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POCCUNCKASA ®EOQEPALUA
®ENEPANbHbLIA 3AKOH
OB OBPALLEHWUN NEKAPCTBEHHbLIX CPEAICTB

MpuHar
NocygapcteeHHon [dymonm
24 mapta 2010 roga

OpobpeH
CoseToMm deaepaumm
31 mapTta 2010 roga

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

Mnaea 1. OBLLUME NONOXXEHUA

Cratbsa 1. NpeameT perynnposaHusa HactosiLero ®eaepansHOro 3akoHa

1. Hactosiwmin denepanbHbli 3aKOH perynmpyeT OTHOLLEHUS, BO3HUKaOLLME B CBA3U C
obpaiieHnem - pas3paboTKoW, [AOKMMHWYECKMMW UCCREeQOBaHUAMW,  KIMHUYECKUMMU
nccnegoBaHMAMMU, 9KCNEpTU30W, roCy4apCTBEHHOW perncTpaumen, co ctaHgapTusaumen
W C KOHTpPOSieM KadecTBa, NPOM3BOACTBOM, M3rOTOBIIEHWEM, XPaAHEHUEM, NEPEBO3KOWN,
BBO30OM Ha TeppuToputo Poccuiickon ®epepaunn, BbiIBO30OM C Tepputopum Poccuiickon
depgepaumun, peknamon, OTMYCKOM, peanusaumen, nepegadven, MNpUMEHEHNEM,
YHUUTOXEHNEM NEKAaPCTBEHHbIX CPEACTB.

2. Hactoswmn PepnepanbHbii 3aKOH YCTaHaBNMBAET MPUOPUTET TOCYyAapCTBEHHOIO
KOHTponsi 6e3onacHOCTH, KavyecTBa N 3(pPEKTUBHOCTU NEKAPCTBEHHbIX CPEACTB NpU UX
obpaLeHun.

Ctatbsa 2. Cchepa npumeHeHus Hactosuwero ®egepanbHOro 3akoHa

Hactoawun ®egepanbHbIi 3aKOH NPUMEHSIETCA K OTHOLUEHMSM, BO3HWKAaKOLWMM MNpwu
obpalLeHnn nekapCTBEHHbIX CPEACTB Ha Tepputopun Poccuiickon ®egepauun.

CraTba 3. 3akoHogaTenbCcTBO 06 06paLLeHUn NekapCTBEHHLIX CPeacTB

1. 3akoHogaTenbcTBO 06 OOpaLleHNN NeKapCTBEHHbIX CPEACTB COCTOUT M3 HACTOALLEro
depepanbHOro 3akoHa, apyrnx deaeparnbHbiX 3aKOHOB U MHbIX HOPMaTUBHbLIX NPaBOBbIX
akToB Poccunckon ®enepaumn.

2. Oencteue Hactoswero defepanbHOro 3akoHa pacnpocTpaHsaeTcda Ha obpalleHue
HaPKOTUYECKMX NEKAPCTBEHHbIX CPEACTB U MCUXOTPOMHbLIX JIEKAPCTBEHHBIX CPEeAcCTB C
y4eTOM OCOBEHHOCTEN, YCTAHOBIEHHLIX 3aKkoHodaTenscTBoM Poccuiickon degepaumm o
HapKOTMYECKNX CpeaCcTBaX, NCUXOTPONHbIX BeLlecTBax 1 06 nx npekypcopax.

3. Hencteune Hactoswero depepanbHOro 3akoHa pacnpocTpaHseTca Ha obpalieHue
pagnodapmaLeBTUYECKUX  FIEKAPCTBEHHLIX CPeacTB  C  yd4eToM  0CcoBeHHocTen,
YCTaHOBIEHHbIX 3akoHogaTenscTBoM Poccuiickon ®enepaumm B obnactu obecneveHus
pagnaumoHHon 6e3onacHoCTy.
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4. Ecnun mexgyHapodaHbliM goroBopoM Poccuiickon defgepaumy yCTaHOBMEHbl MHbIE
npasvna, 4eMm Te, KOTOpble NpedyCcMOTpPeHbl HacTosiwmm PepepanbHbiM  3aKOHOM,
NPUMEHSAOTCH NpaBmnna MexayHapoaHOro 4orosopa.

5. B Poccuinickon dPegepaumm B COOTBETCTBUM C  MeXOyHapOAHbIMM [OOroBOpamu
Poccuinckonn ®depepaumm u (M) Ha OCHOBE MpMHUMMNA B3aMMHOCTM MPU3HAOTCH
pesynbTatbl  KIUHWYECKUX  UCCNefoBaHWMMA  NEeKapCTBEHHbLIX  MpenapatoB  Ang
MEeOULMHCKOrO NPUMEHEHUS, NMPOBeAEHHbIX 3a npegenamu Tepputopun Poccuiickon
depepaumn.

CtaTbs 4. OCHOBHbIE NOHATUSA, Mcnosib3yemble B HacToALeM d>e,qepaan0M 3aKoHe

[na uenen Hacrtoslero Cbenepaanoro 3akOHa MCMNOoJIb3YyTCA cneayrouime OCHOBHbIE
NOHATUA:

1) nekapCTBEHHbIE CpeacTBa - BELLeCTBa UMM UX KOMOWHALMK, BCTyNatoLWmne B KOHTaKT C
OpraHM3aMoM YerioBeka MMM XMBOTHOIO, MPOHMKAOLME B OpraHbl, TKaHW opraHuama
YyenoBeka WM KMBOTHOIO, MPUMEHsIEMble AN NPOUMIaKTUKK, AWMArHOCTMKM (3a
WCKINIOYEHMEM BELLECTB MMM WX KOMOMHaUWMA, He KOHTaKTUPYKLWMUX C OpraHM3MomMm
YerioBeka WM XKMBOTHOTO), NneyeHust 3aboneBaHusi, peabunutauum, ONs COXpaHeHWUs,
npenoTBpalLeHns UNU npepbiBaHUs GEPEMEHHOCTM M MOSyYEHHbIE U3 KPOBW, Mrasmbl
KPOBM, N3 OpraHoB, TKAHEW opraHnama 4YenoBeka UNu XMBOTHOFO, pacTeHUI, MUHepPanoB
MeTodaMy CUHTE3a UMK C NpUMEHeHneM Brorormyecknx TexHonormin. K nekapcteeHHbIM
cpefcTeaM OTHocATCs hapMaLeBTMYeckme cybcTaHUMM U NIekapCTBEHHbIe npenapaTbl;

2) cdapmaueBTUYeCKNe CyBCTaHLUMKM - NeKapCTBEHHbIE CPEACTBA B BUAE AENCTBYHOLLMX
BellecTB 6Guonormyeckoro, GUOTEXHOMOMMYECKOrO, MUHEPANbHOMO WU XUMWYECKOTO
npoucxoxaeHus, obnagarowme apMakonorMieckon akTUBHOCTbIO, MpedHa3HaYeHHble
ANs NPOW3BOACTBA, M3rOTOBMNEHMS NEKapCTBEHHbLIX MpenapatoB M onpegensiowmne mx
3(pPeKTUBHOCTD;

3) BcrnomoraTternbHble BellecTBa - BeLleCTBa HEOPraHMYecKoro MnvM OpraHn4eckoro
NPOVCXOXOEHUS,  UCMoNnb3yemMble B Mpouecce  MNPOM3BOACTBA,  MU3rOTOBIIEHMS
NEKapCTBEHHbIX MpenapaTtoB AN MNpuaaHus UM HeobXxoouMbiX  U3NKO-XMMUYECKUX
CBOWCTB,;

4) nekapcTBeHHble MpenapaTtbl - JieKapCTBEHHble CpefAcTBa B BUAE JEKAPCTBEHHbLIX
dopmM, npuMeHsieMble AN NPOGUNAKTVMKM, AWArHOCTUKM, FeyveHus 3aboneBaHus,
peabunuTaumu, ons COXpaHeHus, NPeaoTBPaLLEHUst UMK NPepbIBaHWS GEPEMEHHOCTHY;

5) nekapctBeHHasi opma - COCTOsIHME JNIEKapCTBEHHOrO npenaparta, COOTBETCTBYOLLEEe
crnocobam ero BBeAeHUs U NpuMeHeHnsa n obecneyumBatoLLiee AOCTUXKEHNE HEOBXOAUMOro
ne4yebHoro agppekTa;

6) nepeyeHb XM3HEHHO HEOBXOOAMMBIX W BadKHEWLUMX FNeKapCTBEHHbIX npenapaToB -
exerogHo yTBepxaaembin [NMpaButensctBom Poccuiickon ®depepaumm  nepedeHb
nekapcTBeHHbIX MpenapaToB Ans  MeAUUMHCKOro MpuUMeHeHus, obecneynBatoLLmx
NPUOPUTETHBIE MOTPEOHOCTU 34PaBOOXPaHEHUS B LENsX MPOMUIaKTUKM U feYeHus
3aboneBaHnn, B TOM u4ucre npeobnagawwmx B CTPyKType 3aboneBaemMoctM B
Poccuiickon ®enepauuu;

7) nMMyHoBuMonormyeckMe nekapcTBEHHble npenapaTbl - NeKapcTBEHHble npenapaTbl
Buonormyeckoro  NPOUCXOXAEHWS,  NpedHa3HayeHHble  ANns  MMMYHOIOrMYEeCKUX
AVNarHoCTUKN, NPOUaKTUKM 1 fieveHns 3aboneBaHuii;

8) HapKoTUyeckue neKapCTBEHHble CpPeACcTBa - JieKapCTBEHHble Mpenapartbl WU
dapmaLneBTUIECKMe CybCcTaHLmMK, cogepxallume HapkoTMYeCKNe CpeacTBa U BKITHOYEHHbIE
B [lepeyeHb HapKOTUYECKUX CPEACTB, MNCUXOTPOMHbLIX BELLECTB U KX NPEKypcopoB,
nognexawmx  KoHTtpornto B Poccuinickon — degepaummn, B COOTBETCTBUM  C
3akoHogatenoctBoM  Poccuiickon  degepaumu,  MexayHapoAHbIMM - [OroBOopammu
Poccuiickon ®epepauun, B ToM Yncne EQNHONM KOHBEHUMEN O HAPKOTUYECKMX CpeacTBax
1961 roga;
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9) nNCUXOTPOMHbIE JIEKAPCTBEHHbIE CPEeACTBa - JIEKApPCTBEHHbIE MpenapaTtbl U
dapmaLeBTUYECKMe cybcTaHuuK, cogepXkallime NCUxoTpornHbIe BELLIECTBA U BKITHOUYEHHbIE
B [lepeyeHb HapKOTUYECKMX CPEACTB, MNCUXOTPOMHBLIX BELLECTB U WX NPEKYPCOPOB,
nognexawmx KoHTponto B Poccuinickon — depepaummn, B COOTBETCTBUM  C
3akoHogatenoctBoM  Poccuiickon  degepaumu,  MeXayHapoAHbIMKM - [OroBopammu
Poccunickon denepaumm, B ToM ynucne KoHBeHUMEN O NCUXOTPOMHbLIX BellectBax 1971
roga;

10) pagmnocdapmMaueBTUYECKME JeKapCTBEHHbIE CPeACTBa - JIEKAPCTBEHHbIE CPeacTBa,
KOTOpble codepxaT B roTOBOW A7 UCMNOMb30BaHWs opmMe OAUH PaauvoHYyKNug unu
HECKONbKO PaanOHYKNNA0B (paguoakTUBHBIX M30TOMOB);

11) opurmHanbHOe NnekapcTBEHHOE CPEACTBO - fleKapCTBEHHOE CPeacTBO, codepxallee
BMEpPBbIE MOMYYEHHYHO apMaLeBTUYECKYIO CYOCTaHUMIO WMAM HOBYK KOMOWHaLMIO
dapmaueBTnyeckux  cybctaHumii, 9dEKTMBHOCTL U 6e30MacHOCTb  KOTOPbIX
noaTBepXaeHbl pedynbTataMn JOKNMHUYECKUX MCCnefoBaHWM NekapCcTBEHHbIX CPeacTB U
KIUHUYECKMX UCCrefoBaHN NekapCcTBEHHbIX NpenapaTos;

12) BoOCMpou3BedeHHOE feKapCTBEHHOE CPEACTBO - JIEKAapCTBEHHOE CpencTBo,
coepxallee Takyk >xe apMaueBTUYECKY0 CybCTaHUMIO uUnm KOMOMHaALUMIO TakuxX Xe
hapMaLeBTUYECKMX CYOCTaHUMIA B TaKOW Xe JlekapCTBEHHOW ¢opme, 4YTO MU
OpuUrMHanbHOe neKkapcTBEHHOe CpeacTso, WM MNOCTynuBllee B obpallieHue nocne
NOCTYNeHUs B oOpaLleHne OpurmHanbHOro NIekapCTBEHHOrO CPeacTBa;

13) nekapcTBEHHOE pacTUTENBHOE Cbipbe - CBEXWUE UMW BbICYLUEHHbIE pacTeHus NMbo nx
YacTu, ucnosnb3yemble Afs NPOU3BOACTBA NEKAPCTBEHHbLIX CPEACTB OpraHu3auusiMm -
NPOU3BOANTENAMU  NEKAapPCTBEHHbIX CPEACTB  WMAM  U3TOTOBMEHUST  NeKapCTBEHHbIX
npenapaToB anTe4YHbIMU OpraHM3aunsiMyM, BETEPUHAPHBIMU anTeYHbIMM OpraHM3auLmsIMu,
WHAMBMAOYanNbHbIMU npeanpuHMMaTensMu, NUMerLLMMU NMLEH3UI0 Ha
(hapMaLeBTUHECKYIO AeATENbHOCTD;

14) nekapcTBEHHbIW pacTuTenbHbIM  npenapaTr - NeKkapCTBEHHbIM  npenapar,
NPOU3BEeAEHHbIV UNN M3rOTOBMEHHbIN U3 OJHOrO BMAA NEeKapCTBEHHOr0 PacTUTENbHOro
CbIPbSl NN HECKOMbKUX BMAOB TAKOTO CbIpbs U peanu3yemMbii B pacacoBaHHOM BuAe BO
BTOPUYHOW (NOTPEOUTENBCKON) YNaKOBKE;

15) romeonatn4yeckoe JieKkapCtBeHHOe CpencTtBo - JekKapCTBeHHOe CpeacTBo,
npon3sefeHHOE NN U3rOTOBIEHHOE MO CrneunanbHOW TEXHONOMH;

16) MexayHapoOHoe HenaTeHTOBaHHOE HaMMEHOBaHWe IeKapCTBEHHOro cpeacTea -
HauMeHoBaHWe apMaLeBTUYECKOW CYOCTaHUMKW, pekoMeHZoBaHHoe BcemupHoi
opraHusauueit 3apaBooXpaHeHns;

17) TOproBoe HaMMEHOBaHWE [EeKapCTBEHHOTO CPEeAcTBa -  HaWMeHOBaHue
nekapCcTBEHHOro cpeacTBa, MPUCBOEHHOE ero pa3paboTymKoMm;

18) obwasa dapmakonenHasi cTaTbsl - AOKYMEHT, YTBEPXOEHHbIA YNOMHOMOYEHHBIM
dedepanbHbiM - OPraHOM — UCMOMHWUTENbBHOW  BNactv UM codepxalui  nepeyeHb
nokasarternen kayectsa U (M) METOAOB KOHTPOMS KavyecTBa KOHKPETHOWN feKapCTBEHHON
OpMbl,  NEKAPCTBEHHOr0  pacTUTENbHOTO  Cbipbf,  OMNUCaHUA  BUONOrMYecKux,
BUOXMMMNYECKMX, MUKPOBMOOrMYECKNX, (N3NKO-XMMUYECKMX, PU3NYECKNX, XMMUYECKNX U
ApYrMx MEeTOA0B aHanusa nekapcTBEHHOro CcpeacTsa Ans MeauUMHCKOro NpuMeHeHus, a
Takke TpeboBaHUA K NCMOMb3yeMbIM B LEeNAxX NpoBeAeHns JaHHOMo aHanu3a peaktnsam,
TUTPOBaHHbLIM pacTBoOpaMm, UHAMKaTOpamMm;

19) dapmakoneriHaa cTaTbs - [OOKYMEHT, YTBEPKAEHHbIN  YNOSTHOMOYEHHbIM
degeparnbHbiM - OPraHoOM — UCMOMHUTENbHOW  BNactu U codepxalui  nepeyeHb
rokasaTenen KayecTBa U MeTOAOB KOHTPOMS KayecTBa NeKapCTBEHHOro cpeactsa AN
MeOULMHCKOrO NPUMEHEHUS;

20) HopMaTVBHas JOKYMeHTaums - JOKYMEHT, Coaepxaluuii nepedeHb onpeaensiemMblx no
pesynbTataM COOTBETCTBYHOLUMX IKCMEpTU3 MNokasaTenen kayecTBa rekapCTBEHHOro
cpeAcTBa AnNA  MeOWMUMHCKOTO TMPUMEHEHWs,, MEeTOAOB KOHTPONs €ero kadyectsa U
YCTaHOBIEHHbI €ro NPon3BoAUTENEM;
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21) HOpMaTUBHbLIA OOKYMEHT - LOKYMEHT, COAepXallun nepeyeHb onpenensieMblX Mo
pesynbTataMm COOTBETCTBYIOLLUMX 3KCMEPTM3 MoKaslaTenenm kavecrea u (Mnu) meTonoB
KOHTPOMsI KayecTBa feKkapCcTBEHHOM hOpMbl, ONUCaHUSA BMONOrMYecKnx, BUOXMMNYECKMX,
MUKPOBMONOrMyeckmx, U3NKO-XMMUYECKNX, (DU3NHECKMX, XMMUYECKUX N OPYIMX METOLOB
aHanu3a nekapCTBEHHbIX CPeacTB ANs BEeTePUHAPHOro npuMeHeHus, TpeboBaHus K
UCnonb3yembiM B LENSAX MpPOBEeOeHUs [OaHHOMo aHanusa peakTuBaMm, TUTPOBAHHbLIM
pacTBopam, UHOUKaToOpaM M YCTAHOBIEHHbIN €ro NPON3BOAUTENEM;

22) ka4yecTBO NeKapCTBEHHOrO CpeAcTBa - COOTBETCTBME NEKapCTBEHHOro cpeacTsa
TpeboBaHusAM papmakonemHon ctaTbM NMBO B Criydae ee OTCYTCTBUS HOPMaTUBHOM
AOKYMEHTaUMM Unm HOpMaTUBHOIO JOKYMEHTA;

23) 6e30MacHOCTb NEKapCTBEHHOrO CpeacTBa - XapaKTepucTuka JieKapCTBEHHOrO
CpefcTBa, OCHOBaHHasi Ha CpaBHUTENIbHOM aHanuse ero 3dEeKTMBHOCTM M puUcCKa
NPUYMHEHUS Bpeda 300POBbIO;

24) 3(beKTMBHOCTbL IeKapCTBEHHOro npenapata - XapakTepucTuka CTeneHu
NOMNOXWUTENBHOIO BMNVSHNSA neKkapCTBEHHOTO npenaparta Ha TeyeHue,
NPOAOIPKMTENBHOCTE 3aboneBaHns wnu ero npegoTepalleHne, peabunutaumio, Ha
COXpaHeHue, NpefoTBpaLleHne nnm npepbiBaHne 6epeMeHHOCTH;

25) cepvsi NEeKapCTBEHHOTO CPEeACTBa - KOMMYECTBO JIeKapCTBEHHOrO CpeacTsa,
npousBefeHHoe B pe3yribTaTe 0OQHOI0 TEXHOSOMMYECKOro LMKa ero npovM3soamTeneMm;

26) perucTtpauMoHHOe YAOCTOBEPEHWE FEeKapCTBEHHOrO npenapata - [OKYMEHT,
noATeepXxaarLwmnn akT rocygapCTBEHHOM pernctpaumm nekapcTBeHHOro npenapara;

27) perucTpaunoHHbIA HOMEp - KodoBoe 0603HayeHWe, MPUCBOEHHOEe feKapCTBEHHOMY
npenapaTy npu ero rocyaapCTBEHHON perncTpaumu;

28) obpalleHne nekapCTBEHHbIX CPeACTB - pa3paboTka, 4OKNMHMYECKUE UCCIefoBaHNs,
KNHU4YecKne uccrnegoBaHus, 3KCMnepTn3a, rocygapcTBeHHas pervcTpauus,
CTaHOapTM3aumMsi M KOHTPONb KayecTBa, NPOWM3BOACTBO, W3rOTOBEHWE, XpaHEeHue,
nepeBo3ka, BBO3 Ha Tepputoputo Poccuiickon ®depepaumn, BbIBO3 C Tepputopum
Poccuiickon ®epepauuun, peknama, OTNYCK, peanusaums, nepepadva, npuUMeHeHue,
YHUYTOXEHWE NTEKapCTBEHHbIX CPEACTB;

29) Cy6'beKTbI 06paLLl,eHMF| JNIeKapCTBEHHbIX CpeacTB - (*)I/I3I/1‘-I€CKI/I€ nua, B TOM 4Yucne
nHaomeuayanbHble  npeanpuHnmMmartenn, um - wopuandeckme  numuda, ocyulecrteidlounme
OEeATENbHOCTb MNMpn o6pau.|,eH|/M JIeKapCTBEHHbIX CPeACTB,;

30) pa3paboTuMK NekapCTBEHHOrO CpeacTBa - OopraHusauus, obrnagatowas npaBaMmy Ha
pesynbTaTbl OOKIMHUYECKUX WCCNEAOBaHWUIA NEKAPCTBEHHOIO CPEACTBa, KIUMHUYECKUX
uccnefoBaHUA NEKApCTBEHHOrO npenapata, a Takke Ha TExXHOMOorniw MNpou3BOACTBA
neKkapcTBEHHOro CpeacTBa;

31) npon3BOACTBO JIEKapCTBEHHbIX CpeacTtB - [OedTeNlbHOCTb Mo Npoun3BOACTBY
JIeKapCTBEHHbIX CpPeacTB OpraHun3aunamMm - nNpon3BoanTeNAMU NeKapCTBEHHbIX CpeacTB
Ha OAHOW CTaauW, HECKOSTbKMX MUAN BCEX CTaausX TEXHOOrMYeckoro npouecca, a Takxke
Nno XpaHeHUIo N peanunsaumn npon3eeaeHHbIX NeKapCTBEHHbIX CPenCTB;

32) npousBoaMTENb JEKAPCTBEHHbIX CPEACTB - OpraHuMsauusi, OCyLlecTBnALas
NPOM3BOACTBO fEKapCTBEHHbIX CPeACTB B COOTBETCTBMM C TpeboBaHMAMU HaCTOSALLEro
depnepanbHOro 3aKoHa;

33) cdhapmMaueBTUYeCcKan OeATENbHOCTb - AeATENbHOCTb, BKIoYalowas B ce6s onToByto
TOPrOBIIO NeKapCTBEHHbIMU CPEACTBAMM, UX XpaHeHWe, NepeBo3Ky U (UNK) PO3HUYHYIO
TOProBni0  NeKapcTBEHHbIMKM  MNpenapaTtaMu, WX OTMYCK, XpaHeHue, MepeBo3Ky,
M3roTOBMEHNE NeKapCTBEHHbIX NpenapaTos;

34) opraHusauusi ONMTOBOW TOProOBIM JIEKAPCTBEHHBIMW CpPeACTBaMM - OpraHu3auus,
OCYLLECTBASIOLWAA OMNTOBYK TOProBft0 JeKapCTBEHHbIMU CPEACTBaMW, UX XpaHeHue,
nepeBoO3Ky B COOTBETCTBUM C TpeboBaHMaMM HacToswero degepanbHOro 3akoHa;

35) anTeyHada opraHusauna - opraHm3auuna, CTpyKTypHOe nogpasnerneHue MeONLNHCKON
opraHunsaumu, ocyulecTBnAarmne po3HNYHYHO TOProBIo JieKapCTBEHHbIMU MNMpenapatamMu,
XpaHeHune, n3rotoelieHNe 1 OTNyCK INneKapCTBEHHbIX MnpenapatoB Ond MeaUUuMnHCKOro
NnpuMMeHeHna B COOTBETCTBUU C Tpe6OBaHVIF|MVI HacTtodllero CDe,u,epaanoro 3aKOHa;
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36) BeTepnHapHaa anTte4yHada opraHm3auna - opraHm3aund, CTPYKTypHOe noapasgerneHume
BeTepMHapHOﬂ opraHu3auum, ocyulecteridrwne po3HNYHYK TOProBIO JIieKapCTBEHHbIMU
npenaparamun, XpaHeHue, U3rotToBfieHne Wun OTMNYCK J1eKapCTBEHHbIX MpenapatoB A5d
BE€TEpPUHApHOro npuMeHeHna B  COOTBETCTBUU C TpGGOBaHMHMVI HacTodAllero
<De/:|,epaanoro 3aKOHa;

37) danbcudnumMpoBaHHOE FEKapCTBEHHOE CPEACTBO - IleKapCTBEHHOE CpenacTBo,
CONpoBOXAaeMoe NOXHOW MHpopMaLmen 0 ero coctase 1 (Mnu) NnponssoguTene;

38) HepobpokayecTBEHHOE IeKapCTBEHHOE CPEACTBO - IleKapCTBEHHOE CPEACTBO, He
cooTBeTCTBYlOLEe TpeboBaHMAM hapmakoneHom ctaTbl NGO B criydyae ee OTCYTCTBUSA
TpeboBaHUsIM HOPMATUBHOM LOKYMEHTALUN UM HOPMATMBHOIO JOKYMEHTA;

39) koHTpadakTHOE NeKkapCTBEHHOE CPEACTBO - NIeKapCTBEHHOE CPEACTBO, HaxoasLleecs
B 06OpPOTE C HapyLLUEHNEM rpaXaaHCKOro 3akoHogaTenbCcTBa;

40) [OKNMUHMYECKOE WCCredoBaHWe FekapCTBEHHOro cpeacTea - Guornornyeckue,
MUKpOGMOnornyeckne, UMMYHONOTMYECKUE, TOKCUKONOrMYeckue, (apmMaKkonormieckue,
dmanyeckme, XMMMYECKME U OpyrMe WCCNedoBaHUs JeKapCTBEHHOro CpeacTBa MnyTem
NPUMEHEeHNA HayyHbIX METOAOB OLEHOK B Lensx MonyYyeHnsa [okasaTenbCcTB
6esonacHoCTy, kayecTBa 1 3pdEeKTUBHOCTY NEKapCTBEHHOIO CPEACTBa;

41) KNUHWYECKOE  UccnefoBaHWe  NEeKapCTBEHHOro  npenapata -  U3yveHue
ONarHoCTUYECKMX, Ne4debHbIX, NpodunakTuyeckmx, ¢apmMakonormiyeckux CBOWCTB
rnekapCTBEHHOro npenapara B NpoLecce ero NpUMEHeHUs y YeroBeKa, XXMBOTHOTO, B TOM
yMcre npoLeccoB BCaCbIBaHUS, pacnpedeneHnsi, M3MEHEeHUs U BbIBEAEHMS, NyTeM
NPUMEHEHNST Hay4HbIX METOAOB OLEHOK B UENnsdx MonyyYyeHns [JoKasaTenbCcTs
©esonacHocTK, kavecTBa M 3(EKTUBHOCTM NEKAPCTBEHHOIO npenapaTta, AaHHbIX O
HeXenaTenbHbIX peakuusx oOpraHuamMa YerioBeka, >XMBOTHOIO Ha MpUMEHeHue
nekapcTBeHHoro npenapata u o6 addekte ero B3aMMOOENCTBUS C  OpYyrumu
NneKkapCTBEHHbIMM NpenapaTamu u (Mnm) NULLEBBIMU NPOAYKTaMun, KOpMamu;

42) MHOroUeHTPOBOE KMMHMYECKOe WCCredoBaHWe IeKapCTBeHHOro npenapaTta Aans
MEOULIMHCKOTO MPUMEHEHUS - KIIMHUYECKoe UCCrefoBaHue NekapcTBeHHOro npenapaTta
AN MeOWULIMHCKOrO MPUMEHeHusl, npoBoAuMoe pas3paboTyMkoM  MeKapCTBEHHOro
npenapata B OByX M 0onee MeOWUMHCKMX OpraHM3auusx no eauHOMy MpPOTOKOMy
KMUHUYECKOro UCCReaoBaHns NekapcTBEHHOro npenapara;

43) mexagyHapogHoe MHOrOLEHTPOBOE KIMHWMYECKOEe WCCNedoBaHUe eKapCTBEHHOro
npenapata Ans  MeAUUMHCKOrO  MPUMEHEHUst -  KIMHUMYecKkoe  uccriegoBaHue
nekapcTBeHHOro  npenapaTa Ana  MeOWUMHCKOTO  MPUMEHEHWsl,  MPOoBOAUMOE
pa3paboTUMKOM [EeKapCTBEHHOro Mpenaparta B pPasfiuuHbIX CTpaHax Mno eauHoMy
NPOTOKOIY KIMHUYECKOro UccrefoBaHns NekapCcTBEHHOro Npenapara;

44) nocTperncTpaLnoHHoe KNMHUYECKoe UCCrneaoBaHne NekapcTBEHHOro npenapaTa Anst
MEAMLMHCKOrO NPUMEHEHUS - KIIMHWYECKOEe MccreaoBaHue nekapCTBEeHHOro npenapaTta
AN MeOWUMHCKOrO MpUMEHEHWsl, MPOBOAMMOE MNPOU3BOAUTENEM JIeKapCTBEHHOIO
npenapara, rpaxaaHckuii 06opOoT KOTOPOro OCYLLECTBMAETCA MOCMe rocyaapCTBEHHOM
perucTpauum, B LEeNAX AOMOMHUTENbHOro cBopa AaHHbIX O ero GesonacHocT W
3P HEKTMBHOCTA, pacLUMPEHUs MNoKasaHUi K MPUMEHEHUI0 [OaHHOro NeKapCTBEHHOro
npenapaTa, a TakKe BbISBNEHUA HEXenaTerbHbIX peakUuil NauneHToB Ha ero AeicTeme;

45) wuccnepoBaHve OMO3KBMBANEHTHOCTM  fIEKApCTBEHHOrO npenapata - Bug
KNMMHWUYECKOTO WUCCeoBaHUS  NeKapCTBEHHOro npenaparta, MpoBedeHNe KOTOpOro
OCyLlecTBMseTCa O OnpefdeneHuss  CKOpOCTM  BCacblBaHUA U BbIBEOEHWSA
dapmaueBTuyeckon  cybctaHuumn, KonuyectBa  ¢hapmMaueBTUYECKOM  cybcTaHuuu,
AOCTUraloLLero CUCTEMHOrO KpPOBOTOKA, M pesynbTaTbl KOTOPOro MO3BOMSAKT caenaTb
BbIBOA4 O OMO3KBMBANEHTHOCTM BOCMNPOM3BEAEHHOIO JIEKAPCTBEHHOrO MpenapaTta B
ONnpederneHHblX  NieKapcTBeHHoOW  cdopme UM [O03UPOBKE  COOTBETCTBYHOLLEMY
OpUrMHaNbBHOMY fleKapCTBEHHOMY Npenapary;
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46) nccrnenoBaHne TepaneBTUYECKOW 9KBMBANEHTHOCTU NEKapCTBEHHbIX NpenapaTtos -
BUA, KNWHUYECKOro MCCrnefoBaHUs NeKkapCTBEHHbIX npenapaTtos, NpoBedeHMe KOTOPOro
ocyllecTBndaeTcAa Ona BbiABNEHUA OAOWHAKOBbIX CBOWNCTB NeKapCTBEHHbIX npenapaTtoB
onpedeneHHon nekapcTBEHHOW (QOPMbI, a TakKe HanuMyunsa OAMHAKOBbLIX MOKasaTenewn
OesonacHocTM U 3PEKTMBHOCTM  NEKAPCTBEHHbIX  MpenapaToB, OAWMHAKOBLIX
KNUHNYeCcKux a¢pdeKkToB Npu nx NpUMeEHeHUU;

47) NpoTOKON KIMHUYECKOTO UCCNEAOBaHUS NeKapCTBEHHOro npenaparta - JOKYMEHT, B
KOTOpOM onpegensitoTcs uenu, ¢opMbl OpraHMsaumMmM U MeTOAONOorMs NpoBedEHUS
KINMHUYECKOrO MCCneaoBaHusl, ctaTucTmyeckne MeTodbl 0b6paboTkM pesynbTaToB Takoro
nccnenoBaHust n Mepbl No obecneveHnto 6e3onacHOCTU U3NYECKMX L, YHaCTBYIOLLNX
B KIIMHWUYECKOM UCCINEefoBaHNM NIEKAPCTBEHHOIO NpenapaTa;

48) 6p0Luropa ncenegosartenda - CBOoAHOE U3NOXeHWe pe3ynbTaToB AOOKITMHUYECKOro
ncenenoBaHnAa NeKapCTBEHHOro cpencrtea n KIMMHNYeCKoro nccnegoBaHunga
NNIeKapCTBEeHHOro npenapara and MmeguumHCKoro npuMeHeHu4;

49) MHPOPMALMOHHBIA JIMCTOK NauMeHTa - [OOKYMEHT, B KOTOPOM coaepaTcs B
[OCTYMHOW hopMe CBELEHMs], KacarLlimMecs NPOBOAUMOTO KIMHUYECKOrO MCCreoBaHus
nekapCcTBEHHOro npenapara, 1 B NUCbMEHHOW hopMe A0OpOBONbHOE cornacue naumeHTa
Ha y4yacTMe B KIMHUYECKOM UWCCrefoBaHWM feKapCTBEHHOro mnpenapaTta nocne
O3HaKOMJIEHUS C OCODEHHOCTAMU KNMUHUYECKOro MUccreaoBaHusi, UMELWMMN 3Ha4YeHne
ONs1 Bblpa)KeHNs1 Takoro cornacus;

50) noboyHoe pOeicTBME - peakuusi opraHu3Ma, BO3HUKLIAS B CBA3U C NPUMEHEHUEM
nekapcTBEHHOro npenapata B [03aX, PEeKOMeHOyeMblX B WHCTPYKUUM MO €ero
npuMeHeHuo, Aang I'IpO(*)I/IJ'IaKTI/IKI/I, ANarHoCTukn, rneyvyeHnsa 3abonesaHna wunu and
peabunutauuu;

51) cepbe3Hass HexenaTenbHasl peakuust - HexenaTenbHasi peakuusl opraHusma,
CBA3aHHasi C NPUMEHEHWEM IeKapCTBEHHOroO Mpenaparta, npvBeflas K CcMepTu,
BPOXOEHHLIM aHOManusM Uy Nopokam passuTust NMbo npeacTaenstolas cobon yrposy
XU3HKW, TpeOylowasa rocnutanusauuM wWnNvM - npuBeAwasl K CTOWMKOM  yTpate
TPYZOCNOCOBHOCTM U (MNN) MHBANUOHOCTW;

52) HenpeaBuaeHHaa HexenaTenbHas peakuus - HeXenaTenbHas peakuusl opraHuava (B
TOM 4uCrie CBSI3aHHasi C MPUMEHEHWEM FEeKapCTBEHHOrO npenapata B COOTBETCTBUU C
WHCTPYKUMEN MO €ro NpUMEHEHUIO), CYLLHOCTb W TSXKEeCTb KOTOPOW He COOTBETCTBYIOT
WHpOpMaLUMM O NeKapCTBEHHOM MpenapaTte, CoAepXalleicsi B WHCTPYKUMM MO €ero
NPUMEHEHWIO;

53) peuenTt Ha NeKapCTBEHHbI MpenapaT - NUCbMEHHOE Ha3Ha4YeHWe NeKapCTBEHHOIO
npenapaTa Mo YCTAHOBMEHHOW (popMe, BblAAHHOE MEOULMHCKUM WMU BETEPUHAPHBLIM
paboTHUKOM, UMEIOLLMM Ha 3TO MpaBo, B LENsAX OTNycka fiekapCTBEHHOro npenapara unm
€ro M3roTOBMNEHUs U OTMYCKa;

54) TpeboBaHne MeOMUMHCKOW OopraHv3auuu, BETEPUHaApHOW OpraHvM3auun - OOKYMEHT
YCT@HOBMEHHONW (POPMbI, KOTOPbIA BbIMUCAH MEOUUMHCKUM WM BeTEepUHAaPHbIM
paboTHMKOM, MMEKLNM Ha 3TO MpaBo, W COAEPXWUT B NUCbMEHHOW chopme ykasaHue
anTeyHoun opraHmusaumm ob oTnycke nekapcTBEHHOro npenapara unm o ero M3roToBNeHUn
n o6 otnycke AnA obecneuyeHns nevyebHOro mpouecca B MeAMLMHCKOW OpraHu3auuu,
BeTepuHapHOW opraHusaLlmu.

Maga 2. NOJITHOMOYMA ®EQEPAIbHBIX OPITAHOB UCTMONMHUTEIbHON

BJIACTU, OPFAHOB UCNONHUTENBbHOW BIIACTU CYBBEKTOB POCCUUCKOM
®EOEPALUU NMPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB

Cratba 5. TlMonHoMouusi dpedeparnbHbIX OpraHoB WCMONMHWUTENbHOW BRact npu
obpalleHnM NeKkapcTBEHHbIX CPEACTB

K nonHomouunsm cbep,epaanblx OopraHos MCMNONHUTENBHON BRNacTu npu 06paIJJ,EHI/Il/I
NeKapCTBEHHbIX CpeaACTB OTHOCATCA:
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1) npoBeageHne B Poccunckon Pepepauumn enuHON rocyAapCTBEHHOW MNOMUTUKMA B
obnactn obecneyeHuss nekapCTBEHHbIMW npenapataMmyM rpaxgaH Ha TeppuTopun
Poccunckon ®enepaunu;

2) ytBepxgeHne obimx apmakonemnHbix cTtaTen, apmakonenHbIX cTaTten, usgaHue
rocygapcTBeHHOM hapmakoneu;

3) ocyulecTBlieHne rocygapCrtBeHHOro KOHTpOJA U Haa3opa;

4) nnueH3npoBaHne npou3BoacTBa JieKapCTBEHHbIX CpenctB U q)apmau,eBqueCKon
0eaTenbHOCTM B COOTBETCTBUM C 3aKOHOA4ATeNbLCTBOM Poccunckon <Dep,epau,14|/|;

5) opraHu3aumsi 9KCNepTU3bl JIEKAPCTBEHHbLIX CPEACTB, 3JTUYECKOM 3IKCMepTUsbl
BO3MOXHOCTW NPOBEOEHUsT KIMHUYECKOro WCcreaoBaHUs NekapcTBEHHOro npenaparta
ANs MegMUUHCKOro NPUMEHEHUS;

6) Bbldaya paspelleHuit Ha npoBedeHUe KMUHUYECKUX WUCCMNedoBaHWUiA nekapCTBEHHbIX
npenapaTtoB, BefleHNe peecTpa BblAaHHbIX paspelleHuid Ha NpoBeAeHne KIMUHUYECKUX
1ccrnenoBaHuin NekapCcTBeHHbIX NpenapaTos;

7) rocymapcTBeHHasi  pernctpauus  JNeKapCTBEHHbIX  MpenapaTtoB,  BedeHue
rocyapCTBEHHOrO peecTpa fiekapCTBEHHbIX CPEACTB;

8) WHCNeKTUpoBaHMe MpPOM3BOACTBA JeKapCTBEHHbIX CpPeACTB Ha COOTBETCTBUE
npaBunam opraHusaumMn NpovsBOACTBA M KOHTPOJSIS KayecTBa feKapCTBEHHbIX CPeacTs,
Bbldaya 3akrloYeHWidi O COOTBETCTBUM NPOU3BOAUTENS FEKApCTBEHHbIX CPeAcTB
TpeGoBaHUSIM MpaBWT OpraHN3aLMn NPOM3BOACTBA U KOHTPOSA KayecTBa JekapCTBEHHbIX
CPencrTs;

9) rocyOoapcTBeHHasi perMcTpauusi YCTaHOBIEHHbIX NMPOU3BOOAUTENAMU JIEKAPCTBEHHbIX
npenapaTtoB npefernbHbIX OTMYCKHbIX LEH Ha XM3HEHHO HeobxoauMble U BaXKHeWLne
neKapcTBeHHble nMpenapatbl W BedeHWe TOoCydapCTBEHHOIO peecTpa npederbHbIX
OTNYCKHbIX LEH npousBoOWUTENEN Ha neKkapcTBeHHble npenapaTbl, BKMOYEHHble B
nepeyeHb XXM3HEHHO HEOBXOAMMbIX Y BaXKHEMLLUMX NeKapCTBEHHbIX NpenapaTos;

10) ycTaHoBreHve nopsaka BBO3a fekapCTBEHHbIX CPEACTB Ha TeppuTopuio Poccuinckon
denepaumm n BbiBO3a fiekapCTBEHHbIX cpeacTB ¢ Tepputopun Poccuiickon degepauum;
11) cosgaHve COBETOB MO BOMpPOCaM, CBA3aHHbIM C oObpalleHMeM NnekapCTBEHHbIX
CpeacTs;

12) aTTecTtaumsa n ceptTudmkaunsi CneumnanmcTos;

13) yTBepxgeHue obpasoBaTenbHbIX NPorpaMM No NOAroTOBKE CNeLnanvcToB;

14) MOHUTOPMHI 6€30MacHOCTM NeKapCTBEHHbIX NpenapaTos;

15) yyacTtne B MexgyHapogHOM COTPYAHUYECTBE;

16) nonyyeHne no 3anpocam ynonHOMOYEHHOro peaepanbHOro opraHa UCNOSTHUTENBHOM
BNacTM OT OpraHoB MCMOMNHWTENbHOW Bnactu cybbekToB Poccuiickon Pepepauunu, a
Takke OT CyObeKkTOB OOpalleHuss neKapCTBEHHbIX CPeACcTB Anst  MeaMUMHCKOro
NPUMEHeHNsT MHdOopMauMM Mo BOMPOCaM YCTAHOBMEHMS M MNPUMEHEHMS LEeH Ha
nekapcTBeHHble NpenapaTtbl U HaabaBoK K HUM;

17) npumMeHeHne mep OTBETCTBEHHOCTM 3a HapylleHWe 3akoHogaTtenbcTBa Poccumnckon
depepaumu.

Cratba 6. [MormHOMOYMS OpraHoOB WCMOMHUTENBHOW Bnactn cybbekta Poccuiickon
depepaumm npu obpalLeHn NekapCTBEHHbLIX CPEACTB

K nonHomoumsam opraHoB WCMNOMHUTENbHOW Bnactu cybbekta Poccunckon depepaumu
npu obpalLeHnn nekapcTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka W peanu3auus pernoHanbHbIX MporpaMmMm obecnevyeHust HaceseHus
nexkapcTBeHHbIMU NpenapaTtamu,

2) ycTaHoBreHWe npeerbHbIX PasMepoB OMNTOBbLIX HAAGaBOK U NpeaenbHbIX pa3mMepoB
PO3HWYHbIX HagBaBoOK K  (PaKTUYECKMM  OTMYCKHbIM  LieHaM,  YCTaHOBMEHHbIM
npon3BoanTENAMN  NEeKapCTBEHHbIX MNpenapatoB, Ha JieKapCTBeHHble npenaparThl,
BKIMIO4YEHHble B NepedyeHb XU3HEHHO HeO6XO,ElVIMbIX U BaXHeuLwwmnx NeKapCTBEHHbIX
npenaparos;
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3) ocyllecTBrneHMe KOHTpONs 3a MpUMEHEHWeM LieH Ha NeKapCTBeHHble npenaparhl,
BKIIOYEHHbIE B MEpPeYEHb >XU3HEHHO HEOOXOAUMBbIX U BaXKHEWLMX JeKapCTBEHHbIX
npenapaTtoB, OpraHM3aUMsiMXU OMTOBOM  TOProBMM, anTeYHbIMU  OpraHM3auusaMu,
VHOWBWAYaArbHBIMM npeanpuHUMaTensamu, MMeLLyMU TIMLEH3MI0 Ha
dhapmaLeBTMYECKYI0 AEeATENBHOCTD.

