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TI'aasa 1. OBIIUE MMOJIOKEHUSA
Cratps 1. [Ipenmer perynaupoBanus HacTosAmero OeneparbHOTO 3aK0HA

1. Hacrosimuii denepanbHblil 3aKOH PErYJIHPYET OTHOIICHUS, BO3HUKAIOIIMC B CBSI3U C OOpAIICHUEM -
pa3paboTKOl,  JOKIMHUYECKAMH  HUCCICAOBAHHMSAMHU,  KIMHHUYCCKHMMHU  HCCICIHOBAHHUSIMH,  JKCICPTHU3OM,
TOCYAApCTBEHHOM perucTpanueii, Co CTaHIapTU3ale U ¢ KOHTPOJIEM KauecTBa, IPOU3BOJCTBOM, U3TOTOBJICHUEM,
XpaHEeHHEeM, MEePeBO3KOM, BBO30OM Ha Tepputopuio Poccuiickoit dexnepannu, BEIBO30M ¢ Tepputopuu Poccuiickoit
®denepanyu, pekiIamMoi, OTIYCKOM, peaju3aluel, nepenayeid, MPUMEHEHHWEM, YHUYTOKEHHEM JIEKapCTBEHHBIX
CPEICTB.

2. Hactosimuit ®@enepalibHbIi 3aKOH YCTaHABIMBAET MPHUOPUTET rOCYAaPCTBEHHOTO KOHTPOJIS 0€30MaCHOCTH,
KadyecTBa ¥ 3 (HEKTUBHOCTH JICKAPCTBCHHBIX CPEJICTB MPH UX OOpAICHHH.

Crartbs 2. Cepa npumenenus Hacrosnero denepaibHOro 3akoHa

Hacrosimuii  denepaibHBI  3aKOH TIPUMEHSETCS K OTHOIICHWSIM, BO3HHKAIONIMM TP OOpameHun
JIEKApCTBEHHBIX CPEACTB Ha Tepputopuu Poccuiickoit denepanum.

Cratbs 3. 3aKOHOJATEILCTBO 00 0OpaIIeHUH JIEKAPCTBEHHBIX CPEACTB

1. 3akoHOmATENBCTBO 00 OOpallleHHH JCKAPCTBCHHBIX CPEICTB COCTOMT M3 Hacrosmero denepanbHOro
3aKoHa, pyrux (eaepaibHbIX 3aKOHOB U HHBIX HOPMATUBHBIX MIPABOBBIX akTOB Poccuiickoii denepanuu.

2. JlelictBue Hacrtosimero @DenepanibHOr0 3aKOHA pPACIPOCTPaHSICTCS Ha OOpalICHHE HAPKOTHYECKUX
JICKAPCTBEHHBIX CPEACTB M TCHUXOTPOITHBIX JIEKAPCTBEHHBIX CPEICTB C yYETOM OCOOCHHOCTEH, yCTaHOBJICHHBIX
3aKOHOJATENLCTBOM Poccuiickoit denepanyii 0 HAPKOTUYECKUX CPEICTBAX, TICHXOTPOIHBIX BEIIECTBAX M 00 HMX
peKypcopax.

3. JleiicTBue HACTOSIIErO ®denepalibHOTO 3aKOHa pacrpocTpaHseTcs Ha obOpareHne
paanodapMaleBTHIECKUX JICKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH, YCTAaHOBJICHHBIX 3aKOHOAATEILCTBOM
Poccuiickoii deneparun B 061acti obecrieueHNs paAnalioHHON 6€301acHOCTH.

4. Ecnu mexnayHaponneiM goroBopoMm Poccuiickoir denepainuu yCcTaHOBJICHBI HHBIE MpaBHila, YeM Te€,
KOTOpbIE MpeaycMOTpeHbl HactosmuMm DenepanbHbIM 3aKOHOM, MPUMEHSIOTCS MpaBWiia MEXKIYHapOIHOTO
JIOTOBODA.

5. B Poccuiickoit denepanvu B COOTBETCTBUHU C MEXIyHApOIHbIMU aoroBopamu Poccuiickoit denepanuu u
(mM) HA OCHOBE NPHHIIMIIA B3aUMHOCTH MPU3HAIOTCS PE3yNbTaThl KIMHHYSCKUX HCCIIEIOBAHWHN JIEKapCTBEHHBIX
MpenapaToB IJis MEITULIIMHCKOTO MTPUMEHEHHUs, POBEJECHHBIX 3a MpenenaMmu tepputopun Poccuiickoit denepanuu.

Cratbs 4. OCHOBHbBIE IMOHATHA, UCIIOJIB3YEMbIC B HACTOALLICM CDC,HGpaJILHOM 3aKOHC

Jst ueneit Hacrosiero denepaibHOro 3aKOHA UCTIONB3YIOTCS CIEAYIOIINE OCHOBHBIE TOHSTHS:

1) mexkapCTBEHHBIE CPEICTBA - BEHIECTBA M WX KOMOWHAIIMH, BCTYIMAIONINE B KOHTAaKT C OPTraHM3MOM
YeJloBeKa WM JKMBOTHOTO, IIPOHUKAIOIINE B OPTaHBI, TKAHH OPTaHW3Ma YeJIOBEKa MIIM KUBOTHOTO, IPHMEHSIEMBIE
Ui IPO(MIIAKTUKH, AWATHOCTHKM (32 WCKIIOUYEHHEM BEIIECTB WM WX KOMOMHANWH, HE KOHTAKTHPYIOMINX C
OpPTaHMU3MOM YeJIOBEKA WM KUBOTHOTO), JICUCHHUS 3a00JICBaHNs, peaOIHTAINH, A1 COXPAHEHUS, IPEIOTBPAICHIS
WINA TPEephIBaHUS OCPEMCHHOCTH W TOJYYCHHBIC W3 KpPOBH, IUIa3Mbl KPOBH, W3 OpPraHOB, TKaHEH OpraHu3Ma



YelloBeKa WJIM JKUBOTHOTO, DPAacTCHHH, MHHEPAJIOB METOAaMH CHHTE3a WINH C TNPHUMEHEHHEM OMOIOTHYECKUX
TexHoNmorui. K JekapcTBEHHBIM cpencTBaM OTHOCATCS (hapMaleBTHUYECKHE CYOCTAHIIMA W JIEKapCTBEHHBIE
npernapaTsl;

2) dapmamneBTHYeCKUe CyOCTaHIIMM - JIEKAPCTBEHHBIC CPEACTBA B BHUAC JCHCTBYIONIMX BEIIECTB
OMOJIOrM4YecKoro, OHMOTEXHOJIOTMYECKOT0, MHMHEPAIbHOTO WIM XUMHYECKOI'O IPOUCXOXKICHHMS, oOJajaronme
(hapMaKoJIOTHYECKOl aKTHBHOCTBIO, IIPEJHA3HAYCHHBIC IS IPOU3BOJICTBA, M3TOTOBJICHUS JICKAPCTBEHHBIX
IpenapaToB U onpeAeistomue ux 3G HeKTHBHOCTS;

3) BcHOMoOraTeJbHBIC BEIIECTBA - BCIIECTBA HEOPTaHWYECKOTO WM OPraHUYCCKOTO IPOHMCXOKICHHUS,
UCIIONIB3YEMBIE B TIpOIlecce IPOW3BOJCTBA, W3TOTOBICHUS JIEKAPCTBEHHBIX IIPENapaToB [UIA TNPHIAHUS WM
HEO0OXOTUMBIX PU3NKO-XUMHUIECKUX CBONCTB;

4) nexapCTBEHHBIE TpenapaTsl - JEKapCTBCHHBIC CPENICTBA B BHJE JIEKAPCTBEHHBIX (hOPM, IPUMEHIEMBIC IS
NpOUIAKTHKH, THATHOCTHKH, JICUeHHUs 3a00JIeBaHUS, peaOMIMTAlAN, TSI COXPAaHEHWS, NMPEIOTBPAIICHHUS WIIH
npephIBaHus OEPEMEHHOCTH;

5) nexapctBeHHass Qopma - COCTOSIHHE JIEKapCTBEHHOIO IIperapaTa, COOTBETCTBYIOIEE CIIOCO0aM €ero
BBE/ICHHS ¥ IPUMCEHEHHUS U 00ecIIeunBalolIee JOCTIKEHNE He0OX0AnMOoro jieueOHoro s ¢eKra;

6) TepevYeHb KU3HCHHO HEOOXOAMMBIX UM BAXKHCHINIMX JICKAPCTBCHHBIX IPEMApaToOB - E€XKErOJHO
yTBepxaaembiii  IIpaButensctBoM Poccuiickoii @enepaniu  mnepeyeHb JIEKAPCTBEHHBIX MpPenapaTroB IS
MEIWIIMHCKOTO TIPUMEHEHHUS, OO0CCHEeUMBAIOMINX MPHOPUTETHRIE MOTPEOHOCTH 3IPAaBOOXPAaHCHHWS B IEIAX
npoQUIaKTHKH W JiedeHUs 3a0oJieBaHWH, B TOM 4HCIE NPeoONaJarolnX B CTPYKType 3a00JIeBaéMOCTH B
Poccuiickoit @epepannu;

7) MMMYHOOMOJIOTHYCCKUE JICKAPCTBEHHBIC IIPEMaparhl - JICKAPCTBEHHBIC MpENapaThl OHOJIOTHYCCKOrO
MPOUCXOX/ICHUS, IpPECIHA3HAUCHHBIC [UIS WMMYHOJOTHYCCKUX JMATHOCTHKH, MPOPIIAKTHKUA H  JICUCHHS
3a00JIeBaHMIA;

8) HapKOTHYECKHE JICKAPCTBEHHBIC CPEACTBA - JICKAPCTBCHHBIC MpenapaThl U (papManeBTUYECKUE CYyOCTaHIINY,
CoJlepKalie HapKOTHYEeCKHE CPEICTBa M BKIIOYCHHBIE B llepedeHh HAPKOTHYECKHX CPEACTB, MCHUXOTPOITHBIX
BEIIECTB M HX NPEKypCcOpOB, TMOJIeKAMMUX KOHTpolto B Poccuiickoir @Penepanuin, B COOTBETCTBHUH C
3aKoHOAaTeNbcTBOM Poccuiickoit Depepannu, MEXIyHaApOIHBIMU AoroBopamu Poccuiickoit dexepannu, B TOM
guciie EnuHol KOHBEHIMEH 0 HApKOTHUECKHX cpeacTBax 1961 rona;

9) NCUXOTPOIHEIC JICKAPCTBEHHBIC CPEJICTBA - JICKAPCTBCHHBIC MPenapaTthl U (hapMaleBTHUCCKUE CYOCTaHIINY,
COJIepKAaIe TMCUXOTPOIHBIC BEIICCTBA U BKIIOUCHHBIC B IlepedyeHh HAPKOTHYECKUX CPEICTB, MCHUXOTPOITHBIX
BEIIECTB W MX IMPEKypcopoB, IIO/UISKAIMX KOHTpoito B Poccuiickoii ®Denepanmy, B COOTBETCTBUH C
3akoHojaTenbcTBOoM Poccuiickoit deneparnuy, MexayHapoJHbBIMH Aorosopamu Poccuiickoit ®dexepaunu, B TOM
guciie KonBeHImel o mcuxoTponHeix Bemecrsax 1971 roxa;

10) pagmodapmaneBTHIECKHE JEKApCTBEHHBIE CPENICTBA - JIGKAPCTBEHHBIC CPENICTBA, KOTOPHIE COIEPKaT B
TOTOBOM JJISi WCIONB30BaHUS (GopMe OIWH PaIMOHYKIHI WIH HECKOJIBKO PAJAMOHYKIHIOB (PaIdOaKTHBHBIX
H30TOIIOB);

11) opurnHanbHOE JIEKApPCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPECTBO, COJIEpIKalliee BIIEPBhIC IOIyYCHHYIO
(hapManeBTHYECKYI0 CyOCTaHIMIO WM HOBYIO KOMOMHAIUIO (hapMaleBTHYECKHX CyOCTaHLUH, d()(PEeKTUBHOCTh U
0€30MaCHOCTh KOTOPBIX MOATBEPKACHBI PE3yIbTaTaMH JOKIMHUYCCKUX HCCIICOBAHUI JICKAPCTBEHHBIX CPEICTB U
KIMHUYCCKHUX HCCIICIOBAHUH JICKAPCTBCHHBIX IPENapaToB;

12) BOCHpoOW3BEeIEHHOE JIEKAaPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEICTBO, COJAEpIKaIlee TaKylo Ke
(hapmareBTHUECKyI0 CyOCTaHIIMIO HMJIM KOMOWHAITMIO TaKuX e (apMaleBTHUECKUX CYOCTaHIIMA B TaKOW XKe
JIEKApCTBEHHOH (hopMe, YTO M OPWUTHHAIBHOE JIEKAPCTBEHHOE CPEACTBO, M IOCTYNHBIIEE B OOpamieHHe II0ocIie
TIOCTYIICHUS B 0OpaIieHne OpUTHHAIBHOTO JIEKaPCTBEHHOTO CPECTBA;

13) JeKkapCTBEHHOE pACTHTEIBHOE CHIPhE - CBEXKHE WU BBICYIICHHBIC PACTCHHs JIMOO WX 4YacTH,
UCIIONIb3YEMbIC I MMPOU3BOJCTBA JICKAPCTBCHHBIX CPEJCTB OPTaHU3AIMAMU - MPOU3BOIUTEIISIMHU JICKAPCTBEHHBIX
CPEICTB WM U3TrOTOBIICHUS JICKAPCTBCHHBIX MPENapaToB aTCUYHBIMU OPraHU3alUsIMU, BETCPUHAPHBIMU alITCYHBIMU
OpPTraHU3aAIMsIMHA, WHIUBUAYAIbHBIMU TMPEANPUHAMATEIAME, WMCIOIIUMHU JIUICH3UI0 Ha (HapMaleBTHYCCKYIO
JIeSITeTIHHOCTD;

14) nexapCTBEHHBIH paCTUTENbHBIM TIpermapar - JICKapCTBEHHBIM TIpernapar, MPOU3BEACHHBIH WU
W3TOTOBJICHHBIA M3 OJHOTO BH[A JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPHS WIIM HECKOJBKUX BHUIOB TAKOTO CHIPBS M
peann3yemMsblii B pacacOBAaHHOM BHJIE BO BTOPUYHOM (TIOTPEOUTEIHCKOM) YITAKOBKE;

15) rOMEOMaTHICCKOC JICKAPCTBECHHOC CPEACTBO - JICKAPCTBECHHOC CPCACTBO, IMPOU3BCACHHOC WU
H3IroTOBJICHHOC 110 CHCHI/I&HLHOﬁ TCXHOJIOI'HMH;
16) MCKAYHAPOAHOC HCIATCHTOBAHHOC HAWMMCHOBAHUEC JICKAPCTBCHHOI'O CpEACTBA - HAMMCHOBAHHC

(hapmarieBTHYCCKON CYyOCTaHIIMK, pEKOMEHIOBaHHOE BeceMupHO# opranusanueii 31paBoOXpaHeHHS,

17) ToproBoe HaMMEHOBAHHE JIEKAPCTBEHHOIO CPEACTBA - HAMMEHOBAHHE JIEKAPCTBEHHOI'O CpE/ICTBA,
MPUCBOCHHOE €TI0 pPa3pabdoTYHKOM;

18) obmast papmakoneiitHas cTaThs - TOKyMEHT, YTBEPKICHHBIN YIOJTHOMOYECHHBIM (eepaibHbBIM OPTaHOM
WCIIOJHUTENILHOM BIIACTH W COJCPIKAIUI MepedyeHb MokaszaTeiell KadecTBa M (WJIM) METOJOB KOHTPOJIS KayecTBa
KOHKPETHOW JICKQPCTBCHHON (DOPMBI, JICKAPCTBEHHOTO PACTUTEIBHOTO CHIPhS, OIHCAHHS OHOJIOTUYECKHUX,
OMOXMMUYCCKUX, MHUKPOOUOIIOTUYCCKUX, (U3UKO-XUMHYCCKHX, (PU3MYCCKUX, XUMHUYCCKUX U JPYTHX METOJOB



aHaJM3a JIGKAPCTBEHHOIO CPEJICTBA Uil MEIMIIMHCKOTO MPHMEHEHHs, a TakKe TPeOOBaHUS K HCIOJIb3yeMbIM B
LEJISIX POBE/ICHHs IJAHHOTO aHaIn3a PeakTuBaM, TUTPOBAHHBIM PACTBOPAM, HHIHUKATOPAM;

19) dapmakomeiiHass cTaThsi - JOKYMEHT, YTBEPXKICHHBIH YIIOJTHOMOYEHHBIM (QeaepallbHbIM OpPTaHOM
UCIIOJHUTENIPHOW BIACTH M COJEPXAIIMA TepedYeHb MOoKazaTejgeldl KauecTBa M METOMOB KOHTPOJIS KadecTBa
JICKAPCTBCHHOTO CPEICTBA [T MEIUIIMHCKOTO IIPUMCHCHUS;

20) HOpMAaTUBHAs IOKYMCHTAIUs - JOKYMEHT, COJCPXKAIIMH IEepPEYCHb OIMPEICIIEMBbIX MO Pe3yIbTaTaM
COOTBETCTBYIOIINX IKCIEPTH3 MOKA3aTeNei KauyecTBa JIGKAPCTBEHHOTO CPEJCTBA JJIsi MEIUIIMHCKOTO MPUMCHCHHUS,
METOJIOB KOHTPOJIS €r0 KAueCTBa U YCTAHOBJICHHBIN €0 MPOU3BOTUTEIICM;

21) HOpPMATHBHBIA JOKYMEHT - JOKYMEHT, COJACpXallhil MepeYeHb OMNpEACIIEeMbIX 10 pe3yJibTaTam
COOTBETCTBYIOIINX KCIEPTU3 MIOKa3aTesel KauecTBa M (MIIM) METOJIOB KOHTPOJISl KauecTBa JIEKapCTBEHHOM (GopMbl,
OTNIMCAHUSA OWOJIOTHYECKUX, OHOXUMHUYECKHX, MHUKPOOHUOIOTHIECKUX, (PHU3UKO-XUMUIECKUX, (HHU3HUECKHUX,
XMMHUYECKHX U JPYTUX METO/IOB aHAIIN3a JIEKAPCTBEHHBIX CPEACTB AJIsI BETEPUHAPHOTO MPUMEHEHHSI, TPEOOBaHUS K
UCIIOJIB3YEMBIM B IIETISIX MPOBEJCHUS TAHHOTO aHAlM3a PEaKTHBaM, TUTPOBAHHBIM PAcTBOpaM, WHIUKATOpPAM M
YCTaHOBJICHHBIH €ro IMPOU3BOIUTEICM;

22) KayecTBO JICKAPCTBCHHOTO CPEICTBA - COOTBETCTBHE JICKAPCTBEHHOT'O CPEICTBA TPEOOBAHUSIM
(hapmakorneiiHOW CTaTbu JMOO B CiIy4ae €€ OTCYTCTBUSA HOPMATHBHON JOKYMEHTALMM WM HOPMATUBHOIO
JIOKYMEHTa,;

23) 6e30macHOCTh JICKAPCTBEHHOTO CPENICTBA - XapaKTEPUCTHKA JICKAPCTBEHHOTO CPEJICTBA, OCHOBAaHHAs Ha
CpaBHHUTEJILHOM aHajm3e ero 3G (eKTHBHOCTH U pUCKa IPHYUHEHHS BPEAa 310POBbIO;

24) s }eKTHBHOCTS JIEKapCTBEHHOTO Mpemnapara - XapaKTePUCTHKA CTETICHW IOJOKUTEIHHOTO BIUSHUS
JICKAPCTBCHHOTO TMperapara Ha TEYCHHE, MPOJODKUTEIFHOCTh 3a00JICBaHUsI WM €ro NpPeJOTBPALICHUE,
peadminTaIuio, Ha COXpaHEHHUE, IPEAOTBPAIICHUE WK IPEePhIBAHIE OCPEMECHHOCTH;

25) cepusi JIGKaPCTBEHHOT'O CPEIICTBA - KOJMYECTBO JICKAPCTBEHHOTO CPENICTBA, MPOU3BEJCHHOE B PE3YJIbTaTe
OJTHOTO TEXHOJIOTMYECKOTO IMKIIA €T0 MPOU3BOIUTEIICM;

26) perucTpairioHHOE YIOCTOBEpEHHE JICKApCTBEHHOTO Tpernapara - JOKYMEHT, MOATBEp KIatomuid (axt
rOCYAapCTBEHHOW PErUCTPaLiK JIEKAPCTBEHHOTO Mperapara;

27) perucTpalMOHHBIA HOMEp - KOJOBOE 0003HAUCHHUE, [TPUCBOSHHOE JIEKAPCTBEHHOMY MpEMNapary Mpu ero
rOCYAapCTBEHHOW PErUCTPALIUHT;

28) oOpamieHue JICKapCTBEHHBIX CPEICTB - pa3paboTKa, MOKIMHUYECKHE HCCICAOBAHMS, KIMHHYCCKHUEC
UCCIICIOBAHMS, IKCIIEPTH3a, TOCYJAPCTBCHHAS PETHCTPALUs, CTAHAaPTU3ALUSI M KOHTPOJIb Ka4eCTBa, IIPOU3BOJCTBO,
W3rOTOBJICHHE, XPaHCHUWE, MEpeBO3Ka, BBO3 Ha Teppuropuio Poccuiickoit deneparyiv, BBIBO3 C TEPPUTOPUH
Poccuiickoit deneparmu, pekiiama, OTIYCK, peallu3alys, Iepeaadya, IPUMCHEHUE, YHUYTOXKCHUE JEKaPCTBEHHBIX
CpPE/CTB;

29) cyOBeKThl oOpallleHusl JIEKAPCTBEHHBIX CPEICTB - (PU3UUECKHe JIMIA, B TOM YHCIIC MHIUBUIYyaJbHBIS
NpeANpUHUMATENH, ¥ FOPUIMYECKHE JIHIA, OCYIIECTBISIOUINE ACATSIbHOCTh NPU OOpAILICHUH JICKAPCTBEHHBIX
CpE/CTB;

30) pa3paboTyMK JICKApPCTBEHHOTO CpEACTBA - OpraHW3anus, oOJajaromias IMpaBaMH Ha Pe3yJIbTaThl
JOKITIMHWYCCKUX HCCIICJOBAHUI JIGKAPCTBEHHOI'O CPCJCTBA, KIMHUYECKHUX HCCICIOBAHHUN JICKAPCTBCHHOTO
npernapara, a TakKe Ha TeXHOJIOTHIO TPOU3BOJICTBA JICKAPCTBCHHOTO CPEIICTBA;

31) mpoW3BOJACTBO JICKAPCTBEHHBIX CPEJACTB - JCSITEIBHOCTh IO MPOU3BOJCTBY JICKAPCTBCHHBIX CPEACTB
OpraHM3alisIMHU - NPOU3BOIUTEISIMHU JIEKAPCTBEHHBIX CPEJCTB HA OJHOM CTaIMH, HECKOJIBKUX WIIM BCEX CTaIHSIX
TEXHOJIOTHYECKOT'0 MPOIIECCa, a TAKIKE [0 XPAHCHHUIO M PealTU3aliH TPOU3BEICHHbIX JIEKAPCTBEHHBIX CPEJICTB;

32) mnpoW3BOAWTENH JIEKAPCTBEHHBIX CPEACTB - OpraHW3amus, OCYIIECTBISIOMAs IPOU3BOJICTBO
JIEKApCTBEHHBIX CPE/ICTB B COOTBETCTBHUH C TpeOOBaHMAME HacTosmero denepanbHOTO 3aK0Ha,
33) dapmaneBTHUCCKas ACATEIBHOCTh - JEATEIBHOCTh, BKIIIOYAMONMAs B CeOs ONTOBYI TOPTOBIIO

JICKAPCTBCHHBIMH CPEJCTBAMHU, WX XPaHCHHE, IMEPCBO3KY U (WIHM) PO3HHYHYIO TOPrOBIIO JICKAPCTBEHHBIMU
npenapaTamu, UX OTIYCK, XpaHEHUE, ICPEBO3KY, U3TOTOBJICHHUE JICKAPCTBEHHBIX MPEApaTOB;

34) opraHu3aiysi ONTOBOM TOPrOBIU JICKAPCTBCHHBIMH CPEICTBAMHU - OPTraHU3allMs, OCYIICCTBISIIOIIAS
OITOBYIO TOPTOBJIO JICKAPCTBEHHBIMU CPEACTBAMH, MX XPaHEHHE, MEPEBO3KY B COOTBETCTBHU C TPEOOBAHHSIMHU
Hacrosiiero denepanbHOro 3aKOHa;

35) anTeuyHass opraHu3anusl - OpPraHU3alus, CTPYKTYPHOE MOJpa3[eseHue MEIUIMHCKON OpraHu3aluy,
OCYILIECTBIISIIOIINE PO3HUYHYIO TOPIOBIIO JICKAPCTBEHHBIMU IpenapaTaMu, XpaHEHHE, M3rOTOBJICHHE U OTITYCK
JICKAPCTBCHHBIX MPEMapaToB Ui METUIIMHCKOTO MPUMCHCHHS B COOTBETCTBUH C TPEOOBAHUSMH HACTOSILIETO
®denepanabHOTO 3aKOHA;

36) BeTepHHApHAas anTeyHas OpPraHU3alMs - OPraHW3alus, CTPYKTYPHOE IMOJPAa3/CiCHUC BETCPUHAPHOU
OpTaHU3aI|H, OCYIICCTBISFOIINES POZHUYHYIO TOPTOBIIIO JICKAPCTBEHHBIMU MPENapaTaMy, XpaHECHHE, H3TOTOBICHHE
M OTIYCK JIEKapCTBEHHBIX MNPENaparoB [Jisi BETEPUHAPHOIO NPUMEHEHHUs B COOTBETCTBHM C TPEOOBaHHSIMHU
Hacrosiiero denepanbHOro 3aKOHa;

37) danbcudunupoBaHHOE JIEKAPCTBEHHOE CPENCTBO - JIEKAPCTBEHHOE CPEICTBO, COMPOBOKIAAEMOE JIOKHON
nHpOpMaIe 0 ero cocTaBe 1 (MITN) MPOU3BOIUTEIE;

