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Mnaea 1. OBLLUUE NMOJTOXEHUA
Cratbs 1. I"Ipep,meT perynmpoBaHnAa HactoALwlero CDep,epaanoro 3aKOHa

1. Hactoawun ®denepanbHbIA 3aKOH perynupyeT OTHOLLIEHUS, BO3HMKalLWMe B CBA3U C
obpalleHnem - paspaboTKoW, OOKIMUHUYECKUMU WCCNeooBaHUSIMU, KIUMHUYECKMMUW UCCNeaoBaHUSIMMU,
9KCNEepTM30M, TOCYAapCTBEHHOW perncrpaumen, coO CTaHdapTusauMenm U C KOHTPONieM KadecTBa,
NPOM3BOACTBOM, MW3rOTOBIIEHMEM, XpPaHEHMEM, MNEepPeBO3KOW, BBO3OM Ha Tepputopuio Poccuickon
denepaumun, BbLIBO3OM C Tepputopum Poccunckon depepaumu, pekramoun, OTMYCKOM, peanusauuen,
nepegaven, NPUMEHEHNEM, YHNHTOXXEHNEM NIEKAPCTBEHHbLIX CPEACTB.

2. Hacroswmn ®enepanbHbil 3akOH yCTaHABNMBAET MPUOPUTET FOCYAAPCTBEHHOIO KOHTPOMS
6Ge3onacHoCTH, KavecTBa 1 3pPEKTUBHOCTM NIEKAPCTBEHHLIX CPEACTB NPU UX obpalleHnn.

Cratbs 2. Cchepa npumeHeHusi HacTosiwero degepanbHOro 3akoHa

Hactoswmin degepanbHblil 3aKOH NMPUMEHSIETCA K OTHOLLEHMSIM, BO3HUKAIOLWIMM Npu obpalleHun
neKapcTBEHHbIX cpeacTB Ha TeppuTopumn Poccuiickoin Peaepaunn.

Cratba 3. 3akoHoaaTenscTBO 06 0OpaLLEHUN NEKAPCTBEHHbIX CPEACTB

1. 3akoHopaTtenbcTBO 006 oOpaleHun nekapcTBEHHbIX CPEeACTB COCTOMT W3  HAacCTOSILLEro
depepanbHOro 3akoHa, ApyrMx depepanbHbiX 3aKOHOB W MHbIX HOPMAaTMBHbLIX MPAaBOBbLIX AKTOB
Poccuiickon denepauun.

2. [JOewnctBne Hactosiwero ®PegepanbHOro 3akoHa pacnpocTpaHseTcd Ha obpalleHune
HapKOTUYECKUX JIEKAPCTBEHHbIX CPEACTB W  MCUXOTPOMHbIX JIEKApCTBEHHbIX CPeACTB C  Y4YETOM
OCOGEHHOCTEN, YCTAHOBMEHHbLIX 3akoHoZaTernbCTBOM Poccuickon depepaumm O HAPKOTUYECKMX
cpefcTBax, NCMXOTPOMHBIX BELLecTBax 1 06 Nx Npekypcopax.

3. [HenictBue Hactoduwero ®degepanbHOro 3akoHa pacnpocTpaHseTcs Ha obpauieHue
pagnodapMaLeBTUIECKUX JIEKapCTBEHHbIX CPeAcTB C  y4ETOM OCOOEHHOCTEW, YCTaHOBIIEHHbIX
3akoHoaarenbcTBoM Poccunckon ®egepaumm B obnacti obecrnedeHmst pagmaumoHHOM 6e30nacHOCTH.

4. Ecnv mexgyHapogHbiM goroBopom Poccuiickon defepaumm yCTaHOBNEHb! UHbIE NpaBuna, Yem
Te, KOTOpble MpefycMOTpeHbl HacTosawmMm PegepanbHbIM - 3aKOHOM, MPUMEHSKOTCA  NpaBuna
MeXOyHapO4HOro Aorosopa.

5. B Poccwuiickon Pepepauum B COOTBETCTBUM C MEXOyHapoAHbIMM poroBopamu Poccuickon
depepaumm n (MNM) Ha OCHOBE MpUHUMNA B3aMMHOCTM MPU3HAOTCA pe3ynbTaTbl  KITMHUYECKMX
nccrnegoBaHUiA  NEKAPCTBEHHbIX MpenapaTtoB AN MEOULMHCKOrO MPUMEHEHUsI, MNPOBEAEHHLIX 3a
npegenamun Tepputopumn Poccuiickon ®egepauun.

Cratbsa 4. OCHOBHbIE MOHATUSA, UCTIONb3yeMbIe B HacToswwem degepansHOM 3akoHe
Ons uenen HacTosiLero PenepanbHOro 3akoHa UCMONB3YOTCA CrEAYLWME OCHOBHbIE MOHATUS:

1) nekapcTBeHHble CpeAcTBa - BeWecTBa WM KX KOMOWHAUMW, BCTyMalolWMe B KOHTaKT C
OpPraHM3MOM YeroBeKa WNKN KMBOTHOIO, MPOHMKAIOLWME B OpraHbl, TKAHW OpraHvama 4ernoseka Wunu



XMBOTHOTO, MNPUMEHsieMble ONA NPoUNaKTUKX, OUArHOCTMKM (32 WUCKIMIOYEHWEM BELLECTB WU UX
KOMOVHaLWIA, HEe KOHTaKTUPYIOLLMX C OPraHM3MOM YerioBeKa WM XXMBOTHOIO), fiedeHus 3aboneBaHus,
peabunutaumun, ons CoxpaHeHus, NpegoTBPaLLEHNs] UMK NPepbIBaHNsT O€PEMEHHOCTU U NOMYyYEHHbIE U3
KpoOBM, Nria3mbl KpOBKU, U3 OpraHoB, TKAHEW OpraHM3ma YenoBeKa WUnn XXMBOTHOIO, pacTEHUA, MUHEpParoB
MeTogaMM CUHTe3a WM C NMpUMeHeHWeM buonorndecknx TexHonornn. K nekapcTBeHHbIM CpeacTBamM
OTHOCATCA hapMaLeBTU4eckne cybcTaHLMN U NekapCTBEHHbIE Npenaparbl;

2) cbapmaueBTUYECKNE CYOCTaHUUN - NEKApCTBEHHbIE CPEACTBA B BMOE AEWCTBYHOLLUMX BELLECTB
Ouornormyeckoro, OMOTEXHONOMMYECKOro,  MMHEpPanbHOro UMM XUMUYECKOTO  MPOMCXOXOEHUS,
obnagatolme dapmMakornorm4eckon akTMBHOCTbLIO, NPeAHas3HavYeHHble ANt MPOM3BOACTBA, U3rOTOBIEHMS
NeKapCTBEHHbIX NpenapaToB 1 onpeaensowmne nx 3ekTUBHOCTD;

3) BcnomoratenbHble BellecTBa - BELECTBAa HEOPraHM4Yeckoro  WnmM  OpraHMYeckoro
NMPOUCXOXAEHUS, NCMONb3yeMble B NMPOLECCe NMPON3BOACTBA, U3rOTOBMEHUS NIEKAPCTBEHHbBIX NpenapaToB
Ans NnpuaaHns UM HeoBX0ANMbIX PU3NKO-XUMUYECKUX CBOWCTB;

4) nekapcTBeHHble npenapaTtbl - JEeKapCTBEHHblE CPEeACTBa B BUOE J1EeKApCTBEHHbIX hopm,
npuMeHsemMble AOns  nNpoUNakTUKW, OMarHOCTUKW, IedeHust 3aboneBaHus, peabunurtauum, nOns
COXpaHeHus1, NpeaoTBpaLLeHNs Unu npepbiBaHnsa 6epeMeHHOCTH;

5) nekapctBeHHasi popMa - COCTOSIHME NIEKapCTBEHHOIO NMpenapaTta, COOTBETCTBYHOLLEE ClOcobam
€ro BBelEHMS U NPUMEHEHMST 1 obecnevmBaloLLiee AOCTMXKEHME Heobxoamnmoro nevebHoro addekTa;

6) mepeyeHb XU3HEHHO HEOOXOOMMbIX M BaXKHEWMLLMX JIEKApCTBEHHBLIX MpenapaTtoB - €XEerogHo
yTBepxaaembli lNpasutensctBoM Poccuiickon depepauumn nepedeHb NekapcTBEHHbLIX NpenapaTtoB Ans
MeOULMHCKOro NpUMEHEHUS, 06ecneunBatoLLX NPUOPUTETHLIE MOTPEOHOCTN 34paBOOXPAHEHUST B LIENSX
nNpodhUNakT1KN 1 neyeHns 3abonesaHun, B TOM YMcre npeobnagarolmx B CTpyKType 3aborneBaemoctu B
Poccunckon denepaumm;

7) VMMYHOOMOMOIMYEecKne JeKapCTBEHHbIE MNpenapatbl - NEeKapCTBEHHble  MpenapaTtbl
OMOMNOrMYECKOro  MPOUCXOXOEHWUS,,  NpPedHa3HayYeHHble  ANA  MMMYHOMOrMYECKUX  OMArHOCTUKM,
npodunakTUKM1 1 nevyeHnsa 3aboneBaHnii;

8) HapkoTMYecKMe NneKkapCcTBEHHbIE CPEACTBA - NEKAPCTBEHHbIE Npenapartbl U hapmaueBTUYecKne
cybcTaHuum, cogepxallne HapkoTMYecKMe CpeacTBa WU BKIKOYEHHble B [lepevyeHb HAPKOTUYECKMX
CpencTB, MNCUXOTPOMHBIX BELWECTB UM UX MPEKYPCOPOB, MOANEXalMX KOHTpom B Poccuinckon
denepaummn, B COOTBETCTBMM C 3akoHogaTenbcTBoMm Poccuiickon ®Pegepaunn, MexgyHapoO4HbIMU
porosopamu Poccuinckon ®epepauun, B ToM vncrie EAMHON KOHBEHUMEN O HAPKOTUYECKUX cpeacTBax
1961 roga;

9) NCMXOTPONMHbIE NEeKApCTBEHHbIE CPEACTBA - NEKAPCTBEHHbIE MpenapaThl U hapmaueBTUYeCKne
cybcTaHuun, cogepxallume MCUXOTPOMHbIE BeELLecTBa W BKIHOYEHHble B [lepevyeHb HapKOTMYECKUX
CpencTB, MCUXOTPOMHBIX BELECTB WM UX MPEKYpCOPOB, MOANEXalMX KOHTpom B Poccuinckon
denepaummn, B COOTBETCTBMM C 3akoHogaTenbcTBom Poccuiickon ®Pepepaunn, mexgyHapo4HbIMU
poroBopamu Poccuickon degepaumm, B ToM Yncrie KoHBeHUMEN 0 NCMXOTPONHbIX Bewecteax 1971 roaa;

10) paguodapmaleBTUYECKME NEKApCTBEHHbIE CPEACTBa - JIEKApCTBEHHbIE CpeacTBa, KOTopble
copepXxart B roTOBOW AMs1 UCMONb30BaHWUA (hopMe OAMH PagMOHYKNWUA WM HECKONBbKO PagVoOHYKITMOO0B
(pagMoaKTUBHbBIX U30TOMOB);

11) opurnmHanbHOe NekapCTBEHHOE CPEACTBO - JIEKapCTBEHHOE CPEACTBO, COAEpKallee BrepBble
Mony4veHHyto apMaueBTUYeCKkylo CcybCcTaHUMIO WM HOBYKO  KOMOWMHauuo  dapmMaueBTUYECKUX
cybcTtaHuun, addekTMBHOCTL M 6€30MacHOCTb KOTOPbIX MOATBEPXKAEHbI pe3ynbTaTamMu AOKITMHUYECKMX
nccrnegoBaHWl NIEKapCTBEHHbIX CPEACTB M KITMHUYECKUX UCCNeaoBaHWi JIEKAPCTBEHHLIX Npenaparos;

12) BoCnpoun3BegeHHOE fIeKapCTBEHHOE CPEACTBO - NIEKApPCTBEHHOE CPEACTBO, CoaepXallee Takyto
Xe dapmaleBTMYECKY0 CyOCTaHUMIO unm KOMOMHAUMIO Takux Xe dapmaleBTUYecKuX cyOcTaHuui B
TaKOW >Xe JeKapCTBEHHOW (hOpMe, YTO U OpUrMHANbHOE JTEKapCTBEHHOE CPEACTBO, M MOCTYyNMBLUEE B
obpalLeHne nocre NocTyneHnst B obpalleHne OpurnHanbHOro fIEKAapCTBEHHOIO CPEACTBa;

13) nekapcTBEHHOE pacTUTENBHOE CbIPbE - CBEXMWE UIN BbICYLLEHHbIE pacTeHUst NMMbo ux 4acTtu,
nucrnonb3yemble Ansi NPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB OpraHm3auusaMn - Mpou3BoaUTENSMU
NeKapCTBEHHbIX CPeACTB WM M3rOTOBIIEHUS NEKAPCTBEHHLIX NMpenapaTtoB anTeYHbIMX OpraHM3auusiMu,
BETEPMHAPHBIMU anTeYHbIMW OpraHvM3auns M, WHAMBUAYANbHLIMA NPEANPUHMMATENSMA, UMEKLL MMM
NULEH3NI0 Ha hapMaLeBTUYECKYI0 AeATENBHOCTD;

14) NnekapCTBEHHbIV pacTUTENbHbLIN Npenapart - eKapCTBEHHbIM Npenapar, NPou3BeAEeHHbIA UIn
N3roTOBMNEHHbIA M3 OOQHOMO BMAA NEKAPCTBEHHOIO PacTUTENBbHOMO CbIPpbsi UMM HECKOITbKUX BUAOB TaKOro
CbIpbsl U peanunsyemeiin B pacacoBaHHOM BMAE BO BTOPUYHOM (NOTPEBUTENBLCKON) YNaKOBKeE;

15) romeonaTnyeckoe NekapcTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPeACTBO, NPOM3BEAEHHOE UMK
N3roTOBMEHHOE MO crnevunanbHOW TEXHOMOMN;

16) w™exgyHapogHOe HenaTeHTOBaHHOE HauMEHOBaHMEe  JIEKApCTBEHHOro  cpeactea -
HavMeHoBaHvWe apmaueBTUYECKOM CyOCTaHUMM, pekoMeHAoBaHHoe BcemupHon opraHusauven
3[paBOOXPaHEHUS;

17) TOproBoe HaVMMEHOBaHWE JIEeKapCTBEHHOIO CpPeACcTBa - HauMEHOBaHME FeKapCTBEHHOMO
cpeacTea, NMPUCBOEHHOE ero pa3padoTyYnKoOM;



18) obLasa hapmakonenHas ctatbsl - JOKYMEHT, YTBEPXKOEHHbIN YNONMHOMOYEHHbIM befepanbHbiM
OpraHoM WCMOMHWUTENBHOW BNAacT! M COAEPXALLMA NepeveHb nokasaTenenm kadectsa M (Unu) MeTodoB
KOHTPOMS KayecTBa KOHKPETHOW FekapCTBEHHON (OPMbI, FEeKapCTBEHHOIO pPacTUTENBLHOIO Chipbs,
onucaHus Guonorndecknx, OMOXMMUYECKUX, MUKPOOMOMOrMYECKUX, (PU3UKO-XUMUYECKUX, (OU3NYECKUX,
XUMMYECKMX U OPYrMxX METOAOB aHanusa nekapcTBEHHOro cpeacTtsa Ans MeauLMHCKOro NpUMeHeHUus, a
Takke TpeboBaHUSA K UCMONMb3yeMbIM B LIENAX NPOBEAEHUSA AAHHOMO aHanuM3a peakTMBaMm, TUTPOBAHHLIM
pacTBopam, MHOUKaTopam;

19) dapmakonenHas cTaTbs - [OKYMEHT, YTBEPXXAEHHbIN YMONTHOMOYEHHbIM dbedeparbHbIM
OpraHoM WCMOMHUTENBHOW BMAcTM W COAEpPXallui nepeveHb MoKa3aTenen KayectBa M MeTOOO0B
KOHTPOrs Ka4eCcTBa NIeKapCTBEHHOIO CpeacTBa 41151 MEAULMHCKOIO NPUMEHEHNS;

20) HopmaTMBHas [AOKYMEHTauusi - [OOKYMEHT, COAEepXallui nepeyveHb onpefensembix no
pesynbTataM COOTBETCTBYIOLLMX 3KCMEPTM3 MNOKa3aTenen KadvecTBa JeKapCTBEHHOrO CpeacTBa [Arnis
MEOVLMHCKOrO NPUMEHEHNST, METOA0B KOHTPOMS €ro Ka4ecTBa U YCTAHOBIIEHHbIV €ro MPON3BOAUTENEM;

21) HOpMaTUBHBIA OOKYMEHT - JOKYMEHT, COAEpXKaLLMIA NepeveHb onpeaensemMbix No pesynbstaram
COOTBETCTBYHOLUMX 3KCMEPTU3 MoKasaTenen kadyecteBa W (MnNn) MeETOOOB KOHTPOMsS KavecTBa
NEeKapCcTBEHHON  (POpMbl, onNucaHua  OMonorndeckux,  OUOXMMWMYECKMX,  MUKPODOUOMNOrM4eckux,
hU3NMKO-XUMUYECKMX, (DUBNYECKMX, XUMUYECKUX U OPYrMX METO[O0B aHanusa fnekapCTBEHHbIX CPEeacTB
O BETEPMHAPHOTO MPUMEHEHUS, TpeboBaHUS K UCMOSb3yeMbIM B LIENSAX NPOBEAEHNS LaHHOro aHanmsa
peakTMBaM, TUTPOBAHHbIM PacTBOpaM, MHOUKATOpaM M YCTAHOBIIEHHBIN €r0 NPOU3BOaUTENEM;

22) Ka4eCTBO NEeKapCTBEHHOIO CpeAcTBa - COOTBETCTBUE FIEKAPCTBEHHOIO cpeacTBa TpeboBaHUSM
dapmakonerHon ctatby NMBO B crydae ee OTCYTCTBUS HOPMATMBHOW AOKYMEHTaLMN UM HOPMATUBHOTO
OOKYMEHTa;

23) ©e3onacHOCTb EeKapCTBEHHOTO CpeacTBa - XapakTepuUCTMKa J1eKapCTBEHHOrO CpeacTsa,
OCHOBaHHas Ha CPaBHUTENIbHOM aHann3e ero 3P{EKTUBHOCTM U pUCKa NPUYMHEHNS Bpeaa 300pOBbIo;

24) 3hheKTMBHOCTb JIEKAapCTBEHHOIO Mpenapata - XapakTepucTuka CTEMNeHU MOSOXUTENbHOIO
BMUAHUST TEKApCTBEHHOTO Mpenapata Ha TeyeHue, MNpPOOOIPKUTENbHOCTL 3aboneBaHuMss unmM  ero
npegoTBpaLleHue, peabunurauuio, Ha CoOXpaHeHue, NPeaoTBpaLLeHe Unu npepbiBaHne 6epemMeHHOCTY;

25) cepus nekapCTBEHHOIO CpeACcTBa - KONMYECTBO JIEKapCTBEHHOIO CpeacTBa, NPOM3BELEHHOE B
pesynbTaTe 0O4HOr0 TEXHOMOMMYECKOro LiKNa ero Nnpon3BoanTENEM;

26) perncTpaumoHHoe YOOCTOBEPEHNE NEKAPCTBEHHOIO nNpenapara - JOKYMEHT, NoATBEpXKAaloLL N
aKT rocyfapCTBEHHON perMcTpaumm NiekapCTBEHHOO npenapara;

27) pervcTpaunoHHbIN HOMep - KogoBoe 0603HaYeHne, NPUCBOEHHOE NEKApPCTBEHHOMY Mpenapary
Mpwv ero rocy4apCTBEHHOW perncrpaumy;

28) obpalleHne neKkapCTBEHHbIX CpeacTB - pa3paboTka, AOKIWMHWYECKME WCCMEeLoBaHUS,
KMMHUYECKNE UCCredoBaHus, 3KCNepTn3a, rocydapCTBEHHasi permcTpaums, cTaHaapTn3auusa U KOHTPOIb
KadecTBa, MPOM3BOACTBO, W3rOTOBIIEHUE, XpaHEHVe, MepeBO3Ka, BBO3 Ha TeppuTopuio Poccuinckon
depepaumm, BbIBO3 ¢ Tepputopumn Poccunckon depgepaunn, peknama, oTnyck, peanusauud, nepegaya,
NMPUMEHEHWE, YHNYTOXXEHUE NEKAPCTBEHHbIX CPEACTB;

29) cyObekTbl 0OpalleHUsi NeKkapCTBEHHbIX CPeacTB - uanyeckne nvua, B TOM 4ucne
MHOVBUAOYanbHbIE NPEANnpUHMMATENN, U PUOUYECKAE IMuUA, OCYLLECTBNAKLWINE AEeATENbHOCTb Mpu
obpalLeHnn nekapCTBEHHbIX CPEACTB;

30) paspaboTumk FeKapCTBEHHOTO CpeacTBa - oOpraHusauus, obnagawowas npaBamu Ha
pesynbTaTbl AOKIUHWYECKUX WCCIeOO0BaHWA NEKApPCTBEHHOIO CPeAcTBa, KIMHUYECKUX WCCNeaoBaHWn
NEeKapCTBEHHOrO NMpenapara, a Takke Ha TEXHOSOIMI0 MPON3BOACTBA JIEKapCTBEHHOIO CPeACTBa;

31) Npou3BOACTBO JIEKAPCTBEHHbIX CPEACTB - AEATENbHOCTb MO NMPOM3BOACTBY JIEKAPCTBEHHbIX
CpencTB opraHu3aumsmMm - Npov3BOOMTENAMM NEKAaPCTBEHHBIX CPEACTB HAa OOHOW CTaguK, HECKOSbKMX
WUNN BCEX CTagusX TEXHOMOMMYECKOro npoLecca, a Takke Mo XpaHEeHW0 U peanusaumn npou3BeneHHbIX
NEKapCTBEHHbIX CPECTB;

32) npousBoauTenb NEKAPCTBEHHbLIX CPEACTB - OpraHm3auus, OCYLLECTBAsSHLWas MpoOu3BOACTBO
NEeKapCTBEHHbIX CPeaCTB B COOTBETCTBUM C TpeboBaHMsIMK HacToswero ®eaeparnbHOro 3akoHa;

33) dhapmaneBTMHECKasd OEATENbHOCTb - OEATENbHOCTb, BKIIHOYalolwas B cebs onToBy TOProBriko
NEKapCTBEHHbIMU CPeACTBAMM, X XPaHEHME, NEPEBO3KY U (MNN) PO3HUYHYIO TOProOBMO NEKAPCTBEHHLIMU
npenapaTtamu, Ux OTMNyCK, XpaHeHne, NepeBO3KY, N3rOTOBINEHME NIEKAapPCTBEHHbIX NPEenaparos;

34) opraHu3aumMsi OMNTOBOM  TOPrOBMM  JIEKAPCTBEHHbIMWM  CPeACTBAaMM -  OpraHv3auus,
OCYLLECTBMSAIOLLLAA ONTOBYI TOPFOBMKO JIEKAPCTBEHHbLIMW CPEeACcTBaMW, UX XPaHEHWE, MNEPEBO3KY B
CcooTBETCTBMU C TpeboBaHussMK HacToswero degepanbHOro 3aKkoHa;

35) anTeyHas opraHMsauusd - oOpraHu3auusi, CTPYKTYpHOe mnoapasgeneHve MeauLMHCKON
opraHusaumm, OCYLLECTBASIOWME PO3HWUYHYIO TOPrOBMO JIEKAPCTBEHHbIMU Mpenapatamun, XpaHeHue,
N3roTOBIIEHMNE N OTMYCK JIEKapCTBEHHbBIX NpenapaToB 4S9 MEOULMHCKOTO NMPUMEHEHMST B COOTBETCTBMU C
TpeboBaHusiMn HacTosiwero ®egepanbHOro 3akoHa;

36) BeTepvHapHas anTevyHas opraHuM3auuMsi - OpraHusauus, CTPYKTYpHOe noapasgerneHune
BETEPVHAPHOW OpraHu3aLmmn, OCyLLECTBIIAIOWME PO3HUYHYIO TOPrOBIIHO JIEKAPCTBEHHBIMW NpenapaTamu,



XpaHeHne, U3rotToesrieHMe 1 OTNYCK JIeKapCTBEHHbIX MNpenapatoB ANlA BeTepUMHAapPHOro npuMmeHeHua B
COOTBEeTCTBMAN C TpeGOBaHMﬂ MW HacToALllero CDep,epaanoro 3aKOHa;

37) danbcuduuMpoBaHHOE  NEKApCTBEHHOE  CPeACTBO -  JIEKAPCTBEHHOE  CpPeacTBo,
CONPOBOXZAeMOE NTOXHOW MHbopMaLMelt 0 ero cocTase U (Mnu) NPoON3BOANTENE;
38) HepnoOpokayeCTBEHHOE JIEKAapCTBEHHOE CPEeACTBO - JIEKAPCTBEHHOE CpPEeACTBO, He

COOTBETCTBYylOLEE TPeOOBaHNSAM (hapMakonernHon cTaTbu NMbo B crnyvyae ee OTCyTCTBUsSI TpeboBaHMAM
HOpMaTUBHOW JOKYMEHTaLUUn NN HOPMaTUBHOIO JOKYMEHTA;

39) KoHTpadhakTHOEe IeKapCTBEHHOE CPeACTBO - JlEKApPCTBEHHOE CpeacTBO, Haxoasuweecs B
0bopoTe C HapyLLEeHNEM rpaXa4aHCKOro 3aKOHOA4ATENbLCTBA;

40) [OKNUHMYECKOE  UCCrefoBaHWE  JIEKApCTBEHHOrO  CpeactBa -  Buonoruyeckue,
MUKpobuonormyeckne, MMMYHOMOrMYeckue, TOKCUMKoMormdeckme, dapmakonornyeckme, uaundeckue,
XUMWYECKME U ApYrMe UCCIefOBaHUs NIEKapCTBEHHOMO cpeacTBa NyTeM NMPUMEHEHUS] HayYHbIX METOO0B
OLIEHOK B Liensix NoslyYeHus Aoka3aTenbCTB 6e30nacHOCTH, KayecTBa 1 3chPEKTUBHOCTY NIEKAPCTBEHHOTO
CpeacTBa;

41) KIMHUYECKOe WCCNedoBaHME JIEKapCTBEHHOrO npenaparta - W3y4YeHue [UarHOCTUYECKMX,
ne4veOdHbIX, NpodunakTn4ecknx, apmakonormiecknx CBOMCTB JIekapCTBEHHOrO npenapara B npolecce
€ro MPUMEHEHUs] Y YerioBeka, XXMBOTHOMO, B TOM 4MUCMEe MPOLLECCOB BCACbIBaHWs, pacnpeneneHus,
M3MEHEHNS W BbIBEAEHUS, MNyTEM MNPUMEHEHUS HAy4HbIX METOOOB OLEHOK B LENsx Mony4yeHus
[oKasaTenbCTB 0e30MacHOCTN, KavecTBa M 3EEKTMBHOCTU JIEKApPCTBEHHOrO Mnpenapara, AaHHbIX O
HeXenaTenbHbIX peakuusix OpraHuama 4YenioBeka, >XMBOTHOrO Ha MpPUMEHEHME TNeKapCTBEHHOro
npenapata u 06 adpdpekTe ero B3aMMOLENCTBUSA C OPYTMMW JIEKapCTBEHHbIMW Mpenapatamun u (unwu)
NULWEBLIMU NPOSYKTaMN, KOPMaMMU;

42) MHOTOLIEHTPOBOE KIMHUYECKOE NCCNeaoBaHNE NEKapCTBEHHOMO npenapara Anst MeAMLMHCKOro
NPUMEHEHNST - KIMHWYECKOe UccnedoBaHMEe FeKapCTBEHHOro npenapata Ansg  MeauLUHCKOro
NPUMEHEHMS1, NPOBOAMMOE pa3paboTYMKOM NEKAPCTBEHHOMO MnpenapaTta B ABYyX M Gonee mMeauumHCKUX
opraHusaumsax no eanHomy NPOTOKONY KITMHUYECKOrO NCCNeAoBaHMs NIEKapCTBEHHOIO nNpenapara;

43) mexgyHapogHOe MHOMOLEHTPOBOE KITMHMYECKOE WUCCIefoBaHME NEKapCTBEHHOrO npenaparta
Onst MeOMUMHCKOro MPUMEHEHUS - KIMHUYEeCKoe MWCCneaoBaHMe JeKapCTBEHHOro mnpenapara Aans
MEeOMLUMHCKOrO MNMPUMEHEHMS, NPOBOAMMOE pPa3paboTYMKOM EKapCTBEHHOro npernapaTta B pasfnyHbIX
CTpaHax Mo eauHOMY NPOTOKOMY KIMHUYECKOro UCCIieqoBaHNs JIeKapCTBEHHOIO Npenapara;

44) nOCTPErMcTpauMoHHOE KIMHMYECKOE WCCNefoBaHWe JIeKapCTBEHHOro npenaparta  Ans
MEOVLUMHCKOTO TMPUMEHEHUsT - KIIMHUYECKOe WCCnedoBaHMe J1IeKapCTBEHHOro npenaparta Ans
MEeOMLMHCKOro NMPUMEHEHUS, NMPOBOANMOE NPON3BOAUTENIEM JIEKAPCTBEHHOrO Npenaparta, rpaxgaHcKkui
0bOpOT KOTOPOro OCYLLECTBASETCA MOCHEe rocy4apCTBEHHOW permctpaumv, B Lensax AOMOSTHUTENbHOro
cbopa gaHHbIX 0 ero 6es3onacHoOCcTM 1 3PPEKTUBHOCTM, paCLUMPEHUS NOKa3aHUIM K MPUMEHEHUIO 4aHHOMO
NEeKapCTBEHHOrO npernapaTta, a Takke BbISIBIIEHUS HEXernaTemnbHbIX peakuuin MauMeHToB Ha ero
JEencTBueE;

45) wuccnepoBaHne OMOIKBMBANEHTHOCTM FEKApCTBEHHOrO Mpenapata - BUA  KIWMHWYECKOrO
NccregoBaHUs NekapCTBEHHOMO NMpenapara, NPOBeAEeHe KOTOPOro OCYLLECTBISETCA ANs onpeaeneHns
CKOpPOCTW BCacbiBaHUS W BbiBeAeHMS bapmMauleBTUYECKON CcyOCcTaHLmM, konuyectea papMaueBTU4ECcKon
cybcTaHuum, 4OCTUraloLLLEero CMCTEMHONO KPOBOTOKA, M pe3yribTaTbl KOTOPOro NO3BOMSAIOT caenatb BbiBOA
0 OMO3KBMBANEHTHOCTM  BOCMPOU3BEAEHHOIO JIEKAPCTBEHHOINO nMNpenapata B ONpederieHHbIX
NeKkapcTBEHHON hopMe 1 J03MPOBKE COOTBETCTBYIOLLEMY OpUTMHANIBHOMY NEKapCTBEHHOMY npenapary;

46) wvccnegoBaHve TepaneBTMYECKOW 9SKBMBANEHTHOCTW FEKApCTBEHHbIX MpenapatoB - Bug
KMMHUYECKOrO UCCIeqoBaHus NIeKapCTBEHHbIX NpenapaToB, NPOBEAEHNE KOTOPOro OCYLLECTBNAETCA Ans
BbISIBNEHNSA OONHAKOBbLIX CBOWCTB NEKapCTBEHHbLIX MpenapaTtoB OnpeaesieHHON NekapCTBEHHOW hopMbl,
a Tawkke HanMuus OoOMHaKoBbIX MokasaTtenen 6e3onacHocTM U 3PEEKTUBHOCTU JIEKAPCTBEHHbIX
npenapaToB, OANHAKOBLIX KITMHUYECKMX 3OPEKTOB MPU UX NPUMEHEHUN;

47) NpOTOKON KIMHUYECKOro UCCe0BaHUS JIEKapCTBEHHOrO npenapara - AOKYMEHT, B KOTOPOM
onpenenaiTcs uenu, popmbl opraHnsaumMm U MeTogoriorms NPOBEAEHUST KITMHUYECKOTO UCCneaoBaHus,
cTaTucTmdeckue MeTtodbl 06paboTku pesynbTaToB Takoro WMCCNenoBaHWst M Mepbl MO obecnevyeHuto
Ge3onacHoCTM pu3nYecknux nuu, Yy4acTBYKOLIMX B KIIMHWYECKOM WCCRENOBaHUM J1EKapCTBEHHOIO
npenapaTa;

48) bpowuopa uccnegoBarterns - CBOAHOE U3NOXKEHNE pe3ynbTaToB JOKIMMHUYECKOrO MCCeaoBaHus
NEeKapCTBEHHOrO0 CcpeacTtBa W KIIMHUYECKOTO  UCCregoBaHMsi  JIeKapCTBEHHOro npernaparta  Ans
MeLULMHCKOro NPUMEHEHNS;

49) NHOPMALMOHHBINA NMUCTOK NaUMeHTa - JOKYMEHT, B KOTOPOM cofepKaTtcs B JOCTyNHoW doopme
CBeOEeHUs1, KacaloLlneca nNpoBOAMMOIO KITMHUYECKOro MCCnenoBaHusi NeKapCTBEHHOro npenaparta, U B
nNMCbMeEHHON ¢hopMe O0OpOBONBHOE COrnacue naumeHTa Ha yyYyacTue B KITMHMYECKOM WCCredoBaHuu
NeKapCTBEHHOro npenapara Mocre O3HaKOMIIEHUS C OCOOEHHOCTSIMU KITMHMYECKOro MCCneaoBaHus,
UMEKLWMMM 3HAYEHNE OJ151 BbIPaXXEHUS TAKOro Cornacus;



50) noGo4yHoe [eicTBME - peakuusl OpraHuM3Ma, BO3HMKILIAS B CBA3M C MPUMEHEHUEM
NeKapCcTBEHHOro npenapata B [03ax, PEKOMEHOYEMbIX B WHCTPYKUMM MO €ro npuMeHeHuo, Ons
NpoMNakTUKA, AUArHOCTUKK, NedYeHns 3abonesaHus Unu ana peabunurauuu;

51) cepbe3Hasi HexenaTterbHas peakuusi - HexernaTenbHas peakuusi opraHvaMa, CBsi3aHHasi C
NpUMEHeHMEM TIeKapCTBEHHOro npenaparta, npuBefllas K CMepTW, BPOXOEHHbIM aHOManusaM WUnu
nopokam pasBuTMs NGO npedcTaBnsowas cobon yrposdy XusHu, Tpebylollas rocnutanvsaumm wnm
npueeaLLas K CTOMKOW yTpaTe TPYAOCNoCOBHOCTMN U (MNWN) MHBANMOHOCTHY;

52) HenpeOBuOeHHas HexenaTtenbHasi peakuusl - HexernaTenbHas peakuus opraHvuama (B TOM
yncre cBsi3aHHas C NpPUMeHeHWEM NeKapCTBEHHOro npenaparta B COOTBETCTBUMU C MHCTPYKUMEN MO ero
NMPUMEHEHMI0), CYLLHOCTb W TSKeCTb KOTOPOM He COOTBETCTBYIOT MH(OPMaUUM O IeKapCTBEHHOM
npenapare, coAepallencsl B UHCTPYKLMUM MO ero NPpMMEHEHNIO;

53) peLenT Ha NekapCTBEHHbIN NpenapaT - NMCbMeHHOe HasHayeHWe NekapCcTBEHHOro rnpenapara
Mo yCTaHOBIEHHOW hopMe, BblAaHHOEe MEAVLIMHCKAM UIN BETepUHapHbIM PaGOTHMKOM, UMEIOLLIMM Ha 3TO
npaBo, B LENsiX OTNycKa fiekapCTBEHHOro npenaparta Uiy ero M3roToBIEHNs 1 OTMNyCKa;

54) TpeboBaHMe MeOWLUMHCKON oOpraHusauuu, BeTepuHapHOW opraHMsaumm - [JOKYMEeHT
YCTaHOBIEHHOW (POPMbI, KOTOPbIN BbINUCaH MeOULMHCKAM UMW BETePUHaPHbIM PaGoTHUKOM, UMELLUM
Ha 3TO NpaBO, WU COOEPXKMT B MUCbMEHHON (hopMe YyKasaHWe anTeyHol opraHusauum ob oTnycke
NeKapCcTBEHHOro npenaparta WM O ero M3roToBreHMM M o6 oTnycke Ans obecrneyeHns nedyeGHoro
npoLiecca B MeQULIMHCKOM opraHu3aLmm, BeTepuHapHOW opraHusaumm.

Mnasa 2. MOJIHOMOYUA ®EQEPAJIbHbLIX OPFAHOB I/ICI'IOHHI/ITEJ'II:I-JOI?I 5
BIACTWU, OPTAHOB UCMONHUTENBbHOU BJIACTU CYBBEKTOB POCCUNCKOU
®ENEPALIUN NPU OBPALLEHUN NNEKAPCTBEHHbIX CPELCTB

Cratba 5. lMonHoMouusi dhedepanbHbIX OpraHoB WCMOMHUTENBHOW BriacTM npv  obpalleHnun
neKapCTBEHHbIX CPEeACTB

K nonHomounsim dedepanbHbIX OpraHoB  WCMOMHUTENBbHOW BNacTu nNpu  obpalleHun
neKapCTBEHHbIX CpeaCcTB OTHOCATCS:

1) npoBegeHne B Poccuiickon Pefepaumm eOnHOW TOCyAapCTBEHHOW MNOMUTMKM B obnactu
obecneveHns NekapcTBEHHLIMM NpenapatamMu rpaxkgaH Ha TeppuTtopun Poccuiickon ®epepaunu;

2) yTBepxaeHne obwmx apmakonevHbIx cTaTer, apmMakonewHbIX CcTaTen, wusgaHue
rocyapCcTBeHHon papmakoneu;

3) ocyLecTBNeHne rocyaapCTBEHHOTO KOHTPOMSA U HaA30pa;

4) nuueH3anpoBaHWe NPOM3BOACTBA fEKAPCTBEHHbIX CPEACTB U (hapMaLeBTUYECKON OEATENBbHOCTU
B COOTBETCTBUM C 3akoHogaTenbcTBOM Poccuiickon Pegepaunu;

5) opranmsaumusi aKCnepTusbl NEKApCTBEHHbIX CPEACTB, 3TMYECKOM 3SKCNepTM3bl BO3MOXHOCTU
npoBeaeHnst KNMMHNYECKOro UCCIeaoBaHNs NIeKapCTBEHHOMO npenapaTa A MeAULMHCKOrO NPUMEHEHMS;

6) Bbigaya paspeLueHnii Ha NpoBeaeHNE KITMHUYECKMX UCCIEA0BaHMIN NEKapCTBEHHbIX NpenapaTtos,
BeAEHMEe peecTpa BblAaHHbIX pa3peLleHnn Ha NPOBEAEHNE KIMHUYECKNX UCCIEA0BaHUN NEKAapPCTBEHHbIX
npenapaTos;

7) rocydapCTBEHHasd perncrpauus JeKapCTBEHHbIX MpenapaTtoB, BEOEHUE TOCyAapCTBEHHOMO
peecTpa NnekapCTBEHHbIX CPeacTs;

8) wvHcnekTupoBaHMe NpPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBME MpaBuiiam
opraHmsaumMmM Mpou3BOACTBA U KOHTPOSSA KadecTBa JIeKApCTBEHHbIX CPEACTB, Bbidada 3aKiovYeHun o
COOTBETCTBMM NPOU3BOAUTENS  NEKApCTBEHHbIX CpeacTtB TpeboBaHMAM MNpaBun  OpraHusaumm
NpOM3BOACTBA N KOHTPONS KayecTBa JIEKAPCTBEHHLIX CPEACTB;

9) rocygapcTBEHHasi perncTpaunst yCTaHOBIEHHbIX NPOM3BOAMTENSAMN NEKAPCTBEHHbIX NpenapaToB
npefernbHbIX OTMYCKHbIX LIEH Ha XU3HEHHO HeobXoauMble U BaXXKHEWLLME NEeKapCTBEHHbIE nMpenapatbl U1
BE[lEHNE rOCy4apCTBEHHOrO peectpa npeferibHbIX OTNYCKHbIX LeH MPOM3BOAUTENEN Ha NEKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOAUMbBIX U BaXXHEMLUMX JEKapPCTBEHHbIX
npenapaTos;

10) ycTaHoOBNeHWe nopsigka BBO3a JIEKAapCTBEHHbIX CPEACTB Ha Tepputoputo  Poccuiickomn
depnepaumm 1 BbiBO3a NeKapCTBEHHbIX CpedcTB ¢ Tepputopun Poccuiickon ®epepaunu;

11) cozgaHue coBeTOB MO BOMPOCaM, CBSA3aHHbIM C ObpaLleHeM feKapCTBEHHbIX CPEACTB;

12) atTecTtaums n ceptudpmkaumsa cneumnanmcTos;

13) yTBEepxaeHne obpasoBaTernbHbIX MPOrpamMm No NOArOTOBKE CMELMaMCcTOB;

14) MOHMTOPUWHT 6€30MacHOCTU NIEKAapPCTBEHHBIX NPENapaTos.;

15) yyactue B MexagyHapoOAHOM COTPYOHUYECTBE;

16) nony4eHne Mo 3anpocam YMOSTHOMOYEHHOro defepanbHOro opraHa MCNOMHUTENbHON BNacTu
OT OpraHoB WCMOMHUTENBHOW Briactu cybobekToB Poccuiickon depepauun, a Takke OT CyObEKTOB
obpalleHns nekapcTBeHHbIX CpeacTB Ans MEAULMHCKOrO MPUMEHEHUs MHdOopMauMu Mno BOMpocam
YCTaHOBMEHUS N NPUMEHEHWS LLEH Ha NeKapCTBEHHbIE NpenapaThl U HaabaBoK K HUM;



17) npumeHeHMe Mep OTBETCTBEHHOCTM 3a HapyleHue 3akoHogaTenbcTBa Poccuickon
denepauuu.

CraTbsa 6. NonHOMO4YMA OpraHoOB MCNOSNTHUTENBHONM BriacTn cybbekta Poccuickon depepaumm npu
obpalLeHnn NekapCTBEHHbIX CPeAcTB

K nonHoMouvMaM oOpraHoB WCMNOMHUTENBHOM Bnactu cybbekta Poccuiickon depepaunm npwm
obpalLeHnn NekapCTBEHHbIX CPeACTB OTHOCATCS:

1) paspaboTka W peanu3aumMs  pervoHanbHbIX NporpamMm  obecnevyeHnst  HacerneHus
NeKapCcTBEHHbIMUW NpenapaTamu;

2) yCTaHOBMNEHME NpeaenbHbIX pasMepoB ONTOBbLIX HaA0aBOK U NpederibHbIX Pa3MEPOB PO3HUYHbIX
HagbaBoK K (pakTM4eCKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENSMU NEKAPCTBEHHbLIX
npenapaToB, Ha JNEKApCTBEHHbIE Mpenaparbl, BKIHOYEHHbIE B MEPEYEHb >XU3HEHHO HEOOXOOMMbIX W
Ba)KHEWLLNX NIEKAapPCTBEHHBIX NPEnaparos;

3) ocyLLecTBNEHME KOHTPOSSA 3a NPUMEHEHUEM LIEH Ha fleKapCTBEHHbIE Mpenaparhl, BKITHOYEHHbIE B
nepeyvyeHb XMU3HEHHO HeoDXOOUMBIX W BaXKHEWLIUX JIEeKapCTBEHHLIX MNPenaparToB, OpraHvM3aunsiMu
ONTOBOW TOProBMM, anNTEYHLIMU OPraHN3aLUAMN, UHOMBUAYANbHBIMU NMPEANPUHUMATENAMN, UMEOLLUMHU
NULIEH3NIO Ha hapMaLEBTUYECKYHO AeATENBHOCTb.

Mnasa 3. TOCYOAPCTBEHHASI ®APMAKOMES
Cratbs 7. Pa3paboTka 1 u3gaHue rocyaapcTBeHHoW papMakoneu, pasMelleHre aHHbIX O Helt

1. Toag rocygapcTBeHHOW hapmakoneen MOHUMAaeTCsl CBoA obLMX papMakonemnHbiX cTaTen U
drapmaKkonenHblx cTaTen.

2. PaspaboTtka obuwmx chapmakonerHblx cratern u dapMakornerHbIX CTaTel U BKIHOYEHUE UX B
rocy4apCTBEHHYI0 (hapMakonerd OCYLLECTBASAOTCA B NOpsgKke, YCTaHOBMEHHOM  YMONTHOMOYEHHBIM
denepanbHbIM OPraHOM UCMOMHUTENBHOW BNAcTy.

3. PaspaboTka (bapmakonenHon ctaTbn Ha OpPUrMHANbHOE JIEKapCTBEHHOE CPEACTBO U BKIIOYEHNE
ee B roCydapCTBEHHYIO (bapMakoner B TeYeHMe CpoKa AEWCTBUS 3alluTbl MCKITHOYMTENBHOMO Mpaea,
YOOCTOBEPEHHOIO MaTEHTOM Ha OpUrMHarbHOE JIEKapCTBEHHOE CPeACcTBO, OCYLLECTBASKOTCS C cornacus
€ero paspaboTyuka.

4. TocypapcTBeHHasd dpapmMakoness wusgaeTcd  YNOMHOMOYEHHbIM  (hefepanbHbIM  OpraHoMm
NCMOMHWTENBHOW BNACTW 3a CYHET cpeacTB dpeeparnbHOro 0axeTa u NognexnT nepem3gaHnsam He pexe
YeM OAVH pa3 B NATb fET, B NEpUOA4 Mexay KOTOpbIMU M3Lal0TCHA MPUITOXKEHUS K roCyOapCTBEHHOW
hapmakonee, cogepxawue obwme dapmakonenHble ctatb M (M) apMakonemHble cTaTby,
YTBEPXKOEHHbBIE NMOCIE N30aHNs N Nepen3faHns rocygapcTBEHHON dhapMakoneu.

5. YNonHOMOYeHHbI deaepanbHblid OpraH UCMNOSTHUTENbHOW BNacTu pasMellaeT [aHHble O
rocyapCTBeHHOW hapmakonee 1 NpurnoXeHUsX K Hen Ha csoeM odumumanbHoMm canTe B ceTn "MHTepHeT"
B YCTAaHOBMEHHOM UM MOPSAKE.

Mnaea 4. TOCYOAPCTBEHHbI/A KOHTPOIb MPU OBPALLEHUA
JIEKAPCTBEHHbIX CPEACTB

Cratbsa 8. JlMueH3avMpoBaHVWE NPOU3BOACTBA JIEKAPCTBEHHbLIX CPedcTB M hapMaueBTUYecKon
AesATEeNbHOCTY

1. JluueHsnpoBaHne Npon3BOACTBA NEKAPCTBEHHbLIX CPEACTB U hapMaLeBTUYECKON AeATENbHOCTMN
OCYLLECTBISIETCA B COOTBETCTBUM C 3aKoHOZaTenbCcTBOM Poccuiickon depepaumm.

2. OGsA3aTenbHbIM YCNOBMEM MPEeOOCTaBEHUs] JIMLEH3NM Ha MPOW3BOACTBO JIEKAPCTBEHHbIX
CPEACTB SIBMISIETCS NPUIOXKEHNE K 3asiBNEHNI0 coucKaTens NULEH3MM NepPeYdHsl NIeKapCTBEHHbLIX hOpM U
(vriv) BMOOB bapmMauEeBTUYECKNX CYOCTaHUWUWA, KOTOpble MNPOM3BOAUTENb JIEKAPCTBEHHBIX CPEACTB
HamepeH NPOn3BOAUTD.

3. B cnyyae HeobxogMMOCTU pacluMpeHnst MPON3BOACTBA JIEKAPCTBEHHbBIX CPEACTB 3a CHET HOBbIX
NeKkapcTBeHHbIX OpM U BMOOB apMaueBTUYECKMX CyOCTaHUMIA NpOM3BOOMTENb NEKapCTBEHHbIX
CcpencTB AOMMKEH MOMYYMTb HOBYHO JIMLEH3UIO Ha NPOM3BOACTBO NIEKAPCTBEHHbIX CPEACTB.

