12 anpensa 2010 roga N 61-®3

POCCUIACKAA ®EAEPALMA
®EAEPA/IbHbIN 3AKOH
OB OBPALLEHWUU NEKAPCTBEHHbIX CPEACTB

MpuHAT
locypapcteeHHOM dymoi
24 mapta 2010 roga

OpobpeH
CoseTom Pepepaunm
31 mapta 2010 roga

(B pen. PepepanbHbix 3aKkoHOB 0T 27.07.2010 N 192-93,
071 11.10.2010 N 271-$3, 07 29.11.2010 N 313-®3,
071 06.12.2011 N 409-93, o1 25.06.2012 N 93-93,
0T 25.12.2012 N 262-®3, o1 02.07.2013 N 185-93)

Fnasa 1. OBLLME NMONIOXKEHUA
Cratba 1. MpeameT peryanposaHua Hactoawero PeaepanbHOro 3akoHa

1. Hactoawmin dPepepanbHbii 3aKOH peryavpyetr OTHOLEHMA, BO3HMKalOWMe B CBA3SU C
obpalleHnem - pas3paboTKo, AOKANHMYECKMMU WUCCNELOBAHUAMM, KAMHUYECKMMW UCCAEA0BaHUAMM,
3KCNepTU30M1, TOoCyAapCTBEHHOM perucrpaumelt, co CTaHOAPTU3aUMEN M C KOHTPOJIEM KauyecTsa,
NPOu3BOACTBOM, M3rOTOB/NIEHMEM, XpaHEeHWeM, NepeBO3KOM, BBO3OM B Poccuiickyio deaepaumio,
BbIBO30M M3 Pocculickolt Penepaunn, peknamoi, oTnycKom, peanunsaumneit, nepegaden, npuMeHeHuem,
YHUUTOXEHNEM NEKAPCTBEHHbIX CPEACTB.

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

2. Hactoswmit  ®depepanbHblit  3aKOH  yCTaHaB/AMBaeT  MPUOPUTET  TOCYHAPCTBEHHOIO
perynMpoBaHuMa 6e3onacHOCTM, KayectBa M 3¢GEPEKTUBHOCTM JIEKAPCTBEHHbLIX CPEACTB MNpU  UX
obpauweHnu.

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

Cratba 2. Cdepa npumeHeHUn HacToAwero PeaepanbHOro 3akoHa

Hactoawmin deaepanbHbilii 3aKOH NPUMEHSAETCA K OTHOLIEHMAM, BO3HUKAIOLWMM Npu obpalueHnn
NeKapcTBEHHbIX CPeACTB Ha TeppuTopumn Poccuiickont deaepaumn.

CraTbs 3. 3aKOHOAaTeNbCTBO 06 06paLLEHNM IEKAPCTBEHHDBIX CPEACTB

1. 3akoHopgaTenbctBO 06 o06palleHMM NEeKAPCTBEHHbIX CPEACTB COCTOMT W3  HACTOALLEro
dPepnepanbHOro 3akoHa, Apyrnx denepasnbHbiX 3aKOHOB M WUHbIX HOPMATWMBHbLIX MPABOBbLIX aKTOB
Poccuiickoit Pepepaunu.

2. [einctBne Hactosawero ®PeaepanbHOro 3akoHa pacrnpocTpaHseTca Ha obpalieHue
HAPKOTUYECKUX JIEKAPCTBEHHbIX CPEeACTB W MNCUXOTPOMHbIX JIEKAPCTBEHHbLIX CPEeACTB C  Y4YeTom
0cobeHHOCTEN, YCTAHOB/IEHHbIX 3aKoHoAaTenbCcTBOM Poccuiickolr Pepepaumm 0  HaPKOTUYECKUX
cpeacTBax, NCUXOTPOMHbIX BELLLEeCTBax U 06 UX NpeKypcopax.
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3. [Oeitctene HactosAwero ®deaepanbHOro 3aKoHa pacnpocTpaHseTca Ha  obpalleHue
paanodapmaleBTUYECKMX /IEKAPCTBEHHbIX CPeacTB € yyeTom ocobeHHocTel, YyCTaHOBAEHHbIX
3aKoHoaaTeibcTBoM Poccuiickoit Peaepaunm B 061actn obecneveHma pagmaumMoHHomn 6e3onacHoCcTy.

4. Ecnvn mexayHapoHbim gorosopom Poccuiickoit Peaepaumnmn ycTaHOBAEHbI UHbIE MPaBuUa, YeM
Te, KOTOpble MpeAycMOTpeHbl HacToAwmMM deaepanbHbIM  3aKOHOM, NPUMEHSIOTCS NpaBuaa
MEeKAYHapOoAHOro A40roBopa.

5. B Poccuinckonn degepauum B COOTBETCTBUM C MEXKAYHAPOAHbIMM AOroBopamu Poccuiickoi
depepaumn M (MNM) Ha OCHOBE MPUHUMNG B3aUMHOCTM MPU3HAOTCA pe3yabTaTbl KAUHUYECKUX
NUCCNeloOBaHUI /IeKapCTBEHHbIX MpPenapaToB A8 MeAMLMHCKOrO MNPUMEHEHMA, MPOBeAEeHHbIX 3a
npeaenamun Tepputopmn Poccuiickon deaepaunu.

CraTbAa 4. OCHOBHblE NOHATHUA, Mncnoab3yemble B HACTOALLEM (Dep,epaanOM 3adKOHEe

Ons uenei Hactoswero desepanbHOro 3aKoHa UCMOb3YHTCA CeaytoLLMe OCHOBHbIE MOHATUA:

1) nekapcTBeHHble CpeacTBa - BELeCTBA MAM WX KOMBMHaLMW, BCTynalowMe B KOHTAKT C
OpPraHM3MOM 4YesIOBEKA WU KMBOTHOTO, MPOHUKAlOWMeE B OPraHbl, TKAHWM OPraHM3mMa 4YesioBEKa WMAU
UBOTHOTO, NpUMeHsiemble AN NPOodUNAKTUKM, OMArHOCTUKU (33 MUCKAOYEHMEM BeLlecTB WUAM WX
KOMBUHaLUMI, He KOHTaKTUPYIOLWMX C OPraHM3MOM Ye/I0BEKa WU/IM XKUBOTHOTO), NeYeHnn 3aboneBaHus,
peabunmTaumn, s COXpaHeHus, NpeaoTBPaLLEHMA UK NpepbiBaHUS BepeMeHHOCTU M NOJIyYeHHble 13
KpOBW, Naasmbl KPOBW, W3 OPraHoB, TKaHEM OpraHM3mMa 4YeNoBeKa WM KMBOTHOIO, pPacTeHWM,
MWHEepasoB MeToJaMn CUHTE3a UM C NPUMEHEHUEM BUONOTMYECKMX TeXHONOrU. K nekapCcTBeHHbIM
cpeacTBam oTHocATCA hapmMaleBTUYECKME CyOCTaHLMM U NIEKapCTBEHHbIE NpenapaTbl;

2) dapmaueBTMUECKME cybCTaHUMKM - IeKapCTBEHHbIE CPeACTBa B BUAE AENCTBYIOWMX BELLECTB
6MonorMyeckoro, 6GMOTEXHONIOTMYECKOTO, MMUHEPANbHOMO WM XUMWYECKOro  MPOUCXONKAEHUS,
obnagatolwme GapmMaKoorMyeckon akTUBHOCTbIO, NpeAHa3HauYeHHble 414 NPOU3BOACTBA, U3rOTOBNEHUS
JIeKapCTBEHHbIX NpenapaToB K onpeaenatowme nx sdPekTMBHOCTb;

3) BcnomoraTenbHble BeWEecTBa - BELWEcTBAa HEOPraHMYECcKoro WM  OpraHUYeckoro
NMPOUCXOXAEHNA, WUCMNOJb3yemMble B Npouecce MNPOU3BOACTBA, W3rOTOB/MIEHUA  NEKaApPCTBEHHbIX
npenapaTtos A4 NpUAaHNA UM HEOBXO0ANMMBIX PU3NKO-XUMUYECKUX CBOWCTB;

4) nekapcTBEHHble MpenapaTbl - JIeKApCTBEHHble CPeacTBa B BUAE JIEKAPCTBEHHbLIX GOpPM,
npumeHsemble Aaa MNpPodUNAKTUKM, AUArHOCTUKM, JedyeHua 3abonesaHua, peabuautaumm, Ans
COXpaHeHWs, NPeaoTBPALLEHNS AN NPepbliBaHMA BepeMeHHOCTY;

5) nekapctBeHHas ¢opma - COCTOSHWE NIeKapCTBEHHOrO MNpenaparta, COOTBETCTBYoWee cnocobam
€ro BBeZIeHNA U NPpUMeEHeHNA 1 obecrneunBaloLLLee 40CTUKEHNE Heobxoanmoro nevebHoro apdeKTa;

6) nepevyeHb XU3HEHHO HEOBXOAMMbIX U BaXKHEMLUUX JIEKapPCTBEHHbIX NPenapaToB - eXXeroaHo
yTBepXaaemblin Mpasutenbctsom Poccuiickolt Pegepaumnm nepedeHsb IEKAapCTBEHHbIX NpenapaToB As
MeAULMHCKOrO NpUMEHeHUs, obecneymBaroWUX MNPUOPUTETHbIE NOTPEOHOCTM 34PaBOOXPAHEHUA B
uensx npoduNakTMKM W nedyeHna 3aboneBaHuii, B TOM uucie npeobnagalowmnx B CTPYKType
3abonesaemoctu B Poccuiickoit Pegepaunu;

7) uMMyHOBUONOTMYECKME JIeKapCTBEHHble npenapatbl - JIeKApCTBEHHble npenapaTbl
6MOIOrMYECKOTO  MPOUCXONKAEHUA, MpefAHa3HayYeHHble ANA  WUMMYHOIOTMYECKMX  AMArHOCTUKM,
NPodUNAKTUKN U ledyeHmna 3aboneBaHnii;

8) HapKoTUYEeCKMe JIeKapCTBEHHbIE CPEACTBA - JIEKAPCTBEHHbIE NpenapaTthl U dapmaLeBTUYECKNE
cybcTaHUMK, copepkalime HapKOTUYECKMe CcpeacTBa WM BK/KOYEHHble B [lepeyeHb HapKOTMYECKUX
CpeacTs, MNCUXOTPOMHbLIX BELWLECTB W WX MNPEKYPCOPOB, MOAJEKALMX KOHTPOAO B Poccuiickom
depepaunun, B COOTBETCTBMM C 3aKoHOAATeNbCTBOM Poccuiickoint depepauuu, MexKAyHapoOHbIMU
porosopamm Poccuitckolt Pegepaunn, B Tom uncie EMHON KOHBEHUMEN O HAPKOTMYECKUX CpeacTBax
1961 roaa;

9) NcMXoTpOnHble IeKapCTBEHHbIE CPEACTBa - SIEKAPCTBEHHbIE npenapaTtbl MU dapmaLeBTUYECKNE
cybcTaHuMK, coaepXKallime NCUXOTPOMHbIE BELWLECTBa W BK/AKOYEHHble B [lepevyeHb HAPKOTUYECKUX
CPeAcTB, MNCUXOTPOMHbLIX BELWECTB M UX MPEKYPCOpPOB, MOANEXKALWMX KOHTPoAo B Poccuiickomn
depepaunm, B COOTBETCTBMM C 3aKoHOAATeNbCTBOM Poccuitckon ®Pepepaumu, MeXAyHapoAHbIMU
aorosopamu Poccuiickoit ®Pegepaumm, B Tom 4Ymcae KoHBeHUMEN O MCUXOTPOMHbIX BelecTBax 1971
roga;
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10) pagmodapmaLieBTMUYECKNE NIEKAPCTBEHHbIE CPeACTBa - JIeKapCTBEHHble CpeacTBa, KoTopble
CoZleprKaT B rOTOBOM A8 UCMO/Ib30BaHUA GOpMe OANH PAANOHYKANA UAN HECKONbKO PaguOHYKANAOB
(paamoaKTUBHbIX U30TOMOB);

11) opurMHanbHoe fieKapCcTBEHHOE CPeACTBO - IEKAPCTBEHHOE CPEeACTBO, CoAeprKalllee Brnepsble
nosnydyeHHyto dapmMmaleBTUYECKYIO CybCTaHUMIO WAM  HOBYHO KOMBWMHaAUMIO dapmaLeBTUYECKUX
cybcTaHumin, adpdeKTMBHOCTL M 6e30NacHOCTb KOTOPbIX MOATBEPXKAEHbI Pe3yabTaTaMn AOKANHUYECKUX
nccnefoBaHN NEKAPCTBEHHbIX CPEACTB U KIMHUYECKMX UCCel0BaHNI NeKapCTBEHHbIX NpenapaTtos;

12) Bocnpou3BeAeHHOE J/IeKapCTBEHHOE CPeACTBO - /IEKapCTBEHHOE CPeACcTBO, coAeprkallee
Takylo e dapmMaLeBTUUYECKYID CYOCTaHUMI0O WM KOMBMHAUMIO TaKuMX e dapmaLeBTUYECKUX
CybCTaHUMN B TaKOW Ke NeKapCTBEHHOMU ¢popme, UTO U OpPUrMHaNbHOE IeKapCTBEHHOE CPeacTBo, U
noctynuellee B obpalleHMe nocsie NOCTynjeHus B obpalleHWe OpPUIMHANbHOFO NEeKAPCTBEHHOro
cpeacTBa;

13) nekapcTBEHHOE PACTUTE/IbHOE CbIPbE - CBEXME WAWN BbiCyLEHHblE pacTeHus AnMbo UX 4YacTu,
ncnosb3yemble A1 MNPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB OpPraHM3auusmu - NPOU3BOAUTENSMU
JIEKapCTBEHHbIX CPeACTB UM M3rOTOBAEHUA JIEKAPCTBEHHbIX NPENapaToB anTeyYHbIMM OpPraHU3aLnsamuy,
BETEePMHaAPHbIMWN anTeUYHbIMM OPraHU3aUnaMM, UHANBUAYANAbHBIMU NPEeANPUHMMATENAMWN, UMEIOLLMMM
NNUEH3MIO Ha papMaLLEBTUYECKYHO AEeATENbHOCTb;

14) nekapCTBEHHbIN pacTUTENbHbIA NpenapaTt - NeKapCTBEHHbIN npenapaTt, NPoM3BeAeHHbIN UK
N3roTOB/IEHHbIA U3 O4HOFO BMAA IEKAPCTBEHHONO PACcTUTENIbHOIO CbiPbA WUAN HECKOJIbKMX BUAOB TaKOro
CbipbA M peanusyembiii B pacpacoBaHHOM BMAE BO BTOPMUHOM (NOTPebuTenbCKo) ynaKoBKe;

15) romeonaTnyeckoe NeKapCcTBEHHOE CPEeACTBO - IEKAPCTBEHHOE CPeACTBO, NPOU3BEAEHHOE UK
M3roTOB/IEHHOE NO CreLnasbHON TEXHOI0TNY;

16) mexayHapoAHOe HenaTeHTOBaHHOE HaMMEeHOBaHME /IEKAapCTBEHHOIO cpeacTBa -
HaMmeHoBaHMe <¢dapMaLeBTUYECKON cybcTaHuMKM, peKkoMeHAoBaHHOe BcemupHoON opraHusaumen
3/1paBOOXpPaHEeHUs;

17) ToproBoe HaMMeHOBaHWE /NEeKAPCTBEHHOrO CpeacTBa - HaMMEHOBaHMWE JIEKAapPCTBEHHOrO
cpeacTsa, NPUCBOEHHOE ero paspaboTunKkom;

18) obwan papmakonenHan cTaTbs - AOKYMEHT, YTBEPKAEHHbIN YNOJHOMOYEHHbIM dpeaepanbHbIM
OpraHOM UCMOJIHUTE/IbHOW B/IAaCTM U COAEPKALLMIM NepeyeHb NoKasaTesel KayecTsa u (MnmM) metonos
KOHTPO/IA KayecTBa KOHKPETHOM /IeKapCTBEHHON (OPMbI, /1I€KAaPCTBEHHOIO PACTUTENbHOrO CblpbA,
OMNCaHUA BMONOTNMYECKUX, BUOXMMUYECKUX, MUKPODBNOIOTNYECKNX, DUSNKO-XUMUYECKNX, DUSUYECKHUX,
XUMUYECKUX U APYTMX METOA0B aHa/In3a JIeKapCTBEHHOTO CpeacTBa AN MEANLUMHCKOTO NPUMEHEHMs, a
TakKe TpeboBaHUA K UCNONb3yeMbiM B LIENIX NpoBeAeHUA AaHHOMo aHan3a peakTMBam, TUTPOBAHHbIM
pacTBOpam, MHAMKATOpPaM;

19) dapmaKkoneiiHas cTaTbA - AOKYMEHT, YTBEpPXKAEHHbIM YNONHOMOYEHHbIM deaepanbHbIM
OpraHOM MCMONHUTENIbHOM BNACTU M COAEp’KallMii nepedyeHb MOKasaTeneil KadvectBa U MeTOA0B
KOHTPO/IA KauecTBa /IeKapCTBEHHOIO CPeACTBa A1 MeAULIMHCKOro NPUMEHEeHUs;

20) HopMaTMBHasA [AOKYMEHTAUMA - [IOKYMEHT, COAEprKallMii nepedvyeHb onpeaensieMbix No
pesynbTaTaM COOTBETCTBYIOLWIMX 3SKCMEPTU3 MOKasaTesield KayecTBa JIeKapCTBEHHOro cpeacTsa Ans
MeAULIMHCKOro NPUMEHEHMUA, MeTO0B KOHTPO/IA ero KayecTsa U YCTaHOB/IEHHbI €ro NPoOU3BOANTENEM;

21) HOPMATMBHbIN HOOKYMEHT - [OKYMEHT, COAEpXawuii nepeyeHb onpegensiembix Mo
pesy/sibTaTaM COOTBETCTBYIOLLMX SKCMEPTU3 NoKasaTesien KayecTBa U (M1n) MeToaoB KOHTPO/IA KayecTBa
NleKapcTBeHHON ¢GopMbl, ONMUCaAHUA BUONOTMYECKMX, BUOXMMUYECKNX, MUKPOBMONOrMYEecKnx, Ppusmnko-
XUMUYECKUX, PUINYECKUX, XMMUYECKUX U APYrMX METOA0B aHanM3a JIeKApCTBEHHbIX CPeacTs Ans
BETEPMHAPHOIro NpPUMeHeHus, TpeboBaHMA K MCMO/Ib3YyEeMbIM B LLeNAX NPOBeAeHUs AaHHOro aHaau3a
peaKkTMBam, TUTPOBAHHbLIM PAcTBOPaM, MHAMKATOPAM M YCTaHOBJ/IEHHbIV €ro NPOU3BOAUTENEM;

22) KayecTBO /IEKAPCTBEHHOrO CPeCTBa - COOTBETCTBME JIEKAPCTBEHHOIO cpeacTBa TpeboBaHUAM
dapmaKoneiHon cTaTbM NGO B CyYae ee OTCYTCTBMA HOPMATUBHOM AOKYMEHTALUM UAU HOPMATUBHOTO
OOKYMEHTa3;

23) 6e3onacHOCTb /IEKAPCTBEHHOrO CPEACTBa - XapPaKTepUCTMKA /NeKapCTBEHHOro CpeacTBa,
OCHOBaHHas Ha CPaBHUTE/NIbHOM aHa/n3e ero 3¢GGeKTUBHOCTU U PUCKA NPUYNHEHUS Bpeda 340P0BbI0;

24) 3pPeKTUBHOCTb NEeKAapCTBEHHOro npenapata - XapaKTepUCTUKA CTemneHW MOoJ0KUTENbHOro
B/IMAHUSA NIeKApCTBEHHOrO npenapata Ha TeyeHue, NPOAO/KUTENbHOCTL 3abosieBaHMA WU ero
npenoTeBpalleHne, peabunuMTaumMio, Ha  COXpaHeHue, nNpeaoTBpalleHMe UAM  NpepbiBaHue



b6epemeHHOCTH;
25) cepua NeKapCTBEHHOrO CPEeACTBA - KOJIMYECTBO JIEKAPCTBEHHOIO CpeacTBa, NPOU3BEAEHHOE B
pesynbTaTe 04HOr0 TEXHO/IOrMYECKOTO LIMK/IA ero NponsBoamTenem;

26)  perucTpauMoHHOe  yAOCTOBEpeHMEe  JIeKapCTBEHHOro  npenapata -  AOKYMEHT,
NOATBEPXAA0WMIA GaKT rocyaapCTBEHHOM perncTpaumnm 1eKapcTBeHHoro npenapara;

27) perucTpauMoHHbIM HOMep - KogoBoe 0603HayYeHMe, MNPUCBOEHHOE JIeKapCTBEHHOMY
npenapary Npu ero rocyAapCcTBeHHON perncTpaumu;

28) obpaluleHMe NeKapCTBEHHbIX CPeacTB - pa3paboTKa, AOOKAMHMYECKME UCCenoBaHus,

KNMHUYECKUE UCCe0BaHMSA, 3KCNePTU3a, rocyAapCTBEHHAA PerncTpauma, CTaHaapTM3auUmna U KOHTPOb
KayecTBa, NPOU3BOACTBO, U3FOTOBNEHME, XPaHEHME, NepeBO3Ka, BBO3 B Poccuiickyto degepaumio, BbiBO3
n3s Poccuiickon Pepepaunmn, peknama, OTMNycK, peanusauua, nepenaya, NpUMeHeHue, YHUUTOXKeHMue
JIeKapCTBEHHbIX CPeacTs;

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

29) cybbeKkTbl obpalleHWs NeKapCTBEHHbIX CpPeacTs - ¢GU3MYECKMe nuua, B TOM  4ucae
WHOVBUAYANbHbIE NMpPeAnpUHUMATENN, U OPUNYECKME NMLQA, OCYLLECTBAAOWME [eATEeNbHOCTb Npu
obpallleHnn NeKapcTBEHHbIX CPeACTB;

30) pa3paboTuMK /IeKapCTBEHHOro CpeacTBa - oOpraHusaums, obnagatowas npaBamu  Ha
pes3ynbTaTbl AOKAMHUYECKMX WUCCAELOBAHUIN NIEKAPCTBEHHOIO CPEACTBA, KIMHWYECKMX WCCAefO0BaHWUMA
JIEKapCTBEHHOTO NPEenapaTa, a TakXKe Ha TEXHO0TMI0 NMPOM3BOACTBA NEKAPCTBEHHOTO CPEeACTBa;

31) npon3BOACTBO /JIEKAPCTBEHHbIX CPEACTB - AEeATENbHOCTb MO MPOWU3BOACTBY JIEKAPCTBEHHbIX
CPeAcCTB OpraHM3auMaAMM - NPON3BOAUTENSAMM NEKAPCTBEHHbIX CPEACTB HA OA4HOWM CTaAMMU, HECKObKUX
WM BCEX CTaAMAX TEXHONOTMYECKOrO NPOLECCa, a TaKKe NO XPaHEHMIO U peanm3almmn NpousseaeHHbIX
JIeKapCTBEHHbIX CPeacTB;

32) npousBoAnUTENb JIEKAPCTBEHHbIX CPEACTB - OpraHM3auua, OCYLLeCTBASOWAN MPOU3BOACTBO
JIeKapCTBEHHbIX CPeACTB B COOTBETCTBMMU C TpeboBaHUAMM HacTosAwero deaepanbHOro 3aKoHa;

33) dapmaueBTMUECKas AeATeNbHOCTb - AeATEeNbHOCTb, BKAOYaloWasa B ceba onToByto TOPros/to
NIeKapCTBEHHbIMM  CPeACTBaMM, WX XPaHEHMe, MNepeBO3Ky W (MAM)  PO3HUYHYHO TOProB/tO
NIEKapCTBEHHbIMW NpenapaTtaMun, MX OTNYCK, XPaHEHME, MEePEBO3KY, W3rOTOB/IEHWE /IEKAPCTBEHHbIX
npenaparos;

34) opraHusaumMa ONTOBOM TOPrOB/AW  JIEKAPCTBEHHbIMM  CPeACcTBaMM -  OpraHusauums,
OCYLLECTB/AOWAA ONTOBYD TOPrOB/AKO /IEKAPCTBEHHbIMWU CPeACTBAMU, UX XPaHEHWe, MepeBO3KYy B
COOTBETCTBMM C TpeboBaHMAMM HacToAwero PesepasbHOro 3aKOHa;

35) anTeuyHaAa opraHu3auMsa - OpraHuWsaumsa, CTPYKTypHoe noApasjeneHne mMeauLMHCKOM
OpraHM3aumm, OCYLLECTBAAKOWME PO3HUYHYIO TOProBAKD NEKAPCTBEHHBLIMM MNpenapaTamu, XpaHeHue,
N3roTOBAEHNE N OTMYCK IEKAPCTBEHHbIX NPenapaToB A8 MeAMLUMHCKOro NPUMEHEHUA B COOTBETCTBUM C
TpeboBaHMAMM HacToAlero PeaepasibHOro 3aKOHa;

36) BeTepuHapHaa anTeyHas opraHuM3auus - oOpraHuMsauuma, CTPYKTYpHoe noapasaeneHue
BETEPUHAPHOM OpPraHU3aLUmm, OCYLLECTBAAIOWME PO3HUYHYIO TOPrOBLO IEKAPCTBEHHbIMU NpenapaTamu,
XpaHeHWe, U3roToB/IEHWE M OTMYCK NEeKAapPCTBEHHbIX MPenapaToB ANA BETEPUHAPHOro NPUMEHEHUA B
COOTBETCTBMMU C TpeboBaHUAMMK HacToslero desepanbHOro 3aKoHa;

37) danbcudUUMpoBaHHOE  NIeKapCTBEHHOE  CPeACcTBO -  JIeKAapCTBEHHOe  CpeacTso,
COMpPOoBOXAaemoe 0XKHOM MHPopMaLmen o ero coctase 1 (an) nponssoanTene;
38) HemobpoKayecTBEHHOE JIeKapCTBEHHOE CPeACTBO - JIeKapCTBEHHOE CPeacTBO, He

cooTBeTcTByloWee TpeboBaHMAM papmaKkonenHom cTaTbl NMBO B Cnyyae ee OTCYTCTBMA TpeboBaHMAM
HOPMaTMBHOM AOKYMEHTALMKN MW HOPMATUBHOTO AOKYMEHTa;

39) KoHTpadaKTHOE JIeKAapCTBEHHOE CPeACTBO - JIEKAPCTBEHHOE CPeACTBO, HaxogslwieecAs B
060poTe C HapyLeHMeM rpaXKaaHCKOro 3aKOHO4ATeNbCTBA;

40)  [OK/MHMYECKOe  UCCNefloBaHWE  JIEKApCTBEHHOrO  CpeactBa -  buosiornueckue,
MWKPOBUONOTMYECKME, NMMYHONIOTMYECKME, TOKCUKONOTMYECcKne, dapmaKonornyeckne, ¢usmdeckue,
XMMWUYECKUE U ApYyTrue UCCNeA0BaHUA EKaPCTBEHHOrO CPeACTBa NyTeM NPUMEHEHUA HayYyHbIX METOLOB
OLEHOK B LLeIAX NOyYeHUn AOKa3aTeNbCcTB 6e30nacHOCTH, KayecTBa U 3pPEKTUBHOCTU IEKAPCTBEHHOIO
CpeacTBa;

41) KAMHWMYECKoe MUccnefoBaHWE NEeKapCTBEHHOro nNpenapaTta - M3ydYeHue AMarHOCTUYECKMX,
nevyebHbIX, NPodUNAKTUYECKNX, HAaPMaKOIOTMYECKMX CBOWCTB JIEKAPCTBEHHOrO npenapaTa B npouecce


consultantplus://offline/ref=0B47131BF79DD49619369A686A857777737EFE9FC131DEB6E5CE29FA4BCCBF2CA81E59E03A76F272o4jDL
consultantplus://offline/ref=0B47131BF79DD49619369A686A8577777379FE9FC534DEB6E5CE29FA4BCCBF2CA81E59E03A76FD78o4j4L

€ro MpPMMEHEeHMUs Yy YeNIOBEeKa, *KMBOTHOIO, B TOM YMC/ie MPOLLECCOB BCACbIBAHWA, pacnpenesneHus,
M3MEHEHMA W BbIBEAEHUA, NyTEeM MNPUMEHEHUA Hay4yHbIX METOAOB OLLEHOK B LEeNsSX MOAy4yeHUus
OOKasaTenbcTB 6e30MacHOCTU, KayecTBa U 3GPEKTUBHOCTM JIEKAPCTBEHHOrO MpenapaTta, AaHHbIX o
HeKenaTesbHbIX PeaKkuMAX OpraHM3Ma YesIOBEKa, KMBOTHOTO Ha MPUMEHEHME JIeKapCTBEHHOIO
npenapata u o6 adpdeKkTe ero B3aMMOAENCTBUA C APYIMMMU JIEKAPCTBEHHbIMU Npenapatamu 1 (uam)
NULLEBbIMM NPOAYKTaMM, KOPMaMMU;

42) MHOrOULEHTPOBOE  K/NMHMYECKOE WCCNeAOBaHME  JIEKApPCTBEHHOro  npenapaTta  Ans
MEANUMHCKOTO MPUMEHEHMA - KAMHMYECKOe UCCefoBaHWE JIeKapCTBEHHOro npenapata  Anas
MeANUMHCKOTO NPUMEHEHMS, NPOBOANMOE Pa3paboTYMKOM JIEKAapPCTBEHHOTO NpenapaTa B ABYX M bosee
MEANUMHCKUX OpraHM3aumsax No eaMHOMY MPOTOKOJY KIMHMYECKOTO UCCNef0BaHUA JIEKAPCTBEHHOTO
npenapara;

43) meXayHapo4HOEe MHOTOLLEHTPOBOE KAMHMYECKOe MUCC/Ied0BaHME JIEKAPCTBEHHOMO npenaparta
ON8 MeOMUMHCKOrO MPUMEHEHUs - KAWMHUYECKOe MCCnefoBaHMe NeKapCcTBEHHOro npenapaTta Aand
MeAULIMHCKOIO NpUMEHEHUs, NPOBOAMMOE Pa3paboTYMKOM SIeKapCTBEHHOro npenapaTa B Pas/iMyHbIX
CTpaHax No egMHOMY NPOTOKOY KAMHUYECKOrO UCCAeA0BaHUA NEKAPCTBEHHOIO NpenapaTa;

44) noCTperucTpaumoHHOEe K/IMHMYECKOE WCCAedoBaHME JIEKapCTBEHHOro npenapaTta  Ans
MEeAULMHCKOTO MPUMEHEHUA - KJAMHMYECKOEe UCCAefOBaHWE JIeKAapCTBEHHOrO npenapata  Anaa
MEAMLMHCKOTO  MPUMEHEHUsA, NPOBOAMMOE  MNPOM3BOAMTENIEM  JIeKAPCTBEHHOrO  Npenaparta,
rpaK4aHCKMM 0BOpPOT KOTOPOro OCYLLECTBAAETCA MNOC/Ae FOCYAapCTBEHHOM pernctpaunmn, B Lensx
A0MNo/IHUTeNIbHOro cbopa AaHHbIX O ero 6e3onacHOCTM U 3PPEKTUBHOCTU, PACLUMPEHUS MOKA3aHUN K
NPUMEHEHUIO AAHHOIO NIEKAPCTBEHHOIO MPENAapaTta, a TaK¥Ke BbIABMEHUS HeXKenaTesbHbIX Peakuumi
NaLMeHTOB Ha ero AencTseue;

45) uvccnepoBaHMe OWMOIKBMBANEHTHOCTM JIEKAPCTBEHHOrO npenapata - BUA KAWHWYECKOro
nccneaoBaHNA IEKAPCTBEHHOIO NpenapaTta, NPoBeAeHNE KOTOPOro OCYLLECTBAAETCA ANA OnpeaeneHun
CKOPOCTM BCACbiBaHMA U BbiBeAeHUA GpapMaueBTUUECKON cybCcTaHLMKM, KonyecTBa dapmaL,eBTUHECKOM
Cyb6CTaHUMKN, AOCTUMAIOLWLEro CUCTEMHOFO KPOBOTOKA, M pe3y/ibTaTbl KOTOPOro MO3BOAAIOT cAenatb
BblBOA, O OMO3KBMBANIEHTHOCTM BOCMPOW3BEAEHHOIO NEKAPCTBEHHOrO MpenapaTa B oOnpeneseHHbIX
NeKapcTBeHHOM GopMe U L03MPOBKE COOTBETCTBYIOLEMY OPUTMHAZIBHOMY IEKaPCTBEHHOMY Npenapary;

46) uvccnefoBaHMe TepaneBTUYECKON 3KBMBANEHTHOCTM JIEKAPCTBEHHbIX NpenapaToB - BUA,
KIMHUYECKOTO UCCNef0BaHUA IEKAPCTBEHHbIX MpenapaTos, NPOBeAEHME KOTOPOTo OCYLLECTBAAETCA AA
BblAAB/IEHNS OAMHAKOBbLIX CBOMCTB /IEKAPCTBEHHbIX NpenapaToB onpeaesieHHON NeKapcTBeHHON GopMbl,
a TaKXe HaauumMa OAMHAKOBbIX MoOKasatenei 6esonacHoct U 3DEKTUBHOCTU JIEKAPCTBEHHbIX
npenapaTos, OAMHAKOBbIX KIMHUYECKMX 3DDEKTOB NPU UX MPUMEHEHWUU;

47) NpOTOKON KAMHUYECKOTO UCCef0BaHUA IeKapCTBEHHOMO npenapaTta - 4OKYMEHT, B KOTOPOM
onpegenaoTca uean, Gopmbl OpraHnsaummn 1 MeTogo10rna NpPoBeaeHNa KAMHUYECKOro UccnegoBaHms,
CTaTUCTMYECKME MeToAbl 06paboTKM pes3y/bTaTOB TAKOrO MCCAeLOoBaHMA M Mepbl Mo obecrneyeHuto
6€30MacHOCTM  GU3NYECKUX /ML, YYACTBYHOLWMX B KAMHMYECKOM MCCIeLO0BaHUM /IeKapCTBEHHONO
npenapara;

48) 6powtopa uccnepoBaTens - CBOAHOE  W3NOXEHME Pe3y/ibTaToB  AOKJAMHUYECKOrO
nccneaoBaHNA IEKAPCTBEHHOMO CPeACTBa M KAMHMYECKOTO UCCNeA0BaHMA JIEKAapPCTBEHHOMO npenapaTa
ANA MEONUMHCKOTO NPUMEHEHMUS;

49) NHGOPMALMOHHBIM IMCTOK MALMEHTA - OKYMEHT, B KOTOPOM COAEPHKATCA B AOCTYNHON dopme
CBeZleHUs, Kacalolmecs NpoBOAMMOrO KAMHUYECKOTO MCCAe0BaHUA IEKAapCTBEHHONO npenapaTa, U B
nMcbMeHHON ¢opme A06POBONLHOE COrnacMe MaLMeHTa Ha yvyacTue B KJAMHUYECKOM UCCaefoBaHMM
NIeKapCTBEHHOrO Mpenapata Noc/ie O3HAKOMJIEHUA C OCOBEHHOCTAMWM KAMHWYECKOro WCCnenoBaHus,
MMEILLMMM 3HaYEHNE ANA BbIPAXKEHUA TAKOTO COrnacus;

50) nobouyHoe JeicTBME - peaKkuus OpraHWM3ma, BO3HMKWAA B CBA3M C MPUMEHEHMEM
JIeKapCTBEHHOrO Mnpenapata B 033X, PEKOMEHAYEMbIX B MHCTPYKUMM MO €ero MpUMeEHEeHWt, Aanaa
NpodUNaKTUKN, AUArHOCTUKK, nedeHus 3abonesaHma Unm gas peabunmraymu;

51) cepbe3Hana HexenaTeNbHas peakuusa - HexKenaTeslbHaA peaKkuua OpraHuM3ma, CBA3aHHaA ¢
NPUMEHEHMEM NIeKAaPCTBEHHOrO MpenapaTa, NpMBEALWan K CMEpPTU, BPOKAEHHbIM AHOMANMAM WK
NopoKkam passuTMAa Anbo npeacTaBaAowan coboln yrposy »KusHu, Tpebylowaa rocnutannsaumm uam
npuBeALlan K CTOMKOM yTpaTe TPyA0CNOCOOHOCTU U (MN) MHBAaAWAHOCTY;

52) HenpeaBUAEHHaA HexenaTefbHas peakuma - HexenaTeslbHas peakuusa opraHusma (B Tom



yncae CBA3aHHasA C MPUMMEHEHMEM /IeKapCTBEHHOro npenaparta B COOTBETCTBUM C MHCTPYKUMEN no ero
NPMMEHEHMIO), CYLIHOCTb W TAMECTb KOTOPOM He COOTBETCTBYIOT MHPOPMaLMM O NeKapCTBEHHOM
npenapare, COAEPKallenca B MHCTPYKLUN NO ero NpMMeHEHMUIo;

53) peuenT Ha NEKapCTBEHHbI NpenapaT - MMCbMEHHOe Ha3HayeHWe NeKapCcTBEHHOro npenapara
no ycTaHoB/AeHHON dopme, BblAaHHOE MEAULMHCKMM UAM BETEPUHAPHLIM PABOTHUKOM, MMEIOLWMM Ha
3TO NPaBo, B LLeAAX OTNYCKa NeKapCTBEHHOrO NpenapaTta Uan ero U3roToBJAEHUA U OTNYCKa;

54) TpeboBaHME MeAMLMHCKOW OpraHMsauuMu, BeTEPUMHAPHON OpraHM3aumm - OOKYMEHT
YCTaHOB/IEHHOW GOPMbl, KOTOPbIA BbINMUCaH MEAMLMHCKMM WAM  BeTEepUHApHbIM  PaboTHUKOM,
MMEIOWMUM Ha 3TO NPaBo, U COAEPXKUT B MUCbMEHHON GOpMe yKasaHMe anTeyHoM opraHusauum o6
OTMYCKEe /NIeKapCTBEHHOro npenapaTta MAM O €ro M3roToB/leHUMM M 06 oTnycke Ana obecneyeHun
NeyebHOro npouecca B MeAULMHCKON OpraHn3aumnm, BETEPUHAPHON OpraHn3aLmm.

nasa 2. NOIHOMOYUA GEAEPA/IbHBIX OPTAHOB UCMO/THUTENBHOW
B/IACTWU, OPTAHOB UCNO/IHUTENIbHOM BNIACTU CYBbEKTOB POCCUCKOM
OEAEPALIMU NPU OBPALLIEEHMN NEKAPCTBEHHbIX CPEACTB

Cratbss 5. lMonHOMouus defepasnbHbiX OPraHoOB WCMNOJHUTENbHOW BAAcTM npu obpaweHun
JleKapCTBEHHbIX CPeacTB

K nonHomoumam denepanbHbiX OPraHOB  MWCMNOJHUTENbHOW BAactM npu  obpaweHun
JIeKapCTBEHHbIX CPEACTB OTHOCATCA:

1) nposeaseHune B Poccuiickoit dPepepaumm eguHOW rocyaapCcTBEHHOW MOMUTUKKM B obnactu
obecneyeHuns NeKapCcTBEHHbIMM NpenapaTamMm rpaxaaH Ha Tepputopun Poccuitickon depepauuu;

2) yTBepxaeHne obwmx dapmaKkonerHbix cTaTel, dapmaKonelHbix CcTaTel, wusgaHue
rocyaapcTBeHHon dapmakoneu;

3) ocywecTBNeHNE TOCYHAPCTBEHHOIO KOHTPOAsS (Hagsopa) B chepe obpalleHUa eKapCTBEHHbIX
CcpeacTs;

(8 pen. PepepanbHoOro 3akoHa ot 25.06.2012 N 93-03)

4) NMueH3npoBaHMe NPOM3BOLCTBA IEKAPCTBEHHbIX CPEACTB M GapMaLLEBTUYECKON AeATeIbHOCTH
B COOTBETCTBUM C 3aKOHOZATeNbCTBOM Poccuiickon deaepauuu;

5) opraHusauma 3KcnepTMsbl JIEKAPCTBEHHbIX CPEACTB, 3TMYECKOW 3KCMepTU3bl BO3MOMKHOCTU
npoBeAeHUA  KNMHUMYECKOTO  UCCNef0BaHMA JIEKAapCTBEHHOro npenapata  Aas  MeAMLMHCKOro
npUMeHeHus;

6) BblZaya paspeleHnit Ha NpPOBEeAEHWE KJAMHUYECKUX WCCAeLOBaHWIA  JIEKAPCTBEHHbIX
npenapaTos, BeAeHUE peecTpa BblAaHHbIX pPa3pelleHUin Ha NPoBeAeHMEe KAMHUYECKUX UCCNef0BaHUiM
JIeKapCTBEHHbIX NPENAPaTOB;

7) rocypapcCTBeHHas perncTpaums NeKapCTBEHHbIX NpPenapaToB, BeAeHWe rocynapCTBEHHOro
peecTpa IeKapCTBEHHbIX CPeACTB;

8) WHCNeKTMpoBaHME NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME MpaBMIaM
OpraHM3auun NPOU3BOACTBA M KOHTPO/IA KayecTBa JIEKApPCTBEHHbIX CPEACTB, Bblgaya 3aK/AOYEeHWUI O
COOTBETCTBMM  MPOU3BOAMTENSA  JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM MpPaBMA  OpraHM3aumu
NPOW3BOACTBA M KOHTPO/IA Ka4yecTBa IeKapCTBEHHbIX CPeaCTB;

9) rocypapcTBeHHas  perncTpauusa  YCTaHOBAEHHbIX  MPOW3BOAUTENAMMU  IEKAPCTBEHHbIX
npenapaToB NpeaenbHbIX OTMYCKHbIX LEH Ha *KU3HEHHO HEOOXOAMMbIE U BaXKHeWLNe NeKapCTBEHHbIE
npenapaTtbl U BeAeHWE FOCyAapPCTBEHHOrO peectpa NpefesibHbIX OTMYCKHbIX LEeH Npou3BoauTeseit Ha
NleKapCTBEHHblE MpenapaTbl, BKAKOYEHHble B MNepevyeHb UM3HEHHO HeoBXOAMMBIX W  BAXKHEMLINX
JIeKapCTBEHHbIX NPENapaTos;

10) ycTaHoBNeHMe MOpsAAKA BBO3a JIEKAPCTBEHHbIX CPeACTB Ha TeppuToputo Poccuiickoi
depnepaumnn 1 BbIBO3a IEKAPCTBEHHbIX CPEACTB € TeppuTopun Poccninickon Pepepaunu;

11) co3gaHuMe coBETOB NO BONPOCAM, CBA3aHHbIM C 0bpallleHMeM IeKapCTBEHHbIX CPeaCTB;

12) atTrectauma u ceptudmKauma cneLmanmcros;

13) ytpatun cuny ¢ 1 ceHtabpna 2013 roaa. - PeaepanbHbiii 3akoH ot 02.07.2013 N 185-03;

14) MOHUTOPUHT 6€30MacCHOCTM JIEKAPCTBEHHbIX NPENapaTos;

15) yyactne B MeXayHapoAHOM COTPYAHNYECTBE;
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16) nonyyeHne no 3anpocam ynoaHOMOYEeHHOro ¢eaepanbHOro opraHa UCMNONHUTE/IbHOM BNAcTU
OT OpraHOB MCMOJIHUTENIbHOM BnacTu cybbekToB Poccuiickoit depepauunu, a Takxe OT cybbektos
obpallleHns NeKapCcTBEHHbIX CPeACcTB ANA MeAULMHCKOro npumeHeHua uHdopmauuM no Bomnpocam
YCTaHOB/IEHUS U NPUMEHEHMUA LieH Ha JIEKapCTBEHHbIE NpenapaTbl U HaAHaBOK K HUM;

17) npumeHeHMe mep OTBETCTBEHHOCTM 3a HapylleHuMe 3aKoHoaaTenbcTBa Poccuiickoi
dPepgepaunn.

CraTtba 6. MoAHOMOYMA OPraHOB UCMOAHUTENBHOW BNacTu cybbeKkTa Poccuitickoit depepaumm npu
06pallLeHNn NeKapCTBEHHbIX CPeACTB

K nonHomoumam opraHoB WCMNOAHWUTENbHOW Bnact cybbekta Poccuitickoit depepauum npwm
obpallleHnN NeKapCTBEHHbIX CPeACTB OTHOCATCA:

1) paspaboTka W peanusaums  perMoHanbHbiX MNporpamm  obecrneyeHUs  HaceneHus
JIeKapCTBEHHbIMM NpenapaTamuy;

2) ycTaHOBNEeHWe npeAeNbHbIX pPasmMepoB OMNTOBbIX HaAGaBOK W MNpeaesbHbIX Pa3MepoB
PO3HUYHbIX HaAbaBOK K GaKTUYECKMM OTMYCKHbIM LeHam, YCTaHOBAEHHbIM MPOU3BOAUTENSMU
JIeKapCTBEHHbIX MPENnapaTtoB, Ha JIEKapCTBEHHble MpenapaTtbl, BK/AKOYEHHble B MepeyeHb KU3HEHHO
HEeobXxoAMMbIX U BaXKHEMLLUX NEKAPCTBEHHbIX NPEnapaTos;

3) ocyuwecTBieHMe pPernoHasbHOro rocyAapCTBEHHOrO KOHTPOAS 3a MPUMEHEHMEM LEeH Ha
JIeKapCcTBEHHble nNpenapaTtbl, BK/AIOYEHHble B MNepeyeHb XU3HEHHO HeobXOAMMbBIX U BarKHEMLUNX
JIEKapCTBEHHbIX NPEenapaTtoB, OPraHM3auMAMM ONTOBOM TOProB/AWM, anNTEYHbIMU OpPraHU3aUUsMM,
WHAMBUAOYANbHBIMU  NPEANPUHUMATENAMW,  UMEIOWMMU  NNLEH3NID Ha  dapmMaleBTUYECKYIO
OEeATENbHOCTD.

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

FnaBa 3. FTOCYAAPCTBEHHAA ®APMAKONEA
CraTbs 7. Pa3zpaboTKa 1 n3gaHue rocyaapcTBeHHON GapmaKkoneu, pasmeLleHne 4aHHbIX O Helt

1. NMopa rocygapcTBeHHOM dapmakoneen MOHUMAETCA CBog 06LWMX dapmaKonenHblX cTaTer u
dapmakonenHbIx ctaTe.

2. PaspaboTka obwmx dapmakoneiHbix ctateir n dbapmaKkoneiHblX CTaTeld U BKAOYEHME WX B
rocyapcTBeHHyto GapmaKkonero OCylWecTBAATCA B MNOPAAKE, YCTAHOBAEHHOM YMNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOHUTENBHOMN BNACTU.

3. Pa3paboTka papmaKkonenHom cTaTbh Ha OPUTMHANBHOE SIEKAPCTBEHHOE CPEACTBO M BKAOYEHME
ee B rocyapcTBeHHyto GapmaKonel B TEYEHWE CPOKA AEWCTBUA 3amMTbl UCKAOYMTENbHOTO MpaBsa,
YyA0CTOBEPEHHOIO NMAaTEHTOM Ha OPUrMHANbHOE JIEKAaPCTBEHHOE CPeACTBO, OCYLLECTBAAIOTCA C Cornacma
ero paspaboTumka.

4. TocypapctBeHHaa ¢apmakonea M34aeTcA YNOAHOMOYEHHbIM deaepanbHbIM  OpraHOM
WCNONIHUTENbHOM BAAcTU 3a cYeT cpencTB denepanbHOro broaxKera U NOANEKMUT NepemsfaHuam He
pexke YeM OAMH pa3 B NATb JIET, B NEPUOL MEXKAY KOTOPbIMU U343A0TCA NPUNOKEHMUA K TOCYA3aPCTBEHHOM
dapmakonee, copeprKawme obwue dapmakoneliHble cTatbM W (MAn) dapmaKoneiHble cTaTby,
YTBEPXKAEHHbIE NOC/E U34AHUS UAWN NePEU3LaHNA FOCYAapCTBEHHON GapmaKoneu.

5. YnonHomoueHHbI ¢deaepanbHbii OpraH WMCMNOMHUTENbHOW BAACTM pPasmellaeT JaHHble O
rocyaapcTBeHHOM ¢apmaKonee M NPUNOKEHMAX K HeMm Ha cBoem oduupmanbHOM caiiTe B CeTu
"MHTepHeT" B yCTaHOB/IEHHOM MM MOPsiAKe.

Fnasa 4. FOCYAAPCTBEHHbIA KOHTPO/1b MPU OGPALLEHUU
NNEKAPCTBEHHbIX CPEACTB

Cratbs 8. JIMUEH3MpOBaHME MNPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB M $apMaLeBTUYECKON
AeATeNIbHOCTH

1. nMLI,EH3VI|OOBaHI/Ie npon3sBoAacTBa NIEKAPCTBEHHbBIX CpeacTBs U d)apMaLLEBTMHECKOﬁ AeATENbHOCTU
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OCYLLECTB/IAETCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit degepaumm.

2. Ob6AsaTenbHbIM yCcNoBMEM MNPEAOCTaBAEHMA AULEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNAETCA MPUIOKEHUE K 3aBIEHMNIO COUCKATENA IMLEH3MU NepeyHs eKapCTBEHHbIX Gopm U
(nnn) Bugos dapmaueBTMUECKUX cybCTaHUMIA, KOTOpble MPOM3BOAUTENb NEKAPCTBEHHbIX CPeacTB
HamMepeH NPOU3BOANTD.

3. B cyyae Heob6XoAMMOCTM pacluMpeHns NPOU3BOACTBA JEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
NeKapcTBeHHbIX dopm M BUAOB dapmaLeBTUYECKMX CcybCTaHUMIN MPOU3BOAUTENb JIEKAPCTBEHHbIX
CPeACTB A0/KEH NOMYYUTb HOBYHO IMLLEH3UIO HA NPOM3BOACTBO /IeKAapPCTBEHHbIX CPEACTB.

