12 anpens 2010 roga N 61-93

POCCUMNCKAA OEAEPALMUA
®EAEPANBHbBIN 3AKOH
OB OBPALLEEHMW NEKAPCTBEHHbIX CPEACTB

MpnHAT
locypapctBeHHOM dymoin
24 mapTta 2010 roga

OpobpeH
Cosetom Pepepauuu
31 mapta 2010 roga

(8 pea. PenepanbHbix 3aKoHOB 0T 27.07.2010 N 192-03,
07 11.10.2010 N 271-93, 01 29.11.2010 N 313-93,
07 06.12.2011 N 409-93, ot 25.06.2012 N 93-93,
0T 25.12.2012 N 262-®3, o1 02.07.2013 N 185-d3)

Fnaea 1. OBLWWUE NMOJTOXKEHUA
Cratba 1. Mpeamet perynmpoBaHua HacTtoswero ®PeagepasbHOro 3aKOHa

1. HacTtoawmin depepanbHbii 3aKOH pPeErynvpyetr OTHOLIEHMA, BO3HMKalOWMe B CBA3SU C
obpalleHMem - paspaboTKol, AOKANMHUYECKUMU UCCNEO0BaHUAMM, KAUHUYECKUMU UCCeAO0BaHUAMMU,
3KCMNEePTU30M, rOCYyAapCTBEHHON perucTpauMelt, co cTaHZapTM3aumen UM C KOHTPOJEM KayecTsa,
Npou3BOACTBOM, M3roTOBAEHMEM, XpaHEHWeMm, MNepeBOo3KoM, BBO3OM B Poccuitickyio depepaumtio,
BbIBO30M M3 Poccuiickon deaepaunmn, peknamoi, oTnycKom, peannsaumnen, nepegaden, NpUMeHeEHNEM,
YHUUTOXKEHNEM NIEKAPCTBEHHbIX CPEACTB.

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

2. Hactroswmii  depepanbHblit  3aKOH  yCTaHaB/AMBAeT MNPUOPUTET  FOCYAAPCTBEHHOrO
perynnmpoBaHus 6e3onacHoCcTM, KayectBa WM 3PPEKTUBHOCTU IEKAPCTBEHHbIX CPeACcTB MpU  UX
obpalleHuu.

(B pen. PegepanbHOro 3akoHa oT 25.06.2012 N 93-03)

CraTba 2. Chepa npumeHeHUA HacToAwero desepasbHOro 3aKoHa

Hactosawmit ®eagepanbHblil 3aKOH NPUMEHSIETCA K OTHOLLUEHWSAM, BO3HMKAKOLWMM Npu obpalieHnm
JIeKapCTBEHHbIX CPeACTB Ha TeppuTopumn Poccuiickoin epepaumu.

CraTbs 3. 3aKOHOAaTeIbCTBO 06 06paLLEHMM IEKAPCTBEHHbIX CPEACTB

1. 3aKkoHopaTenbcTBO 06 06palleHMM NeKapCTBEHHbIX CPeACTB COCTOMT M3  HAcTOALWEro
depnepanbHOro 3akoHa, Apyrux degepanbHbiX 3aKOHOB W MHbIX HOPMAaTMBHbIX MPaBOBbIX aKTOB
Poccuiickoin Peagepaunn.

2. [Oeunctene Hactoswero deaepanbHOro 3akKoHa pPacnpocTpaHseTca Ha  obpalleHue
HAPKOTUUYECKNX JIEKAPCTBEHHbIX CPEACTB M MNCUXOTPOMHbIX NEKAPCTBEHHbIX CPeACTB C  Y4eTom
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0COBEHHOCTel, YCTAHOBNEHHbIX 3aKoHOAATeNbCTBOM Poccuitickoli ®depepaumMm 0 HapKOTUYECKMX
cpeacTBax, NCUXOTPOMHbIX BelecTBax 1 06 Ux NpeKkypcopax.

3. [Oeictene HactosAuwero ®deaepanbHOro 3akKoHa pacnpocTpaHaeTcs Ha  obpalleHue
pagModapmMaLLeBTUYECKUX JIEKAPCTBEHHbIX CPeacTB C  y4eToM OcobeHHOoCTel, YCTaHOBAEHHbIX
3aKoHoaaTeibcTBoM Poccuiickoit Pepgepaunm B obnactn obecneveHma pagmaumMoHHo 6e3onacHoCTy.

4. Echv mexayHapoaHbiM A0oroBopom Poccuiickoit desepaumnm yCTaHOB/EHbI MHblE NPaBMa, Yem
Te, KoOTopble npeaycMoTpeHbl Hactoawum ®PeaepanbHbiM 3aKOHOM, MNPUMEHAKTCA npasBua
MeXKAYHAPOAHOro 40roBopa.

5. B Poccuitckonn degepauum B COOTBETCTBUM C MEXKAYHApPOAHbIMU A0OroBopamu Poccuiickom
depepaummn M (MNM) Ha OCHOBE MPUHLMNG B3aMMHOCTM MPU3HAIOTCA pPe3yabTaTbl KAUHUYECKMX
NUCCNefOBaHUI /IEKAapPCTBEHHbIX MNpPenapaToB AN MeAMUMHCKOrO MNPUMEHEHMA, MPOBEAEHHbIX 33
npegenamun Tepputopun Poccuiickon deaepaunu.

CraTbAa 4. OCHOBHbIE NOHATHUA, MCnoab3yemble B HACTOALLEM dJe,qepaanON\ 3aKOHE

Ons uenei Hactoswero ®egepanbHOro 3aKoHa UCMNOb3YHTCA CleayoLMe OCHOBHbIE MOHATUA:

1) nekapcTBeHHble CpeacTBa - BELWECTBA MAM WX KOMOMHaLMK, BCTynaloWwMe B KOHTAKT C
OpPraHM3MOM YesIOBEeKa WM }KMBOTHOTO, MPOHWKAKLWME B OpraHbl, TKaHW OpraHM3ma 4YesloBeKa MM
KMBOTHOTO, NpPUMeHsiemMble AN NPOOUNAKTUKM, OAMArHOCTUKKU (338 WCKNOYEHMEM BELLECTB WAN UX
KOMBMHAUMIA, HE KOHTAKTUPYIOWMX C OPraHM3MOM Ye/I0BEKa UAN KUBOTHOTO), NedeHus 3abonesaHus,
peabunuTaumnm, o8 CoXpaHeHus, NpeaoTBpaLleHma Uan npepbiBaHMA BepemMeHHOCTM U NOJTYYEHHbIe U3
KPOBM, MNJa3Mbl KPOBM, M3 OPraHOB, TKaHEW OPraHM3ma 4YenNoBeKa WM XKMUBOTHOTO, PACTEHUM,
MWHEpPasioB MeTOLaMMN CMHTE3a MM C NPUMEHEHNEM BMONOTMYECKMX TEXHONOTMIN. K NeKapcTBEHHbIM
CpeacTBam OTHOCATCA GpapmMaleBTUYECKMe cybCTaHUMKM U IeKapCTBEHHbIe NpenapaTsbl;

2) dapmaueBTUYECKME CYBCTaHLMN - NeKapCTBEHHble CpeacTBa B BUAE AENCTBYIOLINX BeLLecTB
6MON0rMYecKoro, BUOTEXHOIOTMYECKOTO, MUHEPANbHOrO WM  XMMUYECKOTO  MPOUCXOXKAEHUS,
obnagatowme papmMaKkoIorMyeckon akTUBHOCTbIO, NpeAHa3HauYeHHble A5 NPOU3BOACTBA, M3rOTOB/NEHUA
JIeKapCTBEHHbIX NpenapaToB 1 onpeaenstowme nx 3dpeKTMBHOCTb;

3) BcnomoraTenbHble BelWecTBa - BeLeCTBa HEOPraHWMYeckoro MAM  OpraHMYeckoro
NPOUCXOXAEHUA, UCMOJIb3yeMble B Npouecce MNPOU3BOACTBA, W3rOTOBNEHMA  /IeKAPCTBEHHbIX
npenapaTtos A4 NpUAAaHNA UM HEOBXOANUMBIX PU3UKO-XUMUYECKUX CBOMCTB;

4) nexkapcTBeHHble MpenapaTbl - JIeKAPCTBEHHble CPeacTBa B BUAE JIEKAPCTBEHHbIX (OpM,
npumeHsemble Ana NpodUNAKTUKKU, AMArHOCTUKKW, nedyeHus 3aboneBaHuA, peabuautaumm, ana
COXpaHeHUs, NPeAoTBPALLEHNA UKW NPEPbIBaHUA BepeMeHHOCTY;

5) nekapctBeHHas ¢dopma - COCTOAHUE JIeKAapPCTBEHHOMO NpenapaTta, COOTBETCTByloWee cnocobam
ero BBeZleHMA N NPUMEHEHUA M obecrneynBalolLee AOCTUKEHME Heobxoammoro fieyebHoro addeKTa;

6) nepevyeHb KU3HEHHO HEOBXOAMMbIX U BaXKHEMLIUX JIEKAPCTBEHHbLIX MPEnapaToB - eXKeroaHo
yTBepaaemblii MpaButenscTtBom Poccuiickon deaepaumm nepeyeHb IEKApPCTBEHHbIX NpPenapaTos Ann
MeAULMHCKOro NpumMeHeHusi, obecneymBaloWmx MPUOPUTETHbIE NOTPEBHOCTU 34pPaBOOXPaHEHUs B
uenax npoduUNakTMKM U nedyeHua 3aboneBaHui, B TOM uucne npeobnagalowmnx B CTPYKType
3abonesaemoctu B Poccuiickoin Pepepaunu;

7) vmMyHOBMOSIOTMYECKME  JIeKapCTBEHHble MpenapaTbl - JIeKapCTBEHHble  Mpenapatsbl
éuonornyeckoro npounucxoxaeHua, npegHasHa4yeHHble ana MMMYHON0Irn4yeCKnx ANarHOCTUKMU,
NPOGUNAKTUKKN U ledeHmnsa 3aboneBaHnin;

8) HapKOTUYECKME NIeKapCTBEHHbIe CPeacTBa - IeKapCTBEHHbIE NpenapaTtbl U dapmaLleBTUYeckne
cybCTaHUMK, copepiKalime HApPKOTUYECKME CPeacTBa M BK/OYEHHble B [lepeyeHb HapKOTUYECKMX
CPeacTB, MCUXOTPOMHbIX BELWEeCTB M WX MPEKYPCOPOB, NOANEXKalmMXx KOHTponto B Poccuitckoit
depepaunn, B COOTBETCTBMM C 3aKOHOZATeNbCTBOM Poccuiickon ®Pepepaumn, mexgyHapoaHbIMU
porosopamn Poccuitckoir Pegepaunn, B Tom uncne EgMHON KOHBEHUMEN O HAPKOTUYECKUX CpeacTBax
1961 ropaga;

9) NcMXOTpOnNHble IeKAapPCTBEHHbIE CPEACTBa - JIeKAPCTBEHHbIe npenapaTbl U papmaLeBTUUYECKUE
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cybCTaHUMK, codepKalupe MNCUXOTPOMHbIE BELLecTBa M BK/AOYEHHble B [lepeyeHb HApPKOTMUECKUX
CpeacTs, MNCUXOTPOMHbIX BELLeCTB M WX MPEKYPCOPOB, NOANEXKAWMX KOHTpoao B Poccuitckoit
depepaunn, B COOTBETCTBMM C 3aKOHOZaTeNbCTBOM Poccuiickon depepaumn, mexayHapoaHbIMU
porosopamu Poccuiickoit Pegepauum, B Tom yncne KoOHBEHUMEN O MCUXOTPOMHbIX BellectBax 1971
roga;

10) pagmodapmalieBTMUYECKNE NIeKAapPCTBEHHbIE CPE/ACTBa - JIeKapCTBEHHble CpeacTBa, KOTopble
coAepxaT B roToBON AN UCNONb30BaHMA GOPMe OAUH PAAMOHYKAUA MU HECKONbKO PaMOHYKAUA0B
(paanoaKTMBHbBIX U30TOMOB);

11) opurMHanbHoe ieKapcTBEHHOE CPeACTBO - /IeKapCTBEHHOE CPEeACTBO, CoAeprKalllee Brnepsble
nosy4yeHHyto ¢dapmaLeBTUYECKYtD CybCTaHUMIO WAM  HOBYO KOMOWMHaumio  dapmaueBTUHECKUX
cybcTaHumn, 3pPeKTUBHOCTL U H€30MacHOCTb KOTOPbLIX MNOATBEPKAEHbI Pe3yaAbTaTaMyn AOKJAUHUYECKMX
nccnefoBaHN NEKAPCTBEHHbIX CPEACTB U KIMHUYECKMX NCCNeA0BaHUI IEKAaPCTBEHHbIX NpenapaTos;

12) BocnpousBeAeHHOE JIeKapCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE CPEeACTBO, coAeprKallee
Takylo e ©apMaLEeBTUUYECKYIO CYOCTAaHUMIO WMAM KOMOWMHAUMIO Takux e ¢dapmMaLeBTUYECKUX
CybCTaHUMIA B TaKOM Ke NIeKapCTBEHHOM (opme, YTO M OpPUTMHANbHOE JIEKapCTBEHHOE CPencTBo, U
noctynuellee B obpalleHMe nocne MocTynaeHua B obpalleHne OpPUTrMHaNbHOrO /IEKAPCTBEHHOIO
cpencrTBa;

13) nekapcTBEHHOE PACTUTENIbHOE CbiPbe - CBEXME WM BbICYLUEHHbIE PacTeHMA AMBO MX YacTy,
ncnosiblyemblie AN MNPOU3BOACTBA /JIEKAPCTBEHHbIX CPEeACTB OpraHM3auusamu - NPoOU3BOAUTENSMU
JIEKapCTBEHHbIX CPeACTB UAN U3rOTOBAEHUS NEKAPCTBEHHbIX NPEnapaToB anTe4yHbIMWU OpPraHns3aLmUaMm,
BETEePMHAPHbIMWN anTeUYHbIMM OPraHU3aUNaMM, UHANBUAYANbHBIMU NPEeANPUHUMATENAMN, NMEIOLLMMU
NINUEH3MIO Ha GapMaLEBTUYECKYIO AeATEIbHOCTb;

14) nekapCTBEHHbIN pacTUTE/NbHbIA NpenapaTt - NeKapCTBEHHbIN npenapaT, NPoM3BeAeHHbIA UK
W3rOTOB/IEHHbIN U3 OAHOIO BU/AA JIEKAPCTBEHHOIO PACTUTEJIbHOIO CbiPbSA UM HECKOJIbKMX BUAOB TaKoro
Cbipbs M peanusyemsbiii B pacpacoBaHHOM BMAE BO BTOPMUHOM (NOTPebuTeNbCKO) yNaKoBKe;

15) romeonaTnyeckoe NeKapcTBEHHOE CPeACTBO - IeKaPCTBEHHOE CPeACcTBO, NPOM3BeAEHHOE UK
M3roTOB/IEHHOE MO CMELNaJibHON TEXHONOTUN;

16) mexAayHapoZHOe HenaTeHTOBaHHOE HauMMeHOBaHMe /IeKapCTBEHHOro cpeacTBa -
HanmeHoBaHWe ¢apmaueBTUYECKoM CcybcTaHUMK, pPeKoMeHAO0oBaHHOe BcemupHON opraHusauuen
31paBOOXPaHEHUS;

17) ToproBoe HaMMeHOBaHWE NEKAPCTBEHHOro CPeAcTBa - HaMMEHOBaHME JIEKAaPCTBEHHOrO
cpeacTBa, NPUCBOEHHOE ero pas3paboTunKkom;

18) obuwan papmakonenHan cTaTbs - AOKYMEHT, YTBEPKAEHHbIN YNOJHOMOYEHHbIM dpeaepanbHbim
OpraHoOM WMCMOJIHUTENbHOW BNACTU U COAEpPMKallMi NnepevyeHb NokasaTenen Kadectsa M (Mamn) metonos
KOHTPO/IA KayecTBa KOHKPETHOM /IeKapCTBEHHOM (OPMbI, NI€KAaPCTBEHHOIO PACTUTENLHONO Chlpbs,
onucaHus BUONOTMYECKMX, BUOXMMUUYECKNX, MUKPOBMONOrMUYECKNX, GUIUKO-XMMUUECKNX, PUINYECKUX,
XMMMUYECKUX U APYrMX METOA0B aHaNN3a JIEKapCTBEHHOTNO CPEACTBA A1 MEANLMHCKOTO NPUMEHEHMA, a
TakKe TpeboBaHUA K UCNONb3yeMbIM B LIENIAX NPOBeAeHUA AaHHOMo aHa/in3a peakTMBam, TUTPOBAHHbIM
pacTBOpam, MHAMKATOpPaM;

19) dapmaKkoneliHas cTaTba - OOKYMEHT, YTBEP)KAEHHbIN YNOJIHOMOYEHHbIM deaepanbHbIM
OpraHOM WCMNOJIHUTENIbHOW BAACTU W COLEpPMKAlMiA nepeyeHb MNOKasaTeseil KayecTBa UM MeTOAOB
KOHTPO/1A KaYecTBa JIEKAapPCTBEHHOIO CPEACTBA A1 MEANLMHCKOIO NPUMEHEHMS;

20) HOpMaTMBHasA [AOKYMEHTauMa - [OOKYMEHT, COAEpXKalMi nepeyeHb onpegensembix Mo
pesy/nbTaTaM COOTBETCTBYIOLWMX 3SKCMEPTU3 MNOKasaTesiel KayecTBa NEKAPCTBEHHOrO cpeactsa Ans
MeANLIMHCKOro NPUMEHEHMA, METOLOB KOHTPO/IA €ro Ka4ecTsa U YCTaHOB/IEHHbIV €ro NPon3BOAUTENEM;

21) HOPMaTUBHbIN OOKYMEHT - [OOKYMEHT, CcOoAeprKalluii nepeyeHb onpeaensiembix no
pe3ynbTaTam COOTBETCTBYIOLLMX SKCNEPTMU3 NOKasaTeNell KayecTsa U (M1M) METO0B KOHTPOA KayecTBa
JNIeKapcTBeHHON GopMbl, ONMUCaAHMA BUONOTNYECKMX, BUOXMMUYECKUX, MUKPOOMONOTrMYECKNX, GUSUKO-
XUMUYECKUNX, PUBNYECKMX, XMMWYECKMX U APYrMX MEeTOLOB aHa/n3a NeKapCTBEHHbIX CpeacTB A
BETEPMHAPHOro NPUMEHEHUA, TpeboBaHMA K MUCMO/b3YEMbIM B LIENAX NPOBEAEHUS AAHHOro aHanusa
peakTuBam, TUTPOBAHHbIM PacTBOpPam, MHAMKATOPaM U YCTAHOB/EHHbIN ero NPon3BoANTENEM,;
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22) KayecTBO JIeKapCTBEHHOIO CpeacTBa - COOTBETCTBME /IEKAPCTBEHHOIO CPeacTBa TPeboBaHUAM
dapmakonenHoi ctatbn NGO B Cy4ae ee OTCYTCTBMA HOPMATUBHOM AOKYMEHTAUUM MU HOPMATUBHOIO
OOKYMEHTa;

23) 6e30MacHOCTb JIEKApPCTBEHHOTO CPEACTBA - XapPaKTEPUCTMKA JIEKAPCTBEHHOrO CPefacTBa,
OCHOBaHHasA HA CPABHUTENILHOM aHanm3e ero apPeKTUBHOCTU U PUCKA NPUYMHEHNA BPeaa 340P0BbIO;

24) 3pPeKTUBHOCTb /IeKAPCTBEHHOrO Npenapata - XapaKTepUCTMKa CTEMeHU MOJI0KUTENbHOTO
B/IMAHWA NEKAPCTBEHHOrO nNpenapaTta Ha Te4YeHue, MNPOAO/IKUTENbHOCTb 3aboneBaHUA WAM  ero
npeaoTBpalleHne, peabunuTaumio, Ha  COXpaHeHMe, npenoTBpalleHMe UMAM  NpepbiBaHMe
bepemeHHOCTH;

25) cepua NeKapCTBEHHOIO CPEACTBA - KOIMYECTBO JIEKAPCTBEHHOIO CpeacTBa, NPous3BeaeHHoe B
pe3ynbTaTe 0A4HOMO TEXHO/IOMMYECKOrO LMKAA ero NPON3BOAUTENEM;

26)  perucTpauMoHHoe  yAOCTOBEPEHME  JIeKapCTBEHHOro  npenapata -  AOKYMEHT,
NOATBEPKAAOLWMIA GaKT rocyAapCTBEHHOW PErncTpauumn 1eKapcTBEHHOMO Npenapara;

27) PEerucTpaumoHHbI HOMep - KoZoBoe 0603HayYeHue, NPUCBOEHHOE JIEKAPCTBEHHOMY
npenapaty Npu ero rocyA4apCcTBEHHON perucTpauuu;

28) obpaleHue JfIeKapCTBEHHbIX CpeacTB - pas3paboTka, AOKAMHMYECKME UCCNefoBaHus,

KNMHUYECKNE UCCNeA0BaHUSA, SKCNEepPTU3a, rocyAapCTBEHHAn perncrpaums, CTaHaapTu3aums U KOHTPoAb
KauyecTBa, NPOM13BOACTBO, U3roTOB/NEHWNE, XPAaHEHME, NEPEBO3KaA, BBO3 B Poccuiickyto Peaepaumto, BbIBO3
n3s Poccuiickon Pepepaummn, peknama, OTnNycK, peanusauua, nepenaya, NPUMEHEHUE, YHUUYTONKEHUE
JIeKapCTBEHHbIX CPeACTB;

(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

29) cybbeKTbl 06palleHUss NeKapCTBEHHbIX CcpeacTs - ¢U3MYecKMe Aauua, B TOM 4yucae
WHAMBMAYANbHbIE MpPeanpUHUMATENUN, U OPULMYECKUE NMLE, OCYLLECTBAANOWME AeATe/bHOCTb Npu
obpalLeHMM NeKAPCTBEHHbIX CPEACTB;

30) pa3paboTuMK fleKapCTBEHHOro CpeacTBa - oOpraHusauusa, obnagalowas npaBamu  Ha
pe3ynbTaTbl AOKAMHUYECKMX WUCCNELOBAHUN JIEKAPCTBEHHOTO CPEACTBA, KAMHUYECKUX WUCCAeLOoBaHWUM
JIeKapCTBEHHOTO NpPenapaTta, a TaKKe Ha TEXHONOIMIO0 NPOM3BOACTBA IEKAPCTBEHHOIO CPEACTBA;

31) Nnpou3BOACTBO /JIEKAPCTBEHHbIX CPEACTB - AEATE/IbHOCTb MO NPOW3BOACTBY /JIEKAPCTBEHHbIX
CpPeacTB opraHM3auMAMM - NPOU3BOAUTENAMM NIEKAPCTBEHHDLIX CPEACTB HAa OA4HOM CTaAnMU, HECKOMbKMX
WKW BCEX CTAAMAX TEXHOMOMMYECKOTO MPOLLECCA, A TaKXKe MO XPaHEHUIO N peanmsaumm NpousBeaeHHbIX
JIEKapCTBEHHbIX CPEACTB;

32) npousBoAUTENb JIEKAPCTBEHHbIX CPEACTB - OpraHM3aumaA, OCYLLeCTBAAIOWAn MPOU3BOACTBO
JIeKapCTBEHHbIX CPeACTB B COOTBETCTBMMU C TpeboBaHUAMM HacToAwero PeaepanbHOro 3aKoHa;

33) dapmaueBTMYECKas AeATeNbHOCTb - AeATENbHOCTb, BKAOYaKoLWasa B ceba onToByto TOPros/to
JIEKapCTBEHHbIMM  CPeACTBaMM, WX XpaHeHMe, MNepeBo3Ky U  (MAM) PO3HUYHYIO TOProBAIO
JIeKapCTBEHHbIMM MNpenapaTtamn, UX OTNYCK, XpaHeHWe, MepeBO3KYy, M3roTOB/NEHUE JIeKapCTBEHHbIX
npenaparos;

34) opraHu3aumMa ONTOBOM TOPrOB/AW  JIEKAPCTBEHHbIMM  CpPeacTBamMM -  OpraHu3aums,
OCYLLECTBAAIOLLANA ONTOBYID TOPrOB/IKO JEKAPCTBEHHbIMU CPEACTBAMW, UX XPaHEHWE, MepeBO3Ky B
COOTBETCTBUM C TpeboBaHUAMM HacTosllero PeaepanbHOro 3aKoHa;

35) anTeyHas opraHusauusa - OpraHusauusa, CTPYKTYpHOe noAapasfesieHve  MeaUUMHCKON
OpraHu3aLmmn, OCYLLECTBAAIOWME PO3HMYHYIO TOProB/IO JIEKAPCTBEHHbLIMM MpenapaTamun, XpaHeHue,
N3roToB/IEHWNE U OTMNYCK JIEKAaPCTBEHHbIX NPENapaToB A1 MeAULMHCKOIO NPUMEHEHMA B COOTBETCTBUM C
TpeboBaHMAMM HacToAwero PeaepasibHOro 3aKOHa;

36) BeTepuHapHas anTeyHas oOpraHM3auus - oOpraHM3auma, CTPYKTYpHOe nogpasgesneHue
BETEPMHAPHOM OPraHn3aLLMm, OCYLLECTBAAIOLLNE PO3HUYHYIO TOPrOB/IHO IEKAPCTBEHHLIMW NpenapaTamu,
XPaHeHWe, U3roTOB/IEHWE M OTNYCK NEKAPCTBEHHbIX NPEenapaTtoB A5 BETEPUHAPHOrO NMPUMEHEeHUA B
COOTBETCTBUM C TpeboBaHUAMM HacToswero PenepasnbHOro 3aKoHa;

37) <¢anbcuduUMpoBaHHOE  SIEKAPCTBEHHOE  CPeACTBO - JIEKAPCTBEHHOe  CPefCTBO,
COMpPOBOXKAAEMOE N0XKHOM MHGOPMaLMen 0 ero cocTase 1 (MM) NPoOMU3BOAMUTENE;
38) HepobpoKayecTBEHHOE JIEKAPCTBEHHOE CPeACTBO - JIEKapCTBEHHOE CpeacTBo, He
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COOTBETCTBYlOLLEE TpeboBaHUAM dapmaKonenHoM cTaTbM MO0 B C/ydae ee OTCYTCTBMA TpeboBaHMAM
HOPMATUBHOM AOKYMEHTALMM UIN HOPMATUBHOTO LLOKYMEHTA;

39) KoHTpadaKTHOE JIeKapCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE CPeacTBO, Haxogsweecs B
obopoTe ¢ HapyleHNeM rpaxAaHCKOro 3aKOHO4ATeNbCTBa;

40) [OOKAMHWYECKOe  UCClefoBaHME — JIEKAapCTBEHHOTo  cpeacTBa -  Buosiormyeckue,
MUKpOBMoNOrnyeckme, MMMYHONOTMYECKME, TOKCUKONOTMYECKNe, dapMaKoiormyeckne, opusnyeckume,
XMMUYECKUE U ApYyrne UCCef0BaHUA 1EKAPCTBEHHOIO CPeACTBa NyTeM NPUMEHEHUA HayYHbIX METOA0B
OLLEHOK B LieNsiX NoNydYeHna A0Ka3aTeNbCTB 6€30MacHOCTM, KayecTBa N 3PEKTUBHOCTM EKAPCTBEHHOTO
CpeacTBa;

41) KAMHMYECKOE WCCNefoBaHWE JIeKApCTBEHHOrO npenapata - M3yYeHue AMarHOCTUYECKUX,
neyebHblx, NPOoPUNAKTUYECKMX, GAPMAKONOTMYECKMX CBOMCTB JIEKAPCTBEHHOIO NpenapaTa B npouecce
€ro MPUMMEHEHUA Y YeNoBeKa, KMBOTHOFO, B TOM 4YWC/ie MPOLLECCOB BCACbiBaHMA, pacnpeneneHus,
U3MEHEHMA U BbIBEAEHWA, NyTEM MNPUMEHEHWA HAYYHbIX METOAOB OLLEHOK B LEAAX NOayYyeHus
[OKa3aTenbcTs 6€30MacHOCTM, KavyecTBa M 3PPEKTUBHOCTM SIEKAPCTBEHHOrO MNpenapaTta, AaHHbIX O
HeXKeNaTeNbHbIX PeakuMAX OpraHM3mMa YesioBEeKa, MMBOTHOTO Ha MPUMEHEHWE NEeKAPCTBEHHOrO
npenapata u o6 addeKkTe ero B3aMMOAENCTBUA C APYIMMMU NIEKAPCTBEHHbIMU Npenapatamu 1 (Manm)
NULLEBbIMM NPOAYKTAaMM, KOPMAMMU;

42) MHOTFOLEHTPOBOE  K/IMHMYECKOE  WCCNeAOBaHME  JIEKApPCTBEHHOrO  npenapaTa A
MEANUMHCKOTO MPUMEHEHUA - KAMHUYECKOE UCC/ef0BaHWE JIEKAapCTBEHHOrO npenapata g
MeANUNHCKOTO NPUMEHEHMSA, MPOBOANUMOE Pa3paboTYMKOM SIEKapCTBEHHOTO NpenapaTta B AByX 1 bonee
MEANLMHCKMX OpraHmsaumax no eauMHoMy MPOTOKOAY KJAMHUYECKOrO MUCC/efoBaHMA NeKAapCTBEHHOro
npenaparta;

43) mexAayHapoAHOEe MHOTOLEHTPOBOE KIMHMYECKOE MCCNeA0BaHMe EKAapCTBEHHOIO npenapaTa
AN MeOMUMHCKOrO MPUMEHEHMUA - KAWMHUYECKOe MCCNefoBaHME NeKapCTBEHHOro npenapata Aand
MEANLMHCKOTO NPUMEHEHUS, NPOBOAMMOE Pa3paboTYMKOM SIeKapCTBEHHOIO npenapata B Pas/IMYHbIX
CTPaHax No eANHOMY MPOTOKOY KAMHUYECKOro UCCeL0BaHNUSA IEKapCTBEHHOTO NpenapaTa;

44) nocTperucTpaunoHHOe KAMHMYECKoe WCC/lefoBaHMe JIeKapCTBEHHOro npenapata  Agna
MEAVLMHCKOTO MPUMEHEHMA - KJAMHUYECKOEe UCCAefOBaHWE JIEKAPCTBEHHOrO npenapata Aana
MEAVLMHCKOTO  MPUMEHEHUs, MNPOBOAUMMOE  NPOM3BOAMTENEM  NEKAPCTBEHHOro  MpenapaTa,
rpa*kKa4aHCKMM 0BOPOT KOTOPOro OCYLLECTBAAETCA MOC/Ae FoCyAapCTBEHHOM perucTpaumm, B Lenax
A0onNoHUTeNbHOro cbopa AaHHbIX O ero 6e30nacHOCTM U 3PPEKTUBHOCTM, paclUMpPEHMA MOKA3AHUIN K
NPUMEHEHUIO AAHHOIO NIEKAPCTBEHHOIO NpPEenapaTta, a TaKMKe BbIABAEHWUA HeXenaTeNbHbIX Peakuui
NnaLMeHTOB Ha ero AencTseue;

45) uccnepoBaHMe OWMOIKBMBANEHTHOCTU JIEKAPCTBEHHOrO MpenapaTa - BUA KJAWMHWYECKOTrO
nccnen0BaHNA IeKAPCTBEHHOIO NpenapaTa, NPoBeAeHNE KOTOPOro OCYLLECTBAAETCA ANA onpeaeneHus
CKOPOCTWN BCacblBaHMA U BbiBeAeHUA GpapMaLeBTUYECKON cybCTaHUMK, KonyecTBa dpapmal,eBTUHECKOM
CcybCTaHUMK, AOCTUrAOWEro CUCTEMHOrO KPOBOTOKA, M pe3ynbTaTbl KOTOPOro MO3BOAKT CAenaTtb
BblBOA, O OMO3KBMBANIEHTHOCTM BOCMPOM3BELEHHOIO NEKAPCTBEHHOrO MpenapaTta B onpeaeneHHbIX
NleKapcTBeHHOM dopMe 1 L03MPOBKE COOTBETCTBYIOLLEMY OPUIMHANBHOMY JIEKAPCTBEHHOMY Npenapary;

46) wvccnefoBaHMe TepaneBTUYECKON 3KBMBANEHTHOCTM JIEKAPCTBEHHbLIX MNpPenapaToB - BUA,
KAMHUYECKOTO UCCIef0BAHNSA IEKAPCTBEHHbIX NPENapaToB, NPOBeAEHNE KOTOPOroO OCYyLLecTBAAETCS ANA
BbISIB/IEHNS O4MHAKOBbIX CBOMCTB JIEKAPCTBEHHbIX NpPenapaToB onpeaesieHHOM 1eKapCcTBEHHOM GopMbl,
a TaKXe Ha/nuMAa OLMHAKOBbIX MOKasaTesneir 6e30nacHOCTM U 3PPEKTUBHOCTU JIEKAPCTBEHHbIX
npenapaToB, OAMHAKOBbIX KINMHUYECKMX 3DDEKTOB NPU UX MPUMEHEHWUU;

47) NpOTOKOAN K/AMHUYECKOTo UCCNe0BaHNA IeKapCTBEHHOro npenaparta - 4OKYMEHT, B KOTOPOM
onpeaenstoTca uenm, GopmMbl OpraHM3aLMm U MeToA00rMA NPOBEAEHUA KAUMHUYECKOTO UCCe0BaHMs,
cTaTUCTMYeCcKMe meToabl 06paboTKM pe3ynbTaTOB TaKOro UCCAefoBaHUA M Mepbl No obecneyeHuto
6€e30MacHOCTM  OU3NYECKUX ML, YYACTBYHOLWMX B KJAMHUYECKOM MWCCeL0BAaHUN /IEKAPCTBEHHOIO
npenapara;

48) 6powtopa uccnepoBaTenss - CBOAHOE  W3NMOXEHWME Pe3y/ibTaToB  AOKJAMHWYECKOrO
nccnenoBaHNA NEKAPCTBEHHOTO CPEeACTBA M KIMHUYECKOrO UCCNef0BaHUA NeKapCTBEHHOMO npenapara
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ONA MEeONUMHCKOTO NPUMEHEHMUS;

49) MHPOPMALMOHHbDI IMCTOK MNaLMEHTa - IOKYMEHT, B KOTOPOM COZlepXKaTcs B AOCTyNHOM popme
cBeAEeHUs, KacawLmeca NPoBOAMMOro KAMHUYECKOro UCCNea0BaHNA NeKapCTBEHHOrO npenapaTa, U B
nUcbMeHHOM ¢dopme A0O6POBO/IbLHOE cor/lacke MauMeHTa Ha yyacTMe B KAMHMYECKOM WMCCaenoBaHuu
JNIeKapCTBEHHOMO MpenapaTa Nociae O3HAKOMAEHWUA C OCODEHHOCTAMM KAMHUYECKOrO UCCNenoBaHuA,
UMEIOLLMMM 3HAYEHUE ANA BblPpaXKEHUA TaKOro cornacus;

50) nobouyHoe pencTBME - peakuus oOpraHM3ma, BO3HMKLWIAS B CBA3M C NPUMEHEHUEM
NIeKapCTBEHHOIO npenapaTa B [A03aX, PEKOMEHAYEMbIX B MHCTPYKUUM MO €ero MNpUMEHEeHuto, AnA
NPodUNAKTUKM, ANATHOCTUKM, NeveHns 3aboneBaHma nan ana peabmantaumm,

51) cepbe3Han HexenaTe/NbHas peakuus - HexKesnaTesibHaA peaKkuus OopraHuMsma, CBA3aHHas C
NPUMEHEHMEM NIEKAPCTBEHHOMO MpenapaTa, NpuBeAwas K CMepTH, BPOXKAEHHbIM aHOMANUAM MK
NMopoKkam pasBuTMA AnBO npeacTaBaAoWan cobol yrposy XusHu, Tpebytowaa rocnuTaansaumn mam
npuBeALLan K CTOMKOM yTpaTe TpyA0CNocobHOCTM U (M1) MHBAaANMAHOCTY;

52) HenpeaBUAEHHaA HeXenateNbHas peakuma - HexenaTeNbHas peakuus opraHusma (B Tom
ynucne cBfisaHHaA C NPUMEHEHMEM JIEKAaPCTBEHHOMO NMpenapaTta B COOTBETCTBUM C MHCTPYKUMEN MO ero
NPUMEHEHMIO), CYLLHOCTb WM TAXECTb KOTOPOW He COOTBETCTBYIOT MHOOPMALMU O /NIeKapCTBEHHOM
npenapare, COAEPKALWENCA B UHCTPYKLMM NO €ro NPUMEHEHMUIO;

53) peuenT Ha NIeKapPCTBEHHbIN NPenapaT - MMCbMEHHOE Ha3HaYeHWe IeKapCTBEHHOIO NpenapaTa
Mo yCTaHoBAEHHOW dopMme, BblAaHHOE MEeAULIMHCKUM UAWN BETEPUHAPHBIM PAaBOTHUKOM, MMEIOLLMM Ha
3TO NPaBO, B LENAX OTNYCKA JIEKAapPCTBEHHOrO NPenapaTa Uan ero U3roToBAEHUA U OTNYCKa;

54) TpeboBaHWe MeAMUMHCKOW OpraHu3auuu, BeTePUHAPHON OpraHu3aumMmM - [OKYMEHT
YCTQHOBNEHHOM GOPMbI, KOTOPbIA BbINMUCAH MEAUUMHCKUM WAW  BETEPUMHAPHbLIM  PAabOTHUKOM,
MMEILWMM Ha 3TO MPaBo, U COAEPKUT B MUCbMEHHON popme yKasaHMe anTeyHou opraHusaumm ob
OTMNYCKe J/IEKapCTBEHHOrO npenapaTta WM O ero W3rotoBiaeHun u 06 oTnycke ana obecneyeHus
NeyebHoOro npouecca B MEANLMHCKON OpraHM3aLumnmn, BeTEPUHAPHOM opraHn3aLmu.

nasa 2. NOJIHOMOYUA GELEPA/IbHBIX OPTAHOB UCNO/THUTE/IbBHOMN
B/IACTU, OPTAHOB UCMONHUTENIbHOM BNACTU CYEbEKTOB POCCUIACKOMN
®EAEPALINU NPU OBPALLLEEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. [lonHomouns deaepanbHbiX OPraHOB WCMNOJHMTENbHOW BAAcTM MNpu obpalieHun
NleKapCcTBEHHbIX CpeacTs

K nonHomoumam denepanbHbiX OPraHOB  WCMNOJHUTENIbHOW BAacTM npu  obpaweHun
JIeKAPCTBEHHbIX CPEACTB OTHOCATCA:

1) nposegseHve B Poccuiickoit depepaumm eauHON rocyaapCTBEHHOM NOAUTUKM B obnactu
obecneyeHnn eKapCTBEHHbIMM NPENApPaTaMM rpaxkaaH Ha TeppuTopun Poccuiickon Peaepaunu;

2) vyTBepXaeHuMe o0bwux dapmaKonenHbix cTaTtel, <¢dapmaKonelrHblX CcTaTel, u3gaHue
rocyaapcTseHHon dpapmakoneu;

3) ocywiecTBNEeHNE rOCYLAPCTBEHHOIO KOHTPOAS (Hag3opa) B chepe obpaLLeHUa NeKAPCTBEHHbIX
cpeAacTs;

(B pen. PegepanbHOro 3akoHa oT 25.06.2012 N 93-03)

4) nuueH3npoBaHWe NPOU3BOACTBA JIEKAPCTBEHHbIX CPeACTB U GapMaLEeBTUUECKON AeATeIbHOCTH
B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuitckoin Pepepauuu;

5) opraHusauma 3SKCNepTU3bl IEKAPCTBEHHbIX CPEACTB, STUYECKOWM 3SKCMEepTU3bl BO3MOMKHOCTU
NpoBeAeHMA  KIMHMYECKOTO  UCCAeL0BaHMA JIEKAPCTBEHHOro npenapata  Aas  MeAWLMHCKOro
NPUMeHeHUs;

6) Bblgaya paspeweHUii Ha NpPOBeAEHME KAMHUYECKUX UCCAeL0BaHUN  IeKapCTBEHHbIX
npenapaTos, BeAeHWE peecTpa BblAAHHbIX pPa3pelleHui Ha NpoBeAeHUEe KAMHUYECKUX UCCef0BaHWUiM
JIeKapCTBEHHbIX NpenapaTos;

7) rocyaapCTBeHHAs pPerncTpaums NeKapCTBEHHbIX NpenapaToB, BefeHWEe rocynapCTBEHHOroO
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peecTpa IeKapCTBEHHbIX CPEACTB;

8) WHCNeKTMpoBaHME NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME MpaBuaam
OpraHusaLmMmn NpoM3BOACTBA M KOHTPOAA KAyecTBa JIEKAPCTBEHHbIX CPEACTB, BblAaya 3aKAOYEHUA O
COOTBETCTBUM MPOU3BOAUTENS  JIEKAPCTBEHHbLIX CPeACcTB TpeboBaHMAM MNpPaBUMA  OpraHM3auuu
NpPon3BOACTBAa U KOHTPOJIA KauecTBa NEKAPCTBEHHbIX CPEACTB;

9) rocypmapcTBeHHas  perncTpauus  YCTaHOB/IEHHbIX  MPOU3BOAUTENSAMMU  JIEKAPCTBEHHbIX
npenapaToB NpeAenbHbiX OTAYCKHbIX LLEeH Ha XU3HEHHO HEOOXOAMMblE U BarKHEWLLME NIeKapCTBEHHbIE
npenapaTtbl U BeAEHME TOCYAAPCTBEHHOMO peecTpa NpeaenbHbIX OTNYCKHbIX LLEeH npou3BoguTenein Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BKAOYEHHble B NepeyeHb XU3HEHHO HEOOXOAMMbBIX W BarKHEMLUX
JIeKapCTBEHHbIX NPENapaTos;

10) ycTtaHoBNEeHMe MOpAAKA BBO3a JIEKAPCTBEHHbIX CPEACTB Ha TeppuToputo Poccuiickoi
depepaunn 1 BbIBO3a SIEKAPCTBEHHbIX CPeACTB ¢ TeppuTopumn Poccuiickolt Pepepaumu;

11) co3paHme coBETOB NO BONPOCAM, CBA3aHHbIM C 0bpaLLleHMeM NeKapPCTBEHHbIX CPeACTB;

12) atTrectauma u ceptudmKaLma cneLmanmcros;

13) ytpatun cuny ¢ 1 ceHtabps 2013 roga. - PeaepanbHbiii 3akoH o1 02.07.2013 N 185-93;

14) MOHUTOPUHT 6€30MaCHOCTM JIEKAPCTBEHHbIX NPenapaTos;

15) yyactne B MeXAyHapoOAHOM COTPYAHNYECTBE;

16) nonyyeHne No 3anpocam ynosHOMOYEHHOro ¢eaepasibHOrO OpraHa UCNOHUTEIbHOM BAACTM
OT OpPraHoOB WCMOAHUTENbHOM BAacTU CybbekToB Poccuiickolt depepaumm, a TakkKe OT cybbeKToB
06palLeHMA NEeKAPCTBEHHbIX CPEACTB ANA MEAMUMHCKOIO MpPUMeEHeHUs MHbopmMaLMM no BoOMpocam
YCTAHOBNEHUA M NPUMEHEHMA LLEH Ha IEKAPCTBEHHbIE NpenapaTbl U HaAbaBOK K HUM;

17) npumeHeHMe mep OTBETCTBEHHOCTM 3a HapyweHue 3aKoHoaaTenbcTBa PoccuiicKkoi
depepauun.

CrtaTtbs 6. [lONHOMOYMA OPraHOB UCNOAHUTENBbHOM BAAcT cybbeKkTa Poccuiickoit deaepaumm npu
0bpalLeHMM IeKapCTBEHHbIX CPeacTB

K nonHomoumam opraHoB WCNOAHWUTENbHOW Bnact cybbekta Poccuitickoit Pepepaumm npu
06paLLEeHMM NIEKaPCTBEHHbIX CPeACTB OTHOCATCA:

1) paspaboTka W peanunsaumsa  perMoHaNbHbIX Nporpamm  obecneyeHUs  HacesneHus
JIeKapCTBEHHbBIMM NPenapaTamuy;

2) ycTaHoBneHME npeaenbHbIX Pa3sMepPoOB OMTOBbIX HaAbaBOK M MpefefibHbIX pPasmepos
PO3HMYHbIX Hag0aBOK K (AKTUYECKMM OTMYCKHbIM LLEeHAM, YCTAHOB/JEHHbIM MPOU3BOAUTENSAMM
JIeKAPCTBEHHbIX MPENApaToB, Ha JIEKAPCTBEHHbIE MPENapaTtbl, BKIIOYEHHbIE B MepeyeHb KU3HEHHO
HEeOoBX0AMMbIX U BaXKHENLUNX NEKAPCTBEHHbIX NPENAPaToB;

3) ocyuwecTBieHMe pPernoHasbHOro roCyAapCTBEHHOrO KOHTPO/A 33 NPUMEHEHMEM LEH Ha
JIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MNepevYeHb MM3HEHHO HEOOXOAMMbBIX W  BaXKHEULIMX
JIeKAPCTBEHHbIX NPEenapaToB, OpraHW3auMAMM OMTOBOM TOProB/AW, aNTEYHbIMM OPraHU3aAUMAMMU,
WHOMBUAOYANbHBIMU  MPeAnpUHUMATENAMU,  UMEWUMN  JIMLEH3UIO  Ha  dapMaLLeBTUYECKYIO
OeATeNbHOCTb.

(B pen. PegepanbHOro 3akoHa oT 25.06.2012 N 93-03)

Fnasa 3. FTOCYAAPCTBEHHAA ®APMAKOIMEA
CraTtbs 7. Pa3paboTKa M U3gaHue rocyaapcTBeHHOM dapmakoneu, pasmeLleHne 4aHHbIX O Helt

1. Mopa rocygapcTBeHHoOM dapmakoneen NOHMMaEeTCa CBog obWMX (apmaKonelHblx cTaTen U
dapmaKonelnHbIx cTaTen.

2. Pa3paboTka obwmx dapmakonemHblx ctaterm M GapMaKoNemHbIX CTaTeN M BKIOYEHME UX B
rocyAapcTBeHHy0 (apMaKoneld OCYLLeCTBAAKOTCA B MOPAAKe, YCTaHOBAEHHOM YMNO/JHOMOYEHHbIM
denepanbHbIM OpraHOM UCMOHUTE/IbHOM BAACTH.
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3. Pa3paboTKka papmakonenHom cTaTbl Ha OPUTMHA/IbHOE IEKAPCTBEHHOE CPEACTBO M BK/OYEHME
€e B rocyJapcTBeHHylo $apmaKonero B TeYeHWe CPOKa AENCTBUA 3aLUMUTbl UCKAOUYUTENbHOTO MpaBa,
YA0CTOBEPEHHOIO MaTEHTOM Ha OPUIMHA/IbHOE SIeKAaPCTBEHHOE CPeACTBO, OCYLLECTBAATCA C COrlacus
ero paspaboTtunka.

4. TocypmapctBeHHaa dapmakones M3gaeTcA YNOAHOMOYEHHbIM  ¢deaepanbHbiM  OpraHOM
WCMNOJIHUTENbHOM BIAacTU 3a CYeT cpeacTB deaepanbHOro bloasKeta U NOANEKMT NepensgaHuam He
pexke YeM OAMH pas B NATb JIET, B NEPUOL MEXKAY KOTOPbIMU U343A0TCA MPUNOKEHUA K TOCYAaPCTBEHHOM
dapmaKonee, cogepkalme obume dapmakoneiHble ctatbM M (MAK) dapmaKkoneliHble CTaTby,
YTBEPXKAEHHbIE NOC/e U34aHUA UK NepensgaHna rocyaapcTBeHHoM dapmakoneu.

5. YnonHomoueHHbI denepanbHblii OpraH WCNOAHUTENbHOW BAACTM pPasMeLLaeT AaHHble O
rocyapcTBeHHOM dapmakonee W NPUNONKEHUAX K Hell Ha cBoem oduUMaANbHOM caiiTe B CeTu
"MHTepHeT" B yCTAaHOBNEHHOM UM MOPSAKE.

Fnasa 4. FTOCYAAPCTBEHHbIA KOHTPO/1b NPU OBPALLEHUU
NNEKAPCTBEHHbIX CPEACTB

Cratbs 8. JlMUEH3MpOBaHME NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB M (dapMaLeBTUYECKON
AeATeNbHOCTH

1. InueHsnpoBaHMe NPON3BOACTBA NEKAPCTBEHHbIX CPEACTB U GpapMaLeBTUUYECKON AeATeNbHOCTU
OCYLLEeCTB/IETCA B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuiickoit depepaumm.

2. O6s3aTtenbHbIM YC/NOBUEM NPEAOCTaBAEHUA JIMLEH3MM Ha MNPOU3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNSAETCA NPU/IOKEHUE K 3aABJEHUIO COMCKATENS NLEH3UM NEPEYHS IeKAapPCTBEHHbIX GOpM U
(nnn) BnaoB dapmaueBTUYECKMX CybCTaHLUMI, KOTopble MPOM3BOAUTENb JIEKAPCTBEHHbIX CPEeACTB
HamepeH NPou3BOAUTD.

3. B cnyyae HeOBX0AMMOCTU paclIMpPeHMA NPOU3BOACTBA /IEKAPCTBEHHbIX CPEACTB 33 CYET HOBbIX
NIEKApPCTBEHHbIX ¢OpM M BMAOB GapMaLLEeBTUYECKUX CYOCTAHUMA MNPOMU3BOAUTE/Ib JIEKAPCTBEHHbIX
CPEACTB A0/IKEH MONYYUTb HOBYIO IMLLEH3MIO Ha MPOU3BOACTBO IEKAPCTBEHHbIX CPEACTB.