Cratba 9. l'ocyaapCTBEHHbIN KOHTPOMb Npy 00paLleHnn NIeKapCTBEHHbIX CPEACTB

1. TocygapcTBEHHOMY KOHTPOMO MoASiexaT BCE NeKapCTBEHHbIE CPeACTBa, MPOU3BEOEHHble Ha
Tepputopun Poccunckon ®egepaunm n BBO3MMble Ha Tepputoputo Poccuinckon degepaumn.



2. TocynapCTBEHHbI KOHTPOMb Npu obpalleHMn NeKapCTBEHHbIX CPEACTB OCYLLECTBSETCS
YNONMHOMOYEHHbIMU dheaeparbHbIMU OpraHamMn UCMNOMHUTENbHOW BracTM U OpraHamu UCMONHUTENBHON
Bnactu cybwekTtoB Poccuiickon Penepaumm B COOTBETCTBMU C UX NMOMHOMOYMSIMUA.

3. locynapCTBEHHbIV KOHTPOMb NPV OOpalleHUn NeKapCTBEHHbIX CPeAcTB BKMo4YaeT B cebsi
KOHTPONb 3@  OOKIUHUYECKMMM  UCCNEOOBaHUAMM  JNIEKAPCTBEHHbLIX  CPEACTB,  KIUHWUYECKUMU
nccneaoBaHNAMM fNeKapCTBEHHbIX MpenapaTtoB, Ka4eCTBOM, MPOWM3BOACTBOM JIEKApPCTBEHHbLIX CPEeACTB,
N3roTOBNEHMEM J1eKapCTBEHHbIX MpenapaTtoB, XpaHEHWEM, MEepPeEBO3KON, BBO3OM Ha TEPPUTOPUIO
Poccuiickon ®egepauun, pekrnamon, OTNYCKOM, peanusaumen, YHUYTOXKEHUEM NeKapCTBEHHbIX CPEACTB,
NPUMEHEHNEM FIEKAPCTBEHHbLIX NpenapaTos.

4. TocydapCTBEHHbIA KOHTPOMb Mpu 0OOpalleHnM JeKapCTBEHHbIX CPEeAcTB OCyLLecTBhsieTcs
nocpeacTBOM:

1) npoBegeHnst MPoBepoK cobnogeHns cybbekTamy obpalleHns NeKapCTBEHHbIX CPEACTB NpaBui
nabopaTtopHOM MPaKTUKA U NpaBui  KMMHMYECKOW MNPAKTUKM Mpu  NpoBeAEeHUN  OOKIUHUYECKUX
nccrnenoBaHWiA NIEKAPCTBEHHBIX CPEACTB U KIMHUYECKUX UCCNeaoBaHuiA NTEKAapPCTBEHHLIX NpenapaToB Ans
MEeOULUMHCKOTO MPUMEHEHUS1, MNpaBuUIl NPOBEeOEHUA OOKITMHUYECKUX WCCIedOBaHUA JeKapCTBEHHbIX
CPEACTB U KIMHUYECKUX MUCCNeaoBaHWUA NeKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOIO NMPUMEHEHNs,
npaBuI opraHn3aumMmM NpPoOu3BOACTBA M KOHTPOMNS KayecTBa NeKapCTBEHHbIX CPeacTB, NMpaBuil ONTOBOM
TOProBNM JEKapCTBEHHbIMM CpeacTBaMu, MpaBuSl OTMYCKa JIEKapCTBEHHbIX MpenapaTtoB, MpaBun
N3roTOBIEHNST N OTMYCKa JEeKapCTBEHHbIX MPenapaToB, MpaBWUil XPaHEHUS JTEeKapCTBEHHbIX CPencCT.,
NpaBun YHUYTOXEHUSI NTEKaPCTBEHHbIX CPEACTB;

2) NUUEH3NPOBaHMSA NPOM3BOACTBA JIEKAPCTBEHHBLIX CPEACTB U (hapMaLEeBTUYECKON AEATENBHOCTY,
NpoBeAEHUSA MPOBEPOK COBMIOAEHMS NIMLEH3NOHHbIX TPEOOBAHWIA U YCIOBUNA;

3) KOHTPONSA Ka4YecTBa JIEKapPCTBEHHbBIX CPEACTB NpU rpaxkgaHckoMm obopoTe:

a) B popMe BbIBOPOYHOrO KOHTPOSS;

0) npuv BbLISBNEHWM HECOOTBETCTBUSA JIMUEH3MOHHbIM TpeboBaHMAM W YCrOBUAM  YCITOBWN
Npou3BOACTBa M KOHTPOMS KayecTBa JIEKapCTBEHHbIX CPEACTB, OCYLLECTBIEHMS OMTOBOW TOProBIM
NEKAPCTBEHHLIMU CPeACTBaMM, OCYLLECTBINEHUS PO3HWYHOM TOProOBMAW NEKAPCTBEHHBIMW MpenapaTtamu,
npaBuUIlT N3roTOBIEHMS NIEKAPCTBEHHbIX NPENapaToB, NpaBuUi XpaHEeHUs! NIEKapCTBEHHLIX CPEACTB;

4) Bblgadn paspelleHnii Ha BBO3 JIEKAPCTBEHHbIX CPeAcTB Ha Tepputoputo  Poccuiickomn
depepauuu;

5) npoBegeHnst MoHUTOpPMHIra 6€30MacHOCTU NEKapCTBEHHBIX NPenapartos;

6) nony4yeHns No 3anpocam YNorHOMOYEHHOro befepanbHOro opraHa UCMONTHUTENBLHON BNacTu ot
OpraHoB WUCMOMHUTENBHOM BRactu cybbektoB Poccuiickon Pepepaummn, ot cybbektoB obpalueHus
NEKApCTBEHHbIX CPEACTB AN MEOULMHCKOrO MPUMEHEHUS MHAOPMaL MK MO BONPOCaM YCTAHOBMEHMWS U
NPUMEHEHUs LIEH 1 HAabaBOK K HAM.

5. OcyuiecTBneHne rocygapCTBEHHOIO KOHTPOMNSA npu OOpalleHun JeKapCTBEHHbIX CPeacTB
SIBNSiIeTCA pacxodHbiM obsizaTenbctBoM Poccunckon Pepepaunm unu pacxogHbiM 006513aTeNbCTBOM
cybwekToB Poccunckon ®egepaumm no Bugam KOHTPOMsl, OTHECEHHLIM COOTBETCTBEHHO K MOSTHOMOYUSIM
deneparnbHbIX OpraHoB UCMOJTHUTENBHOW BMAcTU M K MOJTHOMOYMSIM OPraHOB WCMOSTHUTENbHOW BracTu
cybwekToB Poccuiickon degepaumn.

nasa 5. PABPABOTKA, AOKITMHUWYECKHME NCCNEONOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHWYECKUE UCCIIEOOBAHUA
JIEKAPCTBEHHbIX MPENAPATOB AJ1A BETEPUHAPHOIO MPUMEHEHUA

Cratbsa 10. Pa3spaboTka nekapCTBEHHbIX CpeacTB

1. PaspaboTka nekapCTBEHHbIX CPEACTB BKIOYaeT B ceOS MOMCK HOBbIX (hapMakonorm4ecku
aKTVMBHbIX BeLlecTB, MOcnegylwee U3yvYeHne UX JEeKApCTBEHHbIX CBOWCTB, AOKIMHUYECKUE
nccrieqoBaHus, paspaboTKy TEeXHOMOrMin MpomM3BOoACTBa (hapMaueBTUYECKUX CyOCTaHUMKi, paspaboTky
COCTaBOB M TEXHOMOIMMI NPOM3BOACTBA NEKAPCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneyeHme pa3paboTku NeKkapCTBEHHbIX CPEACTB OCYLLECTBMAETCH 3a CHET:

1) cpeacTB chegepansHOro bromxkeTa;

2) cpeacTB pa3paboTYMKOB NEKAPCTBEHHbIX CPEACTB;

3) cpencTs npoussoauTenen NEeKapCTBEHHbIX cpencTs npv BbINOMHEHNN
Hay4YHO-UCCrnegoBaTeNnbCkMX paboT nMo JOroBopy Mexay paspaboTyMKOM NEKapCTBEHHbLIX CPeacTB U
npou3BoauTeNeM nekapCTBEHHbIX CPEACTB;

4) nHbIX He 3anpeLleHHbIX 3akoHogaTensCcTBOM Poccuiickon Pefepaumm MCTOYHNKOB.

3. MpaBa paspaboTyMka  NEKapCTBEHHONO  CpPeacTBa OXpaHsItoTCA rPaXXgaHCKNM
3aKOHOAATENbCTBOM.

Cratba 11. [OKNUHMYECKOe WUCcregoBaHWE JIEKApPCTBEHHONO CpeacTBa AN MeAMUMHCKOro
NpPUMEHeHs



1. [oknuHu4Yeckoe uccrieqoBaHWe IeKapCTBEHHOro CpeAcTBa ANsl MeOULMHCKOrO MpUMEHEHUSs
NpoBOAMTCA MyTEM MPUMEHEHMS Hay4HbIX METOAOB OLEHOK B LENsX TMoNyvyeHus [oKasaTenbCTB
GesonacHoCTU, kayecTBa 1 3ppeKTUBHOCTM NeKapCTBEHHOIo cpeacTsa.

2. [oknuHuuyeckoe uccrieqoBaHWe IEKapCTBEHHOrO CPeacTBa ANs MeOULMHCKOrO MpUMEHEHUS
NPOBOAMTCSA B COOTBETCTBUM C NpaBuamMun nabopaTopHoin NpakTUKK, YyTBEPKAEHHBIMW YNONMHOMOYEHHbIM
dheneparnbHbIM OpraHOM UCMOSTHUTENLHOW BMAacTy.

3. [lna opraHu3auuv 1 NpoBedeHNst OOKIMHUYECKOro MCCNEeAoBaHUsl NEeKapCTBEHHOro cpencTea
ANA  MeAWUMHCKOTO MPUMEHEHUs] pa3paboTUMKM  NeKapCTBEHHbIX CPEeACTB  MOryT MNpuvBeKaTb
Hay4HO-MCCrefoBaTenbekme opraHusaumu, o6Gpa3zoBaTerbHble yupexaeHust BbICLLEro
npodyeccroHanbHOro 06pa3oBaHMsl, UMellne HeoGXoAMMY0 MaTepuarnbHO-TeXHUYeckylo 6asy wu
KBanMMUUMPOBAHHBIX CNeuManicToB B COOTBETCTBYHOLLEN 06r1acTi UCCNenoBaHus.

4. [oknuHuuyeckoe uccrieqoBaHWe IEeKapCTBEHHOrO CPeacTBa ANs MeOULMHCKOro MpMMEHEHUs
NpoBOAMUTCA MO YTBEPXOEHHOMY pa3paboTYMKOM J1eKapCTBEHHOro cpedcTBa MraHy C BedeHVeM
MpPOTOKOMNa 3TOr0 WMCCNeAoBaHWUs M COCTaBIEHNEM OT4YeTa, B KOTOPOM COAepKaTcsl pe3yrnbTaTbl 3TOro
nuccrnegoBaHWA UM 3aKioYeHWe O  BO3MOXHOCTM  MPOBEOEHUSt  KIMMHUYECKOrOo  UCCredoBaHus
rniekapCTBEHHOro npenapaTa ans MeAMLMHCKOro NMPUMEHEHUS.

5. lMpoBeaeHne MNpoBepoOK COONOAEHUS MpaBun NabopaTopHOM MPaKTUKUM W MPaBOBbIX HOPM
UCNOMb30BaHUSI KMBOTHbLIX NMPU MPOBEAEHWUN OOKMMHUYECKMX WCCNEeqoBaHU 1eKapCTBEHHbIX CPeacTB
ANs  MEOVUMHCKOrO MpPUMEHEHUs1 OCYLLECTBAETCA  YMNOMHOMOYEHHbIM  chbedeparnbHbiM — OpraHoM
UCNONTHUTENBHOWM BMNacTu.

6. PesynbTaTbl OOKIMMHUYECKOTO MCCIEQOBaHUA IEeKapCTBEHHOro cpefcTBa Ans MeAWULMHCKOro
npyMeHeHns1 MOryT OblTb MpeacTaBlieHbl B YNONMHOMOYEHHbIN dhedepanbHbli opraH MCMONHUTENbHOM
BIlacTW B YCTaHOBEHHOM Mopsiake B LIeNsX rocy4apCTBEHHOW perucTpaunm rekapcTBeHHOro npenapara.

Cratba 12. [oknuHnyeckoe unccnegoBaHue JNIEKapCTBEHHOIo cpeacrtea WM KIMHU4YeCKoe
ncenegoBaHMe nekapCcTtBeHHOro npenaparta alda BeTeprHapHOro npuMeHeHnA

1. [JOKNMMHUYEeCcKoe uccreoBaHWe JeKapCTBEHHOro CPeACcTBa Afsl BETEPMHAPHOIO NPUMEHEHWUS
NPOBOAUTCA MNyTEM MPUMEHEHMST Hay4YHbIX METOOOB OLEHOK B LEendx MOoSfyYyeHusl [oKas3aTernbCcTB
6e3onacHocTn, kavectBa M 3PEEKTUBHOCTM NEKApPCTBEHHOIO CPEACTBa, B TOM 4Yucne onpegeneHus
CpOKa €ero BbIBEAEHMSI M3 OpraHu3ama >XUBOTHOro, B Lendx obecneyeHus Ge3onacHOCTVM MpogyKuum
XXMBOTHOTO MPOVCXOXOEHNS NOCHe NPUMEHEHNST COOTBETCTBYHOLLENO NIEKapCTBEHHOIO nNpenapara.

2. [oknuMHM4YecKkoe wuccreoBaHWe IeKapCTBEHHOrO CPeACcTBa M KIIMHWYECKOe WuccrefoBaHue
NEeKapCTBEHHOIO npenapata s BEeTEPUHAPHOro MPUMEHEHWs, UCCreqoBaHue OUMO3KBUBANEHTHOCTU
YKa3aHHOro fekapCTBEHHOrO npenapaTta MPOBOASTCA B COOTBETCTBUM C MpaBuiaMu, YTBEPXOEHHbIMU
YMOMHOMOY€EHHbBIM heepanbHbIM OpraHoM MCMOSTHUTENBHON BRacTu.

3. [HoknuHmyeckoe wccnefoBaHWe NEKApCTBEHHOIO CpeacTBa U KIMHMYECKOE WCCrnedoBaHue
NEKapCTBEHHOIO MpenapaTta Ans BETEPMHAPHOrO MPUMMEHEHMST MPOBOAATCA MO  YTBEPXKAEHHOMY
pa3paboTyYnKOM JIEKapCTBEHHOro CpeacTBa MfaHy C BedeHMeM MpPOTOKOMOB 3TUX WUCCRefoBaHUA U
COCTaBfEHMEM OTYETOB, B KOTOPbIX COAEpPXKaTCs pe3ynbTaTbl 3TUX UCCNE40BaHNN.

4. [Ins opraHusauun n NpoBeAeHUs AOKITMHUYECKOrO UCCNeoBaHNs JIEKapCTBEHHOIO cpeacTea m
KMMHWUYECKOrO  MUCCNEeAOoBaHWs  JIeKapCTBEHHOro npenapata AfAs  BETEPUHAPHOro  NMpPUMEHEHWS
pa3paboTynK NeKkapCTBEHHOIO CPEACTBA MOXET MpMBMEKaTb OpraHvM3auuy, umerowme HeobOXOoauMyHo
MaTepuanbHO-TEXHUYECKYI0 ©a3y M KBannUUMPOBaHHbBIX CMEUManncToB B COOTBETCTBYHOLLEN 0bnactu
nccregoBaHus.

5. KnuHnyeckve uccrneqoBaHuWsi NeKapCTBEHHbBIX MpenapaTtoB AN BETEPUHAPHOrO MPUMEHEHWS
NMPOBOASATCA B BETEpPMHAPHbIX OpraHu3auusx M B OpraHuM3auusix, OCYLLECTBSOWMX pa3BeneHue,
BblpaLLMBaHUE U COAEPKAHME XUBOTHLIX, B LENsX:

1) yCTaHOBNEHMS MEPEHOCMMOCTU JIEKapCTBEHHBIX NPenapaToB 300POBbIMU XUBOTHBIMY;

2) nopbopa onTMManbHbIX [OO3MPOBOK JIEKApPCTBEHHbBIX MPenapaTtoB W Kypca fleyeHus Ha
KOHKPETHOMW rpymnmne XXUBOTHbIX C ONpeAerneHHbiM 3aboneBaHmem;

3) ycTtaHoBnewmss  6esonacHoCTM M 3A(PPEKTMBHOCTM  NIEKAPCTBEHHOro  npenapara,
npegHa3Ha4YeHHOro Ans NeyYeHus onpegeneHHbIX 3aboneBaHWA KUBOTHbBIX, WM 3(EKTUBHOCTM
NEeKapCTBEHHOMO npenapaTta Anst NpouakTukM 3aboneBaHun 340POBbIX XXUBOTHBIX;

4) un3y4yeHUss BO3MOXXHOCTEW paCLUMPEHMST TMOKA3aHUM K MPUMEHEHUIO 3aperMcTpUpoBaHHOIO
NlekapCTBEHHOTO Nnpenapara U BbISBIEHNS] paHee HEN3BECTHbLIX MOBOYHbIX AEACTBUN.

6. KnvHuyeckoe uvccnegoBaHWe nekapCTBEHHOTO MpenapaTta Afis BETEPUHAPHOIro MpUMEHEHWS
OCYLLIECTBISIETCA 3a CYET CpeacTB pa3paboTymka fiekapCTBEHHOIoO cpeacTaa.

7. OTyeTbl O pesynbTatax OOKIUHMYECKOTO WCCMEeAoBaHNS FeKapCTBEHHOTO Cpeactsa U
KMMHWUYECKOrO  MUCCNedoBaHWs  JIeKapCTBEHHOro npenapata Afs  BETEPUHApHOro  NpUMEHEHWs
COCTaBMAKTCA pa3paboTyMKOM NEKapCTBEHHOINO CpeacTBa C YYEeTOM 3aK/iOYEeHWA  OpraHv3auuin,
NPVHUMAaBLLNX y4acTue B OpraHn3auum 1 npoBeaeHnn 3TUX MCCneaoBaHun.



8. KOHTpOJ'Ib 3a npoBegeHnemMm OOKIMNHUYECKUX nucecnenoBaHum JIEKapCTBEHHbLIX CpeactB U
KNUHWUYECKMX  UCCnenoBaHUN JNNIEKApPCTBEHHbIX MpenapatoB ANid  BETEPUHAPHOIo  NpUMeHeHUsa
ocyLiecTBrAaeTca ynoriHoMO4YeHHbIM cbe,qepaanblm opraHom MCMNONHUTENBLHON BNacTu.

Mnaea 6. OCYLECTBNEHUE rOCYOAPCTBEHHOW PEFTUCTPALIUA
JIEKAPCTBEHHbIX MPEMNAPATOB

Cratbs 13. [ocygapcTBeHHast perucTpauust NekapcTBEHHbIX NpenapaToB

1. JlekapcTBeHHblE MnpenapaTtbl BBOASTCA B rpaxgaHCkui obopoT Ha TeppuTopumn Poccuinckon
depepaummn, ecnm OHW 3apPErMCTPUMPOBAHbl  COOTBETCTBYHOLLUM  YMOSTHOMOYEHHBIM  dhefepanbHbiM
OpraHoM UCMOJTHUTENbHOW BNacTu.

2. [ocygapcTBeHHONW perncrpaumm nognexar:

1) opurnHanbHble NeKapCTBEHHbIE NpenapaTbl;

2) BOCNPOM3BELEHHbIE NIEKAapCTBEHHLIE NpenapaTsl;

3) HOBble KOMOUHALMM 3apErNCTPUPOBAHHBLIX PAHEE JIEKapCTBEHHbBIX MpenapaTos;

4) nekapCTBeHHble MpenapaTbl, 3aperMcTpMpoBaHHbIE paHee, HO MNPOU3BEAEHHblIE B OPYruX
neKapcTBeHHbIX hopMax, B HOBOW A03UPOBKE.

3. N'ocymapcTBeHHas permctpaumnsa nekapcTBeHHbIX npenapaToB ANd MeAULUMHCKOro npuMeHeHUs
OCYLLECTBMSIETCA MO pe3ynbTaTaM 3KCMEPTU3bl JIEKAPCTBEHHBIX CPEACTB U 3TUYECKOM JKCMEepTU3bl
BO3MOXXHOCTM MPOBEAEHNS KITMHMYECKOrO UCCNeaoBaHNs IEKapCTBEHHOMO NpenapaTa ans MeauumHCKoro
npMMeHeHus1 (ganee - aTUYeckass 3KcnepTms3a). [ocyaapCTBEHHAsd perucTpaumsi NekapCTBEHHbIX
npenapatoB [Afis BETEPUHAPHOrO MPUMEHEHMSI OCYLLECTBNSETCA MO pesynbTatamM  3SKCNepTusbl
NeKapCTBEHHbIX CPeaCcTB AJ1s1 BETEPUHAPHOIrO NPUMEHEHUS.

4, "ocynapcTBeHHas perucrpaums neKapCTBEHHbIX npenapaToB ocyLecTBnsieTcs
COOTBETCTBYHLLMM YMONTHOMOYEHHbIM doefeparibHbiM OpraHoM WCMOSTHUTENLHOM BacTu B CPOK, He
MpeBbILLALWNA OBYXCOT OecATM paboumx OHEW CO OHS MPUHATUA 3asiBlEeHMS O ToCcy4apCTBEHHON
permctpaumm fekapCcTBEHHOro npenaparta. B ykasaHHbI CpOK BKItOYaeTCs Bpemsi, Heobxoammoe Ans
MOBTOPHOrO MPOBELAEHUSA 3KCMNEPTM3bl JIEKAPCTBEHHbBIX CPeacTB U (MNK) STUYECKOW 3KCMepTusbl B
COOTBETCTBUM CO cTaTben 25 HacToswero PenepanbHoro 3akoHa. Cpok rocygapCTBEHHOW perMcTpaumm
NEKApCTBEHHOIO Mnpenaparta WUCYUCASETCA CO OHSA MNPUHSATUS COOTBETCTBYHOLLUMM  YMOSTHOMOYEHHbLIM
denepanbHbiM - OpPraHoOM  UCMOSTHUTENbHOM BacT  3asiBNiEeHWs] O TOCYAapCTBEHHOW perncrpaumu
NEKapCTBEHHOrO Mpenapata C MpPUIOXKEHMEM HEOOXOAMMbIX [OOKYMEHTOB MO [AEeHb Bblayu
PEerMcTpaLmMoHHOro yAOCTOBEPEHUS NEKApCTBEHHOro npenaparta. Bpems npoBegeHust KIMHUYECKOro
NCCrefoBaHUSA  JIEKapCTBEHHOrO npenapara He Yy4YUTbIBAeTCA MNpU  UCYUCIIEHUMM CpoKa  ero
rocygapCTBEHHON permctpaumu.

5. locynapcTBeHHOW perucTpaLmm He noanexar:

1) nekapCTBEHHble npenapatbl, W3rOTOBMEHHbIE aMTEYHbIMWM OpraHn3aLuaMn, BeTEPUHAPHBIMM
anTeYHbIMX OpraHM3auusiMy, MHAUBMOYaNbHLIMU MPeanpUHUMATENSIMU, KOTOpblE MMEKOT fNLEH3NIO Ha
hapmaLeBTMYECKYD AeATEeNnbHOCTb, MO pelenTaM Ha JieKapCTBEHHble npenapatbl U TpeboBaHUSAM
MeLULUMHCKMX OpraHn3aumnii, BeTepMHapHbIX OpraHu3auuii;

2) NekapCTBEHHOE pPacTUTENBHOE CbIpbE;

3) nekapcTBeHHble MpenapaTbl, MpUOOpPETEHHbIE U3NYECKMMM NULaMKM  3a Npeaenamu
Tepputopun Poccunckon ®egepaumm n npegHasHavyeHHble NS TIMYHOrO UCMOJb30BaHUS;

4) nekapcTBeHHble nNpenapaTtbl, NpeAHa3Ha4YeHHbIe 418 9KCMNopTa;

5) paguodapmaueBTMYECKME NEKAPCTBEHHbIE NpenapaTtbl, U3roTOBIIEHHbIE HEMOCPELACTBEHHO B
MEOULMHCKUX OpraHu3auusix B MOPSAKe, YCTAHOBMEHHOM YMOSIHOMOYEHHbIM dbefepanbHbiM OpraHoM
WCMONHUTENbHOW BNacTu.

6. He ponyckaeTtca rocygapcTBeHHas permcrpaums:

1) pasnuyHbIX NIEKapCTBEHHbIX NPenapaToB Nog O4NHAKOBbIM TOProBbIM HaUMEHOBAHWEM;

2) OpHOrO FeKapCTBEHHOrO MpenapaTa, BbIMYCKAEMOro npousBoguTeNneM Mo pasfuyHbIMU
TOProBbIMM HaVMMEHOBaHUSIMW U MPEACTaBNEHHONO Ha roCy4apCTBEHHYK perncTpaumio B BUMAE OBYX U
boree NekapcTBEHHLIX NPenapaToB.

Ctatbs 14. MprHUMNBI 3KCNEPTU3bl NEKAPCTBEHHbLIX CPEACTB U 3TUYECKON SKCMepTU3bl

1. OkcnepTu3a NeKapCTBEHHbIX CPEACTB U 9TMYECcKasl 3KCrepTM3a OCHOBLIBAKOTCA Ha MpUHLMNAX
3aKOHHOCTM, cobOntogeHuss mpae M cBobod 4YenoBeka W rpaxgaHuHa, NpaB OPUAMYEcKoro nvua,
HEe3aBMCHMOCTM 3KCriepTa, OObEKTUBHOCTU, BCECTOPOHHOCTM U MOSTHOTHI UCCIeA0BaHWUiA, MPOBOAUMBIX C
UCNONb30BAHMEM COBPEMEHHBIX [OOCTWKEHUA Hayku W TEXHWKM, OTBETCTBEHHOCTU dhedeparbHOro
rocyqapCTBEHHOIO GHOMKETHOIO YUpEeXaeHUsl Mo MPOBEAEHUIO SKCMEPTU3bl NEKAPCTBEHHbLIX CPEACTB U
9KCMEepTOB 3a NPOBEAEHNE N Ka4eCTBO 3KCMEepPTU3bI.

2. JKCrnepTn3a NeKkapCTBEeHHbIX CPEACTB AN MeauLUMHCKOrO NpUMEHEHWs MPOBOANTCS MO3TarHo:;



1) Ha nNepBoM 3Tane - 3KCNepTM3a AOKYMEHTOB AN MOMyYeHUsl paspelleHusl Ha MnpoBedeHue
KNMUHUYECKOro NCcCcrnefoBaHUs nekapcTBEHHOro npenapara, 3a UCKINIoYEeHUEM:

a) NneKapCTBEHHbIX MpenapaToB, KOTOPble paspelleHbl AN MEeOUUMHCKOTO MPUMEHEHUSA Ha
TeppuTopun Poccuiickon Penepaummn Oonee gBaguatv NeT U B OTHOLIEHMU KOTOPbIX HEBO3MOXHO
npoBeAeHUE nccnegoBaHns GUO3KBUBANEHTHOCTY;

6) nekapCTBEHHbIX MpenapaToB ANs MEOUUUHCKOTO MPUMEHEHMS, B OTHOLLUEHUN KOTOPbIX
nposefeHbl  MexayHapoAHble MHOMOLIEHTPOBbIE KIMHUYECKME WCCReaoBaHus, YacTb M3  KOTOpbIX
nposefeHa Ha TeppuTopun Poccuiickon ®enepauuu;

2) Ha BTOPOM 3Tare - 3KCnepTM3a NPeanoXeHHbIX METO4OB KOHTPOSSt kKayecTBa feKkapCTBEHHOMO
cpefncTBa M kavecTBa MNpeacTaBreHHbIX 00pasLoB FIEKapCTBEHHOIO CPeACTBa C UCMONIb30BaHUEM 3TUX
METOLAOB (Oanee - 9KCMepTu3a KayecTBa J1eKapCTBEHHOrO CpeacTBa) WM 3KCMepTu3a OTHOLLEHUS
OXNOAEMOW MONb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWST NTEKAPCTBEHHOINO npernaparta, OCyLLeCcTBNsAeMble
nocne NpoBeAeHNst ero KIMMHUYECKOTO UCCNeaoBaHNS.

3. OkcneptvM3a NneKapCTBEHHbIX CPEACTB AN BETEPUMHAPHOIO MPUMEHEHUA MNPOBOAUTCSA
O[HO3TaNHO W BKMOYaeT B cebsi 9KCMepTM3y KadyecTBa JIEKAPCTBEHHOIO CpeactBa M 3KCMepTUsy
OTHOLLUEHMS OXXMAAEMON MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSI NEKapCTBEHHOIO npenapara.

Cratba 15. ®depepanbHoe rocydapcTBeHHoe OlOIKETHOE Yy4ypexaeHue Mo MpoBedeHUto
3KCMepTU3bl NeKapCTBEHHbIX CPEaCTB

3KCI'I€pTI/I3a NeKapCTBEHHbIX CpeacTB NpoBOOUTCA (be,u,epaanblM rocyaapCTtBe€HHbIM Ol aXKETHBLIM
yypexgeHnem cooTBeTCTByrowero ynoriHoMO4eHHOro (bep,epaanoro opraHa WCMOMHUTENBLHON BNacTu,
co3fgaHHbIM Onsl obecrneyeHnsi UCMOSTHEHUS MOJTHOMOYUA 3TOro cbe,u,epaanoro OpraHa no Bblaa4ye
paapeLueHMPl Ha npoBegeHune KIMMHNYeCKnxX nccrnegoBaHumn JIEKapPCTBEHHbLIX NnpenapaTtoB U (I/IJ'II/I) no
rocy,qapCTBeHHoﬂ perncrTpaunm nekapCTtBeHHbIX npenapartoB (p,anee - QKCMNepTHoe y‘-IDE)K,D,eHI/IG).

Cratba 16. OpraHusauusi NpPOBEAEHWsI IKCTEPTU3bl NEKAapCTBEHHbIX CPeACTB B LeNsX WX
rocygapCTBEHHON permcTpauum

1. OkcnepTMsa neKkapCTBEHHbIX CPEACTB MNPOBOANTCS KOMWUCCUEW 3IKCMEPTOB 3IKCMEPTHOro
yupexneHusl, HasHa4YeHHON ero pykOBOAWTENIEM, HAa OCHOBaHWM 3a0aHWs Ha MpOBELEHWe 3KCNepTu3bl
NEKapCTBEHHOIO CpeacTBa, BbIAHHOTO YMOMTHOMOYEHHBIM (hedeparibHbIM OpraHoOM WCMOSTHUTENbHON
BnacTu. PykoBoanTenb aKCNEPTHOro yupexaeHus obecneunBaeT Haanexallee npoBeAeHne aKCnepTusbl
NEKapCTBEHHbIX CPeAcTB B COOTBETCTBUM C 3aJaHVMEM, BblAAHHBIM YMONTHOMOYEHHBbIM (bedeparbHbIM
OpraHoM MCMOJSTHUTENbHOW BNAacTW, W OpraHvM3yeT MOAroTOBKY CBOLHOMO 3aKmi4eHust aTonm komuccun. B
COCTaB 3TON KOMMCCUM MO PELLEHUI0 PYKOBOAUTENS 3KCMEPTHOMO yupexaeHus MoryT ObiTb BKIIOYEHbI B
KayecTBe 3KCMepToB Nuua, He paboTalolme B JaHHOM 3KCMEPTHOM y4peXaeHUU, ecnu ux cneumnanbHble
3HaHMA Heobxodumbl ONS MNPOBEAEHUS 3SKCMEPTU3bl WM Takue IKCMepTbl OTCYTCTBYOT B AaHHOM
3KCMEPTHOM YYPEXOEHUN.

2. OKkcrepToM MO MPOBEOEHU 3KCMEepTU3bl NEKAPCTBEHHbLIX CPEACTB SBMSETCA aTTeCTOBAHHLIN
pabOTHMK 3KCMEPTHOIO YYpEeXOEHWs, KOTOPbIA WMEET BbICLUEE MeAUUMHCKOe, dapMaueBTUYECKOE,
Buonornyeckoe, BETEPUHAPHOE UMM XMMUYECKOe 0Opa3oBaHUe M NPOBOAUT IKCNEPTU3Y NIEKAPCTBEHHbIX
CcpencTB B Nopsigke UCMOMHEHUS CBOUX AOMKHOCTHBIX 00s3aHHOCTeN (ganee - aKkcnepT).

3. lNpn npoBegeHMM SKCMEPTU3bl JTIEKAPCTBEHHbIX CPEACTB 3KCMEepT HE MOXEeT HaxoguTbCa B
Kakon-nnbo 3aBMCUMOCTM OT nuua, Ha3Ha4MBLUErO 3Ty IKCMepTu3y, pas3paboTyuka NeKapCTBEHHOro
cpencTBa Uy Opyrmx 3aMHTEPECcOBaHHbIX B pe3ynbTaTtax 3KCnepTusbl N,

4. Tlpn nNpoBedeHUM IKCNEpTM3bl JTEKAPCTBEHHBIX CPEACTB HEe [Jornyckaetca uctpeboBatb Yy
3agBuTenss nNubo uHbIX NWL MaTepuanbl, HeobxoduMble ANs MpoOBeOeHust 3kcnepTu3bl. B cnydae
HEeOCTaTOYHOCTM MPEACTaBMEHHbIX 3KCMEPTYy MaTepuanoB ANA [aYv 3akIOYEHUs] 3KCNepT Brpase
MocTaBWTb BOMPOC O MPeOoCTaBNeHNUn emMy HeoOXO4MMbIX MaTepuanoB Mepes PyKOBOAUTENEM
9KCMEPTHOTO  YYPEXOEHUS, KOTOpbIM obOpawaetrcs C npocbbor 06 3TOM B YMOSTHOMOYEHHbIN
denepanbHbI OpraH WCMOMHUTENBHOW BNacTW, BbldaBLUMWA 3adaHWe Ha nNpoBeAEeHME 3KCnepTusbl
NeKapCTBEHHOro CpeacTea.

5. OkcnepT npu NpOBELEHUN MOPYHEHHOW €My PYKOBOAMTENEM IKCMEPTHOrO YYpexaeHus
3KCMNepTU3bl NEKAPCTBEHHOIO cpeacTBa 00si3aH:

1) nNpoBecTM MOMHOE WuccrnegoBaHWEe MpeacTaBreHHbIX eMy OOBbEeKToB, MaTepuanoB, AaTb
o0OCHOBaHHOE ” OOBLEKTUBHOE 3akKMi4YeHMe MO TMOCTaBMEHHbIM MNeped  HUM  BOMpocam  UIuv
MOTUBMPOBAHHOE 3aK/tO4YeHMe O HEeBO3MOXHOCTU TMNPOBEAEHVUST WM SKCMEPTU3bl  JIEKAPCTBEHHOIo
CpeacTBa, €cnv MOCTaBIIEHHbIE BOMPOCHI BbIXOAAT 3a Npedenbl creuuanbHbIX 3HaHUM 3Kcnepra,
00BbEKThI MUCCIeA0BaHNA U MaTepuanbl HENPUrogHbl UM HEAOCTATOUHbI ANsi MPOBEAEHNS] UCCNEeAO0BaHWU
M dauynm 3aknoyeHnss nNnbo COBPEMEHHBIN YpOBEHb pPa3BUTUS HaykM He MO3BONSET OTBETUTb Ha
nocTaBrieHHbIE BOMPOCHI;



2) He pasrnawiaTb CBeeHUs, KOTopble CTany eMy U3BECTHbl B CBSI3W C NMPOBEAEHNEM IKCepTU3bl
NeKapCcTBEHHOro CpeAcTBa, a Takke CBeAEHUsl, COCTaBNSIOLLME FOCYAapCTBEHHYH, KOMMEPYECKYID UM
WHYI0 OXPaHSIEMYIO 3aKOHOM TaliHy;

3) obecneunTb COXpaHHOCTb NPeacTaBreHHbIX 0O LEKTOB CCeqoBaHNIn U MaTepuanos.

6. DKcnepT He Brnpase:

1) NPOBOAWTL IKCMEPTU3Y NEKAPCTBEHHOTO CPeACTBa Mo OOpalleHV0 HEMOCPEACTBEHHO K HEMy
opraHvsaumii Unu UsnHeckux nut;

2) camocToATenbHO cobupaTb MaTepuanbl [Ons MPOBedeHUs 3KCMepTU3bl JeKapCTBEHHOro
CpeacTBa;

3) NpoBOAUTbL IKCMEPTU3Y NEKAapPCTBEHHOro CPeCTBa B Ka4YeCTBE Herocy4apCTBEHHOro aKcnepTa.

7. B cnyyae HeoGXoOMMOCTM 3KCNepT BrpaBe Xo[aTalcTBoBaTb rMeped PyKoOBOAWUTENEM
3KCMEPTHOro YYpeXXaeHVsl O NPUBIIEYEHNM K MPOBEOEHUNIO IKCNepTU3bl TeKapCTBEHHOIO CpeacTBa ApYrMx
3KCMepToB.

8. Kaxgbli akcrnepT, BXOASLWMIA B COCTaB KOMUCCUM 3KCMEPTOB, KOTOPOM MOpy4YyeHo NpoBedeHue
3KCMepTU3bl NeKapCTBEHHOro CPeAcTBa, HEe3aBUCUMMO UM CaMOCTOATENbHO MPOBOAUT UccregoBaHus,
OLUEHUBAET pes3ysbTaTbl, NOMYYEeHHbIE UM JIMYHO U APYrMMU 3KCnepTamu, U OpMynupyeT BbIBOAbI
OTHOCUTENBLHO MOCTaBMNEHHbIX BONPOCOB B Npeaenax CBoMX crieluanbHbIX 3HaHWUA.

9. PesynbTaTbl 3KCMEpTU3bl NEKApCTBEHHOTO cpeAcTBa OOPMIAOTCA 3aKMYEeHMeM KOMUCCUM
3KCMepToB. B 3aKknioyeHMM KOMMCCUM 3KCMEpTOB YKasblBalOTCA MepeyeHb uccrieqoBaHuii, obbem
NpOBeAEHHbIX KaXKObIM 3KCMIepTOM UCCNeAoBaHWIN, YCTAaHOBMNEHHbIE KaXKObIM U3 HUX haKTbl U cAernaHHble
B pesyfibTaTe UCCneqoBaHuii BeiBoAbl. DKCNEPT, MHEHME KOTOPOro He CoBMaaaeT C pelleHneM KOMUCCUM
3KCMepToB, BrpaBe BbIPa3WTb CBOE MHEHMEe B MNUCbMEHHOW dopMe, KoTopoe npuobliaeTca K
3aKITHYEHI0 KOMUCCUM SKCMEepPTOB.

10. OkcnepTbl, BXOAsLLIME B COCTaB KOMMUCCWUM, MpeaynpexgalTcs o0 OTBETCTBEHHOCTM B
COOTBETCTBUM C 3aKkoHodaTenbCTBOM Poccuiickoin defepaumm 3a gady 3aKiouYeHWus, comepikallero
HeoBoCHOBaHHbIE UNK anbCUULIMPOBaHHbIE BbIBOAbI, O YEM OHU Aal0T NOAMUCKY.

11. OnpeaeneHune ypoBHs NpodeccroHarnbHOM NOAroTOBKM 3KCNEPTOB U aTTecTauusl UX Ha npaBo
NpoBeaeHUs] IKCTepTU3bl NEeKapCTBEHHbIX CPEACTB OCYLLUECTBMSIOTCA IKCNEepPTHO-KBaNM@UKaUMOHHbIMU
KOMUCCUSIMU B MopsiAKe, YCTaHOBEHHOM COOTBETCTBYIOLLVM YMOMTHOMOYEHHBIM dhefeparnbHbiM OpraHoM
UCNONMHUTENBHOM BNacT. YpoBeHb NPodeCcCUOoHarnbHOM NoaAroTOBKM 3KCMEepTOB MOAMEXUT NepecMoTpy
yKasaHHbIMM KOMUCCUSIMU HE pexe YeM OAMH pa3 B NATb JleT.

12. MNpaBuna npoBeaeHWs 3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB U hopMa 3aKMoYeHUss KOMUCCUM
9KCMEepPTOB  YCTaAHaBMNMBAOTC  COOTBETCTBYIOLIMM  YMONIHOMOYEHHbIM  dbedeparnbHbiM — OpraHoMm
NCMNOMHUTENBHOWN BNacTu.

Cratbs 17. OTnyeckas akcrnepTusa

KoHcynbTaHTlntoc: npumeyaHuve.
Mpukasom PocagpaBHagsopa ot 17.08.2007 N 2314-Mp/07 ytBepxaeHo lMonoxeHne o Komutete
no atuke npu degepanbHon cnyxbe No Hag3opy B cepe 34paBOOXPAHEHUSA Y COLIMANBHOIO Pa3BUTKS.

1. OTmyeckad a3KkcnepTM3a MPOBOAUTCA B LENsX BbldayuM 3aKloyeHus 00  3TU4eckon
00OCHOBAHHOCTN BO3MOXHOCTU MPOBEAEHUST KITMHMYECKOrO UCCreaoBaHust NekapCTBEHHOro npenapara
Ons  MeOWLMHCKOTO MPUMEHEHUST COBETOM MO 3TWMKE, CO30aHHbIM B MOPSiAKE, YCTAHOBMIEHHOM
YMOMHOMOY€EHHbIM heepanbHbIM OpraHoM UCMOSTHUTENBHON BracTu.

2. OkcnepTamy coBeTa MO 3TMKE MOryT ObiTb npeacTtaBUTENN MEOULIMHCKUX, Hay4HbIX
opraHusaumii, obpasoBaTemnbHbIX YYPEXOEHWN BbICWIEro MpodeccroHansHoOro obpasoBaHus, a Takke
npeacTtaBUTENN OOLLECTBEHHbLIX OpraHU3auui, pPenuMrmo3HbiX OpraHMsauMi Wu CpPeacTB MacCoBOM
nHopmaumn. [JaHHble 3KCNepTbl HEe OOMKHbI HAXOAUTLCS B KAKOW-NMOO 3aBUCMMOCTU OT pa3paboTymKkoB
NEeKapCTBEHHbLIX NPenapaToB 1 APYIUX NUL, 3aUHTEPECOBAHHbIX B pe3yrbTaTax 3TU4ECKON SKCNepTm3bl.

3. Onnarta ycnyr 3KCMepTOB COBETA MO 3TWMKE OCYLLECTBISETCA Ha OCHOBaHMM [OroBopa,
3aKMIOYEHHOIO MeXay YMONHOMOYEHHbIM befepanbHbiM OPraHOM WCMOMHUTENBHOW BMACTW, KOTOPbIM
co3gaH COBET MO 3TUKe, W 3JKCMepTOM COoBeTa MO 3TMKEe, 3a CcYeT OHOKETHbIX aCCUrHOBaHWM,
NpenyCMOTPEHHBIX YMOSTHOMOYEHHOMY befepanbHOMY OpraHy MCMOSTHUTENbHOW BNacTu, CO3AaBLUEMY
COBET No 3Tuke, B penepanbHOM OlaXKeTe Ha COOTBETCTBYWOLWMI rod Ha obecrnedyeHve ero
OEeATenbHOCTU, N B pa3mMepax, yCTaHOBMNeHHbIX NMpaButensctBoM Poccuiickon depepaumn.

(4actb 3 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

4. DkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATESNIbCTBOM
Poccunckon denepaumm.

5. CocTaB coBeTa Mo 3TuKe, NONOXeHne 06 3TOM coBeTe, MOPSOOK ero AesTenbHOCTU, TpeboBaHus
K KBanudukaLuum n onbITy paboTbl MO 3KCMEPTHOM OLEHKE Hay4YHbIX, MEAULIMHCKMX U STUYECKNX acreKToB
KNMUHUYECKUX  MCCNeaoBaHWMA  NEKapCTBEHHbIX MNpernapaToB ANd  MEeAWLUMHCKOrO  NMPUMEHEHMs,
npeabsiBNsieMble K 3KCrepTam coBeTa MO 3TUKe, MOPSAOK OpraHMsauuMuM U NPOBEAEHUs] 3TUYECKOM
3KCNepTM3bl, hopMa 3aKITHO4EHNS] COBETA MO 3TUKE YCTaHABMMBAKTCA YNOMHOMOYEHHbIM hegepanbHbIM



OpraHoM MCNOSNHUTENbHOM BnacTtu. Yvcno npeacraBuTenen MeOWUUHCKMX OpraHu3auui He MOoXeT
npeBbILaTh NOMOBMHY OT OOLLLEr0 YMCa 3KCNepTOB COBETA MO 3TUKE.

6. MHdopmaumsa o coctaBe coBeTa MO 3TMKe, NiaHax ero paboTbl M TeKyllelh OesTenbHOCTM
pas3MellaeTcs Ha oduuManbHOM CanTe YMNONIHOMOYEHHOro efepanbHOro opraHa MCMOSTHUTENbHON
BnacTtu B cetn "HTepHeT" B yCTAaHOBMEHHOM MM MOpPSIaKe.

Cratbs 18. Nogava n paccMmoTpeHne 3asBMEeHN O rocyp,apCTBeHHon perncrTpaunmn nekapCrBeHHbIX
npenaparoB U npengcraBneHne HeobxoaMMbIX LOOKYMEHTOB

1. [InsA rocygapCTBEHHOW permcTpaumm NeKapcTBEHHOro npenapaTta pa3paboTyuk NieKapCTBEHHOIO
npenapaTa unm yrnosIHOMOYEHHOE MM ApYyroe lpuandeckoe nNuuo (panee - 3aaBUTENb) NPEACTaBNAET B
COOTBETCTBYIOLLNIA YNONMHOMOYEHHBIN befeparnbHbli opraH UCNONHUTENBHOW BNACTW, OCYLLECTBASOLLNIA
roCy0apCTBEHHYKD  perucTpaumio  JNeKapCTBEHHbIX MpenapaTtoB, 3asiBNeHWE O rocygapCTBEHHON
perMcTpaumMmn nekapcTBEHHOro npenapata, a Takke B MOPSAKe, YCTAHOBIEHHOM COOTBETCTBYHOLLMM
YMOMTHOMOYEHHBIM doegeparnbHbiM OpraHoM WCMONTHUTENBHOW BRacTu, Heobxoaumble LOKYMEHTbI, U3
KOTOpbIX  (DOPMUPYETCA  PErucTpauMoHHOE [OCbe Ha JIeKapCTBEHHbIM npenapaTt (panee -
permcTpaumMoHHOe JOChe).

2. B 3asiBNeHnmn 0 rocyaAapCTBEHHOW perncTpauum nekapcTBEHHOro npenapaTta yka3blBaloTCs:

1) HaumeHOBaHVWE W afpec 3asBUTENs U (MNK) NPOU3BOAMTENS JEKAPCTBEHHOrO npenapara u
afpec MecTa OCyLLLeCTBMNEHMS MPOU3BOACTBA JIEKapCTBEHHOIO Npenapara;

2) HaMMeHOBaHWe IeKapCTBEHHOro nmnpenapaTta (MeXayHapooHoe HenaTeHTOBaHHOe Wnu
XUMNYECKOE N TOProBOE HAUMEHOBAHUSA);

3) nepeyeHb BeLLECTB, BXOAALLMX B COCTAB JIEKapCTBEHHOIrO NpenapaTta, C yKasaHMeM KOonm4ecTsa
Ka)kagoro U3 HuX;

4) nekapcTBeHHasi ¢opma, [03MPOBKa, CnNocobbl BBEAEHVMS W MPUMEHEHWS,, CPOK FOOHOCTU
neKapCTBEHHOro npenapara;

5) onncaHue apmakonornyeckmx n apmakogMHaMMYecKMX UM MMMYHOOMONOIMYECKMX CBOWCTB
neKapCTBEHHOro npenapara;

6) 3asdBreHHas NpPov3BOAWUTENEM NEKAapPCTBEHHOrO Mpenaparta npegenbHasd OTMyCKHasd LeHa Ha
NeKapCTBEHHbIA NpenapaTt, BKMOYEHHbIN B MNEpeYeHb XKMU3HEHHO HeobXxoouMMbIX W BaXKHEMLUUX
NEeKapCTBEHHbIX NPenapaTtoB, B Cllydae ero rocy4apCTBEHHON perncTpaumu;

7) OTCyTCTBME HEODXOOAMMOCTM NPOBEAEHMS KITMHUYECKOrO WCCREeLOBaHUA, WUCCeoBaHus
OMO3KBMBANEHTHOCTN NEKAPCTBEHHOrO npenapara, paspelleHHOro Ans MeAULMHCKOro NpUMEHEHUsT Ha
TeppuTopun Poccuiickon Penepaumn Oonee gesaguatv feT, C yKasaHMEM HOPMATMBHBLIX MPaBOBbIX
aKToB, NOATBEPXXOAIOLLMX AAHHbLIA CPOK NMPUMEHEHMS.