38) HemoOpokayecTBEHHOE JIEKAPCTBEHHOE CPEJACTBO - JIGKAPCTBEHHOE CPENICTBO, HE COOTBETCTBYIOLIEE
TpeOOBaHUSAM (hapMaKONEHHOW CTaThU JHOO B ClIydae € OTCYTCTBHUS TPEOOBAHHSIM HOPMATHBHOH TOKYMCHTAIUU
WK HOPMATUBHOTO JIOKYMECHTA;



39) xoHTpadakTHOE JIEKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEACTBO, HAXOJAIIEeCS B 000OpOTE C
HapyIIeHHEM TPaKIAHCKOTO 3aKOHOATEIIHCTBA;

40) MOKIMHHYECKOE HCCIIeOBAaHUE JICKAPCTBEHHOTO CPEICTBAa - OHMOJIOTHMYECKHE, MHUKPOOHMOJIOTHUYECKHE,
MMMYHOJIOTHYECKHE, TOKCHKOJIOTHYECKHe, (apMakolorndeckue, (QHU3MUECKHe, XAMUYECKHEe H  ApYyTHe
UCCIICIOBaHMS JICKAPCTBCHHOTO CPEJCTBAa MyTEM MPHUMEHCHHUS HAYYHBIX METOJOB OLCHOK B LENAX IMOJYYCHUS
JIOKa3aTeIbCTB OE30MACHOCTH, KauecTBa U 3(PPEKTHBHOCTH JIEKAPCTBEHHOT'O CPECTBA;

41) KIMHUYECKOC WCCJICIOBAHUE JIGKAPCTBEHHOI'O Mperapara - W3y4YCHHWE IUArHOCTHYCCKUX, JICYCOHBIX,
NpOPUIAKTUUCCKUX, (PapMaKOIOTHYECKHX CBOMCTB JICKAPCTBEHHOTO MperapaTa B MPOIECCEe €ro NMPUMEHCHUS Yy
YeJloBeKa, XKMBOTHOTO, B TOM YHCIIE IPOILECCOB BCACHIBAHUS, paclpeleNeHusl, N3MEHCHHUS W BBIBEICHHS, ITyTEM
NPUMEHEHNSI HAayYHBIX METOJOB OIEHOK B IEISAX IIONyYeHHS JOKa3aTelbCTB O€30IacHOCTH, KadecTBa H
3¢ (eKTUBHOCTH JEKapCTBCHHOTO IIperapara, IOaHHBIX O HEXKENaTeNbHBIX pPEaKNHUAX OpraHn3Ma YelIoBeKa,
JKUBOTHOTO Ha MpPHMEHCHHE JIEKapCTBEHHOTO Tpemapata W 00 3¢¢exre ero B3anMOICHCTBHSA C IPYTHMHU
JICKApCTBCHHBIMHU TpenapaTaMu U (WIK) MHIICBBIMH MIPOAYKTAMH, KOPMaMH;

42) MHOTOLICHTPOBOE KIMHHYCCKOE HKCCIICOBAHUE JICKAPCTBCHHOTO TMpenapara Uil MEIUIIMHCKOTO
NPUMEHCHUSL - KIMHUYECKOE WCCICIOBAHUE JICKAPCTBCHHOTO TNpenapara il MEIWIUHCKOTO IPUMCHCHHUS,
MPOBOUMOE pa3pabOTYMKOM JICKAPCTBEHHOTO IpenapaTa B AByX U 00Jiee MEIUIIMHCKUX OPTaHU3AIMSIX TI0 CIUHOMY
MPOTOKOITY KITMHUYECKOTO MCCIIECI0BAHMUS JIEKAPCTBEHHOTO IIpenapara;

43) MeXIyHapOJAHOE MHOTOIICHTPOBOE KIMHUYECKOE WCCICAOBAaHUE JIEKApPCTBEHHOTO TMIperapara JUis
MEIWIIMHCKOTO TIPAMEHEHHS - KIMHWYECKOe HCCIIeJIOBaHUE JIEKApCTBEHHOTO TMpenapara Ui METUIIMHCKOTO
NPUMEHEHHUs, NPOBOAMMOE pPa3pabOTUYMKOM JICKAPCTBEHHOTO IIpemapaTa B PasiIHYHBIX CTpPaHaX IO EIUHOMY
MPOTOKOJTYy KITMHHYECKOTO UCCIICIOBAHMUS JICKAPCTBEHHOTO Iperapara;

44) TOCTPEruCTPAIIMOHHOE KIMHUYECKOE HCCIICOBAHUE JICKAPCTBEHHOIO Mpernapara sl MEIUIIMHCKOTO
NPUMEHCHUSL - KIMHUYECKOE WCCICIOBAHUE JICKAPCTBCHHOTO TNpenapara il MEIWIUHCKOTO TPUMCHCHHUS,
MPOBOIUMOE MPOU3BOIUTEIIEM JICKAPCTBEHHOTO TIpernapara, TpakKIaHCKUH 000pOT KOTOPOT'O OCYIIECTBISICTCS MOCTE
TOCYAApCTBEHHOM PErvCTPaIUy, B IESIX TOTIOTHUTEIHLHOTO cOOpa JaHHBIX O ero 0e30MmacHOCTH U (P PEKTUBHOCTH,
pacmmpeHust MoKa3aHuK K MPUMEHEHUIO JaHHOTO JIEKAPCTBEHHOTO IIpenapara, a TakKe BBISIBICHHUS HE)KeTaTeITbHBIX
peaKkIii MalMeHTOB Ha ero JeHCTBHE;

45) mccnenoBaHne OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHOTO TIperapara - BUI KIMHHYECKOTO HCCIICTOBAHHSA
JICKAPCTBCHHOTO Iperapara, MPOBEACHUE KOTOPOTO OCYIISCTBISCTCS JJIS OMPEICIICHHUS CKOPOCTH BCACHIBAHHS U
BBIBEJICHHUS (DapMaleBTUUCCKON CYyOCTaHIMHU, KOJMYECTBA (DapMaleBTUUCCKOW CYOCTaHIMH, ITOCTUTAIOIICTO
CHUCTEMHOTO KpPOBOTOKA, W pE3yJIbTaThl KOTOPOTO TO3BOJIIIOT CHAENIATh BBIBOA O OHOIKBUBAICHTHOCTH
BOCIIPOM3BEJICHHOTO JICKAPCTBCHHOrO IIperapara B ONPEACICHHBIX JICKAPCTBEHHONH QopMe U JTO3UPOBKE
COOTBETCTBYIOIIEMY OPHTHHAIHFHOMY JIEKAPCTBEHHOMY IIPETapary;

46) mccienoBaHHE TEPANEBTUYECKON SKBHBAJICHTHOCTH JIEKAPCTBEHHBIX IPEMApaToB - BHI KIMHHYECKOTO
HCCIICIOBaHMS JIEKAPCTBCHHBIX IIPETapaToB, MPOBEICHNE KOTOPOTO OCYIIECTBIISETCS IS BBISBICHUS OJWHAKOBBIX
CBOWCTB JICKAPCTBEHHBIX IPEIIApaTOB OIpPEICIICHHON JIEKapCTBEHHOW (OPMBI, a TakKe HAIWYHUA OJXMHAKOBBIX
nokasareseil 0e30macHOCTH U 3PPEKTUBHOCTHU JICKAPCTBECHHBIX MPEMAapaToB, OJWHAKOBBIX KIMHUYCCKHUX d(PPEKTOB
NPY X TPUMCHCHUH;

47) TpOTOKON KJIMHUYECKOTO WCCICIOBAHUS JIGKAPCTBCHHOTO IMpemapara - JOKYMEHT, B KOTOPOM
OMPENENSAIOTC e, (OPMBI OpPraHU3allMd W METOAOJIOTHS TPOBEICHHS KIMHUYCCKOTO HCCIICIOBAHUS,
CTAaTHCTUYECKHUE METOJBI 00pabOTKH Pe3yJIbTaTOB TAKOTO WCCIEIOBAHHUS M MEPhI TI0 00EeCTIeUueHUI0 0€30TacCHOCTH
(hM3MUECKUX NI, YIaCTBYIOIINX B KIIMHUIECKOM HCCIIEIOBAaHUH JEKAPCTBCHHOTO MIperapara;

48) Opormmropa HCCIemOBaTeNI - CBOAHOE W3JIOKEHHWE pPE3yNbTaTOB JOKIMHUYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOTO CPEICTBA M KIMHHUYECKOTO HCCJICJOBAHUS JIEKAPCTBEHHOTO Ipernapara [Jisi MEAUIMHCKOTO
MPUMCHCHUS;

49) naOopMaIMOHHBII JTUCTOK MAIIMEHTA - JOKYMEHT, B KOTOPOM COJIEPKATCS B IOCTYMHOU (hopMe CBEICHHUS,
Kacaroluecs: MPOBOAMMOTO KIMHUYECKOTO HCCIICOBAHUS JIGKAPCTBEHHOIO Mperapara, ¥ B MHCbMEHHOH (opme
JIOOPOBOJBHOE COTJIACHE MAIMCHTAa HA y4yacTHE B KJIMHUYECKOM KCCJICIOBAHUU JICKAPCTBEHHOIO Ipenapara mocie
03HAKOMJICHUSI C OCOOCHHOCTSIMH KJIMHHUYECKOTO HCCIICAOBAHMUS, MMEIOIIMMHU 3HAYCHUE JJISl BBIPAKEHUS TaKOTO
coracusi;

50) mobo4HOE NEUCTBHE - pEeaKLusi OpraHu3Ma, BO3HUKIINAS B CBS3U C MPUMEHEHHEM JIEKapCTBEHHOTO
npernapara B J03aX, PEKOMEHIYEMbIX B MHCTPYKLHH [0 €ro MPUMEHEHHIO, Ui MPOGUIAKTHKU, AUATHOCTHKH,
JieueHUst 3a00JICBaHUS UK JIJIs peaOWIIUTAIINY;

51) cepbe3Has HexenaTeldbHas PEaKIHs - HE)KEJIaTelbHAs PEaKIUs OPraHu3Ma, CBs3aHHAS C MPUMEHCHHEM
JICKAPCTBCHHOTO TMperapaTta, NpPUBEAMIas K CMEPTH, BPOXKICHHBIM AHOMAIMSAM WM MOPOKAM pa3BHTHUS JHOO
NpeJICTaBIsIomas co00i yrpo3y Ku3HHU, TpeOyrollas TOCHHTAIM3alUU WIH TpPUBEANIAas K CTOMKOW yTpaTe
TPYIOCTIOCOOHOCTH U (MJIN) HHBATUAHOCTH;

52) HemnpenBUJCHHAs HEXKeJaTelbHAas peakiusi - HeKelarenbHas peakuusi opraHu3Ma (B TOM 4HCIE
CBsI3aHHAsl C NPUMEHEHHEM JICKapPCTBEHHOIO IIpernapaTa B COOTBETCTBHM C MHCTPYKUHEH MO €ro MPUMEHEHHIO),
CYIIHOCTh U TSDKECTh KOTOPOW HE COOTBETCTBYIOT MH(MOPMAIMH O JICKAPCTBEHHOM Ipemnapare, cojaepkaiueiics B
WHCTPYKIHUH 110 €0 MPUMCHEHUIO;



53) pemenT Ha JEKapCTBEHHBIM IpemapaT - NHCBMEHHOE Ha3HA4YCHHE JIEKAPCTBEHHOTO TIperapara o
yCTaHOBJICHHOH (hopMe, BBIIAaHHOE MEAWIMHCKUM WIH BETEPHMHAPHBIM PaOOTHUKOM, MMEIOIINM Ha 3TO TPaBo, B
[EeJIAX OTITyCKA JICKApCTBEHHOTO TIPerapara Wik ero U3rOTOBICHUS U OTITYCKa,;

54) TpeGoBaHWE MEIWIIMHCKOW OpTaHM3AINK, BETCPUHAPHOW OpraHW3aldd - NOKYMEHT YCTaHOBJICHHOMN
(hopMBI, KOTOPBII BBITUCAH MEIMIIMHCKUM HIIM BETCPUHAPHBIM PAaOOTHUKOM, UMCIOIIAM Ha 3TO MPAaBO, U CONCPIKUT
B MUCBMEHHOW (hopMe yKa3aHWE amNTEeYHON opraHu3anmuud o0 OTIYCKE JICKAPCTBCHHOTO Iperapara WIH O €ro
W3TOTOBJICHUU M 00 OTITyCKE JJIsl 00SCIIeUCHHUs JISYeOHOT0 MpoIiecca B MEIUIIMHCKON OpraHU3aliK, BETCPHHAPHON
OpraHu3aluu.

Iaaga 2. IOJTHOMOYHMSA ®EJEPAJIBHBIX OPTAHOB HCIIOJTHATEJIHHOM
BJIACTH, OPTAHOB UCITIOJTHUTEJIbBHOM BJACTHU CYBBEKTOB POCCUIICKOM
®EJEPALIAU [TPU OBPAIIIEHUA JEKAPCTBEHHBIX CPEJICTB

Cratps 5. [lomHOMOUHS (epepanbHBIX OPraHOB HCIOJTHATEIBHONW BIACTH NPH OOpaIleHUH JIEKapCTBEHHBIX
CPEICTB

K nonaOMOUHSM (eiepaibHBIX OPraHOB UCIOTHUTEILHON BIACTH NMPU OOPAIICHUU JICKAPCTBCHHBIX CPEJICTB
OTHOCSTCSI:

1) mposeaenue B Poccuiickoit denepanuu equHON rocyIapcTBEHHON IOJHTUKUA B 00JacTH OOCCIICUCHUS
JIEKapCTBEHHBIMH TperapaTaMu rpaxaad Ha Tepputopun Poccuiickoit denepannu;

2) yTBepxkIeHHEe oO0mux (apMaKOTEHHBIX CTaTel, (papMakomeHHBIX cTaTei, M3JaHWe TOCyIapCTBECHHON
(hapmaxkomnew;

3) ocyIiecTBIEHUE TOCYIAPCTBEHHOTO KOHTPOJIS U HA/I30Pa;

4) NUUCH3MPOBAHUE IPOU3BOJCTBA JICKAPCTBCHHBIX CPEICTB W (DapMaleBTUUCCKOW JCATCILHOCTH B
COOTBETCTBUH C 3aKOHOJATeNbCTBOM Poccuiickoit denepaunu;

5) opraHu3anus 3KCIEPTHU3BI JICKAPCTBCHHBIX CPEACTB, STUYCCKOW DKCIEPTH3BI BO3SMOXKHOCTU MPOBEICHHUS
KJIMHIYECKOTO MCCIICIOBAHUS JICKAPCTBEHHOTO Tpernapara Jjisi MeIUIIMHCKOTO IPUMCHCHUS,

6) BBIIaya pa3perIeHuil Ha MPOBEJCHNE KIMHNYECKUX MCCIIeIOBAHNN JIEKapCTBEHHBIX IpEnapaToB, BEJCHHE
peecTpa BEIIaHHBIX pa3pelIeHIi Ha MPOBEACHNE KIIMHUYECKNX NCCIIeTOBAaHUN JIGKapCTBEHHBIX ITPETIapaTos;

7) rocymapCTBEHHAsh PETHUCTpalysi JICKapCTBEHHBIX IIPEIapaToB, BEIEHHE TOCYAapCTBEHHOTO peecTpa
JICKapCTBEHHBIX CPE/ICTB;

8) WHCIEKTHpOBaHWME MPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB HA COOTBETCTBHC IMpaBHJIAM OPTaHU3AIMU
MPOM3BOJICTBA M KOHTPOJS KayecTBa JICKAPCTBEHHBIX CPEACTB, BbIaya 3aKIIOYCHHH O COOTBETCTBUH
MPOU3BOUTENS JICKAPCTBEHHBIX CPEACTB TPECOOBAHUSIM MPABHUJ OPTaHU3AlMU MPOU3BOJCTBA M KOHTPOJS KauecTBa
JICKApCTBCHHBIX CPEJICTB;

9) rocymapCTBEHHAs PETHUCTPAIsl YCTAHOBICHHBIX MPOM3BOIUTEISIMH JIEKAPCTBEHHBIX IIPETIapaToB
MpEACTBHBIX OTIMYCKHBIX II€H Ha XM3HEHHO HEOOXOOMMEBIC W BaKHEWIIHE JICKapCTBEHHBIC IMPErapaThl W BEeICHHE
TOCYTapCTBEHHOTO peecTpa TpPENeNbHBIX OTIYCKHBIX IICH MPOW3BOIWTENCH Ha JIEKapCTBEHHBIE IpenapaTsl,
BKITIOYEHHBIC B IIEPEUCHB KU3HECHHO HEOOXOANMBIX W BaYKHEHIIINX JIEKAPCTBEHHBIX IIPETIapaToB;

10) ycranoBieHue NHOpsJKa BBO3a JIGKAPCTBEHHBIX CPEICTB Ha Teppuropuio Poccuiickoil dexepanun u
BBIBO3a JICKAPCTBEHHBIX CPEICTB ¢ Tepputopun Poccutickort deneparmu;

11) co3nanue COBETOB 110 BOIIPOCAM, CBA3aHHBIM C 00OpaIICHUEM JICKAPCTBEHHBIX CPEJICTB;

12) arrecranus U cepTU(UKALUS CIICIUATUCTOB;

13) yTBepkIeHre 00pa30BaTeILHBIX MPOTPAMM TI0 MTOATOTOBKE CIEIHAINCTOB,

14) MOHUTOPHHT 0E30MAaCHOCTH JICKAPCTBEHHBIX MPENapaToB;

15) yuacTtrie B MeXIyHAPOJHOM COTPYIHUIECCTBE;

16) mosrydeHue Mo 3armpocaM YIOJHOMOYEHHOTO (pelepaqbHOTO OpraHa MCIIOJTHUTEIHHON BIIACTH OT OPTaHOB
HCIIOJTHUTEIEHOW BiacTH cyOnekToB Poccuiickort Meneparyn, a TakkKe 0T CyObEKTOB OOpaIlleHHs JICKApCTBCHHBIX
CPEICTB sl MEAWIMHCKOTO MPHMCEHCHHs HWH(GOPMAIMK IO BOIPOCAM YCTAHOBICHUS WM NPUMCHCHHS IICH Ha
JICKApCTBCHHBIC MPENapaThl U HAJ0ABOK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapylLIeHHe 3aKoHoaTenbeTBa Poccuiickoit denepanmn.

Cratbs 6. IlodHOMOYMS OpraHOB HWCIIOJIHUTEIHHOW BiacTH cyObekTa Poccmiickori dDenepanuu mpu
oOpamieHnn JIeKapCTBEHHBIX CPEJICTB

K mosHOMOYMSIM OpraHOB HCIIOJHHUTENIBHON Biactu cyObekra Poccuiickoin ®enepanmu npu oOparieHun
JIEKapCTBEHHBIX CPEACTB OTHOCATCS:

1) paspaboTka M peanauM3alysi pPErHOHAIBHBIX IPOrpaMM OOECIICUCHHS! HACEIEHUs JIEKapCTBEHHBIMH
npenaparamu;

2) yCcTaHOBJICHUE TIPEETbHBIX Pa3MEPOB ONTOBBIX HAIOABOK W MPEACIbHBIX Pa3MepOB PO3HUYHBIX HAJI0aBOK
K (haKTHIECKUM OTIYCKHBIM II€HAaM, YCTaHOBJICHHBIM IIPOM3BOJUTEIISIMH JIEKAPCTBEHHBIX IPEMapaToB, Ha
JIEKapCTBCHHBIE ITIPENapaThl, BKIIOUCHHBIE B IEPEUCHb )KU3HEHHO HEOOXOMMMBIX M BaXKHEHIINX JICKAPCTBEHHBIX
MIPEnaparos.;



3) ocymiecTBICHHE KOHTPOJIS 32 IPUMEHEHHEM [IeH Ha JICKapCTBEHHBIC MPETapaThl, BKIOYCHHBIC B IEPEYCHb
JKU3HEHHO HEOOXOAMMBIX M BAXKHEWINX JIEKapCTBEHHBIX IIPEMapaToB, OPTaHM3AMUSIMH ONTOBOW TOPTOBIH,
aNTeYHBIMH  OPTaHW3alMAMH, WHAWBHAYAIGHBIMH  MPEINPHHAMATEISIMHA, HMCIOIIUMH  JIMICH3MIO  Ha
(hapMaIeBTHIECKYIO AEATEINbHOCTb.

Inasa 3. TOCYJAPCTBEHHASI ®APMAKOIES
Cratbs 7. Pa3zpaboTka u u3naHue rocyIapCTBEHHOHN (apMaKoIieH, pa3MeeHnue TaHHbIX 0 Hel

1. Tlom rocymapcTBeHHOW (hapMakomeed IMOHUMAaeTcsi CBOA oOOmMX (apMakomeHHbIX cTaTtedl
(hapmaKkonerHbIX CTAaTEH.

2. Pazpabotka o0mmx ¢dapmakoneiHslx crareii ¥ (apMakoneHHBIX crareil W BKIIOYEHHE HUX B
TOCYIapCTBEHHYIO (PapMaKoOIel0 OCYIIECTBISIOTCS B TOPSIKE, YCTAHOBICHHOM YIOJTHOMOYCHHBIM (eaepaabHbIM
OpPTaHOM HCTIOTHUTEIIFHON BIIACTH.

3. Pa3zpabotka (apmakorneiiHONW CTaThbW Ha OPUTHHAIBLHOE JIEKAPCTBEHHOE CPEJICTBO M BKIIIOUCHHE €€ B
TOCYIapCTBEHHYIO (hapMaKOIIeI0 B TEUCHHE CPOKA JEHCTBHA 3alIUTHl HCKIIOYUTEIBHOTO IPaBa, YIOCTOBEPEHHOTO
NaTeHTOM Ha OPUI'MHAIIBHOE JIEKAPCTBEHHOE CPEJICTBO, OCYLIECTBIISIIOTCS C COTJIACHS €r0 pa3padoTyHKa.

4. TocynapctBeHHasi (hapMakores H3acTCs YIOJHOMOYEHHBIM (DelepaibHbIM OPraHOM HCIOJTHHUTCIIEHOM
BJIACTH 3a CYET CPEJCTB (heiepabHOrO OIO/PKETa M MOJUICKHUT TIEPEn3JaHusIM HE PEeXKe YeM OJMH pa3 B IATh JIET, B
HEepHOJL MEXIy KOTOPBIMH M3AAIOTCS NPHIOXKEHUS K TOCyJapCTBEHHOH (apmakoriee, copaepxamue ooOmme
(hapmakomneinble cTtaThil W (WiH) QapMakolelHbIe CTaThU, YTBEPXKICHHBIE ITOCIIC HM3AAHHUS W TEepPEU3TaHMs
rocyaapcTBEHHOM (papmMakomnen.

5. YrosrHOMOUYeHHBIH (heepabHbId OpraH UCTIOTHUTEILHOM BIACTH pa3MelIaeT JaHHbIe 0 TOCYIapCTBEHHOM
(hapmakorniee ¥ TPUIOKEHUSX K HEH Ha cBoeM OQUIMAILHOM caiite B ceTu "MHTEepHET" B YCTAaHOBJICHHOM UM
HOPSIKE.

Iaasa 4. TOCYJIAPCTBEHHbIN KOHTPOJIb ITPU OBPAIIIEHUH
JIEKAPCTBEHHBIX CPEJCTB

Cratps 8. JlnmeH3npoBaHme TPOU3BOJICTBA JEKAPCTBEHHBIX CPEACTB U (hapMaleBTHUECKON ACITETbHOCTH

1. JluneH3upoBaHUE TPOM3BOJCTBA JICKAPCTBCHHBIX CPEACTB W (hapMaleBTHYCCKOW JEATEIBHOCTH
OCYUIECTBIISIETCSI B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepannu.

2. OOs3aTeNbHBIM YCIOBUEM MPEIOCTABICHUS JIMICH3UM Ha IPOU3BOJCTBO JICKAPCTBCHHBIX CPEICTB
SIBIISICTCS. TPWIOKCHUE K 3asBICHUIO COMCKATENS JIMICH3UU IEPEYHS JICKAPCTBCHHBIX (opM u (WIM) BHUIOB
(hapMareBTHYECKIX CyOCTaHIIHHA, KOTOPBIE IPOU3BOIUTENb JICKAPCTBECHHBIX CPEICTB HAMEPEH IPOU3BOIHTE.

3. B ciaygae HEOOXOIMMOCTH paCIIUPEHHUS NPOU3BOICTBA JIEKAPCTBEHHBIX CPEACTB 3a CYET HOBBIX
JIEKApCTBEHHBIX (OPM W BHIOB (hapMaleBTHUECKUX CYOCTAHIIMK IMPOHU3BOIAHUTEND JEKAPCTBEHHBIX CPENCTB JOJDKEH
TOJYYHUTH HOBYIO JIMIICH3UIO Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPE/ICTB.

Cratbs 9. ['ocynapcTBeHHBII KOHTPOJIb IPH OOPAILCHUH JIEKAPCTBEHHBIX CPEACTB

1. F'ocyaapcTBEHHOMY KOHTPOJIIO MOAJIEKAT BCE JIEKAPCTBEHHBIE CPEJICTBA, IPOU3BEAECHHBIE HA TEPPUTOPUU
Poccuiickoit ®enepannn u BBO3UMbIE Ha Tepputoputo Poccuiickoit denepanuu.

2. TocymapcTBeHHBI KOHTPONb TIPH  OOpaIIeHHWH  JIEKAPCTBEHHBIX  CPEACTB  OCYIIECTBISETCS
YIOJTHOMOYEHHBIMU (pellepalbHBIMA OpTaHAMH HCIOJHHUTEIFHOW BIACTH W OpPTaHAMH HCIIOJHHUTEIHFHOW BIIACTH
cyonrekToB Poccuiickoii deneparnuu B COOTBETCTBUHN C HX TTOJTHOMOYHSIMH.

3. TocynapcTBeHHBI KOHTPOJIb NPH OOpaleHUH JIEKAPCTBEHHBIX CPEJICTB BKIIOYAeT B ceOs KOHTPOJIb 3a
JOKIMHUYECKMMH HMCCIIEJOBAaHHUSMH JIEKAPCTBEHHBIX CPEJICTB, KIMHWUYECKUMH HCCIICJOBAHUSAMHU JIEKAPCTBEHHBIX
IpenaparoB, KauyeCTBOM, IPOU3BOJCTBOM JICKAPCTBEHHBIX CPEICTB, N3rOTOBJICHHEM JIEKAPCTBEHHBIX IPENapaTos,
XpaHEeHHEM, MEePeBO3KOI, BBO30M Ha Tepputoputo Poccuiickoit @enepauuu, pekiaMoil, OTIyCKOM, peanu3aluei,
YHHYTOKCHHEM JICKapCTBEHHBIX CPEACTB, IPUMECHEHUEM JICKAPCTBEHHBIX IIPETIapaToB.

