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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

12 anpensa 2010 roga N 61-03

POCCUNCKAS ®EOEPALIUSA
®EOEPANbHBLIA 3AKOH
OB OBPALLUEHUU NNEKAPCTBEHHbIX CPELCTB

MpuHar
NocynapcteeHHon [dymoim
24 mapTta 2010 roga

OpobpeH
CoBeTtom depepaunmn
31 mapTta 2010 roga

(B pea. PepepanbHbix 3akoHOB OT 27.07.2010 N_192-93,
o7 11.10.2010 N 271-93, o1 29.11.2010 N 313-93,
o7 06.12.2011 N 409-93, ot 25.06.2012 N 93-93)

Maea 1. OBLUME NMNOJNTOXXEHUA
Cratbs 1. MNpeameT perynupoBaHusi HacTosiero defgepansHoOro 3akoHa

1. Hactosawwmin ®egepanbHbiin 3aKOH perynmpyeT OTHOLLIEHWS, BO3HMKaKLWME B CBA3M C obpalieHuem -
pa3paboTkon, OOKIMHUYECKUMW  UCCREAOBAHUAMMW,  KITMHUYECKMMW  UCCIEeQOBaHUSIMU,  SKCMEPTU3ON,
rocyadapCTBEHHOW perncrpaumen, cCo cTaHgapTusaumMed U C  KOHTPONEM KayecTBa, MpPOM3BOACTBOM,
N3roToBSIEHMEM, XpaHEHMEM, NepeBO3KOW, BBO30OM B Poccuiickyio degepaumio, BbiBO3oM U3  Poccumnckon
depepaumm, peknamoin, OTNyCKOM, peanusaumen, nepegavyen, NpUMEeHEHNEM, YHUUTOXEHNEM JeKapCTBEHHbIX
CpPeAcCTB.

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

2. Hactosiwumin depeparnbHbii 3aKOH YCTaHaBNMBAET MPUOPUTET TOCYAApPCTBEHHOIO pPerynmpoBaHust
©e3onacHoOCTH, KavecTBa 1 3pPEKTUBHOCTM NTEKAPCTBEHHLIX CPEACTB NMPU UX obpaLLeHNN.
(B pen. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

Cratbs 2. Cchepa npumeHeHuUs HacTosilero ®eaeparnbHOro 3akoHa

Hactodwun ®egepanbHbli 3aKOH MNPUMEHSETCA K OTHOLUEHMAM, BO3HMKAWOLWMM npu  obpalleHun
nekapCcTBEHHbIX CPeacTB Ha TeppuTopun Poccunckon denepaumu.

CraTtbs 3. 3akoHogaTenbLCTBO 00 0OpalleHnn NekapCcTBEHHbIX CPeACTB

1. 3akoHogaTenbLCTBO 06 0GpalleHUN NeKapCTBEHHbIX CPEACTB COCTOUT M3 HacTosllero denepanbHOro
3aKoHa, Apyrmx deaepanbHbiX 3aKOHOB U MHBIX HOPMaTUBHLIX NPaBoBLIX akToB Poccuiickoi ®epgepauuu.

2. [OeiictBue Hactosiwiero denepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpalleHue HapKOTUYECKMX
NeKapCTBEHHbIX CPEACTB U NCUXOTPOMHbIX NEKAPCTBEHHBIX CPEACTB C Y4€TOM OCOGEHHOCTEN, YCTaHOBMEHHBIX
3akoHoaaTenbCcTBOM Poccuiickoii Pefepaumm o HapkoTUYECKUX cpeacTBax, NCUXOTPONHbLIX BellecTBax u 06 ux
npekypcopax.

3. [DeiictBue  HacTtoswero ®defepanbHOrO  3akoHa  pacnpocTpaHseTcs Ha  obpalleHue
pagnodapMaLeBTUYECKUX — NEKApCTBEHHbIX CPEACTB C  Y4eTOM  OCOBEHHOCTel, YCTaHOBMEHHbIX
3akoHoaaTenbcTBoM Poccuiickoi ®enepaumm B obrnacTu obecnedyeHnss paguaLnoHHoin 6e3onacHoOCTU.
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4. Ecnu mexayHapoaHbiM gorosopom Poccuiickon defepalmm yCTaHOBMEHbI MHbIE NpaBuna, 4em Te, KOTopble
npeaycMoTpeHbl HacTodawM deaepanbHbIM 3aKOHOM, NPUMEHSAIOTCA NpaBuna MexXayHapoaHOro 4oroeopa.

5. B Poccuitckon ®enepaumm B COOTBETCTBMM C MeXAyHapoaHbIMU AoroBopamu Poccunckon depepauinm
U (MNn) Ha OCHOBE MpUHUUNA B3aUMHOCTM MNPU3HAKTCA pe3ynbTaTbl  KAMHUYECKUX UCCneaoBaHUn
nekapcTBEHHbIX NpenapaTtoB Ans MeAMUMHCKOro MpUMEHEHUs, NMPOBEeAEeHHbIX 3a npejenaMmuv Tepputopuu
Poccuiickon ®epepauuu.

CtaTba 4. OCHOBHbIE NOHATUSA, ncnosib3yemMble B HacToALeM dJe,u,epaanOM 3aKoHe

Onsa uenen HacToswero ®efepanbHOro 3akoOHa UCNONb3YIOTCS CriefyoLLMe OCHOBHbIE NOHATUS:

1) NnekapcTBeHHbIE CPeACTBaA - BELLECTBA UMM UX KOMOMHauuW, BCTyNawLIMEe B KOHTAKT C OpPraHn3MoM
yenoBeka WM >XUBOTHOrO, MNPOHUKAKOLWIME B OpraHbl, TKAHW OpraHM3Ma 4enoBeKka WM XKMBOTHOrO,
npuMeHsieMble Ans NPoUNAaKTUKMA, OUArHOCTUKM (3a WCKIIOYEHMEM BELLECTB WU UX KOMOWHaUuWR, He
KOHTaKTUPYIOLLMX C OPraHM3MOM YerioBeKa WM KUMBOTHOrO), feyeHusi 3aboneBaHus, peabunurtauun, Ans
COXpaHeHMs, NpegoTBpaLLEHNst NN NpepbiBaHNs BEPEMEHHOCTY U NOMYyYEHHbIE U3 KPOBM, MNMasMbl KPOBWU, U3
OpraHoB, TKaHeW opraHuMama YenoBeka WM XMBOTHOrO, PacTeHUW, MUHepanoB MeTogaMum CUHTE3a UNKN C
npumeHeHneMm Guonornyeckux TexHororumn. K nekapcTBeHHbIM CpPeACcTBaM OTHOCATCS  papmaueBTUYeckue
cybCcTaHuum 1 nekapcTBEHHbIE Npenaparbl;

2) dapmaleBTMYECKME CYOCTaHUMM - JeKapCTBEHHblE cpeacTBa B Buae LEUCTBYOLWUX BELLECTB
Ouonormyeckoro, GMOTEXHONOMMYECKOro, MMUHEpPAribHOrO MM  XUMUYECKOrO MNPOUCXOXAEHMs), obnagarouime
dapMaKkonorm4eckon akTUBHOCTLIO, NMpeaHasHavyeHHble ANs NPOM3BOACTBA, W3rOTOBIEHUSI NEeKapCTBEHHbIX
npenapaToB 1 onpegenstowme nx appekTMBHOCTb;

3) BcnomoraTernbHble BellecTBa - BeLLeCTBa HEOPraHM4Yeckoro UMM OpraHMYecKoro MpOoUCXOXOeHUs,
ucnonb3yemble B MpoLecce MNpouM3BOACTBA, U3rOTOBIEHUS NEKApCTBEHHbIX NpenapaToB AMns NpuaaHua nwm
HeobxoaMMbIX PU3NKO-XMMNYECKNX CBONCTB;

4) nekapCTBeHHble NpenapaThbl - NekapcTBeHHbIe CpeAcTBa B BUAE NeKapCTBEHHbIX (POPM, MPUMeEHSeMble
Ans NpodmnakTUKA, ANarHoCTUKK, NiedeHnst 3aboneBaHns, peabunurtaumm, Ans coxpaHeHusi, npegoTepalleHust
UNu NpepbiBaHNs 6epeMeHHOCTH;

5) nekapcTBeHHasn hopMa - COCTOsIHWE FleKapCTBEHHOIO npenapaTa, COOTBETCTBYHLlee cnocobam ero
BBELEHMS U NpUMeHeHMs N obecneymnBaroLLee JOCTMXKEHME HeobxoamMmoro nedebHoro acddekTa;

6) nepeyeHb XM3HEHHO HEOOXOOUMbIX W BaXHEMWLWMX JEKAPCTBEHHbIX MpenapaToB - EXerogHo
yTBepxaaembln [NpaButenbctBom Poccuiickorn ®defepaumn nepeyeHb NeKkapCTBEHHbLIX MpenapaTtoB Ans
MEeOMLMHCKOro MNPUMEHeHUs), obecnednBaloLnMX NPUOPUTETHLIE MNOTPEOHOCTM 3OpaBOOXpPaHEHUs B  LiENsxX
npodunNakTkn n neyveHus 3aboneBaHui, B TOM 4ucre npeobnagarolimx B CTPykType 3aboneBaemoctv B
Poccuiickon ®epepaunm;

7) MIMMyHOGMONOrM4YeckMe NekapcTBEHHbIE MpenapaTbl - JIeKapCTBEHHbIE MpenapaTbl BMonornyeckoro
NPOVNCXOXAEHUS, NpedHa3Ha4YeHHble ANd WMMYHOMOMMYECKUX AOMArHOCTUKM, MNpOOUNakTUKM U neveHus
3aboneBaHui;

8) HapkoTuuyeckme nekapCTBEHHble CpeAcTBa - IleKapCTBEHHble Mpenapatbl U dapmaueBTMyeckne
cybcTaHuun, cogepxallne HapkoTUYEecKMe cpeacTBa M BKOYEHHble B [lepeyeHb HApPKOTUYECKUX CpeacTs,
NMCUXOTPOMHbIX BELIeCTB W WX MPEeKypcopoB, noanexawmx koHtponto B Poccuiickon depepauuu, B
COOTBETCTBMM C 3aKoHoaaTenbCcTBOM Poccunckon ®epepauun, mexagyHapoaHbiMU goroBopamu Poccuiickon
degepaumm, B ToM ymcne EQnHoN KOHBEHLMEN O HApKOTUYeCKnx cpeacteax 1961 roaa;

9) NcuxoTponHble NekapcTBeHHble CpeacTBa - IekapCTBEHHble MpenapaTtbl M dapmaueBTuyeckne
cybcTaHuun, cogepxalime MNCUXOTPOrMHble BELLECTBa WM BKIOYEHHble B [lepevyeHb HapKOTUYECKUX CpeacTs,
NMCUXOTPOMHbIX BELIeCTB W WX MPEeKypcopoB, noanexawmx koHtponto B Poccuiickon depepauuu, B
COOTBETCTBMM C 3aKoHoaaTenbCcTBOM Poccunckon ®epepauun, mexayHapoaHbiMU goroBopamu Poccuiickon
degepaumm, B ToM ymcne KoHBeHUMEN O NCMXOTPONHbIX Bewectsax 1971 roaa;

10) paguodapmaueBTMYECKNEe feKapCTBEHHble CpeacTBa - IleKapCTBEHHble CpeacTBa, KOTopble
cofepxaTt B rotoBor AN UCMNOMb30BaHWUS OpME OAMH PagUoHYKNUAO, WAM HECKOSNbKO paauvOHYKNUAOB
(paonoakTMBHbLIX U30TOMOB);

11) opurnHanbHOEe nekapCTBEHHOE CpeAcTBO - NeKapCTBEHHOEe CPeacTBO, cofepKallee BrepBble
Mony4YeHHyo dapMaLeBTUYECKY0 CyOCTaHUMI0 MM HOBYHD KOMOMHauMio apmMaueBTU4eCKnx cybcTaHumn,
a(bdeKTUBHOCTL M Ge30MacHOCTbL KOTOPbIX NOATBEPXAEHbl pe3ynbTaTamMu  OOKIMHUYECKUX UCCeaoBaHUn
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NneKapCTBEHHbIX CPEACTB U KIMHUYECKUX NCCneoBaHWUi fleKapCTBEHHbIX NpenapaTos;

12) Bocnpoun3BefeHHOE fekapCTBEHHOE CPEACTBO - NEeKapCTBEHHOE CPEACTBO, COAepKallee Takyl Xe
dapmaLeBTUHECKYO CyOCTaHLMIO N KOMOMHAUMIO Takux >Xe dapMaueBTUYecKnx CyOCTaHUMM B Takom xe
nekapcTBeHHOW hopme, YTO U OpUrMHarNbHOE NekapCcTBEHHOE CPeACcTBO, M NOCTynMBLLee B obpalleHue nocre
nocTynneHns B obpalleHne opurnHanbHOro nekapcTBEHHOrO CPeacTBa;

13) nekapcTBeHHOe pacTUTENbHOE CbIpbe - CBEXMWE MM BbICYLUEHHble pacTeHnss nmMbo uXx 4acTw,
ucnonbdyemble ONA  NPOU3BOACTBA JEKAPCTBEHHbLIX CPEACTB  OpraHv3aumsMuM -  MPOU3BOAUTENSAMMU
neKkapcTBEHHbIX CPeaCTB WNU  U3FOTOBMEHUA NeKapCTBEHHbIX MpenapaTtoB anTeYHbIMU  OpraHu3aLmsmMu,
BETEPUHAPHbIMW  anTeYHbIMW  OpraHu3auusMu, WHAMBUAYaNbHbIMU  NpeanpuHUMaTensMn,  UMerLLUMU
NUUEH3NIo Ha hapmaLeBTUYECKYO AeATENbHOCTb;

14) nekapCTBEHHbIN pacTUTEMNbHLIA nNpenapat - NeKapCTBEHHbI npenapaTt, NPOuU3BeAEHHbI Unn
N3roTOBIIEHHBIN U3 OJHOIo BMAA SIEeKapCTBEHHOMO PacTUTENBHOIO ChiPbS UMM HECKONBbKNX BUAOB Takoro Cblpbs
N peanu3yeMslil B pacdacoBaHHOM BMae BO BTOPUYHON (NOTPEeOUTENbCKOW) YNaKoBKE;

15) romeonaTtuyeckoe nekapCTBEHHOE CPEeACTBO - JeKapCTBEHHOE CPEeACTBO, MPOu3BedEeHHoe Wnu
N3roTOBIIEHHOE MO creunansHOW TEXHONOru;

16) mexagyHapoOHOe HernaTeHTOBaHHOE HaMMEHOBaHWE feKapCTBEHHOro CpeacTBa - HauMeHoBaHWe
dapmaLeBTUYeCKon cybcTaHumm, pekomeHaoBaHHoe BceMupHo opraHmusaumen 3gpaBooxpaHeHus;

17) ToproBoe HaMMeHOBaHWE NEeKapCTBEHHOIO CPeACcTBa - HaMMEHOBaHME NeKapCTBEHHOro cpencTsa,
NPUCBOEHHOE ero paspaboTUnkomMm;

18) obwas dpapmakonerHas cTaTbsl - OOKYMEHT, YTBEPXKOEHHbIA YMNONHOMOYEHHbIM deaeparnbHbIM
OpraHoMm UCMOMHUTENBHOW BNacTn 1 CoAepXallmin NnepedeHb nokasarternen kadectsa 1 (Mnn) MeToaoB KOHTPONS
KayecTBa KOHKPETHOW reKapCTBEHHONW (POPMbI, JIEeKapCTBEHHOrO PacTUTENbHOIO  ChIpbsl,  ONUCAHUSA
Buonornyecknx, BUOXMMNYECKMX, MUKPOOMONOTNYECKUX, DU3NKO-XUMUYECKUX, (OUINYECKUX, XMMUYECKMX U
ApYyrux MeToaoB aHanunsa fiekapCTBEHHOro cpeacTBa Anst MeAMLMHCKOrO NPpUMEHEHWs, a Takke TpeboBaHusA K
ncnonb3yembiM B LiENsX NpoBeAeHUs JaHHOIO aHanmsa peaktnsam, TUTPOBaHHLIM pacTBoOpaMm, MHAMKaTopam;

19) dapmakonenHasa cTaTbsl - OOKYMEHT, YTBEPXOEHHbIN YMOMHOMOYEHHbIM bedepanbHbIM OpraHoM
NCMNOMHUTENBHOM BNacTn U coepxallmi nepedeHb MnokasaTenen KadyecTtsa U METOAOB KOHTPOMS KayecTBa
nekapCcTBEHHOro CpeAcTBa Ans MeAMLUHCKOrO NMPUMEHEHUS;

20) HopmaTMBHasa OOKYMeHTauus - JOKYMEHT, CoAepXallMin nepeveHb onpefensieMblX No pesynbraram
COOTBETCTBYIOLLMX SKCMEPTU3 MokasaTenen KayecTBa NlEekapCTBEHHOro cpeactsa  Ans  MeauUMHCKOro
NPUMEHEHUS, METOA,0B KOHTPOISA €ro Ka4ecTBa U YCTaHOBIEHHBIN €ro NPOM3BOAMTENEM;

21) HOpMAaTMBHBIN OOKYMEHT - LOKYMEHT, COAepXallun nepeyveHb onpefensieMblX MO pesynbraram
COOTBETCTBYIOLLMX SKCNEPTU3 NoKasaTernen kavectsa M (MnM) METOOOB KOHTPOMsS KayecTBa fekapCTBEHHON
hopMbl, onucaHus BUONOrMYecknx, BUOXUMUYECKNX, MUKPOBUONOrMYecknx, n3NKO-XMMUYECKUX, (PUINYECKMX,
XUMUYECKUX W OPYrMX METOOOB aHanu3a JfekapCTBEeHHbIX CpeacTB A1 BEeTEPUMHAPHOro NPUMEHEHWUS,
TpeboBaHMsA K UCNONb3yeMbIM B LIeNSX NPOBEAEHNS AaHHOMO aHanu3a peakTMBam, TUTPOBaHHbIM pacTBopam,
NHOMKaTopam 1 YyCTaHOBMNEHHbLIV €ro NPon3BoanTENEM;

22) ka4yeCcTBO NeKapCTBEHHOro CpeacTBa - COOTBETCTBME [leKapCTBEHHOro cpeactBa TpeboBaHWAM
dapmakonenHon ctatbn NMOO B crnyvyae ee OTCYTCTBUSI HOPMATMBHOW AOKYMEHTauuu uUnM HOpMaTMBHOIO
OOKYMEHTa;

23) 6e30nacHOCTb NeKkapCTBEHHOro CpeacTBa - XapakTepucTyka NekapCcTBEHHOro CpeacTBa, OCHOBaHHas
Ha CpaBHUTENbHOM aHanu3e ero ahMEeKTUBHOCTM N pUCKa MPUYMHEHUS Bpeda 340POBbIO;

24) 3(pdheKTUBHOCTL NEKAPCTBEHHOIO MpenapaTta - XapakTepucTmka CTeneHu MONOXUTENBHOIO BrUSHUSA
NeKkapCTBEHHOro npenapaTta Ha TeyeHue, NpPoJOSKMTENbHOCTb 3aboneBaHWst WM ero npefoTBpalleHue,
peabunuTaumio, Ha coxpaHeHve, NpeaoTBpaLleHne Unu npepbiBaHne 6epeMeHHOCTY;

25) cepust nekapCTBEHHOrO cpeacTBa - KONMMYECTBO JIeKapCTBEHHOro cpeacTsa, MpousBedeHHoe B
pesyrnbTaTte 04HOro TEXHOMOMMYECKOro Uukna ero Npou3BoanTenNemMm;

26) perncrpaunoHHoe yooCTOBEPEHUE NEeKapCTBEHHOro npenapaTta - AOKYMEHT, noaTBepXaatowmnn dakT
rocygapCTBEHHON perncTpaunm ekapcTBEHHOro npenapara;

27) pernctpaunoHHbI HOMep - KogoBoe 0603HayYeHne, NMPUCBOEHHOE IeKapCTBEHHOMY npenaparty npu
ero rocyapCTBEHHOW perncrpauum;

28) obpalLeHne NekapCTBEHHbIX CPEACTB - pa3paboTka, OOKMMHUYECKME MWCCredoBaHMWs, KIUHUYEeCKMe
nuccrefoBaHus, SKCNepTu3a, rocydapCTBEHHas perucrpaums, craHgapTu3auMsi W KOHTPONb  KayecTsa,
NpOn3BOACTBO, M3rOTOBMNEHWE, XpaHeHWe, NnepeBo3ka, BBO3 B Poccuiickyto Pegepaumio, BbIBO3 M3 Poccuinckon
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depepaumu, peknama, OTNyck, peanusauus, nepegada, NPUMeEHeHNE, YHUHTOXEHME NIEKAPCTBEHHbLIX CPEACTB;
(B pea. ®PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) cybbekTbl 0b6palLleHnsa NekapCTBEHHbLIX CPEACTB - hu3nyeckme nuua, B TOM Ynce WHAMBUAYarnbHbIE
npegnpuHMMaTenu, U PUANYECKME NULA, OCYLLECTBNAAIOLLME OEATENBHOCTL NP OOpaLLeHUN NeKkapCTBEHHbIX
CpeAacTs;

30) pa3paboTymk nNekapCTBEHHOrO CPEACTBa - OpraHusauus, obnagatrowias npaBamMy Ha pesynbTaThbl
OOKINMMHUYECKUX MCCNeaoBaHUA NeKapCTBEHHOro CcpeacTBa, KIMMHUYECKUX WCCRedOBaHUA JeKapCTBEHHOMO
npenapaTta, a Takke Ha TEXHONOIMI0 NMPOU3BOACTBA NIEKAPCTBEHHOIO CPEACTBa;

31) NpoM3BOACTBO NEKAPCTBEHHBLIX CPEACTB - EeATENbHOCTb MO NPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB
opraHn3aumsiMu - NPON3BOANTENSAMM NIEKAPCTBEHHbLIX CPEACTB Ha OQHOW CTafMu, HECKOMNbKMX UM BCEX CTaaMsaX
TEXHOSOrM4YecKoro npoLecca, a Takke No XpaHeHUIo U peannsaumm Npon3BeAeHHbIX NeKapCTBEHHbIX CPEACTB;

32) npousBoguTenb fEeKapCTBEHHbLIX CPEACTB - OpraHmMsauus, OCYLLECTBIsOWAA MNpPOM3BOLACTBO
nekapCTBEHHbIX CPEACTB B COOTBETCTBUM C TpeboBaHMAMU HacTosiero degepanbHOro 3akoHa;

33) dhapmaueBTUYeCKass OEATENbHOCTb - AESATeNbHOCTb, BKOYawLwas B cebs OonToByt TOProenio
NeKapCTBEHHLIMU CPEACTBAMW, MX XPaHEHMe, MepeBO3KYy W (MNN) PO3HMYHYKD TOProBMK JEKapCTBEHHLIMU
npenapaTtamu, Ux OTMNyCK, XpaHeHWEe, NePEBO3KY, U3roTOBINIEHME JIEKAPCTBEHHLIX NPENapaTos.;

34) opraHu3aums onToOBOM TOProBNM fiekapCTBEHHLIMU CpeAcTBaMM - OpraHmM3auus, OCYLLEeCTBAsoLas
OMNTOBYIO TOProOBIIK0 NIEKAPCTBEHHBLIMY CPEACTBAMU, UX XpaHEHWE, NepeBO3KY B COOTBETCTBMM C TpeboBaHMAMM
HacTosLero ®enepansHOro 3akoHa;

35) anTeyHasn opraHusauus - opraHv3auusi, CTPyKTypHOe noApasgefnieHve MeLVUUHCKOW opraHusauumu,
OCYLLECTBMAIOLLME PO3HUYHYIO TOPTrOBIO JIEKAPCTBEHHBLIMY NpenapaTtaMu, XpaHeHUe, W3roTOBMEHME M OTMYCK
neKkapcTBEHHbIX NpenapaToB Ans MEAULMHCKOro NPUMEHEHNs B COOTBETCTBUMM C TpeboBaHMSIMW HAaCTOSILLErO
denepanbHOro 3akoHa;

36) BeTepuHapHas anTeyHasi opraHM3aums - opraHn3auus, CTPYKTypHOe nogpasfeneHne BeTepuHapHOM
OopraHu3aumu, OCYLLUECTBMSOWMNE PO3HUYHYIO TOProOBMKO NEKAPCTBEHHbIMW NpenapaTtamu,  XpaHeHwue,
N3roTOBIEHNE U OTMYCK JIeKapCTBEHHbLIX MPenapaToB Afsi BETEPUHAPHOrO MNPUMEHEHWUsI B COOTBETCTBUWU C
TpeboBaHsIMK HacTosiLero deaeparnbHOro 3aKkoHa;

37) hbanbcudpuumpoBaHHoOe neKkapCcTBEHHOE CPeACTBO - MEeKapCTBEHHOE CPeACcTBO, COMpPOBOXAaeMoe
NOXHOW MHOpMaLMen o ero coctase U (Unu) nponssoauTene;

38) HepobpokayeCcTBEHHOE NEKAPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPeACTBO, HE COOTBETCTBYOLLEE
TpeboBaHuaM apmMakonenHon crtatb NGO B crnydae ee OTCyTCTBUS TpebOoBaHUAM  HOPMaTUBHOM
OOKYMEHTaLMM U HOpMaTUBHOIO JOKYMEHTA;

39) KoHTpadhaKTHOE NekapCTBEHHOE CPEACTBO - NIEKAPCTBEHHOE CpeacTBO, Haxoasweecs B obopoTe C
HapyLleHWEeM rpaXkaaHCKOro 3aKkoOHOAaTENbCTBRA;

40) JoKNMHNYEecKoe UCcrneqoBaHMe NEKAaPCTBEHHOIO cpeacTea - Guonormdeckue, Mukpobuonornveckme,
MMMYHOJIOTMYECKMEe, TOKCUKOMNorndeckue, hapmakonornyeckme, uUandeckne, XxXuMmumdeckue u  gpyrue
nccrnefoBaHus NekapCTBEHHOIO CpeacTBa NyTeM NPUMEHEHMS Hay4YHbIX METOO0B OLIEHOK B LEeNsAxX MonyyYeHus
JokasaTtenbcTB 6e30nacHOCTH, KayecTBa N 3(pPEKTUBHOCTU NIEKAapCTBEHHOIO CPEACTBA;

41) KNMMHNYECKOe UCCrefoBaHNe NIEKAPCTBEHHOIO NpenapaTta - U3yvyeHne AMarHOCTUYECKUX, Ne4vebHbIX,
npodunakTn4eckmx, apmakonormiyeckmx CBOMCTB NIEeKapCTBEHHOIO NpenapaTa B MPoLecce ero NPUMEHEHUS Y
YyeroBeKa, XXMBOTHOIO, B TOM YMCIE NPOLLECCOB BCACkIBAHUSA, pacnpeaeneHnsi, USMEeHEHUS U BbIBEAEHUS, MyTEM
NPYMEHEHMA Hay4YHbIX METOAOB OLIEHOK B LIENAX MOMyYeHust OokasatenbcTB 6e3onacHocTM, kavectBa MU
3(pheKTUBHOCTM NEKAPCTBEHHOrO npenapaTa, OaHHbIX O HeXenaTenbHbIX peakuusiX OpraHuama YeroBeka,
XXMBOTHOTO Ha MPUMMEHEHWE FeKapCTBEHHOro npenapata u ob addekrte ero B3aMMOOENCTBUMS C  OPYrMMU
nekapCTBEHHbIMW NpenapaTtaMmu 1 (Mnun) NULLIEBLIMU NPOAYKTaMW, KOPMaMU;

42) MHOrOLEHTPOBOE KIMHUYECKOE WCCMELOBaHME JEKapCTBEHHOro mnpenapata Anst MeguUmMHCKOro
NPUMEHEHNST - KNUHWYEeCKoe WUccrneaoBaHMe NeKapCTBEHHOro npenaparta Ans MeauuUHCKOro MNpUMEHEHMS,
npoBoAMMOE pa3paboTYMKOM NEKAPCTBEHHOIO Mpenapata B ABYX U Oonee MeLVUMHCKMX OpraHvM3aumsix no
€0OWUHOMY MPOTOKOSY KIMMHUYECKOrO UCCMNEeL0BaHUS NIekapCTBEHHOMO Npenapara;

43) mMexayHapoOHOe MHOrOLEHTPOBOE KNWHWYECKoe uccrnefoBaHuMe NekapCcTBEHHOro npenaparta And
MEeOMLMHCKOro NPUMEHEHNST - KITMHUYECKOe MccneaoBaHWe JekapCTBEHHOro npenaparta ans MeauuMHCKOro
NPUMEHEHWs, MPOBOAMMOE pa3paboTyYNKOM JIEKAPCTBEHHOrO npenapaTta B pasfuuyHbIX CTpaHax Mo eguHoOMy
NPOTOKOIY KIMHUYECKOrO UCCINeAOBaHMSA NIEKApCTBEHHOIO npenaparTa;

44) nocTperucTpaumoHHOe KIMHNYECKOE UCCrefoBaHMe NIeKapCTBEHHOrO nNpenaparta Ans MeguumHCKOro
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

NMPUMEHEHUS - KITMHWYECKOE WUCCrefoBaHUE NEKApCTBEHHOro npenapaTta ANns MeAWULMHCKOro MNpPUMEHEHMS,
NpPOBOAMMOE NPOM3BOAMTENEM NIEKAPCTBEHHOIO Npenapara, rpaxaaHcknii 000poT KOTOPOro OCYLLECTBISETCS
nocrne rocygapCTBEHHOW perncTpauun, B LIENnsX OOMNOMHMTENbHOrO cbopa AaHHbiX O ero 6e3onacHocTn U
3(P(PEeKTUBHOCTH, pacCLLUMPEHNsa MoKasaHui K MPUMEHEHW0 OaHHOro NeKapCTBEHHOro npenapata, a Takke
BbISIBITEHUSI HEXXENaTeNbHbIX peakuuii NaLuMeHTOB Ha ero AeNCTBIUE;

45) nccnepoBaHne OMO3KBMBANIEHTHOCTM NEKAPCTBEHHOTO Npenapara - BUL KITMHUYECKOro UccrefoBaHus
nekapcTBEHHOro npenapara, NpoBeJeHne KOTOPOro OCyLLEeCTBRSeTCA ANng onpeaeneHus CKOpoCTU BCcacbhIiBaHNUS
1 BbiBefeHNsi hapMaLeBTUYECKON CyOCTaHLMKW, KonMyecTBa (hapMaueBTUYECKOM cybCcTaHLMK, OOCTUraroLLEro
CUCTEMHOrO KpOBOTOKAa, W pes3ynbTaTbl KOTOPOro MO3BOMSAOT cAenaTb BbiBO4 O OMO3KBMBANEHTHOCTU
BOCMNpPOM3BEEHHOrO NeKkapCTBEHHOro npenapaTta B OnNpeferieHHbIX nekapcTBeHHoW d¢opMe U [JO3UpoBKe
COOTBETCTBYIOLLIEMY OPUTMHANBHOMY fleKapCTBEHHOMY npenaparTy;

46) uccnenosaHve TepaneBTUYECKON SKBUBANEHTHOCTU NeKapCTBEHHbIX NpenapaToB - BUA, KINMHUYECKOro
uccnefoBaHMs nekapCTBEHHbIX NpenapaToB, MNpoBeAeHUe KOTOPOro OCYLLEeCTBRseTcsa ANs  BbISBMEHUSN
OOVHaKOBbIX CBOMCTB JIEeKapCTBEHHbIX NpenapaToB oNpeaerieHHON NIeKapCTBEHHOW hOpMbI, @ Takke Hanmuus
OOVHaKoBbIX MokasaTtenen 6e3onacHOCTM U 3(hEKTUBHOCTU JIEKAPCTBEHHbLIX MNPenapaToB, OAMHAKOBbLIX
KNUHNYecknx 3bdeKToB Npu UX NPUMEHEHUU;

47) NpoTOKON KIWHWYECKOro WCCNeAoBaHUSA feKkapCTBEHHOro npenapata - [JOKYMEHT, B KOTOpPOM
onpefensalTca uenu, opmbl OpraHM3auunm K MeTOAOMOrMs NPOBEeAEHUs KITMHUYECKOro UccneaoBaHus,
cTaTUCTMYEeCcKMe MeToAbl 00paboTku pe3ynbTaToB Takoro MCCregoBaHMs M Mepbl MO 0becrneyeHuo
6e3onacHOCTN PU3NYECKMX UL, YHaCTBYIOLLMX B KITMHUYECKOM UCCINESOBaHNM NIEKapCTBEHHOIO Npenapara;

48) Gpowtopa uccriegoBaTtens - CBOOHOE M3NOXeHWEe pes3ynbTaToB AOKIMUMHUYECKOTro UCCrefoBaHUs
nekapcTBEHHOro CcpeacTBa WM KINMHUYECKOro MCCrneaoBaHUsA IekapCTBEHHOro npenapaTta Ans MeauLUHCKOro
NPUMEHEHNS;

49) WH(MOPMALIMOHHBIN NUCTOK MauMeHTa - OOKYMEHT, B KOTOPOM COAepXaTcsd B [OCTYMHOW dopme
CcBefleHUs, KacarwollmMecss MNpoBOANMOrO KIMHUYECKOrOo WCCRedoBaHUA fekapCTBEHHOro npenapata, M B
nucbMeHHon c¢popmMe [O0OpOBOMBLHOE cornacue nauMeHTa Ha yvacTue B KIMHUYECKOM  MCCredoBaHWK
neKkapCTBEHHOrO npenapaTta nocrne 03HaKOMEHUS C OCODEHHOCTAMU KIMHUYECKOrO UCCNEL0BaHUS, UMEOLLMMU
3HayeHue ANg BblpaXeHus Takoro cornacus;

50) nobo4yHOEe AeNCTBUE - peakunsi opraHuama, BO3HMKLLIAS B CBSI3M C MPUMEHEHUEM JIEKAPCTBEHHOINO
npenapaTa B [03aX, PEKOMEHAYEMbIX B MHCTPYKLUMM MO €ro MpUMEHEHWIO, ANns NPpOoUNakTUKKA, OUArHOCTUKK,
neyeHus 3aboneBaHus unu ansa peabunutauum;

51) cepbesHas HexenatenbHas peakuus - HexenaTernbHas peakuusa opraHuama, CBsi3aHHasi C
NpYMeHEHNEM NEKapCTBEHHOrO Mnpenapara, NpuBelasi K CMepTU, BPOXAEHHbIM aHOManusiM Un MopoKam
pa3sutua Nubo npegcTaensowas cobor yrposy Xu3Hu, Tpebyowas rocnutanuMsauum unuv npuBeglas K
CTOWKOM yTpaTe TPyA0CNOCOOHOCTM U (MNK) MHBANUAHOCTMY;

52) HenpenBuaeHHas HeXxenaTtenbHas peakuusi - HexenatenbHasi peakuus opraHvama (B TOM 4ucre
CBsI3aHHasi C MPUMEHEeHUeM NeKkapCTBEHHOIO NpenapaTa B COOTBETCTBUM C UHCTPYKLUMEN NO €ro NpUMEHEHUo),
CYLLHOCTb U TSXECTb KOTOPOW He COOTBETCTBYIOT MH(POpMaLIMM O NekapCcTBEHHOM Npenapare, coaepXallencs B
WHCTPYKLUK MO €ro NPUMEHEHWIO;

53) peLlenT Ha nekapCTBEHHbIA MpenapaTt - NMUCbMEHHOEe Ha3HavyeHue neKkapCTBEHHOro npenapaTta no
yCTaHOBIEHHOW hopme, BblAaHHOE MEAULIMHCKAM UM BETEPUHAPHBLIM PabOTHUKOM, MMEIOLLUM Ha 3TO NMpaBso, B
Lensax oTnycka NnekapCTBEHHOro npenapara Unm ero U3roToBreHUs 1 OTMYCKa;

54) TpeboBaHe MegULNHCKON OpraHn3auun, BeTEPUHAPHOW OpraHmMsauum - OOKYMEHT YCTAHOBIEHHOM
(POpPMbI, KOTOPbIA BbINUCAH MEOULMHCKUM MM BeTepuHapHbIM PabOTHUKOM, MMEKLLIMM Ha 3TO NpaBo, WU
COLEPXUT B MMCbMEHHON (bopMe ykal3aHue anTevyHOW opraHu3aumm ob OTnycke fekapCTBEHHOro npenapara
W O ero U3roToBeHUM K 06 oTnycke Ana obecneveHns nedebHoro npouecca B MeAWULMHCKOW OpraHusaumu,
BeTEpUHapPHOW opraHusaumn.

Mnaea 2. MONTHOMOYUSA ®EQEPAJIbHbLIX OPFAHOB UCMNONMHUTENBLHON
BIIACTWU, OPTAHOB UCMOJNHUTENIbHON BNACTU CYBBEKTOB POCCUUCKOW
®EOEPALIUN NMPU OBPALLEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. [lonHoMouna dpedepanbHbiX OpPraHoB  WCMOMHMTENbHOM BRacTM npu  obpalleHum
NeKapcTBEHHbIX CpeacTB
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

K nonHomouusm denepanbHbiX OpraHoB WCMOSHUTENBHOW BnacTy npu  obpalleHnn NeKapCTBEHHbIX
CpeacTB OTHOCATCSA:

1) npoBeaeHue B Poccuiickon Pepepaumm eguHon rocy4apcTBEHHOM NONUTMKM B obnactn obecneveHuns
nekapcTBeHHbIMY NpenapataMmu rpaxzaaH Ha Tepputopumn Poccuiickon deaepavmuy;

2) yTBEpXaeHue obwmnx hapmakonenHbix cTaten, bapmakoneriHbIXx CTaTel, M3gaHue rocygapCTBEHHON
dapmakoneu;

3) ocyllecTBneHne rocyaapCTBEHHOIO KOHTpoNs (Hag3opa) B cdepe obpalleHus nekapCTBEHHbIX
CpeAacTs;

(B peq. PenepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

4) nuueH3upoBaHME NPOW3BOACTBA NEKapCTBEHHbIX CPeacTB M dapMaleBTUYECKON AesTeNbHOCTU B
COOTBETCTBUM C 3aKoHoAaTeNnbLCTBOM Poccunckon ®enepaunu;

5) opraHusaLms akcnepTUsbl NekapcTBEHHbIX CPeaCTB, 3TUYECKOW IKCNEPTU3bl BO3MOXHOCTY NpoBeaeHUs
KNUHNYECKOro nccrnefoBaHUs nekapcTBEHHOro npenapara Ans MeauUmMHCKOro NpUMeHeHus;

6) Bbljaya paspelleHu Ha npoBedeHUe KIMHUYECKUX WCCMeAOBaHUN IeKapCTBEHHbIX MNpenapaTos,
BeleHVe peecTpa BblJaHHbIX paspelleHnii Ha MpoBefeHWe KIWHUYECKUX WCCrnefoBaHUA NeKapCTBEHHbIX
npenapaTos;

7) rocyfapcTBeHHasi peructpaums nekapcTBeHHbIX MpenapatoB, BeAeHWe rocygapCTBEHHOro peecrtpa
nekapcTBEHHbIX CPeaCTB;

8) uHcnekTMpoBaHMe NPOM3BOACTBA NIEKApCTBEHHbIX CPEACTB Ha COOTBETCTBME Mpaswnam opraHusauum
Npon3BOACTBA WM KOHTPONS KayecTBa fEeKapCTBEHHbIX CPEeACTB, Bbigada 3akMiOYeHUW O COOTBETCTBUU
Npon3BOAMTENST NEKAPCTBEHHbIX CPEACTB TpeboBaHUSAM MpaBuiT OpraHu3auMum Mnpou3BOACTBA M KOHTPOMS
KayecTBa NeKapCTBEHHbIX CPeacTB;

9) rocyoapCTBeHHas peructpauus YCTaHOBMEHHbIX MPOM3BOAUTENAMU NEeKapCTBEHHbIX MnpenapaToB
npefenbHbIX OTMYCKHbIX LIEH Ha XXM3HEHHO HEOOXOAMMbIE U BaXKHEWLLMNE NIEKapCTBEHHbIE Npenaparbl 1 BegeHue
rocy1apCTBEHHOro peecTtpa npeaenbHbIX OTNYCKHbIX LIeH NPOU3BOAMTENEN Ha fnekapcTBeHHble npenaparthl,
BKITHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOANUMBIX N BaXKHEMLLMX NEKAPCTBEHHbIX NMpenapaTos;

10) yctaHoBneHue nopsjka BBO3a fekapCTBEHHbIX CpeacTB Ha TeppuTopuio Poccuiickonn denepaunm m
BbIBO3a NekapcTBEHHbIX CpeacTs ¢ Tepputopumn Poccuiickon ®epepalimu;

11) co3gaHune COBETOB MO BONPOCaM, CBA3aHHbIM C OOpaLLeHNEM NlekapCTBEHHbLIX CPEACTB;

12) aTTecraums n cepTudukaums cneLmanmcTos;

13) yTBEpxaeHMe obpasoBaTernbHbIX NPOrpamMMm no NoAroTOBKE CNeLManucToB;

14) MOHMTOPUWHT 6€30NacHOCTU NIEKAPCTBEHHLIX NPENapaToB.;

15) yyacTtue B MexayHapogHOM COTPYAHUYECTBE;

16) nonyyeHue no 3anpocam YMOMHOMOYEHHOro defeparnbHOro opraHa WCMOMHUTENbHOW BNactu oOT
OpraHoB MCMONHUTENBLHON BNactu cybbektoB Poccuiickon depepaunn, a Takke OT CyObekToB obpalleHus
neKkapcTBEHHbIX CPeacTB ANs MeOMLMHCKOro MpUMEHeHMs WHopmaumm Mo BOMpocam YCTaHOBNEHUS U
NPYMEHEHMS LiEH Ha NeKapCTBEHHbIE NpenapaTthl U HagbaBOK K HUM;

17) npymeHeHe Mep OTBETCTBEHHOCTU 3a HapyLleHne 3akoHofaTenbcTBa Poccunckon denepaumn.

CraTtba 6. lNMonHOMOYUS OpraHoOB MCMONMHUTENbHOW Bnactu cybvekta Poccuiickon ®Pegepauun npu
obpalleHnn NekapCTBEHHbIX CPEACTB

K nonHomo4msim opraHoB UCMOMHUTENBHOW BriacTu cydbekTa Poccuiickon ®epepauun npu obpalleHun
nekapcTBEHHbIX CPeacTB OTHOCATCS:

1) paspaboTka M peanusauusi permoHanbHbIX Nporpamm obecrnedyeHuss HaceneHust IeKapCTBEHHbIMU
npenapaTtamu;

2) ycTaHOBMeHWe npefenbHbiX pasmMepoB OMTOBbIX HagbaBOK M NMpefernbHbiX pPa3MepoB  PO3HUYHBLIX
HaabaBok K (bakTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBITEHHbLIM NPOW3BOAMTENSMU NEKAPCTBEHHbIX NpenapaTos,
Ha neKapCTBEHHble Npenapartbl, BKMOYEHHble B MEPEYEeHb >KU3HEHHO HEeobXOoOAMMbIX U BaXKHEWMLINX
nekapcTBEHHbIX Npenaparos;

3) ocylecTBneHne pervoHanbHOro rocyJapCTBEHHOrO KOHTPOMs 3a MNpUMEHEHWeM LUeH Ha
nekapCTBEHHbIE NpenapaThbl, BKIOYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX Y BAXKHENLUNX NIEKAPCTBEHHbIX
npenapaToB, OpraHusauMsMm OMTOBOW TOProBNW, anTedHbiMW  OpraHMsauuMsMu,  MHOMBUOYaNbHbIMU
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

npeanpuHMMaTensMu, UMeLLMMU NULIEH3MIO Ha hapMaLieBTUYECKYI0 AeATEeNbHOCTb.
(B peq. PenepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

naea 3. FTOCYOAPCTBEHHASA ®APMAKOIEA
CraTbsa 7. Pa3paboTka 1 usgaHue rocygapCTBeHHON hapmakoneun, pa3meLleHne aHHbIX O HEN

1. Mop rocypapcTBeHHON bapmakoneer MNOHUMAETCs CBOA OOWMX dapMakonemHbIx cTaten U
dapmaKkonemnHblx cTaTen.

2. PaspaboTka obWux dapmakonenHblx cTatei M dapmakonelHblXx cTaTed M BKIOYEeHNne Wux B
rocyaapCTBeHHyl dapmMakonel OCyLeCcTBNAKTCA B Nopsaake, YCTAaHOBMEHHOM  YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCNONHUTENBHOW BNACTHU.

3. PaspaboTka chapmakonenHom cTaTbu Ha OpUrnMHanbHOe JIEKAPCTBEHHOE CPeACTBO U BKIOYEHME €€ B
rocydapCTBEHHYK0 apmakoneld B TeYeHWe Ccpoka [eNCTBUA  3aliuTbl  UCKMKYUTENbHOrO  Mpasa,
yOOCTOBEPEHHOrO NaTeHTOM Ha OpUrMHANbLHOE NeKapCTBEHHOE CPeACTBO, OCYLLECTBNSATCA C cornacusa ero
pa3paboTynka.

4. TocypapcTBeHHass (apmakones uM3gaeTcs  YNONMHOMOYEHHbIM  dbedepanbHbIM - OpraHoMm
NCMNONHUTENBHOW BriacTu 3a c4eT cpeacTB doeeparnbHoro GogxeTa n NoaNeXuT nepensgaHnsM He pexe 4Yem
OLMH pa3 B NATb NeT, B Nepuo Mexay KOTOpbIMU M3LalTCs NPUIOXEHUA K rocygapcTBeHHoW dhapmakonee,
cogepxalume obuime capmakonenHble cTatbM U (UnNu) apmakonenHble CTaTbW, YTBEPXKAEHHbIe Mocne
n3gaHns unv nepensgaHns rocyaapcTBeHHON dhapmakoneu.

5. YnonHomoueHHbI befepanbHbli  OpraH WCMNOMHUTENbHOW BRAcTXM pasMellaeT [aHHble O
rocyaapCTBEHHOW hapmakonee 1 NpurnoXeHusiX K Hem Ha cBoeM oduumansHOM cante B ceTn "UHTepHeT" B
YCTaHOBMEHHOM UM Mopsiake.

Mnasa 4. TOCYOAPCTBEHHbIW KOHTPOIb MPU OBPALLEHUA
JIEKAPCTBEHHbIX CPEACTB

Ctatbs 8. ﬂI/ILI,eH3I/IpOBaHI/Ie npon3BoacTBa JieKapCTBEHHbIX CpeacTB n cbapmaueBqueCKoﬂ
neATeNbHOCTU

1. nMLI,eH3I/IpOBaHVIe npon3BOoACTBA J1eKapCTBEHHbLIX CpeacTB WU dapmMaleBTUIECKON AEATENbHOCTU
OCyLLECTBIIAETCA B COOTBETCTBMU C 3aKOHOOATEJIbCTBOM Poccuiickon CDep,epau,MM.

2. Obs3aTenbHbIM ycnosuem npenoctaBlieHna INUUeH3n Ha npou3BOLACTBO J1€KapCTBEHHbLIX CpencTB
ABNAETCA NpUNoXXeHue K 3adaBJ1IeHNI0 CoOUcKaTenda JINUUeH3Nn nepedvyHda JeKapCTBEHHbIX C*)OpM n (I/IJ']I/I) B1OOB
q)apmaueBqueCKmx Cy6CTaHLI,I/Il71, KOTOpble NpOon3BOONTENb NNEKAPCTBEHHbIX CPeACTB HaMepeH Npon3BognTb.

3. B cny4yae HeobxoaMMoCTH paclmpeHna npon3BoacTBa J1IeKapCTBEHHbIX CpeAcTB 3a CYET HOBbIX
J1eKapCTBEHHbIX (bOpM n BMAOB (bapmaueBqueCKmx Cy6CTaHLI,Ml7I npon3BogunTeENlb JNeKapCTBEeHHbIX CpencTtB
OOJDKEeH Nony4YnTb HOBYH JIMLIEH3UIKO Ha NPOM3BOACTBO JNIEKapCTBEHHbIX CPenCTB.