CtaTtbs 9. focyAapCTBEHHbIN KOHTPOAb (Haa30p) B chepe obpalleHUs NekapCTBEHHbIX CPpeacTs
(8 pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. TlocypapcTBeHHbIM KOHTPO/b (Haa30p) B chepe obpalleHUs NeKapCTBEHHbIX CPEACTB BK/OYaeT
B cebs:

1) NNUEH3NOHHbLIN KOHTPO/b B cdepe NPOU3BOACTBA JIEKAPCTBEHHbLIX CPEACTB M B coepe
dbapmaLeBTUUYECKON AeATeNbHOCTY;

2) denepanbHbIV rocyAapcTBEHHbIN Haa30p B chepe obpalleHNa NekapCcTBEHHbIX CpeacTB.

2. JINUEH3MOHHBIN KOHTpPONb B cdepe NpoM3BOACTBA /IEKAPCTBEHHbIX CpeacTB U B cohepe
dapmaLeBTMUYECKON [eATeNIbHOCTM OCYLLECTBAAETCA YMNOJHOMOYEHHbIMU deaepanbHbIM  OpPraHom
WCNOJIHUTENbHON BNACTU U OpraHaMyM WCMNOJIHUTENIbHOW BAacTM cybbekToB Poccuiickon deaepaumu
COrNacHO MX KOMMNEeTEHUMM B Nnopsake, yctaHoBieHHoOM PenepanbHbiM 3aKOHOM OT 26 aekabpa 2008
roga N 294-®3 "O 3awmte nNpaB HOPUANYECKMX NIUL, U UHAMBMAYAJSIbHLIX NpeanpuHUMaTenein npu
OCYLLECTB/IEHUN TOCY[APCTBEHHOIO KOHTPOAA (Hagsopa) U MyHULMNANbHOTO KOHTpoAa", ¢ yd4yeTom
0COb6eHHOCTel opraHM3auMM U NPoBeAeHUs NPOBEPOK, YCTAHOBEHHbIX PenepanbHbiM 3aKOHOM OT 4
mas 2011 roga N 99-93 "O AnuUEH3NPOBAHUU OTAENbHbIX BUAOB AeATeNbHOCTH" .

3. depepanbHblit rocyfapCTBEHHbINM Haa3op B chepe obOpalLleHMA JIeKapCTBEHHbIX CPeacTs
OCYLLECTBNAETCA YNO/JIHOMOYEHHbIMU defepanbHbiIMU OpraHamMn MCNONHUTENbHOW BnactM (ganee -
opraHbl rocyfapCTBEHHOrO Hag3opa) COMMacHO WX KOMMETeHUMM B MOpPsAAKe, YCTaHOBNEHHOM
MpaBuTenscteom Poccuinckoit deaepaumu.

4. depepanbHbli rocyaapcTBeHHbIA Haaszop B cdepe obpallleHUAa JIeKapCTBEHHbIX CPeACcTB
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BK/1tOYaeT B ceba:

1) opraHusaumio 1 NposBeaeHUe NPOBEPOK cobN0AEHUA CybbeKTaMu 0bpallleHMA NeKapCTBEHHbIX
CpeacTB yCTaHOBAEHHbIX HacToAwMm desepanbHbIM 3aKOHOM U NPUHATbLIMKU B COOTBETCTBMU C HUM
WHbIMM HOPMaTUBHbIMWU NMPaBOBbIMM akTamu Poccuiickoint ®egepaumm TpeboBaHUN K AOKJANHUYECKUM
NccnefoBaHUAM NIEKAPCTBEHHbIX CPEACTB, KIMHMYECKMM UCCNeA0BaHMAM NEKAPCTBEHHbIX NPenapaTos,
XpaHeHWto, nepeBo3Ke, BBO3y B Poccuitickyto Pepepaumto, OTNYCKYy, pPeanmsaumm JeKapCTBEHHbIX
CPeacTs, NPUMEHEHMIO NEKAPCTBEHHbIX NPENAPATOB, YHUYTOXKEHUIO NEKAPCTBEHHbIX CPEACTB, @ TaKKe
cobnogeHns  YyNO/SIHOMOYEHHbIMM  OpraHamMm  UCMOMIHUTENbHOM BRactm cybbektoB Poccuiickol
depepaunn MeToAMKM YCTAaHOBAEHMA NpeAesbHblX Pa3MepoB ONTOBbIX HAaADABOK M NpenesnbHbIX
pasmepoB  PO3HUYHbIX HafbaBOK K (GaKTUYECKMM  OTMYCKHbIM  LEeHaMm,  YCTaHOBJ/IEHHbLIM
NpPou3BOAUTENSAMM JIEKAPCTBEHHbLIX MPEnapaTtoB, Ha JIeKapCTBEHHble MNpenapaTbl, BK/AOYEHHble B
nepeyeHb KU3HEHHO HEOBXOAMMbIX U BayKHENLIUX NEKAPCTBEHHbIX NpenapaToB (ganee - obasaTeNbHble
TpeboBaHUs);

2) opraHusaumio 1 NnpoBeaeHMe NPOBEPOK COOTBETCTBUSA IEKAPCTBEHHbIX CPEACTB, HAXOA4AWMXCA B
obpallLeHMmn, ycTaHOBAEHHbIM 06a3aTe/IbHbIM TPEOOBaHMAM K UX KaYecTsy;

3) Bblgayy paspeleHMin Ha BBO3 JIeKAPCTBEHHbIX CPEACTB Ha Tepputopuio Poccuitckoit
depepauny;

4) opraHu1saumio u nposeaeHMe MOHUTOPUHIa 6e30MacHOCTM IEKAaPCTBEHHbIX NPenapaTtos;

5) npumeHeHMe B nopsaKe, YCTaHOB/NEHHOM 3aKoHoZaTenbCcTBOM Poccuiickon depepaumm, mep
Mo MPEeceYEeHUto BbISBNAEHHbIX HapyweHWin obasaTenbHbIX TpeboBaHUA U (MAM)  yCTpPaAHEHUIO
NoCNeAcTBUM TaKUX HapyLleHWN, Bblgauyy npeanMcaHMini 06 ycTpaHeHUW BbIABEHHbIX HapylleHU
ob6A3aTeNnbHbIX TpeboBaHMI U NPUBAEYEHME K OTBETCTBEHHOCTU JINLL, COBEPLUMBLUMX TAKME HapyLLUEHMA.

5. K oTHOLWEHUAM, CBA3AHHbIM C OCyLLecTBieHMeM denepasbHOro rocygapcTBEHHONO Haa30pa B
cbepe obpalleHUs NEeKAPCTBEHHbIX CPEACTB, OpraHuW3auuer u npoBeAeHUeM MPOBEPOK CyObeKToB
obpalLeHMA NeKAPCTBEHHbIX CPEACTB, NMPUMEHAIOTCA NonoXeHua PegepanbHOro 3aKoHa oT 26 gekabps
2008 roga N 294-®3 "O 3awmTe NpaB LPUANYECKUX NNL, U UHAMBUAYANbHbBIX NPeAnpPUHMMATENEN NpU
OCYLLEeCTB/IEHUN FOCYAaPCTBEHHOIO KOHTPOASA (Haa30pa) U MyHULMNANbHOTO KOHTpoAA".

6. [lOMKHOCTHblEe /iMUA@ OpraHa TroCyfapCTBEHHOrO HaA30pa B NopsaaKke, YCTaHOB/AEHHOM
3aKoHoAaTenbcTBOM Poccuiickoit ®epepaumm, MMeloT NpPaBo:

1) nonyyaTb Ha OCHOBaHUM MOTUBUPOBAHHbLIX MUCbMEHHbIX 3aNpPOCOB OT CybbeKToB 0bpalleHus
JIeKapCTBEHHbIX CPeACTB, OPraHoOB WCMONHUTENbHOW BnacTn cybbektoB Poccuiickoit Pepepaunn wm
OpraHoOB MECTHOroO CamoynpaB/eHMA [OOKYMeHTbl M WHPopmMaumio no Bonpocam obpalleHus
JIEKapCTBEHHbIX CPeACTB;

2) b6ecnpenATCTBEHHO MO NpPeabABAEHUN CAYKeBHOro yaoCTOBEPEHMA U KOMWKM NpUKasa
(pacnopseHus) opraHa rocyaapCcTBEHHOro HaZ30pa O Ha3HAaYeHUN NPOBEPKM NOCEeLWATb UCNO/b3yeMble
OPUANYECKUMU  NNLAMM, WHAMBUAYANbHbIMKM NPEANPUHMMATENAMKN, ABASIOWMMUCA CyObeKTamu
obpallleHMA NeKapCTBEHHbIX CPeACTB, NPU OCYLLECTBAEHUU CBOEN AEATEeNbHOCTU TePPUTOPUM, 34aHUS,
NOMELLEHUS U COOPYKEHUA B LENAX NPoBeaeHUs MePONPUATUI MO KOHTPOIO;

3) npoBoaAnTb 0T6OP 06pPa3LLOB IEKAPCTBEHHbIX CPEeACTB, NPeAHa3HAUYeHHbIX AN peannsaumm u
peanusyembix cybbekTamu o0b6palleHMa NeKapCTBEHHbIX CPeacTB, ANA MNPOBEPKM WX KauyecTsa,
npoBeLeHMA UCCNenoBaHUA, WCMNbITAaHWM B COOTBETCTBMM C MpaBuaamu otbopa 06pasLos,
YCTAHOB/IEHHbIMW YNOJIHOMOYEHHbIM peaepanbHbIM OPraHOM UCMOIHUTENBHOM BNACTY;

4) BblgaBaTb CybbeKkTam 06palLeHMA JIeKApPCTBEHHbIX CPeACcTB MpeanucaHus O NpeKpalleHuu
HapyLweHuit obAsaTenbHbiX TPeboBaHU M 06 yCTpPaHEHMM BbIABAEHHbIX HApyLWeHW o0bA3aTenbHbIX
TpeboBaHMiA;

5) HanpaBnaTb B YMNOJHOMOYEHHblE OpraHbl MaTepuasbl, CBA3AHHble C HapyweHUsMU
obAsaTenbHbIX TpeboBaHMI, AR pPelleHns BOMPOCOB O BO3OYKAEHUWN YrOIOBHbIX A€ MO NpU3HaKam
npecTynneHuni.

Fnasa 5. PASPABOTKA, AOK/TMHUYECKUE UCCNTEAOBAHUA
JNEKAPCTBEHHbIX CPEACTB, A TAKXKE KTMHUYECKUE UCCNTEAOBAHUA
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NEKAPCTBEHHbIX NMPEMAPATOB A4 BETEPUHAPHOIO NPUMEHEHUA
Cratba 10. Pa3paboTKa IeKapCTBEHHbIX CPEACTB

1. Pa3paboTKa /NleKapCTBEHHbIX CPeACTB BKAOYaeT B cebA MOWUCK HOBbIX $apMaKOAOrMYecKku
aKTMBHbIX BELLeCTB, Noc/aeaylowee MU3YYEHUME WX NIEKAPCTBEHHbIX CBOMCTB, AOKJAWHUYECKME
nccneanoBaHuA, PaspaboTKy TexHOMorni npomsBoacTBa dapmaLeBTUYECKMX cybcTaHuMi, pa3paboTky
COCTaBOB M TEXHOJIOFMI NPOM3BOACTBA NEKAPCTBEHHbIX MPENApPaTOB.

2. dPruHaHcoBOe obecneyeHme Pa3paboTKKN IEKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 3a CYET:

1) cpeacTts denepanbHoro broaxeTa;

2) cpeacTB pa3paboOTYMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeactB nNpousBoOAUTENEW  NEKAPCTBEHHbIX CPeACTB  MPW  BbIMNOJIHEHUM  Hay4HO-
nccnefoBaTeslbCKMX  paboT no  A0roBopy MeXAy pPa3spaboTyMKOM /JIeKapCTBEHHbIX CPeacTts U
npousBoauTeNnemM NeKapCcTBEHHbIX CPEeACTB;

4) NHbIX He 3anpPeLLEHHbIX 3aKOHOA4aTeNbCTBOM Poccuiickon Pegepaumm MCTOYHUKOB.

3. MNpaBa pa3paboTuMka  NEKAapCTBEHHOro  CpPeAcTBa  OXPaHAOTCS rpa*kaAaHCKUM
3aKOHOAATE/IbCTBOM.

Cratba 11. [loKNnMHMYecKoe uccnenoBaHue NeKapCTBeHHOro cpeacrsa Ana MeauumHCKOro
npumeHeHuA

1. loknMHMYecKkoe uccnenoBaHWe NEKAapPCTBEHHOTO CPeacTBa AN MEAMUMHCKOTO MpPUMEHEHMUs
NpoBOAMTCA MyTEM MPUMEHEHUSA Hay4yHbIX METOAOB OLEHOK B LensxX MoAyYeHUs [O0Ka3aTenbCTs
6e3onacHOCTH, KayecTBa U 3PpPEeKTUBHOCTN IEKAPCTBEHHOIO CPeCcTBa.

2. JoKAMHWYEeCcKoe uccnegoBaHWe NEKAapCTBEHHOTO CPeACTBa ANA MEeAMUMHCKOTO MpUMEHeHMUs
npoBogMTCA B  COOTBETCTBUM C MNpaBuiamu  N1abopaToOpHOW  MPaKTUKKM,  YTBEPKAEHHbIMU
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHoOM UCMOHUTEIbHOM BNACTU.

3. N opraHusauuu U nNpoBeaeHusa AOKIMHMYECKOTO UCC/Ief0BaHUA IeKapCTBEHHOIO cpeacTsa
AN MeOULMHCKOTO NMPUMEHEHUs Pa3paboTuMKKU JIeKapCTBEHHbIX CPeacTB MOTyT MpPUB/eKaTb HayyHO-
nccnenoBaTtesibCkMe opraHnsauumn, obpasoBaTesibHble OpraHM3aumun BbiClero o6pasoBaHus, UMetoLme
HeobXxoAMMYIO  MaTepuanbHO-TEXHMYECKYD 6a3y M KBaAMUUMPOBAHHbLIX  CMeuuanncTtoB B
cooTBeTCTBYtOLWEN 06/1acTM UCCAea0BaHUA.

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

4, [IOKNMHMYECKoe ucciegoBaHMe fIEKApPCTBEHHOTO CPeacTBa A1 MEeAMUMHCKOTo MpUMeHeHus
NPOBOAMTCA MO YTBEP)KAEHHOMY pPa3paboTYMKOM JIEKAPCTBEHHOrO CPeACTBa NaHy C BeAeHWem
NPOTOKONa 3TOr0 UCCAeA0BaHMA M COCTaB/IEHMEM OTYeTa, B KOTOPOM COAEPMKATCA pesynbTaTbl 3TOrO
MUccNesoBaHMA WM 3aK/AOYEHME O BO3MOMKHOCTM  MPOBEAEHMA  KAMHUMYECKOro  MccaefoBaHuA
NleKapcTBEHHOTO NpenapaTa A8 MeAUUMHCKOTO NPUMEHEHWA.

5. MNpoBeaeHne NPOBEPOK CobOAeHUA MNpaBua NabopaTopHOM MPAKTUKM M NPaABOBbIX HOPM
MCMNO/Nb30BaHMNA XMBOTHbIX NPWU NPOBEAEHUU AOKJAMHUYECKUX UCCNEeO0BaHUI NEKAPCTBEHHbIX CPEACTB
AN MEeAUUMHCKOTO MPUMEHEHMUSA  OCYLLECTB/IAETCA YMNOJHOMOYEHHbIM denepanbHbiM  OpPraHoOM
NCNOJIHUTENIbHOWN BNACTW.

6. Pe3ynbTaTbl AOK/JAMHUYECKOTO WUCCAEAO0BAHMA JIEKAPCTBEHHOMO CPeAcTBa AN MegULMHCKOro
NPUMeHeHNA MOryT ObITb NpPeacTaB/ieHbl B YNOJHOMOYEHHbIN deaepanbHblit OpraH UCNONHUTENbHOM
BNACTW B YCTAHOB/IEHHOM NOPSAAKE B LLENAX roCyAapCTBEHHON perncTpaLumm 1eKapcTBeHHOro npenapara.

Cratba 12. [OKAMHMYECKoe wuccneposaHue NEKapCTBEHHOro cpeacrea W KAMHUYECKOE
ncecnegoBaHMe NeKapPCTBEHHOIO NpenapaTta 414 BETEPUHAPHOIoO NpuMeHeEHUA

1. JoKAMHMYecKoe nccnefoBaHMe NeKapcTBEHHOMO CpeacTBa O1A BeTepMHAPHOro nNpuMmeHeHusA
nposoauTCA nytem MNpuMMeHeHUA Hay4HbIX METOA0B OUEHOK B UenAxX nosyvyeHuMA [AO0Ka3aTeNbCTB

AHO OO «Akagemusa CeH Muwenby», Poccusi, Mocksa
Y4ebHbI kypc « OCHOBbI UHTEMMEKTYanbHON COGCTBEHHOCTMY
Cant: academy.saintmichel.pro; TenedoH: (499) 248 28 47

10



6e30nacHOCTH, KayecTBa U 3G HEKTUBHOCTM NEKAPCTBEHHOro CPeAcTBa, B TOM YMCe OnpeieNieHMsa CPpoKa
ero BbIBeZIEHMA U3 OpraHM3ma }XMBOTHOTO, B LiesAX obecrneyeHma 6€30MNacHOCTM NPOAYKLNN }KUBOTHOIO
NPOUCXOXKAEHMA NOCAE NPUMEHEHNA COOTBETCTBYHOLLErO 1eKapCTBEHHOro nNpenaparTa.

2. [oknuHW4YecKoe uccieaoBaHWEe JIEKAPCTBEHHOrO CPeACTBa U KAMHUYECKOe WuccienoBaHue
JIeKapCTBEHHOro npenapata AN BETEPUHAPHOrO NMPUMEHEHUs, uccneaoBaHMe GUOIKBUBANEHTHOCTU
YKa3aHHOro NIeKapCTBEHHOro npenapaTa NpPoBOAATCA B COOTBETCTBUM C NpaBuMAamMMU, YTBEPMKAEHHbIMU
YNO/THOMOYEHHbIM d)ep,epaanblN\ OopraHom MCNOJHUTENbHOM BNacCTU.

3. [loKAMHWYecKoe wuccieaoBaHWEe eKapCTBEHHOrO CPeAcTBa WM KAMHWYECKoe uccnefoBaHue
JIeKapCTBEHHOrO Mnpenapata AN BETEPUHAPHOrO MNPUMEHEHWs MNPOBOAATCA MO  YTBEPXKAEHHOMY
pa3paboTYNKOM NeKapCTBEHHOrO CpeacTBa MaHy C BedeHWEeM MPOTOKOJIOB 3TUX MCCNeAOoBaHUMA U
COCTaB/IeHWEM OTYETOB, B KOTOPbIX COAEPKATCA PE3YNbTaTbl 3TUX UCCNEA0BAHUN.

4. insa opraHu3aummn 1 nNpoBeaeHua AOKANHUYECKOrO NCCIeA0BaHNA IeKapCTBEHHONO CPeacTBa U
KNAMHUYECKOTO WUCCNeAOBaHUS NeKApCTBEHHOro npenapata A48 BETePUHAPHOro  MNpPUMEHEHMUA
pa3paboTuMK NEeKapCTBEHHOrO CpeacTBa MOMKET MPUBAEKATb OpraHu3aummn, Mmetowme Heobxoanmyto
MaTepuanbHO-TEXHUYECKYIO 6a3sy M KBanUOUUMPOBAHHbIX CNELnanmMcToB B COOTBETCTBYOWEeNn obnactu
nccnefoBaHUs.

5. KnMHnuyeckne nccnefoBaHUs NIEKAapPCTBEHHbLIX NpenapaTtoB ANA BETepPUHAPHOro NpuUMeHeHus
NpoBOAATCA B BETEPMHAPHbIX OpraHM3auMaXx WM B OpraHM3aumsax, OCYLLEeCTBAAIOWMX pasBeleHue,
BblpalLMBaHWNE U COAEPIKAHME KUBOTHDIX, B LENAX:

1) ycTaHOBNEHUA NEPEHOCUMOCTU IEKAPCTBEHHbIX NPENapaToB 340P0BbIMU XUBOTHLIMU;

2) nopbopa ONTUMA/bHbLIX [O03MPOBOK JIEKAPCTBEHHbLIX MpenapaToB W Kypca Jie4eHua Ha
KOHKPETHOM rpynne }XMBOTHbIX C onpeaeneHHbIM 3aboieBaHuEM;

3) ycTaHoBneHuMAa  6e3onacHoctTM U 3PPEKTMBHOCTM  NEeKapCTBEHHOro  npenapaTa,
npeaHasHayeHHOro A/ JIeYeHUs onpeaenieHHbIX 3a601eBaHUN KUBOTHbLIX, WAM 3PEEKTUBHOCTHU
JIEKAPCTBEHHOTO npenapara aasa NpopuIakTUKM 3ab601eBaHNM 340P0BbIX YKUBOTHbIX;

4) “3y4eHUs BO3MOKHOCTEM paclIMPEeHMA MOKa3aHU K NPUMEHEHUIO 3aperncTpMpoBaHHOrO
JIEKAPCTBEHHOrO Npenapara U BbisiBIeHUA paHee HEU3BECTHbIX MOBOYHbIX AECTBUN.

6. KnnHuyeckoe nccnegoBaHMe /IEKApPCTBEHHOMO npenapata A1A BETEPUHAPHOIO NPUMEHEHUs
OCYLLECTBAIAETCA 3a CYET CpeacTB pa3paboTynKa NeKapCcTBEHHOO CPeaCTBa.

7. OT4yeTbl 0O pe3ynbTaTax AOKAMHUYECKOTO WCCNen0BaHMA JIEKAPCTBEHHOIO CpeacTBa M
KNMHUYECKOTO WCCNEeNOBaHUSA NIeKapCTBEHHOrO npenapata ANA BETEPUHAPHOro  MNPUMEHEHMUA
COCTaBAAKOTCA pPa3paboOTYMKOM /NIeKApCTBEHHOrO CpeacTBa C YYETOM 3aK/IOYEHWUM opraHusauui,
NPUHMMABLLUMX Y4acTUE B OpraHn3aLUmnmn 1 NpoBeaeHNN 3TUX UCCNeA0BaHUN.

8. KoHTponb 3a npoBeAeHMEM [AOKANHUYECKUX WCCNEAOBAHUM NIEKAPCTBEHHbIX CPeACcTB U
KNAMHUYECKUX MCCNeAOoBaHUWA  NIEKApPCTBEHHbIX MNpenapaToB AN BETEPUHAPHOrO MNPUMEHEHMUA
OCYLLECTBASETCA YNONHOMOYEHHbIM deaepasibHbIM OpraHOM UCMOJIHUTEIbHOM BNaCTMU.

Fnasa 6. OCYLLECTBNIEHUE FOCYOAPCTBEHHOW PETUCTPALIUMA
NEKAPCTBEHHbIX MPEMAPATOB

Cratba 13. locygapcTBEHHAA perncTpauma NeKapcTBeHHbIX NpenapaTos

1. JlekapcTBeHHble NpenapaTtbl BBOAATCA B rpaxAaHCKMI obopoT Ha Tepputopumn PoccuiicKom
depepauun, ecam OHW 3aPErmcTPUpPOBaHbl COOTBETCTBYIOWMM YMOJHOMOYEHHbIM  deaepanbHbIM
OpPraHOM UCMOJIHUTENILHOMN BACTU.

2. locypapcTBeHHOM perncTpaumm noanexar:

1) opurnHanbHble NekapcTBeHHbIe Npenaparsl;

2) Bocnpou3BegeHHbIe 1eKapcTBEHHbIe NpenapaTbl;

3) HOBble KOMBUWHALMKN 3aPErUCTPUPOBAHHBIX PaHee JIeKapCTBEHHbIX NpenapaTos;

4) neKkapcTBeHHble MpenapaThbl, 3aperncTpuMpoBaHHble paHee, HO MPOMU3BEAEHHblE B APYrux
NeKapcTBeHHbIX popmax, B HOBOM AO3MPOBKE.
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3. locypapcTBeHHas perucrTpauumsa IeKapCcTBEHHbIX NpenapaTtos AN MeAMLMHCKOro NpUMeHeHus
OCYLLECTBASIETCA MO pPe3y/bTaTaM 3KCNepTU3bl JIEKAPCTBEHHbIX CPEeACTB M 3TMUYECKOW 3KCMepTusbl
BO3MOXHOCTU MNPOBEAEHUS  KAMHMYECKOrO  UCCNeAoBaHMA  JIeKAapCTBEHHOrO nNpenapata  Ana
MeAULMHCKOrO npuMeHeHMAa (Janee - 3TudYeckaa 3Kcneptvsa). locyaapcTBeHHas perncrpaums
NIEKAPCTBEHHbIX MNpenapatoB A4 BETEPUHAPHOTO MPUMEHEHUS OCYLLECTBAAETCA MO pe3y/bTatam
3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOTO NPUMEHEHMA.

4, lfocypapcTBeHHan peructpauus NIeKaPCTBEHHbIX npenapaTtos ocyliecTsaaeTca
COOTBETCTBYIOLWMM YNONHOMOYEHHbIM defepasbHbIM OpPraHOM WCMONHUTENIbHON BAaCTU B CPOK, He
NpeBbIWAOWNIA ABYXCOT AecATM paboumx AHel co AHA MPUHATUA 3aABJIEHUS O TOCYAaPCTBEHHOM
perucTpauum nekapcTBeHHOoro npenaparta. B yKasaHHbIN CPOK BK/OYaeTca Bpems, Heobxoammoe ans
NMOBTOPHOIO MNPOBEAEHUA 3IKCNEpPTM3bl JIEKAPCTBEHHbIX CPeacTB M (MAKM) 3TUYECKOM 3SKcnepTusbl B
COOTBETCTBUM CO cTaTbei 25 HacToswero PenepanbHoro 3akoHa. CpoK rocyaapCTBEHHOM perncrpauum
JIEKapCTBEHHOIO npenapata MCYMCNAETCA CO AHA MPUHATUA COOTBETCTBYHOLWMM YNONHOMOYEHHbLIM
depepanbHbiIM  OpPraHOM WCNONHUTENbHOW BNACTU 3aAB/IEHUA O T[OCYAAPCTBEHHOW perucTpaumm
JIEKapCTBEHHOIO npenapaTa C MPUIOKEHUEM HEOobXOAMMbIX OOKYMEHTOB MO AeHb BblAauu
pPerncTpaunMoHHOro yAOCTOBEPEHMA JIeKapCTBEHHOro npenaparta. Bpema npoBeaeHMA KAMHUYECKOTO
NUCCNefOoBaHUA  /IeKapCTBEHHOro Mpenapata He y4yuTbiBaeTca MNpW  MCYUC/IEHMW CPOKa  €ero
rocyaapcTBeEHHOM perucrpaymu.

5. focyaapcTBeHHOM perncrTpauum He noaiexKar:

1) neKkapcTBeHHble npenapaTbl, N3roTOBMEHHbIE aNTeYHbIMU OpPraHM3aUMAMU, BETEPUHAPHLIMMU
anTeYHbIMW OpPraHM3aLUAMU, UHANBUAYA/IbHLIMU NPEANPUHUMATENAMMU, KOTOPbIE UMEIOT JINLEH3MUIO Ha
dapmaueBTUYECKYIO [eATe/IbHOCTb, MO PELEenTaM Ha JIEKapCTBEHHble Npenapatbl U TpeboBaHMAM
MeANLMHCKMX OpraHM3aLnin, BEeTEPUHAPHbIX OpraHu3aumi;

2) nekapcTBeHHOE PacTUTE/IbHOE CbIPbE;

3) nekapcTBeHHble npenapaTtbl, nNpuobpeTeHHble GU3NYECKUMM NMLEAMM 33  Npeaenamu
Tepputopun Poccuiickoit Pegepaunmn n npegHasHavyeHHbIe 415 IMYHOTO UCMOJIb30BaHUS;

4) nekapcTBeHHble Npenaparbl, NpeHa3HaYeHHble AN IKCNOoPTa;

5) paanodapmaleBTUYECKME NeKapCTBEHHble npenapaTbl, N3roTOB/NEHHbIE HEenocPeacTBEHHO B
MeANLMHCKMX OpraHM3auusax B MOpsAfKe, YCTAHOBJEHHOM YNOJIHOMOYEHHbIM deaepasibHbiM OpraHOM
WCMOJIHUTE/IbHOM BNACTH.

6. He gonyckaeTtcs rocyapcTBeHHasa perucrpaumsa:

1) pa3nnyHbIX IEKAaPCTBEHHbIX NPEenapaToB Noj 04MHAKOBbIM TOProBbIM HAMMEHOBAHUNEM;

2) ogHOro neKkapCTBEHHOro npenapaTta, BbIMYCKAaEMOro npous3BOAUTENEM MO4, Pa3NUYHbIMU
TOProBbIMM HaUMEHOBAHUAMM U NPEACTABAEHHOIO Ha rocyAapCTBEHHYIO PErncTpauunio B BUae ABYX U
6onee nekapcTBEHHbIX NpenapaTos.

CraTba 14. MpUHLKUNBI SKCNEepPTU3bl NEeKAPCTBEHHbIX CpeacTs U 3TUYECKOM 9KCNepTn3bl

1. dKcnepTu3a /NIeKapcTBEHHbIX CPeACTB M 3TMYECKas 3KCMepTU3a OCHOBbLIBAKOTCA Ha NPUHUMNAX
3aKOHHOCTW, cobntogeHna npaB M cBobog 4YenoBeKa M rparkaaHWHa, NpaB HOPUANYECKOTO ANUUA,
HEe3aBMCMMOCTU 3KcnepTa, 06 bEKTUBHOCTU, BCECTOPOHHOCTM U MOAHOTLI UCCNEA0BaHMI, MPOBOANMBIX C
MCMO/Ib30BaHNEM COBPEMEHHbIX AOCTUMEHUIA HayKM W TEXHUKM, OTBETCTBEHHOCTM denepanbHOro
rocy4apCTBEHHOrO GHOAMKETHOrO yupeXKAeHUa No NpPoBeAEeHUIO SKCNepPTU3bl eKapCTBEHHbIX CPeacTB U
3KCMEepTOB 33 NPOBEAEHME U KAaYECTBO SKCNEPTU3bI.

2. DKCMepTn3a NEeKaPCTBEHHbIX CPEACTB ANA MEeANLMHCKOro NPUMEHEHUA NPOBOAUTCA MNO3TAMHO:

1) Ha nepBOM 3Tane - 3KCMNepPTU3a AOKYMEHTOB A/1A MOJIyYeHUsA paspelleHus Ha nposeneHue
KJMHWUYECKOro Nccnef0BaHUA IEKAPCTBEHHOTO NpenaparTa, 3a UCKNIYEeHUEM:

a) NleKapCTBEHHbIX MPenapaToB, KOTOpble paspelleHbl A8 MeLULMHCKOrO NPUMEHEeHUs Ha
Tepputopun Poccuiickolt depepaumm 6onee ABagLaTv NeT U B OTHOWEHUM KOTOPbIX HEBO3MOXKHO
npoBseaeHWe UccneaoBaHna GUOIKBNBANEHTHOCTY;

6) NeKapCTBEeHHbIX MpenapaTtoB ANA MEeAMUMHCKOTO MPUMEHEHUs, B OTHOWEHUM KOTOPbIX
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npoBeAeHbl MeAYHapoaHble MHOMOLLEHTPOBbIE KAWHWYECKME WCCNeAoBaHUA, 4acTb M3 KOTOPbIX
nposeaeHa Ha Tepputopum Poccuiickon deagepaumu;

2) Ha BTOpPOM 3Tane - 3KcnepTM3a NpeasioxKeHHbIX MEeTOA0B KOHTPO/IA KavecTBa /IeKapCTBEHHOMo
CPeAcTBa U KayecTBa NpeacTaB/ieHHbIX 06pasLOoB IEKAPCTBEHHOIO CPeAcTBa C MCMNOb30BAaHUEM ITUX
MeToA0B (ganee - 3KCMepTM3a KayecTBa JIEKAPCTBEHHOIO CPeACTBA) M 3KCNepTU3a OTHOLIEHUS
0XMZAEeMOW MO/b3bl K BO3MOMKHOMY PUCKY NMPUMEHEHUSA NEKAPCTBEHHOTO NpenapaTa, OCyLecTBaAsemble
noc/sie NpoBeAeHNn ero KIMHUYECKOTo NccaeaoBaHus.

3. DJKChnepTM3a /IeKapCTBEHHbIX CPeACTB A4 BETEPUHAPHOro MNPUMEHEeHUs npoBOAMUTCA
OAHO3TANHO W BK/AlOYaeT B cebA 3KCMEepPTU3y KayecTBa JIEKAPCTBEHHOIO CPeacTBa M 3KCMepTusy
OTHOLLEHMSA OXKMAAEMOM MO/b3bl K BO3MOXKHOMY PUCKY NPUMEHEHNA NeKapCTBEHHOTO npenapara.

Cratbs 15. ®depepanbHoe rocydapcTBeHHoe OlOAKEeTHOe yupexaeHue no  MPOBEAEHUIO
3KCMEePTU3bl IEKAPCTBEHHbIX CPEACTB

JKCnepTM3a NeKapCTBEHHbIX CPEACTB NPoBOAMTCA dedepaNbHbIM rocyAapCTBEHHbIM BIOAMKETHbIM
YUYpEKAEHMEM COOTBETCTBYHOLLENO YNONHOMOYEHHOTO deaepasbHOro opraHa UCMOAHUTENBHOM BNACTH,
CO3ZaHHbIM Ana obecneyeHuss UCMOJHEHUS MOJIHOMOYMI 3TOro ¢enepanbHOro opraHa Mo Bblgaye
paspelleHnit Ha NpoBeAeHUE KAUHUYECKMX UCCNeAOBaHWM NEKApPCTBEHHbIX NpenapaToB W (Mau) no
rocyAapCTBEHHOW PErncTpaLmnmn 1eKapcTBeHHbIX NPENapaToB (Aanee - IKCNepTHOE yUpeKaeHue).

Cratba 16. OpraHu3auma npoBeaeHWMA SKCNepTM3bl NEKAPCTBEHHbIX CPeaCTB B LEnax ux
rocyapCTBEHHOM permcrpaumnm

1. 3KcnepTu3a JIEKAPCTBEHHbIX CPEACTB MPOBOAMTCA KOMWCCMEN 3KCMEPTOB 3IKCMEePTHOro
YUPEKAEHUS, HA3HAYEHHOWN ero PpyKoOBOAMTEIeM, Ha OCHOBAHMM 334aHUs Ha NPOBeAEHME SKCMNEepPTU3bI
JIEKapCTBEHHOTO CPEACTBA, BbIAAHHOMO YMOJHOMOYEHHbIM defepanbHbIM OPraHOM WMCMOJIHUTE/IbHOM
B/1aCTU. PyKOBOAUTE b SKCMEPTHOTO yUpeKAeHUA 0becneumBaeT Haanexallee NpoBeLeHNe sKCnepTU3bl
JIEKapPCTBEHHbIX CPEACTB B COOTBETCTBMU C 33JaHMEM, BblAAHHbLIM YNOJHOMOYEHHbIM beaepanbHbIM
OpPraHOM UCMOJHUTENBHOM BA1IACTU, N OPraHM3yeT NOArOTOBKY CBOZLHOIO 3aK/OYEHUA 3TOM Komuccun. B
COCTaB 3TON KOMMUCCUM MO PELLEHUIO PYKOBOAMUTENA IKCNEPTHOIO YUPEXAEHUA MOTYT ObITb BK/IOYEHDI B
KayecTBe 3KCNepToB MLUa, He paboTalowme B 4aHHOM 3KCNEPTHOM YUPEKAEHUN, ECAN UX CeumabHble
3HaHUA HeobXoAMMbl ANA NPOBEAEHUA SKCMEepPTU3bl M TaKMe 3KCNepTbl OTCYTCTBYHOT B AaHHOM
3KCNEPTHOM YUpPEXKAEHUMN.

2. JKcnepTom MO MNPOBEAEHUIO SKCMEPTM3bl EKAPCTBEHHbIX CPeACTB ABAAETCA aTTeCTOBAHHbIN
PaboOTHUK 3KCMEPTHOrO y4YperKAeHWsa, KOTOpbli MMeeT Bbicllee MeauUMHCKoe, dapmaleBTUYECKoe,
6uonornyeckoe, BETEPMHAPHOE UM XMMUYECKoe 06pa3oBaHNE U NPOBOAUT SKCNEPTU3Y SIEKAPCTBEHHbIX
CPeACTB B MOPAAKE UCNONHEHMA CBOUX A0MHKHOCTHbIX 06A3aHHOCTE (Aanee - akcnepT).

3. MNpu NpoBeAEHNN IKCNEPTM3bI IEKAPCTBEHHbIX CPEACTB SKCMEPT HE MOKET HAaXOAWUTLCA B KaKOW-
NmMbo 3aBMCMMOCTM OT ML, HAa3HAUYMBLLErO 3Ty 3KCNepTu3y, paspaboTumKa fleKapcTBEHHOro CpeacTBa
WU APYTUX 3aMHTEPECOBAHHbIX B Pe3y/bTaTax 3KCNepTM3bl L.

4. Tpyv NpoBeAEHMM IKCMEPTM3bl JIEKAPCTBEHHbLIX CPEACTB He nOOmMycKaeTcs ucTpeboBatb vy
3aasBuTenss AMbo WHbIX /ML, MaTepuanbl, HeobxoAumble AJ18 NPOBELEHWUA 3KchnepTusbl. B ciyuae
HEeZOCTaTOYHOCTM MPEeACTaB/AEHHbIX 3KCMEepPTy MaTepuanoB ANA AayM 3aKIHOYEHMs 3KcnepT Bnpase
MOCTaBUTb BOMPOC O MNPefOCTaBNEHUM emy HeobXOoOMMbIX MaTepuasnoB Mepes PyKoBoAUTENEM
3KCMEPTHOIO yuYpeXKaeHus, KoTopbln obpawaetcs ¢ npocbboit 06 3TOM B  YNOJIHOMOYEHHbIN
depepanbHbIi OpraH WCMNOJIHUTENbHOW BNACTM, BblAABLWIMK 33daHMe HA NPOBEeAEHWE 3KCMepTusbl
NleKapCTBEHHOTO CPeACTBa.

5. DKcnepT npuv NpoBeAeHWM MOPYYEHHOM €My PYKOBOAMTENEM 3IKCMEePTHOro YyYperKaeHus
3KCMepPTM3bl IEKAPCTBEHHOTO CPeaCcTBa 0653aH:

1) nposecTM nosHOE WCCAeAOBaHWE MpeAcTaB/leHHbIX emMy O6beKkToB, MaTepuanos, AaTb
060CHOBaHHOE M OBGBLEKTUMBHOE 3aK/loYeHMe Mo MOCTaBlAeHHbIM Neped  HMM  BOMNpocam  MAM
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MOTUBMPOBAHHOE 3aK/OYEHME O HEBO3MOMKHOCTU MNPOBEAEHUA MM 3KCMNEepTU3bl S1€eKAPCTBEHHOrO
CpeAcTBa, eCIN NOCTaBAEHHble BONPOCHI BbIXOAAT 33 NpeAe bl cneumanbHbIX 3HaHUIM 3KcnepTa, 06beKTbl
nccnenoBaHUMM U maTepuranbl HENPUTOAHbI MW HEeAOCTAaTOYHbI 418 NPOBEAEHUA UCCAeA0BaHNI N Aaun
3aKNH0YEHMA IMBO COBPEMEHHbLIN YPOBEHb Pa3BUTUA HAayKM HE MO3BOAAET OTBETUTb Ha MOCTaB/IEHHblE
BOMPOCbI;

2) He pasrnawartb CBEAEHMA, KOTOPbIE CTA/IM eMY M3BECTHbI B CBSI3W C MPOBEeAEHNEM 3KCMepTU3bl
JNIEKApCTBEHHOrO CPeAcTBa, a TaKKe CBeAeHUA, COCTaBAAoLWMNE rOCYAAPCTBEHHYO, KOMMEPYECKYIO Uan
WHYIO OXPaHAEMYHO 3aKOHOM TaiHy;

3) obecneunTb COXpaHHOCTb NPeaCcTaBAeHHbIX 0OBEKTOB UCCIeL0BaHUI U MaTepUanos.

6. dKcnepT He BNpase:

1) npoBOAMTbL 3KCNEPTU3Y NIEKAPCTBEHHOro cpeacTBa Mo 06palLeHU0 HEMOCPEeACTBEHHO K HEMY
opraHusaumnn nnmn Gusnveckmx nuu,

2) camocToaTenbHo cobupaTb MaTepuanbl ANA MNPOBEAEHMA 3IKCNEPTM3bl JIEKAPCTBEHHOIO
CpeAacTBa;

3) NnpoBOAMUTb KCNEPTUIY IEKAPCTBEHHOIO CPEeACTBA B KAYeCTBE HErocyAapCTBEHHOMO 3KCNepTa.

7. B cnyyae HeobxoAMMoOCTM 3KCNepT BMpaBe Xo4aTalCTBOBaTb Mepes PyKoBoauTenem
3KCNEPTHOTO Y4YpPEXAEHUA O MPUBNEYEHUM K MPOBEAEHUIO SKCMEPTM3bl NIEKAPCTBEHHOIO CPeacTBa
APYrnx aKCNepToB.

8. Kaxkapln aKcnepT, BXOAALWMN B COCTaB KOMMUCCUM 3KCMEPTOB, KOTOPOM NMOPYYEeHO MpoBeAeHUue
3KCNepTU3bl /IEKAPCTBEHHOIO CpPeacTBa, HE3aBUCMMO WM CaMOCTOATE/IbHO MPOBOAMT MCCNeaOoBaHUA,
OLLEeHMBAET pe3y/bTaTbl, MOSYYEHHblIE UM INYHO WU APYIMMK 3KcnepTamun, U GOpMyaMpyeT BbiBOAbI
OTHOCWUTE/IbHO NOCTaB/AEHHbIX BOMPOCOB B Npeaesiax CBOUX CrneLmasbHbIX 3HaHUMNA.

9. Pe3ynbTaTbl 3KCNEPTU3bl JIEKAPCTBEHHOrO cpeacTBa OGOPMAAIOTCA 3aKAOYEHMEM KOMMUCCUM
3KCMepToB. B 3aK/OYEHUM KOMWMCCUM 3IKCNEPTOB YKA3blBAKOTCA MEpeyYeHb WUCCAefoBaHUIA, 0O6bem
NPOBEAEHHbIX KaXKAbIM 3KCNEPTOM WCC/NEeLOBAHWUNA, YCTAaHOB/EHHbIE KarKAbiM M3 HUX GaKTbl U
cAoenaHHble B pe3ynbTaTe WUCCAeLOBaHWI BbIBOAbI. DKCNEPT, MHEHME KOTOPOro He COBMaZaeT ¢
pelweHneM KOMMCCMM 3IKCNEpTOB, BNpaBe BblipasuTb CBOE MHEHWEe B NUCbMEHHOM ¢opme, KoTopoe
npuobLiaeTca K 3aKAI04YEHMI0 KOMUCCUM SKCNEPTOB.

10. 3KcnepTbl, BXoAAlME B COCTaB KOMUCCUM, NpPeaynpexkaalTca o6 OTBEeTCTBEHHOCTU B
COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuiickon Pepepaumm 3a Aady 3aKAOMEHUA, cogepKallero
Heob0oCHOBaHHble UK baNbCUPULIMPOBAHHbBIE BbIBOAbI, O YEM OHM AAKOT NOAMMUCKY.

11. OnpeaeneHne ypoBHA NpodeccUoHaNbHOM NOATOTOBKM 3KCNEPTOB U aTTecTauMa UX Ha NPaBo
NpoBeAeHMNA 3KCNEepPTM3bl IEKAPCTBEHHbIX CPEACTB OCYLLECTBAAKTCA 3KCNEpPTHO-KBANMPUKALMOHHbIMMU
KOMUCCUAMWU B NOpPAAKE, YCTAHOBAEHHOM COOTBETCTBYHOLWMM YMNOAHOMOYEHHbIM deaepanbHbim
OpraHOM WCNONHUTENbHON BnactTu. YpoBeHb NpodeccrMoHanbHON NOAroTOBKM 3KCNEPTOB MOANENUT
NepecMoTpy YKa3aHHbIMU KOMUCCUAMM HE peXke YemM OAMH pas B NATb /ET.

12. MpaBuna NpoBeAeHUA 3KCNEePTU3bl NEKAPCTBEHHbIX CPeacTB U GOpMa 3aKAOUYEHUA KOMUCCUMK
3KCNepToB  YCTAHAB/IMBAKOTCA  COOTBETCTBYIOWMM  YNOJHOMOYEHHbIM  deaepanbHbIM  OpPraHom
NCNONIHUTENbHOM BAACTM.

Cratba 17. 9Tuyeckas akcnepTtmsa

1. DTuuyeckaa 3KcnepTM3a MPOBOAMTCA B LEAAX BblAa4M 3akaloueHna o6  3Tuyeckoi
060CHOBAaHHOCTU BO3MOXHOCTU NPOBEAEHNA KAUHUYECKOrO MCCNeA0BaHUA IeKapCTBEHHOro npenapaTa
ONA  MEOMUMHCKOTO MPUMMEHEHMS COBETOM MO 3TUKE, CO34aHHbIM B MOPAAKE, YCTaHOB/JEHHOM
YNOJHOMOYEHHbIM $peaepanbHbIM OPraHOM UCMOJTHUTENIbHOM BAACTH.

2. JKchnepTamuM coBeTa MO 3TMKE MOryT ObiTb NpeacTaBUTENNM  MELUUMHCKUX, HAyYHbIX
OpraHu3auuii, 0bpasoBaTeNbHbIX OPraHM3auMii Bbiclero o6pasoBaHMA, a TaKKe MNpeacTaBUTeNn
06LEeCTBEHHbIX OpraHU3aLnii, PeSIUIMO3HbIX OpraHM3aLMii U cpeacTs MaccoBol nHopmaumn. JaHHble
3KCMEepPTbl He AO/MKHbI HaXOAWUTbCA B KaKOM-NMGO 3aBUCMMOCTM OT Pa3paboTyMKOB NeKapCTBEHHbIX
npenapaTos 1 APYr1x AnL, 3aMHTEPECOBAHHbIX B Pe3y/bTaTax 3TUYECKOMN 3KCNepTu3bl.
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(8 pea. PenepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3. Onnata ycnyr 3KCNepToB COBETa MO 3TMKE OCYLLEeCTBAAETCA Ha OCHOBaHUM A0roBopa,
3aKNHOYEHHOTO MeXAy YNoAHOMOYEHHbIM dpeaepanbHbiM OPraHOM UCMOMIHUTENbHOM BAACTU, KOTOPbIM
CO34aH COBET MO 3TUKEe, M ISKCNepTOM COBETa MO 3TMKE, 3a cyeT OlaKeTHbIX aCCUMrHOBaHWMA,
npeaycMOTPEHHbIX YNOJHOMOYEHHOMY desepanbHOMY OpraHy MCNOJHWUTENIbHOW BNACTW, CO34aBLUEMY
coBeT No 3TMKe, B deaepasbHOM bOloa)KeTe Ha COOTBETCTBYIOLWMIA rog Ha obecnevyeHune ero
OeATeNbHOCTU, U B pa3mepax, YyCTaHoBAeHHbIX MpasuTenscTBom Poccuninickont degepaumu.

(yacTb 3 B peq. depepanbHOro 3akoHa ot 29.11.2010 N 313-93)

4. DKcnepTbl COBETa MO 3TMKE HecyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickoin Pegepaunn.

5. CocTaB coBeTa Mo 3TUKe, NoJIoXKeHMe 06 3TOM COBeTe, NoOPALOK ero AeATesIbHOCTH, TpeboBaHMA
K KBainduKaumm n onbiTy paboTbl NO 3IKCMEPTHOW OLEHKE Hay4yHbIX, MEAMLMHCKMX W ITUYECKUX
acCrneKToB KAMHUYECKUX UCCNeA0BaHUI EKAPCTBEHHbIX NMPenapaTos ANA MeAMUMHCKOro NpUMeHeHus,
npegbaBAsiemble K 3KCNepTam COBeTa MO 3TUKe, MOPSAAOK OpraHuM3auMuM U NpoBeAeHUsA 3TUYECKOM
3KCNepTM3bl, GOPMa 3aKNOYEHMA COBETA NO 3TUKE YCTAaHAB/IMBAIOTCA YNOJIHOMOYEHHbIM dpesepasbHbIM
OpraHOM WCMNONHWUTENbHOW BAAcTU. YMcno npeacrtaButeneil MeauMUMHCKMX OpraHuMsauuin He MoKeT
NpeBbIWaTb MOA0BUHY OT OBLLLErO YMC/Ia SIKCNEPTOB COBETA MO 3TUKE.

6. MHOopmaumsa o cocTaBe coBeTa MO 3TMKe, MNJaHax ero paboTbl U TEKylen AeATenbHOCTU
pasmeuiaetcd Ha oduUMaNbHOM caiiTe YNo/SHOMOYeHHOro ¢enepanbHOro opraHa WMCMOAHUTENbHOWM
B/1acTU B ceTU "MHTepHeT" B yCTaHOBJIEHHOM MM MOpPAAKE.

Cratba 18. lMNogaya U paccCMOTPEHME 3aAB/IEHUIN O FOCYAapPCTBEHHON PErucTpaumnm IEKapPCTBEHHbIX
npenapaToB M NpeacTaBaeHne HeobXo0ANMbIX LOKYMEHTOB

1. AnA rocyfapcTBEHHOM perMcTpaLmm eKapCcTBEHHOrO Npenaparta pa3paboTymK eKapCcTBEHHOrO
npenapaTta Win ynoJHOMOYEHHOE UM APYroe opuauyeckoe Iuuo (aanee - 3aABUTENb) NPeACTaBAsAET B
COOTBETCTBYIOLLMIM YNONHOMOYEHHbIN deaepasibHbii OpraH UCMOHUTENIbHOM BAACTU, OCYLLLECTBIAIOWMMN
roCylapCTBEHHYIO PErncTpaumio  JIeKapCTBEHHbIX MNPEenapaTtoB, 3adABAEHWE O [OCYAapPCTBEHHOM
perucTpauun NeKapcTBeHHOro npenapaTa, a TakXe B MopajAKe, YCTaHOBAEHHOM COOTBETCTBYHOLLMM
YNONHOMOYEHHbIM deaepanbHbIM OPraHOM WMCMOHUTENIbHON BNACTU, HeobxoauMble AOKYMEHTbI, U3
KOTOpbIX POpMUpPYyeTCs  PEerucTpauMoHHOEe [AO0Cbe Ha JIeKapCTBEHHbIM npenapat (ganee -
perucTpaunoHHoe gocobe).

