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Mnaea 1. OBLUME MOJIOXXEHUA

CtaTba 1. MpeameT perynupoBaHus HacTosilwero ®eaepanbLHOro 3akoHa

1. Hactoawmn ®egepanbHbll 3aKOH perynupyet OTHOLUEHMS, BO3HMKaloWwue B CBA3M C obpaleHvem -
pa3paboTkon,  OOKNMHWYECKUMW  WUCCRegOBaHWsAMMW,  KIMHUYECKUMW  UCCRegoBaHWsMM,  9KCNepTU3OW,
rocyfapCTBEHHOW peructpauuen, co CTaHgapTms3aumMerd W C  KOHTPONeM KavecTBa, MNpOU3BOLCTBOM,
N3roTOBMEHNEM, XPaHeHWeM, MepeBO3KoW, BBO30OM B Poccuiickylo Pepgepaumio, BbiIBO3OM u3 Poccuickon
degepaumn, peknamon, OTMYCKOM, peanu3auuen, nepegadyen, NPUMEHEHUEM, YHUYTOXEHUEM JeKapCTBEHHbIX
cpencTs.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hactosawun oepepanbHblii 3akoH yCcTaHaBnMBaeT MPUOPUTET TFOCYAAPCTBEHHOMO PerynupoBaHus
6Ge3onacHocTy, KayecTBa 1 3pHEKTUBHOCTU NEKAPCTBEHHBIX CPEeACTB NpY UX 0BpaLLeHnn.
(B pen. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

CtaTtbs 2. Cepa npumeHeHus HacTosiwero ®eaepansHOro 3akoHa

Hactosiwun ®epepanbHbii  3aKOH MNPUMEHSIETCS K OTHOLLEHMSIM, BO3HMKAKOWMM nNpu  obpaleHun
NeKapCTBEHHbIX CpeacTB Ha TeppuTtopun Poccunckon ®epepauum.

CTtaTbs 3. 3aKoHOAaTeNnbCTBO 06 OOpalleHn NekapcTBeHHbIX CPeacTB

1. BakoHopaTenbCcTBO 06 ObGpalleHMM NekapCTBEHHbLIX CPeACTB COCTOUT M3 Hactosiwero depeparnbHOro
3aKoHa, apyrux degepanbHbIX 3aKOHOB U MHBIX HOPMAaTMBHBIX MPaBOBLIX akToB Poccuckon degepaumm.

1.1. 3akoHopaTenbCcTBO 00 0OpalleHNn NEKapCTBEHHbIX CPEACTB B OTHOLUEHWM OPUONYECKUX NNAL, W
WHOMBUAOYANbHbIX NPeanpuHUMaTenen, OCYLLECTBNSALWNX AeATENbHOCTb Ha TeppuTopuMu MeXOyHapoOHOro
MEeOMLIMHCKOro Kractepa, MpUMEHSieTCA C y4eTOM ocobeHHOocTen, ycTaHoBneHHbix PenepanbHbiM 3akoHOM "O
MEeXAYHapOAHOM MEeAMLIMHCKOM KnacTepe W BHECEHUMM W3MEHEHUN B OTAerbHble 3aKkoHoAaTelnbHble aKThbl

CtpanHuuya 1 13 84



depnepanbHbIv 3akoH oT 12.04.2010 N 61-93
(pea. ot 03.07.2016)
"O6 obpalleHUn NekapCTBEHHBLIX CPEACTB»

Poccunckon degepaunn’.
(vactb 1.1 BBegeHa degepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. [ewnctBue HacTtosiwero ®degepanbHOro 3akoHa pacnpocTpaHseTcsd Ha obpalieHne HapKOTUYECKMX
NEeKapCTBEHHbIX CPEeACTB M MCUXOTPOMHLIX NEKAPCTBEHHbIX CPeACTB C Y4€TOM OCOBEHHOCTEN, YCTaHOBMEHHbIX
3akoHogatenbcTBoM Poccuiickon degepaumm 0 HapKOTMYECKMX CpeacTBax, NMCUXOTPOMHbIX BellecTBax U o6 mx
npekypcopax.

3. Henctene HacTosLero depnepanbHoOro 3aKoHa pacnpocTpaHdaeTcs Ha obpalueHune
pagnocdapMalueBTUYECKUX  JIEeKaPCTBEHHbIX CpeacTB C  yyeTom ocobeHHocTeN, YCTaHOBIEHHbIX
3akoHogartenscTBoM Poccuickon degepaumm B obnactu obecneveHms pagnaunoHHon 6e3onacHoCcTu.

4. Ecnn mexayHapogHblM goroBopoM Poccuinickon ®Pepepaumm ycTaHOBMEHbI WHble MpaBuia, Yem Te,
KOTOpble NpeaycMOTpeHbl Hactosiwum DeagepanbHbIM - 3aKOHOM, MNPUMEHSAOTCA MNpaBuna  MeXayHapogHoro
aorosopa.

5. B Poccuickon denepaunm B COOTBETCTBUN C MEXOyHapoAHbIMK gorosopammn Poccuickon degepauum u
(vnn) Ha ocHoBe MpuHUMMNA B3aUMHOCTW MPU3HAKTCS pe3ynbTaTbl KMMHUYECKUX UCCNEeaoBaHWUA NIEKapCTBEHHbIX
npenapaToB Ans MeANLUMHCKOro NPUMEHEHNs, NPOBEAEHHbIX 3a npeaenamu Tepputopuun Poccuiickon ®eagepaunn.

CTtaTbsl 4. OCHOBHbIE MOHATHUSA, ucnonb3yemMbie B HacToslemM ®depepanbHOM 3aKOHe

[na uenen HacTosawwero d)ep,epaanoro 3aKOHa 1CNoJ1b3ylTCA cneayoume OCHOBHbIE MOHATUAL

1) NekapCTBeHHble cpeacTtBa - BeuwlecTtBa UM KX KOoMOMHauuu, BCTynawLwine B KOHTAKT C OpraHn3mMom
YyenoBeka UM XMBOTHOro, NpoHMKawLWmne B opraHbl, TKaHN OopraHn3mMa 4esioBeka UM XUBOTHOIO, NpUMEHAEMbIE
ana I'IpO(bVIﬂaKTVIKVI, ANarHoCTuKn (3a WCKITIOYEHMEM BELECTB WM UX KOMOWHaUWA, He KOHTakKTUpyrowmx c
opraHmsamMomMm 4emnoBeka Wunn )KVIBOTHOFO), neyeHuss 3aboneBaHus, pea6|/|nMTaL|,|/||/|, ana  coxpaHeHus,
npenoTepalleHna nnmn npepbiBaHnA 6epeMeHHOCTVI 1 nolty4eHHble U3 KPOoBU, niia3mMmbl KpOBU, N3 OPraHoB, TKaHemn
opraHnama 4enoBeka WM XUBOTHOIO, paCTeHMVI, MUHEpanoB MeTogaMn cCcuHTe3a WM C TNMpUuMeHeHneEm
OGuonoruyecknx TexHomnorun. K NeKapCTBeHHbIM CpeacTtBaM OTHOCATCA cbapmau,eBTVNecme Cy6CTaHLI,l/Il/I n
NeKapCTBEeHHbIe NnpenapaTbl;

2) dapmaueBTMyeckas CyOCTaHUMs - NEeKapCTBEHHOE CpeaCcTBO B BUAE OOHOrO WM HECKONbKUX
obrnagatowmx dapMaKkorniormyeckon akTMBHOCTbIO [OEWCTBYIOLLMX BELLEeCTB BHE 3aBMCMMOCTU OT npupogbl
NPOUCXOXAEHUS!, KOTOPOEe NpeaHa3Ha4yeHo ANsl MPOW3BOACTBA, W3rOTOBIIEHUSI NEKApPCTBEHHbLIX MpenapaToB U
onpeaenseT ux aeKTUBHOCTb;

(n. 2 B peq. ®enepansHoro 3akoHa oT 22.12.2014 N 429-93)

3) BcnomoraTternbHble BelLlecTBa - BelleCcTBa HEOPraHWYecKoro WM OpraHUYecKoro NPOUCXOXAEHWS,
ucronb3yemble B Mpouecce Npou3BOACTBa, M3rOTOBMEHUS fEeKapCTBEHHbIX npenapatoB And npuaaHus UM
Heob6Xo0oMMbIX PUINKO-XMMNYECKUX CBONCTB;

4) nekapCTBEHHble MpenapaTbl - JIeKapCTBEHHbIE CPEACTBA B BUAE NEKAapCTBEHHbIX POPM, NPUMEHSIEMbIE
AN NPohMNakTUKX, OAMArHOCTUKW, nedveHus 3aboneBaHusi, peabunutauun, AN COXpaHeHWsl, NpefoTBpaLleHus
Unn npepbiBaHust 6epeMeHHOCTY;

5) nekapcTBeHHasi copMa - COCTOSIHME JeKapCTBEHHOro npenapara, COOTBETCTByHLlee crnocobam ero
BBELEHUA N NMPUMeEHEHUs n obecneymBaroLee OCTMKEHME HeobxoammMoro redebHoro achdekTa;

5.1) pgosvpoBka - coaepXaHWe OAHOrO WM HECKOMNbKUX OEWCTBYHOLIMX BELLeCTB B KONUYECTBEHHOM
BbIP@XXEHUN Ha eduHuuUy O03bl, UM eguHuly obbema, UM edvHMLy MacCbl B COOTBETCTBUM C fiekapCTBEHHON
dopmort NMMbBo ANA HEeKOTOPbIX BUAOB MEKapCTBEHHbIX (DOPM KOMMYECTBO BbICBOOOXAAeMOro u3 riekapCTBEHHOW
opMbl JENCTBYIOLLIErO BeLlecTBa 3a e4MHULY BPpEMEHM;

(n. 5.1 BBegeH degepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

6) nepedyeHb >KUIHEHHO HEODOXOAMMBIX W BaXKHEWLIMX JIEKAPCTBEHHbLIX MpenapaTtoB - €XerogHo
yTBepxaaembln [MpaButensctBoMm Poccunckon ®defepaumm nepeveHb nekapcTBEHHbIX MpenapatoB  Ans
MeOULMHCKOrO MNpUMeHeHusi, obecnednBalomnx MNpPUOPUTETHLIE MNOTPEOHOCTU 34pPaBOOXPAHEHUS B LENsiX
npodunakTukn M neyeHuss 3aboneBaHun, B TOM uucrie npeobnagawowimx B CTpykType 3aboneBaemMoctu B
Poccuiickon depepaumu;
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6.1) opdaHHble nekapCTBEHHble nMpenapatbl - fEKapCcTBEHHble MpenapaTbl, NpeaHasHayYeHHble
WCKMIOYUTENBHO AN OMArHOCTUKM UMW MaTOreHeTMYECKOro reyeHust (NeYeHus, HanpaBlieHHOro Ha MeXaHu3m
pa3BuTUSA 3aboneBaHusl) pegkux (opdaHHbIX) 3aboneBaHnii;

(n. 6.1 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

6.2) Guonornyeckme nekapcTBeHHblE MpenapaTbl - NIeKapCTBEHHbIE Mpenapartbl, AEWCTBYOLLEE BELLECTBO
KOTOpbIX MNPOU3BEAEHO UMK BblAENEHO M3 BUONMOrMYyeckoro UCTOYHMKA U ONs onpeneneHns CBOWCTB U KayecTBa
KOTopbIX Heobxoamma KOMOWHaumsi Guomnormyecknx u  U3NKo-xummyecknx metogoB. K Guonorndeckum
NeKapcTBEHHbIM MnpenapataM OTHOCATCS MMMYHOOMOMOrMyeckne nekapCTBeHHble npenapaTtbl, NleKapCTBEHHbIe
npenapaTbl, MNOMYy4YEeHHbIE N3 KPOBW, Mla3Mbl KPOBWU YESTIOBEKA M XKMBOTHBLIX (3@ WCKIOYEHUEM LESNbHOW KpPOBWM),
OMOTEXHONOrMYECKME NeKapCTBEHHbIE Npenaparbl, reHoTepaneBTUYECKUE NEKAapCTBEHHbIE NpenapaThbl;

(n. 6.2 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7) MMyHOBMONOrMyeckne nekapcTBeHHble npenapaTtbl - NeKapcTBEeHHble Npenapatbl, npeaHasHayeHHble
anst bopMupoBaHNs akTMBHOMO MMM MACCMBHOMO WUMMYyHMTETa OO AMArHOCTUKU Hanuyiust MMMyHWUTETa UIn
ONarHoCTuKN cneumndunyeckoro nNpuobpeTeHHOro U3MeHeHnss MIMMYHONOMMYEeCKOro OTBeTa Ha annepruaupyowme
BewlecTBa. K MMMyHOGMONOrMYECKMM NEKapCTBEHHbIM NpenapatamMm OTHOCATCH BaKUWHbLI, aHAaTOKCWHbI, TOKCUHBI,
CbIBOPOTKWN, MUMMYHOOGYNMHbI U anneprexsb;

(n. 7 B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) OuoTexHonormyeckMe neKkapcTBeHHble npenapaTbl - feKapCTBEHHble npenapaTtbl, MNPOU3BOACTBO
KOTOPbIX OCYLLECTBNSAETCA C WCMONb30BaHWEM OMOTEXHOMOMMYECKNX MNpoLeccoB M MeTodoB (B TOM uyucrne
OHK-pekombuHaHTHON TEXHONOMMM, TEXHONOMMN KOHTPONUPYEMOW SKCNPECCUN FEHOB, KOAMPYHOLLMX BUOonornyecku
aKkTMBHble BGenkyn B MpokKapuoTax U dykapuoTax, BKMYas M3MEHEHHbIe KNEeTKU MIieKonutarowmx), rmépnaomMmHOro
MeToAa U MeToda MOHOKIOHArbHbIX aHTUTEN;

(n. 7.1 BBegeH ®eaepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

7.2) reHoTepaneBTMYECKME NeKapCTBEHHbIE NMpenapaTthbl - NlekapCTBeHHbIe npenaparbl, apMaueBTnyeckas
CcybGCTaHUMS KOTOPbIX ABMAETCA PEKOMOUHAHTHOW HYKNEWHOBOW KMCIOTOW MUK BKINOYaeT B cebs pekoMOMHaHTHY0
HYKIMEMHOBYIO KMUCMOTY, MO3BOMSIOLWYI OCYLLECTBNATL perynuposaHue, penapauuvio, 3ameHy, gobasneHne wnm
yAaneHue reHeTU4YeCcKon NocnefoBaTenbHOCTY;

(n. 7.2 BBegeH deaepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

8) HapkoTMyeckme nekapCTBEHHble CpeacTBa - JIeKapCTBEHHble npenapaTtbl M hapmaueBTMdecKkne
cybcTaHuun, cogepxallme HapKOTUYeckue cpeacTBa M BKMHOYEHHble B [lepedeHb HapKOTMYECKUX CPEACTB,
MCUXOTPOMHbIX BELLECTB U UX NMPEKYPCOPOB, Noanexallmx KoHTponto B Poccuiickon ®enepaumm, B COOTBETCTBUN C
3akoHogatenbctBoM Poccunckon ®epepaumun, mexayHapoaHeiMu goroBopamu Poccuiickon degepaunn, B TOM
yucne EgnHon koHBEHUMEN O HapKoTudecknx cpeacteax 1961 roga;

9) NCUXOTPOMHbIE JNEKapCTBEHHbIE CpPEeACTBa - JIeKApCTBEHHble nMpenapatbl U dapmaueBTUYeCKNe
cybcTaHuun, copepxalime MCUXOTPOMNHbIE BELLECTBA M BKIKYEHHbIe B [lepevyeHb HapKOTMYECKUX CPEACTB,
MCUXOTPOMHbIX BELLECTB U UX NPEKYPCOPOB, NOAMNEXaLLMX KOHTponto B Poccuickonn Pegepaumm, B COOTBETCTBUU C
3akoHogatenbctBoM Poccunckon ®epepaumun, mexayHapoaHeiMu goroBopamu Poccuiickon degepaunn, B TOM
yucne KoHBeHUMe 0 NCUXoTponHbIX BewecTeax 1971 roaa;

10) pagnodapmaLeBTMYECKME NTEKAPCTBEHHBIE CPEACTBA - NIEKAPCTBEHHbIE CPEACTBA, KOTOPbIE COAEPXKaT B
rOTOBOM Afs MCMONb30BaHUA opmMe OOUH PaguOHYKNUA WM HECKONbKO PaguOHYKNUOOB (pagunOaKTUMBHbIX
N30TOMoB);

11) pedepeHTHbI NeKapCTBEHHbIV nNpenapat - JIeKapCTBEHHbIN MpenapaT, KOTOpbI  BrepBble
3apermctpupoBaH B Poccuiickon Pepepaumm, kayecTBo, 3pdeKkTUBHOCTL 1 6€30MacHOCTb KOTOPOro AokasaHbl Ha
OCHOBaHUWN pe3ynbTaToB AOKIMHUYECKUX UCCNeaoBaHMN NeKkapCTBEHHbIX CPeACTB U KIMHUYECKMX MCCneaoBaHUN
NeKapCTBEHHbIX NpenapaToB, NPOBEAEHHbIX B COOTBETCTBUMN C TpeboBaHMAMM vacTern 6 n 7 ctatbn 18 HacTosiLero
denepanbHOro 3akoHa B OTHOLIEHUW §eKapCTBEHHbIX CPeAcTB ANs MEAMUUHCKOro npuMeHeHuss nunbo B
cooTBeTCTBMU C TpeboBaHmamMuM cTatbm 12 HacTosdwero PepepanbHOro 3akoHa B OTHOLLUEHWWN JIEKapCTBEHHbIX
CPEACTB AN BETEPMHAPHOrO MPUMMEHEHUS, U KOTOPbIM MCMONb3yeTca Ansl OUEHKM OVMO3KBMBANEHTHOCTUM WU
TepaneBTMYECKON IKBMBANEHTHOCTM, KayecTBa, 3(MPdEKTMBHOCTM U Ge3onacHOCTU BOCMPOM3BEAEHHOIO UIK
BuroaHanoroeoro (6nonogobHOro) NekapcTBEHHOrO Npenapara;

(B pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

12) BocnponsBeaeHHbIA NeKapCTBEHHbIV NpenapaTt - NeKkapCTBEHHbIN npenapart, KOTOpbld UMeeT TaKkou Xe
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KauyeCTBEHHbIA COCTaB M KOJNIMYECTBEHHbIM COCTaB AEWCTBYIOLLMX BELLECTB B TAKOW )Xe NEKapCTBEHHON hopMe, YTO
N pedepeHTHbI NeKapCTBEHHbIN MnpenapaTt, U BGMO3KBMBANEHTHOCTL WK TepaneBTUYecKas SKBUBANEHTHOCTb
KOTOpOro pechepeHTHOMY NeKapCTBEHHOMY NpenapaTty NoATBepPXKAeHa COOTBETCTBYOLUMM UCCNEAOBAHUSIMU;

(n. 12 B pea. ®egepanbHoro 3akoHa o1 22.12.2014 N 429-93)

12.1) TepaneBTUYecKasi 9KBMBANEHTHOCTb - AOCTMXKEHWE KIMHWYECKU COMOCTaBMMOIO TepaneBTUYECKOro
acpcbekTa Npu NpMMEHEHUN NEeKapCTBEHHbIX NpenapaTtoB Ans MeOULMHCKOro NpUMEHEHUs ANns O4HOW U TOW e
rpynnbl 60MbHBIX MO O4HUM U TEM e NoKa3aHUAM K MPUMEHEHUIO;

(n. 12.1 BBegeH PepeparnbHbiM 3aKkoHOM 0T 22.12.2014 N 429-93)

12.2) O©OwnoaHanoroBbii (O6MONOOOOHbLIM) NEKapCTBEHHbIM npenapaT (6uoaHanor) - ©Guonornyeckui
NeKapCTBEHHbIN Npenapar, CXOXUi No napaMeTpamM KayecTBa, apdeKTMBHOCTU 1 Ge3onacHoCTU ¢ pedepeHTHbIM
OMonorMyeckMM nekapCcTBEHHbIM MpenapaTtoM B TaKOW >Xe NEeKapCTBEHHOW (hopMe U MMEHLWNA MOEHTUYHBIN
cnocob BBeaeHUS;

(n. 12.2 BBegeH PepeparnbHbiM 3aKkoHOM 0T 22.12.2014 N 429-93)

12.3) B3aMMO3ameHsieMblVi MEeKapCTBEHHbIV MnpenapaTr - fekapCTBEHHbIW npenapaT C [oKa3aHHON
TepaneBTUYECKON 3KBMBANEHTHOCTbIO UM OMO3KBMBANIEHTHOCTBIO B OTHOLLEHWUU ped)epeHTHOro NeKapCTBEHHOro
npenapaTa, MMEKLWNA SKBMBANEHTHbIE €My KayeCTBEHHbIN COCTaB M KOMMYECTBEHHbIM COCTaB AEeWCTBYHOLLMX
BeLLleCTB, COCTaB BCMOMOraTenbHbIX BELLECTB, fleKapCTBEHHYI0 (hopMy 1 cnocob BBeAeHWS;

(n. 12.3 BBegeH depepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-93)

13) nekapcTBEHHOE pacCTUTENbHOE CbIpbe - CBEXME WM BbICYLUEHHblIE pacTeHuss nMbo KX 4YacT,
ncrnonb3yemble AN NPON3BOACTBA fIEKAapCTBEHHbIX CPEACTB OpraHM3auusMm - Npou3BOAUTENSMU NIeKapCTBEHHbIX
CPeACTB WM U3TOTOBMIEHWS JIEKapCTBEHHbIX MpenapaTtoB anTeYHbIMU  OpraHu3auusimn, BeTepUHapHbIMU
anTeYyHbIMW  OpraHuU3auusiMi,  WMHAMBUAOYaNbHbIMW  MPEANPUHUMATENSMY,  UMEKLMMU  NULEH3NIO  Ha
chapmMaLieBTUYECKYIO OeATENbHOCTb;

14) nekapCTBEHHbIN pacTUTENbHbLIM MpenapaT - JIeKapCTBEHHbIN npenapaTt, MNPOVM3BEAEHHbIA UMK
N3roTOBIEHHbIN M3 OQHOMO BUAA NEKAPCTBEHHOro PaCTUTENBHOIO ChIPbS UMM HECKOMbKMX BUOOB TaKOrO CbIpbs U
peanu3dyemblii B pacacoBaHHOM BUAe BO BTOPUYHOM (MOTPEBOUTENBCKOW) YNaKoBKe;

15) romeonaTMyecKkMn neKapCTBEHHbIV MpenapaT - MeKapCTBEHHbI npenapaT, NpPOV3BEAEHHbIN UMK
M3roTOBMEHHbIM M3 dhapmaueBTU4eckon cybcTaHuum wunu dapmaueBTU4eckMx cybCcTaHUMn B COOTBETCTBUM C
TpeboBaHuAMN 06WMX apmMakonemHbIX CcTaTel K roMeonaTtu4eckMM feKapCTBEHHbIM npenapartam unM B
COOTBETCTBMU C TpeboBaHUAMM hapmMakonemn cTpaHbl MPON3BOANTENS TAKOro NeKapCTBEHHOrO nNpenapara;

(n. 15 B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

16) mexagyHapogHoe HenaTeHTOBaHHOE HaMMEHOBaHMEe JeKapCTBEHHOrO cpeactsa - HavMEHOBaHWe
OelCTBYIOLLEro BellecTBa (papMaueBTUYECKOW CyOCTaHUMKM, pekoMeHAoBaHHOe BcemupHol opraHusaumen
3[paBOOXpaHEHNS;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17) TOproBoe HaMMeHOBaHWE NEKapCTBEHHOrO0 CpeAcTBa - HauUMeHOBaHME IeKapCTBEHHOro CpeacTsa,
NMpUCBOEHHOE ero pas3paboTuvkoMm, [JepxaTenem WnuM BragenbLeM PerncTpauMoHHOro  yAOCTOBEPEHUs
neKkapcTBEHHOro npenapara;

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

17.1) rpynnMpoBOYHOE HaUMEHOBaHWE feKapCTBEHHOro mnpenapaTa - HavMeHOBaHWe IeKapCTBEHHOro
npenapaTa, He UMEIOLLEro MexXayHapoaHOro HenaTeHTOBaHHOIO HaUMEHOBaHWS, NN KOMBUHaLMKN NEKapCTBEHHbIX
npenapaToB, WCMOMb3yeMoe B Lensx obbeduMHeHus MX B rpynny nog €AuHbIM HavMEeHOBaHMEM MWCXOAs Y3
OAWHAaKOBOro CocTaBa AeNCTBYIOLWMNX BELLECTB;

(n. 17.1 BBegeH degepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

18) obwasa dapmakonenHas ctaTbs - AOKYMEHT, YTBEPXKOEHHbIN YNONMHOMOYEHHbIM deaepanbHbIM OpraHoMm
NCMNOSHUTENBbHOW BNacTn 1 coaepXallmin nepeveHb nokasatenen Kkayecrtsa n (UnNn) METOOO0B KOHTPONS KavecTBa
KOHKPETHOW IeKapCTBEHHOW OopMbl, NEeKapCTBEHHOr0 pacTUTENbHOro Cbipbs, OMUcaHus Gronornyeckux,
OUOXMMUYECKMX, MUKPOOMONOrMYecknx, U3MKO-XUMUYECKUX, (U3NYECKNX, XUMWUYECKUX W OPYrMx MeToaoB
aHanu3a nekapCTBEHHOro cpefacTBa, a Takke TpeboBaHMs K MCMNONb3yeMbIM B LENSX MpPOBeAeHWUs OaHHOro
aHanusa peaktvMsaMm, TUTPOBAHHbLIM PacTBOpaM, MHAMKaTOpaMm;

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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19) dapmakonenHass ctatbd - OOKYMEHT, YTBEPXAEHHbIA YMNONMHOMOYEHHbIM heaeparnbHbIM OpraHoMm
WCMONMHUTENbHOW BNacTM M cogepXalun nepeyeHb MokasaTenen KayectBa M MeTOOOB KOHTPONS KayecTBa
neKkapCTBEHHOro CPeACTBa;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

19.1) cTaHgapTHbIE 06pasLpl - BeLecTsa, NOCPeACTBOM CPaBHEHUS C KOTOPbIMU OCYLLECTBSIETCS KOHTPOIb
KayecTBa MccregyemMblxX NeKapCTBEHHbIX CPEACTB C MOMOLLBbI (PUNKO-XMMUYECKUX U BUONOrMYECKNX MeTOOOB B
Luensix MNOATBEPXKOEHUS COOTBETCTBUSI NEKAPCTBEHHbIX CPeAcTB TpeboBaHWsIM HOPMaTUBHOW [OKYMEHTauuK,
YCTaHOBMEHHLIM MPY OCYLLECTBEHUN FOCY4APCTBEHHOM pPeErMcTpaumm, n KoTopble NPUMEHSITCA Anst KanMbpoBKu
CcTaHAapTHbIX 06pa3LoB NPOU3BOAUTENS FIEKAPCTBEHHbIX CPEACTB, UCMONb3YEMbIX A KOHTPOMA Ka4ecTBa U UHbIX
Lenen npy obpalleHnn NekapCTBEHHbIX CPEACTB;

(n. 19.1 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19.2) dbapmakonerHbIn cTaHaapTHLIN 0bpasel, - cTaHAapTHbIN 00pasel, NPoM3BeaEeHHbI B COOTBETCTBUM C
dapmakonenHon ctatben;
(n. 19.2 BBegeH dPepepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

20) HopmaTMBHas OOKYMEHTauusi - OOKYMEHT, COAepXalluMi nepeyeHb onpegensemMblXx no pesynbtatam
COOTBETCTBYIOLLMX 3KCNIEPTU3 NokasaTenen KayecTsa fekapCTBEHHOro CpeacTBa Ans MeAULMHCKOro NpUMeEHEeHWs,
METOO0B KOHTPOMSA €ro ka4yecTBa U YCTaHOBMEHHbIV ero NpoussoanTenem;

21) HopmaTMBHbIA [OKYMEHT - [AOKYMEHT, cogepXallui nepedyeHb onpedenseMblx Mo pesynbraTam
COOTBETCTBYHOLUMX 3KCMEepTU3 nokasaTenen kavectsa M (M) METOOOB KOHTPOMS KayecTBa JleKapCTBEHHOM
dopMbl, onucaHms BUONOrMYEecKnx, BUOXMMUYECKMX, MUKPOBMOMOrMYECKNX, (PU3UKO-XMMUYECKUX, DU3NYECKUX,
XMMUWYECKMX U ApYrMX MeTOA0B aHanunsa riekapCcTBEeHHbIX CPedCcTB A1 BEeTEPMHApPHOro npuMeHeHus, TpeboBaHus K
MCMonb3yeMblM B LiensX NPOBeAeHWs AaHHOro aHanusa peakTuBam, TUTPOBaHHbIM pacTBOpaM, UHAMKaTopam u
YCTaHOBIEHHbI ero NponssoanTenem;

21.1) obWMN TEXHNYECKUA OOKYMEHT - KOMMMEKT LOKYMEHTOB M MaTepuanoB, COCTOSLUMIA U3 HECKOSbKMX
pasgenoB - OKYMEHTaUMM agMUHUCTPATUBHOIO Xapakrepa, XMMUYeckomr, bapMaueBTU4EeCKon 1 BrMonornyeckomn
OOKYMeHTaumn, ¢apmMaKkornormiyeckon, TOKCUKOMNMOIMYECKON [OOKYMEHTaUMW, KIUHUYECKON OOKYMEHTauum Wu
npeacTaBnsieMbli OOHOBPEMEHHO C 3asdBMEHMEM O rocyAapCTBEHHOMW perucTpauum NekapCTBEHHOro npenapara
ONs MeOuUMHCKOro MNpUMeHeHuss B dopmarte, YCTaHOBMIEHHOM YMOMTHOMOYEHHbIM hedeparnibHbiM - OpraHoMm
NCMOMHNTENBHOWN BNAcTu;

(n. 21.1 BBegeH PeneparnbHbIM 3aKOHOM 0T 22.12.2014 N 429-93)

22) ka4veCTBO IleKapCTBEHHOrO cpefcTBa - COOTBETCTBME fleKapCTBEHHOro cpeactsa TpeboBaHUSAM
apmakonenHon cTatbu nNMBO B Cryvyae ee OTCYTCTBUS HOPMAaTMBHOW AOKYMEHTauuuM WM HOPMaTMBHOMO
OOKYMeHTa;

23) 6e3onacHOCTb NeKapCTBEHHOIO CpeacTBa - XapakTepUCTUKa NeKapCTBEHHOIO CpeacTBa, OCHOBAHHAsA Ha
CpaBHUTENBHOM aHanuse ero apPEKTUBHOCTU U pUCKka NPUYMHEHUSI Bpeda 300POBbIO;

24) 3hheKTMBHOCTb NEKAPCTBEHHOIO Mpenaparta - XapakTepucTuka CTerneHu MONOXUTESIbHOTO BIIUSHUSA
NeKkapcTBEHHOro npenapata Ha TeyeHue, NPOdOSIKUTENBHOCTL 3aboneBaHuss WNM ero npepoTepalleHue,
peabunutaumio, Ha coxpaHeHue, NpedoTBpaLleHre Unu npepbiBaHe 6epemMeHHOCTY;

25) cepusi NeKapcTBEHHOr0 CpeacTBa - KOMUYECTBO FleKapCTBEHHOrO CPeAcTBa, MNPOU3BEAEHHOe B
pesynbTaTe OIHOr0 TEXHOMOMMYECKOro LIMKIa ero Npon3BoauTenem;

26) perucTpauMoHHOe YOOCTOBEpeHMe MeKapCTBEHHOro npenaparta - AOKYMEHT, MoATBepXaalolmin dakT
rocyOqapCTBEHHOWN perncTpauun nekapcTBeHHOro npenapara;

26.1) pepxatenb unuM Bragenel perucTpauMoHHOro YAOCTOBEPEHUSA NeKapCTBEHHOro npenapata -
pa3paboTynk NnekapCTBEHHOro CpeacTBa, MPOU3BOAUTENL NIEKAPCTBEHHbLIX CPEACTB UMM MHOE puanyYeckoe nuuo,
obragatowee nNpaBoM BMageHUs pPerucTpauMoHHbIM YOOCTOBEPEHUEM, KOTOPble HECYT OTBETCTBEHHOCTb 3a
KayecTBO, 3ppeKTUBHOCTL 1 6GE30MaCHOCTb NTEKAapPCTBEHHOIO NpenapaTa;

(n. 26.1 BBegeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

27) perncTpaumoHHbIii Homep - kogoBoe 0603HavyeHne, NPUCBOEHHOE NekapCTBEHHOMY MNpenapaTy npu ero
rocyaapCTBEHHOW perncTpaLuy;
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28) obpalleHne nekapCTBEHHbIX CpPeAcTB - pa3paboTka, AOKMMHUYECKME WCCREeOOBaHWs, KMHUYEeCcKue
nuccrnenooBaHUsl, 3KCMepTu3a, rocyQapCTBEeHHasi peructpauusi, CTaHOapTM3aumMsi M KOHTPONb  KayecTea,
NMpou3BOACTBO, M3rOTOBINEHME, XpaHeHWe, nepeBo3ka, BBO3 B Poccuickyto denepaunto, BbiBo3 u3 Poccuiickon
depnepaumn, peknama, oTrnyck, peannsauus, nepegada, NPUMeHeHne, YHUYTOXKEHME NEKAPCTBEHHbIX CPeACTB;