4. T'ocymapCTBEHHBIH KOHTPOJb IIPH OOpAIIeHNH JIEKapCTBEHHBIX CPEACTB OCYIIECTBISETCSA MOCPEICTBOM:

1) mpoBemeHWs TMPOBEPOK COONIONEHUS CYOBEKTaMH OOpaIleHHus JEKapCTBEHHBIX CPEICTB TPaBUI
1a00paTOPHON MPAKTHKH W TMPAaBHJI KIMHUYECKON TNPAKTHKH TPH TPOBEIACHUH MOKIMHWYICCKUX HCCICIOBAHUN
JICKapCTBCHHBIX CPEACTB W KIMHWYECKUX MCCIIC[OBAaHUH JICKApPCTBEHHBIX IPENapaToB Uil MEAUIMHCKOTO
NPUMEHEHHUs, TPaBWI IPOBEICHUS MOKIMHUYECKUX HCCIIEOBAaHMH JIEKaPCTBEHHBIX CPEICTB U KIMHHUYECKHX
MCCIIEJIOBaHUH JIEKAPCTBEHHBIX MTPENaparoB JUlsi BETCPUHAPHOTO NIPUMEHEHHMS, IPABHJI OPTaHU3aIMH ITPOU3BOACTBA
M KOHTPOJISI Ka4eCTBa JIEKApPCTBEHHBIX CPEJCTB, MIPABUJI ONITOBOM TOPTOBJIN JEKAPCTBEHHBIMU CPEACTBAMU, PABHII
OTITyCKa JICKAPCTBEHHBIX MNpENapaToB, NMPABHJI W3TOTOBICHHWS M OTIyCKa JICKAPCTBEHHBIX NpENapaToB, MpPaBHII
XpaHEeHHS JIEKaPCTBEHHBIX CPEIICTB, MPAaBUJ YHHUTOKEHNUS JIEKAPCTBEHHBIX CPEICTB;

2) JNUIEH3WPOBaHHS TPOW3BOJACTBA JIEKAPCTBEHHBIX CpPEACTB MW (apMaIeBTUIECKOH JAEATEIFHOCTH,
TIPOBEICHUS TIPOBEPOK COOITIOICHHS TNIIEH3NOHHBIX TPEOOBAHUI U yCIOBUH;

3) KOHTpOJISL KauecTBa JICKAPCTBEHHBIX CPEICTB MPH TPAXKIAHCKOM 000poTe:



a) B hopMe BEIOOPOTHOTO KOHTPOJIS;

0) Tpu BBISBICHWN HECOOTBETCTBUS JUIICH3MOHHBIM TPEOOBAHUSM W YCIOBUSM YCIOBHH IPOU3BOJICTBA U
KOHTPOJISI Ka4ecTBa JICKAPCTBEHHBIX CPEICTB, OCYIICCTBICHHUS ONTOBOM TOPTOBIHN JICKAPCTBEHHBIMH CpPEACTBAMM,
OCYILECTBIICHHSI PO3HHYHONH TOPTOBIM JICKAPCTBEHHBIMH IIpeTapaTaMy, NPaBWJI HW3TOTOBIICHHS JIEKapPCTBEHHBIX
IpenapaToB, IPaBUWI XPaHEHUS JIEKAPCTBEHHBIX CPE/CTB;

4) BBLIAYM pa3pelIeHu Ha BBO3 JIGKAPCTBEHHBIX CPEJICTB Ha TeppuToputo Poccuiickoit ®enepannmy;

5) npoBeieHNsI MOHUTOPHHra 0€30MaCHOCTH JIEKAPCTBEHHBIX IPENapaToB;

6) MoJIy4eHHs 110 3alpocaM YIIOJIHOMOYEHHOTO (he/IepalbHOTO OpraHa MCIIOJHUTEIbHOM BJIACTH OT OPraHOB
WCTIOTHUTENIEHOM BiIacTh cyOBhekTOB Poccuiickoit denepanuu, OT CyObEKTOB OOpalieHus JIEKAPCTBEHHBIX CPEACTB
JUTS MEIUITMHCKOTO IPUMEHEHUS HH(POPMAIUHY TI0 BOIIPOCAM YCTAHOBJICHHS U IPUMEHEHH IIeH U HaI0aBOK K HUM.

5. OcymecTBieHHE TOCYAapCTBEHHOTO KOHTPOJSA TPH OOpPAaIIeHWH JIEKAPCTBCHHBIX CPEICTB SBISACTCA
pacxomHbIM 00s3aTenbCcTBOM Poccuiickoit denepanny WM pacXomHBIM 0053aTeIbCTBOM CYOBEKTOB Poccuiickoid
denepanmy 1O BHAAM KOHTPOJIS, OTHECEHHBIM COOTBETCTBEHHO K IIOJIHOMOYMSM (enepajbHbIX OpraHoB
WCIIOJIHUTENILHOM BIIACTH M K MOJHOMOYHSIM OPraHOB UCIIOJHHUTENLHOI BiacT cyobekToB Poccuiickoit @enepauni.

I'naBa 5. PASPABOTKA, JOKJIMHUYECKHUE UCCJIEJOBAHUS
JIEKAPCTBEHHBIX CPEJCTB, A TAK)XKE KJIMHUYECKUE UCCJIEJOBAHUS
JIEKAPCTBEHHBIX IPETAPATOB JIJIs1 BETEPUHAPHOI'O TIPUMEHEHUS

Cratbs 10. Pa3paboTka jJexapCTBEHHBIX CPEIICTB

1. Pa3paboTka JIeKapCTBEHHBIX CPEICTB BKIIOYACT B ceOsS MOMCK HOBBIX (PApMaKOIOTHUYCCKH AKTHBHBIX
BEIIIECTB, IOCIEAYIOMee H3yUCHHE WX JICKAPCTBEHHBIX CBOMWCTB, INOKIMHHYECKHE HCCIICAOBAHHS, pPa3pabOTKy
TEXHOJIOTHI MPOU3BOJCTBA (hapMaLEBTHYCCKUX CYOCTaHIMIA, pa3pabOTKy COCTABOB UM TEXHOJIOTUH MPOU3BOJCTBA
JICKAPCTBCHHBIX IPEIapaToB.

2. ®uHaHCOBOE OOecIcueHHE Pa3pabOTKH JICKAPCTBCHHBIX CPEICTB OCYIICCTBISCTCS 3a CUCT:

1) cpencts ¢denepaibHOTO OIOKETA;

2) cpencTB pa3paboTINKOB JIEKAPCTBEHHBIX CPENICTB;

3) cpencTB MPOU3BOIUTENCH JICKAPCTBEHHBIX CPEACTB MPH BHIMTOJHEHUH HAYYHO-HCCIIEIOBATENECKUX padoT
10 JOTOBOPY MEXIY pa3pabOoTIYNKOM JIEKaPCTBEHHBIX CPENICTB M MIPOM3BOIUTEIIEM JICKAPCTBCHHBIX CPE/ICTB;

4) MHBIX HE 3aIpPeNeHHBIX 3aKOHOIATeIbcTBOM Poccuiickoii deneparvivi ICTOYHHUKOB.

3. [IpaBa pa3paboTumKa JCKApCTBCHHOTO CPEICTBA OXPAHSIOTCS IPAXKIAHCKUM 3aKOHOIATCIIECTBOM.

Cratps 11. ﬂOKHI/IHI/I‘leCKOC HCCJICA0BAHUC JICKAPCTBECHHOI'O CPEACTBA AJId MCAUIIUMHCKOTO MTPUMCHCHUS

1. JIoKkIMHUYECKOE HCCIEeOBaHHUE JIEKAPCTBEHHOTO CPEJCTBA ISl MEAMIMHCKOTO MPUMEHEHHSI MPOBOAUTCS
MyTeM MPUMEHEHHs HAYYHBIX METOIOB OLEHOK B LENSAX MOJYyYeHHs [0Ka3aTelbCTB 0E30IaCHOCTH, KauecTBa U
3¢ GEeKTUBHOCTH JIEKAPCTBEHHOTO CPECTBA.

2. TOKIMHUYECKOE UCCIeI0BAaHKE JIEKAPCTBEHHOTO CPENICTBA ISl MEAMIMHCKOTO MPUMEHEHHUSI IPOBOIUTCS B
COOTBETCTBUH C MMPaBHIAMH JJA0OPATOPHOI MPAKTHKH, YTBEPKICHHBIMH YIOJTHOMOYCHHBIM (peIepabHBIM OPraHOM
UCIIOJTHUTEIILHON BIIACTH.

3. Jlnsg opraHu3alyi W TPOBEICHHS JOKIMHUYECKOTO HCCIICOBAHUS JICKAPCTBCHHOTO CPEICTBA IS
MEIUITHCKOTO MIPUMCHCHHS pa3paboTuynku JIEKAPCTBEHHBIX CpEICTB MOTYT MIPHUBIICKATH
HAay4YHO-HCCIIEIOBATENICKIE OpraHU3aluy, o0pa3oBaTeNbHble YYPEIKACHHS BBICIICTO POPECCHOHAIBHOIO
oOpa3oBaHus, UMEIONINE HEOOXOAMMYI0 MaTepHaTbHO-TEXHUIECKYIO 0a3y M KBaIU(UIIMPOBAHHBIX CIICIIUATINCTOB B
COOTBETCTBYIOIIIEH 00IaCTH HCCIIEA0BAHUSL.

4. JTOKIMHUYECKOE HCCIEe0BaHHE JIEKAPCTBEHHOTO CPEJCTBA ISl MEAMIIMHCKOTO MPUMEHEHHSI MPOBOAUTCS
MO YTBEPKICHHOMY Pa3padOTYMKOM JIEKAPCTBEHHOI'O CPEJICTBA IJIAHY C BEJICHUEM MPOTOKOJA 3TOTO MCCIICAOBAHUS
U COCTaBJICHUEM OTYETa, B KOTOPOM COAEPIKATCS PE3YJIbTaThl 3TOTO UCCICIOBAHUS M 3aKIFOUYCHUEC O BO3MOXKHOCTH
MPOBEICHUS KIIMHUYECKOTO UCCIICIOBAHMS JICKAPCTBEHHOTO MperapaTa Uisi MEAUIUHCKOTO IPUMCHEHUSI.

5. IIpoBeneHre MPOBEPOK COOIIOACHUS MPaBII Ja0OPATOPHOI NPAKTUKU KM MPABOBBIX HOPM HCITOJB30BAHHUS
JKMBOTHBIX TIPH TPOBEACHUM [OKJIMHUYECKHX HCCIICAOBAHUN JIEKAPCTBEHHBIX CPEICTB [UIi MEAUIMHCKOTO
MPUMEHEHHS OCYILECTBIISIETCS YIIOTHOMOUYEHHBIM (pefiepaibHbIM OPraHOM HUCIIOIHUTEIbHOM BIACTH.

6. Pe3ynbTaThl TOKITMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO CPECTBA Ul MEAMIUHCKOTO NPUMEHEHUS
MOTYT OBITh NPE/ICTABJICHBI B YIOJIHOMOUYCHHBIN (pefepanbHblii OpraH UCIOJHUTENILHOM BJIACTH B YCTAHOBJICHHOM
MOPSZIKE B X TOCYJAPCTBCHHON PETUCTPAIINH JICKAPCTBEHHOTO Tperapara.

Cratps 12. ﬂOKHI/IHI/I‘IGCKOC HCCJICA0BAHUC JICKAPCTBECHHOI'0 CPEACTBA U KIMHHUYCCKOC HCCICA0BAHUC
JICKApCTBCHHOI'O IIperapara AJjisl BETCPUHAPHOTO MPUMCHCHUSA

1. JIOKIMHAYECKOE MCCIIeOBaHUE JICKAPCTBEHHOTO CPENCTBA I BETEPUHAPHOTO MPUMEHECHHUS TMPOBOIUTCS
MyTeM NPUMEHEHUS HAy4YHBIX METOJOB OLEHOK B IEJIAX IOJYYEHHS IO0Ka3aTeNbCTB Oe30MacHOCTH, KadyecTBa H
3¢ (eKTUBHOCTH JIEKapCTBEHHOTO CPEIACTBAa, B TOM YHCIE OTPEIEIICHUs] CPOKAa €T0 BBIBEJICHUS W3 OpraHM3Ma



JKUBOTHOTO, B IIETSX OOecredeHus] 0e30MacHOCTH MPOMYKIMH >KABOTHOTO TPOHMCXOXKIEHHS MOCIe MPUMEHEHUS
COOTBETCTBYIOIIETO JICKAPCTBEHHOTO IpeTapara.

2. JIokKTUHAYECKOe UCCIIeI0OBaHNE JIEKAPCTBEHHOTO CPENICTBA M KIIMHIHYECKOE UCCIIETOBaHME JIEKapCTBEHHOTO
mpemnapaTta A BETEpUHAPHOTO TPHMEHEHHs, WCCIIEeNOBaHNE OMOKBHBAJCHTHOCTH YKa3aHHOTO JIEKapCTBEHHOTO
npernapara IMPOBOAITCS B COOTBETCTBUU C MPABUIIAMH, YTBEPIKICHHBIMH YIIOJTHOMOYCHHBIM (DeJiepaIbHBIM OPTaHOM
UCIIOJIHUTEIILHON BIIACTH.

3. JJoxnuHHUYEeCKOE HCCeA0BaHUE JIEKaPCTBEHHOIO CPEAICTBA U KIIMHUYECKOE UCCIIeI0BAaHUE JIEKAPCTBEHHOTO
npernaparta il BETCPHHAPHOTO MPUMCHEHHUS MPOBOJSATCS IO YTBEPKICHHOMY Pa3pa0OTYMKOM JICKApCTBCHHOTO
CpeICTBa IIAHY C BEIEHHEM IPOTOKOJIOB THX HCCICIOBAHWN W COCTaBIEHHEM OTYETOB, B KOTOPBIX COAEPIKATCS
Pe3yIbTaTHI ATUX UCCIICAOBAHHA.

4. ng opraHu3anuyd ¥ TPOBEICHUS JOKIMHUYECKOTO WCCIEIOBAHUS JICKapCTBEHHOTO CPEICTBA H
KIMHAYECKOTO HCCIICAOBAHMS JIEKAPCTBEHHOTO TMIperapara Uil BETCPHHAPHOTO MPUMEHEHHS pa3pabdoTInK
JICKAPCTBCHHOTO CPEJICTBA MOXKET MIPHUBJIICKATh OPTraHU3alUHU, HMEIOIINE HEOOX0AUMYI0 MaTePHATbHO-TEXHUICCKYIO
0a3y ¥ KBATM(UIIMPOBAHHBIX CIICIIMAIMCTOB B COOTBETCTBYOIICH 001aCTH HCCICIOBAHUS.

5. KnnHnveckue ucciieIoBaHusl JISKAPCTBCHHBIX MPENApaToB Ui BETCPHHAPHOTO MPUMCHEHHUS IPOBOASATCS B
BETCPUHAPHBIX OpPraHU3alUsIX U B OPraHU3aIMAX, OCYIICCTBIISIONUX Pa3BElCHHE, BBIPAIIUBAHUE U COJACPIKAHUC
JKUBOTHBIX, B IIEIISX:

1) ycTaHOBJIECHHUS IEPESHOCHMOCTH JIEKAPCTBEHHBIX MTPETIapaToB 310POBBIMH KHUBOTHBIM;

2) moxbopa ONTHMATIBHEIX JO3HPOBOK JEKAPCTBEHHBIX MPENapaToB U Kypca JICUeHHs] Ha KOHKPETHOH TpyIIIe
JKUBOTHBIX C OIpeesICHHBIM 3a00IeBaHIEM;

3) ycraHOBiIeHUS 0€30MAaCHOCTH W IPPEKTUBHOCTH JIGKAPCTBEHHOrO MpernapaTa, NpeJHa3HAYCHHOTO IS
JICUCHUSI OMPEICIICHHBIX 3a00JICBaHMI JKUBOTHBIX, HIH J(PQPCKTUBHOCTH JICKAPCTBEHHOTO IIpemapara s
IPOPUIAKTUKY 3200JICBaHHUIA 3JOPOBBIX )KUBOTHBIX;

4) u3ydeHuss BO3MOKHOCTEH pacIMpeHus MOKa3aHU K MPUMEHECHHUIO 3aPETUCTPUPOBAHHOTO JICKAPCTBCHHOTO
npernapaTa 1 BBIABICHHS paHee HEU3BECTHBIX TOOOYHBIX AEHCTBHIH.

6. Kimamdgeckoe wucciemoBaHWE JIEKAPCTBEHHOTO TIpemapaTa s BETEPHHAPHOTO  MPUMEHEHHUS
OCYILIECTBIISIETCS 32 CUET CPEICTB pa3paboTUIHKa JCKapCTBEHHOTO CPECTBA.

7. OT4eTsl O pe3ynbTaTax MIOKIMHWYECKOTO WCCIEIOBAHMS JICKAPCTBEHHOTO CPEACTBA W KIMHHYECKOTO
UCCIICIOBaHMS JIGKAPCTBCHHOTO TMperapara Uil BETCPUHAPHOTO IPUMCHCHHUS COCTaBISIFOTCS Pa3pabOTUYUKOM
JICKAPCTBCHHOTO CPEACTBA C Y4YETOM 3aKIIOUCHUI OpraHu3aiui, NPUHUMABIINX YYaCTHE B OpPraHU3alud U
MPOBEJCHUH STUX UCCIIEI0OBAaHUM.

8. KoHTponb 3a mpoBeleHHEM MIOKIMHUYCCKHX HCCIICOBAHUIN JICKAPCTBCHHBIX CPEACTB M KIMHHYECKUX
HCCIICIOBAaHUN JIEKAPCTBEHHBIX IIPETapaToB JJIsl BETEPHHAPHOTO NMPHUMEHEHHS OCYIIECTBIIICTCS YIOTHOMOYCHHBIM
(henepasbHBIM OpPraHOM HCIIOJTHUTEIBHOM BIACTH.

Tnapa 6. OCYINECTBJEHUE TOCYJIAPCTBEHHOM PETUCTPAIINM
JIEKAPCTBEHHBIX IPEITIAPATOB

Cratbs 13. T'ocynapcTBeHHas perucTpanus JIEKapCcTBEHHBIX IIPENapaToB

1. JlekapcTBeHHBIC TIpenapaThl BBOAATCS B TpakIaHCKH 000poT Ha Tepputopun Poccuiickoit denepanun,
€CIH OHU 3apeTHUCTPUPOBAHBI COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (penepalbHbIM OPraHOM HCIOJHUTEILHOM
BJIACTH.

2. 'ocyaapcTBeHHON perucTpanuy MoaIekaT:

1) opuruHanbHBIC JICKAPCTBEHHBIC MPEIaPaThI;

2) BOCIIPOM3BE/ICHHBIC JICKAPCTBEHHBIC MPEIIapaThl;

3) HOBbIC KOMOWHAIINY 3aPETHCTPUPOBAHHBIX PAHEE JICKAPCTBEHHBIX MPENapaToB;

4) JlekapCTBEHHBIC MpENapaThl, 3apPETUCTPUPOBAHHBIC paHee, HO TPOU3BEICHHBIC B JPYTUX JIEKAPCTBEHHBIX
(hopmax, B HOBOH TO3UPOBKE.

3. TocymapcTBeHHass perucTpals JEKapCTBEHHBIX TMPENapaToB Ui MEAUIIMHCKOTO TPUMEHEHHS
OCYIIECTBIIIETCSI TIO PE3YJIbTaTaM J3KCHEPTU3BI JICKAPCTBEHHBIX CPEICTB M ITUYECKOW IKCIIEPTH3BI BO3ZMOMXKHOCTH
MPOBEJCHUS KIIMHUYECKOTO UCCIIEOBAHMSI JIEKAPCTBEHHOTO IpernapaTta /Uil MEAULMHCKOrO NMpUMEHEHUs (Janee -
9TUYECKas DJKcrepTus3a). [ ocydapCcTBEHHAsh perucTpanusl JIEKapCTBEHHBIX MPENapaToB MAJisi BETEPUHAPHOTO
MPUMEHEHUS OCYLIECTBIIACTCA IO pe3yJibTaTaM OJKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB U BETEPUHAPHOTO
MPUMEHEHHUSI.

4. TocymapcTBeHHass pPETUCTpalds JIEKAPCTBEHHBIX IMPEMApaTOB OCYIIECTBISAETCS COOTBETCTBYIOIUM
YIOJHOMOYECHHBIM (he/lepallbHBIM OPTaHOM HCITOJIHUTEIBHON BIIACTH B CPOK, HE MPEBBIMAIONINN JBYXCOT ACCATH
pabounx AHEW CO IHSA TPUHATHS 3asBJICHUS O TOCYAapCTBEHHOW PETHUCTPAllMU JICKAPCTBEHHOTO mpemnapara. B
YKa3aHHBIH CPOK BKIJIIOYAETCS BpeMs, HEOOXOAMMOE ISl IMOBTOPHOTO MPOBEIEHUS JKCIIEPTH3bI JICKAPCTBEHHBIX
CpencTB U (WJIM) TUYECKOM IKCIEPTU3BI B COOTBETCTBUU CO CTaThel 25 Hacrosiero PenepanbHoro 3akoHa. Cpok
TOCYAAPCTBEHHOM DPETUCTPALUU JIEKAPCTBEHHOI'O IMpenapara HCUUCISIETCS CO AHS MPUHATHUS COOTBETCTBYIOLIUM
YIOJHOMOYCHHBIM ()eIepalibHBIM OPraHOM HUCIIOJIHUTEIHHOW BJIACTH 3asiBICHHS O TOCYAaPCTBEHHOW PErHCTPaLuu
JICKAPCTBCHHOTO Mperapara C MPWIOKCHHEM HEOOXOJUMBIX JOKYMECHTOB IO JICHb BBIIAYH PETUCTPAIMOHHOTO



YIOCTOBEpEHHSI JIEKAPCTBEHHOTO TIperapara. Bpems mpoBeAeHWs KIMHWYECKOTO HCCICAOBAaHHA JICKaPCTBEHHOTO
mpernapaTa He YIUTHIBACTCS TIPH UCUYHCICHUH CPOKA €r0 TOCyNapCTBEHHOH PETUCTPAIIHH.

5. T'ocynapcTBEHHOM perucTpalunu He MOJIeKaT:

1) mexapcTBeHHBIE TMpENapaThl, H3TOTOBICHHBIC ANTCYHBIMH OPTaHMU3AIMSAMH, BETEPHHAPHBIMH AlTeYHBIMH
OpTraHU3aAIUsIMH, WHAWBHUIYATbHBIMH MPEANPUHAMATEISIMHA, KOTOPBIC MMEIOT JIMICH3UIO Ha (hapMaleBTHYCCKYIO
JESTENBHOCTh, IO pelenTaM Ha JIGKAPCTBEHHBIC MpenapaThl W TPEeOOBaHUSAM MEIUIMHCKUAX OpraHU3allui,
BETCPUHAPHBIX OPTaHU3AIHIA;

2) JeKapCTBEHHOE PACTUTEIBHOC CHIPKE;

3) JexkapCTBEHHBIC TMpemnapaTrhl, NPHOOpeTeHHbIe (QHU3MYECKUMH JUIIAMH 3a TpeleIaMd TEPPUTOPUH
Poccuiickoit @enepannu v npegHa3HAYCHHBIC IS IMYHOTO HCIIOIb30BaHMS;

4) nexapCTBEHHBIE IIpeNapaThl, MpeIHa3HAYCHHBIE IS AKCIIOPTA;

5) pagrodapMareBTHIECKIE JICKApCTBCHHBIE MTPETIapaThl, N3TOTOBJICHHBIE HEIIOCPEACTBEHHO B MEIMIIMHCKUX
OPTraHU3aAIMSIX B MOPSIKE, YCTAHOBICHHOM YIOJTHOMOYCHHBIM (DeJiepalibHBIM OPTaHOM HCIIOJIHUTEIBHOM BIACTH.

6. He momyckaercs rocyiapcTBEHHAs PETUCTPALIHS:

1) pa3IUYHBIX JICKAPCTBCHHBIX IPENapaToB MO OAUNHAKOBHIM TOPTOBEIM HAUMCHOBAHHEM;

2) OJHOrO JECKApCTBCHHOTO Ipenapara, BBIIYCKAeMOI'O MPOU3BOAUTEIIEM IMOJ[ PAa3IMYHBIMH TOPTOBBIMH
HaFIMECHOBAHUSAMH ¥ TIPEICTABICHHOTO HAa TOCYAapCTBEHHYIO PETHUCTPAIMIO B BUJAE ABYX M OoJiee JIeKapCTBEHHBIX
IpenapaToB.

Cratps 14. IIpuHOAITEI SKCIEPTH3HI JIEKAPCTBEHHBIX CPEICTB U ITHIECKOH IKCIIEPTUIBI

1. DkcnepTu3a JeKapCTBEHHBIX CPEJCTB U dTUYECKasi IKCIIEPTHU3a OCHOBBIBAIOTCS HA MPUHIIMIIAX 3aKOHHOCTH,
coONIO/ICHHS TIPaB W CBOOOJ YEIOBCKAa M TIpakJaHHHA, MPAB IOPUIMYCCKOrO JIMIA, HE3aBUCUMOCTH SKCIIEpTa,
OOBEKTHBHOCTH, BCECTOPOHHOCTH M TIOJHOTHI HCCIICAOBAHHMA, MPOBOJUMBIX C HCIOJIH30BAHUEM COBPEMEHHBIX
JIOCTIKEHUH HAYKW M TEXHUKH, OTBETCTBEHHOCTH (heJepallbHOTO TOCYAapCTBEHHOTO OIOPKETHOTO YUPESKIEHHUS TI0
MIPOBEJICHUIO IKCIIEPTU3HI JICKAPCTBEHHBIX CPEJCTB M SKCIIEPTOB 32 MPOBEACHUE U KAYECTBO IKCIIEPTU3HI.