3. PernctpaumoHHoe gocbe opMmnpyeTcs u3 cregyowmnx JOKYMEHTOB:

1) NpoeKkTbl MakeToB MEPBUYHOM YMAKOBKM W BTOPUMYHOM (MOTPEOUTENbCKOW) YMaKOBKU
neKapCTBEHHOro npenapara;

2) OOKYMEHT, NepeBefEeHHbIN Ha PYCCKMIM A3bIK, NOATBEPXKAAOLNA COOTBETCTBME MPOU3BOAUTENS
perucTpMpyeMoro nekapcTBEHHOro npenapara TpeboBaHWSM NpaBuil opraHv3aumyM npou3BoACTBa U
KOHTPONSA KayecTBa J1EKApCTBEHHbIX CPeACTB, BblAaHHbIA KOMMETEHTHbIM  OpPraHoOM  CTpaHbl
npousBoauTENs PErMCTPUPYEMOro JEKapCTBEHHOIO Mpenapata U 3aBEPEHHbI B YCTAHOBIEHHOM
NnopsiaKke;

3) NpoeKkT HOPMAaTMBHOW [OKYMEHTAUUW WM HOPMAaTMBHOIO [AOKYMEHTa Ha J1eKapCTBEHHbIN
npenapat NMbo ykasaHWe COOTBETCTBYIOLLEN hapMaKkonenHon cTaTbu;

4) cxema TEXHOMOrMYECKoro npoLecca Nnpon3BoACTBa JIEKAPCTBEHHONO NpenapaTta, ee onMcaHue u
(nn) cxema TEeXHONMOrMYEeCcKoro Npouecca NPoM3BoaCcTBa hapMaLleBTUHECKON CyOCTaHLMW, €€ ONMUCaHNE;

5) AOKyMEHT, nepeBefeHHbIN Ha PYCCKUIA SA3bIK, MOATBEMKAAOWNIA COOTBETCTBME NPOU3BOAUTENS
dapmaueBTnyeckon cybctaHumm TpeboBaHMAM NpaBuil  OpraHM3auMM MNpoM3BOACTBA M KOHTPONS
KayecTBa INEKapCTBEHHbIX CpeacTB, BblOaHHbI KOMMETEHTHbIM OpraHoOM CTpaHbl MPOU3BOAUTENS
dapmaLieBTMYECKON CyOCTaHLMW, 3aBEPEHHbIV B YCTAHOBIIEHHOM MOPSOKE M coaepXKaLluii:

a) HaumeHoBaHue apMaueBTU4eckon cybcTaHuMn (MexaoyHapoAHOe HenaTeHTOBaHHOE Wiun
XUMMNYECKOE N TOProBOE HaUMEHOBAHMS);

6) HaumMeHoBaHVe 1 agpec NPOM3BOANTENSA dapMaLLEBTUHECKON CyOCTaHLMK;

B) CPOK rogHoOCTK chapMaueBTudeckon cybctaHumu;

6) OOKYMEHT, cofepXallMin CBeAEeHMs O nokasaTensx KadecrTBa hapMaueBTUHECKON CyOGCcTaHUmM,
NCMNonb3yemMown Npu NPON3BOACTBE JIEKAPCTBEHHbLIX NPenapaTos;

7) HOpMaTVBHAs AOKYMEHTaLMs U HOPMAaTUBHBIA JOKYMEHT Ha hapmaLeBTUYECKY0 CyOCTaHLMIO
nunbo ykasaHue COOTBETCTBYIOLLEN hapMaKONenHoN CTaTbMy;

8) wHdopmauus o6 ycnoBusSX XpaHEHWs, MEepPeBO3KU JIEKApCTBEHHOrO npenapata W UWHas
MHdopmaums;



9) oT4yeT O pesynbTatax [JOKITMHUYECKOTO WCCMENOBaHMSA JEKapCTBEHHOrO CpeacTBa s
MEOWUMHCKOTO MPUMEHEHUS, COAepXallMi onucaHue, pesynbTaTbl W CTAaTUCTUYMECKMA  aHanu3
pe3ynbTaToB AAaHHOMO LOKITMHUYECKOrO UCCeaoBaHus;

10) oT4eT O pesynbTaTax [JOKIMHUYECKOrO WCCMEeLOBaHMSA JIEKapCTBEHHONO cpeactesa U
KNMUHNYECKOro NCCNeaoBaHUs NekapCcTBEHHOro npenapara Afs BeTepMHapHOro NpMMEHEHUS;

11) nNpPOeKT MpoTOoKOMNa KIMHUYECKOr0 WCCNefoBaHUsA JIEKapCTBEHHOIO Mpenapata Ans
MeONLMHCKOro NPUMEHEHNS;

12) 6powutopa uccnegosaTens;

13) MHPOPMALMOHHBIV NINCTOK NaLMEHTa;

14) nHdopmaums 0 BbiMnaTax U KOMNEeHcauusx naumeHTam (34opoBbiM o6poBonbLamM, 60MbHbIM)
(manee - nauueHTbl), MPMBMEYEHHbIM K MPOBEAEHUIO KITMHWYECKMX WCCMELOBAHMIN J1EKAPCTBEHHOIO
npenapata And MeOULUMHCKOrO MNPUMEHEHUs, WCCNedoBaHMM  OMOSKBMBANEHTHOCTM U (Mnn)
TepaneBTUYECKON SKBUBANIEHTHOCTMU;

15) oT4eT 0 pesynbTaTax MeXOyHapOAHbIX MHOMOLEHTPOBLIX KITMHUYECKMX WCCNeaoBaHui
NeKkapCcTBEHHOro npenapata AOnsi MeaMUMHCKOro MPUMEHEHUsl, 4acTb M3 KOTOpbIX MpoBedeHa Ha
Tepputopun Poccunckon denepaumm;

16) NPOEKT MHCTPYKLMKU MO MPUMEHEHUIO NIEKApCTBEHHOIO MpenapaTta, COAepXalun crnegyouime
cBefeHus:

a) HauMeHOBaHWE JleKapCTBEHHOrO cpeactBa (MeXOyHapogHOe HenaTeHTOBaHHOE Wi
XUMNYECKOE U TOProBOE HAUMEHOBAHUSA);

0) nekapcTBeHHasi opMa C YyKazaHMEM HaUMEHOBAHWN W KOJNMYECTBEHHOIO COAEPXKAHUS
(akTMBHOCTM) hapmaLeBTUYECKMX CyOCTaHLMI 1 BCNOMOraTemnbHbIX BELLECTB;

B) hapMakoTepaneBTU4eckas rpynna fiekapCTBEHHOrO nNpenapara;

r) nokasaHusa ansg NPUMEHEHNS;

4) NPOTMBOMNOKa3aHUsA AN NPUMEHEHNS;

€) pexum 003UpoBaHus, cnocod BBeAeHUs, Npy HEOOXOAUMOCTU BpeMsi NMpuemMa fnekapCTBEHHOTO
npenaparta, NPoAOIMKUTENBHOCTb fleYeHns (B TOM Ynche y AeTen 40 1 Nocne O4HOro roga);

) Mepbl NPEAOCTOPOXHOCTU NPU NPUMEHEHNM;

3) CUMMNTOMbI MEPEAO3MPOBKN, MEpPbI MO OKa3aHUI0 NMOMOLLM NPU NEPEAO3MPOBKE;

n) ykasaHue, npu HeobxoaumocTn, ocobeHHOCTel OEWCTBUSI JNIEKapCTBEHHOro npenaparta npu
nepBOM MpUeMe Unu Npu ero OTMEHE;

K) onucaHue, npu HeobxoouMmocTw, OeUCTBMM Bpaya (denbwepa), cneuuanucrta B obnactu
BETEPMHApPWMX, NauMeHTa, BMnaferbla >XUBOTHOrO MpW NPOMycKe MpuemMa OOHOW WU HECKOSbKMX [03
neKapCTBEHHOro npenapara;

1) BO3MOXHble NOBOYHbIE AENCTBUS NPY NPUMEHEHUN NIEKAPCTBEHHOTO NMpenapara;

M) B3aMMOZEWNCTBUE C OPYTMIMU NEKAPCTBEHHLIMU NpenapataMmn n (Mnv) NUWEBbIMN NPOAYKTaMMU,
KopMamu;

H) yKasaHne BO3MOXHOCTM W OCOBGEHHOCTEN MEOMUUHCKOTO MNPUMEHEHNSI JEKAapPCTBEHHOMO
npenapata OepeMeHHbIMUN XEHLLMHAMMW, >XEHLMHaMW B Nepuop FPyAHOrO BCKapMIMBaHUSA, OETbMM,
B3POCIIbIMU, UMEIOLLIMMWN XPOHNYecKkne 3aboneBaHus;

0) cBeEeHNs1 O BO3MOXHOM BIMSIHUM JIEKapCTBEHHOIO npenaparta 4519 MegULMHCKOrO NPUMEHEHUSI
Ha CMOCOBHOCTL YyNpaBnATb TPAHCMOPTHLIMU CpeaCcTBaMM, MEXaHN3MaMMU;

M) CPOK FOQHOCTU M yKa3aHMe Ha 3anpeT NPUMEHEHWsI NTEKapCTBEHHOrO npenaparta no UCTeyeHun
CpoKa rogHocTy;

p) YCNOBUS XpaHeHWs;

C) ykasaHve Ha HeobXoOUMOCTb XpaHEHUSA NeKapCTBEHHOro mpenaparta B MecTax, HeOOCTYMHbIX
ans geTen;

T) ykasaHue, Mnpuv HeoOXOAMMOCTM, cneuuarnbHbiX Mep MPefoCTOPOXHOCTU MPU  YHUHTOXEHUU
HENCMNonNb30BaHHbLIX NIEKAPCTBEHHLIX Mpenaparos;

y) CPOKM BO3MOXHOIFO MCMOJSIb30BaHUSA MPOAYKLMM XMBOTHOIO MPOUCXOXOAEHUS MOCIE BBELEHUS
XMBOTHOMY fIeKapCTBEHHOIO npenapara s BETEPMHAPHOIO NMPUMEHEHUS;

@) HavMMeHOBaHve, afpec npou3BOOMTENSA FEKApPCTBEHHOrO Mpenapata WM agpec Mecrta
Npon3BOACTBA JIEKAPCTBEHHOIO Npenapara;

X) YCINOBWSI OTMYCKa;

(mn. "x" BBegeH ®eaepanbHbiM 3akoHOM OT 29.11.2010 N 313-93)

17) nepeBegeHHasa Ha PyCCKUIA A3bIK U 3aBEpPEHHas B yCTAHOBINEHHOM MOPSAKE KOMWUsSt JOKYMEHTa,
NMOATBEPXKAAIOLLENO perncTpaumio NIeKapCTBEHHOIO Npenapara B Criydae ero permcrpauum BHe npeaenos
Poccuiickon ®enepauuy;

18) pQoOKyMeHTbl, MpeAcTaBnsiemMble B COOTBETCTBUM CO cTatbamu 19 - 23 Hacrosiero
depepanbHOro 3akoHa.

4. o xenaHuio 3aaBUMTENd MOryT ObITb MpeAcTaBrfieHbl OTYETbl O MPOBEAEHHbIX B CTpaHe
3agBUTENsT W OpYyrMx CTpaHax pesynbTatax  KIWMHUYECKUX  UCCNedoBaHWW,  UCCregoBaHumn
OUO3KBMBANEHTHOCTU M (UNN) TEPaNeBTUYECKOW 3KBMBAIIEHTHOCTU NIEKAPCTBEHHOMO NpenapaTta (Bkroyas



aNUOEeMUONIOrMYECcKe UMW 3MM300TONOINMYECKME MUCCIeqoBaHUS MMMYHOBMOMOIMYECKUX NeKapCTBEHHbIX
npenapaTtoB, npeAHasHa4YeHHbIX A8 MMMYHOIOrMYeckon MpodUnakTUkM U NeYeHnst UHGEKLUNOHHBIX
3aboneBaHuit, B TOM uWcne Yy [OeTel), codepxaliMe OnucaHus MNpoBedeHHbIX UWccrenoBaHui
neKapCcTBEHHOro npenapata, UX pesynbTaTbl U CTAaTUCTUYECKUIN aHanu3 NosyYeHHbIX pe3ynbTaToB.

5. K 3asiBneHnto o rocygapCTBEHHON perncTpauunm NnekapcTBeHHOro npenapara npunaratoTcs:

1) [OKYMEHT, NoATBEpPXXAaoLWNIA ynnaTy rocyaapCTBEHHON MOLWWMMHbI 3a NpoBedeHUe 3KCnepTuabl
[IOKYMEHTOB ANS MOflyYeHNs paspeLleHunii Ha NpoBeaeHNe KITMHUYECKUX UCCIedoBaHWii NekapCTBEHHOro
npenapata Ans  MEeOMUMHCKOrO MPUMEHEHUss W 3TUYecKoh 3KcnepTusbl Mpu  obpalleHun 3a
rocygapCTBEHHOWN perucTpauuneri rnekapcTBeHHOro npenapara;

2) OOKYMEHT, NoaTBepXaarowWwuii ynnaTy rocyaapCTBeHHON MOLWWMHbI 3a NpoBedeHne 3KcnepTuabl
KayecTBa JIEKapCTBEHHOrO CPeACTBa M IKCTMEPTM3bl OTHOLUEHWUS OXWAAEMOWN MONb3bl K BO3MOXHOMY
PVCKY MPUMEHEHUS NeKapCTBEHHOrO npenapara, paspelleHHOro AN MeOULMHCKOro MPUMEHEHUS Ha
TeppuTtopum Poccuiickoin Penepaunm Gonee pOBaguaTM neT, MNpU rocyOapCTBEHHOW perncTpaumm
neKapCcTBEHHOro npenapaTa;

3) OOKYMEHT, noaTBep kaatoLlmii yrnnaTty rocyqapCTBEHHOW MOLUMMHBLI 3a NPOBEAEHNe IKCNepTM3bl
KayecTBa IIEKapCTBEHHOrO CPeACTBa M IKCMEPTM3bl OTHOLUEHWUS OXWAAEMOWN MOoNb3bl K BO3MOXHOMY
PVICKY NMPUMEHEHNS NeKapCTBEHHOro npenapaTa ans MeAULIMHCKOTrO NPUMEHEHUS, B OTHOLLIEHUI KOTOPOTO
npoBeaeHbl MeXAyHapoAHble MHOrOLEHTPOBble KIMHUYECKME WCCINEedoBaHusl, 4acTb W3  KOTOPbIX
npoeegeHa Ha Tepputopum Poccuiickoli  ®epgepaumn, nNpv  rocygapCTBEHHOW  peructpauunn
neKapCcTBEHHOro npenapaTa;

4) NOKYMEHT, NOATBEPXKAaloLWMiA ynnaTy rocyapCTBEHHON MOLLNUHBI 33 NPOBEAEHME IKCNepTU3bl
KayecTBa JIEKApCTBEHHOrO CPeACTBa M IKCMEPTM3bl OTHOLUEHWUSI OXWAAEMOWN MONb3bl K BO3MOXHOMY
PVUCKY MPUMMEHEHUs J1eKapCTBEHHOro Mpenapata [Afsi BeTepuMHapHOro MpUMEHeHWst npu  ero
rocygapCTBEHHON perucTpauum.

MonoxeHnss yactn 6 ctatbn 18 NPUMEHATCA K MNPaBOOTHOLUEHWSIM, BO3HUKLUUMM MNOCre OHS
BCTynNneHusa B cuny anga Poccuinckon ®efepaumm npotokona o npucoeamHeHnn Poccuiickon denepaunm
K BcemupHow Toprosoi opraHusaumm (PegepansHbivi 3akoH ot 11.10.2010 N 271-03).

6. He ponyckatoTcs nony4veHue, pasrnalleHne, UCnonb3oBaHne B KOMMEPYECKUX Lensax u B Lenax
rocydapCTBEHHOW  perucTpauumn rekapCTBEHHbIX npenapaTtoB  WHopmMauum o  pesynbTaTtax
OOKNMUHNYECKNX MCCNeaoBaHWI NIEKAPCTBEHHbBIX CPEACTB U KMMHUYECKUX UCCINEeaoBaHUN NekapCTBEHHbIX
npenapaToB, nNpeacTaBnNeHHOW 3asiBUTENeM AN rocyaapCTBEHHOW perucrpaumm rnekapCTBEHHbIX
npenapaTtoB, 0e3 ero cornacuss B TeYeHMEe LeCTM JeT C AaTbl roCyAapCTBEHHOW perncrpaumm
neKkapCcTBEHHOro npenapara.

HecobntogeHune 3anpeTa, yCTaHOBNEHHOTO HAaCTOSILLEN YacThio, BNeYeT 3a coboli OTBETCTBEHHOCTb
B COOTBETCTBUM C 3aKoHOA4aTenbCcTBOM Poccuiickon ®enepaumm.

Ha Tepputopumn Poccuiickorn ®enepaunn 3anpeliaetcs obpalleHue NeKapCTBEeHHbIX CPeacTs,
3aperMcTpMpoOBaHHbIX C HAPYLLEHWEM HACTOSILLEN YacCTy.

(4acTb 6 BBeaeHa PegepanbHbiM 3akoHoM OT 11.10.2010 N 271-$3)

Cratbsa 19. rlpI/IHFlTI/Ie peweHna o Bblaa4vye 3KCNepTHOMY y4ypexXaeHUo U COBETY MO 3TUKe 3adaHuA
Ha npoeseaeHne akCnepTn3bl NNEKapCTBEHHbLIX CpPeaCTB

1. B TeueHne nNsaTn pabounx AHEN CO OHSI NPUHATUSA 3asiBNEHUSA O rOCy4apCTBEHHON permcTpaumm
NEeKapCTBEHHOrO npenapara ynofTHOMOYEHHbIN dheaepasnbHbI OpraH UCMNOMHUTENBHOW BNacTM NPOBOAUT
NPOBEPKY MOMHOTbI M OOCTOBEPHOCTU CBEAEHWN, COAEPXKALLUMXCA B MNPeOCTaBMEHHbIX 3asiBUTENEM
MaTepuanax, U NPUHNMAET PeLLEHNe O Bblaayve 3agaHns Ha NPOBEAEHME:

1) 3KCnepTM3bl JIEKAPCTBEHHbIX CPEACTB B 4YacTWM 3KCMEPTU3bl AOKYMEHTOB ANA MNOMNy4YeHus
paspelleHnss Ha npoBedeHue KIMHMYECKOro MCCneaoBaHWUsi JIEKApPCTBEHHOrO Mpenapata  Ans
MEOUWLMHCKOTO MPUMEHEHUA B COOTBETCTBMM C LENAMW, YyKa3aHHbIMM B cTaTbe 38 HacTosero
denepanbHOro 3akoHa, WU 3TMYECKOW 3KCMepTU3bl B OTHOLUEHWM JlieKapCTBEHHLIX MpenapaToB, ANs
KOTOPbIX He MPOBOAMIUCL KIMHWYECKME WCCredoBaHust Ha Tepputopum Poccuiickon depgepaumu, Ha
OCHOBaHWWN OKYMEHTOB, YKa3aHHbIX B nyHkTax 1 - 9, 11 - 14, 17 yactn 3 u nyHkte 1 yactn 5 ctatbn 18
HacTosero PenepanbHOro 3akoHa;

2) 3KCnepTM3bl JIEKapCTBEHHbBIX CPEACTB B YacTh 3KCMEPTM3bl KAYeCTBa NIEKAPCTBEHHOIO cpeacTea
N 3KCMEepTU3bl OTHOLLUEHUS OXMOAEMOW MNOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKAPCTBEHHOMO
npenapaTa onsg MeguuMHCKOro NPMMEHEHMS1 B OTHOLLIEHMM NIEKAPCTBEHHLIX MPenapaToB, paspeLlleHHbIX
Ans MeouUMHCKOTO MpUMeEHeHust Ha Tepputopun Poccunckon depepaumm bonee apaguatv neT, Ha
OCHOBaHWN [OOKYMEHTOB, yKa3aHHbIX B nyHkTax 1 - 9, 16 yactm 3 u nyHkTe 2 yactu 5 cratbm 18
HacToswero denepanbHOro 3akOHa, a TaKKe JIEKAPCTBEHHbIX MpenapaTtoB, B OTHOLUEHWM KOTOPbIX
NpoOBEeAEHbl MEeXAyHapOAHble MHOIOLEHTPOBbIE KIUHUYECKME WCCREAOBaHMS, 4YacTb W3  KOTOPbIX
npoBefeHa Ha TeppuTopumn Poccunckon Pepepaumm, Ha OCHOBaHUN AOKYMEHTOB, YKa3aHHbIX B NMyHKTax 1
-9, 15 - 17 yactn 3 n nyHkTe 3 yacTn 5 ctatbmn 18 HacToawero PeaepanbHOro 3aKkoHa;



3) JQKCMNEPTU3bl JIEKAPCTBEHHOIO Cpeactsa B OTHOLWIEHUW §eKapCTBEHHbIX MpenapartoB AnAd
nan

BETEPUHAPHOro NMPUMEHEHUSA HA OCHOBaHUM JOKYMEHTOB, yKa3aHHbIX B nyHKTax 1 - 8, 10, nognyHkTax "a
-"g", "x" - "m", "n" - "" nyHkta 16, nyHkTe 17 yactn 3 n nyHkte 4 yactn 5 ctatbm 18 HacTosLlero
depeparnbHOro 3akoHa.

2. YNONHOMOYEHHbIV heaepanbHbI OpraH UCMOMHUTENbHOW BNacTu yBeAoMsieT B MUCbMEHHON
dopmMe 3aaBUTENS O NPUHATOM peLLEHUM UMK B Cry4ae 0TKasa C yKasaHWeM NpuyMH Takoro oTkasa.

3. OcHoBaHMeM Ansi 0TKa3a B OpraHm3auum 3KCMepTM3, YKa3aHHbIX B YacTh 1 HacTosLWEN CTaTbMy,
ABNSAETCA NpeacTaBneHne HeobxoauMbIX ONst NPOBEAEHUS ITUX IKCNIEPTU3 AOKYMEHTOB, NEPEYNCIEHHbIX
B yacTax 3 u 5 ctatbun 18 HacTosiero ®egepanbHOro 3akoHa, B HEMOSTHOM 0ObeMe MU LOKYMEHTOB, HE

coaepxalwunx ncHeprbiBarwoLlero nepe4vyHa HeobxoaMMbIX CBEOEHWIA.

Cratbsa 20. 3K0nemesa OOKYMEHTOB A5id nonydvYeHuna paspelleHna Ha npoeeaeHune KInHn4eCcKoro
ncenenoBaHnda nekapcrBeHHoro npenapara and MmeanumHCKOro npuMeHeHna n 3TUYECKON QKCMNePTU3bI

1. OkcnepTusa [OKYMEHTOB [Msi MOJTyYEHUS paspelleHnsi Ha MNpOBedEeHME  KITMHUYECKOTO
nccnegoBaHMs NekapCcTBEHHOro npenapara Anst MeguLmMHCKOro NpUMEHeEHUs1 B COOTBETCTBUM C LIENSIMU,
yKasaHHbIMW B cTaTbe 38 Hactosiwero defepanbHOro 3akoHa, 3TUYECKas 3SKCnepTusa, COCTaBrieHue
KOMWCCUEN 3KCMEPTOB WM COBETOM MO 3TUKE 3aKIOYEHUA O BO3MOXHOCTM WIIM HEBO3MOXHOCTU
NPOBEAEHUSA TAKOrO KITMHUYECKOrO NCCIef0BaHUS N HanpaBrieHne 3TUX 3aKMYEHUN B YNONMHOMOYEHHbIN
denepanbHbIl OpraH UCMOMHUTENBbHOM BNACTU OCYLLECTBNSAIOTCS B CPOK, HE MPEBbIIAKLWUA TpuauaTtu
pabounx [OHe’ CO [OHA MOMyYeHWst IKCMEPTHbIM  yYpeXdeHMeM 3adaHusi  YNONTHOMOYEHHOro
denepanbHOro opraHa UCMOTHUTENbHON BNACTW C MPUINOXEHNEM HEOOXOOMMbIX JOKYMEHTOB, YKa3aHHbIX
B nyHktax 9, 11, 12 yactn 3 crtatbun 18 HacTodwero denepanbHOro 3aKoHa, JOKYMEHTOB, YKa3aHHbIX B
yactu 4 ctatbu 18 HacToswero degepanbHOro 3akoHa U NPeACTaBrEHHbIX MO XEeNnaHu 3asBuUTens, 1
COBETOM MO 3TUKE 3adaHusi YNOMHOMOYEHHOro dedepasnibHOro opraHa WCMOTHUTENbHOW BMAAcTU C
NPUIOXXeHNeM HeobX0OUMbIX LOKYMEHTOB, YKa3aHHbIX B NyHKTax 11 - 14 yactu 3 ctatbu 18 HacToswero
depnepanbHOro 3akoHa.

2. [lokyMeHTbl, cogepXawmecsd B pPerncrpauuoHHOM [O0Cbe W MOCTYMUBLUME B 3KCMNEPTHOE
yypexaeHue, CoBET MO 3TUKE OIS OCYLLECTBNEHUSA NX IKCMNEPTM3bl B LIENAX NOSyYEHUs1 paspeLleHnst Ha
npoBeneHne KIMHUYECKOro UCCneqoBaHnst IEKApCTBEHHOIO npenapara Ans MeAMUMHCKOro NPUMEHEHNs,
nognexaT BO3BpaTy B YNOMHOMOYEHHBIN defepanbHbili OpraH UCMOMNHUTENBHOW BNAcT OQHOBPEMEHHO
C 3aKIMYEHMAMUN COOTBETCTBYIOLLIMX IKCMEPTM3.

Cratba 21. ﬂonyqume paspeweHna  Ha npoBegeHne  KInMHUYEeCKoro unccneanoBaHus
NeKapCTBEHHOro npenapara gna meamunHCKoro npuMeHeHuna

1. B cpok, He npeBbIlWarWmi NATM paboymx QHEN CO OHSA MONyYeHUs 3aKIIOYEHUN, yKa3aHHbIX B
ctatbe 20 HacTosiwero PefepanbHOro 3akoHa, YNOMHOMOYEHHbIV befepanbHbii OpraH UCNONMHUTENBHOM
BMacCTM OCYLLECTBMSAET OLEHKY MOCTYNUBLUMX 3aKIIOYEHWIA ANs ONpeaerneHnst X COOTBETCTBMSA 3a4aHUsAM
Ha npoBedeHNe COOTBETCTBYHLLUX IKCMEPTU3 U yBEOOMMSET 3asBMTENst B MUCbMEHHOW (hopMe O
pesynbTaTtax MNPOBEAEHHbIX 3KCMNEPTM3 M O BO3MOXHOCTU WITM HEBO3MOXHOCTW Bblgaun 3asiBUTESTIO
paspelleHnss Ha npoBedeHne KIMHMYECKOro MCCneaoBaHuUst  JIEKAPCTBEHHOrO Mpenapata  Ans
MeLULMHCKOro NPUMEHEHMS.

2. Mpy NPUHATUN peLleHns 0 BO3MOXHOCTU Bbl4aun paspeLlleHns Ha NpoBeAeHNe KITMHUYECKOro
NCCregoBaHUSA  JeKapCTBEHHOro mnpenapata A  MEeOUUMHCKOrO MPUMMEHEHUST  YMONMHOMOYEHHbIN
denepanbHbIl OpraH WCMOMHUTENBHOW BNAcTM MPUOCTAHaBNMBAaET NPOBEAEHME [OCY4apCTBEHHOMN
peructpaumMm JieKkapCTBEHHOrO Mpenapata A0 [AHA Mojadn  3asiBuTeneM B YNOMHOMOYEHHbIN
denepanbHbI OpraH UCMOMHUTENBHON BacTu 3asiBMIEHWUS O MOJSTyYEHMU pa3peLleHust Ha NpoBEeAEHUue
KIMUHNYECKOro NCCeAoBaHNSA NeKapCcTBEHHOro npenapara Anis MeAULMHCKOro NPUMEHEHNS.

3. B cnyyae npuvHATUS pelleHuMs O HEBO3MOXHOCTU Bbigayu paspelleHus Ha npoBedeHue
KNMUHNYECKOTO  UCCredoBaHMs1  JIeKapCTBEHHOro  Mpenapata  Afis  MEeAUMUMHCKOTO  NMPUMEHEHUsI
YNOMHOMOYEHHbIN  befepanbHbli - OopraH  UCMOMHUTENbHOW  BRAcTW  Npekpawiaet  npouenypy
rocygapCTBEHHOWN permcTpaummn iekapcTBEHHOro npenapara.

Cratbsa 22. PelleHne O NpoBeOEeHUM KITMHUYECKOro MCCIeoBaHWUs NEeKapCTBEHHOro npenaparta
O MEANLIMHCKOro NpUMEHEHMs

1. Onsa nonyyeHus paspelleHust Ha NpPOBEAEHUE KITMHWUYECKOrO WUCCNEenoBaHUsl NEKapCTBEHHOMO
npenapata pAns MeOWUMHCKOrO MPUMEHEHUs 3asiBUTeNnb MpeacTaBnser B YNOSIHOMOYEHHbIN
enepanbHbIN OpraH UCMOMHUTENBLHOW BNAcTU:

1) 3asBNeHMe 0 NoNyYeHUn pa3peLleHmns Ha NPoBeAeHNe JAaHHOTO KITMHNYECKOIO NCCNeaoBaHus;

2) cBegeHus o6 onbiTe paboTbl uccregoBaTenen no COOTBETCTBYHOLLMM CMeuuanbHOCTAM U KX
onbiTe paboTbl NO NPOBEAEHNIO KITMHUYECKMX MCCIEeO0BaHUN;



3) Konuto goroBopa 00A3aTeNbHOr0 CTPaxoBaHWS XXU3HW, 300POBbs MALMEHTOB, Y4aCTBYHOLUX B
KNMMHUYECKOM MWCCRe0oBaHUM NEeKapCTBEHHOIoO npenapaTta Ans MeguUMHCKOrO MpUMEeHeHusa (panee -
JOroBop 00s3aTeNnbHOro CTPaxoBaHWs), 3aKMKOYEHHOrO B COOTBETCTBMM C TUMOBLIMM MpaBuiiamu
00a3aTenbHOro0 CTPaxoBaHWs XU3HUW, 300POBbs NALMEHTa, Y4aCTBYIOLLErO B KNMMHUYECKOM UCCNeL0BaHUN
NEKapCTBEHHOrO Mpenapata Afs MeOUUMHCKOrO MNPUMEHEHMWS, YTBEPXKAEHHbIMU [1paBUTENLCTBOM
Poccuinckon ®epepaummn (ganee - TUMNoBble MNpaBuna 00A3aTENbHOIO CTPaxoOBaHUSA), C YyKa3aHUeM
NpenensHON YNCNEHHOCTU MAaLMEHTOB, YYaCTBYHOLMX B KITMHUYECKOM WUCCREe0BaHUM JIEKAPCTBEHHOMO
npenapaTta anst MeANLMHCKOIO NPUMEHEHNS;

(n. 3 B peg. ®egepansHoro 3akoHa ot 29.11.2010 N 313-93)

4) cBegeHUss O MEAUUMHCKAX OpraHu3auusax, B KOTOPbIX Mpegnonaraetcs npoBedeHne
KMMHUYECKUX WCCNEAOBAHMI NEeKapCTBEHHOrO npenapaTta Ans MeOULMHCKOro NpuUMeHeHust (NMornHoe u
COKpallleHHOe HaMMEHOBaHMWs, OpraHUM3auUMoHHO-NpaBoBas opma, MECTO HaxOXOEHUS U MEeCTO
OCYLLECTBMNEHNSA [OEeATeNbHOCTU, TenedoH, Tenedakc, agpec SMeKTPOHHOW MOoYTbl  MEeOMLMHCKOW
opraHusaumm);

(n. 4 B peg. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

5) npegnonaraemble CpoKu NPOBEOEHUS KITMHUYECKOTO UCCIEeAO0BaHMS NIEKapCTBEHHOIo npenapara
A5Ns1 MeANLUMHCKOTO NPUMEHEHMS.

(n. 5 BBegeH PenepanbHbiM 3akoHOM oT 11.10.2010 N 271-93)

2. B Ccpok, He npeBblAWUA NATU pabounx OHEW CO AHA MPUHATUS YyKasaHHOro B 4yactu 1
HacTosilLen CcTaTbM 3asABMEHMS C MPUNOXKEHMEM HEOOXOAMMBIX [LOKYMEHTOB, YMNOMHOMOYEHHbIN
denepanbHbIn opraH UCMOMHUTENBLHOW BNAcTU:

1) NpPoOBOAWT NPOBEPKY MOSHOTHI U AOCTOBEPHOCTU CBEOEHWI, COOAEPXKaLLUXCA B NPEACTABMEHHbIX
3asBUTENEM MaTepuanax;

2) NpUHMMaeT pelleHne O Bbidaye paspelleHusi Ha MPOBeOEHWNE KIMHUYECKOrO WUCCrenoBaHust
NEKapCTBEHHOIO npenapaTta AN MeAWMUMHCKOro NMpUMeEHeHus unm o6 oTkase B Bbigade yKa3aHHOro
pas3peLleHuss;

3) yBegoMnsieT B NMMCbMEHHON hOpME 3asBUTENS O MPUHATOM PELLEHWM UMK B Crlyvae OoTkasa C
yKa3aHUeM MpUYMH TAaKoro 0TKa3a;

4) BblgaeT paspeLLeHne Ha NPOBEAEHME KITMHUYECKOTO UCCIIeL0BaHUSA NEeKapCTBEHHOMO nNpenaparta
AN MEOVLMHCKOTO MPUMEHEHUS B NOpsigKe, YCTAHOBIEHHOM YMOMTHOMOYEHHbIM heaeparnibHbIM OpraHoMm
NCMOMNHUTENbHOW BNacTu.

3. OcHoBaHMAMM ANS OTKa3a B BblAaye paspelleHnss Ha NpoBedeHNe KIMHNYECKOro NccrneaoBaHus
NEeKapCTBEHHOro npenapara As MeAULMHCKOrO NMPUMEHEHNST ABMSAOTCS HenpeacTaBneHne JOKYMEHTOB,
YKa3aHHbIX B 4YacTu 1 HacTosiLen cTaTbW, HECOOTBETCTBME COAEPXKAHWUS MPEACTaBIIEHHbIX AOKYMEHTOB
TpeboBaHMAM HacTosero PeagepanbHOro 3akoHa NMbo HanNUuMe 3aKioYeHNs KOMUCCUM SKCMEPTOB UMK
3aK/OYEHNsT COBETA MO STUKE O HEBO3MOXHOCTM MPOBEAEHUs KIMHUYECKOrO UCCreaoBaHus
NEeKapCTBEHHOro npenapara Ansg MeguuUMHCKOro NpMMEHEHWS Mo pe3ynbTaTam NPOoBeAEeHHbIX 3KCMepTUS,
npenycMoTpeHHbix ctatben 20 HacToswero ®efepanbHOro 3akoHa.

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

Cratba 23. 3KCFIepTVI3a Ka4yecTBa J1IeKapCTBEHHOro cpeacrtBa W 3KCneptu3a OTHOLWEHUA
OXngaemom nosb3abl K BO3MOXHOMY PUCKY NPUMEHEHUA JNIEKapCTBEHHOro npenapara ona MeguunHCKoro
NnpUMEeHEeHnA

1. OkcnepTusa kayecTBa NeKapCTBEHHOIO CPEACTBA U 3KCNEepPTU3a OTHOLLEHNS OXXNMOAEMOW MOSb3bl
K BO3MOXHOMY PUCKY MPUMEHEHUS FEKapCTBEHHOro npenapata Ans MeaWMUMHCKOrO MNpUMEHEHWS,
COCTaBMEHNE KOMUCCUSIMU 3KCMEPTOB 3aKIMIOYEHUA MO pe3ynbTaTtaM MpPOBEAEHHbIX 3JKCNepTu3 W
HanpaBneHne Taknx 3aKYeHWA B YNOMHOMOYEHHbIN defeparnbHbli opraH UCNONHUTENbHOW BracTu
OCYLLECTBMSAIOTCA B CPOK, HE MPEBbLILLALWUA CTa AeCATU paboynx QHEN CO AHSA NOMyYeHUs SKCMEPTHbIM
yypexgeHvemMm COOTBETCTBYHLLErO 3adaHus YNomMHOMOYEHHOro heepanbHOro opraHa UCMONMHUTENBHON
BNacTM C OOKYMeHTaMu, ykasaHHbiMu B nyHktax 1 - 8, 15 - 17 yactm 3 cratbum 18 HacTosiwero
depepanbHOro 3akoHa, M oOT4yeTa O MPOBELEHHOM KIMHWYECKOM WCCMEAOBAHMU J1EKapCTBEHHOIO
npenapata a4ns MeanLUMHCKOro NpMMEHeEHMS.

2. [Ina npoBefieHNs1 yKasaHHbIX B YacTu 1 HacTosLen cTaTb SKCNepTU3 3adaBuTenb NnpeacrasnaeT
B YNONMHOMOYEHHbIN befieparnbHbli opraH NCNONMHUTENBHON BNacTu:

1) 3asdBneHne o BO30OHOBMEHWMM FOCYAAPCTBEHHOW PErMcTpauMu feKapCTBEHHOro npenaparta u
NPOBEAEHUN YKa3aHHbIX B YacTu 1 HACTOsLLEN CTaTbM SKCNEPTUS;

2) OT4eT O MNPOBEAEHHOM KITMHMYECKOM MWCCReqoBaHWM JIEeKapCTBEHHOro mMpenapaTta Ang
MEOVLMHCKOTO NPUMEHEHNS;

3) OOKYMEHT, MoaTBepXOaloLWmMn ynnaTty rocyAapCTBEHHOW MOLUMVHbI 32 NPOBEAEHME IKCMEePTU3bI
KayecTBa J1€KapCTBEHHOINo CpeacTBa WM 3KCMEPTU3bl OTHOLLEHUS OXUOAEMOW MOMb3bl K BO3MOXHOMY
PUCKYy MPUMEHEHUS JIeKapCTBEHHOro npenapata Ans  MEOWLMHCKOTO MPUMEHEHUs npu  ero
rocygapCTBEHHON permcrpaumu.



3. B cpoK, He npeBbIALWNA NATU paboynx OHEW CO OHA NPUHATUS 3asiBNEHUsT C AOKYMEHTaMu,
yKasaHHbIMW B 4acTh 1 1 nyHKTax 2 1 3 4acTu 2 HACTOsLEN CTaTby, YNOMHOMOYEHHBIN heaeparnbHbIN
opraH NCNOSTHUTENbHOW BNACTHU:

1) NnpoBOAMUT NPOBEPKY MOMHOTHI AAHHbIX, COAEPXKALLMXCA B NPEACTaBIEHHOM 3asBUTENEM OTYETE
O npoBeAEeHMM KITMHMYECKOrO WCCNedoBaHWUs JIEKapCTBEHHOro npenapata  Ang  MeguuMHCKOro
NPUMEHEHWSI;

2) MpUHMMaeT pelleHMe O BO30OHOBMEHUM TOCYAAPCTBEHHOW pPerucTpaummn NekapCcTBEHHOro
npenapata M MpPOBEOEHUN YKa3aHHbIX B 4YacTM 1 HacTodAWEeN cTaTbM 3IKCMepTus unm o6 oTkase B
BO30OHOBMNEHMN TOCYAApPCTBEHHOW pEerucTpauumn nekapCTBEHHOrO npenapata Ans  MeAWLMHCKOro
NPUMEHEHMS U NPOBEAEHMMN TAKMUX IKCNEPTUS;

3) yBeOoMnsieT B NMCbMEHHON (DOPME 3asBUTENSA O NMPUHATOM PELLEHWM UMK B Cryvae oTkasa C
yKa3aHWeM MpUYMH Takoro oTkasa.

4. OcHoBaHveM Ons oTkasza B BO30OHOBMEHWM rOCYyOapCTBEHHOW permctpaumm nekapCTBEHHOMO
npenapaTa 1 NPoOBEAEHUN YKa3aHHbIX B YacTu 1 HAacToOsILLEN CTaTby 3KCNEPTU3 ABMAETCA NpeacTaBrieHne
OOKYMEHTOB, YKa3aHHbIX B 4acTu 1 M NyHKTax 2 1 3 yacTu 2 HacTosILLEen cTaTbyu, B HENOMHOM 0ObeMe Mnu
oTyeTa O NPOBEOEHHOM KITMHMYECKOM WCCeAoBaHMU FIEKapCTBEHHOro npenapara Ans MeauuMHCKOro
NPUMEHEHMS1, HE COAEPXaLlero Nc4epnbiBatoLLEro NepevHsi He0OXOANMbIX CBEAEHWIA.

5. B TeuyeHne naATHaguatM pabouMx OHENM CO OHA MOMYyYEHUS peLUeHWst YMNONMHOMOYEHHOIro
defepanbHOro opraHa WCMOMHWUTENBHOM BRacTu O BO30OHOBMEHUWM TOCYAApPCTBEHHOW perncrpauuun
NEKapCTBEHHOrO npenaparta W NpOBEAEHMU YKa3aHHbIX B 4YacTM 1 HaCTOsLWEW CTaTbW 3SKCNepTus
3a8BUTENb MNPEACTaBMNsIET B SKCMEPTHOE YyypexaeHue AN MpoBefeHWUst 3SKCMepTu3bl  KadecTBa
neKkapCcTBEHHOro cpeacTBa obpasubl NeKapCTBEHHOro npenapaTta Ansg MeOMUMHCKOrO MNPUMEHEHUs,
NPOu3BEeEHHOrO0 B COOTBETCTBUM C TPEOOBaHUSIMU OMbITHO-MPOMBILLIIEHHOTO U (M) NPOMBbILLIIEHHOMO
pernamMeHToB, YTBEPXAEHHbIX PYKOBOAWUTENEM MNPOM3BOOAMTENSA JIEKAapCTBEHHbIX CPEACTB, a Takke B
COOTBETCTBYHOLLMX Crydasx obpasey, dpapmaleBTnyeckon cybctaHuum, TecT-luTaMMa MUKPOOPraHM3MOoB,
KynbTypbl KNeTOK, 06pasubl BELLECTB, NMPMMEHAEMbIX AN KOHTPOSS KayecTBa fIeKapCTBEHHOIO CPeAcTBa
nyTeM CpaBHEHWSI C HUMWU UCCIEQYEMOrO NEKapCTBEHHOIO CPEACTBA, B KONMYECTBAaX, HEOOXOAMMbIX Ans
BOCMpPOM3BEAEHNS METOA0B KOHTPOJSIS Ka4eCcTBa.

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

6. Mpn nonydeHun obpa3LOB IEKAapCTBEHHOro npenapata u dapmaleBTUYeckon cybcTaHLmm
3KCMEpPTHOE YYpeXAeHWe BblOaeT 3asBMTENI0 OOKYMEHT, NOATBEPXAAlLWMUA MOSyYEeHUE YKa3aHHbIX
00pasLoB, N B CPOK, HE MPEBbLILLAILLNA TPEX pabounx gHEN, yBeAOMNAET B MMCbMEHHON hopme 06 aTom
YNONMHOMOYEHHbIN befieparbHbIi OpraH UCNONHUTENBHOW BNacTu.

7. Cpok nansa npeacTaBrneHust  3asBuTenemM o6OpasuoB  NeKApCTBEHHOro npenapata WU
dapmaLeBTMYeCKON CybCTaHUUMM WM CPOK YBEOOMISIEHVS SKCMEPTHbIM ydpexaeHnem o6 3sTom B
NMMCbMEHHON (bopMe YNONMHOMOYEHHOTO hefepanbHOro opraHa MCMOSTHUTENbHOW BRacTu, yKka3aHHble B
yacTsx 5 n 6 HacTosien cTaTby, HE BKIOYAKTCA B CPOK MPOBEAEHNsT yKa3aHHbIX B YacTu 1 HacToswen
CTaTbW 3KCNEepTn3.

8. [loKyMeHTbI, MOCTYNMBLUME B IKCMEPTHOE y4YpexaeHue Ansi NPOBeOEeHNs! YKa3aHHbIX B Yactu 1
HacTosiLLle cTaTbW 3KCMEepTM3, MOoANexaT BO3BpaTy B YMOMHOMOYEHHbI dedepanbHbIi  OpraH
NCMOMHUTENBHOW BNACT! OAHOBPEMEHHO C 3aKMYEHMAMM MO pe3ynbTaTaM YKasdaHHbIX 3KCNepTuma.

Cratba 24. 3KCFIepTl/I3a Ka4yecTtBa J1eKapCTBEHHOINro cpeacrtBa W 3KCneptu3a OTHOLWWEHUA
OXngaemomn nosb3bl K BO3MOXXHOMY PUCKY NMpUMEeHEeHUA rekapCcTBeHHOro npenapara ana setepnmHapHoro
npumMmeHeHns

1. OkcnepTusa kayecTBa NeKapCTBEHHOIO CPEACTBA U 3KCNEepPTU3a OTHOLLEHNS OXXUMOAEMOW MOSb3bl
K BO3MOXHOMY PWUCKY MNPUMEHEHWsI JIeKapCTBEHHOro npenapaTta A BETEPUHAPHOrO MNPUYMEHEHNS,
COCTaBMEHME KOMWUCCUSMW SKCMEPTOB 3aKMYEHUA MO pe3ynbTaTaM  YKa3aHHbIX 3KCNepTu3 U
HanpaBneHne Taknx 3aKYeHWA B YNONMHOMOYEHHbIN dbefeparnbHbli opraH UCNONHUTENbHOW BracTu
OCYLLECTBMSAIOTCA B CPOK, HE MPEBbLILLALWUA CTa AeCATU paboynx QHEN CO AHSA NOMNyYEeHUs KCMEPTHbIM
yypexgeHvemMm 3adaHus  YMOSIHOMOYEHHOro d)edeparnibHOro oOpraHa MWCMOMHWUTENBHOW Bractn C
JOKyMeHTamu, ykasaHHbiMK B nyHkTax 1 - 8, 10, nognyHkrax "a" - "g", "x" - "m", "n" - "@" nyHkTa 16 1
nyHkTe 17 yactu 3 ctatbn 18 HacToswero degepanbHOro 3akoHa.

2. B TedeHue nATHaguatm pabounx OHEW CO AHA MOJTyYEHMSI PELUEHUS YNONHOMOYEHHOTO
defiepanbHOro opraHa UCMonHUTENLHOW BriacTy O NPOBEAEHUN yKa3aHHbIX B YacTu 1 HacTosLen cTaTbun
3KCNEepTM3 3a8BUTENb NPEACTaBMsEeT B IKCMEPTHOE yYpexaeHe Ansd NpoBeAeHUs IKCNepTUsbl kKayecTea
NEKapCTBEHHOIO cpefcTBa 00pasubl NEKApPCTBEHHOIO npenaparta A BETEPUHAPHOro MPUMEHEHUS,
NpOu3BEe4EHHONO B COOTBETCTBUM C TPeOOBaHWSIMM TEXHOMOIMYECKUX PErMaMeHTOB, YTBEPXKOEHHbIX
pyKOBOAWUTENEM MPOM3BOAUTENS JIEKapCTBEHHbIX CPEACTB, a Takke obpasel ¢apmaueBTUYeCcKon
cybcTaHuum B KonmnyecTBax, HEOOXOAMMbIX 4S9 BOCNPOU3BEe4EeHNST METOA0B KOHTPOMS KayecTsa.

