cTaTbu
dbapmaLeBTUYECKOW cybCTaHUMM B rOoCy4apCTBEHHbIM PeecTp NeKapCTBEHHbIX CPEACTB NPeAyCMOTPEHHYO
NyHKTOM 2 yactu 1 ctatbum 33 HacToAwero PeaepasbHOro 3akoHa MHPopmaLmio U yBeaomaaeT 0b sTom B
3NEKTPOHHOMN AN NUCbMEHHOIN popMme 3asBUTENS.

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

9. OcHoBaHMEeM pgns OTKa3a BO BK/IKOYEHMWM YKa3aHHOM B 4acTM 1 HacToAlel cTaTbu
dbapmaLeBTMYECKOM cybCTaHL MM B rOCYAapCTBEHHbIN PeecTp IeKaPCTBEHHbIX CPeACTB ABASETCA pelleHmne
COOTBETCTBYIOLLETO YNOJHOMOYEHHOrO ¢eaepanbHOro opraHa WMCMOMHUTENbHOW BAACTM O TOM, YTO
KayecTBo papMaLLeBTUYECKOW CyOCTaHLMM HE NOATBEPKAEHO MOYYEHHBIMU AaHHBIMM.,

(4actb 9 BBeaeHa PegepanbHbim 3aKoHOM OT 22.10.2014 N 313-93)

10. He ponycKaeTcs BK/AKOYEHWE B FOCYAAPCTBEHHbIN PeecTp /SIeKapCTBEHHbIX CPeacTB OZLHOM
dapmaLeBTMYECKOMN cybCTaHUMM, NPOM3BEAEHHON AN peannsaLmm 1 BbiMyCKaeMoOW OOHUM U TEM Ke
npoussoauTenem, B Buge AByx U 6onee peecTpoBbIX 3aNuUCEN.

(4acTb 10 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

11. BHeceHMe U3MeHeHU’ B AOKYMEHTbI Ha dapMaLeBTUYECKYO CyOCTaHLMIO, NPOU3BeAEeHHYO ANA
peanusaumm 1 BKAKOYEHHYIO B FOCYAapPCTBEHHbIA pPeecTp NeKapCcTBEHHbIX CPeACTB, OCYLLEeCTBAAETCA B
nopsaKe, ycraHoBneHHom cTaTbAMM 30 w31 HacToawero PenepanbHOro 3akoHa, C ynnaToM
rocyA,apcTBEHHOM NOLW/IMHbI, NpeayCcMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuiickolt deaepaumm o Hanorax
n cbopax.

(4acTb 11 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12. lonyckaeTca obpaleHme papmaleBTUYEeCKMX CybCcTaHLMM, Npon3BeAeHHbIX 418 peannsaumm,
B TEYEHMEe CTa BOCbMWAECATU AHEW A0 W Nocae NPUHATMA YNOJHOMOYEHHbIM deaepasibHbIM OpraHom
WUCNONIHUTENIbHON BNAaCTU PeeHns O BHECEHUM W3MEHEHWM B AOKYMEeHTbl Ha ¢dapmaleBTUYECKYIO
cybCTaHUMIO, NPOM3BEAEHHYIO [ANA pPeanusauuMM W BKAKOYEHHYI B TOCYAAPCTBEHHbIA peecTp
NIeKapCTBEHHbIX CPeacTB.

(4acTb 12 BBeaeHa ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

13. PeweHne 06 WCKAOYEHMM W3 TOCYAAPCTBEHHOIO pPeecTpa /IeKapCTBEHHbIX CPeacTs
dbapmaLeBTMYECKOW CybCTaHUMKM, NPOU3BEAEHHON ANA peanu3aunmn, NPUHUMAETCA YNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOAHUTENBHOM BIACTK B C/yYae:

1) npeacrtaBneHMA  COOTBETCTBYHOLIMM  YNOJHOMOYEHHbIM  deaepanbHbIM  OpraHoOMm
WUCNONIHUTENIbHOM BNACTU 3aK/IOYEHUA O PUCKE UAN 06 Yrpose KU3HU UK 340pOBbIO YenoBeKka mMbo
XMBOTHOIO NPW NCNONb30BAHMUM IEKAPCTBEHHOIO CPeACTBa;

2) nogaun pas3paboOTYMKOM JIEKAPCTBEHHOrO CpeacTBa MM NPOM3BOAMTENIEM JIEKAPCTBEHHOTO
cpencrtea M60 YNOSHOMOYEHHBIM UMUK APYTUM HOPUONYECKUM INLOM 33aB/IEHUA 06 UCKAOYEHUM U3
rocyapcTBEHHOIO peecTpa NeKapCTBEeHHbIX cpeacTB ¢papmaleBTUYeCcKolM cybCcTaHuMn, NPpou3BeaeHHON
ONA peannsaumm;

3) oTcyTcTBMA PpapmaueBTUYECKOM cybcTaHU MK, Npou3BeAEHHON ANA peannsaumm, B obpalleHnn B
Poccuiickoit ®epepaummn B TedeHUe Tpex U bosee nert.

(4acTb 13 BBeaeHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

CraTtbsa 35. Ytpatuna cuny c 1 utona 2015 roaa. - PegepanbHblit 3aKoH oT 22.12.2014 N 429-P3.
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Cratba 36. O6)xanosaHue peweHna o6 OTKase B Bblgaye paspelieHMA Ha npoBeseHue
KAMHWYECKOTOo MUCCNenoBaHWA NIEKapCTBEHHOrO MpenapaTa, peweHus o6 OTKase B rocyAapcTBEHHOMN
perucTpaumm 1ekapcTBEHHOro npenapaTa, 3aKAYeHUA KOMUCCUN SKCNEPTOB SKCNEPTHOMO YUYpexaeHns
W/IX 3aKNHOYEHMA COBETA NO 3TUKE

(B peq,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-3)

PelleHre COOTBETCTBYIOLLErO YMNOJAHOMOYEHHOro deaepasbHOro opraHa UCMONHUTENIbHON BAACTM
06 OTKase B BblAaye paspelleHMA Ha MPOBeAeHMEe KAMHUYECKOro MCCenoBaHMA NeKapCTBEHHOro
npenaparta, pelleHMe YyKasaHHoro d¢eaepasbHOro opraHa WCNOMHUTE/NbHOW BaacTM 06 OTKase B
rocy4apCTBEHHON perncTpaumm eKapcTBEHHOro npenaparta, 3aK/aloYeHMe KOMMCCUM  SKCMepToB
3KCMEPTHOro yYpeXKAeHUA WM 3aK/loYeHMe CoBeTa NO 3TUKE MOXeT 6biTb 06)KanoBaHO B MOpPAKe,
YCTaHOB/IEHHOM 3aKoHOAaTeNbCTBOM Poccuitckoit Pegepaummn. 3aKkaoueHne sKkcnepta, opopmIeHHOE Nno
MTOraM  3KCMepTM3bl B  LEAAX OnpeaesieHns  B3aMMO3aMEHAEMOCTM  3apPerncTpMpoBaHHOro
NeKapCTBEHHOro  npenaparta, MOMXeT ObiTb  06)anosBaHo AepaTenem WAM  BAagefibLuem
PerucTpaumoHHOro yA0CTOBEPEHUA /IEKAaPCTBEHHOMO MpenapaTta B KOMMUCCUMIO SKCMNEPTOB 3KCMepPTHOro
yupemaeHus. 3akaoueHme KOMUCCUM SKCNEPTOB SKCMEPTHOrO yupeskaeHus, odopmMaeHHoe No utoram
nepecmoTpa 06XanoBaHHOIO 3aKIOYEHUA 3KCMepTa, MOXeT OblTb OCMOPEHO AeprKaTesiemM WAn
BAaAe/bLLEeM PErnCTPaLMOHHOrO YA0CTOBEPEHUA IeKapCcTBEHHOro npenaparta AMbo ynosHOMOYEHHbIM
MMM JIMLOM B TMOPAAKE, YCTaHOB/JIEHHOM 3aKoHOAaTenbctBoMm Poccuitckonn depepaunn. MNpu
063KafoBaHUM  pelleHns  YNoJIHOMOYEeHHOro ¢eaepanbHOro OpraHa MCMOAHUTENbHOW  BAACTH,
3aK/II0YEHMA IKCMEPTa UM KOMMUCCUM SKCMNEPTOB 3KCNEPTHOrO YUPEXRAEHMSA, 3aK/TH0UYEHUA COBETa MO 3TUKE
AepxKaTeNb WAM BRagenel, PerucTpaumoHHOro YAOCTOBEPEHWMA NeKapCTBeHHOro npenapata vMbo
YMNOJIHOMOYEHHOE MMM INLLO BNpase NpeacTaBuTb Pe3y/ibTaTbl SKCNEPTU3bl IEKaPCTBEHHOrO NpenapaTa,
MPOTOKO/Ibl  MOJIYYEHHbIX aKKPeAMTOBAaHHbIMM  MCMbITaTe/ibHbIMKU  flabopaTopusammn  (LeHTpamm)
pe3ybTaToB UCCAeA0BaHWUIA, UCTIbITAHWUNA.

Cratba 37. WHbopmaumaA, CBSA3aHHAA C OCYLLECTBJAEHMEM TOCYZLapCTBEHHOW perncrpaumm
NIeKapCTBEHHbIX MpenapaTtoB, MHGOPMaUMA O 3aperncTPMpPOBAHHbLIX JIEKAPCTBEHHbIX NpenapaTtax W
NIeKapCTBEHHbIX NpenapaTtax, MCK/YEHHbIX U3 roCcy4apCTBEHHOIO PEecTpa eKapPCTBEHHbIX CPeaCTB

1. CooTBETCTBYIOLLMI YNIONHOMOYEHHbIN defepanbHbli OpraH UCNONHUTENBHOW BACTM pasmeLlaeT
Ha cBoeM oduuManbHOM caiTe B ceTn "UMHTepHeT" MHPOpPMaUMIo, CBA3AHHYIO C OCYLLECTB/IEHUEM
rocyf,apCTBEHHOM perncTpaumy NekapcTBeHHbIX MPenapaTos, B TOM YuC/ie NPOBeAeHUEM 3KCNEePTU3bI
NNeKapCTBEHHbIX CPEACTB (BKNtOYan pesy/ibTaTbl ee NpoBeAeHus), MHOOPMALMIO O 3aPerMcTPUPOBaHHbIX
NNeKapCTBEHHbIX NPenapaTax v IieKapcTBEHHbIX NPenapaTax, UCKAOUYEHHbIX U3 FOCYAapCTBEHHOTO peecTpa
NEeKapCTBEHHbLIX CPEeACTB, He no3gHee 4Yem 4epes nNATb pPaboumx p[He Cco AHA  NOJyYyeHus
COOTBETCTBYIOWMM YNOJHOMOYEHHbIM defepanbHbIM OPraHoOM UCNONHUTENbHOW BAACTU 3anBNEHMA O
rocyAapCTBEHHOM perncTpaummn NekapcTBEHHOro Npenapara.

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

2. CpoOKM WM nopAgoK pPasMeLLeHMs yKasaHHOW B 4yacTM 1 HacToswein cTtatbl MHOpMauUn
YCTaHaBAMBAlOTCA YNONHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOAHUTENbHOM BnacTu. MHbopmaums,
YKasaHHas B 4YacTu 1 HacToAwei cTaTbW, ABNAETCA OTKPLITOW M 0bLLeAoCTynHOM M NpeaocTaBaseTca
3aMHTEepPeCcOBaHHbIM IMLLAM B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickoin Peaepaumm.

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

Fnasa 7. KNIMHUYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPENAPATOB AN1Aa MEAULUMHCKOIo NnPUMEHEHUA, AOIrOBOP
OB UX NMPOBEAEHNU, MPABA NALUUEHTOB, YYACTBYIOLLUX
B 9TUX UCCNNEAOBAHUAX

Cratba 38. KauHuMueckne wuccnepoBaHuA NNEKapPCTBEHHbLIX MNpenapatos 414 MeaAUUUHCKOro
npnmeHeHunA
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1. KnMHunyeckue nccnenoBaHnsa NeKapCTBEHHbIX NPENapaToB A8 MeAULMHCKOTO NPUMEHEHMA, B
TOM YUCNEe MeXAYHapoaHble MHOIOLLEHTPOBbIE, MHOMOLLEHTPOBbIE, MOCTPENMCTPALLMOHHbIE, MPOBOAATCA
B OAHOM WMAWM HECKOJbKUX MEAMUMHCKUX OpraHM3aLuMAx B COOTBETCTBMM C MpaBUAaMM HaaaexKallein
KNAMHWYECKOM NPAKTUKK, YTBEPKAEHHBIMU YNONHOMOYEHHBbIM deaepasibHbiM OPraHOM UCNONHUTENIbHON
B/1TACTU, COOTBETCTBEHHO B CEAYHOWMX LENAX:

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) yctaHOB/IeHMe 6e30MacHOCTU IeKapPCTBEHHbIX NPenapaToBs 418 340P0BbIX 4,006p0BO/IbLEB U (M1K)
nepeHocMMOCTM WX  340pOBbIMM  A0OPOBOSbLLAMM, 33  WCKAKOYEHWEM TaKMX MCCAeLOBAHWMM
JIeKapCTBEHHbIX NPenapaTos, NPou3BeAeHHbIX 3a npeaenamm Poccuinckoit depepaumu;

2) noabop onTMMasbHbIX 403MPOBOK JIEKAPCTBEHHOTO NpenapaTa M Kypca 1e4eHnn 414 naumMeHToB
C onpegeneHHblM 3aboseBaHMEM, ONTUMAbHBIX 403 U CXEM BaKUMHAUMM MMMYHOBMONOrMYECKMMM
JIeKapCcTBEHHbIMM NpenapaTamm 340Pp0BbIX 406pPOBONLLEB;

3) ycTaHOB/IeHMe 6e30MacHOCTM IeKapCTBEHHOTO NpenapaTta u ero a¢p$eKTUBHOCTN 414 NaUNEHTOB
C onpeaeneHHbiM 3aboneBaHnem, nNpoduUNaKTUYECKOW IOGDEKTUBHOCTM UMMYHOBMONOTMYECKUX
JIeKapCTBEHHbIX NPenapaToB A4/19 340P0BbIX 406POBO/bLEB;

4) U3yyeHue BO3MOXKHOCTU pacLUMpPEHUNs NOKasaHWU 414 MeAULMHCKOTo NPUMEHEHUA U BbiABAEHUA
paHee HEN3BECTHbIX MOBOYHbIX AENCTBUIA 3aperncTPUPOBAHHbIX JIEKAPCTBEHHbIX NPenapaTos.

2. B oOTHOWEHWM BOCNPOM3IBEAEHHDbIX JIEKAPCTBEHHbIX MPEenapaTtoB Aaa MeAULMHCKOro
NPUMEHEHNA  NPOBOAATCA  UCCNeAOoBaHUA  BUOSKBUBANEHTHOCTM UM (MAKM)  TepaneBTUYECKOM
S3KBMBANEHTHOCTM B MOPsAKEe, YCTAaHOBAEHHOM  YMNOJHOMOYEHHbIM  deaepanbHbiM  OpPraHom
WCNONIHUTEIbHOM BNACTM.

3. OpraHusaumio NpoBeAeHUA KAMHUYECKUX WCCNenoBaHWM NIeKapCTBEHHOro npenapata And
MeAMNLMHCKOro NPMMEHEHUA BNpaBe OCyLLEeCTBAATD:

1) pa3paboTumK NeKapcTBEHHOTO Npenaparta Uan ynoJIHOMOYEHHOE UM JIULLO;

2) obpasoBaTenbHble OpraHW3auuMn Bbicliero obpa3oBaHUA, OpraHM3aLMWU AOMOJHUTENbHOMO
npodeccnoHanbHoro obpasoBaHus;

(n. 2 B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4yHO-UCCNeAOBaTE/IbCKME OpraHMU3aLMMN.

4. KnnHW4yeckne wmccnefoBaHUA NEKAPCTBEHHOro npenapata gnd MeguUMHCKOTo MNpUMEHEHUs
NPOBOAATCA HAa OCHOBAHUM pa3peLleHMA Ha NPoBeAEeHNE KAMHUYECKOTO UCCeA0BaHNA NEKAPCTBEHHOMO
npenaparta, BblAAHHOIMO YMNOAHOMOYEHHbIM defepasibHbIM OpPraHOM WCMOAHUTENBLHOW  BAACTW.
YnonHoMOoUY€eHHbIV deaepasbHbI OpraH UCNOIHUTENbHOM B1ACTU BEAET PeecTp BblAaHHbIX paspeLleHni
Ha NpoBeAeHUE KIMHUYECKMX UCC/IeA0BaHNI IeKapCTBEHHOIO NpenapaTa, CoAeprKallMii yKasaHue Ha nx
Lenb AN Lenn, B yCTaHOBAEHHOM STUM OPraHOM NopPALKe.

(8 pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-®3, o1 13.07.2015 N 241-93)

5. Ytpatun cuny ¢ 1 nonsa 2015 roga. - PeaepanbHbiii 3aKoH o1 22.12.2014 N 429-93.

6. K opraHusaumm npoBeaeHMA KAMHUYECKMX MCCNeAOoBaHWIA NeKapCTBEHHOro npenapaTta Ana
MeAMUMHCKOTO MNPUMEHEHUA Pa3paboTuMKOM JIEKApCTBEHHOroO rMpenapata MOryT MnpuBAEKaTbCA
lopuanyeckne nvua nwbol  opraHM3auMOHHO-NPaBoBOM GOpMbl  MNpU  ycaoBMM  obecneyeHus
COOTBETCTBUSA 3TUX UCCNea0BaHUN TpeboBaHUAM HacToawero ®eaepanbHOro 3akoHa.

7. KAanHn4yeckne mccnefoBaHUA NIEKAPCTBEHHbIX MPenapaToB ANA MeAULMHCKOTo MpUMeEHeHUA
NPOBOAATCA B MEAMLMHCKUX OPraHM3aumax, akKpeaAUTOBaAHHbIX YMNOJHOMOYEHHbIM deaepanbHbim
OpraHOM WCMNONHWUTENIbHOW BAACTM B MOpPsAAKe, YyCTaHOBAeHHOM [lpaBuTenbctBom PoccuincKom
depepaunm.

8. TlepeyeHb MEAVUMHCKUX OpraHu3auui, MWMeWmMXx MpaBo MNPOBOAUTb  KAMHUYECKUE
MccnenoBaHMA NEKAPCTBEHHbIX MPenapaTtoB ANA MeAMUMHCKOrOo MPUMEHEHUA, U pPeecTp BblAaHHbIX
paspelweHnin  Ha NpPOBEAEHME  KIMHMYECKMX  MUCCAeAO0BaHWIA  NeKapCTBEHHbIX  MpenapaToBs
onyb6/IMKOBbLIBAIOTCA U Pa3MeLLaloTCa YNoJIHOMOYEHHbIM deaepasibHbiM OPraHOM WCMOHUTENbHOM
B/1ACTU B YCTAHOB/IEHHOM MM NopsiAaKe Ha cBoeM obuLMANIbHOM caiTe B ceTn "UHTepHeT".

CraTbAa 39. PeweHne o nposeaeHnn KAIMHNYECKOro nccnenoBaHmA N1eKapCTtBeHHOro npenaparta ana
MmegununHCKoro npnumeHeHunA

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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1. KnnHuyeckoe uccnegoBaHWe NEKapCTBEHHOro npenapaTta Aasa MeguUMHCKOro NpUMeHeHus
NnpoBOAMTCA Ha OCHOBaHUM paspeLleHMs Ha NpoBeseHne KIIMHUYECKOrO UCC1e0BaHUA 1eKAapPCTBEHHOTO
npenaparta, BblAAHHOIO YMOJHOMOYEHHbIM denepanbHbIM OPraHOM WCMOJIHUTENIbHOW BAACTM MO
pesynbTaTaM 3KCNepTusbl AOKYMEHTOB, HEOBXOAUMbBIX A1A MOJlyYeHUA paspelleHus Ha nposedeHue
KJMHUYECKOro UCC/IeA,0BaHNSA IEKAPCTBEHHOIO NpenapaTta U 3TUYECKOoM SKCNepTM3bI.

2. Ons nonyyeHus paspelleHMa Ha NpPoBeAeHMEe KIMHUYECKOro UCCNeA0BaHMA JIEKapCTBEHHOTO
npenapata Ans  MegMUMHCKOTO NPUMEHEHUs 3asaBUTEeNb MpeacTaBaAseT B YNOJHOMOYEHHbI
denepanbHblii OpraH UCNOJIHUTE/IbHOM B1aCTU:

1) 3asBneHMe O Bblgaye paspeleHns Ha npoBeAeHue KAMHWYECKOro  MCcC/iefoBaHus
JleKapCTBEHHOro npenapara 418 MegUUUHCKOTo NPUMEHEHUS;

2) KONMUKW AO0KYMEHTOB, NOATBEPXKAAIOWMX YNAaTy rocyAapCTBEHHOW MOLWJIMHBLI 32 NPOBeAEeHMe
3TUYECKOW 3KCMEPTU3bl, IKCNEepTU3bl AOKYMEHTOB Ha JIEKapCTBEHHbIM npenapaT AA8 NoAydYeHus
paspeleHna Ha npoBedeHWe KAMHWYECKOro WCCNefoBaHWA  JIeKApCTBEHHOrO npenapata  gas
MeANUMHCKOrO NMPUMEHEHMUS, 3a Bblgady paspeweHus Ha NpoBeAeHME KAMHUYECKOro Mcc/iefoBaHus
JleKapCTBEHHOro nNpenapara 418 MeANUMHCKOro NPUMEHEHUS, 3a NMPOBEAEHME SKCMEPTH3bl LOKYMEHTOB
Ha JIeKapCTBEHHbI npenapat Aaa MOAyYEeHUs paspelleHMs Ha NPOoBEAEHME MEeXAyHapoaHOoro
MHOTOLLEHTPOBOrO K/JIMHMYECKOrO WCC/NeA0BaHUA NIeKApCTBEHHOrO npenapata gas MeauLUHCKOro
NPUMEHEHUs, 3a Bbl4ayy pPaspelweHna Ha NpoBeAeHWE MENKAYHAPOAHOr0 MHOMOLEHTPOBOrO
KNMHUYECKOro WCCNefoBaHUA NEeKapCTBEHHOro npenapata Aasa MeAMUMHCKOro MNpUMeHeHus, 3a
npoBeLeHNE 3TUYECKOM 3SKCMepTU3bl, IKCNEepTM3bl AOKYMEHTOB HA JIEKAapCTBEHHbIM npenapaTr Anas
noslyyeHmna paspelleHns Ha npoBeAeHue NOoCTPErncTPaLMOHHOIO KAMHMYECKOro UccnenoBaHus
JIeKapCTBEHHOro nNpenapaTta 419 MeaAULMHCKOro NPUMEHEHUS, 33 Bbl4ady paspelleHma Ha npoBeaeHune
NOCTPErncTpaLMoHHOro KAMHMYECKOrO MCC/ea0BaHUA IEKAaPCTBEHHOMO npenapaTta aasa MeguunMHCKOro
NPUMEHEHUS, NN NO COOCTBEHHOM MHMLMATUBE YKasaHHble AOKYMEHTbl. B ciyyae HenpeacTaBaeHus
3aABUTE/IEM YKa3aHHbIX AOKYMEHTOB YNOJHOMOYEHHbIN dpeaepanbHblii OpraH UCNONHUTENIbHOM BACTU
nposepsAeT ¢GaKT ynaaTbl rocyAapCTBEHHOM MOLW/IMHBI C MCNOJb30BaHWMEM MHbopmaunn ob ynnarte
rocy4apcTBEHHOM MOW/MHBLI, cogepKawenca B [ocyaapCTBeHHOM WHPOPMALMOHHOM cuUcTeMe O
rocyapcTBEHHbIX M MYHMUMNAbHbLIX NAaTe)KaX, Ha OCHOBAHWM NpeaCTaB/EHHbIX 3asBUTENEM KOMWUN
OOKYMEHTOB;

3) NPOTOKON K/JAMHMYECKOTO MCCNeAoBaHMA JIeKApPCTBEHHOrO npenapata Ana MeauUMHCKOro
NPUMEHEHUS;

4) bpowtopy Uccnegosartens;

5) MHPOPMaALMOHHBIN NUCTOK NALMEHTa;

6) cBepeHuns ob onbiTe paboTbl UcciegoBaTeNel MO COOTBETCTBYIOWMM CNEUUanbHOCTAM U KX
onbiTe paboTbl NO NPOBEAEHMUIO KNIMHUYECKUX UCCea0BaHWNA;

7) cBeseHMs O MEAMUMHCKMX OpraHusauMax, B KOTOPbIX MNpeAano/siaraerca npoBegeHue
KNMHUYECKOro UccneoBaHMUA IEKAapCTBEHHOMO npenapaTa ANs MeAULMHCKOro NnpumMmeHeHua (noaHoe u
COKpalleHHOe HauMeHOBaHWs, OpraHM3auuoHHO-NpaBoBas ¢opmMa, MECTO HAXOMAEHUA U MecTo
OCYLLECTBNEHUA AeATenbHOCTU, TenedoH, Tenedakc, afpec 3N1eKTPOHHOM NOYTbl KaxKaA0n MegUUMHCKOM
opraHusauuu);

8) cBegeHMa 0O npegnonaraemblX CPOKax MpPOBeAEHMA  KIMHUYECKOro uccnenoBaHus
JIeKapCTBEHHOrO Npenaparta A1 MeAnLUHCKOro NPUMEHEHUS;

9) Konuto gorosopa 06a3aTeNIbHOro CTPaxXxoBaHUSA, 3aK/OYEHHOro B COOTBETCTBMM C TUMOBbLIMMU
npaBunamm o0653aTe/IbHOr0 CTPaxoBaHWA, C YKa3aHMeM npeaenbHOM UYMCNEHHOCTU NaLUWMEHTOB,
YYaCTBYIOWMX B KAMHUYECKOM WCCNeAO0BaHUW JIeKAapPCTBEHHOrO npenapaTta Aas MeAuUMHCKOro
NPUMEHEHUS;

10) MHpopMaLMIO O COCTaBe IeKapPCTBEHHOTO Npenaparta A1a MeAULUHCKOro NPUMeHeHUs;

11) AOKYMEHT, COCTaBNAEHHbIN NPON3BOAUTENEM NIEKAPCTBEHHOrO Npenaparta Ana MeauuMHCKOro
NPUMEHEHNs M coAepXKalMii NoKasaTenn (XapaKTepUCTUKM), a TaKKe CBeAeHMA O /IeKapCTBEHHOM
npenapate An8 MeAULUUHCKOrO MNPUMEHEHUA, MPOU3BEAEHHOM [ANA MNPOBeAeHUA KAUHUYECKUX
nccneaoBaHui;

12) Konuio NNUEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB B CAyyae, eciv Npou3BOACTBO
JleKapCcTBEHHOro npenaparta ocyulectensetcs B Poccuiickon Pepepaumnu, UAM KOMUIO 3aKIOYEHMA O
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COOTBETCTBUM MNPOU3BOAMTENA NEKAPCTBEHHOrO npenapata TpeboBaHMAM NpPaBUA  HagNerKallen
NPOW3BOACTBEHHON MPAKTUKK, BbILAHHOIO KOMMETEHTHbIM YMNOJIHOMOYEHHbIM OPraHOM CTPaHbI
npou3BoanTENA NEKAPCTBEHHOrO Npenapara.

3. B cpoK, He npesblwatowmii AT pabounx AHEN CO AHA NPUHATUA YKA3aHHOMO B NyHKTe 1 4actun 2
HACTOALLEN CTaTbM 3aABNEHUA U HEOBXOAMMBIX SOKYMEHTOB, YNOJHOMOYEHHbIM denepanbHblii OpraH
WUCNONHUTENIbHOM BNACTMU:

1) npoBOAUT NPOBEPKY NOJHOTbI U AOCTOBEPHOCTU CBEAEHWNN, COAEPIKALLMXCA B NPeaCcTaBAeHHbIX
3aABUTENIEM AOKYMEHTAX;

2) NPUHUMAET peLleHre O NPOBEAEHMM IKCNEPTU3bI OKYMEHTOB A/1A NONYyYeHUs paspeLlleHns Ha
npoBeseHNe KNIMHNUYECKOFO NCCNe0BaHNA NEKAPCTBEHHOMO NpenapaTa A1 MeguLMHCKOro NpUMeHeHNs
M 3TUYECKOW 3KCNepTUsbl UAK 06 OTKase B NPOBELEHWUN YKAa3aHHbIX SKCMEPTUS;

3) yBegomnAeT B 3/IEKTPOHHOW GopmMe MM Ha BymaxKHOM HocUTese 3asaBUTENS O MPUHATOM
peLleHnm Mbo B ciydae NPUHATUA pelleHMA 06 OTKase TaKKe C YKasaHUeM NPUYMH TaKoro 0TKasa;

4) noarotaBAMBaeT W HanpaBAsieT B JKCNEpPTHOE Y4YperkAeHUe M COBET Mo 3TMKe 3agaHue Ha
npoBeLeHNE COOTBETCTBYIOLLMX SKCMEPTUS.

4. B cny4yae BbIABNEHUA HEMOJIHOTbI U (MAK) HEAO0CTOBEPHOCTM MHPOPMALMK, COAEepIKalleinca B
npeacTaB/ieHHbIX 3asBUTENIEM OKYMEHTaX, YNOJHOMOYEHHbIW denepasibHblii OpraH UCNONHUTEIbHON
BNACTM HaNpaBAsAeT 3asaBUTENIO 3aNpPocC 06 YyTOYHEHUM yKa3aHHOW MHPopMmaLMK. [laHHbIA 3aNpoC MOXKeT
6bITb NepesaH yNoJHOMOYEHHOMY NPEACTAaBUTEIO 3aABUTENA JIMYHO NOA, PACNUCKY, HanpaB/ieH No noyte
3aKasHbIM MUCbMOM MW NepenaH B 31IEKTPOHHOM dopMe MO TeNEKOMMYHUKALMOHHBIM KaHafaM CBA3M.
B cnyyae HanpaBieHWA AaHHOro 3anpoca Mo NoyTe 3aKa3HbIM MUCbMOM OH CYMTAETCA NOAYYEHHBIM MO
WCTEYEHWN LIEeCTU AHEeN C AaTbl HanpaBieHWA 3aKa3HOro NUcbMa. 3anaBuTenb 06s3aH NpeacTaBUTb OTBET
Ha 3anpocC yNosHOMOYeHHOro peepasibHOro opraHa UCNOIHUTE/IbHOM BNIACTW B CPOK, HE NPEeBbILAOLLNIA
[eBAHOCTA paboumx AHel co AHA ero nosydyeHua. Cpok, yKasaHHbIA B 4acTM 3 HacCTOALEN CTaTby,
NPMOCTaHaBAMBAETCA CO AHA HAMpaB/JeHMA 3aABMTE/N0 3anpoca YNOAHOMOYEHHOro d¢eaepanbHOro
opraHa UCNONHUTENbHOM BAACTU A0 AHA NONYYEHUA UM COOTBETCTBYHOLLENO OTBETA U HE YYUTbIBAETCA NPU
WUCYUCNEHUM CPOKA MPUHATUA YNOJHOMOYEHHbIM ¢deaepanbHbIM OPraHOM WMCMOAHUTENbHOM BAACTU
peleHna O NpOBEeAEHUN 3SKCMepTM3bl AOKYMEHTOB [A/A MOAYYEHUA paspelleHna Ha NpoBefeHue
KAMHUYECKOro UCCNe0BaHUA NEKAPCTBEHHOTO NpenapaTa 418 MegULUHCKOro NPUMEHEHUA.