2. DKcnepTr3a JeKapCTBEHHBIX CPEACTB ISl METUITUHCKOTO MPUMEHEHUS TIPOBOINUTCS TIOATAITHO:

1) Ha TIepBOM JTare - 3KCHePTH3a JOKYMEHTOB JJIs TIONydEHUS pa3pelieHus] Ha MPOBeIeHUEe KIMHHYECKOTO
WCCIIeIOBaHUs JIEKAPCTBEHHOTO Mpernapara, 3a HCKIIOUEHUEM:

a) JIeKapCTBEHHBIX MpEenapaToB, KOTOPbIE pa3pellieHbl A MEJUIMHCKOrO MPUMEHEHHUS Ha TEPPUTOPUU
Poccuiickoit @enepanuu 6osee ABaIUATH JET U B OTHOIICHHH KOTOPBIX HEBO3MOXKHO MPOBEACHUE HCCIICOBAHUS
OHO3KBHBAJIEHTHOCTH,

0) JeKapCTBEHHBIX MPENapaToB I MEAWIIMHCKOTO TNPUMEHEHHs, B OTHONIEHUH KOTOPBIX IPOBEICHBI
MEXITYHApOJIHBIE MHOTOIICHTPOBBIC KIMHUYECKHE HCCIIECOBAHMS, YaCTh W3 KOTOPHIX MPOBEICHA HA TEPPUTOPUHU
Poccuiickoit @epepannu;

2) Ha BTOPOM JTale - SKCIEPTH3a MPEIJIOKEHHBIX METOIOB KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOT'O CPEICTBA U
Ka4yecTBa IPEJCTABJICHHBIX 00pa3lOB JICKAPCTBEHHOTO CPEJACTBA C HCIOJIB30BAaHUEM JTHX METOJOB (Hamee -
IKCIIEPTU3a KAYeCTBa JICKAPCTBEHHOI'O CPEJICTBA) M AKCIEPTHU3a OTHOIICHUS OXKUIAEMOH MOJIb3bI K BO3MOKHOMY
PUCKY TpUMEHEHHUS JIEKapCTBEHHOrO IIpernapaTra, OCYUIECTBIISEMbIE TIOCJE MPOBEACHUS €ro KIMHUYECKOTO
HCCIIEIOBAHMS.

3. DkcnepTu3a JEKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO NPHMEHEHHWS MPOBOAMWTCS OIHOATAITHO U
BKITIOUAET B ce0s DKCIIEPTH3Yy KaueCcTBa JIEKAPCTBEHHOTO CPEACTBA M DKCIIEPTH3Y OTHOIICHHUS OKUIAEMOM ITOJIB3BI K
BO3MOXHOMY PHUCKY TIPUMEHEHUS JIEKAPCTBEHHOTO Mpemnapara.

Cratps 15. CDGL[CpaJ'ILHOG rocyaapCTBEHHOC 6IOH)K€THOC YUpCKACHHUE 110 TMPOBCACHUIO ISKCIICPTU3BI
JICKAapCTBCHHLIX CPEACTB

DKcrepTu3a JICKQpCTBCHHBIX —CPEICTB HPOBOAUTCA (PEIepalbHBIM TOCYIAPCTBEHHBIM  OFOJKCTHBIM
YUPEKICHUEM COOTBETCTBYIOIIECTO YIIOJHOMOYEHHOTO (heIepabHOr0 OpraHa UCIIOMHUTEILHOM BIACTH, CO3JaHHBIM
Juist o0ecrievyeH sl UCIIOJIHEHH S TIOTHOMOYHI 3TOro (heiepaibHOr0 OpraHa 1o Bblade pa3pelieHHid Ha MPoBeIeHNe
KJIMHUYECKHX HUCCIICJOBAaHUN JIGKAPCTBEHHBIX IIpernapaTtoB © (WIH) MO TOCYAapCTBEHHOM pErucTpanuu
JIEKapCTBEHHBIX MPETApaTOB (Janee - SKCIEPTHOE YIPESKIESHHUE).

Cratps 16. OpFaHI/ISaHI/IH MPOBCACHUA SKCICPTU3BI JICKAPCTBECHHBIX CPCACTB B LECJIAX UX I‘OCY,HapCTBeHHOﬁ
perucTpanumn

1. DxcrnepTH3a JEKapCTBEHHBIX CPENCTB HPOBOIAUTCS KOMHCCHEH JKCIIEPTOB AKCHEPTHOTO YUPEKICHHUS,
Ha3HAYEHHOH ero pyKoBOIUTENEM, Ha OCHOBAaHMH 3aJJaHMs Ha MPOBEICHHUE SKCIIEPTU3BI JIGKAPCTBEHHOT'O CPENICTBA,
BBIJIAHHOTO YIOJHOMOYEHHBIM (peepabHbBIM OpPraHOM HCIIONHUTEIbHON BiacTH. PyKOBOAWTENb 3KCIIEPTHOTO
yUpeKAeHHsT oOecreurnBaeT HaJIe)Kallee MpPOBEICHHE AKCHEPTH3BI JICKAPCTBEHHBIX CPEICTB B COOTBETCTBHHU C
3aJlaHiEM, BBIJAHHBIM YIOJHOMOYCHHBIM (DellepajJbHBIM OPraHOM HCIIOJHUTECIFHOW BIACTH, W OPraHU3yeT
MOJATOTOBKY CBOJHOI'O 3aKJIIOUEHHUSI 3TOM KoMHCCHMU. B coCTaB 3TOM KOMHCCHM MO PEIICHUIO PYKOBOIMUTENS
9KCIEPTHOTO YYPESIKACHUS MOTYT OBITh BKIIIOYCHBI B KAaueCTBE JKCIICPTOB JIMIA, HE pPabOTArOIIUEe B JAHHOM



SKCIEPTHOM YUPEKICHWH, €CIM WX CIEUHATbHBIC 3HAHWA HEOOXOOMMBI Ul TPOBEICHHS SKCIIEPTU3BI M TaKue
SKCIEPTHI OTCYTCTBYIOT B JAaHHOM DKCIIEPTHOM YUPEIKICHUH.

2. DKCIIEPTOM TIO TIPOBEICHUIO IKCIIEPTU3BI JICKAPCTBEHHBIX CPEACTB SIBIIETCS aTTECTOBAHHBIM PabOTHUK
SKCIEPTHOTO YUPEKICHHUA, KOTOPBI WMeEeT BBICIIEE METUIMHCKOE, (hapMaIeBTHIECKOe, OHOJIOTHYECKOe,
BETCPUHAPHOC WM XHMHUYCCKOEC OOpa3oBaHUEC M MPOBOJUT SKCICPTU3Y JICKAPCTBCHHBIX CPEACTB B MOPSIKE
UCIIOJIHCHUS CBOMX JIOJKHOCTHBIX 00sI3aHHOCTEH (Jasiee - IKCIepT).

3. Ilpu mpoBeneHUH SKCICPTU3BI JCKAPCTBCHHBIX CPEACTB SKCICPT HE MOXKET HAXOAHMTHCS B KAKOW-THOO
3aBHCUMOCTH OT JIMI[d, HA3HAYUBIIETO 3Ty 3KCICPTU3Y, Pa3padOTYMKa JIEKAPCTBEHHOTO CPEICTBA WM JAPYTHX
3aMHTEPECOBAHHBIX B PE3YNIbTaTaX SKCIIEPTHU3BI JIHII.

4. Tlpu mpoBeAEHUH KCIIEPTHU3HI JIEKAPCTBEHHBIX CPEICTB HE JOMYCKAETCs MCTPeOOBaTh y 3asgBHTENS JTHOO
WHBIX JIAI] MaTepHaIIbl, HEOOXOAMMBIE ISl IPOBEICHUS IKCIEPTH3Hl. B ciydae HEOCTaTOYHOCTH MPEICTABICHHBIX
SKCIEPTy MAaTEpHANOB UL a4l 3aKIIOYCHHS SKCIEPT BIIPAaBE IIOCTABUTH BOMIPOC O MPEIOCTABICHHH EMY
HEOOXOIUMBIX MaTEPHUAIIOB IIEPE]] PYKOBOIUTEIIEM SKCIIEPTHOTO YUPEKICHHSI, KOTOPBIH oOpamaercs ¢ mpocs00it 06
9TOM B YIOJHOMOYCHHBIH (ellepaibHbI OpraH HMCIOJHHUTEIBHON BIACTH, BBINABIIMN 3a/JlaHUC HAa MPOBCACHUC
JKCIICPTU3BI JICKAPCTBECHHOTO CPEJICTBA.

5. DKchepT HpH MPOBEACHHH IMOPYYCHHON €My PYKOBOJMTENIEM JKCIEPTHOTO YYPESIKICHUS IKCICPTH3BI
JICKApCTBEHHOTO CPENICTBA 003aH:

1) mpoBecTH TMOJIHOE HCCIEAOBAaHUE MPEICTABICHHBIX €My OOBEKTOB, MAaTEPHAJIOB, 1aTh OOOCHOBAHHOE H
O0OBEKTHBHOE 3aKIIIOYEHHE [0 TIOCTABJICHHBIM I[Ieped HUM BONPOCAM WIM MOTHBHPOBAHHOE 3aKIIOUYEHHE O
HEBO3MOXXHOCTHU MPOBEIEHIS HM SKCIEPTH3HI JIEKAPCTBEHHOTO CPENICTBA, €CIIM OCTABICHHBIE BOMIPOCH! BRIXOIAT 32
IpeJIeIbl CIICHUANBHBIX 3HAHUI dKCIepTa, 00BEKTHI HCCIICAOBAHUI U MaTEPUAIIbl HEIIPUTOMHBI WIIM HEJJOCTATOYHBI
JUTSL TIPOBEJICHUS MCCJICIOBAHUN M JJauu 3aKJIFOUCHUS JTUOO COBPEMCHHBIN YPOBCHb Pa3BUTHS HAYKH HE TO3BOJIICT
OTBETHUTPH HA IMOCTABJICHHBIC BOMPOCHL,

2) He pa3riamarh CBEICHHS, KOTOPHIC CTajld €My H3BECTHBI B CBSI3M C IPOBEJCHUEM SKCIEPTU3BI
JICKApCTBEHHOTO CPEACTBA, a TAaKXKE CBEACHUS, COCTABISIOMIAE TOCYJAPCTBCHHYIO, KOMMEPUYECKYI0 WM HHYIO
OXpaHAEMYIO 3aKOHOM TalHY;

3) obecreunTh COXPAaHHOCTh MPECTABICHHBIX 00BEKTOB UCCIIEAOBAHUN U MAaTEPHAIIOB.

6. DKCHepT He BIpaBe:

1) TOpOBOAMTH 3KCIEPTU3Y JEKAPCTBEHHOTO CPEACTBA IO OOpAICHHI0O HEMOCPEACTBEHHO K HEMY
OpraHu3aIMid WK GUIUICCKUX JIHIL;

2) cCaMOCTOSATEIIFHO COOMPATh MaTePUAIIBI IJIs IIPOBEICHHS YKCICPTH3BI JICKAPCTBEHHOT'O CPEJICTBA;

3) IpOBOIMTE IKCIIEPTU3Y JICKAPCTBEHHOTO CPEJICTBA B KAYECTBE HETOCYNIAPCTBEHHOTO 3KCIIEPTa.

7. B cimygae HEOOXOOMMOCTH SKCIIEPT BIIPaBE XOJATalCTBOBATH IEpe]] PYKOBOAMTEIEM HKCIEPTHOTO
YYpEKACHUS O IPUBJICYCHUN K IPOBEICHHUIO SKCIIEPTH3HI JIEKAPCTBEHHOTO CPEICTBA APYTHX IKCIIEPTOB.

8. Kaxxplii sKkcmiepT, BXOASIINN B COCTaB KOMHCCHHU DKCIIEPTOB, KOTOPOU MOPYICHO MIPOBEICHUE SKCTIIEPTU3BI
JICKApPCTBEHHOTO CPEACTBA, HE3aBHCHMO M CaMOCTOSTEIHHO MPOBOIHUT HCCIIEIOBAHUS, OICHHWBACT PE3yJbTaTHI,
MOJYYCHHBIC UM JIUYHO W JIPYTHMHU JKCIEPTaMH, U (POPMYIUPYET BHIBOJBI OTHOCUTEIHHO MTOCTABICHHBIX BOIIPOCOB
B IIpefiefiaX CBOUX CICIHATbHBIX 3HAHH.

9. Pe3ynbTathl 3KCIIEPTU3HI JIEKAPCTBEHHOTO CPEJCTBA OPOPMIISIOTCS 3aKITF0UCHHEM KOMUCCHHU IKCIIEPTOB. B
3aKJIFOYCHAM KOMHUCCHH JKCICPTOB YKAa3bIBAIOTCS TICPEYCHb HCCICAOBAHMNA, OOBEM MPOBEICHHBIX KaXKIBIM
SKCIIEPTOM HCCIICIOBAHHUH, YCTAaHOBJICHHBIC KaXXIBIM M3 HUX (DaKTBl W CACIAHHBIE B PE3YNbTaTe HCCIECIOBAHUI
BBIBOZBI. DKCIEPT, MHEHHE KOTOPOTO HE COBIIAJAaeT C PEIICHHEM KOMHCCHH SKCIEPTOB, BIpPaBE BBIPA3HTH CBOE
MHEHHE B IUCEMEHHO (hopMe, KOTopoe IpHoOIIaeTcs K 3aKII0YCHNI0 KOMUCCHH SKCIIEPTOB.

10. DkcrmepThl, BXOJAIIME B COCTAaB KOMHUCCHH, TIPEIYNPEXAAIOTCS 00 OTBETCTBEHHOCTH B COOTBETCTBUH C
3aKOHOJATEICTBOM Poccuiickoii ®exepaumu 3a Aady 3aKIOYCHHUS, COACPIKAIICITO HEOOOCHOBAaHHBIC WU
(hanbcubuUIMPOBaHHBIC BHIBOJIBI, O YEM OHU JIAIOT IMOMAIHUCKY.

11. OmnpeneneHue ypoBHsA MNPOQECCHOHATIBHON TMOATOTOBKU OJKCIEPTOB W AaTTECTAllUs WX Ha MPaBo
NPOBENCHUS  DKCHEPTH3Bl  JICKAPCTBCHHBIX  CPEJCTB  OCYIICCTBISIOTCS — 3KCIIEPTHO-KBATU(PUKAIIMOHHBIMH
KOMHCCHSIMH B TIOPSIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (elepaIbHbBIM OpraHOM
WCTIOTHUTENIFHON BJIACTH. YPOBEHb TNPO(ECCHOHAIPHOW TIOATOTOBKM SKCIIEPTOB IMOUICKHUT MHEPECMOTPY
yKa3aHHBIMU KOMHCCHSAMH HE PEXKe YeM OJWH pa3 B IIATH JIET.

12. IIpaBuia mpoOBEICHHUS SKCIIEPTU3EI JIEKAPCTBEHHBIX CPEICTB M (OpMa 3aKIIOUEHHISI KOMUCCHH HKCIIEPTOB
YCTaHABJIMBAIOTCS COOTBETCTBYIOIIMM YIIOJTHOMOYCHHBIM (DeJiepalibHbIM OPTaHOM HCTIOJIHUTEIBHOM BIACTH.

Cratbs 17. DTuueckas sKcnepTusa

Koncynprantllntoc: npumeuanue.
ITpukazom PocznpaBranzopa ot 17.08.2007 N 2314-I1p/07 yrepxneno Ilomoxxenne o Komurere mo sTuke
npu enepanbHOi Ciryx0e 1Mo Hag30py B cepe 31paBoOOXpaHEHHS U COIMAIHHOTO Pa3BUTHSL.

1. Dtuueckas OKCIICPTU3a MPOBOAUTCA B HEIAX BblAa4YW 3aKIHOYCHUA 00 3THYeCcKOil 000CHOBAaHHOCTH
BO3MOXXHOCTU MPOBCACHUA KIMHUYCCKOIO HCCICAOBAHUA JICKAPCTBECHHOI'0 Mperapara MAjiid MEAUIHUHCKOIO
MNPpUMCHCHUSA COBCTOM IO 3THUKC, CO3JaHHBIM B IMOPAAKE, YCTAHOBJIICHHOM YHOJHOMOYCHHBIM (be,uepam,HLIM
OpraHomMm HCHOJIHUTSILHOM BJIACTH.



2. DKcrepTaMH COBETa IO 3THKE MOTYT OBITh MPEACTAaBUTETH MEIWIMHCKUX, HAyYHBIX OpTaHM3aIUi,
00pa3oBaTeNbHBIX ~ YUPEKIEHHH BBICIIETO0 TPO(ECCHOHANBHOTO O0pa3oBaHMs, a TaKkKe IPEeACTaBUTEIH
OOIIECTBEHHBIX OPTAHU3AINHA, PEUTHO3HBIX OPTaHU3AIMA W CPEACTB MaccoBOi WHGpopManuu. J[aHHBIE KCTIEPTHI
HE JTOJDKHBI HAXOAUTHCS B KAaKOH-THOO0 3aBUCUMOCTH OT pa3pabOTYNKOB JEKAPCTBEHHBIX MPEMapaToB U IPYTHX JIUII,
3aMHTEPECOBAHHBIX B PE3YJIbTATaX 3TUYCCKON IKCIICPTHU3HI.

3. Omrara Tpyna 3KCHEPTOB COBETA MO ITHKE OCYIICCTBIIICTCS B COOTBETCTBUU C JOTOBOPOM, 3aKITFOYCHHBIM
MEX]y YIIOJTHOMOYCHHBIM (heJiepalibHbIM OPTaHOM HMCIIOJHHUTEIBHOW BIIACTH, KOTOPBIM CO3J]aH COBET IO 3THKE, U
JKCIICPTOM COBETA IO ITHKE.

4. DKCTIepTHI COBETA II0 3THKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEIHCTBOM PoccHiCKoi
®denepanun.

5. CocraB coBeTa IO 3THKE, TOJOXEHHE 00 ATOM COBETE, MOPSIOK €ro NesATeILHOCTH, TPEOOBAaHUSI K
KBaTHM(PHUKAIMKA W OMBITY pPabOTBl MO SKCHEPTHOH OIEHKE HAyYHBIX, MEIWIWHCKAX M D3THYECKUX AaCIIEKTOB
KIMHUYCCKUX HCCIICOBAHUI JICKAPCTBCHHBIX IMPEMapaToB Ui MEAUIUHCKOTO MPUMEHEHUS, NPEAbSBISCMBIC K
JKCIIEPTaM COBETA IO ATHKE, MOPSJOK OPTaHU3AIMH M MPOBCACHUS ITHYCCKOU IKCIIEPTU3bI, POpMa 3aKITFOUCHUS
COBETA IO JTHKE YCTAHABJIMBAIOTCS YHOJIHOMOYCHHBIM (helCpPabHBIM OPraHOM HCIOJIHUTEIBLHOU BiACTH. YUCIIO
MpeJICTaBUTEINICH METUIIMHCKUAX OPTraHU3alUi HE MOXKET MPEBBINIATh MMOJIOBHHY OT OOIIEro YHCIa SKCIEPTOB COBETA
IO ATHKE.

6. Madopmarms o coctaBe coBeTa MO 3THKE, IUTaHAX e€ro paboThl M TEKyIIeH NesITeIbHOCTH pa3MeIiaeTcs Ha
OpUIMAILHOM CalTe YIOJHOMOYEHHOTO (eepallbHOr0 OpraHa HCTOIHUTENbHOW BiacTh B ceTH "MHTepHET" B
YCTaHOBJICHHOM MM TIOPSIIIKE.

Cratbs 18. Tlomaua u paccMOTpeHHE 3asiBICHUH O TOCYJAapCTBEHHOW PErucTpaluy JIEKapCTBEHHBIX
MpenapaToB U MPEICTABICHUE HEOOXOIUMBIX TOKYMCHTOB

1. s rocyAapCTBEHHON PEerucTpaIiiy JEKapCTBEHHOTO Mperapara pa3paboTyrK JIeKapCTBEHHOTO Iperapara
WA YTIOJIHOMOYEHHOE MM JIpyroe IOpUAMYECKOe JIHIO (Jajiee - 3asBHUTENb) MPEACTABISECT B COOTBETCTBYIOIIHHA
YIOJHOMOYCHHBIH  (penepalibHblii  OpraH HCHOJHHUTENBHONH BIIACTH, OCYIICCTBISIOMNNA TOCYJapCTBEHHYIO
pEeTuCTpanyio JIEKapCTBECHHBIX IMPENapaToB, 3asBICHHE O TOCYIAPCTBEHHOW PETUCTPAIMK JIEKapCTBCHHOTO
mpernapara, a TakkKe B MOPSJAKE, YCTAHOBICHHOM COOTBETCTBYIOIIUM YITOJHOMOYCHHBIM (eliepalbHbIM OPraHOM
UCIIOJIHUTCIIFHON BIIACTH, HEOOXOIUMBIEC JOKYMCHTBI, M3 KOTOPBHIX (DOPMHUPYETCsS PETUCTPAIMOHHOE JOChE Ha
JICKApCTBCHHBIN Mpemapart (Jajiee - perucTpaluoHHOE JT0ChE).

2. B 3asBneHHM 0 TOCYAAPCTBEHHOW PErHCTPALINY JICKAPCTBEHHOTO MPEmapara YKa3bIBalOTCSI:

1) HauMeHOBaHUE W aApec 3asBUTENS U (MIM) TPOU3BOIUTEIS JICKAPCTBEHHOTO TperapaTa U aJpec Mecra
OCYILECTBIICHHS ITPOU3BOJICTBA JICKAPCTBEHHOTO MPETIapara;

2) HaWMMEHOBaHHWE JIEKAPCTBEHHOTO IpemapaTa (MEXIyHapOIHOE HEMaTCHTOBAHHOE WM XHUMHYCCKOE H
TOPTrOBOE HAMMEHOBAHHA);

3) mepedeHb BEIIECTB, BXOASAIIMX B COCTAB JICKAPCTBCHHOTO IMpEMapara, ¢ yKa3aHHEeM KOJMYECTBA KaXKIOTrO
U3 HUX;

4) nekapcTBeHHas (hopMma, TO3MPOBKA, CIIOCOOBI BBEICHUS M MPUMCHCHHS, CPOK TOIHOCTHU JICKAPCTBEHHOTO
npernapara;

5) omucanue ¢GapMaKoJOTHYECKUX U (HapMaKOJAMHAMUYECKUX WJIA HMMYHOOHOJIOTHUECKUX CBOHCTB
JICKApCTBEHHOTO IIpeTapara;

6) 3asBIEeHHAas MPOU3BOAWTENEM JICKAPCTBEHHOTO IIperapara TIIpeieNbHas OTHyCKHas IIeHa Ha
JICKApCTBEHHBIA TpenapaT, BKIIOUYCHHBIH B IMEPEYCHb JKU3HEHHO HEOOXOIMMBIX M BaKHEHIINX JIEKapCTBEHHBIX
MpenapaToB, B CIy4ae ero rocy1apcTBEHHON PEruCTpPaIii;

7)  OTCYTCTBHE  HCOOXOJMMOCTH  TPOBCIACHHS  KIWHHYCCKOTO  HCCICIOBAHMS,  UCCICIOBAHUS
OMO3KBUBAICHTHOCTH JICKAPCTBCHHOTO MpEMapara, pa3peieHHOro i MEAUIUHCKOTO MPUMEHCHUS HA TCPPUTOPUH
Poccuiickoit ®eneparuu 6osee ABaAIATH JIET, ¢ YKa3aHUEM HOPMATHBHBIX MPABOBBIX AKTOB, IOATBEPIKIAFOLINX
JAHHBIA CPOK IPUMECHEHUS.