3. Mpun nony4eHnn ob6pa3uOB IeKAapCTBEHHOro npenapata u dapmaleBTUdeckon cybcTaHumm
9KCMEepTHOE YyYpeXOaeHue BblgaeT 3asBMTENI0 OOKYMEHT, NOATBEPXOAKLWUA MOSMyYeHNEe YKa3aHHbIX



006pasLoB, N B CPOK, HE MPEBbLILLAIOLLNA TPEX pabounx AHeN, yBeAOMNAET B MMCbMEHHON bopme 06 aTom
YNONHOMOYEHHbIN befieparnbHbIi OpraH UCNONHUTENBHOW BNacTu.

4., Cpok pgOna npeactaBneHns 3asiBATENeM 00pasuoB NEKapCTBEHHOro Mpenapata U
hapmaLeBTMHECKON CYOCTaHUMM W CPOK YBEAOMIIEHMSI 3KCMEPTHbIM ydpexaeHnem o6 3Tom B
NMCbMEHHOM hopme YMONMHOMOYEHHOro hefiepansHOro opraHa UCNOSTHUTENbHOW BNacTU, yKasaHHble B
yacTax 2 1 3 HACTOsILEN CTaTbU, HE BKMOYAKOTCA B CPOK NPOBEAEHUS yKasaHHbIX B YacTn 1 HacTosLlen
cTaTbyM 3KCNepTus.

5. [JokymeHTbl, NOCTYNMBLUME B IKCMEPTHOE yupexaeHne ANnd nposBefeHust YKasaHHbIX B YacTu 1
HacTosILLle CcTaTbW 3KCMepTU3, noarnexar Bo3BpaTy B YMNOMHOMOYEHHbIM dreaeparnbHbld  opraH
WCNOSTHUTENBLHOM BNacTU O4HOBPEMEHHO C 3aKIMOYEHUAMU NO pe3ynbTaTtaM yKasaHHbIX aKCnepTus.

Cratba 25. nOBTOpHoe npoBegeHne JKCNePTU3bl J1EKAPCTBEHHbIX CpeactB Wu 3TU4eCKomn
OKCMNEepPTU3bl

1. B cnyyasix HeJoCTaTo4HON 0GOCHOBAHHOCTM W HEMOJHOThI 3aKMYEeHUs] KOMUCCUM IKCTIepTOB
UNu coBeTa Mo 3TUKe, HanMuMsa B HEM NPOTUBOPEUMBLIX AaHHbIX, anbCUdUKaLIMK BbIBOJOB SKCMepTH3bI
neKapcTBEHHOro cpeactBa U (MNM) 3TUYECKOM 3KCMepTuabl, COKPbITUS OT  YNONTHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENBHOM BNacTU OCHOBAHWA ANs OTBOAA SKcnepTa BCMNeAcTBUE ero
3aMHTEPECOBaHHOCTM B pe3ynbTaTax COOTBETCTBYIOLLEA 3KCMepTH3bl, HannuMs AaHHbIX O NPSMOM NMbGo
KOCBEHHOM BMeLUAaTeNbCTBE B MPOLIECC COOTBETCTBYIOLLEH SKCNEepTM3bl JUL, He Y4acTBYHOLMX B ee
NpoBeAeHUN, HO OKasaBLUMX BMMSIHME Ha MPOLIECC M pesyrnbTaTbl ee NPoBeAeHusl, YNONHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMNHUTENbLHON BMacTh Ha3Ha4yaeTCa NOBTOPHasA SKCnepTu3a NeKkapCcTBEHHOro
cpeacTBa 1 (MNn) aTdeckas akcrepTusa.

2. TloBTopHas 3KcrnepTu3a IeKapCTBEHHOTO CpeAcTBa MPOBOAMTCA B CPOK, YCTAHOBIEHHbIN
YNOSTHOMOYEHHbIM befeparnbHbIM OPraHoM WCTIONHUTENIbHOM BNacT M He NpeBbIlIaloWmniA copoka
paboumx OHel co OHA MONyYeHUs SKCMEepPTHbIM YuypeXdeHWeM 3adaHust Ha NpoBedeHUe MNOBTOPHOIA
3KCMepTU3bl NEeKapCTBEHHOro cpeacTBa, NOBTOPHAs 3TUYECcKas aKCrepTus3a - B CPOK, He MpeBbILLatoLLIniA
NATHaAUaTM paboymx OHel Co OHsI MONyYeHUs COBETOM MO 3TMKE 3adaHWusl Ha MpoBedeHVe MOBTOPHON
3TUYECKOWN IKCNEPTU3bI.

3. ®uHaHcoBoe obecneyeHne BbINONMHEHUS 3afaHuWs Ha NpoBedeHVWe MOBTOPHON JKCNepTU3bl
NeKapCTBEHHOIO CpefcTBa He OCYLLECTBISIETCS, U CPeACcTBa, NEpeYnCrieHHble paHee Ha MpoBedeHue
TaKoW 3KCMepTU3bl, NoanexaT Bo3epaTy B dhefgeparbHblii OlooKeT.

Cratbsl 26. YckopeHHasi npoLieaypa aKCnepTu3bl NekapCTBEHHbIX CPeACcTB

1. YcKopeHHas mpouedypa 3KCMepTU3bl JTIEKAPCTBEHHBIX CPeACTB B LENAX FOCYAapCTBEHHOMN
perncTpaumMmM neKkapCcTBEHHbIX MNpenapaTtoB MPUMEHSIETCA B OTHOLIEHUMM  BOCMPOM3BEAEHHbIX
NeKkapcTBeHHbIX npenapaTtoB. [lpu npoBedeHWMM TakoW Mpoueaypbl NpeacTaBnalTCca MHGopMauus,
Mofny4yeHHass npyv NPOBEAEHMU  KIMHUYECKMX  WUCCNEOOBaHUA  FeKapCTBEHHbIX MpenapaToB MU
onybnvKoBaHHas B CreLManu3vMpoBaHHbIX MeYaTHbIX U3daHusX, a Takke [OOKYMEHTbl, cogepailue
pesynbTaTbl MWCCMeAOBaHMS OWO3KBMBANEHTHOCTM U (UNW) TepaneBTUYECKOW IKBMBANEHTHOCTU
NEKapCTBEHHOIO npenapata Ans  MeOWUUHCKOrO MNPUMEHEHUS WNu  pesynbTaTbl  MCCNeaoBaHus
OMO3KBMBANEHTHOCTU NIEKAPCTBEHHOMO Npenaparta aJisl BETEPUHAPHOIO NPUMEHEHMS.

2. YckopeHHasi npouegypa 3KCnepTu3bl JIEKapCTBEHHbIX CPEeACTB HE MPUMEHSETCS B OTHOLLUEHUM
UMMYHOBUOMOrMYECKNX JIEKapCTBEHHbIX MpenapaToB, MpenapatoB WHCYNMHA W NEKapCTBEHHbIX
npenapaToB, BNepBble perncTpmpyembix B Poccuiickon degepaumm.

3. YckopeHHasi npouefypa 9KCMepTusbl FEKApCTBEHHbLIX CPEeACTB MNPOBOAUTCS MO  PELUEHMUIO
COOTBETCTBYHLLErO YMOSTHOMOYEHHOTO dyefeparnbHOro opraHa WCMOMHUTENBHOW BNacTM B CPOK, He
MpeBbILIALWNA ecTugecatTn paboyumx gHen. [Npyn 3TOM 3kcnepTvM3a [OKYMEHTOB, COAEepXallimxcs B
perncTpaumMoHHOM [OCbe, AN MOMyYEeHUs] paspelleHns Ha NpoBedeHVE KITMHUYECKOrO MCCNedoBaHus
NeKapCTBEHHOro npenaparta Ansi MeguuMHCKOro MPUMEHEHMsT U 3TUYecKasi SKcrepTusa npoBoasTCs B
CpOK, He MpEeBbILLAKLWUA NATHaaUaTM paboymx OgHEN, 3KCnepTr3a kavyecTBa NEeKapCTBEHHOro cpeacTea u
3KCMepTM3a OTHOLUEHWUS OXWOAEMOW MOfb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUSA NEKapCTBEHHOMO
npenapaTta - B CPOK, HEe MpeBbILLAoLLINA COpOoKa NATU pabounx OHEN.

4. YcKkopeHHass npouegypa 9KCMepTU3bl NEKApCTBEHHbIX CPeacTB MNPOBOAUTCA B MOPSAKe,
yCTaHoBrneHHOM cTatbsimum 17 - 20, 23 n 24 HacTosiwero degepanbHOro 3akoHa, M He O3Ha4daet
CHWXeHus TpeboBaHui k 6e30nacHOCTH, Ka4yecTBY M 3P EKTUBHOCTM NTEKAPCTBEHHbBIX MPENapaToB.

Cratbsa 27. PelleHue o rocygapCTBEHHON perMcTpaumm nekapCcTBEHHOro npenapara

1. B cpok, He MpeBbllalWmi NaTM paboynx OHEerW CO AHSA MONyYEeHUs 3aKMYEHUM KOMMUCCUM
3KCMEepTOB MO pe3yrbTaTtam 3KCMepTu3bl Ka4ecTBa JIEKapCTBEHHOIO CPEACTBA M 9KCMEPTU3bl OTHOLLEHNS



OXMOAeMoW NoMb3bl K BO3MOXHOMY PUCKY NPUMEHEHNSI NeKapCTBEHHOro npenapaTa, COOTBETCTBYIOLL UM
YNONHOMOYEHHbIN befieparnbHbIi OpraH UCNONHUTENBHOW BNacTu:

1) ocyLlecTBnsieT OLUEHKY TaKMX 3aKIOYEHUA ONs onpedeneHuns UX COOTBETCTBUS 3afaHuio Ha
nposefeHne yKkasaHHbIX 3KCnepTus;

2) NpVYHUMAET peLleHne O roCyOapCTBEHHOW perncTpauum NeKapCTBEHHOro npenapaTta unu ob
OTKase B rocyJapCTBEHHOW perucTpaLmm nekapcTBEHHOro npenapara;

3) BHOCUT NpW MPUHATMU PELUEHMS O FOCYAAPCTBEHHOW pErmcTpaummn nekapcTBEHHOro npenapara
OaHHble O 3aperncTpMpoBaHHOM FeKapCTBEHHOM npenapaTe, B TOM 4ucrie O hapmaueBTUYECKOM
cybcTaHuumn, BXOAsILEN B COCTaB JIEKAapCTBEHHOro npenaparta, B TOCYOAPCTBEHHLIA  peecTp
NEKApCTBEHHbLIX CPeACTB W BbiAAET 3asBUTENIO PErMCTPaUMOHHOE YAOCTOBEPEHWE JEKAPCTBEHHOMO
npenapata, ¢opMa KOTOPOro  YTBEPXKOAaeTCA  YMNONMHOMOYEHHbIM  doedeparnbHbiM — OpraHom
WCMOSMHUTENBHOW BNACTW, COMMacoBaHHbIE HOPMATMBHYK [OKYMEHTALUUI0, HOPMATMBHbIA [OKYMEHT,
WHCTPYKLUMIO MO NMPUMEHEHMIO NIEKAPCTBEHHOIO npenapaTta U MakeTbl NEPBUYHON YNAKOBKU U BTOPUYHON
(noTpebuTtenbCckon) YMNakoBKM C yKa3aHMEM Ha HUX HOMepa PerucTpauyMoHHOrO yO4O0CTOBEPEHMS
NEKApCTBEHHOrO Mpenapata M gatbl €ro roCcyAapCTBEHHOW perncTpauum wunu B cryvyae NpUHATUS
peweHnss o6 oTkase B TOCYdapCTBEHHOW perncTpauum fneKapCTBEHHOIO Mpenapata yBedoMIseT B
NMCbMEHHON hopMe 3asiBUTernsi 06 3TOM € ykasaHMeM MPUYMH Takoro oTkasa.

2. OcHoBaHVMEM [nsi OTKa3a B rOCYyAapCTBEHHOW perncrpauum JekapcTBEHHOro npenapara
ABMNSAETCA pELleHMEe COOTBETCTBYHOLLEro YMNOMHOMOYEHHOro hedepanbHOro opraHa WCMOMHUTENBHOW
BMacTM O TOM, YTO KayecTBO U (Mnn) acpeKTMBHOCTb PErMCTPUPYEMOrO JIEKAPCTBEHHOIO NpenapaTa He
NOATBEPXKAEHbI MOMYYEHHBIMU AAHHBIMW UMK YTO PUCK MPUYUHEHUS] Bpeda 300POBbI0 YeroBeka unu
XMBOTHOrO BCIEACTBME TMpMEMA JIeKapCTBEHHOrO Mpenapata npeBbllaeT 3ddeKTMBHOCTL €ro
NPUMEHEHNSI.

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

3. MNpu rocygapCTBEHHOW pervcTpaumym feKapCTBEHHOIO Mpenapara, BKIHOYEHHOro B MNepeveHb
YKN3HEHHO HEOOXOOMMbIX U BaXKHEMLUMX NEKAaPCTBEHHbIX NpenapaTtoB, HeobxoauMble AaHHbIE 3aHOCATCSA
B [OCYAApCTBEHHbIN pPEEecTp MnpefenbHbIX OTMYCKHbIX LUEeH Mpou3BoauTENeEN Ha JeKapCTBEHHbIE
npenapatbl, BKIMOYEHHbIE B yKa3aHHbIN NepeyeHb.

Cratbs 28. PerucrpalmoHHoe yaoCToBEpeHWE NeKapCTBEHHOrO Npenapara

1. PernctpaumoHHoe yOOCTOBEpPEHME NEKapCTBEHHOro Mnpenaparta C ykasaHWeM JeKapCTBEHHbIX
dopM ¥ [03MPOBOK BbloaeTcsl GECCPOYHO, 3a MCKIIOYEHWEM PETNCTPaLMOHHOIO YAO0CTOBEPEHUS
1NeKapCTBEHHOro npenapaTa, BbldaBaeMoro CO CPOKOM [EWCTBUS NSATb JieT, Ha BhepBble
perucTpupyemble B Poccuiickort ®egepaumm nekapcTBeHHble Npenaparhbl.

2. Mo wcTeyeHWM ykasaHHOro B 4YacTM 1 HacTosilel cTaTbyM Cpoka BblgaeTcsi GeccpodHoe
perucTpauvoHHoe YOOCTOBEpEeHVE JeKapCTBEeHHOro rnpenapata Mpv YCNOBUM MNOATBEPXKOEHUS €ro
rocygapCTBEHHON pernctpauum.

Cratbs 29. NoaTeepkaeHne rocyaapCTBEHHON perucTpaumm fiekapcTBeHHOro npenapata

1. NoaTBepxaeHne rocygapCTBEHHOW permcTpaummn NeKapCcTBEHHOro npenapara ocyLlecTBseTcs
npu Bblgaye 6eCccpOoYHOro PEerncTpaumMoHHOrO yOOCTOBEPEHMS FIEKAPCTBEHHOIO npenaparta B crnydae,
yKa3aHHOM B 4actu 2 crtatbu 28 HacTosiwero PegepanbHOro 3akoHa, B CpPOK, HE MNpEBbILLAOLLMNA
AeBsiHOCTa paboymx OHeW CO AHS MONyYeHUs COOTBETCTBYHOLLUMM YMOSTHOMOYEHHBbIM dedeparnbHbIM
OpraHoM WCMOMHWUTENBHOW BMNAcTM 3asBNeHUs O MNOATBEPXOEHWM TOCyAapCTBEHHOW perucTpaumm
NeKkapcTBEHHOro npenaparta, O(OPMIIEHHOr0O B COOTBETCTBMM C 4YacTbio 2 ctatbum 18 HacToswero
depepanbHOro 3akoHa.

2. MNoaTeepxaeHne rocygapCTBEHHOW permcTpaummn feKapCTBEHHOro npenapara ocyLecTBrseTcs
Nno pesynbTaTtam 3KCMNEepTM3bl OTHOLLUEHWUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHNS
NEKapCTBEHHOrO Mnpenaparta, a TakkKe 3KCMepTu3bl KayecTBa JIeKapCTBEHHOrO CpeacTsa, NPOBOAMMON B
crny4ae BHECEHNSI U3MEHEHWNIA B HOPMATUBHYIO JOKYMEHTALMIO UM HOPMaTUBHbBIA JOKYMEHT.

(yactb 2 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3. K 3asBneHuo o noaTBeEPXAEHUUM rocyfapCTBEHHOW perucTpaumum rekapcTBEHHOro npernaparta
npunaralTcs OOKYMEHT, MOATBEPXKOAAMWMA ynnaTy rocyaapCTBEHHOW MOLWWHBI 32 MOATBEpXOeHue
rocy0apCTBEHHON perucTpauum JeKapCTBEHHOro npenaparta Ans MeOMUMHCKOrO MPUMEHEHWS Unu
NEKapCTBEHHOIO Mnpenaparta Afis BETEPUHAPHOrO MPUMMEHEHWS, OOKYMEHT, COAepXalluui pesynbTaThbl
MOHWTOpPVHra ©e30nacHOCTM JeKapCTBEHHOro npenapara, MpoBOAMMOro 3asiButernem, no dopme,
YCTaQHOBMEHHOW COOTBETCTBYHOLUMM  YMONTHOMOYEHHbIM  doefeparnbHbiM  OPraHOM  UCTMOMNHUTENBHOW
BnacTu. HopMaTtnBHasi AOKyMEHTaLMs UM HOPMAaTMBHbIA JOKYMEHT, MPOEKT NHCTPYKLMM NO MPUMEHEHMIO
NEKapCTBEHHOIO npenapara, NpOoeKTbl MakeToB NEPBMYHON YMaKOBKM U BTOPUYHOM (MOTPEOUTENBCKOW)
yMaKkoBKM NeKapCTBEHHOIO MpenapaTa npuraratTcs K 3adBfIEHUI0 O MOATBEPXKAEHUW FOCYAapCTBEHHOW
permcTpaumm nekapcTBEHHOro npenaparta BHOBb TOMbKO B Cy4ae, €CIin B HUX BHOCATCH U3MEHEHUS.



(4actb 3 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

4. B TeyeHue pOecatn pabouymx [OHEM €O [OHA NPUHATUS 3asiBNeHUs O MNoATBEPXXAEHWUU
rocy0apCTBEHHON  permctpauuMum  JNIeKapCTBEHHOro  npenapata W HeobXoouMMbIX — JOKYMEHTOB
COOTBETCTBYHOLLUIA YNOITHOMOYEHHBIN befepanbHbli OpraH UCMOSTHUTENBLHOM BNACTU:

1) NpoBOAMT MPOBEPKY MOSNTHOTHLI 1 4OCTOBEPHOCTU CBEAEHUN, COOEPXALLNXCSA B NPeacTaBreHHbIX
3asBUTENEM MaTepuanax;

2) NpUYHUMAaET peLleHne O MpoBefeHun unm ob oTkase B NPOBEAEHMM 3KCMEPTU3bl OTHOLLEHWS
OXMOAemMoW Monb3bl K BO3MOXHOMY PUCKY MNPUMMEHEHMSI JIEKApCTBEHHOrO npenapara, a TakKke
9KCMEepTM3bl KavyecTBa JIEKAPCTBEHHOINO CpeacTBa, MPOBOAUMOW B Clydae BHECEHUA W3MEHEHWA B
HOPMAaTUBHYIO JOKYMEHTALMIO NIV HOPMATUBHbIV LOKYMEHT;

(n. 2 B peqg. ®egepancHoro 3akoHa ot 29.11.2010 N 313-93)

3) yBegomnisieT B NMUCbMEHHON hOpMe 3asaABUTENST O MPUHATOM PELUEHUN UMK B Criydae NpuHATUSA
peLleHns 06 oTkase B NPOBEAEHMM SKCNEPTU3bI C YKa3aHNEM MPUYMH Takoro oTkasa.

5. OcHoBaHMeM Onsa oTkasa B MNPOBEOEHUM 3IKCMEPTU3bl OTHOLLUEHUS OXMAOAEMOW MNOonNb3bl K
BO3MOXHOMY PWUCKYy TMNPUMEHEHMS TEKApCTBEHHOro npenapata W (Mnv) 3KCnepTv3bl  kadecTBa
NEKApCTBEHHOIO CpeacTBa SABMSETCS MpeAcTaBreHNe [OOKYMEHTOB, YKa3aHHbIX B 4actax 1 um 3
HacTosillle cTaTbW, B HeMNonmHoM obbeme wnM OTCYTCTBUME B MPEeACTaBrIEHHbIX [OOKYMEHTax
NcYepnbIBaloLWMX CBEAEHNIA, KOTOPbIE OOMKHbI ObITb OTPaXXEHbI B HUX.

(4actb 5 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

6. OKkcnepTmsa OTHOLIEHUST OXWOAEMOW MONMb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS
NEKapCTBEHHOrO npenapata wu (Unu) 3KCnepTM3a kKadvecTBa JIEKAapCTBEHHONO CpPeACcTBa B LENsX
NOATBEPXKAEHUSA rOCY4apCTBEHHON perncTpaumm nekapcTBEHHOro npenapara npoBogAaTCA Ha OCHOBAHWM
OOKYMEHTOB, YKa3aHHbIX B 4acTh 3 HACTOsLLEN CTaTby, B NOpsigKe, yCTAHOBIIEHHOM YacTamu 5 - 8 ctatbu
23 n ctaTben 24 HacToswero ®egepanbHOro 3akoHa.

(4acTb 6 B peg. PegepanbHoro 3akoHa ot 29.11.2010 N 313-03)

7. B nepuog npoBedeHus npouenypbl MOATBEPXKAEHWUS TFOCYAApCTBEHHOW perncrpauumu
NEKapCTBEHHOrO MpenapaTta ero rpaXgaHcKkMn obopoT OCyLLecTBNSAETCA Ha Tepputopum Poccuiickomn
depepauuu.

Cratbsa 30. BHeceHVe M3MeHeHWn B JOKYMEHTbI, COAepXalluecs B PEerncTpaunoHHOM [OCbe Ha
3aperncTpUpoBaHHbI NeKapCcTBEHHbIM Npenapat ANsS MeaAULUUHCKOro NpUMeHeHus

1. B uensax BHECEHVS] U3MEHEHWI B OOKYMEHTbI, COAEPKaLLUMECH B PErncCTpaumMoOHHOM [OCbe Ha
3aperncTpupoBaHHbIA  NEKAPCTBEHHbLIM npenapaT AOns  MeAUMUMHCKOTO MPUMEHEHUs, 3asiBUTENb
npeacTaBnsieT B YMNOMHOMOYEHHbI beaepanbHbil OpraH WCMOSTHUTENbHOW BnacTu 3asiBlieHue o
BHECEHMM TaKUX WM3MEHEHWI No ¢opme, YCTAHOBIIEHHOW YMOMHOMOYEHHbIM dhefepanbHbiM OpraHoMm
WCMONMHUTENBHOW BNAcTW, U MPWUIOXEHHbIE K HEMY W3MEHEHWs] B YKasaHHble OOKYMEHTbl, a TaKke
OOKYMeHTbI, noaTeepXxarwmne HeobxoguMOCTb BHECEHWUS] TakMx M3MeHeHun. [puHATMe pelueHus o
BHECEHMM Taknx U3MEHEHUI Unmn o6 oTkase B UX BHECEHUUN OCYLLIECTBMSETCA B CPOK, HE MPEBbILLAIOLLINA
OeBsiHOCTa pabounx gHEN CO AHA MPUHSATUSA YMTONTHOMOYEHHbIM hefepanbHbiM OpraHoM MCMOMHUTENBHON
BNacTu 3asBNeHNs 0 BHECEHUN TaKNX N3MEHEHUN.

2. B cnyyae BHECEHVSI U3MEHEHUN B MHCTPYKUMIO MO MPUMEHEHUIO NIEKApPCTBEHHOIO npenapara B
OTHOLLIEHUM CBeAEeHW, yKa3aHHbIX B nognyHkTax "r" - "n", "x" nyHkra 16 yactu 3 ctatbn 18 HacToswero
denepanbHOro 3akoHa, B COCTaB JIeKApCTBEHHOro Mnpenapata AN MeOULUHCKOrO MNPUMEHEHUs,
N3MEHEeHMs1 MecCTa MpPOM3BOACTBA JIEKAPCTBEHHOrO Mpenapata Ansi MeguUMHCKOrO MPUMEHEHUs,
N3MEHEHNs MoKasaTernen kKayecTsa NIeKapCTBEHHOTO NpenapaTa 4519 MEAULUHCKOTO NPUMEHEHUs 1 (Unn)
METOOO0B KOHTPOJISi Ka4yecTBa JIekapCTBEHHOro npenapaTa Ans MeauLUHCKOro NpUMEHEHUS!, U3MEHEHUS
CpoKka rOAHOCTU JIeKapCTBEHHOrO npenapara ansi MeguUUHCKOro NpUMEHEHUs NMPOBOAUTCS 3KCrepTusa
NEKapCTBEHHbIX CPeACTB B 4YACTU 3KCMEPTU3bl KadecTBa NEeKapCTBEHHOIO cpeacTea v (unm) aKkcnepTusbl
OTHOLLUEHMST OXUOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenaparta Aans
MEOVLUMHCKOTO MNpUMeHeHns. B cnydyae HeoGXoguMOCTM BHECEHUS WHbIX WM3MEHEHU B [OaHHYHO
WHCTPYKLUMIO 3KCMEpPTM3a NEKApCTBEHHOIO CPEACTBa ANA BHECEHUS TaKMX M3MEHEHUA B CBEAEHUSA O
3aperncTpmpoBaHHOM JIeKapCTBEHHOM Mpenapare He NpPoBOAUTCS.

(B peq. ®egepanbHbix 3akoHoB OT 11.10.2010 N 271-93, o1 29.11.2010 N 313-93)

3. C 3aaBneHvemM O BHECEHUN M3MEHEHUA B OOKYMEHTbl, COOEpXallMecd B PerncrpauuoHHOM
O0CbEe Ha 3aperMcTpUpOBaHHbIA JIEKAapPCTBEHHBIN nNpenapaTt AnAs MEAWULMHCKOro NPUMEHEHWs, Hapsagy C
OOKYMEeHTaMu, YykasaHHbIMM B 4Yactu 1 HacToswen cratbk, NpPeacTaBnslTCs  [AOKYMEHTHI,
NOATBEPXKAAOLME yNnaTy rocyfapCTBEHHOW MOWMMHbI 3@ BHECEHME W3MEHEHUM B MHCTPYKUMIO MO
NMPVMMEHEHMWIO NEKAPCTBEHHOMO npenapara Ang MeguumMHCKOro NPUMEHEHWS, TOCY4apCTBEHHOWM MOLLSTMHbI
3a BHECEHWE N3MEHEHUI B COCTaB JIEKapCTBEHHOro npenapara Afsi MEAULMHCKOrO NMPUMEHEHNS.

4. B TeveHune gecstn pabounx AHEN CO OHsSI NOCTYNMEHUS YKa3aHHOMO B YacTu 1 HacToALLEen cTaTby
3asBIEHNS N HEobXOoOAUMBIX OOKYMEHTOB YMONTHOMOYEHHbIV beaepanbHbii OpraH MCMNOMHUTENbHON
BNacTu:



1) NpoBOAMT MPOBEPKY MOSTHOThLI 1 4OCTOBEPHOCTU CBEAEHUN, COOEPXKALLNXCA B NPeacTaBreHHbIX
3asiBUTENEM mMaTepuanax;

2) npuHMMaeT peleHne O TMPOBEOEHUN YKa3aHHbIX B YacTM 2 HACTOsILEN cTaTbu
COOTBETCTBYHLLMX IKCNEPTU3 NIEKAPCTBEHHOMO CpeacTBa nnm ob oTkase B UX NPOBEOEHUM;

3) yBegomnisieT B NUCbMEHHON hOpMe 3asBUTENST O MPUHATOM PELUEHUN UMK B Criydae NpUHATUSA
peLleHns 06 oTkase B NPOBEAEHNM COOTBETCTBYHOLLEN SKCNEPTU3bI C YKA3aHNEM MPUYMH TaKOro OTKasa.

5. OcHoBaHveM Onsi OTKasa B MPOBEAEHUMN YKa3aHHbIX B YaCcTW 2 HaCTOALLEN CTaTbM IKCMEPTU3
SABNsieTCA NpeacTaBneHne JoKYMEHTOB, NepevncnenHblX B YacTsax 1 u 3 HacTosiLen cTaTby, B HEMNOTHOM
obbeme MM OTCYTCTBME B MPELCTABMEHHbIX JOKYMEHTaxX OOCTAaTOYHbLIX CBEAEHWI, NMOATBEPKAALLNX
HEeobX0aMMOCTb BHECEHUSI UBMEHEHUN.

6. YKasaHHble B 4acTu 2 HacTosLLen CTaTbU 3KCNepTMU3bl NPOBOAATCA B NOpSAKe, YCTaHOBIEHHOM
crtatben 23 HacTosiwero PegepanbHOro 3akoHa.

7. B cpok, He npeBblaWUA NATM paboyvmx OHEW CO OHsI MOSyYeHMs 3aKMoYeHUA KOMMUCCUM
3KCMepToOB MO pesynbTaTaM YKasaHHbIX B 4YacTU 2 HacTOsALWEW cTaTbW 3KCMEepPTU3, YNONHOMOYEHHbIN
denepanbHbIN opraH UCMOMHUTENBLHON BNACTU:

1) npvHMMaeT peleHne O BHECEHWM W3MEHEHMW B [OOKYMEHTbl, COAepXawumecs B
PErMcTpaLMoOHHOM [OCbe Ha 3aperucTpuMpoBaHHbIA NEKapCTBEHHbI npenapat Anst MeauLUHCKOro
NPUMEHEHMs1, U 06 0TKa3e BO BHECEHUMN TaKUX U3MEHEHWN;

2) BHOCUT B TOCYAapCTBEHHbIA PEECTp INEKApCTBEHHbLIX CPEACTB Ha OCHOBAHUU peELUEHMST O
BHECEHMM  U3MEHEHWA B  [AOKYMEHTbl, codepXaluecs B  PErncrpauuMoHHOM  OOCbe  Ha
3aperncTpupoBaHHbIi  NEKAapCTBEHHbIM nNpenapat And MeOuUWMHCKOro MpUMEHEHUs, HeobxoauMble
N3MEHEHMs1 1 BO3BpaLLlaeT UX 3asiBUTENIO.

8. OcHoBaHMem p[ns OTka3a BO BHECEHUW W3MEHEHWA B [OKYMEHTbl, COAepXalimecs B
PErMCTPaLMOHHOM [OCbe Ha 3aperucTpyMpoBaHHbIA NEKAapCTBEHHbIM npenapat Anst MeauLUHCKOro
NPUMEHEHMS, SBMAETCS 3aKMioYeHne YNoHOMOYEHHOro doefepanbHOro opraHa UCMOMHUTENBHOW BRacTu
O BO3MOXHOCTU CHWXEeHUsi ©e3onacHOCTW, KadvecTBa, 3PdEKTUBHOCTU JIEKAPCTBEHHONO CpeacTBa B
crny4ae BHECEHWSI TaKUX U3MEHEHUMA.

9. [onyckaeTcs rpaxgaHCkum ODOpOT JIEKAapCTBEHHbIX MNpPenapatoB And  MeauUMHCKOro
NMPUMEHEHWS,  MPOM3BEAEHHbIX OO0  MPUHATUA  YNOMHOMOYEHHbIM  dedepanbHbIM - OpraHoM
WCMOMHUTENBHON BMAcTM peLleHus O BHECEHUW W3MEHEHUA B [OKYMEHTbI, coAepxalinecss B
pPErnMcTpaumMoHHOM OOChbe Ha Takue NeKapCTBEHHbIe npenapatbl, U peleHnsa o6 oTkase BO BHECEHUM
YKa3aHHbIX U3MEHEHUI.

Cratbsa 31. BHeceHVe M3MeHeHWn B JOKYMEHTbI, COAepXallMecs B PerncTpaunoHHOM [OCbe Ha
3aperncTpupoBaHHbI NeKapCcTBEHHbIV Npenapat Ans BeTepUHapHOro NpUMeHeHUs

1. B uensax BHECEHUS] U3MEHEHWI B OOKYMEHTbI, COOAEPKaLLUMECH B PErMCTPaLMOHHOM [OCbe Ha
3aperncTpupoBaHHbI  NEKApPCTBEHHLIA Mpenapat Al BeTEepPUMHAPHOro MpPUMEHEHUs, 3asBuUTelNb
npencTtaBnsieT B YMNOMHOMOYEHHbIV beaepanbHbil OpraH WCMOSTHUTENbHOW BnacTu 3asiBlieHue o
BHECEHMM TaKUX WM3MEHEHW Nno ¢opme, YCTAHOBIIEHHOW YMOMHOMOYEHHbIM dhefepanbHbiM OpraHoMm
WCMONMHUTENBHOW BNAcTW, U MPWUIOXEHHbIE K HEMY W3MEHEHWs] B YKasaHHble OOKYMEHTbl, a TaKke
OOKYMeHTbI, noaTBepXxarwme HeobxoauMOCTb BHECEHWUS] TakMX M3MeHeHun. [puHATMe pelueHus o
BHECEHMM Takmx U3MEHEHUI Unm o6 oTkase B UX BHECEHMUN OCYLLIECTBMSETCA B CPOK, HE MPEBbILLAIOLLINIA
AeBsiHOCTa pabounx gHEN CO AHA MPUHSATUSA YMTONTHOMOYEHHbIM hefepanbHbiM OpraHoM MCMOMHUTENBHON
BNacTu 3asBNeHNs 0 BHECEHUN TaKNX N3MEHEHUN.

2. B criyyae BHECEHMS UBMEHEHWI B MHCTPYKLMIO MO MPUMEHEHUIO NIEKAPCTBEHHOIO NpenapaTa Ang
BETEPUHAPHOIO MPUMEHEHUSI B OTHOLUEHUM CBeAEeHUN 006 M3MEHEHUSIX OO3UPOBKM, CPOKOB BO3MOXHOIO
NCMNOMb30BaHNs MPOAYKLMM XMBOTHOTO NMPOUCXOXAEHUS MOCIE NPUMEHEHNST NEKAPCTBEHHOIO Npenapara
ONsl  BETEPUMHApPHOro MPUMMEHEHUS MNPOBOAWUTCHA  3KCMEepTM3a JeKapCTBEHHOro Ccpeactea  Aans
BETEPMHAPHOIO MpUMMeHeHusi. B cnydyae HeoOXOOAMMOCTU BHECEHWUS] WHbIX M3MEHEHUA B AaHHYHO
WHCTPYKLMIO 3KCMEPTU3a NIEKapCTBEHHOIO CPEACTBA A1 BETEPMHAPHOIO NPUMEHEHNST HE MPOBOAMNTCS.

3. C 3asBneHvemM O BHECEHUN M3MEHEHUA B OOKYMEHTbI, COOEpXallMecd B PerncrpauuoHHOM
OOCbE Ha 3aperMcTpUpOBaHHbIV NEeKapCTBEHHbIM NpenapaTt A BETEPMHAPHOTO NPUMEHEHUs, Hapsay C
OOKYMEeHTaMu, YyKkasaHHbIMM B 4Yactu 1 HacToswen cratbk, NpPeacTaBnsalTCs  AOKYMEHTHI,
NOATBEPXAAOLWME yNnaTy rocyfapCTBEHHOM MOWMMHbI 3@ BHECEHME W3MEHEHUM B WMHCTPYKUMIO MO
NPUMEHEHMWIO NIEKAapPCTBEHHOTIO NpenapaTa Ansi BETEPMHAPHOro NPUMEHEHNS.

4. B cpok, He MpeBbIWAWNA OecAaTn paboumx OHEN CO OHA MOCTYMNMEHUS yKa3aHHOro B Yactu 1
HacTosILLen CTaTbM 3asABEHUS M HEOOXOAMMbIX AOKYMEHTOB, YMNOMHOMOYEHHbI dhefepanbHbii OpraH
NCMONHUTENbHOW BNacTu:

1) NpoBOAWT NPOBEPKY MOFHOTHI U AOCTOBEPHOCTU CBEOEHWI, COOEPXKALLUXCA B NPEACTaBMEHHbIX
3as8BUTENEM AOKYMEHTAX;

2) nNpuHMMaeT pelieHne O TMpOBEAEeHUN 3KCMEepPTM3bl JIEKapCTBEHHOro cpeacteBa And
BETEPUHAPHOIO NPUMEHEHNST Ui 00 OTKa3e B ee NpoBeaeHUY;



3) yBegomnisieT B NUCbMEHHON hOpMe 3asBUTENST O MPUHATOM PELUEHUN UMK B Criydae NpUHATUSA
pelleHnss 06 OTkasze B MPOBEAEHUN IKCMEepTU3bl JEeKapCTBEHHOrO CpeAcTBa Ans BeTEpPUHAPHOro
NPUMEHEHUS C yKazaHUeM NpUYrH Takoro oTkasa.

5. OcHoBaHveM pgOnsi oTka3a B MPOBEAEHUN SKCMepPTU3bl JIEKAPCTBEHHOrO CpeacTBa Ans
BETEPUHAPHOrO MNPUMEHEHUS ABMSIETCA MpeacTaBreHne [OOKYMEHTOB, YKa3aHHbIX B vactax 1 u 3
HacTosILLIeN CTaTbW, B HEMOMHOM OB6bemMe UNn OTCYTCTBME B NPEACTABIEHHbLIX JOKYMEHTAX 4OCTATOYHbIX
cBedeHUN, noaTBePXKAarLLMX He0OXOANMOCTb BHECEHUS UBMEHEHWIA.

6. OKkcnepTmM3a nNekapcTBEHHOro cpeacTBa AOf1si BETEPUMHAPHOrO MPUMEHEHUSI B LIENSX BHECEHMS
U3MEHEeHWA B [JOKYMEHTbl, cofepxaliuecs B pPermcTpaumoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN
NEKapCTBEHHLIN MpenapaT AN  BETEPMHAPHOTO  MPUMMEHEHMWS, OCYLLUECTBNSAETCA B  MOpsAKe,
YCTaHOBMEHHOM cTaTben 24 HacToswero ®eaepanbHOro 3akoHa.

7. OcHoBaHMeM [nis OTka3a BO BHECEHUW W3MEHEHWA B [OKYMEHTbI, COAepXalimecs B
PErncTpaumMoOHHOM [OCbE€ Ha 3aperncTpuMpoOBaHHbLIA JIEKAPCTBEHHbIM NpenapaTt Ansi BeTEpUHAPHOro
NMPUMEHEHMS, ABMAETCS 3aKMioYeHNE YNOTHOMOYEHHOrO oefepanbHOro opraHa UCTMOMNHUTENBHOW BracTu
O BO3MOXHOCTU CHWXEHUS 6e3onacHOCTU, KadecTBa, 3dEKTUBHOCTU NIEKAPCTBEHHOIO Mpenapara ans
BETEPMHAPHOIO MPUMEHEHUS B Cly4yae BHECEHWS UBMEHEHWIN B YKa3aHHbIE LOKYMEHTbI.

8. [Honyckaetcsi rpaxgaHckmii 0DOpPOT NEKApCTBEHHbIX MpenapaToB AN BeTEpPUHapHOro
NPUMEHEHWS,  MPOM3BEAEHHbIX OO  MPUHATUA  YNOMHOMOYEHHbIM  dedepanbHbIM - OpraHoM
WCMOMHUTENBHON BMAacTM peLleHus O BHECEHUW W3MEHEHUN B [OKYMEHTbI, coAepXalinecss B
PErncTpaumMoHHOM [OCbE€ Ha 3aperncTpuMpoOBaHHbLIA JIEKAPCTBEHHbIM NpenapaTt Ansi BeTEpUHAPHOro
NPUMEHEHMWS, N 06 OTKa3e BO BHECEHMUN YKa3aHHbIX U3MEHEHUI.

Cratbs 32. OTMeHa rocygapCTBEHHON pernctpauum NnekapcTBeHHOro npenapara

PelueHne o6 oTMeHe rocygapCTBEHHOW perucTpaummn NekapCTBEHHOro npenaparta U UCKIoYeHUN
rieKkapCcTBEHHOro npenapaTa W3 rocydapCTBEHHONO peecTpa eKapCTBEHHbIX CPeACcTB MpUHMMAaeTcs
YNOTHOMOY€EHHbIM dpefeparbHbIM OpraHoOM UCMOSTHUTENbHON BNacTy B Cryyae:

1)  npeOcTaBneHMsi  COOTBETCTBYHOLUMM  YMOMHOMOYEHHbIM  bedeparnbHbiM  OpraHoM
UCNOMHUTENBHON BMNacTy 3aK/oYeHWs O pucke WM o6 Yrpo3e 340POBbO, XKM3HU YeroBeka Wnu
KMBOTHOTO NPV MPUMEHEeHWN NEeKapCTBEHHOrO MpenapaTta, MpeBblllalWmnX ero 3MEKTUBHOCTb, MO
pe3ynbTaTam OCYLLIECTBISEMOro UM MOHUTOPMHIra 6€30MacHOCTM NIeKapCTBEHHOIo Npenapara;

2) nogaun pa3paboTuMKOM JIEKAPCTBEHHOrO CPEeACTBa WM YMOMHOMOYEHHBIM MM APYrAM
IOPUONYECKUM NULOM 3asiBfieHMsi 06 OTMeHe T[OCydapCTBEHHOM perncTpaumMu JNekapcTBEHHOro
npenapara;

3) HenoaTBepPXKOEHUsI TOCYAapCTBEHHOW perMcTpauun fekapcTBEHHOro npenaparta no UcTevyeHun
CpoKa OeNCTBUSA PEerMcTpaLMoHHOTO YOOCTOBEPEHUS!, BbIAAHHOIO Ha NSATb NET;

4) HenpencTaBrneHust 3asiBUTENEM MHGOpMaUuM, KoTopas MOXeT noBfeyb 3a coboi
HeobX0OMMOCTb BHECEHMSI U3MEHEHWIA B AOKYMEHTbl, CoAepKallMecsl B PermctpauvoHHOM [OCbe Ha
3apEerMcTPMpPOBaHHbIA  NEKAPCTBEHHbIM Mpenapat, B TeyeHWe Tpuauatyn pabounx OHeW CcO OHS
HaCTYMIEHUs1 3TUX U3MEHEHWIA;

5) ocyllecTBneHNs rocyaapCTBEHHOW perucTpaumu feKkapCTBEHHOro npenapata Mo TOProBbiM
HanMeHOBaHMEM 3aperMcTpUpoBaHHOIO paHee Mo 3TUM TOProBbIM HAaMMEHOBaHUEM JeKapCTBEHHOMO
npenapara;

6) ocyLlecTBEeHUs TOCYyAapCTBEHHON perucTpauun 3asBUTernieM o4HOro U TOrO e JIeKapCTBEHHOIO
npenapara nod pasnuyHbIMU TOProBbIMY HAUMEHOBaHMSIMU;

7) BblHECEHMSI CYAOM pelieHMss O HapyleHuM npaB npaBoobnagatenss o6GbeKToB
WHTENNeKTyanbHon co6CTBEHHOCTU NpY 0BpaLleHn eKapCTBEHHbIX CPeacTB.

Cratba 33. [ocynapCTBEHHBIN peecTp NeKapCTBEHHbIX CPeacTB

1. FocynapCTBEHHLIN peecTp NeKapCTBEHHbIX CPEACTB COAEPXUT MepeyeHb JEeKapCTBEHHbLIX
npenapaToB, NPOLUIeALINX rocyAapCTBEHHYHO perncTpaumio, nepevyeHb hapmaLeBTUHECKUX CyOCTaHLUIA,
BXOOSLLMX B COCTaB NIEKAPCTBEHHbIX NpenapaToBs, W CNeayLLyo MHOPMaLnIO:

1) B OTHOLLEHWNM NEKAPCTBEHHLIX NPenapaTos:

a) HaMMeHOBaHWe JlekapCTBEHHOrO npenapaTta (MeXZyHapoAHOe HemnaTeHTOBaHHOE  MNu
XMUMUYECKOE N TOProBOE HAaVMEHOBaHMS);

6) nekapcTBeHHas hopma C ykasaHMeM [03MPOBKN FEKAPCTBEHHOMO npenapara 1 ero KonvyecTsa
B NOTPEOMTENLCKON YMaKOBKE;

B) HaMMeHOBaHMe pa3paboTynka fiekapCTBEHHOrO Npenapara;

r) HAUMEHOBaHWE 1 aapec NPOU3BOAUTENS NIEKAPCTBEHHOMO Npenapara;

4) bapmakoTepaneBTMyeckasn rpynna JiekapCTBEHHOro npenapara;

€) nokasaHusl 1 NPOTUBOMNOKa3aHMsA K MPMMEHEHWIO NIEKaPCTBEHHOIO Npenapara;

) NoBoYHbIE AENCTBUS NTEKapCTBEHHOIO Npenapara;



3) CPOK rOAHOCTU NIEKAPCTBEHHOTO NMpenapara;

n) YCNOBUS XpaHEHMWS NEKAPCTBEHHOIO Npenapara;

K) yCrnoBusi OTMyCKa NleKapCTBEHHOIO npenapara;

n) Homep dhapmakonerlHoW cTaTbW WM B Cryvyae ee OTCYyTCTBMS HOMEpP HOPMaTUBHOW
OOKyMeHTauum inbo HOPMaTUBHOIO JOKYMEHTA;

M) OaTa rocydapCTBEHHOW peructpaumvM nekapCTBEHHOro npenapata M ero perMcTpauyOHHBIN
HOMeEp;

2) B OTHOLIEHUN hapMaLEBTUYECKNX CyOCTaHLMIA:

a) HaumeHoBaHMe apMaueBTU4eckon cybcTaHuMn (MexaoyHapoAHOe HenaTeHTOBaHHOE Wn
XUMNYECKOE N TOProBOE HAUMEHOBAHUSA);

0) HaumeHoBaHVEe N agpec NPOM3BOANTENSA dapMaLLeBTUHECKON CyOCTaHLnK;

B) CPOK rogHOCTM hapMaueBTU4eckon cybcTaHumu;

r) ycnoBusl xpaHeHus hbapmaueBTnyeckomn cybcTaHumm;

4) Homep dhapmakonerlHoW cTaTbW WM B Cryvyae ee OTCYyTCTBMS HOMEp HOPMaTUBHOW
OOKyMeHTauum inbo HOPMaTUBHOIO AOKYMEHTA.

2. ®dapmaueBTudeckass cyObCTaHUWsi, Heucnonb3yemass Mpu NpPOM3BOACTBE  JIEKAapCTBEHHbIX
npenapaTtoB, MOXeT ObITb BKIMOYEHA B rOCY4AapPCTBEHHbIA PEECTP JIEKAPCTBEHHbBIX CPEACTB HA OCHOBAHWM
3asBreHnss paspaboTymka, NMPOU3BOAUTENS JEKAPCTBEHHOrO cpeacTBa NUBO YNONMHOMOYEHHOrO WMWK
IOPUANYECKOTO NUuA Mpu YCrOBUWM MPOBELEHUS B OTHOLLUEHUWM Takow hapmaueBTUYECKON cybCcTaHLmu
3KCMepTM3bl KayecTBa papmMaueBTUYECKOW CyOCTaHumMM B nopsigke, YCTAHOBIEHHOM cTatben 34
HacToswero PenepanbHOro 3akoHa.

3. Mopsgok BegeHUs rocygapCTBEHHOMO peecTpa feKapCTBEHHbIX CPEACTB AN MEAWLMHCKOro
NMPMMEHEHMST U MOPSAOK BEedEeHUS T[OCYyAapCTBEHHOrO peecTpa JeKapCTBEHHbIX CPeAcTB  AnA
BETEPVMHAPHOIO MPUMEHEHUSA YTBEPXZATCs COOTBETCTBYHOLUUM  YMNOMHOMOYEHHBIM  dheaepanbHbIM
OpraHoM UCMOJTHUTENbHOW BNacTMu.

Cratbs 34. Okcneptmsa KayecTBa papMaueBTUYECKOW CybCTaHLUMK, HEWUCNoNb3yemon npu
NPOU3BOACTBE fIEKAPCTBEHHbIX NpenapaToB

1. Ons BkmodeHuss dapmaueBTUYeckon cybCcTaHuum, Heucnonb3yemMon npu NpPOV3BOLCTBE
NEKapCTBEHHbIX MpenapaToB, B T[OCY4apCTBEHHBIN pPEecTp eKapCTBEHHbIX CPEeACTB, MPOBOAUTCSA
3KCMnepTn3a ee kadecTBa.