Mnaea 3. TOCYOAPCTBEHHAA ®APMAKOIEA

Cratbs 7. PaspaboTka 1 usgaHme rocyaapCTBeHHON dhapMakoneun, pa3meLleHne gaHHbIX
0 Hewn

1. Moa rocygapcTBeHHOW dapMakoneen MOHUMAaeTCs CBOA OOWMX dhapMakonemnHbix
cTaTein n hapMakonemnHblX cTaTen.

2. PaspaboTka obLumx hapmakonenHbiX cTaten u hapMakonenHblix cTaTen N BKIOYEHNE
UX B TOCYAApCTBEHHYK hapMakonel OCYLLeCTBNATCA B MOpsAKe, YCTAHOBMEHHOM
YNONMHOMOYEHHbIM befieparbHbIM OpraHOM UCMOMNHUTENBbHON BNACTW.

3. PaspaboTka hapmakonerHon cTaTbM Ha OpPUrMHanNbHOE JeKapCTBEHHOE CPEenCTBO U
BKIIOMEHNE €€ B roCyAapCTBEHHYIO (DapMaKoner B TeYEeHUE Cpoka AEeCTBUS 3aluuTbl
WCKIIOYUTENBHOIO Npaea, Y4OCTOBEPEHHOIO NAaTEHTOM Ha OpUIrMHaNbHOE NekapCTBEHHOE
CpeacTBO, OCYLLECTBMAIOTCA C Cornacusi ero paspaboTunka.

4. l'ocypapcTBeHHas (hapmakones M3gaetcs YNoNHOMOYEHHbIM defeparnbHbiM OpraHoM
WCMONHWUTENBHON BRacTu 3a cveT CpPeAcTB dedepanbHOro OwogkeTa WM NOANEXUT
nepensgaHnsaM He pexe Yem OAMH pa3s B NATb NIeT, B Nepuoa Mexay KOTOpbIMU U3AatTes
NPUNOXeHNst K rocygapcTBeHHon dapmakonee, cogepxawme obwme apmakonenHolie
ctatb 1 (unun) dapmakonenHble CcTaTbW, YTBEPXKAEHHbIE TMOCMe WU3gaHUA Unu
nepensaaHnsi rocyapCTBEHHON hapmakoneu.

5. YNonHoMO4YeHHbIN dheaeparnbHbid OpraH UCMOMHUTENbHOW BNacTu pasmeLlaeT AaHHble
O rocyiapCTBeHHoNn hapmakonee 1 NpUNoOXeHUsX K Hel Ha cBOeM oduLmManbHOM canTe
B ceTu "IHTepHeT" B yCTAaHOBSIEHHOM UM MOPSAKE.

Magsa 4. TOCYAAPCTBEHHbIWA KOHTPOJIb MPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Cratba 8. JlMueHsmpoBaHWe  NPOM3BOACTBA  NEKApCTBEHHbIX  CpeactB U
hapmaLeBTMHEeCKON AeATeNnbHOCTH

1. JlnueHsmpoBaHne nNPOU3BOACTBA J1IEKAPCTBEHHbLIX CpeacTB M dapMaLeBTUYECKON
OEeATeNnbHOCTU OCYLLECTBMSETCA B COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickon
depepaumn.

2. O6szaTenbHbiM YyCMOBMEM MpedoCTaBfeHMs  JULEH3MM Ha  NPOM3BOACTBO
neKapcTBEHHbIX CPEeACTB SABMSETCH MPUMOXEHWe K 3asBMEHWIO CoucKaTens NUUEeH3uK
nepeyYHs NnekapcTBEHHbIX hOpM 1 (Mnn) BUAoB hapmaueBTUYecknx cybcTaHumn, KoTopble
NpoM3BOAMTENb NEKapCTBEHHbIX CPEACTB HaMepeH Npou3BoauUTb.

3. B cnyyae Heo6XoQMMOCTU pacLUMpeHUs MPOM3BOACTBA NeKapCTBEeHHbIX CPeAcTB 3a
CYyeT HOBbIX IleKapCTBEHHbIX OpPM U BUAOB hapMauUeBTUYECKUX CyOCTaHLMiA
Npou3BOAMTENb EeKapCTBEHHbIX CPEeACTB [OIKEeH MOfyyYuTb HOBYK JULEH3UI0 Ha
NMPOV3BOACTBO JIEKAPCTBEHHbIX CPEACTB.

Cratba 9. [ocygapCcTBEHHbIN KOHTPOMb Npy 0bpaLleHnmn nekapCcTBeHHbIX CPEACTB

1. TocygapcTBEHHOMY KOHTPOMK  noafiexar BCce JIeKapCTBEHHble  CpPeacTBa,
nponsBefeHHble Ha TeppuTopun Poccuiickon ®egepauum M BBO3MMbIE Ha TEPPUTOPUID
Poccuitckon ®egepauuu.
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2. TlocymapCTBeHHbIA  KOHTPONb MNpu  ODpalleHun  NeKapCTBEHHbLIX  CPeacTB
OCYLLECTBMSIETCS  YNOMHOMOYEHHbIMU  dbefepanbHbiMM  OpraHaMyu  UCMOSNTHUTENBHON
BNacTM M opraHamm WCMOfHUTENbHOW Bnactu cybobekToB Poccuiickon Penepauun B
COOTBETCTBUMU C UX MONTHOMOYNAMN.

3. [ocyoapCTBeHHbIN KOHTPOMb Npu OBpalleHny NekapCTBEeHHbIX CpedcTB BKMYaeT B
cebA KOHTPOMb 3a [OOKIMUHWYECKMMMW UCCNEeAOBaHUSMU NEeKapCTBEHHbIX CPEeaCTB,
KIMMHUYEeCKUMU nccneaoBaHUSMM nieKapCTBEHHbIX npenaparos, Ka4yecTBOM,
NPON3BOACTBOM feKapCTBEHHbIX CPEACTB, U3rOTOBMEHNEM feKapCTBEHHbIX npenapaTtos,
XpaHeHneM, NepeBo3KoW, BBO3OM Ha Tepputoputo Poccurnckon ®egepaumu, peknamon,
OTMYCKOM, peanu3auuen, YHUUYTOXEHUEM FeKapCTBEHHbIX CpeAacTB, NPUMeHeHueM
nexkapcTBEHHbIX NpenapaTos.

4. TocymapCTBEHHbIM  KOHTPONb MNpuM  obpalleHun  neKapCTBEHHbIX  CpeacTs
OCYLLIeCTBMSETCA NOCPEACTBOM:

1) npoBeaeHUss NpPoOBEpPOK cobGnoaeHuss cyGbekTaMu obpalleHnst NekapCTBEHHbIX
CPeAcTB npasBun nabopaTopHOW MNPaKTUKM U NPaBMM  KMUHWUYECKOW MPaKTUKK Mpu
NpoBeAeHUN [OOKMMHUYECKUX WUCCNedoBaHWn NeKapCTBEHHbIX CPeACTB U KIMHUYECKUX
nccrnenoBaHui NekapCTBEHHbIX MpenapaToB AN MEeOUUMHCKOro MpUMEHEHWS, npaBus
NnpoBeAeHUsl OOKMUHUYECKUX WCCNeA0oBaHW NEeKapCTBEHHbIX CPeACTB WU KIMHUYECKUX
nccrnenoBaHuii NieKapCTBEHHbIX MpenapaTtoB A1 BETEPVMHapHOro MPYMEHEeHWs, npaBus
opraHusauUMn MpoV3BOACTBA W KOHTPONS KayecTBa neKapCTBEeHHbIX CPeAcTB, npasun
ONTOBOW TOPrOBNM JEKAPCTBEHHbIMM CpeACcTBaMW, MpaBuIT OTNycKa JeKapCTBEHHbIX
npenapaToB, NpaBuSl U3rOTOBNEHMS UM OTMyCcKa IeKapCTBEHHbIX MpenapaTtoB, npaBu
XpaHEHUs NIEKaPCTBEHHbIX CPEACTB, MPABUIT YHUUTOXEHNS JIEKapCTBEHHbIX CPEeACTB;

2) NUUEH3MPOBaHMS NPOM3BOACTBA FEKApPCTBEHHbLIX CPEACTB M hapmaueBTUYeCKOn
AEATENbHOCTW, NPOBEAEHMS MPOBEPOK COoBMoaeHUs NULEH3NOHHbIX TpeboBaHui 1
yCrnoBui;

3) KOHTPONS Ka4ecTBa NeKapCTBEHHbIX CPEACTB MPY rPaxaaHCKom oGopoTe:

a) B opme BbIGOPOYHOro KOHTPONS;

©) Npu BbISIBNEHUM HECOOTBETCTBUS NMLEH3MOHHLIM TPeOOBaHMSAM 1 YCIIOBUSIM YCIOBUN
NPOWN3BOACTBA W KOHTPONS KayecTBa NeKkapCTBEHHbIX CPEeACTB, OCYLLECTBIIEHUS ONTOBOM
TOProBNN  NEKApCTBEHHbIMW  CPeACcTBaMMu, OCYLLECTBMEHUST PO3HUYHOW  TOProBMuv
nekapcTBEHHbIMWU MpenapaTtamun, NpaBuUl U3rOTOBIEHUSA fEKapCTBEHHbIX NpenapaTtos,
npaBun XpaHeHUs NeKapCTBEHHbIX CPEACTB;

4) BblgayM paspeLleHnn Ha BBO3 NIEKAPCTBEHHbIX CPEACTB Ha Tepputoputo Poccuiickon
depepaumuy;

5) npoBegeHNsi MOHUTOPUHra 6e30MacHOCTY NeKapCTBEHHbIX NPenapaTos.;

6) monyyeHns No 3anpocaM YMOSTHOMOYEHHOIo hefepanbHOro opraHa MCMNONTHUTENbHON
BNACTU OT OPraHoB MCMOSMHUTENbHOW Bractn cybbektoB Poccuiickon Pepepauun, ot
cybbekToB oOpalleHusi NeKkapCTBEHHbIX CpeacTB AN MeAMLMHCKOro MNpUMEHEHWS
WHpopMaLumM NO BonNpocam YCTaHOBIEHUSA Y MPUMEHEHUS LieH 1 HagbaBoK K HUM.

5. OcyulecTBneHne rocygapCTBEHHOIO KOHTPOMsS Mpu  obpalleHun nekapCTBEHHbIX
cpeacTB  sBnsieTcs  pacxofHbiM - obsizatensctBoM  Poccunckon  depepauumn  unu
pacxogHbiM 0bsi3aTenscTBOM cyobekTtoB Poccuickon ®enepauum no Bugam KOHTPOIS,
OTHECEHHbIM COOTBETCTBEHHO K NOSTHOMOYMSAM hbefieparnbHbIX OpraHoB UCNONMHUTENBHON
BNactM M K MOMHOMOYMSIM OpPraHoOB MCMOSIHWUTENbHOW BRactu cybbekTtoB Poccuiickon
depepaumm.

Mnaea 5. PASPABOTKA, AOKITMHUYECKUE NCCNEOOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXXE KNMHNYECKUE NCCINIEAOBAHUA
NEKAPCTBEHHbIX NPENAPATOB AnA BETEPUHAPHOIO NMPUMEHEHUA

Cratbsa 10. PaspaboTka nekapCTBeHHbIX CpeacTs
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1. PaspaboTka nekapCTBEHHbIX CpPeACTB BKMAYaeT B cebsa  MNOUCK  HOBbIX
drapMaKkosiorMyeckm akTMBHbIX BELLECTB, MOCMeAylLlee U3yYeHUe MX feKapCTBEHHbIX
CBOWCTB, [OOKIMMHUYECKME UWCCNEedoBaHus, pa3paboTky TexHONorni npov3BOACTBa
dapmaLeBTUYECKMX cybcTaHumi, pa3paboTKy COCTaBOB M TEXHOSMOMMA MPOM3BOACTBA
nekapCTBEHHbIX NpenapaTos.

2. ®uHaHcoBoe obecneveHne pa3paboTku feKapCTBEHHbLIX CPEACTB OCYLLECTBSIETCS 3a
cyerT:

1) cpeacTB dheaepanbHoro oompkeTa;
2) cpencTtB pa3paboTUMKOB NleKapCTBEHHbLIX CPEACTB;

3) cpencTtB NpoOuM3BOAMTENEN FEKapCTBEHHbIX CPeACTB MpPW  BbIMNOSIHEHMM HayYHO-
nccnegoBaTtenbCkux paboT No JOroBopy Mexay pa3paboTyMKoM NeKapCTBEHHbIX CPeACTB
M NpounsBoanTenem NiekapCTBEHHbIX CPEACTB;

4) nHbIX He 3anpeLLeHHbIX 3akoHoAaTenbcTBOM Poccuiickon deaepaumm NCTOYHUKOB.

3. TMpaBa paspaboTuMka J1eKapCTBEHHOrO CpPeACTBa OXPaHATCSH  rpaKadaHCKUM
3aKoHOAAaTeNbCTBOM.

Cratba 11. [oknuHm4yeckoe WCCreLOBaHWE JEKapCTBEHHOro cpeactea  and
MeOULNHCKOro NpUMeEHeHUs

1. [OoKnMHU4Yeckoe uccredoBaHMe JeKapCTBEHHOro CpeacTBa Anst MeaMUMHCKOro
NPUMEHEHNs1 MPOBOAUTCA MyTEM MNPUMEHEHUS HayYHbIX METOAOB OLEHOK B Lensx
nony4YeHns gokasaTenbCcTB 6e3onacHoCcTH, KadecTBa 1 3PEKTUBHOCTU NEKAPCTBEHHOIO
cpeacTea.

2. [oknuHun4eckoe wccnefoBaHWe nekapCTBEHHOTO CpefacTBa AN  MeauLMHCKOro
NPUMEHeHNs NPOBOAMTCS B COOTBETCTBMM C NpaBurnamu nabopaTOpHOW MNpaKTUKK,
YTBEPKOEHHBLIMW YNONHOMOYEHHbIM befieparnbHbIM OPraHOM UCMOMHUTENbBHON BNacTu.

3. Ons opraHusaumMu M MPOBEAEHUs] OOKMMHWYECKOrO WCCReAoBaHWs NeKapCcTBEHHOIO
cpeacTBa Ans MeQULIMHCKOTO NPUMEHEHUsT pa3paboTunkm NekapCcTBEHHbIX CPeACTB MOryT
npuBnekaTb Hay4yHO-UCCriefoBaTeNbCkUe opraHusauun, obpas3oBaTenbHbIE YYPEXAEHUS
BbICLLEro npogeccnoHansHoro obpasoBaHus, nMerLme HeobxoaMmyo MaTepuarnbHO-
TexXHUYeckyto 6a3y 1 kBanMduUUMPOBaHHLIX CMeLnanucToB B COOTBETCTBYHOLLEN obnactu
nccneaoBaHus.

4. [oknuHu4yeckoe WUcCnenoBaHMe IeKapCTBEHHOro CcpeacTBa Ans  MeaULMHCKOro
NpUMeHeHNs NPOBOANUTCH MO YTBEPXKAEHHOMY pa3paboTYMKOM NeKapCTBEHHOro cpeacTaa
nnaHy ¢ BeleHMeM NpOoTOKOoMa 3TOro UccreaoBaHNUsa U COCTaBIEHNEM OTYeTa, B KOTOPOM
cogepxaTcs peaynbTaTbl 9STOr0 WCCMeOoBaHMA W 3aKMioYeHue O BO3MOXHOCTU
npoBedeHUst  KINMHWYECKOro  WUCCrefoBaHWA  NeKapcTBEHHOro  npenapaTta  ans
MEAMNLMHCKOro NPUMEHEHUS.

5. MNpoBegeHne NpoBepok cobroaeHna npasun nabopaTopHON MPaKTUKM U NPaBOBbIX
HOPM UCMOSMb30BaHMUSA XUBOTHbLIX MPU NPOBEOEHUM [OOKMUHUYECKUX MUCCregoBaHuii
NeKapcTBEHHbIX  CpPeAcTB AN MEeOMUMHCKOrO  MpUMEHeHWMs!  OCyLLeCTBRsieTcs
YMOSTHOMOYEHHBIM hefepasibHbIM OPraHOM UCMOSTHUTENBHON BNacTy.

6. Pe3yﬂbTaTbI AOOKIMNMHNYECKOro unccriegoBaHnA JeKkapCTBeHHOro cpeacrtBa Ansd
MeAULUMHCKOIro npuMeHeHuna  MoryT ObITb npeacrtaefieHbl B yI'IOJ'IHOMOLIeHHbII7I
(beﬂepaﬂbellZ opraH MCMNONHUTENbLHON BacTn B YCTaHOBJIIEHHOM nNopdaKke B Uendax
rocyp,apCTBeHHoﬁ perncTpaunmn nekapcTtBeHHOro npenaparta.

Cratbsa 12. [oknnHnyeckoe uccnegoBsaHve JIeKapCTBEHHOro cpeactea U KIiMHN4YEeCKoe
ncenenoBaHMe NnekapCcTtBeHHOro npenaparta gna setTepuHapHoro npuMeHeHmna
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1. JoknuHuYeckoe WccreaoBaHe JekapCTBEHHOro cpeacTBa [AOns BeTepUHapHOro
NPUMEHEHNs1 TMPOBOAMTCS MyTeM MPVMEHEHUS Hay4yHbIX METOAOB OLIEHOK B LensiX
nosly4YeHust fokasaTenbCTe Ge30nacHoOCTy, KayecTBa U 3pdeKTUBHOCTM NEKapCTBEHHOIO
cpeacTsa, B TOM YMCre onpedeneHus cpoka ero BbiBeOeHUs U3 opraHu3mMa >KUBOTHOTO, B
uensix obecrneyeHnss 6e30MacHOCTM MPOAYKLUUM KUBOTHOTO MPOUCXOXKAEHMS rfocrne
NPUMeHeHNs1 COOTBETCTBYHOLLIETO JIeKapCTBEHHOTO Npenapara.

2. [oknuMHuyeckoe wuccnegoBaHMe fEKapCTBEHHOro CpeactBa W KIMHUYECKoe
uccrieqoBaHue  NeKapCTBEHHOTO  Mpenapata Ans  BETEPUMHApPHOIO  MPUMMEHEHMs,
uccnegoBaHve  OGUMOSKBMBANEHTHOCTM  YKa3aHHOrO  NleKapCTBEHHOro  npenapaTta
NpoBOAATCA B COOTBETCTBMWU C MpaBunamMu, YTBEPXOEHHbIMU  YMONTHOMOYEHHbIM
deaeparnbHbIM OpraHoM UCMONHUTESNIBHON BNacTu.

3. [HoknuHmyeckoe wuccregoBaHWE NEKAPCTBEHHONO CPEACTBA M KIMHUYECKOE
uccriefoBaHue  NeKapcTBEHHOro npenapata [Anis  BeTepuMHapHOro  MpMMEHeHus
NpoBOAATCA MO YTBEPXKAEHHOMY pa3paboTyYMKOM JEKAPCTBEHHOIO CPEACcTBa NnaHy ¢
BEAEHMEM NPOTOKOSIOB 3TMX WCCNeOOBaHWN M COCTaBfEHVMEM OTYETOB, B KOTOPbIX
copepxaTtcs pesynbTaTbl 3TUX UCCref0BaHUN.

4. ns opraHu3aumMum W NpoBeAeHUst OOKINMMHUYECKOrO WCCIEeAOoBaHUs NEKapCTBEHHOIO
cpeActBa UM KIWMHWMYECKOr0  UCCNEedoBaHWs  fekapcTBEHHOro  npenapata  Ans
BETEPVHApHOTO  MpUMeHeHWsi  pas3paboTyvMK  NEeKapCTBEHHOro  CpeacTBa  MOXET
npuBnekaTb opraHusauuu, Mmerowme Heobxoaumyo mMaTepuanbHO-TEXHUYECKYO 6asy 1
KBanMuLUMpOBaHHbIX CNeLuanMcToB B COOTBETCTBYOLLEN 06nacTh nccnegoBaHus.

5. KnuHuuyeckve wccnegoBaHWsi NEKApCTBEHHbIX NpenapaTtoB Ans BeTepUHapHOro
NPUMEHEHNS1 MPOBOAATCA B BETEPMHAPHBIX OpraHM3auMsix W B OpraHu3auusx,
OCYLLECTBMALNX pa3BefeHne, BbipallMBaHNE U COAEPXKaHUE XXUBOTHbIX, B LIENAX:

1) yCTaHOBMNEHUSI NEPEHOCUMOCTU JNIEKAPCTBEHHBIX NPenapaToB 340POBbIMU XUBOTHLIMU;

2) nop,6opa ONnTUMalibHbIX JO3UPOBOK J1IEKAPCTBEHHbIX NpenapaTtoB N KypcCa JlevYeHnd Ha
KOHerTHOVI rpynne XmBOTHbIX C onpenerieHHbIM 3aboneBaHuemMm;

3) ycrtaHoBneHwus 6Ges3onacHocTM M 3dPEKTUBHOCTM NEKAPCTBEHHOrO npenaparTa,
npegHasHayeHHOro And neveHust onpefeneHHbix 3aboneBaHUM  XMBOTHbIX, WK
3(pPeKTMBHOCTM NEKApCTBEHHOrO npenapata Ans  npodunaktuku  3aboneBaHun
3[10POBbIX XUBOTHbIX;

4) n3yvyeHus BO3MOXXHOCTEMN pacLumpeHus nokasaHum K NPUMEHEeHNIo
3aperncTpupoBaHHOIO NEeKapCTBEHHOro npenapaTta W BblSABNEHUS paHee HEeU3BECTHbIX
Nno6oYHbIX AENCTBUNA.

6. KnuHuyeckoe uccriegoBaHWe EeKapCTBEHHOro rMpenaparta Aaff  BeTepUHapHOro
MPUMEHEHNs OCYLLECTBNAETCA 3a CYeT CPEeACTB paspaboTyvka nekapCTBEHHOro
cpeacTea.

7. OT4eThl O pes3ynbTatax AOKIMHUYECKOro nccrnengoBaHna nekapCTtBeHHOro cpeacrtea m
KIMMHNYECKOTro  UCCneaoBaHMsi  NIeKapCTBEHHOro npenapata Anst  BETEPUMHapPHOro
NPUMEHEHNsT COCTaBNATCA pa3paboTUMKOM FeKkapCTBEHHOro CcpeacTtBa C  y4eToM
3aKnyYeHumn opraHmsauMﬁ, npnHMMaBLWINX y4acTue B opraHmsaunn U npoBeneHun 3Tux
nccrnegoBaHui.

8. KOHTpOJ‘Ib 3a nposeageHnemM OOKIMHUYECKNX nccnegoBaHui NNIeKapCTBEHHbIX CpeacTB U
KITMHWUYECKMUX  MUCCreaoBaHUN NeKapCTBeHHbIX npenapatos And  BeTepuHapHOro
NPpUMEHeHNA OocyLlecTBndeTCA YNOJTHOMOY€E€HHbIM cbep,epaanblM opraHom
MCMNONHUTENbHOW BacTu.

Masa 6. OCYLLECTBNEHME rOCYOAPCTBEHHOW PETUCTPALIUKA
JIEKAPCTBEHHbIX NPEMAPATOB

Cratbsa 13. [ocygapcTBeHHas permctpaums iekapcTBeHHbIX npenapaToB

1. JlekapcTBeHHble MpenapaTbl BBOAATCA B rpaXgaHCkum oBOpOoT Ha TeppuTopuum
Poccuiickonn  depepaumm, ecnm  OHM  3aperncTpupoBaHbl  COOTBETCTBYHOLLUM
YNONMHOMOYEHHbIM befieparnbHbIM OpraHOM UCMOMNHUTENBbHON BNACTW.
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2. ['ocynapCcTBEHHOW perncrTpaunm nognexar:

1) opurMHanbHble NekapcTBEHHbIE NpenapaTbl;

2) BOCNpOM3BeeHHbIe NekapCTBEHHbIE NpenapaTsl;

3) HOBble KOMBMHALIMM 3apPErMCTPUPOBAHHBIX PAHEE NIEKAPCTBEHHbIX MPenapaTos;

4) nekapcCTBEHHble npenaparbl, 3aperMcTpMpoBaHHble paHee, HO MNpPOU3BeAEeHHble B
OPYrux nekapctBeHHbIX oopmax, B HOBOW SO3MPOBKE.

3. rOCWJ,apCTBeHHaFl perncTtpauna nekapcrtBeHHbIX MnpenapatoB Anld MeguLMHCKOro
NPUMEHEHNA OCYLLECTBIIAETCA NO pe3ylibTaTaM 3KCNepTu3bl NIEKapCTBEHHbIX CpeacTB U
3TUYeCKOn 9KCNepTn3bl BO3MOXHOCTU nNpoBedeHUA KIMHUYEeCKOro wuccnenoBaHuaA
NNIeKapCTBEeHHOro npenaparta Ana MeguumnmHCKOro npuMeHeHusA (,qanee - 3Tun4yeckKkad
3KC|'I€pT|/|3a). rOCWJ,apCTBeHHaﬂ perncTtpauna nekapcrBeHHbIX npenapatoB And
BeTepnHapHOro NPpUMEHEeHU4A OCyLlecTBIIdAeTCA no pesynbTatam 9KCMNepTn3bl
NNeKapCTBEHHbIX CpeacTB And BETEPUHAPHOIo NpUMeHeHUA.

4. locypapcTBeHHas perucTpauusi JeKapCTBEHHbIX MNpenapaTtoB OCYLLECTBMSETCH
COOTBETCTBYHLUMM YMNOMHOMOYEHHbIM heaepanbHbiM OpraHOM MCTONMHUTENBHOW BNAacTu
B CPOK, HE MPEBbLILIAILLMIA ABYXCOT AECATM paboumx OHEN CO OHSA NPUHATUSA 3asiBreHUs O
rocygapCTBEHHON perncTpauuu fekapCTBEHHOro npenapata. B ykasaHHbIn  Ccpok
BKIIOYa@eTcsa BpeMmsi, Heobxogumoe Anisi MOBTOPHOMO MPOBEAEHWUs  3KCMepTU3bl
nekapcTBEHHbIX CPEACTB U (UNKN) ATUHECKOWN IKCMEepPTU3bl B COOTBETCTBUMN CO cTaTben 25
HacTosiwero  ®epepanbHoro  3akoHa. Cpok  rocygapCTBEHHOM  perncrpaumm
nekapcTBEHHOrO npenapata WCYUCMSIeTCS CO  [AHA MNPUHATUS  COOTBETCTBYHOLLMM
YMONTHOMOYEHHbIM  (befeparnbHbIM  OPraHOM MCMOSIHUTENBHOW BriacTu  3asdBlieHUs O
rocygapCTBEHHOM  peructpaumMvM  JIeKapCTBEHHOrO Mpenapata C  NPUIOXEHUEM
HeoOXOAMMbIX [OOKYMEHTOB MO [AeHb BbidauuM pPerucTpauuoHHOro yAOCTOBEPEHUS
nekapcTBeHHoro npenapata. Bpems npoBegeHMs  KNMHUYECKOrO  MccregoBaHust
NeKkapCTBEHHOro npenapata He Y4YMTbIBa€TCA MPU  UCYUCIIEHUM CPOKa  ero
rocygapCTBEHHON permctpaumm.

5. locypapCcTBEHHON perncTpaumm He nognexar:

1) nexkapCcTBeHHble nMpenapaTbl, W3rOTOBMEHHbIE  aNTEYHbIMU  OpraHvM3auusiMu,
BETEPUHaAPHBIMW anTEeYHbIMW OPraHn3aumMsaMun, MHOUBMAYaNbHbIMU NPeanpUHUMaTENSaIMu,
KOTOpble MMEIT NUUEH3NI0 Ha hapmaueBTUYECKyl0 OedATenbHOCTb, MO peuentam Ha
nexkapcTBeHHbIe npenapatbl U TpeboBaHMAM MeOULMHCKMX OpraHu3aLuui, BeTEpUHapPHbIX
opraHuMsauuin;

2) NekapCTBEHHOE paCTUTENBHOE ChIPbE;

3) nekapcTBeHHble npenapatbl, NPUOBpPeTEHHbIE (DM3NYECKMMU NULAMKU 3a Npegenamm
Tepputopun Poccuiickon depepaumm 1 npegHasHavyeHHble AN fNMYHOro NCNonb30BaHus;

4) nekapcTBeHHble NpenapaTbl, NpeAHa3Ha4YeHHbIe AN IKCropTa;
5) pagumodapMaLeBTUYEcKue  NeKkapCTBEeHHbIe npenaparsl, N3roTOBMNEHHbIEe

HenocpeacTBEHHO B MEOWMUMHCKMX OpraHuM3auusix B Mopsigke, YCTaHOBIIEHHOM
YNONHOMOYEHHLIM heaepanbHbIM OpraHoOM UCMONHUTENBLHOM BNAcTy.

6. He 00nycKaeTcd rocyaapCTtBeHHasd perncrtpauus:

1) Pa3nn4YHbIX NeKapCTBEHHbIX npenapartos noa OQNHAKOBbIM TOProBbIM
HanMmeHoBaHNEM;

2) OOHOro  nekapCTtBeHHOro npenaparta, BbllMlyCKkaeMoro npoussoauTenem noa
pasnnyHbiMM TOProBbiIMM HauMMeHOBaHUAMU W NpencrtaBleHHOro Ha rocyaapCTtBEeHHYHO
perncTtpauunio B Buae AByX u bonee JIeKapCTBEHHbIX NpenapaTtoB.

Cratbs 14. MNpuHUKUNBI SKCNEPTU3bl NIEKAPCTBEHHBIX CPEACTB 1 3TUYECKON SKCMEPTU3bI
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1. OKcnepTu3a nekapCTBEHHbLIX CPeACTB M 3TUYeckas SKCcrepTu3a OCHOBLIBAKOTCA Ha
MPUHUMNAaxX 3aKOHHOCTW, COOMoAdeHus npaB U cBOGOA 4YeroBeka U rpaxaaHuHa, npas
IOPUOMYECKOro NLA, HEes3aBUCUMOCTM JKCrMepTa, OGbEKTUBHOCTM, BCECTOPOHHOCTU U
MOMHOTLI UCCnedoBaHWi, NPOBOAMMBIX C UCMOMb30BaAHWEM COBPEMEHHbLIX AOCTUXEHUI
HaykM W TEexXHWKWM, OTBETCTBEHHOCTWM dedeparnibHOro rocy4apCTBEHHOro 6aKeTHOro
yypexaeHust Mo npoBedeHU0 SKCMepTM3bl NeKapCTBEHHbLIX CPedCcTB M 3KCMepToB 3a
npoBeaeHNe 1 Ka4eCTBO IKCNepTH3bI.

2. 3KCI'IepTVI3a JNIeKapCTBEHHbIX CpencTB Alid MeOUUMHCKOro npuMmeHeHmnA npoBOoOnTCA
Nno3TanHo:

1) Ha nepBOM 3Tane - 3KCnepTvM3a [HOOKYMEHTOB ANS MOJlyYeHWUsl paspelueHuss Ha
NpoBedeHMEe  KIMHWYECKOTO  MCCIedoBaHUsi  JlekapCTBEHHOro  npenapaTa,  3a
VCKINIOYEHMEM:

a) NeKapCTBEHHbIX NMpenapaToB, KOTOpble pa3pelleHbl Ans MeOULMHCKOTO NMpPUMEHEHNS
Ha Tepputopum Poccunckon ®epepauun 6onee gsaguat neT U B OTHOLIEHUM KOTOPbIX
HEBO3MOXHO NpoBeAeHME UccrnefoBaHUs OMO3KBMBANEHTHOCTY;

©) nekapCTBEHHbIX NpenapaToB Afs MeOULIMHCKOTO MPUMEHEHUS, B OTHOLLEHUN KOTOPbIX
npoBefdeHbl MEXOYHAPOL4HbIE MHOTOLEHTPOBbLIE KIMMHUYECKME WCCNEOOBAHWS, YacTb U3
KOTOpbIX NpoBeAeHa Ha Tepputopumn Poccuiickon Pepepauuu;

2) Ha BTOpPOM 3Tane - 9KcnepTu3a nNpearioXeHHbIX MEeTOOOB KOHTPOSNsS KavyecTea
neKkapcTBEHHOro cpefAcTBa W KadyecTBa MpPeAcTaBMneHHbIX 06pasLoB neKapCTBEHHOro
CpeAcTBa C  UCMONb30BaHMEM 3TUX MeTodoB (Oanee - 9KcnepTvM3a KadyecTBa
NeKapCTBEHHOr0 CPEeACTBa) M 3KCMepTU3a OTHOLUEHWSI OXMAAemMoW Momnb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUSI NEeKapCTBEHHOro npenapara, OcyLlecTBnsaemMble nocne
NpoBeaeHUsl ero KNMHNYECKOro UccneaoBaHus.

3. OKcnepTusa nekapcTBEHHbIX CPeAcTB ANs BeTEPUHAPHOro NMPUMEHEHUS NPOBOAUTCS
0OHO3TaMNHO M BKMOYaeT B cebs 3KCrnepTU3y KayecTBa fekapCTBEHHOro cpeactsa U
3KCMEepTU3y OTHOLUEHWUS OXMOAeMoW Mofb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS!
nekapcTBEeHHOro npenapara.

Cratbsl 15. depneparnbHoe rocyaapCcTBEHHOE GIOXETHOE yupexaeHue No NpoBeAeHUto
9KCMEepTM3bl NIeKapCTBEHHbIX CPeaCTB

OKcnepTmn3a neKkapCTBEHHbIX CPeAcTB npoBoauTcs depeparnbHbiM rOCyaapCTBEHHBIM
OlOKETHBIM  YYpEXOEHNEM COOTBETCTBYHLLEIO  YMOMHOMOYEHHOro dheaepanbHoro
opraHa WCMOMHWUTENbHOW BRacT, co3daHHbIM Ans obecnevyeHus  UCMNOSHEHMUS
NosTHOMOYMiA 3TOro hedepanbHOro opraHa Mo Bblgave paspelleHuid Ha npoBeaeHune
KNMHUYECKUX UCCNEeAOBaHNA NIEKAapCTBEHHbIX NpenapaToB U (Unun) No rocygapCTBEHHON
perncTpauumn nekapCTBEHHbIX NpenapaToB (ganee - 3KCNepTHoe yypexaeHue).

Cratbsa 16. OpraHusauunsi NpoBeAeHUs KCNepTM3bl NEKapCTBEHHbIX CPEACTB B LIeNsaxX uUX
rocygapcTBEHHON permcTpauum

1. SKcnemesa JNeKapCTBEHHbIX CpeacTB NpoBOANTCA Komuccuen 9QKCNEPTOB 3KCMEepTHOro
ydypexaneHud, Ha3Ha4YeHHoOW ero pykoBoauTenem, Ha OCHOBaHUU 3aaHuA Ha npoBeaeHune
3KCNepTn3bl NekapCTBeHHOro cpencrtea, BblAaHHOINO YNOJIHOMOYEHHbIM cbep,epaanblM
OopraHom NCMNONHNTENBbHOWN BacTu. PyKOBO,D,VITeJ'Ib QKCMepTHOro yypexageHua
obecneunBaeT Haanexatiee npoeeaeHne J3KCNepTu3bl JieKapCTBEeHHbIX CpeactB B
COOTBETCTBMN C 3agaHuem, BblAaHHbIM YNOJIHOMOYEHHbIM Q)e,ﬂ,epaﬂbelM opraHom
WMCNONHUTENbHON BMactu, MU OopraHu3yeTt noAroToBky CBOAHOINO 3aKrnk4veHua aTomn
Kommccun. B coctaB aTton Komuccum Mo peweHno  pykoBoguTenda 3KCNepTHOro
ydqypexangeHna mMoryTt ObITb BKMOYEHbl B KayecTBe 9KCNepToB Jnua, He paGOTarou.wle B
OAaHHOM O3KCNepTHOM Yy4pexaeHun, eciim unx cnedmarnbHble 3HaHUA HeobxoouMbl Ons
npoBedeHna J3KCnepTusbl U TakKue IKCnepTbl OTCYTCTBYWOT B OaHHOM 3KCNepTHOM
yyqypexaeHuu.
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2. JkcnepTtoM MO MNPOBEAEHUIO SKCNepTU3bl fEeKapCTBEHHbIX CpeacTB  sBNAeTCA
aTTecToBaHHbI  PabOTHWK 9KCMEPTHOTO  YYpEXAeHWs, KOTOpblIi WMMeeT BbiCLLEe
MeauuMHCKoe, dhapmaueBTuyeckoe, Ouornornyeckoe, BeTEPUHAPHOE WM XMMUYECKoe
obpasoBaHMe 1 NPOBOAUT SKCMEPTU3Y NeKapCTBEHHbIX CPEeACTB B MOPSAKE MCMOMHEHUS
CBOMX OOMKHOCTHbLIX 06s3aHHOCTEN (Oanee - akenepT).

3. Mpu npoBeaeHUN IKCMEPTU3bI NEKAPCTBEHHBLIX CPEACTB SKCMEPT HE MOXET HAaX0aMTbCH
B KakoW-nmbo 3aBMCMMOCTU OT Nuua, HasHauMBLUEro 3Ty 3KCnepTusy, paspaboTyvka
neKapcTBEHHOrO CPeACcTBa UMW APYrUX 3aMHTEePEeCcOBaHHbIX B pesynbTaTax aKCrnepTusbl
nmu.

4. Mpun npoBeOeHNN IKCNepTU3bl NEKAPCTBEHHbIX CPEACTB He AonyckaeTcs ucTpeboBaTtb
y 3aaBuUTENs NGO MHBIX NUL, MaTepuarnsl, HeoGXxoauMble ANs NPoBeAeHMs aKcnepTusbl. B
criyyae HedoCTaTOMHOCTM  MpEeACTaBIIEHHbIX 3KCMepTy MaTepuanoB [Ans  gayu
3aKIOYEHUsl SKCNepT Bnpase MocTaBWUTb BOMPOC O NPedocTaBneHMn eMy HeobxoauMbIX
mMaTtepuanoB rnepep pPyKoBOAUTENEM 3KCMEPTHOrO YYpexaeHWUs, KoTopblii obpallaeTcs ¢
npocbboit 06 3TOM B YNONMHOMOYEHHbIN dhefepanbHblii opraH UCMONMHUTENBHOW BNacTy,
BblAaBLUWIA 3ajaHMe Ha NPOBedeHME IKCNepTU3bl NTEKAPCTBEHHOIO CpeacTBa.

5. SKCﬂepT npn nposeaeHnn rlopyquH0|7| €My pykoBOoAUTENEM IKCNEPTHOro y4vpexaeHnq
9KCMNEepPTU3bl JIEKAPCTBEHHOIo cpeacrTea 00653aH:

1) NpoBeCTV MNOJHOe McCreaoBaHWe NpeAcTaBrieHHbIX eMy 06 beKToB, MaTepuarnos, AaTb
060CHOBaHHOE M OOBLEKTMBHOE 3aKMioYeHWe MO MOCTaBMEHHbIM Meped HUM Bomnpocam
UMM MOTUBUPOBAHHOE 3aKMioYeHWe O HEBO3MOXXHOCTM MPOBEAEHUS UM SKCMepTU3bl
NeKkapcTBEHHOrO CpeacTBa, €cnM MNoCTaBreHHble BOMPOCbl BLIXOAAT 3a npedenbl
cneumvanbHbIX 3HaHWUI aKcrnepTa, 06beKThl UCcCcrneaoBaHWUin U MaTepuansl HenpuroaHsl U
He[oCTaToYHbl ANA NpoBeAeHUs UCCrefoBaHWin U Oadn 3aKIOYEHUs NGO COBPEMEHHbI
YPOBEHb Pa3BUTUS HAYKN He NO3BONSAET OTBETUTL Ha NOCTaBMEHHbIE BOMPOChH!;

2) He pasrnalaTb CBeAeHWsi, KOTOpble CTanu eMy M3BECTHbl B CBSI3W C MpPOBeAEeHMEM
9KCMEepTW3bl  NEeKapCTBEHHONO CPeAcTBa, a Takke CBeAeHusi, COoCTaBnsioLime
rocygapCTBEHHY0, KOMMEPYECKYIO UM UHYIO OXPaHAEMYHO 3aKOHOM TaliHy;

3) obecneunTb COXpaHHOCTb NpeacTaBeHHbIX 00 bEKTOB MCCeaoBaHNA U MaTepMarnos.
6. OKkcnepT He Bnpase:

1) NPOBOAUTL IKCMEPTU3Y NEKapCTBEHHOTO CPEACTBa No 06palLleHnio HenoCpeaCTBEHHO K
HeMy opraHvM3auui Unu pUsnNYecknx nuL;

2) CaMOCTOATEJIbHO CO6VIpaTb maTtepuarnbl ans npoeseaeHnA 9KCNepTU3bl
NNeKapCTBEHHOro cpeacTBa,

3) NpoBoAMTL 3KCMEPTU3Y NEeKapCTBEHHOrO CPEACTBa B KAYECTBE HEroCyAapCTBEHHOO
akcnepTa.

7. B crnyyae HeobGXoAMMOCTM 3KCMepT BnpaBe XoAaTalcTBOBaTb Nepen pyKoBOAUTENEM
SKCMEPTHOMO YYpEeXAEHNs1 O MPUBMEYEHUM K NMPOBEOEHUI0 IKCMEPTU3bI JIEKAPCTBEHHOIO
cpefcTBa ApYrux 9KCrnepToB.

8. Kaxabln aKkcnepT, BXOOAWMA B COCTaB KOMWCCUMM 3IKCMEPTOB, KOTOPOW MOPYYEHO
NnpoBeAeHNEe 3SKCMEePTU3bl NEKAPCTBEHHOIO CpeacTBa, HE3aBMCMMO W CaMOCTOSITENTbHO
NPOBOAUT WUCCNEAOBaHUSA, OLEHUBAET pes3ynbTaTbl, NMOMYYEHHbIE MM JIMYHO U APYrMMun
akcneptamu, M OPMYnMpyeT BbIBOAbI OTHOCUTEMbHO MOCTaBIIEHHbIX BOMPOCOB B
npegenax cBoux crneLmarnbHbIX 3HAHUN.

9. PesynbTaTtbl 3KCMNepTU3bl NEKapCTBEHHOINO CpeAcTBa OOPMASIOTCH 3aKMyeHeMm
KOMMCCUWM 9KCMepToB. B 3aknioyeHnn KOMUCCMM 3KCMEepPTOB YKasblBAOTCA MNepeyeHb
uccnefoBaHuii, 0o0bemM  MNpPOBeAEHHbIX  KaXAbIM  9KCMEePTOM  UCCNEeAoBaHWW,
YCTaHOBMEHHbIE KaXdbIM U3 HUX hakTbl U cAenaHHble B pesynbTaTte uccnenoBaHui
BblBOAbI. JKCNEepT, MHEHMEe KOTOPOro He COBNagaeT C pelleHMeM KOMUCCUMU IKCMepToB,
BNpaBe BbLIPaA3NTb CBOE MHEHWE B MNUCbMEHHOW dopme, KoTopoe npuobLiaeTcss K
3aKMYEHNIO KOMUCCUU SKCNEPTOB.
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10. 3KcnepThl, BXxOASALWME B COCTAaB KOMUCCUN, NpeaynpexaaoTcs 06 OTBETCTBEHHOCTU B
COOTBETCTBMM C 3akoHogaTenbcTBOM Poccuiickon ®depepauny 3a gadvy 3aknioyveHus,
coaepxalliero HeoboCHOBaHHble UK hanbcMruMpoBaHHbIe BbIBOAbI, O YEM OHU AaloT
MOAMNWCKY.

11. OnpepeneHne ypoBHS NpogeCccuoHanbHOM NOArOTOBKM 3KCMEPTOB U aTTecTauusa nx
Ha nMpaBO MPOBEAEHUS SKCMEPTU3bl FEKAPCTBEHHbLIX CPEACTB  OCYLLECTBNSATCA
3KCNepTHO-KBaNMMUKALNOHHBIMA KOMUCCUSIMU B nopsiake, YCTaHOBMEHHOM
COOTBETCTBYIOLLUM YMOSTHOMOYEHHbIM ddefepanbHbiM OPraHOM UCTNOMHUTENBHOW BNACTU.
YpoBeHb  npodeccMoHanbHOW  MOArOTOBKM — 3KCMEPTOB  MOANEXUT  NepecMoTpy
YKa3aHHbIMN KOMUCCUAMUN HE pexe YeM OAWH pas3 B NSATb NeT.