Cratba 9. FlocyAapcTBeHHbIA KOHTPO/b (Haa30p) B chepe obpalleHUa NeKapCTBEHHbIX CPeACTB
(B peq. PepgepanbHOro 3akoHa ot 25.06.2012 N 93-03)

1. FocypapcTBEHHbI KOHTPOb (Hag3op) B chepe 0bpallleHMA NeKapCTBEHHbIX CPeACTB BKAKOYAET
B cebs:

1) NUUEH3NOHHbLIN KOHTPO/Mb B cdepe NPOU3BOACTBA JIEKAPCTBEHHbIX CpeacTs U B chepe
dbapmaLLeBTMUYECKON AeATeNbHOCTY;

2) bepepanbHbIN rOCyAapCTBEHHbIN Haa30p B chepe obpalleHMa NeKapCcTBEHHbIX CPe/CTB.

2. JINUEH3MOHHbIN KOHTPO/b B cdepe NPOU3BOACTBA JIEKAPCTBEHHbLIX CPeacTB M B cdepe
dbapMaLeBTMYECKON [AeATe/IbHOCTM OCYLLECTBAAETCA YNOJAHOMOYEHHbIMU  deaepanbHbiM  OpPraHom
WCNONHUTENbHON BNAacTU M opraHaMu WCMNOJIHUTENbHOW BnacTM cybbekToB Poccuiickon deaepauum
COrNacHO MX KOMMNEeTeHUMM B nopsagKe, ycTaHoBAeHHOM deaepanbHbiM 3aKOHOM OT 26 aekabps 2008
roga N 294-®3 "O 3awmte nNpaB HOPUANYECKMX NIUL, U UHAMBUAYANbHbIX NpeanpuUHUMaTENein npu
OCYLLECTB/IEHUN TOCYAAPCTBEHHOIO KOHTPOAA (HaA30pa) M MYHMUMNANbHOrO KOHTpoAa", ¢ yyetTom
ocobeHHOCTEN OpraHusaumMm M NpoBefeHMA MPOBEPOK, YCTaHOBNEHHbIX PeaepasbHbIM 3aKOHOM OT 4
man 2011 roga N 99-93 "O nnueH3npoBaHMM OTAENbHbIX BUAOB AeATenbHOoCTN".

3. depepanbHblit rocygapCTBEHHbIM Haa3op B chepe obpalleHMA J/IeKapCTBEHHbIX CPeacTs
OCYLLECTBAAETCA YNOJHOMOYEHHbIMU denepanbHbiMU OpraHaMn MCNONAHUTENbHOM BnacTu (panee -
OopraHbl roCyAapCTBEHHOro HaA30pa) COrNacHO WX KOMMETEeHUMM B MNOpsAAKE, YCTAHOBAEHHOM
MpasuTenbctBom Poccuiickoi ®eaepaumu.

4. ®depepanvHblii rocysapcTBEHHbIA Hag3op B cdepe obpalleHUMA NeKapCTBEHHbIX CPeacTs
BK/IlOYaeT B cebn:

1) opraHusaumio 1 NpoBeaeHUe NPOBEPOK COBN0AEHMA cybbeKTamu 0bpallleHna NeKapCTBEHHbIX
CPeACTB YCTAHOBAEHHbIX HacToawmm PenepanbHbiM 3aKOHOM M NMPUHATLIMW B COOTBETCTBMU C HUM
WHbIMM HOPMATUBHbIMWU NPABOBbIMM akTaMu Poccuiickoit ®epepaumm TpeboBaHUN K AOKANHUYECKUM
NccnenoBaHUAM IEKAPCTBEHHbIX CPEACTB, KAMHUYECKMM UCCNeA0BaHMAM NEKAPCTBEHHbIX NpenapaTos,
XpaHeHWto, nepeBo3Ke, BBO3y B Poccuiickyto Pepepaumio, OTMAYCKY, peannsaumn NeKapCTBEHHbIX
CpPeAcTB, NPUMEHEHUIO NIEKAPCTBEHHbIX MPENapaToB, YHUYTOXKEHUIO IEKAPCTBEHHbIX CPEACTB, a TaKXKe
cobnoaeHns  YynoJIHOMOYEHHbIMU OpraHamu UCMOJIHUTENIbHOW BNacTM cybbeKkToB Poccuiickol
depepaunnm MeTOAMKM YCTAaHOBAEHWS MpefenbHblX PasmepoB OMTOBbIX HaAbaBOK W nNpeaesibHbIX
pasmMepoB  PO3HWUYHbIX HagbaBOK K  (QaKTUYECKMM  OTMYCKHbIM  LEeHam, YCTaHOB/IEHHbIM
NPOV3BOAUTENAMM JIEKAPCTBEHHbIX MNPENAPATOB, HA /NE€KApPCTBEHHble MpenapaTtbl, BK/OYEHHbIE B
nepeyeHb }KU3HEHHO HEOBXOAMMbIX U BasKHEMLLMX NeKapCTBEHHbIX NpenapaTos (ganee - obAsaTeNbHble
TpeboBaHuA);

2) opraH13aumio 1 NpoBeAeHNe NPOBEPOK COOTBETCTBMA IEKAPCTBEHHbIX CPEACTB, HaX0AALWMXCA B
obpalleHnn, ycTaHOBAEHHbIM 0653aTe/IbHbIM TPEBOBAHMAM K UX KayecTBy;

3) Bblgauyy paspelleHuii Ha BBO3 JIEKApPCTBEHHbIX CPeACTB Ha Tepputopuio Poccuiickoit
depepauny;

4) opraH13aLmio U NpoBeAeHMe MOHUTOPMHIA 6€30MacHOCTM IEKaPCTBEHHbIX NPenapaTos;

5) npumeHeHMe B nopsaKe, YCTaHOB/NIEHHOM 3aKoHoZaTenbcTBOM Poccuiickon denepaummn, mep
No TMpPEeCceYEHUI0 BbISIBNEHHbIX HapyweHuin obasaTenbHblXx TpeboBaHUM U (MAKU)  yCTpaHEHUIO
NocneAcTBUN TaKUX HapyLIEeHMW, Bblgady npeanucaHnin o6 yCTpaHeHUM BbIABMIEHHbIX HapyLUEHWU
0b6na3aTeNbHbIX TPeboBaHWU U NPUBAEUYEHNE K OTBETCTBEHHOCTM /INL, COBEPLUMBLLMX TaKMUe HapyLleHus.

5. K oTHOLWeHMAM, CBA3AHHbIM C ocylecTBneHMem deaepasibHOro rocyaapcTBEHHONO Haa30pa B
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cdepe obpalleHUA NeKapCTBEHHbIX CPeacTB, OpraHu3auMen M npoBeAeHMEM MPOBEPOK CYyOBHEKTOB
obpallleHna NeKapCcTBEHHbIX CPeACTB, NPUMEHSIOTCA NoJsioXKeHMA PeaepanbHOro 3akoHa oT 26 Aekabps
2008 roga N 294-®3 "O 3awmTe nNpas LOPUANYECKUX NNL, U UHANBUAYANbHbIX NpeanpuHMMaTenein npu
OCYLLECTB/IEHUM FrOCYAaPCTBEHHOTO KOHTPOIA (Haa30pa) U MyHULMNANbHOIO KOHTponA".

6. [ONKHOCTHble JAMUa OpraHa rocy4apCTBEHHOrO HaA3opa B MoOpAAKe, YCTAaHOBAEHHOM
3aKoHoaaTenbcTBoM Poccuiickoit Peapepaunm, UMeroT NpaBo:

1) nonyyaTb Ha OCHOBaHUM MOTUBUPOBAHHbLIX MUCbMEHHbIX 3aNpPOCOB OT CybbeKToB 0bpalleHus
JIeKapCTBEHHbIX CPeACTB, OPraHoOB WCMNOJHUTENbHON BnacTu cybbektoB Poccuiickon degepauuun m
OpraHOB MECTHOrO CaMOynpaBfeHUA [OKYMeHTbl W uWHbOpmaumio No Bonpocam obpalleHua
NIeKapCTBEHHbIX CPeACTB;

2) 6ecnpenATCTBEHHO MO NPeAbABNEHUN CAYXKebHOro yAOCTOBEPEHUA W KOMWUW MpUKasa
(pacnopsirkeHus) opraHa rocyaapCcTBEHHOrO HaZ30pa O Ha3HaYeHUU NPOBEPKM NOCELaTb UCNOJIb3yeMble
IOPUANYECKUMU  INLUAMM, WHOMBUAYANbHBIMU NPEANPUHMMATENAMM, ABASIOWMMUCA CyObeKTamu
obpallleHna NekapCTBEHHbIX CPeACTB, NPU OCYLLECTB/IEHUM CBOEN AeATe/IbHOCTM TEPPUTOPUU, 34aHKA,
NMOMELLEHUNA U COOPYKEHUA B LeNAX NpoBeaeHMA MePOoNpUATUIA MO KOHTPOJIIO;

3) npoBoaAuTb OTOOP 06PaA3LOB NIEKAPCTBEHHBIX CPEACTB, NpeAHa3HaYeHHbIX 418 peanusaunm u
peanusyembix cybbekTamyn o06palleHMA NeKapCTBEHHbIX CPeacTB, ANA TMPOBEPKM MX KauvyecTea,
npoBeAeHUs WUCCNedOoBaHUNA, WCMbITAHWM B COOTBETCTBMM C npaBuiamnm otbopa 06pasuos,
YCTAHOB/IEHHbIMW YNOJIHOMOYEHHbIM peaepasbHbIM OPraHOM UCMOIHUTENIbHOM BNACTH;

4) BblgaBaTb CybbeKkTam 06paLLEHMA JIEKAPCTBEHHbIX CPeACTB MpeanucaHuMa O MpeKpaLleHum
HapyweHuit obAsaTenbHbiX TPeBOBaHUN U 06 YCTpPaHEHMU BbIABAEHHbIX HApPYLEHW 06A3aTeNbHbIX
TpeboBaHU;

5) HanpaBnATb B YMNOJHOMOYEHHblE OpraHbl MaTepuanbl, CBA3AHHblE C HapyWeHUAMM
o0b6na3aTeNbHbIX TpeboBaHWU, ANA pPelleHMA BOMNPOCOB O BO36YKAEHUM YronoBHbIX AeN NO NpPU3HaKam
npecTynneHuni.

Fnasa 5. PASPABOTKA, AOK/TMHNYECKUE UCCNIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKKE KNTUHUYECKUE UCCNEAOBAHUA
NEKAPCTBEHHDbIX MPEMNAPATOB A4 BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTKa IeKapCTBEHHbIX CPEACTB

1. Pa3paboTKa NeKapCTBEHHbIX CPeACTB BKAOYaeT B cebAa MOWUCK HOBbIX (HapMaKOOrMyecku
aKTMBHbIX BELLeCTB, NocC/aeaylolwee WU3YYEeHUME WX NEKAPCTBEHHbIX CBOMCTB, [AOK/JAWMHMYECKUE
nccnenoBaHuA, Pas3paboTKy TexXHOoMorMin npomssoacTBa dapmaueBTUYECKMX cybcTaHuMi, pa3paboTKy
COCTaBOB M TEXHOIOTMI NPON3BOACTBA JIEKAPCTBEHHbIX MpenapaTos.

2. duHaHcoBoe obecneyeHmne pa3paboTKM IeKAPCTBEHHbIX CPEACTB OCYLLECTBAAETCA 3a CYET:

1) cpeacTts denepanbHoro broaxera;

2) cpeacTs pa3paboTUMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeactB  npou3BOMUTENEN  JIEKAPCTBEHHbIX  CPEACTB  MPU  BbIMNOJAHEHWW  HAYYHO-
nccnepoBaTeNibCKMX  PaboT No  AOroBopy MeXAay pa3paboTyMKOM IeKApCTBEHHbIX CPeacts U
Npon3BOAUTENEM IEKAPCTBEHHbIX CPEACTB;

4) HbIX He 3anpeLLeHHbIX 3aKOHOAaTENbCTBOM Poccuitickoi deaepaunm MCTOYHNKOB.

3. MpaBa  pa3paboTunMKa  NIEKAPCTBEHHOrO  CPEACTBA  OXPAHAKTCA  IPaXKAaHCKUM
3aKOHOAATeNbCTBOM.

Cratba 11. [OKAMHMYECKOE WcCneaoBaHWE JNIeKAapCTBEHHOIO cpeacTBa ANA MegULMHCKOro
npMMeHeHusA

1. JoKnnHuYeckoe mccnegoBaHUe NEeKApCTBEHHOMo cpeactBa A MeAMUMHCKOro npumMmeHeHus
nposoanTCA nNytem MNpuMMeHeHUA Hay4YHbIX METOAO0B OUEHOK B UENAX MNOoJydyeHUA [O0Ka3aTesibCTs
6e3OI'IaCHOCTM, KavyecTtBa U 3¢¢EKTMBHOCTM NeKapCTBEHHOrIo Cpeacrtea.

2. JOKnMHMYecKoe mnccnepoBaHue JIeKapCTBEHHOrO cpeacTBa 4/1A MeAUUMHCKOro npumeHeHuA
nposoaunTCA B COOTBETCTBUMU C npasuiamu na6opaTopHoV1 NPaKTUKy, yTBEPHKAEHHbIMU
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YNOAHOMOYEHHbIM dheaepanbHbIM OPraHOM UCMOHUTENIbHOM BAACTU.

3. [nAa opraHM3auMm U NpoBeaeHMs AOKAMHUYECKOro UCCNeAOoBaHUA NeKapCTBEHHOro cpeacTBa
ANA MeAMLMHCKOro MpUMeHeHUs paspaboTumMKyM NeKapCTBEHHbIX CPeACTB MOTyT MPMBAEKaTb Hay4dyHO-
nccneaoBaTeNbCkMe opraHMsaummn, obpasosaTtesibHble OpraHM3aummn Boiclero 06pasoBaHna, uMeroLme
HeobXoAMMYIO  MaTepuasbHO-TEXHMYECKYD 6a3y M KBaAMUUMPOBAHHbLIX  CMeuuanncTtos B
cooTBeTCTBytOLWEeN 061aCTM UCCAef0BaHNA.

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

4. [IOKNMHMYEeCcKoe uccnegoBaHMe /IEKAapCTBEHHOrO CpeacTBa ANAa MeAMUMHCKOro MpuMeHeHus
NPOBOAMTCA MO YTBEP)KAEHHOMY pPa3paboTYMKOM /IeKapCTBEHHOro CPeAcTBa N/iaHy C BeaeHWem
NPOTOKONA 3TOr0 UCCAeA0BaHMA M COCTaB/IEHMEM OTYeTa, B KOTOPOM COAEPMKATCA pe3yNbTaTbl 3TOrO
UCCNefoBaHWA WM 33K/OYEHWE O BO3MOMKHOCTM  MPOBEAEHUA  KJAMHMYECKOrO  UCCe0BaHWsA
JleKapcTBEHHOTO NpenapaTa Aas MeANLMHCKOTO NMPUMEHEHWS.

5. MNpoBeaeHne NpoBeEPOK COBAOAEHUA NpPaBuA NabopPaTOPHOM MPAKTUKM U MPaBOBbIX HOPM
MCMNO/Ib30BaHUA KUBOTHbIX MPU NPOBEAEHUN AOKNMHUYECKUX UCCNELOBaHMUI IeKapCTBEHHbIX CPeacTB
AN MEeAUUMHCKOTO MPUMEHEHMA OCYLLECTBAAETCA YMNOAHOMOYEHHbIM deaepasbHbIM  OpraHom
NCNOSIHUTENIbHOMN BNACTM.

6. Pe3ynbTaTbl AOKJAMHUYECKOrO MCCNeAO0BaHWUA NIEKAPCTBEHHOIO CpeacTsa ANA MeAMLMHCKOro
NpPUMeHeHNA MOryT ObITb NpeacTaBAeHbl B YNOJHOMOYEHHbIN deaepanbHblit opraH MCNONHUTENbHOM
BNACTW B YCTAHOB/IEHHOM NOPSAAKE B LLENAX roCy4apCcTBEHHOMN pernctTpaLumm 1eKapCcTBEHHOro npenapara.

Cratba 12. [OKnuMHMYeCcKoe wuccnepoBaHue NEeKapCTBEHHOrNo cpeacrtea W KAMHUYECKOE
nccnengoBaHMe NeKApPCTBEHHOIO NpenapaTta 4nAa BETEPUHAPHOTO NPUMEHEHNA

1. JoKnnHMYecKoe UCCNef0BaHNE NEKAPCTBEHHOMO CPeACTBA A1 BETEPUHAPHOIO NPUMEHEHMUSA
NpoBOAMTCA MNyTeM MPUMEHEHUA HayyHbIX METOAOB OLEHOK B LEAAX MNOAyYeHMA [0KA3aTENbCTB
6€e30nacHOCTH, KayecTBa U 3PpPEKTUBHOCTM SIEKAPCTBEHHOTO CPEACTBA, B TOM YMC/Ie onpeneieHUs CPOoKa
€ro BblBeEHMA U3 OpraHM3Ma KMBOTHOrO, B Leaax obecneyeHma 6e30nacHOCTU NPOAYKLMM KUBOTHOMO
NPOUCXOXAEHUA NOCAe NPUMEHEHNA COOTBETCTBYIOLLErO IEKAPCTBEHHOrO Npenapara.

2. JloKNMHMYeCcKoe uccnefoBaHME NEKAPCTBEHHOIMO CpeacTBa WM KAMHUYECKOE MUCCefoBaHuMe
NIeKapCTBEHHOrO MnpenapaTta Ans BeTePUHAPHOTo MPUMEHEHUA, UcCnefoBaHNe OUO3KBMBANEHTHOCTU
YKa3aHHOro JIeKapCTBEHHOrO npenapaTta NpPoBOAATCA B COOTBETCTBUM C MpPaBUIaMU, YTBEPKAEHHbIMU
YNO/THOMOYEHHbIM d)e,u,epaanblm OopraHom MCMNONIHUTENIbHOW BNACTU.

3. [oKAnHWYecKoe wuccnefoBaHWE JIEKAPCTBEHHOrO CPeACTBa U KAMHWYECKoe WccnenoBaHue
JIeKapCTBEHHOrO npenapaTta g8 BETEPUHAPHOIO MNPUMEHEHUA MPOBOAATCA MO YTBEPMKAEHHOMY
pa3paboTUNKOM JIeKAPCTBEHHONO CPeacTBa NJaHy C BeAeHWEM MPOTOKO/IOB 3TUX MCCNeLOBaHUI U
COCTaB/IEHWEM OTYETOB, B KOTOPbIX COAEPKATCA pe3y/ibTaTbl 3TUX UCCAELOBaHUNA.

4. Ana opraHnsauum 1 NpoBeAeHUsa SOKINHNUYECKOTO NCcCaeo0BaHMA IEKAPCTBEHHOMO CpeacTBa U
KIMHUYECKOTO  MCCNeL0BaHUA JIEKAPCTBEHHOro npenapaTa A1a BETEPUHAPHOTO  MPUMEHEHMS
pa3paboTuMK SIEKAapPCTBEHHOTO CPEeACcTBA MOMKET MPUB/EKATb OPraHM3auun, Mmetowme Heobxoanmyto
MaTepUaNbHO-TEXHUYECKYIO 6a3y M KBANMOULMPOBAHHbBIX CNELMAINCTOB B COOTBETCTBYOLEN 061acTy
nccnenoBaHus.

5. KnnHunyeckmne unccnenoBaHUA NeKapCTBEHHbIX MpenapaToB ANsA BETEPUHAPHOro NpPUMeEHeHuA
NPoOBOAATCA B BETEPUMHAPHbIX OPraHM3auMAX W B OPraHM3auUMAX, OCYLLECTBAAIOWMX pa3BeneHue,
BblpalllMBaHME U COAEPIKAHME KUBOTHbIX, B LLeNAX:

1) ycTaHOBNEHMA NEPEHOCUMOCTU JIEKAPCTBEHHbIX MPENAPATOB 340P0BbIMU }KUBOTHLIMMU;

2) nopbopa ONTUMAJbHbLIX [O3MPOBOK JIEKAPCTBEHHbIX MNPENapaToB M Kypca JieyeHua Ha
KOHKPETHO rpynne XXMBOTHbIX C onpeaeneHHbIM 3abon1eBaHneM;

3) ycTaHoBneHusa  6e3onmacHoCTM U 3GGEKTUBHOCTM  JIEKapCTBEHHOro  Mpenapara,
npegHasHa4YeHHOro ANs JieYeHUAa OonpefeneHHblXx 3ab0neBaHUA KUBOTHbIX, MAN 3GEEKTUBHOCTM
JIeKapCTBEHHOIO NpenapaTa g1s npodUIaKTUKM 3a601eBaHUI 340P0BbIX Y KUBOTHbIX;

4) n3yyeHUs BO3MOKHOCTEW PACLWIMPEHUA MOKA3aHWUIA K MPUMEHEHUIO 3apPerncTPUpPoBaHHOIO
JIeKapCTBEHHOIO NpenapaTa U BblABJEHMA paHee HeM3BECTHbIX MOBOYHbIX AEMCTBUNA.

6. KnnHuyeckoe mccnegoBaHMe NEeKapCTBEHHOrO npenapaTa ANA BETEPUHAPHOTO MPUMEHEHUA
OCYLLLECTBAAETCA 33 CHET CPEACTB pa3paboTymKa NeKapCcTBEHHOrO CpeacTBa.


consultantplus://offline/ref=FD8F19D37AED486558200E9E331047356B2CE49B011004D8603786602E19EC55779AF1442DF86C81p2jCL
consultantplus://offline/ref=FD8F19D37AED486558201090371047356B28E997031504D8603786602E19EC55779AF1442DF96484p2jEL

7. Ot4yeTbl © pe3ynbtataX AOKJAMHUYECKOro wuccneaoBaHnA NeKapCTBeHHOrro cpeacrtsa WM
KIMHNYECKOTo UnccnegoBaHnA NeKapCTBEHHOro npenapata  A14 BeTepUMHaApPHOro npumeHeHuA
COCTaBNAKOTCA pa3pa6OT‘-IVIKOM NNIEKAPCTBEHHOIO Cpeacrtea C y4yeTom 3aK/1t04EeHUI opraHmsau,Mﬁ,
NPUHUMaBLUNX y4aCTue B OpraHn3aumm n nposeaeHmm asTnux MCCI’IeLI,OBaHMﬁ.

8. KoHTponb 3a nposBegeHMeEM OOKAMHUYECKUX MCC}'Iep,OBaHMﬁ NNEKAPCTBEHHbLIX Cpeacts wu
KINHNYECKNX VICC}'Ie,CI,OBaHMﬁ NeKapCTBEHHbLIX MpenapaTtoB ANA BeTeEPUHAPHOro nNpumMeHeHUA
ocyuwecTtsnAaeTcA ynoIHOMOYEHHbIM cbep,epaanblM OpraHom NUCNONHUTENbHOM BAACTM.

Fnasa 6. OCYLLECTBNIEHUE FOCYQAPCTBEHHOM PETUCTPALIUN
NEKAPCTBEHHbIX NMPEMAPATOB

Cratbs 13. TocyfapcTBEHHAsA perncTpaumn NekapcTBEHHbIX NpenapaTos

1. JlekapcTBeHHble NpenapaTbl BBOAATCA B Ipa*kAaHCKM obopoT Ha Tepputopumn Poccuiickoin
depepaumnm, ecim OHM  3aPErucTPUpPOBaHbl COOTBETCTBYIOWMM YNOJHOMOYEHHbIM deaepanbHbIM
OpraHOM UCMOJIHUTENIbHOM BNACTML.

2. focyaapcTBEHHOM perncrTpauum nognexar:

1) opurMHanbHble 1eKapCTBEHHbIE NpenapaTbl;

2) BOCMNpOM3BEAEHHbIE IeKaPCTBEHHbIE NpenapaThbl;

3) HoBble KOMBMHaLUUM 3aPETUCTPUPOBAHHbIX PaHEE IeKapPCTBEHHbIX MPenapaTos;

4) nekapcTBeHHble MpenapaTbl, 3aperucTpMpoBaHHble paHee, HO MNPOU3BEAEHHblIE B APYrux
NeKapcTBeHHbIX Gopmax, B HOBOW LO3UPOBKE.

3. FocypapcTBEHHasA perncTpaumsa NeKapcTBEHHbIX NPenapaToB ANa MeMLMHCKOro NpumeHeHus
OCYLLECTBAAETCA MO pe3y/bTaTaM 3SKCMNepTU3bl JIEKAPCTBEHHbIX CPEeACTB M 3TUYECKOW 3KCMepTU3bl
BO3MOHOCTM  MPOBEAEHUA  KJAMHUYECKOTO  WMCCNeAOBaHWA  NIEKAPCTBEHHOrO  Npenapata  Ans
MeANUMHCKOrO NpuUMeHeHua (panee - 3TMYecKaa 3Kcneptusa). locydapcTBeHHas perncrpaums
NIEeKAPCTBEHHbIX MpenapaToB A1 BETEPUHAPHOIO MPUMEHEHUA OCYLLECTBAAETCA NO pe3y/bTaTam
3KCnepTU3bl NEKAPCTBEHHbIX CPEACTB A5 BETEPUHAPHOTO NPUMEHEHMUS.

4, FocynapcTeeHHas pervcTpaums NeKAPCTBEHHbIX npenapartos ocyLuecTBaAeTcA
COOTBETCTBYIOLLMM YNOAHOMOYEHHbIM desepanbHbiM OPraHOM WCMOAHUTENbHOM BNACTU B CPOK, He
npesbIWAoWNiA ABYXCOT AecATM paboumx AHeW Co AHA MNPUHATUS 3aABAEHUA O ToCyAapCTBEHHOM
perncTpaunmn NeKapcTBeHHOro npenapaTta. B yKasaHHbIA CPOK BKALOYAETCA Bpems, Heobxoammoe ans
MOBTOPHOIO MNPOBEAEHMA 3KCNEPTU3bl JIEKAPCTBEHHbIX CPEeACTB WM (MAKM) 3TUYECKOM IKCNepTusbl B
COOTBETCTBMM CO CcTaTbel 25 HacTosAwero PesepanbHOro 3akoHa. CpoK rocysapCcTBEHHOW perucTpaumm
JIeKapCTBEHHOrO nNpenapaTta MCYUCAAETCA CO AHA MPWUHATUA COOTBETCTBYIOWMM YMNOJHOMOYEHHbIM
denepanbHbIM  OPraHOM MWCNONHUTENIbHOW B/IAaCTU  3asB/IEHWSA O TOCYAAPCTBEHHOM perucrpaumm
JIeKapCTBEHHOrO Mpenapata C MPUIOKEHMEM HeOobBXOAMMbIX [OKYMEHTOB NO [AEeHb Bblaauu
PEervcTPauMoOHHOrO yAOCTOBEPEHUA NIEKAPCTBEHHOIO npenaparta. Bpema npoBefeHMs KAWHUYECKOTO
UCCNeaoBaHMA  NIEKAPCTBEHHOTO  Npenapata  He  Y4YMTbIBAeTCA MNPU  WUCYUC/IEHMM CPOKA  €ero
rocy4apCTBEHHOMN perncTpaLmm.

5. FocypapcTBeHHOM perncTpaummn He noanexar:

1) neKapcTBeHHble Mpenapatbl, U3rOTOBJIEHHbIE ANTEYHbIMW OPraHM3aLMAMM, BETEPUHAPHLIMU
anTeYHbIMW OPraHU3aLMAMU, UHAMBUAYANbHBIMU NPEANPUHUMATENAMMU, KOTOPbIE UMEIOT NLEH3UIO HA
bapmaLLeBTUYECKYIO [eATeNbHOCTb, MO peuenTaM Ha JeKapCTBeHHble npenapatbl M TpeboBaHUAM
MeNLUNHCKUX OpraHM3aLmii, BEeTepUHaAPHbIX OpraHM3aLmii;

2) neKapcTBeHHOEe PacTUTe/IbHOE CbIPbE;

3) JnekapcTBeHHble npenapatbl, MNPUMOBpPETeHHble QGU3NYECKMMUM NIMUAMKM 33  Npeaenamu
Tepputopun Poccuiickon degepaumm n npegHasHavyeHHble 418 IMYHOTO UCMNOJIb30BaHUS;

4) nekapcTBeHHble NpenapaTbl, NpeaHasHaYeHHble AN SKCNOoPTa;

5) pagnodapmaueBTUHECKME NEKAPCTBEHHbIE MpenapaTbl, U3roTOBAEHHbIE HEMOCPEACTBEHHO B
MeANUMHCKUX OpraHM3aumsax B nopagKe, YCTaHOBAEHHOM YMOAHOMOYEHHbIM desepanbHbIM OpraHOM
MCMNONIHUTENbHOM BNACTK.

6. He nonycKaeTca rocyaapcTBeHHan permcrpaumsa:

1) pa3nUUYHbIX NEKAPCTBEHHbIX NPENAPaTOB Noj, OANHAKOBLIM TOProBbIM HAMMEHOBAHMEM;
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2) oaHOro NeKapcTBEHHOro Mpenaparta, BblMyCKaemMoro npousBoauTeseM Mo4 PasAUYHbIMU
TOProBbIMM HAMMEHOBAHUAMW U NPEACTaBAEHHOrO Ha rocyAapCTBEHHYIO PEerncTpaumio B Buae ABYX U
60/1ee IeKapCTBEHHbIX NpenapaTos.

Cratba 14. NMpUHUMNbI SKCNEepTU3bl NEKAPCTBEHHbIX CPEACTB M 3TUYECKOMN IKCNEePTM3bl

1. DKCNepTM3a NEeKapPCTBEHHbIX CPEACTB M 3TUYECKAA 3KCNepTU3a OCHOBbLIBAIOTCA Ha MPMHLMMAX
3aKOHHOCTW, cobntogeHns npaB M cBobon YenoBeKa W rpakAaHWMHA, NpPaB OPULMYECKOrO /Mua,
HEe3aBMCUMMOCTM IKCNepTa, O6BEKTUBHOCTU, BCECTOPOHHOCTU M MOJIHOTbI UCCeA0BaHWUI, NPOBOAMMbIX C
MCNO/Ib30BAaHWEM COBPEMEHHbIX OOCTMXMEHUA HAYKM W TEXHUKU, OTBETCTBEHHOCTM deaepasibHoro
rocyapCcTBeHHOro H6H0AKETHOrO yupeAeHUsa No NPOoBEeAEHMUIO SKCMNepTU3bl 1EKAPCTBEHHbIX CPEACTB U
3KCnepToB 3a NPOBeAEeHNE U KaYeCTBO IKCNepPTU3bI.

2. 3KcnepTn3a IeKAPCTBEHHbIX CPEACTB A1 MeSMULMHCKOIro NPUMEHEHMA NPOBOAMTCA NO3TAMNHO:

1) Ha nNepBOM 3Tane - 3KCNepPTM3a AOKYMEHTOB /1A MOJIyYeHWUA PaspelleHus Ha NpoBeAeHue
K/IMHWUYECKOTO UCCIef0BaHNA IEKAaPCTBEHHOTO NPenapaTa, 3a UCK/0YEHMEM:

a) NeKapCTBEHHbIX MpenapaToB, KOTOpble paspelleHbl ANA MEeAUUMHCKOro MPUMEHEHMsA Ha
TeppuTopun Poccuiickon ®Pepepaunn 6onee agaauat NetT U B OTHOLIEHUU KOTOPbIX HEBO3MOXHO
nposeaeHue nccnefoBaHUA 6MO3KBUBANEHTHOCTH;

6) /NleKapCTBEHHbIX MpenapaTtoB AlA MeAMLMHCKOrO MNPUMEHEHWUA, B OTHOLUEHUM KOTOPbIX
npoBeAeHbl MeXAYHapoAHble MHOTFOLLEHTPOBbIE KAMHWYECKME WCCNeAoBaHMA, 4acTb M3 KOTOPbIX
nposeaeHa Ha Tepputopumn Poccninckon ®epepaumm;

2) Ha BTOPOM 3Tane - 3KCNepTM3a NPeasIoKEHHbIX METOLOB KOHTPO/IA KayecTBa IEKAPCTBEHHOIO
CpeacTBa M KayecTBa NpeAcTaB/ieHHbIX 06pa3uoB SIEKAPCTBEHHOMO CPeACTBa C MCMONb30BAaHUEM ITUX
MeToA0B (Aanee - 3KCMepTM3a KayecTBa NEKApPCTBEHHOTO CPEeACTBA) M 3KCNEepTM3a OTHOLIEHUS
0XXMAAEMOM NONb3bl K BO3SMOXHOMY PUCKY NPUMEHEHMA NIEKAPCTBEHHONO NpenapaTta, OCyLLecTBAfAeMble
nocne NpoBeseHNa ero KAMHUYECKOro NCCNeA0BaAHMA.

3. 3Kcneptusa JIeKAPCTBEHHbIX CPeACTB A/ BETEPUMHAPHOrO MNPMMEHEHMA NpPOBOAUTCA
OLHO3TanNHO M BKAOYAeT B ceba 3KCNepTU3y KayecTBa JNIEKAPCTBEHHOINO CPEACTBA W 3IKCNEpTUsy
OTHOLIEHMUA OXNAAEMON NOJIb3bl K BOSMOXHOMY PUCKY MPUMEHEHMWA JIEKAPCTBEHHOTO Npenapara.

Cratba 15. depepanbHOe rocydapcTBEHHOe OlogKeTHoe YyuypexKOAeHue Mo NpoBeAeHuUto
3KCMNepTM3bl IEKAPCTBEHHbIX CPeaCTB

JKCNepTM3a NeKapCTBEHHbIX CPEACTB NPoBoAUTCA deaepanbHbIM rocyAapCTBEHHbIM BoAKeTHbIM
yupexaeHMem COOTBETCTBYHOLLErO YNOAHOMOYEHHOrO deaepanbHOro opraHa UCNONHUTENbHOM BAACTH,
CO3f4aHHbIM ansa obecneyeHMA WCMONHEHMA NOAHOMOYMIA 3Toro denepanbHOrO OpraHa Mo Bblgauye
paspeleHnit Ha NpoBedeHMe KAUHUYECKMX MCCNeAO0BaHUIM NeKapCTBEHHbIX npenapaTtos M (uMau) no
rocyAapCTBEHHOW PErncTpaumnmn 1eKapcTBeHHbIX NPenapaTos (Aanee - 3KCNepTHOE yUYpeKaeHune).

Cratba 16. OpraHusauma nNpoBEAEHMA 3KCMEePTM3bl NEKAPCTBEHHbIX CPEACTB B LEnax Mux
rocyf,apCcTBEHHOM perncrpaunm

1. 3KcnepTu3a J/IeKApPCTBEHHbIX CPEeACTB MNPOBOAMTCA KOMWUCCUEN 3KCMEPTOB 3KCMEPTHOro
yUYpeKAEeHUs, Ha3HAaYEeHHOW ero PyKoBOAMTE/IeM, Ha OCHOBAHMM 3a[aHUs Ha NPOBeAEeHMEe 3KCNepTU3bl
NIEKapCTBEHHOTO CPEeACTBa, BbIAAHHOMO YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM WMCMNOJIHUTE/IbHOM
B/1aCTU. PyKOBOAUTE/b SKCMEPTHOTO yUYpeKAeHUA obecneymBaeT HagnexKallee NpoBeLeHNe 3KCnepTH3bl
JIEKAapPCTBEHHbIX CPEACTB B COOTBETCTBMM C 33JaHMEM, BbIAAHHbLIM YNOJHOMOYEHHbIM denepasbHbIM
OpPraHOM MCMNOAHUTE/IbHOW BAACTH, U OpraHU3yeT NOATOTOBKY CBOAHOrO 3aK/OYEHUA 3TON KoMuccum. B
COCTaB 3TOM KOMMUCCUM MO PELIeHUNI0 PYKOBOAWUTENA IKCNEPTHOIO YUYPEKAEHMA MOTYT BbiTb BK/IIOYEHDI B
KauecTBe 3KCMepToB nuUa, He paboTalowme B JaHHOM SKCNEPTHOM YUPEKAEHUN, ECAN UX CNELMabHble
3HaHWA HeobXoAMMbl ANA MNPOBEAEHWMA 3SKCMEPTM3bl M TaKMe 3SKCMepTbl OTCYTCTBYIOT B AaHHOM
3KCMEPTHOM YUpPEXKLEHUM.

2. DKcnepTom Mo NPOBEAEHWUI0 3KCNEpPTU3bl IeKAapPCTBEHHbIX CPEACTB ABAAETCA aTTeCTOBaHHbIN
PabOTHWK 3KCMEPTHOro y4yperKAeHWsa, KOTOpbli MMeeT Bbicllee MegMuUMHCKoe, dapmaleBTUMYecKoe,



61onorMyeckoe, BEeTEPUHApPHOE UAM XMMUYECKOe 0bpa3oBaHMe M NPOBOAUT IKCNEPTU3Y EKAaPCTBEHHDIX
cpeacTs B NopsAgKe UCNOJHEHMA CBOMX AOKHOCTHbIX 06A3aHHOCTeN (fanee - aKkcnepT).

3. MNpu NnpoBeseHMM SKCNEPTU3bI NEKAPCTBEHHBIX CPEACTB IKCMEPT HE MOMKET HAaXOAUTLCA B KAKOM-
nMb0o 3aBUCMMOCTM OT /IMLA, HAa3HAYMBLUErO 3Ty 3KCMEpTU3y, pa3paboTynKa NeKapCTBEHHOIO CpeacTBa
WKW OPYTUX 3aMHTEPECOBAHHbIX B Pe3y/bTaTax 3KCNepTusbl AnL,.

4. Mpu NpoBeLEHUM 3SKCMepTM3bl JIEKAPCTBEHHbIX CPEACTB He JonyckaeTca uctpebosaTb vy
3anBuTeNss MO0 WMHbIX AWUL, MaTepuanbl, HeobxoAWmble A1A MNPOBEAEHMSA 3KchnepTusbl. B cayyae
He[0CTaTOMHOCTM MPEACTABAEHHbIX 3KCNEepTy MaTepuanosB ANA [a4vM 3aK/JOYEeHWA 3SKCNepT Bhpase
NOCTaBUTb BOMPOC O MPEAOCTaBAEHUM eMy HeobXOoAMMbIX MaTepuasnoB nepes pyKkosoguTenem
3KCMNEPTHOrO y4ypeKaeHus, KoTopbli obpawaetca ¢ npocbboii 06 3TOM B YNOAHOMOYEHHbIN
denepanbHbIi OpraH WMCMONHUTENbHOM BAACTW, BbIAABLUMIA 33JaHWe Ha MNPOBeAEHME 3KCNepTU3bl
JIeKapCTBEHHOrO cpeacTBa.

5. 3KcnepT npu npoBeAeHMM MNOPYYEHHOM emMy PYKOBOAMUTENEM 3SKCMEpPTHOTO YYpemaeHua
3KCnepTU3bl 1IEKAPCTBEHHOIO cpeacTBa 0bA3aH:

1) npoBecTM no/sHOE WUCCNeAOBaHWE MpPEeACTaBJAEHHbIX eMy OObeKTOB, MaTepuanos, A4aTb
060CHOBaHHOE W OOBEKTMBHOE 3aK/loYeHWe Mo MOCTaBAeHHbIM Nepes, HUM BOMpocam  Wan
MOTMBMPOBAHHOE 3aK/IO4YEHME O HEeBO3MOXHOCTM MPOBEAEHUA WM 3SKCMepTusbl JIEKAPCTBEHHOrO
CpeacTBa, ec/v NoCTaB/eHHbIe BOMPOCHI BbIXOAAT 3a NpeAebl CreLmanbHblX 3HaHWI SKCnepTa, 06BbEKTbI
nccnefoBaHU U MaTepuanbl HENPUIOAHbI AWM HEAOCTATOYHbI A5 NPOBEAEHMA UCCNEe0BAaHMA U JaUN
3aKnoyeHna Mbo CoBPeMEHHbI YPOBEHb Pa3BUTUA HayKM He MO3BOJIAET OTBETUTb Ha MOCTaB/E€HHble
BOMpPOCHI;

2) He pasrnawaTtb CBEAEHMA, KOTOPbIE CTA/IM EMY U3BECTHbI B CBA3W C MPOBELEHMEM SKCNEPTU3bI
JIeKapCTBEHHOIO CPeACTBa, a TaKXKe CBeAeHMUA, COCTaB/AIOLIME FOCYAaPCTBEHHYO, KOMMEPYECKYID NN
WHYIO OXPaHAEMYIO 3aKOHOM TalHy;

3) obecneunTb COXPaHHOCTb NPeaCcTaBAeHHbIX 0OBEKTOB UCCeA0BaHUI U MaTepPUaNos.

6. OKcnepT He BNpase:

1) npoBOAMTb 3KCNEPTU3Y NEKAPCTBEHHOIO CPeACcTBa MO OOPaLLEHUIO HENOCPEACTBEHHO K HEMY
OpraHM3aunn UnmM GUsNYecknx nuu;

2) camocToATeNbHO CcOOMpaTb MaTepuanbl AN MNPOBEAEHUA 3SKCMEPTU3bl JIEKAPCTBEHHOTO
cpeacTBa;

3) NpoBOAUTb IKCMEPTU3Y SIEKAPCTBEHHOIO CPELCTBA B KAYECTBE HEFOCYAaPCTBEHHOIO IKCMNEpTa.

7. B cnyyae HeobxogumocTM 3KCNepT BMPaBe XO[ATAWCTBOBATb Mepes pPyKoBoaUTENEM
9KCNEepPTHOro yypexxAeHWs O NPUBJIEYEHUU K MPOBEAEHUID IKCNEepTU3bl JIEKAPCTBEHHOrO CpeacTsa
OPYruX aKCnepToB.

8. KaxkapI aKCnepT, BXOAALLMI B COCTaB KOMUCCUM SKCMEPTOB, KOTOPOWN MOPYy4YeHO NpoBeaeHUe
3KCMepTU3bl NEKAPCTBEHHOINO CPeacTBa, HE3aBMCMMO W CaMOCTOATE/IbHO MNPOBOAMUT UCCNef0BaHuA,
OLLeHMBAET pe3ynbTaTbl, MOJYYEHHbIE MM JIMYHO U APYTMMWU 3KCNepTamu, U Gpopmynnpyet BbliBOAbI
OTHOCUTENbHO NOCTAaB/IEHHbIX BONPOCOB B NpeAesax CBOMX CreunanbHbIX 3HaHWUN.

9. Pe3ynbTaTbl 3KCNEPTU3bl JIEKAPCTBEHHOIO cpeacTBa OGOPMAAIOTCA 3aKAOYEHMEM KOMMUCCUM
3KcnepToB. B 3aKAOYEHMM KOMWCCMM IKCMEPTOB YKa3biBAlOTCA MepeyeHb UCCnefoBaHui, obbem
NPOBEAEHHDbIX KaXXAbIM 3KCNEPTOM WCCNEe0BAHWNA, YCTAHOBAEHHbIE KaXKAbIM M3 HUX aKTbl U
cAenaHHble B pesy/nbTaTe MCCAefOBaHMI BbiBOAbl. DKCMEPT, MHEHWE KOTOPOro He coBnafaeT C
peleHMeM KOMWCCMM IKCMEPTOB, BMpaBe BbIPa3UTb CBOE MHEHME B NMUCbMEHHOM ¢dopme, KoTopoe
nNprobLaeTca K 3aKA0HEHNI0 KOMUCCUM SKCNEPTOB.

10. 3kcnepTbl, BXOAAWME B COCTaB KOMWUCCUMM, Npeaynpexpatotca ob OTBETCTBEHHOCTM B
COOTBETCTBMM C 3aKoHOZaTenbcTBOM Poccuiickoit Pepepaummn 3a Aadvy 3aKAOYEHUA, COLEpPNKaLLero
Heob0oCHOBaHHbIe UK GanbCUPULMPOBAHHDBIE BbIBOAbI, O YEM OHW AALOT NOAMNUCKY.

11. OnpepeneHne ypoBHA NPodeccMoHaNbHOM NOAFOTOBKM 3KCMEPTOB U aTTecTauma Mx Ha NpaBo
NpoBeAeHUA 3KCNepTU3bl IEKAPCTBEHHbIX CPEeACTB OCYLLECTBAAIOTCA 3KCMEPTHO-KBAIUPUKALMOHHbBIMM
KOMMUCCUAMM B MNOpALKE, YCTAaHOBAEHHOM COOTBETCTBYHOWMM YNOAHOMOYEHHbIM denepanbHbIM
OpraHOM WCMONHUTENbHOW BAACTU. YpoBeHb MpodecCcMOHaNbHOW MOATOTOBKM 3KCMEPTOB MOANEXKMUT
nepecmoTpy YKa3aHHbIMM KOMUCCUAMM HE pexxe Yem OAMH pas B NATb J1eT.

12. MNpaBuna npoBeAeHMA 3KCNEPTU3bI NEKAPCTBEHHDbIX CPeacTB U GopMa 3aKNHOHEHUA KOMUCCUN
SKCMepTOB  YCTaHaBAMBAKOTCA  COOTBETCTBYHOLMM  YNOJHOMOYEHHbIM  defepanbHbIM  OpPraHoM
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NCNOSIHUTENbHOWN BNACTW.
CratbAa 17. dTnyeckas akcnepTmsa

1. 3Tuyeckas 3KcnepTusa npPOBOAMTCA B LEAAX Bbl4ayM 3aKAdeHuMAa 06  3TUYecKow
060CHOBAHHOCTN BO3MOKHOCTM NPOBEAEHUS KIMHUYECKOTO UCC/Ief0BaHUA IeKapCTBEHHOIO NpenapaTa
AN MeAMUMHCKOTO MNPUMEHEHMA COBETOM MO 3TUKE, CO34aHHbIM B MOPAAKE, YCTAaHOBJEHHOM
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCMONHUTENBHOWN BAACTU.

2. 3Kcneptamm coBeTa MO 3TMKE MOFYT ObiTb NpeacTaBUTENM MEAULMHCKUX, HayYHbIX
opraHusaumin, obpasoBaTenbHbIX OpraHU3auuMii Bbiclwero o6pa3oBaHMA, a TaKKe npeacTaBuUTenu
06LLeCTBEHHbIX OpraHM3aLmMii, PeIMIMO3HbIX OpraHM3auunin U cpeacTs maccosoit nHpopmaumn. JaHHble
3KCnepTbl He AO/MKHbI HaXxOAMTbCA B KaKON-MBO 3aBUMCMMOCTM OT pPa3paboTUMKOB NleKAapPCTBEHHbIX
npenapaTos U APYrMX UL, 3aUHTEPECOBaAHHbIX B pe3yabTaTax STUYECKOM IKCNePTU3bI.

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

3. OnnaTa ycAyr 3SKCNepToB COBETA MO 3TUKE OCYLLECTBAAETCA Ha OCHOBAHWW A0roBOpPa,
3aK/IIOYEHHOrO MeXA4y YNONHOMOYEHHbIM deaepasnbHbiM OPraHOM UCMONIHUTENLHOM BACTU, KOTOPbLIM
CO303aH COBET NO 3TMKE, W 3KCMEepTOM COBeTa MO 3TUKe, 33 CYeT OHAMKETHbIX aCCUFHOBAHWM,
npeaycCMOTPEHHbIX YNOJAHOMOYEHHOMY defepanbHOMy OpraHy UCNOJHUTENbHOW BNACTU, CO34aBLIEMY
coBeT Mo 3Tuke, B deaepanbHOM 6loaKeTe Ha COOTBETCTBYHWOLWMIA ron Ha obecnedyeHue ero
0eATeNbHOCTU, U B pa3mepax, YCTaHoBAeHHbIX [paButenbctsom Poccuinickon Pepepaumm.

(4acTb 3 B pea. PeaepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

4. DKcnepTbl COBETa MO 3TMKE HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickoin Pepepaunn.

5. CocTaB coBeTa Mo 3TUKe, NoJIoXKEHWE 06 3TOM COBETE, NOPALOK ero AeATe/IbHOCTU, TpeboBaHMA
K KBa/MdMKaLuMM M OnbiTy paboTbl MO IKCMEPTHOW OLEHKE HAYYHbIX, MEOUUMHCKMX WU ITUYECKMX
acneKToB KAMHWYECKUX UCCNeAO0BaHUI IEKAPCTBEHHDBIX MPENapaTtoB A1 MeAULMHCKOro MPUMEHEHMUS,
npeabaABAsieMble K 3KCMepTam COBETA MO 3TMKe, MOPAJOK OpraHM3aumMmM M NPoBeAeHUs 3TUYECKOM
3KcnepTusbl, GopMa 3aKAOYEHMA COBETA MO 3TUKE YCTAHAB/MBAIOTCA YNOJHOMOYEHHbIM deaepanbHbIM
OpPraHoOM MCMOJIHUTENBHOM BAacTU. Yucno npeacrtaButeneil MegMUMHCKUMX OPraHM3auui He MOKeT
NPEBbILATb NOJIOBUHY OT 0OLLErO YACNA IKCNEPTOB COBETA MO 3TUKE.

6. WHPopmauma o coctaBe coBeTa MO 3TUKe, MaHax ero paboTbl U TeKyllen AeATeNbHOCTU
pasmellaeTcA Ha oduUMaANbHOM CaiTe YNOJHOMOYEHHOro deaepanbHOro opraHa WMCNONHUTENbHOM
BN1ACcTU B ceTN "MIHTepHeT" B yCTaHOB/IEHHOM MM NOpPAAKeE.

Cratbs 18. Mogaya v pacCMOTPEHWE 3aAB/IEHWNIA O TOCYAaPCTBEHHOW PErncTpaLLMm 1eKapCTBEHHbIX
npenapaToB 1 NpeAcTaB/ieHne HeobX0AMMbIX LOKYMEHTOB

1. N rocyaapCTBEHHOW PErncTpaLLMm 1eKapcTBEHHOro NpenapaTa pa3paboTymKk NekapcTBEHHOTO
npenapaTta Wiu ynoJHOMOYEHHOE UM APYroe opuauyeckoe 1Uo (aanee - 3aABUTENb) NPeACTaBAsET B
COOTBETCTBYIOLWMI YNIOHOMOYEHHbIN PpeaepanbHbli OpraH UCNOJIHUTEIbHOWN BNACTU, OCYLLLECTBASIOWMIA
roCyAapCTBEHHYIO PErMcTpaLuMio  /IeKapCTBEHHbIX MNpPenapaToB, 3asBAeHMe O rOCyAapCTBEHHOM
perncTpauum NeKkapcTBeHHOro npenapaTta, a TaKXe B MNopaaKe, YCTaHOBNEHHOM COOTBETCTBYHOLLMM
YNOAHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMNONHWUTENbHOW BAAcTU, HeobxoAWmble AOKYMEHTbI, U3
KOTOpbIX (GOPMMPYETCA  PEerucTpauMoHHOe A0Cbe Ha /lIeKapcTBeHHbIM npenapat (ganee -
perncTpaumoHHoe 4ocbe).