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cyGbekTbl 0bpalleHns1 NeKapCTBEHHbIX CPEACTB - (M3NYEcKMe nuua, B TOM YMCre MHAMBUAYalbHble
npeanpuHUMaTenu, 1 opuandeckne nuua, OCyLLEeCTBNALWNe AeATeNbHOCTb Npu oBpalleHnn neKkapCTBEHHbIX
cpencTs;

30) paspaboTyMk NekapCTBEHHOro CpeacTBa - opraHvsauusi, obnagatollas npaBaMuM Ha pesynbTaThbl
OOKIMUHUYECKMX UCCReaoBaHUA NEeKapCTBEHHOrO CPEACTBa, KIMMHUYECKUX WCCNEeAOBaHWUIM  NeKapCTBEHHOro
npenapaTta v (UnNn) Ha TEXHOMOIMIO MPON3BOACTBA NEKAPCTBEHHOIO CPEACTBa;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

31) npon3BoACTBO JeKapCTBEHHbIX CpeacCTB - OeATeNIbHOCTb MO NpPOou3BOACTBY JI€KapCTBEHHbIX CpeacTB
opraHunsaunamMmm - nponssoanTeENAMU NEKapCTBEHHbIX CpeacTB Ha OAHOWN CTaguun, HECKOSNbKNX UNN BCEX CTagumsiX
TEXHOJIONM4YEeCKOro npouecca, a Takke no XxpaHeHuno n peannsaunm npon3seeHHbIX NeKapCTBEHHbIX CPEeACTB;

31.1) npousBoACTBEHHas mMrowagka - TepputopuanbHO 060COGMEHHbIM KOMMMEKC npov3BoanTeNns
nekapCTBEHHbIX CPeAcTB, MpegHasHa4yeHHbIN A58 BbINOMHEHUS BCEro npouecca Npou3BOACTBA feKapCTBEHHbIX
CpeacTB WUIM ero onpeaeneHHon ctagnu;

(n. 31.1 BBegeH dPepepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

32) npousBoauTenb JEKapCTBEHHbIX CPEeACTB - OpraHuM3aumsi, OCyLecTBhswwas npou3BoacTBO
rnieKkapCTBEHHbIX CPeCTB B COOTBETCTBUM C TpeboBaHMAMN HacToswero ®efepanbHOro 3aKkoHa;

33) dapmaueBTMYECKAd [EATENbHOCTb - [OeATeNnbHOCTb, BKMoYawwass B cebda onToByld TOProBio
NEKapCTBEHHbIMN CpeacTBaMM, WX XPaHeHWe, MEepPeBO3KY U (MnM) PO3HUYHYKD TOProBMKO FEeKapCTBEHHbIMMU
npenapaTtamu, X OTNyCK, XpaHeHWe, NePEBO3KY, U3roTOBIIEHNE NIEKAPCTBEHHbIX NPenapaTos.;

34) opraHmnsauua ONTOBOWN TOProBJin JeKapCTBeHHbIMW CpeacTBaMn - oOpraHum3auund, ocyllecTBrdowlan
OMNTOBYKO TOProBIilO NeKapCTBEeHHbIMU cpeacTtBaMun, UX XpaHeHue, nepeBOo3Ky B COOTBETCTBUU C Tpe6OBaHI/IF|MI/I
HacTodLllero CDep,epaanoro 3aKOHa;

35) anTedHas opraHuMsauus - opraHu3auusl, CTPYKTYpHOe noppasferieHne MeguLMHCKON opraHu3auuu,
OCYLLECTBMAOLLME PO3HNYHYIO TOPrOBIO NIEKAPCTBEHHBIMY MpenapaTamun, XpaHeHue, NePEBO3KY, U3rOTOBIIEHWE U
OTMNYCK FEeKapCTBEHHbIX MNpenapaTtoB Ansi MeOUUWHCKOrO MpPUMEHEHMS B COOTBETCTBMM C TpeboBaHMsAMU
HacToswero ®PenepanbHOro 3akoHa;

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

36) BeTepuHapHas anTeyHasi opraHusauusl - opraHusaumsi, CTPyKTypHoe noapasneneHne BeTepuHapHo
opraHu3aLuu, OCYLLIECTBNAIOLLNE PO3HUYHYIO TOPrOBH0 NeKapCTBEHHbIMU NpenapataMu, XpaHeHue, U3roToBreHne
MU OTNYCK NEeKapCTBEHHbIX NpenapaTtoB AN BETEPUHAPHOro MPUMEHEHWUsSI B COOTBETCTBUMM C TpeboBaHMsMM
HacTosiero ®efepanbHOro 3akoHa;

37) danbcudmumpoBaHHoe rekapcTBEHHOE CpPeacTBO - JeKapCTBEHHOE CPEACTBO, COMPOBOXAaeMoe
TNOXHOW MHGOPMaLMen o ero coctaese 1 (Mnu) NPon3BoLUTENE;

38) HenobpokayecTBEHHOE fIeKapCTBEHHOE CPeACTBO - fleKapCTBEHHOE CPEACTBO, He COOTBETCTBYHLLEe
TpeboBaHUAM bapmaKkonenHoi ctaTbn NGO B Criydae ee OTCYTCTBUSA Tpe6oBaHMAM HOPMAaTUBHOMN AOKYMEHTaLmm
UN HOPMaTUBHOIO [AOKYMEHTa;

39) KoHTpadhakTHOe reKkapCcTBEHHOe CpefCTBO - JfiekapCTBEHHOe CpeAcTBO, Haxodsllieeca B oGopoTe ¢
HapyLUeHWeM rpaxaaHCcKoro 3akoHo4aTesbCTBa;

40) OOKNMHMYECKoe WCCneaoBaHWe NeKkapcTBEHHOro cpeactsa - Guonoruyeckue, MUKpoBuonormyeckue,
MMMYHOMOrMYeckne,  TOKCUKOMOrmdyeckne, apmakonornyeckume, uandeckme, XUMUYeckue U Opyrue
nccneaoBaHUsl N1eKapCTBEHHOro CPeacTBa MyTeM MPUMEHEHUS! HayYHbIX METOOOB OLEHOK B LENsX MonyyYeHus
[lokasaTenbCTB 6e30nacHOCTH, kKayecTBa U 3PMEKTUBHOCTU NEKAPCTBEHHOIO CPEACTBa;

41) KNMMHU4YEeCKoe uccnenoBaHne InekapCTBeHHOro npenaparta - UdydeHume OuarHoCTUYecKux, ne4vebHbIX,
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NpodUnakTUYecKnx, PapmMaKkororMyecknx CBOMCTB fIeKapCTBEHHOrO npenapaTa B NPOLecce ero NpUMeHeHns y
YerioBeka, XXMBOTHOIO, B TOM YKCIe MPOLECCOB BCAChIBAHUS, pacrnpedeneHnsi, USMEHEHUS! U BbIBEAEHUS!, NMyTEM
NMPYMEHEHMsI Hay4YHbIX METOOOB OLEHOK B LENsx MOoSflydeHUs [OokasaTenbCTB 6e3onacHoCTW, kavecTBa WU
3 HEKTMBHOCTU FEKAPCTBEHHOTO MpenapaTta, AaHHbIX O HeXemnaTeNlbHbIX peakuusx opraHuaMa YernoBeka,
KMBOTHOTO Ha TMpPUMEHEHWe IeKkapCTBEHHOro npenapata M 06 addekTe ero B3aMMOAEWCTBUS C APYrUMMU
riekapCTBEHHbIMU NpenapaTamMu 1 (Unu) NULLEBbIMU NPOAYKTAMM, KOpMaMMU;

42) MHOIoLeHTpOBOE KIMMHNYECKOE WuccrneaoBaHMe JneKkapCTBeHHOro npenaparta Aana MeamunHCKOro
npuMeHeHna - KIMHU4YeCKoe WccriegoBaHnMe nekapcTtBeHHOro npenaparta And MeguuuMHCKOro npumMeHeHud,
nposognmoe pa3p860T‘-IVIKOM JNIeKapCTBEHHOIo npenaparta B ABYX W Oonee MeOMUMHCKNX opraHnsaumnax no
€OVNHOMY MNMPOTOKOJ1Y KITMHNYECKOIro nccriegoBaHnd nekapCTtBeHHOro npenaparta,

43) MeXxayHapogHoe MHOIoueHTPOBOE KIMMHUYeCKoe WuccrieaoBaHune JIeKapCTBeHHOro npenaparta and
MeAULIMHCKOIo npuMeHeHuna - KIMHU4eckoe wuccregoBaHne IneKkapCTtBeHHOro npenaparta ana mMeanunHCKoro
npuMeHeHunda, nposogmnmoe paspa60Tq|/|K0M NlIeKapCTBEHHOro npenaparta B pas3fiMdHbIX CTpaHaxX no eguHoOMy
NPOTOKOIY KIMMHUYECKOro nccrieqoBsaHmna nekapCTtBeHHOoro npenapara;

44) nocTperMcTpaumoHHOE KNUHUYECKoe WccregoBaHWe fekapCTBEHHOro npenapata Ans MeguuUHCKOro
NPUMEHEHNSA - KIMHWYECKOe uWCcregoBaHMe feKkapCTBEHHOro npenapata And MeAUUMHCKOrO MpUMEHEeHWs,
npoBoAMMOE MNpPOU3BOAMTENEM NeKapCTBEHHOro npenaparta, rpaxaaHckuii obopoT KOTOpPOro OCYLLEeCTBNSAETCH
nocre rocyaapCTBEHHOW pernctpauun, B Lensx AONOMHUTENbHOro cbopa AaHHbIX O ero 6e3onacHoCTV U
3(PPEKTUBHOCTH, PaCLUMPEHUS MNOKa3aHUA K MPUMEHEHUI0 [AaHHOro feKapCTBEHHOro npenaparta, a Takke
BbISIBIIEHNS HEXenaTeNbHbIX peakuMin NaumMeHToB Ha ero AencTBue;

45) nccnepoBaHve HGUO3IKBUBANEHTHOCTU NEKapCTBEHHOrO npenapata - BUA KIMHWYECKOro MCcnegoBaHus
riekapCTBEHHOro npenaparta, NpoBeAeHMe KOTOPOro OCYLLECTBNAETCA Afs onpeaeneHns CKOpoCTU BCacbliBaHWS U
BblBEAEHNS OOHOMO WM HEeCKONMbKMX obnagatowmx hapmakonornyeckon akTMBHOCTbIO AEeNCTBYIOLMUX BeLLEeCTB,
KOnnyecTBa JleKapCTBEHHOro npenapaTa, AOCTUraloLWero CUCTEMHOrO KPOBOTOKA, W pesynbTaTbl KOTOPOro
NO3BONAIT CcAenatb BbIBOA O OWO3KBMBANEHTHOCTM BOCMPOM3BEAEHHOTO JfIeKapCTBEHHOro mnpenapata B
onpeaeneHHbIX fekapcTBeHHOW hopMe M [03MPOBKEe, COOTBETCTBYHOLMX POPME U O03MPOBKE pedepeHTHOro
neKapcTBEHHOro npenapara;

(n. 45 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

46) nccriefoBaHve TepaneBTUYECKOW 3KBUBANEHTHOCTU JNIeKapCTBEHHbIX MPEenapaTtoB - BUA KMUHUYECKOTO
nccnefoBaHWsl NEKapCTBEHHbIX MpenapatoB, MPOBEAEHME KOTOPOro OCYLUECTBMSIETCA AN BblsSBIIEHUS
OOMHaKOBbLIX CBOWCTB FEKAPCTBEHHbLIX MpenapaTtoB OnpeAeneHHON NeKkapCcTBEHHON (HOPMbI, @ Takke Hanuuus
OOMHaKOBbIX MoOKasaTenen 6e3onacHOCTM U 3(PEEKTUBHOCTM FEKAPCTBEHHBLIX MpenapaToB, OAMHaKOBbIX
KMUHUYECKNX 3OEKTOB NPU UX NPUMEHEHWN;

47) npoOTOKON KIWHWMYECKOrOo WUCCNeAoBaHUsi NEeKapCTBEHHOro npenapata - [AOKYMEHT, B KOTOPOM
onpegensloTca  Uenu, ¢opMbl OpraHuM3auMmM W MeTOAOMNOorMs NPOBEAEHWUSI KIMHUYECKOTrO UCCNeAoBaHus,
cTaTucTnyeckne metodbl 06paboTkn pe3ynbTaToB TaKoOro UCCNefoBaHUS U Mepbl No obecneyeHnto 6e3onacHoOCTm
hmamyeckux nuu, y4acTByOLLMX B KMMHUYECKOM UCCIIEA0BaHUM NIEKAPCTBEHHOTO Npenapara;

48) 6pOUJIOpa nccnegosartend - CBOAHOE WU3NOXeHue pe3ynbTaTtoB OOKIMMHUYECKOro uccrnenoBaHuda
NNeKapCTBEeHHOro cpeactea WM KIMHUYECKOro uccriegoBaHUAa JeKapCTBeHHOro npenaparta anda MeaunuuHCKOro
NPUMEHEHNA;

49) VHMOPMAUUNOHHBIA JIMCTOK NauueHTa - AOKYMEHT, B KOTOPOM COAepXaTcsi B [OCTyrnHou chopme
CBefeHus1, kacalLmecs NpoBOAMMOro KIMHUYECKOrO MCCNeaoBaHMs NIEKAPCTBEHHOro nNpenapara, v B MMCbMEHHOM
cdopme pobpoBonbHOE cornacue naumeHTa Ha yyYacTue B KIIMHMYECKOM WCCeOBaHUW NeKapCTBEHHOMO
npenapaTta nocrie 03HAKOMITEHUsI C OCOBEHHOCTSIMU KIMHUYECKOTO WUCCRefoBaHUsA, UMEKLWMMN 3Ha4YeHue Ons
BbIpa)X€HUSA Takoro cornacus;

50) noboyHoe AencTBME - peakuus OpraHmama, BO3HMKLWIAsi B CBSA3M C NMPUMEHEHUEM JIEKapCTBEHHOro
npenapaTa B [03axX, PEKOMEHOYEMbIX B WHCTPYKLUUW MO €ro NpUMEHEHWIo, AN NpounakTuKM, OUMarHOCTUKN,
neyeHus 3aboneBaHusa Unu onsa peabunurauumu;

50.1) HexenaTenbHas peakuusi - HenpeaHamepeHHasi HebnaronpusiTHasi peakumsi opraHuama, KoTopas
MOXeT ObITb CBSI3aHa C NPUMEHEHMEM FEeKapCTBEHHOTO Npenapara;
(n. 50.1 BBegeH PepeparnbHbIM 3aKkoHOM 0T 22.12.2014 N 429-93)
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51) cepbesHas HexxenaTenbHas peakums - HexxenaTernbHas peakuusi opraHMama, CBsi3aHHasi C NPUMEHEHUEM
riekapCTBEHHOrO npenaparta, npuBewas K CMepTW, BPOXAEHHbIM aHOManusiM UMW ropokam pas3BuTus nnbo
npeacraensaowasi cobo yrposy usHu, Tpebyowas rocnuTanu3auMn unu npuBefllasl K CTOWKOW yTpaTte
TPYAOCNOCOBHOCTU U (MNK) NHBANUAHOCTMY;

52) HenpeaBuaeHHas HexenaTerbHas peakuus - HeXxenaTenbHasi peakuus opraHuama, Kotopasi cBsi3aHa ¢
NPMMEHEHMEM IeKapCTBEHHOrO Mpenapata B [03ax, PEeKOMEHAYEMbIX B MPOTOKOMle €ro  KIMHU4YeCcKoro
nuccrnegoBanusi, Gpolltope uccnegoBaTtensi, WM C MPUMEHEHMEM JeKapCTBEHHOro npenapata B [Jo3aXx,
peKoMeHAYeMbIX B UHCTPYKLUW MO ero NPUMEHEHUIO ANst NPOMUIaKTUKA, AMArHOCTUKK, NedYeHust 3aboneBaHns unm
MEAMUMHCKOW peabunutaumm nauueHTa, M CYLHOCTb, TSPKECTb WM UCXOL KOTOPOW He COOTBETCTBYET
MHdOpMaLMM O NeKapCTBEHHOM NpenapaTe, CoAepXalleilcsi B MPOTOKOME ero KIMHUYECKOro MccrenoBaHus,
GpoLutope uccregoBaTesnst UM B MHCTPYKLMM NO NPUMEHEHMIO NIEKapCTBEHHOIO Npenapara;

(n. 52 B pea. ®egepanbHoro 3akoHa o1 22.12.2014 N 429-93)

52.1) dapmakoHagsop - BWA AEATENbHOCTU MO  MOHUTOPUHIY 3QdEKTUBHOCTM UM ©Ge3onacHoCTU
NEeKapCTBEHHbIX MpenapaToB, HanpaBfieHHbIA Ha BbISIBNEHWE, OLEHKY W MpefoTBpalleHue HexenaternbHbIX
nocneacTBUin NPUMEHEHMNS NEKAPCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH dPepepanbHbIM 3akoHOM 0T 22.12.2014 N 429-93)

52.2) nnaH ynpaBneHus puckamu - nNogpobHOe onucaHue MeponpuaTMA Mo dapMakoHaa3opy,
HanpaBmfeHHbIX Ha BbISIBNIEHWE, OLEHKY W MNpefoTBpalleHNe WM MUHUMWU3ALMIO PUCKOB, CBSI3aHHbIX C
neKapcTBEHHbIMY NpenapaTtamu, BKIoYasi OLeHKy 3 EKTMBHOCTU AaHHbBIX MEPOMNPUATUR;

(n. 52.2 BBegeH dPepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

C 1 anBapsa 2018 roga PepepanbHbiM 3akoHOM OT 29.07.2017 N 242-®3 nyHkT 53 cTtatbk 4 usnaraetcs B
HoBOW pefakummn. CM. TekCT B ByayLuen pegakuum.

53) peuenT Ha nekapCTBEHHbIA MnpenapaTr - MMCbMEHHOE Ha3HayeHWe FeKapCTBEHHOro npenapaTta Mo
yCTaHOBNEHHON opme, BbliJaHHOE MELMULMHCKUM U BETEPMHAPHBIM PabOTHUKOM, MMEKOLUM Ha 3TO Mpaso, B
Lensax oTnycka NeKapCTBEHHOro npenapara Unm ero 3roToBEHUs N OTNYCKa;

54) TpeboBaHMe MeAMWLMHCKOM OpraHu3auuun, BETEPUHAPHOW OpraHu3aumyM - OOKYMEHT YCTaHOBIEHHOM
OpMbI, KOTOPbLIA BbINMCAH MEOULMHCKUM UM BETePUHAPHLIM PaboTHMKOM, MMEIOLLMM Ha 3TO MpaBo, U COOEPXKUT
B NUCbMEHHOW (QOpMEe yKa3aHue anTeyHoW opraHm3aumm ob oTnycke NekapCTBEHHOro npenapata uMnmM O ero
N3roToBneHun n o6 otnycke ans obecnevyeHus ne4ebHOro npouecca B MEAULMHCKOM OpraHu3auumn, BeTepMHapHOM
opraHusauuu;

55) komnnekcHas oueHka fnekapcTBEHHOro fnpenaparta - OueHKa 3aperMcTpupoBaHHOrO feKkapcTBEHHOro
npenapata, Bknovawwas B cebsa aHanu3 MHGopMauum O CPaBHUTENbHOW KIMHUYECKON 3MEKTUBHOCTN U
6e30nacHOCTM NeKapCTBEHHOro npenapara, OLEHKY 3KOHOMMWYECKMX MOCreACTBUM ero NpuUMEeHeHus, U3ydeHve
AOMNOMHUTENbHBIX MOCNEACTBMA MPUMEHEHUS NEKapCTBEHHOro npenapata B LUenax MPUHATUA peLlleHni o
BO3MOXHOCTU BKI/IIOYEHUS] NEKApCTBEHHOro npenapata B MNepeyeHb XWM3HEHHO HeOoOXOAMMbIX W BaXKHEWLIMX
nekapCTBEHHbIX MNpenapatoB, HOPMAaTMBHbIE MPaBOBblE€ aKTbl W WHblE OOKYMEHTbI, Onpeaensioolme nopsagok
oKasaHusi MeAULUHCKON MOMOLLW, UITN UCKITIOYEHUS ero 13 yka3aHHbIX NePeyYHsi, aKTOB U JOKYMEHTOB.

(n. 55 BBegeH degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

nasa 2. NOJIHOMOYUA ®EQEPAIIbHLIX OPFAHOB I/ICI'IOHHVITEHI:I-!OVI B
BIACTU, OPFTAHOB MCMNONHUTEJIbHOU BNTACTU CYBBEKTOB POCCUNCKOU
®ENEPALIMX NPU OBPALWLEHUN NNEKAPCTBEHHbLIX CPEACTB

Cratbs 5. lNonHoMouus Cbe,qepaﬂbeIX opraHoB MCMONTHUTENbLHOW BNacTu npu 06paLI.|,eHVII/I JNNeKapCTBeHHbIX cCpeacTB

K nornHomoumsim ceaepanbHbIX OpraHoB MCMNONMHUTENBHOW BNacTy Npy 00paLleHnm NekapCcTBEHHbIX CPEACTB
OTHOCHTCS:

1) npoBegeHue B Poccuickon depgepaunm eOuHOW roCyaapCTBEHHOW MONUTUKM B obnactu obecneyeHums
nekapcTBEHHbIMM Npenapatamu rpaxkgaH B Poccuinckon egepauuu;
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) yTBEpXaeHne oblmx apMakonerHbIx cTaTen, papMakonenHbIX CTaTel, M3gaHue rocyaapCTBEHHON
dapmakoneun, co3gaHme u BegeHne peectpa apmakonenHbiX CTaH4apTHLIX 00pasLoB;
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(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) ocyLecTBREHME FOCYAapPCTBEHHOIO KOHTPONS (Hag3opa) B cdhepe obpalleHust nekapCTBEHHbIX CPEACTB;
(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuueH3upoBaHMe NPOM3BOACTBA NEKApCTBEHHbIX CPEeACTB U (papMaueBTUYECKON AeATeNbHOCTU B
COOTBETCTBUM C 3aKoHogaTenbCcTBOM Poccuiickon ®enepaumm;

5) opraHusaums aKcrepTuUsbl NEKAapCTBEHHbIX CPeACTB, 3TUYECKON 3KCMepTu3bl BO3MOXHOCTM MpPOBEAEHUS
KNMUHUYECKOTO WCCNEeAOoBaHUS NeKapCTBEHHOro npenapata AN MeauUMHCKOTO MPUMEHEHUS!, 3KCrnepTusbl
OOKYMEHTOB, NpefCcTaBreHHbIX Ons onpeaenieHns BO3MOXHOCTU paccMaTpuBaTh JIEKAPCTBEHHLIN npenapart ans
MEeOULMHCKOrO MPUMEHEHMST MpU TOCYOApPCTBEHHOW perncrpauum B KayvecTBe OpP(haHHOro JNeKkapCTBEHHOMO
npenapara;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5.1) opraHu3aums nposBegeHVst KOMMMEKCHOW OLEHKM FMeKapCTBEHHOro npenapata B Uensx MPUHATUS
peLleHNn O BO3MOXHOCTU BKIMIOYEHWS NEeKapCTBEHHOro npenapata B NepeyveHb XXM3HEHHO HeobXoauMMbIX WU
Ba)KHEMLINX NEeKapCTBEHHbIX MpenapaToB, HOpMaTMBHbIE NPaBOBble aKTbl U WHblE AOKYMEHTbI, onpedensiowne
NopsA0K OKa3aHWs MeaNUMHCKOW NOMOLLM NN UCKITIOYEHUS €ro N3 yKkadaHHbIX NepeyYHsi, akTOB U JOKYMEHTOB;

(n. 5.1 BBegeH PeaepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

6) Bblgaya paspeLleHnin Ha NpoBeAeHNE KITMHUYECKMX UCCNeaoBaHWIN NeKapCTBEHHbIX NpenapaTos, BegeHve
peecTpa BblAaHHbIX pa3peLUeHnin Ha NpoBedeHne KIMHUYECKUX NCCefoBaHNN NekapCTBEHHbIX NpenapaTos;

7) rocymapcTBeHHast perucrpauusi neKkapCTBEHHbIX MpenapaToB, BedeHWe rocyaapCTBEHHOINO peecTpa
NeKkapCcTBEHHbIX CPeaCTB;

8) opraHusaums n (unun) NnpoBedeHne NHCNEKTMPOBaHNS CyObLEKTOB 0BpaLLeHns NekapCcTBEHHbIX CPeAcTB Ha
COOTBETCTBME NpaBuiam Haanexallien nabopaTtopHOW NPakTUKK, NpaBunaM Haanexallen KIMHNYECKoW NpakTuKK,
npaBunamM Hagnexaiiewn NpakTUKM XpaHeHMs 1 NepeBO3K/ NeKapCTBEHHbIX NpenaparTos, Npasunam Hagnexatlen
ANCTPUOBLIOTOPCKON NPaKTUKKX, NpaBunamM Hagnexallen anTe4yHon NPakTuKu;

(n. 8 B peq. ®enepanbHoro 3akoHa o1 22.12.2014 N 429-93)

8.1) opraHusaumsa u (Mnv) NpoBeAeHNe MHCNEKTUPOBaHNS CyObeKToB ObpalleHUs nekapCTBeHHbIX CpeacTs
Ha cooTBeTCcTBME TpeboBaHWAM MpaBun Hagnexawew nNPOVM3BOACTBEHHOW MPAKTUKM, Bbigaya 3akrioyeHun o
COOTBETCTBUM MPOU3BOAUTENS NEKAPCTBEHHbLIX CPeAcTB TpeboBaHWAM MpaBun Hagnexailen Npov3BoACTBEHHOMN
NpaKTUKW;
(n. 8.1 BBegeH deaeparnbHbIM 3aKkOHOM OT 22.12.2014 N 429-03)

8.2) ycTaHoBneHue nopsigka BeAeHUs1 U BeAeHne rocyaapCTBEHHOrO peecTpa 3akryeHnii O COOTBETCTBUM
npoussoauTens nekapcTBEHHbIX CPeACcTB TpeboBaHNSAM NpaBun Haanexaluen NpoM3BOACTBEHHON MPaKTUKK;
(n. 8.2 BBegeH dPeaepanbHbiv 3akoHOM 0T 22.12.2014 N 429-93)

9) rocygapCcrtBeHHaa perucrtpauna  YCTaHOBIIEHHbIX NpPoOM3BOAUTENAMU JEeKapCTBEHHbIX npenapaTtoB
npenenbHblX OTNYCKHbIX LEeH Ha XU3HEHHO HeobxoaMMble U BaXHeNlune NeKapCTBEHHbIE NMpenapaTbl N BeaAeHne
rocyaapCtBeHHOro peectpa npenesibHbIX OTNYCKHbIX LEeH FlpOI/I3BO,EI,I/|TeJ'IeI7I Ha JeKapCTBeHHble npenaparthl,
BKITHO4EHHblIe B nepe4vyeHb XN3HEeHHO HeobXxoaMMbIX U BaXKHEMLLNX JNIeKapCTBEHHbLIX NpenapaTos,;

9.1) cornacoBaHue TMpPOEKTOB pPELUEHUN OPraHoOB MWCMOMHUTENbHOW BNacTu cyobekToB Poccuinckon
depepaumn 06 yctaHoBneHUM u (MKM) U3MEHEHUWN MpedenbHbIX pa3MepoB OMTOBbIX HA40aBOK W NpedenbHbIX
pasMepoB pPO3HMYHbLIX HaAbaBoOK K (QAKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBMIEHHbIM MPOU3BOOUTENSMM
neKapCTBEHHbIX NpenapaToB, Ha NeKapCTBEHHbIE NpenapaTtbl, BKIOYEHHbIE B NEPEYEHb KU3HEHHO HEODXOOMMbIX
N BaXKHEWNLLMX NeKapCTBEHHbIX NPenapaTos;

(n. 9.1 BBegeH deaepanbHbIM 3akoHOM OT 13.07.2015 N 241-03)

10) ycraHoBneHWe nopsaka BBO3a IeKapCTBEHHbIX cpeacts B Poccuiickyio ®Pepepauunio 1 BbiBO3a
nekapcTBeHHbIX cpeacTs n3 Poccunckon ®enepaunm;
(n. 10 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

10.1) Bblgayva, ycTaHOBNEeHWe nopsaka Bbligauu U (popMbl JOKYMEHTa, KOTOpPbIA noaTBepxaaeT, uTo
NpoM3BOACTBO NEKapCTBEHHOro npenapara OCyLLEeCTBNEHO B COOTBETCTBUU C TpeboBaHMAMM NpaBun Haanexatiemn
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MPOWU3BOACTBEHHOWM MPAKTUKK, U NOANEXUT NpeAcTaBeHnto No TpeboBaHMo YNONHOMOYEHHOMO OpraHa CTpaHbl, B
KOTOPYIO BBO3WUTCS NIEKapCTBEHHbIV Npenapar;
(n. 10.1 BBegeH PepeparnbHbIM 3aKkoHOM 0T 22.12.2014 N 429-93)

10.2) Bblgaya, ycTaHOBMEHME Mopsaka Bblgayn M popMbl JOKYMEHTa, CoAepXKallero CBeeHMst 0 ctagusax
TEXHOITOrMYEeCcKoro npouecca MpOM3BOACTBA JIEKAPCTBEHHOrO Cpeactsa AN MeAULMHCKOrO  MPUMEHEHUS,
OCYLLLECTBMSIEMbIX HA TepputTopmn EBpasmninckoro 3KOHOMMYECKOrO COH33;

(n. 10.2 BBegeH deaepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03, B pen. ®egepansHoro 3akoHa ot 13.07.2015 N
241-03)

11) cosgaHne COBETOB MO BOMNpOCaM, CBA3aHHbIM C 00palleHneM NekapCTBEHHbIX CPEACTB;
12) atTectaums n ceptTudmkaLmsa cneynanucTos;
13) ytpatun cuny ¢ 1 ceHTs6ps 2013 roga. - PegepanbHbii 3akoH ot 02.07.2013 N 185-03;

14) ocywecTtBneHne papmakoHaa3opa;
(n. 14 B pea. PenepanbHOro 3akoHa ot 22.12.2014 N 429-$3)

15) yyacTtvne B mexgyHapogHOM COTPYAHMYECTBE;

16) nonyyeHne no 3anpocam ynosIHOMOYEHHOro deepanibHOro opraHa UCNOMHUTENbHOW BNacTu OT OpraHoB
ncnonHuTenbHou Brnactu cybbektoB Poccuickon degepaunm, a Takke oT CyObekToB 0bpalleHns nekapcTBEHHbIX
cpeacTB Ansg MeauLMHCKOro NPUMEHEHWs MHopMauum Mo BOMpoOCam YCTAHOBMEHWS U NPUMEHEHWUs LeH Ha
nekapcTBeHHble npenapaTtbl U HaabaBOK K HUM;

17) npymeHeHne Mep OTBETCTBEHHOCTU 3a HapyLLeHne 3akoHogaTenbcTea Poccunckon ®egepaunu;

18) yTBepxaeHue npaBun Hagnexawen nabopaTopHOM NPaKTUKW, MNPaBUN Haanexallenh KIMHUYECKON
NpakTUKW, MpaBuN Hagnexallem MnpoM3BOACTBEHHOM NPAaKTMKKW, MpaBuUN Hagnexawlen npakTUKM XpaHeHus 1
NnepeBO3KM NEeKapCTBEHHbIX MNpenapaToB, MpaBwui  Hagnexawewn AMCTPUObIOTOPCKOW MNPakTWKW, npaBun
Haanexallen anTeyHon NpakTUKW, NpaBun Haanexalen npakTukM papMakoHaa3opa NekapCcTBEeHHbIX npenapaTos
ONa MeguLMHCKOro NpUMeHeHUs;

(n. 18 BBegeH PefeparnbHbIM 3aKkOHOM OT 22.12.2014 N 429-93)

19) yctaHoBneHne nopsigka pOpMMPOBaHWSA PErmcTpauMoHHOrO AOCbe Ha NeKapCTBeHHbI npenapat u
TpeboBaHWIi K JOKYMEHTaM B €ro COCTaBeE;
(n. 19 BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

20) yTBepxaeHuMe npaBui pauMoHanbHOro BblbOpa HaMMEHOBaHWM FEKAPCTBEHHbIX NpenapatoB s
MEeOULMHCKOTO NPUMEHEHNS;
(n. 20 BBegeH PepeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

21) yTBepXXaeHue nepeyHs HaMeHOBaHN NekapCcTBEHHbIX (hopM;
(n. 21 BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

22) cdopmupoBaHMe peecTtpa TUMOBbIX MHCTPYKUMW NO MEOULMHCKOMY MPUMEHEHUI0 B3aMMO3aMeHSeMbIX
nekapcTBeHHbIX NpenapaTos;
(n. 22 BBegeH PefeparnbHbIM 3akOHOM OT 22.12.2014 N 429-93)

23) yTBepxaeHve TpeboBaHUi K MHCTPYKLUK NO MEANLMHCKOMY NPUMEHEHMIO NIeKapCTBEHHbIX NpenapaTtos U
K MHCTPYKLMU MO BETEPUHAPHOMY MPUMEHEHMIO NIEKAPCTBEHHbIX NPEenapaTos.;
(n. 23 BBegeH degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

24) pocynebHoe 3aKkpbiTMe CaMTOB, COAepXalinx MHAOPMAaLMIO O PO3HUYHOW MpofaXe AMCTaHLMOHHbLIM
crnocobom, npeanoxeHne o NpMobpeTeHnn ONCTAHUMOHHBLIM CMOCOOOM, AOCTaBKe AMCTAHLMOHHBIM CMOCOOOM 1
(vnn) nepepave U3NYECKOMY NULYY OUCTAHLMOHHBIM CMOCOOOM NEKapCTBEHHLIX MpenapaToB, HAPKOTUYECKUX
JNIEKapCTBEHHbIX MpenapaTtoB U MNCUXOTPOMHbLIX JIEKAPCTBEHHbLIX MNPEnapaToB, 3a WCKIHOYEHMEM CIydaes,
yCTaHoBMeHHbIX [paBuTtensctBoMm Poccurickon ®epepauyun.