12. MpaBuna npoBedeHUs: 3KCNEPTU3bl NEeKapCTBEHHbIX CPeacTB M dhopMa 3aKMioyeHUs
KOMWUCCUM  3KCMEPTOB  YCTaHaBMMUBalOTCA  COOTBETCTBYHOLUMM  YNOHOMOYEHHbIM
defeparnbHbIM OPraHOM UCMOMHUTENBHOMW BIACTU.

Cratbs 17. QTu4eckas akcrnepTusa

KoHcynbTaHTlInoC: npumeyaHue.

Mpukasom Poc3gpaBHaasopa ot 17.08.2007 N 2314-Mp/07 ytBepxaeHo lMonoxeHue o
KomuteTe no atuke npu ®enepansHoit cnyxbe no Haasopy B cepe 3apaBoOOXPaHEHUS U
coLmanbHOro pasBuTusS.

1. OTnyeckasa askcnepTu3a MpPoOBOAUTCHA B LENsIX Bbldayn 3akmndeHuss o6 atnyeckon
000CHOBaHHOCTHU BO3MOXHOCTHU npoBeneHns KITMHNYECKOro nccneaoBaHus
neKkapcTBEHHOro npenapata Ans MEeAWUMHCKOrO MPUMEHEHUS COBETOM MO 3TuKe,
CO3[aHHbIM B MOPSAKe, YCTAHOBMEHHOM YMNOMHOMOYEHHbIM hefepanbHbiM OpraHom
MCNOMHUTENbHOW BNAacTu.

2. OkcrneptamMy coBeTa MO 3TUKE MOTyT ObITb NPEACTaBUTENU MEAULIMHCKUX, HayYHbIX
opraHu3aumi, obpasoBaTenbHbIX  Y4YPEXAEHUN  BbiCWEro  NpodeccMoHanbHOro
obpasoBaHus, a TakKke NPeACTaBUTENM OOLECTBEHHbIX OpraHuW3auun, pPenmurmo3HbIX
opraHuMsauMm n cpencTs MaccoBov UWHGopMauuun. [aHHble 3KcnepTbl He AO0SMKHbI
HaxXo4WUTbCHA B KaKOW-NMOO 3aBUCUMOCTU OT pa3paboTymMKOB NeKapCTBEHHbIX NpenapaToB
W Opyrux nuu, 3aMHTepecoBaHHbIX B pe3ynbTaTax 3TUYECKON 3KCnepTusbl.

3. Onnata Tpyda 3KCrMepToB coBeTa MO 3TUKE OCYLLECTBNSAETCS B COOTBETCTBUM C
[OrOBOPOM,  3aKMOYEHHbIM  MeXOy  YNOSIHOMOYEHHbIM  dhedepasribHbiM — OpraHom
WCMOSTHUTENBHOWM BNacTh, KOTOPbIM CO34aH COBET MO 3TUKE, U 3KCTIepTOM coBeTa Mo
aTUKe.

4. OkcnepTbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogartenscTBoM Poccunckon ®epepaumn.

5. CoctaB coBeTa No 3TUKe, NONoXeHUe 06 3TOM COBeTe, NOPSAOK €ro AesiTENbHOCTY,
TpeboBaHUst K KBanudukaumm u onbiTy paboTbl MO 3KCMEPTHOM OLEHKE Hay4HbIX,
MEAMLMHCKUX W STUYECKMX acneKTOB KIIMHUYECKMX WCCIefoBaHUA reKapCTBEHHbIX
npenapaToB ANsl MEAMLUMHCKOTO NMPUMEHEHWs, NpeabsiBsieMble K 3KCNepTam CoBeTa Mo
3TUKe, NOPSIAOK OpraHM3aL My U NPOBEAEHUST STUYECKON IKCNepPTU3bl, hopMa 3aKMoHeHUst
coBeTa MO 3TMKe YCTaHaBNMBAOTCA YMNOMHOMOYEHHbIM defepanbHbIM — OpraHoM
UCMOMHUTENBHOW Bnactu. Yucno npeacraBuTeneit MeanLUMHCKMX OpraHn3aunii He MoXeT
npeBbIilLaTh NOMOBUHY OT OBLLEro YMcna 3KCNepToB COBETA MO 3TUKE.

6. WHdopmaumss o coctaBe coBeTa MO 3TUKE, MnaHax ero paboTbl M Tekylen
OeaATenbHOCTU pa3MeLlaeTcs Ha oduLmManbHOM canTe YyNonHOMOYEHHOro dheaepansHOro
opraHa UcnonHUTensHon BnacTu B cetn "MIHTepHeT" B yCTAaHOBNEHHOM UM NOPSAKeE.

Cratba 18. lNMogaya u paccMOTpeHMe 3asiBEHUA O TOCYLapCTBEHHOW perucrpaumm
nekapCTBEHHbIX NpenapaToB 1 NpeacTaBneHne HeobxoanMbIX JOKYMEHTOB
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1. [Ons rocyaapCTBEHHOW perucTpauMm IekapCTBEHHOro mnpenapata paspaboTyumk
nekapcTBEHHOro npenapata WM YNONHOMOYEHHOE WM Jpyroe lopuavdeckoe nuuo
(nanee - 3asBuTenb) npeacTaBndeT B COOTBETCTBYHOLWWA  YNONHOMOYEHHbIN
defepanbHbIi OpraH WCMONTHUTENbHOM BMNACTW, OCYLUECTBISIIOWMA FOCYyAapCTBEHHYHO
perncTpauunio NekapcTBEHHbIX NpenapaToB, 3asiBlieHNe O roCygapCTBEHHOW perncrpaumm
nekapcTBEHHOro npenapaTa, a Takke B nopsigke, YCTaHOBMEHHOM COOTBETCTBYHOLLUM
YMONMHOMOYEHHbIM dhefieparnbHbiM OpraHoM MWCMOMHUTENbHOM Briactu, Heobxooumble
OOKYMEHTbI, U3 KOTOpbIX (hOpMMPYyeTCs PErMcTpaumMoOHHOE [OCbE Ha JleKapCTBEHHbIN
npenapar (ganee - permcTpaLmMoHHOe OOChE).

2. B 3asBneHun o FOCYﬂapCTBeHHOl‘/‘I pernctpaunm nekapcTtBeHHOro npenaparta
YKa3blBalOTCA:

1) HaumeHoBaHVe W agpec 3asBuTens wn (UnNn) npousBoauTens NeKkapCcTBEHHOro
npenapara u agpec MecTa OCyLLeCTBMNeHNs NPOn3BOACTBA NEkapCTBEHHOrO NpenapaTa;

2) HanmMeHoBaHMe NeKkapCcTBEHHOro npenapara (MexayHapoaHOe HenaTeHTOBAHHOE UM
XUMUYECKOE U TOProBOE HaMMEHOBAHUS);

3) nepeyeHb BeLLECTB, BXOAALMX B COCTaB NeKapCTBEHHOro nperapata, C ykasaHuem
KOINMYECTBA KaXOO0ro U3 HHUX;

4) nekapcTBeHHasi ¢opMa, [03MpOBKa, Crnocobbl BBeAEHWS U MNPUMEHEHUS), CPOK
roAHOCTY NeKkapCTBEHHOTO Npenapara;

5) onucaHune dapmakonormyecknx 1 papmakognHaMmUYeckux inm UMMYHOGUONMOrMYECKUX
CBOWICTB NleKapCTBEHHOIo Npenapara;

6) 3asiBneHHas Npou3BoAuTENeM feKapCTBEHHOro npenapaTta npeaenbHas OTNyckHas
LieHa Ha neKkapCTBeHHbI Npenapar, BKIOYEHHbIN B NepedeHb KU3HEHHO HEOOXOAUMBIX U
BaXKHEWLLMX NTeKapCTBEHHbIX MPenapaTtoB, B Clly4ae ero rocyfapCTBEHHON pernctpaumm;

7) oOTcyTcTBME  HEOOXOAMMOCTM  MPOBEAEHUS  KMUHWYEeCKOro  MccreaoBaHus,
nccnenoBaHna GUOSKBMBANEHTHOCTW NEeKapCTBEHHOro npenapara, paspeLleHHoro Ans
MeOULIMHCKOTO NMpUMEHeHUa Ha TeppuTopumn Poccuiickoin denepaumm bonee asaguatu
neT, C yKasaHMemM HOPMAaTUBHbIX MPaBOBbIX AaKTOB, MOATBEPXAANLMUX AAaHHBbIA CPOK
NpUMeHeHNs.

3. PeFMCTpaLI,I/IOHHOG nocbe (*)OpMI/IpyeTCFl M3 cnegyrwmnx JOKyMEeHTOB!

1) NpoekTbl MakeToB NEPBUYHOW YMAKOBKM U BTOPUYHOW (MOTPEOMTENbCKOWM) YNakoBKM
neKapcTBEHHOro npenapara;

2) [OKYMEHT, MNepeBEeOEHHbI Ha PYCCKMA A3blK, MNOATBEPXAAKLWNA COOTBETCTBME
NpOV3BOAMTENSA PErMCTPUPYEMOrO IEKapCTBEHHOrO npenaparta TpeboBaHUAM npaBun
opraHu3aumv npomnsBoACTBa M KOHTPONSA KayecTBa JleKapCTBEHHbIX CPeACTB, BblAaHHbIN
KOMMNETEHTHbIM OpraHOM CTpaHbl MPOU3BOAUTENS PErMCTPUPYEMOro neKapCTBEHHOro
npenapara u 3aBepeHHbI B YCTaHOBINEHHOM MOPSAKE;

3) nNpPOeKT HOpPMAaTUMBHOW AOOKYMEHTauuM UnuM  HOPMAaTMBHOIO  [AOKYMEHTa Ha
nekapCTBEHHbIV Npenapat nNnbo ykaszaHne COOTBETCTBYIOLLEN hapMaKkoneiHon CTaTby;
4) cxeMa TEeXHONOrMYecKoro npouecca Npous3BoACTBa NEKapCTBEHHOro npenapara, ee
onucaHue " (vnn)  cxema  TEXHONOMM4YecKoro npouecca Npon3BOACTBA
drapmaLieBTMYECKON CyOCTaHUMK, ee ONMUCAHNE;

5) OOKYMEHT, nepeBedEeHHbIi Ha PYCCKUM A3blK, MOATBEPXOAMLINA COOTBETCTBUE
npousBoauTensa dapmMaueBTudeckon cybctaHuumn TpeboBaHWsaM MpaBun opraHusauumu
NPOM3BOACTBA W  KOHTPOMS  KayecTBa  NEKapCTBEHHbIX  CPeAcTB,  BblAaHHbLIN
KOMMETEHTHBIM OpraHoM CTpaHbl MNpPou3BOAUTENS apMaleBTMYECKON cybcTaHumu,
3aBepeHHbIN B YCTAHOBIEHHOM NOPSAKE N CoAepKaLLn:

a) HaumeHoBaHVe hapMaLeBTUYECKON CyOCcTaHUMM (MeXayHapo4HOEe HenaTeHTOBaHHOE
UIN XMMNYECKOE N TOProBOE HAaMMEHOBaHUS);

©) HaumeHoBaHKe 1 agpec nponssBoanTens apmaueBTU4eckon cybcTaHumuy;

B) CPOK rogHOCTM hapMaLieBTUHECKON CyOCTaHUnK;

6) OOKYMEHT, coaepXallun CBeAeHWs O nokasaTensdx kadectsa apmMaueBTUYHECKON
cybcTaHuum, ncnonb3yeMon Npu NPOM3BOACTBE NeKapCTBEHHbLIX NpenapaTos;
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7) HOpMaTuBHasA OOKYMEHTauusi UM HOPMAaTUBHbLIA JOKYMEHT Ha bapmaueBTUYECKYHO
cybecTaHumio NMbo ykasaHne COOTBETCTBYHOLLEN (DapMaKkonenHom cTaTbi;

8) nHpopmauus o6 ycnoBusix XpaHeHus, NepPeBO3KM NIEKapCTBEHHOIO Npenapara 1 uHas
MHdopMauus;

9) OTYET O pe3dysibTaTax AOKITMHNYECKOro nccregoBaHnAa nekapCrtBeHHOro cpeacrea and
MeONLUMHCKOIo rnpuMeHeHud, COﬂep)KaLLJ,VIVI onucaHune, pesynbTaTbl U CTaTUCTUYECKUI
aHanuni3 pes3ynbTaTtoB AaHHOIo AOKIIMHNYECKOro nccnegoBaHusa,

10) oTyeT O pesynbTaTax OOKIMHUYECKOrO UCCIedoBaHNsi NEKAapPCTBEHHOro CpeacTBa 1
KITMHNYECKOro  UCCNefoBaHMs  NEKapCTBEHHOro npenapata  Ans  BETEPUMHAPHOro
NPUMEHEHNS;

11) NpoOeKT MpPOTOKOMNa KIMHUYECKOro WUCCreaoBaHUs NEKapCTBEHHOrO npenapara Aans
MeANLIMHCKOro NPUMEHEHNS;

12) 6poLutopa nccnepoBaTens;

13) nHOPMALIMOHHBIN NNCTOK NaLMeHTa;

14) nHpopmauma o BeinmaTax M KOMMEHcaumax naumeHTam (340poBbiM A06poBoOnbLAM,
OonbHbIM) (Oanee - nNaUMeHTbl), MPUBMEYEHHbIM K MPOBEAEHUIO  KITMHUYECKMX

MUCcnedoBaHUA  NeKapCTBEHHOro npenapata And  MeAUUMHCKOrO  MPUMEHeHUs,
uccrnegoBaHun 61oaKBMBANEHTHOCTU U (UMW) TepaneBTUYECKON IKBUBANEHTHOCTMY;

15) oT4yeT 0 pesynbTatax MeXAyHapOAHbIX  MHOFOLEHTPOBbLIX  KIMHUYECKUX
NcCcregoBaHUn NekapcTBEHHOro npenapaTta Ansg MeAMUUHCKOro MpUMEHeHUs, YacTb u3
KOTOpbIX NpoBeAeHa Ha Tepputopumn Poccuinckon ®egepaumu;

16) NPOEKT WHCTPYKUMM MO MPUMEHEHWIO feKapCTBEHHOro npenaparta, COoAepKaluvin
crneaylowne ceefeHns:

a) HanveHoBaHWe JieKapCTBEHHOIo cpencrtea (Mem,u,yHapop,Hoe HenaTteHToBaHHOE WUInun
XUMHN4eckoe n Toproeoe HaVIMeHOBaHI/IH);

6) JleKapcTBeHHasd cbopma C YKa3aHnem HauMeHOBaHWIN N KONTMYECTBEHHOIO coaepxXaHuda
(aKTI/IBHOCTI/I) (*)apMaLl,eBTVI‘-IeCKVIX Cy6CTaHLI,I/Il7I N BCMomMoraTesibHbIX BELWECTB,;

B) hapmakoTepaneBTuyeckas rpynna fiekapcTBEHHOro npenapara;

r) NokasaHus AN NpUMeEHeHUs;

4) NpoTMBONOKa3aHUs Ans NPpUMEHEHNs;

€) pexuMm [03MpoBaHus, cnocob BBeAeHus, npu HeobxoaMmMOoCTM BpeMs npuema

JNIeKapCTBEHHOro npenaparta, npoaoINKUTESIbHOCTb J1e4YeHUsa (B TOM 4Hucne y neTten oo u
nocne ogHoro rop,a);

X) Mepbl NPegOCTOPOXHOCTU NPU MPUMEHEHWUM;

3) CUMMNTOMbI Nepeao3nPOBKU, Mepbl N0 OKa3aHWIo NOMOLLM NpU Nepeao3npOBKE;

W) ykasaHue, npu HeobxoanmmocTn, ocobeHHOCTen OEeNCTBUA NekapCTBEHHOro npenapaTa
npu NepBoM NpuemMe Unu Npu ero OTMeHe;

K) onucaHue, npu HeobxoaMMOCTM, OEeWUCTBUM Bpada (denbilwepa), cneynanucrta B
obractn BeTepvHapuu, naumeHTa, BnagernbLa XMBOTHOIO MpuU NpPonycke npuema OgHON
U HECKOJBKMX 03 NEKapCTBEHHOTO Npenapara;

n) BO3MOXHbIE NOBOYHbIE AEUCTBUS NPY NPUMEHEHUN NEKapCTBEHHOMO npenapaTa;

M) B3auMoOeNCTBME C APYrMMWU JIeKapCTBEHHbIMM MpenapaTaMu U (Unu) NULEBLIMU
npoaykTamu, KopMamu;

H) YKa3aHne BO3MOXHOCTU U 0COoBGEeHHOCTEN MEeaULIMHCKOro NnpUMeHeHUA nekapCcTtBeHHOoro
npenaparta 6epeMeHHbIMl/I XEeHLMNHaMN, XEeHLWNMHaMN B nepwunoa rpoygHoro
BCKapMImBaHua, 0eTbMUn, B3POCI1bIMA, UMEKLLIMMU XPOHUYECKNE 3aboneBaHus;

O) cBegeHnda O BO3MOXHOM BIIMAHUW NeKapCTBEHHOro npenaparta and meaunuuHCKOoro
NMPUMEHEHNA Ha CcnocobHoCTb ynpaenAaTb TOAHCNOPTHLIMKU CpencTBaMn, MEXaHU3MaMU;

I'I) CPOK rogHOCTU N yKa3aHue Ha 3anpeT npuMmeHeHna nekapCTBeHHOro npenaparta no
NCcTe4yeHnn cpoka rogHoCcTu;

p) YCNOBUA XpaHEHMS;

C) yKasaHve Ha HeoGXOoOMMOCTb XpaHEeHUs TNeKapCTBEHHOro npenapata B MecTax,
HeOoCTYMHbIX Ans aeTei;
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T) YKasaHue, npu HeobxoOuMOCTH, creuunarnbHbIX Mep npegocCcTtopoXHOCTU npun
YHUYTOXEHUN HENCMNOJ1b3OBAHHbIX NNEKAPCTBEHHbIX NpenapaToB;

y) CPOKM BO3MOXHOI0 MCMOJIb30BaHUA NPOAYKUMN XMBOTHOIMO MPOUCXOXOEHUA Nocne
BBEeEHUA XKMBOTHOMY J1€KapCTBEHHOIo npenapara and BeTepnHapHOro npuMeHeHus;

) HaMmeHoBaHVe, agpec NPOW3BOAUTENS NEKApCTBEHHOIO MpenapaTta U agpec MecTa
MPOW3BOACTBA JIeKapCTBEHHOrO npenapara;

17) nepeBefeHHas Ha PYCCKMN A3bIK U 3aBepeHHas B YCTaHOBIEHHOM MOpsAKe KONus
AOKyMeHTa, NOoATBepKAalLwero perncTpaumio IekapCTBEHHOro npenaparta B criydae ero
peructpauun BHe npegenos Poccunckon ®egepaumu;

18) OOKyMeHTbl, NpefAcTaBrnsieMble B COOTBETCTBMM CO cTaTbamu 19 - 23 HacTosiero
depepanbHOro 3akoHa.

4. o xenaHvto 3asBUTENS MOTYT ObITb NPeACTaBMeHbl OTYETHI O MPOBEAEHHBIX B CTpaHe
3asgBUTENs M ApPYrmx CTpaHax pesynbTatax KIMHUYECKMX MccnegoBaHuii, UCCneaoBaHum
OMo3KBMBaANEHTHOCTU M (MNW) TepaneBTUYECKOM OKBUBANEHTHOCTM NEeKapCTBEHHOro
npenaparta (BKMYas 3aNMAEeMUONOorMyeckne unu 3nu3ooToNorMvyeckne MccrneaoBaHus
WMMYHODOMOMNOrMYECKUX  NIEKAPCTBEHHbLIX  MpenapaTtoB,  NpedHasHa4YeHHbIX  Ans
WMMYHOJOTMYECKON MNPOMUNaKTUKA U JIeYEeHUs MHAEKUMOHHbIX 3aboneBaHun, B TOM
yucne y getewn), cogepalime onucaHus NpoBEedEeHHbIX UCCrefoBaHui NekapcTBEHHOro
npenapara, ux pesynbTaTbl U CTaTUCTUYECKMIN aHanm3 NonyyYeHHbIX pe3ynbTaTos.

5. K 3asBneHnio o rocygapCTBEHHON perucTpauMn nekapcTBEeHHOro npenapaTa
npunararTcs:

1) DOKYMeHT, noateBepXxgalowwmi ynnaTy rocyfapCTBEHHOW MOLWWMWHLI 3a npoBefeHue
3KCNepTu3bl JOKYMEHTOB [AJ1A MOMyYeHUs paspelleHuin Ha NpoBeAeHUe KIMMHUYECKUX
UCCref0BaHUN JleKapCTBEHHOro npenaparta Ansg  MEeOWUMHCKOrO  MPUMEHEHUA U
3TMYEeCKOM 3KcnepTu3bl Mpu  obpalweHnM 3a rocydapCTBEHHOW — perucrpauven
nekapcTBeHHOro rnpenaparTa;

2) OOKYMEHT, moaTBepXKdalowuii ynnaTy rocyqapCTBEHHOM MOWSMHBI 3a NpoBeaeHue
3KCMEepTU3bl Ka4yecTBa JIeKapCTBEHHOTO CPeCTBa W 9KCNEPTU3bl OTHOLLEHWUS OXWUOAEMOIA
Monb3bl K BO3MOXHOMY PUCKY MPYMEHEHWs1 IeKapCTBEHHOro npenaparta, pa3peLleHHOro
ANA  MEAMLMHCKOro npuMeHeHuss Ha TeppuTopum Poccuiickon ®egepaumn Gonee
ABaguaTy neT, Npy rocyaapCTBEHHON perncTpaumm nekapcTBEHHOro npenapaTa;

3) OOKYMeHT, MOATBepXAarolmi ynnaTy rocygapCTBEHHOM MOLWNUHBI 3a npoBedeHue
3KCNepTM3bl Ka4yecTBa JleKapCTBEHHOTO cpeacTBa U 3KCMEPTU3bl OTHOLLEHUS OXNOaeMON
nonb3bl K BO3MOXHOMY PWCKY MPUMEHEHUS TNeKkapCTBEHHOro npenapata Ans
MEOVLUMHCKOTO MPUMEHEHNsI, B OTHOLUEHMM KOTOPOro NpoBedeHbl MeXAyHapoaHble
MHOTOLIEHTPOBbIE  KMMHUYECKME WCCMeAoBaHus, YacTb W3 KOTOPbIX MpoBedeHa Ha
Tepputopun  Poccunckon — depepaumu, nNpu rocygapCTBEHHOM  perucrpauuu
nekapcTBeHHOro npenaparTa;

4) OOKYMEHT, NoaTBepXOaloWuiA ynnaTy rocyaapCTBEHHONW MOLUNMHbI 3a MNpoBedeHue
3KCMNepTM3bl KAaYecTBa NeKapCTBEHHOrO CpeacTBa U 3KCNEepPTU3bl OTHOLLIEHUS] OXUOaeMOM
nonb3bl K BO3MOXHOMY PWUCKY TMPUMEHEHUA TeKkapCTBEHHOro npenapata [AOns
BETEPUHaAPHOro NPUMEHEHUS NPW ero rocyaapCTBEHHOW perucTpauuu.

CtaTba 19. an/IHFlTI/Ie peweHna o Bblaa4ve 3KCNepTHOMY yHpexaeHUo 1 COBETY NO 3TUKE
3agaHn4d Ha npoBeneHmne 3KCnepTunabl JIeKapCTBEHHbIX CPenCcTB

1. B TeyeHne natn paboumx AHeM CO AHA NPUHATUS 3asBREHUS O rocy4apCTBEHHON
perucTpauum nekapCTBEHHOrO npenapata YnofiHOMOYEHHbIM  hefdepanbHbli  opraH
WCMNOMHWUTENBHOW BAAcTW MPOBOAMT MNPOBEPKY MOSNHOTbI M AOCTOBEPHOCTU CBEAEHUNn,
coaepxalumxcs B NpeAcTaBrieHHbIX 3asgBuUTenemM MaTtepuanax, U NpUHUMaeT peLleHne o
BblJaye 3adaHusi Ha NpoBeAeHmne:
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1) 9KCnepTM3bl FEKapCTBEHHbIX CPEACTB B 4YacTM IKCMEpPTU3bl OOKYMEHTOB Ans
NnonyyYeHns paspeLleHns Ha NpoBeAeHne KIMHUYECKOTO NCCNeaoBaHnst NekapCTBEHHOMO
npenaparta Ans MeauuuHCKOro npuMeHeHWst B COOTBETCTBUM C LensMu, yKka3aHHbIMU B
ctatbe 38 HacTtosiwero PenepanbHOro 3akoHa, U 3TUHYECKOW 3KCMEPTU3bl B OTHOLLEHMWM
nekapCTBEHHbIX NPenapaTtoB, Arsi KOTOPbIX HE NPOBOAUMNUCE KIMHWYECKNE NCCNef0BaHNS
Ha Tepputopum Poccunckon ®depepaunm, Ha OCHOBaHMM [OOKYMEHTOB, YKa3aHHbIX B
nyHktax 1 - 9, 11 - 14, 17 yactm 3 u nyHkte 1 yactm 5 cratbum 18 HacTosLlero
dPepnepanbHOro 3aKoHa;

2) 3KCnepTn3bl NEeKapCTBEHHbIX CPEeACTB B YAaCTU 3KCMEPTU3bl KadecTBa NekapCTBEHHOIo
cpeactBa WM SKCMEPTM3bl OTHOLLUEHWUS OXWMOAEMOW Mofb3bl K BO3MOXHOMY PUCKY
NPYMEHEHNsT NEKapCTBEHHOIO NpenapaTta A/ MeAULMHCKOrO MPUMEHEHUS B OTHOLLEHUN
NeKapCTBEHHbIX MpenapaTtoB, paspelleHHbIX AN MEOMUUHCKOro MpUMEHEHUsT Ha
Tepputopun Poccuiickon ®egepaunn bonee asaguaty neT, HA OCHOBaHWUM JOKYMEHTOB,
yKasaHHbIX B NyHKTax 1 - 9, 16 yactn 3 n nyHkTe 2 vactm 5 ctatbm 18 HacTosLiero
dPepepanbHOro 3akoHa, a Takke fekapCTBEHHbLIX MpenapaTtoB, B OTHOLUEHWUM KOTOPbIX
npoBedeHbl MeXOyHapPOAHbIE MHOIOLEHTPOBLIE KIMMHUYECKME WUCCNEOOBaHWs, YacTb U3
KOTOpbIX MpoBedeHa Ha Tepputopum Poccuiickon ®epepauumn, Ha OCHOBaHUU
OOKYMEHTOB, yKa3aHHbIX B NyHKkTax 1 - 9, 15 - 17 yactn 3 n nyHkte 3 4yactn 5 ctatbn 18
HacToswwero ®efeparnbHOro 3aKoHa;

3) aKcnepTM3bl NEKapCTBEHHOINO CPeACcTBa B OTHOLUEHMM NEKapCTBEHHbIX npenapaToB
AN BETepUHAPHOro NpUMEHEHUs Ha OCHOBaHMU JOKYMEHTOB, YKa3aHHbIX B NMyHkTax 1 - 8,
10, nognyHkTax "a" - "g", "x" - "M", "n" - "@" nyHkTa 16, nyHkTe 17 Yactn 3 1 NyHKTe 4

yactn 5 ctatbk 18 HacTosdLwero ®efepanbHOro 3akoHa.

2. YNONMHOMOYEHHbIN hefepanbHbI OpraH MCAOMHUTENbHOW BRacTuU yBeaoMnseT B
NMCbMEHHON hOpMe 3asiBUTENSA O MPUHSATOM PELLEHMM NN B CNyvae OTKasa C yKaszaHuem
NPUYNH TaKkoro oTkasa.

3. OcHoBaHveM Ans OTKkasa B OpraHu3auum 3KCNepTu3, ykasaHHbIX B YacTn 1 HacTosLen
cTatbk, SBNSIeTCA npeacTaBneHne HeoOXOAMMBbIX Onsi MPOBeOeHUst 3TUX 3SKCNepTu3
OOKYMEHTOB, MepeyncrieHHbIX B Yactax 3 U 5 cratbn 18 Hactosiwero denepansHOro
3aKOHa, B HEMOSIHOM OObeEME WUNM [OKYMEHTOB, He coAepXallmMx WcYeprnbiBaloLEero
nepeYHst Heob6XxoaNMbIX CBEAEHUNA.

Cratba 20. 3kcrnepTusa AOKYMEHTOB AN MOSMyYeHUs paspelleHus Ha NpoBeaeHue
KMMHUYECKOrO  UCCredoBaHUA  MekapcTBEHHOro npenapata Ans  MeauUUHCKOro
NPUMEHEHNS 1 3TUYECKON IKCNepTU3bI

1. OkcnepTr3a OOKYMEHTOB AMsi NOMyYeHUsi pas3peLleHnst Ha NpoBeAEHNE KITMHUYECKOrO
nccnegoBaHMs  NIEKApCTBEHHOrO Mpenapata  Ansg  MeaMUMHCKOrO  MPUMEHEHWUs] B
COOTBETCTBUM C LENsIMU, YKasaHHbIMU B ctaTtbe 38 HacTosiwero defgepanbHOro 3akoHa,
aTMYeckas 9KcrnepTusa, COCTaBlEHME KOMUCCMEW IKCMNEepPTOB M COBETOM MO 3TUKE
3aKMYEHNA O BO3MOXHOCTM WM HEBO3MOXHOCTW MNPOBEAEHUSI TaKOro KIMHUYECKOro
uccnegoBaHMs U HanpaBlieHMEe 3TUMX 3aKITHYEHMIA B YMONTHOMOYEHHbIN heaepanbHbii
opraH WCMOJNTHUTENbHOW BNAacT! OCYLUECTBIISIOTCS B CPOK, HE NMPEBbILALWUA TpuauaTtu
pabounx OHEWN CO AHSA NONyYEeHUs1 SKCMEPTHBIM yYpexaeHnem 3agaHus yrnoriHOMOYEHHOro
denepanbHOro opraHa WCMOMHUTENbHON BNacTU C  NPUNOXEHNEM HEOOXOAUMbIX
OOKYMEHTOB, YyKasaHHbiX B nyHkTax 9, 11, 12 yvactm 3 cratbm 18 HacTosdLwero
dPepnepanbHOro 3akoHa, OOKYMEHTOB, YKasaHHbIX B 4YacTu 4 crtatbu 18 HacTtosiiero
depepanbHOro 3akoHa 1 NpeacTaBIeHHbIX MO XXeNaHWK 3asiBUTENS, U COBETOM MO 3THKE
3afaHusa  YNOMHOMOYEHHOro defepanbHOro opraHa WCNONHUTENBHOWM BRactTn ¢
NPUNOXeHNEM HEODXOAMMbIX AOKYMEHTOB, yKa3aHHbIX B NyHkTax 11 - 14 yactu 3 ctatbu
18 HacTosawero PegepanbHOro 3akoHa.
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2. [lokymeHTbI, coepxalumecs B perMcTpaumoHHOM J0Cke Y NOCTYMNMBLLME B 9KCNEPTHOE
yypexaeHue, CoBeT Mo 3TUKE ANs OCYLECTBMEHUS] UX 3KCMEPTU3bl B LEMsAX MOMydYeHus
paspeLleHnst Ha NpoBefeHNe KIMMHUYECKOro UCCIefoBaHNsA NekapCTBEHHOIO npenapaTa
ANt MeAVLMHCKOTO NMPUMEHeHWs!, NoanexaTt BO3BpaTy B YNONHOMOYEHHbIN hefepanbHbii
opraH WCMOMHWUTENLHOW BMNACTM OAHOBPEMEHHO C 3aKMHYEHUSIMU COOTBETCTBYHOLLMX
3KCnepTna.

Cratba 21. TonyyeHue paspelleHnMs Ha NpoBeAeHUEe KITMHUYECKOro WCCreLoBaHUs
nekapCcTBEHHOro npenapara ansg MeguuuHCKoro npuMMeHeHus

1. B cpok, He npeBbiWawWni NATM paboynmx OHEW CO AHSA MOSyYeHUs 3aKIoYeHUHN,
yKasaHHbix B cTatbe 20 HacTtodwero degepanbHOro 3akoHa, YMONHOMOYEHHbIN
denepanbHbii OpraH MCMOMHUTENBHOW BMAAcTU OCYLLECTBMSET OUEHKY MOCTYNMBLUNX
3aKkNioYeHnn  Ona  onpedernieHMst UMX COOTBETCTBUS 3adaHWsSM Ha NpoBedeHue
COOTBETCTBYIOLLUX IKCNEPTM3 U YyBEAOMMSIET 3asiBUTENS B MUCbMEHHOW hopme o
pesynbrartax NPOBeOEeHHbIX 3KCNEPTU3 U O BO3MOXHOCTU UITM HEBO3MOXHOCTU Bblgauyn
3a8BUTENO paspeLleHnst Ha NpoBeAeHne KIMHUYECKOro UCCreaoBaHus NekapCTBEHHOMO
npenapara onst MEAULMHCKOro NPUMEHEHNS.

2. Tpy NpUHATUN pelleHMs O BO3MOXHOCTM Bbldaun paspelleHnss Ha npoBedeHune
KNMHNYECKOro  uccrnefoBaHMa  NeKapcTBEeHHOro  npenapata  And  MeguLMHCKOro
NPUMEHEHNS  YNOMHOMOYEHHbIN  defeparnbHbIii - OpraH  MCNOMHUTENBHOW  BracTu
npuocTaHaBnuBaeT MpOBEedEeHUe TroCydapCTBEHHOW pernctpaummM  fnekapcTBEHHOro
npenapata OO0 AHA MOoAayn 3asiBUTENeM B YMOMHOMOYEHHbIM deaepanbHbIl opraH
UCMNOMHUTENBHOW BMNAacTWU 3asBfeHWss O MOSydYeHMU paspelleHns Ha npoBedeHue
KNWHUYECKOro  uccnefoBaHMa  feKapcTBEHHOro  npenapata  And  MeguLMHCKOro
NPUMEHEHNSI.

3. B crniyyae NpuHATUA peLLIEHUS O HEBO3MOXHOCTM Bblgaun paspeLleHus Ha npoBeaeHue
KMWHUYECKOr0  UCCredoBaHWsA  NeKapcTBEHHOro  npenapata Anf  MeQULVHCKOro
MPUMEHEHUS  YNOMHOMOYEHHbI  (pedeparnbHblii  opraH  UCMOMHWUTENbHON  BRacTm
npekpaLlaeT Npoueaypy rocyaapCTBeHHOWM perucTpauumn nekapcTBeHHoro npenapara.

Cratba 22. PeweHne 0 npoBeAeHUMN KIMHUYECKOTO WCCNEeAOBaHUSA NEeKapCTBEHHOMo
npenapara onst MeaAMUMHCKOro NPUMeHeHUs!

1. [OAns nonyyeHns paspelleHnMs Ha MpoBEeAEHWEe KIMHUYECKOro uccnegoBaHus
nekapcTBEHHOro npenapara ansa MeauLMHCKOro NpUMeEHeHUs 3asBuUTenNb NpeacTaBnsaeT B
YMONHOMOYEHHbIN dheaeparnbHbli opraH UCMONHUTENbHOW BNacTu:

1) 3asiBNeHMe O MONyYeHUW paspeLleHns Ha MpOoBedEeHMEe [AHHOrO KIMHUYECKOTro
uccneaoBaHus;

2) cBegeHus 06 onbiTe paboTbl MccrieqoBaTenen No COOTBETCTBYHOLMM CrieLuarnbHOCTAM
N nx onbiTe paboTbl NO NPOBEAEHUIO KITUHUYECKUX NCCEA0BaHUN;

3) KonMMM [OroBOPOB 00S513aTENbHOrO CTPAxXOBaHUS JKU3HW, 340POBbS MALUMEHTOB,
yyacTBYIOLUMX B KIMHWYECKOM WCCredoBaHWM NekapCTBEHHOro npenapaTta Ans
MEAMLMHCKOro NPUMEHEHUSI.

2. B cpok, He npeBhbIWatoLWLmMi NSTU pabounx OHEN CO OHS NPUHATUS yKadaHHOro B YacTu 1
HacToslLle cCcTaTbW 3asIBMIEHUST C  MPUIIOXKEHWEM  HEOOXOAMMbIX  [AOKYMEHTOB,
YMONHOMOYEHHbIN heaeparnbHblil opraH UCMOMNHUTENbHOW BNacTu:

1) npoBoAUT MNPOBEPKY MNONMHOTbI U OOCTOBEPHOCTU cBeaeHun, cogepxawmxca B
npeacrtaBneHHbIX 3adaBUTENIEM MaTepunanax,
2) npuHMMaeT pelleHne O Bblaa4vye paspelleHna Ha npoBeaeHne KrIMHMYecKoro

ncenegoBaHnAa JekapCTtBeHHOro npenapata gnda MeguuuHCKOro npuMeHeHusa Wuin 06
OTKa3e B BblAa4e yKa3aHHOro paspellueHunsa;

3) yBegoMIAEeT B NUCbMEHHOM cbopme 3adaBUTeENA O NPUHATOM pelleHnn unn B criyyae
OTKa3a C yKa3aHneM NpuYnH Takoro oTkasa,
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4) BblAaeT pa3pelleHne Ha nposeneHune KrnnmHn4eckoro nccneagoBaHuna JiekapCTtBeHHOro
npenaparta ana MeauLMHCKOro npuMeHeHnaA B nopsaake, YCTaHOBJIEHHOM
YNOJTHOMOY€HHbIM d’)e,ﬂ,epaﬂbelM opraHom NMCMNONHUTENbHOWN BNacTu.

3. OcHoBaHueM pOnsi oTkasa B Bblgade paspeweHna Ha npoBegeHune KInHU4eckoro
ncenegoBaHnAa nekapcrtBeHHOro npenapara gna MeaununHCKOro npuMeHeHuA dABnAaeTcsd
HenpeacrtaBneHne [OOKYMEHTOB, YKa3aHHbIX B 4acCTu 1 HacToslllen cTaTbW, WK
HEeCOOTBETCTBME COoAEepXaHuA npeanctaBlieHHbIX OOKYMEHTOB Tpe6OBaHI/IF|M HacTodALllero
d)ep,epaanoro 3aKOHa.

CraTtbsa 23. OkcnepTv3a KayecTBa NeKapCTBEHHOIO CpeAcTBa M 3KCMepTM3a OTHOLIEeHMS
oXugaemow norb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NEeKapCTBEHHOro npenapaTa Ans
MeaULMHCKOro NpUMeHeHus

1. OkcnepTusa KayecTBa NEeKapCTBEHHONO CpPeAcTBa WM 3KCnepTusa OTHOLLIEeHWS
OXuaaemou Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS fekapCTBEHHOro npenapaTa Ans
MEOMLIMHCKOTO MPUMEHEHWS, COCTaBfiEHWE KOMWMCCUSAMM 3JKCNEPTOB 3aKiiYeHun no
pesynbTataM NPOBEAEHHbIX 3JKCMEePTU3 U HanpasneHue TakuxX 3akNioYeHun B
YMONIHOMOYEHHbBIN (heaepanbHblli OpraH MCNOMHUTENbHOW BNAacTu OCYLECTBNATCH B
CPOK, He MpeBbIWaLWmnin cTa gecAtTn pabounx AHEN CO OHS MOMNyYeHWs 3KCMEepPTHbIM
yypexaeHmem COOTBETCTBYIOLLEro 3adaHus YrNorHOMOYeHHOro degeparnbHOro opraHa
WCMNOMHUTENBHOW BNacTu ¢ AOKyMEHTaMK, ykasaHHbIMKM B nyHkTax 1 - 8, 15 - 17 yactn 3
ctaTbn 18 HacTosiwero defepansHOro 3akoHa, U oT4yeTa O NPOBEAEHHOM KIMHUYECKOM
nccneaoBaHnM ekapcTBEHHOro npenapara Ans MeavmuMHCKOro MpUMeEHeHMs.

2. Ons npoeeaeHuna ykKas3aHHbIX B 4acCTu 1 HacTosiwen craTbun JKCNepTnN3 3aAaABUTESb
npeacraBndeT B yI'IOJ'IHOMO‘-IeHHbIIZ cbe,u,epaanbM opraH NCMNONHUTENbHOW BNacTu:

1) 3aaBneHne o BO30OHOBMEHWMM TOCYLAPCTBEHHOW perncTpaumm nekapCcTBEHHOIo
npenapara u NpoBeAEHUN YKa3aHHbIX B 4acTh 1 HacTosILLEN CTaTbl 3KCNEPTUS;

2) oTYeT O MPOBEAEHHOM KMMHWYECKOM UCCReaoBaHUMM NeKapCcTBEHHOro npenapara ans
MEAMNLMHCKOro NPUMEHEHUS;

3) OOKYMEeHT, MOATBepXAalolmMi ynnaTy rocygapCTBEHHOM MOLWNUHBI 3a npoBedeHue
9KCMepTM3bl KaYecTBa NlekapCTBEHHOIO CpeacTBa M 3KCNEPTU3bl OTHOLLEHUS OXUOaeMow
nonb3bl K BO3MOXHOMY PWCKY MPUMEHEHVS FlIeKapCTBEHHOro npenapata Aans
MeOMLIMHCKOTO MPUMEHEHNS MPpW ero rocy4apCTBEHHON perncrpaumu.

3. B cpok, He npeBbllWaWMN NATKU pabounx AHEW CO OHS MPUHATUS 3asiBMEHMS C
OOKYMEHTaMM, yKa3aHHbIMM B 4acTh 1 M nyHKTax 2 U 3 4yacTu 2 HacTosWen cTaTtbM,
YNONHOMOYEHHbIV dpefepanbHbI OpraH UCMONTHUTENbHOW BNACTU:

1) nNpoBOAMT TNpPOBEPKY TMOMHOTHI [daHHbIX, CoAepXalumMxcs B MpPeAcTaBIeHHOM
3afABUTENEM OT4YeTe O MpPOBEAEHUU KIMHUYECKOro WccrnedoBaHUa nekapcTBEHHOro
npenaparta ans MeauuMHCKOro NPpUMEHEHNS;

2) npuHUMaeT pelleHne O BO30OHOBMEHWM  FOCYAapCTBEHHOW  perucrpauuu
NeKapCTBEHHOIo npenapata M NpoBeAEeHWM yKasaHHbIX B YacTu 1 HacTosen craTbu
akcnepTMa unu 06 oOTkase B BO30OHOBMEHUM T[OCYOQapCTBEHHOW —peructpauum
neKkapcTBEHHOro npenapata Ans MeOUUMHCKOrO MpUMEHeHUs! U MPOBEAEHUN TaKux
3KCMepTns;

3) yBegooOMIAET B NUCbMEHHOM (bopme 3adaBUTeENA O NPUHATOM pelleHnn unn B criyydae
OTKa3a C yKa3aHneM NpuYmnH Takoro oTkasa.

4. OcHoBaHMEM pfnsi OTKasa B BO30OHOBMEHUM TOCYOAPCTBEHHOW peructpaumm
rnekapcTBEHHOro MpenapaTta U NPOBEAeHWM YKasaHHbIX B YacTu 1 HacToswen craTbu
3KCNEePTU3 ABNSIETCS NpeacTaBneHne AOKYMEHTOB, YKa3aHHbIX B 4acT 1 1 nyHkTax 2 n 3
yacTu 2 HacTosilel cTaTbM, B HEMONHOM OObeMe WnM OoT4eTa O MNPOBEAEHHOM
KNVMHUYECKOM  MCCMeAoBaHWMM  NEeKapCTBEHHOro npenapata Ans  MeaMUUHCKOro
NPUMEHEHNS, He CoAepXKalLlero NCYeprbIBaOLWLErO NepeYHsi HEOOXOAMMbIX CBEAEHUIA.
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5. B TeueHune natHaguaTtn pabounx gHEen Co OHSA NOSyYeHUst peLleHns ynosTHOMOYEHHOro
hefepanbHOro opraHa MCNOSHUTENbHOW BNacTM O BO30GHOBMEHUM TOCYAapCTBEHHOWN
perucTpaumMmM nekapCTBEHHOrO npenapata W MNpPOBEAEHUMM YKal3aHHbIX B 4actn 1
HaCTOHIJJ,eVI CTaTbW 3KCNEPTU3 3adBUTENb NPeacTaBlideT B 3KCNepTHOe ydpexaeHne ana
npoBeaeHUsl SKCNepTM3bl KaYeCcTBa NIeKapCTBEHHOMO cpeacTea 0bpasLbl NekapCTBEHHOMO
npenapata pAns MeauUMHCKOrO MNPUMEHEHUsl, NMPOU3BEAEHHOIO B COOTBETCTBUM C
TpeOOBaHUSIMU  OMbITHO-MPOMBILUSIEHHOTO U (MNX)  NPOMBILUNIEHHOTO  PErfamMeHTOB,
YTBEPXOEHHbIX PpyKOBOAMTENEM MPOU3BOANTENSA NEKApPCTBEHHbIX CPeAcTB, a Takke
obpasey, papmaueBTMYECKO CybCTaHUMM B  KONUYECTBax, Heobxooumblx —AOnis
BOCMPOU3BEAEHNS METOAOB KOHTPONS KayecTBa.