2. B 3aABf€HUMN O roCcyAapCTBEHHOM PErMCTPaLLMM NEKAPCTBEHHOTO NpenapaTa YKa3blBatoTCA:

1) HaumeHoBaHMe M agpec 3asBuTena M (MAKW) NPOU3BOAUTENSA NIEKAPCTBEHHOrO Mpenaparta u
afpec MecTa OCyLLecTB/IEHMA NPON3BOACTBA JIEKAPCTBEHHOIO NPenaparTa;

2) HaMmeHOBAHWE NEKApPCTBEHHOro npenapata (MeXAayHapoAHoe HemnaTeHTOBaHHOe Wau
XMMWYECKOEe U TOProBoe HaMMEHOBaHMUA);

3) nepeyeHb BeLLECTB, BXOAALLMX B COCTAB IEKAPCTBEHHOIO NpenapaTa, ¢ YKa3aHWeM KoJiMyecTBa
Ka*KA0ro 13 Hux;

4) nekapcTBeHHaa ¢opma, AO3MPOBKa, CNOCOObI BBEAEHWUA WM MPUMEHEHMA, CPOK TOAHOCTU
JIeKapCTBEHHOIO Npenapara;

5) onucaHue dpapmakonornyecknx n GapmakoaMHAMUYECKUX MU UMMYHOBUOIOTMYECKMX CBOMCTB
JIeKapCTBEHHOrO Npenapara;

6) 3asBNEHHaA NPOM3BOAUTENEM JIEKAPCTBEHHOro Mpenapata npefesibHas OTNYCKHas LEeHa Ha
JIeKapCTBEHHbIM MpenapaTt, BK/AKOYEHHbIA B MNepevyeHb KMU3HEHHO HEeOobXOAMMBIX M  BarKHEMLWUX
NIeKapCTBEHHbIX NPenapaToB., B C/ly4ae ero rocyfapCTBEHHOM perncTpauum;

7) oTcytcTBME HeobXoAMMOCTM NpPOBEeAEHUA KAMHUYECKOrO WCCAefoBaHWA, WCCaefoBaHUA
6MO3KBMBANEHTHOCTM NIEKAPCTBEHHOIO NpenapaTta, PaspeLleHHoro AnA MeguMLUMHCKOro NPMMeHEeHUA Ha
TeppuTopun Poccuitickon Pepepaumm b6onee ABaauaTM NET, C YKa3aHMEM HOPMATUBHBIX MPABOBbIX
aKTOB, NOATBEPKAAOLWMX AaHHbIA CPOK MPUMEHEHUS.

3. PernctpauymoHHoe gocbe GopMUPYeTCA U3 CNeayoLLMX LOKYMEHTOB:
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1) NpPOEeKTbl MaKeToB MNEpPBMYHON YMNAKOBKM U BTOPUYHOW (NOTpebUTenbCcKoin) ynakoBKu
JIeKapCTBEHHOrO Npenapara;

2) AOKYMEHT, NepeBeAeHHbIN Ha PYCCKMUIM A3bIK, NOATBEPKAAIOWMI COOTBETCTBME NPOM3BOAUTENA
PErncTpMpPyemMoro /IeKapCTBEHHOro npenapaTta TpeboBaHMAM NpaBMA OpraHM3auMM NPOM3BOACTBA U
KOHTPO/MIA KayecTBa /IEKAPCTBEHHbIX CPEeACTB, BblAaHHbIA  KOMMETEHTHbIM OpPraHOM  CTpaHbl
npou3BoaUTENs PErMcTPUPYEMOro NeKAPCTBEHHOro Mpenapata M 3aBepeHHbli B YCTAaHOBAEHHOM
nopsake;

3) NpoeKT HOPMATMBHOW AOKYMEHTaLUMM WAW HOPMATMBHOIO AOKYMEHTA Ha JIeKapCTBEHHbIN
npenapar IMB0 yKasaHMe CooTBeTCTBYoLWEeN dapmaKkoneiiHomn cTaTby;

4) cxeMa TEXHOJIOTMYECKOro npoLecca NpoM3BOACTBA IEKAPCTBEHHOTO Npenapara, ee onucaHue u
(nnun) cxema TexHoONOMMYECKOro NpoLecca NPomM3BoACTBA GapMaLLeBTUYECKOW CyOCTaHLMK, ee ONUCAHWE;

5) AOKYMeHT, nepeBefeHHbI1 HA PYCCKUIA A3bIK, NOATBEPKAAIOLWLMIA COOTBETCTBME NPOU3BOANUTENSA
dbapmaueBTMyeckon cybcTaHuMM TpebOBaHUAM NpPaBMA OpraHM3aLMuM NPOU3BOACTBA M KOHTPOAA
KauyecTBa JIEKAPCTBEHHbIX CPeACTB, BblAAHHbIA KOMMNETEHTHbIM OPraHOM CTpPaHbl NPOW3BOAMTENA
dbapmaueBTUYECKON CyBCTaHLUK, 3aBEPEHHDIN B YCTAHOBEHHOM MOPALKE U COAEPHKALLMIA:

a) HaMmeHoBaHWe ¢apMaLEBTUYECKON CyBCTaHUMKM (MeXAyHapoaHOe HEenaTeHTOBAHHOE WM
XMMUYECKOEe U TOProBoe HaMMeHOBaHMUA);

6) HaMmeHoBaHMe 1 aapec npoussoanTens dapmaLeBTUYECKON CybCTaHLMK;

B) CPOK rogHoCcTM hapmaLLeBTUYECKOW CyOCTaHLMK;

6) LLOKYMEHT, coepiKalinii cBeeHMA O NOKA3aTensax KavecTsa GapmaLLeBTUYECKOWN CybCTaHUMM,
NCNoib3yeMon Npu NPoOM3BOACTBE NEKAPCTBEHHbIX MPENApPaTos.;

7) HoOpMaTMBHas OOKYMEHTauMA WAM HOPMATUBHbLIM OOKYMEHT Ha ¢dapmaLeBTUYECKYIO
cybcTaHumMio MMb0o yKasaHMe COOTBETCTBYIOLLEN dapMaKoNenHoM cTaTby;

8) uHdopmauma o6 ycnoBMAX XpaHeHWs, MepeBO3KW JIeKapCTBEHHOro npenapata W WHas
nHbopmaums;

9) oTyeT O pesynbTaTax AOK/JAMHUYECKOrO WCCNefOoBaHMSA JIeKapCTBEHHOro cpeactsa  And
MEOVLMHCKOTO MNPUMEHEHMA, COZepKalmii OnuMcaHue, pe3ynbTaTbl W CTATUCTUYECKUI aHaAnu3
pe3ynbTaToB AAaHHOFO AOKJAMHMYECKOTO UCCNE0BAHMA;

10) oTyeT 0 pe3synbTaTax AOKJAMHWYECKOrO WCCNef0BaHUA JIeKapCTBEHHOro cpeactsa U
KAMHUYECKOTO UCCNe0BaHMA IEKAapPCTBEHHOMO NpenapaTta 4J/15 BEeTEPUHAPHOIo NPUMEHEHNS;

11) nNpOEeKT npoTOKONA K/AMHUYECKOTO WCCNEAO0BAHMA JIEKApPCTBEHHOrO MpenapaTta Ans
MeANUNHCKOro NPUMEHEHUS;

12) 6powtopa uccnegoBaTens;

13) MHGOPMAUMOHHDIV INCTOK MAUMEHT];

14) wHbopmauma O BbINJATAX WM KOMMEHcauusax nauMeHTam (340poBbiM  A06pOBO/bLAM,
60/bHbIM) (Zanee - NauMeHTbl), NPUBAEYEHHBIM K MPOBEAEHWUIO KIMHUYECKMX WCCAeA0BaHMIA
JIeKapCTBEHHOrO NpenapaTa AnA MeAULMHCKOro NPUMEHEHUs, UccaefoBaHnii BMO3IKBUMBANEHTHOCTU U
(nnun) TepaneBTUYECKOM 3KBMBANIEHTHOCTY;

15) oTyeT 0 pesysnbTaTax MexKAYHaPOAHbIX MHOTOLEHTPOBLIX KAMHWUYECKUX WCCAefO0BaHUM
JIeKapCTBEHHOrO npenapaTa A8 MEeAMUMHCKOTO MNPUMEHEHMA, 4YacTb M3 KOTOPbIX MpoBeAeHa Ha
TeppuTopumn Poccuiickon ®epepaunu;

16) NPOEKT UHCTPYKLMM NO NPUMEHEHUIO JIEKAPCTBEHHOTO Npenapara, coAepKallmii cnegyrowme
cBefeHun:

a) HaMMeHOBaHWe JIeKapCTBEHHOro cpeacTBa (MeKAyHapoAHOe HemnaTeHTOBaHHoe Wau
XMMUWYECKOE M TOProBoe HaMMEHOBaHMUSA);

6) nekapcTBeHHaa ¢opma C yKasaHMEM HAUMEHOBAHWM W KONMYECTBEHHOTO COAEpMKaHMUA
(akTMBHOCTM) dapmaLLEeBTUYECKMX CYOCTaHLMI M BCMOMOraTe/IbHbIX BELLECTB;

B) dapMaKoTepaneBTMYecKas rpynna JeKapCcTBEeHHOro Npenapara;

r) NoOKasaHus gaa NpUMeHeHus;

4) NPOTMBONOKA3aHMA 417 NPUMEHEHUS;

e) permMm [03npoBaHusa, cnocob BeegeHMA, NPU HEOHXOAMMOCTU BPEMS NPUEMa JIEKAPCTBEHHOIO
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npenapara, NPOAO/IKUTE/IbHOCTb 1Ie4eHUs (B TOM UMCAe y AeTel A0 U Noc/ie 04HOro roaa);

) Mepbl NPeAOCTOPOKHOCTU MPU NPUMEHEHWMU;

3) CMMNTOMbI Nepeao3MPOBKM, MEPbI MO OKa3aHMIO MOMOLLM NPU Nepeao3npPOoBKeE;

M) yKasaHue, npuM HeobxoaMmocTH, ocobeHHOCTEN AENCTBUA NeKapCTBEHHOro npenaparta npu
nepsoMm NpUeme UanN Npu ero OTMEHE;

K) onucaHue, npu HeobxoaMmOCTWU, AelcTBMIA Bpada (penbaluepa), cneumanucrta B obnactu
BETEpPMHApPMM, NALMEHTA, BNaLe/bLa KMBOTHOFO NpU NPOMNYCKEe NpUemMa OAHON WAN HECKONbKUX [03
JNIeKapCTBEHHOTO NpenapaTa;

N1) BO3MOKHble NOBOYHbIE AEUCTBUA NPU NPUMEHEHUN JIEKAPCTBEHHOIO NpenapaTa;

M) B3aMMOZENCTBME C APYTMMMU IeKAPCTBEHHbIMM MpenapaTamu 1 (UaKn) NULLEBBIMK MPOAYKTaMMU,
KopMamu;

H) YKasaHMe BO3MOXHOCTM W OCOBEHHOCTEM MEAMUMHCKOTO MNPUMEHEHUA NEKAPCTBEHHOro
npenapata 6epemeHHbIMU XKeHLWNHAMM, XKeHLWNHAMU B Nepuog rpyaHOro BCKapMAWBAHUA, OETbMMU,
B3POC/bIMU, UMEIOLLMMU XpOHMUYECKUe 3aboneBaHus;

0) CBeAeHMA O BO3MOMHOM B/AUSHUM JIEKAPCTBEHHOrO Mpenapata Aas  MeauUMHCKOro
NPUMeEHEHMA Ha CNOCOBHOCTb YNPaBAATb TPAHCNOPTHLIMKW CPEACTBAMM, MEXAaHU3MAMMU;

n) CPOK rOAHOCTM W YKa3aHWe Ha 3anpeT NpPUMeHeHUA NeKapCTBEHHOrO npenapaTa no UCTeYeHnu
CpOKa roaHoCTY;

p) ycnoBus xpaHeHus;

C) yKasaHWe Ha HeobXoAMMOCTb XPaHEHWs NIeKapCTBEHHOro MpenapaTta B MecTax, HegoCTYNHbIX
ana geten;

T) yKasaHue, npu HeobXoAMMOCTU, CMeLMasibHbIX Mep NPeaoCTOPOMKHOCTU MPU YHUUTOXKEHUMU
HEWNCMNO/1b30BAHHbIX 1EKAPCTBEHHbIX MPENAPaTOB;

Y) CPOKM BO3MOKHOIO MCMOAb30BaHNA MPOAYKLMN }KUBOTHOTO NMPOUCXOXKAEHUA NoC/e BBeAeHUA
YKMBOTHOMY NEKAPCTBEHHOrO NpenapaTa 414 BETEPUHAPHOTO NPUMEHEHUS;

¢) HaummeHoBaHWe, agpec MPOM3BOAUTENA JIEKAPCTBEHHOTO Mpenapata W agpec MecTa
Npou3BOACTBa JIEKAaPCTBEHHOTO NpenapaTa;

X) YCNOBUS OTMYCKa;

(nn. "x" BBeaeH dPepepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-93)

17) nepeBefieHHasn Ha PYCCKU A3bIK M 3aBepeHHas B YCTAHOBIEHHOM NOPAAKE KOMUA AOKYMEHTa,
NOATBEPKAAIOLLEIO PErMCTPALINIO TIEKAPCTBEHHOMO NpenapaTa B C/ly4ae ero perncTpaumm BHe Npeaenos
Poccuiickoin Pepepaunu;

18) [OOKyMeHTbl, npeacTaBnAsieMble B COOTBETCTBMM €O cTaTbAaMu 19 - 23 HacToALlero
depepanbHOro 3akoHa.

4. o KenaHWo 3anaBUTENA MOTryT ObiTb MpPeacTaB/ieHbl OTYETbl O MPOBEAEHHbLIX B CTpaHe
3aABMTENA UM APYrMX CTpaHaxX pe3ynbTaTax  KAWMHMYECKUMX  UCCeaoBaHWUM,  UcCnenoBaHWUM
6MO3KBMBANIEHTHOCTM U (MNIM) TepaneBTUYECKON 3SKBMBANEHTHOCTM JIeKapCTBEHHOro mnpenapaTta
(BKNtOYAA 3NNOEMMONOTNYECKME WAU 3MNM300TONOTMYECKME WCCNeAO0BaHUA MMMYHOBMONOrMYecKux
NIeKapCTBEHHbIX MPenapaToB, NpegHa3HAYeHHbIX A9 MMMYHONOTMYECKON NPOPUNAKTUKN U NeYveHun
MHOEKUMOHHbIX 3aboneBaHuii, B TOM 4ucne Yy JAeTel), cogep:kalime onucaHua npoBeaeHHbIX
NccnefoOBaHUI NEeKAPCTBEHHOrO npenapaTta, MX Pesy/bTaTbl M CTAaTUCTUYECKUI aHanM3 MNOyYeHHbIX
pesynbTaTos.

5. K 3aaB/IeHMIO O rocy,apCTBEHHOM PerucTpaLmm NeKkapcTBEHHONO NpenapaTta npuaaratoTca:

1) LOKYMEHT, MOATBEPKAAOLNIA YyNIaTy rocy4apCTBEHHONM NOLAWHbI 33 MPOBEAEHNE IKCNepTU3bl
OOKYMEHTOB AN MNOJyYeHWs  paspelleHuMii Ha NpoBeAeHMEe  KAMHUYECKUX  UCCefoBaHWM
JIeKapCTBEHHOro NpenapaTta 4158 MeANLMHCKOro NPUMEHEHMUsA U 3STUYECKOM 3KCnepTM3bl Npu obpalleHnn
3a rocy4apCTBEHHOM perncTpaumnen NeKkapcTBeHHOro npenapara;

2) AOKYMEHT, NOATBEPKAAMOLLNI YNNATY rOCyAapCTBEHHOM NOLW/IMHLI 33 NPOBeAEeHME 3KCNepTM3bI
KauyecTBa NE€KAapCTBEHHOro CpeacTBa M 3KCMNepTM3bl OTHOLLEHUS OXKMOAEMOM MOJb3bl K BO3MOXHOMY
PUCKY MPUMEHEHMA NIeKapCTBEHHONO Npenaparta, Pa3pelleHHoro Aaa MeAULMHCKOTO NPUMEHEHMA Ha
Tepputopun Poccuiickoit depepaumm 6bonee aABaauatv neT, NpU roCyAapCTBEHHOM perucTpaumm
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NleKapcTBEHHOTO Npenapara;

3) AOKYMEHT, NOATBEPKAAOLWMIA YNAaTy rocyAapCTBEHHOM NOLW/IMHbI 33 NPOBeAEHMNE 3KCNepTUsbI
KayecTBa /JIEKapCTBEHHOro CPeACTBa M 3KCMEPTM3bl OTHOLIEHUA OXWUAAEMOW MNO/b3bl K BO3MOMKHOMY
PUCKY NPUMEHEHWA JIeKapCTBEHHOro npenapata Ans MeAMUMHCKOrO MPUMEHEHWA, B OTHOLIEHWUU
KOTOPOro nNpoBeAeHbl MeXAyHapoaHble MHOTOLLEHTPOBbIE KAMHUYECKME WCCNenoBaHWA, 4YacTb U3
KOTOpPbIX MpoBeAeHa Ha Tepputopuu Poccuiickoit depepaumnn, Npu rocygsapCTBEHHOW perncrpauuu
JIeKapCTBEHHOrO Npenapara;

4) LOKYMEHT, NOATBEPKAAIOLWMIA YNAaTy rocyAapCTBEHHOW NOLW/MHbI 338 NPOBEAEHNE SKCNepTU3bl
KayecTBa J1I€KAapPCTBEHHOIO CPeacTBa M 3KCMEPTU3bl OTHOLUEHWUS OXWAAEMOW MOJib3bl K BO3MOMKHOMY
PUCKY MPUMEHEHUS NEeKapCTBEHHOro mnpenapata ANA BeTepUHapPHOro MpPUMEHEHUA npu  ero
rocyAapCTBEHHOW perncTpaumm.

MonosKeHna yactm 6 cTaTbM 18 NPUMEHAIOTCA K NPaBOOTHOLEHUAM, BO3HWMKLWWM MOCAE AHSA
BCTYMN/ieHna B cuny ans Poccuiickoit Pegepalumm NnpoToKona o npucoeamHeHnn Poccuinickot depepaumm
K BcemunpHom Toprosomn opraHusaumnm (PegepanbHbiii 3akoH ot 11.10.2010 N 271-93).

6. He ponyckatoTcsa nosiyyYyeHue, pasrnaweHune, NCNob30BAaHNE B KOMMEPYECKUX LENAX U B LLeNsxX
rOCYy4apCTBEHHOW  PEerncTpaumm  IEKApCTBEHHbIX  MpPenapaToB  MHPopmMauuMm O  pesy/bTaTax
OOKNIMHNYECKUX UCCNef0BaHUIA NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCAEA0BAHUI NEKAPCTBEHHbIX
npenapatoB, NPeACTaBJAEHHON 3aABUTENEM ANA TFOCYLAPCTBEHHOW PErncTpaumm  NeKapCcTBEHHbIX
npenapatoB, 6e3 ero cornacuMa B TeYeHMEe LWeCTM JeT C A[aTbl TOCYAAPCTBEHHOW pPerncTpauuu
JIeKapCcTBEHHOrO NpenapaTa.

HecobniogeHue 3anpeTa, yCTaHOBIEHHOTO HACTOALLEN YacTblo, B/ieYeT 32 cObOI OTBETCTBEHHOCTb
B COOTBETCTBUM C 3aKOHOZATENbCTBOM Poccuiickon depepauum.

Ha Tepputopun Poccuiickon Pepepaumm 3anpeuwiaerca obpalleHMe NeKapCTBEHHbIX CPeacTs,
3aPErncTPUPOBaHHbIX C HAPYLLIEHMEM HACTOALLEN YacTu.

(yacTb 6 BBeAeHa PeaepanbHbiM 3aKoHOM oT 11.10.2010 N 271-93)

CraTbAa 19. MpuHATME pelweHnA O Bblgayve SKCNepTHOMY yUpeX4eHUIO U COBETY NO 3TUKe 3a4aHnA
Ha nposeaeHneE 3KCNepPTU3bl NEKAPCTBEHHbLIX CpeacTB

1. B TeyeHme natn paboumx AHel co AHA NPUHATUA 3aABIEHMA O FOCYAAPCTBEHHON perncTpalmm
JIeKapCTBEHHOrO NpenapaTa yNnoJHOMOYEHHbIN deaepanbHbIil OpraH UCNONHUTENLHOW BAACTU NPOBOAMUT
NPOBEPKY MOJIHOTbI U [OCTOBEPHOCTU CBEAEHWUN, COAEPMKALLMXCA B MPEACTaBAEHHbIX 3aABUTENIEM
maTtepuanax, u NPUHMMAET peLleHne O Bblgaye 3aaHna Ha NpoBeaeHue:

1) sKcnepTUsbl NEKapPCTBEHHbIX CPEACTB B 4aCTM 3JKCMepTM3bl OOKYMEHTOB AN MOJyYeHUs
paspeleHnMa Ha nNpoBeAeHMEe KJIMHWYECKOro WCC/edOBaHUA eKapCTBEHHOro npenapata  AaA
MEeAMUMHCKOTO MPUMEHEHUA B COOTBETCTBUM C UENAMMW, YKa3aHHbIMM B CTaTbe 38 HacToALlLero
depepanbHOro 3aKOHA, M 3TUYECKOM 3KCNepTM3bl B OTHOLIEHMM JIEKAPCTBEHHbIX MpPenapaTtos, A/
KOTOPbIX HEe MPOBOAUINCL K/IMHUYECKME UcciefoBaHUA Ha Tepputopun Poccuiickoinnt Pegepaumn, Ha
OCHOBaHUW AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 9, 11 - 14, 17 yactn 3 1 nyHKTe 1 yactn 5 ctatbu 18
HacToawero PegepasibHOro 3aKOH3;

2) 3KCNepTU3bl IEKAPCTBEHHbIX CPEACTB B YAaCTM IKCNEPTM3bl KayecTBa JIEKAPCTBEHHOIO CPeacTBa
N 3KCNEepPTM3bl OTHOLIEHMA OXKMOAEMOM NOAb3bl K BO3MOXHOMY PUCKY NPUMEHEHMUA IEKAPCTBEHHOIO
npenapara 41 MeAULMHCKOrO NPMMEHEHUA B OTHOLLIEHMWN IEKAPCTBEHHbIX NPENapaToB, Pa3peLleHHbIX
ONA MeAMLMHCKOro NPUMEHEHUA Ha TeppuTopun Poccuitickon depepaumm bonee apapuati net, Ha
OCHOBAHMWM AOKYMEHTOB, YKA3aHHbIX B NyHKTax 1 - 9, 16 yactm 3 u nyHKTe 2 4Yactu 5 ctatbu 18
HacTosawero dPenepanbHOro 3aKOHA, a TaKXe NEeKapCTBEHHbIX MpenapaToB, B OTHOLIEHMW KOTOPbIX
nposeAeHbl MeXAyHapoaHble MHOMOLEHTPOBble KAMHWYECKME WUCCNefOoBaHUA, 4YacTb M3 KOTOpPbIX
nposeseHa Ha Tepputopmm Poccuinckoin Pepepaunn, Ha OCHOBAHUU AOKYMEHTOB, YKAa3aHHbIX B MYHKTax
1-9,15-17 yactn 3 n nyHKTe 3 4acTn 5 ctatbm 18 HacToAwero PeaepanbHOro 3aKOHa;

3) 3KcnepTU3bl NIEKAPCTBEHHOrO CPeAcTBa B OTHOLIEHWMM JIEKAPCTBEHHbIX NpenapaTtoB As
BETEPUHAPHOro NPUMEHEeHMA Ha OCHOBaHWWU AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 8, 10, noanyHKTax
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a"-"a", "x"-"m","n

PepepanbHOro 3akoHa.

2. YnonHomo4eHHbIN deaepanbHblii OpraH UCMOMIHUTE/IbHOM BNACTM YBEAOMAAET B MUCbMEHHOM
dopme 3a8BUTENA O MPUHATOM PELLUEHMM UMM B C1y4ae OTKA3a C yKa3aHMEM MPUYMH TaKOro OTKasa.

3. OcHOBaHMEM [1A OTKAs3a B OpraHM3aL MM 3KCNEPTU3, YKa3aHHbIX B YaCTW 1 HACTOALWLEN CTaTbM,
ABNAETCA NpeAcTaBAeHWe HeobXoAMMbIX AN NPOBEAEHUMA  3TUX  3KCMEPTU3  AOKYMEHTOB,
nepeyYmcsieHHbIX B YacTax 3 u 5 ctatbn 18 HacToswero PeaepasibHOro 3aKOHa, B HENOJIHOM ob6beme nnu
OOKYMEHTOB, He cogepKalumx ncyepnbiBatowwero nepeyHa HeobxoanMmbix cBeAEeHUN.

- "¢" nyHKTa 16, nyHKTe 17 yact 3 1 nyHKTe 4 yactn 5 ctatbn 18 HacToAwero

Cratba 20. dKcnepTU3a AOKYMEHTOB ANA NMONYYEHUA paspeLlleHna Ha NpoBefeHue KANHUYECKOro
nccnea0BaHNA IEKAPCTBEHHOIO NpenapaTa A1a MeANUUHCKOTO NPUMEHEHUA N STUYECKOM IKCNepPTU3bI

1. OKkcrnepTusa [OOKYMEHTOB A/ MOJIyYEHUA paspeleHna Ha npoBeAeHWe KJIMHWYECKOoro
nccnefoBaHUA IEKAPCTBEHHOIO NpenapaTa 419 MeANUUHCKOrO MPUMEHEHUA B COOTBETCTBUMN C LeAMM,
yKasaHHbIMM B cTaTbe 38 HacToAwero PepepanbHOro 3akoHa, STUYECKAA 3KCMepTu3a, CoCTaBiaeHue
KOMWUCCMEN 3KCMEPTOB M COBETOM MO 3TUKE 3aKAOYEHUA O BO3MOXKHOCTU MAM HEBO3MOMKHOCTU
NpoBeAeHMA TaKOFO  KAMHUYECKOTO WUCCNeAOBaHMA W HanpaB/ieHWe STUX  3aKAYeHWA B
YNOJHOMOYEHHbIN  peaepancHblA OpraH WMCNONHUTENIbHOM BAACTU  OCYLLECTBAAIOTCA B CPOK, He
NpeBblLAOWMIA TPUALATU paboumx AHel €O AHA NOJlyYeHUA SKCMEPTHbIM YYpexAeHMEM 3a4aHus
YNONIHOMOYEHHOrO defepaNbHOro OpraHa WCMOJIHUTENbHOM BAACTU C MPUAONKEHMEM HEOBXOAMMbIX
OOKYMEHTOB, YKasaHHbIX B NyHKTax 9, 11, 12 yactn 3 ctatbu 18 Hactoswero denepanbHOro 3aKoHa,
OOKYMEHTOB, YKa3aHHbIX B 4acTu 4 ctatbu 18 HacToAwero PenepasbHOro 3aKOHa M NpeaCcTaBAEHHbIX NO
KeNaHWo 3aABUTENA, W COBETOM MO 3TMKE 33ZaHUA YNOJHOMOYEHHoro ¢enepanbHOro OpraHa
NCNOSIHUTENbHON BAACTU C MPUIOKEHUEM HEOBXOAMMBIX LOKYMEHTOB, YKa3aHHbIX B NyHKTax 11 - 14
yactn 3 ctatbu 18 HacToAwero PeaepanbHOro 3aKoHa.

2. [loKyMeHTbl, cozeprKalineca B pPEerucTpauyMoOHHOM [0Cbe M MOCTYNMBLUME B 3KCNEpTHOoe
yyperKaeHue, COBET MO 3TUKe A1A OCYLLECTBAEHUA UX IKCNEPTU3bl B LLeIAX NOAYYEHUA paspeLleHns Ha
nposBefeHMe  KAMHWUYECKOTO  UCCNefO0BaHUA  JIEKAPCTBEHHOrO npenapata  A1a  MeOUUMHCKOro
npUMeHeHuA, NoasexaT BO3BpaTy B YNOJHOMOYEHHbIA deaepasnbHblii OpraH UCNOJAHUTENBHOW BNACTU
OAHOBPEMEHHO C 3aK/IIOYEHMAMM COOTBETCTBYHOLLMX IKCNEPTUS.

Cratba 21. MonyyeHne paspeweHna Ha nNpoBefeHMe KAMHUYECKOro  UccnefoBaHUA
NNEeKapPCTBEHHOrO nNpenaparta Ana megnumMHCKOro npuMmeHeHuna

1. B cpoK, He npeBblllaloWMiA NATU paboumx AHeN co AHA NOJyYeHUA 3aKNUYEHMI, YKa3aHHbIX B
ctatbe 20 HactoAwero ®eaepanbHOro 3akoHa, YNOJIHOMOYEHHbIM  depepanbHbli  opraH
WCMNONHUTENbHOW BNACTM OCYLLECTBAAET OLEHKY MOCTYMMBLUMX 3aK/AOYEHMI ANA ONpeseneHus ux
COOTBETCTBMA 33a4aHMAM Ha NpPOBeAEeHME COOTBETCTBYHOLLMX 3KCNEpPTU3 W YBEAOMANAET 3aABUTENSA B
NUCbMEHHON Gpopme O pesynbTaTax MNPOBEAEHHbIX SKCMEPTU3 U O BO3MOMKHOCTU UM HEBO3MOMKHOCTU
BblJa4YM 3aABUTENIO pPa3peleHMs Ha MpoBeAEeHME KAMHWYECKOrO WCCAefoBaHMA E€KapCTBEHHOMO
npenaparta gna meanumHCKOro npumeHeHusa.

2. Mpw NPUHATUKN pelleHna O BO3MOXKHOCTU BblZayuM paspelleHns Ha NpoBeAeHne KJANHUYECKOro
nccnenoBaHUA  JIEKAapPCTBEHHOrO npenapata Anf  MeAMUMHCKOTO MNPUMEHEHMA  YNOJIHOMOYEHHbIN
denepanbHbIit OpraH WCNOAHUTENbHOM BAACTM MNPUOCTaHAB/AMBAET NpPOBeAEHUEe ToCy[apPCTBEHHOM
perucTpauum JIeKapcTBEHHOro Mpenapata A0 [JHA MOJ3yYMu  3asaBUTE/IeM B YNOJHOMOYEHHbIN
dbenepanbHbIi OpraH UCMONHUTENLHOW BAACTU 3asiBNEHMSA O MOJIYYEHUU paspelleHus Ha npoBeeHue
KJMHMYECKOro Ncc1e0BaHUA IEKAPCTBEHHOTo NpenapaTa 418 MegUUUHCKOTO NPUMEHeHUS.

3. B cnyyYae NpUHATUS pPeLUeHMs O HEBO3MOMKHOCTU BblAauM paspelleHus Ha npoBeeHue
KAMHWYECKOrO WUCCNeLO0BaHWA  JIeKapCTBEHHOro Mpenapata  Ana  MegUUMHCKOTO  MpUMeHeHMUs
YNOAHOMOYEHHbIA  deaepanbHblii  OpraH  WCNOMHUTENbHOW  BAAacTM  NpeKpalwiaeT npoueaypy
rocyAapCTBEHHOM perncTpaumnm 1eKapcTBeHHoro npenapara.
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CraTtba 22. PelleHMe O MPOBEAEHUMU KAUMHMYECKOro WUCCAeAoBaHMA fIeKapCcTBEeHHOro npenaparta
A8 MeANLMHCKOro NpuMeHeHms

1. Ona nonyyeHma paspelleHus Ha NpoBeAeHUE KAMHWYECKOTO UCCNeA0BaHUA IEKAaPCTBEHHOTMO
npenapata Ana MeLMUMHCKOrO MNPUMEHEHMA 3aABUTE/lb NPeACTaBAseT B YNOJHOMOYEHHbIN
denepanbHblIii OpraH UCMOJIHUTE/IbHOM BNACTU:

1) 3aABneHME O NOYYEHUN paspeLleHna Ha NpoBeaeHne 4aHHOro KMHUYECKOro Ucc/ief0BaHus;

2) cBegeHna ob onbiTe paboTbl MccnegoBaTese No COOTBETCTBYIOWMM CMEUManbHOCTAM U UX
onbiTe paboTbl NO NPOBEAEHUIO KNMHUYECKUX UCCNELO0BAHN;

3) Konuto agoroBopa 0653aTENbHONO CTPAXOBAHWUA KU3HW, 340POBbA MALMEHTOB, YY4ACTBYHOLMX B
KIMHUYECKOM MCCef0BaHUM SIEKAaPCTBEHHOrO Npenapata Ana MeAULMHCKOro npumeHeHua (ganee -
[0roBop 06A3aTENbHOr0 CTPaxoBaHWA), 3aK/AHOYEHHOrO B COOTBETCTBMM C TWUMOBLIMM MpaBUIaMK
00M3aTeNbHOr0  CTPAxXOBaHMA  XWM3HW, 340POBbA  MALMEHTa, Y4YacTBYHOLWEro B  KJAMHUYECKOM
UCCNefoBaHUM  NEeKapCTBEHHOMO Mpenapata  4aa MeAMUMHCKOTO MNPUMEHEHUA, YTBEPKAEHHbIMU
MpasuTenbctBom Poccuiickont ®epepaunn (ganee - TMNoBble NpaBuaa 06A3aTeNIbHOIO CTPAXoBaHMUA), €
yKasaHMem npenenbHOM YMCAEHHOCTU MaLMEHTOB, Y4YaCTBYHOLWMX B KAWMHWYECKOM WCCNef0BaHUK
JIeKapCTBEHHOIO NpenapaTa 418 MegULMHCKOro NPUMEHEHUS;

(n. 3 B pea. PepgepanbHoro 3akoHa or 29.11.2010 N 313-93)

4) cBeaeHUs O MeOMUMHCKMX OpraHu3auuMax, B KOTOPbIX Mpeanosaraerca nposeneHue
KJIMHUYECKUX UCCNeaoBaHWiA IeKapCTBEHHOrO npenaparta g8 MeaMUMHCKOro NpumeHeHus (nosHoe u
COKpalLEHHOE HaWMEHOBAHWSA, OpPraHM3aUMOHHO-NpPaBoBas (GopmMa, MECTO HAXOKAEHUA U MecCTo
OCYLLECTBNEHUA geaTenbHOCTM, TenedoH, Tenedakc, agpec 3AEKTPOHHOM NOoYTbl MeAMULIMHCKOM
opraHusauun);

(n. 4 B pea. PepgepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

5) npeanonaraemble CPOKW MPOBEAEHUS KAMHUYECKOTO WCCNeLOBaHMA NIEeKAapPCTBEHHOTO
npenapaTta 414 MeguLUHCKOTro NPUMeHeHMUs.

(n. 5 BBeaeH dPepepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

2. B cpoK, He npeBblWwalowmMii NATM paboymx gHEM co AHA NMPUHATUA YyKasaHHOro B 4Yactm 1
HACTOALLEN CTATbM 3asBAEHUA C NPUNOKEHMEM HeOoBXOAUMbIX [AOKYMEHTOB, YNOAHOMOYEHHbIN
denepanbHbIi OpraH UCMONIHUTEIbHOM BNACTU:

1) npoBOAMT NPOBEPKY MNOAHOTbI U AOCTOBEPHOCTU CBEAEHWUN, COAEPIKALLUMXCA B NPEACTABIEHHbIX
3anABuTeNEM MaTepuanax;

2) NpUHUMAET pelleHWe O BblAaye pPaspelleHns Ha NpoBefeHWe KAMHUYECKOro MCCnefoBaHuUsA
JIeKapCTBEHHOrO npenapata 418 MeAWUMHCKOTo MpUMeHeHMa uam ob oTKase B Bblgaye YKasaHHOro
paspelleHus;

3) yBegomnseT B NMCbMEHHOW dopme 3aaBUTENA O MPUHATOM PELUEHUN WU B Cy4Yae OTKasa C
yKa3aHMeM NPUYMH TaKOro OTKasa;

4) BblAaeT paspelleHrMe Ha MNpoBeAeHME KAUMHUYECKOTO WCCNefOoBaHMA JIEKAPCTBEHHOMO
npenapata Aas  MeOMUMHCKOrO MPUMEHEHUA B MOpAAKE, YCTAHOBAEHHOM  YMNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENbHOM B/IACTH.

3. OCHOBaHMAMM 418 OTKa3a B Bblgaye paspeLleHns Ha NpoBeAeHMe KNIMHUYECKOro UcC/ie0BaHnA
JIeKapCTBEHHOrO npenapata Aas8  MeAMUMHCKOro MNPUMEHEHUs  ABAAIDTCA  HenpeacTaBaeHue
OOKYMEHTOB, YKa3aHHbIX B YacTM 1 HaAcToALlLel CTaTbW, HECOOTBETCTBME COAEPMKAHMUA NPEeACTaBAEHHbIX
OOKYyMeHTOoB TpeboBaHMAM HacToauwero desepasbHOro 3aKoHa MO0 Hannume 3aKAYEHUA KOMUCCUU
SKCMNepTOB MWW 3aK/IOYEHUA COoBeTa NO 3TUKE O HEBO3MOXHOCTU MPOBEAEHUA KIMHUYECKOTO
uccnenoBaHWA  IEKAPCTBEHHOMO npenapata A8 MeAMLUMHCKOroO MpPUMEHeHMA No  pesy/nbTaTam
NpoBeAEHHbIX 3KCNEPTU3, NPeAyCMOTPEHHbIX cTaTbelt 20 HacToswero ®eaepanbHOro 3aKoHa.

(yacTtb 3 B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)

CraTbAa 23. 3KCI'IepTM3a Ka4yeCTBa /IeKapCTBEHHOIo CpeacTBa N 3KCNepTn3a OTHOLWEHNA ommp,aemoﬁ
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NoZIb3bl K BO3MOXHOMY PUCKY NPUMEHEHUNA NEKaAPCTBEHHOro npenapata Aaa MeaguuunHCKoro
npumeHeHuA

1. OKcnepTu3a KayecTBa JIeKapCTBEHHOMO CPEeACTBA U SKCNEPTM3A OTHOLIEHMA OXKUAAEMOM NO/b3bI
K BO3MOXHOMY PWUCKY MPUMEHEHMA NEKAPCTBEHHOro npenapaTta AAd MeaULMHCKOTro NpUMEHEHMUS,
COCTaB/IEHME KOMMUCCUAMM 3SKCMEPTOB 3aK/AOYEHMIA MO pe3ynbTaTamM MPOBEAEHHbIX 3KCNEpPTU3 WU
HanpaB/ieHWEe TAKUX 3aK/OYEHUIN B YNONHOMOYEHHbIN deaepanbHbli OpraH UCMONHUTENBHOM BNACTU
OCYLLECTB/IAIOTCA B CPOK, HE NPEeBbIAOWNIA CTa AecATU pabounx AHEN CO AHA NOJIYYEHUA SKCNEPTHbIM
yupexgeHmMemMm COOTBETCTBYIOLLErO 3a4aHMA YNOJHOMOYEHHOTO desepasbHOro opraHa UCNOHUTENbHON
BNACTU C AOKYMEHTaMM, YyKas3aHHbiMM B NyHKTax 1 - 8, 15 - 17 vactm 3 ctatbn 18 HacroAwero
depepanbHOro 3akoHa, M OTYeTa O MNPOBEAEHHOM KAMHUYECKOM MWCCAef0BaHUWU NeKapCTBEHHOro
npenapara 414 MmeguLUMHCKOro NPUMEHEHMA.

2. Ansa npoBeAeHMA YKasaHHbIX B YacTh 1 HacToALEN CTaTbM IKCNEPTM3 3aABUTENb NPEACTABAAET B
YNOJIHOMOYEHHbIN pesepanbHbI opraH UCNOAHUTENbHOM BNACTU:

1) 3anaBneHne o BO306HOBAEHMM FOCYAAPCTBEHHOM PErUCTPaLMM JIEKAapPCTBEHHOTO npenapaTa u
NpoBeAeHMM YKa3aHHbIX B 4acTM 1 HACTOALLEN CTaTbM IKCNEPTUS;

2) otyeT O NpPOBEAEHHOM KAMHUYECKOM MWCCNEeA0BaHUM NIeKAapCTBEHHOrO Mpenapata Ans
MeONLMHCKOTO NPUMEHEHUS;

3) AOKYMEHT, NoATBEPKAAOWMI YNAaTy rocyAapCcTBEHHOM NOLW/IMHBI 3@ NPOBEAEHME IKCNEPTU3bI
KayecTBa NeKapCTBEHHOro CpeacTBa M 3KCNEepTM3bl OTHOLIEHUA OXWOAEMOM MOJb3bl K BO3MOXHOMY
PUCKY MPUMEHEHUA JNIeKAPCTBEHHOrO Mpenapata gaa MeAMUMHCKOrO MNPUMEHEHMs nNpu  ero
rocyfapcTBEHHOM PerncTpaumm.

3. B cpoK, He npeBblWwatowmii NATM pabounx gHen co AHA NPUHATUA 33ABNEHUA C LOKYMEHTaMM,
YKa3aHHbIMM B YacTM 1 M NyHKTax 2 U 3 4acTu 2 HacToALWelN CTaTbWl, YNOAHOMOYEHHbIN deaepanbHbli
OpraH UCNOJIHUTENIbHOM BNACTHU:

1) npoBOAUT NPOBEPKY NONHOTbI AAHHbIX, COAEPMKALMXCA B NPeACcTaBIEHHOM 3aaBUTE/IEM OTYETe
O MNpPOBEAEHUN KAMHUYECKOTO WCCAEAOBAHUSA JNIEKAPCTBEHHOrO Mpenapata gaa MegUUMHCKOro
npUMeHeHus;

2) npuMHMMaeT pelleHne O BO30OHOBAEHWUW FOCYAAPCTBEHHOW PErucTpauum NeKapcTBEHHOro
npenapata U NPOBEAEHUM YKA3aHHbIX B 4YacTM 1 HacToAwel cTaTbM 3KCNepTus mnm ob oTKase B
BO30OHOBNEHUW TOCYAAPCTBEHHON perncTpauum NeKapCcTBEHHOro npenapaTta Ana MegMLMHCKOro
NPUMEHEHMA N NPOBEAEHUN TAaKMX IKCNEPTU3;

3) yBegomnseT B NMCbMEHHOW popme 3aaBUTENA O NPUHATOM PELIEHUN MW B Cy4Yae OTKasa C
YKa3aHMeM NPUYNH TAaKOTo OTKasa.

4. OcHoBaHMEM AN OTKasa B BO30OHOBAEHUWM FrOCYAAPCTBEHHOW perncTpauum NekapcTBeHHOro
npenapaTta M NpPoBeAeHMM YKa3aHHbIX B 4acTM 1 HAcTOALLEN CTaTbW SKCNEPTM3 ABNAETCA NpenCcTaBNeHne
OOKYMEHTOB, YKa3aHHbIX B Y4acTh 1 M NyHKTax 2 1 3 YacTu 2 HacToAWeN CTaTbK, B HENOJIHOM 06beme uaun
oT4YeTa O NPOBEAEHHOM KAMHUYECKOM WUCC/eA0BaHUN NEKAPCTBEHHOrO npenaparta gaa MeauLUHCKOro
NPUMEHEHWA, HEe COAEPKALLErO MCHEPbIBAIOLLErO NepeYyHa HeobXoANMMbIX CBEAEHUNA.

5. B TeuyeHue nATHaguatM paboumx [HEN cO AHA MOAYYEHUA PELUEHUS YNOJHOMOYEHHOTIO
denepanbHOro opraHa MCNOAHUTENIbHON BAACTM O BO30OHOB/IEHWMM TOCYAAPCTBEHHOW perncrpauum
JIeKapCTBEHHOIO npenapata W MNPOBEAEHUM YKA3aHHbIX B 4acT 1 HacToAwer cTaTbM 3KCNepTus
3aABUTE/Ib MNPEACTaBASET B IKCMEPTHOe Yy4ypexKAeHWe ANA NPOBEAEHWMA 3KCNepTM3bl KayecTBa
JIeKapCTBEHHOIO CcpeacTea obpasubl JIeKAPCTBEHHOrO Mnpenapata s MeAMUMHCKOrO MNpUMEHEHMUSA,
NPOW3BEAEHHOIO B COOTBETCTBUU C TPEOOBAHMAMM OMbITHO-NMPOMbILWIEHHOIO U (MM) NPOMbILNEHHOTO
perfiameHTOB, YTBEPXKAEHHbIX PYKOBOAUTENEM MNPOM3BOAMTENA JIEKAPCTBEHHBLIX CPEACTB, a TaKXe B
COOTBETCTBYHOLLMX CAy4Yanx obpasel, dapmaueBTUYecKon cybcTaHLmMmM, TeCT-LUTaMMa MUKPOOPraHM3MOB,
KYNbTYpPbl KNETOK, 06pasLbl BELLECTB, MPUMEHAEMbIX A7 KOHTPO/IA KayecTBa JIeKapCTBEHHOMO CpeacTBa
nyTem CPaBHEHMA C HUMMU UCCNeSYyEeMOrO NEKAPCTBEHHOMO CPeACTBa, B KOANYECTBAX, He0HXoaMMbIX AnA
BOCMPOM3BEAEHNA METOL0B KOHTPO/IA KavyecTBa.

(8 pea. PepgepanbHoro 3akoHa ot 29.11.2010 N 313-93)
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6. Mpn nonyyeHun 06pasLOB IEKAPCTBEHHOrO npenapata v papmaleBTUYECKOlM cybcTaHumMm
3KCMepTHoe yypexkaeHWe BblAaeT 3aABUTEN0 AOKYMEHT, MOATBEPKAAIOWMIA MONyYeHUEe YKasaHHbIX
06pa3LoB, U B CPOK, He MpeBbIWaOWNN Tpex pabounx aHel, yBeaoMaaeT B NUCbMeHHo dopme 06
3TOM YNOJIHOMOYEHHbI denepanbHbli OpraH MCNOHUTENBHOM BNACTHU.

7. CpoK p4nAa npepcraBneHua 3aAsuTenem 06pasuoB  /JIeKapCTBEHHOTO npenapata M
dapmaLeBTMUYECKON CyBCTaHUMM M CPOK YBEAOMAEHUA 3KCNEPTHbIM y4dpexaeHnem o6 3Tom B
NMUCbMeHHO dopme YNONHOMOYEHHOTrO desepanbHOro opraHa UCNONHUTENIbHOM BAACTU, YKa3aHHble B
YyacTax 5 1 6 HAcToALWEN CTaTbM, HE BKAKOYAIOTCA B CPOK NPOBEAEHMA YKA3aHHbIX B 4acTU 1 HacToALleln
CTaTbW 3KCNEpPTU3.

8. JOKyMeHTbl, NOCTYNMBLUME B SKCMEPTHOE yyperKAeHMe ANA NPOBEAEHUA YKa3aHHbIX B Yactm 1
HacToAWEN CTaTbW IKCMEPTU3, MOANENKAT BO3BPATy B YNOJHOMOYEHHbIM deaepanbHbl opraH
NCNOIHUTENbHOM BNACTU OAHOBPEMEHHO C 3aKNHOYEHUAMM MO pPe3ybTaTam YKa3aHHbIX SKCNepTus.

CraTba 24. 3KCI’lepTM3a Ka4yecCTBa /IEKapCTBEHHOIO CpeacTBa U 3KCNepTn3a OTHOLWEHUA O)KMAaEMOﬁ
NoNb3bl K BO3MOXXHOMY PUCKY TMNPUMEHEHUA NEKAPCTBEHHOIO nNnpenaparta A4/14 BETEPUHAPHOIO
npumeHeHunA

1. 3KcnepTn3a Ka4yecTBa SIEKAPCTBEHHOrO CPEACTBA U SKCNEPTM3a OTHOLLEHMSA OXULAEMON NONb3bl
K BO3MOXHOMY PUCKY MPUMEHEHWUS JIeKapCTBEHHOrO npenapaTta A/1a BETEPUHAPHOTO MPUMEHEHMUS,
COCTaB/IEHWE KOMMUCCUAMM 3SKCMNEPTOB 3aK/NHOYEHUI MO pe3ynbTaTaM  YKa3aHHbIX 3KCNepTU3 U
Hanpas/eHME TaKUX 3aK/HOYEHUI B YNOJHOMOYEHHbIN dedepanbHbii OpraH UCMONHUTENbHOW BAACTU
OCYLLECTBIAOTCA B CPOK, HE NPEBbLIWALWMNIA CTa AECATU Pabounx AHEN CO AHA NONYYEHUS SKCMEePTHbIM
yypexKaeHmem 3afaHus  yno/sHOMOYeHHoro <¢denepasbHOro opraHa WCMNOAHUTENbHON BAacTM C
OOKYMEHTaMM, yKasaHHbIMKM B nyHKTax 1 - 8, 10, nognyHkTax "a" - "g", "x" - "m", "n" - "¢" nyHkTa 16 1
nyHKTe 17 yactn 3 ctatbm 18 HacToAwero PeaepanbHOro 3aKoHa.

2. B TeyeHue nATHaguaTU paboumx AHEW €O AHA MONYYEHUS pPeleHUn YNnoJHOMOYEHHOTo
denepanbHOro opraHa UCMOJIHATENIbHOM BAaCTU O NPOBEAEHMM YKa3aHHbIX B YacTM 1 HacTosLWeln cTaTbu
3KCMepTU3 3aABUTE/b NPEACTABASAET B SKCMEPTHOE yUperKaeHue ans nNpoBeseHns sKCnepTusbl KavecTsa
JIeKapCTBEHHOIO cpeacTBa 06pasubl JIeKapCTBEHHOrO Mnpenaparta A1A BETEePMHAPHOro NPUMEHEHWUs,
NPOW3BEAEHHOTO B COOTBETCTBUM C TPEOBOBAHUAMM TEXHOJ/IOTMYECKUX PErNaMeHTOB, YTBEPXKAEHHbIX
pyKoBOAMTENEM NPOU3BOAMTENA JIEKAPCTBEHHbIX CPEACTB, a TaKkKe obpaseu, dapmaueBTUYECKON
CybCTaHLMM B KONMYECTBAX, HEOBXOAMMbIX A5 BOCNPOU3BELEHUA METOAOB KOHTPO/IA KayecTsa.

