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I'masa 1. O01Iue moJ0:KeHus

Crarbs 1. IIpeamer peryJnpoBanus HacTosimero deaepajibHOro 3aKoHa

1. Hacrosiuuii @epepanbHblil 3aKOH PEryaupyeT OTHOLLIEHHUS, BOSHUKAIOIINUE B CBSI3U C
oOpailieHueM - pa3paboTKOM, TOKIMHUYECKUMHU UCCIEA0BAHUSIMH, KIMHUYECKUMHU
HCCJIEI0BAHUSMU, IKCIIEPTU30M, TOCYITAPCTBEHHON PErUCTpalluel, CO CTaHAApTU3AUEN U C
KOHTPOJIEM KauecTBa, IPOU3BO/ICTBOM, U3TOTOBJIEHUEM, XPAHEHUEM, IEPEBO3KOM, BBO30M Ha
tepputoputo Poccuiickoit @enepaiuu, BbIBO30M ¢ TeppuTopun Poccuiickoit denepanuu,

peKJIaMOM, OTITYCKOM, peain3alueii, nepeaaueii, MpuMEeHEHNEM, YHUUTOKEHUEM JICKAPCTBEHHBIX
CPEJICTB.

2. Hactosmuit ®enepanbHblil 3aKOH YCTaHABIMBAET MPUOPUTET IOCYAAPCTBEHHOTO KOHTPOJIS
6€301acHOCTH, KauecTBa 1 3((HEeKTUBHOCTH JICKAPCTBEHHBIX CPECTB MIPU UX OOPALICHUN.

Cratbs 2. Chepa npumeHeHns HacTosimero ®egepaibHOro 3aK0Ha

Hacrosmuit denepanbHblii 3aKOH NIPUMEHSAETCS K OTHOIIEHUSM, BO3ZHUKAIOIIUM IIpU 00paIlieHuu
JIEKapCTBEHHBIX CPEJICTB Ha Tepputopuu Poccuiickon denepannu.

Crarbs 3. 3akoHOAATEILCTBO 00 00PALIEHUH JIEKAPCTBEHHBIX CPE/ICTB

1. 3akoHOAATENHCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJICTB COCTOUT U3 HACTOSIIETO
®denepanbHOTO 3aK0HA, IPYTUX (eepaTbHBIX 3aKOHOB U MHBIX HOPMATHBHBIX MTPABOBBIX aKTOB
Poccuiickoit @enepanuu.

2. leiictBre HacTosmiero denepalbHOTO 3aKOHA PACIIPOCTPAHSIETCS Ha O0paleHue
HApPKOTHUYECKHX JIEKAPCTBEHHBIX CPEACTB U MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB C Y4ETOM
0COOCHHOCTEH, YCTAaHOBJIEHHBIX 3aKOHOaTeNbCTBOM Poccuiickoit denepannu 0 HAPKOTHUECKUX
CpecTBax, MCUXOTPOIHBIX BEIIECTBAX U 00 WX MPEKypCopax.

3. leiictBue HacTosmero denepansHOro 3aKkoHa pacpoCTpaHsIeTcss Ha oOpaleHue
paarnodapMareBTUIECKUX JIEKAPCTBEHHBIX CPEICTB C YUETOM OCOOCHHOCTEH, YCTAaHOBJICHHBIX
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3akoHozaTenbCTBOM Poccuiickoii deneparu B o0acTi odecrieueHus paanaioHHON
0€30I1aCHOCTH.

4. Ecnu MexayHapoIHbIM 10roBOpoM Poccuiickoit denepaniii yCTaHOBJICHBI MHBIE TIPaBUJIa,
YeM Te, KOTOPhIE MPEAYyCMOTPEHBI HacTOAIUM DeiepanibHBIM 3aKOHOM, IPUMEHSIOTCS TTpaBuia
MEXIYHapOJAHOTO JOTOBOPA.

5. B Poccuiickoii @enepaiivii B COOTBETCTBUHU C MEKTYHAPOAHBIMU JOTOBOpaMu Poccuiickoi
®Oenepannu v (UIM) HA OCHOBE MIPUHIUIIA B3AUMHOCTH MPU3HAIOTCS PE3YIIbTaThl KIMHUYECKUX
HCCIIEIOBAHUH JIEKAPCTBEHHBIX MIPENapaToB Il MEIUIIMHCKOTO TPUMEHEHU S, POBEICHHBIX 3a
npexaenaMu teppuropuu Poccuiickoin @enepanuu.

Cratbs 4. OcHOBHbIE IOHATHS, HCII0JIb3yeMble B HacTOsileM DerepajibHOM 3aKOHE
s neneit Hactosiero MeepanbHOro 3aK0HA UCIOJIB3YIOTCS CIIETYIONIE OCHOBHBIC IOHSATHS:

1) nekapcTBEHHBIE CPEACTBA - BEIIECTBA MM UX KOMOMHALIMY, BCTYIAIOIINE B KOHTAKT C
OpPraHM3MOM Y€JIOBEKA UJIU )KMBOTHOIO, IPOHUKAOIINE B OPTaHbl, TKAHW OpPraHu3Ma 4eJI0BEKa
WJIN )KMBOTHOT'0, PUMEHSEMBbIE JUTsl TPO(UIAKTUKH, JUArHOCTUKHU (32 UCKIIIOYEHHEM BEIECTB
WM NX KOMOWHAINK, HE KOHTAaKTUPYIOIIMX C OPTraHU3MOM YeJIOBEeKa UM KHBOTHOTO), JICUCHHSI
3abos1eBaHus, peaObuiInTalu, A5 COXpaHEeHUs, IPeIOTBPAILEHUS MU NTPEphIBAHUS
OepeMeHHOCTH U TOJyYEHHbIE U3 KPOBH, IJIa3Mbl KPOBH, U3 OPTaHOB, TKAHEW opraHu3zMa
YeJI0BEKa WK )KUBOTHOI'O, PACTEHUM, MUHEPAJIOB METOJAMH CUHTE3a U C IIPUMEHEHUEM
Ouonoruueckux TexHosuorui. K gexapcTBeHHbIM cpeacTBaM OTHOCATCS (hapMalleBTUUECKUE
CyOCTaHIIMM U JIEKAPCTBEHHBIE IpenapaThl;

2) (apmarieBTHUECKHUE CYOCTaHIUY - JIEKAPCTBEHHBIE CPE/ICTBA B BUJIE IEHCTBYIOIIMX BEIIECTB
O6MO0JIOrNYEeCcKOro, OMOTEXHOJIOTMYECKOTr0, MUHEPAIIBHOTO WIIM XMMUYECKOTO POUCX0XKICHHUS,
obuamarommye GpapMaKkoIOrHuecKoil akTHBHOCTBIO, TPEJHA3HAYEHHBIE IS IPOU3BOJICTBA,
U3rOTOBJICHUS JIEKAPCTBEHHBIX IPENapaToB U ONpeAessatonne ux 3pGeKTUBHOCTD;

3) BCIIOMOT'aTCJIbHBIC BCIICCTBA - BEIICCTBA HECOPIraHNICCKOI'O NI OPraHUYICCKOTO
MPOUCXOKACHU A, UCITOJIB3YEMBIC B ITPOLCCCE IMTPONU3BOACTBA, U3TOTOBJICHUSA JICKAPCTBCHHBIX
npemnaparoB AJid IIPUJaHUSA UM HCO6XOI[I/IMLIX (1)H3I/IKO'XI/IMI/ILIGCKI/IX CBOﬁCTB;

4) nekapcTBEHHBIE IPENapaThl - JIEKapCTBEHHBIE CPE/ICTBA B BUJIE JIEKAPCTBEHHBIX (hopM,
IpUMEHsIEMbIE JIJIsl NPOQUIAKTHKY, TUAarHOCTUKY, JIEYeHHsI 3a00s1eBaHMsl, peaOuauTaluu, AJs
COXpaHEeHMsI, IPEAOTBPALICHUS WK NPepbIBaHU OEPEMEHHOCTH;

5) nexapcTBeHHast popMa - COCTOSTHHE JIEKAPCTBEHHOTO MTperapara, COOTBETCTBYIOIIEE
crocobam ero BBeJIEHUS U MPUMEHEHHS 1 o0ecreunBaroliee J0CTHKEHnE HE0OX0AUMOTo
neyeOHoro s dexra;

6) mepeyeHb KU3HEHHO HEOOXOIMMbIX U BaKHEHIIUX JIEKAPCTBEHHBIX MPEMAPATOB - €KETOTHO
yrBep)kaaemslii [IpaBurensctBoM Poccuiickoit denepannu nepeyeHp JIEKapCTBEHHBIX
MpenapaToB Il MEAUITUHCKOTO MPUMEHEHHUSI, 00ECTICUNBAIONUX MIPUOPUTETHBIEC TOTPEOHOCTH
3/IpaBOOXPAaHEHUS B IENIX MPOPUITAKTHKY U JIeUeHUs 3a00JIeBaHUl, B TOM YHCIIE
npeoOIagarouX B CTpyKType 3aboneBaemoctd B Poccuiickoit deneparuu;

7) IMMYHOOHOJIOTUYECKHE JIEKAPCTBEHHBIE TIPenapaThl - JeKapCTBEHHbIE MTPeTapaThl
OHMOJOTUYECKOr0 MIPOUCXOXKACHUS, TPEeTHA3HAYSHHbIE 1711 UMMYHOJIOTUYECKUX TUAarHOCTUKH,
npoMIAKTUKU U JIeUueHHsI 3a00JI€BaHUIA;
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8) HApKOTUYECKHE JICKAPCTBEHHBIE CPEICTBA - JICKAPCTBEHHBIE MPenapaThl U (hapMaleBTHUECKUE
cyOcTaHIMM, CoAeprKalue HApKOTHIECKHE CPEICTBA M BKITIIOUEHHBIE B [lepedeHp
HApPKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX MIPEKYPCOPOB, MOAJICKAITUX KOHTPOIIO
B Poccuiickoit @eaepanuu, B COOTBETCTBUM C 3aKOHO1aTelIbcTBOM Poccuiickoit deneparuu,
MEXIYHApOAHBIMU ToroBopamu Poccuiickoit @enepannu, B TOM yucie ENMHON KOHBEHIMEHR O
HapKOoTHYeCKHX cpenactBax 1961 rona;

9) NCUXOTPOIHBIC JIEKAPCTBEHHBIC CPEJICTBA - JIEKAPCTBEHHBIC ITpenaparsl U (hapMalieBTHUCCKUE
cyOCTaHIMH, CoIep Kalie TICHXOTPOITHBIE BEIIECTBA U BKIIOYCHHBIC B [lepedcHb
HApKOTHUYECKHUX CPEJICTB, ICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, MOJJICKAIIUX KOHTPOIIIO
B Poccuiickoit denepanuu, B COOTBETCTBUM C 3aKkoHOAaTebCTBOM Poccuniickoit denepanuu,
MEXIyHapOAHBIMU JoroBopaMu Poccuiickoit @enepanuu, B ToM unciie KonBeHuen o
IICUXOTPONHBIX BemecTBax 1971 rona;

10) pagrodapmarieBTHYECKHE JICKaPCTBEHHBIE CPEACTBA - JICKAPCTBEHHBIE CPEJICTBA, KOTOPHIS
coJiepKaT B TOTOBOM JJIsi UCIIOJIb30BaHus (hopMe OJIMH PATUOHYKIH/L UIH HECKOIBKO
PaAMOHYKINJIOB (PaJiMOaKTUBHBIX HU30TOIIOB);

11) opuruHanbHOE JIEKAPCTBEHHOE CPENICTBO - JIEKAPCTBEHHOE CPEACTBO, COJIEPKaIllee BIIEPBbIC
MOJTyYECHHYIO (papMaleBTUYECKYI0 CYOCTAHIIUIO WIM HOBYIO KOMOHMHAIINIO (DapMarieBTHICCKUX
cyOcTanImii, 3¢ HeKTUBHOCTH U 6€30MaCHOCTh KOTOPBIX MOATBEPKIACHBI Pe3yIbTaTaMu
JOKJIMHUYECKUX UCCIICIOBAHUM JIEKAPCTBEHHBIX CPEJICTB U KIIMHUYECKUX UCCIIEOBAHUMN
JICKapCTBEHHBIX MPENapaToB;

12) Bocrpou3BeIeHHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEACTBO, COJIEpIKAIIee
TaKyIo ke (papMarneBTHIECKyI0 CyOCTaHIIMIO NI KOMOMHAITMIO TAKUX XKe (apMaIeBTUICCKUX
CcyOCTaHIU1 B TAaKOM e JICKApCTBEHHOM (popMe, YTO M OpUTHHATIBHOE JIEKAPCTBEHHOE CPEJICTBO,
U TIOCTYTHBILIEE B 0OpalieHue mocie MocTyrieHus B 00panieHne OpUrHHAIBHOTO
JICKApCTBEHHOT'O CPEJICTRA;

13) JICKAPCTBCHHOC PACTUTCIIBHOC ChIPHE - CBEIKUC UJIN BBICYIICHHBIC PACTCHUSA 100 ux 4acTu,
HCIIOJIB3YEMBIC IJIA IPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB OPraHu3aluiaMU - IPOU3BOAUTCIIIMUA
JICKAPCTBCHHBIX CPCACTB UJIN U3TOTOBJICHUS JICKAPCTBCHHBIX MPCIIAPATOB alITCUYHBIMU
opraHu3anusaMu, BETCPUHAPHBIMHA allTCYHBIMU OpraHu3aluiaMiu, HHAWBUAYAJIbHBIMHA
npeanpuHuMaTeIAMu, UMCIOIITUMU JIMIICH3UIO Ha (I)apMaI_[eBTI/I‘IeCKYIO ACATCIIbHOCTD,

14) nexapcTBEeHHBIN pacTUTENbHBIN Mpenapar - JIEKApCTBEHHBIN Mpenapat, MPOru3BeICHHbIN HITN
M3TOTOBJIEHHBIN U3 OJTHOTO BHJIA JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPhs MM HECKOJIBKUX BUIOB
TaKOI'0 ChIPhS M peann3yeMblil B pac)acOBaHHOM BUJIE BO BTOPUYHON (OTPEOUTENBCKOM)
YIIaKOBKE;

15) roOMEOIIaTUICCKOC JICKAPCTBEHHOC CPEACTBO - JICKAPCTBEHHOC CPEACTBO, IPOU3BCACHHOC NI
H3TOTOBJICHHOE 110 CHCIHAIbHOM TCXHOJIOTHH,

16) MexayHapoJHOE HENATEHTOBAHHOE HAMEHOBAHHE JIEKAPCTBEHHOI'O CPEJICTBA -
HauMeHOBaHUE (hapMalleBTUUECKON CyOCTaHIIMU, peKOMEHI0BaHHOe BecemupHo#t opranuzanueit
31paBOOXPaHEHN,

17) TOProBOC HAMMCHOBAHHNC JICKAPCTBCHHOI'O CPCACTBA - HAMMCHOBAHUEC JICKAPCTBCHHOT'O
cpeacTBa, MpUCBOCHHOEC €T0 paspa60Tq1/H<0M;



18) obmras hapmakoneifHas cTaThs - JOKYMEHT, YTBEPKIACHHBIH yITOJIHOMOYEHHBIM
dbeneparTbHBIM OpPTraHOM HCIIOJIHUTEILHOMN BJIACTH M COJEPIKAIINN TTepEUYCHb TTOKa3aTeen
KadyecTBa M (MJIM) METOJJOB KOHTPOJISI Ka4eCTBAa KOHKPETHOM JIEKapCTBEHHOM (POPMBI,
JIEKapCTBEHHOI'O PACTUTEIBHOIO CHIPhS, ONMMCAHUS OUOIOTMUECKUX, OMOXUMUUYECKHX,
MHUKPOOHOIOTUYECKUX, (PU3UKO-XUMUYECKUX, (PU3NIECKUX, XUMUYECKHX U JPYTUX METOJIOB
aHaJIM3a JIEKapCTBEHHOI'O CPEJICTBA JISl MEAUIIMHCKOTO IPUMEHEHHUS, a TAKKe TPeOOBaHUS K
MCIIOJIb3YEMBIM B LIEJISIX IPOBEAEHUS IaHHOTO aHaJIN3a PeakTUBaM, TUTPOBAaHHBIM pacTBOpawm,
UHIUKATOpaM;

19) dbapmakornieliHas cTaThsl - JOKYMEHT, YTBEPKACHHBIN YIIOJITHOMOYEHHBIM (herepaabHbIM
OPraHOM MCIOJIHUTEIBHOM BJIACTH U COJACPIKALINN MEPEUCHB NTOKA3aTENIed KAYECTBA U METOI0B
KOHTPOJISI KAYeCTBA JIEKAPCTBEHHOTO CPEACTBA JIJII MEAUIIMHCKOTO IPUMEHEHUS;

20) HopMaTHUBHAs TOKYMEHTALUA - TOKYMEHT, COJIEpKalllHil IepedeHb OnpeeieMbIX M0
pe3yJibTaTaM COOTBETCTBYIOILUX SKCIIEPTHU3 IIOKa3aTellel KauecTBa JEKapCTBEHHOIO CPEICTBA
JUTSL METUIIUHCKOTO TIPUMEHEHHMSI, METOJIOB KOHTPOJISL €ro KayecTBa U YCTAaHOBJICHHBIN €ro
MIPOU3BOIUTEIIEM;

21) HOpMaTUBHBIN JOKYMEHT - JOKYMEHT, COIepKAIIUN IEpPEeYeHb OMPEIeIsIeMbIX 110
pe3yabpTaTaM COOTBETCTBYIOIIUX SKCIEPTHU3 TTOKa3aTeNel KauecTa U (M) METOJOB KOHTPOJIS
KauecTBa JIEKAPCTBEHHOU (DOPMBI, ONTMCaHUsT OMOJIOTHYECKUX, ONOXMMHYECKHUX,
MUKPOOHOIOTHYECKUX, (PU3UKO-XUMUICCKHX, PU3NICCKUX, XUHMHUECKUAX B JPYTHX METOJIOB
aHaJIM3a JIEKapCTBEHHBIX CPEJICTB ISl BETEPUHAPHOT'O MPUMEHEHHSI, TPEOOBAHUS K
MCIIOJI3YEMBIM B IIEJISIX MTPOBEACHUS JAHHOTO aHAJIM3a peaKTUBaM, TUTPOBAHHBIM PAaCTBOPAM,
WHAMKATOpPaM U YCTAHOBJICHHBIN €r0 MPON3BOAUTENIEM;

22) KayecTBO JIEKaPCTBEHHOI'O CPECTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEICTBA
TpeOoBaHUAM (papMaKONEHHOW CTaThH JINOO B CIIydae €€ OTCYTCTBHS HOPMATUBHOM
JOKYMEHTallMy WK HOPMaTUBHOT'O JOKYMEHTa;

23) 6e30MacHOCTh JIEKAPCTBEHHOI'O CPE/ICTBA - XapaKTEePUCTHKA JICKApCTBEHHOI'O CPEJICTRA,
OCHOBaHHasi Ha CPAaBHUTEJIBHOM aHalin3e ero 3(p(HEeKTUBHOCTH U PUCKa IPUYMHEHUSI Bpeaa
3/10POBBIO;

24) 3(ppeKTUBHOCTD JEKAPCTBEHHOI'O IIperapara - XapakTepUCTUKA CTENEHH MOJI0KHUTEILHOTO
BJIMSIHUSA JIEKAPCTBEHHOTO MpernapaTta Ha TeYeHHe, POJI0JKUTENbHOCTD 3a00JI€BaHUS HITH €T0
IpeI0TBpalleHNe, peaduINTAalINI0, HA COXPaHEHHUE, IPEA0TBpallleHUe WK IpepbhIBaHNE
OepeMeHHOCTH;

25) Ccepus JICKAPpCTBECHHOI'O CPEACTBA - KOJIMYCCTBO JICKAPCTBEHHOTO CPEACTBA, IIPOU3BCACHHOC B
PE3YIBTATC OAHOTO TCXHOJOTHYCCKOT 0 UKJIA €TI0 IMTPOU3BOAUTCIIEM,

26) perucTpanmoHHOE YA0CTOBEPEHHUE JIEKAPCTBEHHOTO TIpenapara - JOKyMEHT,
MOITBEPIKIAIONIUH (haKT roCyJapCTBEHHON pEerrucTpariiy JISKapCTBEHHOTO IIperapara,

27) perucTpanmoOHHBIN HOMEP - KOJIOBOE 0003HAYEHNE, TPUCBOCHHOE JIEKAPCTBEHHOMY
Ipernapary Ipu ero rocyapCTBEHHON pEerucTpalyu;

28) 06paH_[CHI/IC JICKApCTBCHHBIX CPCACTB - pa3pa60TI<a, JOKIIMHUYCCKUE NCCIICA0OBaHUsI,
KIIMHUYCCKUEC UCCIICAOBAaHMA, DOKCIIEPTU3a, TOCYAAPCTBCHHAA PETUCTpALlUA, CTaHAApTHU3aAlUA U
KOHTPOJIb Ka4€CTBa, TPOU3BOACTBO, U3TOTOBJICHUC, XPAHCHHUC, IICPCBO3Ka, BBO3 HAa TCPPUTOPUIO



Poccniickoit denepanuu, BIBO3 ¢ Teppuropun Poccuniickoint denepanuu, pekinama, OTIIyCK,
peanusanys, nepenada, IpUMEHEHNE, YHUUTOXKCHHE JICKAPCTBEHHBIX CPENICTB;

29) cyObeKThl 00pallieHus! JIEKapCTBEHHBIX CPEJCTB - (PU3NYECKHe TUIa, B TOM YUCIIe
WHUBUIyaJIbHbIE TTPEANPUHUMATEIH, U IOPUANUECKUE JIUIA, OCYIIECTBISIONINE IeITeIbHOCTh
pu 00paIIeHUH JeKapCTBEHHBIX CPEJICTB;

30) pa3paboTuuK JIEKapCTBEHHOT'O CPEJICTBA - OpraHu3alus, o01aaromas npaBaMu Ha
pe3yNbTaThl JOKJIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHOT'O CPEACTBA, KITUHUYECKUX
MCCJIEIOBAaHUM JIEKAPCTBEHHOT'O IIperapara, a TakKe Ha TeXHOJIOTHIO MPOU3BOJICTBA
JIEKapCTBEHHOI'O CPEJICTBA;

3 1) IMPOU3BOACTBO JICKAPCTBEHHBIX CPCACTB - ACATCIIBHOCTD I10 ITPOU3BOJACTBY JICKAPCTBECHHBIX
CpCACTB OpraHu3alusaIMU - IIPOU3BOJUTCIIAMU JICKAPCTBCHHBIX CPCIACTB Ha OﬂHOﬁ craauu,
HECKOJIBKHX WJIM BCEX CTAAUAX TEXHOJOIMYCCKOI'0 IIponecca, a TAakKXKE 10 XpaHCHUIO U
pcajm3ani NpOU3BCACHHBIX JICKAPCTBCHHLIX CPCACTB,

32) npou3BOAUTEND JIEKAPCTBEHHBIX CPEJICTB - OPraHU3allNsl, OCYIIECTBIAIONIAs IPOU3BOCTBO
JIEKapCTBEHHBIX CPEACTB B COOTBETCTBUM € TpeOoBaHUAMMU HacTosiero denepaibHOro 3aKoHa;

33) ¢apmaneBTHUECKAS 1€ATEIBHOCTD - AEATEIbHOCTb, BKIIOYAIOLIast B ce0s ONTOBYIO TOPTOBIIO
JIEKapCTBEHHBIMU CPEACTBAMM, UX XpaHEHUE, IEPEBO3KY U (MJIM) POSHUYHYIO TOPTOBJIIO
JIEKapCTBEHHBIMH IIpenapaTamMu, UX OTIIyCK, XpaHEHUE, IEPEBO3KY, U3TOTOBIICHUE
JIEKAPCTBEHHBIX IIPENAPaTOB;

34) opranu3zanus OnNTOBOM TOPTOBIIU JEKAPCTBEHHBIMH CPEICTBAMU - OPTaHU3AIIHS,
OCYIIECTBIISIOIIAsT ONITOBYIO TOPTOBIIIO JICKAPCTBEHHBIMU CPEJICTBAMH, UX XPAHEHHE, TIEPEBO3KY
B COOTBETCTBUU ¢ TpeOoBaHUsAMHU HacTosilero denepaabHOro 3aK0Ha;

35) anre4ynHast opraHu3alus - OpraHu3alus, CTPYKTypHOE MOApa3eieHne MEAUIIMHCKON
OpraHU3aIiH, OCYIIECTBIISIIONINE POSHUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMHU TperapaTamu,
XpaHEeHUEe, U3rOTOBJIEHUE U OTITYCK JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO
MIPUMEHEHHUS B COOTBETCTBUHU C TpeOOBaHUAMU HacTosiero denepaibHOro 3akoHa;

36) BeTepuHapHas anTeuHas OpraHu3alus - OpraHu3alus, CTPyKTYpHOE MOIpa3/iesieHne
BETEPUHAPHOW OpraHU3al1H, OCYLIECTBIIIOIINAE POSHUUHYIO TOPTOBIIO JIEKAPCTBEHHBIMU
npenapartamM, XpaHCHHUEC, NU3IrOTOBJICHUC U OTITYCK JICKAPCTBCHHBIX MPCIIapaToOB IJIA
BETEpUHAPHOIO IPUMEHEHHUS B COOTBETCTBUH ¢ TpeOoBaHUSIMHU HacTosiero deaepaibHoro
3aKOHa;

37) danscudunupoBaHHOE JEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEICTBO,
COIPOBOKAAEMOE JIOKHON MH(pOpMaIUEil 0 ero coctase U (M) IPOU3BOIUTENIE;

38) HeOOPOKAYECTBEHHOE JIEKAPCTBEHHOE CPEIICTBO - JIEKAPCTBEHHOE CPEJICTBO, HE
COOTBETCTBYIOIIEE TPEOOBAHUSAM (hapMaKOIIEHHOM CTaThh JIMOO B CIIydae €€ OTCYTCTBUS
Tpe6OBaHI/I$IM HOpMaTPIBHOﬁ JOKYMCHTAIMHU UK HOPMATHUBHOI'O TOKYMCHTA,

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEJICTBO - JIEKAPCTBEHHOE CPEACTBO, HAXOSIICECs B
000pOTe C HAPYIICHUEM IPAXKIAHCKOTO 3aKOHOIATEIIbCTRA,

40) 1OKIMHUYECKOE UCCIIEIOBAaHHE JIEKAPCTBEHHOTO CPECTBA - OMOJIOTHYECKHE,
MUKPOOHOJIIOTUYECKHE, IMMYHOJIOTHYECKUE, TOKCUKOIOTHYECKHE, (hapMaKoJIOTHIECKUE,



¢u3nueckre, XMMHUUECKUE U APYTHE UCCIIEAOBAHMS JICKAPCTBEHHOTO CPE/ICTBA ITyTEM
NPUMEHEHHS HaAyYHBIX METOJIOB OLIEHOK B IIEJISIX IOJTyYECHUS JI0KA3aTENBCTB OE30IacHOCTH,
KadecTBa 1 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA;

41) KIMHUYECKOE KCCIIEA0BAHNE JIEKApCTBEHHOT O Mpenapara - U3y4yeHUe TUarHoCTUYECKHX,
Je4eOHBIX, MPOPIIAKTHYECKUX, (PapMaKOIOTHIECKUX CBOMCTB JIGKAPCTBEHHOTO TIperapara B
npoliecce ero NpUMEHEeHHs y YeJIOBEKa, )KMBOTHOTO, B TOM YHCJI€ MTPOIIECCOB BCACHIBAHMS,
pacnpeeneHus, I3MEHEHHS U BBIBEJICHHS, TyTEM NMPUMEHEHHUS HAyYHBIX METOZOB OI[CHOK B
LEJISIX TIOJIyYCHHUS 10Ka3aTeNIbCTB O€30IaCHOCTH, KauecTBa U 3(GEKTUBHOCTH JIEKAPCTBEHHOT'O
npenapara, JaHHBIX O HEKEJIATeIbHBIX PEaKIUAX OpraHH3Ma YeI0BeKa, )KUBOTHOTO Ha
pPUMEHEHHE JIEKAPCTBEHHOTO Ipernapara u 00 3pdexTe ero B3auMoACUCTBUS C APYTUMH
JIEKapCTBEHHBIMU TIpeTapaTaMu ¥ (MJIH) THIIEBBIMU IPOAYKTaMHU, KOPMaMH;

42) MHOTI'OLCHTPOBOC KIIMHUYCCKOC UCCIICAOBAHUEC JICKAPCTBCHHOI'O IIpfIiapara JJisd
MCIUITUHCKOI'0 MPUMCHCHUSA - KIIMHUYCCKOC UCCIICJOBAHUC JICKAPCTBCHHOT'O IIpCIiapaTa AJid
MCIUIUHCKOI'O IPUMEHCHU A, ITIPOBOANMOC pa3pa6OT‘II/IKOM JICKApPCTBCHHOTI'O IIp€IiapaTta B IBYX U
Ooinee MCIUIMHCKUX OpraHru3aluiax 110 CAMHOMY IIPOTOKOJY KIMHUYCCKOI'O UCCIICAOBAHMA
JICKAPCTBCHHOT'O IIpCIiaparTa;

43) MeXITyHapOAHOE MHOTOLICHTPOBOE KIMHUYECKOE UCCIIEIOBAHNE JIEKAPCTBEHHOTO MperapaTa
JUTS. METUIIUHCKOTO TIPUMEHEHUS - KITIMHIUUYECKOE UCCIICIOBAaHHE JICKAPCTBEHHOTO Tperapara Jyist
MEIMIIMHCKOTO MTPUMEHECHHUS, TPOBOANMOE Pa3pabOTIMKOM JIEKAPCTBEHHOTO TIperapara B
Pa3IMYHBIX CTPaHAX M0 SIUHOMY MPOTOKOIY KIMHUYECKOTO UCCIICAOBAHUS JICKAPCTBEHHOTO
npernapara;

44) nocTperucTpallioHHOE KJIMHUYECKOE HCCIIEA0BAHNE JIEKapCTBEHHOTO Mpernapara s
MEAMLMHCKOTO IPUMEHEHHUS - KIMHUYECKOE MCCIIEA0BaHNE JIEKAPCTBEHHOTO Mpenapara ajis
MEAMIMHCKOTO IPUMEHEHHUSI, TPOBOAMMOE IIPOU3BOAUTEIIEM JIEKAPCTBEHHOIO IIpenapara,
IpaXXJIaHCKUI 000pOT KOTOPOI0 OCYLIECTBISETCS MOCIE FOCYJapCTBEHHOM pEerucTpanum, B
HEISAX JTOTMOJIHUTEFHOTO cOopa TaHHBIX O ero 6e30macHoCTH U () (HEKTUBHOCTH, PaCIIHpPEHUS
MOKa3aHUH K IPUMEHEHUIO JaHHOIO JIEKapCTBEHHOTO MPEnapara, a TAkyKe BbISIBICHHUS
HEXENATeNbHBIX PEaKIUi NalMEHTOB Ha €T0 JIEWCTBUE;

45) uccnenoBanre OMOIKBUBAIIEHTHOCTH JIEKaPCTBEHHOTO Mpernapara - BUJ KINHUYECKOTO
UCCIIEI0BaHMS JIEKApCTBEHHOTO Mpernapara, IpoBeJeHHE KOTOPOTro OCYLIECTBISETCS s
OTIpeIeNIeHUs] CKOPOCTH BCACBIBAHUS M BBIBEIEHUS (papMalieBTHIEeCKOi cyOCTaHIINN, KOJTMYECTBA
bapMmarneBTHYECKON CYOCTaHIMH, JOCTUTAIOIIEr0 CHCTEMHOTO KPOBOTOKA, U PE3YJIbTaThl
KOTOPOTO TO3BOJISIOT CAENATh BHIBOA O OMO3KBHBAIEHTHOCTH BOCIIPON3BEICHHOTO
JIEKapCTBEHHOTO Mperapara B ONpeIesIeHHbIX JIEKapCTBEHHOH (opmMe U T03UpOBKe
COOTBETCTBYIOIIIEMY OPUTHHAILHOMY JIEKQpPCTBEHHOMY TIpernapary;

46) uccnenoBaHue TePareBTUIECKOM SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX MIPENAapaToB - BUJL
KIIMHUYECKOI0 UCCIIEIOBaHMS JIEKAPCTBEHHBIX MPENapaToB, IPOBEAECHNE KOTOPOTO
OCYILIECTBIISIETCS /ISl BBISIBICHHS OJMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IMPENApaToOB
oTpeieNIeHHOM JIeKapCTBEHHOM ()OPMBI, a TaKKe HaJIM4YMs OJIMHAKOBBIX MOKa3aTesen
6e30macHOCTH U 3(pPEKTUBHOCTHU JIEKAPCTBEHHBIX MPENAPATOB, OANHAKOBBIX KITMHUYECKUX
3¢ (dHeKTOB U UX IPUMEHEHHH;

47) IpOoTOKOJ KIMHUYECKOTO HCCIe0BaHUs JIEKapCTBEHHOTO Mpernapara - J0KyMEeHT, B KOTOPOM
OTIpeNIeNAI0TCs 1eNd, (POPMbI OpraHU3aLUU U METO0JIOT U TPOBEACHUS KIMHUYECKOTO
HCCJIEIOBAHMSI, CTATUCTHYECKHE METO/IbI 00pabOTKU Pe3yabTAaTOB TAKOI'O UCCIIEIOBAHUS U MEPHI



1o o0ecrieyeHnIo 6e30MacHOCTH (PU3MUECKUX JIUL, YYACTBYIOUINX B KIIMHUYECKOM
UCCIIEI0BAHNH JIEKAPCTBEHHOTO IIPENapara;

48) Oportitopa uccaea0BaTeNs - CBOJAHOE U3JI0KEHHE PE3YJIbTaTOB TOKIMHIUUECKOTO
M CCJIEIOBAHMSI JIEKAPCTBEHHOI'O CPEJICTBA M KIIMHUYECKOTO MCCIIEA0BAHUS JIEKAPCTBEHHOT O
npernapara Jyisi METUIIUHCKOTO IPUMEHEHUS;

49) nHdopMaMOHHBIH JIMCTOK MAIIUEHTA - TOKYMEHT, B KOTOPOM COJIEPKaTcs B JOCTYITHOMN
¢dopme cBeeHNs, KacaroIUecs MPOBOIUMOTO KIMHUYECKOTO UCCIIeI0BAaHUS JIEKAPCTBEHHOTO
npernapara, U B TUCbMEHHOU (hopMe JOOPOBOJIBHOE COTJIacHe MallMeHTa Ha y4acTue B
KJIIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOI'O IIperapara 1ocjie 03HaKOMJIEHUS C
O0COOCHHOCTSIMU KJIMHHYECKOTO MCCIEA0BAaHUSA, UMEIOIINMU 3HAYE€HUE JJIS1 BBIPAXKEHUSI TAKOTO
coryiacus;

50) noboyHOE AeicTBHE - peaKlus OpraHu3Ma, BO3HUKIIAS B CBSI3U C IPUMEHEHUEM
JIEKapCTBEHHOIO Mpernapara B 103aX, PEKOMEHIYEMbIX B MHCTPYKIIUHU IO €r0 MPUMEHEHUIO, JJIs
npoUIaAKTUKY, JUATHOCTUKH, JI€UECHUS 3a00JIE€BaHUS WU AJI peaOuInTaluu;

51) cepre3Has HexenaTelbHas peakiys - He)KeslaTelIbHas peakiysl OpraHu3Ma, CBsI3aHHast ¢
IIPUMEHEHNEM JIEKAPCTBEHHOIO IIpenapara, IpuBeaIas K CMEpTH, BPOKICHHBIM aHOMAJIMSIM
WY TIOPOKaM pa3BUTHUs JIMOO MpeACTaBISIONIas co00i yrposy Ku3HH, TpeOyromas
TOCHUTAIM3AIMN WK TIPUBEAIIAS K CTOWKON yTpaTe TPYAOCTIOCOOHOCTH U (MJTH) WHBAIUIHOCTH;

52) HemnpeBUICHHAs HEXKEJIaTeIbHas PEaKIMs - HeXKeNaTelIbHas peakus opranusma (B ToM
YHCJIE CBS3aHHAs C IPUMEHEHHUEM JIEKapCTBEHHOIO IIperapaTa B COOTBETCTBUU ¢ HHCTPYKLIUEH
TI0 €r0 MPUMEHEHUIO), CYITHOCTh U TSDKECTh KOTOPOM HE COOTBETCTBYIOT HH(POPMALIUHU O
JIEKapCTBEHHOM IIpenapare, COACpKallencs B MHCTPYKLIUHU 10 €r0 IPUMEHEHUIO;

53) peuienT Ha IEKAPCTBEHHBIN MIpeNapar - MMCbMEHHOE Ha3HAUYCHHE JIEKAPCTBEHHOTO MperapaTa
10 YCTaHOBJICHHON (hopMe, BBITAHHOE MEAUIIMHCKUM HIIM BETEPUHAPHBIM PaOOTHUKOM,
HMMEIOIIMM Ha 3TO MPABO, B LEJIAX OTIYCKA JEKAPCTBEHHOTO IIperapara Wik €ro M3roTOBJICHUS U
OTIIYCKa;

54) TpeboBaHNEe MEAULIMHCKOW OpraHu3aliy, BeTepUHAPHONH OPraHU3aIMH - TOKYMEHT
YCTaHOBJIEHHON ()OPMbI, KOTOPBIM BBHITUCAH METUIIMHCKAM WJIM BETEPUHAPHBIM PaOOTHUKOM,
UMEIOIMM Ha 3TO MPaBO, U COIEPKUT B MUCbMEHHON (hopMe yKazaHUE allTeYHOM OpraHu3aluu
00 OTIIyCKe JIEKapCTBEHHOTO Mpenapara Wil O €ro U3rOTOBJIEHUH U 00 OTITyCKe s
oOecrieyeHus j1e4eOHOro mporecca B METUIIMHCKON OpraHu3aluy, BEeTEpUHAPHOM OpraHu3alny.

I'naBa 2. IlostHOMO4YNS (peaepaibHBIX OPraHOB MCIIOJTHUTEIBLHOM BJIACTH, OPTAaHOB
HCIOJIHUTEIbHOI BJacTu cy0bekToB Poccuiickoii @egepanuu npu odpameHnu
JIEKAPCTBEHHBIX CPEACTB

Cratbs 5. [lonHoMouus geaepajibHBIX OPraHOB UCHOJHUTEIbHOM BJIACTH PH 00pAIlIEeHUH
JIEKAPCTBEHHBIX CPEACTB

K monHoMoumsm (I)CﬂepaHBHBIX OpTraHOB HCIIOJIHUTEILHOMN BIACTH npu O6paH_[eHI/II/I
JICKAPCTBCHHLBIX CPEACTB OTHOCATCA:

1) nposenenue B Poccuiickoii @enepaniuy €JMHOI rocy1apcTBEHHON MOJIUTUKU B 00JIaCTH
oOecrnievueHus JeKapCTBEHHBIMU MpenapaTaMu IpaxaaH Ha Tepputopun Poccuiickoit
denepaunu;



2) yTBepKAeHue o0mux (hapMaKkoneHbIX cTareil, (hapMakoneHbIX cTaTeil, u3nanue
TOCYapCTBEHHOM (hapMaKoIieH;

3) ocyl1iecTBIEHHE TOCYAaPCTBEHHOTO KOHTPOJIS U HAJ30pa;

4) MUIIeH3UPOBAaHKE MPOU3BOJICTBA JIEKAPCTBEHHBIX CPENICTB U (papMalieBTUIECCKOM
JIEATEIIbHOCTH B COOTBETCTBUHU C 3aKOHOIATENIbCTBOM Poccuiickoit denepanuu;

5) opraHu3anus SKCIICPTU3bI JICKAPCTBECHHLIX CPCIACTB, ITHYECKOM SKCIICPTU3BI BO3SMOXHOCTH
MMPOBCACHU S KIIMHUYCCKOI'O UCCIICAOBAHMS JICKAPCTBCHHOT'O IIpeIriapara JAJIsd MCAUIMHCKOI'O
IIPUMCHCHU A,

6) BbI1a4a pa3pelleHnil Ha MPOBEICHNE KITMHUYECKUX UCCIeA0BaHNUN JTeKapCTBEHHBIX
MIpenapaToB, BEJICHUE PEECTPA BbIJAHHBIX Pa3peIICHUN HA TPOBEICHUE KIMHUYECKUX
HCCJIETOBAaHUM JIEKapCTBEHHBIX MPENapaToB;

7) TOCyIapCTBEHHAs PETUCTPALIMS IEKAPCTBEHHBIX MIPEMapaToB, BeJCHNE rOCYAapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

8) HHCIICKTHPOBAHUC ITPOU3BOACTBA JICKAPCTBCHHLIX CPCACTB HA COOTBCTCTBUC IIPpaBHJIaM
OopraHu3alry IMpOrU3BOJACTBA U KOHTPOJIA Ka4€CTBa JICKAPCTBCHHBIX CPCACTB, BblJJa4ya
3aKJIFOYEHUM O COOTBETCTBUH MMPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I${M IIpaBUI
OopraHu3aluy IMpOrU3BOJACTBA U KOHTPOJIA Ka4CCTBA JICKAPCTBCHHBIX CPCIACTB,

9) rocynapcTBeHHas perucTpalysi yCTaHOBICHHBIX IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
MpernapaToB MpeaeIbHbIX OTIYCKHBIX IIEH Ha )KU3HEHHO HEOOXOUMbIC U BaXKHEUIITHE
JIEKApCTBEHHBIE IIPENapaThl U BEJEHUE TOCYAAPCTBEHHOIO peecTpa NPEIEIbHbBIX OTIYCKHBIX LIEH
IIPOU3BOAUTENECH HA JIEKAPCTBEHHBIE IIPEIAapaThl, BKIOUYECHHBIE B IEPEYECHD KU3HEHHO
HEOOXOUMBIX M BaKHEHIIIMX JIEKAPCTBEHHBIX MPENapaToB;

10) ycTanoBIeHHE MOPsIIKa BBO3a JIEKAPCTBEHHBIX CPEACTB HAa TeppuTopuio Poccuiickoii
®denepanyy U BbIBO3a JIGKAPCTBEHHBIX CPEACTB ¢ TeppuTopun Poccuiickon Penepanny;

11) co3ganue COBETOB IO BOMPOCAM, CBSI3aHHBIM C OOpAIIeHUEM JIEKAPCTBEHHBIX CPEJ/ICTB;

12) arrecTanus u cepTUPUKALUS CIEIIUATUCTOB;

13) yrBepkaeHre 00pa3oBaTeIbHBIX IPOTrPaMM IO MOJATOTOBKE CIEIUAIUCTOB;

14) MOHUTOPUHT O€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaTOB;

15) yuactue B MeXAyHapOJIHOM COTPYIHUUYECTBE;

16) momy4yeHue No 3ampocaM yIoJHOMOYEHHOTO (hefepabHOTO OpraHa UCIIOJHUTEIbHON BIACTH
OT OPTaHOB UCTIOJTHUTENBHOU BlIacTh cyOBekTOB Poccuiickoit deneparuu, a TakkKe OT
CyOBEKTOB OOpaIieHus IEKAPCTBEHHBIX CPEACTB JUIsl METUIIMHCKOTO MPUMEHEHUs: HHGOpMaIuu
10 BOIIPOCaM YCTAaHOBJIEHUS U IPUMEHEHUS 1IeH Ha JIeKapCTBEHHbIE MpenapaThl U Ha0aBOK K

HHUM,;

17) npumeHeHe Mep OTBETCTBEHHOCTH 3a HapyIlIeHHEe 3aKoHOoAaTenbcTBa Poccuiickoit
denepanuu.



Cratbs 6. [1oJTHOMOYHSI OPTraHOB HCIOJHUTEIbHOM BJIACTH cy0bekTa Poccuiickoi
Deepanum Npu o0palIeHUN JIEKAPCTBEHHBIX CPEACTB

K momHOMOUYMSM OpraHOB UCIIOTHUTENIBHON BlIacTh cyobekTa Poccuiickoit deneparuu nmpu
00OpalleHUH JIeKaPCTBEHHBIX CPEJCTB OTHOCSTCS:

1) pazpaboTka u peanu3anus perHOHAIBHBIX IPOrpaMM 00ecrieueHHs HaCeIeHUs
JIeKapCTBEHHBIMU TIpeTIapaTaMu;

2) yCTaHOBJICHHUE MPEAETBHBIX Pa3MEPOB ONTOBBIX HAA0aBOK U MPEICIbHBIX Pa3MEpPOB
PO3HUYHBIX Ha/1I0aBOK K (DaKTHYECKUM OTITYCKHBIM LI€HaM, YCTAHOBJIEHHBIM ITPOU3BOAUTENIAMU
JIEKapCTBEHHBIX IIPENApaToOB, Ha JICKAPCTBEHHBIE IIPENapaTsl, BKIIOYECHHBIE B IIEPEUYCHB
XKU3HEHHO HEOOXOMMBIX U BaKHEHMIINX JIEKAPCTBEHHBIX MPENapaToB;

3) OCYHICCTBJIICHHUEC KOHTPOJIA 3a IPUMECHCHHUEM LICH HA JICKAPCTBCHHBIC ITPCIIapaThl,
BKJIFOYCHHBIC B MIEPCUCHDb JKU3HCHHO H€O6XOI[I/IMBIX U BaXKHEHIINX JICKApCTBCHHBIX NIPCIIapaToB,
OpraHru3anusaMu OITOBOM TOPIroBJIK, AlITCYHBIMU OPraHU3alUuiAMU, THANBUIYAJIbHBIMHA
npeanpruHuMaTeIAMu, UMCIOIIIMMHU JIMICH3WIO HAa q)apMaIICBTI/ILIGCKYIO JACATCIIBHOCTD.