(n. 24 BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)
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MonoxeHua ctatbn 5.1 pacnpoCcTpaHATCA Ha MNOJIHOMOYUA q)ep,epaanblx opraHoB NCMONHNTESNbHON
B1aCcTn, KOTOpblE HE MNMepenaHbl OnA OCyLeCTBI1IeHUA opraHam rocy,qapCTBeHHoﬁ BnacTtun Cy6'beKTOB Poccuiickon
CDep,epau,MM M opraHamMm MecCTHOro camoynpasiieHUA COOTBETCTBYOLWLMNMUA Cbeﬂ,epaﬂbelMVl 3aKOHaMWu.

Cratba 5.1. Mepepava ocyuwlecTBneHMs nonHomouumn deaepanbHbIX OPraHOB MCMOMHUTENbHOM BRacT npu obpatieHun
NeKapCcTBEHHbIX CPeACTB opraHaMm UCMNONHUTEeNbLHOW BnacTu cyosekTtoB Poccuiickon depepauun

(BBegeHa ®egepanbHbiM 3akoHOM OT 13.07.2015 N 233-03)

MonHomouuns deaepanbHbIX OpraHoOB MCMNOMHUTENBHOW BnacTu npy obpalleHun nekapcTBeHHbIX CPeAcTB,
npegycMoTpeHHble HacToswmM degepanbHbIM 3aKOHOM, MOTMYT MnepefaBaTbCsl Afsl OCYLLECTBIIEHMS OpraHam
NCnonHUTenbHon Brnactu cybobektoB Poccuiickon Pepepaumm noctaHoBneHusimu [NpaButensctBa Poccuiickon
depepaumun B nopsagke, yctaHoneHHom denepanbHbiM 3akoHOM oT 6 okTabpsa 1999 roga N 184-03 "O6 06wwux
npyvHUMNax opraHu3auun 3akoHoAaTenbHbIX (MPeacTaBUTENbHbIX) U UCMOMHUTENbHBIX OPraHOB rocyaapCTBEHHOM
BnacTu cydbbektoB Poccuiickon depepaummn”.

Ctatba 6. [MonHoOMouMsi oOpraHoB WCNONHUTeNbHOW BnacTu cyb6bekta Poccuiickon Pegepauuu npu  obpaleHun
JNleKapCTBEHHbIX CPeACTB

K nonHomo4umsamM opraHoB WCMOSHUTENbHOW BnacTtu cyobekta Poccunickon ®epepauun npu obpalleHun
nekapCTBEHHbIX CpeACcTB OTHOCSTCS:

1) paspaboTka ¥ peanu3auusi pervoHasbHbIX NporpaMM obecrneyeHus HacefeHWsi neKkapCTBEeHHbIMU
npenaparamu;

2) ycTaHOBneHWe TnpedenbHblX pa3MepoB ONTOBbIX HagGaBoOK M MpederbHbIX pPasMepoB  PO3HWUYHbLIX
Han0aBoK K haKTUYECKNM OTMYCKHbIM LieHaM, YCTaHOBIIEHHbIM NPOU3BOANTENSIMM JIeKapCTBEHHBIX NpenapaToB, Ha
neKkapcTBEHHble npenaparbl, BKIOYEHHbIE B NepeyeHb XM3HEHHO HEeoBXOOUMbIX U BadKHEWLIMX MeKapCTBEeHHbIX
npenaparos;

3) ocyLecTBneHne pernoHanbHOro rocyaapCTBEHHOIO0 KOHTPOMS 3a NPUMEHEHUEM LieH Ha NEeKapCTBEHHbIE
npenapaTtbl, BKOYEHHbIE B MepeyvYeHb XXU3HEHHO HEOOXOOAUMbBIX U BaXXHEMLIMX JeKapCTBEHHLIX MNpenapaTos,
opraHu3auuMsiMuM OMTOBOW TOPFOBMW, anTEYHbIMW OpraHu3auusaMun, WHAMBMAYaNbHBIMW NPeanpUHUMAaTENAMH,
UMELLUMUN NULIEH3NI0 Ha hapMaLEBTUYECKYIO AeSATENBHOCTb.

(B pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-03)

C 1 anBapsa 2018 roga PepepanbHbiM 3akoHoM OT 29.07.2017 N 242-03 cTtatha 6 AOMOMHAETCA HOBbIM
nyHkTom 4. CM. TekcT B ByayLien pegakumm.

naea 3. TOCYOJAPCTBEHHAA ®APMAKONEA
Cratbs 7. PaspaboTka 1 nsgaHue rocygapcTtBeHHon chapmMakoneu, pa3melleHne AaHHbIX O Hen

1. Tlog rocygapcTBeHHOW dhapmMakoneen MOHUMAETCss CBoA4 oOWwux apmakonewHbIXx cTaten wu
dhapMakonenHbIX cTaTen.

2. PaspaboTka obLimx dapmakonenHblx ctaTen u dapmakonenHblx cTaTtei, B TOM 4ucrie dpapmMakonenHbixX
cTaTen Ha papmakonemHole CTaHAapTHble obOpasupbl, M BKIKOYEHME MX B TOCyAapCTBEHHYK hapMakoneto
OCYLLECTBMAKTCA B MOPSAKe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM dedepanbHbIM OpraHoM MCMOMHUTENBHON
BMacTm.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PaspaboTka chapmakonenHon ctaTtbl Ha pedepeHTHbIV NeKapCTBEHHbIA NpenapaT U BKMOYEHWEe ee B
rocyapCTBeHHy0 dhapMakoneto B TedeHMe cpoka AENCTBUSA 3aLUUTbl UCKITHYUTENBHOMO NpaBa, yA0CTOBEPEHHOIO
NMaTeHTOM Ha pedepeHTHbIN NIEKAPCTBEHHbLIN NpenapaT, OCYLLECTBIIAKTCSA C cornacusi ero paspabdoTtyuka.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. TocypapcTBeHHasa dhapmMakones usgaeTcsa YrnorHOMOYEHHbIM befeparnbHbIM OpraHoM UCMOSTHUTENLHOM
BMacTy 3a cyeT cpeacTB dreaepanbHOro booKeta u NoanNexXuT nepensaaHusiM He pexxe Yem OduH pas3 B MATb NeT,
B Mepuod Mexay KOTOpbIMU M3OaloTCs MPUNOXEHUS K rocygapcTBeHHOW hapmakonee, cogepxalume obuwme
dapmakonemnHole ctatby U (Mnn) apmakonerHble cTaTbW, YTBEPXKAEHHblE Nocne M3fgaHus unu nepensgaHus
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rocygapcTtBeHHOM hapmakonen.

5. YnonHomo4eHHbln dedepanbHbid  OpraH  UCMOMHWUTENbHOW  BRacTM  pa3MellaeT AdaHHble O
rocygapcTtBeHHoW hapmakonee v NpUOXeHWsiX K Hel Ha cBoeM oduumanbHOM cante B cetn "UHTepHeT" B
YCTaHOBMEHHOM MM MOpsiaKe.

Maga 4. TOCYOQAPCTBEHHbIA KOHTPOIb NPU OBPALLEHUMX
JIEKAPCTBEHHbIX CPEACTB

CrtaTbs 8. JlnueHanpoBaHme Npou3BOACTBA JieKapCTBEHHbIX CPeACTB U hapMmaLeBTUYECKON [EeATENbHOCTH

1. JlnueHaupoBaHMe nNpPomM3BOACTBA NEKAPCTBEHHbIX CPeAcTB M dapMaLeBTUYECKON OeATeNbHOCTU
OCYLLECTBMNAETCHA B COOTBETCTBUM C 3aKoHOAaTenbcTBOM Poccuiickon degepaumm.

2. OGsizaTenbHbIM YCNOBUEM MPEAOCTaBNEHUS NULEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHBLIX CpPeacTB
ABMNSIETCA MNPUMOXEHWE K 3asiBMEHU0 coucKaTens IULEH3UU MepeydHsi NnekapCTBeHHbIX opM U (Mnv) BUAOB
hapmaLeBTUHECKMX CYOCTaHLUIA, KOTOPbIE NPOU3BOANTESb NEKAPCTBEHHbIX CPEACTB HAMeEPEH NMPOM3BOAMUT.

3. B cnyvyae HeoGXOAMMOCTM pacLUMPEHUsI MPOU3BOACTBA JI€KAPCTBEHHLIX CPEACTB 3a CYET HOBbIX
niekapcTBEHHbIX (POPM U BUAOB (hapMaLieBTUYECKNX CYBCTaHLMI NPOM3BOANTESb NIEKAPCTBEHHBLIX CPEACTB AOJIKEH
MONy4nTb HOBYIO FIMLIEH3NIO HA NMPOU3BOACTBO NEKAPCTBEHHBLIX CPEACTB.

Cratbf 9. locynapcTBEeHHbIN KOHTPONb (Haa3op) B cchepe obpalleHus ieKapCTBeHHbIX CPeaAcTB
(B pea. PenepanbHoro 3akoHa oT 25.06.2012 N 93-03)

1. FocymapcTBEHHbIN KOHTPOTb (Haa30p) B cdhepe obpalleHns nekapCTBEHHbIX CPeaCcTB BKoYaeT B cebs:

1) TNWUUEH3NOHHbIK KOHTPONlb B cdiepe MNpou3BOACTBa JIeKapCTBEHHbIX CpeacTB M B cdepe
hapMaLeBTMYECKOW AEATENBHOCTY;

2) hegepanbHbIN rocyaapCTBEHHbIV HAA30p B chepe obpalleHns nekapCTBEHHbIX CPEACTB;

3) BbIOOPOYHBIV KOHTPOJSb KayecTBa NeKapCTBEHHbLIX CPeacTB.
(n. 3 BBeaeH deaepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

2. JIMUEH3NOHHbIN KOHTpONb B cdepe NpPoU3BOACTBA MeEKapCTBEHHbIX cpeactB UM B cdepe
dapmMaLeBTUYECKOM DEeATENbHOCTH ocyLlecTBnsieTcs YMOMHOMOYEHHbIMMU deaepanbHbIM opraHom
NCMNONMHUTENBbHOW BNacTu U opraHamMmu UCMOMHUTENBbHOW BnacTn cyobekToB Poccuiickon defepaumm cornacHo mx
KOMNeTeHUun B nopsiake, ycraHoBneHHoM ®deaepanbHbiM 3akoHOM OT 26 aekabps 2008 roga N 294-03 "O 3awmTe
npae OPUOANYECKUX IWL, WU WHAMBMAYANbHbIX MNPeAnpUHUMMATENEen Npu OCYLLECTBIEHUN TOCY4aPCTBEHHOro
KOHTpons (Hags3opa) M MyHMUMMANbHOrO KOHTpons", ¢ y4eToM OCOGEHHOCTEN opraHuM3auuMu u MnpoBeLeHus
NPOBEPOK, YyCTaHOBMNEHHbIX PeaepanbHbiM 3akoHOM OT 4 mada 2011 roga N 99-03 "O nuueH3npoBaHUn oTaeNbHbIX
BMAOB AesiTenibHoCTU".

3. depepanbHbI rocyaapCTBEHHbIN HAaA30p B cdepe obpallieHns NeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCA
YMOMHOMOYEHHbIMWU hefepanbHbIMM OpraHaMu WUCMOMNHUTENbHOW BnacTu (Qanee - opraHbl rocygapcTBEHHOro
Ha3opa) corrnacHo Ux KoMmneTeHUnn B nopsiake, yctaHoBrneHHoM lMpasuTtensctBom Poccuiickon ®epepauuu.

4. depeparnbHbIl rocyaapcTBEHHbIN Haa3op B cdepe obpallleHnst rnekapCTBEHHbIX CPeACcTB BKMOYaeT B
cebs:

1) opraHusaumio 1 nNpoBefeHNe NPoOBEPOK cobntogeHns cydobekTamu obpalleHnsi NekapCTBEHHbIX CPeacTB
YCTaHOBMEHHbIX HacTosAWwnM deaepanbHbIM 3aKOHOM U NPUHATLIMU B COOTBETCTBUM C HAM UHBIMU HOPMaTUBHbLIMU
npaeoBbiMn aktamu Poccunckon depepauumn TpeboBaHUN K OOKNMMHUYECKUM MCCIEOBaHUAM JEKAaPCTBEHHbIX
CpeacTs, KIMHUYECKMM UCCrefoBaHNSM flekapCTBEHHbIX NpenapaToB, XpaHeHu o, NepeBo3ke, BBO3Y B POCCUIACKYHO
depepaumio, OTMYCKy, peanu3auuu JEeKapCTBEHHbIX CPeacTB, MNPUMEHEHUI0 JIEKAPCTBEHHbLIX NpenapaTos,
YHUUYTOXEHUIO NEKapCTBEHHbLIX CPeAcTB, a Takke CObONoageHUs YNoNTHOMOYEHHbIMM OpraHaMy WUCMOJSTHUTENBHON
BnacTu cybbektoB Poccuiickon Pepepaumm METOOUKN YCTAHOBMNEHMS NPeAernbHbIX pa3mMepoB ONTOBLIX HA40aBOK
N npefenbHbiX pasMepoB pPO3HUYHBLIX HaAbaBOK K (PAKTUYECKMM OTMYCKHbIM LEeHaM, YCTaHOBIIEHHbIM
NPON3BOOUTENSAMWN NEKAPCTBEHHbLIX MNpenapaToB, Ha JlekapCTBEHHblE MpenapaTbl, BKOYEHHbIE B MNepeveHb
XU3HEHHO HEOBXOAMMbIX U BaXXHEWLLMX NEeKapCTBEHHbIX NpenapaTtos (aanee - oba3atensHble TpeboBaHus);
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2) opraHuMsauuto 1M MpPOBEAEHWE MPOBEPOK COOTBETCTBMS JIEKAPCTBEHHbLIX CPEeACTB, HaxXoAsWMXcs B
rpaXkgaHckoM 06opoTe, YCTaHOBMEHHbIM TPeboBaHUSM K UX KayecTBY;

3) opraHusauuio 1 npoBeeHe hapMakoHaa3opa;

4) npuvMeHeHve B nopsgke, YCTAHOBMEHHOM 3akoHogaTtenbcTBom Poccunckon depepaumm, Mep no
nMpeceyeHnto BbISBMEHHbIX HapylleHun obssaTtenbHblX TpeboBaHWM U (MNKN) YCTPaHEHWIO MOCReACTBUMA TaKuxX
HapyLleHWn, B TOM YuCrne MPUHATME PeLUeHUs O HaxOoXOEHUW feKapCTBEeHHbIX CpeAcTB B OoOpalleHuu, Bblaady
npeanucaHmin 06 yCTpaHEeHWU BbISIBMIEHHbIX HapyleHWn obsAsaTenbHbix TpeboBaHMM U npuBReYeHne K
OTBETCTBEHHOCTU MUL,, COBEPLUMBLUMX TakNe HapyLUEeHus.

(vacTb 4 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. ®egepanbHbIn rocygapcTBeHHbIN Haa3op B cdepe obpalleHns nekapCTBEeHHbIX CPeACTB OCYyLLeCTBNAeTCH
B nopsigke, yctaHoBrneHHoM depepanbHbiM 3akoHOM OT 26 aekabps 2008 roga N 294-03 "O 3awute npas
lopuanyeckux nuy M UHAMBMAYanNbHbIX NpearnpuHuMaTtenei npu OCyLLEeCTBIEHUM TOCYAapCTBEHHOIO KOHTPOIS
(Hag3opa) M MYHMLMNANbHOrO KOHTpomns", C Yy4eTOM OCODOEHHOCTEWN, YCTaHOBMEHHbIX HAacCTOALWen CTaTbeW.
lMpeaBapuTenbHOe cornacoBaHWe C opraHamu MpPOKypaTypbl CPOKOB MPOBEAEHUs BHEMNaHOBOW MPOBEPKU
cyObekToB obpallleHns NnekapCTBEeHHbIX CPeACTB, a Takke npeaBapuTenbHOe yBeAOMIIEHUE HOPUANYECKUX Nuu,
MHAMBMAYasbHbIX NpeanpuHuMmaTtenen o Havane NpoBeAeHNs 3TOW NpoBepkn He TpebyeTtcs. OpraHbl MPOKypaTypsbl
M3BELLAlTCAd O MNpPOBEAEeHWM BHEMaHOBOW MpoBepkn CyObekToB obpalleHns neKkapCTBEHHbIX CpeacTB
NMOCPEeACTBOM HarnpaBrieHMs COOTBETCTBYIOLUMX JOKYMEHTOB B TeYeHne Tpex paboumx AHen C MOMeHTa OKOHYaHMs
NpoBeAEeHUs yKa3aHHOW BHEMMaHOBOW MPOBEPKN.
(vacTb 5 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. [JomKHOCTHbBIE NuLla opraHa rocy4apCTBEHHOro Haa3opa B nopsake, YCTaHOBNEHHOM 3aKOHO4ATENbCTBOM
Poccuinckon degepaumm, UMELOT Npaeo:

1) nomyyaTb Ha OCHOBaHMM MOTMBMPOBAHHbBIX MWUCbMEHHbIX 3anpocoB OT CyObeKkToB obpalleHus
nekapCTBEHHbIX CPeAcTB, OpraHoB WCMOMHUTENbHOW Bnactn cybwektoB Poccuickon Pegepaumm n opraHos
MECTHOro camoyrnpasneHuns JOKYMeHTbl U MHGOpMaLMIO MO Bonpocam obpalleHns NekapcTBEHHbIX CPeacTs;

2) BecnpenaTCTBEHHO MO NpPeabsABreHUN CNy>KebHOro yAOoCTOBEPEHMS U KONUW npukasa (pacnopsbkeHus )
opraHa rocyfapcTBEHHOro Hag3opa O Ha3HayYeHUU NPOBEPKWU Mocewatb UCNofb3yemble IPUANYECKUMIN Nuuamu,
NHAMBMAYanNbHbIMW NpeanpuHMMaTEnaMu, SBNSIOWMMUCSH CyObekTaMmn obpalleHus nekapCcTBEeHHbIX CpedcTB, npu
OCYLLECTBIEHUN CBOEN AEATENbHOCTU TEPPUTOPUM, 30aHUSA, NMOMELLEHUS U COOPYXEHUS B LEensxX npoBeaeHus
MEepPOrpPUATUIA MO KOHTPOSIO;

3) npoBoauTb OTOOP 06pasUoB IEKapCTBEHHbIX CPEACTB, NpefHas3Ha4YeHHbIX ANnd peanu3aumm wu
peanusyemblx CyObekTamu oGpalleHUsi NeKapCTBEHHbIX CPeacTB, ANs MPOBEPKM WX KadecTBa, MpoOBeAeHUs
nccnegoBaHuiA, UCMbITaHUA B COOTBETCTBMM C NpaBuniamn otéopa o06pasLoB, YCTaHOBMAEHHBIMU YNONTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONHUTENBHON BRacTy;

4) BblAaBaTb CcybbekTam obpalleHns nekapcTBEHHbIX CPeACcTB MpeanucaHusa O npekpalleHuy HapyLleHWn
0b6sa3aTenbHbIX TpeboBaHM M 06 yCTpaHeHUU BbiSIBMEHHbIX HapyLLeHU oba3aTenbHbIX TpeboBaHui;

5) HanpaenAaTb B YNOJIHOMOYEHHble oOpraHbl MaTepualbl, CBA3aHHble C HapylweHUAMU obs3aTenbHbIX
Tpe6OBaHVIIZ, ana peweHna BonpocoB O 3036y>|<,qu|/|M YronoBHbIX Aes no npmnsHakam I'IpeCTyﬂﬂeHMVl.

7. Bbl60p0‘-IHbIIZ KOHTPOJIb Ka4decCTBa J1€KapCTBEHHbIX CpeacTB OCylecTBNAeTCA YNOJIHOMOYEHHbIM
cpe,qepaanblM OopraHom MCNONTHNTENBbHOW BlacTu B YCTaHOBJIEHHOM UM Nnopdaake 1 BKIN4YaeT B cebs:

1) obpaboTky cBegeHui, B 00a3aTenbHOM MOPSiAKE NPEAOCTaBMsieMbIX CyObekTamu obpalleHns
NeKapCTBEHHbIX CPEACTB, O CEpUsiX, NApTUAX NeKapCTBEHHbIX CPEACTB, MOCTYMNAalWnNX B rpaxaaHckuin obopoT B
Poccuinckon degepaumm;

2) oT6op 06pasLoB NeKkapCTBEHHbIX CPeACTB Y CyObEeKTOB obpalleHusl NekapCTBEHHbIX CPeAcTB B Lensax
NMPOBEeAEHUss UCMbITAHUIA Ha WX COOTBETCTBME TPEeBGOBaHUAM HOPMATMBHOM OOKYMEHTALMU WAU HOPMAaTUBHbIX
[IOKYMEHTOB;

3) NpuHATME NO pe3dynbTaTtaM npoBefeHHbIX ncnbITaHUN peweHna o hanbHeunwem rpaxgaHckom 060p0Te
COOTBETCTBYHOLLEro NiekapCTBeHHOIo CpeacTea,;
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4) npuHATME YMNONHOMOYEHHbIM doefeparnbHbiM OpraHOM UCMNONHUTENBHOM BRAacTy peLleHusa O nepesoae
NeKkapCTBEHHOro cpeAcTBa Ha NMOCEPUINHBIN BbIOOPOYHBIA KOHTPOSb KayecTBa NeKkapCTBEHHbIX CPeACcTB B Cry4ae
MOBTOPHOIO BbISIBNEHUS HECOOTBETCTBUSI KAa4yecTBa JIEKAPCTBEHHOIrO cpeacTBa YCTAHOBIEHHbIM TpeboBaHUAM U
(mpu HeobxogmmocTM) O MpoBepke CcyObekTa ObpalleHUs INeKapCTBEHHbIX cpeacTB. Pacxofpl, CBsi3aHHblE C
NpoBEeAEHNEM MOCEPUNHOIO BbIOOPOYHOrO KOHTPOMS KayecTBa JIEeKAPCTBEHHbIX CPEACTB, OMnavMBaroTCs
npousBoguTeNeM FEeKapCTBEHHOTO cpeactBa nvbo JdepxaTenem WM BRagenbUeM  pPerncTpauuoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOroO npenapara.

(vyacTtb 7 BBegeHa ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

naea 5. PA3BPABOTKA, OKITUHNYECKUE UCCNEOOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHNYECKUE UCCJIEQOBAHUA
NEKAPCTBEHHbIX NPENAPATOB AJ1A BETEPMHAPHOIO NPUMEHEHUA

Cratbs 10. Pa3paboTka fiekapCTBeHHbIX CPeaAcTB

1. PagpaboTka nekapcTBEHHbIX CpPeAcTB BKMoyaeT B cebs NOWMCK HOBbLIX (PapMaKomOrMvyeckm akTUBHbIX
BELLEeCTB, nocregyrollee M3ydyeHue KX JeKapCTBEHHbIX CBOWCTB, AOKINMHMYECKWE WUCCrefoBaHus, paspaboTtky
TEXHOMOrMN NPOM3BOACTBA PapMaueBTU4ecknx cybctaHuun, pa3paboTky COCTaBOB M TEXHOMOMMI NPOM3BOACTBA
nekapCTBEHHbIX NpenapaTos.

2. duHaHcoBoe obecneyeHne pa3paboTkmM NekapCTBEHHbIX CPEACTB OCYLLECTBMSIETCH 3a CYET:
1) cpeacTB pegepansHoro GrookeTa;
2) cpencTtB pa3paboTunKOB NEKapCTBEHHbIX CPEACTB;

3) cpencTs npou3BoaUTENEN NEKAPCTBEHHBLIX CPEACTB NPUW BbIMOMIHEHUN HayYHO-UCCNeaoBaTeNbCKMX paboT
Mo 4OroBOpYy Mexay pa3paboTYMKOM NeKapCTBEHHbIX CPeACTB Y NPOU3BOAUTENEM NEKAPCTBEHHbIX CPEACTB;

4) nHbIX He 3anpeLLeHHbIX 3akoHogaTenscTBoM Poccunckon egepaumm NCTOHHMKOB.
3. NpaBa paspaboTunka nekapcTBEHHOro CpeacTBa OXPaHATCH rPaXaaHCKUM 3aKOHOAATENbCTBOM.

CTtaTbs 11. [loKNMHMUYecKoe uccrnepoBaHue NeKapcTBeHHOro cpeacTtea And MeguUUHCKOro npumeHeHus

1. JoknuHuyeckoe nccrnefoBaHne nekapcTBEHHOro cpeacTsa AN MeauLUMHCKOro npuMeHeHUs NpoBOAUTCS
nyTemM NMPUMEHEHUS Hay4YHbIX METOLOB OLEHOK B Lensx Mony4YyeHus gokasartenbctB 6e3onacHOCTW, kadecTtBa u
3 PEKTUBHOCTN NIEKAPCTBEHHOIO CpeacTBa.

2. JoknuHU4eckoe uccneoBaHve nekapcTBEHHOIO CpeacTBa ANs MEeAULMHCKOro NPUMEHEHNsI NPOBOANTCH B
COOTBETCTBMU C MpaBunamMu Haanexauwlen nabopaTopHOW MNpaKkTUKK, YTBEPXAEHHBIMUA  YNONTHOMOYEHHBIM
denepanbHbIM OpraHoM UCMONTHUTENBHOW BNacTu.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. [0na opraHuMsauuMum W NpoBeAEHUs OOKITMHUYECKOrO WCCreAOoBaHUSA JlekapCTBEHHOro cpeacTtBa Aafis
MeOULIMHCKOro NPUMEHEHNS pa3paboTymkm NEeKapCTBEHHbIX cpeacTs MoryT npuBnekaTb
Hay4HO-UccrneaoBaTenbCkne opraHusaumm, obpasoBaTesibHble OpraHusaumy BbiCLIEro obpas3oBaHusl, MMetoLlime
HeobXxoouMy0 MaTepuarnbHO-TEXHUYECKYD 0a3y M KBanuMUUMPOBAHHBIX CMeuuanMcToB B COOTBETCTBYHOLLEWN
obnacTtu nccnegoBaHus.

(B pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

4. [loknMHMYecKoe MccrnefoBaHWe NeKapcTBEHHOTO CpeAcTBa ANsl MeAWULMHCKOTO NpUMEHEHUS! NMPOBOANTCS
Mo yTBEPXKAEHHOMY pa3paboTyMKOM FEeKapCTBEHHOro CpeAcTBa MnaHy C BEAEHWEeM MpOTOKora 3Toro
“CCrefoBaHUst U COCTABMNEHWEM OTYETA, B KOTOPOM coepKaTcsl pedynbTaTbl 3TOr0 UCCeAoBaHWs U 3akioyYeHne
O BO3MOXHOCTU NPOBEAEHUS KIIMHWYECKOTO MCCNedoBaHWA NeKkapCTBeHHOro npenapaTta Ans MeauuUHCKOro
NPUMEHEHNS.

5. MpoBeaeHne npoBepok cobroaeHns npaBun Haanexawen nabopaTopHOM MPaKTUKU U NPaBOBLIX HOPM
MCMONb30BaHUS XMBOTHbLIX MPU MPOBEAEHUN [OKIMHUYECKUX WCCNEAOBaHWUIA FEKapCTBEHHbIX CPeacTB Ans
MeONUMHCKOIro npuMeHeHna ocyuwectBidaeTcda YnoJIHOMOYEHHbIM q)ep,epaanblM opraHom WCMNOMHNTENBHOMN
BMacTu.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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6. Pe3yJ'IbTaTbI AOKIMNMHNYEeCKOro nccnegoBaHna nekapCcrtBeHHOro cpeactea ana MmeguumuHCKoOro npuMeHeHmna
MOryT ObITb npencrasneHbl B yﬂOJ'IHOMO‘-IeHHbIVI cbep,epaanblﬁ OopraH NCMONHNTENBHON BNacTn B yCTaHOBJ1IEHHOM
nopsangke B Lenax FOC}/D,apCTBeHHOVI pernctpauunmn nekapCTtBeHHOro npenaparta.

CratbA 12. [JoknuHM4YecKkoe uccrieAoBaHWE NEKapCTBEHHOro CpeacTBa U KIIMHUYECKOe uccnefoBaHWEe JeKapCTBEHHOro
npenapara gns BeTePUHAPHOrO NPUMEHeHuUs1

1. JoknnHn4yeckoe nccrnegoBaHue NeKapCTBEHHOro cpeacTBa AnAa BeTepuMHapHOro npuMmeHeHna npoBoaANTCA
nyteMm npMmMeHeHuA Hay4dHbiX MeTOOOB OUEHOK B Uenax nonydyeHua OoKa3aTeslbCTB ©e3onacHocTH, KavecTBa U
Sq)d.)eKTI/IBHOCTVI NNIeKapCTBEHHOINo cpeactsa, B TOM 4ucne onpeaeneHna cpoka ero BbiBeAEHUA U3 OpraHn3ima
XWBOTHOrO, B Lenax obecnedeHnss 6e3onacHoCTm npoaykunn >XMBOTHOIFO MNMPOUCXOXOEHUA MNociie nNpuMeHeHuA
COOTBETCTBYHOLLEro JiekapCTBEHHOIo npenaparta.

2.  [OKNMMHWMYEeCKOE WCCNedoBaHWE  JIeKapCTBEHHOTO CPeAcTBa W KIMHWYECKOE — UcCrefoBaHue
NeKkapCTBEHHOro npenaparta Ansi BeTepMHapHOro NMpUMEHEHWsi, uccnenoBaHne BUOSKBMBANEHTHOCTU YKa3aHHOro
NeKapCTBEHHOro npenapata MNpPOBOASATCS B COOTBETCTBMM C MpaBunamMu, YTBEPXAEHHbIMU YMNONTHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOMHUTESBHOM BNacTy.

3.  [HoknuHunyeckoe ncecnenosaHne - nNekapCtBeHHOro  cpencrtea n KNMnHn4yeckoe ncecnenosaHune
NeKapCTBEHHOro npenaparta and BeTepUHAPHOro NnpMMeHeHunA npoBoaATCA NO yTBepXOEeHHOMY pa3pa6OT‘-IVIKOM
NeKapCTBEHHOro cpencrtBa njiaHy C BegeHuMeM NnpoTOKOJI0B 3TUX nccnegoBaHMn M COCTaBfEHMEM OTYETOB, B
KOTOpPbIX coaepXKaTca pe3ynbTaTbl 3TUX nccrnegoBaHun.,

4. Ons opraHun3aumMnm wu npoeeneHna OOKNMMHUYEeCKOro wuccnengoBaHua nekapCTBeHHOro cpeanctea U
KIMTMHNYEeCKOro wuccriegoBsaHnAa JekapCTtBeHHOro npenaparta And BeTepuHapHOro npuMeHeHus pa3pa60le|K
JNIeKapCTBEHHOIO cpencrtea MOXeT npuBIieKkaTb opraHusauum, nMewune He06xop,wmyro
mMaTtepunaliibHO-TEXHNYECKYIO Gasy n KBaJ'II/Id)VILI,VIpOBaHHbIX cneunanncTtos B COOTBeTCTByPOLLI,eIZ obnactu
nccnenoBaHus.