3. Mpn nonyyeHun 06pasLLOB /IEKAPCTBEHHOrO npenapata U dapmaLeBTUYECKOM cybCcTaHumUm
3KCMNepTHOE yypexaeHWe BblAaeT 3aABUTENO0 AOKYMEHT, NOATBEPKAAIOWMIA MONYYEeHUE YKasaHHbIX
06pa3LoB, M B CPOK, HE MPEBbILAOWMNI TPex pabounx AHeN, yBeAOMASET B NUCbMeHHOW dopme 06
3TOM YMNOJIHOMOYEHHbIN pesepanbHblit OpraH MCNOAHUTENBHOM BNACTW.

4. Cpok A4ns npeacraBneHusa 3asBuTenem 06pasLLlOB  /IeKAPCTBEHHOrO Mpenapata M
bapmaueBTUUECKON CyOCTaHUMM W CPOK YBEAOM/IEHMA IKCMEPTHbIM y4yperkaeHuem o6 3Tom B
NUCbMeHHOM popme ynosaHOMOUYEeHHOro denepasbHOro opraHa UCNONHUTENIbHOM BNACTU, YKasaHHble B
YyacTax 2 U 3 HacTosALLEN CTaTbW, HE BKAKOYAKOTCA B CPOK NPOBEAEHWUS YKAa3aHHbIX B YacTU 1 HacTosLuel
CTaTbM 3KCNEPTUS.

5. [IOKYMeHTbI, NOCTYNUBLUME B IKCMEPTHOE YyUperKAeHMe 414 NPoBeAeHNs yKasaHHbIX B yactu 1
HACTOALLEN CTaTbM 3KCMEepTU3, MogaeXKaT BO3BpaTy B YMNOJIHOMOYEHHbIM deaepanbHbii  opraH
NCMNOJIHUTENbHOM BNACTU OGHOBPEMEHHO C 3aK/IH0YEHUAMM MO Pe3y/ibTaTaM yKa3aHHbIX SIKCNepTus.

Cratba 25. HOBTOpHOE nposeaeHMe 3SKCNepTusbl NEKAPCTBEHHbIX Cpeacrts w 3TUYecKom
9KCNEpPTU3bl

1.B caiydaax HeAOCTaTOqHOD’I 060CHOBAHHOCTU MU/ HENONHOTbI 3aKJAHOYEHMUA KOMUCCUM 9KCNepToB
U CoBETa NO 3TUKE, HAa/IMYNA B HEM NPOTUBOPEYYNBLIX AaHHbIX, d)a!'leMd)VlKaLl,VlM BbIBOAOB 3KCNEPTU3bI
NIEKapCTBEHHOIo cCpeacrtea wu (MHM) 3TUYeCKoM 9KCNEPTU3bl, COKPbITMA OT YNOJIHOMOYEHHOIO
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denepanbHOro opraHa WMCMOMHUTENbHON BNACTU OCHOBaHWIM AN OTBOAA 3KCMepTa BCAeACTBUE ero
3aMHTEPECcOBaHHOCTM B pe3y/bTaTax COOTBETCTBYIOLLEN 3KCNepTM3bl, HANYMA AaHHbIX O NPAMOM Anb6o
KOCBEHHOM BMeLLIaTe/IbCTBE B MPOLIECC COOTBETCTBYIOLLEN 3KCMEPTU3bl /ML, HE YYacTBYIOLMX B ee
npoBeZleHUN, HO OKasaBLUMX BAUSIHWE Ha MPOLLECC U pe3y/bTaTbl ee NpoBeAeHUA, YNONHOMOYEHHbIM
desepanbHbIM OPraHOM UCMOJIHUTENIbHOM BNACTU Ha3HavyaeTcs NOBTOPHAA 3KCNEePTU3a /IeKapPCTBEHHOTO
cpeacTsa U (MKM) aTMYeCKan aKcnepTm3a.

2. MoBTOpHasA 3KcrnepTusa JIEKAapCTBEHHOro CpeAcTBa MPOBOAUTCA B CPOK, YCTaHOBJIEHHbIM
YNONHOMOYEHHbIM deaepanbHbiIM OPraHOM WCMNOJIHUTENIbHOW BAACTU M He MNPEeBbIWAOWMUA COPOKa
pabounx AHel co AHA NONYYEHMA SKCMEPTHbIM yypexJeHUem 3aJaHua Ha NpoBefeHWe MOBTOPHOWM
3KCMNepPTU3bl 1IEKAPCTBEHHOrO CPe/CcTBa, NOBTOPHAA 3TUUYECKAaA SKCMepTU3a - B CPOK, He MpPeBbILLatoLLUiA
NATHaAUaTK paboumnx AHel co AHA NoAyYeHUA COBETOM MO 3TUKe 3a4aHuA Ha nposedeHune NMOBTOPHOM
3TUYECKOW 3KCNepTU3bI.

3. duHaHcoBoe obecneyeHune BbINOMHEHUA 3afaHUA Ha NpoBedeHWe MOBTOPHOM 3KCNEPTU3bI
NIeKapCTBEHHOro CpeacTBa He OCYLLEeCTBASETCA, M CPeacTBa, Mepeync/ieHHble paHee Ha NpoBedeHue
TaKoW 3KCNepTusbl, NoaneXKat Bo3BpaTy B degepanbHblii BroaxeT.

CtaTbs 26. YCKOpeHHan npoueaypa 3KCnepTU3bl IeKaPCTBEHHbIX CPeaCTB

1. YcKopeHHaa npoueaypa 3KCNepTU3bl NEeKapCTBEHHbIX CPeAcTB B LENAX rocydapCTBEHHOM
perucTpaunm IeKapCTBEHHbIX MPENapaTtoB MPUMEHSETCA B  OTHOLWEHMM BOCMPOU3BEAEHHbIX
JNIEKApPCTBEHHbIX npenapaTtoB. [pyM npoBeAeHUM TakoW npoueaypbl NpeactaBaAlTca MHbopmaums,
Nnoslyd4eHHass MpU  NPOBEAEHUU KAMHUYECKUX WUCC/IeA0BaHUN  JIEKApPCTBEHHbIX MpPenapatos U
onyb/IMKoBaHHaA B CMELMaNM3UPOBAHHbIX MeYaTHbIX M3AaHUAX, a TaKXKe AOKYMEHTbl, coepKalime
pesynbTaTbl UCCNeAOBaHUA OUO3KBUBANEHTHOCTU U (MAKM) TepaneBTUYECKOW 3SKBMBANEHTHOCTU
JIEKAapCTBEHHOrO nMpenapata Aaa MeAUUMHCKOro MNPUMEHEHUA WAM  pe3yabTaTbl MUCCNedoBaHUA
6M03KBMBANIEHTHOCTM JIEKAPCTBEHHOTO NpenapaTta A/19 BeTEPUHAPHOIO NPUMEHEHUSA.

2. YCKOpeHHaAa npoueaypa sKCnepTusbl JIEKAPCTBEHHbIX CPEACTB HE NMPUMEHAETCA B OTHOLUEHUMU
MMMYHODOMOJIOTUYECKNX JIEKAPCTBEHHbIX MpPenapaToB, MPenapaToB WHCY/IMHA W J1IeKapCTBEHHbIX
npenapaTtos, BNepsble perncTpupyembix B Poccuinckoin deaepaunim.

3. YCKopeHHas npoueaypa 3KCNepTusbl SIEKAPCTBEHHbIX CPeACTB MPOBOAUTCA MO PELUEHUIO
COOTBETCTBYIOLLEFO YMNOJIHOMOYEHHOTO ¢enepanbHOro opraHa WMCNOAHUTENbHOM BNAACTU B CPOK, He
NpeBbIWAOWMA WecTnaecatn paboumx aHen. MNMpu 3TOM 3KcnepTM3a AOKYMEHTOB, COAEpKaluMxca B
perncTpaumMoHHOM A0Cbe, ANA MONYYEHUS pa3peLlleHna Ha NpoBedeHne KAMHUYECKOro UccaenoBaHuUs
NIeKapCTBEHHOrO npenaparta Aas MegMUMHCKOTro NPUMEHEHUA U 3TUYECKasa 3KcnepTM3a NpoBoAATCA B
CPOK, He NpeBbIWALWNK NATHAALATU paboUumx AHEN, SKCNEpPTM3a KayecTBa SIEKapCTBEHHOIO CpeacTsa U
3KCNepTn3a OTHOLIEHUA OXMAAEMOW MO/Ab3bl K BO3MOXMHOMY PUCKY MNPUMEHEHUA NEKAPCTBEHHOTO
npenapara - B CPOK, He NMpeBblLLatoLniA COPOKa NATU pabounx gHeun.

4. YcKopeHHasa npoueaypa 3KCNepTusbl NeKapCTBEHHbIX CpeacTB MNPOBOAMTCA B MNOpAAKe,
yCTaHOBNeHHOM cTaTbaMmn 17 - 20, 23 u 24 HacToswero PepepanbHOro 3aKoHa, M He O3HaYaeT
CHUKeHMA TpeboBaHMi K 6e3onacHoCcTU, KayecTBy U 3PPEKTUBHOCTU NEKAPCTBEHHbIX NPenapaTos.

CtaTbs 27. PewweHmne o rocyfapcTBEHHON perucTpaLmMm N1eKapcTBEHHOMo npenaparta

1. B cpoK, He npeBblWaloWmnii NATM paboumx AHEN co AHSA MONYYEHUA 3aKAOYEHUIA KoMUccum
3KCMepTOB MO pe3y/abTaTaM 3KCNEPTMU3bl Ka4YecTBa JIEKAPCTBEHHOMO CPEACTBa M 3KCMEPTU3bl OTHOLLIEHUA
OXMOAEeMOW  MONb3bl K  BO3MOMHOMY  PWUCKY MNPUMEHEHUA  JIeKAPCTBEHHOrO  Mnpenapara,
COOTBETCTBYIOLMI YNONHOMOYEHHbIN PeaepanbHblii OpraH MCNONHUTE/IbHOM BNACTU:

1) ocywecTBNAeT OLEHKY TaKUX 3aKAHOYEHUN AN onpefeneHuna MX COOTBETCTBMA 3aaHWUI0 Ha
npoBeAeHMe YKa3aHHbIX SIKCNepTus;

2) NPUHMMAET pelleHne O roCyAapCTBEHHON PEerucTpaumMmn NeKapCcTBEHHOro npenapata uam ob
OTKase B rocyapCTBEHHON perncTpaLmm 1eKapcTBEHHOTO Npenapara;
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3) BHOCUT NP NPUHATUN PELLUEHNA O rOCYAAPCTBEHHOW PerncTpaumnmn NeKapcTBeHHOro npenaparta
JaHHble O 3aperucTpMpoBaHHOM /leKapCTBEHHOM Mpenapate, B TOM 4ucine o ¢dapmaueBTUYeCKOoM
cybCcTaHuMM, BXOAAlWEN B COCTAB /NEKApCTBEHHOro npenapaTta, B rOCYAApPCTBEHHbLIA peecTp
JIeKapCTBEHHbIX CPeACTB W BblAaeT 3aABMTENI0 PErncTpauMoHHOe YAOCTOBEpeHMEe NEeKapCTBEHHOTrO
npenapata, <¢opma KOTOpPOro yTBEPXAAeTcA  YMNOJHOMOYEHHbIM  denepanbHbiIM  OpraHom
WCMNOJIHUTENbHOM B/IAaCTU, COrNACcOBaHHbIE HOPMATUBHYIO AOKYMEHTALMIO, HOPMATUBHbIA [OOKYMEHT,
MHCTPYKLMIO NO NPUMEHEHMIO IEKAPCTBEHHOIO NpenapaTta U MakeTbl NepPBUYHON YNAKOBKM U BTOPUYHO
(noTpebuTenbCcKoi) YNakoBKM C YKa3aHMEM HA HUX HOMEpa pPEerucTpauMoHHOro YAOCTOBEPEHUN
JIeKapCTBEHHOrO npenapata W AaTbl €ro rocyfapCTBEHHOW pernctpauuMm Uam B Cayvyae NPUHATUA
peweHns o6 OTKase B roCyZapCTBEHHOW pPerncTpaummn JIeKapCTBEHHOro npenapaTa yBeAOMASEeT B
NUCbMeHHON popme 3asBUTENA 06 3TOM C YKa3aHMEM NPUYMH TAKOTo OTKasa.

2. OcHOBaHMEM Ans OTKasa B TrOCYAapCTBEHHOM perucTpauMu JNIeKapCTBEHHOrO npenaparta
ABNAETCA pelleHMe COOTBETCTBYIOLLErO YMNOJHOMOYEHHOTo ¢efepasbHOro opraHa MCNOAHUTENbHOM
B/J1aCTW O TOM, YTO KauyecTBO U (MK) 3PPEKTUBHOCTb PEFUCTPUPYEMOTO /IEKAPCTBEHHOTO NpenapaTa He
noATBEPKAEHbI NONYYEHHbIMU AAHHBIMU UAW YTO PUCK MPUYMHEHUA Bpeaa 340POBbi0 YenoBeka Man
KMBOTHOTO BCAEACTBME MpPMEMa JIeKapCTBEHHOro npenapata npesbiwaeT 3¢pdEeKTUBHOCTb €ero
NPUMEHEHWA.

(8 pea. PepgepanbHoro 3akoHa o1 11.10.2010 N 271-93)

3. Mpu rocyaapCTBEHHOW PeruvcTpaLuMu IeKapcTBEHHOro npenapaTta, BKAOYEHHOro B NepeyeHb
KU3HEHHO HEOBXOAMMbIX M BarKHEWLIMX IeKapCTBEHHbIX NpenapaTos, HeobxoaMMble AaHHble 3aHOCATCA
B TOCYJApCTBEHHbIV pPeecTp MpeaesibHbIX OTMYCKHbIX LUEH Mpou3BoAUTENE Ha JIEKAPCTBEHHbIE
npenapaTbl, BK/IOYEHHbIE B YKa3aHHbIW NepeyeHb.

Cratba 28. PerncrpaunoHHoe ya0cToBEPEHME NeKapPCTBEHHOIO NpenapaTta

1. PeructpaumoHHOe yA0CTOBEPEHME NIEKapCTBEHHOrO npenaparta C yKasaHWem JIeKapCTBEHHbIX
$opM U [03MPOBOK BblAaeTca 6eccpoyvHO, 3a MCKAKYEHMEM PErncTPaLMoHHOrO YA0CTOBEpPEeHUs
NIeKapCTBEHHOrO npenapaTta, Bbl4aBaeMOro CO CPOKOM [JeicTBuA MATb JIeT, Ha Bhepsble
perucTpupyemblie B Poccuniickoit egepaumn nekapcTBeHHbIe npenaparbi.

2. Mo wncTeyeHMM yKa3aHHOTO B 4YacTM 1 HacToAwel cTaTbM CpoKa BblgaeTca 6HeccpouHoe
perncTpaunoHHoe YA0CTOBEPEHWE JIEKapCTBEHHOro npenaparta npu YC/I0BUM MNOATBEP)KAEHUA ero
rocyapCTBeHHOW perncTpaumm.

Cratbsa 29. MNoaTBeprKaeHWe rocysapcTBEHHOM perncTpaLmMm 1eKapcTBeHHOro npenapara

1. MoaTBeprKaeHMe rocyaapCTBEHHOM PErncTpaLMn NeKapCcTBEHHONO NpenapaTa oCyL,ecTBAseTCA
npu Bblgaye 6eccpPoYHOro PerucTpaLMoHHOro YAOCTOBEPEHUA JIEKApPCTBEHHOMO MpenapaTta B C/ydae,
YKa3aHHOM B 4actu 2 cTaTbM 28 Hactoawero dPeaepanbHOro 3akoHa, B CPOK, HE MpeBblWAOWMM
AeBAHOCTa paboumx AHen co AHA MOJyYeHUs COOTBETCTBYIOLWMM YMNONHOMOYEHHbIM deaepanbHbIM
OpraHOM MWCMOAHUTENBHOM BAACTM 3asIBAEHMA O NOATBEPMKAEHUWU TOCYAAPCTBEHHOM permcTpauum
JIeKapCTBEHHOro npenapata, 0POPMIEHHOr0O B COOTBETCTBMM C 4acTbto 2 cTaTbM 18 Hactoswero
depepanbHOro 3akoHa.

2. MoaTBEPKAEHNE FOCYAAPCTBEHHOM perncTpaunm nekapcTBEHHOro npenapaTta ocyLlecTsaseTca
Nno pesy/bTaTaM 3KCNEepPTU3bl OTHOLIEHMA OXWAAEMOM MOJIb3bl K BO3MOMKHOMY PUCKY NPUMEHEHMUA
JIeKapCTBEHHOMO MpenapaTa, a TaKXe 3KCNepTu3bl KayecTBa JIeKapCTBEHHOIo CpeacTBa, NPOBOAVMON B
C/ly4yae BHECEHUA U3MEHEHWNI B HOPMATUBHYIO AOKYMEHTALMIO MU HOPMATUBHbBIA AOKYMEHT.

(yacTtb 2 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3a8BneHUI0 0 NOATBEPKAEHUM FOCYAaPCTBEHHOM PerncTpaummn nekapcTBeHHOro npenaparta
npunaratTca AOKYMEHT, NOATBEPKAAMOLWMNIN YNAaTy rocyfapCTBEHHOM MOLWAMHBI 33 NOATBEpPXKAeHue
rocyAapCTBEHHOM pPerncTpaumMm NeKapcTBeHHOro npenapata Aas MeAMUMHCKOrO MPUMEHEHMA WUau
NIeKapCTBEHHOrO npenapaTta A8 BETEPUHAPHOTO NMPUMEHEHUA, AOKYMEHT, COAeprKaluui pe3ynbTaThbl
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MOHUTOPUHIa 6e30MnacHOCTM NeKapCTBEHHOro npenapaTta, MNPOBOAMMOro 3aasuTenem, no dopme,
YCTAaHOBNEHHOM COOTBETCTBYIOLMM YNONHOMOYEHHbIM deaepanbHbiM  OpPraHOM WUCNOJIHUTENbHOM
BfacTn. HopmaTMBHaa AOKyMeHTauus WAN HOPMATUBHbLIA AOKYMEHT, MPOEKT WHCTPYKUMM no
NPUMEHEHMIO SIEKAPCTBEHHOIO MpenapaTta, NPOEKTbl MAKeToOB MEPBUMYHOM YMAKOBKM M BTOPUYHOM
(noTpebuTenbcKon) yNaKOBKM  NEKAapCTBEHHOrO npenapaTa MpWMAaraloTcs K 3aABAEHUI0 O
NoATBEPKAEHMUM TOCYLAPCTBEHHOW PETNCTPALLMM NEKAPCTBEHHOMO MpenapaTta BHOBb TO/bKO B C/y4ae,
€C/IN B HNX BHOCATCA M3MEHEHMUA.

(yacTb 3 B peq. depepanbHOro 3akoHa ot 29.11.2010 N 313-93)

4. B TeyeHune pecATM paboumx [AHeEW €O AHA MNPUHATMA 3aABAEHUA O NOATBEPKAEHUMU
rOCYy4apCTBEHHOM  pPerucTpaumm  JIEKAapCTBEHHOTO  npenapata W HeobXxoguMMbIX — OOKYMEHTOB
COOTBETCTBYIOLMI YNONHOMOYEHHbIN PeaepanbHbiii OpraH UCNONHUTE/IbHOM BNacTU:

1) npoBOAMT NPOBEPKY MONHOTbI U AOCTOBEPHOCTU CBEAEHUN, COAEPMKALLUNXCA B NPeACTaBAEHHbIX
3aABMTENIEM MATEpPUaAnax;

2) NpUHUMaAET pelleHne o NpoBeaeHUM Uan 0b oTKase B NPOBEAEHUWU 3KCMEPTU3bl OTHOLIEHMUA
OXMA3EMOWN MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUs JIeKapCTBEHHOrO npenapaTta, a TaKKe
3KCMepPTU3bl KayecTBa JIEKAPCTBEHHOIO CpPeAcTBa, NMPOBOAMMOM B CAyvyae BHECEHWS U3IMEHEHUA B
HOPMAaTUBHYIO AOKYMEHTALMIO UM HOPMATUBHbIM JOKYMEHT;

(n. 2 B pea. PepgepanbHoro 3akoHa oT 29.11.2010 N 313-93)

3) yBegomnseT B NUCbMEHHOM dopme 3aaBUTENS O NPUHATOM PELUEHUU UM B Cay4Yae MPUHATUA
pelweHns 06 oTKase B NPOBEAEHNN SKCNEPTU3bI C YKa3aHMEM MPUUMH TaKOro OTKasa.

5. OcHoBaHMEM [A/Aa OTKasa B MNPOBEAEHMM 3IKCNEepTMU3bl OTHOLUEHMA OXMOAAEMOWN MOAb3bl K
BO3MOXHOMY PUCKY TMNPUMEHEHUs JIeKapCTBEHHOro Mnpenapata W (MaM) 3SKcnepTusbl KayecTsa
JIeKapCTBEHHOIO CPeLCTBa ABAAETCA NPeACcTaB/ieHMe JOKYMEHTOB, YKa3aHHbIX B YacTax 1 n 3 HacToAwen
CTaTbW, B HeMNnojHOM obbeme WAM OTCYTCTBME B MNpPEeACTaBAEHHbIX AOKYMEHTaX McYeprbiBatoLwmx
CBEeLEHWN, KOTOPble A0JIXKHbI ObITb OTPAXKEHbI B HUX.

(yacTb 5 B pea. depepanbHOro 3akoHa ot 29.11.2010 N 313-93)

6. IJKcnepTM3a OTHOLWEHMA OXMMAAEMOW MNOAb3bl K BO3MOXHOMY PUCKY NpPUMEHEHMUS
JIeKapCTBEHHOro npenapata W (MaM) 3SKcnepTusa KavyecTBa JIEKAapCTBEHHOTO CpeacTBa B LEensAx
NoATBEPKAEHMA TOCYAAPCTBEHHOM PErncTpauMn  IeKapCTBEHHOrO MpenapaTa MnpoBOAATCcA  Ha
OCHOBaHMM OOKYMEHTOB, YKa3aHHbIX B YacTK 3 HacToALWEN CTaTbK, B NOPALKe, YCTAHOBAEHHOM YacTAMM
5 -8 ctatbu 23 1 cTaTbelt 24 HacTosAwero PegepanbHOro 3akoHa.

(yacTb 6 B peq. denepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepuoa nposeaeHuMa npoueaypbl NOATBEPXKAEHMA FOCYAapCTBEHHOW perncrpaumm
JIeKapCTBEHHOrO NpenapaTta ero rpak4aHckuii obopoT ocyLLecTBNAETCA Ha TeppuTopumn Poccuiickomn
depepaunn.

Cratba 30. BHeceHMe U3MEHEHUN B AOOKYMEHTbI, cogepKauineca B permctpauMoHHOM OCb€e Ha
3apeI'MCTpMpOBaHHbII‘;I }'IEKapCTBeHHbIﬁ npenapart ana megnumnHCKoro npnmeHeHuna

1. B uensax BHECEHUA U3MEHEHWIN B LOKYMEHTbI, COAEPrKaLLMeca B PerncTpaLMoHHOM AOCbe Ha
3apernucTpUpoBaHHbIA  IEKAPCTBEHHbLINM NpenapaTt A48 MeAUUMHCKOTO NPUMEHEHUs, 3asBUTESb
npeacTaBAsfeT B YMNOJHOMOYEHHbIN denepanbHbll OpraH WMCNOAHUTE/IbHON BAACTU 3aABAEHME O
BHECEHMM TaKMX U3MEHeHU No Gopme, YCTAHOBAEHHOM YNOJHOMOYEHHbIM deaepasibHbiM OpraHoOM
WCMNOJIHUTENbHOM BNACTU, U MPUIONKEHHbIE K HEMY M3MEHEHWUA B YKa3aHHble OOKYMEHTbl, a TaKxkKe
OOKYMEHTbI, MOATBEpPKAaloLMe HEOBXOANMMOCTb BHECEHUA TAaKUX U3MEHEHUK. MpUHATME pelleHus o
BHECEHMU TaKUX U3MEHEHUIN MAN 06 OTKase B UX BHECEHMM OCYLLECTBAAETCA B CPOK, HE MPEBbILLAOLMNIA
AeBAHOCTA paboumx [AHel €O [AHA  NPUHATMA  YNOJHOMOYEHHbIM  defepasibHbIM  OpPraHom
WCNONIHUTENbHOM BNACTU 3aBIEHUA O BHECEHWUWN TaKMUX U3MEHEHUIA.

2. B cnyyae BHeCEHUA U3MEHEHUI B MHCTPYKLMIO NO NPUMEHEHUIO 1EKAPCTBEHHOIO NpenapaTa B
OTHOLLEHUM CBEAEHWNI, YKa3aHHbIX B NOANYHKTaX -"n", "x" nyHKTa 16 yactn 3 cTaTbM 18 HacToALWEro
denepanbHOro 3aKoHa, B COCTaB JIEKAPCTBEHHOrO Npenapata Aa8 MEeAMUMHCKOTO MPUMEHEHMUS,
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M3MEHEHMA MecCTa MPOM3BOACTBA JIEKAPCTBEHHOrO npenapata ANa MeAWMUMHCKOTO MNpUMEHeEHWUS,
M3MEHEHMA MOKa3aTeNel KadyecTBa JIEKAPCTBEHHOrO MpenapaTta ANA MeOMLMHCKOro NpUMEHEHUA U
(Mnn) meToaOB KOHTPO/IA KayecTBa JIEKAPCTBEHHOro rnpenapata gas MeguLMHCKOro MpUMEHEHMUs,
M3MEHEHMA CPOKa FOAHOCTM SIEKapCTBEHHOTO NpenapaTta A1 MeMLUMHCKOro NPUMEHEHMA NPOBOAMTCA
3KCnepTu3a JIeKapPCTBEHHbIX CPEACTB B YaCTM IKCMEPTU3bl KaYecTBa JIeKapCTBEHHOro cpeactsa v (Mau)
3KCMEepPTU3bl OTHOLIEHMA OXMAAEMOW MO/b3bl K BO3MOMHOMY PWUCKY MPUMEHEHWUA JIEKAPCTBEHHOTO
npenapaTta 418 MeAUUNHCKOrO NpUMeHeHUs. B caydyae HEOBXOAMMOCTM BHECEHUA MHbIX U3MEHEHUI B
OAHHYIO MHCTPYKUMIO 3KCNEepTM3a NEKAPCTBEHHOrNO CPeacTBa A/1A BHECEHMA TaKUX M3MEHEeHWn B
CBeLEeHMA O 3aPErMcTPUPOBAHHOM IEKAPCTBEHHOM NpenapaTe He NPOBOAUTCA.

(8 pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-$3, 07 29.11.2010 N 313-3)

3. C 3aABNEHWEM O BHECEHUW U3MEHEHWI B AOKYMEHTbI, COAEepKaALLMECA B PErncTpaLMoOHHOM
[0Cbe Ha 3aperucTpMpPOoOBaHHbIV IEKAPCTBEHHbIM NpenapaTt Aaa MeAUUMHCKOTO NPUMEHEHNUA, Hapaay C
OOKYMEHTaMM, YKasaHHbIMM B 4acTM 1 HacToAweW cTaTbW, MPenCcTaBAATCA  AOKYMEHTbI,
noATeepaatowme ynaaTy rocygapCTBEHHOM MOLW/MHbI 3@ BHECEHME M3MEHEHWN B MHCTPYKLMIO NO
NPUMEHEHUIO NIEKAPCTBEHHOIO npenapata Anfd  MeAMUMHCKOTO MPUMEHEHWA, ToCYyAapCTBEHHOM
MOW/MHbI 33 BHECEHME MW3MEHEHWI B COCTAB JIEKAPCTBEHHOrO npenapata A8 MeguLMHCKOro
NpPUMeHeHMA.

4. B TeyeHne gecatm paboumx AHel co AHA NOCTYNAEHMA YKa3aHHOIo B 4acTK 1 HacToALen cTaTbu
3aABAEHUA U HeobXOAMMbIX AOKYMEHTOB YNOJHOMOYEHHbIV denepanbHbli OpraH MCNOAHUTENbHOM
BNACTU:

1) npoBOAMT NPOBEPKY MOAHOTbI U JOCTOBEPHOCTU CBEAEHUIN, COAEPKALLMXCA B NPeACTaBAEHHbIX
3aaBUTENIEM MaTepuanax;

2) NpUHMMAET peLleHre O NPOoBeAEHMUM YKa3aHHbIX B YaCTW 2 HACTOALLLEeM CTaTbW COOTBETCTBYHOLLMX
3KCMNepTU3 NeKAPCTBEHHOIO CPeacTBa UAK 06 OTKase B UX MPOBEAEHUM;

3) yBegomnneT B NUCbMEHHOW Gpopme 3anaBUTENSA O MPUHATOM PELEHMM UK B Cydae NPUHATUA
peleHns 06 oTKase B NPOBEAEHNN COOTBETCTBYIOLLEM SKCNEPTM3bI C yKa3aHMEM NPUYMH TaKOrO OTKa3a.

5. OcHoBaHMeM A/1A OTKa3a B NPOBEAEHUM YKA3aHHbIX B 4acTM 2 HACTOALWEN CTaTbW 3KCNepTUs
ABNAETCA NpeAcTaB/ieHMe AOKYMEHTOB, NEPEYNCTEHHbIX B YacTaX 1 1 3 HacTosLWen cTaTbu, B HENONHOM
obbeme MAM OTCYTCTBME B MPEACTaBEHHbIX AOKYMEHTaX A0CTaTOYHbIX CBEAEHWN, NOATBEPKAAOLMX
HeoH6X04MMOCTb BHECEHUA N3SMEHEHUM.

6. YKa3zaHHble B 4acTM 2 HACTOALLEN CTaTbM SKCMEPTU3bl NPOBOAATCA B MOPALKE, YCTAHOBNEHHOM
cTaTtbel 23 HactoAwero ®enepasbHOro 3aKoHa.

7. B cpoK, He npeBblWAOWMA NATU Paboumx AHEN CO AHA MOJyYEHMS 3aKAOYEHUA KOMMUCCUIA
3KCMepTOB MO pe3ynbTaTaM YKa3aHHbIX B 4YacTM 2 HACTOALLEM CTaTbWM 3KCMEPTWU3, YNONHOMOYEHHbIN
denepanbHbIii OpraH UCMONHUTEIbHOM BNACTU:

1) npuHUMaeT pelweHMe O BHECEHUM U3MEHEHM B [OKYMEHTbl, CoAeprkawmeca B
PErncTpaLMoOHHOM [0Cbe Ha 3apernucTpMpoOBaAHHbLIA JIEKAPCTBEHHbIM MpenapaT Aaa MegULMHCKOro
NPUMeHeHUA, UAK 06 OTKa3e BO BHECEHUWN TaKUX U3MEHEHWIA;

2) BHOCUT B TrOCY[APCTBEHHbIN PEEeCcTp NEeKAPCTBEHHbIX CPEACTB HA OCHOBAHMW pPELUEeHUs O
BHECEHMM  U3MEHEHWA B  [OOKYMEHTbl, COAEep’KaluMeca B  PerucTpauMoHHOM  [OCbe  Ha
3aPEerncTPUPOBaHHbI JIEKAPCTBEHHbIA NpenapaT 4na MeAMUMHCKOrO MNpPUMEHEHMUsA, Heobxoaumble
M3MEHEHMA N BO3BPALLAET UX 3aABUTENIO.

8. OcHoBaHMEM [A/ia OTKasa BO BHECEHUM WM3MEHEHMW B [OKYMEHTbl, coAeprKalimecs B
PEernmcTpaLMoHHOM [0Cbe Ha 3aperMcTpMpPOBAHHbLIA JIEKAPCTBEHHbIM MpenapaT gas MeguLMHCKOro
NPUMEHEHNA, ABNSAETCA 3aK/loYeHWe YMNOoNHOMOYEHHOro d¢eaepanbHOro opraHa MCNOAHUTENIbHOM
BNACTU O BO3MOXHOCTU CHUXKeHUA He3onacHoCTH, KauecTBa, 3GHEKTUBHOCTN 1EKAPCTBEHHOMO CPeacTBa
B C/lydae BHECEHMA TaKUX U3SMEHEHUI.

9. [onyckaeTcs rpa)KAaHCKMI 060pPOT NEeKapCTBEHHbIX MpenapaToB ANA  MeAULMHCKOro
NPUMEHEHUA, NPOU3BEAEHHbIX A0 NPUHATMA  YNONHOMOYEHHbIM  deaepanbHbIM  OpPraHom
WUCNOSIHUTENbHON BNACTU pEeLIeHMA O BHECEHUM MU3MEHEHUI B [OKYMEHTbl, COAeprKalimMeca B
PErvcTPaLMOHHOM A0Cbe Ha TaKMe SIeKapCTBEHHbIe NpenapaTtbl, AN pelleHns 06 0TKase BO BHECEHWUU
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YKa3aHHbIX M3MEHEHUN.

Cratba 31. BHeceHne M3MEHEHUI B AOKYMEHTbI, COAEP’KallMeca B PerncTpaumoHHOM Aocbe Ha
3aperncTpUpoBaHHbIi IeKapCTBEHHbIN NpenapaT A4/1a BeTepuHapHOro NpUMeHeHnn

1. B uensax BHeCEHUA U3MEHEHWUI B AOKYMEHTbI, COAepKaLLMeca B PermcTpauMoHHOM A0Cbe HA
3aPEerncTPUPOBaHHbIA  NIEKAPCTBEHHbIM Mpenapat A48 BeTEPMHAPHOrO MNPUMMEHEHMUA, 3aABUTENb
npeacTaBnfeT B YMNONHOMOYEHHbIM deaepanbHblit OpraH WMCNONAHUTENbHON BAACTM 3aAB/IEHME O
BHECEHUN TAKUX U3MEHEHWUI No ¢opme, YCTAHOB/IEHHOM YNONHOMOYEHHbIM defepasibHbiIM OpraHoOm
WCNOSIHUTENbHOW BNACTU, U NPUNOXKEHHbIE K HEMY M3MEHEHWA B YKa3aHHble AOKYMEHTbl, a TaKXke
OOKYMEHTbI, noaTBep:Kaatolme HeobxoAMMOCTb BHECEHMA TaKMX U3MeHEHUN. MpUHATHE pelleHnsa o
BHECEHWM TaKUX U3MEHEHUN UK 06 OTKase B MX BHECEHWUWN OCYLLECTBASETCA B CPOK, HE NPEBbILIAOLWNA
aeBAHocTa paboumMx pgHeM co  AHA  MPUHATUA  YNOJHOMOYEHHbIM  deaepanbHbiM  OpraHoOM
NCNO/IHUTENIbHOWN BNACTU 3aABJIEHMA O BHECEHUU TaKUX U3MEHEHUN.

2. B cnyyae BHECEHMA U3MEHEHWUIM B MHCTPYKLMIO MO NPUMEHEHMUIO NEKAPCTBEHHOro npenapaTta
ONs BETEePMHAPHOIro MNPUMEHEHMA B OTHOLWEHUM cBeAeHUA 06 WM3MEHEeHMAX [A03MPOBKWU, CPOKOB
BO3MOXHOIO  WCMOJIb30BAHUSA  MPOAYKUUM  KUBOTHOTO  MPOMUCXOXKAEHMA nociae MNpUMeHeHUn
JIeKapCTBEHHOrO NpenapaTa 418 BeTEPUHAPHOIo NPUMEHEHMA NPOBOANTCS SKCMNEepPTMN3a SIEKAPCTBEHHOTO
cpeacTea Ans BeTePUHAPHOro NpuMmeHeHus. B cnydyae Heo6XoAMMOCTM BHECEHUS MHbIX U3MEHEHUI B
OAHHYI0 WHCTPYKUMIO 3KCMepTU3a JIEKAapCTBEHHOrO CpeacTBa A/1A BETEPUHAPHOTO MPUMEHEHUS He
nposoauTcA.

3. C 3aABNE€HMEM O BHECEHUW U3MEHEHUWN B LOKYMEHTbI, COAEPrKalLMeEcA B PerncTpaumoHHOM
[0Cbe Ha 3aperucTpPUpPOBaHHbIN NEKAPCTBEHHbIM NpenapaT ANA BETEPUHAPHOIO NPUMEHEHMUA, HApAAY C
OOKYMEHTaMK, YKasaHHbIMM B 4YacTu 1 HacToAwel cTaTbM, NPEeACTaBAAIOTCA  AOKYMEHTbI,
noATBep:Kaatowme ynnaty rocyfapCTBEHHOM NOLWJ/MHBI 332 BHECEHWE M3MEHEHW B WMHCTPYKUMIO MO
NPUMEHEHWIO IEKAPCTBEHHOTO NpenapaTta 418 BETEPMHAPHOIo NPUMEHEHMA.

4. B cpoK, He npesbilalowWmii gecatn paboumx gHel co AHA NOCTYMJIEHUA YKa3aHHOro B Yactu 1
HACTOALLEN CTaTbW 3asBAEHUA U HEOBXOAUMBIX LOKYMEHTOB, YNOJHOMOYEHHbIN deaepasbHblit opraH
NCNOJIHUTENbHOWN BNACTH:

1) npoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTU CBEAEHWNN, COAEPKALLMXCA B NPEACTaB/IEeHHbIX
3anBUTENIEM AOKYMEHTaX;

2) nNpWUHMMaeT pelleHMe O MNpPOBEAEHWN 3SKCNEPTU3bl /IEKAPCTBEHHOro CcpeacTsa AN
BETEPMHAPHOro NpUMeHeHMa nnn o6 oTKase B ee NPoOBEAEHUM;

3) yBegomnseT B NUCbMEHHOM dopme 3aaBUTENS O NPUHATOM PEeLUEHUU UM B CayYae MPUHATUA
peweHns o6 OTKase B MpPOBeAEHUM IKCNEepTM3bl NEeKAapCTBEHHOro CpeacTBa A1 BeTepUHAPHOro
NPUMEHEHNA C YKa3aHWEM NPUYMH TaKoro oTKasa.

5. OcHoBaHMemM A/A OTKa3a B NpPOBeAEeHMM 3SKCNepPTU3bl JIEKAPCTBEHHOrO cpeacTBa ANs
BETEPMHAPHOrO MNPUMEHEHUA ABAAETCA NpeAcTaB/leHUe AOKYMEHTOB, YKasaHHbIX B vactax 1 u 3
HaACTOALWEN CTaTbW, B HEMOJIHOM 06beMe UM OTCYTCTBUE B NPEACTaBAEHHbIX AOKYMEHTAX AOCTaTOUYHbIX
CcBeZleHWUN, NOATBEP K AAOLWMNX HEOBXOAMMOCTb BHECEHMA N3MEHEHWA.

6. JKcnepTM3a JIeKAapCTBEHHOMO CPeacTBa A4J/18 BETEPMHAPHOrO MPUMEHEHUA B LenAX BHeceHus
M3MEHEHUA B [AOKYMEHTbl, COAeprKallMecs B PEernucrpauMoHHOM [OCbe HA 3aperMcTpupoBaHHbIN
JNIeKapCTBEHHbIM  MNpenapat AAAa BETEPUHAPHOrO MNPUMEHEHUA, OCYLLECTBAAETCA B  NOPAAKE,
YCTAHOB/IEHHOM cTaTben 24 HacToAwero PefepanbHOro 3aKOHa.

7. OcHoOBaHMEM [Afia OTKasa BO BHECEHWM WM3MEHEHMW B [OKYMEHTbl, cogep:Kawmeca B
PernmcTpauMoHHOM [0Cbe Ha 3apermcTpMpOBaHHbLIA NEKAPCTBEHHbIM MNpenapaT A48 BeTepUMHapHOro
NPUMeEHEHNA, ABNSETCA 3aK/loYeHWe YMNoNHOMOYEHHOro d¢eaepanbHOro opraHa MCNOAHUTENIbHOM
B/IACTU O BO3MOXKHOCTM CHUMKEeHMA 6e30MmacHOCTM, KayecTBa, 3GGEKTUBHOCTU /IEKAPCTBEHHOMO
npenapaTa 4711 BETEPUHAPHOTO NPUMEHEHUSA B C/ly4ae BHECEHMA N3SMEHEHUI B YKa3aHHbIe JOKYMEHTbI.

8. [lonyckaeTcs rpaxAaHCcKUii 060pOT NeKapCTBEHHbIX MpenapaToB A1A BeTepuMHapHOro
NPUMEHEHNA, NPOU3BEAEHHbIX A0 MNPUHATUA  YNOJHOMOYEHHbIM  defepanbHbIM  OpraHoOM
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WCMONHUTENbHOW BAACTM peLleHUA O BHECEHWM MW3MEHEHWH B [AOKYMEHTbl, coAep:Kawmeca B
PerncTpaunMoHHOM A0Cbe Ha 3apermcTpUMpPOBaHHbIA /JIeKApPCTBEHHbIM npenapaT A1A BeTepuMHApPHOro
NpUMeHEeHUA, A 06 OTKase BO BHECEHMU YKa3aHHbIX U3MEHEHWN.

Cratba 32. OTMeHa rocy4apCTBEHHOM perucTpaumm IeKapcTBEHHOMo npenapaTa

PeweHne 06 oTmeHe rocyapCTBEHHOM perncTpauumn NekapcTBeHHOro npenapaTta U UCKAKYEHUN
JIeKapCTBEHHOro npenapaTa M3 rocyaapcTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeACTB MPUHUMAETCA
YNOJAHOMOYEHHbIM defepanbHbIM OPraHOM UCMOAHUTENIbHOW BAACTW B Cay4ae:

1) npeacrassieHnA COOTBETCTBYIOLLUM YNOJIHOMOYEHHbIM denepanbHbim opraHom
WCNOJIHUTENbHON BNACTU 3aKNOYEHUA O PUCKE MAM 06 yrpose 340POBbIO, M3HWU 4YeNoBEKa WK
KMBOTHOTO MPU MPUMEHEHMU JIEKAPCTBEHHOrO MpenapaTa, npesbliwatowmx ero 3¢pGeKTUBHOCTb, MO
pesyibTaTamM OCYLLECTBASEMOro MM MOHUTOPWUHIa 6€30MacHOCTM NeKAaPCTBEHHOro Npenapara;

2) nogaun pas3paboTYMKOM /NIEKApPCTBEHHOIO CPeAcTBa WM YNOAHOMOYEHHbIM WM  APYrUm
IOPUANYECKMM NINLUOM 3anB/ieHMA 06 OTMeHe [rocygapCTBEHHOM perncrTpaunm eKkapcTBEHHOro
npenapara;

3) HenoATBEPKAEHMA FOCYAAaPCTBEHHOM PErncTpaunmn eKapCcTBEHHOro npenapaTa no UcreyeHum
CPOKa AeNCTBMA PEFUCTPALLMOHHOIO YAOCTOBEPEHMS, BbIAAHHOMO Ha NATb JIET;

4) HenpeacTaBneHUs 3aABuTeNeM MHPoOpMaLMM, KOTOpadA MOXKET nMoBJeyb 3a cobol
HEeobX0AMMOCTb BHECEHUS U3MEHEHWUN B AOKYMEHTbI, COAEp Kallneca B PerMcTpauMoHHOM A0Cbe Ha
3aperucTPUPOBaHHbIA  JIEKAapPCTBEHHbIA MpenapaT, B TeyeHue TpuauaTm paboumx pOHel co AHA
HacCTynjieHuAa sTnux VI3M€H€HVII‘/JI;

5) ocywecTBneHus rocyfapcTBEHHON perncTpauuu NeKapCcTBEHHOro npenapaTa nog, TOpProBbiM
HaMMeHOBaHMEeM 3aperncTPMpPOBaHHOIO paHee nog 3TUM TOProBbiIM HaMMEHOBAHWEM JIEKAPCTBEHHOIO
npenapara;

6) OCYyLLecTBNeHUSA TOCYZapCTBEHHOW perucTpauumn  3asBuUTE/IeM OZHOMoO M TOro e
NeKapCcTBEHHOTro npernapaTa noA pas/IMyHbIMU TOProBbIMM HAUMEHOBAHUAMMU;

7) BblHECEHMS CyAOM pelleHMA O HapyweHunm npas npaBoobnagaTens o06BHEKTOB
WHTENNEeKTya/IbHOM COBCTBEHHOCTU NPUY 0bpaLLEeHMM IEKAaPCTBEHHbIX CPEeACTB.

CraTbsa 33. TocyAapCTBEHHbIN peecTp IeKapCcTBEHHbIX CPeACTB

1. TocyaapcTBEHHbIM pPeecTp /NEeKAPCTBEHHbIX CPEACTB COAEPMKUT MNepeyeHb NeKapCTBEHHbIX
npenapaTos, NpoLeAWnX rocyaapCcTBEHHY0 perncTpaumio, nepedeHb GapmMaLeBTUYECKMX CybCTaHLMIA,
BXOAALLMX B COCTaB /IEKAPCTBEHHbIX MPEeNnapaTos, U CAeaytoLwyo MHbopMaLMio:

1) B OTHOLIEHUWN NEKAPCTBEHHbIX NPenapaTos:

a) HauMMeHOBaHMWE NEeKapCTBEHHOrO npenapaTta (MeXAayHapoAHOoe HenaTeHTOBaHHOE WM
XMMUYECKOE 1 TOProBoe HaMMeHOBaHWA);

6) nekapcTBeHHas Gopma C yKasaHMeM 403MPOBKU IeKapCTBEHHOMO NpenapaTta W ero KoM4ecTsa
B NOTPebUTeNbCKOW YNaKoBKe;

B) HAMMeHOBaHMe pa3paboTymnKa SIeKapcTBEHHOTO NpenapaTa;

r) HaUMEHOBaHWe W apec NPOM3BOAUTENA IEKAPCTBEHHOTO NpenaparTa;

4) dapmakoTepaneBTMYECKas rpynna eKapCTBEHHOIO Npenapara;

€) NoKasaHuWA M NPOTUBOMNOKA3aHMUA K MPUMEHEHUIO IeKaPCTBEHHOIO Npenapara;

) No6oYHbIe AEWUCTBUA IeKaPCTBEHHOrO Npenapara;

3) CPOK rO4HOCTU IEKAPCTBEHHOTO Npenapara;

1) YCNOBUA XpPaHEHNA NEeKAaPCTBEHHOTO Npenapara;

K) YCNOBMSA OTMNYCKa IEKAPCTBEHHOTO Npenapara;

N) Homep dapmaKonemHoi cTaTbM WMAM B CAyyae ee OTCYTCTBUMA HOMep HOPMaTUBHOM
AOKYMeEHTauumn AMbo HOPMaTUBHOTO OKYMEHTA;

M) [aTa rocyfapCTBEHHOW perncTpaumy NeKapcTBEHHOro npenapaTta M ero PerucTpaumoHHbIN
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HoMep;

2) B OTHOLIEHUU PpapMaLEBTUUYECKNX cybCcTaHLNIA:

a) HammeHoBaHWe dapmalLeBTUYECKON cybcTaHUMKU (MeXayHapoaHOoe HenaTeHTOBaHHOEe WU
XMMUYECKOEe M TOProBoe HaMMeHOBaHMUA);

6) HaumeHoBaHWe M aapec npoussoauTens GapmaleBTUYEeCcKol cybcTaHLmu;

B) CPOK roAHOCTM dpapmaLeBTUYECKOM CybCTaHLMK;

r) ycnosusa xpaHeHua dapmaLieBTMYECcKoMn cybcTaHuuuy;

4) Homep <¢apmaKonemHoW CcTaTbM WAM B CAyyae ee OTCYTCTBMA HOMep HOpPMaTUBHOWM
OOKYMeHTaLmMm N1Mbo HOPMATUBHOMO AOKYMEHTA.

2. ®dapmaueBTmyeckaa cybcTaHuMA, Heucnonblyemasa npu  MNPOU3BOACTBE J1IEKAPCTBEHHbIX
npenapaToB, MOXKeT ObITb BK/IIOYEHA B rOCYAapPCTBEHHbIN PEecTp SIEKAPCTBEHHbIX CPEACTB HAa OCHOBAHWUM
3anB/ieHMA pa3paboTymka, NPon3BOAUTENS NIEKAPCTBEHHOroO cpeactsa /MO0 YNOSHOMOYEHHOMO MMM
FOPMANYECKOro /INLA NPU YCNOBUN MPOBEAEHUSA B OTHOLUEHMW TaKoW dapmaueBTUYEcKolr cybcTaHumum
3KCnepTusbl KadyectBa ¢dapmaleBTUYECKON cybCcTaHUMM B MOpAAKe, YCTAaHOBAEHHOM cTaTbend 34
HacTosiwero PegepanbHOro 3aKoHa.

3. MNopAgoK BeAeHMA rocyAapCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPeACTB AN MeAMLMHCKOro
NPUMEHEHNA W MNOPAOOK BeAEHMA T[OCYyAapCTBEHHOrO peecTpa /NeKapCTBEHHbIX cpeacTB  Ana
BETEPMHAPHOIrO MNPUMEHEHUA YTBEPMKOAKTCS COOTBETCTBYHOLMM YMNOJHOMOYEHHbIM deaepanbHbIM
OpraHoOM MCMOIHUTE/IbHOM BNacTu.

Cratba 34. JKcnepTv3a KadectBa ¢apmMaleBTUYECKON cybCcTaHUMKM, HEUCNONb3yeMon npwu
NPOW3BOACTBE JIEKAPCTBEHHbIX NPenapaToB

1. Ansa BKAwoYeHUs apmaueBTUYECKON CcybCcTaHUMKM, HEUCNO/Ib3yeMon npu NpOoM3BOACTBE
JIeKapCTBEHHbIX NpenapaToB, B rOCYAAPCTBEHHbIA PeecTp /NeKapCTBEHHbIX CPeAcTB, NPOBOAMTCA
3KCnepTu3a ee KayecTsa.