2. 3kcnepTM3a KadecTBa YKasaHHOW B 4YacTM 1 HacToswen cratbu apmMaueBTU4ecKomn
cybcTaHuumn, cocTaBneHne KOMUCCUEN SKCMEPTOB 3aKMOYEHUI MO pe3yribTataM Takon 3KCMepTU3bl U UX
HanpaBIieHNe B YMOMHOMOYEHHbIV dpedeparnbHbIil opraH MCMOSIHUTENbHOW BMACcTUM OCYLLECTBISIOTCA B
CPOK, HE MpPEBbILLAKLNA LECTUAECATU paboumx AHEN CO OHSI MOMYyYEHUSA SKCMNEPTHBIM YYPEXOEHVEM
COOTBETCTBYHOLLErO 3afaHusl YMOJTHOMOYEHHOro dhefgepansHOro opraHa MCNOSIHUTENbHOW BRactu u
OOKYMEHTOB, YKa3aHHbIX B MyHKTax 4 - 7 yactu 3 ctatbn 18 HacTosiwero ®egepansHOro 3akoHa.

3. [Ona npoBedeHWss SKCNepTU3bl KayecTBa YkasaHHOM B 4YacTu 1 HacToswen craTbu
dapmaveBTMyeckon cybcTaHuMM 3asdBUTENb NPEACTaBNSAET B YMOMHOMOYEHHbIV hegepanbHbli opraH
NCMOMNHUTENbHOW BNacTu:

1) 3asBrneHMe O BKYEHWUM B TOCYLAPCTBEHHBIN PEEecTp FEKApCTBEHHbIX CPeacTB AaHHOMW
dapmaLieBTMHECKON CcyOCcTaHLMK;

2) [OKYMEHT, noATBepXdawWwuin ynnaty rocydapCTBEHHOW MOWMMHLI 33 BKIKOYEHWE
dapmaLeBTUYECKON CyOCTaHLUMM, HEMCNONb3yeMOWn Mpu NPOV3BOACTBE fIEKAPCTBEHHbLIX MpenapaTtoB, B
roCy0apCTBEHHbIN PEeCTp NEKAPCTBEHHbIX CPEACTB;

3) AOKYMEHTBI, yKa3aHHble B NyHKTax 4 - 7 yactu 3 ctatbmn 18 HacToswero degeparnbHOro 3akoHa.

4. B TeueHne nATM paboyumx AHEN CO AHSA NPUHATUS 3a8BIIEHNST O BKIOYEHWUM YKa3aHHOW B YacTu 1
HacTosilen ctaTbM apMaleBTUYECKON CyOCTaHUMM B TOCYAapCTBEHHBIN PEECTP JEeKapCTBEHHbIX
CpeacTB W [OKYMEHTOB, MEepeyYUCrieHHbIX B Yactu 1 M NyHKTe 2 4yacTu 3 HacToswen CcraTtby,
YNONMHOMOYEHHbIN befeparbHbIi OpraH UCNONHUTENBHOW BNacTu:

1) npoBOAUT NPOBEPKY MOSTHOTbI AaHHbIX, COAEPXaLLMXCS B MNPEACTABMEHHbIX 3asiBUTENEM
OOKyMeHTax;

2) npyHMMaeT peLleHne O HamnpaBfieHWM B 3KCMEPTHOE y4ypexaeHue 3adaHusa Ha npoBefeHue
3KCNEepTM3bl Ka4ecTBa ykazaHHOW B YacTu 1 HacTosdLlen ctaTbn hapmMaueBTuieckon cybctaHumm nnm ob
OoTKase B TAaKOM HarpaBneHuu;

3) yBeOoMnsieT B NMMCbMEHHON DOPME 3asBUTENS O MPUHATOM PELLEHWM UMK B Crlyvae OoTkasa C
yKa3aHUeM MpUYMH Takoro oTkasa.

5. OcHoBaHueM Ond OTKasa B HaMpaBfiEHMU B SKCMEPTHOE yuypexaeHue 3adaHus Ha NpoBedeHve
3KCMepTM3bl KadecTBa YykaszaHHOM B 4Yactu 1 HacToswewn cratbu dapmaueBTudeckon cybctaHuum
ABNSETCA HenpeacTaBneHne AOKYMEHTOB, NMepeymncrieHHbIX B 4acTu 2 N NyHKTe 2 4YacTn 3 HacTosLen
cTaTtbu.



6. B TeueHne naATHaguatM pabouMx AOHENM CO OHA MNOMYYEHUS peLUeHWst YMNOMHOMOYEHHOIrO
deaeparnbHOro opraHa UCNOSTHUTENBLHOW BMACTN O HaMNpaBieHNN B 9KCNEPTHOE yupexaeHne 3afaHus Ha
npoBefeHne 3KCMepTu3bl KayecTBa YyKa3aHHOM B 4acTu 1 HacTosilen cTaTbM papmaueBTUYECKOn
cybcTaHuum 3asBuUTENb NPEACTABISET B IKCMEPTHOE yYpexXaeHve Anst NpoBefeHNst AaHHOW SKCNepTu3bl
ob6pasLbl hapMaueBTU4eckon cybcTaHLmMmn B KonnyecTse, HEOOXOAMMOM Ansi BOCMPON3BEAEHUS METOLOB
KOHTPOMs KayecTBa. OKCMNEPTHOE Yy4ypexneHue npu MosnyyeHun obpasuoB ykasaHHoOM B 4Yactn 1
HacTosILLen cTaTby hapMaueBTUYECKOW CyOCTaHLMM BbiAAET 3asBUTENIO LOKYMEHT, NMOATBEPXAAOLLNA
nony4veHune aTux ob6pasLoB, N B CPOK, HE NPEBbILIALWUA Tpex pabounx gHeNn, yBe4OMISIET B MMCbMEHHON
dopme 06 STOM YMONHOMOYEHHbIN befepanbHbii OpraH WCMONHUTENBbHOW BNactu. OTW CPOKM He
BKITIOYAIOTCA B CPOK NPOBEAEHUS JaHHOW 3KCNepTU3bI.

7. OokymeHTbl, MOCTYNMBLUNE B SKCNEPTHOE ydpexzaeHue Ons nposBefeHust 3KCnepTusbl KayecTsa
yKa3aHHOM B 4acTu 1 HacTodwen cratby dapmaueBTMdeckon cybcTaHuum, nognexaT Bo3BpaTty B
YMOMHOMOYEHHBIN dhefeparnbHbil OpraH UCMOMHUTENBHON BNACTU OLHOBPEMEHHO C 3aKITHOYEHUAMU MO
pesynbTataMm npoBeaeHHOWN 3KCNepTU3bI.

8. B cpok, He npeBblwaWMin NATM pabounx OHEN CO OHS MOMYYEHWUs] 3aKIIOYEHUsT KOMUCCUM
9KCMEepTOB MO pe3ynbTaTam 3KCMepTM3bl KayecTBa YKa3aHHOW B 4YacTm 1 HacTosilwen cratbu
hapmaL,eBTMHECKOWN CyOCTaHLMM, YNONTHOMOYEHHbIV dheaeparnbHbI OpraH UCMOMHUTENBHON BIacTu:

1) ocyLecTBNSET OLEHKY Takoro 3akrioveHus Ons onpefeneHns ero CoOOTBETCTBUS 3afaHuio Ha
npoBeAeHNE AAaHHOWN 3KCMEPTU3bI;

2) nNpVHUMaEeT peLleHMe O BKIYEHUMM YKa3aHHOW B 4actu 1 HacTosiwen cratbu
hapmavreBTMHECKON CybCTaHUUM B roCy4apCTBEHHBIN PEECTP NIEKAapCTBEHHbIX CPeACTB UMnn pelueHne ob
OTKa3e B TaKOM BKITHOYEHWM;

3) BHOCUT MpU MPUHSATUN pELLUEHUs] O BKIIOYEHWM YKa3aHHOM B 4acTu 1 HacTosiwen cTaTbu
hapmaneBTMdeckon  cybcTaHuuM B TOCYOAPCTBEHHbI  PeecTp  NEeKapCTBEHHbIX  CPeacTB
NpeaycMOTPEHHYIO NYHKTOM 2 4acTn 1 ctatbu 33 HacToswero defepanbHOro 3akoHa WUHgopmauuo 1
yBegomnisieT 06 3TOM B MUCbMEHHOW hopMe 3asBUTENS.

Cratba 35. [loBTOpHOE MpeacTaBreHVWe JeKapCTBEHHOro rpenapata, He npolleallero
rocygapCTBEHHON permcTpauuM JNekapcTBEeHHbIX MpenapaTtoB, Ha roCyOdapCTBEHHYIO perucrpauuio
nieKapCTBEHHbIX NpenapaToB

nOBTOpHOE npencraBneHne B COOTBeTCTByIOLLI,I/II7I yI'IOJ'IHOMO‘-IGHHbIVI q)e,u,epaanblﬁ opraH
NCMONHUTENbHOW BracTu JIEKapCTBEHHOIo npenapara, He npoweatwiero FOCynapCTBeHHOVI perncrTpaumnmn
JNIeKapCTBEHHbIX MnpenapartoB WK nony4ymBLlero OTKa3 B YKaSaHHOVI pernctpaunm mn BnocneacTtesmnn
noaBeprueroca U3MEHEHUKO B 4YacCcTu ero CcoCTtaBa, pacCMaTpuMBaEeTCA KaK npencrtaBiieHne HOBOIo
NeKapCTBEeHHOro npenapara Ha ero rocygapCTtBeHHyH perncrpaunido He3aBUCMMO OT COXpaHeHuaA ero
nepBn4HOro HammeHoBaHuA.

Cratba 36. OGxanoBaHue pelweHuss o6 oOTkaze B Bblgaye paspelleHusl Ha MNpoBedeHue
KIMMHUYECKUX UCCNeAOBaHWI NekapCTBEHHOrO Npenapata M pelleHns o6 oTkase B rocydapCTBEHHOIA
perucTpaumn fiekapcTBeHHOro npenapaTa

PelueHne coOTBETCTBYIOLLErO YNOTHOMOYEHHOTO (hedepanbHOro opraHa UCMOSTHUTENbHON BnacTu
06 OoTKase B Bbldaye paspelleHUss Ha MpOBeAeHME KIMHUYECKUX WCCINEdoBaHUiA JIeKapCTBEHHOIo
npenapata Wnu pelleHve o6 OTKase B FOCY[apCTBEHHOW Permctpauuy neKkapCcTBEHHOro npenapara
MOXeT OblTb 0GXanoBaHo B Nopsiake, yCTaHOBNEHHOM 3akoHoAaTenbCcTBOM Poccuiickoi ®egepauuu.

Cratbs 37. WHdopmauus, CBsi3aHHad C OCYLUECTBIIEHMEM TOCYAapCTBEHHON permcTpaumm
NeKapCTBEHHbIX MpenapaTtoB, WMHGOpMaUUa O 3aperncTpupOBaHHbLIX JIEKAPCTBEHHbLIX MpenapaTtax u
NEeKapCTBEHHbIX Npenapartax, UCKIMIYEHHbIX U3 rOCYyAapCTBEHHOIO peecTpa fiekapCTBEHHbIX CPeaCcTB

1. CoOOTBETCTBYKOLMA YMONHOMOYEHHbLIN dedeparnbHblii  OpraH  UCMOMHUTENBHOW  BRacTu
pasmellaeT Ha cBoeM odwuuManbHOM canTte B ceTn "VIHTepHeT" WHgopmauunio, CBA3AHHYIO C
OCYLLIECTBMEHMEM TOCYJapCTBEHHOMW perncTpaumm JeKapCTBEHHbIX MpenapatoB, B TOM 4ucne
NPOBEOEHMEM  3KCMEPTU3bl  NEKAPCTBEHHbIX CPEACTB, MHMOpMauuio O  3aperncTpupoBaHHbIX
NEKapCTBEHHbIX MpenapaTax W JIeKapCTBEHHbIX MpenapaTtax, WCKMIOYEHHbIX M3 roCygapCTBEHHOrO
peecTpa NEeKapCTBEHHbIX CPeACTB, He Mo3gHee 4emM 4vepe3 MATb paboymx OHEeW Co OHA MNOny4YeHus
COOTBETCTBYHOLLMM YMOMHOMOYEHHbIM (hbefepanbHbiM OpraHoM WCMOSTHUTENbHOM BacTu 3asiBIIEHUSA O
rocygapCTBEHHOWN permcTpaummn iekapCcTBEHHOro npenapara.

2. Cpokn M nopsigoK pasMelleHust ykasaHHOW B 4Yactu 1 Hactosiwen ctatbu MHopmauum
yCTaHaBMNMBaKTCH YNONMHOMOYEHHbIM befeparnbHbiM OpraHOM MCMOMHUTENBHOW BNacTu.

Mnasa 7. KMTMHNYECKUE UCCIIEOOBAHUA NEKAPCTBEHHbIX



NPENAPATOB AnA MEOULUHCKOr O NPUMEHEHUA, AOrOBOP
OB UX NPOBEAEHUN, NPABA NMAUMEHTOB, YYACTBYIOLLKUX
B 3TUX NCCNEONOBAHUAX

Cratba 38. KnuHu4yeckme uccrieaoBaHus JNIEKapPCTBEHHbLIX nMpenapatoB Anld MeauuuHCKOro
NnpUMEeHeHnA

1. KnuHnyeckne uccrnenoBaHusi NekapCTBEHHbIX NpenapaTtoB M MeOMLMHCKOrO MPUMEHEHUs, B
TOM yucne MexayHapoaHble MHOrOLEHTPOBbIE, MHOIOLEHTPOBbIE, MOCTPErncTpauuoHHble, NPOBOAATCS
ONS rocy4apCTBEHHOW perncTpawlmm nekapCTBEHHbIX NPenapaToB Y MHOMO NpefHa3Ha4YeHUsa B O4HON unu
HECKONbKUX MEOMUMHCKMX OpraHuM3aumsax B COOTBETCTBUM C MNpaBuUlaMU  KITMHUYECKOW MpPaKTUKMK,
YTBEPXKAEHHBIMU YMOSTHOMOYEHHbLIM befepanbHbiM OPraHoOM UCTOSHUTENBHOWM BNAacTh, COOTBETCTBEHHO
B CNeayLwmx Lensx:

1) yctaHoBneHve 06e30nacHOCTM NeKapCTBEHHbIX MPenapaTtoB Ans 300pOBbiX A0OPOBOMbLEB U
(VM) MEepeHoCMMOCTU UX 300pOBbIMM  AOOPOBONbLAMM, 332 WCKIOYEHWEM TaKMX WCCNedoBaHWN
NeKapCTBEHHbIX NpenapaToB, NPOM3BEeAEHHbIX 3a Npegenamu Poccuickon ®enepauum;

2) nogbop onTMMarnbHbIX O3UPOBOK JIEKAPCTBEHHONO NpenapaTa U Kypca feyeHus ons naumMeHToB
C onpegeneHHbIM 3aboneBaHNEM, OMNTMMArbHbIX [03 U CXEM BaKUMHALMK MMMYHOOMOMOrMYeckMMm
NeKapCcTBEHHbIMU NpenapaTamn 340poBbIX JOOPOBOSbLEB;

3) ycrtaHoBneHve G6e30NacHOCTM FEKApPCTBEHHOIO npenapata u ero adpdeKkTMBHOCTN LS
nauMeHToB c onpefeneHHbIM 3aboneBaHveM, NpodnNakTN4eCKom 3(PhEKTUBHOCTHU
MMMYHOBUNOMNOrMYECKUX NIEKapCTBEHHbIX NMPENapaToB A 300POBbIX JOOPOBOIbLLEB;

4) n3y4yeHne BO3MOXHOCTU pacLLUMpPEHMS NMOKA3aHWUN ANs MEOULIMHCKOIO NPUMEHEHWS 1 BbISIBIIEHUS
paHee HEN3BECTHbIX MOBOOYHbIX AENCTBUA 3apErMCTPUPOBaHHBIX NEKAPCTBEHHbIX NPEnapaTos.

2. B OTHOLUEHUN BOCNPOU3BELAEHHBIX NIEKAPCTBEHHbIX NpenapaToB A1 MEAULMHCKOrO NPYMEHEHNS
NMPOBOAATCA WUCCNegoBaHnst OMO3KBUBANEHTHOCTM W (MNM) TepaneBTUYECKOW SKBMBASIEHTHOCTUM B
nopsigke, yCTaHOBIIEHHOM YMONTHOMOYEHHbIM hefepanbHbIM OpraHoM UCMONTHUTENBHON BracTu.

3. OpraHumzaumnio MpoBefeHnNst KIMHUYECKUX WCCNeaoBaHWN JIEKAapCTBEHHOrO npenaparta Ans
MEeOVLMHCKOrO NPUMEHEHNST BNPaBe OCYLLECTBATh:

1) pa3paboTymK NekapcTBEHHOro NpenapaTa U1 yrnosIHOMOYEHHOE MM NULO;

2) obpasoBaTenbHble YYpeXOeHWs BbICWEro npod)eccuoHanbLHOro obpasoBaHus u (1)
obpaszoBatenbHble yupexaeHnst 4ONOMHUTENBHOrO NpodeccuoHanbHOro obpasoBaHuns;

3) Hay4HO-MccnegoBaTenbCkUe opraHm3aumu.

4. KnuHudeckne uccrnegoBaHMs NEeKapCTBEHHbIX NpenapaToB AN MEAMUMHCKOrO MPUMEHEHWS
NPOBOASATCA B Mnopsigke, yCTaHOBMeHHOM ctaTeamu 20 - 22 Hactoswero degepanbHOro 3akoHa, Ha
OCHOBaHWM paspeLleHnsi Ha MpoBeOEHNEe KIMHUYECKOro MCCredoBaHWs NekapCTBEHHOrO npenapaTta,
BbIJAHHOIO YMOMMHOMOYEHHbIM hbefepanbHbIM OPraHOM WCMONMHUTENBHOW BriacTu, B COOTBETCTBUM C
uenaMy, ykasaHHbIMM B 4acTu 1 HacTosillerd cTaTbW. YMOMHOMOYEHHbIM hedepanbHbIi  opraH
WCMOMHUTENBHOW BMAacTM BedeT peecTp BblAaHHbIX pPa3pelleHuin Ha NpPOBEAEHME  KIMHUYECKUX
NCCIeQOBaHUA JIEeKapCTBEHHbIX MpPEnapaTtoB, COAEPXallui yKasaHWe Ha WX Uenb WM uenu, B
YCTaHOBMNEHHOM 3TUM OpPraHOM MOpPSAKe.

5. B cny4ae OCyLleCTBMNEHUS TOCYOAPCTBEHHON perMcTpaumMm fekapCTBEHHOIoO npenapara
rocygapcTBeHHas MOLMMHA 3a MPOBEAEHME IKCMEPTU3bl JOKYMEHTOB 1S MOSyYEeHUS paspelleHni Ha
NpOBEAEHUE KITMHUYECKNX UCCIES0BaHNIA NEKapCTBEHHOIO Npenapara As MeanUMHCKOro NPUMEHEHNS U
3TMYECKOWN 3KCMEepTU3bl Npy obpaLleHun 3a rocy4apCTBEHHOW permcTpalmen ekapcTBEHHOIo npenapara
B COOTBETCTBMM C LENbI0 UNWU LENSMM, yKadaHHbIMM B YacTu 1 HacTodAWwen cTaTbW, ynrnadMBaeTcs
OLHOKpaTHO.

6. K opraHmsauum npoBefeHus KIMHUYECKMX WCCMEeQOBaHUM NeKapCTBEHHOro npenaparta Ans
MEOVLUMHCKOTO MPUMEHEHMsT pa3paboTyMKOM NEKapCTBEHHOrO Mpenapata  MOryT MNpuvBreKaTbCs
lopyanyeckme nvua  nwobon  opraHu3auMOHHO-MpPaBoBOM  (bOpMbl  Mpy  yCcrioBuM — obecneyeHns
COOTBETCTBUSA 3TUX UCCregoBaHUi TpeboBaHMaM HacTosiwero ®egepansHOro 3akoHa.

7. KnunHudyeckne wuccrieqoBaHUSA JeKapCTBEHHbIX MpenapaToB ANS MEOVMUUHCKONO MPUMEHEHWS
NMPOBOAATCA B MEOULMHCKMX OpraHu3auusx, aKKpeAWTOBaHHBIX YMOMHOMOYEHHBIM dhedeparnbHbIM
OpraHoM WUCNOSTHUTENLHOW BracTM B MNopsake, YycTaHoBneHHom [lpaeBuTtensctBoM Poccuiickon
depnepauun.

8. [llepeyeHb MeOUUMHCKMX OpraHusauun, UMEeoWKnX npaBo MNPOBOAUTL  KIMHUYECKME
NCCIefoBaHUSA JeKapCTBEHHbIX MPenapaTtoB Ans MEeAWMUMHCKOrO MPUMEHEHMS, U PEeecTp BblOAHHbLIX
paspelleHni  Ha  NpoBedeHMEe  KITMHWYECKMX  UCCMEAOBaHUM  fIeKapCTBEHHbIX  MpenapaToB
onyGMKOBBLIBAOTCA U pas3MeLLaloTcs YNONHOMOYEHHbIM defeparnbHbiM  OPraHOM  UCTOMHUTENBHOW
BNacTu B yCTaHOBMEHHOM UM MOpsiaKe Ha CBOEM oduumansHOM cante B ceTu "VIHTepHeT".



Cratbsa 39. Me>|<,u,yHapop,Hoe MHOroueHTpoBoO€e KIMHU4YeCKoe MuccrnenoBaHmne JeKapCTBEeHHOro
npenapara Aana MegunumnHCKOro npuMeHeHua wunn nocTtperncTtpaunoHHoe KIMHUYEeCKoe uccnegoBaHue
NeKkapCTBEHHOro npenapara gna meamunHCKOro npuMeHeHua

1. MexayHapogHOe MHOroLeHTPOBOE KIIMHUYEeCKoe UCcCneaoBaHWe fnekapCcTBEHHOro npenapara
Onst MeAULUMHCKOro NpuUMeHeHust Ha Tepputopum Poccunckon Pepepaumm Mnmn nocTperncTpaumoHHoOe
KNMHMYECKOE MccnegoBaHMe NEKapCTBEHHOro npenapata Ans MeauuUUHCKOro NpuMeHeHus NpoBOAUTCS
Ha OCHOBaHWUM pa3peLlleHns Ha NPoBEAEHNE KITMHUYECKOro UCCrenoBaHus fNekapCTBEHHOro npenapara,
BbIJAHHOIO YMOMTHOMOYEHHBIM dheeparnbHbiM  OpPraHOM WCMOSTHUTENBHOW BNact Mo pesyrnbraram
3KCMEepTM3bl JOKYMEHTOB, HEOOXOAMMbIX ANS MOMyYEeHWs pa3pelleHns Ha NpoBeAeHNE MEXOYHAPOAHOro
MHOMOLIEHTPOBOIO KITMHMUYECKOIrO MCCNeAoBaHNS NeKapCTBEHHOrO npenapara UM nocTperncTpaumoHHOro
KNMUHNYECKOro NCCNeaoBaHUS NekapCcTBEHHOro npenapara, U 3TUYECKOM 3KCNepTU3bl.

2. [Ona nonyyeHus paspelleHuMsl Ha MNpPOBEAEHME MEXOYHapoOHOr0  MHOrOLEHTPOBOrO
KNMUHNYECKOTO MCCNeaoBaHUsl NeKapCTBEHHOro mnpenapata And MeAUMUMHCKOTO MPUMEHEHUS  WUIu
NMOCTPErNCTPaLMOHHOIO KIMHMYECKOrO UCCNeaoBaHUS NeKapCTBEHHOro npenaparta ans MeauuuHCKOro
NMPMMEHEHVST B  YMOMHOMOYEHHbIA befepanbHbli  OpraH  MCMOSIHUTENbHOWM  BractTu  3asiBUTENb
npeacTaBnseT:

1) 3asBrneHMe O Bbldaye pas3pelleHVsl Ha MNpPOBEAEHUE MEXAYHAPOL4HOIO MHOMOLLEHTPOBOrO
KNMUHUYECKOTO MCCNeaoBaHUsl NeKapCTBEHHOro npernapata And MeAUMUMHCKOTO MPUMEHEHUS  WIu
NMOCTPErNCTPaLMOHHOIO KIMHMYECKOrO UCCNeaoBaHUs NeKapCTBEHHOro npenaparta ans MeauuuHCKOro
NPUMEHEHNS;

2) OOKYMEHT, NoaTBEPXOAOLWUA ynnaTy rocygapCTBEHHON MOLUMMHLI 3@ Bbigadyy pas3peLleHus Ha
NpoOBEAEHNE MEXOYHAPOO4HOTO  MHOIOLEHTPOBOIO  KITMHWYECKOrO  UCCHEeAOBaHUS  JIEKAPCTBEHHOIO
npenapata g MeQULMHCKOro NPUMEHEHNST UITM FOCY4AaPCTBEHHOW MOLUMNHBI 32 Bbldayy paspeLueHns Ha
npoBefeHne MOCTPErMCTPALMOHHOIO KITMHUYECKOTO WCCedoBaHUSA NeKapCTBEHHOro npenapaTta Aans
MeOULMHCKOro NPUMEHEHNS;

3) OT4eT O AOKIIMHMYECKMX WCCMELOBAHMSAX JIEKAPCTBEHHONO CPEACTBa M OTYET O MPOBEOEHHbIX
paHee KIMMHUYECKUX UCCMEeLOBaHUSAX JIEKapCTBEHHOro npenapata Ans MeauuUMHCKOro NnpuMeHeHns (npu
Hanu4un);

4) MpoekT MpPOTOKOMA KIMHUYECKOrO WCCNedoBaHWs  JIEeKapCTBEHHOrO npenapata Ansg
MEeONLMHCKOro NPUMEHEHNS;

5) 6powtopy nccnegosarens;

6) WHMOPMAUMOHHBIA TNUCTOK MaUWEeHTa, Y4YacTBYKOLWEro B KIMHUYECKUX WCCNEeaoBaHMAX
NleKkapCTBEHHOro npenapara anst MeAULMHCKOro NPUMEHEHNS;

7) ceegeHus o6 onbiTe paboTbl MccrnegoBaTener MO COOTBETCTBYHOLUUM CNEUManbHOCTAM U X
onbITe paboTbl MO MPOBEAEHNIO KITMHUYECKUX UCCNEAOBaHNN;

7.1) cBedeHus O MEOUUMHCKMX OpraHuM3auusx, B KOTOpPbIX MpeanonaraeTcs npoBefeHne
KMMHUYECKOrO UCCMeAoBaHMs NEKApCTBEHHOMO Mpenaparta Ans MeOUUMHCKOrO NpuUMeHeHnst (MofiHoe U
COKpallleHHOEe HaMMEHOBaHMWsi, OpraHM3auMoOHHO-NpaBoBas opma, MeCTO HaxOXOEHUS U MeCTO
OCYLLIECTBMNEHNSA [OedATenbHOCTN, TenedoH, Ternedakc, agpec SMeKTPOHHOW MOoYTbl MEeOULMHCKOW
opraHusaumm);

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

7.2) npegnonaraemble CpPOKM MNPOBEAEHMS  KITMHWYECKOTO WCCNEeAOBaHWUst J1IEKApPCTBEHHOIO
npenapaTa anst MeANLMHCKOTO NPUMEHEHNS;

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

8) konuto goroBopa 06A3aTENBHOIO CTPaxOBaHWS, 3aKMHOYEHHOTO B COOTBETCTBMM C TUMOBLIMU
npasBunamym 00A3aTEeNbHOMO CTPaxOBaHUSA, C YyKa3aHWeM npedenbHOM YMCIIEHHOCTW MauUEHTOB,
y4acTBYKOLWMX B KIMHWUYECKOM WCCMEAOBaHMU JEeKapCTBEHHOrO npenapata And  MeguUUHCKOro
NPUMEHEHNS;

(n. 8 B peqa. ®egepaneHoro 3akoHa ot 29.11.2010 N 313-93)

9) wuHdopmMauMio O COCTaBe JIeKapCTBEHHOro npenapata Ang MOMyyYeHus paspelleHns Ha
NpOBEAEHNE MEXOYHAPOO4HOIO  MHOFOLIEHTPOBOrO  KITMHWYECKOrO UCCEeAOBaHUSA  JIEKAPCTBEHHOIO
npenapaTa anst MeANLMHCKOrO NPUMEHEHNS;

10) OOKYMEHT, COCTaBMEHHbI MNPOU3BOOUTENEM JIEKAPCTBEHHOIO Mpenapara M COoAepXallui
nokasatenu (XapakTepuCTUKM) FeKapCTBEHHOTO Mpenapata, MpOU3BEedEHHOrO And  MpoBefeHust
KNMUHUYECKUX UCCNeaoBaHUM.

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

3. B cpok, He npeBbIwaowmi Nty paboumx gHen co OHA NMPUHATUS YKa3aHHOTro B NMyHkTe 1 yacTtn 2
HacTosILLen CTaTbM 3asABIEHUS M HEOOXOOAMMbIX OOKYMEHTOB, YMOMHOMOYEHHbI beaepanbHbli OpraH
WCMONHUTENbHOW BNacTu:

1) NpoBOAMT MPOBEPKY MOSIHOTLI U AOCTOBEPHOCTU CBEAEHWN, COAEPXKaLLUXCA B NPEeACTaBMEHHbIX
3as8BUTENEM AOKYMEHTaX;



2) NPUHMMAET peLLEHME O MPOBELEHUN IKCNEPTM3bl AOKYMEHTOB 41181 MOMYYEHUs paspeLleHns Ha
nposefeHne MeXayHapoaHOro  MHOFOLEHTPOBOrO  KMUHWYECKOro  UccnefoBaHus  fekapcTBEHHOro
npenapata Ana MeguuUMHCKOro NpUMEHEHUs1 UM NOCTPErnmcTpaLmMOHHOIO KMMHUYECKOro MccrenoBaHus
neKkapCTBEHHOro npenapara anst MeAULUMHCKOro NPUMEHEHUST N STUYECKOM 3KCNepTu3bl NMbo 06 oTkase B
npoBefeHUN YKa3aHHbIX 3KCNepTuU3;

3) yBegomnisieT B NUCbMEHHON hOpMe 3asBUTENST O MPUHATOM PELUEHUN UMK B Criydae NpUHATUSA
peLleHns 06 oTkase C ykasaHMeM MPUYMH Takoro oTkasa.

4. OcHoBaHWeM Ansi OTkasa B NPOBEAEHMUN 3KCMEPTU3bl AOKYMEHTOB A1 NONYYEHUS] pa3peLLeHnst
Ha npoBedeHVe MEeXOYHAPOAHOro MHOMOLEHTPOBOro KIMHUYECKOro uccneoBaHusi rnekapcTBEHHOro
npenapaTta Ans MeOuLMHCKOro NMPUMEHEHUS UM MOCTPEermcTpaumoHHOIo KIMHUYECKOrO MCCegoBaHns
NEeKapCTBEHHOro npenapaTta Ans MeOUUMHCKOrO MPUMEHEHUs U 3TUYECKOW JKCMepTU3bl SABMSiEeTCA
npencraBneHve LOKYMEHTOB, MPefyCMOTPEHHbIX YacTblo 2 HacToAWen cTaTbW, B HEMONTHOM 0O0beme
nunbo oTCyTCTBME B MpPeACTaBMeHHbIX JOKYMEHTaX UCHEPMbIBAOLLErO NepevHst HEOOXO4MMbIX CBEAEHMWN
U MHpOPMALINN, KOTOPbIE AOMMKHbI OblTb OTPaXXeHbl B HUX.

5. TlpoBegeHue aKCNepTU3bl [OOKYMEHTOB [AJS19 MOMyYeHUs paspelleHus Ha npoBedeHve
MEeXOYHapO4HOrO MHOFOLIEHTPOBOIO KIIMHMYECKOTO MCCMEeAoBaHMsA FeKkapCTBEHHOrO npenapaTta Ans
MeOULUMHCKOrOo NPUMEHEHNs] NN NOCTPErMCTPALUMOHHOIO KIMUHUYECKOro UCCreaoBaHust NIeKapCTBEHHOIO
npenapaTta Ans MeOUUMHCKOrO MNMPUMEHEHNS N 3TUYECKOM 3KCMepTu3bl M Bblgaya paspelleHus Ha
NpoBe4EHNE MEXOYHAPOO4HOTO  MHOIOLEHTPOBOrO  KIMHWYECKOrO  UCCEeAOBaHUS  NIEKAPCTBEHHOIO
npenapaTta Ans MeOuLMHCKOro NMPUMEHEHUS UM MOCTPErmcTpaumoHHOro KIMHUYECKOro MCCnegoBaHns
NeKapCTBEHHOrO npenapata Ans  MEAWLUMHCKOrO MNPUMEHEHWUs]  OCYLLECTBNAOTCA B NoOpsgke,
ycTaHoBrneHHoM ctatbsamu 20 - 22 HacTogdlero PefepanbHOro 3akoHa.

6. PeweHusa o6 oTka3e B NPOBELEHUN SKCMEPTU3bl AOKYMEHTOB A1 MOMYYEHUS paspelleHnss Ha
NpoOBEAEHME MEXOYHAPOL4HOTO  MHOIOLEHTPOBOIO  KITMHWYECKOrO  UCCEeAOBaHUS  JIEKAPCTBEHHOIO
npenapaTta Ans MeOuUMHCKOro NMPUMEHEHUS UM MOCTPErmcTpaumoHHOIo KIMHUYECKOro MCCegoBaHns
NeKapCcTBEHHOro npenapara And MeauuUHCKOro NMPUMEHEHUS U 3TUYECKOW SKCMepTusbl U B Bblaade
paspelleHnss Ha MpOBEAEHME MEXOYHApPOAHOrO0 MHOIOLEHTPOBOMO  KITMHWYECKOr0 MCCreaoBaHus
NeKapCTBEHHOro npenapaTa ans MeauuUnHCKOro NpUMEHeEHUs1 UNn NoCTPEermcTPaLnoHHOTO KIMHUYECKOro
NCCriefoBaHUs NIeKapCTBEHHOIo npenaparta ans MeguuUMHCKOro NpUMeHeHnsa MoryT ObiTb 0GXanoBaHbl B
nopsigke, yCTaHOBIIEHHOM 3akoHodaTenbcTBOM Poccunckon ®enepaumu.

Cratbsa 40. npOBeﬂ,eHl/le KITMHNYECKOro unccriegoBaHnA JeKapCTBeHHOro npenapata Aand
MeaNUMHCKOIro npuMeHeHunsd

1. PykoBoguTenb MEOULMHCKOW OpraHu3auun, KoTopasi NPOBOAWUT KITMHWYECKOE WCCcregoBaHue
NeKapCTBEHHOIO  Mpenapata AN MEeOMUMHCKOrO  MPUMEHEeHUs, HasHavaeT uccrnegoBarens,
OTBETCTBEHHOIO 3a MPOBEAEHME TaKOro WCCNeaoBaHWs M MMeoLWero ne4vyebHyo cneumanbHOCTb,
COOTBETCTBYHOLLYIO MNPOBOAUMOMY KITMHMYECKOMY WCCMNEAOBAHMIO JIEKAPCTBEHHOrO npenapara, Cco
cTaxem paboTbl MO MporpaMMaM KIMHUYECKMX WUCCNEAOBAHWI JIEKAapCTBEHHbIX NMpenapaTtoB HE MeHee
YyemM NSATb NEeT U MO €ero MpeanioKEeHWI0 Ha3Ha4yaeT couccrnedoBaTenerd U3 4ucra Bpaden aTow
MEeOMLUMHCKON opraHv3aumm.

2. WccnepoBatenb ocyllecTBnsieT BbiOOp MaLMEHTOB, KOTOpblE MO MEAULMHCKAM MOKa3aHUsIM
MOTyT ObITb MPMBMEYEHbI K Yy4acTMIO B KIMHUYECKOM WMCCIe4OBaHUM NEKapCTBEHHOrO mpenapara gns
MEOMNLMHCKOTO NPUMEHEHNS.

3. WccnepoBatenb wn couccriegoBatenu  OOMKHbI ObiTb  O3HAKOMIIEHbI C  pesynbTaTtamu
OOKIMMHUYECKOrO  UCCeoBaHWsl  JIEKApCTBEHHOrO  CpefcTBa, cogepXawummcs B Bpoltope
uccriegoBartens, NPOeKTOM MPOTOKoNa KIMHUYECKOrO WUCCNeaoBaHWst NeKkapCTBEHHOMO npenaparta Ans
MEOMVLMUHCKOTO MPUMEHEHMWS1, pa3paboTaHHbIM pa3paboTyYMKOM feKkapCTBEHHOrO MnpenapaTta WUau WUHbIM
IOPUANYECKMM NULIOM, MNPUBIEKAEMbIM K OpraHu3auuMn MpoBEeAEHNst KIMHUYECKOro MCCneaoBaHus
flekapCTBEHHOrO npenapata Ans MEeOUUMHCKOTO MPUMEHEHWS, U OpYrMMKU  MaTtepuanamMu Takoro
nccregoBaHus.

3.1. PykoBoguTenb MEAULMHCKOW OpraHn3auumn B CPOK, HE MPEBbILAOLWNA Tpex pabodnx gHen co
OHS1 Havana npoBeAeHUs KIMHUYECKOro UCCrefoBaHus NeKkapCTBEHHOMO npenapata Ans MeauLUHCKOro
NpMMeEHeHus1, cooblaeT o6 3TOM B YNOMHOMOYEHHbIN hegepanbHbli OpraH UCMOSNTHUTENBHOW BMAACTH,
BblAaBLUMI pa3peLleHne Ha NpoBeJeHne Takoro uccnefoBaHus, no yCTaHOBMEHHOW UM dhopMe.

(yacte 3.1 BBegeHa PepepanbHbiM 3akoHOM 0T 29.11.2010 N 313-93)

4. OpraHumsauun, OCYLLECTBASIOWMNE OpraHM3aumio MNpPOBEAEHUS KIMHWUYECKOTO WCCefoBaHUs
NEKapCTBEHHOrO npenapaTta O MEeAMLMHCKOro MNPUMEHEHMS M yKasaHHble B 4YacTm 3 cratbum 38
HacTosiwero PenepanbHOro 3akoHa, B criydyae HeobXOOAUMOCTW BHECEHWUS U3MEHEHWA B MPOTOKOS
KMMHUYECKOrO UCCIeL0BaHUSA feKkapCTBEHHOrO npenaparta Ans MeguLUMHCKOro MpUMeHeHus coobuiaroT
00 3TOM B YNMOSTHOMOYEHHbIV begepanbHbIi OpraH UCNOMHUTENBHOW BracTu, BblAaBLUUA pa3peLleHre Ha
NpoBeAEeHNE Takoro UCCrefoBaHus, No yCTaHOBNEHHOW UM hOopMeE.

(B pea. PepepanpHoro 3akoHa ot 11.10.2010 N 271-$3)



4.1. ®opma COOOLLEHMS O BHECEHUN W3MEHEHUN B MNPOTOKON KIMHUYECKOrO WCCNeooBaHUs
nekapCcTBEeHHOro nmnpenapata And MeOUUMHCKOrO MNPUMEHEeHWs [OrkHa coaepxaTb cregywoline
cBegeHus:

1) HaumMeHoBaHWe, NOEHTUUKALMOHHBIN HOMEpP U JaTa NPOTOKONa KIMUMHUYECKOTO MCCNeaoBaHus;

2) nata BHECEHUS] UBMEHEHUI B MPOTOKOS KIMHWYECKOTO MCCNEeaOoBaHMS;

3) HaMMEHOBaHNE N MECTO HAXOXOEHMWS 3asBUTENS;

4) HaMMeHOBaHWe opraHu3auuu, MNpUBMEYEHHON pa3paboTyYMKOM IeKapCTBEHHOro npenapara K
opraHusaumm NpPoBeAeHUs KNMMHUYECKOro CCNeqoBaHUa (Npu Hanuuun);

5) HavMeHOBaHMs N MecTa HaxOoXOEHVUs MELMULMHCKMX OpraHuM3auunm, B KOTOPbLIX MPOBOAUTCS
KNUHUYecKoe nccneaoBaHue;

6) gata Bblgauu paspelleHusi Ha MNPOBELEHUE KITMHMYECKOTO WCCNEenoBaHWst U HOMep 3Toro
pas3peLleHms;

7) U3MEHEHUS, BHOCUMbIE B MPOTOKON KITMHUYECKOIO NCCIef0BaHUs.

(4acTb 4.1 BBegeHa PegepanbHbiv 3akoHoM oT 11.10.2010 N 271-93)

5. B cpok, He nmpeBbIWaoWmi Tpyauatn padboymx QHEN Co OHSA MOSyYEeHUs yKasaHHOro B Yactu 4
HacTosiLLe cTaTbM COOOLLEHUS, YMONTHOMOYEHHbIV dhedepanbHbIi OpraH WMCMONMHUTENbHOW BNacTu
paccmaTpvBaeT 3TO COOOLeHVMe B YCTAHOBMEHHOM UM MOPSAKE W NMPUHUMAET peLUeHME O BHECEHMU
N3MEHEHMIA B MPOTOKOS KITMHUYECKOTrO UCCneaoBaHMsi NEKAapCTBEHHOrO npenapaTta Ans MeauuuHCKOro
NPUMEHEHNS U1 006 0TKa3e BO BHECEHUMN TaKUX U3MEHEHWIA.

6. KnuHmnyeckoe wuccrnemoBaHWe NeKapCTBEHHOro npenapata Ans MeAMUMHCKOTO MPUMEHEHMS
MOXeT ObITb MPMOCTAHOBMEHO WNN MpEeKpaLLleHo, ecnu B MpoLecce ero npoBefdeHust obHapyxeHa
ONacHOCTb AJ15 XXN3HW, 300POBbs NALUEHTOB. B crniyyae BO3HUMKHOBEHMS ONACHOCTU A1 XKU3HU, 300pOBbS
nauMeHTa, Yy4acTBYHOLLEro B  KIMHUYECKOM WCCMNEAOBaHWMM  JIEKApPCTBEHHOrO npenapata  Ans
MEOVLUMHCKOTO MPUMEHEHWs, nccnegoBateny ob6si3aHbl NpouHGOpMUpoBaTb 00 3TOM pyKoBOAMTENS
MEOVUMHCKON  OpraHvM3aumm UM OpraHvM3auuio,  MOfyuYMBLUYKO — paspelleHne  YMONHOMOYEHHOro
denepanbHOro oOpraHa WCMOMNHUTENBbHOW BRACTUM Ha OpraHM3auuio  MPOBEAEHUS]  KITMHUYECKOro
nccnegoBaHus NekapCTBEHHOro npenapara. PelieHne o NpuocTaHOBNEHUN KIMHUYECKOTO UCCIeA0BaHNS
NEKapCTBEHHOrO npenapara Ang MeguumHCKOro NMPUMEHEHUS NMPUHUMAOT PYKOBOAWUTENb MEOMULUHCKON
opraHusauum v (Unu) opraHusaums, Nony4vmBLIasi pa3peLleHne yrnonHOMOYEHHOro doeaeparnbHOro opraHa
WCMNOJTHUTENBLHOM BNAacTU Ha OpraHM3auuio NMPOBEAEHMST KIMMHUYECKOTO MCCIEAO0BaHNS FIEKapCTBEHHOIO
npenapata Ans MeOWUUWHCKOrO MPUMEHEHUs, peLLUeHMe O TMpeKpalleHun Takoro WccregoBaHnUs
NMPUHUMAET YNOIMHOMOYEHHBIN dheaeparnbHbI OpraH UCMOMHUTENBHOW BNACTM HA OCHOBaHMM COOOLLEHNS
B MWCbMEHHON (OPME PYKOBOAWUTENSA MEOMLMHCKOW OpraHv3aumyM Wnv opraHusauus, nony4vmsLias
paspeLueHe yMnorHOMOYEHHOro denepanbHOro opraHa WCMOSTHUTENBbHOW BRacTM Ha OpraHu3auuio
npoBeaeHnst KNMHNYECKOro UCCIedoBaHNs NIeKapCTBEHHOMO NpenapaTa Afisi MeAULMHCKOrO NPUMEHEHMS.

7. B cpok, He npeBbilaALWMA NATU paboymx OAHEW CO AHS 3aBEPLUEHUs!, NPUOCTAHOBMEHMST UMK
NMpeKkpalleHns  KIMMHMYECKOro  UCCNeaoBaHWsi  NIEKapCTBEHHOro npenapata  Ans  MeauLUHCKOro
nNpMMeHeHus1, cooblleHne o6 3TOM HampaBnsieTCA OpraHM3auusiMy, ykasaHHbIMKM B YacTtu 3 crtatbn 38
HacTosilero defepaneHOro 3akoHa, B YNOMHOMOYEHHbIN beaepanbHbld OpraH UCMONMHUTENBHOW BNacTh
no ycTaHOBMNEHHOW UM dhopme.

8. dopma coobLieHMs1 O 3aBepLleHUW, MPUOCTAHOBMEHUM WU MpPeKpaLLeHUN KITMHUYECKOrO
nccnegoBaHMs NekapCTBEHHOO npenapara ans MeguuuHCKOro NpUMeHeHNst A0IMKHA CoaepXaTb:

1) nHdopmauMio 0 MEOULMHCKOW OpraHuM3aumm WM MegULMHCKMX OopraHv3aumsx, MpoBOOMBLUNX
JaHHoe nccrnenoBaHue;

2) onucaHne JaHHOro 1ccnenoBaHns;

3) DaHHble uccnegoBaTend (amunusi, Ms, OTYECTBO, MECTO paboTbl, 3aHUMaemasi JOMKHOCTb,
creumanbHOCTb, CTax paboTbl MO nporpaMmMaM  KMUHUYECKUX WUCCIeAOoBaHUM  NeKapCTBEHHbIX
npenapaToB, MepeYeHb KIMHUYECKMX WCCNEAOBaHUN JeKapCTBEHHbIX MpenapaTtoB, B KOTOPbIX OH
npuMHMMan y4actue (nepmogbl y4acTusi) B Ka4ecTBe uccrieqoBaTens unv concecriegoBarens);

(B peq. ®egepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pesynbTaT [OaHHOIO WCCreqoBaHUS (3aBeplueHMe, MPUOCTaHOBMEHUE WM  MpeKpalleHne
OaHHOTO UCCIeoBaHNs C YyKa3aHUEM WX MPUYMH M BIISAHUS Ha OLEHKY €ro pesynbTaTtoB, OOy OLEHKY
pucka M OXMOaemMow Monb3bl OT NMPUMEHEHWUs WCCNEAYEMOro FfIeKapCTBEHHOIO Mnpenaparta, a Takke
npegnonaraemble ganbHenwme JeNCTeus).

9. YNOnMHOMOYEHHbIN edepanbHbIi OpraH UCMONMHUTENBHOM Bractu  OnyGrunKoOBbIBAET U
pasmellaeT Ha cBoeM oduumanbHoM canTe B cetn "MIHTepHeT" coobuieHne O 3aBepLleHun,
NMPUOCTAHOBIIEHUN WUNW MNPEKPaLLEHNMN KITMHUYECKOro WCCIieqOBaHWsi FIEeKapCTBEHHOro npenaparta ansi
MEOVLMHCKOTO NMPUMEHEHMST B CPOK, HE MPEBbIALWUA NATU paboynx OHEN CO OHSA €ro nonyyveHwusi, B
YCTaHOBMNEHHOM UM MOPSAAKE.

10. YNonHOMOUYEeHHbIV dbefeparbHbli OpraH UCMOMHUTENbLHOW BMNacTy OCYLLECTBNAET BedeHue
peectpa uccrnegoBaTenen, NpPoBOAAWMX WM NPOBOAMBLUMX  KIMWHWYECKME  UCCIEeLOoBaHUs
NEeKapCTBEHHbIX NMpenapaTtoB Ans MEeOUUMHCKOTO NMPUMEHEHWs, B COOTBETCTBMM C YTBEPKAEHHBIMU UM
npasunamy 1 pasmellaeTt ero Ha csoem oduumnansHoM cante B ceTn "HTepHeT" B YCTAHOBIIEHHOM UM



nopsiike. YkasaHHbI peecTp COOePXUT WH(opMauuo, nNPeayCMOTPEHHYK MyHKToM 3 4actn 8
HacTosILLLEeN cTaTbu.