Cratbsa 9. MocynapCcTBEHHbIA KOHTPOMb (Haa3op) B cdepe obpalleHns NekapCcTBEHHbLIX CPeacTB
(B pea. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocynapcTBeHHbIN KOHTponb (Hag3op) B cdepe obpalleHust NekapCTBEHHbLIX CPeacTB BKMYAET B
cebs:

1) NUUEH3NOHHBIN KOHTPONb B cdepe NpoM3BOACTBA NEKapCTBEHHbIX Cpeacts M B cdepe
hapmaLeBTUYECKON AeATEeNbHOCTY;

2) dhepepanbHbIN rocyaapCTBEHHbIV Haa30p B chepe obpalleHunst nekapCTBEHHbLIX CPeacTB.

2. JIMUEH3NOHHBIN KOHTpONb B cdepe NpoOM3BOACTBA fEKapCTBEHHbIX CcpeactB UM B cdepe
apmMaLeBTUYECKON  OeATEeNbHOCTM  OCYLIECTBNSAETCS  YNOMHOMOYEHHbIMU  dhedepanbHbiM - OpraHoMm
NCMNOMHUTENBHOW BriacT! N opraHaMu UCNOSHUTENbHON BnacTn cybbektoB Poccuiickon degepaumm COrnacHo
NX KOMMeTeHLMN B Nopsifke, ycTaHoBneHHoMm ®PefeparnbHbiM 3akoHOM OT 26 aekabpsa 2008 roga N 294-903 "O
3alWuTe npaB  OpUAMYECKUX NUL, W MHAMBMAYyaNbHbIX  MNpeanpuHUMaTtenen npyv  OCyLLeCTBRAEHUU
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

rocygapCTBEHHOIo KOHTpons (Hag3opa) U MyHUUMMNAanbHOro KOHTpons", ¢ y4eToM 0cobeHHOCTEN opraHM3aumm 1
npoBefeHus MNpoBepoK, YCTaHOBMEHHbIX deaepanbHbiM  3akoHOM oT 4 mas 2011 roga N 99-03 "O
NNLEH3MPOBaHUM OTAEMNbHbIX BUAOB AeATENbHOCTU".

3. depepanbHbli  rOCyJapCTBEHHBIM  Hag3op B cdepe oOpalleHUss eKapCTBEHHbIX CPEACTB
OCYLLeCTBASIETCA YNONMHOMOYEHHbIMY befieparnbHbIMU OpraHaMyn WUCMOMNHUTENbHOW BNacTu (ganee - opradbl
rocydapCTBEHHOro0 Haas3opa) cornacHO WX KOMMeTeHUMM B Nopsaike, YCTaHOBreHHOM  [lpaBuUTenbCTBOM
Poccuiickon ®epepauuu.

4. PepeparnbHbIi rocygapCTBEHHBIN Haa30p B cchepe obpalleHns NekapcTBEHHbIX CPEACTB BKIHOYaET B
cebs:

1) opraHmMsauuio M MNpoBefeHWe NpPOBEpoK cobnogeHnst cybbektamu obpalleHns NekapCTBEHHbIX
CpPeACTB YCTaHOBMEHHbIX HacTosAWwmMM defepanbHbiM 3aKOHOM U MPUHATBIMA B COOTBETCTBUMU C HUM MHbIMU
HOPMaTUBHbLIMW NMPaBOBLIMU akTamu Poccuiickon ®enepaunm TpeboBaHUA K OOKIMHUYECKUM MCCNEAOBAHMAM
nekapcTBEHHbIX CPeACTB, KMMHUYECKNM NCCNEeAO0BaHUAM NeKapCTBEHHbIX MpenapaToB, XpaHEHUIo, MepeBO3Ke,
BBO3y B Poccuitckyio Pepepauunio, OTMNYCKy, peanu3auun InekapCTBEHHbIX CPEeACTB, MPUMEHEHUIO
NeKapCTBEHHbIX  MpPenapaTtoB, YHUYTOXEHWIO  JIEKAPCTBEHHLIX CPeacTB, a  Takke  cobnogeHus
YMONTHOMOYEHHbLIMU OpraHamMy MCMONHUTENbHOM Briactu cybobekToB Poccuiickon ®Pegepauum MeTOOMKU
YCTaHOBIEHUS NMpeferbHbIX pa3MepoB ONTOBLIX HAA0ABOK M MpefesibHbIX PasMepoB PO3HMYHLIX HanbaBoOK K
PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMA FEKapCTBEHHbIX MpenapaTtoB, Ha
nekapCTBEHHbIE NpenapaThbl, BKIMOYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX Y BAXKHENLUNX NEKAPCTBEHHbIX
npenapaToB (Oanee - 06s3aTenbHble TpeboBaHMSA);

2) opraHusauuio U npoBefeHue MNpoOBEepPOK COOTBETCTBUSA MEKapCTBEHHbIX CPeACcTB, HaxoAdluMxcs B
obpalleHnmn, yCTaHOBIEHHLIM 06s13aTenbHBIM TPEOOBAHMAM K MX KA4eCTBY;

3) Bblaayy paspeLlueHnii Ha BBO3 NleKapCTBEHHbIX CPEACTB Ha Tepputoputo Poccuinckon depepaumu;

4) opraHunsauuto 1 NpoBeAeHe MOHUTOPUHIa 6e30NacHOCTM NIEKAaPCTBEHHBLIX NPENapaToB;

5) npumeHeHve B nopsiake, YCTaHOBMEHHOM 3akoHodaTenbCcTBOM Poccuiickon ®depepauuu, Mep Mo
NpeceYeHunio BbISBIEHHbLIX HApPYLLEHWI 00A3aTeNbHbIX TpeboBaHUA U (MNN) YCTPAHEHMIO MOCMEACTBUA TaKux
HapyLleHWi, Bblgadvy npeanMcaHuini o6 ycTpaHeHWW BbISIBNIEHHbIX HapyLUeHUn obsidaTtenbHblX TpeboBaHWi U
npuBneyeHne K OTBETCTBEHHOCTU NUL, COBEPLLMBLLMX Takue HapyLUeHus!.

5. K oTHOLEHNSIM, CBSA3aHHBIM C OCYLLeCTBNEHNEM heaeparnbHOro rocyaapCTBEHHOro Haa3opa B cdepe
obpalleHnst NekapCcTBEHHbIX CPeacTB, OpraHM3auMen un npoBedeHMEeM MpPOBEPOK CyOLEeKToB obpalleHus
nekapCTBEHHbIX CpPeacTB, MPUMEHSsIOTCA nonoxeHus PepepanbHOro 3akoHa ot 26 gekabps 2008 roga N
294-03 "O 3awuTe npaB OPUAMYECKUX NUL U MHAMBUAYamNbHbLIX NpeanpuHuMartene npu OCyLlecTBNeHUU
rocyapCTBEHHOro KOHTPONS (Hag3opa) U MyHULMNanbHOro KOHTpona".

6. [JOmKHOCTHble nuua opraHa [rOCyJapCTBEHHOr0 Hag3opa B Mopsiike,  YCTaHOBMNEHHOM
3akoHoaaTenscTBoM Poccuinckon depepaumum, MMeOT Npaso:

1) monyyaTb Ha OCHOBaHWM MOTMBMPOBAHHbIX MUCbMEHHbIX 3anpoOCOB OT CyObLEKTOB oOOpalleHus
nekapCTBEHHbIX CPeACTB, OPraHOB MCMOMHUTENBHOM Bractu cybbekToB Poccuiickon ®Pepepauum M opraHos
MECTHOro camoynpaBfieHnst JOKYMEHTbI U MHGOPMaLIMIO MO Borpocam obpalleHus NekapCTBEHHbLIX CPeACTB;

2) 6ecnpenaTCTBEHHO NO NpeabABEHUN CNY>XeOHOro ya4oCTOBEPEHMS 1 KOMMU MpUKasa (pacrnopsikeHus)
opraHa rocygapCTBEHHOro Haj3opa O Ha3HayeHUM MpPOBepKM nocelatb UCNofb3yemble pUaNYECKUMU
nMuamMu, UHaMBUAYyanbHbIMU NpeanpuHUMaTensamMm, SBRSWMMUCA cyObekTamu obpalleHus NeKapCTBEHHbIX
CpeacTB, NpU OCYLLECTBEHUN CBOEN AeATENbHOCTU TEPPUTOPUM, 34aHUS, NMOMELLLEHUS U COOPYXEHUS B Lensax
npoBeaeHUs MeponpUSATUA MO KOHTPOIO;

3) npoBoauTb OTOOP 0OpasLOB EKApPCTBEHHLIX CPeACcTB, MNpefHa3HaYeHHbIX ANs peanu3aumm U
peanuayembix cyObekTammn obpalleHnst NeKapCTBEHHbIX CPEACTB, AN MPOBEPKM MX KavecTBa, NpoBeneHus
nccrnefoBaHUM, UCMbITAHUA B COOTBETCTBMM € MNpaBunamm oTbopa  006pasuoB,  YCTAHOBIEHHLIMU
YNOMHOMOYEHHbIM (heepanbHbIM OpraHOM UCTNONHUTENBHON BNAcTy;

4) BblgaBaTb cybbekTaM o6palleHnst NekapCTBEHHbIX CPEACTB NPEANUCAaHNS O NPeKPaLLeHN HapyLLUEeHWIA
ob6s13aTenbHbIX TpeboBaHW M 06 YyCTpaHEeHNM BbISIBNEHHbLIX HApYLLIEHWUA 0683aTenNbHbIX TpeboBaHNIA;

5) HanpaenATb B YMOSIHOMOYEHHbIE OpraHbl MaTepuarnbl, CBA3aHHble C HapyLleHUsIMU 00si3aTenbHbIX
TpeboBaHWiA, 411 peLUeHUs BONMPOCOB O BO30Y)XAEHUN YrONOBHLIX AeN MO NpyU3Hakam NpecTynieHni.

Mnasa 5. PASPABOTKA, AOKNMHUYECKUE UCCIIEAOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXXE KNMTMHUWYECKUE UCCITIEOOBAHUA
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HokymeHT npepoctasneH KoHcynbTaHTlntoc
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NIEKAPCTBEHHbIX MPEMNAPATOB ANnA BETEPUHAPHOIO NPUMEHEHUA
Cratbsa 10. PaspaboTka nekapCTBEHHbIX CPEACTB

1. Pa3paboTka nekapCTBeHHbIX CPeACTB BKMoYaeT B cebs MOMCK HOBbIX (hapMaKOMorMYeckn akTUBHbIX
BELLECTB, NocrneayLee n3yyeHme nx fekapCcTBEeHHbLIX CBOWCTB, AOKIMHUWYECKME WCCNedoBaHus, pa3paboTky
TEXHOMOMMI  MNpou3BoAcTBa  (papMaueBTMYecKMX cybcTaHuui, pas3paboTKy COCTaBOB W TEXHONOMMM
NPoOn3BOACTBA fNIeKapCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneveHne pa3paboTky NeKapCTBEHHbIX CPEACTB OCYLLECTBIAETCS 3a CHET:

1) cpeacTB hefepansHoro GrooxeTa;

2) cpefcTB pa3paboTyMKOB NEKapCTBEHHbIX CPEACTB;

3) cpefncTts npousBoguTenen nekapCTBEHHbIX CPEACTB MPU BbIMNOMHEHUU HayYHO-UCCNeaoBaTENbCKUX
paboT no JoroBopy Mexay pa3paboTyMKOM JeKapCTBEHHbLIX CPEeACTB WM MPOU3BOAUTENEM FEeKapCTBEHHbIX
CpencTs;

4) UHbIX He 3anpeLleHHbIX 3akoHodaTenbcTBOM Poccuiickon deagepalimm UCTOYHUKOB.

3. MNpaBa pa3paboTunka NnekapcTBEHHOro CPeACTBa OXPaHATCS rpaXAaHCKMM 3aKOHOOATENbCTBOM.

Ctatbsa 11. [JoknuHMyeckoe nccnegosaHune JNIeKapCTBEHHOro cpeactea And MeguLUmMHCKOro npuMeHeHuna

1. JoKnNMHMYeckoe UccrieqoBaHMe reKapCTBEHHOro cpeacTBa [Ans  MEAMLMHCKOro  NpuMeHeHus
NpPOBOAUTCA MyTEM NPUMEHEHUS Hay4YHbIX METOAOB OLEHOK B LIENAX NofydYeHus [oka3aTenbCTB 6e30nacHocTy,
KayecTBa 1 3 PEKTUBHOCTU NEKAPCTBEHHOTO CPEeACTBa.

2. [oknuHuMyeckoe WccrnedoBaHWe neKkapCTBEHHOro cpeacTBa AN MeOMUMHCKOrO  MpUMEHEeHMUs!
NPOBOAUTCA B COOTBETCTBUM C NpaBuiaMu nabopaTopHOM NpakTUKWA, YTBEPXKAEHHbIMW YNONHOMOYEHHbBIM
denepanbHbIM OpraHoM UCMONHUTENBHOW BIacTU.

3. Ons opraHusauuMy 1M nNpoBedeHUs OOKITMHUYECKOro WCCRedoBaHusl NeKkapcTBEHHOro cpeacTea Ans
MeAMNLIMHCKOro NpUMeHeHnst pa3paboTunkyn  NeKapCTBEHHbIX cpeacTs MoryT npuenekaTb
Hay4HO-MccreaoBaTeNnbCckMe opraHusauum, obpasoBaTeflbHble YUpeXOaeHUs BbiclIero npodeccuoHansHoro
obpasoBaHusi, uMelolMe HeobxoOWMYK  MaTepuanbHO-TEXHMYECKYlD 6asy U KBanNMUUUPOBaHHbIX
CrneumnanncToB B COOTBETCTBYIOLLIEN 06MnacTu uccrnenoBaHus.

4. [oKknuHMYeckoe uccrieqoBaHMe reKapCTBEHHOro cpeacTBa [Ans  MEAULMHCKOro  NpUMeHeHus
NPOBOAMUTCA MO YTBEPXKAEHHOMY pa3paboTYMKOM JleKapCTBEHHOIO cCpeacTBa NnaHy C BedeHUMEM MNpoToKona
3TOro UCCreaoBaHMs U COCTaBneHMeM oTyeTa, B KOTOPOM cCoAepaTcsl pesynbTaTbl 3TOr0 WUCCMedoBaHus U
3aKMioYeHe O BO3MOXHOCTM MPOBEeAEHUs KIMHUYECKOTO MCCredoBaHWA IekapCTBEHHOro npenapaTta ans
MEAMNLMHCKOro NpUMEHEHUS.

5. TlpoBeneHve npoBepok cobnoaeHNs MpaBun nabopaTopHOW MPaKTUKM W MPaBOBbIX HOPM
UCMONb30BaHUS XMBOTHLIX MPU NPOBEAEHWU [OOKMMHUYECKUX WCCINedoBaHUiA NEeKapCTBEHHbIX CPeacTB [aOns
MEAMNLMHCKOrO NMPUMEHEHNA OCYLLECTBNAETCS YNONHOMOYEHHbIM defeparnbHbIM OpraHoM  WCMONHUTENBHOM
BracTu.

6. PesynbTaTbl [OOKMMHUYECKOTO WCCREAOBaHUS eKapCTBEHHOro cpeacTtBa AN MeaMUMHCKOro
NpUMEeHeHMs MoryT ObITb NpeAcTaBreHbl B YNONMHOMOYEHHbI deiepanbHbiil opraH UCMONHUTENbHON BnacTu B
yCTaHOBIEHHOM MOPSAKE B LENAX rocy1apCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara.

CtaTba 12. [JoknnHn4yeckoe wuccrnegoBaHue NekapCTBeHHOro cpencrtea M KrnHM4Yeckoe wuccnenosaHue
JNIeKapCTBEHHOrO npenaparta ana BeTepnHapHOro npuMeHeHunsa

1. [oknunHmn4yeckoe wccrnegoBaHue NIeKapCTBEHHOro cpeactBa AnA BeTepuMHapHOro npuMeHeHuda
npoBoanUTCA nNyTemMm npuMeHeHna Hay4HbliX MeTO40B OLEHOK B LendaX nonyyYyeHnd JoKa3aTerbCTB BesonacHocTy,
Ka4yecTBa VIS(b(beKTI/IBHOCTI/I NeKapCTBEHHOIoO CpeacTBa, B TOM YUCNe onpeaeneHna cpoka ero BbiBeAeHUna u3
opraHmn3ma XmBOTHOIO, B LienAxX obecneyeHnss GesonacHocTH npoayKUuMn XXMBOTHOIO NPOUCXOXOEHNA nocne
npnMmeHeHna COOTBETCTBYHOLLEIrO J1IeKapCTBEHHOIO nNpenapara.

2. [oknuHuyeckoe wnccnegoBaHue NnekapCTBeHHOro cpeancrtea W  KIMHUYECKOe uccnengosaHue
NNIeKapCTBEHHOro npenapata AnAa BeTepUHApPHOro npuMeHeHud, wuccrneagoBaHue OGMO3KBMBANEHTHOCTU
YKa3aHHOro nekapCTtBeHHOro npenapata npoBoAATCA B COOTBETCTBUM C MNpaBunamMu, YyTBepXOeHHbIMU
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YNOJTHOMOY€EHHbIM (be,Cl,epaﬂbelM OpraHom NCMNONHUTENbHON BNAcTU.

3. [JoknuHuyeckoe wuccnegoBaHve NnekapCTBeHHOro cpeancrtea W KIMHUYECKOe uccnengobsaHue
leKapCTBEeHHOro npenaparta And BeTepuHapHOro npuMeHeHnd npoBoadaATCca no yreepXXgeHHoOMy pa3pa60Tq|/||<0M
lekapCTBeHHOro cpeacrea nnaHy ¢ BeaeHneM npoToKOoJS10B 3TUX nccrnegoBaHUn M CoCTaBfiEHMEM OTYETOB, B
KOTOPbIX coAepXKaTcAa pe3yrbTaTbl 3TUX nccnegoBaHun.

4. Ona opraHunsaunm n npoBegeHna AOOKIMNMHUYECKOro wuccneanoBaHUdA JeKapCTBEHHOIoO cpenactBa WU
KIMMNMHNYECKOro unccneanoBaHUda nekapCTBeHHOro npenaparta gna BeTepuHapHOro npuMeHeHud pa3p860T‘-MK

JleKapCTBEHHOIo cpeacrtea MOXeT npumBreKkaTb opraHusauum, nMewuwine HeO6XOLI,VIMyPO
MaTepumarnbHO-TEXHUYECKYH 683y n KBaJ'IVI(bI/ILI,I/IpOBaHHbIX cneunanncTtoB B COOTBeTCTBy}OLLI,eVI obnactn
ncecnegoBaHuA.

5. KnuHuyeckne uccreqoBaHUs NeKapCTBEHHbIX MpenapaToB AN BeTepuHapHOro  MpUMeHeHMUs!
NPOBOAATCA B BETEPUHAPHLIX OpraHn3aUmsax U B opraHnsaumsix, oCcyLEeCcTBAOLINX pa3BefeHune, BoipallusaHne
N coaepKaHne XMBOTHbIX, B LIENSX:

1) ycTaHOBMNEHNSA NEPEHOCUMOCTM NeKapCTBEHHbIX NpenapaTos 340POBbIMU XUBOTHLIMU;

2) nogbopa ONTMMarnbHbIX [03MPOBOK IEKAPCTBEHHBLIX MpenapaTtoB U Kypca JeYeHWs Ha KOHKPeTHOW
rpynmne >XWBOTHLIX C onpeaerneHHbIM 3a6oneBaHneM;

3) ycTtaHoBneHus 6e30nacHoCTU 1 3 PEKTUBHOCTY NEeKAapCTBEHHOIO NpenapaTta, NpegHasHayeHHoro Ans
neyeHuss onpeneneHHblX 3aboneBaHuii XMUBOTHLIX, UMK 3MEKTUBHOCTU NEKapCTBEHHOro npenapata ans
NpodUnakTUKM 3a6oneBaHunii 300POBbIX XUBOTHBIX;

4) n3yyeHUss BO3MOXHOCTEM paclUMpeHUs MoKasaHuii K  MPUMEHEHUI0  3aperMcTpUMpoBaHHOIO
NeKkapcTBEHHOro npenapaTta W BbiSBIEHUSI paHee HEU3BECTHbIX MOBOYHbIX AeNCTBUN.

6. KnuHuyeckoe wuccrniegoBaHWe neKapCcTBEHHOro npenapata [AOfs  BeTepUHApHOro  MpUMEHeHMUs!
OCYLLIECTBNSIETCA 3@ CHET CPEACTB pa3paboTyvka NekapcTBEHHOro CpeacTBa.

7. OTYeTbl 0 pesynbTaTax AOKIMMHUYECKOro WCCIedoBaHUsl NeKapCTBEHHOro CPeacTBa M KIMHUYECKOro
nccnenoBaHNsA NekapcTBEHHOro npenapaTa A/l BETEPUHAPHOro NMPUMEHEHUA COCTaBMATCA pa3paboTynKom
NeKapcTBEHHOro CpeAcTBa C Y4eTOM 3aK/oYeHW opraHusauuii, NPUHMMAaBLUMX y4dacTue B opraHusauun u
NpoBeAeHUN 3TUX UCCIIeA0BaHWIA.

8. KoHTponb 3a NpoBeaeHMEM OOKIMHUYECKUX WUCCNEAOBaHWA NEKapCTBEHHbIX CPEACTB U KMUHUYECKUX
nccnenoBaHWM  NEKapCTBEHHbIX MNpenapaToB  ANA  BETEPUMHApPHOro  MPUMEHEHMS  OCYLLEecTBrsieTcs
YNONTHOMOYEHHBLIM dheaeparnbHbIM OpraHoM UCMONHUTENBHOW BMACTU.

Mmasa 6. OCYLWECTBNEHUE FOCYOAPCTBEHHON PETMCTPALUN
NEKAPCTBEHHbIX NMPEMAPATOB

Ctatbsa 13. Focyp,apCTBeHHaﬂ perncTpaunsa nekapCTBeHHbIX NnpenapatoB

1. JlekapcTBeHHble npenapaTbl BBOASATCA B rpaxgaHckuid obopoT Ha Tepputopum  Poccuiickom
depnepaumm, ecnu OHU 3apermcTpupoBaHbl COOTBETCTBYIOLLMM YMNOMHOMOYEHHbBIM dhefepanbHbIM - OpraHoM
WCNOSNTHUTENBLHOW BNacTu.

2. [ocypapCTBEHHON perncTpaunm nognexar:

1) opurnHaneHble NekapcTBEHHbIE NpenapaTbl;

2) BOCNpou3BeAeHHbIe NekapCTBEHHbIE Npenaparhbl;
3) HOBble KOMOUHALMKN 3apErNCTPMPOBAHHBLIX PaHEE NIEKAPCTBEHHLIX NPenapaTos.;

4) nekapCTBeHHble npenapaTbl, 3aperucTpupoBaHHble paHee, HO nMpou3BedeHHble B  ApYrux
nekapcTBeHHbIX (hopMax, B HOBOW O3MPOBKe.

3. locymapcTBeHHasd perucTpauus nekapCTBEHHbIX npenapatoB Ans MeAUUMHCKOro npuMeHeHUst
OCYLLEeCTBMSIETCA NO pe3ynbTaTaM 3KCMepTU3bl JIEeKApCTBEHHbLIX CPEeACTB M 3TUYECKOW 3KCcnepTusbl
BO3MOXHOCTU MPOBEOEHUSA KIMHUYECKOrO UCCReLoBaHWs feKkapCTBEHHOro npenapata And MeauLMHCKOro
npuMeHeHus (oanee - aTu4eckas akcnepTusa). [ocygapcTBeHHas perucTpauus nekapCTBEHHbIX NpenapaTos
Ons BEeTepMHaPHOro NpMMEHEHUs OCYLLIECTBASIETCS NO pe3ynbTaTaMm 3KCNepTU3bl NekapCTBEHHbIX CPpeacTB Ansd
BETEPMHAPHOro NPUMEHEHUS.

4. locypnapcTBeHHast peructpauus nekapCTBEHHbIX NpernapaToB OCYLLECTBSETCS COOTBETCTBYHOLLMUM
YNOMHOMOYEHHbIM (hbeaeparnbHbIM OpraHoOM WCMNOMHUTENBHON BNAcTU B CPOK, He MpeBbIAWNA  OBYXCOT
aecatn paboumx OHel CO OHSA MPUHATUS 3asiBIEHUS O TOCYLAPCTBEHHOW pPEerncrpauum fekapCTBEHHOrO
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npenapara. B yka3zaHHbI1 CpOK BKIloYaeTcs BpeMsl, Heobxoaumoe AN NMOBTOPHOrO MNPOoBEAEHMs 3KCnepTUabl
NeKapCTBEHHbIX CPedcTB M (MNN) STUYECKON SKCrepTu3bl B COOTBETCTBUU CO HacTosILLero
depnepanbHoro 3akoHa. Cpok rocy1apCTBEHHOI perncTpaumm NiekapCTBeHHOro npenapara UCYUCIAETCA CO [HS
NPUHATUS COOTBETCTBYIOLLMM YNONIHOMOYEHHbIM heieparnbHbIM OpraHOM UCMONMHUTENBHOW BRacTu 3asiBreHus
0 roCcyapCTBEHHO perucTpauun NnekapcTBEHHOro npenaparta ¢ NPUNoXeHWeM HeoBXoAUMbIX [AOKYMEHTOB Mo
[JeHb BblayuM PerncTpaumMoHHOro YOOCTOBEPEHUs feKkapCTBEeHHOro npenapaTta. Bpemsi nposegeHus
KMUHUYECKOro UCCINedoBaHUs NeKapCTBEHHOro npenapaTa He YYWTbIBAeTCA MpW UCYUCIEHUM CpoKa ero
rocyaapcTBEHHON perncTpaumm.

5. FocygapcTBEHHOM perMcTpaummn He noanexar:

1) nekapcTBeHHble npenapaTtbl, W3roTOBIIEHHbIE anTe4YHbIMU OpraHusauvsiM1, BeTepUHaPHBLIMU
anTeyHbIMX OpraHu3auuaMK, WHOMBMAOYaNbHbIMU NpeanpuHUMaTensMn, KOTOpble WMelT JULUEH3UI0 Ha
bapmaLeBTUYECKYI0 [OeATeNnbHOCTb, MO peuenTaM Ha JlekapCcTBeHHble mnpenapatbl W TpebGoBaHMSAM
MeAMLMHCKNX OpraH13aLuii, BeTepuHapHbIX opraHvM3aLuii;

2) NekapcTBEHHOE PacTUTENbHOE CbIpbe;

3) nekapcTBeHHble MNpenapatbl, NpUoGpeTeHHble MU3NYECKUMN NULamMK 3a npedenamMmv Tepputopun
Poccuiickoit denepauunm n npegHasHayeHHble AN NMMYHOTO UCMONb30BaHUS;

4) nekapcTBeHHble Npenaparhbl, NpeAHasHa4YeHHble Ans 3KCNopTa;

5) pagvodbapmaleBTUYEeCKME IeKapCTBEHHble MpenapaTtbl, W3rOTOBMEHHble HEenocpeACTBEHHO B
MEOMLMHCKMX OpraHusaumsix B nopsake, YCTaHOBMEHHOM  YMOSIHOMOYEHHbIM  doedeparnbHbiM - OpraHoM
UCMONMHUTENBHOW BMACTU.

6. He nonyckaeTcsi rocygapcTBeHHas permctpauus:

1) pas3nuyHbIX NEKapCTBEHHbIX NpenapaToB Nnoj OAMHAKOBbIM TOProBbIM HaUMeHOBaHMEM;

2) oIHOrO NekapCTBEHHOro npernapaTa, BbiMycKaeMoro npoussoautenemM Mod pasnuyHbIMU TOProBbIMU
HanuMeHOBaHMAMM W TNpPEeACTaBEHHOIO Ha rocydapCTBEHHYI peructpauuio B Buae [OBYyX W Gonee
neKkapcTBEHHbIX NpenapaTos.

CtaTbsa 14. rlpl/IHLl,l/IﬂbI QKCMNEePTU3bl JNIEKAPCTBEHHbIX CPEeaCTB U 3TUYECKON 9KCMNepTun3bl

1. OKkcnepTmnsa nekapcTBEHHbIX CPeACcTB W 3TMYeckas JKCMepTM3a OCHOBLIBAKOTCS Ha NpUHLUMNAx
3aKOHHOCTU, cobMoAeHUs NpaB M CBOOOA YenoBeKa M rpaxkgaHuHa, npas pUOMYECKOro nuua, He3aBUCUMOCTU
aKcnepTa, OOBLEKTMBHOCTU, BCECTOPOHHOCTM W MOMHOTLI UCCMeAoBaHUW, MNPOBOAMMBLIX C WCMOMb30BaHMEM
COBPEMEHHBIX AOCTWKEHUIA HAYKN U TEXHUKM, OTBETCTBEHHOCTM dhedeparnbHOro rocyJapCTBEHHOIO BOAKETHOrO
yupexaeHust Mo NpoBEAEHUIO 3KCMEPTU3bI NIEKAPCTBEHHBLIX CPEACTB M IKCMEPTOB 3a NPOBEOEHME U KA4yecTBO
3KCNepTn3bI.

2. DKcnepTur3a NekapCTBEHHbIX CPeaCcTB ANst MEANLIMHCKOro NPpUMEHEHUsI NPOBOAUTCS NO3TanHo:

1) Ha nepBoMm 3Tane - 3KCNepTu3a [LOKYMEHTOB Ans MOfyYeHWs paspelleHnss Ha npoBefeHue
KNMUHNYECKOro NCCrneaoBaHNS NiekapCTBEHHOro npenaparta, 3a UCKMNioYeHNeM:

a) NekapCTBEHHbIX NPenapaToB, KOTOpble pa3peLleHbl AN MeOUUMHCKOrO NPUMEHEHUS Ha TeppuTopuK
Poccuiickon ®Pepepaumm OGonee pnsaguat net M B OTHOLIEHUW KOTOPbIX HEBO3MOXHO MpoBedeHue
nccrnenoBaHUs BUOIKBUBANEHTHOCTU;

©0) NekapcTBeHHbIX NpenapaToB Anst MEOULMHCKOTO NMPUMEHEHUS!, B OTHOLUEHWM KOTOPbIX NpPOBEeAEHbI
MeXOyHapOLHble MHOTOLEHTPOBbIE KITMHUYECKNE UCCNEQOBAHUS, YacTb U3 KOTOPbIX NPOBEAEHA HA TEPPUTOPUM
Poccuiickon ®epepaunm;

2) Ha BTOPOM 3Tane - 3KCMNepTu3a MNpPenfioKeHHbIX METOLOB KOHTPOSA KayecTBa JIeKapCTBEHHOro
CpeacTBa M kadecTBa NpeacTaBneHHbIX 0b6pasLoB flekapCTBEHHOIO CPeACcTBa C UCMOSfb30BaHUEM 3TUX METOA0B
(manee - akcnepTM3a ka4yecTBa fIeKAapCTBEHHONO CPEACTBA) U 3KCMEPTU3a OTHOLUEHUS OXMOAEMOW MNOMNb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUsI NEKapCTBEHHOrO Mnpenapara, OCYLWeCTBNsSeMble MOCre MpOBEAEHUS €ro
KNWHWUYECKOro UccrneaoBaHus.

3. OkcnepTu3a nekapCcTBEHHbIX CPEACTB AN BETEPMHAPHOro MPUMEHEHUSI MPOBOAMTCS OAHO3TAMHO U
BKIOYaeT B cebs 9KCMepTU3y KavecTBa JIEKapCTBEHHOINO CPEACTBa M 3KCMEPTU3Y OTHOLUEHMS OXMOAeEMON
Nonb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS NIeKapCTBEHHOMO npenapara.

Cratba 15. ®egepanbHoe rocyqapCTBEHHOE GHOMKETHOe ydpexaeHue Mo MNPOBedEHU0 3KCMepTUsbl
NeKapcTBEHHbIX CpeacTB
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OKcnepTnsa nekapcTBEHHbIX CPeAcTB NpoBoaMTCS dedepalibHbiM  rOCyAapCTBEHHbIM  BlOoKETHLIM
yypexaeHMeM COOTBETCTBYIOLLEro YMNofHOMOYEHHOro defiepanbHOro opraHa WCMONHUTENbHOW — BriacTtu,
co3faHHbIM Ana obecrneyeHns UCNONTHEHNSA MONTHOMOYMIA 3Toro dpefilepanbHOro opraHa no Bblaade paspeLueHuii
Ha MpoBedeHWe KIMHUYECKUX WCCredoBaHWi neKkapCTBEHHbIX MpenapatoB M (UnM) Mo rocydapCTBEHHOM
perncTpaumm nekapcTBeHHbIX NpenapartoB (4anee - aKCnepTHoe yupexaeHue).

Crtatba 16. OpraHusaumMa npoBedeHUA OKCMepTU3bl NeKapCTBEHHbIX CPEeACTB B LenaAxX  Ux
rocygapcTBEHHON permcTpauunm

1. BKkcnepTm3a nekapcTBEHHbIX CPEACTB NPOBOAUTCA KOMUCCUEWN IKCMEPTOB SKCMNEPTHOro yypexaeHus,
Ha3Ha4YeHHOW ero pykoBoAUTENEM, HAa OCHOBaHWMM 3a[aHUA Ha MpPOBEAEHWEe JKCNepTU3bl JeKapCTBEHHOMO
CpeacTBa, BblAAHHOIMO YMNONTHOMOYEHHLIM doefeparnbHbiM OpraHoM WCNOMHUTENBHOM Bnactu. PykoBoauTtenb
3KCMEePTHOrO yupexaeHus obecneumBaeT Haanexallee MNpoBeAEeHUE 3IKCMEPTU3bl NEKAPCTBEHHbLIX CPEACTB B
COOTBETCTBUM C 3ajaHNeM, BblAaHHbIM YNOMHOMOYEHHbIM (beiepanbHbIM OpraHOM UCMONHUTENBHON BNacTu, U
opraHusyeT MOArOTOBKY CBOAHOMO 3aknioYeHusl 9TOM Komuccun. B cocTaB 3TOWM KOMWUCCUMM MO PELLEHUIO
PYKOBOAOUTENNS 3KCMEPTHOIO yupexaeHns MoryT ObiTb BKITOYEHbI B KAYECTBE 3KCMEPTOB Nnuua, He paboTatowime
B J@HHOM 3KCMEPTHOM YYPEXOEHUN, ECMNU UX CreLManbHble 3HaHUst HeoBXoaMMbl ANs NPOBEAEHMS SKCNepTU3bl
W Takme 3KCrnepTbl OTCYTCTBYIOT B JAHHOM 3KCNEPTHOM YUPEXAEHUN.

2. DKcnepToM Mo NPOBEAEHMUIO SKCMIEPTU3bI NTEKAPCTBEHHbIX CPEACTB SBMNSAETCA aTTeCTOBaHHbIN paboTHUK
3KCMEPTHOrO Yy4YpexneHusl, KOTOpbIi MMeeT BbiCllee MeauLUUHCKoe, dapmaueBTuyeckoe, OGuonormveckoe,
BETEPMHAPHOE UK XUMUYeckoe 06pa3oBaHMe U MPOBOAWT 3IKCMEPTU3Y JEKapCTBEHHLIX CPEACTB B MoOpsiake
NCMNOMHEHNSI CBOUX AOMMKHOCTHLIX 06S3aHHOCTEN (aanee - aKkcnepr).

3. Mpu NpoBeAeHUN IKCNEPTU3bI NIEKAPCTBEHHBIX CPEACTB IKCMEPT HE MOXET HAXOOUTbLCA B KaKOW-rMbo
3aBMCMMOCTM OT NULLA, HA3HAYMBLLETO 3Ty IKCNEpPTM3Y, pa3paboTynka NeKapCTBEHHOIO CPeACTBa WU OpYrux
3aMHTepecoBaHHbIX B pe3ynbTaTax 3KCnepTu3bl nuy,.

4. MNpwv NnpoBedeHMN IKCNEPTU3bI JNIEKAPCTBEHHBLIX CPeacTB He Aomnyckaetcss uctpeboBaTtb y 3asBUTENs
nmMbo WHBIX NUU, MmaTepuanbl, HeOOXoaMMble ONs NPOBeAEeHMs 3KCnepTusbl. B crnyvyae HegocTaTO4MHOCTM
npeacTaBneHHbIX 3KCMEepPTYy MaTepuarnoB ANs Jayvv  3akrniovyeHus 3KCnepT BrpasBe MoCTaBuUTb BOMPOC O
NnpefocTaBneHnn eMy HeObBXoOUMbIX MaTepUarnos nepes pyKoBOAUTENEM 3SKCMEPTHOMO YYPEXLAEHWUs!, KOTOPbIN
obpalyaetcs ¢ npocbbo 06 3TOM B YMOSIHOMOYEHHbIV dhedepanbHbIi OpraH WUCMOMHUTENBHOW BRNacTw,
BblAaBLUWIA 3a[jlaHMe Ha NpoBeAeHne 3KCNepTU3bl NeKapCTBEHHOro CpeacTaa.

5. BkcnepT npu NnpoBeeHUM MOPYYEHHOW €My PYKOBOAUTENEM 3SKCMEPTHOrO yYpexAeHUs 3KCNepTu3bl
nekapCTBEHHOrO cpeAcTBa 0bsi3aH:

1) NpoBeCTM NOMNHOE UccrnefoBaHne NpeacTaBneHHbIX EMy OOHLEKTOB, MaTepuarnoB, AaTb 0OOCHOBaHHOe
N 0OBLEKTUBHOE 3aKIIOYEHME MO MOCTABEHHBIM MEpPe, HUM BOMPOCaM MIM MOTMBUPOBAHHOE 3aKo4YeHue O
HEBO3MOXHOCTU MPOBEAEHUS MM SKCNepTu3bl NEeKapCTBEHHOro CPeACcTBa, €Cnu MocTaBfeHHble BOMPOChI
BbIXOOAT 32 NpeAenbl cneunanbHblX 3HaHWIA SKcnepTa, 0ObeKTbl UCCNeLOBaHUM U MaTepuarnbl HENPUrogHb! NI
HeJOCTaTOYHbI A4St NPOBEAEHMS UCCIEN0BaHUA U Aadyn 3aKiioYeHnss MO0 COBPEMEHHLIN YPOBEHb pPa3BUTUSA
HayKun He No3BONSeT OTBETUTb Ha NOCTaBMEHHbIE BOMNPOCHI;

2) He pasrnawlaTb CBedeHMus, KOTOpble CTanuM €My WU3BEeCTHbl B CBHA3M C MNpOBEAEeHUEeM 3KCMepTusbl
nekapcTBEHHOro CPeACTBa, a Takke CBeeHWs, COCTaBMsAoLWNE rOCYyJapCTBEHHYI0, KOMMEPYECKYID UMW UHYIO
OXpaHseMYy0 3aKOHOM TalHy;

3) obecneunTb COXpaHHOCTb NPEACTaBNEHHbIX OOBLEKTOB UCCNELOBAHMI 1 MaTepUanos.

6. OkcnepT He BrpaBge:

1) NpoOBOAMTbL 3KCMEPTM3Y JIEKApCTBEHHOrO cpeactBa Mo OOpalleHuo HEMOCPEACTBEHHO K HeMy
opraHnsauui unu U3nN4ecKmx nul;

2) camocToATENbHO cObMpaThb MaTepuans! 45s NPOBEAEHNS] SKCNEPTM3bl NTEKAPCTBEHHOMO CPeaCTBa;

3) NpoBOANTL SKCMEPTU3Y NeKapCTBEHHOMO CpeacTBa B Ka4eCTBe HEerocyAapCTBEHHOro aKcnepTa.

7. B cnyyae HeobGXxooMMOCTU 3KCMeEpT BNpaBe xodaTalncTBOBaTb Mepen PYKOBOAMTENEM 3KCMEPTHOrO
yupexaeHus 0 NpuBriedYeHnn K NpoBeaeHUI0 SKCNepTU3bl NIeKapCTBEHHOMO CpeacTBa APYruX SKCNepToB.

8. Kaxabli akcnepT, BXOASALMA B COCTaB KOMWUCCUMM 3IKCMEPTOB, KOTOPOW MOPYyYEHO nNpoBefeHue
3KCMNepTM3bl NEKapCTBEHHOro CpeacTBa, HE3aBNUCUMO U CaMOCTOSTENbHO MPOBOAUT WUCCMEeAOBaHUA, OueHMBaeT
pesynbTaTtbl, MOSlyYEHHbIE UM JIMYHO W ApPYrMMU  dKcneptamu, u  OpMynupyeT BbiBOAbl OTHOCUTENBHO
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NOCTaBJ1€HHbLIX BOMNPOCOB B nNpefeifiax cBoux cneunanbHbIX 3HaHUN.

9. Pe3yﬂbTaTbI QKCMNEPTU3bl JEKApCTBEHHOIo cpeacrtea O(bOpMJ'IFHOTCFl 3aKrir4vyeHneMm KomMmmccummn
JKCNEepPTOB. B 3akntoueHnm kommceun 9KCNepTOB YyKa3blBalOTCA NepeyeHb nccnegoBaHui, o6bem npoBeaeHHbIX
KaXXOblM 3KCMepToM nceneaoBaHun, YCTaHOBJ1€HHbIE KaXXObIM U3 HUX (*)aKTbI n caenaHHble B pes3ynbTaTte
nccnegoBaHnin BbIBOAbI. 3|<cr|epT, MHEHMe KOTOpOoro He coBnagaeT C peleHnemMm KOMMCCUn 3KCnepToB, BlpaBe
Bblpa3nTb CBOE MHEHNE B NUCbMEHHOW d)opme, KOTOpoOe an06u.|,aeTc;| K 3aKJ1l04€HNI0 KOMUCCUN 3BKCNEPTOB.

10. SKCHeprI, BXoadLwmne B COCTaB KOMUCCUN, NpenynpexnarnTca 00 OTBETCTBEHHOCTM B COOTBETCTBUM C
3akoHogaTenbLcTBoM Poccumnckon CDep,epaLu/lM 3a Aady 3aKrk4eHusa, coaepikallero HeoBOCHOBaHHbIE WK
(baJ'IbCVI(bI/ILI,I/IpOBaHHbIe BblBOAbl, O 4eM OHM OaloT NOAMNUCKY.

11. Onpep,eneHwe YPOBHA ﬂpO(beCCI/IOHaJ'IbHOVI noAroToBKM 3KCNepToB U aTtTectaunAa UxX Ha nnpaBo
nposefeHna J3KCNepTu3bl JeKapCTBEeHHbIX CpeacTtB OCYyLeCTBNATCA 3KCﬂepTHO-KBaﬂI/Id)I/IKaLI,VIOHHbIMl/I
KOMUCCUAMKU B nopdake, YCTaHOBJIEHHOM COOTBETCTBYHOLLMM YNOJTHOMOYEHHbIM d)e,qepaanblm opraHom
NCMNONHUTENbHON BracTu. ypOBeHb ﬂpOd)eCCMOHaﬂbHOVI noAroToBKM 3KCNepTOoB NoANneXxuT nepecMoTpy
YKa3aHHbIMU KOMUCCUAMUN HE peXe YeM OOUH pas B NATb J1eT.

12. I'IpaBVlna npoBeaeHna 3KCcnepTudbl JieKapCTBEHHbIX CpeactB wU cbopma 3aKIr4yeHna KomMmumccum
9KCNepToB yCTaHaBIMIMBAKTCA COOTBETCTBYHOLWNM YNOJTHOMOYEHHbIM d)e,u,epaanblM opraHom MCMNONHUTENBbHON
BnacTu.

Cratbsa 17. 3Tu4eckas akcnepTusa

1. OTnyeckas akcnepTn3a NPOBOAMTCHA B LENAX Bblgayun 3akmoveHus ob aTmyecko 06OCHOBaAHHOCTU
BO3MOXHOCTU NPOBEAEHUS KIMHUYECKOro WUCCMefoBaHUA feKkapCTBEHHOro mnpenapaTta Ans MeauuUHCKOro
NPUMEHEHUS COBETOM MO 3TUKE, CO34aHHbIM B NOPAAKE, YCTAHOBSIEHHOM YNOMHOMOYEHHbLIM deaeparibHbIM
OpraHom UCMNOMHUTENBHOW BNAcTW.

2. Okcneptamy coBeTa MO 3TWKe MOryT ObiTb MpeacTaBUTENUM MEAMLMHCKUX, Hay4YHbIX OpraHusauuw,
obpasoBaTenbHbiX yYpexaeHWn BbICLUEro npodeccMoHanbHoro obpasoBaHus, a Takke npeacTaBUTenu
06LLEeCTBEHHbIX OpraHvM3auuin, penurmosHbiX oOpraHuM3auuin 1 CcpeacTB MaccoBoW uHdopmauuu. [aHHble
3KCNepTbl He AOIMKHbI HAXOOUTLCH B KaKON-NMBo 3aBMCUMOCTU OT pa3paboTUMKOB NeKapCTBEHHbIX MpenapaTos
N OpYrux nuu, 3aMHTepeCcoBaHHbIX B pe3ynbTaTax 3TUHECKON IKCNePTU3bI.

3. Onnata ycnyr aKcnepToB COBETA MO 3TUKE OCYLLECTBNAETCA HA OCHOBaHWM [OroBopa, 3aKitoY4eHHOro
Mexay YNonHOMOYEHHbIM befepanbHbIM OpraHoM UCMONHUTESNBLHON BNAcTU, KOTOPLIM CO3[laH COBET N0 3TUKe,
M 3KCNepTOM coBeTa MO 3TUKe, 3a cyeT OHIXKETHbIX acCUMrHOBaHWA, MpeayCMOTPEHHbIX YMNOSTHOMOYEHHOMY
denepanbHOMy OpraHy UCMONHUTENBHON BracTy, CO34aBLUEMY COBET Mo 3TUKe, B beagepanbHoM GlogxeTe Ha
COOTBETCTBYIOLUMI rof, Ha obecneveHne ero 4eaTenbHOCTW, U B pa3Mepax, yCTaHOBMNEHHbIX [1paBuTenbCTBOM
Poccuiickon ®epepauuu.

(4acTb 3 B pea. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

4. JOkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUWM C 3aKOHOAATENbLCTBOM
Poccuiickon ®epepauuu.

5. CocTaB coBeTa no 3Tuke, NonoxeHve ob 3TOM coBeTe, MOPAAOK ero AeATenbHOCTM, TpeboBaHusA K
KBanMdukaumm n onbiTy paboTbl MO IKCNEPTHON OLEHKE Hay4HblX, MEAMLMHCKMX W 3ITUYECKUX acrekToB
KNMUHUYECKNX UCCIEeA0BaHUN NekapCTBEHHbIX NpenapaToB ANs MeAUUMHCKOro NPUMEHEHNS, NPeabsABSEMbIE K
aKcrnepTamMm coBeTa No 3TUKe, NOPAAOK OpraHn3aummn 1 NPoBeAEHNS 3TUHECKON IKCNepTn3bl, Popma 3akrnoveHns
coBeTa Mo 9TUKE YCTaHaBMBAKOTCA YMNOSHOMOYEHHbIM (hefepanbHbIM OpraHoM  WUCMOMHUTENBHOW BNAacTU.
Uucno npegcraButeneit MeOULMHCKUX OpraHusaumi He MOXET MpeBbllaTb MOSOBUMHY OT obwero uucna
3KCMEepTOB COBETA MO 3TUKE.

6. NHdopmauns o coctaBe coBeTa MO 3TWke, NNaHax ero paboTbl WM Tekylen AeATenbHOCTU
pasmMellaeTcs Ha oduumanbHOM canTe YNoTHOMOYEHHOro pefepansHOro opraHa WMCMNOSTHUTENbHOW BNactu B
cetn "MIHTepHeT" B YCTAHOBIEHHOM UM NOPSAKeE.

Cratba 18. lNogaya n paccmoTpeHue 3asiBNeHUMW O rocyapCTBEHHOW perucrpauun nekapCTBEHHbIX
npenapaToB 1 NpeacTaBneHne HeobXoaNUMbIX AOKYMEHTOB

1. AnA rocygapCTBEHHOW peructpauuyM nekapCcTBEHHOro npenapata pa3paboTyMK feKapCTBEHHOro
npenaparta uny ynoriHOMOYEHHOEe MM [pyroe puaudeckoe nuuo (Janee - 3asBUTENb) NpeacTaBnsieT B
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

COOTBETCTBYIOLLNIA YMNONMHOMOYEHHbIV befepanbHbli  OpraH WCMONHUTENbHOW BracTy, OCYLLECTBASOLWUNA
rocyapCTBEHHYIO perucTpauuio nekapcTBeHHbIX MpenapatoB, 3asBreHMe O rocygapCTBEHHOW perucrpauuu
nekapcTBEHHOro npenapara, a Takke B NOpsaike, YCTAHOBMEHHOM COOTBETCTBYHOLUMM  YNOSTHOMOYEHHbLIM
defepanbHbIM OpraHoOM WCMOMHUTENBLHOW BnacTu, Heobxoaumble OOKYMEHTbI, U3 KOTOPbIX ¢opmMupyeTcs
perncTpaumoHHoe 0OCkbe Ha NeKkapCTBEHHbIV Npenapart (ganee - perncTpalmMoHHoe A0Cke).

