®enepanbublii 3akoH ot 12 ampenst 2010 r. N 61-®3 "O6 obpaiieHuu JTeKapCTBEHHBIX CPeCTB"

DenepanabHbiil 3aK0H 0T 12 anpeas 2010 . N
61-®3 "O06 oOpameHun JeKApCTBEHHbIX
cpeacrB'

(c i3MeHeHusiMu OT 27 urwoJs, 11 okraops, 29 Hossops 2010 r.)

[Tpunsr N'ocynapcreennoit ymoii 24 mapra 2010 rona
Ono6pen Coserom Denepanuu 31 mapra 2010 roga

I'masa 1. O0mme nmojokeHus

Cratssa 1. Ilpeamer peryiupoBanus HacTosimero ®enepanbHOro 3aKkoHa

1. Hactosammit denepanbHplii 3aKOH PETryIupyeT OTHOILIEHHUS, BOZHUKAIOIIUE B CBSI3U C
oOpartieHneM — pa3padoTKOH, JTOKIMHUYECKUMH UCCIIEA0BAaHUAMU, KIMHUIECKUMU
WCCIIEN0BAHUAMU, IKCIIEPTU30M, TOCYIAPCTBEHHONW PErUCTPALMEN, CO CTAaHAAPTU3ALUEN U C
KOHTPOJIEM KaueCTBa, IPOU3BOJICTBOM, U3TOTOBJIEHUEM, XPAHEHUEM, IIEPEBO3KOM, BBO30M Ha
tepputoputro Poccuniickoit denepanuu, BeIBO30M ¢ Tepputopun Poccniickoit denepanuu,
pEKIaMOH, OTIIYyCKOM, pealln3aluel, nepeaadeii, IpUMEHEHUEM, YHUUTOKEHUEM JIEKAPCTBEHHBIX
CPEICTB.

2. Hacroamui ®enepanbHblil 3aKOH YCTaHABIMBAET IPUOPUTET IOCYAAPCTBEHHOIO KOHTPOJISA
0e301acHOCTH, KauecTBa 1 3((HEKTUBHOCTH JISKAPCTBEHHBIX CPEJCTB MPH UX OOpaICHHH.

Cratbs 2. Cdepa npuMeHeHus1 HacTosimero ®enepajbHOro 3aK0Ha
Hacrosiuit @enepanbHblil 3aKOH NPUMEHSETCSI K OTHOLLIEHUSAM, BOSHUKAIOIIUM IIPU 00paILEHUH
JIEKapCTBEHHBIX CPeICTB Ha Tepputopun Poccuiickoit @enepanum.

CraTbs 3. 3aK0HOAaTEILCTBO 00 00PAIICHUH JIEKAPCTBEHHBIX CPEACTB

1. 3akoHOAATENBCTBO 00 OOpAIIEHUH JIEKAPCTBEHHBIX CPEJICTB COCTOUT M3 HACTOSIIIIETO
®denepallbHOTO 3aKOHA, IPYTHX (heJepaabHbIX 3aKOHOB U MHBIX HOPMATHBHBIX MPABOBBIX aKTOB
Poccuiickoit @enepanuu.

2. lefictBue HacTosero denepanbHOro 3aKOHa pacpocTpaHseTcss Ha oOpalieHne
HapKOTUYECKUX JIEKAPCTBEHHBIX CPE/ICTB U NICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB C yUETOM
0Cc00EHHOCTEH, yCTaHOBJIEHHBIX 3aKOHOAATeNbCcTBOM Poccuiickoil Penepaniuu 0 HAPKOTUIECKUX
CPEICTBAaX, ICUXOTPOIHBIX BEIIECTBAX U 00 UX MpPEKypcopax.

3. JeiictBue Hacrosero deaepaibHOro 3aK0Ha pacpocTpaHseTcst Ha oOpalleHue
paarodapMaleBTHUECKUX JIEKapCTBEHHBIX CPEICTB C YU€TOM 0COOEHHOCTEMN, YCTaHOBIEHHBIX
3aKoHOAaTeNnsCTBOM Poccuiickoit denepannu B 001acTu odecredeHus paauaiuoHHON
0€30MacHOCTH.

4. Ecnu MexayHapoaHbIM AoroBopoM Poccuiickoil @enepanun yCTaHOBIIEHBI HHBIE ITPaBUIIA,
YeM Te, KOTOpbIe IPEeyCMOTPEHbI HacToS UM DeiepanbHbIM 3aKOHOM, TPUMEHSIIOTCS TpaBuia
MEXYHapOAHOIO J0r0OBOpA.

5. B Poccniickoit denepanuy B COOTBETCTBUU € MEXAYHAPOIHBIMU JOTOBOpaMH Poccuiickoit
®enepanyu 1 (WIK) Ha OCHOBE MPUHITUIIA B3aUMHOCTH MPU3HAIOTCS PE3YNIbTAThl KIMHUYECKUX
MCCJIEIOBAaHUM JIEKaPCTBEHHBIX MIPENapaToB JUIsl MEIUIIUHCKOTO IIPUMEHEHUS, IPOBEICHHBIX 32
npeaenaMu reppuropuu Poccuiickont @enepanuu.



Cratbs 4. OCHOBHBbIE IOHATHSA, HCII0JIb3yeMble B HacTosileM PenepaJbHOM 3aK0He

Hns ueneit Hactosiniero denepanbHOro 3aKOHA UCTIOIB3YIOTCA CIEIYIOIIME OCHOBHBIE TOHATHS:
1) 1exapcTBEHHBIE CPeCTBA — BEIIECTBA WM UX KOMOMHAIIUH, BCTYIAIOIINE B KOHTAKT C
OpPraHMU3MOM Y€JIOBEKA MUJIU )KMBOTHOTO, IPOHUKAIOIINE B OPTaHbl, TKAHU OpraHru3Ma 4ej0BeKa
WJIH JKUBOTHOT'O, IPUMEHSIEMBIC JUTS TPO(HIAKTUKY, TUATHOCTHKY (32 HCKIIFOUCHUEM BEIIIECTB
WM X KOMOWHAIU, He KOHTAKTUPYIOIIMX C OPTaHU3MOM YeJIOBEKa WM KUBOTHOTO), JICUCHUS
3a00JIeBaHUs, PEAOWITHTAIINH, 111 COXPAHEHUS, TIPEAOTBPAIICHHUS WK MPEPHIBAHUS
OepeMEeHHOCTH U TOJyYeHHbIE U3 KPOBH, IJIa3Mbl KPOBU, U3 OPTaHOB, TKaHEH opranu3ma
YeJIOBEKa WIIM )KUBOTHOTO, PACTCHHI, MUHEPAJIOB METOIAMH CUHTE3a UJIN C IPUMEHEHHEM
Ounonoruueckux TexHonorui. K gpexkapcTBeHHBIM cpeicTBaM OTHOCATCS apMalleBTUUECKHe
CyOCTaHITMH U JICKAPCTBEHHBIE MPENapaThi,

2) papManeBTHYECKHE CYyOCTAHIIMM — JICKAPCTBCHHBIC CPEIICTBA B BH/IC CHCTBYIOIINX
BEIIECTB OMOJIOTUYECKOT0, OMOTEXHOIOTUIECKOT0, MUHEPATFHOTO UM XUMUYIECKOTO
MPOUCXOXKAeHU, 00anatonue GapMaKkoIOrH4ecKor aKTUBHOCTbIO, MPEAHA3HAUYCHHBIE JUIS
MIPOU3BOACTBA, U3TOTOBJICHUS JIEKAPCTBEHHBIX MIPENAPATOB U OMPEAECIAIOIINE UX

3 PEeKTUBHOCTD;

3) BcmoMoraTte/ibHbIe BellleCTBA — BEIIECTBA HEOPTaHUYECKOTO UM OPTraHUYECKOTO
MIPOUCX0K/ICHMS], UCIIOJIb3YEMBIE B IIPOLIECCE TPOU3BOICTBA, U3TOTOBJICHHUS JIEKAPCTBEHHBIX
IperapaToB ISl MPUAAHUS UM HEOOXOUMBIX (PU3UKO-XUMHUYECKUX CBOWCTB;

4) nexkapcTBeHHbIE MpenapaThl — JIEKAPCTBCHHBIC CPEJICTBA B BUJIC JICKAPCTBEHHBIX GOpPM,
MPUMEHSIEMBIE NI TPOPUITAKTHKY, THATHOCTUKH, JICUCHHSI 3a00JICBaHMsI, PCaOUIUTAIINHN, IS
COXpaHEHHUsI, TPEIOTBPAIICHHS WU TIPEepbIBaHUs OEPEMEHHOCTH;

5) nekapcTBeHHast GopMa — COCTOSIHUE JISKAPCTBEHHOT'O MpernapaTa, COOTBETCTBYIOIIEE
croco6am ero BBeJICHUS U MPUMEHEHHS 1 00ecreunBaroiiee JOCTHKEHINE HE0OX0IUMOTO
nedeOHoro 3¢ dekra;

6) mepeyeHb JKU3HEHHO HEOOXOAMMBbIX M BasKHEHIIIMX JIEKAPCTBEHHBIX NMpenapaToB —
exeroqHo yreepxkaaemslil [IpasurenscrBom Poccniickon @enepanny nepedyeHsb JIEKapCTBEHHBIX
MpenapaToB JUIsi METUIIMHCKOTO MPUMEHEHH S, 00E€CTIeYNBAIOIINX TPUOPUTETHBIE MOTPEOHOCTH
3IpaBOOXPAHEHUS B IEJIIX MPO(PIIAKTUKY U JICUCHHS 3a00JIEBaHUi, B TOM YHUCIIE
npeobiagaroux B CTPyKType 3aboneBaemoctu B Poccuiickoit @eneparuuy;

7) ”MMYHOOMOJIOTHYECKHE JIEKAPCTBEHHbIE MpenapaTbl — JCKapCTBCHHBIC MTPEapaThl
OMOJOTUYECKOT0 MTPOUCXOKACHUS, TPEeTHA3HAYCHHBIE 111 UMMYHOJIOTUYECKUX TUAarHOCTUKH,
PO UITAKTUKY U JICUCHHS 3a00JI€BaHUIA;

8) HapKoTHYeCKHe JIeKAPCTBEHHbIE CPeCTBA — JICKAPCTBEHHBIE MperapaThl U
dapmareBTUUECKHE CYOCTaHIIMH, COJIepKAINe HAPKOTUYECKHUE CPEJICTBA U BKIIFOUCHHBIC B
[lepeyeHb HAPKOTHUYECKUX CPEICTB, ICUXOTPOMHBIX BEUIECTB U UX MPEKYPCOPOB, MOAIEKAIINX
KOHTpOJ0 B Poccuiickoi Denepannu, B COOTBETCTBUU € 3aKOHOAATEIBCTBOM Poccuiickon
®Denepaunn, MEXAYHApOIHBIMU 1oroBopamu Poccuiickoit denepanuu, B ToM yncie Equnon
KOHBEHIIMEN 0 HapKOTHYeCKUX cpencTBax 1961 rona;

9) nCUXOTPONHbIE JIeKAPCTBEHHbIE CPEACTBA - JICKAPCTBCHHBIE MPENapaThl U
(dapmareBTUUECKHe CyOCTaHIIMHU, COJIepKAIINe IICUXOTPOITHBIE BEIIECTBA U BKIIFOUCHHBIC B
[lepeueHb HAPKOTHUYECKUX CPEJCTB, ICUXOTPOMHBIX BEUIECTB U UX MPEKYPCOPOB, MOAJIEKAIINX
KOHTpOJI0 B Poccuiickoi denepannu, B COOTBETCTBUU € 3aKOHOAATEIBCTBOM Poccuiickon
Penepaunn, MEXAYHAPOIHBIMU toroBopamu Poccuiickoit denepanuu, B TOM YUCIIE
KonBenmuen o ncuxotponsbix BemecTBax 1971 rona;

10) pagunodapmaneBTHYECKHE JIEKAPCTBEHHBIE CPEICTBA — JICKAPCTBCHHBIC CPE/ICTBA,
KOTOpBIE CoJIepKaT B TOTOBOM JIJIsI MCTIOIB30BaHUS (PopMe OJTMH PATUOHYKIIU]T U HECKOIBKO
PaANOHYKIIUIOB (paJu0aKTUBHBIX U30TOIMOB);

11) opurnHabHOE JIEKAPCTBEHHOE CPEICTBO — JICKAPCTBEHHOE CPEICTBO, COJIEpIKAIICe
BIIEPBBIC MONYUYECHHYIO (papMalleBTUYECKYIO CYOCTaHIIMIO MM HOBYIO KOMOWHAIIUIO
dapmareBTUIeCKuX cyocTanIui, 3pGheKTHBHOCTh 1 0€30MMaCHOCTh KOTOPHIX MOTBEPKICHBI
pe3ynbTaTaMu JOKIMHUYECKUX UCCIEIOBAaHUMN JI€KAPCTBEHHBIX CPEACTB U KIMHUYECKHUX



UCCJIEOBAHUM JIEKAPCTBEHHBIX IIPENApaTOB;

12) Bocipou3BeeHHOE JIEKAPCTBEHHOE CPEICTBO — JICKapCTBEHHOE CPENICTBO, COJIEpIKaIIee
TaKylo e (papMareBTUIECKYI0 CyOCTaHIUIO MIH KOMOMHAIIMIO TAKUX ke (papMarieBTHIeCKIX
cyOcTaHIUi B TaKOM ke JeKapCTBEHHOH (popmMe, UTO U OPUTHHAIIBHOE JIEKAPCTBEHHOE CPEACTBO,
U TIOCTYNHBILIEE B 0OpalieHue mocje MocTymjaeHus B 00panieHne OpUruHaaIbHOTO
JIEKapCTBEHHOI'O CPEJCTBA;

13) 1ekapcTBEHHOE PACTUTEIbHOE CHIPhe — CBE)KHUC WM BBICYIICHHBIC PACTCHUS 00 UX
YacTH, UCIIOJIb3YEMBIE Ul IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB OPraHU3ALMAMM -
IIPOU3BOUTEINSIMHU JIEKAPCTBEHHBIX CPEJCTB WJIM U3rOTOBJIEHUS JIEKAPCTBEHHBIX IIPENApaTOB
anTEYHBIMM OpPraHU3alUsIMU, BETCPUHAPHBIMU allTCYHBIMUA OPraHU3alUsAMU, WHIUBUYaIbHBIMU
peANPUHIUMATENISIMU, UMEIOIIMMU JIMIEH3UIO Ha (hapMaIleBTHYECKYIO JeSITeIbHOCTD;

14) nexapcTBeHHBII pacTHTEIbHBIN NMpenapaT — JICKapCTBEHHBII Npernapar,
IIPOU3BENECHHBIN UM U3TOTOBJIEHHBINA U3 OJIHOTO BU/A JIEKAPCTBEHHOI'O PACTUTEIILHOTO ChIPbs
WJIN HECKOJIBKMX BUJ0OB TAKOT'O ChIPbs U peajin3yeMblil B pachacoBaHHOM BHJI€ BO BTOPUUHON
(TTOTPeOUTEbCKO) YITAaKOBKE;

15) romeonaTn4eckoe JeKapCTBEHHOE CPEICTBO — JICKAPCTBEHHOE CPEJICTBO, IPOU3BEICHHOE
WIM U3TOTOBJIEHHOE IO CIIEUAIbHON TEXHOJIOTUY;

16) MeKIyHAPOIHOE HENIATEHTOBAHHOE HAUMEHOBAHHE JIEKAPCTBEHHOI0 CPEICTBA —
HarMEHOBaHKE (apMaIleBTUYECKON CyOCTaHIINK, peKOMEHJ0BaHHOEe BeeMupHoit oprannzanueit
3IpaBOOXPaHEHUS;

17) ToproBoe HaMMeHOBaHHE J€KAPCTBEHHOT0 CPEICTBA — HAUMCHOBAHUE JICKAPCTBEHHOTO
Cpe/CTBa, IPUCBOEHHOE €ro pa3padoTYUKOM;

18) o6mas papmakoneiiHas CTAThsI — JOKYMCHT, YTBEP)KICHHBIN YIIOJTHOMOUYCHHBIM
(benepaabHbIM OPraHOM HCIIOJIHUTENBHON BIACTH U COJEPKALIUMA NepedeHb oKa3areien
KadyecTBa  (MJIM) METOJJOB KOHTPOJISI Ka4eCTBAa KOHKPETHOM JIEKapCTBEHHOH (POPMBI,
JIEKapCTBEHHOT'O PACTUTEJILHOTO ChIPbsI, OIMCAHUS OMOJIOIMUECKUX, ONOXUMHUYECKUX,
MHUKPOOHOIOTUIECKHX, (PU3UKO-XUMUIECKUX, (PU3NIECKUX, XUMHUECKUX U IPYTUX METOJIOB
aHaJM3a JIGKapCTBEHHOI'O CPeACTBA /ISl MEJUIIMHCKOTO IPUMEHEHUs], a TaKKe TpeOOBaHUs K
MCIIOJIb3YEMBIM B LIEJISIX TPOBECHUS IaHHOTO aHaJIN3a PeaKTUBaM, TUTPOBAHHBIM pacTBOpawm,
WHIMKATOpaMm;

19) ¢papmakomneiiHasi cTaTbsi — JOKYMCHT, YTBEPKACHHBIN YIIOJIHOMOYCHHBIM (pe/IepaibHBIM
OpraHOM HCIIOJHUTEIBHOM BJIACTH U COAEP KAILMI IIEpeYeHb IT0Ka3aTeei KauecTBa U METOJOB
KOHTPOJISI KaueCTBa JIEKAPCTBEHHOT'O CPEICTBA ISl MEJULIMHCKOTO PUMEHEHMS;

20) HOpMaTHBHAsI JOKYMEHTAIUsI — JOKYMEHT, COJCPKALINI MEePeUeHb OMPeIeTSIeMbIX O
pe3yapTaTaM COOTBETCTBYIOIIMX IKCIEPTHU3 MIOKA3aTENIEH KaueCTBA JIEKAPCTBEHHOTO CPEJCTBA
JUISL MEOUIITHCKOTO IIPUMEHEHMSI, METOI0OB KOHTPOJISL €r0 Ka4eCTBa U YCTAHOBJICHHBIN €T0
IIPOU3BOIUTENIEM;

21) HOpMATHBHBIIi TIOKYMEHT — JIOKYMEHT, COJICPIKAILHii TIePEeUCHb OIPEACIAEMBIX 10
pe3ylbTaTaM COOTBETCTBYIOIIMX 3KCIEPTU3 MOKa3aTeNel KauecTBa U (MJIM) METOI0B KOHTPOJIS
Ka4yecTBa JIEKApCTBEHHON (hOPMBI, OMUCAHUS OMOJIOTHYECKUX, OMOXUMUYECKHUX,
MUKpPOOHOJIOTUYECKUX, (PU3UKO-XUMUUECKHX, PUZNUECKUX, XUMUUECKUX U JPYTUX METOJOB
aHaJI3a JIGKApCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOTO TPUMEHEHHMS, TPeOOBaHUS K
MCIIOJIb3YEMBIM B LIEJISIX TPOBEJCHUS IaHHOTO aHaJIN3a PeaKTHUBaM, TUTPOBAHHBIM pacTBOpam,
WHAMKATOpaM U YCTAaHOBJIEHHBIN €T0 MPOU3BOAUTENEM;

22) Ka4ecTBO JEeKAPCTBEHHOI'0 CPeCTBA — COOTBETCTBHE JIEKAPCTBEHHOT'O CPE/ICTBA
TpeGoBaHUAM (apMaKoNelHON CTaThu OO B CIydyae €€ OTCYTCTBHUS HOPMATHUBHOM
JIOKYMEHTAIlMU I HOPMaTUBHOTO TOKYMEHTA;

23) 6€30MacCHOCTH JIEKAPCTBEHHOT0 CPeICTBA — XapaKTEPHCTHKA JIEKaPCTBEHHOTO CPE/ICTBA,
OCHOBaHHasi Ha CPAaBHUTEJIBHOM aHalin3e ero 3p(EeKTUBHOCTH U PUCKa IPUUUHEHHS Bpeaa
310POBBIO;

24) 3¢ (peKTHBHOCTD JIEKAPCTBEHHOT0 MPeNnapaTa — XapaKTepPUCTHKA CTEIICHH
MIOJIO’KUTEIBHOTO BIUSHUS JIEKAPCTBEHHOTO IIpeMnapaTa Ha TEYEHNE, IIPOAOIKUTENBHOCTD



3200JIeBaHUS UJIHM €TO MPENOTBPAIIEHUE, peaOUIUTAIINIO, HA COXPAHEHUE, MTPE0TBPAIICHUE WU
MpephIBaHNE OEPEMEHHOCTH;

25) cepusi J1eKapCTBEHHOT0 CPEICTBA - KOJIMYECTBO JICKAPCTBEHHOTO CPE/ICTBA,
MIPOU3BEIEHHOE B PE3YJIbTATE OJJHOTO TEXHOJIOTHYECKOI0 IIUKJIA €T0 MPOU3BOIUTEIIEM;

26) perucTpanHoHHOE YI0CTOBEPEHHE JIEKAPCTBEHHOT0 NMpenapara - JOKyMeHT,
MOJATBEPXKIAIOIIUHN (aKT rocyJapCTBEHHOM perucTpaiuy JeKapcTBeHHOIO IIpernapara;

27) perucTpauHOHHBIA HOMEP - KOJ0BOEC 0003HAUCHKE, IPUCBOCHHOE JICKAPCTBCHHOMY
mpernapary IpH ero rocy1apCTBeHHON PErucTpaluu;

28) oOpaieHne JJeKapcTBEHHBIX CPEACTB - Pa3paboTKa, JOKIMHUYECCKUE UCCIICIOBAHUS,
KIIMHUYECKHE UCCIIeIOBaHus, KCIIEPTH3a, TOCYAapCTBEHHAsI PETUCTpaLUs, CTAaHIapTU3ALMS U
KOHTPOJIb Ka4eCTBa, MPOU3BOICTBO, H3TOTOBJICHUE, XPAHCHHE, TIEPEBO3KA, BBO3 Ha TEPPUTOPHUIO
Poccuiickoit denepainu, BbIBO3 ¢ Tepputopun Poccuiickoit @eaepanuu, pekiiama, OTIyCK,
peanuzanus, nepeaava, IPUMEHEHNEe, YHUYTOKCHHIE JICKAPCTBEHHBIX CPEJICTB;

29) cy0beKThI 00palieHns JIEKAPCTBEHHBIX CPEACTB - PU3MUYCCKUE JINIIA, B TOM YHUCIIC
WHAWBUIYAIIbHBIC IPEANPUHUMATEIN, H FOPUIUICCKHE JUIA, OCYIICCTBISIONINE ICITeIbHOCTh
py 0OpaIIeHUH JeKapCTBEHHBIX CPENICTB;

30) pa3paGoTUYHK JIeKAPCTBEHHOT0 CPEICTBA - OpraHu3allys, 00JaJaroas mpaBaMu Ha
pe3yNbTaThl JOKIMHUYECKUX UCCIIEIOBAaHUI JIEKAPCTBEHHOT'O CPECTBA, KIMHUYECKUX
UCCIIEIOBaHMI JICKAPCTBEHHOTO MIPETapara, a TAaKkKe Ha TEXHOJIOTUIO IPOU3BOJICTBA
JIEKapCTBEHHOT'O CPEJICTBA;

31) npou3BOACTBO JIEKAPCTBEHHBIX CPEICTB - ICATCILHOCTD 110 IIPOU3BOJICTBY
JIEKapPCTBEHHBIX CPEJICTB OPTaHU3AIUSIMU - IPOU3BOIUTENSIMHU JICKAPCTBEHHBIX CPEJICTB HA
OJIHOM CTaauM, HECKOJIBKUX MM BCEX CTAIUAX TEXHOJIOTUIESCKOTO MPOIIecca, a TAKKe 10
XPaHEHUIO U peaTu3alluu MPOU3BEICHHBIX JIEKAPCTBEHHBIX CPE/CTB;

32) npou3BoOANTE/b JIeKAPCTBEHHBIX CPEICTB - OPraHU3aIlUs, OCYIIECTRIISIONAsN
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C TPEOOBAHUSIMHU HACTOSIIIETO
®denepaabHOro 3aKOHA;

33) papmaneBTHYECKAS IEATEIbHOCTD - ACATCIBHOCTD, BKIIIOYAIOIIAs B C€0sI ONTOBYIO
TOPTOBITIO JICKAPCTBECHHBIMU CPEACTBAMH, UX XPAaHCHUE, TICPEBO3KY U (MJIH) PO3HUYHYIO
TOPTOBIIIO JIEKAPCTBEHHBIMU MpenapaTraMu, UX OTIIYCK, XpPaHEHHE, IEPEBO3KY, U3TOTOBJICHUE
JICKapCTBEHHBIX MPETIapaToB;

34) opranu3zanusi ONTOBOIl TOPrOBJIU JIEKAPCTBEHHBIMH CPEACTBAMH - OPTaHU3AIINS,
OCYIIECTBIISIONIAs OTITOBYIO TOPTOBJIIO JICKAPCTBEHHBIMU CPEJICTBAMU, HX XpaHEHHE, TIEPEBO3KY
B COOTBETCTBUU ¢ TpeOoBaHUsAMHU HacTosiero denepaabHOro 3aK0HA;

35) anTeuyHasi OpraHu3anMs - OpraHu3alys, CTPYKTYPHOE TOApa3/e/ICHUEe MEAUIIMHCKOM
OpTraHHU3aI1H, OCYIIECTBIIAIONINE POSHUYHYIO TOPTOBIIO JIEKAPCTBEHHBIMH MpenapaTaMu,
XPaHEHWE, M3TOTOBIICHUE M OTITYCK JICKAPCTBEHHBIX MPEMApaTOB ISl METUITUHCKOTO
MPUMEHEHHUS B COOTBETCTBUU C TpeboBaHUsAMHU HacTosiero denepanbHOro 3aK0Ha;

36) BeTepuHapHasi anTeYHasi OPraHU3aNMsA - OPraHU3aIMs, CTPYKTYPHOE MO/Ipa3ielicHHE
BETEPUHAPHON OpraHU3aIH, OCYIIECTBIISIONINE POSHHUHYIO TOPTOBIIIO TEKAPCTBEHHBIMU
nperapaTamMu, XpaHeHue, H3TOTOBIICHUE M OTITYCK JICKAPCTBEHHBIX MPETapaToB IS
BETEPUHAPHOTO MMPUMEHEHHSI B COOTBETCTBUU C TpeboBaHUsIMHU HacTosmero denepanbHoro
3aKOHa;

37) panbcupuuupoBaHHOE JIEKAPCTBEHHOE CPEACTBO - JICKAPCTBEHHOE CPEJICTBO,
COTIPOBOXIAEMOE JIO)KHOU MH(OpMaIel 0 ero cocTaBe U (WJTH) MPOU3BOIUTEIIE;

38) HenoOpoKayecTBEHHOE JIEKAPCTBEHHOE CPEACTBO - JICKAPCTBEHHOE CPEJICTBO, HE
COOTBETCTBYIOIIEE TPEOOBAHUAM (papMaKOTIEHHOM CTaThH INOO B CIIy4ae €€ OTCYTCTBUS
TpeOOBaHUSM HOPMATHBHOW JOKYMEHTAIIMH WK HOPMATUBHOTO JJOKYMEHTA;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEACTBO, HAXOJISIICECs B
000poTe ¢ HAPYIICHHEM I'PaXKTAHCKOTO 3aKOHOAATEhCTRA,;

40) noKJINHHYECKOE UCCIIeI0BaHHE JEKAPCTBEHHOI0 CPeCTBA - OUOJIOTHYECKHUE,
MUKPOOHOJIOTUYECKHE, IMMYHOJIOTHYECKUE, TOKCUKOIOTHYECKHE, (hapMaKoJIOTHIECKUE,



¢u3nueckre, XMMHUUECKUE U APYTHE UCCIIEAOBAHMS JICKAPCTBEHHOTO CPE/ICTBA ITyTEM
IPUMEHEHHS HayYHbBIX METO/I0B OLEHOK B LIENSX MOJIy4eHHs JOKa3aTeIbCTB O€30M1acHOCTH,
KadecTBa 1 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA;

41) kIMHIYECKOe NCCIeJ0BaHHE JIeKAPCTBEHHOT0 Mpenapara - u3y4eHHue THarHOCTHYCCKUX,
Je4eOHBIX, MPO(UITAKTHUECKHX, (apMaKOJIOTHUYECKUX CBOMCTB JIGKAPCTBEHHOTO Mperapara B
npoliecce ero IpUMEHEHUs y YeJI0BeKa, )KUBOTHOI'O, B TOM YHCJI€ ITPOLIECCOB BCACHIBAHM,
pacripeiesieHus, U3MEHEHHsI U BBIBEJCHHS, ITyTeM IIPUMEHEHHS HAyYHBIX METOJOB OLIEHOK B
LEJISAX [TOJIyYEHMsI JOKa3aTeIbCTB O€30M1aCHOCTH, KauecTBa U 3(()EKTUBHOCTH JIEKAPCTBEHHOI'O
npernapara, JaHHBIX O HEXKEeNaTeIbHBIX PeaKIUsIX OpraHu3Ma YeIoBeKa, )KUBOTHOTO Ha
IPUMEHEHHE JIEKApCTBEHHOT0 Ipemnapara 1 00 3pdexre ero B3auMoACHCTBUS C APYTUMU
JIEKapCTBEHHBIMH IIpenapaTaMy 1 (UJIM) MUILEBBIMU MPOIYKTaMHU, KOPMAaMU;

42) MHOTOLIEHTPOBOE KJIMHMYECKOe HCCIeJ0BaAHUE JIEKAPCTBEHHOT0 Mpenapara s
MeINLIMHCKOTr0 NPUMeHEeHUs - KIMHINYECKOE UCCIIEI0BaHNE JIGKAPCTBEHHOTO Mperapara Juist
MEIUIUHCKOr0 IPUMEHEHNUs, IPOBOAUMOE Pa3pabOTYUKOM JIEKaPCTBEHHOI'O MpenapaTa B ABYX U
0oJiee METUIIMHCKUX OPraHU3aIMAX 110 €TUHOMY MPOTOKOITY KIMHUYECKOTO UCCIIEI0BAHUS
JIEKapCTBEHHOT'O Mpenapara;

43) MexkTyHAPO/IHOE MHOTOLIEHTPOBOE KJINHUYECKOE HCCIeOBAHHE JTeKAPCTBEHHOT0
npenapara Ui MeJHIMHCKOI0 IPUMeHEeHHUs - KIIMHUYECKOE UCCIIeI0BAaHUE JICKAPCTBEHHOTO
npernapara Uit MEAUIUHCKOTO TPUMEHEHHS, TIPOBOANMOE Pa3padOTINKOM JIEKAPCTBEHHOTO
npernapara B pa3JINYHbIX CTpaHax M0 €IMHOMY IIPOTOKOIY KIIMHUYECKOTO UCCIIEI0BAaHUS
JIEKapCTBEHHOTO Ipernapara;

44) mocTperucTpanuoOHHOEe KIHHHYECKOe HCCIIeI0BaHNe JIEKAPCTBEHHOr 0 penapara st
MeINIMHCKOT0 MPUMeHEeHUs - KIIMHIYECKOE UCCIIEIOBAaHHE JICKAPCTBEHHOTO Mperapara Jjis
MEIUIUHCKOr0 IPUMEHEHHUs, IPOBOAUMOE ITPOU3BOIUTENIEM JIEKAPCTBEHHOI'O Mpernapara,
IPasKIaHCKUI 000POT KOTOPOTO OCYILIECTBIIAETCS MOCIIE TOCYJapCTBEHHOMN PETUCTPALNH, B
LEJISAX JIOMOJIHUTEILHOr0 cOopa JaHHbBIX O €ro 6e30nacHoCcTU U 3()(HEKTUBHOCTH, PaCIIMPEHUS
MOKa3aHWK K MPUMEHEHHUIO JJaHHOTO JIEKAPCTBEHHOTO MPETapara, a TAkKe BBISBICHHS
HE)KEeJIaTeJIbHbIX PeaKLUil MalMeHToB Ha ero JeicTBue;

45) uccieoBanne GHO3IKBHBAJIEHTHOCTH JIEKAPCTBEHHOT0 MPenapara - BUJ KJIMHUYECKOTO
UCCIIeI0BaHMs JIEKapCTBEHHOTO Npernapara, IpoBeJeHHE KOTOPOIro OCYLIECTBISAETCS A
OTIpeIeNIeHUs] CKOPOCTH BCACBIBAHUS M BBIBEIEHUS (papMareBTHIECKOi cyOCTaHIINN, KOJTMYECTBA
bapMmarneBTHYECKON CyOCTaHIMH, JOCTUTAIOIIEr0 CHCTEMHOTO KPOBOTOKA, U PE3YJIbTaThl
KOTOPOTO TO3BOJISIOT C/AENATh BHIBOA O OMO3KBHBAIEHTHOCTH BOCIIPON3BEIACHHOTO
JIEKapCTBEHHOTO Mperapara B ONpeesIeHHbIX JIEKapCTBEHHOH (opmMe U T03UpOBKe
COOTBETCTBYIOIIIEMY OPHUTHHAIILHOMY JICKQpPCTBEHHOMY TIpernapary;

46) uccae0oBaHHE TePaneBTHYECKOi YIKBUBAJEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB - BH
KJIMHIYECKOTO MCCIIeIOBAaHUS JIEKAPCTBEHHBIX IPEnapaToB, MPOBEIECHHE KOTOPOTO
OCYILECTBIISICTCS /ISl BBISIBIIEHUS OJJMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MpENapaToB
OTIpeIeIEHHOM JIEKapCTBEHHOM (DOPMBI, a TAaK)KEe HATMYHS OJMHAKOBBIX ITOKa3aTeleH
6e30macHOCTH U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX MPENApPaToOB, OAMHAKOBBIX KIMHUYECKUX

3¢ (}eKTOB IpU UX IPUMEHEHHH;

47) MPOTOKOJI KIWHHYECKOT0 HCCIIeI0BAHNS JIEKAPCTBEHHOI'O NMpenapara - J0KyMEHT, B
KOTOPOM ONPEIEIISIOTCS 1eH, (POPMBI OPTaHU3AIMHA U METOJIOJIOTHS MPOBEACHUS KIIMHUIECKOTO
UCCIIEIOBaHMsl, CTATUCTUYECKHE METOABI 00paObOTKHU pe3yabTaToOB TAKOIO UCCIIEIOBAaHUS U MEpHI
1o obecreyeHnro 6€30MacHOCTH (PU3MUECKUX JIUL, YIaCTBYIOIIUX B KIMHUYECKOM
UCCIIEIOBAaHUHU JIEKAPCTBEHHOTO MTperapara;

48) GpouIopa uccaea0BaTeIs - CBOJHOE H3JIOKECHHUE Pe3yIIbTaTOB JOKIHHUIECKOTO
UCCIIEIOBaHMS JIEKAPCTBEHHOTO CPEJICTBA U KIMHUYECKOTO UCCIIEI0BaHHS JIEKApCTBEHHOTO
npernapara Uit MEIUIIUHCKOTO TPUMEHEHHS;

49) ungopMalMOHHBIH JUCTOK MAUEHTA - JOKYMEHT, B KOTOPOM COZIEPKAaTCsl B JOCTYITHOM
dopme cBeneHNs, KacaroIHecs IMPOBOIUMOTO KIMHUIECKOTO UCCIIEJOBAHHS JIEKAPCTBEHHOTO
npernapara, u B MMCbMEHHOH opme J0OpOBOIBHOE corjacue MalrueHTa Ha y4acTHe B



KIIMHUYECKOM UCCIICIOBAaHUH JIEKAPCTBEHHOTO TIperiapara mociie 03HaKOMIICHUS C
0COOEHHOCTSIMH KIIMHUYECKOTO UCCIIEOBAHMSI, UMCIOIIMMU 3HAUCHHE TSI BBIPAKEHHSI TAKOTO
corJiacus;

50) no6o4Hoe nelicTBHE - PEaKI[Hsi OPraHK3Ma, BO3HUKINAS B CBA3U C IPUMEHECHHEM
JICKApPCTBCHHOTO IIpCIiapara B 103aX, pPCKOMCHAYCMBIX B HHCTPYKIHHU 110 €0 IPUMCHCHUIO, IJId
npopUIAKTUKH, TUATHOCTUKY, JICUCHUS 3a00JICBaHMS WM JUI PeaOITUTALINY;

51) cepbe3Hasi HexkeIaTeIbHASI PeaKIUsl - HeXelaTeIbHasl Peakilus OpraHu3Ma, CBsI3aHHask C
NPUMEHEHHEM JIEKapCTBEHHOTO IIpenapaTa, MpUBEIIIas K CMEPTH, BPOXKICHHBIM aHOMAJIHSIM
WM TTIOPOKaM Pa3BUTHS JIMOO MPEICTABISAIONIAs COO0H yrpo3y KU3HH, TPeOyroIIas
TOCHUTAM3AIMN WK TIPUBEAIIAs K CTOWKON yTpaTe TPYAOCTIOCOOHOCTH U (MJTH) WHBAIUHOCTH;
52) HenpeaBUAEHHAS] HeKeJIaTeIbHAsI PeaKIUsl - He)KeslaTeIbHas Peakius opraHu3ma (B ToM
YKCIIe CBS3aHHAs C MPUMEHEHHEM JICKAPCTBEHHOTO MIperapara B COOTBETCTBHH C HHCTPYKITUCH
0 €r0 MPUMEHEHHIO), CYIITHOCTh U TSHKECTh KOTOPOW HE COOTBETCTBYIOT HH(OPMAIIUU O
JICKApCTBEHHOM IIperiapare, CoAepKalieicss B MHCTPYKIIUH 110 €r0 TPUMEHEHHUIO;

53) peuenT Ha JieKapCTBeHHBII Mpenapar - MMCbMEHHOE Ha3HAYCHHE JICKAPCTBEHHOTO
npernapara 1o yCTaHOBJICHHOU (pOopMe, BBIJAHHOE MEAMIIMHCKUAM HITH BETEPHUHAPHBIM
pabOTHUKOM, HMEIOIIIMM Ha 3TO MPaBO, B IEJAX OTITYCKa JICKAPCTBEHHOTO Tperapara Uik ero
U3TOTOBIICHHSI U OTITYCKA;

54) TpedoBaHue MeIMIIUHCKOMH OPTraHU3AIH, BeTePUHAPHOI OPraHU3aIlUM - TJOKYMCHT
YCTAHOBJICHHON ()OPMBI, KOTOPBIH BBIIICAH MEIUITMHCKHM WJIA BETCPUHAPHBIM PAOOTHHKOM,
UMEIOIIIMM Ha 3TO TPABO, M CONEPKUT B MMCHbMEHHON (hOpMe yKa3aHUE alTeYHON OpraHu3alnuu
00 OTIyCKe JIKAPCTBEHHOTO Iperapara Wi O €ro U3rOTOBJIICHUH U 00 OTITYCKE IS
obecrieyeHns 1e4eOHOTo MpoIecca B MEAUIIMHCKON OpraHu3ainy, BETEPHHAPHON OpraHu3alny.

I'nasa 2. [lo1noMo4us ¢gegepajbHbIX OPraHOB UCHOJHUTEILHOM BJIACTH, OPraHOB
HCIOJHUTEIbHOM BJIacTH cy0beKkTOB Poccuiickoit @enepanyu npu odpameHun
JIEKAPCTBEHHBIX CPECTB

Cratbs 5. IlosiHOMOYus (peepaibHBIX OPraHOB MCIIOJTHUTEIBLHOM BJIACTH NIPH 00palieHun
JICKapCTBEHHBIX CPeICTB

K nosnnomouusiM ¢enepanbHbIX OPraHOB MCIIOJHUTENBHON BIaCTH IPU 00OpallleHun
JIEKapCTBEHHBIX CPEJICTB OTHOCTCS:

1) npoBenenue B Poccuiickoit deneparnuu eAMHON rocygapCTBEHHOM MONIUTHKH B 00J1aCTH
o0ecrieueHns JIeKapCTBEHHBIMU IIpenapaTaMy IpaxkJiaH Ha Tepputopun Poccuiickoit
denepannu;

2) yTBepKAeHue oomux (papMakonelHbIx crarell, (hapMakoneHbIX cTarell, u3iaHue
rocy/1apCcTBEHHOHU (hapMaKoreu;

3) ocyuiecTBIEHHE TOCYAAPCTBEHHOI0 KOHTPOJIS M HAA30pa;

4) nuueH3upoBaHUe MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB U (hapMalieBTHUECKON
JIeATEIIbHOCTH B COOTBETCTBHHM C 3aKOHOAATENbCTBOM Poccniickoit denepanuu;

5) opranu3anus SKCHepTH3bI JIEKAPCTBEHHBIX CPE/ICTB, STUUYECKOM IKCIIEPTU3bI BO3MOKHOCTH
IIPOBEICHUS KIMHUYECKOTO UCCIIET0BAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEIUIIMHCKOT O
IIPUMEHEHUS,

6) BpI1aya pa3pelleHnil Ha MPOBeIeHNE KITMHNYECKUX MCCIe0BaHNN JTeKapCTBEHHBIX
[IPENapaToB, BEICHUE PEECTPA BBIJAHHBIX Pa3pELICHUN HA IIPOBENCHUE KIMHUYECKUX
MCCIIEI0BAHMM JIEKAPCTBEHHBIX ITPENApATOB;

7) TOCyIapCTBEHHAsA PETUCTPALIMS JIEKAPCTBEHHBIX MIPENAPATOB, BEAEHUE IOCYAAPCTBEHHOTO
peecTpa JEeKapCTBEHHBIX CPEJICTB;

8) MHCIIEKTUPOBaHHUE NIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB HA COOTBETCTBHE ITPaBUIIaM
OpraHu3aly MPOU3BOICTBA U KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPEACTB, Bbl1aya
3aKJIFOYEHUH O COOTBETCTBUH ITPOU3BOANUTEINS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUIM MTPABUI
OpraHu3aly MPOU3BOICTBA U KOHTPOJISI KAYECTBA JICKAPCTBEHHBIX CPE/ICTB;



9) rocynapcTBeHHas perucTpanysi yCTaHOBICHHBIX IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
[PernapaToB MpeieIbHbIX OTIYCKHBIX IIEH Ha )KHU3HEHHO HEOOXO0UMbIE U BaKHEHUIITHE
JIEKapCTBEHHBIE NPENapaThl U BEJEHUE IOCYAAPCTBEHHOIO PEECTpa NPEAEIbHBIX OTIYCKHBIX LIEH
MIPOU3BOJUTENIEH HA JIEKAPCTBEHHBIE IPENapaThl, BKIFOUEHHBIE B IEPEYECHb )KU3HEHHO
HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX IPENapaToB;

10) ycTaHoBII€HHE TTOPSIIKA BBO3a JIGKAPCTBEHHBIX CPEJICTB HAa TeppuTOopHrto Poccuiickoit
®denepanyy U BbIBO3a JIGKAPCTBEHHBIX CPEACTB ¢ TeppuTopun Pocculickon Penepanny;

11) cozmanue coBETOB MO BOMPOCAaM, CBA3aHHBIM C OOpaIlIEHUEM JIEKAPCTBEHHBIX CPE/ICTB;

12) arrecTamus u cepTH(UKAIUS CICIIHATUCTOB;

13) yrBepkaeHre 00pa3oBaTeIbHBIX IPOTPAMM I10 MOJATOTOBKE CIIEIIHAIUCTOB;

14) MOHUTOPHUHT 6€30MaCHOCTH JIEKAPCTBEHHBIX MPETAPaTOB;

15) yuactue B MEXIyHAPOAHOM COTPYTHUYECTBE;

16) momy4yeHue No 3ampocaM yIoJHOMOYEHHOTO (hefepabHOTO OpraHa UCIIOJHUTEIbLHON BIACTH
OT OPTaHOB UCIIOJHUTEIBHON BlIacTH CyOBekTOB Poccuiickoit denepanuu, a TakKe OT
CyOBEKTOB 00pallIeHus JIEKAPCTBEHHBIX CPEJICTB JUISI MEAULIIMHCKOTO MTPUMEHEHHS HH(POpMALUK
0 BOIIPOCaM YCTAaHOBJICHUS U IPUMEHEHUS 1IeH Ha JIeKapCTBEHHBIE MpenapaTthl U HaA0aBOK K
HUM;

17) npumeHeHe Mep OTBETCTBEHHOCTH 3a HapYyIIEHHE 3aKOHOAaTeIbcTBa Poccuiickoit
®denepauuu.

Cratbs 6. [lo1THOMOYHSI OPraHOB HCIOJIHUTEIbHOM BJacTH cyobekTa Poccuiickoi
®egepanuy Npyu 00palIeHUH JTeKAPCTBEHHBIX CPEACTB

K nosiHoMOuusiIM OpraHoB UCIOJIHUTENBHOM BiIacTH cyOobekTa Poccuiickoit @enepanuu npu
0OpaleHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCSATCSL:

1) pazpaboTka u peanu3anus perHOHATBHBIX IPOTPaMM 00eCrieueHHs HaCeIeHUs
JIEKapCTBEHHBIMU IIperapaTaMu;

2) yCTaHOBJICHHUE TPEICTBHBIX Pa3MEPOB ONTOBBIX HAJI0ABOK U MPEICIbHBIX Pa3MEpPOB
PO3HUYHBIX Ha/10aBOK K (DaKTUYECKUM OTITYCKHBIM LI€HaM, YCTaHOBJIEHHBIM [TPOU3BOAUTENISIMU
JIEKAPCTBEHHBIX IIPENAPaTOB, HA JICKAPCTBEHHBIE MTPENapaTsl, BKIIFOYECHHBIE B IIEPEUYCHB
KU3HEHHO HEOOXOMMBbIX U BaKHEHIIINX JIEKapCTBEHHBIX MpenapaToB;

3) ocy1iecTBIEHIE KOHTPOJIS 32 IPUMEHEHUEM IIEH Ha JIEKapCTBEHHBIE MTpenapaThl,
BKJIIOYEHHBIE B IIEpeUEHb )KU3HEHHO HEOOXOIMMBIX U BXKHEHIINX JIEKApCTBEHHBIX IPENnapaTos.,
OpraHu3alusIMU ONTOBOW TOPTOBJIH, AIITEYHBIMU OPraHU3ALMAMY, UHAUBUIYaIbHBIMA
HpeANpUHUMATENSIMU, UMEIOIIMMH JINLEH3UI0 Ha (PapMaleBTHUECKYIO eI TEIbHOCTb.

I'naBa 3. I'ocynapcreennas ¢papmakonest

Cratbs 7. PazpaboTka u u3ianue rocyiapcTBeHHoii (papmakonen, pa3MelieHue JaHHbIX 0
Hell

1. I[Tox rocynapcTBeHHOM (hapMakorieei MOHUMAETCs CBOJT 00IINX (hapMaKOIEHHBIX CTaTel 1
(apMakonenHbIX cTaTei.

2. Pazpabotka oOmmx papMakomneHbIX cTaTeil 1 apMaKONEHHbIX cTaTel U BKIIIOYCHHUE UX B
roCyJapCTBEHHYIO (hapMaKOIEer0 OCYIIECTBISIOTCS B OPSIIKE, YCTAHOBIEHHOM
YIOJTHOMOYEHHBIM (pe/IepaIbHbIM OPTaHOM HCIIOTHUTEIbHOU BIIACTH.

3. Pa3paboTka apMakoneiHo cTaTby Ha OPUTHHAIBHOE JIEKApPCTBEHHOE CPEJICTBO U
BKJIIOUEHUE €€ B FOCYapCTBEHHYIO (papMaKomero B TeUeHHE CPOKa JEMCTBUS 3aIIUThI
UCKJIIOYMTENIBHOTO 1PaBa, YOCTOBEPEHHOTO ATEHTOM Ha OPUTMHAJIBHOE JIEKAPCTBEHHOE
CPEJICTBO, OCYIIECTBIISIOTCS C COTJIachsl €ro pazpaboTurKa.

4. T'ocynapcTBeHHas papMakores U3aeTcs ynoJIHOMOUYEHHBIM (eslepalbHbIM OpraHOM
MCIIOJTHUTENIHOM BJIACTH 3a CUET CPEACTB (peiepanbHOro Or0KeTa U MOAJIKUT Mepen3aaHusIM
HE PEeXe YEM OJIUH pa3 B IIAATh JIET, B IEPUOJ MEKAY KOTOPBIMU U3JIAI0TCS IPUIIOKEHUS K
roCyJapCTBEHHOM (apmakoriee, coepkamue oomue GpapMakoneitHbie CTaTbi U (WITH)



(apMakornelHbple CTaThH, YTBEP)KACHHBIE ITOCIIE M3/1aHUS UITH MTEPEeUu3IaHus TOCyJapCTBEHHON
dbapmakoren.

Kommenmapuii FTAPAHTa
O 2ocyoapcmeennoti papmakonee cm. npuxaz Munzopasa P® om 24 anpens 2003 2. N 182,

npukaz Munucmepcmaea 30pasooxparernus u coyuanviozo pazeumus P® om 31 aueaps 2007 e.
N 73

5. YIIOTHOMOYEHHBIH (eiepalibHbIi OpraH UCTIOTHUTEIHLHOM BIACTH pa3MellacT JaHHbBIC O
rocy1apcTBEHHOU (hapmakoree v MPUIIOKEHUAX K Hel Ha CBOeM O(HUIIHAIILHOM CaiiTe B CETH
"MHTepHeT" B yCTAaHOBJIEHHOM UM HOPSJIKE.

I'naBa 4. I'ocyrapcTBeHHbI KOHTPOJIb IPH 00pAILeHUH JIEKAPCTBEHHBIX CPeACTB

Crarba 8. J/IunieH3npoBaHue NpoM3BOJACTBA JIEKAPCTBEHHBIX CPEACTB U
(apmaneBTHYECKOH eSITEILHOCTH

1. JIutieH3upoBaHKUE MPOM3BOICTBA JIEKAPCTBEHHBIX CPEJCTB U (PapMareBTHIECKOM
JIEATEIIbHOCTU OCYILECTBIISIETCS B COOTBETCTBUU € 3aKOHOIaTeNbcTBOM Poccuiickoin denepanuu.