11. OT4yeT O pesynbTatax KIMHUYECKOTO WCCNEeaOBaHNA FeKapCTBEHHOrO Mpenapata Aans
MeLULIMHCKOro NPUMEHEHUS1 COCTaBNAETCA opraHusaumnen, ykazaHHOW B YacTn 3 ctatbk 38 HacTosLlero
defepanbHOro 3aKkoHa, Ha OCHOBAHUM 3aKMIOYEHUN MeOMLIMHCKUX OpraHv3auun, npoBOAMBLUUX 3TO
nuccneposaHve, U NpeacTaBnseTca B YNONHOMOYEHHbIN befepanbHbIi OpraH UCMOSTHUTENLHOW BracTu,
BblAaBLUNIA paspeLleHe Ha NpoBeaeHne aTOro uccneaoBaHus, B CPOK, He NPeBbLILLAOLMI TpexX MecsLeB
CO [OHSA €ero 3aBepLueHusd, MpPUOCTaHOBMNEHUA WM MpekpalleHusi, B nopsake, YCTaHOBNEHHOM
YNONHOMOY€EHHbIM (beaepanbHbIM OpraHOM UCMONHUTENBbHON BNACTU.

12. HapylweHue npaBun KIMHUYECKOW MpaKkTUKKW, anbcuurkaunsa pesynbTaToB KIMHUYECKOro
NCCrefoBaHUSA JIeKapCTBEHHOINO Mpenapata  Anisa  MeOMLUMHCKOrO MPUMEHEHUs BRekyT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENLCTBOM Poccunckon ®egepaumu.

13. Tlpu npoBedeHMM KNUHUYECKOTO UCCNedoBaHUA  FekapCTBEHHOro npenapaTta Ans
MEOMVLMHCKOTO MPUMEHeHMs gonyckaeTcs 3abop y naumeHToB Guonormyeckux martepuanos (obpasupl
OMoNoOrMYecknx KMOKOCTEN, TKaHEW, CEeKpeTOB W MNPOAYKTOB KM3HEAESATENbHOCTM  YEeNloBeKa,
PU3NOMOTMYECKNX W MNATONMOTMYECKMX BbIOENEHWI, Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHW3MOB,
OvoncuiHbIM MaTepuan) Ans ux u3ydeHus Ha Tepputopum Poccuickon Pepepaunmn n (vnn) 3a
npegenamu Tepputopumn Poccuinckon egepauuu.

14. MNopsgok BBo3a Ha Tepputoputo Poccuickon depepaumm n BbiBO3a 3a Npeaesnbl TEpPUTOPUn
Poccuickon ®depepaumy GUOMNOrMYECKUX MaTepuarnos, MOMYYEHHbIX MpU NPOBEAEHWUM KITMHUYECKOro
NCCregoBaHUSA  JIEKapCTBEHHOrO npenapata  Ans MeOMLUMHCKOrO MNPUMEHEHWs, yCTaHaBMNMBaETCS
MNpaButenbctBoM Poccuinckon degepauuu.

Cratbs 41. ,D,OI'OBOp O npoBeaeHnn KNnnMHN4YeCcKoro nccrneaoBaHna nekapCTtBeHHOro npenapara and
MeaNLUMHCKOIro npuMeHeHuns

1. KnuHuuyeckoe uccnegoBaHMe NEKapCTBEHHOrO npenapaTta Anst MeaMUMHCKOro NpUMeHeHust
NpoBOAMUTCS B COOTBETCTBMM C AOFOBOPOM O NMPOBEAEHUUN KITMHUYECKOrO NCCIEeA0BaHUS NIEKapCTBEHHOIO
npenapata AN MEOULUMHCKOIO MNPUMMEHEHMWS, 3aK/ioYaeMbiM MEXOy OpraHusaumen, nonyyYmnBLLEN
paspelleHe ynorHOMOYEHHOro denepanbHOro opraHa MWCMOSTHUTENBbHOW BRacT Ha OpraHu3auuio
NPOBEAEHUSA TaKOrO WMCCIefOBaHUSA, U MEOULMHCKOW OpraHu3auuven, OCYLLECTBISAIOLWEN npoBeaeHne
Takoro uccregoBaHus.

2. [oroBop O nNpoBedEHMM KIMMHUYECKOTO WCCIEedOBaHNS JeKapCTBEHHOro MnpenapaTta Ans
MeOMLMHCKOro NPUMEHEHMST OOMKEH coaepXaThb:

1) ycnoBusi n Cpoku NpOBEAEHUSA LAaHHOIO UCCIEN0BaHUS;

2) onpeperneHue obLier CTOMMOCTM MpOrpamMMbl AAHHOIO WCCHEAOBaHUS C yKa3aHUMEM CyMMbl,
npegHasHavaroLencs ang sbinnart nccregoBaTtensm, cCouccrnegoBaTtensam;

3) onpegeneHue GOpMbl  NPEACTaBEHWs  pe3ynbTaTOB  AaHHOTO  MCCredoBaHMsS B
YNONMHOMOYEHHbIN befeparbHbIi OpraH UCNONHUTENBHOW BNacTu.

Cratbs 42. duHaHcoBoe obecneveHne KIMHUYECKOro MccrenoBaHus JIeKapCTBEHHOIo npenapara
anda meguumMHCKOro npuMeHeHus

durHaHcoBoe obecneyeHne KIMHUYECKOTO WCCredoBaHUSA JeKapCTBEHHOrO npenapata Aans
MEOULMHCKOTO MPUMEHEHUST OCYLLECTBMSIETCH 3a CYET:

1) cpeacTB dhegepansHOro bromxkeTa;

2) cpefnctB OpraHuM3auun, MOMYYMBLUMX paspelleHne Ha OpraHuM3auuito NpoBeAEeHUs [AHHOro
NccriegoBaHus, B COOTBETCTBUM C YCITOBMSIMU JOrOBOpa O €ro NpoBEeAEHUN;

3) VIHBIX HEe 3anpeLLeHHbIX 3akoHodaTenbcTBoM Poccunckon ®egepauym NCTOYHMKOB.

Cratbsa 43. MNpaBa MNauUMEHTOB, YYacCTBYIOLIMX B KIMHUYECKOM WCCMeOOBaHUM J1eKapCTBEHHOIo
npenapara Ans MeauLUUHCKOro NpuMeHeHus

1. YyacTme nauveHToB B KIMHUYECKOM WCCredoBaHMU JIEeKapCTBEHHOro mnpenapaTta Aans
MEOUVLMHCKOTO MPUMEHEHUS ABMNSIETCA JOOPOBONBHbIM.

2. lMauMeHT unu ero 3aKOHHbIN NpeacTaBUTENb OOMKEH ObiTb MHPOPMUPOBAH B MUCbMEHHOM
cdopwme:

1) 0 nekapcTBeHHOM MpenapaTte AN MEOUUMHCKOrO MPUMEHEHUS U CYLLHOCTU KITMHUYECKOTO
nccregoBaHus 3TOro NekapCTBEHHOMO Npenapara;

2) 0 6e30nacHOCTM NeKapCTBEHHOIo npenapata ANAs MeAULMHCKOrO NMPUMEHEHMS, ero OXXugaemon
3 PEKTUBHOCTU U CTEMEHN pUCKa AN4 NAUMNEHTA;

3) 06 ycnoBusix y4acTus nauymeHTa B KNMHWYECKOM UCCIIe[0BaHUM NekapCTBEHHOMO npenapara Ans
MEOVLMHCKOTO NPUMEHEHNS;



4) 0 uenM unNU uUenax U MNpPOSOSPKUTENbHOCTM KIMMHUYECKOrO WCCNEeAOBaHMS NEKapCTBEHHOMO
npenapaTta ans MeanUUHCKOro NpUMeHeHns;

5) o pencrBusaAx nauveHTa B crnyvae HenpeaBuaeHHbIX 3d(eEKTOB BMUAHUS JEKapCTBEHHOIO
npenapaTta 4nsg MeaANLUHCKOro NPUMEHEHNSA Ha COCTOSIHUE €ro 340P0BbS;

6) 06 ycrnoBusix 00s3aTeNbHOro0 CTPaxoBaHUSA XXMU3HW, 300PO0Bbs NALMEHTA;

7) O rapaHTMaXx KOH(MAEHUMANbHOCTM Yy4acTus NauuMeHTa B KIIMHUYECKOM MCCNenoBaHum
NeKapCTBEHHOro npenapara Aafns MeauLUMHCKOro NpMMeHeHns.

3. [obpoBonbHOE cornacve nauueHTa Ha y4actue B KMMHUYECKOM UCCIe[oBaHUN NEKAPCTBEHHOIO
npenapaTta 4ng MeOWUUHCKOrO NPUMEHEHWsa MoATBEPXKOAETCA €ero noanucbio MnmM nNoanucbio ero
3aKOHHOro NpeacTaBUTENS Ha MHPOPMALIMOHHOM JTUCTKE NauMeHTa.

4. TMauneHT wnNM ero 3aKkOoHHbIA MpeacTaBuMTENb WUMEET MpaBO OTKasaTbCA OT y4vacTusa B
KNUHNYECKOM WUCCMeAOoBaHUN NEKapCTBEHHOrO npenaparta ans MeaMUMHCKOrO MPUMEHEHUs Ha nobon
CcTagun NpoBeAEHNsT TaKkoro UccneaoBaHus.

5. lNpoBedeHne KNUHNYECKOTO MCCNEOdOBaHUS JeKapCTBEHHOro npenaparta Ans MeauUMHCKOro
NMPUMEHEHMS C y4acTMEM B KayecTBe MaLMEHTOB AeTeN O0MYyCKAeTCsl TOMbKO C COrnacus B NMMCbMEHHOM
dopme ux popuTenen, ycbiHoBuUTENEn. [eTn MOoryT paccMmaTtpuBaTbCsl B KadecTBe MNOTEHUManbHbIX
NauMeHTOB TaKoro MWCCMNeaoBaHWsi, TONbKO €CNU ero npoBedeHMe HeOoOXOAMMO AN YKpenneHus
3[00pOBbsl AeTeN UNu NPodUnakTUkM WMHGEKUMOHHbIX 3aboneBaHUn B OETCKOM Bo3pacTte nnbo ecnu
Lenblo Takoro MCCrneaoBaHus SIBMSETCHA MOMyYeHWe AaHHbIX O Haunyyllen JO03MPOBKE NEKAPCTBEHHOMO
npenapata Onsd neyeHus geter. B aTux criyyasix TakoMy WCCNeOoBaHWMIO LOOIMKHO MpeflwecTBOBaTb
KNUHWYECKoe WCccredoBaHMe IeKapCTBEHHOro npenapata  And  MeOULUHCKOro MNPUMEHEHUs Ha
COBEPLLEHHONETHUX rpaXkaaHax.

6. 3anpelwiaeTca npoBedeHME KITMHMYECKOro WCCIeQoBaHWUsl NeKapCTBEHHOro mnpenapara Aans
MEOMLMUHCKOTO MPUMEHEHUS C y4acTUeEM B Ka4eCcTBe MaLUEHTOB:

1) OeTen-cnpoT N eTen, ocTaBLunxcsa 6e3 nonevyeHnss poauTenen;

2) XeHWWH B nepuod 6epemMeHHOCTW, >XEHLWMH B Mepuog rpyaHOro BCKapMITMBaHUA, 3a
WCKIMIOYEHNEM CIly4yaeB, €CfM NPOBOAUTCS KIMMHWYECKOE MCCredoBaHWE JeKapCTBEHHOrO npenaparta,
npefgHa3Ha4YeHHOro Ans yKa3aHHbIX XKEHLUWMH, MpU YCOBUM HEOGXOQMMOCTU NOfyvYeHuss MHdopMaumu
TONbKO BO BPEMS MNPOBEAEHMS COOTBETCTBYIOLIMX KIMHUYECKMX WCCNEAOBAHMN W MPUHATUA BCEX
HeobXoaMMbIX Mep MO WUCKMOYEHUIO pPUCKA HAHECEHWs Bpeda XeHWMHe B nepuoa 6epeMeHHOCTH,
)KEHLLWHE B MEPUOA rpygHOrO BCKapMITMBaHUSA, Nrogy unu pebeHky;

3) BOEHHOCMyXalux, 3a WCKIIOYEHNEM CrlyYaeB MPOBEAEHUS KIMHUYECKOrO WCCNeaoBaHus
NEKapCTBEHHOIO MpenapaTa, crneuuwanbHO pa3paboTaHHOrO ANs MPUMMEHEHWS B YCIOBUSX BOEHHbIX
OEVCTBUW, 4pe3BblHavHbIX CUTyauun, MNpoUNaKkTukn un nedvyeHust 3aboneBaHnin U MOPaKEHWUN,
MONMy4YeHHbIX B  pesynbTaTte BO34ENUCTBMS  HEOMaronpusTHbIX — XMMWUYECKUX,  OMONOrMyeckmx,
paguaunoHHbIX akTopoB. KnnMHMYEcKoe uccrieqoBaHWE TaKoro feKapCTBEHHOro npenaparta MOXeT
NPOBOAUTBLCH C y4acTMEM B Ka4eCTBE MaLMEHTOB BOEHHOCHY)XXaLLNX, 32 UCKITIOYEHMEM BOEHHOCHYXKaLLMX,
NMPOXOAALLMX BOEHHYO cryxby Mo npu3biBy, C cobnogeHnem TpeboBaHNMA, YCTAHOBMEHHbBIX HACTOSALLMM
depnepanbHbIM 3aKOHOM B OTHOLUEHUM FpaXKaaHCKUX FnLL;

4) COTPYAHMKOB NPaBOOXPaHUTENbHbLIX OPraHoB;

5) nuu, oTbbIBalOWNX HaKa3aHMe B MeCTax NMLeHMs cBOOOAbI, a TaKkke NuL, HaXOOALWMXCS nog
CTpaXkel B CIEACTBEHHbIX U3onsATopax.

7. [HonyckaeTcsi npoBeAEeHME KITMHWYECKOTO WCCNedoBaHus JIeKapCTBEHHOrO npenapata Ans
MEOMNLMHCKOTO MPUMEHEHUS, NpegHa3Ha4YeHHoro Ansi nedYeHnst NCUXn4ecknx 3abonesaHui, ¢ y4actmem B
Ka4yecTBe MaLWeHTOB NUL, C NCUXMYECKMMUN 3ab0oneBaHMsIMM, NPU3HAHHbIX HeQeecnocoOHbIMM B Nopsigke,
YCTaHOBMEHHOM  3akoHogaTtenbcTBOoM  Poccunckon  ®epepauun. KnuHudeckoe — vccnegoBaHue
NEeKapCTBEHHOrO npenapaTa B 3TOM Cryvae NpPOBOAUTCS MPU HanMnyum cornacus B MMCbMEHHOW dopme
3aKOHHbIX NpeAcTaBuUTenen ykazaHHbIX L.

Cratba 44. OO6gA3aTenbHOe CTpaxOBaHME >KU3HW, 300pPOBbS MNaLMEHTa, Y4yacTBYHOLLEro B
KNMMHUYECKOM UCCreqoBaHnM NekapCTBEHHOro npenapara anst MeauLMHCKOro NPUMeEHEeHs

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

1. OpraHusauus, TMONyyYMBLLAS paspelleHMe Ha OpraHu3auuio NpPOBEdEHUsT  KIMHUYECKOro
nccrnenoBaHns JfieKapCTBEHHOro npenapaTta Afiss MEeOULMHCKOTO MNMPUMEHEHWs, obsisaHa B KadecTBe
CTpaxoBaTensl CTpaxoBaTb PWCK TMPUMMHEHUs Bpeda >KW3HM, 3[A0POBbI0 MauUuWeHTa B pesynbTaTte
NpPOBEeAEHUS KITMHUYECKOTO UCCIeoBaHNs NeKapCTBEHHOMO npenapara A MeguUMHCKOro NMpuMeHeHust
3a CBOW CYET NyTeM 3aK/oYeHUst JoroBopa 06s3aTenbHOro CTpaxoBaHus.

2. O6bekToM 006s13aTeNlbHOr0 CTPaxoBaHUA SIBMSETCS MMYLLIECTBEHHbIE MHTEpPEC nauWeHTa,
CBSI3aHHbIN C MPUYMHEHVEM BPeda ero >KU3HW Uy 300POBbI0 B pe3ynbTaTe NPOoBeAEeHUst KITMHUYECKOro
nccrenqoBaHns ieKapCTBEHHOro npenapaTta afsi MEAMLMHCKOTO MPUMEHEHNS.



3. CtpaxoBbiM crnydaem Mo AOroBopy obsi3aTenbHOr0 CTPaxoBaHWSA SBMSETCS CMepTb NauueHTa
UNn yxygleHve ero 30opoBbsi, B TOM 4MCe Brekywee 3a cobon yCcTaHOBMEHME WHBaNMAHOCTU, MpU
HanM4YMM NPUYMHHO-CIEACTBEHHOW CBSI3M MEXAY HACTYMNIEHWEM 3TOro COObLITMA 1 y4acTMeM MauueHTa B
KNMHMYECKOM UCCenoBaHMM fieKapCTBEHHOro npenapara.

4. TpeboBaHus 0 BO3MeLWEHUN Bpeda, MPUIMHEHHOIO >XM3HU WKW  300POBbH  NALUMEHTA,
NpeabsaBnsalTCA B TEYEHMEe  CPOKOB  MCKOBOW  [aBHOCTW,  YCTAHOBMEHHbIX  FPaXXdaHCKUM
3aKoHOOATENLCTBOM.

5. Pasmep cTpaxoBoi BbinnaThl N0 4OrOoBOpY 0683aTeNbHOr0 CTpaxoBaHUsl COCTaBNsieT:

1) B cnydyae cMepTV nauueHTa ABa MUITIIMOHA pyOnen Ha KaZoro nauueHTa, y4acTBOBaBLLETO B
KNMUHNYECKOM MCCIieqoBaHMM NIEKAPCTBEHHOIO NpenaparTa,;

2) Npu yXyaweHun 300poBbs NauveHTa:

a) NoBreKkwemM 3a cCOOON YyCTaHOBMEHUE WHBANUOHOCTM | rpynnbl, OOQUH MUIIIIMOH NSATLCOT ThicAY
pybnem Ha Kaxgoro nauueHTa, y4acTBOBaBLUErO B KIIMHWYECKOM WCCMELOBAHMU J1EKAPCTBEHHOIO
npenaparTa;

0) noBnekwem 3a cobow ycTaHOBReHue WHBanuaHocTu Il rpynnbl, OOAMH MWNNUOH pyGnen Ha
KaXkgoro nayveHTa, y4acTBOBaBLUErO B KITMHMYECKOM MCCreqoBaHUM NEKapCTBEHHOMO Npenapara;

B) MoBnekwemM 3a coboi ycTaHoBneHne uHBanugHoctu |l rpynnel, NSTbCOT Thica4 pybren Ha
Ka)kgoro nayueHTa, y4acTBOBaBLUErO B KITMHMYECKOM MCCreqoBaHUM NEKapCTBEHHOMO Npenapara;

r) He noBrekwem 3a cobon yCTaHOBNEHMS MHBANUOHOCTU, He Bonee Yem TpucTa Teicay pybnen Ha
Ka)kgoro nayueHTa, y4acTBOBaBLUErO B KITMHMYECKOM MCCreqoBaHUM NEKapCTBEHHOMO npenapara.

6. Paamep cTpaxoBbIx BbIMMaT MOXET ObITb YBEMWYEH HA OCHOBAHWUM pPELLEHNs cyaa.

7. Cpok goroBopa 06s13aTeNbHOrO CTpaxoBaHUA He MOXeT OblTb MeHee, YeM CPOK NMpOBeAEHMs
KNMUHNYECKOro UCCreaoBaHus NekapCcTBEHHOro npenapara.

8. Ycrnoeusa poroBopa 006s13aTeNbHOrO CTpaxoBaHUS, B TOM UYMUCIEe CTpaxoBble Tapudbl Mo
06A3aTenbHOMY CTPaxoBaHMIO, NepedeHb HeoOXOOUMbIX OOKYMEHTOB ANsl OCYLLECTBIEHMS CTPaxoBOW
BbIMMNaTtbl, MOPSAOK YCTAHOBIIEHUS CTpaxoBaTeneM WHAMBUOYANbHOMO WAEHTUUMKALUMOHHOIO Koda
naumeHTa, NopsaoK MHOPMUMPOBaHNS CTpaxoBaTeNeM CTPaxOBLUMKA O MPUBMEYEHHBIX K KIMHUYECKOMY
NccrneaoBaHMIO NEKapCTBEHHOro npenapaTta Ans MeOuLUHCKOro MNPUMEHEHUst NaumeHTax, Mnopsigok
ynnatbl CTPaxoBOW NpeMum, NOPSAOK peanusauum onpegeneHHbix HactoswmmM PegepanbHbiM 3aKOHOM U
apyrvimn - degeparnbHbiMU  3aKOHaMM NpaB M 00A3aHHOCTENW CTOPOH MO AOroBopy 00A3aTenbHOro
CTpaxoBaHWUsl yCTaHaBMMBAKTCA TUMOBLIMUW NpaBunaMm 06s13aTeNbHOr0 CTPaxoBaHKS.

9. B cny4yae nNpuyvHeHns Bpeda XXM3HW NaLMeHTa, y4acTBOBaBLUETO B KIIMHMYECKOM MCCeaoBaHM
NEeKapCTBEHHOrO MpenapaTa, BbirogonpuobpeTatensamm Mno AOroBopy 0083aTenbHOro CTpaxoBaHMs
ABNAOTCA rpakgaHe, UMeKLMe NpaBo Ha BO3MELLEHWE Bpega B Criydae CMepTM KopMunbLua B
COOTBETCTBUM C MPaKOAHCKMM 3aKOHO4ATENbCTBOM, NMPW OTCYTCTBMU TAKUX MPaX4aH - pOAUTENW, Cynpyr,
OeTV yMepLlero naumeHTa, y4acTBOBaBLLErO B KIMMHUYECKOM MCCIeAoBaHMM NEKapCTBEHHOIO npenapara,
B Cryyae CMepTM MauueHTa, Y4YacTBOBABLUETO B KIIMHWYECKOM WCCNEOOBaHUM J1EKAPCTBEHHOIO
npenapata U He WMEBLUEr0O CaMOCTOSTENIbHOrO Aoxoda, - rpaxaaHe, Ha WXKOWBEHWMM KOTOPbLIX OH
Haxoawsncsl, B OTHOLUEHUM BO3MELLEHMSI pacxXo4oB Ha norpebeHve nauueHTa, yd4acTBOBaBLUEIO B
KNMUHNYECKOM MCCneaoBaHMmM JIEKapCTBEHHOMO NpenaparTa, - MU0, NMoHecLlee Takue pacxombl.

10. CrtpaxoBas BbiNlaTa B CYeT BO3MELWIEHUS Bpena, MNPUYMHEHHOrO XWM3HM MauueHTa,
Yy4acTBOBAaBLLEIO B KITMHUYECKOM MCCMELOBaHMUN FIEKAPCTBEHHOrO Mpenapara, pacnpegensieTcs Mexay
BbIrogonpuodperaTensamm NnponopLMoHanbHO MX KONMYECTBY B PaBHbIX SOSX.

11. T[lpu HacTynneHmM CTPaxoBOro Criyyass MauueHT, Yy4acTBOBaBLUWA B  KIMHUYECKOM
nccregoBaHMM  JIEKapCTBEHHOro  npenapara, BbirogonpuobpeTaTens BrpaBse npeabsBUTL
HenocpeacTBEHHO CTPaxoBLLMKy TpeboBaHMe 0 BO3MELLEHUN NPUYMHEHHOrO Bpeaa. CTpaxoBas Beinnarta
OCYLLECTBMSIETCA CTPAaxOBLUMKOM B TEeYEHWe TpuauatM OHerW CO OHs MpeacTaBrieHnss Heobxogumbix
OOKyMeHTOB. auneHT, y4acTBOBaBLUMIA B KIMMHWYECKOM UCCIE40BaHUN NIEKAPCTBEHHOMO Npenaparta, unm
Bbirogonpuobpetatens 06513aH COOOLMTb CTPaxOBLUMKY [AOS19 OCYLUECTBIEHWS CTPaxOBOW BbinnaThl
NMHAMBUAYanNbHbIN UAEHTUUKALNOHHBIV KO, NauMeHTa, YCTAaHOBIIEHHBIN CTpaxoBaTerieM B COOTBETCTBUM
C TMMOBbLIMW NpaBunammn ob6s3aTenbHOro CTpaxoBaHMs.

12. [Jo nonHoro onpefeneHns pasMepa noasfiexallero BO3MELLEHMIO Bpeda CTPaxoBLUMK MO
3asBEHUNIO MaUMEHTa, y4acTBOBaBLLErO B KIIMHNYECKOM MCCIEAOBaHMN NEKAapCTBEHHOIO npenaparta, unm
3asBIIEHNIO BbIrogonprobpeTaTens BnpaBe OCYLLECTBUTL YaCTb CTPaxXOBOW BbINSaTbl, COOTBETCTBYHOLLYIO
baKkTMyYecKkn onpeaesieHHon YacTu NPUYMHEHHOro Bpeaa.

13. CrpaxoBasi Bbimflata B COOTBETCTBMM C [OOrOBOPOM 00653aTenibHOro  CTpaxoBaHUs
OCYLLIECTBNSETCSA HE3ABUCMMO OT BbINMaT, MPUYNTAKOLLUXCS MO APYIUM BUAAM CTPaxoBaHUs.

14. He ponyckaeTca y4yacTue nauMeHTa B NPOBEAEHUU KIMHUYECKOrO UccrnegoBaHus
NEeKapCTBEHHOMO NpenapaTa Npu OTCYTCTBUM AOroBopa 00s3aTernibHOro CTpaxoBaHusl.

15. KoHTponb 3a UWCMoriHEHMEM opraHusauuen, MonyYmMBLIE paspelleHrMe Ha opraHusauuio
npoBeaeHns KIMHUYECKOro UccnegoBaHus NekapcTBEHHOMO npenapara Ans MeguUMHCKOro NPUMEHEHNs,
YCTaHOBMEHHOW HACTOsLLEN cTaTbe 06A3aHHOCTM MO 0bsi3aTenbHOMY CTPaxOBaHWUIO XW3HW, 300pOBbS
nauveHTa, y4acTBywwero (y4acTBOBaBLUEro) B  KIMHWYECKOM UCCreqoBaHUM  NIEKApPCTBEHHOIO



npenaparta, OoOcCywecTBndeTCA YNOJTIHOMOYEHHbIM cbe,qepaanblm opraHom WCMNONHUTENbHON BnacTu,
BblAaBLIMM pa3peLueHne Ha nposegeHmne KinnHNYeCcKmnx ncenegoBaHuin JIEKapCTBEHHbLIX MpenapaTtoB AnA
MeaNLUMHCKOro NnpuMeHeHus.

Mnasa 8. MPOU3BOACTBO U MAPKUPOBKA NIEKAPCTBEHHbLIX CPEACTB
Cratbs 45. [Mpon3BoACTBO NEKAPCTBEHHLIX CPEACTB

1. MNponsBoACTBO NeKapCTBEHHbLIX CPeaCcTB AOMKHO COOTBETCTBOBATb MpaBunamMm opraHusaLumu
NpovM3BOACTBA W KOHTPOMNSA KayecTBa NeKapCTBEHHbIX CPeacTs, yTBepXAeHHbIM [1paBuTensCcTBOM
Poccunckon ®enepaumn.

2. [lpou3BoaCcTBO feKapCTBEHHbIX CcpeacTB Ha Tepputopum  Poccuickon  Pepepauunn
OCYLLECTBNSETCA MPOU3BOAUTENSAMUN NEKAPCTBEHHBLIX CPEACTB, MMEIOLLMMUN JIMLEH3NIO HA NPOV3BOLCTBO
NEeKapCTBEHHbIX CPeacTB.

3. [Mpou3BoacTBO NEKapCTBEHHbIX CpPeacTB OCyLecTBnsieTca ¢ cobnogeHnem TpeboBaHun
NMPOMBILLITIEHHOTO pernameHTa, KOTOpbl YyTBEpXXOaeTcs pyKoBogUTENEM NPOU3BOAUTENS NEKAPCTBEHHbIX
cpeactB M BKMOYaeT B cebsA  nepeyvyeHb  Mcnonb3yemMbix hapMaueBTUHeCKux cybcTtaHuum w
BCMOMOraTeribHbIX BELLECTB C yKa3aHMEM KOMUYECTBA KaXAOro M3 HUX, AaHHble 00 MCronb3yemMom
obopyaoBaHUM, OMUCAHWE TEXHOMOrMYecKoro mnpouecca W MEeTOAOB KOHTPOMS Ha BCex aTanax
NpPOn3BOACTBA JIEKAPCTBEHHbIX CPEACTB.

4. Tpn Npou3BOACTBE EKAPCTBEHHBIX CPEACTB UCMONb3YTCA bapmaueBTnyYeckne cybctaHumm,
BKITHOMEHHbIE B rOCYapCTBEHHbINA PEECTP JIEKAPCTBEHHbLIX CPEeACTB.

5. BanpelaeTtca Npon3BoaCcTBO:

1) NekapCTBEHHbIX CPEACTB, HE BKITHYEHHbIX B rOCY4APCTBEHHbIA PEECTP NEKApCTBEHHbIX CPeacTB,
32 UCKIMIOYEHMEM  JIEKApPCTBEHHbIX CPEACTB, MPOM3BOAWMBIX AfS  NPOBEAEHMST  KIMHUYECKUX
NCCreqoBaHUM N ANs SKCNopTa;

2) cbanbCcuULMPOBaHHbBIX NIEKAPCTBEHHbLIX CPEACTB;

3) nekapCTBEHHbIX CpeacTB 6e3 NMLIEH3MM Ha MPON3BOACTBO JIEKAPCTBEHHbLIX CPEACTB;

4) nekapcTBEHHbIX CPEACTB C HapyleHWeM MNpaBuil OpraHv3aumMyM MNpou3BOACTBA W KOHTPONS
KayecTBa NEKapCTBEHHbIX CPeacTB.

6. lpn BBOAE INEKapCTBEHHbIX CPEACTB B IPaXOAHCKMW OOOPOT YMOMHOMOYEHHOE MULO
Npou3BoaUTENS NEKAPCTBEHHbLIX CPEACTB OCYLLECTBAET NOATBEPXKAEHNE COOTBETCTBUS NIEKAPCTBEHHbIX
cpenctB TpeboBaHUSAM, YCTaHOBIIEHHbIM MPU MX FOCYAAPCTBEHHOW peructpauuv, M rapaHTupyeT, 4To
NEeKapCTBEHHbIE CpefCTBa MNPOM3BEAEHbl B COOTBETCTBUMM C MpaBuiiamMy MPOM3BOACTBA M KOHTPOIS
KayecTBa NeKapCTBEHHbIX CPeacTB.

7. YNONMHOMOYEHHbIM NNLIOM MPOU3BOAUTENS JIEKAapPCTBEHHbLIX CPEACTB SABMSETCs ero paboTHWK,
MMELLMIA BbicLLee ¢hapMaueBTUYEeCKoe, Xummyeckoe unu buonormdeckoe obpasoBaHue nmMbo npu
NPOU3BOACTBE JIEKAPCTBEHHbBIX CPEACTB AN BETEPUHAPHOIO NMPUMEHEHUs BETEPUHApHOe obpa3oBaHue,
cTax paboTbl He MeHee YeMm NSATb NeT B 0bnacTv NPOM3BOACTBA M KOHTPOSS KadecTBa NIEKApPCTBEHHbIX
CpeacTB M aTTeCTOBaHHbLI B MOPSAKE, YCTAHOBMEHHOM YMONTHOMOYEHHbIM dhedeparnbHbIM OpraHoM
NCMOMHUTENBHOWN BNAcTM.

8. lponsBoanTeENM NEKApCTBEHHbLIX CPEACTB MOMYT OCYLLECTBAATb MNpoOaxy JfeKkapCTBEHHbIX
cpencTB Unv nepefasathb WX B YCTAHOBIEHHOM 3akoHoAaTenbCcTBoM Poccuickon ®epepauum nopsigke:

1) OpyrM NPOM3BOANTENSAM NIEKAPCTBEHHbLIX CPEACTB Afsi NPOM3BOACTBA NIEKAPCTBEHHbIX CPEACTB;

2) opraHv3aunsiMm ONTOBOW TOProBMNU NIEKAPCTBEHHLIMU CPEACTBaAMM;

3) anTevyHblM oOpraHvM3auusiM, BETEPWHAPHbIM anTeYHbIM OpraHM3auusM, WHOMBUAYanbHbIM
npeanpuHMMaTensiM, UMEKLWUM NULUEH3NI0 Ha (apmaueBTUYECKY0 OEATENbHOCTb UMKN JIMLEH3UI0 Ha
MEOVLUHCKYO OeATENbHOCTb;

4) Hay4HO-UCCnenoBaTeNbCKMM OpraHn3auusam s HaydHO-uccnegoBaTenbckon paboThbl;

5) MeanUMHCKNM opraHM3aunsiM 1 BeTEpPMHAPHbLIM OpraHn3auusMm;

6) opraHu3aumsam, OCyLLECTBISIOWMM pa3BeeHne, BbipalluBaHNE U CogepXXaHne XNBOTHbIX.

Cratbs 46. MapkupoBka nekapCTBeHHbIX CPeACTB

1. JlekapcTBeHHble MpenapaTbl, 3a WCKIMIOYEHNEM JEKAPCTBEHHbLIX NMpPenapaToB, WU3rOTOBIEHHbLIX
anTeYHbIMM  OpraHU3auMsiMM, BETEPUHAPHbIMKM  anTeYHbIMW  OpraHuM3auusaMin, UHOUBMAYaNbHLIMM
NpeanpvHUMaTensamMi, WUMeLWUMM JTWLEH3MI0 Ha  (PapMaLeBTMYECKY0 [AesTENbHOCTb, [OOJDKHbI
nocTynaTtb B obpalleHune, ecrnu:

1) Ha uMX MNEepBMYHON YMakoBKe (3@ WCKIHOYEHNEM MEPBUYHOW YMAKOBKM JIEKAPCTBEHHbIX
pacTUTENbHbIX NMPenapaToB) XOPOLWO YMTaeMbIM LIPUEDTOM Ha PYCCKOM Si3blke yKasaHbl HauMeHOoBaHWe
rieKapCcTBEHHOro npenapata (MeXayHapoOHOe HenaTeHTOBaHHOE, WM XMMUYEecKoe, WM TOproBoe
HauMeHOBaHME), HOMep cepuu, [aTa Bbinycka (ANs  UMMYHOGMOMNMOrMYECKUX JEKApPCTBEHHbIX



npenapaToB), CPOK rO4HOCTM, 403MPOBKA UMW KOHLEHTPauusa, 06beM, akTMBHOCTbL B eAnHMLAX OENCTBUS
MM KONMNYECTBO A03;
(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

2) Ha UX BTOPUYHON (NOTPEOUTENLCKOM) YNaKoBKE XOPOLLIO YATAEMbBIM LUPUETOM Ha PYCCKOM A3blKe
yKa3aHbl HavMMEHOBaHWE JleKapCTBEHHOIO MpenapaTta (MeXayHapogHOe HeMnaTeHTOBaHHOe  Wnn
XUMUYECKOE N TOProBOE HAVMEHOBAHWS), HAMMEHOBaHWE NMPOM3BOAUTENS NeKapCTBEHHOrO npenapaTta,
HOMep cepuu, Adarta Bbinycka (Ons MMMYHOOMOMOrMYECKUX FEKApCTBEHHbLIX MpenapaTtoB), HOMep
PEerMcTpaLmMoHHOro ya0CTOBEPEHMS, CPOK FOAHOCTM, CNocob NpUMEHEHUS, 4O3MPOBKa MUITM KOHLEHTpaLuus,
00beM, aKTMBHOCTb B eAuHMLax AencTBMS NMbO KONMMYECTBO O03 B yMNaKkoBKe, NieKapcTBeHHasi hopma,
YCIOBMS OTMNYyCKa, YCIIOBUSA XpPaHEHWs, NpeaynpeanTenbHblie Haganmcu.

(B peq. ®egepanbHoro 3akoHa ot 11.10.2010 N 271-93)

2. ®apmaueBTudeckne cybcTaHuumM OOIMKHBI MOCTynaTe B obpalleHue, ecrniv Ha UX MepBUHHON
yMaKoBKE XOPOLLIO YMTaeMbiM LUPUETOM Ha PYCCKOM S3bIKE yKa3aHbl HaMMeHOBaHUe dhapMaLeBTUYECKON
cybctaHuumn (MexgyHapogHoe HenaTeHTOBaHHOE WM XUMUYECKOe W TOpProBoe HaMMeHOBaHus),
HavMeHOBaHWe Mpou3BoauTens apMaueBTUYECKOM CyOCTaHUUM, HOMEP Cepun 1 Aata U3roTOBIEHNUS,
KONMMYECTBO B YNAKOBKE M €AMHULbI UBMEPEHUST KONIMYECTBA, CPOK FOAHOCTM U YCITOBUS XPaHEHNS.

3. JlekapcTBeHHble cpeAcTBa B KayecTBE CbIBOPOTOK [OOJDKHbI MOCTynatb B obOpalieHne ¢
YKa3aHUEM XMBOTHOTO, N3 KPOBW, NI1a3Mbl KPOBU, OPraHOB 1 TKAHEN KOTOPOro OHW MOMYY€EHbI.

4. Ha BTOpUYHYIO (MOTPEOMTENBCKYHO) YNAKOBKY JIEKAPCTBEHHbIX CPEACTB, MOSYYEHHbIX U3 KPOBMU,
nnasmbl KPOBWU, OPraHoOB N TKaHen YenoBeka, AOMMKHA HaHOCUTLCA Hagnuck: "AHTutena k BUY-1, BUY-2,
K Bupycy renatnta C n NOBEPXHOCTHLIN aHTUreH BMpYyca renatuta B oTcyTcTByOT".

5. Ha nepBu4Hyto ynakoBKy 1 BTOPUYHYO (MOTPEOUTENBCKYHD) yNakoBKy pagnodapmaleBTUYecKmX
neKapCTBEHHbIX CPpeaCcTB AO/MKEH HAHOCUTBLCA 3HaK pagnauMoOHHOM ONaCHOCTH.

6. Ha BTOpuyHyto (MOTPeOMTENBCKYD) YMaKOBKY FOMeEONaTUYeCcKMX JIEeKapCTBEHHbIX MpenapaTtoB
JOJIKHa HaHOCUTbCA Hagnuck: "flomeonaTnyecknin'.

7. Ha BTOpu4Hyto (MOTPeOMTENBCKYHD) YMAKOBKY JIEKAapCTBEHHBIX PaCTUTENbHBIX MpenapaToB
JOIMKHa HaHOCUTbCA Hagnueb: "MNpoayKkumsa npoLuna paguaunoHHbI KOHTPOsb".

8. Ha nepBuYHylO ynakoBKy W BTOPUYHYK (MOTPEOUTENBLCKYIO) YMNAKOBKY FEKAPCTBEHHbIX
npenapaToB, NpeAHa3Ha4YeHHbIX OJ1s1 KIMMHUYECKUX MCCneaoBaHWiA, OOIMKHA HAaHOCUTLCA Haanucb: "[ns
KITMHUYECKUX uccnegoBaHnn'.

9. YnakoBka I€KapCTBEHHbIX CPeACTB, MpedHa3HaA4YeHHbIX WCKIIOUUTENBHO AN  3KCNopTa,
MapKUpyeTCsl B COOTBETCTBUM C TpebOBaHMAMM CTpaHbI-MMnopTepa.

10. Ha TpaHcnopTHyl0 Tapy, kKoTopad He mnpedHa3HadeHa Ansa notpedbuTtenein M B KOTOPYHO
MOMELLEHO J1IEKapCTBEHHOE CPEACTBO, OOJMKHA HaHOCUTbCA WMHOpMauuMsi O HaMMEHOBaHWMU, Cepun
NEKapCTBEHHOIO CpeacTBa, AaTe BbIMyCka, KOMUYECTBE BTOPMYHLIX (MOTPEOUTENbCKUX) YMaKoOBOK
NEeKapCTBEHHOIO CpeacTBa, NPOM3BOAUTENE NEKAPCTBEHHOINO CPeACTBa C yKa3aHMEM HaUMEHOBaHWSA U
MECTOHaXOXOEHNST MPOU3BOAUTENS NIEKAPCTBEHHOIO CpeAcTBa (agpec, B TOM 4ucre crpaHa v (unu)
MECTO NMPOM3BOACTBA JIEKAPCTBEHHOIO CPEACTBA), @ TAaKKe O CPOKE FOAHOCTU NEKapCTBEHHOMO cpeacTBa
n o6 ycnoBusIX €ro XpaHeHUs W MepeBOo3Kku, Heobxoaumblie MpeaynpeauTenibHbIE Hagnucu u
MaHVMYyNATOPHbIE 3HAKK.

11. Ha nepBrYHy0 yNakoBKy M BTOPUYHYO (MOTPEOUTENBCKYHO) YNAKOBKY JIEKapCTBEHHbBIX CPEACTB
OJ1s1 BETEPUHAPHOro NPUMEHEHNsT A0MMKHA HAHOCUTLCS HaANuUCh: "[Insg BeTEpMHAPHOro NpuMeHeHns".

12. Ha BTOpu4Hyto (MOTpebuTENbCKylD) YMaKOBKY JEKapCTBEHHOTO npenapara HaHOCKTCSA
LUTPNXOBOWN KOA,.

nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB HA TEPPUTOPUIO
POCCUNCKOM ®ENEPALIUM U BbIBO3 JIEKAPCTBEHHbLIX CPEICTB
C TEPPUTOPUUN POCCUNCKOUN ®EOEPALIUUN

Cratbs 47. Nopsgok BBO3a NEKapCTBEHHbIX CPeAcTB Ha Tepputopuio Poccuiickon depepaumm u
BbIBO3a JIEKAapPCTBEHHLIX CpeacTB ¢ Tepputopun Poccuickon degepaumm

1. BBO3 nekapCTBEHHbLIX CPEACTB Ha Tepputopuio Poccunckon degepauum ocyLlecTBRASETCA B
nopsigke, yctaHoeneHHom [lpaButenbctBoMm  Poccuiickon  ®depepauum, B  COOTBETCTBUM C
3akoHoaartenbcTBoM Poccuickon denepaumn.

2. BBosnmble Ha Tepputoputo Poccuiickon ®enepaunmn nekapcTBeHHblIe CpeacTBa AOIMKHbI ObiTb
BKJTHOUEHbI B TOCY4APCTBEHHbIV PEECTP NEKapCTBEHHbIX CPEACTB.

3. [Honyckaetca BBO3 Ha Tepputoputo Poccuiickon degepaumm  KOHKPETHOM  napTuu
He3aperncTpUpOBaHHbIX NEKApCTBEHHbIX CPEACTB, MpefHasHa4yeHHbIX AN MPOBEAEHMS KIMMHWUYECKUX
NCCrefoBaHUN JeKapCTBEHHbIX MpenapaTtoB, MPOBEAEHWS] 3KCMEPTM3bl JIEKAPCTBEHHbIX CPEACTB ANiA
OCYLLECTBMNEHMSA TOCYJApPCTBEHHON pErmcTpauun fekapCTBEHHbIX MpenapaToB WAM ONS  OKa3aHWs
MEOVLMHCKON MOMOLLM MO XU3HEHHBIM MOKa3aHWsIM KOHKPETHOIo MauueHTa Ha OCHOBAaHWUU pa3peLueHus,
BbIJAHHOMO YMOITHOMOYEHHBIM hefepanbHbIM OpraHOM MCMOMHUTENBHOW BAacTU MO 3asiBMEHUSIM L,



yKasaHHbIXx B cTatbe 48 Hactosdwero defepanbHOro 3akoHa. PaccMmoTpeHue Takoro 3asiBreHust U
NPUHATUE peLleHus O BblJaye paspelleHUs Ha BBO3 KOHKPETHOW napTuM He3apermcTpupoBaHHbIX
NeKapCTBEHHbIX  CPeacTB, NpedHasHadeHHbIX Ons  NPOBEAEHUs  KIMHUYECKMX  MUccnegoBaHum
NeKapCTBEHHbIX npenapaToB, NPOBEAEHUs] 3KCMepTU3bl NeKapCTBEHHbIX CPeACTB Ans OCyLlecTBneHus
rocyapCTBEHHOW perncrpaumm nekapcTBeHHbIX npenapaToB UNU AN OKasaHWus MeOULMHCKOW MOMOLLU
MO >KWM3HEHHBLIM MOKa3aHWSIM KOHKPETHOrO nauueHTa nubo o6 oTkase B Bbigaye YKa3aHHOro paspeLueHus
Npou3BoaATCA B CPOK, He MpeBbllalowmin natu pabounx pHen. lNMnata 3a Bbigadvy yka3aHHOMoO
paspeLleHns He B3nmaeTcs.

4. Ha tepputoputo Poccuinckon deaepaumm MOXHO BBO3UTb NEKaApCTBEHHbIE CPeAcTBa, KayecTBo
KOTOpbIX MOATBEPXAEHO CEepTUAUKATOM MPOU3BOAUTENS FIEKAPCTBEHHbLIX CPEACTB, YO4OCTOBEPSAOLUM
COOTBETCTBME BBO3WMbIX JIEKAPCTBEHHbIX CPeAcTB TpeboBaHWAM apMakonemHblx craten nubo B
crny4ae ux OTCYTCTBUSI HOPMATMBHOW JOKYMEHTaLMM UM HOPMATUBHOIO LOKYMEHTA.

5. Banpewaetca BB03 Ha Tepputoputo Poccuiickon ®degepaumm  hanbCcUULMpOBaHHBLIX
NEKapCTBEHHbIX  CPeacTB, HeLOOPOKAYECTBEHHBIX  FIEKAPCTBEHHbIX  CPeAcTB,  KOHTpadaKTHbIX
NEeKapCTBEHHbIX CPeacTB.

6. danbcuduuMpoBaHHbIE NEKAPCTBEHHbIE CpeacTBa, HeaobpoKayeCTBEHHbIE J1eKapCTBEHHbIE
cpefncTtBa nognexar U3bATUI0 U MOCHEayHLEMY YHUYTOXEHUIO UMK BbIBO3Y C TEppUTOpMn Poccuinckon
depnepaumm, kKoHTpadakTHblE NEKAPCTBEHHbLIE CPEACTBA - U3BATMIO U MOCMEQYIOLEMY YHUHTOXEHWIO.
YHMYTOXEHME WNU  BbIBO3 C  Tepputopum  Poccunckon degepaumm  anbcmdmumpoBaHHbIX
NEKapCTBEHHbIX  CPeacTB, HeLOOPOKAYECTBEHHBIX  FIEKAPCTBEHHbIX  CPeAcCTB,  KOHTpadaKTHbIX
NEKApCTBEHHbIX CPeaCcTB OCYLLECTBMSIETCA 3a CYEeT Juvua, OCylecTBMBLUErO MX BBO3. [lopsigok
YHUUTOXEHNST U3bATBIX  (hanbCuUmLUMPOBAHHBLIX NEKapCTBEHHbIX CPeAcTB, HeLoOpOKa4YeCTBEHHbIX
NEKAPCTBEHHbIX CPeAcCTB, KOHTPadaKTHbIX JIEKAPCTBEHHbIX CPEACTB yCcTaHaBnuBaeTcs [1paBnTensLCTBOM
Poccunckon ®enepaumn.

7. Jlnua, ocywecTtengaowme BBO3 Ha Tepputoputo Poccunckon ®epepauun canbcuduumpoBaHHbIX
NEKApCTBEHHbIX  CPeacTB, HeLOOPOKAYECTBEHHbIX  FIEKAPCTBEHHbIX  CPeAcCTB,  KOHTpadaKTHbIX
NEKapCTBEHHbIX CPeacTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbLCTBOM Poccuickon
depgepauuu.