2. JKcnepTM3a KayecTBa YKasaHHOM B YacTu 1 HacToswel cTaTb papmMaLeBTUYECKON cybcTaHumu,
COCTaB/IEHME KOMUCCUEN SKCMEPTOB 3aK/IIOYEHMNI MO pe3y/ibTaTaM TaKOW SKCMEPTU3bl U UX HanpaB/eHne
B YMOJIHOMOYEHHbIN deaepasibHbIi OpraH MCNOJIHUTENIbHON BNACTM OCYLUECTBAAIOTCA B CPOK, He
NPEeBbIAOWMI  WecTUaecATM paboumx gOHe Co AHA MOJYYEHUS ISKCMEPTHbIM  yypexaeHuem
COOTBETCTBYIOLLEIO 33a4aHMA YNOJHOMOYEHHOro ¢enepasbHOro opraHa MCMoOAHUTENbHOW BNACTU U
OOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 7 4yactu 3 ctatbk 18 HacToswero degepanbHOro 3akoHa.

3. [Ona npoBegeHWa 3KCNEPTM3bl KayecTBa YKasaHHOM B 4act 1 HacToswel CcTaTbu
dbapmaueBTUYECKON cybCTaHUMM 3aaBUTENb NPEACTAaBAAET B YNOJHOMOYEHHbIN deaepanbHbli opraH
NCNOJIHUTENbHOM BNACTK:

1) 3amBneHME O BK/IOYEHUM B TOCYLAPCTBEHHbIN PEECTP /IEKAPCTBEHHbIX CPEACTB AaHHOM
dapmaLeBTMUYECKON cybCcTaHUMU;

2) [OKYMEHT, noATBEPXKAAOWMI ynaaTy rocyAapCTBEHHOM MOWJ/IMHBI 3@  BKJKOYEHMe
dbapmaueBTUYECKON cybCTaHLMM, HEMCNOb3YeMOW NpU NPOM3BOACTBE JIEKAPCTBEHHbIX NPENapaTos, B
rocyapCTBEHHbIN PEECTP IEKAPCTBEHHbIX CPEACTB;

3) [OKYMEHTbI, yKa3aHHble B NyHKTax 4 - 7 yacTu 3 ctatby 18 HacToAwero ®eaepanbHOro 3akoHa.

4. B TeyeHue NATU paboumx AHeK co AHA NPUHATUA 3aABIEHNA O BKIOYEHMM YKa3aHHOM B YacTu 1
HacToswen cTaTbn ¢apMaueBTUYECKOM CyOCTaHUMM B FOCYAAPCTBEHHbIN peecTp NeKapCTBEHHbIX
CPeacTB U [AOKYMEHTOB, MEPEYUCNEHHbIX B 4YacTM 1 M NyHKTe 2 4YacTM 3 HacToAWel CTaTbM,
YNOJIHOMOYEHHbIN PesepanbHbIt opraH UCNOAHUTENbHOM BNACTU:

1) npoBoAMT nNpoBepKy MNOAHOTbl AAHHbIX, COAEPKALMXCA B MNPEACTaBNEHHbIX 3asaBUTENEM
OOKyMeHTax;

2) NpUHUMaET pelleHne O HAMpaB/JIEHMM B IKCMEPTHOE ydpexaeHWe 3aJaHusa Ha npoBeaeHue
3KCMNepTU3bl KAYecTBa YKasaHHOM B YacTn 1 HacToALwel cTaTbmn dapmaLeBTUYEeCcKol cybcTaHumMm unmn ob
OTKa3e B TAKOM HanpaB/ieHUY;

3) yBegomnseT B NMCbMEHHOW popme 3aaBUTENA O MPUHATOM PELUEHUN WU B Cy4Yae OTKasa C
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yKasaHMeM NPUUYNH TaKoro OTKasa.

5. OcHoBaHMeM A1 OTKa3a B HanpaB/IeHUWN B IKCMEPTHOE yupexaeHue 3aZlaHuA Ha NpoBeaeHne
3KCNepTM3bl KayecTBa YKa3aHHOM B 4actm 1 Hactoawen cTatbu dapmaueBTUYecKor cybcTaHumm
ABNAETCA HenpeacTaB/leHNe LOKYMEHTOB, NEePeYUCNeHHbIX B YacTU 2 M MyHKTe 2 YyacTu 3 HacTosLuel
CTaTbMm.

6. B TeueHue nATHaguaTM paboumx AHeN co AHA MONYYEeHMA peleHMsA YNoJIHOMOYEHHOro
denepanbHOro opraHa UCMOJIHUTE/IbHOM BAACTM O HaMpaB/leHUN B IKCMEPTHOE yUYpeXxKaeHne 3a4aHuns Ha
npoBefeHME 3KCMepTU3bl KayecTBa YKasaHHOMW B 4YacTm 1 HacToAwel ctatbM ¢apmaueBTUHECKON
cybCcTaHUMM 3anaBUTENb NPEACTABAAET B 3KCNEPTHOE yUuperKaeHe ans NpoBeaeHns 4aHHOW SKCnepTusbl
obpa3ubl ¢dapmaueBTUYECKOM cybcTaHUMM B KO/IMYeCcTBe, HeobxoAuMMOomM AnA BOCMPOU3BEAEHUSA
METOZ0B KOHTPO/I KayecTBa. JKCMEePTHOE yupexxaeHne npu noayyeHmm obpasyoB yKkasaHHOM B Yactu 1
HacTosIWEeN CTaTbM papmaLeBTUYECKOM CybCTaHUMWU BblAaeT 3aaBUTENI0 AOKYMEHT, NOATBEPKAAOLLNIA
nosiyyeHMe 3TUX 06pPasLOB, M B CPOK, He MNpeBbllaloWMn Tpex pabouymx gHelN, yBeAOMANSET B
nUcbMmeHHol dopme 06 3TOM YNONHOMOYEHHbIM deaepanbHbli OpraH UCMONHUTENbHOM BAACTU. ITU
CPOKM He BK/IOYAIOTCS B CPOK NpoBeaeHMA AaHHOW 3KCNepTUsbl.

7. JOKYMeHTbI, MOCTYNUBLUNE B SKCMEPTHOE yYpEXKAEHME AN NPOBEAEHMA SKCNEPTU3bI KayecTBa
YKa3aHHOMW B 4YacTM 1 HacTosiwen cTaTbM dapmaueBTUYECKoM cybCTaHuMM, NoasiexaT BO3BpaTy B
YNONHOMOYEHHbIN peaepasnbHbIit opraH UCMONHUTENbHOW BNACTU OAHOBPEMEHHO C 3aKAHOUYEHUSIMM MO
pesynbTaTam NPoBeAEHHOM 3KCNEPTU3bI.

8. B CpOK, He npeBblWaloWmMin NATU paboumx AHEN CO AHA MOJIYYEHUS 3aKAHOYEHMA KOMMUCCUM
SKCMepToB MO pe3y/bTaTamM 3KCMNepTU3bl KayecTBa YKasaHHOM B 4acTM 1 HacToAwen CTaTbu
dapmaueBTMYECKOM cybCTaHLMK, YNOJITHOMOYEHHbIN peaepasibHbIA OpraH UCNOJHUTENbHOW BNACTU:

1) ocywecTBnseT OLEHKY TaKOro 3aK/OYeHMA 418 ONpeaeneHns ero CooTBeTCTBMA 3aZaHui0 Ha
nposeaeHne AaHHOM 3KCNepTU3bI;

2) nNpuvHMMaeT peleHWe O BK/OYEHWM YKasaHHOMW B YacTh 1 HacToAwen CTaTbu
dapmaueBTMHEeCKOM cybCcTaHUMKN B rOCYAapCTBEHHbIN PEecTp JIeKaPCTBEHHbIX CPeACTB AN pelleHne ob
OTKa3e B TAKOM BK/IOYEHMMU;

3) BHOCUT NpPW NPUHATAW PELUEHUA O BK/IOYEHMM YKa3aHHOM B 4YacTu 1 HacToswel cTaTbu
dapmaueBTMHECKOM  cybCTaHUMM B TFOCYAApPCTBEHHbIA  pPeecTp  JIEKAapCTBEHHbIX  CPEACTB
npeaycMOTPEHHYO NMyHKTOM 2 yactu 1 ctatbm 33 HactoAwero ®eagepanbHOro 3akoHa MHGOpPMaLMo U
yBegomnseT 06 3Tom B NUCbMEHHOM popme 3anaBUTENA.

Cratba 35. T[loBTOpHOE nNpeacTaBAeHME JIeKApPCTBEHHOro Mpenapata, He npoleawero
rocyAapCTBEHHOW pPerncTpaumMmM NeKkapcTBEHHbIX NpenapaToB, Ha TOCYAApPCTBEHHYIO pPerncTpaumio
NleKapcTBEHHbIX NpenapaTos

MoBTOpHOE nNpeAacTaB/ieHWe B COOTBETCTBYIOWMI YNOAHOMOYEHHbIN deaepanbHbIi  opraH
NCMNONHUTENBHOW BNACTU NEKapCTBEHHOMO Npenaparta, He NpoLweALllero rocyaapcTBeHHON perncTpaumm
NeKapcTBEHHbIX MpenapaToB WAM MOAYYMBLUErO OTKa3 B YKa3aHHOW perncrpaummv v BNOCAeACTBUM
noABeprweroca M3MeHeHMI0 B 4YaCTM ero CcocCTaBa, PacCMaTpuMBaeTCA Kak npeacTaBjeHMe HOBOro
NIleKapCTBEHHOrO MpenapaTta Ha ero rocyapCTBEHHYIO PerucTpaumio HesaBUMCMMO OT COXPaHeHWsA ero
NepBMYHOro HaMMeHOBaHMA.

Cratba 36. O6kanoBaHWe peleHMa o6 OTKase B Bblgaye paspelleHus Ha npoBeAeHue
KAMHUYECKUX UCCIeL0BAHNI IeKapCTBEHHOMO NpenapaTa Uau pelweHuna ob oTKase B rocyAapCTBEHHOM
perucTpauumn NekapcTBeHHOro npenapaTta

PeweHre COOTBETCTBYIOLLErO YNOJHOMOYEHHOro $deaepasbHOro opraHa MCNoJIHUTENIbHOM BACTU
06 OTKase B Bblgaye paspeleHUss Ha MPOoBEAEHME KAMHWYECKUX MWCCNeAO0BaHUN NIEKapCTBEHHOMO
npenapata MM peweHne o6 OTKase B roCyAapcTBEHHOM perncTpaumm NeKapCTBEHHOro npenaparta
MOXeT 6bITb 06:Ka/10BaHO B MOPAAKe, yCTaHOBAEHHOM 3aKOHOAaTeNbCTBOM Poccuiickoii ®eaepaunn.
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Cratba 37. WHbopmaums, cCBA3aHHAA C OCYLWECTBNEHWMEM T[OCyAapCTBEHHON perncrpauum
NeKapcTBeHHbIX MNpenapaTtoB, MHPOpPMaUMA O 3aPEermcTPMPOBaHHbIX JIEKAPCTBEHHbIX npenapaTtax M
NleKapCcTBEHHbIX Mpenapartax, MCKAOUYEHHbIX U3 rOCYAapCTBEHHOIO peecTpa IeKapCcTBEHHbIX CpeacTs

1. CooTBETCTBYHOLWMIA YNOJHOMOYEHHbIN defepanbHblil  OpraH  MCMONHUTENBHOM  BAACTU
pasmewaetr Ha cBoem oduumanbHOM cante B cetn "WHTepHeT" wWHbOpmauLUio, CBS3aHHYHO C
OCYLLECTB/IEHMEM FOCYAAPCTBEHHOM perncTpauum NeKapCcTBEHHbIX MpenapaTos, B TOM 4ucne
NpoBeLEHMEM  IKCNEPTM3bl JIEKAPCTBEHHbLIX CPEACTB, WHPOPMALMIO O  3aPErncTPUpPOBaHHbIX
JNIEKapCTBEHHbIX MpenapaTtax W JIeKapCTBEHHbIX MpenapaTax, WCKAOYEHHbIX M3 TOCYyAapCTBEHHOTO
peecTpa /JIeKapCTBEHHbIX CPeACTB, He Mo3gHee yem 4epesd MNATb pabounx AHeM co AHA Noay4YeHwuA
COOTBETCTBYHOLLMM YNOAHOMOYEHHbIM deaepasbHbIM OPraHOM UCMONHUTE/IbHOM BAACTU 3aABAEHUA O
rocyapCTBEHHOMN perncTpaLmMm 1eKapcTBEHHOro Npenapara.

2. CpoKM M MNopAnOK pasMelLeHMA YKasaHHOM B 4YacT 1 HacToAwen ctaTbn WMHopmaumm
YCTaHaB/AMBAOTCA YNONHOMOYEHHbIM deaepasbHbIM OPraHOM UCNOAHUTENbHOW BNACTH.

Inaga 7. KIMHUYECKUE UCCNELOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANA MEAULIMHCKOTO NPUMEHEHUA, AOTOBOP
OB WX NMPOBEAEHWUW, NMPABA NALMEHTOB, YHYACTBYIOLLMNX
B 3TUX UCCNEAOBAHUAX

Cratba 38. KAnuHMYecKne wuccnegoBaHMA NIEKAPCTBEHHbIX MpenapatoB gaa MeauuMHCKOro
npumeHeHunA

1. KAMHUYEeCKMe MCCneaoBaHUA IeKapCTBEHHbIX NPenapaTos A8 MeAULMHCKOro NpUMeHeHus, B
TOM YMC/Ie MeXAyHapoaHble MHOMOLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErMCTPaLMOHHbIE, NPOBOAATCA
ONA TOCYAapCTBEHHON perMcTpaumm IeKapcTBEHHbIX MPernapaTos M MHOMo npeAHasHayeHus B OAHOM
NN HECKOJIbKUX MEAMLMHCKMX OpraHM3aumsax B COOTBETCTBUM C MPaBUIaMM KAMHUYECKOW MPaKTUKW,
YTBEPXAEHHbBIMMU YNOAHOMOYEHHbIM deaepanbHbiM OPraHoOM UCMOAHUTENbHOWN BNACTM, COOTBETCTBEHHO
B C/leAyoWmxX Lenax:

1) yctaHoBneHMe 6e30MacHOCTU JIEKAPCTBEHHbIX NpenapaToB A/A 340PO0BbIX A06pPOBONbLEB U
(MAn) nepeHocMMOCTM UX 340pOBbLIMM  A06POBOMLLAMM, 33 WMCKAOYEHMEM TaKUX WCCAeA0BaHUNA
NleKapcTBEHHbIX NpenapaTos, NPoun3BeAeHHbIX 3a Npeaenamm Poccuiickoint Peaepaumu;

2) noabop ONTMManbHbIX [AO3MPOBOK JIEKAPCTBEHHOrO nNpenapaTa W Kypca JiedeHus Ana
NauMeHToB C onpeaeneHHbiM  3aboneBaHMeMm, OMNTUMAbHbIX 403 M CXEM  BaKuuMHauuu
MMMYHOBMON0rMYECKUMIN NEKAPCTBEHHBIMM NpenapaTammn 340P0BbIX 406POBO/IbLEB;

3) ycraHoBneHMe 6e30NacHOCTM NEeKapCTBEHHOro npenapata M ero 3¢pdeKTMBHOCTM AnA
nauneHToB c onpeaeneHHbIM 3abo/1eBaHMEM, npoduNaKTUYECKOM 3 PeKTUBHOCTH
MMMYHOBMONOrMYECKUX IeKapPCTBEHHbIX NPenapaTos A4/14 340P0BbIX 406P0OBObLEB;

4) un3yyeHMe BO3MONKHOCTM pPaACIUMPEHMA MOKasaHWA ANa MeAWUUMHCKOTO MNPUMEHEHUA U
BbIAB/IEHMA paHee HEeW3BEeCTHbIX MO6OYHbIX AEWCTBUA  3aPErnCTPUMPOBAHHbLIX  /IEKAPCTBEHHbIX
npenaparos.

2. B OTHOWEHWM BOCMPOU3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaTtos ANs MeAMUMHCKOro
NPMMEHEHUA  NPOBOAATCA  MUCCnefoBaHWA  6UMO3KBMBANEHTHOCTM U (MAKM)  TepaneBTUYECKOW
3KBMBANIEHTHOCTM B  NOPAAKE, YCTAHOBAEHHOM  YMNOJHOMOYEHHbIM  ¢eaepasnbHbiM  OpraHom
MCMONIHUTEIbHOW BNACTU.

3. OpraHusauuio NPOBEAEHUS KAWHUYECKUX WCCNeLOBaHWI JIeKapCTBEHHOro npenapata Ans
MeAMLMHCKOro MPUMEHEHUs BNpPaBe OCYLLEeCTBATb:

1) pa3paboTumnK NeKapCcTBEHHOrO NpenapaTa Uan yrnoJHOMOYEHHOE UM INLLO;

2) obpasoBaTenbHble OpraHM3auMu Bbiclwero 06pa3oBaHUA, OpraHM3auuu AOMNONHUTENIbHOIO
npodeccrnoHanbHoro o6pasoBaHus;
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(n. 2 B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-d3)

3) Hay4yHO-UCCNeaoBaTeIbCKME OpraHmu3aLmu.

4. KnnMHUYeCKne UCCNeloBaHUA NeKapCTBEHHbIX NpenapaTtoB And MeAULUMHCKOro NpUMeHeHMUs
npoBOAATCA B MOpAAKe, YCTAaHOB/IEHHOM cTatbamm 20 - 22 Hactoauwero dPenepanbHOro 3aKOoHa, Ha
OCHOBaHMM pa3peLleHMA Ha NPOBeAEHUE KNAMHUYECKOTO MCCNenoBaHMA NEeKAPCTBEHHOMO MpenapaTa,
BblAA@HHOIO YMO/IHOMOYEHHbIM deaepasibHbiM OPraHOM WCMNOJIHUTE/IbHOW BNAcTU, B COOTBETCTBMU C
LensMM, YKasaHHbIMM B 4YacTu 1 HacTtoswein craTtbu. YNOJHOMOYEHHbIN deaepanbHblit opraH
WCMOJIHUTE/IbHOW BNAcTM BeAeT PeecTp BblAAHHbIX PaspelleHM Ha NpPoBeAEHUE KIMHUYECKUX
NCCNefOBaHNI NEKAPCTBEHHbIX MPENapaToB, COAEPMKALMA YKa3aHME Ha UX LUenb WAN uenn, B
YCTAaHOBNEHHOM 3TUM OPraHoOM NopsAaKe.

5. B cnyy4ae oOcCyLlecTBAEHMA T[OCYAapPCTBEHHOM perucTpaumMm neKkapcTBeHHOro mnpenapaTta
rocygapcTBeHHas MOLW/MHA 33 NPOBEAEHME IKCMEPTU3bl AOKYMEHTOB A/1A NONYYEHUA pa3pelleHuit Ha
npoBeAeHME KAMHUYECKUX UCCe0BaHNIM NeKapCTBEHHOro npenaparta 414 MeAnLUHCKOro NpUMeHeHus
M 3TUYECKOM 3KcnepTusbl Npu oOpalleHUM 3a rocyAapCTBEHHOM perncrtpaunen exkapCTBeHHOro
npenapata B COOTBETCTBMWU C LEAbID WUAM UEeNAMU, YyKasaHHbIMM B 4YacTu 1 HacTosAwen craTby,
ynaaymBaeTca 04HOKPATHO.

6. K opraHuMsauum npoBeAeHUs KAMHUYECKUX WUCCedOoBaHWM NIeKapCTBEHHOrO npenapaTa gas
MeAULMHCKOrO MNPUMEHEHMA Pa3paboTYMKOM JIEKApPCTBEHHOrO MpenapaTa MOryT NpuB/eKaTbeA
lopuanyeckme nuua  noboi  opraHM3auMoOHHO-NpaBoBor ¢opmbl NpU  ycnoBum obecneyeHus
COOTBETCTBUA 3TUX UCCNef0BaHUN TpeboBaHUAM HacTosalero PeaepanbHOro 3aKoHa.

7. KnnHu4yeckme mccnepoBaHMA IEKAPCTBEHHbLIX MPEnapaToB A8 MeAMUMHCKOTO NpPUMEHeHUA
NpPoOBOAATCA B MEAMUMHCKUX OpraHM3aumsax, aKKpegMTOBAHHbIX YMNOJHOMOYEHHbIM deaepanbHbiM
OpraHOM WCMOJIHUTE/IbHOM BIACTM B MOPSAKE, YCTaHOBAeHHOM [lpaButenbctBom Poccuinckol
depepauun.

8. [lepeyeHb MEAMLMHCKMX OpraHM3auuii, MMeLWMXx npaBo NPOBOAUTb  KAWMHUYECKME
NCCNefOBaHUA NIEKAPCTBEHHbIX MPEnapaTtoB AAA MeAMUMHCKOTO MPUMEHEHMA, U peecTp BblAaHHbIX
pa3pelweHnit Ha  NpPoOBeAEHUE  KAMHUYECKUX  UCCAeAO0BaHMMA  NEeKApPCTBEHHbIX  MpenapaToB
onyb/IMKOBbIBAOTCA M pPasMeLLatoTca YNOJHOMOYEHHbIM denepanbHbiM OPraHOM MCMONHUTENBHOM
B/1AaCTW B YCTAaHOBJIEHHOM MM NMopsaAKe Ha cBoem odpuumanbHom calite B cetn "UHTepHeT".

CraTtba 39. MexayHapogHoe MHOFOLEHTPOBOE K/IMHWYecKoe WcciefoBaHWe NeKapCTBEHHOro
npenapata gna megunumHCKOro npunmeHeHuna mnam nocTtperncTtpaumoHHoe KAnHMYeCkoe mccnegosaHue
NeKapCTBEHHOrO nNpenaparta Ana megnumMHCKOro npuMmeHeHuA

1. MexayHapoaHoe MHOroUeHTPOBOE KAMHUMYECKOE UCCNeAO0BaHWE NeKapcTBEHHOro npenaparta
ANA MeAVLMHCKOTo NPUMEHEHUA Ha TeppuTopun Poccuiickon deaepaumm nam nocTperncTpaumoHHoe
KAMHMYECKOe UCcCnefoBaHe eKapCTBEHHOro Npenaparta 418 MeAMLMHCKOro NPUMEHEHUA NPOBOAUTCA
Ha OCHOBaHWW pa3pelleHns Ha NPOBEAEHME KAMHMYECKOro UCCAeL0BaHNA IeKapCTBEHHOro npenapara,
BbIAAHHOMO YMNO/NHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOAHWUTENbHOW BAACTM MO pe3yabTaTam
3KCNEepPTM3bl  AOKYMEHTOB, HEO6XOAMMbIX A41A MOAYYeHUA  paspelleHna Ha npoBeaeHue
MEXAYHAPOAHOIO MHOFOLEHTPOBOIO KAMHUYECKOrO MCCNeLOBAaHUA NEKapCTBEHHOro npenaparta uau
NOCTPErncTPaLMOHHOrO KAMHUYECKOrO WCCAeL0BaHUA NEeKapCTBEHHOrO npenapata, UM 3TUYECKOM
3KCMepTU3bI.

2. [na nonyyeHus paspelieHMs Ha NPOBEAEeHWe MeXAYyHapoAHOro MHOMOLEHTPOBOro
KAMHMYECKOrO WCCIeA0BaHWUA NIeKapCTBEHHOrO npenapata ANs MeAMUMHCKOro MPUMEHEHMA Wau
NOCTPErUCTPALMOHHOIO KAMHUYECKOTO MUCC/IeA0BaHUs IEKAPCTBEHHOrO npenapaTa 411 MeauUMHCKOro
NPMMEHEHWUA B YMNOJIHOMOYEHHbIN deaepasnbHbli  OpraH WCMNOJHUTENbHOW BAAcTU  3aABUTENb
npeacTaBnserT:

1) 3asBneHVWe O Bblgaye paspelleHuA Ha MNPOBeAeHWE MEXAYHAPOLHOTO MHOTOLLEHTPOBOro
KAMHMYECKOro WCCAeAoBaHWUA NEKapCTBEHHOro npenapaTa 408 MeAMUMHCKOrO MPUMEHEHMS UK
NOCTPErMCTPALMOHHOMO KAMHUYECKOTO MCCNeA0BaHUA IeKapCTBEHHOro nNpenapata 414 MeanUMHCKOro
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NpUMeHeHus;

2) AOKYMEHT, NoATBEPXKAAOWMI yNAaTy rocy4apcTBEHHOMN MOLWAUHbBI 33 Bblgayy paspeleHns Ha
NnpoBeAeHMEe MEeXAYHAPOAHOr0 MHOTOUEHTPOBOIO KAMHUYECKOrO WCCAeAO0BaHMA 1IeKapCTBEHHOTO
npenaparta Ans MeAVUMHCKOTO NPUMEHEHUA AWM FTOCyAapCTBEHHOM MOLIIMHBI 3@ Bblgady paspelleHus
Ha NpoBefeHMe NOCTPErnCcTPaLMOHHOIO KAMHUYECKOTO UCC/Ie0BaHNA IeKapCTBEHHOrO npenapara g/
MeANUNHCKOTO NPUMEHEHNS;

3) oTYeT O AOKAMHUYECKUX MUCCNeLO0BaHUAX NIEKAPCTBEHHOMO CpeacTBa M OTYET O NPOBeAEeHHbIX
paHee KNMHMYECKMX UCCIed0BaHMUAX IEKAPCTBEHHOrO Npenaparta 18 MeguLUMHCKOro NpUMeHeHus (npu
Hanuumm);

4) npoeKT MPOTOKOMA K/JAMHWYECKOTO MCCAeL0BaHUA JIeKAapCTBEHHOro npenapata  Ans
MeANUNHCKOrOo NPUMEHEHNUS;

5) 6powtopy uccnegosartens;

6) MHOOPMALMOHHBIA NIUCTOK NALMEHTA, YYacCTBYIOWEIO B KAMHUYECKMX WCCNeO0BAHUAX
JIeKapCTBEHHOIO NpenapaTa 418 MegULMHCKOro NPUMEHEHUS;

7) cBepeHus o6 onbiTe paboTbl UccneaoBaTeNEN MO COOTBETCTBYHOWMM CMEUManbHOCTAM U KX
onbiTe paboTbl N0 NPOBEAEHUIO KIMHUYECKUX UCCNEeA0BaHNA;

7.1) cBefeHMA O MeAMLMHCKMX OpraHusauuMsax, B KOTOPbIX Npeanosiaraetca npoBeAeHue
K/IMHWUYECKOTO UCCNen0BaHNA IEKAPCTBEHHOIO NpenapaTta 418 MegULMHCKOro NpMMeHeHUs (NoaHoe u
COKpALLEHHOE HaMMeHOBaHWA, OpPraHM3aUMOHHO-NpPaBoBas GOpMa, MECTO HAXOXAEHUS U  MecTo
OCYLLECTBNEHUNA AeaTenbHOCTH, TenedoH, Tenedakc, appec 3SNEKTPOHHOM MOYTbl MEeOMULMHCKOM
opraHusauum);

(n. 7.1 B pen,. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7.2) npeanonaraemble CPOKW MPOBEAEHUSA KAMHUYECKOrO WCCNEL0BaHUA JIEKAPCTBEHHOIO
npenapara Ans MeaULMHCKOro NPUMEHeHUs;

(n. 7.2 BBeaeH ®eanepanbHbiMm 3akoHOM 0T 11.10.2010 N 271-93)

8) konuio poroBopa 06M3aTe/IbHOrO CTPAXOBaHWA, 3aK/IHOYEHHOTO B COOTBETCTBUM C TUMOBLIMU
npasuiamu 006A3aTeNIbHOTO CTPAXOBaHWA, C YKa3aHMEM MNpefesibHOM YMC/IEHHOCTM MNaLMEHTOB,
YYacTBYIOLWMX B K/JAMHUYECKOM UCCNEAOBAHUM JIEKAPCTBEHHOrO npenapata Aasa  MeaMLMHCKOro
NpUMeHeHus;

(n. 8 B pea. ®eaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

9) uHbOpMaLMIO O COCTaBe NEKAPCTBEHHOrO npenapaTa AfA MOAYYeHUs paspelleHna Ha
NpoBeAeHME MEXAYHAPOAHOrO MHOTOUEHTPOBOIO KAMHUYECKOTNO WCCAeAO0BaHUA N1IEKAPCTBEHHOTO
npenaparta Ans MeAMLMHCKOrO NPUMEHEHUS;

10) AOKYMEHT, COCTaB/ieHHbIA MPOM3BOAUTENEM JIEKAPCTBEHHOrO Npenapata U coaeprKalmi
NnokasaTenn (XapaKTepuCTUKM) JNIeKAapCTBEHHOrO npenapata, NPOU3BEAEHHOrO ANs NpoBefeHun
KMHUYECKUX UCCIef0BaHWNIA.

(n. 10 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. B cpoK, He npeBblWatloWmii NATM Pabounx AHEN CO AHA NPUHATUA YKA3aHHOTO B NyHKTe 1 yactu
2 HacToALEN CTAaTbM 3aABNEHUA U HEOBXOAMMbIX AOKYMEHTOB, YNOJAHOMOYEHHbIM dpesepanbHblit opraH
NCNONIHUTENbHOM BNACTK:

1) NpoBOAMT NPOBEPKY NOSHOTbI U AOCTOBEPHOCTU CBEAEHUM, COAEPMKALUMXCA B NMPEACTaBNEHHbIX
3anABUTeNEM JOKYMEHTAX;

2) NPUHUMAET peLleHne O NPOBEAEHMM SKCNEPTU3bI JOKYMEHTOB 414 NOJIyYEHMA pa3peLleHns Ha
npoBeAeHNe MeXAYHapOAHOr0 MHOFOLEHTPOBOMO K/AMHUYECKOTO MWCCNEAOBaHUA JIEKAPCTBEHHOMO
npenaparta Ana MeAUUMHCKOTO NMPUMEHEHUSA UM MOCTPErUCTPALMOHHOIO K/IMHMYECKOTO UCC/ef0BaHus
NIeKapCTBEHHOIO NpenapaTta 414 MeAULMHCKOrO NPUMEHEHMNA U STUYECKOM 3KcnepTusbl IMbo o6 oTkase
B NPOBEAEHMM YKA3aHHbIX IKCNepTUs;

3) ysegomnaeT B NUCbMeEHHOM popme 3asaBUTENS O MPUHATOM PeLLEHUU UAN B Cy4ae NPUHATUA
peleHunsa 06 oTKale € yKasaHMeM NPUYMH TAKOro OTKasa.

4. OcHOBaHWeM Ans 0TKasa B MPOBELEHMM IKCNEPTU3bI OKYMEHTOB A/1A NOJIYYEHUA Pa3peLLeHns
Ha NpoBefeHUe MeXAYHAPOAHOro MHOIOUEHTPOBOIO KAMHMYECKOTO WCC/ef0BaHUA NIEKAPCTBEHHOIO
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npenaparta 412 MeAULMHCKOrO NPUMEHEHMA WAWU MOCTPErncTPaLMOHHOrO KAMHMYECKOro UccienoBaHmns
IeKapCTBEHHOro npenapata Aaa MeAULMHCKOTO MPUMMEHEHMA U 3TUYECKOW 3KCrepTusbl ABAAeTCA
npeacraBaeHne JOKYMEHTOB, MPeayCMOTPEHHbIX 4acTbio 2 HacToAllei cTtaTbl, B HENOAHOM obbeme
MBO OTCyTCTBMUE B NPEACTaB/IEHHbIX AOKYMEHTAX MCYEPNbIBAOWEro nepevyHa HeobxoanumMbIX cBeaeHU
AN NHGOPMALLUK, KOTOPbIE AO0MKHbI ObITb OTPaXKEHbI B HUX.

5. [lpoBeaeHWe 3KCMepTUsbl [AOKYMEHTOB [ANA MOJyYEeHUs paspelleHus Ha nposeseHue
MEXKAYHAPOAHOr0 MHOTOLEHTPOBOro KAMHMUYECKOro WCC/Nel0BaHUA NeKapCTBEHHOro npenaparta Ans
meanLmMHCKOro npumeHeHuA nnu NOCTPErncTpaunoHHOro KANMHNYeCKoro nccnengoBaHuA
NIeKapCTBEHHOro npenapata Ana mMmegunumHCKOro npunmeHeHumAa u“ 3TUYEeCKoM 9KCNepTn3bl U Bblaa4va
pa3spelleHMAa Ha npoBefleHMe MeXAyHapoAHOrO0 MHOMOLEHTPOBOrO KJAMHUYECKOro uccaenoBaHuA
NleKapcTBEHHOro npenapaTa ANA  MeAMLUMHCKOrO NPUMEHEHM  MAM  NOCTPErncTpaLuMoHHOro
KAMHUYECKOTO  WUCCNeAoBaHMA  JIeKapCTBEHHOro npenapata  A4Aa MeAMUMHCKOro  NpUMeHeHUs
OCYLLECTBAAOTCA B NOPAAKe, yCTaHOBAeHHOM cTaTbamm 20 - 22 HacToslero deagepanbHOro 3akoHa.

6. PeweHnn 06 oTKase B NpoBeAEeHUU IKCNEPTMU3bl AOKYMEHTOB A4 NOAYYeHUA pa3pelleHua Ha
nposeAeHMe MeXAYHapOAHOro MHOTOLEHTPOBOrO KJ/AMHUYECKOro WCCAeAoBaHUA NeKapCTBEHHOro
npenaparta A4NAa MeANLUMHCKOro NPUMEHEHUSA AW NOCTPErncTPaLMOHHOrO KAMHMYECKOro UccneoBaHus
NleKapCcTBEHHOro npenapata Ana MeAUUMHCKOro NPUMEHEHMA U 3TUYECKOM 3KCNepTusbl U B Bblaaye
paspelleHMa Ha nposBedeHWe MeXKAYyHapoAHOr0 MHOFOLLEHTPOBOrO K/AMHMYECKOro UccienoBaHus
NleKapCTBEHHOro npenapata ANA  MeAMLUMHCKOrO NPUMEHEHMA MAM  NOCTPErncTpaLuMoHHOro
KAMHUYECKOTO UCCNeloBaHUA NeKapCTBEHHOro npenapara AN MeAnLUHCKOro NPpUMeEHEeHUA MoryT 6biTb
06rKannoBaHbl B NOpsAKE, YCTaHOBNEHHOM 3aKOHOoAaTe/IbcTBOM Poccuiickon ®eaepaumn.

Cratba 40. T[lpoBegeHue KAMHUYECKOrO WCCAeA0BaHUA NEKAPCTBEHHOro npenapata  A4Anaa
MmeaunumnHCKOro npnmeHeHuna

1. PykoBoauTenb MeAMUMHCKON OpraHM3aumu, KOTopas MpPOBOAMT KJAMHMYECKOe UCCiefoBaHUe
NIeKapCTBEHHOrO  Mpenapata A4N8  MeAMUMHCKOro  NPUMEHEeHWs, HasHavaeT WucciesoBaTens,
OTBETCTBEHHOIO 3a MPOBEAEHME TaKOro MCCAef0BaHMA M MMetowWwero edyebHylo chneumanbHOCTb,
COOTBETCTBYIOLLYIO MNPOBOAMMOMY KAMHUYECKOMY MWCCNEA0BaHUIO JIEKAapCTBEHHOIO MpenapaTta, Cco
CTaxkem paboTbl NO NporpamMmam KJAMHUYECKUX UCCAELOBAHWUI NEKAPCTBEHHbIX NPENapaToB He MeHee
YyeM nNATb /NIeT M MO €ero NpeasioXKeHWI0 HasHayaeT couccnepoBaTesie M3 4Yucaa Bpadel 3ToM
MeANUNHCKON OpraHM3aumm.

2. UccnepoBatenb ocywiecTsnseT BbIbOp NaLMeHTOB, KOTOpble MO MEAUUMHCKMM MOKA3aHUAM
MOTyT ObITb NPUBAEYEHbI K YY4acTUIO B KAMHUYECKOM UCCNeA0BaHMM IeKAapCTBEHHOrO npenaparta g
MeANUNHCKOro NPUMEHEHUA.

3. WccnepoBsaTenlb M couccnenoBaTenn AOJIKHbl  OblTb  O3HAKOMAEHbI € pe3ynbTaTamu
OOK/IMHUYECKOTO  MCCNefoBaHUA  IEKAPCTBEHHOrO  CpeacTBa, coepskawmmuca B Bpouwtope
nuccnenoBaTtens, NPOEKTOM MPOTOKOAA KJAMHUYECKOrO MCCNeA0BAaHWUA NIEKAPCTBEHHOIO npenapaTta ana
MeANUMHCKOTO NPUMEHEHMA, pa3paboTaHHbIM Pa3paboTYMKOM NEKAPCTBEHHOIO NpenapaTta WA UHbIM
IOPULMYECKMM NULOM, MPUBJEKAEMbIM K OPraHM3auun MNpPOBeLeHUs KAMHUYECKOro WUccnefoBaHuA
JIeKapCTBEHHOrO npenapaTta g8 MeaULMHCKOro MNPUMEHEHMA, U APYTMMW MmaTepuanaMm TaKoro
nccnefoBaHUA.

3.1. PykoBoauTENb MEAMLIMHCKOM OpraHmnsaLmMm B CPOK, He NpeBbilwatowmii Tpex paboumx aHeln co
OHA Hayana npoBefeHusa KANHMYECKOrO NUCCIeA0BaHNA NeKAPCTBEHHOIO NpenapaTta A1A MeanLMHCKOro
npumeHeHus, coobuiaet o6 3TOM B YNONHOMOYEHHbIN desepanbHblit OpraH UCNOAHUTENbHON BAACTH,
BblAABLUNI pa3pelleHne Ha NPOoBEAEHMNE TAKOrO UCCIeA0BAHNA, MO YCTaHOBEHHON UM popme.

(yacTb 3.1 BBegeHa deaepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-93)

4. OpraHusauuu, OCYLLEeCTBAAIOWME OPraHM3aumio MNPOBEAEHUA KAUHUYECKOTO WUCCNef0BaHMUA
NIeKapCTBEHHOrO npenapaTta ANA MeAMUMHCKOTO MPUMMEHEHMA U yKa3aHHble B 4actM 3 cTaTbu 38
HacToAwero denepanbHOro 3akoHa, B CAy4yae HeOHXOAMMOCTU BHECEHMA W3MEHEHWU B MPOTOKON
KJIMHWUYECKOrO UCCNe0BaHUA IEKAPCTBEHHOIO NpenapaTa 418 MeAUUMHCKOTO NPUMEHEHNA coobLuaoT

AHO OO «Akagemusa CeH Muwenby», Poccusi, Mocksa
Y4ebHbI kypc « OCHOBbI UHTEMMEKTYanbHON COGCTBEHHOCTMY
Cant: academy.saintmichel.pro; TenedoH: (499) 248 28 47

34



06 3TOM B YNO/SIHOMOYEHHbIV deaepanbHblit OpraH UCNONHUTENbHOM BNACTU, BblAABLUIMA paspelleHne
Ha NpoBeAeHMe TaKoro UccnenoBaHMsa, No YCTaHOBAEHHOW UM dopMe.
(8 pea. PenepanbHoro 3akoHa o1 11.10.2010 N 271-93)

4.1. ®opma coobLEeHNA O BHECEHUN WM3MEHEHWI B MPOTOKOA KAMHWYECKOro WcCAesoBaHMA
NIeKapCTBEHHOIO Mpenapata AAA MEeAULMHCKOTO MNPUMEHEHWA [AOMKHA COAepXaTb cheaylowme
cBefeHuA:

1) HaumeHoBaHWe, UAEHTUPUKALMOHHBIM HOMEP M 4aTa NPOTOKO/a KIMHMYECKOTo UCCAe0BaHUs;

2) naTa BHECEHUS U3MEHEHMUI B MPOTOKO KAMHUYECKOTO UCC/Ief0BaHUS;

3) HaMMeHOBaHMe Y MEeCTO HaX0XKAEeHWA 3anaBUTENS;

4) HaumeHoBaHWE OpraHW3auuKu, NPUBAEYEHHON Pa3paboTYMKOM JIeKapCTBEHHOrO npenaparta K
OpraHM3aLmm NpoBeaeHNA KAMHUYECKOTrO NCCAea0BaHMA (NP Hannumnm);

5) HaMMeHOBaHUA M MeCTa HaxOXAEHWA MeAMUMHCKMX OpraHM3aumii, B KOTOPbIX NPOBOAMTCA
KIMHUYECKOE UCCNeAOBAHNE;

6) f[aTa BblAAYM paspelleHUs Ha MNPOBeAEHME KAMHWYECKOTO WUCCNefoBaHMA M HOMEpP 3TOro
paspeLleHus;

7) U3meHeHWA, BHOCMMbIE B MPOTOKOA KANMHUYECKOFO NCCNEAOBAHNUA.

(yacTb 4.1 BBeaeHa PeaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

5. B CPOK, He NpeBbiWaloWmMi TpMALATM Paboumx gHEN CO AHA MONYYEHUA YKA3AHHOMO B YacTh 4
HacToAWEeN cTaTbl COOOLWEHUA, YNONHOMOYEHHbIM denepanbHbli OpraH WCNOAHUTENbHOW BAACTU
paccmaTpuBaeT 3TO COObLEeHNe B YCTAHOBJEHHOM MM MOPAAKE M NMPUHUMAET pPelleHne O BHECEHWUM
N3MEHEHMI B MPOTOKOJ1 KAMHUYECKOTO UCCNeA0BaHMA IeKAapCTBEHHOMO npenapaTa gas MeguLMHCKOro
npumMmeHeHna namn ob 0TKase BO BHECEHUMN TAKUX USMEHEHU.

6. KanHuyeckoe umccnenoBaHMe feKapCTBEHHOrO npenapaTta AnAa MeAMUMHCKOro NpuMeHeHus
MOXKeT ObITb MPUOCTAHOBAEHO MM MPEKPALLEHO, €C/IM B Mpouecce ero npoBefeHMA ob6Hapy:KeHa
ONAcHOCTb A/1A W3HM, 340pPOBbA MaLMEHTOB. B ciyyae BO3HMKHOBEHWS OMACHOCTM AAA KU3HM,
3[,0POBbA NALMEHTA, YYACTBYIOLWEIO B KAMHUYECKOM WCCAeAO0BAaHUM NEKAPCTBEHHOrO npenapata gns
MeAULMHCKOrO NMPUMEHEHUs, uccnegosateny obasaHbl NPoMHPOPMMPOBaTbL 06 3TOM pyKoBOAMUTENS
MEOVLMHCKON  OpraHu3aumMm U OpraHM3auumio, MOJYYMBLUYHD  paspelleHne  YyNnoaHOMOYEHHOro
denepanbHOro opraHa WCNONAHUTE/IbHON BAACTM HA OPraHUM3auMIO NPOBEAEHUA  KAMHUYECKOTO
NUCCNefOBaHUA  /IEKAPCTBEHHOTO  MpenapaTta. PeweHMe O NPUOCTAHOBAEHUW  KAMHUYECKOTO
MCCNeaoBaHUA  JIEKApPCTBEHHOrO  npenapaTta  A41a  MeAMUMHCKOro  MNMPUMEHEHUA  MPUHUMAIOT
pyKOBOAMUTENb MEAMLMHCKOW OpraHusauum u  (Man) opraHusauusa, MOAy4YMBLUAA — paspelleHue
YNOJIHOMOYEHHOrO deaepanbHOro OpraHa WMCNONHUTENbHOM BNACTM HA OPraHU3auuilo NpPoBeAeHUsA
KJIMHWUYECKOTO MCCIef0BaHUA IeKapCTBEHHOrO NpenapaTta 418 MeANUUHCKOTo NPUMEHEHMA, pPeLLeHne o
NPeKpawWweHnn TaKoro  UCCNef0BaHUS  NPUHMMAET  YNOJIHOMOYEHHbIM  deaepanbHbli  opraH
WCNONIHUTENbHOM BAACTM HA OCHOBAaHUM cOOOLWLEHMA B NUCbMEHHOW ¢opme pyKoBOAUTENA
MEAMUMHCKON  OpraHuMsaumn WM OpraHMsaums, MoAyyYMBLUAA paspelleHMe  YNoJIHOMOYEHHOro
depepanbHOro opraHa WCMNOJHUTENbHOW BAAcTM Ha OPraHM3auMio MNPOBELAEHUSA  KAMHUYECKOro
nccnenoBaHNA IEKAPCTBEHHOIO NpenapaTa 418 MeguLMHCKOTro NPUMEHEHUS.

7. B CpOK, He NpeBbIWAOWMi NATU Pabounx AHel co AHA 3aBepLUeHUs, NPUOCTAHOBIEHUA UK
NPEeKPaLLEHNs  KAMHUYECKOTO UCCNe[0BaHMA NIeKAPCTBEHHOrO npenapata  gas  MeguuUMHCKOro
npumeHeHus, cooblieHne 06 3TOM HaNpPaBAAETCA OPraHM3auMAMM, YKA3aHHbIMM B YacTh 3 cTaTbu 38
HacToswero ®esepasbHOro 3aKoHa, B YNOJHOMOYEHHbIN deaepanbHbli OpraH UCNONHUTEIbHON B1ACTU
Mo yCTaHOBAEHHOM UM dopme.

8. ®opma coobuieHMA O 3aBepLUeHUM, MPUOCTAHOB/IEHUM WM MpPEKpaLLeHUU KIAMHUYECKOro
nccneno0BaHUA EeKAPCTBEHHOIO NpenapaTta 419 MeAULUHCKOTO NPUMEHEHUA AO/IKHA COAEPHKATb:

1) nubopmaLmio 0 MeAULMHCKOWM OpraHu3aLmm AN MeaULMHCKUX OpraHn3aLmax, NPOBOANBLLMX
AaHHOe uccnefoBaHue;

2) onncaHue faHHOro UcCcNefoBaHUA;

3) AaHHble uccneposatens (pamuama, UMa, OTYECTBO, MecTo PaboTbl, 3aHMMaemMan LOJIKHOCTb,
CNeuManbHOCTb, CTaXX paboTbl NO MporpamMmmam  KAWMHWYECKUX WCCNEef0BAHUM  NEKAaPCTBEHHbIX
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npenapaToB, MepeyeHb KAWHUYECKUX WCCNeAOoBaHWUIA NIeKapCTBEHHbIX MPenapaToB, B KOTOPbIX OH
NPUHUMaN ydyactue (nepuoapl y4acTus) B Ka4ecTBe UccienoBaTens Uam comccnenoBaTens);
(8 pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pesynbTaT [AHHONO MUCCNef0BaHUA (3aBeplleHMe, MNPUOCTAHOBNAEHWE WKW TMPeKpaleHune
OAHHOTO NCcCnefoBaHMA C YKazaHUEM UX NPUYNH U BAUSAHUA HA OLLEHKY €ro pe3ynbTaToB, 06LLYIO OLEeHKY
PUCKa M OXWAAEeMOW MNOb3bl OT NPUMEHEHUA WUCCAELYEMOro /SIEKAapCTBEHHOIO NpenapaTta, a TaKXke
npeanonaraemble AanbHelnlne aAeicTema).

9. YnonHOMOYeHHbIV deaepanbHblii OpraH WUCMNOAHUTENbHOW BAacTM onybAMKOBbIBaeT MU
pasmewaetr Ha cBoem oduuManbHOM cainTe B ceTn "WHTepHeT" coobuieHne O 3aBeplleHuu,
NPWUOCTAaHOBAIEHUN WUAWN MPEKPALLEHUN KANMHMUYECKOTO MUCCNen0BaHMA SIeKapCTBEHHOMO npenapaTta And
MeANUMHCKOTO NPUMEHEHMA B CPOK, HE MPEBbILLAOWMNI NATU Paboumx AHEN CO AHA ero NoayyeHus, B
YCTaHOB/IEHHOM UM MOpPASKE.

10. YnonHomoueHHbIn denepanbHblit OpraH UCMOAHUTENbHON BAACTM OCYLLECTBAAET BedeHue
peectpa MccnegoBaTesie, NPOBOAALWMX  WAW  NPOBOAMBLUMX  KAWHWYECKME  WUCCNeaoBaHWA
NIeKAPCTBEHHbIX NPenapaToB A8 MeAULMHCKOrO NPUMEHEHUS, B COOTBETCTBUMN C YTBEPKAEHHBIMU UM
npaBuIamMmK U pasMeLLaeT ero Ha cBoeM opULMANbHOM caliTe B ceTu "MHTepHeT" B yCTaHOBAEHHOM UM
nopagKke. YKasaHHbI peecTp CoAepXUT MHOOPMaLMIO, NPEeAyCMOTPEHHYH MYyHKTOM 3 4yactu 8
HaCTOALLEN CTATbMU.

11. OT4yeT O pesynbTaTax K/JAMHUYECKOrO MWCCAeL0BaHUA NEeKapCTBEHHOro mnpenapata Ans
MeANUNHCKOTO NPUMEHEHMA COCTaBAAETCA OpraHM3aLMen, yKasaHHOM B YacTh 3 cTaTbk 38 HacToALEero
dPepnepanbHOro 3aKOHAa, Ha OCHOBAHWWM 3AKNHOYEHUA MEOMULMHCKMX OPraHW3aLmii, NPpOBOAMBLUMX 3TO
nccneaooBaHue, M NPeAcTaB/iaeTca B YNOJHOMOYEHHbIN defepasibHbIi OpraH UCMOMIHUTE/IbHOW BNACTH,
Bbl4aBLUNI pa3pelleHme Ha NPoBeLEHME 3TOFO UCCAeA0BaHMA, B CPOK, HE MPEBbIWALOWMIA TPEX MeCALLEB
CO [AHA ero 3aBeplleHWs, MPUOCTAHOBAEHUSA WAN NPEKPALEHUsA, B NOPAAKE, YCTAaHOBAEHHOM
YNOJHOMOYEHHbIM defepanbHbIM OpPraHOM UCMOAHUTENIbHOW BAACTU.

12. HapylweHne npaBuA KAMHUYECKOM MPaKTUMKKU, danbcuduKauma pesynbTaToB KANHUYECKOro
NUCCNefOBaHUA NEKApCTBEHHOro npenapata A48 MeAWMUMHCKOrO MNPUMEHEHWsA BAEKYyT 3a coboit
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCcTBOM Poccuiickoit ®epepaumu.