Kommenmapuii 'APAHTa
Cwm. Tlonosicenue o nuyeH3uposanuu npou3800Cmea 1eKapCcmeeHHblX CpeoCcms, Ymeep#COeHHoe
nocmanognenuem llpasumenvcmea P® om 3 cenmsaops 2010 2. N 684

Cwm. Tlonoosicenue o nuyeH3uposanuu hapmayesmuyeckol 0esimeibHOCmuU, YmeepHcOeHHoe
nocmanognenuem Ilpasumenvcmea P® om 6 uions 2006 2. N 416

2. O0s3aTeNBHBIM YCIOBUEM MPEIOCTABICHUS JUIICH3UM HA TPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEJICTB SIBJISCTCS MPUIIOKCHHUE K 3asBJICHUIO COMCKATEIS JIMIEH3UH TIEPEYHS JICKAPCTBEHHBIX
dbopM u (1) BHIOB (hapMaleBTUICCKUX CyOCTaHITUI, KOTOPBIC POU3BOIUTENH JICKAPCTBCHHBIX
CPEJICTB HAMEPEH ITPOU3BOIUTh.

3. B ciryqae He0OX0IMMOCTH PacIIMPEHHSI IIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB 3 CUET
HOBBIX JIEKAPCTBEHHBIX (OPM U BHAOB (hapMalleBTHUECKUX CYOCTaHIIUN TPOU3BOTUTENH
JICKaPCTBEHHBIX CPEJICTB JOJHKCH MOJIYIUTh HOBYIO JTUIICH3UIO Ha TIPOM3BOICTBO JICKAPCTBEHHBIX
CPEJICTB.

Cratbs 9. 'ocyaapcTBeHHBII KOHTPOJIb NPH 00pPALIEeHUH J1eKAPCTBEHHBIX CPEACTB

1. T'ocygapcTBEHHOMY KOHTPOJIIO TIOJIJIEXKAT BCE JIEKAPCTBEHHBIE CPEICTBA, IPOU3BEICHHBIE HA
teppuropuu Poccuiickon @enepanny U BBO3UMbIE Ha TeppuTopuro Poccuiickon @enepanuu.
2. l'ocynapcTBeHHBIN KOHTPOJIb IPU 0OpaIleHUH JIE€KApPCTBEHHBIX CPEJICTB OCYIIECTBISAETCS
YIOJIHOMOYEHHBIMHU (eiepabHBIMU OpraHaMy UCTIOJHUTENILHON BJIAaCTH M OpraHaMu
UCIIOJTHUTENIbHOM BilacTu cy0obekToB Poccuiickoil deaepanuu B COOTBETCTBUH € UX
IIOJIHOMOYUSIMU.

3. 'ocynapcTBEHHBIN KOHTPOJIb IpU 00pallleHNH JIEKAPCTBEHHBIX CPECTB BKIIOYAET B CeOs
KOHTPOJIb 3 TOKJIMHUYECKUMHU UCCIIEJOBAHUAMMU JIEKAPCTBEHHBIX CPEICTB, KIMHUYECKUMHU
VICCJIEIOBAHMSMU JIEKAPCTBEHHBIX IPENapaToB, KAYECTBOM, IPOU3BOICTBOM JIEKAPCTBEHHBIX
CPENCTB, U3TOTOBJICHUEM JICKAPCTBEHHBIX MPENApaTOB, XpaHEHUEM, [IEPEBO3KOM, BBO30OM Ha
tepputoputo Poccuiickoit @enepanuu, peKkiIiaMmoi, OTITYCKOM, pealIn3alkeil, yHUYTOKEHUEM
JIEKApCTBEHHBIX CPEJCTB, IPUMEHEHUEM JIEKAPCTBEHHBIX IIPENapaToB.

4. T'ocynapcTBEHHBIH KOHTPOJIb IIPH OOpaIleHUH JIE€KapPCTBEHHBIX CPEJICTB OCYIIECTBISAETCS
IIOCPEJICTBOM:

1) mpoBeaeHUST TPOBEPOK COOIIIOICHHS CYOBEKTaMH OOpaIleHHsI IEKAPCTBEHHBIX CPEJICTB
npaBuiI Ja00PAaTOPHOM NMPAKTUKH U MPABUIT KIMHUYECKONW MPAKTUKU TPU MPOBEICHUH



JOKJIMHUYECKUX UCCIIEIOBAHUM JIEKAPCTBEHHBIX CPEJICTB U KIIMHUYECKUX UCCIEOBAaHUMN
JIEKAPCTBEHHBIX MPENAapaToB AJIsI MEIULIMHCKOTO IPUMEHEHUS, TPABUII IPOBEACHUS
JOKJIIMHUYECKUX MCCIIEIOBAHUI JIEKAPCTBEHHBIX CPEACTB U KJIMHUUYECKUX UCCIIEIOBAHUI
JIEKAPCTBEHHBIX IPENAapaToB AJI1 BETEPUHAPHOTO IPUMEHEHUS, TPaBUJl OPraHU3alun
MPOU3BOACTBA U KOHTPOJISL KAYECTBA JICKAPCTBEHHBIX CPENICTB, IPABUII OITOBOM TOPTOBJIH
JIEKApCTBEHHBIMHU CPEACTBAMU, IIPABUII OTITYCKA JIEKAPCTBEHHBIX MPENapaToB, PaBUII
M3TOTOBJICHUS U OTIIYCKA JICKAPCTBEHHBIX MPENApaTOB, MPABUII XPAHEHUS JIEKAPCTBEHHBIX
CPENCTB, MPAaBUJI YHUUTOXKEHUS JIEKAPCTBEHHBIX CPEJICTB;

2) NMUIIEH3UPOBAHUS TPOU3BOCTBA JICKAPCTBEHHBIX CPEJICTB U (hapMalleBTHUECKOM
JESITEIbHOCTH, ITPOBEICHUS IIPOBEPOK COOIIOICHUS JIMIIEH3UOHHBIX TPEOOBAHUM U YCIIOBHIA;
3) KOHTPOJIS KaueCTBa JIGKAPCTBEHHBIX CPEJCTB MPHU TPAXKIaHCKOM 000pOTE:

a) B hopMe BRIOOPOYHOTO KOHTPOJIS;

0) IpH BBISIBIICHUN HECOOTBETCTBUS JTUIICH3MNOHHBIM TPEOOBAHUSM U YCIIOBUSIM YCIOBUI
IIPOU3BOJCTBA U KOHTPOJISl KAUECTBA JIEKAPCTBEHHBIX CPENICTB, OCYIIECTBIECHUS ONTOBOM
TOPTOBJIM JIEKAPCTBEHHBIMU CPEJACTBAMU, OCYIIECTBIECHUS] PO3HUYHON TOPrOBIU
JIEKapCTBEHHBIMU IIpenapaTamu, MpaBUI U3TOTOBIECHUS JIEKAPCTBEHHBIX MIPENapaToB, MPaBUIl
XPAHEHHUS JICKAPCTBEHHBIX CPEJNICTB;

4) BbIIauM pa3pelieHnii Ha BBO3 JIEKAPCTBEHHBIX CPENICTB Ha Tepputoputo Poccuiickoit
®denepaunu;

5) mpoBeieHHs] MOHUTOPUHTA O€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaTOB;

6) TIOJTy4YESHUS TI0 3aIPOCaM YIOJTHOMOUYEHHOTO (eIepalTbHOTO OpTraHa UCTIOTHUTEIILHOM BIIACTH
OT OpraHOB HUCIIOJIHUTENBHOMN BiacTu cy0ObekToB Poccuiickoit denepannu, oT CyObEKTOB
oOpalleHus JIeKapCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO TPUMEHEHUS HH(POPMAITUH TI0
BOIPOCAM YCTaHOBIICHUS ¥ IPUMEHEHHS 1IE€H U Ha/I0aBOK K HUM.

5. Ocy1iecTBI€HHE TOCYIapPCTBEHHOT'0 KOHTPOJISI PU 0OpaIIEHUH JICKAPCTBEHHBIX CPEACTB
ABIISIETCS paCXOIHBIM 00s13aTenbcTBOM Poccuiickoit denepannu uin pacxogHbIM
00s3aTenbcTBOM cyObekTOB Poccuiickoit denepanuu no BujgaM KOHTPOJIS, OTHECEHHBIM
COOTBETCTBEHHO K MOJHOMOYUSIM (efepaibHbIX OPraHOB HUCIIOTHUTEIHHON BIACTH U K
MOJTHOMOYHSIM OPTaHOB UCIIOJTHUTEILHOM BIIACTH cyOBeKkTOB Poccuiickoii deneparium.

I'masa S. Pazpa0oTka, JOKJIMHHYECKHE UCCIEAOBAHUS JIEKAPCTBEHHBIX CPEACTB, a TaKKe
KJIMHHYECKHE MCCIeI0BAHUS JICKAPCTBEHHBIX NIPENAapaToB 1Jisi BETEPHHAPHOIO
NpUMeHeHUs!

Cratbs 10. PazpaboTka jlekapcTBEHHBIX CPe/ICTB

1. Pa3paboTka JeKkapCTBEHHBIX CPEJICTB BKIIFOUAET B €051 TOUCK HOBBIX (DapMaKOJIOTHUECKU
AKTUBHBIX BEUIECTB, MOCIEAYIOIIEe N3YUYSeHHE UX JICKAPCTBEHHBIX CBONCTB, JOKITMHHUECKUE
MCCIIEIOBaHMS, Pa3pabOTKy TEXHOJIOTHI MPOU3BOICTBA (papMaIleBTUIECKUX CYOCTaHIIHIA,
pa3paboTKy COCTaBOB U TEXHOJIOTHH MPOU3BOJICTBA JIEKAPCTBEHHBIX MPENapaToB.

2. duHaHCOBOE 0O€ECTICUeHHE Pa3pabOTKH JIEKAPCTBEHHBIX CPEACTB OCYIIECTBIISETCS 3a CUET:
1) cpencTB denepaabHOro OK0JKETa;

2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) cpencTB MpOU3BOAUTENEH IEKAPCTBEHHBIX CPEACTB MPHU BBIMOJTHEHUN HAYIHO-
UCCIIEIOBATEIIHCKUX PA0OT 110 IOTOBOPY MEKAY Pa3paOd0TINKOM JICKAPCTBEHHBIX CPEICTB U
MIPOU3BOTUTENIEM JICKAPCTBEHHBIX CPECTB;

4) MHBIX HE 3aIPEIICHHBIX 3aKOHOIATENHCTBOM Poccuiickoit denepalinu HCTOYHHKOB.

3. IIpaBa pa3zpaboTdrka JTeKapCTBEHHOT'O CPEJICTBA OXPAHSIOTCS TPAKIAHCKUM
3aKOHO/1aTEIbCTBOM.

Crarbs 11. JIok1uHHYeCKOe HCCIIeI0BAHNE JIEKAPCTBEHHOI0 CPEACTBA /1JIsl MeIUIIUHCKOT0
NpUMEHEeHUs
1. JIoKJIMHUYECKOE UCCIIeI0BaHUE JIEKAPCTBEHHOTO CPEACTBA ISl METUIIMHCKOTO TPUMEHEHUS



MMPOBOAUTCS IYTEM NPUMCHCHUS HAYYHBIX MECTOJJOB OLICHOK B ILCJIAX OJYUCHUA JOKA3aTCIILCTB
0e30macHOCTH, KadecTBa U 3((HEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA.

2. JIOKJIMHAYECKOE MCCIICIOBAHUE JIEKAPCTBEHHOIO CPEICTBA JIJISl MEUIIMHCKOTO PUMEHEHUS
MPOBOJIUTCS B COOTBETCTBUH C NIPABUIIAMU JIA0OPATOPHOM NPAKTUKHU, YTBEPKICHHBIMU
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPTaHOM HCIIOJIHUTENILHON BIIACTH.

3. JIo1st opraHu3anyy ¥ MPOBEACHUS TOKIMHUYECKOTO HCCIIC0BaHUS JIEKAPCTBEHHOTO CPEICTBA
AJI1 MCAUIUHCKOTI'O ITPUMCHCHU A paSpaGOT'—II/IKI/I JICKAPCTBCHHLIX CPCACTB MOT'YT IIPHUBJICKATH
HAYYHO-HCCIIEIOBATEIILCKUE OPTaHU3aIMH, 00pa30BaTeIbHbIC YUPEIKICHUS BBICIIETO
po(hecCHOHATLHOTO 00pa30BaHusI, UMEIOIIE HEOOXOIUMYI0 MaTePHAIbHO-TEXHUIECKYIO 0a3y
U KBATH(DUITUPOBAHHBIX CIICIUAIIMCTOB B COOTBETCTBYIOMICH 001aCTH MCCIICIOBAHUS.

4. JIOKTMHUYECKOE MCCIICIOBAHKE JIGKAPCTBEHHOTO CPECTBA ISl MEIUIIMHCKOTO TIPUMCHECHUS
MPOBOJUTCS IO YTBEPKICHHOMY pa3pabOTUYNKOM JICKAPCTBEHHOTO CPEIICTBA IIJIAHY C BEACHUEM
IPOTOKOJIA 3TOTO MCCIICIOBAHUS M COCTABICHUEM OTYETa, B KOTOPOM COJICPIKATCS PE3yIIbTaThI
9TOTO MCCIICIOBAHUS U 3aKIFOUEHHE O BO3MOKHOCTH MPOBEJCHUS KIMHUYECKOTO HCCIICIOBAHUS
JICKApCTBCHHOTO Mperapara Jjisi MeIUIIMHCKOTO TIPUMCHEHUS.

5. IlpoBeneHre TPOBEPOK COOITIOICHHS TPABUII TA00PATOPHOI MPAKTHKH U TIPABOBBIX HOPM
HCII0JIB30BAaHUA JKUBOTHBIX ITPHU MPOBCACHUHN JOKIMHHYCCKUX I/ICCHCIIOBaHHfI JICKApCTBCHHBIX
CPECTB Il MEIUITUHCKOTO TIPUMEHEHHUS OCYIISCTBISIETCS YIIOJIHOMOYECHHBIM (heIepaIbHbIM
OopraHomM HUCIIOJIHUTEILHOM BJIACTH.

6. Pe3ysIbTaThl JOKIMHHUYECKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO CPEIICTBA IS MEUIIUHCKOTO
NPUMEHEHHS MOTYT OBITh IPE/ICTABIICHBI B YIIOJTHOMOYECHHBIN (heaepanbHblii OpraH
UCTIOJTHUTEIILHOW BJIACTH B YCTAHOBIICHHOM TIOPSIZIKE B IIEIISIX TOCYJIAPCTBCHHON pErucTpanuu
JIEKapCTBEHHOTO IIperapara.

Crartps 12. Jlok1uHnYecKoe UccIeJ0BAHHE JEKAPCTBEHHOI0 CPeICTBA U KJIHMHHYECKoe
HCC/IeJOBAHNE JIeKAPCTBEHHOT0 Npenapara /i BeTepUHAPHOI0 NPUMEHEHHS

1. JIoKTMHUYECKOE HCCIIeJOBaHUE JIEKAPCTBEHHOTO CPEICTBA JIJIsl BETEPHHAPHOTO PUMEHEHUS
MPOBOAUTCS MyTEM IIPUMEHEHUS HayYHBIX METOJIOB OL[EHOK B IIEJISX MOTYYECHUS JOKA3aTEIbCTB
0e301macHOCTH, KauecTBa 1 () (HEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA, B TOM YHCIIE
OTIpe/ieNIeHus! CPOKa €ro BhIBEICHHUS U3 OpraHi3Ma >KUBOTHOTO, B LIEsX 00ecredeHus
0€30IaCHOCTH MPOAYKIIUH )KHBOTHOTO MTPOUCXOKACHHUS TIOCIIe IPUMEHEHHUSI COOTBETCTBYIOLIETO
JIEKapCTBEHHOTO Tpernapara.

2. JIOKIMHAYECKOE MCCIIeIOBAHNE JIEKAPCTBEHHOTO CPEACTBA M KIIMHUYECKOE NCCIICI0OBAaHHE
JIEKapCTBEHHOTO TIperapara /i BETepHHAPHOTO MPUMEHEHUS, UCCIIEeI0BAaHUE
OMOAPKBUBAJIEHTHOCTH YKa3aHHOTO JIEKAPCTBEHHOTO TperapaTa MpOBOASTCS B COOTBETCTBHH C
MpaBUJIaMH, YTBEPKIEHHBIMU YIIOJTHOMOUYEHHBIM (pe/iepaibHbIM OPTaHOM HCIIOJIHUTEIBHON
BJIACTH.

Kommenmapuii 'APAHTa

Cm. Memoouueckue ykazanus "lIposedenue kauecmeeHHbIX UCCIe008AHUL
OU0IKBUBATIEHMHOCMU IeKAPCMBEHHbIX cpedcms”, ymeepaicoenHvle Munzopascoypazsumus
Poccuu om 30 agzycma 2004 e.

3. JIOKIMHUYECKOE MCCIIeIOBAaHNE JIEKAPCTBEHHOTO CPEACTBA M KIIMHUYECKOE UCCIICIOBAHNE
JIEKapCTBEHHOIO MpernaparTa Jjisi BETepUHAPHOTO IPUMEHEHUSI TPOBOJIATCS 110 YTBEPKIACHHOMY
pa3pabOTUNKOM JIEKAPCTBEHHOTO CPEJICTBA TIJIaHy C BEIEHUEM MPOTOKOJIOB ATUX MCCIICIOBAHUN
Y COCTABJICHHMEM OTYETOB, B KOTOPBIX COJAEPIKATCS PE3YyIAbTaThl 3TUX UCCIIEIOBAHUMN.

4. JInst opraHu3aIiy ¥ MPOBEACHUS JOKIMHUYIECKOTO UCCIIeIOBAaHMS IEKAPCTBEHHOTO CPEJICTBA
Y KJIIMHAYECKOT0 UCCE0BaHUs JIEKapCTBEHHOIO Mpenapara Jijisi BETepUHAPHOTO MPUMEHEHHS
pa3pabOTUHK JIGKAPCTBEHHOTO CPE/ICTBA MOXKET MPHUBJICKATh OpPTaHU3AINH, UMEIOIITHE
HEOOXOUMYI0 MaTepPHAIbHO-TEXHUYECKYIO 0a3y 1 KBATH(DUIIMPOBAHHBIX CIICIIUAIHNCTOB B
COOTBETCTBYIOIICH 007aCTH MCCIICTOBAHUS.



5. Kinuanueckue nccieoBaHus JIEKAPCTBEHHBIX PENapaToB AJIs BETEPUHAPHOIO IPUMEHEHHUS
IPOBOJISITCS] B BETEPUHAPHBIX OPTraHU3alMUsIX U B OPraHU3aIMsX, OCYIICCTBISIONINX Pa3Be/ICHHE,
BbIpallilBaHUC U COACPIKAHNUC ) KUBOTHBIX, B LICJIAX:

1) ycTaHOBJICHHS HEPEHOCHMOCTH JICKAPCTBEHHBIX MPENapaToB 310POBBIMH )KUBOTHBIMH;

2) moabopa ONTUMAIBHBIX JO3UPOBOK JIEKAPCTBEHHBIX MPEMApaToOB U Kypca JICUSHUs Ha
KOHKPETHOM TPYIIIE )KUBOTHBIX C OIPEIeICHHBIM 3a00JICBaHHEM;

3) ycranoBienus 6ezonacHocTd ¥ 3()(HEeKTUBHOCTH JIEKapCTBEHHOTO IIpenapara,
IpEeIHA3HAUYCHHOTO [UIsl JICYCHUsSI OIIPE/ICIICHHBIX 3a00JICBaHMI )KUBOTHBIX, I 3()(HEKTUBHOCTH
JIEKapCTBEHHOT'O Ipenapara Juis NpopuIakTUKU 3a00I€BaHM 3JOPOBBIX KUBOTHBIX;

4) u3ydeHus! BO3MOXKHOCTEH pacIMpeH s TIOKa3aHUi K IPUMEHEHHUIO 3apETHCTPHUPOBAHHOTO
JICKapCTBEHHOTO TIpeTiapara 1 BhISIBIICHUS PAHEEe HEU3BECTHBIX MMOOOYHBIX JIEHCTBUM.

6. Kinnumueckoe rcclieoBaHKe JICKapCTBEHHOTO NpernapaTa Ui BETSpUHAPHOTO IPUMEHEHHUS
OCYIIECTBIIACTCS 3a CUET CPEJICTB pa3paboTUnKa JEKapCTBEHHOTO CPEICTBA.

7. OT4eTsI 0 pe3ysbTaTax JOKIMHHYECKOTO HCCICJOBAHUS JICKapCTBEHHOTO CPEICTBA U
KJIMHUYECKOTO MCCIICA0BAHMUS JIEKAPCTBEHHOTO MpernapaTa JJisi BETSPUHAPHOTO MPUMEHEHUSI
COCTABIISIFOTCS pPa3pabOTUYUKOM JICKAPCTBEHHOT'O CPEJICTBA C YUETOM 3aKIIOYCHHI OpraHH3aLHi,
IIPUHUMABIINX y4aCTHUE B OPraHN3alui U MPOBEICHNUH 3TUX UCCIICTOBAHUN.

8. KoHTpOJ1b 32 IpOBECHHEM JOKIMHUYESCKUX HCCICIOBAHUH JIEKapCTBEHHBIX CPEACTB U
KIIMHUYCCKHUX I/ICCJIGI[OBaHI/If/'I JICKApCTBCHHBIX NPCIapaToB AJIA BETCPUHAPHOI0 IPUMCHCHUA
OCYILECTBIISCTCS YIIOTHOMOYCHHBIM (hejiepalibHbIM OPraHOM HCIIOJIHUTEIIBHOM BIACTH.

I'maBa 6. OcymecTB/IeHrEe TOCYIaPCTBEHHON PeruCTPAllUM JIEKAPCTBEHHBIX NPENnapaTos

Cratbs 13. I'ocygapcTBeHHasi perucTpanus JeKapCTBEeHHbIX NPenapaTroB

1. JIexkapcTBEeHHbIE NTpenapaThl BBOJAATCS B IpakJlaHCKUI 000pOT Ha TeppuTopuu Poccuiickoit
deneparum, €ciiv OHU 3apPErMCTPUPOBAHBI COOTBETCTBYIOIUM YIIOJTHOMOYEHHBIM (peiepanbHbIM
OpraHOM HCIOJHUTENBHOM BJIACTH.

2. 'ocynapCTBEHHOM perucTpanuy MoIexar:

1) opuruHanpHbIE JIEKApPCTBEHHBIE NIPENapaThl;

2) BOCIIPOU3BEICHHBIE JIEKAPCTBEHHBIEC IPENapaThl;

3) HOBBIE KOMOMHAIIMY 3apPETUCTPUPOBAHHBIX paHEE JIEKAPCTBEHHBIX MPENapaToB;

4) nekapcTBEHHbIE IpENapaThl, 3apPErMCTPUPOBAHHBIE PaHEee, HO IPOU3BEICHHBIE B APYTHX
JIEKapCTBEHHBIX (popMax, B HOBOH J103UPOBKE.

3. 'ocynapcTBeHHas: perucTpanys J€KapCTBEHHBIX MIPENapaToB ISl MEAUILIMHCKOTO IPUMEHEHUS
OCYIIIECTBIISIETCS 1O Pe3yJIbTaTaM 3KCIEPTU3HI JIEKAPCTBEHHBIX CPEACTB U ITUUECKON
HKCIEPTU3BI BOZMOKHOCTH NPOBENEHNS KIIMHUYECKOTIO UCCIIEJOBAHMS JIEKAPCTBEHHOT O
npemnapara Jyisi METUIIMHCKOTO PUMEHEHUS (Jlaee - dTUYecKas sKkcnepTusa). ['ocyapcTBenHas
perucrpanus JeKapCcTBEHHBIX NPENapaToB JJsl BETEPUHAPHOIO MPUMEHEHHUS OCYIIECTBISETCS 10
pe3yJIbTaTaM dKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO IPUMEHEHUSI.

Kommenmapuii 'APAHTa
Cwm. Ilpasuna 2ocyoapcmeennoii pecucmpayuu 1eKapcmeeHHblx cpeoCcms 015 HCUSOMHBIX U
KOPMO8bIX 000a80K, ymeepaicoenHvle npuxazom Muncenvxoza P® om 1 anpens 2005 2. N 48

4. T'ocynapcTBeHHas perucTpalus JIEKapCTBEHHBIX IPENapaToB OCYIIECTBIAETCS
COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM UCIIOJIHUTEIbHON BJIACTH B CPOK,
HE MPEBBIMIAIOLINHA IBYXCOT IECATH paboUYuX AHEN CO JHS NPUHATHS 3asBICHUS O
rOCYIapCTBEHHOW PErUCTPaAllUM JICKAPCTBEHHOTO Tpernapara. B yka3zaHHBIN CPOK BKIIFOYAETCS
BpeMs1, HE0OXO0IMMOE /IJIsl IOBTOPHOT'O MPOBEICHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U
(uM) 3TUYECKON FKCIIEPTU3BI B COOTBETCTBUU CO cTaThel 25 HacTosuero denepaabHoro
3akoHa. CpoK rocyapCTBEHHOM perucTpanyy JeKapCTBEHHOTO Iperapara HCUUCIISETCS CO IHS
MPUHSTHS COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOTHUTEIbHON



BJIACTH 3asIBJICHUS O FTOCYJAPCTBEHHOM perucTpaliu JIEKapCcTBEHHOTO Ipernapara ¢
MPUIOKEHUEM HEOOXOIUMBIX TOKYMEHTOB MO JIeHb BbIJAUM PETUCTPALMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOIO Mpenapara. Bpemst mpoBeneHus: KIMHUYECKOTO UCCIEI0BAHMS JIEKAPCTBEHHOTO
npernapara He yYUThIBA€TCA [IPU UCYUCIIEHUU CPOKa €ro rocyJapCTBEHHOM perucTparum.

Kommenmapuii FTAPAHTa

Cm. Aomunucmpamuenwiti peenamenm DedepanvHoil crysicovl no HA030py 8 cghepe
30paBoOXpaneHUs U COYUANbHO2O0 PA38UMUsL NO UCNOJIHEHUIO 20CY0apCmMEeHHOU (YHKYUU No
20CY0apcmeeHHOU pecucmpayuil 1eKapCmeeHHbIX Cpeocmes, YmeepHCOeH b NPUKAZOM
Munzopascoypaszsumus Poccuu om 30 oxkmsaops 2006 2. N 736

5. T'ocynapCcTBEHHOW perucTpaluuy He MOAJIeKAT:

1) nexapcTBEeHHbIE TPeNapaThl, K3rOTOBJICHHBIEC AITEYHBIMUA OPTraHU3aIUsIMU, BETEPUHAPHBIMU
anTEeYHbIMU OPTaHU3aLUAMU, UHIMBUAYAIbHBIMH IPEAIPUHUMATENSIMHU, KOTOPBIE UMEIOT
JIMIIEH3UIO Ha (papManeBTUUECKYIO IS TebHOCT, 110 PEIeNTaM Ha JIEKAPCTBEHHBIE IpenapaTsl 1
TpeOOBaHUSM MEIULIMHCKUX OPraHU3allHii, BETEPUHAPHBIX OpraHU3AIIHi;

2) neKapCTBEHHOE PACTUTEIBLHOE ChIPhE;

3) nekapcTBEHHBIE MIpenapaThl, IpUOOpeTeHHbIE GU3UYECKUMU JIMLIAMU 32 TIPeeIaMu
tepputopun Poccuiickorn @enepaunu U npeaHa3HAYEHHBIE I INYHOTO UCIIOJIb30BaHUS;

4) nexapCTBEHHbIE MPENapaTkl, MpeHa3HAYCHHBIE IS SKCIIOPTa;

5) paanodapmarieBTUYECKIE JEKapCTBEHHBIE MTPETapaThl, M3rOTOBJICHHbBIE HEMOCPEICTBEHHO B
MEAMIIMHCKUX OPTaHHU3aIHsIX B MOPSAIKE, YCTAHOBIEHHOM YIIOJHOMOYEHHBIM (eIepaibHbIM
OpraHOM HCIOJHUTEIbHOM BJIACTH.

6. He nomyckaetcs rocy1apcTBEHHAs! peruCTpaLMs:

1) pa3nu4HBIX JI€KAPCTBEHHBIX MPENapaToB MO OJIMHAKOBBIM TOPTOBBIM HAUMEHOBAHUEM;

2) OJIHOTO JIEKAPCTBEHHOTO MpenapaTa, BHITYCKaeMOT0 MPOU3BOAUTENEM MO Pa3IMYHBIMU
TOPrOBbIMM HAMMEHOBAHUSMHU U IPEJCTABICHHOT0 Ha FOCY/1apCTBEHHYIO PETUCTPALIUIO B BUE
IBYX U OoJiee JTeKapCTBEHHBIX MPEnapaToB.

Cratbs 14. [IpuHUMIIBI IKCIIEPTU3bI JTIEKAPCTBEHHBIX CPEICTB M 3THYECKOH IKCIIEPTU3BI

1. DkcnepTu3a 1€KapCTBEHHBIX CPEJICTB U ATUYECKAs SKCIEPTU3a OCHOBBIBAIOTCS HA MPHUHIIMIIAX
3aKOHHOCTH, COOJIIOJICHHSI TPaB U CBOOO/1 YENIOBEKa U IpakJJaHNHA, [IpaB I0PUINYECKOTO JIUIIa,
HE3aBHCUMOCTH JKCIepTa, 00bEKTUBHOCTH, BCECTOPOHHOCTH M MOJIHOTHI UCCIIEIOBAHUH,
MPOBOJUMBIX C UCIIOJIB30BAaHUEM COBPEMEHHBIX JOCTHKEHU HAYKU U TEXHUKH,
OTBETCTBEHHOCTH (peIepaibHOTO TOCYAaPCTBEHHOTO OIOKETHOTO YUPEKICHUS 110 IPOBEACHHUIO
AKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB U KCIIEPTOB 3a MPOBEICHUE U KAYE€CTBO SKCIIEPTU3HI.

2. DKcnepTu3a JIEKapCTBEHHBIX CPEICTB JIJISl MEAUIUHCKOTO IIPUMEHEHUSI IPOBOAUTCS
MIOATAITHO:

1) Ha mepBOM 3Tare - FKCIEePTH3a JOKYMEHTOB IS MOJIYYEHHUs pa3pelIeHus Ha IPOBeIeHUE
KJIMHAYECKOT'0 HCCIIEOBaHUS JIEKAPCTBEHHOT'O IIpenapara, 3a HCKII0UYEHUEM:

a) IEKapCTBEHHBIX MPENapaToB, KOTOPbIE pa3pelIeHbI 171 MEIUIIMHCKOTO MPUMEHEHUs Ha
tepputopuu Poccutickoit @enepanun 0osiee 1BaATH JET U B OTHOIIIEHUU KOTOPBIX
HEBO3MOKHO MPOBEACHUE UCCIIEIOBAHNS OMOIKBUBAICHTHOCTH;

0) TeKapCTBEHHBIX MPEMapaToB sl MEAUIIMHCKOTO TPUMEHEHH S, B OTHOIIEHUH KOTOPBIX
IIPOBEJICHBI MEKTYHAPOAHBIE MHOTOLIEHTPOBBIE KIIMHUYECKUE UCCIIENOBAHUsI, YaCTh U3 KOTOPBIX
npoBeqieHa Ha Tepputopun Poccuiickoit @eneparuu;

2) Ha BTOPOM 3Tall€ - SKCIEPTU3A MPEII0KEHHBIX METOI0B KOHTPOJISI KAYECTBA JIEKAPCTBEHHOTO
CpEJICTBA M KauecTBa MPE/ICTaBICHHBIX 00pa3lloB JIEKapCTBEHHOTO CPEACTBA C UCIOJIb30BaHUEM
3THX METOJIOB (Jjajiee - SKCIePTU3a KauyecTBa JIEKapCTBEHHOTO CPEJICTBA) U IKCIIEPTH3a
OTHOUIEHUS 0KUIA€MOM MOJIb3bI K BO3MOXHOMY PUCKY TPUMEHEHUS JIEKAPCTBEHHOTO
Iperapara, OCyILIECTBISIEMBIE TIOCIIE MIPOBEACHUS €r0 KIIMHUYECKOTO UCCIIEA0BAHUS.

3. DKcnepTusa JICKaApCTBEHHBIX CPENICTB JJIsI BETEPUHAPHOTO TPUMEHEHUS TPOBOAUTCS



OJTHOSTAITHO U BKIIIOYAET B ce€0s1 OKCIIEPTU3Y KauecTBa JEKaApCTBEHHOTO CPE/ICTBA U AKCIIEPTH3Y
OTHOILEHUSI 0)KUIAEMOM MOJIB3bI K BO3MOKHOMY PUCKY IPUMEHEHHMS JIEKapCTBEHHOTO
npenapara.

Kommenmapuii TAPAHTa
Cwm. Tlonosicenue o nopsioke s3KCnepmu3vl, UCHLIMAHUSL U PE2UCMPAYUU BeMEePUHAPHBIX

npenapamog 6 P®, ymeepacoennoe I nasHvim 20cyoapcmeenHbiM 6emepuHapHuiM UHCHEKIMOopoM
P® 3 oxmsaops 1995 e.

Crarba 15. @enepajbHOe rocyIapcTBeHHOE 0I0/ZKETHOE YUpeKIeHne M0 MPoBeJIeHHI0
IKCIEPTHU3bI JTEKAPCTBEHHBIX CPEICTB

DKcnepTu3a JeKapCTBEHHBIX CPEJICTB MPOBOAUTCSA (heepaabHbIM rOCY1apCTBEHHBIM
OIO/IKETHBIM YUPEXKJAECHUEM COOTBETCTBYIOIIETO YIIOJIHOMOYEHHOTO (heepabHOrO OpraHa
MCIIOJTHUTEJILHOM BJIACTH, CO3JaHHBIM I 00€CIIeYeHHs] UCTIOIHEHUS TOTHOMOYH 3TOT0
denepanbHOTO OpraHa Mo BhIJa4e pa3peiieHuil Ha MPOBEICHUE KIMHUYECKUX HCCIIET0BaHUN
JIEKapCTBEHHBIX MPENapaToB U (WJIK) MO FOCyIapCTBEHHON PETUCTPALIMU JIEKAPCTBEHHBIX
npenaparoB (Jajiee - IKCIEPTHOE YUPEKIICHUE).

Crartps 16. Opranusanus NpoBeJeHUsI IKCIHEPTU3bI JTEKAPCTBEHHBIX CPEJICTB B LEJIAX UX
roCy/1apCTBEeHHOM perucTpanuu

1. DkcnepTu3a 1€KapCTBEHHBIX CPENICTB MPOBOAUTCS KOMUCCUEN IKCIIEPTOB IKCIIEPTHOTO
YUPEKICHUS, HA3HAYECHHOHN €r0 PyKOBOJUTEIIEM, HA OCHOBAHHUHM 3aJJaHUs HA IIPOBE/ICHUE
9KCIIEPTHU3BI JIEKAPCTBEHHOT'O CPEJICTBA, BHIAAHHOTO YIIOJHOMOUYEHHBIM (he/lepabHbIM OpraHOM
UCIIOJIHUTENIbHOM Bi1acTU. PyKOBOANTENb 3KCIEPTHOTO YUpEXKIeHUs 0o0ecnieunBaeT HaJiexallee
MIPOBEICHUE 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHM C 3aJaHUEM, BbIIAHHBIM
YIIOJIHOMOYEHHBIM (heIepabHbIM OPTaHOM UCTIOIHUTEIIBHON BJIACTH, U OPTaHU3YET MOATOTOBKY
CBOJIHOTO 3aKJIFOUEHHS 3TOM KOMHUCCHU. B cOCTaB 3TOI KOMUCCHU IO PELIEHUIO PYKOBOAUTEIIS
IKCHEPTHOTO YUPEKICHHUS MOTYT OBITh BKIIFOUCHBI B KAUECTBE HKCIEPTOB JIMIIA, HE paboTaronme
B JJAHHOM DKCIEPTHOM YUPEKACHUHU, €CIIU UX CIIECIUANbHBIC 3HAHUS HEOOXOAUMBI JIJIs
IIPOBEJCHUS SKCIEPTU3BI U TAKUE IKCIIEPTHI OTCYTCTBYIOT B JAHHOM 3KCIEPTHOM YUPEXKICHUU.
2. DKCIEPTOM I10 IPOBEACHUIO dKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB SBIISAETCS aTTECTOBAHHBIN
PabOTHUK SKCIIEPTHOTO YUPEKIECHHMsSI, KOTOPbII UMEET BhICIIEE METUIIUHCKOE,
dapmarieBTHYECKOE, OMOJIOTMUECKOE, BETEPUHAPHOE MM XUMHUECKOe 00pa30BaHUE U IPOBOIUT
AKCIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB B MOPSAIKE UCTIOTHEHHS CBOUX JIOJKHOCTHBIX
o0s13aHHOCTEH (aee - SKCIepT).

3. Ilpu mpoBeieHUH SKCIEPTU3HI JIEKAPCTBEHHBIX CPEACTB IKCIEPT HE MOKET HAXOAUTHCS B
KaKoi-1100 3aBUCHUMOCTH OT JIMI[a, HA3HAYMBLIETO ATY SKCIEPTU3Y, pa3padoTunKa
JIEKAPCTBEHHOI'O CPEACTBA WM IPYTUX 3aMHTEPECOBAHHBIX B PE3yJIbTaTax dKCIEPTU3HI JINIL.

4. ITpu npoBeIeHUH SKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB HE JIOMYyCKaeTcs UCTpeOoBaTh y
3asiBUTENIS TM00 MHBIX JIUI] MaTepHalibl, HEOOXOIMMBIE Ul TPOBEJIEHUS IKCIEpTU3bl. B ciiydae
HEJ0CTaTOYHOCTHU IPEICTABIECHHBIX SKCIIEPTY MAaTEPUAJIOB I Jaud 3aKJIIOUEHUS IKCIEPT
BIIPaBe MOCTaBUTh BOMPOC O MPEAOCTABICHUH EMY HEOOXOIUMBIX MaTEPHAJIOB Mepe
PYKOBOJUTENIEM SKCIIEPTHOTO YUPEXKIEHUs, KOTOPBIH oOpalaeTcs ¢ mpocb00ii 00 3TOM B
YIIOJTHOMOYEHHBIHN (eepalibHbIil OpraH UCIOIHUTEILHON BJIACTH, BBIIABIINHN 3aJJaHKE Ha
IIPOBEJEHUE IKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA.

5. DKCIepT npH NpOBEACHUN OPYYEHHON €My PYKOBOJIUTEIEM IKCIIEPTHOTO YUPEXKICHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPECTBA 00s3aH:

1) mpoBecTH MOJIHOE UCCIIEJOBAHKE MTPEICTABICHHBIX €My 00BbEKTOB, MaTEPHAJIOB, 1aTh
000CHOBaHHOE U 0OOBEKTUBHOE 3aKJIFOUSHHE TI0 TIOCTABJICHHBIM II€pe]l HUM BOIPOCaM HITU
MOTHUBHPOBAHHOE 3aKJIFOUEHHE O HEBO3MOXHOCTH IPOBEJCHUS UM SKCIEPTU3BI JIEKAPCTBEHHOTO
CPEJIICTBA, €CIIU MOCTaBICHHBIE BOIPOCHI BBIXOAT 3a IIPEIEibl CIIELMAIBHBIX 3HAaHUH JKCIEPTa,
00BEKTHI HCCIIEI0BAaHUIN 1 MaTepHalibl HEMPUTOIHbBI UM HETOCTATOYHBI JIJISl IPOBEACHMUS



UCCIICIOBAaHUN U 1AM 3aKIIOYCHHUS JTMOO COBPEMEHHBIN yPOBEHb PAa3BUTHUS HAYKH HE TIO3BOJISIET
OTBETUTH Ha NIOCTABJIEHHBIE BOIIPOCHI;

2) He pa3riamaTh CBEIEHUS, KOTOPBIE CTAJIM €EMY U3BECTHBI B CBSI3U C IIPOBEACHUEM IKCIIEPTU3BI
JIEKAPCTBEHHOI'O CPECTBA, a TAKKE CBEACHUS, COCTABIISIIOLINE TOCYIAPCTBEHHYIO,
KOMMEPUYECKYIO WIHM HHYIO OXPAHIEMYIO 3aKOHOM TaliHy;

3) oGecnieunTh COXPAHHOCTh MPECTABIEHHBIX 00BEKTOB HCCIEA0BaHUN U MAaTEPHAJIOB.

6. DKCIiepT HE BIIpaBe:

1) IpoBOAUTD KCIIEPTU3Y JIEKAPCTBEHHOTO CPECTBA 110 OOPAILIEHUIO HEOCPEICTBEHHO K HEMY
OpraHu3anuil Wi GU3NIECKux JIUI;

2) caMOCTOSITENIbHO COOMPATh MaTepUabl AJIsl IPOBEIACHHUSI SKCIIEPTU3bI IEKAPCTBEHHOTO
CpEHCTBa;

3) IpOBOAUTH HKCIIEPTU3Y JIEKAPCTBEHHOT'O CPEAICTBA B KAUECTBE HErOCYJapCTBEHHOTO
JKCIIEepTA.

7. B ciiyyae He0OX0IMMOCTH SKCIIEPT BIPaBE XOJaTaliCTBOBATh NEpe]] pyKOBOAUTEIEM
AKCIIEPTHOI'O YUPEKACHUSI O IPUBICYEHNUHU K IIPOBEACHUIO IKCIIEPTU3bI JIEKAPCTBEHHOTO
CpelCcTBa IPYyrux KCIEPTOB.

8. Kaxxp1ii aKcniepT, BXOASIINI B COCTaB KOMUCCUU KCIIEPTOB, KOTOPOI MOPYUEHO IPOBEICHNE
3KCHEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA, HE3aBUCUMO U CAMOCTOSITEILHO MPOBOJUT
HCCJIEIOBAHMSI, OLICHUBAET PE3YJIbTAThl, OJYyYEHHBIE UM JINYHO U APYTUMU SKCIEPTaMU, U
dbopMynupyeT BBIBOJbI OTHOCUTEIBHO MOCTABJICHHBIX BOIIPOCOB B MpeesiaX CBOUX
CIICLIMAIbHBIX 3HAHMI.

9. Pe3ynbTatThl SKCIEPTH3bI TIEKAPCTBEHHOTO CPECTBA OQOPMIISIOTCS 3aKII0UEHUEM KOMUCCUU
AKCIEPTOB. B 3aKiII0U€HNN KOMHCCHUU KCIIEPTOB YKa3bIBAIOTCS IIEPEUEHb HCCIIEI0BaHUM, 00bEM
MPOBEJICHHBIX KAXK/IBIM SKCIIEPTOM HCCIIEIOBAHHM, YCTAHOBICHHbBIE KAXK/IbIM U3 HUX (DAKThI U
C/eJIaHHBIE B PE3YyJIbTATE UCCIEI0BAaHUM BBIBO/Ibl. JKCIIEPT, MHEHHE KOTOPOTO HE COBMAJIAET C
peleHrneM KOMUCCHH SKCIIEPTOB, BIIPaBe BHIPA3UTh CBOE MHEHUE B MUCHbMEHHOH (opMme,
KOTOpOE MPHOOIIAETCS K 3aKJIIOUEHNI0 KOMUCCUU 3KCIIEPTOB.

10. DkcnepThl, BXOASAIINE B COCTaB KOMUCCHH, MIPEIYIPEKAAIOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickoit Penepannu 3a gady 3aKJIH0YCHUS,
coJieprKaliero HeoOoCHOBaHHbIE WK (PaTbCUPUIIUPOBAHHBIE BHIBOIBI, O YEM OHH JAIOT
MOJIHUCKY.

11. Onpenenenue ypoBHs MpohecCHOHATIbHON MOJATOTOBKU IKCIIEPTOB U aTTECTALUS UX HA
IIPaBO MPOBEJAEHUS SKCIEPTU3HI JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIISIFOTCS KCIIEPTHO-
KBAJTM(PHUKAIIMOHHBIMA KOMUCCHUSIMH B MOPSAIKE, YCTAHOBIEHHOM COOTBETCTBYIOLINM
YIOJIHOMOYEHHBIM (pe/IepaIbHbIM OPTaHOM MCIIOTHUTEIbHON BIIACTH. Y POBEHb
npodecCHOHAIBHOMN MOATOTOBKH 3KCIIEPTOB MOAJIEKUT MEPECMOTPY YKa3aHHBIMH KOMHCCUSAMHU
HE peXe YeM OJIUH pa3 B MATh JIET.

12. IlpaBuia npoBeeHUS SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB U (hopMa 3aKITIOUEHHS
KOMUCCHH 3KCIIEPTOB YCTaHABIIMBAIOTCS COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (pe/iepaibHbIM
OpraHOM MCHOJIHUTEIbHOMN BIAaCTH.

Cratbs 17. JTudeckasi JKCIepTH3A

1. DTryeckas 3KkcnepTH3a MPOBOJUTCS B LIESAX BbIAUN 3aKIIIOUEHUSI 00 AITHUECKOM
000CHOBaHHOCTH BO3MOXKHOCTH MIPOBEICHUS KIMHUYECKOTO UCCIIEI0BAHUS JIEKaPCTBEHHOTO
npernapara Jyisi METUIUHCKOTO PUMEHEHHUS! COBETOM I10 3THKE, CO3JJaHHBIM B TIOPSKE,
YCTQHOBJICHHOM YIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM UCIIOJHUTEIbHOM BIACTH.

2. DKcrnepTaMu COBETa MO ITUKE MOTYT ObITh IPEACTAaBUTENN MEAUIIMHCKHUX, HAYYHbBIX
opraHu3zaiuii, 00pa3oBaTeNbHBIX YUPEKIACHUN BBICIIETO TPOPECCHOHATHLHOIO 00pa3oBaHus, a
TaK)Ke MPeICTaBUTENN OOIIECTBEHHBIX OpraHU3alui, peJIMTHO3HBIX OPTaHn3alui U CPEJCTB
MaccoBoi HHpopManuu. [laHHbIe SKCIEPThl HE JOIDKHBI HAXOAUTHCS B KaKOKH-TH00
3aBHCHUMOCTH OT pa3paOOTYHKOB JIEKAPCTBEHHBIX MPENapaToB U IPYrUX JHII, 3aUHTEPECOBAHHBIX
B pe3yJbTaTax ATHUYECKON SKCIIEPTU3HI.



3. Omnata ycnyr 3KCIepTOB COBETA MO 3TUKE OCYIIECTBIISIETCS HA OCHOBAHHUH JI0TOBOPA,
3aKJTIOYEHHOTO MEXIY YIIOJIHOMOYCHHBIM (De/iepaibHbIM OPTaHOM HCITOJTHUTEIILHON BIIACTH,
KOTOPBIM CO3/IaH COBET MO 3TUKE, U SKCIIEPTOM COBETA MO ITUKE, 3a CUET OO IKETHBIX
ACCUTHOBAHUH, IPETYCMOTPEHHBIX YIIOJITHOMOYCHHOMY (hellepaibHOMY OpraHy HCTIOJHUTEILHON
BJIACTH, CO3/IaBIIIEMY COBET I10 ATUKE, B (eIepaTbHOM OFO/IKETE Ha COOTBETCTBYIOIIHIA T'OJT HA
obecrieueHue ero IesTeIbHOCTH, B pa3Mepax, yCTaHOBIICHHBIX [IpaBuTenbcTBoM Poccuiickoit
®denepauuu.

4. DKCTepThl COBETA IO ATUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOAATEIbCTBOM
Poccuiickoit @enepanuu.

5. CocTaB coBeTa I10 ATHKE, TOJIOKEHUE 00 ’TOM COBETE, MOPSJIOK €T0 JIeITeIbHOCTH,
TpeOOBaHUS K KBATM(UKAIIMK U OTBITY pa0OTHI IO YKCIIEPTHOM OLIEHKE HAYYHBIX, MEIUIIUHCKUX
1 ATUYECKUX aCTICKTOB KIIMHUYECKHUX UCCIICIOBAHM JICKAPCTBEHHBIX MIPENapaToB JIst
MEIUIIMHCKOTO MPUMEHEHHUS, MPEIbABIIIEMbIE K SKCIIEpTaM COBETa MO 3TUKE, MOPSIOK
OpraHU3aIMHu ¥ MPOBEICHUS STUYECKON IKCIIEPTU3bI, (OpMa 3aKITIOUCHHUS COBETA MO ITHKE
YCTaHABIIMBAIOTCS YIIOJTHOMOYEHHBIM (peiepalibHbIM OpPraHOM HCIIOJIHUTENBHOHN B1acTu. Yuciio
MIPEACTABUTENICH METUIIMHCKUX OPraHU3alMi HE MOXKET MPEBBIIAThH MTOJIOBUHY OT OOIIETo Yncia
AKCIIEPTOB COBETA IO ITHUKE.

6. Mudopmarus o coctaBe coBeTa IO ITHKE, IJIaHAX €ro padOoThl U TEKYIIEH JesITebHOCTH
pasmMeniaeTcs Ha OPHUIIMATIEHOM CaliTe YITOJIHOMOYEHHOTO (pe/iepabHOro opraHa
WCIIOJIHUTENIbHON BJIACTU B ceTH "VMIHTepHET" B yCTAaHOBJIEHHOM UM MOPSAKE.