2. B 3asBneHuM 0 rocyaapCTBEHHON PerncTpaLmm nekapcTBEHHOro npenapara ykasblBatoTcs:

1) HaumeHoBaHMe U afpec 3asBuTensa U (Unu) NpouM3BOAUTENS NEeKapCTBEHHOro npenapata M agpec
MecCTa OCYLLLeCTBMEeHMS NPOU3BOACTBa NeKapCTBEHHOro Npenapara;

2) HanmeHoBaHWe nekapcTBEHHOro npenapaTa (MexayHapooHoe HenaTeHTOBaHHOE UMM XUMMUYECKOe W
TOpProBoe HauMeHOBaHWs);

3) nepeyveHb BeLLECTB, BXOAALLMX B COCTaB IeKapCTBEHHOro npenapaTa, C yKasaHWeM KornmyecTBa
KaXkoro 13 Hux;

4) nekapcTBeHHasi ¢opma, [O03UPOBKa, CMNocoObl BBEAEHUS W MPUMEHEHMS, CPOK TOOHOCTU
nekapcTBeHHOro npenapara;

5) onucaHve dapmakonormyeckux u dapmMakognHaMmMyYeckux WM MMMYHOOMONOrMYECKMX CBOWCTB
nekapcTBeHHOro npenapara;

6) 3agBneHHad npou3BoAUTENEM FeKapCTBEHHOro npenapaTta npefenbHass OTNyCckHad LUeHa Ha
nekapCTBEHHbIV NpenapaT, BKIMOYEHHbIA B NePeYeHb XKNU3HEHHO HEOOXOONMBIX U BaXXHENMLUUX JEKapCTBEHHbIX
npenapaToB, B Cryvyae ero rocyaapCTBeHHOW perncrpaumu;

7) oOTCcyTCTBUE  HEOOXOAMMOCTM  MPOBEOEHWUs]  KIMMHUYECKOr0  WUCCNedoBaHWs,  MCCredoBaHus
OMO3KBMBANEHTHOCTM JIEKAPCTBEHHOrO Mpenaparta, paspeLleHHoro Ans MEeLWUUHCKOro MpUMEHeHMs Ha
Tepputopun Poccuiickon Pepepaummn Gonee gBaguatu NeT, C yka3aHMEM HOPMATUMBHbLIX NPaBOBLIX AKTOB,
noaTBEPXKAaLWNX AaHHbIA CPOK NPUMEHEHUS.

3. PeructpauunoHHoe gocke hopmMupyeTcs us criefyoLmx JOKYMEHTOB:

1) NPOEKTbI MaKeETOB NEPBUYHOM YNAKOBKM M BTOPUYHOW (NOTPEOUTENLCKOM) YNakoBKW NEKapCTBEHHOTO
npenaparTa;

2) DOKYMEHT, nepeBefeHHbI Ha PYCCKUA £3blK, MOATBEPXOalolWMiA COOTBETCTBME MpOoM3BOAUTENS
pPerMcTpUpyeMoro riekapCTBEHHOMO npenaparta TpeboBaHWsIM NpaBuil OpraHM3auun NPoOM3BoACTBA U KOHTPONS
KayecTBa INeKapCTBEHHbIX CPeacTB, BblAaHHbIA  KOMMETEeHTHbIM  OpraHoM  CTpaHbl  Mpou3BoauTens
perncTpupyemMoro nekapCTBeHHOro npenapara U 3aBepeHHbIN B YCTAaHOBMEHHOM NOPAKE;

3) NpOEeKT HOpMaTUBHOW [OKYMEHTaUUn UM HOPMAaTUBHOrO AOKYMEHTa Ha NeKapcTBEHHbIN npenapat
nmbo ykasaHue COOTBETCTBYOLLEN hapMaKONeHON CTaTby;

4) cxema TEXHONMOMMYECKOro npoLiecca NPon3BOACTBa NekapCTBEHHOro nNpenapaTa, ee onucaHne n (Unu)
CXeMa TEXHOSIOrM4YeCcKoro npoLiecca Npov3BoAcTBa hbapmaueBTUYECKON cybCcTaHuum, ee OnMcaHune;

5) ODOKYMEHT, nepeBefeHHbIi Ha PYCCKUA £3blK, MOATBEPXOalolWmMA COOTBETCTBME MpoM3BOAUTENS
hapmaLeBTMyeckon cybcTaHuMM TpeboBaHWSM NpaBuil OpraHu3auMnM NPOM3BOACTBA U KOHTPOMNsS KadvecTBa
neKkapcTBEHHbIX CPeAcCTB, BblAaHHbLIA KOMMETEHTHbIM OPraHoOM CTpaHbl NpousBoauTens apmaleBTU4ecKon
cybcTaHuun, 3aBepeHHbIN B YCTAHOBITEHHOM NOPSAKE U COAEPXKaLLWiA:

a) HaumeHoBaHWe hapMaLleBTUYECKOW cybCcTaHLMKn (MexayHapoaHOoe HenaTeHTOBAHHOE UM XMMNYECKoe
N TOproBoe HanMeHoOBaHUs);

©) HaumeHoBaHVEe 1 agpec NPoM3BOAMTENSA hapMaLlEBTUYECKON CyOCTaHLnK;

B) CPOK rogHOCTM hapMaLeBTMYECKON CybcTaHLmK;

6) OOKYMEHT, copepXallMin CBefeHWst O TMokasaTensax KadecTBa hapmaueBTUYECKON cyOcTaHumK,
ncnonb3yemMon npu Npou3BOACTBE NeKapCTBEHHbIX NpenapaTos;

7) HopMaTMBHasa JOKYMEHTaLUMsA UM HOPMaTMBHBIN JOKYMEHT Ha dhapMaLeBTMYECKY0 CyOcTaHumio nmbo
yKasaHue CoOoTBETCTBYIOLLEN dhapMakonenHom ctaTbu,

8) nHdopMauus 06 yCcrnoBusix XxpaHeHusl, NepeBO3KM NIEKapCTBEHHOIO Npenapara 1 nHas MHpopmMauus;

9) oTueT 0 pesynbTaTax AOKIIMHUYECKOro UCCNeoBaHMs NeKapCTBEHHOro cpeactsa And MeaULUHCKOro
NPUMEHEHUs, COAepXalun onucaHue, pesynbTaTbl UM CTaTUCTUYECKUMA aHanuM3 pes3ynbTaToB  [aHHOro
OOKIMNHUYECKOro UCCrefOBaHNS;

10) oTyeT 0 pesynbTatax AOKMMHUYECKOrO UCCrefoBaHUs NeKapCTBEHHOro CpeacTBa U KIUMHUYECKOro
nuccnegoBaHus NekapCTBEHHOro npenapara aAng BeTepuHapHoro NpuMeHeHus;

11) NpoekT npoToKoNna KIMHUYECKOro UCCrefoBaHWs NeKkapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NpUMeEHeHNs;
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

12) 6powutopa nccnegoBaTens;

13) HPOPMALIMOHHbIN NUCTOK NaLMEeHTa;

14) vHdopmaumsa o BbiMnaTax M KOMMEHcauMsxX nauveHTam (3gopoBbiM  goGpoBonbLaM, OOMbHbLIM)
(banee - nauneHTbl), NPMBREYEHHbIM K MPOBEEHUIO KIMHUYECKUX UCCNeaoBaHMN NekapCTBEHHOro npenapaTta
ONa  MEOWUWHCKOrO MPUMEHEHUS, UCCNEeLOBaHM  OWMOSKBMBANEHTHOCTM W (MNM)  TepaneBTUYECKOW
3KBUBANEHTHOCTM;

15) oTyeT O pesynbTatax MeXOyHapoOHbIX  MHOFOUEHTPOBbLIX  KIUHWYECKUX  UCCreaoBaHui
neKkapcTBEHHOro npenapaTa Ansg MeANLUHCKOro NPMMEHEHNs, YacTb M3 KOTOPbIX NPOBeAEeHa Ha TepputTopun
Poccuiickon ®egepaunm;

16) NpOeKT WHCTPYKUMM MO MNPUMEHEHUIO FeKapCTBEHHOro mnpenapaTta, cofepXxalumi cnegyroLine
cBedeHus:

a) HaumeHoBaHWe NeKkapcTBEHHOro CpeAcTBa (MexayHapoaHOe HernaTeHTOBaHHOE UMM XUMUYECKOoe W
TOpProBoe HauMeHOBaHWs);

©0) nekapcTBeHHasn hopma C ykazaHMEM HaUMEHOBAHMN WM KONMMYECTBEHHONO cogepkaHus (akTUBHOCTW)
hapmaLeBTMIECKUX CyOCTaHUMA U BCMOMOraTenbHbIX BELLECTB;

B) dpapmakoTepaneBTMYeCKas rpynna nekapCTBeHHOro npenapara;

r) nokasaHus Ans NpUMeHeHus;

) NpoTMBONOKa3aHUs Ans NpUMEHEHMS;

€) pexum [03NpoBaHus, cnocob BBeAEeHWs, NMpuM HeobXoAMMOCTM BpPEMS MNpuvemMa JleKapCTBEHHOrO
npenapaTa, NPOAOIMKNTENBHOCTb NeYeHns (B TOM Yucne y AeTen 00 U nocne ogHoro roaa);

X) Mepbl NPeaOCTOPOXHOCTU MPU NPUMEHEHNN;

3) CUMNTOMbI NEPe03MPOBKM, MEPLI MO OKa3aHWo NOMOLUU NpY Nepeo3npoBKe;

n) ykasaHue, Npu HeobxoaumocTn, ocobeHHOCTEN AENCTBUS NEKAPCTBEHHOro npenapaTta npuv NepeBoM
npuemMe nnu npu ero OTMeHe;

K) onucaHue, nNpu HeoOXOOMMOCTW, AEWCTBUMA Bpada (denbgwepa), cneumanucta B obnactu
BeTepuHapuu, naumMeHTa, Bnagenbla >XWUBOTHOMO MNpW MpPOMycke npuemMa OAHOWM UMM  HECKOMNbKUX [03
neKkapcTBEHHOro npenaparTa,;

n) BO3MOXHble NOOOYHbIE AENCTBUS NPU NPUMEHEHNM NTEKaPCTBEHHOIO Npenapara;

M) B3aMMOJEeWNCTBME C APYrMMU NEeKapCTBEHHbIMW npenapatamMu un (Unuv) MNUWeBbIMA  NPOAYKTaMMU,
KopMamu;

H) yKaszaHMe BO3MOXHOCTU M OCOBEHHOCTEN MEeOMUMHCKOrOo NMPUMEHEHWUs] NEKapCTBEHHOrO npenaparta
OEepeMEHHBIMY  KEHLUMHAMK, KEHLMHAMWU B MNepuog rpyaHOro BCKapMIIMBaHWS, [OeTbMM, B3POCMbIMU,
MMELLNMUN XPOHUYECKMe 3aboneBaHuns;

0) CBejeHNs1 O BO3MOXHOM BIUSHUWM NEKapCTBEHHOro npenaparta Ang MeOULUHCKOro NpUMEHEeHUs Ha
CMOCOBHOCTL YNPaBnsATb TPAHCMOPTHLIMU CPEACTBAMU, MEXAHU3MaMU;

n) CPOK rOAHOCTM U YKa3aHWe Ha 3anpeT NpMMEHEHUS NIeKapCTBEHHOMo npenapaTta N0 UCTeYeHUn cpoka
rogHoCTY;

p) YCrOBUSA XpaHeHUs;

C) yKasaHne Ha HeobOXOOMMOCTb XPaHEHWUS! NEKAapCTBEHHOrO npenapata B MecTax, HeLOCTYMHbIX A
neten;

T) yKasaHue, npu HeobXOoMMOCTW, cheuunarnbHbiX Mep MNpPefoCTOPOXHOCTU  MPU  YHUUTOXEHWM
HEencnonb30BaHHLIX NEKAPCTBEHHbIX NpenapaTos;

y) CpOKM BO3MOXHOrO WCNOMNb30BaHUA MPOAYKLIMM >KUBOTHOMO MPOUCXOXAEHUS MOCne BBeOeHUud
XXMBOTHOMY NeKapCTBEHHOro npenapara Ansi BeTepUHapHOro NpMMeHeHus;

&) HanmeHoOBaHWe, agpec NPomu3BoaUTENS NEeKapCTBEHHOro npenapaTta M agpec MecTta Npou3BOACTBa
neKkapcTBEHHOro npenaparTa,;

X) YCrOBUSA OTMYCKa;

(nn. "x" BBegeH ®enepanbHbiM 3akoHoM oT 29.11.2010 N 313-03)

17) nepeBefeHHasd Ha PYCCKUN SA3blK U 3aBepeHHas B YCTAHOBMEHHOM MOpSAAKE KOMUSA [OOKYMEeHTa,
noaTBepXaaloLero perncTpaumio nekapcTBEHHOro npenaparta B cryvae ero perucrpauum BHE npeneros
Poccuiickon ®egepaunm;

18) mokymeHTbl, nNpeAcTaBnsemMble B COOTBETCTBUM co-@ HacTosiwero ®depnepanbHOro
3aKoHa.

4. o XenaHuto 3asBUTENS MOTYT ObITb NPeACTaBMEHbl OTYETLI O NMPOBEAEHHbLIX B CTpaHe 3asBuUTENS U
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

OpYrux cTpaHax pesynbTatax KIMHWYECKMX MCCredoBaHWW, UCCrefoBaHuin OWMOSKBMBANEHTHOCTM U (MnK)
TepaneBTMYECKOW 3KBMBANEHTHOCTU fEeKapCTBEHHOro npenaparta (BKMAYad 3nNuaemMuoriorndeckme  unu
3MM300TONOMMYECKNE UCCNENOBAHMSA UMMYHOOMONMOTMYECKUX NEKAPCTBEHHbLIX MpenapaToB, NpefgHa3Ha4YeHHbIX
ONs MMMYHOIOTMYECcKOW NPOUNaKTUKA U NeYeHnst MHEKUMOHHbIX 3aboneBaHunii, B TOM 4ucrie y OeTen),
cofepxallme onucaHua MpOBeAEeHHbIX WCCMNedOBaHUA NeKapCTBEHHOro mnpenaparta, WX pesynbtatbl WU
CTaTUCTMYECKUI aHamnm3 nonyyYeHHbIX pe3ynbTaToB.

5. K 3aaBneHno 0 rocygapCTBEHHON perncTpaummn nekapcTBEHHOro npenapara npunararTca:

1) OOKyMeHT, noaTBepXAaloLllMin ynnaty rocyfapCTBEHHOW MOLWMNUHBI 3a NPOBEeAEeHMEe 3KCMepTU3bl
JOKYMEHTOB And MONyyYeHus paspelleHuid Ha npoBefeHue KIMHUYECKMX WCCneaoBaHUN NeKapCTBEHHOro
npenapaTa 4ns MeAnLMHCKOro MPUMEHEHNSA U 3TUYECKOM 3KCNepTU3bl Npu obpalleHnn 3a rocygapCTBEHHON
perncTpaumein nekapcTBEHHOro npenapara;

2) DOKYMEHT, noATBepXAaloWun ynnaTy rocyfapCTBEHHOM MOWMWHBI 3a MNPOBEAEHME 3JKCMepTU3bl
KayecTBa NeKapCTBEHHOro CpeacTBa M 3KCMEepPTU3bl OTHOLUEHUS OXWUOAEeMOMW MNOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNUs1 NeKapCTBEHHOro npenapaTa, paspelleHHOro Ans MeauLMHCKOro MPUMEHEHUSI Ha TeppuTopuun
Poccuickon ®depepauun OGonee pABaguatv net, nNpyM rocygapCTBEHHOW  perncrpaumu  iekapCTBEHHOrO
npenapara;

3) OOKYMEHT, MOATBepXAawLlnii ynnaTy rocygapCTBEHHOW MOLWMMHBLI 3a MpoBedeHue 3KcnepTusbl
KayecTBa NeKapCTBEHHOro CpeAcTBa M 3KCMEepPTU3bl OTHOLUEHUS OXWUAAEeMOMW MNOMb3bl K BO3MOXHOMY PUCKY
NpUMeEHeHWs NekapCTBEHHOro npenapaTa Ans MeAULMHCKOro NpYMEHeEHUs!, B OTHOLLEHWUM KOTOPOro NpoBeeHbI
MeXayHapOoAHble MHOrOLLEHTPOBbIE KITMHUYECKME UCCIef0BaHNs, YacTb U3 KOTOPbIX MPOBEAEHA Ha TeppUTOpUU
Poccuiickon denepalimum, npym rocyfapcTBEHHOM permctpauumn nekapcTBEHHOro npenapara;

4) [OKYMeHT, noaTBepxAaloLlMi ynnaty rocy4apCTBEHHOW MOLWMUHbI 3@ MpoBedEeHWe 3KCNepTU3bl
KayecTBa NeKapCTBEHHOro CpeAcTBa M 3KCMEepPTU3bl OTHOLUEHUS OXWUAAEeMOMW MNOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUs1 NeKapCTBEHHOro npenapaTta [Ans BeTepuMHapHOro MpUMEHEHUs Mpu €ero rocyaapCTBEHHON
perncTpauumn.

MonoxeHus YacTn 6 ctatbl 18 NPUMEHSIOTCS K NPABOOTHOLLEHUSIM, BO3HUKLLMM MOCIEe OHS BCTYNNEHNS B
cuny ana Poccuiickon ®defepaumm npotokona o npucoeauvHeHun Poccuiickon depnepaumm Kk BcemumpHom
ToproBow opraHusauum (PepepanbHbii 3akoH oT 11.10.2010 N 271-93).

6. He ponyckatoTca nonyyeHue, pasrnalleHue, MUCNonb30BaHME B KOMMEPYECKMX LUensax u B Lenax
rocyaapCTBEHHOW perncTpaumm NeKapCTBEHHbIX MpenapaToB MHGOpMauuMM O pesynbTaTax AOKIMHUYECKUX
VICCJ'Ie,D,OBaHI/IIZ NNeKapCTBEeHHbIX CcpeactB U KIUHUYECKUX mccne/qosaHmﬁ NeKapCTBEeHHbIX MNpenapaTos,
npeacTaBrneHHON 3asiBUTENEM AN roCyJapCTBEHHOW perncrpauumn nekapcTBEHHbIX npenapaToB, 6e3 ero
cornacus B Te4eHue LWeCTW NeT ¢ AaTbl rocyaapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara.

HecobniogeHune 3anpeTa, YCTaHOBIEHHOIO HACTOSILEN 4acTblo, BriedeT 3a coboM OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccunckon ®egepaumn.

Ha Ttepputopumn Poccuinckon depepaumm 3anpelwjaetca obpalleHMe NeKapCTBEHHbIX CPeacTs,
3aperncTpuUpoBaHHbIX C HApYLUEHNEM HACTOSILLEN YaCTMW.

(vacTb 6 BBegeHa denepanbHbiM 3akoHoM OT 11.10.2010 N 271-03)

Cratba 19. lNpuHATNE pelleHns O Bblgave SKCNEPTHOMY YYPEXOAEHUO M COBETy MO 3TMKe 3adaHus Ha
npoBeAeHne 3KCNepTU3bl NEeKapCTBEHHbIX CPeacTB

1. B TeyeHne natn paboumx OHEW CO OHA MPUHATUS 3asBNEHUsT O TOCYyAapCTBEHHOW perncrpauum
NEKapCTBEHHOrO npenaparta YNOHOMOYEHHbI defepanbHbli OpraH WCMNOMHUTENBHOM BriacTM NpoBOAUT
NPOBEPKY MOMHOThI U JOCTOBEPHOCTUN CBEAEHUI, COAEPXKALLMXCA B NPeACTaBNEHHbIX 3asaBUTENeM maTepmanax,
N NpYHMMAaET peLleHne O Bbldaye 3adaHnsi Ha NpoBeaeHune:

1) akcnepTU3bl NEKAPCTBEHHbBIX CPEACTB B YaCTU KCNEPTU3bl AOKYMEHTOB AMsl MOMyYeHUs paspeLueHus
Ha NpoBefeHNe KNMHUYECKOrO UCCIef0BaHNs NEKAPCTBEHHOIO nNpenapaTta Ans MeAMUMHCKOrO MpUMEHEHUS B
COOTBETCTBMM C LENAMU, YyKa3aHHbIMU B HacTosiwero ®depgepanbHOro 3akoHa, W 3TUYECKOM
3KCMepTM3bl B OTHOLUEHWM JEKAapPCTBEHHbIX MpenapaToB, AN KOTOPbIX HEe MNPOBOAWMUCH KIMHUYECKNE
nccnenoBaHusa Ha Tepputopumn Poccunckon egepauumn, Ha OCHOBaHWM AOKYMEHTOB, YKa3aHHbIX B -
B, i1 - 4, h7_ yactv 3 v hyrkre 1 yactn 5 craten 19 HacTosiero GeaepanbHOTO 3aKkoHa;
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2) 3KCMEepTM3bl NeKapCTBEHHLIX CPEACTB B YacTW 3KCMEepTM3bl KauyecTBa JIeKapCTBEHHOrO CpeacTea M
3KCMepTU3bl OTHOLLIEHUS OXKMAAEMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NnekapCTBEHHOro npenapara
A9 MeOMLIMHCKOrO MPUMEHEHUS B OTHOLLEHWW NIeKapCTBEHHbIX NPenapaToB, pa3peLleHHbIX AN MEeAVLMHCKOro
npuMeHeHns Ha TeppuTopun Poccuiickoin ®eaepaumn Gonee asaguaTi neT, HA OCHOBAHUM [JOKYMEHTOB,
ykasaHHbIx B pyHkTax 1 - B, 16 yactu 3 v pyHkre 2 yactu 5 cTatbn 1§ HacToswero deaepansHOro 3akoHa, a
TaKke NekapCTBEHHbIX NPenapaToB, B OTHOLIEHUM KOTOPbIX MPOBEAEHbl MEXAyHapoAHbIE MHOrOLEHTPOBbIE
KIMHUYECKMe WCCMENOoBaHMS, YacTb M3 KOTOPLIX MpoBedeHa Ha Tepputopun Poccuiickon Pepepaumn, Ha
OCHOBAHUN [JOKYMEHTOB, YKa3aHHbIX B -B, 13 - (7 yactv 3 v hiyhkre 3 yactv 5 cratbm 1§ HacTosiwero
denepanbHOro 3aKoHa;

3) 3KCMEepTW3bl FEKapCTBEHHOrO CPeAcTBa B  OTHOLIEHWM FNEKapCTBEHHLIX NpenapaToB  Ans
BETEPUHAPHOIO NPYMEHEHUS HA OCHOBAHUWM AOKYMEHTOB, ykasaHHbix B fivrkrax 1 - B, fid, -al,
-[wm], I - [ nynkra 16, hyrkre 17 yactu d v fiyrkre 4 yactn 5 craten 18  HacTosiwero  ®enepanbHOro
3aKoHa.

2. YNONHOMOYEHHbIN heepanbHbIi OpraH UCMONTHUTENBHOW BriacTy yBe4OMNSAET B NMUCbMEHHOW ¢opme
3asBUTENS O NPUHATOM PeLLEHNN UMK B CyYae 0TKasa C ykasaHueM MpUYmnH Takoro oTkasa.

3. OcHOBaHMEM [Ans OTKasa B OpraHM3aLuu 3KCMEepTW3, YKas3aHHbIX B HacCTOALLEN CTaTby,
ABNAETCA NPEACTABNEHNE HEOBXOAMMBIX AN NPOBEAEHUS 3TUX SKCNEPTU3 [JOKYMEHTOB, NepeyncrneHHbIX B
bactax 3 v b ctatbu 1§ HacTosiero deaepanbHOro 3akoHa, B HEMOMHOM O6beme WAM [OKYMEHTOB, He
coaepXaLLmX UCHEPbIBAIOLLErO NepPeyHst HeOOXOAUMbIX CBEAEHWIA.

Cratbs 20. 3KCﬂepTM3a OOKYMEHTOB And noJfiydeHua paspelleHnda Ha npoBedeHune KIMHU4YeCKoro
ncenenoBaHMAa nekapcrBeHHoOro npenapara ana MmeamumnHCKoro npuMeHeHna n 3TUYECKON QKCNEePTU3bl

1. OKcnepTn3a [AOKYMEHTOB AN NoMyyYeHUs paspeLleHnss Ha NpoBeAeHne KMUMHUYECKOro UccrneaoBaHus
neKkapcTBEHHOro npenapara Ans MeauLMHCKOro NpUMeHeHUs B COOTBETCTBUM C LIENAMU, YKasaHHbIMA B
HacTosiwero GefepanbHOro 3akoHa, aTUYeckasi IKCnepTi3a, COCTaBIeHne KOMUCCHUEN IKCMEPTOB U COBETOM
Mo 3TUKE 3aKM0YEHMU O BO3MOXHOCTM UM HEBO3MOXXHOCTM MPOBEAEHUSA TAKOro KMMHUYECKOro UccneqoBaHus u
HanpaBrneHne 9TUX 3aKMYeHUd B YMNOMHOMOYEHHbLIN PedepanbHblii  OpraH  MCMOMHWUTENbLHOW  BRacTu
OCYLIECTBMATCA B CPOK, He MpeBblllaloWnin TpuaLati pabounx AHei CO AHA MOMyYEeHUs] 3KCMEpPTHbLIM
yupexneHMeM 3afaHuns YNornHOMOYEHHOro deiepansHOro opraHa WCMONHUTENbHOM BRAcT C MPUMOXKEHUEM
HEOBXOAUMbIX AOKyMEHTOB, ykasaHHbix B hynkrax d, fi1], 12 uactu 3 craten 1§ Hactosiwero ®egepansHoro
3aKoHa, IOKYMEHTOB, yKasaHHbIX B HacTu 4 ctatbu 1§ HacTosulero PeaepanbHOro 3akoHa U npeacTaBeHHbIX
Mo >KenaHuio 3asBUTENs, M COBETOM MO 3TUKE 3aJaHus  YMONMHOMOYEHHOro dhefdeparnsHoro opraHa
MCMONHUTENLHON BNACTW C NPUMIOKEHNEM HEOBXOAUMbIX AOKYMEHTOB, yKasaHHbIX B fiyHkTax 11| - 14 yactn 3
HacTosiwero ®efepanbHOro 3akoHa.

2. [JokyMeHTbI, cofiepalliecst B PerMcTpaLyoHHOM A0Cke U MOCTYNMBLIME B SKCMEPTHOE YyypexaeHue,
COBET MO 3TUKEe s OCYLLIECTBMEHUA WX SKCMepTU3bl B LEMSAX MOMyYeHUs paspelleHns Ha nposedeHue
KMUHUYECKOro UCCNeaoBaHnsl NeKkapCTBEHHOro npenapata AN MEeAMLMHCKOTO MPUMEHeHMs, noanexat
BO3BpaTy B YNOMNHOMOYEHHbIN ddeaepanbHbIii OpraH UCMNOMHUTENLHOW BNacT OAHOBPEMEHHO C 3aKMHOYEHUSAMMU
COOTBETCTBYHOLLMX IKCMEPTUS.

Cratba 21. I'Ionyqume pa3pelleHna Ha npoBeaeHne KIMHU4YeCKOro umccriegoBaHuA JieKapCTBEHHOIO
npenapara gna meamumnHCKoro npumMmeHeHuns

1.B CpPOK, He ﬂpeBbILLIaPOLLI,MIZ nAaATnU pa6oq|/|x OHen co OHs nony4yeHus 3aKno4eHNn, YKa3aHHbIX B
HacTodALlero Cbep,epaanoro 3aKOHa, yl'IOJ'IHOMO‘-IeHHbII7I cbe,u,epaanblﬁ opraH NCMOSIHNTENBbHON BRnacTn
OCyLUeCTBIIAE€T OUEeHKY noCTynuBLUNX 3aKn4YeHnn ons onpeaeneHna WX COOTBETCTBUA 3adaHUAM Ha
nposefeHne CoOOTBETCTBYHOLLNX SKCNEPTU3 N yBEOOMIAET 3adABUTENA B NUCbMEHHOM cbopme O pesynbTatax
npoBeaeHHbIX 3KCNeptTn3 m O BO3MOXHOCTU WM HEBO3MOXHOCTU Bbloaydn 3adABUTENIO pa3pelleHna Ha
npoBeaeHne KnmHn4eCcKoro nccnegoBaHna nekapCTtBeHHOro npenaparta ana MmegunumHCKOro npuMeHeHuA.

2. I'IpM NMPUHATUN peLleHnAa O BO3MOXHOCTM Bbla4dn pas3pelleHnsa Ha npoBegeHne KImMHU4YecKoro
ncecnenoBaHnAa nekapCTtBeHHOro npenaparta and meanunHCKoro npumMmeHeHua yrIOJ'IHOMOLIeHHbIVI cbep,epaanan
opraH NCMNONHUTENBHOWN BnacTtun npunoctaHaBnnBaeT nposegeHne rocyp,apCTBeHHoM perncrtpauunm
NNIeKapCTBeEHHOro npenaparta A0 AHA nogadn 3adBUTENEM B yI'IOJ'IHOMOLIeHHbIVI cbep,epaanan opraH
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UCMONMHUTENBHOW BMACTW 3asiBNEHMS O NONyYeHUN paspeLleHnsl Ha NpoBeAeHUe KIMMHUYECKOro MccrieqoBaHus
neKkapcTBEHHOro npenapara Ans MeavLUHCKOro NPUMeEHeHUs.

3. B cny4yae npuvHSATUA peLleHnsl O HEBO3MOXHOCTM Bblauun paspeLleHnst Ha MNpoBedeHue KIMHUYECKOro
nccnenoBaHNsA NekapcTBEHHOro npenapara Ans MeauUMHCKOro NpMeHeH sl YNoHOMOYEHHBI doeaepanbHbIi
opraH WCMomnHWUTENbHOM BNacTy npekpallaeT npoueaypy rocydapcTBEHHON pernctpauuy nekapcTBEHHOro
npenapara.

CtaTtbs 22. PelweHne o npoBegeHnn KriMnHNM4YeCcKoro uccrnenoBaHuda JekapCTBEHHOro npenaparta and
MeaANLIMHCKOIro NnpuMeHeHund

1. Ana nonyyeHusa paspelleHuss Ha MpoBedeHWe KMMHUMYECKOrOo UCCnefoBaHus INekapCTBEHHOMO
npenapaTta NS MeOMUMHCKOrO MpUMEHEHUs 3asBuTenb NpeAcTaBnsieT B YNONHOMOYEHHbIN deaepanbHbIn
opraH UCNONHUTENBHON BNacTu:

1) 3agBneHne o nony4yeHun paspeLLeHns Ha NpoBeaeHNe 4aHHOMO KIMHUYECKOro UCCrefoBaHus;

2) ceBegeHus 06 onbiTe paboTbl MccnedoBaTernen Mo COOTBETCTBYHOLMM CMEUNanbHOCTSM U UX OMbiTe
paboTbl N0 NPOBEAEHUIO KITMHUYECKUX UCCIEAOBaHWN;

3) konuio JoroBopa 00A3aTENbHOr0 CTPAxOBaHUSA >KWM3HW, 340pPOBbS MAUMEHTOB, YYacTBYHOLUMX B
KNUHUYECKOM MCCrefoBaHnM NekapcTBEHHOro npenapara Ansg MeguLMHCKOro npuMeHeHust (ganee - O0OroBop
00513aTENBHOrO CTPaxoBaHWsl), 3aKMYEHHOrO0 B COOTBETCTBMM C TUMOBLIMUW MpaBuiaMu o0b6s3aTenbHOro
CTpaxoBaHUSA XW3HW, 300POBbS MaLMEHTa, Y4YacTBYIOLWEro B KMUHUYECKOM MCCNeoBaHWUM NeKkapCTBEHHOro
npenapaTta Ans MeauUMHCKOro npuMeHeHus, yTeepxaeHHbiMu [lpaBuTensctBom Poccuiickon ®epepaumu
(mnanee - TUNOBbLIE NpaBuia 06s3aTeNbHOIO CTPAXoOBaHUS), C yKasaHWeM NpPeAenbHOM YUCNEHHOCTU NaLUEHTOB,
y4acCTBYOLLMX B KNMMHUYECKOM UCCNeaoBaHMM NEKapCTBEHHOrO npenapaTa Ans MeauLMHCKOro NpUMEHEHMs;

(n. 3 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-03)

4) cBefeHUA O MeOULUHCKMX opraHmsauusix, B KOTOPbIX NpegnonaraeTtcd npoBefeHWe KIMHUYECKUX
uccnegoBaHM NekapCcTBEHHOro npenapaTta Ans MeAWUMHCKOro npuMeHeHus (NonHoe W COKpalleHHoe
HaMMeHOBaHWsl, OpraHu3aLMoHHO-NpaBoBas QopMa, MECTO HaxOXAEeHWs U MeCTO OCYLLeCTBeHUs
JedtenbHOCTU, TenedoH, Tenedakc, aapec aNeKTPOHHOW NoYTbl MEAULIMHCKON opraHu3aLmm);

(n. 4 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-03)

5) npeanonaraemMble CPOKM NPOBEAEHNS KITMHUYECKOr0 UCCNeaoBaHUsA JeKapCTBEHHOro npenapata And
MeaMLMHCKOro NpUMeEHeHMS.

(n. 5 BBegeH ®epeparnbHbiM 3akoHoM oT 11.10.2010 N 271-93)

2. B cpok, He NpeBhbIWaoLWmMIiA NATK pabounx gHE CO OHSA MPUHATUS YKa3aHHOro B HacTosLLeln
cTaTbl 3asBMNEHUS C MPUNOXEHMEM HeOOXOAMMbIX [OOKYMEHTOB, YMOSIHOMOYEHHbLIW dhbefepanbHbli opraH
WCNOSMTHUTENBLHOW BNacTu:

1) npoBOAMT NPOBEpPKY MNOMHOTHI U AOCTOBEPHOCTU CBEAEHWA, coepXallnxcs B MpeacTaBreHHbIX
3aaBuTenem maTepmanax;

2) nNpuvHUMMaeT pelleHMe O Bblgade paspelleHus Ha npoBefAeHUE KIUHUYECKOro uccrneaoBaHus
NeKapCTBEHHOrO npenapata Ans MeAWLMHCKOrO MpUMEHeHuss unm ob oTka3e B Bbigaye Yka3aHHOro
paspeLueHuns;

3) yBegomnsieT B NMUCbMEHHOW (hopMme 3asiBUTENA O MPUHATOM pelleHMM UnM B Ccfyvae oTkasa C
yKasaHueM npuymH Takoro oTkasa;

4) BblAaeT paspeLleHue Ha NpoBeaeHne KMMHMYECKOro MccneoBaHus fekapCTBEHHOro npenapata Aans
MEOVLMHCKOrO MNpUMEHEHUss B NOpsaKe, YCTAHOBMEHHOM  YMNOMHOMOYEHHbIM  deaepanbHbiM - OpraHoMm
WCNOSNTHUTENBLHOW BNacTu.

3. OcHoBaHMaMWM AN OTKasa B Bblgade paspelleHus Ha NpoBefeHue KIMHUYECKOro uccrefoBaHus
nekapcTBEHHOro npenapara Ans MeaMUMHCKOro MPUMEHEHUS ABMAITCA HenpeacTaBreHne [OKYMEHTOB,
yKa3aHHbIX B HacTosLLen CTaTbl, HECOOTBETCTBUE COAEPXKaHUA MNpeacTaBfneHHbIX [OKYMEHTOB
TpeboBaHnaM HacToswero ®degepanbHOro 3akoHa NMOO HanMyMe 3aKMYEeHUMST KOMUCCUKM  3KCMEPTOB WK
3aKknoYeHns coBeTa no 3TUKE O HEBO3MOXHOCTU MPOBEAEHUSA KMUHUYECKOro WUCCRedoBaHUSA NnekapCTBEHHOro
npenapaTa Ansg MeauUMHCKOro NpUMEHeHUs No pesynbTaTtaM NPOBEAEHHbLIX 3KCMepTU3, NpeayCMOTPEHHbIX
HacTtosiero ®egepansHOro 3akoHa.

(4acTb 3 B pea. PepepanbHoro dakoHa ot 11.10.2010 N 271-93)

KoHncynbtantlnioc

HafexHas npaBoBas noaaepxka www.consultant.ru Ctpanuua 18 13 51



consultantplus://offline/ref=CD81A8B9C50E9675A094571D2191246324AE56A58C5CA3761A5E99CBAB259105E19214DD60E0D3373FW0E
consultantplus://offline/ref=CD81A8B9C50E9675A094571D2191246324AF51A5895CA3761A5E99CBAB259105E19214DD60E0D2323FWFE
consultantplus://offline/ref=CD81A8B9C50E9675A094571D2191246324AF51A5895CA3761A5E99CBAB259105E19214DD60E0D2323FW1E
consultantplus://offline/ref=CD81A8B9C50E9675A094571D2191246324AD56A18B5BA3761A5E99CBAB259105E19214DD60E0D3353FW8E
consultantplus://offline/ref=CD81A8B9C50E9675A094571D2191246324AD57A4895EA3761A5E99CBAB259105E19214DD60E0D3363FW8E
consultantplus://offline/ref=CD81A8B9C50E9675A094571D2191246324AD56A18B5BA3761A5E99CBAB259105E19214DD60E0D3353FW9E
www.consultant.ru
www.consultant.ru

PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

CraTtbs 23. 3Kcnemesa Ka4vecTBa JieKkapCTBEHHOro cpeacrtBa n akcnepTmn3a OTHOLLIEHNA OXngaemonm nosnb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUA NeKapCTBEHHOIO npenapara ana MmeanumHCKOro npuMmeHeHnq

1. OKkcnepTn3a kavyecTBa NeKapCTBEHHOrO CPeACcTBa M 3KCMepTM3a OTHOLUEHUS OXuOaeMoW MNonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUS NeKkapCTBEHHOro npenapata And MeauuUHCKOro MpUMEHEHUs, COCTaBleHue
KOMUCCUSMU SKCMEPTOB 3aKMOYeHU No pesynbTaTaM MNPOBEAEHHbIX 3SKCNepTU3 U HanpaBfeHue Takux
3aKnoYeHu B YNONHOMOYEHHbIN dheaeparbHbiid OpraH UCNONHUTENBHOW BRacTy OCYLLECTBASIOTCA B CPOK, He
npeBbIaKLLNA cTa AecaTn paboumx gHEN CO OHSI NONYYEHUS IKCMEPTHLIM YUYPEXKAEHNEM COOTBETCTBYHOLLETO
3a/laHus YNoSTHOMOYEHHOro dpeepansHOro opraHa UCMOoNHUTENbBHOM BrlacTM € AOKYMEHTaMW, yKa3aHHbIMW B
E E-h? yactu 3 cTatbn 1§ HacTosero ®enepanbHOro 3akoHa, M OT4eTa O MPOBEAEHHOM
KNUHUYECKOM MCCnefoBaHUM NekapCcTBEHHOIo npenapaTa Ans MeauMUMHCKOro NpUMEHeHMs.

2. Ina npoBeAeHuNs yKa3aHHbIX BHaCTo;lu.l,ePl cTaTbW 3KCMEpTU3 3adBuTeNnb NpeacTaBnseT B
YNOMHOMOYEHHbIV dhefeparbHbii OpraH UCMONHUTENbHOW BNACTU:

1) 3asBneHMe O BO30OHOBNEHWM TOCYOAPCTBEHHOM perMcTpaumMmM IeKapCTBEHHOrO Mpenapata U
npoBeAeHUN yKasaHHbIX B HacTosILLEeN CTaTbN IKCNEPTU3;

2) oTYeT 0 NPOBEAEHHOM KITMHUYECKOM MCCNeAOoBaHUN NeKkapCTBEHHOro npenaparta Ans MeOULUHCKOro
NpUMeEHeHNs;

3) OOKYMEHT, MOATBepXAawLlnii ynnaTy rocygapCTBEHHOW MOLWMMHBLI 3a MpoBedeHue 3KcnepTusbl
KayecTBa NeKapCTBEHHOro CpeAcTBa M 3KCMEpPTU3bl OTHOLUEHUS OXWUOAEeMOMW MNOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUsT NeKapCTBEHHOro npenapata And MeOUUMHCKOrOo NPUMEHEHWs npu ero rocyaapcTBEeHHON
perncTpauumn.

3. B cpok, He MpeBbILAWMA NATU paboynmx OHEW CO OHS MPUHATUA 3asIBIEHUS C  OOKYMEHTamu,
ykasaHHbIMM B HacTtu 1| n fiyHktax 4 u B yacTu 2 HacTosuleli cTaTbid, YNOMHOMOYEHHBbIN deaepanbHbI  OpraH
WCNOSNHUTENBLHOMW BNacTu:

1) npoBOAMT NPOBEpPKY MOMHOTLI AaHHbIX, CoAepXalluMxcs B MPeACTaBfeHHOM 3asiBUTENEM oTyeTe O
NpoBeaeHUN KNMHNYECKOro NCCrneoBaHNA nekapcTBEHHOro npenapara Ans MeAULUHCKOro NpUMeHeHus;

2) NpUHMMaET peLleHne 0 BO30OHOBEHUN rOCYAapCTBEHHOW perncTpauun fiekapCTBEHHOrO nNpenapata U
NpoBeeHUN YKa3aHHbIX B HacTosLLle cTaTbU 3KCMepTM3 unu o6 oTkase B BO30OHOBMEHUU
rocyapCTBEHHOW perncTpaumnm nekapCTBEHHOro npenapara Ans MeauUMHCKOro NpUMEeHeHus 1 npoBefeHuu
Takux 3KCnepTus;

3) yBegomnsieT B MUCbMEHHOW (hopMe 3asiBUTENA O MPUHATOM pelleHuMM UMnM B Ccfyvae oTkasa C
yKasaHueM npuymH Takoro oTkasa.

4. OcHoBaHMeM pns oTkaza B BO30OHOBMEHUW TOCYAApPCTBEHHOW perucTpaumMm JieKapCTBEHHOMO
npenapata W NPoBeAEHUM YKa3aHHbIX B HaCcTosLLIEN CTaTbW 3JKCNepTu3 dBnseTcs npeacraBneHune
JOKYMEHTOB, YKa3aHHbIX B Eacm 1| v pyrkrax 4 n B yactn 4 Hactosiweit cratbn, B HenonHom o6beme unn
oT4yeTa O nNPOBEAEHHOM KMMHMYECKOM WUCCNeaoBaHUM nekapCTBEHHOro npenapaTta Ans  MeauuMHCKOro
NPUMEHEHMS, HE COAepXKaLlero MCHepPnbIBaOLLErO NepeyHst HEOOXOAMMBIX CBEAEHUNA.

5. B TeueHne naTHaguaTv paboymnx gHeW Co OHs NMOMNyYeHUst peLleHnst YyNosIHOMOYEHHOro deaeparnsHOro
opraHa WCMONTHUTENbLHOM BMNacTM O BO30OHOBMEHUW TOCYLAPCTBEHHOW perucTpaumMm  JNekapCTBEHHOro
npenapaTta u NpPoBeAeHUM YKa3aHHbIX B HaCcTosLLEeN CTaTbW 3KCNEPTU3 3asBUTENb MNpeaAcTaBnseT B
3KCMEepTHOE yuYpexaeHne fAns MNpOBEAEHUS 3JKCMEepPTM3bl KavyecTBa J1EKAPCTBEHHOIO CcpefcTBa obpasubl
nekapcTBEHHOro npenapata Ans  MeguLMHCKOrO MPUMEHEHUs, MpOouU3BEeAEeHHOro B COOTBETCTBUM C
TpebOBaHNAMM  OMbITHO-MPOMBILUNIEHHOTO XU (UNK)  MPOMBLILNIEHHOTO  PErNAaMEHTOB,  YTBEPXXAEHHbIX
pyKoBOOUTENEM NPOM3BOAMTENS NEKAPCTBEHHbLIX CPeACTB, a Takke B COOTBETCTBYHOLLMX cry4dasx obpasey
hapmaLeBTMYECKON CyOCTaHUMK, TEeCT-LiTamma MWKPOOPraHW3MOB, KymnbTypbl KNIeToK, o6pasubl BeLLecTs,
NPUMEHSAEMbIX NS KOHTPOSS KayecTBa NeKapCTBEHHOro cpeactsa MyTeM CpaBHEHUS C HUMWU UCcredyemoro
nekapCTBEHHOIO CPEACTBA, B KONMYECTBaxX, HEOOXOOUMbIX Afsi BOCMPON3BEAEHNS METOLOB KOHTPOSSA KavyecTsa.
(B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

6. Mpun nony4eHun obpasuoB fekapCTBEHHOTO NpenapaTta U hapmaLeBTUYECKON cyOCTaHLUM aKCnepTHOE
yupexgeHue BblOaeT 3asBUTENO0 AOKYMEHT, MOATBEPXKAAIOLLMIA NOMyYeHNe yYKka3aHHbIX 00pas3LoB, U B CPOK, He
npeBbilIaLWNA Tpex paboumx [OHeW, yBeAOMMsSeT B NUCbMEHHOW ¢opme 006 3TOM  YMNONMHOMOYEHHbIN
denepanbHbIN OpraH UCMOMHUTENbHOW BRacTy.

7. Cpok Ansi npeAcTaBneHns 3asisuteniem obpasLoB fiekapCTBEHHOrO npenapaTta u gapmaueBTUYECKON
cybCcTaHuuMM 1 CpoK YBEOOMJSIEHMS 3KCMEPTHbIM  ydpexaeHnem o6 3ToM B NMCbMEHHOW hopme
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

YNOJIHOMOYE€HHOro cbe,u,epaanoro opraHa MCMONHUTENBbHOW BRacTy, YKa3aHHble B n E HacTosLen
CTaTbW, HE BKIMHOYAKTCA B CPOK NpoBeeHUNA YKa3aHHbIX B HacTosLLEN CTaTby JKCNepTns.

8. ,D,OKyMeHTbI, nocTynueLIME B 3IKCNEepTHOE y4dpexaeHne aOnd npoBeaeHnd YKa3aHHbIX B
HaCTOSILLEN CTaTbW 3KCNepTn3, noanexart sBo3Bpaty B yﬂOﬂHOMOHeHHbIVI d)e,u,epaanbuh opraH MCMNONHUTENBbHON
B1aCcTth o gHOBPEMEHHO C 3aKIMto4YeHUAMU No pedyribTaTtaM yKa3aHHbIX 3KCNepTns.

CtaTtba 24. 3KCFIepTI/I3a KavyecTBa JieKapCTBEHHOINo cpeactBa U 3KCNepTu3a OTHOLUeHUA oXxngaemom
NoJib3bl K BOSMOXHOMY PUCKY NMPUMEHEHUA NeKapCTBEHHOIo npenapara and setepuHapHoro npuMeHeHus

1. OKkcnepTn3a kayecTBa NEKapCTBEHHOIO CPEACTBa M 3KCMEpPTM3a OTHOLLUEHUS OXWOAeMOW MNonb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUS NIEKAPCTBEHHOIO Npenapara 41 BETEPUHAPHOIO NPUMEHEHNs, COCTaBfieHne
KOMMCCUSIMM SKCMIEPTOB 3aKIMOYEHMI NO pe3ynbTaTaM yka3aHHbIX 9KCNEPTU3 U HaNpaBreHNe TaknxX 3aKMioYeHni
B YMONHOMOYEHHbLIN oefeparnbHbIi OpraH MWCMOSIHATENbHOW BrAacTU  OCYLUECTBMATCA B CPOK, He
npeBbiIALWLNA CTa JecaTn pabounMx [HeW CO [OHA TMOMYyYEeHUs SKCMEPTHbIM YYpEeXAEHUEM 3agaHus

NMONHOMOYEHHOro heaepanbHOro opraHa UCNONHUTENBHON BNacTu ¢ AOKYMEHTaMU, Yka3aHHbIMU B -
é, kd, -[al, - Iﬁl - I'd" nyHkTa 16 1 pyHkTe 17 yacTun 3 cTathby 18 HacToALLEro
degepanbHOro 3akoHa.