5. OcHoBaHMEM [15 OTKasa B NPOBEAEHUMN SKCNEPTU3bl AOKYMEHTOB A/1A NOAYYEHUA paspeLleHmns
Ha NpoBeAeHWEe KJAMHWYECKOrO MWCCNef0BaHUA NEeKapCTBEHHOrO npenapaTta gaa MeAUUMHCKOro
NPUMEHEHMA W 3TUYECKOM 3KCMEPTU3bl ABNAETCA MNpPeAcTaBNeHUe [AOKYMEHTOB, NpeayCMOTPEHHbIX
YacTblo 2 HaCTOsALLElM CTaTbW, B HEMOAHOM 0b6bemMe, HenpeacTaBNeHWNE 3aABUTENIEM B YCTaHOB/IEHHbI M
CPOK OTBETa Ha YKa3aHHbIM B 4aCTM 4 HAaCTOALLEN CTaTbM 3aMPOC YNOJAHOMOYEHHOro desepasbHOro opraHa
WCNONHUTENbHOW BNACTM NGO OTCYTCTBME B NMPEACTaBAEHHbIX AOKYMEHTAX MCUYEPNbIBAOLLEr0 NepeyHs
Heobxoanmolr UHbopMauumn nam MHbopmMaLmmM, KoTopas AO/MKHA ObiTb OTPA’KeHa B HUX, a TaKkKe
oTcyTCcTBME UHDOPMaUUK, NOATBEPKAAOWEN GaKT ynnaTel rOCYyAapCTBEHHON NOLWAWHLI 33 NPOBeAeHME
3TUYECKOM 3KCMEepPTM3bl, 3SKCMNepTM3bl AOKYMEHTOB HA JIEKAapPCTBEHHbIM MpenapaT AAA NOoJay4YeHus
paspeleHna Ha nNpoBefeHWe KAMHUYECKOrOo WCCNefoBaHWA /IEKAPCTBEHHOrO npenapata g
MEANUMHCKOTO MPUMEHEHUSA, 3@ Bblgady paspelleHMs Ha NpoBefeHMEe KAMHWYECKOrO UCCNen0BaHUSA
NleKapCTBEHHOro NpenapaTta 418 MeaNUMHCKOro NpMMEHEHUS, 3a NPOBEAEHME IKCMEPTU3bl LOKYMEHTOB
Ha JIEKapCTBEHHbIA MNpenapat A1a MOAYYEeHUs paspelleHMs Ha NPOBEAEHME MEeXAYHapoAHOro
MHOTOLLEHTPOBOMO KAMHWYECKOrO WCCNEeA0BAaHUA JIEKAPCTBEHHOro Mpenapata Aada MeaMLUMHCKOro
NPUMEHEHMA, 33 Bblgauyy pPaspelleHna Ha NpoBeAEeHUE MEXAYHAPOAHOINO0 MHOFOLLEHTPOBOroO
KAMHUYECKOTO MCCNef0BaHUA JIEKApPCTBEHHOrO npenapata Ans MeAMUMHCKOro MpUMeHeHus, 3a
npoBeAeHNe 3TUYECKOM 3KCMEPTM3bl, SKCNEPTU3bl AOKYMEHTOB Ha /IeKApPCTBEHHbIM nNpenapat Ans
nosiydeHua paspelleHna Ha NpoBefeHWe MOCTPErUCTPALMOHHOIO KAMHUYECKOTO UCCNen0BaHUS
NleKapCTBEHHOro npenapaTa 418 MegULMHCKOro NPUMEHEHMS, 3a BblAavy paspeLleHnsa Ha NpoBeaeHue
NMOCTPErUCTPALMOHHOIO KAMHUYECKOTO UCCNeA0BAaHMA JIEKAaPCTBEHHOMO npenapaTta ANa MeaULMHCKOro
NpPUMeHeHus.

6. lpoBeaeHVe 3KCNEPTU3bl [OKYMEHTOB AJ/1A MNOAYYEHUs paspelleHnsa Ha MpoBeaeHue
KAMHUYECKOro UCCNeoBaHMNA NEKAPCTBEHHOIO NpenapaTa 418 MegULMHCKOrO MPUMEHEHMA U STUYECKOM
3KCMEePTU3bl, COCTABEHNE KOMUCCUEN SKCNEPTOB U COBETOM MO 3TUKE 3aK/OYEHWNI O BO3MOXKHOCTU UK
HEBO3MOYHOCTU NPOBEAEHMA TAKOIO KAMHUYECKOIrO UCCIef0BaHUA U HamnpaBieHUe 3TUX 3aKJ0YEHUN B
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YNONIHOMOYEHHbIN  deaepanbHblit OpraH MCMONHUTENIbHOM BAACTU  OCYLLECTBAAKOTCA B CPOK, He
NPeBbIWAWNA TpuaLaTn pabounx gHel Co AHA MNOAYYEHMA IKCMEPTHbIM y4YpexaeHMem 3afaHuA
YNONHOMOYEHHOTO defepanbHOr0 OpraHa MCMNOAHUTENIbHOM BAACTU C MPUIOYKEHUMEM [AOKYMEHTOB,
YKasaHHbIX B NyHKTax 3, 4, 10 u 11 yactM 2 HacToAleN cTaTbM, U COBETOM MO 3TUKE 3aAaHuA
YNO/IHOMOYEHHOTO defepanbHOro OpraHa MCNOAHUTENbHON BAACTU C MPUIOKEHMEM [OKYMEHTOB,
YKa3aHHbIX B NyHKTax 3 - 6, 8 1 9 4acTu 2 HACTOALLEN CTATbM.

7. B CpoK, He npeBbIWaoWMi NATU pabounx gHen co gHA NONYYEHUS 3aKNOYEHWUM, YKA3aHHbIX B
yacTu 6 HacTosLWEeM cTaTbM, YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCMONHUTE/IbHOW BNACTU:

1) ocywecTBAAET OLEHKY MNOCTYMMBLUMX 3aK/IIOYEHMI O4/1A ONpeeneHnn UX COOTBETCTBMA 3a4aHUAM
Ha NpoBeAEHNE COOTBETCTBYHOLLMX IKCNEPTU3;

2) NpUHUMAaET pelleHne O Bblgaye paspelleHUs Ha NpoBefeHUe KAMHUYECKOro MCCiefoBaHusA
JIeKapCTBEHHOrO MpenapaTta Aaa MeAMUMHCKOro NpumeHeHus uam ob oTKase B Bblgaye YKa3aHHOro
paspelueHus;

3) BblgaeT pa3peLleHme Ha NpoBeaeHne KMHUYECKOro NCCnefoBaHmA IeKapCTBEHHOIO Npenapara
AN MeAUUMHCKOrO NPUMEHEHMA WM pelleHMe 06 OTKase B Bblgaye YKa3aHHOro paspelleHua ¢
yKasaHMeM NpUYKMH OTKasa.

8. OcHOBaHMeEM /18 OTKa3a B Bblgaye paspelleHnn Ha NpoBeseHne KAMHUYECKOro UccnenoBaHums
JIeKapCTBEHHOrO Npenapara Aas8 MeAULUHCKOTO MPUMEHEHMA ABNAETCA HAaMYMeE 3aKNH0UYEHUA KOMUCCUM
S3KCMEepTOB W/IM 3aKAOYEeHMA coBeTa MO 3TUKE O HEBO3MOXHOCTM MNPOBEAEHUA KANMHUYECKOro
MCCNenoBaHMA NEeKApPCTBEHHOrO npenapata Aaa MeAULMHCKOrO MNPUMEHEHMA Mo  pe3yabTaTam
NpPoBeAEHHbIX IKCNEPTM3, MPeLyCMOTPEHHbIX YacTbio 6 HACTOALEN CTaTbMW.

9. PeweHne o6 oTKase B NPOBEAEHUWN IKCMEPTM3bl JOKYMEHTOB A1 NOAYYEeHUs paspelleHusa Ha
nposegeHne KAMHUYECKOro UCCNeL0BaHMA IEKAPCTBEHHOTO NpenapaTta A1 MeANLMHCKOrO MPUMEHEHUA
M 3TUYECKOM 3KCMEepPTU3bl M B Bblgaye paspelleHMA Ha NpoBefeHME KAMHUYECKOro MUccienoBaHus
JIeKapCTBEHHOro npenapaTta AAa MeAMUMHCKOro MPUMEHEHMA MOXKeT ObiTb 00:KafoBaHO B MOpsAKe,
YCTaHOBAEHHOM 3aKOHOZaTebcTBOM Poccuiickon Pegepauymu.

CraTba 39.1. OTHUecKana aKkcnepTnsa
(eBepeHa depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

1. 3TUyecKas aKkcnepTM3a NPOBOANTCA COBETOM MO 3TUKE, CO34aHHbIM B NOPAAKE, YCTAHOBNEHHOM
YNOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOIHUTE/IbHOM BNACTK, B LLEASAX BblAauyM 3aKaoueHua ob
3TUYeCKo 060CHOBAHHOCTN BO3MOXKHOCTU NPOBEAEHUS KIMHMUYECKOTO UCCNeA0BaHMA NeKapCTBEHHOro
npenapara 4na meauuUMHCKOro NpUMeHeHUs.

2. dKcrnepTamu COBETA MO 3TUKE MOTYT ObITb NPeaCcTaBUTENN MEeAUUMHCKMX OPraHU3aLMi, Hay4HbIX
opraHusaumii, obpasoBaTesibHbiIX OpraHMsauuMin Bbicliero ob6pa3oBaHMA, a TaKXe npeacTaBUTeENU
06LWEeCcTBEHHbIX OpraHM3auUuii, PENIMIMO3HbIX OpraHM3aunii n cpeacTs maccoBoi nHdopmauuu. JaHHble
3KcnepTbl He AO0J/IKHbl HaxoAMTbCA B KaKOM-IMOO 3aBUCMMOCTM OT pPa3paboTUMKOB /SIEKAPCTBEHHbIX
npenapaTos M APYr1x ML, 3aMHTEPECOBaHHbIX B Pe3y/ibTaTaxX 3STUYECKOM 3KCNepTm3bI.

3. Onnata ycAyr 3KCNepTOB cCOBeTa MO 3TUKE OCYLLECTBASETCA HA OCHOBAaHWM [0roBopa,
3aK/IIOYEHHOro MeXKAay YNOoJHOMOYEHHbIM peaepanbHbIM OPraHOM UCMONHUTENBHOW BAACTU, KOTOPbIM
CO30aH COBeT MO 3TUKe, U 3KCMepTOM COBETa MO 3TUKe, 3a CYEeT OoAKEeTHbIX acCUrHOBaHUN,
npPeaycMOTPEHHbIX YNOAHOMOYEHHOMY deaepanbHOMY OpraHy WCNONHUTENbHOW BAACTW, KOTOPbIM
Cco34aH CoBeT No 3TuKe, B pedepanbHOM BloarKeTe Ha COOTBETCTBYHOLWMM roa Ha obecrnevyeHue ero
OeATeNbHOCTU, B pa3Mepax, yCTaHOBNeHHbIX MpaBuTenbctBom Poccuiickon deaepauymu.

4. 3KcnepTbl coBeTa MO 3TUKE HEeCyT OTBETCTBEHHOCTb B COOTBETCTBMW C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaumnu.

5. CocTtaB coBeTa Mo 3TMKe, NoJIoXKeHMe 06 3Tom coBeTe, NOPSAAOK ero AesTeNlbHOCTU, TpeboBaHuA
K KBaiMdMKaLMmM 1 ONbITY PaboTbl NO 3KCMEPTHOM OLEHKE Hay4YHbIX, MeAULIMHCKUX U STUYECKUX aCNeKToB
KAMHUYECKUX MCCNeA0BaHMI  JIEKAapPCTBEHHbIX MpenapaToB A4 MeAMUMHCKOrO MNPUMEHEHUS,
npeabABASEeMble K 3KCNepTam COBeTa NO 3TUKe, MOPAMAOK OpraHu3aumnm U NpoBeAeHUs STUYECKOM
3KcnepTmsbl, Gopma 3aKNoYeHMA COBETa MO 3TUKE YCTaHaBAMBAKOTCA YNO/NHOMOYEHHbIM deaepasibHbIM
OpraHoM WCMNONIHUTENbHOW BAacTU. Yncno npeacraBuTeneit MeAMUMHCKUX OpraHU3auuii He MOoXKeT
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NpeBbIWaTb NOJIOBMHY OT 06LLEro YMCaa SIKCMEPTOB COBETA MO 3TUKE.

6. MHPopmauma o cocTaBe coBeTa MO 3TUKEe, MAaHax ero paboTbl M Tekylwen AeaTenbHOCTU
pasmewaetca Ha odpuUMANbHOM caliTe YNoJHOMOYEHHOro deaepasibHOro opraHa MCMNOJIHUTE/IbHOM
BfacTn B ceT "MHTepHeT" B yCTAaHOBAEHHOM MM MOPSALKE.

Cratba 40. [lpoBegeHue KAMHUYECKOTO WCCNeA0BaHUA NEKAPCTBEHHOro npenapata A4na
MmegununHCKoro npumeHeHunA

1. PykoBoAUTE/Ib MEAULIMHCKOM OpraHu3aumm, Kotopas NpPOBOAWUT KIMHMYECKOE UccaeaoBaHue
JIEKAapCTBEHHOro npenapaTta A8  MeAMUMHCKOrO MPUMEHEHUs, Ha3Ha4yaeT ucc/ieaoBaTesns,
OTBETCTBEHHOrO 3a MPOBEAEHME TAKOro MCCAef0BaHMA U MMelowero sedyebHylo chneumanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KAMHUYECKOMY WCCNEA0BaHUIO JIEKAPCTBEHHOrO npenapaTta, co
CTaxkem paboTbl MO NPOrpaMmMaM KJAMHUYECKUX UCCAEAO0BAHUIA NEKAPCTBEHHbIX NPenapaToB He MeHee
Yem TPM rofa 1 No ero NPeaN0OKEHNIO Ha3HaYaeT conccaeLoBaTeNnen U3 Yncaa Bpaveit STon meanLMHCKon
opraHusaumm.

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

2. UccnepoBaTenb OCyLLecTBAsSieT BblOOp NaUMEHTOB, KOTOpble NO MEAMUMHCKMM MNOKasaHMAM
MOryT 6bITb NPUBAEYEHDbl K Yy4acTUIO B KJIMHUYECKOM WUCCNen0BaHUKN IeKAapPCTBEHHOMO npenapata anas
MeAMULMNHCKOro NPUMEHEHMA.

3. WccnepoBaTenb M coucciefoBaTeNIM  AO/MKHbl  OblTb  O3HAKOMJIEHbI C  pesynbTaTaMu
OOKNMHUYECKOro  MCClefoBaHUA  NEeKAapCTBEHHOro  CPeacTBa, coAepkawmmuca B bpowtope
nccnenoBartesisi, MPOEKTOM MPOTOKO/IA KAMHUYECKOro UCCeAO0BaHMA IeKapCTBEHHOro npenaparta ana
MeAMULMHCKOro NpuMeHeHus, pa3paboTaHHbIM pa3paboTyMKOM SIeKapCTBEHHOMO NpenapaTta Uin UHbIM
OPUANYECKUM JINLOM, MPUBJEKAEMbIM K OpraHM3auMu MPOBEAEHUS KAMHUYECKOro uccnenoBaHuA
NIeKapCTBEHHOro npenapata Aaa MeAWMUMHCKOrO NPUMEHEHWs, U APYyrMMUM MaTepuanamu TaKoro
nccnefoBaHUs.

3.1. PykoBoAnTENb MEAULIMHCKON OpraHM3aLmMn B CPOK, He NpeBbIaoLWni Tpex pabounx gHe co
OHSA Hayana NpoBeAeHUs KAMHMYECKOro UCCnea0BaHMA NeKapCcTBEHHOro npenaparta 444 MeanuUMHCKoro
npumMeHeHus, coobliaeT o6 3Tom B YNOAHOMOYEHHbIN denepanbHbli OpraH MCNOSIHUTEIbHON BNACTH,
BblAaBLUNI pa3peLleHmne Ha NpoBeaeHMe TaKkoro uccaenoBaHms, No YCTaHOBAEHHOM UM dpopMme.

(4acTb 3.1 BBeaeHa PeaepanbHbim 3aKkoHOM 0T 29.11.2010 N 313-93)

4. OpraHusauun, OCYLLECTBASIIOWME OPraHM3aumnto MNpoBeAeHMA KIMHUYECKOro MCCnenoBaHuA
NIeKapCTBEHHOro npenapata Aaa MegUUMHCKOro MPMMEHEHMA U YyKasaHHble B 4actu 3 ctatbn 38
Hactoswero ®enepanbHOro 3akKoHa, B CAyyae HEOOXOAMMOCTM BHECEHUA WU3MEHEHWM B MPOTOKO
KNMHUYECKOro UccnenoBaHMA IEKapCTBEHHOMO NpenapaTta Aaa MeauUMHCKOro NpUMeHeHua coobwatoT
06 3TOM B YNO/IHOMOYEHHbIN peaepanbHblii opraH MCNONHUTENbHON BNACTW, BblAABLWWI pa3peLleHme Ha
npoBefeHNE TaKOro UCCe0BaHNSA, NO YCTaHOBEHHON UM dopme.

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. dopma COODOLIEHNS O BHECEHUN WM3MEHEHUA B MPOTOKON KAMHWYECKOro WCC/edoBaHUSA
NIeKapCTBEHHOro npenapata An8 MeAUUMHCKOrO NPUMEHEHMA [AONXHA codep)kaTb creaylowme
cBefleHus:

1) HaMmeHoBaHM1e, NAEHTUPUKALNOHHBIA HOMEP M AaTa NPOTOKO/1a KIMHMUYECKOTO UCCNeA0BaHuA;

2) nata BHeCEHUA U3MEHEHUI B NPOTOKOJ KIMHNUYECKOrO UCCIel0BaHNS;

3) HaMMeHOBaHME U MECTO HaXOXKAEHUA 3aABUTENS;

4) HaumeHOBaHMe opraHM3aumMu, NPUBIEYEHHON Pa3pPaboTYMKOM NeKapCTBEHHOro npenaparta K
OopraHusaumu NposBeaeHmaA KIMHUYECKOro nccnenoBaHus (Npy Haanumm);

5) HaMmeHOBaHUA M MeCTa HaxOXAEHUA MeAMUMHCKMX OpraHM3auuii, B KOTOPbIX NPOBOAMUTCS
KNUHUYECKOoe UCCNef0BaHME;

6) AaTa BblAauM paspellieHuUsa Ha MNpPoBefEeHME KIMHUYECKOro MUCCNeaoBaHMA M HOMEpP 3TOro
paspelueHus;

7) U3MeHeHUs, BHOCMMbIE B NPOTOKO KNIMHUYECKOIo Uccnea0BaHus.

(4acTb 4.1 BBeaeHa GeaepanbHbiMm 3aKkoHOM oT 11.10.2010 N 271-93)

5. B cpoK, He npesbllatowmi Tpuauati paboumx gHen co AHA NOJlyYeHUA YKasaHHOro B Yactu 4

HacToAWEeN CTaTbU COOBLIEHUA, YNOJIHOMOYEHHbIM deaepanbHblii OpraH WCMNOJIHUTENbHOW BNacTU
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paccmaTtpmBaeT 3TO coobueHne B YCTAaHOBJAEHHOM MM MOPALKE W MPUHUMAET pelleHUe O BHECEHUM
M3MEHEHWN B NPOTOKON KJIMHUYECKOrO NUCCNea0BaHMUA IEKAPCTBEHHOIO npenapaTta 4a1a MeauuMHCKOro
npuMeHeHns MaM ob OTKase BO BHECEHWUU TAKUX M3MeHeHW. Mpu PacCMOTPeHUM CcOoOobLLEeHUsA O
HEeobX0AMMOCTM BHECEHUS W3MEHEHWA B MPOTOKO/N KJAMHWYECKOro WMCCAefoBaHWA JIEKapCTBEHHOIO
npenapata gaa MeAMUMHCKOTO MPUMEHEHMA B LENAX OUEHKM OOOCHOBAHHOCTM npeasiaraemMbixX
WU3MEHEHWN M onpeaeneHus CTEeMNeHU pUcKa ANSA NauUMeHTOB, MPUHUMAIOWMX yYacTMe B KANMHUYECKUX
UCCNeaoBaHUAX, YNoJIHOMOYEHHbIM  deaepanbHbIM  OPraHOM  UCMOJIHUTENIbHOW  BACTU  MOTYT
NpPWBAEKaTbCA SKCNEepTbl COBETA MO 3TUKE.

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6. KnnHMueckoe uvccnenoBaHUe NEKAapCTBEHHOrO npenapaTa Aaa MeguUMHCKOro MpUMEeHeHus
MOXeT 6bITb NPWOCTAHOBIEHO WM MPEKPALLEHO, €C/IM B MpoLecce ero nposefeHus obHapyKeHa
ONacHOCTb A/1A XU3HW, 340P0BbA NaUMeHTOB. B clyyae BO3SHUKHOBEHUA ONACHOCTU AR XU3HU, 340P0BbSA
nauMeHTa, Y4YyacTBYIOLWErO B K/AMHWYECKOM WCCNeAOoBaHUM  /IeKapCTBEHHOro npenapata Ana
MeAMULMHCKOro NPUMEHEeHMUs, uccienosatenn ob6a3aHbl NPOMHPOPMUPOBATL 06 3TOM PYKOBOAUTENS
MEAMUMHCKON OpraHMsauuuM U OpraHusauuMio, MOJYYMBLUYIHO pPaspelleHMe  YNoJIHOMOYEHHOro
denepanbHOro opraHa WCNONHUTENbHOW BAACTM HA OpraHM3auuMio NPOBeAEeHUA  KIMHUYECKOTO
nccne0BaHUA 1EKaPCTBEHHOIO NpenapaTa. PelleHne 0 NPUOCTaHOBNEHUMN KIMHUYECKOTO UCCNea0BaHNA
JleKapCTBEHHOro NpenapaTa A1a MeAULMHCKOTo NPUMEHEHUA NPUHUMAIOT PYKOBOAMUTEb MEANLMHCKON
OpraHusaunm 1 (nu) opraHmsaLms, Noay4YMBLIAs paspeLleHne yroHOMOYeHHOro dpesepasibHOro opraHa
WCNONHUTENbHOM BNACTM HA OPraHU3aLMio NPOBeAEHUA KNIMHUYECKOTO UCCAeL0BaHUA N1eKAapPCTBEHHOTMO
npenapata Aaa MeAMUMHCKOrO MPUMEHEHMUA, pPelleHne O MpPeKpalleHMM TaKoro WUCCNenoBaHuA
NPUHUMAET YNOJIHOMOYEHHbIW deepasbHblii OpraH UCNONHUTENbHOM BAACTU Ha OCHOBaHMM coobLieHunA
B NUCbMeHHOU ¢Gopme pyKoBoOAUTENA MEAMLMHCKOM OpraHM3aumm WAM OpraHusaums, noayymslUan
paspelleHne YNnoAHOMOYEHHOro ¢deaepasbHOro OpraHa WMCMONHUTENbHOM BAACTM HA OpraHW3auuio
NpoBeAEeHNA  KAMHUYECKOTO  UCCNeA0BaHMA  JIEKApPCTBEHHOrO Npenapata  Anf  MegULMHCKOro
NPUMeHeHuUs.

7. B CpOK, He MpeBbllLAOWMIA NATU Pabounx AHEN CO AHA 3aBepLIeHUA, NPUOCTAHOBAEHUA UK
NPeKpaWeHns KAMHUYECKOr0 UCCNef0BaHUA NIeKApPCTBEHHOTO npenapata  AAA  MeAUUMHCKOro
npumeHeHus, coobleHne 06 3TOM HaMNpPaBAAETCA OPraHM3aUUAMM, YKasaHHbIMKW B YacTn 3 cTaTbk 38
HacTosAwero PeaepanbHOro 3aKoHa, B YNOJIHOMOYEHHbI deaepanbHbli OpraH UCNOSHUTENbHOM BNACTH
Mo yCTaHOBNIEHHOM UM dpopMe.

8. ®opma cooblLeHMA O 3aBeplIeHUM, MPUOCTAHOBAEHUU WUAM MPEKPALEHUU KAUHUYECKOTO
NCcCNea0BaHUA IEKAPCTBEHHOrO NpenapaTta g8 MeguUMHCKOTo NPUMEHEHMUA A0KHA COAEPKaTb:

1) uHbopmaLmo 0 MeULMHCKOM OpraHn3aumm UM MeguumnHCKUX OPraHn3aumnax, NpoBoAMBLLMX
AaHHOE UccnefoBaHue;

2) onucaHne AAaHHOrO UCCNeA0BaHWA;

3) paHHble uccneposatena (pamuama, UMa, oT4ecTBO, MecTo PaboTbl, 3aHMMAeMasn AO0MKHOCTb,
CNeumanbHOCTb, CTaXX paboTbl MO  MporpamMmmamM  KAMHWUYECKUX WUCCNeAOBAHWM  NIEKAaPCTBEHHbIX
npenapaToB, NepevyeHb KAMHWYECKUX WCCNeAOBaHWUIA NIEKAPCTBEHHbIX NPEMapaToB, B KOTOPbIX OH
NPUHUManN yyactme (Nnepuogbl y4acTus) B KAYeCTBE UCCe0BaTeNA MU cOMCCaea0BaTens);

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pe3ynbTaT JAHHOrO UCCef0BaHUA (3aBepLLEHNE, MPUOCTAaHOBNEHUE UM NPEKpPaLLEHME AAHHOTO
NCCNeA0BAHUSA C YKa3aHMEM UX NPUYMH U BIMAHUA HA OLEHKY ero pesynbTaToB, 06LLYIO OLLEHKY PUCKA U
OXWOAEeMON NoMb3bl OT MPUMEHEHUSA UCCAEAYEMOrO JIEKAapCTBEHHOro MpenapaTta, a TaKXKe
npeanonaraemole ganbHenwwmne AencTemsa).

8.1. Mpu BbiABAEHUM beaepanbHbIM OPraHOM WCNOJHUTENbHOM BNACTU, OCYLLECTBAAIOLMM
OYHKUMM MO KOHTPOJIO M Hagsopy B chepe 34paBOOXPAHEHUS, HAPYLUEHWI MpaBuA HagNerKallen
KAMHUYECKON MPaKTUKKU NPU NPOBEAEHUN KAMHUYECKOro MCCef0BaHUA NIEKApCTBEHHOrO npenapara,
BAMAIOWMX Ha NOAHOTY U (MNM) AOCTOBEPHOCTb AAHHOIO KAMHMYECKOTO MCCNef0BaHWUA, YKasaHHbIM
denepanbHbli OpraH UCNOJIHUTENBHOM BAACTU NPUOCTaHAB/MBAET NPOBEAEHME AAHHOMO KAMHUYECKOTO
NCCNea0BaHUS U BbIHOCUT MEAMLMHCKOM OpraHM3aumm, B KOTOPOM MPOBOAUTCA AaHHOE KAMHWUYecKoe
nuccnegoBaHue, npeanuMcaHne o6  YCTPaHEHWUWM  BbISIBIEHHbIX HapyweHui. [pu  HeycTpaHeHuu
MEAMUMHCKON OpraHmM3aumen BbISIBAEHHbIX HAPYLWEHWMMA B YCTAHOB/EHHbIM B NpPeAnucaHun CpokK
YyKasaHHbIi deaepanbHblit OpraH WMCMNONHUTENbHOW BAACTU MPUHMMAET peleHne O MpeKpalleHumn
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npoBeAeHNa KIMHUYECKOro UcCaeL0BaHMA NEKAapPCTBEHHOIO NpenapaTta U HanpasaseT B deaepasbHblli
OpraH WCNONHUTENbHOM BANACTM, OCYLECTBAAWMIA  GYHKUMM MO BblpaboTke W peanunsauumu
rocy4apCTBEHHOW NOMUTUKM U HOPMATMBHO-NPABOBOMY PEryiMpoBaHuio B chepe 34paBOOXPaHEHMUS,
3aK/IoYeHMe 0 BbIABNEHUN MPU NPOBEAEHUN JAaHHOTO KAMHUYECKOrO UCCIeA0BaHUA HAapYLWEHWI NpaBu
Haa/Nexallel KIMHUYECKOM NPAKTUKK A8 NPUHATUA peleHmsa 06 oTMeHe paspelleHus Ha OpraHM3aumio
npoBeAeHna AaHHOTO KIMHMYECKOro MCCNefoBaHMA C AaTbl MPUHATUS PELUeHUs O NPUOCTAHOB/IEHUM
npoBeAeHUa KIMHUYECKOro NCCeA0BaHMA 1EKapPCTBEHHOTo npenaparTa.

(4acTb 8.1 B pea. depepanbHoro 3akoHa ot 13.07.2015 N 241-93)

9. YNO/NHOMOYEHHbIN deaepanbHblit OpraH WCMNOJIHUTE/IbHOM BNactu  onyb6/MKOBbIBAET W
pasmew@etr Ha cBoem oduuMasbHOM caiTe B cetTu "UHTepHeT" coobuieHMe O 3aBeplleHuM,
NPWUOCTAaHOBIEHUN UAWN MPEKPALLEHMU KIMHUYECKOTO MUCCeA0BaHUA NeKapcTBEHHOro npenapaTta gns
MeANLMHCKOrO NPUMEHEHUA B CPOK, HE MPEeBbIWaoWMiA NATU paboynx gHEN Co AHA ero nosyyYeHus, B
YCTaHOB/IEHHOM MM MNOpALKe.

10. YnonHomoueHHbIl denepanbHbll OpraH MCNOAHUTENbHON BAACTU OCYLLECTBAAET BeAeHWe
peecTpa nccnegosaTesieit, NPoOBOAALMX UAN NPOBOAMBLUMX KIMHUYECKME UCCNeL,0BaHNA IEKAPCTBEHHbIX
npenapaTtoB AN MeANUMHCKOrO NPUMEHEHUS, B COOTBETCTBUU C YTBEPXKAEHHBIMU UM MpaBUAaMn U
pasmeLlLaeT ero Ha cBoem oduumanbHOM calite B ceTu "MHTepHeT" B YyCTAaHOB/AEHHOM MM MOpPAZLKe.
YKasaHHbIN peecTp coaepKnT MHGopMaLnto, NPeayCMOTPEHHYO MYHKTOM 3 4acTu 8 HAcToALWEN CTaTbMy.

11. OtyeT O pesynbTaTax KAMHUYECKOTO WCC/en0BaHUS JIeKAapCTBEHHOro npenapaTta And
MeAMULMHCKOro NPMMEHEeHMs COCTaBAAeTCA opraHusaLmeit, yKasaHHOM B YacTu 3 cTaTbM 38 HacToALLero
depepanbHOro 3aKoHa, Ha OCHOBAHWM 3aKNHOYEHUN MEAMUMHCKMX OpraHuMsauMii, NpoBOAMBLUMX 3TO
nccnefoBaHue, U NpeacTaBaseTcs B YNOJAHOMOYEHHbIM deaepanbHblit opraH UCMONHUTENIbHOM BAACTH,
BblAaBLUNI pa3pelleHme Ha NpPoBeeHME 3TOr0 UCCAeA0BaHUSA, B CPOK, HE NpeBbILIaoWMi TPeX MecsLLeB
CO AHA ero 3aBepleHus, MPUOCTAHOBNAEHUA WAW MpPeKpaleHusa, B NopsaKe, YCTaHOBAEHHOM
YNO/IHOMOYEHHbIM defepasibHbiM OpraHOM UCNONHUTEIbHOW BAACTMU.