13. [lpu npoBeaeHMM KAMHUYECKOTO WUCCAeAO0BaHMA JIEKApPCTBEHHOro npenapata  A4naAa
MeAULIMHCKOro NpMMeHeHUs AonyckaeTca 3abop y nauneHToB BUonormyecknx matepuanos (06pasLbl
OMONOTNYECKUX  HKUAKOCTEN, TKAHEMN, CEKPETOB W MPOAYKTOB KM3HEAEeATENbHOCTM 4Yesl0BEKa,
dU3MONOTNYECKNX U MATONOTMYECKUX BbIAENEHUI, Ma3KoB, COCKOOOB, CMbIBOB, MWUKPOOPraHW3MOB,
6MONCUIHBIA MaTepuan) ANnA UX U3yYeHus Ha Tepputopum Poccuiickoit dPepgepaummn m (unaum) 3a
npeaenamu tepputopun Poccuiickoin Pepgepaumn.

14. Mopagok BBO3a Ha TeppuToputo Poccuiickon ®eaepaunm 1 BbiBO3a 3a Npeae/bl TEPPUTOPUM
Poccuiickolt depepaupymn 6MONOTMYECKUX MATEPMANIOB, MOJIYYEHHbIX MPU MPOBEAEHUU KAUHUYECKOTO
UCCNeaoBaHNA  /IEKAPCTBEHHOrO Mpenapata A4 MeAWMUMHCKOTO MNPUMEHEeHUs, YCTaHaBNMBaeTcA
Mpasutenbctsom Poccuiickon ®egepauymn.

CraTbAa 41. Jorosop o nposBefeHNN KIMHNUYECKOro nccneoBaHuA IeKapCTBEHHOro npenapara gna
MeanLMHCKOIo npumeHeHunA

1. KnuMHuyeckoe wuccnefoBaHWe NEKAPCTBEHHOrO npenapata Aas MeauLMHCKOIro NpUMeEHeHUsA
NpoBOAMTCA B COOTBETCTBUM C 4OTOBOPOM O NPOBEAEHUUN KANHUYECKOTO NCCAeA0BAHMA NEKAPCTBEHHOTIO
npenapata gns MeAUUMHCKOro MPUMEHEHMSA, 3aKAH4YaeMbiM MeXAYy OpraHu3aumen, nosyyvmBLLEi
paspelleHme YNnoJHOMOYEHHOro ¢enepasbHOro opraHa WMCNONHUTENbHON BAACTM Ha OpraHM3aumio
npoBeAeHMA TAKOrO MUCCNefOoBaHMA, U MeOULMHCKOM OpraHu3aumnei, OCyLLecTBAAOWEN NposeaeHue
TaKoro uccnenosaHms.

2. [loroBop O NpOBeAEHUM KAMHWYECKOrO WCCNef0BaHUA JIeKapCTBEHHOrO npenapata Ans
MEANUMHCKOTO NPUMEHEHNA A0/IKEH COAEPHKATb:

1) ycnoBus 1 CpoKM NpoBeaeHNa AaHHOTO UCCNeL0BaHMS;
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2) onpeaeneHne obLEen CTOMMOCTM NPOrpammbl AAHHOTO UCCNEA0BaHUA C YKasaHMEM CYyMMbl,
npeaHasHavatollenca ans BbinaaT MccnegoBaTensim, COMcceloBaTenam;

3) onpeaeneHne Gopmbl  NpeACTaBAEHUSs  pe3ynbTaTOB  AaHHOIO  UccleaoBaHUA B
YNO/NHOMOYEHHbIN deaepasibHbliA OpraH UCMOJIHUTEIbHOW BAACTH.

Cratba 42. ®uHaHcoBOe obecneyeHne KAMHUYECKOro UCCNea0BaHMA IeKapCTBEHHOrO npenapara
ANA MeANLUHCKOTro NpuMeHeHuA

duHaHcoBOe obecneyeHne KAMHUUYECKOTO WUCCNeAO0BaHUS JfIeKapCTBEHHOro npenapata Ans
MeAULIMHCKOTo NMPUMEHEHMUA OCYLLLEeCTBIAETCA 3a CYET:

1) cpeacts denepanbHoro brogKeTa;

2) cpencts opraHM3aumii, NONYUYMBLUMX PaspelleHne Ha opraHM3aumio NposBeaeHUA AaHHOro
nccnenoBaHus, B COOTBETCTBMM C YCAOBUAMM A0rOBOPa O €ro NpoBeaeHUu;

3) UHbIX He 3anpeLleHHbIX 3aKoHoAaTeNbcTBOM Poccunitickon Peaepaunm NCTOUHUKOB.

CraTba 43. I'IpaBa naumeHToB, y4acrteByrouwnx B KANMHUYECKOM HUCCNeOOoBaHUN NEKAPCTBEHHOrO
npenaparta ana meaguymnHCKoro npumeHeHunA

1. YuyacTMe nauMeHTOB B K/JAMHUMYECKOM WCC/AEAOBaHUM JIEKApPCTBEHHOrO npenapata And
MeAULMHCKOTo NPUMEHEHMUA ABNAETCA A06POBONbHbIM.

2. NauueHT AN ero 3aKoHHbIN NpeacTaBuUTeNb A0/MKEH 6biTb MHGOPMUPOBAH B MUCbMEHHOM
dopme:

1) o nekapcTBeHHOM npenapate ANS MeAULMHCKOrO NMPUMEHEHUS U CYLLHOCTU KAMHUYECKOTo
nccnefoBaHUA 3TOrO IeKaPCTBEHHOrO Npenapara;

2) o 6e30nacHOCTM NeKapCTBEHHOrO NpenapaTa AN MeAULIMHCKOro MPUMEHEHUSA, ero OXKUaaemoii
3pPEKTUBHOCTM M CTENEHWN PUCKA 4S1A NALUNEHTa;

3) 06 ycnoBuMAxX y4acTUA NaLumeHTa B KIMHUYECKOM NCCNe0BaHUM IeKapCTBEHHOro nNpenapaTa Ans
MeAULIMHCKOro NPUMEHEeHMs;

4) 0 UeNn WUAM Uenax U NPOAOJ/IKUTENBHOCTU KAMHMYECKOrO WUCC/e0BaHUSA /IeKapCTBEHHOro
npenaparta Aaa meauLUMHCKOro NPUMEHeEHUS;

5) o pelctBMAX nNaumMeHTa B c/yyae HenpeasuaeHHbiXx 3GPEKTOB BAUAHUS NEKAPCTBEHHOrO
npenapara 4na meauMUMHCKOro NPUMEHEHMA Ha COCTOSIHUE ero 340Pp0BbA;

6) 06 ycnoBuax 06a3aTeIbHOrO CTPax0BaHUA }KU3HK, 340P0BbA NALMUEHT];

7) O rapaHTMAX KOHPUAEHUMANbHOCTM Yy4yacTus nauMeHTa B KAMHMYECKOM UCCAeaoBaHUM
JIeKapCTBEHHOrO npenapaTta 418 MeANLMHCKOTO NPUMEHEHMUS.

3. 1o6p0oBONbHOE COorlacue NaumeHTa Ha ydacTue B KJIMHMYECKOM UCCea0BaHUM NeKAapCTBEHHOro
npenapata Ans MeauUMHCKOro MPUMEHEeHUs NOATBEpPXKAAeTCs ero noAnucbio UAW MOAMNUCBLID ero
3aKOHHOr0 NpeacTaBUTENA Ha UHOOPMALMOHHOM JINCTKE NalMeHTa.

4. TMauMeHT WAM ero 3aKOHHbIN NpeacTaBUTENb MMEEeT MpPaBO OTKa3aTbCA OT y4yacTusa B
KNMHMYECKOM UCC/el0BaHUWN NIEKAaPCTBEHHOrO npenapaTta Ans MeauLMHCKOro NpuMeHeHns Ha nboi
CTaauu NPoBeAEHUA TaKOro UCC/Ief0BaHUS.

5. NpoBegeHNe KAMHUYECKOrO UCCNeAoBaHWUA NEeKapCTBEHHOro npenapaTa Ans MeAuLMHCKOro
NPUMEHEHMA C Y4aCTMEM B KayeCTBe MaUMEeHTOB AeTel AONYyCKAaeTCs TOIbKO C COracua B MMCbMEHHOM
dopme ux pogutenei, ycbiHoBuTenen. et MOryT paccmaTpuBaTbCA B KayecTBe MNOTEHLMabHbIX
NauMeHTOB TaKOro WCCAefoBaHMA, TONbKO €C/lM ero npoBedeHWe HeobxoaumMo ANA yKpenieHus
340poBbA AeTel Uan npodUnakTUKM UHPEKLMOHHbIX 3aboseBaHNn B AeTCKOm Bo3pacTe nmMbo ecnum
Le/blo TaKOro UccnenoBaHMA ABAAETCS NOJNYYEHME AaHHbIX O Hauaydlwen f03MPOBKE IEKAPCTBEHHOMO
npenapata 4na neyeHus geten. B aTUx cayyasx Takomy MCCNefOBaHWUIO AOJ/IKHO NpesLlecTBOBaTb
KNMHMYECKOE MCCNeAoBaHME JIeKApCTBEHHOrO npenapata Aada MegMUMHCKOro MNpUMEHEHMA Ha
COBEpPLUEHHO/IETHUX FpaXKaaHax.

6. 3anpelwaetca npoBeAeHUE KAMHUYECKOrO MCCAeAoBaHMA JIeKapCTBEHHOro npenapata Ans
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MeANUMHCKOTo NPUMEHEHMA C y4acTUEM B KayecTBe NaLMeHTOB:

1) neTein-cnpoT 1 AeTen, ocTaBLUMXCA Be3 noneyeHMsa poauTenen;

2) KeHWMH B nepuog 6epemMeHHOCTW, KeHWMH B MNepuos TpyAHOro BCKApPM/IMBAHMA, 3a
WCK/IIOYEHNEM C/lyYaeB, €C/IM MPOBOAMUTCSA KAMHUYECKOE MCC/efoBaHUE JIeKapCTBEHHOro npenapara,
npeAHa3sHaYeHHOro A/1A YKa3aHHbIX EeHLWMWH, Npu yCI0BUU HEOBXOAMMOCTM NoayYyeHns MHbopMaumm
TO/IbKO BO BpEeMs MPOBEAEHMA COOTBETCTBYIOLWMX KAMHUYECKUX WCCNAeLOBaHMMA M MPUHATUA BCex
HEeobXoAMMbIX Mep MO WCK/OYEHUIO PUCKA HaHEeCeHWs Bpeaa *KeHWMHe B nepuod b6epemMeHHOCTH,
EHLMHe B nepuos rpyAHOro BCKapMANBAHUA, NI0AY UK pebeHKy;

3) BOEHHOCAYXKALLMX, 33 WCK/AIOYEHMEM C/ly4aeB MPOBEAEHMSA K/AMHUYECKOro WccnenoBaHus
JIeKapCTBEHHOrO npenapaTta, CrheuuasbHO paspaboTaHHOro ANA NMPUMEHEHMA B YCIOBUAX BOEHHbIX
OENCTBUIM, 4YpesBblYalHbIX CUTyauuid, NPOGUNAKTUKM U NedveHus 3aboneBaHU W MOpaXKeHui,
Mo/MlydeHHbIX B  pes3y/nbTaTe  BO3AEUCTBUA  HEONAronpuATHbIX  XMMUYECKMX, BUONOTMYECKUX,
paaMauMoHHbIX $akTopoB. KAMHMYECKoe McciefoBaHME TaKOro JIEKApPCTBEHHOrO MpenapaTa MOMKeT
NpoBOAMTBCA C y4aCTUEM B  KAYecTBe NALMEHTOB  BOEHHOC/AYMKAWMX, 33  UCKAIOYEHUEM
BOEHHOC/Y)KALLMX, NPOXOAALUMX BOEHHYK CAy»by no npusbiBy, ¢ cobnogeHnem TpebosaHuUiA,
YCTaHOB/IEHHbIX HacToAWwMM PesepasibHbIM 3aKOHOM B OTHOLLEHUM FPaXKAAHCKUX NNLL;

4) coTpyAHMKOB MNPAaBOOXPAHUTE/IbHbIX OPraHOB;

5) anu, oTbbiBalOWMX HaKa3zaHWe B MECTax NIMLLIEHUs cBOOOAbI, a TaK¥Ke /N, Haxo4AWwmMXca nog,
CTparken B CnefcTBEHHbIX U30NATOPAX.

7. DonyckaeTca nposeAeHME KAWMHUYECKOTO WCCAef0BaHMA NIEKAPCTBEHHOIO npenaparta Ans
MeANUMHCKOTO NPUMEHEHMS, NpeaHa3HaYeHHOro 414 IeYeHUs NCUXMYEeCcKUx 3aboneBaHui, ¢ y4yacTuem
B KayecTBe MaUMEHTOB JIML, C MCUXMYECKMMM 3ab0sIeBaHUAMM, NPU3HAHHLIX HeAeecnoCobHbIMU B
nopagKe, yCTaHOB/IEHHOM 3aKOHOAaTeNbCTBOM Poccuiickoi dPepepaummn. KnmHuyeckoe nccnenoBaHme
JIeKapCTBEHHOrO MnpenapaTta B 3TOM C/ly4ae NpoBOAMUTCA NMPWU HAMYUKN COTNacua B MMCbMEHHOMN dopme
3aKOHHbIX NpeacTaBuTeNel yKasaHHbIX UL,

Cratba 44. 06s3aTenibHOE CTPaxoBaHME KM3HM, 340POBbA MAUMEHTa, Y4acTBYHOLLErO B
KIMHUYECKOM UCCNe0BaHNM NEKAPCTBEHHOTO NpenapaTta g1a MeaAULMHCKOro NpUMeHeHusA

(8 pen. PepepanbHOro 3akoHa ot 29.11.2010 N 313-d3)

1. OpraHu3auma, NOAy4YMBLUAA pPa3peLleHMe Ha OpraHM3aumilo NpPoBeAeHUA KAMHWYECKOro
nccnefoBaHMA NIEKAPCTBEHHOro npenapata A44a MeAMUMHCKOro npumeHeHus, obs3aHa B KauyecTse
CTpaxoBaTeNa CTPaxoBaTb PUCK MNPUYMHEHUA Bpeaa KWM3HM, 340POBbIO NauMeHTa B pesynbTaTte
NpoBeAeHNA  KAMHMYECKOrO MUCCNeAO0BaHMA  NIEKAapCTBEHHOrO npenapata  Ana  MeAMUMHCKOro
NPMMEHEHMA 32 CBOM CYET MyTeM 3aK/10YeHUA AOroBopa 06A3aTeNbHOro CTPaxoBaHmA.

2. O6bekTOoM 06£3aTeNbHOr0 CTPAaxoBaHMA ABAAETCA MMYLLECTBEHHbIA MHTEpeC NaumeHTa,
CBA3aHHbIN C NPUYNHEHNEM BPELA €O XKU3HU UAN 340POBbIO B pe3y/bTaTe NPoBeAeHUA KAMHUYECKOTO
nccneoBaHMA NEKapCTBEHHOrO Npenapara 418 MeaMLMHCKOro MPUMEHEHMS.

3. CTpaxoBbim C/y4aem Mo A0roBopy 0b6sA3aTe/IbHOro CTPaxoBaHWA ABAAETCA CMEPTb NaUMeHTa UK
YXyALUEHWE ero 340P0BbA, B TOM UMC/ie BAEKyLLee 3a cO60l YyCTaHOBAEHWE UHBAAUAHOCTU, MPU HAANUYUM
NPUYNHHO-CNEACTBEHHOM CBA3M MeXA4y HacTynjieHnMem 3Toro cobbiTMa M yyacTMem nauueHTa B
KJMHUYECKOM UCCAef0BaHNM IeKapCTBEHHOTO nNpenapara.

4. TpeboBaHMA O BO3MELLEHMM Bpeaa, MNPUUMHEHHOTO XKWM3HW WAW 340POBbLIO MALMEHT],
NPeabaABAAOTCA B TeYEHME CPOKOB  WMCKOBOW  [aBHOCTM,  YCTAaHOBJIEHHbIX  FPaMKAaHCKUM
3aKOHO4ATE/IbCTBOM.

5. Pasamep cTpaxoBoW BbiNaTbl N0 A0roBopy 0643aTeNbHOro CTPaxoBaHUA COCTaBAET:

1) B cyyae cmepTy NauumeHTa ABa MU/IMOHA pybnel Ha Kaxk4oro nauueHTa, y4acTBOBABLUErO B
KMHWMYECKOM MCC/1ef0BaHUMN IEKAapPCTBEHHOTO Npenapara;

2) Npu yxyaLeHnn 340P0BbA NaLMEHTa:

a) nosnekwem 3a cobolt ycTaHOBAEHME MHBANUAHOCTK | rpynnbl, 0AMH MUAMOH NATLCOT ThbICAY
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pybnei Ha KaAoro naumeHTa, y4acTBOBaBLUErO B KAWMHUYECKOM MWCCAeA0BaHUMU NEeKapCTBEHHOro
npenapara;

6) nosnekwem 3a coboit ycTaHoOBAEHUE MHBanMAHocTM Il rpynnbl, oAMH MUANUOH pybneit Ha
Ka)K40ro nalmMeHTa, y4acTBOBABLUErO B K/IMHUYECKOM UCCAeA0BaHUM IeKapCTBEHHOTO NpenapaTa;

B) MoBnekllem 3a coboit yctaHoBneHue uHBanuaHoctu |l rpynnbl, NATLCOT ThicAY pybnein Ha
Ka)K40ro nawlmMeHTa, y4acTBOBABLUErO B K/IMHUYECKOM UCCAeA0BaHUM JIeKapCTBEHHOTO NpenapaTa;

r) He noBneKiwem 3a coboit yCTaHOBEHUA UHBANUAHOCTH, He bonee Yem TpUcTa Tbicay pybnelt Ha
KaXK40ro nauMeHTa, y4acTBOBABLUErO B KIMHMYECKOM UCCAeA0BAHUMN IeKapCTBEHHOTO NpenapaTa.

6. Paamep cTpaxoBbIX BbINAAT MOMKET ObITb YBEMYEH HAa OCHOBAHUWN pPeLLEHNsA cyaa.

7. Cpok porosopa 06A3aTeNbHOr0 CTPAXOBAHUA HE MOXKET OblTb MeHee, YemM CPOK NpoBeaeHMs
KNMHMYECKOTO UccneoBaHMA IEKAapCTBEHHOMO npenapara.

8. Ycnosua poroBopa 06A3aTeNbHOr0 CTPaxoBaHMA, B TOM 4uc/ie CTpaxoBble Tapudbl No
0b6A3aTeNbHOMY CTPaxOBaHUIO, NepedYeHb HEOBXOAMMbIX AOKYMEHTOB AR OCYLLECTBAEHUA CTPAXOBOWM
BbiNaaTbl, MOPSAAOK YCTAHOBNEHWSA CTpaxoBaTeNem WHAMBUAYANbHOIO WAEHTUPUKALUMOHHOIO Koaa
naumeHTa, NopAaoK MHGOPMMPOBAHMA CTPAXOBATENIEM CTPAXOBLUMKA O NPUBIEYEHHbIX K KTIMHUYECKOMY
NCCNefOBaHUIO /IEKAPCTBEHHOrO Mnpenapata Ans MeAMUMHCKOro NMPUMMEHEHMA NaumeHTax, nopsmaok
ynnaTbl CTPaxoBOW Npemuu, NOPALOK peannsaumm onpegeneHHbix Hactoawmm PegepanbHbIM 3aKOHOM
n apyrumn deaepanbHbIMM 3aKOHaMKU NpaB U 06A3aHHOCTEN CTOPOH MO A0roBopy 06s3aTesibHOro
CTpaxoBaHMA YCTaHaB/AMBAOTCSA TUMOBbIMM NpaBMaamMm 06A3aTeNbHOrO CTPaxoBaHUA.

9. B cnyyae npuuMHEHMA Bpeaa XM3HM NauMeHTa, y4acTBOBaBLUErO B KIMHUYECKOM UCCeA0BaHUN
JNIeKapCTBEHHOIO npenapaTta, BblirogonpuobpetTatenamn Mo AoroBopy o06A3aTeNbHOro CTpaxoBaHuWA
ABNAIOTCA rpaK4aHe, MMelolWMe MpPaBO Ha BO3MELLEHME Bpeda B C/Ay4ae CMepTM Kopmuibla B
COOTBETCTBUM C rParKAAHCKMM 3aKOHOAATENLCTBOM, MPU OTCYTCTBUU TAKUX rParKaaH - poauTenu, cynpyr,
OETM  ymepllero naumeHTa, Y4yacTBOBABLUErO B KJAMHMYECKOM UCCAEAO0BAHUM  JIEKAPCTBEHHOTO
npenapata, B C/ly4ae CMepTM MNAUMEHTA, Y4YacTBOBAaBLUErO B  K/AMHUYECKOM MCCAeAO0BaHUU
JIeKapCTBEHHOMO npenapata M He UMEBLLIEro CaMOCTOATENbHOIO A0X0A4a, - FpaXKAaHe, Ha MKOMBEHUU
KOTOPbIX OH HaxoAwW/acA, B OTHOLWEHMW BO3MELLEHUA pPacxodoB Ha norpebeHne naLMeEHT],
Y4YaCTBOBABLLErO B KAMHMYECKOM MCCAeL0BaHMM NEKAPCTBEHHONO Npenapara, - ANL0, NOHeclwee Takue
pacxozbl.

10. CrpaxoBaa BbinJaTa B CYET BO3MELWEHMA Bpeda, MNPUYMHEHHOTO KU3HM NALMUEHTa,
Y4YacTBOBABLLEro B KAMHMYECKOM WUCC/elOBaHNUN NeKapCTBEHHOro Nnpenaparta, pacnpeaensierca Mexay
BbirogonpuobpeTaTeiaiMmn NPONOPLNOHAIbHO UX KOJIMYECTBY B PaBHbIX AONSX.

11. MMpwn HacTynneHUM CTPaAxoBOro CAyyas MaUMEHT, Y4yacCTBOBaBWMK B  KJAMHUYECKOM
NUCCNeloBaHNUM  JIEKApPCTBEHHOro  MnpenapaTta,  Bbirogonpuobpetatenb  BnNpaBe  NpeabaABUTbL
HenocpeACcTBEHHO CTPaxXOBLUUKY TpeboBaHWe 0 BO3MeELLEHUM NPUUMHEHHOrOo Bpeaa. CTpaxoBas BbinaaTa
OCYLLECTBNSETCA CTPAXOBLIMKOM B TeYeHMe TpMAuaTM AHEeW co AHA NpeacTaBleHus HeobxoAMMbIX
OOKYMeHTOB. [MauMeHT, y4acTBOBABLUMN B K/IMHUYECKOM MCCNeA0BaHMM NEeKapCTBEHHOro npenapara,
WUAKU BbirogonpuobpeTatenb 0683aH COOBLWNTL CTPAXOBLLMKY ANA OCYLLECTBAEHUA CTPaxOBOW BbiNAaThl
WHAMBMAOYANbHBLIA  UAEHTUOMKALMOHHBIA  KOA, NauMeHTa, YCTAHOB/NEHHbIA CTpaxoBaTesem B
COOTBETCTBUM C TUNOBbLIMW NPaBUAaMKN 0653aTeNIbHOIO CTPaxoBaHMS.

12. [lo nonHoro onpegeneHua pasmepa NogNexKallero BO3MELLEeHMIO Bpeda CTPAxXOBLUUK NO
3aAB/IEHMIO NAUMEHTA, Y4YacTBOBABLUErOo B K/JAMHMYECKOM WCC/AeLOBAaHWW JIEKAPCTBEHHOrO Npenapara,
WAW  33ABJIEHMIO  BbIrogonpuobpetatens BnpaBe OCYWECTBUTb 4YacTb CTPaXxoOBOWM  BbIMaaThl,
COOTBETCTBYOLLYIO GAKTUYECKUN ONpeaeieHHOM YacTu NPUYNHEHHOTO Bpeaa.

13. CrpaxoBas BbIiNiaTa B COOTBETCTBUM C [AOFOBOPOM 006M3aTe/IbHOrO  CTPaxoBaHWUSA
OCYLLLECTBASETCA HE3ABMCMMO OT BbINAAT, NPUUUTAIOLLMXCA MO APYIMM BUAAM CTPAaXOBaHUSA.

14. He ponyckaeTcA y4yacTMe nNauMeHTa B MPOBEAEHUM KAMHUMYECKOro WUcc/iefoBaHuA
JIeKapCTBEHHOro NpenapaTta Npu OTCYTCTBMM A0roBopa 06583aTe/IbHOro CTPAXOBaHUA.

15. KoHTpo/ib 3a WMCMONHEHWEM OpraHusauuel, MnojyyMBLUEN pa3pelleHMe Ha OpraHusaLmto
NnpoBefleHUA  KAMHMYECKOrOo WUCCAeAoBaHMA  /IEKApPCTBEHHOro npenapata  Ans  MeAMUMHCKOro
NPUMEHEHNA, YCTAaHOBJ/IEHHOW HacToAllel cTaTbel 0653aHHOCTM MO 06A3aTeNbHOMY CTPAxOBaHUIO
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XW3HM, 340POBbA NauMeHTa, y4acTBylolwlero (y4acTBOBaBIUEro) B KAMHUYECKOM MCCAeA0BaHUM
NeKapcTBEHHOro  npenapaTa,  OCYWECTBAAETCA  YMNOJHOMOYEHHbIM  dedepanbHbiM  OpraHoOM
WCMONHUTENbHOW BNACTM, Bbl4aBWIMM paspelleHMe Ha NpPoBeAeHWEe KAWHWUYECKUX UCCaedoBaHuiA
NleKapcTBEHHbIX MPenapaTos 414 MeAULUMHCKOro NPUMEHeHUs.

Fnasa 8. MPOU3BOACTBO MU MAPKUPOBKA JIEKAPCTBEHHDbIX CPEACTB
Cratba 45. Npon3BoacTBO NEKAPCTBEHHbIX CPEACTB

1. Npoun3BOACTBO /IEKAPCTBEHHbIX CPEACTB AO0J/I)KHO COOTBETCTBOBATb MPaBWMiamM OpraHM3aumu
NPou3BOACTBA W KOHTPONA KayecTBa NEKAPCTBEHHbIX CPeACTB, YTBEPXAEHHbIM YNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMONHUTENbHOM BNACTU.

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

2. [pou3BoACTBO /NleKapCTBEHHbIX CpeacTB Ha Tepputopum  Poccuiickoih  depepaunmn
OCYLLECTBAAETCA NPOM3BOAUTENAMMU NEKAPCTBEHHbIX CPEACTB, MMEIOWMMN NNLEH3UIO HA NPOMU3BOACTBO
NleKapCTBEHHbIX CPeacTs.

3. MMpouM3BOACTBO /NEKApPCTBEHHbIX CPEACTB ocylwecTBasetca ¢ cobnaogeHvem TpeboBaHUiA
NPOMbILWNEHHOrO  pernameHTa, KOTOPbIM  yTBepyKAaeTcs  pykoBoguTenem  nNpoussoauTens
NIeKapCTBEHHbIX CPEACTB M BKAOYaeT B ceba nepeyeHb UCNO/b3yemMbix dapmaLeBTUYecKUX cybcTaHumii
M BCMOMOraTe/IbHbIX BELLECTB C YKa3zaHMEeM KOAMYECTBa KaKAOoro U3 HUX, AaHHble 06 MCnonb3yemom
0b0opyaoBaHUKM, ONUCaHME TEXHONOrMYEecKoro mnpouecca M MeTOA4O0B KOHTPOAS Ha BCex 3Tanax
NpPOW3BOACTBA IEKAPCTBEHHbIX CPEACTB.

4. Mpy NPon3BOACTBE JIEKAPCTBEHHbIX CPEeACTB MCMNONb3YTCA dapmaLeBTUYeckne cybcTaHumu,
BK/IIOYEHHbIE B rOCYapCTBEHHbIV PEecTp IeKapCTBEHHbIX CPeACTB.

5. 3anpewaeTca npon3BoACTBO:

1) nekapcTBEHHbIX CPEACTB, He BKIOYEHHbIX B FOCYAapPCTBEHHbIM PeecTp SIieKapCTBEHHbIX CPeacTs,
33  MCK/IOYEHMEM JIeKapCTBEHHbIX CpeacTs, MPOM3BOAUMBIX O/  MPOBEAEHUs  KAMHUYECKUX
nccnenoBaHNn U gns sKCNopTa;

2) panbCcnPULMPOBAHHbIX TEKAPCTBEHHbIX CPEACTB;

3) neKkapcTBeHHbIX cpeacTB 6e3 MMLEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) neKkapcTBEHHbIX CPeACTB C HapylweHMem MpasBua OpraHWsauuu NPou3BoACTBa U KOHTPOAA
KayecTBa /ieKapCTBEHHbIX CPEACTB.

6. Mpu BBOAE /IEKApPCTBEHHbIX CPEACTB B rPaKAaHCKMI 060pPOT YNOAHOMOYEHHOE /MU0
NpPoun3BOAUTENA NIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAET NOATBEPKAEHNE COOTBETCTBUA IeKaPCTBEHHbIX
cpeacts TpeboBaHUAM, YCTaHOBAEHHbIM NPU UX FOCYAapCTBEHHOW Perucrtpauum, U rapaHTUpyeT, 4YTo
NleKapCcTBeHHblE cpeacTBa MPoOu3BeAeHbl B COOTBETCTBMM C MpaBuiamy MPOM3BOACTBA U KOHTPOAA
KayecTBa /IieKapCTBEHHbIX CPEACTB.

7. YNOAHOMOYEHHbIM /IMLLOM MPOU3BOAUTENSA SIEKapPCTBEHHbIX CPeAcCTB ABAAeTcA ero paboTHWMK,
MMelLWNn Bbiclee dapmalieBTUYECKOe, XMmuyeckoe unam 6uonoruveckoe obpasosaHue anb6o npu
NPou3BOACTBE /IeKaPCTBEHHbIX CPEeACTB A1 BETEPUHAPHOIo NPpUMeHeHMA BeTepMHapHoe obpa3oBaHue,
CTaXK paboTbl HE MeHee Yem NATb J1eT B 061aCTM NPOU3BOACTBA U KOHTPO/IA KAayecTBa JIeKapCTBEHHbIX
CPeACTB U aTTeCTOBaAHHbIN B MOPAAKE, YCTAHOBNEHHOM YMOJHOMOYEHHbIM ¢eaepasibHbiM OpraHoOMm
WCMOJIHUTE/IbHOM BNaCTH.

8. MpousBoguTenn NeKapCTBEHHbIX CPEACTB MOTYT OCYLECTBAATb NPOAAXKY JIeKapCTBEHHbIX
CpeAcTB UM NepegaBaTh UX B yCTAHOB/IEHHOM 3aKoHOAaTe/IbCTBOM Poccuiickoit ®eaepaunm nopsaake:

1) ApyrMm NpousBOANTENAM NIeKapCTBEHHbIX CPeACTB ANA NPOU3BOACTBA IEKAPCTBEHHbIX CPEACTB;

2) opraHu13auuMsam onTOBOW TOProB/M EKaPCTBEHHbIMW CpeacTBaMu;

3) anTeyHbIM OpraHM3auuAaM, BETEPMHAPHbLIM anTeYHbIM OpraHM3aumMaM, WHAMBUAYaANbHbIM
npeanpuHUMaTENs M, UMEIOLWUM NNLEH3NIO Ha GapMaLeBTUYECKYIO AeATeNbHOCTb UM NINLEH3UIO Ha
MeANLIMHCKYIO AeATeNbHOCTb;

4) Hay4YHO-MCCNea0BaTeIbCKMM OpraHM3aumMam Ans HayyHo-uccien0BaTeIbCckoin paboTbl;
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5) MeaMLMHCKUM OpraHn3aLmam 1 BeTepUHapHbIM OpraHn3aLmam;
6) opraHu3aLMaMm, OCYLLECTBAAIOLMM Pa3BeAeHu1e, BbipaliuBaHNe U coaepsKaHne MUBOTHbIX.

CraTba 46. MapKMpOBKa NeKapCTBEHHbIX CPeaCcTB

1. J/lekapcTBeHHble NpenapaTbl, 3a UCKAOYEHWEM NIeKapCTBEHHbIX NpPenapaTos, M3roTOB/IEHHbIX
anTeYHbIMW OpraHM3aUUsAMMU, BETEPUHAPHLIMU anNTeUYHbIMM OPraHU3aUMAMKM, WHAMBUAYANbHbBIMU
npeanpuUHUMaTENAIMKN, UMEIOLLMMU  NULEH3NIO Ha (GapmaLeBTUYECKYD AeATeNbHOCTb, OJIXKHbI
nocTynaTtb B 0bpalleHne, ecnu:

1) Ha WX nNepBUYHON YMNaKoBKe (3a MWCKAOYEHMEM MNEepPBMUYHON YMNAKOBKM NI€KapCTBEHHbIX
pacTUTENbHbIX NPEenapaToB) XOPOLWO YMTaeMbiM LPUDTOM Ha PYCCKOM fA3blKe YKasaHbl HaMMeHOoBaHMe
JIeKapCTBEHHOro npenapata (Me)KAyHapogHoe HenaTeHTOBaHHOE, WM XMMUYECKoe, MAM TOprosoe
HaMMeHOBaHWE), HOMep cepwuu, Jata BbiNycka (4NA WMMMYHOBMONOTMYECKMX JIeKAPCTBEHHbIX
npenapaToB), CPOK rOAHOCTM, A03MPOBKA AN KOHLUEHTpauma, 06bem, aKTUBHOCTb B eAMHUL,AX AeNCTBUA
WU KONUYECTBO [03;

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

2) Ha Mx BTOPMYHOM (NOTPEbUTENBCKOM) YNAaKOBKE XOPOLIO YMTAaEMbIM WPUDTOM Ha PYCCKOM
A3blKe YKa3aHbl HaMMEHOBaHWE NIEKAPCTBEHHOrO npenaparta (MeXayHapoAHoe HenaTeHTOBaHHOEe MU
XMMMYECKOE N TOProBoe HaMMeHOBaHMS), HAMMEHOBaHWE NPOU3BOANTENS IEKAPCTBEHHOMO Npenapara,
HOMep cepwuu, AaTta BbiNycKa (ANA MMMYHOBMOIOrMUYECKUX JIEKAPCTBEHHbLIX MpenapaTos), Homep
PEerucTpaumMoHHOro  YAOCTOBEPEHUs,, CPOK TOAHOCTM, CNocob nNpUMeHeHWs, [O03MPOBKA MM
KOHLEHTpaumsa, 0b6bemM, aKTUBHOCTb B eAMHWLAX OeNcTBMA J/IMBO KOMYECTBO 403 B YMNAKOBKE,
NleKapcTBeHHas popma, yCoBua OTNycKa, YCI0BUA XpaHeHUs, npeaynpeautesibHble Hagnucu.

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

2. dapmaueBTUYeCcKMe CybCTaHUMKM OOMKHbI NOCTyNnaTb B obpalleHue, eciiv Ha UX NepBUYHOM
YNaKOBKE  XOPOWO YWTaeMbiM  WPUPTOM HA  PYCCKOM  A3blKE  YKasaHbl HaMMeHOBaHMe
dapmaueBTUYEeCcKon cybcTaHUMM (MexayHapoaHOe HenaTeHTOBAHHOE WM XMMMYECKoe W Toprosoe
HaMMeHOBaHWA), HAaMMeHOBaHWe npoussoauTena GpapmaL,eBTMYeCcKon cybCcTaHLUK, HOMeEpP cepun 1 AaTa
N3roTOBJEHWA, KOJIMYECTBO B YMAKOBKE U e4UHMULbl U3MEPEHUS KOMYECTBA, CPOK rOA4HOCTU U YCI0BUSA
XpaHeHus.

3. JlekapCTBeHHble CpeacTBa B KauyecTBe CbIBOPOTOK AOJIKHblI MocTynatb B obpalleHue ¢
YKa3aHMEeM KMBOTHOIO, U3 KPOBU, N1a3Mbl KPOBM, OPraHOB M TKaHEN KOTOPOro OHM NOYYEHbI.

4. Ha BTOpUYHYIO (NOTPEBUTENbCKYIO) YNAaKOBKY NeKapCTBEHHbIX CPEACTB, NOJIYYEHHbIX U3 KPOBH,
nnasmbl KPOBU, OPraHOB U TKaHEen YenoBeKa, A0KHA HaHOCMTbCA Hagnuck: "AHTuTena K BUY-1, BUY-2,
K BUpycy renatuta C M NOBEpPXHOCTHbIV aHTUIeH BMpYyca renatuTa B oTcyTcTBytoT".

5. Ha nepBMYHY0 yNaKoBKY M BTOPUYHYIO (NOTpebUTeNbCKYHO) YNaKOBKY paanodapmMaLeBTUYECKNX
JIEKapCTBEHHbIX CPEACTB A0J/I}KEH HAHOCUTbLCA 3HAK PaAnaLMOHHOM ONacHOCTM.

6. Ha BTOpMUHYlO (NOTpebUTENbCKYIO) YNaKOBKY rOMeonaTUYeCKMX NeKapCTBEHHbIX MpenapaToB
[JO0/IKHa HAaHOCUTbCA Haanuck: "TomeonaTnyecknin'.

7. Ha BTOpuYHylOo (NOTpebUTENbCKYO) YMaKOBKY JIEKAPCTBEHHbLIX PacCTUTE/bHbIX MNpPenapaTos
O0/KHA HAHOCUTbCA Haanuch: "MpoayKLMA NpoLwaa PaanaLMOHHbIN KOHTPOIb".

8. Ha nepBUYHYIO YNaKOBKY W BTOPUYHYIO (MOTPebUTENbCKYIO) YMNAKOBKY JIeKapCTBEHHbIX
npenapaTtos, NpeAHasHa4YeHHbIX 418 KNAMHUYECKUX UCCNefoBaHUIA, AOMKHA HAaHOCUMTbCA Hagnuck: "Ons
K/IMHUYECKUX UccneaoBaHnin".

9. YnakoBKa /IeKapCTBEHHbIX CPEACTB, MpeAHa3sHaYeHHbIX WCKAUYUTENbHO A1A 3KCMopTa,
MapKMpyeTcs B COOTBETCTBUM C TPEOOBAHUAMM CTPAHbI-MMNOpPTEpa.

10. Ha TpaHCnopTHylO Tapy, KOTopas He npegHasHayeHa pas notpebuteneir M B KOTOpPYyto
NMOMELLEHO NeKapCTBEHHOEe CPeacTBO, A4O/IKHA HAHOCUTbCA MHOPMAUMA O HAMMEHOBAHWUK, Cepun
NIeKapCTBEHHOro CpeacTBa, AaTe BbIMYCKa, KO/AMYECTBE BTOPWUYHLIX (NOTPEBUTENbCKMX) YNaKOBOK
JIeKapCTBEHHOrO CpeacTsa, NPoM3BoAMTENe IEKAPCTBEHHOrO CPeACcTBa C YKa3saHMEM HaUMEeHOBaHUA U
MECTOHAXOAEHN MPOU3BOAUTENA NIEKAPCTBEHHOrO CpeacTBa (afpec, B TOM ymucae cTpaHa u (uMaum)
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MEeCTO NMPOM3BOACTBA /IEKAPCTBEHHOIO CPEACTBA), @ TaKXKe O CPOKe rof4HOCTM NEKAaPCTBEHHOIO CPeACcTBa
M 06 ycnoBUAX €ro XpaHeHWA UM NepeBO3KM, HeobxoAuMmble npeaynpeanTesibHble Haanucu U
MaHUNYNATOPHbIE 3HAKM.
11. Ha nepBUYHYIO YNAKOBKY M BTOPUYHYIO (MOTPEebUTENbCKYIO) YNAKOBKY NEKAPCTBEHHbIX CPEACTB
AN BETEPMHAPHOIO NPUMEHEHMA AONKHA HAHOCUTLCA Haanuchk: "[nA BeETePUHAPHOTO NpUMeHeHna".
12. Ha BTOpuuHylo (NOTPebUTENbCKYD) YNaKoBKY NeKapCTBEHHOro mnpenapaTta HaHoOCUTCA
LITPUXOBOWM Koga,

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUMCKYIO SEAEPALNIO U BbIBO3 IEKAPCTBEHHbBIX CPEACTB
M3 POCCUIACKOW ®EAEPALUU
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MNopsagoK BBO3a JIEKapCTBEHHbIX cpeacTB B Poccuiickyio Pepepaumio M BbiBO3a
NleKapCcTBEHHbIX cpeacTs U3 Poccuiickoit ®eaepaunn
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BB0O3 neKapcTBeHHbIX cpeactB B Poccuitckyto Pepepaumio OCyWecTBAAETCA B NOpAAKe,
yctaHoBneHHom [MpasutenbctBom Poccuiickor ®Pepepaumn, B COOTBETCTBUM C  TaMOMKEHHbIM
3aKOHOAATENbCTBOM TaMOMKEHHOro coto3a B pamkax EBpA33C (manee - TamoXKeHHbIN coto3) U (Mnu)
3aKoHoZaTeibcTBoM Poccuiickoit Pegepaumm o TaMOXKEHHOM Aere.

(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-d3)

2. Beosumblie B Poccuiickyto ®egepaumio IeKapCcTBEHHbIE CPeACcTBa AO0/KHbI ObiTb BK/IOYEHbI B
roCyAapCTBEHHbIN PEECTP NEeKAPCTBEHHbIX CPEACTB.

(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

3. OonyckaeTtcsa BBO3 B Poccuiickyio Pegepaumio KOHKPETHOM NapTUKM 3aperucTpupoBaHHbIX U
(Mnn)  HesaperucTpuMpoBaHHbLIX NIEKAPCTBEHHbLIX CPEACTB, MNpeAHa3HayeHHbIX 48 MpoBeAeHus
KAMHUYECKUX UCCNeA0BAaHNIN IEKAPCTBEHHbIX NPEnapaToB, NPOBEAEHMA 3KCMEPTU3bl NIEKAPCTBEHHbIX
CPeacTB AN OCYLLECTB/IEHMA FOCYAAPCTBEHHOM pPerncTpaumu NeKapCcTBEHHbIX MPenapaTtoB Wan gns
OKa3aHuA Mep,VILI,VIHCKOﬁ nomouwn no XM3HeHHbIM NOKa3aHNAM KOHKPETHOro nalueHTa Ha OCHOBaHWK
pa3peleHmnn, BblAAHHOMO YMNOJHOMOYEHHbIM ¢eaepanbHbiM OPraHOM WCMNOAHUTENbHOM BAAcTU No
3afABNEHMAM /UL, YKa3aHHbIX B cTaTbe 48 HacTosAwero PeaepanbHOro 3akoHa. PaccmoTpeHne Takoro
3aAB/IEHMA W  NPUHATUE pEeLleHUas O Bblaye paspelleHns Ha BBO3 KOHKPETHOM napTuu
3apPEerncTPUPOBaHHbIX U (M) HE3aPErUCTPUPOBAHHbIX JIEKAPCTBEHHbIX CPeACTB, NpeaHasHauyeHHbIX ANs
NpoBeAeHNA KAMHUYECKUX WUCCNeAOBaHMM NEeKapCTBEHHbIX MpPenapaToB, MNPOBEAEHUA 3IKCNepTU3bl
NIeKApPCTBEHHbIX CPeacTB ANA  OCYWeCTBAEHMA T[OCY[apCTBEHHOM PEerucTpauum  JeKapCcTBEHHbIX
npenapaTtoB WAM ANA OKa3aHMA MeAMLUMHCKOM MOMOLWLM MO MKU3HEHHbIM MOKAa3aHMAM KOHKPETHOro
nauneHTa nMbo 06 0TKase B BblAaye YKa3aHHOMO paspelleHns NpomM3BOAATCS B CPOK, HE NPEeBbILLIatOLWMiA
naTn pabounx aHen. MNnata 3a BblAayy YKa3aHHOTO paspeLleHNs He B3MMaeTCs.

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

4. B Poccuiickyto ®PegepalmMio MOMKHO BBO3WUTb JIEKAPCTBEHHbIE CPEACTBA, KAYeCTBO KOTOPbIX
NnoaTBEpPXKAEHO  cepTUOMKATOM  MPOU3BOAUTENA  JIEKAPCTBEHHbIX  CPEACTB,  YAOCTOBEPAOLLMUM
COOTBETCTBME BBO3MMbIX JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM papmaKonenHblx cTatelt 1Mbo B ciyyae
MX OTCYTCTBMUA HOpMaTMBHOVI OOKYMeHTaunn nam HOpmMmaTuBHOIoO JOKYMEHTa.

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

5. 3anpewaetca BBo3 B Poccuiickyto Peaepaumto ¢panbcndmLUmMpOBaHHbIX 1EKAPCTBEHHbIX CPEACTB,
He06pPOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeACTB, KOHTPAhAKTHbIX IEKAPCTBEHHbIX CPEACTB.

(B pen. PegepanbHoro sakoHa ot 06.12.2011 N 409-$3)

6. danbcndnLMpoBaHHbIE NEKAPCTBEHHble CpPeacTBa, HeAo0bpOKayecTBEHHble SeKapCTBEHHble
CpeAcTBa NnoasiexaT U3bATUIO U NOCAeAyoLLEMY YHUYTOXKEHMIO UK BbIBO3Y U3 Poccuitickon Pegepaumm,
KOHTpadaKTHble SIEKAPCTBEHHbIE CPEACTBA - U3BATUIO U NOC/EAYIOWEMY YHUUTOXKEHNIO. YHUYTOXKEHME
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uan BbIBO3 M3 Poccuiickoit  depepaunmn  panbcMPUUMPOBAHHBIX  JIEKAPCTBEHHbIX  CPEACTB,
HefOobOpPOKAYeCTBEHHbIX  /IEKAPCTBEHHbIX  CPEeACTB, KOHTpPadaKTHbIX  JIeKAapCTBEHHbIX  CpeAacTB
OCyLIeCTBASIETCA 3a CYeT JiMuUa, OCYLIeCcTBMBLUEro WX BBO3. [OPAAOK YHUUTOXKEHMA U3bATbIX
danbcnPpMUMPOBaAHHBIX JIEKAPCTBEHHbIX CPeAcCTB, Hef0bpPOKAYeCTBEHHbIX JIEKAPCTBEHHbIX CPeAcTs,
KOHTpadaKTHbIX IEKAPCTBEHHbIX CPEACTB ycTaHaBAmnBaeTcs MNpasutenbctsom Poccuiickoli deaepaumn.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

7. Nuua, ocywecteasaowme BBo3 B Poccuitckyto DPegepaumio  danbcnpUUMpPOBAHHbBIX
JIeKapCTBEHHbIX  CpPeacTB, HeAoOpOKayecTBEHHbIX  JIEKAPCTBEHHbIX  CPeacTB,  KOHTPadaKTHbIX
JIeKapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C TAMOMKEHHbIM 3aKOHOAATE/IbCTBOM
Tamo»KeHHOro coto3a 1 (M1u1) 3aKoHoaaTenbcTBoM Poccuinckoit denepalimm 0 TaMOXKEHHOM Aene.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbIBO3 NeKapCTBEHHbIX cpeacTB U3 Poccuiickoit deagepaumnm ocywecTeaserca 6e3 npumeHeHus
OrpaHUYEHMUI, YCTAHOBJ/IEHHbIX TaMOMEHHbIM 3aKOHOAATENbCTBOM TaMOMKEHHOro cotsa u (1an)
3aKoHoaaTenbcTBOM Poccuiickon depepaunmn o rocyaapCTBEHHOM PEryinMpoBaHMKU BHELHETOProBowu
AeAaTenbHoCTU. BblBO3 /IeKapCTBEHHbLIX MpenapaTos, NpegHasHayeHHbIX A1 TYMaHUTApHOW MOMOLLM
(copelicTBMA) MM NOMOLLM NPY Ype3BblYalHbIX CUTYaLmMAX, ns Poccuiickon deaepaumm ocylectsaseTca
Ha oOcCHoBaHuMW peuweHuna [paBuTenbctBa Poccuiickont ®degepaumm WM peLIeHUs  OpraHoB
rocygapcTBeHHoOM BnacTu cybbektoB Poccuitickolt degepaumm o6 oKasaHMM MOMOLWM MHOCTPAHHOMY
rocygapcray.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

CraTtba 48. lOpuanyeckne nnua, KOTOPbIM paspelleH BBO3 JIEKAaPCTBEHHbIX CPeacTB B POCCMICKYIO
depgepaunto
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-d3)

JNlekapcTBeHHble cpeacTBa B Poccuickyto PepepaLimio MoryT BBO3UTb:
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) npousBoAMTENM NIEKAPCTBEHHbIX CPeacTB AnA  uUefeit cobCTBEHHOro MpoM3BOACTBA
NleKapCTBEHHbIX CPeAaCTs;

2) VHOCTpaHHble pa3paboTUMKM JIeKAPCTBEHHbIX CPEACTB WM WHOCTPaHHble MPOM3BOAUTENU
JIEKapPCTBEHHbIX CPEACTB UK APYr1e topuanMdYeckne nua no nopyvyeHuto paspaboTymKka N1eKapCcTBEHHOMO
CpeAcTBa ANA NPOBeAEHUA KAMHUYECKMX UCCNeLOoBaHUMA NeKapCTBEHHOro npenapaTa, OCYLLECTBAEHUA
rocyAapCTBEHHOM  perucTpaunm  /JIeKapCTBEHHOrO npenapaTta, BKAKOYEHMA  dapmaueBTUYECKOM
cybCTaHUMMN B rOCYyAapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB, KOHTPO/IA KayecTBa JIEKapCTBEHHbIX
CPeACTB NPM HANYMK pPa3peLLeHNs YNOAHOMOYEHHOro deaepasibHOro opraHa UCNOIHUTENIbHOM BACcTH
Ha BBO3 KOHKPETHOM NapTUM NeKapCTBEHHbIX CPEACTB;

3) opraHu3aLmMmn ONTOBOM TOProB/IM IEKAaPCTBEHHbIMU CPeACTBAMMU;

4) Hay4HO-UcCCnedoBaTeNbCKME OpraHusaumn, obpasoBaTenNbHble OpraHM3auuM  BbICLIErO
obpasoBaHUA, NPOU3BOAUTENM NEKAPCTBEHHbIX CPeACTB ANnA pa3paboTKu, MccnenoBaHUA, KOHTPONS
6e3onacHOCTN, KauyecTBa, 3GGEKTUBHOCTU /IEKAPCTBEHHbIX CPEACTB MPU  HaAWuyMKU  paspelleHus
YyNosIHOMOYEHHOro peaepasibHOro opraHa UCNONHUTEIbHOW BAACTK;

(B pen. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) meanumMHCKMe opraHmn3aumm, MHble ykasaHHble B NyHKTax 1 - 4 HacToAwWwen cTaTby opraHmn3aumnm
AnAa OKa3aHuA Me,EI,VILI,VIHCKOVI nomown no XMU3HEHHbIM MNOKa3aHMAM KOHKPETHOro nauneHTa npu
HA/IMYMM paspeLleHns ynoaHOMOYEHHOro deaepasbHOro OpraHa MCNONHWUTENbHOM BAAcTM Ha BBO3
KOHKPETHOM NapTWUM NeKapCTBEHHOro npenapaTta, Bbl4AaHHOrO B YCTAHOBAEHHOM nopsAgKke B dopme
3/IEKTPOHHOIO AOKYMEHTa, MOANUCAHHOIO 3/IeKTPOHHOM LMdpOoBOI NoaNUChIO.