8. BbiBO3 nekapCTBEHHbIX CpeacTB ¢ Tepputopun Poccuickon ®egepaunn ocyulectensiercs 6e3
NMPUMEHEHNST  OTPaHWYEeHWIA, YCTaHOBIEHHbIX 3akoHodatenbcTBoM Poccuiickon depepaumm o
rocy4apCTBEHHOM PeryniMpoBaHMM BHELLHETOPIrOBOM AeATENbHOCTU. BbIBO3 NekapCTBEHHbLIX NpenapaTos,
npegHasHaJYeHHbIX AN TYMaHWTApHOW MOMOWM (COQENCTBMSA) MMM MOMOLUM MNpY  YpPEe3BblHaNHbIX
cuTyaumsix, c TeppuTopun Poccurickon @Pegepaumym OCYLLECTBASETCA Ha OCHOBaHWM  peLLeHus
MpaBuTtenbcTtBa Poccuiickon depepaumm Mnm peLleHnst OpraHoB roCyJapCTBEHHOW BriacTu CyOBbeKTOB
Poccuickon ®egepauum 06 okazaHnM NOMOLLM MHOCTPAHHOMY FOCy4apCTBY.

Cratba 48. lOpuaudeckme nuua, KOTOpbIM paspelleH BBO3 JIEKAPCTBEHHbIX CPeAcTB Ha
Tepputoputo Poccurckon ®enepaunm

JlekapcTBeHHbIE cpefcTBa Ha Tepputoputo Poccuickon ®egepauum mMoryT BBO3UTD:

1) npousBogMTENW TNEKAPCTBEHHbLIX CPEeACTB [Ans  uenem cobCTBEHHOro npou3BOACTBA
NeKapCTBEHHbIX CPeACTB;

2) WHOCTpaHHble pa3paboTyMKM FEKApCTBEHHbIX CPeACTB W WHOCTPaHHbIE MPOM3BOAMTENN
NEKapCTBEHHbIX CPEACTB UMW ApYyrMe ropugndeckue nuua no nopyyeHuo pa3paboTynka nekapCcTBEHHOMO
cpefncTtBa Ansi NPOBEAEHUSA KITMHWYECKMX MCCMEOOBaHUM NEKApCTBEHHOIO nMpenaparta, OCyLeCTBeHus
rocy0apCTBEHHOM  perncrpauuu  NEeKapCTBEHHOro npenapaTa, BKAYeHus  dbapmaueBTUYECKON
cybcTaHuum B rocyapCTBEHHbIV PEECTP JIEKapCTBEHHbIX CPEACTB, KOHTPOSIA KayecTBa JIeKapCTBEHHbIX
CpeacTB Npu HanmM4MKn paspeLleHnst YNonmHOMOYEHHOro dhefepanbHOro opraHa UCMONHUTENbHOW BNAacTu
Ha BBO3 KOHKPETHOWN NapTWUM NTEKAPCTBEHHbLIX CPEACTB;

3) opraHusaumm onTOBOW TOProBMAW NieKapCTBEHHBIMWU CPEACTBaMY;

4) HaydHO-MccnegoBaTenbCkMe opraHu3aumy, obpasoBaTernbHble  YYPEXOEHWS  BbICLLETO
npodeccuoHanbHoro obpasoBaHusi, NPOU3BOOMTENU TNEKApPCTBEHHbIX CPeacTB Ans  paspaboTky,
nccregoBaHUA, KOHTpons 06e3onacHOCTH, KavecTBa, 3(pEeKTUBHOCTU NEeKapCTBEHHbIX CpPeacTB Mpu
HanM4YMM paspeLLeHns yNorTHOMOYEHHOro beepanbHOro opraHa UCMOSTHUTENBHOW BNacTy;

5) MeguLUMHCKMe opraHv3aummy, UHble yka3aHHble B NMyHKTax 1 - 4 HacTosiWen cTaTbM OpraHM3aumm
OI1S1 OKa3aHUs MegWLMHCKON MOMOLLM MO XU3HEHHBbIM MOKa3aHWSIM KOHKPETHOIO naumeHTa Nnpu Hanu4mm
paspeLLeHnst YNOoSTHOMOYEHHOTO doefeparnbHOro opraHa MCMOSTHUTENBHON BAACTM Ha BBO3 KOHKPETHOM
napTvn NeKapCTBEHHOro npenaparta, BblAAHHOTO B YCTAHOBIEHHOM Mopsiake B hOpMeE 3MEeKTPOHHOro
OOKyMeHTa, NOAMMCaHHOro 3MNeKTPOHHOMW LIMGPOBOM NOAMUCHIO.

Cratbsa 49. [JokymeHTbI, NpeacTaBnsemMble B TaMOXeHHble opraHbl Poccuiickon ®egepaummn npu
BBO3€e JTIeKapCTBEHHbIX CPeACTB Ha Tepputopuio Poccuiickon denepaumm



1. MNpu BBO3e NekapCTBEHHbLIX CPeACTB Ha Tepputopuio Poccuiickon defepauumn B TaMOXEHHbIE
opraHbl Poccunckon denepauum Hapsigy € OOKYMEHTaMu, npeactaBneHne KOTopbIX NpeaycMOTPeHO
3akoHogatenscTBoM Poccunckon defepaumm, NpeAcTaBnsaoTcs cneayolwme AoKYMEHTbI:

1) cepTucmkaT nNPoOM3BOAUTENS JIEKAPCTBEHHOIO CPeAcTBa, YAOCTOBEPSIOWMA COOTBETCTBUE
BBO3MMOrO J1EKapCTBEHHOTO cpeactBa TpeboBaHusSM hapMakonemHom cratbm NubO B cryvyae ee
OTCYTCTBMSI HOPMaTUBHOW AOKYMEHTAaLMM U HOPMAaTUBHOIO JOKYMEHT3;

2) paspeLleHve YMNoNHOMOYEHHOTO defepanbHOro opraHa MCMOSIHUTENbHOWM BnacTM Ha BBO3
KOHKPETHOW NapTUM NEeKapCTBEHHOro CpeacTBa B Cry4yasix, YCTAHOBIEHHbIX 4acTbio 3 cTaTbn 47
HacTosiLero ®enepanbHOro 3akoHa.

2. [lokymMeHTbl, ykasaHHble B nyHKTax 1 u 2 4yactu 1 HacTosilen cTtaTbu, NPeacTaBnsAlTCA B
TaMoXXeHHble opraHbl Poccuiickon degepaumm npu NpMobITUN NEKAaPCTBEHHbLIX CPeACTB HAa TEPPUTOPUIO
Poccunckon denepaumm.

Cratba 50. BB03 nekapcTBeHHbIX MpenapaTtoB Ha Tepputopuio Poccuickon Pepepauun gns
JINYHOTO UCMOSb30BAHNS U UHLIX HEKOMMEPYECKUNX Lienen

1. JlekapcTBeHHbIe NpenapaTbl MOryT ObITb BBE3EHbI Ha TeppuToputo Poccuickon ®epepaumm 6e3
yyeTa TpeboBaHWi, NpegyCcMOTpeHHbIX Yactamu 1 - 4 cratem 47, ctateamu 48 u 49 Hacrtosiiero
depnepanbHOro 3akoHa, eCriv OHV NpeaHa3HadYeHbl Ans:

1) NUYHOro MCMONb30BaHMSA PU3NYECKMMM NULaMu, NpUOLIBLUMMK Ha TeppuTopuio Poccuickon
depepauuu;

2) MChnonb3oBaHUA  paboTHMKaMM  OWMIIOMATMYECKOrO  Kopnyca WnuM  npeactaBuTensMu
MeXAyHapOoaHbIX OpraHu3auni, akkpeanToBaHHblx B Poccunckon denepaunn;

3) neyeHMst NMaccaxXMpoB W YNEHOB 3KUMaXKEWM TPaHCMOPTHbIX CPeAcTB, MOe3dHbix Opurag u
BOAMTENEN TPAHCMOPTHLIX CPeacTB, NPMOLIBLUNX Ha Tepputoputo Poccuinckon ®egepauum;

4) neyeHNst y4aCTHUKOB MEXOYHapPOAHbIX KyNbTYPHbIX, CMOPTUBHBLIX MEPOMPUATUA U YYaCTHUKOB
MeXOYHapOAHbIX 3KCNeguLuii;

5) nevyeHnsi KOHKPETHBIX XXMBOTHBIX B 300MapKax, a Takke >XMBOTHbIX, BBO3MMbIX HA TEPPUTOPUIO
Poccuiickon ®egepauum anga y4actusi B COPTUBHBIX U 3PENULLHBIX MEPOMPUATUSX.

2. B cny4vasax, NnpeayCMOTPEHHbIX YacTbio 1 HacTodLLen cTaTtby, JOMNYyCKaeTCs BBO3 HA TEPPUTOPULD
Poccunickon ®Pepepaunm nekapCTBEHHbIX MpenapartoB, He 3apermcTpupoBaHHbIX B Poccuinckon
denepauun.

3. JlekapcTBeHHbIE NpenapaTbl, NPeAHa3HaYeHHbIE A4S T'YMaHUTapHOW nomoLmn (cogencTaus) unm
MOMOLLM MpPU Ype3BbIYarHbIX CUTYaLMsIX, BBO3ATCA Ha TeppuTopuio Poccunckon ®egepauun B nopsake,
ycTaHoBrneHHoMm [paBuTtenbctBom Poccuiickon ®depepaumn. 3anpelaetcs BBO3 Ha TeppuUTOpUIO
Poccuinckon ®epepaumm He3apermcTpMpoBaHHbIX NEKApCTBEHHbIX MpenapaToB, NpeaHasHa4YeHHbIX Ans
rYMaHWTapHOW NOMOLLM (COAENCTBMSA) UM MOMOLLM MPY Ype3BbIYalHbIX CUTYaLMSX.

Cratba 51. COprﬂHVI‘-IeCTBO cbep,epaanoro OopraHa MCMNOMNHUTENBHOW BracTy, YNOJTIHOMOYE€HHOIro
B obnactM TaMoXXeHHOro gena, u opyrnx ynosiHOMO4Ye€HHbIX cbe,u,epaanblx OopraHoB NCMNONHUTENbHON
BIiacTtun

1. YnonHomo4deHHble denepanbHble OpraHbl  MCMOSTHUTENbHOW BNacTy MNpedocTaBnsAlT B
pacrnopshkeHue denepanbHOro opraHa WCMOMHMTENBHOW BracTW, YMOSTHOMOYEHHOrO B obnactu
TaMOXEHHOTO Aena, rocygapCTBEHHBIN PeecTp NEKapCTBEHHbIX CPeacTB, a Tawkke WHGopMaumio o
BblJAHHbIX pa3peLleHMsX Ha BBO3 KOHKPETHOW MapTuyM JIEeKapCTBEHHbIX CpPeacTB B cnydas,
YCTaHOBMEHHbIX YacTblo 3 cTaTbn 47 HacToswero degepanbHOro 3akoHa.

2. depepanbHbIi OpraH WCMOMHUTENBHOW BracT, YMNOMHOMOYEHHbIM B 06MacTM TaMOXEHHOro
aena, nHopMupyeT yKasaHHble B YacTu 1 HacTosLLen cTaTbu YNONMHOMOYEHHbIE beaepanbHble opraHbl
WCMOJTHUTENBLHOM BNAacTM O BBO3€ JIEKAPCTBEHHLIX CPEeACTB Ha TeppuToputo Poccuickon Pepepauun um
BbIBO3€ J1EKAPCTBEHHbIX CpeacTB c Tepputopum Poccuiickon ®epepaumm no dopmMe u B nopsigke,
KoTopble ycTaHoBneHbl [MpaBuTenscTBom Poccurckon depepaumn.

Maga 10. PAPMALIEBTUYECKASA AEATENBHOCTb
Cratba 52. OcyuwiecTBneHve apmMaleBTU4ECKON 4eATENbHOCTH

1. dapmaueBTMYeckas LesATENIbHOCTb OCYLLECTBMSIETC OpraHvM3auusiMy  OMNTOBOW TOProBnu
NeKkapcTBeHHbIMW  cpeAcTBaMu,  anTeYHbIMW  OpraHM3auusiMM,  BETEPUHaApPHbIMKM  anTeYHbIMU
opraHusaumsmu, nHaMBMAYanbHbIMK npeanpuHUMaTensiMu, NMEOLLIUMMU TNULEH3NI0 Ha
(hapMaLEeBTUYECKYID OeATEeNbHOCTb, MEAMUMHCKAMMK  OpraHvM3auusiMyi, UMELWUMN  FULEH3UID  Ha
dapmaLeBTUYECKYID OEATEeNbHOCTb, U UX 000COGNEeHHbIMU nogpasgeneHusamMu  (ambynatopusmu,
denbawepckumMmm U enbAepcKo-akyLepCckuMy  NyHKTaMu,  LeHTpamu  (oTaeneHnsiMun)  obLuen



Bpa4yebHOM (CeMEeNHON) NPaKTUKK), PacnoOXEHHbIMU B CENbCKMX MOCENEHUSAX, B KOTOPbLIX OTCYTCTBYOT
anTeyHble  OpraHuM3auuu, W  BeTEepUMHapHbIMW  OpraHmMsauMsiMM, UMELWUMU  JULEH3NIO  Ha
hapmaLeBTMYECKYO AEATENbHOCTD.

2. ®dusnyeckme nuua MOryT OCYLLECTBMATb (PapMaLeBTUYECKYID AEATENbHOCTb MPU Hanuyum
BbICLLErO UM cpeaHero dapmMaleBTn4eckoro obpasoBaHus 1 cepTudumkaTa cneumanncTa, BbICLLETO UMK
CpedHero BeTepuMHapHOro obpas3oBaHus U cepTuUdukaTa cneunanucTa, a Takke BbICLLIEro Unu cpegHero
MeOuUMHCKOro obpasoBaHus, cepTudukaTa cneunanuicta M AOMNONHUTENbHOrO MNpPOodEeCcCMOoHanbHOro
0bpa3oBaHusA B 4acTu PO3HMYHOW TOProBMAW NEKapCTBEHHLIMU NpenapaTamMy npu ycrnoBun ux paboThl B
060Cc0ob6NEeHHbIX NoApa3geneHmax MegULMHCKUX OPraHn3auuin, yKkasaHHbIX B YacTu 1 HAcTOsILLEN cTaTbu.
(yactb 2 B peq. ®egepanbHoro 3akoHa ot 27.07.2010 N 192-$3)

Cratbsa 53. MNpopaxa, nepegadva neKkapCTBEHHbIX CPeACcTB OpraHu3auusiMu OMNTOBOW TOProBIU
neKkapcTBEHHbIMU CpeacTBamMu

OpraHusaumMn OnTOBOW TOProBMNWU NEKAPCTBEHHLIMM CPEACTBaMM MOTYT OCYLLECTBNATL NMPOAay
neKapcTBEeHHbIX CPeAcTB WNM nepedaBaTb WX B YCTAHOBIIEHHOM 3aKoHoAaTenbCTBOM Poccuidckoi
denepaumu nopaake:

1) ApyrMm opraHM3auusiM ONTOBOWN TOProB/v NEKapCTBEHHBIMU CPeaCcTBaMu;

2) NpoV3BOAUTENSIM NEKAPCTBEHHbIX CPEACTB AJ1S LieNnel NpoM3BoaCcTBa eKapCTBEHHbIX CPeCTB;

3) anTeyHbIM opraHM3aUusaM U BeTepMHapHbIM anTeYHbIM OpraHu3auusm;

4) Hay4YHO-UCCrNeoBaTeNbCKUM OpraHn3aUusaM Onsi Hay4yHo-MccneqoBaTernbCeko paboThl;

5) wvHOMBMAYanbHbIM MPEeAnpPUHUMATENAM, WMEeKLWMM JMUEH3NI0 Ha  dapmaleBTUYECKYHO
AesATEeNbHOCTb UMW NIULEH3NIO Ha MeOULIMHCKYIO OeATeNbHOCTb;

6) MeaVUMHCKUM OpraHu3aumnsiM, BeTePMHaPHbIM OpraHU3auUmnsiM;

7) opraHv3aumsm, OCyLLIeCTBISIOWNM pasBefeHne, BoipalluBaHue 1 cogepKaHne XUBOTHBbIX.

Crtatbs 54. NpaBuna onTOBOW TOProBnun NekapCTBEHHbIMN cpeacTBamMm

OnToBas TOproena  JiekapCTtBEHHbIMU cpencrteamMn  ocyuwlectBrndeTCd npon3soaunTeENAMn
NNEKapCTBEHHbIX CpeacTtB M oOpraHun3aunamMun ONTOBOWN TOpProB/nn JNeKapCcTtBeHHbIMWU cpeacTtBamMum Mo
npasuinam, YyTBepXAaeHHbIM COOTBETCTBYHOLLUMMN  YNOJIHOMOYE€HHbIMU cbep,epaanblmw opraHamum
NCMOSHUTESNTbHOW BacTu.

Cratbs 55. Nopsaok po3HNYHON TOProBNN fleKapCTBEHHbIMU NpenapaTamu

1. PoO3HM4YHas TOProBnsi NekapcTBEHHbIMW MpenapaTtaMyv B KOMMYECTBax, HeobxoauMbIX Ans
BbINOMHEHNs1 BpayebHbIX (henbaliepcknx) Ha3HayYeHWn UM Has3HayYeHWn crneumanucToB B obnactu
BETEPUHAPWKN,  OCYLLECTBMSETCA  anTeYHbIMU  OpraHM3auusiMi,  BeTEpUHApHbIMW  anTeYHbIMU
opraHusauusiMu, NHOMBMAYaNbHLIMM npeanpuHUMaTensiMm, NMeLLMU NMUEH3MIo Ha
hapmaLeBTMUECKYIO [OEATENbHOCTb, MEAMLMHCKUMK  OpraHM3auusiMi, WMEKLMMU  MMUEH3MI0  Ha
hapmaLeBTMYHECKYID [OeSATENbHOCTb, M WX 060COGMNEHHbIMM nodpasfeneHusaMrM  (ambynatopusimu,
denbawepckumu 1 penbaepcko-akyllepCKUMN - NyHKTaMW,  LEHTpaMu  (OTAEeNneHusMu)  obLuen
Bpa4ebHO (CeMENHON) NPaKTUKKL), pacrnoNOXEHHbIMU B CEMbCKUX MOCENEHUsX, B KOTOPbIX OTCYTCTBYIOT
anTeyHble  OpraHusauuMu, W  BETEPUHAPHBIMW  OPraHU3auusiMu, WUMEKLUMU  JIULEH3UI0  Ha
hapmaLeBTMUECKYIO OesTenbHOCTb. PaspelleHa po3HMYHasi TOProBMsl TOMbKO JEKAPCTBEHHBLIMM
npenapartamu, 3apernctpyMpoBaHHbiMU B Poccuiickon Penepaumm UnvM M3roTOBMEHHLIMU anTeYHbIMU
opraHusauusimu, BETEPUHAPHbBIMU anTeyHbIMK opraHusauusimu, NHOVBMAYaNbHLIMM
npeanpvHUMaTENaMU, UMEILLMMU NTMLIEH3UIO Ha (hbapMaLIeBTUYECKYH0 AeATENbHOCTb.

2. Bugbl anTeuHbIXx OpraHvM3auuii M npaBuna OTNycKa I1eKapCTBEHHbIX MpenapaToB Ans
MELMLMHCKOro MPUMEHEHNS anTeYHbIMKM OpraHu3auusMy, WHAMBUAOYaNbHBIMU NPeanpuHUMaTeEnsMu,
MMELMMN  NULEH3NI0  Ha  apMaueBTUYECKylD [OeATenbHOCTb, a Takke MpaBuna oTnycka
NeKapCTBEHHbIX MpenapaToB AN  MEOUUMHCKOrO MPUMEHEHUS MEAMLMHCKUMU  OpraHu3auusiMu,
VMEKLLMMMN NNLEH3NIO Ha hapMaLEeBTUYECKYIO AEeATENbHOCTb, U X 060COBNEHHbIMM NOAPa3aeneHusMn
(ambynaTtopuamu,  denbawepckumn U PEMbALIEPCKO-aKYLIEPCKUMM  MYHKTaMK,  LieHTpamu
(oToeneHunsimn) obLen BpayebHON (CEMENHON) NPaKTVKK), PAcnONOXEHHBIMU B CEITbCKMX NMOCENEHUSIX, B
KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHusauuu, YTBEepXOalTcsl YMONHOMOYEHHbIM deaepanbHbIM
OpraHoM MCMOSTHUTENBHON BNAacTw.

3. MNpaBuna oTnycka HapKOTUYECKUX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3aperncTpMpoBaHHbIX B
KayecTBe JeKapCTBEHHbIX MpenapaToB, IEKApCTBEHHbIX MNpenapaTtoB, COoAepXaluuMx HapKOTUYecKue
CpefcTBa M NCUXOTPOMHbIE BELLECTBA, YTBEPXKOATCA YNOMHOMOYEHHbIM deaepanbHbiM  OpraHoM
MCNOMHUTENBHOW BMacTM MO COMMacoBaHWiO C denepanbHbIM  OpraHoM WCMOMHUTENbBHOW BriacTu,
OCYLLECTBNAOLWNM  (YHKUMU MO BblpaboTke rocyfapCTBEHHOW MONUTUKA, HOPMAaTUBHO-MPaBOBOMY



perynupoBaHuio, KOHTPOSIO U Hap3opy B cdepe obopoTa HapKOTUYECKUX CPeacTB, MCUMXOTPOMHbLIX
BELLECTB 1 NX MPEKYPCOPOB, a Takke B 0611acTu NpoTUBOAENCTBUSI MX HE3AaKOHHOMY 00OpOTY.

4. JlekapcTBeHHble npenapatbl ANA BETEPUHAPHOrO NPUMEHEHWs noanexaTr  OTnycky
BETEPMHAPHBLIMU AMNTEYHLIMU OpPraHn3aLMsMKn, BeTEPUHAPHBIMW OpraHM3auMsaMu, WHOMBUAYanNbHbIMU
npeanpuHMMaTens M, UMeLLMMN NULEH3UIO Ha (bapMaLleBTUYeCcKyo aedatenbHoCTb. [MpaBuna otnycka
NeKkapCTBeHHbIX npenapatoB [Ans BeTEepUHApPHOro MPUMEHEHUs YTBepXOatTcs YNONHOMOYEHHbIM
dheneparnbHbIM OpraHoM UCMOSTHUTENbHOW BACTMU.

5. TlepeyeHb MeEOUMUMHCKMX OpraHu3auui, MWMERLWNX §ULEH3N0 Ha dapmaueBTUYECKYHO
OesaTenbHocTb, W KX  060COOneHHbIX  nogpasgeneHun  (ambynatopuii,  PEnbALIEpPCKUX U
denbaLepcko-akyLLepCKMX MyHKTOB, LEHTPOB (OTAeneHuin) obwen BpavyebHON (CEMENHON) NpakTuKu),
PacnoNOXKEHHbIX B CENbCKMX MOCENEHUSAX, B KOTOPbIX OTCYTCTBYIOT anTeuYHble OpraHvM3aumu, a Takke
nepeyveHb NEKapCTBEHHbIX MpenapaToB (3a UCKITHYEHNEM HAPKOTUYECKMX JIEKAapPCTBEHHBLIX NpenapaToB U
MCUXOTPOMHLIX JIEKAPCTBEHHBLIX NpenapartoB), Npogaxa KOTOPbIX MOXET OCYLLeCTBMAATbCS YKa3aHHbIMM
opraHusauuMsamMm 1M ux  0D0OCOGMEeHHbIMM  nogpas3geneHnsaMu,  YCTaHaBMMBaKTCSA  OpraHamu
NCMNOMNHUTENBHOM BnacTn cyobekToB Poccuiickon ®egepaumm.

6. ANTeyHble oOpraHuM3auuy, WHAUBMOYanbHblE NPEeanpPUHMMAaTENN, UMEKLWME FULEH3NID Ha
dapmaLeBTUYECKYD AeATenbHOCTb, 0053aHbl 0becneynBaTb YCTAHOBMEHHBIA  YMONMHOMOYEHHbIM
denepanbHbiM  OpraHOM  UCMOSTHUTENbHOM  BACTM  MWHMMAIbHBI  aCCOPTUMEHT  JIEKAPCTBEHHbIX
npenapaToB, HEOOXOANMBIX AF1S OKA3aHUA MEQULIMHCKOM MOMOLLM.

7. AnNTeyHble oOpraHuM3auuv, WHAUBMOYanbHble NPeanpUHMMAaTENn, UMEKLWMe §ULEH3NI0 Ha
dapmaLeBTUYECKYID OEATENbHOCTb, HApsSAy C JeKapCTBEHHbIMM MpenapataMmyM  MMEKT NpaBo
npuobpetate W nNpogaBaTb W3OENUA MEOMUUHCKOTO Ha3HayeHusl, Oe3vHuuMpylolne cpeacTea,
npegMeTbl U cpeacTBa JIMYHOW TUMMEHbI, Mocydy ON1 MEeOUUMHCKMX Uenewn, nNpeaMeTbl U CpeacTsa,
npegHasHadeHHble Ans yxoga 3a GOMNbHbIMW, HOBOPOXAEHHLIMW U OETbMU, HE OOCTUMLMMU BO3pacTta
Tpex IeT, OYKOBYHD OMTUKY W CPEeACTBa yxo4a 3a HEeW, MUHepasnbHble BOAbl, MPOAYKTbl ne4vyebHoro,
OETCKOro U OUEeTMYECKOro NUTaHus, Gnonornyeckn aktmeHble Ao0aBku, NapOMEpPHbIE U KOCMETUYECKNE
cpencTtea, MEOUUMHCKME U CaHWTAPHO-MPOCBETUTENBHbBIE MEYaTHble M3OaHus, NpegHasHayYeHHble Ons
nponaraHgbl 340POBOro 06pasa XXU3HMW.

(B peq. ®egepanbHoro 3akoHa ot 27.07.2010 N 192-93)

8. HeaTenbHOCTb anTeyHblX opraHmsauun BoopyxeHHbix Cun Poccuiickon ®Pegepaumun, apyrmx
BOWCK, BOMHCKUX (bOpMMPOBaHUIN U OpraHoB, B KOTOPbIX 3akoHodaTenbcTBoM Poccunckon depepaumm
NPegyCMOTPEHO MPOXOXAEHME BOEHHOW WNW MPaBOOXPaHUTENBHOW CNyXObl, pernameHTupyeTcs
HacToswmm PefepanbHbIM 3aKOHOM U YTBEPXKAEHHBIMY COOTBETCTBYHOLUMN dheaeparnbHbIMU OpraHamu
WCMOMHWUTENBHON Bractu nonoxeHusamu. KoHTponb 3a cobniogeHvemM  ykaszaHHbIMM - anTeYHbIMM
opraHusauusmMmn nonoxeHun Hactosiero defgepanbHOr0 3akoHa OCYLLECTBIISIETCS COOTBETCTBYHOLLMMU
denepanbHbIMU OpraHamMun UCMOSTHUTENBLHOW BNACTML.

Cratba 56. M3rotoBneHue u OTNYCK JIeKapCTBEHHbIX npenapartoB

1. V3roToBneHne neKkapCTBEHHbIX MPEnapaTtoB anTeYHbIMW OpraHu3auusmMu, BeTepUHapPHbIMU
anTeyHblMX OpraHM3auusaMu, WHOVMBMAYanbHBIMW MNpPeanpyHUMATENs MK, WMMEKWNMA  JIMLEH3UI0 Ha
dapmaLeBTNYECKYIO OeATENbHOCTb, OCYLLECTBMASETCA MO peuenTam Ha fnekapCTBeHHble npenapaTbl, No
TpeboBaHMAM MEOULMHCKUX OpraHv3auui, BeTEpMHApPHbBIX OpraHM3auuin B COOTBETCTBMM C MpaBuiiamu
M3roTOBIIEHMS W OTNyCKa JIEKApCTBEHHbIX MpenapatoB, YTBEPXAEHHBbIMW  YMOITHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOMHUTENBHOW BNacTu.

2. Tlpy N3roTOBMNEHMUN NIEKAPCTBEHHBIX MPenapaToB anTeYHbIMU OpraHvM3aunsiMyM, BeTEepUHapHbIMU
anTeYyHbIMX OpraHM3auvsMu, WHOMBMAYanbHBIMW NpeanpyHUMATENs M1, WMMEWNMA  JIMLEH3UI0 Ha
dapmaLeBTUYECKYID OEATEeNbHOCTb, MCNOMNb3yHTCA (apmaueBTMyYeckme CyoCcTaHuMKu, BKIHOYEHHbIE
COOTBETCTBEHHO B rOCYAapCTBEHHbIA PEECTP NEKapCTBEHHbIX CPEeACTB ANst MEOMLUHCKOIO MPUMEHEHUS U
rocy4apCTBEHHbIV PEECTP NEKapCTBEHHbIX CPEACTB ANS BETEPUHAPHOIO NPUMEHEHUS] B YCTAHOBEHHOM
nopsigke. He gonyckaetcsi M3roTOBMEHWE anTeYHbIMW OpraHvM3auusiMi, BETEPMHAPHLIMU aNTEYHLIMM
opraHusaumsmu, MHAMBUAYaNbHLIMA npegnpyHUMaTensiMu, UMELL MU NULLEH3NIO Ha
thapMaLeBTUYECKYO0 OeATeNbHOCTb, NIeKapCTBEHHbIX MpenapaToB, 3aperncTpupoBaHHbIX B Poccumnckomn
depnepauun.

3. MapkupoBKa neKkapCTBEHHbIX MpenapaToB, W3rOTOBMEHHbLIX anTeYHbIMW OpraHM3aunsiMu,
BETEPMHAPHBIMU anTeYHbIMK OpraHvM3aunsMi, WHAMBUAYANbHbIMA NPEANPUHMMATENSMA, UMEKLL MMM
NUUEH3NI0 Ha (apMaueBTUYECKYID [OEATENbHOCTb, U OopMIIEHMEe Takux npenapatoB AOJDKHbI
COOTBETCTBOBATL MpaBuIiaM, yka3aHHbIM B YacTu 1 HacTosLLEN CTaTbMm.

4. AnTeyHble oOpraHvM3aumv, BETEepuHapHble anTeyHble OopraHv3aumv, WHAMBUOYarbHble
npegnpuHMMaTenn,  uUMelLWMe  NUUEeH3N  Ha  (apMaueBTUYECKyld  OeATeNnbHOCTb,  HECyT
OTBETCTBEHHOCTb 3a HecoOnaeHue MpaBuiT U3rOTOBIEHMS U OTMYyCKa JIEKapCTBEHHBIX MpenapaToB B
COOTBETCTBMM C 3aKoHodaTenbCcTBOM Poccuiickon ®egepauun.



Cratbas 57. 3anpelleHve npodaxu anbCUOULMPOBAHHbIX NEKapCTBEHHbIX  CPeAcTs,
Heq06pPOoKa4YeCTBEHHbIX NeKapCTBEHHbIX CPeaCTB, KOHTPadaKTHLIX NeKapCTBEHHbIX CPEACTB

I'Ipop,ax(a Cba.l'IbCVI(*)I/ILl,I/IpOBaHHbIX JNTEKapCTBEHHbIX cpencTs, H8ﬂ06pOKa‘-IeCTBeHHbIX
NeKkapCTBEHHbIX CPeacCTB, KOHTpa(baKTHbIX NEKapCTBEHHbIX CPeaCTB 3arpeLlaeTcA.

CraTbsa 58. XpaHeHWe nekapcTBEHHbIX CPeacTB

1. XpaHeHve nekapCTBEHHbIX CPeACTB OCYLUEeCTBMSAETCSA MNPOU3BOAMTENSAMU JeKapCTBEHHbIX
CpeacTB, OpraHu3aumMsiMm  OMNTOBOM  TOProBfM  NIEKAPCTBEHHbIMM  CPEACTBaAMW,  anTEYHbIMU
opraHMsaumsimu, BETEPUHAPHbLIMM anTeYHbIMU opraHMsaumsimu, NHAMBUAYaNbHbLIMU
npeanpuHMMaTensiMmM, UMERLLMMM FIMLEH3NIO Ha (bapMaLeBTUYECKYO0 AeATENBHOCTE UMKN NIMLIEH3UIO Ha
MEOVLUMHCKYI [eATeNbHOCTb, MEAMUMHCKAMW OpraHv3aumsimmM, BeTepUHapHbIMKM  OpraHu3auvsaMn U
WHBIMUW OpPraHn3auusiMn, OCYLLIECTBSIOWMMI OOpalLLeHNe NeKapCTBEHHbIX CPEACTB.

2. TllpaBuna XxpaHeHWst NEKApCTBEHHbIX CPEACTB  YTBEPXOATCs  COOTBETCTBYHOLLMM
YMOMHOMOY€EHHbIM (hefepanbHbIM OpraHoOM UCMOSTHUTENBHON BacTu.

3. XpaHeHNe HapKOTUYECKUX JIEKApPCTBEHHbIX CPEACTB, NMCUXOTPOMHbLIX JIEKAapCTBEHHbLIX CPEeAcCTB,
pagnodapMaLeBTUIECKUX  NEKAPCTBEHHbIX  CPEACTB  OCYLLECTBMSIETCA B COOTBETCTBUM  C
3akoHogatenbcTBoM Poccuickon depepauuu.

Masa 11. YHUWHTOXEHUE NEKAPCTBEHHbLIX CPEACTB
Cratbs 59. OcHoBaHus 1 nopAaoK YHUHTOXEHUA NeKapCTBEHHbIX CpeaCcTB

1. HepobGpokayecTBeHHbIE IEeKApCTBEHHblE cpeacTBa, anbcMduUMpPOBaHHbIE NEKapCTBEHHbIE
cpencTtBa noanexar U3bATUMIO U3 TPaK4aHCKOro obopoTa M YHUUTOXEHUIO B MOpsiAKe, YCTaHOBIIEHHOM
MpasutenbctBom Poccuiickon Pepepaumn. OCHOBaHMEM ON1S1 YHUYTOXEHUS NEKAPCTBEHHbLIX CPEACTB
ABMNSAETCA  pelleHne  Bragenbla  JIeKapCTBEHHbIX  CPEACTB,  peLleHMe  COOTBETCTBYIOLLENO
YMONTHOMOY€EHHOro befepanbHOro opraHa UCMOSTHUTENbHOW BNAcTX UK peLleHne cyaa.

2. KoHTpaghakTHble NekapCTBEHHblE CpeACcTBa noanexaTr U3bATUIO U3 rpakgaHckoro obopoTa u
YHUUTOXEHNIO MO peleHnto cyga. [opsagok YHUUTOXEHWs] KOHTpadakTHBIX FIEKApCTBEHHbIX CpeacTB
ycTaHaBnueaeTcs NpasutensctBoM Poccunckon ®enepaumn.

3. Pacxogbl, cBA3aHHble C YHWYTOXEHMEM KOHTpadhaKkTHbIX JIEKAapCTBEHHBLIX CPeacTs,
HegoOpPOKa4YeCTBEHHbIX JIEKAPCTBEHHLIX CPeAcTB, (anbCcndUUMPOBAHHLIX JTIEKAPCTBEHHbLIX CPEACTB,
BO3MeLLalTCsa UX BriadenbLem.

4. BnageneLw nekapcTBeHHbIX CPEACTB AOMKEH MpeAcTaBUTb B YNOMHOMOYEHHbIN doeaepanbHbIn
OopraH WCMOMHUTENbHOM BNACTM OOKYMEHT WNN 3aBEPEHHY0 B YCTaHOBIIEHHOM MOPSIAKE €ro Komnuio,
noaTeepxaaroLime akT yHUHTOXKEHUS NeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOLMIA YNOMHOMOYEHHbIM doefepanbHbil  OpraH  MCMOMHUTENBLHOW  BMAACTH,
MPUHSABLUMA pelleHne 00 YHUYTOXEHWM FNeKapCTBEHHbIX CPeACTB, OCYLUECTBISIET KOHTPOSb 3a WX
YHUYTOXEHWEM.

6. YHWMUTOXEHME IeKapCTBEHHbIX CPeACTB MPOM3BOAUTCA  OpraHM3auusimuM, UMELMMn
COOTBETCTBYHOLLYHO JIMLEH3MIO, HA cneunanbHO 000pyaoBaHHbIX Niowagkax, MosIMroHax v B cneynansHo
0bopyaoBaHHbIX MOMELLEHUAX ¢ cobrnogeHnem TpeboBaHni B 06n1acTn oxpaHbl OKpYXatollen cpeabl B
COOTBETCTBMM C 3aKoHoaaTenbCcTBoM Poccuickon ®egepaunn.

7. HapkoTuyeckne nekapCTBEHHble CpeacTBa, MCUXOTPOMHbIE JIEKApCTBEHHblE CPencTBa,
pagnodapMmaleBTMYeCckMe  NEKapCTBEHHbIE  CPEACTBa  YHWMTOXKAalTCA B COOTBETCTBMM  C
3akoHoaartenbcTBoM Poccunckon deaepaumm.

Mnasa 12. TOCYOQAPCTBEHHOE PEIYJINPOBAHME LIEH
HA NNEKAPCTBEHHbBIE NPENAPATbI ANA MEOMUMWHCKOIO NPUMEHEHUA

Cratba 60. locygoapCTBEHHOE perynvpoBaHME LEeH Ha JeKkapCTBeHHble npenapaTbl Ans
MEOVLUMHCKOTO NPUMEHEHNS

locynapcTBEHHOE perynupoBaHMe LIeH Ha FNeKapCTBEHHble npenapatbl Ans MeOULMHCKOro
NMPUMEHEHMST OCYLLECTBNSIETCS NOCPEACTBOM:

1) yTBEPXKOEHUS MEPEYUHST XKU3HEHHO HEOOXOAUMbIX W BaXKHEWLUMX NEeKapCTBEHHbLIX NpenapaTos,
BK/MIOYEHHbIX B TaKOW MepeyeHb Mof MeXAyHapoaHbIMU  HenaTeHTOBaHHbIMU UM XUMUYECKUMM
HauMeHOBaHMSIMWN U COOTBETCTBYIOLLMX CNEAYIOLLUM KPUTEPUSIM:

a) MNpUMEHEHME KOHKPETHOro JlekapCTBEHHOrO npenaparta Ans AMAarHOCTMKW, MpPOUNaKTUKK,
neyeHus 3aboneBaHui, B TOM 4ucne npeobrnagawowux B CTPyKType 3aboneBaemoctu B Poccuiickomn
depnepauuy;



6) npeMMyLLECTBO KOHKPETHOrO JIEKapCTBEHHOrO Mpenapata Mo CpaBHEHWK C  ApYrvMMu
NeKapCTBEHHbIMM MpenapaTamu nNpu  onpeaerneHHbIX 3aboneBaHnM, CUHOPOME WU KIMMHUYECKOM
cuUTyauuu;

B) TepaneBTUYeCcKasi 3KBUBASNIEHTHOCTb KOHKPETHOIO NEKapCTBEHHOIO npenaparta fekapCTBEHHbIM
npenapaTtam CO CXOXMM MEXaHU3MOM (hapMaKonorm4eckoro AencTeus;

2) yTBEPXOEHUS METOAWMKM YCTAHOBMEHUS MNPOM3BOOAMTENSAMU JIEKAPCTBEHHBIX MNpenapaToB
npefdenbHbIX OTMNYCKHbIX LIEH Ha FeKkapCTBEHHble npenapatbl, BKNIOYEHHblE B MepevYeHb XU3HEHHO
HeobXOAMMBIX N BaXKHENLLMX NEKapCTBEHHbIX Npenaparos;

3) rocygapCTBEHHOW  peructpauuMm  yCTaHOBMEHHbLIX — MPOU3BOAUTENSIMUA  JIEKAPCTBEHHbIX
npenapaToB MNpeferbHbIX OTMYCKHbIX LIeH Ha NeKapCTBEHHbIE Mpenapartbl, BKMOYEHHblE B MepeyeHb
YKN3HEHHO HEOOXOAMMBIX N BaXKHENLLMX NEKAapCTBEHHbIX NpenapaTos;

4) BefdeHVs1 TOCyOapCTBEHHOrO peecTpa MnpedenbHbIX OTNYCKHbIX LieH Mpou3BOAUTENEN Ha
neKkapCcTBeHHble npenapaTtbl, BKIOYEHHble B MepeyvYeHb >XMU3HEHHO HeobXoOMMbIX W BaXKHEWMLLWX
neKapCTBEHHbIX NpenapaTos;

5) yTBEpXOEHWs MEeTOOUKM YCTaHOBMEHMS OpraHamMu WCMOMHUTENBHON BNact CyObEKTOB
Poccuiickon ®epgepaumn npeaenbHbiX pa3mMepoB OMTOBbIX Hag0aBOK W npefderibHbIX  pa3MepoB
PO3HUYHbIX HagbaBOK K (PakTUYECKUM OTMYCKHbIM LEeHaM, YCTAHOBIEHHbIM MPOU3BOAUTENSMU
NeKapCTBEHHbIX MNpenapaToB, Ha NeKapCTBeHHble MNpenapaTbl, BKMOYEHHblE B MNEpevYeHb KU3HEHHO
HeobXOAMMBIX N BaXKHENLLIMX NEKapCTBEHHbIX Npenaparos;

6) yCTaHOBNEHMS NpeferibHbIX Pa3MePOB OMTOBLIX HaA0aBOK M NPeAenbHbIX Pa3MepoB PO3HUYHbIX
HagbaBoK K (pakTUYEeCKMM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM MPOU3BOAUTENSMU NEKAPCTBEHHbLIX
npenapaTtoB, Ha JleKapCTBEHHble Mpenapartbl, BKIOYEHHblIE B MepevYeHb XU3HEHHO HEOOXOAUMBLIX U
Ba)KHENLUNX NEKapCTBEHHbIX NPenapaTos;

7) yTBEPXKOEHUS MOpsigka Bblgadv NpeanucaHvuid opraHam WCMOSTHUTENbHOW BRacTM CyObekToB
Poccurickon degepauum o npvBeaeHnn B COOTBETCTBME C 3aKoHogaTenbcTBoM Poccurckon degepaumnm
peweHnn o6 ycTaHOBMNEHMU MpederbHbiX PasMepoB OMNTOBbIX HagbaBOK WM MpedenbHbIX pa3mMepoB
PO3HUYHBIX HagbaBOK K (QaKTMYECKUM OTMYCKHbIM LEeHaM, YCTAHOBIIEHHbIM MPOU3BOAUTENSMU
NeKapCTBEHHbIX MNpenapaToB, Ha NEeKapCTBEHHble MNpenapaTbl, BKMOYEHHblE B MEpPevYeHb >KU3HEHHO
HeOOXOAMMbIX W BaXKHEWLUMX JIEKAPCTBEHHbIX MpenapaToB, €CfM OHW MPUHATBI C  HapyLleHWeM
3akoHogartenscTBa Poccuinckon denepaumu, B nopsake, yctaHosrneHHoM [NpasuTtensctBom Poccuiickon
depepauunu;

8) HampaBneHus ynosHOMOYEHHbIM doefeparibHbiM OpraHoOM WUCMOSIHUTENBHON BNacTu opraHam
ucnonHuTenoHonm Bnactu cybbektoB Poccuiickon ®Pegepaumn nNpegnucaHnii O  MpuBegeHuM B
COOTBETCTBME C 3akoHogartenbcTBoM  Poccuiickor depepaumm  MPUHATBIX  C  HapyLUEHWEM
3akoHogartenbctBa Poccuickon ®epepauny peleHnd 06 yCTaHOBMEHUM MpefenbHbIX pPa3vMepoB
ONTOBbIX HaA0aBOK W MNpedenbHbIX Pa3MepoB PO3HUYHLIX HaA0aBOK K LieHaM Ha JleKapCTBEHHble
npenapaTbl, BKMIOYEHHbIE B MEpPeYeHb >XU3HEHHO HEOOXOAUMbBIX U BaXXHEMLIMX FEeKapCTBEHHbIX
npenapaTos;

9) ocCyLLleCTBMNEHNS TOCY4APCTBEHHOINO KOHTPOMS 33 MPUMEHEHUMEM LEH Ha J1eKapCTBEHHbIE
npenapaTtbl B Nopsigke, yctaHoBneHHoM NpasutensctBom Poccunckon ®egepaumu;

(B pea. PepepanpHoro 3akoHa oT 11.10.2010 N 271-$3)

10) npumMeHeHus NpPegyCMOTPEHHbLIX 3akoHodarternbcTBoM Poccuiickon depepaumm  mep
OTBETCTBEHHOCTM 3a HapyLLleHue nopsigka LeHooOpa3oBaHUSA Ha XU3HEHHO HEODOXOAMMbIE N BaXHENLLne
NneKapCTBEHHble Npenaparhbl.

Cratbsa 61. [ocygapcTBeHHasi perucTpaumsl yCTaHOBEHHbIX NPOU3BOAUTENSMU NEKAPCTBEHHbIX
npenapaToB NpeaeribHbIX OTMYCKHbIX LEeH Ha KM3HEHHO HeobXoauMble U BaXkHeMwue reKapCTBEHHble
npenaparbl U UX Npogaxa

1. YcTaHOBMNEHHbIE NPOU3BOAUTENSIMU NEKAPCTBEHHbLIX NPEnapaToB NpeaeribHble OTMYCKHbIE LIEHbI
Ha feKapCTBEHHble Npenapartbl, BKMIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOOAMMBIX WM BaXKHEWMLLNX
NEeKapCTBEHHbIX NpenapaToB, Noasiexar rocy4apCTBEHHON perncTpaumu.

2. YcTaHOBNEeHHas Npon3BOAUTENEM fIEKapCTBEHHbIX NpenapaToB NpeaernbHas OTNyCKHadA LeHa Ha
NEKAPCTBEHHbIN MpenapaT, BKIYEHHbI B MEpPeYEHb KM3HEHHO HEeOoOXOOMMBbIX W  BaXKHEWLIMX
NEKAPCTBEHHbIX MPEenapaTtoB, MOAJIEXUT TFOCYOapCTBEHHOW perucTpauun, ecrnv OHa He npeBbiaeT
pa3smep LeHbl Ha AaHHbIN NekapCTBeHHbIM npenapaTt, pacCyMTaHHbI B COOTBETCTBUN C YTBEPXKOEHHOWN B
nopsigke, ycraHoBneHHom [lpaButenbctBom Poccunckon ®degepaunn, METOAWKON YCTaHOBIEHUS
NpOu3BOOUTENSIMA NEKAPCTBEHHbLIX MpenapaToB MNpeAernbHbIX OTMAYCKHbIX LEH Ha J1eKapCTBEHHbIE
npenapatbl, BKIOYEHHbIE B MEPEYEHb XM3HEHHO HeOOXOAMMbIX W BaXKHEMLIMX FEKapCTBEHHbIX
npenapaToB. [JaHHON METOAMKOWN NpedyCcMaTpuBaeTCs ANs JIEKapCTBEHHbIX NpenapaToB, HAXOASALWMNXCS B
obpauwieHnn Ha Tepputopumn Poccuiickon ®enepaunmn, pacdeT cpeaHeB3BELUEHHOW (DAKTUYECKOW LieHbI
OTNycKa, cpefHeB3BelLleHHOMW (pakTUYeckon UeHbl BBO3a fEeKapCcTBEHHOro nmnpenapaTta 3a rof,
npegwecTBylOWNA  gaTe NpeacTaBfneHus npedenbHOM  OTMYCKHOW  LUeHbl Mpou3BOAUTENS  Ha



neKkapCTBEeHHbIM npenapaT Ha rocyfapCTBEHHYIO peructpauuio, a Ans NekapCTBeHHbIX npenapaTtos, He
noctynaswmux B oOpalwieHne Ha Tepputopun Poccunckon ®Pegepaummn, u  Ons  opuriHanbHbIX
NEKapCTBEHHbIX MpenapaTtoB pacyeT POCCUIACKMMU MNPOM3BOAUTENSAMMU FEKAPCTBEHHbLIX MNpenapaToB
pacxodoB, CBsI3aHHbIX C pa3paboTkor, MNPOM3BOACTBOM, peanu3aumen nekapCTBEHHOro npenapaTa,
yKasaHue MHOCTPaHHbIMW MPOU3BOANTENSAMU pasMepa MUHUMAanbHOW OTMYCKHOMW LeHbl Npou3BoauTens
Ha JIekapCTBEHHbI MpenapaT B rocygapCcTBe MPOM3BOAMTENS W OPYrUX rocydapcTBax, [OEe OH
3aperucTpupoBaH, C Y4eTOM pacxOfoB, CBSI3@HHbIX C TaMOXEHHbIM OOPMIEHMEM (TaMOXEHHON
MOLUMUNHBLI U TAMOXEHHbLIX COOPOB 3a TaMOXEHHOE 0DOPMIIEHME), M TPAHCMOPTHBIX PAcXO40B.