12. HapyweHune npaBua HagaerKalleh KANHMYECKOW NPaKTUKKU, danbcuduKauma pesynbTaToB
KNMHUYECKOro UCCNeA0BaHUA IEKApPCTBEHHOMO npenapaTa Aaa MeauLMHCKOro NPUMEHEHMA BNEKYT 33
06011 OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickolt Pepepauum.

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

13. Mpu npoBeaeHMU KAMHMYECKOrO WCCNeAO0BaHWS JIeKApPCTBEHHOro npenapaTta And
MeAMLNHCKOro NpUMeHeHUs AonyckaeTca 3abop y nauueHToB buonormyecknx matepmanos (06pasubl
OMONOTMYECKUX KUOKOCTEWN, TKAHEW, CEKPeTOB W MNPOAYKTOB KU3HEAEATe/NIbHOCTU YeNOBEKa,
dU3MONOrNYECKUX U NATONOTMYECKMX BblAENEHUN, Ma3KOB, COCKOOOB, CMbIBOB, MWKPOOPraHM3MOB,
6MOoNCcUiiHbIA MaTepuan) 4nsa ux nsydeHua B Poccuiickon deaepaumm u (Mnm) 3a npegenamm Poccmninckoi
depepaunm.

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

14. Nopagok BBo3a B Poccuiickyto ®egepaumnio 1 BbiBo3a 3a npeaenbl Poccuitckon deaepaunm
6MONOrMYECKMX  MaTepuanoB, MOJIYYEHHbIX MNpUM  MPOBEAEHMU  KAMHUYECKOrO  UCCNenoBaHuA
NIeKapCTBEHHOrO npenapata An8 MeAMUMHCKOTO MPUMEHEHMUA, YyCTaHaBauBaeTcA [1paBUTENbCTBOM
Poccuiickon ®epepaumnu.

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

CraTbAa 41. Jorosop o nposeAeHUN KIMHUYECKOro UccneaoBaHuA IeKapCTBEHHOro npenaparta 4.a
MmegununHCKOro npumeHeHunA

1. KnnHnyeckoe wnccnegosaHue NNEKapCTBEHHOrNo npenaparta Ana mMmeguumnHCKOoro npummeHeHuA
nposoaunTCA B COOTBETCTBUUN C 4OrOBOPOM O npoBeaeHUN KIMHNYECKOIo nccaneaoBaHnUA N1eKapCcrBeHHOro
npenapata Ana mMegununHCKOro npumeHeHuA, 3aKn4vaembiM mexay OpFaHM3aLI,MEl71, I'IO!'IV‘-IVIBU.IGVI
pa3pewieHne ynosHOMOYEHHOro d)ep,epaanoro OpraHa WUCNONHUTENIbHOM BAACTU Ha opraHunsauuio
nposeaeHMA Takoro nMccnegosaHuAa, U Me,EI,MLI,MHCKOﬁ opraHmsaumeﬁ, OCVUJ,eCTB}'IFHOLLI,el\;I nposeaneHme
TAaKOro nccneanoBsaHuA.

2. Jorosop O nNpoBeAeHWM KAMHUYECKOro WCCNe[0BaHWA NEeKApCTBEHHOrO npenapata And
MegNUNHCKOIro NnpumMeHeHnAa A0/1XKeH coaepaTtb:

1) YCNoBUA N CPOKKM NpoBedeHNA AaHHOIo nccnenoBaHuA,
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2) onpepeneHve obLWEN CTOMMOCTM MPOrpPaMmmbl AAHHOTO MCCNEAO0BaHMA C YKasaHMEM CYyMMbl,
npefHasHavaloLLenca ana BbinaaT UCCNea0BaTeNaM, COMCCNe0BaTeNAM;

3) onpeaeneHune popmbl NpeaCcTaBAEHMA Pe3y/IbTaTOB AaHHOIO UCCNEA0BAHMA B YNOJHOMOYEHHbIN
desepanbHbIit OpraH NCNOAHUTENBHOM BAACTHU.

Cratbs 42. ®uHaHcoBOe obecneyeHne KAMHUYECKOrOo UCCIeA0BaHMA /IeKapCTBEHHOro npenapaTta
ANa MeguUUHCKOro NnpumeHeHusa

®duHaHcoBoe obecneyeHne KAMHUYECKOTO WCCNeAOBaHMA JIeKapCTBEHHOrO npenapata  Aans
MeANLUMHCKOro NPMMEHEHNA OCYLLLECTBAAETCA 3a CYET:

1) cpeacTtB penepanbHoro broaxera;

2) cpeAcTB OpraHM3auuii, MOMYYMBLLUMX pPaspelleHMe Ha OpraHM3aumio NpoBeAeHUA AaHHOro
nccnenoBaHus, B COOTBETCTBUM C YCIOBUAAMM [OrOBOPA O €ro NpoBeAEHUN;

3) MHbIX He 3anpeLeHHbIX 3aKoHoAaTeNbCTBOM Poccuiickoii eaepaunmn NCTOYHUKOB.

Cratba 43. lpaBa nNauMeHTOB, YYaCTBYHOLMX B KJAUHUYECKOM WCCNeAO0BaHUU NeKapCTBEHHOro
npenaparta ga1a meanuynHCKoOro npumeHeHuA

1. YuyacTve nNauMEHTOB B K/JAMHWYECKOM WCCAeA0BaHUM J/IeKapCTBEHHOro npenapata  Aas
MeZAMLMHCKOro MpUMeHeHUs SBAsSeTCA A0OPOBO/IbHbIM.

2. NMaumeHT MAN ero 3aKOHHbIM NpPeacTaBUTENb A0/KEeH ObITb MHOOPMUPOBAH B MUCbMEHHOW
dopme:

1) o nekapcTBeHHOM npenapate A8 MeLULMUHCKOrO NMPUMEHEHUS U CYLLHOCTU KJAMHUYECKOro
nccaen0BaHNA 3TOro JIEKAPCTBEHHOTO Npenapara;

2) o 6e30NacHOCTM JIEKAPCTBEHHOTO Npenapara 411 MeULMHCKOro MPUMEHEHUS, Ero OXKMUAAEMOW
3PPEKTUBHOCTU U CTEMEHWN PUCKA ANS MALUEHT];

3) 06 yc/10BMAX y4acTMA NaLMeHTa B KIMHUYECKOM UCCef0BaHMM IeKapcTBEHHOrO NpenapaTa 41s
MeAMLMHCKOro MPUMEHEHMS;

4) 0 uenn WAM Uensax u NPOJOKUTENbHOCTU KAMHUYECKOTO WCCNeAO0BaHUA JIEKapCTBEHHOro
npenaparta gasa MmeanuMHCKOro NpUMeEHeHUs;

5) o peWncTBuMAX nNauMeHTa B C/lyyYae HenpeaBuAeHHbIX 3QPEKTOB BAMAHUA NleKapCTBEHHOIO
npenaparta g8 MeanUMHCKOro NPMMEHEHMA HA COCTOAHWE ero 34,0P0BbS;

6) 06 ycnoBuaAx 06a3aTeNIbHOro CTPAaxXoBaHMA KU3HU, 340P0BbA NALMEHT];

7) o rapaHTMAX KOHOMAEHUMANbHOCTM Yy4yacTMA NauMeHTa B K/JAMHWYECKOM UCCAef0BaHUU
NNeKapCTBEHHOrO Npenaparta ga MeAULMHCKOTO MPUMEHEHWA.

3. Lo6poBoAbHOE coriacue NauMeHTa Ha y4acTUe B KIMHMYECKOM UCCef0BaHUMN 1eKapCTBEHHOMO
npenapata gaa MeAMUMHCKOro NPUMEHEeHWA NOoATBEpPKAAeTCA ero MOAMMCbIO MAW MNOAMUCbIO ero
3aKOHHOr0 NpeacTaBMTeNa Ha MHPOPMaALMOHHOM SINCTKE NaLMEHTa.

4. MauMeHT AKX ero 3aKoHHbIN NPeaCcTaBUTElb UMEET NPABO OTKA3aTbCA OT Y4aCTUA B KAMHUYECKOM
nccneaoBaHUM NIEKAPCTBEHHOrO npenapata Ana MeAWMUMHCKOTO NPUMMEHEeHMA Ha aboit cragum
npoBeAeHNA TaKoro Uccie0BaHus.

5. MpoBeaeHWe KAMHUYECKOTO MCCNEeA0BaHMA IEKApCTBEHHOro MnpenapaTa 4aa MeguuUHCKOro
NPUMEHEHMA C yYacTUeM B KayecTBe MauMeHTOB AeTell AOMYCKAeTCA TO/NbKO C COrNacua B NMCbMEHHOM
dopme ux poauTenel, ycoblHoBuTenen. [eTn MOryT paccMaTpuBaTbCA B KauyecTBe MOTEeHUMaNbHbIX
nauneHTOB TaKOro UCCNeA0BaHMSA, TONIbKO €C/IM ero NPoBeAeHNe HEOBX0AMMO A YKPENAeHNA 340Pp0BbA
aetein v npodUNaKTUKM MHOEKUMOHHbIX 3a60neBaHMI B €TCKOM BO3pacTe IM60 ecan Lebio Takoro
nccneaoBaHNA ABAAETCA NOyYeHne AaHHbIX O Hauaydllen A03MPOBKE IeKapcTBEHHOro npenaparta 414
NeyeHus getei. B 3TUX caydasax TaKOMY MCCAELOBaHWMIO AOMKHO NPeALIecTBOBaTb K/AMHMYEcKoe
nccnepoBaHWe NIeKapCTBEHHOro npenapata An8 MeAMLMHCKOrO NPUMEHEHWA Ha COBEPLUEHHONETHUX
rpask4aHax, 3a MCK/AYEHMEeM C/yyaeB, eCcAu MUCCNedyemblit  NeKapCTBEeHHbIM npenapat Aad
MeAULMHCKOro npumeHeHun npegHasHaveH NCKNIOUYUTENIbHO ans NCNo/ab30BaHMA
HecoBepLEeHHONETHUMM rpaxKaaHamu.

(8 pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)
6. 3anpeuiaeTca NpoBeAeHMEe KAMHWYECKOrO WMCCAefoBaHWUA NEKapCTBEHHOro npenapaTta Ans
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MeLMULMHCKOIo MPUMEHEHMA C y4acTMEM B KavyecTBe NaLMEHTOB:

1) neTelt-cMpoT N AeTell, ocTaBLLMXCA 6e3 nonevyeHna poanTenen;

2) KeHWMH B nepuog 6epemMeHHOCTU, KEeHWMH B MNepuos TpPyAHOro BCKAapM/AMBAHWA, 3a
WUCKNIOYEHNEM C/ly4aEeB, eCAWN MPOBOAUTCA KAMHUYECKOE WUCCNefOoBaHWE NeKapCTBEHHOro Mpenapara,
npeAHa3sHa4YeHHOro A/19 YKa3aHHbIX KEHLWMH, NpWu YCI0BUM HEOBXOAMMOCTM NoayYeHna UHbopmMmaumm
TONbKO BO BPeEMA MNPOBEAEHMA COOTBETCTBYHOLUMX KAMHUYECKMX UCCNeAOoBaHUA W MNPUHATUMA BCeX
HEoOOXOAMMbBIX MEpP MO MCK/OYEHUIO PUCKA HAHECEHMA Bpeaa KeHWwMHe B nepuog, 6epemeHHOCTH,
KEHLMHE B Nepuos rpy4HOro BCKapMAMBaHUA, NAOAY NN pebeHKy;

3) BOEHHOC/Y}KAWLMX, 33 WCK/IOYEHUEM C/lyYaeB MNPOBeAEHUs KAMHUYECKOro MUCCienoBaHusA
JIeKapCcTBEHHOrO npenapaTta, cheumManbHo pa3paboTaHHOro AAA NPUMEHEHWUS B YCNOBUAX BOEHHbIX
OENCTBUM, 4Ype3BblYaMHbIX CUTyauui, MNPOPUAAKTUKM U  fedyeHus 3aboneBaHU W  MNOPAXKeHUM,
NOJIy4YEHHbIX B pe3yabTaTe BO34eNCTBUA HEBNArONPUATHBIX XMMUYECKUX, BUONOTMYECKUX, PagMaLMOHHbIX
dakTOopoB. KnMHWuYeckoe wuccnegoBaHWe TAKOro JIEKAPCTBEHHOrO Npernapata MOMET MPOoBOAMUTLCA C
y4acTMemM B KayecTBe MaLMeHTOB BOEHHOCAYXKALMX, 32 UCKIOYEHNEM BOEHHOC/YKALLMX, NPOXOAALLNX
BOEHHYIO CNYKOY No nNpu3biByY, ¢ cobaogeHmnem TpeboBaHWI, YCTaHOBAEHHbIX HacToALMM DeaepanbHbIM
3aKOHOM B OTHOLLEHUW FPaXKLAHCKUX AnL;

4) cOTPYAHMKOB NPaBOOXPaHUTE/IbHbIX OPraHOB;

5) nnu, oT6bIBAOWMX HaKa3aHWe B MecTax NULLIEHNA cBOBOAbI, a TaKKe UL, Haxo4ALWMXCa nog,
CTpaXKen B CNeACTBEHHbIX M30NSTOPaX.

7. [onyckaetca npoBegeHMe KAMHWYECKOro WCCefoBaHMA JIeKapCTBEHHOro npenaparta A
MeAMULMHCKOro NpMMEeHeHUs, NpeaHasHauYeHHOoro A1a e4eHnsa NCuxmyecknx 3aboseBaHuii, c yuactmem B
KauyecTBe NaLMeHTOB NL, C NCUXMYECKMMM 3a601€BaHMAMM, NPU3HAHHbIX HegeecnocobHbIMM B NOpALKe,
YCTaHOBNEHHOM  3aKoHogaTenbctBOM  Poccuiickont  ®depgepaumn. KnanHuyeckoe uccnesoBaHue
JIeKapCTBEHHOrO npenaparta B 3TOM C/lydae NPOBOAUTCA NPU HA/IMYUM COrnacusa B NMMCbMEHHON popme
3aKOHHbIX NpeAcTaBUTeNeN YKasaHHbIX nL,.

Cratba 44. (06s3artenbHoe CTpaxoBaHuMe XW3HW, 3400pOBbA NAUMEHTaA, Yy4acCTByrHOLlEro B
KIMHNYECKOM nUCCnenoBaHM NEKAPCTBEHHOIO npenapaTta Ana meanumHCKOro npuMmeHeHuA

(8 pen. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHu3auua, NOAYYMBLUAA pPa3peLeHMe Ha OpraHM3auuMilo NpPoBeAeHUA KAMHUYECKOTo
nccnenoBaHNA IeKapcTBEHHOro npenapaTta Ana MeAMUMHCKOTO NpumMeHeHus, obs3aHa B KauyecTBe
CTpaxoBaTesNa CTPaxoBaTb PWUCK MPUUYMHEHUA BpPeda MW3HW, 340POBbI0 NaLMeHTa B pesy/sbTaTe
npoBeAeHNs KAMHMYECKOro UCCeL0BaHNA IeKapCTBEHHOrO NpenapaTa 418 MeguuUMHCKOro NpMMeHeHus
3a CBOM CYET NyTEM 3aK/Il0YEHMA J0roBopa 0673aTe/IbHOro CTPaxoBaHMUs.

2. O6beKToM 06A3aTENbHOrO CTPaxoBaHMA ABAAETCA MMYLLECTBEHHbIA MHTEpeC naumeHTa,
CBA3aHHbIV C NPUYMHEHNEM BPEAA Ero KU3HU UK 340PO0BbIO B pe3y/ibTaTe NpoBeAeHUA KAMHUYECKOro
nccnep0BaHNA NEKAPCTBEHHONO NpenapaTta g8 MeAMLUMHCKOro NPUMeHeHUs.

3. CTpaxoBbIM C/ly4aem no Aorosopy 06a3aTeIbHOro CTPaxoBaHUA ABAAETCA CMEPTb NaUMeHTa UK
YXyZLUEeHWEe ero 340p0BbA, B TOM YMC/E BNEKYLLEE 32 CO6OM YCTaHOBEHUE MHBANUAHOCTM, NPU HANNYMK
NPUYNHHO-CNEACTBEHHOW CBA3W MEXKAY HACTynJAeHMem 3Toro cobbiTMA M yyacTMeM naumeHTa B
KAMHUYECKOM MUCCIe40BaHMM IeKapCcTBEHHOrO NpenaparTa.

4, TpeboBaHWA O BO3MELlEHWW Bpeaa, MNPUUMHEHHOTO KW3HWM WAW 340POBbI0 NALMEHT],
npeabABAAOTCA B TEYEHME CPOKOB  MCKOBOM  AABHOCTM,  YCTAHOBAEHHbIX  FParKAaHCKUM
3aKOHOAATE/IbCTBOM.

5. Pasmep cTpaxoBoli BbiNaaTbl No A0roBopy 06a3aTeIbHOro CTPaxoBaHMA COCTABAAET:

1) B cnyyae cmepTM NaumeHTa ABa MUIMOHA pybneit Ha Kaxk4oro naumeHTa, y4acTBOBaBLUErO B
KAMHUYECKOM UCCNEeA0BaHMM NEKAPCTBEHHOMO Npenapara;

2) Npu yXyALIeHnn 340P0BbA NaLUMeHTa:

a) noBneKkwem 3a coboli ycTaHOBAEHME MHBAAUAHOCTM | rpynnbl, OANH MWUAAMOH MNATLCOT ThicAY
py6nei Ha KaKAoro naumeHTa, y4acTBOBaBLUErO B KAMHWUYECKOM WCCAeA0BaHWW NEKapCTBEHHOro
npenapara;

6) nosneKkwem 3a coboli ycTaHoBAEHWE MHBAaAMAHoCTM |l rpynnbl, 0OAMH MUAAMOH pybnelt Ha
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KaXK4,0ro naumeHTa, y4acTBOBABLUErO B K/IMHUYECKOM MCCAEeA0BAHUM IeKapCTBEHHOIO NPenapaTa;

B) nosfieKwem 3a coboi yctaHoBaeHWe MHBanuMAaHocTu Il rpynnbl, NATLCOT ThicAd pybnel Ha
KaXK[,0ro nalmeHTa, y4acTBOBABLUErO B KIMHMYECKOM UCCeL0BaHUM IEKAapCTBEHHOTO NpenapaTa;

r) He NoB/eKLWeM 3a coboli YCTaHOBNEHWNA MHBANUAHOCTU, He Honee Yem TpUCTa TbicAY pybsieit Ha
KaXK4,0ro nauyeHTa, y4acTBOBABLLErO B KAIMHUYECKOM UCCAeA0BAHMM TIEKAPCTBEHHOTO NpenapaTa, Mcxoan
M3 HOPMATMBOB, OTPAXKAIOLLMX XapaKTeEpP WM CTeMeHb MOBPEKAEHUA 340pP0BbA, a TaKXKe (aKTUYECKK
NOHECEHHbIX NaLMEHTOM PacxoAo0B, Bbi3BaHHbIX MOBPEXKAEHNEM 340P0BbA, HA MEAULMHCKYHO MOMOLLb,
npuobpeTeHme NeKapCTBEHHbIX NPenapaTos.

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

6. YTpatuna cuay ¢ 1 nona 2015 roga. - PegepanbHbliii 3aKkoH o1 22.12.2014 N 429-93,

7. Cpok pgoroBopa 0653aTe/IbHOrO CTPAXOBaHUA He MOXKET OblTb MeHee, YemM CPOK MpPoBeLEeHMUS
KNMHUYECKOro Nccnen0BaHMA IeKapCTBEHHOMO Npenapara.

8. Ycnosus porosopa 06s3aTesIbHOrO CTPaxXxoBaHMA, B TOM 4uCAe CTpaxoBble Tapudbl no
o0b6A3aTeIbHOMY CTPaxoBaHMUIO, NepeyeHb HEOBXOA4MMbIX LOKYMEHTOB A/1A OCYLLECTB/IEHMA CTPaxOoBOWM
BbINAATbl, NOPSAAOK YCTAHOBJIEHUSA CTpPaxoBaTenem WHAMBUAYANbHOIO MAEHTUOUKALMOHHOIO Koaa
naumneHTa, NopaALoK MHGOPMMPOBAHMA CTPAXOBATE/IEM CTPAXOBLLMKA O NMPUBJIEYEHHbIX K KIMHUYECKOMY
MCCNeLOBAHUIO /IEKAPCTBEHHOrO npenapata 448 MeAMUMHCKOro MPUMMEHEHMA NaumMeHTax, NopaLoK
ynaaTbl CTPAxoBOW NPemMuu, NOPALOK peannsaumm onpeaeneHHbix HactToawmnm PegepanbHbiM 3aKOHOM
WM apyrummn denepanbHbiMM 3aKOHaMKM NpaB M 0b6aA3aHHOCTEN CTOPOH MO AoroBopy o06a3aTesibHOro
CTPaxOBaHMA, A TaKKe HOPMATMBbI, OTPA’KaloOLWME XAPaKTEP W CTeneHb MOBPEXAEHUA 340pPOBbA,
yCTaHaB/AMBAOTCA TUNOBbLIMW NpaBuaaMmn 0653aTeNIbHOro CTPaxoBaHMUA.

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

9. B cnyyae npuyYMHEHMA Bpesa *KMU3HM NaLMeHTa, y4aCcTBOBaBLUErO B KIMHNUYECKOM UCC/ie0BaHNK
JIeKapCcTBEHHOro npenaparta, BbirogonpuobpeTtatenamm Mno A0roBopy 0653aTeslbHOro CTPaxoBaHWS
ABNAIOTCA TPa)kgaHe, MMELWMe NPaBO HA BO3MELLEHWE Bpeda B CAyd4ae CMEPTM KOpmUabLa B
COOTBETCTBMM C FrPpaXKAaHCKMM 3aKOHO4aTe/IbCTBOM, NMPU OTCYTCTBUM TAKUX FPaXKAaH - poguTenu, cynpyr,
OEeTN yMepLlero nauneHTa, y4acTBOBaBLUIErO B KIMHMYECKOM UCCe0BaHUM NEKAaPCTBEHHOrO Npenapara,
B C/ly4ae CMepTU NaLMeHTa, y4acTBOBaBLUEro B KIMHUYECKOM UCC/IeA0BaHNN IEKAPCTBEHHOIO NpenapaTa
M He MMEBLUEro CaMOCTOATE/NIbHOIrO A0X0Aa, - FpaXAaaHe, Ha MKOMBEHMM KOTOPbIX OH Haxoawucsa, B
OTHOLIEHMM BO3MELLEHMA PacxodoB Ha norpebeHMe MauMeHTa, Y4acTBOBABLUEro B KAMHUYECKOM
nccnen0BaHMM IEKapCTBEHHOIO NPENapara, - L0, NOHecWwee Takne pacxoapl.

10. CrtpaxoBaa BbiNAaTa B CYET BO3MELLEHUA Bpeda, MNPUYUMHEHHOrO KWU3HU NAUMEHT],
Y4acTBOBABLUErO B KJAMHUYECKOM UCCNen0BaHMM NEKAPCTBEHHOrO Npenaparta, pacnpeaensieTca mexay
BbIro40NpHob peTaTensiMmm NPoNopLUOHANbHO X KOIMYECTBY B PaBHbIX 40/NAX.

11. Mpw HacTyneHMM CTPAXOoBOro C/ly4yas NaLMEHT, y4aCTBOBABLUNI B KIMHUYECKOM UCCNeA0BaHUN
NIeKapCTBEHHOro  npenapaTta, BblrogonpuobpeTtatens BrnpaBe NpPeabABUTb  HENoCPeacTBEHHO
CTPaxoBLWMUKy TpeboBaHMe O BO3MELLEHUU NPUYMHEHHOTO Bpeda. CTpaxoBas BbiniaTa OCYyLWEecTBAAeTCs
CTPaxXOBLMKOM B TeYEHME TPUALATM AHEM CO AHA NPeACcTaBAeHNs HeobX0AMMbIX LOKYMEHTOB. MaymeHT,
Yy4YacTBOBABLUMI B K/IMHMYECKOM UCC/eA0BaHUN IeKapCTBEHHOrO Npenapara, Uau BbirogonpuobpeTtartenb
06A3aH COOOWMTL CTPaXOBLMKY ANA OCYLLECTBAEHMA CTPaxOoBOW BbINAaTbl WMHAMBUAYaNbHbIN
MAEHTUOUKAUMOHHDBIN KOZA MauMeHTa, YCTAaHOB/NEHHbIA CTpaxoBaTe/sieM B COOTBETCTBMM C TMUMOBbIMMU
npaBunamm o0b6A3aTeNbHOro CTPaxoBaHMS.

12. Jo nonHoro onpeaeneHva pasmepa MNOAJNEXHALLEro BO3MELLEHUIO Bpeda CTPaxXOBLMK MO
3aAB/IEHMIO NAUMEHTA, Y4aCTBOBABLLErO B KIMHUYECKOM MCC/Ie40BaHUM IeKapCTBEHHOrO Npenapara, uam
3anB/IeHMIO BbirogonpuobpeTaTena BNpaBe OCYLLECTBMTb YaCTb CTPAXOBOM BbINIaTbl, COOTBETCTBYOLLYIO
daKTMyecKm onpeaeneHHom 4YacTm NPUYMHEHHOTO Bpeaa.

13. CtpaxoBas Bbin/iaTa B COOTBETCTBMU C 4OrOBOPOM 06A3aTe/IbHOro CTPaxoBaHUA OCYLLECTBAETCA
HEe3aBMCMMO OT BbINIaT, NPUUYMUTAIOLMXCA MO APYrMM BUAAM CTPAaXOBaHUA.

14. He ponyckaeTca y4yacTMe nauneHTa B MPOBeAEHUM KAMHWYECKOro MCcCnefoBaHus
JIeKapCTBEHHOrO NpenapaTa Npu OTCYTCTBUM A0roBopa 06a3aTeIbHOro CTPpaxoBaHUA.

15. KOHTpO/sb 33 WCNOJIHEHMEM OpraHM3auuen, MonayuuBLLEN paspelleHne Ha OopraHM3auuto
npoBeAeHNss  KJAMHUYECKOrO0 WUCCNeAOoBaHMA  /IEKapCTBEHHOro npenapata  Ana  MeauUMHCKOro
NPUMEHEHUs, YCTaHOB/NIEHHOW HacCTOALLENA CTaTbei 06s3aHHOCTM MO 06A3aTeNbHOMY CTPaxOBaHMUIO
M3HW, 300pOBbSA NaUMeEHTa, y4yacTBylowlero (y4acTBOBaBLIEro) B K/JAMHMYECKOM WCC/eA0BaHUU


consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D72B0yFaFP
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D72B0yFaDP
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67B8FC0B167C78DB486FFA4A096C7897868DDE9E4D987D74B5yFa7P
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D72B0yFaCP
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFB061A7D7BDB486FFA4A096C7897868DDE9E4D987F73B5yFaEP
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67B8FC0B167C78DB486FFA4A096C7897868DDE9E4D987D74B5yFa7P
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67B8FC0B167C78DB486FFA4A096C7897868DDE9E4D987D74B5yFa7P

NeKapCTBEHHOro  npenaparta,  OCYLLECTBAAETCA  YMOAHOMOYEHHbIM  deaepasbHbIM  OpraHom
WCMONHUTENbHOW B/acTW, BblAaBLUMM pa3pelieHMe Ha MNPoBeAeHUE KAUHUYECKUX WCCea0BaHui
NeKapCTBEHHbIX NPenapaTos AN MeAULUHCKOro MPUMEHeHUA.

Fnasa 8. NIPON3BOACTBO U MAPKUPOBKA IEKAPCTBEHHbIX CPEACTB
Cratba 45. Npon3BoacTBO NEKAPCTBEHHbIX CPEeACTB

1. MNpoun3BOACTBO NEKAPCTBEHHbLIX CPEACTB AO/IKHO COOTBETCTBOBATb TPebHOBaHWMAM NpaBuA
Hagne)Kalle nNpoM3BOACTBEHHON MPAKTUKK, YTBEPXKAEHHbIM YNOJAHOMOYEHHbIM deaepanbHbIM
OpPraHoOM MCNOAHUTENbHOM BNacTU. OCObEeHHOCTM nepexona NPOM3BOACTBA OTAE/bHbIX IEKAPCTBEHHbIX
CPeacTB K UX NPOU3BOACTBY B COOTBETCTBUM C TPEOOBAaHMAMM NPABUA HAZNEKALLEN NPOMU3BOLCTBEHHOM
NPaKTUKK ycTaHaBamBatoTcA [MpasutennctBom Poccuiickon @Pepepaumn. Bbigaya 3aKnoudeHWin o
COOTBETCTBUM MNPOU3BOAUTENS  JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpPaBUa  Haa/exKallen
NPOW3BOACTBEHHOM MPAKTUKMU OCYLLECTB/AETCA MO pe3ynbTaTamM WHCNEKTUPOBAHWUA NpousBoauTenei
JIeKapCTBEHHbIX CPEACTB B NopsAaKe, ycTaHoBAeHHOM lNpasuTenbctBom Poccuiickon deaepaummn. Pasmep
naaTbl 3@ Bblgayy 3aKJOYEHMA O COOTBETCTBMU MPOU3BOAUTENS NIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM
npaBua Hagfexallell Npou3BOACTBEHHON MPAKTUKM ycTaHaBnuBaeTca [paBuTennctBom Poccuitckoi
®epepaumm. MopAaaoK OpraHM3aLUKN U NPOBEAEHMA UHCNEKTUPOBAHNA NPOU3BOANUTENEN NEKAPCTBEHHbIX
cpefAcTB Ha cooTBeTcTBME TpeboBaHMAM MNpaBWUA  Hag/exalwenh MNpPouM3BOACTBEHHON MPAKTUKM
ycTaHaBamBaeTca MNpasutenbctsom Poccuiickoin Pepepaumu.

(8 pea. epepanbHbix 3aKOHOB OT 25.06.2012 N 93-®3, 01 22.10.2014 N 313-d3, 01 22.12.2014 N 429-d3)

2. Tpou3BOACTBO NEKApCTBEHHbIX cpeacTB B Poccuiickoit ®depepaumm  ocyllecTBseTca
NPOM3BOAUTENAMMN NEKAPCTBEHHbBIX CPEACTB, UMEKOLWUMU JINLEH3UIO HA NPOU3BOACTBO IEKAPCTBEHHbIX
cpeacts. NoaTteeprKAeHME COOTBETCTBUA AMLEH3MATA MNpaBuMIam Hagaexalweh npou3BOACTBEHHOWN
NPaKTUKN OCYLLECTBAAETCA B PaMKax JIMLLEH3MOHHOIO KOHTPOAS B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon deaepaumm ¢ yueTtom ocobeHHOCTEN, YKasaHHbIX B YaCTU 1 HacToALLEN CTaTbu.