5. KnuHunyeckune nccnegoBaHus JIEKapCTBEHHbIX npenapaTtoB AJ1d BeTEPUHAPHOro npMMeHeHna npoBogAaTcaA
B BETEPUHApPHbIX OpraHn3aunax n B opraHn3aumnax, ocywecTBnAaoWnxX passegeHne, BblpalluBaHne n cogepxxaHume
XMBOTHbIX, B Lienax:

1) yCTaHOBMNEHNSI NEPEHOCUMOCTU NIEKapCTBEHHbIX NPenapaToB 300POBbIMU XXUBOTHbIMMY;

2) nogbopa onTUManbHbIX 4O3MPOBOK NEKapCTBEHHbIX NpenapaToB U Kypca NeYeHust Ha KOHKPETHOW rpynne
XMBOTHbIX C onpeaeneHHbIM 3aboneBaHnemM;

3) yctaHoBneHus 6e3onacHOCTM M 3(PPEKTUBHOCTN NEKApPCTBEHHOro npenapara, npeaHa3HayeHHoro Ang
neyveHusi onpefeneHHbIXx 3aboneBaHWA >XUBOTHLIX, WU 3PEKTUBHOCTM FEeKapCTBEHHOrO npenapaTta Ans
npochunakTMkm 3aboneBaHuii 30POBbIX XXKUBOTHbIX;

4) n3yvyeHuna BO3MOXHOCTEN pacmnpeHnd nokasaHun K NPUMEHEHNIO 3aperncTpmnpoBaHHONo JiekapCTBEHHOIO
npenaparta " BbldBlIEHNA paHee HEN3BECTHbIX NoBOYHbIX AENCTBUN.

6. KnuHuyeckoe uccrniedoBaHMe —fleKapCTBEHHOro npenapata [AOns  BeTEepUHApHOro  NPUMeEHEeHUs
OCYLLECTBNSAETCA 3@ CYET CPEACTB paspaboTyrka nekapcTBeHHOro cpeacTBa.

7. OTyeTbl O pesynbTaTax [OOKMUHUYECKOrO WCCreoBaHUsl NEKapCTBEHHOMO CPEACTBa M KIMHUYECKOro
“CCrnefoBaHUsi NEeKapCTBEHHOro npenaparta Ansi BETEPMHAPHOrO MPUMEHEHUsSI COCTaBMATCA paspaboTYMKOM
NeKapcTBEHHOTO CpeAcTBa C Y4YETOM 3ak/loYeHW opraHusauui, NPUHUMaBLUMX YyyacTue B opraHusauui u
npoBeeHUN 3TUX UCCIe0BaHWiA.

8. KoHTponb 3a npoBedeHVMEM AOKMMHUYECKUX MCCredoBaHWUi NEKapCTBEHHbIX CPEACTB U KIMHUYECKUX
1ccrneaoBaHWin NekapcTBEHHbIX NpenaparTos AMs BETePUMHAPHOro NPUMEHEHUS OCYLLIECTBSAETCA YNONMHOMOYEHHbIM
denepanbHbIM OPraHoM UCMOMHUTENLHOW BMACTK.

nasa 6. OCYLWECTBNEHVE FOCYAAPCTBEHHOW PEFUCTPALIUK
NEKAPCTBEHHbIX MPEMNAPATOB

CtaTbsa 13. FocyaapcTBeHHasi perucTpaums liekapcTBEHHbIX NpenapaTos
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(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B Poccuiickon ®epepaunmn gonyckaroTcsi NpOM3BOACTBO, U3rOTOBMEHME, XpaHEeHWe, nepeBo3ka, BBO3 B
Poccunckyto depepaumio, BbiBO3 M3 Poccunckon Pepepaumn, peknama, OTNYCK, peanusaums, nepepaya,
NPUMEHEHNE, YHUYTOXEHWE JEeKapCTBEHHbIX MNpenapaToB, €CNM OHW 3aperncTpupoBaHbl COOTBETCTBYHOLUM
YMOSTHOMOYEHHbIM hbeaeparnbHbIM OPraHOM UCMOSNHUTENBHON BNACTW.

(vyacTtb 1 B pean. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. [ocynapCTBEHHOW perncTpaumm nognexar:
1) BCe nekapcTBeHHbIe Npenaparthl, BNepBble nognexalime BBoay B obpalleHne B Poccuiickon Pepepaumuy;

2) nekapcTBEHHbIE NpenapaTtbl, 3aperMcTpUpoBaHHbIE paHee, HO NMPOu3BeAeHHbIE B APYrMX JIeKapCTBEHHbIX
¢dopmMax B COOTBETCTBUM C MEpeyYHEM HaMMEHOBAHWA TeKapCTBEHHbIX (OOPM, B HOBOW [J03MPOBKE nNpwu
JOoKa3aTenbCTBE €€ KIMHUYECKON 3HAUYMMOCTU U 3(pPEeKTUBHOCTY;

3) HOBble KOMBUHaLMN 3aperncTpmnpoBaHHbIX paHee NnekapCTBEeHHbIX npenapaTos.

3. TocynapcTBeHHasi perucTpauvsi IekapCTBEHHbIX TpenapaTtoB OCYLIECTBMSETCA MO pesynbTatam
SKCMEepTU3bl NEKAPCTBEHHBLIX CPEACTB, a roCyAapCTBEHHas perncTpaumst opdaHHbIX NlekapCTBEHHbIX NpenapaTos
OCYLLECTBMSIETC MO pe3ynbTaTtaM 3KCMepTusbl JOKYMEHTOB, NPeACcTaBneHHbIX AN onpeaeneHns BO3MOXHOCTU
paccmaTtpvBaTb  JIeKapCTBEHHbIM  npenapat Ans  MeOVMUMHCKOTO  MPUMEHEHWS MpW  OCYLLECTBIIEHWU
rocyqapCTBEHHOM peructpauuuM B KayecTBe OpdhaHHOro JIeKapCTBEHHOrO npenapaTa, M MO pesyrbTaTtam
3KCMEepTU3bl NIEKAPCTBEHHbIX CPEACTB.

4. TocymapcTBeHHas peructpauus rfekapcTBEHHOro npenapaTta OCYLWeCTBNAeTCAd COOTBETCTBYIOLLMM
YMOMHOMOYEHHbIM dheepanbHbIM OPraHoOM MCMOMHUTENBHOW BNAcTh B CPOK, HE MPEBbILLAILWNA CTa LUIECTUOECATH
paboumx gHEN CO OHSA MPUHATMSE COOTBETCTBYIOLLIErO 3asBMeHUs O roOCyAapCTBEHHOW perncTpaumm nekapcTBEHHOro
npenapata. B ykasaHHbIN CpPOK BKMOYaeTCa Bpemsi, Heobxooumoe Ansi NOBTOPHOrO MPOBEAEHUS 3KCNepTusbl
NeKapCTBEHHOro CcpeacTtBa B COOTBETCTBUMM CO cTatben 25 HacTosiwero ®epepanbHoro 3akoHa. Cpok
rocy4apCTBEHHOW perucrTpaumm rnekapcTBEHHOro npenapata UCYUCNSAETCH CO OHA MPUHATUA COOTBETCTBYHOLLUM
YMOMHOMOYEHHbIM  peepanbHbiM  OpraHoM  UCMOMHUTENbHOW BNAcTW COOTBETCTBYIOLLEro 3asiBNEeHWs o
rocy4apCTBEHHOWN perncTpaummn nekapcTBeHHOro npenapata ¢ NpUoXeHNneM HeobXoaMMbIX JOKYMEHTOB MO AEHb
BblJa4yn PerMcTpaLmoHHOro ya0CTOBEPEHUS] NEKapCTBEHHOMO nNpenapaTta. Bpems, Heobxoammoe Ans HanpaeneHus
YNOJSTHOMOYEHHbIM (hefiepanbHbIM OpraHoM MCMOSIHUTENBHOW BMAcTW 3anpoca O NpeacTaBneHun Heobxoanmbix
MaTtepuarnos v npeacTaBneHns 3adaBuTenemM oTBeTa Ha AaHHbIA 3arnpoc B COOTBETCTBUM CO cTaTbamMu 16, 19 n 23
HacTodawero denepanbHOro 3akoHa, He YYMTbIBAETCA MPU MCHUCIIEHMM CpOKa rOCYOapCTBEHHOW perucrpaumm
nekapcTBEHHOro npenapara.

5. [ocynapcTBeHHOW perucTpaumm He nognexar:

1) nekapcTBeHHble MpenapaTbl, M3rOTOBMEHHbIE AaNTEYHbIMW OpraHU3auusiM1, BETEPUHAPHLIMU anTeYHbIMU
opraHusaumsamMu, UHAMBUOYanNbHLIMU NpeanpuHMMaTensiMy, KOTOpble MMEeHT NULEH3NI0 Ha dapmaueBTUYECKYHo
OeaTenbHoCTb, MO peuenTaM Ha fekapCTBeHHble npenapatbl M TpebGoBaHUSIM MeAULMHCKUX OpraHu3auuin,
BETEepMHapPHbIX OpraHn3aLuii;

2) nekapCcTBEHHble npenapatbl, NpuobpeTeHHble du3ndeckMMmn nuuamm 3a npegenamu  Poccuiickon
denepaumun n NnpegHasHadYeHHble A5 IMYHOro UCNOoSb30BaHUs;

3) nekapcTBeHHble NpenapaTbl, BBO3UMble B Poccuiickyto defepauuio Ans okasaHus MeauUmMHCKON NoMoLLy
MO XXW3HEHHbIM MOKa3aHWUAM KOHKPETHOro nauueHTa Ha OCHOBaHWMW paspelleHUsi, BblAAaHHOMO YMONMHOMOYEHHbIM
denepanbHbIM OpraHoM UCMOMHUTENLHOW BMACTHK;

4) nekapcTBeHHble cpefcTBa, BBO3uMMble B Poccuiickyto ®egepaunio Ha OCHOBaHWM  BblAAHHOIO
YNONMHOMOYEHHBLIM (hefiepanbHblM OpPraHOM UCMOSNHUTENbHOW BRAcTW paspelleHust U npefHasHavYeHHble Ans
NpoBeAeHUs1 KIMNMHUYECKUX WCCIEAOBaHWUMA NeKapCTBEHHbIX MpenapaToB U (Mnu) NpoBeOeHUs 3KCNepTu3bl
neKapCTBEHHbIX CPEACTB S5t OCYLLECTBINEHMS] rOCY4apCTBEHHON perncTpaLmm rnekapcTBEHHbIX NpenapaTos;

5) bapmaueBTUYeckme cybcTaHuuu;

6) pa,qvlod)apmaueamqecme NeKapCTBeHHble npenapatbl, W3rotoBJ1IeHHblE HenocpeacTBeHHO B
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MEeANLUNHCKMX opraHm3aumax B nopdadke, YCTaHOBJIEHHOM  YNOJIHOMOYE€HHbIM Cbeﬂ,epaﬂbelM opraHom
NCMNOMHNTENBHON BNAcTu;

7) NnekapcTBEHHbIE NpenapaTbl, NPOM3BOAMMbIE AN 3KCnopTa.
6. He ponyckaeTtca rocygapcTBeHHas perncrpauus:

1) JNIEKapCTBEHHbLIX MpenapartoB, OTIn4arWnxca Opyr ot Apyra KadeCrtBeHHbIM COCTaBOM p,eﬂcnayrom,mx
BelwlecTB, Nog O AMHAKOBbIM TOProBbiM HaMMeEHOBaHNEM;

2) ofdHOro nekapcTBEHHOro npenapaTa, BbIMYCKAEMOro MpOM3BOAUTENEM MNOA PasfNYHBIMU TOProBbIMM
HauMeHOBaHUSIMW U NPEACTaBNEHHOIo Ha rocyAapCTBEHHYHO pernctpaumio B Buge AByx M 6onee nekapcTBeHHbIX
npenapaTos.

7. Mo 3anpocy (B aNeKTpoHHON opMe nnm Ha BymaxHOM HocuTene) cybbekTa obpalleHUss NekapCTBEHHbIX
CPEACTB  COOTBETCTBYHOLUMM  YNOMHOMOYEHHbIM  d)efepanbHbiM  OpraHoM  MCMOMHWUTENbHOW  BIACTH,
OCYLLECTBMSOLWUM FOCYJaPCTBEHHYIO PErMCTPaLMIO NIEKAPCTBEHHbIX NPenapaToB, B YCTAHOBNEHHOM UM MNOpsiake
OCYLLECTBMSIETCS HAy4yHOE KOHCYNbTUPOBAHWE MO BOMPOCaM, CBA3AHHbIM C MPOBEAEHMEM OOKMMHUYECKUX
nccneaoBaHUN, KNMHUYECKUX UCCNeaoBaHMI NeKapCTBEHHbIX NpenapaToB, 3KCNepTM3bl KayecTBa NEKapCTBEHHbIX
cpeacTB, adpeKTUBHOCTN U 6€30NacHOCTU, C OCYLLECTBIIEHUEM FOCYAAPCTBEHHON perncTpauumn fekapcTBEHHbIX
npenapaToB. KOHCYNbTUPOBaHWE OCYLLLECTBNSAETCS C NpuBriedeHeM oegeparnbHbIX FOCY4apCTBEHHBIX O0XETHbIX
yyYpexaeHun, noaBeAOMCTBEHHbIX JaHHOMY dbefepanbHOMY OpraHy UCMOMHUTENBHOW BNAcTU U HE y4acTBYOLLMX B
opraHu3aumm npoBedeHus 3SKCMepTM3bl KavyecTBa JleKapCTBEHHbIX CpPeacTB B LEMAX OCYLECTBMEHUS] WX
rocyapCTBEHHOWN pernctpaumm B COOTBETCTBUM CO cTaTben 16 HacTosAwero degepanbHOro 3akoHa, B BUAE OTBETa
B NMUCbMEHHOW (hopMe YMONTHOMOYEHHOIo hbefepanbHOro opraHa UCMOMHUTENBHOW BRacTu Ha 3anpoc. Pasmep
B3MMaeMOW C 3asiBMTENs NnaTthbl onpegenseTcs B COOTBETCTBMM C 3akoHoaaTenbcTBoM Poccuinckon ®egepaumm ob
opraHusaumm npegocTaBfeHns rocyaapCTBEHHbIX U MyHMUMNanbHbiX ycnyr. VHopmaumss o6 ocyliecTBrneHun
Hay4YHOro KOHCYNbTUPOBAHUA, B TOM 4uCre CTaTbW, 0030pbl, CNpaBoyYHble MaTepuanbsl U uHass MHdopmauusa ob
OCYLLECTBMEHMM HAY4YHOrO KOHCYNbTUPOBaHUS, pasMellaeTca Ha oduumansHOM canTe YNOSTHOMOYEHHOro
denepanbHOro oOpraHa WCMOMHUTENBHOM Bractu B cetu  "VIHTepHeT" ¢ cobniogeHuem  orpaHuveHun,
YCTaAHOBMEHHbIX 3aKOHOAATENbCTBOM O MEPCOHANbHbIX AAHHbLIX, KOMMEPYECKOWN 1 (M) rOCYy4apCTBEHHOW TalHe.

8. NocygapcTBeHHasn perncTpauns nekapCTBEHHbIX NPenapaToB, KOTOpble NpeAHasHaveHbl AN NPUMEHEHMS
B YCITOBMSIX BOEHHbIX AEWCTBU, Ype3BblYalHbIX CUTyaLniA, NPOUNAKTUKMA U NeYeHns 3ab0oneBaHun n NopaxKeHun,
MonyyYeHHbIX B pe3ynbTate BO3OENCTBMA HeONaronpuaTHbIX XMMUYECKUX, OMONOrnMyYecknx, pagvaunoHHbIX
¢akTopoB, u paspaboTaHbl MO 3adaHuio defepasnbHbIX OPraHoB WUCMOMHUTENBbHOW BMAACTW, YNMOMHOMOYEHHbIX B
obnactm o06OpoHbI CTpaHbl M 6e30nacHOCTM rocyaapcTBa, OCYLIECTBMSIETCS B MNOPsiAKe, YCTaHOBIIEHHOM
MpasuTtensctBom Poccuiickon ®eaepaunn.

CtatbA 14. MpUHLMNLI 3KCNEePTU3bl NNEKapCTBEHHbIX CPeACTB
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. 3Kcnemesa NeKapCTBEeHHbIX CpeAcCTB OCHOBbIBaAeTCA Ha NpuHUMNAxX 3akKOHHOCTW, cobntogeHuns npas u
cBobof, 4ernoBeka wu rpaxXgaHmHa, npae opungnyeckoro nuua, He3aBUCUMOCTU JKCnepTa, 0ObEKTMBHOCTH,
BCECTOPOHHOCTU U NOJTHOTDI nccnegoBaHuin, npoBOANMBbIX C UCNOJIb30OBAHMEM COBPEMEHHbIX OOCTUXEHUN HayKn "
TEXHUKN, OTBETCTBEHHOCTU cbe,qepaanoro rocynapCrtBeHHOro OroaxeTHOro yypexgeHma no nposeneHuto
QKCMNEePTU3bI NTEKapCTBEHHbIX CPEeACTB U SKCNEPTOB 3a NnpoBeaeHne n Ka4eCTtBoO 3KCNEPTU3bI.

2. 3KCﬂepTM3a NeKapCTBEHHbIX NMpenapaTtoB And MeguumMHCKOro npuMeHeHn4a BKno4aeT B cebs:

1) 9KCMepTM3y [OOKYMEHTOB, MNPEACTaBlIEHHbIX AN  OnpeaeneHusi BO3MOXHOCTM paccMaTpuBaThb
neKkapcTBEHHbIN NpenapaT Ans MeauLMHCKOro NPUMEHEHUS MPU OCYLLIECTBIIEHUN FOCYAapCTBEHHOW peructpauum B
kayecTBe opdaHHOro NekapcTBEHHOrO Npenapara;

2) OKCMepTM3y MpearioXeHHbIX MEeTOOOB KOHTPOMs KavyecTBa NeKapCTBEHHOro CPeacTBa M KadecTsa
npeacTaBneHHbIX 06pasLoB fleKapCTBEHHOrO CpeacTBa C UCMOMb30BaHWEM 3TUX METOAOB (4anee - aKcnepTvsa
Ka4yecTBa fleKapCTBEHHOrO CPeAcTBa);

3) 9KCMepTM3y OTHOLIEHMSI OXWAaeMoN MoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHWs JeKkapCTBEHHOIo
npenapara.
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3. 3KcnepT|/|3a NNIeKapCTBEHHbIX npenapaTtoB Ald BETepUHapHOro npuMeHeHna BKIo4aeT B cebs 9KCNepTunsy
Ka4yeCTBa J1IeKapCTBEHHOINo cpeacrtBa WM J3KCNepTtudy OTHOLUEHUA OXngaemonm nonb3bl K BO3MOXHOMY PUCKY
NnpMMEHEeHUsA NeKapCTBEHHOro npenapara.

CraTtbs 15. ®epepanbHoe rocyaapcTBeHHoe GloaxeTHOe yupexaeHue No NpoBeAeHUI0 3KCNepPTU3bl NleKapCTBeHHbIX CPeaAcTB

OKkcnepTusa NeKapCTBEHHbIX CpeacTB  MpoBoauTcs  dedepanbHbiM - FOCYAapCTBEHHbIM  BlogKeTHbIM
y4YpexaeHMeM COOTBETCTBYIOLLEIO YMOSIHOMOYEHHOro hedepanbHOro opraHa WCMONHWUTENbHOW  BRacTy,
CO3AaHHbIM Ansi oGecneyeHns UCNOMHEeHNs NOMTHOMOYUIA 3TOro doeaeparibHOro opraHa no Bblhave paspeLleHnii Ha
NpOBEeAEHNE KITMHUYECKMX UCCNEA0BaAHWIA NleKapCTBEHHbIX NpenapaToB v (UnK) No rocyAapCTBEHHOWM perncTpaumm
NeKapCTBEHHbIX NpenapaToB (aanee - 3KkCnepTHoe y4pexaeHue).

CrtaTbs 16. OpFaHMSaLWIH npoBeaeHUs 3KCNepTU3bl JieKapCTBeHHbIX cpeacTs

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. 3Kcr|epT|/|3a NeKapCTBEHHbIX CpeacTB MNMpoBOOUTCA Komuccuen 9QKCNEPTOB 3KCNEepTHOro y4dpexaneHus,
Ha3Ha4YeHHOW ero pykoBoauTenemMm, Ha OCHOBaHUW 3adaHWA Ha npoBeneHue 3SKCNnepTu3bl JeKapCTBEHHOro
cpencrtea, BblaHHOMO YMNOJIHOMOYEHHbLIM (be,qepaanbuvl opraHom WCMONHUTENbHON BracTu. PyKOBOD,I/ITeJ'Ib
QKCNEePTHOro y4ypexaneHua obecneunBaeT Hagnexatlee npoeeaeHne 3KCNnepTu3bl JNeKapCTBEHHbIX CpeacTts B
cooTBeTCTBUM C 3agaHMeMm, BblAaHHbIM YMNOJTHOMOYEHHbLIM (beﬂepaﬂbelM opraHom WCMNOMNHUTENbHON BracTn, u
OopraHudyeT noAroToBky CBOAOHOIO 3aKrk4veHusa aTon komuccun. B coctaB aTOM KOMMUCCUMM MO peweHnto
pyKoBOAUTENA 3KCNEPTHOro y4dpexngeHna moryrt ObITb BKIOYEHbI B Ka4ecTBe JKCnepToB nmua, He pa60Ta+ou.|,V|e B
AOaHHOM 3KCMEepTHOM Yy4pexaeHun, ecnm nx cneunanbHble 3HaHUA HeobxoaMMbl Ans npoBeaeHnA 3KCNepTu3bl U
Takmne 3KCnepTbl OTCYTCTBYHOT B J@HHOM 3KCNEPTHOM y4pexaeHnn.

2. OkcnepToM MO MPOBEOEHUI0 IKCMEePTU3bl NIeKapCTBEHHbIX CPeACTB SBMNAETCA aTTeCTOBaHHbIN paboTHMK
9KCMEpPTHOTO YYPEXAEHUs, KOTOpbI MMeeT BbiCllee MeauumHckoe, dapmaueBTuyeckoe, BGuonormyeckoe,
BETEpMHapHOe WM Xumudeckoe obpasoBaHMe U MPOBOAMT SKCNEpTM3Y NEKapCTBEHHbIX CPEACTB B MNopsgke
NCMOMHEHNs CBOMX AOMKHOCTHbIX 0653aHHOCTEN (danee - aKcnepT).

3. MNpu npoBeneHNn 3KCNEPTU3bl NEKAPCTBEHHbIX CPEACTB 3KCMEPT HE MOXET HaxoOWUTbCs B KaKoW-nmbo
3aBWCMMOCTU OT fMLA, Ha3HAYMBLLEro 3Ty 3KCMepTM3y, pas3paboTyvka neKkapCTBEHHOro CpeacTBa UMM ApYrux
3aMHTEPECOBaHHbIX B pe3ynbTaTax 3KcnepTu3bl nuu,.

4. Mpw npoBeaeHUM IKCNEPTU3bl NTEKAPCTBEHHbLIX CPEACTB He AonycKkaeTcs uctpebosatb y 3assutens nubo
WHbIX IML, MaTepuanbsl, Heobxoaumble [ NPOBEAEHMS 3KCMepTu3bl. B cnyyae HegocTtaToOvHOCTM
NpeacTaBreHHbIX AKCNEPTY MaTepuanoB AMS Aayu 3aKYeHUs 3KCnepT CTaBUT BOMPOC O NMpeacTaBlieHnn emy
HeoOXO4MMbIX MaTepuanoB nNeped PYKOBOAMTENEM 3KCMEPTHOrO y4pexaeHusi, KoTopbin obpawaetcs ¢
COOTBETCTBYHLUMM 3anpocoM B YMOSIHOMOYEHHbIA doedeparnbHbIi opraH WMCMOSNIHUTENbHOW BMacTu, BblOaBLUWA
3afaHMe Ha TMpOBEAEHUE 3IKCMEpPTU3bl JIEKAPCTBEHHOro cpeacTBa. YKasaHHbI  doedepanbHbil - opraH
NCMNOMHUTENBHOW BNAcTu B TeYeHMe NSTU paboyumx AHEN Co OHS NOCTYMMEHUs 3anpoca PyKOBOAUTENS 3KCMEPTHOrO
yyYpexaeHus HanpasnsieT 3asBUTEN 3anpoc O MNPeAcTaBneHMn Heobxoaumbix matepuanoB. [aHHbIA 3anpoc
MOXeT ObITb NepefaH ynosIHOMOYEHHOMY MPEACTaBUTENIO 3asiBUTENS NMYHO MO pacnucKy, HanpaeneH no noyte
3aKasHblM MUCbMOM UIK NepeaaH B 3NEKTPOHHON hopMe No TENEKOMMYHUKALMOHHBIM KaHanam cBssun. B cniyyae
HanpaBIieHNs JAHHOro 3anpoca Mo Mno4yTe 3akasHbiM MUCbMOM OH CUMTAETCS MOJTYYEHHbIM MO UCTEYEHUU LLIECTU
OHen ¢ AaTbl HanpaBfeHWs 3akas3Horo nNMcbma.
(vacTb 4 B pen. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3asBuTens o6s13aH npeacTaBMTb OTBET Ha 3anpoc YMONTHOMOYEHHOro dhefepasnibHOro opraHa
WCMNONMHUTENbHOW BNacTM B CPOK, He MpeBbllLalWMiA OeBsAHOCTa paboyunx OHENW CO OHA €ero nosnyyYeHus.
YNOMHOMOYEHHbIN  (befepanbHbI  OpraH WUCMOMHUTENbHOW BRacTW, BbliAaBWWW 3ajaHWe Ha npoBedeHue
9KCNepTM3bl NEeKapCTBEHHOIO CPeACTBa, B TeYeHMe NATu pabounx gHeN Co AHSA NOCTYMNEeHUs OT 3asiBUTens oTBeTa
Ha [daHHbIN 3anpoc HarnpaenseT Takol OTBET B 3KCMepTHoe yypexaeHwe. B crnyvyae HenpeacrtaBneHus no
NCTeYeHun deBdHOCTa paboumx OHen 3asBUTENeM OTBETa Ha AaHHbIN 3anpoc YNOMHOMOYEHHbIM heaepanbHbIi
opraH VCMOMHUTENbHOW BnacTu, BblAaBLUIMIA 3adaHWe Ha NnpoBedeHVNe SKCMepTu3bl NleKapCTBEHHOro cpeacTea, B
TeyeHne nNaTM pabouvMx OHEW HanpaBnseT B IJKCMEpPTHOE Yy4ypexaeHne YBeAOMMEHUEe O HenpeacTaBeHuu
3asiBUTENEM OTBETa Ha 3anpoc Yyka3aHHOro opraHa. Bpems co OHS HanpaBneHwst 3anpoca 3KCMepTHOro
yupexaeHus B YNONMHOMOYEHHbIW defepanbHbIl opraH UCMOMHUTENBHOW BRacTy 40 AHSA NONYyYeHUst SKCNEePTHbIM
yupexaeHmemM oTBEeTa Ha 3arnpoc Unu yBeJoMMeHUs O HenpeacTaBneHnn OTBeTa Ha 3anpoc He y4YUTbiBaeTCs npu
ncUYNCNeHnn cpoka NpoBedeHNs 3KCNepTU3bl NekapcTBEHHOro cpeacTaa.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)
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5. OkcnepT npyv NPOBEAEHUMU MOPYYEHHOW €My PYKOBOAMTENEM 3KCMEPTHOMO YYPEXAEHUS SKCNepTu3bl
rnekapcTBEHHOro cpeactea 0b6si3aH:

1) npoBeCTN NOJIHOE nccrnegosaHne npeacTtaBlieHHbIX eMy 00BbEKTOB, matepuanoB, Aatb 000CHOBaHHOE "
OObEKTMBHOE 3aKNiYeHne Mo MNOCTaBMEHHbLIM nepea HMM Bonpocam WM MOTMBUPOBAHHOE 3aKrnyeHune o
HEeBO3MOXHOCTU NpoBeaeHnA UM 3KCNePTU3bl NEKAPCTBEHHOIo CpeacTBa, eCrin NnoctaBfieHHbl€ BOMPOCHI BbIXOOAT
3a npepgenbl cneunanbHbIX 3HaHWI JKCMnepTa, 0ObEKTbI McCneagoBaHUn K mMatepuanbl HenpurogHbl WK
HeOoCTaTO4YHbl And npoBeaeHnA nccrnegoBaHUi U fadn 3akroyeHus nmbo COBpeMeHHbIVI YPOBEHb Pa3BUTUA HAYKN
He NO3BOJIAET OTBETUTb Ha NMNOCTAaBJIEHHbIE BOMNPOCHI;

2) He pasrnawaTtb CBedEeHWsl, KOTOpble CTanM €My W3BECTHbl B CBSA3M C MNpPOBEAEHUEM IKCMepTU3bl
NEKapCTBEHHOrO CpeacTBa, a Takke CBeAEHWsl, COCTaBMSLWME TroCyAapCTBEHHYK, KOMMEPYECKYD WU UHYIO
OXpaHAEeMY0 3aKOHOM TaWHy;

3) obecneunTb COXPaAHHOCTb NPeACTaBNeHHbIX OO BLEKTOB UCCNea0BaHMN U MaTepuanos.
6. DkcnepT He Bnpa.e:

1) npoBOAMTb 3KCMEPTU3Y JIEKAPCTBEHHOro cpeacTBa Mo 0OpalleHWilo HEenocpeacTBEHHO K HEMY
opraHusaumi nnm omsndecKknx nuu;

2) camocTtosiTenbHO cobupaTb MaTepuans! AnS NPOBEAEHMS IKCNEePTU3bl NEKapCTBEHHOrO CPEACTBA;
3) NnpoBOAUTL 3KCMEPTU3Y NEKAaPCTBEHHOrO CPeCTBa B KA4YECTBE HErocyaapCTBEHHOIO aKcnepTa.

7. B cnyyae HeobxooumocTu 3KCnepT BrpaBe XOpaTaWcTBOBaTb Nepes PYKOBOAMUTENEM 3KCMEPTHOro
yupexaeHust o NpUBMEYEHNN K MPOBEAEHUIO SKCNEPTU3bI NTEKAPCTBEHHOIO CpeacTBa ApYrMx 3KCNeEPTOB.

8. Kaxnablii akcnepT, BXOASLLMIA B COCTaB KOMUCCUM SKCTIEPTOB, KOTOPOW NMOPYYEHO NMPOBEAEHUE IKCMEPTU3bI
neKapCcTBEHHOrO CPeacTBa, HE3aBUCHMO U CaMOCTOATENbHO MPOBOAMT WCCIELOBaHWS, OLEHMBaEeT pe3ynbTaThl,
NONy4YeHHbIE MM FIMYHO U OPYrMMU 3KCnepTamu, u opMynupyeT BbIBOAbI OTHOCUTENBLHO NOCTaBMNEHHbIX BONPOCOB
B Npegenax CBovx crnewumarnbHbIX 3HaHWA.

9. Pe3ynbTaThl 3KCNEPTU3bl NIEKAPCTBEHHOMO CPeacTBa 0OPMIISIOTCS 3aKIIOYEHNEM KOMUCCUM 3KCNEPTOB.
B 3aknoyeHnM KOMMUCCUM 3KCMEPTOB YKa3blBalOTCSl MepeyYeHb UCCnefoBaHuii, 06beM MPOBEAEHHBIX KaXObIM
9KCMEPTOM WUCCNEAOBaHWUMN, YCTAHOBMNEHHbIE KaXAbIM U3 HUX (DakTbl U CAeNnaHHble B pe3ynbTaTe UCCIeLoBaHUM
BbIBOAbI. OKCMEPT, MHEHNE KOTOPOro He COBMafaeT C pelleHMeM KOMUCCUM 3KCMEepTOB, BMpaBe Bblpa3uTb CBOE
MHEHWE B NMCbMEHHOM hopMe, KOTOpoe NPUOBLLIAETCS K 3aKIMOYEHUIO KOMUCCUN SKCNIEPTOB.

10. JkcnepTol, BXoAdALWME B COCTaB KOMUCCUK, NpeaynpexgalTcs o6 OTBETCTBEHHOCTU B COOTBETCTBUM C
3akoHogartenbcTBoM Poccuiickon ®epepaummn 3a gady 3aknudeHus, cogepkawero HeobOOCHOBaHHbIE UMK
hanbcugrLMpoBaHHbIE BbIBOAbI, O YEM OHW OAKOT MOAMUCKY.

11. OnpepeneHve ypoBHS MpodeccMoHanbLHOW MOArOTOBKM 3KCMEepToB W aTTecTaums UX Ha npaso
npoBedeHUs  9KCMepTU3bl  NIEKapCTBEHHbIX CPEeACTB  OCYLUECTBASKOTCA  3KCNEepTHO-KBanNuUdUKauMOHHbIMN
KomMuccuaMn B nopsagke, YCTaHOBMIEHHOM COOTBETCTBYHOLMM  YMOMIHOMOYEHHbLIM hbefeparnbHbIM - OpraHom
UCMOMHUTENBHON BnacTu. YpoBeHb MpPOMeccMOoHanbHOM MNOArOTOBKU 3KCNEepPTOB MNOAMEXUT nepecMoTpy
YKa3aHHbIMY KOMUCCUSIMU HE pexe YeM OAIMH pa3 B NATb NeT.