6. MNpwn nonyyeHun oOpa3sLOB fekapCTBEHHOro npenapata W apmaleBTUYECKON
cybCcTaHuumn aKCnepTHOE yypexaeHne BblOaeT 3asiBUTENt0 JOKYMEHT, MOATBEPKAAOLLMN
nornyyeHne ykasaHHbIX 0OpasLoB, U B CPOK, He MPEBbLILIAWMA Tpex pabounx aOHew,
yBeOJOMNSAET B NUCbMEHHOW (hopMe 006 3TOM YMNOMHOMOYEHHbIN (hbeaepanbHbIi opraH
WCMONHWUTENBbHON BRacTw.

7. Cpok Ana npepcrtaeneHns 3assuTeneMm obpasuoB nekapCTBEHHOro npenaparta u
dhapmaLeBTUYECKON CyBCTaHUMM U CPOK YBEAOMIEHUS IKCMEPTHbIM YyypexaeHnem o6
3TOM B MUCbMEHHOWN hopMe YNONTHOMOYEHHOro deaepanbHOro opraHa UCMNONHUTENBLHON
BNacTW, ykasaHHble B 4acTaAX 5 M 6 HacTosiwew cTaTbW, He BKIHOYATCA B CPOK
npoBeAeHNs yKkasdaHHbIX B YacTu 1 HacTosALLen cTaTbu 3KCNepTus.

8. [loKyMeHTbI, MOCTYNMBLUME B 3KCMIEPTHOE yupexaeHne Ans NPOBEAEHUST YKa3aHHbIX B
Yactu 1 HacToslen cTaTbW 3KCMepTU3, noafnexaT BO3BpaTy B  YMNOMHOMOYEHHbI
denepanbHbIi OpraH MWCNOMHUTENbHOW BNAcTM OAHOBPEMEHHO C 3aKMYeHWsAMU Mo
pesynbTaTtaM yKasaHHbIX 9KCNepTum3.

Cratbsa 24. OKcnepTm3a KadecTBa JIEKapCTBEHHOIO CPeACTBa M 3KCNepTn3a OTHOLLEHUS
OXuAaeMom norib3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA NekapcTBEHHOro npenapaTa Ans
BETEPMHaPHOro NPUMEHEHMS

1. OkcnepTuda KayecTBa JEKapCTBEHHOrO CpPEeACTBa M 3KCMepTM3a OTHOLLEHUS
OXnOaemow norb3bl K BO3MOXHOMY PUCKY NMPMMEHEHWsT NEKAPCTBEHHOrO npenapaTa Ans
BETEPMHAPHOIO MNPUMEHEHUS], COCTaBMNEHNE KOMWUCCUSIMU SKCNEPTOB 3aKMYEHUA Mo
pesynbTataM YyKasaHHbIX 9KCMNEpTM3 W  HanpaBfieHWe TakuxX  3akiYeHui B
YNOSTHOMOYEHHbIM (hefepanbHbI OpraH MCMOMIHUTENbHOW BfacTU OCYLLECTBNAITCS B
CpOK, He MpEeBbIWAWMIA CTa AeCATU paboymx OHEeW CO OHS MOMYYEeHMsT 3KCMEepPTHbIM
yypexgeHmemMm 3agaHust YyNnosIHOMOYEHHOro dyefeparnbHOro opraHa WCNONMHUTENBHON
BNacTu ¢ JOKYMeHTaMu, ykaszaHHbIMU B nyHkTax 1 - 8, 10, nognyHktax "a" - "g", "x" - "M",
"n" - "p" nyHkTa 16 n nyHkte 17 yactn 3 ctatbM 18 HacToswero deaepanbHOro 3akoHa.

2. B TeyeHue naTHaguaTn paboumx gHen Co AHSA MONyYeHus peLleHnst YNomHOMOYEHHOro
dhenepanbHOro opraHa MCNOMHUTENbHOW BNacTu O MPOBEOEHUN yKasaHHbIX B Yactu 1
HaCTOsLLEeN CTaTbn IKCNEPTU3 3asBUTENb NPEACTaBNAET B IKCNEPTHOE yUYpexaeHne Ans
npoBeAeHNs IKCNepTM3bl KaYecTBa NeKapCTBEHHOMO cpeacTea 0bpasLibl NeKapCcTBEHHOMo
npenapata Ans BETEePUHAPHOrO MPUMEHEHUs, NPOU3BEAEHHOrO B COOTBETCTBUM C
TpebOBaHNAMN  TEXHONOIMYECKUX  PpernamMeHTOB, YTBEPXAEHHbIX PyKOBOAUTENEM
Npov3BOAMTENSA FEeKapCTBEHHbIX CPeAcTB, a Takke obpasel dapmMaueBTUYecKon
cybcTaHuumn B Konmyectsax, HeOBXoAMMbIX ANSA BOCMPOW3BEAEHUS METOOO0B KOHTPOMs
KayecTBa.

3. MNpun nonyyeHun o6pa3sLOB fekapCTBEHHOro npenapata W apmaleBTUYECKON
cybcTaHumum 3KCnepTHOE yupexaeHve BblaaeT 3asaBUTEmNo JOKYMEHT, NMOATBEPXAatoLwuii
nonyyeHve ykasaHHbIX 06pasLoB, U B CPOK, He NpeBbIWaoWwmnn Tpex pabounx aHen,
yBeOJOMNSAET B NUCbMEHHOW opMe 00 3TOM YMNOMHOMOYEHHbIN hbeaepanbHbIi opraH
WCMONHUTENBHON BRacTw.
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4. Cpok Ons npeacTaBreHust 3asiBUTeneM obpasuoB NekapcTBEHHOro npenaparta u
drapmaLieBTMYECKON CyOCTaHUMM U CPOK YBEAOMIIEHUSA 3JKCMEPTHBIM YyYpexaeHnem o6
3TOM B MUCbMEHHOWN hOpME YMONTHOMOYEHHOIO doeaeparnbHOro opraHa UCMNOTHUTENBHON
BflaCTW, yKasaHHble B 4acTtax 2 M 3 HacTosIen CcTaTbW, He BKIHYaKTCA B CPOK
npoBeAeHUs yKka3aHHbIX B 4acTh 1 HacTosALLEeN CTaTbM SKCNEPTU3.

5. D,OKyMeHTbI, NoCTynuBLUME B 3KCNEepTHOE ydpexaeHne Ond npoBeneHus yka3aHHbIX B
yactm 1 HacTosllen cTaTbh 9KCNepTn3, noanexart BO3BpaTy B yﬂOﬂHOMO‘-IeHHbIIZ
cbep,epaanblPl opraH MCMNOMNHUTENbHON BracTu OOHOBPEMEHHO C 3aKrk4YeHundamMum no
pes3yfibTaTtaM yKa3aHHbIX 3KCNepTuas.

CtaTba 25. HOBTOpHOG npoBeaeHne 3KCNepPTU3bl JieKapCTBEHHbIX CpeaCTB U 3TU4ecKomn
OKCMNepTUn3bl

1. B cnyyasix HegocTaTo4YHONW 0BGOCHOBAHHOCTM UMM HEMOSTHOTLI 3aKIOYEeHUsT KOMUCCUN
9KCMEepPTOB MMM coBeTa MO 3TUKe, HanmuMuMs B HEM MNPOTUBOPEYUMBLIX AaHHbIX,
danbcudnkauuy BbIBOOOB 3KCMNEPTU3bl NEKapCTBEHHOro cpeacTsa U (M) 3TUYECKOiA
3KCMEepTU3bl, COKPLITUA OT YMOMHOMOYEHHOrO dhedepanbHOro opraHa WCMONHUTENbHO
BMacTM OCHOBaHW/A AN OTBOAA 9KcnepTa BCreacTBME €ro 3anHTepecoBaHHOCTU B
pesyrnbTatax COOTBETCTBYIOLEN SKCMEepPTU3bl, HanMuus [OdaHHbIX O npsiMoM nnbo
KOCBEHHOM BMeLUaTenbCTBE B MPOLECC COOTBETCTBYHOLIEN SKCMepTUsbl Nul, He
yyacTBYIOLLUMX B ee MPOoBedeHUN, HO OKa3aBLUMX BNUAHME HA NPOLIECC U pesynbTaThl ee
NnpoBeaeHUsl, YMNONHOMOYEHHbIM edepanbHbiM  OpraHoOM WCMONHUTENbHOW BnacTu
HasHayaeTCcs MOBTOpPHasi 3KCrepTu3a JleKapCTBEHHOro CpeacTBa U (Mnn) 3Tuyeckas
aKkcnepTuaa.

2. T[loBTopHas 9aKcrepTM3a JIEKapCTBEHHOTO CpeacTBa NpPOBOAWUTCA B CPOK,
YCTAHOBIMEHHbIA YNOMHOMOYEHHbIM befeparnbHbiM OpraHoOM UCMOMHUTENbLHOW BNactTn u
He npeBbIWaLWNi copoka paboumx gHen co OHA MONyYeHUs IKCMIEPTHBIM YYpPEXaeHeM
3afjaHns Ha NpoBedeHe NOBTOPHOW SKCNEepTM3bl NEKAapCTBEHHOro cpeacTsa, NoBTOpHas
3TUYecKas IKCNepTu3a - B CPOK, He MpeBbllaloWwmin NATHaaUuaTM paboumx gHen co AHs
MONyYeHUss COBETOM MO 3TUKE 3afaHusi Ha MPOBEAEHME MOBTOPHOW 3TUYECKOW
3KCMEepTU3bI.

3. ®uHaHcoBoe obecneyeHne BbINOMHEHUS 3adaHMs Ha MpoBeAEeHWEe MNOBTOPHON
9KCMepTM3bl  NeKapCTBEHHOrO  CPeAcTBa He  OCylecTBhsieTcs, W cpeacTea,
nepeyvncrieHHble paHee Ha NpPOBeAEHME TakoW JKCMepTu3bl, nognexat Bo3BpaTy B
denepanbHbIli OIODXKET.

CraTtbs 26. YckopeHHas npoueaypa 3KCnepTr3bl IEKAPCTBEHHbIX CPeacTB

1. YckopeHHas npouedypa 9KCNepTU3bl JEKApCTBEHHbIX CPeacTB B Lensax
rocygapCTBEHHON perncTpaunm fekapcTBEHHbIX NpenapaTtoB NPUMEHSIETCA B OTHOLLEHWUM
BOCMPOM3BEAEHHbIX NEKAPCTBEHHbIX MnpenapatoB. [pu npoBeAeHuMM TakoWn mpoueaypsbl
npeactaBnaloTcA  MHOpMaUMs, MOMyYeHHas npyv  MNPOBEAEHUMM  KIUHUYECKUX
nccrnenoBaHuii NekapCcTBEHHbIX NpenapaToB U onyGnKoBaHHas B CeLmannmampoBaHHbIX
neyaTHbIX M3[aHWsX, a Takke AOKYMEHTbl, CoAep)xaliue pesynbTaTbl MUCCNegoBaHUs
OMO3KBMBANEHTHOCTM W (MNK) TepaneBTUYECKON IKBMBANEHTHOCTU JEKapCTBEHHOTO
npenapata Ans  MEOULMHCKOrO MpUMEHeHWa unu  pesynbTaTthl  UCCReaoBaHUs:
GUO3KBNBANEHTHOCTM JIEKAPCTBEHHOTO Npenapara Ans BeTepUHAPHOro NPUMEHEHUS.

2. YcKkopeHHas npolegypa aKcnepTuabl NEeKapCTBEHHbLIX CPeACTB He NpuUMeHsieTcs B
OTHOLLEHUM MMMYHOBMOOIMYECKMX NeKapCTBEHHbIX NpernapaTos, npenapaToB UHCYMNMHA
1 NeKkapCTBEHHbIX NpenapaTtos, BrepBble perncTpupyemMblix B Poccuiickoin degepaumm.

CtpaHuua 23



Jlnct1

3. YckopeHHas npoueaypa 9KCNepTu3bl NEKapCTBEHHbIX CPeacTB MPOBOAMTCS MO
peLLeHnto COOTBETCTBYIOLLENO YMNOJSTHOMOYEHHOTO deneparnbHoro opraHa
WCMOJTHUTENBHOM BMAacT! B CPOK, HE MPEBbILWALWUA Wwectuaecsatn pabounx gHen. Mpu
3TOM 3KCnepTu3a [AOKYMEHTOB, COAEPXaLUUXCs B pPerucTpauMoHHOM [Ocbe, Ans
nonydeHnst paspeLleHnst Ha NpoBeAeHNEe KITMHUYECKOro UCCreLOoBaHNS NeKapCTBEHHOMO
npenapata And MeAuUMHCKOro MpUMEHEHUs MU 3TUYecKasl 3KcrnepTvM3a MpoBOAATCHA B
CpOK, He npeBbllLALWUA nNATHaguaTM paboumx [OHen, aKcnepTu3a KayecTea
NEeKapCTBEHHOrO CPeACTBa M 3KCNepTn3a OTHOLLEHUS OXUOAEMOM MOMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS NeKapCTBEHHOro npenapaTa - B CPOK, He MPeBbILIatoLLmMi Copoka NATr
pabounx aHeN.

4. YckopeHHas npouefypa aKCnepTusbl NekapCTBEHHbIX CPEeACTB NPOBOAUTCS B NOPsKe,
ycTaHoBneHHoM ctatbsamu 17 - 20, 23 n 24 Hactosiwero deaepanbHOro 3akoHa, U He
O3Ha4yaeT CHWXeHus TpeboBaHM K OGe3onacHOCTW, KayecTBy U 3GdEKTUBHOCTU
nekapCTBEHHbIX NpenapaTos.

CrtaTtbs 27. PelueHune o rocyqapCTBEHHOW peructpaumm nekapcTBEHHOro npenapaTta

1. B cpok, He npeBblaWUA NATU pabounx OHEW CO OHSI MONYYEHUS 3aKoYeHUn
KOMUCCUM IKCMEPTOB MO pe3ynbTaTaM 3KCNepTM3bl KayecTBa NekapcTBEHHOro cpeacTaa u
3KCMEepTM3bl OTHOLUEHUS OXMOAEMOW MNOMNb3bl K BO3MOXHOMY PWUCKY MPUMEHEHMS
neKkapcTBEHHOro npenaparta, COOTBETCTBYIOLWNA YNOMHOMOYEHHbIN (heaepanbHbIi opraH
MCNONMHUTENbHOW BNAacTu:

1) ocCylecTBNseT OLEHKY TakMX 3akmouveHuid Ona onpedeneHns Mx COoOTBEeTCTBUSA
3aJaHunio Ha NpoBeAeHVe YKasaHHbIX IKCMepTUs;

2) NpUMHMMaEeT pelleHue O rocydapCTBEHHOW pPerucTpauLumn nekapcTBEHHOro npenapara
1nn o6 oTkase B rocyAapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara;

3) BHOCUT MpW NPUHATUM PEeLLeHUs O FrOCYAapCTBEHHOW PerucTpauumn nekapCcTBEHHOro
npenapara gaHHble O 3aperMcTpupoBaHHOM fleKapCTBEHHOM mpenapaTe, B TOM yucre o
apmaLeBTMYEeCKON CyOCTaHumMM, BXOAsLleN B COCTaB fleKapCTBEHHOro npenapara, B
rocygapCTBEHHbI  peecTp  NeKapCTBEHHbIX  CPeacTB WM BblgaeT  3asBUTENIO
perucTpaumoHHoe YOOCTOBEpeHuWe IekapCTBEeHHOro mfpenaparta, dopma KOTOporo
yTBEPXKOAeTCA YMNONHOMOYEHHbIM dedepanbHblM OpraHOM WCMOSHUTENBHOW BMacTMy,
COrnacoBaHHbIe HOPMATUBHYIO AOKYMEHTaLuUio, HOPMaTUBHBIA JOKYMEHT, MHCTPYKLUMIO MO
NPUMEHEHWIO NEeKapCTBEHHOro npenaparta M MakeTbl NEPBUYHON YNAKOBKU U BTOPUYHOW
(noTpebuTenbckon) yYMakoBKM C yKasaHWeM Ha HUX HOoMepa perncrpauuoHHOro
YAOCTOBEPEHNA NeKapCTBEHHOro npenaparta v gaTbl ero rocygapCTBEHHON perncrpaumm
UNn B Ccriydae npuHATMA peweHnss o6 oTka3e B roCydapCTBEHHOW perncrpaumun
nekapcTBEHHOro npenapaTa yBeJoOMNSAEeT B NUCbMeEHHOW dopme 3asasButens o6 aTom ¢
yKasaHveM NpUYnH Takoro oTkasa.

2. OcHoBaHvem [Onsi OTkasa B rOCY[apCTBEHHOW perucTpauuy JekapcTBEHHOTO
npenaparta siBNSieTCH peLUeHUEe COOTBETCTBYHOLLENO YMNONHOMOYEHHOro eaepansHoro
opraHa WCMONHUTENbHOW Bracti O TOM, 4YTO 3PEKTUBHOCTb PErUCTPUPYEMOTrO
nNeKkapcTBEHHOro npenaparta He MoATBepXAaeHa MOoNyyYeHHbIMU OaHHbIMKM UMM YTO PUCK
NMPUYMHEHUs Bpeda 340POBbI0 YENoBeKa WM KMBOTHOMO BCIEACTBME Mpuema
nekapcTBEHHOro npernapaTa npesblwaeT 3pdHeKTUBHOCTb €ro NPUMEHEHWS.

3. Mpu rocynapCTBEHHOW perucTpauuy NekapCTBEHHOro npenaparta, BKIOYEHHOro B
nepeyeHb HKM3HEHHO HEODOXOAMMbIX U BaXXHEWLUMX FEeKapCTBEHHbIX NpenapaTos,
HeobxoaVMble AaHHble 3aHOCATCS B FOCYAapCTBEHHbI PeecTp MpeaeribHbIX OTMYCKHbIX
LUeH npou3BoaMTENe Ha JlekapCTBEHHble npenapaThbl, BKMOYEHHbIE B YyKa3aHHbIN
nepeyeHs.

Ctatbs 28. PernctpaunoHHoe yaoCcToBEPEHWE NeKapCTBEHHOIO NpenapaTta
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1. PervncrtpauuoHHoe yOOCTOBEpPEHUE feKapCTBEHHOro rmpenapata C  ykasaHuem
nekapcTBeHHbIX (opM ¥ [O03MPOBOK BblgaeTcd ©eccpoYHO, 33  UCKIYEHVEM
PErMcTPaUMOHHOTO YOOCTOBEPEHUSI JIEKApPCTBEHHOrO MpenapaTta, BblAaBaemMoro Cco
CPOKOM OeWCTBUS NATb NET, Ha BMNepBble perncrpypyemble B Poccunckon denepauum
nekapcTBeHHble npenaparhbl.

2. Mo ncTeyeHnn ykazaHHOro B YacTu 1 HacTosALLEN CTaTbM CPOKa BblaaeTca 6eccpoyHoe
pernucTpaumoHHoe  YOOCTOBEepeHuWe NekapCTBEHHOro npenapata Mpu  YCroBuUn
NnoaTBEPXAEHMS! ero rocy4apCTBEHHON perucTpauum.

Cratbsa 29. MoaTeepkaeHne rocyaapcTBEHHON perncTpaummn nekapcTBeHHoOro npenapara

1. TlNopTBepxaeHwe rocygapCTBEHHOW peructpauun  nekapCcTBEHHOro npenapaTta
ocyulecTBnsieTtca npu Bblgade 6eccpoyHOro perncTpauMoHHOro  YOOCTOBEPEHMS
nekapcTBEHHOro npenapaTta B Cryvae, ykasaHHOM B 4acTu 2 ctaTb 28 HacToswero
dPepfepanbHOro 3akoHa, B CpPOK, He MpeBbllaloWmi geBaHocTa pabounx OHEN CO AHSA
nosnyyeHust COOTBETCTBYIOLLNM YNOMHOMOYEHHbIM deneparnbHbiM OpraHom
WCMOSNTHUTENBLHOM BNacTU 3asiBNEHWNs O MOATBEPXAEHUN rocyaapCTBEHHOW perncrpaumm
nekapCcTBEHHOro npenapaTa, O0OPMIIEHHOTO B COOTBETCTBUM C 4acTbio 2 cTtatbn 18
HacToswero ®efepanbHOro 3akoHa.

2. MopaTtBepxaoeHWe roCyOapCTBEHHOW perucTpauMu NekapcTBEHHOro npenapaTa
OCYLLIeCTBNAETCA MO pes3ynbTaTaM 9KCMepTU3bl OTHOLLUEHUS OXMOAeMOW Monb3bl K
BO3MOXHOMY PUCKY NPUMEHEHUsI NekapcTBEHHOro npenapara.

3. K 3asBneHuio o MOATBEPXAEHUM TOCYOapCTBEHHOW perucTpaumn nekapCcTBEHHOro
npenapaTta npunaraloTcs [OKYMEHT, MOATBEPXAaloWwnin  ynnaTty rocyaapCTBEHHOM
MOWMUHLI 3@ MOATBEPXKAEHWE TOCYAapCTBEHHOW PermcTpaumm  nekapcTBeHHOro
npenapaTta AN MeOWMLMHCKOrO MPUMEHEHUS WM NeKapcTBEHHOro npenapaTa ans
BETEPUHAPHOTO MPUMEHEHWUS, U [OOKYMEHT, COAepXalluuii pesynbTaTbl MOHWUTOPUHra
6e30mnacHOCTM NekapCTBEHHOro npenapaTta, NpoBOAUMOro 3asiBuTenem, no dopmMe,
YCTaHOBMEHHON  COOTBETCTBYIOLIMM  YMOMHOMOYEHHLIM  (bedeparnbHbiM  OpraHoMm
MCMOMHUTENLHON BNACTM.

4. B TeyeHune gecaTtu pa60q|/|x OHen co gHsA NPUHATUA 3adABIIeHUA O noarTBepXaeHun
FocyﬂapCTBEHHOVI pernctpaunmn JIeKapCTBEHHOIo npenaparta n HeobXxoanMbIX
OOKYMEHTOB COOTBeTCTByPOLLI,VIl7| yl'lOJ'IHOMO‘-IEHHbIVI d)ep,epaanblVl opraH
MCMNOMHNTENBbHOW BNACTU:

1) nposoaAUT MNPOBEPKY MNOJIHOTbI M OOCTOBEPHOCTU cBegeHun, cogepxXxalwuxca B
npeacTtaBlieHHbIX 3adaBUTENeM MaTtepuanax;

2) NpuHMMaeT pelleHWe O NPOBEeAeHUM unm o6 OTKase B MPOBEAEHUU 3KCMEepTU3bl
OTHOLWIEeHNndA O)KVI,EI.aeMOVI Nnosnb3bl K BO3MOXHOMY PUCKY NMPpUMEHEHUA JeKapCTBEHHOIo
npenapara;

3) yBegomnsieT B NUCbMEHHOW (bopme 3asBUTENs O MPUHATOM peLUeHUMU UMK B crydae
NPUHATUA pelleHnsa o6 oTkase B MPOBEAEHUM 3KCNEepPTU3bl C ykazaHWeM MPUYMH Takoro
oTKasa.

5. OcHoBaHMeM anst oTkasa B nposeaeHnn aKCnepTn3bl OTHOLLEHNA OXngaemon nonb3bl
K BO3MOXHOMY PUCKY NnpUMeHeHnsA J1eKapCTBEHHOro npenaparta ABnaeTca
npeacrtaeiieHne JOKYMEeHTOB, YKa3aHHbIX B HacTdax 1 1 3 HacTosWEN CTaTbW, B HEMOJSTHOM
obbeme mnm OTCyTCTBME B npeactaBlfieHHbIX OOKyMeHTax uncHepnbiBakoLnX cBegeHun,
KOTOpbIE OO0JTKHbI ObITb OTpaXeHbl B HUX.

6. OkcnepTv3a OTHOLIEHUS OXMOAEMOW MONb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
nekapCcTBEHHOro npenapaTta B Lensdx nogTBEepXOEHWs rocyapCTBEHHOW permcrpaumm
nekapCcTBEHHOro npenapata NpoBoOAUTCA B NOpsAKe, YCTAHOBNEHHOM cTaTbsiMu 23 u 24
HacTosiwero ®efeparnbHOro 3akoHa.

7. B nepuop npoBeaeHus npouenypbl NOATBEPXKAEHUS FOCYAapCTBEHHOW perncrpauum
nekapCTBEHHOro npenapara ero rpaxgaHcknii 0060poT OCYLLECTBNSAETCA Ha TeppUTOpUM
Poccunckon ®enepaumn.

CtpaHuua 25



Jlnct1

Cratba 30. BHeceHne usaMeHeHU B OOKYMEHTbI, COOepXaluMecsi B permcTpaumoHHOM
[OCbe Ha 3aperucTpuMpoBaHHbIA NEeKapCTBEHHbIM npenapaT AN MeAULMHCKOro
NpUMeHeHus

1. B uenax BHeCeHUA U3MEHEHWNn B AOKYMEHThbl, coaepKallmecs B peructpaLMoOHHOM
AOCbe Ha 3aperMcTpyMpOBaHHbIA  JEKAPCTBEHHbLIM Mpenapat Ans  MeAWMUMHCKOro
I'IpI/IMeHeHI/IFI, 3adaBuUTEsb Hpe,qCTaBﬂFleT B yI'IOJ'IHOMO'-leHHbIVI qaep,epaanbuZ opraH
WMCNONHUTENbHON BfacTu 3asiBNeHne O BHECEHUN Takux W3MEHeHUn no dopme,
YCTaAHOBIEHHON YMOMHOMOYEHHbIM dheaepanbHbiM OpraHOM UCMOSNTHUTENBHOM BNacTu, U
NPUMNOXEHHbIE K HEMY MW3MEHEHUS B YyKa3aHHble [OKYMEHTbl, a Takke [LOKYMEHTbI,
noaTBepXxgarLwme HeobXoaUMOCTb BHECEHUS TakMX U3MeHeHUN. [puHATNE pelueHus o
BHECEHUN TakuxX U3MEHEHUN unu ob oTkase B UX BHECEHUWN OCYLLECTBMSIETCS B CPOK, He
I'IpGBbILIJ8POLL|,I/II7I aeBdHOCTa paGo'-mx LI,Hel7I CO [AHA I'IpI/IHFlTI/Iﬂ yI'IOJ'IHOMO‘-IeHHbIM
denepanbHbiM  OpraHOM WCMOSIHUTENbHOW BRAacTM 3asBIIEHUS O BHECEHUN TaKuUx
M3MEHEHNN.

2. B cnyyae BHeCeHUSI M3MEHEHUI B WHCTPYKUMIO MO MPUMEHEHWUI0 IeKapCTBEHHOro
npenapara B OTHOLLUEHUN CBEOEHUI, yKa3daHHbIX B noanyHkTax "a" - "n" nyHkta 16 yactn 3
ctatbm 18 HacTosiwero PepepanbHOro 3akoHa, B COCTaB JIEKapCTBEHHOMO npenaparta
ONs MeOVUMHCKOro NPUMEHEHUs MPOBOAMTCS 3KCMEpPTM3a JIEKAapPCTBEHHbIX CPeacTB B
YaCcTW JKCNEepTU3bl KaYecTBa NEKapCTBEHHOIro CpeacTBa u (Mnu) aKCNepTU3bl OTHOLLEHMS
OXuAaeMom norb3bl K BO3MOXHOMY PUCKY NPUMEHEHUSA NekapCTBEHHOro npenapaTa ang
MEeOULUMHCKOro NpuMMeHeHus. B cnyyae HeobXoAMMOCTM BHECEHMS UHBLIX M3MEHEHWI B
OaHHYIO WHCTPYKLUMIO 3KCNepTM3a IeKapCTBEHHOrO CpeacTBa [Ans BHECEHWS TaKux
U3MEHEHUA B CBEOEHWss O 3aperMcTpupoBaHHOM JIEKapCTBEHHOM MpenapaTe He
NpOBOAMUTCS.

3. C 3asBneHVeM O BHECEHUW W3MEHEHUN B [OKYMEHTbl, coaepXalimecs B
perncTpaLuoHHOM [O0Cbe Ha 3aperucTpUpOBaHHbLIA JeKapCTBEHHLIN NpenapaT Ans
MeOVLMHCKOro NpUMEHEHUs1, Hapsay C AOKYMEHTaMU, ykadaHHbIMU B YacTu 1 HacTosiwen
cTaTbW, MNpPeacTaBnsOTCS [OOKYMEHTbl, MOATBEPXAatowme ynnaTy rocyaapCTBEHHOW
MOLWSINHLI 332 BHECEHWE W3MEHEHWUA B MHCTPYKUMIO NO MPUMEHEHUIO NeKapCTBEHHOrO
npenapara ans MeguUUHCKOro MpUMEHEHUs!, TOCY4apCTBEHHOW MOLUNNHLI 33 BHECEHUE
M3MEHEHWIN B COCTaB NeKapCTBEHHOro npenapara Ans MeauLUMHCKOro NPUMEHEHHS.

4. B TeyeHvne pecAaTM paboymx OHeW €O [OHS MOCTYMMEHUs YykaszaHHOro B 4actn 1
HacTosilLe CcTaTbM 3asBNEHUA W HEOOXOAUMbIX [OKYMEHTOB YMOMHOMOYEHHbIN
deaepanbHbI OpraH UCMOMHUTENBHOW BNAcTU:

1) npoBoAUT MNPOBEPKY MNONIHOTbI WM OOCTOBEPHOCTU cBeaeHun, cogepxalimxca B
npeacrtaBlieHHbIX 3adaBUTENIEM MaTepunanax,

2) npvHUMaeT pelleHne O NPOBEAEHMM YKa3aHHbIX B YacTM 2 HacToslwen craTbk
COOTBETCTBYIOLLUX 3IKCMEPTU3 FEeKapCTBEHHOro cpeactBa wunv ob oOTkase B WX
npoBeneHuy;

3) yBegomnsieT B MMCbMEHHOWN chopMe 3asiBUTENSA O MPUHSTOM pPEeLUeHUM Unu B criyyae
NpuHATUSE pelleHuss o6 oTkase B NPOBEAEHWM COOTBETCTBYIOLLIEA 3KCMEpTU3bl C
yKasaHueMm MpuYMH Takoro oTkasa.

5. OcHoBaHMeM Onsa oTkasa B npoesefeHnn yKasaHHblX B 4acCTu 2 HacTosdlen cratbu
JKCMNEPTU3 ABNAETCA npeactaBlieHne LOOKYMEHTOB, NepedYUCrieHHbIX B 4acTAax 1mn3
HacTodAWwen cTaTbW, B HEMNosIHOM o00beme unn OTCyTCTBME B nNpeacTaBlieHHbIX
OOKyMeHTax [OOCTaTOYHbIX cBEeOeHUn, noareepXxpgarwnx HeobXxoOUMOCTb BHECEHMS
N3MEHEHUN.

6. YkasaHHble B 4acTu 2 HacTodAWeW cTaTbW IKCMepTU3bl NPOBOAATCS B Mopsiake,
YyCTaHOBMEHHOM cTaTben 23 HacToswero ®eaepansHOro 3akoHa.

7. B cpok, He mnpeBbllWaOWMA NATM paboymx AHEN CO AHSA MOfyYeHUs 3aKmyeHUn
KOMWUCCUIA 3KCMEPTOB MO pesynbTaTaM YyKasaHHbIX B 4YacTu 2 HacToslwen craTbu
3KCNepTn3, YNONHOMOYEHHbIW deaeparnbHbli OpraH UCTMONHUTENbHOW BRacTw:
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1) NpYHMMaeT pelleHMe O BHECEHWM W3MEHEHWI B [OKYMEHTbl, COAepXaliuecs B
perucTpaumMoHHOM [0CbEe Ha 3aperMcTpuMpoOBaHHbIN NEKAPCTBEHHbIM nNpenapat Ansg
MEeONLIMHCKOTO NPUMEHEHNs, i o6 oTkaze BO BHECEHUN TaKUX N3MEHEHWI;

2) BHOCUT B roCyapCTBEHHbIi PeecTp NekapCTBEHHbIX CPEACTB Ha OCHOBAHWUM peLleHus
0 BHECEHVUWU U3MEHEHWN B [OKYMEHTbI, COAEPXKALMECs B PErMCTpaLMOHHOM [OCbe Ha
3aperncTpUpPOBaHHbIN  NEKAPCTBEHHBbIM MpenapaTt Ans MeOWUUMHCKOrO  MpUMEHEHWS,
HeobXoAMMbIE M3MEHEHNS U BO3BPaLLAET UX 3asBUTENIO.

8. OcHoBaHMeM [nsi OTKasa BO BHECEHUU U3MEHEHWU B OOKYMEHTbI, codepXxalumecs B
perncTpaLuuoHHOM [0Cbe Ha 3aperucTpuMpOBaHHbLIA JeKapCTBEHHLIN NpenapaT Ans
MEANLUMHCKOIO MPUMEHEHMS!, SABMSETCA 3aKIloYeHne YNONTHOMOYEHHOro dheaeparnbHoro
opraHa MCMOMHUTENbHOM BNacTU O BO3MOXHOCTU CHMXeHUst 6e3onacHOCTU, KayecTsa,
3(pPeKTUBHOCTM NEKAPCTBEHHOIO CPEACTBA B Criyvyae BHECEHUS TaKNX U3MEHEHW.

9. ,D,OI'IyCKaeTCFl rpa)Kﬂ,aHCKI/II;I O60pOT NNIeKapCTBEHHbIX MpenapaTtoB And MeanunHCKOro
npuMeHeHnd, npon3seneHHbIX 00 NPUHATUA YyNOJIHOMOYEHHbIM cbep,epaanblM OopraHom
WCMNOMNHUTENBHON  BRacTu peweHna O BHEeCeHUUn N3MEHEHNN B OOKYMEHThI,
cogepxaulimeca B permctpauMoHHOM OOCbe Ha Takue NeKapCTBEeHHble npenapatbl, Unn
peweHuns 00 oTKase BO BHECEHUU YKa3aHHbIX N3MEHEHNN.

Cratba 31. BHeceHne uaMeHeHU B OOKYMEHTbI, COOepXallMecsi B permcTpaumoHHOM
[OCbe Ha 3aperucTpuMpoBaHHbI  NEKapCTBEHHbIM npenapaT Ans  BEeTepUHapHOro
NpUMeHeHus

1. B uensx BHECEHUS U3MEHEHWN B AOKYMEHTbI, COoOepKallMecss B PerMcTtpaLyoOHHOM
AOCbe Ha 3aperncTpupoBaHHbI NEKAapCTBEHHbIA nNpenapat Ans  BeTepuHapHOro
I'IpI/IMeHeHI/IFI, 3adaBuUTesb Hpe,qCTaBﬂFleT B yI'IOJ'IHOMO'-leHHbIVI qaep,epaanbuZ opraH
WUCNONHUTENbHON BMacTu 3asiBNieHne O BHECEHUN TakuMxX W3MEHeHun no dopme,
YCTaHOBIEHHOW YMNOMHOMOYEHHBIM (befepanbHbIM OPraHOM WCMOMHUTENBHOW BNAacTu, U
NPUMNOXEHHbIE K HEMY MW3MEHEHUS B YyKa3aHHble [OKYMEHTbl, a TaKke [LOKYMEHTbI,
noaTBepXxgarLme HeobXoaUMOCTb BHECEHUS TakMX U3MeHeHUN. [puHATNE pelueHus o
BHECEHUN TakuxX U3MEHEHUN unu ob oTkase B UX BHECEHUWN OCYLLECTBMSETCS B CPOK, He
npeBblALWNA  OeBAHOCTA pabounmx [HEN CO OHA MPUHSTUS  YMOSTHOMOYEHHbIM
denepanbHbiM  OpraHOM WUCMOSIHUTENbHOM BRAacTM  3asBIIEHUS O BHECEHUN TaKuUx
M3MEHEHNN.

2. B cnyyae BHeCeHUSI M3MEHEHWA B WMHCTPYKUMIO MO MPUMEHEHMWIO JEKAPCTBEHHOIO
npenapara gns BeTepMHaApPHOro NMPMMEHEHNs] B OTHOLLUEHUWN CBefeHWU 00 M3MEeHEHMUsIX
[03UPOBKN, CPOKOB BO3MOXHOIO UCMOb30BaHNSA NPOLYKLUW XXUBOTHOMO NMPOUCXOXAEHNUS
nocrne npUYMEHEHNsI TNEeKapCTBEHHOro npenapata A BEeTEPUHApPHOro MNpUMEHEHMS
NpPOBOAUTCS 3KCNEPTU3a NEKAPCTBEHHOIO CPEACTBA AN BETEPUHAPHOrO NpuMeHeHus. B
crniy4yae HeobGX0OUMOCTN BHECEHUSI UHBIX M3MEHEHUI B AaHHYI0 MHCTPYKLMIO aKcnepTm3a
nekapCTBEHHOro cpeacTBa AJ1s BeTEPMHAPHOIO NPUMEHEHUS] HE NPOBOAUTCS.

3. C 3asBneHMEM O BHECEHUM W3MEHEHUA B [JOKYMEHTbI, coAepXalimecs B
pPerncTpaumoHHOM [OCbe Ha 3apervcTpUMpOBaHHLIN NEKapCTBEHHbIA Mpenapart Ans
BETEPMHAPHOIrO MNPUMMEHEHUsi, Hapsidy C [OOKYMEHTamu, YykasaHHbiMM B 4actu 1
HacTosllen cTaTbW, MpeacTaBnAlOTCA  OOKYMEHTbl, noaTBepxaalwowue  ynnarty
rocy4apCTBEHHOW MOLLNMHBI 3@ BHECEHWE W3MEHEHWA B WHCTPYKLUIO MO NPUMEHEHUIO
nekapcTBEHHOro npenapara Ans BeTepUHaApHOro NPUMEHEHMS.

4. B cpoK, He MpeBbILALWMIA AecATM pabounx OHEN Co OHsSI MOCTYMNEHNs] YKa3aHHOro B
YacTu 1 HacTosiLen cTaTbu 3asABNEHNS U HEOOXOOUMbBIX JOKYMEHTOB, YNOMHOMOYEHHbIN
deneparnbHbI OpraH UCMOMHUTENBHOW BNAcTU:

1) npoBoaAUT MNPOBEPKY MNOJIHOTbI M OOCTOBEPHOCTU cBegeHun, cogepXxalwuxca B
npeacTtaBlieHHbIX 3aaBUTenieM OKYMeHTax,

2) npvHMMaeT pelleHMe O MPOBEAEHUM IKCTEepTM3bl JIEKAPCTBEHHOIO cpeacTBa Ans
BETEePVHApPHOro npuMeHeHus unun ob oTkase B ee NpoBeOeHUM;
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3) yBegomnsieT B MUCbMEHHOWN chopMe 3asiBUTENS O MPUHSTOM pPEeLUeHUV Unu B criyyae
NpUHATUSA pelleHns o6 oTkase B NPOBeAEHNM SKCNepTU3bl NIeKapCTBEHHOrO cpeacTea Ans
BETEepVHapHOro NpUMeHeHNs C yKasaHnem MpuYvH Takoro oTkasa.

5. OcHoBaHvMeM Onsi oTkasa B MPOBEAEHUN SKCMEePTU3bl NIEKApCTBEHHOIO CpeacTBa aJist
BETEPUHAPHOrO MPUMEHEHUS SBMSIETCS MpeacTaBrneHne [OKYMEHTOB, YKa3aHHbIX B
yactax 1 wm 3 HacToslienh cTaTtbM, B HEMNoNHOM oOObemMe wunM OTCyTCTBME B
npeacTaBnNeHHbIX [OKyMeHTax [0CTaTOYHbIX cBeaeHunn, noaTBePXaarLmX
Heo0X0aMMOCTb BHECEHUSI UBMEHEHUN,

6. OkcnepTusa NekapcTBEHHOro cpeacTBa AnA BETEePUHAPHOrO MPUMEHEHUS B LensX
BHECEHUS U3MEHEHWA B [OOKYMEHTbl, cofepXallMecsl B PerucTpaumoHHOM [0Cbe Ha
3aperMcTpupoBaHHbIl  NeKapCTBEHHbIN npenapat Ans BEeTEePUMHAPHOrO NpUMEHeHus,
oCylLecTBNsieTC B Mopsake, YCTAHOBMNEHHOM cTaTbel 24 HacTtosiero denepansHoro
3aKoHa.

7. OcHoBaHMEM [Afsl OTKasa BO BHECEHMU U3MEHEHWI B [OKYMEHTbl, Coaepalimnecs B
PerncTpauMoHHOM [OCbe Ha 3aperucTpuMpoBaHHbIN NeKapcTBEHHbI npenapaTt Aans
BETEPVHApHOro NPUMEHEHUS], ABMSIETCA 3aKMioyYeHWe YrNoNTHOMOYEHHOro doeaeparnbHOro
opraHa WCMOMHUTESNBbHOW BMacTh O BO3MOXHOCTU CHWXeHMsi 6e30omnacHOCTW, kadecTea,
3 HhEKTMBHOCTY NIEKapCTBEHHOIO NpenapaTta Afisi BETEPUHAPHOIO NPYMEHeHWs B criyyae
BHECEHWSA U3MEHEHUI B yKasaHHble JOKYMEHTbI.

8. [lonyckaeTcsa rpaxgaHckuin obopoT fekapCTBEHHbIX NpenapaTtoB A1 BETEPUHAPHOIro
NPUMEHEHNSs], NPOU3BEAEHHbIX 4O MPUHATUSA YMOSTHOMOYEHHbIM deaepanbHbIM OpraHoM
UCMONHUTENBHOM  BNAacTU  pelleHnss O BHECEHUM U3MEHEHUW B  [OKYMEHTbI,
cogepxalumecss B perucTpaLMoHHOM A0Cbe Ha 3aperucTpuMpoBaHHbIN NeKapCTBEHHbIN
npenapart ans BETEPUHAPHOro MPUMEHEHUs, unn o6 oTKasze BO BHECEHMM YKa3aHHbIX
M3MEHEHNN.