2. B TeueHve naTHaguaTv paboymnx gHeW Co OHs NMOMNyYeHUst pelleHnst YNnosIHOMOYEHHOro deaeparnsHOro
opraHa UCMOSHMUTENBHOW BracTu O NPOBEAEHUN YKa3aHHLIX B HacTosiLLIEN CTaTbW 3KCNEPTU3 3asBUTENb
NpeacTaBnsieT B 3KCNEPTHOE yupexaeHne Ans NpoBefeHNst SKCNepTusbl KayecTBa NEeKapCTBEHHOINO CpeacTBa
006pasubl NekapCcTBEHHOro Npenapara Ans BeTepMHapHOro NPUMMEHEHUs1, NPOM3BEAEHHOr0 B COOTBETCTBUM C
TpebOBaHNAMM  TEXHOSIOTMYECKMX  PEINAMEHTOB,  YTBEPXOEHHbLIX  PYKOBOAMTENEM  MpOM3BOAMTENS
nekapCTBEHHbIX CPeACTB, a Takke obpasel chapmaueBTUYECKOW CyOCTaHUMM B KONMYecTBax, Heobxoammbix
OISt BOCNPOM3BEAEHNS METOA0B KOHTPONS KavyecTBa.

3. Mpu nony4yeHnn obpasLLIOB NeKapCTBEHHOIO nNpenaparta u hapMaLeBTUYECKON CyOCTaHLMM aKCnepTHOE
yupexgeHue BblOaeT 3asBUTEN0 AOKYMEHT, MOATBEPXKAAIOLLMIA NOMyYeHNe yYka3aHHbIX 00pas3LoB, U B CPOK, He
npeBbiIaLWNA Tpex paboumx [OHeW, yBeAOMMsSeT B MNUCbMEHHOW ¢opme 006 3STOM  YNONMHOMOYEHHbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTMW.

4. Cpok aons npeacTtaBneHnst 3asBuTenemM obpasLoB NlekapcTBEHHOIO npenapaTta u dapmaueBTUYEeCKOn
cybCcTaHuuMM 1 CpOK YBEOOMJSIEHMS 3KCMEPTHbIM  ydpexaeHnem o6 3ToM B NMCbMEHHOW hopme
YMONTHOMOYEHHOTO befeparnbHOro opraHa WCMONMHUTENbHOW BNacTW, YKas3aHHblE B " E HacTosLLeln
CTaTbW, He BKIMKYAKTCA B CPOK NPOBEOEHNS YKa3aHHbIX B HaCTOSsILLIEN CTaTbW 3KCNEPTUS.

5. [JOKyMeHTbI, MOCTYNMBLUME B 3KCMEPTHOE Yy4YpexaeHwe LOns MNpOBEeAEHUs YyKal3aHHbIX B
HaCTOsILLEN CTATbW IKCNEPTU3, NOANEXAT BO3BPATY B YNOMHOMOYEHHbIN dheepanbHbIi OpraH UCMONTHATENbHON
BMNacTy OQHOBPEMEHHO C 3aKIIIOYEHNSIMM MO pe3ynbTaTaM yKa3aHHbIX 3KCNepTus.

CtaTbsa 25. |_|OBTOpH08 npoeseaeHne aKCcnepTu3bl NeKapCTBeHHbIX CPencTB U 3TUYECKON 9KCNEePTU3bI

1. Bcnyqaﬂx HegoCTaTO4YHOM 06OCHOBAHHOCTU UMM HEMOJSTHOTLI 3aKIMYEHNss KOMUCCUN JQKCNepPTOB WUIIN
coBeTa NO J3TWKe, Halun4imna B HEeM MNpPpOTUBOPEYUBLIX [OaHHbIX, (baﬂbCI/Id)l/lKaLl,I/WI BbIBOJOB 3KCNEPTU3bI
JIeKapCTBEHHOro cpeactea 1 (I/IJ'II/I) 3TUYECKON 9KCNepTu3bl, COKPbITUA OT YNOJIHOMOYEHHOro cbe,u,epaanoro
opraHa MCMNONHUTENBbHOW BNAacTN OCHOBaHMIA Ans oTBoAa 9KCnepTa BCneacrteme ero 3anHTepecoBaHHOCTU B
pes3ynbTaTtax COOTBGTCTBleLLI,GVI QKCNEPTU3bl, HANNMYNA JaHHbIX O MPAMOM nnbo KOCBEHHOM BMeLLaTeNnLCTBE B
npouecc COOTBeTCTByPOLIJ,eVI 9KCNepTun3bl N1y, He y4aCTBYHOLWKX B €ee npoBeeHnn, HO OKasaBLUMX BIIMAHWE Ha
npouecc 1 pes3ynbTaTtbl €e nposeneHnd, yrnoJIHOMO4Y€HHbIM d’)e,Cl,epaﬂbelM opraHom MCMNONHUTENBbHON BRacTu
Ha3Ha4YaeTCd NOBTOpPHaA 3KCNnepTun3a fiekapCTBeHHOro cpeacrtea 1 (I/Iﬂl/l) 9TN4EeCKad aKcnepTnia.

2. nOBTOpHaH JQKCNepTn3a JiekapCTBEHHOIo cCpeactBa MnpoBoOoAUTCA B CPOK, yCTaHOBJ'IeHHbIIZ
YNOJTHOMOY€E€HHbIM cbep,epaanblM OopraHom WCMNONHUTENbHON BractTn u He ﬂpeBbILLIaPOLLI,I/IIZ COpOKa pa6oq|/|x
OHen co gHs nony4yeHuna J3KCNepTHbIM y4ypexaeHnemMm 3agaHuAa Ha npoBeneHune I'IOBTOpHOI7I 9KCNEepPTU3bl
NNIeKapCTBEHHOIo cpencTtBa, NOBTOPHaA 3TUYECKaA 3KCneptu3a - B CPOK, He ﬂpeBbILLIaPOLLI,I/IIZ naATHaguaTun
pa6oqwx OHen co AOHs nony4yeHnAa COBeTOM MO J3TUKE 3adaHud Ha npoBegeHune I'IOBTOpHOI7I 3TUYECKON
9KCNEePTU3bI.

3. ®uHaHcoBoe obecrnedeHne BbIMONHEHUS 3adaHust  Ha nposeaeHne I'IOBTOpHOI7I 9KCNEePTU3bI
leKkapCTBEeHHOro cpeacTtea He OCyLLeCTBIAEeTCA, U cpencTtBa, nepeduncrieHHble paHee Ha nposeneHune Takomn
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9KCNepTun3bl, Noanexart Bo3Bparty B (bep,epaanblPl oroaxer.
CtaTbsa 26. yCKOpeHHaﬂ npouenypa aKkCcnepTubl NekapCTBEHHbIX CpeacTs

1. YckopeHHada npoleaypa sKkcnepTusbl NekapcTBEHHbIX CPEACTB B LieNAxX rocyaapCTBEHHON pernctpauunm
nekapcTBEHHbIX MpenapaTtoB MPUMEHSIETCS B OTHOLUEHWM BOCMPOW3BELEHHbIX NEeKapCTBEHHbIX MpenapaTos.
Mpn npoBefeHWn Takonm npouenypbl MNPeAcTaBnalTCa  MHOPMaLMs, MofnydeHHas npu  nposBeaeHun
KNMMHUYECKUX WCCNEeaOoBaHUA JeKapCTBEHHbIX MNpenapaTtoB M onybrnvkoBaHHasi B CNeuuanm3npoBaHHbIX
nevyaTHbIX U34aHUSAX, a TaKkke AOKYMEHThI, codepXaliue pesynbTaTtbl UCCneaoBaHnsi GUOIKBUMBANEHTHOCTM U
(Mnn) TepaneBTUYECKON SKBUBANEHTHOCTM NEKapPCTBEHHOrO npenaparta Ang MeOUUUHCKOrO MPUMEHEHUs Unu
pesynbTaTbl UCCNeaoBaHWst OWOSKBMBANEHTHOCTW JEKApCTBEHHOrO Mpenapata Ans  BETepMHapHOro
NpPUMEHEHNSI.

2. YckopeHHas npouefypa 3KCMepTu3bl feKapCTBEHHbIX CPeACcTB He MpUMEHSieTC B  OTHOLUEHUU
NMMYHOBMOMNOrMYECKNX NIEKAPCTBEHHBIX NPENapaToB, MpenapaToB WHCYINIMHA M JNIEKapCTBEHHbIX MpenapaTos,
BrepBble pernctpupyemoix B Poccuiickon degepavmm.

3. YckopeHHas npouefypa SKCMEpPTU3bl NEKapCTBEHHbIX CpeacTB MNPOBOAUTCA MO peLueHuto
COOTBETCTBYIOLLLErO YMOMHOMOYEHHOro defepansHOro opraHa MUCMOMHUTENbHOM BracTM B CPOK, He
npeBbilIaLWNA  WecTuaecaTn pabounx pgHen. [Mpyu 9TOM 3SKCnepTu3a [LOKYMEHTOB, COAEPXALLUMXCS B
perncTpaumoHHOM [ocbe, ANd MOMyYeHUs paspelleHnss Ha npoBedeHMe KIMHWYECKOro uccrneaoBaHus
nekapcTBEHHOro npenapara Ans MeaULMHCKOro NPUMEHEHNs 1 aTUYeckas akcnepTmusa NPOBOASATCS B CPOK, He
npeBbiaLWLNA NATHagUaTM pabounx OHeN, IKCNepTu3a KayecTBa JIEKAPCTBEHHONO CPeAcTBa M 3KcnepTu3a
OTHOLLIEHUS OXNAeMOWN NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapata - B CPOK, He
NpeBbILAKLLNA COpoKa NATU pabounx QHEN.

4. YckopeHHas npouenypa aKcnepTu3bl NekapcTBEeHHbIX CPeacTB NPpOBOAMTCSA B NOpsAKe, yCTaHOBNEHHOM
-, @ M@ HacToswero ®egepanbHOro 3akoHa, U He O3HA4YaeT CHWKeHMs TpeboBaHu K
6esonacHocTn, kavyecTBy U 3EKTUBHOCTY NEKAPCTBEHHbIX NpenapaTos.

CrtaTtbs 27. PelleHne 0 rocygapCTBEHHOW pernctpauumn nekapCTBeHHOro npenapara

1. B CpOK, HE MPEBbILLAIOLLMIA NATU PaboYvMx GHEWN CO AHA MOSTyYEHMST 3aKMOYEHUIA KOMUCCUM 3KCMEPTOB
Nno pesynbTaTaM 3KCMNepTM3bl KayecTBa NEKapCTBEHHOrO CpeacTBa WM 3KCNepTU3bl OTHOLLEHUS OXuaaemown
Nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NTeKapCTBEHHOro npenapaTa, COOTBETCTBYIOLMN YNONTHOMOYEHHbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNACTU:

1) ocyllecTBnsieT OLEHKY TakMX 3aKkfoyeHW Ang onpefernieHus KX COOTBETCTBUSA 3afaHuIio Ha
npoBefeHne yKka3aHHbIX 3KCNepTus;

2) NPUHMMAET peELLEHME O FOCYSaPCTBEHHON perMcTpaumm nekapCTBEHHOIO Npenaparta unm o6 oTkase B
rocyapCTBEHHOW perncTpaumm nekapcTBeHHOro npenapara;

3) BHOCMUT Npu NPUHATUKN peLLeHUs O FoCy4apCTBEHHOW perncTpaLmm nekapcTBEHHOro npenapaTa AaHHble
O 3aperncTpMpoBaHHOM JlekapCTBEHHOM npenapate, B TOM u4ucrie o ¢apmaueBTUYECKON CcyOCcTaHumK,
BXOJsllLle B COCTaB NeKapCTBEHHOro npenaparta, B rocydapCTBEHHbI peecTp IeKapCTBEHHbIX CPeacTB WU
BbldaeT 3asiBUTEN0 perucTpaLMoHHOe YOOCTOBEpEeHWe feKkapCTBEHHOro npenapaTta, dopma KOTOpOoro
yTBEPXKOAETCHA YMNOMHOMOYEHHbIM defepanbHbiM — OpraHoM  UCMOMHUTENbHOW  BNacTW, COrnacoBaHHble
HOPMaTUBHYIO OOKYMEHTALMO, HOPMATUBHbIA [OOKYMEHT, WHCTPYKUMIO MO MPUMEHEHUI0 IeKapCTBEHHOMO
npenapaTa v MakeTbl NEPBUYHON YNAKOBKM U BTOPUYHOWN (NOTPEOUTENBLCKOM) YNakoBKM C yKasaHWEM Ha HUX
HOMepa perucTpauMoOHHOro YAOCTOBEPEHUS IeKapCTBEHHOro npenapata M faTtbl ero rocyapcTBeHHOW
pervcTpaumm unu B criyvae npuHATUS pelleHns 06 0TKase B roCyLapCTBEHHOW perncrpauum riekapCTBEHHOMO
npenapaTa yBe4OMIISeET B MMCbMEHHON hopme 3asBuUTeNs 06 3TOM C ykazaHMEM MPUYMH TaKoro oTkasa.

2. OcHoBaHMeM AN OTka3a B rocydapCTBEHHOW perucrpaumu fnekapcTBEHHOro npenaparta siBnsietcs
pelleHne COOTBETCTBYIOLLEro YNOMHOMOYEHHOro hefieparnbHOro opraHa UCMoNHUTENbHOW BAacTh O TOM, YTO
KauyectBO M (uUnun) 3PQEKTUBHOCTb PErMCTPUPYEMOrO NEKapCTBEHHOrO npenapata He MNOATBEePXAEHbI
NonyyYeHHbIMWU AaHHbIMU UMK YTO PUCK MPUYMHEHUS Bpeda 340pOBbI0 YeroBeKka UMM XMBOTHOMO BCneacTBue
npuemMa nekapcTBeHHOro npenapaTa npesbllaeT 3PPEKTUBHOCTb €r0 NPUMEHEHUS.

(B pea. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)
3. MNMpwn rocygapcTBeHHOM perncTpauumn nekapCTBEHHOro npenapara, BKINIOYEHHO0 B NepeyveHb XXU3HEHHO
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
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"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

HeobXoOMMbIX U BaXKHEWLLMX JNIEKapCTBEHHbLIX MpenapaToB, HeobxoauMMble [OaHHble 3aHOCATCA B
FocyﬂapCTBeHHblm peecTtp npeaesibHblX OTMYCKHbIX LEH npomssonmeneﬁ Ha JieKapCTBEHHbIE MNpenapaThl,
BKITHO4MEHHbIE B yKa3aHHbII7I nepeyeHb.

CraTtbs 28. PeructpaLMoHHOE yO0OCTOBEPEHME NeKapCTBEHHOrO nNpenapaTa

1. PerncTpaLmoHHoe yaoCToBepeHme nekapcTBEHHOro npenapara ¢ ykasaHMeM nekapCTBEHHbIX hopM 1
[I03MPOBOK BblAAETCH GECCPOYHO, 3@ WCKMIOYEHMEM PerucTpauyoHHOrO YAOCTOBEPEHUSt NeKapCTBEHHOrO
npenapara, BblaBaemMoro CO CPOKOM [eNCTBMA NATb NeT, Ha BrepBble perucTpupyemble B Poccuiickoii
denepauun nekapcTBeHHbIE Npenaparbi.

2. To uCTeYeHMM yKas3aHHOTO B HacTosIleN cTaTbl Cpoka BbiaaeTcs  6HeccpouHoe
PErncTpaLMoHHOe YAOCTOBEpeHMe IleKapCTBeHHOro npenapaTta npu  YCrioBUWM  MNOATBEPXKAEHUS  ero
rocyapCTBEHHON perncTpaLmm.

Cratbsa 29. NoaTeepxaeHne rocyaapCTBEHHOW perncTpauumn nekapCTBeHHOro npenapara

1. MNoaTeepxaeHne rocyfapCTBEHHOW perncrpaumm nekapCTBEHHOro npernapata ocyLlecTBrsieTcs npwu
Bblgaye 6eCCpPOYHOro perncTpaunoHHOro YAOCTOBEPEHUS NIEKAPCTBEHHOTO Npenapara B cnyvae, ykasaHHOM B
hacTtn 2 cTatbK 28 HacToswero denepanbHOro 3aKkoHa, B CPOK, He MPEBLILLAIOLLNIA AeBSHOCTa paboymnx aHei co
OHA NOMy4YeHUs1 COOTBETCTBYIOLLMM YMNONMHOMOYEHHbLIM defepanbHbiM  OpraHoM WCMOMHUTENbHOW BMacTu
3asBMeHNsa 0 NOATBEPXKAEHWUM FOCYAAPCTBEHHOW PErMcTpauum fnekapcTBEHHOro npenapata, OoOPMIEHHOrO B
COOTBETCTBUM C HacTbto 2 cTathby 1§ HacTosLero denepanbHOro 3akoHa.

2. MNopaTBepxaeHne rocyfapCTBEHHOW perucrpaummM nekapcTBEHHOro npenapata OCyLecTBNAeTcd Mo
pesynbTaTtamMm 3KCNepTun3bl OTHOLLIEHUS 0XUOAeMON NoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOMO
npenapaTa, a Takke 3KCNepTU3bl KayecTBa MNeKapCTBEHHOro CpeacTBa, NPOBOAMMOW B Crnyyae BHECeHMUs
NU3MEHEeHN B HOPMATUBHYIO JOKYMEHTALMIO UM HOPMaTUBHbIA JOKYMEHT.

(vacTb 2 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3agBneHui0 0 noaTBEpPXAEHUM TrOoCyapCTBEHHOW perncTpauum nekapCTBEHHOro npenaparta
npunarawTCcad [AOKYMEHT, MOATBEepXAalLWnin ynnaTy rocygapCTBEHHOMW MOWNWHBI 3@ MOATBepXAeHue
rocy1apCTBEHHOW perncrpaumyM fnekapcTBEHHOro npenapata Ang  MEeOUUUHCKOrO  MPUMEHEHUs  Unu
nekapcTBEHHOro npenapata [Ans BETEepUMHapHOro MPUMEHEHUs, [OOKYMEHT, cofepXallimi pesynbTaTtbl
MOHUTOPWMHra ©e30nacHOCTU NeKapCTBEHHOro Mpenaparta, MpoBOAMMOro  3asiButenem, nno dopme,
YCTaHOBMEHHON COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM heaepanbHbIM  OpraHOM  UCMOMHUTENbHOW BracTu.
HopmaTnBHas [OOKYMEHTauMss WnM HOPMATUBHBLIA  OOKYMEHT, TMPOEKT WHCTPYKUMM 1O NPUMEHEHUIo
NeKkapCTBEHHOrO npenaparta, MpPOeKTbl MakeTOB MEPBUYHOM YMNaKoBKM UM BTOPUYHOW (NOTPeOUTENbCKON)
YyNaKkoBKW NeKapCTBEHHOro npenapaTta npunaralTcs K 3asiBNeHWt0 O MOATBEPXAEHWN roCynapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapara BHOBb TOMbKO B Clyyae, €CNu B HUX BHOCATCS U3MEHEHUS.

(vactb 3 B peq. ®enepansHoro 3akoHa ot 29.11.2010 N 313-93)

4. B TeueHne gecat pabounx gHEW CO AHA MPUHATUS 3asiBMIEHUS] O MOLATBEPXKOAEHUM TOCYLAPCTBEHHOM
pervcTpaumm nekapcTBEHHOTO Npenapata U HeobXoaUMbIX AOKYMEHTOB COOTBETCTBYHOLLMIA YNOMHOMOYEHHbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNACTU:

1) npoBOAMT NpPOBEpPKY MNOMHOTHI U AOCTOBEPHOCTU CBEAEHWA, coepXallnxcs B MpeacTaBleHHbIX
3asaBMTENEM MaTtepunanax;

2) NpUHMMaeT pelleHne O NpoBedeHMU wnM o6 OTKase B MNPOBEAEHMU 3KCMEPTU3bl OTHOLLEHMUS
OXMOAAeMOW Nosb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOro npenapaTta, a Takke 3KCnepTusbl
KauecTBa neKkapCTBEHHOro CpeacTBa, NPOBOAMMOWN B Crydae BHECEHWS W3MEHEHUWW B  HOPMAaTUBHYHO
OOKYMEeHTaumo NN HOPMaTUBHbIA JOKYMEHT;

(n. 2 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3) yBegoMnseT B NUCbMEHHOW popMe 3asdBUTENS O MPUHATOM PELUEHUU UNU B Chlydae MNPUHATUS
peLleHns o6 0TKase B NPOBEAEHMMN IKCNEPTU3LI C YKa3aHNEM NMPUYUH TaKoro oTkasa.

5. OcHoBaHueM ns O0TKasa B NpOBeAEeHUN IKCNepTU3bl OTHOLLEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY
pUCKy NPUMEHEHUs NeKkapCTBEHHOro npenapaTta U (Mnv) SKCnepTmsbl KavyecTBa NeKapCTBEHHOro cpeacTtsa
SABNsieTCA NpeAcTaBneHne OOKYMEHTOB, YKa3aHHbIX B n E HacToslLLEen cTaTbl, B HENONMHOM obbeme
WM OTCYTCTBME B MpeaCTaBrEHHbIX [OKYMEHTaxX WCYepnbiBaOWNX CBEAEHUA, KOTOPbIE [OJKHbI ObITb
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OTpaeHbl B HUX.
(vacTb 5 B peq. ®PenepansHoro 3akoHa ot 29.11.2010 N 313-93)

6. OkcnepTvM3a OTHOLUEHMSI OXMAAEeMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWS neKapCTBEHHOro
npenapata u (MNM) 3SKCNepTU3a KayecTBa NEKapCTBEHHOrOo cpeactBa B Lendx  noaTBepXAeHus
rocyapCTBEHHOW perucTpaumMmM nekapCcTBEHHOro mnpenapaTta npoBOAATCA Ha OCHOBAHWM  [IOKYMEHTOB,
yKasaHHbIX B HacTosiLLel cTaTbi, B NOPAAKe, yCTaHOBNEHHOM HacTamu 5 - B ctaTtbu 23 n traTben 24
HacTosiwero degepanbHOro 3akoHa.

(vacTb 6 B peq. ®PenepansHoro 3akoHa ot 29.11.2010 N 313-93)

7. B nepunopg nposefeHus npoLeaypbl NOATBEPXKAEHUA TOCYyAapCTBEHHOW perncrpaummM nekapcTBeHHOro

npenapaTa ero rpaxgaHckuii 06opoT OCyLLECTBISETCS Ha TeppuTopun Poccuiickon Pegepaumm.

CtaTtbsa 30. BHeceHne u3MeHeHWUn B LOOKYMEHTbI, cogepxawunecda B pernctpaumMoHHOM O0Cbe Ha
3aperI/ICTpVIDOBaHHbII;I ﬂeKapCTBeHHbIIZ npenapat gna MmeanunHCKoro npmMeHeHus

1. B uenax BHeCeHWss U3MEHEHUN B [JOKYMEHTbl, coepXaliMecs B permcTtpauuoHHOM [JOCbe Ha
3aperncTpuUpOBaHHbIN NEKapCTBEHHbIV NpenapaTt Ans MeauUMHCKOro NpUMEHEHNS, 3asBUTENb NpeacTaBnaeT B
YNOMHOMOYEHHbIV befiepanbHblA OpraH UCMONTHUTENBHOM BracTy 3asiBNeHne 0 BHECEHUU TakNMX U3MEHEHU No
dopme, YyCTaHOBMEHHOW YNOMHOMOYEHHbIM heiepanbHbIM OpraHoOM MUCMOMHUTENbHOM BNACTU, U NPUNOXEHHbIE
K HEMY M3MEHEHUsI B yKasaHHble OOKYMEHTbl, a Takke [JOKYMEHTbl, noarBepxgawwme HeobxoanmocTb
BHECEHUSI TaKNX U3MeHeHWN. MpUHATNE peLleHnss 0 BHECEHUWN TaKUX U3MEHEHWI UM 00 OTKa3e B MX BHECEHUU
OCYLLECTBIAETCH B CPOK, HE NPEBbLILLAOLWMA AeBAHOCTA paboumx AHEN CO OHA MPUHATMS YNONHOMOYEHHBLIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOW BacTK 3asiBNIEHNSI O BHECEHNN TaKNX U3MEHEHWIA.

2. B cnyyae BHeCEHUS U3MEHEHWA B WMHCTPYKUMIO MO NPUMEHEHW0 JeKapCTBEHHOro mnpenapaTta B
OTHOLLUEHUN CBEAEHWUN, YKa3aHHbIX B poanyxkTax "r' - , I'x" nyHkTa 16 yactn 3 ctatbn 1§  HacTosiero
denepanbHOro 3akoHa, B COCTaB JIEKApCTBEHHOro npenapata Anad MEeAUUUHCKOro MPUMEHEHUS, U3MEHEHUS
MecTa NPon3BOACTBA fIEKapPCTBEHHOMO nNpenapaTa AN MeauUMHCKOro NPUMEHEHUS, U3MEHEeHUs nokasaTenen
KayecTBa NnekapCTBEHHOro npenapara aAnsg MeguuuHCKOro NnpuMeHeHus n (Mnv) MeTOL4OB KOHTPONs KayecTBa
neKkapcTBEHHOro npenapaTta Ans MeAWLUHCKOrO MPUMEHEHUS, U3MEHEHNA CpOKa FOAHOCTU NEKapCTBEHHOroO
npenapaTta ans MeAWLWHCKOro MPUMEHEHUS1 NPOBOAMTCA SKCMEepTU3a JEeKapCTBEHHbLIX CPEACTB B 4YacTu
3KCMepTM3bl KayecTBa MNeKapCTBEHHOro cpefactsa M (UNuM) 3KCNepTU3bl OTHOLUEHUS OXMAaeMoW Momnb3bl K
BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro npenapata Ans MeauUMHCKOro npumeHeHus. B cnyvae
HeOOXOAMMOCTN BHECEHNSI UHBIX U3BMEHEHMI B AAHHYI0 MHCTPYKLUMIO 3KCMEPTM3a NIEKapCTBEHHOIO cpeacTea Ans
BHECEHMS TaKUX NU3MEHEHUI B CBEAEHNSA O 3apeErmcTpMpoBaHHOM NeKapCTBEHHOM Npenaparte He NpoBOANTCS.

(B peq. PenepanbHbix 3akoHOB OT 11.10.2010 N 271-93, o1 29.11.2010 N 313-d3)

3. C 3asBneHnem o BHECEHUM UBMEHEHUN B JOKYMEHThI, CoAepXallmMecss B perncrpaumoHHOM OoCbe Ha
3aperncTpupoBaHHbIN NEKApCTBEHHbIM NpenapaTt Ans MeAULMHCKOro NpUMEHeHUs, Hapsay C LOKYMeHTamu,
yKasaHHbIMU B HacTosillle CcTaTbW, MNPEACTaBASTCSA [OOKYMEHTbl, MOoATBepXaawlue ynnaty
rocy1apCTBEHHOW MOLUMIUHbI 328 BHECEHWE W3MEHEHUA B WHCTPYKUUIO MO MPUMEHEHUIO NEeKapCTBEHHOro
npenapaTa ons MeauLMHCKOro NpUMeHeHns, rocyapCTBEHHOM MOLWMNWHBI 38 BHECEHUEe WU3MEHEeHW B COCTaB
neKkapcTBEHHOro npenapaTta And MeanLUNHCKOro NPUMEHEHNS.

4. B TeueHne pecatn paboumx OHEW CO OHSA MOCTYMNNEHMS yKasaHHOro B HacTosLWEN cTaTby
3asBMEHNsI U HEOBXOAMMbIX JOKYMEHTOB YNONTHOMOYEHHbIV dheeparnbHbIi OpraH UCNOMHUTENBHOW BracTu:

1) npoBOAMT NpPOBEpPKY MNOMHOTbHI U AOCTOBEPHOCTU CBEAEHWA, coepXallnxcs B MpeacTaBleHHbIX
3asaBMTENEM MaTtepunanax;

2) NnpyHUMaeT peLleHne O NpoBeAEeHUU YKasaHHbIX B HacTodALLEeN CTaTbW COOTBETCTBYIOLLMX
3KCMNepTM3 NeKapCTBEHHOro cpeacTsa Unmn ob oTkase B UX NPOBEOEHUN;

3) yBegoMnseT B NUCbMEHHOW popMe 3asdBUTENS O MPUHATOM PELUEHUU UNU B Clydae MNPUHATUS
peLleHns o6 o0Tkase B NPOBEAEHMN COOTBETCTBYHOLLEN SKCNEPTU3bI C YKa3aHUEM MPUYMH TaKoro oTKasa.

5. OcHoBaHMeM Ans oTkasa B NPOBEAEHWM YKa3aHHbIX B Lactn /2 HaCTOSILLEN CTaTbW 3KCNepTU3 sABNseTCH
npeacTaBneHne [OKYMEHTOB, MEPEYMCIIEHHbIX B HacTsx 1||/|EHaCT0ﬂu.|,e|7| cTaTbW, B HEMOMHOM 0OObeme unu
OTCYTCTBME B MpeACTaBIEHHbIX LOKYMEHTaxX AOCTATOYHbIX CBEeAEHWI, MOATBEPXKAAOLWMX HeobXoanmMoCTb
BHECEHMWSI UIBMEHEHUN.

6. YKkasaHHble B HacTosLLe CcTaTbW SKCNepTU3bl NPOBOAATCS B MNOpsAKe, YCTaHOBIEHHOM

TaTtben 23 HacTosuwero ®enepansHOro 3akoHa.
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7. B cpok, He npeBbILLAOLWMA NSTU pabounx OHEN CO OHS MOJYYEHUS 3aKMOYEHUIA KOMUCCUIA 3KCMEepTOB MO
pesynbTataMm YyKasaHHbIX B HaCTOSLLEN CTaTbW IKCMEpPTM3, YNONTHOMOYEHHBLIN heaeparnbHbIi opraH
MCMNONTHUTENbHOW BNaCTU:

1) npyHMUMaeT pelleHne O BHECEHUMU U3MEHEHW B AOKYMEHTbl, CoAepXalimecss B perncrpauoHHOM
[0Cbe Ha 3aperncTpUpPoOBaHHbIV NekapCTBEHHbIA NpenapaT Ans MeAULMHCKOro NPUMeHeHus, unm o6 oTkase BO
BHECEHUN TaKNX N3MEHEHUI;

2) BHOCUT B roCyapCTBEHHbIA peecTp NeKapCTBEHHbIX CPeACTB Ha OCHOBaHWWU peLUeHUs O BHEeCeHWUn
U3MEHEeHWA B [OOKYMEHTbl, coAepxaluecs B pPerucTpalMoHHOM [OCbe Ha  3aperMcTpyMpoBaHHbLIN
neKkapcTBEHHbIA npenapaTt Ans MeauuuHCKOro MpPUMMEHEHUs, HeobxoouMble WU3MEHEeHWs M BO3BpallaeT uX
3a9BUTEN!tO.

8. OcHoBaHMeM Ans oTka3a BO BHECEHUU U3MEHEHUIN B OKYMEHTbI, COAepXalluecs B pernctTpaunoHHOM
[OCbe Ha 3aperncTpuMpoBaHHbLIN NEKApPCTBEHHbIN npenapaTt ANns MeOULMHCKOrO NPUMEHEHUs, SBnsdeTcs
3aknoyeHne YNnonHOMOYEHHOro oefiepanbHOro opraHa MCMOMHUTENbHOM BAAcT O BO3MOXHOCTU CHUXKEHUS
6esonacHocTn, kayecTBa, 3(PEKTUBHOCTM NIEKAPCTBEHHOIO CPeACTBa B Clly4ae BHECEHUSI TAKUX U3MEHEHUIA.

9. [onyckaeTcs rpaxgaHCkMn obopoT NekapCTBEHHLIX MpenapaTtoB ANst MEOULMHCKOTO NMPUMEHEHUS,
Npon3BeaeHHbIX 40 NPUHATUSA YNONHOMOYEHHbIM deaepanbHbIM OpraHoOM UCNONHUTENBHOW BNACTU peLleHnst o
BHECEHUM U3MEHEHUN B [OKYMEHTbI, coAepXallnecs B perucrpaurMoHHOM [O0Cbe Ha Takue IeKapCTBEHHble
npenapaTbl, UNK peLleHns 00 0Tka3e BO BHECEHWUM YKa3aHHbIX M3BMEHEHWN.

Ctatbsa 31. BHeceHne W3MEHeHWU B OOKYMEHTbI, cogepxawunecda B pernctpaumMoHHOM OO0Cbe Ha
3aperI/ICTpVIDOBaHHbII;I ﬂeKapCTBeHHbIIZ npenapart ona setTepnHapHoro npuMmeHeHua

1. B uensix BHECEHUA M3MEHEHW B [OKYMEHTbI, CcoAepXalluecss B PerucTpauMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIi NekapcTBEHHBI Npenapat AN BeTepuHapHOro NpUMeHeHus!, 3aaBuTenb NpeacTasnsaeT B
YNOMTHOMOYEHHBI dheaepanbHbIi OpraH UCTIONHUTENBHON BacTu 3asiBNIeHNE O BHECEHUMN TaKUX U3MEHEHUIA MO
dopme, yCTaHOBMEHHON YNONMHOMOYEHHbIM dhefeparnbHbIM OpraHoM UCMONHUTENBHON BMACTK, U NPUINOXEHHbIe
K HEeMy WM3MEHEHWs B yKasaHHble OOKYMEHTbl, a Takke [OOKYMEeHTbl, noaTBepxaatmolmne HeobGXoaMMocTb
BHECEHMS TaknxX 3MeHeHW. MpuHATUE pelleHnst O BHECEHUM TaKMX U3MEHEHUIA UK 06 0TKa3e B UX BHECEHUM
OCYLLECTBIAETCH B CPOK, HE MPEBbILLAIOLLMA AeBAHOCTa paGounx OHel Co AHA MPUHATUSA YNONHOMOYEHHbLIM
denepanbHbIM OpraHoM UCMONMHUTENBHOW BMACTW 3asiBNIEHUS O BHECEHUM TaKMX U3MEHEHUIA.

2.B cny4yae BHeCeHUsI U3MEHEHWA B WHCTPYKLUMIO MO MPUMEHEHWIO NIeKapCTBEHHOro npenaparta ans
BETEPMHAPHOro NMPUMEHEHUS B OTHOLUEHUM CBeAeHUiA 06 W3MEHEHUSIX [03MPOBKW, CPOKOB BO3MOXHOMO
NCMONb30BaHUS NMPOAYKLIMW XXNBOTHOTO NMPOUCXOXAEHMS Nocre NPUMEHEHUA NeKapCTBEHHOro npenapaTa AOns
BETEPMHApHOrO MNPUMEHEHUS TMPOBOAMTCA 3KCMEepTU3a IeKapCTBEHHOrO CpeAacTBa [AnA  BeTepuHapHOro
npuMeHeHusl. B crnyyae HeoGXOOMMOCTU BHECEHMSI MHbIX M3MEHEHMWI B AaHHY0 WHCTPYKUMIO 3KCnepTusa
NeKkapcTBEHHOro CpeAcTBa AN BeTepUHapHOro NpUMeHeHns He NpoBoaNTCS.

3. C 3aaABneHnemM o BHECEHWUMN U3MEHEHWUIA B JOKYMEHTbI, coAepKallMecs B perucTpauuoHHOM AocCbe Ha
3aperMcTpupoBaHHbIi NTeKapCTBEHHBI NpenapaTt AN BeTepuHapHOro MNpUMeHeHusl, Hapsay C AOKYMeHTamu,
yKasaHHbIMKU B HacTosiel cTaTbW, NPEeACTaBnsATCA [OOKYMEHTbl, MNOoATBepXaalolme ynnarty
rocygapCTBEHHON MOLWMUHbI 33 BHECEHWE W3MEHEHWIA B WHCTPYKUMIO NO MPUMEHEHWI0 JIeKapCTBEHHOMo
npenapara Ans BeTepUHapHOro NpuMeHeHus.

4. B cpok, He MnpeBbllaloWMin OecaTn paboumx OHEel co OHA NOCTYNMNEHUA YKasaHHOro B
HacTosILLeN cTaTbM 3asBNeHMs U HeobXoOAMMbIX [OKYMEHTOB, YMONHOMOYEHHbIN dedepanbHbiii opraH
UCMONMHUTENBHOW BMACTU:

1) NpPoBOAMT MPOBEPKY MOMHOTLI M [JOCTOBEPHOCTM CBeOEHWU, codepXalluMxcs B MNpeacTaBreHHbIX
3asaBUTENEM JOKYMEHTaX;

2) NpYHYMaeT pelleHne O MPOBedEeHUM IKCTepTU3bl NeKapCTBEHHOTo cpeacTBa Ans BeTepuHapHOro
npuMeHeHus unu o6 oTkase B ee NPOBEAEHMN;

3) yBegomnsieT B NUCbMeHHOW copMe 3asBUTENs O MPUHATOM pelleHUuM UK B criyyae MpUHATUS
pelLeHnsi 06 oTkase B NPOBEAEHNMN IKCNePTU3bl NEKAapCTBEHHOTO CPeACcTBa AN BeTEPUHAPHOTO MPUMEHEHUs! C
yKasaHMeM MpUYMH Takoro oTkasa.

5. OcHoBaHVeM ansa oTkasa B NPOBeAeHUM 3KCNepTU3bl NeKapCTBEHHOro cpeactsa Ans BeTepuHapHOro
NpUMeHeHVs1 SBNAEeTCH NpeacTaBrneHue [OOKYMEHTOB, YKasaHHbIX B n [ Hactosiwein cratbu, B
HenonHom o6bemMe WM OTCYTCTBME B  TMNpPEACTaBlEHHbIX  [JOKYMEHTax [A0CTaTOYHbIX  CBedeHWi,
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noATBepXKAaaoLMX He06X0ANMMOCTb BHECEHUS U3MEHEHWA.

6. OKkcrnepTusa neKapCTBEHHOIO cpeacTBa AN BETEPUHAPHOrO MNPUMEHEHUS B LEMAX BHECEHMUs
M3MEHEHUA B [OKYMEHTbl, coAepXallMecs B PerncTpauMoHHOM [0Cbe Ha  3apermcTpupoBaHHbIN
NeKapCTBEHHbIN NpenapaT AnA BeTepuHApHOro MNpUMeHEHUs!, OCYLLECTBNAETCA B MNopsake, YCTaHOBIIEHHOM
HacTosLwero ®efepansHOro 3akoHa.

7. OcHoBaHMeM Ans O0Tkasa BO BHECEHUW M3MEHEHWI B JOKYMEHTbI, CoAep Kallmeca B perncTpaunoHHOM
[10Cb€ Ha 3apernmcTpupoBaHHbI NeKapCTBEHHbIM npenapaTt AnA BeTepuHapHOro MPUMEHEHUs, ABMsSeTcs
3aKoYeHne yNorHoMOYeHHOro doeeparnsHOro opraHa WCMONMHUTENbHOW BNacTM O BO3MOXHOCTM CHUKEHUS
Ge3onacHoCTU, kayecTBa, 3deKTUBHOCTM NEKAPCTBEHHOrO Mpenaparta Ans BeTepuHapHOro MpuMeHeHus B
cryyae BHECEHUS U3MEeHeHWI B yKasaHHble JOKYMEHThI.

8. [lonyckaeTcs rpaxaaHckuii 06opoT NeKapCTBEHHbIX NpenapaToB AN BeTepUHAPHOTO MPUMEHEHUS,
Npov3BefeHHbIX 00 NPUHATUS YNONHOMOYEHHBIM dheepanbHbiM OpraHoM UCMONMHUTENBHOW BMACTU PeLLeHns o
BHECEHMUN W3MEHEeHWI B [JOKYMEeHTbl, coaepXallMecss B PerncTpauMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN
NeKapcTBEHHbIN npenapaTt Ans BeTEepUHApPHOro MpUMEHeHMsl, UM o6 OoTkase BO BHECEHWM YKasaHHbIX
N3MEHEHMWIA.

Cratbsa 32. OTMeHa rocygapCTBEHHOW permcTpauumn nekapcTBeHHOro npenapara

PelieHne o6 oTMeHe rocyoapCTBEHHOM perucTpauuv nekapCcTBEHHOro npenapata W UCKoYEeHNUM
NeKkapcTBEHHOro npenapata W3 [OCy[apCTBEHHOrO peecTpa JleKapCTBEHHbIX CPeacTB  MpUHUMMaeTcs
YNONTHOMOYEHHBLIM dheaeparnbHbIM OPraHoM UCMONHUTENBHOW BNacTy B cryyae:

1) npeacTaBneHNss COOTBETCTBYIOLIMM YMNOMHOMOYEHHBIM doedeparnbHbiM  OpraHoM  MCMOSNHUTENbHOM
BACTU 3aKIOYEHNSA O pUCKe UM 06 Yrpo3e 3[40POBbI0, XKM3HU 4YeroBeka WM XXMBOTHOIO MpU NMPUMEHEHWUM
NeKkapcTBEHHOro npenapara, NpeBbllallWmMX ero agdeKTUBHOCTb, Mo pe3ynbTaTaM OCYLECTBMAEMOro UM
MOHUTOPUHra 6e30MacHOCTM NekapCTBEHHOro Npenapara;

2) nogayv pa3paboTYMKOM NeKapCTBEHHOrO CpeacTBa UMn YNoSIHOMOYEHHbIM UM APYIUM  I0PUANYECKUM
N1LOM 3asiBreHns 06 OTMeHe rocyaapCTBEHHON permcTpauun ekapcTBEHHOro npenapara;

3) HenoATBepPXKAEHMS roCy1apCTBEHHOW perncTpaLum NekapcTBeHHOro npenaparta no UCTEYEeHUM cpoka
[eCTBMA PerncTpaLnoHHOro yA0CTOBEPEHNS, BblAaHHOMO Ha NATh NET;

4) HenpencTaBneHuss 3asiBATENeM MHGOPMaLMK, KoTopasi MOXeT MoBfiedb 3a coboil HeobXoauMOCTb
BHECEHMS M3MEHEHWIn B [OKYMEHTbl, codepXaluMecs B PerncTpauMoHHOM [O0Cbe Ha 3aperncTpupoBaHHbIN
NeKkapcTBEHHbIN NpenaparT, B TedeHue TpuauaTtn pabounx gHen co AHA HACTYNNeHUs 3TUX U3MEHEHMWIA;

5) ocyllecTBNeHns rocyaapCTBEHHOW perucTpaumMn nekapcTBEeHHOro mnpenapata nod  TOProBbiM
HanMeHOBaHMEM 3aperncTpMpOBaHHOIO paHee Mod 3TUM TOProBbiM  HAaMMEHOBaHWEM  NeKapCTBEHHOMo
npenapara;

6) ocyLlecTBNeHUss rocyaapCTBEHHON peructpauun 3asiBuTenieM OOHOTO W TOro e JeKapCTBEHHOro
npenapara nof pasnuM4HbiMU TOProBbIMM HaUMEHOBaHUSIMU;

7) BbIHECEHMS CYOOM peLleHVst O HapylleHWM npaB npaBooGnagatens OGBbEeKTOB WHTeNeKTyarbHow
cobCTBEHHOCTU Npu 06palLieHN NeKapCTBEHHbIX CPeCTB.

CraTtba 33. [ocyaapCTBEHHbIN peecTp nekapcTBEHHbIX CPeacTB

1. FocynapCTBEHHbIV PEECTp NEKapCTBEHHbIX CPEACTB COOAEPXKUT NepeyeHb NekapCTBEHHbIX Npenapartos,
npoLledLLInx rocy1apCTBEHHYI0 perncTpauuio, nepedeHb hapMaueBTUYeckUX cybCcTaHUMiA, BXOOALLMX B COCTaB
nekapcTBEHHbIX NpenapaTos, 1 crieayoLlyo NHopMaLmio:

1) B OTHOLLEHWM NeKapCTBEHHbIX NpenapaTos:

a) HaMMeHoBaHWe NeKapCcTBEHHOro npenapara (MexayHapoAHoe HenaTeHTOBaHHOe WM XMMUYeckoe W
TOProBoe HavMeHOBaHUS);

6) NnekapcTBeHHas popmMa C ykasaHMeM [OO03UPOBKM eKapCTBEHHOro npenapaTa U ero KonvyecTea B
NoTPebuUTEenbCKON YNakoBKe;

B) HAaMMeHoBaHWe pa3paboTynka NekapCTBEHHOro Npenapara;

r) HauMeHoBaHWe 1 agpec NPOM3BOAMTENS NeKapCTBEHHOIO Npenapara;

[) dhapmakoTepaneBTMyeckas rpynna fekapcTBeHHOro npenapara;

€) NokasaHusl 1 NPOTNBOMNOKa3aHNsA K NPUMEHEHMIO NeKapCTBEHHOrO Npenapara;
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) NoOoYHbIE AENCTBUS NTEKapCTBEHHOIO Npenapara;

3) CPOK rOAHOCTY NeKapCTBEHHOro npenapara;

1) YCroBUSA XpaHeHUs nekapCTBEHHOro npenapara;

K) yCrnoBusi OTNycKa fekapCTBEHHOro npenapara;

n) Homep apMakonernHon cTaTbM UM B Cryvyae ee OTCYTCTBUS HOMEep HOPMaTMBHOW [OKyMeHTauum
nMBo HOPMAaTUBHOIO AOKYMEHTA;

M) JaTa rocyfapCTBEHHOW perucrpaLmm nekapcTBEHHOro npenapaTa 1 ero permcTpauuoHHbIA HoMep;

2) B OTHOLUEHUN (hapMaLIEBTUYECKMX CyBCTaHLMI:

a) HaumeHoBaHWe hapMaLleBTUYECKOW cybCcTaHLMKM (MexXayHapoaHOoe HenaTeHTOBAHHOE UM XMMNYECKOoe
N TOProBoe HanMeHoOBaHUS);

©) HaumeHoBaHVEe U agpec NPoM3BOAMTENSA hapMaLlEBTUYECKON CyOCTaHLMK;

B) CPOK rogHOCTM dhapMaLeBTMYECKON CybcTaHumK;

r) yCnoBusl XxpaHeHus hbapmaueBTUdeckon cybctaHumu;

4) HoMep dhapMaKkonernHon cTaTbM UM B Cryvyae ee OTCYTCTBUS HOMEep HOPMaTMBHOW OOKyMeHTauum
nMbo HOPMaTUBHOIO AOKYMEHTA.

2. dapmaLleBTMYECKasn cyOCTaHUMs, HEUCNoNb3yeMas npu MNPOM3BOACTBE JIEKAPCTBEHHbLIX MpPenapaTos,
MOXeT ObITb BKIHOYEHA B rOCYJAPCTBEHHLIN PEECTp NEKAPCTBEHHbLIX CPeACTB Ha OCHOBaHWMM  3asiBEHMS
pa3paboTynka, Npon3BoaUTENS NEKapCTBEHHONO cpeacTBa NGO YNOMHOMOYEHHOTO UMW HOPUMONYECKOro nmua
npv YyCrnoBUW NPOBEAEHMS B OTHOLIEHUN TakoM bapmaueBTUYECKOM CyOCTaHUMM 3SKCNepTu3bl KadecTBa
hapmaLeBTMYECKON CyGCTaHLMM B NOpsiAKe, yCTaHOBIEHHOM HacTosiwero degepanbHOro 3akoHa.

3. Nopsagok BeaeHUs rocygapCTBEHHOrO peecTpa NeKkapCTBEHHbIX CpeacTB  And  MeauUMHCKOro
NPUMEHEHUs U NOPSAOK BeAEeHUs rocyapCTBEHHOIO peecTpa NekapCTBEHHbIX CPEeACTB AN BeTepuHapHOro
NPUMEHEHUs YTBEPXAAKTCS COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM befieparbHbiM OpraHoOM WUCNONHUTENBHON
BracTu.

CraTbsa 34. OkcnepTm3a KadecTBa hapmaLeBTUYeCKOM cybCcTaHuum, Hencnonb3yemor Npyu NpPov3BOACTBE
neKapCTBEHHbIX NpenapaTos

1. [Ona BkMoYeHus apmaueBTUYECKONW  cyOCTaHUMM,  HEeucnosnb3yemoh npu  MNpOU3BOACTBE
nekapcTBEHHbIX NpenapaToB, B rOCYJapCTBEHHBIN peecTp NeKapCTBEHHbIX CPeacTB, MPOBOAMTCS 3KCnepTu3a ee
KauyecTBa.