12. MNpaBuna npoBeAeHUsA 9KCMEPTU3bl NEKapCTBEHHbIX CPEACTB M OCOBEHHOCTU IKCMepTu3bl OTAENbHbIX
BMOOB JEKapCTBEHHbIX nNpenapatoB (pedepeHTHbIX eKapCTBEHHbIX MNpenapaTtoB, BOCMNPOM3BEAEHHbIX
nekapCTBEHHbIX MnpenapaToB, OMONOrMYecKMX mneKapCTBEHHbIX MpenapaToB, OGuoaHanoroBbix (6MONOAOGHBIX)
nekapcTBeHHbIX npenapaTtoB (bnoaHamnoro), romMeonaTMyecKkUxX JeKapCTBEHHbIX MpPenapaToB, MeKapCTBEHHbIX
pacTuUTenbHbIX MpenapaToB, KOMOMHALWIA NeKapCTBEHHbIX NpenapaToB), OPMbI 3aKMOYEHMIN KOMUCCHUM IKCNEPTOB
yCTaHaBMNMBaKOTCA COOTBETCTBYHOLLUMM YMONTHOMOYEHHbIM hbefepanbHbiM OpraHOM UCTIONHUTENBHOW BriacTu.
(vyacTtb 12 B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Ctatba 17. Mopaya M paccMoTpeHMe 3asiBIEHUS O rOCyAapCTBEHHOW perncrpauMm reKapCTBEHHOro npenapata ans
BeTepUHaAPHOro NpUMeHeHust

(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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1. [Ans rocygapCTBEHHOW peruncTpaummu JeKapCTBEHHOro npenapata Ans BeTepUMHApHOro MpUMEHeEHMs
pa3paboTymk Takoro feKkapCTBEHHOrO Mpenaparta Mnu yrnoriHOMOYEHHOE UM ApYroe pugnyeckoe nuuo (ganee B
HacTosILLeN CcTaTbe - 3asBUTENb) MPeAcTaBnseT B YMONHOMOYEHHbIN dedeparnbHbIii OpraH WCMOMHUTENbHON
BMacTuW, OCYLLECTBMSAIOWMA rOCYOapCTBEHHYIO PerMcTpaumio fekapCTBEHHbIX MpenapatoB AN BETEPUHAPHOro
NMPUMEHEHMS!, B 3NIEKTPOHHON hOpME MMM Ha GYMa)kHOM HOcWTEerne 3asiBrieHne O roCydapCTBEHHOW perncrpaumu
NeKkapCTBEHHOro npenapata Ans BeTepuMHapHOro MPUMEHEHUs, a Takke B MOPSAKe, YCTAHOBIIEHHOM
COOTBETCTBYIOLLMM YNONTHOMOYEHHbIM (befiepanbHbIM OPraHOM MCMONHUTENbHOW BMAacTu, B 3NEKTPOHHOW dhopme
unu Ha BymakHOM HocuTene Heobxoaumble OOKYMEHTbI, U3 KOTOPbIX (hopMUpYyeTCHa perncTpaumoHHoe A0Cke Ha
neKkapcTBEHHbIV Npenapat Ansi BeTEPUHAPHOro NPUMEHEHMS.

2. B 3asBneHunm o rocynapCTBEHHOW perncrTpauuu JekapCTBEHHOro npenapaTta Ansi BeTEPUHApHOro
NMPMMEHEHUS YKa3blBaTCS:

1) HaMmeHoBaHWe 1 agpec 3asBUTEnNs, pa3paboTynMka 1 NpPou3BOAUTENS NEKApPCTBEHHOro npenapara Ansi
BETEPUHAPHOrO NMPUMEHEHNsT U agpeC MecTa OCYLLEeCTBNEHUs NPOM3BOACTBA NEeKapCTBEHHOro npenapara ans
BETEPUHAPHOro NpMMeHeHUs (B criydae Hanmyus HECKOIbKMX YYaCTHUKOB npoLuecca npousBoacTBa Heobxoammo
yKasaTb KaXKgoro u3 Hux);

2) HaMMeHOBaHWEe neKapCTBEHHOro mnpenapaTa [Afs BEeTEepPUHapHOro MpuUMeHeHust (MexayHapogHoe
HenaTeHTOBaHHOE, UMW FPYNNUPOBOYHOE, UMM XMMUYECKOE U TOPrOBOE HaUMEHOBaHWS);

3) nepeyeHb ﬂeVICTByIOUJ,VIX M BCnomorartesibHbIX BeWweCcTB, BXOOALWNX B COCTaB JIeKapCTBEHHOIo npenapara
Ona BeTepuHapHOro npuMeHeHus, ¢ ykasaHnem Konm4vecTBa KaXKgoro n3 HuX;

4) nexapcTBeHHas dopma, 403MPOBKa, CNocobbl BBEAEHMS U NMPUMEHEHWS, CPOK FOAHOCTU fNeKapCTBEHHOMO
npenapaTa Ans BeTepUHapHOro NPUMEHEHNS;

5) bapmakoTepaneBTUYECKas rpynna;

6) HeobXoAMMOCTb MPUMMEHEHNSI YCKOPEHHOW Npoueaypbl 3KCMEepTM3bl NIEKAPCTBEHHbIX CPEACTB B LENsX
rocy4apcTBEHHOW pernctpauum nekapcTBEHHOro nNpenapara;

7) KOMun OOKYMEHTOB, NoATBEpPXXAakWuX ynnarty FOCYﬂapCTBeHHOﬂ NOLWJTNHbI

a) 3a npoBeeHne 3KCnepTu3bl KavyecTBa NekapCTBEeHHOro cpencrtbBa M 3KCNepTu3bl OTHOLLEHUA oXugaemon
MNOJib3bl K BO3MOXHOMY PUCKY NPpUMEHEeHUA NeKapCTBEHHOro npenapara and BeTepnHapHOro npuMeHeHund npu ero
rOCYﬂapCTBeHHOVI pernctpaunu;

6) 3a Bblaa4vy perncTpaumoHHOro yoqoctoBepeHua nekapCcrtBeHHOro npenapara;

8) Hanuume cornacus, NPeaycMOTPEHHOrO YacTblo 7 HACcTosILLen CTaTbM, €CNM C MOMEHTa perucrpaumm
pecdepeHTHOro fIekapCcTBEHHOIO NpenapaTa A1 BETEPMHAPHOro NPUMEHEHUs MPOoLLIO MEHee YeM LUECTb JeT.
(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

3. PervcTtpauvoHHoe [ocbe B LENsX 3SKCNepTW3bl IEeKapCTBEHHOrO npenapata [Afsi BeTepuHapHOro
NpUMeHeHWs1 OPMUPYETCH U3 CrEYIOWMX JOKYMEHTOB:

1) KONMsi OOKYMEHTA Ha PYCCKOM SA3blKe, BblAAaHHOMO KOMMETEHTHbIM OpPraHoOM CTpaHbl NPOU3BOAUTENS ANS
Ka)XgoW NpOW3BOACTBEHHOW NIOLWAAKN PErnCTPMPYeMOro JekapCTBEHHOro npenapata AN BeTepuHapHOro
NpMMEHeHWs (B TOM Yucre ns npoussogutens dapMaleBTUYECKON cyOCTaHUMmM), 3aBEPEHHOTO B YCTAHOBTEHHOM
nopsiike n NoATBEPXAaloLero COOTBETCTBME NPOM3BOAUTENS PErMCTPUMPYEMOrO NIEKapCTBEHHOrO npenapaTa ans
BETEPUHAPHOIO NpUMEHeHNs1 TpeboBaHMAM NpaBuIT Hagnexalen MpouM3BOACTBEHHOW MPaKTUKKA, NMOO Konus
NNLEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB AN BETEPUHAPHOrO MPUMEHEHUS ANsi POCCUMIACKUX
npounssoauTenen;

2) KOMWs1 3aKMYEHUsT O COOTBETCTBUMM MPOM3BOOUTENS NEKAapCTBEHHOrO npenaparta s BETePUHAPHOro
npuMeHeHus1 TpeboBaHWsAM NpaBui Hagnexaiwlen npousBOACTBEHHOW MPAaKTWMKW, BbIGAHHOTO YMONTHOMOYEHHbLIM
dhenepanbHbIM OpraHoM WCMOMHUTENLHOW BRAcTU ANsl KaX4oW NPOWM3BOACTBEHHOW NIOLWAAKU PErncTpMpyemMoro
NEeKapCTBEHHOro npenapaTta [fAfsi BETEpPUHApPHOro MnpuMMeHeHuss (B TOM 4ucre Onsg  npou3BOAUTENS
dapmaueBTnyeckon cybctaHumm), nMbo KomuMst NULEH3MM Ha MNPOU3BOLCTBO JIE€KAPCTBEHHBIX CPEeacTB NS
BETEPMHAPHOIO MPUMEHEHNS ANsi POCCUNCKMUX NPOU3BOANTENEN;
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3) NpoeKT HOPMAaTMBHOrO AOKYMEHTA Ha NeKapCTBEHHbIN NpenapaT AN BETEPUHAPHOro NPUMEHEHNS;

4) [OOKYMEHT, coaepxawun cnegylowyr wuHbopMaumio o0 dapmaueBTUYecKon cybcTaHuum  unm
dapmMaLeBTUYECKUX CYDOCTaHUMAX, BXOASALWMX B COCTaB IleKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NPUMEHEHMS:

a) HaMMmeHoBaHue hbapmMaLeBTUYECKON cybCcTaHuuK, ee CTpPyKTypa, obLLme CBONCTRA;

6) HanMmeHoBaHME U agpec Npon3BOoANTENA;

B) TexXHomnorma npounsBoacTtea C onncaHnem cragun npon3BoacTBa U METOOOB KOHTPOJIA Ha BCEX CTaanAX
Npon3BOACTBa,

r) nHcbopmaLmsi 0 NPUMECSIX;

A) cneundmkaums Ha dhapmaLeBTUYecKyo Cy6CcTaHLUuIo;

€) onuncaHve MeToaMK KOHTPOMSA KavecTsa;

X) pesynbTaTbl aHanu3a cepuit hapmaLeBTUYEeCKon CyGCTaHUMU;

3) nepedvyeHb CTaHOAPTHbIX 06pa3u,oa mnnn BelwecTB, UCNOJNb3yeMblX MNpuU OCyWeCTBeHUN KOHTPOIA
Ka4vecTBa,

1) onucaHne xapakTePUCTUK N CBOWCTB YMaKOBOYHbIX MaTEPUArioB N YKYNOPOYHbLIX CPEACTB;
K) faHHble 0 cTabunbHOCTY;
1) CPOK roAHOCTM, YCIOBUS XPaHEHUS;

5) OTHET O pe3dylibTatax AOKIMMHUYECKOro muccrnenoBaHnda JnekapCTtBeHHOro cpeacrtBa AanAdA BeTepuHapHOro
NPUMEHEHNA;

6) oTyeT O pesynbTaTax KIMHWUYECKOro WUCCrefoBaHUs NeKapCTBEHHOro npenaparta Ans BeTepUHApHOro
NMPUMEHEHMS Y KaXXOOro BUAA XKMBOTHBIX, YKa3aHHbIX B UHCTPYKLUN NO BETEPUHAPHOMY MPUMEHEHMIO;

7) MNPOEKT MHCTPYKUMM MO BETepUHApHOMY MPUMEHEHWUI0 NeKapCTBEHHOro npenaparta, coaepxallei
crepyloLime ceefeHus:

a) HanMmeHoBaHMe JeKapCTBEeHHOro npenapata Aand BeTepuHapHOro npuMeHeHusa (Mem.quapouHoe
HenaTeHToBaHHOE, U rpynnnupoBOYHOE, UITM XUMUYECKOEe N TOProsoe HaI/IMeHOBaHVIﬂ);

0) nekapcTBeHHas popma C ykazaHMEM HauMeHOBaHWIA U KONMYECTBEHHOMO COCTaBa AeNCTBYIOLWMX BELLECTB
N Ka4eCTBEHHOro COCTaBa BCMOMOraTebHbIX BELLECTB;

B) onmncaHue BHelHero suaga rnekapcrtBeHHOro npenaparta anda BeTepnuHapHOro npMMeHeHu4;

r) chapmakoTepaneBTMYeCkas rpynna fiekapCTBEHHOro npenaparta Ans BeTEPUHAPHOro MPUMEHEHUS UIn
yKasaHue "romeonaTnyeckuin nekapcTBeHHbIN npenapat”;

A) dapmakogMHamMuka W apMakoOKMHETUKA (3a WCKIoYeHneM hapMakoOKMHETUKM FOMEeOoNnaTU4ecKmx
neKkapCcTBEHHbIX NpenapaToB 1 PaCTUTENbHbLIX NEKAPCTBEHHBLIX NpenapaToB) UMW ONMcaHne UMMYHOBUONMOrMYECKUX
CBOWCTB NeKkapCTBEHHOrO Npenapara;

€) NokasaHusl 4nsl NMPUMEHEHNS;
) NPOTMBOMOKAa3aHUs NSt NPUMEHEHWS;
3) Mepbl NPEAOCTOPOXKHOCTM MPU NMPUMEHEHUMU;

1) ykasaHue BO3MOXHOCTU U OCOBEHHOCTEN NPUMEHEHUST Y BEPEMEHHbIX KMBOTHBIX, Y XXMBOTHbLIX B Nepuon
naktauuu, y noTOMCTBA >XUBOTHBIX;
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K) pexum [o3vpoBaHusl, crnoco® BBeAEHUS W MNPUMEHEHWs, Npu HeobXxoouMMOCTU Bpemsi npuema
riekapCTBEHHOro npenapara Ans BeTEPUHAPHOrO NPUMEHEHUS!, MPOAOIPKUTENBHOCTb NEYEHNUs;

n) BO3MOXHble MOBOYHbIE [OENCTBUS, HeEXenaTenbHble peakuMn npu MNPUMEHEHUU JEKaPCTBEHHOMO
npenapaTa Ansi BETEPUHAPHOro NPUMEHEHNS;

M) CUMMTOMbI NMEePeao3NPOBKNA, MePbI MO OKasaHWIo MOMOLLM NPV NeEPeo3NPOBKE;
H) B3auMoAencTBNe C APYIMMU NTeKapCTBEHHLIMU NpenapaTamMu 1 (Unn) KopMamu;
0) bopMbl BbIMycKa riekapcTBEHHOrO npenapaTta Ans BeTePUHapHOro NpMMeEHeHus;

n) ykasaHwe (Npu HeobxogumocTn) ocobeHHOCTeW AeNCTBUMA NEeKapCTBEHHOro npenapaTta Ans
BETEPUHAPHOIO NPMMEHEHNS NPY NEPBOM NpUEME UNu Npu ero OTMeHe;

p) onucaHue (Npu HEOOXOAMMOCTUN) OEWCTBUI BETEPMHAPHOIO Bpada (BeTepuHapHoro dpenballepa), MHOro
cneumanucTta B 06nactu BeTepuHapum, BnagernbLa }XMBOTHOMO NpU Nponycke npuema oAHOM Ui HECKONbKUX 403
nekapCcTBEHHOro npenapaTta Ansi BETePUHapHOro NpUMeEHEHNS;

C) CPOK rogHOCTU W yKa3aHue Ha 3anpet npuMMeHeHua nekapCTBeHHOro rnpenaparta and BeTepuHapHOro
NnPpUMEHEeHNA No NCTEeYEeHUN CPpOKa roaHOCTU;

T) YCNOBUS XpaHEHWS;

y) ykaszaHue Ha HeobXoAMMOCTb XpaHEHUsI NEKAPCTBEHHOrO npenapara A5 BeTepMHapHOro NpUMeHeHUs B
MecTax, HeJOCTYMHbIX AN AeTeln;

&) vykasaHue (NpM HEOGXOAMMOCTW) creumanbHblX Mep NPeaoCTOPOXKHOCTU  MPU  YHUYTOXEHUU
HEeNCNOMb30BaHHbIX NEeKapCTBEHHbIX NPenapaTtos AN BETEPUHAPHOIO NPUMEHEHNS;

X) CPOKM BO3MOXHOIO MUCNoJib30BaHUA NPOoAYKLUMN XXUBOTHOIO NPOUCXOXOEHUA MNMOocne BBeAEeHUA XMBOTHOMY
NeKapCTBEHHOrIO npenaparta ana BeTepnHapHoro npuMmeHeHu4;

L) yCnoBus OTMnycka;

4) HAMMEHOBaHWSA 1 agpeca NPON3BOACTBEHHbIX MIOLLAA0K MPOU3BOAUTENS NeKapCTBEHHOro npenapara ans
BETEPUHAPHOTO NPUMEHEHUS;

W) HauMMeHoBaHMEe, agpec  OopraHuM3auMu,  YNONHOMOYEHHOW  AepXkaTenem  unu  BRagenbLem
permcTpaLmMoHHOro yaoCcTOBEepPeHWs NIEKapCTBEHHOIO nNpenapaTa Ha NPUHSATME NpeTeH3un oT noTpebuTtens;

8) MpoeKkTbl MaKkeTOB NEPBWYHON YMNAKOBKA W BTOPWMYHOW YMaKOBKM FeKapCTBEHHOro npenapata Ans
BETEPUHAPHOIO NPUMEHEHWS;

9) cneayoLmne cBefeHNs O NIeKapCTBEHHOM Npenapare A58 BETEPMHAPHOIO NMPUMEHEHUS:

a) onMcaHue 1 CoCcTaB NIeKapCTBEHHOMO Npenaparta 4J19 BETEPUHAPHOTro NPUMEHEHNS;

©0) onucaHne dapMaLeBTMYECKON pa3paboTku;

B) onucaHue npoLecca NpoM3BOACTBA U Er0 KOHTPOJS;

r) onucaHne KOHTPOIS KPUTUYECKMX CTAAUI NMPOU3BOACTBA U MPOMEXYTOYHOW NPOAYKLMMK;

4) HaMMEHOBaHUA 1 agpeca pa3paboTyuvka, AepXxaTens unu Bnagenbua perncTpauuoHHOro yaoCTOBEPEHUS
NEeKapCTBEHHOro npenapaTa, NPOW3BOACTBEHHbIX MIOWAA0K MPOWM3BOAMTENS JIEKapCTBEHHOrO npenapaTta Ans
BETEPMHAPHOIO MPUMEHEHUS;

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

e) d)apmau,eBTquCKaﬂ COBMECTUMOCTb;

X) MUKPOBUONOrMYeckme XxapakTepuCcTmKu;
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3) maTepuanbHbI 6anaHc Ans NpoM3BoACTBa Cepum roTOBOrO MPOAYKTA;
1) onucaHne xapakTepucTMK U CBONCTB YNaKOBOYHbLIX MaTepurarnos U YKyNOpPOYHbIX CPeaCTB;
K) OOKYMeHTanbHoe nogTreepxaeHve (Banngaums) npoLeccos n (MNn) UX OLEHKa;

n) TpeboBaHuA K KayecTBy BCMOMOraTenbHbIX BelwecTB (cepTudumkat, cneumndukaumnsa Ha BCnoMoraTernbHble
BeLlecTBa n nx obocHoBaHue);

M) aHannMTnyeckne MeToauKkun, UCnosib3yemMble npu OCYLEeCTBIIEHUN KOHTPOJIA KadeCTBa BCMOMOraTelibHbIX
BELLEeCTB;

H) [OKYMEeHTanbHOe MOATBEPXKAEHME (Banuiauusi) aHanmuTUYeCcKMX METOOMK, MWCNoNb3yemblX Mpu
OCYLLECTBINEHUN KOHTPOIISA Ka4ecTBa BCrOMOraTernbHbIX BELLECTB;

0) WHgopmaumss 06 UCrnonb3oBaHWM  BCMOMOraTefNbHbLIX BELLECTB  YENOBEYECKOTO U >KMBOTHOMO
NMPOUCXOXKAEHWS;

n) nidpopmauus 06 NCNonNb30BaHMM HOBLIX BCMOMOraTerbHbIX BELLECTB;

p) TpeboBaHNs K KavecTBY NlekapCTBEHHOro npenaparta Ans BeTepuMHApHOro MpuMeHeHus (cepTudmkar,
cneundukaLmsa Ha NekapcTBEHHbIN NpenapaT n ux 060CHOBaHMeE);

C) aHannTnyeckne MeToOuKkn, UCMNosib3dyeMble MNMpu OCyLWEeCTBIEeHUN KOHTPOIA KadecTBa IeKapCTBEHHOro
npenapara gna sBetTepnHapHoOro npuMeHeHua,

T) AOOKyMeHTaribHoe noareepxXxaneHue (Banmp,au,m) aHannTn4ecknx MeToguK, WCnoJib3yembiX MNpn
OCYLUECTBJIEHUN KOHTPONIA Ka4eCTBa JIeKapCTBEHHOro npenaparta Aana BeTepnHapHOro npuMeHeHn4;

y) AOKYMEHT, NOATBEPXAAKLWMIA Ka4yeCTBO IeKapCTBEHHOrO npenapata TpeX MPOMbILNEHHbIX Cepuii
(npoTokon aHanu3a unu cepTUdMKaT aHanusa), ofHa cepusi KOTOPOro [OoSkKHa coBnagatb C cepuel obpasua
neKkapcTBEHHOro npenapaTta, NoAaHHOro Ha perucTpawmio;

&) XxapakTepucTuka npumecen;

X) nepeyeHb CTaHAApPTHbIX 00pa3uoB, MCNOMb3yeMbIX MpU  OCYLLECTBIIEHUM KOHTPOMNS KayecTsa
neKkapcTBEHHOro npenapaTta A5l BETEPUHAPHOro NPUMEHEHUS;

Ll,) AaHHble 0 CTabUNbHOCTH JIeKapCTBEHHOIO npenaparta ana BeTepunHapHOro npuMeHeHu4;

10) konusa OOKyMeHTa, coaepXalliero MHgopmMauuio O Hanuyum unm o6 OTCyTCTBUM (DAKTOB perucTpaumm
rniekapCTBEHHOro npenapara Ans BeTepuHapHOro npumeHeHus 3a npegenamu Poccuiickon ®egepaumu;

11) cornacue B nMCbMeHHOW dopme, MpefyCMOTPEeHHOe YacTblo 7 HacToswen cTaTbu, B chnydae
permcTpaumm BOCNpon3BedeHHOro nekapCTBEHHOMo Npenapara;
(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) Konus OOKYMEHTa Ha PYCCKOM fi3blke, 3aBEPEHHOro B YCTAHOBIIEHHOM Mopsiake M MOATBEPXAatoLLero
NPaBOMOYHOCTb 3asiBIEHNsI O rOCYyAapCTBEHHOW perucTpauum rekapcTBEHHOro npenaparta Ans BeTepuHapHOro
NpUMeEHeHUs (0OBEPEHHOCTD).

4. MNpwv NpoBeAEHUN YCKOPEHHOWN Mpoueaypbl 3KCNepTu3bl JIEKaPCTBEHHOMO npenaparta Ans BETepUMHaAPHOro
MPYMEHEHMs B LiENsIX ero rocyaapCTBEHHON perncTpaumn MOXeT NpeAcTaBnsaTbesl MHopMaLms, NonyyYeHHas npu
NPOBEeAEHUN KMUHUYECKUX UCCNELOBAHMIN NeKapCTBEHHOro npenapaTa u onybnunkoBaHHasi B CneLuannampoBaHHbIX
nevaTHbIX M3[aHWsIX, @ TakkKe [OOKYMEHTbl, COoAepxaline pesynbTaTbl WUCCrefoBaHWs OGUO3KBMBANEHTHOCTU
nekapcTBEHHOro npenapaTta Ansi BETEPUHAPHOrO NPUMEHEHUSI.

5. Ha akcnepTusy pasnuyHbIX NekapcTBEHHbIX (hOPM OOHOIMO W TOrO Xe JfieKapCTBEHHOro npenapara ans
BETEPUHAPHOro MNpYMEHEHUs 3asBUTENb NpeacTaBnsaeT OTAeNbHble 3asBNEHUs U PerucTpauuoHHble JOoCbe Ha
Kaxayto rekapcTBeHHyo copmy. Npu ycrnoBun ogHOBPEMEHHOW MoJayvuM Ha 3KCNepTu3y OAHOW NeKkapCTBEHHOM
hopMbl C pasnMYHbIMK OO3NPOBKOMW, KOHLEHTpauuen, obbeMom 3asBuTenb NpeacTaBnseT OOHO 3asBneHue u
perncTpaumMoHHoe [OoCbe C MPUIMOXEHMEeM MakeTOB YNakOBOK Ha KaXAylo [03UMPOBKY, KaXOylo KOHLIEHTpauuio,
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Kakgbli 06BbeM U Kakgoe KonMyecTBO 403 B ynakoBKe.

6. 3asBuTenb BNpase NpeacTaBuTb NO COOCTBEHHON MHMLMATBE BMECTE C 3asBMEHNeM O roCyAapCTBEHHOM
permctpaumMm nekapcTBEHHOro mnpenapata Afs BeTEePUHAPHOro MNPUMEHEHUs OOKYMEHTbl, MOATBepxAaoLme
ynnaTy rocygapCTBEHHOW MOLWSMHbI M YKa3aHHble B MyHKTe 7 4acTu 2 HacToswew cratbun. B cnyvae wux
HenpeacTaBneHns COOTBETCTBYIOLWMA  YMOMHOMOYEHHbIM  hedeparnbHbli  OpraH  MCMOMHUTENbHOW  BnacTu
npoBepsieT hakT ynnaTbl 3asBMTENeM rocygapCTBEHHON NOLNNHBLI NOCPEACTBOM UCMNOMb30BaHMA MHdopMaLummn ob
ynnaTe rocygapCTBEHHOM MOLWMMWHbLI, codepxalencs B [ocyaapCTBEHHOW WHMOPMAUMOHHOW CcucTemMe O
rocy4apCTBEHHbIX U MyHMLMNAMNbHbIX NraTexax, Ha OCHOBaHUWN NpeAcTaBreHHbIX 3asBUTENEM KONUA JOKYMEHTOB,
noATBEPXKAAIOLWMNX yNnaTy rocy4apCTBEHHON NOLMNHbI.

7. He pgonyckaeTcs ncnonb3oBaHMe B KOMMEPYECKUX Lensax UHopmaumm o pesynbTaTax AOKIMHUYECKNX
UCCNeaoBaHUN NEeKapCTBEHHbIX CPeACTB M KIUMHWYECKUX WCCNeaOoBaHMM NeKapCTBEHHbIX MpenapaTtoB Ans
BETEPUHAPHOIro NPUMEHEeHNs, NpeacTaBneHHON 3asaBuTenemM Ans rocyaapCTBEHHOW perncTpaunm nekapctBeHHbIX
npenapatoB, 6e3 ero cornacusa B TeYeHMe LUeCTUM NeT ¢ AaTbl rocyaapCTBEHHOW peructpauun pedepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon ®egepauuu.

Ctatba 18. Mopaya wu paccMoTpeHue 3asiBlieHus o rocyp.apCTBeHHoﬁ perncTpauumn rnekKkapcTBeHHOro npenaparta Ansa
MeaAULUHCKOro npumMmeHeHus

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ona rocygapCTBEHHON perncTpauun nekapcTBEHHOro npenapata Ans MeAWMUMHCKOro NpUMeHeHUs
lopuandeckoe nNuUo, AencTsylollee B COBCTBEHHbIX MHTEpPecax UMM YNoNHOMOYEHHOE MPeacTaBnATb UHTEpPeChl
APpYroro puanyeckoro nuua u 3asBrsiollee NeKkapCTBEHHbIN npenapat Ha rocyAapCTBEHHYIO PerncTpauuio
(banee B HacToAwWweW cTaTbe - 3asBWUTENb), MpeacTaBnsieT B YMNOMHOMOYEHHbIN denepanbHbIi  opraH
NCMOMHUTENbHOW BriacTW, OCYLLECTBASALWNA roCcygapCTBEHHYI0 perncTpaumio nekapCTBEHHbIX npenapaToB Ans
MEeOMLMHCKOTO MPUMEHEHMWS, B 3NEKTPOHHON hOopMe M Ha ByMadkHOM HocuTerne 3asiBfieHMe O rocygapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapata Ans MeAMUUHCKOro NPUMEHEHWs, a Takke B Nnopsake, yCTaHOBIEHHOM
YNOSIHOMOYEHHbIM dheaeparnbHbiM OpraHOM WCMNOMHUTENbHOW BriacTW, B 3MEKTPOHHOM dopMe M Ha BymaxkHom
HocuTene HeobxoauMmble AOKYMEHTbl, M3 KOTOpbIX (DOPMUPYETCH PerncTpaumoHHOe AO0Cbe Ha fleKapCTBEHHbIN
npenapart Ans MeaunLMHCKOro NPUMEHEHWS.

(4yacTtb 1 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. B 3aaBneHun o FOC)/D,apCTBeHHOVI perncTtpaunmn JnekapCTtBeHHOro npenapara ana mMeanunHcKoro
NPpUMEHEeHNA YyKa3blBaOTCA:

1) HanMeHoBaHuWe N agpec 3adaBUTENA U NpoU3BOAUTENA NEKapCTBEHHOro npenaparta aAnda MmeguumnHCKoro
NMPUMEHEHMSI U agpec MecTa OCYLUECTBMEHUST ero Npou3BOACTBA (B Clyvyae Hanuuusi HECKONbKUX YYaCTHUKOB
npouecca NpousBoAcTBa HEOOXOAMMO yKa3aTb Kak4oro y4acTHWKa B COOTBETCTBUM C OCYLLUECTBNSEMOMN CTaguen
Npov3BOACTBA);

2) HaMMeHOBaHWe neKapCTBEHHOro npenapata Ans MeaWLUMHCKOTO MNpUMEHeHWs (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW rPYNMUPOBOYHOE, UMM XMMUYECKOE N TOPrOBOE HAMMEHOBaHWUS);

3) nepeyeHb p,eﬁcmyrou.mx N BCnomMmoratesibHbIX BeWeCTB, BXOOALWKMX B COCTaB JIEKapCTBEHHOIo npenapara
ona MmeauumHCKOro npuMeHeHu4d, ¢ yka3aHuem Konm4yectBa KaXXgoro U3 HUX;

4) nekapcTBeHHas doopma, A03UPOBKa, crocobbl BBEAEHMS U NMPUMEHEHWS, CPOK FOAHOCTU fIEKAapCTBEHHOMO
npenapaTa Ans MeauunHCKOro NpUMeHeHUs;

5) dapmakoTepaneBTMYECKan rpynna, KO4 aHaToOMO-TepaneBTUYECKO-XMMUYECKON — Kraccudukauum,
pekoMmeHaoBaHHOW BcemupHoW opraHusaumein 3apaBoOXpaHeHWs, 3asiBnsiemMble MoKasaHus Ans NpUMeHeHUst
nekapcTBEHHOro npenapara Anst MeAuLMHCKOro NPUMEHEeHNs;

6) oTcyTCcTBME HEeOoGXOAMMOCTM MPEedoCTaBMeHMss OTYeTa O peaynbTaTtax KIUHUYECKOro WCCreaoBaHus,
nccnenoBaHWs  GUOSKBMBANEHTHOCTM JIeKapCTBEHHOro npenapaTa, paspelleHHoro Ans  MeAWMUMHCKOro
npumeHeHnss B Poccuiickolt ®enepaunn Gonee aeaguaTt NeT, C yKa3aHWEM HOPMAaTUBHbIX MPAaBOBbLIX aKTOB,
noATBepXXAaloLLUMX AaHHbIV CPOK NPUMEHeHUS;

7) HeobOXoOMMOCTb OCPOpPMIEHUsI paspelleHus Ha BBO3 B Poccuiickylo depepaunto KOHKPETHOW napTum
3aperucTpupoBaHHbIX U (UNW) He3aperucTPUpPOBaHHbIX JIEKAPCTBEHHbIX CPeAcTB, MNpeAHa3HayeHHbIX AOns
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npoBegeHnd 3KCnepTmnabl TIEKapCTBEHHbLIX CPEACTB B LieNAX rocyp,apCTBeHHoﬂ pernctpaunu;

8) HeoGXOOAMMOCTb NpOBedEeHUs JKCNepTUsbl [OKYMEHTOB, MNPeACTaBfeHHbIX [AnA  onpeaeneHus
BO3MOXXHOCTU paccMaTpuBaTh NeKkapCTBEHHbIN npenapaTt Ans MeOWUMHCKOro MPUMEHEHMs! Mpu OCYLLECTBNEHN
rocyqapCcTBEHHOWN permcTpauum B kKayectee opdpaHHOro nekapcTBEHHOro npenapara;

9) HeobXOAMMOCTb MPUMEHEHNSI YCKOPEHHOW Nnpoueaypbl 3KCMepTu3bl NIEKapCTBEHHbIX CPeACcTB B LEnNsX
rocy4apCTBEHHOWM perncTpauum NekapcTBEHHOrO Npenapara;

10) KONUM JOKYMEHTOB, MOATBEPKAAIOLLMX YNNaTy rocyAapCTBEHHOMN NMOLLMUHDI:

a) 3a npoBedeHMEe IKCNEepPTU3bl [OOKYMEHTOB, MpeAcTaBreHHbIX [AnA  onpedeneHuss BO3MOXHOCTU
paccmaTtpvBaTb  JIEKapCTBEHHbIM  Mpenapat Ans  MeAWUMHCKOTO  MPUMEHEHWS MpW  OCYLLECTBIIEHWUM
rocyqapCTBEHHOWM perncTpauum B kayecTBe opdpaHHOro fekapcTBEHHOro npenapara;

0) 3a NpoBeaeHNe 3KCNepTM3bl KAYECTBA JIEKAPCTBEHHOIO CPEACTBA M SKCNEPTM3bl OTHOLLEHUS OXUOAEMOW
nonb3bl K BO3MOXHOMY PWUCKY MNPUMEHEHWUS NEKapCTBEHHOro npenapaTa, paspeLleHHOro Ang MeOULUHCKOro
npumeHeHnsa B Poccunckon ®depepaumm OGonee pfBaguatu neT, NpU  OCYLECTBMEHUN TOCYOAPCTBEHHOM
perncrpaumm nekapcTBEHHOro npenapara;

B) 3a NpoBeaeHMe 3KCNepTU3bl KaYecTBa NeKapCTBEHHOMO CPeACcTBa U 9KCNepTM3bl OTHOLLEHUS OXUOaeMOoi
Nosib3bl K BO3MOXXHOMY PUCKY MPYMEHEHUSI NIEKapCTBEHHOrO MpenapaTta Ans MeAMUMHCKOro NpUMEHEHUS MpU ero
rocyqapCTBEHHOWN perncrpauum;

r) 3a NpoBeAeHWe 3KCNepTU3bl KaYecTBa JIeKapCTBEHHOrO CpeacTBa M 3KCMEPTU3bl OTHOLLEHUS OXWUOAeMOW
Mofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUsI NEeKapCTBEHHOro npenapara Ans MeauUMHCKOrO MPUMEHEHWs, B
OTHOLLEHMX KOTOPOro MpoBeAeHbl MEeXAyHapodHble MHOrOLEHTPOBbIE KMMHUYECKMe WCCNeaoBaHus, 4acTb U3
KOTOpbIX npoBedeHa B Poccuiickon ®depgepauun, NpU  OCYLIECTBIEHWU TOCYAAPCTBEHHOW perncrpauum
nekapcTBEHHOro npenapaTa;

11) Hanuuume cormacvusi NPOU3BOAMTENS  FEKApPCTBEHHOrO npenapaTta, MNpPOM3BOACTBO  KOTOPOro
ocyllecTersieTcs 3a npegenamu Poccuiickon defepauum, Ha NpoBeAeHUe UHCNEKTUPOBAHUSI MPOM3BOAMTENS Ha
cooTBeTCTBUE TpeboBaHMsIM NpaBuUsl Hagnexallen NPOM3BOACTBEHHON NPaKTUKU;

12) Hanuume cornacusi, NPegyCMOTPEHHOro YacTblo 18 HacTosLLeln cTaTbu;

13) ykasaHve BuAa nekapcTBEHHOro npenaparta, npeacTaBneHHOro Ha peructpauuio (pedepeHTHbIN
nekapCTBEHHbIN npenapaT, BOCMPOU3BEAEHHbIV feKapCTBEHHbIN npenapaT, OGuonornyeckuin nekapcTBEHHbIN
npenapat, OuoaHanoroBeln (6uUoNoAOGHbLIN) nekapCcTBEHHbIM npenapaTt (OuoaHanor), romeonaTuyeckuii
nekapCTBEHHbIN Npenapar, NekapCTBEeHHbIN pacTUTeNbHbIN Npenapar).