CraTtbsa 32. OTMeHa rocyfapCTBEHHOW perMcTpaLmm nekapcTBEHHOro npenapara

PelweHne 06 OTMeHe roCyQapCTBEHHOM perucTpauun fekapcTBEHHOro npenapara u
UCKMIOYEHNMN NEKapCTBEHHOTO MNpenapara 13 rocy4apCTBEHHOro peecTpa fieKapCTBEHHbIX
CpeacTs MPUHMMAaETCs YMNOMHOMOYEHHbIM deaeparnbHbIM  OpraHoM  WUCTIONHUTENLHOM
BMacTu B cryvae:

1) npenOcTaBrneHMss COOTBETCTBYIOLMM YMOMHOMOYEHHLIM (bedepanbHbIM  OpraHom
WCMOMHUTENbHON BMACTU 3aKMioyYeHUss O pucke unu o6 yrpose 340POBbIO, KU3HU
yernoseka WUNn XMBOTHOIO MPU NPUMEHEHNN NeKkapcTBEHHOro npenapara, NpesbIWatoLLmnX
ero 9(pheKTUBHOCTb, MO pesynbTataM OCYLIECTBMNSEMOrO WM  MOHUTOPUHra
6e30MacHOCTM NIeKapCTBEHHOrO Npenapara;

2) nogaym pa3paboTYMKOM NEeKapCTBEHHOrO CPEACTBA UM YNOMHOMOYEHHBIM UM OPYrM
IOPUOMYECKUM  NULOM  3asBrieHuss 06 OTMEHe [oCydapCTBEHHOW — perucrpauum
fieKapCTBEHHOro npenapara;

3) HenoaTBeEPXKAEHWUS FOCYOapCTBEHHOW pPernctpauuM fekapCcTBEHHOro npenapaTa Mo
MCTeYeHUM cpoka OeNCTBUA PEerMcTPaLMOHHOIO YOOCTOBEPEHUS, BbIAAHHOIO Ha NATb NeT;

4) HenpecTaBneHns 3asBuTenem WHopmaumu, KoTopas MOXeT MoBneyb 3a cobou
HeoOXOAMMOCTb  BHECEHUSI  U3MEHEeHUWW B [OOKYMEHTbl, cogepxailiuecss B
perncTpaumoHHOM JOCkE Ha 3aperncTpMpPOBaHHbIN NEKapCTBEHHbLIN NpenaparT, B Te4eHne
TpuauaTtn pabounx AHEN co OHS HACTYMNMEHUS STUX U3MEHEHWIA;

5) ocyllecTBrneHuss rocyqapCTBEHHON perucTpauMu JfiekapCTBEHHOro npenaparta nog
TOPrOBbIM  HAMMEHOBAHWEM  3apPErMcTPUPOBAHHOIO paHee MNog  3TUM  TOProBbIM
HauMeHOoBaHNeM neKkapCTBEHHOro npenapara;

6) ocyuwlecTBnieHnsA I'OCWJ,apCTBeHHOVI perncTtpaunm 3aaButTerieMm OOHOro M TOro Xe
NekapCTBEeHHOro npenaparta no pasfiM4HbiMy TOProBbiIMM HaMMEHOBaHUAMU;

7) BbIHECEHMSI CYAOM peLleHUs O HapylieHuW npaB npaBooGnagatens 06bHEKTOB
WHTENNeKTyanbHo coOGCTBEHHOCTM NpW 0bpalleHnM NeKapCTBEHHbIX CPEACTB.
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CraTbsa 33. [ocynapCTBEHHEBIN PEECTp NeKapCTBEHHbIX CPEACTB

1. TocygoapCTBeHHbIn peecTp NeKapCTBEHHbIX CPEACTB  COAEPXMT  MepeveHb
neKkapcTBEHHbIX NpenapaToB, MpOLIEeALINX roCy4apCTBEHHYI perMcTpaumio, nepeveHb
drapmaLeBTNYECKMX CyOCTaHUMIA, BXOOSALWMX B COCTaB JIEKAPCTBEHHbIX MpenapaTtos, U
cneayroLLyo MHhopmMaumio:

1) B OTHOLLEHWUW NEKAPCTBEHHbIX NpenapaTos:

a) HaMMeHOBaHWe NeKapCTBEHHOro npenapaTa (MexayHapogHoe HernaTeHTOBaHHOe WIu
XMMUYECKOoe 1 TOProBoe HanMeHOBaHUS);

0) nekapcTBeHHas dopma C ykasaHveM OO3UPOBKM NeKapCTBEHHOro nmpenapaTta U ero
Konu4yecTBa B NOTPeOUTENbCKOM YNaKoBKe;

B) HauMeHoBaHWe pa3paboTymka NieKapCTBEHHOMO NpenaparTa;

r) HAMMEHOBaHWE N afpec NPOM3BOAUTENS NEKAapPCTBEHHOrO Npenapara;

4) hapMakoTepaneBTMYeECKas rpynna nekapCTBEHHOro Npenapara;

€) NnokasaHus 1 NPOTUBOMOKa3aHUS K NPUMEHEHUIO NTEKapCTBEHHOIO Npenapara;

) NoboYHbIE AENCTBUS JIEKapCTBEHHOIO Npenapara;

3) CpPOK FOAHOCTU NEeKapCTBEHHOro npenapara;

N) YCINOBUSI XpaHEHMWS NEKapCTBEHHOIo nNpenapara;

K) yCNoBusi OTNycKa NekapCTBEHHOIO NpenaparTa;

n) Homep hapMakomnenHOW CTaTbX MM B Cllydyae ee OTCYTCTBMS HOMEp HOPMaTMBHOM
AOKYMeHTaLumn nmbo HOPMaTUBHOIO AOKYMEHTA;

M) [Jdata rocygapCTBEHHOM peructpauum fekapCTBEHHOro mnpenapata W ero
PErMcTpaumoHHbIA HOMEP;

2) B OTHOLEHUN (hapmaLeBTUYECKUX CyBCTaHLMI:

a) HanMeHoBaHue hapmaueBTUYECKON cybCcTaHUmMNM (MeXayHapoaHOe HenaTeHTOBaHHOe
UM XMMUYECKOE 1M TOProBOe HaVMEHOBaHUs);

0) HanmeHoBaHWe n agpec NPou3BoANTENS hapMaLEeBTUYECKON cybCcTaHLmN;

B) CPOK rogHOCTU hapMaLeBTUYECKOWN CyOCTaHLmMM;

r) yCnoBusi XxpaHeHus bapmaueBTUYECKON cybcTaHuum;

A) HOMep hapMakonernHoOW CTaTbu UK B Clydyae ee OTCYTCTBMS HOMep HOPMaTMBHOM
AOKyMeHTauumn nmbo HOPMaTUBHOIO AOKYMEHTA.

2. ®apmaueBTudeckas cybctaHuma, HeMcnonb3yemas npyv NpoM3BOACTBE NIEKAPCTBEHHbIX
npenapartoB, MOXeT ObiTb BKIOYEHA B TOCYAAPCTBEHHbIA PEECTP JeKapCTBEHHbIX
CpeacTB Ha OCHOBaHWWM 3asiBfieHMs1 pa3paboTyMka, MNpoM3BOAUTENS JeKapCTBEHHOMO
cpefcTtea NMBO YyNoSIHOMOYEHHOTO UMW OPUANYECKOrO NuLa Npu yCroBMU NPOBEAEHNs B
OTHOWEHMN  TakoW  dapmaueBTMYEeCKOW  CyBCTaHuMM  3KCNepTM3bl  KayecTBa
(hapmaLieBTMHECKON CcybCTaHUMM B MOpsiaKke, YCTaHOBMEHHOM cTaTbel 34 HacTosLiero
denepanbHOro 3akoHa.

3. Tlopsiook BedeHUst rOCY[apCTBEHHOTO peecTpa I1eKapCTBEHHbIX CPeacTB  Ans
MEAMLUMHCKOrO MNPUMEHEHUsT U MOPsSAOK BedeHVsl roCy4apCTBEHHOrO  peecTpa
NeKapCcTBEHHbIX  CPEACTB AN BETEePUMHapHOro  MPUMEHEHUs  yTBEpPXKAalTCs
COOTBETCTBYIOLLUM YNONHOMOYEHHBLIM heaeparibHbIM OpraHoM UCMOSNTHUTESTBLHOW BracTy.

Cratba 34. OkcnepTmsa KadecTBa hapMaLeBTMYECKOW CyOCTaHUMM, HeMCnonb3yeMoMn
npw NPOM3BOACTBE NNEKAPCTBEHHbIX NpenapaToB

1. [Ons BknwoyeHus  dapmaueBTMyeckon  cybcTaHumm,  Heucnonb3yemom  npu
NPOU3BOACTBE NeKapCTBEHHbIX NpenapaToB, B rOCY4AapPCTBEHHbIN peecTp nekapCTBEHHbIX
CcpencTB, NPOBOAMTCH SKCNepTM3a ee KavecTsa.
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2. 3KcnepTusa KayecTBa yka3aHHOW B YacTu 1 HacToswen ctatby apmMaleBTUYECKON
cybCTaHuuKM, CoCTaBrneHME KOMUCCUMEN 3KCMEPTOB 3aKIYEHUA MO pesynbTaTtam Takow
3KCMepTM3bl W WX HanpaeneHne B  YNOMHOMOYEHHbIN  heaepanbHbI  OpraH
WCMOSHWTENBHOW BMNAacTM OCYLLECTBMAAKTCA B CPOK, HE MNPEBbIWANLWNA LLECTUOECATH
pabounx pHem cO [JHA MNOJNyYEHUS IKCMEPTHBIM YYpPEXOEHWEM COOTBETCTBYOLLENO
3agaHvs  yNosIHOMOYEHHOro hbefepanbHOro  opraHa WCMONHUTENbHOW Bractu U
OOKYMEHTOB, yKasaHHbIX B MyHKTax 4 - 7 yactu 3 ctatbn 18 HacToswero ®enepansHoro
3aKoHa.

3. Ona npoBedeHMs aKCMepTU3bl kKadecTBa YKa3aHHOW B 4acTu 1 HacTosdwen craTbu
dapmaneBTMYECKON CcyOCcTaHUuMM 3asBUTENb NPeAcTaBnseT B YNOMHOMOYEHHbIN
deaepanbHbI opraH NCMOMHUTENBHOW BNAacTK:

1) 3asBNeHue o0 BKINOYEHUM B FOCYAapPCTBEHHbIM PEECTP NeKapCTBEHHbIX CPeACTB AaHHOM
(hapmaLieBTMYECKON CyOCTaHLNK;

2) [OKYMEHT, MNoaTBepXAaloLWmMii yrnnaTy rocyAapCTBEHHOW MOWMUHbLI 3@ BKIKOYEHME
chapmaLEeBTMYECKON CYOCTaHLUMKN, HEWUCTONb3YEMOW MPU MPOU3BOLACTBE NEKAPCTBEHHBIX
npenapaToB, B rOCYAapCTBEHHbI PEECTP NEKapCTBEHHbIX CPEACTB;

3) BOKYMEHThI, YKa3aHHble B NyHKTax 4 - 7 yactu 3 ctatbn 18 HacTosiwero ®eneparnbHOro
3aKoHa.

4. B TeueHue nsatn paboumx gHen co AHS NPUHATUS 3asiBNIEHNST O BKITHOYEHMM yKa3aHHOM
B 4actM 1 HacToswewn ctaTbu papmaueBTUYeCKoW CcybCTaHuMM B rocygapCTBEHHbIN
peecTp NeKkapCTBEHHbIX CPEACTB U OOKYMEHTOB, NMEPEYUCNEHHbIX B YacTh 1 u nyHkTe 2
yactn 3 HacTosllen cTaTbu, YNOMHOMOYEHHbIN dhefepanbHblidi OpraH MCMONHUTENbHON
BNacTu:

1) npoBoAUT MNPOBEPKY MOJIHOTbl [AaHHbIX, coAepXalunxcaA B nNpeactaBfieHHbIX
3afaBuUTeNieM OOKYMEHTaXx;

2) npuHMMaeT pelleHMe O HanpaBfieHMM B SKCMEpPTHOE yuypexaeHue 3adaHus Ha
npoBefeHMe 3KCMepTM3bl KayecTBa yKasaHHOW B 4Yactm 1 HacToswen craTbu
dapmaLeBTudeckomn cybctaHumm nnm ob oTkase B TakOM HanpasfeHuu;

3) yBegomnisieT B MMCbMEHHOWN chopMe 3asiBUTENS O MPUHSTOM PEeLUeHUM Unu B criyyae
oTKasa C ykasaHneMm MpuYMH Takoro oTkasa.

5. OcHoBaHMeM [nsi OTKasa B HamnpaeBleHWM B SKCMNEPTHOE YyypeXaeHue 3afaHust Ha
npoBedeHne 3KCMepTU3bl KadecTBa YKa3aHHOW B 4YacTu 1 HacTodwen cTaTtbu
dapmaLeBTNYECKON cybcTaHuum ABnseTcs HenpeacTaBneHve [JOKYMEHTOB,
nepeyncrnieHHbIX B YacTu 2 1 NyHKTe 2 YyacTu 3 HaCTosLLEen cTaTbu.

6. B TeueHune naTHaguaTtn pabounx gHEeN Co OHSA NOSyYeHUst peLleHns ynoaHOMOYEHHOro
denepanbHOro opraHa WCMNONTHUTENbHOW BRacTM O HanpaeneHuM B 3KCMepTHoe
yypexaeHue 3afaHunsi Ha NpPOBEedEeHWE IKCMepTM3bl KayecTBa YykasaHHoOW B 4Yactu 1
HacTosiLen cTaTtbk papmaueBTMYECKON CyOCTaHUMK 3asBUTENb MNPEACTaBfsieT B
3KCMepTHOE  yypexaeHwe  Ona  npoBedeHuMs  JaHHOW  akcnepTusbsl  06pasLbl
drapmaLieBTMYECKON CyOCTaHLUMM B KONMYeCcTBe, HEOOXOAMMOM ANl BOCMpPOU3BEaEeHMS
METOJOB KOHTPOMs KayecTBa. JOKCMEPTHOE YdpexaeHwe npu nonyvyeHnn obpasLos
yKasaHHOM B 4acTum 1 HacTosilwen cTaTbyM papmaueBTMYECKOM cyOCcTaHuMM BbloaeT
3a8BUTENO AOKYMEHT, noaTBepXdarwlmi nonydyeHne atmx obpasuoB, U B CPOK, He
npeBbiIAWNA Tpex paboumx AOHeW, yBeAOMMsieT B MNUCbMEHHOM d¢opMe 06 3ToMm
YNOMHOMOYEHHbIN befiepanbHbli  OpraH WCMOMHUTENbHOW BNactu. OTW CPOKU He
BKITOMAKOTCSA B CPOK NMPOBEAEHNST aHHOW 3KCrepTu3bl.

7. [JOKyMEeHTbI, MOCTYNMBLUME B IKCMEPTHOE y4YpexaeHWe AN NpOBeAEeHUs 3KCMepTU3bl
KayecTBa yKkasaHHOM B 4YacTM 1 HacToswen cratbM papmMaueBTUYECKON cyOCcTaHLmK,
noanexaT BO3BpaTy B YNONIHOMOYEHHbIN dhefepanbHbI opraH UCNOMHUTENBHOW BNacTu
O[JHOBPEMEHHO C 3aKMYEHMAMN MO pe3yrbTaTaM NPOBEeEHHON 3KCNepPTU3bI.

8. B cpok, He npeBblWawWmi NATU paboumx OHENW CO OHA MNONyYEeHWUs] 3aKIYeHus
KOMUCCUM 3KCMEPTOB MO pes3ynbTaTaM 3KCMepTM3bl KayecTBa ykaszaHHOM B 4actu 1
HacTosilen crtatbM apmaueBTUYeCcKor cybCcTaHuMK, YNONMHOMOYEHHbIM doedeparnbHbIn
OpraH UCNOSTHUTENBHOW BNACTU:
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1) ocyLlecTBnsieT OLEHKY Takoro 3akrouveHus Ons onpederieHnsl ero COOTBEeTCTBUS
3afaHuWI0 Ha NpoBeaeHNe JaHHON SKCNepTH3bI;

2) npuHMMaeT pelleHne O BKIYEHWM YyKa3aHHOW B 4YacTy 1 HacToswen craTbu
hapmaueBTnyeckon cybcTaHuum B rOCyAapCTBEHHbIM PeecTp NeKapCTBEHHbIX CPeACTB
unu pewexune o6 oTkase B TaKOM BKIOYEHWM;

3) BHOCUT NpU NPUHATUUN PeLLIEHUS O BKIOYEHUN yKa3aHHOW B YacTh 1 HacTosLwen ctaTbu
drapmaLieBTMYECKON CyOCTaHUUM B FrOCYAapCTBEHHbIA PEECTP JIEKAapCTBEHHbLIX CPEACTB
npeaycMOTPEHHY MyHKTOM 2 Yactn 1 ctatbn 33 Hactosiwero defepansHOro 3akoHa
WMHpopMaLno 1 yBeaomnsiet 06 3ToM B MMCbMEHHOM hopme 3asBUTENS.

Cratba 35. MNoBTOpHOE NpeAcTaBneHne nekapcTBEHHOro npenapaTa, He NpoLuelero
rocygapcTBEHHOM pernctpauuy JieKkapCTBEHHbIX MpenapaTtoB, Ha rocyaapCTBEHHYIO
perncTpauuio riekapCTBEHHbIX NMpenapaToB

lMoBTOpHOE NpeAcTaBneHne B COOTBETCTBYHOLMIN YNOSTHOMOYEHHbIN dheaepanbHbIn opraH
UCMOSTHUTENBHOM BnacTu nekapcTBEHHOro npenapara, He npowegLero
rocygapCTBEHHON perncrpauumn NekapcTBEHHbIX NpenapaToB Uiy NOMyYMBLLErNO OTKa3 B
yKa3aHHOW peructpaummM v BMOCMNEACTBUW MOOBEPTLErocsd WM3MEHEHWMIO B 4acTu ero
cocTaBa, paccmaTpuBaeTCs Kak npeactaBfieHMe HOBOMo NIEKapCTBEHHOro npenaparta Ha
€ro rocygapCTBEHHYIO pPEermcTpauuio He3aBUCUMO OT COXpPaHEHUSs1 €ero NepBUYHOro
HaVMeHOBaHUS.

Cratba 36. O6xanosaHve peleHusa o6 oTkase B Bblgade paspelleHus Ha npoBedeHue
KMMHMYECKUX WCCNeLOoBaHWA JekapCTBEHHOro npenaparta unu pelleHus o6 oTkase B
rocy4apcTBEHHON perncTpaummn nekapcTBEHHOro npenapata

PelieHne COOTBETCTBYHOLLIETO YNOSTHOMOYEHHOr0 denepanbHoro opraHa
MCMOJTHUTENbHOM BriacTy 06 oTkase B Bblga4ye paspelleHnst Ha NPOBEAEHME KITMHUYECKNX
nccnegoBaHW NEKapCTBEHHOrO NpenapaTa unm pelleHme 06 oTkase B rocygapCTBEHHOM
perncTpauum rnekapcTBEHHOro mnpenapata MOXeT OblTb oOXanoBaHO B MNOPSAKe,
yCTaHOBMNEHHOM 3aKkoHoaaTenscTBoM Poccuickon ®enepauuu.

Cratba 37. MWHdopmauus, cBsfidaHHas C  OCYLUECTBIIEHWEM rOCyOapCTBEHHON
perucTpaumvM fekapCcTBEHHbIX MpenapaToB, MWHGopMaunMa O 3aperncTpMpoBaHHbIX
neKapcTBEHHbIX Mpenapatax W JeKkapCTBEHHbIX MpenapaTtax, WCKIYEeHHbIX 13
rocyaapCTBEHHOro peecTpa NekapCTBEHHbIX CPEACTB

1. CooTBeTCTBYIOLLMIA YNONHOMOYEHHbIN dpeaeparnbHblii opraH UCNOMHUTENbHOW BNacTu
pasMellaeT Ha cBoeM odwuvumansHoMm cante B ceTun "UHTepHeT" wuHpopmaumio,
CBSAI3@HHYID C OCYLUECTBMEHWEM TOCYLAPCTBEHHOW pPErncTpaumm NeKapCTBEHHbIX
npenapatoB, B TOM 4UCNe TMpPOBEAEHMEM 3KCNEpPTU3bl NEKAPCTBEHHLIX CPEACTB,
WH(opMaLNI0O O 3aperMcTpMpOBaHHbIX fEeKapCTBEHHbIX Mpenapatax M NnekapCTBEHHbIX
npenaparax, UCKIIOYEHHbIX U3 roCy4apCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeAcTB, He
nosgHee 4Yem u4epe3 nNATb paboymx [HEN CO OHSA MNOSyYeHWst COOTBETCTBYIOLLMM
YNOSIHOMOYEHHBbIM  (befiepanbHbIM  OPraHoOM UCMOSTHUTENBHOM BNAcTU 3asiBNEHUss O
rocyapCTBEHHOW perncTpaunm nekapcTBeHHOro npenapara.

2. Cpoku 1 NnopsaoK pasMeLLieHns yka3aHHOM B YacTu 1 HacTosLen ctaTtbn MHhopmauum
yCTaHaBNMBAKTCS YNOJIHOMOYEHHbLIM doefeparnibHbIM OpraHoOM UCMOJTHUTENBHOW BacTu.

Mnaea 7. KMMHUYECKUE NCCNEOOBAHUA JIEKAPCTBEHHbIX
NPENAPATOB AnA MEOULUHCKOIo NPUMEHEHUA, 1OTOBOP
Ob UX NMPOBEAEHUU, MPABA NMALUMNEHTOB, YYHACTBYIOLLUX
B 3TUX UCCINEAOBAHUAX
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Crartbs 38. KnuHnyeckme nccnegoBaHus JIeKapCTBEHHbIX NMpenapaTtoB AnAd MmeanumnHCKoro
npuMeHeHunsA

1. KnuHudyeckne wuccneOoBaHWA nNeKapCTBEHHbIX npenapaToB AN  MeAULIMHCKOro
NpUMeHeHNs,, B TOM u4uUCNe MeXOyHapodHble MHOrOLEHTPOBble, MHOIOLEHTPOBbIE,
MOCTPEerMcTpaumroHHble, NPOBOAATCSA ANS FOCYAapCTBEHHON PErMcTpaumm nekapCTBeHHbIX
npenapatoB W WHOrO MpedHasHayYeHWs B OAHOW WIM  HECKOSNbKUX  MeOULMHCKMX
opraHu3auusax B COOTBETCTBMM C NpaBunaMu KNUHUYECKON MPaKTUKK, YTBEPXOEHHbIMU
YMNONTHOMOYEHHbIM heeparnbHbiM OpraHOM UCMOMHUTENBHOW BNacTh, COOTBETCTBEHHO B
crieayoLmx Lensx:

1) ycrtaHoBneHve 6e3onacHOCTM FeKapCTBEHHbIX MpenapaTtoB Anst  300pOBbIX
pobpoBonbueB U (MNK)  NEPEHOCMMOCTM UX 340pPOBbIMM  AobOpoBonbuamMu, 3a
UCKIIOYEHMEM TaKkmx MCCreaoBaHU NneKapCTBEHHbIX NpenapaTtoB, NPOM3BeAEeHHbIX 3a
npegenamun Poccunckon ®egepaumu;

2) nopg6op onTMMarbHbIX AO3MPOBOK FEKAPCTBEHHOIO NpenapaTta W Kypca fevyeHus ans
nauueHToB C onpederneHHbIM 3abonesaHVWeM, ONTUManbHbIX A03 U CXEM BaKLMHaUUu
MMMYHOGMOMOrMYECKUMM NEKaPCTBEHHBIMM NpenapaTamy 300POBbIX 40OPOBOSIbLEB;

3) yctaHoBneHue 6e3onacHOCTW NekapCcTBEHHOro npenapara u ero aeKTMBHOCTU ANA
nauneHToB C OnpedenieHHblM 3aboneBaHMeM, NpPodUnakTUYeckon 3ddeKTUMBHOCTHU
MMMYHOBKONOrMYEeCKNX NekapCTBEHHbIX NpenapaToB Ans 300POBbIX 40OPOBONbLLEB;

4) n3y4eHUe BO3MOXHOCTU PaCLUMPEHUS MOKa3aHW ANs MEAMLMHCKOTO NMPUMEHEHUs U
BbISIBMIEHUS  paHEE  HEeW3BECTHbIX MOBOYHbIX  [OENCTBUIA  3apErMcTPUPOBaHHBIX
NekapcTBEHHbIX NpenapaTos.

2. B oTHoweHun BOCMNpOM3BEAEHHbIX NEeKapCTBEHHbIX NpenapatoB ANd MeAUUMHCKOro
NPUMEHEHNs1 MPOBOAATCA NCCNeaoBaHUA BUOIKBMBANEHTHOCTU U (MNN) TepaneBTUYECKOM
SKBMBANEHTHOCTM B MOPSAKE, YCTAHOBIIEHHOM  YMONTHOMOYEHHbLIM  doedeparbHbIM
OpraHoM UCMOSHUTENBHOW BriacTu.

3. OpraHmaaumo nposeaeHna KIMHN4YeCKnXx nccrnepoBaHuin JIeKapCTBEHHOroO npemnaparta
ana MmeguumHCKOro npuMeHeHund BripaBe OCYLLECTBIATL:

1) paspaboTumk niekapcTBEHHOro nNpenapara Unmn ynoriHOMOYEHHOE UM NULO;

2) obpasoBaTerbHble yYpeXaeHNs BbICLLIEro NPOdeccUoHanbHOro obpa3oBaHms 1 (Unum)
obpasoBaTesibHble YYpexaeHUs AONONHATENBHOMO NPO(ECCUMOHaNLHOro 06pasoBaHns;

3) Hay4HO-UccneagoBartesibCkMe opraHn3aunn.

4. KnuHuyeckme wccrnefoBaHWS NEKapCTBEHHbIX MpenapaToB Ans  MeAUUMHCKOro
NPYMEHEHNs1 MPOBOAATCA B MOpsSAKe, yCTaHOBMNEHHOM cTaTbsaMu 20 - 22 HacTosLero
depepanbHOro 3akoHa, Ha OCHOBAHWM pas3pelleHMst Ha MpoOBeAEHME KITMHUYECKOro
nccneaoBaHust nekapcTBEHHOro npenapara, BblAaHHOIO YNOMHOMOYEHHbIM
denepanbHbiM  OpraHoOM  UCMOSMHUTENBHOW BNacTu, B COOTBETCTBUM C  UEeNnamu,
yKasaHHbIMM B 4acTu 1 HacTosdllen cTtaTtbU. YNONHOMOYEHHLIN defeparbHblid opraH
WCMOJTHUTENBHOM BracTM BedeT pPeecTp BblAaHHbIX paspelleHnii Ha npoBegeHune
KITMHUYECKMX UCCneaoBaHWI NekapCTBEHHbIX NpenapaToB, COAepXKaLlMi yKkasaHme Ha Ux
uenb Unun uenu, B yCTaHOBNEHHOM 3TUM OpraHOM MopsifgKe.

5. B cny4ae ocyLecTBneHNs rocy4apCTBEHHON perncTpaumnn nekapCTBEHHOro npenapara
rocyfapCTBeHHasa MOLUNUHA 3a MpOBeAEeHWe 3KCNepTU3bl JOKYMEHTOB AN MOnyyYyeHus
paspeLleHnin Ha NpoBeAEHME KIMHUYECKUX UCCREeNOBaHUN NekapCTBEHHOro npenaparta
AN MeOUUMHCKOTO MNPUMEHEHWST W 3TMYECKOM 3KcnepTusbl npu  obpalieHun 3a
rocygapCTBEHHON pernctpauven nekapcTBEHHOro npenapaTta B COOTBETCTBUM C LENbHO
mnnun uenamu, ykadaHHbiMu B 4actu 1 HaCTOFlLLI,eI7I CTaTbW, ynnadynBaeTcAa OgHOKPATHO.

6. K opraHm3auun npoBeaeHus KNMHUYECKMX MCCNeoBaHW NekapCcTBEHHOro npenapaTa
AN MEeOULMHCKOrO MpUMEHeHns pa3paboTumkom NekapCTBEHHOro npenapaTta MoryT
npuBnekaTbCs topugudeckne nuua nobon opraHM3aumoHHO-NPaBoBON POPMbI  MpU
ycnosun obecnedeHuss COOTBETCTBUSA ITUX UCCrefoBaHUn TpeboBaHMAM HaCTOsLLEero
®epepanbHOro 3akoHa.
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7. KnuHunyeckme wuccrneqoBaHUSA MEeKapCTBEHHbIX MNpenapatoB Afns  MeAULUHCKOro
npuMeHeHuaA npoBoadATcA B MeaANLUMNHCKUNX opraHu3aumsx, akKkpeaAnToBaHHbIX
YMONTHOMOYEHHbLIM ~ dhefiepanbHbIM  OPraHOM  WCMOSNHUTENBLHOW Bnactu B MOPSAAKe,
ycTaHoBrneHHoM [MNpasutenscTBom Poccunckon ®epepaunm.

8. lNepeyeHb MeaOMUMHCKMX OpraHusauui, UMEKLUX NpaBo MPOBOAUTL KIUHUYECKue
nccnegoBaHUs fNekapcTBEHHbIX NpenapaToB 4S9 MEAULMHCKOrO NPUMEHEHUS, U peecTp
BblJAHHbLIX pas3pelleHnii Ha NMPoBeAEeHNE KIMMHUYECKUX WUCCIefOBaHUM NeKapCTBEHHbIX
npenapatoB ONybnMKOBLIBAOTCA M pas3MeLLaloTCs YNOMHOMOYEHHbIM dedeparibHbIM
OpraHoM MWCMNOMHWUTENbHOW BNAcTU B YCTAHOBMEHHOM WM MNOPSAKE Ha CBOEM
oduuymnanbHoOM cante B ceTn "MIHTepHeT".

Cratba 39. MexagyHapogHOe  MHOrOLEHTPOBOE  KMMHUYECKoe  uccrefoBaHue
nekapcTBEHHOro npenapara Ansg MeguuMHCKOro NPUMEHEHUs N NOCTPErMcTpauUmMoHHOe
KNMHUYecKkoe  UcCrnedoBaHMe  fekapCTBEHHOro  npenapata and  MeAUUUHCKOro
npuMeHeHns

1. MexayHapogHOe MHOroOLEHTPOBOE KIMHWYECKoe WCCnefoBaHWe IeKkapCTBEHHOro
npenaparta ang MeauUUHCKOro npumeHeHus Ha Tepputopumn Poccuickon ®egepauun
UV NOCTPErncTpaLmMoHHOE KMMHUYECKoe UccrnefoBaHne nekapcTBEHHOro npenapara ans
MeOUUMHCKOro NPUMEHEHUS NPOBOAUTCH HAa OCHOBaHUWM paspelleHust Ha npoBedeHue
KIMMHMYECKOro UccrneaoBaHus fiekapcTBEHHOro npenapara, BblAaHHOMO YNOMHOMOYEHHbIM
degepanbHbIM - OpraHOM  WCMOMHMTENbHOW BRAcTM MO pesynbTatam 3KCNepTusbl
OOKYMEHTOB, HeobxoauMMblX  Afs  MONydeHUs  paspelleHns Ha  npoBedeHue
MEeXOYHapOAHOINO0  MHOTOLEHTPOBOrO  KIMHWMYECKOTO  MCCRefoBaHns NekapCTBEHHOrO
npenapara Mnu NOCTPErMcTPaLMoOHHOIO KIIMHUYECKOro WCCedoBaHWs fekapCTBEHHOro
npenapara, ¥ 3TU4eCKON 3KCNEPTU3bI.

2. OAns nonyyeHus paspelleHus Ha MNpoBedeHWEe MeXAYHapOAHOro MHOIOLIEHTPOBOIO
KMMHUYECKOrO  UCCredoBaHUA  NekapCcTBEHHOro npenapata Ans  MeAWMUUHCKOro
NPUMEHEHNS UM NOCTPErncTPaLMOHHOIO KIIMHUYECKOTO UCCIeAoBaHUsi NIeKapCTBEHHOMO
npenaparta Ans MeauUMHCKOrO NMPVMMEHEHUS B YMONTHOMOYEHHbIV dhedeparnbHblii opraH
WCMOSTHUTENBHOW BacTy 3asiBUTENb NPeaCTaBrisieT:

1) 3asBneHMe O Bbljdavye paspelleHnss Ha  MNpoBedeHMe  MeXOyHapoOHOro
MHOFOLIEHTPOBOrO  KMMHWYECKOro MCCMeaoBaHUss MeKapCcTBEHHOro npenapata  Ans
MEOULIMHCKOTO MPUMEHEHUS UNN NMOCTPErMCTPaLMOHHOIO KIMHUYECKOro UCCneaoBaHus
nekapcTBEHHOro npenapara ans MeauLMHCKOro NpUMeHeHUs:;

2) [OOKYMEHT, noATBEPXAAKLWMN ynnaTty rocygapCTBEHHOM MOLWMUHBbI 3a Bblgady
paspelleHus Ha npoBefeHue MeXOYHapoOoHOro MHOrOLEHTPOBOrO  KMMHUYECKOro
nccrnegoBaHNa neKkapCTBEHHOro npenapaTta and MeauMUMHCKOro MNPUMEHEHUA  Unn
rocygapCTBeHHON NOLLMUHBI 3a Bblgavy paspeLleHus Ha npoeeaeHne
NOCTPErNCTPALMOHHOIO KIMHMYECKOTO MCCrefoBaHWUs NeKapCTBEHHOro npenapata Aans
MEOULMHCKOro NPUMEHEHNS;

3) oT4eT O [OOKMMHUYECKUX WCCNEeAOBaHUAX IEKapCTBEHHOro CpeAacTBa M OT4YeT O
NPOBEAEHHbIX paHee KIMHUYECKUX WUCCRefoBaHUSAX JIEKApPCTBEHHOro npenaparta Ans
MeOULMHCKOro NpUMEHeHUs (Npy Hanu4um);

4) NpoekT MNpPOTOKOMa KIMHUYECKOTO WCCIEeLOBaHWA NEeKapCTBEHHOro npenapata Ans
MeOULMHCKOrO NPUMEHEHUS;

5) 6poLutopy nccrnegoBaTens;

6) MHPOPMALMOHHBIN NIMCTOK MauMeHTa, Y4acTBYIOLLENO B KIMHUYECKMX MCCReaoBaHUsX
neKapcTBEHHOro npenapara a5t MeAULMHCKOTO NPUMEHEHNS;

7) cBefeHus o6 onbiTe paboThbl UccnegoBaTesneil N0 COOTBETCTBYHOLMM CleunanbHOCTSM
N UX onbITe paboThbl MO NPOBEAEHUIO KITMHUYECKUX UCCNEA0BAHUIA;

8) konun [JoroBopoB 00653aTENbHOrO CTPaxOBaHUS >KU3HM, 300POBbs MNALMEHTOB,
Yy4YaCTBYHOLIMX B KIIMHUYECKMX WCCNEAOBaHWUSIX JIEKAPCTBEHHOro npenapaTta Ans
MEANLIMHCKOTO NPUMEHEHNS;
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9) MHGOpPMaLMIO O COCTaBe JNIeKapCTBEHHOIO NpenapaTa Ans NoSlyYeHns paspeLleHnst Ha
npoBedeHMe  MeXOyHapoOHOrO  MHOFOLEHTPOBOIO  KIMUHWYECKOTO  MCCreaoBaHust
nekapcTBEHHOro npenapara Ans MeaLUUHCKOro NPUMeHEeHMS.

3. B cpok, He npeBbiaoWwmi natn paboumx gHen Co AHA NPUHATUS YKa3aHHOTO B NyHKTE
1 vacTu 2 HacTosieh cTaTbu 3as\BMeHUss U HeobXxoOaMMbIX  [OOKYMEHTOB,
YMOMHOMOYEHHbIN dheaeparnbHbll opraH UCMOMHUTENbHOW BNAacTu:

1) npoBoAMT nNpPOBEPKY MOMHOTbI WM AOCTOBEPHOCTM CBEAEHUW, COAEpXalMxcs B
npeacTaBneHHbIX 3asiBUTENEM JOKYMEeHTax;

2) NpUHUMaEeT pelleHVe O TpPOBEdEeHUN 3IKCTepTU3bl OOKYMEHTOB Ans MOnyYeHust
paspelleHnss Ha npoBedeHUMe MEeXOYHApPOAHOr0 MHOTOLIEHTPOBOIO  KIMMHWUYECKOro
nccrnenoBaHNA NekapCTBEHHOro npenapaTta Ans  MeOUUMHCKOTO MPUMEHEHUS  UNu
NOCTPErMcTPaLUMOHHOIO KIMMHUYECKOTO UCCredoBaHUa NekapcTBEHHOro npenaparta Aans
MEAMLMHCKOrO MPUMEHEHUsST 1 3TUYECKOW JKCmepTusbl NMMbo o6 oTkaze B MpoBeaeHUU
yKasaHHbIX 9KCMepTus;

3) yBegomnsieT B MUCbMEHHOWN chopMe 3asiBUTENS O MPUHSTOM PEeLUeHUM UNu B criyyae
NPUHATUS pelleHnst 06 0TKase ¢ ykasaHMeMm NPUYKH Takoro oTkasa.

4. OcHoBaHWeM Ons oTkasa B MpOBEOEHUWM 3IKCMepTM3bl JOKYMEHTOB AN MOSyYeHus
paspelleHns Ha MpoBedeHWe MeXOyHapOAHOTO  MHOTFOLEHTPOBOIO  KIMHUYECKOro
UCCrefoBaHUsA IeKkapCTBEHHOro npenapata Ansg MeOWUMHCKOrO MPUMEHEHUs  UIu
NOCTPErMCTPaLUMOHHOIO KIMHUYECKOro MCCNeaoBaHWUs fekapCcTBEHHOro npenapata Ans
MEOMLMHCKOTO MPUMEHEHNS W 3TUYECKOW JKCMepTusbl SBMASETCS npeacTaBreHune
AOKYMEHTOB, MPedyCMOTPEHHbIX 4acTblo 2 HacToOsLEN CcTaTbW, B HEMONHOM obbeme
nnbéo oTcyTcTBME B MpeAcTaBrfeHHbIX AOKYMEHTaxX ucdepnbiBaloLwWwero nepeyHsi
HeobXoAMMbIX CBeAEHUIN U Hpopmaunn, KoTopble A0MKHbI OblTb OTPaXXeHbl B HUX.

5. MNMpoBeneHue akcnepTUsbl JOKYMEHTOB ANS NONydYeHUss paspeLleHnsa Ha npoBefeHue
MEXOYHApOAHOINO  MHOTOLEHTPOBOIO  KIIMHWYECKOTO WCCNefoBaHWsl  NeKapCTBEHHOMO
npenaparta onsi MeAULUMHCKOIO MPUMEHEHUSI UM NOCTPErNCTPALMOHHOIO KIMHUYECKOTO
uccnegoBaHMs  NIEKApCTBEHHOrO npenapata  Ansi  MeAMUMHCKOrO MPUMEHEHMS W
3TUYECKON 3KCMEepPTM3bl M Bbldaya paspelleHuss Ha npoBedeHMEe MeXOyHapOL4HOro
MHOTOLEHTPOBOIO  KNMMHUYECKOrO0 WMCCNEeAOBaHUS NeKapCTBEHHOro mnpenapata Ans
MEOULMHCKOrO MPUMEHEHUS UM NOCTPErMcTPaunNoHHOIO KIMHMYECKOro MccregoBaHus
NEeKapCTBEHHOro npenapata Ans MeOULUHCKOTO MPUMEHEHUs OCYLLECTBIISAIOTCA B
nopsiake, ycraHoBreHHom ctatbsimn 20 - 22 HacTodawero PenepansHOro 3akoHa.

6. PeweHna 06 oTkasze B NpoBeOEeHUM IKCMEPTM3bl [AOKYMEHTOB Afs MOnyvyeHus
paspelleHns Ha MpOBEAEHNE MEXOYHAPOLHOTO MHOTFOLEHTPOBOIO  KIIMHWUYECKOrO
UCCrefoBaHUSA JeKapCTBEHHOrO Mnpenapata Ans MeOWUMHCKOrO MPUMEHEHMS  UIu
NOCTPErnCTPaLMOHHOIO KINMHUYECKOro MCCreaoBaHWs NekapCTBEHHOro npenapata Ang
MeAULMHCKOIro rnpuMeHeHuna wun 3TUYECKOMN 9KCNepTn3bl U B BblAaye pas3pelleHna Ha
NnpoBedeHMe  MeXOyHapo4HOrO0  MHOTOLIEHTPOBOMO  KIIMHMYECKOTO  MUCCIeAoBaHus
neKkapCTBEHHOIO npenaparta ang MEeOULMHCKOTO NPYMEHEHNS nnm
NOCTPErncTpaunMoOHHOIo KIMHUYECKOro unccrieqoBaHuda JnekapCTBeHHOro npenapara Aand
MeaULUMHCKOro npuMeHeHua MoryTt ObITb OOXanoBaHbl B nopsaake, ycTtaHOBJIEHHOM
3aKkoHoaatenbcTBoM Poccuinckon denepaumn.

Cratbs 40. HPOBED,GHVIE KIMMMHNYECKOro nccneagoBaHuna nekapCcTtBeHHOro npenapara Aand
MeaULUMHCKOro npuMmeHeHns

1. PykoBoauTenb MeAWLUMHCKOW oOpraHusauuu, KoTopasi MpoBOAUT  KNMHUYECKoe
nccnegoBaHMe NekapCTBEHHOMO npenaparta ansg MeanuMHCKOro NpuMeHeHUs!, HasHavaeT
nccnegosartensi, OTBETCTBEHHOrO 3a MPOBEAEHUE Takoro WUCCReAOBaHUA M UMEHLLEro
neyebHylo  cneumanbHOCTb, COOTBETCTBYIOLLYIO  MPOBOAMMOMY  KITMHUYECKOMY
nuccnegoBaHUIO NekapCTBEHHOro Mnpenapata, Co Ccraxem paboTbl MO nporpammam
KITMHNYECKMX UCCIedOBaHNA NEeKapCTBEHHbIX NPenapaToB He MeHee YeM NsATb NeT U Mo
ero nNpeasiokKeHnto HasHavyaeT couccrnegoBaTenen U3 yucrna Bpayvyen 3ToM MeauLMHCKON
opraHusauumn.
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2. Wccneposatenb ocyulecTBndeT Bbl60p naunmeHToB, KOTOpble No MeguUMHCKUM
nokasaHnam MoryTt ObITb npueried4eHbl K y4acCcTuio B KIMMHUYECKOM uccrnenoBaHun
NeKapCTBEHHOro npenapara anda meamumHCKOro npuMeHeHu4.

3. WNccneposatens 1 couccrneaoBaTenu A0MKHbI ObiTb O3HAKOMIEHbl C peaynbTaTtamu
JOKMVHUYECKOTO  UCCReaoBaHUs NeKapCTBEHHOro CPeacTBa, CcoAepKallMmMucs B
Gpolllope  uccriefoBaTtens, MNPOEKTOM MPOTOKONa  KMUHWYECKOro  MccreaoBaHus
nekapcTBEHHOro nMpenapata And  MeOWULMHCKOTO  MPUMEHEeHMsl, pa3paboTaHHbIM
paspaboTynMKkoM rleKapCTBEHHOro npenapata WM WHbIM  IOPUONYECKUM  NIMLIOM,
npuenekaembiM K  OpraHu3auuMu  NpPoBedeHWs  KMMHWYECKOro  UCCreAoBaHus
neKkapcTBEHHOro npenapara Ans MeauUMHCKOTrO NPUMEHEHUs, U APYriMMKU MaTepuanammu
TaKoro uccregoBaHus.

4. OpraHusauuu, OCYLLeCTBASKOLWME OpraHM3auuio  NPOBEeAEHUs  KITMHUYECKOro
nccrnegoBaHna NekapcTBEHHOro npenapata  Ans  MeAMUUHCKOrO  MPUMEHEHUst WU
ykasaHHble B 4Yactu 3 cTtaTbum 38 HacTosiwero ®PegepanbHOro 3akoHa, B criyyae
HEeoOXOOMMOCTU BHECEHMSI WU3MEHEHWW B TMPOTOKOM KIMHUYECKOrO WCCReaoBaHUA
nekapcTBEeHHOro npenaparta Ans MeOMUMHCKOro npuMMeHeHMst cooblialoT 06 3ToM B
YNONMHOMOYEHHbIM  beaepanbHbli  OpraH  UCMOMNHUTENBbHOW  BRacTv,  BblAaBLUUNA
paspelleHne Ha NpoBeaeHNe Takoro uccrenoBaHus.

5. B cpok, He npeBblwaowmi Tpuauatn paboumx gHen co OHS NOMyYeHWst yKasaHHOro B
yactTm 4 HacTosilen cTaTbyM COOOLUEHUS, YNONMHOMOYEHHbIW dhefepanbHbli  opraH
WCMOSHWTENBHOW BNAcTu paccMaTpuBaeT 3TO COObLLeHNEe B yCTAHOBIEHHOM MM MOPSAAKe
U NPUHUMAET peLleHne 0 BHECEHUN U3MEHEHWUI B MPOTOKON KMMHUYECKOro NCCreaoBaHnA
nekapcTBEHHOro mnpenapata Ans MEeOUUMHCKOrO MpumeHeHus unm ob oTkase BO
BHECEHUN TakNX U3MEHEHUN.