3. Peructparmonnoe ocbe GOpMHUPYETCS U3 CIEAYIONINX TOKyMEHTOB:

1) TPOEKTHI MAKETOB TEPBUYHON YMAKOBKH W BTOPHYHOW (IMOTPEOMTENLCKON) YIAaKOBKHU JIEKAPCTBEHHOTO
npernapara;

2) IOKYMCHT, NCpPEBEACHHBIA HA PYCCKHHA S3BIK, MMOJITBEPKIAIOIIMNA COOTBETCTBUC IPOU3BOIUTEIS
PETHCTPUPYEMOTO JIEKAPCTBEHHOrO Iperapara TPpeOOBaHUSAM IPABHII OPraHU3alUU TPOM3BOJCTBA M KOHTPOJISL
Ka4yeCTBa JICKAPCTBCHHBIX CPEJICTB, BBIIAHHBIN KOMIIETEHTHBIM OPraHOM CTPaHbI IPOU3BOIUTEIS PETHCTPHPYEMOTO
JICKAPCTBCHHOTO IMPETapara | 3aBePCHHBIN B YCTAHOBICHHOM MOPSIKE;

3) mpoeKT HOPMAaTHBHOMN NOKYMEHTAIIMH MJIM HOPMaTHBHOTO JOKYMEHTa Ha JIEKapCTBEHHBIN Ipermapar Jndo
yKa3aHHe COOTBETCTBYIONICH (papMakoneitHOW CTaThH;

4) cxeMa TEXHOJOTHYECKOI0 TpoIlecca MPOM3BOACTBA JIEKAPCTBEHHOTO Tperapara, €€ onvcaHue W (W)
cXeMa TeXHOJIOTHIECKOTO Mpoliecca IPOU3BOACTBA (hapMaIeBTHIECKON CyOCTaHINH, €€ OTMCaHHE;

5) IOKyMEHT, IEpCBEICHHBIH HAa PYCCKHU S3BIK, MOITBEPXKIAOIIUN COOTBETCTBHE IPOU3BOIUTEIIS
(hapmaneBTHYCCKOW CyOCTaHIMU TPeOOBAaHUSAM MPABUJI OPraHU3AIMKM IPOU3BOACTBA M KOHTPOJISL KadecTBa



JICKApCTBEHHBIX CPEICTB, BBIAAHHBIA KOMIETCHTHBIM OPTaHOM CTPAaHBl MPOM3BOAUTENS (hapMareBTHICCKON
CyOCTaHITNH, 3aBEPEHHBIN B YCTAHOBICHHOM TOPSIIKE M COCPIKAIINIA:

a) HauMeHOBaHWe (hapMaIrleBTHIECKON CyOCTaHIIMM (MEKIyHApOIHOE HEMAaTEHTOBAHHOE WIIM XUMHYECKOe U
TOPTrOBOE HAMMEHOBAHHA);

0) HAaMMEHOBaHUE U aJIpeC MPOU3BOIUTENS (PapMaleBTUUCCKON CyOCTaHIUH;

B) CPOK rOJTHOCTH (hapMalleBTHUCCKOW CYOCTAHIIHH;

6) IOKyMEHT, COJCpXKAIUN CBEICHHS O T[OKa3aTelsiX KadecTBa (hapMaleBTHYCCKONW CYOCTaHIIMH,
UCIIOJIb3YEMOH TPH MPOU3BOJICTBE JICKAPCTBEHHBIX MPEMApaTOB;

7) HOpMaTWBHAsI JOKYMEHTAIUS MJIM HOPMATHUBHBIM MOKYMEHT Ha (hapMareBTHUECKYIO0 CyOCTaHIHIO JIHOO
yKa3aHHe COOTBETCTBYIONICH (papMaKkoneitHOW CTaThH;

8) napopManys 00 yCIOBUSIX XpaHEHUs, TIEPEBO3KH JICKAPCTBEHHOTO TIperapaTa U nHast HHGOpMaIus;

9) ordger o pe3ymbTaTax MOKIMHHYECKOTO HWCCIICIOBAHUS JICKAPCTBEHHOTO CPEICTBA UII MEAWIIMHCKOTO
NPUMEHCHHUsS, COJCPXKAIUI ONMHMCaHWe, pe3yabTaThl W CTATUCTHYCCKUI aHAIU3 pe3yJbTaTOB JaHHOTO
JIOKITMHHYECKOTO MUCCIICIOBAHNS;

10) oTueT O pe3yibTaTax JOKIMHHYCCKOIO HCCICIOBAHUS JICKAPCTBCHHOTO CPEICTBA U KIMHHYCCKOTO
UCCIICIOBaHMS JICKAPCTBEHHOTO MpernapaTa JUisi BETCPUHAPHOTO IPUMCHCHMUS,

11) TpOeKT mpOTOKONa KIMHHMYECKOTO HWCCIENOBAaHUS JIEKAPCTBEHHOTO IIperapara il MEIUIIUHCKOTO
IPUMEHCHHS;

12) Opormrtopa ucciea0BaTes;

13) uHpOPMAITMOHHBIH JTUCTOK MMAIUEHTA,;

14) nndopmanus o BbIIIATAX ¥ KOMIICHCALMSAX MalMeHTaM (340pOBBIM 10OpOBOJIbLAM, OOJLHEIM) (Hanee -
MAIMCHTHI), TPUBJICYCHHBIM K TPOBEJCHHUIO KIMHUYECKUX HCCICIOBAHUN JICKAPCTBEHHOIO Ipemapara Jyis
MEIUIIUHCKOTO IIPUMECHEHUS, UCCIICAOBAHMI OMO3KBUBAIICHTHOCTH U (WJIN) TEPAIICBTHYCCKON IKBUBAIICHTHOCTH;

15) oTueT 0 pe3yapTaTaX MEKAYHAPOIHBIX MHOTOLECHTPOBBIX KIMHUYECKUAX MCCIICIOBAHUN JIEKAPCTBEHHOIO
mpenapaTta IS MEIWIMHCKOTO MPUMEHEHHWS, YacTh M3 KOTOPHIX IPOBEACHA Ha TeppuTopm: Poccuiickoit
®denepanuy;

16) mpOeKT MHCTPYKIMH M0 TPUMEHEHHUIO JIEKAPCTBEHHOTO TIpenapaTa, COIep Kalliid CIeAYIONIHe CBeICHH:

a) HANMEHOBAaHME JICKAPCTBEHHOTO CpeAcTBa (MEXIyHApPOAHOE HEMATCHTOBAHHOE WM XHUMHYECKOE H
TOPrOBOC HAMMEHOBAHHUS);

0) nekapcTBeHHas (opMa C YKa3aHHEM HAUMCHOBAaHUM ¥ KOJMYCCTBEHHOI'O COJCPXKAHHS (AKTUBHOCTH)
(hapManeBTHYCCKUX CYOCTAHIINI U BCIIOMOTaTEIBHBIX BEICCTR;

B) (papMaKoTepaneBTHUCCKAs TPYIIIa JICKAPCTBEHHOTO Ipenapara;

T') TOKa3aHUs IS IPIMEHEHIS,

) TPOTHBOIIOKA3AHUS JJIS1 IPUMEHEHIS,

€) peXHM TO3MPOBAHUS, CIIOCO0 BBEACHUS, PN HEOOXOIMMOCTH BpeMsI IIpreMa JIeKapCTBEHHOTO Tpernapara,
MIPOIOJDKUTEIBHOCTD JICYCHNUS (B TOM YHCIE y JeTel 10 U IOCiIe OHOTO T0/1a);

) MEpBI MPEIOCTOPOIKHOCTH MPU IPUMCHECHUH;

3) CUMIITOMBI [IEPEI03UPOBKH, MEPHI IO OKA3aHHIO TOMOIIH MPH MIEPEI03UPOBKE;

M) yKa3zaHHWe, IpU HEOOXOAMMOCTH, OCOOCHHOCTEH ICHCTBHS JIGKAPCTBEHHOTO Nperapara MpH HEPBOM
MPUEME WM [IPU €r0 OTMEHE;

K) ONKCaHue, MpH HEOOXOAMMOCTH, NEHCTBUI Bpada ((enpamepa), CSIHAIUCTa B 00JIaCTH BETEpUHAPHH,
MaIMeHTa, BIaelbla )KHBOTHOTO TIPH IPOITyCKe MpHeMa OTHOM MM HECKOJIBKUX J03 JIEKAPCTBEHHOTO Ipenapara;

J1) BO3MOJKHBIE TIOO0YHBIE AEHCTBHS TP IPUMEHEHNH JIEKAPCTBEHHOTO TIpemnapara;

M) B3aHMOJAEHCTBHE C IPYTHMU JIEKAPCTBEHHBIMH INIpeTapaTaMy ! (MJIH) THIIEBBIMU IPOIYKTaMHU, KOPMaMHU;

H) yKa3aHHE BO3MOXHOCTH M OCOOCHHOCTEH MEIUIIMHCKOTO MNPUMCHEHHUs JICKApCTBCHHOTO Mperapara
OCpEeMECHHBIMU KCHIIMHAMHY, JKCHIUHAMU B MEPHUOJ IPYIHOTO BCKAPMIIUBAHHS, JCTbMH, B3POCIBIMUA, UMCIOIUMHU
XPOHHYECKHE 3a00JICBAHNS;

0) CBEIECHHS O BO3MOXXKHOM BIIMSHUM JICKAPCTBEHHOI'O Iperapara IUisi MEIUIMHCKOTO IMPUMCHCHHS Ha
CHOCOOHOCTH YHPABJIATH TPAHCIIOPTHBIMHU CPEICTBAMH, MEXaHU3MAMU;

1) CPOK TOJHOCTH W yKa3aHHWE Ha 3alpeT MPUMEHEHUs JIEKapCTBEHHOTO IIperapara M0 HCTEUYECHHH CpOKa
TOTHOCTH;

P) YCIIOBUS XpaHCHWS,

C) yKa3aHHE Ha HEOOXOAMMOCTh XPaHCHUS JICKAPCTBEHHOTO TIpernapara B MecTaX, HeJJOCTYIHBIX [UIS JCTCH;

T) YyKazaHWe, IpH HEOOXOMUMOCTH, CICHHATIBHBIX MEp MPEIOCTOPONKHOCTH TPU  YHAYTOXKCHUH
HCHCIIOJIb30BAHHBIX JICKAPCTBEHHBIX MPEIAPaTOB;

y) CPOKH BO3MOXKHOT'O HCIOJIB30BAHUS MPOTYKIIMU )KUBOTHOTO MPOUCXOXKICHHUS TIOCIIC BBEICHHUS KHUBOTHOMY
JIEKApCTBEHHOTO IIpeTiapara sl BETEpUHAPHOTO IPUMEHEHHS;

¢) HamMeHOBaHHWE, aJpec MPOM3BOTUTENS JIEKAPCTBCHHOTO IpemapaTa M aapec MecTa IPOMU3BOIACTBA
JICKApCTBEHHOTO IIperapara;

17) mepeBelcHHasT Ha PYCCKUH S3BIK W 3aBEpeHHAass B YCTAHOBICHHOM TOPSIKE KOMHS JOKYMEHTa,
MOJTBEPIKIAIOIICTO PETHCTPAIMI0 JICKAPCTBCHHOTO IMperapata B CIlydae €ro perucTpald BHE MPEICIIOB
Poccuiickoit ®enepanuu;

18) MOKYMEHTBI, IPECTABIsIEMBIC B COOTBETCTBUH CO CcTaThsiMu 19 - 23 Hactosmiero denepanbHOro 3aKoHa.



4. To xemaHMIO 3aIBUTEIS MOTYT OBITH MPEICTABICHBI OTYETHI O TIPOBEICHHBIX B CTPAHE 3asBUTENS M IPYTUX
CTpaHax pe3ynbTaTaxX KIMHUYECKUX MCCIEIOBAHUH, NCCIEIOBAaHIH OMOIKBUBAICHTHOCTH | (WJIN) TEPAIeBTHUECKON
SKBHBAJCHTHOCTH JIEKAPCTBEHHOTO IMIpemapaTta (BKIIOYAs OSMHAEMHOJIOTHYECKHE UM 3IH300TOJIOTHYECKUE
WCCIIETOBaHUA MMMYHOOHMOIOTHIECKHX JICKapCTBEHHBIX IpPEnapaToB, NMpeIHa3HAUYEHHBIX Ui HMMYHOIIOTHYECKOI
OpOPUIAKTUKH W JICUeHMs WH(EKIMOHHBIX 3a00JicBaHWiA, B TOM 4YHCIC Yy JETeil), COACp)KAIlUe ONUCAHHS
MPOBEICHHBIX UCCIICIOBAHHUIN JICKAPCTBEHHOTO Mperapara, uX Pe3yabTaThl M CTATHCTHYCCKUI aHAIN3 TOITYYCHHBIX
pe3yIbTaToB.

5. K 3asBienuto o rocyJapcTBEHHOI perucTpaiiu JeKapcTBEHHOIO MpenapaTa NpuiaraloTcs:

1) IOKyMEHT, TOATBEPKAAMONINA YIUIATy TOCYZapCTBEHHOW MONUIMHBI 32 TPOBEICHHE JKCIEPTH3HI
JIOKYMEHTOB JIJISl TIOJTYYEHUS pa3pelieHnid Ha TPOBEACHIE KIIMHMYECKIX UCCIIeIOBAaHUHN JIEKapCTBEHHOTO IIperapara
JUTT MEIUIIMHCKOTO TIPUMEHEHHS M STHYSCKOW KCIEPTHU3BI NMPH OOpAIIeHHWH 3a TOCYJapCTBEHHOM perucTpanneit
JICKApCTBEHHOTO IIperapara;

2) TOKYMEHT, OATBEPKIAMIIUI yIIaTy TOCYJapCTBCHHOM MOILUINHEI 32 MPOBEICHUE KCIIEPTH3hI Ka4yecTBa
JIEKAPCTBEHHOT'O CPEJCTBA U HKCIEPTU3bI OTHOLIEHUS OXHUAAEMOH MOJIb3bl K BO3MOXKHOMY PHUCKY HPHUMEHEHUS
JIEKapCTBEHHOT'O TIpernapara, pa3pelieHHOTo Uil MEAMIMHCKOrO TNpPUMEHEHUs Ha Teppuropun Poccuiickoit
®deneparuu 6oJee ABaIATH JIET, IPH TOCYJAPCTBCHHON PETUCTPAIIAH JIEKAPCTBEHHOTO IpEnapara;

3) IOKYMEHT, TIOATBEPKAAIONINNA YIIIaTy TOCYJapCTBCHHON TOIIINHEI 32 TPOBEICHIE SKCIIEPTH3HI KadyecTBa
JICKApPCTBEHHOTO CPEICTBAa M AIKCIEPTH3Hl OTHOIICHHS OKHUIAEMON IONB3BI K BO3MOXXHOMY PHCKY MPHUMEHEHUS
JIEKApCTBEHHOTO IpeTapara JJIsi MEIUIIMHCKOTO PUMEHEHHUS, B OTHOIIEHUH KOTOPOTO POBEICHBI MEXTYHAPOTHBIE
MHOTOIICHTPOBbIE KIMHUYECKHE HCCIICAOBAHMI, YacThb M3 KOTOPHIX IIPOBEJEHAa Ha TeppuTopuu Poccuiickoit
®denepanuu, Mpy rocyJapCTBEHHOM PErUCTPALMU JEKAPCTBEHHOTO Tpernapara;

4) TOKyMEHT, OATBEPKIAMIIUI yIIaTy TOCYJapCTBCHHOM MOILUIMHEI 32 MPOBEICHUE IKCIIEPTH3hI KauyecTBa
JIEKAPCTBEHHOT'O CPEJCTBA U HKCIEPTU3bI OTHOLIEHUS OXHUAAEMOH MOJIb3bl K BO3MOXKHOMY DPHUCKY NPHUMEHEHUS
JIEKapCTBEHHOT'O MpemnapaTa Jjisi BETEpUHAPHOTO IPUMEHEHUS TIPU €ro TOCYIapCTBEHHON PErUCTpaLlUU.

Cratps 19. IlpunaTne pemieHWss O BbIJa4e SKCIEPTHOMY YUPESKICHHIO M COBETY IO ITHKE 3aIaHUs Ha
TIPOBEICHUE YKCIIEPTH3HI JIEKAPCTBEHHBIX CPEIICTB

1. B Teuenwe nsaTH paboyux MAHEH cO AHS NUPUHATHS 3aSABJICHUS O TOCYIAPCTBEHHOHW pervcTpaluu
JIEKapCTBEHHOTO Ipernapara YIoJIHOMOYEHHBIH (elepalIbHbIIl OpraH MCIOIHUTEIBHON BJIACTH MIPOBOAUT MPOBEPKY
MOJHOTH! U JOCTOBEPHOCTH CBEACHUI, COAEPKAILIUXCS B NMPEACTABICHHBIX 3asfBUTENIEM MaTepuanax, U NPUHAMAET
pelIeHNe O Bblaue 3aJjaHus Ha IPOBEACHUE:

1) SKCHepTH3HI JEKAPCTBEHHBIX CPEACTB B YACTH KCIIEPTHU3HI JOKYMEHTOB IS MOJYYCHHS pa3perieHus Ha
MpOBEIEHNE KIMHUYECKOTO WCCICIOBAHMS JICKAPCTBEHHOTO NpemapaTta i MEIWIIMHCKOTO IPUMEHECHHS B
COOTBETCTBHH C IIEJSIMH, YKa3aHHBIMH B cTaThe 38 HacTosmero @enepaibHOTO 3aKOHA, M ATHIECKON IKCIIEPTH3HI B
OTHOIICHUH JICKAPCTBCHHBIX IIPEMapaToB, Ui KOTOPBHIX HE MPOBOMWINCH KIMHWYESCKHE WCCIEIOBAaHUS Ha
teppuropuu Poccuiickoit deneparyy, Ha OCHOBaHUH JJOKYMEHTOB, YKa3aHHBIX B myHKTax 1 -9, 11 - 14, 17 yactu 3
u nyHkre 1 yactu 5 cratbu 18 HacTosmero denepaibHOrO 3aKOHA;

2) JKCHEepTH3bl JICKAPCTBEHHBIX CPEJICTB B YacTH OKCIEPTH3bl KauyecTBa JICKAPCTBEHHOTO CpPEACTBA MU
SKCHEPTU3bl OTHOLICHUS OKUAAEMON MOJb3bl K BO3MOXHOMY PHUCKY NPUMEHEHUs JICKapCTBEHHOT'O Mpenapara Afs
MEIWIIMTHCKOTO TIPAMEHEHHUs B OTHOIICHWH JICKAPCTBEHHBIX IIPETapaToB, pPa3pelIeHHBIX I METUIIHHCKOTO
MIPUMEHEHHUS Ha TeppuTopuu Poccuiickoit @enepamnmu 6osiee aBaIIIaTH JIET, HA OCHOBAHUH JJOKYMEHTOB, YKa3aHHBIX
B myHKTax | - 9, 16 wactu 3 u myHkte 2 4yacTu 5 crarbm 18 Hactosmiero ®demepambHOro 3aKOoHa, a TaKKe
JIEKApCTBEHHBIX MIPENapaToB, B OTHOIICHNH KOTOPHIX MPOBEACHBI MEXIYHAPOTHBIC MHOTOIICHTPOBBIC KIIMHUYECKUE
UCCIIEI0BaHMs, YaCTh U3 KOTOPBIX NMPOBeeHa Ha Tepputopun Poccuiickoit denepanuy, Ha OCHOBaHUM JOKYMEHTOB,
yKa3aHHbBIX B IyHKTax 1 - 9, 15 - 17 wactu 3 u nynkre 3 yactu 5 ctarbu 18 HacTosmero deaepanbHOro 3aK0Ha;

3) 9KCepTU3bl JICKApPCTBEHHOTO CPE/ICTBA B OTHOIICHHH JICKAPCTBEHHBIX IPENaparoB IJIsl BETEPHHAPHOTO
NPUMEHEHUS] Ha OCHOBAHUU JOKYMEHTOB, yKa3aHHbIX B myHkTax 1 - 8, 10, moamynkrax "a" - "ga", "x" - "M", "o" -
"¢" mynkTa 16, mynkre 17 yactu 3 u myHkTe 4 9actu 5 crathy 18 HacTosmiero deaepaabHOTO 3aKOHA.

2. YIoJHOMOYEHHBIH (enepanbHbIi OpraH HWCIIOTHUTEIHLHOW BIACTH YBEIOMIISIET B NMUCHBMEHHOU (opMme
3asIBUTEINS O MIPUHSATOM PELICHUH WM B CIIydae O0TKa3a ¢ yKa3aHHEeM MPUIHH TaKOTO OTKa3a.

3. OcHOBaHMEM /JIs OTKa3a B OPTaHM3AIMK SKCIIEPTH3, YKa3aHHBIX B YaCTH | HacTOSIIEH CTAaThH, ABISACTCA
IPE/ICTaBICHUE HEOOXOAMMBIX Ul IPOBEACHHS ITHX JKCIEPTU3 AOKYMEHTOB, NEPEYHCICHHBIX B YacTAX 3 U 5
cratbl 18 HacTosimero ®enepasbHOr0 3aKOHA, B HEIOJIHOM O0OBEME WM JIOKYMEHTOB, HE COJAEPXKALIUX
MCYEPIBIBAIOLIETO IEPEYHsI HEOOXOIMMBIX CBEACHUM.

Cratbs 20. DxkcmepTrsza JOKYMEHTOB JUIA TIOJYYCHHS pas3pelieHus Ha TMPOBEJIeHUE KIMHHYECKOTO
MCCIIeIOBaHMS JISKAPCTBEHHOTO Mperapara Jyisi MEANMHCKOTO IPUMEHEHHS U STHYECKOM IKCIIEPTH3bI

1. DxcmepTrsza AOKYMEHTOB JUIS TMOJYYCHHS pPa3pelleHHs] Ha MPOBEICHHE KIMHWYSCKOTO HCCIIEIOBAHUS
JIEKapCTBEHHOTO Mpernapara il MEAULMHCKOrO MPUMEHEHUS B COOTBETCTBUM C LEJISAMU, YKa3aHHBIMU B CTaTbe 38
HacToswero deaepanbHOro 3aKOHA, dTUUECKAs HKCIEPTHU3a, COCTABICHHE KOMHCCHEH SKCIEPTOB M COBETOM IO
9TUKE 3aKIIOYEHUI O BO3MOXKHOCTHU MWJIA HEBO3MOXKHOCTH MPOBEACHHUS TAKOr0 KIMHUYECKOTO HCCIIEIOBAHUS U



HamnpaBJIEHWE OJTHX 3aKIIOYEHUH B  YIOJHOMOYCHHBIH (enepanbHblii OpraH MCIOJTHHUTEIBLHOW  BIIACTH
OCYILECTBIISIIOTCS. B CpPOK, HE MPEBBINAIOIINNA TPHUANATH pPabOYMX MJHEH CO JHS TIONYYeHHUS OSKCIEPTHBIM
YUpEeKACHHEM 3aJaHUs YIIOJHOMOYEHHOTO (heAepaJbHOr0 OpraHa WCHOJHHUTENFHOW BIACTH C IPHIIOKCHHEM
HEO0OXOUMBIX JIOKYMEHTOB, YKa3aHHBIX B MyHKTaX 9, 11, 12 yactu 3 ctarbu 18 HacTosimero dexepansbHOTO 3aKOHA,
JIOKyMEHTOB, YKa3aHHBIX B 4acTH 4 ctatbu 18 HacTosero denepaibHOTO 3aKOHA U MPEACTABICHHBIX 110 YKEJIaHUIO
3asBUTENSL, U COBETOM IO ATHKE 3a/laHMsl YIOJHOMOYCHHOrO (hefepalbHOro OpraHa HMCIOJIHUTEIBHOW BIIACTH C
NPWIOKEHUEM HEOOXOIMMBIX JOKYMEHTOB, yKa3aHHBIX B IyHkTax 11 - 14 gactm 3 cratbm 18 Hacrosiero
®denepanabHOro 3aKOHA.

2. JIOKyMeHTHI, COIep)Kaluecs B PErHCTPAllHOHHOM [O0ChE€ W IOCTYNHBIINE B AKCHEPTHOE YUPEKIACHHUE,
COBET MO OTHKE /M OCYIIECTBICHHS WX DSKCIEPTHU3Bl B IENAX TIONyYCHHS pa3pelieHrs Ha IPOBEICHHE
KIMHAYECKOTO MCCIIEOBAaHUS JICKAPCTBEHHOTO IperapaTa Uil METUIIMHCKOTO MPUMEHEHHS, TTOJIe)KaT BO3BPaTy B
VIOJTHOMOYEHHBIH  (elepanbHblii OpraH  WCHOJHHUTEIBHOW  BIACTH  ONHOBPEMEHHO C  3aKIIOYCHHUAMHU
COOTBETCTBYIOLINX 3KCIIEPTHU3.

Cratps 21. HonyquI/[e pa3peuieHuss Ha MHOPOBCACHUC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOTO
npenapara AJjist MEAUIIMHCKOTO NIPUMCHCHUA

1. B cpok, He TpeBHIIAOINN MATH padounX JHEH CO JHS MOMyYeHUs 3aKII0YCHHH, YKa3aHHBIX B cTaThe 20
HacTosmero denepalbHOTO 3aKOHA, YIOJHOMOYCHHBIH (eAepalbHBIi OpraH HWCIOJHUTEILHOW  BJIACTH
OCYILECTBIISIET OIEHKY MTOCTYNHBIINX 3aKIOUYCHUH IS ONpEeNeHHs WX COOTBETCTBHA 3aJaHISIM HA MPOBEICHUE
COOTBETCTBYIOIINX 3KCICPTU3 M YBSAOMIIICT 3asBUTCNI B NHCBMCHHON (opMe O pe3ysibTaTax MpPOBEIACHHBIX
JKCIIEPTU3 U O BO3MOXKHOCTH MIIM HCBO3MOKHOCTH BBIIaYM 3asSBUTCIIO Pa3pELICHUS HA MPOBEACHUC KIMHUYECKOTO
UCCIICIOBaHMS JICKAPCTBEHHOTO MpenapaTa JUisi MEIUIITHCKOTO IIPUMCHCHHUSL.

2. Ilpu NPUHATHM pEUICHUS O BO3MOXXHOCTH BBIIAYM pa3pelICHUS Ha IPOBCICHHE KIMHUYCCKOTO
WCCIICIOBaHMA JIEKaPCTBEHHOTO TIpemapara s MEIWIWHCKOTO NPHUMEHEHHUS YIOJIHOMOYCHHBINH (enepaabHbIH
OpraH HWCIOJHHUTEIFHOW BJIACTH MPHOCTAHABIMBACT MPOBEICHUE IOCYNAPCTBEHHON PETHUCTPAlNU JEKApCTBECHHOTO
mpenapaTa 10 ITHS TOAAa4Yd 3asgBUTENEM B YIOJIHOMOYCHHBIA (eAepalbHBIi OpraH HCIONHUTEIHHON BIIACTH
3asiBIICHHSI O IONYYCHHWH pa3pelleHus Ha MPOBEICHHE KIMHUYECKOTO WCCIICAOBAHHS JEKApCTBCHHOTO Iperapara
JUTSL METUITTHCKOTO TIPUMCHCHHUSL.

3. B ciny4ae mpHHSATHUS PEHICHUS O HEBO3MOXHOCTH BBIIAYM Pa3pelICHUS HA MPOBEJCHHUC KIMHHUYCCKOTO
UCCIICIOBaHMS JICKAPCTBEHHOTO TIperapara ajis MEIWIUHCKOrO IPUMCHEHUS YIIOJTHOMOYCHHBIA (elnepaibHbIi
OpraH WCIOJHUTECIBHOW BIACTH NPEKpAIacT MPOLEAYPY TOCYAapCTBEHHOW PETUCTPAIUU JIEKAPCTBEHHOTO
mpemnapara.

Cratpst 22. Pemenume o0 TpoBeACHHHM KIMHHUYECKOTO WCCIEAOBAHMS JICKAPCTBEHHOTO IIpenapaTa Juis
MEINITTHCKOTO TIPUMEHEHUS

1. JIns mody4eHus: pa3pellcHUs] Ha MPOBEACHUE KIMHUYCCKOTO HMCCICIOBAHUS JICKAPCTBCHHOTO TIperapara
JUIE  MEIUIIMHCKOTO TIPUMCHEHHUS 3asBHUTENb MPCACTABISACT B  YIOJHOMOYCHHBIA (eepalbHbId  OpraH
WCITOJTHUTEIHbHOM BIIACTH:

1) 3asBIIeHNE O MTOJIYYCHHUHN Pa3pelieHus Ha MPOBEIEHUE JaHHOTO KIMHHYECKOTO HCCIIEI0OBAHNS,

2) cBeneHust 00 OTBITE pabOTHI UCCIIENOBATENEH 0 COOTBETCTBYIOIIUM CITEITUATBHOCTSAM U UX OTBITE PabOTHI
0 MPOBEICHUIO KIIMHUYECKUX UCCIIeIOBaHUM;

3) KOIWHU JIOTOBOPOB OOS3aTEILHOTO CTPaxOBaHUS KU3HHW, 370POBBS TAIMEHTOB, YYAacTBYIOIIUX B
KIMHIYECKOM HCCJICIOBAHUH JICKAPCTBCHHOTO Mpenapara Jjisi MEAUIUHCKOTO IPUMCHCHUS.