Cratps 18. Ilogauya u paccMoTpeHne 3asiBJeHHI 0 TOCYAapPCTBEHHOM PerucTpauuu
JIEKapPCTBEHHBIX MPeNapaToB M NpeAcTaBIeHHe He00X0IMMBbIX JOKYMEHTOB

1. JInst rocyiapcTBEHHON perucTpaliy JIEKapcTBEHHOIO IipenapaTa pa3padoTuuk
JIEKapCTBEHHOI'0 IIperapara Uil YIOJIHOMOYEHHOE UM JIpYroe I0pUAHYEecKoe JULo (Jaiee -
3asBUTEJIb) MPEICTABIAET B COOTBETCTBYIOIINI YITOJTHOMOUEHHBIH (eliepaibHblil opra
VCIIOJIHUTENIbHOM BJIACTH, OCYLIECTBIISIOIINN FOCY1apCTBEHHYIO PETUCTPALINIO JIEKAPCTBEHHBIX
IpenapaToB, 3asBJICHUE O TOCYJapCTBEHHOM perucTpaiuy JeKapcTBEHHOTO Mpernapara, a TaKkxe
B TIOPSIZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (peiepaibHbIM OpraHOM
UCIIOJIHUTENILHON BJIACTH, HEOOXOAUMBIE JOKYMEHTBI, U3 KOTOPBHIX (OpMUPYETCS
perucTpaoHHOE JOChE Ha JIEKapCTBEHHBIN MpenapaT (Jajnee - perucTpalioOHHOE 10ChE).

2. B 3asBi€eHNN 0 TOCYAApCTBEHHOW PETUCTPALIMHU JIEKAPCTBEHHOTO Mpenapara yKa3blBarTCs:
1) HaumMeHOBaHKE U aJipec 3asBUTEIN U (WIJIN) MPOU3BOAMUTENS JIEKAPCTBEHHOTO MpernapaTa u
aZipec MecTa OCYUIECTBIICHUS TPOU3BOJCTBA JIEKAPCTBEHHOTO MTpenapara;

2) HauMEHOBaHUE JIEKapCTBEHHOI'0 Ipernapara (MeXIyHapOoIHOE HETTaTEeHTOBAaHHOE WIIN
XMMHUYECKOE ¥ TOPrOBOE€ HAaMEHOBAHNA);

3) nepeveHb BELIECTB, BXOAIINX B COCTaB JIEKAPCTBEHHOTO Mpenapara, ¢ ykasaHueM
KOJIMYECTBA KaX/I0T0 U3 HUX;

4) nexkapcTtBeHHas hopma, T03UPOBKA, CIIOCOOBI BBEJICHUS U IPUMEHEHHUSI, CPOK TOJTHOCTH
JIEKapCTBEHHOI'O IIPETapara;

5) onucanue ¢papMaKoJIOTHYECKUX U (HapMaKOIMHAMUYECKUX WM HMMYHOOHOJIOTHYECKUX
CBOICTB JIEKAPCTBEHHOI'O IIPEIapara;

6) 3asiBIIeHHAs! MPOM3BOAUTEIIEM JIEKAPCTBEHHOIO MIpernapaTa npejeibHas OTIyCKHas [IeHa Ha
JIeKapCTBEHHBIH Mpenapar, BKIIOUEHHBIN B IEpeYeHb KU3HEHHO HEOOXOMMBIX M BaKHEHIITNX
JIEKapCTBEHHBIX MPENapaToB, B CIydyae ero rocy1apCTBEHHON PerucTpalny;

7) OTCYTCTBHE HEOOXOIUMOCTH NMPOBEJCHUS KIIMHUYECKOTO UCCIIeI0BaHUs, HCCIIEIOBAHUS
OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHOTO Mpernapara, pa3penieHHOro A MeAUIIMHCKOTO
npuMeHeHus Ha Tepputopun Poccuiickoit denepanyu 6osee ABaaTH JIET, C yKa3aHUEM
HOPMAaTUBHBIX IIPABOBBIX aKTOB, MOATBEPKAAIOIINX JAHHBIN CPOK MPUMEHEHUS.

3. Peructpanuontoe 1ocbe (oOpMHUPYETCS U3 CIAEAYIOIUX JOKYMEHTOB:

1) IpOeKThl MaKEeTOB MEPBUYHOIN YIAaKOBKU U BTOPUYHOM (MIOTPEOUTENBCKON) YIaKOBKH
JIEKapCTBEHHOI'O IIPENapara;



2) JOKYMEHT, IEPEBEACHHBIN Ha PYCCKUM S3BIK, TOATBEPIKAAIOIINN COOTBETCTBUE
MIPOU3BOIUTEIIS PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Npenapara TpeOOBAHUSIM MTPaBUII
OpraHM3aly IPOU3BO/ICTBA U KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPECTB, BbIAAHHBIN
KOMIIETEHTHBIM OPTraHOM CTPaHbl IPOU3BOAUTEIIS PETUCTPUPYEMOrO JIEKAPCTBEHHOrO Ipernapara
Y 3aBEPEHHBIN B YCTAHOBJIEHHOM MOPSIKE;

3) IpOoeKT HOPMATUBHOW JOKYMEHTAIIMHN WM HOPMATUBHOI'O JJOKYMEHTA Ha JIEKAPCTBEHHBIN
npenapar 1100 yKa3zaHue COOTBETCTBYIOIIEH (hapMaKONEHHOM CTaTbu;

4) cxema TeXHOJOTHYECKOI0 Mpolecca MPOU3BOICTBA JIEKAPCTBEHHOTO Mpernapara, ee On1ucaHue
U (WJTK) cXeMa TeXHOJOTHYECKOro MPoliecca MPOU3BOACTBA (DapMaIleBTHUECKON CYOCTaHIINH, €€
OIUCAHUE;

5) IOKyMEHT, epeBEICHHBINA HA PYCCKUH S3bIK, MOATBEPKIAIOIINNA COOTBETCTBUE
pou3BoaUTENS (hapMalleBTHUECKON CyOCTaHIIMU TPeOOBaHUSIM MPABUJI OPraHU3aluU
IIPOM3BOJICTBA U KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPENICTB, BbIIAHHBIN KOMIIETEHTHBIM
OpraHOM CTpaHbl MPOU3BOIUTEINS (papMaleBTUUECKON CyOCTaHIINH, 3aBEPEHHBIH B
YCTaHOBJIEHHOM IOPSJKE U COACpIKAILUI:

a) HauMeHOBaHMe (papMaleBTUYECKOM CyOCTaHIINH (MEXAyHApOAHOE HEMATEHTOBAHHOE WU
XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHU);

0) HauMEHOBAaHKE U a/IpeC MPOU3BOAUTENS (papMalleBTUYECKOM CyOCTaHIIUU;

B) CPOK TOAHOCTH (hapMareBTUYCCKON CyOCTaHINY;

6) TOKYMEHT, COJIepKallluii CBEICHUS O MOKa3aTeNsx kauecTBa papMalleBTHUECKON CyOCTaHIINH,
UCIIOJIb3YEMOM IIPU NMPOU3BOJICTBE JIEKAPCTBEHHBIX IIPETIapaToB;

7) HOpMaTHBHAs TOKYMEHTAIIMSI UM HOPMATUBHBIN TOKYMEHT Ha (hapMalieBTHIECKYIO
cyOcTaHIUIO JINOO yKa3aHHWEe COOTBETCTBYIOIIEH (hapMaKOIeHHOM CTaThH;

8) urdopmaius 00 yCIOBUAX XpaHEHHs], IEPEBO3KH JIEKAPCTBEHHOTO Mpenapara U MHas
uH(popManus;

9) oTyeT o pe3ynbTaTax HOKIMHHUYECKOTrO UCCIIEOBAHUS JIEKAPCTBEHHOTO CPEICTBA JIJIs
MEAMIIMHCKOTO IPUMEHEHHUS], COJIEPIKaLNil ONTMCaHKe, PE3YIbTaThl U CTATUCTUYECKUM aHaIu3
PE3yNbTATOB IAHHOTO JOKJIMHUYECKOIO UCCIEAOBAHUS;

10) otuet o pe3ynbTaTax JOKIMHAYECKOTO UCCIEAOBAHMS JIEKAPCTBEHHOTO CPEICTBA U
KJIMHUYECKOTr'0 MCCIIEOBaHUs JIEKapCTBEHHOIO Mpenapara Jjisi BETEpUHAPHOTO IPUMEHEHUS;
11) npoexT npoToKoIa KIMHUYECKOTO UCCIIEI0OBAaHUS JIEKAPCTBEHHOTO Npernapara Jijis
MEAMIMHCKOTO IPUMEHEHHS;

12) 6pomrtopa uccienoBaTes;

13) uHpOopMaIMOHHBIH JUCTOK MALUEHTA;

14) uadopmaryst 0 BeIIIaTaX ¥ KOMIEHCALUAX MallMeHTaM (340pOBbIM 100pOBOJIbLIAM,
00JIbHBIM) (J1asiee - alMeHTh), IPUBJICYEHHBIM K IPOBEICHUIO KIMHUYECKUX UCCIIe0BAaHUM
JIEKapCTBEHHOTI'0 Ipernapara Juisi MeJUIIMHCKOT0 IPUMEHEHM S, UCCIIeI0BaHUI
OMOPKBUBAJIEHTHOCTH U (UJIM) TEPaneBTUYECKON SKBUBAJICHTHOCTH;

15) oTuer o pe3ynbraTax MEeXAYHAapOAHBIX MHOTOLEHTPOBBIX KIIMHUYECKUX MCCIIEOBaHUM
JIEKapCTBEHHOI'0 IIpernapara Juisi MEJUIIMHCKOTO IPUMEHEHM S, YaCTh U3 KOTOPBIX ITPOBE/IEHA HA
tepputopun Poccuiickon ®@enepanny;

16) MpOEKT MHCTPYKIMH 10 MPUMEHEHHIO JISKapCTBEHHOT'O Npenapara, CoaepKariui
CIIEIYIOIINE CBEJCHMUS:

a) HaMEHOBAaHME JIEKAPCTBEHHOI'O CPEJICTBA (MEKyHApOJHOE HENATEHTOBAHHOE UJIN
XUMHYECKOE U TOPrOBOE€ HAUMEHOBAHUS);

0) nekapcTBeHHas (opMa ¢ yKa3aHUEM HAaUMEHOBAHHUM U KOJMYECTBEHHOTO COJIEPKaHMS
(axTUBHOCTH) (hapMaIeBTUUECKUX CYOCTAHIIMI M BCTIOMOTATEIbHBIX BEIIECTB;

B) (papmakoTepaneBTHUECKas TPyIIa JeKapCTBEHHOT'O Mpenapara;

T') MOKa3aHUs JUIsl IPUMEHEHUS,

1) IPOTUBOIIOKA3aHUS JJIsl IPUMEHEHUS;

€) peXKUM JJO3UPOBaHUs, ClIoco0 BBEJIEHUS, P HEOOXOJUMOCTH BpeMsl IprueMa JIEKapCTBEHHOTO
npenapara, IpoAoJDKUTEILHOCTh JICUEeHUs (B TOM YUCIIe y AeTel 10 U MOocie OJHOTO roja);



) MEpBbI IPETOCTOPOKHOCTH IIPU IPUMEHEHNH;

3) CUMIITOMBI II€PEO3UPOBKH, MEPHI [0 OKA3aHHUIO MIOMOIIH IIPU NEPEA03UPOBKE;

M) yKa3aHue, Ipu HeOOXOJMMOCTH, 0COOEHHOCTEH AeiCTBUS JIEKapCTBEHHOTO IpenapaTa rmpu
IIEPBOM IIPHEME WM IIPU €70 OTMEHE;

K) OIHCaHue, P HEOOXOAMMOCTH, IEHCTBUH Bpaya ((enpamepa), ClenraaucTa B 00J1acTi
BETEPUHAPUH, [TALINEHTA, BJIAACIIbLA )KUBOTHOT'O IIPU IIPOIYCKE ITpHUEMa OAHON WIM HECKOJIBKUX
7103 JIEKAPCTBEHHOTO IIpeapara;

J) BO3MOXHbIE I000YHBIE ACHCTBUS NPU IPUMEHEHUH JIEKapCTBEHHOTO NIpenapara;

M) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IIpenapaTaMy U (WIN) NUILEBBIMU
IIPOAYKTaMHU, KOPMaMU;

H) yKa3aHHe BO3MOXKHOCTH U 0COOEHHOCTEH MEAMIIMHCKOTO MTPUMEHEHHS JIEKaPCTBEHHOTO
npenapara OepeMEeHHbIMH KEHIIUHAMH, JKEHIIMHAMU B IEPUOJ] TPYAHOI0 BCKapMIIMBAHUS,
JETbMU, B3POCIIBIMH, UMEIOLTIMH XPOHUYECKHE 3a00ICBaHNUS;

0) CBEJIEHUS O BO3MOKHOM BIIMSIHMM JIEKAPCTBEHHOTO Mpenapara sl MEAUIIMHCKOTO
IPUMEHEHHS Ha CIIOCOOHOCTH YIPABISATH TPAHCIIOPTHBIMH CPEICTBAMU, MEXAaHU3MAMU;

1) CPOK TOAHOCTH M YKa3aHUE Ha 3alpeT NPUMEHEHUS JIEKapCTBEHHOTO IIpernapara 1o
UCTEUYEHUU CPOKA TOAHOCTH;

P) YCIIOBHUS XpaHEHHUS;

C) YKa3aHHe Ha HEOOXOJUMOCTh XpaHEHHs JIEKAPCTBEHHOI'O IIperapaTa B MECTaX, HEAOCTYIHbIX
JJIs IeTEH;

T) YKa3aHHe, TP HEOOXOIMMOCTH, CIIELIUAJIBHBIX MEP MIPEIOCTOPOKHOCTU IPU YHUUTOKEHUU
HEHUCIOJIb30BaHHBIX JICKAPCTBEHHBIX IPENAapaTOB;

y) CPOKH BO3MOXHOTO UCIIOJIb30BAHUS MTPOYKIIMH KUBOTHOI'O IPOUCXOXKACHUS [TOCIIE BBEICHUS
YKUBOTHOMY JIEKAPCTBEHHOI'O IIpernapara Juisi BETEpUHAPHOTO IPUMEHEHUS;

¢) HauMeHOBaHUE, aJJpeC MPOU3BOIUTENS JIEKAPCTBEHHOT'O Ipernapara u ajipec Mecra
IIPOU3BO/ICTBA JIEKAPCTBEHHOTO IIPENapara;

X) YCIIOBUS OTITyCKa;

17) nepeBeneHHas HA PYCCKUI SI3bIK U 3aBEPEHHAs B YCTAHOBICHHOM IOPSIKE KOMHUs
JIOKYMEHTA, MOATBEPKAAIOIIET0 PETUCTPALIMIO JIEKAPCTBEHHOIO IIperapaTa B CIy4yae ero
perucrpauuy BHe npenenos Poccuiickoit @enepanuy;

18) 1OKyMEHTBI, Ipe/ICTaBIsIEMbIE B COOTBETCTBUU CO CTaThsIMU 19 - 23 HacTos1Iero
®denepallbHOTO 3aKOHa.

4. To >xenaHuIoO 3aiBUTENS] MOT'YT OBITh MPECTABIIEHBI OTUYETHI O POBEACHHBIX B CTPaHe
3asIBUTEIIS U APYTUX CTPAHAX Pe3yiIbTaTax KIMHUUYECKUX MCCIIEN0BAaHUM, UCCIEN0BAaHUN
OMOSKBUBAJIEHTHOCTHU U (UJIM) TEPaNeBTUUECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O MIpernapaTa
(BKJIIOUAs! SMUAEMUOJIOTHUECKUE UITH SITU300TOJIOIMYECKHE UCCIIEI0BAHMS
MMMYHOOHOJIOTMYECKHX JIEKApPCTBEHHBIX MIPENapaToB, NpeJHa3HAYeHHbIX IS
UMMYHOJIOTHUECKONW MPOGUIAKTUKY U JIeUeHUs] UH(EKIIMOHHBIX 3a00JI€BaHUM, B TOM YUCIIE Y
JeTeil), coeprKalie OnMCcaHusl MPOBEIEHHBIX UCCIEA0BaHNN JIEKapCTBEHHOTO Mpenapara, ux
pE3yJIbTaThl U CTATUCTUYECKUI aHAJIU3 MTOJIyYEHHBIX PE3YyJIbTaTOB.

5. K 3as1BIIEeHHIO O rOCYAAapCTBEHHOM PErUCTPALMM JIEKAPCTBEHHOTO MperapaTa IpuIaratoTcs:
1) TOKyMEeHT, MOATBEPKAAIOLINH yIIaTy rocy1apcTBEHHON MOITMHBI 32 IPOBEICHNE
AKCIEPTU3BI JOKYMEHTOB JUISl MOJTYYEHMsI pa3pelieHnid Ha MPOBEACHNE KITMHUYECKUX
MCCJIEIOBAaHUM JIEKAPCTBEHHOI' O IIpenapara Juisi MEJUILMHCKOTO IPUMEHEHMS U STHYECKON
HKCIEPTU3BI IPU 0OpAIIEHNH 33 TOCYIapCTBEHHON perucTpaluel JIeKapCTBEHHOTO Mpenapara;
2) JOKYMEHT, MOATBEPKAAIOIINN YIIIaTy FOCY1apCTBEHHON MOLIIMHBI 33 IPOBEACHHE
AKCIEPTU3BI KAYECTBA JIEKAPCTBEHHOT'O CPEJICTBA U KCIEPTU3bI OTHOIIEHUS O’KUAAEMOMN TOJIb3bI
K BO3MOXXHOMY PUCKY IIPUMEHEHUS JIEKAPCTBEHHOTO MpEnapara, pa3peieHHoro as
MEIUIIMHCKOTO MMPUMEHEeHHS Ha TeppuTopun Poccuiickoit deneparuu 60see nBaaaTH JeT, Ipu
roCy/IapCTBEHHOW PETUCTPALIUHU JIEKAPCTBEHHOTO MPEnapara;

3) IOKYMEHT, MMOATBEPKAAFOIINI YIIJIaTy TOCY1apCTBEHHOMN MOIIINHBI 33 TIPOBEICHNE
AKCIEPTU3BI KAYECTBA JIEKAPCTBEHHOI'O CPEJICTBA M SKCIEPTU3bI OTHOLLIEHUS OKUAAEMOM MOJIb3bI



K BO3MOXXHOMY PUCKY MPUMEHEHHUS JICKAPCTBEHHOT' O Ipernapara JJisi MEIULIMHCKOTO
IIPUMEHEHHS, B OTHOILIEHUH KOTOPOTO MPOBEAEHBI MEKIYHAPOJHbIE MHOTOLIECHTPOBBIE
KIIMHUYECKUE UCCIENOBAHMS, YACTh U3 KOTOPBIX IPOBEJCHA HA TeppUTOpUn Poccuiickoit
®denepann, Npu rocyAapCTBEHHOW PErMCTPaLMK JIEKAPCTBEHHOIO Mperapara;

4) TOKYMEHT, OATBEPKIAIOIIUN YIIaTy TOCYIapCTBEHHOM MOIUIMHBI 32 IPOBEACHUE
SKCHEPTU3bI KAUECTBA JIEKAPCTBEHHOI'O CPEJICTBA U SKCIEPTU3bl OTHOLIECHUS 0KUAAEMOU MOJIb3bI
K BO3MOXXHOMY PUCKY MPUMEHEHHUS JICKAPCTBEHHOTO Tperapara JJjisi BETepUHAPHOTO
IIPUMEHEHUS [IPU €r0 TOCYIAPCTBEHHOU PErUCTPaLIUH.

6. He nonyckaroTcs nony4yeHue, pasriaileHue, UCI0JIb30BaHUE B KOMMEPUYECKUX LESIX U B
LEJISIX TOCYIapCTBEHHOM perucTpaliu JIEKapCTBEHHBIX MpernapaToB HHGOpMaIUU O pe3yabTaTax
JOKJIMHUYECKUX UCCIICIOBAHUM JIEKAPCTBEHHBIX CPEJICTB U KIIMHUYECKUX UCCIEOBAaHUMN
JIEKAPCTBEHHBIX IPENApaToB, IPEICTABICHHOMN 3asIBUTENIEM JIJIS TOCYAAPCTBEHHOM PErUCTPALIMH
JICKapCTBEHHBIX MPENapaToB, €3 €ro Coryiacus B TEYCHUE IIECTH JIET C AaThl TOCYAapCTBEHHOM
pEerucTpanuy JEKapCTBEHHOIO Ipenapara.

Hecobmonenue 3anpera, yCTaHOBJICHHOTO HACTOSIIEH YaCThIO, BICUET 32 COOOM
OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOJIaTEIbCTBOM Poccuiickoit @enepannu.

Ha tepputopuu Poccuiickoit @enepannu 3anpemiaercs 00paiieHne JeKapCTBEHHBIX CPEJICTB,
3apEruCTPUPOBAHHBIX C HAPYIICHUEM HACTOALLEH YacTH.

Cratps 19. lIpunsiTHe pelieHHs 0 BblIadye IKCIIEPTHOMY YUYPEKACHUIO U COBETY 0 dTHKe
3aJlaHus HA NPOBe/leHue IKCIePTU3bI JIEKAPCTBEHHBIX CPe/ICTB

1. B Teuenue nsatu pabouux AHEN CO JAHSA NPUHATHS 3asBICHHS O TOCY1apCTBEHHON pEerucTpaLluu
JICKapCTBEHHOTO TIperiapara yIoJIHOMOYCHHBIN (enepaibHbIi OpraH UCIIOTHATEILHOM BIACTH
IIPOBOAMT IIPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEJEHUH, COAEPIKAILUXCS B IIPEACTABICHHBIX
3asiBUTENIEM MaTepuanax, U IpUHUMAET PEIlICHUE O Bbl1aye 3aJaHus Ha IPOBEICHUE:

1) aKcriepTU3BI JIEKAPCTBEHHBIX CPEJICTB B YACTU HKCIEPTU3bI JOKYMEHTOB IS OJIYYECHUs
pa3pelieHns Ha IPOBEACHUE KIIMHUYECKOIO NCCIIEIOBaHMs JIEKAPCTBEHHOIO IIpernapaTa Jiis
MEAMLMHCKOrO IPUMEHEHHS B COOTBETCTBUU C LIEISIMU, YKa3aHHBIMU B CTaThe 38 HACTOSILETO
®enepalibHOTO 3aKOHA, U ATUYECKON IKCIEPTU3bI B OTHOILIEHUY JIEKAPCTBEHHBIX MPENapaTos,
JUIsl KOTOPBIX HE IIPOBOAMIIMCH KIMHUYECKUE UCCIEA0BaHNs HAa TeppuTopun Poccuiickoit
®deneparum, Ha OCHOBaHUH JIOKYMEHTOB, YKa3aHHBIX B MyHKTax 1 - 9,11 - 14, 17 yactu 3 u
nyHKTe 1 yactu 5 ctateu 18 HacTosimero denepalbHOTO 3aK0HA;

2) BKCIepTU3BI JIEKAPCTBEHHBIX CPEJICTB B YACTU IKCIEPTU3BI KaUeCcTBa JIEKAPCTBEHHOTO
CPEICTBA U DKCIIEPTU3bl OTHOLLIEHUS OKUAAEMOH MOJIb3bI K BO3MOKHOMY PUCKY IIPUMEHEHUS
JIEKapCTBEHHOTI'0 Ipernapara Ui MEJUIIMHCKOT O MPUMEHEHHS B OTHOILIEHUH JIEKAPCTBEHHBIX
IIPENapaToB, Pa3pelICHHBbIX 71 MEAULMHCKOIO IIPUMEHEHUS Ha Tepputopun Poccuiickoi
Oeneparun OoJee IBaALATH JIET, HA OCHOBAaHUH JOKYMEHTOB, yKa3aHHBIX B MyHKTax | - 9, 16
qyacTu 3 ¥ MyHKTE 2 yacTu 5 cTaThM 18 HacTosimero denepalbHOrO 3aKOHA, a TAKKE
JIEKapCTBEHHBIX MIPENapaToB, B OTHOIIEHUH KOTOPBIX IPOBEJAEHBI MEXKTYHAPOIHbIE
MHOTOILICHTPOBBIE KIMHUYECKHUE UCCIIEOBaHM, YaCTh U3 KOTOPBIX IIPOBEIEHA HA TEPPUTOPUN
Poccuiickoit denepannu, Ha OCHOBAaHNUH JIOKYMEHTOB, YKa3aHHBIX B MyHKTax | - 9, 15 - 17 yactu
3 n nyHKTe 3 yacTH 5 cTarbu 18 HacTosmero denepalbHOTO 3aKOHA;

3) sKcnepTU3bI JIEKAPCTBEHHOTO CPEACTBA B OTHOUICHUH JIEKAPCTBEHHBIX MTPENapaToB JUIs
BETEpUHAPHOIO IPUMEHEHHUsI HA OCHOBAaHUM JOKYMEHTOB, yKa3aHHbIX B myHKTax | - 8, 10,
noanynkrax "a" - "a", "x" - "M", "n" - "¢" nynkra 16, nynkre 17 yactu 3 u nyHkre 4 yactu 5
ctaTtbi 18 HacTosero @enepajbHOTO 3aKOHA.

2. YnonHoMOYeHHBIN (efepanbHbIil OPraH UCIOJHUTENIBHOM BIaCTH YBEJOMIISET B TUCHbMEHHON
dopme 3asgBUTENS O IPUHATOM PELICHUH WM B ClTydae 0TKa3a ¢ yKazaHHeM MPUYUH TaKOTo
OTKa3a.

3. OcHoBaHMEM I OTKa3a B OpraHU3alMy SKCIIEPTU3, yKa3aHHBIX B 4aCTH | HACTOSALIEH CTaThHy,
ABJISIETCS TIPECTaBICHNE HEOOXOUMBIX JJISl IPOBEACHUS STUX IKCIIEPTHU3 IOKYMEHTOB,
NIEPEYUCIICHHBIX B YacTAX 3 u 5 craThu 18 HacTosiero denepalbHOrO 3aK0OHA, B HEMOJIHOM



06’LGM€ Nniin I[OKyMeHTOB, HC conepxcamnx cheanBanmero nepeqH;I HCOGXOIII/IMLIX
CBEIICHU.

Crarba 20. JkcnepTu3a J0KYMEHTOB /1JIs1 NOJyYeHHUsl pa3pelieHusi Ha NpoBeeHue
KJIMHUYECKOTr0 UCC/IeJ0BAHNS JIeKAPCTBEHHOI0 Npenapara J1jisi MeIMIHHCKOT 0
NPUMeHeHHUs M 3THYECKOH IKCIePTU3bI

1. DxcnepTu3a TOKYMEHTOB /IS MOTYUYEHUs pa3pelieHus Ha MIPOBEICHUE KIMHUYECKOTrO
HCCJIEIOBAHMSI JIEKAPCTBEHHOIO MIpernapaTa Jiisi MEeIUIUHCKOTO IPUMEHEHUS! B COOTBETCTBHHU C
LEJISIMU, YKa3aHHBIMU B cTaThe 38 HacTosmero deaepaibHOro 3aK0Ha, ITHUECKAas SKCIEPTU3a,
COCTaBJICHHME KOMHUCCHEH KCIIEPTOB M COBETOM I10 3THUKE 3aKII0YEHUN O BOZMOKHOCTHU WIIN
HEBO3MO>KHOCTH ITPOBEJICHUS TAKOTO KIMHUYECKOTO UCCIIEIOBAHMS M HAMPABIICHUE ITUX
3aKJIIOUEHUH B YIIOJIHOMOYEHHBIN (hefiepanbHbIii OPraH UCIOJHUTENIBHOM BIIaCTH
OCYIIECTBIISIOTCS B CPOK, HE TIPEBBIMIAOIINNA TPUAATH pa0OYNX JHEH CO JTHS MOTydeHUs
SKCIIEPTHBIM YUPEKICHUEM 3a/1aHus YIIOJTHOMOUYEHHOTO (he/IepaIbHOrO OpraHa
WCTIOJTHUTEIILHOM BJIACTH C MPIIOKECHHEM HEOOXOIUMBIX JIOKYMEHTOB, YKa3aHHBIX B IYHKTax 9,
11, 12 vactu 3 crarbu 18 HacTosimero denepanbHOroO 3aKOHA, JOKYMEHTOB, YKa3aHHBIX B YaCTH
4 cratpu 18 Hactosimero denepanbHOro 3aKOHA U MPEACTABICHHBIX 110 JKEJTAHUIO 3asBUTEIS, U
COBETOM I10 ATHKE 3aJ]aHHs] YIIOJTHOMOYEHHOTO (eZiepaibHOro OpraHa UCIOIHUTEIbHON BIaCTH
C MPUJIOKEHUEM HEOOXOIMMBIX JOKYMEHTOB, YKa3aHHbIX B MyHKTax 11 - 14 yvactu 3 crarbu 18
HacTosiero denepanbHOro 3aKoHa.

2. JIokyMeHTBI, COACpKaIMECcs B PETUCTPALIMOHHOM J0ChE U MOCTYNHBIIHNE B DKCIIEPTHOE
YUpEXKJIEHUE, COBET MO ATUKE JJISl OCYILIECTBICHHS UX YKCIEPTU3bI B IIENIAX MOTYYCHUS
paspelieHus Ha MPOBEACHUE KIMHUYECKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO TIpenapara st
MEAMIIMHCKOTO MPUMEHEHHUS, TIOJIJIe’KaT BO3BPATY B YIIOJIHOMOUYEHHBIN (heqepaibHbIid OpraH
WCITOJTHUTEIIbHON BJIACTH OJTHOBPEMEHHO C 3aKJIFOUEHUSIMU COOTBETCTBYIOIIUX YKCIIEPTHU3.

Cratbsa 21. IlonydyeHnue pa3penieHusi Ha IPoBeJeHHe KIMHUYECKOI0 HCCIe0BAHMUS
JICKapCTBEHHOI'0 Npenapara JJisi MeIMIMHCKOr0 PUMEeHEHH s

1. B cpok, He PEeBBIMIAIOIMINHI AT padOYHX THEH CO JHS MOyYSHHS 3aKIIFOYCHNN, YKa3aHHBIX
B ctatbe 20 HacTosero denepanbHOro 3aK0Ha, YIOJIHOMOYEHHBIH (hefiepalibHbli opran
VCITOJTHUTEJIBHON BJIACTH OCYLIECTBIISET OLIEHKY MOCTYIMBIINX 3aKIFOYEHUH I ONIPEIeICHUs
UX COOTBETCTBHUS 3aJaHUSAM Ha IIPOBEIACHUE COOTBETCTBYIOLIUX DKCIIEPTU3 U YBEAOMIISAET
3asiBUTEJIS B TUCbMEHHON (hopMe 0 pe3ynbTarax MpOBEAEHHBIX SKCIEPTU3 U O BO3MOYKHOCTH WIIH
HEBO3MOKHOCTH BBIIAUU 3asIBUTEIIO Pa3pELICHUS Ha IIPOBEACHUE KIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOI'O IIpernapara sl MEJUIUHCKOTO IPUMEHEHMS.

2. Ilpu npuHATUM pelIeHNs O BO3MOXKHOCTHU BbIIa4M pa3pelleHUs] Ha IPOBEACHNUE KIIMHUYECKOTIO
MCCJIEIOBAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEAUIIMHCKOTO TPUMEHEHNS YIIOJITHOMOYEHHBIN
(denepanbHbIN OPraH UCIOJHUTENIBHOM BIaCTH MPUOCTAHABIUBAET POBEACHNE
roCyJapCTBEHHOM PErUCTpaLy JIEKAPCTBEHHOTO IIpenapara 10 JHs [T0AAa4y 3asBUTEIIEM B
YIIOJTHOMOYEHHBIHN (eiepalibHbIi OpraH UCIOIHUTEIbLHON BJIACTH 3asiBICHUS O MOITYYeHUN
paspelnieHus Ha IPOBEACHNUE KIMHUYECKOT0 UCCIIEN0BAaHUs JIEKAPCTBEHHOIO IIperapara JJis
MEIUILINHCKOTO IPUMEHEHMS.

3. B ciy4ae mpuHATHS pEIIEHNs O HEBO3MOXHOCTH BbIJIa4M pa3pellieHUs] Ha IPOBEICHUE
KJINHAYECKOT'0 MCCIIEOBAHUS JIEKapCTBEHHOIO ITpenapara sl MEAULMHCKOIO IPUMEHEHHUS
YIIOJIHOMOYEHHBIN (heiepalibHbIi OpraH UCIOJHUTEIBHOMN BIACTH MPEKPAIIAET MIPOLEAYPY
rOCyapCTBEHHON PETUCTPALNN JIEKAPCTBEHHOTO IIpenapara.

CraTbs 22. PenieHue o npoBeeHNU KJINHUYECKOI0 MCCJIeJ0BAHUS JIEKAPCTBEHHOI0
npenapara AJsi MeIMIIMHCKOr0 IpMMeHeHUs

1. /Ins monmy4deHust pa3pelieHns Ha MPOBEACHUE KIMHUYECKOTIO UCCIEA0BaHuUs JIEKaPCTBEHHOT O
npenapara Juist MEAULUHCKOrO IIPUMEHEHHUs 3asBUTEIIb NIPEACTABIIAET B YIIOJTHOMOYEHHBIN
dbeneparbHBIA OpraH UCTIOJIHUTEIBHON BIACTH:



1) 3asABiIEHUE O NOJYUYEHUH Pa3pELICHHs] Ha IPOBEACHNE JaHHOTO KIIMHUYECKOTO UCCIIEIOBaHMS;
2) cBegeHus 00 omnbITe pabOTHI UCCIIEOBATENEH 110 COOTBETCTBYIOLIUM CHELHATBHOCTSIM U UX
OIBITE pa0OTHI 110 MPOBEACHUIO KIMHUYECKUX UCCIIEI0BAaHUM;

3) KOIuIO MpeaBapUTEIHLHOTO JOTOBOPa 0053aTEIbHOI0 CTPAXOBAHUS )KU3HU, 3[J0OPOBBS
NAIMEHTOB, YYaCTBYIOIUX B KJIMHUYECKOM MCCIIE0BaHUY JIEKAPCTBEHHOT'O Mpernapara aJs
MEAMIIMHCKOTO MIPUMEHEHHUS, W KOIHUIO JOrOBOpa 00s13aTEIbHOTO CTPAXOBaHUs KHU3HHU,
3/10pOBbs MALMEHTOB, YYAaCTBYIOIUX B KJIMHUYECKOM MCCIIE0BaHUU JIEKAPCTBEHHOTO
npenapara Jisi MEAUIUHCKOIO IPUMEHEHHUS;

4) cBeieHUs 0 MEAUIIMHCKUX OpraHU3alUsaX, B KOTOPBIX IPEANOIAraeTcsi IpoOBEICHHE
KJINHWUYECKUX HUCCIIEA0BaHUM JIEKAPCTBEHHOrO MperapaTa il MEIULMHCKOTO IPUMEHEHUS;

5) npennonaraeMble CPOKU MPOBEACHUS KIMHUYECKOTO UCCIIEIOBaHUS JIEKAPCTBEHHOTO
npenapara Jjisi MeAUIUHCKOrO IPUMEHEHHS.

2. B cpok, He IpeBbIIAIOIINN IATH padoUnX JHEN CO AHS MPUHATHUS YKa3aHHOIO B 4acTy |
HACTOSAIIEH CTaThU 3agBIICHUS C IPUIOKEHHUEM HEOOXOIMMBIX JOKYMEHTOB, YIIOJTHOMOYEHHBIH
denepanbHBIN OPraH UCIIOTHUTEIBHON BIIACTH:

1) npoBOAUT MPOBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEJCHHI, COIEPIKALIUXCS B
IIPEJICTAaBICHHBIX 3asBUTENIEM MaTepuaiax;

2) mpyUHHMMAET PelIeHHE O BhIJaUe pa3pelieHus Ha MPOBEICHNE KIMHNYECKOTO UCCIICIOBAHMUS
JIEKapCTBEHHOI'0 IIperapara Jyuisi MEJUIIMHCKOTO IPUMEHEHHS WM 00 OTKa3€ B BblJaue
YKa3aHHOT'O pa3pelleHHUs;

3) yBepoMIIsIeT B MUCbMEHHOM (popMe 3asBUTEIISI O IPUHSATOM PELICHUH WM B CIIy4dae OTKasa ¢
YKa3aHUEM IIPUYMH TAKOT0 0TKa3a;

4) BbIAAET pa3pelIeHUE HA TPOBEICHUE KIMHUYECKOT0 UCCIIE0BaHUs JIEKaPCTBEHHOTO
npenapara Jjisi MeAUILMHCKOrO IPUMEHEHHUSI B IOPSAAKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
(denepanbHbBIM OPraHOM UCIOJIHUTEIBLHOU BJIACTH.

3. OcHOBaHMAMM JUIsl OTKA3a B BBIAAYE Pa3pELICHMs] HA IPOBEIECHUE KIMHUYECKOTO
UCCJIEIOBaHMSI JIEKAPCTBEHHOIO IIpenapaTa JUisl MEIULIMHCKOTO IIPUMEHEHUS SIBIISIFOTCS
HEIPEACTABICHUE IOKYMEHTOB, YKAa3aHHBIX B YaCTH | HACTOSAIIEH CTaThbU, HECOOTBETCTBUE
CoJIepKaHus IPEJICTAaBICHHbIX IOKYMEHTOB TPeOOBaHUSIM HacTosiero denepanbHOro 3aKoHa
100 HAMYKE 3aKII0YEHNUS KOMUCCUU SKCIIEPTOB MITU 3aKIFOUEHUS COBETA 0 ATHKE O
HEBO3MOKHOCTH NPOBEICHUS KIMHUYECKOT0 UCCIIE0BAHNS JIEKaPCTBEHHOI'O Ipernapara Jyis
MEAMIMHCKOTO IPUMEHEHHUS 10 pe3yJIbTaTaM MPOBEAEHHBIX 3KCIEPTU3, IPEAYCMOTPEHHBIX
crateeit 20 Hacrosiero deaepanbHOTO 3aKOHA.

CraTbs 23. JkcnepTH3a Ka4ecTBa JIeKAPCTBEHHOI'0 CPe/ICTBA M IKCIEPTH3a OTHOLIEHHSA
0KM/12eMOI 10JIb3bl K BO3MOKHOMY PHCKY NPMMeHEHHs JIeKAPCTBEHHOI0 Npenapara Juis
MeIMIMHCKOr0 MPpUMeHeHu sl

1. DkcnepTH3a KauecTBa JEKapCTBEHHOTO CPEJICTBA U HKCIEPTH3a OTHOIICHUS 0XKHJIaeMOM
MMOJIB3BI K BOBMOXXHOMY PUCKY NPUMCHCHUA JICKAPCTBCHHOTI'O IMpe€riapara JJid MECIUINHCKOT' O
IPUMEHEHHUs, COCTaBIEHHE KOMUCCUSMH 3KCIIEPTOB 3aKIIOUEHHH 10 pe3ysibTaTaM NMPOBEJEHHBIX
HKCIIEPTU3 U HAIIPABJICHUE TaKUX 3aKI0YEHUN B YIIOJTHOMOYEHHBIN (peepanbHblil opran
UCTIOJTHUTENIEHON BJIACTH OCYIIECTBIISIFOTCS B CPOK, HE IIPEBBIIIAIOIINI CTa AeCATH pabounx
I[HGI\/JI CO OHA MOJIYYCHHA SKCIICPTHBIM YUPCIKACHUEM COOTBETCTBYIOIICTO 3a1aHUA
YIIOJIHOMOYEHHOT0 (heiepalibHOTO OpraHa UCIIOJIHUTENbHON BIACTH C JOKYMEHTaMH,
YKa3aHHBIMH B yHKTaX 1 - 8, 15 - 17 wactu 3 crateu 18 HacTosmero denepaibHOTO 3aKOHA, H
0TYeTa O MPOBEIEHHOM KJIMHUYECKOM HCCIIEIOBAHUH JIEKAPCTBEHHOTO IIpenapaTa Juis
MCIUIUHCKOI'0 MPpUMCHCHUA.

Kommenmapuii 'APAHTa

Cm. Aomunucmpamusnwiii peeiamernm PedepanbHoll CyxHcobl no HA030py 6 chepe
30pasooXpaneHus U COYUAIbHO20 Pa3eumus O UCHOJIHEHUIO 20CYO0apCMEeHHOU YYHKYUU no
opeanuzayuy npogedeHUs IKCNePmMuU3bl Kauecmad, dghgdexmusHocmu u 6e30nacHocmu
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2. Jliia mpoBeeHUs YKa3aHHBIX B YaCTU | HACTOALIEH CTaThbU DKCIEPTU3 3asIBUTEIIb
IPEJCTaBIsIeT B YIIOJTHOMOYEHHBIN (eiepaabHbIil OpraH UCIOJHUTEIBHOM BIACTH:

1) 3asBI€eHNE O BO30OHOBJIEHNHU TOCYIaPCTBEHHON PErMCTPaLUH JIEKAPCTBEHHOT O IIpenapara 1
IIPOBEJCHUH YKa3aHHbBIX B YacTH | HACTOSIIEN CTaThbU 3KCIIEPTHU3;

2) OTYET O NIPOBEIEHHOM KJIMHUYECKOM MCCIIEJOBAHNY JIEKAPCTBEHHOIO IpenapaTa Juis
MEAMLMHCKOTO IPUMEHEHHS;

3) 1OKYMEHT, HOATBEPKAAIOLIMH yIIIaTy rocy1apcTBEHHON MOLIUHBI 3@ IPOBEJICHHE
AKCIEPTU3BI KAYECTBA JIEKAPCTBEHHOI'O CPEJICTBA U 3KCIEPTU3bI OTHOLLEHUS 0KUAAEMOM MOJIb3bI
K BO3MOXHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOIO IIpernapara Iyl MEAULUHCKOIO
IPUMEHEHHUS [IPU €r0 roCy1apCTBEHHONW PETUCTPALIUH.

3. B cpok, He NpeBbIIAONUI ATH pabounx JHEH O AHS MPUHATHUS 3asBJIECHUS C JOKYMEHTaMH,
YKa3aHHBIMH B 4acTH 1 ¥ myHKTax 2 ¥ 3 yacTu 2 HaCTOSILEN CTaTbU, YIIOJHOMOYEHHBIH
(benepanbHbIN OpraH UCIIOJHUTEIbHOMN BIIACTH:

1) npoBOAUT IIPOBEPKY MOJHOTHI JAHHBIX, CONEPHKALIUXCS B IIPEICTABICHHOM 3asBUTEIIEM
OTYETE O NPOBEACHUM KIIMHUYECKOTO UCCIIEN0BaHNUs JIEKapCTBEHHOTO Ipernapara ajs
MEAMLMHCKOTO IPUMEHEHHUS;

2) IpUHUMAET pelIeHUe O BO30OHOBIEHUH rOCy1apCTBEHHON PErucTpaluy JIEKapCTBEHHOTO
npernapara v IpoBEJCHUM YKa3aHHbIX B YAaCTH 1 HACTOSIIEN CTaThU 3KCIEPTU3 WIH 00 OTKa3€e B
BO300HOBJICHUH TOCYAAPCTBEHHOM perucTpaiyy JeKapcTBEHHOro Mpernapara JUisi MEAULUHCKOTO
IPUMEHEHHUS U IPOBEACHUU TaKUX SKCIEPTU3;

3) yBenomiIseT B MUCbMEHHOM (popMe 3asBUTENIS O IPUHATOM PELICHUH UJIU B CIIy4ae OTKa3a ¢
YKa3aHHWEM IIPUYMH TaKOro OTKasa.

4. OcHOBaHUEM JIs 0TKa3a B BO30OHOBJICHUH IOCYapCTBEHHOMN perucTpaiu JeKapCTBEHHOTO
npernapara U pOBEIECHUH YKa3aHHbBIX B YaCTH 1 HacTOsAIIEH CTaThU SKCIEPTU3 ABIISETCS
IIPEJICTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4aCTH | ¥ MyHKTaxX 2 ¥ 3 4acTH 2 HACTOSALICH CTaThH,
B HEIIOJJHOM 00beMeE WIIM OTUEeTa O IIPOBEACHHOM KJIMHUYECKOM HCCIIEJOBAHUU JIEKAPCTBEHHOIO
npernapara Juisi MEJULUHCKOTO IIPUMEHEHUS, HE COJIEPKaLer0 NCUEPIIBbIBAIOLETO TIEPEYHS
HEOOXOUMBIX CBEICHUH.

5. B TeueHue nATHAAUATH pabOUYMX JHEH CO THS MOJIyYEHHs! pelleHHs! YIIOJTHOMOYEHHOTO
(denepanbHOro OpraHa UCIOJHUTENBHOMN BIACTH O BO3OOHOBIEHUH rOCYAapCTBEHHOM
PETUCTPALIMU JIEKAPCTBEHHOT'O TIpenapara U NpOBEACHUH YKa3aHHBIX B 4acTh | HacTosmen
CTaTbH KCIEPTHU3 3asBUTENb MPEACTABIISAET B IKCIEPTHOE YUPEXKIACHUE AJI TPOBEACHUS
HKCHEPTH3bl KAUECTBA JIEKAPCTBEHHOI'O CPeACTBA 00pa3libl JIEKapCTBEHHOIO IpenapaTa Juis
MEAMIIMHCKOTO TPUMEHEHHU S, TPOU3BEIEHHOIO B COOTBETCTBUHU C TPEOOBAHUSIMH OIBITHO-
HPOMBIIIJIEHHOTO U (MJIN) IPOMBIIIJICHHOTO PETrJaMEHTOB, YTBEPKACHHBIX PYKOBOIUTENIEM
MIPOM3BOUTENIS JIEKAPCTBEHHBIX CPENICTB, a Takke oOpa3zel papMalleBTUYECKOil cyOCcTaHIInU B
KOJINYECTBAX, HEOOXOIUMBIX Ul BOCIIPOU3BECHHUS METOJ0B KOHTPOJISI KaueCTBa.

6. [1Ipu monydennn oOpa3ioB JEKapCTBEHHOTO Mpenapara u (papMaieBTHIECKO CyOCTaHIIUN
DKCIEPTHOE YUPEXKIACHUE BBIIAET 3aBUTEIIO JOKYMEHT, IOATBEPKAAIOIINN IOTyYEHUE
YKa3aHHbIX 00pa3loB, U B CPOK, HE IIPEBBIIIAIOIINN TpeX pabouux JHEH, yBEAOMIISET B
NUCbMEHHOU (hopMe 00 ITOM YHOTHOMOUYECHHBIH (peiepaibHbIi OpraH UCTIOIHUTENTBHON BIACTH.
7. Cpok st IpeCTaBIECHUs 3asiBUTENIEM 00pa3IoB JIEKapCTBEHHOTO IIpenapara u
dapMmarieBTUYECKON CYOCTAHIIMH U CPOK YBEIOMIICHHS SKCIIEPTHBIM YUPEXKACHUEM 00 ITOM B
MACbMEHHON (popMe yImOTHOMOUEHHOTO (heIepaIbHOTO OpPTaHa UCTIOTHUTEIHHOU BJIACTH,
YKa3aHHBIE B 4acTAX 5 U 6 HACTOSIIEN CTaThbH, HE BKIIIOYAIOTCS B CPOK ITPOBEICHUS YKa3aHHBIX B
4acTu | HacToAIIEH CTaTbU SKCIEPTHU3.

8. JIOKyMEHTBHI, IOCTYMUBILINE B AKCIIEPTHOE YUPEXKACHUE AJIs IPOBEACHUS YKa3aHHbBIX B 4acTH 1
HACTOSALIEH cTaThbu HKCIEPTU3, TOJIEKAT BO3BPATY B YIIOJTHOMOUYEHHBIN (peiepanbHblil opran



HUCIOJIHUTEIBHON BIACTH OOIHOBPCMCHHO C 3aKJIFOUCHUSAMU I10 PE3yJibTaTaM YKAa3aHHBIX
IKCIIEPTH3.

Crarbd 24. JkcnepTu3a Ka4ecTBa JIEKAPCTBEHHOI0 CPEACTBA U IKCINEPTH3a OTHOILEHUS
0KM/1aeMOH 10JIb3bI K BO3MOKHOMY PHCKY IPMMEHEHHUsI JIEKaAPCTBEHHOI'0 Npenapara J1Jisi
BeTEPHMHAPHOI0 NPHMEHEHHA

1. DxcnepTu3a KauecTBa JIEKAPCTBEHHOI'O CPEICTBA U KCIEPTU3a OTHOLIEHUSI 0KH1aeMOU
II0JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHMS JIEKAPCTBEHHOIO IIpenapara Juisl BETEpUHApHOTO
IIPUMEHEHHUS, COCTABICHUE KOMUCCUSMHU IKCIIEPTOB 3aKJIFOUEHUH 10 pe3ybTaTaM YKa3aHHbIX
9KCHEPTU3 U HAIIPaBJICHHUE TAKUX 3aKIFOUYEHUI B YIIOJIHOMOYEHHBIN (eepanbHblii Opral
VCIIOJIHUTENIbHOM BJIACTH OCYILLECTBIISIFOTCS B CPOK, HE NPEBBIILAOLIUI CTa JECSITH paboumnx
JTHEW co JHS MOJyYeHUS SIKCIIEPTHBIM YUPEKICHUEM 3a1aHUs YIOJTHOMOUYEHHOT O (he1epaaIbHOro
OpraHa HCIIOJIHUTEIBHOM BJIACTHU C IOKYMEHTAMHU, YKa3aHHBIMU B ITyHKTax | - 8, 10, moamyHkTax
"a"-"a", "x" - "M", "m" - "¢" mynkTa 16 u nynkre 17 yactu 3 crathu 18 HacTOsAIIETO
®denepanbHOro 3aK0Ha.

2. B Teuenue naTHaaUATH pabOUYMX AHEH CO IHS MOIYYEHUS PEIIeHUs] YIOJHOMOUYEHHOIO
(denepanbHOro opraHa UCIOJHUTENBHOM BIACTU O IIPOBEICHUH YKAa3aHHBIX B YaCTH 1 HacTosien
CTaTbU IKCIIEPTHU3 3asBUTENb NIPEACTABIIAET B SKCIIEPTHOE YUPEXKACHUE JI IPOBEACHUS
AKCIIEPTU3BI KAYECTBA JIEKAPCTBEHHOI'O CPeICTBA 00pa3Libl JEKaPCTBEHHOIO IIpenapara Jyis
BETEpUHAPHOI'O IPUMEHEHHUs, IPOU3BEIEHHOI'O B COOTBETCTBUHU C TPEOOBAHUAMU
TEXHOJIOTMYECKHUX PETJIAMEHTOB, YTBEPKICHHBIX PYKOBOJAUTENEM POU3BOAUTENS
JIeKapCTBEHHBIX CPECTB, a Takxke oOpasell (papmaneBTH4UecKoil cyOCTaHLIMU B KOJIMYECTBAX,
HEOOXOIUMBIX /ISl BOCIIPOU3BEACHUSI METO/I0B KOHTPOJISL KauecTBa.