6. KnuHuyeckoe wuccnegoBaHMe nEKapCTBEHHOTO Mpenapata Ans  MeaWLMHCKOro
NPUMEHEHNsT MOXeT ObITb MPMOCTAHOBIIEHO MW MpPEeKpalleHo, ecrim B npouecce ero
nposeaeHunsa o6Hapy>KeHa OonacHOCTb And XWU3HWU, 300pOoBbA NaALUEHTOB. B cny4vae
BO3HUKHOBEHUSI OMAacCHOCTU AN JKM3HW, 300pOBbS MALMEHTA, Y4acTBYKOLLErO B
KNMUHUYECKOM  UCCNefoBaHMM  NeKapCTBEHHOro  npenapata Ans  MeauuMHCKOro
NpMMEHeHNs, nccriegoBaTenn 00s3aHbl NPOMHGOPMUPOBATL 00 3TOM PyKOBOAWUTENS
MeANLNHCKOM opraHusauum " opraHusauumto, NOMy4YnBLLYIO paspelueHue
YNOMHOMOYEHHOro dpeepanbHOro opraHa WMCNOMHUTENBHOW BMAAcTU Ha OpraHu3auuio
npoBeaeHNs KIMMHUYECKOro WCCRNeAoBaHUSA nekapcTBEeHHOro npenaparta. PeweHue o
NPUOCTAHOBIIEHNN  KITMHUYECKOrO MCCMNeAoBaHWA NEeKapCTBEHHOrO npenaparta Ans
MeAULUMHCKOro npuMmeHeHuda npuHMMarT pyKoBOAOUTENb Me.lJ.I/ILI.I/IHCKOVI opraHusaummn u
(nnn) opraHusaumsa, nony4ymBLLas paspeLleHre ynonHoOMoYeHHoro dheepansHOro opraHa
WCMOSNTHUTENBHOW BRacTV Ha OpraHvM3auuio NpPOBEAEHUs KMMHUMYECKOrO WCCrneaoBaHUS
nekapCTBEHHOro npenapata Ans MeAULUMHCKOrO NPUMEHEHWS, PELLEHNE O MPeKpaLleHnm
Takoro  uccredoBaHWa  MpuMHMMaeT  YNOSTHOMOYEHHbIM  doedepanbHbli - opraH
WUCMONMHUTENBHOM BNacTM Ha OCHOBaHUMM COOOLEHWss B MNUCbMEHHOM  opme
pykoBoauTensa MeLI,VILI,I/IHCKOVI opraHusaumn nnn opraHmsauud, nonyymsellaa pa3pelleHune
YMOSTHOMOYEHHOIO d)eeparnbHOro opraHa WCMONHUTENbHOM BracTU Ha oOpraHv3aumio
NpoBedeHNsT  KIMHWYECKOrO  UCCrefoBaHUs  NEeKapCTBEHHOro  npenapata  Ans
MeaULMHCKOro npumMeHeHn4.

7. B cpok, He npeBblialWuin natn paboumx [OHEN Cco OHA  3aBepLUEHUs,
NPUOCTAHOBMNEHUST UNN MpeKpaLLleHUst KNMMHUYECKOrO UccneaoBaHust NeKapCTBEHHOro
npenapata Aans MeOUUWHCKOTO MNpUMeHeHus, coobueHne o6 3Tom HamnpaBnsertcd
opraHusaumsammn, ykazaHHbiMu B Yactu 3 ctatbu 38 HacTosiwero deaepanbHOro 3akoHa, B
YMONTHOMOYEHHbLIN dhefepanbHbIi OpraH UCNOTHUTENBHOM BNAacTX N0 YCTaHOBMEHHOW UM
dopme.

8. dopma cooblieHnss O 3aBeplUeHUN, NPUOCTAHOBMEHUMM UMM  NpeKpaLlleHun
KIMMHUYECKOrO  UCCnedoBaHMst  NEeKapCTBEHHOro npenapata Ansg  MeauLMHCKOro
NPUMEHEeHNs1 A0SHKHA coaepaTb:

1) WHopMaUMIO O MEOULMHCKOW OpraHu3aumMm unM MeOuLMHCKUX OpraHu3aumsx,
NpoBOAMBLLMX AaHHOE UCCNenoBaHue;

2) onncaHme gaHHOoro nuccriegoBaHuA,
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3) naHHble muccnepoBatensa (pamunus, ums, OTYECTBO, MECTo paboTbl, 3aHMMaemas
OOJDKHOCTb, cneunanbHOCTb, nepevYeHb KIMMHUYeCKUX MCCHeﬂOBaHMVI NeKapCTBEHHbIX
npenapatoB, B KOTOPbIX OH MNPUHUMan y4actve (nepuobl y4yacTusi) B KayecTBe
nccnenoBaTensi Unu conccnenoBaTens);

4) pesynbTaT [aHHOrO WccnedoBaHWst  (3aBeplUeHWe, MpPUOCTaHOBMEHWE UMK
npekpaleHne 4aHHOro UCCNedoBaHWs C ykasaHWeM X MPUYMH U BIUSIHUSI HA OLEHKY ero
pe3ynbTaTtoB, OOLWY OUEHKY pucka W OXuaaemol nomnb3bl OT  MNPUMEHEHMS
uccrnegyeMoro nekapCcTBEHHOro npenaparta, a Takke npegnonaraemble ganbHenluuve
AencTBus).

9. YNoNHOMOYEHHbIN heaepanbHbIi OpraH UCMOMHUTENbHOW BracTu onybrnmnkoBbIBaET U
pasmellaeTr Ha cBoeM odumumanbHoM cante B cetu "UHTepHeT" cooblueHne o
3aBEpLUEHUN, TMPUOCTAHOBMEHNA WIU MpeKpalleHMM KIMHUYECKOro UccrneaoBaHus
NeKkapCcTBEHHOro npenapara gns MeAULUMHCKOro MPUMEHEHUS B CPOK, HE NMPEBLILIAOLLMNA
nATM pabdounx OQHEN co AHSA ero Nony4YeHusl, B yCTaHOBIIEHHOM UM NMopsigKe.

10. YNONHOMOYEHHbIN hefepanbHbIi OpraH WCMOMHUTESNIbHON BnacTM OCYyLWecTBRAseT
BeeHNe peecTpa wuccrnegoBaTernien, NpPOBOASLIMX WU MPOBOAMBLLUX KITMHUYECKME
nccnegoBaHMa  NEKApCTBEHHbIX MpenapaToB AN  MEAUUMHCKOro MNPUMEHEHWs, B
COOTBETCTBUN C YTBEPXAEHHbIMA WM MpaBunamuM W pasMeliaeTr ero Ha CBOEM
odmumansHom cante B ceTn "MHTepHeT" B YCTaHOBMIEHHOM WM MNopsake. YKasaHHbIN
peecTp CoOepXMT WHopmMauuo, NpegyCMOTPEHHYK NMyHKTOM 3 yactn 8 HacTosiwen
crartbu.

11. OT4YeT 0 pesynbTaTax KMMHUYECKOrO MCCreaoBaHusl NIEKAPCTBEHHOIO npenaparta ans
MeaULMHCKOro NMPUMEHEHMs1 COCTaBNSIETCS OpraHusauuei, ykasaHHon B Yactu 3 ctatbu
38 Hactosiwero ®denepanbHOro 3akoHa, Ha OCHOBAHWUWM 3aKMIOYEHUN MeOMLMHCKUX
opraHusauuii, NPOBOAMBLUMX 3TO UCCreaoBaHUe, U NPeACTaBnseTCs B YNONHOMOYEHHbI
denepanbHbIN opraH UCMONMHUTENbHONM BRacTW, BblAaBLUUA paspelleHne Ha npoBeaeHne
3TOro UccrnefoBaHusl, B CPOK, HE MPEeBbILLALLINIA TPEX MECSALEB CO OHS €ro 3aBepLUeHNs,
I'IpI/IOCTaHOBJ'IeHI/Iﬂ nnn I'IperaLIJ,eHI/Iﬂ, B I'IOpFl,EI,Ke, yCTaHOBJ'IeHHOM yI'IOJ'IHOMO‘-IeHHbIM
denepanbHbIM OpraHOM UCMONMHUTENBLHOW BNacTu.

12. HapyweHvue npaBun KIAVMHWYECKOW MpakTukK, danbcudukauma pesynbTaTtoB
KNMHUYECKOTO  MCCMedoBaHMs  JIEKApCTBEHHOro npenapata Ans  MeLMUUHCKOro
NPUMEHEHNs1 BNeKyT 3a cobom OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaumm.

13. lpn npoBefeHMN KIMHUYECKOrO MCCreaoBaHUA feKapCTBEHHOro npenapaTta Aans
MEOVLUMHCKOTO MpPUMEHEHUs1 JonyckaeTcsa 3abop Yy nauueHtoB  Buonornveckmx
MaTtepuanoB (obpasubl GMONMOrMYECKUX XMAOKOCTEW, TKaHEW, CEeKPEeTOB W NPOAYKTOB
XN3HEOEATENbHOCTN YerioBeka, (U3NONOIMYEeckUX W naTonorMyecknx BblOeneHun,
Ma3KoB, COCKOOOB, CMbIBOB, MMWKPOOPraHM3moB, OWOMNCUMHBLIN MaTepuan) and wux
n3yyeHnst Ha Tepputopumn Poccuiickon Pegepaumm n (Mnuv) 3a npegenamu Tepputopun
Poccuiickon ®epepaumm.

14. MNopsapok BBO3a Ha TeppuTtoputo Poccuiickon depepauumn n BbIBO3a 3a npegensl
Tepputopun Poccuiickon Pepepaumm Gronormyecknx mMartepuarnos, MOJYYEHHbIX Mpu
NpOBEAEHMN  KIMHUYECKOrO  WUCCMEeOBaHUA  NEeKapCTBEHHOro  npenapata  Ans
MeOULMHCKOrO  MpUMeHeHusi, ycTaHaBnueaeTca  [lpaButenbcTtBOM  Poccuinckon
depepaunn.

Cratbs 41. ,D,OFOBOp O npoBegeHnn KrnHN4eckoro wuccrnegoBaHuna JeKapCTBEHHOIo
npenaparta anda MmeguunHCKoro npumMmeHeHua

1. KnuHuyeckoe wuccneposaHue NleKapCTBeHHOro npenapata Aana MeguunHCKoro
npuMeHeHna npoBognUTCcA B COOTBETCTBMM C OOroBopomMm O npoBeaeHun KrMHMn4eckoro
ncenengoBaHnda  NiekapCTtBeHHOro npenapata Agnd MeanUMHCKOro NnpUMEeHeHnA,
3aKrn4yaemMbiM  MeXay opraHmsau,VleVl, FIOJ'Iy‘-IVIBLIJGVI paspewieHne  ynosiHOMO4YeHHOro
(be,qepaanoro OopraHa MCMOMNHUTENBHON BRacTu Ha opraHu3auumio npoeeaeHna Takoro
nccnegoBaHna, U MeauLMHCKON opransaLu/leﬁ, OcyI.I.LeCTBJ'IFll'OLIJ,eIZ npoesegeHmne Takoro
ncenenoBaHuA.
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2. ,D,OFOBOp O npoBegeHnn KInnMHN4YeCcKoro nccrnenoBaHnd nekapCTtBeHHOro npenapara and
MeaULMHCKOro npumMmeHeHna goJNKeH cogepxXaTtb:

1) ycnosua N CpOKK npoBeaeHna aHHOro nccriegoBaHus;
2) onpeneneHune obuen ctonmocTtun nporpamMmmbl OaHHOINo uccneaoBaHuA C ykasaHuem
CYyMMbl, npenHasHaqarou.l,eMcq Anga BbINNaT uccnegoBartenam, comccrnenoBaTtendam,;

3) onpepeneHne dOpMbl NpeacTaBfeHNs pesynbTaToB AaHHOIO WCCNefoBaHus B
YNONHOMOYEHHbIV dpefepanbHbIi OpraH UCMONTHUTENbHOW BNACTU.

Cratbsa 42. ®unHaHcoBoe obecneyveHne KIMHUYEeCKOro WMccreaoBaHust JleKapCTBEHHOIO
npenaparta anda meguunHCKoro npumeHeHua

duHaHcoBoe obecneyeHne KIMHUYECKOro WMCCneAoBaHUSA fEeKapCTBEHHOro npenapaTa
ANst MeOMLUHCKOrO MPUMEHEHMS OCYLLIECTBINSETCA 3a CYET:

1) cpeacTB dheaepanbHoro ompkeTa;

2) cpecTB opraHusauumii, MONMyYMBLUMX paspeLleHne Ha opraHusauuio npoBeaeHus
AaHHOro MCCNedoBaHUsl, B COOTBETCTBMU C YCMOBUSIMM JOTOBOpA O €ro NpoBeAeHnM;

3) MHbIX He 3anpeLLeHHbIX 3akoHoaaTenbCTBOM Poccuiickon defeparmm UCTOYHUKOB.

Cratbsa 43. I'IpaBa nauyneHToB, y4yacTByrwWMX B KIIMHWYECKOM UcCCneanoBaHUn
NleKapCTBEHHOro npenaparta and meguunHCKoro npuMeHeHuna

1. Yyactve nauveHToB B KNUHWUYECKOM UCCreaoBaHun NleKapCTBEHHOro npenaparta and
MeOULMHCKOIro NnpuMmeHeHnA ABNAeTCA ,CI,O6pOBOJ'IbeIM.

2. TMauMeHT unM ero 3akOoHHbIN npeacTtaBuTens JomkeH OblTb WH(OpPMUMpPOBaH B
nMcbMeHHoN dopme:

1) O nekapcTBEHHOM npenapaTe Ans MEAMLMHCKOrO TMPUMEHEHUS U CYLLHOCTU
KMUHUYECKOro UCCReaoBaHnsl 3TOro NekapcTBEHHOro npenapaTa;

2) o 6e3onacHOCTU nekapCTBEHHOro npenaparta Ans MeaWLUMHCKOrO MPUMEHEHUs, ero
oxugaemon apHEKTUBHOCTU U CTENEHM pUCKa AN NaUMEeHTa;

3) 06 ycrnoBusx yyacTusi maumeHTa B KIMHUMYECKOM WCCReAOoBaHWM JeKapCTBEHHOTO
npenaparta ana MeauLUMHCKOro NpUMeHeHs;

4) o uenu wunM UenaX U NPOAOIMKUTENBbHOCTU  KIIMHUYECKOro  UccreaoBaHus
nexkapcTBEeHHOro npenapara ans MeauLUMHCKOro NpuMeHeHus:;

5) o penctBuax nNauMeHTa B Cryyae HenpeaBuUAEHHbIX 9PdEKTOB  BANSHUSA
NEKapCTBEHHOro npenapata Ans MeOUuUMHCKOTO MPUMEHEHUS Ha COCTOSIHME €ero
3[10pOBbS;

6) 06 ycrnoBusix 0683aTeNbHOro CTPaxoBaHUs XXU3HW, 340P0BbS NALUEHTA;

7) O rapaHTuax KOH(bI/IﬂeHLI,VIaﬂbHOCTI/I y4yactua nauneHTa B KIMMHUYEeCKOM mnccnenosaHnn
NeKapCTBEHHOro npenapara anda meamumHCKoro npuMeHeHu4.

3. [obGpoBonbHOE corfacue nauveHTa Ha y4yacTMe B KIMHWYECKOM MCCredoBaHun
nekapcTBEHHOro npenapata AN MeOWUMHCKOrO NPUMEHEHWUs NOoATBEepXOaeTcsl ero
NOAMUCBLIO UM NOAMUCHI0 ero 3aKOHHOMO NMPEeACTaBUTENs Ha MHAOPMAaLNOHHOM FUCTKe
nawumeHTa.

4. MNaumeHT Unn ero 3aKoHHbIN npeactaBuTesib UMeeT NpaBO O0TKa3aTbCA OT y4aCTuUA B
KIMNHNYECKOM ncecnengoBaHnMM - nekapCTtBeHHOro npenaparta Aansa MeauLUMHCKOro
NMPUMEHEHNA Ha nobon ctagun npoBeaeHnAa Takoro nccrneaoBaHus.
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5. [llpoBegeHne KAMHMYECKOrO WUCCNEOOBaHMSA NEKapCTBEHHOro npenapata Ans
MEOVLUMHCKOIO MPUMEHEHUS C y4acTMeM B Ka4yecTBe MauMeHTOB AeTel [onycKaeTcs
TONbKO C cornacusi B NMUCbMEHHON hopMe UX poauTenen, ycbiHoBuTenen. [etn moryt
paccmMmaTpmnBaTbCA B Ka4eCTBe NoTeHUMarlbHbIX NauMeHTOB Takoro nccrnenoBaHuaA, ToNbko
ecrnM ero nposegeHve HeobOXOAMMO [AOnA  yKpenneHus 340poBbsS  AeTen  unu
NPOoMUNaKTUKM MHAEKLMOHHBLIX 3aboneBaHnii B OETCKOM BO3pacTe nMbo ecnv Lenbio
Takoro WccrnefoBaHusl SBMSIETCS MOMyYEeHVWE [aHHbIX O Haunydlen [O03UpOBKe
NeKkapCTBEHHOro Npenaparta g neyeHns geten. B aTux cnydasix Takomy nccrnegoBaHuio
AOMKHO MpeLlecTBoBaThb KNMHUYECKOe MccriegoBaHne nekapCTBEHHOro npenapaTa ansg
MEeANLIMHCKOro NPUMEHEHNsI Ha COBEPLLEHHONETHUX rpaXaaHax.

6. 3ar|peu.LaeT09| nposeaeHne KnnmHN4Yeckoro nccrnenoBaHna nekapCTtBeHHOro npenaparta
ana MmeguumHCKoOro npuMeHeHuna ¢ ydactmem B Ka4ecTtee nayeHTOB:

1) peTen-cnpoT 1 geTen, ocTaBlmxca 6e3 noneveHus poautenen;

2) XEeHLWuH B nepunoa 6epeMeHHOCTI/I, XeHLWKnH B nepuo rpyaHoro BCKapmMimBaHud, 3a
NUCKITiO4EeHneM criy4daeB, eclnin npoBoAnUTCA KIMHU4YeCKoe mnccnegoBaHmne nekapCcrBeHHOro
npenaparta, npegHasHa4eHHOro AnA yKa3aHHbIX XXeHLWH, nNpun ycrnosumn HeobxoQMMocCTn
nony4yeHua I/IHq.)OpMaLI,VII/I TONMbKO BO BpeMsA npoBeneHnsa cooTBeTCTBYHOLLNX KITMHUYECKUX
nccneaoBaHnin NPUHATUA BCEX HeobXxoaMMbIX Mep MO UCKIMYEeHUNI pucKa HaHeceHud
Bpedga XeHuwumHe B nepuon 6epeMeHHOCTVI, XeHuwunHe B nepuoa  rpyaHoro
BCKapMIinBaHuA, nnoay uin pe6eHKy;

3) BOEHHOCMyXaluMx, 3a MWCKIOYEeHMeM CryvyaeB MpOBEdEHWUs  KIMHWUYECKOro
UcCnefoBaHUsi  NeKapCTBEHHOro npenapara, cneuuanbHO pa3paboTaHHoro  ansg
NPUMEHEHNA B YCIOBMAX BOEHHbIX EACTBUI, Ype3BblvalHbIX CUTYaUMi, NTPOMUNAKTUKA 1
neyeHus 3aboneBaHMM W MOPaXEHWW, MONYYEeHHbIX B pesynbTate BO3AENCTBUSA
HebnaronpusATHbIX  XUMWYECKUX, Buonornyeckux, pagnauMoHHbIX  ()aKTOPOB.
KnuHunyeckoe uccrnegoBaHue Takoro rfekapcTBEHHOro npenapara MOXeT NPOBOAUTLCS C
yyacTMeM B KayeCTBe MaLMeHTOB BOEHHOCMYXaLLUMX, 33 UCKIIOYEHNEM BOEHHOCYKaLLMX,
NPOXOOsALWMX BOEHHYHO Cnyx0by no npusbiBy, C cobnogeHnem TpeboBaHun,
YCTaHOBMEHHbIX HacTosALWwmMM ®efepanbHbIM 3aKOHOM B OTHOLLEHWM rpaXaaHCKUX nuL;

4) cOTPYAHMKOB NPaBOOXPaHUTENbHbIX OPraHoB;

5) nuu, OTObIBaKOLWMX Haka3aHMe B MecTax nuweHus cBobofbl, a Takke nuu,
HaxoOsLUMXCS Nod CTpaXel B CneacTBeHHbIX M30nsiTopax.

7. JonyckaeTca npoBeAeHWEe KIMMHUYECKOro MUCCrefoBaHUNs NeKapCTBEHHOro npenapara
ANg  MeOWUMHCKOrO MPUMEHEHUs, npeaHasHayYeHHOoro And fiedYeHUs MNCUXUYECKUX
3aboneBaHniA, C y4acTMeM B Ka4yecTBe MaLVEeHTOB UL, C MCUXMYECKMMM 3ab0neBaHNsIMM,
NPU3HaHHbIX HeAeecnocobHbIMM B MOpSAKe, YCTaHOBMNEHHOM 3aKOHOAATENIbCTBOM
Poccuiickon ®epepaumn. KnvHuveckoe wnccrnegoBaHMe IeKapCTBEHHOro npenaparta B
3TOM Ccriyyae npoBOAUTCHA MPU HanNWuMM COrnacus B MUCbMEHHOW (hOpMeE 3aKOHHbIX
npeacTaBuTenen ykasaHHbIX L.

Cratbs 44. OGsa3aTenbHoe CTpaxoBaHME XW3HW, 300POBbS NMaUVEHTA, y4acTBYOLLEro B
KIMUHUYECKMX  UCCrefoBaHuUsIX feKapCTBEHHOro npenapata Ang  MeguuMHCKOro
NPYMEHEHNS

1. Opranusauusi, nonyyMBLLas paspelleHne Ha opraHvM3auuilo NPOBELEHNUS KITMHUYECKMX
nccnefoBaHUi fekapcTBEHHOro npenapaTa Ans MeguUMHCKOro MpUMEHeHUsl, obsiaHa
CTpaxoBaTb XWU3Hb, 300pOBbe NauueHTa, yd4acTByrowero B KINNMHN4YECKNX nccrnegoBaHnAax
nekapcTBEHHOrO npenapaTa, 3a CBOM CYET B Ka4eCcTBE CTpaxoBaTessi NyTeEM 3aKMo4eHUs
Aorosopa 06s13aTenbHOr0 CTpaxoBaHWs XM3HW, 300POBbst JAHHOIO MauMeHTa Ha cry4van
MPUYMHEHUST Bpeda >KU3HW UMW 340POBLI0 NauMeHTa B pesynbTaTte MpoBeAeHUs
KMMHUYECKUX  UCCNedoBaHUA  NIEKApCTBEHHOro  npenapata Ans  MeOuMUMHCKOro
npUMeHeHns1 (qanee B HaCTOSILLEN CTaTbe - JOTOBOP 06A3aTENbHOro CTpaxoBaHusl).
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2. OObekToM 00s13aTENBHOrO CTpPaxoBaHWUS SBMSETCS WUMYLLECTBEHHbIA UHTEpeC
nauneHTa, CBSI3aHHbIA C npnynHeHnem Bpeaa XWU3HU WU 300pPOBbHO NauneHTa B
pesynbTaTte NpoBeAeHUsl KIMHUYECKUX UCCIELoBaHWUIN NEKapCTBEHHOrO npenapata ans
MEONLIMHCKOTO NMPUMEHEHNS.

3. CtpaxoBbiM criyyaem no AOroBopy 06s3aTernbHOr0 CTpaxoOBaHUA SBNSAETCH CMepTb
nauneHta wnM yxyglweHne ero 300poBbsi, B TOM 4ucre Briekywlee 3a cobown
YCTaHOBMEHNE WHBaNWOHOCTM, BCNEACTBME Yy4acTusi B KIMMHUYECKMX WCCNEOOBaHUAX
NekapcTBEHHOro npenapata U MNpuU HanuYuu MPUYMHHO-CIIEACTBEHHOW CBSA3W Mexay
HaCTYNMBLUMMUK COBLITUSIMU 1 NPUEMOM FeKapCTBEHHOrO npenapara.

4. TpebGoBaHMsA 0 BO3MeLLEHUN Bpeaa, NPUYUHEHHOTO XXM3HM WUIK 300POBbI0 NauMeHTa,
YOOBMNETBOPSAIOTCA B TeYEeHNe CPOKOB MCKOBOW AABHOCTM, YCTAaHOBIEHHbLIX MPaXaaHCKUM
3aKOHOAATENbCTBOM.

5. Pasmep CTanOBOIZ BbiMJiaTtbl N0 O0OroBopy obsi3aTenbHOro CTpaxoBaHUA COCTaBNAEeT:

1) B Cnyydae CMepTn nauueHta [Ba MUnoHa py6ne|7| Ha KaXpgoro nauveHTa,
y4acTtBoOBaBLLEro B KIMIMHNYECKNX NCCrnenoBaHnAX N1IeKapCTBEHHOIo npenapara;

2) Npu yxXyaLweHnn 340poBbsi NaumeHTa:

a) noenekwero 3a coboi ycTaHoBNEHNe MHBANUAHOCTU | rpynnbl, OAVH MUFMOH NATLCOT
ThICAY pybrew Ha KaXgoro naumeHTa, y4acTBOBaBLUErO B KIMHUYECKMX UCCIIeA0BaHNAX
neKkapCcTBEHHOro Npenapara;

©0) noBnekwero 3a cobon ycraHoBneHne nHBanuaHocty Il rpynnel, oguH MUNNMOH pybnen
Ha KaXXgoro nawuueHTa, y4acTBOBaBLLENO B KITMHUYECKUX UCCEOOBAHNSIX NEKapCTBEHHOMO
npenapara;

B) noBriekwero 3a cobon ycrtaHoBneHue uHBanuaHocty Il rpynnbl, NATbCOT ThICAY
pybrnen Ha KaxAaoro nauveHTa, Y4acTBOBAaBLUETO B KIMHWUYECKUX MCCregoBaHUsAX
neKkapcTBEHHOro npenapara;

r) He MOBEKLWeEero 3a cobon yCTaHOBMNEHNUSI MHBANMOHOCTU, He Bornee Yem TpucTa Thicad
pybrnen Ha Kaxgoro nauueHTa, Yy4acTBOBaBLUETO B KIMHWUYECKUX MCCReaoBaHUsX
neKkapcTBEHHOro npenapara.

6. Paamep cTpaxoBbIX BbINnaT MOXeT OblTb YBENNYEH HA OCHOBAHUW peLLEHUs cyaa.

7. CpOK goroeopa 06s3aTenbHOro CTpaxoBaHNA HE MOXeT OblTb MeHee u4em CpOK
npoeeaeHnA KnmHNM4YeCKoro nccreaoBaHna fiekapCTtBeHHOro npenaparta.

8. CTtpaxoBble Tapubl MO 00A3aTENBHOMY CTPAxOBaHWIO XW3HW, 300POBbS MaUUeEHTa,
yYacTBYIOLLEro B KIMHUYECKUX WCCNELoBaHUsIX NeKkapCTBEHHOro npenapaTa, nepeyeHb
HeO6XO,D,I/IMbIX OOKYMEHTOB A1 OCylleCcTBrieHnsa CTanOBOVI BblNnaTthbl, NOPAAOOK ynnaThbl
CTpaxoBOW Npemuu, NOpPSAOK peanu3auuv onpeferneHHbiXx HactosawmuMm PepepanbHbIM
3aKOHOM W Apyrumn dpeaepanbHbiMM 3aKOHaMM npaB M 0683aHHOCTEN CTOPOH MO
[IOroBOpy 06513aTeNnbHOr0 CTpaxoBaHWsS YCTaHaBNMUBAKTCS TWUMOBLIMW NpaBunamu
06s13aTeNbHOro CTpaxoBaHWs XM3HWU, 300POBbS MauUMeHTa, y4acTBYIOLLEro B KMMHUYECKUX
MccnenoBaHWAX — NEKapCTBEHHOrO  npenaparta, YTBepXAeHHbIMU  [paBUTENbCTBOM
Poccuiickon ®egepauuu.

9. B cnyyae npuuMHEHWs Bpeda XW3HU NauueHTa, y4acTBOBABLUErO B KIMHUYECKUX
UccrnedoBaHWsIX NekapcTBEHHOro npenapara, BbirogonpuobpeTtatensmyi No [oroBopy
06513aTeNbHOTO CTPaxoBaHWUSA SBMAIOTCA rpaxaaHe, VMerlolMe Npaso Ha BO3MelleHue
Bpeda B cryyae CMEpTM  KOpMUIbL@ B COOTBETCTBUMM C  IPaKAaHCKUM
3aKoHOOaTenbCTBOM, MpW  OTCYTCTBUMM TaKUX rpaxgaH - poauTenu, Ccynpyr, AeTu
yMepLUero nauueHTa, y4acTBOBaBLUEro B KIIMHUYECKUX UCCNEeoBaHUsAX NeKapCTBEHHOMo
npenapata, B Cryyae CMepTW MauWeHTa, Yy4acTBOBABLLUErO B  KIMHUYECKMX
1ccrnefoBaHWsIX NeKapCTBEHHOIO NpenapaTta U He MMEBLLErO CaMOCTOSITENIbHOTO AoxoAa,
- rpaxgaHe, Ha WKOWBEHUWM KOTOPbIX OH HaXOAWNCH, B OTHOLLUEHUM BO3MeELLEeHUs!
pacxofoB Ha norpebGeHune nauueHTa, y4acTBOBABLUErO B KMNUHUYECKUX UCCMEAoBaHUAX
nekapcTBEeHHOro npenapara, - 1Uo, NoHecLlee Takue Ppacxobl.

10. CTanOBaﬂ BblNjlata B CH4ET BO3MelleHnd Bpena, NpUYNHEHHOro XWU3HU nauuneHTa,
ydacTtBOBaBLWEro B  KIIMHUYECKUX  UCCeaoBaHUAX  JIeKapCTBEHHOro  npenaparta,
pacnpenenaeTca mexay BblFOﬂ,OI’IpI/IO6peTaTeﬂF|MI/I nponopunoHanbHO MUX KONMUYECTBY B
paBHbIX O0N1AX.
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11. lNMpwn HacTynneHWM CTPaxoBOro Crny4vas NauueHT, Yy4acTBOBAaBLUMA B KIMHUYECKUX
uccnegoBaHUsX — NEKapCTBEHHOro  npenapata,  BblrogonpuobpeTtatens  Bnpase
nNpeabsBUTE HENOCPEACTBEHHO CTPaXOBLUUKY TpeboBaHMe O BO3MELLEHUN MPUYUHEHHOTO
Bpeaa. CTpaxoBasd Bbinnarta OCyLLEeCTBMASAETCS CTPaxXOBLUUMKOM B TeYeHue Tpuauatu gHen
CO [HA npeacTaBneHnss HeobXoaMMbIX AOKYMeHTOB. [lauueHT, yyacTBOBaBLUMA B
KIMMHMYECKUX UCCneaoBaHNsX nekapcTBEHHOro npenapaTta, unu BeirogonpuobpertaTens B
COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuiickon depepaumm B 06nactu nepcoHarnbHbIX
AaHHbIX 0053aH COOOWUTL CTPaxoBLUMKY oOnpedeneHHble YykasaHHbIMW B 4actu 8
HacTosWen cTaTbM TUMOBBIMKM NpPaBuUNamu  CTPaxoBaHWUS  >KU3HW, 300POBbS U
HeobXoaMMble AN OCYLLECTBEHNUS CTPaxoBoOW BbiNfaTbl CBOM NEePCOHasbHble AaHHbIE.

12. [Jo nonHoro onpegenexHnsl pasmepa Noanexaiiero BO3MELLEHNIO Bpeaa CTPaxoBLLUMK
no 3asBMEHU0 MNauWeHTa, Y4yacTBOBaBLUETO B KIIMHWYECKMX  MCCredOoBaHMAX
nekapcTBEHHOro npenaparta, WNW  3asiBNEeHW0  BbirogonpuobpeTaTens  Brpase
OCYLLECTBMTb  4YacTb  CTPaxOBOW  BbIMnaTbl,  COOTBETCTBYWOLUYD  (PaKTUYECKU
OnpeAeneHHo YacTu NPUYNHEHHOTo Bpeaa.

13. CTanOBaFI BbllMJlata B COOTBETCTBUM C OOroBOPOM obsi3aTensbHOro CTpaxoBaHuA
ocyLlecTBndeTca He3aBuCMMO OT BbinnaTt, n[OpudUTarwOWnMXcA no agpyrmm  Buaam
CTpaxoBaHu4.

14. KoHTponb 3a MCMOMHEHMEM OpraHuM3auven, MonyymBlUEN paspelleHne Ha
opraHu3aumio npoBefeHUss KNUHUYECKUX WCCNedoBaHUM NekapCcTBEHHOro npenapara,
YCT@HOBMEHHOW HacToslen cTaTben 06s3aHHOCTM MO ob6sa3aTenbHOMY CTpaxOBaHUIO
XKM3HW, 300pOBbSA NauMeHTa, Y4yacTBOBaBLUErO B  KIMHUYECKMX WCCIeLoBaHUAX
neKapCcTBEHHOrO npenaparta, OCYLIeCTBASeTCA  YNOMHOMOYEHHbIM  dedeparnbHbIM
OpraHoM WCMNOMHUTENBHOW BNacTW, KOTOPbI BblAaeT paspelleHus Ha npoBedeHue
KNMHUYECKUX UCCregoBaHUn nekapCTBeHHbIX MpenapaTos.

Mnaea 8. MPON3BOACTBO U MAPKUPOBKA JNNIEKAPCTBEHHbLIX CPEACTB

CraTtbs 45. [pon3BOACTBO NEKAPCTBEHHbBIX CPEACTB

1. TlpoM3BOACTBO IEKapCTBEHHbIX CPEACTB [OIDKHO COOTBETCTBOBaTb MpaBuiiam
opraHuM3aumMmM MpouM3BOACTBA M KOHTPONA  KayecTBa JIEKapCTBEHHbIX CPEACTB,
yTBepKaeHHbIM NMpaButenbctBomM Poccuickon degepauumn.

2. Tpons3BoaCcTBO NEKAPCTBEHHbIX CPeacTB Ha TeppuTtopum Poccunckon depepauum
OCYLLECTBNAETCHA NPOM3BOAUTENSIMU NIEKAPCTBEHHbBIX CPEACTB, MMEKLMMN JIMLEH3NIO Ha
Npon3BOACTBO J1IeKapCTBEHHbIX CpeaCTB.

3. [lpousBOACTBO FlEeKapCTBEHHbIX CPeACTB  OCyLlecTBnseTcd C  cobniogeHuem
TpeGoBaHUiA MPOMBILLNIEHHOTO perfaMeHTa, KOTOpbI YTBepXaaeTcs pyKoBoaMTernem
NPOU3BOAMTENS NIeKapCTBEHHbIX CPEACTB M BKIOYaeT B cebsl nepeyeHb MCMonb3yeMblX
hapmaueBTMYECKNX CyBCTaHUMIA U BCTIOMOraTesbHbIX BELWECTB C YKa3aHWEM KONM4ecTBa
KaXKZoro M3 Hux, AaHHble 06 ncrnons3yeMoM 060pyAoBaHUM, ONMCaHNE TEXHOMOTMYECKOro
npoLecca 1 MeTo40B KOHTPOINS Ha BCex aTanax Npou3BOACTBa NeKapCTBEHHbIX CPEaCTB.

4. lpn npou3BOACTBE JIEKApPCTBEHHbLIX CPEACTB WUCMONb3yTCs hapmaueBTuyeckme
cybCTaHUUK, BKIOYEHHBbIE B FOCY4APCTBEHHBIN peecTp NekapCTBEHHbIX CPEACTB.

5. 3anpelyaeTcs NPOM3BOACTBO:

1) NnekapcTBEHHbIX CPEACTB, HE BKIMOYEHHbIX B FOCY4APCTBEHHbIN PEecTp NeKkapCTBEHHbIX

cpencTB, 3a UCKIKYEeHMeM JeKapCTBEeHHbIX CpeacTB, NMpOM3BOAUMMbBIX ANA npoBeaeHusa
KITMHMYECKMX UccnegoBaHum n ons QKCNopTa;

2) hanbcuduLmMpoBaHHbIX NIeKapCTBEHHbIX CPEACTB;
3) nekapCTBEHHbIX cpeacTB 6e3 NMLIEH3NN Ha NPOU3BOACTBO NEKAPCTBEHHbIX CPEACTB;

4) NekapCTBeHHbIX CpencTtB C HapyuweHuemMm npaBun opraHusauum npou3soactea wu
KOHTPOJ1A Ka4ecCTBa JieKapCTBEHHbIX CpeaCTB.
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6. MNpu BBOOE NEKAPCTBEHHbIX CPEACTB B rpa)kaAaHCKU 0bOpPOT YNONTHOMOYEHHOE NULO
NPOU3BOANTENS NEKAPCTBEHHBLIX CPEACTB OCYLLECTBNSET NOATBEPXKAEHNE COOTBETCTBUS
neKapCcTBeHHbIX CpeacTB TpeboBaHMsSIM, YCTAHOBMEHHbLIM MPU WX TOCy4apCTBEHHOM
perucTpauun, W rapaHTUpyeT, 4TO JleKapCTBeHHble cpeactBa MNpousBedeHbl B
COOTBETCTBMM C MNpaBunamy MNpPOU3BOACTBA W KOHTPONS KayecTBa JlekapCTBEHHbIX
cpeacrTB.

7. YNONMHOMOYEHHbIM NULIOM MPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB SABMAETCA ero
paboTHMK, MMEKLMIA Bbicllee apMaLeBTUYecKoe, XUMMUYEecKoe WM Guonormyeckoe
obpasoBaHne nMbBO Mpu NPOU3BOACTBE JIEKAPCTBEHHBLIX CPEACTB AN BETepPUHApHOro
NpUMeHeHNs1 BeTepuHapHoe obpa3oBaHue, cTax paboTbl He MeHee YeM MsATb JieT B
obnacTv Npous3BoACTBa U KOHTPONS Ka4yecTBa NeKapCTBEHHbIX CPeACTB U aTTECTOBAHHbI
B Nnopsiake, yCTaHOBNEHHOM YMNONHOMOYEHHbIM dbefeparnbHbIM OpraHOM UCMONMHUTENBHOM
BIaCTU.

8. [pousBogutenu neKapCTBEHHbIX CPEACTB  MOTMYT  OCYLUECTBMATb  MPOAAXY
nekapCTBEHHbIX CPeACTB WM nepedaBaTb MX B YCTAaHOBNEHHOM 3akoHOAATeNnbCTBOM
Poccunckon ®enepaumm nopsagke:

1) Apyrum nNpor3BoaUTENSAM NeKkapCTBEHHbIX CPeACTB AN NPOM3BOACTBA NeKapCTBEHHbIX
CpeqacTs;

2) opraHusauusam onToBOW TOProBnv NekapcTBEHHbIMU CpeacTBamu;

3) anTeyHbiM opraHusaumam, BeTepUHapPHbIM anTe4vyHbIM opraHusauuam,
nHamsungyanbHbIM npegnpuHUMaTenam, MMerwmnm nuueH3n Ha CbapMaLl,eBTl/lLleCKyPO
0eATenbHOCTb U NNMUEeH3N Ha MeOUUNHCKYO OeATENTbHOCTb;

4) Hay4Ho-MCcCneaoBaTeNbCKUM OpraHn3aumnsam ans Hay4yHo-uccrenoBaTtenbCckon paboThl;
5) MeAMUMHCKUM OpraHn3aumsiM U BETepMHapHbIM OpraHn3aumsim;

6) opraHnsauuam, ocywecrteidrowmmMm  paspeneHne, BblpallMBaHUe W codepXaHue
XNBOTHbIX.

CraTbsa 46. MapkmpoBKka nekapCTBEeHHbIX CpeacTB

1. ﬂeKapCTBeHHble npenapartbl, 3a WCKIKOYEHNEM JI€KApCTBEHHbLIX npenapaTtos,
N3roTOBIEHHbIX anTevyHbiMn opraHusaumamu, BeTepnHapHbIMU anTevyHbiMn
opraHunsaumamun, unHomsuayanbHbIMU npegnpuHUMaTenaMmm, MernwnMmn JNUUeH3N0 Ha
q)apmauesmqecxyro 0EeATEeNbHOCTb, OOJXHbI NOCTYyNaTb B 06pau.|,eH|/|e, ecnu:

1) Ha NX NePBUYHON YMaAKOBKE XOPOLLO YATAEMBIM LLUPUTOM Ha PYCCKOM Si3blke yKasaHbl
HavMeHOBaHWE FeKapCTBEHHOro npenaparta (MeXayHapoAHOEe HenaTeHTOBaHHOEe, WK
XMMUYECKOE, WNN TOProBOE HaMMEHOBaHWE), HOMEp cepuu, faTa Bbinycka (ans
UMMYHOBMONOIMYECKNX NeKapCTBEHHbIX NpenapaToB), CPOK FOAHOCTWU, [o3a M dopma
BbiNycka, O0B6bEM W KONMMYECTBO [03 (ANS MMMYHOOMOMOMMYECKUX FeKapCTBEHHbIX
npenaparos);

2) Ha ux BTOpMYHOM (MOTPEOUTENbCKOM) YMaKOBKE XOPOLIO YWTaemMbiM LpUgTOM Ha
PYyCCKOM £3blke YKasaHbl HauMeHOBaHWEe feKapCTBEHHOro npenaparta (MexayHapoaHoe
HernaTEeHTOBaHHOE WM XUMUYECKOe U TOProBoe HauMeHOBaHWs), HavMMeHOBaHue
npousBoAMTENs feKapCTBEHHOro npenapata, HOMep cepwuv, gaTa Bbinycka (4ns
UMMYHOBMOMOTNYECKNX  feKapCTBEHHbIX MpenapaToB), HOMEP  PerncTpauuoHHOro
YAOCTOBEPEHNs, CPOK rOAHOCTW, Crnocob npuvMeHeHus, [o3a M KONMYecTBO [03 B
ynakoBke, dopma Bbllycka, YyCNnoBus  OTMYyCKa, YCNOBUSA  XpPaHEHUs, Mepbl
NpPegoCTOPOXHOCTM MPU NPUMEHEHNW NeKapCTBEHHOIO npenapara, npeaynpeanTenbHbie
Hagnuew.

2. d®apmaueBTuyeckme cybCcTaHUMM [OIKHbI MOCTynaTh B obpalleHue, ecrnu Ha Wux
NEpPBMYHOM YMNAaKOBKE XOPOLUO YMTaeMbiM LWPUEPTOM Ha PYCCKOM N3blKe YyKasaHbl
HauMeHoBaHVe apMaLeBTUYecKon cybcTaHumMM (MexayHapoAHoe HenaTeHTOBaHHOe
WM  XMMWYECKOE W TOProBOe HAVMEHOBaHUSs), HaWMEHOBaHWe MPOW3BOAMTENS
hapmaueBTMYECKON cyOCTaHumMM, HOMEp cepuvM W aTa W3roTOBIIEHWUSI, KONMYECTBO B
yNakoBKe U eAMHWLbI M3MEPEHMUS KONMYECTBA, CPOK FOAHOCTU U YCMNOBUS XPaHEHWS.
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3. neKapCTBEHHbIe cpencrtea B Ka4eCTBe CbIBOPOTOK OOJIKHbI NMOCTYyNaTh B 06pau.|,eH|/|e C
yKasdaHunemMm XWUBOTHOIo, M3 KpOBWU, Nia3Mbl KPOBWU, OpraHoB WU TKaHen KOTOPOro OHKU
nony4eHbl.

4. Ha BTOpMYHYO (NOTPEeOMTENBLCKYIO) YNaKOBKY NEKapCTBEHHbIX CPEACTB, NONyYeHHbIX 13
KpOBW, MNnasMbl KPOBW, OpPraHOB W TKaHEW 4YenoBeKa, OOMKHA HAHOCWUTLCA HaAmuChb:
"AHTuTena k BMY-1, BUY-2, k Bupycy renatmta B u noBEepXHOCTHbIM aHTUrEeH BMpyca
renatuta B oTcyTcTBYIOT".