(8 pea. PepepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, 01 22.12.2014 N 429-93)

3. MNpou3BOACTBO NEKAPCTBEHHbIX CPEACTB OCYLLeCTBAAETCA C cobaogeHnem TpeboBaHWUM
NPOMbILUZIEHHOIO PEFNaMEHTA, KOTOPbIN YTBEPKAAETCA PYKOBOAUTENEM NPOU3BOAUTENA TEKAPCTBEHHbIX
CpeAcTB M BKAOYAEeT B cebA nepevyeHb MCMOAb3yeMblX dapmaLeBTUYECKMX cybcTaHuMi U
BCMOMOraTe/IbHbIX BELLECTB C YKa3aHMEeM KOJMYECTBA KaXKAOr0 M3 HWUX, AaHHble 06 UCNosb3yemom
060pyA0BaHNM, OMNUCaHME TEXHONOTMYECKOro MNpoLecca W MeTOL0B KOHTPOAA Ha Bcex 3Tanax
NpPoOM3BOACTBA IEKAPCTBEHHbIX CPEACTB.

4. Mpy NpoU3BOACTBE NEKAPCTBEHHbIX CPEACTB MCMOb3YHOTCA dapmaLeBTUYecKMe cybcTaHLmM,
BK/IIOYEHHbIE B rOCY4apPCTBEHHbIM PEecTp IEKAPCTBEHHbIX CPEACTB, 3a UCKAOYEHMEM dapMaLLEBTUYECKUX
Cy6CTaHUMIA, NPON3BOAUMBIX A7 NPOBEAEHUS KAMHUYECKUX UCCNe0BAaHUI 1 Ans akcnopTa. K npoueccy
npousBoAcTBa GpapmaL,eBTUYECKOM CyOCTaHLMN OTHOCATCA NtoOble CTagMM TEXHOOMMYECKOTO NpoLiecca,
No3BOIAOWME NOAYYUTb FOTOBbIN NPOAYKT, COOTBETCTBYOWMI TpeboBaHNAM GapMaKoNeiHoM cTaTby, B
TOM uucne pepmeHTauMaA, SKCTPAKUMA, OYMCTKA, BblAeNeHWe, NepeKkpuUCcTaninsauma, BbiCyLUIMBAHME,
n3mesibyeHue.

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4.1. MNepeyeHb NEKAPCTBEHHbIX MPENAPATOB ANA MEAWMUMHCKOrO MPUMEHEHMUSA, B OTHOLIEHMUM
KOTOpPbIX YyCTaHaBauBatoTca TpeboBaHMA K oObemy Tapbl, YNaKOBKE M KOMMIEKTHOCTW, MepeyeHb
NeKapCTBEHHbIX NPENAPATOB A/1A BETEPUHAPHOIO MPUMEHEHMSA, B OTHOLLIEHMM KOTOPbIX YCTaHAB/IMBAKOTCA
TpeboBaHMA K 0ObemMy Tapbl, a TaKxe TpeboBaHWs K obbemy Tapbl, YNAKOBKE W KOMMIEKTHOCTU
NIEKapCTBEHHbIX NpenapatoB ANA MeAMUMHCKOTO MNpUMeHeHusa, TpeboBaHMs K obbemy Tapbl
NEKapCTBEHHbIX MpenapaToB A/ BETEPUHAPHOrO MPUMEHEHUA ONPEAENAOTCA COOTBETCTBYHOLLMMM
YNONHOMOYEHHbIMW beaepanbHbIMU OpraHaMM UCNOIHUTENbHOW BNACTU B MOPAAKE, YCTAaHOBJEHHOM
MpasuTenbcTtBom Poccuiickoit depepaumu.

(4acTb 4.1 B pea. degepanbHoOro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHu3aumu, OCyLEecTBASOWME NPOM3BOACTBO dapmaleBTUYECcKoN cybcTaHumMM cnvpTa
3TMNOBOro (3TaHONA) ANA MPOM3BOACTBA CMMPTOCOAEPNKALUMX JIEKAPCTBEHHbIX NPEnapaToB, 06sA3aHbl
OCYLLECTBASATL YYET M AEKNAPUPOBAHME B NOPALKE, YCTAHOBAEHHOM cTaTbamun 8 U 14 depepanbHOro
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3aKoHa oT 22 Hosbpa 1995 roga N 171-®3 "O rocypapcTBEHHOM pPeryiMpoBaHUM MPOU3BOACTBA U
obopoTa 3TWMNOBOro CNMpTa, a/IkOroNbHOM U CiMpTOCOoAep Kalwer npoaykumMm u o6 orpaHuyeHuu
notpebeHus (pacnuUTnA) ankoroabHoOM NpoayKumun'.

(4acTb 4.2 BBeaeHa PeaepanbHbim 3aKkoHOM oT 03.07.2016 N 261-93)

5. 3anpewaeTca npon3sBoaCTBO:

1) nekapCTBEHHbIX CPEACTB, HE BK/OYEHHbIX B rOCY4apCTBEHHbI PEecTp IeKapCTBEHHbIX CPeaCTB,
3@ MCK/OYEHMEM JIeKApPCTBEHHbIX CPEeACTB, MPOM3BOAMMbBIX A8 MPOBEAEHUA  KAMHUYECKMX
NUccnefoBaHUM U ANA SKCNOPTa;

2) danbcndPuUuMpPoBaHHbIX IEKAPCTBEHHbIX CPEACTB;

3) neKapcTBEHHbIX CPeacTB 6e3 NNLEH3UM Ha NPOM3BOACTBO IEKAPCTBEHHbIX CPEACTB;

4) nekapcCTBEHHbIX CPeACTB C HapyweHWemM MpaBua OpraHusauuuM NPOM3BOACTBA W KOHTPOAS
KauyecTBa JIeKapCTBEHHbIX CPEACTB.

6. Mpn BBOAE /EKAPCTBEHHbIX CPeACTB B rpaxKAaHCKMM 060pOT YMNOJHOMOYEHHOE JMLO
npPou3BOAUTENA JIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHME COOTBETCTBMA JIEKAPCTBEHHDIX
cpencTe TpeboBaHMAM, YCTAHOB/IEHHbIM MPU UX FOCYAAPCTBEHHOM perucTpaumm, U rapaHTUpyeT, 4YTo
JleKapcTBEHHbIE cpeacTBa MNPou3BeLeHbl B COOTBETCTBMM C TpebOBaHMAMM NPABUN Ha4/eKallen
NPOW3BOACTBEHHOMN NPAKTUKMW.

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. YNO/IHOMOYEHHbIM /INLOM NPOM3BOAMUTENA NIEKAPCTBEHHbIX CPEACTB ABASETCA ero pPaboTHMK,
aTTeCTOBAHHbIN B YCTAHOB/IEHHOM YMOJIHOMOYEHHbIM defepasibHbiM OPraHOM UCNOJHUTENbHOW BACTU
nopagKe U UMeoLWM cTaxk paboTbl He MeHee YeM NATb eT B 061aCTU NPOU3BOACTBA U (M/IM) KOHTpONA
KauyecTBa JIeKapCTBEHHbIX CPeACTB, BbicLee 06pa3oBaHMe COOTBETCTBEHHO NO O4HOM U3 CNeLManbHOCTeN
n (M) ogHOMY U3 HanpaBAeHUIA NOArOTOBKU: BUoNOrMaA, BUOTEXHOIOTUSA, BETEPUHAPUSA, KIMHMYECKan
MeguUMHA, pagunaLMoOHHaA, XMMMYecKas M Buonormyeckas sawmrta, dapmauyma, dyHOamMeHTasbHan
MeANLMHA, XMMMYECKaA TEXHONOTUA, XUMUA.

(4acTb 7 B peq,. depepanbHoro 3akoHa ot 22.10.2014 N 313-93)

8. lpoun3BoauTeENN NEKApPCTBEHHbIX CPEACTB MOFYT OCYLWECTBAATb MNPOAAXKY NEKAPCTBEHHbIX
CpeacTB AV NepenaBaTtb MX B YCTaHOB/IEHHOM 3aKOHOAaTeIbcTBOM Poccuiickon deaepaumm nopsagKe:

1) ApyrMm NpomnsBOANTENSIM IEKAPCTBEHHbIX CPEACTB A/1A NPOM3BOACTBA /IEKAPCTBEHHbIX CPeACTB;

2) opraHmMsaLmMam ONTOBOM TOProBAN IEKAPCTBEHHbIMM CPEACTBaMY;

3) anTeyHbIM OpraHusauMAM, BETepMHAPHbIM anTeYHbIM OPraHu3aumMam, WHAUBMAYASbHbIM
npeAanpuHUMaTENs M, UMELWUM JNLEH3NIO Ha GapMaLEBTUYECKYD AeATE/IbHOCTb MW JIMLEH3UIO Ha
MeANLMHCKYIO AeATeNIbHOCTb;

4) Hay4yHO-UCCNen0BaTeIbCKMM OpraHM3aumnsam A1 Hay4yHO-UccieaoBaTeIbCKoM paboThl;

5) MeaULMHCKMM OpraHM3auuMsam U BeTepMHaAPHbIM OpraHU3aLmam;

6) opraHM3aLMaAM, OCYLLLECTBAAOWMM Pa3BeaeHNe, BbIpalMBaHNE U COAEPIKAHME }KUBOTHbDIX.

CraTbAa 46. MapKMpOBKa IeKAPCTBEHHbIX CPeaCcTB

1. /leKapcTBeHHble NpenapaTbl, 3@ UCKAOYEHUEM /IEKAPCTBEHHbIX NPenapaToB, U3roTOBAEHHbIX
anTeYHbIMW OPraHM3aUMAMM, BeTEPUHAPHLIMM aANTEYHbIMW OPraHU3aUMAMM, WHOUBUAYANbHbLIMU
npeanpuUHUMaTeNa MM, WMEIOWMMN  NNLEH3NI0O Ha GapMaLEBTUUYECKYIO [AEeATENbHOCTb, AO0/KHbI
noctynaTb B obpalleHue, ecu:

1) Ha MX nNepBMYHOM YyNaKoBKe (33 MWCKAOYEHMEM TMEPBMYHOM YNAKOBKU JNIEKAPCTBEHHbIX
pacTUTeNIbHbIX NPenapaToB) XOPOLLO YNTAEMbIM WPUPTOM Ha PYCCKOM A3blKe YKa3aHbl HAUMeHOBaHMWe
NeKapCTBEHHOro npenapaTta (MeXAyHapoAHOe HenaTeHTOBaHHOe, WAW  TPYNMNUPOBOYHOE, WU
XMMWYECKOE, UM TOPrOBOE HAMMEHOBAHME), HOMEpP Cepuun, AaTta BbiNycKa (419 MMMYHOBNONOTMYECKUX
NeKapCTBEHHbIX NpPenapaToB), CPOK rogHOCTU, A03MPOBKA WAM KOHUEHTPauMA, 06bem, akKTMBHOCTb B
eanHULAX AeNCTBUA AN KONNYECTBO 4,03;

(8 pea. PepepanbHbix 3akoHOoB 0T 11.10.2010 N 271-d3, 01 22.12.2014 N 429-d3)

2) Ha UX BTOPUYHOM (NOTPebUTENbCKOM) YNaKOBKE XOPOLLIO YNTAEMbIM LLPUPTOM Ha PYCCKOM fA3blKe
YKasaHbl HaMMeHOBaHMe /IeKapCTBEHHOro MnpenapaTta (MeXxAyHapogHoe HenaTeHTOBaHHOE, WAU
rPynnMpOBOYHOE, WMAM XMMWMYECKOE M TOProBOE HaMMEHOBaHWA), HaMMeHOBaHMEe MNPOM3BOAMUTENSA
NeKapCTBEHHOro npenaparta, HOMepP cepun, AaTta BbiNycka (419 UMMYHOBMONOTMYECKNX NEKAPCTBEHHbIX
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npenapaTtoB), HOMEpP PEerncTPaLMoHHOro YAOCTOBEPEHMUsA, CPOK FOAHOCTU, CMOCO6 NPUMEHEHMS,
[O3MUPOBKAa MM KOHLEHTPaLus, 06bem, akTUBHOCTb B eAMHULAX AeicTBus NMb0 KOAMYecTBO A03 B
ynaKoBKe, nekapcTeeHHasa ¢opma, yCI0BMA OTNYCKa, YCI0BUA XPaHEHUs, NpeaynpeauTenbHble Haanucu.
(8 pea. PepepanbHbix 3akoHOB 0T 11.10.2010 N 271-d3, 01 22.12.2014 N 429-d3)

2. dapmaueBTHUYeckne cybcTtaHUMM AO0/MKHbI NOCTYNaTbh B obpalleHne, eciM Ha UX NepBUYHOM
YMaKOBKe XOPOLLO YMTaeMbIM WPUPTOM Ha PYCCKOM A3bIKE YKa3aHbl HAMMeHoBaHMe GapMaL,eBTUYECKOM
cybcTaHuMM (MexXayHapoAHOe HenaTeHTOBaHHOoe, UAW TPYMMMPOBOYHOE, UAN XMMMUYECKOE U TOProBoe
HanMeHOBaHWSA), HAMMeHOBaHWe Npon3soauTena GapmaleBTUUYECKOM CybCTaHLMK, HOMEp Cepuu 1 aaTta
W3roTOBJEHWA, KOIMYECTBO B YNAKOBKE U eMHULbI U3SMEPEHUS KOIMYECTBa, CPOK FOAHOCTU U YC/I0BUA
XpaHeHus.

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. J/lekapcTBeHHble cpeacTBa B KAYECTBE CbIBOPOTOK AOJIXKHbI NOCTyNaTb B 06palleHue C yKazaHUeMm
YKMBOTHOTO, U3 KPOBM, N/1a3Mbl KPOBM, OPraHOB 1 TKaHE KOTOPOro OHWM MOJYYEeHbl.

4. Ha BTOPUYHYIO (MOTPebUTENbCKYIO) YNaKOBKY 1IEKAPCTBEHHbIX CPEACTB, NOMYUYEHHbIX U3 KPOBM,
naasmbl KPOBM, OPraHOB M TKaHel YeNoBeKa, 40/1XKHa HaHOCUTbCA Haanuck: "AHTuTena K BUY-1, BUY-2,
K BUpYycy renatnta C n NoOBepPXHOCTHbIM aHTUIeH BUpYyca renaTuta B oTcyTcTByioT".

5. Ha nepBUYHYO YNaKoBKY W BTOPUYHYIO (MOTPEBUTENbCKYH0) YNAaKOBKY pagmodapmaLeBTUYECKUX
JIeKapPCTBEHHbIX CPEACTB AOJIKEH HAHOCUTBLCA 3HAK pPagMaLMOHHON OMACHOCTM.

6. Ha BTOpUUYHYIO (NOTPebUTENbCKYIO) YNaKOBKY rOMeonaTUYeCKUX NeKapCTBEHHbIX NpenapaTos
AO0/XKHa HAHOCUTbLCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpuYHylo (NOTpebuTenbcKyio) ynakoBKY NEKapCTBEHHbIX PacTUTENbHbIX MNpenapaTtos
O0/IKHA HAHOCUTbCA Haanuch: "MpoayKumMa npoLwna pagnaLmMoHHbIN KOHTpOL" .

8. Ha nepBUYHYIO YNaKoBKY (€can AN 3TOro CyLecTByeT TEXHUYECKan BO3MOXKHOCTb) U BTOPUYHYIO
(noTpebutenbcKyto) ynakoBKY /IEKAPCTBEHHbIX NPEenapaTtoB, MpPeAHA3HaYeHHbIX A8 KAMHUYECKUX
nccnenoBaHuin, A0MKHA HAHOCUTBLCA Haanueb: "Ana KAMHNYECKUX nccienosaHmnin".

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

9. YnakoBKa /eKapCTBEHHbIX CPeAcTB, MNpPeAHA3HAYeHHbIX WCKAKUYUTENbHO [AJA 3KCNopTa,
MapKMpyeTcs B COOTBETCTBUM C TPeOOBAHUAMM CTPaHbI-MMNopTepa.

10. Ha TpaHCnopTHylO Tapy, KOTopas He npegHasHayeHa Aas noTtpebuTteneit U B KOTOpYlo
NOMELLEHO NEeKapCTBEHHOE CpeacTBO, AOJ/IKHA HAHOCUTbCA MHPOPMaLMA O HaUMEHOBaHUM, Cepun
NIeKapCTBEHHOrO CpPeAcTBa, AaTe BbIMyCKa, KOAMYECTBE BTOPUYHBLIX (NOTPEOUTENbCKUX) YNaKoBOK
JIeKapCTBEHHOrO CpeAcTBa, NPOM3BOAUTENE SIEKAPCTBEHHOIO CPeACTBa C YKa3aHMEeM HaMMEHOBaHMA U
MECTOHAXOXKAEHUS NPOU3BOAUTENA NEKAPCTBEHHOIO CpeAcTBa (agpec, B TOM Yncae cTpaHa u (uam) mecto
Npou3BOACTBa JIEKAPCTBEHHOIO CPEACTBA), @ TAKKE O CPOKEe roAHOCTU IeKapCTBEHHOrO CpeacTsa U 06
YC/IOBUSAIX Er0 XPaHEHUA U NEPEBO3KU, HEOOXOANMbIE NPeaynpeanTesIbHble HAANMUCU U MaHUMYNATOPHbIE
3HaKMW.

11. Ha nepBUYHYIO YNaKOBKY M BTOPUYHYIO (MOTPEBUTENbCKYIO) YNAKOBKY IeKapCTBEHHbIX CPEACTB
ONA BETEpMHAPHOIo NPUMEHEHMA A0MKHA HAHOCUTbLCA Hagnuck: "Ons BeTEPUHAPHOro NPUMeEHeHUA" .

12. Ha BTOpuYHyl0 (NOTPebUTENbCKYIO) YNaKoBKY /IEKApPCTBEHHOro mnpenapaTa HaHocCUTcA
LUTPMXOBOW KOA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO SEOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
U3 POCCUMNCKOW ®EAEPALNU
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MopsAAoOK BBO3a J/IeKApPCTBEHHbIX CpeacTB B Poccuitickylo degepauuio M BbiBO3a
NeKapCTBEHHbIX CpeacTB M3 Poccuiickol degepaunm
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 neKapcTBEHHbIX cpeAacTB B Poccuiickyio dPepepaumio OCyLWEeCTBAAETCA B Nopagke,
ycTaHoBneHHom [paBuTenbctBom Poccuiickot depepaumu, B COOTBETCTBMM C  TaMOMKEHHbIM
3aKOHOAaTeNIbCTBOM TaMOXEeHHOro coto3a B pamkax EBpA3IC (panee - TamMoXKeHHbI coto3) U (uau)
3aKoHOAaTeNbcTBOM Poccuiickoit degepaummn o TaMOXKEHHOM Aene.
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(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. BBosumble B Poccuinckyto ®enepaLmio nekapCTBEHHblE CPeACTBa AOMKHbI OblTb BKAKOYEHBI B
rocyA,apCTBEHHbIM peecTp NEKAPCTBEHHbIX CPEACTB.

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. [lonyckaetca BBO3 B Poccuiickyto Pepepaumio KOHKPETHOW NapTUM 3aperncTpupoBaHHbIX U (Mam)
He3aperncTpMpPoOBaHHbIX JIEKAPCTBEHHbLIX CPEACTB, NpeAHa3HaYyeHHbIX A1A MPOBEAEHUA KAMHUYECKUX
NCCNef0BaHUI NEKAPCTBEHHbIX MPEnapaToB, MPOBEAEHMA 3KCMEPTU3bl JIEKAPCTBEHHbIX CPeacTB A/A
OCYLLECTBNEHUA TOCY[APCTBEHHON PErUCTPaLMM NIEKAPCTBEHHbLIX MPEnapaToB MAM A1Aa OKasaHuA
MEOMULMHCKOM MOMOLWM MO KM3HEHHbIM MNOKAa3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBaHWUM
pa3spelleHmns, BblAAHHOIO YMNOJAHOMOYEHHbIM ¢denepanbHbiM OPraHOM MCNOAHUTENbHON BAACTU MO
3aAB/IEHMAM NUL, YKA3aHHbIX B cTaTbe 48 HacToAwero PenepanbHOro 3akoHa. PaccmoTtpeHue Takoro
3aAB/IEHMA M MNPUHATME PpelieHMA O Bblgaye paspelweHnMa Ha BBO3 KOHKPETHOM napTuu
3aperncTpmpoBaHHbIX U (MNK) He3aPErnCcTPUPOBaHHbIX 1EKAPCTBEHHbIX CPEACTB, NPpeAHa3HaYeHHbIX ANs
NPOBELEHNA KIMHUYECKMX WCCNeA0BaHUI JIEKAPCTBEHHbIX MNPEnapaToB, MNPOBEAEHMA 3KCNepPTU3bI
JIeKApCTBEHHbIX CPeacTB AN1A  OCYLECTB/AEHMA TOCYAAPCTBEHHOM PEerucTpaumm  neKkapCTBeHHbIX
npenapaTtoB WAW A1A OKa3aHMA MeAMULMHCKOMW MOMOLLM MO KU3HEHHbIM MOKa3aHWSAM KOHKPETHOro
nauneHTa nMbo o6 oTKase B BblAaye YKasaHHOMO paspeLleHns NpoM3BOAATCS B CPOK, HE MPEBbILAtoLLNiA
naTu pabounx gHen. Mnata 3a BblAavy YKa3aHHOro paspeLleHns He B3MMaeTcs.

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

4. B Poccuiickyto degepaumio MOXKHO BBO3UTb JIEKAPCTBEHHble CPeaCcTBa, KAuyecTBO KOTOPbIX
noaTBepPXKAEHO  cepTUOUKATOM  MPOU3BOAUTENSA  NIEKAPCTBEHHbIX  CPeacTB, YAOCTOBEpPSLWMM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CPeAcTB TpeboBaHUAM papmaKonenHblx cTaTel MMbo B cayyae
WX OTCYTCTBMA HOPMATUBHOWM LOKYMEHTALNM UM HOPMATUBHOIO LOKYMEHTA.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

5. 3anpewaetcsa BBo3 B Poccuinckyto Pegepaunto danbcnprLMpOBaHHbIX N1EKAPCTBEHHbIX CPEACTB,
Hen06pOoKaYyeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTPAPAKTHbIX IEKAPCTBEHHbIX CPEACTB.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. ®anbcuduuMpoBaHHbIE NIEKAPCTBEHHbIE CpencTBa, HeAo0bpPOKaYeCTBEHHble J/IEKapCTBEHHbIE
CpencTBa NognexKaT U3bATUIO M NocaeayoWweMy YHUYTOXKEHUIO UK BbiBO3Y 13 Poccuitickon Pepepauumy,
KOHTpadaKTHble NeKapCTBEHHblE CPeaCcTBa - U3BATUIO U NOCAEAYIOWEMY YHUUTOXKEHUIO. YHUUTOXKEHUE
uan  BbiIBO3 M3 Poccuiickon Pepepauum  panbcMdUUMPOBAHHBIX  JIEKAPCTBEHHbLIX  CPEACTB,
HenobpOKAYECTBEHHbIX  JIEKAPCTBEHHbIX  CPeAcTB, KOHTPAadaKTHbIX  NEeKAapCTBEHHbIX  CPeacTs
OCYLLEeCTBASIETCA 3a CYEeT /Mua, OCYLWeCTBMBWEro WX BBO3. [MOPAAOK YHUUTOMKEHMA U3BATHIX
danbCcUOUUMPOBAHHBLIX IEKAPCTBEHHbIX CPeAcTB, HeAobpPOKaYeCcTBEHHbIX JIEKAPCTBEHHbIX CPEACTB,
KOHTpadaKTHbIX NEKAPCTBEHHbIX CpeacTB ycTaHaBAnBaeTca MNpasutenbcteom Poccuiickon deaepaymn.
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. JNuua, ocyuwecTtBasowme BBo3 B Poccuiickyio depepaumio  danbcudpuuMpoBaHHbIX
NIeKAPCTBEHHbIX  CPeAcCTB, HeA0OpPOKAYeCTBEHHbLIX JIEKAPCTBEHHbLIX  CPeACTB, KOHTPadaKTHbIX
NIeKapCTBEHHbIX CpeacTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOMKEHHbIM 3aKOHOAATENbCTBOM
TamorKeHHOro coto3a U (Mnun) 3akoHoaaTenbcTBoM Poccuiickoit desepalmm 0 TaMOXKEHHOM Aene.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BblBO3 /IeKapCTBEHHbIX cpeacTB M3 Poccuiickon Pegepaymm ocyuwlecTennetca 6e3 npumeHeHus
OrpaHUYEHUN, YCTAHOBJ/IEHHbIX TaMOMEHHbIM 3aKOHOAATe/NbCTBOM TaMOXEeHHOro cotsa U (uMaum)
3aKoHogaTenbcTBOoM Poccuiickoit Pepepaummn o rocygapcTBEHHOM PErY/IMPOBAHUM BHELIHETOProBomn
OEeATeNIbHOCTMU.

(8 pen. PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, o1 22.12.2014 N 429-
d3)

CraTba 48. lOpugmyeckme nuua, KOTOPbIM paspeLleH BBO3 IEKAPCTBEHHbIX CPeACTB B Poccuiickyto
depepaumto
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHble cpeacTea B Poccuiickyto ®eaepaumio MoryT BBO3UTb:
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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1) npousBoguTENM NIEKAPCTBEHHbIX CPeacTB AN uefei cobCTBEHHOro MpoM3BOACTBA
NeKapCTBEHHbIX CPEACTB;

2) VHOCTpaHHble pPa3paboTUMKM JIEKAPCTBEHHbLIX CPEACTB WM WHOCTPaHHble MNPOU3BOAUTENU
NIeKapCTBEHHbIX CPEACTB UAW APYrMe IpUANYECKME /ML MO NOPYYEHUIO pa3paboTunKa NeKapCcTBEHHOTO
CpeAcTBa A/1a NpoBefeHUs KAMHUYECKUX UCCNedoBaHUN NIeKapCTBEHHOMO Npenaparta, OCyLLeCTB/IeHUs
rocy4apCTBEHHOW  perucTpaummu  JIeKapcTBEHHOro npenapaTta, BKAYeHUAa  papmaLeBTUYECKOM
CybCTaHUMM B TOCYAAPCTBEHHbIN PEECTP JIEKAaPCTBEHHbIX CPEACTB, KOHTPOS KayecTBa JIeKapCTBEHHbIX
CPeACTB NPW HAIMYMUK Pa3peLLeHMs YNOJIHOMOYEHHOro ¢peaepanbHOro opraHa UCMNoJIHUTEIbHOM BNacTH
Ha BBO3 KOHKPETHOM MNapTUM JIeKapCTBEHHbIX CPeACTB;

3) opraHu3aLmMm ONTOBOM TOProB/AN 1EKAPCTBEHHbIMU CPeACTBaMU;

4) Hay4yHO-UcCcnedoBaTeNbCKME OpraHusauMu, obpasoBaTesibHble OpraHusauuu  BbiCLIEro
06pa3oBaHUA, NPOM3BOAUTENN NEKAPCTBEHHbIX CPEACTB A1A Pa3paboTKM, UccnenoBaHW, KOHTPOAA
6e30nacHOCTM, KayectBa, 3PPEKTUBHOCTU NEKAPCTBEHHbIX CPeACTB MPU  HaAMYMKM  paspelleHus
yrnonHoMo4eHHoro pesepasibHOro opraHa UCNOHUTENbHOM BAacTy;

(8 peq,. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeanuUMHCKMe opraHmM3aumm, MHble yKasaHHble B MyHKTax 1 - 4 HacToALWEeN CTaTbu opraHmn3auuu
A7 OKa3aHMA MeAULUHCKOM MOMOLLM MO U3HEHHbIM NOKa3aHMAM KOHKPETHOrO NauMeHTa Npu Hamumm
paspelleHna ynoaHOMoYeHHoro ¢deaepasbHOro opraHa UCNOAHUTEIbHOM BAACTM Ha BBO3 KOHKPETHOWM
napTUM NeKapCTBEHHOro npenapaTta, Bbl4aHHOrO B YCTaHOB/JEHHOM nopsake B Gpopme 3/1eKTPOHHOro
OOKYMeHTa, MoAMNNUCAaHHOIO YCUNEHHOM KBanMULMPOBAHHOM 3/1€KTPOHHOMN NOAMNUCHIO.

(8 pen,. PepgepanbHoOro 3akoHa ot 12.03.2014 N 33-93)

CtaTba 49. [loKyMeHTbl, NpeacTaBAsieMble B TaMOXeHHble opraHbl Poccuitickoin deaepaunn npm
BBO3e /IeKapCTBEHHbIX cpeacTs B Poccuiickyto Pegepaumio
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. Mpn BBO3e J/IeKapCTBEHHbIX CPeacTB B Poccuiickyio Pepepaunio B TaMOMKEHHbIE OpraHbl
Poccuiickon depepaumm Hapagy C OOKYMEHTaMK, MpPeAcTaBleHWe KOTOpbiX MpeaycMOTPeHOo
TAaMOKEHHbIM 3aKOHOZATe/NbCTBOM TaMOMKEHHOro cot3a W (MnM) 3aKoHoAaTenbcTBOM PoccuiicKol
depepauunm o TamoXKeHHOM aene, NPeACcTaBAATCA Cneayolwme JOKYMEHTbI:

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) cepTuduMKaT Npou3BOAUTENS JIEKAPCTBEHHOrO CpeacTBa, YAOCTOBEPAMLWMM COOTBETCTBUE
BBO3MMOIO JIeKapCTBEHHOro cpeactBa TpeboBaHuam ¢dapmaKonelHon cratbM nmMbo B ciayyae ee
OTCYTCTBUSA HOPMATMBHOM AOKYMEHTALMWN MU HOPMATUBHOIO AOKYMEHTa;

2) paspelleHue yno/sHOMOYEHHOro ¢denepasibHOro OopraHa WCNONHUTENbHON BAAacTM Ha BBO3
KOHKPETHOM NapTUK /NIeKapCTBEHHOrO CPeacTBa B C/y4YasxX, YCTAHOBAEHHbIX 4acTbio 3 cTatbu 47
HacToswero PeagepanbHOro 3akoHa.