3. Ilpu nomyueHun oO6pa31oB JEKapCTBEHHOTO Mpenapara 1 (papmManeBTHIecKoi cyOcTaHIuu
AKCIIEPTHOE YUPEXKJACHUE BbIIAET 3aBUTEIIO JOKYMEHT, IOATBEPKAAIOIINNA TOJTyYeHUE
yKa3aHHbIX 00pas3loB, U B CPOK, HE IPEBBIIIAIOIINI TpeX padoUMX JHEH, yBeIOMIISET B
NUCHbMEHHOW (hopMe 00 ITOM YIOTHOMOUYCHHBIH (pefiepaibHbIi OpTraH UCTIOIHUTEIFHON BIIACTH.
4. Cpok 1 peCTaBICHUS 3asBUTENIEM 00pa3LioB JIEKapCTBEHHOI'O Ipenapara u
(dapMalLeBTUYECKOM CyOCTaHLIMU U CPOK YBEOMJIEHUS IKCIIEPTHBIM YUpexkAeHUEM 00 3TOM B
NUCbMEHHOMN (hopMe YIOTHOMOYEHHOT0 (pe/iepalbHOro opraHa UCIOJIHUTEIbHON BIIACTH,
YKa3aHHbIE B YaCTAX 2 U 3 HACTOSIIEH CTaThH, HE BKIIIOYAIOTCS B CPOK MIPOBEICHUS YKa3aHHBIX B
yacTu | HacTosIIEN CTaTbU YKCIIEPTH3.

5. JIOKyMEHTBI, HOCTYNUBIINE B SKCIIEPTHOE YUPEKACHUE I IPOBEIECHUS YKa3aHHBIX B 4acTH |
HACTOSIIEH CTaThH SKCIEPTU3, MOAJIEKAT BO3BpATy B YIOJTHOMOUYEHHBIH (peepanbHblil opran
MCIIOJTHUTENIbHOM BJIACTU OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU 110 Pe3yJIbTaTaM yYKa3aHHBIX
DKCIIEPTH3.

Cratbs 25. [loBTOpHOE NIpPOBeeHNE IKCIEPTU3bI JTeKAPCTBEHHBIX CPEICTB M ITHYECKOM
IKCIEPTU3bI

1. B cnydasix HemocTaToOuHOM 00OCHOBAHHOCTH HJIA HETIOTHOTHI 3aKJIFOUCHHS] KOMUCCUU
HKCIIEPTOB WJIM COBETA IO ITUKE, HAJTMYHUS B HEM MPOTHUBOPEUUBBIX JaHHBIX, (abcuUKaIu
BBIBOJIOB 3KCIIEPTHU3bI JIEKAPCTBEHHOT'O CPEACTBA U (MJIN) 3TUYECKOM IKCIIEPTU3BI, COKPBITHS OT
YIIOJTHOMOYEHHOTO (eIepabHOr0 OpraHa UCMOIHUTENBHOMN BIACTH OCHOBAHUH JIJIsl OTBOJAA
AKCTIepTa BCIAEACTBUE €T0 3aMHTEPECOBAHHOCTH B PE3YJIhTaTaX COOTBETCTBYIOIICH IKCIIEPTH3HI,
HAJIMYUS JAHHBIX O MPSMOM MO0 KOCBEHHOM BMEIIATENILCTBE B MPOIIECC COOTBETCTBYIOMICH
BKCI'IepTI/ISBI JINI, HE y‘-IaCTBYIOHII/IX B €€ HpOBe)IeHI/II/I, HO OKa3aBIIINX BJIUSIHUC HA npouecc 158
pe3yNbTaThl €€ MPOBEACHHUS, YIIOTHOMOUYEHHBIM (peiepalbHbIM OPraHOM HUCIIOTHUTETHHON
BJIACTH HA3HAYAETCS MOBTOPHAS DKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA U (MJIN) ATHYECKAs
AKCIIEpPTHU3A.

2. IToBTOpHAas HKCIIEPTH3A IEKAPCTBEHHOTO CPEICTBA ITPOBOIUTCS B CPOK, YCTAHOBIICHHBIN
YIIOJTHOMOYEHHBIM (pe/iepalIbHbIM OPTaHOM HCIIOIHUTEIHHON BIACTH U HE MPEBBIMIAONTII
COpOKa paboyux THEH CO JHS MOIYYEeHUs SKCIIEPTHBIM YUPEKICHUEM 3a/laHus Ha MPOBEICHNE



MMOBTOPHOM AKCIEPTU3BI JIEKAPCTBEHHOI'O CPENICTBA, TIOBTOPHAS 3THUECKAsl KCIIEPTH3A - B CPOK,
HE MPEBbIAIONINN NATHAALATH paboyuX THEH CO JHS MOJIYYEeHHs COBETOM IO STUKE 3aJaHus Ha
MPOBEJICHUE TOBTOPHOM 3TUYECKOM IKCIIEPTHU3BI.

3. ®unHaHCcoOBOE 0OecreyeHUE BHIITOJIHEHUS 3aJaHHs Ha TPOBEIEHUE TTOBTOPHOM SKCIEPTURBI
JIEKAPCTBEHHOI'O CPEACTBA HE OCYLIECTBIISAETCS, U CPEIICTBA, IEPECYUCIICHHBIC PAHEE HA
MPOBEJICHUE TaKOW HKCIEPTU3BI, MOJUIeKAT BO3BPATY B (peiepasIbHbIN OIOIKET.

Crarbd 26. YcKkopeHHasi MpoleAyPa IKCHEePTH3bI JIEKAPCTBEHHbIX CPEICTB

1. YckopeHHas nporeaypa 3KCIepTU3bl JISKAPCTBEHHBIX CPEACTB B LEISIX FOCYapCTBEHHOMN
PEruCTpaluy JIEKAPCTBEHHBIX MPENAPaTOB IPUMEHSAETCS B OTHOILIEHUH BOCIIPOU3BEICHHBIX
JIEKapCTBEHHBIX MpenapaToB. [Ipu npoBeaeHny Takou MpoLe1ypbl IPeICTaBISIIOTCS
uH(popMalys, NOJydeHHas! IPU MPOBEACHUN KIIMHUYECKUX UCCIIEJOBAaHUM JI€KapCTBEHHBIX
MPErapaToB U OMyOJWKOBAaHHAS B CIICIIMATM3UPOBAHHBIX MTEYATHBIX U3/IaHUSX, 2 TAKKE
JIOKYMEHTBI, COJIepKalie pe3ysIbTaThl UCCIeI0BAaHUS OMOAIKBUBAIEHTHOCTH U (HJIH)
TepaneBTUYECKON SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO MperapaTa AJisi MEIUIIMHCKOTO
MPUMEHEHHUS WIH PE3yJIbTaThl UCCIIETOBaHMs OMO3KBUBAJICHTHOCTH JIEKAPCTBEHHOIO MperapaTa
JUIsl BETEPUHAPHOTO MPUMEHEHHS.

2. YckopeHHas mpoueaypa 3KCIepTU3bl JIEKAPCTBEHHBIX CPEACTB HE IPUMEHSETCSA B OTHOILIEHUH
UMMYHOOHMOJIOTHYECKIX JICKAPCTBEHHBIX MIPEIapaToB, IPEnapaToB HHCYJINHA U JICKAPCTBCHHBIX
MpenaparoB, BIEpBbIE perucTpupyembix B Poccuiickoii @enepanm.

3. YckopeHnHas nporieaypa 3KCIepTH3bI JIGKAPCTBEHHBIX CPEICTB MPOBOIUTCS IO PEIICHUIO
COOTBETCTBYIOILIETO YIIOJTHOMOYEHHOTO (heepabHOr0 OpraHa UCIOIHUTEIBHOMN BIACTH B CPOK,
HE TPEBHIAIONINHN MIeCTUACCITH pabounx JaHed. [Ipu 3ToM dKcriepTH3a TOKyMEHTOB,
COJIEpXKAIINXCS B PETUCTPALIMOHHOM JIOChE, JIJISl OJIYYEHUS pa3pellieHUs Ha IPOBEACHUE
KJIMHUYECKOT'0 UCCIIEOBAHUS JIEKAPCTBEHHOIO Mpenapara Jijisi MEAUIIMHCKOTO IPUMEHEHUS U
STUYECKasl SKCIIePTH3a MPOBOASTCS B CPOK, HE IPEBBIIIAIOIINN MATHAAUATA PaOOUUX JHEH,
AKCIIEPTH3a KAYECTBA JICKAPCTBEHHOTO CPEICTBA M SKCIIEPTH3a OTHOILIECHUS 0’KH1aeMOM TOJIb3bI
K BO3MO>XHOMY PHUCKY IIPUMEHEHUS JICKAPCTBEHHOr' 0 IIpenapara - B CPOK, HE NMPEBbIIAIOLIIUN
COpOKa MATH pabounx JHEH.

4. YckopeHHas npoueaypa IKCIepTU3bl JIEKaPCTBEHHBIX CPEICTB IIPOBOJIUTCSA B MOPSAKE,
YCTaHOBJICHHOM cTaThbsiMu 17 - 20, 23 u 24 nactosimero denepanbHOro 3akoHa, U HE 03HAYACT
CHI)KEeHHs TpeOOBaHUH K 6€30MacHOCTH, KaueCTBY U 3((HEKTUBHOCTH JIEKAPCTBEHHBIX
MpenaparoB.

Cratbs 27. Peunienne 0 rocy1apcTBeHHOM PerucTpanu JJeKapCTBEHHOI 0 Mpenapara

1. B cpok, He MpeBbIIIaOIUi MATH pabodYMX JHEH cO JTHS MOydeHHs 3aKII0UYeHUH KOMUCCUU
HKCIIEPTOB MO pe3yJbTaTaM dKCIEPTU3bI KAaUeCTBA JIEKAPCTBEHHOI'O CPEJCTBA U SKCIIEPTU3bI
OTHOLICHUSI 05KUJIA€MOM IMOJIb3bI K BOBMOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO
npernapara, COOTBETCTBYIOIIUI YIOJTHOMOYEHHBIH (hefiepalibHbIid OpraH UCIIOJTHUTEIbHON
BJIACTHU:

1) ocylecTBISAET OLIEHKY TaKUX 3aKIIOUEHUH JUIs ONpeIeIeHUs] UX COOTBETCTBHS 3a/IaHUIO Ha
MIPOBEJICHUE YKa3aHHbBIX SKCIIEPTHU3;

2) IpUHUMAET pelIeHUe O TOCY1apCTBEHHON PErMCTpalliy JIEKApCTBEHHOT O IpenapaTa nin 00
0TKa3e B TOCYJJapCTBEHHOM perucTpauy JIEKapCTBEHHOTO Mpenapara;

3) BHOCHUT IIpY NPUHATHH PELIECHUS O TOCYAAPCTBEHHONW PETUCTPALIUN JIEKAPCTBEHHOT O
npernapara JaHHbIE O 3apErUCTPUPOBAHHOM JIEKAPCTBEHHOM IIperapaTe, B TOM YHUCIIE O
(bapmarieBTHYECKON CyOCTaHIINM, BXOASAIIEH B COCTaB JIEKAPCTBEHHOI'O IpenapaTta, B
roCy/IapCTBEHHBIN PeecTp JIEKAPCTBEHHBIX CPEACTB U BBIIAET 3aBUTEIIO PETUCTPALIMOHHOE
yJIOCTOBEpEHHE JIEKapCTBEHHOT'O Mpenapara, GopmMa KOTOPOro YTBEPkKAaeTCsl YIOIHOMOYEHHBIM
denepanbHbBIM OPraHOM HCIOJIHUTEIBLHON BIIACTH, COTJIACOBaHHbBIE HOPMAaTUBHYIO
JOKYMEHTAIMI0, HOPMaTUBHBIN JOKYMEHT, UHCTPYKLIUIO 110 IPUMEHEHUIO JIEKApCTBEHHOTO
npernapaTa U MakeThbl IEPBUYHON YIIAaKOBKH M BTOPUYHOM (OTPEOUTETHCKOM) YITAKOBKH C



YKa3aHHWEM Ha HMX HOMEpa pPEerucTPalMOHHOIO YOCTOBEPEHUS JIEKAPCTBEHHOIO IIpenapara u
JaThl €r0 TOCYJapCTBEHHOM perucTpalii Uil B cllydyae IpUHATHS pellieHus: o0 oTKasze B
rOCyJapCTBEHHOH PEruCTpaliiy JIEKapCTBEHHOTO Mpernapara yBeIoOMIISET B MUCbMEHHOM (hopme
3asgBUTENS 00 ITOM C YKa3aHHEM NPUYHUH TaKOT'O OTKa3a.

2. OcHOBaHMEM ISl OTKAa3a B FOCY/1apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOTO Ipenapara
SBIISIETCS PELICHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOTO (heiepaibHOro opraHa
UCTIOJTHUTENIHOW BIACTH O TOM, YTO Ka4eCTBO U (UJIH) A3PPEKTUBHOCTh PETUCTPUPYEMOTO
JIEKapCTBEHHOT'O Iperapara He MOATBEPKACHbI MOTyYeHHBIMU JaHHBIMU WJIA YTO PUCK
IIPUYMHEHUS BpE/la 3J0POBbIO YEIOBEKA WM )KMBOTHOT'O BCJIEJCTBUE IIPUEMA JIEKAPCTBEHHOTO
npernapara npeBbiaeT 3PpPeKTUBHOCTD €0 MPUMEHEHHS.

3. Ilpu rocynapCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOTO Mpenapara, BKJIOYEHHOIO B IIEPEUEHb
YKU3HEHHO HEOOXOIMMBIX U BaKHEHUIINX JICKAPCTBEHHBIX MPEnapaToB, HEOOXOUMbIE JaHHbBIE
3aHOCATCS B TOCYJJapCTBEHHBIN PEECTp MPEIEIbHBIX OTIYCKHbBIX LIEH IPOM3BOAUTENEH HA
JIEKapCTBEHHBIE MPENapaThl, BKIIOYEHHbIE B YKa3aHHbBIN MIepeUYeHb.

Crarbd 28. PerucTpaumoHHoe y10CTOBepeHHe JIEeKAPCTBEHHOI 0 Npenapara

1. PerucrpaniuoHHO€E yA0CTOBEPEHUE JIEKAPCTBEHHOTO MpernapaTa ¢ yKa3aHUeM JeKapCTBEHHBIX
¢dbopM U 103UPOBOK BBIAAETCSA OECCPOUHO, 32 UCKIIFOUEHUEM PErHCTPAMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO Mpernapara, BbIJJaBaeMOr0 CO CPOKOM JICUCTBHS MSTh JIET, HA BIIEPBHIC
peructpupyemblie B Poccuiickoit @enepaliyiu JeKapCTBEHHBIE MPEnapaThl.

2. 1o ucreyeHNM yKa3aHHOTO B YacTH | HACTOSIIEH CTaThU CPOKA BBIACTCS OECCPOUHOE
PErUCTPALIMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MIperapaTa Mpu YCIOBUU MOATBEPKICHUS
€ro ToCyJJapCTBEHHOM pEerucTpanuu.

Cratbsa 29. [loaTBepikieHue rocyiapcTBeHHOM perucTpanyu JeKapcTBeHHOr0 nmpenapara
1. ITonTBepkIeHNE TOCYJaPCTBEHHOM perucTpanuy JEKapCTBEHHOIO IIpenapara
OCYIIIECTBJISIETCS MPHU BbI1aue 0€CCPOYHOIO PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
Ipernapara B cy4ae, yKa3aHHOM B 4acTu 2 craThy 28 Hacrosero denepanbHOro 3aK0Ha, B
CPOK, HE MPEBbIIAIONINHI IEBSIHOCTA pa0OYMX JHEH CO IHA MOJIyYE€HUSI COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (heiepallbHbIM OPTaHOM HCIIOJHUTENIBHOM BIACTH 3asIBJIEHUS O
MOJTBEPK/IEHUU TOCYapCTBEHHOM perucTpaiuy JeKapcTBEHHOI 0 Ipernapara, 0pOpMIEHHOTO B
COOTBETCTBHUHU C YacTbIO 2 cTaThM 18 HacTosimero denepabHOTO 3aKOHA.

2. [loaTBep:xieHne TOCYTapCTBEHHOM perucTpaliy JIEKapcTBEHHOTO Npernapara
OCYILIECTBIISIETCS 1O Pe3yJIbTaTaM dKCIIEPTU3bI KaueCTBa JIEKAPCTBEHHOT'O CPEACTBA U
HKCIEPTU3BI OTHOIICHUS 0’KUJAEMOM MOJIb3bl K BOZMOKHOMY PUCKY TPUMEHEHUS
JIEKapCTBEHHOTI'O TIpernapara.

3. K 3asiBeHuI0 0 MOATBEPKACHUN FOCYIapCTBEHHON PETUCTPALIMU JIEKAPCTBEHHOTO Mpernapara
MPUJIAraloTcsl TOKYMEHT, TOATBEPKIAIOIINH YIIaTy roCyAapCTBEHHON MOIIIMHBI 32
MOATBEP>KJIEHUE TOCYAAPCTBEHHOM pErucTpaly JEKapCTBEHHOT O Ipenapara Jyis
MEAMIIMHCKOTO MPUMEHEHUS WM JIEKAPCTBEHHOTO IIpernaparta Jisl BETEpUHAPHOTO IPUMEHEHUS,
HOpMaTUBHAs JOKYMEHTALVs MJIM HOPMAaTUBHBIN JOKYMEHT, IPOEKT HHCTPYKLIUHU IO
IIPUMEHEHHUIO JIEKaPCTBEHHOT'O IIperapara, IpOeKThl MAKETOB IEPBUYHOMN YIIaKOBKU U
BTOPUYHOM (IOTpeOUTENBCKOM) YIIaKOBKU JIEKAPCTBEHHOTO Npenapara U JOKYMEHT,
coJlepsKallil pe3ybTaThl MOHUTOPUHIA O€30MaCHOCTH JIEKaPCTBEHHOIO MIpernapara,
IPOBOJIUMOTO 3asiBUTENEM, 10 (hopMe, YCTaHOBIEHHON COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM
benepanbHbBIM OPraHOM UCTIOTHUTEIBHOM BIACTH.

4. B Teuenue necaTu pabodMx JHEH co THS NPUHATHS 3asBICHUS O MOTBEPKICHUH
roCy/IapCTBEHHON PETUCTPALIMH JIEKApCTBEHHOTO Mpernapara i He0OXOAUMBIX TOKYMEHTOB
COOTBETCTBYIOILIUI YIIOJTHOMOYEHHBIH (hefepabHblii OpraH UCIIOJTHUTEIBHOMN BIIACTH:

1) mpoBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJCHUM, COIEPIKALUXCS B
IIPEJICTABICHHBIX 3asBUTEIIEM MaTepUalax;

2) npyUHUMAET pelIeHUE O POBEACHUH WU 00 OTKa3€e B MPOBEIECHUHN IKCIEPTU3bI KauecTBa



JIEKAPCTBEHHOT'O CPEJCTBA U AKCIIEPTU3bI OTHOILLIEHUS 0KUAAEMOMU MOIb3bI K BO3MOKHOMY PUCKY
MIPUMEHEHUS JIEKAPCTBEHHOTO TpEIapara;

3) yBemomIisieT B TUCbMEHHOM (hopMe 3asiBUTENSI O MPUHATOM PEIICHUH WU B CITydae IPUHSITUS
penieHus: 00 0TKa3e B MPOBEICHUH SKCIIEPTU3BI C YKa3aHUEM IPUYHMH TaKOTO OTKa3a.

5. OcHOBaHMEM JIJIsl OTKAa3a B MPOBEJICHUU SKCIIEPTU3bI KAUeCTBa JIEKAPCTBEHHOTO CPEJICTBA U
AKCIEPTU3bI OTHOLICHUS OKHIAEMOM TOJIb3bl K BO3MOKHOMY PUCKY MPUMEHECHUS
JIEKapCTBEHHOIO Mpernapara siBIsSeTcsl PeACTaBICHUE JOKYMEHTOB, YKa3aHHBIX B yacTsax 1 u 3
HACTOSIICH CTaThH, B HETIOJHOM 00BEME HJIM OTCYTCTBUE B IIPEACTABICHHBIX JOKYMEHTaX
MCYEPIBIBAIOIINX CBEACHUN, KOTOPHIC JOJKHBI OBITh OTPaXKEHBI B HUX.

6. DKcrniepTU3a OTHOILLICHHS 0KMAAEMOM TOJIb3bl K BOBMOKHOMY PUCKY MPUMEHECHUS
JIEKapCTBEHHOIO Mpernapara v (Win) SKCIepTH3a KauecTBa JIEKAPCTBEHHOTO CPEJICTBA B LIETISAX
MOATBEPKCHHS TOCYAAPCTBEHHON pEruCTpalliy JEKApCTBEHHOIO MpenapaTa IpoBOASTCA HA
OCHOBaHUU JOKYMEHTOB, YKa3aHHBIX B YACTH 3 HACTOSALIEH CTaThH, B OPAJIKE, YCTAHOBICHHOM
yactamu 5-8 cratbu 23 u cratbelt 24 Hactosiuero denepanbHOro 3aK0OHA.

7. B nepuoz npoBeaeHus MpoLeaypsl OATBEPKIECHUS T'OCYJaPCTBEHHON PErucTpanuu
JIEKapCTBEHHOTO MpernapaTa ero rpaxJaaHCKUi 000pOT OCYIIECTBIICTCS Ha TEPPUTOPUHN
Poccuiickoit @enepanuu.

Cratbs 30. BHeceHne n3MeHeHNH B JOKYMEHTBI, COiep Kaluecsi B PperucTpaiuoHHOM
J0Che HA 3aPeruHCTPHPOBAHHBIN JICKAPCTBEHHBIH NPenapar I MeIMIHHCKOro
NpUMeHeHUs

1. B nensix BHeCEHUS U3MEHEHUH B IOKYMEHTBI, COACPKAILNUECS B PETUCTPALIUOHHOM JIOChE Ha
3aperucTpUpPOBaHHBIN JIEKaPCTBEHHBIN Mpemnapar Ui MEIUIMHCKOr0 IPUMEHEHHUS], 3asIBUTEIb
IpPECTaBIsIeT B YIIOJHOMOUEHHBIN (e/iepaibHblil OpraH HCIOJIHUTEIBHON BIACTH 3asIBICHUE O
BHECEHUH TAKMX U3MEHEHUH 10 popmMe, YCTaHOBIEHHOW YITOJTHOMOUYEHHBIM (pe/iepaibHbIM
OpraHOM UCIIOJHUTEIBHON BJIACTH, U IIPUJIOKEHHBIE K HEMY U3MEHEHUS B YKa3aHHbIE
JIOKYMEHTBI, a TaKXKe JOKYMEHTBbI, IOATBEPAKAAI0IINE HEOOXOJUMOCTh BHECEHUS TAKUX
u3MeHeHui. [IpuHsTHE pelieHus 0 BHECEHUU TaKUX U3MEHEHHUH nin 00 OTKa3e B MX BHECEHUU
OCYILECTBIISICTCS B CPOK, HE MPEBHIAIONINIA AEBSIHOCTa PA00OYNX JHEH CO THS MPUHATHS
YIOJIHOMOYEHHBIM (he/iepaibHbIM OPraHOM HCIIOJIHUTENIHON BJIACTH 3asIBJIICHUS O BHECEHUU
TaKUX U3MEHEHUH.

2. B cinyyae BHECEHHs N3MEHEHUH B HHCTPYKLUIO IO IPUMEHEHUIO JIEKAPCTBEHHOTO ITpernapara
B OTHOIIIEHUHU CBEJCHMM, yKa3aHHBIX B moAnyHkTax "r" - "m", "X" myHkra 16 yactu 3 cratbu 18
HacTosero denepanpbHOro 3aKk0Ha, B COCTaB JIEKAPCTBEHHOIO IIpenapaTa JUisl MEIULIUHCKOTO
INPUMEHEHHUS , '3MEHEHHs] MeCTa IIPOU3BO/ICTBA JIEKAPCTBEHHOIO MIpernapaTa Jiisl MEIULIUHCKOTO
IIPUMEHEHHNS, U3MEHEHUS M0Ka3aTellel KauyecTBa JIEKapCTBEHHOI O IIpenapaTa JUisi MEIULUHCKOTO
NPUMEHEHHU U (UJIM) METO/I0B KOHTPOJISI KauecTBa JIEKApCTBEHHOTO Npenapara s
MEAMIMHCKOTO MPUMEHEHHNS, U3MEHEHUS CPOKA FOJHOCTH JIEKAPCTBEHHOTO IIpenapaTa Jiis
MEAMIMHCKOTO TPUMEHEHHUS TPOBOAUTCS SKCIIEPTHU3a JIEKAPCTBEHHBIX CPEACTB B YACTH
HKCHEPTH3bl KAUECTBA JIEKAPCTBEHHOI'O CPEACTBA U (MJIM) SKCIIEPTU3bI OTHOIIEHUS 0XKHJIaeMOM
M0JIb3bI K BO3MOXKHOMY PUCKY MIPUMEHEHMSI JIEKAPCTBEHHOT'O IIpernapara Jyisi MEJULITHCKOTO
npruMeHeHus. B ciyyae Heo0X0AMMOCTH BHECEHUS! MHBIX U3MEHEHUH B JAHHYIO MHCTPYKIIUIO
HKCIIEPTU3a JIEKAPCTBEHHOT'O CPEJICTBA /Il BHECEHUS TAKUX U3MEHEHUN B CBEICHUS O
3aperucTpUPOBaHHOM JIEKAPCTBEHHOM IIpenapare He IPOBOJUTCS.

3. C 3asiBeHHEM O BHECEHUU U3MEHEHUH B JIOKYMEHTHI, COepKaIlUecs: B PETUCTPALlOHHOM
JI0ChE€ Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar sl MEIULIMHCKOTO IPUMEHEHU,
HapsIly ¢ JOKYMEHTaMH, YKa3aHHBIMU B 4acTU | HACTOSIEH CTaTbU, IPEACTABIISIFOTCS
JIOKYMEHTBI, TOATBEPKA0IIUE YIUIATy TOCYJapCTBEHHOM MOLUIMHBI 32 BHECEHUE U3MEHEHNUN B
MHCTPYKIHUIO [0 IPUMEHEHHIO JIEKAPCTBEHHOTO IperapaTa JIisl MEIUIIMHCKOTO IIPUMEHEHUS,
roCy/1apCTBEHHOM MOIIJIMHBI 32 BHECEHUE U3MEHEHHUH B COCTAB JIEKAPCTBEHHOIO IIpenapara Jisl
MEAUIIMHCKOTO MPUMEHEHHS.

4. B Teuenue necaTu pabodMx JHEH co THS MOCTYIUIEHUS YKa3aHHOTO B 4acTH 1 HacTosmeH



CTaThU 3asBJICHUS U HEOOXOAUMBIX JTOKYMEHTOB YITOJIHOMOYEHHBIN (enepaabHblil opran
HCIIOJTHUTENIbHOM BIIAaCTH:

1) npoBOAUT ITPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEJCHUM, COIEPIKALUXCS B
MPEJICTABICHHBIX 3asBUTENIEM MaTepUalax;

2) IpUHUMAET PELICHUE O MPOBEACHUN YKa3aHHBIX B YaCTU 2 HACTOSIILEH CTaTbU
COOTBETCTBYIOIIUX IKCIEPTU3 JIEKAPCTBEHHOI'O CPECTBA UK 00 OTKa3e B UX MIPOBEICHUM;

3) yBegomIIsieT B MUCbMEHHOM (pOpME 3asBUTEIIS O IPUHATOM PEUICHUU WU B CIydae MPUHATHS
penieHus 00 oTKa3e B IPOBEACHUH COOTBETCTBYIOMICH SKCIIEPTHU3BI C YKa3aHUEM MPUYUH TaKOro
OTKas3a.

5. OcHoBaHMEM Ui OTKa3a B IPOBEJICHUH YKAa3aHHBIX B YACTH 2 HACTOALIEH CTaThU AKCIEPTU3
ABJIIETCS IPECTABICHNE JOKYMEHTOB, [IEPEUNCIIEHHBIX B YacTsX | U 3 HacToslel cTaTby, B
HEIMOJHOM 00beMe WIIM OTCYTCTBHE B IIPEICTABICHHBIX TOKYMEHTAX JIOCTATOYHBIX CBEJICHUM,
MOJATBEPKIAIOIINX HEOOXOMMOCTh BHECCHUS U3MEHEHHUH.

6. YKa3aHHbIE B YAaCTH 2 HACTOSALICH CTaThU SKCIEPTU3bI IPOBOJATCS B MOPSIKE,
YCTaHOBJIEHHOM cTaTbel 23 HacTodero denepanbHOro 3akoHa.

7. B cpok, HE IPEBBIMAIOIINKN MATH pad0OUHX JHEH CO JHS MOJTYYCHHS 3aKITFOYCHUH KOMUCCUI
HKCIEPTOB IO pe3yJbTaTaM YKa3aHHbBIX B YACTH 2 HACTOSIIEH CTaThbU IKCIEPTHU3,
YIIOJTHOMOYEHHBIN (peiepalibHbIi OpraH UCIIOTHUTEIbHOM BIACTH:

1) npuHKMMaeT penieHre 0 BHECEHUU U3MEHEHUN B JOKYMEHTBI, COJEPIKaIIIeCs B
PErUCTPALIMOHHOM JIOChE Ha 3apETMCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpemnapat Jis
MEIUIIUTHCKOTO IPUMEHEHUS, MM 00 0TKa3e BO BHECEHUH TaKUX M3MEHEHHUIA,

2) BHOCHT B FOCY/IapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB Ha OCHOBAHUU PEILLIEHUS O
BHECEHUU U3MEHEHHI B IOKYMEHTBI, COJIEpP KAILUECS] B PETUCTPALIMOHHOM J10ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar A MeAULIUHCKOTO TPUMEHEHUS,
HE0OXO0UMbIE U3MEHEHHUS U BO3BPAILAET UX 3asBUTEIIIO.

8. OcHoBaHUEM JJIs1 0TKa3a BO BHECEHUU MU3MEHEHUH B JOKYMEHTBI, COAEpIKaIInecs B
pPEerucTpalioHHOM JI0OChE Ha 3aperuCTPUPOBAHHbBIN JIEKAPCTBEHHBIN MTpenapatr Jis
MEAUIIMHCKOTO MIPUMEHEHHUS, SBIISETCS 3aKII0YCHHE YIIOJTHOMOUYEHHOTO (heIepaIbHOrO opraHa
UCTIOJTHUTEIILHOW BIACTH O BO3MOYKHOCTH CHIDKEHHSI O€3011acHOCTH, Ka4ecTBa, 3((HEeKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA B CIyuyae BHECEHUS TAKUX U3MEHEHUU.

9. lonmyckaeTtcst rpakaaHCKUH 000pOT JIEKapCTBEHHBIX MTPENapaToB JIsl MEAULIUHCKOTO
IPUMEHEHHUS, IPOU3BEICHHBIX JI0 IPUHATHS YIIOJIHOMOYEHHBIM (eiepabHbIM OPraHOM
VCIIOJTHUTENIbHOM BJIACTH PEIICHUsI O BHECEHUH U3MEHEHUN B JJOKYMEHTBI, COJIepKallecs B
PETUCTPAIIMOHHOM JI0Che Ha TaKue JIEKapCTBEHHbIE MpenapaThl, UM peleHust 00 0TKa3e BO
BHECEHUH YKa3aHHBIX U3MEHEHUH.

Cratbs 31. BHeceHne u3MeHeHHH B JOKYMEHTBI, CO/IEPKAIIMECS B PeruCTPAIHOHHOM
A0Che HA 32aPeruCTPUPOBAHHBIN JIEKAPCTBEHHbIN Npenapar Jisi BeTepUHAPHOI0
NpPUMEHEeHUs

1. B uensax BHeCeHHs] I3BMEHEHHI B JOKYMEHTBHI, COJIEpKAILIUECS B PETUCTPAIMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpPENapar i BETEPUHAPHOTO MPUMEHEHHS, 3asIBUTEIIb
MPEJICTaBIISIET B YIIOJTHOMOYEHHBIHN (peiepalibHbIi OpraH UCTIOTHUTENLHOM BIACTH 3asBJICHHE O
BHECEHHMH TaKUX U3MEHEHUM 110 (opMe, YCTAaHOBJICHHOM YIOJIHOMOYEHHBIM (heliepaibHbIM
OPraHOM MCIIOJIHUTEIBHOM BJIACTH, U MPUIJIOKEHHBIE K HEMY U3MEHEHUS B YKa3aHHbIE
JIOKYMEHTBI, & TAK)KE JOKYMEHTBI, TOATBEPKIAIOIINE HEOOXOIMMOCTh BHECEHUSI TAKUX
u3MeHeHul. [IpuHsaTHe pereHnst 0 BHECEHUH TaKUX M3MEHEHHI U 00 OTKa3e B UX BHECCHUH
OCYIIECTBIISIETCS B CPOK, HE MIPEBBIMIAIOIINN IEBIHOCTa pa00OUNX JHEH CO JHS IPUHATHS
YIIOJTHOMOYEHHBIM ()e/IepaIbHBIM OPTaHOM HCIIOTHUTEIHHOW BIACTH 3asIBJICHUS O BHECCHUH
TaKUX U3MEHEHUH.

2. B ciiyyae BHECEHUs U3MEHEHU B HHCTPYKIUIO 110 TPUMEHEHUIO JIEKAPCTBEHHOTO Mpernapara
JUISl BETEPUHAPHOTO MPUMEHEHHsSI B OTHOIIICHUH CBEJCHUN 00 N3MEHEHUSX TO3UPOBKH, CPOKOB
BO3MOYHOT'O UCIOJIb30BAHUS ITPOAYKIMU )KUBOTHOTO ITPOUCXOKICHUS ITOCIIE TPUMEHEHUS



JIEKApCTBEHHOIO Mpernapara Jjisi BETepUHAPHOTO MPUMEHEHUSI TPOBOJIUTCS IKCIIEPTU3a
JIEKapCTBEHHOI'O CPEJCTBA JIJIsl BETEpUHAPHOI0 MpUMEHEeHus. B ciydae Heobxonumoctu
BHECEHUS MHBIX U3MEHEHUN B JTaHHYIO HHCTPYKLIHIO SKCIIEPTU3a JIEKAPCTBEHHOT'O CPEACTBA JUIs
BETEPUHAPHOTO MPUMEHEHUS HE TIPOBOJIUTCS.

3. C 3asiBiI€eHHEM O BHECEHUU U3MEHEHUH B JIOKYMEHTHI, COAEPKAILNUECS B PETUCTPALOHHOM
JI0ChbE Ha 3apEeTUCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar Jisi BETEpUHAPHOTO PUMEHEHUS,
Hapsily ¢ JOKYMEHTaMH, YKa3aHHBIMU B 4acTU | HACTOSIIEN CTaTbU, IPEACTABIISIFOTCS
JIOKYMEHTBI, TOATBEPKIA0IIHUE YIUIATy TOCYJapCTBEHHOM MOLUINHBI 32 BHECEHUE U3MEHEHUN B
MHCTPYKIHIO 10 IPUMEHEHMIO JIEKAPCTBEHHOTO IIperapaTa Jyisl BETEpUHAPHOIO IPUMEHEHUSI.
4. B cpok, HE MPEBBIIAIONINN JECATH PAO0YMX THEH CO JTHS MOCTYIUICHUS YKa3aHHOTO B 4acTH |
HACTOSIIEH CTaThH 3asiBICHHS U HEOOXOIUMBIX TOKYMEHTOB, YIIOJTHOMOYECHHBIN (heaeparbHbINd
OpraH HUCIIOJIHUTEIbHOMN BIIACTH:

1) npoBOAUT ITPOBEPKY MOIHOTHI U JOCTOBEPHOCTH CBEJCHUM, COIEPIKALUXCS B
MPEJICTABICHHBIX 3asBUTENIEM TIOKYMEHTAX;

2) IpUHUMAET PELICHUE O IPOBEAECHUH SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA [
BETEPUHAPHOTO MPUMEHEHHSI UJIU 00 OTKa3e B €€ MPOBEICHUH;

3) yBepomIIsieT B MUCbMEHHON (pOpMeE 3asBUTEIISI O IPUHATOM PEUICHUHU HIIU B CIydae PUHSATHS
peiieHus 00 0TKa3e B MPOBEACHUH SKCIIEPTHU3bI JIEKAPCTBEHHOT'O CPEJICTBA JJIsl BETEPUHAPHOTO
IIPUMEHEHHUS C yKa3aHUEM IPUYHMH TaKOro OTKa3a.

5. OcHoBaHMEM /Ui OTKa3a B MIPOBECHUH SKCIIEPTU3bI IEKAPCTBEHHOT'O CPECTBA JIJIs
BETEPUHAPHOTO IPUMEHEHHUSI SBJIAETCS IPEICTaBICHUE JOKYMEHTOB, YKa3aHHbIX B yacTsax 1 u 3
HACTOSAIIEH CTaThU, B HEMOJIHOM 00BEME UM OTCYTCTBUE B MIPEJICTABICHHBIX TOKYMEHTAX
JOCTaTOYHBIX CBEJICHHH, TOATBEPIKIAIOIINX HEOOXOAMMOCTh BHECCHHS U3MEHECHUH.

6. DKcrepTH3a JIeKapCTBEHHOTO CPEACTBA ISl BETEPUHAPHOTO MPUMEHEHUS B IIEJISIX BHECCHHUS
M3MEHEHUH B JOKYMEHTBI, COJEPKAIINECS B PETUCTPALIMOHHOM JIOChE Ha 3apPETUCTPUPOBAHHBIN
JIEeKapCTBEHHBIN Mpenapar AJig BETEPUHAPHOTO MPUMEHEHHSI, OCYIIIECTBIISIETCS B IOPSIKE,
YCTaHOBJIEHHOM cTaTbel 24 HacTodiero denepanbHOro 3aKkoHa.

7. OcHOBaHMEM I OTKa3a BO BHECEHUH WU3MEHEHUI B JOKYMEHTBI, COJIepKaliecs B
pEerucTpalioHHOM JI0OChE Ha 3apErnCTPUPOBAHHbBIN JIEKAPCTBEHHBIN ITpenapat JUis
BETEPUHAPHOTO MMPUMEHEHHUSI, SIBIISETCS 3aKII0YCHHIE YIIOJTHOMOYEHHOTO (heiepabHOrO Oprana
MCIIOJTHUTENIbHOM BJIACTH O BO3MOKHOCTH CHHMYKEHHS 0€3011aCHOCTH, KauecTBa, 3(P(HEKTUBHOCTU
JIEKapCTBEHHOIO Mpernaparta Jjisi BETepUHAPHOr0 IPUMEHEHUS B CIyyae BHECEHUsI N3MEHEHU B
YKa3aHHbIE IOKYMEHTBHI.

8. JlomyckaeTtcs rpaxaaHCKHil 000pOT JIeKapCTBEHHBIX MPENapaToB il BETEPHHAPHOTO
MIPUMEHEHUS, TPOU3BEICHHBIX /10 MPUHSTHS YITOJTHOMOYEHHBIM (eiepaibHBIM OPTaHOM
WCIIOJIHUTENIbHON BJIACTHU PEILIEHUS O BHECEHUH U3MEHEHUN B JOKYMEHTBI, COJIEpKAIIUECS B
PEerucTpalioHHOM JIOChE Ha 3apernuCcTpUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapat Jis
BETEpUHAPHOI0 IPUMEHEHHUS, M 00 0TKa3€ BO BHECEHUH YKA3aHHBIX U3MEHEHUI.

Cratbs 32. OTMEHa rocylapCTBEHHOM PerucTPANMH JIEKAPCTBEHHOI0 Npenapara
Pemenne 06 oTMeHe rocy1apCcTBEHHONW PErMCTPALUY JIEKApCTBEHHOTO Mpenapara u
MCKJIIOYEHHH JIEKAPCTBEHHOI'O IIpenapara u3 rocy1apcTBEHHOTO peecTpa JIEKapCTBEHHBIX
CpCACTB MIPUHHUMACTCA YITOJTHOMOYCHHBIM q)CIlepaHLHI)IM OopraHomM HMCTIIOTHUTEIbHOM BIACTH B
cllydae:

1) npeacTaBieHns COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM (e/iepaibHbIM OPraHOM
UCTIOJTHUTENIHON BJIACTH 3aKIIOUEHHS O PUCKE UM 00 yrpo3€ 3710pOBBIO, )KU3HU YEIOBEKA HITU
’KMBOTHOT'O TIpY IPUMEHEHUH JIEKApCTBEHHOTO Npenapara, NPeBbIaIuX ero 3pHeKTUBHOCTbD,
0 pe3yNbTaTaM OCYIIECTBISIEMOT0 UM MOHUTOPHHIA 0€30MMaCHOCTH JIEKaPCTBEHHOTO
npenapara;

2) nogauu pa3pabOTYMKOM JIEKAPCTBEHHOT'O CPEJCTBA WIIM YITOJTHOMOUYEHHBIM UM JPYTUM
IOPUINYECKUAM JIUIIOM 3asBJICHUSI 00 OTMEHE TOCYIapCTBEHHOMN PETUCTPAIH JICKAPCTBEHHOTO
npernapara;



3) HENOATBEPKAEHMS TOCYAAPCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHOT'O IIperapara 1o
UCTEUEHHUHU CPOKa JICHCTBUS PErUCTPALlMOHHOTO YAOCTOBEPEHUS, BBIIAHHOTO Ha IATh JIET;

4) HenpecTaBICHUS 3asBUTENEM HH(OPMAIIMH, KOTOPasi MOXKET MOBJIeUb 3a COO0M
HE00XO0IMMOCTh BHECEHUSI U3MEHEHUH B TOKYMEHTBI, COJEpKAIUECS B PETUCTPALIMOHHOM J10Che
Ha 3apEeTUCTPUPOBAHHbIN JIEKAPCTBEHHBIN IIpENapaT, B TEUEHUE TPUALATH pabouuX JHEHN co AHA
HACTYIUICHUSI 3TUX U3MEHEHUH;

5) ocy1iecTBIEHUS IOCYIapCTBEHHOM perucTpalnyy JeKapcTBEHHOI O IIpenapara o1 ToproBbIM
HalMEHOBAHUEM 3aperuCTPUPOBAHHOIO PaHEe M0/l ’TUM TOPrOBBIM HAUMEHOBAaHUEM
JIEKapCTBEHHOTO NIpenapara;

6) ocylIecTBICHHS TOCYJapCTBEHHOM pEerucTpaliy 3assBUTEIEM OJJHOI'O U TOTO XKe
JICKApPCTBCHHOTO IIpCIiapaTa noJ pa3jindYHbIMU TOPTOBBIMU HAMMCHOBAHUSAMU

7) BBIHECEHUS CYIOM pELICHUs O HapyLUIeHUH IIpaB IpaBoobiaaaresis 00beKTOB
WHTEIJIEKTYaTbHOM COOCTBHHOCTH NP OOPAIICHUH JICKAPCTBEHHBIX CPEJICTB.

Cratbs 33. I'ocynapcTBeHHbIN peecTp JIeKAPCTBEHHBIX CPeICTB

Kommenmapuii 'APAHTa
Cwm. Ilonooicenue o I'ocyoapcmeennom peecmpe 1eKApCMBEHHbIX CPeOCm8, YMEepHCOeHHOe
Munzopasom PD 1 oexabps 1998 2. N 01/29-15

1. 'ocynapcTBEeHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB COAEPIKUT NEPEUCHb JIEKApCTBEHHBIX
IIPEnapaToB, NPOLIEIIINX FOCYJaPCTBEHHYIO PETUCTPALINIO, IIEpeueHb (apMalleBTUUECKUX
cyOcTaHIuil, BXOJAIIMX B COCTAB JIEKAPCTBEHHBIX MTPENapaToB, U CIEAYIOILYI0 HH()OPMAIHUIO:
1) B OTHOIIEHNH JIEKAPCTBEHHBIX IIPETIAPaTOB:

a) HaUMEHOBaHME JIEKAPCTBEHHOTO Ipernapara (MeXIyHapoJAHOE HENaTEeHTOBAHHOE MU
XUMHUYECKOE U TOPrOBOE€ HAUMEHOBAHU );

0) nekapcTBeHHas opMa ¢ yKazaHUEM JO3MPOBKH JIEKAPCTBEHHOI'O IpernapaTa U ero
KOJIMYECTBA B MOTPEOUTENBCKON YIIaKOBKE;

B) HAMMEHOBaHHE pa3pabOTUHKa JEKapCTBEHHOTO IIpenapara;

I') HAMMEHOBAHME U aJPeC MPOU3BOAUTENS JIEKAPCTBEHHOTO Npernapara;

1) (hapMakoTepaneBTUUecKast rpyIa JEKapcTBEHHOTO Mpernapara;

€) MOoKa3aHMs U MPOTUBOINOKAa3aHUS K IPUMEHEHUIO JIEKapCTBEHHOT' O Ipernapara;

) MOOOYHBIE IeHCTBUS JIEKAapCTBEHHOTO Mpenapara;

3) CPOK F'OJTHOCTHU JIEKaPCTBEHHOT'O Mpernapara;

M) YCIIOBUS XpaHEHHUs JIEKapCTBEHHOTO MTpenapara;

K) YCJIOBHSI OTIIyCKa JIEKAPCTBEHHOI'O IIpernapara;

1) HoMep (hapMaKONEeHHOM cTaTh WM B CIIydae €€ OTCYTCTBUS HOMEP HOPMATUBHOM
JIOKYMEHTaIUH JIN00 HOPMAaTUBHOTO IOKYMEHTA;

M) JlaTa TOCYAapCTBEHHOM perucTpalyy JeKapcTBEHHOTO Mpenapara U €ro perucTpaluoHHbINA
HOMEp;

2) B OTHOUIEHUHU (hapMalleBTUYECKUX CYOCTaHIIHIMA:

a) HauMeHOBaHue (PapMaleBTHYECKON CyOCTaHIIMHU (MEXTYHAPOIHOE HEMATEHTOBAHHOE WU
XMMHUYECKOE ¥ TOPrOBOE€ HAaMEHOBAHNA);

0) HauMEHOBaHME U aipec MPOU3BOAUTENS (apMalleBTUUECKON CyOCTaHIIUY;

B) CPOK F'OJTHOCTH (papMarieBTHUECKOM CyOCTaHIInY;

T') YCJIOBUS XpaHEHUs (apMalleBTUYECKOM CyOCTaHIINY;

1) HoMep (papmMakomneitHOM cTaThU WM B CIIydae ee OTCYTCTBUSI HOMEP HOPMATUBHOM
JOKYMEHTAIUH JIN00 HOPMAaTUBHOTO IOKYMEHTA.

2. @apmarieBTHUECKAsk CyOCTaHIUS, HEUCTIONb3yeMasl IIPH MTPOU3BO/ICTBE JIEKAPCTBEHHBIX
MIPErapaToB, MOKET ObITh BKJIIOYEHA B FOCY/IAPCTBEHHBINA peeCTp JIEKAPCTBEHHBIX CPEJCTB Ha
OCHOBAHMU 3as1BJICHUS Pa3pabOTUMKa, IPOU3BOAUTEIIS JIEKAPCTBEHHOTO CPEICTBA 100
YIOJTHOMOYEHHOTO UMH IOPUIUYECKOIO JIUIIA [TPH YCIIOBUU IIPOBEJACHUS B OTHOLLIEHUH TaKON



(apMmarieBTHYECKON CyOCTaHIIMH SKCIEPTU3bI KauecTBa (papMalleBTUYECKON CyOCTaHIINH B
MOPSIZIKE, YCTAHOBJIEHHOM cTaTheil 34 Hactosiiero deaepaibHOro 3aKoHa.

3. Ilopsiiok BesieHHs TOCyJapCTBEHHOTO peecTpa JICKapCTBEHHBIX CPEJCTB I MEAULIMHCKOTO
HNPUMEHEHHS U MTOPSIOK BEACHUS FOCYAapCTBEHHOTO PEECcTpa JIEKaPCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO IPUMEHEHHUS YTBEPHKAAIOTCS COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
(eneparbHBIM OPraHOM HCIIOJHUTEILHOMN BIACTH.

Crarba 34. Jkcnepru3a KadecTBa (papManeBTHUYECKOM CyOCTAHIIMU, HEUCIIOJIb3YeMOW TPH
NPOU3BO/JCTBE JIEKAPCTBEHHBIX NPeNnapaToB

1. JIns BiroueHust papmManeBTHUECKOM CyOCTaHIIMMU, HEUCIIOIb3YEMOM MPU IPOU3BOJICTBE
JIEKapCTBEHHBIX [IPENApPaTOB, B FOCY1apCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPENCTB, IPOBOAUTCS
JKCIIEPTHU3a €€ Ka4eCTBa.

2. DKcrnepTr3a KayecTBa yKa3aHHOW B 4acTH | HacTosAlIeH cTaTbu hapMarieBTHYECKON
cyOCTaHIIUM, COCTABIEHUE KOMUCCHEN KCIIEPTOB 3aKIIIOYEHUH 110 pe3ysibTaTaM TaKou
AKCHEPTHU3BI U UX HAIIPABICHHUE B YIIOJHOMOUYEHHBIN (pe/iepaibHbli OpraH UCTIOIHUTEIbHON
BJIACTH OCYLIECTBIISIOTCS B CPOK, HE IIPEBBILAOIINNA MIECTUAECATH padouux AHEN co AHA
IIOJIy4E€HUS IKCIIEPTHBIM YUPEKIEHUEM COOTBETCTBYIOLIETO 3a1aHMs YIIOJTHOMOYEHHOTO
(benepaabHOro opraHa UCIOJHUTEIBHOM BIACTU U JOKYMEHTOB, YKa3aHHBIX B ITyHKTax 4 - 7
yacTtu 3 crarbu 18 Hactosmero deaepaibHOrO 3aKOHA.