2. B 3aAB/I€HNN O rOCYAaPCTBEHHOM pPerncTpaumm NeKapcTBEHHOro nNpenapaTa yKasblBaloTCs:

1) HaumeHoOBaHWE M agpec 3aaBUTENs M (MM) NPOM3BOAMTENA /IEKAPCTBEHHOrO MNpenapata U
afpec MecTa OCyLLLEeCTB/IEHNA NPON3BOACTBA IeKapcTBEHHOIO Npenapara;

2) HaMMeHOBaHME /NEeKapCTBEHHOTO MnpenapaTta (MexAayHapogHoe HenaTeHTOBaHHOE WU
XMMMUYECKOe U TOProBoe HaMmMeHoBaHWA);

3) nepeyeHb BELLECTB, BXOAALLMX B COCTAB JIEKAPCTBEHHOIO MPenapara, C YKasaHMeM KOJIMYecTBa
KaXkKa0ro 13 Hux;

4) neKkapcTBeHHasi ¢opma, A03MPOBKA, CMOCOObI BBEAEHUS W MPUMEHEHMUS, CPOK TOAHOCTM
JIeKapCTBEHHOTO NpenapaTa;
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5) onncaHune papmaKkonormyecknx n dapmakoanmHaMmYeCcKUX Man MMMYHOBUONOrMYECKMX CBOMCTB
JIeKapCTBEHHOIO Npenapara;

6) 3asABneHHas NMpPoOU3BOAMTENEM NIEKAPCTBEHHOrO Mpenaparta npeAesibHas OTMNYCKHas LieHa Ha
JIeKApPCTBEHHDbIN MpPenapaTt, BK/IOYEHHbI B MNEpPeYeHb KU3HEHHO HeOobXOoAMMbIX W  Ba*KHEMLLMX
JIeKapCTBEHHbIX NPenapaToB., B C/ly4ae ero rocygapCcTBEHHOM perucTpauuu;

7) oTcyTcTBME HEOobXO0AMMOCTM MNpPOBEAEHUA KAMHUYECKOrOo WCCAeAoBaHWA, WccneaoBaHus
6MO3KBMBANEHTHOCTM IEKAPCTBEHHOIO NpenapaTa, PaspeLweHHOro Aaa MeaULMHCKOro NPUMEHEHMA Ha
TeppuTopmun Poccuitickon depepaumm b6onee ABaguaTM NeT, C YKasaHMEM HOPMATMBHBIX MPaBOBbIX
aKTOB, MOATBEPKAAOLWMX AAHHbIA CPOK NPUMEHEHMUS.

3. PernctpauMoHHoe focbe GopMUPYeTCa U3 CieayoLnX AOKYMEHTOB:

1) NpoeKTbl MaKeToB NEPBMYHOM YNAKOBKA W BTOPUYHOW (NOTPEObUTENbCKOM) YNAKOBKK
NIeKapCTBEHHOrO Npenapara;

2) [OKYMEHT, NepeBefeHHbI HA PYCCKUIA A3bIK, NOATBEPKAAOLLNIA COOTBETCTBME NPOU3BOAUTENA
PEerncTpMpyemoro JIeKapCTBEHHOro npenapaTta TpeboBaHMAM MNpaBMA OpraHM3auMM NPOM3BOACTBA M
KOHTPONS KayecTBa JIEKAPCTBEHHbIX CPeACTB, BblAaHHbIA  KOMMETEHTHbIM OPraHOM  CTpaHbl
npousBoaUTENs PErucTpupyemoro NeKapCTBEHHOro npenapata WM 3aBEePeHHbI B YCTAaHOB/IEHHOM
nopaake;

3) NpOeKT HOPMAaTMBHOW OOKYMEHTAUMW WM HOPMATMBHOTO AOKYMEHTa Ha /1IeKapCTBEHHbIN
npenapar Mbo yKasaHMe COOTBETCTBYoWEN dapMaKonenHoM cTaTby;

4) cxeMa TEXHOJIOrMYeCcKoro npoLecca NpoM3BOACTBA JIEKAPCTBEHHOIO Npenaparta, ee onMcaHue u
(nnmn) cxema TeXHONOMMYECKOTO NpoLecca NPOU3BoACTBa GapMALLEBTUUECKON CYBCTaHUMK, ee ONUCaHUE;

5) AOKYMeHT, nepeBefeHHbIt HA PYCCKMI A3bIK, MOATBEPKAAIOLLMA COOTBETCTBME NPOU3BOAUTENA
dbapmaueBTUYecKon cybcTaHUMM TpebOoBaHUAM MNPaABMA OpPraHM3aLMM MPOM3BOACTBA M KOHTPOAA
KauyecTBa JIEKAPCTBEHHbIX CPeACTB, BblAAHHbIA KOMMNETEHTHbIM OPraHOM CTPaHbl MNPOU3BOAMTENS
dbapmaLeBTUYECKON CyOCTAHLMK, 3aBEPEHHDIN B YCTAHOBIEHHOM NMOPALKE U COAEPHKALLMNA:

a) HaMmeHoBaHWe ¢apMaALLEBTUYECKON CYBCTaHUMM (MeXAyHapoaHOe HenaTeHTOBAaHHOe WM
XMMWYECKOE N TOProBOoe HAMMEHOBaHMUA);

6) HaumeHoBaHWe W agpec npoussoanTena GapmaLeBTUYECKOW cybCcTaHLMK;

B) CPOK rogHOCTM dapmaLeBTUYECKOM CybCcTaHUMK;

6) LLOKYMEHT, coepKallnii cBeeHMA O NOKA3aTeNAX KavecTBa GapmaLeBTMYECKON cybcTaHuuu,
MCrnosib3yeMol Npu Npou3BOACTBE /IEKAaPCTBEHHbIX NMpenapaTos;

7) HOpMaTMBHas LOOKYMEHTauMa WAM HOPMATUBHbIN OOKYMEHT Ha ¢dapmaueBTUYECKyto
cybcTtaHumio nMbo yKkaszaHMe COOTBETCTBYIOWEN papMaKonenHoM cTaTby;

8) uHdopmauma o6 ycnoBuAX XpaHeHWs, MNepeBO3KM JIEKapCTBEHHOro mnpenapaTa W MHaA
nHpopmauus;

9) oTyeT O pe3synbTaTax AOKJAMHUYECKOrO WCCNeL0BaHMA JIEKAPCTBEHHOrO cpeactsa g/
MeANUMHCKOTO MNPUMEHEHUs, CcoAepKalmi onucaHue, pe3ynbTaTbl M CTAaTUCTUYECKMI aHanu3
pe3ynbTaToB AaHHOTO AOKIMHUYECKOTO UCCNEA0BaHUS;

10) oTyeT 0 pesynabTaTax AOK/JAMHUYECKOrO MWCCeA0BaHUA JIEKAPCTBEHHOIO Ccpeactsa W
KJIMHNYECKOTO UCCIef0BaHNA IEKAPCTBEHHOIO NpenapaTa 415 BETEPUHAPHOIO NPUMEHEHMUS;

11) nNpOEeKT nNpoOTOKONA KAMHUYECKOTrO WCCNef0BaHUA NEeKapCTBEHHOrO npenapata  Ans
MeNLNHCKOrO NPUMEHEHUS;

12) 6powutopa uccnegosatens;

13) nHGOPMALMOHHbIV IUCTOK NALUEHTA;

14) wHdopmauma o0 BbINJIATax WM KOMMEHCAUMAX naumeHTam (340poBbiM  A06pOBO/bLAM,
60/bHbIM)  (panee - MaUMEHTbI), MPUBAEYEHHBIM K TMPOBEAEHMIO KAMHUYECKUX WCCIef0BaHUiM
NIeKapCTBEHHOrO npenapaTa ANA MeAMLMHCKOrO NPUMEHEHUsA, UcCaefoBaHUA BMOIKBMBANEHTHOCTU U
(nnn) TepaneBTUYECKOM SKBUBANEHTHOCTY;

15) oTyeT 0 pesy/nbTaTax MeXKAYHapOoAHbIX MHOTOLEHTPOBbIX KAWHUYECKUX WCCAedoBaHUI
NIeKapCTBEHHOrO npenapaTta gas MeAMUMHCKOTO MNPUMEHEHMA, 4YacTb M3 KOTOPbIX MpPOBeAeHa Ha
Tepputopumn Poccuiickoit Peapepaunu;

16) NPOEKT MHCTPYKLMM NO NPUMEHEHMIO IEKAPCTBEHHOrO NpenapaTa, CoAep Kalmii cnepytowme
cBeAeHus:

a) HaMMeHOBaHWe JIeKAPCTBEHHOrO cpeacTBa (MeAayHapoAHOoe HemnaTeHTOBaHHOE WM
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XMMUYECKoe U TOProBoe HauMeHOoBaHMA);

6) nekapcTBeHHaa ¢opma C YyKa3aHMEM HaUMEHOBAHWI M KOAMYECTBEHHOTO COJEpPKaHUS
(akTnBHOCTU) DapmaLLeBTUYECKMX CyOCTaHLMIA U BCMOMOraTe/IbHbIX BELLECTB;

B) papmaKkoTepaneBTMUECKas rpynna AekapcTBEHHOro npenapara;

r) noKasaHuA ANsa NPUMEHeEHUS;

) NpOTUBOMNOKa3aHUA ANA NPUMEHEHUS;

e) pexxum Ao3MpoBaHuA, cnocob BBeAEHUs, NPU HEOBXOAMMOCTU BPEMS NpUema NeKapCTBEHHOIO
npenapara, NPOAO0/IKUTENIbHOCTb 1eYeHus (B TOM UMCie y AeTel A0 U Nocsie 04HOro roaa);

) Mepbl NPEAOCTOPOKHOCTU MPU NPUMEHEHUM;

3) CMMNTOMbI Nepeao3MPOBKM, MEPbI MO OKa3aHMI0 MOMOLLM NPU Nepeao3npPOBKeE;

W) yKasaHue, nNpu HeobXoAMMOCTU, 0COBEeHHOCTEN AENCTBUA /IeKapCTBEHHOro npenaparta npwu
nepBom Npueme Uan Npu ero OTMeHE;

K) onucaHue, npu HeobxoAMMOCTU, AeUCTBUMA Bpaya (denbawepa), cneumanucta B obnactu
BETEPUHaApPUM, NaumeHTa, BAaLe/blLa }KUBOTHOTO MPU MPOMyCKe npuema OA4HOM WAW HECKOJIbKMX [03
JIeKapCTBEHHOro Npenapara;

/1) BO3MOXKHble Nob6oYHble AeNCTBMA NPU MPUMEHEHUU IEKAPCTBEHHOIO Npenapara;

M) B3aMMOZENCTBUE C APYTMMU IeKAPCTBEHHbIMM NpenapaTamun 1 (MAKn) NULLEBLIMKU NMPOAYKTaMMU,
KopMamu;

H) YyKasaHMe BO3MOXHOCTM W OCOBEHHOCTEW MEAMUMHCKOTO MPUMEHEHUS NEeKapCTBEHHOTO
npenapata 6epemeHHbIMWN KEHLMHAMMK, KEHLWNHAMN B Nepuos rpyaHOro BCKAapM/IMBaHUSA, AETbMMU,
B3POC/bIMU, UMEIOLLMMU XPOHUYECKUE 3aboneBaHus;

0) CBeAeHMA O BO3MOMHOM B/JMAHUM JIEKAPCTBEHHOrO npenapata A4ns MeAMUMHCKOro
NPUMEHEHMA Ha CNOCOBHOCTb YNPaBAATb TPAHCNOPTHLIMKW CPEACTBAMMU, MEXAaHU3MAMMU;

n) CPOK rOAHOCTM U yKa3aHWe Ha 3anpeT NPUMEHEHUN IEKAPCTBEHHOMO Npenaparta no UcTeYeHnm
CpOKa rogHocTy;

p) ycnoBusa xpaHeHus;

C) YKasaHMe Ha HeobXxoAMMOCTb XPaHEHWs NIeKapCTBEHHOro npenapaTa B MecTax, HeZoCTYMHbIX
ANA neten;

T) yKasaHue, npuM HeobxoAMMOCTW, creuMasbHblX Mep MNPeaoCTOPOXKHOCTU MPU YHUUTOXKEHUU
HEWNCMNO/Ib30BaHHbIX 1IEKAPCTBEHHbIX MPENapaTos.;

Y) CPOKM BO3MOKHOIO MCMOb30BAHMA MPOAYKLUMU }KUBOTHOTO MPOUCXOXKAEHMA NOCAE BBEAEHUS
KMBOTHOMY JIEKapCTBEHHOrO Npenapara As BeTePUHAPHOTo NPpUMEHEHUS;

¢) HaummeHoBaHWe, agpec MPOM3BOAUTENA JIEKAPCTBEHHOrO npenapata W agpec MecTa
Npou3BOACTBa IEKAaPCTBEHHOTO NpenapaTa;

X) yCI0BUS OTNYCKa;

(nn. "x" BBeaeH dPepepanbHbim 3akoHOM OT 29.11.2010 N 313-93)

17) nepeBefeHHasa Ha PYCCKMUM A3bIK U 3aBePeHHas B YCTAaHOB/IEHHOM NOpsAAKe KONUA AOKYMEHTa,
NnoATBEpPXKAAOLLErO PErMCTPALINIO IEKAPCTBEHHOIO Npenapara B C/lyyae ero permctpauumn BHe npeaenos
Poccuiickoin Pepepaunu;

18) [OOKyMeHTbl, npeacTaBAsieMble B COOTBETCTBMUM €O cTatbamm 19 - 23 HacToAwero
dPepepanbHOro 3akoHa.

4. Mo KenaHwWwo 3anaBUTENA MOryT ObITb MpeacTaBieHbl OTYETbl O MPOBEAEHHbIX B CTpaHe
3anABUTENA W APYrMX  CTpaHax  pesynbTaTax  KAMHUYECKMX  UCCnegoBaHWW,  UCCaenoBaHuUi
OUO3KBMBANEHTHOCTM U (MKM) TepaneBTUYECKON 3KBMBAJNIEHTHOCTM JIEKApPCTBEHHOro npenapara
(BkntoYan anuaemuonornyeckMe WAM 3MNM300TONOTMYECKUE UCCef0BaHUSA WUMMYHOBMONOTNYECKNX
JIeKapCTBEHHbIX MpenapaToB, NpeAHa3HAYeHHbIX A8 MMMYHOIOTMYECKOM NPOPUNAKTUKU U fiedyeHusn
MHPEKUMOHHbIX 3aboneBaHUI, B TOM uucie Yy JeTei), cogepalue OnucaHuMA NpPoBeAeHHbIX
nccnenoBaHWn IEKApCTBEHHOrO Npenaparta, MX pesyabTaTbl U CTaTUCTMYECKMI aHann3 NOYYEHHbIX
pe3ynbTaTos.

5. K 3aaB/1IeHMI0 O rocyapCTBEHHOM PerMcTpaLmm NeKapcTBEHHOrO Npenaparta npuaaratoTcs:

1) AOKYMEHT, NoATBEPKAAIOLWMIN YNNaTy rocyAapCTBEHHOM NOLW/IMHbI 338 NPoBeAeHUe SKCNepTU3bI
OOKYMEHTOB AN MONYYEHUS  pas3pelleHMidi Ha NpoBefeHMe  KAUMHUYECKUX  UCC/efoBaHWUi
JIeKapCTBEHHOrO NpenapaTta 4158 MeANLMHCKOIO NPUMEHEHUSA U 3TUYECKOM 3KCNepTM3bl Npu obpalleHnn
3a rocyapCTBEHHOM perncTpaumnen NeKkapcTBeHHOro npenapara;


consultantplus://offline/ref=FD8F19D37AED486558200E9E331047356B2CEA9E0E1604D8603786602E19EC55779AF1442DF96580p2jAL
consultantplus://offline/ref=FD8F19D37AED486558200E9E331047356B2CE8980E1504D8603786602E19EC55779AF1442DF96780p2jBL

2) OOKYMEHT, NOATBEPKAAIOWMIA yNAaTy rocyaapcTBEHHOM NOW/MHbI 33 NPOBeAeHNEe SKCNepTUsbI
KayecTBa /JIEKapCTBEHHOro CPeACTBa M JKCMEepPTM3bl OTHOLIEHMA OXMOAEMON MO/b3bl K BO3MOMXKHOMY
PUCKY MPUMEHEHMA /IeKapCTBEHHOro npenapaTa, paspeleHHoro Anaa MeauLMHCKOro NpUMeHeHUs Ha
Tepputopun Poccuiickoit ®Pepepaumm 6bonee ABaguatM NeT, NpUM roCy4apcTBEHHOM perucrpaumm
NleKapcTBeHHOTO Npenapara;

3) AOKYMEHT, NOATBEPKAAIOLWMIA YNAATY rocyAapCTBEHHOM NOWAMHBI 338 NPOBEAEHNE 3KCNePTU3bl
KayecTBa J1€KapCTBEHHOro CPeACTBa WM 3KCNEPTM3bl OTHOLIEHMA OXMOAEMOWN MO/b3bl K BO3MOXKHOMY
PUCKY NPUMEHEHWA /IeKapCTBEHHOro npenapata Ans MeAMUMHCKOrO MNPUMEHEHWA, B OTHOLUEHWUU
KOTOPOro npoBeAeHbl MeXAYHapOoAHble MHOFOUEHTPOBbIE KAMHMYECKME WCCAeAoBaHMA, YacTb U3
KOTOpbIX MpoBefAeHa Ha Tepputopumn Poccuiickont Peaepauumn, Npu rocysapcTBEHHOM perncrpauum
JleKapCTBEHHOTO NpenapaTa;

4) LOKYMEHT, NOATBEPKAAOLWMIA YTy rocyAapCTBEHHOM MOLUNHBI 33 MPOBeAEHME IKCNePTU3bI
KauyecTBa JIEKAPCTBEHHOTO CPEACTBA WM 3KCMEePTM3bl OTHOLEHMUSA OXUOAEMOWN MOJb3bl K BO3MOXKHOMY
PUCKY MPUMEHEHUs NEeKapCTBEHHOrO Mpenapata ANs BEeTepPMHAPHOro MNPUMEHEHWA Npu  ero
rocyfapCTBEHHOW PerncTpauum.

MonoxeHna vactm 6 cTatbM 18 NPUMMEHAIOTCA K NPaBOOTHOLWEHWAM, BO3HUKWWM MNOCAE AHA
BCTYNAEHMA B cuny ans Poccuiickoit ®eaepaumm npoToKkona o npucoeanHeHnn Poccuinickon degepaumun
K BcemunpHo Toprosoi opraHusaumnm (PeagepanbHbiii 3akoH ot 11.10.2010 N 271-d3).

6. He ponyckaroTca noayyeHue, pasrnalleHne, UCNo/ib30BaHME B KOMMEPYECKMX LeNsax U B Lenax
rocyAapCTBEHHOM  perucTpauumM  NeKapCTBEHHbIX nNpenapatoB  WMHbOpMauMum O  pesynbTaTax
OOKANHUYECKUX NCCNen0BaHUM IEKAPCTBEHHbIX CPEACTB U KIMHUYECKUX UCCIeA0BaHNIN NeKapCTBEHHbIX
npenapaTtoB, NpeacTaB/NeHHON 3asBuUTeNleM ANA [OCYAapPCTBEHHOW pPerucTpauuMm NneKapCTBEeHHbIX
npenapatos, 6e3 ero cornacMa B Te4YeHWe LWeCTM JIeT C AaTbl roCyAapCTBEHHOW perncrpauuu
JIeKapCTBEHHOro npenapara.

HecobntogeHue 3anpeTa, yCTaHOBIEHHOTO HACTOALLEN YACTblO, BAEYET 3a COO0M OTBETCTBEHHOCTb
B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickon depepaumu.

Ha Tepputopun Poccuiickon Pepepaummn 3anpeltaerca obpalleHuMe IeKapCTBEHHbIX CPeAacTs,
3aPEerncTPUPOBaHHbIX C HAPYLLIEHMEM HACTOALLEM YacTu.

(yacTb 6 BBegeHa PepepanbHbim 3akoHOM oT 11.10.2010 N 271-93)

CraTba 19. anIHFiTVIe peweHnAa O Bblga4vye 3KCNEPTHOMY yypegeHNIO U COBETY NO 3TUKE 3a4aHUA
Ha npoBeaeHUNE SKCNePTU3bl NEKAPCTBEHHbDBIX CPeacTB

1. B TeyeHuMe nNATM paboumnx AHEN co AHA NMPUHATMA 3aABJIEHUA O FOCYAAPCTBEHHOM permcrpaumm
JNIeKapCTBEHHOrO npenapara ynoaHOMOYeHHbI deaepasibHbIi OpraH UCNOIHUTE/IbHOM BAACcTU NPOBOANUT
NPOBEPKY MONHOTbI WU AOCTOBEPHOCTM CBEAEHWI, COAEPXKALMXCA B NpPeAcTaBAeHHbIX 3aAaBUTENEM
MmaTepuanax, U NPUHMMAET pPeLIEHME O Bblgaye 3a4aHMA Ha NpoBeaeHme:

1) 3KcnepTU3bl NIEKAPCTBEHHbIX CPEACTB B YacTM 3KCNEpPTM3bl [AOKYMEHTOB AN MNOJAy4yeHuA
paspelweHna Ha npoBeAeHME KAMHUYECKOTO MUCCAedOBaHUA NEeKapCTBEHHOro npenapata  A4nA
MEAVUMHCKOrO MNPUMEHEHUA B COOTBETCTBUM C LENAMM, YKA3aHHbIMM B CTaTbe 38 HacToAuwero
depnepanbHOro 3aKOHa, M 3TUYECKOM 3KCMEePTM3bl B OTHOLUEHWM NEKAPCTBEHHbIX MpenapaTos, ANA
KOTOpPbIX HE NMPOBOAU/IUCL K/IMHUYECKME UCCNefoBaHMA Ha Tepputopumn Poccuitckon Pepepaumn, Ha
OCHOBAHMWN AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 -9, 11 - 14, 17 yacti 3 u nyHKTe 1 yactn 5 ctatbm 18
HacToAwero ®eaepasibHOro 3aKOHa;

2) 3KCNepTM3bl NEeKAPCTBEHHbIX CPeACTB B YaCTU SKCMNEepPTU3bl KauecTBa IeKapCTBEHHOIO cpeacTBsa
N 3KCNEepPTM3bl OTHOLIEHMA OXMOAEMOM NO/b3bl K BO3MOXHOMY PWUCKY NMPUMEHEHUS SIeKapCTBEHHOIO
npenapaTa 418 MeAULUHCKOro NpUMeHeHUA B OTHOLEHMN IeKAapCTBEHHbIX NPenapaTos, pa3peLleHHbIX
0N MegMLUMHCKOro NpuMMeHeHus Ha Tepputopumn Poccuiickon ®Pepepaummn bonee aaguatv feT, Ha
OCHOBAHMWN [AOKYMEHTOB, YKa3aHHbIX B NyHKTax 1 - 9, 16 yactm 3 u nyHKTe 2 4yactu 5 ctatbu 18
HacTosAwero ®PenepanbHOro 3aKOHA, a TAKXKE JIEKAPCTBEHHbIX MPEenapaToB, B OTHOLEHMU KOTOPbIX
npoBegeHbl MeXAyHapoAHble MHOTFOLEHTPOBble KAWMHUYECKMEe WCCNefO0BaHUA, 4YacTb M3 KOTOPbIX
nposezeHa Ha Tepputopun Poccninckoin Pepgepaumnm, Ha OCHOBAHUM AOKYMEHTOB, YKAa3aHHbIX B MyHKTax
1-9,15-17 yactn 3 n nyHKTe 3 4acTn 5 cTtatbm 18 HacToAwero PeaepanbHOro 3aKOHa;


consultantplus://offline/ref=FD8F19D37AED486558201090371047356B2BEE99041704D8603786602E19EC55779AF1442DF96484p2j7L
consultantplus://offline/ref=FD8F19D37AED486558200E9E331047356B28E998011304D8603786602E19EC55779AF1442DF96482p2jAL
consultantplus://offline/ref=FD8F19D37AED486558200E9E331047356B28E998011304D8603786602E19EC55779AF1442DF96484p2jEL

3) 3KcnepTUsbl NIEKAPCTBEHHOIO CpeacTBa B OTHOLWIEHMM JIEKAPCTBEHHbIX NpenapaTtoB Ans
BETEPUHAPHOIO NPUMEHEHUS HA OCHOBAHMM LOKYMEHTOB, YKa3aHHbIX B NMyHKTax 1 - 8, 10, noAnyHKTax
"a" - "at, K" - "M - "¢" nyHKTa 16, nyHKTe 17 yactn 3 1 nyHKTe 4 yactn 5 ctaTbm 18 HacToAwero

a"-"g", "x" -"m", "n

depepanbHOro 3akoHa.

2. YNo/IHOMOYEeHHbIN deaepanbHblit opraH UCNOAHUTENBHON BAACTU YBEAOMAAET B NMUCbMEHHOM
dbopme 3a8BUTENA O NPUHATOM PELLEHUN UK B C/Iy4ae OTKA3a € yKasaHMEeM NPUYMH TaKOro OTKasa.

3. OcHoBaHMEM AN OTKasa B OpraHU3aL MM 3KCNEePTU3, YKA3aHHbIX B YaCTM 1 HaCTOSLLEN CTaTbM,
ABNSAETCS NpeAacTaBleHMe  HeobXoguMbiX  A1A  MNPOBEAEHMA  3TUX  IKCNEpPTU3  LOKYMEHTOB,
nepeyYmcaeHHbIX B YacTax 3 u 5 ctaTtbm 18 HacToswero ®esnepanbHOro 3akoHa, B HENOAHOM 06beme UK
[OKYMEHTOB, HE COAEep KaLLMX MCHEPNbIBAIOLLETO NepPeYHs HE0BXO0AMMbIX CBEAEHUN.

Cratba 20. 3Kcnemeaa AOKYMEHTOB O/1A4 NO/Iy4eHUA pa3peleHnA Ha npoBegeHne KAInHNYeCKoro
ncecnenoBaHMA NeKapCTBEHHOTO Npenapata AnAa MeguunHCKOro npumeHeHuAa 1 3TUYeCKoM 9KCNepTn3bl

1. SkKcnepTu3a AOKYMEHTOB A5 TMOJIYYEHMA pPaspelleHna Ha npoBeAeHMEe KAUHUYECKOro
nccnen0BaHMA IEKAPCTBEHHOrO Npenaparta ANs8 MeAgUUMHCKOro MPUMEHEHMA B COOTBETCTBUU C LEENSAMMU,
YKa3aHHbIMK B cTaTbe 38 Hactoawero denepasibHOro 3aKOHA, 3TUYECKas 3KCMepTM3a, COCTaBaeHUe
KOMMCCUEN 3SKCMEPTOB W COBETOM MO 3TUKE 3aK/JOYEHUA O BO3MOMKHOCTU WU HEBO3MOXHOCTU
NpoBeAeHMA TaKOro  KJ/IMHMYECKOro WCCNedoBaHUA W Hanpas/ieHWMe 3TUX  3aK/YEHU B
YNONIHOMOYEHHbIN  deaepanbHblii OpraH WMCNOAHUTENIbHOW BAACTU  OCYLLECTBAAKOTCA B CPOK, He
npeBbIWaWMA TpUALATM pabounx AHEel cOo AHA MNOJYYEeHUA ISKCNEepPTHbIM YyYyperkAeHWEM 3adaHus
YNO/IHOMOYEHHOTO deaepanbHOro OpraHa MCMNOJIHUTENIbHOM BNAcTU C MPUIOMKEHMEM HeobXo4MMbIX
OOKYMEHTOB, YKasaHHbIX B NyHKTax 9, 11, 12 yactu 3 ctatbu 18 HactoAwero degepanbHOro 3aKoHa,
OOKYMEHTOB, YKa3aHHbIX B YacTu 4 ctaTbk 18 HacTtoawero PeaepanbHOro 3aKOHa M NpeacTaBAEHHbIX NO
KeNaHU 3aaBUTENA, M COBETOM MO 3TUKE 3a4aHMA YNONHOMOYEHHOro ¢eaepasbHOro opraHa
NCMNONHUTENbHOW BNACTU C MPUJIONKEHUEM HEOBXOAMMBIX LOKYMEHTOB, YKa3aHHbIX B NyHKTax 11 - 14
yactm 3 ctatbm 18 HacToAwero PeaepanbHOro 3aKoHa.

2. [OKyMeHTbl, cogeprKalumecs B PerucTpaLMoHHOM A0Cbe M MOCTYynMBLUME B 3KCMNEpTHOoE
yyperkaeHue, COBET MO 3TUKe A5 OCYLECTBAEHMA MUX IKCNEePTU3bl B LEensX NoNyYeHMA pa3peLlleHns Ha
nposeAeHMe KAMHUYECKOTO UCCNeAOoBaHMA  /IEKAPCTBEHHOrO npenapata  Ana  MeaAUUMHCKOro
npUMeHeHus, NoasexaT Bo3BpaTy B YNOJHOMOYEHHbIM peaepanbHbiii OpraH UCNOAHUTENbHON BIACTM
OAHOBPEMEHHO C 3aK/JIH0YEHUAMM COOTBETCTBYIOLLUX SKCMEPTHU3.

Cratba 21. I'Ionyqume pa3peweHnA Ha npoBegeHne KANMHUYECKOro uccnenoBaHuA
NEKapCTBEHHOrO nNpenaparta ana megnumMHCKOro npuMmeHeHuA

1. B cpoK, He NpeBbIWaOLWMIA NATU Paboumx AHEN co AHA NOJyYeHWUs 3aKNHUYEHUM, YKa3aHHbIX B
ctatbe 20 HactoAwero ®denepanbHOro 3aKOHa, YMNOJIHOMOYEHHbINM  depepanbHbIA  OpraH
MCMONHUTENbHOW BNACTM OCYLLECTBASET OLeHKY MOCTYNWBLUMX 3aKNHOYEHUW gNa onpeaeseHus ux
COOTBETCTBMA 33JaHUAM Ha NPOBeLEHWE COOTBETCTBYIOLLMX IKCMEpPTU3 U yBeAOM/SET 3asnBuTeNs B
NUCbMEHHON Gopme O pesyabTaTax MPOBeAEHHbIX IKCMEPTM3 U O BO3MOMKHOCTU WM HEBO3MOMKHOCTU
BblAa4YM 3aABUTENIO PaspelleHMs Ha MpoBedeHME KAWMHUYECKOTO MCCNeAO0BaHUA eKapCTBEHHOMo
npenaparta 41a MeAULMHCKOTO MPUMEHEHMS.

2. lMpy NPUHATUM peLleHMs O BO3MOMKHOCTM Bblgaun paspelleHms Ha NpoBeAeHne KAMHUYECKOro
nccneaoBaHWA NIEeKAapPCTBEHHOTO Mpenapata 4aAa MeAWUMHCKOTO MNPUMEHEHMA  YNOAHOMOYEHHbIN
denepanbHbii opraH WCMOAHWUTENbHOW BNACTM MPUOCTaHAB/AMBAET MNpPoOBeAeHME [oCyAapPCTBEHHOM
pernucTpauum NeKapcTBEHHOro npenapata A0 [AHA NoA4ayn 3asaBUTeNeM B YNOJNHOMOYEHHbI
denepanbHbIi OpraH UCMOAHUTENBHON BAACTU 3aABNEHMA O MOAYYEHMM PaspelleHna Ha npoBeaeHune
KAMHMYECKOro 1cciegoBaHMA IeKapCTBEHHOro npenapaTa A48 MeguUMHCKOro NPUMEHeHUs.

3. B cnyyYae NPUHATUSA peLleHna O HeBO3MOMKHOCTM BblJauM paspelleHus Ha npoBeseHue
KAMHMYECKOrO WUCCNeLOBaHWA JIeKapCTBEHHOro npenapata  Ans  MeAMUMHCKOro  MpUMeEHeHuUs
YNO/HOMOYEHHbIW  deaepasbHbii  OpraH  WCNOJMIHUTENbHOW  BAACTM  NpPeKpawaeT  npoueaypy
rocyAapCTBEHHOW PerncTpaunmn 1eKapcTBeHHOro npenapara.



CraTba 22. PelleHne O NMPOBEAEHMM KAMHUYECKOTOo MCCNeaoBaHWUA JieKapCTBEHHOro npenapaTa
A8 MeANLMHCKOro NpuMeHeHms

1. Ona nonyyeHma paspelleHns Ha NpoBeAEeHWE KNMHUYECKOTO UCCNeA0BaHUA JIEKAPCTBEHHOTO
npenapata AnAd MeLMUMHCKOroO MNPUMEHEHUA 33ABUTE/b  MNPeAcTaBAAeT B YNONHOMOYEHHbIN
denepanbHbIii OpraH UCMONIHUTEIbHOM BNACTU:

1) 3aABneHMEe O NOAYYEHUN pa3peLleHNa Ha NPoBeAeHNE 4aHHOTO KAIMHUYECKOrO UCC/Ie0BaHUS;

2) cBepeHua ob onbiTe paboTbl UccnenoBaTeNe MO COOTBETCTBYIOWMM CMNEUManbHOCTAM U KX
onbiTe paboTbl MO NPOBEAEHMUIO KIMHUYECKUX UCCNEA0BAHUN;

3) Konuto aoroBopa 0653aTeNbHOrO CTPAXOBAHMUA KM3HU, 340POBbA NALMEHTOB, YYaCcTBYOLWMNX B
KJMHWUYECKOM WUCCNe0BaHMM JIEKAPCTBEHHOrO Mpenapata Ans MegUUMHCKOTO MpUMeHeHus (Janee -
[OoroBop 0653aTe/IbHOr0 CTPaxoBaHMSA), 3aK/OYEHHOrO B COOTBETCTBUM C TUMOBLIMM MNpaBUIaMM
06A3aTeNIbHOr0  CTPAxOBaHWA  KM3HW, 340pPOBbA NAUMEHTa, Y4YacTBYIOWEro B  KJAMHUYECKOM
NCCNefOBaHUM  IEKApPCTBEHHOrO MpenapaTta 408 MeAWUMHCKOrO NPUMEHEHUS, YTBEPKAEHHbIMM
MpaBuTtenbctBom Poccuiickoii ®epepaunn (ganee - TMNoBble NpaBuia 0b6A3aTeNIbHOIO CTPaxoBaHMsA), €
yKasaHMeM npeaenbHON YWUCAEHHOCTM NaLMEHTOB, YYACTBYIOWMX B KAMHMYECKOM WCCeLOoBaHUM
JIeKapCcTBEHHOrO NpenapaTta 418 MeAnLMHCKOTO NPUMEHEHUS;

(n. 3 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

4) cBeAeHUs O MeOMUMHCKMX OpraHusauuMsax, B KOTOPbIX npeanosiaraetcs nposegeHue
KJIMHUYECKUX UCCNeaoBaHWiA IEKapCTBEHHOIO npenapaTa g8 MeauUMHCKOro NpumeHeHusa (noaHoe u
COKpallleHHOe HaMMEeHOBaHWA, OpraHM3auMOHHO-NPaBoBaA GopMa, MEeCTO HAXOXAEHUA W  MecCTo
ocylecTB/ieHMA AaeAatenbHocTU, TenedoH, Tenedakc, agpec 3NeKTPOHHOW MNOoYTbl MeAULNHCKOM
opraHusauuu);

(n. 4 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

5) npeanonaraemble CPOKM MNPOBEAEHWUS  KAMHUYECKOTO WCCAefOBaHMA NEKAPCTBEHHOIO
npenapara 4na MmeguLuMHCKOro NPUMeHeHMA.

(n. 5 BBegeH ®egepanbHbiMm 3akoHOM 0T 11.10.2010 N 271-93)

2. B cpoK, He npeBblwatowmii NATM pabounmx gHel co AHA NPUHATUA YKa3aHHOro B 4Yactm 1
HACTOALLEN CTAaTbM 3asABAEHUA C NPUNOKEHMEM HeOobXOAMMbIX [OKYMEHTOB, YNOAHOMOYEHHbIN
denepanbHbIii OpraH UCMONIHUTEIbHOM BNACTU:

1) npoBOAMT NPOBEPKY NOAHOTbI U AOCTOBEPHOCTU CBEAEHWUI, COAEPHKALUMXCA B NPEACTAaBAEHHbIX
3aaBUTENIEM MaTepuanax;

2) NpUHMMAET pelleHWe O BblAave paspeLleHns Ha NPoBeAEeHWe KAMHUYECKOro MUCCaefoBaHuUA
NIeKapCTBEHHOrO npenapata Aaa MeAMUMHCKOrO MPUMeEHeEHMA uamM o6 OoTKase B Bblgaye YKa3aHHOro
pa3spelueHus;

3) yBegomnseT B NMUCbMEHHON Gopme 3asBUTENS O MPUHATOM PELUEeHUM UKW B C/lyYae OTKasa C
YyKa3aHMeM NPUYNH TaKoro OTKasa;

4) BblgaeT paspeleHne Ha NpPOBeAeHWEe KAMHMYECKOrO WCCAef0BaHUA 1eKapCTBEHHOMO
npenapata Anda MeAWUMHCKOrO MNpUMeHeHWAa B MNopsAAKe, YCTAHOBAEHHOM  YMOJIHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOHUTENIBHOM BAACTU.

3. OcHOBaHMAMM ANA OTKa3a B BblAaye paspeLlleHns Ha NpoBeAeHNe KNMHUYECKOTo NCCef0BaHNA
NIeKapCTBEHHOrO npenapata  Aaa  MeAMUMHCKOrO  MPUMEHEHMA  ABAAKTCA  HenpencTaBNeHue
OOKYMEHTOB, YKa3aHHbIX B 4acTM 1 HacToAllel cTaTbW, HECOOTBETCTBME COAEPMKAHMA NPEACTABAEHHbIX
OOKyMeHTOB TpeboBaHMAM HacTosAwero ®enepanbHOro 3aKOHa IMBO HaNMUMeE 3aKNOUYEHUA KOMUCCUN
SKCMEepPTOB WJIM 3aK/NOYEHMA COBeTa MO 3TUKE O HEeBO3MOXHOCTM MNpOoBeAEeHUA KAUHUYECKOTO
NccnefoBaHUA NEeKApPCTBEHHOrO npenapata Ana MeAUUMHCKOTO NPMMEHEHMA Mo  pe3yabTaTam
npoBefeHHbIX 3KCNepTU3, NpeaycMOTPEHHbIX cTaTbel 20 HacToAwero ®eaepasbHOro 3aKoHa.

(4acTb 3 B pea. PeaepanbHoro 3akoHa ot 11.10.2010 N 271-93)

CrtaTtba 23. DKcnepTn3a KayecTBa JIEKAPCTBEHHOIO CPEACTBA U SKCNEPTM3a OTHOLIEHUA OXKUAAEMOM
No/b3bl K BO3MOXXHOMY PUCKY TMPUMEHEHMA JIEKAPCTBEHHOrO npenapata 418 MeaUUMHCKOro

npumeHeHunA

1. DKcnepTn3a KayecTBa 1IeKapCTBEHHOMO CPeACTBa M SKCMEPTN3a OTHOLLEHMA OXMUAAEMOW NO/b3bl
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K BO3MOXHOMY PUCKY NPUMEHEHWS NEeKapCTBEHHOro npenapata 4aa MeAMUMHCKOro MpUMEHEHMUS,
COCTaB/IEHME KOMUCCUSAMM IKCMEPTOB 3aK/OYEHWM MO pe3ysbTaTaM MPOBEAEHHbIX 3KCMepTUs W
HanpaBAeHMEe TaKUX 3aK/AKYEHWIA B YNONHOMOYEHHbIN deaepanbHbli OpraH UCNOAHUTENBHON BAACTU
OCYLLLECTB/IAIOTCA B CPOK, HE MPEBbILIAOWMNI CTa AecATM paboumnx AHel co AHA NOAYyYEHUA SKCNEPTHbLIM
yuYperKaeHMeM COOTBETCTBYIOLLErO 3a4aHMA YNOJIHOMOYEHHOTro defepasbHOro opraHa UCNoJIHUTENbHOM
BNAaCTU C AOKYMEHTAMM, YyKa3aHHbiMM B nyHKTax 1 - 8, 15 - 17 vactu 3 cratbm 18 Hactoauwero
depepanbHOro 3aKoHa, M OTYETA O MPOBEAEHHOM KJ/MHWYECKOM WCCAef0BaHUM NEKapPCTBEHHOMO
npenaparta g8 MeguLUMHCKOrO NPUMEHEHMA.

2. ina npoBefeHmn yKasaHHbIX B YacTu 1 HacToALeN CTaTby IKCNePTU3 3aABUTENb NPEACTaBASET B
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOIHUTENIbHOM BAACTU:

1) 3asBieHNe O BO30OHOBNEHWUW TOCYZAAPCTBEHHOW PErucTpaLyMu JIeKapcTBEHHOro npenaparta v
NpoBeAeHMM YKa3aHHbIX B YacTu 1 HacToALLEeN CTaTbM IKCNEPTH3;

2) OT4eT O MNpOBEAEHHOM KJ/IMHUYECKOM MWCCNEAOBaHUM NIeKAapCTBEHHOrO npenapata Agjs
MeANLMHCKOro NpUMeEHEeHMs;

3) [OKYMEHT, NOATBEPKAAIOLWMI YNAATY rOCYyAaPCTBEHHOM NOLWW/IMHBI 33 NPOBEAEHUE IKCNEePTU3bI
KayecTBa NE€KapPCTBEHHOIO CpeacTBa M SKCNEpPTU3bl OTHOLUEHUA OXKMAAEMON MO/Ab3bl K BO3MOMKHOMY
PUCKY MNPUMEHEHUsA JNIeKApPCTBEHHOrO Mpenapata A4na MeAMUMHCKOrO MNpUMEHEeHUs npu  ero
rocyfapcTBEHHOM PerncTpaymm.

3. B cpoK, He npeBblWatoWmMii NATU pabounx AHel Co AHA NPUHATUA 3aABNEHUA C AOKYMEHTAMMU,
YKa3aHHbIMM B 4acTM 1 M NyHKTax 2 M 3 4acTu 2 HacToALWEen cTaTbW, YNONHOMOYEHHbIN deaepanbHbIi
opraH UCNOJIHATENbHOM BNACTU:

1) NpoBOAMT NPOBEPKY NOMHOTbI AAHHbIX, COAEPMKALLMXCA B NPeACTaB/IeEHHOM 3as8BUTENIEM OTYeTe
0 MNPOBEAEHUN KAMHUYECKOTO WCCNeAoBaHWA J/IEKAPCTBEHHOro npenapata Aada  MeaMUUMHCKOro
NPUMeHeHus;

2) NpUHUMaET pelleHne O BO30OHOBAEHWUWU TOCYAAPCTBEHHOW PErncTpaumm NeKapCTBEHHOTO
npenapata M MNPoOBEAEHMM YKa3aHHbIX B YacTM 1 HaAcToAlLel CTaTbM 3KCMepTM3 MAM 06 OTKase B
BO30OHOBNEHUWN TOCYAAPCTBEHHOM perncTpauMmM JIeKapCTBEHHOrO npenapaTa And MeAMLMHCKOro
NPUMEHEHMA U NPOBEAEHNM TaKMX IKCMEpPTUs;

3) yBegomnseT B NMCbMeHHON dopme 3asBUTENA O MPUHATOM PELUEHUM UAU B CAyvae OTKasa C
yKa3aHMeM NPUYMH TaKoro OTKasa.

4. OcHoBaHMEeM ANs OTKa3a B BO30OHOBNEHUWM FrOCYAAapPCTBEHHOW pPerncrpauum n1ekapCcTBeHHOro
npenapaTta U NPoBeAEeHUN YKa3aHHbIX B YacTW 1 HacTosALLel CTaTbM 3KCNepTU3 ABNAETCA NpeacTaBieHume
[OKYMEHTOB, YKa3aHHbIX B 4acTh 1 1 NyHKTax 2 1 3 4yacTu 2 HacToALLel cTaTby, B HEMOIHOM 06beme un
oT4YeTa O NPOBEAEHHOM K/AMHUYECKOM MCCAef0BaHUM JIeKapCTBEHHOMO npenapaTta Anf MeAUUMHCKOro
NPUMEHEHUA, He COAEePKaLLEero McHepnbIBaloLLEro NepevyHa HeobxoaAMMbIX CBeAEeHUA.

5. B TeuyeHue nATHaAUaTM paboumx AHEN co AHA NOAYYEHUA pelleHMsA YNOSIHOMOYEHHOro
denepanbHOro opraHa WMCMONHUTENIbHOM BAACTU O BO30OHOBNEHUWM TOCYHAPCTBEHHOM perncrpaumm
NIeKapCTBEHHOrO npenapaTa W NPOBeAEHWM YKA3aHHbIX B 4acTM 1 HacToAwei CTaTbM 3SKCNepTus
3aABUTeNIb MPEACTaBAAET B IKCNEPTHOE yuperaeHue [ANA NpoBeAeHMA 3SKCNepTMsbl KavecTsa
NIeKapCTBEHHOIrO cpeacTBa 06pasubl SIEKAPCTBEHHOrO MpenapaTta ANA MeAMUMHCKOro MpUMEHEHMUs,
NPOW3BEAEHHOIO B COOTBETCTBUM C TPeHOBAHUAMM OMbITHO-MPOMbILWIEHHOTO U (MAM) NPOMbILNEHHOTO
PErnameHTOB, YTBEPMKAEHHbIX PYKOBOAUTENEM MPOU3BOAUTENSA JIEKAPCTBEHHbIX CPEACTB, A TaKXKe B
COOTBETCTBYIOLLMX CyYanx obpasel, papmaleBTUYECKOM CyOCTaHUMM, TECT-LUTaMMa MUKPOOPraHU3MOB,
KYAbTYpPbl KNETOK, 06pasLbl BELLECTB, NPUMEHAEMbIX A1 KOHTPOSA KauyecTBa IEKAPCTBEHHOIO CPeACTBa
nyTem CPaBHEHMA C HUMM UCCeAYEMOrO NEKAPCTBEHHOIO CPeACTBaA, B KONMYECTBAX, HEOOXOAMMbIX ANS
BOCMNPOM3BEAEHMA METOA0B KOHTPO/IA KayecTsa.

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

6. Mpn nonyyeHMn ob6pasLOB JIEKAPCTBEHHOrO npenapata U dapmaLeBTUYECKON cybcTaHumum
3KCNepTHOe YyYpexKaeHWe BblAaeT 3asBUTENO0 AOKYMEHT, MOATBEPKAAIOWMIA MOAYyYEeHUE YKasaHHbIX
06pasyoB, U B CPOK, HE MpeBblWatoWMii Tpex pabounx aHen, yBegomMAseT B NUCbMeHHoN dopme 06
STOM YMNOJIHOMOYEHHbI PpesepanbHbI OpraH UCMOAHUTENBbHOM BNACTW.

7. Cpok pna npeactaBieHusa 3asaBuTenem 06pa3LOB  /IeKAPCTBEHHOrO MpenapaTa M
dbapmaueBTUYECKON CyOCTaHUMM W CPOK YBEAOMIEHUA IKCNEPTHbIM y4ypexaeHuem o6 3Tom B
NUCbMeHHOM dopme ynosHOMOYeHHOTro desepasbHOro opraHa UCNONHUTENbHOW BAACTW, YKa3aHHble B
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yacTax 5 M 6 HacToALWElN CTaTbM, HE BKAOYAIOTCA B CPOK NPOBEAEHMA YKa3aHHbIX B YacTW 1 HacTosLien
CTaTbW IKCNEPTU3.

8. [JOKYMeHTbl, NOCTYNUBLUME B 3KCMEPTHOE yUpexaeHue ANs npoBeAeHMA YKasaHHbIX B Yactu 1
HacToAWEN CTaTbM 3KCMepPTU3, noAsieKaT BO3BpaTy B YMNO/JHOMOYEHHbIW deaepanbHbii  OpraH
NCMNONHUTENBHOW BNACTM OAHOBPEMEHHO C 3aK/IOYEHUAMM MO Pe3y/ibTaTam YKasaHHbIX SKCNepTus.

CraTtba 24. 3KCI'IepTM3a Ka4yeCTBa /IeKapCTBEHHOIO CpeacTBa U 3KCNepTU3a OTHOWEHUA ommp,aerv\oﬁ
NOoNb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA N1IEKAPCTBEHHOINoO npenapata AN1Aa BeTePUHaApPHOro
npumeHeHunA

1. 3KcnepTn3a KayecTBa IeKapCTBEHHOIO CPeACTBa M 3KCNEePTM3a OTHOLLIEHUA OXNAAEMOW NOb3bl
K BO3MOXHOMY PMUCKY MPUMEHEHWUs JIeKapCTBEHHOro npenapaTa A/1A BETEPUHAPHOTO MPUMEHEHMUS,
COCTaB/IEHME KOMMUCCUAMM 3SKCMEPTOB 3aK/NOYEHUI MO pe3y/nbTaTaM YyKa3aHHbIX 3KCNeptus wu
HanpaB/ieHWEe TAKUX 3aK/IIOYEHWUI B YNONHOMOYEHHbIN deaepanbHbii OpraH UCNOIHUTENbHOM BACTM
OCYLLECTB/IAIOTCA B CPOK, HE MPEeBbIWaloWMIA CTa AecATU paboumnx gHEeN co AHA NONYYEHUSA IKCNEePTHbIM
yyperaeHMem 3afaHuA  yNosHOMOYeHHoro denepasbHOro OpraHa WCNOAHUTENbHON BAACTU C
OOKYMEHTaMM, yKasaHHbIMKM B nyHKTax 1 - 8, 10, noanyHkTax "a" - "4", "x" - "m", "n" - "¢" nyHKTa 16 1
nyHKTe 17 yactn 3 ctatbm 18 HacToAwero PegepanbHOro 3aKoHa.