I'naBa 3. I'ocynapcrBeHHas (papmaxornest

Crarbs 7. Pazpa0oTka U M31aHHe rocyAapcTBEHHOH (papMaKonen, pa3MelleHne JaHHbIX 0
Hel

1. I[Tox rocymapcTBeHHOHN (hapMakorieeid TOHUMAETCs CBOJI 001X (papMakoNeHHBIX cTaTei u
(dhapMaKoOIeHHBIX CTaTCH.

2. Pa3paboTka oOnux (apMakoneiHbIX cTaTeil M apMaKONEHHbIX cTaTel U BKIIFOYCHHUE UX B
rOCyJapCTBEHHYIO ()apMaKOIICIO OCYIIECTBISIOTCS B TIOPSIIKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM UCIIOJIHUTEIBHOM BIACTH.

3. Pa3zpaboTka (hapmakoneiHoi cTaTby Ha OPUTHHAIBHOE JIEKAPCTBEHHOE CPEJICTBO U
BKJIIOYEHHUE €€ B TOCYAAPCTBEHHYIO (papMaKoIiero B TeUeHHEe CpoKa JIeHCTBHS 3aLUThI
UCKJTFOUNTENFHOTO TIPaBa, YAOCTOBEPEHHOTO MATEHTOM Ha OPUTHHAIBHOE JICKAPCTBEHHOE
CPEICTBO, OCYIIECTBIISIIOTCS C COTIacHs ero pa3paboTumka.

4. T'ocynapcTBeHHas papMakories U3aeTcsl YIOJTHOMOYEHHBIM (eiepaibHBIM OPraHOM
VCIIOJTHUTENIbHOM BJIACTH 3a CUET CPEACTB (peiepabHOrO OrOKETa U MOAJICKUT MepeU3aaHusIM
HE PeKe YEM OJIUH pa3 B MATh JIET, B IEPUOJ MEKIY KOTOPBIMH U3AIOTCS PUIIOKEHUS K
roCyJapCTBEHHOM (hapmakoriee, coepxaiiue oomue GpapMakoneitHbie cTaTbi U (UITH)
dbapmakorneliHble cTaThH, YTBEPKICHHBIC TIOCTIE U3AaHUSI WU TTePEN3JaHusI TOCYAapCTBEHHOM
dbapmakornen.

5. YnonHOMOYEeHHBIH (peiepaabHbIi OpraH HCTIOTHUTEIHHOM BJIACTH Pa3MEIIaeT JaHHBIE O
rocyJapCTBEHHOH (papMmaxoriee v MPUIOKEHUAX K Hel Ha CBoeM O(UIIMaIbHOM caiiTe B CeTH
"MHTepHEeT" B yCTaHOBIEHHOM UM HOPSJIKE.

I'naBa 4. I'ocyaapcTBeHHBbIH KOHTPOJIb NIPH 00pallleHUH JIeKAPCTBEHHBIX CPE/ICTB

Cratbs 8. JInneHsupoBaHue NPOU3BOACTBA JEKAPCTBEHHBIX CPEeACTB H (hapMaNeBTHYECKOM
AeATeJbHOCTH



1. JIuneH3upoBaHue MpOU3BOJCTBA JEKAPCTBEHHBIX CPEACTB U (papMaleBTUIECKOM
JIEATEIIbHOCTU OCYILIECTBIISIETCS] B COOTBETCTBUU € 3aKOHOaTeNbcTBOM Poccuiickoit denepanum.

2. O6s13aTeNnbHBIM YCIOBHEM IMIPEIOCTABICHUS JIUIIEH3UH Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEJICTB SIBJISICTCS IPUIIOKEHHUE K 3asBJICHUIO COUCKATEIIS JIMLIEH3UU TIEPEUHs JICKAPCTBEHHBIX
¢dbopM u (1) BUIOB hapMalleBTUYECKUX CYOCTaHIUI, KOTOPbIE MPOU3BOIUTEND JIEKAPCTBEHHBIX
CPE/ICTB HAMEPEH MPOU3BOJIUTb.

3. B ciryqae He0OX0IMMOCTH pacIIMPEHHsI IIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB 32 CUET
HOBBIX JIEKAPCTBEHHBIX POPM U BUJI0B (hapMalleBTUYECKUX CYOCTaHIIMI MPON3BOIUTEH
JIEKAPCTBEHHBIX CPEJICTB JOJKEH MOJIYYUTh HOBYIO JIMIIEH3UIO HA MPOU3BOCTBO JIEKAPCTBEHHBIX
CPEJICTB.

Cratbs 9. 'ocynapcTBeHHBI KOHTPOJIb PH 00pallleHUH JIeKAPCTBEHHBIX CPeICTB

1. 'ocymapcTBEHHOMY KOHTPOJIIO TIOJIEKAT BCE JIEKAPCTBEHHBIE CPEICTBA, IPOU3BEICHHbBIE HA
tepputopun Poccuiickoii denepannu 1 BBO3MMbIE€ Ha TeppuToputo Poccutickoit @enepanuu.

2. rOCY,HapCTBeHHHﬁ KOHTPOJIb ITPpH O6paH_I€HI/II/I JICKAPCTBCHHBIX CPEACTB OCYHICCTBIISACTCA
YIIOJIHOMOYCHHBIMU (1)€I[CpaJH)HI)IMI/I opraHamMu HCIIOJIHUTEILHON BIACTH U opraHaMu
HCITOJIHUTEILHOM BIIACTH CY6'LeKTOB Poccuiickoi @eﬂepaunn B COOTBCTCTBHUH C UX
IIOJTHOMOYHUSIMH.

3. 'ocynapcTBEeHHBII KOHTPOIb pU 00paIlleHNH JIEKAPCTBEHHBIX CPEACTB BKIIOYAET B CeO
KOHTPOJIb 32 TOKJIMHUYECKUMH UCCIIEIOBAHUSMHU JIEKAPCTBEHHBIX CPEJICTB, KIMHUYECKUMU
UCCJICIOBAaHUSIMH JIEKAPCTBEHHBIX MPENapaToB, KAYeCTBOM, IPOU3BOICTBOM JIEKAPCTBEHHBIX
CPENICTB, U3TOTOBJICHUEM JICKAPCTBEHHBIX MpEIapaToB, XpaHEHUEM, IIEPEBO3KOI, BBO30OM Ha
Tepputoputo Poccuiickoii @enepaluu, pekaaMoii, OTITYCKOM, peau3alnell, yHHITOKEeHHEM
JIEKAPCTBEHHBIX CPEJICTB, TPUMEHEHNEM JIEKAPCTBEHHBIX MPENapaToB.

4. T'ocymapCTBEHHBIN KOHTPOJIb TIPH OOpaIlleHNH JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISETCS
IIOCPEACTBOM:

1) npoBeieHHsI TPOBEPOK COOJIIOICHUSI CYyObEKTaMU OOPAIEHHUsI JIEKAPCTBEHHBIX CPEJICTB
IpaBmJI 1a0OPaTOPHOM MPAKTUKU U MPAaBUIT KIMHUYECKOM MPAKTUKU [P NPOBEIECHUN
JOKJIUHUYECKUX UCCIIENOBAHUN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX UCCIENOBAaHUN
JIEKAPCTBEHHBIX IIPENAapaToB sl MEAUIIMHCKOTO IPUMEHEHNS, ITPABUJI IIPOBEICHUS
JOKJIUHUYECKUX UCCIIENOBAHUN JIEKAPCTBEHHBIX CPEICTB U KIMHUYECKUX UCCIEIOBAaHUN
JIEKAPCTBEHHBIX IIPENApaToB JJIsl BETEPUHAPHOTO IPUMEHEHNS, ITPaBUJl OPraHU3aluN
IIPOU3BOJCTBA U KOHTPOJIS KA4ECTBA JIEKAPCTBEHHBIX CPEJICTB, IIPAaBUIl OIITOBOU TOPTrOBIU
JIEKApCTBEHHBIMHU CPEACTBAMU, IIPABUII OTITYCKA JIEKAPCTBEHHBIX MPENAapaToB, PAaBUII
U3TOTOBJICHHS U OTITYCKa JIEKAPCTBEHHBIX IIPENapaToB, IPABUII XPAHEHU JIEKAPCTBEHHBIX
CPENCTB, MPABWJI YHUYTOKEHUS JIEKAPCTBEHHBIX CPEJICTB;

2) MUIIEeH3UPOBAHUS TIPOM3BOACTBA JIEKAPCTBEHHBIX CPEJCTB U (hapMalleBTHUECKOM
JeSATeTLHOCTH, MPOBEICHHUS TPOBEPOK COOTIOICHUS JTUIICH3UOHHBIX TPEOOBAHHI U YCIIOBHIA;

3) KOHTpOJIS KauecTBa JIEKAPCTBEHHBIX CPEJCTB MPHU TPakIaHCKOM 000pOTe:

a) B (hopMe BEIOOPOUHOTO KOHTPOJIS;



6) IIPpU BBIABJIICHUU HECCOOTBCTCTBUSA JIMIICH3MOHHBIM Tp€6OBaHHHM " YCJIOBUSM yCJIOBI/Iﬁ
IMPOM3BOJACTBA U KOHTPOJIA Ka4€CTBA JICKAPCTBCHHEBIX CPCACTB, OCYIICCTBIICHUA OIITOBOM
TOProOBJIN JICKAPCTBCHHBIMU CPCACTBAMU, OCYIICCTBICHUA pOSHH‘-IHOfI TOProBJIn
JICKApCTBCHHBLIMU ITPEIiapaTaMu, IPaBUjI U3TOTOBJICHUS JICKAPCTBCHHBIX IPCIIapaToB, IIPaBUJI
XPaHCHUA JICKAPCTBCHHBIX CPCACTB;

4) BbIJIau¥ pa3pelIeHU Ha BBO3 JICKAPCTBEHHBIX CPEACTB Ha TeppuTopuio Poccuiickoi
denepanuu;

5) npoBeieHNsI MOHUTOPUHTA O€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB;

6) MOJTy4eHUsI 110 3apocaM YIOTHOMOYEHHOTO (eIepalbHOTO OpraHa UCIOIHUTEIBHOM BIAaCTH
OT OPTaHOB UCIIOJHUTEIBHOM BiIacTH CyOBeKTOB Poccuiickoit denepanun, OT CyObEKTOB
oOparneHus JIeKapCTBEHHBIX CPEJCTB Il MEAUIIMHCKOTO TPUMEHEHUS HHPOPMAITUH TI0
BOIPOCAM YCTAaHOBJICHUS U IPUMEHEHHS 1I€H U Ha/10aBOK K HUM.

5. Ocy1ecTBiieHUE rOCY1apCTBEHHOI'O KOHTPOJIS ITPH 0OpAalleHUH JIEKAPCTBEHHBIX CPE/ICTB
SBIISIETCS PACXOIHBIM 00s13aTebcTBOM Poccuiickoit denepanyu nim pacxoaHbIM
00s13aTesbcTBOM CcyObekToB Poccuiickoit deneparyu 1o BujjaM KOHTPOJIS, OTHECEHHBIM
COOTBETCTBEHHO K ITOJIHOMOYUSAM (eiepabHbIX OPraHOB UCIIOJIHUTEIbHON BIACTH U K
IIOJTHOMOYHSIM OPraHOB MCIIOJIHUTENILHON Bi1acTH cyObekToB Poccuiickoii @enepanum.

I'naBa 5. PazpaboTka, JOKJIMHUYECKHE UCCIETOBAHUS JEKAPCTBEHHBIX CPEICTB, a TAKKe
KJIMHHYeCKHe HCCIeI0BAHNS JIeKAPCTBEHHbIX MPENapaToB /sl BeTepPHHAPHOT O
NPUMEHCHUS

Cratps 10. Pa3paGoTka JiekapcTBEHHBIX CPE/ICTB

1. Pa3paboTka JeKapCTBEHHBIX CPEIICTB BKIIFOUACT B ¢€0s1 TOUCK HOBBIX (hapMaKOJIOTHICCKU
AKTHUBHBIX BELIECTB, MMOCIEAYIONIee N3YUEeHUE UX JIEKAPCTBEHHBIX CBOICTB, TOKIMHUYECKUE
UCCIIEIOBaHMS, Pa3pabOTKy TEXHOJIOTHIA MTPOU3BOICTBA (papMaleBTUYECKUX CYOCTaHIIHIA,
pa3paboTKy COCTaBOB U TEXHOJIOTHH MPOU3BOJICTBA JIEKAPCTBEHHBIX MPENapaToB.

2. duHaHCcOBOE oOecnieueHne pa3padOTKU JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS 3a CUeT:
1) cpencTs penepanbHOro OrOIKETA;

2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpencTB MPOU3BOIUTENICH JIEKAPCTBEHHBIX CPEACTB NPU BBHIITOJHEHHH HAYYIHO-
UCCIIEIOBATEIbCKUX PA0OOT MO I0TOBOPY MEXKAY pa3pabOoTUYMKOM JEKapCTBEHHBIX CPEACTB U
MIPOM3BOJIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) HWHBIX HC 3alIpCHICHHBIX 3aKOHOAATCILCTBOM Poccuiickoit CDCI[epaL[I/II/I HCTOYHHKOB.

3. HpaBa pa3pa60TqH1<a JICKAPCTBCHHOT'O CPCACTBA OXPAHAIOTCA I'PAKIAHCKUM
3aKOHOJAaTCIIbCTBOM.

Cratpd 11. JlokJImHUYeCKOE UCCIe0BAHME JIEKAPCTBEHHOI0 CPEACTBA JISI MeIUIIMHCKOT0
IMPUMCEHEH



1. I[OKJII/IHI/I‘-IGCKOC HCCIICOOBAHUC JICKAPCTBCHHOT'O CPCACTBA IJId MCAUIUHCKOTO MIPUMCHCHUA
MIPOBOUTCS ITyTEM MPUMEHEHUS HAYYHBIX METOJIOB OIICHOK B IIEJISIX TOJTYYCHHUS JTOKA3aTEIIbCTB
0€301acHOCTH, KauecTBa 1 3(PPEKTUBHOCTH JICKAPCTBEHHOTO CPEIICTBA.

2. JIOKJIINHUYECKOE UCCIIEI0OBAaHUE JIEKAPCTBEHHOI'O CPEJCTBA /Il MEAULIMHCKOIO TPUMEHEHHUS
IPOBOJUTCS B COOTBETCTBUY C IIPABUJIAMH JJaOOPATOPHON IPAKTUKHU, YTBEPHKIEHHBIMU
YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM HCTIOJTHUTEIBHOM BIACTH.

3. Jlns opraHu3anuy U MpOBEACHUS TOKIMHUYECKOIO UCCIIEJOBAHUS JIEKAPCTBEHHOI'O CPEJICTBA
JUTSL METUITUHCKOTO MPUMEHEHHSI pa3pabOTUHKH JIEKAPCTBEHHBIX CPEJCTB MOT'YT IPUBJIIEKATh
HAy4YHO-UCCIIEI0BATENbCKUE OpraHN3alui, 00pa30BaTeNbHbIE YUPEKACHUS BBICIIETO
npoeccuoHanbHOr0 00pa3oBaHusl, UMEIOIINE HEOOX0IUMYI0 MaTepHAIbHO-TEXHUYECKYI0 0a3y
U KBATH(UITUPOBAHHBIX CIIEUAIMCTOB B COOTBETCTBYIOIICH 001aCTH MCCIEIOBAHNUS.

4. JIOKITMHUYECKOE HCCIeI0BaHUE JIEKAPCTBEHHOTO CPECTBA AJIsl MEIUILIMHCKOIO IIPUMEHEHUS
IIPOBOAMTCS 10 YTBEPKICHHOMY pa3pabOTUMKOM JIEKAPCTBEHHOI'O CPEJCTBA IUIAHY C BEJCHUEM
IPOTOKOJIA 3TOTO UCCIICOBAHUS U COCTABIEHUEM OTUETA, B KOTOPOM COJIEpKaTCs Pe3yIbTaThl
3TOr0 UCCIIEOBAHMS U 3aKJIFOUEHNE O BO3MOXKHOCTH MPOBEACHUS KIMHUYECKOTO UCCIIEIOBaHUS
JIEKapCTBEHHOTO INpernapara Al MEJUIIMHCKOTO IPUMEHEHHUS.

5. IlpoBenenue npoBepoK COOMIOACHUS MTPaBUII Ja00PaTOPHOI MPAKTUKU U IPABOBBIX HOPM
WCIIOJIb30BAHUS )KUBOTHBIX MPU MPOBEACHUH TOKJIMHUYECKUX UCCIEAOBAHU JIEKAPCTBEHHBIX
CPEICTB AJIsi MEAUIIMHCKOTO MIPUMEHEHUSI OCYIIECTBIIAECTCS YIIOJTHOMOUYEHHBIM (heiepaabHbIM
OpraHoOM MCIOJIHUTEIBLHOMN BJIACTH.

6. P€3y.HI)TaTI>I JOKIIMHHUYCCKOI'O UCCIICA0OBAaHM JICKAPCTBCHHOI'O CPEACTBA AJIA MCIUIIMHCKOI'O
MNPUMCHCHUSA MOT'YT OBITE npcacCTaBJICHLI B yHOJ'IHOMO‘IeHHHﬁ (bez[epaanblﬁ opran
HCIIOJIHUTEILHOM BIACTH B YCTAHOBJICHHOM ITOPAAKE B LECIAX FOCYIIapCTBeHHOﬁ peructpanmuu
JICKAPCTBCHHOT'O IIpCIiapaTta.

Cratbs 12. JlokIMHHYECKOE HCCIIEI0BAHME JEKAPCTBEHHOI0 CPECTBA U KIMHHYECKOe
HCCJIeI0BaHMe JIEKAPCTBEHHOT0 NMpenapara Jjisi BeTepHHAPHOT0 MPUMeHeH sl

1. I[OKJ'II/IHI/I‘IGCKOC HCCICOOBAHUC JICKAPCTBEHHOT'O CPEACTBA IJId BETCPUHAPHOTO ITPUMCHCHU A
MMPOBOAUTCA MYTEM NPHUMECHCHUS HAYYHBIX METOJ0B OLICHOK B ICJIAX ITOJTYUCHUA JOKA3aTCIILCTB
663OHaCHOCTI/I, Ka4ueCTBa U Bq)(l)eKTI/IBHOCTI/I JICKAPCTBCHHOI'O CPCACTBA, B TOM YHCJIC
OMpeaACIICHNA CpOKa €TI0 BBIBCACHUS U3 OPraHn3Ma JXUBOTHOT'O, B LCIIAX obOecrieueHust
0e30ImacHOCTH IMPOAYKIUHA ) KUBOTHOT'O IPOUCXOKACHUS ITOCIIC IPUMCHCHHA COOTBETCTBYIOLICTO
JICKApCTBCHHOTO IIpriapara.

2. JIOKITMHUYECKOE UCCIIEJOBAHUE JIEKAPCTBEHHOIO CPEICTBA M KIIMHUYECKOE UCCIIEA0BAaHHE
JIEKapCTBEHHOIO IIpernapara i BETEpUHApHOr0 IIPUMEHEHUS, UCCIIEIOBAHUE
OMOSKBUBAJIEHTHOCTH YKa3aHHOTO JIEKAPCTBEHHOTO IpernapaTa MpoBOJSATCS B COOTBETCTBHUHU C
MpaBUJIaMH, YTBEPKIEHHBIMU YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HUCIIOJIHUTEIbHON
BIIACTH.

3. JloKIMHUYECKOe HCCIIeIOBAHUE JIEKAPCTBEHHOTO CPEACTBA M KIIMHUYECKOE UCCIIEI0BAaHHE
JIEKapCTBEHHOIO NIpernapara Il BETEpUHAPHOT0 MPUMEHEHUS IPOBOATCS IO YTBEPKACHHOMY
pa3pabOTYNKOM JIEKaPCTBEHHOI'O CPE/ICTBA IJIaHY C BEJICHHEM MPOTOKOJIOB 3TUX UCCIIEIOBaHUN
Y COCTABJICHHMEM OTYETOB, B KOTOPBIX COAEPIKATCS PE3YyIbTAThl 3TUX UCCIIEIOBAHUMN.



4. Jlnst opraHu3aliy ¥ MpoBEAEHUS JOKIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO CPEJICTBA
U KJIMHUYECKOT'0 UCCIIEIOBAHUS JIEKAPCTBEHHOT'O Iperapara /Uil BETEpUHAPHOTO MPUMEHEHHS
pa3pabOTUHK JIEKAPCTBEHHOTO CPEJICTBA MOXKET MPUBJICKATh OpTraHU3aIlMi, UMEIOIINE
HEOOXOIUMYIO MaTepHaIbHO-TEXHUYECKYIO 0a3y U KBATU(PUIIMPOBAHHBIX CIICIIUAINCTOB B
COOTBETCTBYIOIIEH 007aCTH MCCIIeIOBAHMUS.

5. Kiimanueckue ucciie1oBaHus JEKapCTBEHHBIX MPENapaToB A1 BETEPUHAPHOIO IPUMEHEHUS
IPOBOJIATCS B BETEPUHAPHBIX OpPraHU3alMax U B OPraHU3aLMsIX, OCYIIECTBISIIOIUX Pa3BeICHNUE,
BBIPALMBAaHUE U COJIEP)KAHUE KUBOTHBIX, B LEJISIX:

1) ycraHOBIIEHHS IEPEHOCUMOCTH JIEKAPCTBEHHBIX IIPENIApaTOB 3/10POBBIMU KUBOTHBIMU;

2) nonbopa ONTUMAIBHBIX I03UPOBOK JIEKAPCTBEHHBIX MIPENapaToB U Kypca JeueHus Ha
KOHKPETHOM TPYIIE XUBOTHBIX C ONPEIJIEHHBIM 3a00JIeBaHUEM;

3) ycranoBienus 6ezonacHocTd ¥ 3(h(HEeKTUBHOCTH JIEKapCTBEHHOIO IpenapaTa,
HpeIHA3HAUYCHHOTO [UIs JICYCHHSI OIIPE/ICIICHHBIX 3a00JIeBaHUM KUBOTHBIX, WX 3()(HEKTUBHOCTH

JICKapCTBEHHOTO TIperapara Jyuisi Mpo(rIakTUKH 32a00JICBaHHIA 3I0POBBIX KHUBOTHBIX;

4) n3y4eHust BO3SMOXXHOCTEH paCIIMPEHUs TOKa3aHUN K IPUMEHEHUIO 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO Mperapara 1 BbISBICHUS paHee HEU3BECTHBIX TOOOYHBIX JEHCTBUH.

6. Kimuanueckoe uccieoBanue JeKapCTBEHHOTO Mpernapara AJisi BETEpUHAPHOTO PUMEHEHUS
OCYILECTBIISICTCS 32 CUET CPEACTB Pa3paboTUMKa JIEKAPCTBEHHOI'O CPEJICTBA.

7. OT4eThl 0 pe3ynbTarax JOKJIMHUYECKOIO UCCIIEJOBAHUS JIEKAPCTBEHHOIO CPECTBA U
KJIIMHUYECKOI0 UCCIIEIOBaHMS JIEKAPCTBEHHOIO MIpenapaTa Jiisl BETEpUHAPHOIO IPUMEHEHUs
COCTaBJIAIOTCS pa3pabOTUHMKOM JIEKAPCTBEHHOI'O CPEJICTBA C YUETOM 3aKIFOUYEHUI OpraHu3aluii,
IPUHUMABILIUX Y4aCTUE B OPraHU3ALMU U IPOBEJCHUH 3TUX UCCIIEIOBAHUIM.

8. KoHTposb 3a mpoBeieHuEM TOKIMHUYECKHUX HCCIIE0BaHNMN JIEKapCTBEHHBIX CPEJCTB U
KIIMHUYECKHUX MCCIIEJOBAHUN JIEKaPCTBEHHBIX IIPENApPaTOB JUIsl BETEPUHAPHOTO IPUMEHEHUS
OCYIIIECTBIISIETCS YIIOJIHOMOUYEHHBIM (he/iepaabHbIM OpraHOM MCIOJHUTENIBHOM BJIACTH.

I'maBa 6. OcymecTBaeHHe TOCYJAPCTBEHHOM PerucTpPaniy JIeKapCTBEHHBIX NPenapaToB
Cratbs 13. I'ocynapcTBeHHasi perucTpanus JeKapCTBEeHHbIX NPenapaTos

1. JlekapcTBeHHBIE IpenapaThl BBOJATCS B IpaxIaHCKUI 000poT Ha Tepputopun Poccuiickoit
®denepalyiu, €M OHU 3apETUCTPUPOBAHBI COOTBETCTBYIOLIUM YIOJHOMOYEHHBIM (eiepaibHbIM
OpraHOM HCIIOJTHUTEIBHOM BJIACTH.

2. 'ocynapcTBEHHOM perucTpanuy Mojiexar:

1) opurnHanbpHbIE JI€KapCTBEHHBIE NTPENapaThl;

2) BOoCIpOM3BEICHHBIE JIEKApPCTBEHHBIE MTPENapaThl;

3) HOBBIC KOM6I/IH8.I_II/II/I 3apCTUCTPUPOBAHHBIX PAHCC JICKAPCTBCHHBIX IIPEIIAPATOB,

4) nekapCTBEHHbBIE MTpenapaThl, 3apEeruCTPUPOBAHHBIE paHee, HO MPOU3BEACHHBIE B IPYTUX
JIEKapCTBEHHBIX (hOpMax, B HOBOM JTO3HPOBKE.



3. 'ocynapcTBeHHasl perucTpanys J€KapCTBEHHBIX MIPENAapaToB sl MEAUIMHCKOIO IPUMEHEHUS
OCYILIECTBIISIETCS IO Pe3yJIbTATaM dKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U ATUYECKON
9KCIEPTU3BI BOZMOKHOCTH IPOBEIECHUS KIIMHUYECKOTIO UCCIIEJOBaHMS JIEKAPCTBEHHOTIO
npernapara Jyisi METUIIUHCKOTO IPUMEHEHUS (Jlaee - dTUYecKas IKcnepTusa). ['ocyapcTBennas
perucTpanus JeKapCTBEHHbIX MIPENapaToB JIsl BETEPUHAPHOIO IPUMEHEHUS OCYILECTBISETCS 110
pe3ynbTaTam 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JIJIs1 BETEPUHAPHOTO IPUMEHEHUSI.

4. 'ocynapCTBEHHas1 pEruCTpalMs JIEKAPCTBEHHBIX MIPENapaToOB OCYIIECTBIAECTCS
COOTBETCTBYIOILIMM YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM MCIIOJIHUTENBHOM BIACTH B CPOK,
HE MPEBBIAIONINN ABYXCOT ACCATH pab0ouuX JAHEN CO JHS MPUHATHUS 3asBICHUS O
rOCYIapCTBEHHOW PErUCTPaLUM JIEKAPCTBEHHOTO Iperapara. B yka3aHHbIN CPOK BKIFOUAETCS
BpeMsi, HE0OXO0IUMOE JIJIs1 TOBTOPHOT'O IIPOBEJCHHUSI SKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB U
(um) 3TUYECKON SKCIIEPTU3BI B COOTBETCTBUU CO CTaThel 25 HacTosuero denepanbHoro
3akoHa. CpOK roCy1apCTBEHHON PErHCTpalu JIEKAPCTBEHHOTO IIpenapaTa NCYUCISETCS CO THSA
HPUHATHS COOTBETCTBYIOIINMM YIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOHUTEbHON
BJIACTH 3asIBJICHUS O TOCYJaPCTBEHHOM pEerucTpaliu JIEKapCTBEHHOT O Ipernapara ¢
IPUIIOKEHUEM HEOOXOIUMBIX TOKYMEHTOB IO JIEHb BbIJAUl PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOIO Npenapara. Bpems npoBeeHus] KITMHUYECKOT0 UCCIIEI0BaHUS JIEKAPCTBEHHOTO
Ipenapara He yYUThIBACTCS IIPU UCUUCIIEHUHU CPOKA €ro rOCyIapCTBEHHOM PETUCTPALUN.

5. T'ocynapCTBEHHOW pErucTpalny HE MOAJICKAT:

1) nekapcTBEeHHBIE MTpenapaThl, U3ATOTOBJICHHbBIE AIITEYHBIMU OPraHU3AIMSIME, BETEPUHAPHBIMU
AIlITCYHBIMUA OpraHu3aluAMU, UHANBUAYAJIbHBIMU MIPECAITPUHUMATCIAMA, KOTOPBIC UMCIOT
JUIEH3UIO Ha (papMalleBTUYECKYIO JIeATEIbHOCT, 10 PeLenTaM Ha JIEKapCTBEHHbBIE Mpenaparhl U
TpeOOBaHUAM MEIULIMHCKUX OPraHU3alMi, BETEPUHAPHBIX OPraHU3aLINMI;

2) neKapCTBEHHOE PACTUTEIBLHOE ChIPhE;

3) JiekapCTBEHHBIC MTPETapaThl, IPUOOPETEHHBIC (PM3MUSCKUMU JTUIIAMH 32 MPeaeIaMu
tepputopuu Poccuiickor denepaunu U npeaHa3HAYEHHBIE ISl IMYHOTO UCIIOJIb30BaHUs;

4) nexapCTBEHHbIE NPENapaThl, peHa3HAUEHHBIE I SKCIIOPTA;

5) panuodapMarieBTUUECKHUE JIEKAPCTBEHHBIE IIPENapaThl, U3TOTOBJIEHHbIE HEMOCPEACTBEHHO B
MEIUIUHCKUX OPTaHU3aIMIAX B MOPSJIKE, YCTAHOBIEHHOM YIOJHOMOUYEHHBIM (e/iepaabHbIM
OpraHOM MCIOJIHUTEIBLHOMN BIACTH.

6. He nomyckaercst rocy1apcTBEHHasi pErUCTPALUs:

1) pa3aMuHBIX JIEKAPCTBEHHBIX MPENAPATOB M0/1 OJUHAKOBBIM TOPrOBBIM HAaMEHOBAHUEM;

2) OJTHOTO JIEKAapCTBEHHOTO MpernapaTa, BIITYCKaeMOTr0 IPOU3BOIUTENEM MTO1 PA3TUYHBIMU
TOPrOBBIMU HAUMEHOBAaHUSIMH M MPECTABICHHOTO HA TOCYIAPCTBEHHYIO PETUCTPALIUIO B BUJIE
JIBYX U OoJiee JIEKapCTBEHHBIX MPENapaTos.

Crarbs 14. IIpuHUMIIBI IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEIACTB H 3THYECKOH IKCIEPTH3bI
1. DkcnepTu3a 1€KapCTBEHHBIX CPEJICTB U ATUYECKAs SKCIEPTU3a OCHOBBIBAIOTCS HA MPUHIIUIIAX
3aKOHHOCTH, COOJIIO/IEHHS ITPaB U CBOOO/ UEJIOBEKA U IPakIaHUHA, IPaB IOPUIHMUECKOTO JIMIIA,

HE3aBUCUMOCTH OKCIIEPTA, O6T3€KTI/IBHOCTH, BCCCTOPOHHOCTHU U IMOJTHOTBI HCCHeHOBaHHﬁ,
MMPOBOAUMEBIX C UCIIOJIb30BAHUCM COBPECMCHHBIX I[OCTI/I)KCHI/Iﬁ HAayYKH U TCXHUKH,



OTBETCTBEHHOCTHU (peIepaIbHOT0 TOCYAAPCTBEHHOTO OIOPKETHOTO YUPEKACHHS IO TPOBEACHUIO
DKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U DKCIIEPTOB 3a IIPOBEACHUE U KAYECTBO SKCIIEPTU3HI.

2. :‘)KCHepTI/I?)a JICKAPCTBCHHLBIX CPCACTB JIA MCAUIMHCKOI'O IPUMEHCHUS IIPOBOAUTCA
IIO3TAITHO:

1) Ha mepBOM 3Tare - FKCIepTU3a JOKYMEHTOB JUIsl IOJTYyUYEHHUS pa3pelieHus: Ha IPOBEICHHE
KIIMHUYECKOT'0 UCCIIEAOBAHUS JIEKAPCTBEHHOTI'O IIPEIapara, 3a UCKIYECHUEM:

a) JIKapCTBEHHBIX MIPENapaToB, KOTOPbIEC Pa3peIIeHbl JIsi MEAUIIMHCKOTO MPUMEHEHUS Ha
tepputopuun Poccuiickoit deaepanun 0osiee 1BaIaTH JIET U B OTHOIIICHUU KOTOPBIX
HEBO3MO>KHO ITPOBEICHHUE UCCIIEI0BaHUSI OMO3KBUBAJICHTHOCTH;

0) J1eKapCTBEHHBIX MIPENapaToB sl MEAULIMHCKOTO IPUMEHEHUS, B OTHOLLIEHUN KOTOPbIX
IIPOBEJECHBI MEXXIYHAPOAHbIE MHOIOLIEHTPOBBIE KIIMHUYECKUE UCCIEA0BAHUS, YaCTh U3 KOTOPBIX
npoBesieHa Ha reppuropuu Pocculickon @enepanny;

2) Ha BTOPOM 3Talle - FKCIEPTHU3a NPEAJI0KEHHBIX METOJ0B KOHTPOJIS KAYEeCTBA JIEKAPCTBEHHOTO
CpeZCTBA M KauecTBa MPEJICTABICHHBIX 00PA31I0B JIEKAPCTBEHHOTO CPEJCTBA C UCIOJIb30BaHUEM
3TUX METOJIOB (Jajiee - SKCIepTU3a KauecTBa JJEKapCTBEHHOI'O CPEJCTBA) U IKCIIEPTHU3a
OTHOLICHHUS 0’KMJIAEMOM I0JIb3bI K BOBMOXKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO
Ipenapara, OCyIeCTBIIEMbIE ITOCIIE TPOBEACHUS €ro KIMHUYECKOTO UCCICIOBAHU.

3. DKcrepTu3a JICKapCTBEHHBIX CPE/ICTB Ul BETEPUHAPHOTO IPUMEHEHUS TPOBOIUTCS
OJTHOITAITHO M BKJIOYACT B ce0s IKCIIEPTH3Y KaueCTBa JICKAPCTBEHHOT'O CPEACTBA M IKCIIEPTH3Y
OTHOUICHUS 0’KUIA€MOH MOJIb3BI K BO3MOYKHOMY PHCKY IIPUMEHEHUS JICKapCTBEHHOTO
npernapara.

Cratbs 15. ®@enepajibHOE TOCYAAPCTBEHHOE OKOKETHOE YUPe:KIeHHe MO MPOBeIeHUI0
IKCHEPTHU3bI JIEKAPCTBEHHBIX CPEICTB

DKcrepTu3a JeKapCTBEHHBIX CPENICTB MPOBOAUTCS (henepaabHbIM TOCYAapCTBEHHBIM
OIOPKETHBIM YUPEKICHUEM COOTBETCTBYIOIIETO YITOTHOMOYEHHOTO (peIepaIbHOTO OpTraHa
MCTIOJTHUTENbHOM BIIACTH, CO3JJaHHBIM 11 00€CTIeYeHHsI UCTIOIHEHUSI TOTHOMOYHI 3TOTO
(deneparbHOTO OpraHa Mo BhIa4e Pa3pelieHUi Ha MPOBEICHUE KIIMHHYECKUX HCCIIET0BaHNI
JIEKapCTBEHHBIX MPENapaToB U (WJIK) MO TOCYIaPCTBEHHON PETUCTPALIMU JIEKAPCTBEHHBIX
npenaparoB (Jajee - IKCIEPTHOE YUPEKICHUE).

Cratbs 16. Opranu3anus NpoBeJeHHs IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB B LeJAX HX
rocy1apcTBeHHOH perucTpauumn

1. DxcnepTu3a JeKapCTBEHHBIX CPEJICTB IPOBOAUTCS KOMUCCHEHN SKCIIEPTOB SKCIIEPTHOTO
YUPEXKIEHUS, HA3HAYEHHOM €ro pyKOBOAMTENIEM, HA OCHOBAaHNU 33aJaHUs HA IIPOBEJICHUE
AKCIIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA, BHIIAHHOTO YIIOJIHOMOUYEHHBIM (he/IepaTbHBIM OpraHOM
UCTIOJIHUTENIbHON BIacTH. PyKOBOAMTENb SKCIIEPTHOTO YUPEXICHHs 00eCIeUnBaeT HaAJIeKalee
MIPOBEJICHUE IKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU C 331aHUEM, BbIJIAaHHBIM
YIIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOJHUTENIBHON BIACTH, U OPraHU3yeT MOATOTOBKY
CBOJIHOTO 3aKJIFOYEHMS 3TOM KOMHCCHH. B cOCTaB 3TOM KOMUCCHH IO PEIIEHUIO PYKOBOAUTEIS
HKCHEPTHOTO YUPEKICHHUS MOTYT ObITh BKIIFOUSHBI B KAUECTBE HKCIEPTOB JIMIIA, HE paboTaromme
B JJAHHOM 3KCIIEPTHOM YUPEXKJACHUHU, €CIIU UX CIIeLUaTbHbIE 3HAHUS HEOOXOAUMBI IS
IIPOBEJEHUS SKCIEPTU3BI U TAKHE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM 3KCIEPTHOM YUPEXKIECHUU.



2. DKCIEPTOM I10 IPOBEACHUIO SKCIIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB SBIISETCS aTTECTOBAHHBIN
PabOTHHK SKCIIEPTHOTO YUPEKACHHS, KOTOPBIH MMEET BBICIIEE MEANIIMHCKOE,
(bapmareBTHYECKOE, OMOJIOTHYECKOE, BETEPUHAPHOE UIM XUMHUECKOe 00pa30BaHKUEe U IPOBOAUT
9KCIEPTU3Y JEKAPCTBEHHBIX CPEJICTB B MOPSIKE UCTIOIHEHHS CBOUX JIOJKHOCTHBIX
00s3aHHOCTEN (asiee - IKCIEPT).

3. HpI/I MPOBCACHUH SKCIICPTU3BI JICKAPCTBCHHBIX CPCACTB SKCIICPT HE MOXKET HAXOAUTHCA B
KaKo#-1100 3aBUCUMOCTH OT JIMIa, HA3HAYUMBIICTO 3TY 3KCIICPTU3Y, p33pa6OT‘II/IKa
JICKAPCTBCHHOTO CPCACTBA UM APYTIUX 3aAUHTCPCCOBAHHBIX B PC3YyJIbTaTaX SKCIICPTU3BI JIMII.

4. Ilpu npoBeIeHUH SKCIIEPTH3BI JIEKAPCTBEHHBIX CPEJICTB HE JIOMYCKACTCS UCTPEOOBATh Y
3asiBUTEIS MO0 MHBIX JIMIl MaTepPHAIIbl, HCOOXOAUMBIC /IS IIPOBE/ICHUS SKCIIepPTU3bl. B ciydae
HEAOCTAaTOYHOCTH NPCACTABJICHHBIX 3KCIICPTY MAaTCPHUAJIOB U1 Aa4YU 3aAKIIFOYCHUA SKCIICPT
BIIPaBe IMIOCTAaBHUTh BOIIPOC O MPEJOCTABICHUU MY HEOOXOMMbIX MaTEPHAIIOB Mepe]|
PYKOBOJUTENEM SKCIIEPTHOTO YUPEXKIEHUS, KOTOPBIN oOpalaeTcs ¢ mpocb00ii 00 3TOM B
YIOJHOMOYCHHBIH (e/iepaabHbIil OpraH UCIIOIHUTENBFHOM BIACTH, BBIJABIINN 3a[aHie Ha
IPOBE/ICHNE YKCIIEPTH3HI JIEKapPCTBEHHOTO CPEICTBA.

5. DKcnept npH NPOBEICHUHU MTOPYICHHON eMy PYKOBOJMTENIEM SKCIIEPTHOTO YUPEIKACHHS
SKCIICPTH3bI JIEKAPCTBEHHOT'O CPEACTBA 00sI3aH:

1) mpoBecTH MOHOE UCCIIEAOBAHHE MTPEICTABICHHBIX MYy 00bEKTOB, MaTEPUAIIOB, 1aTh
000CHOBaHHOE U OOBEKTHBHOE 3aKIIOYECHHUE 10 TOCTABJICHHBIM ITEPe] HUM BOIIPOCaM WU
MOTHUBHUPOBAHHOC 3aKIIIOYCHUE O HCBO3MOXHOCTHU IIPOBCACHUSA UM SKCIICPTU3LI JICKAPCTBCHHOI'O
CpPE/CTBa, €CIIM MOCTABJICHHBIE BOMPOCHI BRIXOST 32 MPE/eIIbl CTICIHAIbHBIX 3HAHUH JKCIIepTa,
00BEKTHI I/ICCJIGI[OBaHI/If/'I 1 MaTCpuajibl HCIIPUTOAHBI UJIM HCAOCTATOYHBI IJIA IPOBCACHUS
UCCJIEJOBAaHUN M JaYM 3aKJIFOUEHHS JINOO COBPEMEHHBIN YPOBEHb Pa3BUTHS HAYKH HE MO3BOJISET
OTBCTUTH HA IMOCTABJICHHBIC BOIIPOCHI;

2) He pa3riamaTh CBEIEHUS, KOTOPBIE CTAIM €EMY U3BECTHBI B CBSI3U C IPOBEACHUEM IKCIIEPTU3BI
JIEKapCTBEHHOI'O CPEACTBA, a TAKXKE CBEICHUSA, COCTABIIAIOLINE TOCYIaPCTBEHHYIO,
KOMMEPYECKYIO U UHYIO OXPAaHAEMYIO 3aKOHOM TaiHYy;

3) obecneunTh COXpaHHOCTD MPEICTABICHHBIX 00BEKTOB HCCIEIOBAaHUN 1 MAaTEpHAJIOB.

6. DKcnepT He BIIpaBe:

1) IpOBOAMTH IKCHEPTHU3Y JIEKAPCTBEHHOTO CPEACTBA O OOPALIEHHUIO HEMOCPEACTBEHHO K HEMY
OpraHu3anuil UiIu GU3NYECKUX JIMLI;

2) caMOCTOSITENTLHO COOMPATh MaTePUAIIBI [T IPOBEICHUS SKCIIEPTU3BI JICKAPCTBEHHOTO
Cpe/CTBa;

3) IpOBOAUTH FKCIEPTU3Y JIEKAPCTBEHHOT'O CPEICTBA B KAUE€CTBE HETOCYJapCTBEHHOTO
JKCIIEpTA.

7. B cinyyae He0OXOIMMOCTH 3KCIIEPT BIPaBe X0aTailiCTBOBATh MEPe]] PyKOBOIUTEIEM
AKCIEPTHOTO YUPEKACHUSI O IIPUBJICUEHUHN K ITPOBEJEHUIO IKCIIEPTU3BI JIEKAPCTBEHHOTO
CPEICTBA IPYTUX IKCIIEPTOB.

8. Kaxaplii skcriepT, BXOJAIINN B COCTaB KOMUCCHH 3KCIIEPTOB, KOTOPOH MOPYUYEHO MPOBEICHUE
AKCHEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA, HE3AaBUCUMO U CAMOCTOSATENIBHO IPOBOIUT



HCCIIEIOBAHMS, OLIEHUBAET PE3YIIbTATHI, TOJYYEHHBIE UM JIMYHO U IPYTUMH IKCIEPTAMU, U
(dbopMyIupyeT BEIBOABI OTHOCUTEIIBHO MTOCTABICHHBIX BOIIPOCOB B MPELIIaX CBOUX
CIIEUATIbHBIX 3HAHUU.

9. Pe3ynbTaThl 3KCHEPTH3BI JIEKAPCTBEHHOTO CPEACTBA OPOPMIISIOTCS 3aKIIOUCHHEM KOMHCCUU
JKCIIEPTOB. B 3aKi0ueHnn KOMUCCHH SKCIIEPTOB YKA3bIBAIOTCS NIEPEUEHb HCCIEA0BaHUMN, 00bEM
MPOBEICHHBIX KAKIBIM SKCIIEPTOM UCCIICIOBAHUI, YCTAHOBICHHBIE KAKABIM U3 HUX (DAKThI U
CICJIAHHBIE B PE3YJbTATE UCCIIETOBAHUN BBIBOJBL. DKCIIEPT, MHEHUE KOTOPOTO HE COBIAJAET C
pelIeHrneM KOMHCCUH SKCIIEPTOB, BIIPaBE BBIPA3UTh CBOE MHEHHUE B MMCbMEHHOM (popme,
KOTOpOE MPHOOIIAETCS K 3aKIF0UEHNI0 KOMUCCUU 3KCIIEPTOB.

10. DxcnepThl, BXOJAIINE B COCTaB KOMUCCHH, NPEyNPEKIat0Tcs 00 OTBETCTBEHHOCTH B
COOTBETCTBHUU C 3aKOHOAATENLCTBOM Poccuiickoit denepanuu 3a 1ady 3aKIOYCHMUS,
coJiepKaliero Heo0OCHOBaHHbIE WK (hanbCcU(PUIMPOBAHHBIE BBIBOBI, O UEM OHH JJAIOT
MOJINCKY.

11. Onpenenenue ypoBHs npoQecCHOHANTBHON MOArOTOBKU IKCIEPTOB U aTTECTAIIHS X Ha
MIPaBO MPOBEICHUS IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIAIOTCS KCIIEPTHO-
KBaJTM(DUKAIIMOHHBIMU KOMUCCHUSIMU B TIOPSAKE, YCTAHOBIEHHOM COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH. Y POBEHb
npoecCHOHANBHOM MOATOTOBKH SKCIIEPTOB MOAJIEKHUT MEPECMOTPY YKa3aHHBIMU KOMUCCHSIMU
HE PEXE YEM OJUH Pa3 B IATH JIET.