3. I npoBeeHMs SKCIIEPTU3bl KaueCcTBa yKa3aHHOM B 4acTH 1 HacTosuiel craTbu
(dapmalieBTUYECKOM CyOCTaHLIUU 3aABUTENb MPECTABIISAET B YIIOJTHOMOYEHHBIN (eiepalibHbIi
OpraH UCIIOJIHUTEIBHOM BIIACTH:

1) 3asByI€HUE O BKJIFOUEHUH B TOCYJApCTBEHHBIN pEeCTp JIEKAPCTBEHHBIX CPEICTB JAHHON
dapmalieBTUYECKOM cyOCTaHIINN;

2) JOKYMEHT, NOATBEPKAAIOIINN YIIJIaTy TOCY1apCTBEHHON MOLUIMHBI 32 BKIIOYCHHE
(bapMmareBTHYECKON CyOCTaHIMM, HEUCIIOIb3YEMOM TP IPOU3BOJICTBE JICKAPCTBEHHbBIX
[IPENapaToB, B TOCYIaPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPE/ICTB;

3) IOKyMEHTBI, yKa3aHHbIE B TyHKTax 4 - 7 yactu 3 crateu 18 Hacrosmero deaepaibHOro
3aKOHa.

4. B Teuenue ATy pabounx JHEH co JHS MPUHATHS 3asiBIICHUS O BKIIOUEHUH YKa3aHHOM B 4yacTH
1 Hacrosel ctaThu (hapMaleBTUUECKON CYOCTaHIINK B TOCY/IapCTBEHHBIN PeecTp
JIEKapCTBEHHBIX CPENCTB U JOKYMEHTOB, IEPEUUCIICHHBIX B YacTH | U IMyHKTE 2 4yacTy 3
HACTOSAIIEH CTaThb, YIIOJIHOMOYEHHBIN (he/iepaibHblii OpraH UCIIOJIHUTENBHOMN BIIACTH!

1) IpoBOAMT MPOBEPKY MOJHOTHI JAHHBIX, COAEPIKALIMXCS B IPEICTABICHHBIX 3asBUTEIEM
JIOKYMEHTax;

2) NpUHUMAET pelIeHUe O HAIIPABJICHUH B SKCIIEPTHOE YUPEXKICHHUE 3aJaHNs Ha IPOBEJICHNE
AKCIIEPTU3BI KaUeCTBa YKa3aHHOU B yacTu | HacTosiiel cTatby hapmMarieBTHUeCKON CyOCTaHIIMU
WK 00 OTKa3e B TAKOM HaIIPABICHUH;

3) yBeomiiieT B TUCbMEHHON (hopMe 3asBUTENS O MIPUHATOM PELICHUH UJTU B CITydae 0TKasa C
YKa3aHHWEM IIPUUYUH TaKOro OTKa3a.

5. OcHoBaHMEM I OTKa3a B HAIIPABJIEHUU B SKCIIEPTHOE YUPEKICHUE 3aJjaHHsI Ha ITPOBEICHUE
HKCIEPTH3bl KAUECTBA YKa3aHHOM B 4acTH 1 HacTodwIel cTarbu apMalieBTUUECKON CyOCTaHIH
ABJIIETCS HEMPECTABIIEHUE JOKYMEHTOB, IEPEYNCIICHHBIX B YaCTH 2 U MyHKTE 2 YacTu 3
HACTOALLEHN CTAThHU.

6. B Tedyenune naTHaALATH pabOUMX JHEHN CO JAHS MOITYYEHUS PEeIIeHUs YIIOJTHOMOYEHHOTO
(benepaabHOro OpraHa UCHOJHUTEIBHOM BIACTH O HANPABJIEHUH B SKCIIEPTHOE YUpPEXKICHHE
3aJlaHus HAa MPOBEACHUE HKCIIEPTU3bI KAUECTBA YKa3aHHOM B 4aCTH | HACTOAIIEH CTaThu
bapMmarieBTUYECKON CYOCTaHIINM 3assBUTENb MPEJCTABISET B AKCIIEPTHOE YUPEKICHUE IS
MIPOBEJICHUS TaHHOM KCIIepTH3bl 00pasiibl papMaleBTUYECKONW CyOCTaHIIMHU B KOJIMYECTBE,
HE00XO0IMMOM JJIsl BOCIIPOU3BEACHUS METO/I0B KOHTPOJIS KayecTBa. DKCIEPTHOE YUpEeKICHHE
IIPU MOJIy4€HUHU 00pa3oB YKa3aHHOM B 4acTu | HacTodlel cTatbu (hapMaleBTHUECKON
CyOCTaHIIMH BBIAAET 3asIBUTEIIO JIOKYMEHT, OATBEPKIAIOINIA MOTydeHre 3TUX 00pasIioB, U B



CPOK, HE TIPEBBIIIAIOIINN TpeX paboymX JHEH, yBeIOMIISET B MUCbMEHHOM hopme 00 3TOM
YIOJIHOMOYEHHBIN (peiepanibHbI OpTraH UCIIOTHUTEIBHON BIACTH. DTH CPOKHU HE BKIIIOYAIOTCS B
CPOK IIPOBEJICHUS JAHHOM 3KCIIEPTU3HI.

7. JJOKyMEHTBI, TOCTYIUBIINE B SKCIIEPTHOE YUPEKACHUE AJI IPOBEACHUS IKCIIEPTU3BI
Ka4yecTBa YKa3aHHOM B 4acTH 1 HacTosMIeH cTaThy (hapMaleBTHUECKON CyOCTaHIIUH, TTOAJICKAT
BO3BpaTy B YIIOJTHOMOYEHHBIH (enepalbHbli OpraH UCIIOJIHUTEIHHON BJIACTH OJTHOBPEMEHHO C
3aKJIFOYEHUSAMH IO pe3yJIbTaTaM MPOBEACHHON 3KCIEPTU3HI.

8. B cpok, He npeBbIaoIuil ISTH padodyuX AHEH CO JHS MOTyYeHHS 3aKII0YCHHUS] KOMUCCUU
AKCIIEPTOB IO pe3yJbTaTaM dKCIIEPTU3bl KAUECTBA YKA3aHHOM B yacTH 1 HacTosulel craTbu
bapmalieBTUYECKOM cyOCTaHLIUH, YITOIHOMOYEHHBIN (hefiepanbHbIid OpraH UCIOTHUTEIBHON
BJIACTHU:

1) ocy1iecTBIsI€T OLEHKY TAKOTO 3aKIFOYESHHUS [Tl ONPEICIICHUs €r0 COOTBETCTBHS 33JaHHIO Ha
IIPOBEJICHUE TAHHOM SKCIIEPTU3BI,

2) IpUHUMAET PEIICHHUE O BKIIFOYCHUH YKa3aHHOW B YacTH 1 HACTOSIICH cTaThu
(dapMmarieBTHYeCKON CyOCTaHIIMH B TOCYJIapCTBEHHBIN PEeCTp JIEKapCTBEHHBIX CPEACTB WIN
pelieHue o0 0TKa3e B TAKOM BKJIIOUEHUU;

3) BHOCUT IIpU MPUHATHH PEILICHUS O BKIIOYEHUH YKa3aHHOM B yacTH 1 HacTosIIeN cTaTbu
dbapmaleBTUYECKOM CyOCTaHIIUU B TOCYIaPCTBEHHBIN PEeCTp JIEKApPCTBEHHBIX CPE/ICTB
pelyCMOTPEHHYIO TyHKTOM 2 yactu 1 cratbu 33 Hacrosuiero denepaibHOro 3aKkoHa
uH(GOPMAILIMIO U YBEIOMIIET 00 3TOM B MTUCbMEHHON (hopMe 3assBUTETIS.

Cratbsa 35. IloBTOPHOE MpeACTaAB/ICHHE JIEKAPCTBEHHOI0 NIpenapara, He pOLIeAIIero
rocy1apCTBEHHOM PerucTPALUM JIEKAPCTBEHHBIX NIPENnaparoB, HA rOCYAAPCTBEHHYI0
PEruCTPAIMIO JTeKAPCTBEHHBIX NPenapaTos

[ToBTOpPHOE IIpE/ICTaBIEHUE B COOTBETCTBYIOINI YIIOJTHOMOUYEHHBIN (pesiepanbHblil opraH
VICIIOJIHUTENIBHOM BJIACTH JIEKAPCTBEHHOTO IIpenapara, He IPOLIEAIIETr0 roCyJapCTBEHHON
PErucTpanyy JICKapCTBEHHBIX IIPENApaTOB UM MOJYYHBILIETO OTKAa3 B YKa3aHHOM pErucTpanuu
Y BIIOCJIEACTBUHM ITOABEPIILIErocs N3MEHEHHUIO B YaCTH €r0 COCTaBa, PACCMaTPUBAETCS KaK
IIPEJICTaBICHUE HOBOT'O JIEKAPCTBEHHOI'O IIPENapaTa Ha €ro TOCy1apCTBEHHYIO PETUCTPALIUIO
HE3aBHCHMO OT COXPAHEHHUs €ro NEPBUYHOI0 HAUMEHOBAHMUS.

Crarbs 36. O0xajioBaHHe pelieHUs1 00 0TKa3e B BbIJa4ye paspelieHusl HA POBeleHue
KJIMHUYECKHX MCCJIe0BAHUI JIeKaPCTBEHHOI0 Npenapara ujim pemeHus o0 oTkase B
roCcy1apCTBEHHOI perucTpanum JeKapcTBEHHOI0 npenapara

Pemienne coOTBETCTBYIOIIETO YIIOTHOMOUYEHHOTO (DeiepaibHOr0 OpraHa HCTIIOTHUTEIHLHOM
BJIACTH 00 OTKa3€ B BbIJaue pa3pelieHus Ha IPOBEACHIE KIMHUYECKUX UCCIIEeTOBAHHMA
JIEKapCTBEHHOTO MpernapaTa Win perieHrne 00 0TKa3e B TOCYIapCTBEHHON perucTpaiuu
JIEKapCTBEHHOTO MperapaTa MOXKET ObITh 00’KaJIOBAHO B MOPSI/IKE, YCTAHOBIEHHOM
3akoHoaresbecTBoM Pocceuniickoit denepanuu.

Cratbsa 37. UnpopMmanus, CBI3aHHASA € OCYLIECTBJICHHEM IOCYyAapCTBEHHOM perncrpanuu
JIEKApPCTBEHHBIX NPenaparoB, HHGopManus 0 3aperuCTPUPOBAHHBIX JIEKAP CTBEHHBIX
npenaparax u JIeKapCTBeHHBIX Npenaparax, HCKJIIYeHHBIX U3 rOCYy1apCTBEHHOI0 peecTpa
JIEKAPCTBCHHBIX CPEACTB

1. CooTBEeTCTBYIOINI YIOTHOMOUYEHHBIH (pe/iepanbHblil OpraH UCTIOIHUTEILHON BIACTH
pa3MeliaeT Ha CBoeM opuIMaIbHOM caiite B ceTH "MHTepHeT" nHpopmMalinio, CBI3aHHYIO C
OCYIIECTBIEHUEM I'OCYAapPCTBEHHOM PErUCTPALIMH JIEKAPCTBEHHBIX IIPENApaTOB, B TOM YHCIIE
IIPOBEJICHUEM SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB, MH(OPMALIMIO O 3aPETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIpelaparax U JICKapCTBEHHBIX IIperapaTax, UCKIOYEHHBIX U3
roCy/IapCTBEHHOT'O peecTpa JIEKAPCTBEHHBIX CPEJCTB, HE MO3HEE YEM Uepe3 MATh pabodux AHEH
CO JHS MOJyYeHUS COOTBETCTBYIOLIUM YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM
HWCIIOTHUTENbHOM BIACTH 3asBIICHUS O FOCyzlapCTBeHHOP’I pPErucTpairu JCKapCTBECHHOI'O



npenapara.
2. Cpoku ¥ MOPSZIOK pa3MENIeHUsT yKa3aHHOW B yacTu | HacTosmel craTbu nHpopManuu
YCTaHaBJIMBAKOTCA YIIOJIHOMOYCHHBIM (l)ellepa.HBHBIM OpraHom MCIOJHUTEIBHOM BIACTH.

I'naBa 7. Kiiunn4eckue ucc/jieJ0BAHUA JeKAPCTBEHHBIX NIPENapaToB JI MeIUIHHCKOT0
NpUMeHeHHs1, J0T0OBOP 00 UX NMPOBe/IeHUH, IPABA NAIHEHTOB, YYACTBYIOIIMX B 3THX
HCCJIeIOBAHUSX

Crarpbs 38. KnnHuyeckune uccjieIoBaHus JeKapPCTBEHHbIX NPeNapaToB 1Jsl MeAMLIHHCKOT0
NpUMeHeHUs

1. Knnunnueckue nccie1oBaHus JIEKAPCTBEHHBIX MPENapaToB A1 MEAUIIMHCKOIO IPUMEHEHHUS, B
TOM YHUCJIE MEXIYHApOAHbIE MHOTOLIEHTPOBBIE, MHOTOLIEHTPOBBIE, TOCTPETUCTPALIIOHHBIE,
IIPOBOASTCS ISl TOCYAAPCTBEHHOM pErUCTpalvy JEKapCTBEHHBIX [IPENapaToB U HHOTO
MpeIHa3HAYeHHs B OJJHON MJIM HECKOJIBKUX MEAUIIMHCKUX OPTaHU3aIMsIX B COOTBETCTBUH C
NpaBUIaMU KJIMHUYECKON MPAKTHKH, YTBEPKICHHBIMH YIIOJIHOMOYEHHBIM (heieparbHbIM
OpraHOM HCHOJHUTENBbHOM BIIACTH, COOTBETCTBEHHO B CIEAYIOLIUX LIEIX:

1) ycranoBiieHre 0€30MacHOCTH JIEKaPCTBEHHBIX MPENapaToB AJisl 3I0POBBIX JOOPOBOJIBIIEB U
(uM) IEPEHOCUMOCTH UX 3J0POBBIMU 100POBOJIBIIAMY, 32 HCKIIOUEHUEM TaKUX UCCIIeI0BaHUI
JIEKapCTBEHHBIX MPENAPATOB, POU3BEICHHBIX 3a peaenamu Poccuiickoit denepannu;

2) no6op ONTUMATBHBIX JO3UPOBOK JIEKAPCTBEHHOTO Mpenapara U Kypca JISUeHHUs s
NAIMEHTOB C OINPEAEICHHBIM 3a00JI€BaHUEM, ONITUMAIIBHBIX /103 U CXEM BaKLMHAIUU
UMMYHOOHOJIOTHYECKHUMH JIEKAPCTBEHHBIMU MperapaTaMu 3J0POBBIX J10OPOBOIIBIIEB;

3) ycraHoBieHHE 0€30MMaCHOCTH JIEKAPCTBEHHOTO TipenapaTa 1 ero 3 ()eKTUBHOCTH IS
MAIMEHTOB C ONpeAeTIeHHBIM 3a00JIeBaHUEM, TPOPHIIAKTUYECKOH 3D PeKTUBHOCTH
UMMYHOOHMOJIOTHYECKUX JIGKAPCTBEHHBIX MPENapaToB s 3I0POBBIX TOOPOBOJIBIICE;

4) n3y4eHre BO3MOKHOCTH PaCUIMPEHUs TOKa3aHUH I MEAUIIMHCKOTO TPUMEHEHHUS U
BBISIBIICHHSI paHEE HEM3BECTHBIX MOOOYHBIX JCHCTBHIA 3apETUCTPUPOBAHHBIX JIGKAPCTBEHHBIX
MpernapaToB.

2. B oTHOLIEHNH BOCIIPOM3BEIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB 1 MEAUIIMHCKOTO
MPUMEHEHHUS TPOBOAATCS UCCIIeI0OBaHUS OMOIKBUBATICHTHOCTHU U (UJIH) TEPAreBTUYECKOM
HKBHUBAJIEHTHOCTHU B MIOPSAKE, YCTAHOBJIECHHOM YIIOJTHOMOYEHHBIM (eiepaibHbIM OPraHOM
UCTIOJIHUTEJILHOW BJIacTH.

3. Opranu3zanuio MpoBeIeHUs] KIMHUYECKUX HCCIIe0BaHUM JIEKapCTBEHHOTO Npenapara Jjis
MEUIIUHCKOTO IPUMEHEHHUs BIIPAaBE OCYLIECTBIATh:

1) pa3paboTuuk JIeKapCTBEHHOTO Mpenapara Wi yIIoJTHOMOUYEHHOE UM JIMIIO;

2) oOpa3oBaTenbHbIe YUpPEXKACHUS BBICIIEro MPo(hecCHOHaTFHOTO 00pa30BaHus U (W)
o0pa3oBaTelbHbIE YUPEKIEHUS JOMOJIHUTEIBHOIO TPO(ECCUOHATIBHOTO 00pa30BaHus;

3) Hay4YHO-UCCIIEI0BATEIbCKUE OPTaHU3AIIUH.

4. KnuHuueckue ncciieIoBaHus JIEKapCTBEHHBIX MIPENapaToB /Uil MEIUIIUHCKOTO IPUMEHEHUS
IIPOBOJSTCS B MOPSIJIKE, YCTAaHOBIEHHOM cTaThsiMu 20 - 22 Hacrosmero deepanbHOro 3aKOHa,
Ha OCHOBaHHUHM pa3pelIeHus Ha MPOBEACHNE KIMHUUECKOTO UCCIIE0BAHUS JICKApCTBEHHOTO
npernapara, BbIJIAHHOTO YIIOJIHOMOUYEHHBIM (he/iepaabHbIM OpraHOM UCIIOJHUTENBbHOM BIIACTH, B
COOTBETCTBUM C LIEJIIMH, YKa3aHHBIMH B YyacTu 1 HacTosmeil craTby. Y IOJTHOMOYEHHBIN
benepanbHbIN OPraH UCIOJHUTENBHOM BIIaCTH BEAET PEECTP BbIAAHHBIX pa3pelleHuil Ha
IPOBE/IEHUE KIIMHUYECKUX UCCIIE0BAHUH JIeKapCTBEHHBIX MpenapaToB, COAEPKAIINN yKa3aHue
Ha UX LeJb WIH LI€JH, B YCTAHOBJICHHOM 3THM OPraHOM MOPSJIKE.

5. B cniydae ocyniecTBiIeHHs rOCy1apCTBEHHON PETUCTPALINU JIEKAPCTBEHHOTO Npenapara
rocy/apcTBEHHasl MOIUIMHA 32 TPOBEJCHUE SKCIIEPTU3bI TOKYMEHTOB JJIsl TIOJy4EHUs
paspelIeHnit Ha MPOBEICHUE KIMHUYECKUX UCCIIeI0BAaHHM JIeKapCTBEHHOTO Ipernapara st
MEAMIIMHCKOTO MPUMEHEHHUS U ATHUECKOM 3KCIIePTU3bI IPU 0OpAIIEHUH 32 TOCYAapCTBEHHOM
perucrparnmei JJIeKapcTBEHHOTO MpernapaTa B COOTBETCTBUU C LIENbIO WM LEJISIMH, YKa3aHHBIMU
B 4aCTH | HACTOAIIEN CTaThH, YIIJIAYMBAECTCS OJJHOKPATHO.



6. K opranuszanuu npoBeieHUs] KIMHUYECKUX UCCIIEI0BAaHUM JIEKApCTBEHHOIO Mpemnapara s
MEUITMHCKOTO MPUMEHEHHS pa3pabOTYMKOM JICKAPCTBEHHOTO TperapaTa MOTYT IPHBIICKATHCS
IOPUIMYECKUE JIUIA JTF000H OpraHU3alMOHHO-TIPABOBOM (DOPMEBI IPU YCIIOBUH 00ECTICUCHUS
COOTBETCTBUS ATUX HCCIIECOBAaHUI TpeOoBaHMsIM HacTosmero denepaibHOro 3aKOHA.

7. Kiinauueckue ucciieIoBaHus JIEKapCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO TPUMEHEHUS
MIPOBOJIATCS B MEMIIMHCKUX OPraHU3AIMIX, aKKPSIUTOBAHHBIX YITOJTHOMOYEHHBIM
denepanbHBIM OPTaHOM UCTIOTHUTEIHLHOU BIACTH B MOPSIIKE, YCTAHOBICHHOM [IpaBUTEIHCTBOM
Poccuiickoit deneparumu.

8. [lepedyeHb MEIUIIMHCKUX OpraHU3alllii, UMEIOIIUX MTPaBO MPOBOAUTH KIMHUYECKUE
HCCJICI0BAHMS JICKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO PUMEHEHHS, K PEECTP
BBIJIJAHHBIX pa3pelIeHUi Ha MPOBECHUE KIIMHUYECKUX MCCIISI0BAHMM JIEKAPCTBEHHBIX
MIpenapaToB OMyOJUKOBBIBAIOTCS U Pa3MENIAIOTCS YIIOJIHOMOYCHHBIM (peiepaaIbHbIM OPraHOM
WCTIOJTHUTEIIHOM BJIACTH B YCTAHOBIIEHHOM UM TOPSIKE HA CBOEM O(PHUIIHAIIEHOM CAlTe B CETH
"Unatepnert".

Kommenmapuii FTAPAHTa
O nepeunsx yupedxcoenuil 30pagooxXpaneHus, UMeruux npaso nposooUms KiuHu4yecKue
uccne008anus 1IeKapCcmeeHHblX cCpeocma, CM. CHPABKY

Crartbs 39. Me:xkayHapoaHOe MHOTOLEHTPOBOE KJINHUYECKOe UCC/IeJ0BaHHe
JIEKAPCTBEHHOI'0 Mpenapara jJJisi MeIUIUHCKOr0 NpUMeHeHHUsl HJIH MOCTPErucTpaunoHHoe
KJIMHHYeCKOe Hccilel0oBaHHe JIEKAPCTBEHHOI0 Npenapara JJisi MeIMIHHCKOr0 MpUMeHeHHu sl
1. MexayHapoAHOE€ MHOTOIICHTPOBOE KIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOTO MperapaTa
JUTSL METUITMHCKOTO PUMEHEeHHsI Ha TeppuTopuu Poccuiickoit denepannu nim
MOCTPETUCTPAITMOHHOE KIIMHUYECKOE UCCIIEA0BAHHE JIEKAPCTBEHHOTO Mperapara AJis
MEAMIIMHCKOTO MPUMEHEHHUS IPOBOJUTCSI HA OCHOBAHUU Pa3pelIeHHs Ha IPOBECHIE
KJIMHUYECKOT'0 MCCIICIOBAHUS JIEKAPCTBEHHOIO Mpenapara, BbIJAHHOTO YIIOJTHOMOYEHHBIM
dbenepanbHBIM OPraHOM HCTIOJIHUTEIHHON BIACTH 10 Pe3y/IbTaTaM IKCIEPTU3bI JOKYMEHTOB,
HEOOXOIUMBIX IS MOJYyYEHHUs pa3pelieHusl Ha MPOBEICHUE MEKTyHAPOIHOTO
MHOTOIIEHTPOBOT'O KIIMHUYECKOTO UCCIIEIOBAaHUS JIEKAPCTBEHHOTO MpernapaTa 1uiu
MOCTPETUCTPAITMOHHOTO KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpernapara, U STUYECKOU
OKCIEPTU3HIL.

2. s mosrydeHust pa3pelieHus Ha MpoBEACHUE MEXTYHAPOIHOTO MHOTOLIEHTPOBOTO
KIIMHUYECKOT0 UCCIIEIOBAHMS JIEKAPCTBEHHOTO MpernapaTa Jyisl MEIUIIMHCKOTO MPUMEHEHUS WIIH
MOCTPETUCTPAITMOHHOTO KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpernapara s
MEAUIIMHCKOTO MTPUMEHEHUS B YIIOJTHOMOYEHHBIN (peiepabHbIi OpraH UCIOTHUTEIHHON BIACTH
3asIBUTEIb TIPEACTABIISIET:

1) 3asiBIIeHUE O BBIJJaU€ pa3pelIeHUs Ha MPOBEACHUE MEXKTYHAPOTHOTO MHOTOIIEHTPOBOTO
KIIMHUYECKOT'0 UCCIIEIOBAHMS JIEKAPCTBEHHOTO MpernapaTa Jyisl MEIUIIMHCKOTO MPUMEHEHUS WIIH
MOCTPETUCTPAITMOHHOTO KIIMHUYECKOTO MCCIIEIOBAHUS JIEKAPCTBEHHOTO Mpernapara st
MEAUIIMHCKOTO MTPUMEHEHHUS,

2) TOKYMEHT, MMOATBEPAAFOIINN yIIATy TOCYIapCTBEHHON MONUIMHBI 32 BBIJIAYY Pa3peIICHIS
Ha MPOBEACHUE MEXIYHAPOAHOTO MHOTOIIEHTPOBOTO KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOTO Mpernaparta Jjisi MeTUITMHCKOTO MPUMEHEHHS WJIA TOCYAapCTBEHHOMN MOMITHHBI
3a BBIJAUy pa3pelieHus Ha IPOBEICHHE MOCTPErUCTPAIIHOHHOTO KIIMHUYECKOTO UCCIIET0BaHMUS
JIEKapCTBEHHOTO Mpernapara Jijisi MeIUITMHCKOTO IPUMEHEHHS;

3) OTYET 0 NOKIMHUYECKHUX UCCIIEOBAHUSX JIEKAPCTBEHHOTO CPEACTBA U OTUET O MIPOBEICHHBIX
paHee KIMHUYECKUX UCCIIEIOBAHMX JIEKAPCTBEHHOTO MperapaTa il MeTUIIMHCKOTO
npuMeHeHU (TIPU HAJMYUH);

4) MPOEKT MPOTOKOJIa KIMHUYECKOTO UCCIIEAOBAHMS JICKAPCTBEHHOTO TIpemnapara Jist
MEAUIIMHCKOTO MTPUMEHEHHUS,

5) O6porrtopy uccaea0BaTeNs;



6) nH(OPMAITMOHHBIN JIMCTOK MAIIMEHTA, YYaCTBYIOUIETO B KIIMHUYECKHX HCCIETOBAHUAX
JIEKapCTBEHHOT O Npenapara A MEIUILIMHCKOIO IPUMEHEHUS;

7) cBeneHust 00 ombITe PabOTHI UCCIEIOBATENCH IO COOTBETCTBYIOIIUM CIIEHUAIBHOCTSM H UX
OIbITE PAOOTHI IO MPOBEACHUIO KIMHUYECKUX HCCIIeI0BAaHUM;

7.1) cBeieHUS O MEAMIIMHCKUX OpraHU3alMsIX, B KOTOPBIX MPEANoIaraeTcs IpoBeACHNUE
KJIMHUYECKHUX MCCIIeI0BaHUMN JIEKApCTBEHHOTO IIpenapaTa Ui MEAULUHCKOTO IPUMEHEHHUS;
7.2) npenrosiaraeMble CpOKH IIPOBEAEHUS KIMHUUECKOTO UCCIIEA0BaHUs JIEKaPCTBEHHOT O
npenapara Jyis MeIMLIMHCKOTO IPUMEHEHHUS;

8) KONMIO MPEABAPUTEIBHOIO JOrOBOpa 00513aTEILHOIO CTPAXOBAHUS XKU3HU, 310POBbsI
NAlMEHTOB, YYACTBYIOIIUX B KIMHUYECKOM HCCIIEI0BaHUHU JIEKAPCTBEHHOTO IIpernapara Jyis
MEIUIIUHCKOTO IPUMEHEHUS, MM KOITUIO IOTOBOPA 0053aTEIbHOTO CTPAXOBAHUS JKU3HH,
3J0POBbs MAIIMEHTOB, YYaCTBYIOIIUX B KIMHUYECKOM UCCIIEI0BaHUH JIEKApCTBEHHOTO
npernapara Juisi MEJUIUHCKOTO IPUMEHEHUS;

9) undopmarnuio o0 cocTaBe JIEKapCTBEHHOTO Mpenapara s oJIyuyeHHs pa3pellieHns Ha
IIPOBEJCHUE MEXKIYHAPOJHOTO MHOTOLIEHTPOBOI'O KIIMHUYECKOT0 UCCIIEA0BaHUS
JIEKapCTBEHHOTO Mpenapara A MEIUILIMHCKOIO IPUMEHEHUS;

10) ntoKymMeHT, coep Kalliil CBeIeHUs O MMOKa3aTeNsIX KauyecTBa JIEKapCTBEHHOIO IIpernapaTa Jyist
MEIUIUHCKOTO IPUMEHEHHUs, IPOU3BEICHHOTO JUIsl TPOBEACHUS KIMHUYECKUX HCCIEIOBAHUH.
3. B cpok, He npeBbIIAOIMNN IATH padoYuX JHEHN CO IHS NPUHIATHUS YKa3aHHOTO B IIyHKTE |
YacTH 2 HACTOALIEH CTaTbU 3asBJICHUS U HEOOXOAUMBIX JOKYMEHTOB, YIIOJTHOMOYEHHBIN
dbenepabHBIA OpraH UCMOJIHUTEIBHON BIACTH:

1) IpoBOAMT MPOBEPKY MOJHOTHI U JJOCTOBEPHOCTH CBE/ICHUI, coJlepKalluxcs B
IIPEJICTaBICHHBIX 3asiBUTENIEM IOKYMEHTAX;

2) IpUHUMAET PeIIEHUE O MPOBEJCHUH IKCIIEPTU3bI JOKYMEHTOB Ul OJIYUYEHHUS Pa3peIieHus
Ha MPOBEACHUE MEXTYHAPOAHOIO MHOTOLIEHTPOBOI'O KIIMHUYECKOTO UCCIIEI0OBAaHUS
JIEKapCTBEHHOTO Npernapara Al MEIUILIMHCKOIO IPUMEHEHUS UITH TTOCTPETUCTPALIUOHHOTO
KJIIMHUYECKOI0 UCCIIEIOBaHMsI JIEKAPCTBEHHOIO IIpenapara Jisi MEAULUHCKOTO IPUMEHEHUS U
3THUYECKON IKCIEPTH3bI IMO0 00 OTKa3e B MPOBEICHUH YKa3aHHbBIX IKCIEPTH3;

3) yBepomIIsieT B MUCbMEHHON (pOpMeE 3asBUTEIISI O IPUHATOM PEUICHUHU HIIU B CIydae PUHSATHS
peeHus 00 0TKa3e ¢ yKa3aHUueM NPUYMH TaKOTro 0TKa3a.

4. OcHOBaHHUEM JUJIsl OTKA3a B POBEACHNUHN IKCIIEPTU3BI JOKYMEHTOB ISl TOTYYECHHUS
paspeleHus Ha IPOBEACHNE MEXTYHAPOIHOTO MHOTOLIEHTPOBOI'O KIIMHUYECKOI O UCCIIEJOBAHMUS
JIEKapCTBEHHOI'0 IIpernapara Jyuisi MEJUIIUHCKOTO MPUMEHEHHS TN TIOCTPETUCTPALIMOHHOTO
KJIIMHUYECKOIO UCCIIEIOBaHMs JIEKAPCTBEHHOIO IIpenapara sl MEAULUHCKOTO IPUMEHEHUS U
ATUYECKOM 3KCIEPTU3HI SBIISIETCS MIPEICTABICHUE JOKYMEHTOB, IPEAYCMOTPEHHBIX YaCThIO 2
HACTOsILEH CTaThH, B HETIOJIHOM 00beMe JTM00 OTCYTCTBHUE B MPEJICTABICHHBIX JOKYMEHTAX
MCYEPIBIBAIOIIETO NEPEUHsl HEOOXOJUMBIX CBEIEHUN WM MH(OPMALIUU, KOTOPbIE 10JKHBI OBITH
OTpaXCHbI B HUX.

5. IlpoBenenHue sKCepTU3bl JOKYMEHTOB JJIsl IOJMYyYEHUS pa3pellieHns Ha IPOBEICHHE
MEXYHapOJHOIO MHOTOLIEHTPOBOI'O KIIMHUYECKOIO UCCIIEJOBAHMS JIEKAPCTBEHHOIO IIpenapara
JUTSL METUILIUHCKOTO IPUMEHEHMSI TN TIOCTPETUCTPALMOHHOTO KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOT'0 Ipenapara Ui MEJUIIMHCKOTO IPUMEHEHMS U STHYECKOMN 3KCIIEPTU3BI U
BbI/1aya pa3pelieHrs Ha IPOBEAeHHE MEXTYHApOAHOIO MHOTOIIEHTPOBOIO KIIMHUYECKOTO
MCCIJIEIOBAHMSI JIEKAPCTBEHHOTO MTpenapaTa Jilsl MEIULUHCKOTO IIPUMEHEHUS WIN
MOCTPETUCTPALIMOHHOTO KIIMHUYECKOTO UCCIeI0BaHUS JIEKApCTBEHHOTO Mpernapara Jiis
MEIUIIUHCKOTO IPUMEHEHHUS OCYLIECTBISIOTCS B MOPAAKE, YCTAHOBICHHOM cTaThsiMu 20 - 22
HacTosero denepanbHOro 3aK0Ha.

6. Pemienust 06 oTkasze B MPOBEACHUH SKCIIEPTU3bI JOKYMEHTOB JIJIsl TOJIyYEHUs pa3pelieHns Ha
MIPOBEJICHNE MEXIYHAPOJHOTO MHOTOLIEHTPOBOTO KIIMHUYECKOTO UCCIIeI0BaHUS
JIEKapCTBEHHOTI'0 Ipernapara s MEJUIMHCKOTO IPUMEHEHMS MJIU TIOCTPETUCTPALIMOHHOTO
KJIIMHUYECKOT0 UCCIIEIOBaHMS JIEKAPCTBEHHOTO MperapaTa sl MeIMLIUHCKOI0 IPUMEHEHHUS U
ATUYECKOM 3KCIEPTU3HI U B BblJaU€ Pa3peLICHNs Ha IPOBEIEHUE MEKIYHAPOIHOTO



MHOT'OLIEHTPOBOT'O KJIIMHUYECKOTO UCCIIEA0OBAHUS JIEKAPCTBEHHOTO IIpenapara st
MEUITMHCKOTO MPUMEHEHHS WIIH MMOCTPETUCTPAIMOHHOTO KIMHUYECKOTO UCCIICIOBAHMS
JICKapCTBEHHOTO TIperapara Jyisi MeTUITUHCKOTO MPUMEHEHHS MOT'YT OBITh 00KaJIOBaHbI B
MOPSIJIKE, YCTAHOBJICHHOM 3aKOHOJATEIbCTBOM Poccuiickoi denepanuu.

Crarba 40. IIpoBeeHue KIMHUYECKOT0 UCCIEA0BAHNS JIEKAPCTBEHHOI0 Mpenapara st
MeIUIIHHCKOI0 NPUMEHEeHHU S

1. PykoBoguTens MEAUIIMHCKON OpraHu3aliu, KOTopasi IPOBOJUT KIMHUYECKOE UCCIIEIOBAHUE
JIEKapCTBEHHOTI'0 IIpernapara Juis MEJUIIMHCKOT0 IPUMEHEHM ], HA3HAYAET UCCIIE10BATENs,
OTBETCTBEHHOTO 32 IIPOBEACHHUE TAKOT'O UCCIIECIOBAHUS U UMEIOIIETO JIeUeOHYIO CIIeUaIbHOCTb,
COOTBETCTBYIOIYIO IIPOBOAMMOMY KIIMHUYECKOMY UCCIIEJOBAHUIO JIEKAPCTBEHHOIO IIpernapara,
CO cTakeM paboThI MO MporpaMMamM KIMHUYECKUX UCCIIeI0BaHU JIEKApCTBEHHBIX MPENnapaToB
HE MEHEE YEM IISITh JIET U 110 €ro MPEAJIOKEHUIO Ha3HAYaeT COUCCIIE0BaTENEeH U3 Yncia Bpade
ATOM MEIMIIMHCKON OpraHu3allui.

2. UccnenoBaresnb OCYIIECTBISIET BEIOOP MALMEHTOB, KOTOPBIE M0 METUIIMHCKUM OKA3aHUIM
MOTYT OBITh IPUBJICYEHBI K YUACTHUIO B KIIMHUYECKOM HCCIIEIOBAHUU JICKAPCTBEHHOT'O TIperapara
JUISL METULIUHCKOTO IIPUMEHEHHUSL.

3. UccnenoBarens M COMCCIIEIOBATENH TOJDKHBI OBITh 03HAKOMJICHBI C pe3yJbTaTaMu
JOKJIMHIUYECKOTO MCCIIEIOBAHMS JICKAPCTBEHHOTO CPENICTBA, COJIEPIKAIMUMHUCS B OpoIIope
MCCJIEI0BATENs, IPOEKTOM MPOTOKOJIA KIMHUYECKOTO HCCIIEJOBAaHNUS JIEKAPCTBEHHOIO Ipenapara
JUTS. METUITUHCKOTO IPUMEHEHUS, pa3padoTaHHBIM pa3padOTYMKOM JIGKAPCTBEHHOTO Mperapara
WJIM UHBIM FOPUIUYECKHUM JIULIOM, IPUBJIEKAEMbIM K OPraHU3aluy IPOBEICHUS KIMHUYECKOTO
MCCJIEIOBaHMSI JIEKAPCTBEHHOIO IIpernapaTa JUisi MEIULUHCKOTO IPUMEHEHUS, U JPYTUMHU
MaTepualaMH TAKOTO UCCIIEI0BAHUS.

4. Opranu3anuu, OCyIIeCTBISIOIME OPTaHNU3ALINIO IPOBEIECHUS KIIMHUYECKOTIO UCCIIEIOBAHUS
JIEKApCTBEHHOIO Mpernapara J1js MEJULIHUHCKOr0 IPUMEHEHHS U YKa3aHHbIE B 4YaCTU 3 CTaThu 38
Hacrosiiero depepaabHOTO 3aKOHA, B CIIy4ae HEOOXOIMMOCTH BHECEHUSI U3MEHEHUN B
MIPOTOKOJI KJIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOrO Mpernapara AJisi MEIULIMHCKOTO
MPUMEHEHHUS COOOIIAOT 00 STOM B YIIOJTHOMOYEHHBIN (eiepalIbHbIN OpraH UCTIOTHUTEILHOM
BJIACTH, BBIIABIIMM pa3pelieHue Ha IPOBEIECHHUE TAKOT0 UCCIIEI0BAHHUS, 10 YCTAHOBJIEHHON UM
dbopwme.

4.1. ®opma cooO1IeHHS O BHECEHUH U3MEHEHHUH B POTOKOJI KIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOTI'0 Iperapara Juisi METUIITHCKOTO PUMEHEHUS JI0JKHA COAEPKaTh CIEAYIOLINe
CBEICHMUSL:

1) HaumeHOBaHKE, UACHTU(UKAIIMOHHBIM HOMEp U JlaTa MPOTOKOJa KIMHUYECKOTO
WCCIIEIOBAHMSI,

2) nata BHECEHUSI U3BMEHEHUH B POTOKOJ KIMHUYECKOTO UCCIEI0BAHUS;

3) HaMMEHOBaHUE U MECTO HAXOXKJICHHS 3asIBUTEIIS;

4) HauMeHOBaHNE OpraHu3allly, IPUBJICUYEHHON pa3paboTYNKOM JIEKapCTBEHHOTO Mpernapara K
OpraHu3aliy MPOBEACHUS KIMHUYECKOT0 UCCIeI0BaHuUs (TIPH HATUYHH);

5) HaUMEHOBAHUS U MECTA HAXOXKACHUSI METUIIMHCKUX OpraHU3aluil, B KOTOPHIX IPOBOJUTCS
KIIMHUYECKOE UCCIIEOBAHMUE;

6) narta BblIayM pa3pelieHns Ha IPOBEACHNE KIMHUYECKOTO NCCIIEIOBAaHUS U HOMED ATOrO
pa3peleHus;

7) N3MEeHEeHus, BHOCUMBIE B POTOKOJI KIMHUYECKOTO UCCIIEIOBAHUSI.

5. B cpok, He MPEeBBIIAIONIUI TPUAIATH PA0OUYHX JHEH CO THS MOIYyYeHHs YKa3aHHOTO B YaCTH
4 Hacrosiel cTaTbi COOOIEHMS, YIIOJTHOMOUEHHBIN (eiepanbHblii OpraH UCTIOTHUTEIbHON
BJIACTH PACCMATPUBAET 3TO COOOIIEHHE B YCTAHOBICHHOM UM MOPSIKE U IPUHUMAET peIIeHHE O
BHECEHUHU U3MEHEHHI B MPOTOKOJI KIIMHUYECKOTO UCCIIEIOBaHMS JIEKAPCTBEHHOTO Mpernapara
JUIS. METUITUHCKOT'O IPUMEHEHUS MIIM 00 OTKa3e BO BHECEHUH TaKUX U3MEHEHUI.

6. Kimuanueckoe uccieioBaHne JIeKapCTBEHHOTO Mpenapara At MEAUIIMHCKOTO TPUMEHEHHUSI
MOYET OBITh MPUOCTAHOBJICHO WJIM MPEKPAILEHO, €CIIH B ITPOLIECCE €ro MPOBEACHUs 0O0HapyKeHa



OIACHOCTb ISl J)KU3HM, 3/I0pPOBBS NALMEHTOB. B cilydae BOSHUKHOBEHMSI OIACHOCTH /ISl )KU3HH,
310pOBbS NALIMEHTA, YYACTBYIOLIErO B KIMHUYECKOM MCCIIEJOBAHUH JIEKAPCTBEHHOT'O ITpenapara
JUIS. METUITUHCKOTO IPUMEHEHUS, UCCIIEI0BATENN 0053aHbl TPOMH(DOPMUPOBATH 00 ITOM
PYKOBOJMTENSI MEAULIMHCKOM OPraHU3alMy U OPraHU3alMIo, OJYUYHBIIYIO pa3pelieHue
YIIOJIHOMOYEHHOTO (heZiepaibHOTO OpraHa UCIIOJIHUTEILHON BIACTH HA OPraHU3AIHIO
MIPOBEICHUS KIIMHUYECKOTO UCCIIE0BAHMS JIEKAPCTBEHHOT O IIpenapara. Pemenue o
IIPUOCTAHOBIICHUH KIIMHUYECKOT'0 MCCIIEI0OBAaHUs JIEKAPCTBEHHOIO IIpernapara s
MEAMIIMHCKOTO MIPUMEHEHUSI IPUHUMAIOT PYKOBOIUTENIb MEAUIIMHCKONW OpraHu3aliy U (MIn)
OpraHu3aIys, MOJyYHBILAs pa3pelIeHHE YIIOJIHOMOYEHHOTO (eepabHOr0 OpraHa
WCIIOJIHUTEJIbHON BJIACTU HA OPraHU3ALMI0 IPOBEIECHUS KIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOIO IIpernapara il MEJULIUHCKOrO IPUMEHEHUS, PELICHHUE O IPEKPAILEHUH TaAKOTO
MCCJIEIOBaHMSI IPUHUMACT YIIOJHOMOYEHHBIHN (eiepalibHbIi OpraH UCIOIHUTEILHON BIACTH Ha
OCHOBAHMHU COOOIICHHUS B MUCbMEHHON (OpME PYKOBOIUTENSI MEAUIIMHCKOW OPraHn3alluy Ui
OpraHu3alys, MOJTY4YUBILas pa3pelIeHre YIOJTHOMOYEHHOTO (eepaibHOro opraHa
VCIIOJIHUTEJIBHOM BIIACTU HA OPraHU3aLUIO IIPOBEICHUS KIMHUYECKOT0 UCCIIEI0OBAHUS
JIEKapCTBEHHOIO Npernapara s MEJULIUHCKOr0 IPUMEHEHHUS.

7. B cpok, He MPEBHIMIAIOIMINN TATH pa00YNX JHEH CO JTHS 3aBEPIICHUS, TPUOCTAHOBICHUS W
MpEKpaIIeHUs] KIMHUYECKOIO NCCIEA0BaHM JIEKAPCTBEHHOTO IIpenapara Jjisi MEAUILUHCKOTO
IIPUMEHEHHUs, COOOILEHUE 00 3TOM HaIpaBiIsIeTCs OpraHu3alusIMu, YKa3aHHbIMU B 4acTu 3
ctatbu 38 HacTosiero denepalbHOTO 3aKOHA, B YIOJTHOMOYEHHBIN (eiepalibHbII Opran
MCIIOJIHUTENIbHOM BJIACTH 110 YCTAaHOBJIEHHOM UM (hopme.

8. ®opma coolIIeHNS O 3aBEPIICHUH, PUOCTAHOBICHUH WM MPEKPAIIEHUU KIMHHYECKOTO
MCCIIEN0BAHMS JIEKAPCTBEHHOT'O IIpenapara Juisi MEAUIMHCKOIO IPUMEHEHHUS TOJKHA
COJIepXKAaTh:

1) nuadopmanro 0 METUIIMHCKOW OpraHU3allii WK METMIIMHCKUX OPTaHU3aIUsX,
MIPOBOJIMBILINX JAHHOE UCCIIEI0BAHUE;

2) onMCcaHue TaHHOTO MCCIIeIOBAHMUS;

3) nanHble uccaenoBatens (haMuiIus, UMs, OTYECTBO, MECTO PAOOTHI, 3aHUMAaeMast TOJKHOCTb,
CHEIHAJIbHOCTb, CTAX pabOThI 10 MPOrpaMMaM KIMHUYECKUX UCCIIEIOBaHUM JIEKapCTBEHHBIX
MIpenaparoB, IepeYeHb KIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHBIX IIPENapaToB, B KOTOPbIX OH
IPUHUMAJ ydacThe (Iepruoibl y4acTHsl) B KaUeCTBE MCCIIEI0BATENsI UM COMCCIIE0BaTENs);

4) pe3ynbTaT TaHHOTO MCCIeI0BaHus (3aBepllIeHue, IPUOCTAHOBIEHUE UM IIPEKpallleHue
JAHHOTO MCCIIEI0OBAaHMS C YKa3aHUEM UX NMPUYMH U BIMSHUS HA OLIEHKY €ro pe3yJIbTaToB,
OOI1YIO OLIEHKY PUCKA U 0XKHJIA€MOH MOJIb3bl OT MPUMEHEHUS CCIIEyeMOro JeKapCTBEHHOTO
npenapara, a Takke MpearnoiaraeMbie JaabHEHITHE TeUCTBU).

9. YomHOMOYEHHBIH (eiepalibHbIi OpraH UCIOTHUTENFHOM BIACTH OMyOIMKOBBIBAET U
pa3MeniaeT Ha cBoeM odulManbHOM caiiTe B ceTu "MHTepHeT" coollieHne o 3aBeplleHuH,
IIPUOCTAaHOBJIEHUH WM IPEKPAIICHUH KIIMHUYECKOIO NCCIIEI0OBaHMs JIEKAPCTBEHHOT O IIpenapaTa
JUISL METUIIUHCKOTO IPUMEHEHMSI B CPOK, HE MTPEBBILIAIOIINN AT pabouuX JTHEH cO JAHS €ro
MIOJIyYEHUs], B YCTAHOBJIEHHOM UM MOPSJIKE.

10. YnoniHOMOYeHHBIN (pesiepaibHbIM OpraH UCTIOMHUTEIBHON BIIACTH OCYIIECTBIISIET BEJICHNE
peecTpa ucciaeaoBaTenei, IPOBOAAIINX WM IPOBOJAUBIINX KINHUYECKUE UCCIIEN0BAaHUS
JIEKapCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO MPUMEHEHHS, B COOTBETCTBUH C
YTBEPKACHHBIMU UM MPABUIIAMH U Pa3MeEIaeT ero Ha cBoeM o(pUIIMaTbHOM CalTe B CETU
"UHTepHeT" B yCTAHOBIEHHOM UM TIOPSJIKE. Y Ka3aHHBIA PEECTp COAECPKUT HH(OPMAITHIO,
IIPEyCMOTPEHHYIO ITYHKTOM 3 4acTH § HACTOSIIEH CTaThU.

11. OTyer o pe3ynpTarax KIMHAYECKOTO HUCCIEN0BAHUS JIEKaPCTBEHHOIO ITpenapara Jis
MEAMIMHCKOTO IPUMEHEHUSI COCTABIIIETCS OpraHU3alMel, yKa3aHHOU B 4yacTH 3 cTaTtbu 38
Hacrosiero denepanbHOrO 3aKOHA, HA OCHOBAHUY 3AKIFOYEHUN MEAUIIMHCKUX OpTraHU3ALNM,
IPOBOJUBIINX 3TO UCCIIEIOBaHME, U MTPEICTABISAETCA B YIIOJTHOMOUEHHBIH (eiepaibHblil opran
VICITOJIHUTENIBHON BJIACTH, BBIIABIINN pa3pelIeHNE Ha IPOBEICHHUE 3TOTO UCCIIEI0BAHHUS, B CPOK,
HE MPEBBIAIONINN TPEX MECALIEB CO JIHS €r0 3aBEPIICHUS, TPUOCTAHOBIEHUS WIN



MPEKpAIIEHUS, B TOPSIIKE, YCTAHOBICHHOM YIIOJIHOMOUYEHHBIM (heiepaabHbIM OPTraHOM
VCIIOJTHUTENIBHON BIIACTH.

12. Hapymienue rnpaBuil KIIMHUYECKOH MPAKTHKH, (anbCu(UKAIUS pe3yabTaTOB KIMHUYECKOTO
MCCJIEIOBaHMs JIEKAPCTBEHHOTO MpernapaTa Jijlsl MeIMLIUHCKOTO IPUMEHEHUs BIEKYT 3a co00i
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickoi denepauuu.

13. ITpu npoBeIeHNH KIIMHUYECKOTO MCCIIEOBAaHUS JIEKAPCTBEHHOTO Ipernapara s
MEIUIUHCKOTO IPUMEHEHHUS JOMYCKaeTCs 3a00p Y MallMEHTOB OMOJIOTHYECKUX MAaTePUAIOB
(0Opa3ibl OMOTOTHUECKUX KUIKOCTEH, TKaHEeH, CEKPETOB U MPOIYKTOB KU3HEAEATEIIbHOCTH
4eJI0BeKa, PU3UOJIOTHUECKUX U MATOJIOTUIECKUX BbIJICICHUH, Ma3KOB, COCKOOOB, CMBIBOB,
MHUKPOOPTaHU3MOB, OMOTICHHHBIN MaTepHall) JAJIs1 UX U3y4eHHs Ha TeppuTopun Poccuiickoit
Oenepannu 1 (UIKM) 3a Ipenenamu teppuropun Poccuiickoit denepanuu.