Cratbs 49. [loKyMeHTbl, NpeAcTaBasemblie B TaMOXKeHHble opraHbl Poccuiickon depepaumm npu
BBO3€ /IeKapCTBEHHbIX CpeacTs B Poccuiickyio ®Peaepaumio
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)
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1. MNMpu BBO3e /NEKAPCTBEHHbIX cpeacTB B Poccuiickyio Pepepaumto B TAaMOXKEHHble OpraHbl
Poccuitckoit  Pepepaummn  HapAagy C  [OKYMEHTaMM, MpeacTaBleHUEe KOTOpbIX MNpeaycMOTPeHo
TaMOXEHHbIM 3aKOHOZATE/NIbCTBOM TaMOMKEHHOro coto3a M (MM) 3aKoHOAATeNbCTBOM PoCCUMCKOW
dPepepaunn o TaMoXKeEHHOM aene, NPeACcTaBAAITCA cneaytolwme JOKYMEHTbI:

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

1) ceptuduMKaT npousBoaUTENS JIEKAPCTBEHHOrO CPEACTBA, YAOCTOBEPAIOWMIA COOTBETCTBUE
BBO3MMOIO JIEKAPCTBEHHOIO cpeacTBa TpeboBaHusm dapmakonerHon ctaTbu anbGO B c/iyvyae ee
OTCYTCTBUA HOPMATUBHOMN AOKYMEHTALMU UM HOPMATUBHOTO AOKYMEHTA;

2) paspelleHne ynonHomodyeHHoro denepanbHOro opraHa WCNOMHUTENbHOM BAAcTM Ha BBO3
KOHKPETHON NAapTUW JIEKAapPCTBEHHOTO CPeACTBa B C/AyYasX, YCTAaHOBAEHHbIX 4acTblo 3 cTatbu 47
HacToawero PeagepanbHOro 3aKoHa.

2. JOKYMEeHTbl, yKasaHHble B NMyHKTax 1 M 2 yact 1 HacToAlel cTaTbM, NPeacTaBAAlOTCA B
TaMOXeHHble opraHbl Poccuinickon dPepepaumm npu NpubbITUM NEKAPCTBEHHbIX CPEACTB B POCCUMCKYIO
depepaumio.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 50. BBO3 neKapcCTBeHHbIX npenapatoB B Poccuiickyio degepaumio gas  IMYHOIO
MCMNONb30BaHNA U MHbIX HEKOMMEPYECKUX Lenei
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1. JlekapcTBeHHble npenapatbl MoryT ObiTb BBe3eHbl B Poccuiickyio Pegepaunio 6e3 ydyeta
TpeboBaHU, NpeayCMOTPEHHbIX Yactamu 1 - 4 ctatbu 47, ctatbsaimu 48 un 49 HacTosiwero PeagepanbHoro
3aKOHa, ec/in OHW NpeaHasHayeHbl gAsA:

(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) AMYHOro UCNoNb3oBaHUA GUBUYECKUMM NLLAMU, NPUBLIBLIMMUK B Poccuiickyio deaepauuio;
(8 pea. PenepanbHoro 3akoHa o1 06.12.2011 N 409-93)

2) wvcnonb3oBaHMA PabOTHMKAMM  AUMNIOMATUMYECKOro Kopryca WAM  NpeacTtaBuUtTensmu
MEXKAYHAPOAHbIX OPraHM3aLUnii, akkpeanToBaHHbIX B Poccuitckon ®Pepepaunu;

3) NeyeHUs NacCaXKMPOB M UYNEHOB 3SKMMAXKel TPaAHCMOPTHLIX CPeAacTB, Moe3gHbix bpurag wu
BOAUTENEN TPAHCMOPTHbIX CPeAcTB, NpMbbiBLIKX B Poccuitckyto Pegepaunio;

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

4) neyeHMA Y4aCTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CNOPTUBHbLIX MEPONPUATUA N YYACTHUKOB
MEXKAYHAPOAHbIX 3KCNeANLMNA;

5) neyeHMs KOHKPETHbIX KMBOTHbIX B 300MapKax, a TaKKe MBOTHbIX, BBO3UMbIX B PoCCUICKYO
depnepaunio g5 y4acTma B CMOPTUBHbIX U 3PEAULLHBIX MEPONPUATUAX.

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

2. B cnyuasx, npeaycMoOTpeHHbIX YacTbio 1 HacToAlel cTaTbM, AONycKaeTcA BBO3 B POCCUICKYIO
depnepaunio NeKapcTBEHHbIX NPENapaToB, He 3aperncTpUpoBaHHbIX B Poccuiickon deaepauymu.
(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

3. lekapcTBeHHbIE NpenapaTbl, NpegHasHaYeHHble AN r'yMaHUTapHOM nomoLum (coaencTemsa) unm
MOMOLLM MPU 4YpesBbl4alHbIX CUTyauusax, BBO3ATCA B Poccuitckyto Pepepaunio B NOpALKe,
ycTaHoBneHHom [pasutensctBom Poccuitckoit ®epepaumn. 3anpelsaetcas BBo3 B Poccuiickyto
depepaunto  He3apPErucTPMPOBAHHbIX  JIEKAPCTBEHHbIX  NpenapaToB, NpeAHasHA4YeHHbIX  4ns
rYMaHUTapHOW NOMOLM (COAENACTBUA) AN MOMOLLM NPU YPe3BblYaHbIX CUTYaLUAX.

(B pen. PegepanbHoro sakoHa ot 06.12.2011 N 409-$3)

Cratbs 51. CoTpyaHuyecTBO $peaepanbHOro opraHa UCMOIHUTENIbHOM BAACTU, YNOJTHOMOYEHHOTO B
06/1aCTV TaMOXKEHHOro Aena, U APYrux YnoJHOMOYEHHbIX ¢enepasnbHbIX OPraHOB MCMOAHUTE/bHOM
BAaCTU
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1. YnonHomoueHHble deaepanbHble OpraHbl WUCMOJIHUTENbHOW BAacTM NpPeAoCTaBAAOT B
pacnopsxeHue deaepanbHOro opraHa WCNONAHUTENbHOW BAACTU, YMNONHOMOYEHHOro B 0bnactu
TaMOEHHOro Aena, rocyAapCTBEHHbIM peecTp J/IeKapCTBEHHbIX CPeACTB, a TakXe MHpopmauuio o
BblAAHHbIX pa3pelleHMAX Ha BBO3 KOHKPETHOW MapTUKM NIEKAPCTBEHHbIX CPeACTB B C/Ay4asnx,
YCTAaHOBNEHHbIX YacTbto 3 cTaTb 47 HacToAwero PeaepaibHOro 3aKOHa.

2. ®epepanbHblii opraH UCMOAHUTENbHOM BAACTU, YNOJHOMOYEHHbIA B 06/1acTM TaMOXKEHHOro
aena, uHpopmmpyeT yKasaHHble B 4acT 1 HAcToALWEN CTaTbU YNONHOMOYEHHbIE denepasibHble OpraHbl
WCNOJIHUTENbHON BAACTUM O BBO3e NEKAPCTBEHHbIX cpeacTB B Poccuitckyio Pepepaumto u BbiBO3E
NIeKapcTBEHHbIX cpeacTs U3 Poccuiickon Pepepaummn no dopme U B NOpPALKE, KOTOPbIE YCTAHOBAEHDI
Mpasutenbctsom Poccuiickoin Peaepaumn.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Fnasa 10. PAPMALEBTUYECKAA AEATE/IbHOCTb
CraTtbs 52. OcywecreneHne dapmaueBTUYECKON AeATENIbHOCTH

1. dapmaueBTUYECKas [eATENbHOCTb OCYLLECTBAAETCA OpraHW3auusamu OMTOBOM TOProBau
NIEeKAPCTBEHHBIMM  CPEeACTBaMW,  anTeYHbIMM  OPraHM3aUMAMM,  BETEPUHAPHBIMM  ANTEYHLIMMU
OpraHv3aumMaAMK,  UHAMBUAYANbHLIMWM  NPEANPUHUMATENAMM,  UMEKWUMU  JIMLEH3UIO  Ha
bapMaLEeBTUYECKYIO AEeATENbHOCTb, MEAUUMHCKUMWU OPraHM3auMsamu, MMEIOWMMN  NIULEH3UI0 Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMK noapasaeneHuaMn (ambynatopuamu,
denbawepckumm 1 GenbaliepcKko-akyLepCKUMM  MYyHKTaMK, LeHTpamu (oTaeneHusmu) obluen
Bpa4ebHOol (cemeltHOM) NPaKTUKKM), PaCNONOXKEHHbIMU B CE/bCKUX MOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble OpraHW3auuu, W BETEPUHAPHbIMKM  OPraHM3auMsaMM, UMEIOLWMMM  JIMLEH3UI0  Ha
dbapmaueBTUYECKYIO AeATE/IbHOCTb.

2. ®dusnyeckne NMUA MOTYT OCYLLECTBAATbL (GapMaLeBTUYECKYI0 OeATeNbHOCTb MPU HaauMuum
BbICLLEro UK cpegHero gpapmaueBTMYeckoro obpasoBaHmna U cepTudmMKaTa CneLmanmcTa, BbiCLIEro Uam
cpefHero BeTepMHapHoro obpasoBaHMA U cepTUdMKaTa CMeLManmncTa, a TakKe BbICLLEro U CpeaHero
MeauLMHCKOro o6pasoBaHuA, cepTUdMKaTa cneumanmucta U AoNoAHUTENbHOro NpodeccMoHanbHOro
06pa3oBaHNA B YaCTU PO3HUYHOM TOPrOB/IN JIEKAPCTBEHHbIMM NMpenapaTaMm Npu yCa0BUKU UX paboTbl B
060Cc06./1eHHbIX NOAPA3LENEHUAX MEAMLIMHCKUX OPraHU3aL M, YKa3aHHbIX B YacTK 1 HacTosALLEN CTaTbM.
(yacTb 2 B peq. depepanbHoro 3akoHa ot 27.07.2010 N 192-93)

Cratba 53. Mpoaarka, nepefaya /NEKApPCTBEHHbIX CPEACTB OpraHM3aLusaMW OMNTOBOM TOProBAM
NeKapcTBEHHbIMUN CPeACTBaMM

OpraHu3aumm onToBOM TOProB/M J€KaPCTBEHHbIMU CPeACTBaMN MOTYT OCYLLECTBAATb MPOAANKY
NIeKapCTBEHHbIX CPeaCTB WMAW nepedasaTb WX B YCTaHOB/JEHHOM 3aKOHOAATENbCTBOM PoccuicKoi
depepauunn nopsaake:

1) ApyrMm opraHn3aLMam ONTOBOM TOProBAN NEKaPCTBEHHbIMM CPeACTBaMU;

2) Npon3BOANTENAM NIEKAPCTBEHHbIX CPeACTB ANA Lefieil MPoM3BOACTBA IEKaPCTBEHHbIX CPeaCTB;

3) anTeyHbIM OpraHM3aUmamMm U BETEPUHAPHbIM anTe4YHbIM OpraHM3aLuam;

4) Hay4YHO-MCCNe0BaTeIbCKUM OpPraHM3aUmMaM AN HaydHO-UCC/Ie0BaTeIbCKoin paboTbl;

5) uHAMBMAYaNbHbIM MPEAMNPUHUMAETENAM, WMEIOWMM JIMLEH3NIO Ha dapMaLeBTUYECKYo
AeATe/IbHOCTb MW JINLLEH3UIO Ha MEANLIMHCKYIO AeATe/IbHOCTb;

6) MeAMLMHCKUM OpraHn3auunsam, BeTepUHaPHbIM OpraHu3aLmam;

7) opraHu3aLmMam, OCYLLECTBAAIOWMM pa3BedeHuMe, BbipaluBaHUe U cofepiKaHue XKUBOTHbIX.

CtaTbs 54. MpaBuia oNTOBOM TOProBAM IEKAPCTBEHHbIMM CPEACTBAMMU

OnToBas TOoprosnAa NeKapCTBEHHbIMU cpeaocrsamum ocyuiectsnaeTca npounssoanTenamm

AHO OO «Akagemusa CeH Muwenby», Poccusi, Mocksa
Y4ebHbI kypc « OCHOBbI UHTEMMEKTYanbHON COGCTBEHHOCTMY
Cant: academy.saintmichel.pro; TenedoH: (499) 248 28 47

45



NeKapCTBEHHbIX CPEeACTB M OpraHM3auMAmMM OMNTOBOW TOPrOBAM /IEKAPCTBEHHbIMM CPeACTBamMM MO
npaBuaam, YTBEP)KAEHHbIM COOTBETCTBYIOWMMM YNOJHOMOYEHHbIMM  deaepanbHbIMU  OpraHamu
NCMNONHUTENbHOW BNACTU.

CraTtba 55. MopAg0oK pO3HMYHOM TOProBAN NEKAPCTBEHHBIMKU NpenapaTamu

1. Po3HMYHasA TOProBnA NEKapCTBEHHbIMM TMpenapaTtamu B KOJMYECTBAX, HEOBXOAMMbIX ANA
BbINOJIHEHUA BpayebHbiX (penbalepcknx) HasHaYeHWn WM Ha3HayeHui cneumannctos B obsactu
BETEPUHAPUM,  OCYLLECTBASETCA  anTeYHbIMWU  OpraHM3auMaAMM, BETEPUMHAPHbIMKU  aNTEeYHbIMU
OpraHvM3aumMaMy,  UHAMBUAYANbHLIMM  NPeAnpPUHUMATENAMU,  UMEWUMU  JIMLEH3UIO  Ha
bapMaLEeBTUYECKYIO AeATENbHOCTb, MEAUUMHCKUMWU  OPraHM3aumaMmn, MMEWUMN NULEH3UIO Ha
bapmaLeBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMW noapasaeneHuaMn (ambynatopmamm,
denbpliepckumn 1 penballepcKo-aKyLepPCKUMM  NYHKTaMK, UeHTpamu (oTaeneHuamu) obuei
BpayebHol (cemeltHOM) NPaKTUKKM), PAaCNONOKEHHbIMU B CENIbCKMX MOCENEHUSX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble OPraHW3auuM, W  BETEPUHAPHBIMM  OPraHM3aAUMAMM, UMELWMMU  NIMLEH3UI0  Ha
bapmaueBTUYECKYIO AeATeNbHOCTb. PaspelleHa pO3HWYHAA TOProBAA TOJIbKO J1IEKAPCTBEHHbIMMU
npenapaTtamu, 3aperncTpupoBaHHbiMKM B Poccuiickoit ®epepauymn MAKM U3roTOBAEHHBIMW anTeYHbIMM
opraHM3aumamm, BETEPUHAPHbLIMM anTe4YHbIMM opraHMsaumamm, WHAMBUAYANbHBIMU
npeAnpPUHUMATENS MU, UMEIOLWMMU NNLEH3UIO HA GapPMALLEBTUYECKYIO AeATENbHOCTb.

2. Bupgbl anTeuyHbIXx OpraHM3auMin M nNpaBMaa OTNYCKA JIEKAPCTBEHHbIX MpPenapaTtoB ANA
MEANUMHCKOTO NMPUMEHEHUA anTeYHbIMU OPraHM3aumsamMun, MHAMBUAYANbHbIMU NpeanpuHUMaTensamu,
UMELWNMMM  NLEH3UIO Ha (apMaueBTUUYECKYID OeATe/IbHOCTb, a TaKXe npaBuaa OTnycKa
JIeKapCTBEHHbIX MpenapaToB Aasa MeAMUMHCKOro NPUMEHEHUs MegULMHCKUMMKU  OpraHu3auusamu,
UMEWMMN  NLUEH3NIO Ha  papmMalLeBTUYECKYID  AeATe/IbHOCTb, W uX  060cobaeHHbIMMK
nogpasgeneHuamu (ambynatopmamn, odenbgluepckumm U denbaliepCcKo-aKyLWepCKUMU  NMYyHKTaMM,
LueHTpamn (oTaeneHMammn) obuien BpayebHoM (cemelHOM) NPaKTUKKU), PACMONIOKEHHBIMU B CE/IbCKUX
noceseHusAx, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHuM3aumu, YTBEpP:KAATCA YMNOJHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOJTHUTENIbHOM BNACTU.

3. MpaBunna oTNycKa HaPKOTUYECKUX CPEACTB M NMCUXOTPOMHbIX BELLECTB, 3aperMcTpUpPOBaHHbIX B
KayecTBe JIeKapCTBEHHbIX MPENnapaToB, JIEKAPCTBEHHbIX MpPenapaToB, COAEPXKALLMX HapKOTUYECKue
CpeAcTBa WM TMCUXOTPOMHbIE BELWLECTBA, YTBEPMKAAOTCA YMNOJHOMOYEHHbIM desepanbHbIM OpraHOM
WCNOJIHUTENbHOM BNACTM MO COrnacoBaHuio ¢ denepasibHbIM OPraHOM WCMOJIHUTENbHOM BAACTH,
OCYLLECTBAAWMM GYHKLMM MO BbIpaboOTKe rocygapCTBEHHOM MNONUTUKKM, HOPMATMBHO-MPABOBOMY
PEerynMpoBaHnio, KOHTPOIO W Haa3opy B chepe 060POTAa HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX
BELLECTB U UX NPEKYPCOPOB, a TaKKe B 0671aCTM NPOTUBOLAENCTBUA X HE3AKOHHOMY 060pOTY.

4. JleKapcTBeHHble npenapatbl ANA BETEPUMHAPHOrO MNPUMEHEHWs NoAgJexaT OTNycKy
BETEPUHAPHbIMM aNTeYHbIMMU OPraHM3aUUAMK, BETEPUHAPHBIMKU OPraHM3aALUUAMM, UHANBUAYATbHBIMM
NpeAnpUHUMATENS MU, UMEIOLLMMM NNLEH3UIO Ha papMaLeBTUYECKYIO AeATeNbHOCTb. MpaBuaa oTnycKa
JIeKAPCTBEHHbIX MpenapaToB A/1a BETEPUHAPHOIO MNPUMEHEHWUS YTBEPKAAIOTCA YMNOJHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOTHUTENIbHOM BNACTMU.

5. MepeyeHb MEAMUMHCKMX OpPraHM3auuni, MMeWUX UMUEeH3NI0 Ha $apmaLeBTUYECKYHO
OeATeNbHOCTb, U UX 060CcobNeHHbIX noapasaeneHuii (ambynaTopuii, denbaluepcknux u denbalepcko-
aKYLIepPCKUX MNYHKTOB, UEHTpoB (oTaeneHuit) obuwel BpayebHOW (cemeiHON) NpaKTUKK),
PacCno/IOXKEHHbIX B CE/IbCKUX MOCENIEHUAX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHM3auuu, a TaKxkKe
nepevyeHb IeKapCTBEHHbIX NPenapaToB (3a UCK/OYEHMEM HAaPKOTUYECKUX IEKAPCTBEHHbIX NPENapaTos U1
MCUXOTPOMHbIX NEKAPCTBEHHbIX MPEernapaToB), NPoAaKa KOTOPbIX MOMKET OCYLLECTBAATLCA YKa3aHHbIMMU
opraHusaumamm 1M ux ob6ocobneHHbIMM  noapasfeneHuAMM,  YCTAHABAMBAKOTCA  OpraHamu
NCNOSIHUTENbHOM BNacTn cybbekToB Poccuiickonn Pegepaunm.

6. AnTeuyHble OpraHuW3auuKn, WHAMBMAYANbHblE MPesnPUHUMATENN, UMEKLWME JIMLEH3UIO Ha
dbapmaueBTUYECKYIO AeATeNbHOCTb, 00s3aHbl 0becneynBaTb YCTAHOBJIEHHbIA  YNOJHOMOYEHHbIM
depepanbHbIM  OpPraHOM MUCMNOAHUTENIbHOW BNACTM  MWHWMMANbHbLIA  aCCOPTUMEHT  JIeKAPCTBEHHbIX
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npenapartos, HEO6X0AMMbIX 418 OKa3aHMA MeAULMHCKOM NOMOLLM.

7. AnTeuyHble opraHuM3auUuKn, WHAMBUAYaANbHble MPeANPUHUMATENN, UMEOLLNEe NULEH3UI0 Ha
dbapmaLLeBTUYECKYIO AeATeNbHOCTb, HapAay C NeKapCTBEHHbIMM npenapatamyM  MMeT npaso
npuobpetatb M npoaasBaTb W3AENNA MEAMLMHCKOTO HasHauyeHusn, aesnHduumpylolime cpeactsa,
npegmeTbl U CpeacTBa NNYHOW TUTUEHbl, nocyay ANs MeAULMHCKUX uUenei, npeameTbl U cpeacTBa,
npeaHasHayeHHble ANs yxoaa 3a 60/bHbIMU, HOBOPOXKAEHHBIMU U AETbMU, HE AOCTUTLLIMMMK BO3pacTa
Tpex NeT, OYKOBYID ONTMUKY U CpPeAcTBa yxo[a 3a Hell, MUHepaibHble BOAbl, NPOAYKTbI NeyebHoro,
JETCKOro M AMEeTUYECKOro nuTaHusA, OMONOrMYeCcKM aKTUBHble A06aBKM, napdroMepHble U
KOCMETUYECKME CpeacTBa, MeAULMHCKME U CaHUTapHO-NPOCBETUTE/IbHble MedyaTHble W3AaHus,
npezHasHayeHHble 414 nponaraHabl 340P0BOro 06pasa KU3HU.

(B pea. PegepanbHoro 3akoHa ot 27.07.2010 N 192-93)

8. [OeAaTenbHOCTb anTeyHbIX opraHusauuii Boopy»eHHbix Cun Poccuiickoit depepauum, Apyrux
BOMCK, BOMHCKMX GOPMMPOBaAHNIN N OpPraHoB, B KOTOPbIX 3aKOHOAaTebcTBOM Poccuiickoin depepaumu
NpeaycMOTPEeHO MNPOXOXAeHWe BOEHHON WAUM MPaBOOXPaHUTENbHON CAyKbbl, pernameHTUpyeTca
HacToAwmuM deaepanbHbIM  3aKOHOM W YTBEPXAEHHbIMU  COOTBETCTBYIOWMUMKN  deaepanbHbiMU
opraHamu WCMNOJIHUTENbHOM BNACTU NONOMKEHUAMKU. KOHTposb 3a cobaloaeHMeM  YKasaHHbIMU
anTeyHbIMW OpraHM3aUMAMM NOJIOXKEHUA HacToAwero ®deaepanbHOro 3akoHa OCYLLECTBAAETCA
COOTBETCTBYHOWMMU pesepanbHbIMKU OpraHamu UCNONHUTENbHOWN BAacTU.

CtaTba 56. M3roToB/ieHNE M OTNYCK NEKAPCTBEHHbIX NPENapaToB

1. MN3roToB/ieHNE JNIEKAapCTBEHHbIX MPEnapaToB anTeYHbIMU OpPraHM3auMamMM, BETEPUHAPHbIMMU
anTeYHbIMW OPraHM3aUNAMU, MHAMBMAYANbHBIMM NPeAnpPUHUMATENAMU, UMEIOLWUMU JIMLEH3UIO HaA
dapmaLLeBTMUECKYIO AeATEe/IbHOCTb, OCYLLECTB/IAETCA MO peLenTam Ha /IeKapCcTBEHHbIE Npenapathbl, no
TpeboBaHMAM MeANLIMHCKUX OPraHu3auuin, BeTEPMHAPHbIX OpraHn3auuii B COOTBETCTBUMN C NpaBUIaMu
M3rOTOBMEHNA W OTMNYCKA JIEKAPCTBEHHbIX MpenapaTos, YTBEPXKAEHHbIMU  YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOSTHUTENBHOM BNIACTHU.

2. Mpn U3roToBAEHNM IEKAPCTBEHHbIX NPENapaToB anTe4YHbIMU OPraHM3aUMAMU, BETEPUHAPHBIMMU
anTeYHbIMW OPraHM3aUUAMU, MHAMBMAYANbHBIMU NPeAnpPUHUMATENAMU, UMEIOLWMNUMU JIMLEH3UIO HaA
bapMaLLeBTMUECKYIO OEeATeNIbHOCTb, MCNONb3YoTCA ¢dapmaueBTUYecKMe cybCcTaHUMKM, BKAOYEHHble
COOTBETCTBEHHO B rOCYAAaPCTBEHHbIN PEECTP IEKAPCTBEHHbIX CPEACTB AN MEANLMHCKOTO NPUMEHEHUA
M TOCYAapCTBEHHbIA peecTp /IEKApPCTBEHHbIX CPeacTB ANA  BETEPUHAPHOrO MPUMEHEHUs B
YyCTaHOB/NEHHOM  nopsake. He  pgonyckaeTca  M3roTOB/JEHWE  anTeYHbIMM  OpraHuUsauUaAMM,
BETEPMHAPHbIMW anTeYHbIMM OPraHU3aUNaMU, MHANBUAYANbHBIMU NPEeANPUHMMATENAMWN, UMEIOLMMM
NINLEH3NIO Ha hapMaLLeBTUYECKYIO AeATeNbHOCTb, IEKAPCTBEHHbIX NPenapaTos, 3apPerncTpMpoBaHHbIX B
Poccuiickoin Pepepaumnn.

3. MapKunpoBKa JIeKapCTBEHHbIX MPEnapaToB, M3roTOBAEHHbIX anTeYHbIMU OpraHU3aunsamuU,
BETEPMHAPHbIMW anTeYHbIMM OPraHU3aUNaMU, UHANBUAYANbHBIMU NPEANPUHMMATENAMWN, UMEIOLLMMU
NINUEH3NIO Ha apMaLeBTMUECKYIO AeATeNbHOCTb, U OPOpMIEHME TaKMUX MNpenapaToB AO/XKHbI
COOTBETCTBOBATb NPaBu/iaM, YKa3aHHbIM B 4acTh 1 HacToALWEeN cTaTbMy.

4. AnTeyHble OpraHW3auuMKW, BEeTEPUHAPHbIE aNTeYHble OpPraHW3auuKn, WHAMBUAYaANbHbIE
npegnpuHMmaTenn, UMelwme  JNLEH3U0  Ha  papmaueBTUYECKYylD  AeATeNbHOCTb,  HecyT
OTBETCTBEHHOCTb 3a HecobsogeHWe NpPaBUA U3FOTOBJIEHMA M OTNYCKa JIEKApPCTBEHHbLIX NPEnapaToB B
COOTBETCTBUM C 3aKOHOZaTENbCTBOM Poccuiickon deaepauum.

Cratbs 57. 3anpeweHve npodarkn  $anbCMOUUMPOBAHHbBIX  JIEKAPCTBEHHbLIX  CPeACTs,
HeZL06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAhAKTHBIX IEKAPCTBEHHbIX CPEACTB

Mpoaarka banbCUPUUMPOBAHHBIX  JIEKAPCTBEHHbIX CpeAacrTs, HeL06pPOoKayeCcTBEHHbIX
NeKapCcTBEHHbIX CPeacTB, KOHTPAadaKTHbIX 1EKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.
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CraTbA 58. XpaHeHMe NeKapCTBEHHbIX CPeacTs

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBASETCA MNPOU3IBOAUTENSAMU IEKAPCTBEHHbIX
CpeAcTB, OpraHM3auMsMM  OMTOBOW  TOPrOB/AM  IEKAPCTBEHHbIMW  CPeacTBaMM,  anTeYHbIMU
opraHM3aumamm, BETEPUHAPHbLIMU anTeYyHbiMn opraHusaumsamu, UHANBUAYANbHbIMU
npeAnpUHUMATENIMUN, UMEIOLLMMM NLEH3UIO Ha papMaLeBTUYECKYIO AeATE/IbHOCTb AW IULLEH3UIO Ha
MEANUMHCKYIO OeATeNIbHOCTb, MeAULMHCKUMU OpPraHu3aLMamMM, BETePUHAPHbIMU OpPraHM3auMAaMK U
MHbIMUW OpPraHU3auMaMK, OCYLLLECTBASIOWMMM 0bpaLLeHMe IeKapCTBEHHbIX CPeACTB.

2. MpaBuna  XpaHEHWA  NEKAPCTBEHHbIX CPEACTB  YTBEP)KAAOTCA  COOTBETCTBYHOLWMM
YNOJIHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOIHUTE/IbHOW B1AcTU.

3. XpaHeHMe HApPKOTMYECKUX JIEKAPCTBEHHbIX CPEeACTB, NCUXOTPOMHbIX NEKAPCTBEHHbIX CPEeACTB,
pagnodapmaleBTUYECKMX  JIEKAPCTBEHHbIX  CPEACTB  OCYLLEeCTBAAETCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBOM Poccuiickon deaepauymu.

Cratba 58.1. MNpeamMeTHO-KOAMYECTBEHHbIN YYeT fieKapCTBeHHbIX CPeAcTB ANA MeAULMHCKOro
npumeHeHnA

(eBepeHa degepanbHbiM 3aKOHOM OT 25.12.2012 N 262-93)

1. [llepeyeHb NEKAPCTBEHHbLIX CPEACTB ANA MEAULMHCKOTO NPUMEHEHUA, NOANENKALMX
NPeAMETHO-KOJIMYECTBEHHOMY YYeTy, YTBepKAaeTca YMNOoJHOMOYEHHbIM ¢eaepanbHbiM  OpraHom
NCNOJIHUTENbHOM BNACTW.

2. MNopAanoK BKAKOYEHUA NeKapCTBEeHHbIX CPeacTB AN1A MeAULMHCKOro npMMeHeHuAa B nepeyvyeHb
NleKapCTBEHHbIX CPeACcTB A1A MEAULUNHCKOIro MPUMEHEHMA, No4/1eXaWMX NpeaMeTHO-KONMYECTBEHHOMY
yyeTy, YCTaHaB/AMBAETCA YMNOJHOMOYEHHbIM deaepasibHbiIM OPraHOM WCMNOJIHUTENLHOM BAAcTU No
cornacoBaHuio ¢ ¢enepasbHbIM OPraHOM WMCMOJIHUTE/IbHOM BAACTM, OCYLLECTBAAIOWMM (GYHKLMM MO
BbIPabOTKe rocyfapCTBEHHON MOJINMTUKKU, HOPMAaTUMBHO-NPABOBOMY PEry/JIMPOBAHUIO, KOHTPOIO U
Hazsopy B chepe 060poTa HAPKOTUYECKUX CPEACTB, NMCUXOTPOMHbBIX BELLLECTB U UX MPEKYPCOPOB, a TaKkKe
B 061aCTN NPOTUBOLENCTBUA UX HE3AaKOHHOMY 060pPOTY.

3. MpegMeTHO-KONMYECTBEHHbIM YYeT JIeKapPCTBEHHbIX CPEeACTB A/1A MeAULUMHCKOrO NpUMEHEHUn
BEAYT MPOU3BOAUTENN NEKAPCTBEHHbIX CPEACTB, OPraHM3auMM ONTOBOW TOProBAW JEKAPCTBEHHbIMMU
CpeAcTBamM, anTeyHble OpraHun3auMu, UHAMBUAYaAbHbIE NPeanpUHMMATENM, UMEeOWMNE NNLEH3NIO Ha
bapMaueBTUYECKYIO OeATENbHOCTb UAN NIMLEH3UIO HA MEAMULMHCKYIO AeATeNbHOCTb, U MegUUMHCKMeE
OopraHuMsauMM, ocyullecTeasiowme obpalleHne eKapCTBEHHbIX CPeacTB 4N  MeAMUMHCKOro
NPUMEHEHUA, NyTEM PerncTpaumm Nbbix CBA3AHHbLIX C UX obpalleHMemM onepauuii, Npu KoTopbIX
N3MEHAETCA UX KOIMYECTBO U (M1M) COCTOAHME, B CNELMaANbHbIX XKypHanax yyeTa onepauni, cBA3aHHbIX
c obpaueHMem NeKapCTBEHHbIX CPeACTB A1 MeOMUMHCKOro NpuMMeHeHusa (ganee - cneumanbHble
KYPHanbl).

4, MpaBuna peructTpauumn onepauuii, cBasaHHbIX C 0bpalleHMEM NeKapCTBEHHbIX CpeacTB An
MEeAMLMHCKOrO NPUMEHEHMUA, BKIIOYEHHbIX B MepedyeHb NeKapCTBEHHbIX CPeacTB ANA MeAMUMHCKOro
NPUMEeHeHUA, NoAJIeXKallMX NPpeaMeTHO-KOIMYECTBEHHOMY YYEeTyY, B CNeLmnanbHbIX X)ypHaiax U npasuia
BEOEHUA W XpaHEHMA CrneuuanbHbIX KYPHAJNOB YTBEPKAAKTCA YNO/JHOMOYEHHbIM deaepanbHbIM
OpPraHOM MUCNONHUTE/IbHOW BNACTW.

5. KoHTponb 3a cobnwogeHvem nNpaBu PerucTpaumMm onepaumini, cBA3aHHbIX C obpaueHnem
NNeKapCTBeHHbIX Cpencts ana MmeguunHCKOro npnmeHeHuA, BK/IKOYEHHbIX B NMepeyeHb J1IeKapPCTBEHHbIX
CPeACTB ANAa MEAMUMHCKOTO NPUMEHEHUA, NOoA/eKalWwmnx MpeamMeTHO-KOMYECTBEHHOMY Y4YeTy, B
CneumanbHbIX KypHanax, a TaKXKe 3a cob/alAeHMeM NpaBua BeAeHWA U XpaHeHUsA cheumasnbHbIX
JKYPHa/I0B BO3/1araeTcsA Ha yNoJIHOMOYEHHble peaepanbHble OpraHbl UCMOSHUTENbHOW BACTU U OpraHbl
UCMONHWUTENbHOW BAacTM cybbekToB Poccuitickoli depepaunn, OCyLLEeCTBASIOWME JIMLEH3UMPOBAHME
NPOM3BOACTBA J/IEKAPCTBEHHbIX CPeACcTB, dapmMaLeBTUYECKOW AeATeNbHOCTM U MeAMLMHCKOM
AeATeNbHOCTU, N OCYLLECTBAAETCA B PaMKaX IMLEH3NOHHOIO KOHTPOIS.
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Fnasa 11. YHUMTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHOBaHMA M NOPAJOK YHUUTOXKEHMUA NEKAPCTBEHHbIX CPEACTB

1. HepobpokayecTBeHHble /IeKapCTBEHHblIE CpeacTBa, ¢anbCUPUUMPOBAHHbIE /IEKAPCTBEHHbIE
CpeacTBa NoANeXaT U3bATUIO U3 TPaXKAAHCKOro 060pOTa U YHUUTOXKEHUIO B MOPALKE, YCTAHOBAEHHOM
MpasutensctBom Poccuinckon Pepepaumn. OCHOBAHMEM AN YHUUTOXKEHMA NEKApPCTBEHHbIX CPeacTB
ABNAETCA  pelleHWe  BNaAenbLA@  /IEKAPCTBEHHbIX  CPeACTB,  pPELIeHMe  COOTBETCTBYHOLLEFO
YNoAHOMOYEHHOTo peaepasbHOro opraHa UCNOAHUTEIbHOM BAACTU UK peLleHne cyaa.

2. KoHTpadaKTHble NeKapCTBEHHble CPeACTBa MoA/eaT M3bATUIO M3 rpaxgaHCcKoro obopoTa u
YHUUYTOXKEHMIO NO pelleHnto cyaa. MopAgoK YHUUTOXKEHUA KOHTPAdaKTHbIX NEKAPCTBEHHbIX CPEeACTB
ycTaHasameaetca MNpasutenbctsom Poccuiickoii ®epepaumu.

3. Pacxopgpbl, CcBfizaHHble C YHUYTOXKEHMEM KOHTPAQaKTHbIX JIEKAPCTBEHHbIX CPEACTB,
He0OPOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPeAcT8, GanbCUPULMPOBAHHLIX NEKAPCTBEHHbIX CPEACTS,
BO3MELLAIOTCA UX BNagEeNbLEM.

4. Bnageney, NeKapcTBEHHbIX CPeACTB AO/IKEH MPeACcTaBUTb B YNOAHOMOYEHHbIN deaepanbHbIit
OpraH MCMONHUTENbHOW BAACTU LOKYMEHT WAW 33aBEPEHHYI0 B YCTAaHOBAEHHOM MOPALKE €ro Komnuto,
noaTeepxaatowme GakT YHUUTOXKEHNA NEKAPCTBEHHbIX CPEACTB.

5. CooTBeTCTBYIOLWMIA YNONHOMOYEHHbIA deaepanbHbli  OpraH  WUCMOAHUTENIbHOM  BAACTH,
NPUHABLWNIA pelleHne 06 YHUYTOXKEHUW NeKapCTBEHHbIX CPEACTB, OCYLULECTBASET KOHTPO/b 33 WX
YHUYTOXKEHNEM.

6. YHWYTOXKEHWE NEKAPCTBEHHbIX CPeACTB MNPOU3BOANUTCA OPraHU3auMaMM, UMEIOLWMMU
COOTBETCTBYHOLLYIO JIMLEH3UIO, HA CnewunanbHo 060pya0BaHHbIX NAOLWAAKAX, NOAMIOHAX U B CNeumanbHOo
0b60pya0BaHHbIX NOMeLLEHUAX ¢ cobntoaeHnem TpeboBaHUi B 061aCTM OXpaHbl OKPYXKatoLLel cpeabl B
COOTBETCTBUM C 3aKOHOZATENLCTBOM Poccuiickon deaepauum.

7. HapKoTMYeckue /fleKapcTBEHHblE CPeAcTBa, MNCUXOTPOMHbIE JIEKApPCTBEHHbIE CPEeACTBa,
pagnodapmaleBTUYECKME  NEKAPCTBEHHbIE  CPEACTBA  YHMYTOXAKOTCA B COOTBETCTBUM  C
3aKoHoAaTenbcTBOM Poccuiickoit ®eaepauymm.

Fnasa 12. TOCYAAPCTBEHHOE PETY/INPOBAHME LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANA MEAULUHCKOIO NPUMEHEHUA

Cratba 60. locygapcTBeHHOE pPEeryaMpoBaHME LEeH Ha J/IeKapCTBEeHHble npenapaTbl A8
MeAMLMHCKOro NpUMeHeHuUs

lfocyfapcTBEHHOE peryivpoBaHMe LEeH Ha JleKapCTBEHHble npenapaTbl 418 MeAULMHCKOro
NPUMEHEHMA OCYLLLECTBAAETCA NOCPEACTBOM:

1) yTBEpXKAEHUA NEPeYHA KU3HEHHO HEOOXOOMMbIX U BAXKHEMLLMX JIEKAPCTBEHHbIX NPenapaTos,
BK/IIOYEHHbIX B TaKOM MepeyeHb MOL MEeXAYHAPOAHbIMW HeMaTEHTOBAHHBIMW WAN XMMWUYECKUMMU
HaMeHOBaHNAMU U COOTBETCTBYOLLNX C/IeAYHOWNM KPpUTEPUAM:

a) NpVYMeHEeHWe KOHKPETHOro JIEKAPCTBEHHOro npenapaTta Ans AWArHOCTUKKM, MPOGUIAKTUKMY,
NeyeHua 3aboseBaHuin, B TOM uucie npeobnagatowmx B CTPyKType 3abosieBaemocty B Poccuiickom
depepauny;

6) npeMMyLecTBO KOHKPETHOro JIEKAPCTBEHHOro npenapaTa Mo CPaBHEHWIO C  Apyrumu
NIeKapCTBEHHbIMM MpenapaTtamu MNpu onpefeneHHblXx 3aboseBaHMM, CUHAPOME WAW  KAWMHUYECKOWN
cUTYaumu;

B) TepaneBTUYECKas 3KBMBANEHTHOCTb KOHKPETHOIO JIeKapCTBEHHOIO NpenapaTa JIeKapCTBEHHbIM
npenapaTam Co CXOXKMUM MeXaHU3MOM GapMaKONOrM4yecKoro AencTeuns;

2) yTBEpKAEHMA METOAMKM YCTAaHOBNEHUA MPOU3BOAUTENAMM JNIEKAPCTBEHHbIX MpenapaTos
npefesibHbiX OTMYCKHbIX LEH Ha JIeKapCTBEHHble Mpenapatbl, BK/AOYEHHblE B MepeyeHb KU3HEHHO
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HEeoBX0AMMbIX U BaXKHEMNLLINX NeKapCTBEHHbIX NpenapaTos;

3) rocyaapCTBEHHOM  peructpauumM  YCTaHOB/EHHbIX  MPOM3BOAMTENAMU  JIEKAPCTBEHHbIX
npenapatoB npeaefibHbIX OTMYCKHbIX LEH Ha NeKapCTBEHHble MnpenapaTbl, BKAOYEHHbIE B NnepevyeHb
YKU3HEHHO HEODBXOAMMbIX U BaXKHEMLINX NEKAPCTBEHHbIX NPENapaTos;

4) BeAeHMA ToCygapCTBEHHONO peecTpa npefesbHbIX OTMYCKHbIX LEeH npou3BoauTeNeit Ha
JIeKapCTBEHHblE MpenapaTbl, BK/IOYEHHble B MepeyeHb MKU3HEHHO HeobXOAMMbBIX W BarKHEMNLIMX
JIeKapCTBEHHbIX NpenapaTos;

5) yTBEpXKAEHWA METOAMKWU YCTAaHOB/JEHMA OPraHamu WCMONHUTENIbHON BacTM CcybbekToB
Poccuiickoli depepauumn npepenbHbiX PasmMepoB ONTOBbIX HaabaBOK M NpefesibHbIX Pa3mepos
PO3HWMYHbIX HagbaBoK K (AKTUYECKMM OTMYCKHbIM LLeHaM, YCTAHOB/MEHHbIM MPOM3BOAUTENAMM
JIEKapCTBEHHbIX MPEnapaToB, Ha JIeKAPCTBEHHbIE NPEenapaTtbl, BK/AOYEHHble B MEpPeYEeHb KU3HEHHO
HEeo6X0AMMbIX U BaXKHENLLMX NEKAPCTBEHHbIX MPEnapaTos;

6) ycCTaHOB/MEHMA npeAenbHbIX Pa3sMEPOB OMTOBbIX HagbaBOK M NpeAesibHbiX PasmepoB
PO3HUYHbIX HaAbaBOK K GAKTUYECKMM OTMYCKHbIM LEeHaMm, YCTaHOBAEHHbIM MPOU3BOAUTENAMM
JIEKapCTBEHHbIX MPEnapaToB, Ha JIeKAPCTBEHHbIE NPEenapaTtbl, BK/AIOYEHHble B MEpPeYeHb KU3HEHHO
HEeo6X0AMMbIX U BaXKHENLLUMX NEKAPCTBEHHbIX MPEenapaTos;

7) yTBEpPXKAEHMA NOPAAKA BblAayYM NpennuMcaHuin opraHam WCMONHUTENbHOW BNACTU CyObEKTOB
Poccuiickoit ®epepaumm o npMBeLeHNN B COOTBETCTBUE C 3aKOHO4ATENLCTBOM Poccuiickon deaepaunm
peweHnit 06 ycTaHOBAEHUM MpPefesbHbIX Pa3MEPOB ONTOBbIX HAaAGaBOK M MpefesbHbIX Pa3sMepos
PO3HUYHbIX HaAb6aBOK K GaKTUYECKMM OTMYCKHbIM LEHaMm, YCTaHOBJEHHbIM MPOU3BOAUTENSMU
JIeKapCTBEHHbIX MPENapaToB, Ha JIEKAPCTBEHHble MNPenapaTtbl, BKAKOYEHHble B MepeyeHb MKU3HEHHO
HEeobXOAMMbIX M BaXKHEWLWWX JIeKAPCTBEHHbIX MNpPenapaToB, €CAM OHW MPUHATbI C HapyleHUem
3aKoHoZaTesibcTBa Poccuitckot Peaepaumn, B nopsagke, yctaHoBaeHHOM [MpaButenbctBom Poccuiickoi
depepauny;

8) HanpaBneHMA YyNoJHOMOYEHHbIM deaepasbHbIM OPraHOM WMCMOJHUTENIbHON BAACTM OpraHam
WCNONIHUTENbHOW BAacTM cyb6bekToB Poccuiickoit depepauun npegnucaHMin o nNpuBeAEHUN B
COOTBETCTBME C 3aKOoHoZaTenbCcTBOM  Poccuiickoit  ®Pepepaumm  MNPUHATBIX € HApPYLIEHMEM
3aKoHoZaTenbcTBa Poccuiickot Pepepaumm peweHnin o6 yCTaHOBAEHUM MpPeAesibHbIX pPa3mepos
ONTOBbIX HaAbaBOK W MpenesibHbIX PasMepoB PO3HMYHbLIX HagbaBOK K LEHamM Ha JIeKapCTBEHHble
npenapatbl, BK/IOYEHHble B MepeyYeHb KU3HEHHO HeobXOAMMbBIX W BaXKHEWLMUX JIeKapCTBEHHbIX
npenaparos;

9) ocyuiectBneHus denepanbHOro rocyaapCTBeHHOro Haasopa B chepe obpalleHun
JIeKapCTBEHHbIX CPeACTB M PErMOHaNbHOMO roCyAapCTBEHHOrO KOHTPOJIA 33 MPUMEHEHMEM UeH Ha
JIeKapCcTBEHHble  npenapaTbl  COOTBETCTBEHHO  YMOJIHOMOYEHHbIMM  deaepanbHbiMKM  OpraHamm
WCNONIHUTENIbHON BNAacTU M opraHaMu WCMNOJIHUTENbHOM BAacTM cybbeKToB Poccuiickon deaepaumu
COrNacHoO UX KOMMNeTEHUUM B NopsaaKe, ycTaHoBAeHHOM MpasuTtenbctBom Poccuitickoit Pepepaumnm;

(n. 9 B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHMAa nNpeayCMOTPEHHbIX 3aKoHoAaTenbCcTBOM Poccuitickoli  deaepauum  mep
OTBETCTBEHHOCTM 3a HapylleHMe nopsaaKka UeHoobpa3’oBaHMA Ha KU3HEHHO Heobxogumble U
Ba)KHeWLLMe IeKapCcTBEHHbIe NpenaparTsbl.

CraTtba 61. locypapcTBeHHaA perncTpauna yCTaHOBAEHHbIX NMPOU3BOAUTENAMU NEKAPCTBEHHbIX
npenapaToB NpesenbHbIX OTNYCKHbIX LLEH Ha XM3HEHHO HeobXoaMmble U BarKHEMLINE IEKAPCTBEHHbIE
npenaparbl U UX NPoAaXKa

1. YcTaHOBAEHHbIE npon3soanTeNAMU NEKAPCTBEHHDBIX MPENapPaToB Npeae/ibHble OTNYCKHbIE LLEHDbI
Ha NeKapCTBEHHbIE NMpenapaTtbl, BKAKOYEHHbIE B NepeyvyeHb MU3HEHHO H606XOAMMbIX N BaXKHEWNLWMX
NNEKAPCTBEHHbIX MPenapaTos, Nnoanexart FOCYAapCTBeHHOVI perncrpauunn.

2. YcTaHOBAEHHaA npounssoguTenem N€KapCTBEHHbLIX MPenapaToB NpeaesibHaAa OTNYCKHaA UeHa Ha
ﬂeKapCTBEHHbIVI npenapart, BK/IIOYEHHbIN B nepevyeHb XWU3HEHHO HEO6XOAMMI:IX N BarKHEMLWKnX
NNEKAPCTBEHHbIX MpPenapaTtos, NOANEXUT FOCVLI,apCTBEHHOﬁ perncrtpauun, ecarm OHa He npesbillaeT
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pa3smep LeHbl Ha AaHHbIM IEKAPCTBEHHbIN NpenapaT, paccymUTaHHbIA B COOTBETCTBMU C YTBEPKAEHHOM B
nopaake, yctaHoBnaeHHom [lpaButenbctBom Poccuiickolt dPepepaumun, MeTOAUKON YCTaHOB/IEHUS
NpPoM3BOAUTENAMM NEKAPCTBEHHbIX MPEnapaToB MNpeaesibHbiIX OTMYCKHbIX LEeH Ha JieKapCTBEHHbIE
npenaparbl, BK/OYEHHble B MNepeyvYeHb KU3HEHHO HEeOoOXOAMMbIX W BarKHEWMWWUX NeKapCTBEHHbIX
npenapaTtos. [JaHHOW METOAMKOM NpeaycMaTpmUBaeTCa ANA IeKAapPCTBEHHbIX NPenapaToB, HaxoAALLIMXCS
B obpalLeHnn Ha Tepputopum Poccuiickoit degepaumnm, pacyeT cpeaHeB3BelleHHON GaKTUYECKOoM LieHbl
OTMNyCKa, CpeaHeB3BeleHHON GaKTMYECKON LEeHbl BBO3a JIEKApCTBEHHOro npenapata 3a roag,
npealwecTByOWNN  AaTe nNpeacTaBAeHMA NpefaesibHOM  OTMYCKHOM  LeHbl MNPOu3BOAUTENA  Ha
JIeKapCTBEHHbIM NpenapaT Ha roCyAapPCTBEHHYIO PErUCTPALMIO, @ ANA SIEKAPCTBEHHbIX NPenapaTos, He
noctynaswmnx B obpalleHMe Ha Tepputopun Poccuitickoin ®Pepepaumm, M Aa8  OPUTMHANbHbIX
JIEKapCTBEHHbIX MPenapaToB pacyeT POCCUNCKMMM NPOM3BOAUTENAMU JIEKAPCTBEHHbIX MpenapaTos
pacxofoB, CBA3aHHbIX C pa3paboTKolM, NMPOM3BOACTBOM, peannsauMelt NeKapCTBEHHOro npenapaTa,
YyKa3aHMe MHOCTPaHHbIMW NPOU3BOAUTENSMM Pa3MepPa MUHUMANbHOW OTNYCKHOW LLeHbl NpoM3BOAMTENS
Ha /IEKapCTBEHHbIM NpenapaT B rocygapcTBe MPOU3BOAUTENA U APYrUX TOCyAapcTBax, rae OH
3aperncTpupoBaH, C YYETOM pPacxodoB, CBSI3aHHbIX C TAMOMEHHbIM odopmaeHnem (TaMOXKeHHOM
MOLU/IMHbI U TAMOXKEHHbIX COOPOB 33 TaMOXKeHHOe 0hOpPMAEHNE), N TPAHCMOPTHbIX PACXOA0B.