2. OkcnepTu3a KayecTBa yKasaHHOW B HacTosilLen cTaTbM papmaueBTMYeckon cybcTtaHuum,
COCTaBreHne KOMUCCUEN SKCMEPTOB 3aKkMOYeHUn NO pesynbTaTtaM TakoW 3KCNepTU3bl U UX HarnpasneHue B
YNOMHOMOYEHHbIV (befiepanbHbI OpraH UCMOMHUTENbHOW BMacTy OCYLLECTBNATCA B CPOK, HE MpeBbiLlatoLLniA
wectugecatm pabounx OHEN CO OHSI MOMyYEeHWUst SKCMEPTHbIM YYPEXAEHUMEM COOTBETCTBYIOLLEIO 3agaHus
YNONMHOMOYEHHOro heepanbHOro opraHa UCNOMHUTENbHOW BNACTN U JOKYMEHTOB, yKa3aHHbIX B -Iﬂ
bacTtn 3 cTatbK 1§ HacTosLwero denepanbHOro 3akoHa.

3. lns npoBeAeHWst 3KCNepTM3bl KaYecTBa yKka3aHHON B HacTosLLen cTaTb (hapmaLeBTUYECKOM
cybcTaHuum 3asBuTEeNb NPEACTABNSAET B YNONIHOMOYEHHbIV doeeparbHbI OpraH UCMONTHUTENbHON BNacTu:

1) 3agBneHuMe O BKNIOYEHUMUM B T[OCYJAPCTBEHHbLIN peecTp MNeKapCTBEHHbIX CPeACTB [aHHOW
hapmaLeBTMYECKON CcybCcTaHLnK;

2) DOKYMEHT, NOATBEPXAaoLWUIN ynnaTy rocyaapCTBEHHON NOLLUMMHBI 3@ BKNOYeHUE dapMaLeBTUYECKOn
cybcTaHuumn, Hemcnonb3yemowm npu NPOM3BOACTBE JIEKAPCTBEHHLIX MNPenapaTtoB, B rOCy4apCTBEHHLIN peecTp
nekapcTBEHHbIX CPeaCTB;

3) IOKYMEHTBbI, yKasaHHble B iyHkTax 4 - [/ yactu 3 ctatbm 1§ HacToswero ®eaepansbHOro 3akoHa.

4. B TeyeHue NSATU pabouMx OHEN CO AHSA MPUHATUSA 3asBMIEHUS O BKIIIOYEHWM YKa3aHHOW B
HacTOosILLEN cTaTbW hapMaLeBTUYECKOW CyOCTaHUMM B TOCYAAPCTBEHHbLIA PEEeCTp IEKapCTBEHHbIX CPEACTB U
[IOKYMEHTOB, nepeyncrneHHblx B Hactu 1| v piyHkTe 2 yacTn d HacTosiel  cTaTbM,  YNOMHOMOYEHHbIIA
denepanbHbIN OpraH UCMOMHUTENbHOW BRacTu:

1) npoBOAMT NPOBEPKY NONHOThLI AaHHbIX, COAEPXAaLUUXCH B NpeAcTaBrneHHbIX 3asBUTeNeM JOKYMEHTaX;

2) NpyHMMaEeT peLUeHre O HanpaBrneHUn B SKCNePTHOE yupexaeHne 3aJaHnsa Ha NpoBeAeHNE IKCNepTuUsbl
KayecTBa yka3aHHOW B HacTosiLLeN cTaTbk bapmaueBTUYeCcKon cybcTaHuum nnm o6 oTkase B TakoMm
HanpasneHuu;

3) yBegomnsieT B MUCbMEHHOW (hopMe 3asiBUTENA O MPUHATOM pelleHMM UMnM B Ccfyvae oTkasa C
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yKkasaHveMm npuymH Takoro oTkasa.

5. OcHoBaHMeM ansi oTka3a B _HanpasrieHWW B IKCMEPTHOE YYpexaeHwe 3ajaHus Ha npoBedeHue
3KCMepTU3bl KavyecTBa yKasaHHOW B HacTosilen cTaTbu hapmaueBTUYeckon cybcTaHuMn siBNsieTcs
HenpeacTaBneHne JOKYMEeHTOB, NepeyncrieHHbIx B Hactu 4 n fiyHkTe 2 YyacTu 3 HacTosLLeil CTaTby.

6. B TeueHve naTHaguaTtu pabounx gHen co AHA NoMyyYeHusl peLleHns YyNoNHOMOYeHHOro deaeparnbHOro
opraHa WMCMNOMHUTENbHOW BNacTM O HanpaBfieHMU B 3JKCMEpPTHOE YyupexaeHwe 3ajaHus Ha nposedeHve
3KCMepTU3bl KayecTBa yKasaHHON BHaCTOﬂLLI,eVI cTaTtby (hapmaueBTudeckon cybcTtaHumMmu 3asiBuTenb
npeacTaBnsieT B 3KCMEPTHOE yypexxaeHue Ans npoBeaeHns AaHHONM akcnepTusbl obpasubl apmaleBTUyYeckom
cybcTaHuum B KONnyecTee, HeO6XoAMMOM AN BOCMPOM3BEOEHUS METOAOB KOHTPONA KayecTBa. OKCMepTHoe
yypexgeHue npu nonyyeHun o6pasLoB yKasaHHOW B HacToswen cTaTbM dapMaLeBTUYECKON
cybcTaHUuuM BblgaeT 3asBUTENO AOKYMEHT, MOATBEPXAAlLWMA norydeHne 3Tux obpasuoB, M B CPOK, He
npeBbIIaWMA Tpex paboumx AHen, yBedoMNseT B NWUCbMEHHOW ¢opMe 06 3TOM  YMNONHOMOYEHHbIV
degepanbHbIi OpraH MCNOMHUTENBHOW BriacTu. OTU CPOKU HE BKIOYAKTCA B CPOK MpoBefeHWns [aHHOW
3KCMepTU3bI.

7. [JOKyMeHTbl, NOCTYMUBLUME B OKCMEPTHOE YypexaeHuwe AONnd npoBedeHus SKCnepTusbl KayecTsa
yKkasaHHON B HacToslen cTatbn papmaueBTUYECKOW CcyOCTaHumMM, noanexart Bo3BpaTy B
YMOSTHOMOYEHHbIN befeparnbHbll  OpraH WCMONHUTENbHOMW BMacTM OOHOBPEMEHHO C  3aKMIOYEHUsSMU Mo
pesynbTaTtamM NpoBeAEeHHON 3KCMepTU3bI.

8. B cpok, He NpeBbIWaLLmMin NATM pabounx AHeN co AHSA MOSyYeHNs 3aKMYeHNst KOMUCCUM 3KCMepToB
no pesynbTataMm SKCNepTM3bl KayecTBa Yyka3aHHOM B HacTosilen cTaTbn hapmaueBTUYECKON
cybcTaHuum, YyNoNMHOMOYEHHbIN doeaepanbHbli OpraH MCNOMHUTENbHOW BNacTu:

1) ocyLlecTBNSAET OLEHKY Takoro 3aknioveHWss ONs OnpederieHnst ero COoOoTBETCTBUSA 3aJaHuio Ha
npoBeaeHne JaHHOW 3KCNepTU3bI;

2) NpUHMMaET peLleHne O BKIIOYEHWU YKasaHHOW B HacTosilen ctaTbl papmaueBTUYECKOn
cybcTaHUMM B rocyqapCTBEHHbI peecTp NeKapCTBEHHbIX CpeacTB unu pelleHne o6 oTkase B TakoMm
BKITHOYEHNN;

3) BHOCUT MpPU MPUHATUN PELIEHUS O BKIOYEHUU YKa3aHHOW B HacTosilen cTaTbu
dapmaLeBTMHECKON CyOCTaHUMM B rOCYAApPCTBEHHbIA PEecTp JeKapCTBEHHbIX CPEACTB MpeayCMOTPEHHYHO
nyHkToMm 2 yactu 1 ctathbn 33 HacToswero deaepanbHOro 3akoHa MHMOpMauMio U yeeaomnseT o6 3ToM B
NMCbMEHHOW hopme 3aaBUTENS.

CtaTbsa 35. HOBTOpHOG npeacraBneHne nekapcrBeHHoro npenaparta, He npoiweatllero Focyﬂ,apCTBeHHOVI
perncTpaumnm nekapCTtBeHHbIX npenapartoB, Ha rocy4apCTBEHHYO pernctpaunio nekapCTBeHHbIX npenapatoB

nOBTOpHOG npeancraesneHne B COOTBeTCTByPOLLI,MVI yl'IOJ'IHOMO‘-IeHHbII7I cbep,epaanblVl opraH
NCMONHNTENBHON BRacTn NeKapCTBEHHOro npenaparta, He npolwegliero rocy,qapCTBeHHoﬁ permncrpauunmn
NleKapCTBEeHHbIX MNpenapaTtos Wiy nony4ymBLlero OTka3 B yKa3aHHOl7I pernctpaunmm 1 BnocneagcTtesnn
nogseprwierocA M3MeHeHuro B 4aCTu ero CocCTaBa, paccMaTpuBaeTCA KakK npeacraBiieHne HOBOro
NlekapCTBeHHOro npenaparta Ha ero rocygapCrBeHHyH permcrtpaumio He3aBUCMMO OT COXpaHEeHuA ero
nepBnM4YHOro HaMMeHoBaHUA.

CraTbsa 36. ObxanoBaHue peleHnss 00 OTKa3e B Bblgade paspelleHusl Ha NpOBEAEHME KITMHUYECKUX
nccrnefoBaHUn NEKapCTBEHHOMO Mpenapata unu peweHns o6 oTkase B roCygapCTBEHHOW perncrpaumm
neKkapCTBEHHOro npenapara

PelueHne COOTBETCTBYIOLLENO YMNONMHOMOYEHHOIO hefepanbHOro opraHa MCMofiHUTENbHON BnacTu o6
oTKase B Bblaaye paspelleHns Ha NpoBeAeHne KNMHUYECKMX WCCNEeaoBaHuii NeKkapcTBEeHHOro npenapaTta unm
pelleHne 06 oTKase B rocyqapCTBEHHOWN perMcTpaummn nekapcTBEHHOro npenapaTa MoXeT GbiTb 06XanoBaHo B
nopsake, yCTaHOBINEHHOM 3aKkoHoAaTenbCcTBOM Poccuiickoi degepaumu.

Cratba 37. WHdopmaumsa, cBsA3aHHas C  OCYyLIeCTBNEHWEM  [OCydapCTBEHHOW  perucrpauuu
NeKapCTBEHHbIX MpenapaTtoB, WHQoOpMauMa O 3aperncTpUpOBaHHbLIX NEKAPCTBEHHbLIX MpenapaTtax W
nekapcTBEHHbIX NpenapaTtax, UCKIMIOYEHHbIX 13 FOCYyJapCTBEHHOrO peecTpa NekapCTBEHHbIX CPeaCcTB
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1. CoOTBETCTBYOLLUIN YNONTHOMOYEHHBIN dheaepanbHbIi opraH UCMOMNHUTENBHOW BNAcTN pa3MeLLaeT Ha CBOEeM
oduumnansHoM cante B cetun "VIHTepHeT" mHdopMaLMio, CBA3aHHY0 C OCYLLEeCTBIEeHMeM rocyaapCTBEHHON
peructpaunmn nekapcTBEHHbIX NpenapaToB, B TOM YMCIE NPOBELEHMEM 3SKCMEPTU3bl NEKAPCTBEHHbIX CPeacTs,
MHOPMaLMIO O 3aperuCTpPUpOBaHHbIX JIEKAPCTBEHHbLIX Npenapatax W JeKapCTBEHHbIX MpenapaTtax,
NCKIOYEHHbIX N3 rOCYLapCTBEHHOIO peecTpa JIeKAapCTBEHHbLIX CPEeACTB, HE NO3OHEE YeM 4Yepe3 NATb paboumx
OHel co OHA MOMy4vyeHusi COOTBETCTBYHOLUM YMNOMHOMOYEHHbIM bedepanbHbIM  OpraHoOM  UCMOMHUTENbHOW
BNacTu 3asiBfieHUs 0 rocyJapCTBEHHOW perncTpauum nekapCTBEHHOro npenapara.

2. Cpoksn ” nopagok pasMelleHust YyKasaHHoOW B m HacToslllen cTaTb  MHOpMaLmK
yCTaHaBNMBaKTCS YNONIHOMOYEHHbIM cheepanbHbIM OpraHoM UCNONHUTENBHON BNAcTHU.

Mnaea 7. KNMHWYECKUE UCCNEAOBAHUA NEKAPCTBEHHbIX
NPEMAPATOB AnA MEAULMUHCKOIO NPMMEHEHUA, OTOBOP
Ob X NMPOBEAEHUU, NMPABA NMALUMEHTOB, YHACTBYIOLWWUX
B 3TUX UCCNEOOBAHUAX

CtaTbsa 38. KnuHnyeckne nccrnegosaHus NeKapCTBEHHbIX NMpenapaTtoB And MeguLMHCKOro npuMmeHeHun4

1. KnuHnyeckne uccrneqoBaHus NeKapCTBEHHbIX MpenapaTtoB AN MEAWLMHCKOrO MpUMEHEHUs!, B TOM
yucne MeXxayHapodHble MHOTOLEHTPOBbIE, MHOMOLEHTPOBbLIE, MOCTPErMCTPAUMOHHbIE, MNPOBOAATCA ANS
rocyJapCTBEHHOM perucTpaummM JeKapCTBEHHbIX MpenapatoB WM MHOTO NpedHasHayeHust B OOHOW  MIu
HECKOINbKUX MEOULMHCKUX OpraHusauusix B COOTBETCTBMM C MpaBuiaMu  KIUHWYECKOW  MPaKTUKK,
YTBEPXKAEHHBIMU YMONTHOMOYEHHbLIM befeparnbHbIM OpraHoOM MWCMOSHUTENBHOW BracTW, COOTBETCTBEHHO B
cnegyownx uensx:

1) yctaHoBneHve 6e30MacHOCTM NEKAPCTBEHHLIX MpenapaToB AMfs 340pPOBbLIX J0OpoBOMbLEB U (MNK)
NepeHoCMOCTM MX 300POBbIMM LOGPOBONbLAMMU, 3a WUCKITHOYEHUEM TakMX WCCNEOOBaHUA NeKapCTBEHHbIX
npenapaToB, Npou3BeaeHHbIX 3a npeaenamu Poccuiickon ®enepauuu;

2) non6op onTUMarbHbIX A03UPOBOK IEKAPCTBEHHOTO Mpenapata U Kypca fedeHus Ans nauueHToB C
onpefeneHHblM 3aboneBaHMeM, ONTUManbHbIX [03 WM CXEM  BakuMHaUUMM  MMMYHOOMOMOrMYeCKMMM
nekapCTBEHHbLIMU NpenapaTaMmy 300poBbIX 0OPOBOMLLEB;

3) yctaHoBneHne 6e30nMacHOCTU NIeKAapCTBEHHOro NpenapaTta n ero 3dEeKTUBHOCTM AN NaLWEHTOB C
onpeferneHHbiM 3abonesaHneM, NpodunakTMyeckon ahPEKTUBHOCTM MMMYHOOMONOIMYECKMX NEKAPCTBEHHBLIX
npenapaToB A8 300PO0BbIX JOOPOBOSbLEB;

4) n3y4eHne BO3MOXHOCTU pacLUMPEHUs NoKa3aHWi AN MEOULMHCKOTO NMPUMEHEHUS U BbISIBNEHUSA paHee
HEN3BECTHbIX MOBOYHbIX AEACTBUI 3aperMcTpUpPOBaHHbIX NIeKapCTBEHHLIX NpenapaTos.

2. B oTHOWeHUN BOCNPOM3BEAEHHLIX NEKAaPCTBEHHbIX MpenapaTtoB AN MEeOUUMHCKOrO MNPUMEHEHNUS
NPOBOASATCA WCCneaoBaHNst OBUO3KBUBANEHTHOCTU U (UNKN) TepaneBTUYECKOW 3KBMBANIEHTHOCTU B MOpPSAAKe,
YCTaHOBMNEHHOM YMNOMHOMOY€EHHbIM dheeparnbHbIM OPraHOM UCMOSTHUTENBLHOW BNAacCTU.

3. OpraHuzauuo nNpoBedEHUS KIMMHUYECKUX WCCNeaoBaHWiA JeKapCTBEHHOrO Mpenapata  Ans
MeOULMHCKOrO NPUMEHEHUS BNPaBe OCYLLECTBNATL:

1) paspaboTuymk NnekapcTBEHHOro Npenapara UM ynosIHOMOYeHHOEe UM NNLLO;

2) oOpasoBaTtenbHble YyYpexOoeHus  Bbicllero npodpeccnoHansHoro  obpasoBaHus u - (Unn)
obpasoBaternbHble y4pexaeHUs A0NONHUTENBHOIO NPodeccMoHanbHOro 06pasoBaHuUs;

3) Hay4Ho-uccnegoBaTenbCKMe opraHn3aLlmm.

4. KnuHunyeckMe wccrnefoBaHWsl JIEKAPCTBEHHbIX MpenapaToB AN MEOMLUMHCKOrO  MPUMEHEHUS
NPOBOASATCA B NOPSAAKE, YCTAHOBIIEHHOM - B2 Hactosiwero denepanbHoro 3akoHa, Ha OCHOBaHMU
paspelleHns Ha npoBedeHMe KIMHUYECKOro UccnefoBaHWUs NeKapCTBEHHOro npenapaTta, BblAaHHOMo
NOTHOMOY€EHHbIM dheeparnbHbIM OPraHOM UCMOSTHUTENbHOW BNAcTh, B COOTBETCTBMM C LENSAMN, YKa3aHHbIMA B
HacTosLLeln cTaTbn. YNONMHOMOYEHHbIM dbefeparnbHbli OpraH UCMONHUTENbHOW BRacTu BedeT peecTtp
BblJAHHbLIX pa3spelleHnii Ha MNpPOBEAEHUE  KIMHUYECKUX WCCNEeOOBaHWA  NEeKapCTBEHHbIX MpenapaTos,
CcofepXaLlMin yKasaHne Ha UX Liefb Ux Lenu, B YCTAHOBITEHHOM 3TMM OpPraHoM nopsiake.

5. B cnyyae ocyuwectBneHna rocygapCTBEHHOW  perucrpaumMmM  nekapcTBEeHHOro npenapara
rocygapCTBeHHas MowfvHa 3a MpPOBEeAEeHWE SKCNepTu3bl [AOKYMEHTOB AN MONyYeHMs paspeLleHnin Ha
NpoBeAEHNE KIMHUYECKNX WCCNEeOOoBaHWA NEeKapCTBEHHOTO npenaparta Ans MeOUUMHCKOTO MNPUMEHEHUST U
3TMYECKON 3KCNepTU3bl Npu obpalleHun 3a rocydapCTBEHHOW perncTpaumelt fekapcTBEHHOrO npernaparta B
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COOTBETCTBUM C LIeNbIo UMK LensiMy, YkasaHHbIMU B HacTosLLen cTaTby, ynnaymBaeTCa OAHOKPaTHO.

6. K opraHusaumm npoBedeHUs KIMHUMYECKMX WCCNedoBaHMA  NEeKapCTBEHHOro npenaparta  Aans
MEeOULMHCKOrO NMPUMEHEHUS pa3paboTYMKOM NIEKAPCTBEHHOIO MpenapaTta MOryT MnpuBrekaTtbcs opuandeckue
nvua nbo opraHM3aunoHHO-NPaBoBoOM OPMbI NPY YCNOBUK 0BecneveHnss COOTBETCTBUSA 3TUX UCCIeS0BaHNUI
TpeboBaHMsM HacTosiero ®egepanbHOro 3akoHa.

7. KnuHudeckue wuccrnegoBaHna NeKapcTBEHHbIX MpenapaTtoB  ANns  MeAULMHCKOrO  MpUMEHEeHUs
NPoOBOAATCA B MEAMLMHCKUX OpraHu3auusax, akkpeOuMTOBaHHbIX YMNOMHOMOYEHHbIM deaepanbHbIM  OpraHoMm
WCNONMHUTENBLHOW BNacTu B Nopsaake, yctaHoBneHHoM [NpaButenscTBoM Poccuiickon degepaumm.

8. lNepeyeHb MeguUMHCKMX OpraHusauun, MMerLmux npaBoO MNPOBOAUTL KIIMHMYECKME WCCnenoBaHust
NeKapCTBEHHbIX MpenapaTtoB ANd MEeOUUMHCKOro MNPUMEHEHUSA, W pPeecTp BblOaHHbIX paspelleHnin Ha
NpoBeAEHNE KITMHUYECKNX UCCNEOOBaHNIA NEKapCTBEHHbIX MpenapaTtoB onyOnMKOBLIBAIOTCA M pas3MeLlalTcs
YNOMHOMOYEHHbIM heepanbHbIM OpraHoM UCNONHUTENBHOM BflacTM B YCTAHOBIIEHHOM WM MOpsiAKke Ha CBOEM
odumumanbHom cante B ceT "MIHTepHeT".

Cratbsa 39. MexayHapooHOe MHOroLLEeHTPOBOE KMMHMUYECKOE NccnefoBaHUe nekapcTBEHHOro npenapara
ONst MeOUMUMHCKOro NPUMEHEHUS UM NOCTPErmcTpaumoHHOE KITMHUYECKOE WCCnefoBaHME NeKapCTBEHHOro
npenapaTta gns MeauunMHCKOro NpUMeEHeHUs

1. MexayHapogHOe MHOMOLLEHTPOBOE KITMHUYECKOE WCCMefoBaHME NIEKAPCTBEHHOro npenapaTta Aans
MeOULMHCKOrO NPUMEHEHUST Ha TeppuTopun Poccuiickon defepaumm unu MnocTpPerMcTpaumoHHOe KITMHUYEeCKoe
nccrnefoBaHNe NeKapCTBEHHOMO npenaparta A MeAUUMHCKOro MNPUMMEHEHMST MPOBOAUTCA Ha OCHOBaHUU
paspelleHnss Ha MpoBeAEeHNE KIMHWYECKOTO WCCIeAoBaHMsA  FIekapCTBEHHOro MpenapaTta, BblOAHHOIo
YMONTHOMOYEHHbLIM  (befepanbHbIM  OPraHOM — UCMOSMHUTENBHOW  BNactM Mo pesynbTataMm  3KCnepTu3bl
JOKYMEHTOB, HEOOXOAMMbIX 41151 MONYYEHUS paspeLLeHnst Ha NPOBEAEHNE MEXLYHAPOOHOro MHOrOLEHTPOBOroO
KNMMHUYECKOrO UCCrefoBaHUS  JIeKapCTBEHHOrO Mpenapata WM NOCTPErMCTPaLMOHHOIO  KITMHMYECKOTO
nccrnefoBaHUsA NekapCTBEHHOMO Npenapara, U 3TUYECKO 3KCNepTU3bl.

2. [Ina nonydeHusi paspelleHusi Ha MNpPOBEAEHME MEXAYHapOOHOr0 MHOMOLEHTPOBOIO  KIMHUYECKOro
nccrnefoBaHus NeKkapCTBEHHOMO Mpenapata Anst MeOUUUHCKOTO MPUMEHEHUS WM NMOCTPErMCTPaLMOHHOIO
KINMHUYECKOrO MCCreAoBaHMs NIEKapCTBEHHOrO nNpenapara 418 MeauuMHCKOro NPUMEHEHNST B YNOMHOMOYEHHbIN
dheepanbHbI OpraH UCNONMHUTENBHOWN BracTu 3asBUTENb NPeACTaBNseT:

1) 3asBneHne o Bblgaye paspeLleHnst Ha NPoBeAEHNE MEXOYHAaPO4HOrO MHOTOLIEHTPOBOMO KINMHUYECKOTO
nccrnefoBaHUs NeKkapCTBEHHOMO Mpenapata Anst MeOUUUHCKOrO MPUMEHEHUS WM NMOCTPErMCTPaLMOHHOIO
KINMHUYECKOrO UCCNeA0oBaHMS NekapCTBEHHOIO nNpenapaTa Anst MeguUUHCKOro NpUMEHEHUS;

2) OOKYMEHT, MoaTBepXXOaloLluin ynnaTty rocydapCTBEHHOW MOLUMMHBbI 32 Bblgayy paspelleHus Ha
NpoBeAEeHNE MeXAYHapOOAHOro MHOrOLEHTPOBOIO KIMHWYECKOro MCCnefoBaHWsl NeKapCTBEHHOrO npenapaTta
AN MeANLMHCKOIo NPMMEHEHUS UMW TOCYAapCTBEHHOW MOLUMMHbI 3a Bblgadvy paspelleHusl Ha npoBedeHue
NMOCTPErNCTPaLMOHHOIO  KITMHUYECKOTO UCCRefoBaHUs ekapCTBEHHOrO npenapata  Ans  MeLMLUHCKOro
NPYMEHEHNS;

3) oT4eT O AOKIIMHMYECKMX UCCINELOBAHMUAX JIEKAPCTBEHHOIO CPeACTBA M OTYET O NPOBEAEHHbLIX paHee
KNMMHUYECKUX UCCIeJ0BaHUSIX NEKAPCTBEHHOMO Npenapara Ans MeauUMHCKOro NPUMEHEHNS (NP Hanu4mm);

4) NpoeKkT MpPOTOKONa KIMHUYECKOro WCCNeaoBaHWsl NEKapCTBEHHOrO npenapaTta Ans MeguumMHCKOro
NPYMEHEHNS;

5) 6Gpowtopy uccnepoarens;

6) MHPOPMALMOHHBIN NIMCTOK NaUMEHTAa, YH4aCTBYIOLLENO B KIMHUYECKUX UCCNELOBaHUSAX JIEKAaPCTBEHHOIO
npenapaTa ans MeguLUUHCKOro NpUMeHeHUs;

7) cBegeHus ob onbiTe paboTbl UccrnefoBaTenen No COOTBETCTBYHOLLMM CNELMAnbHOCTAM U MX OnbiTe
paboTbl N0 NPOBEAEHUIO KITMHUYECKUX UCCIEAOBaHWN;

7.1) cBegeHMs 0 MEANLIMHCKNX OpraHmn3auusx, B KOTOpbIX Mpegnosnaraetcsa MnpoBefeHNe KITMHUYECKOro
nccrnefoBaHUs NeKapCTBEHHOIO npenapata Ans  MeOUUMHCKOTO NpUMeHeHust (MONHOe M COoKpalleHHoe
HaVMEHOBaHWUsl, OpraHU3auMoOHHO-NpaBoBass oOpMa, MECTO HaxOXOEHUs U MECTO  OCYLLEeCTBIIEHMS
aesitensHocTn, TenedoH, Tenedakc, agpec 3NEKTPOHHON MOYTbl MEANLIMHCKOW OpraHnu3aumn);

(n. 7.1 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-d3)

7.2) Nnpegnonaraemble CPOKM NPOBEAEHNS KIMHUYECKOrO UCCNEeL0BaHUS fIekapCTBEHHOMO NpenapaTa Ans

MEeOULMHCKOTO NPUMEHEHUS;
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(n. 7.2 BBegeH ®enepanbHbiM 3akoHoMm oT 11.10.2010 N 271-03)

8) konuio poroBopa 00A3aTeNbHOrO CTPAxOBaHWsi, 3aKMOYEHHOTO B COOTBETCTBUM C  TUNOBLIMU
npaBunamy 06s13aTenbHOro CTpaxoBaHusl, C ykazaHWeM npeaernbHON YACAEHHOCTU NauMeHTOB, Y4acTBYOLWMX B
KNUHUYECKOM MCCnefoBaHUM NekapcTBEHHOro npenapaTa Ans MeauUMHCKOro NpUMeHeHus;

(n. 8 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-03)

9) MHdopMaLMIo O CoCTaBe NeKapCTBEHHOMO npenaparta Afs MoSfyYeHus paspelleHus Ha nposefeHue
MeXOYHapOAHOTO  MHOFOLEHTPOBOIO  KIMHWYECKOro  MCCregoBaHWs  feKapCTBEHHOro npenapata  Ans
MeaMLMHCKOro NpUMeHeHus;

10) OOKYMEHT, COCTaBMneHHbIN NPON3BOAUTENEM fTEKapCTBEHHOIO Npenapara u cogepXalwnin nokasatenu
(xapakTepucTuku) nekapcTBEHHOro npenaparta, MNPOU3BEAEHHOrO AN MPOBeAeHUs  KIMHUYECKUX
nccriefoBaHui.

(n. 10 B pea. ®epepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3. B cpok, He npeBbllaloWWii NATU paboumx AHEN CO OHA MPUHATMA ykasaHHoro B pyHkTe 1 yactn 4
HacTosILLEN CcTaTbW 3asBMNEHUs UM HeobXoAMMbIX [OKYMEHTOB, YMONTHOMOYEHHLIN enepanbHbili opraH
WCNOSMHUTENBLHOW BNacTu:

1) NpoBOAMT MPOBEPKY MOSHOTHI U OOCTOBEPHOCTW CBeAeHWW, cogepXawmuxcsa B NpeAcTaBeHHbIX
3aaBUTENEM AOKYMEHTaX;

2) npuHMMaeT pelleHne O NPOBEAEHUN 3IKCMEepTU3bl AOKYMEHTOB ANs MOfyyYeHus paspelleHus Ha
npoBefeHue MexayHapoOHOro MHOrOLEHTPOBOro KIMHWYECKOro MccnefoBaHWs NekapcTBEHHOro npenaparta
ANA MEOVLMHCKOrO NPUMEHEHNUS UM NOCTPErUCTPALMOHHOIO KIMMHUYECKOrO WUCCreoBaHUs fekapCTBEHHOro
npenaparta Ans MeAMUMHCKOrO NMPUMEHEHUs U 3TMYeCKOM 3kcnepTusbl nubo o6 oTkaze B MpoBedeHuu
yKa3aHHbIX 3KCNepTus;

3) yBegoMmnseT B NUCbMEHHOW popMe 3asdBUTENS O MPUHATOM PELUEHUU UNU B Clydae MNPUHATUS
peLueHns 06 oTkase C yka3aHMeM NpUYMH Takoro oTkasa.

4. OcHOoBaHWeM ONA OTKasa B NPOBEAEeHUM SKCNepTusbl JOKYMEHTOB AMS MOMyYeHUs paspelueHus Ha
npoBefdeHue MexayHapoOHOro MHOrOLEHTPOBOrO KIMHWYECKOro MccnefoBaHWs NekapcTBEHHOro npenaparta
ANA MEONLMHCKOrO NPUMEHEHNUS UM NOCTPErUCTPALMOHHOIO KIMMHUYECKOTO WUCCrefoBaHUs fekapCTBEHHOro
npenapata Ans MeAMLMHCKOro NpUMEHEHUS N 3TUMECKON IKCNEPTU3bl ABNSETCH NpeAcTaBneHne OOKYMEHTOB,
npeaycMoTPEHHbIX HacTosLleln cTaTbu, B HEMONHOM 06bemMe nMBO OTCYTCTBME B MPEACTaBIEHHbIX
JOKYMeHTax ncYepnbIBaloLLEro NepeyvHs HeobXoaUMbIX CBEAEHUA UMK MHAOPMaLUK, KOTOpble LOIMKHbI ObITb
OTPaXeHbl B HUX.

5. MNMpoBeaeHue akcnepTU3bl JOKYMEHTOB A8 NOMYyYeHUs paspelleHns Ha NPpoBeAEeHUe MeXayHapoaHOro
MHOFOLIEHTPOBOrO KMMHUYECKOrO UCCNEeAoBaHWs NekapCcTBEHHOro npenaparta Ans MeauuMHCKOro npUMEHeHUs
UM NOCTPErUCTPALMOHHOIO KIMHUYECKOTO MCCNefoBaHWs fekapCTBEHHOro npenapata Ans MeAuuUHCKOro
NPUMEHEHUS WM STUYECKOW 3JKCMepTU3bl M Bblgada paspelleHus Ha NpoBedeHne  MeXAyHapoOHOro
MHOFOLIEHTPOBOrO KMMHUYECKOrO UCCNEeAoBaHWs NekapCcTBEHHOro npenaparta Ans MeauuMHCKOro npUMEHeHUs
U1 NOCTPErUCTPALMOHHOIO KIMHUYECKOTO MCCNeaoBaHWs NeKapCTBEHHOro rnpenapata Ans  MeAuuUHCKOro
NPUMEHEHUs! OCYLLIECTBISAIOTCA B MOPAAKE, YCTAHOBIEHHOM -ﬁ HacTosiwero ®eaeparnsHoro
3aKoHa.

6. PeweHna o6 oTka3e B NpoBeOEHUU IKCNEPTU3bl [OOKYMEHTOB Afs MONyvYeHus paspelleHus Ha
npoBefdeHue MexayHapoOHOro MHOrOLEHTPOBOrO KIMHWYECKOro MccnefoBaHWs NekapcTBEHHOro npenaparta
ANA MEONLMHCKOrO NPUMEHEHNUST UM NOCTPErUCTPALMOHHOIO KIMMHUYECKOTO WUCCrefoBaHUs fekapCTBEHHOro
npenapata Ansa MeauUMHCKOro NPUMEHEHNS U 3TUYECKOW 3KCMepTU3bl U B Bblgave paspelleHns Ha npoBedeHne
MeXOYyHapOAHOIO  MHOFOLEHTPOBOIO  KIMHWYECKOro  WMCCregoBaHWs  feKapCTBEHHOro npenapata  Ans
MEOULMHCKOTO MPUMEHEHNS WU NOCTPErMCTPaLMOHHOIO KIMHUYECKOro UCCNeaoBaHUs  fNiekapCTBEHHOro
npenapata Ans MeOMUMHCKOrO MNpuMMEHeHns MoryT ObiTb o6anoBaHbl B Mopsigke,  YCTaHOBIEHHOM
3akoHoaaTenscTBoM Poccuickon depepaumm.

CtaTtbsa 40. npOBe,U,eHI/Ie KIMMNMHNYECKOro nccrnegoBaHna nekapcrBeHHOro npenapara gna mMeanunHCKoro
NpUMEeHeHUsA

1. PyKOBO,EI,I/ITeJ'Ib MEANLNHCKOMN opraHunsauunmn, KoTopada npoBoAUT KIMIMHWYECKOEe WunccrnegoBaHne
JleKapCTBEHHOrIo npenaparta and MegunumnHCKOro npuMeHeHuna, HasHa4aeTt uccriegosartensd, OTBEeTCTBEHHOro 3a
npoBeaeHne Takoro nccnengoBaHna 1 UMeoLLLero neqe6Hylo cneuynanbHOCTb, COOTBETCTBYHOLLYH MNMpoBOAMMOMY
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KNMMHUYECKOMY UCCEeL0BaHUI0 NIEKAPCTBEHHOIO NpenapaTa, Co cTaxeM paboTbl MO nporpammam  KnMHUYECKUX
nccnegoBaHUin NeKapcTBEHHLIX MpenapaTtoB HEe MEHee 4YeM NATb feT U No ero NpeanoXeHuto HasHadaet
couccnegosaTenen U3 Yicna Bpaden aTom MeguUNHCKON opraHn3aumm.

2. UccnepoBaTtenb ocywecTBNseT BbIOOP NauneHToB, KOTOPbLIE MO MEAWLMHCKMM NOKa3aHMUAM MOTYT ObiTb
npuBneYeHbl K y4yacTU0 B KMMHUMYECKOM WMCCNeAOoBaHUM NeKapCTBEHHOro npenapata Ans MeauLMHCKOro
NPUMEHEHNSA.

3. UccnepoBatenb 1 conccnegoBaTeny A0MKHbI ObITb 03HAaKOMIIEHBI C pe3ynbTaTaMmy OOKITUHUYECKOTO
nccnenoBaHMs NekapCTBEHHOro cpeacTsa, coaepallummmncs B Opolutope nccrnegoBaTens, NpoekToMm NpoTokona
KNMUHUYECKOro UccrieaoBaHus NekapcTBEHHOro npenapaTta Ans MeAuLUHCKOro NpUMeEHeHUs!, pas3paboTaHHbIM
pa3paboTYMKoM NnekapCTBEHHOro Npenaparta Unmn UHbIM KPUANYECKUM NULIOM, MNPUBIIEKAEMbIM K OpraHuM3auuu
NPoBeAEeHNA KITMHMYECKOro MCCreaoBaHUsa NEeKapCTBEHHOro npenapara Aans MeauuMHCKOro NpUMEHEeHUs, 1
Opyrumu MatepuanamMmu Takoro UccrnefoBaHus.

3.1. PykoBoguTens MEOULMHCKOM OpraHn3auum B CPOK, HE MPEBbILLAOWNA Tpex pabounx OHEN cCO AHSA
Hayana npoBedeHUs KIMHUYECKOrNO WCCRNedoBaHWA IEKapCTBEHHOro npenapata Aand  MeauuuHCKOro
NpuMeHeHus1, coobliaeT o6 3TOM B YMNOMHOMOYEHHLIN beaeparnbHbil OpraH MWCMOSNIHUTENBHOW BriacTw,
BblAaBLUWIA pa3pelleHne Ha NpoBeJeHNe Takoro MccnefoBaHus, No YCTaHOBEHHOW UM hopMme.

(vacTb 3.1 BBegeHa depepanbHbIM 3akoHOM OT 29.11.2010 N 313-93)

4. OpraHuszauun, OCYyLIECTBNAIOLME OpraHM3auuio npoBeaeHUs  KIMHUYECKOro  uccrneaoBaHus
nekapcTBEHHOro npenapara Ans MeAULMHCKOrO NPUMEHEHNS U ykasaHHble B Hactu 3 ctatbu 3§ HacTosLlero
dPepepanbHOro 3akoHa, B ClydYae HeOOXOAMMOCTU BHECEHWS W3MEHEHWA B  MPOTOKON  KIMMHUYECKOro
nccnegoBaHMst NeKapCTBEHHOro mnpenapata Ans MeaMUMHCKOro npumeHeHust coobuwaiT o6 3ToM B
YNOMHOMOYEHHbIV doefieparnbHbld OpraH WCMNONHUTENbHOW BMNAacTW, BblOABLUMW paspelleHne Ha npoBedeHue
TaKoro UccrneaoBaHuns, No yCTaHOBNEHHOW UM (bopMe.

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

4.1. ®opma coOOWEHMS O BHECEHUN W3MEHEHUMW B MNPOTOKON KIMHUYECKOro UCCreaoBaHus
nekapcTBEHHOro npenapara Ans MeAnLMHCKOro NpUMeHeHnst OMKHa coaepXaTtb crneayolne cBeaeHns:

1) HanmeHoBaHWe, MOeHTUMPUKALNOHHBIA HOMEP U JaTa NPOTOKONa KNMHUYECKOro UCCrefOoBaHus,;

2) [aTta BHECEHUS U3MEHEHUI B MPOTOKOI KIMHUYECKOro NccnefoBaHus;

3) HaMMeHOBaHWe 1 MeCTO HaxoXaeHUs 3asBUTENS;

4) HaMMEeHOBaHWE OpraHu3auuu, MpuBEYEHHON pa3paboTykoM JeKapCTBEHHOro npenapata K
opraHusaumv NpoBeAeHUs KNUHNYECKOro nccnefoBaHus (Npu Hannyum);

5) HaMMeHOBaHUA WM MeCTa HaxXOXOAEeHUs MeOMLMHCKUX OpraHusauumi, B KOTOPbIX NPOBOAUTCA
KNMHWYEeCKoe nccrneaoBaHue;

6) naTa Bblgaun paspelleHus Ha NpoBeaeHne KMMHUYECKOro uccnegoBaHms U HoMep 3TOro paspeLleHus;

7) N3MEHEHUs1, BHOCUMbIE B NMPOTOKON KIMMHUYECKOro UCCreA0BaHUS.

(vacTb 4.1 BBegeHa depepanbHbIM 3akoHOM OT 11.10.2010 N 271-03)

5. B cpok, He npeBblWalOWMN TpuaLaTn paboumx OHEW CO OHS MOMyYeHWst yKas3aHHOro B
HacTosILLE CTaTbM COOOLLEHUsI, YMNONMHOMOYEHHbIN deaepanbHbIl  OpraH  WUCMOMHUTENBbHOW  BMacTu
paccmMaTpuBaeT 3TO COODLLEHNE B YCTAHOBMEHHOM MM MOPSAAKE U NPUHUMAET peLleHNe O BHECEHUN N3MEHEHWI
B MNPOTOKON KMNHNYECKOro UccrieaoBaHus NekapCTBEHHOro npenapaTta anst MeaAMUMHCKOro NpUMeHeHnst unm ob
OTKa3e BO BHECEHMM TaKUX N3MEHEHUN.

6. KnuHunyeckoe wnccnegoBaHMe NeKapCTBEHHOro npenaparta Anst MeguuMHCKOro NPUMEHEHUS MOXET
ObITb MPMOCTAHOBNEHO WM MpPEKpaLLEHO, ecnyn B Mpouecce ero npoBedeHusi OOHapy)XeHa OonacHOCTb Ans
XW3HW, 300pOBbS NauMeHToB. B criyyae BO3HUKHOBEHWSA OMAacHOCTM [ANS JKM3HW, 300pOBbS MNauUeHTa,
y4acCTBYIOLLEro B KIMTMHUYECKOM UCCNeAOBaHUN NeKkapCTBEHHOro npenaparta Ansg MeAULMHCKOro npuMeHeHNus,
uccriegoBatenn 06s3aHbl  NpPoMHgopMMpoBaTb 06 3TOM PYyKOBOAWUTENS MEAWLIMHCKOW  OpraHmsauumn u
opraHmsaumio, NonyymnBLLYO paspeLleHre YNonHOMOYEHHOro oefeparnbHOro opraHa WCNOMHUTENBHOW BnacTu
Ha OpraHM3aumilo MNpoBEeAEHUS KIMHWUYECKOro WCCReaoBaHWsa neKapCTBEHHOro npenapaTta. PeweHne o
NPUOCTAHOBIEHNN KITMHUYECKOro NCCreaoBaHUs NEKapCTBEHHOIO npenaparta onad MeauuMHCKOro npuMeHeHUs
NPUHUMAIOT PYKOBOAUTENb MEOMLUMHCKOW OpraHusaumm n (unu) opraHusauusd, nonyymBlUas paspeLleHune
YNOMHOMOYEHHOro  doefepanbHOro  opraHa MUCMOMHUTENbHOM BNacTM Ha oOpraHusaumio  npoBedeHusi
KITMHMYECKOro MCCRneAoBaHNA NeKapcTBEHHOro npenaparta Ans MeauuMHCKOrO MNPUMEHEHUs, peLleHue o
npekpaLlleHnn Takoro uccnefoBaHus NPUHUMaeT YNONHOMOYEHHbIN deaepanbHbI opraH UCNONHUTENBHON
BMacTM Ha OCHOBaHUM COOOLLEHMS B MUCbMEHHOW hbopme pPYKOBOAMTENSA MELVLMHCKOW OpraHmsauun unm
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

opraHmsaumsi, NonyyYuBLLas paspeLleHne yrnonHOMOYEHHOro deepansHOro opraHa WMCNONHUTENbHOW BnacTu
Ha opraHu3auuio NPoBeAEeHUS KINUHUYECKOro UCCneoBaHUs NeKkapCTBEHHOro npenaparta And MeauLMHCKOro
NpPUMEHEHNSI.

7. B cpok, He MpeBbllWaAKWMIA NATU paboymx [OHEW CO [OHS 3aBepLUeHusi, MPUOCTAHOBMEHUSA UIK
npeKkpaLlleHnss KIMHUYECKOro uccneaoBaHUst NekapcTBEHHOro npenaparta Ang MeauuUMHCKOro  NpUMEHEHMs,
coobleHne 06 3TOM HanpasnseTcs OpraHu3auusiMu, ykasaHHbiMM B Hactu 3 ctatbn 3§  HacToswiero
denepanbHOro 3akoHa, B YNONHOMOYEHHbIV befiepanbHbIi OpraH UCMOMHUTENbHOM BacT N0 YCTaHOBMEHHON
um chopme.

8. ®opma coobuweHns O 3aBepllieHVWM, MPUOCTAHOBMEHMN UMM MpPEKpPaLleHMN  KITMHUYECKOTO
nuccneaoBaHMs NekapCTBEHHOro npenaparta Ang MeguuuHCKoro NnpuMeHeHUs AoMmKHa coaepXaThb:

1) UHhopmaLMo 0 MEOULMHCKOW OpraHu3auum Nnn MeguLMHCKUX opraHmsaumsx, npoBOAMBLUMX [aHHOe
uccnefoBaHue;

2) onucaHue AaHHOro uccrneaoBaHus;

3) paHHble uccneposaTenst (Pamunusi, MMsl, OTYECTBO, MeCTO paboTbl, 3aHMMaemas [LOJDKHOCTb,
cneumanbHOCTb, CTaX paboTbl MO nNporpammMam KIMMHWYECKUX WCCREeLOBaHUNM NEKapCTBEHHLIX MNpenaparos,
nepeyeHb KIMHUYECKUX WUCCREedOBaHW NeKapCTBEHHbIX MpenapaTtoB, B KOTOPbIX OH MpWHMManN y4yacTtue
(mepuoab! ydacTns) B kKadecTBe uccnenoBartens unu couccregoBatens);

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

4) pesynbTaT [aHHOrO WUCCrneAoBaHUSA (3aBeplueHue, NPUOCTAHOBIIEHUE UK npekpalleHue [LaHHOro
nccrnefoBaHus ¢ ykasaHMeM UX MPUYMH U BIMSIHASL Ha OLEHKY €ero pesynbTaToB, OOLLyl OUeHKY pucka u
OXMAaeMou norb3bl OT NPUMEHEHUST UCCNeayeMOro nekapcTBEHHOro npenapaTa, a Takke npeanonaraemble
AanbHerwmne 4encTeus).

9. YNonHoMou4eHHbIN befeparnbHbii opraH UCMOMHUTENBHOW BriacTu onyOnvMKoBbIBAET M pasMmeLlaeT Ha
CBOeM odmumanbHOM cante B ceTu "MHTepHeT" cooOlieHne O 3aBepLleHuM, MPUOCTAHOBMEHUN WIK
npekpaLleHnn KNMHUYECKOro uccnefoBaHnst NekapcTBEHHOro npenaparta And MeauuUHCKOro MpUMEHEHUS B
CPOK, He MpeBbILALWMIA NATU pabounx AHEN CO OHSI ero NONy4YeHUs, B yCTAHOBIIEHHOM UM MOpPSiaKe.

10. YnonHoMo4eHHbIN dheaepanbHbIi opraH UCNONHUTENBHOW BNAcTU OCYLLECTBRSEeT BeJeHWe peecTpa
uccnegosarenen, NPOBOAALLNX UMW MPOBOAMBLUMX KIIMHUYECKME UCCNeaoBaHUS NeKapCTBEHHbIX NpenapaTos
Ons MeOWUMHCKOro NpUMEHeHWsl, B COOTBETCTBUM C YTBEPXOEHHbIMW MM NpaBuniamu M pasMmeLLaeT ero Ha
cBoeM oduumansHoM canTe B ceT "HTepHET" B YCTAHOBMEHHOM MM Nopsaake. YKa3aHHbIN peecTp COOAepXUT
MHDOPMALIO, NPEAYCMOTPEHHYIO IYHKTOM 3 YacTu § HacToALLEN CTaTbu.

11. OTyeT 0 pesynbTaTax KIMHUYECKOro UccnegoBaHUs NekapCcTBEHHOMo npenapaTta Ans MeauLMHCKOro
NPUMEHeHNs COCTaBMAETCA OpraHvsaumell, ykasaHHoi B Hactu 3 ctathu 38 HacTosiwero ®eaepanbHOro
3aKoHa, Ha OCHOBaHWM 3aKkNiYeHU MeAULMHCKUX OpraHusauuin, npoBOAMBLUMX 3TO UCCnefoBaHue, U
npeacTaBnaeTcs B YNOTHOMOYEHHbIN dheepanbHblii opraH UCMOMHUTENbHOW BNacTy, BblAABLUWN paspeLleHue
Ha nNpoBefeHue 3TOro UccrneaoBaHus, B CPOK, HE MpeBblllalolWmi Tpex MecsileB CO [HSA ero 3aBeplueHus,
NPUOCTAHOBIEHUS UNU NPeEKpaLLeHnsi, B NOpsSaKe, YCTAHOBMEHHOM YNOMHOMOYEHHbIM eaeparnbHbIM OpraHoMm
WCNOSNTHUTENBLHOW BNacTu.