12. IIpaBuna npoBeneHUs IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB U (pOpMa 3aKIIOUCHUS
KOMMCCHUH 3KCIIEPTOB YCTAHABIMBAIOTCSA COOTBETCTBYIOLIUM YIIOJIHOMOYEHHBIM (heiepabHbIM
OpraHOM HCIOJHUTEIBHOM BJIACTH.

Crartps 17. ITHYecKas IKCIIEPTU3A

1. OTnueckas OKCIICPTHU3a IIPOBOAUTCA B LICJIAX BbIAAYH 3aKIFOUCHHA 00 3TUYECKOH
000CHOBAaHHOCTH BO3MOXKHOCTH MMPOBCACHUA KIIMHUYCCKOTO UCCIICIOBAHUA JICKAPCTBCHHOT'O
npemnapara 4Jjis1 MCAUIUHCKOTI'O IPUMEHCHHA COBETOM 110 3THKE, CO3JAHHBIM B ITIOPAIKE,
YCTAaHOBJICHHOM YIIOJTHOMOYCHHBIM q)eI[ep&HbHLIM OopraHomM HCIIOJIHUTCILHON BIACTH.

2. DKcnepTaMu COBETa MO ITUKE MOTYT ObITh IPEACTAaBUTENN MEAUIIMHCKHUX, HAYYHbBIX
opraHu3zaiuii, 00pa3oBaTeNbHBIX YUPEKIACHUN BBICIIETO TPOPECCHOHATBLHOIO 00pa3oBaHmsl, a
TaK)Ke MPEJCTaBUTENN OOIIECTBEHHBIX OpraHU3aliii, peJIMTHO3HBIX OPTaHU3alui U CPEJCTB
MaccoBoi uHpopmanuu. JlaHHbIe SKCIEPThl HE JOIDKHBI HAXOAUTHCS B KAKOKH-T100
3aBUCHUMOCTH OT Pa3pabOTUMKOB JIEKAPCTBEHHBIX IPENapaToB U APYTUX JIUL], 3aMHTEPECOBAHHBIX
B pe3yNbTaTaX dTUYECKON DKCIIEPTHU3BI.

3. Omnara Tpyda 3KCIICPTOB COBETA 110 9TUKE OCYIICCTBIIACTCA B COOTBCTCTBHUU C TOTOBOPOM,
3aKIIFOYCHHBIM MCKAY YITOJJHOMOYCHHBIM q)ellepaJ'II)HI)IM OpraHom HCIIOJIHUTEILHOMN BJIaCTH,
KOTOPBIM CO3aaH COBET I10 OTHKE, U OKCIICPTOM COBETA 110 OTHUKE.

4. 3Kcneme COBECTA 10 3TUKEC HECYT OTBETCTBECHHOCTE B COOTBCTCTBUU C 3aKOHOAATCILCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa I10 3THKE, [TOJI0KEHHE 00 ITOM COBETE, MOPSI0K €ro AEATEIbHOCTH,
TpeOoBaHUS K KBAIM(UKALIUU U OTBITY pabOTHI MO SKCIIEPTHOM OLIEHKE HAyYHBIX, MEIULIUHCKUX
Y DTUYECKUX ACIEKTOB KIIMHUYECKUX UCCIIEA0BAHUM JIEKAPCTBEHHBIX IIPENapaToB s
MEJUIINHCKOTO PUMEHEHMS, PEBABIIIEMBIE K IKCIIEPTaM COBETA 0 ITHUKE, MOPSAIOK



OpraHu3alK U IPOBEIECHUS STHUECKON IKCIIEPTU3bL, (hopMa 3aKIIIOUYSHHS COBETA 110 3TUKE
YCTaHaBIIMBAIOTCA YIIOJIHOMOUYEHHBIM (pe/iepaibHbIM OpraHOM HCIIOJIHUTENbHOM BiacTu. Yucio
IpeJcTaBuTeNIed MEAUIIMHCKUX OpraHU3aliil HE MOKET IPEBBIIIATH [T0JIOBUHY OT OOILEro yucia
9KCIIEPTOB COBETA I10 3THKE.

6. Mudopmanus o cocraBe coBeTa 10 ITHUKE, IJIaHAX €ro padoThl U TEKYIIEH JesTeIbHOCTH
pasmenaercs Ha OHUIMATIHLHOM CalTe YIIOJTHOMOYEHHOTO (peepaibHOro oprana
WCIIOJTHUTENIbHOM BIacTH B ceTH "MHTepHET" B YCTAaHOBJICHHOM UM IMOPSIKE.

Cratpa 18. Ilogaya u paccMoTpeHne 3asiBJIEHUA 0 TOCYIapCTBEHHOM PerucTpamuun
JIEKAPCTBEHHBIX MPENapaToB M MpeacTaBJIeHNe He0OX0AUMbIX JOKYMEHTOB

1. I rocyiapcTBEHHON pEeruCTpalliy JIEKApCTBEHHOTO Mpenapara pa3padoTyuk
JIEKapCTBEHHOTI'O IIperapara Uil YIOJIHOMOYEHHOE UM JIpYroe I0pUANYECKOe JULo (faiee -
3asBUTENb) MPEACTABISAET B COOTBETCTBYIOIIUI YITOJIHOMOUYEHHBIN (efiepaibHblid Opran
VCIIOJIHUTENILHOM BJIACTH, OCYLIECTBIISIOIINN FOCYIapCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX
MpernapaToB, 3asBlIEHUE O TOCYIaPCTBEHHON PETUCTPAIIMU JIEKAPCTBEHHOTO Mpernapara, a TakKe
B TIOPSIJIKE, YCTAHOBJIEHHOM COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (peiepabHbIM OpraHOM
WCIIOJTHUTENIbHOM BJIACTH, HEOOXOAUMBIE TOKYMEHTHI, U3 KOTOPBIX (hopMHUpyeTcs
perucTpaloHHOE JOChE Ha JIEKapCTBEHHBIN Mpenapar (J1ajnee - perucTpaluOHHOE 10ChE).

2. B 3asBieHnN 0 rOCYAapCTBEHHOM PErUCTPALUY JIEKAPCTBEHHOTO Mpenapara yKa3blBatoTCs:

1) HaumMeHOBaHKE U a/ipec 3asBUTEIN U (WIN) IPOU3BOAMUTENS JIEKAPCTBEHHOTO IIpenapaTa u
aJipec MecTa OCYILECTBIIEHUS POU3BO/ICTBA JIEKAPCTBEHHOTO IIpenapara;

2) HauMEHOBAaHUE JIEKapCTBEHHOI'0 Ipernapara (MeXIyHapOoIHOE HETaTEeHTOBAaHHOE WIIN
XMMHUYECKOE U TOPrOBOE€ HAMMEHOBAHH);

3) MEpCUCHb BCUICCTB, BXOJAIINUX B COCTAB JICKAPCTBCHHOI'O IIpCIiapara, ¢ YKa3aHUeM
KOJIMYECTBA KaXXJ10I'0 U3 HHUX,

4) nexkapcTtBeHHas hopma, T03UPOBKA, CIIOCOOBI BBEICHUS U IPUMEHEHHUSI, CPOK TOJTHOCTH
JIEKapCTBEHHOTO TIpernapara;

5) onucanue hapMakoJIOTUUECKUX U (hapMaKOJIUHAMUYECKUX UITH UMMYHOOUOIOTHYECKUX
CBOMCTB JIEKAPCTBEHHOI'O MIpenapara;

6) 3asABJICHHAA ITPOU3BOAUTECIIEM JICKAPCTBCHHOTO IIpeI1apara IpeaAcjibHas OTITYCKHAsA [ICHA Ha
J'IeKapCTBeHHI)II\/JI npemnapar, BKJIIOUCHHBIN B MEPCUYCHDb )KU3HCHHO H€06XO}II/IMBIX 1 BaXKHEHIIINX
JICKApPCTBCHHBIX IPCIAapaTOB, B ClIydac €ro FocyﬂapCTBeHHOP’I perucTpanunu;

7) OTCYTCTBUC HCO6XO,Z[I/IMOCTI/I MMPOBCACHUA KIIMHUYCCKOTO UCCIICAOBAHUSA, UCCIICIOBAHUA
OHMOYKBUBAJICHTHOCTHU JICKAPCTBCHHOT'O IIpfIiapara, pa3pCui€HHOI0 111 MEAUITUMHCKOTO
MNPUMCHCHUSA Ha TCPPUTOPUHU Poccuiickoit (I)ezlepaum/l Ooiee ABaJlaTH JICT, C YKA3aHHUEM
HOPMAaTUBHBIX ITPABOBBIX AKTOB, IIOATBECPKAAOIINX ,ZIaHHBII\/’I CPOK IMPUMCHCHMUS.

3. Peructparmonnoe n1ochke popMupyercs U3 cIeayronux J0KyMEHTOB:

1) IpOEKTHI MaKEeTOB MEPBUYHON YIAKOBKM M BTOPUYHOM (OTPEOUTEIHCKON) YITAKOBKH
JIEKapCTBEHHOT'0 IIpernapara;



2) JOKYMEHT, IEPEBEACHHBIN Ha PYCCKUM S3BIK, TOATBEPIKAAIOIINN COOTBETCTBUE
IPOM3BOUTENS PETHCTPUPYEMOTIO JIEKAPCTBEHHOTO MIpenapara TpeOOBaHMUIM MTPABUI
OpraHU3aluy MPOU3BOICTBA U KOHTPOJIS KA4ECTBA JICKAPCTBEHHBIX CPECTB, BBIIAHHbBIN
KOMIIETCHTHBIM OPTaHOM CTpaHbl IPOU3BOJUTEIS PETUCTPUPYEMOTO JIEKAPCTBEHHOTO IIpernapara
Y 3aBEPECHHBINA B YCTAaHOBJICHHOM IIOPSIKE;

3) IpoeKT HOPMATUBHOW JOKYMEHTAIIMU I HOPMATUBHOT'O JOKYMEHTA Ha JIEKApCTBEHHBIN
npemnapar J1ub0 ykazaHUE COOTBETCTBYIOIIEH apMaKoNelHOM cTaThu;

4) cxema TeXHOJOTHYECKOI0 Mpoliecca MPOU3BOICTBA JIEKAPCTBEHHOTO Mpernapara, ee O1ucaHue
U (WJTK) cXeMa TeXHOJOTHYECKOro Mpoliecca MPOU3BOACTBA (hapMaIieBTHUECKON CyOCTaHITNH, e
OIHCAHUE;

5) IOKYMEHT, epeBEICHHBINA HA PYCCKUH S3bIK, MOATBEPKIAIOIINN COOTBETCTBUE
pou3BOaUTENS (hapMalleBTHUECKON CyOCTaHIIMK TPeOOBaHUSIM MPABUJI OPraHU3aluU
MIPOU3BOACTBA U KOHTPOJISL KAYECTBA JICKAPCTBEHHBIX CPEJICTB, BBIJAHHBI KOMIIETEHTHBIM
OpraHOM CTpaHbl MPOU3BOAUTENS (papMaIeBTUUECKON CyOCTaHINH, 3aBEPEHHBIH B
YCTaHOBJICHHOM TOPSIAKE U COJEPHKAIIUNA:

a) HaMMEeHOBaHME (PapMaIeBTUICCKON CyOCTaHITNH (MEXTyHAPOIHOE HEMTATCHTOBAHHOE MIIH
XUMHUYECKOEe U TOPrOBO€ HAUMEHOBAHUS );

0) HAaMMEHOBAHUE U aJPeC MPOU3BOAMUTENS (PapMalEeBTUUECKOM CyOCTaHIINY;
B) CPOK TOAHOCTH (hapMareBTUUYCCKON CyOCTaHINY;

6) TOKYMEHT, COZIepKalllMil CBEACHUS O MOKa3aTeNsaX KauecTBa (papMalleBTUUECKON CyOCTaHLIUH,
UCIOJIb3yeMOH TPU MPOU3BOJICTBE JIEKAPCTBEHHBIX IPENapaToB;

7) HOpMaTUBHAas JOKYMEHTALUs MJIX HOPMAaTUBHBIN IOKyMEHT Ha (hapMalieBTUYECKYIO
cyOcTaHIMIo 1100 yKa3aHWe COOTBETCTBYIOIEH (hapMaKoNeHHON CTaThu;

8) nHpopmaryst 00 ycI0BUAX XpaHEHHs, IEPEBO3KH JIEKAPCTBEHHOIO IIpenapaTa U uHas
uH(popManus;

9) OTYCT O pE3yJibTaTax AJOKIMHHUYCCKOTIO UCCICAOBAHUA JICKAPCTBECHHOI'O CPCACTBA JIA
MCIUTUHCKOI'O MPUMCHCHUA, conepmamﬂﬁ OIMMCAHUC, PE3YJIbTATHI U CTAaTUCTUYECKUM aHAIN3

PE3YIbTATOB JAHHOI'O JOKJIIMHUYCCKOI'O0 UCCICAOBAHMA,

10) oTuer o pe3ynbTaTax JOKIMHUYECKOTO MCCIIEI0BaHUs JIEKapCTBEHHOTO CPEACTBA U
KJIMHUYECKOT'0 UCCIIEOBAaHUS JIEKaPCTBEHHOTO IIpenapara Jjisi BETEpUHAPHOrO PUMEHEHHS;

11) mpoekT npoToKosa KIMHUYECKOTO UCCIIEN0BaHMs JIEKapCTBEHHOI' O Mpenapara ais
MEAMIMHCKOTO TPUMEHEHMS];

12) 6pomrtopa nuccieaoBaTens;
13) uadopMaIOHHBIH JTUCTOK MAIUEHTA,

14) nadopmarus o BeIIUIATaX ¥ KOMIICHCAIUSAX TAI[UEHTaM (3J0pOBBIM JT0OPOBOJIBIIAM,
OOJBHBIM) (J1aJiee - MAIMEHTHI ), TPUBICYCHHBIM K TPOBEACHHUIO KIIMHUYECKUX UCCIIeIOBAHUIN



JICKApPCTBCHHOTO IIpCriapaTta s MCAUITUHCKOTIO IPUMCHCHUA, I/ICCJICIIOBaHI/II\/'I
OMO3KBUBAJICHTHOCTH U (MJIN) TEPATIEBTUICCKOIN SKBUBAJICHTHOCTH;

15) oTuer o pe3ynbraTax MEeXAYHAPOIHBIX MHOTOLIEHTPOBBIX KIIMHUYECKUX UCCIICTOBAHUM
JIEKapCTBEHHOIO Mpernapara s MEIUIMHCKOT0 MPUMEHEHHUS, YaCTh U3 KOTOPBIX MTPOBE/ICHA HA

tepputopuun Poccuiickoit @enepanuu;

16) NpoeKT UHCTPYKIIMH 10 MPUMEHEHHIO JIEKapCTBEHHOT0 Mpenapara, coAepxaiini
CIIEIYIOIINE CBEJCHMUS:

a) HaMMEHOBaHHe JIEKAPCTBEHHOI'O CPEJICTBA (MEKIyHAPOJHOE HEMATEHTOBAHHOE UITU
XUMHUYECKOE U TOPIrOBOE€ HAUMEHOBAHMUS);

0) nekapcTBeHHas (hopMa ¢ yKazaHUEM HAMMEHOBAHUN M KOJMYECTBEHHOTO COJICPIKAHUS
(axTUBHOCTH) (hapMalleBTUYECKUX CYOCTaHIIUI 1 BCIIOMOTATEJIbHBIX BEILECTB;

B) papMakoTepaneBTHUECKas Ipymia JEKapcTBEHHOTO Mpernapara;
I') MOKa3aHUs JUIsl IPUMEHEHUS;
1) IPOTUBOIIOKA3aHUs JJI1 IPUMEHEHUS;

€) PeKUM JTO3UPOBAHUS, CIIOCOO BBEJCHHSI, TPU HEOOXOIMMOCTH BpeMsl IIPHEMa JIEKAPCTBEHHOTO
npenapara, IpoAOoJKUTEIbHOCTD JIeUeHHs (B TOM YUCIIe Y AeTel 10 U MOCiIe OJJHOrO To/1a);

) MEpBI IPEIOCTOPOKHOCTH IIPU IPUMEHEHUH;
3) CUMITOMBI IEPEAO3UPOBKU, MEPHI 110 OKA3aHUIO TOMOLIH NPU NEPETO3UPOBKE;

1) yKa3aHue, Ip1 He0OX0IMMOCTH, 0OCOOEHHOCTEN NeHCTBUS JIEKAPCTBEHHOTO IIpernapara npu
NIEPBOM IIPHEME WJIM NIPU €TO OTMEHE;

K) OIMCaHue, IPU HEOOXOIUMOCTH, IEUCTBHM Bpaua ((enpaiiepa), CenraiucTa B 00J1acTu
BETEPUHAPUH, MMAIMEHTA, BIAJAEIbIa )KUBOTHOTO MPHU MPOMyCKe MpHUeMa OJHON MIH HECKOIbKUX
7103 JIEKQpCTBEHHOTO TIperapara;

J1) BO3MOXHbIE TOOOUYHBIE JEHCTBUS MPU NPUMEHEHUH JIEKApCTBEHHOTO Npenapara;

M) B3aUMOJIEHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IIpenapaTaMy U (MJIN) MUILEBBIMU
IIPOJYKTaMHU, KOPMaMHu;

H) YKa3zaHue€ BO3BMOXKXHOCTHU U 0COOEHHOCTEH MCIUTUHCKOI'0 MPUMCHCHUS JICKAPCTBCHHOT' O
npenapara 6epeMeHHBIMI/I JKCHIWUHAMU, JXCHIIUHAMU B IICPUOJ I'PYAHOT'O BCKapMJIMBAHUA,

AC€TbMHU, B3POCIBIMH, HMCIOIITUMHU XPOHUYCCKUE 3360H€BaHI/I$I;

0) CBCIACHUSA O BO3SMOXXHOM BJIMAHUHU JICKAPCTBCHHOTI'O IMperiapaTta Jjid MEIUITUHCKOTO
IMPUMCHCHUA HAa CIIOCOOHOCTH YIIPABJIAATH TPAHCIIOPTHBIMHA CPEACTBAMU, MECXAHU3MAMMU,

H) CPOK 'OAHOCTHU U YKa3aHHUC Ha 3alIpCT NPUMCHCHUA JICKAPCTBCHHOTO ITPLCIiapara 110
HCTCUCHUHU CpOKa roaHOCTH,

P) YCIIOBUS XpaHEHUS;



C) yKa3zaHHe Ha HEOOXOMMOCTh XpaHEHHS JIEKapCTBEHHOT'O Mpernapara B MecTax, HeIOCTYITHbIX
IS IETEH;

T) YKazaHue, mpu HCO6XO,I[I/IMOCTI/I, CIICHUAJIBHBIX MEP MPECAOCTOPOKHOCTH TP YHUUYTOXKCHHUU
HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHBIX ITPCIIAPATOB,

y) CPOKH BO3MOXKHOT'O UCITOJIB30BAHUSA NPOAYKIHUH )KUBOTHOI'O ITPOHUCXOKIACHUA TTOCJIC BBCACHUA
KUBOTHOMY JICKAPCTBCHHOI'O IIpEIiapaTa JJIs1 BETCPHUHAPHOI'O0 MPUMEHCHU A,

¢) HauMeHOBaHuUE, aipec IPOU3BOAUTENS JIEKAPCTBEHHOTO IIpenapara 1 aipec MecTa
IPOM3BOJICTBA JICKAPCTBEHHOI'O Mpernapara;

17) nepeBeieHHas HA PYCCKHH SI3bIK U 3aBEPEHHAS B YCTAHOBICHHOM TOPSIIKE KOS
JIOKYMEHTA, MOJITBEPKAAIOLIEIO PETUCTPALIMIO JIEKAPCTBEHHOTO Mperapara B ciydae ero
peructpanuu BHe npenenoB Poccuiickoit denepanuu;

18) MOKyMEHTBHI, IPEeICTaBIsIEMbIE B COOTBETCTBUU CO CTaThsiMU 19 - 23 HacTos1Iero
®denepanbHOro 3aK0Ha.

4. o xenaHMIO 3asIBUTENSI MOTYT OBITh ITPEJICTABIICHBI OTYETHI O IPOBEACHHBIX B CTpaHe
3asBUTENS U APYTUX CTpaHax pe3ysbTaTax KIMHUYECKUX MCCIICOBAaHUMN, NCCIIEI0BAHUN
OMO’KBUBAJIEHTHOCTH U (WJIM) TEPaNeBTUYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHOIO IIpenapara
(BKJIOYAst SMIUAEMHOIOTHYECKHUE UITH MU300TOJIOIMUECKHUE UCCIIEIOBAHMS
UMMYHOOHOJIOIMYECKHUX JIEKAPCTBEHHBIX MPENaparoB, IpeIHa3HaueHHbIX IS
UMMYHOJIOTHYECKOW MPOPMIAKTUKY U JIeUeHHs] HH(EKIMOHHBIX 3200JIEBaHUI, B TOM YHUCIIE Y
neTeit), coaepKalie OnMcaHus MPOBeICHHbIX UCCIIEI0BaHUN JIEKAPCTBEHHOTO NIpenapara, ux
pe3yabTaThl U CTATUCTUYECKHUM aHAJIN3 MOJYYEHHBIX PE3YyJIbTaTOB.

5. K 3as1BiI€HHIO O rOCYAapPCTBEHHOW PErMCTPALIMK JIEKAPCTBEHHOTO MperapaTa NpHUIaraloTcs:

1) AOKyMEHT, MOATBEPKAAIOIINHN YIIJIaTy TOCYJapCTBEHHOM MOLUIMHBI 32 IPOBE/ICHNE
DKCIIEPTU3BI JOKYMEHTOB IS ITOJIYYEHUS Pa3peILeHU Ha IPOBEAECHUE KIIMHUYECKHUX
MCCIIEIOBAHMM JIEKAPCTBEHHOTO Mpernapara Jisi MEAUIIMHCKOTO IPUMEHEHUS U I TUYECKOMN
HKCHEPTHU3bI IPU OOPAILIEHNH 3a FOCYIapCTBEHHON perucTpanuei JekapcTBEHHOTO Mpernapara;

2) JOKYMEHT, MOATBEPKAAIOIINN YIJIaTy TOCY1apCTBEHHON MONIIMHBI 332 IPOBEACHHE
AKCIEPTU3BI KAYECTBA JIEKAPCTBEHHOT'O CPEJICTBA U KCIIEPTU3bI OTHOILIEHUS OKUAAEMOM TOJIb3bI
K BO3MOXHOMY PUCKY IPUMEHEHUS JIEKapCTBEHHOTO MIpernapaTa, pa3peieHHoro s
MEIMIIMHCKOTO IpUMEHeHus Ha Tepputopun Poccuiickoit denepanyu 6os1ee ABaaLaTH JeT, IpU
roCy/1apCTBEHHOW PETUCTPALIUU JIEKAPCTBEHHOTO Mpenapara;

3) JOKYMEHT, MOATBEPKAAIOIINI YIIJIaTy TOCYJapCTBEHHOMN MOIIJINHBI 33 TTPOBEICHUE
AKCHEPTU3BI KAUECTBA JIEKAPCTBEHHOT'O CPEACTBA U DKCIIEPTU3bI OTHOLICHUS 0KUIAEMOU IOJIb3BI
K BO3MOKHOMY PUCKY MPUMEHEHHUS JIEKQpCTBEHHOIO Mpenapara JJisi MEAUIIUHCKOTO
MIPUMEHEHNS, B OTHOLIEHUH KOTOPOr'0 IMIPOBEAEHBI MEXKYHAPOIHBIE MHOTOLICHTPOBBIE
KIIMHUYECKHUE UCCIIENOBAHMS, YACTh U3 KOTOPBIX MPOBEAEHA HAa TeppuTopun Poccuiickoi
®denepaunu, IpyU rocyAapCTBEHHONW PETUCTPALIMM JIEKAPCTBEHHOTO Mperapara;

4) TOKYMEHT, MOATBEPKAAIOIINN YIIaTy FOCY/1apCTBEHHON MOIIIMHBI 32 IPOBEACHHE
DKCIIEPTU3BI KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA U DKCIIEPTU3bI OTHOLIEHUS 0KUIAEMOU TOJIb3bI
K BO3MO>KHOMY PHUCKY IIPUMEHEHMS JIEKAPCTBEHHOTO Tpernapara 1Jisi BETEpUHAPHOIO
IIPUMEHEHUs [IPU €r0 TOCYAAPCTBEHHOU PErUCTPALMH.



Cratbs 19. IlpuHsiTHE pelIeHHs 0 Bbliaye IKCIIEPTHOMY Y4YPeK/IeHUIO H COBETY IO ITHKe
3a/1aHHS HA NIPOBeJeHUe IKCIePTU3bI JIeKAPCTBEHHBIX CPeICTB

1. B Teuenue nsaTu pabouux JHEH cO AHS NPUHATHS 3asBICHUS O TOCYAapCTBEHHOM perucrpaiuu
JIEKapCTBEHHOTO TIperapara yIoJIHOMOYCHHBIN (eiepalibHbIi OpraH UCTIOTHUTEILHOW BIACTH
IIPOBOJIUT IIPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEICHHI, COAEPIKALIUXCS B IIPEICTABICHHBIX
3asBUTENIEM MaTepHaliax, U MPUHUMAET PElICHUE O BbIJIaye 3aJJaHusl Ha ITPOBE/ICHHE:

1) sKcriepTU3bI IEKAPCTBEHHBIX CPEJICTB B YACTH IKCIIEPTU3BI JOKYMEHTOB JIJIS MTOTYUYEHUS
pa3penieHus: Ha IPOBEJICHNE KIMHUYECKOr0 UCCIIEI0BAHUS JIEKAPCTBEHHOTO MperapaTa JJis
MEJIUIIMHCKOTO MPUMEHEHHS B COOTBETCTBHUHU C LIEJISIMH, YKa3aHHBIMU B CTaThe 38 HACTOSIIETO
®denepanbHOro 3aK0Ha, U 3TUYECKON IKCIEPTU3bl B OTHOIICHHUH JIEKAPCTBEHHBIX IIPENapaToB,
JUIS KOTOPBIX HE IPOBOJAWIIMCH KIIMHUYECKHUE UCCIIEN0BaHus Ha Tepputopun Poccuiickoi
®denepannn, HA OCHOBAaHUHU JOKYMEHTOB, YKa3aHHBIX B myHKTax 1 - 9, 11 - 14, 17 vactu 3 u
nyHkTe 1 yactu 5 ctatbu 18 HacTosiero denepabHOIO 3aKOHA;

2) 3KCHEePTU3BI JIEKAPCTBEHHBIX CPEJICTB B YACTU HKCIEPTU3bI KAUECTBA JICKAPCTBEHHOTO
CPEJCTBA U SKCIIEPTU3bI OTHOLLIEHUS 0KUAAEMOM MOJIb3bl K BO3SMOYKHOMY PUCKY IIPUMEHEHUS
JIEKapCTBEHHOI'0 IIpernapara Julisi MEJULUHCKOTO IPUMEHEHHS B OTHOILIEHUH JIEKAPCTBEHHBIX
[IPEnapaToB, pa3pelIeHHbIX Uil MEAUIIMHCKOTO IPUMEHEHUS Ha TeppuTopun Poccuiickoit
®deneparnun Oojee BaALATH JE€T, HA OCHOBAaHUM JOKYMEHTOB, yKa3aHHbIX B IMyHKTax 1 - 9, 16
yacTu 3 1 yHKTe 2 yacTu 5 craThu 18 Hacrosmero denepanbHOro 3aKOHa, a TAKKe
JIEKapPCTBEHHBIX IIPENAPaTOB, B OTHOLIEHUH KOTOPBIX ITPOBEAEHBI MEXIYHAPOIHbIE
MHOTOIIEHTPOBBIE KIMHUUECKHUE UCCIIEIOBAHMS, YAaCTh U3 KOTOPBIX IIPOBE/IEHA HAa TEPPUTOPUHU
Poccuiickoii @eneparuyu, Ha OCHOBaHUM JOKYMEHTOB, YKa3aHHBIX B MyHKTax 1 - 9, 15 - 17 yactu
3 u nyHkre 3 yactu 5 crarbu 18 HacTosero denepaibHOrO 3aKOHA;

3) sKcnepTU3bI JIEKAPCTBEHHOT'O CPEACTBA B OTHOLIEHUH JIEKAPCTBEHHBIX MIPENapaToB JUIs
BETEpUHAPHOI0 IPUMEHEHUsI HA OCHOBAaHUM JOKYMEHTOB, yKa3aHHbIX B myHKTax | - 8, 10,
noanysukrax "a" - "a", "x" - "M", "n" - "¢" nynkra 16, nynkre 17 yactu 3 u nyHkre 4 yactu 5

cratbu 18 HaCTOAIICTO CDC,ZLepaJIBHOFO 3aKOHa.

2. YIOTHOMOYEHHBIN (eiepalbHbIi OpraH UCIOJHUTEIbHOM BIACTH YBEJJOMIISIET B TMCbMEHHON
(dbopMe 3asBUTENS O IPUHATOM PELICHUH UJIM B CIIy4yae OTKa3a ¢ yKa3aHWeM IMPUUYUH TaKoro
OTKas3a.

3. OcHoBaHMEM I OTKAa3a B OpraHU3alluyu SKCIEePTU3, YKa3aHHBIX B 4acTU | HacTOAIIEH cTaThu,
SBJISIETCS NPECTABICHNE HEOOXOIUMBIX JUIs IPOBEIEHUS 3TUX IKCIIEPTH3 TOKYMEHTOB,
MEPEYUCIICHHBIX B YacTax 3 u 5 craThy 18 Hacrosiero @enepajbHOrO 3aKOHA, B HETIOJTHOM
o0beMe WK TOKYMEHTOB, HE COJIepKallliX HCUYEPIBIBAIOIIETO NepeuHs HE0OX0AUMBIX
CBEJICHUN.

Cratbs 20. 3Kcneansa AOKYMCHTOB /IJIA IOJYYCHUSA PA3PCIICHUA HA IPOBEACHUE
KIHHHYECKOI0 HCCJICA0BAHUSA JEKAPCTBCHHOI'0 Mpenapara aJjsa MEIUIHHCKOT0
INPUMCHCHUSA U ITHYECKOM IKCIMEPTU3BI

1. OxcnepTusa JOKYMEHTOB JUIs MOJTYYEHMsI pa3pelIeHNs Ha IPOBEACHNE KIMHUYECKOTO
VCCJIEIOBAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOTIO IPUMEHEHNS B COOTBETCTBHH C
LEJISIMH, YKa3aHHBIMU B cTaThe 38 Hacrosmero deaepanbHOro 3aK0Ha, 3TUYECKas SKCIEPTU3a,
COCTaBJICHUE KOMUCCUEN HKCIIEPTOB U COBETOM I10 ITHUKE 3aKJIFOUEHUN O BO3MOXKHOCTH WJIN
HEBO3MOKHOCTH IIPOBEJICHUS TAKOTO KIMHUYECKOTO UCCIICIOBAHNS U HAIIPABIEHUE ITUX
3aKJIIOUYEHUH B YIIOJIHOMOYEHHBIN (hefiepanbHbIii OpraH UCIOJHUTENIBHOM BIIaCTH



OCYIIECTBIISIOTCS B CPOK, HE TPEBBIIAOIINN TPUIATH pab0YNX JHEH CO THS MOTydeHUs
SKCTIEPTHBIM YUPESKICHUEM 3aJJaHUs YIIOJTHOMOYCHHOTO (peiepaabHOTO OpraHa
WCTIOJTHUTEIILHOM BJIACTH C MPIIOKEHHEM HEOOXOJUMBIX JIOKYMEHTOB, YKa3aHHBIX B IIYHKTax 9,
11, 12 vactu 3 crarbu 18 HacTosimero denepanbHOrO 3aKOHA, TOKYMEHTOB, YKa3aHHBIX B YaCTH
4 cratbu 18 Hactosimero denepanbHOro 3aKOHA U MPEACTABICHHBIX IO JKEJAHUIO 3asBUTENS, U
COBETOM I10 ATUKE 3aJaHUs YIIOJTHOMOYEHHOTO (eIepalIbHOTO OpPraHa UCIIOTHUTEIIBHON BIIACTH
C MPHJIOKEHNEM HEOOXOIUMBIX IOKYMEHTOB, YKa3aHHBIX B MyHKTax 11 - 14 gactu 3 crareu 18
Hacrosmero dexepaabHOTO 3aKOHA.

2. IOKyMEHTBI, COAEPKALINECS B PETHCTPALIMOHHOM JIOChE U IIOCTYIMBILHE B HKCIIEPTHOE
YUPEKICHUE, COBET 10 ITUKE JUIS OCYIIECTBICHUS UX DKCIIEPTU3BI B LIEIIAX MOJIYYCHUS
paspelnicHus Ha IPOBEACHUE KIMHUYECKOTO UCCIIEIOBAaHU JIEKAPCTBEHHOIO Mperapara JJis
MEIUIUHCKOTO IPUMEHEHHUS, TIOAJIEKAT BO3BPATy B YIIOJTHOMOUCHHBIN (e/iepaibHblil opran
VCIIOJIHUTEIJIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIIOUEHUSMHU COOTBETCTBYIOIUX IKCIIEPTU3.

Cratps 21. IlosnyyeHue pa3penieHusi HA IPOBeleHHe KIMHUYECKOT0 UCCJIeI0BAHNS
JIEKAPCTBEHHOI0 Mpenapara JJisi MeIUIUHCKOr0 NpuMeHeHus

1. B cpok, He NpeBbILAOIIN ATH Pado4nX AHEH CO AHS MOIYyUSHHS 3aKITIOYCHUH, yKa3aHHBIX
B cratbe 20 HacTosmero denepansbHOTO 3aKO0HA, YIOTHOMOYSHHBIH (hefiepabHbIi OpraH
UCIIOJTHUTEJILHON BJIACTH OCYILECTBIISIET OLICHKY ITOCTYIUBIINX 3aKIIOUCHUH IS ONIPeAeICHUS
HX COOTBCTCTBHA 3aJlaHUAM Ha IMMPOBCACHUC COOTBETCTBYIOIINX SKCIICPTU3 U YBCAOMIIACT
3asBUTENS B TUCbMEHHOU (OpMeE O pe3ysIbTaTax MPOBEICHHBIX 3KCIEPTH3 U O BO3MOKHOCTH WU
HCBO3MOXHOCTH BblAA4YH 3aABUTCIIIO Pa3pCIICHHA HAa IIPOBCACHUC KIIMHUYCCKOI'0 UCCIICAOBAHMA
JIEKapCTBEHHOTO Mpenapara JUisi MeIUIIMHCKOTO IIPUMEHEHUSI.

2. Ilpu npuHATUM pElIeHUs O BO3MOXXHOCTHU BbIIa4M pa3pellieHus Ha MPOBEACHUE KITMHUYECKOTO
MCCJIEI0BAHMS JIEKAPCTBEHHOTO TIpenapara Jyisi MEAUIIMHCKOTO TPUMEHEHHUS YIIOJTHOMOYECHHBIN
denepanbHBIN OPraH UCIOTHUTEIBHOMN BIACTH MPUOCTAHABINBACT MPOBEICHHE
roCyJapCTBEHHOM pEerucTpaIiy JICKapCTBEHHOTO Mperapara A0 JHs M0JAauu 3asBUTETIEM B
YIIOJTHOMOYEHHBIHN (peiepalibHbIi OpraH UCTIOTHUTEILHOM BIACTH 3asBJICHHS O TIOJTYyYSHHUH
paspelieHus Ha MPOBEACHUE KIMHUYECKOTO UCCIIeI0BaHUS JIEKAPCTBEHHOTO MperapaTa JJis
MEIUIMHCKOTO MPUMEHEHHUS.

3. B cnydae npuHATHS penieHus: 0 HEBO3MOKHOCTH BbIJAUM Pa3pellCHUs Ha IPOBEACHUE
KJIIMHUYECKOT0 MCCIIEIOBAHUS JICKapCTBEHHOTO Mpenapara Jjisi MEAUIIUHCKOTO IPUMEHEHUS
YIIOJTHOMOYEHHBIH (eiepalibHbIi OpraH UCTIOTHUTEIBHON BIACTH MPEKpaIaeT Nporeaypy
roCy/1apCTBEHHOW PETUCTPALIMH JIEKApCTBEHHOTO Mpenapara.

Crartbs 22. PenieHre 0 NpOBeAeHNH KJIMHUYECKOT0 HCCJIEI0BAHNS JIEKAPCTBEHHOI 0
npenapara Jjsi MeIMUMHCKOT0 MPUMEeHEeHU sl

1. 1 mony4deHus: pa3pelieHus: Ha MPOBEICHUE KIIMHUYECKOT0 UCCIIE0BAHHUS JIEKAPCTBEHHOTO
npernapara sl MEIUIMHCKOTO IPUMEHEHUS 3asBUTENb ITPEACTABIISIET B YIIOJTHOMOYECHHBIN
dbeneparbHBIN OpraH UCMIOJIHUTEIBHON BIACTH:

1) 3asBJICHUC O MMOJIYYCHHUU pa3pCHICHUS HA IMPOBCACHNUC JaHHOT'O KIMHUYCCKOTO UCCIICIOBAHUS

2) CBCIACHUA 00 oIbITe pa60TBI HCclIenoBaTesIeH 1o COOTBCTCTBYIOIIHUM CIICHUAIIBHOCTAM U UX
OITIBITE pa6OTBI 10 IPOBEACHUIO KIIMHUYCCKUX HCCHeHOBaHHﬁ;



3) KOIUU TOTOBOPOB 0053aTENLHOTO CTPAXOBAHMS KU3HH, 3I0POBbs MAIIMEHTOB, yYaCTBYIOIINUX
B KIIMHUYECKOM MCCIIEJOBAaHUU JIEKAPCTBEHHOIO IIpenapara Juisi MEAULIMHCKOrO IPUMEHEHHUS.

2. B cpok, He peBBIIIAONTNN TATH Pab0YMX JTHEH CO JTHS MPUHATHS YKa3aHHOTO B 4acTH |
HACTOSIIEH CTaThU 3asBIICHUS C MPUIOKCHIEM HEOOXOIMMBIX JOKYMEHTOB, YIIOJTHOMOYEHHBIH
benepanbHbIN OPraH UCIOJHUTENBHOM BIIACTH:

1) npoBOAUT MTPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEJCHH, COIEPIKALIUXCS B
MIPE/ICTABJIICHHBIX 3asiBUTEJIEM MaTepuaiax;

2) IIPUHHUMACT PCHICHUC O BbIAA4Y€C Pa3pCUICHUA Ha ITPOBEACHNEC KIIMHUYCCKOI'O UCCIIECAO0OBAHNA
JICKApPCTBCHHOTO IIpcIiapara AJid MCAUITUHCKOI'0 MIPUMCHCHUSA U 00 oTKa3e B BbIJa4c
YKa3aHHOI'O Pa3spCIlICHUA,

3) yBeomiiieT B TUCbMEHHOU (hopMe 3assBUTENS O IPUHSATOM PEIICHUH WK B ClIy4ae 0TKa3a ¢
yKa3aHUEM MPUYHMH TaKOTO 0TKa3a;

4) BbLAAET pa3pellIeHUE HA TPOBEICHUE KIMHUYECKOT0 UCCIIE0BaHUs JIEKapCTBEHHOTO
npernapara Juisi MEIULIUHCKOTO IIPUMEHEHUS B IIOPSAKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM
(denepanbHbBIM OPraHOM UCIOJIHUTEIbHOU BIACTH.

3. OcHoBaHMEM I OTKa3a B BbIAYE pa3pEIICHNs HAa IPOBEICHUE KIMHUYECKOTO UCCIIEI0BaHUS
JICKApPCTBCHHOTO IIperiaparta JJIsd MCAUITHUHCKOI'0 IPUMCEHCHUS ABJISACTCA HCIIPEACTABIICHUC
JIOKYMEHTOB, YKa3aHHBIX B 4aCTH 1 HAacTOSIIEH CTaTbU, WM HECOOTBETCTBUE COACPIKAHUS
IIPEJICTaBICHHBIX JOKYMEHTOB TPeOOBaHUSM HacTosero denepajibHOroO 3aKOHa.

Cratbs 23. DKcnepTU3a KauecTBa JeKAapCTBEHHOI0 CPeICTBA U IKCIEPTH3a OTHOIIEHUS
0KH/1aeMOii 1M0JIb3bI K BO3MOKHOMY PHCKY NPUMeHEHHs JIEKAPCTBEHHOT0 Tpenapara Juis
MeTUIITHHCKOTO MPUMeHEHHUs

1. DkcnepTu3a KayecTBa JIGKapCTBEHHOTO CPEJICTBA U SKCIIEPTHU3a OTHOMIECHUS 0XKHIaeMOMN
MOJIb3bI K BOBMOXXHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO ITpenapara Jjisi MEAUIIUHCKOTO
MIPUMEHEHHUS, COCTaBJICHNUE KOMUCCHUSAMH SKCIIEPTOB 3aKIIOUEHUMN TT0 pe3yabTaTaM MPOBEACHHBIX
HKCIIEPTU3 U HAIIPABIICHUE TAKUX 3aKIIOYCHUN B YIIOJTHOMOUYEHHBIH (heepanbHblil opran
WCIIOJTHUTEIIbHON BJIACTH OCYIIECTBIISIOTCS B CPOK, HE TIPEBBIIIAIOIINI CTa IeCATH pabounx
JTHEW CO JIHS MOJYyYEHUsl SKCIEPTHBIM YUPEKICHUEM COOTBETCTBYIOIIETO 3aaHuUs
YIOJIHOMOYEHHOTO (peIepaaIbHOTO OpraHa UCIIOJIHUTEILHOM BIACTH C IOKYMEHTaMU,
yKa3aHHbIMH B myHKTax 1 - 8, 15 - 17 wactu 3 crathu 18 Hacrosimero @enepanbHOro 3aK0Ha, U
0T4YeTa O MPOBEIEHHOM KJIMHUYECKOM HCCIIE0BAaHUH JICKAPCTBEHHOTO TIpenapara Jijist
MEIUIUHCKOTO MPUMEHEHHS.

2. JIns mpoBeieHUsl YKa3aHHBIX B 4acTH | HACTOAIIEH CTaThU DKCIIEPTU3 3asIBUTEITH
MPEJICTaBISIET B YIIOJTHOMOYEHHBIHN (eiepalibHbIi OpraH UCTIOTHUTENbHOM BIACTH:

1) 3asBJICHUE O BO30OHOBICHHH FOCYZ[apCTBeHHOﬁ perucTpanru JICKApCTBCHHOTO IIpLCIiapaTa u
IMPOBCACHNHN YKAa3aHHBIX B 4aCTHU 1 HaCTOﬂIHeﬁ CTaTbH SKCIICPTU3;

2) OTYCT O NPOBCACHHOM KIIMHUYCCKOM UCCIICAOBAHUU JICKAPCTBCHHOTO IIPLCriapara JJIs
MCIUIUHCKOI'O MPUMCHCHUSA

3) JOKYMEHT, MMOATBEPKAAOIIHNI YIIJIaTy TOCYIapCTBEHHOM MONIIUHBI 32 TIPOBEICHHE
AKCHEPTU3BI KAYECTBA JIEKAPCTBEHHOT'O CPEACTBA U DKCIIEPTU3bI OTHOLICHUS 0KUIAEMOM IOJIb3BI



K BO3MO>KHOMY PHUCKY IIPUMEHEHMS JICKAPCTBEHHOI'O IIperapara Juisi MEIULMHCKOT O
IIPUMEHEHHUS TP €T0 FOCY1apCTBEHHON PETUCTPALIUH.

3. B cpok, He NpeBbIIAONUI ATH pabounx JHEH CO AHS MPUHATUSA 3asBJIECHUS C JOKYMEHTaMH,
YKa3aHHBIMM B 4acTH 1 ¥ myHKTax 2 ¥ 3 4acTu 2 HaCTOSILEN CTaTbU, YIIOJHOMOYEHHBIH
(benepanbHbII OpraH UCIOJHUTEIbHOHN BIIACTH:

1) IMPOBOAMUT IIPOBEPKY IMOJHOTEI JAHHBIX, COACPKAIIUXCA B IIPCACTABJICHHOM 3asdBHUTCIIEM
OTUCTC O MPOBCACHHUU KIIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBCHHOTO ITplriapara AJid
MCIUIUHCKOI'O IPUMCHCHUSA;

2) mpuHUMAET PelIeHHE 0 BO30OHOBICHUN TOCYIaPCTBEHHON PETUCTPAIIUH JICKAPCTBEHHOTO
mpernapara U MpOBEICHUH YKa3aHHbBIX B YaCTH 1 HACTOSIIEH CTaThU SKCIEPTU3 UM 00 OTKa3e B
BO300HOBJICHUH FOCYIapCTBEHHON PETUCTPALIUHY JIEKAPCTBEHHOTO Mpenapara Jjisi MEAUIIHHCKOTO
MPUMEHEHHUS U IPOBEJACHUH TaKUX DKCIIEPTHU3;

3) yBenomiIseT B MUCbMEHHOM (popMe 3asBUTENIS O IPUHATOM PELICHUH UIIU B CIIy4ae OTKa3a ¢
yYKa3aHUEM IIPUYMH TAKOTO OTKa3a.

4. OcHOBaHHUEM ]ISl OTKa3a B BO30OHOBJIEHUHU TOCYJJaPCTBEHHOM perucTpaniu JEKapCTBEHHOIO
npernapara ¥ IpoBEeIeHUH YKa3aHHBIX B YaCTH 1 HACTOSIIEH CTaTbU HKCIEPTHU3 SIBIISAETCS
IIpEJICTaBICHUE JOKYMEHTOB, YKa3aHHbIX B yacTH | ¥ MyHKTaxX 2 ¥ 3 4acTH 2 HACTOSALIEH CTaThy,
B HEMOJIHOM 00bEMEe WIIM OTYETA O IPOBEAECHHOM KIMHUYECKOM HCCIIeI0BaHUHU JIEKAPCTBEHHOTO
npernapara Jyisi MEJUIUHCKOTO IIPUMEHEHUS, HE COJIEPrKallero UCUEPIIbIBAIOLIET0 TIEPEUHS
HEO0XO/IUMBIX CBEJICHUM.