14. ITopsanok BBO3a Ha TeppuToprio Poccuiickoit denepaiivii U BbIBO3a 3a MPEIEIIbl TEPPUTOPUH
Poccuiickoit @enepanny OMOIOTHIECKUX MATEPUAIIOB, MTOJTYYSHHBIX IPU POBEICHUH
KJINHAYECKOr0 UCCIEA0BaHUs JIEKaPCTBEHHOIO IIpenapara Jyisi MEAUIIMHCKOIO IPUMEHEHHUS,
ycranasinusaercs [IpasurenscrBom Poccniickoint denepanuu.

Cratbs 41. Jlorosop o npoBegeHNN KJIMHUYECKOI0 HCCJIEJOBAHNS JIEKAPCTBEHHOI0
npenapara JAjas MeAUIHHCKOI0 IPUMEHEeHUs

1. Knunnueckoe ucciiejoBaHue JEeKapCTBEHHOI0 Ipernapara s MEJULMHCKOTO PUMEHEHUS
IIPOBOAMTCS B COOTBETCTBUU C JOTOBOPOM O IPOBEICHUM KIIMHUYECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOI'O IIpernapara i MEIUIUHCKOTO IPUMEHEHU S, 3aKIF0YaeMbIM MEKY
opraHu3aiyei, HoJay4uBIIeH pa3pelieHrne YIOJIHOMOYEHHOTO (peepalbHOro oprasa
VCIIOJIHUTEJIBHON BIIACTU HA OPraHU3ALMIO IIPOBEIECHUS TAKOTO UCCIIEIOBAHUS, U MEULIUHCKOU
OpraHM3alKe, OCYLIECTBIIAIOMEN IPOBEICHUE TAKOIO UCCIIEJOBAHMS.

2. JIoroBop 0 NpOBEJCHUH KIIMHUUYECKOTO UCCIIE0BaHMs JIEKApCTBEHHOT'O IIpenapara Jjs
MEAMLIMHCKOTO IPUMEHEHHUS JOJDKEH CONEPIKATh:

1) ycoBHs ¥ CPOKH MPOBENECHUS JAHHOTO UCCIIEIOBAHMS;

2) ompenesieHue o01Ie CTOMMOCTH POrPaMMbl JAHHOTO UCCIIE0BAHMS ¢ YKa3aHUEM CYMMBI,
IIPeIHAa3HAYAIOUICHCA JUIs BBIILIAT UCCIIEI0BATEIAM, COUCCIIEI0BATEIIAM;

3) onpenenenue GopMbl IPECTABICHUS PE3YIbTATOB JAHHOTO UCCIIEIOBAHUS B
YIIOJTHOMOYEHHBIHN (eiepalibHbIil OpraH UCIOIHUTEIbHOW BIIACTH.

Crartbs 42. @®uHaHcoBOe o0ecneyeHne KIMHUYECKOT0 UCCIeI0BAHNS JIEKAPCTBEHHOT 0
npenapara Ajsi MeIMIUHCKOr0 NpUMeHeHH sl

®uHaHCcOBOE OOecreueHne KIMHUYECKOT0 CCIIeI0BaHus JIEKapCTBEHHOTO Mpenapara s
MEIUILMHCKOTO MPUMEHEHHSI OCYILIECTBIISIETCS 3a CUET:

1) cpenctB deaeparbHOTO OFOIKETA;

2) cpeACTB OpraHU3AIMM, MOTYYUBIINX Pa3pelIeHUe Ha OpraHU3aI|I0 TPOBEICHUS JaHHOTO
MCCJIEI0BAHMS, B COOTBETCTBUH C YCIOBHUSIMU JOTOBOPA O €r0 MPOBEICHUH;

3) MHBIX HE 3aNpEIICHHBIX 3aKOHOAaTeNbcTBOM Poccuiickoit denepalinu ICTOYHUKOB.

Cratbs 43. IIpaBa nauueHToB, y4aCTBYIOIIHUX B KJIMHHYECKOM HCCJIeJOBAHUHU
JIEKAPCTBEHHOI'0 NMpenapara AJsi MeIUIUHCKOI0 IPUMEHEeHUs

1. YyacTue nanmeHToB B KIMHUYECKOM HCCIIEOBAaHUM JIEKAPCTBEHHOTO IIpenapara Jyuist
MEIUIIUHCKOTO IPUMEHEHUS ABJISIETCS 1OOPOBOJIBEHBIM.

2. [anueHT UM ero 3aKOHHBIN MPEICTaBUTENb JOKEH ObITh HHPOPMUPOBAH B TUCHMEHHON
dopme:

1) o nexkapcTBEHHOM Mpernapare JUisi METUIIMHCKOTO MPUMEHEHUS U CYIIIHOCTH KIIMHUYECKOTO
UCCJIEI0BAHMS 3TOTO JIEKAPCTBEHHOIO IIperapara;

2) o0 6e30macHOCTH JIEKAPCTBEHHOTO Mpenapara /il MeIULUHCKOT0 IPUMEHEHUS, ero
oku1aeMoi H3PPEKTUBHOCTH U CTETICHH PHCKa IS NallueHTa;

3) 00 ycioBHsIX y4yacTHs MallMeHTa B KIMHUYECKOM HCCIIEJJOBAaHUU JIEKaPCTBEHHOI'O IIperapara



JUTSL MEAUITUHCKOTO PUMEHEHUS,

4) 0 1enu WIK HEeNIX U MPOIOJKUTEIbHOCTH KIIMHUYECKOTO UCCIIeI0BaHUS JIEKAPCTBEHHOTO
npernapara Jyisi MEJUIUHCKOTO IPUMEHEHUS;

5) 0 neicTBUAX MalMeHTa B Cly4yae HEeNpeABUACHHbBIX 3 (EKTOB BIUSHUS JIEKAPCTBEHHOTO
npernapara Juisi MEIULMHCKOTO IPUMEHEHUS Ha COCTOSIHUE €T0 3/J0POBbS;

6) 00 ycioBHsIX 0043aTENILHOTO CTPaXOBaHUS )KU3HH, 3I0POBbsS MAIIUCHTA;

7) 0 TapaHTUSAX KOHPHUICHIIMATLHOCTH YJaCTHs MAIlMEHTa B KIMHUYECKOM HCCIICI0OBAaHIH
JIEKapCTBEHHOIO MpernapaTa il MEIULIUHCKOTO IPUMEHEHUS.

3. J1oOpoBOJIbHOE CcOTIacue MAlMEHTa Ha y4acTUue B KIIMHUYECKOM HCCIIEA0BaHNN
JIEKApCTBEHHOIO Ipernapara s MEJULIUHCKOr0 NPUMEHEHUS TIOATBEPKIAAETCS €r0 MOAMNHUCHIO
WJIY TIOJIMCHIO €r0 3aKOHHOTO MPEICTABUTENS HAa MH()OPMAITMOHHOM JIUCTKE MAllUEHTA.

4. ITarueHT MM €ro 3aKOHHBIN MPEICTaBUTENb UMEET ITPAaBO OTKA3aThCs OT y4acTus B
KJIIMHUYECKOM HCCIIEJOBAaHUH JIEKAPCTBEHHOI'O Ipenapara ik MEAULMHCKOTO IPUMEHEHUSI Ha
J000M CTaAuK MPOBEIECHUS TAKOTO UCCIIeI0BAHUSI.

5. IlpoBeneHue KIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO Ipenapara s MEAUIIMHCKOIO
IIPUMEHEHHUS C YYaCTUEM B KAUECTBE NALMEHTOB JETEH TOMYCKAETCs TOJIBKO C COIIACHS B
NUCbMEHHOU (hopMe UX pOJUTENEH, yChIHOBUTENEH. [leTh MOTyT paccMaTpuBaThCs B KAUECTBE
MOTEHIIMATbHBIX MAlIMEHTOB TAKOT'O UCCIIEIOBAHMS, TOJIKO €CJIHM €T0 MPOBEICHIUE HEOOXOAUMO
JUTSL YKPEIUICHUS 3710POBBS IeTeH Wit NPpOopHIaKTUKN HH()EKIIMOHHBIX 3a00JI€BaHUH B IETCKOM
BO3pacTe J100 eciu 1eNIbI0 TAKOT'O UCCIIEIOBAHMS SBJIACTCS MOMyYEHUE TaHHBIX O HaWTydIen
JIO3UPOBKE JIEKAPCTBEHHOr'O IIpemnapara Jyisl JJeueHus aerei. B aTux ciydasx takomy
MCCJIE0BAHUIO JOJIKHO MPEIIECTBOBATh KIIMHUYECKOE UCCIIEI0BAHUE JIEKAPCTBEHHOTO
npemnapara Jyisi MEJUIUHCKOTO IPUMEHEHUS Ha COBEPIIEHHOJIETHUX I'PaXk1aHaxX.

6. 3anperaercs NpoBEACHUE KIIMHUYECKOTO UCCIEA0BaHMS JIEKAPCTBEHHOTO ITpenapara Jjist
MEAMIIMHCKOTO IPUMEHEHUSI C YUACTUEM B KQUE€CTBE MAI[UEHTOB:

1) nereli-cUpOT U JeTei, ocTaBmIMXCs 0e3 MOoNeueHus PoauTeNei;

2) JKEHIIUH B TIEpHO]I OEPEMEHHOCTHU, KEHIINH B TIEPUO]] TPYIHOTO BCKAPMIIMBAHUS, 32
HCKIIFOUEHHEM CIIy4aeB, €CJIA MPOBOJIUTCS KIMHUYECKOE UCCIIEJOBAaHUE JIEKAPCTBEHHOIO
npernapara, IpeIHa3HaYeHHOT o JUIsl YKA3aHHBIX KEHILUH, IPU YCIOBUHU HEOOXOIMMOCTH
nosyueHus: ”HGOPMaIUU TOJIBKO BO BPEMsI MPOBEACHUS COOTBETCTBYIOIINUX KIMHHUECKUX
MCCJIEIOBAaHUM U MIPUHSTHA BCEX HEOOXOAMMBIX MEp 10 UCKIIOUEHUIO PUCKA HAHECEHUS Bpea
JKEHIIMHE B TIEpUOJ OEPEMEHHOCTH, KEHIIUHE B IEPUO TPYAHOTO BCKAPMIIMBAHHUS, MJIOY WITH
pebeHky;

3) BOCHHOCITYXAIIIUX, 32 UCKIIFOUEHUEM CITy4aeB MPOBEICHUS KIMHHUECKOTO UCCIIEIOBAHUS
JIEKapCTBEHHOTI'0 Ipernapara, ClelalbHO pa3paboTaHHOIO /Ul IPUMEHEHHUS B YCIOBUSIX
BOCHHBIX JIEHCTBUH, Upe3BbIUAHHBIX CUTYAIUH, MPOPHUIAKTUKH U JICUEeHUs 3a00JIeBaHUN U
MOpaXeHH, OJyYEHHBIX B Pe3y/IbTaTe BO3JCHCTBUS HEOIArONpUATHBIX XUMUYECKHUX,
OMOJIOTHYECKHX, pauallMOHHbIX (hakTopoB. KinnMHUYeckoe rccae10BaHne TaKoro
JIEKapCTBEHHOI'0 IIperapara MOXKeT IPOBOAUTHCS C YyYAaCTHEM B KaueCTBE MAI[UEHTOB
BOCHHOCIYXAIUX, 32 HCKIIFOUYEHHEM BOEHHOCTYKAIIUX, IPOXOSAIIUX BOCHHYIO CIyXO0y 10
IPU3BIBY, C COOJIIOIEHNEM TPEOOBAaHUH, YCTAaHOBIEHHBIX HacTosAMM DeepaibHbIM 3aKOHOM B
OTHOLLIEHUHU TPAKJAHCKHUX JIHIL;

4) cOTpyIHUKOB ITPaBOOXPAHUTEIIbHBIX OPraHoOB;

5) nuii, OTOBIBAIOIIMX HAKA3aHUE B MECTAX JIMIIIEHUS CBOOOIBI, & TAKXKE JTUI, HAXOISAIINXCS TIO]T
CTpaXkeil B CIIEZICTBEHHBIX M30JISTOpaX.

7. JlomyckaeTcs IpoBeIeHNE KIMHUYECKOT 0 UCCIIEA0BAHN JIEKaPCTBEHHOI O IIpenapara Jyis
MEAMIIMHCKOTO MIPUMEHEHHUSI, TPeIHa3HaYeHHOT 0 JJIs JIeUEeHUs ICUXUYECKUX 3a00JIeBaHU, C
y4acTHEM B Ka4eCTBE MAllMEHTOB JIUI] C ICUXUYECKUMHU 3a00JIeBaHUSIMU, TIPU3HAHHBIX
HEJIEECITIOCOOHBIMU B TIOPSJIKE, YCTAHOBJICHHOM 3aKOHOATENHCTBOM Poccuiickoit denepanuu.
Knununueckoe ucciiejoBaHue JeKapCTBEHHOTO Ipenapara B ’TOM ClIy4ae IPOBOAUTCS NIPU
HAJIMYUU COIJIacusl B MUCbMEHHOU (hOpMe 3aKOHHBIX MPE/ICTaBUTENIEeN yKa3aHHBIX JIULI.



Cratbs 44. O0s13aTe/IbHOE CTPAXOBAHME JKM3HH, 310POBbSI MAIMEHTA, Y4ACTBYIOILEI0 B
KJIMHHUYECKHX HCCJIECJOBAHUAX JIEKAPCTBEHHOI0 Npenapara JJisi MeJHIHHCKOI 0
NpUMeHeHUA

1. Opranu3zanus, noay4yuBLIas pa3pelleHne Ha OPTaHU3ALMIO IPOBEACHUS KIMHUYECKUX
MCCJIEIOBAaHUM JIEKAPCTBEHHOI'O IIpernapara Juisi MEJUIIMHCKOr0 IPUMEHEHUS, 00s13aHa
CTPaxoBaTh KU3Hb, 3J0POBbE MMALUEHTA, YIACTBYIOLIETO B KIMHUYECKUX UCCIIETOBAHUAX
JIEKapCTBEHHOIO IIpernapara, 3a CBOM CU4eT B Ka4eCTBE CTPAXOBATEIs IIyTEM 3aKIIIOUCHUS
JIOrOBOpa 00513aTEILHOIO CTPaXOBaHMs AKHU3HH, 310POBbs JAHHOT'O MAIEHTa Ha cily4dail
IIPUYMHEHUS BPEAA )KU3HU WIH 3710POBBIO MTALIMEHTA B PE3YJIbTATE IPOBEICHUS KIMHUYECKUX
UCCJIEIOBAaHUM JIEKApCTBEHHOTO IIpenapara sl MEAUIIMHCKOro IpUMEHEeHMsI (fajee B
HACTOSIIEH CTaThe - IOTOBOP 00s3aTEIHHOIO CTPaXOBAHMUSA).

2. O0beKTOM 00513aTEIILHOTO CTPAXOBAHUS SBJISETCA UMYIIIECTBEHHBIN HMHTEPEC MALUEHTA,
CBSI3aHHBIN C IPUYMHEHUEM Bpea )KM3HU UJIU 30POBBIO MAL[MEHTA B PE3YJILTATE IPOBEACHUS
KIIMHUYECKHUX UCCIICJOBAHMUN JIEKaPCTBEHHOT'O IIpenapara 11k MEJULMHCKOTO IPUMEHEHUS.

3. CTpaxoBbIM CIIydaeM I10 IOTOBOPY 00513aTENFHOTO CTPAXOBAHUS SABISETCS CMEPTH MAIlUCHTA
WIN yXYZIIEHHE €ro 310pOBbs, B TOM YHCIIE BIEKYIIee 3a COO0H yCTaHOBICHHE MHBAIUIHOCTH,
BCJICJICTBUE y4aCTHs B KJIMHUYECKUX MCCIIEIOBAHUAX JIEKAPCTBEHHOIO IIpenapara u 1npu
HAJIMYUU TPUYMHHO-CIIEICTBEHHOM CBSA3M MEX/y HACTYNHUBIIMMH COOBITUSIMH U IPUEMOM
JIEKapCTBEHHOTIO IIperapara.

4. TpeboBaHUs O BO3MELIEHUN Bpea, IPUUMHEHHOTO )KU3HH WK 3[J0POBBIO MAIEHTA,
YIOBJIETBOPSIIOTCS B TEUEHHE CPOKOB NCKOBOW JABHOCTH, YCTAHOBJICHHBIX IPa’KIaHCKUM
3aKOHOJATEIbCTBOM.

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

1) B cimyyae cMepTH MaLMEHTa ABa MIJIJIMOHA pyOJiel Ha Ka)/10T0 MalMeHTa, y4acTBOBABILETO B
KJIMHAYECKUX UCCIIEA0BaHUAX JIEKAPCTBEHHOTO IIperapara;

2) Ipu YXYALICHUU 3/10POBbs MAIHEHTA:

a) MOBJIEKIIET0 3a COO0M YCTaHOBJIEHWE MHBAIMIHOCTHU | rpynmbl, OIMH MUJJTMOH MATHCOT
ThICAY PyOJIel Ha KaX/10T0 MalMeHTa, y4aCTBOBABIIETO B KIMHUYECKUX UCCIIET0BaHUIX
JIEKapCTBEHHOI'O IIperapara;

0) HOBJIEKIIEro 3a co00l ycTaHOBIIEHUE HHBAIUIHOCTH Il rpymmbl, oMH MUIMOH pyOieil Ha
KaQKJIOTO NAIMEHTA, y4aCTBOBABIIETO B KIIMHUYECKUX UCCIIEN0BAHUAX JIEKAPCTBEHHOTO
npernapara;

B) TIOBJICKIIETO 3a cO00M ycTaHOBIeHUE HHBATUAHOCTH III rpymnmbl, MITHCOT THICSY pyOJiel Ha
Ka)KI0ro MalMeHTa, y4acTBOBABLIETO B KIIMHUYECKHUX MCCIIEIOBAHUAX JIEKAPCTBEHHOTO
npenapara;

I') HE MOBJIEKIIET0 3a cO00M yCTaHOBJICHUS MHBAIMIHOCTH, HE O0JIee 4YeM TpUCTa ThICAY pyoOei
Ha KaKJI0TO NAIMEHTa, YYaCTBOBABILETO B KJIMHUYECKUX UCCIIETOBAHMSIX JIEKAPCTBEHHOTO
npernapara.

6. Pa3zMep cTpaxoBbIX BHIIUIAT MOKET OBITh YBEJTMYEH HA OCHOBAaHUH PELICHUS Cy/1a.

7. Cpok 1oroBopa 00s13aTeIbHOI0 CTPaXOBaHUsI HE MOKET OBITh MEHEE UeM CPOK IPOBECHHUS
KJIMHAYECKOT'0 MCCIIEOBAaHUS JIEKAPCTBEHHOIO IIpenapara.

8. CtpaxoBble Tapudbl IO 0053aTEILHOMY CTPAXOBAHUIO )KU3HHU, 30POBbS MALUEHTA,
YYaCTBYIOLIETO B KIIMHUYECKUX UCCIEA0BAHUAX JIEKAPCTBEHHOTO Mperapara, IepeyeHb
HEOOXOIMMBIX TOKYMEHTOB JIJIsl OCYIIECTBIICHUSI CTPAXOBOW BBIIIATHI, HOPSIIOK YIUIAThI
CTPaxoOBOM IIPEMUH, MOPSAIOK peaIN3alUu ONPEIEIeHHBIX HacTOSIMUM DeepanbHbIM 3aKOHOM U
Ipyrumu (peaepanbHbBIMUA 3aKOHAMU MTPaB U 00S3aHHOCTEH CTOPOH I10 I0TOBOPY 00s13aTEILHOTO
CTpaxOBaHMsI YCTAaHABIIMBAIOTCS TUIIOBBIMU MTPaBHJIaMU 0053aTEJILHOTO CTPaxXOBaHUS KU3HH,
310pOBbBS MTALMEHTA, Y4aCTBYIOLIErO B KIMHUYECKUX UCCIIEIOBAHUAX JIEKAPCTBEHHOIO
npenapara, yreepxkaeHHbsIMHU [IpaBurenscTBoM Pocculickoit ®enepanum.

9. B ciny4ae npuurMHEHUs Bpeia )KM3HU MallMEeHTa, y94aCTBOBABILIETO B KIIMHUYECKHUX
HCCJIEIOBAHMIX JIEKaPCTBEHHOTO Mpernapara, BBIroJ0IproopeTaTessiMu o JOTOBOPY
00513aTeJIbHOTO CTPAaXOBaHUs SABIISIOTCS IPpaXk1aHe, UMEIOIINE PaBO HAa BO3MELICHNE Bpe/a B



Clly4ae CMEpTH KOPMHJIbLIA B COOTBETCTBUU C IPAKIAHCKUM 3aKOHOJIAaTEIbCTBOM, IPU
OTCYTCTBUM TAKUX IPa)JiaH - POAUTENHN, CYIPYT, I€TH YMEPILEro MallueHTa, y4aCTBOBABIIIETO B
KJIIMHUYECKUX MCCIIEJOBAHMSIX JIEKAPCTBEHHOIO Mpenapara, B cllydyae CMEPTHU NAllUEHTa,
y4acCTBOBABUIETO B KJIMHUYECKUX MCCIIEI0BaHUAX JIEKAPCTBEHHOIO IpenapaTa i He HMEBILIEr0
CaMOCTOSITENIBHOTO J10X0/a, - TPakJJaHe, Ha WKIMBEHUH KOTOPBIX OH HAXOAMJICS, B OTHOIIEHUHU
BO3MEILEHHsI PaCX0JI0B Ha MorpeOeHue MaeHTa, yyacCTBOBaBLIETO B KIMHUYECKUX
MCCJIEJOBAHMSIX JIEKAPCTBEHHOTO Mpenapara, - 110, IOHECUIEe TAKUE PacXO/bl.

10. CrpaxoBast BbIIJIaTa B CUET BO3MELIEHUS Bpea, IPUUMHEHHOTO KHU3HH NAllUEHTa,
y4acTBOBABLIETO B KIIMHUUYECKUX MCCIIEI0BAaHUAX JIEKAPCTBEHHOIO IIpenapaTa, pacipeaesercs
MEX/y BBIFOJONIPHOOpETATENSIMUA IPOIOPLUOHATIBHO UX KOJUYECTBY B PaBHBIX J10JISX.

11. Ilpu HacTymIeHUH CTPAaxOBOIO Ciydasl MAallUeHT, y4aCTBOBABILNIN B KIMHUYECKUX
UCCIIEIOBaHMSIX JIEKAPCTBEHHOIO IIpenapaTa, BEIroI0NprHoOpeTaTesb BIpaBe NPpebsIBUTh
HEINOCPEICTBEHHO CTPAXOBUIMKY TpeOOBaHME O BO3ZMELIEHUH IPUYUHEHHOTr0 Bpeaa. CtpaxoBas
BBIIJIaTa OCYILECTBIISAETCS CTPAXOBIIMKOM B TEUCHHE TPULIATU AHEH cO THS MpeICTaBICHUS
HEOOXOUMBIX JTOKYMEHTOB. IlalienT, yuacTBOBaBIIMM B KIIMHUYECKUX UCCIIEIOBAHUIX
JIEKapCTBEHHOTO Mpernapara, Ui BbIroA0IproOpeTaTeslb B COOTBETCTBUU C 3aKOHO/1ATEIIbCTBOM
Poccuiickoit @denepanuu B 001acTH NEPCOHAIBHBIX JaHHBIX 00513aH COOOLIUTH CTPAXOBLIUKY
OIpeieIeHHbIEe YKa3aHHBIMU B YaCTH 8 HACTOALIEH CTaTbU TUIIOBBIMU IPaBUJIAMH CTPAXOBaHUS
YKU3HU, 3/J0POBbSI 1 HEOOXOIUMBIE JUIsl OCYLIECTBIICHUS CTPAXOBOU BBIILIATHI CBOU
HepCOHANIbHbIE JJAHHBIE.

12. Jlo monHOro onpeaeneHus pasmMepa Mo IeKaliero BO3MEIEHUIO Bpela CTPAXOBILUK 110
3as1BJICHUIO MAIEHTA, yYaCTBOBABLIETO B KJIMHUYECKUX MCCIIEI0OBAHUAX JIEKAPCTBEHHOIO
npernapara, Win 3asBJICHHAIO BBITOJIONIPHOOPETATENSI BIIPaBe OCYIIECTBUTH YacTh CTPAXOBOU
BBIIJIATHI, COOTBETCTBYIOIIYIO (PAKTUYECKH ONPEAEICHHON YacTH NPUYMHEHHOTO Bpea.

13. CtpaxoBas BbIIlJIaTa B COOTBETCTBUU C IOTOBOPOM 00513aTENBHOIO CTPaXOBAHMUSI
OCYILECTBIISICTCS] HE3aBUCUMO OT BBIILIAT, IPUUUTAIOIIUXCS [0 APYTUM BUJIaM CTPaXOBaHUS.

14. KoHTpoJIb 32 UCTIOJTHEHUEM OpraHU3AIMeH, MOTYyYUBIIEH pa3pelIeHe Ha OPTaHU3aIIUIO
IPOBE/ICHUS KIMHUYECKUX UCCIIE0OBAaHUH JIEKapCTBEHHOTO Npenapara, yCTaHOBJIEHHON
HACTOSIIEH cTaThel 003aHHOCTH 110 00s13aTETLHOMY CTPAaXOBAaHHIO KU3HU, 3/I0POBbsI MMAIMCHTA,
y4acTBOBABLIETO B KJIMHUYECKUX MCCIIEIOBAHUAX JIEKAPCTBEHHOI'O IpenapaTa, OCyIeCTBIIAETCS
YIOJHOMOYEHHBIM (e/iepaIbHbIM OPraHOM MCIIOIHUTEIBHON BIACTH, KOTOPBIN BbIIAET
paspeleHus Ha IPOBEICHNE KIMHUYECKUX MCCIIEI0BAHNMN JIEKapCTBEHHBIX IIPENapaToB.

I'naBa 8. IIpon3BoACTBO M MAPKHPOBKA JIEKAPCTBEHHBIX CPEICTB

Cratbs 45. IIpon3BoaCTBO JIEKAPCTBEHHBIX CPEACTB

1. ITpon3BOJCTBO JIEKAPCTBEHHBIX CPEACTB JOJKHO COOTBETCTBOBATH MTPaBUIIaM OpraHU3alluu
IIPOM3BOJICTBA ¥ KOHTPOJISI KAUE€CTBA JIEKAPCTBEHHBIX CPENICTB, YTBEPKIeHHBIM [IpaBuTenbcTBoM
Poccutickon Denepanum.

2. [Ipon3BoICTBO JIEKapCTBEHHBIX CPEACTB Ha TeppuTopun Poccuiickoit deneparun
OCYILIECTBIISIETCS IPOU3BOAUTEISIMU JIEKAPCTBEHHBIX CPECTB, UMEIOLMMHU JINLIEH3HIO Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB.

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS C COOMI0IEHUEM TpeOOBaHU M
IIPOMBIIIJIEHHOTO PETJIaMeHTa, KOTOPBIN YTBEPXKIa€TCsl PYKOBOJIUTEIEM MTPOU3BOIUTEINS
JIEKapCTBEHHBIX CPEACTB U BKJIIOYAET B ceOs MepevyeHb UCTIONb3YEMbIX (DapMaleBTHUECKUX
cyOCTaHIIMI1 U BCIIOMOTaTeNbHBIX BEUIECTB C YKa3aHUEM KOJIMUYECTBA KaX/10T0 U3 HUX, JaHHbIE
00 HCTI0JIb3yeMOM 000PYAOBaHUH, ONMCAHHE TEXHOJIOTHUYECKOTO MpoIecca U METOJJ0B KOHTPOJIS
Ha BCEX ATarnax IpOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB.

4. ITpu mpou3BOJICTBE JIEKAPCTBEHHBIX CPEACTB UCIONB3YIOTCS (papMalleBTUYECKHE CyOCTaHINH,
BKJIIOUEHHBIE B TOCY/IapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB.

5. 3ampemaercsi IpOU3BOCTBO:

1) nexapcTBEHHBIX CPEJCTB, HE BKJIIOUEHHBIX B TOCYJaPCTBEHHBIN PEECTp JE€KapCTBEHHBIX



CPEJICTB, 32 UCKJIFOYEHHUEM JIEKAPCTBEHHBIX CPEJICTB, IPOU3BOAUMBIX ISl IPOBEIECHUS
KJIIMHUYECKHUX UCCIIEIOBAaHUN U JJIsl IKCIIOPTA;

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;

3) ekapCTBEHHBIX CPEJCTB O€3 JUIEH3UN Ha MPOU3BOCTBO JIEKAPCTBEHHBIX CPEJICTB;

4) nexapCTBEHHBIX CPEJICTB C HAPYIIEHWEM IIPABUJI OpPraHU3alMK IPOU3BOJICTBA U KOHTPOJIS
KauyecTBa JIEKAPCTBEHHBIX CPECTB.

6. Ilpu BBOJIE IEKApCTBEHHBIX CPEJCTB B TPAKIAHCKHI 000POT YIOTHOMOUYEHHOE JIUIIO
MIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEJICTB OCYILECTBISET MOATBEPKICHIE COOTBETCTBUS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUSIM, YCTAHOBICHHBIM IIPH UX TOCYJapCTBEHHON
pEerucTpaluu, ¥ rapaHTUPYET, UTO JIEKAPCTBEHHbIE CPEACTBA IPOU3BEICHBI B COOTBETCTBHH C
IIpaBWJIaMU IIPOU3BOJCTBA U KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX CPEJCTB.

7. YIOTHOMOYEHHBIM JIMIIOM NPOU3BOIUTEINS IEKAPCTBEHHBIX CPE/ICTB SBISETCS €ro pabOTHUK,
UMEIOIIUH BBICIIEE (hapMaIleBTUYECKOe, XUMHUECKOE WM OHOJIoTHYecKoe 00pa3zoBaHue Indo
IIPU MIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJCTB JJIsl BETEPUHAPHOIO IPUMEHEHHUS BETEPUHAPHOE
o0Opa3oBaHue, CTaXX pabOTHI HE MEHEE YeM IIATh JIET B 00JIaCTH MPOU3BOJCTBA U KOHTPOJIA
KauyecTBa JIEKAPCTBEHHBIX CPEACTB U aTTECTOBAHHBIN B MOPSJIKE, YCTAHOBICHHOM
YIIOJIHOMOYEHHBIM (heiepaibHIM OPTaHOM HCTIOTHUTEIIBHOM BIIACTH.

8. IIpon3BoauTENH IEKAPCTBEHHBIX CPEACTB MOTYT OCYILECTBIATH MPOAAXKY JCKAPCTBEHHBIX
CPEACTB WX MEPEIABaTh UX B YCTAHOBIEHHOM 3aKOHOAATENLCTBOM Poccuiickoi denepannn
HOpsIKe:

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIsl IPOU3BOCTBA JIEKAPCTBEHHBIX
CPEICTB;

2) opraHu3anysaM ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMU CPEJICTBAMU;

3) anTeyHbIM OpraHU3alUsIM, BETEPUHAPHBIM allTEYHBIM OpTraHU3aIUsAM, HHAUBUIYaTbHBIM
NpeANPUHIMATENSM, IMEIOLITNM JIMIIEH3UI0 Ha (papMaleBTHIECKYIO IS TebHOCTD HITH
JUIEH3UIO HA METULIUHCKYIO AESITeNbHOCTD;

4) HAyYHO-UCCIIEIOBATEIHLCKUM OPTaHU3aIMsAM JIJIsl HAyYHO-MCCIIEI0BATEIbCKOU PabOTHI;

5) MEeIULIMHCKUM OpraHU3alUsIM U BETEPUHAPHBIM OpPTraHU3alHsIM;

6) opranuzanusM, OCyIIECTBIISIOIUM Pa3BEACHNE, BEIPAILIMBAHUE U COJIEPKAHNE KUBOTHBIX.

CraTrbs 46. MapkupoBKa JieKaApCTBEHHBIX CPeACTB

1. JlekapcTBeHHBIE MpenapaThl, 3a UCKIIOUEHUEM JIEKapCTBEHHBIX IpenapaToB, H3rOTOBIECHHbBIX
aNTEYHBIMH OPTaHU3ANUSIMH, BETEpUHAPHBIMU alITEYHBIMHA OPTaHU3ALUSIMHI, WHAWBUAYTbHBIMA
peANpUHUMATENISIMU, UMEIOIMMH JINLEH3UI0 Ha (PapMaleBTHUECKYIO eI TeIbHOCTbD, JOKHBI
MOCTyNaTh B 0OpalieHue, eciu:

1) Ha UX MEepPBUYHOMN yIaKOBKE (32 UCKIIOUEHHEM MEPBUYHOMN YIAKOBKH JIEKAPCTBEHHBIX
PaCTUTENBHBIX MPETapaToB) XOPOIIO YATAEMBIM IIPU(TOM Ha PYCCKOM SI3BIKE YKa3aHBI
HalMEHOBaHUE JIEKAPCTBEHHOTO Mpernapara (MeX/IyHapoHOe HeNaTeHTOBAHHOE, M
XUMHYECKOE, I TOPrOBOE€ HAMMEHOBAHKE), HOMEP CEPHH, JIaTa BBITYCKa (ISt
UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MPEnapaToB), CPOK TOAHOCTH, T03UPOBKA HIIN
KOHIICHTpAIUsl, 00beM, aKTUBHOCTh B €IMHHIIAX JEHCTBUS MIIM KOJMYECTBO J103;

2) Ha UX BTOPUYHOM (TIOTPEOUTENBCKOI) YITAKOBKE XOPOIIIO YATAEMBIM HMIPU(TOM Ha PyCcCKOM
SI3bIKE YKa3aHbl HAMMEHOBAHHE JIEKAPCTBEHHOTO Tperaparta (MEeXIyHapoIHOE HeTTaTeHTOBAaHHOE
WIM XUMHYECKOE U TOProBOE HAMMEHOBAHUS ), HANMEHOBAHUE MPOU3BOJUTENS JICKAPCTBEHHOTO
npernapara, HOMep CEPHH, 1aTa BBITYCKa (TSI *MMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
IpenapaToB), HOMEp PEruCTPALMOHHOTO YIOCTOBEPEHHSI, CPOK TOJAHOCTH, CIIOCO0 MPUMEHEHUS,
JO3MPOBKA MJIM KOHIICHTpAIUs, 00heM, aKTUBHOCTh B €IUHHIIAX JEHCTBHUS JINOO KOIUIECTBO 103
B YIIAaKOBKE, JIEKapCTBEHHAs (hopMa, YCIOBHS OTITYCKa, YCIOBUS XpaHEHUs, IIPEAYIPEAUTENbHbIC
Ha/IITUCH.

2. @apmanieBTHUECKHE CYOCTaHIIMM JOJKHBI TOCTYNATh B 0OpallieHe, eClid Ha X NepPBUYHON
YITAKOBKE XOPOIIO YUTAEMBIM HIPU(PTOM Ha PYCCKOM SI3bIKE YKa3aHbI HANMEHOBAHHE
bapmarieBTHYECKON CyOCTaHIINK (MEKIYHAPOIHOE HEMATEHTOBAHHOE MIIM XUMHUECKOE U



TOProBO€ HAMMEHOBAHUSI), HAUMEHOBAHUE MPOU3BOAUTENS (papMalleBTUIECKON CyOCTaHIUH,
HOMEp CEpUH U J1aTa U3rOTOBJICHHUS, KOJIMYECTBO B YIIAKOBKE M €AUHUIBI H3MEPEHUS
KOJIMYECTBA, CPOK FOJIHOCTHU U YCIIOBUS XPAHEHUSI.

3. JIekapcTBEHHBIE CPE/ICTBA B KAUECTBE CHIBOPOTOK JIOJKHBI MOCTYNATh B OOpaleHue ¢
yKa3aHUEM KUBOTHOTO, U3 KPOBH, TJIa3Mbl KPOBHU, OPTAHOB U TKaHEH KOTOPOTO OHU IMOJIYYEHBI.
4. Ha BropruuHyto (MOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOTYYCHHBIX U3
KpOBH, IJIa3Mbl KPOBHU, OPIaHOB U TKaHEH 4es0OBeKa, JOJKHA HAHOCUTHCS HANMUCh: "AHTUTENA K
BU1Y-1, BUY-2, x Bupycy renaruta C ¥ MOBEpXHOCTHBIM aHTUT'€H BUpYca remnaruta B
OTCYTCTBYIOT".

5. Ha nepBrUYHYIO YIaKOBKY M BTOPHUHYIO (MIOTPEOUTENBCKYIO) YITaKOBKY
paanodapMaleBTHIECKUX JIGKAPCTBEHHBIX CPEACTB JIOJDKEH HAHOCUTHCS 3HAK PATUAIMOHHON
OITACHOCTH.

6. Ha BTOopuuHYyI0 (ITOTPEOUTENBCKYIO) YITAKOBKY TOMEONATHYECKHUX JICKAPCTBEHHBIX
MperaparoB JI0JKHA HAHOCUTHCS HAIMUCh: ""['oMeonaTuyeckuil'.

7. Ha BTOpH4HYIO (TOTPEOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX IIPEIapaToB
JIOJ>KHA HAHOCUTHCS HamKCh: "[Ipoaykius nponuia paauaimOHHbIA KOHTPOJIb'.

8. Ha mepBu4HYyIO yIakoBKYy U BTOPHUYHYIO (TIOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX
[pernapaToB, MpeIHA3HAYCHHBIX ISl KITMHUYECKUX UCCIIeI0BAaHUM, TOJKHA HAHOCUTHCS
HaJMHUCh: "JIJIsl KTMHUYECKUX UCCISTOBAHMM ",

9. YnakoBKa JIeKapCTBEHHBIX CPEJICTB, MPEAHA3HAYEHHBIX UCKIIOYUTEIBHO JUISl SKCIIOPTa,
MapKHUPYETCsl B COOTBETCTBUU C TPEOOBAHUSIMH CTPAHbI-UMIIOpTEpA.

10. Ha TpancnopTHyto Tapy, KOTopas He MpeJHa3HaueHa AJis MOTpeOuTeneii 1 B KOTOPYIO
MOMEIIEHO JICKAPCTBEHHOE CPECTBO, JODKHA HAHOCUTHCS WH(GOPMAIIUS O HANMEHOBAHHH,
CepUHU JICKApPCTBEHHOTO CPEJICTBA, aTe BBITYCKA, KOMYECTBE BTOPUYHBIX (MTOTPEOUTEIHCKUX )
YIaKOBOK JIEKAPCTBEHHOT'O CPEJICTBA, IPOU3BOAMUTEIIE JIEKAPCTBEHHOTO CPEICTBA C YKa3aHUEM
HAaUMEHOBAHUS U MECTOHAXOXKACHUSI IPOU3BOIUTEINS JIEKAPCTBEHHOT'O CPEICTBA (apec, B TOM
YyuCie cTpaHa u (WIM) MEeCTO IIPOM3BOJICTBA JIEKAPCTBEHHOTO CPEJICTBA), @ TAKKE O CPOKE
TOJTHOCTHU JIEKAPCTBEHHOTO CPEACTBa U 00 YCIOBHUSAX €0 XpaHEHUs U MEePEBO3KH, HEOOXOJUMbIE
MpeayNpeAUTENIbHBIC HAIUCH U MAaHUTTYJIATOPHBIC 3HAKH.

11. Ha mepBU4HYIO yIIaKOBKY U BTOPUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX
CPENICTB JIJIsl BETEPUHAPHOTO MPUMEHEHUS JJOJKHA HAHOCUTHCS HAAMKCK: " [{71s1 BeTepruHapHOTO
IpUMEHEHHUA".

12. Ha BropuuHy0 (IOTPEOUTENBCKYIO) YIIAKOBKY JIEKapCTBEHHOTO Mpenapara HaHOCUTCS
LITPUXOBOH KOJ.

I'maBa 9. BB03 J1eKapCTBEHHBIX CPEACTB HA TeppuTOpHIO Poccniickoil denepaunu U BbIBO3
JIEKAPCTBEHHBIX CpPelACTB ¢ Teppuropuu Poccuiickoit Mexepauun

Cratbs 47. Ilopsiiok BB03a 1eKaPCTBEHHBIX CPEACTB HA TeppuTOpHI0 Poccniickoit
denepalui U BbIB03a JIEKAPCTBEHHBIX CPeACTB ¢ TeppuTopuu Poccuiickoit @enepannu
1. BBO3 n1€KapCTBEHHBIX CPEACTB HA TEppUTOpHIO Poccuiickoit denepanyiv OCYIECTBIISIETCS B
nopsiake, ycranoieHHOM [IpaBurtenscTBoM Poccuiickon @enepannn, B COOTBETCTBUU C
3akoHoaresbecTBoM Pocceuniickoit denepanuu.

2. Bo3umsle Ha Tepputoputo Poccuiickoit denepaiiuu iekapcTBEHHBIE CPEICTBA JOKHBI ObITH
BKJIFOYEHBI B T'OCYJJaPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEICTB.

3. Jomyckaercst BBO3 Ha Tepputopuio Poccuiickoit denepanyu KOHKPETHOW MapTHH
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, IPEAHA3HAYEHHBIX IS [IPOBEICHUS
KJIINHAYECKHUX HUCCIEA0BAHUH JIEKAPCTBEHHBIX IIPENApATOB, IPOBEACHUS SKCIIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB JUIS OCYLIECTBICHUS TOCYAAPCTBEHHOM PErUCTPALMU JIEKAPCTBEHHBIX
IIpenapaToB Wi JUIsl OKa3aHUs MEIUIIMHCKON MOMOIIM 1O KU3HEHHBIM ITOKA3aHUAM
KOHKPETHOI'O ITALIMEHTAa Ha OCHOBAHUU Pa3pELICHMs, BBIIAHHOIO YIIOJHOMOYEHHBIM
benepanbHBIM OPraHOM MCHOJIHUTENBHOM BJIACTH 110 3asBJICHUSM JIMII, YKa3aHHBIX B CTaThe 48



Hacrosuero @enepanbHOro 3aKkoHa. PaccMoTpeHne Takoro 3asBJICHUs U IPUHATHE PELLICHUS O
BBIJIa4Y€ pa3peIICHNs Ha BBO3 KOHKPETHON NIapTUN HE3apETUCTPUPOBAHHBIX JIEKAPCTBECHHBIX
CPENCTB, IPEHA3HAYCHHBIX JUIS IIPOBEACHNS KIMHUYECKUX UCCIIEIOBAHUN JIEKAPCTBEHHBIX
IIPENapaToB, IPOBEAECHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB VISl OCYIECTBICHHUS
rOCyJapCTBEHHOM PEruCTpaLvy JICKapCTBEHHBIX IIPENapaToB UiIU )1 OKA3aHUs MEIULIUHCKOU
HOMOILM T10 )KU3HEHHBIM IT0Ka3aHUSM KOHKPETHOTIO MaIeHTa JIn00 00 0TKa3e B Bblaye
YKa3aHHOTO pa3perieHusl IPOU3BOAITCS B CPOK, HE MPEBBIIAIONINA MATH pabounx aHei. [lnata
3a BbIIaYy YKa3aHHOT'O Pa3pelICHMs HE B3UMACTCA.

4. Ha tepputoputo Poccuiickoii @enepanyy MOXKHO BBO3UTH JIEKAPCTBEHHBIE CPENICTBA,
Ka4eCTBO KOTOPBIX ITOATBEPkKAECHO CepTU(UKATOM IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJICTB,
YIIOCTOBEPSIOLINM COOTBETCTBUE BBO3HMBIX JIEKAPCTBEHHBIX CPEICTB TPEOOBAHHSIM
(bapMakonelHbIX craTei 1100 B Cilyyae UX OTCYTCTBHSI HOPMAaTUBHOM JOKYMEHTAILUHU UIIH
HOPMAaTUBHOT'O JOKYMEHTA.

5. 3anpemaercs BB03 Ha TeppuTopuio Poccuiickoit deaepannu GanbcupuimpoBaHHBIX
JIEKapCTBEHHBIX CPEACTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPAa(aKTHBIX
JIEKapPCTBEHHBIX CPEJIICTB.

6. ®anpcudunmpoBaHHbIE JEKAPCTBEHHBIE CPENICTBA, HETOOPOKAYECTBEHHBIC JIGKAPCTBEHHBIC
CPEICTBA MOUIEkKAT U3BATHIO U ITOCIEAYIOIEMY YHUUTOKEHHUIO WM BBIBO3Y C TEPPUTOPUU
Poccuiickoit ®enepannu, KoOHTpadaKTHBIC JIEKAPCTBEHHBIE CPE/ICTBA - U3BATHIO U
HOCJIEAYIOIEMY YHUUTOKEHUIO. Y HUYTOXKEHHUE WM BBIBO3 C TeppuTOpun Poccuiickoit
Oeneparun panbcuGUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, HEAOOPOKAUYECTBEHHBIX
JIEKapCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPE/ICTB OCYLIECTBISETCS 3a CUET
JM1a, OCYIIECTBUBILErO UX BBO3. [IOps10K YHUUTOKEHUS U3BATHIX (anbCU(PUIMPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB, HENOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB, KOHTPA(aKTHBIX
JIEKapCTBEHHBIX CpelcTB ycTaHaBinuBaercs [IpasurensctBom Poccniickoit denepanumn.

7. JInua, ocymiecTBisironMe BBO3 Ha TeppuToputo Poccuiickoit denepanuun
(banbCcupUIMPOBAHHBIX JICKAPCTBEHHBIX CPECTB, HETOOPOKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeACTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C
3aKoHoAarenbcTBOM Pocculickont denepanuu.

8. BbIBO3 JIeKapcTBEHHBIX CpelICTB ¢ TeppuTopun Poccuiickoit denepanyu ocymiecTpiseTcs 6e3
IIPUMEHEHHUs OTPaHUYEHUH, YCTAaHOBIICHHBIX 3aKOHOAaTenbcTBOM Pocculickoit denepanuu o
roCyJapCTBEHHOM PEryJIMPOBAHUU BHEIIHETOPTIOBOM AEATEIBHOCTU. BBIBO3 JIEKapCTBEHHBIX
IpenapaToB, NpeIHa3HAYCHHBIX JIJIsl TYMAHUTAPHON MOMOUIH (CONENUCTBHUS) UIIM TIOMOIIHU MIPH
Ype3BbIYANHBIX CUTYaLUsX, ¢ TeppuTopun Poccuiickont denepanuu oCyecTBIAETCS Ha
ocHoBaHuM pewreHus [IpasurenscrBa Poccniickoit denepanny Ui peleHns OpraHoB
rocylapcTBEHHOM BIacTH cyobekToB Poccuiickoii @enepariuu 06 okazaHUH MTOMOIIU
MHOCTPAHHOMY T'OCYAapCTBY.

Cratba 48. IOpuanyeckue JJnna, KOTOPbIM pa3pelieH BBO3 JIEKAPCTBEHHBIX CPeICTB Ha
TeppuTopuio Poccuiickoit @exepanuu

JlekapcTBeHHBIE cpenicTBa Ha TeppuToputo Poccuiickoit deaepanuu MOTyT BBO3UT:

1) mpou3BOAUTENH JIEKAPCTBEHHBIX CPEACTB AJIA 1ieJie COOCTBEHHOTO MPOU3BOICTBA
JIEKAPCTBEHHBIX CPEJICTB;

2) MTHOCTpaHHbIE Pa3pabOTYUKH JIEKAPCTBEHHBIX CPEACTB U MHOCTPAHHbIE TPOU3BOIUTENN
JIEKapPCTBEHHBIX CPEJICTB WM IPYTrHe IOpUANUECKHE JIHIA [0 MOPYYSHHUIO pa3padoTunKa
JIEKapCTBEHHOI'O CPEACTBA JJIs IPOBEACHUS KIIMHUYECKUX UCCIIEA0BAHUH JIEKAPCTBEHHOT'O
Ipenapara, OCyIECTBICHHs TOCYJapCTBEHHON pEruCTpaliy JIEKapCTBEHHOT O IIpenapara,
BKJIIOYEHUS (hapMalleBTUYECKON CyOCTaHIIMM B TOCYAAPCTBEHHBINA PEECTP JIEKAPCTBEHHBIX
CPENCTB, KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEICTB IPU HAIMUUU PA3pPEIICHUS
YIOJIHOMOYEHHOT0 (heZiepaibHOro OpraHa UCIIOJIHUTELHON BIACTH HAa BBO3 KOHKPETHOM NMapTun
JIEKAPCTBEHHBIX CPEJICTB;

3) opranu3anyy ONTOBOM TOPrOBIIM JEKAPCTBEHHBIMU CPEACTBAMY;



4) Hay4HO-MCCIIEJOBATENbCKIE OPTaHu3aIliK, 00pa30BaTeIbHbIC YUPEKICHHSI BBICILIETO
poQeCCHOHAIBHOTO 00pa30BaHusl, TPOU3BOAUTEINHN JIEKAPCTBEHHBIX CPEJCTB I pa3pabOTKH,
UCCIICIOBaHMI, KOHTPOJIA O€30M1aCHOCTH, Ka4ecTBa, 3(h)()eKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB
IIPU HAJIMYWU Pa3pelIeHus YIOJTHOMOYEHHOTO (hefiepaibHOro opraHa UCIIOJHUTEILHON BIACTH;
5) MEIMLIMHCKHME OpraHU3alluy, UHbIE YKa3aHHbIE B MyHKTax | - 4 HacTosAwLIel cTaTbu
OpraHu3aIMy JIJIs OKa3aHHs MEIUIIMHCKOM MOMOIIH 1O dKU3HEHHBIM MTOKA3aHUSIM KOHKPETHOTO
NalMeHTa MPH HATWYUH Pa3pelieHus] YIOTHOMOYSHHOTO (pe/iepaibHOro opraHa
MCIIOJTHUTEINIbHOM BJIACTH HAa BBO3 KOHKPETHOM MapTHH JIEKAPCTBEHHOI'O MIperapara, BbIIaHHOTO
B YCTaHOBJICHHOM MOPSAKE B (hopMe 3JIEKTPOHHOTO JOKYMEHTA, TOAMMCAHHOTO 3JIEKTPOHHOM

1 (pOBOH MOIIHUCHIO.