2. B TeyeHue nATHagUATM pabounx AHeW CO AHA NONYYEHMA PELUEHUA YNOJHOMOYEHHOTO
denepanbHOro opraHa UCNONHUTENIbHOM BAACTU O NPOBEAEHMM YKa3aHHbIX B YacTM 1 HACTOALWEN CTaTbu
3KCnepTu3 3a8BUTENIb NPEACTaBASET B SKCNEPTHOE yuperKaeHMe ANA NPOoBeAeHUs SKCNepTM3bl KayecTsa
JIeKapCTBEHHOrO CcpeacTBa 06pasubl JIEKAPCTBEHHOrO Npenapata A/1a BeTePUMHAPHOro MPUMEHEHMUS,
NPOW3BEAEHHOIO B COOTBETCTBUM C TPEOOBAHMAMM TEXHONOTMYECKMX PEFTAMEHTOB, YTBEPMKAEHHbIX
pyKOBOAMUTENEM MNPOU3BOAMUTENS JIEKAPCTBEHHbIX CPEeAcTB, a TaKKe obpasel, dapmaleBTUYECKOM
CybCTaHUMM B KOSIMYECTBAX, HEOOXOAMMbIX A/ BOCNPOU3BEAEHUA METOL0B KOHTPONSA KayecTBa.

3. Mpu nonyyeHuMn 06pasLOB JIEKAPCTBEHHOrO npenapata U dapmaLeBTUYecKon cybcTaHumm
3KCMNepTHOe YyYpexKAeHWe BblAaeT 3asBUTENO0 AOKYMEHT, MOATBEPKAAIOWMIA MONyYEeHUE YKasaHHbIX
06pas3uoB, MU B CPOK, He NpeBblllaloWmMii Tpex paboumx AHeRn, yBeaoMAsieT B NUCbMeHHON dopme 06
3TOM YNOJIHOMOYEHHbIN peaepanbHbii OpraH UCMOAHUTENBHOM BNACTU.

4. Cpok A4ns npeacraBneHMa 3asBuTesieM 00pasLOB  JIEKAapCTBEHHOro npenapata M
bapmaLeBTUUECKON CyOCTaHUMM W CPOK YBEAOMIEHUA IKCNEPTHbIM y4ypexaeHuem o6 3Tom B
nMcbMeHHON popme ynosiHoMouUeHHOro deaepanbHOro opraHa MCNOIHUTENbHON BAACTU, YKa3aHHble B
YyacTax 2 U 3 HacToALLEN CTAaTbM, HE BK/KOYAOTCA B CPOK MPOBEAEHMA YKA3aHHbIX B YacTu 1 HacToAwewn
CTaTbM 3KCNEPTH3.

5. lOKyMeHTbl, NOCTYNMBLUME B SKCMEPTHOE yYpeaeHue ANa NPoBeAeHUA YKasaHHbIX B Yactu 1
HacToAWEN CTaTbW 3KCMEPTU3, MOANENKAT BO3BPATy B YNOJHOMOYEHHbIM deaepanbHbli opraH
NCNONIHUTENbHOM BNACTU OAHOBPEMEHHO C 3aK/II0YEHUAMM NO Pe3y/IbTaTaM YKa3aHHbIX SKCNepTus.

Cratba 25. HOBTOPHOG nposeaeHMe 3SKCNepTu3bl /NE€KaApPCTBEHHbLIX Cpeacrts w 3TUYECKOM
9KCNEPTU3bl

1. B cnyyanax HeAoCTaToOMHON 060CHOBaHHOCTM MM HEMOAHOTbI 3aKI0YEHMA KOMUCCUIN SKCNEPTOB
WX COBETa MO 3TMKE, HAMUYMA B HEM NPOTUBOPEUMBLIX AaHHbIX, PpasbcudUKaLMM BbIBOAOB IKCMEPTU3bI
NeKapCTBEHHOrO Ccpeactsa W (MAKM) 3TMUECKOM 3KCMEepTU3bl, COKPbITUA OT  YNOJHOMOYEHHOrO
defepanbHOro opraHa WMCNOJIHUTENbHOW BNAacTM OCHOBaHMI A/ OTBOAA 3KcnepTa BCAEACTBME ero
3aMHTEPECOBAHHOCTU B Pe3y/ibTaTax COOTBETCTBYIOLLEN SKCNEPTM3bl, HAIMUMA AaHHbIX O NPAMOM 160
KOCBEHHOM BMeELLATE/IbCTBE B MPOLLECC COOTBETCTBYIOLLEN 3KCNEPTU3bl /UL, HE Y4YacTBYIOLWMX B ee
nNpoBeAeHNM, HO OKas3aBLUMX BAMAHME Ha NPOLLECC U Pe3y/bTaTbl ee NPOoBeAEeHUSA, YNOJTHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOJTHUTEIbHOM BNAaCTU Ha3HaYyaeTcA NOBTOPHaA SKCNepPTM3a IEKapCTBEHHOrO
cpeacTsa M (Mnn) aTMYECKas aKcnepTmsa.

2. loBTOpHaA 3KCMepTM3a NeKapCTBEHHOrO CpeAcTBa MPOBOAMTCA B CPOK, YCTaHOBJ/IEHHbIN
YMNO/HOMOYEHHbIM ¢eaepasibHbiM OPraHOM WCMOMHWUTENbHOW BAAacTM UM He MPEeBbIWaloWmNin CopoKa
pabounx AHeW co AHA NOSYYEHUA SKCMEPTHLIM YYperKAeHWeM 33a[aHUA Ha NpoBeaeHWEe MOBTOPHOM
3KCMepTM3bl NEKAPCTBEHHOMO CPeACTBa, MOBTOPHAA 3TUYECKAn JKCMEepPTM3a - B CPOK, HE MPeBbllakoLL it



NATHagUaTH paboumnx AHel co AHA NOJyYeHUsa COBETOM MO 3TMKe 3a4aHuA Ha npoBedeHne NnoBTOPHOM
3TUYECKOWM 3KCNEepPTU3bI.

3. duHaHcoBoe obecneyeHWe BbIMOJHEHUSA 3af4aHUSA HA NpoBeAeHWe NOBTOPHOW 3KCNepTUsbl
JIeKapCTBEHHOIO CPEeACTBA He OCYLLECTBNAETCHA, M CPeacTBa, Mepeync/ieHHble paHee Ha npoBedeHue
TAKOWM 3KCNepTm3bl, NoANEKaT BO3BPaTy B PpeaepasibHbli BroaxKeT.

CraTba 26. YCKOpeHHan npoueaypa 3KCnepTnsbl IeKapCTBEHHbIX CPeACTB

1. YcKopeHHasa npoueaypa 3KCNepTM3bl NEKApPCTBEHHbIX CPeAcTB B LEnAx rocyAapcTBeHHOM
perucTpaunm NIeKapCcTBEHHbIX MPEenapaToB MPUMEHSETCA B OTHOLWEHMW BOCMPOM3BEAEHHbIX
JIeKapcTBeHHbIX npenapatoB. lMpu npoBeAeHMWM Takon npoueaypbl NpeacTaBnaoTca MHbopmMaLms,
MnoslyyeHHas npu MPOBEAEHUM KAUHUYECKMX MUCCNef0BaHUA  NIEKapCTBEHHbIX MpenapaTos U
onyb/MKOBaHHAA B CNEeUMasM3MPOBAHHbIX MeYaTHbIX W34aHUAX, @ TaKKe AOKYMEHTbI, coeprkalime
pe3ynbTaTbl UccAeAoBaHMA OMOIKBUBANEHTHOCTM U (MAM) TepaneBTUYECKOW 3SKBUBAJIEHTHOCTM
NIeKAapCTBEHHOrO nMpenapata Aa MeOUUMHCKOTO MNPUMEHEHUA WU  pe3ynbTaTbl  MCC/ef0BaHMA
6103KBMBAIEHTHOCTM JIEKAPCTBEHHOIO NpenapaTa 418 BeTepUHapHOro NpMMeHeHus.

2. YCKOpeHHas npoueaypa 3KCnepTM3bl IEKAPCTBEHHbIX CPeACTB He NMPUMEHAETCA B OTHOLIEHUU
MMMYHOOMONOTMYECKUX JIEKAPCTBEHHbIX MPENapaToB, MPenapaTtoB WHCY/AMHA W JIEKAPCTBEHHbIX
npenapaTos, BNepBble peructpupyembix B Poccuinckoin Pepgepaumu.

3. YcKkopeHHaa npoueaypa 3KCMepTU3bl NIEKAPCTBEHHbIX CPeACTB MPOBOAUTCA MO PELLEHUIO
COOTBETCTBYIOWLETO YMNOJHOMOYEHHOrO ¢eaepanbHOr0o opraHa MCNOAHUTENbHOM BAACTU B CPOK, He
NpeBbIWAWMA WecTnaecaTn paboumx aHen. MNpu 3TOM 3KcnepTMsa AOKYMEHTOB, COAEepKalumxca B
perncTpaunMoHHOM A0Cbe, ANA MOAYyYeHUs pa3peLlleHna Ha NpoBedeHUe KAMHUYECKOro UccieaoBaHUs
JIeKapCTBEHHOrO npenapaTta Ana MegUMUMHCKOro NPUMEHEHMA U 3TUYECKas 3KCnepTM3a NpoBOAATCA B
CPOK, He npeBbillatoWwnii NATHaAUATM pabounx AHel, sKcnepTM3a KavecTBa IeKapCTBEHHOro cpeacTsa U
3KCNepTM3a OTHOLIEHUA OXMAAEMOW MNO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHUA NEKapCTBEHHOMO
npenapara - B CPOK, He NPeBbILLAoLLNIA COPOKa NATU pabounx gHen.

4. YcKopeHHasa npoueaypa 3KCNepTM3bl NeKapCTBEHHbIX CPeaCcTB MNPOBOAUTCA B MNOpAOKe,
yCcTaHOBNeHHOM cTaTbaMun 17 - 20, 23 u 24 HacTtoswero PenepanbHOro 3akKoHa, MU He O3HA4aeT
CHUXKeHuA TpeboBaHUI K 6e3onacHOCTH, KauecTBy U 3bEeKTUBHOCTU IEKAPCTBEHHbIX NPEnapaTos.

CrtaTtba 27. PeweHne o rocygapcTBEHHON PerncTpaLmmn 1eKkapcTBeHHOro npenapara

1. B cpoK, He npeBblWwatoWmnii NATM paboumx AHEN CO AHA MOAYYEHWUS 3aKJOYEHUA KOMMCCUM
3KCNepToB MO pe3y/bTaTaM 3KCNepTU3bl KaYecTBa JIEKAPCTBEHHOMO CPeACTBa M IKCNEPTU3bl OTHOLLEHUA
OMOAEMON  MONb3bl K  BO3MOXHOMY  PUCKY MNPUMEHEHMA  NIEKAPCTBEHHOro  MpenapaTa,
COOTBETCTBYIOLWMI YNONHOMOYEHHbIM defepanbHbli OpraH UCMONHUTENBHOM BNACTU:

1) ocywecTBnseT OUEHKY TaKUX 3aK/IOYEHWI NS OnpeneneHns UX COOTBETCTBUA 3a4aHWUI0 Ha
npoBefeHMe yKazaHHbIX IKCNepTuU3;

2) NPUHUMAET peLleHne O rocyAapCTBEHHOM PerncTpauumn JeKapcTBeHHOro npenapaTta uan ob
OTKa3e B rocy4apCTBEHHOMN PErMCTPaLLMmM NEKAaPCTBEHHOTO NpenapaTa;

3) BHOCUT NpKM NPUHATUM PELLEHUA O FOCYAAPCTBEHHOM perncTpaLmm NekapcTBeHHOro npenapaTta
AaHHble O 3aperucTpMpoBaHHOM JIEKApPCTBEHHOM Mpenapate, B TOM uucie o $apmaLeBTUYECKON
cybCTaHuMK, BXO4AWENW B COCTaB JIEKAPCTBEHHOrO npenapata, B FOCYAAPCTBEHHbIA  peecTp
NeKapPCTBEHHbIX CPeACTB W BblAaeT 33ABUMTENI0 PErnucTpalmMoHHOe YyAOCTOBEPEeHME NeKAapPCTBEHHOIO
npenapata, <¢opma KOTOPOro  yTBEPXKAAETCA  YNOJHOMOYEHHbIM  deaepasnbHbiIM  OpraHoOMm
WCNONHUTENbHOM BAIACTU, COrNAaCOBAHHbIE HOPMATUBHYIO AOKYMEHTALMIO, HOPMATUBHbINA [OKYMEHT,
WHCTPYKLMIO NO NPUMEHEHUIO IEKAPCTBEHHOIO NpenapaTa U MakeTbl NePBUYHON YNAKOBKU U BTOPUYHO
(noTpebuTenbcKol) YNAKOBKM C yKa3aHMEM Ha HWX HOMepa pPerncTpauMoHHOrO YAO0CTOBEpPeHUs
JIeKapCTBEHHOrO npenapata W AaTbl €ro rocyAapCTBEHHOM pPerncrTpaumMm Manm B Cayyae NPUHATUA
peweHns o6 OTKase B roCyZapCTBEHHOW PEerncTpauuu NeKapCcTBEHHOro npenapaTa yBeAOMAsEeT B
nMcbMeHHoM dopme 3aaBuTeNA 06 3TOM € YKasaHMeM NPUYMH TAKOro OTKasa.

2. OcHoBaHMEeM AN OTKasa B rOCYAApPCTBEHHOM pernctpaumMmM neKapcTBEHHOro npenapaTa
AB/IAETCA peLlleHne COOTBETCTBYIOWErO YMNo/JHOMOYEHHOrO denepanbHOro opraHa MCNOAHUTENbHOM



BJ1aCTW O TOM, YTO Ka4yecTBo U (Man) adPeKTUBHOCTb PErMCTPUPYEMOro NeKapCTBEHHOMO npenaparta He
NoATBEPXAEHbI NONYYEHHbIMU AAHHBIMU MAN YTO PUCK NPUUYMHEHUA Bpeaa 340POBbI0 YenoBeka Mau
MBOTHOTO BCAEACTBME MpMEeMa JIeKapCTBEHHOro npenapaTta npesbllwaeT 3¢pPeKTUBHOCTL €ero
NPUMEHEHNA.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3. MpK rocyaapCTBEHHOW pPerMcTpauMu eKapcTBEHHOro npenapaTta, BKAOYEHHOro B nepeyeHb
U3HEHHO HEOBXOANMbIX M BarKHEWLLMX IeKapCTBEHHbIX NpenapaTos, Heo6xoAMMble AaHHble 3aHOCATCA
B rOCYAapCTBEHHbIA peecTp MpeaesbHbiX OTNYCKHbIX UEH Mpou3BoAuTeNeid Ha JeKapCTBEeHHble
npenaparbl, BKAOYEHHbIE B YKa3aHHbI NepeyeHb.

CraTbs 28. PerucrtpaumoHHoe y40CToBEPEHNE IeKapCTBEHHOTO NpenapaTa

1. PeructpaumoHHoe yaoCTOBEpPEHME NIEKAPCTBEHHOrO NpenapaTta € yKas3aHWeM NeKapCTBEHHbIX
bopm M [03MPOBOK BbiAaeTca 6HeccpoyHO, 3a WMCKAOYEHMEM PErnCTPALMOHHOIO YAOCTOBEPEHMUA
NIeKapCTBEHHOrO npenapaTta, BblAABAaEMOro CO CPOKOM [AeNCTBMA NATb JIeT, Ha Bhepsble
peructpupyemble B Poccuiickoii ®epepaumm nekapcTBeHHble npenapaTbl.

2. Mo wucteyeHuMM ykasaHHOro B 4acTm 1 HacToAweW cTaTbM CPOKa BblAaeTca bHeccpoyHoe
perucTpaunoHHoe yAOCTOBEPEHWE JNeKapCTBEHHOrO npenapata npu yCl0BUM MNOATBEPXKAEHWUA €ro
rocyfapcTBEHHOM PerucTpaymm.

Cratbsa 29. NoaTBeprKaeHUe rocyaapcTBEHHOM perncTpaumm 1eKapcTBeHHoro npenapara

1. NoaTBEpPXKAEHUE TOCYAAPCTBEHHOW pPErncTpaLmm 1eKapCcTBEHHOMO NpenapaTa oCyLLecTBAAETCA
npu Bblaavye H6eCcCPOYHOrO PErucTPaLMoOHHOrO YAOCTOBEPEHUA NEKAPCTBEHHOrO MpenapaTta B Cay4ae,
YyKa3aHHOM B 4acTu 2 cTatbu 28 HacTosAwero denepanbHOro 3akoHa, B CPOK, He MpPeBblAOLWni
AeBAHOCTA paboumx AHeN Co AHA NOJYYEeHUA COOTBETCTBYIOWMM YMNONHOMOYEHHbIM deaepanbHbIM
OpraHOM MWCNONHUTENBbHOW BNACTU 3aABJEHMA O MOATBEPMKAEHUM TOCYAAPCTBEHHON perncrpaumm
NIeKapCTBEHHOrO npenapata, 0QOPMIEHHOIO B COOTBETCTBMM C 4YacTbto 2 cTatbM 18 HacToALwero
depepanbHOro 3aKoHa.

2. MopaTeep)AeHME rOCYyAapCTBEHHON PEerncTpaLmMm NekapcTBEHHOIO NpenapaTa ocyLecTBaseTcA
Nno pes3y/nbTaTaM 3KCNEepPTU3bl OTHOLIEHMA OXWAAEMOM MOMb3bl K BO3SMOMKHOMY PUCKY NPUMEHEHUS
JIeKapCcTBEHHOTO MpenapaTa, a TaKXe 3KCNepTu3bl KayecTBa JIeKapCTBEHHOTO CPeACcTBa, MPOBOAVMON B
C/ly4yae BHECEHUS U3MEHEHU B HOPMATUBHYIO AOKYMEHTAUMIO UM HOPMATUBHbIN JOKYMEHT.

(4actb 2 B peg,. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3aABneHMIO O NOATBEPKAEHUN TOCYAAaPCTBEHHOM perncTpalmm eKapcTBEHHOro npenaparta
npuaaratoTcs AOKYMEHT, MOATBEPNKAAOLWMA yNaaTy rocyfapCTBEHHOW MOLWAWHBLI 33 MOATBEPXKAEHME
rocyapCTBEHHOM PErucTpaumMm NeKapCTBEHHOrO npenapaTta gaa MeAMUMHCKOrO MPUMEHEHUA WK
JIeKapCTBEHHOrO npenapaTta 418 BEeTEePUHAPHOrO NPUMEHEHUSA, AOKYMEHT, COAEpXKalLMin pesynbTaTbl
MOHWUTOPUHIa 6e30MacHOCTX NEKAPCTBEHHOrO Npenaparta, NpoBOAMMOro 3assBuTenem, no d¢opme,
YCTaHOB/IEHHOW COOTBETCTBYIOWMM YNOJHOMOYEHHbIM deaepasnbHbiM  OPraHOM WCMOAHUTEIbHOM
BnacTM. HopmaTuMBHaA [OKYMeHTaLMA WMAM HOPMATMBHbIA [AOKYMEHT, MPOEKT WHCTPYKUMM no
NPUMEHEHMIO NEKAapPCTBEHHOTO MpenapaTta, MNPOEKTbl MAKETOB MNEPBUYHON YMAKOBKM WM BTOPUYHOM
(noTpebuTenbcKol) YNaKOBKM  NEKApCTBEHHOTO  Mpenapata MpuaaraloTca K 3aAB/IEHUI0 O
NoATBEPKAEHUN TOCYAAPCTBEHHOM pPerncTpaLmm NeKapCcTBEHHOro npenapaTta BHOBb TO/IBKO B CAy4ae,
€C/I1 B HUX BHOCATCA U3MEHEHMUA.

(4actb 3 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

4. B TeyeHue pecATM paboumx AHEW CO AHA NPUHATMA 33ABAEHUA O MNOATBEPKAEHUM
rocygapcTBEHHOW  pPerucTpaumm  JIEKapCTBEHHOrO  Mpenapata WM HeobXxoguMMbIX  LOKYMEHTOB
COOTBETCTBYHOLWMI YNONTHOMOYEHHbIM defepanbHbli OpraH UCMONHUTENbHOM BNACTU:

1) npoBOAMT NPOBEPKY MNOAHOTbI U LOCTOBEPHOCTM CBEAEHWUI, COAEPHKALUMXCA B NPeACTaBAEHHbIX
3aABMTeNEM MaTepuanax;

2) NPMHMMAET pelleHne O NpoBeaeHUN AN 06 OTKase B NPOBEAEHMM IKCMEPTM3bl OTHOLIEHMA
O0XXMAAEMOIN MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUA JIEKAapPCTBEHHOrO MpenapaTa, a TaKke
3KCnepTu3bl KayecTBa JIeKAaPCTBEHHOINO CPeAacTBa, NPOBOAMMONM B C/lyvyae BHECEHMA M3MEHEHWN B
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HOPMaTUBHYIO OKYMEHTALMIO UM HOPMATUBHbIN LLOKYMEHT;
(n. 2 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3) yBegomnseT B NUCbMeEHHOW dopme 3aaBUTENA O MPUHATOM pPeLEHUN UAN B ClyYae NPUHATUA
peleHnsa 06 0TKase B NPOBeAEHUMN IKCNEPTM3bI C YKa3aHMEM MPUYMH TAaKOro OTKasa.

5. OcHoBaHMeM pAnAa OTKasa B MPOBEAEHMW ISKCMEPTU3bl OTHOLUEHUA OXWOAEMOM MOAb3bl K
BO3MOXHOMY PUCKY TMNPUMEHEHMA JNIEKAapCTBEHHOTO npenapata W (MAM) 3KcnepTusbl KayecTsa
JIeKapCTBEHHOTO CPeACcTBa ABNAETCA NPeACcTaB/ieHMe JOKYMEHTOB, YKa3aHHbIX B YacTax 1 n 3 HacToAwen
CTaTbM, B HEMOJIHOM ObObeme WAM OTCYTCTBME B NPeACTaBAEHHbIX AOKYMEHTAX WCYEpPnblBaOLLMX
cBeAeHUI, KoTopble A0NKHbI ObITb OTPaXKEHbI B HUX.

(4actb 5 B pea. PeaepanbHoOro 3akoHa ot 29.11.2010 N 313-93)

6. OKCnepTM3a OTHOLWEHUA OXWMOAEMOW NONb3bl K BO3MOMHOMY PWUCKY MNPUMEHeHUA
JleKapcTBEHHOTO npenapata WM (MAM) 3KcnepTM3a KadvecTBa JIEKAPCTBEHHOIO CpeacTBa B LEensx
NoATBEPKAEHUA TOCYAAPCTBEHHOM PErncTpaummnm  JIEKapCTBEHHOro MpenapaTa MnpoBOAATCcA  Ha
OCHOBAHWUWN AOKYMEHTOB, YKa3aHHbIX B YaCTW 3 HACTOALLEN CTaTbM, B NOPSAKE, YCTAHOB/IEHHOM YacTAMMU
5 - 8 ctatbu 23 n cTaTben 24 HacToAwero PeaepanbHOro 3aKOHa.

(4acTb 6 B pea. PeaepanbHOro 3akoHa ot 29.11.2010 N 313-93)

7. B nepuog npoBedeHMa Mpoueaypbl MNOATBEPXKAEHUA TrOCYAaPCTBEHHOM  perncrpauumn
NIeKapCTBEHHOrO NpenapaTta ero rpaxkgaHckuii obopoT ocyLecTBAAeTCA Ha TeppuTopumn Poccuiickon
depepauun.

Cratba 30. BHeceHMe U3MeHEHUN B AOKYMEHTbI, cogepKawmeca B permctpaulMoHHOM AOCbe Ha
3apeFMCTpMpOBaHHbIV1 ﬂeKapCTBeHHblﬁ npenapart ana megnumnHCKoro npnmeHeHunA

1. B uensx BHECEHUA U3MEHEHWIN B JOKYMEHTbI, COAEprKALLMECA B PErmcTpaLMOHHOM AOCbe Ha
3apPernucTPUpPoBaHHbI  NEKAPCTBEHHbIM NpenapaTt AAAa  MeAWUMHCKOTO MNPUMEHEeHUA, 3asBuUTeNb
npeAcTaBnseT B YNONHOMOYEHHbIN defepanbHbIit OpraH WCNONHUTENbHOM BNACTU 3aABNEHUE O
BHECEHUM TaKMX U3MEHeHUA No Gopme, YCTAHOBMEHHOM YNOAHOMOYEHHbIM deaepasibHbiIM OpraHoOM
WCMNOJIHUTENbHOM BNACTU, U MPUNONKEHHbIE K HEMY M3MEHEHWs B YKa3aHHble AOKYMEHTbI, a TaKKe
OOKYMEHTbI, MOATBEPKAaloWMEe HEODXOANMMOCTb BHECEHUA TAKUX U3MEHEHWUI. MpUHATME pelueHus o
BHECEHMM TaKUX U3MEHEHUIN MAM 06 OTKase B UX BHECEHUM OCYLLECTBAAETCA B CPOK, HE MPEBbILLAOLWMIA
AeBAHOCTA paboumx [AHel €O [AHA  NPUHATUA  YNOJHOMOYEHHbIM  defepasbHbIM  OpPraHom
WCNONHUTENbHOM BNACTU 3asBIEHUA O BHECEHUN TaKUX U3SMEHEHUIA.

2. B cnyyae BHeCEHUA M3MEHEHUI B MHCTPYKLMIO NO MPUMEHEHUIO IEKAPCTBEHHOrO NpenapaTa B
OTHOLLEHMN CBEAEHUM, YKa3aHHbIX B noanyHkTax "' - "n", "x" nyHKkTa 16 yactn 3 ctatbm 18 HacToAwero
dPepnepanbHOro 3aKOHa, B COCTaB JIEKApPCTBEHHOrO MpenapaTa gaa MeAMUMHCKOrO MNPUMEHEHWUA,
M3MEHEeHMA MecTa MPOM3BOACTBA JIEKAPCTBEHHOIO Mpenapata AnAd MeAMLMHCKOrO NPUMEHEHMUS,
M3MEHEHMA MOKasaTesleld KayecTBa JIEKApPCTBEHHOrO npenapaTta AAA MeOULMHCKOro MPUMEHEHUA U
(Mnn) meTomOB KOHTPO/IA KayecTBa JIEKApPCTBEHHOTO npenapata Aada MeAUUMHCKOro NpPUMEeHeHUs,
N3MEHEHMA CPOKa FOAHOCTW JIeKapCTBEHHOMO NpenapaTta 418 MegULMHCKOTO NPUMEHEHWUA NPOBOAUTCA
3KCMepTM3a JIeKAPCTBEHHbIX CPEACTB B YaCTM 3KCMEpTU3bl KayecTBa JIeKapCTBEHHOIO CpeacTBa U (Mam)
3KCNnepTn3bl OTHOLIEHMA OXMUAAEMOM NO/b3bl K BO3MOXKHOMY PUCKY MPUMEHEHWUS NEKAPCTBEHHOTO
npenaparta Ans MeAUUMHCKOro NpUMeHeHus. B cnyyae HeobxoAMMOCTM BHECEHMSA MHbIX U3MEHEHWUI B
OAHHYIO WMHCTPYKLMIO 3KCNepTu3a /NeKapCTBEHHOINO CPeAacTBa A4S BHECEHWA TaKUX WM3MEHEHWUI B
CBeZleHUs 0 3aperncTpupPoBaHHOM IEKAPCTBEHHOM MpenapaTe He NPoBOAMTCA.

(B pen. PepepanbHbix 3akoHOB 0T 11.10.2010 N 271-$3, 01 29.11.2010 N 313-93)

3. C 3anBNEHMEM O BHECEHUM U3MEHEHWA B LOKYMEHTbI, COAEPKAMECA B PErUCTPALMOHHOM
[0Cbe Ha 3apPerucTpMpPOBaHHbIV JIEKAPCTBEHHDIM NpenapaTt 418 MeguuUMHCKOrO NPUMEHEHUS, Hapaay C
OOKYMEHTaMM, YKasaHHbIMM B 4acTM 1 HacToAwen cTaTbW, NPeACTaBAATCA  AOKYMEHTHI,
noATBepKAatoWwmne ynaaTy rocygapCTBEHHOM MOLW/MHbI 3@ BHECEHME M3MEHEHWI B MHCTPYKUMIO MO
NPUMEHEHUIO JIeKapCTBEHHOrO npenapata ANs  MeAMUMHCKOTO MPUMEHEHUs, ToCyOapCTBEHHOM
NOW/MHbI 33 BHECEHME MW3MEHEHWI B COCTaB JIEKAPCTBEHHOro npenapata Aas MeguLMHCKOro
NnpUMeHeHus.

4. B TeyeHune gecaty paboumnx AHelr co AHA NOCTYMNIeHUA YKa3aHHOro B YacTK 1 HacToALLEeN cTaTby
3aAB/IEHMA U HEOOXOAMMbIX AOKYMEHTOB YMNOJIHOMOYEHHbIN deaepanbHblii OpraH WUCNOJAHUTENbHOWN
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BNACTU:

1) npoBOAMT NPOBEPKY NONHOTbI U AOCTOBEPHOCTU CBEAEHWNIN, COAEPKALUUXCA B NpeACcTaB/eHHbIX
3anBuUTENIeM MaTepuanax;

2) NpUHMMAET peLleHMe O NPOBeAEeHUM YKa3aHHbIX B YacTM 2 HaCTOSALLEM CTaTbM COOTBETCTBYOLMUX
3KCMNepTU3 1IeKapCTBEHHOIO CpeaCcTBa UAK 06 OTKase B UX NpoBeAeHUU;

3) yBegomnneT B NUCbMeHHOM dopme 3aaBUTENS O NPUHATOM PELLUEHMU UM B CAyYae MPUHATUNA
pelleHns 06 oTKase B NPOBEAEHNN COOTBETCTBYIOLLLEN SKCMEPTMU3bI C YKa3zaHUEM NPUYMH TaKoro OTKasa.

5. OcHoBaHMeM A/1A OTKasa B MPOBEAEHUM YKa3aHHbIX B YacTW 2 HaCTOALLEN CTaTbM 3KCNepTu3
ABNAETCA NpeAcTaB/iieHMe AOKYMEHTOB, NEPEYNC/IEHHbIX B YacTAX 1 1 3 HAcToALWEeN cTaTbK, B HENOJHOM
obbeme MM OTCYTCTBME B NPEACTaBAEHHbIX JOKYMEHTAx [AO0CTaTOYHbIX CBEAEHWI, NoATBEpP:KAAoLWMX
Heob6X04MMOCTb BHECEHUA N3MEHEHU.

6. YKa3aHHble B YacTM 2 HaCTOALLEN CTaTbM 3KCMEPTU3bl NPOBOAATCA B NOPAAKE, YCTaHOBJAEHHOM
cTaTtbel 23 HacToAwero ®enepasibHOro 3aKoHa.

7. B CpOK, He npeBbIWAOWMA NATU pabounx gHel co AHA NOJYYEHMA 3aKNOYEHUI KOMMUCCUI
3KCMepToB MO pe3ynbTaTaM YKasaHHbIX B YaCTW 2 HaCTOALLEW CTaTbW 3KCMepTU3, YNOJIHOMOYEHHbIN
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BNACTU:

1) npuHUMaeT peweHMe O BHECEHUM U3MEHEHWI B [OOKYMEHTbl, CcoAepskalmeca B
PEerncTpauMoHHOM [0Cbe Ha 3aperMcTPUPOBAHHbIN JIEKAPCTBEHHLIN MNpenapaT gaa MeaUUMHCKOro
NPUMEHEHUS, UM 06 OTKase BO BHECEHUUN TAaKUX USMEHEHWI;

2) BHOCUT B TOCY[APCTBEHHbIN PEecTp JIeKapCTBEHHbIX CPeACcTB Ha OCHOBAHWUW pPELUEeHUs O
BHECEHMM U3MEHEHUA B  [OOKYMEHTbl, coAeprkalimeca B  PErucTpauMoHHOM  OOCbe  Ha
3aPErNCTPUPOBAHHbIMA JIEKAPCTBEHHbLIA npenapaT And MeAMUMHCKOTO MNpPUMEHEHUA, Heobxoanmble
M3MEHEHMA N BO3BPaALLAET UX 3aABUTENIO.

8. OcHoBaHMEM [ANna OTKasa BO BHECEHUMM WU3MEHEHUA B [AOKYMEHTbI, COAeprKallMecs B
pPernmcTpauMoHHOM [OCbe Ha 3aperucTpUpPOBaHHbIN NIEKAPCTBEHHLIM NpenapaT Ans MeaUUMHCKOro
NPUMEHEHUA, ABNSAETCA 3aK/AlOYeHWe YMNO/NHOMOYEHHOro deaepanbHOro opraHa MCMNOJIHUTENbHOM
B/1IACTU O BO3MOXKHOCTM CHUMXKEHUA Be3onacHOCTK, KayecTBa, 3G GEKTUBHOCTM IEKAPCTBEHHOMO CPeacTBa
B C/ly4ae BHECEHUA TaKNX U3MEHEHWN.

9. [lonyckaeTca rpakgaHCKMi o060opoT /IeKapCTBEHHbLIX MpenapaToB A8 MeAUUMHCKOro
NPUMEHEHNA, MNPOU3BEAEHHbIX A0 MNPUHATUA  YNOJHOMOYEHHbIM  deaepanbHbIM  OpraHoOMm
WCNONIHUTENbHON BNACTU pPELUEHMA O BHECEHUMM W3MEHEHWII B LOKYMEHTbl, COAeprKalimMecs B
PerncTpaLMoHHOM AOCbe Ha TAaKMe JIeKAPCTBEHHbIE MpenapaThbl, NN pelleHna 06 0TKase BO BHECEHUU
YKa3aHHbIX U3MEHEHWNIA.

Cratba 31. BHeceHne M3MEHEHUI B AOKYMEHTbI, COAepsKallMecs B PerncTpaLmoHHOM AoCbe Ha
3aperncTpupoBaHHbIi IeKapCTBEHHbIN NpenapaT A1 BETePUHAPHOTO NPpUMEHEHNS

1. B uenax BHECEHUs M3MEHEHUI B AOKYMEHTbI, COAEpKaLLMecs B PErMcTpaLMoOHHOM A0Cbe Ha
3aperucTpupoBaHHbIf  IEKAPCTBEHHbIM MpenapaT ANA BeTEePUMHAPHOrO NPUMEHEHWsA, 3afaBUTENb
npeacTaBnsieT B YMNOJAHOMOYEHHbIV deaepasbHbli OpraH WMCMOJAHUTENbHON B/AcTU 3asB/ieHWE O
BHECEHUU TaKUX M3MEHEHUI no ¢opme, YCTaHOBAEHHON YMOAHOMOYEHHbIM dedepanbHbiM OpraHoM
MCMONHUTENbHOW BNACTU, M MPU/IOMKEHHbIE K HEMY M3MEHEHMA B YKasaHHble AOKYMEHTbl, a TaKKe
AOKYMEHTbI, NoATBEPKAAoWMe HeobX0AMMOCTb BHECEHUA TaKUX M3MEHeHUN. MpUHATME pelleHus o
BHECEHWUM TaKUX U3MEHEHWIA NN 06 OTKa3e B MX BHECEHUU OCYLLECTBAAETCA B CPOK, HE MPEBbILLAIOLLNIA
AeBAHocTa pabounMx AHe CO  AHA  NPUHATMA  YNOAHOMOYEHHbIM  dedepanbHbiM  OpraHoM
NCMNONHUTENbHOW BNACTM 3aAB/IEHNA O BHECEHUU TaKUX U3MEHEHWIA.

2. B cnyyae BHeCeHUA U3MEHEHWIA B MHCTPYKLUMIO MO NPUMEHEHWNIO SIeKapCTBEHHOro npenaparta
ONA BETEPUHAPHOrO MPUMEHEHUA B OTHOWEHWW CBeAEeHW 06 WM3MEHEHUAX [O03MPOBKM, CPOKOB
BO3MOKHOIO  WCMO/Ib30BaHMA  NPOAYKLUMW  KMBOTHOTO  MPOMCXOMKAEHUA MNocAe MNPUMEHEHUA
JleKapCcTBEHHOTO NpenapaTa 419 BETEPMHAPHOTO NPUMEHEHUA NPOBOAMUTCA IKCMEPTU3a NEKAPCTBEHHOTO
CPeAcTBa A/1a BETEPMHAPHOIO MpUMeHeHUs. B ciyyae HeobXOAMMOCTM BHECEHUA MHbIX USMEHEHWUI B
JAHHYIO MHCTPYKUMIO 3KCNepTM3a JIeKapCTBEHHOro CPeAcTBa /1A BETEPUMHAPHOTO MPUMEHEHUA He
NpoBOAMUTCA.

3. C 3asBNeHMEeM O BHECEHMU U3MEHEHW B AOKYMEHTbI, COAeprKallmMeca B PerncrpauMoHHOM



[0Cbe Ha 3aperncTpUpoBaHHbIN NeKapcTBEHHbIN Npenapar A/14 BeTepUHapPHOro NPUMeHeHunsa, Hapaay
JOKYMEHTaMM, VYKasaHHbIMM B 4actu 1 HacToAwen craTbl, MPEACTaBAATCA  AOKYMEHTbI,
noATeepyaatolime ynaaTy rocygapcTBeHHOM MOLW/MHbI 338 BHECEHME WU3MEHEHWI B UMHCTPYKLUMIO MO
NPUMEHEHMIO IeKapPCTBEHHOrO npenapaTa A/19 BeTePUHAPHOro NpUMeHeHus.

4. B cpoK, He npesbilWwaowmii gecatn pabounx AHeln co AHA NOCTYNAEeHUA yKa3aHHOro B Yyactn 1
HacToALLEN CTaTbM 3aABNEHUA U HEOBXOAMMbBIX AOKYMEHTOB, YNO/NHOMOYEHHbIN deaepanbHbIi opraH
NCMNONHUTENbHOM BNACTK:

1) NnpoBOAMT NPOBEPKY MOAHOTbI U AOCTOBEPHOCTM CBEAEHUI, COAePKaLUUXCA B NpeacTaBaeHHbIX
3aABMTENEM AOKYMEHTaX;

2) npuHMMaeT pelleHWe O MPOBEAEHUUM 3SKCMepTMU3bl JIeKapCTBEHHOro CcpeAacTBa  AnA
BETEPUHAPHOro NPUMEHEHUs UM 0b OTKase B ee NPoBeAEeHUN;

3) yBegomnaeT B NMCbMeEHHOW dopme 3aaBUTENSA O MPUHATOM pPelleHUn UAU B Cydae NPUHATUA
peweHns o6 OTKase B NPOBEAEHUN SKCMEPTU3bl JIEKAPCTBEHHOrO CPeAcTBa A/ BETepPUHApPHOro
npuMeHeHUA C YyKasaHnem NpuYnH TaKoro OTkasa.

5. OcHoBaHMeM [A/A OTKa3a B NPOBeAEHUM 3SKCMepTM3bl JIeKAapCTBEHHOro cpeacTsa  And
BETEPMHAPHOrO MNPUMEHEHUA ABNAETCA NpeacTaBieHMe [OOKYMEHTOB, YKa3aHHbIX B 4actax 1 m 3
HacToALWEN CTaTbk, B HEMOJIHOM O6beMe U/IM OTCYTCTBME B NPEACTAB/IEHHbIX AOKYMEHTaX 4OCTaTOYHbIX
cBeAEeHWN, NOATBEPKAAOLWMX HEODXOAMMOCTb BHECEHMA N3MEHEHUA.

6. DKCMepTM3a NeKapCTBEHHOMO CpeacTBa A4/17 BETEPMHAPHOrO NPUMEHEHUS B LEeNAX BHeceHwus
M3MEHEHUA B [OOKYMEHTbl, COAEpXKallMecs B PEermcTpauMoHHOM [JOCbe Ha 3aperucTpupoBaHHbIN
NIeKapCTBEHHbIM nNpenapaT AnA BETEPUHAPHOrOo MPUMEHEHMA, OCYLLeCTBAAeTCA B  NOPALKe,
YyCTaHOB/IEHHOM cTaTbel 24 HacToAulero PeaepanbHOro 3aKoHa.

7. OcHOBaHMEeM pANA OTKa3a BO BHECEHWM M3MEHEHWI B [OKYMEHTbl, cofepxalmecs B
perucTpaumoHHOM A0Cbe Ha 3aperMcTpUMpPOBaHHbIA JIeKapCcTBEHHbIM npenapaTt AnA BeTepuHapHOro
NPUMEHeHUA, ABASAETCA 3aKAloyeHWe YNOAHOMOYEHHOro deaepanbHOro opraHa WCNOJIHUTENbHOM
BNaCTM O BO3MOXHOCTU CHUMKeHMA 6e3onacHoCTM, KayecTBa, 3(dEKTUBHOCTM JIeKapCTBEHHOro
npenapara AN BETePUHAPHOro NPUMEHEHUA B C/lyYae BHECEHMA U3MEHEHWNI B YKa3aHHble OKYMEHTbI.

8. [onyckaeTca rpakAaHCKMA 060pOT /NeKapCTBeHHbIX MnpenapaTtoB An8 BeTepuUHapHOro
NPUMEHeHUA, MNPou3BedeHHbIX A0 MNPUHATUA  YNOJIHOMOYEHHbIM  deaepanbHbIM  OpraHom
WCNONHWUTENbHOM BNAaCTU pPelleHns O BHECEeHMM M3MEHEHWIn B [OKYMEHTbl, codep’kallimeca B
PerncTpaLMoHHOM [A0Cbe Ha 3apernmcTpMpOBaHHbIA NEeKAaPCTBEHHbIM nNpenapaT Ana BeTepUHapHOro
npumeHeHuna, nam 06 oTKase BO BHeceHunu YKa3aHHbIX U3MEHEHUM.

CraTtbA 32. OTMeHa rocy,apCTBEHHOMN pPerucTpaLmMm NeKapcTBEHHONO NpenapaTa

PeweHne 06 oTmMeHe rocyapCTBEHHOM PErncTpaLmm eKapcTBEHHOro npenapaTta U UCKIoYeHUn
NleKapCcTBEHHOrO npenapaTa M3 roCyAapCTBEHHOIO peecTpa JIeKapCTBEHHbIX CPeacTB MPUHUMMAETCH
YNOHOMOYEHHbIM deaepanbHbIM OPraHOM UCTOTHUTENIbHOM BAACTU B CyYae:

1) npepctaBneHWA  COOTBETCTBYIOWMM  YMOJHOMOYEHHbIM  defepasibHbiIM  OpPraHoMm
UCMONIHUTENbHOW BNACTU 3aK/IOYEHUA O PUCKE WMAM 06 yrpose 340POBblO, KM3HM YesoBEeKa WAu
XMBOTHOTO NPW NPUMEHEHUW NeKapCTBEHHOro npenapaTa, Npesbiwatowmx ero 3GpGeKTUBHOCTb, MO
pesy/nbTaTam OCYLLECTBIAEMOro MM MOHUTOPMHIa 6e30NacHOCTM IeKapCTBEHHOrO Npenapara;

2) nopauvn pa3paboOTUMKOM /IeKapCTBEHHOrO CPeacTBa WAM YNOAHOMOYEHHbIM WM  APYrUm
IOPUANYECKMM IMLOM 3aABfeHMA 06 OTMeHe TroCyAapCTBEHHOW perucTpaumMmM NeKapcTBEHHOMO
npenapara;

3) HenoATBEPKAEHWA TOCYAaPCTBEHHON PErMcTpaLMmn NeKapcTBEHHOrO npenapaTa No UCTeYeHUn
CpOKa AeNCTBUA PerncTpaumoHHOro YA0CTOBEPEHNA, BbIAAHHOrO Ha NATb JET;

4) HenpeacTaBneHMsA 3asBUTeNemM WHPOpPMauUMKM, KOTopasa MOMKeT nosneyb 3a Ccobol
HeobXoAMMOCTb BHECEHUA U3MEHEHWIA B AOKYMEHTbI, COAEpPMKaLLMecs B PerncTpaumoHHOM A0Cbe Ha
3apervcTpupoBaHHbIi  NIEKAPCTBEHHbIM MpenapaTt, B TeyeHWe TpuAauatM paboumx A[Hel co AHA
HacTyn/ieHWs 3TUX U3MEHEHWI;

5) ocywecTBneHWa rocyAapCTBEHHOW perncTpaumy NeKapcTBEHHOTO Mnpenapata Mnoj TOProsbim
HauMeHOBaHWEM 3apPErMCTPUPOBAHHOTO paHee Nog 3TUM TOProBbIM HaUMEHOBAHWEM JIEKAPCTBEHHOTO
npenapara;



6) oOcCywecTBneHWA rOCYAapCTBEHHOM perucrTpauun  3assuTesieM OAHOTO WM TOrO  Ke
NeKapcTBEeHHOro npenapaTa nog, pas/iniHbIMU TOProBbIMM HAMMEHOBAHUAMW;

7) BbIHECEHMA CyAOM pelleHMAa O HapyweHuu npas npaBoobnagatena o06bekToB
NHTENNIeKTYaIbHOM COBCTBEHHOCTM NPU 06paLLLeHNN NeKapPCTBEHHbIX CPEACTB.

CraTbsa 33. [ocyAapCTBEHHbIN peecTp IeKapcTBEHHbIX CPeacTB

1. TocynapCTBEHHbI pPeecTp JIeKAPCTBEHHbIX CPEACTB COAEPKMUT MNepedyeHb NeKapCTBEHHbIX
npenapaTtos, Npoweawnx rocygapcTBEHHY0 pernctTpaumio, nepedyeHb GapmaueBTUYECKUX CyOCTaHLUMA,
BXOAALLMX B COCTAB /IEKAPCTBEHHbIX NPEMNAPaTOB, U CleaytoLLyio MHGOopMaLMIO:

1) B OTHOLIEHMM NIeKapPCTBEHHbIX NPEenapaTos:

a) HaMmeHOBaHWE NEeKAapCTBEHHOro npenapata (MexkAyHapogHoe HenaTeHTOBAHHOE MAM
XMMUYECKOe U TOProBoe HaMMeHOBaHMUA);

6) nekapcteeHHas Gopma C yKazaHUeM L03MPOBKM IEKAPCTBEHHOIO NpenapaTa U ero KoamMyecTsa
B NOTPebMTEeNIbCKOM YNaKOBKE;

B) HAMMeHOBaHMe pa3paboTymMKa SIeKapcTBEHHOTO NpenapaTa;

r) HaUMEHOBaHWe W aapec NPOM3BOAUTENA IEKAPCTBEHHOIO NPenaparTa;

4) dapmaKoTepaneBTUYecKas rpynna JiekapcTBEHHOro Npenapara;

€) NOKa3aHMA U NPOTUBOMOKA3aHMA K MPUMEHEHMIO IeKapCTBEHHOTO NPenapaTa;

) NoboYHbIe AelCTBUA IeKapCTBEHHOTO NPenapaTa;

3) CPOK ro4HOCTM SIEKapPCTBEHHOTO NPENapara;

N) YCNOBMA XPaHEHMA NEKAPCTBEHHOIO NpenapaTa;

K) YCNOBMS OTNYCKA JIeKapCTBEHHOTO NPenapara;

N) Homep <dapmakonenHoW cTaTbM WAWM B C/lydyae ee OTCYTCTBUA HOMEep HOPMaTUBHOWM
OOKYMeHTauuMm 1Mbo HOPMATMBHOIO AOKYMEHT];

M) fOaTa rocyfapcTBEHHOW pernctpaumy JeKapCcTBEHHOro Mpenapata M ero PerucrpaLMoHHbIN
HoMmep;

2) B OTHOLIEHUU PapMaLLEBTUUYECKNX CybCTaHLNIA:

a) HaMmeHoBaHMe ¢apMaLEBTUYECKON CyOCTaHUMKU (MeXXAyHapogHOe HenaTeHTOBaHHOe WM
XMMMYECKOE U TOProBOE HAMMEHOBAHWA);

6) HaMmeHoBaHWe U agpec NpomsBoAUTENA PpapMaLLeBTUYECKON cybCcTaHLMK;

B) CPOK rogHOCTM dpapmaLeBTUYECKOM CybCTaHUMK;

r) ycnosusa xpaHeHusa ¢apmaL,eBTMYECKON cybcTaHuuu;

n) Homep dapmaKkonenHoOM CTaTbM WAM B C/Ay4ae ee OTCYTCTBUA HOMEep HOPMATUBHOWM
OOKYyMeHTaumMm nMbo HOPMATUBHOIO AOKYMEHTA.

2. ®dapmaueBTUYECKas CybCTaHUMA, HeUCrnosiblyemas npu MNpou3BOACTBE JIEKAPCTBEHHbIX
npenapaTos, MOXET ObITb BK/AOYEHA B rOCYAAPCTBEHHDbIN peecTp NeKapCTBEHHbIX CPEACTB Ha OCHOBaHMUM
3anABneHnA paspaboTyMKa, NpPousBoAMTENsA NIEKAPCTBEHHOrO cpeacTBa MO0 YNOAHOMOYEHHOrO UMUK
IOPUAMYECKOTO INLA MPU YCNIOBUM NPOBEAEHUA B OTHOLIEHWWN Takon dapmaLeBTUYECKOW cybcTaHLmm
3KCMepTM3bl KayecTBa QapmaLeBTUYECKOW CybCcTaHUMM B MOpAAKe, YCTAaHOBAEHHOM cTaTbei 34
HacTosawero ®eaepanbHOro 3aKoHa.

3. MNopafoK BeAeHUA TOCYyAapCTBEHHOIO PeecTpa JIEKAPCTBEHHbIX CPeACTB ANA MeAMLMHCKOro
NPUMEHEHMA U MOPAAOK BeAEeHWs [OCYyAapPCTBEHHOrO pPeecTpa JIEKApCTBEHHbIX CPeACTB  ANs
BETEPUHAPHOIO MPUMEHEHUS YTBEPKAAIOTCA COOTBETCTBYIOLWMM YNOJAHOMOYEHHbIM deaepanbHbim
OpraHoOM UCNOSHUTENbHOW BNACTW.

Cratba 34. DKcnepTMsa KayecTBa ¢apmaleBTMUECKOW CcybCTaHUMKU, HEeUCnonb3yemon npu
NPOM3BOACTBE JIEKAPCTBEHHbIX NPENapaToB

1. Ona BKAOYeHUA dapmaueBTUYECcKol cybCcTaHUMKM, HEUCNONb3yemol npu NpPoM3BOACTBE
JIeKapCTBEHHbIX MNpenapaTtoB, B TOCYAAPCTBEHHbIA PEECTP JIeKAapCTBEHHbIX CPEeACTB, NPOBOAUTCA
JKCnepTU3a ee KayecTsa.