5. B Tedenune naTHaALATH pabOUUX JIHEH CO JAHS MOIYUYEHUS PEIICHUs YIIOJTHOMOYEHHOTO
(benepaabHOro opraHa UCHOJHUTEIbHOM BIACTH O BO30OHOBJICHUH I'OCYAAPCTBEHHOM
perucTpanuu JeKapcTBEHHOIO IIpernapara U IpOBEJCHUH YKa3aHHbIX B YacTH 1 HacTosien
CTaTbU JKCIIEPTU3 3aABUTEIb IIPEACTABIIACT B SKCIIEPTHOE YUPEKACHUE HJI IPOBEACHUSA
HKCIEPTU3BI KaUeCTBa JIEKAPCTBEHHOI'O CPEJICTBA OOpa3Ibl JEKaPCTBEHHOIO IIpenapara Jyis
MEIUIUHCKOTO IPUMEHEHNUs, IPOU3BEICHHOIO B COOTBETCTBUHU C TPEOOBAHUSMU OIBITHO-
IIPOMBIIIJIEHHOTO U (UJIM) IPOMBIIIJIEHHOTO PETrJIaMEHTOB, YTBEP KIEHHBIX PYKOBOIUTEIEM
POM3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB, a TAKKe 00pazel] papMalieBTUYeCKoi CyOCTaHIIUH B
KOJIMYECTBAX, HEOOXOJUMBIX JIJIsl BOCIIPOU3BEACHMSI METO/I0B KOHTPOJISI KAuecTBa.

6. [Ipu monydennn oOpa3ioB JEKapCTBEHHOTO Mpenapara u (papMaieBTHIECKON CyOCTaHIIUN
HKCIIEPTHOE YUPEIKICHUE BBIACT 3aIBUTEINIO JOKYMEHT, MOATBEPK 1AM MOTyYeHUE
YKa3aHHBIX 00pa3IoB, M B CPOK, HE MIPEBBIMIAIOIINKN TpeX pabounux AHEH, YBETOMIISIET B
nuchMeHHOU (hopMe 00 ATOM YIOTHOMOUEHHBIH (peiepanbHblid OpraH UCIIOIHUTEIHHON BIACTH.

7. Cpok amst IpeCTaBICHUS 3asiBUTENIEM 00pa3IoB JIEKapCTBEHHOTO IIpenapara u
(dapmareBTUUECKON CyOCTaHITUN M CPOK YBEIOMIICHHS IKCIIEPTHBIM YUPEKIEHUEM 00 9TOM B
MACbMEHHOU (popMe yImOTHOMOUEHHOTO (heIepaIbHOTO OpPTaHa UCTIOTHUTEIHHOM BJIACTH,
YKa3aHHBIE B 4aCTAX 5 U 6 HACTOSIIEH CTaTbH, HE BKIIOYAIOTCS B CPOK ITPOBEICHUS YKa3aHHBIX B
4acTu | HacToAIIEH CTaTbU SKCIEPTHU3.

8. JIOKyMEHTBI, IOCTYIIMBIIKE B 3KCIIEPTHOE YUPEKACHUE IS TPOBEACHUS YKa3aHHBIX B 4aCTH 1
HACTOSIIEH CTaThH SKCIEPTHU3, MOAJIEKAT BO3BPATY B YIOJTHOMOUYEHHBIH (peepanbHblil opran
VICITOJTHUTEJIBHON BJIACTH OJTHOBPEMEHHO C 3aKJIFOUECHHUSIMU 110 pe3yNbTaTaM yKa3aHHBIX
DKCIIEPTH3.



Cratbs 24. JkcnepTH3a Ka4ecTBa J1eKAPCTBEHHOI'0 CPEICTBA M IKCIEPTH3a OTHOLICHUS
0KM/12eMOI 10JIb3bl K BO3MOKHOMY PHCKY NPMMEHEHM JIEKAPCTBEHHOI0 Npenapara s
BETEPHMHAPHOI0 NPUMeEHEHHS

1. DxcnepTu3a KauecTBa JIEKAPCTBEHHOI'O CPEICTBA U KCIEPTU3a OTHOLIEHUSI 0KH1aeMOU
II0JIb3bl K BO3MOYKHOMY PUCKY IIPUMEHEHUs JIEKAPCTBEHHOI0 IIpernapaTa [yl BeTepUHapHOTO
IIPUMEHEHHUS, COCTABICHUE KOMUCCUSMHU IKCIIEPTOB 3aKJIIOUEHUH 10 pe3ybTaTaM YKa3aHHbIX
9KCHEPTU3 U HAIIPABJICHHUE TAKUX 3aKJIFOUYEHUI B YIIOJIHOMOYEHHBIN (eepanbHblil Opral
UCTIOJTHUTENIbHOW BIACTH OCYIIECTBISIFOTCSA B CPOK, HE MPEBBILAIOIINN CTa JECATH pabounx
JTHEH co JHS MOJyYeHUS SIKCIIEPTHBIM YUPEKICHUEM 3a1aHUs YIOJTHOMOUYEHHOTO (he1epaaIbHOro
OpraHa HUCIIOJIHUTENBHOM BJIACTHU C IOKYMEHTAMHU, YKa3aHHBIMU B ITyHKTax | - 8, 10, moamyHkTax
"a"-"a", "x" - "M", "m" - "¢" mynkTa 16 u nynkre 17 gactu 3 crateu 18 HacTosAIIETO
®denepanbHOro 3aK0Ha.

2. B Teyenue naTHaAaTH pabovnux AHEU CO JTHS MOTYYSHUS PEIICHHS YIIOJTHOMOYCHHOTO
denepanbHOro OpraHa UCIOJHUTEIBHOMN BIACTH O MIPOBEICHUH YKAa3aHHBIX B YaCTH 1 HacTosiei
CTaThU AKCIIEPTU3 3aBUTEIb MPEACTABIISIET B AKCIIEPTHOE YUPEIKICHUE ISl IPOBEICHUS
9KCIIEPTHU3bI KAUECTBA JIEKAPCTBEHHOTO Cpe/icTBa 00pa3Iibl IEKapCTBEHHOTO IIpenapara Jyis
BETEPUHAPHOTO MPUMEHECHHSI, TPOU3BEICHHOTO B COOTBETCTBHH C TPESOOBAHMSIMU
TEXHOJOTHYECKHUX PETJIAMEHTOB, YTBEPKICHHBIX PYKOBOJUTENIEM IIPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEACTB, a Takxke oOpaser (papmaneBTH4IecKoil cyOCTaHIIMN B KOJTMYECTBAX,
HEOOXOUMBIX JIJIsl BOCIIPOU3BEACHHSI METO/I0B KOHTPOJIS KauecTBa.

3. Ilpu mosrydennn oOpa3IoB JIEKAPCTBEHHOTO IIpernapaTa u (papMarieBTHIeCKOr CyOCTaHIIHH
AKCIEPTHOE YUPEKICHUE BBIIACT 3asIBUTEIIO IOKYMEHT, OITBEPKAAIOIIHIA OTYyICHUE
YKa3aHHBIX 00pa3IoB, U B CPOK, HE MIPEBBIIIAIOIINI TpeX pabounx JHEH, YBEIOMIISIET B
NUCbMEHHOU (hopMe 00 ITOM YIOTHOMOUYCHHBIH (peiepalibHbIi OpraH UCIIOJIHUTESILHON BIIACTH.

4. Cpok 1 peCTaBICHUS 3asBUTENIEM 00pa3LioB JIEKaPCTBEHHOIO IIpenapara u
(dapMaLeBTUYECKOM CyOCTaHLIMU U CPOK YBEOMJIEHUS IKCIIEPTHBIM YUpexkaAeHUEM 00 3TOM B
NUCbMEHHON (hopMe YIOITHOMOYEHHOTO (pe/iepalbHOro OpraHa UCIIOJIHUTELHON BIIACTH,
YKa3aHHbIE B YacCTAX 2 U 3 HACTOSIIEH CTaThbH, HE BKIIIOYAIOTCS B CPOK IIPOBEJCHUS YKa3aHHBIX B
yacTu | HacTOsIIEN CTaTbU YKCIIEPTH3.

5. JIOKyMEHTBI, IOCTYNUBILINE B DKCIIEPTHOE YUPEKACHUE I IPOBEICHUS YKa3aHHBIX B 4acTH 1
HACTOSAIIEH cTaTbU HKCIEPTU3, TOJIEKAT BO3BPATy B YIIOJTHOMOUYEHHBIN (peiepanbHblil opran
VICIIOJIHUTENILHON BIIACTU OJHOBPEMEHHO C 3aKJIFOUEHUAMU 110 pe3yabTaTaM yKa3aHHBIX
IKCIIEPTHU3.

Cratbs 25. IloBTOpHOE NPOBeIeHNE IKCIIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB M 3THYECKO
IKCIEPTU3bI

1. B cnydasix HemocTaToOuHON 00OCHOBAHHOCTH WJIA HETIOTHOTHI 3aKJIFOUCHHS] KOMUCCUU
DKCIIEPTOB WJIM COBETA IO ITUKE, HATMYUS B HEM MPOTHUBOPEUYUBBIX TAHHBIX, PabcupuKaum
BBIBOJIOB OKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEACTBA U (MJIN) 3TUYECKOM IKCIIEPTU3BI, COKPBITHS OT
YIIOJTHOMOYEHHOTO (eIepabHOTO OpraHa UCMOIHUTEIBHOMN BIACTH OCHOBAHUH JIJIsl OTBOAA
AKCTIepTa BCIAEACTBUE €T0 3aMHTEPECOBAHHOCTH B PE3YNIhTaTaX COOTBETCTBYIOIEH IKCIIEPTHU3HI,
HAJIMYUS JAHHBIX O MPSMOM MO0 KOCBEHHOM BMEIIATEIHCTBE B MPOIIECC COOTBETCTBYIOMICH
BKCI'IepTI/ISBI JINI, HE y‘-IaCTBYIOHII/IX B €€ HpOBe)IeHI/II/I, HO OKa3aBIIINX BJIUSIHUC HA npouecc 158
pE3yNbTaThl €€ MPOBEACHHS, YIIOTHOMOUYEHHBIM (peiepalbHbIM OPraHOM UCTIOTHUTEIbHOM
BJIACTH HA3HAYAETCs MOBTOPHAS DKCIIEPTU3A JIEKAPCTBEHHOTO CPEACTBA U (MJIN) STHYECKAs
AKCIIEPTHU3A.



2. IloBTOpHAas 3KCHIEPTU3A JIEKAPCTBEHHOT'O CPEACTBA IPOBOJIUTCS B CPOK, YCTAHOBJICHHBIH
YIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM HCIIOJIHUTENIbHON BIACTH U HE MPEBBIIIAIOLINH
COpOKa pabouux JHEHN CO JHS MOJIYYE€HHUS SKCIIEPTHBIM YUPEXKACHUEM 3a/IaHUs Ha IPOBEICHUE
HOBTOPHOM IKCIEPTHU3BI JIEKAPCTBEHHOT'O CPECTBA, IIOBTOPHAs 3TUYECKAs SKCIEPTH3a - B CPOK,
HE MPEBbIAIONINHN NATHAALATH padouuX JHEHN CO JHS MOJIyYE€HUs COBETOM 110 3TUKE 33aJJaHUs Ha
IPOBE/IEHUE TOBTOPHOM 3THUECKON IKCIIEPTHU3BI.

3. ®unHaHCcoOBOE 0OecreyeHUE BHIITOJIHEHUS 3aJaHHs Ha TPOBEIEHUE TTOBTOPHOM SKCIEPTURBI
JIEKapCTBEHHOI'O CPEJICTBA HE OCYLIECTBIIAETCS, M CPEACTBA, IEPEUUCIICHHBIE paHEe Ha
MPOBEJICHUE TaKOW AKCIEPTU3BI, MOJIEkKAT BO3BPATY B (peiepalibHbII OIOIKET.

Cratbs 26. YcKopeHHasi NPoUeAyPa IKCIEePTHU3bI JIEKAPCTBEHHbIX CPEICTB

1. YckopeHHas npoueaypa 3KCIepTH3bl JIEKAPCTBEHHBIX CPEACTB B LIESAX FOCY1apCTBEHHON
PETUCTPALIMU JIEKAPCTBEHHBIX IIPENAPATOB IPUMEHSETCS B OTHOLIEHUH BOCIIPOU3BEIECHHBIX
JIEKapCTBEHHBIX MpenaparoB. IIpu nposeneHnn Takon mpoueaypsl IpeacTaBIsIOTCS
uHpopMaLs, IoJydyeHHast IPYU IPOBEAECHUH KIMHUYECKUX UCCIIe0BAaHHUM JIEeKapCTBEHHBIX
IIPENapaToB U OMYOJMKOBaHHAs B CHEUATM3UPOBAHHBIX [1€YaTHBIX U3/IaHUAX, a TAKKE
JIOKYMEHTBI, CoJiepKallie pe3ybTaThl HCCIIEA0BAaHUS OMOIKBUBAICHTHOCTU U (WJIN)
TEpPaNeBTUYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHOIO Mperapara sl MEIULIMHCKOTO
NPUMEHEHUS WIN Pe3yJIbTaThl HCCIEI0BAHNS OMO3KBUBAIEHTHOCTH JIEKAPCTBEHHOTO IIpernapara
JUIsl BETEPUHAPHOTO IIPUMEHEHHS.

2. YckopeHHas mpoLeaypa dKCIEepTU3bl JIEKAPCTBEHHBIX CPEACTB HE IPUMEHSETCS. B OTHOLIEHUU
UMMYHOOHOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENapaToB, IPEeNapaToB UHCYIMHA U JIEKAPCTBEHHBIX
IIpenaparoB, BIIEPBbIE peTUCTpUPYEeMbIX B Poccuiickort Penepanuu.

3. YckopeHHas mpoueaypa 3KCIepTU3bl JIEKAPCTBEHHBIX CPEACTB IIPOBOJUTCS 110 PELICHUIO
COOTBETCTBYIOILIETO YIIOJTHOMOYEHHOTO (eIepaibHOr0 OpraHa UCMOIHUTEIBHOM BIACTH B CPOK,
HE TPEBHIAIONINHN MIeCTUACCITH pabounx JaHed. [Ipu 3ToM dKcriepTH3a TOKyMEHTOB,
COZEPKAIIMXCS B PETUCTPALIMOHHOM JI0ChE, JUUIS ITOJIYyUYECHUS Pa3pelIeHUs Ha IPOBEICHUE
KJIMHAYECKOTr'0 HCCIIE0BaHUS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOIO IPUMEHEHHUS U
ATHYECKas IKCIIEPTH3a MPOBOIATCS B CPOK, HE MPEBHIIAIONINHN MATHAALIATH paboyux THEH,
DKCIIEPTH3a Ka4ECTBA JIEKAPCTBEHHOT'O CPEICTBA U SKCIIEPTU3a OTHOILEHUS 0KMAAEMOM ITOJIb3bI
K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOIO Mpernapara - B CpOK, HE IPEBBIIAXOLIIUN
COpOKa MATH pabo4YnX JHEH.

4. YckopeHHas npoleaypa dKCIepTU3bl JIEKAPCTBEHHBIX CPEICTB MTPOBOJIUTCS B MOPSAKE,
YCTaHOBJICHHOM cTaThbsiMu 17 - 20, 23 u 24 nactosimero denepanbHOro 3akoHa, ¥ HE 03HAYAET
CHI)KEeHUs TpeOoBaHU K 6€30MacHOCTH, Ka4yecTBY U 2P(PEKTUBHOCTH JTEKAPCTBEHHBIX
MpenaparoB.

Crartbs 27. Pelienue 0 rocy1apcTBEHHOH PerucTpauyu JIeKapCcTBEHHOI0 Mpenapara

1. B cpok, He MpeBHIIAIINN TIATH padOYuX THEH cO THS MOyYEHHUS 3aKIII0YeHUNH KOMUCCHH
AKCHEPTOB MO Pe3yJIbTaTaM SKCIIEPTU3bI Ka4eCTBA JIEKAPCTBEHHOTO CPEJICTBA U AKCIIEPTU3BI
OTHOUIEHUS OKUJIaEMOM MOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOI'O
mpenapara, COOTBETCTBYIONTUHN YIIOJTHOMOYEHHBIN (eiepaibHbIN OpraH UCTIOJHUTEITLHON
BJIACTH:

1) OCYHICCTBJIACT OLICHKY TAKHUX 3aKJII0OUYCHUN 11 OIPCACIICHUA UX COOTBCTCTBUA 3aIaHUTO HA
MMPOBEACHNEC YKAa3aHHBIX OKCIICPTU3;



2) IpUHUMAET pPeIIeHUE O TOCYIapCTBEHHON PErHCTPALlNy JIEKAPCTBEHHOTO IpenapaTa nin 00
OTKa3€ B rOCYJapCTBEHHOH perucTpanim JeKapCTBEHHOTO Npenapara;

3) BHOCHT IIpY IPUHATUH PELICHUS O FOCY1apCTBEHHON PErHCTPaluy JICKapCTBEHHOTIO
npernapara JaHHbIE O 3apErMCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapaTe, B TOM YUCIIE O
(bapMmarieBTHYECKON CyOCTaHIMM, BXOASIICH B COCTaB JIEKAPCTBEHHOI'O IIpenapara, B
rOCy/IapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPECTB U BBIAAET 3asIBUTEIO PETUCTPALIMOHHOE
yJIOCTOBEpEHHE JIEKapCTBEHHOTI'0 Npenapara, popmMa KOTOPOro YTBEPHKAaeTCsl yIOJTHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTEILHON BIACTH, COTTIACOBAHHBIE HOPMATUBHYIO
JOKYMEHTAIUI0, HOPMaTUBHBII TOKYMEHT, HHCTPYKLHUIO 110 TPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara U MakeThbl IEPBUYHON YIIAKOBKH U BTOPUYHON (IOTPEOUTENBCKON) YITAKOBKH C
yKa3aHHEM Ha HUX HOMEpa PerucTpaliiOHHOIO y0CTOBEPEHHUS JIEKAPCTBEHHOTO IIpenapara 1
JIaThl €r0 TOCYJapCTBEHHOM perucTpaniy Uil B cllydae IPUHATHS pelieHus 00 0TKase B
roCyJapCTBEHHOHN perucTpanuy JeKapCTBEHHOI'O Mpenapara yBeJOMIISIET B IMCbMEHHOU dopme
3asBUTENS 00 3TOM C yKa3aHHWEM IIPUYMH TaKOro OTKa3a.

2. OcHoOBaHMEM ISl OTKa3a B rOCY/1apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Ipenapara
SBIISIETCS PEUICHHE COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (DeiepaabHOro opraHa
UCTIOJTHUTENILHOW BIACTH O TOM, 9TO 3(p(PEKTUBHOCTH PETHCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara He MOATBEPK/I€HA MOJTYYEHHbIMH TAHHBIMU WUJIM YTO PUCK IPUUYUHEHUS Bpeaa
3/10pOBBIO YEJIOBEKA UJIM )KUBOTHOI'O BCIIEACTBUE MIPHEMA JIEKAPCTBEHHOI'O IIpernapaTa
npeBbiaeT 3¢ (HEeKTUBHOCTH €ro MPUMEHEHUS.

3. Ilpu rocynapCcTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Mpenapara, BKIOYEHHOIO B [IEpeUeHb
AKU3HEHHO HEOOXOMMBIX Y BaKHEHMIINX JIEKAPCTBEHHBIX MIPENapaToB, HEOOXOAUMBIE JaHHBIE
3aHOCSTCS B TOCYAPCTBEHHBIN PEECTpP MPEAEIbHBIX OTIYCKHBIX LIEH TPOU3BOAUTEIICH HA
JIEKapCTBEHHBIE NPENapaThl, BKIIOYECHHBIE B YKa3aHHbBIN IIEPEUYCHb.

Crarbs 28. PerncTpaumoHHOE y10CTOBEpPeHHE JIEKAPCTBEHHOI0 Ipenapara

1. PerucrpaninoHHOE yAOCTOBEPEHUE JIEKAPCTBEHHOTO NIpENapaTa ¢ yKa3aHUEM JIEKapCTBEHHBIX
(GopM U 103UPOBOK BBIAAETCS OECCPOUHO, 32 HCKIIFOUEHUEM PErHCTPALMOHHOIO yI0CTOBEPEHMSI
JIEKapCTBEHHOIO IIpernapara, BblJaBaéMOIro CO CPOKOM JIEUCTBUS IIATh JIET, HA BIIEPBbIE
peructpupyemsele B Poccuiickoit @enepanny JeKapCTBEHHbBIE IPENapaThl.

2. Ilo ucreuennu YKa3aHHOI'O B 4aCTHU 1 HaCTOsAIIEH CTaThbU CpOKa BbIHACTCA 6eccp0que
PErUCTPAalMOHHOC YAOCTOBCPCHUC JICKAPCTBCHHOT'O IpLIiapaTa Npyu YCIOBHUU MMOATBCPKACHUA
€ro FOCYHapCTBeHHOﬁ perucTpanuvu.

Cratbs 29. IloaTBepsKAeHHE TOCYAaPCTBEHHOM PerucTPalMu JEKAaPpCTBEHHOI0 Npenapara

1. ITonTBepk1eHNE TOCYJaPCTBEHHOM PErMCTpaliy JIEKApCTBEHHOTO MIpenapara
OCYIIIECTBIISIETCS MPHU BbI1aye 0€CCPOYHOIO PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
Ipenapara B cllydae, yKa3aHHOM B 4acTH 2 cTaThy 28 HacTosmero denepaibHOro 3aK0Ha, B
CPOK, HE TIPEBBIIIAIOIINI 1eBIHOCTA pabOUMX JTHEH CO THS MOIyUYeHHs] COOTBETCTBYIOIIUM
YIIOJIHOMOYCHHBIM q)ejlepaJ'H)HBIM OopraHomM HWCTIIOTHUTEIBHON BIACTH 3asBJICHHS O
HOJTBEPKIEHUH rOCYJapCTBEHHOMN perucTpaliy JeKapcTBEHHOTO Mpenapara, 0(pOpMIEHHOTO B
COOTBETCTBUU C YacCThiO 2 cTaThu 18 HacTosmero @eaepaibHOTO 3aKOHA.

2. IloaTBepkaeHNe roCy1apCTBEHHON PETHCTPALMU JIEKaPCTBEHHOIO ITpenapara
OCYIIECTBIISAETCS 10 Pe3yJIbTaTaM dKCIIEPTU3bl OTHOLIECHUS OKUIAEMOM MOJIb3bI K BO3SMOKHOMY
PUCKY IPUMEHEHUS JIEKAPCTBEHHOT'O IIpenapara.



3. K 3as1BJI€HUIO O MOATBEPKACHUU IOCYIapCTBEHHON PETUCTPALIMY JIEKAPCTBEHHOTO Mpernapara
IpUJIArarTcst JOKYMEHT, OATBEP K IA0IINI YIUIaTy FOCYyJapCTBEHHOH MOIIIMHEI 3a
MOJATBEP>KJIEHUE TOCYAapCTBEHHOM perucTpaluy JeKapcTBEHHOI O Ipenapara Jyis
MEIUIUHCKOr0 IPUMEHEHNUS WU JIEKAPCTBEHHOI'O IpernapaTa /i BeTepUHAPHOI0 IPUMEHEHNH,
U JIOKyMEHT, COJICPKAIIUI pe3yabTaThl MOHUTOPUHTA 0€301aCHOCTH JIEKAPCTBEHHOTO
npenapara, IpoBOJIMMOrO 3asBUTEIIEM, 110 (pOpMe, YCTAHOBIIEHHONW COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM HCTIOJTHUTEIIBHOM BIACTH.

4. B Teuenue necsaTu pabovMX JHEH cO THS MPUHATHS 3asBICHUS O MOITBEPKACHUU
roCyJapCTBEHHOHN perucTpalum JeKapCTBEHHOI'O Mpenapara i HEOOXOJUMbIX JOKYMEHTOB
COOTBETCTBYIOILINH YIIOJTHOMOYECHHBIH (hefepanbHbIii OpraH HCIIOJTHUTEIHHON BIIACTH:

1) npoBOAUT ITPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJCHUM, COIEPIKALUXCS B
[IPEACTABIICHHBIX 3asBUTEIIEM MaTepuaax;

2) IpUHUMAET PELICHUE O IIPOBEACHUH UM 00 OTKa3€ B IPOBEIECHUY IKCIEPTU3bI OTHOILIECHUS
0’KU/1aeMOM I0JIb3bl K BO3MOYKHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO Ipenapara;

3) YBECAOMIIACT B MHUCHBMEHHOM q)opMe 3asBUTCIIA O IPUHATOM PCHICHUN WJIN B CJIYUac IIPUHATUS
PCIICHUA 00 oTKase B MPOBCACHHNHU 3KCIICPTU3LI C YKA3aHHUEM IIPUYMH TAKOI'0 OTKas3a.

5. OcHoBaHMEM I OTKa3a B IPOBEJCHUH 3KCIEPTU3bI OTHOLIEHUS OKUAAEMOM MONIb3bI K
BO3MOYKHOMY PUCKY IIPUMEHEHHUs JIEKAPCTBEHHOIO IIperapara siBIsSeTCs IPEACTaBICHHUE
JIOKYMEHTOB, YKa3aHHBIX B 4acTsX | u 3 HACTOsIIEH CTaThH, B HEMIOJIHOM 00beMe HUITH
OTCYTCTBHE B IIPEICTABICHHBIX JOKYMEHTAX UCUEPIBIBAIOIINX CBEIECHUMN, KOTOPHIE TOJIKHBI
OBITH OTPA’KEHBI B HUX.

6. DkcnepTu3a OTHOUIEHHUS 0’KU1aeMOH T0JIb3bl K BO3SMOXXHOMY PUCKY IPUMEHEHUS
JIEKapCTBEHHOI'0 IIperapara B LEJsX MOATBEPKACHUS FOCYIapCTBEHHON PETUCTpallun
JIEKapCTBEHHOTO Npernapara IpOBOJUTCS B IOPsIIKE, YCTAHOBIEHHOM CTaThaMu 23 u 24
Hacrosiero dengepalbHOro 3aKoHa.

7. B nepuon npoBeeHus MpOoLeaypsl TOATBEPKIECHNS T'OCYJaPCTBEHHON PEruCTpauu
JIEKapCTBEHHOTO TMperapara ero rpaxJ1aHCKui 000pOT OCYIIECTBIISIETCS Ha TEPPUTOPUH
Poccuiickoit @enepanuu.

Cratbs 30. BHeceHue u3MeHeHHH B AOKYMEHTDI, COACPKAIUECH B PEIrUCTPALIMOHHOM J0CHE
Ha 3apeFI/ICTpI/Ip0BaHHLIﬁ HeKapCTBeHHBIﬁ npemapar aJjasa MEAMIUHCKOIo IpUMEHECHUSA

1. B uensix BHECEHUSI U3BMEHEHUI B JOKYMEHTHI, COAEPKAIINECS B PETUCTPALIMOHHOM JOChE Ha
3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MPENapar IJs MEIUIMHCKOTO IPUMEHEHUS, 3aIBUTEND
MIPEICTABIISIET B YIIOJTHOMOYEHHBIHN (hefiepaibHbIi OpraH UCTIOJHUTEIBLHOM BIACTH 3asBJICHUE O
BHECEHUU TaKUX U3MEHEHUH 1o (hopMe, yCTaHOBJICHHOHN YITOJIHOMOUYEHHBIM (heqiepaabHbIM
OpraHOM MCIOJIHUTEIbHOM BIIACTH, U IPHJIOKEHHBIE K HEMY U3MEHEHUS B YKa3aHHBIE
JTOKYMEHTBI, & TAK)Ke IOKYMEHTHI, MOATBEPKAAI0IINE HEOOXOJUMOCTh BHECEHUS TAKUX
n3MeHeHul. [IpuHsITHE peneHns 0 BHECEHNN TaKUX M3MEHEHUH WM 00 0TKa3e B UX BHECEHUU
OCYIIIECTBIISIETCS B CPOK, HE MPEBBIMIAIONTNI IEBIHOCTa padOYNX JHEH CO THS MPUHSITUS
YIOJIHOMOYEHHBIM (peiepaibHbIM OPTaHOM HCTIOTHUTEIHHOM BIIACTH 3asIBJICHUSI O BHECEHUH
TaKUX U3MEHEHUM.

2. B cinyyae BHECEHHsI U3MEHEHUH B HHCTPYKLUIO 10 IPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara
B OTHOILICHUH CBEJICHUI, YKa3aHHBIX B MOANYHKTaX "a" - "m" mynkra 16 yactu 3 craten 18



HacTosero denepanbHOro 3aKkoHa, B COCTaB JIEKAPCTBEHHOIO IIpenapaTa Jisl MEIULIUHCKOTO
IPUMEHEHHS IPOBOJUTCS IKCIEPTH3a JICKAPCTBEHHBIX CPECTB B YaCTH SKCIIEPTU3BI KAUueCTBA
JIEKapCTBEHHOI'O CPEJCTBA U (MJIM) SKCIIEPTU3BI OTHOIIECHUS 0’KUJAEMOM MOJIb3bl K BO3MOKHOMY
PHCKY IPUMEHEHUs JIEKAPCTBEHHOI 0 IIperapara Julisi MeAMLIMHCKOro IpUMeHeHus. B ciryuae
HE00XOIMMOCTH BHECEHUS UHBIX U3MEHEHUN B JAHHYIO MHCTPYKLUIO SKCIIEPTHU3a
JIEKapCTBEHHOT'O CPEJICTBA JUIsl BHECEHUSI TAKUX U3MEHEHUH B CBEJIEHHS O 3aperUCTPUPOBAHHOM
JIEKapCTBEHHOM IIperapaTe He IPOBOAUTCA.

3. C 3asiBiI€eHHEM O BHECEHUU U3MEHEHUH B JIOKYMEHTHI, COAEPKAILNUECS B PETUCTPALOHHOM
JI0ChE Ha 3aperuCTPUPOBAHHBIN JEKapCTBEHHBIN IIpenapar s MEAULMHCKOTO IPUMEHEHUS,
Hapsily ¢ JOKYMEHTaMH, YKa3aHHBIMU B 4acTU | HACTOSIEN CTaTbU, IPEACTABIISIFOTCS
JOKYMEHTBI, HOATBEP K IAIOIINE YIIIATy FOCy1apCTBEHHON MOIUINHBI 32 BHECEHHE U3MEHEHUH B
MHCTPYKIHIO 10 IPUMEHEHMIO JIEKAPCTBEHHOTO IIperapaTa Jisl MEIULMHCKOTO IIPUMEHEHUS,
roCyJapCTBEHHOH MOIIJIMHBI 32 BHECEHHE U3MEHEHUH B COCTAB JICKApCTBEHHOI'O Mpenapara A
MEAMLIMHCKOTO IPUMEHEHHUS.

4. B Teuenue necsaTy pabouux JHEH cO JAHS MOCTYIUIEHHs YKa3aHHOT'O B 4acTu | HacTosien
CTaThU 3asBJICHUS U HEOOXOAUMBIX JTOKYMEHTOB YIIOJIHOMOYEHHBIN (esiepaibHblil opran
VICITOJIHUTEJILHON BIIACTH:

1) MMPOBOAUT IIPOBEPKY MOJHOTBI U JOCTOBEPHOCTHU CBe,Z[eHI/Iﬁ, COACPIKAIIUXCA B
MMPpEACTAaBJIICHHBIX 3aABUTCIICM MaTCpUajiax,

2) NIpMHUMAET PELICHUE O POBEACHUH YKA3aHHBIX B YaCTU 2 HACTOSILEN CTaTbU
COOTBETCTBYIOLMX IKCIEPTH3 JIEKAPCTBEHHOI'O CPEACTBA WM 00 OTKa3e B UX MPOBEJCHUU;

3) yBegomiIsieT B MUCbMEHHOM (opMe 3asBUTEIIS O IPUHATOM PELICHUU WU B Cydae IPUHATHS
pelieHus 00 0TKaze B IPOBEJECHUHN COOTBETCTBYIOLIECH 3KCIEPTU3bI C YKA3aHUEM IIPUUUH TAKOTO
OTKa3a.

5. OcHoBaHMEM I OTKa3a B IPOBEJCHUH YKa3aHHbBIX B YACTH 2 HACTOSIIEH CTaThU SKCIIEPTHU3
SBJISIETCS NIPEJCTaBICHNE JOKYMEHTOB, IEPEUNCIIEHHBIX B yacTAx 1 u 3 HacToswIel cTaThy, B
HEINOJHOM 00beMe WJIM OTCYTCTBHE B NPEICTABIECHHBIX TOKYMEHTAX JOCTAaTOYHBIX CBEJICHUH,
HOJTBEPXKIAIOIINX HEOOXOMMOCTh BHECEHHS U3MEHEHUH.

6. YKa3aHHbIC B YaCTH 2 HACTOSIIECH CTaTbU HKCIEPTH3BI IPOBOJATCS B MOPSIJIKE,
YCTaHOBJIEHHOM cTaTbel 23 HacTosero denepaabHOro 3aKkoHa.

7. B cpok, HE IPEBBIMIAIOIIHNHN MATH pa00unX JHEH CO JHS MOJTYYCHHS 3aKITFOYCHU KOMUCCUI
DKCIEPTOB IO PE3yJIbTaTaM YKa3aHHBIX B YACTH 2 HACTOSAIIEH CTaTbU SKCIEPTHU3,
YIOJTHOMOYEHHBIN (eiepalibHbII OpraH UCIIOIHUTEIbHOM BIIACTH:

1) npuHMMaeT pelieHre 0 BHECEHUH U3MEHEHHH B JOKYMEHTHI, COJIep Kalluecs B
PETMCTPAlMOHHOM J0ChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar AJis
MEIUIIUHCKOTO MPUMEHEHHUs, M 00 0TKa3e BO BHECEHUH TaKUX U3MEHEHUI;

2) BHOCHUT B FOCYI[apCTBCHHLII\/'I peecCTp JCKApPpCTBCHHBIX CPCACTB HA OCHOBAHWU PCHICHUA O
BHECECHMU M3MCHCHHUH B AOKYMCHTEI, COACPIKAINHUECA B PETUCTPALIMOHHOM JIOCHE Ha

3aper HCTpHpOBaHHBIﬁ HeKapCTBCHHBIﬁ npenapar ajid MEAUIUHCKOTO ITPUMCHCHU A,
H€06XOI[I/IMI)Ie HU3MCHCHUA U BO3BPAIIACT UX 3asABUTCIIIO.



8. OcHOBaHUEM AJIs OTKa3a BO BHECEHUU MU3MEHEHUH B JOKYMEHTHI, COAEpIKaIINECS B
PErUCTPALIMOHHOM JIOChE Ha 3apEeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT [
MEIUIIUHCKOTO IPUMEHEHUS, SIBIISICTCS 3aKJIIOUSHHUE YITOTHOMOUYEHHOTO (eiepaIbHOro opraHa
HCIIOJTHUTEINIHOM BJIACTU O BO3MOXKHOCTH CHHKEHUS 0€3011aCHOCTH, KauecTBa, 3 (HEeKTUBHOCTU
JIEKapCTBEHHOI'O CPEJCTBA B C/Iydae BHECEHUS TAKUX U3MEHEHUH.

9. Jlommyckaercst TpakJaHCKH 000pOT JIEKAPCTBEHHBIX MPEMApPaToB ISl MEAUIIUHCKOTO
IPUMEHEHHUS, IPOU3BEIEHHBIX JIO IPUHATHSI YIIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM
VCIIOJIHUTENIHOM BJIACTH PELIEHUsI O BHECEHUM U3MEHEHUH B JJOKYMEHTBI, COJEpIKaIlecs B
PErUCTPallMOHHOM JI0Che Ha TaKHe JIEKApCTBEHHbBIE IpenapaThl, UK peleHHst 00 0TKa3e BO
BHECEHUH YKa3aHHbIX U3MEHEHUH.

Crartbs 31. BHeceHHMe U3MeHEeHNH B JOKYMEHTBI, CO/IeP KaIMecs B PerucTPAllMOHHOM 10Che
HA 3aperucTPUPOBAHHBIN JIeKAPCTBEHHBIH NMpenapar il BeTepUHAPHOI0 NPUMeHeHHs

1. B nensix BHeCEHUsI U3MEHEHUH B IOKYMEHTBI, COAEPKAIINUECS B PETUCTPALIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A1 BETEPUHAPHOIO IPUMEHEH U, 3asIBUTEIb
NPEZCTaBIsIeT B YIIOJTHOMOYEHHBIN (e/iepaibHbIil OpraH UCIIOTHUTEIFHON BIACTH 3asBICHUE O
BHECEHUU TAKMX U3MEHEHUH 110 (opMe, YCTaHOBJIEHHON YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM
OpPraHOM MCIIOJIHATEJIbHOM BJIACTH, U NIPUJIOKEHHBIE K HEMY U3MEHEHHS B YKa3aHHbIC
JIOKYMEHTBI, a TAaKXKe JIOKyMEHTBI, TOATBEPKAAI0IINE HEOOXOUMOCTh BHECEHUS TAKMX
u3MeHeHni. [IpuHsITHE penieHus 0 BHECEHUU TaKUX M3MEHEHHUH Wi 00 0TKa3e B MX BHECCHUHU
OCYILECTBIISICTCS B CPOK, HE MPEBBIIIAIONINN AEBSIHOCTa PA0OUYMX AHEN CO IHS IPUHATHS
YIIOJIHOMOYEHHBIM (he/IepaibHbIM OPTaHOM HCIIOIHUTENILHON BIIACTH 3asIBIICHUS O BHECEHUH
TaKUX U3MEHEHUM.

2.B CJIydac BHCCCHUA U3MEHEHUH B HWHCTPYKIHUIO ITO MPUMEHCHUTIO JICKAPCTBCHHOT'O IIPCIlapaTa
AJ11 BETCPUHAPHOTO IPUMCHCHHA B OTHOIICHUHN CBCI[GHI/Iﬁ 00 U3MCHCHHUIX AO3UPOBKHU, CPOKOB
BO3MOJKHOT'O UCITOJIb30BaHUA ITPOAYKIUHA JKUBOTHOI'O IPOUCXOKACHUS ITOCIIC IPUMCHCHU A
JICKApCTBCHHOTO IIpfriapara JJIsd BETCPUHAPHOTI'O IPUMCEHCHUSA IIPOBOJAUTCA SKCIICPTU3A
JICKApPCTBCHHOT'O CPCACTBA IJII BETCPUHAPHOT'O IIPUMCHCHH . B cjrydgac HCO6XOI[I/IMOCTI/I
BHECCHMS MHBIX U3MCHCHUHU B JAHHYIO MHCTPYKIHUIO SKCIICPTHU3a JICKAPCTBCHHOI'O CPEACTBA JIA
BETCPUHAPHOT'O ITPUMCHCHU HEC IIPOBOJUTCA.

3. C 3asBJIeHHEM O BHECEHUU U3MEHEHUH B JIOKYMEHTHI, COAECPKAILINECS B PETUCTPALLUOHHOM
JIOChE Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar il BETEpUHAPHOTO IPUMEHEHUS,
Hapsly ¢ JOKyMEHTaMH, YKa3aHHBIMU B 4aCTU | HACTOSILIEN CTaTbU, IPEACTABIISIFOTCS
JIOKYMEHTBI, MOATBEPKAAIOIINE YIUIATy FOCYJapCTBEHHOMN NOIIJIMHBI 32 BHECEHUE N3MEHEHUN B
UHCTPYKIUIO 110 IPUMEHEHUIO JIEKAPCTBEHHOIO IIpernapara Iyl BETepUHApHOr0 IIPUMEHEHUS.

4. B cpok, HE MPEBBITIAIONINN JECATH PaObOUYNX JTHEH CO THS MOCTYIUICHUS YKa3aHHOTO B 4acTH |
HACTOSAIIEH CTaThU 3asBICHUSI U HEOOXOAUMBIX TOKYMEHTOB, YIIOTHOMOYEHHBIN (heqepaabHbIN
OpraH UCIOJHUTEIbHON BJIACTH:

1) mpoBOAUT MPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEJCHUM, COIEpIKALUXCS B
IIPE/ICTABJICHHBIX 3asBUTEIIEM JOKYMEHTAX;

2) npUHUMAET peLIeHHE O POBEACHUH SKCIIEPTU3BI JIEKAPCTBEHHOT'O CPECTBA JIJIs
BETEpUHAPHOTO IPUMEHEHHUs WM 00 OTKa3e B €€ NPOBEICHNUH;



3) yBegomIIIeT B MUCbMEHHOM (pOpMeE 3asBUTEIISI O IPUHATOM PELICHUU WU B CIydae IPUHSATHS
peueHus 00 0TKa3e B MPOBEIEHUH SKCIIEPTU3bI JIEKAPCTBEHHOT'O CPEJICTBA JIUIsl BETEPUHAPHOTO
IIPUMEHEHUs C YKa3aHUEM IIPUYMH TaKOro OTKAa3a.

5. OcHOBaHMEM JIJIsl OTKAa3a B MPOBEJICHUU SKCIEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA JIJIst
BETCPUHAPHOTO IPUMEHEHUS SBIIACTCS MPEACTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTsax 1 u 3
HACTOSIIICH CTaThH, B HEMIOJHOM O0BbEME MIIM OTCYTCTBUE B IIPE/ICTABICHHBIX TOKYMEHTAX
JIOCTAaTOYHBIX CBEJICHUM, TOATBEPKIAIOIINX HEOOXOAMMOCTh BHECCHUSI N3MECHECHH.

6. DKcriepTU3a JIEKapCTBEHHOTO CPEZCTBA I BETEPUHAPHOTO IIPHMEHEHHUS B LIENISAX BHECCHHS
WU3MEHEHUH B JOKYMEHTBI, COAEPIKAIIMECS B PETUCTPALMOHHOM J0ChE HA 3apETrUCTPUPOBAHHBIN
JIEKapCTBEHHBIN Npenapar sk BETEPHHAPHOTO IPUMEHEHHS, OCYIIECTBISETCS B IMTOPSIKE,
YCTaHOBJIEHHOM cTaTbel 24 HacTodero denepanbHOro 3akoHa.

7. OcHOBaHMEM JJIs1 OTKa3a BO BHECEHUH U3MEHEHUH B JIOKYMEHTBHI, COJIepIKalluecs B
PETUCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHbIN JIEKAPCTBEHHBIN ITpenapat JUis
BETEpUHAPHOIO IPUMEHEHHUS, SIBJISETCS 3aK/II0UEHHE YITOJIHOMOUYEHHOTO (heiepalbHOrO OpraHa
UCTIOJTHUTEIILHOW BIACTH O BO3MOYKHOCTH CHIDKEHHSI O€301acHOCTH, Ka4ecTBa, () (HEeKTUBHOCTH
JIEKapCTBEHHOT O Mpernapara Ajisl BETEpPMHAPHOI0 IPUMEHEHUS B ClIydae BHECEHUs U3MEHEHUN B
YKa3aHHbIE IOKYMEHTBHI.

8. Jlonmyckaercs rpax/aaHCKUil 000pOT JIeKapCTBEHHBIX IIPENapaToB i BETEPUHAPHOTO
IPUMEHEHUS, IPOU3BEICHHBIX /IO IPUHATHS YIIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM
VCIIOJIHUTENIHOM BJIACTH PEIICHUSI O BHECEHUM U3MEHEHUN B JJOKYMEHTBI, COJIEpIKaIliecs B
PErUCTPalMOHHOM JI0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIN Mpenapar Jyis
BETEPUHAPHOTO IPUMEHEHMSI, WIK 00 OTKa3€ BO BHECEHUM YKA3aHHbBIX U3MEHEHUH.

Cratbs 32. OTMeHa rocy1apcTBEeHHOI perucTpamum JeKapcTBeHHOro npenapara

Penrenue 06 oTMeHe rocy1apcTBEHHOW PErHCTPALlMU JIEKAPCTBEHHOTO Tpernapara u
UCKITIOYCHUH JICKAPCTBEHHOTO Tperiapara u3 rocyapcTBEHHOTO peecTpa JIeKapCTBEHHBIX
CPE/CTB MPUHUMACTCS YITOJIHOMOYEHHBIM (he/IepaIbHBIM OPraHOM HCIIOJTHUTEIBHOMN BIIACTH B
cirydae:

1) npeacTaBieHns COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM
UCTIOJIHUTENIbHON BJIACTH 3aKJIIOUEHUS O PUCKE MITH 00 yrpo3e 340POBBIO, )KU3HU YeTOBEKa MU
YKUBOTHOT'O IIPU IPUMEHEHNH JIEKapCTBEHHOTO Mpenapara, MpeBbIamuX ero 3Q(GpeKTUBHOCTb,
0 pe3yNbTaTaM OCYIIECTBISIEMOr0O UM MOHUTOPHHIA 0€30MMaCHOCTH JIEKaPCTBEHHOTO
pernapara;

2) nosayu pa3paboOTYNKOM JIEKAPCTBEHHOI'O CPEJCTBA WIIN YIIOJIHOMOUYEHHBIM UM JAPYTUM
IOPUINYECKUM JIMIIOM 3asiBJIeHHsI 00 OTMEHE TOCYJapCTBEHHOM perucTpaiyy JeKapCTBEHHOTO
npenapara;

3) HCMMOATBCPKACHUA FOCYI[&pCTBCHHOﬁ perucTpanru JICKAPCTBCHHOI'O IIpCIiapaTta 1o
HCTCUCHUU CpOKa JIGfICTBPIH PErUCTPAIUOHHOTO YAOCTOBECPECHU A, BBIAAHHOTO Ha IIATH JICT,

4) HempecTaBJIeHMS 3asiBUTENIEM HH(OPMALIMU, KOTOPasi MOKET MOBJIEYb 32 COOOM
HE00XO0/IMMOCTh BHECEHUS] U3MEHEHUI B JOKYMEHTBI, COJepKAIHecs B PETUCTPAIIMOHHOM JI0Che
Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar, B TeUeHUE TPUILIATH paboyux THEH co AHS
HACTYIUIEHUSI 3TUX U3MEHEHHUI;



5) ocy1ecTBIEHHUS IOCYAapCTBEHHOM perucTpanyy JeKapcTBEHHOI O IIpenapara o1 TOproBbIM
HAaUMEHOBAHHUEM 3aPETHCTPUPOBAHHOTO PaHEE MO TUM TOPrOBBIM HAUMEHOBAHUEM
JIEKapCTBEHHOIO IIperapara;

6) OCYIIECTBIICHUS FOCYJaPCTBEHHOMN PETUCTpaIlii 3asiBUTEIIEM OJTHOTO U TOTO e
JIEKapCTBEHHOT'0 Iperapara Mo pa3IMuyHbIMA TOPTOBHIMU HAMMEHOBAHUSIMU;

7) BBIHECEHUS CYJIOM PEIICHUs O HapyLIEHUH MpaB IpaBoodaaress 00beKTOB
WHTEIJIEKTYaTbHOW COOCTBEHHOCTH MPHU OOPALICHUH JIEKAPCTBEHHBIX CPECTB.