12. HapyweHve npaBun KIUHWUYECKOW MNPaKTUKWM, anbcudukaums pesynbTaToB  KIUHUYECKOro
nccrnefoBaHUsA  NEeKapCTBEHHOTO  npernapata  Ans  MeAWMUMHCKOro  MpUMEHeHUsl  BIekyT 3a  cobon
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHOAaTeNsCTBOM Poccunckon denepaumn.

13. MNpu npoBefeHUN KIMHUYECKOrO UCCneaoBaHWs NeKkapCTBEHHOro npenapaTta Ans MeauLMHCKOro
NpMMeHeHUs JonyckaeTca 3abop y nauveHToB Ouomnornyeckux marepuanoB (obpasubl Guonormvecknx
XWOKOCTEN, TKaHEeW, CEeKPeToB W NPOAYKTOB XU3HeOeATeNbHOCTM 4ernoBeka, (PuU3MOnormdeckux u
MaTonornyeckmx BblAENEHUA, Ma3KoB, COCKOOOB, CMbIBOB, MUKPOOPraHN3MOB, OMONCUMIHLIN MaTepuan) Ans ux
u3ydeHuss Ha Tepputopumn Poccuiickon ®epepauumn u (Mnv) 3a npegenamu Tepputopun Poccunckon
depepauuu.

14. MNopagok BBO3a Ha Tepputopuio Poccuinckon defepaumm 1 BbiBO3a 3a nNpefdensl Tepputopumn
Poccuickon ®enepauum OMONOrMYECKUX MaTepuarnoB, MOSYYEHHBIX MNpPU  MNPOBEAEHUN  KITMHUYECKOTO
uccnefoBaHMs  NekapCTBEHHOro  npenapata  Ans  MeAWUMHCKOro  NpUMEHeHus,  ycTaHaBnmMBaeTcs
MpasuTtenbctBoM Poccunckon ®enepauun.

CtaTbs 41. lD,OFOBO[I) O npoBeaeHunn KIMMHU4YeCKoro unccreaoBaHuna JneKkapCTBEHHOro npenaparta ansa
MeaNLIMHCKOIro npuMeHeHund
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

1. KnuHnyeckoe wnccnegoBaHMe fEKapCTBEHHOro npenapaTta  And  MeaUMUMHCKOro  NPUMEHEHUS
NpPoBOAUTCA B COOTBETCTBUM C OOrOBOPOM O MPOBEAEHUN KITMHMYECKOrO WCCreaoBaHUA IEKapCTBEHHOrO
npenapaTa Ans MEQULUHCKOrO NPUMEHEHUS, 3aKmioyaeMbliM MeXay opraHusaumen, nonyymelLIeEn paspeLleHue
YNOMHOMOYEHHOro pefiepanbHOrO0 opraHa WCMOSIHUTENBHOW BRacTM Ha opraHu3auuio NpoBedeHUs Takoro
nccnenoBaHus, U MegULMHCKON opraHM3auuei, ocyLlecTBnsoLEen NpoBeaeHe Takoro uccnegoBaHus.

2. [loroBop 0 NpoBeAEHUMN KITMHUYECKOro UCCreaoBaHUs NiekapCTBEHHOro npenapara Ans MeauumMHCKOro
NPUMEHEHNS OOSMKEH coaepXaTb:

1) ycnosus 1 cpoku NpoBeaeHNsa AaHHOro uccneoBaHus;

2) onpegeneHne oOwen CTOMMOCTU MporpaMMbl [AHHOMO WCCNeAOBaHWs C  YKa3aHMeM CYMMbl,
npegHasHavarLwenca ans BobinnaT uccrnegoBatensam, CouccnenoBartensm;

3) onpepeneHve ¢opMbl NpeacTaBneHUs pesynbTaToB AaHHOro UCCrefoBaHWs B YNOMHOMOYEHHbIV
deaepanbHbI opraH NCNOMHUTENBHOW BNacTMW.

CraTtbsl 42. dnHaHcoBoe obecneyveHne KIMMHUYEeCKOro WMccrneaoBaHust NeKapCTBEHHOro npenaparta Aand
MeaANLIMHCKOIro npuMeHeHund

durHaHcoBoe obecneveHne KNMHNYECKOro UCcneaoBaHus NekapCcTBEHHOro npenapara Ans MeauuuHCKoro
NPUMEHEHUs OCYLLIECTBSETCS 3a CYET:

1) cpeacTB hegepansHoro GrooxeTa;

2) cpenctB opraHusauui, MNOMYYMBLUMX —paspelleHMe Ha opraHuM3auuio  npoBefeHus  [JaHHOro
uccnenoBaHusl, B COOTBETCTBUM C YCINOBMSIMU JOroBopa O ero NpoBeaeHuu;

3) MHbIX He 3anpeLUeHHbIX 3aKkoHo4aTenbCTBOM Poccunckon deaepauivm MCTOYHUKOB.

CtaTbsa 43. I'IpaBa nayneHToB, y4aCTBYHOLUMX B KITMHUYECKOM UCCnenoBaHUM NekapCTBeHHOro npenapara
ana meamumHCKoOro npuMmeHeHusa

1. YyacTne naumeHToB B KIIMHMYECKOM WCCNeaoBaHMM NeKapcTBEHHOro npenapara ans MeguumMHCKOro
NpUMeHeHNs ABNSeTCs A0OPOBONbHbIM.

2. MNauneHT UM ero 3aKOHHbIN NpeAcTaBUTENb AOMKEH OblTb MHPOPMMPOBAH B NUCbMEHHOW hopMe:

1) o nekapcTBeHHOM npenapate ANS MEOUUUHCKOrO MPUMEHEHUS W CYLHOCTU  KIUHUYECKOro
nccnegoBaHns 3TOro fIeKapCTBEHHONO Npenapara;

2) o 0e30nmacHOCTU NeKapCTBEHHOro npenapaTta Ans MeOWLMHCKOrO MPUMEHEHMUS, €ero OXuaaemoMn
3 PEKTUBHOCTU U CTENEHN pUCKa ONA NAUMNEHTA;

3) 06 ycrnoBusix y4acTusi nauMeHTa B KIMHUYECKOM WCCNedoBaHWM JNeKapCTBEHHOrO npenaparta ans
MEANLMHCKOro NPUMEHEHUS;

4) o uenu unu Lenax 1 NPoOSOIMKUTENbHOCTU KMMHUYECKOrO MUCCneaoBaHWUs NekapCTBEHHOro npenapaTta
Anst MegUUMHCKOro NpUMEHEHNS;

5) o fencTBMSX NaUMeHTa B criyyae HenpeaBuaeHHbIX 3dEKTOB BMUSHUS NeKapCTBEHHOro npenapara
Anst MegUUMHCKOro NpUMEHEHNST Ha COCTOSIHME ero 340pOoBbLS;

6) 06 ycnoBusix 06a3aTenbHOro CTpaxoBaHUs XU3HW, 340POBbs NALMEHTA;

7) O rapaHTUsX KOH(MAEHUMaAnbHOCTU Yy4yacTUa nauueHTa B KNWMHWYECKOM  UccrneaoBaHuu
neKkapcTBEHHOro npenapaTta And MeanLUNHCKOro NPUMEHEHNS.

3. OobpoBonbHOE cornacue nauMeHTa Ha yyacTMe B KIMHWYECKOM WCCMELOBaHUU feKapCTBEHHOMO
npenapaTta ansg MeANLNHCKOro NpMMEHEHUT NOATBEPXAAaeTCss ero noanucbld UNU MOAMUCHLI0 €ero 3aKOHHOro
npeacraBuTeNns Ha MHAPOPMAaLMOHHOM FINCTKE NauUeHTa.

4. MNauneHT nnun ero 3akoHHbIN NpeacTaBUTENb UMEEeT MpaBoO O0TKa3aTbCA OT Y4YacTuUsl B KIIMHUYECKOM
nccneaoBaHMM NeKapCcTBEHHOIO npenapara Ansg MeauuuHCKOro NpuMMeHeHMst Ha nobol cTagun nNpoBeaeHus
TaKoro uccneagoBaHus.

5. [llpoBeaeHne KNMHUYECKOTNO WCCNEAOBaHWS NEKapCTBEHHOro npenapata Ans  MeauuUUHCKOro
NPUMEHEHUs C ydacTUEM B KayecTBe NaLMeHTOB AeTeln AoMycKaeTCHa TOMbKO C cornacus B NMCbMEHHOW dopme
ux poguTenen, ycelHoButenen. [letm MoryT paccMaTpuBaTbCs B Ka4eCTBe MNOTeHUManbHbIX MauMeHTOB Takoro
nccrnegoBaHus, TOMbKO €Cnv ero MNpoBefdeHMe HeobOXooumo Anst YKpenneHwst 340poBbs  AeTel  unu
NpodMNakTUKM MHPEKLMOHHBLIX 3aboneBaHNn B IETCKOM BoO3pacTe NMOO ecnu Uenbio Takoro uccrenoBaHus
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SIBNSIeTCA NoMyvyeHne AaHHbIX O HaunyYllen [03UpoBKe NeKapCTBEHHOro npenapata And neyeHusa geten. B
3TUX CNy4vasix TakOMy UCCneaoBaHUIO AOMKHO NpeaLlecTBOBaTh KNMHUYECKoe UccneoBaHWe nekapCTBEHHOro
npenapaTta 4nsa MeauunMHCKOro NPUMEHEHNs1 Ha COBEPLLEHHONETHUX rpaXkgaHax.

6. 3anpewaetca npoBeAeHME KIMHUYECKOrO WUCCNedoBaHMs NEKApCTBEHHOro npenaparta  Aans
MeAMLMHCKOro NpUMEHeHUs C y4acTueM B KayecTBe NaLMeHTOoB:

1) oeTen-cnpoT n AeTen, ocTaBumnxcs 6e3 noneveHnss poautenen;

2) XeHLWWH B nepuog 6epeMeHHOCTH, KEHLWMNH B Nepuog rpyaHOro BCKAapMIIMBaHWUS, 3a WCKOYEHMEM
cny4vaes, ecnv NpoBOAUTCH KNMHUYECKOE NCCrefoBaHNe NekapCTBEHHOro npenaparta, npeaHasHavyeHHoro Ans
yKa3aHHbIX XEHLUWUH, NPW YCITOBUM HEOOXOAMMOCTM MOMNYyYEHUsT MHOPMaLUM TONMbKO BO BpeMS MPOBELEHUSI
COOTBETCTBYOLLNX KIMHUYECKUX UCCIIEJOBaAHUIA U NPUHATUS BCEX HEOBXOOMMbIX MEp MO WUCKIIOYEHUIO pucKa
HaHeceHus1 BpeLa XeHLUHe B nepunog 6epeMeHHOCTU, XEHLWMHE B NEpUOoL, MPyaHOro BCKapMIIMBaHWUS, Nioay
nnmn pebeHky;

3) BOEHHOCnyXallMx, 3a WCKMIYEeHNeM cryvyaeB MpoOBeOEeHUA  KMMHUYECKOro  MUccrnegoBaHust
nekapCTBEHHOro npenapaTa, crneuuansHo pas3paboTaHHOro s NPUMEHEHMS B YCITOBUSAX BOEHHbLIX OEWCTBUN,
ype3BblYaNHbIX CUTYaLMIA, MPOUNaKTUKA N NeYeHns 3a00neBaHn 1 NOPaXEHUA, MOJNYYEHHLIX B pesyrnbTarte
BO3ENCTBMS HEeONaronpusaTHbIX XUMUYECKUX, OMONOrMYyeckux, paauMauMoHHbIX ¢akTopoB. KnunHnyeckoe
nuccnegoBaHMe Takoro fnekapcTBEHHOro npenapaTta MoXeT MpoBOAUTLCHA C yvacTUEM B KayecTBe MauMeHTOoB
BOEHHOCMYXaLLMX, 32 WCKIIOYEHNMEM BOEHHOCIYXALUMX, MNPOXOASLUMX BOEHHYK cnyx0y no npusbiBy, C
cobntogeHnem TpeboBaHWiA, YCTAaHOBIEHHBLIX HacTosLWMM PeaepanbHbiM 3aKOHOM B OTHOLLUEHUW TpaXaaHCKUX
nny;

4) cOTpYAHVKOB MPaBOOXpaHNTENbHbIX OPraHoB;

5) nuu, oTObIBaOLWUX HAKa3aHMe B MecTax NveHns cBoboabl, a Takke NUL, HAXOAALMXCS Mo, CTPaxen
B CNEeACTBEHHbIX N30MATOpax.

7. [Honyckaetca npoBedeHWEe KIMHUYECKOro UCCneaoBaHUsi NeKapCTBEHHOro npenapata  Ans
MEOULMHCKOTO NPUMEHEHUs), NPeLHA3HaYEeHHOro AMA JIeYeHUst MCUXMYecKnx 3aboneBaHui, ¢ yy4acTUeEM B
KayecTBe MaUMEHTOB NWUL, C MCUXUYECKMMU 3a00ONeBaHUSMW, MPU3HAHHbIX HeOeecnocobHbIMK B Mnopsake,
yCTaHOBMEHHOM 3akoHoAaTenscTBoM Poccunckon ®epepauun. KnvHudeckoe uccrenoBaHne nekapCTBEHHOro
npenapata B 3TOM Ccrfy4yae MpPOBOAMTCS NPW HanMuuu corfacusi B MUCbMEHHOW (OpMe  3aKOHHbIX
npeacraBuTenemn ykasaHHbIX L.

Cratbs 44. ObszaTenbHoe CTpaxoBaHUe XU3HW, 300pOBbA MauMeHTa, ydYacTtByrulero B KIMHUYECKOM
ncecnenoBaHMM nekapcTtBeHHoro npenaparta and MmegmumMHCKOro npumMmeHeHuna

(B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHusauus, nonyYnBLIas paspeLleHe Ha OpraHn3aLmio NPOBeAeHUs KIMHUYECKOro UccrnefoBaHus
NekapcTBEHHOTo Npenapara Ans MeauUMHCKOro NpUMEHEHNs!, 06s3aHa B KauecTBe CTpaxoBaTens CTpaxoBaTb
PUCK MPUYUHEHWS BPEAA XWU3HU, 300POBbLI0 NaLMeHTa B pe3yrnbTaTte NpoBeaeHNsl KINMHUYECKOrO WUCCreaoBaHus
NeKkapcTBEHHOro npenaparta Ans MeQULUHCKOro MpYMEHEHWUSI 3a CBOW CYET NyTEM 3aKIOYEHUs [oroBopa
06513aTENBHOIO CTPaxoBaHus.

2. O6beKkToM 06s13aTeNbHOr0 CTPaX0BaHUS SIBMSETCH UMYLLIECTBEHHBIA UHTEPEC NaLWeHTa, CBA3AHHbLIA C
NPUYMHEHUEM Bpeda ero XKM3HW WNW 300POBbl0 B pe3ynbTaTe NPOBEAEHUS KMMHUYECKOro UCCIeoBaHus
NeKkapcTBEHHOro npenapara Ans MeauUMHCKOro NpYMEHEHNSI.

3. CTpaxoBbiM Cry4yaem Mo OOroBopy oGsf3aTenbHOrO CTPaxOBaHUS ABMSIETCS CMepTb NauueHTa unu
yXygLleHVe ero 340pOBbs, B TOM 4YuClle Brekyllee 3a cobOM yCTaHOBIIEHWE WHBANMUOHOCTW, MPU HammMuum
NPUYNHHO-CNEACTBEHHON CBSI3W MEXAY HACTYMNEHNEM STOr0 COOLITUSE M yd4acTMEM NauueHTa B KIMUHUYECKOM
“ccrnegoBaHVK NekapcTBEHHOrO Npenapara.

4. TpeboBaHVs 0 BO3MELLEHWUWN BPEAA, NPUUMHEHHOTO XM3HW UMW 300POBbLI0 NauueHTa, NpeabsaBhsoTCS B
TeYeHMe CPOKOB UCKOBOM AABHOCTU, YCTAHOBIEHHBIX MPaXaaHCKUM 3aKOHOAATENbCTBOM.

5. Paavep cTpaxoBoi BeinnaTkl N0 AOroBopy 06s3aTeNlbHOr0 CTPax0BaHUSl COCTaBISIET:

1) B crnyyae CMepTM MNauMeHTa ABa MWMNMoHa pyGre Ha KaXoro mnauueHTa, y4acTBOBAaBLUErO B
KIMUHUYECKOM UCCNEeNOBaHNM NEKaPCTBEHHOMO Npenapara;

2) Npu yxyAweHun 300poBbs NaUyeHTa:

a) noBnekweM 3a coGoN YyCTaHOBMNEHNE UHBAaNUAHOCTM | rpynnbl, OAMH MUMMMOH MSATLCOT ThiCSY pyGneit
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

Ha KaXaoro nauueHTa, y4acTBOBaBLUENO B KNMHUYECKOM UCCNeSoBaHUM NekapCcTBEHHOro npenaparTa;
©) noBnekwem 3a cobow ycTaHoBNeHne nHBanugHoctn Il rpynnbl, OOguH MWUNNWOH pyGren Ha Kaxzoro
naumeHTa, y4acTBOBaBLLErO B KIMMHUYECKOM MCCeaoBaHUKN NiekapCTBEHHOMO Npenapara;

B) NoBnekwem 3a cobon yctaHoBneHne niBanugHoctu Il rpynnbl, NATbLCOT ThiCAY pyOnen Ha Kaxagoro
naumneHTa, y4acTBOBaBLLErO B KNMMHUYECKOM MCCea0BaHUN NiekapCTBEHHOMO Npenapara;

r) He NoBnekweM 3a cobOoWM yCTaHOBMNEHMS WHBANWOHOCTW, He Ooree 4em TpucTa Tbicad pybnen Ha
KaXkgoro nawumeHTa, y4acTBOBaBLUErO B KNIMHNYECKOM MUCCneaoBaHnM NekapcTBEHHOro npenapara.

6. Paamep cTpaxoBbIx BbiMnaT MOXET ObITb YBENWYEH HA OCHOBaHUN peLLUEHUs cyaa.

7. Cpok poroBopa o0si3aTefnlbHOro CTpaxoBaHMsi He MoXeT ObiTb MeHee, 4YeM CpoK MpoBedeHust
KITMHMYECKOro MccrneaoBaHns nekapcTBEHHOro npenapara.

8. YcnoBus foroBopa 06s3aTenbHOro CTpaxoBaHUs, B TOM YMCHe CTpaxoBble Tapudbl No ob6s3aTensHomy
CTpaxoBaHWUo, NepedeHb HeobXOAMMbLIX AOKYMEHTOB AN OCYLLECTBMEHUS CTPaxoBOW BbIMnaTbl, MNOPSOOK
YCTaHOBMEHUS CcTpaxoBaTenem WHAUBMAyanNbHOro UWAEHTUMUKALMOHHOIO Koda naumeHTa, nopsaok
WH(OPMNPOBAHUSA CTpaxoBaTeneM CTpaxoBLUMKA O TMPUBMEYEHHbIX K KINWMHUYECKOMY WCCReAoBaHWUto
nekapcTBEHHOro npenapara Ansg MeAULMHCKOro NpUMeHeHNs naumeHTax, NopsiioK ynnaTbl CTPaxoBOW MpemMuu,
NnopsiioKk peanu3auun onpegeneHHbIX Hactoswmm denepanbHbiM  3aKOHOM U ApyruMmin  begepanbHbIMK
3aKoHamMu npaB M 00SA3aHHOCTEN CTOPOH MO [OroBopy 00s13aTENbHOr0 CTpaxoBaHMs yCTaHaBNMBAOTCS
TMNOBbLIMY NMpaBunamm ob6s3aTenbHOro CTpaxoBaHus.

9. B cnyyae npuunHeHus Bpeda XW3HW NauueHTa, y4aCcTBOBaBLUErO B KIIMHUYECKOM UCCregoBaHUn
nekapCTBEHHOrO npenapara, BblrogonpuobpeTtatensiMm No AOroBopy 006s3aTenbHOr0 CTPaxoBaHWUsSt SBMAKOTCH
rpaxgaHe, MMeloLlMe nNpaBO Ha BO3MeLLeHMEe Bpeda B Cryvyae CMepTM KopMumbLa B COOTBETCTBUM C
rpaXgaHCKMM  3aKOHOAATEeNbCTBOM, MPU OTCYTCTBUMM TakuX rpaxgaH - poauTenu, cynpyr, AeTu YyMmepLuero
naumeHTa, y4acTBOBaBLUEro B KMUHWYECKOM WCCrefoBaHWW NeKapCTBEHHOro npenaparta, B Cnyyae cMepTu
naumeHTa, y4yacTBOBaBLUEro B KMMHWYECKOM UCCNEeaoBaHWMM NEeKapCTBEHHOro npenapata U He WMEBLUEro
CaMOCTOATENbHOro 40X04a, - rpaXaaHe, Ha MXONBEHUN KOTOPbIX OH HaxXoAWICA, B OTHOLUEHUM BO3MELLEHUS
pacxodoB Ha norpebeHne naumeHTa, y4acTBOBAaBLUEN0 B KIIMHWYECKOM WCCMELOBaHUN JIEKAPCTBEHHOIO
npenaparTa, - N0, NOHECLLEE TaKne pacxoabl.

10. CtpaxoBag Bbinnata B CHeT BO3MELLEHUs Bpeaa, NPUYMHEHHOrO XU3HW NauMeHTa, y4acTBOBaBLUEro B
KNMMHUYECKOM UCCNEeL0BaHUN NEKAaPCTBEHHOIO Npenapara, pacrnpegenseTcs Mexay Bbirogonpuobperatensmm
NpOnopLMOHANbHO UX KONMYECTBY B pPaBHbIX JONSAX.

11. MNpu HacTynneHun CcTpPaxoBOro criyyasl naumeHT, Yy4acTBOBaBLUWA B KIIMHUYECKOM WCCRedoBaHUM
nekapCTBEHHOrO MpenapaTta, BbirogonpuobpeTaTtens BrpaBe MNPegbsBUTL HEMOCPEACTBEHHO CTPaXOBLUUKY
TpeboBaHMe 0 BO3MELLEHUN MPUYMHEHHOTO Bpeda. CTpaxoBasi BbiMfata OCYLLECTBISETCS CTPaxXOBLUMKOM B
TeYeHne Tpuauatu OHEW CO OHS NPeAcTaBeHMs HeoOXOoOUMbIX AOKYMEHTOB. [lauumeHT, y4yacTBOBaBLUMIA B
KNMUHUYECKOM MCccneaoBaHuM NEeKapCTBEHHOro npenapara, unu Bblrogonpuobpertatenb 00s13aH  COOBLLMTL
CTPaxoBLUMKY AN OCYLLeCTBNEHUs CTPaxOBOW BbiNnaTbl WMHAMBUAYaNbHbIA  UMOEHTUMUKALMOHHBIA  KO4
nauMeHTa, YCTAHOBIEHHLIN CTpaxoBaTeneM B COOTBETCTBMM C TUMNOBbLIMW NpaBunamu  obs3aTernbHOro
CTpaxoBaHwus1.

12. [Jo nonHoro onpegeneHns pasmepa noanexallero BO3MELLEHNIO Bpea CTPaxOBLUMK MO 3asiBIIEHUIO
naumeHTa, y4yacTBOBaBLUEro B KIMUHWYECKOM WCCrefoBaHWM NeKapCTBEHHOro npenaparta, WM  3asiBMeHuto
BblrogonpuobpeTaTtens BnpaBe OCYLIECTBUTb YacTb CTPAXOBOW BbiMnaTbl, COOTBETCTBYHOLLYH (DaKTUYECKM
onpeaeneHHon YacTy NpMYMHEHHOro Bpeaa.

13. CtpaxoBas Bbinnata B COOTBETCTBUM C [OTOBOPOM 00A3aTENbHOMO CTPaxoBaHWUS OCYLLECTBAETCS
He3aBMCKMMO OT BbIMMaT, NPUYUTaIOLLNXCS MO APYruM Buaam CTpaxoBaHUS.

14. He ponyckaeTcs yyacTMe nauueHta B MPOBEAEHUN KIMHUYECKOrOo WMCCNeAoBaHUs NeKapCTBEHHOro
npenapaTa npu oTCyTCTBUM JOroBopa obs13aTenbHOro CTpaxoBaHus.

15. KoHTpornb 3a UcnonHeHnem opraHusauuven, nonyymeLIeEn paspeLleHe Ha opraHusaumio nposeaeHus
KNUHUYECKOro nccrneaoBaHus nekapcTBEHHOro npenapaTta Ang MeguUMHCKOro NpUMEHEHWs, YCTaHOBMEHHON
HacTosILLen cTaTbe 00s3aHHOCTM MO  00s3aTeNbHOMY CTPaxOBaHWUKO  >KU3HM, 340POBbS  MauUMeEHTa,
yyacTBylollero  (yyacTtBoBaBLUEr0) B KMMHUYECKOM uccrnegoBaHnMM — NIEKapCTBEHHOro  npenaparTa,
OCYLLEeCTBASIETCA  YMOSTHOMOYEHHbIM  dhefeparnbHbiM  OpraHoM  UCMOMHUTENbHOM  BRacTW,  BblAaBLUUM
paspelleHne Ha NpoBedeHNE KNUHUYECKUX UCCNEeOOoBaHUN fEKapCTBEHHbIX NpenapaTtoB Ans MeAuLUHCKOro
NPUMEHEHNSA.
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

Mnasa 8. MIPOU3BOOCTBO U MAPKUPOBKA INNEKAPCTBEHHbLIX CPEACTB
CrtaTtbs 45. [pon3BOACTBO NeKapCTBEHHbIX CPEACTB

1. Tpou3BOACTBO mNeKapCTBEHHbIX CPeacTB [[OMKHO COOTBETCTBOBaTb MpaBuiaM opraHusauuu
NpomM3BOACTBA W KOHTPOMS KayecTBa FeKapCTBEHHbIX CPeAcTB, YTBEPXAEHHbIM  YNOMHOMOYEHHbIM
denepanbHbIM OpraHoM UCNONHUTENBHOW BNACTHU.

(B pea. PenepanbHoro 3akoHa ot 25.06.2012 N 93-d3)

2. Npon3BOACTBO NeKkapCTBEHHbIX CPeAcTB Ha Tepputopumn Poccuinickon defepaumnm ocyliecTsnsieTcd
Npon3BOaUTENSMU FNEKAPCTBEHHbIX CPEeACTB, WMEKLWMMN JULEH3N0 Ha MpOM3BOACTBO NEKapCTBEHHbIX
cpeacTs.

3. TMpon3BoACTBO NEKAPCTBEHHbLIX CPeACTB  OCyLlecTBnsietca ¢ cobniogeHnem  TpeboBaHui
NPOMBILLNIEHHOrO perfamMeHTa, KOTOpbld YTBEepXOaeTcs pPYKOBOAUTENEM Mpou3BOAUTENSA NeKapCTBEHHbIX
CcpencTB 1 BKMOYaeT B cebsi nepedeHb MCMONb3yeMbIX hapMaueBTUYECKUX CyOCTaHUMA M BCMOMOraTesnbHbIX
BELLECTB C YKa3aHMEM KONMYECTBa KaXKOoro M3 HUX, AaHHble 00 ucnonb3yeMomM obopyaoBaHWM, onucaHue
TEXHOMNOrM4YecKoro npouecca 1 MeTo0B KOHTPOMS Ha BCeX aTanax Npou3BOACTBaA NeKapCTBEHHbIX CPEACTB.

4. Tlpy npou3BOACTBE IEKAapCTBEHHLIX CPEACTB WCMOMb3yloTCcs (apmaueBTMyeckme cybctaHumu,
BKIMIOYEHHbIE B rOCYAapCTBEHHbIA peecTp fnekapCTBEHHbIX CPEeACTB.

5. 3anpelaeTca Npon3BoacTBO:

1) nekapCTBEHHbLIX CPEACTB, HE BKIMOYEHHbIX B rOCYAapCTBEHHbIV peecTp NekapCTBEHHbIX CPeacTB, 3a
UCKINOYEHMEM NeKapCTBEHHbIX CPeacTB, NMPOM3BOAUMbBIX NS NPOBEAEHNS KITMHUYECKUX WUCCRNedoBaHUn u Ans
3KCnopTa;

2) hanbcmndunLMpoBaHHbIX TEeKapCTBEHHbIX CPEACTB;

3) nekapcTBEHHbIX CPeAcTB 6e3 NMLEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB;

4) nekapCTBEHHbIX CPeACTB C HapyLleHWeM NpaBui opraHu3auum NpouM3BOACTBA M KOHTPOMS KayecTBa
nekapcTBEHHbIX CPeacTB.

6. Mpun BBOAE NEKAPCTBEHHLIX CPEACTB B rPaXX4aHCKMA 0OOpPOT YNOIHOMOYEHHOE MU0 MPOU3BOAUTENS
nekapcTBEHHbIX CpeAcTB  OCyLlecTBNAeT NoATBepXAEeHWe  COOTBETCTBUS  NEeKapCTBEHHbIX  CPeacTB
TpeboBaHNAM, YCTaHOBIEHHbLIM NPU NX FOCY4AaPCTBEHHOW pervcTpaunm, U rapaHTUpyeT, YTO NeKapCTBEHHble
cpeacTBa Npou3BedeHbl B COOTBETCTBUM C NpaBuiaMy NpoM3BOACTBA M KOHTPOSS KayecTBa IeKapCTBEHHbIX
cpencTs.

7. YNONMHOMOYEHHBbIM IULIOM NPOU3BOAUTENS FEKApCTBEHHbLIX CpeacTB sABMsieTcs ero paboTHWK,
UmetLWwunn  Bbicliee apmMaueBTUYECKOE, XMMUYECKOe WnM  Ouonorudeckoe obOpasoBaHve 1nuGo npwu
NPON3BOACTBE fleKapCTBEHHbLIX CPeACTB ANsl BETEPUHAPHOIO NPUMEHEHUST BETEPUHAPHOE OOpas3oBaHWe, CTax
paboTbl He MeHee YeM NATL NeT B 061acTM NpOM3BOACTBA M KOHTPOMNSi KayecTBa JIEKApCTBEHHLIX CPeacTB U
aTTeCTOBaHHbIN B Mopsake, YCTaHOBMNEHHOM YMNONTHOMOYEHHbIM defeparibHbiM OpraHoM WCNONHUTENBHON
BnacTu.

8. NpounssoanTenu nekapcTBeHHbIX CPEACTB MOrYT OCYLLECTBMAATb NPOAaXy NeKkapCTBEHHbIX CPeACcTB Unm
nepegaBaTb UX B YCTAHOBMEHHOM 3akoHoAaTenbCcTBOM Poccuiickon deaepaLimm nopsake:

1) opyrMm Npou3BoANTENSM NeKapCTBEHHbIX CPeacTB ANs NPOM3BOACTBA NeKapCTBEHHbIX CPeacTB;

2) opraHu3sauusimM onToOBOW TOProBrv NeKapCTBEHHbIMU CPeACTBaMMU;

3) anTeyHblM oOpraHM3auusiM, BeTepUHapHbIM  anTeYHbIM  OpraHu3auusaMm, UHAUBUAYaNbHbIM
npeanpyHMMaTensM, MMeLWMM MULEH3UI0 Ha dapMaueBTUYECKYlD AEeATEeNbHOCTb UMM MULEH3UI0  Ha
MEeOMULIMHCKYIO AesATeNbHOCTb;

4) Hay4YHO-UccrnegoBaTENbCKUM OpraHn3aLusaM ans Hay4YHo-MccneaoBaTenbCcKom paboThl;

5) MeguUMHCKUM opraHn3aumsM U BeTepUHapHbIM OpraHu3aLmsMm;

6) opraHmsauusamM, ocyLLEeCTBAIWNM pa3BeeHune, BblpalluBaHue 1 coaepKaHue XX1UBOTHbIX.

CrtaTtbs 46. MapkupoBka nekapCTBEeHHbIX CpeacTB

1. JlekapcTBeHHble npenapatbl, 3a WCKMNIOYEHNEM NeKapCTBEHHbIX MpenapaToB, W3rOTOBMEHHbIX
anTeyHbIMWU  OpraHM3auMsMKW,  BETEPUHAPHbIMM  anTe4YHbIMU  OpraHM3aLusMu, VHAMBMAYaNbHbIMU
npeanpuHMMaTensMm, UMeoLWMMN FIMLEH3UI0 Ha dapMauLeBTUYECKY0 OesTernbHOCTb, AOMKHbI MOoCcTyrnaTh B
obGpalleHne, ecnu:
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

1) Ha nX NepBUYHON YyNakoBKe (3@ WCKMYEHNEM MEePBUYHOM YMNAKOBKM FEKApCTBEHHbLIX pPacTUTESbHbIX
npenapaToB) XOPOLUO YMTaeMblM LUPUPTOM Ha PYCCKOM $3blKE YKa3aHbl HaVMEHOBaHWEe IeKapCTBEHHOMO
npenapaTta (MexayHapoOHOe HenaTeHTOBaHHOe, UMM XUMMUYECKoe, UMM TOProBoe HauMeHOBaHWE), HoMep
cepun, aata Bbinycka (419 MMMYHOOMOMNOIMYECKMX NEKAapCTBEHHbIX MpenapaToB), CPOK rOOHOCTW, LO3UPOBKA
WNKN KOHUEHTpauusl, 06beM, akTUBHOCTb B eANHMLIAX AENCTBUS UM KONMYECTBO [03;

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

2) Ha MX BTOPMYHOW (MOTPEOUTENbCKOM) YNakoBKE XOPOLUO YMTaeMbiM LIPUEPTOM Ha PYCCKOM NA3blke
yKasaHbl HaMMeHOBaHWe NekapcTBEHHOro npenapara (MexayHapoaHoe HenaTeHTOBaHHOE WUNU XMMUYECKoe U
TOpProBoe HaMMeHOBaHWS), HAMMeHOBaHMe NPON3BOAMTENS NEKapCTBEHHOro npenapara, HoOMep cepuu, daTta
BbiMycka (4N MMMYHOOMOMOrMYeckUx JIEeKapCTBEHHLIX  NpenapaTtos), HOMep perncTpaumoHHoOro
YOOCTOBEPEHUS, CPOK FOAHOCTU, CNOCO6 NPUMEHEHMS, 403MPOBKA WM KOHLEHTpauusl, 00beM, akTUBHOCTb B
euHMLax gencTemsa NMbo KoNMYeCcTBO 403 B YNaKOBKE, JIeKapCTBEHHasi hopMa, YCroBWUsi OTMYCKa, YCrOBUS
XpaHeHus, NnpeaynpeanTenbHblie HaAMUCH.

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

2. dapmaueBTMYECKME CyOCTaHUMM AOMKHbI MOCTyNaTb B 00OpalleHne, ecrnv Ha UX MNEPBUYHON YMaKOBKE
XOPOLLIO YNTAEMbIM LUPUETOM Ha PYCCKOM A3blKe yKasaHbl HavMeHoBaHWe dapmaueBTUYECKON cyOcTaHumu
(MexgyHapooHoe HenaTeHTOBaHHOE WM  XMMUYECKOe W TOpProBoe HauMMEHOBaHWS), HavMeHOBaHue
npoussoguTenst papmaLeBTUHECKON CyOCTaHLMM, HOMEP CEPUM U AaTa U3rOTOBIIEHUS, KONIMYECTBO B YNaKOBKE
W eQUHULBI UBMEPEHUS KONMYeCcTBa, CPOK rOAHOCTM U YCNOBUS XpaHEeHUS.

3. JllekapCTBEHHbIE CPEACTBA B Ka4yeCTBE CbIBOPOTOK AOMKHbI MOCTynaTtb B oOpalleHWe ¢ ykasaHuem
XXUBOTHOrO, N3 KPOBW, NMa3Mbl KPOBU, OPraHOB U TKaHEN KOTOPOro OHW MOMYyYeHbI.

4. Ha BTOpWYHYtO (NOTPEOUTENBLCKYIO) YNAKOBKY NEKAPCTBEHHbIX CPEACTB, NOMYyYEHHbIX U3 KPOBW, Ma3mbl
KpOBW, OpPraHOB U TKaHen 4ernoBeka, AOIMKHa HaHOCUTbCA Hagnuck: "AHTuTena k BUY-1, BUY-2, k Bupycy
renatuta C 1 NOBEPXHOCTHbIV aHTUreH Bupyca renatuta B otcyTcTByOT".

5. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYHO (NOTPEOUTENbLCKYID) YMNakoBKy paavodapMaleBTUYECKUX
NneKapCTBEHHbIX CPeaCTB AOMKEH HAHOCUTBLCS 3HaK pagnaLUMOHHOM ONAaCHOCTU.

6. Ha BTOpu4Hyto (MOTpebunTenbekyto) ynakoBKy FrOMEONaTUYECKUX JIEKAapCTBEHHbLIX NpenapaTtoB AofkHa
HaHOCUTbCA Haanuck: "MomeonaTuyecknin®.

7. Ha BTOpWYHYyl0 (NOTPEOUTENbLCKYI) YNakoBKYy JEKAapCTBEHHLIX PACTUTENbHLIX NMPenapaToB AOIKHA
HaHocuTbCA Hagnuek: "MNpoaykumsa npoluna paguaunoHHbI KOHTPOmb".

8. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYHO (MOTPEOUTENBLCKYH) YMaKOBKY feKapCTBEHHbLIX MpenapaTos,
npegHasHa4YeHHbIX ANS KIMHUYECKMX WCCnedoBaHui, [OOfKHA HaHoCUTbCA Hagnuck: "Ona  KNUHUYECKUX
nccnegoBaHun".

9. YnakoBKa nekapcTBeHHbIX CpeacTB, NpeAHa3Ha4YeHHbIX UCKITYNTENBHO AMS 3KCNopTa, MapknupyeTcs B
COOTBETCTBMM C TPEOOBaAHNSAMU CTPaHbI-UMMNOPTEpPa.

10. Ha TpaHcnopTHyto Tapy, koTopasi He npegHasHaveHa Ans notpebutenen n B KOTOPYH MOMELLEHO
neKkapcTBEHHOE CpencTBO, OOIMKHA HAHOCUTbLCA WMHOpMauMss O HaMMEHOBaHWW, CEPUN FEKAPCTBEHHOrO
cpencTea, faTe BbIMycka, KONMYECTBE BTOPUYHBLIX (MOTPEBUTENbCKMX) YNakoBOK NEKapCTBEHHOIO CpPeacTsa,
npoussoguTene nekapcTBEHHOro CPeAcTBa C ykazaHMeM HaMMEeHOBaHUSA N MEeCTOHaXOXAEeHUsST NPOU3BOAMTENS
nekapcTBeHHOro cpeacrtsa (agpec, B TOM 4ucre cTtpaHa U (MnvM) MecTo MpovM3BOACTBA NEKapCTBEHHOro
cpencTea), a Takke O CPoKe roAHOCTU NIEKAPCTBEHHOIO cpeAcTBa U 00 YCINOBUSAAX €ro XpaHeHUst U NepeBO3KM,
HeoOxoaMMble NpeaynpeauTenbHbIe HAAMUCK U MaHUNYTIATOPHbBIE 3HAKM.

11. Ha nepBUYHYyl0 yNnakoBKY U BTOPUYHYLO (MOTPEOMTENBCKYHO) YMNAKOBKY NEKAPCTBEHHLIX CpeacTB Ans
BETEPUHAPHOIO NPUMEHEHNSA OOMKHA HAHOCUTLCS Haanuck: "[na BeTepuHapHOro NpMMeHeHns".

12. Ha BTOpUYHyto (NoTpeburTenbCKyo) ynakoBKy fiekapCTBEHHOro npenapara HaHOCMTCS LUTPUXOBON Kof,.

nasa 9. BBO3 JIEKAPCTBEHHbLIX CPEACTB
B POCCUUCKYIO ®EOQEPALIUIO U BbIBO3 NIEKAPCTBEHHbIX CPELCTB
U3 POCCUUCKOWN ®EOEPALMN
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 47. Tlopsgok BBO3a fnekapcTBeHHbIX cpeActB B Poccuickyio  depepauuio U BbiBO3a
nekapcTBeHHbIX cpeacTB M3 Poccuiickon deaepaunn
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

1. BB0O3 nekapcTBeHHbIX cpeAcTB B Poccunckyto degepaumio  OCYLWECTBNSETCS B NOPAIKE,
ycTaHoBneHHoM [lpaButensctBom Poccunckon ®degepaumm, B COOTBETCTBUM C  TaMOXEHHbIM
3aKoHoOaTenbCTBOM TaMOXeHHOro cotwsa B pamkax EBpA33C (panee - TaMOXeHHbIW CO3) M (Mnu)
3akoHoaaTenscTBoM Poccuickon deaepaunm 0 TaMOXEHHOM Aene.

(B pen. PenepanbHoro dakoHa ot 06.12.2011 N 409-$3)

2. Beosumble B Poccuiickyto Pefepaumnio NekapCTBEHHbIE CPeAcTBa [AOMKHbI ObiTb  BKIYEHbI B
rocyapCTBEHHbIV PeecTp NeKkapCTBEHHbIX CPeACTB.

(B pen. PenepanbHoro dakoHa ot 06.12.2011 N 409-$3)

3. DonyckaeTca BBO3 B Poccuiickyto defepaumio KOHKPETHOM NapTUM 3aperMcTpupoBaHHbIX U (MNn)
He3apernMcTpmMpoBaHHbIX FEKapCTBEHHbIX CPeacTB, MpeAHasHadeHHbIX And  MNpoBefeHUd  KIMUHUYECKUX
uccnefoBaHMM NeKapCTBEHHbIX NpenapaToB, MPOBEAEHUS 3KCMepTM3bl NEeKapCTBEHHbIX CcpeactB  Ans
OCYLLIeCTBMNEHUS rOCYAapCTBEHHOW perncTpaumm nekapcTBEHHbIX NpenapaTtoB Unu Ans okazaHus MeauLMHCKON
MOMOLLM MO XMU3HEHHbIM OKa3aHUAM KOHKPETHOro nalMeHTa Ha OCHOBaHMM paspelleHusi, BblAaHHOro

NONMHOMOYEHHbIM heaepanbHbIM OpraHoOM UCMNONHUTENBHOW BNACTU NO 3asiBNEHUAM NuL, YKa3aHHbIX B
@Hacmﬂmero depnepanbHOro 3akoHa. PaccMoTpeHue Takoro 3asiBfeHuUst U NPUHATUME pelleHus O Bblaaye
paspelleHns Ha BBO3 KOHKPETHOW MapTuUM 3aperucTpuvpoBaHHbIX U (UNK)  He3apermcTpupoBaHHbIX
nekapcTBEHHbIX CPeAcTB, NpedHa3Ha4YeHHbIX Ans NPOBEeAEHUS KIMHUYECKUX UCCneaoBaHui fnekapcTBEHHbIX
npenapaToB, NPOBEAEHUS 3KCMEPTU3bl NEKapCTBEHHbIX CPeAcTB ANnd OCYLIeCTBNEHUs rocyaapCTBEHHON
perncTpaumm nekapcTBEHHbIX MpenapaTtoB WNU Ans OKa3aHUs MeOUUUHCKOW MOMOLLM MO  XKU3HEHHbIM
nokasaHUsM KOHKPETHOro nauueHTa nmbo ob oTkase B Bblgave yKka3aHHOro paspelleHns Npon3BoasaTcs B CPOK,
He npeBbIaloLWmni NaTN paboynx gHewn. Nnarta 3a Bblgavy ykazaHHOIo paspeLueHnsi He B3MMaeTcs.

(B pen. PenepanbHoro dakoHa ot 06.12.2011 N 409-$3)

4. B Poccuiickyto defepaumio MOXHO BBO3UTb NEKapCTBEHHblE CPeAcTBa, KayeCTBO  KOTOPbIX
noaTBEPXKAEHO CepTUdUKATOM MNPOMU3BOAUTENS NEKAPCTBEHHbLIX CPEACTB, YOOCTOBEPSOLUM COOTBETCTBUE
BBO3MMbIX JIEKAPCTBEHHbIX CPEACTB TpeboBaHUsAM hbapmakonerHbix ctaten nubo B criydyae MX OTCYTCTBUSA
HOPMaTUBHOW JOKYMEHTaLUN U HoOpMaTUBHOIO JOKYMEHTa.

(B pen. PenepanbHoro dakoHa ot 06.12.2011 N 409-$3)

5. Banpewaetca BB03 B Poccuickyio deaepaumio danbcuuLmpoBaHHbIX NEKapCTBEHHbIX CPeacTB,
HeJ0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbLIX CPEeACTB, KOHTpPadaKTHbIX JIEKAPCTBEHHbLIX CPEACTB.

(B pen. PepepanbHoro dakoHa ot 06.12.2011 N 409-$3)

6. PanbcnduuMpoBaHHbIE NEKAPCTBEHHbIE CPEACTBA, HeAOOPOKaYeCTBEHHbIE NIEKAPCTBEHHbLIE CpeacTBa
noanexaT U3bATUIO 1 NocneayLeMy YHUHTOXEHUIO Unu BeiBo3y U3 Poccuiickon deaepalimm, KOHTpadakTHble
nekapcTBeHHble CpeAcTBa - U3bATUIO U MOCMedyrleMy YHUYTOXEHWUID. YHUYTOXEHME WnuM BbiBO3 U3
Poccuickon  ®epepaunn  danbCUULMPOBAHHBLIX  JIEKAPCTBEHHBIX  CpPeacTB, HedoOpoKayeCTBEHHbIX
nekapcTBEHHbIX CPeAcTB, KOHTpadaKkTHbIX MeKapCTBEHHbIX CPeACTB OCYLeCTBASEeTCs 3a cveT nuvua,
OCYLLeCTBMBLLErO UX BBO3. [10pAAOK YHNUTOXEHUSA N3bATLIX (panbCUPULMPOBAHHBLIX NeKapCTBEHHbIX CPEACTB,
He0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, KOHTPAMaKTHbIX JIEKAPCTBEHHbLIX CPEACTB YCTaHaBNMBaeTCs
MpasutenbctBoM Poccunckon ®enepaumn.

(B pen. PepepanbHoro dakoHa ot 06.12.2011 N 409-$3)

7. Nuua, ocywectenswwme BBo3 B Poccunckyto denepaumio anbCMpdULUMPOBaHHbIX NeKapCTBEHHbIX
cpencTs, He[obPOKAYECTBEHHbIX NEKAPCTBEHHBLIX CPEeACTB, KOHTpadakTHLIX NEeKapCTBEHHbIX CPeacTB, HEcyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAAaTeNbCTBOM TaMOXEHHOro cow3a u (Mnu)
3akoHoaaTenscTBoM Poccuickon denepaunm 0 TaMOXEHHOM Aene.

(B pen. PepepanbHoro gakoHa ot 06.12.2011 N 409-$3)

8. BbiBO3 nekapcTBeHHbIX cpeacTB U3 Poccuiickon Pepepaumm ocyuwlecTensieTcs 06e3 npuMeHeHus
OrPaHNYEHUN, YCTAHOBMEHHbIX TaMOXEHHbIM 3aKOHOO4ATEeNbCTBOM TaMOXeHHOro cow3a u  (Mnu)
3akoHofAatensctBoM Poccuiickon depepaumm 0 rocygapCTBEHHOM  perynumpoBaHUM  BHELUHETOProBOW
JedtenbHocTU. BbIBO3 nekapCTBEHHbIX NpenapaToB, MpedHa3HaYeHHbIX Ans  FyMaHUTapHOW  MOMOLLM
(cogencTaust) Unu NOMOLLM NpY YpesBblYaHbIX cUTyauusax, u3 Poccuinckon defepaumm ocyLLecTBRsieTcs Ha
ocHoBaHuM pelleHnsa lMpaButensctBa Poccuiickon defepaumm nnu pelleHus opraHoB rocyapCTBEHHON
Bnactu cybbektoB Poccuiickon Penepaumm 06 okazaHUmM NOMOLLM MHOCTPaHHOMY rocyaapcTBy.