2. 3KcnepTM3a KayecTBa YKasaHHOM B YacT 1 HacToALen cTaTbk dapmaLeBTUYECcKoM cybcTaHLuu,
COCTaB/IEHME KOMMCCUEN IKCNEPTOB 3aKIHOYEHWNI MO pe3yibTaTaM TaKoM 3KCNEePTU3bl U UX HanpaB/ieHue
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B YMNO/JIHOMOYEHHbIN deaepanbHblii OpraH MCNONAHUTE/IbHOM BAACTM OCYLLECTBASAIOTCA B CPOK, He
NpeBbIWAOWNiA  WecTuaecaTM pabounmx AHer co  AHA NOAYYEHUA IKCMEPTHbIM  yypexaeHUem
COOTBETCTBYIOWLErO 33aaHWA YNONHOMOYEHHOro ¢eaepanbHOro opraHa WCMOAHUTENIbHON BAACTU M
OOKYMEHTOB, YKa3aHHbIX B NYHKTax 4 - 7 yactn 3 ctatbu 18 HacToAwero PeaepanbHOro 3akoHa.

3. [Ona npoBeAeHWs I3KCMepTM3bl KayecTBa YKa3aHHOM B 4YactM 1 HacToswelr cratbu
dapmaLeBTMUYECKON CyBCTaHUMW 3aABUTE/Ib NPeACcTaBAseT B YNOAHOMOYEHHbIN deaepanbHbI opraH
NCNONIHUTEIbHOM BNaCTMU:

1) 3asBneHWE O BK/OYEHUN B TFOCYAAPCTBEHHbIN PEecTp /eKapCTBEHHbIX CPeacTB AaHHOWM
dapmaueBTMUYECKON cybCcTaHLMu;

2) [OOKyMeHT, noATBep:KAAlWMi ynnaTy rocyJapCTBEHHOM MNOWJ/MHbLI 32  BK/KOYEHME
dbapmaLLeBTMYECKOWN CYOCTAaHLMW, HEUCMOb3YEMOM NPU NPOM3BOACTBE SIEKAPCTBEHHbIX MPEenapaTos, B
rocy4apCTBEHHbIM PeecTp NeKAPCTBEHHbIX CPEACTB;

3) BOKYMEHTbI, yKa3aHHble B NyHKTax 4 - 7 yacTu 3 cTtatbym 18 HacToAwero ®eaepanbHOro 3akoHa.

4. B TeyeHue NATU pabounx gHeln co AHA NPUHATUA 3asBJEHNA O BKOYEHMM YKa3aHHOM B Yactu 1
HacToAwen cTaTbn ¢apMaueBTUYECKOW CyOCTaHUMM B TFOCYAAPCTBEHHbIN peecTp JIeKapCTBEHHbIX
CPeACTB M OOKYMEHTOB, MEPEUYUC/IEHHbIX B 4YacT 1 M nyHKTe 2 4yacTu 3 HacToAWeEelh CcTaTby,
YNO/THOMOYEHHbIV deaepasibHblii OpraH UCMOJIHUTE/IbHOM BAACTHU:

1) npoBoAWUT NpOBepKy MOAHOTbI AaHHbIX, COAEPKALMXCA B NpPeACTaB/IEHHbIX 3aaBUTENIEM
OOKYMEHTaXx;

2) NpUHUMAET peLleHMe O HanpPaBAEHWU B IKCMEPTHOE y4YperkAeHMe 3afaHua Ha nposedeHue
3KCMepPTU3bl KaYecTBa YKa3aHHOM B YacTu 1 HacToAwel cTaTbu dapmaueBTUYeCcKol cybcTaHumm unm ob
OTKa3e B TaKOM Hanpas/eHuu;

3) yBegomnsieT B NMMCbMEHHOW dopme 3asBUTENSA O NMPUHATOM PELIEHUU UM B CAyYyae OTKasa C
YKa3aHMeM NPUYMH TaKOro OTKasa.

5. OcHoBaHMeM AnA OTKa3a B HANpPaB/IEHUWN B IKCMEPTHOE yYperKAeHMe 3a4aHNA Ha NPoBeaeHNe
3KCNepTM3bl KayecTBa YyKasaHHOMW B 4actM 1 Hactoswen cratbM dapmaueBTUYEeCKoM cybCcTaHumm
ABNSETCA HenpeacTaB/ieHUe AOKYMEHTOB, MEPEUYMC/IEHHbIX B YacTM 2 M NyHKTe 2 4YacTu 3 HacToAleln
CTaTbu.

6. B TeyeHne naTHaguatTM paboumx OHEN CO AHA NOJyYEeHWUs pPeLleHUs YNOJIHOMOYEHHOro
denepanbHOro opraHa UCNOJIHUTENIbHOW BAACTU O HanpaB/EHUN B SKCMEPTHOE yUYpeKAEHWNE 334aHNA Ha
npoBeAeHMe 3KCMepTU3bl KayecTBa YKasaHHOMW B 4actM 1 Hactoawen ctaten dapmaueBTUYECKOM
cybcTaHUMM 3aABUTENb NPEACTABAAET B SKCNEPTHOE yUperKAeHWe ANA NPOBEAEHNA AaHHOM 3KCNepTU3bl
0bpasupl dapmaueBTMYEeCKOM CybCcTaHUMM B KOJIMYECTBE, HeobXxoAuMMOM AnA BOCMPOU3BEAEHUA
MEeTOA0B KOHTPO/IS KAaYecTBa. DKCMEePTHOE yupexaeHne npu noayvyeHnn obpasLos yKasaHHOM B Yactu 1
HacToAwWen cTaTbM PpapmaLLeBTUYECKON CybCTaHUMKM BblAaeT 3asBUTEN0 AOKYMEHT, NOoATBEPKAAOWMNI
nonyyeHne 3TUX 0OpPasLOB, M B CPOK, He nNpeBblWaloWUii Tpex paboumx aHeNn, yBegoOMANseT B
nUMcbMeHHoOM popme 06 3TOM YNOJHOMOYEHHbIM deaepanbHbliA OpraH UCNONHUTENbHOM BAacTU. ITu
CPOKM He BK/KYAOTCA B CPOK NPOBeAEHUNA AaHHOMN 3KCNepTU3bI.

7. JOKyMeHTbl, NOCTYNMBLUNE B IKCNEPTHOE YyYpPErKAEHUE ANA NPOBEAEHUA IKCNEPTMU3bI KayecTBa
YyKasaHHOMW B 4yacTM 1 HacToswen cTaTbU dapmaueBTUYECKoM cybCTaHuMM, NnoanexaT BO3BpaTy B
YNONHOMOYEHHbIN peaepasnbHblit OpraH UCNOAHUTENIbHON BAACTU O4HOBPEMEHHO C 3aKAOYEHUAMMU MO
pesy/ibTaTam NPoBeAEHHOM 3KCNEePTU3bl.

8. B cpoK, He npesblWwalowWmin NaTM paboumx AHen co AHA NONYYEHUA 3aKAHOUYEHUA KOMUCCUU
3KCNepToB MO pe3y/bTaTaM 3KCMEepTU3bl KayecTBa YKasaHHOM B 4YacTM 1 HacToAlWwen cTaTbu
dapmaueBTMHECKOM cybCcTaHLMKM, YNOJTHOMOYEHHbIN peaepanbHbii OpraH UCMOAHUTENIbHOM BNACTU:

1) ocyulecTBAAET OLLEHKY TaKOro 3aK/0UYEeHUs ANA OnpefeNeHus ero COOTBETCTBMA 3aJaHUI0 Ha
nposeaeHMe AaHHOM 3KCNepTU3bI;

2) npuMHMMaeT pelleHMe O BKAYEHUM YKa3aHHOM B 4YacTh 1 HacToAlel CcTaTbM
dapmaLeBTMUYECKOWN CYyBCTaHLMWN B rOCYAapCTBEHHbINA PEECTp NIEKAaPCTBEHHbIX CPEACTB UK pelueHne 06
OTKa3e B TaKOM BKOYEHUU;

3) BHOCUT NpPU NPUHATUN PeLleHMA O BK/IOYEHMM YKa3aHHOM B 4YacTu 1 HacTosAwen craTbk
dapmaLeBTMYECKON  Cyb6CTaHUMWM B TOCYAAPCTBEHHbIA  peecTp  /JIEKAapCTBEHHbIX  CPeacTB
npeaycMoTPeHHYo NyHKTomM 2 Yyactn 1 ctaTbu 33 Hactoswero ®enepanbHOro 3akoHa MHGOPMALLUIO U
yBegomnsaeT 06 3Tom B NUCbMEHHOM popme 3anaBUTENSA.



Cratba 35. [loBTOpHOE MpeAcTaBAEHME JIeKApCTBEHHOro npenapaTa, He npouwejlero
rocyAapCTBEHHOW perncrpaumMmM NeKapcTBEHHbIX NpenapaToB, Ha rOCYAapPCTBEHHY perncTpaumio
NleKapcTBEHHbIX NpenapaTos

MoBTOpHOE nNpeAacTaB/ieHWe B COOTBETCTBYIOWMIM YNOJHOMOYEHHbIM deaepanbHblii  opraH
NCMNONHUTENBHOW BNACTU NEeKapCTBEHHOMO Npenaparta, He NpolweAllero rocyaapcTBeHHoM pernctpaumnm
NeKapcTBeHHbIX MpenapatoB WAM MOJYYMBLUErO OTKa3 B YKa3aHHOW perncTpaumm M BnoCAeacTBUM
noAseprweroca M3MeHEeHMI0 B 4YaCTM €ero cocCTaBa, PacCMaTpMBaeTCA Kak npeacTaBleHWMe HOBOro
NleKapCcTBEHHOrO npenapaTa Ha ero rocyAapCTBEHHYI0 PEerMcTpauuio He3aBUCMMO OT COXPaHEHWUA ero
NepBUYHOIO HAMMEHOBAHMUS.

Ctatba 36. O6xanoBaHue peweHWs 0O OTKase B Bblgaye paspeleHus Ha npoBeaeHue
KAMHUYECKUX UCCNeLOBAHUI IeKapCTBEHHOIO npenapaTta Uau pewweHua ob oTKase B rocy4apCTBEHHOM
perncrpaunun NeKapcTBeHHOro npenapaTta

PelleHne cOOTBETCTBYIOLLENO YNOJHOMOYEHHOTO denepasbHOro opraHa UCNOHUTE/IbHOW BAACTU
06 OTKase B Bblgaye paspelleHnsa Ha MnpoBeAeHUE KANMHUYECKUX WCCNeAOoBaHWUWA NeKapCTBEHHOTO
npenapata MAu peweHue o6 OTKase B roCyLapCTBEHHOW pPernctpauMyM NeKapcTBEHHOro npenapata
MOXeET bbITb 06KanoBaHO B NopsAAKe, yCTAaHOB/IEHHOM 3aKOHOAaTeibcTBOM Poccuiickoin Peaepaumn.

Cratba 37. WHbopmaumsa, cCBA3AHHAA C OCYLLECTB/IEHWEM [OCYAAPCTBEHHOM perucTpauumn
NeKapcTBEHHbIX NpenapaTtoB, MHPOPMaUMA O 3aPErmcTPUPOBAHHBLIX JIEKAPCTBEHHbLIX MpenapaTtax M
NeKapCTBEHHbIX NpenapaTtax, MCKAOYEHHbIX M3 rOCYAapCTBEHHOrO PeecTpa IeKapcTBEHHbIX CPeacTB

1. CoOTBETCTBYIOWMIN YNOAHOMOYEHHbIN deaepanbHblii  OpraH WCMOAHUTENbHON  BNACTU
pasmellaetr Ha cBoem oduumanbHom caikte B cetu "WHTepHeT" uWHPopmaumio, CBS3aHHYHO C
OCYLLECTB/IEHWEM TOCYAAPCTBEHHON PErucTpaumMm NEeKapCTBEHHbIX MNpPenapaTtoB, B TOM 4ucae
NpoBeAEeHMEM  3IKCNEepTU3bl JIEKAPCTBEHHbIX CPeAcTB, WHPOPMAUMIO O  33aPErucTPUMpPOBaAHHbIX
NIeKapPCTBEHHbIX MpenapaTax W JIeKAapCTBEHHbIX MpenapaTaX, WCKAYEHHbIX M3 FOCYAapCTBEHHOTO
peecTpa JIeKapCTBEHHbIX CPeACTB, He Mo3gHee yemM 4yepes3 NATb paboumx AHEW CO AHA MONyYeHUs
COOTBETCTBYIOLLMM YMNOJIHOMOYEHHBIM defepanbHbIM OPraHOM UCNONHUTENIbHOW BNAACTU 3asiBAIEHUA O
rocy4apCcTBEHHOM pPerucTpaLmMm 1eKapcTBEHHOro npenaparTa.

2. CpoKM M MOPAAOK pasMelleHUA YKasaHHoM B 4acTu 1 HacToAwen craTb WHOPMaUUM
YCTaHaBAMBAOTCA YNONHOMOYEHHbIM deaepasibHbIM OPraHOM UCNONHUTENIbHOW BNACTH.

nasa 7. KTIMHUYECKUE UCCNIEOQOBAHUA NEKAPCTBEHHDbIX
NPENAPATOB A/19 MEAULUUHCKOIo NnPUMEHEHNA, 4OroBOP
Ob UX NMPOBEAEHUN, MPABA NALUUEHTOB, YHACTBYIOLLUX
B 3TUX UCCNEOOBAHUNAX

Cratba 38. KnuHuyeckne wuccnenosaHuA NNIEKAPCTBEHHbLIX MNpenapartos Ana megunumnHCKoro
npumMmeHeHunA

1. KnMHuyeckne mccneoBaHUs IeKAaPCTBEHHbIX NPenapaToB A MEAULMHCKOTO NPUMEHEHUA, B
TOM YMC/Ie MeXAYHapOoaHbleE MHOMOLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErNCTPALLMOHHbIE, MPOBOSATCA
ANA TOCYAAPCTBEHHOM PErucTpaLMmM IeKapCTBEHHbIX NMPenapaToB U MHOMO MpeAHasHayeHus B OAHOM
NN HECKOJIbKUX MEAMLMHCKMX OPraHM3aumax B COOTBETCTBUM C NPaBMAAMU KAUHUYECKOW MPaKTUKMK,
YTBEPXAEHHbBIMMU YNOAHOMOYEHHbIM peaepanbHbiM OPraHOM UCMOHUTENbHOMN BAACTWU, COOTBETCTBEHHO
B CNeAyoWnX Lensx:

1) yctaHoBneHMe 6e30MacHOCTU NIEKAPCTBEHHbIX NpenapaTtoB A8 340POBbIX A06POBOALLEB U
(nnn) nepeHocMmoOCTM KX 340pOBbIMM A06POBO/MbLAMM, 33 MCKAOYEHMEM TaKUX MCCAeO0BaHMUM
NeKapcTBEHHbIX NpenapaTos, NPoun3BeAeHHbIX 3a Npeaenamu Poccuiickoint Peaepauuuy;

2) noabop ONTMMaNbHbIX [AO3MPOBOK JIEKAPCTBEHHOro npenapaTa W Kypca JiedeHus AnA
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NauMeHToB C onpegeneHHbiMm 3aboneBaHMeEM, ONTMMabHbIX [03 W CXEM  BaKUMHALMM
MMMYHOBMONOTMYECKMMM IEKAPCTBEHHBIMW NpenapaTamm 340P0BbIX 4O0OPOBO/bLEB;

3) ycTaHoBneHWe 6e30MacHOCTM /IeKAPCTBEHHOro npenapata M ero 3dpeKTMBHOCTM AOAA
nauneHToB C onpeaeneHHbIM 3aboneBaHueEM, npodunakTn4eckomn appeKkTUBHOCTM
MMMYHOBMONOTMYECKUX SIEKAPCTBEHHbIX MPENapaToB 4/1a 340P0BbIX 40O6POBObLEB;

4) uW3yyeHMEe BO3MOMKHOCTM pPaACLWUMPEHMA MOKA3aHWN ANA MEOUUMHCKOTO MPUMEHEHMA U
BbIAB/IEHNS paHee Heu3BECTHbIX MOOOYHbIX AENCTBUMIA  33aPErMcCTPUPOBAHHBIX  JIEKAPCTBEHHbIX
npenaparos.

2. B OTHOWeEHMM BOCMNPOU3BEAEHHbIX JIEKAPCTBEHHbIX MpenapaToB AAd  MegULMHCKOro
NPUMEHeHMA  MNPOBOAATCA  UCCNef0BaHUA  OMOSKBMBANEHTHOCTM WM (MAKM)  TepaneBTUYECKOM
SKBMBANIEHTHOCTM B MOpPAAKE, YCTAHOBNIEHHOM  YMNOJIHOMOYEHHbIM  deAepanbHbIM  OpPraHoOM
NCNONIHUTENbHOM BNACTU.

3. OpraHusauuioo NpoBeAeHUA KANHUYECKUX WCCAefOBaHUIA NEeKapCTBEHHOro npenapaTta A4na
MeANLMHCKOro NPMMEHEHMUA BrpaBe OCyLLEeCTBAATD:

1) pa3paboTumK NeKapcTBEHHOro Npenaparta UAn YyNnoJHOMOYEHHOE UM INLLO;

2) obpasoBaTesbHble OpraHM3auMM BbiCLIEro 06pa3oBaHMA, OpPraHU3aLMuM AOMNOJHUTENLHOTO
npodeccmoHanbHoro obpasoBaHus;

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

3) Hay4yHO-UCCNef0BaTeIbCKME OpraHn3aL K.

4. KNMHMYeCcKue UCCnefoBaHUA JIEKAPCTBEHHbIX NpPenapaToB ANA MeAMLMHCKOTo NMpUMeHeHUs
NpoBOAATCA B MOPAAKE, YCTAaHOBAEHHOM CTaTbAMM 20 - 22 HacTtoawero PepepanbHOro 3aKoHa, Ha
OCHOBAHWUWM paspelleHMa Ha NPOBeAEHME KAMHUYECKOTO UCC/ef0BaHUA /IeKAapCTBEHHOrO npenapaTa,
BbI4AHHOIO YNO/JIHOMOYEHHbIM eaepasnbHbIM OPraHOM WCMNOJIHUTENbHOW BAACTU, B COOTBETCTBUM C
LUensamM, YKasaHHbIMM B 4YacTM 1 HacTosiwel CTaTbM. YNONHOMOYEHHbIN deaepanbHblii opraH
WCNONHUTENbHOM BNACTM BeAET PeecTp BblAAHHbIX pPa3peLleHnit Ha npoBeAeHME KAMHUYECKMX
NcCNneaoBaHU IEKAPCTBEHHbIX MPEnapaTos, COAEPXKALLMIM YKa3aHWe Ha MX Lelb WAW uenun, B
YCTaHOB/IEHHOM 3TUM OPraHOM NOPAAKe.

5. B cnyyae ocywectBneHWA TOCYfapCTBEHHOM pernctpaumm IeKapCcTBEHHOrO npenapaTa
rocyapcTBeHHAA NOLWJ/IMHA 33 NPOBEAEHME SKCNEPTU3bl AOKYMEHTOB A/1A MOJyYEHMA PaspeLleHnit Ha
nposeAeHMe KANMHUYECKUX UCCef0BaHUI NeKapCTBEHHOMO NpenapaTta 418 MeANLUHCKOTO NPUMEHEHUA
M 3TMYECKOM 3IKCMepTU3bl Npu O0OpalLleHUMM 3a roCyAapCTBEHHOW perucTpaumnert JieKapCTBEHHOIo
npenapata B COOTBETCTBUM C LENbI0 UAW LEeNsaMM, YKasaHHbIMM B 4YacTM 1 HacToAleNn CTaTbM,
yniaunsBaeTca 04HOKPATHO.

6. K opraHusaumm nposeaeHus KAMHUYECKUX WUCCNEeA0BaHWA NEeKapCTBEHHOro npenapaTta ans
MEAMUMHCKOTO MPUMEHEHUs Pa3paboTYMKOM JIEKAPCTBEHHOrO npenapaTta  MOryT MpuB/AeKaTbCs
lopugmyeckme vua  Nobo  OpraHM3auMoHHO-NPaBoBOM GOpMbl  MNpu  ycnoBuM obecrnevyeHus
COOTBETCTBUSA 3TUX UCCNeA0BaHNIA TpeboBaHUAM HacTosAwero PeaepanbHOro 3aKoHa.

7. KnnMHW4Yeckne mnccnegoBaHMa NEKAPCTBEHHbIX MPENapaToB 418 MEeAUUMHCKOTO NMpUMeHeHUs
NPOBOAATCA B MEAMUMHCKMX OPraHM3aumax, akKpeaUTOBAHHbLIX YMOJHOMOYEHHbIM deaepanbHbim
OpraHOM WCMNONIHUTENbHOM BAACTM B NOPSAKe, YCTaHOBAeHHOM [paBUTENbCTBOM  PoCCUMCKOW
depepauum.

8. [lepeyeHb MEAMUMHCKMX OpPraHM3auuMii, WMMEKLMX MPaBo MNPOBOAUTL  KAMHUYECKME
nccneoBaHMA NIEKAPCTBEHHbIX NPenapaTtos ANs MeAMUMHCKOrO NPUMEHEHWMA, U peecTp BblAaHHbIX
paspeleHnii  Ha npoBefeHWe  KJAMHUYECKUX  WUCCNef0BAaHWA  NIeKApCTBEHHbIX  MpenapaTtoB
ony6/MKOBBLIBAIOTCA W Pa3MeLLAtOTCA YNOJHOMOYEHHbIM defepanbHbiM OPraHOM MCMNOAHUTENbHOW
BN1ACTU B YCTAHOB/IEHHOM MM NopsgKe Ha cBoeM oduumManbHOM canTe B ceTn "UHTepHeT".

Cratba 39. MexayHapo4HOe MHOroueHTPOBOE K/IMHUYEeCKoe ucCaefoBaHWe 1eKapCTBEHHOro
npenapaTta 41a MeAULMHCKOTO MPUMEHEHUA UAWN MOCTPErMCTPALMOHHOE KAUMHUYECKOEe UCCnenoBaHue
JIeKapCcTBEHHOTO npenapaTta 418 MeANUMHCKOrO NPUMeHeHNA

1. MexayHapogHoe MHOTOLLEHTPOBOE KAMHMYECKOe UCC/ef0BaHMe NeKapCTBEHHOro npenapaTta
ana MmeanumHCKOro npumeHeHmA Ha Tepputopumn Poccuiickoi dDep,epau,MM M NOoCTperncTtpaunoHHoe
KIMHN4YeCKoe nccnegoBaHmne N1e€KapCTtBeHHOro npenaparta ana meanumHCKOro npumeHeHmnA nposoanTcA
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Ha OCHOBaHWM paspelleHns Ha NpoBedeHMe KIMHNYECKOro UCcCaea0BaHMA NeKapCTBEHHOrO Npenapara,
BblJ@HHOrO YMOJIHOMOYEHHbIM ¢deaepasibHbiM OpPraHOM MCNOAHUTE/IbHOM BacTM MO pe3y/bTaTam
3KCNEepPTU3bl  AOKYMEHTOB, HeObBXoAMMbIX A1Aa  MOJyYEeHUA  paspelleHuMA Ha npoBedeHue
ME¥KAYHAPOAHOr0 MHOTOLEHTPOBOr0 KAMHMUYECKOrO WUCC/eloBaHUA JIeKapCTBEHHOro npenapaTta Mau
NOCTPErncTpaLMoOHHOrO KAUMHUYECKOTO UCCNeA0BaHUA /IeKapCTBEHHOro npenapata, W 3TUYECKOM
3KCNepTU3bl.

2. [Ons nonydYeHus paspelleHus Ha MpoBeAeHMe MeXKAyHapoAHOro MHOroLEeHTPOBOro
KNMHUUYECKOTO WCCNe0BaHUA JIeKAapCTBEHHOrO npenapaTta Afa MeAMUMHCKOTO MPUMEHEHUA WK
NOCTPErncTpaLMoHHOrO KAMHMYECKOTO UCCNel0BAHUA JIEKAPCTBEHHOMO NpenapaTta Ans mMeauUMHCKOro
NPUMEHEHNA B YMNOJHOMOYEHHbIN deaepanbHblii  OpraH UCMNONHUTENbHOM B/acTM  3asaBUTESb
npeacrasnseT:

1) 3asBneHWEe O Bblgaye paspelleHnss Ha NpoBeAeHMEe MEXKAYHAPOAHOro MHOMOLEHTPOBOro
KNAMHMYECKOTO WCCNeAOBaHUA JIEKApPCTBEHHOrO Mpenapata Aaa MeaMUMHCKOTo MNpUMEHEHUA UK
NOCTPErncTpaLMoHHOrO KAMHMYECKOTO UCCeA0BaHUA IEKAPCTBEHHOMO NpenapaTta a8 mMeauuMHCKOro
npUMeHeHus;

2) AOKYMEHT, NoATBEPXAAOWMUIA yNaaTy rocyAapCcTBEHHON NOLWAUHBI 33 BblAady paspeweHrsa Ha
NnpoBeLeHME MENKAYHAPOAHOr0O MHOTOLEHTPOBOro K/AMHMYECKOrO WCC/eLO0BaHUS NEeKapCTBEHHOro
npenapaTta 418 MeAUUUHCKOTO NMPUMEHEHUSA UAM FoCyAapCTBEHHOM NOLW/IMHbI 3@ BblAadvy paspelleHus
Ha NpoBeAeHMe NOCTPErncTPaLMoOHHOTO KIMHUYECKOro UCCef0BaHNA IeKapCTBEHHOTO npenapaTa gas
MeAULMHCKOro NPUMEHEHMUS;

3) oTYeT O AOKAMHUYECKUX UCCNeAO0BaHUAX NEeKapCTBEHHOro CPeAcTBa U OTYET O NMPOBEAEHHbIX
paHee KAMHUYECKUX UCCNeN0BaHUAX IEKAPCTBEHHOrO NpenapaTa A1a MeANUUHCKOro NpuMeHeHua (npu
HanMuum);

4) nNPOEKT nNpPOTOKONA KAMHMYECKOrO WCCNeoBaHWA 1IeKapCTBEHHOro npenapata Ans
MeAULMHCKOro NPUMEHEeHUs;

5) 6powtopy uccnegosartens;

6) WHDOPMALMOHHBLIA /NINCTOK MalUMeHTa, Y4YacTBYIOWLIErO B KAMHUYECKUX UCCNedoBaHUAX
JIeKapCTBEHHOro NpenapaTta Aas8 MeAnLMHCKOTO NPUMEHEHUS;

7) cBegeHuns ob onbiTe paboTbl MccnegoBaTeNe NO COOTBETCTBYHOLWMM CNELMANbHOCTAM U UX
onbiTe paboTbl N0 NPOBEAEHUIO KIMHUYECKUX UCCe0BaHN;

7.1) cBefeHUs O MeAMUMHCKMX OpraHusauusax, B KOTOPbIX MpegnosiaraeTcs npoBeaeHue
KJIMHNUYECKOTrO UCCNef0BaHNA IeKapCcTBEHHOro npenaparta A4ns MeAMUMHCKOro npumeHeHua (nosiHoe U
COKpallleHHOe HauMMEeHOBaHWA, OpraHM3auMOHHO-NPaBoBas ¢GoOpMa, MECTO HAXOXAEHUA WU  MecTo
OCyLLEecTB/eHMA AaeaTenbHocTU, TenedoH, Tenedakc, agpec 3NEKTPOHHOW MNoyTbl MeAULNHCKOM
opraHusauun);

(n. 7.1 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

7.2) npegnonaraemble CPOKM NPOBEAEHUS KJAMHMYECKOrO MCCNefoBaHMA NeKapCTBEHHOro
npenaparta 414 MmeguMUnMHCKOro NpUMeHeHus;

(n. 7.2 BBegeH ®epepanbHbim 3akoHom oT 11.10.2010 N 271-93)

8) Konuio goroBopa 06A3aTeNbHOMO CTPaxoBaHMA, 3aK/OYEHHOTO B COOTBETCTBUM C TUMOBbLIMMU
npasunamm o0653aTeNlbHOr0 CTPaxoBaHMA, C YKasaHMem npeaesibHo UYMCAEHHOCTM MaLMeHTOB,
YUYaCTBYIOWMX B KAMHUYECKOM WCCNEAOBaHUM /NIEeKapCTBEHHOro npenapata Ans  MeauLMHCKOro
NPUMeHeHus;

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

9) MHbopmMaLMIO O COCTaBe JIeKapCTBEHHOro Mpenapata AA MNoJyYeHUA paspelleHua Ha
NpoBefleHUE MENKAYHAPOAHOr0 MHOMOUEHTPOBOro K/JAWMHMYECKOrO WCC/eloBaHUA NeKapCTBEHHOro
npenapara aaa meaMUnMHCKOro NpUMeHeHUs;

10) [OKYMEHT, COCTaB/NEHHbIA NPOU3BOAUTENEM NEKAPCTBEHHOro Mnpenapata U coaeprkallini
nokasaTenu (XapakTepUCTUKM) JEKApPCTBEHHOro npenapaTta, NPOW3BeAeHHOro [Ana NpoBeAeHUn
KAMHUYECKUX UCC/Ief0BaHNN.

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

3. B cpoK, He npeBblWaloWmii NATM pabounx gHEN co AHA NPUHATUA YKa3aHHOro B NyHKTe 1 yactu
2 HacTosALElN CTaTbM 3aABIEHUS U HEOOXOANUMbIX AOKYMEHTOB, YNOJHOMOYEHHbIM deaepanbHbli opraH
NCNOJIHUTENbHOWN BNACTH:
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1) npoBOAMT NPOBEPKY MONHOTbI U LOCTOBEPHOCTM CBEAEHWUMI, COAEPHKALUMXCA B NPeSCTaBAEHHbIX
3anABuTENEM JOKYMEHTAX;

2) NPUHUMAET peLleHne 0 NPOBEAEHMM IKCNEPTU3bI LOKYMEHTOB A/1A NOJIyYEeHUS paspelleHns Ha
NpoBeAEHME MEXAYHAPOAHOrO MHOIOLEHTPOBOIO KJ/AMHUYECKOrO WCCNeA0BAaHUA JIEKAPCTBEHHOIO
npenaparta 4na MeAULMHCKOrO NPUMEHEHUSA WAW MOCTPErUCTPALLMOHHOIO KIMHUYECKOTO UCC/Ief0BaHNA
JIeKapCTBEHHOIO NpenapaTta 418 MeAULMHCKOro NPUMEHEHUS U STUYECKOM 3KcnepTusbl 6o 06 oTKase
B NPOBEAEHMM YKA3aHHbIX 3KCNEepTUs;

3) yBegomnneT B NUCbMeHHOW dopme 3aaBUTENA O MPUHATOM pPeLeHUN UAN B CayYae NPUHATUA
peleHuns 06 0TKase € yKasaHMeM NPUYMH TaKOro OTKasa.

4. OcHOBaHWeM ANsA 0TKa3a B MPOBEAEHMM IKCNEPTU3bI LOKYMEHTOB AJ1A NOJIyYEHMA paspeLleHns
Ha npoBefeHWe MeXAYHapPOLHOr0 MHOFOLEHTPOBOIO KAMHUYECKOTO WCCNef0BAaHWUA NEKAPCTBEHHOTO
npenapaTta 4NAa MeAULMHCKOrO MPUMEHEHUA UAU NOCTPErNCTPALMOHHOIO KIMHUYECKOTO UCCe0BaHNA
NIeKapCTBEHHOrO npenapata AAA MeAULMHCKOTO MPUMEHEHMA UM STUYECKOW 3SKcnepTusbl ABAAETCA
npeAcTaBAeHNEe AOKYMEHTOB, NMPeAyCMOTPEHHbIX YacTbio 2 HACTOALLEN CTaTbM, B HEMOAHOM obbeme
nnMbo oTCyTCTBME B NpeAcTaBAEHHbIX JOKYMEHTAX MCYEPMbIBAlOLLEro nepeyHa HeobxoaumMbIx CBeAEeHWU
AN NHGOPMALLMK, KOTOPbIE AOMKHbI ObITb OTPaXKEHbI B HUX.

5. TposepeHne 3KcnepTusbl AOKYMEHTOB ANA MOJIyYEHUA paspelleHus Ha nposeneHue
MeXAYHapOAHOIO MHOFOLLEHTPOBOMO K/IMHMYECKOTO MUCCAef0BaHMA NIeKapCTBEHHOroO npenapaTta Ans
MEOULMHCKOTO  NPUMEHEHWS  WMAW  MOCTPErnmcTPaLMOHHOIO  K/JAMHMYECKOrOo  MCCAefoBaHUS
JIeKapCTBEHHOrO npenapata Aana MeaMUMHCKOTO MPUMEHEHUA WM 3TMYECKOM 3KCNepTusbl M Bblgada
paspeleHna Ha NpoBeAeHWE MENKAYHAPOLHOTO MHOFOLLEHTPOBOMO K/AMHUYECKOTNO MUCCeA0BaHUS
NIeKapCTBEHHOrO  npenapaTta ANa  MEeSMULMHCKOTO  MNPUMEHEHUA  MAM  NOCTPErUCTPALMOHHOIO
KIMHUYECKOTO  WUCCNefoBaHMA  JIEKApPCTBEHHOrO npenapata A4  MeAMUMHCKOrO  MPUMEHEHUS
OCYLLECTBAAIOTCA B MOPAAKE, YCTAHOBAEHHOM CTaTbAMM 20 - 22 HacToswero ®esepanbHOro 3aKoHa.

6. PeweHna o6 oTKase B NPOBELEHUM IKCNEPTU3bl AOKYMEHTOB A/1A NONYYEHMA Pa3peLleHna Ha
NpoBeAEHME MEXAYHAPOAHOrO MHOIOLEHTPOBOIO KAMHUYECKOrO WCCNEA0BAHUA IEKAPCTBEHHOIO
npenapaTta 4na MeAULMHCKOrO NPUMEHEHUA MAW NOCTPErNCTPALMOHHOIO KIMHUYECKOTO UCCNef0BaHNUA
NIeKapCTBEHHOrO Npenapata Ana MeAMUMHCKOro NPUMEHEHUA M 3TUYECKOM 3KCNepTusbl U B Bblaaye
paspeleHna Ha npoBefeHWE MEKAYHAPOLHOTO MHOFOLLEHTPOBOMO KJ/AMHUYECKOTO MUCCAef0BaHUSA
NIeKApCTBEHHOrO  npenapaTta ANa  MEeOMULMHCKOTO  MPUMEHEHUA  MAM  NOCTPErUCTPaALUOHHOIO
KNAMHUYECKOTO UCCNe0BAHNA NEKAPCTBEHHOIO NpenapaTta g8 MeAMUMHCKOro NpUMeHeHUsA MoryT BbiTb
06’KkanoBaHbl B NOpPAAKE, YCTAHOBAEHHOM 3aKOHOAATENLCTBOM Poccuiickon ®eaepaumu.

Cratba 40. T[poBeaeHWe KAWMHUYECKOrO UCCNEeAO0BAaHMA JIEKApPCTBEHHOrO npenapata  AnA
MeaMLMHCKOro NpuMmeHeHns

1. PykoBoauTeNb MeAMLMHCKOW OpraHu3auMu, Kotopasa NpPoBOAMT KAMHUYECKOoe MccneaoBaHue
NeKapcTBEHHOrO npenapata A1  MeAMUMHCKOrO  MPUMEHEHWA, HasHayaeT uccnenoBaTtens,
OTBETCTBEHHOrO 33 MPOBEAEHME TaKOro MCCNEAOBaHMA M MMEILWero sedyebHylo cneumanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY K/AMHUYECKOMY WCCef0BaHMIO J/IeKApCTBEHHOro mnpenaparta, co
CTaXkem paboTbl NO MPOrpamMmmam KAMHUYECKMX UCCNeL0BaHWUIA NEKAPCTBEHHbIX NpenapaToB He MeHee
yeM nATb JIeT U MO €ero NpeasioKEeHUIo Ha3HayaeT couccedoBaTene M3 4yucna Bpayei 3Toi
MeAMULMHCKOW OpraHM3aLmu.

2. UccnepoBatenb ocylectsiseT BbIOOp NaLMEHTOB, KOTOPblE MO MEAWUMHCKUM MOKa3aHWUAM
MOTYT 6bITb MPUB/IEYEHBI K YYacTUIO B KJAMHUYECKOM MCCEA0BaHUM JIEKApPCTBEHHOMO MnpenapaTta g/
MeLMULMHCKOTO MPUMEHEHMUS.

3. MWccneposatenb M couccnenoBatenm  OO/KHbl  ObiTb  O3HAKOMJIEHbI C  pe3y/ibTaTamu
AOK/IMHUYECKOrO  UCCNeA0OBaHWA  JIEKapCTBEHHOrO  CPeAcTBa, CoAepsKalumuca B Bpouiope
nccnenoBaTtens, NPOEKTOM NPOTOKO/a KAMHUYECKOro MCCiea0BaHWUA JIeKapCTBEHHOro npenapara Ans
MeAMLMHCKOro NpMMeHeHus, paspaboTaHHbiM pa3paboTUMKOM NeKapCTBEHHOMO NpenapaTa UaN MHbIM
IOPUANYECKMM /IMLOM, MPUBAEKAEMbIM K OPraHM3aumm NpoBeAeHUA KAMHWYECKOro WUccaeaoBaHUA
NeKapcTBEHHOrO npenapata 408 MeAMUMHCKOTO MPUMEHEHMA, W APYTMMU  MaTepuanamu TaKoro
nccnenoBaHuA.

3.1. PykoBoauTeNb MEANUMHCKOM OpraHM3auumn B CPOK, He NpeBblluatowmii Tpex paboumnx gHen co



[AHS Hayana npoBeAeHUsA KIMHUYECKOTO UCCNel0BaHNA IeKapCTBEHHOTO npenapaTta A8 MeauLMHCKOro
npMmeHeHus, coobliaetr 06 3Tom B YNOSHOMOYEHHbIN defepanbHblit OpraH UCNOJIHUTENbHOM BNACTK,
BblAaBLUMNI pa3pelleHne Ha NpoBeaeHMe TaKkoro nccieaoBaHus, No yCTaHOBAEHHOW UM dopme.

(4acTb 3.1 BBeaeHa PeaepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-03)

4. OpraHu3auuMKn, OCYLLECTBAAIOLIME OpPraHM3auMio NPOBEAEHUA KAWMHMYECKOrO WUCCNeAO0BaHUSA
JIeKapCTBEHHOro npenapata An8 MeAMUMHCKOrO MNPUMEHEHUA W YKalaHHble B 4acTu 3 ctatbu 38
HacToswero ®enepanbHOro 3akoHa, B C/lyyae HeobXOAMMOCTUM BHECEHWS U3MEHEHMUI B MPOTOKON
KNMHUYECKOrO UCCNe0BaHMA IeKapCTBEHHOTO npenapaTta A1a MeAMUMHCKOro NpumMmeHeHma coobuwatoT
06 3TOM B YyNONHOMOYEHHbIN deaepanbHbl opraH UCNOAHUTENbLHOW BACTUM, BbliAABLUMIA pa3pelleHue
Ha NpoBefeHNE TaKOro UCCNe0BaHUSA, NO YCTaHOBAEHHOM UM dopme.

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

4.1. ®opma coobLeHNs O BHECEHUM WM3MEHEHMK B MNPOTOKON KAMHUYECKOro WUCCAedoBaHWUSA
JIeKapCTBEHHOIO npenapata Aaa MeULMHCKOrO MNPUMEHEHUs [OJIKHA COoAepyKaTb cheayoume
cBefeHus:

1) HameHoBaHWe, NAEHTUPUKALMOHHBIM HOMEP M 4aTa NPOTOKO/1a KIMHUYECKOTO UCCNeA0BaHuUA;

2) naTa BHECEHUS U3MEHEHMUI B NPOTOKO KAMHUYECKOTO UCC/IeA0BaHNs;

3) HaMMeHOBaHMe Y MECTO HaX0XKAeHWA 3aABUTENS;

4) HaMmeHOBaHMe opraHM3aLuMu, NpUBAEYEHHON Pa3pPaboTYMKOM NIeKapCTBEHHOro npenaparta K
opraHM3auumn NpoBeaeHUs KAMHUYECKOro uccnegoBaHma (Npu Hanamumm);

5) HaUMEHOBaHUA U MeCTa HaxOXAEHUA MeOUUMHCKMX OpraHM3aumii, B KOTOPbIX NMPOBOAUTCA
KNMHUYECKOE UCCnenoBaHueE;

6) paTta BblgauM paspelleHns Ha MpPoBeAeHWEe KAMHMYECKOro WUCCIeAOoBaHUA U HOMep 3TOro
paspelueHus;

7) U3MEeHEHMs, BHOCMMbIE B MPOTOKO KIMHNUYECKOTO UCCNeA0BaHMS.

(yacTb 4.1 BBegeHa PenepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

5. B cpoK, He npesbiwatowmii TpuaLatv paboumx gHen co AHA NosyYyeHusa yKasaHHoro B Yactu 4
HaCTOALWEN CTaTbM COOOLLEHUA, YMNOJHOMOYEHHbIA deaepanbHbii OopraH WMCNOAHUTENbHOW BAACTU
paccmaTpuBaeT 3TO COObLLEHNE B YCTAHOBAEHHOM MM MOpPAAKE U MPUHMMAET pPeLleHne O BHECEHUM
N3MEHEHMN B MPOTOKO/1 KAMHUYECKOIO UCC/eA0BaHMA IEKAapPCTBEHHOMO npenapaTa gas MeguuMHCKOro
npUMeHeHna nam ob oTkase BO BHECEHUMN TAaKUX USMEHEHUN.

6. KanHuyeckoe umccnepoBaHMe NeKapCTBEHHOro npenapaTta AnA MeAMUMHCKOro NpUMeHeHUs
MOXeT ObITb MPUOCTAHOBAEHO WM MPEKPALLEHO, €CAn B Mpouecce ero nposefeHuna obHapykeHa
OMACHOCTb AR M3HW, 340POBbA MNAUMEHTOB. B ciyvyae BO3HMKHOBEHMA OMACHOCTU ANA KU3HW,
3/10pOBbA NaLIMEHTA, Y4YacCTBYIOLEro B KAMHUYECKOM WUCCNEeA0BaHUM NEeKapCTBEHHOro npenapata Ans
MeAULMHCKOro NpuUMeHeHus, ucciesosatenn obasaHbl NpoMHpopmMmmnpoBaTb 06 3TOM pyKoBOAUTENS
MeAULMHCKOM OpraHu3aumMnm U  opraHMsauuio, MOJIYYMBLUYIO paspelleHue  YnoJHOMOYEHHOro
desepanbHOro opraHa WCNONHUTENIbHOM BMAcCTU HA OpPraHU3aumMio NpPoBeAEeHUA  KAMHUYECKOro
NUCCNefloBaHUA  JIEKAapPCTBEHHOrO  npenapaTta. PelleHMe O  NPUOCTAHOBAEHUM  KJIMHUYECKOTo
NUCCNelOBaHUA  JIEKApPCTBEHHOrO npenapata Ans  MeAMUMHCKOrO  MPUMEHEHMA  NPUHMMAaoT
pyKoBOoAMTENb MEeAMLMHCKOM opraHMsaumMm u (MnM) opraHusaums, noJjydyMBlUas paspelleHue
YNO/HOMOYEHHOIo ¢enepanbHOro OpraHa MCMOJIHATENbHOM BAcCTM HA OpraHM3auuio NpoBeaeHun
KAMHUYECKOTrO UCC/1ef0BaHMA IEKapCTBEHHOMO NpenapaTa A41a MeguLMHCKOTro NPUMEHEHUs, pelleHne o
NPeKkpaweHNn TaKoro WUCCAefOBaHUA  MNPUHUMAET  YNOJHOMOYEHHbIN  deaepanbHbii  opraH
WUCNOJIHUTENIbHON BNACTM HA OCHOBaHWMM COOOLWEHUA B NUCbMEHHOM ¢opme pyKoBoauTens
MEeOVLMHCKON OpraHusaumMm WAM  OpraHu3aums, MNoAyuMBLIAA paspelleHne YNnoJHOMOYEHHOro
denepanbHOro opraHa WCNONAHUTENIbHOM BAACTM HA OPraHU3auMIo MNPOBEAEHUA  KAMHUYECKOTO
nccaefoBaHUA NEKAPCTBEHHOIO NpenapaTa gas MeguLMHCKOTro MPUMEHEHMA.

7. B cpoK, He npeBblllaloWniA NATU paboumnx AHeN co AHA 3aBeplUeHMs, NPUOCTaHOBIEHUA UM
NPeKpaWeHns KAMHUYECKOrO WUCCNeA0BaHMA JIeKAapCTBEHHOrO nNpenapata And  MeAMUMHCKOro
npumMmeHeHusn, coobleHne o6 3TOM HanpaBAAETCS OpraHM3auusaMM, YKasaHHbIMKM B YacTu 3 cTaTbu 38
HacTosiwero ®esepanbHOro 3aKoHa, B YNOJIHOMOYEHHbIN deaepanbHbii OpraH UCNONHUTENIbHOM BNACTU
Mo ycTaHOBAEHHOM um dopme.

8. ®opma cooblieHMA O 3aBepLlIeHUM, NPUOCTAHOBAEHUN WAWN MPEKPALLEHUN KAMHUYECKOro
nccnefoBaHUA NEKAPCTBEHHOrO NpenapaTta 414 MegULMHCKOro NPUMEHEHMA A0/KHA COAepKaTb:
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1) nudopmaLmio 0 MeAULMHCKOW OpraHM3aLmMm Uan MeauUMHCKUX OpraHn3aumax, NpoBoAUBLINX
AaHHOe uccnenoBaHue;

2) onucaHue JaHHOro UccneaoBaHus;

3) AaHHble uccnegosatens (pamuama, UMa, OTYECTBO, MeCcTo PaboTbl, 3aHMMaeman LOJIKHOCTD,
cneumanbHoCTb, CTax paboTbl MO MpOrpammam  KAMHUYECKMX MUCCeA0BaHUI  IEKAPCTBEHHbIX
npenapaToB, MNepeYyeHb KAMHUYECKUX WCCNeAOoBaHWUI J/IEKAPCTBEHHbIX MNPEnapaToB, B KOTOPbIX OH
NPUHUMAN ydyacTue (nepuoapl y4acTuns) B Ka4ecTBe UCCNen0BaTeNa AN couccaesoBaTens);

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

4) pesynbTaT [a@HHOTO MUCCNefOBaHWA (3aBeplleHue, MPUOCTAaHOBAEHWE WKW MNpeKpaleHune
OAHHOTo UCcCNeaoBaHMA C YKa3aHUEM UX MPUYMH U BAUAHMA HA OLEHKY ero pesy/ibTaToB, 0OLLYO OLEHKY
pUCKa M OXWAAeMoW MNoJib3bl OT NMPUMEHEHUA UCCNeLYEeMOro /IeKapCTBEHHOrO MnpenapaTa, a TaKXKe
npegnoaaraemble ganbHelwmne eicTemsa).

9. YNosHOMOYEHHbIN ¢deaepanbHbli OpraH WUCNOJAHUTENbHOW BAacTM ony6/AMKOBbLIBaeT U
pasmellaeT Ha cBoem oduumanbHom cakte B ceTu "UHTepHeT" coobuweHne O 3aBeplleHuw,
NPUOCTAaHOBNEHUN WAW NpPEeKpPaLLeHUM KAMHUYECKOTO MUCCNef0BaHUA NeKapCTBEHHOro npenapaTta AnA
MeNUNHCKOTO NPUMEHEHMA B CPOK, HEe MPEBbILIAOWMIA NATU paboumx AHEN co AHA ero NnosyyeHus, B
YCTaHOB/IEHHOM UM MOpAAKE.

10. YnonHomoueHHbIN denepanbHblit OpraH MCNOAHUTENbHOM BAACTU OCYLLECTBASET BeAeHue
peectpa MccnenoBaTeneil, NPOBOAALLMX  WAWM  NPOBOAMBLUMX  KJAMHUYECKME  UCCNef0BaHUA
NIeKapCTBEHHbIX NPenapaToB A8 MeAUUMHCKOrO NPUMEHEHUs, B COOTBETCTBUMN C YTBEPKAEHHBIMU UM
npasuMaamm 1 pasmeLlaeT ero Ha ceoem oduumanbHOM caiTe B ceTn "UHTepHeT" B yCTaHOB/NIEHHOM MM
nopagKe. YKasaHHbI peecTp coaepXuT MHPopmMaLMio, NpeaycMOTPEHHYD MNyHKTOM 3 4actn 8
HacTosALLLEeN cTaTbu.

11. OT4yeT 0 pe3synbTaTax K/JAMHWYECKOrO MWCCef0BaHMA NEeKAapCTBEHHOrO npenapata Ans
MeANUMHCKOTO NPUMEHEHMA COCTaBAAETCA OpraHM3aLMen, ykasaHHOM B YacTu 3 cTaTbi 38 HacToAwero
depnepanbHOro 3aKoHa, Ha OCHOBAHMW 3aKIHOYEHUN MEAMUMHCKMX OpraHM3auuii, NPOBOAMBLUMX 3TO
uccnenoBaHve, U NPeacTaBAseTca B YNOJHOMOYEHHbIM deaepanbHblii OpraH UCMONHUTENIbHOM BAACTH,
BblAABLUNI pa3peLleHne Ha NPoBeAEeHNE 3TOrO0 UCCNEA0BAHWMSA, B CPOK, HE MPEBbIAOLWNIN TPEX MeCALEB
CO [OHA €ero 3aBeplUieHWs, MPMOCTAHOBNEHUA WAM TMPEKPaLeHns, B MNOpsAKe, YCTAaHOBJEHHOM
YNOSIHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOHUTENbHOW BAACTU.

12. HapyweHune npaBuA KAMHUYECKOW NPaKTUKK, panbcuduKauma pesynbTaToB KAMHUYECKOrO
nccnefoBaHWA NIEKAPCTBEHHOMO npenapata 4018 MeOUUMHCKOrO MPUMEHEHUA BNAeKyT 3a coboli
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATEIbCTBOM Poccuitickon degepauuu.

13. Mpu npoBeaeHWN KANMHUYECKOTO UCCNefOBaHUA  JIEKApCTBEHHOro npenapaTta Ana
MeAULIMHCKOro NpUMeHeHns AonyckaeTca 3abop y naumeHToB 6Uonormyecknx matepmanos (o6pasubl
OMONOTMYECKMX KUAKOCTEN, TKAHEW, CEKPeTOB W TMPOAYKTOB IKU3HEeOeATe/IbHOCTM Ye0Beka,
dU3MONOTNYECKUX U MATONOTUYECKUX BblAENEeHUI, Ma3KoB, COCKOBOB, CMbIBOB, MUKPOOPraHW3MOB,
OUONCUINHBIA MaTepuan) AN UX U3y4eHua Ha TeppuTopum Poccuitickon degepaumm mn (unam) 3a
npeaenamu tepputopun Poccuiickoin Pegepaumn.