(vacTb 2 B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PeructpauuMoHHoe [ocbe Ha NeKapCTBEHHbIA nNpenapaTt AN MEAMUMHCKOTO  MPUMEHEHUs
npegocrtasnsieTcs B opme 06LLero TEXHNYECKOro JOKYMeHTa.
(vacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4. Pasgen AOKyMeHTaLMn agMUHUCTPATMBHOIO XxapakTepa BKo4vaeT B cebs:

1) 3adasrieHne o rocy,u,apCTBeHHoﬁ pernctpaunm nekapCTtBeHHOro npenapara Aand MeanunHcKoro
NnpUMEHEHNA B 3ﬂeKTp0HHOI7I cbopme N Ha 6yMa)KHOM HOcUTENeE,

2) KOMWI0 JOKYMEHTa Ha PYCCKOM A3bIKE, 3aBEPEHHOro B YCTAHOBMEHHOM MOPSAKE W MOATBEpP)XAaloLlero
NPaBOMOYHOCTb 3aABUTENs NofaBaTh 3asiBieHWe O roCcyaapCTBEHHOW perMcTpauuy NnekapcTBeHHOro npenaparta
AN MeaUUMHCKOro NpUMeHeHus! (10BePeHHOCTb);

3) KOMUIO NULEH3UN Ha NMPOWU3BOACTBO NeKapCTBEHHbIX CPEeACTB MMM KOMUI0 3aKIoYeHUs O COOTBETCTBUU
NMPOM3BOAUTENS NEKapCTBEHHbLIX CPEACTB TpeboBaHWsM MpaBun Hagnexallen Mnpou3BOACTBEHHOW MNpPaKTUKK,
BbldaHHblE YMOMHOMOYEHHbIM (hefeparnbHbiM OpraHOM WCMOMHUTENLHOW BNacTu, B criyyae, €cnv NpoM3BOACTBO
nekapcTBEHHOro npernapara ocyllecTenseTcs B Poccuiickoin ®enepauunu;

4) KOMUIO BbIAAHHOW YMONHOMOYEHHBIM OpraHOM CTpaHbl MPOWU3BOAMTENS JINMLEH3MM Ha MPOU3BOACTBO
neKkapcTBEHHOro npenaparta U ee NepeBod Ha PYCCKUI A3blK, 3aBEpPeHHble B YCTAHOBIIEHHOM MOPSKE, U KOMWIo
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3aKNIOYEHMST O COOTBETCTBUM MNPOU3BOAUTENS JeKapCTBEHHbIX CpeAcTB TpeboBaHWMsIM MNpaBuri Haanexatiien
NPOV3BOACTBEHHOM NPAKTUKN, BblAAHHOTO YNOJTHOMOYEHHbLIM hedeparnbHbiM OpraHoOM MCMOMHUTENbHOW BnacTu, B
crnyvae, ecnM MpOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata OCYyLEeCTBNSAEeTCs 3a npegenamu  Poccuinckom
depgepaumu;

5) NpoeKT WHCTPyKuMM Mo MeOuLUMHCKOMY MPYMEHEHMUI0 JIeKapCTBEHHOIO Mpenapara, cofepkalleit
crepytolime cBefeHus:

a) HanmMeHoBaHWe neKapcTBeHHOro npenapara (Mem,quapo,u,Hoe HenaTeHToBaHHOEe, Ul rpynnmpoBo4HoeE,
nnn Xxmmn4eckoe n Toproeoe HaVIMeHOBaHVIFI);

0) nekapcTBeHHas popmMa C ykazaHMEM HaMMEHOBaHWIA U KONIMYECTBEHHOIO COCTaBa AENCTBYHOLLMX BELLECTB
M Ka4yeCTBEHHOro CcocTaBa BCMOMOraTesnbHbIX BellecTB (MpyM HeobXxoAMMOCTWM KOMMYECTBEHHOTO COCTaBa
BCMOMOraTesbHbIX BELLECTB);

B) ONMcaHne BHELLIHEro Braa nekapcTBEHHOro npenaparta Ana MeauLMHCKOro NpuMeHeHus:;
r) dounsuko-xuMmyeckune ceoictea (ans pagnodapmMaueBTUYECKMX JIeKapCTBEHHbIX NpenapaToB);

4) hapmakoTepaneBTMyeckasl rpynna, Kof fiekapCTBEHHOro npenapata ang MeguuuHCKOro NpUMEHEeHns no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudmkauum, pekomeHgoBaHHOW  BcemupHon — opraHumsauunen
34paBOOXPaHEHMs, NN yKa3aHue "romeonaTuyeckuii nekapCcTBeHHbIN Npenapat”;

e) capmakoaMHammnka u apMakokMHeTUKa (3a MWCKMYeHNeM apMaKoOKMHETUKU TOMeonaTUyYeckmnx
neKapCcTBEHHbIX NpenapaToB U pacTUTESNbHbIX NTEKAPCTBEHHbIX NpenapaToB);

X) MOKa3aHUs ANs NPUMEHEHNS;
3) NPOTMBOMNOKa3aHNs ANst NPUMEHEHNS;
1) Mepbl NPELOCTOPOXXHOCTU NPU MPUMEHEHUN;

K) yKka3aHWe BO3MOXHOCTU U OCOBEHHOCTEN MPUMEHEHMS fiekapCTBEHHOrO npenapaTta Ans MeAULMHCKOro
NpUMeHeHWs1 6epeMEHHbIMU XEeHLLMHAMM, KEHLLMHAMW B NEpUo, rpyAHOro BCKapMnvMBaHus, 4eTbMU, B3POCHbIMU,
UMELLUMIN XpPOHMYECKne 3aboneBaHus;

n) pexum [03MpOoBaHUS, Cnocobbl BBEAEHWS W MPUMEHEHWs, Mpu HeobXoAMMOCTM BpeMsi npuema
nekapcTBEHHOro npenapaTta Anst MeAULIMHCKOrOo NPUMEHEHUS!, MPOAOIMKUTENBHOCTL NeYeHUsi, B TOM Ynche y aeTen
[0 ¥ nocrne oHoro roaa;

M) BO3MOXHbl€ HeXelaTellbHble peaKkuun npn npmMeHeHnn rnekapCTtBeHHOro npenapara and meguumHCKoro
NPUMEHEHNA;

H) CUMNTOMbI NepPefo3VPOBKM, MepPbI MO OKa3aHWIo NMOMOLLM NPU NepPeao3NPOBKE;
0) B3aVMOZENCTBUE C APYrMMIU NIEKAPCTBEHHBLIMU NpenapaTamu 1 (MNv) NULEBLIMU NPOAYKTaAMM;
n) hopMbl BbIMYyCKa NEKapCTBEHHOrO npenapara;

p) ykasaHue (npyu HeobxoanMOoCTM) 0COBEHHOCTEN AENCTBUSA NEKapCTBEHHOro npenapara Ans MeAULUHCKOro
NPUMEHEHMWS NPY NEPBOM NPUEME UMW NPU EFO OTMEHE;

C) onucaHue (Npu HeobXxoAMMOCTIN) AEUCTBUI Bpada (penbawepa) n (unu) naumeHTa npu nponycke npvema
OOHON MMM HECKOMbKMX 03 NEeKapCTBEHHOrO Npenaparta Ans MeguuUMHCKOro NpUMeHeHNs;

T) BO3MOXHO€ BJIMAHME JeKapCTBEHHOro npenapara Aand MeanunHCKoro npumMmeHeHuma Ha cnocobHocTb
ynpaendaTb TPAHCMNOPTHBIMKU CpeaACcTBaMU, MeXaHU3MaMu,

y) CPOK rogHOCTM M yKaszaHMe Ha 3anpeT NpUMEHEeHMsI NeKapCTBEHHOro npenapaTta Ans MeguuWHCKOro
NMPUMEHEHMS NO UCTEYEHUN CPOKA FOAHOCTH;

@) ycrnoBus xpaHeHus;
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X) ykasaHue Ha HeOOXOAMMOCTb XPaHEHWUs! IekapCTBEHHOro npenapara Ans MEeAUUMHCKOrOo NMPUMEHEHUS B
MecTax, HeOCTYNHbIX ANS AeTeNn;

u) ykasaHue (npu HeobxoAMMOCTM) creunarnbHbiX Mep MPEeAoCTOPOXKHOCTU MPU  YHUUTOXEHUM
HEeNCnonb30BaHHbIX NeKapCTBEHHbIX NpenapaTtos Ans MeauLUUHCKOTO NpUMeHeHNs:;

4) yCrioBmns OTNYCKa;
L) HAMMEHOBaHWsA U agpeca NPOM3BOACTBEHHbIX MOLLAA0K NPOU3BOAUTENS NTIEKapCTBEHHOMO Npenapara;

W) HauMeHoBaHue, agpec  opraHuWsauuu,  YNONHOMOYEHHOW  JdepXkaTerneM  UnM  BnagenbLem
PErnMcTpaumMoHHOro yAOCTOBEPEHNS NeKapCTBEHHOrO npenaparta Ans MeaWMUUHCKOro NPUMEHEHUs Ha MpUHSTUE
npeTeH3uin oT noTpebutens;

6) MHCTPYKLUIO MO MEAMUMHCKOMY NMPUMEHEHUIO WU KPaTKY XapakTepuUCTUKY NekapCTBEHHOrO Mpenapara,
yTBEPXOEHHbIE B CTpaHe NPOM3BOAUTENS;

7) NpOEeKTbl MakeTOB MEPBUMYHOW YMaKOBKM M BTOPUYHOM YMNaKOBKM IEKAPCTBEHHOro npenaparta Ans
MEAULIMHCKOTrO NPUMEHEHUS;

8) MpoeKkT HOpPMaTUBHOW AOKYMEHTauMu UM HOPMAaTMBHOIO AOKYMEHTa Ha NneKapCTBEeHHbIN npenapat ang
MeOMLMHCKOrO NpUMeHeHnst MMbo ykasaHue CoOOoTBETCTBYIOLWEN hapMakonenHon ctaTby;

9) [OOKYMEHT, cofepXawunh WuHpopMaumlo O Hammumm unm 06 OTCYTCTBMM (haKTOB perucrpauuu
nekapCTBEHHOro npenapaTta Aanst MeguuUUHCKOro NnpumeHeHus 3a npegenamu Poccuiickon ®eaepauuu;

10) KONUM OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBIIEHHOM MOpPsiAKe W NoaTBepXdalowmx akT permcrtpaunm
neKkapcTBEHHOro npenapaTa B MHOCTPaHHbLIX rocyaapcTBax B Ka4yecTse opdaHHOro nekapcTBEHHOro npenapara;

11) nnmaH ynpaeneHus puckamu Ans OGMONOrMyeckMx neKapCTBEHHbIX MpenapaToB Ans MeAULUHCKOro
NPUMEHEHWS;

12) QOKYMEHT O cucTeMe hapMakoHaa3opa AepaTens unv Bnagenbla perncTpaunoHHOro YaoCToBEepeHus!
nekapcTBEHHOro npenapara;

13) OOKYMEHT, MOATBEPXOALIUA KA4yeCTBO FEKApPCTBEHHOrO npenaparta TPex MNPOMBbILUIEHHbIX Cepuii
(mpoTokon aHanu3a unu cepTuduKkaT aHanumsa), ogHa Cepusi KOTOPOro AOIPKHa coBnagaTb C cepuelt obpasua
NeKkapCTBEHHOro npenapata Ans  MeOUUUHCKOrO MPUMEHEHWs, MNPEACTaBIEHHOTO Ha OCYAapCTBEHHYIO
perncrTpaumio.

(4acTb 4 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5. Pazgen xmMnyeckon, dhapMaueBTUHECKON 1 BMONOrM4ecKkon JOKyMEHTaUumM BKNOYAET B ce0s JOKYMEHTHI,
copepxawue nHdopMaumio o dapmaLeBTUYeCcKon CyGCcTaHUMM U NekapCcTBEHHOM npenaparte Ans MeauuUMHCKOro
NpUMEHEHs, NpoLiecce ero NpoM3BOACTBA M METOAAX KOHTPOSS KayecTBa, B TOM YuCne:

1) KOMUIO OOKYMEHTa, coaepkallero creayloLlylo MHbopmauuio o gapmaueBTUYeckoin cybctaHumm unm
hapMaLEeBTUYECKUX CYOCTaHLMSX, BXOAALLMX B COCTaB fekapCTBEHHOrO npenapara:

a) HaumeHoBaHune hapmaueBTU4eckon cybcTaHumm, ee CTPyKTypa, obLme CBOMNCTBA;
0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;

B) TeXHoorma npomn3BoacTtea C onncaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaanAX
npon3BoACTBa,

r) onucaHue pas3paboTku npoLecca Npou3BOACTBA;
[) onncaHne KOHTPONS KPUTUYECKUX CTagui Npou3BOACTBa U MPOMEXKYTOYHOWM NPOAYKLNY;
€) AOKyMeHTanbHOoe NoATBepXaeHue (BanMaauus) npoLeccoB 1 (Mnm) X OLEHKa;

X) CBOWCTBA M CTPYKTYpa OENCTBYIOLLUNX BELLECTB;

Ctpanuua 27 13 84



depnepanbHbIv 3akoH oT 12.04.2010 N 61-93
(pea. ot 03.07.2016)
"O6 obpalleHUn NekapCTBEHHBLIX CPEACTB»

3) XapakrepucTtuka npumecen;
1) cneuundukauma Ha papmaLeBTUYECKYIO CyOCTaHLUMIO 1 ee 0G0CHOBaHWE;

K) aHannTn4eckne MeToaunkn, ncrnosibdyemMble rnpu oCyLeCTBi1IeHUN KOHTPOA KadecTBa (Zt)apMaLLeBTMHeCKOVI
cybcTaHuuu;

J'I) OOKyMeHTalnibHOoe noarBepXXaeHune (BaJ'IVIE,aU,VIﬂ) aHannTn4ecCcknx MeToauk, Uucnosib3yemMblx npu
OCYyLLECTBJIEHNN KOHTPOJA Ka4vecTBa (*)apMaLl,eBTVI‘-IeCKOVI Cy6CTaHLlVIVI;

M) pe3ynbTaTbl aHannsa cepuii papmaLeBTnyeckon cybctaHumm;

H) nepeyvyeHb CTaHOAPTHbIX 06pa3u,0|3 mnn BewecTB, WUCNOJNb3yeMbIX MNpPU OCYLLECTBIIEHUN KOHTPOIA
Ka4vecCTBa,

0) onMcaHve XxapakTEePUCTUK U CBOWCTB YNaKoBOYHbIX MaTepUarnoB U yKYNOPOYHbIX CPEACTB;
n) AaHHblE O CTAbUNBHOCTM hapMaLEeBTUYECKON CyDCTaHLMK;
p) CPOK rogHOCTMH;

2) DOKYMEHT, coaepXaliui creaylolmne CBedeHMsi O NekapCTBEHHOM npenapate Ans MeguuMHCKOro
NPUMEHEHMS:

a) onmncaHme n coCctaB JiekapCTBEHHOro npenaparta gnd MmeamumnHCKoOro npuMeHeHus;

0) onucaHue dapmaueBTnyeckon paspaboTkm (obocHoBaHMe BbibOpa cocTaBa, NEPBUMYHOWM YMAKOBKU U
WHOTO);

B) TEXHOIIorma npomn3esoacTtea C onncaHnem cragun npon3BoacTBa N METOAOB KOHTPOJIA Ha BCEX CTaguAax
npon3BoACTBa,

r) ONUCaHWe KOHTPOIS KPUTUYECKUX CTaguIM NpoLiecca Npomn3BoACTBa U MPOMEXYTOHYHON NPOAYKLNN;

[4) HaMMeHOBaHWE W agpec MecTa OCYLLeCTBMEeHMs NPOM3BOACTBA JleKapCTBEHHOro npenapaTta Ans
MELMLMHCKOrO NMPUMEHEHMS (B Cryvyae HanuumMs HECKONbKMX YYaCTHUKOB MpoLecca npou3BoacTBa HE0bGXoammo
yKasaTb KaXgoro u3 Hux);

€) hapmaueBTU4ECKas COBMECTUMOCTb;

) MUKpoBUoONormyeckne XxapakTepucTuku;

3) maTepuarnbHbI 6anaHc 4ns NpoM3BoACTBa CEPUM rOTOBOTO MPOAYKTA;

N) ONucaHne XapakTepUCTMK U CBONCTB YNMAKOBOYHbIX MaTepMarnoB 1 yKYNMOPOYHbIX CPeacCTB;

K) AOKyMeHTarnbHoe NoATBepXaeHue (Banuaaums) NpoLeccoB NpousBoacTea v (M) UX OLEHKa;

n) TpeboBaHMs K kKa4yecTBYy BCMoMOraTesibHbIX BEeLEeCTB (cepTudmkat, cneundmkaumus Ha BCnoMoraTenbHble
BellecTBa U Ux 060CHOBaHue);

M) aHanuTUMYeckne MeTOAMKW, UCTIONb3yeMble NMPU OCYLLECTBIEHUN KOHTPOMS KayecTBa BCMOMOraTesbHbIX
BeLLEeCTB;

H) [OOKyMeHTanbHOe noaTBepxaeHve (Banuaauusl) aHanMTUYeckux MeTOOMK, WCMOSb3yeMbIX Mpu
OCYLLECTBMNEHMUUN KOHTPOMS Ka4ecTBa BCMOMOraTerbHbIX BELLECTB;

0) VIH(*)OpMaLJ,I/IFl 006 1Cnonb30BaHMM BCMNOMOraTenbHbIX BELLECTB 4YENoBEYECKOro U XXMBOTHOrO
NPOUCXOXOEHUA;

n) nHpopmaums 06 NCNosb30BaHUN HOBbIX BCMOMOraTernbHbIX BELLECTB;

p) Tpe6OBaHI/IF| K Ka4eCTBY NnekKapCTBeHHOro npenapara Aand MeguunHCKOro npuMeHeHusa (CepTI/I(bMKaT,
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cneundrKaunsa Ha NekapcTBEHHBIN npenapat 1 nx 060cHOBaHWE);

C) aHanuTU4Yeckne MeToAMKM, UCMOMb3yeMble MPW OCYLLECTBIIEHUM KOHTPONS KayecTBa NeKapCTBEHHOro
npenapaTta Ans MeauuMHCKOro NpUMEHEHUs;

T) [OKYMeHTanbHoe TMOATBEPXAEHUE (BanuAauus) aHanmuTUYecKMX MeTOOMK, WCMOoNb3yeMblX Npwu
OCYLLECTBIEHUN KOHTPOIS KaYeCTBa fiekapCTBEHHOIO NpenapaTta Ans MeauLUMHCKOro NPUMEHEHNS;

y) pe3ynbTaTbl aHanM30B CepUil rIekapCTBEHHOMo Npenaparta Ans MeauLnHCKOro NPUMEHEHUS;
&) xapakTepucTuka npumecen;

X) nepe4vyeHb CTaHOAPTHbIX 06pa3u,os, MCnosb3dyemMblX TMpu OCYLLEeCTBIIEHUN KOHTPONA KadecTBa
NeKapCTBEHHOro npenapara gnda MmeanunHCKOro npMMeHeHua;

L) AaHHble O CTabWnbHOCTM NekapCTBEHHOrO NpenapaTa A MeaULMHCKOro NPUMEHeHHs.
(vacTb 5 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen dapmakonornyeckon, TOKCUKOMOrMYECKON AOKYMeHTauuu BKnovaeT B ceba oT4yeTol O
pe3ynbTatax AOKMMHUYECKUX MCCredOoBaHUA NeKapCTBEHHOro CpeacTBa Ans MeAUUMHCKOrO NMPUMEHEHMWS, B TOM
yucne:

1) oTyeT 0 hapmakoAMHAMUNYECKUX UCCNEOOBAHMSX;
2) oTyeT 0 (hapMaKOKMHETUYECKMX NCCNEA0BAHUSAX;

3) OTYET O TOKCUKONMOTMYECKMX UCCrEAOBaHMSIX.
(vacTb 6 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7. Pasgen KNvMHWYECKOW [OKYMeHTauuu Bkovaer B cebs oTyeTbl O pesynbTaTax  KIMHUYECKUX
nccnefoBaHWin NekapcTBEHHOro nNpenapata Ans MeauLMHCKOro NPUMEHEHUS!, B TOM YUCTE:

1) oTueTbl 06 nccnegoBaHNax GMOJOCTYNHOCTU 1 BUOIKBMBANEHTHOCTU, UCCNEeAOBaHNAX, YCTaHaBNMBAIOLLMX
KOppernsaumio pe3ynbLTaTos, NofydYeHHbIX B YCNOBUAX in Vitro 1 in vivo;

2) oT4eTbl 0 PapMaKOKUHETUYECKNX NCCNEeaoBaHNSX;
3) oTyeTbl 0 hapMakoAMHAMUYECKMX NCCe0BaHUSX;
4) OT4ETHI O KNMHUYECKUX NccregoBaHnsx apdeKTMBHOCTH 1 6e30nacHOCTY;

5) oT4eT 0 NOCTPErMCTPaLMOHHOM OMbITE NPUMEHEHUS (NMPU Hanuuum).
(vacTb 7 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

8. TpeboBaHus k obbemy uHGPOPMaLMK, MPEeOOCTaBMSEMON B COCTaBe PErucrTpauMoOHHOro Aocbe, AN
OTOENbHbIX BWMOOB JIEKAPCTBEHHbLIX MNpenapatoB Ans  MEAWUMHCKOro MNPUMMEHEHMS  yCTaHaBnuBaloTCA
YNONTHOMOYEHHbIM heiepanbHbIM OpraHoOM UCTMONHUTENBHOWM BNacTM.

(vyacTtb 8 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9. B oTHOLLEHNM NeKapCTBEHHbIX NpenapaToB, paspeLleHHbIX ANs MeaULMHCKOro NpuMeHeHust B Poccuiickon
denepaumn Gonee gBaguaTy net (3a UCKNOYEHNEM BMONMOrMYECKMX NEKapCTBEHHbIX MpenapaToB), AOMyCcKaeTcs
BKMOYEHNE B COCTaB pasgena hapMakomnorm4eckon, TOKCUKOTOrM4eckon AOKyMeHTauum 1 pasgena KnnmHn4eckom
OOKYMeHTaLuMn BMeCTO oT4yeTa paspaboTuvMka O pesynbTaTax COOCTBEHHbIX [AOKIMHUYECKMX WCCrefoBaHUN
NEeKapCTBEHHbIX CPEACTB W KIUMHWYECKMX WCCREeLOBaHUM FeKapCTBEHHbIX MpenapaTtoB Ans MeOULUHCKOro
npMMeHeHus1 063opa Hay4HbiXx paboT O pesynbTaTax AOKIMHUYECKMX UCCIeAOBaHWIN fekapCTBEHHbIX CPEACTB U
KMMHUYECKUX WCCNESOBaHWIA [OaHHbIX JIeKapCTBEHHbIX MpenapaTtoB, B TOM YWCME BKOYas ONbIT KX
NOCTPErnCTPaLNOHHOIO NMPUMEHEHUS.

(vyacTtb 9 BBegeHa defepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

10. Tpn rocygapcTBEeHHOM perncTpauun  BOCMPOM3BEAEHHbLIX JEeKapCTBEHHbIX nNpenapatoB AN
MeOMLIMHCKOro NPUMEHEHNs JOMNyCcKaeTCcsa BKIIOYEHWe B cocTaB pasaerna dhapMaKkoriornyeckon, TOKCUKONOrnYecKkon
OOKYMeHTaumMm W pasgena KvMHUYECKOW [OOKYyMeHTauuMum BMeCTO oT4yeTa paspabortyvka O pesynbTaTax
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COOCTBEHHbIX AOKMMHUYECKUX WCCIeAoBaHNN JIeKapCTBEHHbIX CpeacTB 0630pa Hay4HbIX p860T O peasylnbTartax
OOKITMHMYECKMX  UccnenoBaHuim pecbepeHTHoro NIeKapCTBEHHOro npenaparta W npeacraBieHne BMECTO
KNMMHUYECKUX UccnegoBaHuii B NofiHOM obbeme, yCTaHOBJ1IEHHOM pa3fgerfiom KIIMHMYeCcKomn AOOKyMeHTauuun, ot4yeTa o
pe3ynbTartax nccnenoBaHMn  BGUOSKBMBANEHTHOCTU BOCnpon3BedeHHOro JekKapCTBeHHOro npenapata And
MEeANLNHCKOIo npuMeHeHus. He Tpe6yeTc;| npencrtaBneHne ot4eta O pesylnbTartax nccnegoBaHumn
O1O3KBMBANEHTHOCTU BOCnpon3seneHHOro JnekapCTtBeHHOro npenapara ana mMmeanuunHCKOro npuMeHeHud, ecnm
perncTpnpyroTca BocrnpomnsseeHHble NnekapCcTtBeHHbIe npenapaTtbl And MeguUNHCKOro npuMeHeHua, KoTopble:

1) npegHasHayeHbl AONA  NapeHTepanbHOro  (MOOKOXHOro,  BHYTPMMBILIEYHOTO,  BHYTPMBEHHOrO,
BHYTPWINa3sHOro, BHYTPUMOSIOCTHOMO, BHYTPUCYCTAaBHOMO, BHYTPUKOPOHAPHOTO) BBEAEHUS M NPeacTaBnsioT coGol
BOZHbI€ PacTBOpbI;

2) npegcTaBnsloT coboN pacTBOpbI AN NepopanbHOro NPUMEHEHUS;
3) nponsBeeHbl B hOpMe MOPOLLKOB UNKU NNOUNN3aToB AMs NPUrOTOBIEHUSA PaCcTBOPOB;
4) aBnga0TCA rasamu;

5) ABMSAKOTCA YLIHLIMY UMW FNa3HbIMU NEeKapCTBEHHbLIMM NpenapaTtaMu, Npon3BeaeHHbIMIU B hOpMe BOAHbIX
pacTBOpOB;

6) NpegHa3HayeHbl 4N MECTHOrO NPUMEHEHNS U NPUroTOBNEHbI B hOpMe BOAHbIX PacTBOPOB;

7) npeacTtaBnsAlT cobol BOAHble pPacTBOpbl ANA UCMONb30BaHMA B (hopMe WHranaumi C MOMOLLbIO
Hebynan3sepa unu B kKa4ecTBe Ha3arbHbIX CNpeeB, MPUMEHSEMbIX C MOMOLLbIO CXOAHbLIX YCTPONCTB.
(vacTb 10 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

11. Ona cny4yaes, yka3aHHbIX B NyHkTax 1 - 3, 5 - 7 yactn 10 HacTodAwen cTaTtbu, BOCNPOU3BELAEHHbIN
NEeKapCTBEHHbIA MpenapaTt ans MeAWMUMHCKOro MPUMEHEHWUs OOIMKEH COAepXaTb TakuMe >Xe BCroMoraTeibHble
BELleCTBa B TaKMX e KommyecTBax, Kak M pedepeHTHbI neKkapCcTBeHHbI npenapaT. Ecnm cocrtasbl
BCMOMOraTenbHbIX BELLECTB pasnuyaloTcs, 3asiBUTENb [LOMKEH nNpeacTtaBuTb [okasaTenbcTBa TOro, YTO
UCcnonb3yemble B LAaHHbIX KOHLUEHTpauusix BCMOMOrateribHble BeLLeCTBa He BNUAKT Ha Ge3onacHocTb M (Mnu)
3(pPeKTUBHOCTb NEKApPCTBEHHOrO npenapara Ans MeguUMHCKOTO npumeHeHusi. B cnydae, ecnu 3asiButenb He
MOXET MPeACTaBUTb Takne gokasaTenbcTsa M (Mnv) He MMEEeT 4OoCTyna K COOTBETCTBYHOLMM OAHHBIM, OH JOJDKEH
NPOBECTM COOTBETCTBYIOLLNE NCCNEAOBAHNA AN OKa3aTeNbCTBa OTCYTCTBUS BMSHUSA pa3HbIX BCMIOMOraTesbHbIX
BELLECTB WNM BCroMoraTerbHbIX YCTPOMCTB Ha ©Oe3onacHocTb U (Mnun) 3EEKTUBHOCTL JIEKAPCTBEHHOIO
npenapata Ans MeOWLMHCKOrO NPUMEHEHUsI B MOpsSiAKe, YCTAaHOBMIEHHOM YMONTHOMOYEHHbIM deaeparbHbIM
OpraHoM UCMOJTHUTENbLHOM BNacTu.

(4yactb 11 BBegeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. Tlpn rocygapCTBEHHOW perncTpauum KomMOvHauui paHee 3aperMcTpMpoOBaHHbIX JTEKapCTBEHHbIX
npenapaToB 415 MeOULUHCKOrO NPUMEHEHNsT JOMYCKAeTCsa BKIIOYEHME B COCTaB pasgena ¢hapmakonormy4eckon,
TOKCUKOMNOIMYECKON AOKYMEHTauuMM u pasgena KIMHUYECKOM [OOKyMeHTauum BMEeCTO oTveTa paspaboTtymka o
pe3ynbTatax COOCTBEHHbIX AOKMMHUYECKMX MCCNeaoBaHWUA NEKapCTBEHHbIX CpeacTB 063opa HayyHbIX paboT o
pesynbTatax OOKMMHUYECKUX WUCCNeaoBaHWi pedepeHTHbIX NeKapCTBEHHbIX MNpenapaTtoB, BXOAALWMX B COCTaB
KOMOMHaLMM NeKapCTBEHHbIX MpenapaToB, 1 06 OTCYTCTBMU NX B3aNMOAENCTBUS B OLHOW NleKapCTBEHHON hopme.
(4yacTtb 12 BBegeHa defepanbHbIiM 3aKOHOM OT 22.12.2014 N 429-03)

13. Ha akcnepTusy pasnuyHbiX NekapcTBEHHbIX (POpM OOHOMo M TOro Xe NeKkapCTBEHHOro npenapaTta And
MEeOMLIMHCKOro NMpUMEHEHUS 3asBUTENb NpeacTaBnseT OTAerNbHble 3asBNEeHUs U perucTpaumoHHble JoCbe Ha
Kaxayto rekapcTBeHHyo copmy. Npu ycrnoBun ogHOBPEMEHHOW MoJayvuM Ha 3KCNepTu3y OAHOW NeKapCTBEHHOM
¢dopMbl C pasnMYHbBIMU OO3MPOBKOM, KOHLEHTpauuen, o6beMoM 3asBuUTENb MPEeACTaBnsieT OOHO 3asiBIEHME U
perncTpaumoHHoe [0Cbe C MPUMOXEHMEM MakeTOB YNakKOBOK Ha KaXAayl [O3UPOBKY, KaXAyl KOHLIEeHTpaLuio,
Kaxxabli 06BbEM U KaXZoe KONMYeCcTBO 03 B YMaKoBKe.