2. B cpok, He NpeBBIIIAONUI MATH padouuX IHEH CO JHS MPUHITHS YKa3aHHOTO B YacTH | HACTOSIICH
CTaThU 3asBICHHUS C NPUIOKCHUEM HEOOXOMUMBIX JIOKYMEHTOB, VIIOJHOMOYCHHBIH (eaepaibHblii  OpraH
HCITOJTHUTEIHHOM BIIACTH:

1) mpoBOAWT TPOBEPKY IIOJHOTHI M JTOCTOBEPHOCTH CBEICHUH, COACPKAIMUXCSI B MPEACTABICHHBIX
3asBUTENIEM MaTeprajax;

2) TmpUHUMAET pelIeHHe O BbIJaYe paspelieHduss Ha TPOBEACHHE KIMHUYECKOTO HCCIIeIOBaHUS
JIEKapCTBEHHOTO TIperapaTa Jisi MeIUITUHCKOTO TPUMEHEHHS WM 00 OTKa3e B BIJIaU€ YKA3aHHOTO pa3pelIeHIs;

3) yBeOMJISIET B MUCBMEHHOW (hopMe 3asBUTEIS O TPUHITOM PCIICHUM WM B CIy4ae OTKa3a C yKa3aHHEM
MPUYHH TAKOTO OTKA3a;

4) BBIIACT pa3peUicHMC HAa IPOBEACHUC KIMHUYCCKOTO HKCCIICIAOBAHUs JICKAPCTBEHHOTO Ipernapara Juis
MEIUIUHCKOTO TMPUMCHEHHWS B  TOPSIKE, YCTAHOBICHHOM  YIOJIHOMOYCHHBIM  (pelCpajbHBIM  OpPraHOM
HCIIOJIHUTEILHON BIIACTH.

3. OcHoBaHmeM i1 OTKa3a B BBIJaYe pa3pelieHUs Ha TPOBEIACHHE KIMHUYECKOTO HCCIICIOBAHMS
JIEKapCTBEHHOTO TIpernapara Jjisi MEIUIIMHCKOTO MPUMEHEHMSI SBIISICTCS HEMPEICTaBICHHE JOKYMEHTOB, YKa3aHHBIX
B 4YacTH | HACTOSIIECH CTaThbH, WM HECOOTBETCTBHE CONEPIKAHUS IPEICTABICHHBIX JTOKYMEHTOB TPEOOBAHHIM
HacTosero denepanbHOro 3aKoHa.



Cratbs 23. DKcriepTH3a KauecTBa JICKAPCTBEHHOTO CPEACTBA U AKCIIEPTHU3a OTHOIIECHHS OYKUIAEMOM TIOIB3bI K
BO3MOXXHOMY PUCKY MPUMEHEHHsI JIEKAPCTBEHHOI'O MpernapaTa Jjisi MeIUIUHCKOTO IPUMEHEHHS

1. DxcmepTm3a KadecTBa JICKapCTBEHHOTO CPEICTBA W JKCIEPTH3a OTHOIICHHS OXHIAEMOW MOJB3BI K
BO3MOXXHOMY PHCKY NPHMEHEHHUS JIEKapCTBEHHOIO Mpernapara Ais MEJUIMHCKOTO IPUMEHEHUs, COCTaBJICHHE
KOMHCCHSIMH DKCIIEPTOB 3aKJIIOUCHUH 110 pe3ysibTaTaM MPOBEICHHBIX SKCIEPTHU3 U HANPABJICHUE TAKUX 3aKIFOUCHUH
B YIOJHOMOYEHHBIH (hepepanbHblii OpraH WCIOJIHUTEILHON BIIACTH OCYLIECTBIISIIOTCS B CPOK, HE NPEBBILIAIOIINI
CTa JeciaTd padO4YMX JMHEH CO JHS HOJYyYEHHS OSKCHEPTHBIM YUPEXKICHHEM COOTBETCTBYIOIIEIO 3aJaHus
YIIOJTHOMOYEHHOTO (peepanbHOro OpraHa NCIIOTHUTEIBHOM BIACTH C JOKYMEHTaMH, YKa3aHHBIMH B ITyHKTax | - §,
15 - 17 vactu 3 cratbu 18 Hacrtosimero denepanbHOTO 3aKOHA, W OTYETAa O MPOBEIECHHOM KJIMHUYECKOM
HCCIICIOBaHHUH JIGKAaPCTBEHHOTO TpenapaTa il MEIUIIIHCKOTO IIPUMEHEHHS.

2. Jlns mpoBemeHUWS YKa3aHHBIX B 4YacTH | HACTOAIMIEH CTAaThH AKCIEPTH3 3asBUTENb IPEACTABISICT B
YIIOJIHOMOYEHHBIH (heliepalibHbII OpraH NCTIONHUTEIILHOM BIAaCTH:

1) 3asBeHNE O BO30OHOBJICHUH I'OCYAAPCTBEHHOW PETMCTPALIMHM JIEKAPCTBEHHOTO Ipenapara 1 IpOBEACHUN
yKa3aHHBIX B 4acTH | HACTOSIIECH CTAaTbU SKCIEPTH3;

2) OT4ET O IMPOBEICHHOM KJIMHWYECKOM HCCIIEIOBAaHUM JICKAPCTBEHHOTO IIpernapaTta Uil MEAHUIMHCKOTIO
IPUMEHEHHS;

3) IOKYMEHT, TIOATBEPKAAIONINNA YIIIaTy TOCYJapCTBEHHON TOIIINHEI 32 TIPOBEICHIE SKCIIEPTH3HI KadecTBa
JICKApPCTBEHHOTO CPEICTBAa M AKCIEPTH3Hl OTHOIICHHS OKHUAAEMON ITONB3BI K BO3MOXXHOMY PHCKY TPHUMEHEHUS
JIEKApCTBEHHOTO IpeTapara IJIsi MEAUIINHCKOTO IPUMEHEHHUS TIPH €r0 TOCYAapCTBEHHON PETHCTPALINH.

3. B cpok, He mpeBHIIAIONMHA NSATH pabOYMX AHEH cO JHS TNPHUHATHS 3asBJICHHUS C JOKYMEHTaMH,
yKa3aHHBIMH B 4acTH | W myHKTax 2 W 3 4acTW 2 HAcTOAIIEH CTaThb, YIIOJHOMOYEHHBIH (enepanbHbIil opraH
WCIIOJIHUTENILHON BIIACTH:

1) mpOBOAMT MpPOBEPKY MOJHOTHI JAaHHBIX, COAEPXKALIMXCS B IPEACTABICHHOM 3asBHUTENIEM OTYETE O
MPOBEICHUH KITMHIYECKOTO UCCIISIOBAHNS JIGKAPCTBEHHOTO IIpenapaTa Uil MeIUIIMHCKOTO IIPUMEHEHS,

2) MpUHUMAET peUIeHHe O BO30OHOBICHWH TOCYAAPCTBEHHOW PETHUCTPALMU JIGKAPCTBEHHOTO Iperapara |
MPOBEIEHNHM YKa3aHHBIX B 4YacTH | HacTosmiedl CTaTbd OJKCHepTH3 Win 00 OoTKaze B BO30OHOBICHHUH
TOCyapCTBEHHOMN PEruCTpaliyl JIEKapCTBEHHOTO TIperapara Uil MEIUIIHHCKOTO TTIPUMEHEHHS ¥ TPOBEICHNH TaKUX
9KCIIEPTH3;

3) yBenoMiIseT B IMCbMEHHOW (hOpME 3asiBUTEIISI O NPHHATOM PEICHUHM WIK B CIydae OTKasa C yKa3aHHEM
NPUYUH TAaKOTO 0TKAa3a.

4. OcHoBaHMEM JUIsl OTKa3a B BO30OHOBJICHUN T'OCY/IapPCTBEHHOM PErucTpanuy JISKapCTBEHHOTO IpernapaTa 1
MPOBEICHNH YKa3aHHBIX B YacTH | HAcTOSMIIEH CTaTbW AKCHEPTH3 SBISIETCS TPEICTABICHHE IOKYMEHTOB,
YKa3aHHBIX B 4aCTH | ¥ MyHKTax 2 U 3 4acTH 2 HACTOSIICH CTaThH, B HETIOJTHOM 00BEME HIIM OTYETA O TIPOBEICHHOM
KIMHAYECKOM HCCIICIOBAaHNH JIEKAPCTBEHHOI'O TIpemapaTa s MEAWIHWHCKOTO TPUMEHEHHUS, HE COIepIKaIlero
MCUEPIIBIBAIOIIETO MTePEeYHs] HeOOXOANMBIX CBEICHHH.

5. B Teuenue nsATHaanaTH pabouMX JHEW CO JHSA HOJNYYCHHS PEIICHUS YIIOJHOMOYEHHOIo (enepanbHOro
OpraHa UCIIOJHUTEIbHOM BJIACTH O BO30OHOBJICHWH IOCYAapPCTBEHHOW PErMCTpALMM JEKapCTBEHHOIO IpernapaTra u
NPOBEJICHUM YKa3aHHBIX B 4YacTW | HACTOSIIEH CTaTbd OKCIEPTH3 3asBUTENIb IPEJACTABISET B IKCIIEPTHOE
YUpEXKICHUE IS TPOBEICHHS DKCIEPTU3bl KayecTBa JICKAPCTBEHHOIO cpeiacTBa 00pasibl JIEKapCTBEHHOTO
mpemapata  UIA  MEAWIMHCKOTO  NPHUMEHEHHWS, IPOM3BEJCHHOTO B  COOTBETCTBUM C  TPEeOOBaHUSAMH
OTIBITHO-TIPOMBIIIJICHHOTO | (WJIN) IPOMBIIICHHOTO PETrJIaMEHTOB, YTBEPKICHHBIX PYKOBOANUTEIIEM IIPOHU3BOIUTEIIS
JIEKapCTBEHHBIX CPEACTB, a Takxke oOpaszelr] GpapMameBTUIECKON CYOCTaHIIMH B KOJIMYECTBAX, HEOOXOIUMBIX IJIS
BOCTIPOW3BEICHUS METOI0B KOHTPOJIS Ka4eCTBa.

6. IIpu nomyueHnn oOpas3LOB JEKAPCTBEHHOIO IpernapaTta ¥ (apMaleBTHYECKOi CyOCTaHIMHM IKCIEPTHOE
YUPEXKICHUE BBINACT 3asBUTENIO JTOKYMEHT, IOATBEP)KIAIONIMN IIOJy4YEHUE YKa3aHHBIX 0Opas3LloB, U B CPOK, HE
NPEBBIIAIOIINHA TpeX pabouux AHEH, yBeIOMIISIET B MUCEMEHHON (hopme 00 3TOM YNOIHOMOUYEHHBIH (eepanbHbIil
OpTraH UCIIOJHHUTENLHOM BIACTH.

7. Cpox [uIs TpeACTaBICHUS 3asBHTENEM OO0pa3IoB JIEKAPCTBEHHOTO Tpemapara M (hapMareBTHYECKON
CyOCTaHIINH U CPOK YBEIOMIICHHS SKCIEPTHBIM yUpPEkKICHHEM 00 3TOM B MHUCBMEHHON (hopMe YHOTHOMOYEHHOTO
(hemepaspHOTO OpraHa MCIIOJHUTEIHHON BIACTH, YKa3aHHBIC B YACTIX 5 W 6 HACTOAIICH CTAaThH, HE BKIFOYAIOTCS B
CPOK TIPOBEICHHS YKa3aHHBIX B YAaCTH | HACTOSIIEH CTaThH HKCIEPTH3.

8. JIOKyMEHTBI, MOCTYIHUBIIKE B SKCIIEPTHOE YUPEKACHHUE AJIsl IPOBEICHNS YKa3aHHbBIX B 4acTH | HacTosmen
CTaThbH SKCIEPTU3, IOAJEKAaT BO3BPATy B YIOJHOMOYCHHBIH (elepabHbIil OpraH HCIIOJHHUTENIBHON BIIACTH
OJTHOBPEMEHHO C 3aKJIIOYECHUSMH 110 pe3yJIbTaTaM yKa3aHHBIX IKCIICPTH3.

Cratbs 24. DKcriepTH3a KauecTBa JICKAPCTBEHHOTO CPEACTBA U IKCIIEPTHU3a OTHOIIECHHS OKUIAEMOH TIOIb3bI K
BO3MOXXHOMY PUCKY NPUMEHEHHsI JIEKAPCTBEHHOT'O MperapaTa Jjisi BETEPUHAPHOTO MPUMEHEHHS

1. DkcrepTu3a KadecTBa JIEKapCTBEHHOTO CPEICTBA W JKCIEPTH3a OTHOIICHHS OXKHIAEMOW MOJB3BI K
BO3MOXHOMY DPHCKY MNpPUMEHEHHUS JIEKapCTBEHHOI'O IMpemnapara JUisi BETEPUHAPHOTO MNPUMEHEHUs, COCTaBJICHUE
KOMUCCHUSIMU JKCIIEPTOB 3aKIIOUEHHUI M0 pe3yJbTaTaM yKa3aHHBIX SKCIEPTU3 U HANpaBJICHUE TAaKUX 3aKIIOUEHUN B
YIOJTHOMOYCHHBIN (DefiepabHbIA OpraH MCIOIHUTEIBHOMN BIACTH OCYIECTBISIOTCS B CPOK, HE MPEBBIIIAIOIINNA CTa



JecsTd pabodux JHEW cO JHS MOJMYYCHHS SKCIEPTHBIM YUPEKICHHEM 3aJaHUs YIIOJTHOMOUYEHHOTO (elepaabHOTo
opraHa HMCITOJIHUTEIBHON BJIACTH C JOKYMEHTaMH, YKa3aHHBIMU B MyHKTax | - 8, 10, mogmynkrax "a" - "a", "x" -
"M", "m" - """ mynkra 16 u mynkte 17 gyactu 3 crateu 18 HacTosmero denepanbHOTO 3aK0HA.

2. B Teuenme mATHaIATH pabOUYMX THEH CO IHS MOJMYYCHHS PEUICHHS YIOTHOMOYEHHOTO (eaepasbHOro
OpraHa HCIOJHHUTEIBHOW BIACTH O MPOBEJICHUU YKa3aHHBIX B YacTH | HACTOSIICH CTAThH IKCHCPTH3 3asIBUTEIb
NpPEJICTABISICT B JKCICPTHOC YYPEKICHUC Ui MPOBEICHHS IKCICPTH3BI KA4eCTBA JICKAPCTBEHHOTO CPEICTBA
00pa3ibl JICKAPCTBEHHOT'O TNperapara Uil BETEPUHAPHOTO MPUMEHCHHS, MPOM3BEIACHHOIO B COOTBETCTBUHU C
TpeOOBAHUSMH TEXHOJOTHYCCKUX PErJIAMEHTOB, YTBEPHKICHHBIX PYKOBOJUTEICM IPOM3BOJUTENS JEKAPCTBEHHBIX
CPEICTB, a Takke oOpasel (hapMaleBTHICCKONH CyOCTaHIIMM B KOJMYECTBAX, HEOOXOAUMBIX IIJISI BOCTIPOHM3BEICHHS
METOZOB KOHTPOJIA Ka4ecTBa.

3. Ilpu momydeHnn 0Opa3loOB JEKAPCTBEHHOTO MpermapaTa ¥ (apManeBTHISCKOW CYOCTaHIIMU DKCIEPTHOE
YYpEeKACHHE BBIOACT 3asgBUTENIO TOKYMEHT, MOATBEP)KIAIOMINK MOJMYYCHHE yKa3aHHBIX O0Opas3loB, M B CPOK, HE
MPEBBIMIAOIINN TPEeX padoYnX JHEH, YBEIOMIISCT B MUCBMEHHOW (opMe 00 3TOM YIOJTHOMOYCHHEIH (eaepanbHbIi
OpraH UCIIOJHUTEIHHOM BIACTH.

4. Cpok jans TpeACTaBICHUS 3asBUTEICM OOpPAa3lOB JICKAPCTBCHHOTO mpernapata U (papMameBTHUCCKON
CyOCTaHIIMHM M CPOK YBEIOMIICHHS SKCICPTHBIM YUYPEKICHHEM 00 3TOM B MUCBMEHHOW (hopMe YIOTHOMOYCHHOTO
(hemepaspHOTO OpraHa MCIIOJHUTEIHHON BIACTH, YKa3aHHBIE B YACTIX 2 W 3 HACTOAIICH CTAaThH, HE BKIIOYAIOTCS B
CPOK TIPOBEJICHHS YKa3aHHBIX B YAaCTH | HACTOSIIEH CTaThH SKCIEPTH3.

5. JIOKyMEeHTBI, MOCTYUBIINE B 3KCIIEPTHOE yUpPExKACHUE sl TPOBEACHUS YKa3aHHBIX B YacTH 1 HacTosei
CTaThM OHKCHEPTH3, MOIJIEKAaT BO3BPATy B YIOJIHOMOYEHHBIH (erepanbHBIi OpraH HCIOJHUTEIGHON BIIACTH
OJTHOBPEMEHHO C 3aKJIFOUCHUSIME 10 PE3YJIbTaTaM YKa3aHHBIX IKCIICPTH3.

Cratbs 25. HOBTOpHOC MPOBEACHUEC DKCIICPTUILI JICKAPCTBECHHBIX CPEACTB U ITHYECKOMN OKCIICPTU3BI

1. B ciy4asx HeJoCTaTOYHOW OOOCHOBAHHOCTH HWJIM HETIOJHOTHI 3AKJIIOYCHUS KOMHCCHH JKCIEPTOB HIIH
coBeTa IO JTHKE, HAIMYMA B HEM IPOTHBOPCYMBBIX JaHHBIX, (albCU(PUKALUM BBIBOJOB SKCIIEPTH3EI
JIEKapCTBEHHOTO CPEACTBA U (MJIM) STHYECKON 3KCHEPTHU3BI, COKPBITUS OT YIIOJIHOMOYEHHOTO (elepalbHOro oprana
HCIIOJIHUTENHHON BJIaCTH OCHOBAHHMM UIS OTBOZJA SKCIIEPTa BCIEACTBHE €0 3aMHTEPECOBAHHOCTH B PE3YNIbTaTax
COOTBETCTBYIOIIEH OKCIIEPTH3bl, HaIWYMS IAHHBIX O TPSMOM JIMOO KOCBEHHOM BMEIIATEIBCTBE B IPOLECC
COOTBETCTBYIOIIEH IKCIIEPTHU3BI JIMI, HE y4acCTBYIOIIMX B €€ MIPOBEICHUH, HO OKa3aBIUMX BIMSHHE Ha IPOLECC U
pe3ysbTaThl €€ MPOBEICHUsS, YHNOJIHOMOYCHHBIM (eaepasbHbIM OpraHOM HMCHOJIHUTEIBHON BIACTH Ha3HA4aeTcs
MOBTOPHAs! HKCIEPTU3a JIEKAPCTBEHHOTO CPEICTBA U (MJIM) STHUYECKasl IKCIIEPTH3A.

2. TloBropHas SKCIEpTH3a JIKAPCTBEHHOI'O CPEACTBA IIPOBOAUTCS B  CPOK, YCTAaHOBJICHHBIH
YIIOJHOMOYEHHBIM (heliepabHBIM OPraHOM MCHOJIHATEIEHOH BIACTH U HE NMPEBBIIAIOMINI COpoka pabodnx AHEH co
JHS TIONYYECHUsS SKCIEPTHBIM YUYPSKACHHEM 3aJaHHs Ha NPOBEICHUE ITOBTOPHOH SKCHEPTU3BI JEKapCTBEHHOIO
CpelcTBa, MOBTOpPHAs ATHUYECKAas SKCIEPTH3a - B CPOK, HE NPEBBHINIAIOIIMH MATHAAUATH pabouyux IHEH co IHA
MOJIYYCHHSI COBETOM 10 STHKE 33JaHKs Ha MPOBEJCHUE NOBTOPHOH 3THUECKOM SKCIIEPTU3HI.

3. dunaHcoBoe obecrieyeHUE BHIMOIHEHMS 3a1aHusl Ha TPOBEICHHUE TIOBTOPHOI SKCIEPTU3bI JIEKapPCTBEHHOTO
CpE/CTBa HE OCYLIECTBISIETCS, U CPEJICTBA, NEPEUNCIICHHBIC paHee Ha NPOBEACHHE TaKOW DKCIEPTH3bI, MOJUICKAT
BO3BpATy B (eliepalibHblil OF0JDKET.

Cratbs 26. YcKopeHHast IpoIieaypa SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEJICTB

1. YckopenHast mpouenypa 3KCIEpTH3bI JIEKAPCTBEHHBIX CPEACTB B IIESIX OCYAApPCTBEHHOW PETHCTPALNA
JIEKapCTBEHHBIX IpEnapaToB MPHUMEHSETCS B OTHOLICHUM BOCIPOM3BEICHHBIX JEKAPCTBEHHBIX NpemnaparoB. IIpu
NPOBEICHUM TaKOH INPOLENYphl NPEICTABISIOTCS WH(pOpManus, MOJy4YeHHas NpPU INPOBEACHUH KIMHHUYECKHUX
UCCIIEJIOBAaHUI JIEKAPCTBEHHBIX IIPENapaToB W ONMYOJIMKOBaHHAsl B CIICIHAIM3UPOBAHHBIX IEYATHBIX M3IAHMAX, a
TaK)Ke JOKYMEHTHI, COJIEp)Kallue pPEe3yJbTaThl MCCIENOBaHMS OMOOKBMBAJIECHTHOCTH M (WJIM) TEpaneBTUYECKOH
SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO IIpenapaTa il MEJUIMHCKOTO NMPUMEHEHHS WIN PE3ylIbTaThl HCCIEAOBAHUS
01O3KBUBAJICHTHOCTH JICKAPCTBEHHOTO Ipemnapara Uil BETEpUHAPHOTO IPUMEHEHHUSL.

2. VYckopeHHas Tpolexypa SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB HE IPUMEHAETCS B OTHOIICHHUH
UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPENaparoB, IMPENapaToB WHCYIWHA M JIEKAPCTBEHHBIX IIPETapaToB,
BIIEPBbIE perucTpupyeMslx B Poccuiickoit ®enepannu.

3. VYckopeHHas MpoueAypa JKCIEPTU3bl JICKApCTBEHHBIX CPEACTB IPOBOAUTCA IO  PELICHUIO
COOTBETCTBYIOIIETO YHOJIHOMOYECHHOTO (he/IepalIbHOr0 OpraHa UCIIOIHUTEIbHON BIACTH B CPOK, HE MTPEBBIIIAOIINI
miecTuaecsaTH pabounx nuei. IIpu 3TOM dKcrepTH3a JOKYMEHTOB, COACPXKAILUXCS B PETUCTPALMIOHHOM J10Che, IS
MONYyYCHHs] pa3pelleHus Ha NPOBEACHHE KIMHUYECKOTO WCCIEIOBAaHMS JICKAPCTBEHHOIO IIpemaparta s
MEIUIMHCKOTO MPUMEHEHHS U 3THUYECKas HKCIIEPTH3a MIPOBOJSTCS B CPOK, HE MPEBBIIAIONINN ISITHAAIATH pabodnx
JHEH, SKCIepTH3a KadecTBa JIEKAPCTBCHHOI'O CPEACTBA M OSKCIEPTH3a OTHOIICHHS OKHIAEMOH MONB3BI K
BO3MO)KHOMY PHCKY NPHMEHEHHsI JIEKapCTBEHHOTO IpEnapaTa - B CPOK, HE MPEBHIIIAIONINN COPOKA ISTH pabodnx
JHEH.



4. YckopeHHas TpoLenypa dKCIEePTH3bI JIEKAPCTBEHHBIX CPEICTB MPOBOJUTCS B MOPSJIKE, YCTAHOBICHHOM
cratbsiMu 17 - 20, 23 u 24 Hacrosimero denepalbHOTO 3aKOHa, W HE O3HAYaeT CHWXCHHS TpeOOBaHUU K
0e30TMacHOCTH, KauecTBY 1 3()(HEKTUBHOCTH JICKAPCTBEHHBIX TPENapaToB.

Cratbs 27. Pemienue o rocyJapcTBEHHOM perucTpanuu JIeKapcTBEHHOI 0 IIpenapara

1. B cpok, HEe IPEBBIMIAONIMNH ISITH PAOOYUX THEH CO JHS MONYUCHUsS 3aKIFOUCHU KOMUCCHH SKCIICPTOB O
pe3yibTaTaM DKCIEPTHU3bl KayecTBa JIEKAPCTBEHHOI'O CPENICTBA M DKCIEPTU3bl OTHOLICHUS 0XKHIAEMOM IMOJb3bI K
BO3MOYKHOMY PHCKY IPUMEHEHHS JIEKaPCTBEHHOTO TpenapaTa, COOTBETCTBYIOIINH YIIOTHOMOYEHHBIHN (eepaTbHbIH
OpTraH NCIIOIHUTEIHHOM BIACTH:

1) ocymiecTBISET OICHKY TaKMX 3aKIIOUEHHH IS ONpENeNIeHUs] HX COOTBETCTBHS 3aJaHHIO Ha TPOBEICHHE
YKa3aHHBIX IKCTICPTH3;

2) NPUHHUMACT PEIICHUE O TOCYNAPCTBEHHON PETHCTPAlUU JICKAPCTBEHHOTO Mperapara Wi o0 OTKas3e B
TOCYAApCTBEHHOM PETUCTPALINU JIEKAPCTBEHHOTO Mpernapara;

3) BHOCHT NpPH NPUHATHU PEIICHHUS O TOCYAAPCTBEHHOW PErUCTPAIMH JICKAPCTBEHHOTO Mpenapara JaHHbIC O
3apETUCTPUPOBAHHOM JICKAPCTBCHHOM IIpemapare, B TOM 4YUCIC O (apMaleBTHYCCKON CYOCTaHIIMM, BXOJAIICH B
COCTaB JIGKAPCTBEHHOT'O Iperapara, B TOCYAapCTBEHHBIH PEECTp JEKAPCTBEHHBIX CPEACTB M BBIOACT 3asSBHTEIIO
PETUCTPAIMOHHOE yIO0CTOBEPEHHE JICKApCTBEHHOTO TpernapaTa, popMa KOTOPOTO YTBEPKAACTCS YIIOTHOMOYECHHBIM
(hemepaspHBIM OPTaHOM HCIOJHHTENFHOW BIJIACTH, COTIACOBAHHBIE HOPMATHBHYIO JOKYMEHTAIMIO, HOPMAaTHBHBII
JOKYMEHT, HHCTPYKIHIO II0 TPHUMEHEHHUIO JICKApCTBEHHOTO IIperapara M MaKeThl MEepBUYHON YIAaKOBKH U
BTOPUYHOU (TIOTPEOUTENBCKON) YIAKOBKH C YKa3aHHEM Ha HUX HOMEpa PErHCTPAIMOHHOIO YIOCTOBEPCHHUS
JICKApPCTBCHHOTO TperapaTa ¥ JaThl €ro IOCyNapCTBEHHON PErHCTpPAallMd WIM B Clydac HPUHATHSA PEIICHUs 00
OTKa3¢ B rOCYIapCTBEHHON PErHCTPALMH JICKAPCTBEHHOTO IperapaTa YBEAOMIIICT B TUCbMEHHOMN (hopMe 3asiBUTEIS
00 9TOM ¢ yKa3aHHEM IIPUYMH TAKOT'O OTKa3a.