Cratbs 33. I'ocynapcTBeHHbIH peecTp JIeKapCTBEHHbIX CPEICTB

1. l'ocymapcTBeHHBIHN peecTp JEeKapCTBEHHBIX CPEJICTB COJIEPIKUT NEPEUCHbB JIEKAPCTBEHHBIX
MperapaToB, MPOIISANINX TOCYIAPCTBEHHYIO PETUCTPALIHIO, TIepeUeHb (apMaIleBTUUECKUX
cyOCTaHIIMi1, BXOAILINX B COCTAB JIEKAPCTBEHHBIX MPENapaToB, U CIEIYIOIIYI0 HH(OPMALIUIO:

1) B OTHOIIEHUH JIE€KAPCTBEHHBIX MIPENapaToB:

a) HaMMEHOBAHUE JICKAPCTBEHHOTO Tpenapara (MeXIyHapOAHOE HETTATEHTOBAHHOE WJTH
XUMHYECKOE U TOPrOBO€ HAUMEHOBAHUS );

0) nexapcTBeHHas (hopMa ¢ yKazaHUEM JI03UPOBKH JIEKAPCTBEHHOTO Mpernapara u ero
KOJIMYECTBA B TOTPEOUTEIHCKON YITaKOBKE;

B) HAMEHOBaHUE pa3pabdOoTUYHKa JIEKAPCTBEHHOTO Mpernapara;

I') HAUMEHOBAHUE U aJJpec MPOU3BOJUTENS JIEKAPCTBEHHOT'O Mpenapara;

1) (hapMakoTepaneBTUYecKasl rpyIa JEKapcTBEHHOTro IIpernapara;

€) MoKa3aHusl ¥ MPOTHUBOMNOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOI0 IpernapaTa;
’K) TOOOYHBIE JECHCTBUS JIEKAPCTBEHHOTO Mperapara;

3) CPOK F'OJTHOCTHU JIEKaPCTBEHHOT'O Mpernapara;

1) YCIIOBUSI XpaHEHUS JIEKapCTBEHHOTO Npernapara;

K) YCJIOBHSI OTITYCKa JIEKApCTBEHHOIO IIpernapara;

1) HoMep (hapMaKONeHHOM cTaThbH WM B ClIydae €e OTCYTCTBUS HOMEp HOPMAaTUBHOM
JIOKYMEHTaIUH JIN00 HOPMAaTUBHOTO IOKYMEHTA;

M) JlaTa rOCYJapCTBEHHOM perucTpaiuy JeKapcTBEHHOTO IIpernapara v ero perucTpalioHHbIN
HOMED;

2) B OTHOLIEHUHU (papMaleBTUUECKUX CYOCTaHIIMMA:

a) HauMeHOBaHue (PapMaleBTHIECKON CyOCTaHIMHU (MEXITYHAPOIHOE HEMATEHTOBAHHOE MIIH
XUMUYECKOE U TOPrOBOE€ HAUMEHOBAHMUS );

0) HaMMEHOBaHUE U aJ]pec MPOU3BOAUTENS (hapMaleBTHUECKONW CyOCTaHINH;



B) CPOK TOAHOCTH (hapMaleBTUYECKON CyOCTaHIUY;
T') YCIIOBUS XpaHeHUs (apMalleBTUYECKON CyOCTaHIINN;

1) HoMep (papMaKoIeitHOM CTaThU WM B CIIyYae €€ OTCYTCTBUSI HOMEP HOPMATUBHOM
JOKYMEHTAIUH JJM100 HOPMaTUBHOT'O IOKYMEHTA.

2. ®apmarieBTUYECKasi CyOCTaHIIHS, HEUCIIOIb3yeMasi TIPU MTPOU3BOJICTBE JIEKAPCTBEHHBIX
IpenapaToB, MOXKET ObITh BKJIIFOUEHA B TOCYIAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJICTB HA
OCHOBaHUWU 3asBIICHUS Pa3pa0d0TUYHNKa, IIPOU3BOJIUTEISI IEKAPCTBEHHOT'O CPEJICTBA JINOO
YIOJIHOMOYEHHOTO MMM FOPHIMYECKOTO JIUIIA ITPU YCJIOBUHU MTPOBEACHUS B OTHOIIIEHUU TaKOH
(dapManeBTUYECKON CyOCTaHIIUU IKCIIEPTU3BI KauecTBa (hapMaIleBTHIEeCKON CyOCTaHIINYU B
MOPSIJIKE, YCTAHOBJIEHHOM cTaTheil 34 Hactosiiero deaepaibHOro 3aKkoHa.

3. [lopsaok BeAeHUS TOCYIApCTBEHHOTO pEeecTpa JIEKapCTBEHHBIX CPEACTB Il MEAULMHCKOTO
MIPUMEHEHUS U MOPSAJIOK BEAEHHUS TOCYAAPCTBEHHOTO PEECTPA JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO IPUMEHEHUSI YTBEPKIAKOTCS COOTBETCTBYIOIIUM YIIOJITHOMOUYEHHBIM
(benepaibHBIM OPraHOM UCIIOJIHUTEIIbHON BIACTH.

Cratbs 34. DkcnepTu3a KadyecTBa papManeBTHYECKOI CyOCTAHIINH, HEUCTIOIb3yeMOoi mpu
NPOU3BO/ICTBE JIEKAPCTBEHHBIX NPeNnapaTos

1. lns BiroueHus: apMareBTHYECKON CyOCTaHIINY, HEUCIIOIh3yeMOH TIPU TPOU3BOJICTBE
JIEKAPCTBEHHBIX IPENapaToB, B TOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJICTB, TPOBOIUTCS
JKCIIEpTH3a €€ KayeCTBa.

2. DKcmepTr3a KayecTBa yKa3aHHOW B 4acTH | HacTOsAIIEH CTaThu (apMaIieBTUYECKON
CyOCTaHIIMM, COCTABIICHUE KOMHCCHEN SKCIIEPTOB 3aKIIOUCHHH 110 pe3ysbTaTaM TaKou
OKCIEPTHU3BI U UX HAIIPABICHHUE B YIIOJTHOMOUYEHHBIN (pe/iepaibHbIi OpraH UCTIOTHUTEIbHON
BJIACTH OCYLIECTBIISIOTCS B CPOK, HE MPEBBIIIAIONINI IIECTUACCATH PaboUnX AHEH co AHA
MIOJTYYEHUS DKCTIEPTHBIM YUPEKICHUEM COOTBETCTBYIOIIETO 3aaHNs YITOJTHOMOYEHHOTO
(benepaabHOro opraHa UCHOJHUTENBHOM BIACTH U TOKYMEHTOB, YKa3aHHBIX B ITyHKTax 4 - 7
yacTtu 3 crarbu 18 Hactosmero denepalbHOTO 3aKOHA.

3. Jlns mpoBeZieHHsl KCIEPTU3bl KaueCcTBa yKa3aHHOM B yacTH 1 HacTosiel craTbu
(bapMmarieBTHYECKON CYOCTaHIIMM 3assBUTENb IPECTABISAET B YIIOJIHOMOYEHHBIN (eepaabHbIi
OpraH UCIIOJIHUTEIbHOMN BIIACTH:

1) 3asBNEeHUE O BKIIFOUEHUU B TOCYJAPCTBEHHBIN peecTp JIEKApCTBEHHBIX CPECTB IaHHOM
dbapmaneBTUUECKON CyOCTaHIIN;

2) JOKYMEHT, MOATBEPKAAIOIINN YIJIaTy TOCY1apCTBEHHON MOLUIMHBI 32 BKIIOYCHHE
(dapMmareBTHYECKON CYOCTaHIMH, HEUCIIOIb3YEMO TP MPOU3BOJICTBE JIEKAPCTBEHHBIX
[IPEnapaToB, B TOCYIapCTBEHHBIN PEeeCTp JIEKaPCTBEHHbBIX CPE/ICTB;

3) IOKyMEHTBI, YKa3aHHBIC B MMyHKTaX 4 - 7 yactu 3 ctaThu 18 Hacrosmero deaepaabHOTO
3aKOHa.

4. B Teuenue natu pabouux JHEN CO JHS MPUHATHUS 3as8BJICHUS O BKIIIOUEHUH YKa3aHHOW B 4acTU
1 HacTosel cTaTh (papMaleBTUUECKOM CyOCTaHIIMU B TOCYIapCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEJICTB U JOKYMEHTOB, IEPEYMCIIEHHBIX B 4acTH | 1 myHKTe 2 yactu 3
HACTOSILEH CTaThH, YIIOJIHOMOYEHHBIN (heiepaabHbIi OpraH UCIOJHUTEIBHOM BIACTH:



1) npoBOAUT ITPOBEPKY MOITHOTHI JAaHHBIX, COAEPIKALLUXCS B IPEACTABIECHHBIX 3aBUTEIEM
JOKYMEHTAaX;

2) IpUHUMAET peIIEHUE O HAIIPABJICHUU B SKCIIEPTHOE YUPEKACHUE 3a/1aHUs Ha IIPOBEJICHHE
HKCIEPTHU3BI KAUECTBA YKA3aHHOM B 4acTH 1 HacToAwIeH cTaTbu (hapMaIieBTHYECKON CyOCTaHIHH
win 00 OTKa3e B TAKOM HAIIPABICHUH;

3) yBeomiiieT B TUCbMEHHOU (hopMe 3assBUTENS O MIPUHITOM PELICHUH WU B CITydae 0TKasa C
yKa3aHUEM MPUYHMH TaKOTO OTKa3a.

5. OcHOBaHMEM Ul OTKa3a B HAIIPABJICHUU B DKCIIEPTHOE YUPEKICHUE 3aaHNsI HA IIPOBEICHUE
HKCIEPTH3BI KAUECTBA YKA3aHHOM B 4acTH 1 HacTodAwIeH cTaTbu (hapMarieBTHUECKON CyOCTaHIHH
ABJIETCS HENPEICTABIICHNE JOKYMEHTOB, IIEPEUUCIICHHBIX B YaCTH 2 U ITyHKTE 2 4acTu 3
HACTOAILEH CTATBHH.

6. B Teuenue naTHaAIATH pabOUYMX THEH CO THS MOIYUEHHs PEIICHHs YIIOJTHOMOYEHHOTO
(benepaabHOro opraHa UCHOJHUTEIBHOM BIACTH O HAIPABJIEHUH B SKCIIEPTHOE YUPEXKICHHUE
3a/laHus Ha MPOBEACHUE IKCIIEPTHU3bI KauecTBa YKa3aHHOM B 4acTu | HacTodlel cratbu
(bapMmaleBTHYECKON CYOCTaHIIMM 3asiBUTENb IPECTABISET B AKCIEPTHOE YUPEKICHUE IS
IIPOBEJCHUS TaHHOM 3KCIIEepTU3bl 00pa3Libl papMaleBTUYECKON CyOCTaHIIMU B KOJMYECTBE,
HE00XO0IMMOM JJIs1 BOCIIPOU3BECHUS METOI0B KOHTPOJIS KayecTBa. DKCIEPTHOE YUPEKICHHUE
IIPY TOJTYYEHUHU 00pa3loB YKa3aHHOW B 4acTH | HacTosAMIeH CTaTbu (hapMareBTHYECKON
CyOCTaHIIMM BBIAAET 3asIBUTEIIO TOKYMEHT, OATBEPKAAIOLINN OJydeHHe 3TUX 00pas1oB, U B
CpPOK, HE TIPEBBIIIAIOIINN TpeX padoUmX JHEH, YBeIOMIISIET B MUCBMEHHOU (hopMe 00 3TOM
YIOJIHOMOYEHHBIN (eiepabHblil OpraH UCIOJHUTENbHOM BIACTH. DTH CPOKU HE BKIIIOYAIOTCS B
CPOK IIPOBEJICHHUSI TaHHOM DKCIIEPTHU3BI.

7. JIOKyMEHTBI, IOCTYIHUBIINE B SKCIIEPTHOE YUPEKIACHUE AT IPOBEACHUS IKCIIEPTU3BI
Ka4yecTBa YKa3aHHOM B yacTu 1 HacToswel cTaTby papMalieBTUUECKON CyOCTaHIIM, OIeXkKaT
BO3BPATY B YIIOJIHOMOYEHHBIN (heiepabHbI OpraH UCIOJHUTEIBHOM BIACTH OJJHOBPEMEHHO C
3aKJIIOYEHUAMH 10 PE3YJITATAM IPOBEIECHHOMN KCIIEPTU3HI.

8. B cpok, He MPEeBBIMIAIONINN MSTH Pa00UUX JHEH CO JHS MOJYUYCHUSI 3aKIIIOUCHUS] KOMUCCUU
HKCIIEPTOB MO pe3yIbTaTaM HKCIEPTU3bI KAUE€CTBA YKa3aHHOM B 4acTHU 1 HACTOsIIEH CTaTbu
(dapmareBTUUECKON CyOCTaHITNH, YITOJITHOMOYCHHBIN (peiepanbHbIi OpraH UCTIOTHUTEIHHOU
BJIACTH:

1) ocymecTBIsET OLIEHKY TaKOT'0 3aKIF0UEHUS JUIsl ONPE/IETCHUs €r0 COOTBETCTBUS 3aaHUI0 Ha
IIPOBE/ICHNUE TAaHHON HKCIIEPTHU3BL;

2) npyHUMAET pELIeHUE O BKIIOYEHUH YKa3aHHOM B 4acTu | HacTosel cTaTbu
(bapMmarieBTHYECKON CyOCTaHIIMM B TOCYJAapCTBEHHBIN peecTp JeKapCTBEHHBIX CPEACTB WIN
petieHue 00 OTKa3e B TAKOM BKIIFOUCHHH;

3) BHOCHUT IIpU NPUHATHH PELICHUS O BKIIOYEHUH YKa3aHHOM B 4acTH 1 HacTosmie craTbu
(dapmaleBTUYECKOM cyOCTaHIIMU B TOCYJapCTBEHHBIN PEECTp JEKapCTBEHHBIX CPE/ICTB
IIPEyCMOTPEHHYIO TyHKTOM 2 yacTh 1 crateu 33 Hacrosuiero denepaabHOro 3aKkoHa
uH(pOpMaLIMIO U yBEIOMIIIET 00 3TOM B MTUCbMEHHOMN (hopMe 3asiBUTEIIS.

Crarbs 35. IloBTOpPHOE NpeaCTaB/ICHUE JIEKAPCTBEHHOI'0 NPenapara, He mpoLeAero
roCy/1apCTBEHHOH PerucTPANMH JEKAPCTBEHHbIX NPENapaToB, HA TOCY1aPCTBEHHYIO
PEerucTpaluIo JeKapCTBEeHHbIX NMPenapaTos



[ToBTOpHOE IpEICTAaBICHNE B COOTBETCTBYIOIINN YITOJTHOMOUYEHHBIN (peiepaibHblil opraH
VCIIOJIHUTEIIBHOM BJIACTH JIEKAPCTBEHHOTO MIpenapaTa, He IPOLIeINIEr0 roCyAapCTBEHHOM
PErUCTPaLiY JIEKAPCTBEHHBIX IIPENApaTOB WK ITOJIYYUBIIErO OTKA3 B YKa3aHHOW PEruCTPaluu
Y BIIOCJIEACTBUHM ITOABEPIIIErOCs U3MEHEHHUIO B YaCTH €r0 COCTaBa, PACCMAaTPUBAETCS KaK
IIPEJICTaBICHUE HOBOTI'O JIEKAPCTBEHHOIO IIPENapaTa Ha €ro roCyJapCTBEHHYIO PETUCTPALIUIO
HE3aBHCHMO OT COXPAHEHHUs €ro NEPBUYHOI0 HANMEHOBAHMUS.

Cratps 36. O0:xanoBaHme pelieHus 00 0TKa3e B BblJaue pa3peleHusi Ha poBeJeHue
KJIMHUYECKHX MCC/Ie0BAHUI JIEKAPCTBEHHOT0 Npenapara Wi pemeHus 00 oTkase B
rocy/1apcTBEeHHOH perucTpaluy JeKapcTBEHHOI0 penapara

Pemenre cOOTBETCTBYIOIIETO YIIOJTHOMOUYEHHOTO (heIepaIbHOTO OpTraHa UCTIOTHUTEIHLHOM
BJIacTH 00 OTKa3€ B BbIJIaue pa3pelieHus Ha MPOBEICHUE KIMHUUECKUX UCCIEA0BaHUI
JIEKapCTBEHHOTO MpernapaTa WK pelieHre 00 0TKa3e B rOCYIapCTBEHHON perucTpanuu
JICKapCTBEHHOTO TIperapaTra MOKeT ObITh 00KAJIOBAHO B MOPSJIKE, YCTAHOBICHHOM
3aKoHoJaTenbCcTBOM Poccuiickoit denepanni.

Cratbs 37. Unpopmanus, CBI3aHHASA € OCylIeCTBJIEHHEM Iocy1apCTBEHHOI perucTpanuu
JIEKAPCTBEHHBIX NpenapaTos, HHGOpManus 0 3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparax M JeKapcTBeHHbIX Npenaparax, MCKJIYeHHbIX U3 TOCyAapCTBEHHOI0 peecTpa
JIEKAPCTBEHHBIX CPE/ICTB

1. CooTBeTCTBYIONIMI YIOTHOMOYEHHBIN (efiepanbHbIil OPraH UCTIOTHUTENBLHOM BIACTH
pasMeniaeT Ha CBOeM OQHUIIMaTbHOM caiite B ceTd "MHTepHeT" HHpOpMAIIIIO, CBI3aHHYIO C
OCYIIIECTBIIEHUEM IOCYapCTBEHHOM perucTpaiyy JeKapCTBEeHHbBIX MIPENapaToB, B TOM YUCIIE
NPOBEICHUEM IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB, HH(POPMAIHIO O 3apPETHCTPUPOBAHHBIX
JIEKapCTBEHHBIX IpernapaTax v JeKapCTBEHHBIX Mpenaparax, UCKIIOUEHHBIX U3
rOCYJapCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEJICTB, HE TIO3JHEE YeM Yepe3 MATh pabounx JHEH
CO JTHS TIOJTyYEHUSI COOTBETCTBYIOLIUM YIOJIHOMOYEHHBIM (heZiepaabHbIM OpraHOM
HWCIIOTHUTEIbHOM BIACTH 3asBJICHHS O FOCy,I[ElpCTBGHHOfI perucTpaiuru JCKapCTBCHHOI'O
npenapara.

2. CpokH ¥ MOPSAIOK pa3MelleHHs] yKa3aHHOHM B yacTu | HacTosel craTbi MHQOpMaIu
YCTaHABJIMBAIOTCA YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCITOJIHUTENbHON BIACTH.

I'naBa 7. Knuunuyeckue HCCJICTOBAHUSA JEKAPCTBCHHLIX NMpemapaToB AJA MEAUIUHCKOI0
INPUMEHECHUS, T10I0BOP 00 ux IPOBEACHUH, NTPABA NANUECHTOB, YHACTBYIOILIHUX B 3THX
HCCIICA0BAHHUAX

Crarbs 38. KimHMYecKue HCCIeI0BAHNS JIEKAPCTBEHHBIX MPENapaToB AJIsi MeIUIHHCKOT0
NpUMeHeHUs

1. Knuandeckue uccienoBaHus JIEKapCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO TPUMEHEHUS, B
TOM YHCJIC MEXIyHAPOIHBIE MHOTOIICHTPOBBIE, MHOTOIIEHTPOBBIC, TOCTPETUCTPAIIIOHHBIE,
MPOBOJATCS JIJIsl TOCY/AAPCTBEHHOM PErvCTpallMK JIEKAPCTBEHHBIX MPEMapaToB U HHOTO
MpeHa3HAYEHUS B OJHON MJTH HECKOIBKUX MEAUITMHCKUX OPTaHU3AIMIX B COOTBETCTBUU C
MpaBUJIaMU KIIMHUYECKOHN MPaKTUKH, YTBEPKACHHBIMU YIIOITHOMOUYEHHBIM (heiepambHbIM
OpraHOM MCTIOJIHUTEIHLHOM BJIACTH, COOTBETCTBEHHO B CIICAYIOMINX IEIAX:

1) ycraHoBieHHE O€30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB JJIs 3J0POBBIX T0OPOBOJIBIEB U
(MM) IepEeHOCUMOCTH UX 3J0POBBIMU JTOOPOBOJIBIIAMHY, 32 HCKITFOUEHHUEM TaKUX UCCIIeIOBAaHUI
JIEKapCTBEHHBIX MPENApaTOB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickor denepannu;



2) noa0op ONTUMANBHBIX JO3UPOBOK JIEKAPCTBEHHOTO MIperapara u Kypca JISUeHUs 171
HALMEHTOB C ONPEICIICHHBIM 3a00JIeBaHHEM, ONITUMAIIBHBIX JI03 U CXEM BaKI[MHALUU
UMMYHOOHOJIOTHYECKUMH JICKAPCTBEHHBIMH MTPETapaTaMy 310pPOBBIX TOOPOBOJIBIICB;

3) ycraHoBieHue 0€30MacHOCTH JIEKaPCTBEHHOTO TpenapaTa 1 ero 3 ()eKTUBHOCTH JUIS
HalKMEHTOB C ONPEACICHHBIM 3a00IeBaHIEM, TPOPUIAKTHIECKOH AP PEKTUBHOCTH
UMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB A 310POBBIX TOOPOBOJIBIICB;

4) u3y4eHre BO3MOKHOCTH PACIIUPEHHS IOKa3aHHUA JJIsl MEUIIMHCKOTO TIPUMEHEHHUS 1
BBISIBJICHHSI paHEE HEU3BECTHBIX OOOYHBIX ACHCTBHUM 3aperucTpupOBaHHbIX JIEKAPCTBEHHBIX
IIPENapaToB.

2. B oTHOIIEHNH BOCIIPOU3BEACHHBIX JICKAPCTBEHHBIX MPEMApaTOB JJIsI MEAUIIMHCKOTO
MIPUMEHEHUS MPOBOSITCS UCCIIEIOBAaHUS OMOIKBUBAJICHTHOCTU U (MJIM) TeParieBTUYECKON
SKBUBAJICHTHOCTH B TIOPSIKE, YCTAHOBJICHHOM YIIOJIHOMOYECHHBIM (DeiepanbHbIM OPraHOM
HCITOJTHUTEILHOM BIIACTH.

3. OpraHmauH}o IMPOBCACHHUA KIIMHUYCCKUX I/ICCJICILOBaHI/Iﬁ JICKApCTBCHHOI'O IIpcIiapara AJid
MCIUIUHCKOI'O MPUMCHCHUS BIIPABC OCYIICCTBIIATD:

1) pa3pa60TqI/H< JICKApCTBCHHOT'O IIpeIiapaTa Wik YIIOJIHOMOYCHHOC UM JIMIO,

2) oOpazoBaTenbHbIe YUPEKICHHS BBICIIETO MPO(eCCHOHATEHOTO 00pa30BaHus U (MIIN)
00pa3oBaTeNbHBIE YUPEKICHHS JOTIOJHUTEIEHOTO TPO(ECCHOHAIBHOTO 00pa30BaHHUS;

3) HAaYyYHO-UCCJIICAOBATCIILCKUC OpraHnU3alluu.

4. KiinHn4eckue ucciaen0BaHus JIEKapCTBEHHBIX IIPENapaToB Ul MEULIMHCKOTO IIPUMEHEHUS
IIPOBOJSTCS B MOPSIJIKE, YCTAaHOBIEHHOM cTaThsiMu 20 - 22 Hacrosero deepanbHOro 3aKOHa,
Ha OCHOBAHMM pa3peIICHUs Ha IPOBEACHUE KIIMHUYECKOTO UCCIIEOBAHMS JIEKAPCTBEHHOIO
npernapara, BbIJIAHHOTO YIIOJIHOMOUYEHHBIM (he/iepabHbIM OpraHOM UCIIOJHUTENBbHOM BIIACTH, B
COOTBETCTBUH C LIEISIMH, YKa3aHHBIMU B 4acTH | HACTOAILIEH CTaTbU. Y IOJTHOMOYEHHBIN
(benepanbHbIN OPraH UCIOJHUTENBHOMN BIIaCTH BEAET PEECTP BbIAAHHBIX pa3pellieHnil Ha
IIPOBEJCHUE KIMHUYECKUX UCCIIEI0BAaHUN JIEKAPCTBEHHBIX NIPENAPATOB, COACPKAILUN yKa3aHUe
Ha WX LeJIb WU LN, B YCTAHOBJIEHHOM 3THM OPTraHOM IOPsIJIKE.

5. B ciydae ocylecTBiIeHUs TOCYIapCTBEHHON PErUCTPALUM JIEKAPCTBEHHOTO IIperapara
roCyIapCTBEHHAs MOIUIMHA 32 MPOBEICHUE IKCIEPTU3bI JOKYMEHTOB JIJI MOJYYEHUS
pa3pelIeHUI Ha NPOBEICHUE KIIMHUYECKUX UCCIIEIOBAHUI JIEKAPCTBEHHOIO Mpenapara JJist
MEUIIMHCKOTO MPUMEHEHHS ¥ STUUECKOM SKCTIIEPTU3BI MPU 00paIleHNH 32 TOCYapCTBEHHOM
pErucTpaluen JIEKapCTBEHHOTO Mperapara B COOTBETCTBUM C LEIBIO WIM LENSIMHU, YKa3aHHBIMHU
B YaCTH | HACTOAIIEN CTaThH, YIIJIAYMBAECTCS OJJHOKPATHO.

6. K opraauzannu nmpoBeieHUs KIMHUYECKNUX UCCIIEI0BAaHUN JIEKAPCTBEHHOIO Ipenapara Jiis
MEIUIIUHCKOTO IPUMEHEHHUs pa3paboTUUKOM JIEKapCTBEHHOTO Mpernapara MOT'yT IPHBIIEKATHCS
IOpUAMYECKHE JIMIIA JTF000H OpraHu3allMOHHO-TIPaBOBOM (hOPMBI MPU YCIOBUH 0OeCTIeUeHUS
COOTBETCTBUS 3TUX UCCIIE0BaHMI TpeOOBaHUAM HacTosero denepanbHOro 3aKOHa.

7. Knmandeckne HCCICA0BaHMs JICKAPCTBCHHBIX IMMPEIapaToB AJIsI MCAUIIUHCKOT'O IMPUMCHCHUA
MPOBOJATCS B MEAMIIMHCKUX OPTraHU3ALMIX, AaKKPEAUTOBAHHBIX YITOJTHOMOYEHHBIM
q)enepanLHmM OpraHom HUCIIOTHUTEIBHOH BIACTH B MOpAAKE, YCTAHOBJIICHHOM HpaBI/ITeJ'IBCTBOM
Poccuiickoit @enepanuu.



8. IlepeueHb MEAUIIMHCKUX OpraHU3aliii, UMEIOIIUX IPABO MPOBOIUTH KIMHUUYECKUE
WCCJIEIOBAHMSI JIEKAPCTBEHHBIX MPENapaToB AJIsi MEAUIIMHCKOTO IPUMEHEHHUS, U PEECTp
BBIJaHHBIX pa3pemeHH171 Ha IMPOBCACHNUC KIIMHUYCCKUX I/ICCJIGILOBaHI/If/’I JICKAPCTBCHHBIX
MpernapaToB OMyOIMKOBBIBAIOTCA U Pa3MEILAIOTCS YIIOJTHOMOYEHHBIM (peiepabHbIM OPraHOM
HWCITIOTHUTEILHOM BIACTH B YCTAHOBJICHHOM UM HOPAAKEC Ha CBOEM 0(1)I/ILII/IaJIbHOM caliTe B ceTH
"Untepnert".

Cratbs 39. MexayHapoaHoe MHOTOLIEHTPOBOE KJIMHUYECKOE HCC/IeIOBaHUe
JIEKAPCTBEHHOT0 Mpenapara JJisi MeIUIUHCKOr0 NpMMeHEeHUs] HJIH MOCTPErnCTPAlMOHHOe
KJIMHHYECKOe HCC/IeI0OBaAHME JIEKAPCTBEHHOT0 Mpenapara J1Jjisi MeIUIHHCKOTr0 MPUMeHeHHusI

1. MexxyHapoIHOE MHOTOLIEHTPOBOE KIIMHUYECKOE UCCIIEI0BAaHUE JIEKAPCTBEHHOTO IIpernapara
JUISL MEAUIIUHCKOIO IIPUMEHEHUs Ha Tepputopuu Poccuiickon denepannu Ui
IOCTPETUCTPALIMOHHOE KIIMHUYECKOE UCCIIEOBAaHUE JIEKAPCTBEHHOIO IIpenapara Juis
MEJULUHCKOrO IPUMEHEHMS IIPOBOJUTCS HA OCHOBAHUM Pa3pELIEHUs HA IIPOBEICHUE
KIIMHUYECKOI0 UCCIIE0BaHMs JIEKAPCTBEHHOTO ITPenapaTa, BBIJAHHOTO YIIOJIHOMOUYEHHBIM
(denepanbHBIM OPraHOM HCIOJIHUTEIBLHON BJIACTH 10 PE3yJIbTaTaM 3KCIEPTU3bl JOKYMEHTOB,
HEOOXOUMBIX JUIs IOJYyYEHUs Pa3pelleHus] Ha IPOBeIeHNE MEXTyHapOIHOIO
MHOT'OLIEHTPOBOT'0 KJIIMHUYECKOTO UCCIIEN0BAHMS JIEKAPCTBEHHOTO IIperapara uiu
IOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO UCCIIEI0BaHU JIEKAPCTBEHHOTO IIpenapaTa, U STHYeCKON
DKCIIEPTHU3BI.

2. J11st mosryyeHMsl pa3pelieHus Ha IPOBEACHUE MEXIYHAPOJHOIO MHOTOLIEHTPOBOTO
KJIMHAYECKOTr'0 HCCIIE0BAaHMUS JIEKAPCTBEHHOIO IIpenapara Jyisi MEAULMHCKOIO IPUMEHEHHUSI WIIN
MIOCTPETUCTPALMOHHOI0 KIMHUYECKOI0 UCCIIEIOBAHU JIEKAPCTBEHHOIO IIpernapara s
MEIUIUHCKOTO IPUMEHEHHUS B YIIOTHOMOUYEHHBIHN (pe/iepatbHbIi OpraH NCTIOTHUTEIBHOM BIaCTH
3asiBUTENb IIPEICTABIIACT:

1) 3asBJICHUC O BbIAAYUC PAa3pCUICHUA Ha ITPOBCACHNUEC MECKAYHAPOAHOTO MHOT'OLICHTPOBOT'O
KIIMHUYCCKOI'0 UCCIICAOBAHMA JICKAPCTBCHHOI'O IIpcrapara Ajd MEAULIUHCKOTO TPUMCHCHUA U
MNOCTPETUCTPATUOHHOTO KIIMHUYCCKOI'0 UCCIICAOBAHMS JICKAPCTBCHHOI'O IIpCIiapaTa IJIsd
MCIUIUHCKOI'O MPUMCHCHUSA;

2) JOKYMEHT, MOATBEPKAAIOIINN YIJIaTy TOCYy1apCTBEHHON MOLUIMHBI 32 BbIJIa4y Pa3peLIeHUs
Ha IIPOBEICHUE MEKIYHAPOJHOTO MHOTOLIEHTPOBOI'0 KIMHUYECKOT O UCCIIEIOBAHNS
JIEKapCTBEHHOI'O IIpernapara il MEIUIUHCKOrO MPUMEHEHHS WIA TOCYJapCTBEHHOMN MOLIINHBI
3a BbIJIayy pa3pelleHus Ha IPOBEACHUE IOCTPErUCTPALIMOHHOIO KIIMHUYECKOI0 UCCIIEOBaHUS
JIEKapCTBEHHOI'O IIpernapara I MEJUIUHCKOTO IPUMEHEHHS;

3) OTYCT O JOKIIMHUYCCKUX HUCCICAOBAHUAX JICKAPCTBCHHOI'O CPEACTBA U OTUCT O IPOBCACHHBIX
PaHEC KIIMHUYCCKUX UCCICAOBAHUAX JICKAPCTBCHHOI'O IIpcriaparta Ajisd MEAUIIMHCKOT O

npUMeHeHUs (pU HAJIMYUH);

4) IMMPOCKT MPOTOKOJIA KIIMHUYICCKOTO UCCICIOBAHUS JICKAPCTBCHHOTI'O ITpCTiapaTa J1JIs
MCIUIUHCKOI'O MPUMCHCHUSA;

5) Oporrtopy UccIeI0BaTENS;

6) I/IH(I)OpMaI_II/IOHHHﬁ JIMCTOK MalMCHTA, YYACTBYIOIICTO B KIIMHUYCCKUX UCCICAOBAHUAX
JICKApCTBCHHOTO IMperiapara JJIsd MCIUITUHCKOIO IPUMCHCHUS ;



7) cBeneHust 00 orbITe PabOTHI UCCIEA0BATENCH MO COOTBETCTBYIOIIUM CIIEHUAIBHOCTSM H UX
OIBITE PAOOTHI IO MPOBEACHUIO KIMHUYECKUX HCCIIEIOBAHUMT;

8) KOITMH JOTOBOPOB 00513aTeNILHOrO CTpaxoOBaHMs JKU3HHU, 3A0POBbA MMAUCHTOB, Y4aCTBYIOIIHUX
B KIIMHUYCCKHUX UCCIICAOBAHUAX JICKAPCTBCHHOTI'O ITpCriapara JJIs1 MCAUITUHCKOI'O IPUMCHCHUA

9) uadopmaruio 0 cocTaBe JEKapCTBEHHOTO Mperapara Jjis MOoJIyuYeHUs pa3pelieHus Ha
MIPOBEJICHIE MEXKIYHAPOJHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO UCCIIeI0BAHUS
JIEKapCTBEHHOIO Mpernapara JIjisi MeIUIUHCKOTO MPUMEHECHHUS.

3. B cpok, He IpeBBIIAIOIIMKN MATH pa00unX JHEH CO JHS MPUHATHS YKA3aHHOTO B IMyHKTE 1
9acTy 2 HACTOSIIIEH CTaThH 3asIBICHUS U HEOOXOJUMBIX JIOKYMEHTOB, YIIOJTHOMOYEHHBIH
benepanbHbIN OPraH UCIOJHUTENIBHOM BIIACTH:

1) npoBOAUT MTPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEJCHHI, COIEPIKALIUXCS B
MIPE/ICTABJIICHHBIX 3aIBUTENIEM JOKYMEHTAX;

2) IpUHUMAET PEIICHUE O TPOBEACHUH SKCIEPTU3bI TOKYMEHTOB ISl IIOJTYUYECHUSI pa3pelieHus
Ha MPOBEACHUE MEXIYHAPOAHOTO MHOTOIICHTPOBOI'O KIIMHUYECKOTO UCCIIEIOBAaHUS
JIEKapCTBEHHOTO Mpernapara Ajisi MEIUIMHCKOTO MPUMEHEHHS WIIH IMOCTPETUCTPAIMOHHOTO
KIIMHUYECKOT'O UCCIIEIOBAHMS JIEKAPCTBEHHOIO MIperapaTa Jisi METUIIUHCKOTO PUMEHEHUS U
ATUYECKOM IKCIEPTU3bI JIMOO 00 0TKA3€ B MPOBEICHUH YKa3aHHBIX IKCIICPTHU3;

3) YBECAOMIIACT B MHUCHMEHHOM (1)0pMe 3asBUTCIIA O IPUHATOM PCHICHUHN WJIN B CJIYUac IIPUHATUS
PCIICHUA 00 oTKa3se c YKa3aHueM IIpPpUIHH TaKOro OTKasa.

4. OcHOBaHHUEM ]ISl OTKA3a B IPOBEACHUHN IKCIIEPTU3BI JOKYMEHTOB ISl TOTY4EHHUS
paspelnieHus Ha IIPOBEACHUE MEXKIYHAPOJAHOTO MHOTOLIEHTPOBOIO KJIMHUYECKOT O UCCIIEIOBAHUS
JIEKapCTBEHHOI'O IIpernapara s MEJUIUHCKOr0 IPUMEHEHUS WIH ITIOCTPETUCTPALIMOHHOTO
KJIIMHAYECKOr'0 MCCIIEA0BaHUs JICKapCTBEHHOIO IIpenapara st MEAULUHCKOrO IIPUMEHEHUS U
ATUYECKOM SKCIEPTHU3HI SBISIETCS MPEICTABICHUE JOKYMEHTOB, IPEAYCMOTPEHHBIX YacThIO 2
HACTOSIEH CTaThH, B HETIOJIHOM 00beMe JTMO0 OTCYTCTBHUE B MTPECTABICHHBIX JJOKYMEHTaX
MCYEPIBIBAIOIIETO NEPEeUHsl HEOOXOJUMBIX CBEIEHUN WM MH(OPMALIUU, KOTOPbIE T0JIKHBI OBITH
OTPa)KEHBI B HUX.

5. HpOBe,[[eHI/IC 9KCIICPTU3BI JOKYMCHTOB JIA MMOJYUCHUA pA3PCHICHUS HA IIPOBECACHUC
MCKAYHAPOAHOI'O MHOTOLICHTPOBOT'O KIIMHUYCCKOI'O UCCIICAOBAHMA JICKAPCTBCHHOTI'O IpLCIiapara
AJII MEAUIUHCKOT'O MPUMCEHCHU A WJIN MTOCTPETUCTPAINOHHOTO KIIMHUYCCKOT'0 UCCIICAOBAHU A
JICKApPCTBCHHOTO Iperiapara 41 MCAUITUHCKOIO IPUMECHCHHA U 3THUYECKOM OKCIICPTHU3BI U
BblJla4a pa3pCHICHUSA Ha IMPOBECACHNUEC MCKAYHAPOJHOTI'O MHOTOLICHTPOBOTO KIIMHUYCCKOI'O
HCCIICOOBAaHUS JICKAPCTBCHHOI'O ITperiaparta Ajist MEAUIUMHCKOTO ITPUMCHCHU A UIIN
MOCTPETUCTPATNOHHOTO KIIMHUYCECKOI'O UCCIICAOBAaHU JICKAPCTBCHHOI'O IIpCTIapaTa JJisd
MCIUIIUHCKOI'0 MPUMCHCHUSA OCYHICCTBIIAIOTCA B MOPAAKE, YCTAHOBJICHHOM CTAThsAMU 20 - 22
HaCTOsAIICTO (De,llepaHI)HOFO 3aKOHa.

6. Penienust 06 oTkase B MPOBEEHUH 3KCIEPTU3HI TOKYMEHTOB JJIs MTOJyUYEHHUs pa3pelieHus Ha
IIPOBEICHUE MEXKIYHAPOJHOTO MHOTOLIEHTPOBOI'O KJIMHUYECKOT O UCCIIEI0BAHUS
JIEKapCTBEHHOI'O IIpernapara sl MEJUIUHCKOrO MPUMEHEHHS WIH ITOCTPETUCTPALMOHHOTO
KJIIMHAYECKOI'0 UCCIIE0OBAaHUS JIEKAPCTBEHHOTIO IIpenapara Juisi MEAULMHCKOIO IPUMEHEHHUS U
TUYECKOMN SKCIIEPTU3bI U B BbIIaY€ PA3PEIICHNS Ha IPOBEICHNE MEXIYHAPOIHOTO
MHOT'OLIEHTPOBOT'0 KIIMHUYECKOIO UCCIIEA0BAHMS JIEKAPCTBEHHOT' O IIpernapara Juist
MEIUIINHCKOTO MPUMEHEHHS WIIH ITOCTPETUCTPALMOHHOTO KIIMHUYECKOTO UCCIIETOBAHMS



JIGKapCTBeHHOFO npenapaTa I MCAUITUHCKOI'O HpI/IMeHeHI/IH MOI‘YT GBITI: O6)I(aJIOBaHbI B
MOPSIIKE, YCTAHOBJIEHHOM 3aKOHOJaTenbCcTBOM Poccuiickoit denepanumu.

Cratps 40. IlpoBeneHue KIMHUYECKOT0 UCCIEI0BAHMS JIEKAPCTBEHHOI0 Npenapara st
MeJIMUINHCKOr0 MPUMeHEeHH sl

1. PykoBoauTesb MEAUIIMHCKON OpraHu3aluu, KOTopas IPOBOAUT KIIMHUYECKOE UCCIIE0BAHNE
JIEKapCTBEHHOTI'0 IIpernapara Ui MEJULMHCKOTO IPUMEHEHM 1, Ha3HAYAET UCCIIEI0BATEIs,
OTBETCTBEHHOTO 32 IIPOBE/ICHHE TAKOT'O UCCIIEIOBAHUS U HMEIOIIEro JIeUeOHYIO CIIEeHaIbHOCTD,
COOTBETCTBYIOIYIO IPOBOAMMOMY KIIMHUYECKOMY MCCIIEJOBAHUIO JIEKAPCTBEHHOTO IIpenapara,
CO CTa)keM paboTHI 10 MporpaMMaM KIMHUYECKUX MCCIICAOBAaHHUH JIeKapCTBEHHBIX IpenapaToB
HE MEHEE YEM IIATh JIET U 10 €ro MPEAJIOKEHUIO Ha3HAYaeT COMCCIIEN0BATENEeH U3 YMCIIa Bpaden
9TOW MEIULIMHCKON OpraHU3aluH.

2. HCCJ’IG,I[OB&TGJ'IB OCYIICCTBIIACT BI)I60p MManMEHTOB, KOTOPLIC 110 MEAUIIMHCKUM ITOKa3aHUsAM
MOT'YT OBITh IMMPUBJICYCHBI K YYaCTUIO B KIIMHUYCCKOM UCCIICAOBAHUH JICKAPCTBCHHOT'O IIpLCIiapara
A MCIUIOUHCKOI'O IIPUMCHCHUA.

3. UccnenoBarens M COMCCIIEOBATENH TOJKHBI OBITh 03HAKOMJICHBI C pe3yJibTaTaMu
JOKJIMHIUYECKOTO MUCCIIEOBAHMS JICKAPCTBEHHOTO CPENICTBA, COJIEPIKAIMUMUCS B OpoIIope
MCCJIEIOBATEIS, POSKTOM MTPOTOKOJIA KITMHUYECKOTO UCCIIEIOBAaHUS JIEKAPCTBEHHOTO IIperapara
JUTSL METUITUHCKOTO MIPUMEHEHHSI, pa3paboTaHHBIM pa3paO0TIMKOM JISKAPCTBEHHOTO Mpernapara
WM WUHBIM IOPUIUYECKUM JIUIIOM, IPUBIIEKAEMBIM K OPTaHU3AIMH [TPOBEICHUS KIMHUYECKOTO
MCCJIEI0BAHMS JICKAPCTBEHHOTO TIpernapara Jyisi MEAUIIUHCKOTO IPUMEHEHUS, U IPYTUMHU
MaTepuaiaMH TaKOro UCCIICIOBAHMUS.

4. Opranusany, OCyIIeCTBIAIOINE OPTaHU3ALNIO IPOBEAEHUS KIIMHUYECKOTO UCCIIEIOBaHUS
JIEKapCTBEHHOI'0 Ipernapara Juisi MEJUIIMHCKOr0 IPUMEHEHMS] U YKa3aHHbIE B YacTH 3 cTaTtbu 38
Hacrosero deaepanbHOro 3aK0Ha, B Cilydyae HEOOXOJMMOCTH BHECEHUS U3MEHEHUH B
IIPOTOKOJI KJIMHUYECKOT O UCCIIEI0BAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOTrO
IPUMEHEHHs co00LIa0T 00 3TOM B YIIOJIHOMOYEHHBIN (eiepalbHbli OpraH UCIOTHUTEIbHOM
BJIACTH, BBIIABIINM pa3pelICHUE Ha IPOBEICHHUE TAKOTO UCCIICIOBAHNUS.

5. B cpok, He MpeBBIIAONMIUI TpUAIATH PA0OUYHX HEH cO THS MOITy4eHHs YKa3aHHOIO B YaCTH
4 Hacrosiel cTaTbi COOOIEHMS, YIIOJTHOMOYEHHBIN (eepabHbIi OpraH HCIIOTHUTEIbHON
BJIACTH PACCMaTPUBAET 3TO COOOIIEHHE B YCTAHOBICHHOM UM MOPSIKE U IPUHUMAET peIIeHHE O
BHECEHMM U3MEHEHHH B IIPOTOKOJI KIIMHUYECKOI0 UCCIEA0BaHUs JIEKAPCTBEHHOT O IIpenapara
JUIS. METUITUHCKOT'O IPUMEHEHUS HJIM 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHUI.