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

2.1. Mpu npoBegeHMU pacyeTa nNpeaenbHOM OTNYCKHOM LUeHbl Hapsay C  AaHHbIMWK,
npeayCMOTPEHHbBIMM YACTbio 2 HACTOALLEN CTaTbM, YYNTbIBAETCA:

1) B OTHOLUIEHUM POCCUICKOrO NpoM3BOAMTENA - LeHa Ha aHanornyHble (N0 MeXayHapoaHoMy
HenaTeHTOBaHHOMY HaMMEHOBaHMIO, IeKapCTBEHHON Gopme M 403UPOBKE) NeKapCTBEHHbIE Npenaparsl,
npoussefieHHble Ha TeppuTopumn Poccuitickon Pepepaumm, nMbo B c/iyd4ae MX OTCYTCTBUA LEHA Ha
aHaNOrMYHble MHOCTPAHHbIE NEeKAPCTBEHHblE MpenapaTtbl, HaxogAwMecs B rpaxaaHcKom obopoTe Ha
Tepputopun Poccuiickon degepauum;

2) B OTHOLWEHWUWN MHOCTPAHHOIO MPOM3BOAUTENA - LLeHa Ha aHasoruyHble (N0 MeXKAyHapoAHOMY
HenaTeHTOBaHHOMY HaMMEHOBaHMIO, IeKapCTBEHHON Gopme M 403UPOBKE) NeKapCTBEHHbIE Npenaparsl,
HaxogsaLwumeca B rpaxkaaHCcKom obopoTe Ha TeppuTopmmn Poccuiickoin ®eaepauymm.

(yacTtb 2.1 BBegeHa depepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

2.2. Ha ocHoBaHMM nogaHHOro A0 1 OKTAbps KaxKaoro roga 3asB/E€HUA POCCUIMCKOro
Npou3BOAUTENA NEKAPCTBEHHbIX MPEenapaToB, BK/AKOYEHHbIX B MepeYeHb KU3HEHHO HeobXoaMMbIX U
BaXXHEMLUMX JIEKAPCTBEHHbIX MNpPEnapaToB, 3aperncTpMpoBaHHaA npeaesibHas OTMNYCKHAsA LEeHa Ha
NIeKapPCTBEHHbIN NpenapaT B C/ly4ae U3MEHEHUA LLEH HA Cbipbe M MaTepuanbl, HAKNAAHbIX PacxonoB., a
TaKXe uCxoAa W3 YyCTaHOBNEHHOro deaepanbHbiM 3aKOHOM O deaepanbHOM bloaKeTe Ha
COOTBETCTBYIOWMNIA GUHAHCOBBLIA FO4, U HA NAAHOBLIM Nepuos NPOrHO3MPYEMOro YPOBHA MHOAAUMMK
MOXKeT b6bITb NepeperucTpupoBaHa, HO He Yalle YeM OAMH pas B KaJieHAAapHOM rogy B nopaake,
YCTaHOBNEHHOM YacTaAMM 2 1 2.1 HacToALLEN CTATbM.

(yacTb 2.2 BBeaeHa deaepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3. [Mpopaxka nNeKapCTBEHHbIX MpPenapaTtoB, KOTOPble BK/OYEHbI B MNEPEYEHb YKUIHEHHO
HEOBXOAMMbBIX M BaKHEWLUMX JIEKAPCTBEHHbIX NpenapaTtoB M Ha KOTOpble He 3aperncrpMpoBaHa
YCTaHOBNEHHasA MPOU3BOAUTENSAMU JIEKAPCTBEHHbIX MNpenapaToB npegesnbHas OTMNYCKHas LeEeHa Ha
JIeKapCTBEHHbIe nNpenapaTtbl, BK/AOYEHHble B NepeyeHb XHU3HEHHO HEeob6XOAMMbBIX M Ba*KHEMLUX
JIeKapCTBEHHbIX NPENapaToB, He AOMNyCKaeTcA.

Ctatbf 62. [OCYOapCTBEHHbIN peecTp npeaesibHblIX OTMNYCKHbIX LEeH npou3BoguTeneit Ha
JIeKapCTBEHHbIe nNpenapaTtbl, BK/AOYEHHble B NepeyeHb XHU3HEHHO HEeOoO6XOAMMbBIX M BarKHEMLUX
JIeKapCTBEHHbIX NPenapaTos

1. 3aperl/ICTpI/IpOBaHHble npegenbHble OTNYCKHbIE UEHbI Ha JIEKapCTBEHHbIE Mpenaparhl,
BK/IOYEHHbIE B NepeyYeHb MXU3HEHHO HEO6XO,£I,VIMbIX N Ba)KHEMLIMX NEKAPCTBEHHDbBIX NpenapaTos,
noanexat BK/KOYEHUIO B FOCVLI,apCTBeHHbIl\;I peecTp npeaenbHbIX OTNYCKHbIX UEH npomasop,meneﬁ Ha
NNeKapCTBEHHbIE MNpenapaTtbl, BKAKYEHHbIE B Nepe4vyeHb XWU3HEHHO HeO6XO,CI,MMbIX N BarKHEMLWNX
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JIeKapCTBEHHbIX NpenapaTos.

2. TocyAapcTBEHHbIN peecTp npeaesibHbIX OTMYCKHbIX LEeH Npou3BoauTesnell Ha /ieKapCTBeHHble
npenaparbl, BK/AIOYEHHble B MepeyYeHb MKU3HEHHO HEeOobBXOAMMbBIX W BaXKHEWLIMX JIeKapCTBEHHbIX
npenapaTtos, COAePKUT B cebe cneayroLlyto MHGOPMaLUIO:

1) HaMmeHoBaHMe NPOU3BOANTENA IEKAPCTBEHHOro Npenapara;

2) HaMmeHOBaHMe JIeKapCTBEHHOro npenapaTta (mexayHapoAHOe HenaTeHTOBaHHoe WU
XMMMUYECKOE M TOProBoe HamMeHOBaHUSA);

3) Homep perncTpaLmMoHHOro YyA0CTOBEPEHUSA JIEKAPCTBEHHOTO NPenapara;

4) nekapcTBeHHan ¢popma C yKasaHMEeM A03MPOBKM NIeKapCTBEHHONO npenapaTta U ero KoanM4yecTsa
BO BTOPUYHOW (NOTPebuUTeNbCKO) YyNaKoBKe;

5) 3aperucTpmupoBaHHan npeaenbHas OTNYCKHasA LeHa B pybasx;

6) paTa rocyaapCTBEHHOM perucTpauum npenenbHOW OTMYCKHOW LeHbl Ha /JieKapCTBeHHble
npenapatbl, BK/AIOYEHHble B MepeyeHb MKU3HEHHO HeobXOAMMbBbIX W BaKHEMWMX NeKapCTBEHHbIX
npenaparos.

3. TocypapcTBeHHas perucTpauma npeaenbHbiX OTNYCKHbIX LeH Ha fieKapcTBeHHble npenapaThbl,
BK/IIOYEHHble B MepeyeHb YXU3HEHHO HeobXoAMMbIX W BaKHEWLWWX NeKapCTBEHHbIX MNpenapaTtos,
BeJeHMe rocyaapCcTBEHHOro peectpa NpeaenbHbIX OTNYCKHbIX LieH NpousBoaMTeneil Ha NekapcTBeHHble
npenapatbl, BK/AIOYEHHble B MepeyYeHb MKU3HEHHO HeOobXOAMMbBIX W BaXKHEWMLIUX /NeKapCTBEHHbIX
npenapaToBs, OCYLLEeCTBAAOTCA B NopaaKe, ycTaHoBAeHHOM [paBuTenbcTsom Poccuitickon Pegepauuu.

CraTbs 63. YcTaHOB/EHME OpraHaMKn UCMOSIHUTENbHOM BNACTU cybbekToB Poccuitckon deaepaumm
npegenbHbIX pPasMepoB ONTOBbIX HaAbaBOK W MNpefefibHbiX PasMepoB PO3HUYHbLIX HagbaBOK K
$aKTUYECKMM OTMYCKHBIM LleHaM, YCTaHOBIEHHbIM NPOU3BOAMUTENAMMN NEKAPCTBEHHbIX NpenapaTos, Ha
NleKapCTBeHHble npenapaTbl 419 MeAULUMHCKOro NpUMeEHeHMUA

1. OpraHbl uWcnonHWUTeNbHOM BnacTM cybbekToB Poccuinckon dPepepaunm ycTaHaBAUMBAIOT
npegenbHble pasmepbl OMNTOBbIX HaAbaBOK W MNpefesibHble pasmepbl PO3HWMYHBIX HALOaBOK K
$aKTUYECKMM OTMYCKHbBIM LleHaM, YCTaHOBJEHHbIM NPOU3BOAMUTENSIMUN NEKAPCTBEHHbBIX NpenapaTos, Ha
JIeKapCTBEHHble MpenapaTbl, BK/IOYEHHblIE B MepeyeHb KU3HEHHO HeobXOAMMbBIX W BaKHEMLIUX
JIeKapCTBEHHbIX NpenapaTtoB, B COOTBETCTBUM C YTBEP)KAEHHOM B NOPAAKE, YCTAaHOB/JEHHOM
MpaButenbctBom Poccuiickoit depepaumn, MeTOAUKON YCTaHOB/EHUA OpraHamu WUCMOAHUTENbHOM
BAacTU cybbekToB Poccuitickoit ®egepaunn npeaenbHbIX pasmepoB ONTOBbIX HaABaBOK M NpeaenbHbIX
pasmMepoB  PO3HUYHbIX HaAbaBOK K  GaKTMUYECKMM  OTMYCKHbIM  LleHaM, YCTaHOB/IEHHbIM
NPOM3BOAUTENAMM J/IEKAPCTBEHHbIX MNPENapaToB, Ha JIEKAPCTBEHHblE MNpenapaTtbl, BK/AOYEHHble B
nepeyeHb KM3HEHHO HEOBXOAMMbIX M BarKHEWLIWX IeKaPCTBEHHbIX NpenapaTos.

2. OpraHusauuu oONTOBOW TOProBAM W (MAKM) anTedyHble OpraHM3auuKn, WHAMBUAYasbHblE
npegnpuHUMaTeny, UMelLWMe NLEH3NIO Ha (apMaLEeBTUUECKYID LeATeNbHOCTb, OCYLLECTBAAIOT
peanusaumio IeKapcTBEHHbIX MNPENApPaToB, BK/IOYEHHbIX B NepeyeHb KUM3HEHHO Heob6XoaMMbIX W
BaKHEMLIMX /IeKAPCTBEHHbIX MpenapaTtoB, MO LEHAaM, YPOBEHb KOTOPbIX HEe MpPeBblllaeT Cymmy
$aKTUYECKON OTMYCKHOM LEeHbl, YCTaHOB/NEHHOM NPOU3BOAMTENEM NIEKAPCTBEHHbIX NPENapaToB U He
npeBbILAtoLLEl 3aperncTpMpPoOBaHHON NpeaenbHOM OTMYCKHOM LUeHbl, U pasmep ONTOBOM HagbaBKu U
(unn) pasmep po3HMYHOW HagbaBKM, He MPEeBbillAlOWMEe COOTBETCTBEHHO pa3mMepa NpeaenbHoM
ONTOBOW HaabaBKM W (MNKU) pasmepa nNpenenbHOW PO3HUYHOW HaabaBKW, YCTAaHOBNEHHbIX B CybbeKkTe
Poccuitckoin Pepepaumn.

3. OpraHbl MCNOAHUTENbHON BAacTM cybbekToB Poccuiickol depepaumm pasmeLlatoT B CETU
"MHTepHeT" nnn onyb6nKoBbIBatOT MHGOPMALMIO O 3aPErMCTPUPOBAHHOM NpeaenbHON OTMYCKHOM LeHe
Ha JleKapCTBEHHble Mpenapatbl, BK/IOYEHHbIE B MepeyeHb XKM3HEHHO HEeobXOAMMbIX M BayKHeMLWMX
NleKapcTBEHHbIX NpenapaTtoB, 06 YCTaHOB/AEHHbIX B cybbekTe Poccuiickolt depepaunn pasmepe
npezenbHOM oNToBOM HaabasKku U (MAK) pasmepe NpeaeNbHOM PO3HUYHOM HaabaBKM K YCTaHOBNEHHbIM
NPOM3BOAUTENAMMN NIEKAPCTBEHHbIX NpPenapaTtoB ¢(akTUYECKMM OTMYCKHbIM LLeHaM Ha JIeKapCTBEHHble
npenapatbl, BKAOYEHHblE B MEpPeYeHb KM3HEHHO HEOBXOAMMbIX M BaKHEWLMX JIeKapCTBEHHbIX
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npenapaTtos, 1 06 ykazaHHOM B 4YacTu 2 HacToAllen cTaTbm cymme. MHPopmauma, npeaycmoTpeHHan
HACTOALLEN YacTbto, AO/IKHA PA3MELLATbCA TaKKe B anNTeYHbIX OpraHn3aumax B 4OCTYMNHOM AnA cBeAeHUs
BCEX 3aUHTEpPecoBaHHbIX 1L, dopme M 0O6HOBAATLCA NO Mepe ee onyb/IMKOBaHUA.

4. TpuHATblEe C HapylweHWem 3aKoHogaTenbcTBa Poccuitickon degepaumm pelleHuss opraHoB
WCMOJIHUTEIbHOM BNacTu cybbeKkTa Poccuiickoit depepaunmn o6 yctaHOBAEHMU NpeaesbHbIX Ppa3smepos
ONTOBbIX HaAbaBOK W nNpeaesibHbIX Pa3sMepoB PO3HUYHLIX HaAbaBOK K 3apPerncTpupoBaHHbIM
npeaesibHbIM OTAYCKHbIM LLlEHaM Ha JIeKapCTBEHHbIE MpPenapaTtbl, BK/AOYEHHbIE B NepeyeHb KU3HEHHO
HeobxoaMMbIX U BaXKHEMLLMX NeKapCTBEHHbIX NPenapaTos, Noasexar oTMeHe B cyaebHom nopaake.

nasa 13. MOHUTOPUHTI BE3OMNACHOCTU NEKAPCTBEHHbIX NPEMAPATOB,
HAXOAALLUXCA B OBPALLEEHUN HA TEPPUTOPUU POCCUNCKOWN ®EAEPALIUK

CtaTtbs 64. MOHUTOPUHI 6E€30MaCHOCTM NEKAPCTBEHHbIX NPenapaTos

1. JlekapcTBeHHble npenapaTbl, HaxoAAlWwMecAa B 0bOpalWeHUM Ha Tepputopum Poccuiickomn
depepaunn, noanexat MOHUTOPUHTY 6e30MNacHOCTU B LENSX BbISIBIEHUA BO3MOMHbIX HEraTUBHbIX
NocneAcTBUN UX NMPUMEHEHUA, MpPeaynperKAeHUA NAUMEHTOB U MX 3aliMTbl OT MPUMEHEHUS TaKux
npenapartos.

2. MOHUTOPUHI 6e30MacHOCTM NEeKapPCTBEHHbIX MPENapaToB OCYLLECTBAAETCA YNOJHOMOYEHHbLIM
desepanbHbiIM OpPraHOM WMCMNONHUTENBLHOW B/lAaCTM Ha BCex 3Tanax ux obpalleHua Ha TeppuTopuu
Poccuitckoin Pepepaumn.

3. CybbekTbl 0b6palleHUa NeKapCTBEHHbIX cpeact8 06a3aHbl coobulaTb B YCTAHOBJIEHHOM
YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOAHUTENbHOW BNAACTM MopaaKke 060 Bcex cnyyasax
NOBOYHbIX AENCTBUIN, HE YKa3aHHbIX B MHCTPYKLMM NO MPUMEHEHMUIO JIeKapCTBEHHOrO npenaparta, o
CEPbE3HbIX HEXKENATENbHbIX PeaKumusaxX, HenpeaBUAEHHbIX HEXKenaTelbHbIX PeaKkLumMax npu NpuMeHeHUn
NIeKapCTBEHHbIX MpenapatoB, 06 0coBeHHOCTAX B3aMMOAEWCTBUA JIEKAPCTBEHHbLIX MPenapaToB C
APYTMMU NeKapCTBEHHbIMU MpenapaTtamMun, KOTopble 6blNn BbIABAEHbI npun nposeaeHNnN KANMHUYECKUX
nccnefoBaHU U NPUMEHEHUN NEKAPCTBEHHbIX NPenapaTos.

4. 3a HecoobleHNne AN COKPbITUE CBEAEHUN, NPeAyCMOTPEHHbIX YacTblo 3 HaCTOALLEN cTaTby,
INLA, KOTOPbIM OHW CTAaANM M3BECTHbl NO poay WX NPOPEeCcCUOHANbHOM AeATeNbHOCTU, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuinckon depepaumu.

5. TMMopAafok oOcywecTB/lieHMA MOHUTOpPUMHra 6e30nacHOCTU /IeKapCTBEHHbLIX MNPenapaTos,
pernctpaunm nobouYHbIX AOENCTBUIM, Cepbe3HbIX HeXenaTesbHbiX peakuui, HenpeaBuaeHHbIX
HeXKenaTebHbIX peakuunii Npu NPUMEHEHUU IEKAaPCTBEHHbIX NPenapaTos, B TOM YMc/ie NpeacTaBaeHns
nHbopmauum 06 3TOM, yCTaHaBAMBAETCA YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM MUCMONHUTENIbHOM
B/1ACTU.

CraTbsa 65. MprocTaHoBEHNE NPUMEHEHUSA IEKaPCTBEHHOIO NpenapaTa

Mpy nonyyeHnn MHPopmaLuMM O NOBOYHBbIX AEUCTBUAX, HE YKa3aHHbIX B WMHCTPYKLUMM MO
NPUMEHEHUIO JIeKaPCTBEHHOrO MpenapaTa, CepbesHbIX HEeXenaTeNbHbIX peakuuax, HemnpeasuaeHHbIX
HeenaTesIbHbIX Peakuuax MNpu MNpPUMEHeHWWM NeKapcTBEHHOro npenapaTa, 06 ocobeHHOCTAX ero
B3aMMOAENCTBUA C APYrMMU NEKAPCTBEHHbIMM MpenapaTtaMu, KOTOpble MOTryT NpeacTaBAATb Yrposy
MW3HWU WMAM 340POBbI0 MAUMEHTOB, a TaKKe CBEAEHWI, He COOTBETCTBYIOWMX CBEAEHMAM O
NeKapCTBEHHOM MpenapaTe, COAEPKaWMMCA B MHCTPYKLMKU MO ero NPUMEHEHWUIO, YNOJHOMOYEHHbIN
depepanbHbIi  OpraH  UCMOJIHUTENbHOM  BAACTM  PacCMaTPMBAET BOMPOC O  BO3MOXKHOCTU
NPUOCTAHOBNEHMS NPUMEHEHWA TAKOTo JIEKApPCTBEHHOrO npenapaTa B MOpPAAKe, YCTAaHOBAEHHOM
YNOJHOMOYEHHbIM $peaepanbHbIM OPraHOM UCMOJTHUTENIbHOM BAACTH.

CraTtba 66. MHbOpMaLMA 0 pe3ynbTaTaXx MOHUMTOPUHIa 6€30NacHOCTM IeKapCTBEHHbIX NpenapaTos
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YnonHomoueHHbI peaepanbHblii OpraH UCMOAHUTENIbHOM BNACTU, OCYLLECTBAAIOWMNIA MOHUTOPUHT
6€30MacHOCTM SIeKAPCTBEHHbIX MPEenapaToB, HAXOAAWMXCA B 0bOpalLleHMM Ha TeppuTopum Poccuiickoit
depepaumnn, no pesynbTaTam MOHMUTOPMHIA pasmellaeT Ha CBOeM OOULUMaNbHOM caiTe B CeTu
"MHTepHeT" MHPOPMALMIO O NPUHATbIX PELEHMAX O BHECEHMM WM3MEHEHMA B WMHCTPYKUMIO MO
NPUMEHEHMNIO NEKAPCTBEHHOrO MpenapaTta, O MPUOCTAHOBAEHUN MPUMEHEHUA JIEKAPCTBEHHOTO
npenapata, 06 n3bATUKN N3 0bpallleHMA NeKapcTBEHHOMO NpenapaTa nan o0 BO306HOBAEHUM NPUMEHEHNA
JleKapCcTBEHHOrO NpenapaTa.

Fnhasa 14. UTHOOPMALMUA O NEKAPCTBEHHDbIX MPEMNAPATAX
Cratba 67. MHGOpMaLmA 0 NeKapCTBEHHbIX NpenapaTax

1. MHdopmaLMA O NeKapCTBEHHbLIX NpenapaTax, OTNyCKaembiX MO PeuenTy Ha NeKapCTBEHHbIN
npenapar, O0J/IKHa COAEP’KaTbCA TOMbKO B CMEUManM3MpPOBaHHbIX M34AHUAX, NPeAHa3HAYEHHbIX O/A
MEAMLMHCKNX, GapMaLeBTUYECKMX, BeETepUMHAPHbIX PaboOTHMKOB. MHPOpMaLMs O JIeKapCTBEHHbIX
npenapaTtax 4/ cneunanncToB B 061acti obpalleHns NeKapCTBEHHbIX CPEACTB MOXKET COAEepKaTbCa B
MOHOTpaduAxX, CMNPaBOYHMKAX, HAYYHbIX CTaTbAX, B JOOK/NaZax Ha KOHrpeccax, KOHdepeHUMsX,
CMMNO3MYMaX, Hay4HbIX COBETAX, a TaK}Ke B MHCTPYKLUMAX NO NPUMEHEHMIO IEKAPCTBEHHbIX NPENApaToB.

2. MHpopmauma o NeKapCTBeHHbIX NpenapaTax, OTNycKaemMbix 6e3 peuenTa Ha JIeKapcTBEHHbIN
npenapaTt, MOXeT cogepKaTbcA B NybAMKauuax M o6bABAEHUAX CPeacTB MacCcoBOM WHopMaumu,
CNeunanmn3mpoBaHHbIX U OBLLMX MeYaTHbIX U3L4AHMAX, UHCTPYKLMAX MO MPUMEHEHMUIO SIeKapCTBEHHbIX
npenapaTos, MHbIX U34aHUAX Cy6bEKTOB 06pallLeHNA eKapCTBEHHbIX CPeaCTB. PekfamHble maTepuanbl
O /leKapCTBEHHOM npenapaTe, OTNyckaemom 6e3 peuenTa Ha NEKapCTBEHHbIM npenapar, AO/MKHbI
COOTBETCTBOBAaTb MHCTPYKLIMM MO MPUMEHEHMIO JIEKaPCTBEHHOrO npenapara.

3. JlonyckaeTcs MCMnonb30BaHWe o6bIX MaTepuanbHbIX HOCUTEsIe, MO3BOMAIOWMNX XPaHWUTD,
nepeaasaTb M MCNO/Ib30BaTh MHGOPMALIMIO O JIEKAPCTBEHHbIX NpenapaTtax 6e3 ee UCKaXKeHUA.

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOAATE/IbCTBA
POCCUIACKOMN DEAEPALMM NPU OBPALLEEHUWN NEKAPCTBEHHbIX CPEACTB
1 BOSMELUEHUE BPEAA, NPUYMUHEHHOIO 340POBbLIO FPAXKAAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapyleHWe 3aKoHogaTenbcTBa Poccuiickoit depgepaumu npu
06paLLeHMM IeKapPCTBEHHbIX CPeacTB

HapyweHune 3akoHopatenbctBa Poccuiickon ®Pepepaumm npu o6pallleHUn NeKapCTBEHHbIX
cpeacTte BnedyeT 3a coboli OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOZaTeNbCTBOM Poccuiickol
depepaunn.

Cratba 69. BosmelleHue Bpeaa, NPUUMHEHHOTO 340POBbLIO FpaX4aH BCAeACTBUE NPUMEHEHUA
NeKapCTBEHHbIX NpenapaTos

1. MpousBoauTenb NEKapCTBEHHOro npenapata o06s3aH BO3MECTUTb Bped, NPUYUHEHHbIN
3[10POBbIO FparkaaH BCeACTBUE NPUMEHEHUA NEKAapCTBEHHOTO NpenapaTa, ec/iv A0Ka3aHo, YTo:

1) nexkapcTBeHHbIM NpenapaTt NPUMEHSANCA MO Ha3HAYeHUI0 B COOTBETCTBUM C UHCTPYKUMENA Mo
NPMMEHEHUIO NEKAPCTBEHHOrO NpenapaTta M NPUYMHON Bpeda ABW/CA BBOJA B rparKAaHCKMI obopoT
HeZL06pPOKayeCcTBEHHOIO IEKAPCTBEHHOrO Npenapara;

2) Bpea, 340POBbIO MPUYMHEH BCAeACTBME HEeAOCTOBEPHOM MHOOPMALMKM, copeprKallieinca B
MHCTPYKUMM MO  MNPUMEHEHUIO  JIEKApPCTBEHHOTO  MpenapaTta, W34aHHOW  MpPouM3BOAUTENIEM
NleKapcTBEHHOro npenapara.

2. B cnyvae, ecnum Bpesd 340PO0BbIO rpaXKaaH NPUUMHEH BCAEACTBME NPUMEHEHUA NEKAPCTBEHHOrO
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npenaparta, Npule/lero B HEroAHOCTb B pe3y/ibTaTe HapylleHWUA NPaBUA XpaHEeHUSA NeKapCTBEHHbIX
CpeacTBs, NpaBuA ONTOBOW TOProB/AW JIEKAPCTBEHHbIMM NpenapaTaMu, NPaBua OTNYCKa JIEKapCTBEHHbIX
npenapatos, NpPaBWA M3rOTOBJEHWS W OTMYCKA JIeKapCTBEHHbIX MpenapaToB, BO3MelleHWe Bpeja
OCYLLECTBNSIETCA COOTBETCTBEHHO OpraHM3alueit ONTOBOW TOProB/M JI€KAPCTBEHHbIMU CPeACcTBamM,
anTe4yHOW opraHu3aumen, WUHAMBUMAYANbHbIM MpeAnpUHUMATENEM, WMEWUMU  JIMLEH3UID  Ha
dapmMaLleBTMUECKYIO AeATEeNbHOCTb WMAM NULEH3UI0O Ha MEAMLMHCKYIO AeATeNbHOCTb, MeAULMHCKON
opraHusaumen, MMelolen nuLeHsuo Ha dapmMaleBTUUECKYO AeATeNbHOCTb (ee 060C0o6AeHHbIM
noapasaeneHnem (ambynatopuein, penbaliepckum m denballepcko-aKyLepCcKUM NyHKTaMu, LEeHTPOM
(oTaeneHnem) obuielt BpauyebHol (cemeitHOM) NPaKTUKK), PACNONOXKEHHbIM B CE/IbCKOM NOCENeHNN, B
KOTOPOM OTCYTCTBYEeT anTeyHaa opraHusauua), [A0NyCTUBLUMMMK MPOAAXKY WAW OTMNYCK TaKoro
JIeKapCTBEHHOro npenaparTa.

3. BosmeuweHue Bpeaa, MNPUYMHEHHOTO 340POBbLID rPaKAaH BCAeACTBME NPUMEHEHUs
JIEKapCTBEHHbIX MPEenapaTtoB WAM COBEPLUEHUs MPOTUBOMPABHbLIX AEUCTBUN cybbeKkTamu obpalleHus
JIEKapCTBEHHbIX CPeacTB, OCYLLEeCTBAAETCA B COOTBETCTBUMM C 3aKOHOAATENbCTBOM PoccuiicKoi
depepaunu.

Fnasa 16. 3SAK/TIOYUTE/IbHBIE MONTOXKEHNA

Cratbsa 70. O NpuU3HaAHUK YTPATMBLLUMMM CUNY OTAENbHbIX 3aKOHOAATE/NbHbIX aKTOB (MONOXKEHWM
3aKoHOAaTeNbHbIX akToB) Poccuiickon deaepauymm

Mpu3HaTb yTPaTUBLIMMU CUTY:

1) depepanbHbIl 3aKoH oT 22 nioHA 1998 roaa N 86-d3 "O nekapcTBeHHbIX cpeacTtsax” (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepauum, 1998, N 26, cT. 3006);

2) ®enepanbHbIi 3aKoH oT 2 AHBapsA 2000 roga N 5-d3 "O BHeceHUN U3MEHEHUS U AO0NOJIHEHWIA B
depnepanbHbin 3aKoH "O nekapcTBeHHbIXx cpeacteax”" (CobpaHue 3akoHogaTenbcTBa Poccuiickoi
denepaunn, 2000, N 2, cT. 126);

3) ctaTblo 40 PenepanbHoro 3akoHa ot 10 saHBapA 2003 roga N 15-®3 "O BHeCeHMU U3MEHEHUI U
OONONHEHUI B HEKOTOpble 3aKoHoAaTesbHble aKkTbl Poccuitckolt Pepepaumm B CBA3U C NPUHATUEM
depepanbHoro 3akoHa "O AMUEH3MPOBAHUM OTAENbHbIX BUAOB AeatenbHoctu" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaumu, 2003, N 2, cT. 167);

4) ctaTbio 31 denepanbHoro 3akoHa oT 30 utoHA 2003 roaa N 86-93 "O BHeECEHUU U3MEHEHUI U
OONONHEHUI B HEKOTOPbIE 3aKOoHOAAaTeNbHble aKTbl Poccuiickon Pegepaumn, NPUHaAHUKN yTPATUBLLMMMN
CUNY OTAENbHbIX 3aKoHOAATesNbHbIX aKToB Poccuitickoli depepaumn, NpenocTaBNeHUM OTAENbHbIX
rapaHTUM COTPYAHMKAM OPraHoB BHYTPEHHUX [1€/1, OPraHOB MO KOHTPO/It0 32 060pOTOM HaPKOTUYECKUX
CpPeacTB U MCUXOTPOMHbIX BELLEeCTB U ynpasgHAembix ¢enepasbHbiX OpraHOB Ha/NO0roBoM NOAUMLMU B
CBA3N C OCYLLECTBAEHMEM Mep NO COBEPLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpasneHus" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepaumm, 2003, N 27, cT. 2700);

5) ctatbio 101 PepepanbHOro 3akoHa ot 22 asrycta 2004 roaa N 122-d3 "O BHeCEHUN N3MEHEHU
B 3aKoHogaTeslbHble aKTbl Poccuitickoli Pepepaumm M NPU3HAHUWU YTPATUBLUMMU CUY HEKOTOPbIX
3aKoHoAaTeNbHbIX aKToB Poccuiickon Pepepaunmn B cBA3U € npuHATMEM DeaepasibHbiXx 3akoHoB "O
BHECEHUM M3MEHEHWUIH U gononHeHui B PepepanbHblih 3aKoH "O6 06WMX NPUHLMNAX OpPraHM3auum
3aKOHOAaTeNbHbIX (NpeacTaBUTENbHBIX) M UCMNOJHUTENIbHBIX OPraHOB rOCYZAapCTBEHHOW BAacTU
cybbektoB Poccuiickon ®Pepgepaumn” un "O6 obWMX NpPUHUMNAX OpraHM3auMM  MECTHOro
camoynpasneHunn B Poccuitickoit ®epepaunn” (CobpaHune 3akoHogatenbcTBa Poccuiickoin Geaepaumu,
2004, N 35, cT. 3607);

6) cTaTbto 28 PepepanbHOro 3akoHa ot 18 gekabpsa 2006 roga N 231-$3 "O BBegeHUM B AencTBUE
yacTn vetBepTon [parkaaHCKoro Kopgekca Poccuiickon Pepepaumn” (CobpaHue 3akoHOAATENbCTBA
Poccuitckoit ®epgepaummn, 2006, N 52, cT. 5497).

Cratba 71. BcTynneHue B cuny Hactoswwero ®eagepanbHOro 3akoHa
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1. Hactoswmin ®eaepanbHblii 3aKOH BCTynaeT B cuay ¢ 1 ceHTAbpa 2010 roaa.

2. JlekapcTBeHHble CPeACTBa, 3aPErMcTpMpOBaHHble A0 AHA BCTYMJIEHMA B CWJY HACTOALWErO
dPepepanbHOro 3aKOHA, NOA/EKAT BKAOYEHUIO B FOCYAapPCTBEHHbIE PEECTPbl IEKAPCTBEHHbIX CPEACTB C
BHECEHMEM YKa3aHHbIX B Yacth 1 ctatbk 33 Hactosuwero ®enepanbHOro 3aKOHa CBeAEHUMM 06 3TUX
NIeKapCTBEHHbIX CpeacTBax 6e3 NpPOXOoXKAEHWA BHOBb MpoLeaypbl FOCyAapCTBEHHON perncTpaumm
JIeKapCTBEHHbIX NPenapaTos.

3. FocyAapCTBEHHAA PErnCTPALMA IeKapCTBEHHbIX NPENapaToB, 38 UCK/IIOYEHUEM IEKAPCTBEHHbIX
npenapaToB ANA MEAULMHCKOIO MPUMEHEHUA, NPeACTAaBAEHHbIX HA YKa3aHHYIO PerucTpaumio 4o AHA
BCTYN/AEHMA B cuAy HacTosawero PenepasbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBMM C HACTOALLMM
depepanbHbIM 3aKOHOM Ha OCHOBAHMM AOKYMEHTOB M AAHHbIX, MPeACTaB/AeHHbIX 40 AHA BCTYNAeHUA B
cuny Hactoauwero PegepanbHOro 3aKkoHa.

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

3.1. TocypapcCTBeHHasA perncTtpauma JIeKAapCTBEHHbIX MpenapaToB Aaa  MegUUMHCKOro
NPUMeEHEHMA, MNPeACTaBAEHHbIX Ha TOCY4APCTBEHHYIO PEerucTpaumio Ao AHA BCTYMJIeHMA B CUay
HacToawero ®PefepanbHOrO 3aKOHa, M rOCYyAapCTBEHHAA Perncrpauma NekapCcTBEHHbIX NpenapaTos AnA
MEeOVLMHCKOTO NPUMEHEHWA, NpPeACTaB/IEHHbIX Ha 3KCNepTU3y JNeKapCTBEHHbIX CPeacTB [0 [AHA
BCTYN/JeHMA B CUAy HacToAauwero dPeaepasibHOro 3aKOHa B LEenAX Ux nocsieaytollei rocyaapcTBeHHON
perncTpauuun, OCyLLeCTBAAIOTCA Ha OCHOBAaHWW [OKYMEHTOB W JAaHHbIX, NPeACTaBAeHHbIX A0 [AHA
BCTyN/AeHMA B cuny Hactoauwero ®PenepanbHOro 3aKOHA, a TaKXKe 3aAB/IEHMA O TOCyAapCTBEHHOM
perncTpaunm NeKapcTBEHHOro npenapata, NPeACTAaBAEHHOIO MPOU3BOAUTENEM JIEKAPCTBEHHbIX
npenapaTos WAW YNOJAHOMOYEHHbIM UM JINLOM B COOTBETCTBMM C HacTosAwmMm PeaepanbHbiM 3aKOHOM B
YNOJHOMOYEHHbIN denepanbHblii OpraH MCNOAHUTENbHOM BAactM Ao 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl rocy4apCTBEHHOM MOLLJIMHbBI, NPeAyCMOTPEHHON 3aKoHO4aTeIbCTBOM Poccuiickom
depepaunn o Hasnorax 1 cbopax.

(yacTb 3.1 B pea. PepepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.2. TloaTsBepXAeHWe rocyAapCTBEHHOM pPerncrTpaumMm NeKapCcTBEeHHbIX MpenapaTtoB  Aaa
MeANLMHCKOIo NPUMEHEHMA, NPeACTaBAEHHbIX 414 NOATBEPKAEHUA rOCYAapPCTBEHHON perncTpaLmm oo
OHA BCTyn/AeHMAa B cuay Hactosawero ®PeaepanbHOro 3akoHa, M MOATBEPMKAEHWE TFOCY[APCTBEHHOM
perncTpaunmn NIeKapcTBEHHbIX MPEnapaToB AAA MeAULMHCKOro NpPUMEHEHWs, NpeacTaB/eHHbIX Ha
9KCMNepTU3y SIeKapCTBEHHbIX CPeACTB A0 AHA BCTyNAeHUA B cuay Hactoawero PenepasbHOro 3akoHa B
uenax nocneayoulero MOATBEPKAEHUA WX FOCYAAPCTBEHHOM PEerncTpauuun, OCyWecTBAAKTCA Ha
OCHOBaHMW [OKYMEHTOB M [AaHHbIX, MNPEeACTABAEHHbIX A0 AHA BCTYNJEHMA B CWUJly HacTOALLEro
PepnepanbHOro 3aKOHA, a TaKXKe 33asAB/JeHMA O MNOATBEPXKAEHUM TOCY[apPCTBEHHOM perncrpaumnm
JIeKapCTBEHHOrO npenapaTa, NPeACcTaBNEHHOro NPOU3BOAUTENEM JIEKAPCTBEHHbIX MpPenapaTtoB WAn
YNONHOMOYEHHbIM MM /JIMLOM B COOTBETCTBMM C HactoAwmm PepepanbHbiM  3aKOHOM B
YNONHOMOYEHHbIN deaepanbHblii OpraH MCNOAHUTENbHOM Bnactv Ao 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl roCy4apCTBEHHON MOWAMHBI, NPesyCMOTPEHHOM 3aKOHOAaTeNbCTBOM Poccuinckom
depepaunn o Hanorax n cbopax.

(yacTb 3.2 B pea. PeaepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

3.3. TpuHATME peweHMA O BHECEHUM W3MEHEHWII B [AOKYMEHTbl, coaepyKawmeca B
PEernmcTpaLMoHHOM [0Cbe Ha 3apermcTpMpPOBAHHbLIA JIEKAPCTBEHHbIM MpenapaT gas MeaULMHCKOro
NPUMeHeHNA U NpeacTaB/ieHHble 40 AHA BCTYN/IEHMA B CUMAy HacToAwero PeaepanbHOro 3akoHa, U
NPUHATME PELUEHMA O BHECEHUN U3MEHEHWNI B AOKYMEHTbI, COAEpKaLLeeca B PErmcTpaLuMoHHOM A0Cbe
Ha  3aPEerucTPUpPOBaHHbIM  NEKAPCTBEHHbIN nNpenapat A8  MeAMUMHCKOro  MNpPUMEHeHMA U
npeacraB/eHHble Ha 3KCNepTM3y JIeKApCTBEHHbIX CPeACTB A0 AHA BCTYM/EHMA B CUAY HACcTOALWEro
®epnepanbHOro 3aKOHa, OCYLLECTBAAKOTCA HAa OCHOBAaHWW AOKYMEHTOB M AaHHbIX, NPeACTaBAEHHbIX 40
OHA BCTynneHua B cway HactosAwero PepepanbHOro 3akoHa, a TaKKe 3aAB/IeHMA O BHECEHUMU
U3MEHEHWA B [OOKYMEHTbI, COAep)KaliMecs B PerucTpauMoHHOM [O0Cbe Ha 3aperncTpupoBaHHbINA
JIeKapCTBEHHbIM NpenapaT Ana MeLUUMHCKOro NPUMEHEHWA, NpeACTaB/fEHHOrO MPOUM3BOAUTENEM
JIEKapCTBEHHbIX MPEnapaTtos WAM YNOJHOMOYEHHbIM MM JIMLOM B COOTBETCTBUM C HACTOALLUM
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depepanbHbIM 3aKOHOM B YNO/ITHOMOYEHHbIN deaepasnbHbIi opraH UCNOAHUTENIbHOM BAacTM Ao 1 mapTa
2011 ropa, 6e3 TpeboBaHMA  ynnatbl  roCygapCTBEHHOW  MOLWAWHBLI,  NpPeaycCMOTPEHHOM
3aKoHoaaTenbcTBom Poccuiickoit Peaepaummn o Hanorax u cbopax.

(yacTb 3.3 B pea. PepepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspeleHnit Ha nposBedeHWe KAMHUYECKUX UCCNeoBaHMA NeKapCTBEHHbIX
npenapaTos Aad MeAULMHCKOrO NPMMEHEHUA NO 3aABIEHUAM, NOAAHHLIM A0 AHA BCTYN/EHUA B CUAY
HacToAwwero ®eaepanbHOro 3aKOHa, a TakXkKe No 3aABAEHUAM, NOAAHHbIM MOC/e AHA BCTYNAEHUA B CUY
HacToAwwero ®enepanbHOro 3aKoHa HA OCHOBAHWUKM 3KCNEPTU3, MPOBEAEHHbIX A0 AHA BCTYM/IEHUA B CUNY
HacTosawero PenepanbHOro 3aKoHa, OCYLLECTBAAETCA B COOTBETCTBUM C HactoAwmm ®PepepanbHbim
32aKOHOM Ha OCHOBAHUM AOKYMEHTOB U AaHHbIX, MPeACTaBAEHHbIX MW NOAYYEHHbIX A0 AHA BCTYN/eHUA
B CMAy HacToAwero ®enepanbHOro 3aKoHa, a TakXKe Ha OCHOBAHMM KONMWUKW NpeaBapuTe/IbHOro 40rosopa
06A3aTeNbHOrO  CTPAXOBaHWUA  KU3HKW, 340POBbA MALMEHTOB, YYacCTBYIOWMX B  K/JAMHMYECKOM
nccnenoBaHMM NIEKAPCTBEHHOMO npenapaTta Ana MeAULMHCKOTo MPUMEHEHMA, UAKM KOMUK A0roBopa
06A3aTeNbHOrO  CTPAXOBaHWUA  KU3HKW, 340POBbA MALMEHTOB, YYacTBYIOWMX B  K/JAMHMYECKOM
nccnefoBaHUM NeKapCTBEHHOro npenapaTta Aaa MeAMUUMHCKOro NpuUmMeHeHus, 1nbo npeacTtaBaeHHOM
Konuu gorosopa 06s3aTesIbHOro CTPaxoBaHMA, 3aK/IIOYEHHOTO B COOTBETCTBUM C TUMOBLIMM NPaBUIaMM
06A3aTeNbHOrO CTPAXOBaHWUS, C yKasaHMeM npenenbHOM UYMCNEHHOCTM MNALMEHTOB, YYacTBYIOLWMX B
KNMHUYECKOM WCCe0BaHUN /IeKapCTBEHHOro npenapata Aas MeAMUMHCKOro npumeHeHus, 6es
TpeboBaHMA ynaaTbl rocyaapCcTBEHHOW MOLWWJINHbBI, NPeayCMOTPEHHON 3aKoHOA4ATENbCTBOM Poccuiickom
depnepaunn o Hanorax u cbopax.

(yacTb 3.4 B pea. PepepanbHOro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncTtpupoBaHHble B WMHOCTPAHHOM BasjloTe A0 AHS BCTYM/IEHUSA B CUY HACTOALLErO
depepanbHOro 3aKOHa MpefesibHble  OTMNYCKHble  LeHbl  MHOCTPaHHbIX MNpou3BoAuTENnEl  Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B NepeyeHb MM3HEHHO HEOOXOAMMbBIX M BaXKHEMLUX
JIEKAPCTBEHHbIX NPEnapaTos, NoA/iexKaT nepecyeTty B pybam no Kypcy LleHTpanbHoro 6aHKka Poccuitckom
depepaunmn Ha aaTy, ycTaHoBAEHHYo [MpaBuTtenbcTtBom Poccuiickon ®epepauumn, 6e3 npeacraBaeHus
3aAB/IeHMA O nepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLLMX N3MEHEHUI B FTOCYAAPCTBEHHbIN peecTp
npeaenbHbIX OTMYCKHbIX LLEH NPOM3BOAUTENE Ha JIeKapCTBEHHble NpenapaTbl, BK/AKOYEHHblE B
nepeyeHb *KU3HEHHO HEOOXOAMMbIX M BarKHEMLLINX NEKAPCTBEHHbIX NPenapaTos.

(yacTb 3.5 BBeseHa depepanbHbiM 3akoHoM 0T 11.10.2010 N 271-d3)

3.6. 3apernctpMpoBaHHble 40 AHA BCTyNAeHMA B cuay HacToawero degepasbHOro 3aKoHa
npeaenbHble OTMNYCKHble LUEHbl POCCUIACKMX MNPOM3BOAMUTENEM Ha JeKapCTBEHHble npenapaTbl,
BK/IlOYEHHblE B MepeyeHb KU3HEHHO HeobXoAUMbIX M BaXKHEMWLMX NeKapCTBEHHbIX MNpPenapaTos,
nognexaTr mHgekcaumm c 1 Hoabpsa 2010 roga McxoAs M3 MPOrHO3UPYEMOro YPOBHS WHONAUUMK,
ycTaHoBneHHoro ®egepanbHbiM 3aKOHOM OT 2 gekabps 2009 roga N 308-d3 "O depepanbHom
6toaxkeTe Ha 2010 roa v Ha nnaHoBbIn nepuog 2011 1 2012 rogos" Ha 2011 roa.

(yacTb 3.6 BBeaeHa deaepanbHbiM 3akoHoM 0T 11.10.2010 N 271-93)

3.7. Mocne 1 mapta 2011 roga He gonyckatoTca NPon3BOACTBO U BBO3 B Poccuiickyto ®egepaumio
JIeKapCTBEHHbIX MPenapaToB B yNaKoBKax C MapKMPOBKOW, KoTopas bblna HaHeceHa A0 AHA BCTYN/eHUn
B CMAy HacToAwero PeaepabHOrO 3aKoHa. [10 UCTEYEHUM YKA3aHHOIO CPOKa AaHHble NeKapCTBEHHbIE
npenapaTtbl MOTYT OTMNYCKaTbCA, PEasIM30BbIBATLHCA, NepesaBaTbCA M MPUMEHATbLCA A0 UCTEYEHMA UX
CpPOKa roaHoCTY.

(B pen,. PegepanbHbix 3aKoHOB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-93)

4. Co pHA BCTyn/ieHWa B cuny Hactoawero PenepanvHoro 3akoHa u no 30 anpens 2011 ropa
BK/IIOUUTE/IBHO  [OMYCKAeTCA MpPOBEAEHUE 3IKCNEPTU3bl  NIEKAPCTBEHHbIX CPEACTB  SKCNepTamu
9KCNEPTHOTO YYpPENKOEHMA [0 MNPOXOXMAEHMA UMMM  aTTecTaumnm B NOpAAKe, YCTAHOB/IEHHOM
YNOJIHOMOYEHHbIM defepanbHbIM OpPraHOM UCMONHUTEIbHOW BAACTU.

5. Co gHAa BCcTynneHus B cuay Hactosawero PenepanbHoro 3akoHa 1 no 31 aekabps 2013 roga
BK/IIOUUTE/IbHO OCYLLECTBAAETCA Nepexos K NPOU3BOACTBY JIEKAPCTBEHHbIX CPeAcTB B COOTBETCTBUM C
npasmMaamm opraH13aumm NPomn3BoACTBa M KOHTPO/IA KauecTBa SIEKaPCTBEHHbIX CPeACTB, YKa3aHHbIMM B
yactm 1 crtatbu 45 HactosAwero dPepepanbHOro 3akoHa, B nNonHom obbeme. CpokM nepexona
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NpPou3BOACTBA /IEKAPCTBEHHbIX CPeaACTB K WX MPOM3BOACTBY B COOTBETCTBMU C KOHKPETHbIMMU
TpeboBaHMAMM AAHHbIX MPABWA, BK/AOYAA CPOKWU aTTecTauuum YNOJIHOMOYEHHbIX ML, YKa3aHHbIX B
yactax 6 u 7 crtatbm 45 Hactosawero dPepepanbHOro 3aKOHA, YCTaHaBAMBatOTCA [1paBUTENbCTBOM
Poccuiickoin Pegepaunn.

6. J/InueH3nn Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeAcTB, BblgaHHble Ao 1 aHeBapa 2014 roaa,
aenicteytoT nocne 1 aHeapa 2014 roga A0 UCTEYEHUS CPOKa UX AEUCTBUA NMPU YCIOBUM COOTBETCTBUSA
nueH3mnaTa npasuaam OpraHM3aumMn NPOM3BOACTBA M KOHTPOIA KavyecTBa JIEKAPCTBEHHbIX CPeacTs,
YKa3aHHbIM B YacTu 1 cTatbn 45 HacTtoawero PenepasnbHOro 3aKoHa.

7. ®opmupoBaHMe rocyaapCTBEHHOIO 33JaHMA Ha NpoBeAeHWMe 3KCNepTU3bl JIeKAPCTBEHHbIX
cpencte depepanbHOMY roCcyaapCcTBEHHOMY OIOAKETHOMY YUYPEKAEHUIO MO NPOBEAEHMIO SKCMEPTU3bI
JIeKapCTBEHHbIX CpeacTB M dMHaHCOBoe obecneyeHne BbINONHEHUA 3TOro 3a4aHMA OCYLLECTBASIOTCS B
nopsake, ycraHoBieHHom @egepanbHbiIM 3akoHOM oOT 12 saHBapa 1996 roga N 7-#3 "O
HEKOMMEPYECKUX OpraHm3aumnax".

(yacTb 7 BBegeHa PenepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

Mpe3ngeHt
Poccuitckoit egepaumm
O.MEOBELEB
MockBa, Kpemnb
12 anpena 2010 roaa
N 61-®3
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