2. OcHOBaHHMEM IS 0TKa3a B TOCYapCTBEHHOMN PETUCTpAIiH JEKAPCTBEHHOTO IIperapara sBISIETCS peIIeHIe
COOTBETCTBYIOIIETO YHOJTHOMOYECHHOTO (peiepabHOTO OpraHa UCTIONHUTEIHHOM BIACTH O TOM, 9TO 3((EeKTHBHOCTD
PETUCTPUPYEMOTO JIEKaPCTBEHHOTO IIperapara HE MOATBEpKICHA IIONMYYeHHBIMH MAaHHBIMH WIH 9TO PHCK
NPUYMHEHUS] Bpela 3I0pPOBBIO UEIOBEKa WJIM JKMBOTHOTO BCJEICTBHE IIpHEMa JIEKAPCTBEHHOI'O Mpemapara
HpEeBhIMAcT YPPEKTUBHOCTD €r0 MPUMCHCHHUS.

3. Ilpu rocynapCTBEHHON PErHUCTpAllMU JIEKAPCTBEHHOIO MpenapaTa, BKIIOYEHHOTO B MEPEYEHb JKU3HEHHO
HEOOXOIUMBIX U Ba)KHEHINUX JICKAPCTBCHHBIX MPEMapaToB, HEOOXOAUMBIC JAHHBIC 3aHOCATCS B TOCYIAPCTBCHHBIN
peecTp MpeneNbHBIX OTHYCKHBIX [ICH MPOHM3BOJUTEICH HA JICKAPCTBCHHBIC MPEMAapaThl, BKIOYCHHBIC B YKa3aHHBIN
TIepeveHb.

Cratbs 28. PeructpaiionHoe ya0CTOBepeHHE JIEKAPCTBEHHOTO Mpernapara

1. PerucTpanyioHHOE YAOCTOBEPCHHUE JCKAPCTBCHHOrO Mpelapara ¢ yKa3aHHWEM JICKapCTBEHHBIX (OpM H
JIO3MPOBOK BBIIACTCS OSCCPOYHO, 33 UCKITFOUCHHEM PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mpernapara,
BBIJJABACMOTO CO CPOKOM JICHCTBHS TMATh JIET, HAa BIEPBBIC perucrpupyeMmbic B Poccuiickoit ®deneparmu
JICKAPCTBCHHBIC MIPEHapaThl.

2. Ilo mcTeyeHNN yKa3aHHOTO B YacTH | HACTOSIIEH CTAaThH CPOKa BHIIACTCS OECCPOUHOE PETHCTPALUOHHOE
YIOCTOBEpEHHE JIEKapCTBEHHOTO TIperapaTa Mpy yCIOBHU TOATBEPKACHUS €T0 TOCYIapCTBEHHON PETUCTPAIIHH.

Cratbs 29. [TonreepskaeHNE TOCYapCTBEHHOM pErHCTpaIiy JEKapCTBEHHOTO TIperapara

1. TloaTBep:kIeHUE TrOCYJApPCTBEHHOM pPETrHCTpalMM JIEKApCTBEHHOTO Mpenapara OCYILECTBISETCS IpU
BbIJJa4e OECCPOUYHOr0 PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO Mperapara B ciiydae, yKa3aHHOM B YaCTH
2 crathu 28 Hacrosimero denepasbHOrO 3aKOHA, B CPOK, HE MPEBBIINAIONIMN JCBIHOCTa PabO4YMX JHEH cO IHS
MOJIy4EHHUsI COOTBETCTBYIONINM YIIOJTHOMOYEHHBIM (efiepabHbIM OPraHOM HCTIOJHUTEIBHON BIACTH 3asBICHUS O
MOATBEPKIEHUN TOCYNapCTBEHHONH PETUCTPAllUU JICKAPCTBEHHOTO MperapaTta, 0(QOpPMIEHHOTO B COOTBETCTBHH C
4acThio 2 cTaThM 18 HacTosimero deaepaibHOTO 3aKOHA.

2. TloaTBepkmeHue TOCYAApCTBEHHOW pPETUCTpAllMH JIEKAPCTBEHHOTO TIperapaTra OCYIIECTBISETCS I10
pe3yibTataM SKCIEPTH3bl OTHOLUEHUS OXKUIAEMOW MOJIb3bl K BO3MOXXHOMY PHUCKY NMPUMEHEHHSI JIEKAPCTBEHHOTO
npemnapara.

3. K 3asgBneHHio O TOATBEPXKACHUHM TOCYJAPCTBEHHOM pEruCTpally JIEKApCTBEHHOro IIpernapara
MpUIAraloTcsi JOKYMEHT, [OATBEPXKIAIOIMNA  YIUIATy TOCYAApCTBEHHOW TOLUIMHBI 332 TOJATBEPKICHUE
TOCYAapCTBEHHOM PErUCTPaIliy JIEKAPCTBEHHOTO Mpemnapara Uisi MEANIIMHCKOTO TPUMEHEHUS UITH JICKapCTBEHHOTO
mperapara JijIsl BETepUHAPHOTO MPUMEHEHHUs, M IOKYMEHT, COAEPIKaITUil pe3ybTaThl MOHUTOPUHTA OE30TTaCHOCTH
JIEKapCTBEHHOTO TIperapara, MPOBOJUMOIO 3asBUTENleM, 10 (opme, YCTaHOBJICHHOH COOTBETCTBYIOIIUM
YIOJHOMOYECHHBIM (eiepaTbHbIM OPTaHOM UCTIOJHUTEILHOW BIACTH.

4. B TedeHue aecaTd pabOUYUX IHEH CO THS MPUHATHS 3asBICHUS O MOJITBEPXKICHUHM TOCYIapPCTBEHHOM
PETHUCTpAIK JICKaPCTBEHHOTO Mpernapara U HEOOXOJUMBIX JOKYMEHTOB COOTBETCTBYIOIIMU YIIOJTHOMOYCHHBIN
(henepanpHBIN OpraH UCIIOIHUTEIILHOW BIACTH:



1) mpoBOAWT TPOBEPKY IIOJHOTHI M JOCTOBEPHOCTH CBEICHUH, COACPXKAIMUXCS B MPEACTABICHHBIX
3asABUTENIEM MaTeprajax;

2) MpUHUMAET pElICHHe O MPOBEJACHUH WX 00 OTKa3e B MPOBEIACHUN HKCIIEPTH3BI OTHOIICHUS OKUIAAEMON
TOJIE3BI K BO3MOYKHOMY PUCKY TIPUMEHEHHS JIEKAPCTBEHHOTO Mperapara;

3) yBeIOMJISIET B MUCHbMEHHOM (POPME 3asiBUTEIIS O MPUHITOM PEIICHUM WM B ClTydac MPUHSITUS PEHICHUS 00
OTKa3e B MPOBEJCHUU SKCIEPTU3bI C YKA3aHUEM IMPUYUH TaKOTO OTKa3a.

5. OcHOBaHWEM I OTKa3a B MPOBEIEHUU SKCIEPTHU3bl OTHOLICHUS OKHUIAEMOW IMOJIb3bl K BO3MOXHOMY
PHUCKY MPUMEHEHUsI JIEKaPCTBEHHOTO Mpenapara siBIseTcs NpeICTaBlIeHue JOKYMEHTOB, YKa3aHHbIX B yacTax 1 u 3
HACTOAIIEH CTaThbH, B HEMOJHOM O0bEMe WM OTCYTCTBHE B MPEICTABICHHBIX JOKYMEHTaX HCUEPIBHIBAIOIINX
CBEJICHH, KOTOPBIEC TOJKHBI OBITH OTPAKCHBI B HHX.

6. DkcrepTh3a OTHOIIECHHUS OKHIAEMOW TOJb3bI K BO3MOXKHOMY PHCKY NPUMEHEHHs JIEKapCTBEHHOTO
mperapaTa B LEJSIX MOATBEPXKACHHUS TOCYJApCTBEHHON PETHUCTpPAllU JICKAPCTBEHHOTO Iperapara MPOBOAWTCS B
MOPsJIKE, YCTAHOBJICHHOM cTaThsaMU 23 u 24 Hacrosiiero OeaepaibHOro 3aKOHa.

7. B mepuon mpoBeneHUs MPOLEAYpbl HMOATBEPKIACHHUS TOCYJAPCTBEHHON pPETUCTPALMU JIEKAPCTBEHHOTO
npernapara ero rpaKIaHCKUi 000pOT OCyIIecTBIsIeTCs Ha Tepputopun Poccuiickort denepanmu.

Cratpsi 30. BHecenme wW3MEHEHHMH B JOKYMEHTHI, COJEp)KANIMECS B PETUCTPAIMOHHOM JOChe Ha
3apETUCTPUPOBAHHBIN JEKAPCTBEHHBIN TIpenapaT Uil MEIUIITHCKOTO IPIMEHEHHS

1. B memsax BHeceHWS W3MEHEHW B JOKYMEHTHI, COJNIEp)Kallvecs B PETHCTPAIMOHHOM JIOChe Ha
3apEerUCTPUPOBAHHBIN JIGKAPCTBEHHBIM Mpenapar s MEAULMHCKOTO NPUMEHEHUS, 3asiBUTENb MPEICTaBISET B
YIIOJIHOMOYCHHBIN (hefepabHblii OpraH KCIOJIHUTEILHOW BIIACTH 3asiBICHHE O BHECCHHM TAKUX M3MEHCHHH IO
(hopMe, YCTaHOBJICHHOW YIOJIHOMOYCHHBIM (ellepaibHBIM OPTaHOM HCIIOJHHUTEIBHOW BJIACTH, W IPHIOKCHHBIC K
HEMY U3MCHCHHUS B YKa3aHHBIC JIOKYMEHTHI, a TAKXKE TOKYMCHTBI, MOJITBEPKIAIOIINE HEOOXOIUMOCTh BHECCHHUS
TakuxX HW3MEHEeHWU. [IpuHsATHE peleHus O BHECEHWHM TaKMX HW3MEHEHWH WM o0 OTKa3e B HMX BHECEHUH
OCYIIECTBIIIETCS B CPOK, HE TPEBBHIMAIONAN JEBSHOCTa PabOYMX JHEH CO IHS TPUHATUS YIOJTHOMOYECHHBIM
(henepanbHBIM OpraHOM UCTIOJHUTEIILHOH BJIACTH 3asBJICHUS O BHECEHWH TaKUX N3MCHECHH.

2. B ciydae BHeceHUS HW3MEHEHWH B HWHCTPYKIUIO IO TNPUMEHEHHIO JIEKAPCTBEHHOTO TMpemnapara B
OTHOLICHUM CBEJECHUH, yKa3aHHBIX B moamyHkTax "n" - "n" myHkra 16 uvactu 3 crateu 18 HacTosmiero
®enepanbHOro 3aKoHa, B COCTaB JIEKAPCTBEHHOIO Mpemnapara JUisi MEAMIMHCKOIO MPUMEHEHHUS TMPOBOIUTCS
9KCIEPTHU3a JIEKAPCTBEHHBIX CPEACTB B YACTH IKCIEPTU3bI KAYECTBA JIEKAPCTBEHHOTO CPEACTBA U (MJIK) HKCIEPTU3BI
OTHOIICHHUS OXXUAAEMOW TMOJIb3bl K BO3MOXHOMY PHCKY TNPUMEHEHUS JIEKapCTBEHHOIO Mpemnapara JUist
MEIUIIMHCKOTO TIpUMeHeHHus. B ciydae HEOOXOIUMOCTH BHECEHHWS WHBIX M3MEHEHHWH B JaHHYIO HWHCTPYKIIHIO
JKCIIEPTH3a JIEKAPCTBEHHOTO CPEICTBA Ui BHECEHHWS TAaKWX W3MEHEHHH B CBEIEHHUS O 3apeTHCTPUPOBAHHOM
JIEKapCTBEHHOM TIperapare He IPOBOIUTCS.

3. C 3asBIeHHEM O BHECEHWM W3MEHCHHWU B JOKYMEHTHI, COIEpIKallhecs B PETHCTPAIMOHHOM J0Che Ha
3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IpemapaT Uisi MEIULMHCKOrO MPUMEHEHHS, HapsAay C JOKyMEHTaMH,
YKa3aHHBIMH B 4YacTh | HacTosilIed CTaTbu, MNPEACTABIAIOTCS JOKYMEHTHI, MOATBEPXKAAIOIINE YILJIaTy
TOCYAApCTBEHHOM MOLUIMHEI 32 BHECEHUE U3MEHEHHI B MHCTPYKIHIO 10 MPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara
JUTSL METUIMHCKOTO MPUMEHEHUS], TOCYJapCTBEHHON MONUIMHBI 32 BHECEHHWE U3MEHEHUH B COCTaB JIEKaPCTBEHHOTO
mperapara JiyIsl MEIUIIMHCKOTO IPUMEHEHUSI.

4. B Teyenme nmecATH paboOUMX JHEH CO JHS TIOCTYIUICHWS YKa3aHHOTO B 4YacTH | HACTOSIICH CTaThbu
3asBJICHUS U HEOOXOJUMBIX JTOKYMEHTOB YIIOJTHOMOYECHHBIN (eiepalbHbIi OpraH UCTIOTHUTEILHON BIACTH:

1) mpoBOAWT TPOBEPKY IIOJHOTHI M JOCTOBEPHOCTH CBEICHUH, COACPXAIMUXCS B IPEACTABICHHBIX
3asiBUTENIEM MaTepuaiax;

2) TpUHMMACT pEIICHHE O NPOBCICHUM YKAa3aHHBIX B YacTH 2 HACTOAIICH CTAaThH COOTBETCTBYFOIIUX
IKCIICPTHU3 JICKAPCTBEHHOTO CPECTBA MK 00 OTKa3€ B UX MPOBCICHUM;

3) yBeIOMJISIET B MUCHbMEHHOM (POPME 3asiBUTEIISL O MIPUHITOM PEIICHUM WM B ClTydac MPUHSITUS PEUICHUS 00
OTKa3e B MPOBEICHUH COOTBETCTBYIOIICH IKCIIEPTHU3BI C YKa3aHUEM TPUIHH TaKOTO OTKa3a.

5. OcHoBaHMeM i OTKa3a B MPOBEICHUU YKAa3aHHBIX B 9aCTH 2 HACTOSAIIEH CTAThbU JKCIIEPTHU3 SBISAETCS
MIPENICTaBJICHHE TOKYMEHTOB, NMEPEYUCIICHHBIX B 4acTsaX | W 3 Hacrosmeld CTaThbh, B HEMOJHOM OOBEeMe WU
OTCYTCTBHE B TIPEJCTABJICHHBIX JOKYMEHTAaX OCTATOYHBIX CBEJCHHH, TOATBEPKIAIOIINX HEOOXOIUMOCTh BHECCHHS
W3MCHEHU.

6. YKa3aHHbIE B YaCTH 2 HACTOSILIEH CTaTbU SKCIEPTU3BI MPOBOJISATCS B MOPSJIKE, YCTAHOBICHHOM CTaTheil 23
HacTosero denepanbHOro 3aKoHa.

7. B cpok, HE MPEBBIMIAIONINI MIATH PA00YNX THEH CO AHS MOYYCHUS 3aKITFOUCHHI KOMUCCHIA SKCIIEPTOB O
pe3ysibTaTaM YKa3aHHBIX B YacTH 2 HACTOAIMIEH CTaThbW JKCIEPTH3, YIOJHOMOYCHHBIH (eaepanbHbId OpraH
HCIIOJHUTEILHOM BIIACTH:

1) mpuHUMaeT pelIeHre 0 BHECEHUH H3MEHEHUH B IOKYMEHTEHI, COACPKAIIUECS B PETUCTPANIMOHHOM J0Che Ha
3apEerUCTPUPOBAHHBIN JIEKAPCTBEHHBINA TpemapaT Il METUITMHCKOTO TPUMEHEHHs, WK 00 OTKa3e BO BHECEHUH
TaKHX H3MCHCHU;



2) BHOCHT B TOCYJApCTBEHHBI pPEECTp JICKAPCTBCHHBIX CPEICTB HAa OCHOBAHWU PEIICHUS O BHECEHUH
W3MEHEHNH B JTOKYMEHTHI, COAEPIKAIINecs B PETHCTPAIIIOHHOM JIOChE Ha 3aperHCTPHUPOBAHHBIN JIEKapCTBEHHBII
mpernapart Ut MeAUIINHCKOTO IPUMEHEHHS], He00X0ANMBIE M3MEHECHNUS M BO3BPAIACT UX 3asBUTEITIO.

8. OcHOBaHHMeM JaJIsl OTKa3a BO BHECEHWH M3MEHEHHH B JOKYMEHTHI, COICP)KAIHecs B PErHCTPAIlIOHHOM
JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat Jisi MEAULIMHCKOTO PUMEHEHUS, SIBISICTCS 3aKII0UEHUE
YIOJHOMOYEHHOTI0 (hefepaibHOIO OpraHa HCIOJHHUTEIBHON BIACTH O BO3MOXKHOCTH CHH)KCHHUS 0€30MacHOCTH,
Ka4yecTBa, 3 (HEKTUBHOCTH JICKAPCTBCHHOTO CPEIICTBA B CIIyYae BHECCHUS TAKUX M3MCHCHHUH.

9. [omyckaercss TpakJaHCKHHA O0OpPOT JICKAPCTBEHHBIX MPEMapaToB s MEAUIUHCKOIO MPUMCHCHHUS,
MPOM3BEICHHBIX /10 MPUHATHS YIOJTHOMOYEHHBIM (elepaJbHbBIM OPTaHOM HCIOJHHUTEIBHON BIIACTH PEIICHUS O
BHECCHHH W3MEHEHHWH B [IOKYMEHTBHI, COAEPKAIIHMEcs B PETUCTPAIIMOHHOM JOChe Ha TaKWe JICKapCTBEHHBIC
TpernapaTsl, WM pemeHnst 00 0TKa3e BO BHECCHUH YKA3aHHBIX H3MECHEHUI.

Cratbss 31. BuHecenue wusMeHeHUH B JAOKYMCHTbBI, COJACpIKaIuecd B PErucTpaluoOHHOM JOChE€ Ha
SapeI‘I/ICTpI/IPOBaHHI)Iﬁ HeKapCTBeHHLIi;I npenapar AJjist BETCPUHAPHOT0 MPUMCEHCHUSA

1. B mnemsax BHeCeHHS HM3MEHEHHl B JOKYMEHTHI, COJIEp)Kallhecs B PErUCTPAMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIA JICKAPCTBCHHBIM MpenapaT IS BETEPHHAPHOTO MPHUMEHCHHMS, 3asSBUTEIb IPEACTABIET B
YIOJHOMOYCHHBIN (heepanbHbli OpraH HMCIIOJIHUTEIBHON BIIACTH 3asBIIEHHE O BHECEHWW TAaKMX WM3MEHEHUU I10
(hopMe, YCTAaHOBIEHHON YHOJTHOMOYECHHBIM (ellepalbHBIM OPTaHOM HCIIOJHHUTEIBHOW BIIACTH, W HPHIIOKEHHBIE K
HEMy M3MCHEHHUS B yKa3aHHBIC HOKYMEHTHI, a TaKXKe NOKYMEHTBI, MOATBEpPIKIAIOMHE HEOOXOTUMOCTh BHECCHHS
TakuX W3MEHeHwi. [IpuHSATHE pEIICHHS O BHECCHUHM TaKWX HM3MCHCHHA WM 00 OTKa3e B HMX BHCCCHUU
OCYILIECTBIISICTCS B CPOK, HE MPEBBIMIAIONINIA JEBIHOCTA PabOYMX JHEH CO JHS HPUHATHS YHIOJIHOMOYCHHBIM
(henepabHBIM OPraHOM HCIIOJHUTEIBHON BIACTU 3asBJICHUS O BHCCCHUU TaKUX M3MCHCHHUIA.

2. B ciyuae BHeceHUS] M3MEHEHUH B HMHCTPYKUHUIO MO NPUMEHEHHIO JIEKAPCTBEHHOrO Mpemnapara ajs
BETCPMHAPHOTO NPHWMEHEHHS B OTHOUICHWH CBEACHHH 00 WM3MEHEHHSIX [O3MPOBKH, CPOKOB BO3MOYKHOTO
WCIIONIB30BaHUS TPOXYKIMH JKABOTHOTO TIPOUCXOXKIACHHS IIOCIE NMPUMEHEHHS JICKApCTBEHHOTO NpenapaTa Iyt
BETEPHHAPHOTO NMPUMEHEHHS POBOAUTCS IKCIIEPTH3A JIEKAPCTBEHHOTO CPEICTBA U BETCPHHAPHOTO IPUMECHEHHS.
B ciygae HEOOXOOMMOCTH BHECEHHS HWHBIX W3MEHCHHH B JAaHHYIO HWHCTPYKIMIO JKCIIEPTH3a JICKapCTBEHHOTO
CpelcTBa AJisi BETEPUHAPHOTO MPUMEHEHHSI HE TPOBOAUTCS.

3. C 3asBIeHHEM O BHECEHUM W3MEHEHUU B JOKYMEHTHI, COJIEpKalllecss B PErUCTPAlMOHHOM [OChE Ha
3apETUCTPUPOBAHHBIN JICKAPCTBEHHBIN TMpernapar JUisi BETCPHHAPHOTO NPUMCHEHUS, HapsIy C JOKYMCHTaMH,
VKa3aHHBIMH B 4YacTH | HACTOAIICH CTaThH, MPEICTABISAIOTCS JOKYMEHTHI, MOITBEPIKIAIOIIMEC YILIATY
TOCyapCTBEHHOM MONUIMHBI 32 BHECEHNE W3MEHEHHH B MHCTPYKIHUIO 10 MIPUMEHEHHIO JIEKAPCTBEHHOTO TIperapara
JUTS BETEpUHAPHOTO IPUMECHEHUSI.

4. B cpok, He TPEBHIIAIONINN JECITH pabouuX JTHEH CO JTHSA MOCTYIICHHUS YKa3aHHOTO B 4acTH | HacTosImen
CTaThH 3asBJICHUSI U HEOOXOIUMBIX JOKYMEHTOB, YIIOJTHOMOYEHHBIH (eiepaibHbIi OpraH NCIIOTHUTEIHHOM BIACTH:

1) TpPOBOAMT MPOBEPKY TIOJHOTHI W JOCTOBEPHOCTH CBEICHHM, COACPKAIIMUXCS B MPEICTABICHHBIX
3asiBUTENIEM JOKYMEHTAaX;

2) NpUHUMAET PEUICHHE O MPOBEACHUHM SKCIEPTU3bI JICKAPCTBCHHOTO CPEJACTBA JUIS BETCPHHAPHOTO
MPUMEHCHHUS UK 00 OTKa3¢ B €€ IPOBCICHUN;

3) yBeOMIISET B MUCBMEHHOM (OopMe 3asIBUTEIS O TIPUHSATOM PEIICHUH WIIA B CITydae MPUHSITHS PEIICHHs 00
OTKa3e B TIPOBEICHHUM SKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA Ui BETEPUHAPHOTO TPHMEHEHHA C YKa3aHHUEM
MPWYHH TaKOTO OTKa3a.

5. OcHOBaHHWEM U1 OTKa3a B TPOBEACHHWH AKCIEPTH3BI JIEKAPCTBEHHOTO CPEACTBA U BETCPUHAPHOTO
MIPUMEHEHUS SIBISIETCS NPEACTAaBICHUE JOKYMEHTOB, yKa3aHHBIX B yacTsAX 1 u 3 Hacrosied cTaThbu, B HEMOJIHOM
o0beMe WM OTCYTCTBHE B MPCICTABICHHBIX JOKYMCHTaX JOCTATOYHBIX CBCACHUH, MOATBEPKIAIOIINX
HEOOXOTUMOCTh BHECCHHSI N3MCHCHHUH.

6. DKcrepTU3a JEKapCTBEHHOIO CPEACTBA Uil BETEPUHAPHOTO MPUMEHEHUS B LIEJISIX BHECEHUS] U3MEHEHUN B
JOKYMEHTBHI, COZIEp)Kalliecss B PETUCTPAIIMOHHOM JOChE Ha 3aperHCTPUPOBAHHBIN JIEKAPCTBEHHBIA Ipemapar ais
BETCPHHAPHOTO MIPUMEHEHNS, OCYIIECTBISETCA B MOPAIKE, YCTAHOBICHHOM cTaTheil 24 HacTosmero denepanbHOro
3aKOHa.

7. OcHOBaHHMEM JJIsl OTKa3a BO BHECEHWH HM3MEHEHHH B JOKYMEHTHI, COICP)KAIIHecs B PETHCTPAIlIOHHOM
JIOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKApCTBEHHBIN Mpenapar sk BETEPUHAPHOTO MPUMEHEHHUS, SBIISIETCS 3aKIIOUCHUE
YIOJHOMOYEHHOI'O (hefepabHOTO OpraHa HCIOJHHUTEIBHON BIACTH O BO3MOXKHOCTH CHH)KCHHUS 0O€30MacHOCTH,
Ka4yecTBa, I(PPCKTUBHOCTH JIGKAPCTBEHHOTO IMpemapara Uil BETCPHUHAPHOTO MPUMCHCHHS B CIIydac BHECCHHS
W3MEHEHUH B yKa3aHHbIEC JOKYMEHTHI.

8. JlomyckaeTcs TpaXXITaHCKHI 00OpOT JIEKapCTBEHHBIX IIPENapaToB IS BETEPUHAPHOTO INPHMEHEHHS,
MIPOM3BEACHHBIX /10 MPUHATHS YIOJHOMOYEHHBIM (elepaJbHbIM OPTaHOM HCIOJHHUTEIBHON BIIACTH PEIICHUS O
BHECCHHH WM3MCHEHUII B JOKYMEHTHI, COJEpIKAIHecs B PETUCTPAIIMOHHOM [I0ChE€ Ha 3apeTHCTPUPOBAHHBIN
JIEKapCTBEHHBIH TIpemnapaT I BETepUHAPHOTO IPUMEHEHNS, TN 00 0TKa3e BO BHECCHUH yKa3aHHBIX M3MEHCHUI.