(vyacTtb 13 BBegeHa defepanbHbIiM 3aKOHOM OT 22.12.2014 N 429-03)

14. Mpwn rocyaapcTBEHHOW perucTpaumm opcaHHOro riekapcTBEHHOro npenapaTta 3asBuUTeNlb NpeacTaBnseT
nHdpopmaumio, Heobxogumyo AOna opmMupoBaHMa pasgena  KIUMHWYECKOW AOKyMeHTauun, B obbewme,
YyCTaHOBJIEHHOM YNOJIHOMOYEHHbIM q)enepaanuM opraHomMm MCMNONHUTENBHON BNacTu.

(vyactb 14 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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15. Mpu perncTpaumm GNONoOrM4ecKoro NekapcTBEHHOro npenapaTa, NoSy4eHHOro U3 KPOBW, Nas3mbl KPOBU
YernoBeka, B COCTaBe PErMCTPaLMOHHOIO AOCbe Ha NEeKapCTBEHHbIN MpenapaT Ans MeAWUUHCKOrO MpUMEHEHMS
OOMKHbI ObITh NpeacTaBneHbl 4OMNONTHUTENbLHO:

1) B pasgene OOKyMeHTauuu agMVWHUCTPATMBHOIO XapakTepa AOKYMEHT, coaepalimMn uHopmauuo o
cybbekTax obpalleHnss JOHOPCKOM KpOBU K (MNK) ee KOMMOHEHTOB, O TOM, rae Obina ocyllecTBrieHa goHauusd
(kpoBM K (MNKM) nNNasMbl KpOBW), a Tawke AaHHble 06 WHMEKUMOHHbIX 3aboneBaHusx, nepeaarLmnxcs
napeHTepanbHbIM NyTeM, MHoOpMaLms o cybbekTax obpalleHns JOHOPCKOW KpOBU U (MNN) ee KOMMOHEHTOB, B
OTHOLUEHMUN KOTOPbIX OCYLLECTBAETCS KOHTPOSb JOHOPCKOW KPOBU U1 (UNN) €€ KOMIMOHEHTOB;

2) B pa3gerie XMMmn4eckon, papmaueBTUYECKOM 1 OMONOrM4eckon AOKyMeHTaLMK:

a) Kputepum u cnocobbl 0TGOpa, TPAHCMOPTUPOBAHUA W XpPaHEHUst OOHOPCKOM KpoBuM U (Mnun) ee
KOMMOHEHTOB;

0) pesynbTaThl nccnegoBaHnii 0ToBpaHHbIX AOHOPCKON KPoBW M (MnK) NnasMbl KPOBM M MYMOB Ha Hanuyne
BO3OyaMTenen nHdeKuMn, BKNYas uHdopmaumio o6 MCNOMb30BaHHbIX METOAMKaX WCCNedoBaHWA U B Cryyae
nccnegoBaHWs  NynoB  NNasMbl  KPOBM  pe3ynbTaTbl  AOKYMEHTanbHOrO  MOATBEPXAEHMSA  (Banugauuu)
NCMNOMb30BaHHbIX METOAMK;

B) TEXHMYECKME XapaKTepMUCTMKM yNakoBKM Ans oTbopa AOHOPCKOW KPOBWU M (Mnn) nnasmbl KPOBW, BKIOYas
nHdopmaumio 06 NCNoNb30BaHHbIX PACTBOPAaX aHTMKOarynsHTOB.
(yacTb 15 BBegeHa ®eaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

16. KnuHnyeckne nccnegoBaHua nekapcTBEHHOro npenapata Ans MeuUMHCKOro NpUMEHEHUs B LENsX ero
rocygapCTBeHHOWN pernctpauun nposogatcsa B Poccuiickon ®egepauun B nopsiake, yCTaHOBNEHHOM cTaTbsmuy 38 -
44 nactoswero ®egepanbHoro 3akoHa. OT4YeT O NPOBEAEHHbIX MCCNEeAOBaHMAX BKIOYAETCH B COCTaB pasgena
KMMHUYECKOW AOKYMEHTauuMn perucTpaumMoHHOro [OCbe Ha fekapCTBeHHbIW npenapat Ans  MeguuMHCKOro
npumMmeHeHus. [ng nekapCcTBeHHbIX MnpenapaToB Ans MEeOULMHCKOTO MNPUMEHEHUS, B OTHOLUEHWUA KOTOPbIX B
pesynbTarte SKCNepTu3bl [OOKYMEHTOB, MpPeACTaBfeHHbIX ANA onpefeneHns BO3MOXHOCTM paccMmaTtpuBaTh
nekapcTBeHHbIN npenapaT Ans MeQUUMHCKOro NMPUMEHEHUS B KayecTBe opdhaHHOro rekapcTBEHHOro npenapara,
Takas BO3MOXHOCTb MpU3HaHa U B OTHOLUEHMM KOTOPbIX NpoBeAeHbl KIMHUYECKUE UCCNeaoBaHus, BbINOMHEHHbIE
3a npegenamu Poccuickon ®egepaummn B COOTBETCTBMM C NpaBunamMu Hagnexaiien nabopaTopHOW NPakTUKK U
npasunaMu Haanexallien KIMHUYECKOW MpaKTUKW, OOMyCcKaeTCs BKIIOYEHWEe B COCTaB pasfena KNUHUYECKOW
OOKYMeHTauMm BMEeCTO oT4yeTa O pesyrnbTaTtax KIMHUYECKMX WCCNedoBaHMN NeKapCTBEHHOro npenaparta Ans
MeOMUMHCKOrO MpUMEHEHWs, MpoBedeHHbIX B Poccuiickon ®Pepepaumm, otyeta O pesynbTaTax KIMHUYECKMX
nccneaoBaHUn, BeINOSIHEHHBIX 3a npegenamu Poccuinckon depepaumm.

(vacTb 16 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

17. 3asBuTenb BMApaBe nNpPeAcTaBUTb MO COOBCTBEHHOW MWHUUMATMBE BMeECTe C 3asiBeHMeM O
rocyqapCTBEHHOW perucTpaummM JekapCTBEHHOro npenaparta Ans MeauuUMHCKOro MNpPUMEHEHUs OOKYMEHTHI,
noATBepXparoLume ynnaty rocygapCTBEHHON MOLWMWMHBLI W yKa3aHHble B NyHKTe 10 yactn 2 HacTosiwen ctatbn. B
cryyae Ux HenpeacTaBeHUs COOTBETCTBYIOLLMI YNONHOMOYEHHbIW ddeeparibHbIn opraH UCMONHUTENbHON BNacTu
npoBepsieT PakT ynnaTbl roCyAapCTBEHHOW NOLNMHBI 3a8BUTENEM NOCPEeACTBOM UCMONb30BaHWsA nHgopmaummn ob
yrnnate rocydapCTBEHHOW MOWNWHBLI, coaepxalwenca B [ocyaapCcTBeHHOW WHGOPMAUMOHHOW cucTeMe o
rocyfapCTBEHHbIX U MyHULMMNAnbHbIX NnaTexax, Ha OCHOBaHWWN NpeAcTaBreHHbIX 3asgBUTenem Konuim JOKYMEHTOB,
noATBepXKaaloLWwmnx ynnaTty rocygapcTBEHHOM NOLUSNHbI.

(vacTb 17 BBegeHa deaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

18. He pgonyckaeTcs Mcrnonb3oBaHMe B KOMMEPYECKUX Lenax nHdopmauumn o pesynbtatax JOKNMUMHUYECKNX
nuccneaoBaHUN NeKapCTBEHHbIX CPeACTB M KNUHWYECKUX WUCCNefoBaHUMM NeKapCTBEHHbIX MpenapaTtoB Ans
MeAMLIMHCKOro NpUMEHEHWs, NpeacTaBreHHOW 3asBuTenemM Ans rocyaapCTBEHHON perncrpaumm nekapCTtBEHHOro
npenapaTa, 6e3 ero cornacusi B Te4eHWe LeCTV NeT C AaTbl rocydapCTBEHHOW perncrpaumn pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon ®egepauun.

(vacTb 18 BBegeHa ®eaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

19. [epxatenb unuM Bnagenel, pPerucTpaLmMoHHOro YOOCTOBEPEHUs reKapCTBEHHOro npenapaTta Ha
BUOTEXHOMOMMYECKUIn NN opdaHHbIN NekapcTBEHHbIM npenapaTt 06sa3aH NpeaocTaBnaTh Ha BO3ME3AHOW OCHOBE
06pasLibl pedepeHTHOro NekapcTBEHHOro npenapara 3asBUTensaM Ans npoBeaeHUs KNUMHUYECKUX UccneaoBaHuii.
CrtoumocTb o6Gpasua pedepeHTHOro NeKkapcTBEHHOro Mpenapara, BKIOYEHHOr0 B MNepeyeHb KU3HEHHO
HEOBXOOUMbIX W BaXKHEWLIMX JeKapCTBEHHbIX MpenapaToB, He [OO/MKHa MpeBblllaTb 3aperncTpypoBaHHYI0
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npefenbHylo OTMYCKHYIO LeHY Ha pedepeHTHbIN NEeKapCTBEHHBLIN MnpenapaTt WM LEeHY Ha JeKapCTBEHHbIN
npenapaT B CTpaHe Npou3BoaUTENS.
(vyactb 19 BBegeHa degepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20. 3asiBrneHne o rocygapCTBEHHOW perncrpauumn BOCMPOU3BEOEHHOrO NEKapCTBEHHOro npenaparta Aans
MELMLIMHCKOrO NPUMEHEHMS MOXET ObiTb NMOJaHO B YNOMHOMOYEHHbIV doefeparnbHblid opraH MCNOMHUTENbHOW
BNacTW, OCYLLECTBMSOLMN FOCYAapCTBEHHYIO perucTpaumio nekapCTBEHHbIX NpenapaToB, N0 UCTEYEHNN YeTblpex
net C paTtbl rOCyQapCTBEHHOW perncrpaumm pedepeHTHOro rekapcTBeHHOro npenapata B Poccuiickon
degepauymm.

(vacTtb 20 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

21. 3asBneHne O rocygapCTBEHHOW peructpauun 6unoaHanorooro (6uonogoOHOro) rnekapcTBEHHOrO
npenapata (bvoaHanora) MoxeT ObiTb MoAaHO B YMNONIHOMOYEHHbIN deaepanbHbIi OpraH WCMONHUTENbHON
BNacTW, OCYLLECTBSOWMNA rOCYyAapCTBEHHYIO pErmcTpauunio nekapcTBEHHbIX NpenapaTos, Mo UCTeYEHUN Tpex net
C AaTbl rocyaapCTBEHHOW peructpaumm pedhepeHTHOro nekapcTBeHHoro npenapara B Poccuiickon ®epepauuu.
(vacTb 21 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

22. [epxaTenb wunu BriageneLy perucTpauMoHHOrO  yOOCTOBEPEHWUS NEKApCTBEHHOro npenapara
npeacTaBnsieT B YNOMHOMOYEHHbIN deaeparnbHbil OpraH UCMOMHUTENBHOW BNACTW, OCYLLECTBSAOLWUA OYHKLMK
MO KOHTPOIO M HAA30py B chepe 30paBOOXPaHEHUs, OTHET No pesyrnbTataM hapmakoHaa3opa OguH pas B LUECTb
MecsiLleB B TeYeHue ABYX NeT Nocne rocyaapCTBEHHOW perMctpaumv nekapcTBeHHOro npenaparta B Poccumnckon
degepaumn, exerogHo B Te4eHMe NOCneayLwmx Tpex fneT 1 B AanbHenwem OavH pas B NATb NneT.

(vacTb 22 BBegeHa PeaepanbHbiM 3akoHOM 0T 22.12.2014 N 429-93)

Crtatbs 19. MpuHATHe pelleHNs O Bbigaye JKCNepTHOMY y4pexaeHUo 3agaHuA Ha npoBeAeHUe IKCNepTU3bl fieKapcTBeHHOro
cpeacTBa

(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

1. B TedyeHune pecAaTM paboumx AHENW CO OHA MNPUHATMA 3asBMEHWs O roCyAapCTBEHHOW perucTpauun
neKkapcTBEHHOro npenapara COOTBETCTBYIOLWMI YNOMHOMOYEHHbIN dhefepanbHbIi OpraH UCMOSTHUTENbHOW BriacTu
NpoBOAMT MPOBEPKY MOMHOTLI, AOCTOBEPHOCTM W MPaBUNBbHOCTU OGOPMIIEHUNA MpefCcTaBreHHbIX [LOKYMEHTOB
perncTpaumMoHHOro [0Cbe Ha IeKapCTBEHHbI npenapaT UM MpUHMMaeT pelleHne O Bblgadve 3ajaHns Ha
nposefeHue:

1) 3KCNepTn3bl OOKYMEHTOB, nMNpeacTtaBlieHHbIX AnA onpeaeneHna  BO3MOXHOCTM  paccMaTpuBaTb
J'IeKapCTBeHHbIIZ npenapart and MeguunHCKOro npuMeHeHuna npu ocywecTBi1ieHUn rocyp,apCTBeHHoﬁ perncrtpauum B
Ka4yecTBe OpCbaHHOI'O JIEKapCTBEHHOIO Nnpenapara;

2) 9QKCNEPTU3bl JIEKAPCTBEHHOIo CpeacrtBa B 4YaCTWU 3KCNEpPTU3bl KayvecTBa JieKapCTBEHHOINo cpenctsa U
9KCNepTn3bl OTHOLLEHUA OXMAaemMou nonb3bl K BO3MOXHOMY PUCKY NMPpUMEHeHNA NeKapCTBEeHHOro npenapara ans
MeONUNHCKOro NpuMeHeHus;

3) 3aKcnepTuM3bl NEKapCTBEHHOrO CPeACTBa B YacTW 3KCMEPTU3bl KaydecTBa JIEKApCTBEHHOro cpeactea WU
3KCNEepTM3bl OTHOLLEHUS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOrO npenapara ans
MEeOMLMHCKOrO MPUMEHEHMS B MOpsAKe YCKOPEHHOW npouenypbl 3KCNepTU3bl NEeKapCTBEHHbIX CpeacTB B
COOTBETCTBMM CO CTaTben 26 HacToswero ®eaepanbHOro 3akoHa;

4) 3KCnepTM3bl eKapCTBEHHOIO CPeACcTBa B OTHOLUEHWMM NEeKapCTBEHHOro npenapaTa Ansi BeTepuHapHOro
NMPUMEHEHMSI.

2. YNONHOMOYeHHbIW befepanbHbli OpraH UCNONMHUTENBHOW BNacTU yBeOOMMSIET B AMEKTPOHHOW dhopme
nnmn Ha ByMaxxHOM HOCUTENE 3asBUTENS U IKCMEPTHOE YYPEXAEHNE O MPUHATOM pPEeLUeHUN O Bbldaye 3agaHui Ha
NpoBeAeHNe IKCMNepTM3, MPeayCMOTPEHHbIX YacTbio 1 HacTosLWen cTatby, U B cnydyae Heobx0AMMOCTU O Bblgade
paspelleHns Ha BBO3 B Poccuickylo ®egepaumio KOHKPETHOM NapTuu, CEepun 3aperncTpupoBaHHbIX W (Unn)
He3aperMcTpUpOBaHHbIX NEKapCTBEHHbIX CPeACTB UM 06 oTkase B NpoBedeHuMM NPedyCMOTPEHHbIX 3KCNepTus c
yKa3aHMeM MNpUYMH Takoro oTkasa.

3. B cnyyae BbiSIBNEeHWs OTCYTCTBMSA WNM  HEOOCTOBEPHOCTM WHdpopMauuu, codepxalleics B
NpeAcTaBrieHHbIX 3asiBUTENeM [OKYMEHTax, YMNOSTHOMOYEHHbI dheaeparbHbli OpraH WCTMONHWUTENbHON Briactu
HanpaBnsieT 3asBUATEN0 3anpoc 00 YTOYHEeHMKM ITOM MHGOopMauuM (Oanee - 3anpoc  YNOHOMOYEHHOro
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benepanbHOro opraHa WCMOMHWUTENbHOW BRacTu), KOTOPbIA MOXET OblTb nepeaaH  YNoHOMOYEHHOMY
NpeacTaBUTENIO 3asBUTENS JIMYHO MOA PacnucKy, HampaefeH Mo MoyTe 3aka3HbiM MUCbMOM WM nepedaH B
9MEKTPOHHOW opMe Mo TEeNeKoOMMYHUKAUMOHHbIM KaHanam CcBsisau. B cnyyae HanpaBneHuss 3anpoca
YNOMHOMOYEHHOrO hefeparibHOr0 opraHa WCMONHWUTENbHOM BMAcTX MO NMoYTe 3aKasHbiM MUCbMOM OH CYMTaeTCs
MOJSTyYEHHbIM MO UCTEYEHUM LLECTU AHEN C AaTbl HANPaBMEHMWs 3aKa3HOro NMCcbMa.

4. 3asButenp o0643aH nNpeacTaBUTb OTBET Ha 3anpoc YMONTHOMOYEHHOro deneparnbHOro opraHa
WCNONHUTENBHON BracTM B CPOK, HE MpeBbillalolwmi AeBAHOCTa paboumx gHen co AHSA ero nonydveHus. Cpok,
yKa3aHHbIi B 4YacTu 1 HacTosillen cTaTbu, MPUOCTaAHaBNUBAETCH CO OHSA HanpaBfeHus 3asiBUTEnNto 3anpoca
YMNOJSTHOMOYEHHOrO hbefepanbHOro opraHa MCMOMHWUTENBbHOW BNacTM OO AHSA MOMyYeHWs UM COOTBETCTBYIOLLENO
oTBeTa.

5. OcHoBaHveM Ofis OTKasa B OpraHu3auuu 3KCnepTus, NpeayCMOTPEHHbIX YacTblo 1 HacTosiwen ctaTbw,
SBNAETCHA NpeacTaBneHme HeobxoamMbix NS NpoBeAeHUs NPeayCMOTPEHHbIX 9KCMEPTU3 JOKYMEHTOB B HEMOSTHOM
obbemMe unuM HenpeactaBreHne 3asBUTENEeM B YCTAHOBMEHHbIM CPOK OTBETa Ha 3anpoc YNONHOMOYEHHOro
denepanbHOro opraHa MWCNOMHUTENbHOW BMacTW, a Takke MpeacTaBrneHue [OOKYMEHTOB, HE coaepKallumx
ncyepnbIBaloLLEro nepeyHss He06XO0ANMbIX CBEAEHUN.

Cratbs 20. OKcnepTu3a AOKYMEHTOB, NMpeAcTaBfieHHbIX ANisi onpeaerieHusi BO3MOXHOCTU paccMaTpyMBaTh JleKapCTBEHHbIN
npenapat Ans MeAULWHCKOTO MNPUMEHEHUS NpuM OCYyWeCcTBreHMM rocyfapCcTBeHHOW perucTpauum B KadecTBe opd)aHHOro
neKapCTBEHHOro npenapara

(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

1. OkcnepTmsa [OKYMEHTOB, MPEACTaBMEHHbIX AN OonpedefieHnss BO3MOXHOCTM — paccMaTpuBaThb
rnieKkapCTBEHHbIV npenapar And MeAMLMHCKOro MPUMEHEHUS NPy OCYLLIECTBEHWUM rOCyAapCTBEHHOW perncTpauum B
KavyecTBe Op@daHHOro rfeKapcTBEHHOro rpenapara, COCTaBMEeHWEe KOMMWUCCUEN SKCMEePTOB 3aKMoYeHus o
BO3MOXHOCTM UMM HEBO3MOXHOCTW pacCcMaTtpuBaTb NEeKapCTBEHHbIM npenapaTt Ans MeAWUMHCKOrO NpYMEHEHWs
Mpu OCYLLECTBIIEHNM TOCYAAPCTBEHHOW perucTpauum B KadyecTBe OpdaHHOrO NeKapCTBEHHOro npenaparta u
HanpasfeHne [OaHHOTO 3aKIiOYEeHUss B YNOMHOMOYEHHbIN dedeparnbHbii OpraH WCNOMHUTENbHOW BNactu
OCYLLECTBMAITCA B CPOK, He MpeBbiawwmi Tpuguatn paboumx OHerW CO [AOHS MONydYeHus 3SKCNepTHbIM
yypexgeHuem 3ajaHus YnonHOMOYEHHOro dedeparibHOro opraHa WCMOMHWUTENbHOW BNacT M B 3NEKTPOHHOW
dopme nnm Ha GymaxkHbIX HOCUTENAX HeobXoaMMbIX JOKYMEHTOB, yKka3aHHbIX B nyHkTax 1, 2, 5, 6, 10 yvactn 4 n B
Yyactu 7 ctatbu 18 HacToswero ®egepanbHOro 3akoHa.

2. [lokyMmeHTbI, cogepxallmecs B perucTpaumoHHOM JOCbE Ha fleKapCTBEHHbIW npenapar v NocTynuBLUNE Ha
OYMaXKHbIX HOCUTENSAX B IKCMEpPTHOE y4ypexaeHue Ans OCYLEeCTBMEeHUs WX IKCnepTusbl Afs onpeaeneHus
BO3MOXHOCTW paccMmaTtpuBaTh NeKapCTBEHHbIW npenapaT Ans MeauLMHCKOro NPUMeHeHns B KadecTBe opdaHHoro
neKkapcTBEHHOro rnpenapara, fnojanexar BO3BpaTy B YMNOMHOMOYEHHbIM defeparnbHbli opraH WUCNONMHUTENBHON
BNacTn O4HOBPEMEHHO C 3aKIMIOYEHUAMMN COOTBETCTBYIOLLUX IKCNEPTUS.

Ctatbsl 21. PewieHMe 0 BO3MOXHOCTM paccMaTpuBaTb JIeKAPCTBEHHbIN MnpenapaTr Npyu OCYLUeCTBIIEHUM rocyfapCTBeHHOWN
perucTpaumm B KayecTBe opcpaHHOro nekapcTBeHHOro npenapara

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-$3)

1. B cpok, He MpeBbIWaWMIA NATM paboymx AHEN CO AHSA MOMyYeHWs 3aKM4YeHUs, yKasaHHOro B 4actu 1
ctatbn 20 HacToswero degepanbHOro 3akoHa, YNONMHOMOYEHHbIV hefeparbHbii OpraH UCMONHUTENBHON BNacTu
OCYLLLECTBMSAET OLEHKY MOMy4YEeHHOro 3akroyeHns Ang onpeferieHns ero COOTBETCTBUS 3a[aHUI0 Ha NpoBefeHune
COOTBETCTBYHOLLEW IKCNEPTM3bl U YBEAOMISET 3asBUTENSA B 3MIEKTPOHHOW (hopMe Mnm Ha BymaxHOM HocuTerne o
pesynbTatax MpPoOBEeAEeHHON 3KCNepTU3bl C MNPUIIOXKEHNEM KOMUW SKCMEPTHOro 3akmoyeHus (C CoXpaHeHueMm
KOH(pMAeHUManNbHOCTU MHOPMaLUN O COCTaBe SKCMEPTHON KOMUCCUM) U O BO3MOXHOCTWU UMM HEBO3MOXHOCTU
paccmaTpuBaTb  NeKapCTBEHHbIW  npenapat and  MeAUMUUHCKOrO  NPUMEHEHWsT MNpU  OCYLLECTBEHUM
rocy4apCTBEHHOWN pernctpaumm B kayecTse opaHHOro nekapcTBeHHOro npenaparTa.

2. lMpn BblHECEHUN KOMMUCCUEWN IKCMEPTOB 3aKMNIOYEHUSI O BO3MOXHOCTU paccmaTpmBaTb NeKkapCTBEHHbIN
npenapat ana mMeauumHCKOro npuMeHeHua npu ocyuleCTBiieHUMn rocy,u,apCTBeHHoM pernctpaummn B KadvectBe
opchaHHOro fiekapCTBEHHOroO npenapaTa ynosIHOMOYEeHHbIM dpefepanbHblid OpraH UCNOSTHUTENBHOW BlacTU B CPOK,
He I'IpeBbILIJaPOLLLI/IVI nATHN pa60q|/|x p,HeI7I CO OHA nony4vyeHuna OaHHOro 3akrnk4veHud, npuHnMMaeT pelleHne O Bblgade
3a/laHus Ha NpoBeJeHne IKCNEepPTU3bl KavecTBa NekapCTBEHHOro CpeacTBa U aKCnepTusbl OTHOLLEHNS OXUOaeMoMu
Nnonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS FeKkapCTBEHHOro npenaparta And MeAMUUHCKOro MpUMEHEeHus B
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nopsiake YCKOPEHHOW MNpouedypbl 9KCMepTusbl JIeKapCTBEHHOrO CPeAcTBa B COOTBETCTBUMM CO cTaTbel 26
HacTosiero ®efepanbHOro 3akoHa.

3. B cnyyae npuHATMA peleHns O HEeBO3MOXHOCTWM paccMaTpvBaTb NeKapCTBEHHbIV MpenapaTt ang
MEOMLIMHCKOrO MNPUMEHEHUA NpU rocyfapCTBEHHOM perncrpaumm B KavecTBe OphaHHOro fekapcTBEHHOro
npenapaTta yNOMHOMOYEHHbIW dedepanbHbli  OpraH MWCMOMHUTENbHOW BnacTu MpekpallaeT npouenypy
rocy4apCTBEHHOW perucrpaumm nekapcTBEHHOro npenapata. 3asButenb BnpaBe obpaTutbCs B PErnCTpUpyoLLmMi
OopraH C 3asiBfieHWeM O rocydapCTBEHHOW perncrpaumm ykasaHHOro fekapcTBEHHOro npenapara B COOTBETCTBUM
co ctaTben 18 HacToswero degepanbHOro 3akoHa.

CrtaTbs 22. YTpatuna cuny ¢ 1 urons 2015 ropa. - ®PepgepanbHbin 3aKkoH oT 22.12.2014 N 429-P3.

CrtaTtbsa 23. SKCHepTMSa Ka4yecTBa JieKapCTBEHHOro cpeacTtBa U 3KcnepTu3a OTHOLUEeHUA oXupaemon nonb3bl K BO3MOXXHOMY
PUCKY NpuMeHeHUs neKkapcTtBeHHOro npenaparta Ana MegumumMHCKoro npumMmeHeHus

(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. OkcnepTu3a kayecTBa IEKapCTBEHHOrO CpeacTBa M 3KCMEPTU3a OTHOLUEHUS OXMOAEMOW MNonb3bl K
BO3MOXXHOMY PUCKY MPUMEHEHUS NEKapCTBEHHOro npenapata Ansi MeOULMHCKOTO MPUMEHEHWs, COCTaBneHue
KOMUCCUAMM IKCNEPTOB 3aKIMYEHUI MO pe3ynbTataM NPOBEAEHHbIX 3KCNEPTU3 U HaNpaBneHne 3TUX 3aKN4YeHUn
B YMOMHOMOYEHHbIV (beepanbHbii OpraH UCMNONTHUTENBHOM BNACTU OCYLLECTBASIOTCA B CPOK, HE MpeBbillaloLwnii
cTa pgecsatn paboumx AOHEW CO OHA MOMydYeHUst SKCMEPTHbIM YyYpPEeXOEeHMEM COOTBETCTBYHOLLEro 3agaHus
YMOMHOMOYEHHOro defepanbHOro opraHa UCMONMHUTENBHOW BNAacTn U HEO6XO4MMbIX AOKYMEHTOB B 3IEKTPOHHON
cdopmMe unu Ha GyMaxKHbIX HOCUTENSIX.

2. B TeyeHue peBsiHOCTA AHEN CO AHS MONyYEHWUs peLUeHUs YNONHOMOYEHHOro defepanbHOro opraHa
MCMONHWUTENbHON BNacTy O NPOBEAEHUM 3KCMEepPTM3, NPeAyCMOTPEHHbIX YacTblo 1 HacTosen cTaTby, 3asaBUTENb
npeacTaBnsieT B 9KCMEPTHOE y4vpexAeHne AN npoBefeHMs SKCMepTM3bl KayecTBa fekapCTBEHHOro CpeacTsa
06pa3ubl NekapCcTBEHHOro npenaparta ANnst MeAWLUUHCKOrO MpUMEHEHMWSl, NMPOU3BEAEHHONO B COOTBETCTBUMM C
TpeboBaHWSMN OMbITHO-NPOMBILLSIEHHOTO U (Mr) NPOMBbILLNIEHHOTO PErNaMeHTOB, YTBEPXKAEHHbIX PYKOBOAUTENEM
NPOU3BOAUTENS NEKapCTBEHHbIX CPEACTB, a TakkKe B COOTBETCTBYKOLUMX Cryyasix obpasubl dhapmaueBTUYeckomn
cybcTaHuun, TeCT-LUTaMMa MUKPOOPraHU3MOB, KyNbTypbl KNETOK, 06pasLibl BELLECTB, MPUMEHSAEMbIX OS89 KOHTPONS
KayecTBa IEKapCTBEHHOrO CPEeACTBa MYTEM CPaBHEHWS C HUMW MUCCIEQYEMOro FNEKapCTBEHHOTO CpeAcTBa, B
Konu4ecTBax, HeobXxoaAUMbIX ANt BOCTIPOM3BEAEHUS METOA0OB KOHTPOIS KayecTBa.

3. MNpwn nony4yeHun obpasuoB fekapcTBEHHOro npenapaTta u dapMaueBTUYeCcKon cybCcTaHUMM 3KCnepTHoe
yypexageHue BbiAaeT 3asBUTEN0 OOKYMEHT, MOATBEpPXAalolWmMi nofyYyeHne ykasaHHbiXx obpasuoB, M B CPOK, He
npesblWaoWwmn Tpex pabounx gHewn, yBeoomnsieT B 3NEKTPOHHOW hopme unu Ha BymakHOM HocuTene o6 aTom
YMONMHOMOYEHHbIN doefeparnbHbli OpraH UCMONHUTENBHOW BNAcTu.

4. YKkasaHHble B 4acTsax 2 M 3 HaAcTodAwen cTaTbM CPOK Ans NpeAcTaBneHust 3asBuTtenem obpasuoB
NekapCTBEHHOro npenapaTa U apMaLeBTUYECKON CyOCTaHUMM U CPOK YBEAOMITEHUS] SKCNEPTHBLIM yYpexaeHnem
06 aToM Ha OyMaxHOM HOcCUTEeNe YMNOSIHOMOYEHHOro dyedeparnbHOro opraHa WCMOMHUTENBHOW BnacTn He
BKITHOHAIOTCHA B CPOK NPOBEAEHMS SKCNepTn3, npefyCMOTPEHHbIX YacTbio 1 HAcToALLEeN CTaTby.

5. ,D,OKyMeHTbI, NnocTynueLIMe B 3KCNEepTHOe y4dpexaeHune AOnd npoBedeHua 3KCnepTus, npeayCMOTpPeHHbIX
yacTblo 1 HacTosAwen crtaTbu, noanexar BO3BparTy B yl'lOJ'IHOMO‘-IeHHbIVI (bep,epaanblVl opraH NCMONHUTENBHOMN
BfacTtu 0 gHOBPEMEHHO C 3aKITlo4eHNUAMUN, NoJNTyYeHHbIMU NO pe3yrnbTaTaM COOTBETCTBYHOLLUMX SKCNEePTUI.

Cratbs 24. 3KcnepTM3a Ka4yecTBa JieKapCTBEHHOro cpencTtBa U J3KCcnepTuia OTHOLUEHUA OXuAaemMon Nonb3bl K BO3MOXHOMY
PUCKY NpuMeHeHUA NneKkapCTBeHHOro npenaparta Ansa BeTepMmHapHoro npuMmeHeHus

1. OkcnepTm3a kavyecTBa I€KapCTBEHHOrO CpeacTBa M 9KCMepTM3a OTHOLIEHUSA OXUOAeMOW nofb3bl K
BO3MOXHOMY PWUCKY MPUMEHEHMS NeKapCTBEHHOro rnpenaparta Ans BeTepUMHapHOro NpuUMEHEeHUs, cocTaBrneHue
KOMWCCUAMM 3KCNEPTOB 3aKIMOYEHNI MO pesyrnbTaTaM yKasaHHbIX 3KCNepTM3 Y HanpasrieHUe Takux 3akroyeHui B
YMONHOMOYEHHbIN doefeparbHbIi OpraH UCNONMHUTENBHON BNACTN OCYLLECTBNAIOTCA B CPOK, HE NPEeBbILLAaLWNA cTa
Aecaty pabounx AHew CO OHA MOSyYEeHUst SKCNEPTHbIM yupexaeHeM 3adaHust YNorHOMOYEHHOro deaeparnbHOro
opraHa UCMNOnHUTENBHOW BRacTn ¢ AOKYMEHTaMW, yka3aHHbIMW B YacTu 3 ctatbu 17 HacToswero degepanbHOro
3aKoHa.