6. Knnuanueckoe ucciea0BaHne JIeKapCTBEHHOTO Mpenapara A MEAUIIMHCKOTO TPUMEHEHHUS
MO’KET OBITh MPUOCTAHOBJIEHO WJINM MIPEKPALLIEHO, €CIIN B IIPOLIECCE €r0 MPOBEIEHUS OOHapYKEeHa
OIAaCHOCTb JUJIS ’KU3HHU, 3I0POBbs NAIIMEHTOB. B cilyyae BOSHUKHOBEHHUS ONTAaCHOCTH AJIs KU3HH,
3/10pOBBS ITALIMEHTA, YYAaCTBYIOIIErO B KJIMHUYECKOM HCCIIEI0BAHUH JIEKAPCTBEHHOIO IIperapara
JUIS. METUIIUHCKOT'O IPUMEHEHU S, UCCIIeI0BAaTENN 0053aHbl TPOMH(DOPMUPOBATH 00 ATOM
PYKOBOJMTEIS MEAUIUHCKON OPTaHU3aLlMN U OPTraHU3ALMIO, TIOJYYHBIIYIO pa3pelIeHNE
YIOJIHOMOYEHHOT0 (heZiepaibHOTO OpraHa UCIIOJIHUTELHON BIACTH HAa OPraHU3aIMIo
IIPOBEICHUS KIIMHUYECKOTO UCCIIE0BAHMS JIEKAPCTBEHHOT O IIpenapara. Pemenue o
IIPUOCTAHOBIICHUH KIIMHUYECKOT'0 MCCIIEJOBAaHUs JIEKAPCTBEHHOIO IIpernapara s
MEAMIMHCKOTO MPUMEHEHUS IPUHUMAIOT PYKOBOIUTENb MEIUIIMHCKOW OpraHU3aiuy U (MIIn)
OpraHu3alys, MoJyYHBILAs pa3pelieHre YIoJIHOMOYEHHOTO (eepabHOro opraHa
VCITOJTHUTENIBHON BJIACTH HA OPTaHU3ALMIO IIPOBEIECHNS KIMHUYECKOTO UCCIIEIOBAHNUS
JIEKapCTBEHHOIO IIpernapara JJis MEJULUHCKOr0 IPUMEHEHUS, PELIEHUE O NIPEKPALLEHUH TaAKOTO



UCCIIEIOBaHMS TPUHUMAET YIIOJIHOMOYEHHBIN (eiepaabHbIi Oprai HCIIOJHUTEIBHOM BIacTH Ha
OCHOBAHMHU COOOIIECHUS B MUCbMEHHON (OpMe PYKOBOIUTENS MEAUIIMHCKON OpraHn3aluy Uiu
OpraHu3aIys, MOJyYHBILAs pa3pelIeHHe YIIOJIHOMOYEHHOTO (heepabHOr0 OpraHa
VICIIOJIHUTEIJIBHOM BJIACTH HA OPraHU3alUI0 IPOBEACHUS KIMHUYECKOTO UCCIIEI0BAaHUS
JIEKapCTBEHHOTI'0 Ipernapara i MEJUIIMHCKOr0 IPUMEHEHMSL.

7. B cpoKk, He MPEBHIIAIOIINN TATH pad0YNX JHEH CO THS 3aBEPIICHUS, TPUOCTAHOBICHUS WIIN
MpPEKpaIIeHUs] KIMHUYECKOIO NCCIEA0BaHM JIEKAPCTBEHHOTO ITpenapara Jijisi MEAULUHCKOTO
MPUMEHEHHUS, COOOIIEHUE 00 3TOM HAIMPABISICTCS OpraHU3alusAMHU, YKa3aHHBIMU B 4acTH 3
crateu 38 Hacrosero deaepaabHOTO 3aKOHA, B YITOJTHOMOYEHHBIN (eiepaabHbIi opraH
UCTIOJTHUTEIILHOM BJIACTH 1O YCTAHOBJICHHOUW UM (hopme.

8. dopma cooOIIeHHs O 3aBEPIICHNH, IPHOCTAHOBICHUH W MPEKPAIIEHUN KIMHUYECKOTO
UCCIIeI0BaHMsl JIEKapCTBEHHOT'O Mpenapara A MEJUIIMHCKOTO IPUMEHEHUS J10JDKHA
COJEPXKATE:

1) naopMaIro 0 METUITMHCKOW OpPraHu3aIliy WIM METUIIMHCKUX OPTaHU3aIUsX,
MIPOBOJIMBIIUX JAHHOE UCCIICIOBAHUE;

2) onucaHue JaHHOTO UCCIICI0BAHMUS;

3) nanHbIe HccaenoBaTes (haMuiusl, UMs, OTYECTBO, MECTO PAOOTHI, 3aHUMAaeMasl TOJKHOCTb,
CICIUAILHOCTb, ITEPeUCHb KIMHUYESCKUX MCCICI0BaHNI JICKapCTBEHHBIX IIPEapaTroB, B
KOTOPBIX OH MIPHHUMAJ y4acThe (TICPHUOJIbI YIacTHsI) B KAYECTBE HCCIICIOBATEIS HITH
COMCCJICIOBATENS);

4) pe3yabpTaT JAHHOTO MCCIIEIOBAaHUA (3aBEpPILICHNUE, TPUOCTAHOBIICHUE UITU TIPEKPAIlCHHUE
JTAHHOTO MCCJICJIOBAHUS C YKa3aHHEM UX MPUYHH U BIIUSHUS Ha OLICHKY €r0 pe3yJbTaToB,
OOIIYIO OIIEHKY PHCKA U 0XKHJIAEMOH ITOJIb3BI OT IPUMEHEHUS HCCIIEyeMOT0 JIEKapCTBEHHOT O
npernapara, a TakKe MpeJrnoyiaraeMbie JadbHEHIITNE JCHCTBUA).

9. YnonHOMOYEHHBIH (eiepaibHbIil OpraH HCIOIHUTENBHOM BIAaCTH ONMyOJIMKOBBIBAET U
pa3MeniaeT Ha cBoeM o¢ulnanbHOM caiite B ceTd "MHTepHeT" coolIieHne o 3aBeplleHuH,
NPUOCTAHOBJICHUH WM TIPEKPALICHUH KIMHUYECKOTO UCCIIeI0BaHMs JIEKapCTBEHHOTO Mperapara
AJI1 MEAUIUHCKOT'O ITPUMCHCHUA B CPOK, HE HpCBI)IIHaI-OHII/Iﬁ IIATHN pa60q1/1x HHeﬁ CO JHA €TI0
MOJIy4EHHUs], B YCTAHOBJIIEHHOM UM TOPSIKE.

10. YnionmHOMOUeHHBIH (heqiepaabHblid OpraH UCIIONHUTEIBHON BIACTH OCYIIECTBISET BEICHNE
peecTpa uccienoBaTenei, MpOBOASIINX WU TPOBOJUBIINX KIMHUYECKUE UCCIICTOBAHUS
JIEKAPCTBEHHBIX MPEMapaToB AJI1 MEIULIMHCKOTO IPUMEHEHUS, B COOTBETCTBHUH C
YTBEP>KJICHHBIMUA UM MPABUIIAMHU U PA3MEIAET €ro Ha CBOEM O(PHUIIMATIEHOM CalTe B CETH
"MuTepHeT" B yCTAaHOBIEHHOM UM TOPSIKE. YKa3aHHBIM PEECTp COAEPKUT HHPOPMAITHIO,
MPETYCMOTPEHHYIO ITYHKTOM 3 4acTH 8 HACTOSIICH CTaThH.

11. Otuer 0 pe3ynbpTaTax KIMHUYECKOIO UCCIIEOBAHMS JIEKAPCTBEHHOIO IIpenapara Jis
MEIUIINHCKOT0 MPUMEHEHMS COCTABIIAETCS OPTaHU3alnel, yKa3aHHOW B 4acTH 3 cTaTbu 38
HacTosero denepanpbHOro 3ak0Ha, HA OCHOBAHUU 3aKJIIOUEHUI METMIIMHCKUX OpraHu3alui,
MIPOBOAMBIINX 3TO MCCIIEI0BAaHUE, U MTPEICTABISAETCS B YIIOJTHOMOYEHHBIN (eiepalibHbII Opran
VCIIOJIHUTENIBHOM BJIACTH, BBIAABIINN pa3pellIeHUE HA TPOBEJEHUE 3TOTO MCCIEN0BaHUs, B CPOK,
HE MPEBBIIAIONINN TPEX MECALIEB CO JIHS €r0 3aBEpIICHUS], TPUOCTAHOBIECHUS WIN
IpeKpalleHus, B HOpsi/IKe, yCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (heiepabHbIM OPraHOM
VICITOJTHUTEJIBHON BIIACTH.



12. Hapymienue npaBuil KIIMHUYECKOH MPaKTHKH, (GabCUPUKAIMS PE3YIbTATOB KIMHUYECKOTO
MCCJIEIOBaHMsI JIEKAPCTBEHHOIO MperapaTa JijIsl MeIMLUHCKOTO IPUMEHEHUs BIEKYT 3a co00it
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickoi denepanuu.

13. Ilpu npoBeaeHNH KIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO Npenapara Jis
MEAMIIMHCKOTO IPUMEHEHHUS JOMTyCKaeTCs 3a00p y NallHeHTOB OMOJIOTHYECKUX MaTEpHUajoB
(0Opa3ipl OMOIOTUYECKUX KUAKOCTEH, TKAaHEH, CEKPETOB U MPOTYKTOB JKU3HEACATEITbHOCTH
yesioBeKka, GU3HOIOrHYECKUX U MaTOJIOIMYECKUX BbIJENIEHUH, Ma3KOB, COCKOOOB, CMBIBOB,
MUKpPOOPraHW3MOB, OMONICUITHBIN MaTepua) Al UX U3ydeHUs Ha TeppuTopuu Poccuiickoi
denepannu 1 (WIK) 3a IpeneaaMu Tepputopuu Poccuiickoit denepanum.

14. ITopsanok BBO3a Ha TeppuTopHio Poccuiickoil denepaiiviu U BbIBO3a 3a MPEIEIIbl TEPPUTOPUHI
Poccuiickoit @enepannu OMOTOTHIECKUX MAaTEPUAIOB, MTOTYYSHHBIX IPY TPOBEICHUH
KJIMHAYECKOr0 UCCIIEA0BaHUs JIEKapCTBEHHOIO IIpenapara Jjisi MEAUIUMHCKOIO IPUMEHEHHS],
ycranasinuBaercs [IpasurenscrBom Poccniickoint denepanuu.

Crartbs 41. JloroBop 0 npoBeieHMH KIMHUYECKOT0 UCC/IeJ0BAHUS JIEKAPCTBEHHOI 0
npenapara jJjsi MeIMIUHCKOr0 NpuMeHeHusl

1. Knunnueckoe ucciieZjoBaHue JEKapCTBEHHOTO Ipernapara Juisi MEJUIMHCKOTO PUMEHEHUS
IPOBOJUTCS B COOTBETCTBUU C JOIOBOPOM O ITPOBEACHUHU KIMHUYECKOTO UCCIIE0BAHUS
JIEKapCTBEHHOTI'0 Ipernapara Ui MEJUIIMHCKOTO IPUMEHEHMS], 3aKITF0YaeMbIM MEXKIY
OpraHu3aiyei, NoJay4uBIICH pa3pelleHrne YIOJTHOMOYEHHOTO (e/lepaibHOro opraHa
MCIIOJIHUTEJILHOM BJIACTU HAa OpPraHU3allMIo IPOBEACHUS TAKOTO UCCIIEI0BAHUS, U METUIIMHCKOM
OpraHu3aiuei, ocylecTBIAIONIEeH IPOBEIEHNE TAKOTO NCCIIEA0BaHMS.

2. I[OFOBOp O IMPOBCACHUHU KIIMHHUYCCKOI'O UCCIICAOBAHMA JICKAPCTBCHHOI'O IIpCIiapaTa J1JIsd
MCIUIHUHCKOI'0 MPUMCHCHUSA JOJIDKCH COACPKATD!:

1) YCJIOBUA U CPOKH TPOBCACHUA JAHHOTO HUCCICJOBAHUS

2) OIIpCACIICHUC O6Hl€I>'I CTOUMOCTHU MPOrpaMMbl JaHHOI'O UCCIICAOBAaHHUA C YKA3aHUCM CYMMBI,
HpGI[Ha?;Ha‘IaIOHICI\/’ICfI JJI BBITIJIIAT UCCJIEA0BATCIIAM, COUCCIICAOBATCIIAM,

3) onpenenenue GopMbI MPEACTABICHUS PE3YJIBTATOB JAHHOTO UCCIEAOBAHUS B
YIIOJTHOMOYEHHBIHN (eiepalibHbIil OpraH UCTIOTHUTEIbHOM BIACTH.

Cratbs 42. @duHaHCcOBOE o0ecneyeHre KIMHUYECKOT0 UCC/IeI0BAHNS JIEKAPCTBEHHOT 0
npenapara AJsi MeIMIUHCKOr0 NpMMeHeHU sl

®duHaHCcOBOE 00ecIeUCHNE KITMHUYECKOTO HCCJIICAOBAaHUS JICKAPCTBCHHOI'O IIpCIiapaTa AJid
MCIUIUHCKOI'0 MPUMCHCHUA OCYHICCTBIACTCA 3a CUCT:

1) cpenctB deaeparbHOTO OFOKETA;

2) CpCACTB OpPaHI/I3aI_[I/II71, MOJIYYUBHIUX PAa3pCHICHUC HAa OPraHU3alHuio ITPOBCACHUA JaHHOT'O
HCCIICOO0BAaHUs, B COOTBCTCTBHUU C YCIOBHUAMU JOTOBOpaA O €ro NpOBCIACHUHN,

3) MHBIX HE 3aNpPEeIIeHHBIX 3aKOHOAaTeIbcTBOM Poccuiickoit deneparinu MCTOYHUKOB.

Cratbs 43. IlpaBa naneHTOB, y4aCTBYIOIIUX B KIMHHYECKOM HCCJICAOBAHUHI
JIEKApPCTBEHHOI'0 Mpenapara J1Jsi MeIMIHHCKOro MPUMEHEHUS



1. Yuacrue ManuCHTOB B KIIMHUYCCKOM HCCJIICAOBAHUHU JICKAPCTBCHHOI'O ITpCTiapaTa J1JIsd
MCIUIIUHCKOI'0 MPUMCHCHUA SABJISACTCA ,I[O6pOBOJ'II)HBIM.

2. TTalMeHT WK ero 3aKOHHBIN MPEICTABUTENb TODKEH ObITh HHPOPMHUPOBAH B MUCHMEHHOM
dopme:

1) 0 JICKapCTBCHHOM IIpe€rapare A MCAULIUHCKOTO MPUMCEHCHUA U CYIIHOCTH KIIMHUYECCKOI'O
HCCIICOOBAHUS 3TOT'O JICKAPCTBCHHOI'O IIpeIiapara,

2) 0 6€30MaCHOCTH JIEKApCTBEHHOTO Mperapara Jjisi MEJUIIMHCKOTO IIPUMEHEHUS, €ro
o’Ku1aeMoi A3PPEKTUBHOCTH U CTENIEHH PHCKa I NAllUEHTa;

3) 00 YCIIOBHAX Y4aCTHs IMallMCHTa B KIMHUYECKOM HCCICA0OBAaHHNH JICKAPCTBCHHOI'O IIpCIiapara
AJI1 MCAUIUHCKOTI'O ITPUMCHCHMUS

4) 0 OCJIM WK HEJIAX U NPOAOJLKHUTCIBbHOCTH KIMHUYCCKOTO UCCICAOBAHUS JICKAPCTBCHHOI'O
mnperapara 111 MCAUIUHCKOI'O IIPUMCHCHMU A,

5) 0 IeHCTBUSIX MalMEHTa B ClIydae HEMPEIBUACHHBIX () ()EeKTOB BIMSHUS IEKapCTBEHHOTO
npenapara Juisi MEAULMHCKOIO IPUMEHEHHS Ha COCTOSIHUE €T0 310POBbS;

6) 00 YCIOBUAX 00513aTEJILHOTO CTpaxOBaHUs XHU3HU, 3A0POBbA ITALIUCHTA,

7) O rapaHTugax KOH(I)I/IILCHI_II/IB.HLHOCTI/I y4acCTus MalluCeHTa B KIIMHUYECKOM HCCIICAOBAHNN
JICKApPCTBCHHOTO IIpriapaTta 41 MCAUIUHCKOI'O IPUMCHCHU .

3. I[O6pOBOJ'IBHOG COrJIaCue MalueHTa Ha Y4aCTUC B KIMHUYCCKOM HCCIICJOBAHUU
JICKApPCTBCHHOTO IIpfIiaparta JJIsd MCAUTTUHCKOI0 IPUMEHCHUS ITOATBECPIKAACTCA €TI0 IMOAIIHNCBIO
HJIN IIOAIIMCBIO €T0 3aKOHHOI'O ITPCACTAaBHUTCIIA HaA I/IH(I)OpMaI_II/IOHHOM JINCTKC IMallUCHTA.

4, HaLII/ICHT WM €T0 3aKOHHBIN MMPpEACTAaBUTECIIb UMCCT NIPABO OTKA3AaTbhCA OT Y4aCTHA B
KIIMHUYCCKOM HUCCIICAOBAHUH JICKAPCTBCHHOTO IpeIriapara AJ1d MCAUIIUHCKOI'O MPUMEHCHUS HA
000 CTaJuu IPOBCACHUSA TAKOTO UCCICIOBAHUS.

5. IlpoBeneHne KIMHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO NIpenapara A1 MEAUIIMHCKOTO
NPUMEHEHHUS C yJaCTHEM B KauecTBE MallMeHTOB JETel JOMyCKaeTcs TOJIBKO C COIJiacus B
NUCbMEHHOU (hopMe UX poJUTeNel, yChIHOBUTENeH. J[eTH MOTryT paccMaTpuBaThCs B KaUeCTBE
MOTEHLMAIbHBIX NMALIMEHTOB TAKOI'O UCCIIEIOBAHMSI, TOJILKO €CJIM €ro IPOBEAEHUE HEOOX0AUMO
JUISL YKPEIUIEHUS 3710pOBbs IeTel Wi NpopHIaKTUKN HH()EKIIMOHHBIX 3a00JI€BaHUI B IETCKOM
BO3pacTe JM00 €CIIM LENBI0 TAKOTO UCCIIEA0BaHMS ABISAETCA NOTYyYEHHUE JaHHBIX O HAWITYy4dIIeH
JIO3UPOBKE JIEKAPCTBEHHOI'O IIpernapara Juis J€YeHus JeTel. B aTux ciydasx takomy
UCCIIEIOBAaHUIO JOJDKHO MPEJIIIECTBOBATE KIMHUYECKOE CCIIEJOBAHNE JIEKAPCTBEHHOTO
npernapara Juisi MEJULUHCKOTO IPUMEHEHUS Ha COBEPIIEHHOJIETHUX I'PaXk1aHaxX.

6. 3anpen1aeTcz IMPOBEACHUEC KIIMHUYCCKOI'0 UCCIICAOBAHMA JICKAPCTBCHHOI'O IIpcriapara ajid
MCIUTTUHCKOI'0 MPUMCHCHUSA C YUACTUCM B KAYCCTBC MMAITUCHTOB:

1) nereif-cupoT u aereit, octaBIMXCs O0€3 MONeUYeHus! poIuTeNneii;
2) *EeHILUH B Iepruojl 0EpeMEHHOCTH, )KEHILUH B MIEPUOJI TPYIHOTO BCKapMIIMBAHUS, 32

HCKIIFOYCHUEM CJIYy4acB, €CJIU ITPOBOAUTCA KIIMHUYICCKOC UCCICAOBAaHUC JICKAPCTBCHHOT'O
npemnapara, MpeaAHa3HauCHHOT O I YKa3aHHBIX KCHIIWH, IIPpHU YCIIOBUU HGO6X0}II/IMOCTI/I



MOJIYYCHHUA I/IH(I)OpMaLII/II/I TOJILKO BO BpCMs IMPOBCACHHU A COOTBCTCTBYIOIINX KIMHUYCCKUX
WCCIICIOBAaHHI U TIPUHSTHS BCEX HEOOXOIUMBIX MEp MO UCKITFOUYECHUIO PUCKA HAHECCHUS Bpeaa
JKCHIIHWHC B IICPUO] 6epeMeHHOCTI/I, JKCHINWHC B IICPUOJ I'PYAHOI'0 BCKapMJIMBAHWS, IJIOAY WA
peOeHKY;

3) BOCHHOCIYXAIIlUX, 32 UCKIIFOUEHUEM CITy4aeB MPOBEACHUS KIMHUUECKOTO UCCIIEIOBAHUS
JICKapCTBEHHOTO TIperapara, CrelralbHO pa3paboTaHHOTO IS IPUMEHEHUS B YCIOBUSX
BOEHHBIX JICHCTBHUM, YPE3BBIYAMHBIX CUTYALINH, MPOPUIAKTUKY U JICUeHUs 3a001eBaHUN 1
MOPaXCHHI, TTOTyYEHHBIX B PE3Yy/IbTaTe BO3JCHCTBUS HEOIATOMPUATHBIX XUMUYECKUX,
OHOJOTUYECKHX, paJUallMOHHBIX (hakTopoB. KinHuueckoe uccaeoBaHue Takoro
JIEKAPCTBEHHOIO MpernapaTa MOKET MIPOBOJIUTHCS C YUaCTHEM B KaueCTBE MallMEHTOB
BOCHHOCTYXAIIIMX, 32 UCKJIIFOUEHNEM BOCHHOCITYKAIIUX, IPOXOIALINX BOSHHYIO CIIYX 0y MO
MPHU3BIBY, C COOII0OICHUEM TPEOOBaHUH, YCTAaHOBIIEHHBIX HacTosAIMM DeiepaibHbIM 3aKOHOM B
OTHONICHUHU TPaXJTaHCKUX JIULL;

4) COTpYIHUKOB MTPaBOOXPAHUTEIILHBIX OPraHoOB;

5) w1, OTOBIBAIOIIMX HAKA3aHUE B MECTaX JIMIIIEHUSI CBOOOIBI, a TAKXKE JIUII, HAXOIAIIUXCS TI0]T
CTpaXKeH B CJIEIACTBEHHBIX U30JIATOPax.

7. JomyckaeTcs MpoBe/ieHne KIMHUYECKOT0 UCCIIeOBaHUS JIEKaPCTBEHHOT O IIpernapara Juis
MCIUIMHCKOI'0 MPpUMCHCHU A, ITPCAHA3HAYCHHOI'O IJI JICUCHUA IICUXUYCCKUX 3360HeBaHHﬁ, C
y4acTUEM B Ka4eCTBE MallMEHTOB JIUI] C ICUXUYECKUMHU 3a00JIeBaHUSIMU, TIPU3HAHHBIX
HEIeeCITOCOOHBIMHU B TIOPSIIKE, YCTAHOBJIICHHOM 3aKOHOIATEIbeTBOM Poccuiickoii denepammm.
Knununueckoe uccieqoBanue JeKapcTBEHHOTO Mpernapara B ’TOM CIIy4ae MPOBOAUTCS MPU
HAJIMYUU COTJIacus B MUCbMEHHOU d)OpMe 3aKOHHBIX HpGHCTaBHTCHCﬁ YKa3aHHBbIX JIMII.

Cratbs 44. O0s13aTeIbHOE CTPpaxoBaHHUE )KU3HU, 3A0POBbS NMALUEHTA, YHACTBYIOLIETO B
KIMHHYECCKHX HCCICTOBAHUAX JICKAPCTBCHHOI'0 Mpenapara 1 MCAUIUHCKOI0
NMPUMECHCHUSA

1. Opranu3zanus, MoJy4yuBIIas pa3pelieHne Ha OpraHU3alHio MPOBEACHHUS KIMHUYECKUX
MCCIIEIOBaHMIA JIEKAPCTBEHHOTO TIperapara Jjisi MeJUIIMHCKOTO TPUMEHEHHsI, 00s13aHa
CTpaxoBaTh KU3Hb, 3/[0POBbE MAIMEHTA, YYACTBYIOLIETO B KIMHUYECKUX MCCIIEIOBAHUAX
JIEKapCTBEHHOTO Mpernapara, 3a CBOM CYET B KaUeCTBE CTPAaXOBaTelIsl ITyTeM 3aKITIOUECHUS
JIOTOBOpa 00513aTENLHOTO CTPaXOBaHMs AKHU3HH, 3/J0POBbs JAHHOTO MAIMEeHTa Ha Cilyyait
MMPUYIUHCHHUA BpE€aa )KU3HU UJIU 3JOPOBEIO MAIIMCHTA B PE3YJIbTATC IMPOBCACHU A KIIMHUYCCKUX
UCCIIEIOBaHMM JIEKApCTBEHHOTO Mpernapara JUlsi MEAMIMHCKOro IpUMEHEeHUs (J1anee B
HACTOSALIEH cTaThe - JOroBOp 005A3aTEIBLHOTO CTPAXOBAHUS).

2. O0beKxTOM 0053aTENLHOTO CTPaXOBaHUs ABJSETCS] UMYIIECTBEHHBIN HHTEpEC MallueHTa,
CBSI3aHHBIN C MPUYUHEHUEM BpE/Ia )KU3HH WM 3/JOPOBBIO MAIMEHTa B pe3ysIbTaTe MPOBEACHHS
KJIMHAYECKHUX MCCIIeIOBAaHUH JIEKAPCTBEHHOTO TIpenapaTa Uit MEIUIINHCKOTO TPHMEHEHHSI.

3. CTanOBLIM CJIydacM I10 JOTroBOpYy 00513aTEIILHOTO CTpaxOBaHUA ABJIACTCA CMCPTH IMALIUCHTA
WKW YXYAUICHUEC €T0 3J0POBbA, B TOM YHUCJIC BJICKYIICC 3a coOoi YCTAaHOBJICHUC WHBAJIMAHOCTH,
BCJICACTBUC YHAaCTHUA B KIIMHUYCCKUX HCCICAOBAHUAX JICKAPCTBCHHOI'O MPCIIapara U Ipu
HaJIM4Huu HpH‘—II/IHHO-CHe}ICTBeHHOﬁ CBsA3H MCXKIY HACTYIIUBIINMHU COOBITUSIMU 1 npueMomM
JICKApCTBCHHOTO IIpCIiapara.



4. TpeboBaHUs O BO3MELICHUU Bpea, IPUYMHEHHOTO KU3HH WX 3J0OPOBBIO MAIHEHTA,
YZIOBJIETBOPSIIOTCS B TECYEHUE CPOKOB MCKOBOM TABHOCTH, YCTAHOBJICHHBIX I'PaXkIaHCKUM
3aKOHOJATEIBCTBOM.

5. Pa3zmep cTpaxoBOH BBIILIATHI IO JJOTOBOPY 0053aTEIBHOTO CTPAXOBAHUS COCTABIISET:

1) B cmyyae cMEpTH MalMEHTa JABa MIJITMOHA pyOJiel Ha Ka)X/I0TO MallMeHTa, y4acCTBOBABILETO B
KJIIMHAYECKUX UCCIEA0BaHUAX JIEKAPCTBEHHOIO IIperapara;

2) npu yXyALLIEHUH 3J0pOBbs MallMEHTA:

a) MOBJIEKIIETO 3a COO0M YCTaHOBJIEHNE MHBAIMAHOCTHU | rpynmbl, OIMH MUJUIMOH MATHCOT
ThICAY pyOJIel Ha Ka)/10r0 NMaleHTa, y4acCTBOBABIIETO B KIMHUYECKUX UCCIIEI0BaHUIX
JIEKapCTBEHHOIO IIperapara;

0) moBJIeKIIero 3a cO00H ycTaHOBIIEHNE MHBATHIHOCTH Il Tpymmbl, 0JMH MIJUTHOH pyOJiei Ha
Ka)XJIOTO MAaI[MeHTa, YIaCTBOBABIIETO B KIIMHUYECKUX UCCIICAOBAHMSIX JICKAPCTBEHHOTO
npernapara;

B) MOBJIEKILETO 3a cO00 ycTaHOBIeHHE UHBanuAHOCTH III rpynmbl, nATHCOT ThiCSY pyOneit Ha
Ka)KJ0ro MalueHTa, y4acTBOBABIIETO B KIIMHUYECKUX MCCIIEI0BAHUSAX JIEKAPCTBEHHOIO
npenapara;

T') HE TIOBJIEKIIETO 3a COOOM YCTaHOBJICHHS MHBAJIMHOCTH, HE O0Jiee UeM TpUCTa ThICSY pyOIieit
Ha KKJIO0TO MAIlMEHTa, yYaCTBOBABIIIETO B KJIMHUYECKUX UCCIIEIOBAHUSIX JIEKAPCTBEHHOTO
npernapara.

6. PasMep CTPaxXOBbIX BLIIIJIAT MOZKCT OBITE YBCJINYCH HA OCHOBAHWH PCHICHUS Cya.

7. Cpok goroBopa 00s3aTeIbHOTO CTPaXOBAHUS HE MOKET OBITH MEHEE YeM CPOK MPOBEICHHUS
KJIMHUYECKOT'0 MCCIIEIOBAaHUs JIEKAPCTBEHHOIO Mpenapara.

8. CtpaxoBble Tapudbl 0 0053aTEILHOMY CTPaXOBAHUIO )KU3HHU, 37J0POBbS MALUEHTA,
YYaCTBYIOLIETO B KIIMHWUYECKUX UCCIEA0BAHUAX JIEKAPCTBEHHOTO Mperapara, epeyeHb
HEOOXO/IMMBIX JOKYMEHTOB JIJIs1 OCYIIECTBIICHUS CTPAXOBOW BBIMJIATHI, HOPSIIOK YIUIAThI
CTPaxOBOM IIPEMUH, OPSAAOK PeAIU3aMU ONPEIEICHHBIX HacTosIMM DeepanbHbIM 3aKOHOM U
IpyrumMu (peaepanbHbBIMUA 3aKOHAMM MIPaB U 00513aHHOCTEN CTOPOH IO JIOTOBOPY 0053aTEIbHOTO
CTpaxOBaHMsI YCTAaHABIIMBAIOTCS TUIIOBBIMHU ITpaBHJIaMU 0053aTEJILHOTO CTPaxOBaHUS )KU3HH,
3710pOBbS MTALIMEHTA, Y4aCTBYIOLIEr0 B KIMHUYECKUX UCCIIEIOBAHUAX JIEKAPCTBEHHOIO
npenapara, yreep:xkaeHHbsIMU [IpaBurensctBoM Poccuiickoit denepanum.

9.B cJIydac MpUuIMHCHUA BpEaa )KU3HU MAlMCHTA, YHaCTBOBABUICTO B KIIMHUYCCKUX
HCCJICAOBAHUAX JICKAPCTBCHHOI'O IIpCIiapara, BLIFO,[[OHpI/IO6pCTaTCJ'I${MI/I 1o A0roBopy
0053aTeNIHLHOr0 CTpaxOBaHUA ABJIAKOTCA I'paKaaHC, UMCIOIIUE ITPpaBO Ha BO3MCIUICHUE BPEaa B
CJIydac CMCPTU KOpMUJIbIld B COOTBCTCTBHUU C I'PAKAAHCKUM 3dKOHOAATCILCTBOM, IIPpU
OTCYTCTBHH TaKUX I'paXJaH - pOAUTCIIU, CYHIPYT, J€TU YMEPIICTO MAIMCHTA, YIaCTBOBABILICTO B
KIIMHUYCCKUX UCCICAO0BAHHUAX JICKAPCTBCHHOI'O IIp€riapara, B CJiydac CMCPTHU MMallUCHTA,
Y4aCTBOBABIICTO B KIIMHUYCCKUX UCCIICAOBAHUAX JICKAPCTBCHHOTI'O IMPETiapaTa U HEC UMCBIICTO
CaMOCTOATCIIBHOI'O J0X0/Ja, - TpaXXJAaHE, HAa MXKJIUBCHHUU KOTOPBIX OH HAXOJUJICA, B OTHOIICHHUN
BO3MCIICHHUA PacxXoa0B Ha HOFpCGCHI/IC ManucHTa, y4aCTBOBABIICTO B KIIMHUYCCKUX
HCCIICAOBAHUAX JICKAPCTBCHHOI'O IIp€Iiapara, - JIUIO0, IOHECIIEC TAKUE pacXO/bl.



10. CtpaxoBas BbIIUIaTa B CUET BO3MEILECHUS Bpela, TPUUMHEHHOTO KU3HU MaIlUEHTa,
YY9aCTBOBABIIETO B KIIMHMYECKUX MCCIICOBAHUSIX JICKAPCTBEHHOTO IIpemapara, pacipeensieTcs
MEX]1y BBITOJIOTIPUOOPETATENIMU IIPONOPIIMOHATIFHO WX KOJTUYECTBY B PABHBIX JOJISX.

11. Ilpu HacTymIeHUH CTPAaxOBOIO Ciaydasl MAallUEHT, y4aCTBOBABILNIN B KIMHUYECKUX
UCCJIEIOBAaHMSIX JIEKAPCTBEHHOIO IIpenapaTa, BEIroI0NprHoOpeTaTesb BIpaBe MPpebsBUTh
HEINOCPEICTBEHHO CTPAXOBUIMKY TPEOOBaHUE O BO3ZMELIEHUH IPUUUHEHHOT O Bpena. CTpaxoBast
BBIIJIaTa OCYILECTBIISAETCS CTPAXOBLIMKOM B TEUECHHE TPUILIATH AHEH cO THS MpeCTaBIeHUs
HEO0OXOIUMBIX JTOKYMEHTOB. IlalenT, yuacTBOBaBIIMM B KIIMHUYECKUX UCCIIEIOBAHUAIX
JIEKapCTBEHHOTO Mperapara, Ui BbITOA0IpruoOpeTaTesb B COOTBETCTBUHU C 3aKOHOAaTEIbCTBOM
Poccuiickoit @enepannu B 06J1aCTH NEPCOHATBHBIX JAHHBIX 00s13aH COOOIIUTH CTPAXOBIIUKY
OIpeieIeHHbIE YKa3aHHBIMU B YaCTH 8 HACTOALIEH CTaTbU TUIIOBBIMU IIPaBHJIAMH CTPAXOBaHUS
KHU3HH, 3I0POBbS U HEOOXOIUMBIE [T OCYILECTBIICHUS CTPAXOBOM BBIILIATHI CBOU
IIEpCOHANIbHbIE JJAHHBIE.

12. I[O IIOJIHOI'O OIIPEACICHHUA pa3MEpa IMOJICKAIIET0 BOSMCIICHNIO Bp€la CTpaxXOBIIUK 110
3as4ABJICHUIO MMAMCHTA, YH4aCTBOBABUICTO B KIIMHUYCCKUX UCCICAOBAHUAX JICKAPCTBCHHOI'O
npcrapara, uJii 3asABJICHUIO BBIFO,Z[OHpI/IO6peTaTeJI$I BIIPpAaB€ OCYIICCTBUTH 4aCTh CTanOBOﬁ
BBITIJIATBI, COOTBCTCTBYIOLIYIO (1)aKTI/I‘-ICCKI/I onpeaeneHHoﬁ YaCTHu NPpUYIMHCHHOI'O BpCaa.

13. CTanOBaﬂ BbIIIJIaTa B COOTBECTCTBHUH C JOTI'OBOPOM 00513aTeNBLHOr0 CTpaxoBaHUA
OCYHICCTBIIACTCA HE3aBUCUMO OT BBITLIAT, IPUYUTAOIINXCA 1O APYTUM BHUAaM CTPAXOBaHUA.

14. KoHTpoJIb 32 UCTIOJTHEHUEM OpraHU3aIMel, MOTyUMBILIEH pa3perieHue Ha OpraHu3aluio
MPOBEJICHUS KIMHUYECKUX HCCIEA0BaHUN JIEKapCTBEHHOTO Mpenapara, yCTaHOBICHHOM
HACTOSAIICH cTaThell 00S3aHHOCTH 10 0053aTeIPHOMY CTPaXOBAHUIO )KH3HH, 3I0POBbS MAIUCHTA,
y4aCTBOBABIIETO B KIIMHUYECKUX HCCIEAOBAHUAX JIEKAPCTBEHHOTO Mpenapara, OCyIIeCTBISETCS
YIIOJIHOMOYCHHBIM q)eﬂepaJH)HI)IM OopraHomM HUCIIOJIHUTEILHOU BJIaCTH, KOTOpI:II71 BbIJACT
pa3pelieHus Ha MPOBeIeHNE KIMHIYECKUX MCCIeA0BAaHNUN JIEeKapCTBEHHBIX IIPENapaToB.

I'naBa 8. IIpou3BOACTBO H MAPKHUPOBKA JICKAPCTBEHHBIX CPEACTB
Cratbs 45. IIpou3BoaCTBO JTeKAPCTBEHHBIX CPEACTB

1. HpOI/I3BOI[CTBO JICKAPCTBCHHLBIX CPEACTB JOJDKHO COOTBETCTBOBATDH IMPpaBHUJIaM OpraHu3alun
MIPOU3BOJICTBA U KOHTPOJISl KAUECTBA JIEKAPCTBEHHBIX CPEJICTB, YTBEPKI€HHBIM [IpaBuTETHCTBOM
Poccuiickoit @enepanuu.

2. [Ipon3BoICTBO JIEKapCTBEHHBIX CPEACTB Ha TeppuTopuu Poccuiickoit denepannu
OCYLIECTBIIAETCS MPOU3BOAUTENSAMU JICKAPCTBEHHBIX CPEACTB, UMEIOLIUMH JTULEH3UIO Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB.

3. IIpou3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS C COOMI0IEHUEM TPeOOBaHU M
IIPOMBILUIEHHOTO PErVIAMEHTA, KOTOPBIM YTBEPKAAETCSI PYKOBOAUTEIIEM ITPOU3BOIUTENS
JIEKapCTBEHHBIX CPEACTB U BKJIIOYAET B ce0s MepeUyeHb UCTIONb3YEMbIX (DapMaleBTHUECKUX
cyOCTaHIIMIl U BCIIOMOTaTeNbHBIX BEUIECTB C YKAa3aHUEM KOJIMUYECTBA KaX/10T0 U3 HUX, JaHHbIE
00 HCTI0JIb3yeMOM 000PYAOBaHUH, ONMCAHUE TEXHOJIOTHUECKOTO MPOIecca U METOI0B KOHTPOJIS
Ha BCEX JTanax MpOU3BOJCTBA JEKAPCTBEHHBIX CPECTB.

4. IIpu npon3BOACTBE JEKAPCTBEHHBIX CPEICTB UCIOB3YIOTCS (hapMalleBTUUECKHEe CyOCTaHIINH,
BKJIFOYEHHBIE B T'OCYJaPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB.



5. Bampemiaercst IpOU3BOACTBO:

1) nexapcTBEHHBIX CPEJCTB, HE BKIIFOUEHHBIX B TOCYIaPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX
CPEICTB, 3a UCKIIOYEHUEM JICKAPCTBEHHBIX CPEICTB, IPOU3BOAUMBIX I IPOBEACHUS
KJIIMHAYECKUX UCCIEA0BAHUM U IS DKCIIOPTa;

2) danbcuuIMpPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nexapCTBEHHBIX CPENICTB Oe3 JIMIIEH3UH Ha TPOM3BOJICTBO JEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEJICTB C HAPYIIEHWEM IIPABUJI OPraHU3al|K IPOU3BOJICTBA M KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJICTB.

6. Ilpu BBOJIE IEKApCTBEHHBIX CPEJCTB B TPAKIAHCKHI 000POT YyIOJTHOMOUYEHHOE JIUIIO
IIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEICTB OCYIIECTBIISAET IOATBEPKACHUE COOTBETCTBUS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUAM, YCTAHOBICHHBIM IIPH UX TOCYJapCTBEHHON
PETUCTPALIMU, U TAPAHTUPYET, UTO JIEKAPCTBEHHbBIE CPEACTBA IPOU3BEICHBI B COOTBETCTBUH C
IIpaBUJIaMU IIPOU3BOACTBA M KOHTPOJIS KAa4€CTBA JIEKAPCTBEHHBIX CPEJICTB.

7. YIOTHOMOYEHHBIM JIUIIOM TIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB SBISETCS €ro PadOTHHK,
UMEIOIINH BBICIIEE (hapMaIleBTUYECKOe, XUMHUECKOE WM OHOJIOTHYecKoe 00pa3oBaHue Inb0
P IPOU3BOJICTBE JICKAPCTBEHHBIX CPEACTB JUIA BETEPUHAPHOTO IPUMEHEHHUSI BETEpUHAPHOE
o0pa3oBaHue, CTaXX PabOTHI HE MEHEE YEM IISITh JIET B 00JIaCTH MIPOU3BOJICTBA U KOHTPOJIS
Ka4eCTBa JIGKAPCTBEHHBIX CPEJICTB M aTTECTOBAaHHBIN B MOPS/IKE, YCTAHOBICHHOM
YIIOJIHOMOYEHHBIM (heiepaibHbIM OPTaHOM UCTIOTHUTEIIBHOM BIACTH.

8. Ilpon3BoauTeny JIEKAPCTBEHHBIX CPEJCTB MOT'YT OCYILECTBIAThH MPOJAXKY JIE€KAPCTBEHHbIX
CPEICTB WIX NIEPEIaBaTh UX B YCTAHOBJIEHHOM 3aKOHOaTeNbcTBOM Poccuniickoit @enepanyu

MOpsI/IKE:

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIsi IPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEICTB;

2) opraHu3anysM ONTOBOW TOPTOBIIU JIEKAPCTBEHHBIMU CPENICTBAMU;

3) AIITCYHBIM OpraHu3anuiaM, BECTCPUHAPHBIM AlITCUHBIM OpraHu3anuiaM, MHAUBUAYaJIbHbIM
NpeANpUHUMATENSIM, UIMEIOLINM JHMIIEH3UI0 Ha (papMaleBTUUECKYIO JIeSTENbHOCTh WU
JIMIUCH3WUIO Ha MCOAUIUHCKYIO JCATCIbHOCTD,

4) HayYHO-UCCIIEIOBATEILCKUM OPTaHU3AIUSAM JJIsl HAyYHO-HCCIIEI0BATEIhCKONU PabOTHI;

5) MEIUIIMHCKUM OpTaHU3aUsIM U BETEPUHAPHBIM OpPTaHU3aIIHsIM;

6) opranu3anusM, OCyIIECTBIISIOIINUM Pa3BEACHNE, BBIPAILIMBAHUE U COJIEP/KAHNE KUBOTHBIX.
Cratbs 46. MapKkupOBKa JIEKapPCTBEHHBIX CPeICTB

1. .HeKapCTBeHHBIe mpemnaparkl, 3a HCKIIIOYCHHUEM JICKAPCTBCHHBIX MPEIapaToOB, U3IrOTOBJIICHHBIX
anTEeYHbIMH OPTaHU3ALUSIMU, BETEPUHAPHBIMHU allTEUHBIMU OPTraHU3AUSAMU, UHANBUYaTbHBIMU

NpeaApruHUMATCIAMU, UMCIOIIUMHU JIUICH3WIO HAa (bapMaHeBTquCKYIO JACATCIIbHOCTD, JOJI?KHBI
MoCTyNnaThb B O6paH_[CHI/IC, €ClIn:



1) Ha UX EPBUYHON YIAKOBKE XOPOIIO YUTAEMBIM MIPU(TOM HA PYCCKOM SI3BIKE YKa3aHbI
HAaUMEHOBAHME JIEKapPCTBEHHOTO Mpernapara (MeXIyHapoIHOe HEITaTEeHTOBAHHOE, UITU
XUMHUYECKOE, UJIM TOPrOBOE HAMMEHOBAHUE), HOMEP CEpUH, J1aTa BBIITyCKa (1715
UMMYHOOHOJIOTHYECKHX JIEKapCTBEHHBIX MPENapaToB), CPOK TOAHOCTH, 103a U (popma BbITyCKa,
00BEM U KOJTMYECTBO A03 (1151 IMMYHOOHOJIOTHYECKUX JICKApPCTBEHHBIX IPenapaToB);

2) Ha UX BTOPUYHOM (TIOTPEOUTENBCKOI) YITAKOBKE XOPOIIIO YATAEMBIM MIPU(TOM Ha PyCCKOM
A3bIKE YKa3aHbl HAMMEHOBAHUE JIEKAPCTBEHHOTO Mpenapara (MeXIyHapoJHOE HENaTeHTOBAaHHOE
WJIM XUMHYECKOE U TOPrOBOE HAMMEHOBAHUS ), HAMMEHOBAHUE TPOU3BOIUTEIS JIEKAPCTBEHHOTO
npernapara, HOMep Cepuu, J1aTa BhIITycKa (7151 MMMYHOOHOIOTHYECKHUX JIEKapCTBEHHBIX
MperapaToB), HOMEP PErUCTPAIIMOHHOTO YAOCTOBEPEHHU S, CPOK TOJJHOCTH, CIIOCO0 MPUMEHEHUS,
71032 ¥ KOJIMYECTBO /103 B yIIaKOBKeE, (popMa BBIMTYCKa, YCIOBUS OTITYCKa, YCIOBHS XPaHEHHUS,
MeEphbI MPEAOCTOPOKHOCTH IIPHU MPUMEHEHHUH JIEKAPCTBEHHOIO Mpernapara, npeaynpeauTeabHbIe
HAJIMKCH.