Cratbs 32. OT™MeHa rocy1apCTBEHHOM perucTpaliy JeKapcTBEHHOTO MpenapaTa



Pemenne 00 OTMEHe TrOCYIapCTBEHHOW PErucTpaliy JIEKApCTBEHHOTO Mpernaparta W HCKIOYEHHU
JICKapCTBEHHOTO  Ipermapara W3 TOCYIapCTBEHHOIO  peecTpa  JISKAPCTBEHHBIX  CPEACTB  MPUHHUMAETCS
YIIOJHOMOYEHHBIM (he/iepaibHbIM OPraHOM HCIIOJIHUTENLHON BIACTH B Cliydae:

1) npescTaBiIeHUsE COOTBETCTBYIOLIMM YIIOJHOMOUYEHHBIM (he/lepalibHbIM OPraHOM HCIOJHUTEIBHOW BIACTH
3aKIIOYCHUST O pPHUCKE Wik 00 yrpo3e 370pPOBBIO, JKU3HU UYCJIOBCKA WU JKUBOTHOTO TPU NPUMCHCHUU
JICKAPCTBCHHOTO IMperapara, MNPEBBIMAKIIUX ero 3((EKTHBHOCT, IO pe3yabTaTaM OCYIIECTBIIEMOTO UM
MOHHUTOPHHIA 0C30MACHOCTH JICKAPCTBCHHOTO IIpEapara;

2) momauyn pa3pabOTYMKOM JICKAPCTBEHHOTO CPEJICTBA WIIM YIIOJHOMOYEHHBIM UM JAPYTHM HOPUIHYCCKUM
JIMLIOM 3asIBJICHUS] 00 OTMEHE roCyJapCTBEHHOM PErucTpalny JIEKapCTBEHHOTO Mperapara;

3) HENMOATBEPXICHUSI TOCYIAPCTBEHHOH PErHCTpAIMK JIEKApPCTBEHHOIO Ipernapara Mo HCTEYSHHH CPOKa
JCUCTBHSI PETUCTPALIMOHHOTO YOCTOBEPEHUS, BBIJAHHOTO HA TISATh JIET;

4) HempeaCTaBICHMs 3asBUTENEM HWHGOPMAIMKA, KOTOpas MOXET TIOBJeYbh 3a CO000H HEOOXOIMMOCThH
BHECCHUS W3MCHCHHH B JOKYMEHTBI, COJICpIKAIMECs B PETUCTPALIMOHHOM JOChE Ha 3apErUCTPUPOBAHHBIN
JICKApCTBCHHBIN MpEeTapaT, B TCUCHUE TPUIIATH padOYHX THEH CO JHS HACTYIUICHHS dTHX H3MCHCHUIA,

5) ocylIecTBICHHS TOCYJApCTBCHHON pEruCTpalMd JIGKAPCTBEHHOTO IIpermapara IOJ TOPTOBBIM
HAMMCHOBAHUEM 3aPETUCTPUPOBAHHOTO PaHEee MO STHM TOPTOBBIM HAMMEHOBAaHHEM JICKAPCTBCHHOTO Mpenapara;

6) oOCyIIeCTBICHHS TOCYJAPCTBEHHON pErucTpanuy 3asiBUTENEM OJHOTO W TOrO JKE JIEKapCTBEHHOI'O
npernapara o/ pa3JiiuHbIMH TOPTOBBIMU HAMMEHOBAHHUSIMH;

7) BbIHECEHHUsI CYAOM pCLICHHS O HapylIIeHHH MpaB MpaBooOiaaresisi OOBEKTOB WHTEIICKTYalbHON
COOCTBEHHOCTH TTPH OOpAIICHUH JIEKAPCTBEHHBIX CPEJICTB.

Cratbs 33. I'ocynapcTBEHHBIH peecTp JIEKapCTBEHHBIX CPEACTB

1. TocynapcTBeHHBIN peecTp JICKapCTBEHHBIX CPEJACTB COACPKUT IEPCUCHBb JICKAPCTBCHHBIX IMPEMapaToB,
MPOLICIINX TOCYAapPCTBEHHYIO PErUCTPalHio, MepedeHb (apMaleBTUYECKUX CyOCTaHIMM, BXOSIIMX B COCTaB
JIEKapCTBEHHBIX MIPENaPaTOB, U CIEAYIONUIYI0 HHPOPMAIHIO:

1) B OTHOIIICHUH JICKAPCTBEHHBIX MTPETIapaToB:

a) HaWMEHOBAaHHWE JICKAPCTBEHHOTo mpenapara (MeXIyHapOJHOE HEMaTeHTOBAHHOE WM XHUMHYECKOE WU
TOProBOC HAMMEHOBAHHUS);

0) nekapcTBeHHas (Gopma C yKa3aHHEM JO3MPOBKH JICKAPCTBCHHOrO IMpemapara ¥ ero KOJIWYecTBa B
MOTPEOUTEIBCKON YITAKOBKE;

B) HAMMEHOBaHUE Pa3padOTYMKa JIEKAPCTBEHHOTO Ipenapara;

') HAMMEHOBAHKE M aJIpec MPOU3BOUTEIS JISKAPCTBEHHOTO Mperapara;

1) hapmakoTepaneBTHYEeCKas rpyIa JeKapCTBEHHOTO MperapaTa;

€) MoKa3aHHs M MPOTUBOIOKA3aHHsI K IPUMEHEHHIO JIEKAPCTBEHHOTO Ipernapara;

) MOOOYHBIE ISHCTBUS JICKAPCTBEHHOTO TIperapara;

3) CPOK TOJTHOCTH JICKAPCTBCHHOTO IIPETapara;

1) YCIIOBHS XPaHCHUS JICKAPCTBEHHOTO Ipenapara;

K) YCJIOBHS OTITYCKA JICKAPCTBEHHOT'O Iperapara;

J) HOMep (apMaKOIEHHON CTaThU WU B CIlydac €€ OTCYTCTBUS HOMEpP HOPMATHBHOW JOKYMCHTAIIUH JTUOO
HOPMAaTHBHOT'O IOKYMEHTA;

M) JlaTa roCyAapCTBEHHOW PEruCTPaliK JIEKAPCTBEHHOT'O Mpenapara 1 ero perucTpainoHHbli HoMep;

2) B OTHOIIEHUH (apMaIeBTUIECKIX CyOCTaHITHIA:

a) HauMeHOoBaHWe (hapMalrleBTHIECKON CyOCTaHIIMN (MEXKIyHApOTHOE HEMAaTEHTOBAHHOE WJIM XUMHYECKOE U
TOProBOC HAMMEHOBAHHUS);

0) HAaMMEHOBaHUE U aJIpeC MPOU3BOIUTENS (PapMaleBTUUCCKON CyOCTaHIUH;

B) CPOK FOJTHOCTH (hapMalleBTHUCCKOW CYOCTAHITHIH;

T') yCIOBUS XpaHEHUs (papManeBTHUCCKOM CyOCTaHIUMY;

1) HOMep (apMakomelHo# cTaTbi WK B Cllydae €€ OTCYTCTBHSI HOMEP HOPMATHBHOW JAOKYMEHTAIMH JTHOO
HOPMAaTHBHOTO IOKYMEHTA.

2. dapmaneBTHUecKas CyOCTaHIMS, HEUCIONb3yeMas MNpPU IPOU3BOJCTBE JICKAPCTBEHHBIX MPEIApaToB,
MOXET ObITh BKJIIOYEHA B TOCYAapPCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEJICTB Ha OCHOBAHUM 3asiBICHUS
pa3paboTuriKa, IPOU3BOJUTENS JICKAPCTBCHHOTO CPEICTBA OO YIOJIHOMOYEHHOI'O UMM FOPUINYECKOTO JIUIA TPU
YCIIOBHM TIPOBEJCHHS B OTHOIICHWM TakoW (papMaIeBTUYCCKONH CyOCTaHIMM OSKCICPTU3bI  KavyecTBa
(hapMarieBTHYCCKON CYOCTaHIIMK B TIOPSIIKE, YCTAHOBICHHOM cTaTheil 34 HacTosmiero denepaabHOTO 3aKOHA.

3. [ops ok BeleHUsI TOCYIApCTBEHHOTO PeecTpa JICKAPCTBECHHBIX CPEACTB JJIsl MEIUIIMHCKOTO MPUMEHEHHS U
MOPSJOK BEIEHHS TOCYJapCTBEHHOTO peecTpa JICKApCTBEHHBIX CPEICTB ISl BETEPUHAPHOIO MPHUMEHEHUS
YTBEPIKIAIOTCSI COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (heIepalIbHBIM OPTaHOM MCIIOJHHUTENILHOM BIACTH.

Cratbs 34. Dxcneprr3a KadecTBa (papMaleBTHYECKOW CYOCTaHIIMM, HEHWCIIOJb3yeMON INPHU IMPOU3BOJICTBE
JICKAPCTBCHHBIX IPENapaToB



1. Jlns BrToueHus papMaIieBTHIECKON CyOCTaHIINH, HEHCIOIb3yeMOU TPH HPOW3BOACTBE JICKApCTBEHHBIX
IpenapaToB, B TOCYAapPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB, IPOBOINUTCS SKCIIEPTH3a e KauecTBa.

2. DkcmepTh3a KadecTBa YKa3aHHOW B 4YacTh 1 Hacrosimed craTbd (papMaleBTHYECKOW CYOCTaHIIHNH,
COCTaBIICHHE KOMHCCHEH SKCIEPTOB 3aKIIOYCHHH IO pe3yiabTaTaM TaKOW ASKCHEPTH3Bl M WX HAIpaBICHUE B
YIIOJTHOMOYCHHBINA (hefepalIbHbI OpraH HCIOMHHUTEIBHON BJIACTH OCYMICCTBISIOTCS B CPOK, HE MPEBBIMIAOIINI
HICCTUACCATH pab0oYMX IHEH CO MJHA TMONyYCHHS SKCICPTHBIM YUYPEKICHHUEM COOTBETCTBYIOIICTO 3aJaHHS
YIOJHOMOYEHHOI'O (peIepaJbHOr0 OpraHa MCIOJHUTEIBHON BIACTH M JOKYMEHTOB, YKAa3aHHBIX B MyHKTax 4 - 7
yacTH 3 ctatbu 18 HacTosmero denepabHOTO 3aKOHA.

3. Jlns mpoBeneHus SKCIEpTH3bl KadyecTBa YKa3aHHOW B WacTW | HacTosAmed cTaThl (hapMareBTHYECKOM
CyOCTaHITNH 3aBUTENb NPEACTABISIET B YIOJTHOMOYCHHBIN (heepanbHbIil OpraH HCIOTHUTEIEHON BIACTH:

1) 3asgBieHME O BKIIOYCHHH B TOCYJApCTBEHHBIM pEeCTp JIEKapCTBEHHBIX CPEICTB JaHHOU
(hapmareBTHUECKOH CYyOCTaHIINH;

2) MOKYMEHT, TOATBEPKIAIOIINI YIUIATy TOCYIApCTBEHHOHN MOILIMHBEI 32 BKJIFOUYCHHE (DapMameBTHUCCKOM
CyOCTaHIIMK, HEHUCIOJIB3YEeMONM MpU MPOU3BOJCTBE JICKAPCTBEHHBIX IPEMApaToB, B TOCYJApCTBCHHBIA peecTp
JICKAPCTBCHHBIX CPEJICTB;

3) MOKyMEHTHI, YKa3aHHBIC B MyHKTax 4 - 7 yactu 3 crathu 18 HacTosmero denepaabHOTO 3aKOHA.

4. B rtedyeHne mATH pabOUYMX AHEH CO IHA NPHUHATHS 3asABICHHS O BKIIOYCHWH YyKa3aHHOW B dactu |
HacTosmel craThbl (papMameBTHUECKOW CyOCTAHIIMM B TOCYAAapCTBEHHBIH pEeCTp JIEKapCTBEHHBIX CPEICTB H
JOKYMEHTOB, IEPEYHCICHHBIX B YaCTH | W IMyHKTE 2 9acTH 3 HACTOAILICH CTAaThH, YIIOJTHOMOUYEHHEIN (heaeparbHbIit
OpTraH NCIIOIHUTEIHHOM BIACTH:

1) mpOBOIUT MPOBEPKY MMOJIHOTHI JAHHBIX, CONCPIKAIIUXCS B IPEACTABICHHBIX 3asBUTEIICM IOKYMCHTAX;

2) IpUHUMAET PCIICHHE O HANPABJICHHH B DKCICPTHOC YYPESKICHHUE 3aJaHUs HA MPOBEIACHUE SKCICPTU3BI
KayecTBAa YKAa3aHHOW B YacTH | HACTOAIICH CTaThU (PapMaIleBTUYECKON CyOCTaHIMU WM 00 OTKa3e B TaKOM
HAIpaBJICHUH;

3) yBenOMIISIET B MUCBMEHHON (hopMe 3asBUTEIS O TMPUHITOM pEIICHUH WIM B CIy4ae OTKa3a C yKa3aHHEM
MPWYHH TaKOTO OTKa3a.

5. OcHOBaHWEM IS OTKA3a B HANIPABICHUH B SKCIIEPTHOE YUPES)KICHHUE 3a/IaHMS HA MPOBEICHNE YKCICPTH3HI
KadgecTBa yKa3aHHOW B 4acTW | HacTosmieil cTatbu (apMareBTHYEeCKOi CyOCTaHIMHM SBISETCA HETPEICTaBIICHHE
JIOKYMCHTOB, MIEPEUYHUCICHHBIX B YAaCTH 2 U IyHKTE 2 YacTH 3 HACTOSIICH CTaThH.

6. B TeueHue MATHAANATH pabOYMX JHEW CO JHS MOJIYYCHHUS PEHICHUS YIOJIHOMOYCHHOro (helepalbHOro
OpraHa HMCIOJHHUTEIBHON BIACTH O HAMPABICHUH B 3KCIIEPTHOC YUPEKICHUC 3aJaHHS HA MPOBEACHUC IKCIICPTU3BI
Ka4yecTBa YKa3aHHOW B 4acTh | HacTosimed craTh (papMameBTUUCCKOW CyOCTAHIIMU 3asBUTEIb MPEICTABISACT B
SKCIEPTHOE YUpEeXKICHHE I NPOBEICHHS NaHHON SKCIEpTH3Bl 00pas3mbl (apMameBTHYEeCKOoi cyOcTaHIMU B
KOJIMYECTBE, HEOOXOIMMOM JJIsi BOCIIPOM3BEACHHS METOAOB KOHTPOJS KadecTBa. DKCHEPTHOE YUPEKICHHE NP
MOJTydeHUH 00pa3IloB yKa3aHHOW B 4acTH | HACTOSIIEH cTaThu (apMareBTHUECKON CyOCTaHIIMH BBIJACT 3asBUTEIIO
JOKYMEHT, TOATBEPKAAIONINA MOITYYeHHE 3THX 00pasioB, M B CPOK, HE IPEBHIMNAIOMHNN TpeX pabodnx HHEH,
YBEIOMIISICT B MMUCBMEHHOU (popMe 00 3TOM YIOJTHOMOYCHHBIH (e/iepaltbHbIi OpraH UCIIOHUTEIFHON BIacTH. JTH
CPOKH HE BKJIFOUAIOTCS B CPOK MPOBEACHUS TaHHOM SKCICPTHU3BIL.

7. JJOKyMEHTBI, IOCTYIIUBIIKE B KCIICPTHOS YUPEKIACHUE ISl IIPOBEICHUS SKCIICPTU3bI KAUECTBA YKA3aHHOU
B dvactd | Hacrosmeil craThu (papManeBTHUCCKOW CyOCTaHIUMM, IOJJICKAT BO3BPATY B YIOJHOMOYCHHBIN
(enepaspHBIN OpraH HMCHOJHHUTEIGHOW BIIACTH OJHOBPEMEHHO C 3aKITIOUCHHSIMH II0 PE3yNbTaTaM IIPOBEICHHOU
SKCIEPTU3BL.

8. B cpok, He TpeBBIIAONTNI TSATH pabounx IHEH CO THS MOMYYCHUS 3aKIIOUCHHUS KOMUCCHH SKCIIEPTOB IO
pe3ysbTaTaM JKCIIEPTH3bI KadecTBa yYKa3aHHOW B dacTh | Hacrosied craThbu (papMaleBTHYECKOW CyOCTaHIINH,
YIIOJTHOMOYCHHBIN (peliepaibHbIi OpraH UCTIOJIHUTECILHON BIACTH:

1) ocyIIecTBISIET OIIEHKY TAKOTO 3aKJIFOUCHHUS IS OMPEICIICHHUS €T0 COOTBETCTBHUS 3aJIJaHHUIO HA MPOBEJICHHE
JTAHHOM SKCIICPTH3HI;

2) TpUHMMAET pCIICHHE O BKIIOYCHUU YKAa3aHHOW B YacTW | HACTOAICH CTAaThu (papMameBTHUCCKON
CyOCTaHITNH B TOCYJapCTBCHHBIA PEECTP JIEKAPCTBEHHBIX CPEICTB WM PEUICHNE 00 0TKa3e B TAKOM BKIIIOUCHUH;

3) BHOCHUT TpH TNPUHATHMA pEIICHHS O BKIIOYEHHMH VYKa3aHHOH B dYacth 1 HacroAmed cratbu
(hapmareBTHIECKON CyOCTaHIINH B TOCYIapPCTBEHHBIN peecTp JIEKapCTBEHHBIX CPENICTB MPEAYCMOTPEHHYIO ITYHKTOM
2 gactu 1 crateu 33 Hactosmiero demepanbHOr0 3akoHAa MHMOPMAIMIO U YBEIOMJIIET 00 3TOM B TMHCHMEHHOMN
(dhopmMe 3asBUTEIIS.

Cratbs 35. HOBTOpHOC MpCACTABJICHUC JICKAPCTBCHHOI'O IIp€napara, HE HOPOLICALICTO I‘OCY,HapCTBeHHOﬁ
perucTpanuu JCKapCTBCHHLIX NPEIapaToB, HA TOCYAApPCTBCHHYIO PETrUCTPALUIO JICKAPCTBCHHLIX IPETIapaTOB

[ToBTOpHOE TpeACTaBIEHHE B COOTBETCTBYIOIINI YITOJJTHOMOUYCHHBINH (pelepalibHbIii OpTaH MCIIOJHUTETbHON
BJIACTH JICKQpPCTBEHHOTO IIperapara, He MPOMIECAIIEro roCy1apCTBEHHON PETUCTPaIiH JIEKaPCTBEHHBIX MpErapaToB
WA TOTYYMBIIETO OTKAa3 B YKAa3aHHOW PETHUCTPAlMX M BIIOCIEACTBHUHU IOABEPIUIETOCS M3MEHEHHIO B YaCTH €rO
COCTaBa, paccMaTpUBAETCSl KaK IpeICTaBIC€HHME HOBOTO JIEKAPCTBEHHOIO Ipernapara Ha €ro rocyAapCTBEHHYIO
perucTpanuio He3aBUCUMO OT COXPAaHEHUS €ro IEPBUYHOTO HAUMEHOBAHUSL.



Cratbs 36. OOkanmoBaHuWe pelieHHs 00 OTKa3e B BbIJade pa3pelieHus Ha TPOBEACHHE KIMHUYECKHX
UCCJICJIOBAaHMI JIGKAPCTBEHHOrO TMperapara Wid pemieHuss o0 O0TKae B TOCYJapCTBEHHOH perucTpaunuu
JIEKapCTBEHHOTO TIpenapara

PemieHne cOOTBETCTBYIOMIETO YIIOJHOMOYEHHOTO (pe/iepaibHOro opraHa UCIOJHUTEILHOW BIACTH 00 OTKa3e
B BBIJIAUC pa3pellicHHs Ha MPOBEJCHUEC KIMHUYCCKUX MCCICIOBAHHUIN JICKAPCTBEHHOIO IpenapaTa Wid PeuieHue 00
OTKa3¢ B TOCYIAPCTBCHHOW pETHCTPAllMi JICKAPCTBCHHOrO Iperapara MOXXET OBITh O0XKAJIOBAaHO B MOPSJKE,
YCTaHOBJIEHHOM 3aKOHOJAaTeabCcTBOM Poccuiickoit @enepanuu.

Cratps 37. MHopMarus, cBA3aHHAs C OCYIIECTBICHHEM TOCYIApCTBEHHOW PETHCTPALMHU JICKAPCTBEHHBIX
mpenapaToB, WHGOpPMAIKS O 3apETHCTPHUPOBAHHBIX JICKAPCTBEHHBIX IIperaparax W JIEKapCTBEHHBIX IIperaparax,
WCKITIOYEHHBIX M3 TOCYAapCTBEHHOTO peecTpa JICKapCTBCHHBIX CPEACTB

1. CoOTBETCTBYIOIIMI YIIOJIHOMOYEHHBIH (eaepanbHblii OpraH HMCHOJHUTEIBHOW BIACTH pa3MellaeT Ha
cBoeM o¢unuaibHOM caiite B cetu "MHTepHeT" MH(OpMALMIO, CBA3aHHYIO C OCYILECTBIEHHEM I'OCYAapCTBEHHOMN
perucTpanyy JIEKapCTBEHHBIX IPENapaToB, B TOM YHUCIE MPOBEACHUEM 3KCIEPTU3bI JEKAPCTBEHHBIX CPEACTB,
MH(OPMALUIO O 3apETHCTPUPOBAHHBIX JICKAPCTBEHHBIX IIPENapaTax U JICKAPCTBEHHBIX MpenapaTax, NCKIFOUCHHBIX
U3 TOCYJapCTBEHHOTO DPEECTpa JEKapPCTBEHHBIX CPEACTB, HE IO3JHEE YEM uepe3 MATh pabounx THEH co JHS
MOyYCHHSI COOTBETCTBYIOMIMM YIOJTHOMOUYEHHBIM (heiepaNbHBIM OPTraHOM HCIIONHUTEIBHON BJIACTU 3asBICHUS O
TOCYAapCTBEHHON PETUCTPALINH JIEKAPCTBEHHOTO IIpenapara.

2. CpokH 1 IOPSIIOK pa3MeNIeHUs YKa3aHHOM B 4acTH | HacTosieil cTtaTbi MHPOPMAIMK YCTaHABIMBAIOTCS
YIIOJIHOMOYEHHBIM (heJiepalbHBIM OPraHOM MCIIOJIHUTEJILHOM BIACTH.

I'nasa 7. KIMHUYECKHUE UCCJIEJOBAHUSA JIEKAPCTBEHHBIX
NPETAPATOB JJIs1 MEJUILIUHCKOI'O IPUMEHEHUWS, JOI'OBOP
OB UX ITPOBEJIEHUMU, ITIPABA TIAHUEHTOB, YYHACTBYIOIIHUX
B OTUX UCCJIEJOBAHUSX

Cratbsa 38. Kinunnueckue HCCJICA0BaHMs JICKAPCTBCHHLIX IMIPCapaToB 11 MEAUIIUHCKOT'O IPUMCHCHU

1. Kitunndeckue MCCiIenoBaHus JEKAPCTBEHHBIX NPENapaToB Uil MEAUIUHCKOTO MPUMEHEHUsSI, B TOM YHCIIe
MEKIyHAPOIHbIE MHOTOIIEHTPOBbIC, MHOTOLIEHTPOBBIE, OCTPETUCTPALIMOHHBIE, IPOBOASTCS AJIsI TOCYAAPCTBEHHOMN
perucTpaiuy JeKapcTBEHHBIX IPENaparoB M WHOTO MNpEJHA3HAYCHHsS B OJHOW WJIM HECKOJbKHX MEAMIIMHCKHX
OpraHM3alysx B COOTBETCTBMU C INPABHJIAMH KIMHUYECKOHW MPAKTUKH, YTBEPIKIACHHBIMH YIMOJIHOMOYECHHBIM
(henepabHBIM OPraHOM HCIIOJHUTEIBHON BIACTH, COOTBETCTBEHHO B CIICYIONIMX LIEIISIX:

1) ycraHoBieHHE OC30MACHOCTH JICKAPCTBCHHBIX IPEMApPaTOB JUIsl 3I0POBBIX JOOPOBONBLEB H (WITH)
MEPEHOCUMOCTH WX 3J0POBBIMH JOOPOBOJIBLIAMH, 34 HCKIIOYCHUEM TAaKUX HUCCICAOBAHUNA JIEKAPCTBEHHBIX
npenapaToB, MPOU3BEICHHBIX 3a TpeaenaMu Poccuiickoit deneparmu;

2) moadop ONTHMANBHBIX JO3UPOBOK JIEKAPCTBEHHOrO Mpenapara U Kypca JCYeHHsl Uil MalUeHTOB C
Ofpe/ieJIeHHbIM 3a00JIeBaHHEM, ONITUMAJIBHBIX JI03 U CXeM BaKI[MHAIIMK UMMYHOOHOJIOTMYECKUMHE JICKAPCTBEHHBIMHU
npernaparamu 3J0pOBbIX I0OPOBOJIBIIEB;

3) ycraHOBiIeHHE O€30MAaCHOCTH JICKApCTBEHHOTO Tpenapara W ero 3((EeKTUBHOCTH M TAIMEHTOB C
OIpENCIICHHBIM 3a00JeBaHueM, NPOodmIakTHIecKoil 3(PPEKTHBHOCTH HUMMYHOOHOIOTHYCCKUX JIEKAPCTBEHHBIX
IpenapaToB s 3T0POBBIX TOOPOBOJIBIICE;

4) u3y4eHHE BO3MOXKHOCTH PACIHIMPCHUS MOKA3aHWM JJIsi MEAUIMHCKOTO MPUMEHCHHS M BBISBICHHS paHEe
HEHM3BECTHBIX MMOOOYHBIX JICHCTBUN 3apErHCTPUPOBAHHBIX JICKAPCTBCHHBIX MPEIapaToB.

2. B oTHOUIEHMH BOCHPOM3BEACHHBIX JICKAPCTBEHHBIX MPENapaTtoB Uil MEIUIUHCKOTO MPUMEHEHHUS
HPOBOMSATCS HCCIEIOBaHHUS OHOIKBHBAJICHTH