Crarba 49. JlIokyMeHTBI, PeACTaABJIsIEMbIe B TAMOKeHHbIe Opranbl Poccuiickoii
®egepanuy NpHU BBO3e JIEKAPCTBEHHBIX CpecTB Ha Tepputopuio Poccuiickoii ®enepanun
1. IIpu BBO3E JIEKapCTBEHHBIX CPeACTB Ha TeppuToputo Poccuiickoilt denepany B TaMOKEHHBIE
opransl Poccuiickon @enepanuu Hapsay ¢ JOKyMEHTaMU, IIPEACTABICHHE KOTOPBIX
IIPEAYCMOTPEHO 3aKOHOAaTeNnbCcTBOM Pocculickoi denepanuu, NpeacTaBisoTCs CIEIyONIe
JIOKYMEHTBI:

1) cepTudukat npou3BOIUTENS JEKAPCTBEHHOTO CPECTBA, YAOCTOBEPSIONINN COOTBETCTBHE
BBO3MMOT'0 JIEKAPCTBEHHOT'O CpeACTBA TpeOOBaHUAM (apMaKoINEeHHOM cTaThy 10O B ciydae ee
OTCYTCTBHSI HOPMAaTUBHOM JOKYMEHTALMU UM HOPMATUBHOIO IOKYMEHTA;

2) pa3peleHue yIoJHOMOYEHHOIo (heiepaabHOro OpraHa UCIIOJIHUTEIbHON BJIACTH Ha BBO3
KOHKPETHOM MapTUH JIEKAPCTBEHHOT'O CPEJCTBA B CIy4asiX, yCTAHOBIIEHHBIX YacCThio 3 cTaTbu 47
HacToswero denepanbHOro 3aK0Ha.

2. JIokyMeHThI, yKa3aHHbIE B IyHKTax 1 u 2 yactu | HacTosen cTaTb, NPEICTaBISIOTCS B
TaMOXeHHbIe opranbl Poccuiickoit @enepannu npu npruOBITHH JIEKAPCTBEHHBIX CPEJICTB HA
tepputoputo Poccuiickoit @eaepanuu.

Cratbs 50. BB03 JiekapcTBeHHBIX NpenaparoB Ha TeppuTopuio Poccuiickoit @exepannn
JJIS1 JIMYHOT'0 MCII0JIb30BAHUA M HHBIX HEKOMMEPYEeCKHX LeJIeH

1. JlekapcTBeHHbIE IpenapaTsl MOT'YT ObITh BBE3€HBI Ha TeppuToputo Poccuiickoit @enepanuun
0e3 yuera TpeOOBaHUH, IPEAYCMOTPEHHBIX YacTsAMu 1 - 4 ctatbu 47, ctatbsiMu 48 u 49
Hacrosuiero denepaabHOro 3aK0HA, €CIIM OHU MPEIHAa3HAYCHBI JJIA:

1) nuuHOTO HCTIONB30BaHUS (PU3NUECKUMHU JIUIAMU, TPUOBIBIIMMHU Ha TeppuTOopHio Poccuiickoit
denepanuy;

2) ucnosnp30BaHusl paOOTHUKAMH TUIIOMAaTHYECKOTO KOPITyca UM IPEACTaBUTENIMU
MEXIYHAPOAHBIX OpraHU3aluii, akKpeAUTOBaHHBIX B Pocculickon Penepanuy;

3) neueHus MacCaKUPOB U WICHOB DKHIAXKEH TPAHCTIOPTHBIX CPEJICTB, MOS3IHBIX OpUraj u
BOJIUTENIEH TPAHCIIOPTHBIX CPENICTB, NPUOBIBIINX HAa TeppuToputo Poccuiickoin @eneparui;

4) neyeHus y4aCTHUKOB MEXAYHAPOJHBIX KYIbTYPHBIX, CIOPTUBHBIX MEPONIPHUATUN U
YYaCTHUKOB MEXIAYHAPOJIHBIX IKCIIECIUIINNT;

5) nedeHuss KOHKPETHBIX )KUBOTHBIX B 300I1apKaX, a TAK)KE )KUBOTHBIX, BBO3UMBIX Ha
tepputoputro Poccuniickont denepanuu A1 y4acTsl B CHOPTUBHBIX M 3PEJUIIHBIX
MEPOIPUATHSX.

2. B cnydasx, npeayCMOTPEHHBIX YacThiO | HACTOSIIEN CTAaThH, IOMYCKAETCA BBO3 HA
teppuroputo Poccuiickoit denepanuu JI€KapCTBEHHBIX IIPENAapaToB, HE 3apETUCTPUPOBAHHBIX B
Poccuiickoit denepanum.

3. JlekapcTBeHHBIE ITpeNapaThl, IpeJHa3HAYEHHbIE /111 TYMaHUTAPHOU IMOMOLIH (COAEHCTBNUSA)
WJIM TIOMOIIY IIPH YPE3BBIYAHBIX CUTYAIUAX, BBO3ATCS Ha TEppUTOpHUIO Poccuiickoit
®denepanuu B nopsake, ycraHoBieHHOM [IpaBurensctBoM Poccniickoit denepanun.
3anperiaercs BBO3 Ha TeppuTopHio Poccuiickoit denepanny He3aperucTpupoBaHHBIX
JIeKapCTBEHHBIX IpenapaToB, MpeHA3HAYEHHBIX JUI T'YMaHUTApHOM MOMOIIHU (COAESHCTBUS) WK
ITOMOIIHX ITPU YPE3BBIYAWHBIX CUTYaLHSX.



Cratbs 51. CoTpyanndecTBO (peiepaJbHOT0 OPraHa HCIOJIHUTEIbHON BJIACTH,
YIIOJIHOMOYEHHOI'0 B 00J1aCTH TAMOKEHHOI'0 /1eJ1a, U IPYTrUX YIIOJTHOMOYEHHbIX
(enepajbHBIX OPraHOB MCMOJHUTEILHON BJIACTH

1. YnonnomoueHHble eiepaibHbIe OPraHbl UCIIOJHUTEIBHON BIACTH MPEIOCTABIISAIOT B
pacriopsbkeHue ¢eepaabHOro OpraHa UCIOJHUTEIBHOM BIACTH, YIOTHOMOYEHHOTO B 00J1acTH
TaMO>KEHHOT0 JIeJ1a, TOCYIapCTBEHHBIN PEEeCTp JIEKAPCTBEHHBIX CPE/ICTB, a TaKkKe HH(OPMALIUIO
0 BBIJIaHHBIX Pa3pEeIICHUAX HA BBO3 KOHKPETHOM MAPTUHU JIEKAPCTBEHHBIX CPEACTB B CIyUasXx,
YCTaHOBJIEHHBIX 4acThlO 3 ctaTtbu 47 HacTosmero deaepajbHOro 3aKOHa.

2. ®enepanbHbIi OpraH UCTIOIHUTEILHON BIACTH, YIIOJIHOMOYEHHBINA B 00JIACTH TAMOKEHHOTO
nena, ”HGOpMUPYET yYKa3zaHHbIE B 4acTU | HACTOSIEH CTaTbU YIIOJTHOMOYEHHBIE (peiepaibHble
OpraHbl UCIOJHUTEIBHOM BJACTH O BBO3€ JIEKAPCTBEHHBIX CPEICTB HA TEPPUTOPHUIO Poccuiickon
®denepalliy U BBIBO3E JIEKAPCTBEHHBIX CPENICTB ¢ TeppuTopun Poccuiickoit @eaepaiuu mno
dbopMe u B mopsiiKe, KoTopbie ycTanoBIeHbI [IpaButenscTBoM Poccuiickoit denepanuu.

I'naBa 10. ®apmaneBTHYeCKasi 1eATEJIbHOCTD

Kommenmapuii 'APAHTa

Cwm. Konyenyuio ghedepanvroii yenesoii npocpammer "Pazeumue papmayesmuyeckoii u
MeduyuHckou npomvluiienHocmu P® na nepuoo oo 2020 200a u oanvreuuyto nepcnekmugy”,
ymeepacoenHyro pacnopsicenuem Ilpasumenvcmea P® om 1 okmabpsa 2010 2. N 1660-p

Cwum. Crpateruto pa3Butus GpapmaneBTHIECKOl mpombinuieHHocTH P® Ha mepuox 10 2020 1.,
YTBEpkKACHHYIO TpukazoM Munnpomropra Poccuu ot 23 oxts6ps 2009 r. N 965

Cratbs 52. OcymecTBiieHne (papMalneBTHYECKOH esiTeJJbHOCTH

1. @apmanieBTHYECKas AESATEILHOCTD OCYIIECTBISETCS OPraHU3alMsIMU OITOBOM TOPTOBIH
JIEKapCTBEHHBIMU CPEACTBAMH, alITEYHBIMU OpPraHU3alUIMU, BETEPUHAPHBIMU allTeUHBIMH
OpraHu3alUsAMHI, UHIUBUAYAIbHBIMU IPEIIPUHUMATEISIMU, UMEIOLIUMHU JIMLEH3UIO Ha
(bapMaleBTUYECKYIO AEITETbHOCTD, MEAUIIMHCKIMH OpraHU3allusIMy, UMEIOIIUMU JIUIIEH3UI0 Ha
(dapMaIeBTHUYECKYIO JICITEILHOCTD, U X 000COOJICHHBIMHY MOpa3IeICHUSIMH (aMOYIaTOPHSIMH,
denpamepckuMu U (heapAIepCeKo-aKyIepCKUMU MTyHKTaMH, IEHTpaMu (OTAeNEHUsIMHU) 001Ien
BpaueOHOM (CeMEeMHOMN) MPaKTUKH), pPACIIOJI0KEHHBIMH B CEIbCKUX MOCEIEHUSAX, B KOTOPBIX
OTCYTCTBYIOT allIT€YHbIE OPraHU3alIMH, U BETEPUHAPHBIMHU OPraHU3aLUSIMHU, UMEIOLITUMU
JUIEH3UIO Ha (papMalleBTUYECKYIO JIEATEIbHOCTb.

Kommenmapuii '’APAHTa
Cwm. Tlonosicenue o nuyeH3uposanuu hapmayesmuyeckoll 0esmenbHOCMuU, YmeepiHcOeHHoe
nocmanosnenuem Ilpasumenocmea P® om 6 urons 2006 2. N 416

Cm. Aomunucmpamuensiii pecnamenm Pedepanvbroli cyrcobl No HA030py & chepe
30paBOOXPAHEHUS U COYUANLHO20 PA3GUMUSL NO UCNOJIHEHUIO 20CYO0apCMBEEeHHOU YHKYUU NO
JIUYEHZUPOBAHUIO (hapMayesmuyeckoll 0essmeabHOCU, YIMEEPHCOCHHbII NPUKAZOM
Munzopascoypazsumus Poccuu om 31 oexabps 2006 2. N 8§97

Cm. memoouueckue yKasauusi N0 0CYUeCmeleHUI0 Opeanamu 20¢y0apCmeeHHoU 61acmu
cybvexmos P® nepedannvix nonrnomouuii PO no nuyensuposanuio papmayesmuieckoii
desimenvHOCMU, YmeepicoenHvle npukazom Mumnzopascoypazeumusi Poccuu om 6 utons 2008 e.
N 263u

2. ®u3nuYecKue JIMa MOTYT OCYIIECTBIIATh (hapMaIleBTUUECKYIO JEeSTeNbHOCTh IPU HATUYUU
BBICIIETO WJIM CPEIHETro (hapMaleBTHUECKOro 00pa3oBaHus U cepTU(HUKaTa CIEIUAINCTA,
BBICILIETO WJIM CPEIHET0 BETEPUHAPHOT0 00pa30BaHus U cepTu(dUKaTa CealIncTa, a TAaKKe



BBICIIIETO WJIM CPETHET0 MEAUIIMHCKOTO 00pa3oBaHusl, cepTU(HUKATA CIICITUATNCTA U
JOTIOTHUTEIBHOTO MPOo(ecCHOHATLHOTO 00pa30BaHUs B YACTH POZHUYHOM TOPTOBIIN
JICKapCTBEHHBIMU TIperapaTaMu IPH YCIOBUU MX PAOOTHI B 000COOICHHBIX TOIPa3ACICHUSX
MEIULMHCKUX OpPraHu3alui, yKa3aHHbIX B YACTU | HACTOSILIEH CTAaThHU.

Crarba 53. IIpona:xka, nepenayda JieKapCTBEHHbIX CPECTB OPraHU3aAIUAMU ONITOBOM
TOProOBJIM JIEKAPCTBEHHBIMH CPeACTBAMH

Opranuzaiyy onToOBOM TOPrOBIIU JIEKAPCTBEHHBIMH CPEICTBAMU MOTYT OCYIIECTBIIATH IPOJAXKY
JICKapPCTBEHHBIX CPEJICTB WM MEePE/IaBaTh UX B YCTAHOBICHHOM 3aKOHOAATEIHCTBOM
Poccuiickoit denepaiuu nopsiake:

1) apyrum opraHu3aiysaM ONTOBOW TOPTOBIH JIGKAPCTBEHHBIMU CPEIICTBAMU;

2) mpOU3BOIUTEIISAM JIE€KAPCTBEHHBIX CPEJICTB AJIS LeJIel TPOU3BO/ICTBA JIEKAPCTBEHHBIX
CPE/ICTB;

3) anTeyHbIM OpraHU3aLUsAM U BETEPUHAPHBIM allTE€YHbIM OPraHU3aAIUIM;

4) HayYHO-UCCIIEIOBATEIHLCKUM OPTaHU3AUAM JIJIs1 HAyYHO-UCCIIEI0BATEIbCKOU PabOThI;

5) UHAMBUIYAJIbHBIM NPEANPUHUMATEISAM, UMEIOIIUM JTUIEH3UI0 Ha (apMalleBTUYECKYIO
JESTSIIbHOCTD WU JINIIEH3UIO Ha MEAWIIMHCKYIO NI TEIIBHOCTH;

6) MEIUIIMHCKUM OpraHU3alUsIM, BETEPUHAPHBIM OpPTaHU3alIHsIM;

7) opraHHU3anysM, OCYIICCTBIISIOIIUM Pa3BEACHNE, BEIPAIIMBAHIC U COJICPIKAHNUEC KUBOTHBIX.

Cratbs 54. [IpaBuiia onToBOM TOProBJ/IM JT€KAPCTBEHHBIMHU CPeICTBAMH

OrnroBas TOProBJIsl JIEKAPCTBEHHBIMU CPEICTBAMU OCYIIECTBIISIETCS IPOU3BOAUTEISIMU
JIEKapCTBEHHBIX CPEJCTB M OPraHU3alUsIMU ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHU T10
IpaBHJiaM, YTBEPKJIEHHBIM COOTBETCTBYIOIIMMHU YIIOJTHOMOYEHHBIMH (peiepalbHbIMH OpraHaMu
HWCITIOJTHUTEILHON BIIACTH.

Kommenmapuii 'APAHTa
06 ocobennocmsx npooadicu 1eKapCmeeHHbIX NPenapamos u u30eaull MeOUYUHCKO20
HasHayenusi cm. nocmarosnenue IIpasumenscmea P® om 19 aunsaps 1998 2. N 55

Cratbs 55. IlopsiAok pO3HUYHOI TOPrOBJIH JIEKAPCTBEHHBIMH NPeENapaTaMu

Kommenmapuii 'APAHTa
Cwm. Ilopsiook omnycka 1eKkapCmeenHbIX cpeocmes, YmeepiCOeHHbL NPUKAZOM
Munszopascoypazeumus Poccuu om 14 oexabpsa 2005 2. N 785

Cm. OCT 91500.05.0007-2003 "lpasuna omnycka (peanuzayuu) 1eKapCmeeHHbIX CPeoCcms 8
anmeunvix opeanuzayusax. OcnosHvle nonodcenus”, ymeepoicoennwiti npuxkazom Munzopasa PD
om 4 mapma 2003 2. N 80

1. Po3Hn4Hast TOPTOBIIS JICKAPCTBEHHBIMH MpEnapaTaMi B KOJIMYECTBAX, HEOOXOUMBIX JIJIS
BBITIOJTHEHUS BpauyeOHBIX ((enbaIepckux ) Ha3HAaueHUH WM Ha3HAYSHHUH CIISIUAINCTOB B
00J1acTH BeTepUHAPUH, OCYIIECTRBISICTCS allTEYHBIMU OPTaHU3AIMSIME, BETEPUHAPHBIMH
aNTEeYHBIMH OpPraHU3alUsIMU, MHAWBUIYaTbHBIMU MIPEANPUHIMATEISIMHU, UIMEIOIIUMU JTUIICH3UIO
Ha (apManeBTUYCCKYIO ICATEeIbHOCTh, MEIUIIMHCKIMH OPTaHU3aIUsIMHU, IMCIOIIUMH JTHIICH3UIO
Ha (apMaleBTUYECKYIO NEATEIbHOCTh, M UX 000COOIEHHBIMU MOAPA3ICICHUSIMU
(amMOymaTopusiMu, QeNTbIMIEPCKUMHA U (eNTbAMEPCKO-aKyIIePCKUMU TyHKTaMH, IIEHTPaMU
(oTmeneHusMu) o01IeH BpaueOHOMN (CEMEWHOI ) MPaKTUKHU ), PACTIONOKEHHBIMU B CEITBCKUX
MOCEJICHUSX, B KOTOPBIX OTCYTCTBYIOT allTeYHbIC OpraHU3aIluH, i BETEPHHAPHBIMA
OpTraHU3aIUSIMHI, UMEIOIIMMU JIMIIEH3HIO Ha (hapMarieBTHUECKYIO AesITeNbHOCTh. Pa3perena
PO3HHUYHAS TOPTOBJIS TOJIBKO JIEKAPCTBCHHBIMU TIpeIiapaTaMu, 3aperuCTPUPOBAHHBIMU B
Poccwuiickoit ®deaeparuy Wik U3rOTOBICHHBIMU alITEYHBIMU OPTaHU3AIMSIME, BETEPUHAPHBIMH



ANTEYHBIMH OpPraHU3alUsIMU, THAWBHUIYaTbHBIMU MTPEANPUHIMATEISIMHU, IMEIOIIUMU JTHIICH3UIO
Ha (apMalleBTUYECKYIO IEATEIbHOCTb.

2. Buzpl anTe4yHbIX OpraHU3alyii U MpaBuiia OTIYCKa JIGKAPCTBEHHBIX MPETapaToB JUIs
MEAMIIMHCKOTO IPUMEHEHHUS allTeYHbIMU OpPTaHU3alUsIMU, UHAUBUIYaTbHBIMU
peANPUHIMATENISIMI, UIMEIOIIMMH JIMLEH3UIO Ha (hapMalleBTHUECKYIO IeSTEIbHOCTD, a TAKXKe
IpaBuJia OTITYCKA JIEKAPCTBEHHBIX MPENapaToB i MEAUIIMHCKOTO TPUMEHEHUS MEIUITMHCKUMU
OpraHu3aLUSAME, UMEIOIIUMH JIUIIEH3UI0 Ha (papMaIleBTUYECKYIO AEATEIbHOCTD, U UX
000c00JICHHBIMY TTOApa3IeICHUAMH (aMOyIaTOpUsIMHU, (HeTTbIIIEPCKUMU U (eIThIIIePCKO-
AKyIIePCKUMHU MyHKTaMH, IIEHTpaMu (OTACICHUSIMH) 001el BpaueOHON (CeMEWHOM) MPaKTUKN),
PacMoI0KEHHBIMU B CEJIbCKUX MOCENIEHUSX, B KOTOPBIX OTCYTCTBYIOT allTeUHbIE OPTaHU3alUH,
YTBEPXKIAIOTCS YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCIIOJTHUTEIBHOM BIACTH.

3. [IpaBuiia oTIycka HAPKOTUYECKUX CPEJICTB U IICUXOTPOIMHBIX BEIIECTB, 3aPErUCTPUPOBAHHBIX
B KQ4eCTBE JIEKAPCTBEHHBIX MPETapaToB, JEKAPCTBEHHBIX MPEnapaToB, COACPIKAIINX
HApKOTUYECKUE CPEJICTBA U NICUXOTPOITHBIE BELIECTBA, YTBEPKAAIOTCS YIOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTEILHON BIACTH MO COTJIACOBAHUIO C (peliepaIbHBIM OpPraHOM
MCIIOJTHUTEINIbHOM BJIACTH, OCYLIECTBIISIIOIIUM (DYHKIIUU MO BBIPAOOTKE TOCYJapCTBEHHOM
MOJIMTUKH, HOPMAaTUBHO-TIPABOBOMY PETYJIMPOBAHHIO, KOHTPOJIIIO M HaA30py B cepe o6opoTa
HApPKOTUYECKUX CPEICTB, ICUXOTPOIHBIX BEIIECTB U X MPEKYPCOPOB, a TAKKE B 00JIaCTH
NPOTHBOACHUCTBUS UX HE3aKOHHOMY 000pOTY.

4. JlekapcTBeHHbIE MpENapaThl J1s BETEPUHAPHOTO TPUMEHEHUS MOJIJIEKAT OTITYCKY
BETEPUHAPHBIMU alTEYHBIMHA OPTaHU3AIUSIMHE, BETCPUHAPHBIMU OpPTraHU3aIHIMHU,
WHAUBUAYAIbHBIMH MPEANPUHUMATENAMU, UMEIOIIMMHU JTUICH3UIO Ha (papMalleBTUYECKYIO
nesITeIbHOCTb. [IpaBuia oTiycka JeKapCTBEHHBIX IPENapaToB /Ui BETEPUHAPHOTO IPUMEHEHHUS
YTBEPKAAIOTCS YIOTHOMOYEHHBIM (heZiepaibHbIM OPraHOM UCIOTHUTENBHOM BIIACTH.

5. IlepeueHb MEIUIIMHCKUAX OPTaHU3ALNH, IMEIOMINX JTUIICH3UIO HA (apMarieBTHIECKYIO
JESITENIbHOCTD, U UX 000COOICHHBIX MoApa3/ieieHnil (aMOynaTopu, QpenbauepcKkux u
(denpamepcKo-akyepcKux MyHKTOB, IIEHTPOB (0TAeNIeHni) o01el BpaueOHOM (CeMeHOi)
MPAKTUKH), PACTIOJIOKEHHBIX B CETbCKUX IMOCEICHUSAX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE
OpraHu3aIiy, a TAKXKE MIePeUCHb JICKAPCTBEHHBIX MPENapaToB (3a HCKIIFOYCHHEM HAPKOTHYECKIX
JIEKapCTBEHHBIX MPENapaTOB U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB), MPoiaxa KOTOPHIX
MOYKET OCYIIECTBIIATHCS YKa3aHHBIMU OPTaHU3AIMSIMH U HX 000COOIEHHBIMU TTOAPA3ICICHISIMHA,
yCTaHaBJIMBAIOTCS OpraHaMy UCIIOJHUTENIbHON Bi1acTH cyObekToB Poccuiickoit @enepanuu.

6. AniTevHble OpraHn3allui, WHAWBHAYAIbHbIC TPEIIPUHIMATENN, IMEIOIIHE JTUIICH3UI0 Ha
(bapMaleBTUYECKYIO AeATEIbHOCTb, 00s13aHbl 00ECIeYBaTh YCTAHOBICHHBIN YIIOJTHOMOYEHHbBIM
(benepaabHBIM OpPraHOM HCIIOJIHUTEIFHON BIACTH MUHUMAJIBHBIN aCCOPTHMEHT JIEKapPCTBEHHBIX
IpenapaToB, HEOOXOIUMBIX [T OKa3aHHUsI MEAULIMHCKONW TOMOIIIH.

7. AniTedHbIe OpraHN3allui, WHAUBHyaTbHbIEC TPEIIPUHAMATEIH, UMEIOIINE JTUIICH3UIO Ha
(bapMaleBTUYECKYIO AeSATEIbHOCTb, HAPSAAY C JEKapCTBEHHBIMHU IIperapaTaMi UMEIOT PaBo
nproOpeTaTh U MPOAABATh M3/ACTHSI MEAUIIMHCKOTO Ha3HAUCHUS, Ie3MH(PHINPYIOIINE CPEICTBA,
IpPEIMETHI U CPeACTBA JINYHON TUTHUEHBI, TOCYAY A MEJUIIMHCKUX LIeJel, MpeAMeThl U
CpeZCTBa, MpeTHA3HAYCHHBIE U1l YXO/a 32 OOJBHBIMH, HOBOPOXKJICHHBIMH U JIETHMH, HE
JOCTUTIIMMHU BO3pacTa TPEX JIET, OUKOBYIO ONTUKY U CPEACTBA yX0/a 3a Hel, MUHepalbHbIe
BOJIbI, IPOIYKTHI JIEYEOHOTO, IETCKOTO U IUETHUECKOTO MUTAHMUS, OMOJIOTHYECKH AKTHBHEIE
no0aBKH, napproMepHble 1 KOCMETUYECKHE CPEACTBA, MEUIIMHCKUE U CAaHUTAPHO-
IIPOCBETUTENIbHBIC TICUATHBIC W3IaHHsI, TPEeIHa3HAYCHHBIE TS IPOTIaraH/ibl 3I0pOBOTO 00pasa
KHU3HU.

8. JlesaTenbHOCTh anTeuHbIX oprann3anuil Boopyxennsix Cui Poccuiickont @enepanuu, 1pyrux
BOMCK, BOMHCKUX (DOPMHUPOBAHUI U OPTaHOB, B KOTOPBIX 3aKOHOATENbCTBOM Poccuiickoii
Ddeneparuu MperycMOTPEHO TPOXOXKACHNE BOSHHOHN HITH MPABOOXPAHUTEILHON CITY>KOBI,
perinaMeHTHpyeTcsl HacToAMM PeiepaabHbIM 3aKOHOM U YTBEP>KACHHBIMU
COOTBETCTBYIOIIUMH (heiepabHBIMIA OpTaHaMH HCTIOTHUTEIHHOM BIIACTH TIOJIOKCHUSIMHU.
KonTtpoms 3a co0roieHueM yka3aHHBIMH allTeUHBIMU OpPraHU3alMsIMU OJI0KEHUN HACTOSIIETO



DenepanbHOTO 3aKOHA OCYIIECTBISETCS COOTBETCTBYIOIMME (Pe/iepalbHBIMU OpraHaMHu
VICIIOJIHUTEIIBHOM BJIACTH.

Crarbs 56. U3roroBJjieHHe U OTIYCK JIEKAPCTBEHHBIX NIPeNapaToB

Kommenmapuii FTAPAHTa

Cwm. Eounvle npasuna oghopmienus 1eKapcme, npuzomosisaemMblx 8 anmeuHbix YuperHcOeHUsIX
(npeonpusamusix) pasiuunsvix popm coocmeenHocmu, ymaepaicoenuvle Munucmepcmeom
30pagooxpanenuss P@© om 24 uionsn 1997 2.

1. M3roToBieHue JI€KapCTBEHHBIX MPENapaToB alTeYHbIMU OPraHU3alUsIMU, BETepUHAPHBIMU
AIlITCYHBIMU OpraHUu3aluAMU, UHANBUAYAJIbHBIMU MMPCAIIPUHUMATCIIAMU, UMCIOIITNUMU JIMICH3UTIO
Ha (papMalLleBTUYECKYIO 1EATEIILHOCTD, OCYLIECTBIISIETCS 0 PEeLEeNTaM Ha JIeKapCTBEHHbIE
npernaparsl, o TpeOOBaHUAM MEIUIIMHCKUX OpPTaHU3alHii, BETEPUHAPHBIX OPraHU3aINil B
COOTBETCTBUM C IIPABUJIAMU U3TOTOBJICHUS U OTIIYCKa JIEKAPCTBEHHBIX MPENapaToB,
YTBEP)KJICHHBIMH YIIOJIHOMOYEHHBIM (heiepabHbIM OPTaHOM HCTIOHUTEIIBHON BIACTH.

2. Ilpu M3roTOBICHUH JIEKAPCTBEHHBIX MIPENapaToOB alTeYHbIMUA OPraHU3aALUSIMH,
BCTCPUHAPHBIMU AlITCYHBIMU OpraHU3alluAMU, UHIANBUAYAJIbHBIMU ITPCANIPUHUMATCIIAMH,
UMEIOILMMHU JIUIEH3UIO Ha (papMalleBTUYECKYIO AEATeIbHOCTb, HCIIOJIb3YOTCS
(dapmalieBTUYECKHE CYOCTaHIIMH, BKIIFOUEHHBIE COOTBETCTBEHHO B FOCY/1apCTBEHHBIN PEECTp
JIEKapCTBEHHBIX CPEACTB JJI MEIUIIMHCKOIO IPUMEHEHUS U FOCYJapCTBEHHBIN peecTp
JICKAPCTBCHHLIX CPCACTB AJIsI BETCPUHAPHOTO IPUMCHCHUA B YCTAHOBJIICHHOM ITOPSAAKE. He
JIOITyCKAETCs] U3TOTOBJICHUE allTeYHbIMU OPraHU3aLUsIMH, BeTEpUHAPHBIMU AlITEYHBIMU
opranusanvsaMu, MHAUBUAYaJIbHBIMU NPCANNPHUHUMATCIIAMA, UMCIOIIUMHU JIMICH3WUIO Ha
(bapMalieBTUYECKYIO AEATEIbHOCTb, JIEKAPCTBEHHBIX MPENapaToB, 3apEerUCTPUPOBAHHBIX B
Poccuiickoit @enepanuu.

3. MapkupoBKa JIEKapCTBEHHBIX MIPENapaToB, U3rOTOBJIEHHBIX alITEUHbIMU OpraHU3alUsIMY,
BCTCPUHAPHBIMU AlITCYHBIMU OpraHU3alluAMU, UHINBUAYAJIbHBIMU IIPCANIPUHUMATCIISIMU,
UMEOILMMHU JIMIEH3UIO Ha (papMalleBTUYECKYIO I€ATEIbHOCTb, U 0(OpMIIEHHE TaKUX
npemnapaToB AOJKHBI COOTBCTCTBOBATH IIpaBUJIaM, YKa3aHHBIM B 4aCTHU 1 HaCTOFIIIIeI\/JI CTaThbu.
4. AniteyHble OpraHU3alMy, BETEPUHAPHBIE alITEUHbIE OpraHNU3allui, UHIMBUIYyaIbHbIE
peIIPUHUMATETH, UMEIOIIUE JTMIEH31I0 Ha ()apMalleBTUYECKYIO 1€ATEIbHOCTh, HECYT
OTBETCTBEHHOCTb 332 HECOOJIOICHNE TIPABUII U3TOTOBJICHHS U OTIYCKA JIEKAPCTBEHHBIX
IIPEnapaToB B COOTBETCTBHUHU € 3aKOHOAATENbCTBOM Pocculickon denepanuu.

Cratba 57. 3anpemenue npoaaxu paabcuPUIUPOBAHHBIX J1eKAPCTBEHHBIX CPE/ICTB,
HeJ00pPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEACTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX
cpeiacTs

[Tponaxa anbcudumpoBaHHBIX JEKAPCTBEHHBIX CPENICTB, HEAOOPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CPENICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aNpeIaeTcs.

CraTbs 58. XpaHeHHe JIeKapCTBEHHBIX CPEICTB

1. Xpanenue neKapCTBEHHBIX CPEJCTB OCYIIECTBIISIETCS MPOU3BOIUTEISMH JICKAPCTBEHHBIX
CPEJCTB, OPraHMU3aLUSIMH ONTOBOM TOPTOBJIM JEKAPCTBEHHBIMHU CPEACTBAMM, AlITEYHBIMHU
opraHu3anrsaMu, BETCPUHAPHBIMHA allTCYHBIMU OpraHu3aluiaMi, HHAWBUAYAJIbHBIMHA
OpeANpUHUMATENIMU, UMEIOIIMMH JIMLEH3UI0 Ha (hapMalleBTHUECKYIO AeSTeIbHOCTh MU
JIMICH3UIO HAa MEANIUHCKYIO JCATCIbHOCTh, MCAUIIUHCKUMHA OPraHu3alusMu, BETCPUHAPHBIMU
OpraHu3alUsIMH U MHBIMHM OPTaHU3aLUSMH, OCYILECTBIISIOUIMMU 00paleHNE JIEKapCTBEHHBIX
CPEICTB.

2. IlpaBuiia XpaHeHUs JIEKAPCTBEHHBIX CPEJCTB YTBEP)KIAIOTCSI COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (pe/IepalbHbIM OPTaHOM HCIIOTHUTEIbHOU BIACTH.

3. XpaHeHne HapKOTUYECKUX JIEKAPCTBEHHBIX CPEJICTB, ICUXOTPOMHBIX JIEKAPCTBEHHBIX



CpGI[CTB, paI[I/IO(bapMaI_IeBTI/I‘-IeCKI/IX JIeKapCTBeHHBIX CpCI[CTB OCyIJ_IeCTBJ'DIeTCH B COOTBCTCTBHHU C
3aKoHOJaTenbCcTBOM Poccuiickoit denepannm.

Kommenmapuii FTAPAHTa
O mepax no ynyyuienuio yiema, XpaneHus, 6blNUCbI6AHUS U UCNOIb308AHUS HAPKOMUUECKUX
cpeocme u ncuxomponHuvix eewjecms cm. npuxaz Munzopasa P® om 12 noabps 1997 2. N 330

I'naBa 11. YHUYTOXKeHNE JIEKAPCTBEHHBIX CPEACTB

Cratbs 59. OcHOBaHHA M NOPSAI0K YHUUYTOKEHHUS JIEKAPCTBEHHBIX CPEACTB

1. HenoOpokayecTBeHHbIE JIEKAPCTBEHHBIE CPENICTBA, (halbcU(PUIIMPOBAHHbIE JIEKAPCTBEHHBIE
CPEJICTBA TOJUICKAT UIBATHIO 3 TPAXKIAHCKOTO 000pOTa U YHUUTOKECHHIO B TIOPSIKE,
yctanoBiieHHOM [IpaButensctBoM Poccuiickoit @eaeparun. OCHOBaHUEM JJI1 YHUUTOXKEHUS
JIEKaPCTBEHHBIX CPEJICTB SIBISIETCS PEIICHUE BIIAJEIIblia JICKAPCTBEHHBIX CPEJICTB, PELICHUE
COOTBETCTBYIOILIETO YIIOJHOMOYEHHOTO (eIepalbHOr0 OpraHa UCIOJHUTEIBHOMN BIACTH WIIN
pelIeHuE Cya.

2. KonTpadaxTHbie IeKapCTBEHHBIE CPEICTBA MOJICKAT U3BATHUIO U3 TPaXAAaHCKOT0 000poTa U
YHUYTOXXEHHUIO 10 pelIeHuto cya. [Topsinok yHuuTOKEeHHsI KOHTpaaKTHBIX JIEKAPCTBEHHBIX
cpenctB ycranasiupaercs [IpaButensctBom Poccuiickoit @enepanunu.

3. Pacxozpl, CBSI3aHHBIC ¢ YHHUTOKEHUEM KOHTPa(aKTHBIX JICKApPCTBEHHBIX CPEJICTB,
HEZ00pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, (HaibCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB, BO3MEIIAIOTCA UX BIAACIBLEM.

4. Briagenen JeKapCTBEHHBIX CPEJICTB AOKEH MPEACTaBUTh B YIIOJTHOMOYEHHBIN (hefepanbHbIi
OpraH UCIOJHUTEIBLHOM BJIACTH IOKYMEHT WJIM 3aBEPEHHYIO B YCTAHOBJIECHHOM MOPSJIKE €r0
KOMUIO, TOATBEPKAAtONINE (DaKT YHUUTOXKEHHUS JICKAPCTBEHHBIX CPEJICTB.

5. CoOTBEeTCTBYIOIIUI YIIOTHOMOYCHHBIH (hefiepaibHbIA OpTaH UCIIOJTHUTEIHHON BIIACTH,
MPUHSBIIANA peleHue 00 YHUUYTOXKEHUH JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISET KOHTPOIb 32
UX YHUYTOKECHUEM.

6. YHUUTOXXEHHE JIEKAPCTBEHHBIX CPEJICTB MPOU3BOJUTCS OpraHu3alUsIMU, UMEIOIIUMHU
COOTBETCTBYIOIIYIO JIMIICH3UIO, Ha CIICIIUAIBHO 000PYIOBAaHHBIX IUIOMIAKAX, TOJIMTOHAX U B
CHEIHMAIbHO 000PYIOBAaHHBIX MTOMEIICHUSX C COOI0IEHUEM TpeOOBaHU B 0071aCTH OXPaHbI
OKpY>KaroIlel Cpelibl B COOTBETCTBHUH C 3aKOHOAATENBCTBOM Poccuiickoit deaepanuu.

7. HapkoTHyecKue JEKapCTBEHHbBIE CPEACTBA, IICUXOTPOITHBIE JIEKAPCTBEHHBIE CPEICTBA,
pamuodapmareBTUYECKHe JIEKapCTBEHHBIE CPEJICTBA YHUUTOXKAIOTCSI B COOTBETCTBUU C
3akoHoaresbcTBOM Poccuiickoit denepanuu.

I'maBa 12. I'ocynapcTBeHHOe peryJIipoBaHue IeH Ha JICKapCTBEHHbIE Npenapartsl 1J1si
MEeIULNHCKOI0 IPUMEeHeH sl

Cratbs 60. I'ocyrapcTBeHHOe peryjiMpoBaHue IleH HA JIeKApCTBEeHHbIe NpenapaTsl AJsl
METUIMHCKOT0 MPUMEeHEeHUsI

['ocymapcTBeHHOE peryIupoBaHuUe IIEH Ha JIEKapCTBEHHBIE MpenapaThl 1 MEIUIIHHCKOTO
MPUMEHEHHUS OCYIIECTBIISIETCS TIOCPEICTBOM:

1) yTBepkaeHUs NepedHsl >KU3HEHHO HEOOXOAUMBIX U BKHEHUIIINX JIEKaPCTBEHHBIX MPEMapaToB,
BKJIFOUEHHEIX B TaKOU NEpCUYCHDb MO MEXKAYHAPOAHBIMU HEMMATCHTOBAHHBIMU UJIW XUMUYCCKHUMU
HAUMEHOBAHUSIMH U COOTBETCTBYIOIIUX CIEAYIOUIUM KPUTEPHUSIM:

a) MMPUMCEHCHUEC KOHKPETHOTO JICKAPCTBCHHOI'O Ipcriapara ajid JUArHoCTHUKHU, HpO(l)I/IJ'IaKTI/IKI/I,
JiedeHus 3a00JIeBaHUi, B TOM YKCIIe MPEOOIaIaloNuX B CTPYKType 3a00JIeBaeMOCTH B
Poccniickoit denepanmu;

0) MpenMyIecTBO KOHKPETHOTO JIEKAPCTBEHHOTO Mpenapara o CPaBHEHHIO C IPYTHMH
JICKApPCTBCHHBIMU IMPEIiapaTtaMu IIpH ONPEACICHHBIX 3a6OJ'IeBaHI/II/I, CUHAPOME HUJIN KIIMHAYECKOU
CUTYaIlUH;



B) TepaneBTUYECKasi SKBUBAJIEHTHOCTh KOHKPETHOTO JIEKAPCTBEHHOI'O IIperapara
JIEKapCTBEHHBIM MpernapaTaM co CX0KUM MEXaHU3MOM (hapMaKoJIOTUYECKOTO IEHCTBUS;

2) yTBEpKAECHUS METOJIMKH YCTAHOBJICHUS IIPOU3BOAUTEISIMH JIEKAPCTBEHHBIX IIPENapaToB
NIpeAeNIbHBIX OTITYCKHBIX LIEH HA JIEKAPCTBEHHBIE ITPENapaThl, BKJIFOUECHHbIE B IEPEUCHb
KU3HEHHO HEOOXOIMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPETIapaToB;

3) rocyIapCcTBEHHOM perucTpaui YCTAaHOBIEHHBIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
IIPENapaToB MPECNIbHBIX OTIIYCKHBIX LIEH Ha JICKAPCTBEHHBIC MIPENapaThl, BKIOYEHHBIE B
nepeyeHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINUX JIEKAPCTBEHHBIX MPENapaToB;

4) BeieHUs TOCYJapCTBEHHOI'O PEECTPA MPEEIbHBIX OTIYCKHBIX LIEH ITPOU3BOUTENIEH Ha
JIEKapCTBEHHBIE MPEnapaThl, BKIIOUYEHHBIE B IEPEUEHb KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIITNX
JIEKApCTBEHHBIX IIPEIApaToB;

5) yTBepKIeHUsI METOJUKH YCTaHOBJICHUS OpraHaMH MCIIOJHUTEIbHON BJIacTU CyOBEKTOB
Poccuiickoit @enepannu npeaeabHbIX Pa3MEepPOB ONTOBBIX HAA0ABOK U MPEJACIbHBIX pa3MEpPOB
PO3HUYHBIX HAJ0aBOK K (DAKTHUECKUM OTITYCKHBIM 1I€HaM, YCTaHOBJICHHBIM MPOU3BOAUTEIIMU
JIEKapCTBEHHBIX IIPENApaToOB, Ha JICKAPCTBEHHBIE IIPENapaTsl, BKIIIOYECHHBIC B IIEPEUYCHB
YKU3HEHHO HEOOXOIMMBIX U BaKHEHUIINX JIEKaPCTBEHHBIX MIPENapaTos;

6) YCTaHOBJICHUS TPEICITBHBIX Pa3MEPOB ONTOBBIX HAJI0ABOK U MPEICIbHBIX Pa3MepPOB
PO3HUYHBIX HAJ0aBOK K (DAKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM POU3BOAUTEISIMU
JIEKAPCTBEHHBIX IIPENApaTOB, Ha JICKAPCTBEHHBIE ITPENapaTsl, BKIFOYECHHBIE B IIEPEUYCHb
YKU3HEHHO HEOOXO/IMMBIX U BaXKHEUIINX JICKAPCTBEHHBIX MTPEMapaTos;

7) yTBEp:KI€HUs OPS/IKA BbIIaYM NIPEANNCAHNN OpraHaM UCIIOJHUTEIbHOM BIACTU CYOBEKTOB
Poccuiickoii denepanuu o NpUBEIEHUN B COOTBETCTBUE C 3aKOHOIAaTENBCTBOM Poccuiickoi
Denepanun pemeHnii 00 yCTaHOBICHNUN TPEACTbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK H
MpelebHBIX PA3MEPOB PO3HUYHBIX HAA0AaBOK K (PAKTUUECKUM OTIYCKHBIM IICHAM,
YCTaHOBJICHHBIM ITPOU3BOUTEISIMU JIEKAPCTBEHHBIX IIPENAapaTOB, HA JIEKAPCTBEHHBIE
Ipernaparsl, BKIIOYCHHbBIE B IEPEYCHb )KU3HEHHO HEOOXOAUMBIX U BAXKHEHUIITUX JICKAPCTBEHHBIX
MIPEIapaToB, €CJIM OHU MPUHSATHI C HAPYLICHUEM 3aKoHoaTenbcTBa Poccuiickonn denepannu, B
nopsiike, ycranoBiaeHHoM IIpaButensctBom Poccuiickoit @enepannu;

8) HanpaBiIeHHs YIIOJHOMOYEHHBIM (eIepaIbHbIM OPIaHOM HCIIOIHUTEIBHON BJIACTH OpraHam
HCIIOJTHUTENbHOM Bi1acTu cyObekToB Poccuiickoit deaepanuu npeaniucanuii 0 NIpUBEICHUH B
COOTBETCTBUE C 3aKOHOAATENBCTBOM Poccuiickoit denepanuy NPpUHATHIX ¢ HAPYIIEHHEM
3akoHo1aTenbcTBa Poccniickoit @enepanuu pemieHuii 06 ycTaHOBICHUN NPEAEIbHBIX Pa3MepoB
ONTOBBIX HaJ10aBOK U MPEJEIbHBIX Pa3MEPOB POSHUUHBIX Ha10aBOK K [IEHAM Ha JIEKapCTBEHHbIE
npernapaThl, BKIIOUYEHHBIE B IEPEYCHb KU3HEHHO HEOOXOJMMbIX M BaKHEHMIIINX JIEKAPCTBEHHBIX
IIpenaparos;

9) ocyuiecTBiIeHNs TOCYIapCTBEHHOTO KOHTPOJIS 32 IPUMEHEHUEM LI€H Ha JIEKapCTBEHHBIE
npernaparsl B nopsjke, ycranosiaeHHoM [IpaButensctBom Poccuiickoi denepannu;

10) mpuMeHeHHs TPeTyCMOTPEHHBIX 3aKOHOAaTeNbCcTBOM Poccuiickoii @eneparun Mep
OTBETCTBEHHOCTH 3a HapylLIEHHUE MOpsi/iKa IEeHO00pa30BaHUs Ha KU3HEHHO HEOOXO0IUMBbIE U
BAKHEHNIIME JIEKAPCTBEHHBIE IPEnapaThl.

Cratbs 61. I'ocynapcrBeHHasi perucrpanys yCTaHOBJICHHBIX IPOU3BOIUTEISIMHA
JIEKApPCTBEHHBIX MPeNapaToB NpeAeJbHbIX OTIIYCKHBIX LIeH Ha )KU3HEHHO Heo0XouMble U
BaKHeHIIMe JTeKaAPCTBEHHbIE MPenaparbl U X MPOJakKa

1. YcTaHoBineHHBIE TPOU3BOIUTENSMU JIEKAPCTBEHHBIX IIPETapaToB MpeieibHbIE OTITYCKHBIE
IICHBI Ha JIEKAPCTBEHHBIE NIPENapaThl, BKIIOUEHHBIE B IEPEUCHb KU3HEHHO HEOOXOAUMBIX U
BaXHEHMIIINX JIEKAPCTBEHHBIX MPENapaToB, MOJIEkKAT rOCYAapCTBEHHON perucTpanim.

2. YcTaHOBIIEHHAs IPOM3BOAUTEIIEM JIEKAPCTBEHHBIX NPENApaToB MPEeiIbHAs OTITYCKHAs LIeHa
Ha JIEKApCTBEHHBIN Mpenapar, BKIIIOUEHHBIH B TepeueHb )KM3HEHHO HEOOXOUMBIX U
BaXHEHMILNX JIEKAPCTBEHHBIX NIPENApATOB, MOMJIEKUT OCYAAPCTBEHHON PETUCTPALIMU, ECIIA OHA
HE IIPEBBIIIAET pa3Mep LEHbI Ha TaHHbIN JIEKapCTBEHHBIN Ipenapar, pACCUNTaHHbBIN B
COOTBETCTBUH C YTBEPKICHHOMN B NOpsAAKe, ycTaHOBIeHHOM [IpaBuTenscTBom Poccuiickoi



®denepanyy, METOOUKON YCTAHOBIICHUS IPOU3BOIUTEISAMU JIEKAPCTBEHHBIX IIPENapaToOB
MIpEAENIbHBIX OTITYCKHBIX LIEH HA JIEKAPCTBEHHBIE MTPENapaTsl, BKIIOUECHHBIE B IEPEYECHb
KU3HEHHO HEOOXOIMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MpenaparoB. JJaHHON MeTO KON
npelycMaTpUBaeTCs I JIEKApCTBEHHBIX MPENapaTroB, HAXOAAIIUXCS B 00paIleHuy Ha
tepputopun Poccuiickoit dexepannu, pacueT cpeIHEB3BEIICHHON (PaKTUYECKOH 1IeHbI OTITYCKa,
CpeIHEB3BEIICHHON (PakTHUeCKO! IIEHbI BBO3a JIEKAPCTBEHHOTO Mpernapara 3a rof,
IIPEALIECTBYIOIINN JaTe IIPEACTABICHUS PEAEIbHOM OTIIYCKHOM LIEHbI IPOM3BOIUTENS Ha
JIEKApCTBEHHBIN MTpenapar Ha rocyJapCTBEHHYIO PETUCTPALUIO, a JUIsl JIEKAPCTBEHHBIX
npenapaToB, He MOCTYNABIIUX B oOpamieHue Ha Teppuropuu Poccuiickoit denepaunu, u s
OPUTMHAJBHBIX JIEKAPCTBEHHBIX MPENAPATOB PACUET POCCUUCKUMU ITPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IPENapaToB PacX00B, CBSI3aHHBIX C pa3pabOTKOM, MTPOU3BOICTBOM,
peanu3anuen JeKapCTBEHHOIO Mpenapara, yka3aHue HHOCTPAHHBIMU IIPOU3BOUTEISIMU pa3Mepa
MHUHUMAJIbHOW OTITYCKHOM LI€HBI TPOU3BOIUTEIISI HA JIEKAPCTBEHHBIN IIpenapaT B roCcy1apCcTBe
MIPOU3BOJUTEIS U IPYTUX IOCYIapCTBAX, [JI€ OH 3apETUCTPUPOBAH, C YUETOM PACXO/0B,
CBSI3aHHBIX C TAMO>KEHHBIM 0()OpMIIEHHEM (TaMOKEHHOM MONUIMHBI U TAMOXKEHHBIX COOPOB 32
TaMOKeHHOE 0(OpMIICHHE), U TPAHCHIOPTHBIX PACXOIOB.