2. ®apmaneBTHYECKHE CYOCTaHIIMM JJOJKHBI IOCTYIIAaTh B 0OpallleHue, €ClIM Ha X NepPBUYHON
YIIaKOBKE XOPOLIO YUTAEMbIM IIPUPTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHUE
bapmarnieBTHYECKON CyOCTaHIIMK (MEKIYHAPOIHOE HEMATEHTOBAHHOE MJIM XUMHUECKOE U
TOPrOBOE HAMMEHOBAHWSI), HAUMEHOBAHHE MTPOU3BOIUTENS (hapMaIleBTUYECKON CYyOCTaHIIUH,
HOMEp CEpUU U J1aTa U3rOTOBJICHUS, KOJIMYECTBO B YIIAKOBKE U €AUHULBI N3MEPEHUS
KOJIM4YECTBA, CPOK F'OJTHOCTHU U yCIIOBUS XPAHCHUS.

3. .HeKapCTBeHHBIe CpeacTBa B KA4Y€CTBE CbIBOPOTOK HOJI?KHBI ITIOCTYIIATh B 06pameHHe C
YKa3aHHuEM JKUBOTHOI'O, U3 KPOBH, I1JIa3Mbl KPOBH, OPraHOB U TKaHEH KOTOPOIro OHH IOJYUCHBI.

4. Ha BTopuuHyto (MOTPEOUTENBCKYIO) YITAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJIYYCHHBIX U3
KPOBH, IJIa3Mbl KPOBU, OPraHOB U TKaHEN 4eI0BeKa, J0JKHA HAHOCUThCS HaIUCh: "AHTHTENA K
BUY-1, BUY-2, k Bupycy renatuta C 1 IOBEpXHOCTHBIN aHTUIE€H BUpyca renatuta B
OTCYTCTBYIOT".

5. Ha nepBHYHYIO YIIAaKOBKY U BTOPHUHYIO (IOTPEOUTENBCKYIO) YIAKOBKY
paarodapMaleBTHUECKUX JIEKapCTBEHHBIX CPECTB JI0JKEH HAHOCUTHCS 3HAK PaIUallMOHHON
OIIACHOCTH.

6. Ha Bropuunyto (oTpeObUTeNnbCcKy0) YIaKOBKY TOMEOTAaTHUYECKUX JIEKapCTBEHHBIX
IIpenapaToB JOJKHA HAHOCUTHCS HaanuCh: "['oMeonarnueckuii”.

7. Ha BropuuHyto (HOTpeOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX MIPENapaToB
JIOJIKHA HAaHOCUTbhCS Haanuch: "[Ipoaykius npouia paaAualluOHHbIA KOHTPOJIb'.

8. Ha nepBuYHYyIO yIakoBKY U BTOPUYHYIO (TOTPEOUTENBCKYIO) YIIAKOBKY JIEKapCTBEHHBIX
IpenapaToB, NPeAHA3HAYCHHBIX IS KIMHUYECKUX UCCIIE0OBAaHUM, JOKHA HAHOCUTHCS
HaJMmuCh: "JIJIsl KTHHUYECKUX UCCISTOBAHMM".

9. YnakoBKa JIeKapCTBEHHBIX CPEJICTB, IPEAHA3HAYEHHBIX UCKIIOYUTEIBHO ISl OKCIIOPTA,
MapKUPYETCsI B COOTBETCTBHH C TPEOOBAHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpancnopTHyt0 Tapy, KOTOpasi He MpeHa3HaueHa JAJis NOTpedUuTeNneil U B KOTOPYIO
MOMEIIEHO JIEKApCTBEHHOE CPEJICTBO, JI0JKHA HAHOCUTHCS HH(POpMAIU O HAUMEHOBaHHH,
CEpUH JIEKapCTBEHHOTO CPEJICTBA, aTe BBIITYCKa, KOJIMYECTBE BTOPUUHBIX (MIOTPEOUTENHCKHIX)
YIIAKOBOK JIEKAPCTBEHHOTO CPEJICTBA, MPOM3BOAUTENE JIEKAPCTBEHHOTO CPE/ICTBA C YKAa3aHUEM
HAaUMEHOBAHMSI 1 MECTOHAXOXKACHUSI TPOU3BOIUTEIS JIEKAPCTBEHHOI'O CPENCTBA (apec, B TOM



YHClie CTpaHa U (WJIM) MECTO MPOU3BOJICTBA JIEKAPCTBEHHOTO CPEJICTBA), @ TAKXKE O CPOKE
TOJTHOCTH JIEKapPCTBEHHOT'O CPeACTBa U 00 YCIOBHUAX €0 XpaHEHUs U MePEeBO3KH, HEOOXOJUMbIE
peAynpeANTENIbHbIC HAITUCH U MAaHUITYJIATOPHBIC 3HAKHU.

11. Ha mepBU4YHYIO YIaKOBKY ¥ BTOPUYHYIO (TOTPEOUTENBCKYIO) YITAKOBKY JIEKAPCTBEHHBIX
CPEZACTB Il BETEPUHAPHOI'O IPUMEHEHHUS JOJKHA HAHOCUTHCS HAANUCh: " [ BETEpUHAPHOT O
pUMeHeHus".

12. Ha BTOpuuHYIO (ITOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO MIperapaTa HaHOCUTCS
ITPUXOBOM KOJI.

['naBa 9. BB03 JlekapCcTBEeHHBIX CpeCTB Ha TeppuTopuio Poccuiickoii Menepanuu U BHIBO3
JIEKAPCTBEHHBIX cpecTB ¢ Teppuropuu Poccuiickoit denepauun

Cratbs 47. Ilopsiiok BB03a JIEKAPCTBEHHBIX CPeCTB HA TeppuTopuio Poccuiickoi
@enepanun U BbIB0O3a JIEKAPCTBEHHBIX CPeACcTB ¢ TeppuTopuu Poccuiickoii @exepannu

1. BB03 1ekapCTBEHHBIX CPEACTB Ha TeppuTopuio Poccuiickoit deaepannn OCyIIECTBISIETCS B
nopsiike, ycranoBiaeHHOM IIpaButensctBom Poccuiickoit @enepanuu, B COOTBETCTBUU C
3aKoHoAarenbCcTBOM Pocculickoit denepanuu.

2. Bo3umsble Ha Tepputoputo Poccuiickoit denepaiinu iekapCTBEHHBIE CPENICTBA JOKHBI ObITH
BKJIFOYEHBI B TOCYJITAPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEJICTB.

3. Jomyckaetcst BBO3 Ha Tepputoputo Poccuiickoit deneparium KOHKPETHON MapTUH
HE3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, IPEAHA3HAYEHHBIX JJIsl IPOBEICHUS
KIIMHUYCCKHUX I/ICCJIGIIOBaHI/If/'I JICKApCTBCHHBIX NPCIapaToB, IPOBCACHUS SKCIICPTU3BI
JIEKAPCTBEHHBIX CPEJICTB JJIs1 OCYIIECTBICHUS TOCYAApCTBEHHOM PErUCTPALIMH JIEKAPCTBEHHBIX
npemnapaTroB WJIA IJI OKa3aHuA MCIII/IIIPIHCKOfI IIOMOIIIHU 110 )KU3HCHHBIM IIOKa3aHUAM
KOHKPETHOI'O MMalIMeHTa Ha OCHOBAaHUU Pa3pEIICHHs], BBIJAHHOTIO YIIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM MCHOJIHUTEIBLHOM BJIACTH 10 3asBJICHUSM JIMII, YKa3aHHBIX B CTaThe 48
Hacrosuero PenepanbHOro 3akoHa. PaccMoTpeHne Takoro 3asBiI€HUs U IPUHATUE PELIEHUS O
BBIJIa4€ pa3pelIeHuUs] Ha BBO3 KOHKPETHOM MapTHH HE3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB, NPEIHA3HAYCHHBIX JUIS IPOBEACHUS KIIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHBIX
npemnaparos, IMPOBCACHHUA SKCIICPTUIBI JICKAPCTBECHHBIX CPCACTB AJId OCYIICCTBIICHHUA
TrOCYIapCTBEHHOW PErUCTPALUM JICKAPCTBEHHBIX MPENAPATOB WIM Il OKA3aHUs MEIUIUMHCKON
IMOMOIIH ITO JXU3HCHHBIM IMOKAa3aHUAM KOHKPCTHOI'O IMMAllMCHTA 1100 00 OTKa3e B BbIayc
YKa3aHHOTO pa3pelieHus MPOU3BOAATCS B CPOK, HE MPEBBIMIAIONTNHN MATH pabounx auei. [Tnara
3a BpIJIauy YKa3aHHOT'O Pa3pelIeHus] HE B3UMAeTCsl.

4. Ha repputoputo Poccuiickoit ®denepaninu MOKHO BBO3UTh JIEKAPCTBEHHBIE CPEJICTBA,
KauyeCTBO KOTOPBIX MOJATBEPKIECHO CePTUPHUKATOM MTPOU3BOIUTEINS JIEKAPCTBEHHBIX CPECTB,
YIOCTOBEPSIOIIUM COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM
(dhapMakOIeHHBIX CTaTeH TUOO B CITydae X OTCYTCTBUSI HOPMATUBHOW JOKYMEHTAITUHU WIIH
HOPMAaTHUBHOTO JJOKYMEHTA.

5. 3anperiaercst BBo3 Ha TepputopHio Poccuiickoit @enepannu anbcuumpoBaHHBIX
JIEKapCTBEHHBIX CPE/ICTB, HEOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPEJICTB.

6. GanbcuduupoBaHHbIE JEKAPCTBEHHbBIE CPEJICTBA, HETOOPOKAYECTBEHHBIE JIEKAPCTBEHHBIE
CPEJCTBA MOJUIEkKAT UIBATHIO U MOCIEIYIOIIEMY YHUUTOKEHHUIO HIIM BBIBO3Y C TEPPUTOPHUHU



Poccuiickoit @enepannu, KOHTpadaKTHbIC JIEKAPCTBEHHBIE CPE/ICTBA - U3BATHIO U
MOCTIEAYIONIEMY YHUUTOKEHUIO. Y HUUTOKEHNUE WA BBIBO3 C TEPPUTOpHUH Poccuiickoi
Oenepanyn GanbCcuGUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HETOOPOKAYECTBEHHBIX
JIEKapPCTBEHHBIX CPE/ICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISETCS 3a CUET
JIMIIA, OCYIIECTBUBIIETO WX BBO3. I1OPSIIOK YHUUTOXKEHHS U3BATHIX (pambcuumpoBaHHBIX
JIEKapCTBEHHBIX CPE/ICTB, HEOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CpelcTB ycTaHaBiauaercs [IpasurenscrBom Pocceniickoit denepanuu.

7. Jlnua, ocymecTBIIOIKE BBO3 Ha TeppuTopuro Poccuiickoi denepaunu
banbcuUIMPOBAHHBIX JIGKAPCTBEHHBIX CPEJICTB, HETOOPOKAUYECTBEHHBIX JICKAPCTBEHHBIX
CpEeICTB, KOHTPa(aKTHBIX JCKAPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C
3aKoHoJaTenbCcTBOM Poccuiickoit denepanni.

8. BBIBO3 JIEKapCTBEHHBIX CPEJICTB ¢ TeppuTopuu Poccuiickoit Deaepanun ocymecTBisercs 0e3
IIPUMEHEHHUs] OTPAaHUYEHUM, YCTAaHOBIIEHHBIX 3aKOHOAaTenbCcTBOM Pocculickon denepanuu o
rOoCyIapCTBEHHOM PETYJINPOBAHUH BHEITHETOPTOBOM JEATENBHOCTH. BBIBO3 JIEKaPCTBEHHBIX
[IpenapaToB, NpeIHA3HAYCHHBIX JIJIsl TYMAHUTAPHON MOMOUIH (COAENUCTBHUS) UJIM TIOMOIIHU IIPU
Ype3BbIYalHbIX CUTyalMsIX, ¢ Teppuropun Poccuiickoin denepanuu oCylmecTBIeTCs Ha
ocHoBaHuu peweHus [Ipasurenscra Poccniickoit denepanuy niam pereHus OpraHoB
rocyJapcTBEHHOH BiacTH cyObekTOB Poccuiickoi denepanun 06 okazaHUKU HOMOILU
MHOCTPAHHOMY T'OCYAapCTBY.

Crarbs 48. FOpuauyeckne U, KOTOPbIM pa3pelieH BBO3 JIEKAPCTBEHHbBIX CPEJICTB Ha
Teppuropuio Poccuiickoii @egepauun

JlekapcTBeHHBIE cpenicTBa Ha TeppuToputo Poccuiickoit denepaium MOryT BBO3UTh:

1) npou3BOUTENN JIEKAPCTBEHHBIX CPEICTB /I 1ieJiell COOCTBEHHOIO ITPOU3BOJICTBA
JIEKapCTBEHHBIX CPE/ICTB;

2) nHOCTpaHHbIE Pa3padOTUMKHU JEKAPCTBEHHBIX CPEJCTB U MHOCTPAHHBIE TPOU3BOIUTENN
JIeKapCTBEHHBIX CPEACTB WM APYrHe IOPUINYECKHE JIUIA 110 OPYYEHHIO pa3padoTyrKa
JIEKApCTBEHHOI'O CPEACTBA JJIs IPOBEACHUS KIIMHUYECKUX UCCIIEA0BAaHUM JIEKAPCTBEHHOTO
Ipenapara, OCyLEeCTBICHHs T'OCYJapCTBEHHON PEruCTpaliy JISKapCTBEHHOI O IIpenapara,
BKJIIOUEHUS (hapMalleBTUYECKON CyOCTaHLIMU B TOCYJapCTBEHHBIIN peecTp JeKapCTBEHHbIX
CPEICTB, KOHTPOJIS KaYECTBA JIEKAPCTBEHHBIX CPEACTB IIPU HAIMYUU PA3PEILECHUS
YIIOJTHOMOYEHHOTO (eiepalbHOr0 OpraHa NCIOJHUTEIBHOM BIaCTH Ha BBO3 KOHKPETHOM MapTHH
JIEKapCTBEHHBIX CPEJICTB;

3) OopraHu3aln OIITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

4) Hay4HO-MCCIIEJOBATENbCKUE OPTaHU3aIH, 00pa30oBaTeIbHbIE YUPEKICHHSI BBICILIETO
poeCCHOHATIBHOIO 00pa30BaHUs, IPOU3BOIUTEIH JIEKAPCTBEHHBIX CPEACTB AJIs pa3paboTKH,
MCCJIEIOBaHUM, KOHTPOJIS 6€30MaCHOCTH, KauecTBa, 3(PPEeKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB
IpY HAJIMYMU pa3pelieHus YIOJIHOMOYEHHOTO (eepabHOTO OpraHa UCIIOJHUTEIbHON BIACTH;

5) MEIUIIMHCKUE OpraHU3allii, MHbIE YKa3aHHbIE B yHKTaX | - 4 HacTosIIel cTaThu
OpTaHU3AINH T OKa3aHUsI MEIUITMHCKON TTOMOIIIN T10 )KM3HEHHBIM TTOKa3aHUsM KOHKPETHOTO
MaIUeHTa MPU HAJTMYUH Pa3pelieHus YIoJIHOMOYEHHOTO (peiepaabHOro opraHa
WCITOJTHUTEIIbHON BJIACTH HA BBO3 KOHKPETHOM MAPTUH JIEKAPCTBEHHOTO TIpemnapara, BEIAAaHHOTO
B YCTaHOBJICHHOM MOPSAKE B (opMe dIMEKTPOHHOTO TOKYMEHTA, TOAMUCAHHOTO YJIEKTPOHHOM
1M poBOI MOAMUCHIO.



Cratbs 49. JlokyMeHTBI, IpecTaB/IAseMble B TAMOKeHHbIe Opranbl Poccuiickoi
Deepanum NP BBO3€ JIEKAPCTBEHHBIX CpecTB HA TeppuTopuio Poccuiickoii @enepanuu

1. IIpu BBO3E JIEKapCTBEHHBIX CPEACTB Ha TeppuToputo Poccuiickoilt denepany B TaMOKEHHBIE
opransl Poccuiickont @enepanuu Hapsaay ¢ JOKYMEHTaMU, IIPEICTABIEHUE KOTOPBIX
IIPEAYCMOTPEHO 3aKOHOAaTeNbCcTBOM Pocculickoit denepanuu, NpeacTaBisioTCs CIECIYONINe
JIOKYMEHTBI:

1) ceprudukar mpou3BOIUTEINS JEKAPCTBEHHOTO CPEJICTBA, YAOCTOBEPSIONINN COOTBETCTBHE
BBO3HMMOTO JIEKAPCTBEHHOTO CpecTBa TpeOoBaHUsAM (apMaKONeHOMN cTaThu 100 B cliydyae ee
OTCYTCTBHSI HOPMAaTUBHOW JJOKYMEHTAIIMU UM HOPMATUBHOIO IOKYMEHTA;

2) pa3zpelieHre ynoJHOMOYEHHOro (heiepaabHOro OpraHa UCIIOJIHUTEILHON BJIAaCTH Ha BBO3
KOHKPETHON IapTUH JIEKAPCTBEHHOT'O CPE/ICTBA B CiIydasiX, yCTAHOBJIEHHBIX YacTbio 3 craThu 47
Hacrosiniero denepaibHOIO 3aKOHA.

2. JIOKyMEHTBI, yKa3aHHbIE B ITyHKTaxX | 1 2 yacTu 1 HacTOALIEH cTaThbu, IPEACTABIAIOTCA B
TaMOXeHHbIe opranbl Poccuiickoit @enepannu npu npruOBITHH JIEKAPCTBEHHBIX CPEJICTB HA
tepputoputo Poccuiickoit @eaepanuu.

Crarbs 50. BB03 JlekapCTBEeHHBIX NIpenapaToB Ha Tepputopuio Poccuiickoii denepanun
JJIS1 JINYHOTO MCTO0JIb30BAHUSA M UHBIX HEKOMMeEPYeCKHX 1eJsiei

1. JlekapcTBeHHBIE MpenapaThl MOTYT ObITh BBE3€HBI Ha TeppuTOpHio Poccuiickoit @enepanuu
0e3 yuera TpeOOBaHUH, MPETYCMOTPEHHBIX YacTsMu | - 4 ctatbu 47, ctaThsamu 48 u 49
Hactosmero denepanbHOro 3aK0Ha, €CIM OHU MpeAHAa3HAYCHBI JIS:

1) muuHOTO HCTIONB30BaHUS (PU3NUECKUMHU JTUIAMU, TPUOBIBIIMMHU Ha TeppUTOpHI0 Poccuiickoit
®denepaunu;

2) UCTIOIB30BAHMS PAOOTHUKAMHU TUTIIIOMATHYECKOTO KOPITYCa MM MPEICTABUTEISIMU
MEKIYHApOAHBIX OpraHu3alui, akKpeIuToBaHHbIX B Poccuiickon denepannu;

3) neyeHus maccaXKMpoOB U YJICHOB SKUIAXKEH TPAaHCIOPTHBIX CPEACTB, MOE3AHBIX OpHUraj u
BOJIUTENEH TPAaHCIIOPTHBIX CPEACTB, MPUOBIBIINX Ha TeppuTopHio Poccuiickoii denepannu;

4) neyeHus y4aCTHUKOB MEXAYHAPOJHBIX KYIbTYPHBIX, CIIOPTUBHBIX MEPOIPUATHI 1
YYaCTHUKOB MEXJIYHAPOIHBIX IKCIEAULIMIA;

5) neyeHus1 KOHKPETHBIX )KUBOTHBIX B 300M1apKaXx, a TAKXKe )KUBOTHBIX, BBO3UMBIX Ha
teppuroputo Poccuiickoit denepanuu A y4acTysi B CHOPTUBHBIX U 3PEJIUIIHBIX
MEPOIIPUATHSIX.

2. B cnyyasx, IpelyCMOTPEHHBIX YacThblO | HACTOALIEH CTaThH, TOIyCKAeTCsA BBO3 Ha
tepputoputro Poccniickoit deneparuy JIeKapCTBEHHBIX MIPENApPaToOB, HE 3apErUCTPUPOBAHHBIX B
Poccuiickoit @enepanuu.

3. JIekapcTBEHHBIE ITpeNapaThl, IpeJHa3HAYEHHbIE /111 TYMaHUTAPHOU MOMOLIH (COAEHCTBNSA)
WJIM TIOMOIIY IIPH YPE3BbIYAIHBIX CUTYAIUAX, BBO3ATCS Ha TeppUTOpHUI0 Poccniickoit
®denepanuu B nopsake, ycraHoBieHHOM [IpaBurensctBoM Pocculickoit denepanuu.
3amnperiaercs BBO3 Ha TeppuTopHio Poccuiickoit denepanny He3aperucTpupoBaHHBIX



JIEKapCTBEHHBIX NIPENAapaToOB, IPEIHA3HAYEHHBIX ISl TyMAaHUTApHOW MOMOUIH (COAECUCTBUS) WU
IIOMOUIY IIPH YPE3BBIYaNHBIX CUTYaLUsX.

Cratps 51. CorpyaauuecTBo ¢eaepajbHOI0 OPraHa uCNOJHUTEIbHON BJIACTH,
YIOJIHOMOYEHHOT0 B 00J1aCTH TAMOKEHHOT'0 /1eJIa, U IPYTrUX YIOJTHOMOYEHHbIX
(enepajbHBIX OPraHOB UCIOJHUTEIbHON BJIACTH

1. YnonnomoueHHble GeiepabHble OPTaHbl UCIIOJHUTEIBLHON BIACTH MIPEIOCTABIIAIOT B
pacniopsbkeHue (eepaibHOro OpraHa HCIIOJTHUTEIHbHON BIACTH, YIIOJIHOMOUYEHHOTO B 00JIaCTH
TaMO>KEHHOT0 JieJ1a, TOCYIapCTBEHHBIN PEEeCTp JIEKAPCTBEHHBIX CPE/ICTB, a TaKKe WH(OPMALIHIO
0 BBIJIaHHBIX Pa3pEeIICHUAX HA BBO3 KOHKPETHOM MapTUM JIEKAPCTBEHHBIX CPEJICTB B CIydasX,
YCTaHOBJICHHBIX YacThlo 3 cTaThi 47 HacTosero depepanibHOro 3aKOHa.

2. ®enepanbHbIi OpraH UCTIOIHUTEILHON BIACTH, YIIOJIHOMOYEHHBINA B 00JIACTH TaAMOKEHHOTO
nena, THGOpMUPYET YKa3aHHbIE B 4acTU | HACTOSILEH CTaTbU YIIOJTHOMOYEHHBIE (eiepaibHbIe
OpraHbl HCIIOJHUTEIBHOM BJIACTH O BBO3€ JIEKAPCTBEHHBIX CPEJCTB HA TEPPUTOPHUIO Poccuiickoin
®denepanny U BbIBO3E JIEKAPCTBEHHBIX CPEACTB ¢ TeppuTopun Poccuiickoit @eaepannu no
dbopme u B mopsiIKe, KOTOpbIE ycTaHoBIEeHHI [IpaBuTenscTBOM Poccuiickoit denepanuu.

['maa 10. ®apmaneBTHYecKAas 1esITeIbHOCTH
Cratbs 52. OcyuiecTBiieHne (papManeBTHYECKOH 1eSiTeJIbHOCTH

1. ®apmaneBTHUECKAs AEATENBHOCTD OCYILIECTBIIAETCS OPraHU3aLUsIMU ONTOBOM TOPrOBIN
JIEKapCTBEHHBIMU CPEACTBAMM, alITEYHBIMU OPraHU3alUIMU, BETEPUHAPHBIMU alITEUHBIMU
OpraHu3alUsIMH, HHANBUAYAIbHBIMU IPEANPUHUMATENAMHI, UMEIOIIUMU JIMIEH3UI0 Ha
(apMaleBTUYECKYIO AEATEIbHOCTb, MEAUIIMHCKUMH OpraHU3alusIMy, UMEIOIIUMH JIMLIEH3UI0 Ha
(bapMalieBTUYECKYIO AESATEIbHOCTb, U UX 000COOJIEHHBIMU MOAPa3eICHUAMU (aMOYIaTOPUIMH,
denpamepckuMu 1 GeIpAIIepCKO-aKyIIepCKUMU TyHKTaMH, EHTpaMu (OTACTICHUSIMH ) OOIIeH
BpaueOHOM (ceMelHO) MPaKTHKH), PACIIOJI0KEHHBIMU B CEJILCKUX MOCEIEHUAX, B KOTOPBIX
OTCYTCTBYIOT alITE4YHbIE OPraHU3alMY, U BETEPUHAPHBIMHU OPraHU3aLUsIMU, UMEIOIINMHU
JMIIEH3UIO Ha (papManeBTHUECKYIO 1€ TeIbHOCTb.

2. ®uU3MUeCcKHUe JTUIA MOTYT OCYLECTBIATH ONpPEeICHHbIE BUbI (hapMalleBTHUECKON
JeSTEIbHOCTH NPH HAJIMYUHU BhICIIErO (hapMalleBTHUECKOIr0 WM CpeiHero (hapMaleBTUIeCKOro
00pa3oBaHus MO0 BBICIIETO MM CPEIHEr0 BETEPHUHAPHOI0 00pa3oBaHus U cepTU(duKkara
CIEIUAIACTA.

Cratbs 53. [Ipoaaxka, nepegaya jJeKapCTBEHHbIX CPEICTB OPraHU3alUsIMU ONITOBOI
TOPTrOBJIH JIEKAPCTBEHHBIMH CPEACTBAMH

Opranuzanyy onToBOM TOProOBIIN JIEKAPCTBEHHBIMH CPEICTBAMU MOTYT OCYILECTBIISTH IPOJAXKY
JIEKAPCTBEHHBIX CPEJICTB UJIM NIEPEIaBaTh UX B YCTAHOBICHHOM 3aKOHOAATEIbCTBOM
Poccuiickoit deneparum nopsake:

1) apyrum opranusaiusiM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;

2) IPOU3BOTUTEISM JICKAPCTBEHHBIX CPEJICTB IS IIe/Iei MPOU3BOCTBA JIGKAPCTBEHHBIX
CPE/ICTB;

3) AIITCYHBIM OpPraHu3aluiaM U BETCPUHAPHBIM allTCYHBIM OPraHU3alyusaIM,



4) Hay4YHO-HUCCIIEIOBATEIBCKIUM OPTraHU3alUsIM I HAyYHO-HCCIIE0BATENbCKOM PabOThI;

5) MHAMBHUIYAILHBIM MPEANPUHUMATEISIM, UMEIOIINM JTUIEH3UIO Ha (apMalleBTUYECKYIO
JEATEIIbHOCTD WJIU JIMLEH3UI0 HA MEJULIMHCKYIO IESITEIbHOCTD;

6) MEOULIMHCKUM OpTraHU3alsIM, BeTepUHAPHBIM OpraHU3aLHsIM;
7) opranu3anusM, OCyIIeCTBIISIOINM Pa3BEACHNE, BEIPAILIMBAHUE U COJIEPKAHNE )KUBOTHBIX.
Cratbs 54. IlpaBuiia onToOBOIi TOProBJIN JIEKAPCTBEHHBIMH CPeICTBAMU

OnroBas TOPIroBJIA JICKAPCTBCHHBIMHA CPCACTBAMUA OCYHICCTBJIACTCA MPOU3BOJUTCIIAIMU
JICKApPCTBCHHEBIX CPCACTB U OpraHu3aiusiMu OIITOBOM TOProBJIK JICKAPCTBCHHBIMHU CPCACTBAMMU I10
mpaBujiaM, YITBCPKICHHBIM COOTBCTCTBYIOIIUMHU YITOJTHOMOYCHHBIMUA (bellepaHBHBIMI/I opraHaMu
HCITOJIHUTEILHOHN BIACTH.

Cratbs 55. Ilopsiiok po3HUYHOI TOProOBJIM JIEKAPCTBEHHBIMH MpenapaTaMmu

1. Po3HruHast TOPTroOBIIst IEKAPCTBEHHBIMU MIPENapaTaMy B KOJIMYECTBAX, HEOOXOAUMBIX JUIS
BBIMOJIHEHHS Bpa4eOHBIX ((PeNbAMEpCKIX ) Ha3HAUCHHU WITH HA3HAUYCHHUH CIICIIMAJINCTOB B
00J1aCTH BEeTEpUHAPHUH, OCYIIECTBISIETCS AIITEYHBIMH OPTaHU3alUsIMHU, BETEpUHAPHBIMU
aNTeYHBIMH OPTaHU3ANUSIMU, UHIAUBHYyATbHBIMH PEIIPUHUMATEISIMA, HMEIOITUMH JIUIICH3UIO
Ha (papManeBTUIECKYIO IEATEIbHOCTh, MEUIIMHCKAMHU OpTraHU3aUsIMU, IMEIOIIMMH JIULEH3UIO
Ha (papMaleBTUYECKYIO ICATEILHOCTh, U UX 000COOJICHHBIMHU MOIPA3ICIICHUSIMH
(amOynaropusiMu, (henbIIIepCKUMH U (eNbAMEPCKO-aKyIIEPCKUMH ITyHKTaMH, [IEHTPaMHU
(otnenenusMu) oOmel BpaueOHOM (CeMEIHO ) MPAKTHKM ), pACIIONIOKEHHBIMHU B CEIBCKUX
MIOCEJICHUSX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIC OPTaHNU3aLH, U BETEPHHAPHBIMH
OpraHu3alUsIMK, UMCIOIIUMH JIMIICH3UIO Ha (papMaleBTUYECKYIO IeATeIbHOCTh. Pa3pernieHa
PO3HHYHASI TOPTOBJIS TOIBKO JICKAPCTBEHHBIMH ITpENIapaTaMu, 3apeTUCTPUPOBAHHBIMH B
Poccuiickoii @enepaiinu WM U3rOTOBJICHHBIMU alITEYHBIMU OPTaHU3AIMSIMH, BETCPUHAPHBIMU
aNTEYHBIMHU OPTaHU3AINSIMH, UHIAUBHIyaTbHBIMH MTPEIIPUHUMATEISIMHA, IMEIOIIMH JTHIICH3UIO
Ha (papMalneBTUUECKYIO 1€ TEIbHOCTb.

2. Bupl anTeyHbIX OpraHu3alliii ¥ mpaBuia OTIycKa JEKapCTBEHHBIX MPENapaToB s
MEMIIMHCKOTO MTPUMEHECHHUS allTEYHBIMU OPTaHU3aIASIMHA, WHIHBHTYaJTbHBIMH
MpeapUHUMATEIIMU, UMEIOIIMMU JIMIICH3HIO Ha (DapMaIleBTHUECKYIO JesITEIbHOCTD, a TAKKe
IpaBuiIa OTITyCKA JIEKAPCTBEHHBIX PENapaToB Il METUIITHCKOTO IIPUMEHEHUS METUITUHCKIMHA
OpraHu3alUsIMH, UMEIOIUMHU JUIIEH3UI0 Ha (papMalleBTHUYECKYIO 1€ TebHOCTh, U UX
000CO0JIEHHBIMY MOpa3ieIeHUSIMU (aMOyIaTOPUSIMH, (PENbIIIEPCKUMU U QeNIbIIIepCKO-
aKyIIepCKUMHU MyHKTaMHU, IIEHTpaMu (OTAeNeHUsIMHU) 0011ei BpaueOHOMN (CeMeHOI) MpaKkTUKu),
PacIIOIOKEHHBIMHU B CEITBCKUX TIOCEIEHUSX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE OpraHU3aIlNH,
YTBEPXKJAIOTCSI YIIOJHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCIOJIHUTEIBHOM BIACTH.

3. IIpaBuina oTiycka HAPKOTUYECKUX CPEJICTB U IICUXOTPOIHBIX BELIECTB, 3apPErUCTPUPOBAHHBIX
B KaUECTBE JIEKAPCTBEHHBIX IPENApaTOB, JIEKAPCTBEHHBIX IIPENapaToB, COAEPKAIINX
HapKOTUYECKUE CPECTBA U NICUXOTPOIHBIE BEUIECTBA, YTBEPKAAIOTCS YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTELHON BIACTH MO COTJIACOBAHUIO C (pesiepaibHbIM OpPraHOM
MCIIOJTHUTENIHOM BJIACTH, OCYLIECTBIISIOMNM (QYHKIHUU IO BBIPAOOTKE rOCYJ1apCTBEHHOM
MOJUTHUKH, HOPMATUBHO-TIPABOBOMY PETYIUPOBAHHIO, KOHTPOJIIO M HAA30pY B cpepe obopoTa
HapKOTUYECKUX CPE/ICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, a TAKXKe B 00JIaCTH
IPOTUBOACHUCTBUS UX HE3AKOHHOMY 000pOTY.



4. JlexapCTBEHHbIE IPENApAThI 17151 BETEPUHAPHOI'O IPUMEHEHHUS TOAJIEXKAT OTILYCKY
BETEPUHAPHBIMU ANITEUHBIMU OPraHU3aLMAMU, BETEPUHAPHBIMUA OPraHU3aLUsAMU,
WH/IMBUIYaJIbHBIMU TPEANPUHUMATENSIMHU, UMEIOIINMU JIMICH3UIO Ha (hapMaIleBTHYECKYIO
JesTesbHOCTD. [IpaBuina oTIycka J1eKapCTBEHHBIX IIPENapaToB Ul BETEPUHAPHOTO IPUMEHEHUS
YTBEPXKIAIOTCS YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCIIOJIHUTEIBHOM BIACTH.

5. IlepeueHb MEIUIIMHCKUX OPTaHU3aLUH, UMEIOMIUX JTUIIEH3UIO Ha (papMalleBTUYECKYIO
JEATEeILHOCTh, M UX 000COOJIEHHBIX MOApa3AeIeHUH (aMOynaTopuii, PebamepcKux u
(benpaImepcKo-aKymepcKuX MyHKTOB, IIEHTPOB (OTIEIeHUI) 00I1Iel BpaueOHOM (CeMEIHO )
MPAKTUKM), PACTIOJIOKEHHBIX B CEJIbCKUX IMOCEICHUAX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE
OpraHM3aliy, a TAKXKe [ePEUYEHb JIEKapCTBEHHBIX MIPENApaTOB (32 UCKIIOUEHUEM HAPKOTHUECKHUX
JIKapCTBEHHBIX MPENapaToOB U MCUXOTPOIMHBIX JIEKAPCTBEHHBIX MPENapaToB), Mpojiaxka KOTOPHIX
MOYKET OCYIIECTBIATHCS YKa3aHHBIMUA OPTaHU3AIMAMH U UX 000COO0ICHHBIMHU MOPA3ICIICHUSIMH,
YCTaHaBIIMBAIOTCSA OpraHaMH UCIIOJIHUTENbHON BiacTu cy0ObekToB Poccuiickoit denepannu.

6. AniTe4HbIe OpraHN3allui, UHAUBHyalbHbIC TPEIIPUHUMATETH, UMCIOIINE JIUICH3UIO Ha
(dapManeBTHUYECKYIO JICITeILHOCTD, 00s3aHBI 00ECIICUNBATh YCTAHOBICHHBIN YIIOJTHOMOYSHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTEILHON BIACTH MUHUMAJIbHBIN aCCOPTHMEHT JIEKAPCTBEHHBIX
IpernapaToB, HEOOXOIUMBIX JIJIsl OKa3aHUsI MEIUIIMHCKON TTIOMOIIIH.

7. AnTe4yHble OpraHnU3aluy, UHAUBUyalIbHbIE IPEIIPUHUMATENN, UMEIOIUE JTUIIEH3UIO Ha
(apMaLeBTUYECKYIO I€ATEIbHOCTD, HAPALY C JIEKAPCTBEHHBIMU IIperapaTaMi UMEIOT NPaBo
nproOpeTaTh U MPOAABATH U3/AEIHS MEAULIMHCKOTO Ha3HAUEHUs, Ie3MH(PULIUPYIOIINE CPEICTBa,
IIPEIMETHI U CPEJCTBA IMYHOW TMTUEHBl, OCYAY AJI1 MEAULIMHCKUX LENeH, IPEeIMEThl U
CpEeZCTBAa, IPEeIHAa3HAYECHHBIE JAJIS YX0/a 32 OOJIbHBIMU, HOBOPOXKJCHHBIMU U JI€TbMHU, HE
JOCTUTIIMMHU BO3pacTa TPEX JIET, OUYKOBYIO ONTHKY U CPEJICTBA yX0/1a 32 HEH, MUHEpaJIbHbIE
BO/JIbl, IPOYKTHI JIEYEOHOI0, IETCKOTO U TUEeTHYECKOI0 TUTAHUS, OMOJIOTMUECKU AKTUBHBIE
n00aBKH, JIeUeOHYIO Map(PIOMEPHO-KOCMETUYECKYIO TPOAYKIHIO, MEAUIIMHCKUE U CAHUTAPHO-
IPOCBETUTEIIbHBIE IIEUaTHbIC U3/IaHMs, IPEeJHa3HAYCHHbIE [yl IPoMarat sl 310poBOro oopasa
YKU3HU.

8. JlesTenbHOCT anTeuHbIX opranu3anuii Boopyxxennsix Cun Poccuiickoit @enepanuu, Ipyrux
BOMCK, BOMHCKUX (DOPMHUPOBAHUI1 U OPraHOB, B KOTOPBIX 3aKOHOATENbCTBOM Poccuiickoil
®enepanii NpeayCMOTPEHO MTPOXOKACHUE BOEHHON MM MTPaBOOXPAHUTEIBHOMN CITYKOBI,
periiaMeHTHpyeTcst HacTosuM DeepanbHbIM 3aKOHOM U YTBEPKICHHBIMU
COOTBETCTBYIOIMMU (eiepaibHbIMU OpraHaMH UCIIOJIHUTEIbHON BIACTH MOJOKEHUSIMHU.
KonTtpoms 3a coOnroieHueM yka3aHHBIMH allTeUHbIMU OpraHU3alMsIMU OJI0KEHUN HACTOSIIET0
®enepalibHOTO 3aKOHA OCYILIECTBIISIETCS] COOTBETCTBYIOIINMMHU (pe/iepabHBIMU OpraHaMu
UCIIOJIHUTEJIBHOU BIIACTH.

Cratbs 56. U3roToB/IeHHE U OTIYCK JIEKAPCTBEHHBIX NpenapaToB

1. 3roToBneHue JIeKapCTBEHHBIX MIPENapaToB aTEYHBIMU OPraHU3alMAMHI, BETEPUHAPHBIMU
anTeYHbIMU OPTaHU3ALUAMU, HHIUBUYAIbHBIMU NIPEAIIPUHUMATEISAMU, UMEIOLIUMU JTULEH3HUIO
Ha (apMalleBTUYECKYIO IE€ATEIbHOCTh, OCYILIECTBISETCS 110 peLenTaM Ha JeKapCTBEHHbIE
npenaparsl, o TpeOOBaHUAM MEIUIUHCKUX OpTaHU3alMii, BETEPUHAPHBIX OpraHU3aIUil B
COOTBETCTBUU C MPABWIAMH M3TOTOBJIEHUS U OTIYCKa JIEKAPCTBEHHBIX IIPENAapaToB,
YTBEP)KJICHHBIMH YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM UCTIOJHUTEIBHON BIACTH.

2. HpI/I HU3TOTOBJICHUU JICKAPCTBCHHBIX MPCIIAPATOB alITCYHBIMU OpraHU3alUusIMU,
BCTCPUHAPHBIMU AlITCYHBIMU OpraHU3alluaAMU, UHINBUAYAJIbHBIMU MIPEATTPHUHUMATEIISAMU,
UMCIOIIMMHU JIMIICH3UIO Ha (bapMaL[eBTI/I‘{CCKyIO ACATCIIbBHOCTD, UCITOJIB3YHOTCS



dapmaleBTUYECKHEe CyOCTaHIINH, BKIIFOUEHHBIE COOTBETCTBEHHO B TOCYIaPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPE/ICTB Il MEAUIIMHCKOTO MPUMEHEHHSI U TOCYIapCTBEHHBIN peecTp
JICKAPCTBCHHLIX CPCACTB AJId BETCPUHAPHOTO ITPUMCHCHUW A B YCTAHOBJICHHOM ITOPAAKCE. He
JIOTTYCKaeTCsl U3rOTOBJICHHE allTeUHBIMHU OpraHU3alusIMU, BETEpUHAPHBIMU allT€YHBIMU
opranu3alusaMu, MHAUBUAYAJIbHBIMU MIPCATTPUHUMATCIIIMU, UMCIOIIUMHU JIMICH3HUIO Ha
(bapMaleBTUYECKYIO 1€ATEIbHOCTD, JIEKAPCTBEHHBIX MPENapaToB, 3aperuCTPUPOBAHHbBIX B
Poccuiickoit @enepanuu.

3. MapKI/IpOBKa JICKApCTBCHHBIX NPCIapaToB, U3rOTOBJICHHBIX AlITCUYHBIMU OpTaHU3allUsAMU,
BCTCPUHAPHBIMU AlITCYHBIMU OpraHU3alusAIMi, HHANBUAYAJIbHBIMU ITPEATIPUHUMATCIAMU,
UMCIOIIIMMHU JIMIICH3UIO Ha (bapMaL[eBTI/I'-IeCKyIO JACATCIIBHOCTD, U O(l)OpMJIeHI/Ie TaKHuX
ImpenapaTroB AOJIKHBI COOTBECTCTBOBATH IIpaBUJIaM, YKa3aHHBIM B 4YaCTHU 1 HaCTOHH_Ieﬁ CTaTbu.

4. AnTeuHsle OpraHu3aly, BETepUHAPHbIC allTeUHble OPraHU3aluK, HHAUBUAYaJIbHbIE
NpeINpUHIMATENN, IMEIOLIHE JTMIEH3UI0 Ha (DapMaleBTHUECKYIO JesTeIbHOCTh, HECYT
OTBETCTBEHHOCTb 33 HECOOJIIOICHNE MIPABUJI U3TOTOBJICHUS U OTIIYCKA JIEKAPCTBEHHBIX

IIPEnapaToB B COOTBETCTBHUHU € 3aKOHOAATENbCTBOM Pocculickon denepanuu.

Crarbsa 57. 3anpemenue npoaaxku pajabcuGuuupPOBaHHBIX JEKAPCTBEHHBIX CPE/ICTB,
He00POKAYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX
cpeacTB

[Tponaxa dhanbcupUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, HETOOPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB 3aIPEIIACTCS.

Crartbs 58. XpaHeHuUe JIeKAPCTBEHHBIX CPeICTB

1. XpaHeHHe JIGKapCTBEHHBIX CPEJICTB OCYLIECTBISETCS MIPOU3BOIUTEISIMU JICKAPCTBEHHBIX
CpCACTB, OpraHu3aluiaIMnu ONTOBOH TOPIroBJIX JICKAPCTBCHHBIMHA CPEACTBAMHU, AlITCUHBIMU
OpraHu3aIUsIMH, BETCPUHAPHBIMH AlITEUHBIMUA OPTaHU3AIMSIMH, UHIUBUIYTbHBIMU
npeaAnpruHUMaTCIIMU, UMCIOIITMMHU JIUICH3WIO Ha q)apMaIICBTI/ILIeCKYIO ACATCIIBHOCTD UJIU
JIMIICH3UIO HA MEJUIIMHCKYIO IS TEIbHOCTh, MEAMIIMHCKUMH OpTraHU3alusIMH, BETEpUHAPHBIMU
OopraHu3alrsMU U UHBIMU OpTraHU3alluaAMU, OCYIICCTBIIAIOITUMU O6paIII€HI/Ie JICKApCTBCHHBIX
CpPEICTB.

2. IlpaBuita XpaHeHUs JIEKAPCTBEHHBIX CPEICTB YTBEPKIAIOTCS COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (e/IepaIbHbIM OPTaHOM MCIIOTHUTEIbHON BIIACTH.

3. XpaHeHHe HAapKOTUYCCKUX JICKAPCTBCHHBIX CPCACTB, IICUXOTPOITHBIX JICKAPCTBCHHBIX
CpeACTB, paarodapMaleBTHUECKUX JEKAPCTBEHHBIX CPEACTB OCYILECTBIISAETCS B COOTBETCTBUU C
3aKoHoAarenbCcTBOM Pocculickoit denepanun.

I'maBa 11. YHHUYTOKEHHE JICKAPCTBEHHBIX CPEICTB
Cratbs 59. OcHOBaHMSA M MOPAIOK YHHUTOKEHHUS JICKAPCTBEHHBIX CPEICTB

1. HenoOpokauecTBeHHbIE JIEKAPCTBEHHBIE CPEJICTBA, (palbcU(PUIIMPOBAHHbIE JIEKAPCTBEHHBIE
CpeZCTBa MOJUIeKAT UIBATHIO U3 TPAXKTAHCKOT0 000pOTa U YHUUTOKEHHUIO B IOPSJIKE,
ycranoBieHHOM [IpaBurensctBom Poccniickoit @enepanun. OCHOBaHUEM ISl YHUUTOXKEHHS
JIEKaPCTBEHHBIX CPEJICTB SIBIISIETCS PELICHHE BIIa/I€IIbLia JIEKAPCTBEHHBIX CPEJCTB, PEIICHNE
COOTBETCTBYIOLIETO YIOJIHOMOYEHHOTO (peIepabHOrO OpraHa UCIIOJIHUTENbHON BIACTH UIIH
peleHue cyna.



2. KonTpadaxkTHbie IeKapCTBEHHBIE CPENICTBA MOIJICIKAT U3BATHUIO U3 TPAXKITAHCKOTO 000pOTa U
YHUUTOKEHUIO 0 penieHuto cyaa. [lopsaaok yHuaToxkeHus: KOHTpahaKkTHBIX JIeKapCTBEHHBIX
cpencts ycranaBinuaercs [IpaBurenscTBom Poccuiickon denepannm.

3. Pacxo/ipl, CBSI3aHHBIE C YHUYTOKEHUEM KOHTpa(paKTHBIX JEKapCTBEHHBIX CPEJICTB,
HEeI00pOKAaYEeCTBEHHBIX JICKAPCTBEHHBIX CPEACTB, (GalbCU(PUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, BO3MEILAIOTCA UX BIAJEIBLIEM.