14. MopsaoK BBO3a Ha TeppuTopuio Poccuiickoi ®eaepaumm n BbiBO3a 3a Npeaesibl TEPPUTOPUM
Poccuiickolt depepauymn 6MONOTMYECKUX MATEPMANOB, MOJIYYEHHbIX NPU NPOBEAEHUM KAMHUYECKOTO
nccneaoBaHMA  IEKAPCTBEHHOMO Mpenapata Aaa MeAMUMHCKOTO NPUMEHEHMs, YyCTaHaB/AMBaEeTCs
MpasuTensctBom Poccuiickoi ®epepaumm.

Cratba 41. Jorosop o0 nposBeAeHNN KANMHUYECKOTO NCCNe0BaHMA IEKAapCTBEHHOroO npenapaTa 4N
MeaunuUnHCKOro npumeHeHunAa

1. KanHnuyeckoe uccnegoBaHWe NeKapcTBEHHOro npenapaTta Ana MeguLMHCKOro MpuUMeHeHus
NpPoBOAMUTCA B COOTBETCTBUN C AOTOBOPOM O NPOBEeAEHNN KIMHUYECKOro NccneaoBaHuA NeKapcTBEHHOIO
npenapata Ans MeAMLMHCKOrO MPUMEHEHUA, 3aK/oYaeMbiM MeXKAy OpraHusauuen, nony4vmslleln
pa3pelleHmMe ynoAHOMOYEHHOro ¢eaepanbHOro opraHa WMCNONHUTENbLHOW BAacTM Ha OPraHU3auuio
nposBeZleHMA TaKOro McCCAeloBaHWUA, U MeAULMHCKOW opraHusaluMel, ocyLecTBAALLEeA npoBeaeHue
TaKoro uccnegosaHusa.

2. [loroBop O NpOBEAEHMU KAMHWYECKOrO WCCAeA0BaHMA NeKapcTBEHHOro npenapaTta Ana
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MeANUMHCKOTO NPUMEHEHNA A0/IKEH COAEPHKaTb:

1) ycnoBusa 1 CPOKM NpoBeaeHNa AaHHOTO UCCAeA0BaHMUS;

2) onpepeneHne obuiel CTOMMOCTU MPOrpaMmmbl AAaHHOMO UCCNEAO0BAHUA C YKAa3aHWEM CYMMbI,
npeaHasHavatowenca 414 BbINaaT UCCneoBaTeNAM, COMCCIeL0BaTeNAM;

3) onpepeneHve ¢Gopmbl  MpeACTaBAEHUA  PEe3y/NbTAaTOB  AAHHOTO  MCCAeAO0BaHUA B
YNONHOMOYEHHbIN deaepasibHblii OpraH UCNOJIHUTEIbHOM BAACTH.

CraTtba 42. ®uHaHcoBoe obecneyeHne KAMHUUYECKOTO ncecnenoBaHMA NeKapCTtBeHHONo npenaparta
ana meagnumHCKoOro npuMmeHeHunAa

®PurHaHcoBoe obecneyeHne KAMHUYECKOTO WUCCAeA0BaHUA J/IEKApCTBEHHOrO npenapata  Aajs
MeAMLUMHCKOTro NPMMEHEHNA OCYLLLECTB/IAETCA 3a CYeT:

1) cpencTts peaepanbHoro 60aKeTa;

2) cpencTB OpraHWsauuMii, NONYYMBLUMX pPa3pelleHMe Ha OpraHu3auuio NpPoBeAeHUs AaHHOro
nccnenoBaHuUA, B COOTBETCTBUM C YCIOBUAMM AOTOBOPA O ero NpoBeaeHuu;

3) MHbIX He 3anpelleHHbIX 3aKoHO4aTeNbCTBOM Poccuitickoit Peaepaumm NCTOUYHUKOB.

Cratba 43. MpaBa NaLMEHTOB, YYacTBYIOWMUX B KJMHMYECKOM WCCAeAOBaHWUM NIEKAPCTBEHHOTIO
npenaparta 4na MeAULMHCKOro NpUMeHeHUA

1. YyacTMe nauMeHTOB B K/JAWMHWYECKOM MWCCAeAOBaHMM JIEKAPCTBEHHOrO MpenapaTta Ans
MeZNUMHCKOTO NPUMEHEHNA ABNSETCA J06POBOALHBIM.

2. MauMeHT naM ero 3aKOHHbIN NpeacTaBuUTeNb A0MKEH OblTb MHGOPMUPOBAH B MUCbMEHHOWM
dopme:

1) o nekapcTBeHHOM npenapate ANA MeAMLMHCKOrO MPUMEHEHUSA U CYLLHOCTU KAWHWYECKOrO
nccneaoBaHMA 3TOMO IEKAPCTBEHHOTO NpenapaTa;

2) o 6e30MacHOCTN NEKAPCTBEHHOTO NpenapaTa 414 MeANUUMHCKOIO NPUMEHEHUSA, ero OXKMAAeMON
3 DEKTUBHOCTU U CTENEHM PUCKA 1A NALNEHT];

3) 06 ycnoBuMAX y4acTua NaumeHTa B KIMHUYECKOM UCCNef0BAHNMN NEKAPCTBEHHOIO NpenapaTa anA
MeANUMHCKOTO NPUMEHEHMUS;

4) 0 uenn uan uenax U NPOLO/IKUTENBHOCTU KAMHUYECKOrO WCCAeAOoBaHMA /IeKapCTBEHHOMO
npenapara gas MeguUMHCKOro NPUMEHEHUS;

5) o peicTBMAX nauMeHTa B C/Ayyae HenpeaBUAeHHbIX 3PPEeKTOB BAUAHUA NIEKAPCTBEHHOIO
npenapara g1s MeguLMHCKOTro MPUMEHEHMUSA HA COCTOAHUE ero 340P0BbA;

6) 06 ycnoBusax 06s83aTeNbHOrO CTPAaXOBaHMA XKU3HU, 340PO0BbA MNALMNEHT];

7) o rapaHTUAX KOHOUAEHUMANbHOCTU Yy4yacTUsA MaUMEHTAa B KAMHMYECKOM WCC/ef0BaHUU
NIeKapCTBEHHOrO NpenapaTa 418 MeguLMHCKOIro NPUMEHEHUS.

3. lobpoBo/IbHOE cornacKe naumeHTa Ha y4acTne B KJIMHMYECKOM UCCef0BaHUN 1EKAPCTBEHHOIO
npenapata gaa MeOMUMHCKOIO NPUMEHEHUS MOATBEP)KAAETCA €ero MOAMUCbIO WAW MOAMNUCHIO ero
3aKOHHOro NpeacTaBuTeNss Ha UHPOPMALMOHHOM INCTKE NaLMeHTa.

4. TNaumMeHT WAW ero 3aKOHHbIA NpeacTaBuTe/lb MMeEET MPaBO OTKasaTbCA OT y4yacTuA B
KMHNUYECKOM UCCIe0BaHUN SIEKapCTBEHHOMO npenapaTa A8 MeAULMHCKOrO NPUMeEHEeHUs Ha Ntoboli
CTaguun NPoBeAEHUA TaKOTO UCCeA0BaHUA.

5. MNpoBeneHne KAMHUYECKOFO MCCNeAO0BaHWMA NEKAapCTBEHHOrO npenapata Ans MeguLMHCKOro
NPUMEHEHMA C y4aCTUEeM B Ka4yeCTBe MaUMEHTOB AeTel AONYCKAeTCA TONbKO C COrlacua B MUCbMEHHOM
dbopme ux pogutenei, ycblHoBuUTenen. [eTn MOryT paccmMaTpmBaTbCA B KayecTBe MOTEHLMANbHbIX
MaLMeHTOB TaKOro MCCAefOBaHUA, TOMbKO €C/M ero nposeAeHVMe HeobxoaMmo ANnA yKpenneHus
340pOBbA AeTel Uan npodUaakTUKM UHPEKLMOHHbIX 3aboneBaHnn B geTCKom Bo3pacTe nmbo ecnu
LeNblo TaKOro UccneaoBaHuA ABAAETCA NOJyYeHWe AaHHbIX O Hauyyllein A03MPOBKE NEKAaPCTBEHHOIO
npenapata ANns nedveHua geten. B 3TUX cayyvasx TaKOMy WMCCNeAO0BaHWMIO AO/KHO NpPeAwecTBoBaTb
KIMHUYECKOEe WCCefoBaHME NEKAapCTBEHHOro npenapaTta Anf MeAMUMHCKOro MPUMEHEHUA Ha
COBEPLUEHHOIETHUX FPaKaaHax.

6. 3anpeliaetca NpoBefAeHUE KAMHUYECKOrOo WCCefOBaHMA NEKapCTBEHHOro npenapaTa Ans
MeANUMHCKOTO NPUMEHEHMS C y4acTUeM B KayecTBe NaLUeHTOB:



1) neTein-cnpoT N AeTen, ocTaBLUMXCA 6e3 noneyeHUa poauTenei;

2) KeHWMH B nepuog 6epemMeHHOCTM, KEHWMH B Nepuos rpyaHOro BCKAapMIMBaHWA, 3a
WCK/IOYEHNEM C/ly4aeB, €C/IM MPOBOAMUTCA KAMHUYECKOE MCCNeLOBaHME JIEKAPCTBEHHOrO Mpenapara,
npeAHa3sHaYeHHOro A/1A YKa3aHHbIX EeHLWMWH, Npu YyCI0BUN HEOBXOAMMOCTU NOAyYeHUa MHbOpMaLUm
TO/IbKO BO BPEMs MPOBEAEHMA COOTBETCTBYIOWMX KJAMHUYECKUX WCCNeAOBaHUIA WM MPUHATUA BCEX
HEoBOXOAMMbIX MepP MO WCK/OYEHUIO PUCKA HAHECEHWA Bpeaa EeHWMUHe B nepuos b6epemMeHHOCTH,
YEHLWMHe B Nepuog rpy4HOro BCKapMANBAHUA, Na0AY UK pebeHky;

3) BOEHHOCAYXKALLMX, 33 WUCK/IIOYEHMEM CYy4aeB MPOBEAEHMA KAMHUYECKOTO WCCnefoBaHMA
JIeKapCTBEHHOrO npenapaTa, ChneuuanbHO pPa3paboTaHHOro A/A MPUMEHEHUA B YCNOBUAX BOEHHbIX
OENCTBUIM, 4Ypes3BblYalHbIX CUTyauUMiA, NPOGUNAKTUKM U NedyeHus 3aboneBaHU U MOpaXKeHui,
MOJlydeHHbIX B  pe3y/nbTaTe  BO3AEWCTBUA  HEeBNAronpuATHbIX  XMMUYECKUX, OBUONOrMYEecKux,
paAMaumoHHbIX GakTopoB. KAMHMYECKoe uccnefoBaHWE TAaKOrO JIEKAapCTBEHHOrO npenapaTta MOXKeT
NpoBOAMTBCA C y4aCTMEM B  KayecTBe NALMEHTOB  BOEHHOCAYMKAWMX, 33  WUCKAKOYEHUEM
BOEHHOCAYKALWMX, NPOXOAALMX BOEHHYI CAyXKOy no npusbiey, € cobaogeHnem TpeboBaHWU,
YCTAHOB/IEHHbIX HacToAWwMM PeaepanbHbiM 3aKOHOM B OTHOLUEHWUW FPaXKAaHCKMX AnL,

4) cOTpyAHMKOB NPaBOOXPaHUTE/IbHbIX OPraHOB;

5) nuu, oTbbiBalOWMX HaKa3zaHWe B MeCTax NuLieHns cBobobl, a TaKKe UL, HaxoAAWMXCA nog,
CTpaken B CIeACTBEHHbIX U30/1ATOPAX.

7. [onyckaetca npoBeAeHMEe KAMHUYECKOro MCCAefoBaHUA JIEKAapCTBEHHOro npenaparta A
MEeANLMHCKOIO NPUMEHEHUSA, NPeaHa3HAYEeHHOIo A1A NeYeHUA NCUXMYECKMX 3ab0NeBaHNUI, C y4acTUEM
B KayecTBe MAUMEHTOB /ML, C NCUXMYECKMMMU 3aDONEBAHUAMM, NPU3HAHHbIX HeaeecnocobHbIMM B
nopagKe, yCTaHOBIEHHOM 3aKOHOAATENbCTBOM Poccuiickon depepaumn. KnmHuyeckoe nccnegosaHne
JIeKApCTBEHHOIO MpenapaTta B 3TOM CAy4ae NpPoBOAUTCA NPU HAZIMYMM COFNACKA B MUCbMEHHOM dopme
3aKOHHbIX NpeacTaBUTeNelt yKasaHHbIX UL,

Cratba 44. Q0Qb6s3zatenbHoe CTpaxoBaHune »XW3HWU, 3400pPOBbA NauMeHTa, Yy4daCTByHOWEro B
KIMHNYECKOM UCCNneg0BaHUN NEKAPCTBEHHOIO nNpenapaTa 4na meguumMHCKOro npuMmeHeHuA

(B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHu3aumaA, MNOAYYMBLUAA pa3pelieHne Ha OpraHMsaumio NpoBeaeHMA  KAUHUYECKOro
nccneaoBaHMA IEKAPCTBEHHOro npenapata 418 MeAMUMHCKOro npumeHeHusa, obssaHa B Kadecrtse
CTpaxoBaTe/sin CTPaxoBaTb PWUCK NPUYMHEHMA Bpeada *KM3HW, 340POBbI0 MaUMeHTa B pesy/bTaTe
npoBeAeHMUA  KAMHWMYECKOrO MCCNeAO0BaHUA  NEeKapCTBEHHOro npenapata  ANs  MeAMUMHCKOro
NPMMEHEHMA 32 CBOM CYET MyTemM 3aK/1oUYeHUs AoroBopa 06A3aTeNbHOro CTpaxoBaHus.

2. Ob6bekTom 06A3aTeNbHOrO CTPaxXOBaHWA ABAAETCA WMMYLLECTBEHHbIA WHTEpec nauMeHTa,
CBA3aHHbINA C NPUYMHEHMEM BPEAA €r0 XU3HM UAKN 340PO0BbI0 B pe3yabTaTe NpoBeAeHNA KAUMHUYECKOro
nccnenoBaHUA EKaPCTBEHHOrO nNpenapara 414 MeAMLMHCKOro MPUMEHEHUS.

3. CTpaxoBbIm C/y4aem Mo A0roBopy 0bsA3aTe/IbHOro CTPaxoBaHMA ABAAETCA CMEPTb NauueHTa nan
YXyALeHWe ero 340p0BbA, B TOM YMC/ie BAeKyllee 3a cob0l yCTaHOB/EHNE MHBAAUAHOCTM, MPU HAIMYMK
NPUYMHHO-CNEACTBEHHOW CBA3WM MeXAY HACTynjeHMem 3TOro cobbiTMs M yyacTMem naumeHTa B
KAMHWUYECKOM MCCIef0BaHMM IEKAaPCTBEHHOTO NpenaparTa.

4. TpeboBaHWA O BO3MELLEHUW BpPeAa, MPUYMHEHHOTO KU3HW WAM 3L00POBLIO MAUMEHTA,
NPeabaABAAOTCS B TEYEHWEe CPOKOB  WMCKOBOM  AABHOCTM,  YCTAHOBJIEHHbLIX  FPAaXKLAHCKUM
3aKOHO4ATe/IbCTBOM.

5. Pa3amep cTpaxoBoW BbiNIaTbl N0 AOroBopy 0643aTeNbHOro CTPaxoBaHUA COCTaBASET:

1) B ciyyae cmepTy NauveHTa ABa MU/IMOHA pybnei Ha KaXkKAoro nauueHTa, y4acTBOBABLUETO B
KJMHUYECKOM UCCAef0BaHNM IeKapCTBEHHOMO NpenapaTa;

2) Npu yxyALWeHnn 340p0BbA NaUMeHTa:

a) nosnekwem 3a coboli ycTaHOBAEHME WHBAAUAHOCTM | rpynnbl, OAUH MUAAMOH MNATLCOT ThiCAY
pybnein Ha KakAoro nauMeHTa, y4yacTBOBABLUErO B K/JAMHWYECKOM MCCNEAO0BaHUW NEKApPCTBEHHOTO
npenapara;

6) noBnekwem 3a coboi ycTaHOBAEHWE MHBANMAHOCTU Il rpynnbl, OAMH MUAIMOH pybneit Ha
Kak4oro naumeHTa, y4acTBOBaBLLEro B KIMHMYECKOM UCCNEL0BaHNM IEKaPCTBEHHOrO Npenapara;
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B) MoBnekwem 3a coboit yctaHoBneHMe MHBanuaHocTu Il rpynnbl, NATbCOT ThicAY pybnein Ha
Ka)kAoro nauMeHTa, y4acTBOBABLLEro B K/IMHMYECKOM UCCNel0BaHNM IeKapCTBEHHOMO NpenapaTa;

r) He noBneKkwem 3a coboit ycTaHOBNEHMUA UHBANUAHOCTM, He bonee Yem TpUCTa Thicay pybnelt Ha
Ka»kAoro nauMeHTa, y4acTBOBABLLEro B K/IMHMYECKOM UCCeA0BaHUM IeKapCTBEHHOTO NpenaparTa.

6. Paamep cTpaxoBbIX BbINIAT MOMKET ObITb YBE/IMYEH Ha OCHOBaHUM peLleHns cyaa.

7. Cpok aoroBopa 06sA3aTeNbHOro CTPaxoBaHUA He MOXKeT BbiTb MeHee, YemM CPOK MpoBeAeHUs
KNMHUYECKOTO UCCNel0BaHMA IeKapCTBEHHOMO nNpenapara.

8. Ycnosua porosopa 06£A3aTeNbHOr0 CTPaxoBaHWMA, B TOM 4UMCAe CTpaxoBble Tapudbl Mo
oba3aTeNlbHOMY CTPax0oBaHUIO, NepeyeHb HEOBXOAMMbIX AOKYMEHTOB AN OCYLLECTB/EHUSA CTPaxoBoW
BbINAaTbl, MOPAMAOK YCTAaHOBNAEHUS CTpaxoBaTesNem WHAMBUAYANbHOTO WAEHTUPUKALUMOHHOIO KoAa
naumeHTa, NopAaoK MHGOPMMPOBAHMA CTPAXOBATENEM CTPAXOBLUMKA O NMPUBJIEYEHHbIX K KIMHUYECKOMY
NCCNefOBaHUIO /IEKAPCTBEHHOTO npenapata gaa MeAMUMHCKOro MPUMEHEHMA NauMeHTax, Nopsagok
ynnaTbl CTPaxoBOW Npemuu, NOPALOK peannsaumm onpegeneHHbix Hactoawmm PenepanbHbiM 3aKOHOM
n gpyrumn deaepanbHbIMU 3aKOHaMKU NpaB M 06A3aHHOCTEN CTOPOH MO AO0roBopy 06s3aTesibHOro
CTpaxoBaHMA YCTaHaB/AMBAIOTCA TUMOBLIMW NpaBUaaMmn 0653aTeIbHOro CTPaxoBaHMs.

9. B cnyyae npuumMHeHMA Bpeaa XM3HM NauMeHTa, y4acTBOBaBLUErO B KIMHMYECKOM UCCIe0BaHUN
JIeKapCTBEHHOro npenaparta, Bbirogonpuobpetatenamnm Mo AoroBopy o6s3aTesibHOro CTpaxoBaHMA
ABNAIOTCA rpa)k4aHe, UMelolMe MpPaBO Ha BO3MELLEHWE Bpeda B C/yvyae CMEpPTU KOPMUAbLA B
COOTBETCTBMM C IParkAaHCKMM 3aKOHOAATEIbCTBOM, NPU OTCYTCTBUM TaKUX FPaXKLaH - pOAUTENN, cynpyr,
OETM  ymepllero naumeHTa, Y4yacTBOBaBLUErO B K/JAMHMYECKOM UCCAeA0BaHUM  IEKapCTBEHHOTO
npenapata, B C/yd4ae CMepTM MNauUMeHTa, Y4acTBOBaBLUEroO B K/JAWMHUYECKOM UCCAeA0BaHUM
JIeKapCTBEHHOro npenapata M He UMEBLIEro CaMOCTOATENbHOrO A0X0Aa, - FparkAaHe, Ha UKAUBEHUU
KOTOPbIX OH HaxoAWACcA, B OTHOLIEHMM BO3MELLEHMA pPacXodoB Ha norpebeHrMe nauMEHT],
Yy4acTBOBABLLEro B KAMHUYECKOM MCCAe0BaHMM IeKapCTBEHHOrO Nnpenapara, - Lo, NOHecllee Takue
pacxo/bl.

10. CrtpaxoBas BbinaaTa B CYeT BO3MELWLEHUA BpeZa, MPUUMHEHHOTO KU3HU NaLMEHT],
Yy4acTBOBABLLEro B KAMHMUYECKOM WUCC/IelOBaHUN NeKapCTBEHHOro npenaparta, pacnpeaensierca MexKay
BbirogonpuobpeTtatenaMm NPonopPLMOHANbHO UX KOJIMYECTBY B PaBHbIX AONAX.

11. TMpwn HacTynneHUM CTPaAxoBOro C/Ayyas MaUMEHT, Y4yacCTBOBaBLWWMM B  KAMHUYECKOM
NUCCNeloBaHNMM  JIEKApPCTBEHHOrO  MpenapaTta,  Bbirogonpuobpetatenb  BnpaBe  NpeabABUTb
HenocpeACTBEHHO CTPAXOBLUUKY TpeboBaHWe 0 BO3MELLEHMM NPUYMHEHHOTO Bpeaa. CTpaxosas BbiniaTa
OCYLLECTBAAETCA CTPAXOBLIMKOM B TeYyeHMe TpuaLaTM AHer co AHA npeacTtaBaeHus Heobxoaumblx
OOKYMeHTOB. [MaLMeHT, y4acTBOBABLUMIN B K/IMHUYECKOM MCCNen0BaHUWM JIeKapCTBEHHOro npenapaTa,
WUnn Bbirogonpuobpertatesib 06A3aH COOOLWMUTL CTPAXOBLUMKY A5 OCYLULECTB/IEHUA CTPAXOBOM BbiNAaTbl
WHAMBUAOYANbHBIA ~ MAEHTUOMKALMOHHDBIA  KOA NauMeHTa, YCTAHOB/JIEHHbIM CTpaxoBaTenem B
COOTBETCTBMM C TUNOBbLIMM NPaBUIaMM 0683aTe/IbHOrO CTPAXOBAHUA.

12. o nonHoro onpegeneHnAa pasmepa nNoafexKawero BO3IMELWEHUIO Bpeda CTPaxoBLMK NO
3aAB/IEHMIO NAUMEHTA, Y4YacTBOBABLUErO B KAMHMYECKOM WCCAEAOBAHUM JIEKAPCTBEHHOIO npenapara,
WAW  33aABNEHUIO  BbirogonpuobpeTtatens BnpaBe OCYWECTBUTb YacTb CTPAxOBOW  BbINAATHI,
COOTBETCTBYIOLWYIO GaKTUYECKM onpeaeneHHON YacTn NPUYMHEHHOTO Bpea.

13. CrpaxoBas BbiNiaTa B COOTBETCTBMM C [OOrOBOPOM 06fA3aTeNbHOr0 CTpaxoBaHMWA
OCYLLECTB/IAETCS HE3AaBUCMMO OT BbINAAT, MPUUYMTAIOLLMXCA NO APYTMM BUAAM CTPaxoBaHuUA.

14. He ponyckaeTcAa y4yacTMe nauueHTa B MPOBEAEHUM KAMHWYECKOro uUccnenoBaHusA
JIeKapCTBEHHOro NpenapaTta npu OTCYTCTBMM A0roBopa 0683aTeNbHOro CTPaxoBaHUs.

15. KoHTponb 3a WMCMNOAHEHWEM OpraHuWsauuel, MnojyyMBlUEN paspelleHMe Ha opraHusauumio
NPoBeAEHMA  KAMHMYECKOTO WUCCNefoBaHMA  IEKAPCTBEHHOro npenapata  A4ns  MeguUMHCKOro
NPUMEHEHNA, YCTAaHOB/IEHHOW HacToAWEeN cTaTbel 0053aHHOCTM MO 06A3aTeNlbHOMY CTPaxOBaHWUIO
KM3HW, 340pOBbA NAUMEHTA, Yy4YyacTBylOWEro (y4acTBOBAaBLUEro) B K/AMHUYECKOM MCCAefoBaHUMU
NIeKapCTBEHHOrO  npenapaTta,  OCYLWECTBASAETCA  YNOJAHOMOYEHHbIM  denepanbHbiM  OpraHom
WCMNOJIHUTENbHOM BNACTW, BbIAABLUMM paspeLlleHMe Ha MpoBeAeHMEe KANMHUYECKUX WCCiefoBaHuU
JIeKapCTBEHHbIX NPenapaTos 414 MeAULMHCKOro NPUMeHeHUA.

lnasa 8. MPON3BOACTBO N MAPKMPOBKA JIEKAPCTBEHHbIX CPEACTB
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Cratba 45. Npon3BoaCcTBO NEKAPCTBEHHbIX CPeacTB

1. Mpon3BOACTBO /IEKAPCTBEHHbIX CPEACTB AO0/IKHO COOTBETCTBOBAaTb MpaBMAamM OpraHusauum
NpPoM3BOACTBA M KOHTPOANA KauyecTBa JIEKAPCTBEHHbIX CPeAcTB, YTBEPXAEHHbIM YNOJHOMOYEHHbIM
denepanbHbIM OPraHOM UCNOSIHNUTE/IbHOM BAACTH.

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

2. TMpon3BoACTBO /NIEKAPCTBEHHbIX CPeAcTB  Ha Tepputopun  Poccuitckonn  Pepepaumn
OCYLLLECTBAAETCA NPON3BOAUTENSMM NEKAPCTBEHHBIX CPEACTB, MMELWMMN NULLEH3UIO HA NPOM3BOACTBO
NIeKapPCTBEHHbIX CPeACTB.

3. lpou3BOACTBO JIEKAPCTBEHHbIX CPEACTB OCYLWEeCcTBAAeTcs C cobnogeHvem TpeboBaHUM
MPOMBILWAIEHHOTO  PEerfiaMeHTa,  KOTOpbIA  YTBEP)KOAETCA  pyKoBoAuTesleM  MPOU3BOAUTENS
JIeKapCTBEHHbIX CPEACTB M BKAOYAET B cebs nepeyeHb MCNOb3yeMbix GpapmaLleBTUYECKUX CybcTaHLmiM
N BCNOMOTaTe/IbHbIX BELLECTB C YKa3aHMEM KOJIMYECTBA Ka*KAOro M3 HUX, AaHHble 06 MCno/b3yemom
obopynoBaHMKN, OMUCAHWE TEXHOJIOTMYECKOro MpoLecca M MeTOLO0B KOHTPONA Ha BCex 3Tanax
NpPon3BOACTBA /IEKAPCTBEHHbIX CPEACTB.

4. Mpwn NPOU3BOACTBE JIEKAPCTBEHHbIX CPEACTB MCMOJIb3YIOTCA PapmaLeBTUYECKNE cybCcTaHLUM,
BKJ/IIOYEHHbIE B rOCYaPCTBEHHbIN PEECTP SIEKAPCTBEHHbIX CPeACTB.

5. 3anpewaeTca npon3BoACTBO:

1) nekapCTBEHHbIX CPEACTB, HE BK/IIOYEHHbIX B rOCYAapCTBEHHbI PeecTp NeKapCTBEHHbIX CPeacTs,
32  MCK/IOYEHMEM IeKAPCTBEHHbIX CPeACTB, MNPOM3BOAUMbBIX A/A  MNPOBEAEHUA  KAUHUYECKUX
nccnenoBaHUM U ANs 3KCNOPTa;

2) banbCcndMUNPOBAHHbIX NEKAPCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX cpeacTB 6e3 NLEeH3NM Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

4) neKkapCTBEHHbIX CPeACTB C HapyleHWMEM NpPaBUA OpraHMsaumMm NPOU3BOACTBA M KOHTPOAS
KayecTBa JIEKapCTBEHHbIX CPEeACTB.

6. Mpwn BBOAE /NEKAPCTBEHHbIX CPEACTB B rpaKOaHCKUIA 060pOT YNO/JIHOMOYEHHOE /MLO
NPOM3BOAUTENA IEKAPCTBEHHbIX CPEACTB OCYLLECTBASAET NOATBEPKAEHNE COOTBETCTBMA IEKAPCTBEHHDIX
cpeacTB TpeboBaHWAM, YCTAHOBNIEHHbIM MPU WX FOCYAAPCTBEHHOW pPerncTpaumun, U rapaHTUpyeT, YTo
NIeKapCTBEHHbIE CpeacTBa MPOM3BEAEHbl B COOTBETCTBMW C MpaBMIaMM MPOU3BOACTBA U KOHTPOAA
KaQ4yeCTBa JIEKapCTBEHHbIX CPEeACTB.

7. YNONIHOMOY€EHHbIM NULOM MPOU3BOAUTENSA JIEKAPCTBEHHbIX CPEACTB ABAAETCA ero paboTHUK,
umerowmn Bbiclee dapmaleBTUUYECKOe, XMMUYEecKoe unum buonornvyeckoe obpasoBaHue nmMbo npu
NpPOM3BOACTBE /IEKAPCTBEHHbIX CPEACTB ANA BETEPUHAPHOIrO NPUMEHEHMA BeETepuHapHoe obpasosBaHue,
CTaXK paboTbl He MeHee Yem NATb fIeT B 061acTV NPOU3BOACTBA M KOHTPOAA KayecTBa SIEKAPCTBEHHbIX
CPeACTB M aTTeCTOBaHHbIA B MOpPsAKe, YCTAHOBAEHHOM YMNOJHOMOYEHHbIM deaepanbHbIM OpraHom
WCNOJIHNUTE/IbHOM BNACTM.

8. lMpousBoauTeNn NEeKapCTBEHHbIX CPeACTB MOTYT OCYLLECTBAATb MNpPoAaKky J/eKapCTBEHHbIX
CpeAcTB UK nepenasaTb UX B YCTAHOBIEHHOM 3aKOoHoAaTeNnbCcTBOM Poccuiickoit Peaepaunm nopaake:

1) ApyrMm Npoun3BOANTENSAM JIEKAPCTBEHHbIX CPEACTB /19 NPOU3BO/CTBA /IEKAPCTBEHHbIX CPEACTB;

2) opraHmMsaLMaM ONTOBO TOProBAN EKAPCTBEHHbIMM CPEACTBaAMMU;

3) anTeyHbIM OpPraHW3auMsam, BeTepPMHaApPHbIM anTeYHbIM OpraHU3auMsam, MHAUBUAYANbHbIM
npegnpuUHUMaTeNsaM, UMEILLMM NMLEH3NI0 Ha dapMaLLeBTUUYECKYIO AeATENbHOCTb WAW INLEH3UI0 Ha
MeAMUMHCKYIO AeATEeNbHOCTb;

4) Hay4YHO-MCCNea0BaTeIbCKUM OpraHM3aumMamM AN HayyHo-Uccie0BaTeIbCKon paboTl;

5) MeAMLMHCKUM OpraHn3aumusam 1 BeTepUHaPHbIM OpraHU3aLmam;

6) opraHu3aLMaMm, OCYLLECTB/AIOWMM pa3BeaeHMe, BbipallMBaHNE U coAepsKaHUe KUBOTHbIX.

CraTba 46. MapKMpOBKa NeKapCTBEeHHbIX CPeacTB

1. /leKapcTBeHHble NpenapaTbl, 38 MCKAOYEHMEM fIEKAPCTBEHHbIX MPENAapaToB, M3rOTOB/IEHHbIX
anTeYyHbIMW OPraHM3auMAMM, BETEPUHAPHLIMM aNTEYHbIMW OPraHM3aUMAMM, WHAMBUAYANbHLIMU
npeanpuHUMaTeNaMKN, MMELWMMN  NNLEH3NI0 HA (GapMaLEBTUYECKYIO AOEATENbHOCTb, AO/KHbI
noctynaTb B obpalieHue, ecm:

1) Ha MX NepBMYHOM YyNaKOBKe (3@ WCKAOYEHMEM MNEPBUYHOM YMNAKOBKU JIEKAPCTBEHHbIX
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pacTUTENbHbIX NPenapaToB) XOPOLIO YMTaeMbIM LIPUGTOM Ha PYCCKOM f3blKe YKaszaHbl HAMMeHOoBaHue
JIeKapCTBEHHOro npenapata (Me)KAyHapoaHoe HenaTeHTOBaHHOe, WAM XMMWUYecKoe, UM Toprosoe
HaMMeHOBaHWE), HOMep cepwuu, Jata BbiNycka (4NA WMMMYHOBWONOTUMYECKUX JIEKAaPCTBEHHbIX
npenapaTtoB), CPOK roAHOCTU, 03UPOBKA UAN KOHLEHTPaLUMA, 06beM, aKTUBHOCTb B eINHULLAX AENCTBUSA
WU KONUYECTBO A03;

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-d3)

2) Ha Mx BTOPUYHOM (NOTPEBUTENbCKOM) YNaKOBKE XOPOLIO YMTAeMbIM LWPUGTOM Ha PYCCKOM
A3blKe YKasaHbl HaMMeHOBaHWE JIEKapCTBEHHOro npenapata (MeXayHapoaHoe HenaTeHTOBaHHOE WU
XMMUYECKOe M TOProBoe HaMMeHOBaHMA), HaMMeHOBaHUEe NPOM3BOAMTENA EKAPCTBEHHOrO Npenapara,
HOMep cepwuu, AaTta BbinycKa (AN MMMYHOBMOIOrMYECKUX JIEKapCTBEHHbIX MNpenapatoB), Homep
PernmcTpauMoHHOro YAOCTOBEPEHMA, CPOK TOAHOCTM, CNOCO6 NpPUMEHeHWs, [03UPOBKA UM
KOHLEHTpauma, ob6bem, aKTUBHOCTb B eAuHMUaX AeNcTBMA NGO KONMYECTBO 403 B YMNAKOBKE,
NleKkapcTBeHHas ¢opma, yCNoBUA OTNYCKa, YC/I0BUA XpaHEHUS, NpeaynpeauTebHbie Haanucu.

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

2. ®apmaueBTMYECKME CYyBCTAHUMM OO0MKHbLI NOCTyNaTb B OobpalleHne, ecanm Ha MX nepsBUYHON
YNaKoBKE  XOpOWO  YMTaemMbiM  WPUGTOM HA  PYCCKOM  A3bIKE  yKasaHbl HauMMeHOBaHWe
dapmaLLeBTMUYECKON CyOCTaHUMM (MeXKayHapogHOoe HemnaTeHTOBaHHOE MM XMMUYECKoe W Toprosoe
HaMMeHOBaHWA), HAMMeHOBaHWe Npou3BoauTeNa GpapmaLeBTMYECKON cybCcTaHUUKM, HOMepP CepUKN U AaTa
N3roTOB/IEHUS, KOJIMYECTBO B YNaKOBKE U eANHULbl U3MEPEHUSA KONMYECTBA, CPOK rOAHOCTU U YCNOBUA
XpaHeHus.

3. JlekapCTBeHHble CpeAcTBa B KauyecTBe CbIBOPOTOK [O/IKHbI MOCTynaTb B obpallieHne ¢
YKa3aHMEeM }KMBOTHOIO, U3 KPOBU, NAa3Mbl KPOBM, OPraHOB U TKAHEW KOTOPOTO OHW MOJYUYEHbI.

4. Ha BTOpUYHYIO (NOTPebUTENbCKYIO) YNAaKOBKY NEeKapCTBEHHbIX CPe/ACTB, MOJyYEHHbIX U3 KPOBY,
nnasmbl KPOBKU, OPraHOB M TKaHE YenoBeKa, A0MKHA HAHOCUTbCA Haanuck: "AHTuTena K BUY-1, BUY-2,
K BMpycy renatuta C M NOBEPXHOCTHbIV aHTUIeH BUpYyca renatuTa B oTcyTcTytoT".

5. Ha nepBUYHY0 yNaKoBKY Y BTOPUUYHYIO (NOTpebuTenbCKyro) ynakoBKy paanodapmaneBTUYecKmx
JIeKapCTBEHHbIX CPEACTB [I0/I}KEH HAHOCUTbLCA 3HAK PaAnaLLMOHHOM ONacHOCTM.

6. Ha BTOpMUHYylO (NOTPebUTENbCKYIO) YNaKOBKY rOMeonaTUYeCcKMX NeKapCTBEHHbIX NpenapaTos
[O/IXKHa HAHOCUTbCA Hagnuck: "TomeonaTnyecknin'.

7. Ha BTOpuuYHyto (NOTpebuTeNbCKylo) YMNaKOBKY JIEKAPCTBEHHbIX PacTUTE/bHbIX MNpenapaTos
O0J/IKHA HAHOCUTbCA Haanuck: "MpoayKuma NpoLwaa PaanaLmMoHHbIN KOHTPOb".

8. Ha nepBUYHYIO YNaKOBKY W BTOPUYHYIO (MOTPebUTENbCKYO) YMNaKOBKY /IeKapCTBEHHbIX
npenapaTos, NpPeaHasHaYeHHbIX AN KAMHUYECKUX UCCnenoBaHUM, AOKHA HAaHOCUMTbCS Hagnuce: "Onn
K/IMHUYECKUX UccnegoBaHuin".

9. YnaKkoBKa /IeKapCTBEHHbIX CPeACTB, MpeAHa3sHaYeHHbIX WCKAIUYMTENBHO [A1A 3KCMNOopTa,
MapKMpPYeTCcs B COOTBETCTBUM C TPEBOBAHUAMM CTPaHbI-UMMNOPTEPA.

10. Ha TpaHCnoOpTHylO Tapy, KOTopadA He npegHasHavyeHa Aas nortpebuteneir M B KOTOpYHO
NOMeLLEHO /IeKapCTBEHHOE CPeacTBO, AO/KHA HaHOCUTbCA MHGOPMaUMA O HaMMEHOBAHWW, CEpPUM
JIeKapCTBEHHOrO CpPeAcTBa, AaTe BbIMYCKa, KOAMYECTBE BTOPWUYHLIX (NOTPEBUTENbCKUX) YNaKOBOK
JIeKapCTBEHHOro CPeacTsa, NPoM3BOAUTENE JIEKAPCTBEHHOTO CpeacTBa C YKasaHWMEM HaMMEeHOBaHMA U
MECTOHAXOAEHUA MPOU3BOAUTENA NIEKAPCTBEHHOrO cpeacTsa (agpec, B TOM ymcae cTpaHa u (1am)
MeCTO NPOM3BOACTBA JIEKAPCTBEHHOTO CPEACTBA), @ TaKKe O CPOKe roAHOCTU IeKapCTBEHHOro cpeacTBa
M 06 YyCNnoBUAX €ro XpaHeHUs M NepeBO3KM, Heobxoaumble npeaynpeamuTesibHble Haanucu U
MaHUMNYNATOPHbIE 3HAKW.

11. Ha nepBUYHYIO YNaKOBKY U BTOPUYHYIO (NOTPebUTENbCKYIO) YNAKOBKY IEKAPCTBEHHbIX CPeacTB
015 BETEPMHAPHOIo NPUMEHEHUA A0NKHA HAHOCUTLCA Haanuchk: "[na BeTepuHapHOro NnpumeHeHua".

12. Ha BTOpuYHylO (NOTPEBUTENbCKYIO) YNaKOBKY JieKapCTBEHHOro mnpenapaTta HaHocuTcA
LUTPUXOBOW Kog,

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUICKYIO ®EAEPALIMIO U BbIBO3 NEKAPCTBEHHbIX CPEACTB
U3 POCCUMCKOWN ®ELEPALUN
(B pea. PepepanbHoOro 3akoHa ot 06.12.2011 N 409-93)
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Cratba 47. lMopsaoK BBO3a /IeKAPCTBEHHbIX cpeacTB B Poccuiickyto ®epepaumto M BbiBO3a
NleKapcTBeHHbIX cpeacTs U3 Poccuitckoin Pepepaumm
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1. BBO3 neKapCTBeHHbIX cpeacts B Poccuitckyio depepalmio OCyLWECTBAAETCA B MNOPAAKe,
yctaHoBneHHoOM [pasutenbctBom Poccuitckon depepalmm, B COOTBETCTBMM C  TaMOMKEHHbIM
3aKOHOAaTeNbCTBOM TaMOXEHHOro coto3a B pamkax EBpA3IC (ganee - TaMoOMKeHHbIN coto3) u (naum)
3aKoHoAaTenbCTBoM Poccuitckoit deaepalmm o TaMoXKeHHOM aene.

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

2. Beo3umble B Poccuitckyio deaepaunio NeKapcTBeHHbIe CPeACcTBa A0/KHbI BbiTb BKAKOYEHb! B
rocy4apCTBEHHbIN PEecTp SIeKapCTBEHHbIX CPeacTB.

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

3. [Oonyckaetcs BBO3 B Poccuiickyto depepaumio KOHKPETHOM MapTUM 3aperncTpupoBaHHbIX U
(nnn)  HesaperucTpuMpoBaHHbIX JIEKAPCTBEHHbIX CPEeACTB, NpeAHasHayeHHbIX AN  MNpoBeAeHUs
KIMHUYECKUX UCCNeA0BaHUI /IeKapCTBEHHbIX MpenapaToB, NMPOBeAeHUA 3KCMepTM3bl JIeKapPCTBEHHbIX
cpeacTs ANA OCYLLECTB/NEHWUA TOCYAAPCTBEHHOM PerucTpaumm NieKapCTBEHHbIX MpenapaToB uan ans
OKa3aHUA MeAMUNHCKON MOMOLLM MO KU3HEHHbIM MOKa3aHMAM KOHKPETHOro MauyeHTa Ha OCHOBaHWUU
paspelleHmns, BblgaHHOrO YMNOAHOMOYEHHbIM deaepasbHbIM OPraHOM MCMOMIHUTENIbHOW BAacTU Mo
3aABNEHUAM UL, YKa3aHHbIX B cTaTbe 48 Hactosuwero degepanbHOro 3akoHa. PaccmoTpeHue TaKkoro
3aABAEHUA U TPUHATUE pelleHUss O BblJaye pPaspelleHMss Ha BBO3 KOHKPETHOM napTum
3aperncTpupoBaHHbIX U (MAK) He3aperncTPUPOBaHHbIX NEKAPCTBEHHbIX CPeACTB, NpeAHa3HauYeHHbIX A1a
npoBeAeHUA KAUHUYECKUX WCCNefloBaHMIA NeKapCTBEHHbIX MpenapaToB, MpPOBeAeHUs 3KCNepTusbl
NIeKapCTBEHHbIX CpeAcTB ANA  OCYLLECTB/AIEHUA TroCyAapCTBEHHOM perucTpaumm  NeKapCTBeHHbIX
npenapaTtoB UAW ANA OKa3aHMA MeAMLMHCKON MOMOLLM MO XMU3HEHHbIM MOKa3aHWAM KOHKPETHOro
naumeHTa 1Mbo 06 OTKase B BblAaye yKa3aHHOro paspelleHna NPoM3BOAATCA B CPOK, He NPeBbILIaoLLMIA
nAaTHM pabounx gHei. NnaTa 3a BblAavy yKa3zaHHOro paspelleHus He B3MMaeTCA.

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

4. B Poccuiickytio deaepaumio MOXKHO BBO3UTb NIeKAapCTBEHHblE CPeACTBa, KayecTBO KOTOPbIX
NoATBEPXKAEHO CepTUOUKATOM  NPOU3BOAMTENA  NIeKapCTBEHHbIX CPeACTB,  YAO0CTOBEPAOLWMM
COOTBETCTBME BBO3UMbIX SIeKapCTBEHHbIX CpeacTs TpeboBaHMAM dapMaKonenHbix cTaTeit AMbo B ciyyae
MX OTCYTCTBMA HOPMATMBHOW AOKYMEHTALUN UM HOPMATUBHOIO AOKYMEHTA.

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

5. 3anpewaetcs BBO3 B Poccuiickyto Peaepaunto danbcndmumpoBaHHbIX 1€KAPCTBEHHbIX CPEACTB,
He06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAdaKTHbIX 1IEKAPCTBEHHbIX CPEACTB.

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

6. danbcnPuUMpoBaHHble NeKapCTBEHHblE CPeAcTBa, HeA0bpPOKayYecTBEHHbIE JeKapCTBEHHble
cpeacTBa NoANEXKaT U3bATMIO U MOCAEAYIOLLEMY YHUUTOMKEHUIO UK BbIBO3Y U3 Poccuiickon Peaepaumn,
KOHTpadaKTHble NeKapCTBEHHbIE CPEACTBA - U3BATUIO U MOCAEAYIOLEMY YHUUTOXKEHUIO. YHUUTOXEHNE
uan  BbiIBO3 U3 Poccuitckonn  depepaumn  GpanbCUPULUMPOBAHHbBIX  JIEKAPCTBEHHbIX  CPEACTs,
HeA0b6POKAYECTBEHHbIX  NIEKAPCTBEHHbIX  CPeACTB, KOHTpadaKTHbIX  /IEKapCTBEHHbIX  CPeacTs
OCYLLEeCTBAAETCA 33 CYeT /MuUa, OCYWEeCcTBMBLIEro WX BBO3. [lOPAAOK YHUUTOXEHUA U3BATbIX
danbcuPUUMPOBaHHBIX IEKAPCTBEHHbIX CPeACTB, HeAobpoKayecTBEHHbIX /IeKapCTBEHHbIX CPesacTs,
KOHTpadaKTHbIX IeKaPCTBEHHbIX CPeACTB ycTaHaBAnBaeTcs Mpasutenbcteom Poccuiickoit eaepaunn.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. JNvua, ocywecTtBasiowme BBo3 B Poccuiickyio  degepaumio  panbcuPuumMpoBaHHbIX
NIeKapCTBEHHbIX  CpeacTB, HeAobpOKayecTBEHHbIX  JIEKAPCTBEHHbIX  CPeacTB,  KOHTpadaKTHbIX
NIeKapCTBEHHbIX CPeACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C TAMOMKEHHbIM 3aKOHOAATE/1bCTBOM
TamoxKeHHOro coto3a U (Unn) 3akoHoaaTenbcTBoM Poccuiickol desepaumm o TaMOKEHHOM Aene.

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

8. BblBO3 NIeKapCTBEHHbIX cpeacTB U3 Poccuiickoit deaepaumm ocyuectensetca b6es npumeHeHua
orpaHuMyeHuit, YCTaHOBNEHHbIX TaMOMEHHbIM 3aKOHOAAaTe/bCTBOM TaMOMEHHOro cotsa K (naum)
3aKoHodaTenbcTBom Poccuitickon depepaumm 0 rocyaapCTBEHHOM pPeryinpoBaHUMM BHELHETOProBo
OeATeNbHOCTU. BblBO3 NEKapCTBEHHbIX Mpenapatos, npeAHasHayYeHHbIX 414 ryMaHUTapHOM MoMoLM
(copeitcTBMA) MAK NOMOLLM NPW Ype3BblYaiHbIX CUTYyaLMAX, M3 Poccuitckon deaepalimm ocyLlecTBAseTCA
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Ha oOcHOBaHMM peweHusa [pasutenbctBa Poccuiickoli degepaumm  MAM  pPeLLUeHUs OpraHoB
rocyaapcTBeHHOM Baactn cybbektoB Poccuiickoit Pepepaumm 06 oKasaHMM NOMOLLM WMHOCTPAHHOMY
rocyaapcrey.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

CraTba 48. Opuamyeckme nua, KOTOPbIM paspelleH BBO3 JIEKAPCTBEHHbIX cpeacTs B Poccuiickyto
depgepaumto
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JNlekapcTBeHHble cpeacTsa B Poccuiickyto Peaepaumio MoryT BBO3UTb:
(8 pea. PepepanbHoOro 3akoHa ot 06.12.2011 N 409-d3)

1) npousBoAMTENM NEKAPCTBEHHbIX CpeacTB AnsA  uefei cobCTBEHHOro MpoM3BOACTBA
JIeKapCTBEHHbIX CPeaCTB;

2) VHOCTpaHHble pa3paboTUMKM JIEKAPCTBEHHbIX CPEeACTB W MHOCTpPaHHble NPOU3BOAUTENN
JIeKapCTBEHHbIX CPEACTB UK APYTUe lopuanuYeckue nua no NopyYyeHunto paspaboTymKka NeKapCcTBEHHOIO
CpeacTBa g/1a NpPoBeAeHUs KANMHUYECKUX UCCAeaoBaHUiA IeKapCTBEHHOro npenapara, OCYLLEeCTB/eHUs
rocy4apCTBEHHOM  perucTpaummn  JIeKapCcTBEHHOro npenapaTta, BK/AOYeHWa  papmaleBTUYECKOM
CybCcTaHUMM B rOCYAapCTBEHHbIN PEEeCTp NEeKapCTBEHHbIX CPeACTB, KOHTPO/IA KAayecTBa JIEKapCTBEHHbIX
CPeACTB NPU Ha/IMYUK paspeLleHmUs yNoJIHoMoYeHHoro deaepanbHOro opraHa UCMOJHUTENbHOW BNACTU
Ha BBO3 KOHKPETHOM NapTUK IeKapCTBEHHbIX CPEACTB;

3) opraHu3aLmMmn oNTOBOM TOProB/IM JIEKAPCTBEHHbIMU CPeACTBAMMU;

4) Hay4yHO-UCCNedoBaTeNbCKME OpraHusauuu, obpasoBaTesibHble OpraHM3auMM  BbICLLErO
0bpasoBaHUA, NPOM3BOAMTENM NEKAPCTBEHHbIX CPEACTB ANA pa3paboTKW, MccnenoBaHUA, KOHTPOAS
6e3onacHOCTN, KauyecTBa, 3GGEKTUBHOCTU J/IEKAPCTBEHHbIX CPEeACTB MPU  HaANMYyMKU  paspelleHus
YNoAHOMOYEHHOro dpeaepanbHOro opraHa UCNOHNUTENbLHOW BNaCTy;

(B pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-d3)

5) MmeanMumMHCKME opraHnsaLmm, MHble YKasaHHble B NyHKTax 1 - 4 HAcTOsLWEN CTaTbM OpraHM3aumnm
ON5 OKa3aHWs MeAMUMHCKOM MOMOLUM MO YKM3HEHHbIM MOKa3aHWSIM KOHKPEeTHOro nauueHTa npu
Ha/IMYMM paspeLlleHns ynosHOMOYEHHOro ¢eaepanbHOro opraHa WCMNOIHUTENbHOW BAacTUM Ha BBO3
KOHKPETHOM NapTUM NeKapCTBEHHOro npenaparta, BblAaHHOro B YCTAHOBAEHHOM nopAgKke B dopme
3/IEKTPOHHOIO AOKYMEHTA, NOANMCAaHHOIO 3/1IEKTPOHHOMN LMdPOBON NOANUCHIO.