2. [JoKyMmeHTbl, yKasaHHble B NyHKTax 1 M 2 vactu 1 HacToAwel cTaTbM, NPeAcTaBNAOTCA B
TaMOMKeHHble opraHbl Poccuiickon deaepaumm npu NpuUbbLITUN NIEKAaPCTBEHHbIX CPeacTs B Poccuickyto
depepaumto.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Ctatba 50. BBO3 /sieKapcTBEHHbIX nNpenapatoB B Poccuilckyto depepaumto Ana  AUYHOTO
MCNONb30BAaHUA WM MHbIX HEKOMMEPYECKMX Lesnel, a TaKkKe AAs MCNOAb30BaHMA Ha TeppuUTopuUM
MeXAYHapoaHOIro MeANUMHCKOTO KnacTepa
(8 pea. PepepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHble npenapaTbl MOryT 6biTb BBe3eHbl B Poccuiickyto Pepepaumio 6e3 yyeTa
TpeboBaHWIA, NPeAYCMOTPEHHbIX YacTAMK 1 - 4 cTaTbu 47, ctaTbamn 48 1 49 HacTosAwero PeaepanbHoro
3aKOHa, eC/IM OHM NpeaHa3HaYeHbl ANa:

(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) AMYHOro UCNONb30BaHNA GM3NYECKMMU MLAaMK, NpUBbIBLNMM B Poccuiickyto Peaepaumtio. Mpu
3TOM BBO3 B Poccuiickyto deaepaumio NeKapCTBEHHbIX MPenapaTos, COAePKalUUX CUAbHOAENCTBYOLWME
1 (MNKn) A40BUTbIE BELLECTBA, BKAKOYEHHbIE COOTBETCTBEHHO B CMIMCOK CUAbHOAEMUCTBYOWMNX BELLECTB ANA
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Lesieit yrooBHOro 3aKoHogateibcTea Poccninickont deaepaumnm U B CNUMCOK AA40BUTbIX BELLLECTB A4 Lenei
YronoBHOro 3akoHogatenbcTBa Poccuiickon ®eaepaumm, yreepaeHHble MpaButTenbcTtBom Poccminckoi
dbepepaumm, ocywecTBaAseTca Npu HaAMYMM LOKYMEHTOB (3aBEepPeHHbIX KOMWI [OKYMEHTOB WM
3aBEpPEeHHbIX BbIMMCOK W3 HUX), NOATBEPMKAAOWMX HasHayeHMe OU3MYECKOMY /MUY YKasaHHbIX
JIeKapCTBEHHbIX MPENapaToB (33 MCKAIOYEHMEM NeKapCTBEHHbIX MPenapaTos, 3aPerucTpMpoBaHHbIX B
Poccuiickoin depepaumm M oTnyckaembix B Poccuiickon depepaumm 6e3 peuenta Ha NeKAPCTBEHHbIN
npenapar). NoaTeepKaatolme AOKYMEHTbI (MX 3aBepPEeHHbIE KOMUU UAN 3aBEPEHHbIE BbIMUCKU U3 HUX)
OO/KHbI COAEpPKaTb CBEAEHMA O HAMMEHOBAHMW W KOAMYECTBE HA3HAYEHHOrO JIEKAPCTBEHHOIO
npenaparta. B caydae, eciv noaTeepXAaatowme OAOKYMEHTbl (MX 3aBEpPEeHHble KOMUU UK 3aBepeHHble
BbINMUCKN U3 HUX) COCTaB/IeHbl HA MHOCTPAHHOM A3blKe, K HUM MpuaaraeTca HoTapuasibHO 3aBEPEHHbIN
nepeso, Ha PYCCKUI A3bIK;

(n. 1 B pea. epepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) wucnonb3oBaHMA  paboOTHUKaMM  AUMNJIOMATMUYECKOro Koprnyca WAM  NpeacTaBuUTeNsamu
MeXAYHapOoAHbIX OpraHM3auuii, akkpeauToBaHHbIX B Poccuitickoit ®epepaunu;

3) NleyeHUs Nacca’kMpOB M YJEHOB 3SKMMAXKeM TPaAHCMOPTHbLIX CPeacTB, MoesaHbix 6pwurag u
BOAMTENIe TPAHCMOPTHbIX cpeacTs, NpubbiswmMx B Poccninckyto ®epepauntio;

(B peq,. PepgepanbHoOro 3akoHa ot 06.12.2011 N 409-3)

4) neyeHUA YY4aCTHUKOB MENKAYHAPOAHbIX KY/NbTYPHbIX, CMOPTUBHbLIX MEPONPUATUIA M YH4aCTHUKOB
MeXAYHapPOAHbIX SKCNeauLmii;

5) neyeHns KOHKPETHbIX KMBOTHbIX B 300MapKax, a TaKKe KUBOTHbIX, BBO3UMbIX B Poccuiickyto
depepaumto g8 yyacTma B CMOPTUBHbIX U 3PEAULLHbBIX MEPONPUATUSAX;

(8 peq. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-3)

6) NCNoONb30BaHMA Ha TEPPUTOPUN MEXKAYHAPOAHOIo MeANLMHCKOro Knactepa.
(n. 6 BBegeH ®egepanbHbiM 3aKoHOM OT 29.06.2015 N 160-93)

2. B cnyyasx, npenycMoTpeHHbIX YacTbio 1 HacTosiwen cTaTbM, A0MNYyCKAaeTca BBO3 B POCCUICKYIO
depepaumto neKapCTBEHHbIX NPenapaTos, He 3aperncTPuUpoBaHHbIX B Poccuiickon deaepaymu.
(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapcTBeHHble NpenapaThbl, NpegHa3HayYeHHble 415 T'YMaHUTapHOM nomMoLum (coaencTemns) nnm
NOMOLLM MNPU YpesBbl4aMHbIX CUTyauuax, BBO3AaTcA B Poccuitckyto depepaumio B  NopALKe,
yctaHoBneHHom [lpaButenbctBom Poccuiickon degepaumn. 3anpeliaerca BBO3 B Poccuitckyto
depepaumto  He3apPErncTPUpPOBAHHBLIX  JIEKAPCTBEHHbLIX  MPenapaTtoB, NpegHasHayeHHbIX  AAs
ryMaHUTapHOM NomoLm (coaencTema) Manm NoOMOLUM NPU YPEe3BbIYaNHbIX CUTYaALUAX.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 51. CoTpyaHuuyecTBoO dpeaepanbHOro opraHa UCNoNHUTEIbHOM BAACTU, YNOJHOMOYEHHOTO B
06/1aCTV TaMOMKEHHOr0O Aena, U LPYrux YNnoAHOMOYEHHbIX deaepanbHbiX OPraHoOB MCMOAHWUTE/IbHOM
BNACTU

1. YnonHomouyeHHble ¢enepasbHble OpraHbl WCMNOJAHUTENbHOW BAACTU MPeaoCTaBAAIOT B
pacnopsykeHne ¢enepanbHOro opraHa WCNOAHUTENbHOW BAACTW, YMNONHOMOYEHHOro B 0b6aacTu
TAMOMEHHOIo Aena, rocyfapCTBeHHbIM pPeecTp NEeKAPCTBEHHbIX CPEACTB, a TaKke WHPopmauuio o
BblAAHHbIX pPa3pelleHnsAX Ha BBO3 KOHKPETHOM MAapTUM JIEKAPCTBEHHbIX CPeACTB B  CAy4vasx,
YCTaHOB/IEHHbIX YacTbto 3 cTaTbu 47 HacTosAwero ®esepasbHOro 3aKoHa.

2. ®epepanbHblit OpraH MCNOAHUTENBHOW BAACTM, YNOJHOMOYEHHbIA B 06/1aCTM TaMOXKEHHOro
aena, MHPopmUupyeT yKasaHHble B YacTh 1 HacToAwen cTaTbl YNOJAHOMOYEHHble defepasibHble OpraHbl
WUCNONHUTENbHOW BNACTM O BBO3€ JIEKAPCTBEHHbIX cpeacts8 B Poccuitickyio Pepepaumio M BbiBO3e
NeKapCTBEHHbIX cpeacTB M3 Poccuiickoit depepaumm no ¢opme M B NOPAAKE, KOTOPblE YCTAHOB/EHDI
Mpasutenbctsom Poccminickon degepaumn.

(8 pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Fnasa 10. PAPMALEBTUYECKAA OEATE/IbHOCTb

Cratba 52. OcyuiecTeneHne papmaLeBTUYECKOW 4eATEeNbHOCTH
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1. dapmaueBTUYECKaA [eATENbHOCTb OCYLLECTBAAETCA OpraHM3auusmMu ONTOBOM TOProB/M
NIEeKapCTBEHHbIMW  CPeACTBaMM,  anTEeYHbIMM  OPraHM3auMsaMKM,  BETEPUMHAPHbIMM  aNTeYHbIMMU
opraHusaumamm,  UHAMBUAYANbHbBIMK  MPeAnpUHUMATENAMWU,  UMELWMMU  AULEH3UI0  Ha
bapMaLEeBTUYECKYIO AeATe/IbHOCTb, MEAMUMHCKMMK OpraHM3aumMamMy, UMEWMMU JINLEH3UIO Ha
dbapmMaLeBTUYECKYIO [AeATeNbHOCTb, U KX 060C06NeHHbIMM noapasaeneHusmu (ambynatopuamm,
denbalepckumm 1 denbaluepcKo-akyWepCcKUMM  MyHKTaMK, LeHTpamu (oTaeneHusmun) obuuei
BpayebHOW (cemeliHOM) MPaKTUKK), PACNONOMKEHHbIMU B CE/IbCKMX HaCeNeHHbIX NMYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3aLuu, U BEeTEePUHAPHbIMKU OPraHM3aUMAMM, UMEIOWMMMN IMLEH3UI0 Ha
bapmaLeBTUYECKYIO AeATe/IbHOCTb.

(8 pen. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. dusnyeckne nMUa MOTyT OCYLLECTBAATb GapMaLLeBTUYECKYID AeATe/NbHOCTb MPU Ha/iMuymMu
BbICLLEro WK cpegHero gpapmaueBTUYECKoro obpasoBaHma U cepTudMKaTa cneumanmcra, BbiCLIEro Uan
cpefHero BeTepMHapHoro obpasoBaHuA U cepTudMKaTa CNeumanncTa, a TakKe BbICLLIEro UaM cpegHero
MeAMUMHCKoro obpasoBaHuA, cepTudmKaTa cneumanucta U AOMNOAHUTENbHOro NpodeccnoHasbHOoro
06pa3oBaHUA B YaCTU PO3HUYHOM TOProBAW IEKAPCTBEHHBIMKW NpenapaTamMu Npu ycioBUM X paboTsl B
060C06/1eHHbIX NoAPa3aeNeHUAX MeAULMHCKUX OpraHn3aLMiA, yKasaHHbIX B YacTu 1 HacToALel cTaTbM.
(4actb 2 B pea. PepepanbHoro 3akoHa ot 27.07.2010 N 192-¢3)

Cratbsa 53. Mpogarka, nepefaya JIEKAPCTBEHHbIX CPEACTB OpraHM3aLMAMM ONTOBOM TOProB/IM
NNeKapCTBEHHbIMU CPEeACTBaMM

OpraHusauuMm onToBOW TOProB/M NI€KAPCTBEHHbIMU CPeACTBaMM MOTYT OCYLLECTBAATb MPOoAaKy
NleKapCTBEHHbIX CpPeacCTB WAM NepefaBaTb UX B YCTAHOB/MEHHOM 3aKOHOAATENbCTBOM PoccuiAcKol
depnepauum nopsaake:

1) ApyrMm opraHu3aLmMamM ONTOBOM TOProBAN NeKapPCTBEHHbIMM CPpeaCcTBaMu;

2) Npoun3BOANTENAM IeKapPCTBEHHbIX CPeACTB ANA Lenei Npon3BOACTBa IeKapCTBEHHbIX CPeaCTB;

3) anTe4YHbIM OpraHn3auMam 1 BeTepUHaPHbIM anTeYHbIM OpraHn3auusam;

4) Hay4YHO-MUCCNeA0BaTENbCKUM OPraHM3aUmnaM AN HayyHO-UCCNea0BaTebCKol paboThl;

5) wHAMBMAYyaNbHbIM NpPeAnpUHMMATENAM, WMELWMM NIMUEH3NI0 Ha ¢dapmaLeBTUYECcKyHo
AeATeNbHOCTb UM IMLLEH3UIO Ha MeAULMHCKYI0 AeATeNbHOCTb;

6) MeaULMHCKUM OpraHmn3auuam, BeTepPUHapPHbIM OpraHn3auusam;

7) opraHusaumMam, OCyLLEeCTBAAIOWMUM pa3BeeHune, BbipalMBaHne U coaepsKaHne KUBOTHbIX.

Cratba 54. MpaBuia onToBOW TOProBAN NEKAPCTBEHHbLIMM CPEACTBAMMU

OnToBas TOProBAA  /NIEKAPCTBEHHbIMM  CPEACTBAaMM  OCYLLECTBAAETCA  MPOM3BOAUTENAMM
NEeKapCTBEHHbIX CPeACTB M OpraHM3auMsAMKM ONTOBOM TOPrOB/IM /JIEKAPCTBEHHbIMWU CPeACTBaMM MO
npaBuaam Hagaexallen gUcTpnbbIOTOPCKOM NPAKTUKK U NPaBUIaM HaA/eXKallel NPaKTUKN XPaHEHUA U
nepeBO3KM JIeKAapPCTBEHHbIX MPEnapaToB, YTBEPXKAEHHbIM COOTBETCTBYIOLMMM YNOJHOMOYEHHBIMM
denepanbHbIMM OpraHaMm UCNOIHUTENbHOM BAACTH.

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

Ctatbsa 55. NopagoK PO3HUYHOM TOProBAN NEKAPCTBEHHbIMKW NPenapaTamm

1. PO3HWYHasA TOProBAs /IeKapCTBEHHbIMKM MNpenapaTamu B KOAMYECTBAX, HeobXoAMMbIX ANA
BbIMOJHEHNA BpayebHbiX (denbalepckmx) HasHAYeHWn WAM HasHaYeHWl cneuuannuctos B 06.1acTu
BETEPMHAPUM,  OCYLIECTBASAETCA  anTeYHbIMW  OPraHM3auMAMM, BETepPUHAPHbIMM  anTeYHbIMM
OpraHusauMaAMK,  MHAMBMAYaANbHbIMM  MNPegnpPUHUMATENAMM,  MMEIWMMU  IMLEH3UIO  Ha
bapMaueBTUYECKYIO AeATeNbHOCTb, MEAMUMHCKUMWU OpraHM3auMamu, UMEeLWMMKU ULEH3UI0 Ha
bapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060COB6AEHHbIMM MNoApasaeneHuamn (ambynatopuamu,
denbawepckummn 1M denblepcko-aKyLEePCKUMM  NYHKTaMK, LeHTpamu (oTaeneHuamu) obuiei
BpayebHoW (cemeilHOM) NPaKTUKKM), PacnoNOKEHHbIMU B CENbCKUX HACeNEHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuun, U BeTepmHapHbIMU OPraHU3aLUAMM, UMEIOLLMMWN NULLEH3MIO Ha
bapmaueBTUYECKYl0 AeATeNbHOCTb. PaspelleHa pO3HWMYHAA TOProBASA TOJIbKO JIeKapCTBEHHbIMM
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npenapaTtamu, 3apernMcTpupoBaHHbIMM B Poccunitickon deaepaunn MM U3roToBAEHHbIMK anTeYHbIMM
opraHM3aumMamm, BETEPUHAPHbIMM anTeyHbIMK opraHusaumMamm, WUHAMBUAYAbHBIMU
npeanpUHUMATENAMY, UMEIOWMMU NNLEH3NI0 Ha dapMaleBTUYECKYl0 AeATeNbHOCTb. Po3HM4YHas
TOProB/A JIEKAPCTBEHHbIMM MpenapaTaMy OCYLLECTBAAETCA MO NpaBWam HagiexKalen anTeyHou
NPaKTUKK, YTBEPKAEHHbBIM YNOJHOMOYEHHbIM dpefepanbHbIM OPraHOM UCMOIHUTE/IbHOM BNACTMY.

(B peq,. PepgepanbHbix 3aKOHOB 0T 25.11.2013 N 317-®3, 071 22.12.2014 N 429-93)

2. Bupgbl anTeuyHbix oOpraHMsaumMii M MpaBuaa OTNYCKA JIEKAPCTBEHHbIX MNpenapatoB A
MEANUMHCKOTO NPUMEHEHUA anTeYHbIMM OPraHU3auUAMU, UHONBUAYANbHLIMU NPEANPUHUMATENAMMU,
UMEOLMMM IMLLEH3UIO Ha GapMaLLeBTUYECKYIO AEATEe/IbHOCTb, a TaK¥Ke NpaBu/ia OTNYCKa IeKapCTBEHHbIX
npenapaToB 418 MeAULMHCKOro NPUMEHEHUA MEANLMHCKMMM OPraHn3aunamMm, MMEeLWMMIN NLEH3MUIO
Ha ¢apmaLLeBTUYECKYI0 AeATeNbHOCTb, U UX 060COb/eHHbIMM MNoApasgeneHuammn (ambynatopusamu,
denbaliepckumm 1M denbaliepcKo-akyWepCKUMUM  NMyHKTaMK, LeHTpamu (oTaeneHusmun) obluel
BpauyebHoW (ceMelHOW) NPaKTUKK), PACcNoONIOKEHHbIMU B CE/IbCKUX HACENEHHbIX MYyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3auuMu, YTBEPKAAKTCA YMNOJHOMOYEHHbIM deaepasbHbiM OpraHom
WUCNONHUTE/IbHOM BNACTM.

(B peq,. PepgepanbHoOro 3akoHa ot 25.11.2013 N 317-93)

3. MpaBuaa OTNycKa HAPKOTUYECKUX CPEACTB M NMCUXOTPOMHbIX BELLECTB, 3aperncTPUPOBaHHbIX B
KayecTBe JIeKapCTBEHHbIX MPEnapaToB, JEKAPCTBEHHbIX MPEnapaToB, COAEpPXKALLMX HapKOTUYECKue
CpeAcTBA WM MNCUXOTPOMHbIE BELLECTBA, YTBEPXKAAKTCA YMNOJHOMOYEHHbIM deaepasbHbIM OpPraHOM
WCNONHUTENbHOW BAACTM NO cornacoBaHuioo ¢ deaepanbHbIM OPraHOM MUCMONHUTENbHOW BAacCTH,
YNONHOMOYEHHbIM B cpepe BHYTPEHHUX Ae.

(8 peq. PepgepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JleKapcTBeHHble npenapatbl AAA BETEPUHAPHOrO MNPUMEHEHWA MNoAJexaT OTNyCcKy
BETEPUHAPHbIMM anTeYHbIMW OPraHM3aUUAMM, BETEPUHAPHBIMU OPraHU3aUMAMMK, UHANBUAYANbHBIMMI
npeanpUHUMATENAMU, UMEIOLLMMU IMLLEH3MIO Ha dapMaLLeBTUYECKYIO AeATebHOCTb. MpaBuaa oTnycka
NIEeKapCTBEHHbIX MpenapaToB A1 BETEPUHAPHOIO MNPUMEHEHUA YTBEPKAAIOTCA YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTEIbHOM BAACTM.

5. TlepeyeHb MeEAMUMHCKMX OpraHM3aumMii, UMEIOLMX JINLEH3UIO HA (dapMaLLEBTUYECKYIO
OeATeNbHOCTb, M UX 06ocobaeHHbIX noapasaeneHuii (ambynatopuin, penbgluepckmx N dpenbaepcko-
aKyLEePCKUX NYHKTOB, LEHTPOB (O0TAeNneHni) obLuelt BpauebHoM (cemeliHoM) NPaKTUKKM), PACNONOMKEHHbIX
B CE/IbCKMX HACENIEHHbIX MYHKTAxX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OPraHM3aunMn, a TaKKe nepeyeHb
NIEKapCTBEHHbIX NPEnapaToB (33 WCKAYEHMEM HAPKOTUYECKUX JIEKAPCTBEHHbIX MpenapaTos U
NMCUXOTPOMHbIX JIEKAPCTBEHHBIX NPENAPaTOB), NPOAaXKa KOTOPbIX MOXET OCYLLECTBAATLCA YKAa3aHHbIMU
opraHusauMamm n  ux 060cOBNEHHBIMX  MOAPA3AENEHUAMM,  YCTAaHABAMBAKOTCA  OpraHamu
MUCNONHUTENIbHOM BNacTn cybbekToB Poccuiickon deaepaunu.

(8 pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

6. AnTeyHble OpPraHM3auuMu, WMHAMBUAYANbHblE NPEANPUHUMATENM, UMEOWME JSIULLEH3UIO Ha
bapmaueBTMUECKYIO  AeATeNbHOCTb, 06A3aHbl  obecneymBaTb YTBEPXKAEHHbIV  [MpaBUTENBCTBOM
Poccuiickon degepaumm n popmmpyembin B YCTAaHOBAEHHOM MM NOPAAKE MUHUMAJbHbIA aCCOPTUMEHT
NeKapCTBEHHbIX NPenapaToB, HEOOXOANMbIX AN OKa3aHWUA MEANLMHCKON MOMOLLM.

(4acTb 6 B peq. deaepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeyHble OpraHuM3auMK, WHAMBUAYASIbHblE MPEANPUHUMATENN, UMEOWME JINLEH3UIO Ha
bapMaLEeBTUMYECKYIO  AEeATENbHOCTb, HapAdy C JIEKAapPCTBEHHbIMM Mpenapatamu  WMMeT MpasBo
npuobpeTaTb M NPoAaBaTb MEANLNHCKNE U34ENNSA, Ae3UHPULMPYIOLLME CPeACTBA, NPeAMETbI U CpescTBa
JIMYHOW TUrMeHbl, Nocyay ANS MeULMHCKUX Lenei, npeameTbl U cpeacTsa, npeaHasHadyeHHble 410 yxo43
3a 60/1bHbIMW, HOBOPOXKAEHHBIMM U AEeTbMMU, HE AOCTUILMMM BO3paAcTa TPEX NET, OYKOBYIO OMNTUKY U
CPeACTBA yX04a 3a HeW, MMHEpPa/ibHble BOAbI, NPOAYKTbI 1Ie4ebHOro, AETCKOro U AMETUYECKOrO NUTAHUS,
O6MONOrMYECKM aKTMBHble A06aBKM, NapdtomepHble U KOCMETUYECKME CPeacTBa, MeAMUMHCKME WU
CaHUTApPHO-NPOCBETUTE/NIbHbIE MeYyaTHble M34aHWA, NpeaHasHauYeHHble AAs MnponaraHabl 340p0OBOro
06pasza }KU3HMU.

(8 pea. PepepanbHbix 3akoHOB OT 27.07.2010 N 192-3, o1 25.11.2013 N 317-d3)

8. [eaTenbHOCTb anTeyHbIX OopraHu3aumii BoopyeHHbix Cun Poccuiickoit ®epepaunn, apyrmx
BOMCK, BOMHCKMX GOPMUPOBAHMNI M OPraHoOB, B KOTOPbIX 3aKOHOZATENbCTBOM Poccuiickolt ®eaepaumnn
npeaycMOTPEHO MNPOXOXAEHUE BOEHHOM CAyKbbl uan denepanbHOW rocysapcTBEHHOM CAyXKObl,
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CBA3QHHOW C MPAaBOOXPAaHUTE/IbHOM AEATEeNbHOCTbIO, perfameHTupyetrca Hactoawmm PepepanbHbim
3aKOHOM W YTBEPXKAEHHbIMW COOTBETCTBYIOWMMN desepasibHbIMU OpraHamMM UCMONHUTENIbHOM BNacTu
nonoXeHnamn. KoHTposib 3a cobntogeHMem yKa3aHHbIMM anTeYHbIMU OPraHU3auMAMU MOJIOKEHUN
HacToawero degepasbHOro 3aKOHa OCYLLECTB/SETCA COOTBETCTBYHOLWMMKU deaepasbHbIMU OpraHamm
MCMOJIHUTE/IbHOW BNaCTM.

(8 pen. PepepanbHoro 3akoHa ot 13.07.2015 N 262-93)

Cratba 56. M3roToBIeHME W OTNYCK IEKAPCTBEHHbIX NPenapaTos

1. M3roToBneHWE NEKAPCTBEHHbLIX MPENApPaToOB anTeYHbIMW OpPraHM3auMAMK, BETEepPUHAPHbIMM
anTeYHbIMU OpPraHU3aUUAMKU, UHANBUAYANbHBIMU NPEANPUHUMATENAMMU, UMEOWNMMN NULLEH3UD Ha
bapmaLeBTUUECKYIO AeATeNbHOCTb, OCYLLECTBAAETCA MO peuenTam Ha JieKapCTBeHHble npenapatobl, No
TpeboBaHMAM MeLULMHCKMX OpraHM3auMii, BETEPUHAPHbLIX OpPraHM3aLmMii B COOTBETCTBMM C MpPaBuIaMm
M3roTOB/IEHNS W  OTNYCKAa JIEKAPCTBEHHbIX NPENapaToB, YTBEPKAEHHbIMW  YMNOJIHOMOYEHHbIM
desepanbHbIM OPraHOM UCMNONHUTENbHOM BNACTM.

2. MNpu M3roToBAEHUM TIEKAPCTBEHHbIX NPENapaToB anTeYHbIMM OPraHU3aLUAMM, BETEPUHAPHBIMMU
anTeYHbIMU OpPraHU3aUUaAMKN, MHONBUAYANbHBIMU NPEANPUHUMATENAMU, UMEHOLWUMN NULLEH3UID Ha
bapmaLEeBTUUECKYIO AeATENbHOCTb, MCMoAb3yoTca dapmaueBTUYecKne cybCTaHLMKM, BK/IOYEHHbIE
COOTBETCTBEHHO B FOCYA,aPCTBEHHbI PEECTp IeKAPCTBEHHbIX CPEACTB ANA MeANLMHCKOTO NPUMEHEHMA U
rocy4apCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB ANA BETEPUHAPHOIO NPUMEHEHMUA B YCTAHOBIEHHOM
nopagKe. He pgonyckaeTca M3rotoB/feHWE anTeYHbIMW OPraHU3aLMAMM, BETEPUHAPHBIMKU anTeYHbIMM
OpraHM3aumMaAMK,  UHAMBUAYAJbHBIMKU  NPEANPUHUMATENAMM,  UMEKLWMMU  JIMLEH3U0  Ha
bapmaLLeBTUYECKYIO AeATeNIbHOCTb, IEKAPCTBEHHbIX MpenapaToB, 3aperncTpmpoBaHHbIX B Poccuiickoi
depepaunm.

3. MapKMpoBKa NEeKapCTBEHHbIX MNPENnapaTtoB, W3rOTOBAEHHbIX aANTEYHbIMWM OpPraHM3aLUAMMU,
BETEPUHAPHbIMM anTeYHbIMW OPraHU3aLMAMM, UHANBUAYANbHBIMU NPEANPUHUMATENAMMU, NMEIOLLUMMU
NMLEH3NI0 Ha apMaueBTUYECKYD OeATeNbHOCTb, M O0POpPMIEHME TaKMX MPenapaTtos LO/IKHbI
COOTBETCTBOBATbL NPaBMAAM, YKa3aHHbIM B 4acTh 1 HacToALeN cTaTbu.

4. AnTeyHble OpraHuWsauuuM, BeTepUHApPHble anTeyHble OpraHu3auuu, WHAUMBUAYANbHbIE
npeanpUHUMATENN, UMEIOLLME NLEH3UNIO Ha GapPMALLEBTUYECKYIO AeATENbHOCTb, HECYT OTBETCTBEHHOCTb
3a HecobsoAeHWe MPaBUA U3FOTOBAEHMA U OTMYCKAa JIEKAPCTBEHHbIX NPENapaToB B COOTBETCTBMMU C
3aKoHogZaTenbcTBOM Poccuiickon ®enepauuu.

Cratba 57. 3anpeweHve npoaaxun  $anbCMPUUMPOBAHHBIX  NIEKAPCTBEHHbIX  CPEACTB,
Hef06poKayecTBEHHbIX IEKAPCTBEHHbIX CPeACTB, KOHTPAdAKTHbLIX IEKAPCTBEHHbIX CPEACTB

Mpoaaska banbcOULMPOBAHHBIX  JIEKAPCTBEHHbIX CpeacrTs, Hef06poKayecTBEHHbIX
NEeKapCTBEHHbIX CPEACTB, KOHTPAhaAKTHbIX IEKAPCTBEHHbIX CPEACTB 3anpeLLaeTca.

CraTbAa 58. XpaHeHMe NeKapCTBEHHbIX CPeACTB

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA NPOU3BOAUTENAMM JIeKAaPCTBEHHbIX
CPeAacTs, OpraHWsauMAMKM  ONTOBOM  TOProBAW  /IEKAPCTBEHHbIMKU  CPeACTBaMM,  anTeYHbIMM
opraHusaumnamu, BETEPMHAPHbIMMU anTeYHbIMM opraHu3aumMamM, WNHOMBUAYANbHBIMK
npeanpUHUMaTENAMM, UMEIOWMMM ANLEH3MIO Ha GapMaLLEBTUYECKYIO AeATENbHOCTb UM INLEH3UIO Ha
MEAMULMHCKYI0 AeATeNIbHOCTb, MEeOUUMHCKMMMN OpraHM3aumamn, BETEPUMHAPHLIMKU OpraHusaumamMu U
WHBLIMW  OpPraHM3auMAMM, OCYLLECTBAAIOWMMM ObpalleHne eKapCTBEHHbIX CpeacTB. XpaHeHue
NEeKapCTBEHHbIX CPeACTB AO/1A BETEPMHAPHOrO MPUMEHEHMA OPraHM3auMAMM UM UHOUBUAYANbHbIMU
npeanpuHUMaTeNaMM B C/ly4asX, €CIM OHM UCMONb3YIOTCA WCKAIOYMTENbHO MpU  pasBeaeHUn,
BbIPalMBAHMUM, COAEPKAHUN U NEYEHUN }KMBOTHbIX, MOMKET OCYLLECTBAATLCA 6e3 noayYeHusa AULEH3UM
Ha papmaLeBTUYECKYIO AeATeIbHOCTb.

(8 pea. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. TMpaBuna XxpaHeHWA  NeKAapCTBEHHbIX CPEeACTB  YTBEPXAAITCA  COOTBETCTBYHOLMM

YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENBHOM BAACTH.
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3. XpaHeHne HApPKOTMYECKMX NIEKAPCTBEHHbIX CPeACTB, NCUXOTPOMHbLIX IEKAPCTBEHHbIX CPeACTs,
pagnodapmaLeBTUYECKUX  JIEKAPCTBEHHbIX  CPeACTB  OCYLLeCcTB/AAeTcA B COOTBETCTBUMM  C
3aKoHopaaTesibcTBoM Poccuiickon ®epepauymn.

Cratbs 58.1. MNpeameTHO-KO/JIMYECTBEHHbIN Y4YeT JIeKapCTBEHHbIX CPeACTB ANA MeAMLMHCKOro
npumeHeHms

(sBepeHa depepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)

1. NMepeyeHb NeKapPCTBEHHbIX CPEACTB A/ MEANLMHCKOrO NPMMEHEHUSA, NOAAEKaLMX NpeaMETHO-
KONMYECTBEHHOMY Y4eTy, YTBEPKAAETCA YNONHOMOYEHHbIM denepasibHbiM OPraHOM MCNONHUTENIbHOM
B/IACTML.

2. MopAaoK BKAOYEHUA NIEKAPCTBEHHbIX CPEACTB AN MEeAUUMHCKOrO NPUMEHEHUS B NepeyeHb
JIeKAPCTBEHHbIX CPEACTB A1 MEANLMHCKOrO NPUMEHEHUSA, NOANEKALMX NPeaMETHO-KONNYECTBEHHOMY
yyeTy, yCTaHaBAMBaEeTCA YMNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WCNONAHUTENbHOW BAACTU MO
cornacoBaHuio ¢ degepanbHbiM OPraHOM WCMONHUTENIbHOW BNAcTW, YMNOJHOMOYEHHbIM B cdepe
BHYTPEHHUX Aen.