2.1. Ilpu npoBeneHru pacuera MpeAeIbHON OTIYCKHOM IIEHBI HAPSATY C JaHHBIMH,
MPEAYCMOTPEHHBIMH YaCThIO 2 HACTOSILIEH CTaThbU, YUYUTHIBAECTCS:

1) B OTHOIIEHUH POCCUNCKOTO MPOU3BOIUTEIS - [IEHA HAa aHAJIOTUYHBIE (110 MEXTYHAPOIHOMY
HENMaTeHTOBaHHOMY HAaMEHOBAHUIO, JICKAPCTBEHHOU (popMe U I03UPOBKE) JI€KaApCTBEHHBIE
Ipenaparsl, IpOU3BeeHHbIE Ha Tepputopun Poccuiickoit @enepanuu, 1100 B ciydae ux
OTCYTCTBHSI 1IEHA HA AHAJIOTMYHbIE MHOCTPAHHbIE JICKAPCTBEHHBIE MPENAPAThl, HAXOASAILIUECS B
rpakJIaHCKOM 000poTe Ha TeppuTopuu Poccuiickoit denepannu;

2) B OTHOIIEHUH WHOCTPAHHOTO MTPOU3BOIUTENIA - [IEHA Ha aHAJIOTUYHBIE (TI0 MEXIYHAPOIHOMY
HENaTeHTOBaHHOMY HAaMEHOBAHUIO, JIEKAPCTBEHHOHN (popMe U JI03UPOBKE) JIE€KAPCTBEHHBIE
mpernaparsl, HaXOASIIUECs B TPaKJaHCKOM 00opoTe Ha Tepputopun Poccuiickoii @eaeparuu.
2.2. Ha ocHOBaHHMH MOJIAHHOTO JI0 1 OKTAOPS Ka)XA0ro rojia 3asBIEHUS POCCHICKOTO
MIPOU3BOJUTEIS JIEKAPCTBEHHBIX IIPENApaTOB, BKIIFOUEHHBIX B IEPEUEHb KU3HEHHO
HEOOXOUMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, 3aperucTpupoBaHHas MpeeibHas
OTIYCKHAas 1I€HA Ha JICKaPCTBEHHBII Mpenapar B C1yyae U3MEHEHUS 1IEH Ha ChIphE U MaTepHallbl,
HaKJIaJIHBIX PacX0/I0B, a TAK)KE UCXOJS U3 YCTAaHOBJIEHHOTO (pe/iepaibHbIM 3aKOHOM O
¢benepanbHOM OOJKETE Ha COOTBETCTBYIONINI (PUHAHCOBBIN I'OJ] U Ha MJIAHOBBIN MEPUO]
IIPOrHO3UPYEMOT0 YPOBHS MHQIISILIMA MOXKET OBITh IIEPEPETUCTPUPOBAHA, HO HE Yallle YeM OJINH
pa3 B KaJ€HIapHOM I'OJly B IIOPSAJIKE, YCTAHOBJIEHHOM 4YacTsAMU 2 U 2.1 HacTosIEeN CTaTbH.

3. IIponaska nekapCTBEHHBIX IIPENapaToB, KOTOPbIE BKIIOUEHBI B IEPEUEHb )KU3HEHHO
HEOOXO/IMMBIX U BaXKHEUIINX JIEKapCTBEHHBIX MIPENapaToB U Ha KOTOPBIE HE 3aperUCTPHPOBaHA
YCTaHOBJICHHAs IIPONU3BOJIUTEISIMU JIEKAPCTBEHHBIX IPEMApPATOB NPeIeIbHas OTIYCKHAs [IEHA Ha
JIeKapCTBEHHbIE MTPenapaThl, BKIOYEHHBIE B IEpeueHb )KU3HEHHO HEOOXOMMBIX U Ba)KHEHIINX
JIEKAPCTBEHHBIX IIPENAapaToB, HE JOMYCKAETCA.

Cratbs 62. I'ocynapcTBeHHBII peecTp npeaeabHbIX OTIYCKHBIX IleH MPOU3BOAMTE el Ha
JIEKapCTBEHHbIE NPenapaThl, BKJIYEHHbIE B lepeYeHb »KU3HEHHO HE00X0AUMBbIX U
Ba)KHEHIIMX JIEKAPCTBEHHBIX MPeNnapaToB

1. 3apeructpupoBaHHbI€ MIPEACIIbHbIE OTIYCKHBIE LIEHBI Ha JIEKAPCTBEHHBIE MPENapaThI,
BKJIFOYCHHBIC B MIEPEUEHB KU3ZHECHHO HEOOXOAMMBIX U BOKHEHIITNX JIEKAPCTBEHHBIX MIPETMapaToB,
MOJ/JIEXKAT BKIIFOUEHHIO B TOCYAAPCTBEHHBIN pEeecTp NpeaeabHbIX OTIYCKHBIX LIEH
MIPOU3BOUTENICH HA JIEKAPCTBEHHBIE TIPETapaThl, BKIIOUYCHHBIE B TIEPEUYCHD JKU3HEHHO
HEOOXOUMBIX M BaKHEHIIIHNX JIEKAPCTBEHHBIX MPErapaToB.

2. 'ocyaapCTBEHHBIN peecTp MpeebHbIX OTIYCKHBIX 1IEH MPOU3BOIUTEIEH HA IEKAPCTBEHHbBIE
npernaparsl, BKIIOYCHHBIE B TIEPEYCHb )KU3HEHHO HEOOXOIMMBIX U BXKHEUIITUX JIEKAPCTBEHHBIX
MpenapaToB, COACPKHUT B ceOE CIEIYIONTYI0 HH(OPMAITHIO:

1) HauMeHOBaHME MPOU3BOIUTENS JIEKAPCTBEHHOTO MIpenapara;



2) HaMMEHOBaHUE JIEKaPCTBEHHOTO TpenapaTa (MeXIyHapOIHOE HEMaTeHTOBAHHOE HITN
XMMHYECKOE ¥ TOPrOBOE HAMEHOBAHNA);

3) HOMEp perucTpaloOHHOIO YA0CTOBEPEHHUS JIEKAPCTBEHHOT'O IIpenapara;

4) nekapcTBeHHas (opMa ¢ YKa3aHHUEM JI03UPOBKHU JIEKAPCTBEHHOIO IIpernapaTa U ero
KOJINYECTBA BO BTOPUYHOM (TIOTPEOUTENBCKOI) YITaKOBKE;

5) 3apeructpupoBaHHas IIpeJiesIbHas OTIYCKHAs 1IeHa B pyOuIsx;

6) nara rocy1apCTBEHHON PErUCTPalluy IPEEIbHON OTIYCKHON LIEHBI Ha JIEKAPCTBEHHbBIE
npenaparhl, BKIIOUYEHHBIE B IEPEUCHb KU3HEHHO HEOOXOJMMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX
IIpenapaToB.

3. 'ocynapcTBeHHast perucTpanys npeienbHbIX OTIYCKHBIX 1I€H Ha J€KapCTBEHHbIE ITPENnaparsl,
BKJIIOUEHHBIE B [IEPEUEHB )KU3HEHHO HEOOXOAUMBIX U BaKHEHMIIINX JIEKAPCTBEHHBIX IIPENapaToB,
BEJICHUE rOCYIapCTBEHHOIO PEECTpa MpeAeIbHbIX OTIYCKHBIX LIEH IPOU3BOANUTENIEH HA
JIEKapCTBEHHBIE NIPENapaThl, BKIIOUYEHHBIE B IEPEUEHB )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX
JIEKapCTBEHHBIX IIPENapaToB, OCYLIECTBISAIOTCS B OPAKE, yCTaHOBICHHOM [IpaBuTenscTBoM
Poccuiickoit @enepanuu.

CraTbs 63. YcTaHOB/IeHHEe OPraHAMM MCIIOJTHUTEILHOM BJacTH cy0bekToB Poccuiickoi
®egepanuy npeaeabHbIX PAa3MeEpPOB ONITOBBIX HAJ0ABOK U NpeeJbHbIX pa3MepoOB
PO3HHUYHBIX HAI0AaBOK K GaKTHYEeCKHM OTIYCKHBIM LIeHAM, YCTAHOBJIEHHBIM
NPOU3BOJIUTEISIMH JICKAPCTBEHHBIX NIPENAPAaTOB, HA JIEKAPCTBEHHbIE NIPpenapaThl AJIs
MeIUIIUHCKOI0 NPHUMEHEeHHU

1. Oprasbl HCIOJTHUTENBHOM BiacTU cyobekToB Poccuiickoii depepannn ycTaHaBIUBAIOT
IpeiebHbIE pa3Mephbl ONTOBBIX HaJ0ABOK U MpeEIbHbIE Pa3MEPbl PO3HUYHBIX HAaJJ0ABOK K
(aKTHUECKUM OTIIYCKHBIM II€HaM, YCTAaHOBJIEHHBIM IPOU3BOUTEISIMH JI€KAPCTBEHHBIX
[IPEnapaToB, Ha JIEKAPCTBEHHbIE IIPENapaThl, BKJIOYEHHbIE B [IEPEUYECHb KU3HEHHO HEOOXO0IUMBIX
Y BaXXHEUIINX JIEKAPCTBEHHBIX MIPENApaTOB, B COOTBETCTBUU C YTBEPKACHHON B ITOPSAIKE,
yctaHoBieHHOM [IpaBurenscrBom Poccniickoit denepanuu, METOIUKON YCTaHOBICHUS
OpraHaMH UCHOJHHUTENbHOM BiacTu cyobekToB Poccuiickoit denepanyu npeaeabHbIX pa3sMepoB
ONTOBBIX Ha10aBOK U IPEEIIbHBIX Pa3MEPOB POSHUUHBIX Ha/10aBOK K (DAaKTUUYECKUM OTITYCKHBIM
LIeHaM, YCTaHOBJICHHBIM IIPOM3BOJUTEISIMU JIEKAPCTBEHHBIX IIPENIapaToB, HAa JIEKAPCTBEHHbIE
Ipenaparsl, BKIOYEHHbIE B IEPEUeHb )KU3HEHHO HEOOXOAUMBIX U BaXKHEHIIINX JIEKAPCTBEHHBIX
IIPENapaToB.

KommenTapuit TAPAHTa

Cwm. ITpaBuiia ycTaHOBIIEHHS IPEAETIBHBIX Pa3MEPOB ONTOBBIX U MPEAEIBHBIX Pa3MEPOB
PO3HUYHBIX HaJ0AaBOK K (PAKTUYECKUM OTIYCKHBIM IIEHaM MTPOU3BOIUTENIEH Ha JIEKAPCTBEHHbBIE
npenapaThl, BKJIIOUYEHHBIE B IEPEUCHb KU3HEHHO HEOOXOJMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX
npenaparos, B cyobekTax P®, yrBepxkieHHble nocranoBienueM [Ipasurenscrtsa PO ot 29
okTs10pst 2010 . N 865

2. Opranu3zanuy ONTOBOM TOProBiIM U (UJIM) allTEYHbIE OPTaHU3AlUN, UHANBHUIyaJIbHbIE
NpeAnpUHUMATENN, UMEIOLIHNE JIULEH3UI0 Ha (papMalleBTHUECKYIO JeSTeIbHOCTh, OCYILECTBIISIOT
peanu3aluio JIEKapCTBEHHBIX MPENapaToB, BKIOYEHHBIX B IEPEUEHb KU3HEHHO HEOOXOIUMBIX 1
BaXHEHMILINX JIEKAPCTBEHHBIX NPENAPATOB, 110 LIEHAM, YPOBEHb KOTOPBIX HE IIPEBBIIAET CYMMY
(dakTHYECKOM OTMYCKHOM 1IE€HbI, YCTAHOBJIEHHOM MMPOU3BOIUTENIEM JIEKAPCTBEHHBIX MTPEMapaToB
Y HE MPEBBIIIAOLIEHN 3apErUCTPUPOBAHHON NPEAEIBHON OTIYCKHOM LIEHBI, U pa3Mep ONTOBOU
Haa0aBKH U (WIK) pa3Mep POZHUYHOW HaJ0aBKH, HE IPEBBIIIAIOIINE COOTBETCTBEHHO pa3Mepa
npeenbHON ONTOBOM HaJ0aBKU U (WJIM) pa3Mepa MpelesIbHOM PO3ZHUYHOM Hag0aBKH,
YCTaHOBJIEHHBIX B cyObekTe Poccuiickoii @eneparum.

3. Opransl HCHIOJTHUTENBHOM BIacTu cyobekToB Poccuiickoit depepannu pa3MemiaoT B CETH
"NuTepHer" uiau onyO0IMKOBBIBAIOT HHPOPMAIIUIO O 3apETUCTPUPOBAHHON MpeIeIbHON
OTITYCKHOM LIEHE Ha JIEKapCTBEHHBIE IIPENAapaThl, BKIIOUEHHBIE B IEPEUEHD )KU3HEHHO
HEOOXOIUMBIX M BaKHEHIIMX JIEKApPCTBEHHBIX IPENapaToB, 00 YCTaHOBIEHHBIX B CYyOBEKTE
Poccwuiickoit @eneparuu pazmepe npeaebHON ONToBOM HaA0aBKH U (W) pa3Mepe TpeaeibHON



PO3HUYHOM HaZ0aBKM K YCTAaHOBJICHHBIM ITPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MPENapaToB
(bakTHYECKUM OTITYCKHBIM II€HaM Ha JIEKapCTBEHHbIE MPENapaThl, BKIIOUEHHBIE B IEpEUYEHb
KU3HEHHO HEOOXOMMBIX ¥ BaKHEHIIINX JIEKAPCTBEHHBIX MPEMapaToB, U 00 YKa3aHHOM B 4acTH 2
HacToslIel cratbu cymme. Mabopmanus, npeaycMoTpeHHas: HaCTOSIIEH YacThIo, JOKHA
pa3MeIaTbes TakKe B allTEUHBIX OpraHU3alMsIX B JOCTYITHOM JJIsl CBEACHUS BCEX
3aMHTEPECOBAHHBIX JIUII (hOpME U OOHOBIIATHCA [0 MEPE €€ OMYOIMKOBAHHUS.

4. IlpunsaThIE C HapylLLIEHUEM 3aKoHoAaTenbcTBa Poccuiickoit deaepanuu perieHnst OpraHoB
WCITOJTHUTENIbHON BilacTh cyobekTa Poccuiickoit deneparum 06 yCTaHOBJICHUH MPEIETbHBIX
pa3MepoB ONTOBBIX HAJ0ABOK M MPEIEIBbHBIX Pa3MEPOB PO3HUYHBIX HAZ0aBOK K
3apEruCTPUPOBAHHBIM IIPENIEIBbHBIM OTIIYCKHBIM LIEHAM HA JIEKAPCTBEHHbIE ITPENaparsl,
BKJIIOUEHHBIE B [IEPEUEHB )KU3HEHHO HEOOXOUMBIX U BayKHENIIMX JIEKApCTBEHHBIX IIPENapaToB,
MOJIJIe)KAaT OTMEHE B Cy/IeOHOM MOPSIKE.

I'naBa 13. MOHMTOPHUHT 0€30MIACHOCTH JIEKAPCTBEHHBIX MPENapaToB, HAXOASIIUXCHA B
oOpamennu Ha TeppuTopun Poccuiickoit @enepanuu

Crarbst 64. MOHUTOPHHT 0€30IIACHOCTH JIEKAPCTBEHHBIX NPENapaToB

1. JlekapcTBeHHbBIE MpeniapaThbl, HaXoAsIUecs B 00palieHny Ha Teppuropun Poccuiickoit
®denepanuu, MoAJIeKaT MOHUTOPUHTY O€30IIACHOCTH B LIEJISX BBISBJICHUS BO3MOYKHBIX
HEraTUBHBIX MOCIIEICTBUM UX MPUMEHEHMSI, IPEAYIPEXKACHUS MALUEHTOB U UX 3aLUTHI OT
IIPUMEHEHHUS TaKUX MPEnaparos.

2. MOHUTOPUHT 0€30MaCHOCTH JICKApPCTBEHHBIX PENapaTOB OCYILECTBIIAETCS YIOIHOMOYEHHBIM
(denepanbHbBIM OPraHOM UCIOJIHUTEIBLHOM BJIACTH HA BCEX 3TallaX UX OOpaleHUs] Ha TEPPUTOPUU
Poccuiickoit denepaiumu.

3. CyObeKTHI 00paleHus JISKApCTBEHHBIX CPEACTB 00513aHbI COOOIIATH B YCTAHOBICHHOM
YIOJIHOMOYEHHBIM (heiepalbHbIM OPraHOM UCIIOJIHUTENIBHOM BIACTH MOPSAIKE 000 BCEX Cllyyasix
0OOYHBIX JEHCTBUM, HE YKa3aHHBIX B MHCTPYKIIMHU 10 IPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara, 0 Cepbe3HbIX HE)KEeJIaTeNIbHBIX peaKUsIX, HEIPEABUACHHBIX HeXelaTeIbHbIX
PEaKIHsIX MPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaToB, 00 0COOCHHOCTSIX B3aUMOICHCTBUS
JIeKapCTBEHHBIX IIPENapaToB ¢ JIPYTHMH JIEKAPCTBEHHBIMU IpenapaTaMu, KOTOpble ObUIN
BBISIBJICHBI IIPY IPOBEJCHUH KIIMHUYECKUX HUCCIIEIOBAaHUM U MPUMEHEHNH JIEKapCTBEHHBIX
IIpENapaToB.

4. 3a HecooO1IeHNE UM COKPBITUE CBEACHUN, TPETyCMOTPEHHBIX YacThi0 3 HACTOSAIIEH CTaThy,
JM1A, KOTOPBIM OHU CTAJIM U3BECTHBI IO POAY UX MPO(ECCHOHANBHOM NesTEIbHOCTH, HECYT
OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOJATENHCTBOM Poccuiickoi denepanuu.

5. Ilopsi1ok OCyIIECTBICHNUS MOHUTOPHHTA 0€30MaCHOCTH JIEKaPCTBEHHBIX MTPENapaTos,
perucrpanuy nodOYHbIX JEHCTBUI, CEpbe3HBIX HEKEIATEIbHBIX PEAKINHA, HENPEBUICHHBIX
HE)KeJaTeJIbHbIX PeaKkil Py NPUMEHEHUH JIEKAPCTBEHHBIX NPENapaToB, B TOM UUCIIE
npejcTaBieHns HHPOPMALIMU 00 3TOM, YCTaHABIMBAETCS YIOJIHOMOUYEHHBIM (peiepanbHbIM
OpraHOM HCIOJHUTENbHOM BJIACTH.

Kommenmapuii T”APAHTa

Cm. Memoouueckue pexomenoayuu "Opeanuzayus ciysicoObl MOHUMOPUHea 6e30nACHOCU
JIeKapCMBEHHbIX CpeOCms (hapmakoHao3opa) 8 KOMNAHUAX NPOU3BOOUMETISX JIeKAPCMBEHHBIX
cpeocms unu 0eparcamensx pecucmpayuoHHbLX YOOCmosepenull", ymeepacoennvie
Poczopaenaozopa om 25 okmsaopsa 2008 e.

Cratbs 65. IIpuocTaHoB/IeHHe IPUMEHEHUS JIEKAPCTBEHHOI0 Mpenapara

[Tpu nmonydenun nHGOpMAIIUK O TOOOYHBIX JEHCTBUIX, HE YKa3aHHBIX B MHCTPYKIIUHU T10
MIPUMEHEHUIO JIEKAPCTBEHHOTO MPENApaTa, CEPbE3HBIX HEXKETATEIbHBIX PEAKIUAX,
HENPEIBUICHHBIX HEeXKENATEIbHBIX PEaKIUIX MPU MPUMEHEHUH JIEKApCTBEHHOTO Mpemnapara, 00
OCOOEHHOCTSX €T0 B3aMMOJICHCTBHS C IPYTUMHU JIEKAPCTBEHHBIMU TIpenapaTamMu, KOTOPhIE MOTYT



IIPEACTABIIATH YIPO3Y KU3HU WIN 30POBbIO ITALIUEHTOB, a TAKXKE CBEICHUN, HE
COOTBETCTBYIOIIUX CBEICHUAM O JIEKAPCTBEHHOM IIpenapare, COAEPKaUMCs B MHCTPYKIUH 110
€ro MPUMEHEHUIO, YIIOJTHOMOYEHHBIN (heiepabHblii OpraH UCIIOTHUTEIBHOM BIACTH
paccMaTpuBaET BOIIPOC O BO3MOKHOCTH IIPUOCTAHOBIIEHUS IIPUMEHEHUS TAKOT'O JIEKAPCTBEHHOIO
npernapara B MOpSAAKE, YCTAHOBICHHOM YIOJTHOMOUYEHHBIM (peiepaibHbIM OpraHOM
VICIIOJIHUTEIIBHOM BJIACTH.

Kommenmapuii FTAPAHTa

O npedocmasnenuu meppumopuanrbHuilmu Ynpasienusmu Poczopaenadsopa ungopmayuu o
HeO00OPOKAUeCmMBeHHbIX U PATbCUDUYUPOBAHHBIX TEKAPCMBEEHHBIX CPEOCMBAX CM. NPUKA3
Munszopascoypazeumus Poccuu om 8 ¢hespans 2006 2. N 255-11B/06

Cratbs 66. Undopmanusi o pe3yJbTaTaX MOHUTOPUHIA 0€30MIACHOCTH JIEKAPCTBEHHBIX
npenaparos

YoiHOMOYEHHBIN (efiepanbHbIii OpPraH UCIOIHUTEILHOMN BIIACTH, OCYIIECTRIISIFOIIHIA
MOHHUTOPHHT 0€301aCHOCTH JIEKApPCTBEHHBIX IIPENapaToB, HAXOASIIUXCS B OOpallleHUH Ha
tepputopuu Poccuiickont @enepannu, 1o pe3yabraTraM MOHUTOPUHIA Pa3MEIAaeT Ha CBOEM
odunmaapsHOM caiite B ceTd "MHTepHeT" HHPOPMAIIHMIO O MPUHATHIX PEHICHUSAX O BHECCHUH
M3MEHEHHUS B MHCTPYKIUIO 10 IPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapaTa, O IpUOCTAHOBICHUH
MPUMEHEHHUS JICKapCTBEHHOTO Mpernapara, 00 U3bATHH U3 00palIeHHs IEKapCTBEHHOTO
npernapara Uil 0 BO300HOBJIEHUH TPUMEHEHHUS JIEKapCTBEHHOT'O Mpernapara.

I'naBa 14. Undopmanus o JieKapcTBEHHbIX Npenaparax

Cratbs 67. Undopmanust 0 1eKapCTBEHHbIX Npenaparax

1. Uudopmarniust 0 1e€KapCTBEHHBIX MpernapaTax, OTIYCKAaeMBbIX 0 PELENTY Ha JIEKapCTBEHHBIN
mpernapar, JOJKHa COAePKAThCs TOJIBKO B CHEIUAIM3UPOBAHHBIX M3IaHUSX, PEAHA3HAYEHHBIX
JUTSE METMITUHCKUX, (JapMaleBTUIeCKHUX, BETEpUHAPHBIX paboTHUKOB. MHpopMarus o
JIEKapCTBEHHBIX IMpernapaTax Ui CIeHUAINCTOB B 001acTH 00pallieHus JIeKapCTBEHHBIX CPEJCTB
MOKET COACPIKATHCA B MOHOI“panI/IﬂX, CIIpaBOYHHKAX, HAYUYHBIX CTAThAX, B IOKJIaAax Ha
KOHTpeccax, KOHPEpEeHIIUAX, CHMIIO3UyMaxX, HAYYHBIX COBETaX, a TAK)KE€ B MHCTPYKIIUAX 11O
MMPUMCHCHUIO JICKAPCTBCHHBIX ITPCIIapaToB.

2. Undopmanius o TekapCcTBEHHBIX Mpenaparax, OTIyCKaeMbIX 0€3 pelenTa Ha JeKapCTBEHHBII
Ipenapar, MOXKET COJIEPKaThCsl B MyOIMKaAIUAX U O0BSABICHUSIX CPEJICTB MAaCCOBOM
uH(pOpMaIlnH, CIIEIUATU3UPOBAHHBIX U OOIIMX MEYATHBIX U3JAHHIX, HHCTPYKIIUSIX 110
MPUMEHEHHUIO JIEKaPCTBEHHBIX MPENapaToB, MHBIX U3/IaHUSAX CYOBEKTOB OOpallieHus
JIEKAPCTBEHHBIX CPEJICTB. PekiaMHble MaTepuaibl O JIEKAPCTBEHHOM MpenapaTe, OTIYCKaeMOM
0e3 perenTa Ha JISKapCTBEHHBIN MperapaT, 10JKHBI COOTBETCTBOBATh HHCTPYKIIMH 110
MIPUMEHEHUIO JIEKApCTBEHHOTO Mpernapara.

3. JlomyckaeTcst HCIIOJIb30BaHUE JTFOOBIX MaTePUATBHBIX HOCUTEIIEH, TTO3BOJISIONINX XPAHUTb,
nepeaaBaTh U UCIOIb30BaTh HH(POPMAIIMIO O JIEKAPCTBEHHBIX Mpernaparax 0e3 ee HCKaKEeHHUs.

I'naBa 15. OTBeTCTBEHHOCTH 32 HApYIIIeHUE 3aKOHOAaTeJbCTBA Poccuiickoit denepauun
NPHU 00pallleHNH JIEKAPCTBEHHBIX CPEICTB U BO3MelleHne Bpeaa, IPUYHHEHHOI0 310POBbI0
rpakaaH BCJICJACTBUEC IPUMECHCHHUSA JICKAPCTBCHHBLIX IPEriapaToB

Cratbs 68. OTBeTCTBEHHOCTD 32 HapyllleHHe 3aKkoHoAaTeabcTBa Poccuiickoii Degepauuu
NpH 00paleHUH JeKAPCTBEHHBIX CPEACTB

Hapymenne 3akononarensctBa Poccuiickoit denepannu nmpu oOpalieH|H JeKapCTBEHHbBIX
CpPEZCTB BJeUeT 3a cO00M OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOATEILCTBOM Poccuiickoit
denepanuu.



CraTbs 69. BosMenieHue Bpea, NpUYMHEHHOT0 310POBbIO I'PAXKIaH BCJIEICTBHE
NpUMeHeHUsI JIEKAPCTBEHHBIX NPeNnapaToB

1. IlpousBouTENH IEKAPCTBEHHOTO TpenapaTa 00s3aH BO3MECTUTh Bpe, IPUIMHEHHBIN
3JI0POBBIO IPaXKAaH BCIEACTBUE MPUMEHEHHUS JIEKapCTBEHHOTO Mpernapara, eciid J0Ka3aHo, 4To:
1) nexapcTBEHHBIN MpenapaT MPUMEHSUICS 10 HA3HAUYEHUIO B COOTBETCTBUU C MHCTPYKIHEH 1O
MIPUMEHEHHUIO JIEKAPCTBEHHOT'O IIperapara u NpUYMHOM Bpea SBUIICS BBOJ B IPAXKIAHCKUI
000poT HeTOOPOKAYECTBEHHOTO JIEKAPCTBEHHOTO MIPETapara;

2) Bpen 3/10pOBbIO MPUYHUHEH BCIIEICTBUE HEIOCTOBEPHON MH(pOpMALIMH, CoAepKallencs B
MHCTPYKIIUU 10 IPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapaTa, U3JaHHOM MPON3BOAUTEIIEM
JIEKapCTBEHHOT'O Iperapara.

2. B ciyuae, eciu Bpe[] 310pOBBIO TPaXKAaH NPUYMHEH BCIICACTBUE IIPUMEHEHUS
JIEKapCTBEHHOI'0 Iperapara, IpUILEAIIEro B HErOAHOCTh B Pe3y/IbTaTe HApYIICHUS IPaBUIT
XpaHEHHS JIEKapCTBEHHBIX CPEACTB, MPABUJI ONITOBOM TOPTOBIIH JICKAPCTBEHHBIMHU ITpeTapaTamMi,
MIPaBHJI OTITYCKA JIEKAPCTBEHHBIX MPENapaToB, MPABUI U3TOTOBJICHUS U OTITYCKA JIEKAPCTBEHHBIX
IpenapaToB, BO3MEIICHUE Bpea OCYIIECTBISIETCS COOTBETCTBEHHO OpraHu3alyell onToBoi
TOPTOBIIU JIEKAPCTBEHHBIMH CPE/ICTBAMU, alITEYHOUN OpraHu3aluei, UHIUBUIyalbHbIM
npeanpUHIMATEIEM, UMEIOIIMMH JIMLEH3UI0 Ha (DapMaleBTHUECKYIO IS TeIbHOCTD HITH
JUIEH3UI0 HA MEIULIUHCKYIO AESITeTIbHOCTh, MEAUIIMHCKON OpraHu3aIiel, UMEIoIeH TUIEH3UI0
Ha (papManeBTUUECKYIO IEATENLHOCTH (€€ 000CO0IeHHBIM NOApa3iesieHueM (aMOynaTopuei,
denpamepckum U (heabAlepCKO-aKyIIePCKUM TyHKTaMH, LIEHTPOM (OTAeNIeHuEM) 001eit
BpadeOHOM (CEMEHOMN ) MPAKTHUKH), PACIIOIOKEHHBIM B CEJTLCKOM ITOCEJICHUN, B KOTOPOM
OTCYTCTBYET amnTeuHasi OpraHu3alysl), J0MyCTUBIIMMHU IPOAAKY UITH OTIIYCK TaKOTO
JIEKapCTBEHHOTI'0 Iperapara.

3. Bo3Merienue Bpea, MPUUMHEHHOTO 3/I0POBBIO IPaXKIaH BCIEACTBHE IPUMEHEHHS
JIEKapCTBEHHBIX NPENapaToB WA COBEPIICHHSI TPOTHBOIIPABHBIX JACHCTBHHA CyObEKTaMU
oOpallieHus JTeKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIETCS B COOTBETCTBUHU C 3aKOHOIaTEIbCTBOM
Poccuiickoit @enepanuu.

I'maBa 16. 3aka0uuTeIbHbIC MOJ0KEHUS

Cratbs 70. O npu3HAHUM YTPATUBIIMMH CHJIY OTEJbHBIX 3aKOHOAATEJbHBIX AKTOB
(mos102xeHMii 3aK0OHOAATEeIbHBIX aKTOB) Poccuiickoii @enepanun

[Tpu3HaTh YTpaTUBILIUMU CUITY:

1) ®enepanbhblii 3akoH 0T 22 utoHs 1998 roga N 86-d3 "O nekapcTBEHHbBIX cpeacTBax"
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHblii 3ak0H OT 2 ssHBaps 2000 roga N 5-D3 "O BHeCEeHUH U3MEHEHHS U JJOTIOJTHEHUN
B @enepanbHblil 3akoH "O nekapcTBeHHBIX cpeacTBax’ (CoOpaHue 3aKOHOAATENLCTBA
Poccuiickoit ®eneparuu, 2000, N 2, ct. 126);

3) cratbio 40 @enepanbHoro 3akoHa ot 10 sHBaps 2003 roga N 15-d3 "O BHeceHHM W3MEHEHUH
Y JIOTIOJJHEHUH B HEKOTOPBIE 3aKOHOIaTenbHbIe akThl Poccniickoit denepanuu B CBSI3U €
npussTHeM PenepabHOro 3akoHa "O JIHIEH3UPOBaHUH OTACIBHBIX BUIOB JEATEIBHOCTH"
(Cobpanue 3akonomarensctBa Poccuiickoit ®eneparuu, 2003, N 2, ct. 167);

4) cratbio 31 @enepanbHoro 3akoHa oT 30 uroHs 2003 roga N 86-D3 "O BHeceHUH U3MEHEHUN
Y JIOTIOJTHEHUH B HEKOTOPBIE 3aKOHOIaTeNbHbIe akThl Poccniickoit denepanuu, Npu3HaHUU
YTPaTUBLIMMHU CUJTy OTJEIbHBIX 3aKOHOJATENBHBIX akTOB Poccuiickoit Penepanuu,
MIPEIOCTABIIEHUH OTJEJIbHBIX FapaHTHI COTPYAHUKAM OPraHOB BHYTPEHHUX /€I, OPraHOB MO
KOHTPOJIIO 32 000POTOM HAPKOTUYECKHUX CPEJICTB M MCUXOTPOITHBIX BEIECTB U YIPA3IHAEMBIX
denepanbHBIX OPraHOB HAJIOTOBOW MOJIMIIUYU B CBSI3U C OCYILIECTBICHUEM MEp 10
COBEpILEHCTBOBAHUIO rocynapcTBeHHoro yrpasieHus" (CoOpaHue 3aKOHOIaTeNbCTBA
Poccutickoit ®eneparuu, 2003, N 27, ct. 2700);

5) crateto 101 @enepanbHoro 3akoHa ot 22 aBrycta 2004 rona N 122-®3 "O BHeceHUH
W3MEHEHUH B 3aKOHOJaTeNnbHble akThl Poccniickoit denepanuy U NpU3HAHUN YTPATHUBIIMMHU



CUJIy HEKOTOPBIX 3aKOHOJATENbHBIX akTOB Pocculickoi denepanuu B CBA3U C IPUHATHEM
dbenepanbHbIX 3akoHOB "O BHECEHWH U3MEHEHUH U AonoaHeHul B DenepanbHblii 3akoH "O0
00IIMX TPUHIIMIAX OPraHU3aIuy 3aKOHOJATENIbHBIX (MPEICTABUTENbHBIX) U UCTIOJIHUTEIBHBIX
OpraHOB TOCY/IapCTBEHHOM Bi1acTH cyObekTOB Poccuiickoit deaepanuu" u "OO6 oOmux
NPUHIUIIAX OpPraHU3aluy MECTHOTO camoyrpasiieHus B Poccuiickoit @enepanun (Codpanue
3akoHo1atenscTBa Poccuiickoit deneparuu, 2004, N 35, ct. 3607);

6) crarbto 28 denepanbHOro 3akoHa ot 18 nexadpsa 2006 roga N 231-03 "O BBeneHuu B
nercTBre yacTu yeTBepToi I paxkaanckoro konekca Poccuiickoit deneparuun" (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

Cratbs 71. Beryniienue B cuity HacTosimero ®eiepajabHOro 3aKoHa

1. Hacrosmuii @enepanbHbIil 3aK0H BCTymaeT B cuity ¢ 1 cenTsopst 2010 ropa.

2. JlekapcTBEHHBIE CPE/ICTBA, 3APETUCTPUPOBAHHBIC JI0 JHS BCTYIUICHUS B CHITY HACTOSIIIIETO
®denepaabHOro 3aKOHA, MOJICKAT BKIFOUEHHUIO B TOCYAPCTBEHHBIE PEECTPhI JTEKAPCTBEHHBIX
CPE/ICTB C BHECEHUEM yKa3aHHBIX B yacTH | cratbu 33 Hactosiero denepaibHOro 3aKOHA
CBEJICHUN 00 3THUX JICKAPCTBEHHBIX CPEACTBAX 0€3 MPOXO0KIAECHUS BHOBD IMPOIEAYPHI
rOCYJapCTBEHHOM PErUCTpaIiy JICKAPCTBEHHBIX MPENapaToB.

3. 'ocynapcTBeHHas peructpanus JeKapCTBEHHbBIX MPENapaToB, 32 UCKIIOUEHUEM
JIEKAPCTBEHHBIX MPEMapaToB sl MEIUIIMHCKOTO TPUMEHEHUS, IPEICTABICHHBIX HA YKa3aHHYIO
PErUCTpaLUIO 10 AHS BCTYIUIEHHS B CHILy HacTosero denepaibHOro 3aKOHa, OCYIIECTBIIAECTCS
B COOTBETCTBUU ¢ HacTosiuM DenepanbHbIM 3aKOHOM Ha OCHOBAHHMH JIOKYMEHTOB U JaHHBIX,
MIPEACTABJICHHBIX J0 JHS BCTYIUICHHS B CUIIY HacTosiulero deaepaabHOrO 3aK0OHa.

3.1. TocynapcTBeHHast perucTpaius JIEKapCTBEHHBIX MPENapaToB JJIsi MEAUIIUHCKOTO
MIPUMEHEHUS, TPEACTABICHHBIX HA TOCYIapCTBEHHYIO PETUCTPALIMIO A0 JHS BCTYIUICHUS B CUILY
Hacrosero eaepanbHOro 3aK0Ha, U TOCYAAPCTBEHHAs PErUCTPALlUs JIEKAPCTBEHHBIX
MpenaparoB sl MEAUIIMHCKOTO IPUMEHEHHUS], IPEACTABICHHBIX HA IKCIIEPTU3Y JIEKAPCTBEHHBIX
CPEACTB JI0 AHS BCTYIUICHUS B CHILY HacTosAlero deaepaibHOro 3aKOHa B UEJSAX UX
MOCJIEIYIOLIEN TOCYAAPCTBEHHOM PErUCTPALIMH, OCYILIECTBIIIOTCS HA OCHOBAHUH JIOKYMEHTOB U
JIAHHBIX, TIPEACTABJICHHBIX J0 JHS BCTYIUICHHS B CHITY HacTosmiero denepaabHOTO 3aK0HA, a
TaKKe 3asBJICHUS O TOCYIAPCTBEHHOW PErCTpallMy JEKapCTBEHHOIO Ipenapara,
MIPEICTABJICHHOTO MPOU3BOIUTENIEM JIEKAPCTBEHHBIX MPENApaToB WK YIIOJTHOMOUYEHHBIM UM
JULOM B COOTBETCTBUU C HacToAIUM DenepaibHbIM 3aKOHOM B YITOJTHOMOYEHHBIHI
(benepanbHbIN OpraH UCHIOTHUTENBHOM BiacTu 10 1 maprta 2011 roga, 6e3 TpeGoBaHMs yILIaThI
rOCYIapCTBEHHOM IOILIMHBL, TPEAYCMOTPEHHOM 3aK0HOAATENLCTBOM Poccuiickoit denepanuu o
Hajorax u coopax.

3.2. IlonTBepxaeHuE TOCYyIapCTBEHHOW PErCTPallMM JEKAPCTBEHHBIX MPEMAPATOB AJIs
METUIIMHCKOTO MPUMEHEHHS, MPEICTABIEHHBIX JUISI TIOITBEPKACHUS TOCYIapCTBEHHON
pPETrUCTpalluy 10 IHS BCTYIUIEHUS B CUITy HacTosero deaepalbHOro 3aK0Ha, U MOJITBEPKACHUE
rOCYJapCTBEHHOM PEeTrUCTpAIiH JICKAPCTBEHHBIX MPENapaToB JJisi MEIUIIMHCKOTO MPUMEHEHHUS,
MPEACTABICHHBIX HA KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 AHS BCTYIUICHUS B CUITY
Hacrosero PeaepanbHOro 3aK0Ha B LEIAX MOCIEAYIOUIEr0 MOIATBEPKIACHUS UX
rOCYJapCTBEHHOM pErucTpaliu, OCYIIECTBIISIIOTCS HA OCHOBAaHUU JOKYMEHTOB U JIAHHBIX,
MPEJCTABICHHBIX J10 JHS BCTYIUICHUS B CHITY HAacTOAIIEro PenepaibHOro 3aKOHa, a TAKKE
3asBJICHUS O TIOJITBEPKACHUU TOCYIapCTBEHHON PErUCTpalliy JEKapCTBEHHOIO Mpenapara,
MIPEACTABICHHOTO MPOU3BOIUTENIEM JICKAPCTBEHHBIX MPENapaToB WK YIIOJTHOMOUYEHHBIM UM
JUIOM B COOTBETCTBUU C HacToAUM DenepaibHbIM 3aKOHOM B YITOJTHOMOYEHHBIHN
denepanbHbIN OpraH UCIOTHUTENbHOM BiacTu 10 1 mapta 2011 roga, 6e3 TpeGoBaHMs yILIaThI
rOCYIapCTBEHHOM IMMOLUIMHBI, TPEAYCMOTPEHHOMN 3aKOHOAATENLCTBOM Poccuiickoit denepanuu o
Hajorax u coopax.

3.3. IlpunsTHe peuieHrs 0 BHECEHUH U3MEHEHUN B JOKYMEHTBI, COJIEpKAIITUECS B
PETHCTPAIIMOHHOM JI0Ch€ Ha 3apeTUCTPUPOBAHHBIN JICKAPCTBEHHBIN MpemapaT JJis
MEIUIMHCKOTO MPUMEHEHHUS U MPECTABIECHHBIE /10 JHS BCTYIUICHUS B CHJIy HACTOSILIETO



®denepallbHOTO 3aKOHA, U IPUHATHE PEIIEHUS O BHECEHUU U3MEHEHUN B JOKYMEHTHI,
coJiepaKalecs B perucTpallMOHHOM JIOChE Ha 3aperucTpUpPOBaHHbIN JIEKapCTBEHHBIH Npenapar
JUISL MEJULIMHCKOTO IIPUMEHEHMS U IIPE/ICTABICHHBIE HA SKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB J10
JIHs BCTYIJIEHU B CHITy HacTosero denepaibHOro 3aKoHa, OCYIIECTBISIFOTCA HA OCHOBAaHUU
JIOKYMEHTOB U JIaHHBIX, IPEACTABIECHHBIX J0 JHS BCTYIUICHUS B CUIIy HACTOSIIETO
DenepanbHOTo 3aKOHA, a TAKXKE 3as8BJICHUS O BHECCHUM U3MEHEHUH B JIOKYMEHTHI,
CoJIeprKalliecs] B pErUCTPALlMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKapCTBEHHBIN Ipenapar
JUI MEIMIIUHCKOI'O IPUMEHEHUS, IPEICTaBIEHHOI0 IIPOU3BOIUTEIIEM JIEKApCTBEHHBIX
IIPENapaToOB WM YIOJHOMOYEHHBIM UM JIMLIOM B COOTBETCTBUU C HacTOSIIMUM DenepanbHbIM
3aKOHOM B YITOJJHOMOYCHHBIN (heiepabHbIi OpraH HCTIOJHUTEIbHOM BiracTu 10 1 mapta 2011
roja, 6e3 TpeOoBaHuUs YIIaThl TOCYJAPCTBEHHOHN MOILINHEI, IPEIyCMOTPEHHOM
3aKO0HOJ1aTeIbLCTBOM Poccutickoit Denepanuu o Hajorax u cOopax.

3.4. Boigaua paspenieHuil Ha MpoBeIeHUE KIMHUYECKUX UCCIIEI0BAaHUH JIEKAPCTBEHHBIX
IpenapaToB Uil MEIUIUHCKOIO IPUMEHEHUS 110 3asIBICHUAM, [T0IaHHBIM /10 THS BCTYILJICHUS B
cuity Hacrosiiero deepaabHOro 3aKOHA, a TAKXKE M0 3asBJICHUSIM, [TOJAHHBIM 110CIIE JHS
BCTYIUIEHUS B CUIy Hacrosiero deaepaabHOro 3aKkoHa Ha OCHOBAHUU KCIIEPTU3, TPOBEICHHBIX
J10 THS BCTYIUIEHMSI B CUJTy HacTosero denepalbHOro 3aK0Ha, OCYLIECTBIISIETCS B
COOTBETCTBUM ¢ HacTosuM DegepabHbIM 3aKOHOM Ha OCHOBAaHUM JJOKYMEHTOB U JJAHHBIX,
IIPEJICTaBICHHBIX WM MOJYYEHHBIX 10 JHS BCTYIUJICHUS B CUITy HacTodero denepaibHOro
3aKOHa, a TAK)K€ Ha OCHOBAHUHU KOIMU IPEABAPUTEIHHOIO I0r0OBOpa 0053aTeIbHOTO
CTpaxOBaHMsI )KU3HHU, 3[J0POBbS MALIMEHTOB, YYACTBYIOLIMX B KIMHUYECKOM HCCIIEI0BAaHUU
JIEKapCTBEHHOTO Ipernapara Al MEJUIIMHCKOT0 IPUMEHEHUs, WK KOIMHU J10T0BOpa
0053aTeNIbHOTO CTPaX0OBaHUs )KU3HU, 3/10POBbs MAIIUEHTOB, YYAaCTBYIOIUX B KIIMHUYECKOM
UCCJICIOBAaHUHU JIEKAPCTBEHHOTO IIpernapara sl MEAUIIMHCKOr0 IPUMEHEHHMsL, 1100
IIPEJICTaBICHHON KOMMH JJOTOBOpa 0053aTeNbHOI0 CTPaXOBaHMsI, 3aKIIOUEHHOI0 B COOTBETCTBUU
C TUIIOBBIMU NIPaBUJIaMH 0053aTEIbHOTO CTPAXOBAHUS, C YKa3aHUEM NPEIeIbHON YUCICHHOCTH
MAIMEHTOB, YYaCTBYIOIIUX B KJIMHUYECKOM HCCIIE0BAaHNH JIEKApCTBEHHOTO Mpenapara Jjs
MEIUIUHCKOr0 IpUMEHeHuUs1, 0e3 TpeOOBaHus YIIaThl TOCYAAPCTBEHHOM MOLUINHBL,
IPeIyCMOTPEHHOM 3aKOHOJaTeIbcTBOM Poccuiickoit dexepannu o Hanorax u coopax.

3.5. 3aperucTpupoBaHHbIE B HHOCTPAHHOM BAJIIOTE 10 JHsI BCTYIUICHUS B CUILY HACTOSLIETO
®enepalibHOTO 3aKOHA MPEJIENIbHBIE OTIYCKHbBIE [I€Hbl MHOCTPAHHBIX MPOU3BOANUTENEH Ha
JIeKapCTBEHHbIE MTPenapaThl, BKIOYEHHBIE B IEpeUeHb )KU3HEHHO HEOOXOUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX MPeNapaToB, MOAJEXKAT epecyeTy B pyosu no kypey LlenTpansHoro 6anka
Poccuiickoi denepanuu Ha 1ary, ycraHoBiaeHHYo [IpaBurensctBoM Poccutickoit denepanuu,
0e3 IpeaCcTaBIeHUs 3asIBJIICHUS O NepecueTe LIEHbl C BHECEHUEM COOTBETCTBYIOIINUX U3MEHEHUH B
rOCYIapCTBEHHBIN PEECTP NMPEAEIBHBIX OTITYCKHBIX 1IEH IPOU3BOAUTENEH Ha JIEKAPCTBEHHBIE
Ipenaparsl, BKIOYEHHbIE B IEPEYEHb KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX JI€KAPCTBEHHBIX
IIPEnapaToB.

3.6. 3aperucTpupoBaHHBIE 10 AHS BCTYIUICHHS B CHUTY HacTosiiero denepaibHOToO 3aKoHa
IIpEIEbHBIE OTITYCKHBIE LIEHBI POCCUMCKUX MPOU3BOAUTENEH HA JIEKapCTBEHHBIE NTPENAapaThl,
BKJIFOUEHHBIE B [IEPEUEHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MpENapaTos.,
noJyiexar uHaekcauu ¢ 1 Hosa6ps 2010 rozxa ucxoasd U3 MPOrHO3UPYEMOT'O YPOBHS MHQIIALIUHY,
yctanoBieHHoro denepanbubiM 3akoHOM OT 2 aekadps 2009 roga N 308-D3 "O denepanbHOM
oromxkere Ha 2010 ronx u Ha nnanoBeii nepuon 2011 u 2012 roxos" Ha 2011 rog.

3.7. Jonyckatores k oopatienuto 1o 1 mapra 2011 roga nexkapcTBeHHbIE penapaThl B
YIaKOBKaX ¢ MapKUPOBKOU, KOTOpasi Oblila HAHECEHA J0 JIHS BCTYIUIEHUS B CUJIY HACTOSIIETO
®denepanbHOro 3aK0Ha.

4. Co nus BCTyIuleHHs B cuity Hactoswero ®enepanpHoro 3akona u 1o 30 anpensa 2011 roga
BKJIFOUUTENBHO JI0ITyCKAETCS MMPOBEJIEHUE SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB IKCIIEPTAMHU
AKCIEPTHOIO YUPEKACHUS 10 MPOXOKAEHUS UMH aTTECTALIUU B MTOPAJIKE, YCTAHOBIEHHOM
YIIOJTHOMOYEHHBIM (pe/IepaIbHbIM OPTaHOM HCTIOTHUTEIbHON BIIACTH.

5. Co nus BeryIuieHus B cuity Hacrosiero denepanbHoro 3akona u 1o 31 gexkadps 2013 rona



BKJIFOYUTENIBHO OCYIIECTBIISIETCS MEPEX0/] K MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB B
COOTBETCTBUHU C MPaBUIIAMU OpraHU3aIUH MPOU3BOJICTBA U KOHTPOJIS KaYeCTBa JIEKaPCTBEHHBIX
CPE/ICTB, YKa3aHHBIMU B yacTH | ctaThu 45 Hacrosiero OeaepanbHOro 3aK0Ha, B TIOJIHOM
o0wveme. Cpoku nepexo/ia IpOU3BOICTBA JIEKAPCTBEHHBIX CPEAICTB K UX MPOU3BOJICTBY B
COOTBETCTBUU C KOHKPETHBIMH TPEOOBAaHUSMU JaHHBIX TIPABHII, BKIFOYAsi CPOKHU aTTECTAI[UU
YIOJTHOMOYEHHBIX JIMII, YKa3aHHBIX B yacTsixX 6 u 7 ctaTtbu 45 Hacrosmero @eaepaibHOro
3aKOHa, ycraHaBiauBaroTcs [IpaBurensctBoM Poccuiickoit deneparum.

6. JInnien3uu Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB, BblAaHHbIE A0 1 sHBaps 2014 roxa,
neiictByrot nociie 1 suBaps 2014 roga 10 UcTeYEHUsI CpOKa UX AEUCTBUS IIPU YCIOBUU
COOTBETCTBHUS JIULIEH3UATa IIPaBUJIaM OpraHU3aIMK IPOU3BOJICTBA U KOHTPOJISL KayecTBa
JIEKapCTBEHHBIX CPEJICTB, yKa3aHHBIM B yacTH 1 cratbu 45 Hactosuiero denepaabHOro 3aKoHa.
7. ®opMHUpOBaHUE TOCYJAPCTBEHHOTO 3aaHHsI Ha TPOBEJICHUE SKCIIEPTH3bI JIEKAPCTBEHHBIX
cpencTB deaepatbHOMY rOCYAapCTBEHHOMY OFOPKETHOMY YUPEKICHHUIO TI0 TPOBEICHHUIO
9KCIIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB U (PMHAHCOBOE OOECIeueHUE BBIMOIHEHUS 3TOTO 3a/1aHus
OCYILIECTBIISAIOTCA B NOpAJIKE, ycTaHOBJIEHHOM DenepanbHpIM 3aKk0HOM OT 12 ssHBapst 1996 rona
N 7-®3 "O HEKOMMEpPYECKUX OpraHu3ausaX".

Ipe3unent Poccuiickoii @enepaunu /. Mensenen
MockBa, KpemJnb

12 anpeas 2010 r.
N 61-®3