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

21. Tllpu npoBedeHWn pacdeTa npeferibHOW OTMYCKHOM UeHbl Hapsgy C  AaHHbIMMU,
npenycMOTPEHHBIMU YacTblo 2 HACTOSILLLEN CTAaTbK, yYUTbIBAETCS:

1) B OTHOLUEHUN POCCUMINCKOrO MPOU3BOAUTENS - LieHa Ha aHanornyHele (Mo MexgyHapogHOMY
HenaTeHTOBaHHOMY HauMEHOBaHMWIO, NIEKapCTBEHHOW hOpMe M O03MPOBKE) NEKapCTBEHHbIE MpenaparTsl,
npousBeneHHble Ha Tepputopun Poccuiickon Pepepauummn, nubo B criydae MX OTCYTCTBUSA LEeHa Ha
aHarnormyHble WMHOCTPaHHblE NEeKapCTBEHHble Mnpenaparbl, HaxodslMecs B rpaxgaHckom obopoTe Ha
Tepputopun Poccunckon denepaumm;

2) B OTHOLUEHWM MHOCTPaHHOIo MpPOM3BOAMTENS - LieHa Ha aHanorumyHble (Mo MeXayHapogHOMY
HenaTeHTOBAaHHOMY HauMEHOBaHWIO, NIEKapCTBEHHOW hOopMe M O03MPOBKE) NEKapCTBEHHbIE MpenaparTsl,
HaxogsLmecs B rpaXxgaHckoM obopoTe Ha TeppuTtopumn Poccuiickon ®epepauun.

(4acTb 2.1 BBegeHa PegepanbHbiv 3akoHoM oT 11.10.2010 N 271-93)

2.2. Ha ocHoBaHuM nogaHHoro Ao 1 oOKTA0psA Kaxgoro roda 3asiBeHUMst  POCCUIMCKOro
Nnpon3BOAUTENST NEKAapPCTBEHHbIX MNPenapaToB, BKIHOYEHHbLIX B MepeyvYeHb XXU3HEHHO HEeOOXOAUMBIX W
Ba)KHEWLUNX J1EeKapCTBEHHbIX MPEenapaToB, 3aperncTpupoBaHHasi npefenbHas OTMyCKHad LUeHa Ha
NEKapCTBEHHbIN NpenapaT B Cly4Yae U3MEHEHUs LIEeH Ha Cbipbe M MaTepuansbl, HaknagHbIX pacxogos, a
TaKkKe WCXOOs W3 YCTaHOBIEHHOro dedepanbHbIM  3akOHOM O dbefgepanbHOM  OlogxeTe Ha
COOTBETCTBYHOLMNA (DUHAHCOBLIN MO4 U Ha NMAHOBBLIM Nepuog MPOrHO3MPYEMOro YPOBHSA MHMNALMM
MOXeT OblTb MepeperucTpypoBaHa, HO He Yalle 4YeM OAWH pa3 B KaneHdapHOM rogy B Mopsiake,
YCTaHOBEHHOM YacTamu 2 1 2.1 HacTosLen cTaTbu.

(4acTb 2.2 BBegeHa PegepanbHbiv 3akoHoM oT 11.10.2010 N 271-93)

3. Tllpogaxa nekapCTBEHHbIX MpenapaTtoB, KOTOpble BKMOYEHbI B MEPEYeHb KU3HEHHO
HeOOXOAMMbIX W BaXKHEWMLLMX TNEeKapCTBEHHbIX MpenapaTtoB W Ha KOTOpble HEe 3aperMcTpupoBaHa
YyCTaHOBMEHHAs MPOM3BOAUTENSAMU JIEKApPCTBEHHbIX MpenapaToB npedernbHas OTMyCKHasd LeHa Ha
neKkapCcTBeHHble npenapaTtbl, BKIOYEHHbIE B MEPEeYEeHb >XMU3HEHHO HeoOXOoOMMbIX W  BaXKHEWLLNX
NEeKapCTBEHHbIX NPenapaToB, He A0MyCKaeTcs.

Crtatbl 62. [ocydapCTBeHHbI peecTp MpeaerbHbIX OTMYCKHbIX LEH Mpou3BoauTenen Ha
rnieKapcTBeHHble MnpenapaTbl, BKMHOYEHHbIE B MEepeYeHb XU3HEHHO HeoOXOOMMbBbIX W  BaXXHEMLWMX
neKapCTBEHHbIX NpenaparTos

1. 3apeructpuvpoBaHHble nNpedenbHble OTMYCKHbIE LEHbl Ha JieKapCTBEHHbIE Mpenaparhbl,
BKIMIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOAUMBIX W BaXKHEWLWUMX JIEKAPCTBEHHbIX MpenapaTos,
noanexaT BKIMOYEHUI0 B FOCYAapCTBEHHbIN pPeecTp npedernbHbIX OTMNYCKHbIX LIEH Mpou3BoguTenen Ha
neKkapCcTBeHHble MpenapaTtbl, BKIIYEHHbIE B TMEpPeYeHb >XMU3HEHHO HeoOXOoOuMMbIX W BaXKHEWLINX
neKapCTBEHHbIX NpenapaTos.

2. TocygapCTBEHHBIN peecTp NpederbHbIX OTMYCKHbIX LEeH MPOM3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEepeYeHb XU3HEHHO HEOOXOAUMbBIX W BaXXHEMLIMX JEKapPCTBEHHbIX
npenapaToB, cooepXuT B cebe cneayoLyo MHGHOPMaLMIO:

1) HaMMeHOBaHNe NPOM3BOAUTENS NEKAPCTBEHHOIO Npenapara;

2) HavMeHOBaHWe JeKapCTBEHHOro nmnpenapata (MeXayHapooHoe HenaTeHTOBaHHOoe Wnu
XUMMNYECKOE U TOProBOE HaUMEHOBAHMS);

3) HOMep perncTpaumoHHOrO yAOCTOBEPEHUS NEKAPCTBEHHONO Npenapara;

4) nekapcTBeHHas hopma C ykasaHWeM JO3MPOBKU NEKapCTBEHHOMO npenapara n ero KonmyecTaa
BO BTOPUYHOW (NOTPEOUTENBCKON) YNAKOBKE;

5) sapeructpupoBaHHasi npegenbHasi OTNycKHas LeHa B pybnsx;

6) parta rocygapCTBEHHOM perncTpauum npegenbHOW OTMYCKHOW LEeHbl Ha FeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MepeYeHb XU3HEHHO HEOOXOAUMbBIX W BaXKHENLIMX JEKapCTBEHHbIX
npenapaTos.

3. N'ocypapcTBeHHasa perncrTpauus npedenbHbIX OTNYCKHbIX LEH Ha JIeKapCTBEHHbIE MpenapaThl,
BKITIOYEHHbIE B NepeyveHb KN3HEHHO HEOOXOAMMbIX U BaXKHEMLLNX NEKAapCTBEHHbLIX NpenapaToB, BeeHne
rocy4apCTBEHHOIO peecTpa npedenbHbiX OTMNYCKHbIX LEH npou3BoguTeneri Ha JeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOAUMbBIX W BaXKHEMLUMX JEKAaPCTBEHHbIX
npenapaToB, OCYyLLECTBAIOTCA B MOPSAKE, yCTaHOBNEHHOM [MpaButensctBom Poccuickon ®egepauun.



CraTbsa 63. YcTaHOBNEHME OpraHaMm UCMOSTHUTENbHOM BnacTh cybbektoB Poccuiickon depepavmm
npeaenbHbIX pPa3MepoB OMTOBbIX Hanb0aBOK W npederibHbIX pPa3MepoB PO3HUYHbIX Hanb0aBOK K
PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMNEHHbIM MPOU3BOAMTENSAMU NEKapCTBEHHbIX MpenapaToB, Ha
NeKapcTBEHHbIE NpenapaThbl 4N MegUUNHCKOro NpUMEHEHNS

1. OpraHbl UCNonHUTENBHOW BRactM cybbekToB Poccuiickon ®Pepepaumn ycTaHaBnuBaoT
npegenbHble pasmepbl OMNTOBbIX HaabaBOK M MpedernbHble pasMepbl PO3HUYHBLIX HagbaBOK K
PaKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMNEHHbIM MPOU3BOAMTENSMU NEKapCTBEHHbIX MpenapaToB, Ha
neKkapCcTBeHHble npenapaTtbl, BKIYEHHble B MEepeyvYeHb >XMU3HEHHO HeobXoOMMbIX W BaXKHEMLLNX
NEKApCTBEHHbLIX MNpenapatoB, B COOTBETCTBUM C YTBEPXOEHHOMW B MNOpsAKe, YCTAHOBIIEHHOM
MpaButensctBoM Poccuiickon depepaumm, MeTOOAUKOW YCTaAHOBMEHUS OpraHamu WCMOMHUTESbHOWN
Bnactn cybobektoB Poccuiickon Penepaummn npegenbHbiX pasMepoB ONTOBbIX HagbaBOK U NpefenbHbIX
pa3MepoB PO3HUYHbIX HAA0aBOK K haKTUYECKMM OTMYCKHBIM LieHaM, YCTaHOBIIEHHBIM NMPOU3BOAUTENSMM
NeKapCTBEHHbIX MNpPenapaToB, Ha NeKapCTBEHHble MNpenapaTbl, BKMOYEHHblE B MEepevYeHb >KU3HEHHO
HeobXOAMMBIX N BaXKHENLLMX NEKapCTBEHHbIX NpenapaTos.

2. OpraHuzauum ONTOBOW TOProBnM W (UNKU) anTeyHble OpraHusauun, WHAMBUAYarbHblE
npegnpuHMMaTeny, WUMeloWwmMe JIMUEH3NI0 Ha apMaueBTUYECKY0 LeATEeNbHOCTb, OCYLLECTBSOT
peanusaumio JNeKapCTBEHHbIX MpPenapaToB, BKIHOYEHHbIX B MEPEYeHb XU3HEHHO HeOoOXOAUMBLIX U
Ba)KHEWLUNX JIEKapCTBEHHbIX MNpenapatoB, MO LEHaM, YPOBEHb KOTOPbIX HEe MpPEeBbILAET CyMMYy
aKTU4EeCKOM OTMYCKHOW LEHbl, YCTAHOBIIEHHOW MPOU3BOOMTENEM JNEKAPCTBEHHbLIX MPEenapatoB M He
npeBbILaLWLEen 3aperncTpMpoBaHHON MpeaesnibHONM OTMYCKHOW LIEHbl, U pa3Mep OMNTOBOM HagbaBku u
(vn) pasmep po3HMYHOM HagbaBkM, HE NMPEBbILLALLNE COOTBETCTBEHHO pa3mepa npeneribHoON ONTOBOM
HagbaBku 1 (Mnn) pasmepa npegenbHON PO3HUYHON HAg0aBKKM, YCTAaHOBIEHHbIX B CyObekTe Poccuinckonm
depgepauuu.

3. OpraHbl ncnonHUTEnNbHOM Bnactn cybbekToB Poccuiickon degepauum pasMellaroT B CETU
"MHTepHeT" unun onybnmnkoBbIBalOT MHOPMaLUIO O 3aperncTpMpoBaHHON NpeaesibHON OTMYCKHOW LieHe
Ha NneKkapCTBEHHble Mpenaparbl, BKMIOYEHHbIE B MNEPEYEHb XXM3HEHHO HEOOXOOAUMbLIX M BaXKHEWLLNX
NEeKapCTBEHHbIX MpenapaToB, 00 yCTaHOBMNEHHbIX B cybbekte Poccunckon degepauun pasmepe
npeaensHON onToBON HagbaBkn u (MNKU) pasmepe NpenenbHON PO3HNYHOW HaAbaBKM K YCTAHOBIEHHbLIM
Npou3BOaUTENSIMUA JIEKAPCTBEHHBLIX MpenapatoB hakTMY4ECKMM OTMYCKHbIM LieHaM Ha J1eKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEpeYeHb XU3HEHHO HEOOXOAUMbBIX U BaXXHEMLIMX FEeKapCTBEHHbIX
npenapaTtoB, U 006 yKasaHHOM B 4acTu 2 HacTosilen ctatbu cymme. MHdopmaums, npeaycMoTpeHHas
HacTosILLe YacTblo, JOMMKHA pasMelaTbCs TakkKe B anTeYHbIX OpraHvM3aumsx B [AOCTYMHOW Anis
CBeEHMS BCEX 3aUHTEPECOBaHHbIX 1L, hopmMe 1 0OHOBRATECA MO Mepe ee onybrnnkoBaHus.

4. TpyHATble C HapylleHneM 3akoHogaTtenbcTBa Poccuiickon ®depgepaunn pellueHusi opraHoB
ncnonHuTenbHon Bnactn cybobekta Poccuiickon Penepauum o6 ycTaHOBREHUN NPELENbHBIX pa3MepoB
ONTOBbIX HagbaBoK W MpedernbHbIX pa3MepoB PO3HUYHbIX HagbaBoK K  3aperncTpupoBaHHbLIM
npefernbHbIM OTMYCKHbIM LEeHaM Ha JlIeKapCTBEHHble MnpenapaThbl, BKIOYEHHbIE B NMEpPeYeHb KU3HEHHO
HeOOXOAMMbIX N BaXKHEWLLMX NIEKAPCTBEHHbIX NpenapaToB, NoAanexar oTMeHe B cyaeOHOM nopsake.

naea 13. MOHUTOPWUHI" BE3OMNACHOCTU NEKAPCTBEHHbIX MPEMNAPATOB,
HAXOOALWKNXCA B OBPALLEHUU HA TEPPUTOPUXN POCCUUCKOU ®EOEPALINN

Cratbsl 64. MOHUTOPWHI GE30MacHOCTM fIeKapCTBEHHbIX NpenapaToB

1. JlekapcTBeHHble npenapaTbl, Haxogsilimecsa B obpaweHun Ha Tepputopun Poccuiickon
depepaummn, nognexar MOHUTOPUHTY 6e30MacHOCTM B LENsX BbISIBIEHNS BO3MOXHbIX HEraTUBHbIX
NOCNEACTBUA UX MPUMEHEHMS, MpPenynpexaeHus MauueHToB U UX 3awuTbl OT MPUMEHEHMS Takux
npenapaTos.

2. MoHuTopuHr 6e30MacHOCTU fEeKapCTBEHHbIX MpenapaTtoB OCYLLECTBASETCA YNONHOMOYEHHbIM
denepanbHbiM OpraHOM WCMOMHUTENBHOM BMAacTM Ha BCEX 3Tanax WX obpalleHus Ha TeppuTopumn
Poccuiickon denepauun.

3. CyObekTbl oObpalleHus NneKapCTBEHHbIX CPeAcTB 00s3aHbl coobuwaTtb B YCTAHOBIEHHOM
YMOITHOMOYEHHBIM  (befepanbHbIM  OpraHoOM  MCMOJSTHATENBHOW Briactu nopsake o060 Bcex criyyasix
NOOOYHbLIX OENCTBMN, HE YKa3aHHbIX B MHCTPYKUMU MO MPUMEHEHUIO JIEKAapCTBEHHOro npenapara, O
Cepbe3HbIX HeXxernaTenbHbIX peakuusix, HenpeaBnaEHHbIX HexenaTerbHbIX peakuusix npyu npuMmeHeHun
NeKapCTBEHHbIX MpenapaToB, 00 OCODEHHOCTAX B3aMMOAEWNCTBUSI JEKApCTBEHHbLIX MpenapaTtoB C
OPYTMMW NEKapCTBEHHbIMU Mpenapatamu, KOTopble Obinn BbISBMEHbI NPY MPOBEAEHUN KITMHUYECKUX
nccnegoBaHWA U NPUMEHEHNN NEKapCTBEHHBIX NpenapaTtos.

4. 3a HecoobLLlEeHVE WU COKPbITUE CBEAEHMWN, MPEAYCMOTPEHHbBIX YacTbio 3 HacTosLWEN CTaTbMy,
nuua, KOTOpbIM OHW CTanM W3BECTHbl MO pody WX MpodeccnoHaneHOW [OesATEeNbHOCTU, HEecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTenbcTBOM Poccuiickon ®egepauun.



5. nOpﬂ,D,OK OCyLleCTBITIEHNA  MOHUTOPUHIa GesonacHocTn JNIEKAapPCTBEHHbIX MNpenapaTtos,
perncrtpaumnmn noboYHbIX  OencTBUN, CEPbE3HbIX HeXenaTtelbHbIX peaKLl,I/IIZ, HenpeaBaeHHbIX
HeXxXenaTernbHbIX peaKLl,I/IIZ npu NpuMeHeHnn NneKapCTBEeHHbIX MnpenapartoB, B TOM YUCe npeacraBneHna
I/IH(bOpMaLl,I/II/I 00 aToMm, yCTaHaBIMBaeTCA YyNnoOJIHOMOYEHHbIM cbe,u,epaanblM opraHom WCMNOMHUTENbHOWN
BIacTu.

Cratbs 65. an/IOCTaHOBJ'IeHI/Ie NPUMEeHEHNA NeKapCTBEHHOro npenapara

I'Ipvl nony4vyeHun I/IH(bOpMaLI,VIVI 0 NOBOYHLIX [OENCTBUSAX, He YKa3aHHbIX B WHCTPyKUMMN MO
NPUMEHEHUID JEeKapCTBEHHOIro rpenaparta, Cepbe3HbIX HeXenaTtellbHbIX peakuunax, HenpeaBungeHHbIX
HeXenaTernbHbIX peakunAax npu npuMeHeHMn JeKkapCTBEHHONO nMnpenaparta, 00 o0cobBeHHoCTSX ero
B3aMMOLENCTBUSA C OPYrMMU 1neKapCTBEeHHbIMU TMpenapartaMn, KOTOpblie MOryT npencrtaBlATb Yrposy
XU3HN WU 300pPOBbHO  NMAaUMEHTOB, a TaKxXe cBedeHnn, He cooTBeTCTBYyWOLMX cCBeaeHusamMm O
NeKkapCTBeHHOM nMnpenapaTte, coaepXawnmcd B MHCTPYKUMM NO ero npuMeHeHuio, yI'IOJ'lHOMO‘-IeHHbIIZ
d)eﬂ,epaﬂbell?l OopraH NCMNONHUTENbHON BIacTtu paccmaTpumuBaeT BOMnpoc o} BO3MOXHOCTU
NPUOCTaHOBIIEHNA TMNPUMEHEHNA TaKoro JieKapCTBEHHOro npenaparta B nNopsanke, YCTaHOBJIEHHOM
YNONMHOMOYEHHbIM cbep,epaanuM opraHomMm NCMNOMNHUTENBbHOW BRacTu.

Cratbsl 66. MHpopMaums o pesynbTaTtax MOHUTOPMHra 6e30MacHOCTM NEKapCTBEHHbIX NpenapaToB

YNonHoMo4YeHHbIN befieparnbHbIi OpraH UCMOMHUTENBHOM BNAcTX, OCYLLEeCTBNSAOWMIA MOHUTOPUHT
©e30MacHOCTN NeKapCTBEHHbIX MPenapaToB, HaxoasWwmMxca B oOpalleHun Ha Tepputopumn Poccuinckon
depepaumun, Mo pesynbTatam MOHWUTOPMHIa pasMellaeT Ha CBoeM oduuuanbHOM canlTe B CeTU
"IHTepHeT" WHMopMaumio O MPUHATBLIX pelIeHUsX O BHECEHUU WU3MEHEHUS B UHCTPYKUMIO MO
NMPUMEHEHUIO NIEKApCTBEHHOINO npenapaTta, O MPUMOCTAHOBMEHUM MNPUMEHEHUS NeKapCTBEHHOro
npenapaTta, 00 U3bATUN U3 OOpaLLEeHNs NeKapCTBEHHOro npenapaTa UM o BO30OHOBNEHUN NPUMEHEHNS]
neKkapCcTBEHHOro npenapara.

Mnasa 14. UHOOPMALIUSA O NEKAPCTBEHHbIX MPEMAPATAX
Crtatbsl 67. MIHdopMauus 0 nekapcTBEHHbIX NpenapaTax

1. WMHcbopMaumss o nekapCTBEHHbIX NpenapaTax, OTMyCKaeMblX MO PeLenTy Ha NeKapCTBEHHbIN
npenapar, AOIKHA CoAdepXaTbCsi TOSMIbKO B CMEUVanuavpoBaHHbIX W3[AaHusIX, NpedHasHayeHHbIX Ans
MEOMVLUMHCKNX, (papMaLeBTUYECKNX, BETEPUHaPHbIX paboTHMKOB. WMHGopMauus o rnekapCTBEHHbIX
npenaparax Ans cneuvanvcToB B 06rnacTy obpallieHnsl NekapCTBEHHbIX CPeACTB MOXET coaepkaTbCs B
MOHOrpadmsix, CrnpaBOYHMKAaX, Hay4HbIX CTaTbsiX, B [OKMNagax Ha KOHrpeccax, KoHdepeHUmsX,
CUMMO3MyMaX, Hay4YHbIX COBETaX, a Takke B UHCTPYKLUMAX MO NPUMEHEHUIO NIEKAPCTBEHHbIX NpenapaTtos.

2. NHdopmaumsa o rnekapcTBeHHbIX Mpenapartax, oTnyckaeMbix 0e3 peuenTta Ha NEeKapCTBEHHbIN
npenapart, MOXeT cofepxaTbCsi B MNybnukauusx M oOBbSBINEHWSX CPeacTB MaccoBOW MHdopMauuu,
CMeunanmnanpoBaHHbIX M OGLLMX MeYaTHbIX W3OaHUSIX, MHCTPYKUMSIX MO MPUMEHEHUI0 NeKapCTBEHHbIX
npenapaTtoB, MHbIX M3daHWsIX CyObeKTOB 0bOpalLeHNs NEKapCTBEHHbIX CPeAcTB. PeknamHble MaTepumarnsl
O IleKapCTBEHHOM nNpenapaTe, OTryckaemMoMm 6e3 peuenTa Ha IekapCTBEHHbI npenapaT, AOMKHbI
COOTBETCTBOBATbL MHCTPYKLIMW MO NPUMEHEHWIO NIeKapCTBEHHOro npenapara.

3. [Honyckaetcs ucnonb3oBaHWe NoObIX MaTepuanbHbIX HOCWUTENEN, MO3BONSAIOWMX XPaHWUTb,
nepegaeaTb U UCMOSb30BaTb MHAOPMALMIO O NEKAPCTBEHHBIX NpenapaTax 6e3 ee NCKaXKeHus.

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENIbCTBA
POCCUNCKOW ®EOQEPALIUU NMPU OBPALLEHUWN NEKAPCTBEHHbIX CPELCTB
W BO3SMELLEHUE BPEOA, MPUYUHEHHOIO 300POBbLIO TPAXXOAH
BCNEACTBUE NMPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Cratba 68. OTBETCTBEHHOCTb 3a HapylleHue 3akoHopaTenbcTBa Poccuickon Pepepaummn npu
ob6pallleHUN NekapCTBEHHbIX CpeacTB

HapyweHue 3akoHogatenbctBa Poccuiickon Pegepaumm npm obpalleHnmn nekapcTBEHHbIX CPeacTB
BrneYeT 3a cobor OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKoHOA4aTeNbCTBOM Poccuickon degepaumu.

Crtatbs 69. BosmelleHue Bpena, NPUYMHEHHOTO 300POBbLI0 rpaXdaH BCMeACTBUE MNPUMEHEHUs
nekapcTBeHHbIX NpenapaTos

1. [pousBoauTenb JekapCTBEHHOIO npenapata o06s83aH BO3MECTUTb Bped, MPUYUHEHHbIN
3[0POBbLIO IpaXdaH BCrieaCcTBME NPUMMEHEHMS NIEKAPCTBEHHOMO Npenapara, ecnv oKa3aHo, YTo:



1) nekapCTBEHHbI MpenapaT NPUMEHSANICA MO Ha3HaYeHWI0 B COOTBETCTBUM C WHCTPYKUMEN Mo
NMPUMEHEHMIO NEKAPCTBEHHOr0 npenapata W MPUYMHOM Bpeda SBUMCS BBOA B rpaXaaHCKMm obopoT
Hen06pOKa4eCTBEHHOro NekapCTBEHHOMO nNpenapara;

2) Bped 300pOBbI0 MPUYMHEH BCMEACTBME HEAOCTOBEPHOM WHpopmaumn, cogepxallenca B
WHCTPYKUUM NO NPUMMEHEHMIO NIeKapCTBEHHOro npenapaTta, U3AaHHOW MpovM3BOAUTENEM NeKapCTBEHHOIO
npenapara.

2. B cnyyae, ecnu Bpef 340pOBbI0 rpaXaaH NpUYVMHEH BCreacTBUE NPUMEHEHUS NeKkapCcTBEHHOro
npenapara, nNpveaLwero B HEroOgHOCTb B pesynbTaTe HapylleHWs NpaBuil XPaHEHUs NeKapCTBEHHbIX
CpPeAcTB, MpaBu ONTOBOW TOProBMW NEKapCTBEHHbIMW MpenapaTaMu, npasBun OTNycka fekapCTBEHHbIX
npenapaTtoB, MpaBwUi M3rOTOBMIEHUS W OTMyCka JleKapCTBEHHbIX MpenapaToB, BO3MelleHWe Bpeaa
OCYLLLECTBMSAETCS COOTBETCTBEHHO OpraHv3auuer ONnTOBOW TOProBNWM feKapCTBEHHbIMW CPeacTBaMM,
anTeyHoM opraHusaumen, wHOMBMAYanbHbIM NpeanpuHUMaTreneM, UMEWMMM  NUUEeH3MI0  Ha
dapmaLeBTMHECKY0 AeATEeNbHOCTb WM NMLUEH3NI0 Ha MEAWLUMHCKYI0 OeATenbHOCTb, MeAWMLMHCKON
opraHusauven, uMmelowen nuuUeHsnMio Ha dapMaueBTUYECKyl0 AedATenbHoCTb (ee 060cobrneHHbIM
nogpasgeneHnemMm (ambynartopuen, denbaliepckum n enbawepcko-akyLepckuM nyHKTaMu, LEeHTpOM
(oToenennem) obuien BpayebHON (CEMEWHON) NPaKTWUKK), PACMONOXEHHBIM B CEITbCKOM MOCENEHUM, B
KOTOPOM OTCyTCTBYeT anTeyHas opraHusauusi), AONyCTUBLUMMW MpPOAAXy WM  OTNYCK Takoro
rniekapCTBEHHOrO npenapara.

3. BosmeuweHve Bpega, MPUYMHEHHOrO 300POBLI0  rpaxgaH BCMEeACTBME  MPUMEHEHWS
rfiekapCTBEHHbIX MpenapaToB WM COBEPLUEHMS MPOTUBOMpPAaBHbIX AENCTBUMA CyObekTamu obpalyeHus
neKkapCTBEHHbIX CPEeACTB, OCYLeCTBNAEeTCA B COOTBETCTBMM C 3aKOHOAaTenbCTBOM Poccuiickon
depgepauuu.

Mnasa 16. 3AKNMIOYUTEINIbHbIE NOJIOXXEHUA

Cratba 70. O npusHaHWM yTPATMBLUUMU CUNY OTAENbHBLIX 3aKOHOAATENbHbLIX AKTOB (MONOXEHWN
3aKkoHofaTernbHbIX akToB) Poccuickon ®Pegepaumm

MpusHaTb yTpaTUBLLMMM CUITY:

1) depepanbHbli 3akOH OT 22 wmioHA 1998 roga N 86-®3 "O nekapcTBeHHbIX cpeacTBax”
(CobpaHue 3akoHogaTenbcTBa Poccuiickon Pegepaumm, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH OT 2 aHBaps 2000 roga N 5-d3 "O BHeCeHUM N3MEHEHWSA 1 OONOMHEHUN B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpepcTBax” (CobpaHue 3akoHogaTtenscTBa Poccuickon
depnepaumu, 2000, N 2, cT. 126);

3) ctatbto 40 ®egepanbHoro 3akoHa oT 10 auBapsa 2003 roga N 15-d3 "O BHeECEHUN N3MEHEHWI 1
OOMONHEHNA B HEKOTOpble 3akoHogaTenbHble akTbl Poccuiickon ®degepaumm B CBSA3N C MPUHATUEM
depepanbHoro 3akoHa "O nuuUeH3NpoBaHUM  OTAENbHbIX BMAoB AeaTtenbHocTn" (CobpaHue
3akoHogartenbcTBa Poccunckon ®egepaumm, 2003, N 2, cT. 167);

4) ctatbto 31 PepepanbHoro 3akoHa ot 30 utoHs 2003 roga N 86-03 "O BHeCEHUN N3MEHEHUI U
OOMOSTHEHMI B HEKOTOpble 3akoHoAaTenbHble akTbl Poccuiickon depepauum, NpMsHaHUKM yTpaTUBLLMMU
cuny OTAEeNbHbIX 3akoHoAaTenbHbIX akToB Poccunckon Penepauun, NpegocTaBrieHUM OTAENbHbIX
rapaHTMN COTPYAHUKaM OpPraHOB BHYTPEHHWX Aerl, OPraHoB MO KOHTPOM 3a 060pOTOM HApPKOTUYECKMX
CpencTB M MCUXOTPOMHbIX BELLECTB U yNpasgHsemblX dedepanbHbiX OpraHoB HaroroBoOW MONMUUK B
CBSA3N C OCYLLECTBIIEHMEM MeEpP MO COBEPLUEHCTBOBAHUIO rocydapctBeHHoro ynpasneHus" (CobpaHue
3akoHogartenbcTBa Poccunckon ®egepaumn, 2003, N 27, ct. 2700);

5) ctatbto 101 ®egepanbHoro 3akoHa ot 22 asrycta 2004 roga N 122-93 "O BHECEHMN N3MEHEHWI
B 3akoHopatenbHble akTbl Poccunckon ®degepauum M MpU3HAHWM YTPATUMBLUUMWU CUIY HEKOTOPbIX
3akoHoaaTtenbHbIX akToB Poccuiickon degepauum B CBA3M C NpUHATUMEM doedepanbHbiX 3akoHoB "O
BHECEHMM WN3MEHeHM 1 gornonHeHun B PepepanbHbil 3akoH "O6 06OLWMX MpUMHUMNAX OpraHusaumm
3aKkoHogdaTenbHblX (MpeacTaBUTENbHbIX) W MCMOMHWUTENBHBLIX OPraHoOB [OCYAapCTBEHHOW BMacTu
cybwekToB Poccunckon degepaummn” n "O6 06LWMX NpMHUMNAX OpraHn3auum MECTHOrO camMoynpaBreHus
B Poccuinckon depepaumun” (CobpaHue 3akoHopatensctBa Poccunckon depepaumm, 2004, N 35, cT.
3607);

6) cratbio 28 PenepanbHoro 3akoHa ot 18 gekadbpsa 2006 roga N 231-®3 "O BBegeHwuM B AencTBne
yactn JetBepton [paxgaHckoro kopgekca Poccuiickon ®epepauun” (CobpaHue 3akoHopgaTenbcTBa
Poccuickon ®enepauun, 2006, N 52, cT. 5497).

Cratba 71. Bectynnenue B cuny Hactosiwero ®egepansHoro 3akoHa

1. Hactosawwmin ®epepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTsibpsa 2010 roga.

2. JlekapCTBEHHblEe CpPeACTBa, 3aperMcTpupoBaHHbIE OO0 AHS BCTYMSIEHUA B CUITY HaCTOSLLEro
defepanbHOro 3akoHa, Noanexar BKIIOYEHNIO B rOCY4apCTBEHHbIE PEECTPbl JIEKAPCTBEHHBLIX CPeacTB C
BHECEHMEM YyKa3aHHbIX B YacTm 1 ctatem 33 HacTosiwero degepanbHOro 3akoHa cBegeHun ob aTux



NEeKapCTBEHHbIX cpeacTBax 6e3 MpoXOoXOeHWs BHOBb Mpouenypbl rocygapCTBEHHOW perncrpauum
NEeKapCTBEHHbIX NpenapaTos.

3. N'ocynapcTBeHHas perucTpaums nekapCcTBeHHbIX npenapaTtos, 3a UCKNIOYEHMEM NeKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO NPUMEHeHWs, NpeacTaBMneHHbIX Ha YKa3aHHYl perncrpauqio 0o OHS
BCTYNNeHus B cuny Hactosdlero deaepansHOro 3akoHa, OCyLLeCTBNAETCA B COOTBETCTBUM C HACTOSALLUM
denepanbHbIM 3aKOHOM Ha OCHOBaHWM AOKYMEHTOB W [aHHbIX, NpeAcTaBneHHbIX A0 OHA BCTYNMNeHUs B
cvny Hactosiwero defeparnbHOro 3akoHa.

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

3.1. F'ocygapcTBeHHasi perncTpaumsi nekapCTBEHHbIX NpenapaToB AN MeAULMHCKOrO NPUMEHEHNS,
NpencTaBneHHbIX Ha rOCYOAPCTBEHHYK perncTpaumio OO0 [HA BCTYNNEHWS B CUITY HACTOSLLEro
depepanbHOro 3akoHa, W TOCYOApPCTBEHHAs perncTpaumsl  JNIeKapCTBEHHbIX MpenapaToB  Ans
MEOUWLMHCKOTO MPUMEHEHUS!, NPEACTaBMEHHbIX Ha 93KCMNEpTM3y J1eKapCTBEHHbIX CPEACTB A0 [AHS
BCTYMIeHus B cuny HacToswero denepanbHOro 3akoHa B LIEMSIX MX NOCNenyloLen rocynapCTBEHHON
perucTpaumm, OCYLLECTBASIOTCA Ha OCHOBaHMM [OKYMEHTOB WM AaHHbIX, MPeOCTaBMEHHbIX [0 AHS
BCTYMneHus B cuny Hacrtosiwero PenepanbHOro 3akoHa, a Takke 3asdABMEHWs O rOCyOapCTBEHHON
perncTpaumMmM JeKkapCcTBEHHOro nmnpenaparta, NpPeAcTaBfeHHOro MNpouM3BOAMTENEM  JIeKapCTBEHHbIX
npenapaToB UMK YMOSTHOMOYEHHbIM UM NULOM B COOTBETCTBUM C HacToswmm defepanbHbIM 3aKOHOM B
YMONTHOMOYEHHBIN  dhedepanbHbIi  opraH ucnonHutensHon Bractu go 1 mapta 2011 roga, 6Ges
TpeboBaHMA ynnaTtbl roCy4apCTBEHHOW MOLUMMHbBI, NPEAYCMOTPEHHON 3akoHOoA4aTenbCTBOM Poccuiickomn
depnepaumm o Hanorax u cbopax.

(4actb 3.1 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. TllogTBepxaeHWe rocydapCTBEHHOW perMcTpaumyM  NeKapCTBEHHbIX MpenapaToB  Ans
MEOVLMHCKOTO MPUMEHEHUS, NPEeACTaBEHHbIX ANA MOATBEPXOEHMS roCygapCTBEHHON perMcTpauum o
OHS BCTynneHus B cuny Hactoswero dPenepanbHOro 3akoHa, M NOATBEPXOEHVME FocydapCTBEHHON
perncTpaumMm neKkapCcTBEHHbIX MpenapaTtoB Ans MeOWUMHCKOTO MNPUMEHEHUsI, MNPeACTaBMEHHbIX Ha
3KCNEepTM3y NeKapCTBEHHbIX CPeacTB A0 AHS BCTYNfeHusa B cuny Hactoswero degepanbHOro 3akoHa B
uensx Mocregywwero MnoATBEPKAEHUA WX TOCYAapCTBEHHOM perMcTpaumv, OCYLLECTBASATCA Ha
OCHOBaHUM [OKYMEHTOB W [aHHbIX, MNPEACTAaBMEHHbIX OO0 AHA BCTYMMEHMS B CWITY HACTOSILLEro
dPepnepanbHOro 3akoHa, a TakKe 3asBNeHVMs O MOATBEPXKAEHUM TOCYOAPCTBEHHOW permcrpaumm
NeKapCTBEHHOro npenaparta, NpeacTaBNEeHHOro NpouM3BOAUTENEM JEKAPCTBEHHbIX MpenapaToB Wnu
YMOMHOMOY€EHHbBIM MM fINLIOM B COOTBETCTBUM C HacToswmm defepanbHbiM 3aKOHOM B YMOIMTHOMOYEHHbIN
denepanbHbI opraH ucnonHutenbHon Bnactu go 1 mapta 2011 roga, 6e3 TpeboBaHus ynnathbl
rocygapCTBEHHON MOLUSWHBI, NPEAYCMOTPEHHON 3akoHo4aTenbCcTBoM Poccunckon ®efepaumm o Hanorax
n cbopax.

(4actb 3.2 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. [lpuHsaATME pelleHnss O BHECEHWM UW3MEHEHUW B [OOKYMEHTbl, COAepXaliMecs B
PErnMcTpaLMoOHHOM [OCbe Ha 3aperucTpyMpoBaHHbIA NEKAPCTBEHHbIA npenapat Anst MeauLUHCKOro
NMPUMEHEHMST U MpeAcTaBreHHble 00 OHSA BCTYMMEHWs B cuny Hactosdwero degepanbHOro 3akoHa, u
MPUHATME PELLEHMSI O BHECEHWN M3MEHEHWIA B JOKYMEHThI, CoOepXalleecs B permcTpaumMoHHOM A0Cke Ha
3aperncTpmpoBaHHbI NNEKAapCTBEHHbIN Npenapar Ans MeguUMHCKOro NpMMEHeEHUs U NpeacTaBneHHble Ha
9KCMEepTM3y JeKapCTBEHHbIX CPEACTB A0 AHSA BCTYNNEHMS B cuiy HacTosiwero degepanbHOro 3akoHa,
OCYLLECTBMSAIOTCA HA OCHOBaHWM OOKYMEHTOB W AaHHbIX, NMPEACTaBMEHHbIX A0 OHS BCTYMIIEHUS B CUNY
HacTosiwero ®defepanbHOrO 3akoHa, a TaKKe 3asiBMEeHUA O BHECEHUU W3MEHEHUN B [OOKYMEHTHI,
cogepXalwmecsi B perMcTpauMoHHOM OOCbe Ha 3aperMcTpUpoBaHHbLIA NEKAapCTBEHHbIM npenapart ans
MEeLMLUMHCKOTO MPUMEHEHUS!, NPEACTaBIIEHHONO MNPOM3BOAUTENEM JEKAPCTBEHHBIX MpenapaTtoB WIu
YMOMHOMOY€EHHBIM MM fNLIOM B COOTBETCTBUM C HacToswmmM denepanbHbiM 3aKOHOM B YMOITHOMOYEHHbIN
denepanbHbIl OpraH wucnonHutTeneHon Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnathbl
rocygapCTBEHHON MOLUSWHBI, NPEAYCMOTPEHHON 3akoHo4aTenbCcTBOM Poccunckon ®efepaumm o Hanorax
n cbopax.

(vactb 3.3 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelleHMri Ha npoBefeHME KIMHUYECKUX WCCRedoBaHUA  NeKapCTBEHHbIX
npenapaTtoB 4S5 MEAULMHCKOrO MPUMEHEHMS MO 3asBMEHUAM, MOL4aHHbIM A0 AHS BCTYMSEHWS B CUNy
HacTosilero defepanbHOr0 3akoHa, a Takke Mo 3asABNEeHNsIM, MOA4aHHbIM MOCHEe AHA BCTYNEHWS B CUNY
HacTosilero degepanbHOro 3aKoHa Ha OCHOBaHWW 3KCMEPTU3, NMPOBEAEHHbIX OO0 AHS BCTYMNMEHUSA B CUny
HacTosiwero ®degepanbHOro 3akoHa, OCYLLECTBNSAETCA B COOTBETCTBUM C HacTodAwmm PenepanbHbiM
3aKOHOM Ha OCHOBaHWM SOKYMEHTOB W AaHHbIX, MPEACTaBIEHHbIX UM NOMYyYEHHbIX 00 AHSA BCTYNEHNS B
cuny Hacrtosiwero defepanebHOro 3akoHa, a Takke Ha OCHOBaHWMM KOMWUW MpegBapuTENbHOrO 4OroBopa
006A3aTeNbHOr0 CTPaxoBaHWS XU3HW, 340POBbS MALMEHTOB, YYACTBYHOLLIUX B KITMHUYECKOM UCCNEL0BaHUN
NeKapCTBEHHOro npenapaTta Ans MeOuLUHCKOro MPUMEHEHUsI, UM KOMUKM OoroBopa 00si3aTenbHOro
CTPaxoBaHWsl  XWM3HW, 300POBbS  MALUMEHTOB, YYaCTBYHWOLMX B  KIMHWYECKOM  WCCNEeaoBaHWM
NeKapCTBEHHOro npenapara ans MeAWUMHCKOro NMPUMEHEHUs, NMbo NpeacTaBreHHOW Konmuu goroBopa
00s13aTENBLHOr0 CTPaxoBaHWs!, 3aKIMOYEHHOrO B COOTBETCTBUM C TMMOBBLIMU MpaBuiiaMm 0bsi3aTenbHOro
CTpPaxoBaHusl, C YyKasaHWMeM npedenbHOW YMCIEHHOCTVM MAUMEHTOB, YYacTBYHOLLMX B KIUHUYECKOM



NCCrefoBaHUM NIEKapCTBEHHOrO nMpenaparta Ans MeaMUMHCKOro npuMeHeHns, 6e3 TpeboBaHusa ynnathbl
rocyapCTBEHHOW NOLUMMHbBI, NPeayCMOTPEHHOWN 3akoHoaaTenbcTBOM Poccuiickon defeparmm o Hanorax
n cbopax.

(4actb 3.4 B pea. PegepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. BapernctpupoBaHHble B WMHOCTPaHHOW BamnTe A0 AHA BCTYMSIEHMS B CWUMY HaCTOSILLErO
denepanbHOro  3akoHa NpedenbHble  OTMYCKHble  LUeHbl  MHOCTPaHHbIX  npousBoauTenen Ha
neKkapcTBeHHble npenapaTthl, BKIYEHHbIE B MNEepeyvYeHb >XMU3HEHHO HeobXoOuMMbIX W BaXKHEMLLMX
NeKapCTBEHHLIX MpenapaToB, nognexar nepecyeTy B pybnuv no kypcy LleHTpanbHoro 6aHka Poccwuiickomn
denepaumun Ha garty, yctaHoBrieHHyto [NpaButenbctBom Poccuiickon Pepepaumun, 6e3 npencraBneHust
3asBIEHNS] O NMepecyeTe LieHbl C BHECEHWEM COOTBETCTBYHOLLUX M3MEHEHMI B rOCY4AapPCTBEHHbIA PEecTp
npenernbHbIX OTNYCKHbIX LIEH NPOM3BOAMUTENEN Ha NeKapCTBEHHbIE NpenapaThbl, BKIIOYEHHbIE B NepeYeHb
YKN3HEHHO HEOOXOAMMBIX N BaXKHENLLMX NEKAaPCTBEHHbIX NpenapaTos.

(yactb 3.5 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3apervctpupoBaHHble OO AHA BCTYNSeHWs B cuny Hacrtosiwero dPepepanbHOro 3akoHa
npegernbHble OTMYCKHble LeHbl POCCUMCKMX MPOU3BOAUTENEN Ha JleKkapCTBeHHble npenaparTsl,
BKIMIOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOOAUMBIX W BaXKHEWLUMX JIEKAPCTBEHHLIX MNpenapaTos,
noanexar uHgekcaumm ¢ 1 Hosdpa 2010 roga wmcxogs M3 MPOrHO3MPYEMOrO YPOBHS MHAMAUMK,
ycTaHoBneHHoro PenepanbHbiM 3akoHOM OT 2 Aekabps 2009 roga N 308-93 "O cdenepansHom BrogxeTe
Ha 2010 roa n Ha nnaHoBbin nepunog 2011 n 2012 rogos" Ha 2011 rog.

(4acTb 3.6 BBegeHa PegepanbHbiv 3akoHoM OT 11.10.2010 N 271-93)

3.7. MNocne 1 mapTa 2011 roga He gonyckaTca NPOM3BOACTBO U BBO3 Ha Tepputoputo Poccumnckom
denepaummn NnekapcTBeHHbLIX NpenapaToB B yNakoBKax C MapKMPOBKOW, kKOTopasl Obina HaHeceHa A0 OHSA
BCTYMneHus B cuny Hactosiwero degepanbHoro 3akoHa. 10 ncrtedeHunm ykasaHHOrO Cpoka [aHHble
NeKapCTBEHHbIE NMpenapaTtbl MOryT OTMYCKaTbCs, peanun3oBbiBaTbCs, NepefaBaTbCcs U NPUMEHSITBCA 00
NCTEYEHUs1 X CpoKa rogHOCTH.

(4actb 3.7 B peq. ®egepanbHoro 3akoHa ot 29.11.2010 N 313-93)

4. Co gHsa BCTynneHusa B cuny Hacrosiwero ®egepansHoro 3akoHa m no 30 anpenst 2011 roga
BKITIOUMTENBHO  JOMYyCKaeTca MpoBeOEeHWe  3KCMEepTusbl JIEKAPCTBEHHbIX CPEACTB  3KcnepTamu
9KCMEPTHOTO  YYpEXOEHUs 00 TNPOXOXOEHUs UMM  atTecTaumm B MOpPsSiAKe, YCTaHOBIEHHOM
YMOMTHOMOY€EHHbIM heepanbHbIM OpraHoOM UCMONTHUTENBHON BacTu.

5. Co gHsa BcTynneHus B cuny Hactoswero ®enepansHoro 3akoHa M no 31 gekabpsa 2013 roga
BKITHOUMTENBHO OCYLLECTBMASIETCA Nepexoq K Npou3BOACTBY NEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C
npaBunaMy opraHu3aumu NpousBoACTBa M KOHTPOMS KayecTBa JIEKAapCTBEHHbIX CPeaCTB, yKasaHHbIMU B
yactu 1 crtatbn 45 Hactosiwero PepepanbHOro 3akoHa, B MofHOM obbeme. Cpoku nepexona
Npou3BOACTBA J1EKAPCTBEHHbIX CPEACTB K MX MPOM3BOACTBY B COOTBETCTBMU C  KOHKPETHLIMU
TpeboBaHMAMU JAHHbLIX NPaBWI, BKIHOYAS CPOKM aTTecTaumMm YNOSTHOMOYEHHbIX JT1L, YKa3aHHbIX B YacTHAX
6 n 7 ctatbu 45 HacToswero PegepanbHOro 3akoHa, ycTaHaBnvBatoTca [NpaButensctBoM Poccuickon
depnepauun.

6. JlnueHann Ha Npomn3BOACTBO JEKAPCTBEHHbIX CPEACTB, BbldaHHble o 1 aHBaps 2014 roga,
aencteytoT nocne 1 aHBaps 2014 roga OO0 UCTeYeHUs Cpoka UX OEeWCTBUSA Mpu YCrOBUM COOTBETCTBUSA
nuueH3naTta npaBunam opraHvM3auuy Npou3BOACTBA UM KOHTPONS KadyecTBa NEKapCTBEHHbIX CPedcTB,
yKa3aHHbIM B YacTh 1 ctatbu 45 HacTosiwero ®egepanbHOro 3akoHa.

7. ®opMMpoBaHME TOCYAPCTBEHHOIO 3aJaHWs Ha MNpPOBEeAEHME IKCMEepPTU3bl FEKAapCTBEHHbIX
cpenctB dedepanbHOMY roCygapCTBEHHOMY OHOMKETHOMY YYPEXOEHUIO MO MPOBEAEHMIO IKCMEPTU3bI
NEeKapCTBEHHbIX CpeacTB U PuHaHCOBOe obecrneyeHne BbIMOJSTHEHWS 3TOro 3aJaHus OCYLLECTBAOTCA B
nopsigke, ycraHoBrneHHom PeneparnbHbiM 3akoHOM OT 12 aHBapsa 1996 roga N 7-®3 "O HekoMMep4Yeckux
opraHusaumsx".

(vactb 7 BBegeHa PepnepanbHbiM 3akoHoM OT 29.11.2010 N 313-$3)

MNpe3sngeHT
Poccuiickon depepaumm
O.MEOBEJEB
Mocksa, Kpemrnb
12 anpens 2010 roga
N 61-03