(8 peq. PepgepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MNpepMeTHO-KONNYECTBEHHbIN YYeT SIEKAapPCTBEHHbIX CPEACTB AN MEeAULMHCKOro NpUMeHeHUn
BeAyT NPOM3BOAMTENIM NEKAPCTBEHHbIX CPeACcTB, OpPraHW3aLMn OMNTOBON TOProB/AM JIEKAPCTBEHHbIMM
cpencTBamm, anTeyHble opraHusaumm, MHAMBUAYAbHbIE NPEeaNnPUHUMATENN, UMEIOLLME SIULLEH3UIO HA
bapMaLLeBTUYECKYIO AEeATENbHOCTb MM JINLEH3UI0 HAa MEeOMULMHCKYIO AeATe/lbHOCTb, U MegULMUHCKue
opraHusaumu, ocyulecTeastowme obpalleHne N1eKapcTBEHHbIX CPeACTB A8 MeAULMHCKOTO NPUMEHEHMUS,
nytem perucrpaumm nobbix CBA3aHHbLIX C UX obpalleHnem onepauun, Npu KOTOPbIX U3MEHSETCcA UX
KONMYECTBO M (UAKM) COCTOSIHUE, B CNELNabHbIX XKypHaiax yyeTa onepaunii, cBA3aHHbIX ¢ obpalieHem
JIeKapCTBEHHbIX CPEACTB 418 MeAULIMHCKOro MPUMEHEHMUA (aanee - cneunasnbHble KypHasbl).

4. MpaBuna perucTpaumm onepaunit, cBAsaHHbIX C obpalleHNeM SIeKapCTBEHHbIX CPeAcTB A
MeOMULMNHCKOrO NPUMEHEHUS, BK/IOYEHHbIX B MEpPeYeHb JIeKAPCTBEHHbIX CPeACTB ANA MeAULUHCKOro
NPUMEHEHUS, NoANEXKaALLMX NPeaMETHO-KONMYECTBEHHOMY YYeTy, B CNeLunasbHbIX *KypHanax u npasuna
BEAEHUA W XPaHEHMA CMELMaNbHbIX KYPHA/NOB YTBEPMKAAKTCA YNOJAHOMOYEHHbIM denepasibHbIM
OpraHoOM MUCMO/IHUTENbHOM BIACTMU.

5. KoHTponb 3a cobnogeHvem npaBua perncrpauum onepaumn, CBA3aHHbIX C obpallieHuem
NIeKAPCTBEHHbIX CPEACTB A/A MeAUUNHCKOro NPUMEHEHUA, BKIOYEHHbIX B NEpPeYeHb JIEKapCTBEHHbIX
CpeacTe Ans MeAMUMHCKOrO MPUMEHEeHUs, noanexawmx npeamMeTHO-KOMYEeCTBEHHOMY YyeTy, B
CneumanbHbIX XKypHanax, a TakXe 3a cobnogeHMem NpaBUA BedeHMA U XPaHEHUs CrneuunasbHbIX
KYPHaNoB BO3/1araeTca Ha yNnoJHOMOYEeHHble deaepasnbHble opraHbl UCNOSIHUTENIbHOW BAACTU W OpraHbl
WUCNONHUTENbHOM BfacTM cybbekToB Poccuiickon depepaumn, ocylecTBAAOWME NULEH3NPOBaHME
NpPoOu3BOACTBA JIEKAPCTBEHHbIX CPeacTs, ¢apmaueBTUYECKON AeATeNbHOCTM W MeAULMUHCKOM
OEeATENbHOCTU, U OCYLLLECTBASIETCA B paMKaX IMLEH3MOHHOIO KOHTPOAS.

Fnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTba 59. OcHOBaHWA U NOPAAOK YHUUTOXKEHNA NEKAaPCTBEHHbIX CPeACTB

1. Hepob6poKayecTBEHHbIE NEKAPCTBEHHbIE CPeacTBa, ¢anbcMdULMpPOBaHHbIE NEKAPCTBEHHbIE
cpeacTBa nogsekaT W3bATUI0O M3 0OpalleHMAa M YHUUTOMKEHWI0 B MNOPAAKE, YCTaHOBJEHHOM
Mpasutenbcteom Poccuiickoit ®eaepaunn. OCHOBaHMEM ANA YHUUTOXKEHUA NEKAPCTBEHHbIX CPeacTB
ABNAETCA  pelweHMe  BAagenbla  /IeKapCTBEHHbIX  CPeAcTB,  pelleHWe  COOTBETCTBYIOLWLErO
YyNOAHOMOYEHHOTO peaepanbHOro opraHa MCNOHUTENbHOW BAACTU UK PeLEeHWe cyaa.

(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. KoHTpadaKTHble NeKapCTBEHHbIE CPeACcTBa NoANeXKaT U3bATUIO U3 06paLLLEHUA U YHUUTOKEHUIO
no pelweHuto cyaa. MNopaaoK YHUUTOXKEHMA KOHTPadaKTHbIX €KapCTBEHHbIX CPeACTB YCTaHaBAMBaeTCA
MpasutenbcTeom Poccuitickoii Pegepaunm.

(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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3. Pacxopgbl, CBA3aHHble C YHWUYTOXKEHMEM KOHTPAdAKTHbIX NEKAPCTBEHHbIX CPEACTB,
HeA06pPOKAaYECTBEHHbIX NEeKapPCTBEHHbIX cpeacts, $GanbcUPUUMPOBAHHBIX JIEKAPCTBEHHbIX CPEeACTs,
BO3MELLAIOTCA UX BIAAENbLEM.

4. Bnageneu, NeKapCTBEHHbIX CPEACTB AOIKEH NPeaCcTaBUTb B YNONHOMOYEHHbIN denepanbHbIn
opraH MCNONHUTENbHOM BNACTU AOKYMEHT U/IN 3aBepPeHHY0 B YCTaHOBJIEHHOM MNopAAKe ero Komnwuto,
noatesepXxaatowime GaKkT YHUUTOXKEHUSA NEKAaPCTBEHHbIX CPeacTB.

5. CooTBeTcTBYHOWMIA YNO/JHOMOYEHHbIN deaepanbHblit  OpraH WCNOJHUTE/IbHOW  BAaCTy,
NPUHABLWNIM pelleHne 06 YHUUYTOMKEHWW NeKapCTBEHHbLIX CPEeAcCTB, OCYLLECTBAAET KOHTPO/Ab 3a WX
YHUYTOXEHNEM.

6. YHWUYTOXKEHMEe /IeKapCTBEHHbIX CPeACcTB MNPOU3BOAUTCA OpPraHusauuaMM, UMeLWwUMm
COOTBETCTBYHOLLYIO IMLEH3MIO, Ha creunanbHo 060pyA0BaHHbIX NIOLWAAKAX, MOJMIOHAX U B CneunanbHo
060pya0BaHHbIX NOMeLLEeHMAX ¢ cobnopeHnem TpeboBaHUI B 061acTM OXpaHbl OKpYKatoLwen cpenbl B
COOTBETCTBUM C 3aKOHOZaTENbCTBOM Poccuiickon deaepaumu.

7. HapKoTMYecKMe neKapcTBEHHble CpPeAcTBa, MCUMXOTPOMHbIE JIeKapCTBEHHble CcpeacTsa,
pagnodapmaueBTMYECKME  NIEKAPCTBEHHblE  CPeACTBa  YHMYTOXAlOTCA B COOTBETCTBMM  C
3aKoHogaTenbcTBOoM Poccuiickon ®epepauum.

Fnasa 12. TOCYAAPCTBEHHOE PETYJINPOBAHME LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANA MEAULUUHCKOIo NPUMEHEHUA

Cratba 60. [ocymapcTBEHHOe peryiMpoBaHMe LeH Ha JIeKapcTBEHHble npenapaTbl  AfA
MeZAMULMHCKOro NpUMeEHEeHMUs

lfocymapcTBeHHOe peryanpoBaHMe UeH Ha JieKapCTBeHHble npenapaTtbl AN MeAWUUMHCKOro
NPUMeHEeHMA OCyLLeCTBAAETCA NOCPeACTBOM:

1) ytBepaeHua MNpasutenbctBom Poccuiickolt ®egepaunn nepeyHs 3KM3HeHHo HeobxoaumMbIxX U
Ba)KHEMLNX NeKapCTBEHHbIX MpenapaTos, KOTOPbIM chOpMUPOBAH B YCTAHOB/IEHHOM UM MOpAAKe Ha
OCHOBE KOMMNEKCHOWM OLEHKM JIeKapCTBEHHbIX NpenapaTtoB, BKAYaA aHanuM3 cBeAeHul o
CPaBHUTENbHON KANMHUYECKON 3¢hGdEeKTUBHOCTM M 6e30MacHOCTU NIeKapCTBEHHOrO CPeAacTBa, OLEHKY
3KOHOMMWYECKUX NOCNeACTBUIN MPUMEHEHUA NeKapCTBEHHOro CPeAcTBa U U3ydeHue AO0MOAHUTENbHbIX
nocneacTsuii NPUMeEHeHUA NeKapCcTBEHHOTO CPeacTBa;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepsKAeHUA MEeTOAUKM YCTAHOBMEHUA MNPOM3BOAUTENAMU /IeKapCTBEHHbIX MpenapaTos
npefenbHbIX OTNYCKHbIX LEH Ha JieKapCTBeHHble npenapatbl, BKAOYEHHble B NepeyeHb KU3HEHHO
HEeOBXOAMMbBIX W BasKHEWLWWUX JNIeKapCTBEHHbIX MPEnapaTtoB, a TaKKe BHeApPeHUA MexaHU3MOoB
bopMmnpoBaHMA CUCTEMbI pedepPEeHTHbIX LeH;

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) rocy4apCTBEHHOM pPerncTpaLmm ycTaHoBAEHHbIX NPON3BOAUTENAMU IeKapCTBEHHbIX NpenapaTos
npeaenbHbIX OTNYCKHbIX LEH Ha JieKapCTBeHHble MNpenapatbl, BKAOYEHHble B NepeyeHb KU3HEHHO
HeobX0ANMbIX M BarKHEMLLMX NeKapCTBEHHbIX NPenapaTos;

4) BeAeHMA rocyaapCTBEHHOrO peectpa npefenbHbiX OTMYCKHbIX LeH npou3soauTeneit Ha
NleKapCcTBeHHble npenapaTbl, BKAKOYEHHble B MNepevyeHb KU3HEHHO HeobXOAMMbBIX W  BaXKHEeWLW KX
NeKapCTBEHHbIX NpenapaTos;

5) yTBepAeHWa MeTOAMKW YCTaHOBAEHUA OpraHamu WCMNONHUTENbHOM BAacTU Cyb6beKToB
Poccuitckont depepaunmn npeaenbHbiX pasMepoB OMTOBbIX HaAbaBOK M npedesibHbIX pPa3mepos
PO3HUYHbIX HaAbaBoK K GaKTMUYECKUM OTNYCKHbIM LEeHaM, YCTaHOB/AEHHbIM MPOM3BOAUTENAMMU
NleKapCTBEHHbIX MPenapaTtos, Ha /IeKapCTBEHHble Mnpenapathl, BK/AOYEHHble B MepevyeHb MKU3HEHHO
HEeob6X0ANMbIX M BarKHEMLLMX NeKapCTBEHHbIX NPenapaTos;

6) ycTaHOBNEHUA NpeaesibHbIX Pa3mepoB ONTOBbIX HaAbaBoK U NpeaebHbIX Pa3MepoB PO3HUYHbIX
Hafb6aBOK K (aKTUUECKMM OTMYCKHbIM LEeHam, YCTaHOBJEHHbIM MPOM3BOAUTENAMU NIEKAPCTBEHHbIX
npenapaTos, Ha JIeKapCTBEHHble MpenapaTbl, BKAIOYEHHble B MepeyeHb KU3HEHHO HeobXoAUMbIX M
Ba)KHEMLLINX NeKapCTBEHHbIX NpenapaTos;

7) yTBEpPXKAEHMA NOopAfKa BblAauM NpeanucaHuii opraHam UCMOMHUTENbHOW BAacTU Cy6beKToB
Poccuitckon depepaumm o NnpMBeaeHUM B COOTBETCTBUE C 3aKOHOAaTeNbCTBOM Poccuiickoin deaepaumm
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peweHnit o6 ycTaHOBNEHMM MpefefibHbIX Pa3sMepoB OMNTOBbIX HaAbaBOK M MpefenbHbIX PasMepos
PO3HUYHbIX HaA6aBOK K d)aKTVI‘-IECKVIM OTNYCKHbIM LeHaM, YCTaHOB/IEHHbIM Mpons3BoaANTENAMU
NeKapCTBeHHbIX MNpenapatoB, Ha JiIeKapCTBeHHblIe MpenapaTtbl, BK/AKOYEHHble B MNepeyeHb XW3HEeHHO
HEOOXOAMMbBIX M BaKHEMLIMX JIEKAPCTBEHHbIX MPEnapaToB, €C/IM OHW MNPUHATbI C HapyLIEHMEM
3aKoHopaTtesbcTBa Poccuiickoit ®epepaumm, B nopsaake, yctaHoBaeHHOM lNpaButenbctBom Poccuinckom
depepauuy;

8) HanpaBneHMA YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WUCMOJHUTENIbHOW BAAcTU OpraHam
WUCNONHUTENIbHON BnacTM cyb6bekToB Poccuitckoit Pepepaumm npeanuvcaHuii o nNpuBeAeHUM B
COOTBETCTBME C 3aKoHogaTenocTBoM  Poccuiickoit  ®Pepepaumm  NPUHATBIX € HApPyLWEHUEM
3aKoHopaTtesibcTBa Poccuiickon Peaepaunm pewieHui 06 ycTaHOBIEHUM NPeaesibHbIX PAa3MEPOB ONTOBbIX
HaabaBOK M MpefesnbHbIX Pa3smMepoB PO3HMYHbLIX HAaAOaABOK K LieHaM Ha JieKapCTBEHHble npenapaTsbl,
BK/IIOYEHHbIE B NepeYeHb KU3HEHHO HEOBXOAMMbIX U BaXKHEMNLIUX IEKAPCTBEHHbIX NPENapaTos;

9) ocywectBneHus deaepanbHOro rocygapcTBEHHOro Hags3opa B cdepe obpauieHus
NIEKapCTBEHHbIX CPeACTB M PErMoHasbHOrO roCyfapCTBEHHOrO KOHTPOJA 33 MPUMEHEHMEM LEH Ha
JleKapCTBEHHble npenapaTtbl COOTBETCTBEHHO  YMOJIHOMOYEHHbIMU  dedepasbHbIMU  OpraHamm
WUCNONIHUTENIbHOM B/IACTU WU OpraHaMW WCMOSIHUTE/NIbHOM BAacTM cybbekToB Poccuitickolt Pepepaumm
COT/IAaCHO MX KOMNETEHUUK B NOPAAKe, ycTaHOBAeHHOM MpaBuTenbcTtBomM Poccuiickoit depepaumu;

(n. 9 B pea. ®epepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHMA nNpPesyCMOTPEHHbIX 3aKoHoAaTeNbCcTBOM Poccuiickoli  degepauumn  mep
OTBETCTBEHHOCTW 3a HapyLLeHWe nopAaKa LeHO06Pa30BaHUA Ha XKM3HEHHO HEOOX0AMMbIE U BaXKHeWLne
NleKapCTBEHHbIE Npenaparbl.

CraTba 61. TocyaapcTBEHHAA perucTpauma ycTaHaBAMBaeMbIX NPOU3BOAUTENAMM IEKAPCTBEHHbIX
npenapaTtoB npeAesbHbIX OTMYCKHbIX LEeH Ha /leKapcTBeHHble npenapaTbl, BKAKOYEHHble B MnepeyeHb
U3HEHHO HEOBXOAMMbIX U BaXKHEWLWNX NeKapCTBEHHbIX NpenapaTos
(8 pea. PepepanbHoro 3akoHa ot 08.03.2015 N 34-93)

1. YcTraHaBnMBaemble NPOU3BOAUTENIAMU JIEKAPCTBEHHbIX MPenapaToB npeaesibHble OTNYCKHbIe
LeHbl HA JIeKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B NepeY€eHb *KU3HEHHO HEOHXOANUMBIX U BaXKHENLLINX
NIeKapCTBEHHbIX NPEnapaToB, NOANEXaT rocyAapCTBEHHON pernctpaumm B NopaaKe, YCTAaHOBAEHHOM
MpasuTenbcteom Poccuiickon depepaumu.

(4acTb 1 B peq. PepepanbHoro 3akoHa ot 08.03.2015 N 34-$3)

2. Ha ocHoBaHuu nogaHHoro [0 1 okTAGpA Kaxaoro rofa 3asABAeHWA MPOU3BOAUTENA
NIEKapCTBEHHbIX MpPenapaToB, BK/AOYEHHbIX B MepevyeHb KU3HEHHO HeobXOo4MMbIX W  BaXKHEWULWUX
NeKapCTBEHHbIX MPENapaToB, 3aperncTpupoBaHHas npeaefibHas OTMYCKHAs LLeHa Ha JeKapCTBEHHbIN
npenapaTt MoXeT ObITb NepeperncTPUpPoBaHa 04MH pas B KaeHAAaPHOM roay B NopaaKe, yCTaHOBJEHHOM
Mpasutensctsom Poccuitckon ®egepauymn.

(4acTb 2 B peq. PepepanbHoro 3akoHa ot 08.03.2015 N 34-93)

2.1-2.2. YTpatunum cuny c 1 niona 2015 roga. - PepepanbHbiii 3akoH oT 08.03.2015 N 34-d3.

3. PacyeTt npepenbHbIX OTMNYCKHbIX LEeH, YKa3aHHbIX B YacTax 1 M 2 HacToAwen cTatbu, Npu MX
rocyfapCTBEHHOM perncTpauum Uam nepeperncTpaLmm ocyLLecTBNAETCA B COOTBETCTBUN C METOAUKOM,
yTBEpXAeHHOM MpaBuTenbcteom Poccuninckon degepaumm n y4nTbiBatoLWEN, B YaCTHOCTH:

1) cobntogeHne banaHca MHTepecoB NOTPebUTENEN NeKAaPCTBEHHbIX NPenapaTos, BKAOYEHHbIX B
nepeyeHb KM3HEHHO HEOOXOAMMbBIX M BAXKHEMLIMX SIEKAPCTBEHHbIX NPEnapaToB, U NpoussBoguTenei
NIEKapCTBEHHbIX MpPenapaToB, BK/YEHHbIX B MNEpPeYEeHb KUSHEHHO HEOOXOAMMBIX W BaXKHEML WX
NIeKApCTBEHHbIX NPENapaTos;

2) paKTUYeCcKyto OTNYCKHYIO LLeHY Ha IeKapCTBEHHble NpenapaTbl B Poccuiickoit ®epepaumu, LeHy
BBO3a JIEKApPCTBEHHbIX NpenapatoB B Poccuitckyto depepaumio, a TaKXKe LEHbl HAa aHa/orMyHble
NeKapCTBEHHbIE NpenapaTbl, Haxoaawumecsa B obpalieHnm B Poccuninickon Pegepaumu;

3) 3aTpaTtbl NPOU3BOAMTENS JIEKAPCTBEHHOrO MNpenapaTa Ha MNPOM3BOACTBO W peann3auumio
NIeKapCTBEHHOrO NpenapaTa;

4) ueHy Ha /NeKapCTBEHHbIM npenapaT WMHOCTPAHHOrO MPOM3BOACTBA, €ro LEeHy B CTpaHe
Npou3BOAUTENA U B CTPaAHaX, B KOTOPbIX NMPenapaTt 3aperucTpMpoBaH u (MaM) B KOTOpble NOCTaBASETCS
WHOCTPaHHbIM MPOU3BOAUTENEM.
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(4acTb 3 B pen. depepanbHoro 3akoHa ot 08.03.2015 N 34-93)

4. He ponycKatoTca peanmsauma n OTNYCK IEKAaPCTBEHHbIX NPenapaToB, BKAOYEHHbIX B NepeYvyeHb
KMU3HEHHO HEOBXOAUMBIX U BA*KHEWMLIMX NEKAPCTBEHHbIX NPENapaToB, Ha KOTOpble NPOM3BOAUTENAMU
JIEKapCTBEHHbIX NPenapaToB He 3aperncTpupoBaHa nNpeaenbHan OTNyCKHaA LeHa, peaansauma u oTnyck
NPou3BOAUTENAMU IEKAPCTBEHHbIX MNpPenapaTtoB MO LeHam, MPEBbIWAoWMM 3aperncTpupoBaHHbIe
npegesbHble OTNYCKHbIE LeHbl Ha IeKapCTBEHHbIE NpenapaThbl.

(4actb 4 BBepeHa depepanbHbiM 3akoHoM oT 08.03.2015 N 34-d3; B pea. ®enepanbHOro 3akoHa oOT
03.07.2016 N 350-93)

5. OcobeHHOCTM TOCYyAapCTBEHHOIO PEeryiMpoBaHMa npedesibHbiX OTMYCKHbIX LEH Ha
JIEKAapCTBEHHbIE MNpenapaTbl, BK/AIOYEHHbIE B MEPeYeHb KU3HEHHO HEeOobXOAMMbIX W BarKHEMLIUX
JIeKapCTBEHHbIX MpenapaToB, B 3aBMCMMOCTU OT 3KOHOMWMYECKUX U (MAK) couManbHbIX KpUTepues
(M3meHeHMe ycnoBuit, nopAgKa U CTOMMOCTM MNPOM3BOACTBA JIEKAPCTBEHHbIX MPEnaparos,
MUCNo/sIb30BaHME HOBbIX ¢GOpM, MeToAoB M CnocoboB rocyfapCTBEHHOTO pPEeryanpoBaHMA UeH Ha
JleKapcTBEHHbIE NpenapaTtbl, B TOM YMC/e Ha OCHOBE MeXaHW3Ma pedepeHTHOro LeHoobpasoBaHUS,
M3MEHEHWA MopsAAKa OKasaHUA MeAMUMHCKOW MOMOLWM, U MHble WM3MEHEHMWs) YCTaHaB/AMBalOTCA
MpasutenbctBom Poccuiickon depepaumm.

(4acTb 5 BBeaeHa PenepanbHbim 3akoHom 0T 08.03.2015 N 34-d3)

Cratbss 62. [OCyZapCTBEHHbIM peecTp NpefefibHbiX OTNYCKHbIX LeH npousBoautenein Ha
NIeKapCTBEHHbIE MpenapaTbl, BK/OYEHHbIE B MepeyeHb MKU3HEHHO HeobXOAMMbBIX U BarKHEWLW WX
JIeKapCTBEHHbIX NpenapaTos

1. 3aperucTtpupoBaHHble MpeaenbHble OTMNYCKHble UEeHbl Ha JIeKapCTBEHHble npenapartbl,
BK/IIOYEHHblE B MepeyeHb MU3HEHHO HEeOobBXOAMMbIX W BaXKHEWLWWUX NEeKapCTBEHHbIX MNPenapaTos,
noa/iexkaT BKAOYEHUIO B FOCYAAPCTBEHHbIN peecTp npenesibHbiX OTMYCKHbIX LEeH NnpoussoauTenei Ha
NleKapCTBEHHblE MpenapaTbl, BKAKOYEHHblE B MNEPEYEeHb MKU3HEHHO HeOobXOAMMbBIX W  BaXKHEMLIUX
NeKapCTBEHHbIX MpenapaTos.

2. TocyAapCTBEHHbIN peecTp npefesibHbIX OTMNYCKHbIX LLEeH MPOM3BOAUTENEN Ha NIeKapCTBEHHbIE
npenapaTtbl, BK/AIOYEHHbIE B MEPeYEHb MKU3HEHHO HEOBXOAMMbBIX M BaXKHEWWWX SIeKAPCTBEHHbIX
npenapaToB, COAEPKUT B cebe cneaytoLyto MHPopmaLmio:

1) HaMmeHoOBaHMe aeprKaTena uan BnaLesbLa PerncTPaLMoOHHOro y40CTOBEPEHMA NEKAPCTBEHHOTO
npenapata, HaMMEHOBaHWE NPOU3BOAMTENSA JIEKAPCTBEHHOTO Mpenapata, MeCTO HaxXoXAeHuA
NPOW3BOACTBEHHbIX MNNOLWAA0K, YH4aCTBYIOLLMX B NPOLLECCE NPOU3BOACTBA JIEKAPCTBEHHOMO NPenapara, ¢
yKasaHMeM cTaauu npouecca NPonsBoACTBa;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) HauMMeHOBaHME NeKapcTBEHHOro npenapaTta (MeXAyHapoaHoe HenaTeHTOBaHHOe, WU
rPyNnMpoBOYHOE, NN XMMUYECKOE M TOProBOe HAMMEHOBAHUA);
(B pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) Homep PerncTPaLMOHHOrO YA0CTOBEPEHUSA IEKAPCTBEHHOIO NPenapara;

4) nekapcTBeHHasa Gpopma C yKaszaHMEM [,03MPOBKM NEKAPCTBEHHOIO NpenapaTa U ero KoanyecTsa
BO BTOPMYHOW (NOTPEOUTENLCKOM) YNAKOBKE, @ TAKKE KOMMNIEKTHOCTb;

(8 pea. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperucTpmpoBaHHan npeaenbHas OTNYCKHasA LeHa B pybnsx;

6) pata M HOMep MpMKasa ynoJHOMOYeHHOro denepasbHOro opraHa UCNONHUTENBHOW BAAcTU O
rocyapCTBEHHOM perucTpauuun, nepeperncTpaumm npesenbHol OTNYCKHOM LLeHbl Ha JIEKAapCTBEHHbIN
npenapaTt, BKAIOYEHHbIN B MNepeyYeHb KMU3HEHHO HEeoOXOAUMbBIX W BAKHEWWMUX JSIEKAPCTBEHHbIX
npenapaTtos;

(n. 6 B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

7) WTPUXOBOW KOA, HAHECEHHbI HA BTOPUYHYIO (NOTPEOUTENBCKYIO) YNAKOBKY JIEKAPCTBEHHOIO
npenapara;

(n. 7 BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

8) Koz NnekapCTBEHHOro npenapaTa MO aHAaTOMO-TEPaNeBTUYECKO-XMMMUYECKOW KaaccuduKaumu,
peKomMeHA,0BaHHOW BceMMpHOM opraHu3aLmen 34paBOOXPAHEHNS.
(n. 8 BBeaeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)
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3. FocypapcTBeHHas pernctpaumus npeaenbHbIX OTNYCKHbIX LLEeH Ha NeKapCTBeHHble npenaparhl,
BK/IlOYEHHbIE B NepPeYeHb }KNU3HEHHO HEOBXOAMMbIX U BaXKHEMLLINX NeKapCTBEHHbIX NPenapaTos, BegeHue
rocyaapcTBEHHOrO peectpa npedenbHbIX OTNYCKHbIX LEH Npou3BOAMTEeNei Ha /IeKapCTBEHHbIe
npenapatbl, BK/OYEHHbIE B MNepeyYeHb XKM3HEHHO HeOobXOAMMbIX W BarKHEWLUX NeKapCTBEHHbIX
npenapaToBs, OCYLLLECTBAAOTCA B NOPAAKe, ycTaHOBAeHHOM MpaBuTenbcTBom Poccuitckoit depepaumm.

CraTba 63. YcTaHOBAEHWE OpraHaMM UCMOAHUTENbHOW BAacTh cybbekToB Poccuiickon degepauymm
npegenibHbIX PasMepoB ONTOBbIX HaAbaBOK M MNpedesibHbiX PasMepoB PO3HWMYHBLIX HagbaBOK K
baKTUYECKMM OTMYCKHBIM LieHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENIAMWN IEKAPCTBEHHbIX NPEnapaTos, Ha
NleKapcTBEeHHble npenapaTbl 419 MeANLUMHCKOro NpUMeHeHUA

1. OpraHbl WCNOAHUTENbHON BnacTM cybbektoB Poccuiickon dPepepaunm ycTaHaBAMBAKOT
npeaenbHble pasmepbl OMNTOBbIX HaAbaBOK WM nNpefesibHble pasmepbl PO3HWYHBIX HAAbaBOK K
baKTMYECKMM OTMYCKHBIM LieHaM, YCTaHOB/IEHHbIM NPOU3BOAUTENAMW JIEKAPCTBEHHbIX NPEnapaTos, Ha
NleKapCTBEHHblE MpenapaTbl, BK/AKOYEHHble B MEepevyeHb MMU3HEHHO HeobXOAMMbBbIX WU BaXKHEUWUX
JIEeKapCTBEHHbIX MPEnapaTtoB, B COOTBETCTBMM C YTBEP)KAEHHOM B NOpPAAKE, YCTaHOBAEHHOM
MpasuTtenbcteom Poccuitckoit Pepepaumm, METOAMKOW YCTAHOBJIEHMA OpPraHamMu MCNOAHUTENbHOM
BnacTn cybvektoB Poccuiickont depepaumm npesenbHbIX pa3smepoB ONTOBbIX Hafb0aBOK M NpeaenbHbIX
pa3mMepoB PO3HUYHbIX HAADOABOK K GaKTUUECKMM OTNYCKHbIM LLeHaM, yCTaHOB/IEHHbIM NPOU3BOAUTENAMM
NIeKapCTBEHHbIX MPEnapaToB, Ha /IeKAPCTBEHHble MpenapaTbl, BKAOYEHHblE B MepevyeHb MKU3HEHHO
HEeOobXOAMMbIX M BarKHEMNLLMX IeKapCTBEHHbIX NpenapaToBs. [poeKTbl peLleHuii OpraHoB UCMONHUTEIbHOM
BAacTn cybbekTos Poccuiickolt ®egepaummn 06 yCTaHOBNEHWM U (MNIM) USMEHEH UM NPeae/ibHbIX Pa3MepoB
ONTOBbIX HaADOABOK M NpefesbHbIX Pa3MePOB PO3HUYHbIX HAL0aBOK K GAKTUUECKMM OTMYCKHbIM LeHaM,
YCTaHOB/NIEHHbIM MPOU3BOAUTENAMM NIEKAPCTBEHHbIX MpPenapaToB, Ha JIeKapCTBEHHble Npenaparbl,
BK/IIOYEHHblE B MepeyeHb M3HEHHO HEeOobXOAMMBbIX WM BaXKHEWLWMX JIeEKapCTBEHHbIX NpPenapaTos,
nogsiexat COrnacoBaHuio ¢ ¢eaepasbHbIM OPraHOM WCMOAHUTENbHOM BAACTU, YNOJHOMOYEHHbLIM
OCYyLLECTBAATL NPaBOBOE peryiMpoBaHue B chepe rocyaapCcTBEHHOrO PeryiMpoBaHus LeH (Tapuoos) Ha
ToBapbl (ycnyru), B nopaake, yctaHosneHHom lMpasutenscteom Poccuiickoit ®epepaunm.

(8 pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. OpraHu3aumm onNTOBOM TOProBAM W (MAKM) anTeyHble OpPraHW3auMK, WHAWBUAYA/bHbIE
npeanpuUHUMATENN, WMEILME NIULEH3NI0 Ha (apMaLeBTUUECKYIO AeATEe/IbHOCTb, OCYLLECTBAAIOT
peanu3aumio JIEKapCTBEHHbIX MPEnapaToB, BKAKOYEHHbIX B MNepevyeHb XU3HEHHO HeobXoauMbIX U
Ba)KHEMLINX NEKapCTBEHHbIX MpenapaToB, MO LEHaM, YPOBEHb KOTOPbIX He MpeBblAeT CyMmy
$aKTMYECKON OTMYCKHOM LEeHbl, YCTaHOBAEHHOW NPOM3BOAUTENEM JIEKAPCTBEHHbIX MPENapaToB U He
NpeBbILWAOLLEN 3aperncTPUPOBAHHON Npeae/ibHON OTMYCKHOM LEeHbl, U pasmep ONTOBOM HaabaBKM M
(nnn) pasmep posHUYHON HagbaBKK, HE NpeBbILIaOWME COOTBETCTBEHHO pasmepa npeae/ibHoM ONTOBOM
HaabaBKM 1 (MAK) pasmepa NpesenbHOM PO3HUYHON Haf0aBKM, YCTaHOBNEHHDBIX B Cy6beKTe Poccuinckoi
depepaunm.