(B pen. PepepanbHoro gakoHa ot 06.12.2011 N 409-$3)
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

CTtatbs 48. FOpuamyeckne nuua, KOTOpbIM paspeLleH BBO3 NekapcTBEHHbIX cpeacTs B Poccuiickyto ®enepauiuio
(B pea. ®PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlekapcTBeHHbIe cpeacTtBa B Poccuinckyio Pefepaumio MoryT BBO3UTL:
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) Npou3BoaUTENM NEKAPCTBEHHbLIX CPEACTB AMNA Uene COOCTBEHHOIO MPOM3BOACTBA J1EKAPCTBEHHbIX
CpencTs;

2) VHOCTpaHHble pa3paboTyYMKM JEKAPCTBEHHbIX CPEeACTB WM MHOCTPAHHbIE  MPOW3BOAUTENM
NeKapCTBEHHbIX CPEACTB WUNWU Apyrve lpuaudeckue nvua no nopydeHuio paspaboTymka NekapCTBEHHOro
cpeactBa AnNs NPOBEAEHUS KNWMHUYECKUX WCCNeaoBaHMK NekapCTBEHHOro npenaparta, OCyLeCTBAeHUs
rocyJapCTBEHHON perMcTpaumm nekapcTBEHHOrO Mnpenapata, BKMYeHus dapmaueBTuyeckon cybctaHuum B
rocyapCTBEHHbIV peecTp NekapCTBEHHbIX CPEACTB, KOHTPONSA KayecTBa feKkapCTBEHHbIX CPEACTB NPy Hanmyuu
paspeLleHns yrnonHOMOYeHHOro peiepanbHOro opraHa UCNOSTHUTENBHOM BriacTM HA BBO3 KOHKPETHOW MapTuu
NneKapCTBEHHbIX CPeacCTB;

3) opraHu3auum onToBOW TOProBNKN NeKapCTBEHHbIMN CpeacTBamu;

4)  Hay4yHO-uUccnefoBaTenbCkue  opraHusauuu, obpasoBaterbHble yupexaeHus BbICLLErO
npodeccnoHanbHoro obpasoBaHusl, NPOM3BOANTENN NEKAPCTBEHHbIX CPEACTB ANs pa3paboTku, uccrnenqoBaHuin,
KOHTponsi Ge3onacHocTK, kadecTBa, 3¢pEKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB MPU HanuuMM paspelleHus
YNOMHOMOYEHHOro befiepanbHOro opraHa UCNONHUTENBHON BNacTy;

5) MeavuUMHCKMe opraHnsaumm, UHble YyKasaHHble B-EIHaCTOHUJ,eﬂ cTaTbM opraHusaumm ans
OKa3aHMs MeOMUMHCKON MNOMOLUM MO >KM3HEHHbIM MOKa3aHUSM KOHKPETHOro naumMeHta npu  Hanudmm
paspeLleHns yrnonHOMOYEeHHOro peiepanbHOro opraHa UCNOSTHUTENBHOM BflacTM HA BBO3 KOHKPETHOW MapTuu
nekapcTBEHHOro npenapara, BblAaHHOMO B YCTAHOBMEHHOM Mopsiake B (POPME IMEKTPOHHOrO [AOKYMEHTa,
noanuUCaHHOro 3MeKTPOHHOM LIMPOBON NOAMNUCHIO.

Crtatba 49. [lokymMeHThI, NpeacTaBnsiemMble B TaMOXeHHble opraHbl Poccuiickon defepaunm npu BBO3e
nekapcTBeHHbIX cpeacTs B Poccuiickyto enepauiuio
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. Npu BBO3€ NekapcTBeHHbIX cpeacTB B Poccuiickyto Pefepauunio B TaMoXeHHble opraHbl Poccunckom
depepaumm  Hapagy € OOKYMEHTaMu, MpefcTaBfieHue  KOTOpbIX — NPeayCMOTPEHO  TaMOXEHHbIM
3aKkoHoAaTenbCTBOM TaMOXEHHOro cokws3a W (MnM) 3akoHopaTtenbcTBoM Poccuiickon ®depepaumm o
TaMOXeHHOM Aene, NPeACTaBnaTCca cneayoLlme A0KYMEHThI:

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

1) cepTudukat Nnpon3BOANTENS NEKAaPCTBEHHOrO CpeacTBa, yAOCTOBEPSOLWMA COOTBETCTBUE BBO3UMOIO
nekapCTBEHHOIO cpeAcTBa TpeboBaHUsAM hapMakonenHow cTaTbm MO0 B criyvae ee OTCyTCTBMS HOPMAaTUBHOM
OOKyMeHTauum Nnm HOpMaTUBHOIO JOKYMEHTA;

2) paspeLLeHne yrnoriHoMOYeHHOro oefeparnsHOro opraHa UCNONTHUTENbHOW BracTh Ha BBO3 KOHKPETHOW
napTuM nNeKkapcTBEHHOro CpeacTBa B ChyyasX, YCTAHOBMEHHbIX HacTbio 3 cTaTbum 47]  HacTosLero
degepanbHOro 3akoHa.

2. [lokymeHTbI, ykasaHHble B pyHkTax 1| u R yactu 1| HacTosLien cTaTbn, NpeacTaBnaloTca B TAaMOXEHHbIe
opraHbl Poccuiickon defepaumm npy npubbITUM NeKapcTBEHHbIX CPeAcTB B Poccuiickyto degepaumio.

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

Cratbsa 50. BB03 nekapcTBeHHbIX NpenapaTtos B Poccunckyto degepaumio Ang NMYHOro MCNonb30BaHUs 1
NHbIX HEKOMMEPYECKNX Lienen
(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. NNekapcTBEHHbIE NpenapaTbl MOryT GbITb BBE3EHbI B Poccuiickyto depepaumto 6e3 yvyeta TpeboBaHui,
npeaycMoTperHbix factamu 1] - B cratsu 47, Eratbamu 48 u B9 HacTosiwero depeparnbHoro 3akoHa, ecnm oHm
npegHasHaYeHbl ons:

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

1) NNYHOro UCNOML30BaHNA PU3NYECKUMI NLLaMK, NpUBLIBLLMMUK B Poccuiickyto ®enepauuio;

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

2) wncnonb3oBaHMs paboTHMKaMWM  AMNIIOMATUYECKOrO Kopryca WM MNPeAcTaBUTENAMU  MeXAyHapoOHbIX
opraHusaumn, akkpeanToBaHHbIx B Poccunckon denepaumm;

3) NevyeHnst NaccaxxMpoB N YNEHOB 3KUMaXeN TPaAHCMOPTHLIX CPeacTB, Noe3fHbix Gpurag u BoguTenen
TpPaHCNOPTHLIX cpeacTs, NpubbiBLLMX B Poccuickyto ®eaepauuio;

(B pen. PepepanbHoro gakoHa ot 06.12.2011 N 409-$3)

4) neyeHVss YYaCTHUKOB MeXAyHapOAHbIX KYNbTYPHbIX, CMOPTUBHBIX MEPOMPUATUA U  YYaCTHUKOB
MeXAyHapOAHbIX 3KCNeanLnia;

5) neveHMs KOHKPETHbIX XMBOTHbIX B 300Mapkax, a Takke XWBOTHbIX, BBO3UMbIX B Poccuiickyto
depnepaumio Ans yyactus B CNOPTUBHBIX U 3pESULLHBIX MEePONPUATUSAX.

(B pen. PenepanbHoro gakoHa ot 06.12.2011 N 409-$3)

2. B cnyuasx, npeaycMOTPeHHbIX HacTosALlel cTaTbW, AOMNyckaeTca BBO3 B Poccuiickyto
depnepaLmio nekapcTBEHHbIX NpenapaToB, He 3aperncTpupoBaHHbIX B Poccunckon ®enepaumn.
(B pen. PepepanbHoro dakoHa ot 06.12.2011 N 409-$3)

3. JlekapcTBeHHble npenapatbl, NpeAHasHayeHHble Ans ryMaHUTapHOW MoMoLwmM (CO4enCcTBUS) unu
MOMOLLM MpU Ype3BblY4alHbIX cUTyauusax, BBO3ATcA B Poccunckyto depepauuio B nopsake, YCTaHOBIIEHHOM
MpasutensctBom Poccunckon depepaumn.  3anpewaetca BBo3 B Poccuickyto  denepauuto
He3aperMcTpMpoBaHHbIX fEeKapCTBEHHbIX MpenapaTtoB, nNpeAHas3HayeHHbIX And  ryMaHUTapHOW MoMOLUU
(copencTans) UM NOMOLLM MPU Ype3BbIYaNHbIX CUTyaLUsIX.

(B pen. PenepanbHoro dakoHa ot 06.12.2011 N 409-$3)

CtaTtba 51. COprﬂ,HI/ILIeCTBO cbe,u,epaanoro opraHa WCMNONHUTENBbHON BRacTy, YNOJIHOMOYEHHOIro B
obnacTu TaMoXXeHHOro aena, u Opyrnx ynoriHOMO4YeHHbIX (bep,epaanblx opraHoB NCMNONHUTENbHON BNacTun

1. YnonHomMo4ueHHble dhefepanbHble opraHbl UCMONTHUTENBHOM BracTy NpeJoCcTaBnsAT B pacnopsikeHue
defepanbHOro opraHa WCMNOMHUTENbHOW BMNAacTW, YMNOMHOMOYEHHOro B 06OnactM TaMOXeHHoro paena,
rocyapCTBEHHbIV peecTp NeKkapCTBEHHbIX CPEACTB, a Takke MHPOPMAaLIMIO O BblAaHHbIX pa3peLleHUaxX Ha BBO3
KOHKPETHOW NapTUM NeKapcTBEHHbLIX CPeACTB B CryyasX, YCTAHOBMEHHbIX HacTbio 3 cTaTbu 47] HacTosALEro
depnepanbHOro 3akoHa.

2. ®epepanbHbIi OpraH UCMOMHUTENBHOW BNAcTW, YMNONIHOMOYEHHbIA B 06nacTu TaMOXEeHHOro aena,
WHpopMMpyeT YyKasaHHble B HacTodllen cTaTbW YMNOMHOMOYEHHble dbefeparbHble OpraHbl
UCNONMHUTENBHOM BNacTU O BBO3e feKkapcTBeHHbIXx cpeactBs B Poccuiickyto  ®defepaumio 1M BbiBO3e
nekapcTBeHHbIX cpeactB u3 Poccuiickon depepaumm no dopmMe M B Nopadke, KOTOpble YCTaHOBMNEHbI
MpasutenbctBoM Poccunckon ®enepaumn.

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

Mnasa 10. PAPMALEBTUYECKASA OEATEINIbHOCTDb
Cratba 52. OcywecTtsneHne hapMaLeBTUHECKON AeATENbHOCTH

1. ®apmaueBTMYecKas OeATENbHOCTb  OCYLIECTBNSAETCA  OpraHu3aumsiMM  ONTOBOWM — TOProBruv
NneKkapCTBEHHbIMW CPeACcTBaMK, anTeyHbIMWU OpraHn3aunaMn, BETEPUHAPHBIMU anTeyYHbIMU  OpraHnsauusMu,
MHAMBUAOYANbHLIMU NPEeAnpUHUMATENAMN, UMEIOWMMU JIMLEH3UI0 Ha dapMaueBTUYECKYI0 OeATenbHOCTb,
MeOULMHCKUMKW  OpraHu3aumsMi, WUMeEWUMN FULEH3UI0 Ha dapMaueBTUYECKyl0 OeATenbHOCTb, U UX
o6ocobneHHbIMM  nogpasgeneHuammn  (ambynatopusamu, Qenbawepckumn 1M denbalepcKo-aKyLepCKumMm
NyHKTamu, LieHTpamu (oTAeneHnsiMm) obuien BpayebHoln (CeMenHon) NPakTUKK), pacnonOXeHHbIMU B CEMNbCKMX
NnoceneHusix, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHn3aumnu, 1 BeTEpUHAPHBLIMWU OpraHu3aunsiMm, UMerLwmmMm
NUUEH3NIo Ha hapmaLeBTUYECKYO AeATENbHOCTb.

2. dusmyeckne nuua MOryT OCYLLECTBNATbL (hapMaLeBTUYECKY0 AEATENbHOCTb MPU HanuyuuM BbICLUErO
unu cpegHero cpapmaveBTnyeckoro obpasoBaHUst M cepTudmKaTa cneuuanucta, BbICLUEro Wnu cpegHero
BeTepuHapHoro obpa3soBaHus U cepTudmkaTa cneumManncTa, a Takke BbICLUEro UMW cpedHero MeguuMHCKOro
obpasoBaHus, cepTudpmkaTa cneumanucta U AOMONHUTENBHOMO NPodeccMoHanbHOro obpa3oBaHUst B 4acTu
PO3HWYHOW TOProBNM IEKApCTBEHHbIMW MpenaparamMy Mpu_ ycroBunm wux paboTel B  060COGNEHHbIX
noapasgeneHmax MeguuMHCKUX opraHn3auunin, ykasaHHbIX B HacTosILLLEN CTaTbW.

(vacTb 2 B peq. ®enepansHoro 3akoHa ot 27.07.2010 N 192-93)
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Cratba 53. I'Ipop,ama, nepegadya JneKapCTBEHHbIX CpeactB opraHn3aumnamum onToBOM TOProBJ1n
NleKapCTBeHHbIMU CpeacTBaMun

OpFaHI/IIBaLI,I/IM ONTOBOWN TOProenn nekapcTtBeHHbIMMU CpenctBaMm MOIMyT OCYLWECTBNATb  MpoAaxy
NekapCTBeHHbIX CpeacCTB unu nepegaBartb UX B yCTaHOBITIEHHOM 3akoHOO4ATENIbCTBOM Poccunckon CDe,qepau,MM
nopAagke:

1) Opyrum opraHm3aunam onTOoBOM TOProBIn NekapCcTBeHHbIMU CpeacTBaMU;

2) npon3BoanTENAM NeKapCTBEeHHbIX CpeacTB A4 uenen npon3BoAcTBa JieKapCTBEHHbIX CPeACTB,;
3) anTe4vyHbIM opraHmn3aunam n BeTepunHapHbiM anTe4yHbiM opraHn3aumnam,

4) Hay4HO-uccnenosaTesibCKMM opraHmnsaunam ans Haquo-Mccne,u,osaTeanKoﬂ pa60TbI;

5) nHamsunayarnbHbIM npegnpuHnMaTtenam, MMerLwmnm NMIMUEeH3N0 Ha d)apMaLl,eBTI/I‘-IeCKyPO neATenbHOCTb
nnn nMueH3n Ha MeanUMHCKY0 OEeATEI1IbHOCTb,

6) MeaANLMHCKUM opraHn3aumnam, BeTepuHapHbIM OpraHn3aunam;

7) opraHn3auuam, ocyLlecTBlAWMM pa3BeeHne, BbipalluBaHne n cogepxxaHne >XMBOTHbIX.

CrtaTtbs 54. [NpaBuna onToBOW TOProBnun NekapCTBEHHbIMU cpeacTBamMu

OnToBas TOProenA nekapCTtBeHHbIMU CpeaCTBaMn OCYLLECTBNAETCA NpPoun3BOoAUTENAMUN NEKapPCTBEHHbIX
cpencTB U opraHn3aunamMm OnTOBON TOProBin nexKkapcTtBeHHbIMU CpeacTBaMu NO npasuiiaM, yTBepXAEHHbIM
cooTBeTCTBYHOWLMMN YNOJTHOMOYEHHbIMU (beﬂ,epaﬂbelMl/l opraHamm MCMNONHUTENbHOW BNacTu.

Cratbsa 55. Mopanok po3HUYHON TOProBNM NeKapCTBEHHLIMM Npenapatamu

1. Po3HM4Has TOProens NIekapCTBEHHLIMU NpenapaTamm B KOnmMdecTBax, HEOOX0OUMbIX NS BbINOMHEHUS
BpayeOHbIX (henbAlepcKnx) HasHaYeHWH WNu HasHa4YeHur CcrneumManucTtoB B 06nactu  BeTepuHapuu,
OCYLLEeCTBRSETCA  anTeYHbIMU opraHusaumsamu, BeTepMHapHbIMU anTevyHbiMu1 opraHusaumsamMu,
UHOuBMAYyanbHbIMU NpeanpuHUMaTeENnaMn, UMELWNMN NULEH3NI0 Ha dapMaueBTUYeCcKyl0 OeATeNbHOCTb,
MEOVLMHCKUMU OpraHnsaumsiMi, UMeKLWUMUM §ULEH3NI0 Ha dapMaLeBTUYeCcKyl0 OeATenbHOCTb, WU UX
o6ocobneHHbIMM  nogpasgeneHnamn  (ambynatopuamu, denbawepckumn U - denbaLLepcKo-akyLepCKMMm
NyHKTaMu, LeHTpamu (oTaeneHnsammn) obLuen BpadedbHom (CEMENHOM) NPaKTUKN), PACNONOXEHHLIMU B CEMNbCKUX
noceneHnsax, B KOTOPbIX OTCYTCTBYIOT anTeyHble opraHM3auuun, U BeTEpUHaPHbLIMU OpraHmM3auusamu, UMeroLLmnumMm
nnueHsuo Ha hapMaLeBTUYECKY0 AeaTenbHOCTb. PaspelleHa po3HMyHas TOproBnsa TOMNbKO NeKapCTBEHHbIMU
npenapaTtamu, 3apermcTtpmpoBaHHbiMn B Poccunckon defepauum  unuM  M3roTOBMAEHHbIMU  anTeYHbIMU
opraHnsauuMsiMy, BeTEepUHAPHbIMU anTEeYHbIMU  OpraHusaunaMu, WHAMBUAYaNbHLIMU MNpeanpuHUMaTEensIMu,
UMEILLMMU NNLLEH3NI0 Ha hapMaLleBTUYECKYIO AeATENbHOCTb.

2. Buapl anTeyHblX opraHu3aumin 1 npasuna OTNycka NekapCTBEHHbIX MpenapatoB AN MeOULMUHCKOro
NPUMEHEHUs anTeYHbIMU OpraHn3aunsaMn, UHANBUAYaNbHbIMU NpeanpUHUMaTENSMN, UMEIOLLNMU NTULLEH3UIO Ha
hapmaLeBTUYECKYIO AeATeNbHOCTb, a Takke npasuna oTnycka nekapcTBeHHbIX NpenapaToB Ans MeAULMHCKOro
NpUMEHeHUss MeAULIMHCKUMW OpraHM3auvsamMu, UMEOLUMM NULEH3UIO Ha dhapMaLeBTUYECKYIO OeATEeNbHOCTb, U
nx o6ocobneHHbIMM nogpasgeneHnamu (ambynatopusiMu, enbawepckuMn 1 denbaLepcKo-akyLLepCcKUuMm
NyHKTaMu, LeHTpamu (oTaeneHnsamm) obLuen BpadedbHom (CEMENHOM) NPaKTUKN), PACNONOXEHHLIMU B CENbCKUX
noceneHnsax, B KOTOPbIX OTCYTCTBYIOT anTeudHble opraHusauuu, YTBepXOalTcs  YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMNONHUTENBHOW BNAcTU.

3. lMNpaBuna oTnycka HapKOTMYECKUX CPeACTB M MNCUXOTPOMHbLIX BELLEeCTB, 3aperncTpupoBaHHbIX B
KayecTBe NneKkapCTBEHHbIX NpenapaToB, NekapcTBEHHbIX NpenapaToB, CoAepX)aLlux HapkoTuyeckue cpeacrsa u
NCUXOTPOMHbIE BELLEeCTBa, YTBEPXKAATCH YNONHOMOYEHHbLIM doefeparibHbiM OpraHOM UCNONMHUTENBHON BNacTu
no cornacosaHuio ¢ deneparbHbiM OpraHoM WCMOSTHUTENbHOW BNAcTX, OCYLLECTBASIOWNM  (PYHKLMM NO
BblpabOTKe rocyaapCTBEHHOW MOJIUTMKN, HOPMATUBHO-NPaBOBOMY PEryNIMPOBaHMIO, KOHTPOMK W Haa3opy B
chepe 060pOTa HAPKOTUHECKMX CPEACTB, MCUMXOTPOMHbIX BELLECTB M UX MPEKYPCOPOB, a Takke B obnactu
NPOTUBOAENCTBUSA X HE3AKOHHOMY O0OPOTY.

4. JlekapcTBeHHble npenapaTbl ANd BeTePUHAPHOro MPUMEHEHUS noAanexaT OTMYCKy BeTepuHapHbIMU
anTeyHbIMU OpraHuM3auusiMu, BeTEpPUHAPHbLIMU OpraHusaunaMu, WHAMBUAYaNbHLIMU NpeAnpuHUMaTEeNsIMMu,
UMEILLMMU NMLIEH3UIO Ha hapMaLeBTMYECKYI0 AeATenbHOCTb. MpaBuna oTnycka nekapCTBEHHbLIX NpenapaTos
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Ons BETEPMHAPHOro NpYMEHEHUS YTBEPXKAAKTCS YNONHOMOYEHHbIM dheaepanbHbiM OpraHoM UCMNOMHUTENbHOW
BnacTu.

5. lNepeyeHb MeaULIMHCKUX OpraHn3auni, UMeLLMX NULEH3N0 Ha hbapMaLeBTUYECKYI0 AeATEeNbHOCTb, U
nx obocobneHHbIX nogpasgenenunii (ambynatopun, denbawepckux u enbawepcko-akyLepckux MyHKTOB,
LeHTpoB (oTAeneHuin) obLien BpadyebHol (CEMENHON) NPAKTUKKN), PACTONIOXKEHHBIX B CENbCKUX MOCENEHUsIX, B
KOTOpbIX OTCYTCTBYIOT anTeudHble opraHusaluu, a Takke nepedeHb NeKapCTBEHHbIX npenapaToB (3a
UCKINIOYEHUEM HapPKOTUYECKUX NEeKapCTBEHHbIX MpenapaTtoB M MNCUXOTPOMHbLIX NEeKapCTBEHHbIX MnpenapaTos),
npogaxa KOTOpPbIX MOXET OCYLWECTBNATLCA YKa3aHHbIMW  OpraHusaumMsamMu un  ux  060coBreHHbIMM
nogpasgeneHvsmMu, ycTaHaBNMBAlOTCA OpraHamMu  UCMONMHUTENbHOW Bnactn  cybbektoB  Poccuiickon
denepauuu.

6. AnTeuHble oOpraHusauun, uWHOMBUAyamnbHble MpeanpUHUMATENK, UMeLMe  FNULUEH3UID  Ha
hbapmaLeBTMYECKYlD — OesaTenbHOCTb,  00si3aHbl  obecneymBaTb  YCTAHOBIEHHBLIN  YMONTHOMOYEHHbLIM
denepanbHbIM OpraHOM WUCMOMHUTENBHON BRACTU MUHUMAIIbHbLIA aCCOPTUMEHT NEKapCTBEHHbIX MpenapaTos,
HeOOXOAMMbIX AN OKa3aHUSA MEAULMHCKON NMOMOLLN.

7. AnTeyHble oOpraHuzauuMu, uWHOMBMAOyamNbHble NpeanpuHUMarTeny, UMerolmne  NUUEH3N  Ha
hapmaLEeBTMYECKYHO OEATENbHOCTb, HAPSAY C NIEKAPCTBEHHLIMU MpenapaTaMm MMET MpaBo npuobpeTtaTtb U
npoaaBaTb U3gennusa MeQULUHCKOrO HasHavyeHus, Ae3nHpuumpyoLlme cpeacTsa, npeaMeTsl U cpeactsa NMMYHON
rMrmeHbl, nocyay Ans MeauuMHCKUX Lenen, npeaMeTbl M CpeacTBa, MpefHasHayeHHble aAnd yxoda 3a
BGONbHbLIMW, HOBOPOXAEHHLIMU N AETLMU, HE AOCTUTLIMMK BO3pacTa Tpex IeT, OYKOBYH ONTWKY M cpeacTsa
yxofa 3a HeW, MMHeparbHble BOAbI, MPOAYKThl Ie4ebHOro, 4eTCKOro U AMETUYECKOro NUTaHusl, GMonornyecku
aKTMBHblE J00OaBKM, NapdOMepPHbIE 1 KOCMETUYECKME CpeacTBa, MEAMLUNHCKME U CAHUTAPHO-NPOCBETUTENBHbIE
neyaTtHble M3gaHus, NpegHasHavyeHHble 4N nponaraHabl 340pOBOro obpasa XuUsHu.

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

8. [leaTenbHOCTb anTeyHbIX opraHn3aumi BoopyxeHHbix Cun Poccuiickon depepaunn, Apyrnx BOWCK,
BOMHCKMX (hOpMMPOBaHUIA 1 OPraHOB, B KOTOPbLIX 3aKoHOAATeNbLCTBOM Poccuiickon ®eaepaunm npeaycMoTpeHo
NPOXOXAEHNE BOEHHON WUNW NPaBOOXPAHUTENBHOW CnyXObl, pernameHTUpyeTcs HacToswmMm PeneparnbHbIM
3aKOHOM W YTBEPXAEHHbIMW COOTBETCTBYIOLMMN eaepanbHbIMU  OpraHamMm UCMNOMHUTENBHOM  BRacTu
nonoxeHnsiMm. KoHTponb 3a cobntogeHmem ykasaHHbIMU anTeYHbIMY OpPraHM3aumsaMmn MOSNTOXEHWUIA HACTOSILLErO
denepanbHOro 3akoHa OCYLLECTBNAETCA COOTBETCTBYHOLUMMU defepanbHbiMUM  OpraHamMy  UCNONHUTENBHON
BnacTu.

CtaTbsa 56. N3rotoBneHune n OTNYCK NeKapCTBEHHbIX NpenapaToB

1. NarotoBneHune JNIeKapCTBEHHbIX NMpenapaTtoB anTe4HbiIMU OpraHn3aunamMun, BeTepmuHapHbIMU anTe4YHbIMU
opraHn3aunamun, mHamsugyarnbHbIMU npegnpuHMMaTtenaMmmn, MMerwmnMn JNMUEH3NKI0 Ha (bapMaLl,eBTVILIeCKyIO
0EeATEeNIbHOCTb, OCYLLECTBINAETCA No peuenTtamM Ha NnekapCTtBeHHbIe npenapartbl, Nno Tpe6OBaHMﬂM MeaNLIMHCKUNX
OpFaHI/I3aLI,Ml7I, BeTepunHapHbIX OpFaHI/I3aLI,VII7I B COOTBETCTBMKW C nNpaBuiiaMn WU3IroToBlieHMA KU OTNYyCKa
NlekapCTBeHHbIX npenapartoB, YyTBepXOeHHbIMXA YNOJIHOMOYEHHbIM d)e,u,epaanblM opraHom NCMOMHUTENBHOMN
BnacTu.

2. |_|pl/l N3roTOBJITIEHNN JIEKapPCTBEHHbLIX MpenapaTtoB anTte4yHbiIMKU OpraHun3aumnamn, BeTepUuHapHbIMU
anTteyHbiMn  OpraHusaumamun, uvHaAnBuAyarbHbIMU npegnpnHnMmaTenamu, nMerwmnmmn NNUEH3NI0 Ha
d)apmaueBqueCKyro 0eATerIbHOCTb, MCMNOoJ1b3YKOTCA d)apmaueBTquCKme CyGCTaHLI,VII/I, BKITHO4YEHHbIEe
COOTBETCTBEHHO B Focyﬂ,apCTBeHHbIVI peecTp nekapcCcTtBeHHbIX cpeacTtB Oond MeaunuunHCKOro rnpmMeHeHma wu
FocyﬂapCTBeHHblm peecTp nekapCTBEeHHbIX CpeacTtB And BeTepuMHapHOro npuMmeHeHnda B YCTaHOBJIIEHHOM
nopsaake. He O0nycKaeTca W3rotoBsrieHne antedHbiMn OpraHunsaumamMmun, BeTEepUHAPHbIMKA  anTe4YHbIMU
opraHn3auuamun, mHamsuayarnbHbIMU npeanpuHMMaTtenaMmmn, MMerwmnMn JNMUEH3NK0 Ha cbapmau,eBTquCKylo
AeATeNbHOCTb, IEKAPCTBEHHbIX NnpenapaTtoB, 3apeErMcCTpmpoBaHHbIX B Poccurickon CDep,epaLu/lM.

3. MapKI/IpOBKa JNIeKapCTBEHHbIX npenapartos, M3roTOBJIEHHbLIX  anTe4YHbIMU opraHunsaunsamu,
BETEPUHAPHbIMM  anTeYHbIMW  OpraHun3auudamun, wunHOMBMAyanbHbIMU  NpeanpuHMMaTenamu, nMvernwmnmmn
JIMUEeH3n0  Ha cbapmau,eBTquCKyro neAaATenbHoOCTb, WU Od)OpMJ'IeHMe TaKnx npenapatoB  AOOJDKHbI
COOTBETCTBOBATb NpasuiiamM, yka3aHHbIM B HacTosLLEN cTaTbW.

4. AnTe4Hble opraHusauum, BeTepuHapHbie anTteyHble opraHunsauuu, nHanesunayarnbHble
npegnpuHunmartenu, nMmerwmne nMueH3nto Ha cbapmaueBTquCKyro 0eATeNIbHOCTb, HECYT OTBETCTBEHHOCTb 3a
HecobntoaeHne npasun NU3roToBlieHNA U OTNyCKa JIeKapCTBEHHbIX npenapatoB B COOTBETCTBUM C
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3akoHoaaTenscTBoM Poccuinckon depepaumm.

Cratba  57. 3anpelleHve  npogaxu danbCUPULIMPOBaHHbIX neKapcTBEHHbIX CcpeqacrTs,
He0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbLIX CPEACTB, KOHTPA(haKTHLIX JIEKAPCTBEHHbLIX CPEACTB

I'Ipop,ama (baJ'IbCVI(bI/ILI,I/IDOBaHHbIX JIeKapCTBEHHbIX CpeacCTB, Heﬂ,06p0Ka‘-IeCTBeHHbIX JNIEKapCTBEHHbIX
cpencTs, KOHTpa(baKTHbIX NeKapCTBEHHbIX CpeacCTB 3anpeLaeTcA.

CrtaTtbsa 58. XpaHeHue nekapCTBEeHHbIX CpeacTB

1. XpaHeHne nekapCTBEHHbIX CPEACTB OCYLUECTBISAETCA MPOU3BOAUTENAMU JIEKAPCTBEHHLIX CPEeACTB,
opraHu3auMsMu  OMTOBOW  TOProBMM  JIEKAPCTBEHHbIMW  CPEACTBaMW,  anTEYHbIMU  OpraHM3auusaMu,
BETEPVMHAPHLIMX  aNTEYHbIMW  OpraHu3auusMu, UWHAMBMOYANbHLIMU  NpeanpuHUMaTensiMiM,  UMELMMU
NULEH3NI0 Ha apMaueBTUYECKYD [OEATENbHOCTb WU JIMLUEH3NK Ha  MEeOUUMHCKYK  OesATeNbHOCTb,
MEOUUMHCKUMKW  OpraHu3auusmMu,  BETEPUHApPHbIMM  OpraHM3auMsiMM U WHbBIMW  OpraHu3aumsamu,
OCYLLECTBMAILLMMM 0OpaLleHne NeKapCTBEHHbLIX CPEACTB.

2. MpaBuna XpaHeHWsi NEeKapCTBEHHbLIX CPEACTB YTBEPXOAKTCA COOTBETCTBYHOLUMM YMONTHOMOYEHHbLIM
dhegeparnbHbIM OPraHoM UCMONTHUTENLHONM BNACTMU.

3. XpaHeHue HapKOTMYECKUX JIEKAapPCTBEHHLIX CPEACTB, MCUMXOTPOMHbLIX NEKAPCTBEHHbLIX CPEACTB,
pagnodapMaLeBTUYECKMX NTEKAPCTBEHHbIX CPEACTB OCYLLECTBMAETCA B COOTBETCTBMU C 3aKOHOAATEIbCTBOM
Poccuiickon ®epepauuu.

Masa 11. YHWYTOXEHUE NEKAPCTBEHHbIX CPEACTB
Cratba 59. OcHoBaHUA 1 NOPSAAOK YHUHTOXEHWNSA NIeKapCTBEHHbIX CPeACTB

1. HepobpokayecTBeHHbIE NeKapCTBEHHbIE CPEACTBA, hanbcumumMpoBaHHbIE NTEKAaPCTBEHHbIE CPeACcTBa
noanexaT U3bATUIO U3 rpaXKgaHCKOro obopoTa U YHUUTOXEHUIO B MOPSAAKE, YCTaHOBNEHHOM [1paBUTENbLCTBOM
Poccuiickon ®depepaumn. OcHOBaHMEM ANA  YHUUTOXEHUS JEeKapCTBEHHbIX CPEACTB SBMSETCA pelleHue
BnagenbLia NekapCTBEHHbIX CPEACTB, pelLleHne COOTBETCTBYHIOLLErO YNONHOMOYEHHOIO deaepansHOro opraHa
WCNOSNHUTENBLHOW BNacTU UNu pelleHue cyaa.

2. KoHTpachbakTHble nekapCTBEHHble CpeacTBa MnoanexaTr W3bATUMIO K3 rpaxgaHckoro obopoTa U
YHUUTOXEHUIO MO pelleHuo cyaa. [Nopsaaok  YHUUTOXEHUS  KOHTpadaKTHbIX MeKapCTBEHHbIX CPeacTB
ycTaHaBnuBaeTcs NMpaButensctsoM Poccuinckon ®enepaumn.

3. Pacxogbl, cBfi3aHHble C  YHUYTOXEHMEM  KOHTpadakTHbIX  NEeKapCTBEHHbIX  CPeacTs,
HeZOOpOKayYeCTBEHHbLIX JEeKapCTBEHHbLIX  CPeACTB,  anbCUULMPOBAHHBIX  JIEKAPCTBEHHLIX  CPEACTB,
BO3MeELLATCA UX BriagenbLem.

4. Bnagenevy nekapCTBEHHbIX CPEACTB AOMKEH NPeaACcTaBUTb B YMNOMHOMOYEHHbIM defeparnbHblid opraH
WCNONMHUTENBHOW BNacTu AOKYMEHT UMY 3aBePEHHY0 B YCTAaHOBNEHHOM MOPSAAKE ero Konuto, NoaTeepxaatoLmne
aKT YHUUTOXEHNS NeKapCTBEHHbIX CPEACTB.

5. CooTBETCTBYHOLUMNA YNONMHOMOYEHHbIN befeparnbHbli OpraH WCMONHUTENbHOW BAACTWU, MPUHSABLLINIA
peLueHne 06 YHUUYTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSIb 3a UX YHUUTOXEHNEM.

6. YHWUYTOXEeHWe  nekapCTBEHHbIX  CPeACTB  MpPOM3BOAUTCA  OpraHusaumsamu, uMeroLmnmMm
COOTBETCTBYIOLLYIO JIMLIEH3UIO, HA crneumanbHO 006opydoBaHHbLIX Mrowagkax, NonmroHax M B - crneumanbHO
060py0OBaHHLIX MOMELLEHMAX C cobnopeHneMm TpeboBaHW B obnactM oxpaHbl OKpyXawolen cpeibl B
COOTBETCTBUM C 3aKoHoAaTeNbLCTBOM Poccunckon ®enepaumn.

7. HapkoTudeckme nekapCTBEHHble CpeacTBa,  MCUXOTPOMHblIE  NEKapCTBEHHble  CPeacTBa,
paguodapmaleBTUYECKE NEKapCTBEHHbIE CPeACTBa YHUYTOXAKTCSH B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepauuu.

Mnaea 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANnd MEOULUUMHCKOIo NPUMEHEHUA

Cratbs 60. Focyp,apCTBeHHoe perynmpoBaHne LeH Ha JeKapCTBeHHble npenapartbl And MeauunHCKOro
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

NpUMEeHeHUsA

"ocymapcTBeHHOE perynupoBaHue LeH Ha nekapcTBeHHble npenapaTbl Ans MeOULMHCKOro MpUMEHEHUs
OCYLLIeCTBNSIETCA NOCpPeaCTBOM:

1) yTBEPXOEHMS MNEepeyvHs XM3HEHHO HEeOOXOOUMbBIX W BaXXHEMLWMUX JeKapCTBEHHbIX MNpPenapaTos,
BKMIOYEHHbIX B TakOW MepeyeHb MNo4 MeXAyHapoAHbIMW  HEMaTeHTOBaHHbIMU  UNU  XUMUYECKUMU
HaMMeHOBaHUSIMM U COOTBETCTBYIOLLMX CReayoLMM KpUTEPUSM:

a) NpMMeHeHMe KOHKPETHOro nekapCTBEHHOro npenapaTta Ans OMarHOCTUKW, NPOMUNAKTUKKU, nevyeHus
3aboneBaHnii, B TOM Yncre NpeobnagarLLmx B CTpykType 3aboneBaemocTu B Poccuickon ®enepauuu;

©0) NpenmyLLLeCTBO KOHKPETHOIO JIEKAPCTBEHHOIO NpenapaTa Mo CPaBHEHUIO C APYTUMU JIEKAPCTBEHHLIMM
npenapaTtamu Npu onpeaeneHHbIX 3a6oneBaHnn, CUHOPOME UMK KIMHUYECKOW CUTYaLnu;

B) TepaneBTU4eCKas 9KBMBANEHTHOCTb KOHKPETHOro fNeKapCTBEHHOro npenapata nekapcTBEHHbIM
npenapaTtam CO CXOXMUM MeXaHN3MOM hapMaKonorm4eckoro AencTeus;

2) yTBEPXOEHUS METOAUKM YCTAaHOBMEHUS NPON3BOAMTENSAMM NEKapCTBEHHbIX MpenapaTtoB npeaeribHbIX
OTMYCKHbIX LieH Ha JfeKkapCTBEHHble Mnpenapartbl, BKIIOYEHHLIE B MNEPEYEHb >KU3HEHHO HEeobXoaUMbIX U
Ba)KHEMLUNX NeKapCTBEHHbIX NpenapaTos,

3) rocygapCTBEHHOW perucTpaumv YCTaHOBMEHHbLIX MPOM3BOAUTENAMU NEeKapCTBEHHbIX MpenapaToB
npedenbHbIX OTMNYCKHbIX LeH Ha nekapcTBeHHble Mpenapatbl, BKMOYEHHblE B MNepeYeHb XKU3HEHHO
HeobXoaMMbIX U BaXKHEWLLMX IEKapCTBEHHbIX NpenapaTos;

4) BefeHUa TrocydapCTBEHHOrO peecTtpa npedenbHblX OTMAYCKHbIX  LEeH  npou3BoauTenen  Ha
nekapcTBeHHble Npenaparbl, BKIHOYEHHbIE B NEpPeYeHb KU3HEHHO HEOOXOAUMBIX U BaXXKHENLUNX NIEKAapPCTBEHHbIX
npenapaTos;

5) yTBEpXaeHUS METOAMKM YCTAHOBMEHUSA OpraHaMy MCMOSNHUTENBHON Bnactu cybbekToB Poccuickon
denepaumm npedenbHbIX pasMepoB OMTOBbIX HaabaBOK M MpedernbHbIX pa3MepoB PO3HUYHBLIX HAQ0aBOK K
PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM MPOU3BOAUTENSIMA FEKapCTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble NpenapaTthbl, BKIOYEHHbIe B NepeyeHb XXM3HEHHO HEODXOAUMbIX U BaXKHENLLUX FeKapCTBEHHbIX
npenapaTos;

6) ycTaHOBNEHUs MpedesibHbIX pasMepoB ONTOBbIX HAA0aBOK M MpedesfibHbIX PasMepoB  PO3HUYHBLIX
HaabaBok K (bakTUYECKMM OTMYCKHbIM LieHaM, YCTAaHOBITEHHbLIM NPOM3BOAMTENSMU NIEKAPCTBEHHbIX NpenapaTos,
Ha neKkapCTBEeHHble MpenapaTtbl, BK/OYEHHbIE B NEepeyYeHb XWU3HEHHO HEeoOXOAMMbIX W  BaXXHEMLUNX
neKapCcTBEHHbIX NpenapaTos;

7) yTBEpXOEHWs nopsgka BblgavyM NpeanucaHvuin opraHam  MCMOSIHUTENbHOW  BracTu  CyObekToB
Poccuiickon degepaunn o npuBegeHMM B COOTBETCTBME C 3akoHogaTenbcTBOM Poccuitickon Pegepaumm
peLleHnin 06 ycTaHOBNEHMMN NpeaenibHbIX pa3MepoB ONTOBbLIX HAAOABOK M MpeferibHbIX PasMepPoB PO3HUYHbIX
HaabaBok K (bakTUYECKMM OTMYCKHbIM LieHaM, YCTAaHOBITEHHbLIM NPOM3BOAMTENSMU NEKAPCTBEHHbIX NpenapaTos,
Ha neKkapCTBEeHHble MpenapaTtbl, BK/OYEHHbIE B NEepeyYeHb XU3HEHHO HEeoOXOAMMbIX W  BaXXHEWLINX
nekapcTBEHHbIX MpenapaToB, eCrnv OHU NPUHATBLI C HapyLLeHneM 3akoHogaTenscTea Poccunckon ®enepauum, B
nopsizike, ycraHoBneHHom lNMpasutensctBom Poccunckon ®enepauuu;

8) HanpaBneHws YNOMHOMOYEHHbIM beaeparnbHbIM OpraHoM  UCMOSMHUTENbHOW BRacTu  opraHam
NcnonHUTENbHOW BnacTn cyobekToB Poccuiickon ®enepaummn npegnucaHin 0 NpUBELEHUN B COOTBETCTBUE C
3akoHoaaTensCcTBoM Poccuiickon depepaumm NPUHATBIX €  HapylleHWeMm 3akoHodaTenbcTtBa Poccuiickon
depepaumm peleHmin o6 yctaHOBNEHMN NpeaesibHbIX pasMepoB ONTOBLIX HaA0aBOK M MpefenbHbIX pasMepoB
PO3HMYHbIX HaAbaBOK K LEeHaM Ha IeKapCTBEeHHble Mpenapartbl, BKMOYEHHble B MNEpeYeHb KU3HEHHO
HeobXoaMMbIX U BaXKHEWLLMX IeKapCTBEHHbIX NpenapaTos;

9) ocyuwlecTBneHus deaepanbHOro rocyaapCcTBEHHOIO Haa3opa B cdepe OOpalleHUss NekapCTBEHHbIX
CPeACTB U perMoHanbHOro rocyJapCTBEHHOMO KOHTPOIS 3a NPUMEHEHUEM LIeH Ha nekapcTBeHHble npenaparthbl
COOTBETCTBEHHO YMOMHOMOYEHHbIMU defeparnbHbiM/  OpraHamMu UCMOSNHUTENbHOW BracTM M OpraHamu
ncnonHuTenbHoW Bnactn cybbektoB Poccuiickon ®Pepepaumm cornacHo UX KOMMNETEHUUW B MOpsiake,
ycTaHoBneHHOM [NpaBuTtensctBom Poccuiickon ®epepalimu;

(n. 9 B pea. ®egepansHoro 3akoHa o1 25.06.2012 N 93-93)

10) npumeHeHNs NpefyCMOTPEHHbIX 3akoHoaaTenbLcTBOM Poccuiickon denepaumm mep oTBETCTBEHHOCTH
3a HapyleHue nopsigka LeHooOpasoBaHMS Ha >KM3HEHHO HEOOXOAMMbIE M BaXHEWWWe neKapCTBEHHble
npenapaTbl.

KoHncynbtantlnioc
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

CraTbs 61. FocynapcTBeHHas percTpaLms yCTaHOBMEHHbIX MPOU3BOAUTENAMMU MEKapCTBEHHbIX MpenaparTos
npeaenbHbIX OTMYCKHbIX LIEH Ha XXM3HEHHO HEeoBXOAUMbIE M BaXkHeMluMe NeKapcTBEHHble npenapaTbl U UX
npoJaxa

1. YcTaHoBNEHHbIE NPON3BOAMTENAMM NEKapCTBEHHbIX MpenapaTtoB npefefbHble OTMNYCKHbIe LeHbl Ha
nekapcTBeHHble Npenaparbl, BKIHOYEHHbIE B NEPEeYEHb KU3HEHHO HEOOXOAUMBIX N BaXXKHENLUNX NIEKAapPCTBEHHbIX
npenapaToB, Noanexar rocyaapCTBEHHON perncrpaumn.

2. YcTaHOBNEeHHas Npou3BOAUTENEM NeKapCTBEHHbIX NpenapaToB npefenbHas OTMNyckHas LeHa Ha
NeKkapcTBEHHbIN Npenapar, BKIYEHHbI B NepeYeHb XXM3HEHHO HEOOXOAUMbBIX U BaXKHENLLUX FeKapCTBEHHbIX
npenapaToB, NOANEXNT roCyfapCTBEHHOW perucTpauumn, ecrnv oHa He MnpeBbIlaeT pasMep LUeHbl Ha AaHHbIN
nekapcTBeHHbIM npenapaT, pacCYMTaHHbIA B COOTBETCTBMM C YTBEPXAEHHOMW B NOpAAKe, YCTaHOBMEHHOM
MpaBsutenbctBom Poccuiickon depepaumm, METOAMKON YCTAHOBMEHUS MPOM3BOAUTENAMU NEKAPCTBEHHbIX
npenapaToB NpefenbHbIX OTMYCKHbIX LIeH Ha NekapcTBeHHbIe NpenapaTthl, BKIOYEHHbIE B NepeyYeHb XU3HEHHO
HEeOOXOAMMbIX U BaXKHEWLIMX fekapCTBEHHbLIX npenapaToB. [JaHHOW MeToauKkow npedycMaTpuBaeTcs Ans
nekapcTBEHHbIX NpenapaToB, HaXOAALWMNXCS B obpalleHun Ha Tepputopum Poccuiickon depepauumn, pacdet
CcpeaHeB3BeLUEeHHON (hakTUYEeCKON LeHbl OTnycka, CpedHeB3BELUeHHOW pakTU4eckon LieHbl BBO3a
nekapcTBEHHOro npenapara 3a rof, npeawecTByOWUn aaTe nNpeacTaBneHus npeaenbHOW OTMYCKHOW LeHbl
npon3BoauTENs Ha NeKkapCcTBEHHbIM npenapaT Ha rocydapCTBEHHYH perucrpauuio, a Ans nekapCTBEeHHbIX
npenapaToB, He MNOCTynaBLUMX B obpalleHne Ha TeppuTopumn Poccuiickon ®egepaumn, U Ons OpUrMHanbHbIX
neKapCTBEHHbIX NpenapaToB pacyeT POCCUNCKMMIN NPOU3BOAMTENAMM FIEKAPCTBEHHbIX MpenapaTtoB pacxonos,
CBSI3aHHbIX C pa3paboTkoi, NpPOU3BOACTBOM, peanu3aumelnt JEeKapCTBEHHOro npenaparta, YykasaHue
WHOCTPaHHbIMW  MPOU3BOAUTENSMU  pa3Mepa MUHUMANbHOW  OTMYCKHOW  LieHbl  NPOWM3BOAMTENS  Ha
nekapcTBeHHbIN NpenapaT B rocygapcTse Npon3BoauTens n apyrux rocyaapcreax, rae oH 3apeructTpupoBaH, ¢
Yy4eTOM PacXOAO0B, CBA3AHHbIX C TAMOXEHHLIM OPOPMIEHNEM (TAMOXXEHHOW MOLLUSMHBI M TaMOXEHHbIX cOopoB
3a TaMOXeHHoe o(popMneHne), N TPaHCMOPTHLIX PACXOAO0B.

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

2.1. Mpwn npoBegeHnn pacyeTa npeaenbHON OTAYCKHOM LieHbl Hapsiay C OaHHbIMW, MpenyCcMOTPeHHbIMU
HacTosLLEeN cTaTbW, YYUTLIBAETCS:

1) B OTHOLWIEHMM POCCUNCKOrO MNPOU3BOAMTENS - LieHa Ha aHanornyHble (No MeXayHapooHOMY
HenaTeHTOBaHHOMY HaMMEHOBaHWIO, NEeKapCTBEHHON dopMe U [O03UPOBKE) feKapCTBEHHble npenaparthl,
npouseBefeHHble Ha TeppuTopumn Poccuickon ®enepaumm, nnbo B criydae nx oTCyTCTBMS LieHa Ha aHanornyHble
WMHOCTPaHHbIe NekapcTBEHHbIE NpenapaThbl, Haxoaswmecs B rpaxaaHckom obopoTe Ha TeppuTopun Poccuiickon
degepauuuy;

2) B OTHOLUEHWM MHOCTPaAHHOrO MpOM3BOAUTENSA - LEeHa Ha aHanorudHble (Mo MexayHapoaHoMY
HenaTeHTOBaHHOMY HaMMEHOBaHWIO, NeKapCTBEHHON dopMe U [O03UPOBKE) feKapCTBEHHble npenaparthbl,
Haxoasimecs B rpaxkgaHckoM obopoTe Ha TeppuTopumn Poccuiickon ®enepauun.