Cratba 49. [JokymeHTbl, NpeacTaBAsemMble B TaMOXKeHHble opraHbl Poccuinckon deaepaunmn npm
BBO3€ /IeKapPCTBEHHbIX cpeAcTB B Poccuinckyto Pegepaumto
(B peq,. PegepanbHoOro 3akoHa o1 06.12.2011 N 409-93)

1. MNpun BBO3e NeKapcTBeHHbIX cpeAcTB B Poccuitickyio dPepepauuio B TaMOMKEHHble OpraHbl
Poccuiickoli ®depepaummM Hapagy C  OOKYMEHTaMK, MNpeacTaBfeHMe KOTopbiX MNpeaycMOTPeHOo
TaMOXEHHbIM 3aKOHOAATeNbCTBOM TaMOXEHHOro cots3a M (MNM) 3aKoHoAaTeNbCTBOM Poccuitckoi
denepaunn o TaMoXeHHOM aene, NPeAcTaBAATCA cneaytolime JOKYMEHTbI:

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1) ceptuduKaT npoussBoaMTENs JIEKapPCTBEHHOrO CpeacTBa, YAOCTOBEPAIOLWMIA COOTBETCTBUE
BBO3MMOIO JIeKapCTBEHHOro cpeAacTsa TpeboBaHMAM dapmaKkonenHon crateM nmMbo B ciyyae ee
OTCYTCTBMA HOPMATUBHOWN AOKYMEHTaLMN AU HOPMATUBHOIO AOKYMEHTa;

2) paspelleHne ynosHOMOYeHHOro deaepanbHOro opraHa MCMOMIHUTENbHOW BAacTM Ha BBO3
KOHKPETHON NapTUM NIeKapCTBEHHOro CPeacTBa B C/yyasX, YCTaHOBAEHHbIX 4acTblo 3 cTaTbu 47
HacToswero deaepanbHOro 3aKoHa.

2. [IoKyMeHTbl, yKa3aHHble B nNyHKTax 1 u 2 yactM 1 HacToswei cTaTbW, NPeAcTaBAAloTCcA B
TaMoXKeHHble opraHbl Poccuitickon deaepaumm npu NpubbITUM NEKAPCTBEHHbIX CPeACTB B POCCUMCKYIO
depepaumto.

(8 peq. PepepanbHOro 3akoHa o1 06.12.2011 N 409-93)

Ctatba 50. BBO3 sieKapCTBEHHbIX MpenapatoB B Poccuitckyto Pepepaumio gns ANYHOO
MCNONb30BaHNA U MHBbIX HEKOMMEPYECKUX u,eneﬁ
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(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

1. /lekapcTBeHHble npenapatbl MOryT 6biTb BBE3eHbl B Poccuiickyio depepaumio 6e3 yuerta
TpeboBaHUi, NpeayCcMOTPEHHbIX YacTamu 1 - 4 ctatbh 47, ctatbsimum 48 n 49 HacToswero PeagepanbHOro
3aKOHa, ec/i OHW NpeaHasHayeHbl ANA:

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

1) AM4YHOro UcnNonb3oBaHUA GUBNYECKUMKN TNLAMU, NPUBLIBLIMMUK B Poccuiickyio deaepauuio;
(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

2) ucnonb3oBaHMA PabOTHMKaMM  AUMNAOMATUYECKOro Koprnyca WAW NpeAcTaBUTENs MM
MEKAYHAPOAHbIX OpraHM3aUnii, akkpeauToBaHHbIX B Poccuiickon deaepaunu;

3) NeyeHUs NacCCaXKMPOB M UYNEHOB 3SKUMAXKel TPaHCMOPTHbIX CPeACTB, Moe3gHbix 6purag u
BOAUTENEN TPAHCMOPTHbIX CPeACTB, NpMbbiBLKX B Poccnitckyto Pegepaunio;

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

4) neyeHUA YY4aCTHUKOB MENKAYHAPOAHbIX KY/IbTYPHbIX, CMOPTUBHbLIX MEPONPUATUIA U YY4aCTHUKOB
MeXAYyHapoaHbIX 3KCneauLUiA;

5) neyeHnn KOHKPETHbIX KMBOTHbIX B 300MapKax, a TaKXe KUBOTHbIX, BBO3UMbIX B Poccuiickyto
depepaumio ana y4acTma B COPTUBHBIX U 3PEULLHBIX MEPONPUATUAX.

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-d3)

2. B cayyasx, npeaycMOTPEHHbIX YacTbio 1 HacTosALWel cTaTby, AOMNyCcKaeTca BBO3 B PoccuMicKyto
depepaumio NeKapCTBEHHbIX MPEnapaToB, He 3aperncTpupoBaHHbix B Poccuiickoit Pegepaunu.
(8 pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. JlekapCTBEHHble NpenapaThbl, NpeAHa3HaYeHHble ANA 'YMaHMTapHOM NomoLm (coaencTama) unm
nomMoLM npu 4YpesBbl4alHbIX CUTyauusax, BBO3ATCA B Poccuitickyto Pepepaumio B NOpALKe,
ycTaHoBneHHom [paButenbctBom Poccuiickoit ®depepaumn. 3anpelwaetcs BBO3 B Poccuickyto
depepaumto  He3apPerncTPUpoBaHHbLIX  JIEKAPCTBEHHbLIX  MpPenapaToB, MpeAHa3HA4YeHHbIX AN
ryMaHUTapHOM NOMOLLM (COAENCTBMA) AN NOMOLLM NPU YPE3BbIYAMHbIX CUTYaLUAX.

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

Cratbs 51. CoTpyaHuyecTBO dpeaepanbHOro opraHa UCNoHUTEbHOW BAACTU, YNOJHOMOYEHHOIO B
061acTU TaMOMKEHHOrO gena, U APYrux YnoJHOMOYEHHbIX denepasbHbIX OPraHOB MCMOJIHUTE/IbHOM
BAaCTU

1. YnonHomoueHHble deaepasbHble OpraHbl WCAONHWUTENIbHOW BAAcTM NpPenoCTaBAAIOT B
pacnopsxeHne deaepanbHOr0 oOpraHa WCNOJAHUTENbHOW BAACTM, YMNONHOMOYEHHOrO B 06nactu
TAMOXEHHOIo fAena, rocyfapCTBEHHbIM peecTp /NIeKapCTBEHHbIX CPeacTs, a TaKXe WMHPopmaumio o
BblAAHHbIX pPa3pelleHnaX Ha BBO3 KOHKPETHOW NAapTUM /IeKApCTBEHHbIX CPeACTB B CAy4vas,
YCTaHOB/NIEHHbIX YacTbto 3 cTaTbu 47 HacToAwero PeaepanbHOro 3aKoHa.

2. ®epepanbHbIit OopraH UCNOJHUTENIbHOW BAACTM, YNONHOMOYEHHbIM B 06/1aCTU TaMOXKEHHOro
Aena, HPopmUpyeT yKasaHHble B YacTM 1 HacToAWEeN CTaTbl YNOJHOMOYEHHbIE denepasibHble OpraHbl
WCMNOJIHUTENbHOM BAACTM O BBO3€ JIEKAPCTBEHHbIX cpeact8 B Poccuiickyto denepaumio U BbiBO3E
NeKapCTBEHHbIX cpeacTB M3 Poccuitickon Pepepaunmn no dopme 1 B NOpAAKe, KOTOPble YCTaHOBAEHDI
MpasuTenbctBom Poccuiickoii ®epepaumm.

(8 peq. PepepanbHOro 3akoHa o1 06.12.2011 N 409-93)

Fnhasa 10. PAPMALEBTUYMECKAA AEATE/IbHOCTb
CraTbs 52. OcywecreneHne dapmaLeBTUYECKON AeATENbHOCTH

1. dapmaueBTMYecKas AeATeNbHOCTb OCYLLECTBAAETCA OpraHM3auMsaMyM OMTOBOM TOProBaAu
NeKapcTBEeHHbIMM  CPeACcTBaMW,  anTeYHbIMW  OPraHM3auMaMW,  BETEPUMHAPHLIMM  anTeYHbIMM
OpraHusauMaMK,  UHAMBUAYANbHBIMW  NPEANPUHUMATENAMM,  UMEIWMMM  JIMLUEH3UIO  Ha
bapMaLeBTUYECKYIO AEATENbHOCTb, MEOMUMHCKMMWU OpPraHM3aumMamMu, MMEWMMKU NULEH3UIO Ha
dapmaueBTUYECKYIO AeAaTeNbHOCTb, U WUX 060cobAeHHbIMU nogpasgeneHuammn  (ambynatopuamu,
denbawepckumn n  deNbAepCcKo-aKyLepCKUMMMU  NYHKTaMK, LeHTpamMu (oTaeneHnsmu) obuuei
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BpayebHol (cemeliHOM) NPaKTUKK), PACMNONONKEHHBIMU B CE/IbCKMX NOCENEHUAX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble OpraHuMsauMM, W BETEPUHAPHLIMM  OPraHM3aUMAMU, UMEIOWMMU  JIMLEH3UKD  Ha
dbapmaLeBTUYECKYIO AEATENBHOCTD.

2. ®dusnyeckme MUA MOTYT OCYLLEeCTBAATb (PapMaLEeBTUYECKYID AEeATENbHOCTb MPU HANUYUK
BbICLLEro UM cpegHero GpapmaueBTMYEcKoro obpasoBaHma U cepTudMKaTa CneumanmcTa, BbiCLUEro Uan
cpeaHero BeTepMHapHOro obpasoBaHma U cepTudumKaTa CreLmanncTa, a TakkKe BbICLIEro UAM CPpeaHero
MeaNUMHCKoro obpasoBaHuMA, cepTMdMKaTa cneumanncta U A0NoJHUTENbHOro npodeccMoHanbHOro
06pa3oBaHUA B YaCTM PO3HMYHOM TOProBAN NEKAPCTBEHHbIMM NpenapaTamun Npu ycaosmm nx paboTsl B
060Cc06/1eHHbIX NOAPA3AENEHUAX MEAULNHCKMX OPraHM3aLLMM, YKa3aHHbIX B YacTK 1 HacToALWen cTaTbu.
(4acTb 2 B pea. PeaepanbHoro 3akoHa ot 27.07.2010 N 192-93)

Cratbs 53. Mpoparka, nepenaya JI€KAPCTBEHHbIX CPEACTB OPraHM3auusiMyM OMNTOBOW TOProBAM
JleKapCTBEHHbIMU CPEACTBAMM

OpraHusauuMm onToBOM TOProOB/IM JIEKAPCTBEHHbLIMU CPEACTBAMM MOTYT OCYLLECTBAATL NPOAANKY
NeKapCTBEHHbIX CPeACTB WM nepenaBaTb MX B YCTAaHOB/JEHHOM 3aKoOHOZaTenbcTBOM Poccuitckoit
depepauunm nopaske:

1) ApyrMm opraHn3auusam ONTOBOM TOProB/N NEKAPCTBEHHbIMM CPeACTBaAMY;

2) Npou3BOANTENSM JIEKAPCTBEHHbIX CPEACTB ANA LiesIelt MPOU3BOACTBA IEKAPCTBEHHbIX CPEeACTB;

3) anTeyHbIM OpraHn3aLMaM U BETEPUHAPHbBIM aNTEYHbIM OPraHM3aUnUaAM;

4) Hay4YHO-MCCNe0BaTEIbCKMM OPraHM3aLMAM A5 HayYHO-UCCe0BaTeNbCKOM PaboTbl;

5) wHguBMAyanbHbIM NpPeanpUHUMATENSM, WUMEKOWMM AUULEH3UIO Ha (apMaLEeBTUYECKYHO
AeATENbHOCTb UM INLEH3NIO HA MEAMLIMHCKYIO AeATENbHOCTb;

6) MeAMLMHCKMM OpraHn3aLmnsam, BETEPUHAPHbBIM OpraHn3aLmaAMm;

7) opraHu3aLmam, OCyLLECTBAAIOWMM Pa3BeAeHMeE, BbIPALLMBAHNE U COAEPKAHNE KUBOTHbIX.

CraTbs 54. MpaBuia oNnToBOM TOProBAM EKAPCTBEHHbIMM CPEACTBAMMU

OntoBaA TOProBAAa  /JIEKAPCTBEHHbIMW  CPEACTBAMW  OCYLLECTBASETCA  MPOU3BOAUTENSIMU
JIeKapCTBEHHbIX CPeAcTB WM OpraHusauMsaMM OMNTOBOM TOProB/IM /NIEKAPCTBEHHbIMM CpPeAcTBaMU MO
npasuaam, YTBEpPXAEHHbIM COOTBETCTBYIOLWMMMN YNOJHOMOYEHHbIMKU  deaepasibHbIMKM  OpraHamm
WUCMNONHUTENIbHOM BNACTU.

CraTba 55. MopAAOK PO3HMYHOM TOProBAN NEKAPCTBEHHBIMKW NpenapaTamm

1. Po3HMYHas TOProBnaA NEKAapCTBEHHbIMM NpenapaTamu B KOAMYECTBAX, HEOOXoAMMbIX ANf
BbINONHEHUA BpayebHbIX (dbenbalepckux) HasHauyeHUn WAW Ha3HauyeHUn crneunanucTos B obnactu
BETEPUHAPUM,  OCYLLECTBASETCA  anTeYHbIMM  OpPraHM3auMsaMM, BETEPUMHAPHLBIMKU  aNTEYHbIMM
OpraHM3auMaAMK,  UHOMBUAYANbHbIMM  NpPeanpuHUMATENAMM,  UMEIOWMMKU  JIMLEH3UIO  Ha
bapmaLEeBTUYECKYIO AeATENIbHOCTb, MEANUMHCKUMW OPraHM3aumMamnm, MMELWUMU NULEH3UIO Ha
bapmaLeBTUYECKYIO AeATeNbHOCTb, M WX 060cobneHHbIMM noapasaeneHnaMmn (ambynatopuamm,
denbawepckumm 1 GenbaliepcKko-akyLWepcKMMM  MYHKTaMK, LUeHTpaMu (oTaeneHusmu) obluen
BpayebHOol (cemeinHOol) NPAKTUKK), PAacMOIOKEHHBIMU B CE/IbCKMX NMOCENEHMUAX, B KOTOPbIX OTCYTCTBYHOT
anTeyHble OpraHu3auMuM, U  BeTEePUMHAPHbBIMW  OPraHU3aLMAMM, UMEWUMU  IULEH3UIO  Ha
bapmaLeBTUYECKYIO OeATeNbHOCTb. PaspelleHa pO3HWYHAA TOProBAA TOJ/IbBKO JIeKAaPCTBEHHbIMU
npenapatamu, 3aperncTpmpoBaHHbiMKM B Poccuiickoit ®epepaummn MAM U3roTOBAEHHBIMW anTeYHbIMM
opraHu3aumnamm, BETEPUMHAPHbLIMMU anTeYHbIMK opraHu3aumamm, WHAMBUAYANbHBIMU
npeAnpUHUMATENS MU, UMEIOLLUMW NNLEH3UIO HA GapMaLLeBTUYECKYIO AEeATENIbHOCTb.

2. Bugbl anTeuyHbiXx oOpraHMsauuii M NpaBuaa OTMNYCKa J/IEKAPCTBEHHbIX MNpenapaTtoB Ans
MEANUMHCKOTO NPUMEHEHWUA anTeYHbIMU OPraHU3aLMAMM, UHANBUAYANbHBIMU NPeanpUHUMATENAMMU,
UMELMMM  NNLEH3UIO Ha (apmMaueBTUYECKYID AOeATEe/IbHOCTb, a TaKXKe npaBuaa  OTnycka
NIeKApCTBEHHbIX MpenapaToB 418 MeAMLMHCKOrO MNPUMEHEHUA MeLMULMHCKMMKW  OpraHU3aunsamu,
UMELMMM  IMLEH3NI0  Ha  papmMaueBTMYECKylD  AeATeNbHOCTb, W UX  060CO6AEHHBbIMM
nogpasgeneHuamu (ambynatopuamn, odenbalepckumm u  denballepcKo-aKkyLWePCKUMU  NMYHKTaMMU,
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ueHTpaMn (oTaeneHuammn) obuien BpayebHol (cemelHOM) NPaKTUKKU), PACNONOKEHHBIMU B CEMNbCKUX
nocesieHMsAxX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OPraHuM3aumun, YTBEPXKAAKTCA YMNOJHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOJTHUTENbHOM BNACTMU.

3. MpaBunna OTNyCcKa HAPKOTUYECKUX CPEACTB M MCUXOTPOMHbLIX BELLECTB, 3aPEermcTPUPOBAHHbIX B
KayecTBe JIEKAPCTBEHHbIX MPENapaToB, JIEKAPCTBEHHbLIX MPEnapaToB, COAEPMKALLMX HapPKOTUYECKMe
cpeacTBa M MNCUXOTPOMHbIE BELLECTBA, YTBEPKAANOTCA YNOJHOMOYEHHbIM denepasibHbIM OpraHom
WCNONIHUTENbHOM BNACTM MO CornacoBaHuio ¢ denepasibHbIM OPraHOM WCMONHUTENbHOM BAACTH,
OCYLLECTBAAOWMM OYHKUMM MO BblpabOTKe roCyAapCTBEHHOW MOAUTUKM, HOPMATMBHO-MPABOBOMY
PEerynnMpoBaHnio, KOHTPOO W Haasopy B chepe 06OPOTa HAPKOTUYECKUX CPencTB, MCUXOTPOMHbLIX
BELLECTB U UX NPEKYPCOPOB, a TaKKe B 0671aCTM NPOTUBOLENCTBUA X HE3AKOHHOMY 060pOTY.

4. JleKapcTBeHHble npenapatbl [AA BETEPUHAPHOTO MPUMEHEHUA MNOSNENKAT  OTMYCKY
BETEPUHAPHbLIMW anTeYHbIMMU OPraHM3auUAMKU, BETEPUHAPHBIMKU OPraHM3aLUAMKU, UHANBUAYASbHBIMMI
npeAnpUHUMATENAMU, UMEIOLLMMM NNLEH3UIO Ha dapmMaLeBTUYECKYIO AeATeNbHOCTb. [paBuaa oTnycka
JIEKapCTBEHHbIX NpenapaTtoB A/ BETEPUHAPHOrO MPUMEHEHUA YTBEPKAAITCA YNOAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENbHOM BNIACTHU.

5. lMepeyeHb MEAMUMHCKUX OpPraHM3auui, UMELWMX NULEH3MIO Ha dapmaueBTUYECKYLO
AeATeNbHOCTb, U UX 060COBNEHHbIX NoapasaeneHuin (ambynaTopuii, benbalepckux U GpenbaliepcKo-
aKYLIEePCKUX  NYHKTOB, LEHTPOB (oTgeneHwuit) obwei BpayebHON (cemelHOW) MNpaKTUKK),
PacnoNOXKEHHbIX B CENbCKMX MOCENEHUAX, B KOTOPbIX OTCYTCTBYHOT anTeYHble OpraHusaLmn, a TaKKe
nepevYeHb IEKaPCTBEHHbIX NPenapaToB (3a UCK/IOYEHMEM HAPKOTUYECKUX IEKAPCTBEHHbIX NPENapaTos M
NCUXOTPOMHbIX IEKAPCTBEHHbIX NPENApPaToB), NPOoAaXKa KOTOPbIX MOMKET OCYLLECTBAATLCA YKa3saHHbIMM
opraHmMsauMamm un  uUx 060COBNEHHBIMM  MOAPA3AENEHUAMM,  YCTAaHABAMBAOTCA  OpraHamu
NCNONIHUTENbHOM BNacTn cybbekToB Poccuiickon deaepaumu.

6. AnTeuyHble OpraHuW3auMKn, UHAMBWMAYANbHblE MPeanNPUHUMATENN, UMEKWME JIMLEH3UIO Ha
bapmaLeBTUYECKYIO AeATeNbHOCTb, 00A3aHbl 0becneynmBaTb YCTAHOB/IEHHbLIA  YNOJHOMOYEHHbIM
denepanbHbIM  OPraHOM  MUCNOAHWUTENBHOW BAACTU  MUHWMMAJbHBIA  aCCOPTUMEHT NIEKAPCTBEHHbIX
npenapaTos, HEO6XOAMMbIX AR OKa3aHUA MeANLMHCKOM NOMOLLM.

7. AnTeuyHble OpraHuW3auMun, WHAMBWMAYANbHblE MPeNPUHUMATENN, UMEKLWME JNLEH3UIO Ha
bapmaLEeBTUYECKYIO  AeATEeNbHOCTb, HapALy C NEeKAapCTBEHHbIMM Npenapatamyv  WMEKT MNpaBo
npuobpetatb M nNpoaasaTb W3AENMA MEOULMHCKOTO HasHauyeHus, Ae3snHPUuMpyrolmMe CcpeacTsa,
npegmeTol U CPeacTBa ANYHOM TUTUEHbI, NOCcyay A8 MEeAMUMHCKUX Uenein, npeameTbl U CpeacTsa,
npeaHasHavyeHHble gna yxoaa 3a 60/bHbIMU, HOBOPOXKAEHHBIMW U AETbMU, HE AOCTUTLLUMMM BO3pacTa
TPexX /IeT, OYKOBYIO OMTUKY U CPeAcTBa yXo4a 3a Hel, MUHepasbHble BOAbl, MPOAYKTbl nedyebHoro,
OETCKOro M AMeTUYEeCKoro nuTaHusA, OMOoNornMyeckn aKkTuBHble Ao06aBKKW, napdromepHble U
KOCMeTMYeCcKMe Ccpeactsa, MeAUUMHCKME W CaHUTAPHO-MPOCBETUTE/IbHbIE MEeYaTHble W34aHus,
npeaHasHaYyeHHble 414 nponaraHabl 340P0BOro 06pasa KU3HU.

(B pen. PepepanbHoro 3akoHa ot 27.07.2010 N 192-93)

8. [deaTenbHOCTb anTeYHbIX OpraHMsaumii BoopyrKeHHbix Cun Poccuiickolt depepaumn, gpyrux
BOWMCK, BOMHCKMX GOPMMPOBAHUIA N OPraHOB, B KOTOPbIX 3aKOHoAaTesibcTBOM Poccuiickoint ®egepaupnm
NPeayCMOTPEHO TMPOXOXKAEHME BOEHHOM WM MPABOOXPAHUTENIbHON CAYKObl, perfiameHTUpyeTcs
HacToAwum PeaepanbHbIM  3aKOHOM W YTBEPXKAEHHbIMM  COOTBETCTBYOWMMKU  deaepasbHbIMM
opraHamu UCMONIHUTENbHOM BAACTU  NonoxKeHuAmKU. KoHTponb 3a cobaogeHuem  yKasaHHbIMU
anTeYHbIMW  OPraHM3auUMAMM MONOXKEHUN HacToAwero ®eaepanbHOr0O 3aKOHa OCYLLECTBAAETCA
COOTBETCTBYHOLWMMU deaepabHbIMU OpraHamMm UCMOTHUTENbHOM BNACTMU.

Cratba 56. N3roTtoBneHne U OTNYCK NeKapCTBEHHbIX NpenapaTos

1. U3roTtoBNeHWE NEKApPCTBEHHbIX MPEnapaToB anTeYHbIMU OpPraHM3auUAMM, BETEPUHAPHLIMU
anTeYyHbIMW OPraHM3auMAMU, MHAMBUAYANbHbIMM NPEANPUHUMATENAMM, UMEIOWUMK INLEH3NIO Ha
dbapmMaueBTUYECKYIO AeATebHOCTb, OCYLECTBAAETCA MO PeuenTam Ha JIeKapcTBEHHbIe npenapatbl, No
TpeboBaHMAM MEAULMHCKMX OpraHn3aumii, BeTEPUHAPHbIX OpPraHM3aunii B COOTBETCTBMM C NPaBUIamMM
M3roTOBNEHMA W OTNYCKa JIeKapCTBEHHbIX MPEenapaToB, YTBEP)KAEHHbIMM  YNOJAHOMOYEHHbIM
denepanbHbIM OPraHOM UCTMOIHUTEIbHOM BNACTH.

2. MpKn U3roTOBAEHWUM NEKAPCTBEHHbIX NPenapaToB anTeYHbIMW OPraHM3aLMaMK, BETEPUHAPHbBIMU
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anTeYHbIMW OpPraHM3aLMAMWU, UHAUBUAYANbHBIMM MNPEANPUHUMATENAMMU, UMEIOWMMN JINLEH3UID Ha
dbapmaLLeBTMUECKYIO [eATeNbHOCTb, MCNONb3yloTcA dapmaueBTUYecKMe CcybCcTaHUMU, BKAKOYEHHbIE
COOTBETCTBEHHO B FOCYAAPCTBEHHbIN PEECTP JIEKAPCTBEHHbIX CPEACTB A1A MEAULMHCKOTO MPUMEHEHUSA
M  TOCY[AapPCTBEHHbIA pPEEeCcTp JIeKapCTBEHHbIX CpeacTB  ANA  BETEPUHAPHOTO MPUMEHEHMA B
YCTQHOBNEHHOM  nopsaake. He  ponyckaetcA  M3roToBAeHME  anTeYHbIMM  OPraHU3aunamMM,
BETEPMHAPHbIMWU anTeYHbIMM OPraHU3aUUAMM, UHANBUAYANBHBIMU NPEeANPUHMMATENAMN, NMEIOLLMMM
NINUEH3NIO Ha GapMaLEeBTUYECKYIO AEeATENbHOCTb, JIEKAaPCTBEHHbIX NPENapaToB, 3apPerncTPUPOBaHHbIX B
Poccuiickoin Peagepaumnn.

3. MapKupoBKa JIeKAapCTBEHHbIX MPEenapaToB, M3roTOBAEHHbIX anTeYHbIMM OpPraHM3aAUUAMM,
BETEPMHAPHbIMWU anTeYHbIMM OPraHU3aUUAMM, HANBUAYANbHBIMU NPEeANPUHMMATENAMN, NMEIOLLMMM
NMLEH3UI0 Ha dapmMaleBTUYECKYD AeATeNbHOCTb, M O0POPMAEHWE TaKMX MPenapaToB LO/KHbI
COOTBETCTBOBATb NPaBM/aM, YKa3aHHbIM B YacTW 1 HacToALLel cTaTbM.

4. AnTeyHble OpraHM3auMn, BeTEepPUHApPHbIe anTeYHble OpraHusauuu, WHAMBUAYAbHbIE
npegnpuHMmaTenn, UMelwme  NLEH3U0  Ha  papmaueBTUYECKYylD  AeATeNlbHOCTb,  HecyT
OTBETCTBEHHOCTb 3a HecobatogeHMe NPaBUA U3roTOBJEHWUS M OTMYCKA JIEKAPCTBEHHbIX NpPenapaToB B
COOTBETCTBMM C 3aKOHOAaTeIbcTBOM Poccuitckoin Pepepaumu.

Cratba 57. 3anpeuweHue npogarkn  $panbCcUPUUMPOBAHHBIX  JIEKAPCTBEHHbLIX  CPeacTs,
Hef,06pPOKaYeCTBEHHbIX NEKAPCTBEHHbIX CPEACTB, KOHTPAdAKTHbLIX IEKAPCTBEHHbIX CPEACTB

Mpoaarka banbCUPUUMPOBAHHBIX  NIEKAPCTBEHHbIX CpeacTs, He06poKayecTBEHHbIX
NeKapcTBEHHbIX CPeacTB, KOHTPAdaKTHbIX NEKAPCTBEHHbIX CPEACTB 3anpeLLaeTcs.

CraTbAa 58. XpaHeHne nekapCTBEHHbIX CpeacTs

1. XpaHeHWe NeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA MPOU3BOAUTENSMU NEKAPCTBEHHbIX
cpeacTs, OpraHMsauMAMW  ONTOBOW  TOPrOBAW  JIEKAPCTBEHHbIMM  CPEACTBaMM,  anTeYHbIMU
opraHusaumnsmu, BETEepMHapPHbIMK anTeyYHbIMU opraHusaumsmu, WHANBUAYANbHbIMU
npeanpuHMMaTeNs M1, UMEIOLWMMN TINLEH3NIO HA PpapMaLLEBTUYECKYIO AeATEe/IbHOCTb UM NULLEH3MIO Ha
MEeOULMHCKYIO AeATeNIbHOCTb, MEANUMHCKUMU OpraHM3auuaMM, BETEPUHAPHLIMM OpPraHU3aunsmu u
WHbIMM OpPraHM3aLUMAMMK, OCYLLECTBAAIOLWMMM 0bpaLleHMe NeKapCTBEHHbIX CPeacTB.

2. MpaBuna XpaHEHWsA  JIEKAPCTBEHHbIX  CPeACTB  YTBEP)KAAKTCA  COOTBETCTBYIOLLMM
YNO/NHOMOY€EHHbIM deaepanbHbIM OPraHOM UCMONHUTENBHOMN BNACTU.

3. XpaHeHMe HapKOTUYECKMX JIEKAPCTBEHHbIX CPEeACTB, NMCUXOTPOMHbIX IEKAPCTBEHHbIX CPEACTB,
paanodapmaleBTUYECKMX  NIeKAPCTBEHHbIX  CPEACTB  OCYLLEeCTBASeTCs B COOTBETCTBUM  C
3aKoHoaaTeibcTBoM Poccuiickoit Peaepaumu.

Cratba 58.1. MNpeamMeTHO-KOAMYECTBEHHbIN YYeT /eKapCTBEHHbIX CPeAcTB ANA MeAMLMHCKOro
npumeHeHua

(eBepeHa PepepanbHbiM 3aKoHOM OT 25.12.2012 N 262-93)

1. MepeyeHb NEKAPCTBEHHbLIX CPEACTB AN  MEAWUUMHCKOTO TMPUMEHEHWs, MOAJIeKalmx
NpPegMeTHO-KO/IMYECTBEHHOMY YYeTy, YTBEPXKAAeTCA YNO/JHOMOYEHHbIM deaepasbHbiIM  OpraHoOM
UCMNONIHUTENIbHOW BNACTHU.

2. MopsAAOK BKAKOYEHUA SIEKAPCTBEHHbIX CPEACTB A/ MEAULMHCKOTO NMPUMEHEHMUA B MepevyeHb
JIEKapPCTBEHHbIX CPEeACTB 4J17 MeAULMHCKOTO NPUMEHEHWA, NMOAJIEKALWMUX NPESMETHO-KONNYECTBEHHOMY
yyeTy, YCTaHaB/AMBAeTCA YMNOJHOMOYEHHbIM denepasbHbIM OPraHOM WCMOAHWUTENbHOM BAacT Mo
cornacosaHuio ¢ ¢eaepanbHbIM OPraHOM WCMNOMHUTENbHOM BAACTU, OCYLLECTBAAIOWMM GYHKUMM MO
BbipaboTKe rocyAapcTBEHHOM MNOAUTUKKU, HOPMATMBHO-MPABOBOMY PErYy/NIMPOBAHUIO, KOHTPOJIO W
Hagsopy B chepe 060poTa HAPKOTUYECKMX CPEACTB, NCUXOTPOMHbIX BELLECTB U MX MPEKYPCOPOB, a TaKkKe
B 061aCTU NPOTUBOAENCTBUA UX HE3AKOHHOMY 060POTY.

3. MpeaMEeTHO-KONIMYECTBEHHbIN Y4YeT NIeKapCTBEHHbIX CPEACTB ANA MEeAMLMHCKOrO NPUMEHeHUn
BEeAYT MPOU3BOAUTENN NEKAPCTBEHHbIX CPEACTB, OPraHM3auMM ONTOBON TOProBAW NEKAPCTBEHHbIMMU
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cpeAcTBamM, anTeyHble opraHusauumn, UHAMBUAYaNbHbIE MpeAnpPUHUMaTENN, UMEIOLLME NULLEH3UIO Ha
dbapmaLLeBTUYECKYIO AeATENbHOCTb WA NULEH3UI0 Ha MEAULMHCKYIO AeATeNbHOCTb, U MeAULMHCKME
opraHusaumm, ocyuectsasioume obpalleHne NeKapCTBEHHbIX CPeAcTB  ANA  MeAULMHCKOro
NPUMEHeHUA, NyTeM perucTpauumn abbix CBA3aHHbIX C MX obpauieHMem onepauuii, Npu KoTopbIX
N3MEHAETCA UX KOIMYECTBO U (MIM) COCTOAHUE, B CNeLmManbHbIX XypHanax ydeta onepawumii, CBA3aHHbIX
c obpauieHMem fieKapcTBEHHbIX CPeACTB ANA MeAMLMHCKOro nNpumMeHeHus (ganee - cneumasnbHble
KYPHanbl).

4. MNpasuna pernctpaumm onepaumii, cBA3aHHbIX C obpalleHnem NeKapcTBEHHbIX CPeacTB ANs
MeNLMNHCKOTO MPUMEHEHUSA, BKAKOYEHHbIX B MepedYeHb /IeKapCTBEHHbIX CPeacTs ANA MeAULIMHCKOro
NPUMEHeHUA, NoAeNXKallmxX NpeaMeTHO-KOANYECTBEHHOMY YYeTy, B CNeLmnanbHbIX XypHanax 1 npasuia
BEOEHUA W XpaHEHMA CrneumanbHbIX KYPHaAN0B YTBEPXKAAKTCA YNOJHOMOYEHHbIM denepanbHbIm
OpraHoM UCNONHUTENIbHOW BNaCTu.

5. KoHTponb 3a cobnwogeHvem npaBui perucTpaumm onepaumii, cBA3aHHbIX € obpalieHnem
NNeKapCTBEeHHbIX Cpencts ana MmeguunHCKOro npumeHeHuA, BKIKYEHHbLIX B NepeyeHb /1eKapCTBEHHDbIX
cpeacts AnAa mMmeaAMUUMHCKOro npumeHeHuAa, nognexauwmnx npeameTHoO-KonyecteeHHomy ydety, B
cneumasnbHbIX KypHanax, a TaKXe 3a cobniogeHuem MpaBuA BeAEHUA M XPaHEHUA CcneumanbHbIX
KYpPHANOB BO3/1araeTca Ha YNoJIHOMOYEHHbIe dpeaepasibHble OpraHbl UCNONHUTENIBHOW BAACTU M OpraHbl
WCMOJIHUTE/IbHOW BJIacTM cybbekToB Poccuiickoinn dPegepaumu, OCYLLECTBAAIOWME JINLEH3UPOBaAHME
NPOM3BOACTBA JIEKAPCTBEHHbIX CpeacTB, GapmaLeBTUYECKON OeATeNbHOCTM U MegULMHCKOM
OEeATeNIbHOCTU, U OCYLLECTBAAETCA B paMKax JMLEH3MOHHOTO KOHTPOAA.

Fnasa 11. YHUYTOXKEHUE NEKAPCTBEHHbIX CPEACTB
CraTba 59. OcHOBaHUA M NOPAJOK YHUUTOXEHUA NEKAPCTBEHHbIX CPEACTB

1. HepobpokayecTBeHHble /IeKapCTBEHHble cpeacTBa, $anbCcUPUUMPOBAHHbBIE IEKAPCTBEHHbIE
cpeacTBa NOANENKAT U3BATUIO M3 IPaKAAHCKOr0 060pOTa U YHUUTOXKEHUIO B NOPAAKE, YCTAHOBEHHOM
MpasuTenbctBom Poccuitickonnt ®epepaumn. OCHOBAHMEM AR YHUUTONKEHMA NIEKAPCTBEHHbIX CPeacTB
ABNAETCA  pelleHne  BNafdenbla  JIeKAPCTBEHHbIX  CPEACTB,  PELUeHMe  COOTBETCTBYHOLLErO
YNONIHOMOYEHHOIO PpeepanbHOro OpraHa MCNONHUTENIbHOM BAACTU MAK peLleHue cyaa.

2. KoHTpadaKTHble /IeKapCTBEHHbIE CPEeACTBA Mog/exaT U3bATUIO U3 TpaxKaaHcKoro obopoTa u
YHUUTOXKEHUIO MO peleHuto cyaa. MopaaoK YHUUTOXKEHMA KOHTPadaKTHbIX NEKAapPCTBEHHbIX CPeacTB
ycTaHasnmBaeTca MpasuTtenbctBom Poccuiickoit Peaepaunu.

3. Pacxopgpbl, CBfi3aHHble C YHWYTOXKEHMEM KOHTPAaAKTHbIX JIEKAPCTBEHHbIX CPeacTs,
Hef06pPOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPeacts, ¢GanbCUULMPOBAHHLIX NEKAPCTBEHHbIX CPEACTs,
BO3MELLAIOTCA UX BageNbLEM.

4. Bnageney, NeKapcTBEHHbIX CPEACTB AOJIKEH NPeACcTaBUTb B YNOJHOMOYEHHbIN deaepanbHbii
OpraH WCNOSIHUTENIbHOW BAACTM LOKYMEHT WAW 3aBEPEHHYIO B YCTAHOB/IEHHOM MOPSAAKE €ro Komwuio,
noareepaatowme GaKT YHUUTOKEHNA TIEKAPCTBEHHbIX CPEACTB.

5. CooTBeTCTBYOLWMIA YNONHOMOYEHHbIA deaepanbHbli  OpraH  WUCMNOJHUTENbHON  BAacTy,
NPUHABLWIMA pelleHne 06 YHUYTOXKEHWUW JNIEKAPCTBEHHbIX CPeACTB, OCYLLECTBAAET KOHTPOJb 33 MX
YHUUTOXKEHNEM.

6. YHUUYTOXKEHME JIeKapCTBEHHbIX CPeACTB MNPOWM3BOAMTCA OpraHM3auMAMM, WMEIOLLMMHU
COOTBETCTBYHOLLYIO IMLEH3MIO, HA CNeLManbHO 060pyA0BaHHbIX NAOLWAAKaX, NOJIMIOHAX U B CNeLManbHO
obopynoBaHHbIX NOMeLLeHUAX ¢ cobtogeHnem TpeboBaHMM B 061aCTU OXpPaHbl OKpY»Katowen cpeabl B
COOTBETCTBMU C 3aKOHOZaTeNbCTBOM Poccuiickon Pepepauun.

7. HapkoTuuyeckMe neKapCTBEHHble CPeAcCTBa, MCUXOTPOMHbIE NIEKAPCTBEHHbIE CPEACTBa,
pagvodapmaLeBTUUECKME  NIEKApPCTBEHHble  CPeACTBa  YHUUTOMKAKOTCA B COOTBETCTBUM €
3aKoHoAaTenbcTBOM Poccuiickoit ®epepauymn.

Fnhasa 12. TOCYAAPCTBEHHOE PETY/INPOBAHME LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANnA MEAULUHCKOIo NPUMEHEHUA

Cratba 60. locygapcTBeHHOE peryiMpoBaHMe LeH Ha JIeKapCTBEHHble npenapaTtbl Ana
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MeanunHCKOro npnumeHeHunAa

FfocyfapcTBEHHOE peryinpoBaHMe UEH Ha JIeKapCTBEHHble npenapaTbl AN MeAMUMHCKOro
NPUMEHEHMA OCYLLLECTBNAETCA NOCPEACTBOM:

1) yTBEPKAEHUA NEPEYHS KU3HEHHO HEOOXOAMMbIX M BaXKHEMLLMX JIEKApPCTBEHHbIX NPenapaTos,
BK/IIOYEHHbIX B TaKOM MepeyeHb Moh MeXAYHAPOAHbIMW HEMaTEHTOBAHHbIMW UAN XUMWYECKUMMU
HaMMeHOBaHMAMM U COOTBETCTBYHOLLMX CAEAYIOWUM KPUTEPUAM:

a) NpUMMEHEHWEe KOHKPETHOro JIEKAapPCTBEHHOrO npenapata gas AMArHOCTUKM, MPOPUNAKTUKM,
NeyeHus 3abonesBaHuii, B TOM uyncne npeobnagarolmx B CTpyKType 3abonesaemoctn B Poccuitckoit
depepaunu;

6) NpeMmyLecTBO KOHKPETHOrO JIeKapCTBEHHOIO Mpenapata Mo CPaBHEHUIO C  APYIMMU
NIeKapCTBEHHbIMM MpenapaTtamu Mpu onpefeneHHblXx 3aboseBaHUM, CUHAPOME WAWN  KANHUYECKOWN
cUTyaumu;

B) TepaneBTUYECKas 3KBMBAJIEHTHOCTb KOHKPETHOrO /IEKapCTBEHHOrO Npenapara JIeKapCcTBEHHbIM
npenapaTam Co CXOXMM MexaHU3MOM GapMaKOIOrMYEeCKoro 4encTeus;

2) yTBEPXKAOEHWUA METOAMKM YCTAHOBJ/IEHUSA NPOU3BOAUTENAMU JIEKAPCTBEHHbIX MpenapaTos
npeaenbHbIX OTMYCKHbIX LLEH Ha NeKapCTBEHHble MPenapaTbl, BK/AOYEHHbIE B MepeyeHb XU3HEHHO
HEeobXxoAMMbIX U BaXKHEMLLUX NEKAaPCTBEHHbIX NPEenapaTos;

3) rocydapCTBEHHOM  pPerucTpaumMm  YCTaHOBAEHHbIX  MPOU3BOAUTENAMMU  JIEKAPCTBEHHbIX
npenapaToB MNpeaefibHbIX OTMAYCKHbIX LEH HA JIeKapCTBEHHble MpenapaTbl, BKAOYEHHbIE B NepeyeHb
KU3HEHHO HEODXOAMMbIX U BaXKHEMLINX NEKAPCTBEHHbIX NPENAPATOB;

4) BefeHUA TocyfapCTBEHHOMO peecTpa NpefenbHbiX OTMYCKHbIX LEH npoussBoguTesnei Ha
NIeKapCTBEHHbIE MpenapaTbl, BK/AIOYEHHblIE B MNEpevyeHb MKM3HEHHO HEOOXOAMMBIX W BAXKHEWMLIMX
JIeKapCTBEHHbIX NpenapaTos;

5) yTBepXAeHWA METOAMKM YCTAaHOBJEHUA OpraHamuM WCNONHUTENbHON BAacTM cybbekToB
Poccuiickolt depepauumn npepenbHblX PasMepoB OMNTOBbIX HAAOABOK W MNpefenbHbIX PasMepos
PO3HMYHbIX Haf0aBOK K (AKTUYECKMM OTMYCKHbIM LLEHAM, YCTAHOB/JEHHbIM MPOU3BOAUTENAMMU
NIeKAPCTBEHHbIX MPENApaToB, Ha JIEKAPCTBEHHble MPenapaTtbl, BK/AKOYEHHbIE B MepeyeHb KU3HEHHO
HEeOoBX0AMMbIX U BaXKHEMLINX NEKAPCTBEHHbIX NPENAPaToB;

6) ycTaHOBNEHWA nNpefenbHbIX pPAa3MepoB OMNTOBbIX HaAbaBOK W MNpefesibHbIX Pa3smMepoB
PO3HUYHbIX HaAbaBOK K GAKTUYECKMM OTMYCKHbIM LUEeHaMm, YCTAHOBAEHHbIM MPOU3BOAUTENAMM
JIeKapCTBEHHbIX MpPenapaToB, Ha NEKAPCTBEHHblE MPenapaTbl, BKAOYEHHble B MEpPEeYeHb KU3HEHHO
HeOHXOAMMbIX U BaXKHENLUMX NEKAPCTBEHHbIX MPENapaTos;

7) yTBEpPXKAEHUA NOPSAKa Bblgauun NpennucaHuii opraHam MCMNOJIHATENbHOW BAAcTU CyObeKTOB
Poccuiickolt degepaunn o NnpMBeaeHMM B COOTBETCTBME C 3aKOHOAATENbCTBOM Poccuiickon depepaumm
pelweHunii 06 ycTaHOBAEHMW MpeAesibHbIX PasMepoB OMTOBbIX HaZbaBOK U NpeaesbHbIX Pa3sMepoB
PO3HMYHbIX HagbaBOK K (AKTUYECKMM OTMYCKHbIM LLEeHAM, YCTAHOB/JEHHbIM MPOU3BOAUTENAMMU
NIeKapCTBEHHbIX MPENapaToB, Ha JIEKApPCTBEHHble MPenapaTtbl, BK/AOYEHHbIe B MepeyeHb MKU3HEHHO
HEOOXOAMMbIX M BaXKHEWLWWX JIEKAPCTBEHHbIX MNPEnapaToB, €CAN OHW MPUHATbI C HapyLueHUEM
3aKoHogaTenbcTBa Poccuiickoit ®egepaumm, B nopsake, ycTaHoBAEHHOM MMpaBUTeNbCTBOM PoccuincKo
depepaunu;

8) HanpaBneHUs ynoAHOMOYEeHHbIM defepasibHbIM OPraHOM WCMOJIHUTENLHOW BNACTM OpraHam
MCNONHUTENbHOM BRacT Ccyb6bekToB Poccuiickoit Pepepauym npepnucaHuii 0 NpuBeAeHUMUM B
COOTBETCTBME C 3aKOHOoAaTenbCTBOM  Poccuitickoit  depepaumm  NPUHATBIX € HapyleHWem
3aKoHopaaTenbcTBa Poccuitickoit Pepepaumm peleHnint 06 yCTaHOBAEHUM MpefesibHbIX Pa3MepoB
ONTOBbIX HafbaBOK M MpefenibHbIX Pa3MepoB PO3HWUYHbIX HaAbaBOK K LieHaM Ha JieKapCTBEHHble
npenapatbl, BK/AIOYEHHblE B MepeyvYeHb MKU3HEHHO HEeOoOXOAMMBIX W BAXKHEMLWMX JIeKapCTBEHHbIX
npenapaTos;

9) ocyuwecTtBieHus deaepanbHOro rocyAapcTBEHHOro Hagsopa B chepe obpauweHun
NeKapPCTBEHHbIX CPEeACTB M PErMOHANbHOMO FOCYAAPCTBEHHOrO KOHTPO/IA 32 MPUMEHEHMEM UEH Ha
NeKapCTBEHHblE  MpenapaTtbl COOTBETCTBEHHO  YMONHOMOYEHHbIMM  defepanbHbIMU  OpraHamm
MCMNONIHUTENbHOM BNACTU U OpPraHaMM WCMNOJIHUTENbHOM BRacTu cybbekToB Poccuitickoit depepaumm
COTr/IaCHO MX KOMMEeTEeHUUN B NOpsaKe, ycTaHOBAeHHOM lNpaBuTenbctBom Poccuiickon ®eaepaumm;

(n. 9 B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)
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10) npuMmeHeHMA nNpPeayCMOTPEHHbIX 3aKoHodaTenbcTBOM Poccuiickoit dPegepaumm  mep
OTBETCTBEHHOCTM 3a HapylleHuMe nopAdKa UeHoobpa3oBaHMA Ha U3HEHHO Heobxoaumblie U
BaKHelLMe NeKapCTBeHHble NpenapaTbl.

Cratba 61. locysapcTBeHHas pPernctpauma yCTaHOBAEHHbIX MPOM3BOAUTENAMM NEKAPCTBEHHbIX
npenapaTos NpeAeNbHbIX OTNYCKHbIX LeH Ha XW3HEHHO Heobxoaumble U BaKHeMLIne NeKapCTBEHHble
npenapaTbl U UX NPOAaXKa

1. YcTaHOB/IEHHbIE MPOU3BOAUTENAMM IEKAPCTBEHHbIX NMPENAPATOB NpeAe/ibHble OTNYCKHbIE LieHbI
Ha JIeKapCTBEHHble Mpenapatbl, BKAOYEHHblE B MNEpevyeHb KU3HEHHO HEOOXOAMMbIX U BaXKHEMLMX
NIeKapCTBEHHbIX NPenapaToB, NOAAEKAT FOCYAapPCTBEHHON perncTpaLmu.

2. YcTaHOB/IEHHadA NPOM3BOAMTENIEM JIEKAPCTBEHHbIX MPEnapaToB nNpegesibHaa OTNYCKHAA LeHa Ha
JIeKapCTBEHHbIM MpenapaT, BK/AKYEHHbIA B MEPEYEHb MKU3HEHHO HEOOXOAUMbIX W BarKHEMLKNX
JIeKapCTBEHHbIX MPenapaTos, MOLJEXUT FOCYLAPCTBEHHOW pPerncrTpauuu, ecinm OHa He npeBblaeT
pa3mep UeHbl Ha AaHHbIN IeKapCTBEHHbIN NpPenapaT, PacCYUTAHHbIA B COOTBETCTBUM C YTBEPKAEHHOM B
nopsake, yctaHoBiaeHHom [lpaBuTenbcTBom Poccuitickon Pepepaunun, MeTOAUKOM YCTaHOBAEHMUS
NpPou3BOAUTENAMM NEKAPCTBEHHbIX MPEnapaToB NpPeaefibHbIX OTNYCKHbIX LEH Ha JIeKapCTBEHHble
npenapaTbl, BK/OYEHHbIE B MNepeyYeHb MM3HEHHO HEOBXOAUMBIX W BaXKHEWMWMUX JIEKAPCTBEHHbIX
npenapaTtoB. [laHHOMW MeTOAMKOM NpeaycMmaTpUBaeTCs ANA NEKAPCTBEHHbIX NPEenapaToB, HAXOAALWMXCA
B obpalleHnn Ha Tepputopumn Poccuiickon depepaunm, pacyeT cpeaHeB3BEIEHHON GAKTUYECKON LIEHbI
OTNyCKa, CcpefHeB3BelWeHHOMW (aKTUYecKoM LeHbl BBO3a JIeKAPCTBEHHOrO MpenapaTa 3a rog,
npeawecTsyOWNin  gate nNpeacTaBAeHUA MpefenbHOM  OTMYCKHOW  UeHbl Npou3BOAMTeNA Ha
JIeKapCTBEHHbIM NpenapaT Ha rocyfapCTBEHHYIO PErncTpaunio, a ANA IEKAPCTBEHHbIX MPenapaTos, He
noctynaswmx B obpaweHne Ha Tepputopum Poccuitickon Pepepaumn, U ANA  OPUTMHANbHbLIX
JIeKAPCTBEHHbIX MpPenapaToB pacyeT POCCUUACKMMM MPOU3BOAUTENAMM NIEKAPCTBEHHbIX MpenapaTos
pacxonoB, CBA3aHHbIX C Pa3pabOoTKOW, NMPOM3BOACTBOM, peanu3aumeint NeKapCcTBEHHOrO nNpenaparta,
yKa3aHWe MHOCTPaHHbIMM NPOU3BOAUTENAMM PasMepPa MUHUMAIbHOM OTNYCKHOM LEeHbl NPOU3BOAUTENA
Ha /NeKapCTBEHHbIN NpenapaT B rocyfapcTBe NPOM3BOAUTENA W APYrMX FOCyAapcTBax, rAe OH
3aperncTpupoBaH, € y4eTOM pacxofoB, CBA3AHHLIX C TaMOMEHHbIM OpOopMAEHNEM (TaMOMKEHHOW
NOLW/IMHBI M TAMOXKEHHbIX COOPOB 3a TAMOXKeHHOE 0POPMIEHUNE), U TPAHCMOPTHBIX PACXOA0B.