3. OpraHbl UCMNONHUTENIbHON BNAcTM CybbeKkToB Poccuitickot dPepepaunmn pasmelLatoT B CeTH
"UHTepHeT" nan ony61MKoBbLIBaOT MHPOPMALMIO O 3apErnCTPUPOBAHHON NpeaesibHON OTNYCKHON LeHe
Ha JIeKapCTBEHHble MpenapaTbl, BKAIOYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMbIX U BaXKHEMLUX
NeKapCTBEHHbIX npenapatoB, 06 ycTaHOBMAEHHbIX B cybbekTe Poccuitickon depepaumm pasmepe
npesenbHol onToBoi Hagbasku U (MAK) pasmepe NpeaebHON PO3HUYHOM HaAOABKM K YCTAHOBIEHHbBIM
NPOU3BOAUTENAMMN NIEKAPCTBEHHbIX NpenapaToB paKTUYECKUM OTMYCKHbIM LLEHaM Ha JIeKapCTBEHHbIe
npenapaTtbl, BK/AIOYEHHblIE B MEpPeYeHb KU3HEHHO HEOOXOAMMbBIX M BaXKHEWWWX JIEKAPCTBEHHbIX
npenapaTos, U 06 yKasaHHOM B 4YacTM 2 HacToAwel cTaTbl cymme. MHbopmaLuma, npesycMoTpeHHan
HACTOALLEN YaCTblo, AO/IKHA PA3MELLATbCA TaKKe B aNTeYHbIX OpraHn3aumsax B 4OCTYNHON A1 cBefeHus
BCEX 3aMHTEepEeCcoBaHHbIX L, Gopme U 0BHOBAATLCA NO Mepe ee onybANKoBaHMA.

4. TpuHATble C HapyweHWem 3aKoHogaTesbcTBa Poccuiickont dPepepaumm pelleHus OpraHoBs
WCNONHUTENBHOM BAAacTU cybbekTa Poccuitickon dPepepaumm 06 yCTaHOBAEHMM NpeaesbHbIX Pa3smepos
ONTOBbIX HaA0aBOK M MNpeAesibHbIX Pa3sMepoB PO3HMYHBLIX Haf0aBOK K  3aperncTpupoBaHHbIM
npesenbHbIM OTMYCKHbIM LLEHAM Ha NIeKapCTBEHHbIE MPenapaTtbl, BKAOYEHHbIE B NepeYyeHb XKU3HEHHO
HEOOXOAMMbIX M BaXKHEMLIMX IEKAPCTBEHHbIX NPEMNAPaTOB, NoA/eKaT OTMeHe B cyaebHOM nopsake.
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Fnasa 13. MOHUTOPUHT S®PEKTUBHOCTU U BESOMNACHOCTU
NEKAPCTBEHHbIX MPEMAPATOB, HAXOAALLMXCA B OBPALLLEHUU
B POCCUNCKOW ®EAEPALUN
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CraTbAa 64. ®apmakoHag3op
(B peq. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-3)

1. JlekapcTBeHHble NpenapaTbl, HaxoaAalmecs B obpaleHnn B Poccuiickon ®egepaumm, nognexar
MOHUTOPUHTY 3PPEKTUBHOCTM U 6E30NMacHOCTU B  LENAX BbIAB/EHUA BO3MOMHbIX HEraTUBHbIX
I'IOCI'IGACTBVIﬁ X NnpumeHeHwuA, MH,EI,VIBVI,CI,yaI'IbHOf/lI HenepeHOCMMOCTH, npeaynpexageHna meanunHCKmMX
pabOTHUKOB, BETEPMHAPHbBIX CMELMAINCTOB, NALMEHTOB UAU BNALENbLEB KMBOTHbIX U MX 3aLMUTbl OT
NPUMEHEHMA TaKNX JIEKapCTBEHHbIX NMpenapaTos.

2. dapmakoHag30p OCYLLECTBASETCA COOTBETCTBYIOWMM YMOJAHOMOYEHHbIM  deaepanbHbIM
OPraHOM MCMNOJIHUTE/IbHOW BIACTU B YCTAHOB/JIEHHOM MM MOpsAAKe NyTeM aHa/uM3a NpeaocTaB/ifseMoin
cybbeKkTamum o0bpaLleHnaA TIeKapCTBEHHbIX CPeACTB MHPOPMALLMKM O MOBOYHbIX AeNCTBUAX, HEXKeNaTebHbIX
peakuMax, cepbe3HbIX HerKenaTeslbHbIX Peakumax, HenpeaBUAEHHbIX HeKenaTeNbHbIX Peakuusax npu
NPUMEHEHUN JfIeKapCTBEHHbIX MpenapaTtoB, 06 WHAMBUAYaNbHOM HENnepeHOCUMOCTWU, OTCYTCTBUM
3bbEKTUBHOCTU NIeKapCTBEHHbLIX MPEnapaTtoB, a TakXe 06 MWHbiXx ¢akTax W  0b6CToATeNbCTBAX,
NPeAcTaBAAOWMX Yrpo3y XU3HUM WAW 340POBbI0 4YesnoBeKka AMB0 KMBOTHOTO MNpPU MPUMEHEHUU
NIeKapCTBEHHbIX NPENapaToB U BbiABJAEHHbIX HA BCeX 3Tanax obpalleHua NeKapcTBEeHHbIX NpenapaTos B
Poccuitckont Pepepaumm n Apyrux rocyaapcraax.

3. CybbeKTbl 06palleHna NeKapcTBEHHbIX CPeACTB B NOPAAKE, YCTAHOBEHHOM YNO/JHOMOYEHHbIM
denepanbHbIM  OpPraHOM  MUCMOJIHUTENbHOW  BRacTk, o06s3aHbl  coobwatb B  YNOJHOMOYEHHbIN
denepanbHbli OpraH UCNONHUTENbHOW BAACTU O NOBOYHbIX AENCTBUAX, HerKenaTeslbHbIX peakuusx,
CepbesHbIX HexenaTeNbHbIX peakumax, HenpeaBuaeHHbIX HexenaTe lbHbIX Peakumnax npu npuMmeHeHum
NleKapCTBEHHbIX MpenapaTtos, 06 WHAMBUAYaNbHON HENepPeHOCUMMOCTU, OTCYTCTBUU 3PPEKTUBHOCTU
NIeKapCTBEHHbIX MpenapaToB, a TakKe 06 UHbIX dakTax U 0b6CTOATENbCTBAX, NPeACTaBAAIOLWMX Yrpo3y
U3HU WA 3[0POBbI0 YesoBeKa AMBO0 KMBOTHOMO NPU NPUMEHEHUWN JIeKapCTBEHHbIX MpenapaTtos M
BbIIB/IEHHbIX Ha BCeX 3Tanax obpalleHus NeKkapcTBeHHbIX npenapaTos B Poccuitickon deaepaunn u
APYr1X rocyaapcreax.

4. NepxaTenn Uan Bnafenblibl PerMcTPaLMOHHbIX YAOCTOBEPEHUI NeKapcTBEHHbIX Npenaparos,
topuamMyeckme 11ua, Ha UM KOTOPbIX BblAaHbl pa3pelleHus Ha NposeaeHne KAMHUYECKUX UccneaoBaHnii
B Poccuiickoin depepaumn, nMb0O YNONHOMOYEHHbIE MMM Apyrve lopuauvyeckue Auvua B pamKax
obecneyeHns 6e30NacHOCTM NEKapPCTBEHHbIX NPenapaToBs B NOPAAKe, YCTaHOBNEHHOM COOTBETCTBYHOLLIMM
YNONHOMOYEHHbIM dpeaepanbHbiM OpraHOM UCMNOAHUTENIbHOW BNACTU, 06A3aHbl OCYLLECTBAATL MPUEM,
yyeT, 06paboTKy, aHaIM3 1 XpaHeHWe NOCTYNaloLWMX B UX apec oT CybbeKToB 06paLleHMA NeKapCTBEHHbIX
CPeAcTB M OPraHOB rocyAapCTBEHHOM BAacTU COOBLIEHUI O MOBOYHbIX AENCTBUAX, HerKenaTesbHbIX
peakumaAX, Cepbe3HbIX HexenaTeNbHbIX U HenpeaBuAeHHbIX HeKenaTeNbHbIX peakuuax npm npuMeHeHun
NleKapCTBEeHHbIX MpenapaToB, 06 0COBEHHOCTAX WX B3aMMOAENCTBUA C APYTMMU JIeKapCTBEHHbIMN
npenapatamu, MHAMBUAYaANbHOW HENepeHOCMMOCTH, a TaK¥e 06 MHbIX daKTax M 06CTOATENbCTBAX,
NPeacTaBAAOWMX Yrpo3y KU3HM WUAM 300POBbI0 YenoBeKa /MBO XMBOTHOTO WAM BAUAIOLWIMX Ha
M3MEHEHME OTHOLLUEHUA OMKUAAEMOW MO/b3bl K BO3MOMHOMY PUCKY NPUMEHEHUA NEeKapCTBEHHbIX
npenaparos.

5. Mpu BbiABAEHUM UHPOPMALMU O CEPbE3HbIX HeXKenaTesbHbIX peakuuax U HenpeasuaeHHbIX
He)KenaTeslbHbIX peakuusax npu MNPUMEHEHUM NeKapCTBEeHHbIX npenapaTtos, 06 ocobeHHOCTAX UX
B3aMMOAENCTBUA C APYrMMU NEeKapCTBEHHbIMK Npenapatamun, UHAMBMAYabHON HEenepeHOCMMOCTH, a
Tak»Ke 06 UHbIX paKTax M 06CTOATENbCTBAX, BAUAIOLLMX HA U3MEHEHME OTHOLLEHUA 0XKAaeMon NoMb3bl K
BO3MOXHOMY PUCKY MPUMEHEHMA JIeKapCTBEHHbIX MpenapaTos, AepaTenn WauM Bhaafenblbl
PerncTpaLmoHHbIX YA0CTOBEPEHUIA IEKapPCTBEHHbIX NMPenapaTos, puamMyeckme AnLa, Ha UMAa KOTopbIX
BblAaHbl pa3pelleHns Ha npoBefeHMe KAMHUYECKUX MccnenoBaHuit B Poccuiickoit deaepaunn, anmbo
YNONHOMOYEHHbIE UMW Apyrve opuaudeckne nuua ob6AsaHbl NPUHATb Mepbl, HanpasieHHble Ha
yCTpaHeHWe  HeraTMBHbIX  NOCNEACTBMM  MPUMEHEHMA  TaKUX  /IeKapCTBEHHbIX  Mpenaparos,


consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D72BCyFa7P
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFA031E7D7BDB486FFA4A096C7897868DDE9E4D987D72BCyFa6P
consultantplus://offline/ref=0CAE3097E394592C358D059325337B67BBFB061D7A7EDB486FFA4A096C7897868DDE9E4D987D74B4yFaEP

npeaynpexaeHme NpMYNHEeHUs Bpesa KU3HM Uam 340P0BbI0 YeNoBeKa MO0 KMBOTHOTO, 3aLUTY UX OT
NPUMEHEHUA TaKMX 1eKAPCTBEHHbIX MPenapaToB, Ha AONONHUTENbHbIN COOP AaHHbIX 06 3ddEeKTUBHOCTU
1 6€30MacHOCTM TaKMX IEKapPCTBEHHbIX MPENapaTos.

6. 3a HecoobLLEeHME UK COKPbITUE MHDOPMALLUM, MPEeLYCMOTPEHHOM YacTbio 3 HACTOALLEN CTaTbM,
Oep)KaTenm WAn  BRagenblbl PErucTpalMOHHbIX  YAOCTOBEPEHUN NEKAPCTBEHHbIX MNpenapaTtos,
HopUANYECKME NIMLLA, HA MMA KOTOPbIX BblAaHbl Pa3pelleHma Ha NPoBeAEHME KNTMHUYECKMX UCCeL0BaHNM
B Poccuitickoit depepaumn, AMbB0O YNONHOMOYEHHbIE UMK ApPYrue puguyeckne nunLa, a TaKxkKe
OO/MKHOCTHbIE /INMLA, KOTOPbIM 3Ta MHPOpMaLMA CTana M3BECTHa MO poay MX npodeccMoHaNbHOM
OEeATeNbHOCTU, HECYT OTBETCTBEHHOCTb B COOTBETCTBMMU C 3aKOHOAaTeNbcTBOM Poccuiickoint Pepepaunn.

7. MNpun nony4yeHnn ynoaHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOJIHUTEIbHOW BAACTM B paMKax
ocylLecTBneHna MM papmaKkoHag30pa A0KA3aTeNbCTB O HECOOTBETCTBUM NEKAPCTBEHHOro npenapaTta
YCTaHOBAEHHbIM TpeboBaHUAM WAWM MNPU MNOAYYEHUU MHPOPMALUM O HECOOTBETCTBMM AaHHbIX 06
3¢ PeKTMBHOCTM M 0 Be30NacHOCTN IeKAPCTBEHHOMO NpenapaTta AaHHbIM O JIEKapCTBEHHOM npenaparTe,
COAEPKALLMMCA B MHCTPYKLMM MO €ro NPUMEHEHMIO (B TOM YMC/E BbIABAEHHbIX B XOAE OCYLLECTB/IEHUS
dbapmakoHag30pa KOHTPOJbHO-HAA30PHbIMU OpPraHaMM MHOCTPAHHbIX FOCYAapCTB), YNOJAHOMOYEHHbIN
denepanbHbIit OpraH UCNONHUTENbHOW BNAaCTU B YCTAHOBJIEHHOM MM MOpsAKe paccMaTpUBaET BOMPOC O
NPUOCTAaHOBAEHUN NPUMEHEHUA TaKOro JIEKapCTBEHHOro NpenapaTa.

Cratbs 65. NMprocTtaHoBAEHWE NPUMEHEHWNS IEKAapPCTBEHHOMO NpenapaTa
(8 peq. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. an nonyvyeHunu MHd)OpMaLI,MM O HeXeniaTeNbHbIX peakunax npn npumeHeHMn NeKapCtBEHHOIo
npenaparta, He YKa3aHHbIX B UHCTPYKUMU MO NPUMEHEHUIO NEKAPCTBEHHOIO npenapara, Cepbe3HbIX
HeXeNaTe/IbHbIX peaKuunax, 06 ocobeHHoOCTAX ero B3aVIMO,CI,el71CTBMﬂ C Ogpyrumun nexkapCrBeHHbIMU
npenapartamu, KOTopblie MOryT NnpeacTtaB/ATb YIpo3y XU3HU UIN 300POBbIO Ye/10BEKaA nmbo XKMBOTHOIO, a
TaKXe O HECOOTBETCTBUU OAHHbIX 06 3¢¢EKTVIBHOCTI/I M o besonacHocTH NNEKAapPCTBEHHOIO npenapara
AaHHbIM O 1EKAPCTBEHHOM NpenapaTte, cogepawmmca B MHCTPYKLUN MO ero npumeHeHuo, B TOM Yncne
OT YNO/HOMOYEHHbIX OpPraHoB WHOCTPAHHbLIX TOCYyaAapcCTs, obmeH KOTOpOﬁ ocywiecrendaeTca B
COOTBETCTBMMN C cornawleHnamm mexay ynosIHOMOYEHHbIM cbe/J,epaanblm opraHom WUCNONHUTEIbHON
BNaCT U YyNOJIHOMOYEHHbIMU OpraHaMun MHOCTPaAHHbIX roCyaapcTs, ynOﬂHOMOLIEHHbIVI cbe,u,epaanblﬁ
opraH WUCNOSHUTENIbHOWN BIACTU paccmaTpuBaeT BONPOC O BO3SMOXHOCTU NPUOCTaHOBNEHUNA 06paLLI,EHVIF|
TAKOro NeKapCTtBeHHOro npenapata B nopAaaKe, YCTaHOBNIEHHOM YNO/IHOMOYEHHbIM d)e,u,epaanblM
opraHom WUCNONIHUTEIbHOM BNacTM.

2. |_|pl/1 HEUCNO/IHEHUN WUNN HeHagNeXXalwemM UCNOJIHEHUN AepXaTenamm wunnm Baagenbuamu
PErncTpaLlMoHHbIX yﬂ,OCTOBepeHMﬁ NEKAPCTBEHHbLIX MNpenapaTtos, pugnvyeCckmumm nmuammn, Ha UMA
KOTOpPbIX BblAadHbl pa3pelweHna Ha nposegeHne KAMHNYeCKnx MCCﬂeAOBaHMVI B8 Poccuinckom CDep,epau,MM,
NN YNOZTHOMOYEHHBIMU MU OPYTMMUN IOPUONYECKUMU NTNLLAMU O6ﬂ3aHHOCTEﬁ, YCTAQHOBJ/IEHHbIX YaCTAMMU
3 1 4 ctaTbM 64 HacToAwero CDep,epaanoro 3adKOHa, nmbo B cny4vyanax npeacraBsieHnA COOTBETCTBYHOLWMM
YNO/THOMOYEHHbIM d)ep,epaanblM OpraHom WUCNONIHUTENIbHOM BNACTM 3aKNHOYEHMA O HEeAO0CTOBEPHOCTH
pe3ynbTatoB KAIMHUYECKOro wuccnegoBaHmMA  NEKaApPCTBEHHOro npenapata  A4a4  MeauuynHCKoro
NPpMMeHeHUA, KOTOpPOe OCHOBAHO Ha PE3ya1bTaTaX MPOBEPKU MEAMLI,MHCKOVI OopraHn3auuu, I'IpOBOLI,MBLIJEVI
YKa3aHHO€e KIMHNn4YyeCKoe nccneaoBsaHmne C HapyweHnem npasun Hap,nemam,eﬁ KNAMHUYECKOM NPaKTUKKU, n
npmeeno K noanyvyeHMo HeAOCTOBEPHbLIX PE3Yy/IbTaTOB, nmbo B C/ly4ae HeBblINOo/IHEHUA npeanncaHuA,
BblAaHHOIO YNO/IHOMOYE€HHbIM d)ep,epaanbuv\ OpraHom WUCNONHUTENbHOM BNACTM N0 UTOram
ocyLwiecresneHumA BbI6OpOLIHOFO KOHTPO/1A Ka4yecCTBa JIEKAPCTBEHHOIO npenaparta, yI'IOI'IHOMOHeHHbIﬁ
d)e,a,epaanbm opraH WMCNONIHUTENIbHOM BN1ACTU B YCTaHOBNIEHHOM UM nopAaKe paCCMaTpMBaET BONPOC O
NPUNOCTaHOBEHNUN NPUMEHEHNA TAKOIo IEKAPCTBEHHOIO Npenaparta.

Crtatbs 66. IHGopmaLuma o pe3ynbTaTax papmaKkoHagzopa
(8 pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-93)

YNONHOMOYEHHbIA  deaepanbHblt  OpraH  UCNOAHWUTENbHOM  BAACTM,  OCYLLECTBAAOLWMNA
dbapmakoHag3op, Haxogawmxcs B obpalweHun B Poccuitickon  Pegepauuun, no  pesysnbraTam
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dapmakoHag3opa pasmewaetr Ha cBoem oduumanbHom caiite B cetu "MHTepHeT" mMHPopmauuio o
NPUHATbIX pelweHnAX O BHeCeHUUn HUuameHeHnAa B HUHCTPYKUUIO NO MPpUMeHeHUID JN1eKapCTBeHHOro
npenaparta, 0 NPUOCTAaHOBAEHUN NPUMEHEHMUA NEKAPCTBEHHOrO NpenapaTa, 06 N3bATUM N3 obpaLLeHuA
NleKapCcTBEHHOTO NpenapaTta nan o0 BO306HOBAEHUN NPUMEHEHMA IEKAPCTBEHHOIO NpenapaTa.

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

Fnasa 14. UHOOPMALUMUA O NEKAPCTBEHHbIX MPEMAPATAX
Cratba 67. UHPopMaLma 0 neKapCTBEHHbIX NpenapaTax

1. MHbopmauma o neKkapCTBEHHbIX NpenapaTtax, OTNYCKAeMblX NO PeLenTy Ha JIeKapCTBEHHbIN
npenapar, OO/KHA COAEPKaTbCA TO/IbKO B CMELMaNM3NMPOBaHHbIX U3AaHWAX, NpegHa3HaYeHHbIX ANnA
MeOMULMHCKMX, (apMaLLeBTUYECKUX, BETepUHAPHbIX PaboTHMKOB. WMHpoOpmaumMs O eKapCTBEHHbIX
npenapartax gas cneuvanncToB B ob6aactn obpalleHna NeKapCTBEHHbIX CPEACTB MOXKET COAEePKaThCA B
MOHOrpaduax, CrpaBOYHMKAX, HAYYHbIX CTATbAX, B [AOKNAaAAX HA KOHrpeccax, KoHdepeHumsX,
CUMMNO3NYMaX, Hay4HbIX COBETAX, @ TAKXKe B MHCTPYKLMAX NO NPUMEHEHMIO NEKAPCTBEHHbIX NPenapaTos.

2. MHdopmauma o neKapcTBeHHbIX NpenapaTtax, OTnycKaemblx 6e3 peLenTta Ha SIeKapCTBEHHbIN
npenapaTt, MOXEeT COAep)KaTbCA B NyOAMKAUMAX U O0ODBABNEHUAX CPEACcTB MACCOBON MHbOpMaLmy,
CNeLmann3mpoBaHHbIX M 0BLWLMX NeYaTHbIX U3AAHUAX, UHCTPYKLMAX NO NPUMEHEHUIO JIEKAPCTBEHHbIX
npenapaToB, MHbIX U34aHUAX CyOBEKTOB 06paLLeHMA NeKapCTBEHHbIX CPeacTB. PeknamHblie maTepuasbl 0
NleKapCTBEHHOM MpenapaTe, OTnyckaemom 6e3 peLenTa Ha /NIeKapCTBEHHbIN npenapaTt, AOJXKHbI
COOTBETCTBOBATb MHCTPYKLMM MO NPUMEHEHUIO NEKAPCTBEHHOIO NpenapaTa.

3. JonyckaeTcAa Mcnosib3oBaHWe AOObIX MaTepuasnbHbIX HOCUTENEl, MO3BONAIOWMX XPAHWUTD,
nepegasaTtb M UCMOb30BaTb MHOOPMALMIO O IEKAPCTBEHHbIX NpenapaTax 6e3 ee UCKAXKeHUA.

Fnasa 14.1. OFTPAHUYEHUA, HANNATAEMbBIE
HA OPFAHU3ALNUN, OCYLLECTBNAIOLLUE AEATENIBHOCTb
MO OBPALLEHNIO NEKAPCTBEHHbIX CPEACTB

(sBepeHa dPepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuMYeHUs, Hanaraemble NPU OCYLLLECTBJAEHUMN AeATeNbHOCTU B chepe obpalleHuns
NNeKapCTBEHHbIX CPeacTs

1. OpraHusaumu, 3aHMMatowmecsa paspaboTkol, npomsBoacTBOM U (Man) peanusaumen
NleKapCTBEHHbIX NpenapaTos A1 MeANLUHCKOro NpUMeHeHUA, opraHM3aunmn, obnagatollme npaBamm Ha
MUCNONb30BaHME TOProBOro HaMMEHOBAHMA JIeKapCTBEHHOro npenapata  Ana  MeAMUMHCKOro
NPUMeHeHuA, OpraHM3aLmmM ONTOBOW TOProBAN NEeKapCTBEHHbIMM CpeacTBaMM, anTeyHble opraHn3auuu
(ux npeactaBuTeNn, UHble GU3NYECKUE U IOPUAMYECKME NMLA, OCYLLECTBAAIOLWME CBOIO AEeATEe/IbHOCTb OT
UMEHU 3TUX OpraHu3auuii) B OTHOLIEHUU MEANLMHCKMX PaboTHUKOB M pyKoBOAUTENEN MeaULNHCKUX
opraHu3auuin He Bnpase:

1) Bpy4aTb NoAapKK, BbINNAUNBaATbL AEHEXHble CPeACcTBa (3a UCKAOYeHMEeM BO3HarpaKaeHuin no
[OroBopaMm nNpu MNpPOBeAeHUM KAMHUYECKUX WUCCNeAoBaHWI NIeKapCTBEHHbIX npenapaTos AnA
MEANLUMHCKOTO MNPUMEHEHMA, BO3HArpakAeHW, CBA3AHHbIX C OCYLWECTBAEHUEM MeAULMHCKUM
pabOTHUKOM MeaarorMyeckon u (Mamn) HaydyHoW AeATeNbHOCTH), B TOM YMC/Ie OnlavymMBaTh pa3BaeyeHus,
OTAbIX, NPOE34 K MecCTy OTAbIXa, a TaKKe MPMBAEKaTb K y4acTUIO B pa3B/ieKaTes/ibHblX MeponpuaTuaXx,
NpPoBOAMMbIX 338 CHET CBOUX CPEeACTB;

2) 3aKayaTb COMNaWleHWA O Ha3HaYeHUW WAN PeKoMeHAAUMW nauMeHTam NeKapCTBEHHbIX
npenapaTos A8 MeANLNHCKOro MPpUMeEHeHUA (3a UCKIoYeHeM AO0roBOPOB O MPOBEeAEHUMN KIMHUYECKUX
nccneaoBaHUn NeKapcTBEHHbIX NPenapaTos A4 MeAULMHCKOro NpUMeHeHna);

3) npeaocTaBnaTb 06pasLbl IEKAaPCTBEHHbIX NPENapaTos A1 MeAULMHCKOro NPUMEHEHUSA B LLensax
BpyYeHMA MaumeHTam (33 WCKAIOYEHMEM C/lyyaeB, CBA3AHHbIX C MpoBedeHUEM  KAUHMYECKMX
nccneaoBaHUM NekapcTBEHHbIX NPenapaTos A1A MeANLNHCKOrO NPUMeHeHNA);

4) NnpeaocTaBAATb HEAOCTOBEPHYIO M (UAK) HENOHYIO MHPOPMALINIO O NEKAPCTBEHHbIX NpenapaTtax
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ONA MeSULUMHCKOrO NPMMEHeHUs;

5) nocewatb nx B paboyee Bpemsa Ha pabouymx mecTax, 33 UCK/IOYEHUEM C/ly4aeB, CBA3AHHbIX C
nposeaeHnem KANHUYECKUX MCCﬂeAOBaHMVI NNeKapCTBEeHHbIX MNpenapatoB AnA meanunHCKoOro
NPMMEHEHMUSA, C y4acTMEM B MOPsAKE, YCTAaHOB/IEHHOM PYKOBOAMUTE/NIEM MeAWLMHCKOW opraHusaummn, B
C06paHVIﬂX MmeaNUNHCKUNX pa6OTHVIKOB N UHbIX MeponpuATUAX, HaMNpaB/ieHHbIX Ha MOoBbilleHUe WUux
npodeccMoHasbHOro YPOBHS WKW Ha npeaocTaBaeHue MHOoOpPMaLUKM, CBA3AHHOW C OCYLLECTBAEHUEM
MOHWUTOpPUHIa 6€30NacHOCTM JIeKapCTBEHHbIX NPenapaTos;

6) NobyKaaTb K BbIMUCbIBAHWUIO IEKaPCTBEHHbIX NPenapaTos ANA MeAULMHCKOro NPUMeEHeHNA Ha
61aHKax, cogepKallmMx MHPOPMALMIO PEKIAaMHOr0O XapaKTepa, a TakKe Ha peuenTypHbix 6iaHKax, Ha
KOTOpbIX 3apaHee HamneyaTaHO HaWMMEHOBaHWe JIeKapCTBEHHOro npenapaTta Aad MeaMUMHCKOro
npumeHeHua.

2. OpraHu13aumMm, ykasaHHble B ab3ale nepBom Yyactu 1 HacTosWwen CTaTbu, U UX NPenCcTaBUTENN B
OTHOWEHUM dapMaLLeBTUYECKMX PaBOTHUKOB 1 PYKOBOAUTENEN anTeYHbIX OpraHM3aumii He Brnpase:

1) BpyyaTb NoOAapKK, BbiNaaumMBaTb AEHEXKHbIE CPEACTBA, B TOM YMC/ie ONIavyMBaTh Pa3B/ieYeHms,
oTAbIX, MPoOe3n K MecCTy OTAblXa, U MPMB/EKaTb K Yy4aCTUIO B pPa3B/ieKaTesIbHbIX MepOonpUATUSX,
NpPOBOAMMbIX 32 CYET CBOUX CPEACTB;

2) npepoctaBnaTb 06pasubl NEKAPCTBEHHbIX NPenapaToB ANA MeOULMHCKOTO MPUMEHEHUs aANs
BPYYEHMA HACENEHMIO;

3) 3aKknyaTb corfaWleHna O MPeasoKeHUM HaceneHwuo OonpeaeneHHbIX IeKapCTBEHHbIX
npenapaTos AN MeAULMHCKOTro NPUMEHEHUA;

4) npeAoCTaBAATb HEAOCTOBEPHYIO U (MAKN) HENONHYIO MHDOPMaLUIO O IeKapPCTBEHHbIX Npenapartax
ANA  MeAMUMHCKOTO MPUMMEHEHMs, B TOM 4WUC/le UMEKLWMX OAMHAKoBOEe MeXAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe.