(vacTb 2.1 BBegeHa depepanbHbiM 3akoHoM OT 11.10.2010 N 271-03)

2.2. Ha ocHoBaHuUM nogaHHoro 0o 1 oOKTsabps Kaxaoro roga 3asiBfieHMst POCCUMIACKOTo Mpou3BoauTens
NeKkapCcTBEHHbIX NpenapaToB, BKMIOYEHHbIX B MEPeYEHb XXU3HEHHO HEOOXOANUMBIX U BaXKHENLLMX FIEKapCTBEHHbIX
npenapaToB, 3aperucTpupoBaHHasa npefenbHas OTMYCKHas LieHa Ha NeKapCTBEHHbIW npenapat B chnyyae
U3MEHEHNs LEeH Ha Cbipbe WU MaTepuanbl, HaknagHbIX pacxodoB, a Takke ucxXoad W3 YCTaHOBMEHHOMO
degepanbHbIM 3aKOHOM O dhefeparnibHOM BHKETE HA COOTBETCTBYIOLLMIA (PMHAHCOBbLIA rog U Ha NaHOBbLIN
nepuog NporHO3MpyemMoro YpoBHS MHNALMM MOXET OblTb NEpepPerMcTpupoBaHa, Ho He Yalle YemMm OAMH pa3 B
KaneHaapHOM roaly B nopsiake, ycTaHOBNEHHOM n ﬂHaCTOHLU,eVI cTaTtbMm.

(vacTb 2.2 BBegeHa depepanbHbIM 3akoHoM OT 11.10.2010 N 271-93)

3. Mpopaxa nekapcTBeHHbIX MpenapaTtoB, KOTOPble BKMOYEHbl B NEPEYEHb XXM3HEHHO HEOOXOOMMbIX U
BaXKHEMLUMX FeKapCTBEHHbIX MNpenapaTtoB W Ha KOTopble He  3apeructpypoBaHa  yCTaHOBMEHHas
npon3BoauTENSMU NeKapCTBEHHbIX NpenapaToB npeAenbHas OTNyCckHada LieHa Ha fnekapcTBeHHble npenaparhl,
BKMIOYEHHbIE B MepeYeHb >XM3HEHHO HeoOXOAUMbIX W BaXKHEWLMX FNeKapCTBEHHbLIX MNpenapaTtoB, He
JonyckaeTtcs.

CtaTbsa 62. rocyﬂ,apCTBeHHbIIZ peecTp npenenbHbIX OTNYCKHbIX LEeH ﬂpOI/I3BOﬂ,VITe.I'Iel7I Ha nekKapCcTBeHHble
npenaparbl, BKIHO4YEHHbIE B NepeyYeHb XN3HEeHHO HeobXoAMMbIX U BaXKHENLLIMX JIeKapCTBEHHbIX NMpenapaTtoB
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

1. 3apeructpupoBaHHble npegernbHble OTMYCKHble LEeHbl Ha JieKapCTBEHHbIE Mnpenapartbl, BKYEHHbIE B
nepeyeHb >XU3HEHHO HEOOXOOMMBbIX W BaXXHEWLUMX NeKapCTBEHHbIX MpenapaToB, NoAanexar BKIYEHU B
rocy0apCTBEHHbIN peecTp npefenbHbIX OTNYCKHbIX LeH Mpou3BoAUTENEN Ha rekapCTBeHHble npenaparhbl,
BKITIOYEHHbIE B NepeyeHb XN3HEHHO HEOOXOANMBIX 1 BaXXHEWLLUMX NeKapCTBEHHbIX NpenapaTos.

2. TocynapCTBEHHbIV peecTp MNpederibHbIX OTMNYCKHbIX LEeH MpousBoauTernen Ha nekapcTBEHHble
npenapartbl, BKMOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOAMMBIX W BaXHEWLUMX FeKapCTBEHHbIX Npenaparos,
coaepxuT B cebe cneayoLLyto MHOPMaLmIo:

1) HaMmMeHoBaHWe NPOU3BOAUTENSA NEKAPCTBEHHOMO Npenapara;

2) HaumMeHoBaHWe fekapCTBEHHOro npenapara (MexgyHapogHoe HenaTeHTOBaHHOE WM XMMUYECKoe U
TOProBOoe HauMeHOBaHUS);

3) HomMep perncTpaLmoHHOro yaoCTOBEPEHUSA NEKAPCTBEHHOMO Npenapara;

4) nekapcTBeHHas dopMa C ykasaHMem [O3MPOBKM JleKapCTBEHHOro npernapata W ero Konuyecrsa BO
BTOpPWYHOW (MOTPEeBUTENBLCKON) YNaKoBKe;

5) 3apernctpupoBaHHas npegernbHas OTNyCkHas LeHa B pyonsx;

6) nata rocygapCTBEHHOM perncrTpauun npeaensHo OTNYCKHOM LeHbl Ha NekapCTBEeHHble npenaparbl,
BKITIOYEHHbIE B MePeYeHb KN3HEHHO HEOOXOANMBIX Y BaXXHEWLLUMX NEeKapCTBEHHbIX NpenapaTos.

3. locypapcTBeHHas perucTpaums npegenbHbIX OTNYCKHbIX LEeH Ha nekapCTBeHHble npenaparhbl,
BKIMOYEHHblE B NEepeYeHb XXM3HEHHO HEeOOXOAMMbIX M BaXKHEWLIMX NEeKapCTBEHHbIX MpenapaToB, BedeHue
rocygapCTBEHHOro peectpa npeferibHbIX OTMYCKHbIX LEeH NPOou3BOAUTENEN Ha nekapCTBEeHHble npenaparhbl,
BKIOYEHHbIE B MepeyeHb J>KM3HEHHO HeOoOXOAMMbIX W  BaXHEWLWMX fleKapCTBEHHbIX  Mpenaparos,
OCYLLECTBMAIOTCH B Nopsake, yctaHoBneHHoM lNMpasutenscTsom Poccuickon ®egepaumn.

CraTtba 63. YcTaHOBNEHME OpraHamy MWCMOSNIHUTENbHOW Bnactu cybbektoB Poccuickon Pepepaumu
npeaenbHbIX pasMepoB ONTOBbIX HAAOABOK U MpeAenbHbIX pa3MepoB PO3HUYHbLIX HAA0aBOK K (haKTUYECKUM
OTMNYCKHbIM LieHaM, YCTaHOBIEHHbIM MNPOU3BOAMTENSAMM NEKapCTBEHHbIX MpenapaTtoB, Ha feKapCcTBEHHbIe
npenapaTbl 4ns1 MEQULUMHCKOTO NPUMEHEHMS

1. OpraHbl UcnonHUTENbHOM BracTu cyobektoB Poccuiickon Pepepauum ycTaHaBNUBAKOT npeferibHble
pasMepbl ONTOBbIX HAA0aBOK WM NpefenbHble pasMepbl PO3HMYHbLIX HagbaBOK K  (QaKTUHECKMM  OTMYCKHbLIM
LeHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENSAMU NEeKapCTBEHHbLIX MPenapaToB, Ha feKkapCcTBeHHble npenaparthbl,
BKITHOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMBIX U BaXKHENLUUX NIEKAaPCTBEHHbIX NMpenapaToB, B COOTBETCTBUM
C yTBEPXOEHHOW B Nopsake, YycTaHoBneHHom [lpaBuTtenbctBoMm Poccuiickon deanepaumu, MeETOOMKON
YCTaHOBIEHUS OpraHamMy NCMNOSTHUTENBHONM BriacTn cydbekToB Poccuiickon ®enepauum npegenbHbIX pa3mMepoB
ONTOBbIX HaAbaBOK M MpederbHbIX Pa3MepPoB PO3HMYHLIX HaAbaBOK K (aKTUYECKMM OTMYCKHbIM LiEeHaM,
YCTaHOBMEHHbIM NPON3BOAUTENAMMU NEKapCTBEHHbIX NpenapaToB, Ha NeKapCTBEHHbIE NpenapaTbl, BKMNOYEHHbIe
B NepeyeHb XN3HEHHO HEOOXOAMMbIX U BaXKHENLLUMX FleKapCTBEHHbLIX NpenapaTos.

2. OpraHuszauum OMTOBOW TOProBNM U (MNM)  anTeYHble  OpraHMsauuMW, WHAMBUAOYarnbHble
npeanpvHMMaTenu, UMetoLme nuueH3nto Ha papMaLeBTUYECKY0 AesTeNbHOCTb, OCYLLECTBASIT peanuaauuto
nekapCTBEHHbIX NPenapaToB, BKIMOYEHHbIX B NEPEYEHb XN3HEHHO HEOOXOAMMbBIX U BaXKHENLUNX JIEKAaPCTBEHHbIX
npenapaToB, MO LUeHaM, YpPOBEHb KOTOPbIX He MpeBblllaeT CyMMy aKkTUY4EeCKONn OTMYCKHOW  LieHbl,
YCTaHOBMEHHON MNPOWU3BOAMTENEM FEKapCTBEHHbIX MpenapaTtoB WU He MpeBblllalollen 3aperucTpupoBaHHOM
npegenbHON OTNYCKHOW LeHbl, N pa3mep ONTOBOW Haabaeku M (MnM) pasmep PO3HUYHOW HapbaBku, He
npeBbilIalLLNE COOTBETCTBEHHO pa3mepa NpeAernbHOM ONTOBOM HadbaBkM U (Mnv) pasmepa nNpenerbHON
PO3HUYHOW HagbaBkK, yCTaHOBIEHHbIX B cyObekTe Poccuiickon degepaunn.

3. OpraHbl ncnonHUTenbHoM BnacT cyobektoB Poccuiickon ®enepauumn pasmellatot B cetn "MIHTepHeT"
nnmn onyGrmMKoBbIBaOT MHCpOPMaLMIO O 3aperMcTPUpPOBaHHON NpeaenibHOM OTNYCKHOM LEeHE Ha JIEKapCTBEHHbIE
npenapaTbl, BKIMOYEHHbIE B MEPEYEHL XKN3HEHHO HEOOXOAMMBIX U BaXKHENLLMNX NIEKAPCTBEHHLIX NpenapaTos, 06
YCTaHOBMEHHbIX B cybbekTte Poccuiickon ®Penepauumn pasmepe npegenbHOM ONTOBOM HagbaBku u - (Mnu)
pasMmepe NpefenbHON PO3HMYHON HaabaBKM K YCTaHOBIEHHLIM NPOU3BOAUTENSAMN JIEKAPCTBEHHBLIX NpenapaToB
PaKTUYECKMM OTMYCKHbIM LieHaM Ha feKapcTBeHHble npenapaTbl, BKMIOYEHHble B MNepeyvyeHb XU3HEHHO
HEeOOXOAMMbIX M BaXKHEMLIMX JEKAapCTBEHHbIX MpenapatoB, U 00 yka3aHHOW B HacTosLLen cTaTbu
cymme. NHdopmauus, npedycMOTpeHHas HacTosien 4acTblo, AOMKHa pasMellaTbCd Takke B anTeuHbX
opraHu3aumsax B AOCTYMHOW ONs CBEOEHUS BCEX 3aMHTEPECOBaHHbIX UL, ()OpMe M OBHOBNATLCA MO Mepe ee
onybnunkoBaHus.

KoHncynbtantlnioc
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

4. NpuHATble C HapyLLeHneM 3akoHoaaTenbcTBa Poccuiickon ®eaepaunm pelleHns opraHoB MCMOMHUTENbHOM
Bnactu cybwekta Poccuiickon ®enepauumn 006 yCTaHOBNEHUWU MpefernbHbIX pa3MepoB OMTOBLIX HadbaBoOK U
npegenbHbIX pasMepoB PO3HMYHbLIX HagbaBOK K 3aperMcTpUpOBaHHbIM MpefesfibHbIM OTMYCKHbIM LeHaM Ha
nekapcTBeHHble Npenaparbl, BKIHOYEHHbIE B NEPEYEHb KU3HEHHO HEOOXOAUMBIX N BaXXKHENLUNX NIEKAapPCTBEHHbIX
npenapaToB, noanexar oTMeHe B cyaebHOM nopsake.

Mmasa 13. MOHUTOPUHI" BE3OMNACHOCTW NNEKAPCTBEHHbIX MPEMAPATOB,
HAXOOALLUUXCA B OBPALUEHUU HA TEPPUTOPUN POCCUACKOW ®EOQEPALINK

CraTbsa 64. MoHWUTOPMHI 6€30NacCHOCTM NEKapCTBEHHbLIX NPenapaToB

1. NlekapcTBeHHbIE Npenaparthbl, HaxogsLwmecs B obpalleHun Ha TeppuTtopum Poccuiickon depepauny,
noanexaT MOHWUTOPWHIY ©e30MacHOCTM B LENSAX BbISBNEHWS BO3MOXHbLIX HEraTMBHbLIX MOCNEACTBUA UX
NpUMeEHeHUs, NpeaynpexaeHnsa naLmMeHToB U UX 3aluTbl OT NPUMEHEHNS TaKNX nNpenapaTos.

2. MoHuTopuHr 6e30MacHOCTU JIEKAPCTBEHHBIX NpenapaTtoB  OCYLLECTBASIETCA  YNONMHOMOYEHHbLIM
dhegepanbHbIM OpraHoM UCMOMHUTENBHOM BNacTW Ha BCEX dTanax Mx obpalleHnst Ha TeppuTtopun Poccuinckon
denepauuu.

3. CyObekTbl o0OpalleHus nekapCTBEHHbIX cpeAcTB  00sA3aHbl  coobuwaTb B YCTAaHOBMEHHOM
YMOSTHOMOYEHHbLIM dhefeparnibHbIM OPraHOM UCMOMHUTENBHOW BracTu nopsigke o060 Bcex crnydasx MNoOOoYHbIX
OEeNCTBUA, He YKa3aHHbIX B WHCTPYKUUM MO MPUMEHEHUI0 JeKapCTBEHHOro mnpenapata, O CepbesHbIX
HexenaTenbHbIX peakunsax, HenpeaBUAEHHbIX HeXenaTerbHblX peakuusix npu npuMeHeHWn neKapCTBEHHbIX
npenapaTtoB, 06 OCOOEHHOCTSIX B3aMMOLENCTBUS NEKApPCTBEHHLIX MpenapaToB C APYIMMU JIEKAPCTBEHHLIMM
npenapatamu, KoTopble ObiNM BbISIBNEHbI MPU MPOBEAEHUM KITMHWYECKUX WCCIEefOBaHUA M NPUMEHEHUM
nekapcTBEHHbIX NpenapaTos.

4. 3a HecoOOLLEHNE UNN COKPbITUE CBELEHUN, ﬂpe,Cl,yCMOTpeHHbIX HacTosLlen cTaTtb, nuua,
KOTOpPbIM OHW CTanu M3BECTHbl MO poAy WX NpodecCUOHanbHOW AeATEeNbHOCTU, HECYT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKoHoaaTeNbCTBOM Poccunckon ®enepaumn.

5. MNopsigoKk OCyLLEeCTBNEHMS MOHUTOpPMHra 6e30nacHOCTM NeKapCTBEHHbLIX MpenapaToB, pPerncrpaummn
NoOOYHbLIX JENCTBUN, CEPLE3HBLIX HEXXENATENbHbIX peakunii, HenpeaBUAEHHbIX HeXenaTerbHbIX peakuuin npu
NMPMMEHEHUM JEKAPCTBEHHbIX NpenapatoB, B TOM 4MCNe MpencTaBneHuss uHgopMauum 06 3Tom,
yCTaHaBnMBaeTCs YNONHOMOYEHHbIM cheaepanbHbIM OpraHoM UCNONHUTENBHON BNAcTU.

Cratbs 65. MpuoctaHoBNeHne NpMMeHeHUsa nekapcTBEHHOro npenapara

I'Ip|/| nony4yeHumn MHd)OpMaLIMVIO NobOYHbLIX OENCTBUSIX, He YKa3aHHbIX B MHCTPYKUMMU MO NPUMEHEHUIO
NNIeKapCTBEHHOIo npenapara, Cepbe3HbIX HeXenaTelibHbIX peakuundax, HenpeaBnaeHHbIX HeXenaTellbHbIX
peakumnax npu npuMmeHeHnn nekapcrBeHHoro npenaparta, 006 0CODOEHHOCTSIX ero B3auMoOencTBuUsi C apyrmmm
NlekapCTBeHHbIMKU npenapaTtamMn, KOTopble MOTyT npeactaBlfidTb Yrpo3dy XWU3HU UMK 300POBbHO MauMeHTOB, a
TakKe CBeOEHUN, He COOTBETCTBYHOLLMX CBeAeHusaAM O JieKapCTBEHHOM npenaparte, coaepXawnmca B
MHCTPYKUMM NO ero npuMeHeHUio, yI'IOJ'IHOMO‘-IeHHbIﬁ d)e,qepaanbuh opraH NCMONHNTENBHON  BracTu
paccmaTtpuBaeT BOMPOC O BO3IMOXHOCTU NPUOCTAaHOBIIEHNA NPUMEeHEHNA TaKoro JiekapCTBeHHOro npenaparta B
nopsaake, ycraHoBfeHHOM ynoJfIHOMOYE€HHbIM cbe,u,epaanblM opraHom NCMNONHUTENbLHOWN BNacTu.

CtaTbs 66. I/Ichopmame O pes3ynbTatax MOHUTOPUHIa ©Ge3onacHocTu JNIEKapCTBEHHbIX MpenapaTtoB

YNonHOMOYEHHBIN defepanbHbil  OpraH UCMOSIHUTENBHOW BRacTW, OCYLLECTBNSALWMA  MOHUTOPUHT
0e30nacHOCTU NekapCTBEHHbIX MNpenapaTtoB, HaxoOsLMXCs B obpalleHMM Ha TeppuTtopun Poccuiickon
depnepalmm, No pesynsTataM MOHUTOPUHra pasmelllaeT Ha cBoeM oduuuansHom cante B cetn "WHTepHeT"
WMHOPMALIMIO O MPUHATBIX PELLEHNSIX O BHECEHUN U3MEHEHNS B UHCTPYKLUUIO MO MPUMEHEHUIO JIeKapCTBEHHOIO
npenapaTta, O NPMOCTAHOBMNEHUN MPUMEHEHUSI NEeKapCTBEHHOro mnpenapata, 00 u3bATMM U3 obpalleHus
nekapcTBEHHOro npenapara unm o BO30OHOBNEHUN NPUMEHEHUS NEKAapCTBEHHOro Npenapara.

Mnasa 14. UH®OPMALIUA O JIEKAPCTBEHHbIX NPEMAPATAX

KoHncynbtantlnioc
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93 [lokyMeHT npeocTasneH Korcynbtantrn
ROHCYMbTAHT! LNOC
(pen. ot 25.06.2012) Y pea C! a toc

"O6 obpalleHnn nekapcTBeHHbIX cpeacTs” flata coxpanenws: 26.04.2013

CtaTtbs 67. UHdopmauusa o nekapcTBeHHbIX Npenaparax

1. I/Ichopmau,vm O NNeKapCTBEHHbIX npenapartax, OTnyCkaeMbIX Mo peuenTty Ha ﬂeKapCTBeHHbIIZ npenapart,
AOJKHa coaepXaTbCA TOJIbKO B chneunanm3npoBaHHbIX W3OaHUAX, MNpeaHa3HaYeHHbIX Anda MeguuuHCKKUX,
(bapMaLl,eBTl/I‘-IeCKI/IX, BeTepunHapHbIX paGOTHMKOB. MH(bOpMaLI,I/Iﬂ O JieKapCTBEeHHbIX npenapatax Aansd
cneumnanuctoB B obnactu 06paLLl,eHl/Iﬂ NNIEKapCTBEHHbIX CpeacCTB MOXET coaepXaTtbCA B MOHOFpa(bI/IﬂX,
cnpaBOYHUKAX, Hay4HbIX CTaTbAX, B AOOKNadax Ha KOHrpeccax, KOHd)epeHLI,I/IHX, cmMno3nymax, Hay4HbIX
COBETax, a Takke B MHCTPYKUMAX NO NPUMEHEHNIO NNeKapCTBEHHbIX NnpenapaTtos.

2. MHd)OpMaLIMﬂ O IeKapCTBEeHHbIX npenapartax, OTnyCKaeMblX oe3 peuenta Ha J'IeKapCTBeHHbII7I
npenapar, MOXEeT coaepXaTtbCA B ny6nvn<au,|/|ﬂx n obbsaBneHnsx cpencTs MaccoBou I/IH(bOpMaLI,I/IVI,
cneunann3npoBaHHbIX W o0OWKMX neyvaTHbIX W3oaHusX, MHCTPYKUMAX NO NPUMEHEHUK  J1eKapCTBEHHbIX
npenaparoB, WHbIX U3OaHUAX Cy6beKTOB 06paLLl,eHl/Iﬂ NNIeKapCTBEHHbIX CpeacCTB. PeknamHble mMaTtepuanbl O
lekapCTBeHHOM nnpenaparte, OTnyCKkaeMOoM 6e3 peuenta Ha ﬂeKapCTBeHHbIIZ npenapart, OOJTXHblI
COOTBETCTBOBATb MHCTPYKUMN NO NMPUMEHEHUIO NEKAPCTBEHHOIO Nnpenaparta.

3. ,D,OI'IyCKaeTCH NCNonNb3oBaHNe NOdbIX MaTepuarnbHbIX HocUTENEN, NO3BONSAOLWLMX XpaHUTb, NnepegaBsaTtb
M NCnosmnb30BaTb I/IH(bOpMaLI,I/HO O J1eKapCTBEHHbIX npenaparax 6e3 ee nckaxeHus.

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOW ®EOEPALIUM MPU OBPALLEHUWN NEKAPCTBEHHbLIX CPEACTB
N BO3MELLEHUE BPEOA, MPUYUHEHHOIO 30OPOBbIO NrPAXOAH
BCNEACTBUE NPUMEHEHWUA NEKAPCTBEHHbIX NMPEMAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHoaaTenocTBa Poccuiickon ®depepaunn npu
obpalleHnn NekapCTBEHHbIX CPEACTB

HapyweHue 3akoHopaTensctBa Poccuiickon Pepepaumm npyu obpalleHun IeKapCTBEHHbIX CPELCTB
BrneYeT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHOAAaTeNnbCTBOM Poccuiickon Pegepaumn.

Ctatba 69. Bo3melleHue Bpena, nNpuYnHEHHOro 3A0pOBbKO TrpaxaaH Bcneacrtene rnpuMeHeHnA
JNIeKapCTBEHHbIX NpenapaTtoB

1. lMpownsBoauTenb neKkapcTBEHHOro npenaparta o6s3aH BO3MECTUTb Bpen, MPUYUHEHHbIV 300POBbIO
rpaxgaH BCneacTBUe NPUMEHEHNS NeKapCTBEHHOTO Npenapara, ecnu JokasaHo, YTo:

1) nekapCTBEHHbIN npenapaT MNPUMEHANCA MO Ha3Ha4YeHW B COOTBETCTBUM C MWHCTPYyKUMEN no
NMPUMEHEHMIO NeKapCTBEHHOro MnpenapaTa W MNpPUYMHOM Bpeda SBWMCA BBO4 B rpaxgaHckuin obopot
He06pOKa4YeCTBEHHOrO fieKapCTBEHHOIO NpenapaTa;

2) Bpen 300pOBbIO NPUYMHEH BCreACTBUE HEAOCTOBEPHOWN MHpOpMaLmK, coaepXallencss B MHCTPYKLUUM
Mo NPUMEHEHMIO NleKapCTBEHHOro npenapara, U3gaHHo Npon3BoaMTeNeM NiekapCTBEHHOro npenapara.

2. B cnydyae, ecnu Bpen 340pOBbIO rpaxaaH MPUYMHEH BCMeACTBUME MPUMEHEHWUS NeKapCTBEHHOro
npenapara, npuLweLIero B HEroAHOCTb B pe3yrnbTaTe HapyLleHUs NpaBuil XpaHeH!s NekapCTBEHHbIX CPEACTB,
OpaBui OMTOBOW TOProBMM feKapCTBEHHbIMW Mpenapatamu, NpaBui OTMycKa JeKapCTBEHHbIX Npenaparos,
npaBun M3roTOBNEHUS W OTNyCKa IeKapCTBEHHbIX NpenapaTtoB, BO3MELLEHMEe Bpeda OCyLLEeCTBMSEeTCs
COOTBETCTBEHHO OpraHu3auuert onToBOW TOProBnM fekapCTBEHHbIMW CPEeACTBaMM, anTeyHOW opraHusauuen,
WHAMBMAYaNbHbIM MpeanpvHUMaTeneM, MMELWMMN NMUEH3NI0 Ha apMaueBTUYecKyl0 AeATeNbHOCTb WUnu
MUUEH3NIO Ha MEOUUMHCKYI0 [OeATenbHOCTb, MEeAWLMHCKOW opraHusauuven, UuMelolen muUeH3no Ha
hapmaLeBTMYECKYHO OeATENbHOCTbL (ee 060CcobNeHHbIM NogpasaeneHmem (ambynatopuen, denbawepckum u
denbaLlepcKo-akyLLepCckuMm NyHKTaMu, LEeHTPoM (oTaeneHueM) obuien BpadyebHOW (CeMenHOoWn) npakTuKu),
pacnonoXeHHbIM B CEMbCKOM MOCENeHnn, B KOTOPOM OTCYTCTBYET anTeyHas opraHv3auums), AonyCTUBLUMMUK
NpoAaxy Unun oTNycK Takoro fiekapcTBEHHOro npenapara.

3. Bo3amelleHne Bpeaa, NPUYMHEHHOrO 300POBbLI0 rpakaaH BCNeACTBME NPUMEHEHWUs] NeKapCTBEHHbIX
npenapaToB UMy COBEpLUEHNS NPOTUBONPABHbIX AENCTBUIA CyObekTaMmm obpalleHns fekapCTBEHHbIX CPEeACTB,
OCYLLECTBISAETCH B COOTBETCTBUM C 3aKoHoAaTenbcTBOM Poccuinckon ®egepaumm.

Mnasa 16. SAKNIOYUTENBbHbIE MNONOXEHUA

KoHncynbtantlnioc
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

Cratba 70. O npusHaHUW YyTpaTUBLUUMMK CUMY OTAENbHbIX 3aKoHoAATerbHbIX akToB (MOMOXeHun
3akoHoaTenbHbIX akToB) Poccunckon ®enepauum

Mpu3HaTb yTpaTUBLLUMMM CUIY:

1) dPepepanbHbii 3akoH OT 22 uioHa 1998 roga N 86-®3 "O nekapcTBeHHbIX cpeacTtBax” (CobpaHue
3akoHogaTtenbcTBa Poccunckon ®egepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbIi 3akoH OT 2 aHBapsa 2000 roga N 5-0©3 "O BHeCceHUMM U3MEHEHWS U [AOMOfHEHUN B
depepanbHbIn 3akoH "O nekapcTBeHHbIX cpeacTeax” (CobpaHue 3akoHogaTenbcTBa Poccuiickon deaepauun,
2000, N 2, cT. 126);

3) cratbio 40 ®epepansHoro 3akoHa ot 10 aHBapst 2003 roga N 15-0®3 "O BHeceHWM U3MEHEHUN U
JOMoMNHeHW B HeKOoTopble 3akoHodaTenbHble akTbl Poccuiickon degepaumMm B CBSA3M € NPUHATUMEM
depepanbHoro 3akoHa "O nNuUUEH3NPOBaHMM OTAENbHbLIX BUOOB AesaTensHocTn" (CobpaHne 3akoHogaTenbcTBa
Poccuiickon ®epepaumm, 2003, N 2, cT. 167);

4) cratbio 31 depepanbHoro 3akoHa oT 30 uioHa 2003 roga N 86-®3 "O BHeceHUN U3MEHEHUN W
[JOMOMNHEeHW B HEKOTOPbIE 3aKkoHoAaTenbHble akTbl Poccuiickon degepaumu, NpU3HaHWM yTpaTUBLLUMMU CUNY
OTAenbHbIX 3aKkoHoAaTenbHbIX akToB Poccuiickon depepaumu, npeaocTaBneHWM OTAEMbHbIX rapaHTun
COTPYOHWKAM OpraHoB BHYTPEHHMX [N, OPraHoB MO KOHTPOS 3a OOOPOTOM HApPKOTMYECKMX CpeacTs U
NMCUXOTPOMHbIX BELEeCTB W YynpasgHaemblX deaepanbHbiX OpraHoB HaroroBoW MonuuMM B CBSA3M  C
OCYLLECTBIIEHWEM  Mep MO  COBEPLUEHCTBOBAHUIO  rocygapcTBeHHoro  ynpaeneHus”  (CobpaHue
3akoHoaaTtenscTBa Poccuiickon ®epepaumm, 2003, N 27, ct. 2700);

5) craTbto 101 PeneparnbHoro 3akoHa oT 22 asrycta 2004 roga N 122-®3 "O BHeCeHWM U3MEHEHWA B
3aKkoHodaTenbHble akTbl Poccuiickon depepaumm M NPU3HaHMM  YTPaTUBLUMMKU  CUNY  HEKOTOPbIX
3aKkoHoaTenbHbIX akToB Poccunckon denepaumm B cBs3u ¢ npuHaTnem denepansHblx 3akoHoB "O BHeCeHUU
n3MeHeHu 1 gononHeHun B PepepanbHeil 3akoH "O0 06LWMX MpUHLUMMNAX OpraHu3auMu 3akoHoAaTeNbHbIX
(npeacTaBUTENbHBIX) W MCMOMHUTENBHLIX OPraHOB rOCy4apCTBEHHOW Bractu cybbekToB  Poccuiickon
®epepaumun” n "O6 obLMX NpUHUMNAX OpraHu3auMmM MecTHOro camoynpaeneHus B Poccuiickon ®epepaumn’
(CobpaHue 3akoHopaTenbcTBa Poccunckon ®enepaumm, 2004, N 35, ct. 3607);

6) cratbio 28 ®enepanbHoro 3akoHa ot 18 gekadbps 2006 roga N 231-03 "O BBeaeHUN B 4ENCTBME HaCTU
yeTBepTon [paxpgaHckoro kogekca Poccuiickon ®Pepepauun” (CobpaHue 3akoHopatenbcTBa Poccuiickon
®epgepaumu, 2006, N 52, ct. 5497).

Cratbsa 71. BctynneHue B cuny HacToswero deaepanbHOro 3akoHa

1. HacTosawmn denepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTa6psa 2010 roaa.

2. JlekapcTBeHHble CpeacTBa, 3aperucTpypoBaHHble [0 [HA BCTYNNEHWs B CUNY  HaCTOSLLEro
®egepanbHOro 3akoHa, noanexar BKIYEHWIO B FOCYJapCTBEHHbIE PEeecTpbl IEeKapCTBEHHLIX CPEACTB C
BHECEHMEM ykasaHHbIX B Pactu 1 crathm 33 HacToswero ®deaepanbHOrO 3akoHa CBeAeHUWA 06  3Tux
neKkapCTBEHHbIX CcpeAcTBax 06e3 NpoXoXAaeHWs BHOBb Mpouedypbl  FOCYAApCTBEHHOWM  perncrpauuu
nekapCcTBEHHbIX NpenapaTos.

3. locypapcTBeHHasa perncrTpauns NekapCTBEHHbIX MNpenapartoB, 3a WCKIOYEHWEM FeKapCTBEHHbIX
npenapaToB Afs MEOUUMHCKOrO MNPUMEHEHUs, MPeACTaBrieHHbIX Ha YKa3aHHYlo perucrpaumio o  AOHs
BCTYMMEHNs B cuny Hacroswero degepanbHOro 3akoHa, OCYLUECTBISETCS B COOTBETCTBUM C  HACTOSALMUM
®egeparnbHbIM 3aKOHOM Ha OCHOBaHUWM JOKYMEHTOB U AaHHbIX, NPeACTaBMNEHHbIX A0 AHA BCTYMMEHUS B cuny
HacTosilwero ®egepansHOro 3akoHa.

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

3.1. TocynapcTBeHHas peructpaumst fiekapCTBEHHbIX MpenapaToB AN MEOWUMHCKOro MNpUMEHEHNUS,
npeAcTaBneHHbIX Ha rocyJapCTBEHHYI0 perncTpaumio Ao AHA BCTYNNEHUs B cuny Hacroswero ®egeparbHOro
3aKoHa, W rocydapCTBEHHas perncrpauus nekapcTBeHHbIX MnpenapaToB AN MeOULMHCKOTO  NPUMEHEHUS,
NPeAcTaBneHHbIX Ha 3KCMepTU3y IeKapCTBEHHbIX CPEeACTB OO0 AHA BCTYNMEHMs B CUNY  HacTOSLWLEro
®egepanbHOro 3akoHa B LensxX WX Mocrefylowen rocygapCTBEHHOM perucTpaumm, OCYLLECTBNSATCA Ha
OCHOBaHWW OKYMEHTOB W1 AaHHbIX, NPeACTaBeHHbIX A0 OHSA BCTYNNEeHMs B cury Hactoswero ®degepanbHOro
3aKOHa, a TaKke 3asBrieHNs 0 rocy4apCTBEHHON perucTpaunM nekapCTBEHHOro npenapara, npeacTtaBneHHoro
Npon3BoAUTENEM fNEKapCTBEHHbIX NPenapaToB UK YNOSTHOMOYEHHbLIM UM NIULOM B COOTBETCTBMM C HACTOSALLUM
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

denepanbHbIM 3aKOHOM B YNONTHOMOYEHHbIN heepanbHbIv opraH ucnonHuTensHou Bnactu 4o 1 maprta 2011
roga, 6e3 TpeboBaHWsi ynnaTbl rOCYA4ApPCTBEHHOW MOLWMMHbI, NPEAYCMOTPEHHOW 3aKOHOAATEbCTBOM
Poccuickon ®enepauum o Hanorax 1 cobopax.

(vactb 3.1 B peq. PenepansHoro 3akoHa oT 29.11.2010 N 313-93)

3.2. MNoaTeepxaeHne rocyaapCTBEHHON perncTpauumn nekapCTBEHHbIX NpenapatoB Ans MeOULUHCKOro
NpUMeEHeHUs, NpeAcTaBNeHHbIX ANA NOATBEPXKAEHUS FOCYAAapCTBEHHOW perncTpauum 0O AOHS BCTYNMeHus B
cuny HacTosuero ®efeparnbHOro 3akoHa, U NOATBEPXAEHNEe roCy4apCTBEHHOW peructpalmm nekapcTBEHHbIX
npenapaToB AN MeOULMHCKOro NPUMEHEHUs!, NpeAcTaBfneHHbIX Ha 3KCMepTU3y nekapCTBEHHbIX CPeAcTB Ao
OHA BCTYNneHust B cuny Hacrosiwero defepanbHOro 3akoHa B Lensx nocreayollero noaTBepXAeHUs ux
rocyapCTBEHHOW perncTpaunm, ocyLLecTBNATCA Ha OCHOBaHUN JOKYMEHTOB U JaHHbIX, NpeAcTaBMneHHbIX A0
OHA BCTYNneHust B cuny Hactosiwero ®defepanbHOro 3akoHa, a Takke 3asiBNeHWs O noaTBepXAeHuu
rocydapCTBEHHOW  perucTpauum  nekapCcTBEHHOro npenapaTta,  NpeacTaBfeHHOro  Npou3BoauTenem
nekapcTBEHHbIX NpenapaToB UMu YNOMHOMOYEHHbIM UM NIMLLOM B COOTBETCTBUM C HacToswmm denepanbHbIM
3aKOHOM B YMOJSIHOMOYEHHbIV dhedepanbHbIi opraH ucnonHuTensHon Bnactm go 1 mapta 2011 roga, 6e3
TpeboBaHMs ynnaTtbl TrOCYAapCTBEHHOW MOLWMHBLI, NPEAYCMOTPEHHOW 3aKOHOAATENbCTBOM Poccuickom
depepaumm o Hanorax n cbopax.

(vacTb 3.2 B peq. PenepansHoro 3akoHa oT 29.11.2010 N 313-93)

3.3. MNMpuHATUE peLLeHns O BHECEHUUM U3MEHEHUN B [OKYMEHTbI, coAepXallnecs B perucrpaumoHHOM
[OCbe Ha 3aperucTpypoBaHHbIM  NEeKApCTBEHHbIM  npenapat Ans  MEeOMLUMHCKOro  MPUMEHEHUs U
npeacTaBneHHble 00 OHA BCTYNNEeHNs B cuny Hactosuwero deaepanbHOro 3akoHa, U MPUHATUE peLleHust o
BHECEHUM M3MEHEHUN B [OKYMEHTbI, COAepxalleecsl B PerncrpaumoHHOM [0Cbe Ha 3aperMcTpyMpoBaHHbIN
nekapcTBeHHbIN Npenapat Ans MeanLMHCKOro NpUMeHeHnsa 1 npeacTaBrneHHble Ha SKCMepPTU3y fekapcTBEHHbIX
CpeacTB A0 OAHA BCTYNMeHuss B curny Hactoswero defepanbHOro 3akoHa, OCYLLECTBSOTCA Ha OCHOBaHMU
JOKYMEHTOB 1 AaHHbIX, NPeACTaBeHHbIX 00 AHA BCTYNNeHus B cuny Hactosuwero defepanbHOro 3akoHa, a
TaKkKe 3asdBMEHUS O BHECEHUUM U3MEHEHUN B [JOKYMEHTbl, codepXalliuMecs B perncTpaumoHHOM [J0Cbe Ha
3aperucTpupoBaHHbIN  NEeKapcTBeHHbIM npenapaT Ans  MeOUUMHCKOTO  MPUMEHEHUd, npeacTaBfieHHOro
npounssoguTenemM nekapcTBeHHbIX NpenapaToB UMy YNOfHOMOYEHHBIM UM fULLOM B COOTBETCTBUM C HACTOSALLNM
denepanbHbIM 3aKOHOM B YNONTHOMOYEHHbIN heepanbHbI opraH ucnonHuTensHon Bnactu 4o 1 maprta 2011
roga, 6e3 TpeboBaHWsi ynnatbl rOCYAApPCTBEHHOW MOLWMMHbI, NPEAYCMOTPEHHOW 3aKOHOAATElTbCTBOM
Poccuickon ®enepaumnm o Hanorax 1 cobopax.

(vacTb 3.3 B peq. PenepansHoro dakoHa oT 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHunin Ha npoBeAeHNe KIMHUYECKUX NCCefoBaHUi NekapCTBEHHbIX NpenapaToB Ans
MEOMWLMHCKOro MpUMEHEHUS MO 3asBNEeHWsM, MOAaHHbIM [0 [OHA BCTYNNEeHWs B CUIY HacCTOsLEero
denepanbHOro 3akoHa, a Takke Mo 3asBNeHWsM, MOAaHHbIM Mocre AHA BCTYNMEeHUS B CUMY HaCTOALLEro
denepanbHOro 3aKkoHa Ha OCHOBaHWW 3KCNEPTU3, NPOBEAEHHbIX OO0 AHS BCTYNMEHUS B CUMY HaCTOSLLEro
denepanbHOro 3akoHa, OCyLLEeCTBSIeTCA B COOTBETCTBUU C HacToswmumM deaepanbHbIM 3aKOHOM Ha OCHOBaHUU
OOKYMEHTOB M [aHHbIX, MNpeAcCTaBfeHHbIX WM MNOMYyYEeHHbIX A0 [AHS BCTYNNEHUA B CUMY HaCTOSLEero
dPepepanbHOro 3akoHa, a TakKe Ha OCHOBaHWM KOMUW MNpeaBapuTENbHOro JoroBopa obsizaTenbHOro
CTpaxoBaHUA XWU3HW, 300pPOBbS MaLMEHTOB, YYaCTBYIOLLMX B KMMHWYECKOM WCCNEeaOoBaHUMM NeKapCTBEHHOro
npenapata ONns MeOWLMHCKOrO MPUMEHEHMS, UMM KOMUM JoroBopa o06s13aTenbHOro CTPaxoBaHUS  KU3HMU,
30pOBbsl MNAUMEHTOB, YYacTBYIOLWNX B KIMHUYECKOM WCCREeNOBaHUM feKapCTBEHHOro npenapata Ans
MEOULUMHCKOTO NPUMEHEHUs1, NMbO NpeacTaBfeHHOM Konuu  JoroBopa 00si3aTenbHOro  CTpaxoBaHus,
3aKMOYEHHOTO B COOTBETCTBUM C TUMOBLIMU MpaBuiaMu o0Osi3aTENbHOrO CTPaxoBaHUS, C yKasaHWeM
npeaensHoOM YUCNEeHHOCTU MauMEHTOB, Y4acCTBYHOLUX B KIWMHUYECKOM UCCNedoBaHUMM  NieKapCTBEHHOMO
npenapata Ans MeOUUMHCKOTO NpUMeHeHusi, 6e3 TpebGoBaHWs ynnaTbl FOCYAapCTBEHHOW  MOLUSUHGI,
npenycMOTPEeHHON 3akoHodaTenscTBom Poccuiickon ®egepaumm o Hanorax u cbopax.

(vacTb 3.4 B peq. PepepansHoro 3akoHa oT 29.11.2010 N 313-93)

3.5. 3apeructpupoBaHHble B WHOCTPAHHOM BaniTe A0 [AOHA BCTYMMAEHUMS B CWUNYy HacTosLlero
depnepanbHOro 3akoHa npeferibHble OTMNYCKHbIE LieHbl MHOCTPaHHbIX NPOU3BOAMTENEN Ha feKkapcTBEHHbIe
npenapaTbl, BKIIOYEHHbIE B NEPEYEHb XXM3HEHHO HEOOXOAUMbBIX U BaXKHEWLUUX JIEKapCTBEHHbLIX MpenapaTos,
nognexaT nepecyeTy B pybmum no kypcy LleHTpanbHoro 6aHka Poccuiickonn ®epepaumm Ha  pary,
ycTaHoBneHHyto lMpaBuTtensctBom Poccuiickon ®enepaunn, 6e3 npeacTaBneHns 3asiBNeHNs 0 nepecyeTe LieHbl
C BHECEHMEeM COOTBETCTBYIOLLUMX WU3MEHEHUN B TrOCYOAPCTBEHHLIN peecTp MnpefenbHbIX OTMAYCKHbIX LeH
npou3BoauTENeE Ha neKapCTBEHHble Npenapatbl, BKMOYEHHblE B MEpPeYeHb XU3HEHHO HEOoOXoOUMBIX U
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PepepanbHbii 3akoH oT 12.04.2010 N 61-93
(pen. o1 25.06.2012)
"O6 o6palleHnn nekapcTBeHHbIX cpeacTs”

HokymeHT npepoctasneH KoHcynbTaHTlntoc
[ata coxpaHeHus: 26.04.2013

BaXKHEMLUNX NeKkapCTBEHHbIX NpenapaToB.
(vacTb 3.5 BBegeHa depepanbHbIM 3akoHoM OT 11.10.2010 N 271-03)

3.6. 3apernctpupoBaHHble 40 OHS BCTYMMEHUs B cuny Hactosiwero deaepanbHOro 3akoHa npefernbHble
OTMNYCKHblE LieHbl POCCUMACKUX MPOM3BOAUTENEN Ha NeKapCTBEHHble npenapatbl, BKMYEHHble B NepeyeHb
XN3HEHHO HEOOXOAMMBIX U BaXKHEWLLNX NIEKAapPCTBEHHbLIX NPenapaToB, nognexart nigekcaumm ¢ 1 Hosibpsa 2010
roga ncxoasi U3 NPOrHO3MpyeMoro ypoBHSA MHANALUMK, YCTaHOBREHHOro ®PepepanbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O denepansHom GrogxkeTe Ha 2010 roa n Ha nnaHoBbl nepuog 2011 n 2012 rogos" Ha
2011 rog.

(vacTb 3.6 BBegeHa depepanbHbIM 3akoHOM OT 11.10.2010 N 271-93)

3.7.Mocne 1 mapta 2011 ropga He ponyckawTca MPou3BOACTBO UM BBO3 B Poccunckyto depepaumio
nekapCTBEHHbIX NpenapaToB B yNakoBKax C MapKUPOBKOW, KOTopasi Obina HaHeceHa 4O OHA BCTYNSIEHWSA B CUNy
HacTosLero PefepanbHOro 3akoHa. Mo MCTeYeHUM yKasaHHOro Cpoka [aHHble fneKkapCTBeHHble npenaparthbl
MOrYT OTNyCKaTbCH, peanv3oBbiBaTbCS, NepeaBaTbCs U NPUMEHSTLCA OO UCTEYEHUS UX CpoKa FOAHOCTN.

(B pea. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-93, o1 06.12.2011 N 409-d3)

4. Co pgHA BCcTynneHus B cuny Hactoswero degepansHoro 3akoHa u no 30 anpens 2011 roga
BKMIOYUTENBHO [ONYyCKaeTcs NpoBedeHMe IKCnepTusbl NeKkapCTBEHHbIX CPEeACTB 3KCnepTaMu 3KCMEepPTHOro
yupexaeHus 00 NPOXOXAEeHUS MU aTTecTaumn B Nopsake, yCTaHOBNEHHOM YNOMHOMOYEHHbIM deaepanbHbIM
OpraHoMm UCNOSNTHUTENBLHOW BNacTu.

5. Co gHA BcTynneHusa B cuny Hactosiwero ®epepanbHoro 3akoHa u no 31 pekabpa 2013 ropa
BKMIOYUTENBHO OCYLLECTBMASETCA nepexon K MNpOM3BOACTBY MNeEKapCTBEHHbIX CPeACTB B COOTBETCTBUU C
npasunaMmy opraHusaumm NnpomM3BoACTBA U KOHTPONSA KadeCcTBa NeKkapCTBEHHbIX CPeACTB, YKa3daHHbIMU B
HacTosiwero ®egepanbHOro 3akoHa, B MonHom obbeme. Cpoku nepexoda NpPOM3BOACTBA
nekapCTBEHHbIX CPEACTB K MX MPON3BOACTBY B COOTBETCTBMU C KOHKPETHBIMU TPEOOBAHMAMU AaHHbIX MpaBwr,
BKMIOYas CPOKM aTTecTauun YMONHOMOYEHHLIX MWL, yKasaHHbIX B HacTtax @ u [/ ctatbn 49 HacToswero
depnepanbHOro 3akoHa, yctaHaBnmeatoTcs MNMpaButenscTtBoM Poccunckon ®enepaumn.

6. IluueHsnn Ha NPon3BOACTBO NeKapCTBEHHbIX CPEACTB, BbiAaHHbIe A0 1 aHBapsa 2014 roga, AencTBYIOT
nocrie 1 aueBapsa 2014 roga 0O UCTEYEHUs cpoka MX OEeNCTBUSA MpM YCNOBUMM COOTBETCTBUS NuLeH3naTa
npaBuniamMm opraHu3auum NpomM3BOACTBA N KOHTPONSA KayecTBa NeKapCTBEHHbIX CPeACTB, yKa3aHHbIM B
HacToswero efepanbHOro 3akoHa.

7. dopmMumpoBaHMe rocyfapCTBEHHOrO 3aaHus Ha NpoBe[eHMEe 3KCMepTM3bl NeKapCTBEHHbIX CPeACTB
dhenepanbHOMy rocyapCTBEHHOMY GHOIKETHOMY YUPEXOEHMIO MO MPOBEAEHUIO IKCMEPTU3bl JIEKAPCTBEHHBIX
cpeactB M MHaHcoBoe obecrnevyeHne BbIMOMHEHUS 3TOMO  3a4aHWst  OCYLLECTBASOTCA B MOpsAAKe,
ycTaHoBneHHoM defepanbHbIM 3akoHOM OT 12 aHBapa 1996 roga N 7-®3 "O HekoMMepyecknx opraHmsaumnsax”.
(vacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 29.11.2010 N 313-03)

MpesngeHT
Poccuiickon ®epeparmu
O.MEOBELEB
Mocksa, Kpemnb
12 anpensa 2010 roga
N 61-®3
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