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

2.1. MNpu npoBegeHUM pacyeTa nNpeaenbHOM OTMAYCKHOM LeHbl Hapagy C  AaHHbIMM,
npeaycMoOTPEHHbBIMM YacTbio 2 HAaCTOALLEN CTaTbM, YUUTbIBAETCA:

1) B OTHOLEHNN POCCUIMCKOrO NMPOU3BOAMTENS - LieHa Ha aHaforMyHble (MO MeXayHapogHOMy
HenaTeHTOBAaHHOMY HaMMEHOBaHMIO, IeKapcTBEHHOW GOpMe U L03UPOBKE) IEKapCTBEHHbIE NpenapaTbl,
npousBefeHHble Ha Tepputopuu Poccuiickoit Pepepaumn, nMbo B cayvyae MX OTCYTCTBMA LEHa Ha
aHaNIoMMYHble MHOCTPAHHbIE JIEKAPCTBEHHbIE MpenapaTtbl, Haxo4fAWwMecs B rpaxgaHcKom obopoTe Ha
Tepputopun Poccuiickoin Pepepaumnu;

2) B OTHOLIEHUN MHOCTPAHHOTO MPOU3BOAMUTENA - LLEHA Ha aHa/orMyHble (MO MeXKAYyHapoLHOMY
HenaTeHTOBAaHHOMY HaMMEHOBaHMIO, IeKapCcTBEHHOW GOpPMe U LO03UPOBKE) JIEKAapPCTBEHHbIE NpenapaTsl,
HaxoAALWMeca B rpaxkaaHCKom obopoTe Ha TeppuTopun Poccninickon Pepepauuu.

(4actb 2.1 BBegeHa deaepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

2.2. Ha ocHoBaHMM nofaHHOro [0 1 OKTAGPA KaxAoro roaa 3adABAEHUMA POCCUIACKOro
NPOM3BOAMUTENA NEKAPCTBEHHbIX MPENApaToB, BK/AKOYEHHbIX B MepevyeHb KM3HEHHO HeobXoauMbIX U
Ba*KHEMLUMX JIEKApPCTBEHHbIX MPenapaTtos, 3aperncTpuMpoBaHHaA npefenbHas OTMYCKHAA UeHa Ha
NIeKapCTBEHHbIN NpenapaT B C/ly4ae U3MEHEHUA LEH Ha Cbipbe U MaTepmasbl, HaKNaAHbIX Pacxoaos, a
TaKKe uCXo4A W3  yCTaHOBAEeHHOro ¢denepanbHbiM 33aKOHOM 0O degepanbHom 6HlogyKeTe Ha
COOTBETCTBYIOWMNIA GUHAHCOBBLIA Fo4 M Ha MNAAHOBbIA Mepuos MPOrHO3MPYEMOro YPOBHA MHOAALUM
MOXKeT ObITb nepeperucTpupoBaHa, HO He Yalle YeM OAMH pa3 B KajlieHAApHOM rogy B MOpALKe,
YCTAHOB/IEHHOM YacTAMM 2 1 2.1 HacToALWEN CTaTbM.

(yacTb 2.2 BBegeHa PegepanbHbiMm 3akoHOM oT 11.10.2010 N 271-3)

3. TMpopgaxa /IeKapCTBEHHbIX MpenapaToB, KOTOPble BK/OYEHbl B MepeyeHb KU3HEHHO
HEeoBbXOAMMbIX W BaXKHEMLIMX J/IeKAPCTBEHHbIX MPENapaToB M Ha KOTOpble He 3aperMcTpuMpoBaHa
YCTQHOB/IEHHAA MNPOU3BOAUTENAMM JIEKAPCTBEHHbIX MPEnapaToB npeaesibHad OTNYCKHAA LeHa Ha
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NNeKapCTBeHHbIE MNpenapaTtbl, BKAKYEeHHble B Nepe4vyeHb XWU3HEHHO HeO6XOLI,VIMbIX N BarKHENLWnx
NNEKAPCTBEHHbIX NMPenapaTosB, He AOMNYCKaeTCA.

Cratba 62. [OCyaapCTBEHHbIM peecTp nNpeaesibHbIX OTMYCKHbIX UEH npou3BoauTenei Ha
NeKapcTBeHHble Mpenapatbl, BKAKOYEHHble B MepeyeHb KM3HEHHO HeobBXOAUMbIX U  BarKHEWLWMWX
NleKapcTBEHHbIX NpenapaTos

1. 3apeructpuvpoBaHHble MpeaebHble OTNYCKHble LeHbl Ha JIeKapCTBEHHble NpenapaThbl,
BK/IOYEHHbIE B MNeEpeyYeHb MU3HEHHO HEeobXOAMMbIX WM BaXKHEWLWMX NeKapCTBEHHbIX MpPenapaTtos,
noAane)KaT BKAKOUYEHMIO B FOCYAapCTBEHHbIN peecTp npeaenbHbIX OTNYCKHbIX LEH Npou3BoauTenei Ha
NleKapcTBEHHble Mpenapatbl, BKAKOYEHHbIE B MepPevYeHb KU3HEHHO HEeOOXOAUMBIX W BarKHEWLWWWX
JleKapCTBEHHbIX NPenapaTos.

2. TocynapCTBEHHbIM peecTp npefesibHbIX OTMNYCKHbIX LeH NPOU3BOAMTENEN Ha JIeKapCTBEHHbIE
npenapatbl, BK/AIOYEHHble B MepeyeHb YKU3HEHHO HEeOobXOAMMbBIX W BarKHEMWMX JIeKapCTBEHHbIX
npenapaTos, coaepKuT B cebe cneaytoyto HGopmauuto:

1) HaMmeHoBaHWE NPOU3BOAMUTENA IEKAPCTBEHHOTO NPenapara;

2) HauMMmeHOBaHME JIEKAapCTBEHHOTO MpenapaTta (MexayHapogHoe HenaTeHTOBAaHHOE WU
XMMMYECKoe U TOProBoe HaMmeHoBaHWA);

3) HoMep PerncTPaLLMOHHOrO YA0CTOBEPEHMSA JIEKAPCTBEHHOTO NPEnapara;

4) nekapcTBeHHasa opma C yKazaHWeM A03MPOBKM JIEKAPCTBEHHOIO NpenapaTa U ero KoJM4yecTsa
BO BTOPUYHOW (NOTPebUTENbCKOM) YNaKOBKE;

5) 3aperncTpmpoBaHHas npegenbHas OTNYCKHan LeHa B pybnax;

6) paTa rocyfapCTBEHHOW peruvcTpauuu npeaenbHOW OTMNYCKHOW UEHbl Ha JieKapcTBEHHble
npenapatbl, BKAOYEHHble B MeEpPeYeHb KM3HEHHO HEOBXOAMMbIX M BAXKHEWLIMX JIEKAPCTBEHHbIX
npenaparos.

3. TocyfapCcTBEHHAA perncTpaumna npeaesbHbiX OTMYCKHbIX LieH Ha JieKapcTBeHHbIe Mpenaparsl,
BK/IIOYEHHbIE B TMNepeyeHb MU3HEHHO HEeobXOAMMbIX W BaXKHEWLWMX NeKapCTBEHHbIX MpPenapaTos,
BeAEeHMWe rocy4apcTBEHHOro peecTpa npeaebHbiX OTNYCKHBIX LLeH NPOM3BOAMTEIe Ha IEKAPCTBEHHbIE
npenapaTtbl, BKAOYEHHblE B MeEpPeYeHb KU3HEHHO HEOOXOAMMbBIX W BAXKHEMWLIMX JIeKapCTBEHHbIX
npenapaToB, OCYLWEeCTBAAIOTCA B NOPAAKE, YyCTaHOBNEHHOM [1paBuTenbcTBom Poccuiickoit ®enepaumn.

CrtaTtbAa 63. YcTaHOB/IEHME OpraHamm UCNOHUTENbHOM BnacTu cybbekToB Poccuiickoi deaepaunm
npeaesibHbIX pPa3mMepoB ONTOBbIX HaAbaBOK M npedesibHbIX Pa3MepoB PO3HUYHLIX HaabaBOK K
$aKTUYECKMM OTNYCKHbIM LLeHaM, YCTaHOB/IEHHbIM MPOU3BOAUTENSAMU JIEKAPCTBEHHbIX NpPenapaTos, Ha
JIeKapcTBeHHbIe nNpenapaThbl N8 MeAULMHCKOro NPUMeHeHMUs

1. OpraHbl WCNOAHMTENbHOW BAacTM CcybbekToB Poccuiickoit ®depepaunn ycTaHaBAMBAKOT
npegenbHble pasmepbl OMNTOBbIX HagbaBOK WM nNpedesbHble pPa3mepbl PO3HWUYHBLIX HaabaBoK K
baKTUYECKMM OTMYCKHbIM LLeHaM, YCTaHOBEHHbIM NPOU3BOAUTENAMM IEKAPCTBEHHbIX NPenapaTos, Ha
NeKapcTBeHHble Mpenapatbl, BKAKOYEHHble B MepeyeHb KMU3HEHHO HeobBXOAMMbIX U BarKHEWLWMX
NIeKapCTBEHHbIX MPEenapaToB, B COOTBETCTBUW C YTBEPKAEHHOM B NOpAAKe, YCTAHOBAEHHOM
MpasutenbctBom Poccuiickoit depepaumn, MeTOAMKON YCTaHOBMEHUA OpPraHamu WUCMOSHUTENbHOWM
BA1acTU cybbekToB Poccuiickoit degepaunm npesesibHbiX pasmepoB ONTOBbIX HaAbaBOK U NpesesibHbIX
Pa3mMepoB  PO3HUYHbIX HagbaBOK K  PaKTMYECKMM  OTMYCKHbIM  LleHaM,  YCTaHOBJ/IEHHbIM
NMPOM3BOAMUTENAMM JIEKAPCTBEHHbIX MNPENapaToB, Ha JIEKAPCTBEHHble NpenapaTbl, BK/OYEHHble B
nepeyeHb KU3HEHHO HEOBXOAMMbIX U BarKHEWLLIWX JIeKapCTBEHHbIX NpernapaTos.

2. OpraHus3auuu ONTOBOW TOProBAM W (M/AM) anTeyHble OPraHWM3aLMM, WHAMBUAYASIbHbIE
npeanpuHMMaTen, MMelolme JINLEH3NIO Ha (apMaLeBTUYECKY0 AeATeNbHOCTb, OCYLLECTBAAIOT
pPeanusaumio IeKapCTBEHHbIX MNPENapaToB, BK/IOYEHHbIX B MNEpedYeHb MMU3HEHHO HeobXoAMMbIX W
BaXKHEMLIMX J/IeKAapCTBEHHbIX MpenapaTtoB, MO LEHAaM, YPOBEHb KOTOPbIX He MpPEeBbIAeT Cymmy
(baKTUYECKON OTMYCKHOM LeHbl, YCTAaHOBAEHHOM NPOU3BOAMTENEM JIEKAPCTBEHHbIX NPENapaToB U He
npeBblWatoWwel 3aperncTpupoBaHHON NpeaenbHON OTNYCKHOM LeHbl, U pasmep ONTOBOW HagbaBKu U
(vnn) pasmep po3HWMYHOW HaabaBKKM, He MpPEeBbIWAIOWME COOTBETCTBEHHO pasmepa npeaesibHoM
onToBOM HaabaBkuM U (MAK) pasmepa NpeaesbHON PO3HWMYHOM HAaABaBKM, YCTAHOBAEHHbLIX B CyObeKTe
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Poccuiickoin Pepepaunn.

3. OpraHbl UCMONHUTENbHOM BNacTM cybbekToB Poccuitckonn Pegepaunm pasmeLlatoT B CETU
"MHTepHeT" nam onybanKoBbIBatoT MHGOPMALMIO O 3apPErMcTPMPOBaAHHON Npeae/ibHOM OTNYCKHON LeHe
Ha JIeKapCTBEHHble Mpenapatbl, BKAOYEHHblE B MNEpPevyeHb KU3HEHHO HEOOXOAMMbIX U BaXKHEMLMUX
JIeKapCTBEHHbIX MpenapatoB, 06 ycTaHOB/EHHbIX B cybbekTe Poccuiickolt Pepepauumn pasmepe
npesenbHOM ONTOBOM HaabaBKM U (MAK) pasmepe NpeaesibHOM PO3HUYHOM HaLbaBKM K YCTAHOB/IEHHbIM
NPOU3BOAUTENAMW NNEKAPCTBEHHbIX NPenapaToB GpaKTUYECKMM OTMYCKHbIM LLEHAaM Ha NeKapCTBEHHble
npenapatbl, BK/IOYEHHblE B MepeyYeHb KM3HEHHO HEeOoOXOAMMbIX W BAXKHEMNWMX JIEKAapPCTBEHHbIX
npenapaTtos, U 06 yKa3aHHOM B YacTu 2 HacToslel cTaTbh cymme. MHOpmauma, npeaycMoTpeHHan
HaCTOALLEN YaCTblo, AO/IKHA PAa3MELLATLCA TaKKe B aNTeYHbIX OPraHn3aumsax B 4OCTYNHON A/1A CBeAeHUs
BCEX 3aMHTEPECOBaHHbIX nL, dopme U 0OBHOBAATLCA NO Mepe ee oNyH6ANMKOBAHMA.

4. TpuHATble C HapyleHWem 3aKoHogaTenbcTBa Poccuiickoih ®epepaumy pelleHus OpraHos
NCNOSIHUTENbHON BNAcTU cybbeKkTa Poccuiickon Peaepaumm 06 ycTaHOBAEHUU NpenesibHbIX PasmepoB
ONTOBbIX HaAbaBOK W NpeaAenbHbIX Pa3MepPoB PO3HUYHbIX HaAOaBOK K 3aperMcTpuMpoBaHHbLIM
npeaenbHbIM OTNYCKHbIM LleHaM Ha JIEKapCTBEHHbIE NpenapaTbl, BKAOYEHHbIE B NepeyeHb KU3HEHHO
HEeOOXOAMMbIX M BaXKHENLLUMX NEKAPCTBEHHbIX MPEnapaToB, Nog/exKaT oTMeHe B cygebHomM nopagkKe.

Fhasa 13. MOHUTOPUHI BESONACHOCTU JIEKAPCTBEHHDbIX NPEMAPATOB,
HAXOOALLUXCA B OBPALLEEHUWN HA TEPPUTOPUN POCCUMCKOWN ®ELEPALIUN

CtaTtbs 64. MOHMTOPUHT 6€30MacHOCTM IeKapCTBEHHbIX NpenapaTos

1. JlekapcTBeHHble npenapaTbl, HaxogallmMecs B obpalleHuM Ha TepputTopumn PoccuiicKoi
depepaunn, nognexaT MOHUTOPUHIY 6e30MacHOCTU B LIENAX BbIBNEHUS BO3MOXHbIX HeraTUBHbIX
nocneacTeuii UX MNPUMEHEHUA, npeaynpexaeHus NauMeHToB M UX 3allMTbl OT MPUMEHEHUS TaKux
npenaparos.

2. MOHUTOPUHT 6e30MacHOCTN NeKapCTBEHHbIX NPEenapaToB OCYLLECTBAAETCA YNOJAHOMOYEHHbIM
denepanbHbiM OpPraHOM MCMONHUTENbHOW BNACTM Ha BCex 3Tanax WX obpalleHuMA Ha TeppuTopumn
Poccuitckoit epepaumn.

3. CybbekTbl 0bpallleHMsa JfleKapCcTBeHHbIX cpeacTB 06A3aHbl coobliaTb B YCTaHOBAEHHOM
YNONHOMOYEHHbIM deaepanbHbiIM OPraHOM WCNOAHUTENLHOW BacTM nopsgake 060 Bcex caydanx
No6OoYHbIX AENCTBUIN, HE YKa3aHHbIX B MHCTPYKLUUKM MO MPUMEHEHMUIO NeKapCTBEHHOro npenaparta, O
CEePbE3HbIX HeXeNaTe/lbHbIX Peakuusax, HenpeaBUAeHHbIX HeXenaTeNbHbIX peakuusax Npu NnpuMeHeHum
JIeKapCTBEHHbIX npenapatoB, 06 0cobeHHOCTAX B3aMMOAENCTBUA JIEKAPCTBEHHbLIX MpenapaToB C
APYTMMU NeKapCcTBEHHbIMM NpenapaTtamu, KOTopble Bbinn BbiABAEHbI NPU MPOBEAEHUU KAUHUYECKUX
nccnenoBaHNn U NPUMEHEHUN NEKAaPCTBEHHbIX NPenapaTos.

4. 3a HecooblleHMEe UAN COKPbITUE CBeAeHWUI, NPeayCMOTPEHHbIX YacTblo 3 HacToAllel cTaTby,
ML, KOTOPbIM OHW CTan M3BECTHbI MO poay WX npodeccMoHaNbHOW [AeATeNbHOCTU, HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAAaTeIbCTBOM Poccuitckon Peaepaumu.

5. TlopafoKk ocyuwecTBAeHUA MOHUTOpPUHTa 6e30MacHOCTM  NEeKapCTBEHHbIX Mpenaparos,
perucTpaunm nobouYHbIX OENCTBUIA, CEpPbe3HbIX HesKenaTe/bHbIX peakuuit, HenpeaBuaeHHbIX
HexKenaTesbHbIX Peakunin Npu NPUMEHEHUN NeKapCTBEHHbIX NPenapaTos, B TOM Ync/e NpeacTaB/ieHuns
MHPOopMaLUuKn 06 3TOM, YCTaHaB/IMBAETCA YNOJHOMOYEHHbIM denepanbHbIM OpraHOM UCMOIHUTENbHOM
BNACTU.

CraTbs 65. NMpuocTaHoOBEHWE NPUMEHEHMSA IEKAPCTBEHHOTO NpenaparTa

Mpn nonyyeHnn MHOOPMaLMM O NOBOYHbIX AENCTBUAX, HE YKasaHHbIX B WHCTPYKUMU MO
NPMMEHEHUIO NEeKapCTBEHHOrO Mpenaparta, Cepbe3HbIX HEeMKenaTeNbHbIX peakumax, HenpeasuaeHHbIX
HexkenaTeslbHbIX Peakuusax Mpu MNPUMEHEeHUW JieKapCTBEHHOTo npenapata, 06 ocobeHHOCTAX ero
B3aMMOZENCTBUA C APYrMMW JIEKAPCTBEHHbIMM MpenapaTtamu, KoTopble MOTyT NPeacTaBAATb Yrposy
M3HM WAM 3[0POBbI0 MAUMEHTOB, A TaKXKe CBEAEHWI, He COOTBETCTBYHOWMX CBEAEHUAM O
NleKapcTBEHHOM MpenapaTe, COAEPKALMMCA B MHCTPYKLMM MO €ro MpUMEHEHUI, YNOJHOMOYEHHbIN
depepanbHbIi  OpraH  UCMOJIHUTENIbHOM  BAACTM  PacCMaTpuMBaeT BOMPOC O  BO3MOXKHOCTM
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NPMOCTAHOBAEHMA NPUMEHEHMA TaKOro /IeKapCTBEHHOro npenapata B MOPAAKe, YCTaHOBAEHHOM
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOHUTEIbHOM BAACTU.

CraTtba 66. UHbOpMmaLMA 0 pe3yabTaTax MOHUTOPUHra 6€30NacHOCTM IeKapCTBEHHbIX NpenapaTos

YNOAHOMOYEHHbIN desepanbHblil OpraH UCNOMHUTEbHOM BAACTU, OCYLWECTBAAIOWMIA MOHUTOPUHT
6e30MacHOCTM NeKapCTBEHHbIX MpenapaTos, HaxoAALWMXcA B 0bpalleHUn Ha Tepputopumn Poccuiickoi
denepaymmn, No pesynbraTaM MOHUTOPMHIrA pasmellaeT Ha cBoem odMLUMaNbLHOM caliTe B ceTu
"MHTepHeT" MHOOPMAULMIO O MNPUHATBLIX PELEHUAX O BHECEHMM W3MEHEHMA B WMHCTPYKUMIO MO
NPMMEHEHUIO JIEKAPCTBEHHOro Mnpenapata, O MPUOCTAHOBAEHUU MPUMEHEHUA NEKaPCTBEHHOMO
npenapara, 06 U3bATUN M3 06paLLEHNA NEKAPCTBEHHOTO NpenapaTa uav o BO306HOBNEHWUW NPUMEHEHUSA
JleKapcTBEHHOTO Npenapara.

Fnasa 14. UHOOPMALMUA O NEKAPCTBEHHbIX MPENAPATAX
CtaTtbs 67. UHPOpMaLMA O NneKapCTBEHHbIX NpenapaTax

1. MHbopmauma o neKkapCTBEHHbIX NpenapaTtax, OTMYCKaeMblX MO PeLenTy Ha JIeKapCTBEHHbIN
npenapar, OO/KHA COAEepPKaTbCA TO/NbKO B CMELMaNU3MPOBAHHbIX M34AHUAX, NpefHa3HaYeHHbIX AN
MeAVLMHCKMX, (apMaLeBTUYECKMX, BETEpPUHAPHbIX PaboTHMKOB. WMHPopmaumMa O fAeKapCTBEHHbIX
npenapartax gna cneunannctos B 061acTi o0bpalleHna NeKAPCTBEHHbIX CPEACTB MOMKET COAEPKATLCA B
MOHOrpadumax, CnpaBOYHMKAX, HAY4YHbIX CTaTbsAX, B [OKA3[aX Ha KOHrpeccax, KoHbepeHuusax,
CMMMNO3MYMaX, Hay4HbIX COBETAX, @ TAKKE B MHCTPYKLMAX MO NPUMEHEHMIO IEKAPCTBEHHbIX NPENApPaTos.

2. UHpopmauma o neKapcTBEHHbIX NpenapaTtax, OTnyckaembix 6e3 peuenTa Ha JIeKAapCTBEHHbIN
npenapaTt, MOXEeT COAEepraTbCA B NyOAMKALMAX U OODBABNEHUAX CPEACcTB MaccoBoi MHbOpMaLmM,
CNeumannsmpoBaHHbIX U OOLMX NeYaTHbIX U3AAHUAX, UHCTPYKLMAX MO NMPUMEHEHUIO NEKAPCTBEHHbIX
NpPenapaToBs, MHbIX U34aHUAX CYOBEKTOB 06paLLEHMA NEKAPCTBEHHbIX CPEACTB. PeknaMHble MaTepuansl
O NleKapCTBEHHOM npenapaTte, OTNyckaemom 6e3 peuenTa Ha JIeKApCTBEHHbIN NpenapaT, AOJ/KHbI
COOTBETCTBOBATb MHCTPYKLMM MO NPUMEHEHWIO TEKAPCTBEHHOIO NpenapaTa.

3. [onyckaeTca MCNONb30BaHWE NOObIX MaTepUaNbHbIX HOCUTENEN, MO3BONAIOLMX XPAHUTD,
nepenasaTb M UCNOJIb30BaTb MHGOPMALMIO O NEKAPCTBEHHbIX NpenapaTax 6e3 ee NCKaXKeHuA.

nhasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOATE/IbCTBA
POCCUIACKOMN SEAEPALIMM NPU OBPALLEEHUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEOA, MPUYMHEHHOIO 30POBbIO FrPAXAH
BC/IEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapylleHWe 3akoHodaTenbcTBa Poccuiickoit Pepepaunm npu
06paLeHNN NEKAPCTBEHHbIX CPEACTB

HapyweHune 3aKkoHogatenbctBa Poccuiickon ®Pepepaumm npu obpalleHUM NeKapCTBEHHbIX
cpeacTs BfeyeT 3a coboll OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickom
depepauun.

Cratba 69. Bo3meleHune Bpena, NpUYNHEHHOro 340pPOBbHO rpa*KgaH BCaeacrsmne npumeHeHuA
NEKAPCTBEHHbIX MPenapaTos

1. MNpou3BoauTenb NEKAapCTBEHHOrO mnpenapata o06f3aH BO3MECTUTb Bpes, NPUYUHEHHbIN
340POBbIO rpak4aH BCNeACTBME NPUMEHEHWA IeKapCTBEHHOrO NpenapaTa, ec/iv A0Ka3aHo, YTo:

1) nekapcTBeHHbIM NpenapaT NPUMEHANCA NO Ha3HAYEeHWI0 B COOTBETCTBMM C MHCTPYKUMEN MO
NPMMEHEHUIO NEKAPCTBEHHOrO NpenapaTta U MPUYMHON Bpeda ABMCA BBOA, B TPaKAaHCKWUA 060poT
HeL06pOKaYeCTBEHHOMO IEKAPCTBEHHOrO Npenapara;

2) Bpea, 340POBbIO MPUYMHEH BCNEACTBME HELOCTOBEpPHOM WMHOOPMAaLMM, coaeprKalieinca B
MHCTPYKUMM N0  NPUMEHEHUIO  NIEKApPCTBEHHOrO  MpenapaTta, W34aHHOW  NpPoOW3BOAUTENEM
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JIeKapCcTBEHHOro npenapara.

2. B cnyyae, ecnv Bped, 340P0BbIO rpakaaH NpUUMHEH BCAEACTBUE NPUMEHEHUA NEeKapCTBEHHOMO
npenapara, NpulleAWero B HEroAHOCTb B pe3y/ibTaTe HapyleHUA MpaBua XpaHEeHUA SIeKapCTBEHHbIX
cpeacTs, Npasu/ ONTOBOM TOProB/AM NEKAPCTBEHHbIMM NpenapaTamu, NpaBua OTMNYCKa IeKapCTBEHHbIX
npenapatos, NpasBu/i W3roTOB/JEHMA W OTMYCKa /IeKapCTBEHHbIX NpenapaTtos, BO3MelleHWe Bpeaa
OCYLLLECTB/IAGTCA COOTBETCTBEHHO OpraHM3aLuein ONTOBOW TOProBAM NIEKAPCTBEHHbIMU CPeacTBamu,
anTeyHon opraHuWsaumen, WHAMBUAYaNbHbIM MNpeanpUHMMATENEM, WMELWMUMU  ANLEH3UIO  Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb WAWU MIMLEH3UIO Ha MeAMUMHCKYI0 AeATe/NbHOCTb, MeAULIMHCKOMN
opraHusaumein, MMmelowen AMUeH3n Ha dapmaueBTUYecKylo AeaTenbHOCTb (ee 060cobaeHHbIM
noapasgeneHmem (ambynatopueit, benbaliepcknm U GenbalepcKo-akyLWepcKMM NYHKTamMK1, LEHTPOM
(oToeneHnem) obuieli BpauebHoW (cemeiHOM) NPaKTUKK), PacNONOKEHHBIM B C&/IbCKOM NOCENEHUN, B
KOTOPOM OTCYTCTBYET anTeyHas opraHvMsauus), AONyCTUBLUMMW MPOAaXKy WAM OTMYCK TaKoro
JleKapCTBEHHOro Npenapara.

3. Bos3meleHne Bpeaa, MNPUYMHEHHOTO 3[40POBLIO rpaKaaH BCAEACTBME MNPUMEHEeHUA
NIeKapCTBEHHbIX NpPenapaToB UKW COBepLUEHUA MPOTMBOMNPABHbLIX AENCTBUIA cybbeKkTamu obpalieHus
NIeKapCTBEHHbIX CPeacTB, OCYLECTBASETCA B COOTBETCTBMM C 3aKOHOAATe/IbCTBOM Poccuiickoit
depepauum.

Fnhasa 16. SAK/TIOMUTE/IbHBIE NONOXKEHUA

Cratbsa 70. O NpU3HaAHUKX YTPATMBLLUMMM CUY OTAE/NbHbIX 3aKOHOAATE/IbHbIX aKTOB (NONOXKEHWN
3aKoHOoAaTeNbHbIX akToB) Poccuiickon deaepauymm

MpW3HaTb YTPATUBLLMMU CUNY:

1) depepanbHbIi 3aKoH OT 22 nioHsA 1998 roaa N 86-$3 "O nekapcreeHHbIx cpeacTsax” (CobpaHue
3aKoHogaTenbcTBa Poccuiickon deaepaumm, 1998, N 26, ct. 3006);

2) depepanbHbi 3aKoH OT 2 AHBaps 2000 roaa N 5-93 "O BHECEHUM U3MEHEHUS U AOMNONHEHUN B
depepanbHblin 3aKoH "O nekapcTBeHHbIX cpeacTtBax" (CobpaHue 3aKoHogaTenbcTBa Poccuiickoi
depepauuu, 2000, N 2, cT. 126);

3) ctaTblo 40 PegepanbHoro 3akoHa ot 10 sHBapa 2003 roga N 15-d3 "O BHECEHUM U3MEHEHWI U
OOMNONIHEHUI B HEKOTOpble 3aKoHoAaTesnbHble aKTbl Poccuitickoli depepaumm B CBA3U C NPUHATUEM
depepanbHoro 3akoHa "O JIMUEH3UPOBAHUM OTAENbHbIX BMAOB aeatenbHocTn" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepaumu, 2003, N 2, cT. 167);

4) ctatblo 31 PegepanbHoro 3akoHa ot 30 uioHs 2003 roga N 86-3 "O BHeCEHUUN U3MEHEHWI U
OONONIHEHUI B HEKOTOPbIE 3aKOHOAATeNbHble aKTbl Poccuiickoi deaepaummn, NpUHaAHUK yTPATUBLLMMMU
CUNY OTAENbHbIX 3aKOHOAATEeNbHbIX akToB Poccuiickon Pepepaumm, npeaocTaBAeHUN OTAENbHbIX
rapaHTU COTPYAHMKaM OPraHoB BHYTPEHHUX [1e/l, OPraHOB MO KOHTPO/II0 332 060POTOM HapKOTUYECKMX
CpeacTB M MCUXOTPOMHbIX BELLeCTB U ynpasaHaembix defepanbHblX OpraHoB HanoroBol NOAUUUK B
CBA3K C OCYLUECTB/IEHMEM Mep MO COBEPLUEHCTBOBAHWUIO rocyaapcTeeHHoro ynpasneHua" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon deaepauum, 2003, N 27, cT. 2700);

5) ctatbio 101 PepepanbHoOro 3akoHa ot 22 aBrycta 2004 roga N 122-d3 "O BHeCEHUU U3MEHEHU
B 3aKoHogaTesibHble aKTbl Poccuitickolt Pepepaumm U NPU3HAHUKU YTPATMBLUMMM CUY HEKOTOPbIX
3aKOoHOZaTeNbHbIX aKToB Poccuiickonn Pepepaummn B cBA3KU € npuHaTUEM PepepasbHbIXx 3akoHoB "O
BHECEHUU M3MEHEHWUIn U gononHeHui B PepepanbHblii 3aKOH "O6 06WMX MPUHUMNAX OpPraHM3aLuUM
3aKoHOAaTeNbHbIX (NpeAcTaBUTENbHBIX) M UCMOJHUTENIbHLIX OPraHOB rOCYAapCTBEHHOW BAacTu
cybbektoB Poccuiickont  Pepgepaumn” n "O6 0obWMX NPUHLMMAAX OPraHMsaLMM  MeCTHOro
camoynpasneHus B Poccuiickoli degepauun” (CobpaHue 3akoHomaTenbcTBa Poccuiickoit degepaunn,
2004, N 35, cT. 3607);

6) ctatblo 28 PepepanbHOro 3akoHa oT 18 aekabps 2006 roga N 231-d3 "O BBeaeHUU B geincTeme
yacTn yveTBepToin [parkaaHcKoro Kogekca Poccuiickon depepaummn” (CobpaHue 3akoHOAaTeNbCTBA
Poccuitckoit depepaummn, 2006, N 52, cT. 5497).

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

2. JleKapcTBeHHble CPeAcTBa, 3aperncTpMpoBaHHble A0 AHSA BCTYNJEHMA B CUY HACTOALLEro
depnepanbHOro 3aKOHa, NOAEKAT BKAKOYEHUIO B TOCYAAPCTBEHHbIE PEECTPbI IEKAPCTBEHHbIX CPEACTB C
BHECEHMEM YyKasaHHbIX B Yacth 1 ctatbu 33 Hactosiwero PeaepanbHOro 3akoHa CBeAeHWN 06 3TuX
JIeKApPCTBEHHbIX CcpeacTBax 6e3 NpPoXoXKAeHUMs BHOBb NpoLeAypbl FOCYAAapCTBEHHOW perncrpauuu
JIeKapPCTBEHHbIX NpenapaTos.

3. TocyaapcTBEHHAnA PErMCTpaUMs 1EeKAPCTBEHHbIX NPEnapaTos, 33 UCKAOYEHMEM IEKAPCTBEHHbIX
npenapaToB 418 MeAUUMHCKOIO NPUMEHEHMA, NPEACTaBAEHHbIX Ha YKa3aHHYL PerucTpaumio 4o AHS
BCTYNAEHMA B CUAY HacToAwero PeaepasbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
depepanbHbIM 3aKOHOM HA OCHOBaHUM AOKYMEHTOB WM AAHHbIX, NPeACTaBAEHHbIX 40 AHA BCTYMN/IEHUA B
cuny Hactosuero ®enepanbHOro 3aKoHa.

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

3.1. TocypapcTBeHHas pernctpauua IeKapCTBEHHbIX MNPenapaTtoB AAA  MeAMLMHCKOro
NPUMEHeHUA, NPEeACTAaBAEHHbIX HA FOCYAAPCTBEHHYIO PErucTpaumio A0 AHA BCTYNAEHWA B CUAY
HacToAwero ®enepanbHOro 3aKOHa, M roCcyAapCcTBEHHaA PerucTpaumna NekapcTBeHHbIX NpenapaTos Ans
MeANUMHCKOTO MPUMEHEHUA, NPeACTaBNEeHHbIX Ha 3KCNepTU3y JIeKapCTBEHHbIX CPeACTB A0 AHA
BCTYNAEHMA B cUAy HacToAwero PenepanbHOro 3aKOHa B LEeAX MX Noc/ienyloulei rocyaapCTBeHHOM
perucTpaumumn, OCyLLeCTBAAKOTCA Ha OCHOBAHMM [OKYMEHTOB W AaHHbIX, MPEeACTaBAEHHbIX A0 AHA
BCTYNAEHMA B cuay Hactosawero ®enepanbHOro 3aKOHA, a TAKMKe 3aABNEHWA O TOCYyLapCTBEHHOM
perucTpauumn  NeKapCTBEHHOrO npenapaTta, NpPeACTaB/NEHHOIO MPOM3BOAUTENEM  JIEKAPCTBEHHbIX
npenapaToB UAW YNOAHOMOYEHHbIM MM IMLOM B COOTBETCTBMM C HacToAWwMM PeaepanbHbiM 3aKOHOM B
YNONHOMOYEHHbIM deaepanbHbii OpraH MUCNonHUTeNbHOM Bnactv o 1 mapta 2011 ropa, 6e3
TpeboBaHMA ynnaTbl rocy4apCcTBEHHOM MOLW/IMHbBI, NPeayCMOTPEHHOM 3aKoHoAaTenbcTBOM Poccuiickoi
denepaunn o Hanorax n cbopax.

(4acTtb 3.1 B pea. depepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.2. lMoaTeepXkAaeHWe TroCyAapCTBEHHOM pPerncTpaumMmM JIeKapCcTBEHHbIX MNpenapatoB A4/
MeANUMHCKOTO NPUMEHEHMS, NPeACTaBAEHHbIX 411 NOATBEPKAEHMA rOCyAapPCTBEHHON perncTpaumm 4o
OHA BCTyNieHUs B cuay Hactoswero PepepanbHOro 3akoHa, M NOATBEPXKAEHWE TrOCYAapPCTBEHHOWM
PerucTpaunmn NeKapcTBeHHbIX NpenapaToB A8 MEeAMUMHCKOTO MNPUMEHEHMUA, NPeACTaBAeHHbIX Ha
3KCNepTU3y IEKAPCTBEHHBIX CPEeACTB A0 AHA BCTYM/EHUA B CUAYy HacTosuero ®enepanbHOro 3akoHa B
uenax nocneayrolero nNOATBEPXKAEHUA WX TOCYAAPCTBEHHOM perncrpaumu, OCYLLeCTBAAIOTCA Ha
OCHOBAaHWW [JOKYMEHTOB W AaHHbIX, MPEACTAaBAEHHbIX A0 [AHA BCTYNJAEHWMA B CWAY HACTOALLEro
denepanbHOrO 3aKOHa, a TaKXKe 3aABAEHMA O MOATBEPNKAEHWWM TOCYAAPCTBEHHON perncTpaymm
NIeKapCTBEHHOrO npenaparta, NpPeAcTaBNeHHOrO NPOU3BOAUTENEM JIEKAPCTBEHHbIX MPEnapaToB MU
YNONIHOMOYEHHBIM MM JIMLOM B COOTBETCTBMM C Hactoawmm ®PepepanbHblIM  3aKOHOM B
YNO/HOMOYEHHbIN denepanbHbli OpraH MCNOAHUTENbHOM BAactM o 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl roCyAapCTBEHHOM MOWAWHBI, NPesyCMOTPEHHOW 3aKoHOAaTeNbCTBOM Poccuitckoi
depepaunn o Hanorax n cbopax.

(yacTtb 3.2 B peg,. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.3. [MpuHATME peweHUs O BHECEHUM U3IMEHEHWN B [AOKYMEHTbl, coAep:Kalinecs B
PErucTpaLMoOHHOM [0Cbe Ha 3aperMcTPUpPOBaHHbIA JIEKAPCTBEHHbIM NpenapaTt gaa MeAMLUMHCKOro
NPUMEHeHMA U NpPeacTaBlAeHHble A0 OHA BCTYNJIEHUA B CMAY HacTosAwero dPenepanbHOro 3akoHa, U
NPUHATHUE PeLlEHNA O BHECEHUN U3MEHEHWNI B AOKYMEHTbI, COAEPMKALLEECA B PErMCTPALMOHHOM A0OCbe
Ha 3apPerucTpMpOBaHHbIA  NIEKAPCTBEHHbLIM  Npenapat Aas  MeAMUMHCKOrO  MPUMEHEHMA U
NnpeAcTaBNeHHbIE Ha 3KCMepPTM3Y JIEKAPCTBEHHbIX CPeACTB A0 AHA BCTYM/EHWA B CUAY HACTOALLEro
denepanbHOro 3aKOHa, OCYLLECTBAAIOTCA Ha OCHOBAHWMU LOKYMEHTOB M AAHHbIX, NPeAcTaBAEHHbIX 40
OHA BCTYNNeHuWa B cuny Hactoawero PenepasbHOro 3aKOHA, @ TaK¥Ke 3asB/IEHUMSA O BHECEHWUU
M3MEHEHUA B LOKYMEHTbl, COAEpXKallMecs B PErmcTpauMoHHOM JOCbe Ha 33apPerMcTpuMpoBaHHbIN
JIeKapCTBEHHbIN nNpenapat 4as MeAMUMHCKOro NPUMEHEHUs, NpeacTaBAeHHOro NPOU3BOAUTENEM
NIeKapCTBEHHbIX NPenapaToB WAW YNOJHOMOYEHHbIM WM JIMLOM B COOTBETCTBMM C HACTOALLMM
depnepanbHbIM 3aKOHOM B YNOJHOMOYEHHbIN deaepanbHblii 0praH UCNOIHUTENbHOM BNacTM Ao 1 mapTa
2011 ropma, 6e3 TpeboBaHWA  ynnatbl  rOCYAAPCTBEHHOM  MOW/MHbLI,  NPEeayCMOTPEHHOM
3aKoHoAaTenbcTBOM Poccuiickoit ®epepaumm o Hanorax 1 cbopax.

(4acTtb 3.3 B pea. denepanbHoro 3akoHa ot 29.11.2010 N 313-d3)
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3.4. Bblgaya paspeleHnit Ha nposBeAeHWe KAMHUYECKUX UCCNefOoBaHUNA N1eKapCTBEHHbIX
npenapaToB 414 MeAUUNHCKOro NPMMEHEHUA MO 3anABAEHUAM, NOAAHHbIM A0 AHA BCTYMJIEHUA B CUAY
HacTosawero ®eaepanbHOro 3aKOHa, a TaKXKe No 3asABAeHMAM, NOAAHHbIM NOC/Ae AHA BCTYN/IEHUS B CUNY
HacToAawero ®eaepanbHOro 3akoHa Ha OCHOBAHWM 3KCNEPTU3, NPOBEAEHHbIX 40 AHA BCTYMN/AEHUA B CUY
HacTosawero ®PenepanbHOro 3akoHa, OCYLLECTBAAETCA B COOTBETCTBMWU C HactoAwmm PegepanbHbim
3aKOHOM Ha OCHOBAHMM AOKYMEHTOB M AaHHbIX, NPeACTaBAEHHbIX MW NONYYEHHbIX A0 AHS BCTYNAeHMA
B cMAy HacToAwero ®enepanbHOro 3aKoHa, a TakKe Ha OCHOBAHMM KOMWUKU NpeaBapuTeIbHOIo A40roBopa
06A3aTeNbHOrO  CTPaxoBaHMA  M3HM, 340POBbA MNALMEHTOB, Y4YaCTBYHOLWMX B  KJAMHUYECKOM
nccnenoBaHMM NEKapCTBEHHOrO npenapaTta Ana MeguMUMHCKOro NMPUMEHEHUs, UAM KoNuKM A0roBopa
06A3aTeNbHOIO  CTPaxoBaHMA  M3HM, 340pPOBbA MNALUMEHTOB, Y4YaCTBYHOLWMX B  KJAMHUYECKOM
nccnefoBaHUM NeKAapCTBEHHOro npenapaTta 448 MeAMUMHCKOrO NpumeHeHus, nnbo npencraBieHHoM
Konuu gorosopa 0653aTeNlbHOro CTPaxoBaHMA, 3aKAOYEHHOTro B COOTBETCTBMM C TUMOBbLIMW NPaBUAAMM
06A3aTeNIbHOrO CTPaxoBaHWA, C yKasaHWEM MpefesnbHON YUCIEHHOCTU MNAUMEHTOB, Y4acTBYHOLIMX B
KNAMHUYECKOM WCCIeA0BAaHUN NEKAPCTBEHHOro npenapata Aa8 MeAMUMHCKOrO npumeHeHus, 6e3
TpeboBaHMA ynaaTbl rocyAapCTBEHHON MOLAMHBI, NPeAyCMOTPEHHOM 3aKOHOA4ATEbCTBOM PoccuiicKoin
dPepepauunm o Hanorax u cbopax.

(4acTtb 3.4 B pen,. depepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

3.5. 3aperncTpMpoBaHHble B WMHOCTPAHHOM BafloTe 4O AHA BCTYMJIEHMA B CUAY HACTOALLEro
dPepepanbHOro 3akoHa npegenbHble  OTMYCKHblE  LEHbl  WMHOCTPAHHbIX Npou3BoAMTENEl Ha
NIeKapCcTBEHHbIe MNpenapaTtbl, BK/AOYEHHble B NepeyeHb MM3HEHHO HEOOXOAMMBIX M BaXKHEMLINX
JIeKapCTBEHHbIX NpenapaTos, noanexaT nepecyety B pybsn no Kypcy LleHTpanbHoro 6aHka Poccuiickoi
depepauunm Ha gaty, ycTaHoBAeHHyw MpaButensctBom Poccuiickon ®epepaumn, 6e3 npencraBneHus
3asB/IEHMA O nepecyeTe LieHbl C BHECEHMEM COOTBETCTBYHOLMX U3MEHEHWNIN B TOCYAAPCTBEHHbIN peecTp
npeaenbHbIX OTMNYCKHbIX LEH NPOM3BOAMTENEN Ha JIeKapCTBEHHble nNpenapaTtbl, BK/AKOYEHHblE B
nepeyeHb *KU3HEHHO HEOBXOAMMbIX M BarKHEMLLNX 1IEKAPCTBEHHbIX NPenapaTos.

(4acTb 3.5 BBegeHa PegepanbHbiMm 3akoHOM oT 11.10.2010 N 271-3)

3.6. 3apernctpMpoBaHHble A0 AHA BCTYNAeHMA B cuay HacTtoawero degepasibHOro 3aKoHa
npeaenbHble OTNYCKHblIE LEeHbl POCCUMICKUX MNPOU3BOAUTENEN HA JIEKAapCTBEHHblE MpenaparTsl,
BK/IlOYEHHblE B MepeyYeHb KU3HEHHO HeobXO4MMbIX M BaXKHEWLMX NEeKapCTBEHHbIX MpPenapaTos,
nognexaTr mHgekcaumm c 1 Hoabpsa 2010 roga mMcxods M3 MPOrHO3MPYEMOro YPOBHS MHOAAUMM,
ycTaHoBneHHoro ®epepanbHbiM 3akoHOM oOT 2 gekabps 2009 roga N 308-d3 "O depepasnbHOM
6roaxeTe Ha 2010 roa v Ha nhaHoBbIN nepuod 2011 n 2012 rogos" Ha 2011 roa.

(4acTb 3.6 BBeaeHa ®eaepanbHbiM 3aKoHOM oT 11.10.2010 N 271-d3)

3.7. Nocne 1 mapTa 2011 roga He AOMNYCKalOTCA NPOU3BOACTBO M BBO3 B Poccuiickyto Peaepaumto
JNIEKAPCTBEHHbIX NPEenapaToB B YNaKOBKaX C MAapPKMPOBKOM, KOoTopan bblna HaHeceHa A0 AHA BCTYN/eHUs
B CMAy HacToAwero ®eaepanbHOro 3akoHa. 1o UCTeYEHUM YKA3aHHOTO CPOKa AaHHble JIEKapCTBEHHbIE
npenapaTtbl MOFyT OTMNYCKaTbCA, Peasn30BbIBATbCA, NepeaaBaTbCA M MPUMEHATbLCA A0 UCTEYEHUs UX
CpOKa rogHoCTU.

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

4. Co gHAa BCTynneHUA B cuny Hactoawero ®eaepanbHoro 3akoHa n no 30 anpensa 2011 roga
BK/HOUMTE/IbHO  [OMYCKaeTCA MpPOBEAEHUE 3IKCMEPTU3bl  JIEKAPCTBEHHbLIX CPEACTB  3KCNepTamu
9KCNEPTHOTO YYpeXKOEeHMA [0 MNPOXOXKAEHMA UMMM  aTTecTauumM B NOpAAKe, YCTAHOBJEHHOM
YNO/IHOMOYEHHbIM defepanbHbIM OpPraHOM UCMONHUTENIbHOW BAACTU.

5. Co gHAa BCTynaeHua B cuay HacTtosawero ®eaepanpHoro 3akoHa u no 31 gekabps 2013 roaa
BK/IIOUMTE/IbHO OCYLLECTBAAETCA Nnepexoq, K Npou3BOACTBY /IEKAPCTBEHHbIX CPeacTB B COOTBETCTBMU C
npasmMaamm opraHMsaumm NPon3BoACTBa M KOHTPOJIA KaYyecTBa /IEKAPCTBEHHbIX CPEeACTB, YKa3aHHbIMU B
yactm 1 crtatbm 45 HactoAuwlero degepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexoa
NpPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K MX MNPOM3BOACTBY B COOTBETCTBMM C KOHKPETHbIMMU
TpeboBaHMAMM AAHHbIX MPaABWA, BK/OYAS CPOKWU aTTecTauum YNoJIHOMOYEHHbIX NML, YKa3aHHbIX B
yactax 6 u 7 crtatbm 45 HactoAwero PepepanbHOro 3akoHa, YCTaHaBauBatoTcA [1paBUTENbCTBOM
Poccuitckoit epgepaumn.

6. /IMueH3nn Ha NPOM3BOACTBO /IEKAPCTBEHHbIX CPeAcTB, BblAaHHble A0 1 aHsapa 2014 roaa,
aencteytoT nocne 1 aHeapsa 2014 roga A0 UCTEYEHUA CPOKa UX AENCTBUMA NPW YCIOBUU COOTBETCTBMA
NnueH3naTa npaBuaam OpraHM3auMu NPOM3BOACTBA M KOHTPOAA KadecTBa JIEKAPCTBEHHbIX CPeacTs,
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YKa3aHHbIM B YacTh 1 cTatbm 45 HacTtoawero ®enepanbHOro 3akoHa.

7. ®opmmpoBaHue rocyaapCTBEHHOrO 33ZaHMA Ha NpoBefeHWe IKCMEepPTU3bl JIeKAPCTBEHHbIX
cpeacts penepanbHOMY rocysapCcTBEHHOMY BHOAKETHOMY YYPEKAEHMIO MO MPOBEAEHMIO IKCMEPTU3bI
JIeKapCTBEHHbIX CpeacTB N dUHaHCoBOe obecneyeHne BbIMOAHEHWUA 3TOMO 3a4aHWA OCYLLECTBAAIOTCA B
nopagke, yctaHoBieHHOM ®@epepanbHbiIM 3akKoHOM oOT 12 sHBapa 1996 roga N 7-#3 "O
HEKOMMEPYECKMX OpraHmn3aumax".

(4actb 7 BBegeHa PenepanbHbim 3aKkoHOM OT 29.11.2010 N 313-93)

MNpe3snaeHT
Poccuiickoin Pepepaumm
O.MEOBELEB
MockBa, Kpemnb
12 anpens 2010 ropa
N 61-®3
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