Cratba 67.2. TpeboBaHMA K OpraHM3auMM W MPOBEAEHUIO HaYYHbIX MEPONPUATUN, WUHbIX
MepOoNPUATUI, HANPABEHHbIX Ha NOBbILEHWE NPOGECCMOHAbHOFO YPOBHA MEANLMHCKMX PabOTHUKOB
WAN Ha npepocTaBsieHMe MHOOPMaLMKM, CBA3AHHOW C OCYLLECTBIEHWEM MOHMTOPMHIA 6e3onacHoCTU
JIeKapCTBEHHbIX NpenapaTos

1. Npw NpoBeAEHMM HaYYHbIX MEPOMPUATUN, UHbIX MEPONPUATUIA, HaNPaBAEHHbIX HA NOBbIWEHMWE
NpPo¢$eccMoHaNbHOrO YPOBHA MEAMUMHCKMX PaboTHMKOB WAM HA NpefoCTaB/ieHWe CBS3aHHOW C
OCYLLECTBNIEHMEM  MOHMUTOPUHTa  6Ee30MacHOCTUM  NIeKApCTBEHHbIX  MNpenapaToB  MHpOpMaLMMK,
OpraHW3yemMbIX OpraHW3auMaMM, yKasaHHbIMM B ab3aue nepBom vactu 1 cratbu 67.1 HacTosAwero
denepanbHOro 3aKoHa, WX MNPeAcTaBUTEeNAMUM W (MAKM) GUHAHCUPYeMbIX 3a CYeT CPeacTB 3ITUX
OpraHu3aunii U UX NpeacTaBUTeNel, 3anpeLLaeTcs NPenaTCTBOBaTb Y4aCTMIO B YKa3aHHbIX MEPONPUATUAX
MHbIX OpraHuM3auuii, KoTopble MNPOM3BOAAT WAM pPeanusyloT JIeKapCTBEHHble npenapaTbl A4AaA
MeAMLMHCKOro MPUMEHEHMA CO CXOXKMM MeEXaHU3MOM $papMaKoorMyeckoro gencreuns, iMbo cosgasatb
AVCKPUMMHAUMOHHbIE YCIOBUA AN OAHWMX YYAaCTHUMKOB MO CPABHEHWIO C APYrMMW yyacTHMKaMM, a
WMEHHO:

1) npefoCTaBAATL PA3/IMYHOE KOIMYECTBO BPEMEHW ANA BbICTYNAEHMI YH4ACTHUKOB, Pa3/IMYHbIE MO
pa3smepy 3aHMMaeMol NIoWaaN MecTa ANa AeMOHCTpauumn 06pasLoB 1eKapCTBEHHbIX NpenapaTos ANs
MEAMLMHCKOrO MPUMEHEHMS WAM PEKNAMHbIX MaTepPMaNoB O JIeKapCTBEHHbIX Npenapatax g
MeAMLMHCKOro NPUMEHEHUA HA IKCMO3ULMAX, CTEHAAX, 338 UCK/IIOYEHUEM CIYYaEB, €C/IM TaKue yCaoBuaA
3aKpen/ieHbl B COrNalEHUAX 3TUX OpPraHM3aumii, Ux npeacrasutTeneil o GUHAHCMPOBAHMM YKa3aHHbIX
MEPONPUATUIA U 06YCNOBAEHbI PAa3/IMYHbIMM 3aTPaTaMM Y4aCTHUKOB Ha MX OPraHM3aLuio;

2) ycTaHaB/AMBaTb pasMep B3HOCA AN YYAaCTHMKOB MePONpPUATUIA, YKasaHHbIX B ab3aue nepsom
HaCToALLEN YacTu, NPEBbLILWAIOWMIA CYMMY 3aTpaT Ha OPraHM3aLMIo YKasaHHbIX MEPONPUATUIA U BeAyLLnA
K He06OCHOBAHHOMY OFPaHMUYEHMIO YUCAA UX YHACTHUKOB.

2. OpraHu3aumK, yKkasaHHble B ab3aue nepsom Yact 1 ctatbu 67.1 HacToAwero ®eaepanbHOro
3aKOHa, MX NpeacTaBUTENN, OCYLLECTBAAIOLME OPraHM3aumio U (Man) pUHaHCUpOBaHWE MePONPUATUIA,
YKasaHHbIX B 4acTu 1 HacToAwel cTaTbu, 06A3aHbl 06ecneymBaTtb A4OCTYN K MHGOPMALMM O AaTe, MecTe U
BpeMEeHM MNPOBEAEHMA YKa3aHHbIX MEPOMPUATUIA, MNAaHax, NPOorpammax nNpPoOBeAEeHUs YKasaHHbIX
MEpPONPUATUIA N Temax, NIaHUPYEMbIX ANA PAaCCMOTPEHUSA, COCTaBe MX YYaCTHUKOB MyTEM pPasmeLleHuUs
cooTBeTcTByOWEN MHOOPMALMM HA CBOMX OpUUMANbHBIX caTax B ceTu "MHTepHeT" He nosaHee ABYX



MecALEeB 4,0 HaYana NPoBeAEHUA YKa3aHHbIX MEPONPUATUN.

3. MHdopmaumsa o npoBeAEHUN MEPONPUATUNA, YKa3aHHbIX B 4acTM 1 HACTOALLEN CTaTbM, B CPOK,
YCTAHOBNEHHbIN 4acTbl0 2 HACTOALWEN CTaTbM, AO/MKHA ObITb HanpasneHa B ¢enepanbHbld opraH
WUCNONHUTENIbHOM  BAACTW, OCYLECTBAAIWMA  QYHKLMM NO KOHTPOAKD W  Hag3opy B coepe
34,paBOOXPAHEHMA, ANA NOC/AeAYIOWEero pasmeLleHma ee Ha od1LMaNbHOM caliTe 3TOro OpraHa B ceTu
"NHTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATE/IbCTBA
POCCUINCKOMN SEAEPALIUM NPU OBPALLEHMUW NEKAPCTBEHHbIX CPEACTB
U BOSMELWLEHUE BPEAA, MPUYMHEHHOIO 340POBbIO TPAXKAAH
BCNEACTBUE MPUMEHEHWNA NEKAPCTBEHHDbIX NMPEMAPATOB

Ctatba 68. OTBETCTBEHHOCTb 33 HapylleHMe 3aKoHoaaTenbcTBa Poccuiickoit depepauumm npwm
06paLLeHNnN NeKapCTBEHHbIX CPEeACTB

1. HapyweHune 3aKkoHomaTenbctBa Poccuiickon ®Pepepauun npu obpalleHUM SeKapCTBEHHbIX
cpencTe Bneyer 3a cobol OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOZATENbCTBOM PoccuiicKon
depepauum.

(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeacTtaBfieHue WHOOPMauMKM U (MAM) AaHHbBIX, NPEAYCMOTPEHHbIX HaCTOALLMM
depepanbHbiM 3aKOHOM, cybbeKTbl 0bOpalleHUAa NeKapCTBEHHbIX CPencTB HecyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOZaTeNbCTBOM Poccuiickon deaepauymu.

(4actb 2 BBeaeHa PegepanbHbim 3aKOHOM OT 22.12.2014 N 429-93)

Cratba 69. Bo3meleHune Bpena, NPpUYNHEHHOrNo 340pPOBbLIO rpaxKaaH BCneancrsne npuMMeHeHuA
NNEeKapCTBEHHDbIX NMPenapaTtos

1. MNpousBoguTenb NeKapcTBEHHOro npenapata 06f3aH BO3MECTUTb Bpes, NPUYMHEHHbIN
30,0pPOBbIO rPaXKaaH BCNeACTBUE NPUMEHEHUA NEKAPCTBEHHOIO NpenapaTa, eC/iv A0Ka3aHo, YTo:

1) nekapcTBEHHbIM NpenapaT NPUMEHANCA MO Ha3HAYeHWI0 B COOTBETCTBUM C MHCTPYKUMEN MO
NPUMEHEHWIO NIEKAPCTBEHHOrO NpenapaTa U NPUYMHON Bpeaa ABMACA BBOJ B rPaxKAaHCKMA obopoT
Hef,06pOoKavyecTBEHHOIO IEKAPCTBEHHOIO NpenapaTa;

2) Bpen 340pPOBbIO MPUYUHEH BCNEACTBME HEAOCTOBEPHOW MHbOpPMaLMKM, COAep’Kalleinca B
WMHCTPYKLMM NO NPUMEHEHMIO IEKAPCTBEHHOIO NpPenapaTa, U34aHHOoM NPoOU3BOAMUTENEM IEKAPCTBEHHOIO
npenapara.

2. B cnyyae, ecnv Bpes 340pOBbLIO rpakaaH NPUYMHEH BCeACTBUE MPUMEHEHUA NEKAPCTBEHHOIO
npenapara, NpuULeaWwero B HEroAHOCTb B pe3y/bTaTe HAPYLEHMA MPaBUA XPaHEHUs SIeKapCTBEHHbIX
CpeAcTB, MPaBMA ONTOBOM TOProB/IM JIEKAPCTBEHHbIMM NpPenapaTamm, NPaBuA OTMNYCKa JIEKapPCTBEHHbIX
npenapaToB, MNpPaBW/a WM3rOTOB/JEHMA W OTMYCKA JIEKAPCTBEHHbLIX MpenapaToB, BO3MELLEHWE Bpeaa
OCYLLECTBASETCA COOTBETCTBEHHO OpPraHWM3auMel ONTOBOM TOPrOB/AW JIEKAPCTBEHHbIMU CpencTBaMy,
anTe4yHoOW oOpraHusaumen, MUHAMBUAYAJbHBbIM NpegnpuHUMaTENEM, WMEIOWMMN  AULEH3UIO  HA
bapMaLEBTMYECKYIO AEATENbHOCTb WAM JIMLEH3UIO HA MEOMULMHCKYI AeATeNbHOCTb, MeOMLMHCKOM
OopraHM3auuen, UMeloWwen NULEH3N0 Ha ¢apmaLeBTUYECKYD AeATebHOCTb (ee 060co6/1eHHbIM
nogpasgeneHvem (ambynatopuein, denbaliepckum n denballepcKo-akyLWepcKUm NyHKTaMK, LEHTPOM
(oToeneHuem) obuieit BpauebHoW (cemeltHOM) NPaKTUKK), PACMNONOKEHHbIM B CE/IbCKOM Hace/leHHOM
NMyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHmM3auma), A40NyCTUBLUMMK NPOAANKY UM OTMYCK TaKoro
NeKapCTBEHHOro npenapara.

(8 pea. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. Bo3smeweHne Bpeaa, MPUUMHEHHOrO 340POBbI0 TPaXK[aH BCAeACTBME MPUMEHEHUA
NEKapCTBEHHbIX MPENApPaToOB WM COBEPLIEHUA MPOTMBOMPABHbIX AENCTBUI cybbeKTamMu obpaLLeHus
NEKapPCTBEHHbIX CPEeACTB, OCYLLECTBAAETCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickol
depepauun.

Fnasa 16. 3AK/IIOYUTE/IbHBIE NO/IOXKEHUA
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Cratbsa 70. O NpM3HAHUKN YTPATUBLLUMMU CUNY OTAENbHbIX 3aKOHOAATE/bHbIX aKTOB (MONOMKEHWI
3aKoHoAaTeNbHbIX akToB) Poccuiickot Peaepaumm

Mpu3HaTb yTPaTUBLIMMWN CUANY:

1) depepanbHbiii 3aKoH OT 22 nioHA 1998 roga N 86-93 "O nekapcreeHHbIX cpeacTsax” (CobpaHue
3aKoHopaaTenbcTBa Poccuiickol ®enepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbIi 3aKoH oT 2 AHBapA 2000 roga N 5-d3 "O BHeceHUN U3MEHEHMUA U AOMNOJNHEHUIA B
depepanbHbit 3aKoH "O nekapcTBeHHbIx cpeacteax" (CobpaHue 3akoHopaTenncTBa Poccuiickoi
depepauum, 2000, N 2, cT. 126);

3) cTaTblo 40 PepepanbHoro 3akoHa ot 10 saHBapa 2003 roga N 15-®3 "O BHECEHUU U3MEHEHUI U
[OMNOJIHEHUI B HEKOTOpble 3aKoHOoAaTeNbHble aKTbl Poccuiickolh deaepaunmn B CBA3M C NPUHATUEM
depepanbHoro 3akoHa "O MUEH3UPOBAHMM  OTAENbHbIX BUAOB geatenbHoctn" (CobpaHue
3akoHopaaTenbcTBa Poccuiickoit ®epepaumm, 2003, N 2, cT. 167);

4) ctatblo 31 dPepepanbHoro 3akoHa oT 30 uioHA 2003 roga N 86-®3 "O BHeCEHUN U3MEHEHUI U
[OMNOJIHEHUI B HEKOTOpPbIE 3aKOHOZaTe/IbHble aKTbl Poccuiickoit ®eaepaumnu, NpUsHaHUKN yTPaATUBLLMMM
CWNYy OTAE/NbHbIX 3aKOHOZATEeNbHbIX aKkToB Poccuiickon deaepaunmu, nNpenocTaBleHUN OTAE/bHbIX
rapaHTUi COTPYAHMKAM OpPraHOB BHYTPEHHMX e/, OPraHOB MO KOHTPOJII0 38 060POTOM HAapPKOTUYECKUX
CPeACTB M NCUXOTPOMHbIX BELLECTB M yNpasaHsemMblx pesepanbHblX OpraHoB HAaNOroBOM NOINLMK B CBA3U
C OCYyLLecTBNEHMEM Mep MO COBEepLIEHCTBOBaHWUIO rocyaapcTBeHHoro ynpasneHua" (CobpaHue
3aKoHogaTenbcTBa Poccuiickolt ®epgepaumn, 2003, N 27, ct. 2700);

5) ctatbio 101 depepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-®3 "O BHeCeHUN U3MEHEHUA
B 3aKoHogaTenbHble aKTbl Poccuitckolit Pepepaunm U NPU3HAHUKM YTPATUBLLUMMMU CUNY HEKOTOPbIX
3aKoHOoZaTeNbHbIX aKToB Poccuiickol ®Pegepaummn B cBA3M C npuHATUEM PepepasnbHbix 3akoHoB "O
BHECEHMM U3MEHEeHUlM U gononHeHui B PepepanbHblii 3akoH "O6 06WMX NPUHLMNAEX OpraHM3auum
3aKoHoZaTeNbHbIX (NPeacTaBUTENbHBIX) WM UCMOJHUTENbHLIX OPraHOB rOCYAapPCTBEHHOW BAACTM
cybbeKkToB Poccuiickolt ®egepaumn’ n "0O6 obLwmx NpUHLMNAX OpraHn3aLLmMmn MecTHOro caMoynpaB/ieHus
B Poccuiickon depepaumn"” (CobpaHue 3akoHogatenbcTBa Poccuiickont depepaummn, 2004, N 35, cr.
3607);

6) ctaTbto 28 PepepanbHOro 3akoHa ot 18 aekabpa 2006 roga N 231-d3 "O BBeaeHUU B Aelcteme
yactm 4yetBepTon [paxaaHcKoro Kogekca Poccuiickont dPepepauymm” (CobpaHue 3aKkoHopaTeNbCTBa
Poccuiickon deaepaummn, 2006, N 52, cT. 5497).

Cratba 71. BctynneHue B cuny HactoAwero PeaepaibHOro 3akoHa

1. Hactoawuit ®epepanbHbliii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabps 2010 roaa.

2. JlekapcTBeHHble CpeAcTBa, 3aperMcTpMpoBaHHble A0 AHA BCTYMJIEHWMA B CWJY HACTOALLErO
®PepnepanbHOro 3aKoHa, NogneXKaT BKAOYEHUIO B FOCYAapPCTBEHHbIE PeecTpbl 1IEKaPCTBEHHbIX CPeaCTB C
BHECEHMEM YKasaHHbIX B Yact 1 ctaTbu 33 Hactoswero ®enepanbHOro 3aKoHa CBefeHUit 06 3TuX
NEKapCTBEHHbIX CpeacTBax 0e3 NpOoXOoXAeHWs BHOBb NpoLeaypbl FOCYAapCTBEHHOW perncrpamm
JIeKapCTBEHHbIX NPenapaTos.

3. TocypapcTBeHHaA perncTpauma IeKapcTBEHHbIX MPenapaTos, 3a UCKAYEHMEM NeKAaPCTBEHHbIX
npenapaTtoB 414 MeAULMHCKOrO NPUMEHEHMUA, NPeACTABNEHHbIX HA YKa3aHHYH perucTpaumio 4o AHA
BCTYN/JeHNA B cuay HactoAwero PenepasbHOro 3aKOHa, OCYLLLECTBAAETCA B COOTBETCTBUM C HACTOALLMUM
PepepanbHbIM 32aKOHOM HA OCHOBAHMU AOKYMEHTOB M AaHHbIX, MPeACTaB/eHHbIX 40 AHA BCTYN/IeHUA B
cuny Hactoauwero ®eaepanbHOro 3aKoHa.

(8 pea. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. locypapcTBeHHas perMcTpaLma NeKapCTBEHHbIX NpenapaTos AN MeULMHCKOro NPUMEHEHUS,
npeacTaBNeHHbIX Ha TOCYAAPCTBEHHYIO PEerucTpauuio A0 AHA BCTYMJIEHMA B CUAY HACTOALLETO
PepepanbHOro 3akoHa, M rOCYAApCTBEHHAA PErncTpaumMsa  NeKAPCTBEHHbIX NpenapatoB  Ans
MEeOMULMHCKOTO NPUMEHEHWUA, NPEeACTaBAEHHbIX Ha 3KCNEepPTU3y NeKapCTBEHHbIX CPeAcTB A0 AHA
BCTYNJIEHNA B CUAY HacToAawero desepasbHOro 3akKoHa B LENAX MX MOC/AeAyoleln rocyaapCTBEHHOM
perncTpaumm, OCyLLecTBAAIOTCA Ha OCHOBAHMW OOKYMEHTOB W [aHHbIX, NPeACTaBAEHHbIX A0 AHA
BCTYN/JeHna B cuay Hactoawero depepanbHOro 3aKoHa, a TaKKe 3aABAEHMA O TOCYyAapCTBEHHOM
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perncTpaumm NeKapcTBEHHOrO MpenapaTa, MNPeACTaBAEHHOrO MNPOM3BOAMTENEM  JIEKAPCTBEHHbIX
npenapaTosB MAN YNOAHOMOYEHHbBIM UM INLLOM B COOTBETCTBMMU C HacToAwMMm PeaepanbHbiM 3aKOHOM B
YNONHOMOYEHHbIN dpeaepanbHbli OpraH UCNOHUTENbHOM BacTn Ao 1 mapTta 2011 roaa, 6e3 TpeboBaHuMA
ynAaTbl FOCyAapCTBEHHOW NOLW/MHBI, NPeAyCMOTPEHHOM 3aKoHOA4aTeNbCTBOM Poccuiickoit Pepepaunm o
Hanorax n cbopax.

(4acTtb 3.1 B pea. depepanbHoro sakoHa ot 29.11.2010 N 313-93)

3.2. [lMoareBepXAeHue rocyAapCTBEHHOW pPernctpauum IeKapCcTBEHHbIX MpenapaTtoB  AA
MeAMULMHCKOro NPUMEHEHMA, NPeACTaBAEHHbIX 414 NOATBEPKAEHUA rOCy4apCTBEHHON PerncTpaumm 4o
OHA BCTYN/eHMA B cMAy HacTosawero desepasbHOro 3aKOoHa, M NOATBEPXKAEHME TOCYAAPCTBEHHOM
perncTpaumm NeKapcTBEHHbIX MPENnapaToB AAA MEOULMHCKOTO NPUMEHEHMA, MNPeaCcTaBAEHHbIX Ha
3KCNepTM3y IeKAPCTBEHHbIX CPeaCcTB 40 AHA BCTYNJAeHUA B CUAY HacToswero desepasbHOro 3aKoHa B
uenax nocnenytowero noaTBEPKAEHUA MX TFOCYAapPCTBEHHOM perncTpaunu, OCyLLecTBAAOTCA Ha
OCHOBaHMW [OKYMEHTOB M [AaHHbIX, NPEeACTABAEHHbIX A0 AHA BCTYNNEHWA B CWY HACTOALLErO
dPepepanbHOro 3aKOHA, a TaKKe 3asB/AEHUA O MOATBEPKAEHMM TOCYAAPCTBEHHOW perncrpauunm
JIeKapCcTBEHHOrO npenapaTa, NPeAcTaBAEHHOro MNPOU3BOAUTENEM JIEKAPCTBEHHbIX NpPenapaTtos Wau
YNOJIHOMOYEHHbIM MM JIULLOM B COOTBETCTBUM C HAacToAWMM PeaepasibHbIM 3aKOHOM B YNOJIHOMOYEHH b
denepanbHblit opraH MCNOAHUTENbHOM BnactM o 1 mapta 2011 roga, 6e3 TpeboBaHMA ynnaTol
rocyA,apcTBEHHOM NOLW/IMHBI, NPeayCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuiickol deaepaumm o Hanorax
n cbopax.

(4actb 3.2 B pea. GegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. [lpuHATME pelweHna O BHECEHUU WU3MEHEHWN B [OKYMEHTbl, cojep)Kawmeca B
PErnmcTpaumMoHHOM [0Cbe Ha 3aperMcTpMpPOBaHHbIN /IEKAapPCTBEHHbIM MNpenapaTt Aas MeguLMHCKOro
NPUMMEHEHUA U MpPeACTaB/ieHHble A0 AHA BCTyNAeHMA B cuay Hactosawero denepanbHOro 3akoHa, U
NPUHATUE PELUEHNA O BHECEHUM U3MEHEHMUI B AOKYMEHTbI, COAEPKALLEeeca B PErncTpauMoHHOM Aocbe
Ha 3apPEerncTpUpoBaHHbIA  NEKApPCTBEHHbIM npenapat A48  MEeAUUMHCKOro  MPUMEHEHUs U
npeAcTaB/ieHHble Ha 3KCNepTM3Yy JIEKAPCTBEHHbIX CPEACTB A0 AHA BCTYNNEHWA B CUAY HACTOALLErO
denepasibHOro 3aKOHa, OCYLLLECTB/IAKOTCA HA OCHOBAHUM AOKYMEHTOB M AaHHbIX, NPeACTaBAEHHbIX 40 AHA
BCTYN/JEHUs B cuay HacToswero deaepanbHOro 3aKoHa, a TaKKe 3anaB/IeHMA O BHECEHUU U3MEHEHUIN B
OOKYMEHTbI, CoAeprKallMecs B PErncrpauMoHHOM [0Cbe Ha 3apervcTpupoBaHHbIN JIEKAapPCTBEHHbIN
npenapat Ans MeAUUMHCKOro MNPUMMEHEHUA, NPeACTaB/IEHHOroO MPOU3BOAUTENEM NEKAPCTBEHHbIX
npenapaTos UAK YNOJAHOMOYEHHbIM UM IMLLOM B COOTBETCTBUM C HacToAWMM PegepanbHbiM 3aKOHOM B
YNOJIHOMOYEHHbIN deaepanbHbI OpraH UCnoNHUTeNbHOM BnacTu Ao 1 mapta 2011 roaa, 6e3 TpeboBaHus
ynaaTbl rocy4apCcTBEHHOWM NOLWJIMHBI, NPeAYCMOTPEHHOM 3aKoHoAaTeIbcTBOM Poccuiickon deaepaumm o
Hanorax u cbopax.

(4acTb 3.3 B pea. PeagepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHnii Ha npoBeAeHUe KAMHUYECKUX WUCCNeaoBaHUA  NeKapCTBEHHbIX
npenapaTos 414 MegUUNHCKOro NPpMMeEHEHUA NO 3aABNEHUAM, NOAAHHBIM A0 AHA BCTYNAEHUA B CUAY
HacToawero ®enepanbHOro 3akoHa, a TakKe No 3aABJeHMAM, NOAaHHbIM MOC/e AHA BCTYMNAEHMA B CUAY
HacToawero ®enepanbHOro 3akoHa Ha OCHOBAHWUW 3KCNEePTM3, NPOBEAEHHbIX 4,0 AHA BCTYMN/JAEHUA B CUNY
HacToawero ®PenepanbHOro 3akoHa, OCYLLECTBAAETCA B COOTBETCTBMM C HacToawmm PeaepanbHbim
3aKOHOM Ha OCHOBAHWM AOKYMEHTOB U AaHHbIX, NPeACTaBAEHHbIX UM NOAYYEHHbIX 40 AHA BCTYNAEHUSA
B CM/ly HacToAwero PeaepasbHOro 3aKOHa, a TaKXKe Ha OCHOBAHWM KOMNWUK NpeaBapUTeIbHOro A40roBopa
06A3aTe/IbHOIO CTPAXOBAHUSA }KU3HW, 34,0POBbA MNALMEHTOB, YYACTBYHOLWMX B KIMHUYECKOM UCC/Ie0BaHUM
JIeKapCTBEHHOro npenaparta Ans MeAMUMHCKOro NPUMEHEHMA, UAKM KoNuK aorosopa obA3aTesnbHOro
CTPaxoBaHMA KM3HW, 340POBbSA NAUMEHTOB, Y4YaCTBYHOWMX B KJAMHUYECKOM WUCCAef0BaHUMU
NleKapCTBEHHOro nNpenaparta 418 MeAULMHCKOro npumeHeHus, 1Mbo npeacTaBieHHOW KONMKU AoroBopa
06A3aTe/IbHOIO CTPaxOBaHMS, 3aK/IIOYEHHOrO B COOTBETCTBUM C TUMOBbIMM MpaBuiaMn 06A3aTeNbHOrO
CTPaxoBaHMA, C YKasaHMemM npeaenbHOM YUCAEHHOCTM MNALUMEHTOB, YYacCTBYHOLWMX B KAWHUYECKOM
nUccneoBaHUM NIEKAPCTBEHHOrO NpenapaTta 418 MeauUMHCKOro NnpumMmeHeHus, bes TpeboBaHMs ynnaTbl
rocyAapCcTBEHHOM NOLW/INHbBI, NPeAyCMOTPEHHOM 3aKoOHoAaTeNbCcTBOM Poccunitckon Peaepaumm o Hanorax
n cbopax.

(4yacTb 3.4 B pea. depepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3apernctpupoBaHHble B MHOCTPAHHOM BanloTe A0 AHA BCTYNJEHMA B CWU/Y HACTOALLErO

depnepanbHOro 3aKoHa npegenbHble  OTNYCKHblE LEHbl WHOCTPAHHbIX Npou3BoAUTENEN  Ha
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NleKapCTBEHHbIE NpenapaTtbl, BK/AOYEHHble B NepeyeHb XM3HEHHO HEOOXOAMMbBIX M BarKHEMLW WX
JIeKapCTBEHHbIX MPENapaToB, NogaexKaT nepecyety B py6m no Kypcy LeHTpanbHoro 6aHka Poccuitckol
depepauum Ha aaTy, ycTaHOBAEHHYIO [paBuTtenbcTtBom Poccuiickon ®epepaumm, 6e3 npeacraBieHus
3aAB/IEHMA O NepecyeTe LieHbl C BHECEHMEM COOTBETCTBYHOLLMX U3MEHEHWUI B FOCYAAPCTBEHHbIN peectp
npeaenbHbIX OTNYCKHbIX LLeH NPOM3BOAMTENEN Ha IeKAapPCTBEHHbIE NPenapaThbl, BKAOYEHHbIE B NePeYeEHb
KM3HEHHO HEOBXO4MMbIX U BaXKHENLUMX NeKapCTBEHHbIX MPenapaTos.

(4acTb 3.5 BBeAeHa DeaepanbHbiM 3aKoHOM oT 11.10.2010 N 271-93)

3.6. 3apeructpupoBaHHble [0 AHA BCTYNAeHMA B cuay Hactosawero ®depepanbHOro 3akoHa
npegesibHble OTMYCKHblE LIEHbl POCCUMCKMX NPOU3BOAUTENEN HA NeKapCTBEHHble Mpenapatsbl,
BK/IIOYEHHblIE B MNEpeyYeHb MKM3HEHHO HeobXOAMMbIX M BaKHENLMX NEeKAPCTBEHHbIX MPenapaTos,
nognexar mHaekcaumm c 1 Hoabpa 2010 roga Mcxoas M3 MPOrHO3MPYEeMOro ypoBHA WHOAAUMM,
ycTaHoBneHHoro ®egepasibHbiM 3aKOHOM OT 2 Aekabpa 2009 roga N 308-P3 "O ¢pepepanbHoOM brogKeTe
Ha 2010 roa v Ha nsiaHoBbIM nepuog 2011 v 2012 rogos" Ha 2011 roga,

(4acTb 3.6 BBeAeHa DeaepanbHbiM 3aKoHOM oT 11.10.2010 N 271-93)

3.7. Nocne 1 mapta 2011 roga He JONycKatoTca NPOM3BOACTBO M BBO3 B Poccuitckyto ®egepaumio
JIeKapCTBEHHbIX MPEenapaToB B YNaKOBKaX C MapKMPOBKOM, KOTopan 6blna HaHeceHa A0 AHA BCTYN/EHUA
B cuay HactosAwero deaepanbHOro 3akoHa. Mo UcTeYeHUM yKa3aHHOIO CPOKa AaHHble JIEKapCTBEHHbIE
npenapaTtbl MOTyT OTMYCKaTbCA, peasiM30BbIBaTbCA, MepeaaBaTbCa U NPUMEHATLCA A0 UCTEYEHMA UX CPOKA
rogHOCTH.

(8 pea. PepepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, 01 06.12.2011 N 409-P3)

4. Co pHA BCTynJieHMa B cuny Hactoauwero ®epepancHoro 3akoHa m no 30 anpensa 2011 roaa
BK/IIOYMTE/IbHO J0MYCKaeTCA NPoBeAeHMEe SKCNepTM3bl IeKaPCTBEHHbIX CPeACTB IKCNepPTamm SKCMEPTHOTO
yupexgeHua OO0 MNPOXOXAEHWA MMM aTTectauuMmM B MOpAAKe, YCTAaHOBAEHHOM YMOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTEIbHOM BAACTM.

5. Co gHAa BCcTynneHus B cuay Hactosiwero ®egepanbHoro 3akoHa u no 31 aekabpa 2013 roga
BK/IIOYMTENIbHO OCYLLECTB/AETCA Mepexos K NPOU3BOACTBY JIEKAPCTBEHHbIX CPeACTB B COOTBETCTBUM C
npaBuAamu opraHuM3aLMm NPOU3BOACTBA U KOHTPO/IA KavyecTBa JIEKAapCTBEHHbIX CPEeACTB, YKa3aHHbIMMK B
yact 1 cratbm 45 HactoAwero ®PepepanbHOro 3akoHa, B nosHom obbeme. Cpoku nepexopna
NpPoOW3BOACTBA JIEKAPCTBEHHbIX CPEeACTB K MX MPOWM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMM
TpeboBaHMAMM JAHHbIX NPABWUI, BKAKOYAA CPOKM aTTECTAL MM YNOJAHOMOYEHHbIX WL, YKA3aHHbIX B 4acTAX
6 1 7 ctatbu 45 Hactoswero PenepanbHOro 3akoHa, yctaHaBauBatoTca MpaBuTenbcTtBoMm Poccminckoi
depepauum.

6. /lIMueH3nn Ha NPOM3BOACTBO JIEKAPCTBEHHbLIX CPeAacTB, BblAaHHble Ao 1 aHBapa 2014 roaa,
aevicteytoT nocne 1 AHBapAa 2014 roaa A0 UCTEYEHMA CPOKa UX AEMCTBUA MpPU YCAOBUM COOTBETCTBMUA
JiMueH3MaTa NpaBuaM OpraHM3auum NPoOU3BOACTBA M KOHTPOAA KayecTBa JIeKApPCTBEHHbIX CPeacCTB,
yKa3aHHbIM B YacTtu 1 ctaTbm 45 HacToAwero PegepanbHOro 3aKoHa.

7. ®opmupoBaHMe rocyfapCTBEHHOrO 3aJaHWA Ha MPOBeAEHME 3KCNepTM3bl JIEKAPCTBEHHbIX
cpeacts denepanbHOMY rocyaapCTBEHHOMY OHOAMKETHOMY YYPEKAEHUIO MO MNPOBELEHUIO SKCNEPTU3bI
NeKapCTBEHHbIX CpeacTB U GMHAHCOBOe obecrneyeHne BbINOSHEHUSA 3TOrO 3a4aHUA OCYLECTBAAIOTCA B
nopsake, ycraHosneHHom PefepanbHbim 3akoHOM OT 12 sHBapa 1996 roga N 7-93 "O HeKommepyecKmx
opraHusaumax".

(4acTtb 7 BBegeHa PepnepanbHbim 3akoHOM 0T 29.11.2010 N 313-93)

MNpe3snaeHT
Poccuiickon ®epgepauymm
O.MEBELEB
Mocksa, Kpemnb
12 anpena 2010 roga
N 61-93
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