4. Bnanernen JIeKapCTBEHHBIX CPE/ICTB J0JDKECH MPEICTaBUTh B YIIOJTHOMOYCHHBIHN (peepanbHbIi
OpraH MCIOJIHUTEIbHON BIACTH JOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJICHHOM IOPSJIKE €ro
KOTIHIO, OATBEePKIAtoKe (PaKT YHHUTOKECHHS JIEKAPCTBEHHBIX CPEICTB.

5. COOTBETCTBYIOIIUN YIIOJJHOMOYCHHBIN (DeiepabHbIM OpPraH UCIIOTHUTEIILHON BIIACTH,
MPUHSBIIAN pelIeHUe 00 YHUUTOKCHUH JICKAPCTBEHHBIX CPEJICTB, OCYIIECTBISET KOHTPOIb 32
UX YHUYTO)KCHHUEM.

6. YHUUTO)KEHHUE JIEKAPCTBEHHBIX CPEJCTB MPOU3BOAUTCS OpraHU3aAIUSIMHU, UMEIOIIUMHU
COOTBETCTBYIOIIYIO JMIICH3HIO, Ha CIIEIHATIHLHO 000PYAOBAHHBIX TUIOMIA/KAX, TIOJIUTOHAX U B
CHEIHalIbHO 000PYIOBAaHHBIX MTOMEIICHUIX C COOJI0/IEHUEM TpeOOBaHUN B 0071aCTH OXpaHbl
OKpYKaloIlEH Cpelibl B COOTBETCTBHUM C 3aKOHOAATENLCTBOM Poccuiickoit denepanum.

7. HapkoTruueckue JIeKapCTBEHHBIE CPEJICTBA, [ICUXOTPOIIHbIE JIEKAPCTBEHHbIE CPE/CTBA,
panuodapmaleBTHUECKUE JIEKAPCTBEHHBIE CPE/ICTBA YHUUTOKAKOTCSI B COOTBETCTBUU C
3aKoHoAarenbCcTBOM Pocculickoit denepanuu.

I'maBa 12. I'ocynapcTBeHHOE peryJMpoBaHue leH HA JeKapCcTBeHHbIe Mpenaparhbl 1Jis
MeJIMINHCKOr0 MPpUMeHEeHusl

Cratbs 60. I'ocynapcTBeHHOE peryJiipoBaHue LeH HA JJeKapCTBEHHbIE Npenaparsbl AJs
MeIUIIUHCKOT0 MPUMeHEeHHUSs

FOCYI[apCTBeHHOG PEryjinpoBaHuC 1C€H Ha JICKAPCTBCHHLIC TPCTIapaThl AJII MECAUIUHCKOT'O
MPUMCHCHUA OCYHICCTBIACTCA MMOCPCACTBOM:

1) YTBCPIKACHUSA ICPCUHA KU3ZHCHHO HGO6XO,[[I/IM]':>IX 1 BaXKHEHILINX JICKApPCTBCHHBIX NIPCIIapaTOB,
BKJIIOYCHHBIX B TaKOU NEpCUYCHb MO MEKAYHAPOAHBIMU HEMMATCHTOBAHHBIMU UM XUMUYCCKHUMU
HAaNUMCHOBAHUSAMU U COOTBETCTBYIOIINUX CICAYIOIINUM KPUTCPUAM:

a) MIpUMEHEeHHEe KOHKPETHOIO JIEKAPCTBEHHOTO Mpernapara JUis JUarHoCTUKHU, MPO(UITAKTUKH,
JedeHus 3a00JIeBaHUM, B TOM YKCie MPeo0IalaloluX B CTPYKType 3a00J1€Ba€MOCTH B
Poccuitckoit denepanuu;

6) NpEeUMYIIECTBO KOHKPETHOI'O JICKAPCTBEHHOT'O IIPCIlapaTa IO CPABHECHUIO C APYTUMU
JICKApPCTBCHHBIMU IMPEriapaTtaMu IIpH ONPEACICHHBIX 3360J’IeBaHI/II/I, CUHAPOME WA KIIMHAYECKOM
CUTyalluu,

B) TEPANICBTUUCCKAA OKBUBAJICHTHOCTh KOHKPETHOI'O JICKAPCTBEHHOT'O ITpEIiapaTa
JICKApPCTBCHHBIM IIpCriapaTtaM CO CXOXUM MEXAHU3MOM (I)apMaKOJ'IOFI/I"IeCKOI‘O ):[CﬁCTBPIH;

2) YTBCPKACHUSA MECTOAUKH YCTAHOBJICHHUA ITPOU3BOAUTCIIAMU JICKAPCTBCHHBIX IIPCIIAPATOB
MNPEACIIbHBIX OTITYCKHBIX IE€H Ha JICKAPCTBCHHBIC MPCIapaThl, BKIFOYCHHBIC B IICPCUYCHD
KHN3HCHHO HCOGXOI[I/IMBIX U BaXKHEHIIIHNX JICKApCTBCHHBIX MPCIIapaToOB;



3) rocy1apCTBEHHOM pErMCcTpaliy YCTaHOBJIEHHBIX POU3BOAUTEISIMU JIEKAPCTBEHHBIX
[IPENapaToB MPEACNIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIEC MPENApaThl, BKIOYEHHEIE B
[epEeYECHb )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IIPENApaTOB;

4) BeieHUs TOCYJapCTBEHHOI'O PEECTPA MPEEIbHBIX OTIYCKHBIX LIEH ITPOU3BOUTENIEH Ha
JIeKapCTBEHHBbIE IIPerapaThl, BKIOYEHHBIE B IEpeUeHb )KU3HEHHO HEOOXOJUMBbIX U BasKHEHIINX
JIEKapCTBEHHBIX IIPEIApaToB;

5) yTBEpK/I€HUS METOJIMKN YCTAHOBJICHUSI OPraHaMH MCTIIOJIHUTEIBHOM BJIACTH CYOBEKTOB
Poccuiickoii @enepanuy npenenbHbIX pa3MepoB ONTOBBIX Ha/l0aBOK U MPEAEIbHBIX Pa3MEPOB
PO3HUYHBIX Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM [IEHAM, YCTAaHOBJICHHBIM MTPOU3BOIUTEIISIMU
JIEKapPCTBEHHBIX MIPENApaTOB, HA JICKAPCTBEHHBIE IIPENApaThl, BKJIOYCHHBIE B [IEPEYCHb
KU3HEHHO HEOOXOIMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPETIapaToB;

6) yCTaHOBJICHUS MIPE/IeIbHBIX Pa3MEPOB ONTOBBIX HAJ0ABOK U MpeeIbHBIX pa3MEPOB
PO3HUYHBIX HA0aBOK K (DAKTHUECKUM OTITYCKHBIM IICHAM, YCTaHOBJICHHBIM MPOU3BOAUTEIIMU
JIEKapCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIE MIPerapaThl, BKIIOYCHHbBIE B IIEPEUYCHb
YKU3HEHHO HEOOXOIUMBIX U BOXKHEUIIINX JICKAPCTBEHHBIX MTPENapaToB;

7) yTBEpKIEHUS TIOPSIKA BBIA4YM MPEITUCAHNNA OpraHaM UCIIOTHUTEIBHON BJIACTH CYOBEKTOB
Poccuiickoit denepaiu o NpuBEICHUN B COOTBETCTBUE C 3aKOHOJATEILCTBOM Poccuiickoi
®deneparyy penieHnid 00 yCTaHOBJICHUH MTPEICTBHBIX pa3MEPOB ONTOBBIX HAI0ABOK H
MpeleIbHBIX PA3MEPOB POIHUYHBIX HAA0AaBOK K (PAKTHUECKUM OTIYCKHBIM IICHAM,
YCTaHOBJICHHBIM ITPOU3BOIUTEISIMU JIEKAPCTBEHHBIX MPENAPATOB, HA JICKAPCTBEHHBIE
npenaparsl, BKIIOYCHHBIE B TIEPEUYCHD )KU3HEHHO HEOOXOIMMBIX M BAXKHEHUIIIUX JICKAPCTBEHHBIX
MIPEIapaToB, €CJIM OHU MPUHSATHI C HAPYLICHUEM 3aKOHOaTenbcTBa Poccuiickonn denepannu, B
nopsiike, ycranoBiaeHHoM IIpaButensctBom Poccuiickoit denepanny;

8) HampaBJIeHUS YIIOJHOMOYEHHBIM (e/iepaaIbHbIM OPraHOM HCIIOJIHUTEILHON BIACTH OpraHaM
MCIIOJIHUTENIbHOM Bi1acTu cyObekToB Poccuiickoil denepanuu npeanucaHuii o NIPpUBEICHUH B
COOTBETCTBUE C 3aKOHOAATENbCTBOM Poccuiickoit denepanny NpUHATHIX ¢ HAPYILIEHUEM
3akoHojaTenbcTBa Poccuiickoit denepanyu pemeHnii 00 yCTaHOBIIEHUH IPEENIbHBIX Pa3MepOB
OTTOBBIX Ha10aBOK U MPEAEIbHBIX Pa3MEPOB POSHUYHBIX Ha/10aBOK K LIEHAM Ha JIEKapCTBEHHbIE
Ipenaparsl, BKIOYEHHbIE B IEPEYEeHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIIINX JIEKaPCTBEHHBIX
IIpenapaTos;

9) ocymiecTBiIEHUS TOCYAapCTBEHHOTO KOHTPOJIS 32 IPUMEHEHUEM 1IEH Ha JIeKapCTBEHHbIE
npemnaparsl;

10) mpuMeHeHHsI TPeTyCMOTPEHHBIX 3aKOHOAaTeNbCcTBOM Poccuiickoil @enepanun Mep
OTBETCTBEHHOCTH 3a HapyLIEHHE MOpsi/iKa lIeHO00pa30BaHMsI Ha KU3HEHHO HEOOX0IMMBbIE U
Ba)KHEHNIINE JIEKApCTBEHHBIE MIPENapaThl.

Crartbs 61. I'ocynapcTBeHHasi perucTpanus yCTAHOBJICHHBIX IPOU3BOAMTEIAMHU
JICKAPCTBEHHBIX MPENapaToB NpeAeJabHbIX OTIIYCKHBIX IIeH Ha )KU3HEHHO Heo0X0oauMbIe U
Ba’KHeHIMe JIeKAPCTBEHHbIE NPENnapaTbl U MX MPOAaKa

1. YcraHoBIEHHBIE MPOU3BOIUTEISIMHA JIEKAPCTBEHHBIX MPENAPATOB MIPEAEIbHBIE OTITYCKHBIE
IICHBI Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIIOUEHHBIE B IEPEUCHb KU3HEHHO HEOOXOAUMBIX U
BAKHEUIINX JICKAPCTBEHHBIX IIPENAPATOB, MTOAJIEKAT TOCYIAPCTBEHHOW PErMCTPALIUH.



2. YcraHOBNIEHHAs MPOU3BOJUTENEM JIEKAPCTBEHHBIX MPENapaToB MpeAesibHast OTIYCKHAs IIeHa
Ha JIEKApCTBEHHBIN Mpernapar, BKIIIOUEHHBIH B TepeueHb )KM3HEHHO HEOOXOUMBIX U
BAKHENIIMX JIEKAPCTBEHHBIX MPENapaToB, NOMJICKHUT rOCYAAPCTBEHHOM PErUCTPalMK, €CIIM OHA
HE IIPEBBIIIAET pa3Mep LEHbI Ha IaHHbIN JIEKapCTBEHHBIHN Ipenapar, pACCUUTaHHbIN B
COOTBETCTBUU C YTBEPKICHHOU B NOPSAKE, yCTaHOBIEHHOM [IpaBurenscTBoM Poccuiickoit
®denepannv, METOOUKON YCTAHOBIICHUSI IPOU3BOIUTEISIMU JIEKAPCTBEHHBIX IIPENapaToB
MPEAEIbHBIX OTIYCKHBIX IIEH HA JIEKAPCTBEHHBIE IPEMAPATHI, BKJIIOUCHHBIE B IEPEYEHD
YKU3HEHHO HEOOXO/IMMBIX U BaXKHEHUIIINX JIEKAPCTBEHHBIX MIPENapaToB.

3. IIponaxka neKkapCTBEHHBIX MPENAPATOB, KOTOPBIE BKIIOUEHBI B IEPEUYEHb KU3HEHHO
HEOOXOMMBIX U BKHEUIITUX JIEKAPCTBEHHBIX MIPENapaToB U HA KOTOPHIE HE 3apErUCTpUPOBaHA
YCTaHOBJICHHAs IIPOU3BOAUTEISAMHU JICKAPCTBEHHBIX IIPENAPATOB MIPEeiIbHAs OTITYCKHAs LIEHA Ha
JIEKApCTBEHHBIE MTPEeNapaThl, BKJIIIOUEHHbBIE B IEPEUCHDb KU3HEHHO HEOOXOIMMBIX M BaXKHEUIIINX
JIEKapCTBEHHBIX IIPEINAPATOB, HE TOIIYCKACTCH.

Cratbs 62. I'ocynapcTBeHHbIH peecTp npeaebHbIX OTILYCKHBIX I[eH MPOU3BOANTE/Iei Ha
JIeKapCTBeHHbIE MpenapaThbl, BKJIOYEHHbIE B llepevYeHb sKU3HEHHO He00X0AMMBbIX U
Ba)KHeHIINX JIEKAPCTBEHHBIX NPenapaToB

1. 3aperucTpupoBaHHbIE IIPe/IEIbHbIE OTITYCKHBIE LIEHBI HA JIEKApCTBEHHBIE MTpenapaThl,
BKJIIOYEHHBIE B IIEpEUEHb KU3HEHHO HEOOXOIMMBIX U BXKHEHUIIMX JIEKAPCTBEHHBIX MIPENapaTos,
IIO/JIEXKAT BKIIFOYEHUIO B TOCYAAPCTBEHHBIN PEECTP MPEAEIbHBIX OTIIYCKHBIX LIEH
IIPOU3BOAUTEINICH HA JIEKAPCTBEHHBIE IIPETAPAThI, BKJIIOUECHHBIE B IIEPCUYCHb JKU3HEHHO
HEOOXOUMBIX M BaKHEHIIIMX JIEKAPCTBEHHBIX IPENapaToB.

2. l'ocynapcTBEHHBIHN peecTp MpeelbHBIX OTIYCKHBIX IIEH MPOU3BOIMTENICH Ha JIEKAPCTBEHHBIC
npernapaThl, BKIYCHHBIE B IEPEYCHD KU3HCHHO HEOOXOIMMBIX M BAYKHEHIITNX JIGKAPCTBEHHBIX
MpenaparoB, COACPKUT B ceOE CIIEYIOUTYI0 HH(OPMAIUIO:

1) HauMeHOBaHME MPOU3BOIUTENIS JIEKAPCTBEHHOTO TIpenapara;

2) HAaNMMCHOBAHUC JICKAPCTBCHHOT'O IIPCIIapaTa (MC)KIIYHapO,I[HOC HCIMIAaTCHTOBAHHOC UJIHN
XUMHYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) HOMEep PEeruCTPALOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO TIperapara;

4) nexkapcTBeHHas (opMa ¢ yKazaHUEM JO3UPOBKHU JIEKaPCTBEHHOTO MIpenapara u ero
KOJIMUECTBA BO BTOPUYHOM (MOTPEOUTETHCKO) yITaKOBKE;

5) 3aperucTpupoBaHHas MpeJeIbHas OTITYCKHAS IIeHa B PYOJIsIX;

6) 1ara rocy1apCTBEHHON PErUCTpalluy MPEeIbHON OTIYCKHON 1IEHBI Ha JIEKAPCTBEHHbBIE
npernaparsl, BKIIOYCHHBIE B IEPEUCHb KU3HEHHO HEOOXOAUMBIX U BAXKHEHUIITUX JIEKaPCTBEHHBIX
IpernapaToB.

3. 'ocynapcTBeHHAas! perucTpalus NpeaeabHbIX OTIYCKHBIX IIEH Ha JIEKApCTBEHHBIE MPEMapaThl,
BKJIIFOUCHHBIC B Hepequb JKN3HCHHO H€06XOHI/IMBIX 158 Bﬁ)KHGf/iIHI/IX J'IeKapCTBCHHBIX npenapaTOB,
BEJICHNE rOCYJapCTBEHHOTO peecTpa MpeiebHbIX OTIYCKHBIX 1IE€H MPOU3BOIUTENEH Ha
J'IeKapCTBeHHBIe npenapaTm, BKJIFOUCHHBIC B nepequL JKN3HCHHO HCO6X0}II/IMBIX 58 Ba)KHeI\/'IHII/IX
JIEKAPCTBEHHBIX MPEMApaTOB, OCYIIECTBIISIIOTCA B MOPSAAKE, yCTaHOBIIEHHOM [IpaBuTenscTBOM
Poccuiickoit denepanum.


http://www.rg.ru/2010/01/13/perechenlek-dok.html
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Cratbs 63. YcTaHOBJICHHE OPraHAMM MCIIOJTHUTEILHOM BJacTH cy0bekToB Poccniickoi
®enepanun npeaebHbIX Pa3MepPOB ONTOBBIX HA0ABOK U NpeAeJbHBIX pa3MepoB
PO3HUYHBIX HAA0AaBOK K GaKTHYEeCKHM OTIYCKHBIM LIEHAM, YCTAHOBJIEHHBIM
NPOU3BOMTEISMH JIEKAPCTBEHHBIX NPeNapaToB, HA JIeKAPCTBEHHbIE NPenapaThl 1Jsl
MeIUIIUHCKOI0 NPHUMEHEeHHU S

1. Opransl HCIIOJIHUTENBHON Bi1acTu cyobekToB Poccuiickoit denepanny ycraHaBIMBaOT
IpeJenbHble pa3Mepbl ONTOBBIX HAJI0ABOK U Mpe/iebHbIE pa3Mepbl POZHUYHBIX Ha/10aBOK K
(haKTHUECKUM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM IPOU3BOIUTEIISIMH JICKAPCTBEHHBIX
IpenapaToB, Ha JEKapCTBEHHbIE IIPENapaThl, BKJIOYEHHBIE B IEPEUCHb )KU3HEHHO HEOOXOIUMBIX
Y BaXKHEWIUX JIEKAPCTBEHHBIX IIPENApaToOB, B COOTBETCTBUU C YTBEPKICHHON B MOPSAJIKE,
yctanoBiieHHOM [IpaButensctBoM Poccuiickoit @eaepaiiuu, METOIUKON YCTaHOBICHUS
OpraHaMHM HCIIOJIHUTENIBHOM Bi1acTu cyobekToB Poccuiickoit denepainu npeaesibHbIX pa3MepoB
OINTOBBIX Ha10aBOK U IIPEEIbHBIX Pa3MEPOB PO3HUYHBIX Ha0aBOK K (PAKTUYECKUM OTITYCKHBIM
LIEHaM, YCTaHOBJIEHHBIM IIPOM3BOJUTEINSMU JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHbIE
npenaparhl, BKIIOUYEHHBIE B IEPEUCHb KU3HEHHO HEOOXOMMbIX M BaKHEHIIINX JIEKAPCTBEHHBIX
[IpenapaToB.

2. Opranu3zanuy ONTOBOM TOProBiIM U (UJIM) allT€YHbIE OPTaHU3alUY, UHANBUlyaJIbHbIE
HpeANpUHUMATENN, UMEIOLIHNE JTULEH3UI0 Ha (DapMalieBTHUECKYIO JeSTeIbHOCTh, OCYILECTBIISAIOT
peann3aluio JIEKapCTBEHHBIX MPENapaToB, BKIOYEHHbBIX B IEPEUEHb KU3HEHHO HEOOXOIMMBIX U
Ba)XHEHIINX JIEKAPCTBEHHBIX [IPENAapaToB, M0 LIEHAM, YPOBEHb KOTOPBIX HE MPEBBIILIACT CYMMY
(akTHYECKOM OTIYCKHOM 1IEHbI, YCTAHOBJICHHOW IPOU3BOUTENIEM JIEKAPCTBEHHBIX IIPENapaToB
U HE IPEBbIIIAIOIIEH 3aperMCTPUPOBAHHON IPEebHON OTIYCKHOM LIEHBI, U pa3Mep ONTOBOM
Ha/10aBKU ¥ (WJIK) pa3Mep pO3HUYHON Ha10aBKH, HE TPEBBIIIAIOIINE COOTBETCTBEHHO pa3mepa
npeenbHON ONTOBOM Haf0aBKU U (WJIM) pa3Mepa MpeaebHOW PO3HUYHOM Ha10aBKHy,
YCTaHOBJICHHBIX B cyOBekTe Poccuiickoit denepanuu.

3. Opransl HCHIOJIHUTENBHON BiacTu cyobekToB Poccuiickoit depepannu pa3MeIiarT B CETH
WHTepHeT mim onmyOIMKOBBIBAIOT HH(POPMAIIHIO O 3apETUCTPUPOBAHHON MPEIEITbHOMN OTITYCKHON
IIEHE Ha JIEKapCTBEHHbIE MpenapaThl, BKIIOYEHHbIE B TIepeueHb )KU3HEHHO HEOOXOIMMBIX U
BaXHEHIIINX JIEKAPCTBEHHBIX MPENapaToB, 00 YCTaHOBJIEHHBIX B cy0bekTe Poccuiickoit
®deneparun pazmepe npeaeabHoi onToBoi Han0aBKU U (WIK) pa3Mepe NpeAeTbHON pO3HUYHON
HaJ0aBKH K YCTAHOBJIEHHBIM ITPOU3BOIUTENSIMU JIEKAPCTBEHHBIX MTPENapaToB (PaKTHUECKUM
OTITYCKHBIM LIEHaM Ha JIEKapCTBEHHBIE IIPENapaThl, BKJIIOYCHHBIE B IIEPEUECHb JKU3HEHHO
HEOOXOUMBIX M BaKHEHIIMX JIEKApCTBEHHBIX MPENapaToB, U 00 yka3aHHOW B 4acTu 2
HacTosIel cratbi cymme. MHpopMmarus, npegycMoTpeHHas: HacTOSIIIEH YacThblo, JOJKHA
pa3MenaThes TAK)KE B alITEUHBIX OpraHU3alUsaX B JOCTYITHOM I CBEJCHUS BCEX
3aMHTEPECOBAHHBIX JIUI (hopMe U OOHOBIISATHCS 110 MEPE €€ ONyOIMKOBAHMSL.

4. IlpunHATHIE C HApYLIEHUEM 3aKOHOAaTeNnbCcTBa Poccuiickoit denepanuy peieHust OpraHoB
UCIIOJTHUTENIbHOM BiiacTu cyobekTa Poccuiickoit deneparum 00 yCTaHOBIEHUN TPEEIbHBIX
pa3MepoB ONTOBBIX HAJJ0ABOK M MPEIEIbHBIX pa3MEPOB PO3HUUHBIX HaJ0aBOK K
3aperuCTPUPOBAHHBIM IMTPEIEIbHBIM OTITYCKHBIM 1I€HaM Ha JIEKapCTBEHHbBIE IIPETaparhl,
BKJIIOYECHHBIE B TIepeUEHb )KU3HEHHO HEOOXOIUMBIX U BXKHEHIIINX JIEKApCTBEHHBIX IPEnapaTos,
HOJyIeXKAT OTMEHE B Cy/I€OHOM MOPSJIKE.

I'nmaBa 13. MOHUTOPHHT 0€30IACHOCTH JICKAPCTBEHHBIX NPENapaToB, HAXOASIIMXCH B
oOpameHuu Ha TeppuTopun Poccuiickoit @enepaunu

Cratpsg 64. MOHUTOPHHT 0€30MIACHOCTH JIEKAPCTBEHHBIX MPeNnapaToB



1. JlekapcTBeHHBIE IpenapaThl, HaXoAsIUecs B 00palieHny Ha Tepputopun Poccuiickoit
Ddeneparun, noyIexkaT MOHUTOPUHTY O€30IIaCHOCTH B LIEJISAX BBISBICHUS BO3MOXKHBIX
HEraTUBHBIX IIOCJIEACTBUI UX IPUMEHEHMUS, IPEAYNPEKACHUS TALUEHTOB U UX 3aLUTHI OT
IIPUMEHEHHNS TaKUX NPENaparos.

2. MoHUTOPHHT 0€30MaCHOCTH JICKAPCTBEHHBIX MIPENapaToOB OCYIIECTBISCTCS YIIOJIHOMOYCHHBIM
benepanrbHBIM OPTaHOM HCTIOJTHUTEIHHON BIIACTH HA BCEX dTANaxX UX OOpalleHHs Ha TEPPUTOPUHI
Poccuiickoit deneparumu.

3. CyObeKThl 0OpalleHus JIEKapCTBEHHBIX CPEJCTB 00s3aHbI COOOIIATh B YCTAHOBICHHOM
YIIOJIHOMOYEHHBIM (heiepabHBIM OPTaHOM UCTIOTHUTEIIBHOM BJIACTH MOPSAIKE 000 BCEX CIIydasx
O0OOYHBIX JIEMCTBUH, HE YKAa3aHHBIX B MHCTPYKIIMU IO IPUMEHEHHUIO JIEKAPCTBEHHOTO
Ipernapara, 0 CEpbe3HbIX HEXKENATENIbHBIX PEAKIUAX, HENPEABUICHHBIX HEXKEIATEIbHBIX
peaKkuMAxX NpH NPUMEHEHHH JEKapCTBEHHBIX IpenapaToB, 00 0COOEHHOCTAX B3aUMOACHCTBUS
JIEKapCTBEHHBIX IPENapaToB C IPYTUMH JIEKAPCTBEHHBIMU TpenapaTaMu, KOTOpbIe ObUIN
BBISIBJICHBI IIPY IIPOBEJCHUM KIIMHUYECKUX UCCIIEI0BAaHUN U IPUMEHEHUH JIEKaPCTBEHHBIX
IIpenaparos.

4. 3a HecooOIIeHNEe U COKPBITHE CBEIEHUH, TPEYCMOTPEHHBIX YaCThiO 3 HACTOALIECH CTAaThU,
JM1a, KOTOPBIM OHHU CTaJIU U3BECTHBI IO POy UX NMPOPECCUOHATBHON AESITEIbHOCTH, HECYT
OTBETCTBEHHOCTb B COOTBETCTBHHM C 3aKOHOJaTeIbcTBOM Poccuiickoil denepanuu.

5. Iopsnok ocyIecTBICHUSI MOHUTOPUHIA O€30MacCHOCTH JICKAPCTBEHHBIX MIPEnapaTos,
perucTpanuy moOOYHBIX JIEUCTBHH, CEPhE3HBIX HEXKEJIATEIbHBIX PEAKIINi, HETPEIBUICHHBIX
HE)KEJIaTEJIbHBIX PEAKLUH IIPY IPUMEHEHUH JIEKAPCTBEHHBIX IIPENApaToOB, B TOM YUCIE
npencTaBicHus nHGopManuu 06 ITOM, yCTaHABIMBACTCS YIIOJTHOMOYCHHBIM (eiepalbHBIM
OPraHOM MCIIOJIHUTEIBHOM BIJIACTH.

Cratbs 65. IIpnocTaHoB/IeHHEe PUMEHEHH JIEKAPCTBEHHOT0 Mpenapara

[Tpu nonydyennu nHpopMaluu o MOOOUYHBIX JEHCTBUIX, HE YKa3aHHBIX B MHCTPYKIIUHU I10
IIPUMEHEHUIO JIEKAPCTBEHHOTO MPEIapaTa, CEpbEe3HbIX HEXKENATEIbHBIX PEAKIUsX,
HEeNPEIBUCHHBIX HEXENaTeIbHbIX peaKLUsIX MpU NPUMEHEHUH JIEKApCTBEHHOT O MpenapaTa, 00
0COOEHHOCTSIX €ro B3auMOACUCTBUS C APYTUMHU JIEKApCTBEHHBIMHU ITpenapaTaMu, KOTOPbIE MOTYT
MIPEACTABIIATH YIPO3Y KU3HHU WIN 3J0POBBIO MTALIUEHTOB, a TAK)KE CBEJICHUN, HE
COOTBETCTBYIOIIMX CBEICHUAM O JIEKAPCTBEHHOM IIpenapare, COACPKalUMecs B HHCTPYKLIUHU 10
€ro NPUMEHEHUIO0, YIIOJIHOMOUYEHHBIN (hesiepaabHblii OpraH UCIIOJIHUTEIbHON BIACTH
paccMaTpUBaeT BOIIPOC O BO3ZMOXKHOCTH IIPUOCTAHOBIICHUS IIPUMEHEHUS TAKOI0 JIEKAPCTBEHHOIO
npernapara B IOpsJIKE, YCTaHOBICHHOM YIIOJIHOMOYEHHBIM (heiepaibHbIM OpraHOM
UCIIOJIHUTEJIBHOU BIIACTH.

Cratbs 66. Unpopmanus 0 pe3yJibTaTaX MOHMTOPHHIA 0€30IIACHOCTH JICKAPCTBEHHBIX
npenaparoB

YnonHoMOYeHHBIH (eiepalibHbINA OpraH UCTIONHUTEIHHON BIACTH, OCYILIECTBIISIOLINHA
MOHHMTOPHHT 0€3011aCHOCTH JIEKapPCTBEHHBIX MPENapaToB, HAXOASAIINUXCS B OOpallleHUH Ha
teppuropuu Pocculickont @enepannu, 1o pe3yabraTaM MOHUTOPUHIA Pa3MEIaeT Ha CBOEM
oduianbHOM caiite B ceth HTepHeT nH(GOpMaLUIO O MPUHATHIX PEUICHUSIX O BHECEHUU
U3MEHEHUS B MHCTPYKLUIO 110 IPUMEHEHUIO JIEKAPCTBEHHOIO IIperapara, O IPpUOCTAHOBIICHUH
PUMEHEHHUS JIEKapCTBEHHOTO Mpemnapara, 00 U3bATHH U3 00palIeHHs IEKapCTBEHHOTO
npernapara Uik 0 BO30OHOBIIEHUH TPUMEHEHHS JIEKApCTBEHHOTO Mperapara.



I'naBa 14. UndopMmanus o0 JieKapCcTBEeHHBIX Npenaparax
Cratbs 67. UH(popManus o JiekapCTBEeHHBIX Npenaparax

1. Uudopmarnus o JeKapCTBEHHBIX Mperaparax, OTIyCKaeMBbIX 110 PELeNnTy Ha JIeKapCTBEHHBIN
npenapar, 10JbKHa COJePIKaThCs TONBKO B CHEIUATN3NPOBAHHBIX U3/IaHUSIX, IPEAHA3HAUYCHHBIX
JUIS METMITUHCKUX, (JapMaleBTUYECKUX, BETEPUHAPHBIX pabOTHUKOB. MHpOopMarus o
JIEKapCTBEHHBIX IperapaTax Ui CIeHaIiCcTOB B 00JacTH 0OpaleHus ICKapCTBEHHBIX CPE/ICTB
MOYKET COJIEPKAThCA B MOHOTpa(usx, CIPABOYHUKAX, HAYYHBIX CTAThAX, B JOKJIAaX Ha
KOHTpeccax, KOH(EpeHIUAX, CHMIIO3NyMaxX, HAyYHBIX COBETAX, a TAK)Ke B MHCTPYKLHUAX TI0
PUMEHEHHUIO JIEKAPCTBEHHBIX MPENapaToB.

2. Undopmanus o TekapcTBEHHBIX Mpenaparax, OTIyCKaeMbIX 0e3 pelernTa Ha JeKapCTBEeHHbIN
npernapar, MOKET CO/ICPIKAThCs B MyOIUKALUAX U OOBSIBICHUSIX CPEACTB MacCOBOU
uH(pOpMalKH, CIIeNUaTU3NPOBAHHBIX U OOIIMX MEYaTHBIX U3JaHUIX, HHCTPYKIUSIX 110
NPUMEHEHHIO JIEKapCTBEHHBIX MPENapaToB, HHBIX U3aHUAX CYyOBEKTOB OOpaIeHHUs
JIEKApCTBEHHBIX CPEJICTB. PekiamMHble MaTepuabl O JIEKAPCTBEHHOM Mpenapare, OTIyCKaeMOM
0e3 peLienTa Ha JEKapCTBEHHbIN Mpenapar, J0JKHbl COOTBETCTBOBATh MHCTPYKIIUU 110
MIPUMEHEHUIO JIEKAPCTBEHHOT'O Mperapara.

3. JlomyckaeTtcs UCIOJIb30BaHUE JTHOOBIX MaTepHAIbHBIX HOCUTEIIEH, TO3BOJISIONINX XPAHUTD,
nepeaaBaTh ¥ UCMOIb30BaTh MHPOPMALIUIO O JIEKApCTBEHHBIX MpenapaTax 0e3 ee HCKaKCHHUS.

['maBa 15. OTBeTCTBEHHOCTH 32 HApYllleHHe 3aKOoHoAaTeabcTBA Poccniickoii @enepauun
Nnpu o0paleHUN JeKAPCTBEHHBIX CPEACTB U BO3MellleHHe Bpea, IPUYNHEHHOI0 3/10pOBbIO
rpaskiaaH BCJeACTBHE NPUMEHEHHS JIeKAPCTBEHHBIX NpPenapaTroB

Crartbs 68. OTBeTCTBEHHOCTH 32 HapyllIeHHe 3aKoHoaaTeabcTBa Poceniickoii @enepauun
NMPHU 00pallleHNH JIEKAPCTBEHHBIX CPEICTB

Hapymenue 3akononarensctBa Poccuiickoit @enepanuu npu oOpaleHuu JeKapCTBEHHBIX
CpPEZCTB BieueT 3a cO00M OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanuu.

Cratbs 69. Bo3melieHue Bpeaa, NPUYMHEHHOT0 310POBbIO I'Pa’KAaH BCJIeCTBHE
NpUMeHEeHH JIEKAPCTBEHHBIX NMPenaparos

1. ITpon3BoauTENb JEKAPCTBEHHOTO Ipernapara 00s3aH BO3MECTUTD BPEJl, IPUUMHEHHBIN
3I0pPOBBIO TPAXKIAH BCIEACTBHE IPUMEHEHMSI JIEKAPCTBEHHOT'O IIPETapara, €ClIi JOKa3aHo, 4To:

1) nexapcTBEHHBIN MpenapaT MPUMEHSUIICA N0 Ha3HAUYEHUIO B COOTBETCTBUU C MHCTPYKIMEH MO
IIPUMEHEHHIO JIEKAPCTBEHHOTO MperapaTa U IPUYNHON Bpeaa sIBUJICS BBOJ B TPAXAAHCKAN
000pOoT HeOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO MTpernapara;

2) BpCa 3J0POBbIO ITPUYINHCH BCIICACTBUC HCI[OCTOBCpHOfI I/IH(I)OpMaI_II/II/I, COI[Gp)K&H.IGfICH B
HHCTPYKIUHU 11O TPUMCHCHHIO JICKAPCTBCHHOI'O IIp€Iiapara, HS]I&HHOP'I IMPOU3BOAUTCIIEM
JICKApCTBCHHOTO IIperiapara.

2. B cnyuae, ecnu Bpes 3I0POBBIO TPaKJ1aH MPUYUHEH BCIEICTBUE TPUMEHEHUS
JIEKapCTBEHHOIO Mpernapara, MPUILIEIIero B HErOJHOCTh B Pe3yJIbTaTe HApYIIEHUS PAaBUII
XPaHCHUA JICKAPCTBECHHBIX CPEACTB, IPABUJTT OINTOBOM TOProBJIK JICKAPCTBCHHBIMU IIpCIiapaTaMu,
MpaBUJI OTITYCKA JIEKAPCTBEHHBIX MPEMapaToB, IPABUI U3TOTOBIEHUS U OTITYCKA JIEKAPCTBEHHBIX



IpenapaToB, BO3MELIEHHE Bpea OCYIIECTBISIETCS COOTBETCTBEHHO OpraHu3amueil onToBoi
TOPTOBJIH JICKAPCTBCHHBIMU CPEACTBAMH, allTEUHOW OpraHU3aIlueH, WHANBUAYATbHBIM
IpeAnpuHIMAaTEIEeM, UMEIOIIMMH JIMLIEH3UIO Ha (hapMaleBTHUECKYIO I TebHOCTD HITH
JIMIICH3UIO HA MEJUIIMHCKYIO e TeIbHOCTh, MEAMIIMHCKOW OpraHu3aIield, MMEIOMICH JTUIICH3HIO
Ha (papMaleBTHUECKYIO IEATENLHOCTH (€€ 000CcO0IeHHBIM Nopa3iesieHueM (aMOynaTopuei,
denpamepckuM 1 GenpAIepcKo-aKyepCKuM MyHKTaMH, IIEHTPOM (OTACIICHHEM ) 00IIIei
BpadeOHOM (CEMEHOM ) MPAKTHUKH), PACTIOIOKEHHBIM B CETLCKOM MOCEJICHUN, B KOTOPOM
OTCYTCTBYET alTe4YHasi OpraHu3aIysl), JOMYCTHBIIUMHE POy WM OTITYCK TAKOTO
JIEKapCTBEHHOTO Iperapara.

3. Bo3memnienue Bpena, MPUUMHEHHOTO 3/J0POBBIO TPaXkAaH BCIICICTBUE PUMEHEHUS
JIEKapCTBEHHBIX MPEMapaToOB WM COBEPIICHUS TPOTUBOMPABHBIX JICHUCTBUIN CyOBEKTaMH
oOpalieHus JeKapCTBEHHBIX CPEJCTB, OCYIIECTBISETCS B COOTBETCTBUHU C 3aKOHOIaTE€ILCTBOM
Poccuiickoit deneparumu.

I'maBa 16. 3aka0unTeIbLHbIE MOJ0KEHUS

Crarpst 70. O npU3HAHUM YTPATHBIIMMHU CHJIY OT/I€IbHBIX 3aKOHOAATEJbHBIX AKTOB
(moJ10:keHM i 3aKOHOAATEJIbHBIX aKTOB) Poccuiickoii Mexepanun

HpI/ISHaTL YTpaTUuBIIUMHU CUITY:

1) ®enepanbhblii 3akoH oT 22 uroHs 1998 rona N 86-d3 "O nekapcTBEHHBIX cpencTBax"
(Cobpanue 3akonomarensctBa Poccuiickoit denepamuu, 1998, N 26, ct. 3006);

2) ®enepanbhblii 3aK0H OT 2 stHBaps 2000 romga N 5-®3 "O BHeceHUH U3MEHEHUS U JOTIOJTHEHUH
B ®enepanbubiii 3akoH "O nekapctBeHHBIX cpencTBax” (CoOpaHne 3aKOHOAATEIbCTBA
Poccutickoii @enepanuu, 2000, N 2, ct. 126);

3) crarbio 40 DenepanpHoro 3akona ot 10 suBaps 2003 roga N 15-®3 "O BHeCceHUH U3MEHEHUN
Y JJONIOJIHEHUI B HEKOTOPBIE 3aKOHOIAaTeNIbHbIE aKkThl Poccuiickoii denepanniv B CBSI3H C
npunstueM PenepanbHOro 3akona "O JUIIEH3UPOBAHUU OTACIBHBIX BUOB JESTEILHOCTH"
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) crarpio 31 @enepanbHoro 3akoHa ot 30 urons 2003 roma N 86-D3 "O BHeceHNUU U3MEHEHU N
Y JOTIOJTHEHUH B HEKOTOPbIE 3aKOHOIaTeNbHbIE akThl Poccuiickoit denepanuu, npu3HaHuU
YTPaTUBIIMMU CUJTY OTJICJIbHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoi denepanuu,
MPEIOCTaBICHUU OTJENbHBIX TApaHTHI COTPYAHUKAM OPraHOB BHYTPEHHUX JEJ, OPTaHOB 1O
KOHTPOJIIO 32 000POTOM HAPKOTHYECKUX CPEJICTB U TICUXOTPOIHBIX BEUIECTB U YIPa3AHAEMBIX
denepanbHBIX OPraHOB HAJIOTOBOW MOJUIIUU B CBSI3U C OCYILIECTBICHHEM MEp 10
COBEPIIIEHCTBOBAHUIO rocyaapcTBeHHOTO ynpaieHus" (CobpaHue 3aKOHOIaTETLCTBA
Poccuiickoii ®enepanuu, 2003, N 27, ct. 2700);

5) crateio 101 denepanbroro 3akoHa ot 22 aBrycta 2004 roga N 122-D3 "O BHeceHUH
M3MEHEHUH B 3aKOHOJIaTeNbHbIe akThl Poccuiickoit denepanu U NpUu3HAHUU YTPATUBIIMMHU
CUJIy HEKOTOPBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit denepanuiu B CBA3M C IPUHATHEM
benepanbHbIX 3aK0HOB "O BHECEHUH U3MEHEHUH U onoiaHeHuii B DenepanbHblii 3akoH "O0
OOLINX MPUHIIMIIAX OPTaHU3ALNU 3aKOHOIATENNbHBIX (IIPEICTAaBUTENbHBIX) U UCTIOHUTEIbHBIX
OpraHoOB TOCYIapCTBEHHOU BiacTu cyOrekToB Poccuiickoit @enepamuu’ u "O6 o6mux
MPUHIIMIIAX OPTaHU3allK MECTHOTO camoynpasiieHus: B Poccuiickoii @eneparun” (CoOpanue
3akoHoAaTenscTBa Poccuiickoit @enepanun, 2004, N 35, ct. 3607);
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6) craTbio 28 ®PenepanbHoro 3akona ot 18 nexadps 2006 rona N 231-03 "O BBezieHUHU B
nercTBre yacTu yeTBepToi [ paxknanckoro konekca Poccuiickoit deneparun" (CoOpanue
3akoHoaarenbeTBa Poccuiickoit denepanuu, 2006, N 52, ct. 5497).

Cratbs 71. BerymieHue B cujly HacTosiiero ®enepajbLHoOro 3aKoHa
1. Hacrosimuit @epepanbHblil 3aK0H BeTymnaeT B cuiy ¢ 1 centsaops 2010 rona.

2. JlekapCTBEHHBIE CPEACTBA, 3aPErUCTPUPOBAHHBIE /10 IHS BCTYIUICHHS B CUILY HACTOALIETO
®denepallbHOTO 3aKOHA, MMOJIEKAT BKIFOUEHHUIO B TOCY1apCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX
CPEZCTB C BHECEHUEM yKa3aHHBIX B yacTu 1 crateu 33 Hactosero denepanbHOro 3aKkoHa
CBE/IEHUI 00 THX JIEKAPCTBEHHBIX CPEICTBAX 0€3 MPOXOKICHUS BHOBB IPOLEAYPHI
roCyJapCTBEHHOHN perucTpaniy JeKapCTBEHHbIX IpenapaToB.

3. 'ocynapcTBeHHas perucTparys JeKapCTBEHHbIX IPeNapaToB, IPEACTaBICHHBIX Ha
YKa3aHHYIO PETMCTPALIUIO A0 JHS BCTYIUIEHUS B CUIy HacTosuero deaepajlbHOro 3aKoHa,
OCYILECTBIISICTCS B COOTBETCTBUU C HAacTOAIINUM DeepanbHbIM 3aKOHOM Ha OCHOBAaHUH
JIOKYMEHTOB U JIaHHBIX, IPEACTABIECHHBIX J0 JHS BCTYIUICHUS B CUIIY HACTOSIIIETO
denepanbHOro 3aKOHA.

4. Co nHs BeTyIieHus B cuily Hactosmero denepanbHoro 3akona u no 30 anpensa 2011 roga
BKJIFOYUTENIBHO JIOMYCKACTCS IPOBEICHUE SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB IKCIIEPTAMU
AKCIIEPTHOTO YUPEKICHUS 10 MPOXO0KICHUS UMHU aTTECTAIMH B MOPSIIKE, YCTAHOBICHHOM
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHHUTEILHOU BIIACTH.

5. Co nHa BeryIieHus B cuily Hacrosimero @eaepanpHoro 3akoHa u o 31 gexadbps 2013 roga
BKJIFOUUTEIIBHO OCYIIECTBIISIETCS MEPEX0/] K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB B
COOTBETCTBHUU C IIPABUIIAMH OPTaHU3AIUK ITPOU3BOCTBA U KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX
CPE/CTB, YKa3aHHBIMU B 4acTH | cratbu 45 Hactosero deaepaqbHOro 3aK0Ha, B TOJIHOM
o0wveme. Cpoku nepexo/ia IpOU3BOICTBA IEKAPCTBEHHBIX CPEICTB K UX MPOU3BOJICTBY B
COOTBETCTBUU C KOHKPETHBIMHU TPEOOBAHUSMH TAHHBIX MPABHII, BKJIFOYAsi CPOKH aTTECTallUU
YIOJIHOMOYEHHBIX JIMII, YKa3aHHBIX B 4acTsAX 6 u 7 crarbu 45 HacTosero denepanbHoro
3aKOHa, ycraHaBiauBaroTcs [IpaBurensctBoM Poccuiickoit deneparum.

6. JIuieH3uM Ha TPOU3BOJCTBO JIEKApPCTBEHHBIX CPEJICTB, BhlAaHHbIE 10 | auBaps 2014 roxa,
neictByrot nociie 1 ssuBaps 2014 roga 10 UcTe4eHNs CpoKa UX AEUCTBUS IIPU YCIOBUU
COOTBETCTBHUS JINLIEH3MATa IIPaBUJIaM OpPTaHU3alMK [TPOU3BOJICTBA U KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPENICTB, yKa3aHHBIM B 4acTH | crateu 45 Hactosuiero denepaabHOro 3aKoHa.
IIpesunent Poccuiickoit @enepanun

. MenBenen

Marepuan omy6iuKoBaH 1o agpecy: http://www.rg.ru/2010/04/14/lekarstva-dok.html
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