5. Ha nepBuMYHytO ynakoBKy W  BTOPUYHY  (NOTPEOWUTENbCKYI)  YNakoBKY
pagnodapmaueBTUYECKUX  JIEKAapCTBEHHbIX CpPeacTB  [OIDKEH  HAHOCUTLCH — 3HaK
pagvaunoHHOWM ONacHOCTH.

6. Ha BTOpuuHyl0 (MOTpeOMTENbCKy0) YMNakoBKY TFOMEONaTUYECKUX FeKapCTBEHHbIX
npenapaTtoB AOSbKHA HAHOCUTLCS Hagnuek: "foMeonaTuyecknin”.

7. Ha BTOpu4yHylo (NOoTpebuTenbCKkyld) YMNakOBKY FEeKapCTBEHHbIX PaCTUTENbHbIX
npenapatoB AOfMKHA HaHocuTbca Haanuek: "lMpogykums npowna  pagnaurMoHHbIN
KOHTpOnb".

8. Ha nepBuYHy0 ynakoBKy U BTOPUYHYIO (MOTPEOUTENDBCKYIO) YNaKOBKY rlekapCTBEHHBLIX
npenapaTtoB, npeaHasHa4YeHHbIX ANA KIMHUYECKUX UCCneaoBaHWUN, OO0IMKHa HaHOCUTLCS
Hagnucb: "[na KNMHMYECKUX nccrnegoBaHmin®,

9. YnakoBka NeKapCTBEHHbIX CpeacTB, NpegHa3Ha4YeHHbIX UCKIMIYUTENbHO A4 3KCMNopTa,
MapKUpyeTcAa B COOTBETCTBUN C TpeGOBaHVIFIMVI CTpaHbl-mumMmnopTepa.

10. Ha TpaHcnopTHyto Tapy, KoTopas He npefHasHayeHa ans notpebutenen n B KOTOpPYHO
NMoMelleHo JIekapCTBEHHOe CpeacTBO, AOMMKHA  HaHOCUTbCA  MHopmaumss o
HaUMEHOBaHMM, CepuUM JIEeKapCTBEHHOrO CpeacTBa, [faTe  BbiNycka, KOnuMyecTBe
BTOPUYHBbIX (NOTPEBUTENbCKMX) YNakoBOK NEKapCTBEHHOIO CPEACTBa, Npou3BoauTene
NeKkapCTBEHHOr0 CpeAcTBa € YKa3aHMEM  HaMMEHOBaHUA U MECTOHaxOoXAeHusi
NpoM3BOAMTENS NEeKapCTBEHHOIO cpeacTBa (agpec, B TOM Ynicne cTpaHa U (Mnm) MecTo
NPON3BOACTBA JIEKAPCTBEHHOIO CPEACTBA), @ Takke O CPOKe rofgHOCTM JIEKapCTBEHHOrO
cpeactBa M 06 ycrnioBUsAIX  €ro  XpaHeHWs U NepeBO3kM, Heobxogumble
npegynpeanTenbHble HAAMUCU N MaHUMYNATOPHbIE 3HAKW.

11. Ha nepBUYHyl0 YNakoBKY U BTOPUYHYLO (MOTPEOUTENBLCKYIO) YNAaKOBKY JeKapCTBEHHbIX
cpeacTB Ons  BeTEepUHApPHOro MNPUMEHEHUs [OIPKHA HaHOCUTbCA Hagnuch: "[Ons
BETEPUHAPHOIo NpMMeHeHus".

12. Ha BTOpuryHyto (NoTpebutenbckyto) ynakoBKy fekapCTBEHHOrO npenapara HaHOCUTCS
LUTPUXOBOW KOf,.

Mnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB HA TEPPUTOPUIO
POCCUNCKOWN ®EOEPALINU U BbIBO3 NEKAPCTBEHHbLIX CPEACTB
C TEPPUTOPUN POCCUUCKOW ®EOEPALINU

Cratbsa 47. lopsigok BBO3a JeKapCTBEHHLIX CPeacTB Ha Tepputopuio Poccuiickon
depepaumm 1 BbiIBO3a NleKapCTBEHHbIX CPEACTB € TeppuTopun Poccuiickon denepaumm

1. BBO3 nekapCcTBEeHHbIX CpeacTtB Ha Tepputoputo  Poccunckon  degepauum
ocyLecTBnseTcs B nopsiake, yctaHosrneHHoM [NpaButenscTBoM Poccunckon ®egepauun,
B COOTBETCTBUU C 3aKOHOAaTenNbCcTBOM Poccuinckon degepaumn.

2. BBoaumble Ha TeppuToputo Poccuickon Pegepaumm nekapcTBEHHbIE CpeacTsa
OOJKHbI ObITb BKITKOYEHLI B FOCY4APCTBEHHbIN PEECTp NeKapCTBEHHbLIX CPEACTB.
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3. OonyckaeTcs BBO3 Ha Tepputoputo Poccunckon ®efepauum KOHKPETHOW napTum
He3aperncTpMpoBaHHbIX NEKapCTBEHHbIX CPeacTB, MpefHasHavYeHHbIX ANs NpoBefeHus
KIMHUYECKMUX WCCNeSOBaHUA NeKapCTBEHHbIX MNpenapaTtoB, MNPOBEAEHMSI 3KCMEPTU3bI
NEKapCTBEHHbIX CPeacTB  ANA  OCYLWECTBMEHUS  FOCYAapCTBEHHOW  perucrpaumm
nekapcTBEHHbIX NpenapaTtoB UMW ANs OKas3aHus MeAULUHCKOW NOMOLUU MO XKU3HEHHbIM
MOKa3aHMAM KOHKPETHOro MauMeHTa Ha OCHOBaHMU  paspelleHusi, BblgAHHOMO
YMNOMHOMOYEHHbIM dheaepanbHbiM OpPraHOM MWCMOMHUTENbHOW BNacTuU Mo 3asiBNEHUAM
nnu, ykasaHHbIX B cTatbe 48 HacTosiwero ®enepanbHoOro 3akoHa. PaccmMoTpeHme Takoro
3asIBMEHNsT U MNPUHATUE peLLeHnsa O Bblaaye paspelleHns Ha BBO3 KOHKPETHOW napTum
He3aperncTpMpoBaHHbIX NEKapCTBEHHbIX CPeacTB, MpefHasHavYeHHbIX Ans NpoBefeHMs
KITMHUYECKMX WUCCNEeLOBaHNA NEeKapCTBEHHbIX MNpenapaToB, MNPOBEAEHMSI 3SKCMEPTU3bI
nekapcTBeHHbIX CPeACTB Afs  OCYLIEeCTBEHUS FOCYOapCTBEHHOW  pervcrpaumm
nekapCTBEHHbIX NpenapaTtoB WKW AMs OKa3aHUs MeOULUHCKOM NOMOLUU MO XU3HEHHbIM
NnokasaHMsIM KOHKPETHOro nauueHTta nnbo ob oTkase B Bblgayve ykasaHHOro paspeLleHust
NPOMN3BOAATCA B CPOK, He MnpeBbiWawWwmi natm paboumx gHen. lMnata 3a Bbigady
YKa3aHHOro pa3peLleHnst He B3MMaeTcsl.

4. Ha tepputoputo Poccuickon deagepaumm MOXHO BBO3WUTb NEKapCTBEHHbIE CPeacTBa,
KayecTBO KOTOpbIX MOATBEPXKAEHO CepTMMKAaTOM NPOM3BOAUTENSA NeKapCTBEHHbIX
CcpeacTs, YAOCTOBEPAIOLWMM COOTBETCTBME BBO3WMbIX MEKAapCTBEHHbIX CPEACTB
TpeboBaHusiM bapmakonerHbIXx ctaterd nMbo B criydyae MX OTCYTCTBUS HOPMaTUBHOM
AOKYMEHTaUMM Unm HopMaTUBHOIO JOKYMEHTA.

5. BanpewaeTcsa BBO3 Ha Tepputoputo Poccuiickon Pegepaumm danbcumumpoBaHHbIX
NeKapCTBEHHbIX CcpencrTs, He,EI,06pOKa‘-IeCTBeHHbIX NeKapCTBEHHbIX cpencrTs,
KOHTpadaKTHbIX NekapCTBEHHbIX CPEeaCTB.

6. danbcudumunpoBaHHbIE — NEKapCTBEHHbIE  CPeAcTBa,  HegobpokayecTBEHHbIE
NeKapCTBEHHbIE CpPeACcTBa noanexaT MU3LATUI0 U MNOCNeayweMy YHUUYTOXEHUIO Un
BbIBO3y C Tepputopun Poccuiickon ®epepauun, KoHTpadakTHble NeKapCTBEHHble
CpefctBa - WU3bATMIO M MOCHEOYHLWEMY YHUYTOXEHUD. YHUYTOXEHUE WM BbIBO3 C
Tepputopumn Poccuiickon degepaummn danbCnpUUnpoBaHHbIX NIEKAPCTBEHHbLIX CPeacTB,
HedoOpOKaYeCTBEHHbIX JIeKapCTBEHHbIX CPEACTB, KOHTpadaKTHbIX MeKapCTBEHHbIX
CpeAcTB OCyLleCTBNSETCA 3a CcyeT nuvua, ocylwecTsumBlIero wux BBO3. [lopsagok
YHUYTOXEHNS N3bATbIX danbcMdnLMpoBaHHbIX nekapCTBEHHbIX cpencTs,
HeOoOpOKaYeCTBEHHbLIX JIEeKapCTBEHHbIX CPEACTB, KOHTpadlaKTHbIX NeKapCTBEHHbIX
cpeacTB ycTaHaBnmBaetcs NMpaButenbctBom Poccuiickon ®epepauuu.

7. Tlvua, ocyuwectBnsiowmne BBO3 Ha Tepputopuo Poccuiickon  depepaunmn
danbcuULMpPOBaHHbIX NEeKapCTBEHHbIX cpeacTs, Heo06poKaYeCTBEHHbIX
NeKapCTBEHHbIX  CPeacTB,  KOHTpadakTHbIX  FIeKApCTBEHHbIX  CPeacTB,  HecyT
OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAAaTeNnbLCTBOM Poccuiickon Pegepaumn.

8. BbiBo3 nekapcTBeHHbIX cpeactB C Tepputopum Poccuinckon depepauuu
ocyuiecTBnsietcd 6e3 NpMMEHeHUs1 OrpaHUYEHU, YCTAHOBIEHHbIX 3aKOHOAATENbCTBOM
Poccuinickon ®depepaumm O  roCyAapCTBEHHOM  pPEerynuMpoBaHWM  BHELLHETOProBoWw
aeatenbHocTU. BbiBO3  nNekapcTBEHHbIX  MpenapatoB, NpedHasHadeHHbIX  Ans
ryMaHuTapHoOW MOMOLLM (COOAENCTBUSI) UM NOMOLLU MPU Ype3BblYANHbIX CUTyauusaXx, C
Tepputopun Poccuiickon ®Pegepauum  OCyLLECTBSIETCS HA OCHOBAHUMU  peLUeHust
MpaButenbctBa Poccuiickon depgepaumm WM peLleHUs OpraHoB rOCyaapCTBEHHOM
Bnactu cybbektoB Poccuickon Pepepaumm o6 okaszaHMM MOMOLLM WMHOCTPAHHOMY
rocyaapcray.

CraTbsa 48. lOpuamndeckme nuua, KOTOpbIM pa3peLleH BBO3 JIEKAPCTBEHHbIX CPEACTB Ha
Tepputoputo Poccuiickon degepaumm

JlekapcTBeHHbIE cpeacTBa Ha Tepputoputo Poccunckon ®egepauum mMoryT BBO3UT:

1) npon3soanTesin NeKapCTBEeHHbIX CpencTtB AnA uenen cobCTBEHHOro npon3soacrtea
NeKapCTBEeHHbIX CPeCTB;
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2) MHOCTpaHHble paspaboTuMKM  NEeKapCTBEHHbIX CPeACTB M MHOCTpaHHble
NMPOV3BOAMTENN JIEKAPCTBEHHbIX CPEACTB UIW ApYyrue opvanyeckie nuua no rnopyyveHunto
pa3paboTunka NnekapCTBEHHOrO CPeACcTBa AN NPOBEAEHUS KIIMHUYECKUX MUCCIiefoBaHuii
NeKkapcTBEHHOro  Mpenaparta,  OCYLIEeCTBIIEHWA  FOCydapCTBEHHOW  pervcrpaumu
NeKkapcTBEHHOro  Mpenaparta, BKMOYeHUs  (papmaueBTMYeckoil  cyGeTaHuMM B
roCcy4apCTBEHHbI PEECTp NeKapCTBEHHbIX CPEACTB, KOHTPOIS KayecTBa feKapCTBEHHbIX
CPEeAcTB MNpU  HanMuuu  paspeLleHust  YNoSfIHOMOYEeHHOro dpefepansHoro opraHa
WCMONHUTENBLHOW BNacTy Ha BBO3 KOHKPETHOM NapTuM nekapCTBEHHbIX CPeacTB;

3) opraHmnsauunmn onToBOM TOProBJ11 NEKAPCTBEHHbIMU CpeaCcTBaMU;

4) HayyHo-uUccnedoBaTeNbCKUE OpraHu3aumn, obpasoBaTenbHble YYPeXOeHUs BbICLLIEro
npodeccroHansHoro 06pasoBaHusl, NPOU3BOAUTENM NEKAPCTBEHHbIX CPeAcTB Ans
pa3paboTkK, UccregoBaHUA, KOHTpons 6Ge3onacHoCTW, kadecTBa, 3dpdeKTUBHOCTU
NeKapcTBEHHbIX CPeacTB NPV Hanuuiuu paspeLleHus YNonHOMOYEHHOro dedepansHoro
opraHa VCMoHUTENbHOM BNacTy;

5) meguMumMHCKMe opraHusauuu, UHble yKasaHHble B nyHkTax 1 - 4 HacTosiwen cratbu
opraHmsaumm pOnsi okKasaHusi MeOULMHCKOM MOMOLUM MO  >KM3HEHHbIM MOKa3aHUAM
KOHKPETHOrO naumeHTa Mnpu Hanmuumm paspeLleHus ynorTHOMOYEHHOro deaepanbHOro
opraHa WCMONHUTENbHOM BNacTM Ha BBO3 KOHKPETHOM NapTUM fEeKapCTBEHHOro
npenapara, BblAAHHOIO B YCTaHOBMEHHOM nopsiake B hopMe 3MEKTPOHHOrO AOKYMEHTa,
NOAMMCAHHOIO 3fIEKTPOHHOWN LMGPOBON NOANMUCHIO.

Cratba 49. [lokyMeHTbl, NpeAcTaBnsieMble B TaMOXEHHble opraHbl Poccuickon
depepaumm npu  BBO3€ NEKAPCTBEHHbLIX CPeACTB Ha Tepputoputo  Poccuickon
depepaunn

1. lNpu BBO3e nekapCTBEHHbLIX CPeAcTB Ha TeppuTtopuio Poccunckon Pepepaumun B
TamoXeHHble opraHbl Poccuiickont ®egepaumn Hapsay € JOKYMeHTamu, npeacTaBneHne
KOTOPbIX npeaycMOTPEHO 3aKoHO4aTeNbCTBOM Poccuiickon depepaumu,
NpeacTaBnalTCA cnegyolme JOKYMEHTbI:

1) cepTudmkaTt nNpPoOM3BOAMTENS  JIEKAPCTBEHHOIO  CpeacTBa, yO4OCTOBEPSIOLLUN
COOTBETCTBME BBO3MMOrO JI€EKApCTBEHHOrO cpefcTBa TpeboBaHusM apmakonenHomn
cTaTbM NMOO B criyyae ee OTCYTCTBUSI HOPMATUBHOW OOKYMEHTaUMM MM HOPMAaTMBHOIO
OOKYMEHTa;

2) paspelueHne ynonHOMOYEHHOro defepanbHOro opraHa MCMOMHUTENbHOW BRacTu Ha
BBO3 KOHKPETHOW napTun nekapcTBEHHOro CpeacTBa B Cny4vasix, YCTAHOBIIEHHbIX YaCTbio
3 cTtatbu 47 HacTosiwero ®enepanbHOro 3akoHa.

2. [lokymeHTbI, Yka3aHHble B MyHKTax 1 n 2 yactn 1 HacTosLeN cTaTby, NPeacTaBnsloTCs
B TaMOXeHHble opraHbl Poccunckon ®egepauun npu npubbiTyn nekapcTBEHHbIX CPEACTB
Ha TeppuToputo Poccunckon denepaunn.

Cratbsa 50. BB03 nekapcTBeHHbIX NpenapaTtoB Ha TeppuTtoputo Poccuiickon degepaumm
ANs IMYHOIO UCMOSIb30BaHUSA U MHBIX HEKOMMEPYECKMX Lienewn

1. JlekapcTBeHHble MpenapaTbl MOryT ObiTb BBE3eHbl Ha TeppuTopuio Poccuiickon
depepaumm 6e3 yyeta TpebOOBaHWA, NpPedyCMOTPEHHbIX Yactamu 1 - 4 cratbn 47,
ctatbsiMu 48 1 49 HacTosiwero PegepanbHOro 3akoHa, eCrnv OHWU NpefHasHayYeHb! 4.

1) NUYHOro McCnonb3oBaHUA U3NYECKMMU NULAMK, NPUOLIBLUMMKU Ha TeppuUTOpUIO
Poccunckon ®enepaumm;

2) ucnonb3oBaHMs paboTHMKaAMM OUNIIOMAaTUYECKOro Koprnyca Wnu npeacTtaBUTENSAMU
MeXOyHapoOHbIX opraHM3aunin, akkpeanToBaHHbIx B Poccurickon ®enepaunm;

3) nevyeHns naccaXxmpoB M YNEHOB 3KUMAXEN TPaAHCMOPTHLIX CPeACTB, Noe3aHbIx bpurag
W BOAWTENEN TPaHCMOPTHLIX CPeACcTB, NpubbIBLUMX Ha Tepputopuio Poccuinckon
depepaumm;

4) nevyeHUss YY4aCTHUKOB MeXAyHapOAHbIX KyMbTYPHbIX, CMOPTUBHbLIX MEPONPUATUA U
YYaCTHMKOB MeXOYHapOoOHbIX 3KCneauLmi;
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5) neveHns KOHKPETHbIX XMBOTHbLIX B 300Mapkax, a TakkKe >XMBOTHbIX, BBO3UMbIX Ha
Tepputoputo Poccunckon ®Pepgepauum Ond yy4actuss B CNOPTUBHBLIX U 3PENULLHbBIX
MepPOonpUATUAX.

2. B cnyyasx, npegycMOTpeHHbIX YacTbto 1 HacToswen cratby, AOMNYyCKaeTcs BBO3 Ha
TEPPUTOPUIO Poccuiickon denepaumm NeKapCTBEHHbIX npenaparos, He
3aperncTpupoBaHHbIX B Poccuiickon ®enepaunn.

3. JlekapcTBeHHble npenapaTbl, NpeaHasHavyeHHble ANs FyMaHUTapHOW MOMOLLN
(copencTBns) unn NOMoOLLM NP Ype3BblHanHbIX CUTYyaUMsX, BBO3ATCS Ha TEppUTOPUIO
Poccuiickon ®depepauum B nopsgke, ycrtaHoBneHHom [lpasutensctBom Poccuiickon
depepaumn.  3anpewaeTca BBO3 Ha Tepputopuio  Poccuiickon  ®epepauun
HEe3aperncTpMpoBaHHbIX  FIEKApPCTBEHHbIX  MpenapaTtoB,  NpedHasHayeHHbIX  Ans
ryMaHWTapHOW NOMOLLM (COAENCTBUS) UM MOMOLLM MPU YPE3BbIYaNHbIX CUTYaLUSIX.

Cratba 51. CoTpyaHuyectBOo defepanbHOro opraHa WCNONHUTENbHOW BRacTw,
YMOSTHOMOYEHHOrO B 00OMacTM TaMOXEHHOro pfena, W  Apyrux  YnofIHOMOYEHHbIX
deneparnbHbiX OPraHoB UCNOMHUTENbHOW BNacTu

1. YnonHomoueHHble dheaeparnbHble OpraHbl UCMOMHUTENBHOW BNacTy NpefocTaBnsioT B
pacrnopsbkeHne defepanbHOro opraHa MCMONHUTENbHOM BRAcTW, YNONHOMOYEHHOTO B
obracTM TaMOXEHHOro [erna, roCcyAapCTBEHHbI PeecTp NeKapCTBEHHbIX CpeacTs, a
Takke WHGPOPMaUMIO O BbldaHHbIX paspelleHnsXx Ha BBO3 KOHKPETHOW napTuu
NeKapCTBEHHbIX CPEACTB B CryvasiX, YCTAHOBMEHHbIX YacTblo 3 cTaTbu 47 HacTosILEro
denepanbHOro 3akoHa.

2. ®depepanbHbii OpraH WCMOMHUTENBHOW BRacTW, YMNOMHOMOYEHHbIW B obnacTtu
TaMOXEHHOro pfena, WHgopMMpyeT VykasaHHble B 4actu 1 HacToswen craTbu
YNOMHOMOYEHHbIEe  doefeparnbHble  OpraHbl  UCMOMHUTENbHOW BNacTh O  BBO3e
nekapcTBEHHbIX CpPeAcTB Ha TeppuTtoputo  Poccuiickon depepauym U BbiBO3€e
NeKapCTBEHHbIX CpeAcTB ¢ Tepputopumn Poccuiickon Pegepaumm no popme n B Nopsiake,
KoTopble ycTaHoBneHbl [NpaButensctBoM Poccunckon ®enepaumn.

Mnasa 10. PAPMALIEBTUYECKAA OEATENIbHOCTDb

Cratbs 52. OcywecTtBneHne hapmaueBTUYECKON AeSATENTbHOCTH

1. ®dapmaueBTMYeCcKas [AeATeNbHOCTb OCYLUECTBMASAETCA OpraHusauusiMm OMnTOBOM
TOProBnn neKkapcTBEHHbIMM CpeacTBaMu, anTeYHbIMW OpraHu3aunsMmn, BeTepuHapHbIMU
anTeyHblMW OpraHuM3aumsMu, WHOMBUMAYaNbHbIMWU NPEANnPUHUMATENSMU, UMEIOLLMMM
nuueHsn Ha dapMaueBTUYECKYID AeATeNbHOCTb, MEeAMUMHCKUMU OpraHu3auusiMm,
UMEKLUMMN NULEH3NI0 Ha apMaLeBTUYEeCKyl0 AeATeNbHOCTb, U UX 060CcobneHHbIMY
nogpasgenexHnsmu (ambynatopusamu, denbawepckuMm 1 denballepcKo-akyLwepckumm
nyHKTamn, ueHTpamu (oTaeneHnsmu) obwen BpayebHOM (CEMEWHON) MpPaKTUKWM),
pacrofnoXeHHbIMA B CeNbCKMX MOCENEeHusX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHuMsaumMM, W BeTepuVHapHbIMKM  OpraHn3auMaMKu, UMeELWUMN  NULEH3NI0  Ha
hapmaLeBTUYECKYO AeATeNbHOCTb.

2. ®dusnyeckme nuua MOryT OCYLUECTBNSATb hapMaLeBTUYECKYD OeATENbHOCTb Npu
HanuuMM BbICLUEro WM cpegHero capmaueBTMdeckoro obpasoBaHus UM cepTudukaTa
crneuvanncTa, BbICLLErO UMW CpeaHero BeTepuHapHoro obpasoBaHust U cepTudmkaTa
cneunanucTa, a Takke BbICLLEro WM CpedHero MeauumMHCKOro obpasoBaHus,
cepTudukata cneumanucta M OOMNOSIHUTENbHOro npodeccuoHansHoro obpasoBaHusa B
YacTV PO3HUYHOW TOProBMM fIEeKApPCTBEHHLIMU NpenapaTtaMu Mpu ycrnosumn ux paboTsbl B
000COo6neHHbIX MoapasfeneHnax MeAUUMHCKMX OpraHuM3auun, ykasaHHbIX B 4Yactu 1
HacTosILEeNn cTaTbu.

(4acTb 2 B peqn. PeagepanbHoro 3akoHa ot 27.07.2010 N 192-93)
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Cratba 53. lpopaxa, nepejaya NeKapCTBEHHbIX CPEACTB OpraHM3auMsiMM OMTOBOW
TOProBny NekapcTBeHHbLIMW CpeacTBamMm

OpraHusauum ONTOBOW TOProOBMM NEKapCTBEHHbIMU CpeacTBaMU MOFYT OCYLUEeCTBASATb
npogaxy JeKkapCcTBEHHbIX CpeAcTB WNM  nepedaBaTb WX B YCTAHOBMIEHHOM
3akoHogatenscTBoM Poccunckon ®enepauumn nopsigke:

1) opyrum opraHusaumsam onTOBOW TOProBv NekapCTBEHHbIMU CPEACTBaMU;

2) NPOM3BOAUTENSIM NeKapCTBEHHbIX CPeACTB AJ1s LieNiet NPOn3BOACTBA JIEKapCTBEHHbIX
CPencTs;
3) anTeyHbIM OpraHM3aUusiM 1 BETePUHAPHbLIM anTeYHbIM OpraHn3aumnsim;

4) Hay4Ho-MCCreaoBaTeNbCKAM OpraHn3aLmnsaM Ans Hay4yHO-UccrieaoBaTerbCKon paboThl;

5) nHanBunayanbHbIM npegnpuHUMaTendam, MMerwmm NMUEeH3N0 Ha q)apmaueBTquCKyro
0eATenbHOCTb U NNMUEeH3N Ha MEOUUNHCKYO OeATENTbHOCTb;

6) MegULMHCKMM opraHu3auunsamM, BETEPMHAPHBIM OpraH1M3aLunsm;

7) opraHnsauuam, ocywecrteidrlowmMmMm  paspeneHne, BblpallMBaHUe W coAepXaHue
XUNBOTHbIX.

CraTbsa 54. [NpaBuna onToBOW TOProBuM fieKapCTBEHHbIMU CPeaAcTBaMu

OnToBas TOProBJiA JieKapCTBEHHbIMU CpencTtBaMy OCYLLECTBIAETCA NMpPpOoun3BOAUTENIAMU
NNeKapCTBEeHHbIX CpeacTB W opraHu3aunamm OnTOBOM TOoproenn nekapcCTBe€HHbIMU
cpeacteamMn no npasunam, yTBepXAE€HHbIM COOTBETCTBYHLWMMU YNOJTHOMOYEHHbIMU
(beﬂepa]'leblMl/l OopraHamu NCMNONHUTENbHON BNACTW.

Cratbs 55. Mopanok po3HNYHOW TOProBW NeKapCTBEHHbIMU NpenapaTamMmu

1. Po3HUYHas TOProens fekapcTBEHHLIMW MpenapaTtaMu B KONMMYecTBax, HeoOXoanMbIX
ONs  BbINOMHEHMS BpauyebHbiXx  (penbalepckux) Ha3HaYeHUM WK Ha3HaYeHui
cneunanucTtoB B 06ractTu BeTEPUHAPUM, OCYLLECTBMSIETCS anTeYHbIMU OpraHM3aunsiMu,
BETEPUHAPHBIMU anTEeYHbIMWU OPraHu3auMaMu, MHOUBMAYaNbHLIMU NPeanpUHUMaTENSIMU,
UMEKLWMMN  NMUEH3MI0 Ha  dapMaueBTUYECKYlD  AeATeNbHOCTb,  MEeOULMHCKUMM
OopraHusaumMsiMm, UMEKLUMM JINLEH3NIO Ha hapMaueBTUYECKYD OeATENbHOCTb, U UX
060co6neHHbIMK nogpasaeneHnsamm (ambynaTtopusamu, denbaLepckumMm 7]
denbaLIepcKo-aKyLLepPCKMMU MYHKTaMK, UeHTpamu (oTgeneHvamun) obuieri BpadvebHom
(cemenHon) nNpakTUKK), PaCNONOXEHHbIMW B CEeNbCKMX MOCENEHUsIX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble OpraHvM3auuu, U BETEPUHAPHBLIMU OpraHM3aumMsiMM, UMERLLUMU
NUUEH3MI0 Ha bapMaLeBTUYECKYD OeATenbHOCTb. PaspelueHa po3HU4YHas TOProsnsi
TOMbKO NEKapCTBEHHbIMW  MpenapaTamMu, 3apermctpupoBaHHbIMM B Poccuiickoi
depepaumm  UNM U3FOTOBMNEHHBbIMM  ANTEYHLIMU  OpraHM3aumMsMun, BeTepUHaPHbLIMU
anTeYyHbIMM OpraHM3auusiMu, WHAWBMAYANbHbIMU MPEeAnpUHUMATENSAMUY, UMEIOLLMMMN
NUUEH3MIO Ha hapMaLEeBTUYECKYHO OEeATENBHOCTb.

2. Buabl anTeyHblx opraHu3auuii U npaeBuna OTnycka JeKapCTBEHHbIX NpenapaToB Ans
MEONLIMHCKOTO  MPUMEHEHUST  anTeYHbIMM  OpraHu3auusMu,  MHOUBUAOYanbHbIMU
npeanpuHMMaTensaMn, UMELWMMIN NIMLEH3NI0 HA (dapMaLEeBTUYECKYI0 OESTENBHOCTb, a
Takke MpaBuna OTMyCKa NEeKapCTBEHHbIX NpenapaToB AN MEeOULUMHCKOrO NMPUMEHEHNS
MEOUUMHCKUMU  OpraHmM3auusiMn, UMEeRLMMM  JNULEH3NI0 Ha  dapmMaueBTUYECKyo
AesiTenbHOCTb, W UX  06ocobneHHbIMM  nogpasgeneHusmMun — (ambynaTopusivm,
denbawepckumm 1 enbalepcko-akyLEPCKMMU NyHKTaMK, LeHTpaMu (OTAeneHusIMun)
obwen BpayebHOW (CeMernHON) NPaKTUKKN), PACMONOXEHHBIMU B CEMbCKUX MOCENEHUsIX, B
KOTOPbIX OTCYTCTBYIOT anTeyHble oOpraHuM3auuu, YTBEepX4alTcsl YNONHOMOYEHHbIM
deneparnbHbIM OPraHoOM UCMONMHUTENBLHOW BNACTU.
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3. I'Ipanma oTnycCKa HaPKOTUYECKNX cpeacTte n NCUXOTPOMHbIX BeLLEeCTB,
3aperncTpmpoBaHHbIX B Ka4yecCcTBe J1eKapCTBEHHbIX MpenapaTtoB, JeKapCTBEHHbIX
npenapaTtoB, CoAepXallMx HapKoTMYeckMe cpeactBa W MNCUXOTPOMHbIE BELLECTBA,
yTBEPXKAAKTCS YNONHOMOYEHHbIM (hefeparbHbiM OpraHoOM MCMOMHUTENBHOW BRacTy no
cornacoBaHuio ¢ cpegepanbHbiM OpraHoM WUCMOSTHUTENBHOW BNAacT, OCYLLECTBASIOLNM
dyHKUMM No  BblpaboTke rocydapCTBEHHOW  MONUTUKM,  HOPMATMBHO-NPaBOBOMY
perynupoBaHuio, KOHTPOMIO U Haasopy B cdepe obopoTa HapKOTUYECKUX CPEeAcCTB,
MCUXOTPOMHbIX BELECTB U UX MPEKYPCOPOB, a Takke B obrnacTy NpoTUBOAENCTBUS UX
He3akOHHOMY 0DOpOTY.

4. TekapcTBeHHble npenapaTtbl ANS BETEPUHAPHOrO MPUMEHEHUS MoanexaT OTMyCKy
BETEPMHApHLIMMA  anTeYHbiMU  OpraHU3auusMK, BEeTEepPUHaPHLIMU  OpraHM3aLuaAMU,
VHONBUAYANbHBIMM npeanpuHUMaTenamu, “MeLWMm TIMLEH3MIO Ha
hapmaueBTMYECKyl0 AesTenbHOCTb. [paBuna oTnycka nekapCTBeHHbIX NpenapaToB Ans
BETEPVHAPHOro NpUMeHeHNs1 YyTBEepPXXAalTcs YNONHOMOYEeHHbIM dhedeparnbHbiM OpraHoM
MCMOMHUTENBHOW BNacTu.

5. NepeyeHb MEOMLIMHCKMX OpraHn3aLui, UMEeKLMX NULEH3NI0 Ha hapMaLeBTUYECKYHO
AeATenbHOCTb, U UX 060COBNEHHbIX NoAgpasgeneHun (ambynaTopui, enbawepckux 1
denbAlepCcKo-aKyLLEePCKUX  MYHKTOB, LEHTPOB (OTAeneHun) obuwen BpavyebHon
(cemenHon) npakTUKK), pPacronOXeHHbIX B CENbCKUX TMOCENeHUsX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OopraHu3auuu, a Takke nepedeHb JIeKapCTBEHHbLIX NpenapaToB
(32 MCKNIOYEHNEM HapKOTMYECKUX JEKAPCTBEHHbIX MNPENnapaTtoB W MCUXOTPOMHbIX
nekapCTBEHHbIX MpenapaTtoB), Npoga)a KOTOPbIX MOXET OCYLLEeCTBMASATbCH YyKa3aHHbIMU
opraHm3aumsMm n nx o6ocobneHHbIMM NoapasgeneHusaMn, ycTaHaBnNMBaTCs opraHamm
ncnonHuTenbHOM Bnactu cybwbektoB Poccunckon ®epepauun.

6. AnTeyHble opraHusauuv, MHOMBMAYanbHble NPEeAnPUHUMAaTENN, UMeloWne NULEH3NI0
Ha apmaLeBTUYECKYD [esATeNbHOCTb, 0053aHbl obecrneynMBaTb YCTAHOBMEHHbIN
YMOJNTHOMOYEHHBLIM  befieparnbHbIM  OPraHOM UCMOMHUTENbHOM BRAcT MUHUMAarbHbIN
aCCOPTUMEHT NeKapCTBEHHbIX NpenapaToB, HEOOXOAUMbIX ANs OKa3aHUs MeAMLMHCKOM
MOMOLLM.

7. AnTeyHble opraHusauuy, UHAMBMAOYanbHblE NPeAnpUHUMAaTENY, UMeloLlmne NULEH3NI0
Ha dhapMaLEeBTUYECKYI0 AeATEeNbHOCTb, Hapsay C NekapCTBEHHLIMU NpenapaTtaMmi UMetoT
npaso npuobpetatb W  npojasBaTb  WU3OENUSA  MEOULMHCKOTO  HasHauyeHus,
Ae3vHUUMpylolWne cpeacTea, npeaMmeTbl M CPeAcTBa NMYHOW TUIMeHbl, nocyay Ans
MEeAMLUMHCKUX Leneil, npeameTbl W cpeacTBa, NpefdHasHauyeHHble Ans yxoda 3a
BONbHLIMUY, HOBOPOXAEHHLIMU U AeTbMU, He AOCTUTLLMMU BO3pacTa Tpex NeT, OYKOBYH
ONTUKY U CPEACTBa yXo4a 3a Hel, MUHepanbHble Boabl, NPoAYKThl Nne4yebHoro, AeTCKOoro u
ANETUYECKOro MUTaHWa, OBUOMNOrMYeckn akTMBHble [O06aBkuM, napdioMepHble U
KOCMeTUYeckue cpeacrtsa, MeauUMHCKME W CaHUTAPHO-MPOCBETUTENbHbIE nevaTHble
n3gaHus, npeaHasHadeHHble Ang nponaraHabl 300pOBOro 06pasa XU3HMW.

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

8. [leaTenbHOCTb anTeuvHbIX opraHu3aumn BoopyxeHHbix Cun Poccuiickon ®egepaunn,
APYrMx BOWCK, BOWMHCKUX (POPMUPOBaHUA N OpraHoB, B KOTOPbIX 3aKOHOAATENbCTBOM
Poccuinckon denepaumn npeaycMoTpeHo npoxoxaeHue BOEHHOW nnu
NpaBoOOXpaHUTENbHOM CrnyXbbl, pernameHTUpyeTcst HacToswmnM PegeparnbHbIM 3aKOHOM
W YTBEPXOEHHbIMM COOTBETCTBYOLWMMU doedeparnbHbiMU OpraHaMu MCMOSTHUTENBHON
BNnactu nonoxeHmamu. KoHTponb 3a cobniogeHnem  ykasaHHbIMW — anTeYHbIMMU
opraHusaumsaMm nonoXeHun Hactosiwero ®deaepanbHOroO 3akoHa OCYLLECTBrsSeTCs
COOTBETCTBYOLWNMU heaeparnbHbIMU OpraHaMn UCNONHUTENBHON BNacTuU.

Cratbsl 56. N3roToBneHue u OTNYCK JN1eKapCTBEHHbIX NnpenapaTtoB
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1. M3rotoBneHune JIEKapCTBEHHbIX npenapartoB anTevyHbiMn opraHunsauunsamu,
BeTEPUHApPHbIMMN anTeYHbIMX OpraHn3aunamMmn, nHansuayanbHbIMU npeanpuHuMaTenavmm,
nvewwmmn nUUueH3n Ha cbapmaueBqueCKyro 0eATeNIbHOCTb, OCYyLleCTBNAeTCAa no
peuenTtamMm Ha NnneKkapCTBeHHbIE npenaparthbl, Mo Tpe6OBaHVIF|M MeONLMHCKNX opransau,Mlh,
BeTEepUHaApPHbIX OpFaHVI3aLI,VII7| B COOTBETCTBMM C npaBuriamMmm MU3rotoBrieHUA MU OTMNYyCKa
JIEKapCTBEHHbIX MNpenapaTtoB, YTBEpPXAEHHbIMX  YNOJIHOMOYEHHbIM (be,D,epaJ'IbelM
opraHom WCMNONHUTENbHOW BracTu.

2. Tlpn un3roToBNEHMM NnEKapCTBEHHbIX NpenapaTtoB anTeYHbIMKU OpraHusaunamu,
BETEPUHAPHBLIMU anTEYHBbIMWU OPraHU3auMaMun, MHOUBUAYaNbHLIMU NPeanpUHUMATENSAMU,
UMELWMMM  JNINLEH3MKO Ha  (apMaueBTUYECKYD  OeATENbHOCTb,  UCMONb3ylTCA
dapmaLeBTUYECKME CyOCTaHLUMK, BKITHOYEHHbIE COOTBETCTBEHHO B TOCYOapPCTBEHHbLIN
peecTp NekapCTBEHHbIX CPeACTB ANs MEeAMLUMHCKOrO MPUMEHEHUS U rocyaapCTBEHHbIN
peecTp NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOIO MPUMEHEHUS B YCTaHOBIIEHHOM
nopsake. He gonyckaetcs M3roToBneHMe anTedHbiMKW OpraHvM3aumsMu, BETEPUHAPHbLIMU
anTeyHbIMM OpraHM3auusiMu, WHAWBMAYANbHbIMU MPEeANnpUHUMATENSAMY, UMEIOLLMMN
NUUEH3MI0 Ha apMaueBTUYECKYID [OEeATENbHOCTb, JIEKAPCTBEHHbIX Mpenapartos,
3aperncTpupoBaHHbIX B Poccuiickon ®enepaunn.

3. MapkunpoBka NEeKapCTBEHHbIX npenaparTos, M3roTOBMIEHHbIX  anTe4YHbIMU
opraHu3aumsiMi, BETEPUHAPHBIMW  anTeYHbIMM  OpraHM3auusMy, WHAVBMAYaNbHbIMU
npeanpuHMMaTensMm, UMeELWMMN NMLEH3NI0 Ha dapMaLeBTUYECKYD OeATENbHOCTb, U
odopMreHme Takmx npenapatoB AOMKHbl COOTBETCTBOBATb MpaBuraM, ykaszaHHbIM B
yactu 1 HacTosLEen cTaTby.

4. AnTeuyHble opraHvMsauun, BeTepuHapHblE anTeudHble OpraHuM3auuun, UHAMBUAOyanbHbIE
npeanpuHMMaTenu, umeLme nMUeH3nio Ha hapmMaueBTUYECKYI0 OEeATENbHOCTb, HECYT
OTBETCTBEHHOCTb 3a HecobnaeHe npaBui U3rOTOBIEHUA M OTMYCKa NEKapCTBEHHbIX
npenapaToB B COOTBETCTBUM C 3akOoHOAaTenbcTBOM Poccuiickon degepaumn.

Cratbsa 57. 3anpelyeHue npogaxu anbCnULMPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB,
HeOoOpOKaYeCTBEHHbIX JIEKapCTBEHHbIX CPEACTB, KOHTpad)aKTHbIX NeKapCTBEHHbIX
cpencTs

Mpopaxa danbcndUUMPOBaHHbLIX eKapCTBEeHHbIX CpeacTB, HegobpokayecTBEHHbIX
NeKapCTBEHHbIX CPeACTB, KOHTPadaKTHbLIX NIeKapCTBEHHbIX CPEACTB 3anpeLlaeTcs.

CraTbsa 58. XpaHeHune nekapcTBEHHbIX CPeacTB

1. XpaHeHMe neKapCTBEeHHbIX CPeOCTB  OCYLIECTBMAETCS  MPOM3BOAMTENsAMU
neKapcTBEHHbIX CPeACTB, OpraHusauusMn  ONTOBOW TOProBMM  NEKapCTBEHHbIMU
cpeAcTBamu, anTeYHbIMM OpraHU3aLUaMn, BETepUHaApHBIMU anTe4YHbIMU OpraHn3aLnsaMu,
VHONBUAYANbHBIMU npeanpuHUMaTenamu, UMeoLLMMM NALIEH3UIO Ha
hapmaLeBTMYECKyl0 AEATENbHOCTb WMM MMLEH3UI0 Ha MEAULIMHCKYI OeATeNbHOCTb,
MEOULIMHCKUMWU  OpraHu3auusMu, BeTepuUHapHbIMKM  OpraHMsaLuaMM U UHBIMU
opraHM3auuaMp, OCcyLLIECTBNALMMY obpallieHe NeKapCTBEHHbIX CPEeACTB.

2. lMpaBuna XpaHeHWs reKapCTBEHHbIX CPeACTB YTBEepXKOalTCH COOTBETCTBYHOLLUM
YMNOSTHOMOYEHHBIM hegepasibHbIM OPraHOM UCMOSNHUTENBHON BNacTy.

3. XpaHeHne HapKOTUYECKMX NEeKaAPCTBEHHbIX CPEACTB, MCUXOTPOMHLIX NEKAaPCTBEHHbIX
cpencTts, papuocapMaueBTUYECKUX JIEKAPCTBEHHBIX CPEeACTB  OCYLLecTBhAsieTcs B
COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuiickon degepaumm.

Mnasa 11. YHUYTOXEHUE NEKAPCTBEHHbIX CPEACTB

Ctatbsa 59. OcHoBaHus 1 nopAaoK YHUHTOXEHUA NeKapCTBEeHHbIX CpeacTB
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1.  HepobpokauyecTBeHHble  feKapCTBeHHble  cpeAcTBa,  anbCudULMPOBaHHbIE
nekapcTBeHHble cpeacTBa noanexaT W3bATUI0 M3 rpaxgaHckoro obopota U
YHUYTOXEHUIO B Mopsake, yctaHoBneHHoM [lpaButensctBom Poccuiickon ®egepaumm.
OcHoBaHueM AN YHUUTOXEHUS NeKkapCTBEHHbIX CPeACTB SABNAETCA pelleHne Bnagenbua
nekapcTBEHHbIX CpeacTs, pelueHve COOTBETCTBYIOLLErO YNONTHOMOYEHHOTO
dheaepanbHOro opraHa UCMONHWUTENBHON BRacTy UNW peLleHne cyaa.

2. KoHTpadhakTHble nekapCTBeHHble cpeacTBa noAanexaT M3bATUI U3 rpaxaaHCKoro
o6opoTa ¥ YHUYTOXEHWUIO MO pelleHnto cyaa. [opsaok YHUYTOXeHUSI KOHTpadhaKTHbIX
nekapcTBeHHbIX cpeacTB ycTaHaBnuBaeTcs MNpaButenscTBoM Poccuiickoin egepaumu.

3. Pacxodbl, CBsi3aHHble C YHWYTOXEHMEM KOHTpadaKTHbIX NEKAPCTBEHHbIX CPenacTB,
Hego6poKayeCcTBEHHbIX neKapCTBEHHbIX CPeAcCTs., hanbcnULMpoBaHHbIX
nNeKapCcTBEHHbIX CPeACTB, BO3MELLIAIOTCA UX BnagenbLem.

4. Bnapenel NeKapCTBEHHbIX CPEACTB [OIPKEH MpeAcTaBUTb B YMNONHOMOYEHHbIN
degepanbHbIi  OpraH  UCMOMHWUTENbHOW BMacTM  OOKYMEHT WM  3aBEpPeHHYl B
YCTaHOBINIEHHOM TMOpsiAKE €ero Komuio, noATBepXxaallwme ¢akT  YHUYTOXEHMUS
reKkapCcTBEHHbIX CPeaCTB.

5. CoOTBETCTBYIOLUIA YNONTHOMOYEHHbIN heaeparnbHbii OpraH UCMONTHUTENbLHOM BMACTH,
NPUHABLLIMIA pelleHne 06 YHUUTOXEHMM JIeKapCTBEHHbIX CPeacTB, OCYLLEeCTBrseT
KOHTPOJ1b 3@ UX YHUHTOXEHNEM.

6. YHUUYTOXEHUE NEeKapCTBEHHbIX CPeacTB MPOU3BOAUTCH OpraHn3auusiMn, UMEKLUMN
COOTBETCTBYHLLYIO NMLEH3NIO, Ha creunanbHo 060pyaoBaHHbIX Mowaakax, nonuroHax
M B cneumanbHo obopyaoBaHHbIX MOMELLEHUsAX ¢ cobnogeHnem TpeboBaHuin B obnactm
OXpaHbl OKpyKatoLen cpegbl B COOTBETCTBMM C 3akoHodaTenbcTBOM Poccuiickon
depepaumm.

7. HapkoTuyeckme nekapCTBeHHble CPEACTBA, NCUXOTPONHbIE NEKAPCTBEHHbIE CPEACTBA,
pagnodapmaueBTUYECKME NEKAapCTBEHHbIE CPeAcTBa YHUUTOXAKTCA B COOTBETCTBUM C
3akoHogaTtenbcTBOM Poccuinckon degepaumn.

Mnaea 12. FOCYAAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPENAPATbI ANA MEOULUHCKOIO NPUMEHEHUA

Cratba 60. [ocygapcTBeHHOe perynvMpoBaHue LieH Ha NekapcTBeHHble npenapaTbl ANs
MeAMLMHCKOro NpUMEHEHMs

Focyp,apCTBeHHoe perynupoBsaHune LeH Ha  NeKapCTBEHHbIE npenapartbl  An4d
MeaULUMHCKOro npuMmeHeHnsa ocyllecTBidaeTcAa nocpeaCTBOM:

1) yTBEpPXOEHUS MNepeyvHst XU3HEHHO HeobXOoAMMbIX W BaXKHEWLWUX NeKapCTBEHHbIX
npenaparoB, BKMIOYEHHbIX B TAKOW NepeyveHb nod MexayHapoaHbIMU HenaTeHTOBaHHbLIMU
UM XUMUYECKUMWN HAMMEHOBAHMAMU U COOTBETCTBYIOLLMX CEeAYIOWUM KpUTEPUAM:

a) TMNpUMMEHEHWE KOHKPETHOro JiekapCTBEHHOro npenapata And  OUarHoCTUKM,
npodmnakTukn, neyeHns 3aboneBaHuii, B TOM 4uUcrie npeobnagatolimx B CTPYKType
3aboneBaemocTtu B Poccuiickon Pegepaumu;

6) NMpeMMyLLECTBO KOHKPETHOrO NeKapCTBEHHOro npenapaTta Mo CPpaBHEHWIO C APYrMMU
NeKapcTBEeHHbIMU MpenapataMu Mpu  onpeferneHHbx 3aboneBaHuu, CUHOPOME WMu
KMUHUYECKOW CUTYaLIU;

B) TepaneBTMYecKasl 3KBMBANIEHTHOCTb KOHKPETHOrO FeKapCTBEHHOro npenapaTa
neKkapcTBEHHbIM Mpenaparam CO CXOXUM MexaHU3mMoM hapMaKkonormieckoro AeNcTeus;

2) yTBEPXKAEHUS MEeTOAMKM  YCTaHOBMEHUS  MPOW3BOAUTENSIMU  JIEKAPCTBEHHbIX
npenapaToB NnpeaernbHbIX OTNYCKHbIX LIeH Ha NekapCTBEHHble Npenaparthl, BKMOYEHHbIE B
nepeyveHb XU3HEHHO HEOBXOAMMbIX U BaXKHENLLUMX NeKapCTBEHHbIX NpenapaTos;

3) rOCWJ,apCTBeHHOVI perncTtpaumm yCTtaHOBIIEHHbLIX MPOMU3BOAUTENAMU NEKAPCTBEHHbIX
npenapatoB npenenbHbIX OTNYCKHbIX LeH Ha NIeKapCTBEHHbIE NnpenapaTbl, BKIMOYEeHHbIE B
nepeyvyeHb XXM3HEHHO HeobXoAMMbIX N BaXKHENLLIMX NNEKapCTBEHHbIX NMpenapaToB,;
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4) BeAeHnA rocygapCTtBeHHOro peectpa npenesibHbIX OTNYCKHbIX LEeH I'IpOI/I3BOD,I/ITeJ'Iel7I Ha
NekapCTBeHHble npenapaTtbl, BKIOYEeHHble B MNepeyYeHb >XU3HEHHO HeobXoauMbIX WU
BaXKHEMNLLNX JNTeKapCTBEHHbIX NMpenapaToB,;

5) yTBEpPXKOEHUS METOAMKM YCTaHOBMEHNA opraHamMun UCMONHUTENbHON BacTu Cy6beKToB
Poccuinckon ®degepauumn npegenbHbIX pa3mMepoB OMTOBbIX HaabaBOK U npedernbHbIX
pasMepoB PO3HUYHbIX HAA0aBOK K (PAKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbLIM
NPOM3BOAMTENSAMU  FIEeKapCTBEHHbIX MpenapaToB, Ha JleKapCTBEHHble npenaparhbl,
BKIIOYEHHbIE B MNepeyYeHb XW3HEHHO HeoBXOAMMbIX W BaXKHEWLWWX neKapCTBEHHbIX
npenaparos;

6) ycTaHoBneHUs npedenbHbIX pasMepoB ONTOBbIX HAA0ABOK M NpeAenbHbIX pasMepoB
PO3HUYHBLIX  HaabaBOK K  (PaKTUYECKMM  OTMYCKHbIM  LieHaM,  YCTaHOBIEHHbIM
Npov3BOAMTENSIMM  NEKAPCTBEHHbIX MNpenapaToB, Ha IekapCTBEHHblE Mpenaparsl,
BKITIOYEHHbIE B MEpPeYeHb >KU3HEHHO HEOOXOAUMBLIX U BaXKHEWLIMX JleKapCTBEHHbIX
npenaparos;

7) yTBepXdeHus nopsigka Bbi4ayn nNpeanucaHui opraHaMm WCMOMHUTENbHOW BracTu
cybvektoB  Poccunckon  degepauum o npuvBegeHMM B COOTBETCTBME  C
3akoHogaTenbcTBoM Poccuinckon ®degepauun peleHnin ob yctaHOBREHUN NpeaerbHbIX
pa3MepoB OMNTOBbIX HaabaBOK M MNpedenibHbIX pPa3MepoB PO3HUYHbIX HagbaBoK K
aKTU4ECKUM OTMYCKHbIM LieHaM, YCTAHOBJIEHHbIM MPOM3BOAUTENAMU FEeKapCTBEHHbIX
npenapartoB, Ha feKapCTBEHHble npenapaTtbl, BKIIOYEHHbIE B MEpPeYeHb >XWU3HEHHO
HEOOXOAMMbBIX W BaXXHEWLUMX feKapCTBEHHbIX MpenapaToB, €Cnv OHW MPUHATbI C
HapylLleHveM 3akoHogdaTtenbcTBa Poccunckonn ®epepaummn, B nopsigke, yCTaHOBMNEHHOM
MpaButenbcTBoM Poccuiickon Pepepaumuy;

8) HanpaBneHusa ynonHOMOYEHHbIM heaepanbHbIM OpPraHoM WCNOMHUTENBHOW BNacTu
opraHam ucrnonHuTenbHoW Bnactu cybbektoB Poccuickon degepauum npeanmcaHui o
npuBeAeHNM B COOTBETCTBME C 3aKoHoOaTeNbLCTBOM Poccuiickon deaepaumm NpuUHATLIX C
HapylleHMeM 3akoHopaTtenbcTBa Poccunckon depepaumm pelueHuin obd ycTaHOBNEHWUM
npefenbHbIX pasMepoB OMTOBbIX HaabaBoOK W npefenbHbIX pPasMepoB  PO3HUYHBLIX
HanbaBoOK K LeHaM Ha fleKkapCTBEHHbIE MpenapaThbl, BKIOYEHHbIE B NEpPeYeHb XXU3HEHHO
HEeobXo4MMbIX M BaXKHEWLLMX FIEKAPCTBEHHbIX Npenapartos;

9) OCyulwleCTBlieHnA rocygapCTtBeHHOro KOHTpPOJ1IA  3a NpuMMEeHeHMemMm UeH Ha
JIeKapCTBEHHbIE NpenapaThbl;

10) npuMeHeHUs NpedyCMOTPEHHbIX 3akoHodaTenbcTBoMm Poccuiickon degepauumn mep
OTBETCTBEHHOCTM 3@ HapylleHue nopsgka LeHoobpa3oBaHUA Ha  XKU3HEHHO
HeoOXoaMMble 1 BaXkKHENLIME NeKapCTBEHHbIE NpenapaTbl.

Crtatba 61. Focyu,apCTBeHHaﬂ perncTtpauma yCTaHOBJIEHHbIX Npou3BoguUTenAaAMun
JNIeKapCTBEHHbIX NMpenapaTtoB npenesibHbIX OTNYCKHbIX UeH Ha XXU3HEHHO HeobxoguMble U
BaXkHenLwue NekapCTBEeHHble NpenapaTtbl N UX Npoaaxa

1. YcTaHOBnEHHble MPOM3BOAMTENSIMU NEKapCTBEHHbLIX MpenapaTtoB npefenbHble
OTNYCKHblE LieHbl HAa JNeKapCTBEHHbIE NpenapaThl, BKMIOYEHHbIE B NepeyeHb XWU3HEHHO
HeoBXoaMMbIX U BaXKHEMLUMX NeKapCTBEHHbLIX NMpenapaToB, NMoasiexart rocyfapCTBEHHOM
perncTpauuu.

2. YcTaHOBNEHHass nNpoOu3BOAMTENEM FEKapCTBEHHbIX MNpenapaTtoB npeaenbHas
OTMYCKHas LEeHa Ha IeKapCTBEHHbIA MpenapaT, BKMYEHHbIA B MEpeYeHb XU3HEHHO
HeobXooMMbIX U BaXKHEWLLMX JIEKAPCTBEHHbIX NpenapaToB, MOAMEXUT rocy4apCTBEHHOM
perncTpauun, ecrnim oHa He NpeBblllaeT pasmep LUeHbl Ha AaHHbIA NeKapCTBEHHbIV
npenapart, pacCYMTaHHbIA B COOTBETCTBMM C YTBEPXKAEHHON B MOpsAKe, YCTAaHOBIEHHOM
MpaBuTENbLCTBOM Poccuinckon degepauum, MEeTOoaMNKOMN yCTaHOBIEHNS
NPON3BOAMTENAMM JEKAPCTBEHHbIX MNpenapaTtoB MNpegenibHbiX OTMYCKHbIX LEH Ha
neKapcTBeHHble MpenapaTtbl, BKIHOYEHHbIE B MEPEYEHb XMU3HEHHO HeobXoOUMbIX U
BaXKHENLLNX NTEKapCTBEHHbIX NPenapaToB.
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3. I'Ipo,u,a>|<a NeKapCTBEHHbIX MpenapaTtoB, KOTOPbIE BKIMHOYEeHbl B nepe4vyeHb >XM3HEHHO
HeobXxooMMbIX W BaXXKHEMLIKNX JNIEKapCTBEHHbIX MpenapatoB W Ha KOTOpble He
3aperncTtpmpoBaHa YCTaHOBJIEHHadA nNpounsBoguUTenAaAMn JeKapCTBEHHbIX npenapatoB
npegernibHaa OTnyckHaaA LeHa Ha JleKkapCTBeHHble npenapaTtbl, BKMOYEHHbIE B NepeYeHb
XXN3HEHHO HEOBXOOUMbIX N BaXKHENLLNX NeKapCTBEeHHbIX npenapaTtoB, He A0oNyCKaeTCA.

Cratbs 62. [ocyqapCTBEHHbI peecTp npedenbHbIX OTNYCKHbIX LieH NpoussoauTenei Ha
neKkapcTBeHHble npenapaThbl, BKMIOYEHHbIE B MepevYeHb >KU3HEHHO HeobXoauMbIX W
BaXKHEWLLMX NeKapCTBEHHbIX NpenapaTos

1. 3apernctpupoBaHHble npeaernbHble OTMNYCKHbIe LieHbl Ha NeKapcTBeHHble npenaparThbl,
BKMIOYEHHblIE B MepeyYeHb >XU3HEHHO HEeOGXOAUMbIX U BadKHEWLIMX NeKapCTBEHHbIX
npenapaTtoB, Nnoasiexar BKIIOYEHNIO B TOCYAapCTBEHHbIN peecTp npeaenbHbIX OTMYCKHbIX
LUeH Mpou3BOAUTENnel Ha IekapCTBEHHble npenapaTbl, BKMOYEHHbIe B MNepeYeHb
XN3HEHHO HeoBX0OMMbIX U BaXKHEMLLIMX NeKapCTBEHHbIX NpenapaTos.

2. [ocynapCTBEHHbIN peecTp npefenbHbiX OTMYCKHbIX LEeH Mpou3BoguTenen Ha
nekapCcTBeHHble npenapaTbl, BKMOYEHHbIE B MEPEYeHb >XMU3HEHHO HEOoOXOOUMBbIX W
BaXKHeNLLNX NleKapCTBEHHbIX NpenapaToB, COAEPXKMUT B cebe cneaytoLLyo MHPopMaLmIo:

1) HaMMEHOBaHWe NPOV3BOAMTENS NEKAPCTBEHHOTO NpenapaTa;

2) HanMeHoBaHWME JNEKAPCTBEHHOIo npenaparta (Mem,u,yHapouHoe HenaTeHToBaHHOE Unn
XMMUN4eCcKoe " Toproeoe HaVIMEHOBaHVIﬂ);

3) HoOMep PervcTpaLmoHHOro YaA0CTOBEPEHNSA NEKaPCTBEHHOro npenapara;

4) nekapcTBeHHas opmMa C ykaszaHMEM [O03MPOBKW NEKapCTBEHHOro npenaparta v ero
KONM4ecTBa BO BTOPUYHOM (MOTPEOUTENBCKOW) YNaKOBKE;

5) 3apernctpupoBaHHas npegenbHas oTNyckHas LeHa B pyonsix;

6) naTa rocynapcTBeHHOW perucTpaummn NnpeaenbHon OTNYCKHOW LieHbl Ha NiekapCTBEHHbIe
npenapatbl, BKMHOYEHHbIE B TMepeyYeHb JKU3HEHHO HeobXOoAWMbIX W BaXKHeMWwuX
NekapcTBEHHbIX NpenapaTos.

3. TocypoapcTBeHHas peructpaumus npefesnbHbIX OTNYCKHbIX LIEeH Ha JIeKAapCTBEHHbIE
npenaparbl, BKIYEHHbIE B MEPEYEHb >KMU3HEHHO HEOOXOAMMBIX W  BaXXHEWLIUX
NeKapCTBEHHbIX NpenapaTtoB, BeAeHWE T[OCYAapCTBEHHOrO peectpa npeaenbHbIX
OTNYCKHbIX LEH NpOoM3BOAUTENEN Ha JEKapCTBEHHble npenapaTtbl, BKMOYEHHbIE B
nepeyYeHb >XM3HEHHO HEOOXOAMMbBIX WU BaXKHEWLIMX JeKapCTBEHHbLIX MpenapaTos,
OCYLLECTBNSAOTCA B  NoOpsgke, ycTaHoBneHHoM  [lpaButenbctBoM  Poccumnckon
depepaumn.

CraTtba 63. YcTaHOBMNeHMe opraHaMmy UCMOMHUTENBHOW BracTn cybbekToB Poccuiickon
denepaumm npegenbHbIX pa3MepoB ONTOBbIX HagbaBOK M nNpedenbHbIX pa3mepoB
PO3HMYHBLIX HaabaBOK K  (pakTM4EeCKMM  OTMYCKHbIM  LieHaM,  YCTaHOBIEHHbIM
Npou3BOAMTENAMMN NEeKapCTBEHHbIX NpenapaToB, Ha JlekapCTBEHHble npenapatbl 414
MeANLIMHCKOTO NPUMEHEHNs

1. OpraHbl ncnonHuTenbHOM BnacTn cybvektoB Poccuiickon depepaumm yctaHaBnmBaroT
npegenbHble pasmepbl ONTOBbIX HAA0aBOK W MpefenbHble pasMepbl  PO3HUYHBIX
HaabaBoK K (PakTM4EeCKMM OTMYCKHbIM LeHaM, YCTaHOBMEHHbIM MPOU3BOANTENAMMU
NEeKapCTBEHHbIX MpenapaToB, Ha NeKapCTBEHHbIE NMpenapaThl, BKMOYEHHbIE B NepeveHb
XN3HEHHO HEOOXOAMMbBIX N BaXKHEWLUMX NEKapCTBEHHLIX MpenapaTtoB, B COOTBETCTBUN C
YTBEPXOEHHOW B nopsake, yctaHoBneHHom [MpaButensctBoM Poccunckon denepauun,
METOOMKOWN YCTAHOBIIEHWUSI OpraHaMu UCMONTHUTENbHOW BriacTn cybbekToB Poccuiickon
depgepaumm npegenbHbIX pasMeEpoB ONTOBbIX HaabaBOK M MpedenbHbiX pasMepoB
PO3HUYHbIX HagbaBOK K  aKTUYECKMM  OTMYCKHbIM  LeHaMm, YCTaHOBIIEHHbIM
NPON3BOAMTENAMM FNEKAPCTBEHHbIX MpenapaTtoB, Ha JleKapCTBEHHblE NpenapaTsl,
BKMIOYEHHbIE B MepeYeHb XXU3HEHHO HEeOoDXOAMMbIX W BaXKHEWLUMX NeKapCTBEHHbIX
npenaparos.
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2. OpraHusauumn ONTOBOW TOProBNWU M (MNM) anTeudHble opraHu3auuu, MHAMBMAYanbHblE
npeanpuHMMaTeny, MMelLWmMe INUUEH3NI0 Ha apmMaueBTUYECKYID AeATENbHOCTb,
OCYLLECTBMAIOT peanu3auuio JNeKapCTBEHHbIX MpenapaToB, BKIIOYEHHBIX B MepeyeHb
XWU3HEHHO HEODXOAMMbBIX U BaXXHEWLLNX NleKapCTBEHHbIX NpenapaTos, No LueHam, YpoBeHb
KOTOpPbIX He MpeBbIlaeT CyMMy aKTUYECKON OTMYCKHOM LUEHbl, YCTaHOBIEHHOW
npoussoavTenem nekapcTBeHHbIX npenapartos " He npesblLLatoLLemn
3aperMcTpUpoBaHHON MNpPeaeribHON OTMYCKHOW LeHbl, U pasMep ONTOBOW HagbaBku U
(unn) pasmep po3HWYHOM HagbaBkW, He npeBbIWakwme COOTBETCTBEHHO pasmMepa
npegenbHoOM onToBoW Hagbaeku M (MnM) pasmepa npenenbHOM PO3HMYHOW HapbaBku,
yCTaHOBIEHHbIX B cybbekTe Poccuiickon depepaumn.

3. OpraHbl ncnonHuTensHOM Bnactn cybbvektoB Poccuickon depepauumn pasmeLlaroT B
cetn "WNHTepHeT" wunu onybnukoBbiBalOT WHGOPMAULUD O  3aperncTpupoBaHHON
NnpeaenbHON OTMYCKHOW LieHe Ha NeKapCTBEHHbIe npenapaTtbl, BKIOYEHHbIE B NepeyeHb
KM3HEHHO HEOOXOAMMBIX N BaXKHEWLUMNX NIEKAPCTBEHHbBIX NMpenapaToB, 06 YyCTaHOBMEHHbIX
B cybbekte Poccuiickon Pegepaummn pasmepe npeaenbHoOn ontoBow Hagbasku u (Mnu)
pa3Mmepe npefenbHON pPO3HUYHOW HaabaBKM K YCTAHOBMEHHBLIM MPOU3BOAUTENSAMMU
nekapCTBEHHbIX MpenapatoB (akTUYECKUM OTMYCKHbIM LieHaM Ha JieKapCTBEHHbIE
npenaparbl, BKMOYEHHbIE B MNepeyYeHb KM3HEHHO HEOOXOOUMBIX W BaXKHEWMLUNX
NEKapCTBEHHbIX MpenapaTtoB, U 006 yka3aHHOMW B 4acTM 2 HacCTOSILLEN CTaTbu CyMMe.
MHdopMauus, npegyCMOTpeHHas HacTOsILLEN YacTblo, AOIPKHA pasMeLlaTthbCcs Takke B
anTeyHblX OpraHM3auusix B [OOCTYMHOW Ansi CBEAEHUSI BCEX 3aMHTEPEeCOBaHHbIX funL,
dopmMe 1 0BHOBNATLCA MO Mepe ee onybnMkoBaHuS.

4. TpuHATbIE C HapylleHMeM 3akoHogaTenbcTBa Poccuiickon dPepepaumm pelleHust
OpraHoB UCNONHUTENBLHON BriacTu cybbekta Poccuiickon denepaumm o6 yctaHOBRNEHUN
npegenbHbIX pa3MepoB OMTOBbIX HaabaBokK WM npedenbHbiX pPasMepoB PO3HUYHbBIX
HaabaBoK K 3aperncTpupoBaHHbIM MPeAeribHbIM OTMYCKHbIM LeHaM Ha NeKkapCTBEHHbIE
npenaparbl, BKIOYEHHbIE B MEPEYEHb >KMU3HEHHO HEOOXOAMMBIX W  BaXXHEWLINX
nekapCcTBEHHbIX MpenapaToB, nognexar oTMeHe B cyaebHoM nopsiake.

nasa 13. MOHUTOPUHI BESONACHOCTU JIEKAPCTBEHHbLIX NMPENAPATOB,
HAXOAALWMXCA B OBPALLEHUM HA TEPPUTOPUU POCCUUCKOW ®EOEPALIU

CraTbsa 64. MoHWUTOPUHI 6E30MacHOCTY NeKapCTBEHHbIX NpenapaToB

1. JlekapcTBeHHble Npenaparbl, Haxoaswuecs B o0palleHnn Ha TeppuTopumn Poccuinckon
depepaumm, noanexaT MOHUTOPUHIY 6e30nmacHOCTM B LENSX BbISIBIIEHWS BO3MOXHbIX
HeraTUBHbIX MOCNEACTBUM UX NPUMEHEHUS, NPEAYNPEXOEHNSA NALMEHTOB U NX 3aLNUThI OT
NPUMEHEHNsT TaKNX NpenapaToB.

2.  MoHuTOopuHr  6e3onacHOCTM  NIEKApCTBEHHbIX  MpenapaToB  OCYLLECTBSAETCS
YNONTHOMOY€HHbIM cpe,u,epaanblm OopraHom WMCNOMNHUTENBHOMN BNAcTU Ha BCex 3Tanax ux
ob6palLeHust Ha Tepputopun Poccuiickon ®enepauun.

3. CyObekTbl o0OpalweHuss neKkapCTBEHHbIX CpPeAcTB 00si3aHbl  coobwath B
YCTaHOBMEHHOM YMONIHOMOYEHHbIM dhefeparnbHbiM OpraHoM WCMOMHUTENBHOW BRacTu
nopsiake 060 Bcex cryyasix MoGOYHbIX AEWCTBMI, HE YyKasaHHbIX B WMHCTPYKUUM MO
NMPUMEHEHUIO NEKAPCTBEHHOTO MpenapaTa, O CEepbe3HbIX HeXenaTernbHbIX peakuusix,
HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusix npu  NPUMEHEHUN  feKapCTBEHHbIX
npenapartos, 06 0COBEHHOCTSX B3anMOAENCTBNS NeKapCTBEHHbIX NpenapaTos ¢ ApYrumu
nekapcTBEHHbIMM  Mpenapatamu, KoTopble OblNM  BbISBNEHbI  NpU  NPOBEAEHMM
KIMMHWYECKUX NCCrefoBaHWUn 1 NPUMEHEHUW NleKapCTBEHHbIX Npenapartos.

4. 3a HecoobLLEHNE N COKPLITUE CBEAEHWUIA, MPEAYCMOTPEHHBIX YacTbio 3 HacTosILLEen
cTatby, nuua, KOTOPbIM OHW CTann W3BECTHbl MO poAdy uX npodeccnoHansHon
AEATeNbHOCTN, HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C  3aKOHOAATENbCTBOM
Poccuitckon ®enepauuu.

CtpaHuua 52



Jlnct1

5. Mopanok ocyLecTBNeHNs MOHUTOPUHra 6e30nacHOCTM NEeKapCTBEHHbIX NpenapaTos,
pernctpauumM  MoGOYHbIX  AEWCTBMA,  Cepbes3HbIX  HeXenaTemnbHbIX  peakuuit,
HemnpedBUAEHHbIX HeXenaTenbHbIX peakuuid Mpu  MPUMEHEHUM  NeKapCTBEHHbIX
npenapaTtoB, B TOM YuCrie NpeAcTaBneHus nHcdopmMaumm o6 3ToM, ycTaHaBnvBaeTCs
YNOMHOMOYEHHbLIM heaepanbHbIM OPraHoM UCMOMNHUTENBHOWM BNacTu.

Cratbs 65. MpuocTaHoBneHe NpUMEHEHUS NEKaPCTBEHHOTO Npenapara

Mpu nonyvyeHnn MHoOpMaLMM O NOBOYUHbLIX AEACTBUAX, HE YKa3aHHbLIX B WUHCTPYKLIMK MO
NPYMEHEHWNIO NEKapCTBEHHOro npenaparta, CepbesHblX HeXenaTernbHbIX peakuusXx,
HemnpeaBuUAEHHbIX HeXenaTenbHbIX peakuuax npu  MPUMEHEHUN NeKapCTBEHHOro
npenapata, o6 OCOGEHHOCTAX €ero B3aMMOAEWCTBUA C OPYTMMKU NeKapCTBEHHbIMU
npenapaTtamu, KOTopble MOTryT NPeacTaBnATh Yrpo3y XWU3HW UMK 300POBbLI0 MNALUMEHTOB, a
Takke CBEOEHW, He COOTBETCTBYIOLIMX CBedeHWsIM O fleKkapCTBEHHOM rMpenapaTe,
cofepXallumMmcsl B MHCTPYKUMM MO ero NpUMEHEHUIo, YNOoNHOMOYEHHbIA dedeparbHbii
opraH  WCMOMHWTENbHOW  BRACTM  paccMaTpvMBaeT BOMPOC O  BO3MOXHOCTU
NPUOCTaHOBMNEHNA TMPUMEHEHUs TaKoro IeKkapCTBEHHOro npenapata B MOpPsKe,
YCTaHOBMNEHHOM YMOMHOMOYEHHbIM dheaepanbHbIM OpraHoM UCMOMHUTENLHOW BNacTy.

Cratbsa 66. VMiHdopMaums o pesynbTaTtax MOHUTOPUHra 6e30MacHOCTU NEeKapCTBEHHbIX
npenaparos

YNONHOMOYEHHbIN dhefepanbHbliA OpraH MCNOSIHUTENBbHOM BRacT, OCYLLECTBAHOLWMI
MOHUTOPUHI 6€30MacHOCTN NeKapCTBEHHbIX NpenapaToB, Haxo4sALWmMXcs B obpalleHmm Ha
Tepputopun Poccunckon depepaumu, no pesynbTataM MOHUTOPMHra pasMellaet Ha
cBoeM odumumanbHoMm canTte B ceTn "NHTepHeT" MHdopMaLmnIio O NPUHSATBLIX PeLleHusX o
BHECEHUN M3MEHEHUSI B WMHCTPYKUMIO MO NMPUMEHEHUI0 NEeKapCTBEHHOrO npenaparta, o
NPUOCTAHOBIIEHNM MPUMEHEHUS NTEKaPCTBEHHOTO Npenaparta, 06 n3bsaTum us obpalleHms
nekapcTBEHHOro npenapata unMm O BO30OHOBNEHUMU MPUMEHEHUS IeKapCTBEHHOro
npenapara.

naea 14. "HOOPMALIUA O NEKAPCTBEHHbIX NMPEMAPATAX

Cratbs 67. Hdhopmauus o nekapCTBEHHbIX Npenaparax

1. WHcdopmauus o nekapcTBEHHbIX Mpenapartax, OTNyckaemblX MO peuenTy Ha
nekapcTBeHHbI MpenapaT, AOofKHa coAepXaTbCA TOMbKO B cheumanu3vupoBaHHbIX
n3gaHnax, npegHasHadYeHHbIX AN MeAUUMHCKMX, hapMaueBTUYECKNX, BeTepUHapHbIX
paboTHukoB. MIHdhopmaumsa o nekapCTBeHHbIX Npenapartax Ansa crneuvanucToB B obnactu
obpalleHnss neKkapCTBEHHbIX CpeACTB  MOXEeT codepXaTbCs B MOHorpadwusix,
CnpaBoOYHMKAX, Hay4yHbIX CcTaTbsX, B [OKnagax Ha KOHrpeccax, KoHdepeHuusix,
CMMMO3NyMax, HayyHbIX COBETax, a TaKkKke B WHCTPYKUMSX MO MPUMEHEHMIO
nekapCTBEHHbIX MpenapaTos.

2. WHdopmauma o nekapcTBEHHbIX NpenapaTax, OTnyckaemblx 6e3 peuenTa Ha
NeKapCTBEHHbIN Npenapar, MOXeT codepkaTbCs B NyGrvkaumsix 1 o6bABNEHUsX CPeacTB
MaccoBoi UMHdOpMaLMK, CMeLuuanusMpoBaHHbIX U OBWMX NevyaTHbIX  M3daHusIX,
WHCTPYKLMSX MO MPUMEHEHMWIO NeKapCTBEHHbIX MPenapaTtoB, UHbIX M3AaHUAX CyGbeKkToB
obpalleHUss NeKapCTBEHHbIX CpeAacTB. PeknamHble maTtepuanbl O feKapCTBEHHOM
npenapate, oTnyckaeMom 6e3 peuenTa Ha JleKapCTBEHHbI npenapaTt, HAOJIKHbI
COOTBETCTBOBATb MHCTPYKLMM MO NPMMEHEHUIO NEKapCTBEHHOrO npenapara.

3. [onyckaeTcs wucnonb3oBaHWe INOObIX MartepuarnbHbiX HOCUTENEW, MO3BOSIAIOLLNX
XpaHWUTb, NepefaBaTbh U UCMOMNb30BaTh MHOPMAaLIMIO O NEeKapCTBEHHbIX Npenapartax 6e3
€€ NCKaXXeHUS.

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLWWEHUE 3AKOHOOATEJIbCTBA
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POCCUNCKOWN ®EAEPALIUM NPU OBPALLEHUM NEKAPCTBEHHbIX CPEACTB
M BOSMELLEHUE BPEOA, MPUMUHEHHOIO 300POBbIO NPAXKOAH
BCINEACTBUE NPUMEHEHUA NEKAPCTBEHHbLIX NPENAPATOB

Cratbas 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHogaTenbcTBa Poccuiickon
dPepepaumm Npy obpaLLeHNn NeKapCTBEHHbIX CPEACTB

HapyLeHne 3akoHogaTenbcTBa Poccuinckon depepaunn npu ob6palleHnn
neKkapcTBeHHbIX CpeacTB BriedeT 3a coboM OTBETCTBEHHOCTb B COOTBETCTBUM C
3akoHogaTenbCcTBOM Poccuickon degepaumn.

Cratba 69. BoamelwleHue Bpeda, MPUYMHEHHOTO 300POBLID rpaxgaH BCneacTeue
NPUMEHEHNS NeKkapCTBEHHbLIX NpenapaTos

1. MpounsBoguTenb nekapcTBEHHOIO npenapara 06s3aH BO3MECTUTb Bped, NMPUYNHEHHbIN
300poBblO  TpaxaaH BcCneacrteue nNpuMeHeHuA JeKapCTBEeHHOro npenaparta, ecnu
AoKa3aHo, 4To:

1) nekapCTBEHHbI npenapar MPUMEHANCA M0 HasHaYeHWlo B COOTBETCTBUMU C
WHCTPYKLMEN MO NMPUMEHEHMIO NEKapCTBEHHOro npenaparta 1 NpuYnHON Bpeda ABWNCS
BBOA B rpaxkaaHckuii 060poT Heo6poKkayeCcTBEHHOIO flieKapCcTBEHHOrO npenapara;

2) Bped 300pOBbH0 NPUYMHEH BCNEACTBUE HEAOCTOBEPHOW MHGOPMaLUMK, CoaepKalleincst
B VHCTPYKLUMM MO NMPUMEHEHUIO NeKapCTBEHHOro npenapaTta, U3daHHOW Npon3BoauTenem
nekapcTBEeHHOro npenapara.

2. B cnyvae, ecnu Bpepn 300pOBbi0 rpaxaaH NPUYMHEH BCNEACTBUME MPUMEHEHUS
nekapcTBeHHOro npenapara, npuweawero B HErogHoCTb B pesyrbTare HapylleHus
npaBun XpaHeHUs NeKapCTBEHHbIX CPEACTB, MPaBWIT ONTOBOW TOProBM NeKapCTBEHHbLIMM
npenapatamu, NpaBuil OTMyCKa NEKapCTBEHHbIX MpenapaTtos, NpaBuil U3rOTOBMEHUS U
OTnycka FNEeKapCTBEHHbIX nNpenapaToB, BO3MeElLleHWe Bpeda  OCYLLECTBMSETCH
COOTBETCTBEHHO OpraHu3auMeln OMNTOBOW TOProBNW JEKApPCTBEHHbIMU CpeacTBaMu,
anTeyHon opraHusaumnen, MHAMBMAYanNbHbIM NpeanpUHUMAaTeNeM, MMEeLWLUMN NNLLEH3NIO
Ha dhapmMaueBTUYECKYI0 AeATENbHOCTb UMW NIULUEH3NI0 HA MEAULMHCKYI0 AeSTENbHOCTb,
MEMLUMHCKOW  OpraHvM3auuen, uMelwen  nuueH3no Ha  hapMaueBTUYECKYo
aeaTenbHoOCTb (ee 06ocobneHHbIM nogpasaeneHnem (ambynatopuen, denbawepckum m
denbaLepcKo-akyLLepCckum  NyHKTaMu, LUeHTpoM (oTaeneHuem) obuien BpayvebHon
(cemeinHoON) NpaKTWKK), PacnoroXeHHbIM B CEIIbCKOM MOCENeHUN, B KOTOPOM OTCYTCTBYET
anTeyHasi opraHusauusi), JONYyCTUMBLUMMK MPOAAXKY MMN OTMYCK Takoro NekapcTBEHHOro
npenapara.

3. BosmelyeHue Bpena, NPUYMHEHHOrO 340POBbLI0 rpaxaaH BCreACTBME NPUMEHEHUS
NEeKapCTBEHHbIX NpenapaToB UMM COBEPLUEHUS] MPOTMBOMPABHbIX OENCTBUN CcybObekTamm
obpalleHnsi  neKapCTBEHHbIX  CPeacTB, OCYLECTBMSEeTCd B COOTBETCTBMM  C
3akoHogaTenbCcTBOM Poccuickon degepaumn.

Mnaea 16. 3AKIMIOYUTENbHBIE MOJIOXEHUA

Cratba 70. O npusHaHuM yTpaTUBLUMMU CUMY OTAEMNbHbIX 3aKoHOAATelbHbIX aKToB
(monoxeHui 3akoHoaaTerbHbIX akToB) Poccunckon ®enepauun

Mpu3HaTb yTPaTUBLUMMUN CUY:

1) depepanbHbii 3akoH OT 22 noHa 1998 roga N 86-93 "O nekapcTBeHHbIX cpeacTeax”
(CobpaHue 3akoHogaTenbcTBa Poccumnckon ®epepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbli 3akoH OT 2 sHBapsi 2000 roga N 5-®3 "O BHeceHUN U3MEHEHUS U
pononHeHun B PepepaneHbii 3akoH "O nekapcTBeHHbIX cpeactBax’ (Cobpanue
3akoHogartenbcTBa Poccuiickon deaepaumm, 2000, N 2, cT. 126);
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3) ctatbio 40 depepansHoro 3akoHa ot 10 aHBapsa 2003 roga N 15-®3 "O BHeceHuu
M3MEHEHNN W [JOMOSIHEHWMA B HEKOTopble 3akoHoAaTesibHble akTbl Poccuiickon
depepaumm B cCBA3NM € nNpuHATMEM PeaepanbHoro 3akoHa "O nuuUeH3npoBaHUU
oTAenbHbIX BuOoB gestenbHocTn" (CobpaHve 3akoHopaTtenbctBa  Poccumnckon
depepaumm, 2003, N 2, cT1. 167);

4) cratbto 31 depepanbHoro 3akoHa oT 30 uoHa 2003 roga N 86-®3 "O BHeceHuu
M3MEHEHNN W [JOMNOSIHEHWA B HEKOTopble 3akoHoAdaTeflbHble akTbl Poccuiickon
depepaumm, nNpusHaHWM yTpaTUBLULMMK CWUMY OTAEfbHbIX 3akoHOA4ATerbHbIX aKTOB
Poccuiickonn ®epepaumm, NpefocTaBneHnn OTAENbHbIX FrApaHTUIA COTPYOHWKaM OpraHoB
BHYTPEHHMX [eNl, OpraHoB MO KOHTPOM0 3a OOOPOTOM HapKOTMYECKUX CPeacTB U
NCUXOTPOMHBIX BELLECTB U ynNpasaHaeMbix doefgeparbHbiX OpraHoB HANoOroBoW NonvuMn B
CBSI3M C OCYLLECTBIIEHNEM MEP MO COBEPLLUEHCTBOBAHMWIO FOCYAApPCTBEHHOIO yrnpasnieHns"
(CobpaHue 3akoHogaTenbcTBa Poccumnckon ®epepauun, 2003, N 27, ct. 2700);

5) ctatbto 101 ®egepanbHoro 3akoHa oT 22 aerycta 2004 roga N 122-d3 "O BHeceHun
U3MEHEHNA B 3akoHodaTenbHble akTbl Poccuiickon ®egepaumn M NpU3HaHUK
yTpaTUBLUMMK CWUIy HEKOTOPbIX 3akoHodaTenbHbiX akToB Poccuiickon Pepepauun B
CBA3U C npuHATMEM defeparbHbiX 3akoHOB "O BHECEHUW U3MEHEHUW U OOMOSIHEHWUA B
®PepepaneHbii 3akoH  "O6  oOWMX nNpuvHUMNAxX oOpraHu3auuMu  3akoHoZaTenbHbIX
(npegcTaBuTEnNbHBIX) M UCMOMHUTENBHBIX OPraHOB rOCYy4AapPCTBEHHON BracTu CyObekToB
Poccuiickon  depepaummn” u  "O6 oOWMX npuvHUMNAX oOpraHM3aumMmM MeCTHOro
camoynpasrneHusi B Poccuiickon ®egepauunn” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon
depepaumm, 2004, N 35, ct. 3607);

6) cTatbto 28 depepanbHoro 3akoHa ot 18 gekabps 2006 roga N 231-93 "O BBegeHwM B
AencTeme YacTu yeTBepTon paxgaHckoro kogekca Poccuiickonn Pepepaumn” (CobpaHume
3akoHogarenbcTBa Poccuiickon deagepaummn, 2006, N 52, c1. 5497).

Cratba 71. BctynneHwue B cuny HacTosdwero ®eaepansHOro 3akoHa

1. Hactosawmin ®enepanbHbiin 3akoH BCTynaeT B cuny ¢ 1 ceHTsa6psa 2010 roaa.

2. JlekapcTBeHHble CpeAcTBa, 3aperncTpyMpoBaHHble [0 AHS BCTYMNNEHUs B cuny
HacToswero ®efepanbHOro 3akoHa, noanexar BKIYEHWIO B rOCY4apCTBEHHbIE PEECTPbI
neKapcTBEHHbIX CPEACTB C BHECEHWEM YyKasaHHbIX B Yactu 1 ctaTtb 33 HacTosiero
depepanbHOro 3akoHa CBeAeHW 00 3TUX NIEKAapPCTBEHHbIX cpeacTBax 6e3 npoxoxaeHus
BHOBb MpoLeaypbl rocyaapCTBEHHOW perncTpaLumn nekapcTBeHHbIX NpenapaToB.

3. locygoapcTBeHHas peructpaumsi nekapCcTBeHHbIX MnpenapaTtos, NpeacTaBreHHbIX Ha
yKa3aHHYI0 permcTpaumio Ao AHs BCTYNNeHnUs B cuny HacTosuero ®eaepanbHoro 3akoHa,
OCYLLIECTBNAETCA B COOTBETCTBUM C HacTosAwmM PeaeparnbHbiM 3aKOHOM Ha OCHOBaHUU
OOKYMEHTOB W [OaHHbIX, npeacTtaBlfieHHblX OO0 OHA BCTYyNNeHuA B CUy HacToAlwero
depepanbHOro 3akoHa.

4. Co gHsa BCTynneHus B cuny Hactoswero ®epepanbHoro 3akoHa u no 30 anpens 2011
roga BKMHOYMTENBHO [OMYCKAeTCsl MPOBEAEHUE 3KCMEPTM3bl NEKAPCTBEHHbIX CPEACTB
3KCMepTaMu 3KCMEPTHOrO YyUpeXAeHUs [0 MPOXOXKAEHMS UMW aTTecTauum B Mopsiake,
YCTaHOBJIEHHOM YMOMHOMOYEHHBIM heepanbHbIM OpraHoM UCTMONHUTENBHON BRacTy.

5. Co gHs BCTynneHus B cuny Hactosiwero ®eaepanbHoro 3akoHa v no 31 gekabpa 2013
roga BKIMOYMTENTbHO OCYLLECTBIISIETCA Nepexon kK Npon3BOACTBY NIEKAPCTBEHHbLIX CPEACTB
B COOTBETCTBMM C MNpaBufamMu opraHusaumMmM MpoM3BOACTBA W KOHTPOMSA KayecTBa
nekapCTBEHHbIX CPEACTB, yKa3aHHbIMK B YacTu 1 ctatbh 45 HacTosiwero PegepansHoOro
3aKkoHa, B NonHom obbeme. Cpoku nepexoda NMpoM3BOACTBA NEKAPCTBEHHbLIX CPEACTB K
MUX MPOU3BOACTBY B COOTBETCTBUM C KOHKPETHbIMM TpeboBaHMAMM AaHHbIX NpaBun,
BKIOYas CPOKM aTTecTaumm yrnofHOMOYEHHbIX MWL, YKa3aHHbIX B YacTax 6 u 7 ctaten 45
HacTosilero defepanbHOro 3akoHa, ycTaHaBnuBalTcs [lpaBuTenbcTBoM Poccuickom
denepaumm.
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6. JInueH3nm Ha NPou3BOACTBO NEKAPCTBEHHbIX CPEACTB, BbiAaHHble A0 1 aHBapsa 2014
roga, gevcteyoT nocne 1 aHsapsa 2014 roga OO MUCTeYEHWSA cpoka MX OeNcTBus npu
YCMNOBUM COOTBETCTBUSA NULIEH3NATa NpaBuiiam opraHu3aumm Npov3BOACTBA U KOHTPONS
KayecTBa IeKapCTBEHHbIX CpeacTB, yKa3aHHbiM B 4actu 1 crtatem 45 HacToswero
denepanbHOro 3akoHa.

MNpeanaeHT
Poccuickon ®egepaumm
O.MEOBEJEB
Mocksa, Kpemnb
12 anpensa 2010 roga
N 61-03
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