(B pea. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-d3, o1 13.07.2015 N 241-03)

2. B TeyeHue naTtHaguatu pa60q|/|x OHen co aHs nony4yeHuna pelweHnda ynosiHOMOYeHHOro cbe,qepaanoro
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opraHa NCMNOMHNTENBHON BRacTn O npoBeaeHnn ykKas3aHHbIX B 4acTu 1 HacTosiLEen cTaTbh JKCMNEePTU3 3adABUTETb
npencrtaBnAaAeT B 3KCNepTHOe y4dpexaeHue AOnd npoBegeHund 3KCnepTu3bl KadecTBa J1eKapCTBEHHOro cpeactBa
06pa3u,b| JNIeKapCTBEHHOIo npenaparta AnAa BeTepuHapHOro npmMMeHeHua, npom3seneHHOro B COOTBETCTBUU C
Tp96OBaHVI9-|MVI TEXHOJIOTMYEeCKnX pernamMmeHToB, yTBEpXXAEHHbIX pykoBoAUTENEM Npon3BoaAnUTENIA NNIEKapCTBEHHbIX
cpeacTB, a Takke 06pa3eu, Q)apMaLleBTVIquKOVI CY6CTaHLI,VIVI B KOnmnyecTtBax, He0OX0AMMbIX ON1s BOcCnpoun3seaeHuA
MEeTO4O0B KOHTPOJIA Ka4eCcTBa.

3. Mpwn nonyyeHnn obpasLioB NeKapCTBEHHOro npenapara u hapmaueBTU4eckor cybCcTaHUUn 3KCnepTHoe
yypexaeHue BblaaeT 3asBUTEN0 AOKYMEHT, NoATBEpXAatloLMiA nonyyYyeHne ykasaHHbIX o006pasuoB, U B CPOK, He
npeBbllLAWNA  Tpex paboumx OHeW, yBedoMIiieT B MUCbMeHHoW ¢opme 06 3TOM  YNOHOMOYEHHbIN
deaepanbHbIi OpraH UCNOMHUTENBHOW BNacTMW.

4. Cpok gns npefcTtaBrieHnst 3asiBuTenem o6pasuoB fekapCTBEHHOro npenaparta u dapMaueBTUYEeCKon
cybCcTaHUUN 1 CPOK YBEOOMIIEHUS SKCNEPTHbIM yypexaeHneMm o6 3TOM B NUCbMEHHOW (bopMe YNONHOMOYEHHOMO
denepanbHOro opraHa UCNONMHUTENBHOM BRACTW, yKa3aHHble B YacTaX 2 U 3 HaCTOsILWEN CTaTby, HE BKINIOYAOTCS B
CPOK NpOBEeAEHUS yKa3aHHbIX B YacTu 1 HACTOsLLEN CTaTby AKCNEpPTUS.

5. [lokyMeHTbI, NOCTYNUBLLME B 3KCNIEPTHOE YupexaeHne Ans NpoBeAeHUs ykadaHHbIX B YacTu 1 HacTosLwen
CTaTbW 3KCMEpPTW3, noanexar BO3BpaTy B YMNOMHOMOYEHHbIN efeparnbHbIi OpraH WCMOMHUTENBHOW BRacTy
OOHOBPEMEHHO C 3aKIMHUYEHUAMM MO pe3ynbTaTtam ykasaHHbIX 3KCNepTus.

CtaTbs 25. MoBTOpHOE NpoBeAeHNe IKCNePTU3bl NlIeKapCTBEHHbIX CPeACTB

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B cny4asix HegocTaTo4HONM 0BGOCHOBAHHOCTM UMW HEMOJHOThLI 3aKIMOYEHNST KOMUCCUMUN 3KCMEPTOB, HANU4Yns
B HEM NPOTUBOPEUMBLIX AAHHBIX, (hanbcudpukaunm BelIBOOOB IKCNEPTU3bl NEKAPCTBEHHOrO CPeacTBa, COKPbITUA OT
YMOMHOMOYEHHOro heepanbHOro opraHa UCNOMHUTENBHOW BNACTU OCHOBAHUIM ANsi OTBOAA SKCMepTa BCNeAcTBMe
€ero 3avHTEepPecoBaHHOCTM B pes3yrbTaTtax COOTBETCTBYIOLLENA IKCNEPTU3bl, HanMyuusa AaHHbIX O NpsMom nnbo
KOCBEHHOM BMeLLIaTenbCTBE B NMPOLECC COOTBETCTBYIOLLEN 3KCNEPTU3bl NUL, HE Y4acTBYHOLUMX B €€ NpoBeAEHUN,
HO OKas3aBLUMX BIIMSIHWE HA MPOLECC M pes3ynbTaTbl €e NpoBeAeHUs, YNONMHOMOYEHHbIM doeaepanbHbiM OpraHoM
WCNONMHUTENBHON BrlacTM Ha3HaA4YaeTCs MOBTOPHAs 3KCMEepTU3a JeKapCTBEHHOrOo CpeacTBa M (uUnm) aTumyeckasi
3KcnepTm3a.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. TloBTOopHas 3KcnepTM3a NekapCTBEHHOTO CPeACTBa MPOBOAMUTCS C Y4YETOM pe3ynbTaToB paHee
NpoBeAEHHON 3KCMEPTU3bl B CPOK, YCTAHOBMEHHbIA YNONHOMOYEHHBIM ddeeparibHblM OpraHoOM MCMOMHUTENbHOM
BMacTW M He MpEeBbILIALWMIA TpUALAaTM paboyunx OHEN CO OHSA NOMyYeHUs SKCMEPTHBIM YYpexaeHnem 3agaHus Ha
npoBeAeHne NOBTOPHOMN 3KCNEPTU3bl NeKapCTBEHHOrO CPeacTBa.

(B peq. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. ®wuHaHcoBoe obecneyeHne BbINOMHEHMS 3adaHMs Ha MNpOBeAeHMEe MOBTOPHOM  3KCNepTu3bl
NnekapCTBEHHOrO CPeACTBa HE OCYLLECTBIIAETCS.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CtaTbs 26. YckopeHHas npoueaypa 3KCnepTu3bl IeKapCTBEHHbIX CPeAcTB

1. YckopeHHas npouenypa aKcnepTusbl NEKAPCTBEHHbLIX CPeACTB B LENsX rocyaapCTBEHHOW perncrpauun
NEeKapCTBEHHbIX NpenapaToB NPUMEHSETCA B OTHOLIEHUN OpdIaHHbIX JIEKApPCTBEHHLIX MpernapaToB, NepBbIX TPeX
NEeKapCTBEHHbIX MpenapaToB, pernctpupyembix B Poccuiickon ®Pepepaumm B KayecTBe BOCMPOU3BEAEHHbIX
NEeKapCTBEHHbIX MpenapaTtoB, O4YepenHOCTb KOTOPbIX OnpefensieTca B COOTBETCTBMM C HOMEPOM M [aTon
BXOOSALMX 3asABMEHUA O TOCYSAPCTBEHHOW perncTpaumm NeKapCTBEHHbIX MpPenapaTtoB B paMKax O[HOro
MEXOYHapOAHOro HenaTeHTOBaAHHOrO HaUMEHOBaHMSI JEKApCTBEHHOro npenapata WM rpynnupoBOYHOIO
HaVMMEHOBaHUSA NEKapCTBEHHOrO Mpenaparta, MU NIeKapCTBEHHbIX NMpenapaTtoB, NpegHa3HAYeHHbIX UCKMIOYMTENbHO
ANs NPUMEHEHNS1 HECOBEPLUEHHONETHUMIN FpaXkaaHaMu.

(B pea. PegepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 13.07.2015 N 241-03)

2. yCKOpeHHaﬂ npouenypa 3KCnepTuabl J1IeKapCTBEHHbLIX CPeAcCTB B LEenAx FOCWJ,apCTBeHHOVI perncrtpauunmn
NNeKapCTBEHHbIX npenapaTtoB He NpUMeHAEeTCA B OTHOLLEeHUU:

1) 6ruoaHanoroBbix (6MONOAOOHLIX) NTEKAPCTBEHHbIX NpenapaToB (GrnoaHanoros);
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2) pebepeHTHbIX NeKkapCcTBEHHbIX NpenapaToB (3a UCKMYeHeM opaHHbIX NeKapCTBEHHbIX NpenapaToB);

3) BoCnpousBeOeHHbIX NEKAapPCTBEHHbIX MPEnapaToB (3a MCKIHYEHMEM MNEPBbIX TPEX PErNcCTpUpYeMbIX B
Poccuitickon depepaumm B KayecTBe BOCMPOU3BEAEHHbIX JEKAPCTBEHHbLIX MpenapaToB U JFeKapCTBEHHbIX
npenaparos, NpegHa3HaYeHHbIX UCKMHUYUTENBHO AN NPUMEHEHNS HECOBEPLUEHHONETHUMU rpaxaaHamu);

4) HOBbIX KOMOMHALUWIM 3aperMcTpPMpPOBaHHbIX paHee NekapCTBEHHbIX NpenapaTos;

5) nekapcTBEHHbIX NpenapaToB, 3apernCTpMpoOBaHHbIX paHee, HO NPOM3BEAEHHbIX B APYIMX NTEKapCTBEHHbIX
¢opmMax B COOTBETCTBMM C NEPEYHEM HAMMEHOBAHWU NEKapPCTBEHHbIX (OOPM 1M B HOBOM JO3UPOBKE.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. YckopeHHas npouedypa  9KCMepTW3bl  NeKapCTBEHHbIX CpPeAcTB  MPOBOOAWUTCA MO peLUeHUto
COOTBETCTBYHOLLErO YNONHOMOYEHHOro (heeparnbHOro opraHa UCNOIHUTENbHOW BAacTM Ha OCHOBaHWW 3asiBNeHus
3asdBMTENs B CPOK, He MpeBbllamowuii BocbMugecatn paboumx AHen. lMpu 3TOM 3KCnepTM3a AOKYMEHTOB,
cogepaluxcs B perncTpaumMoHHOM AOCbe Ha fieKkapCTBEHHbIN npenapaT, MPOBOAUTCH B CPOK, He NpeBblLLaoLwuii
Aecatyn paboumx OHew, 3KcrnepTu3a KavecTBa fleKapCTBEHHOro CPeAcTBa WM 3KCMepTM3a OTHOLLEHUS OXMAAeMOn
Nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHWS feKapCTBEHHOro npenaparta NPOBOAATCS B CPOK, He NpeBblLLaroLLuii
LwecTnaecaTm pabounx gHen.

(vacTb 3 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3.1. B oTHOweHnn opdaHHbIX NeKkapCTBEHHbIX npenapartoB MOryT ObiTb MNpeacTaBneHbl pesynbTaThl
OOKINVHNYECKUX WCCNEedOBaHWA NEeKapCTBEHHbIX CPEeACTB M KIMHUYECKUX WCCredoBaHUi  feKapCTBEHHbIX
npenapaToB AN MEOWLMHCKOrO MpUMEHEHMs, BbIMONMHEHHbIX 3a npegenamu Poccuiickon ®egepaumn B
COOTBETCTBUM C MpaBuiaMy Haanexailen nabopaTOpHON MPaKTUKM U NpaBuiamn Hagnexawienh KIMHUYecKown
NPaKTUKWN.

(vacTb 3.1 BBegeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

4. YckopeHHas npoueaypa aKCnepTusbl NeKapCTBEHHbIX CPeacTB MPOBOAUTCH B Nopsigke, YyCTaHOBMEHHOM
ctatbsMn 17 - 20, 23 n 24 Hactosuwero degepasnbHOro 3akoHa, U He O3Ha4yaeT CHWKeHuss TpeboBaHMM K
6e3onacHoCTH, Ka4ecTBY M 3 EKTUBHOCTM NIEKAapCTBEHHbBIX MPenapaToB.

Cratbf 27. PewueHue o rocysapCTBeHHOM perucTpauum fiekapcTBeHHOro npenapara

1. B CcpoK, He NpeBbILLAOLWMI AECATM pabounx OHEN CO OHS NONYYEHUS 3aKMOYEHMI KOMUCCUM SKCNEPTOB NO
pesynbTaTtaM 3KCMepTM3bl Ka4ecTBa JIEKAPCTBEHHOrO CPeACcTBa WM 9KCMEPTU3bl OTHOLUEHUS OXMAAeMOW Nosb3bl K
BO3MOXHOMY  PUCKY MNPUMEHEHWs  fIeKapCTBEHHOrO  npenaparta, COOTBETCTBYIOLMIA  YMOJIHOMOYEHHbIV
deaepanbHbIi opraH UCNOSTHUTENbHOW BNACTU:

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) pasmeLlaeT Ha cBoeM ouumanbHOM canTe B ceTu "MIHTepHeT" COOTBETCTBYIOLLME 3aKIHOYEHUS KOMUCCUN
3KCMEPTOB M OCYLLECTBNSAET X OLIEHKY ANS onpeaerieHMs COOTBETCTBMS 3a4aHNo Ha NPOBEAEHME STUX IKCNEPTUS;
(n. 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2) NnpUHMMaeT pelleHne o FOCYﬂapCTBeHHOVI pernctpaunmn nekapCcTtBeHHOro npenaparta wunm 06 oTkase B
FOCWJ,apCTBeHHOVI perncTtpaunmn nekapCTtBeHHOro npenapara;

3) BHOCMUT Npw NPUHATMM PELUEHUS O roOCYAapCTBEHHOW permcTpaumm nekapcTBEHHOro npenaparta AaHHble O
3aperncTpupoBaHHOM feKapCTBEHHOM Mpenapare, B TOM 4Yucne o dpapmMaLeBTUYECKON CyOCTaHLMN, BXOOSALWEN B
COCTaB NeKapCTBEHHOro npenapara, B rocyJapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB U BblAaeT 3asiBUTENo
perncTtpaumMoHHoe  yOOCTOBepeHMe  fekapCTBEHHOro  npenapata, dopma  KOTOporo  yTBepxaaeTtcs
YNOMHOMOYEHHbIM  (befepanbHbIM  OpPraHOM  UCMOMNHUTENbHOW  BNAcTW,  COrMacoBaHHble  HOPMAaTUBHYHO
OOKYMEeHTaLMo, HOPMATUBHbLIA JOKYMEHT, MHCTPYKLMIO MO MPUMEHEHUIO NEKapCTBEHHOro npenapata U MakeThbl
NEPBUYHON YNaKOBKN U BTOPUYHOM (MOTPEOUTENBCKOM) YNAKOBKM C YKa3aHNMEM Ha HUX HOMepa PerncTpaLMoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOro npenapaTa U gaTbl ero rocygapCTtBEeHHOW pernctpaumm unu B criydae npuHATUA
peweHnss o6 oTkase B rocyJapCTBEHHOM pernmcTpauumn NeKapCTBEHHOro npenaparta yBeAOMNSAeT B MUCbMEHHOM
dopme 3aaBuTens o6 3TOM C yKasaHMeM MPUYMH TaKoro oTkasa. 3a Bblgady permcTpauuoHHOro yaoCTOBEPEHMS
NekapCTBEHHOro npenapaTta B3MMaeTcs rocydapCTBeHHas MoWfnHa B COOTBETCTBUM C 3aKOHOAATESNbCTBOM
Poccuiickon depepaumm o Hanorax n cbopax.

(B peq. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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2. OcHoBaHMEM p[nisi OTka3a B rOCYAapCTBEHHOW pervcTpaumy nekapCTBEHHOro npenapaTta sBhsieTcs
peLleHne COOTBETCTBYHOLLEIO YNOMHOMOYEHHOro dedepanbHOro opraHa WMCMOMHWUTENbHOW BractM O TOM, 4TO
kKayecTBO U (Unn) 3PEPEKTUBHOCTL PETUCTPUPYEMOrO JIEKAPCTBEHHOTO MNpenapata He NoATBEPXAEHbI
MONYYEHHbIMW AAHHBIMW UMW YTO PUCK NPUYMHEHUS Bpeda 300POBbI0 YenoBeKa WM XKMBOTHOTMO BCREACTBUE
npuema nekapcTBEHHOrO Npenapara npesbilaeT 3pheEKTUBHOCTL Ero MPUMEHEHUS.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3. TlloBTopHOE npeacTaBneHne B  COOTBETCTBYHOLIMN  YNOMHOMOYEHHbIM  dbefdepanbHbid  opraH
WCNONHUTENBHON BNAacTy NekapCTBEHHOMo npenapara, B OTHOLLEHUN KOTOPOro Nofy4yeH OTka3 B rocyaapCTBEHHON
perncTpaumm M KOTOPbIA BMOCNEACTBMM MOABEPrcs U3MEHEHW0 B 4acTM €ro CocTaBa, paccMmaTpuMBaEeTCsl Kak
npeAcTaBrieHMe HOBOrO JIEKAPCTBEHHOrO Mpenaparta Ha €ero rocygapCTBEHHYH peructpauuio He3aBMCUMO OT
COXpaHEHUs ero NepPBNUYHOIO HAMMEHOBAHUS.

(vyacTtb 3 B pen. PeagepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CrtaTbs 27.1. Nopapok onpeaeneHns B3aumMmo3amMeHsAeMOCTH NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NpuMeHeHus
(BBegeHa ®epepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-$3)

1. B3aMmo3ameHseMOCTb JIeKapCTBEHHbIX npenapaTtoB AnA MeOULMHCKOro npuMeHeHuna onpenerndeTcd B
nopsAagke, yCtaHoBJIEHHOM npaBVITeJ'IbCTBOM Poccuiickon <Dep,epau,vw|, Ha OCHOBaHUKM cneaywLlinx napameTpoB:

1) akBMBaneHTHOCTb (AN 6uoaHanoroBbix (brnonogobHbIX) NekapcTBEeHHbIX npenapatoB (buoaHanoros) -
COMOCTaBMMOCTb)  Ka4eCTBEHHbIX W  KOMWYECTBEHHbIX XapaKTepucTWK dapmaueBTUYeckux cybcTaHuui
(ncnonb3oBaHWe pasnu4YHbIX Cconen, 3dMpOoB, KOMMNIIEKCOB, W30MEPOB, KpucTannuyeckux dopm u  ApYrux
NMPOM3BOAHBLIX OOHOMO M TOrO e AeNCTBYIOLLEro BellecTsa He ABNAeTCs NpensTCcTBUEM AN B3aMMO3aMeHAeMOCT U
rnieKkapCTBEHHbIX NpenapaTtoB, €Cnv MpW NpPOBEeAeHWM WccrnefoBaHWs OMO3KBUBANEHTHOCTU NeKapCTBEHHOro
npenapaTta wnu B Criydae HEBO3MOXHOCTW MPOBEAEeHUs 3TOro WMCCrefoBaHWs Npu NPOBEAEHUU UCCNeaoBaHUs
TepaneBTUYECKON 3KBMBANEHTHOCTM feKapCTBEHHOro npenapaTta AoKa3aHO OTCYTCTBUE KIIMHUYECKN 3HAYMMbIX
pasnuuui  apmakokMHeTukn u (unun) 6esonacHocTM M 3PEPEKTMBHOCTM MEeKapCTBEHHOro npenapaTta Ans
MEeOMLMHCKOrO NPUMEHEHNS);

2) 9KBMBANEHTHOCTb JIEKAPCTBEHHOW OpMbl (NOA4  SKBUBANEHTHLIMU  JIEKAPCTBEHHLIMKU  hopmMamu
MOHUMAIOTCA pa3Hble NeKapcTBEHHble (hOPMbI, UMEILLNE OMHAKOBbIE CNocob BBeAeHUS U cnocob NpUMeHeHMs,
obnagatoLme conocTaBMMbIMU (DapMaKOKMHETUYECKMMU XapaKTePUCTUKAMM U hapMaKoNormyecknum AeicTBUEM U
obecneuymBatoLLMe Takke AOCTKEHNE HeoBXoaMMOro KrnuHudeckoro addekta. Paznuuus nekapcTBeHHbIX opm
He $BRAOTCA NpPenaTcTBMEM AN WX B3aMMO3aMEHSIEMOCTW, €CnuM  Mpu  MPOBEAEHUM  UCCIeoBaHusA
OG1OSKBMBANEHTHOCTM JIEKApCTBEHHOrO npenapata WnNM B Cnyyae HEBO3MOXHOCTU NPOBEAEHWNs 3TOro
nccnegoBaHns Npu NPOBEAEHUM UCCINEAOBaHUS TepaneBTUYECKON 3KBMBANEHTHOCTM NEKAPCTBEHHOrO npenapaTa
[OKa3aHO OTCYTCTBME KMMHWYECKM 3HAYMMbIX pasnuMuuMin  (hapMakoKMHETUKM U (unn) 6Bes3onacHocT U
9 (heKTUBHOCTM NEeKapCTBEHHOrO Npenapara Anst MeaULMHCKOro NPUMEHEHNS);

3) 3KBUBANeHTHOCTb WM CONOCTaBMMOCTb COCTaBa BCMOMOraTefbHbIX BELLECTB NeKapCTBEHHOro npenaparta
ANst MeVLIMHCKOro NPUMEHEHNS (pasnuyns coctaBa BCMOMOraTerbHbIX BELLECTB NIeKkapCTBEHHOro npenapara Ans
MeOMLMHCKOrO NMPUMEHEHUS He SBNSAITCA NPEnATCTBUMEM ANS UX B3aMMO3aMEHSeMOCTW, ecriv nNpu nposefeHun
nccnegoBaHns GMO3KBUBANEHTHOCTY NeKapCTBEHHOrO npenapara Ans MeAWMUMHCKOro MPUMEHEHUS NN B crnyyae
HEBO3MOXHOCTU MpPOBEAEHUs 3TOro  WUCCrnefoBaHUA npu  NPOBEAEHUUM WUCCrNedoBaHUs TepaneBTUYeCcKon
3KBMBANEHTHOCTU NeKapCTBEHHOro npenaparta A8 MeauUUHCKOro NpMMeEHeHNs [oKa3aHo OTCYTCTBUE KITMHUYECKU
3HAYUMBbIX pasnuuuii PapmMakoKMHeTUkn u (Mnm) 6esonacHocT n 3PPEKTUBHOCTU fEeKapCTBEHHOIO npenapaTa
ANa MeguUMHCKOro npuMmeHeHus. NMpu 3ToM pasnnyusa coctasa BCoOMOraTeribHbIX BELECTB He A0MKHbI NPUBOANTL
K PUCKY BO3HWKHOBEHUSI CEPbE3HbIX HexeraTerbHblX peakuuin y oTAeNbHbIX rPynn nauMeHTOB UMW MOBbILWEHUA
YacTOTbl UX BO3HWMKHOBEHMS);

4) NOEHTUYHOCTb cnocoba BBeAeHUs U NPUMEHEHUA;

5) OTCYTCTBUE KIMHUYECKN 3HAYUMbIX Pas3nuyuMin Npu MPOBELEHUN WCCreOoBaHWUs OMO3KBMBANEHTHOCTU
NEeKapCTBEHHOro npenapata unu B Cryvyae HEBO3MOXHOCTM MNPOBEAEHMSI 3TOrMO0 WCCRenoBaHMsi OTCYTCTBUE
KMMHUYECKN 3HAYMMbIX pasnmynii nokasatenen 6e30nacHOCTU 1 3hPEKTUBHOCTU NIEKAPCTBEHHOIO NpenapaTa npu
npoBefeHUn uccnegoBaHWs TepaneBTUYECKOW SKBMBANEHTHOCTU. [aHHbIii napameTp He npumeHsdeTcd B
OTHOLLEHMM BOCMNPOU3BEAEHHbIX NEeKapCTBEHHbIX MpenapaToB, ykasaHHbIX B 4Yactu 10 ctatbm 18 HacToswero
depepanbHoro 3akoHa. B oTHoweHun ©BuoaHanoroBbix (6UONOAOGHBIX) NeKapCTBEHHbLIX MNpenapaTos
(buoaHanoroB) AaHHble 06 OTCYTCTBMM KIUHWYECKM 3HAYMMbIX pasnuyun Ge3onacHocTn, 3dEKTUBHOCTU W
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MMMYHOIeHHOCTM JeKapCTBEHHOro npenapara no pe3ynbTtataM npoBeaeHnd KInMHUYeCKnX nccnegosaHumn
npenocTtaBATCA B nopAaKe, YCTaHOBJIEHHOM HaCTOSILLEN YaCTblo;

6) cooTBeTCTBME  MpPOU3BOOAUTENS  JIEKAPCTBEHHOrO  CpedcTBa  TpeboBaHMSAM  Haanexallewn
NPOV3BOACTBEHHON MPaKTUKU.

2. CpaBHeHMWe NapaMeTpoB PErMcTpUpyeMblX NEKapCTBEHHbIX NpenaparoB Ans MeaULUHCKOro NpUMeHeHus!
OCYLLECTBNAETCH KOMWUCCUEN JKCTMIEPTOB JKCTMIEPTHOMO YYPEXOAEHUs MpW  MPOBEAEHUM IKCMEPTM3bl  TaKUX
NeKapCTBEHHbIX MpenapaTtoB B MpOLECCe WX T[OCydapCTBEHHOW perucTpaumu. BbiBogbl 3KCMepToB O
B3aMMO3aMEHSEMOCTM  WINN  HEeB3aMMO3aMEHSIEMOCTV  JIEKapCTBEHHbIX MpenapatoB AN MEeAMLMHCKOro
NpYMEeHEeHWsl, COenaHHble B pe3ynbTaTe 3TOro CPaBHEHWs, OYOPMIIAIOTCA B BUAE MPUIOXKEHUS K 3aKIOYEHUH0
3KCMEepToB Mo hopmMe, YyTBEPXKAEHHOMN YNOSTHOMOYEHHbIM befepasibHbIM OPraHOM UCTIONHUTENbHOM BNacTy.

3. MNonoxeHns HacTosALlen cTaTbM HEe PacnPOCTPaHATCA Ha pedepeHTHble NeKapCTBEHHbIe npenaparthl,
neKapcTBEHHble pacTUTernbHble MNpenapaTbl, romMeonaTudeckue nekapcTBeHHble npenapaTtbl M NeKapCTBEHHbIe
npenapaTbl, KOTOpblE pa3pelUeHbl 4N MeguUUHCKOro npumeHeHust B Poccuiickon ®epepaummn 6onee asaguatu
neT 1 B OTHOLUEHMUN KOTOPbIX HEBO3MOXXHO NPOBEAEHNE NCCNEOOBaHNA UX BUO3KBNBANEHTHOCTH.

CraTtbs 28. PeructpaumoHHoe yaocToBepeHne NeKkapcTBEHHOro npenapara

1. PernctpaunoHHoe yOooCTOBEpPEHME NEeKapCTBEHHOro npenapaTta C ykasaHUMeM JeKapCTBEHHbIX hopM U
[03VPOBOK BblJaeTcs 6eccpoyHO, 3a WCKMIYEHMEM PErMCTPaLMOHHOTO YAOCTOBEPEHUS FEeKapCTBEHHOIO
npenaparta, BblJaBaeMOro CO CPOKOM AEWCTBUS MsATb JIeT, Ha BMepBble perucTpupyemble B Poccuiickoin
denepaunu nekapcTBeHHble NpenapaTsbl.

2. Mo ncteyeHnn ykasaHHOro B YacTu 1 HacTosILLEeN cTaTby Cpoka BblaaeTcs 6eccpoyHoe pernctTpaunoHHoe
yOOCTOBEpPEHME NeKkapcTBEHHOro npenapara npy yCrnoBun NOATBEP)KAEHUS ero rocyAapCTBEHHOW perncTpaumu.

3. B cny4yae BHeceHus B cooTBeTcTBUM co cTatbamn 30 n 31 HacToswero ®egepansHOro 3akoHa N3MeHeHun
B cofepxalumecs B perncTpaumoHHOM [OCbe Ha 3aperncTpupoBaHHbIN JIeKapCTBEHHbIM npenapaTt OOKYMEHTHI,
3aTparuBalolmx CBedeHUs, OTpPaXeHHble B pPerncTpaLvoHHOM YAOCTOBEPEHUM NeKkapCTBEHHOro mnpenapaTa,
YMNONMHOMOYEHHbIN  bedeparnbHbIl - OpraH  UCMOSTHUTENbHOW  BMacTyM  BblJaeT HOBOE  perucTpaumoHHoe
YAOCTOBEpEHWEe NeKkapCTBEHHOro npenapara, coaepxallee BHeCEHHbIE B HEMrO U3MEHEHUS.
(vacTb 3 BBegeHa PegepanbHbiM 3akoHOM OT 22.12.2014 N 429-$3)

4. B cnyyae yTpaTbl UNW NOBPEXAEHUS PErMCTPaLMOHHOIO yAOCTOBEPEHUSA NeKapCTBEHHOrO npenaparta no
3asBMEeHN0 B MUCbMeHHOM opme AdepxaTensa wnv Bnagenbua PermcTpauMoHHOro  YOOCTOBEpPEeHWs
rfiekapCTBEHHOro npenapata Wnu YnorHOMOYEHHOrO MMW JPYroro puauMyeckoro nuua o Bblgaye Aybnvkara
pPerncTpauMoHHOro yOOCTOBEPEHUS JeKapCTBEHHOro mnpenapaTta  YNoOfMHOMOYEHHbI  dedepanbHbIi  opraH
MCMONHWUTENbHOW BNAacT B CPOK, HE MpeBblllaloWwni AecAaTn pabodmx AHen Co OHA MNOCTYNSeHUs 3asBreHus,
BblgaeT Aybnukat permcTpauMoHHOro yAOCTOBEpPeHMs fekapCTBEHHOro npenapaTta. 3a Bbigady Aybnukarta
perncTpaumMoHHOro YAOOCTOBEPEHUS JieKapCTBEHHOro npenapata B3vMMaeTcd roCcyAapCTBEeHHas nownnHa B
COOTBETCTBMU C 3akoHoAdaTenbcTBOM Poccuiickon Pegepaumm o Hanorax n cbéopax.

(vacTb 4 BBegeHa PegepanbHbiM 3akOHOM OT 22.12.2014 N 429-$3)

CrtaTbs 29. MNoaTBepxaeHue rocyaapcTBEHHON perncTpaLuum nekapcTBeHHoOro npenapara
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. lNoaTteepxgeHne rocyaapCTBEHHOM pernctpaumm nekapCTBEHHOro mnpenapata OcCyLWecTBhAseTca npu
Bblgaye 0eccpoYHOro perncTpaumoHHOrO YOOCTOBEPEHMS NEKapCTBEHHOrO MnpenapaTta B crny4vae, yka3aHHOM B
Yyactu 2 ctaTtbk 28 HacToswero PefepanbHOro 3akoHa, B CPOK, HE MPEBbILLALWNIA LECTUAECATN pabounx OHEN Co
OHS  NOmNyyYeHUs COOTBETCTBYHOLUMM YNONTHOMOYEHHbIM defepanbHbiM  OpraHOM  UCMOMHUTENbHOW BRacTu
3as1BNeHNst 0 NoATBEPXAEHUM rOCYNapCTBEHHOW perucTpaumm nekapcTBeHHoro npenapata. He ocylectensercs
noATBepPXXAeHMe rocyqapCTBEHHOW permcTpauumn B OTHOLLIEHUW NeKapCTBEHHOro npenapara, He HaxOoAMBLUErocs B
obpaweHnn B Poccuiickon ®enepaummn B TeveHne Tpex u Gonee neT, a Takke B OTHOLIEHUWN FIEKAPCTBEHHOMO
CPEACTBa, MPOM3BEAEHHOrO C HapylweHuem TpebOOoBaHWs, YCTaHOBIIEHHOro 4YacTbk 3.7 cTtatbk 71 HacTosero
depepanbHOro 3akoHa.

2. 3asBneHMe O MOATBEPXKOEHWM TOCYLApPCTBEHHOM perucTpauuyM  JiekapCTBEHHOro  npenapaTa
npeacTaBnaeTcs B COOTBETCTBYHOLLMIA YNIONHOMOYEHHbIA dhefepanbHblii opraH UCMONHUTENBHOM BNacTu He paHee
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YeM 3a CTO BOCEMbOECAT [AHEeW [0 WUCTeYeHus CpokKa OencTeus pernctpaunoHHOro yaoctoBepeHunA
JNIeKapCTBEHHOrIO npenapara.

3. TloaTtBepxaeHWe rocyadapCTBEHHOW perucTpaumMyM nekapCTBEHHOrO MpenapaTta OCyLWecTBRAeTcs Mo
pe3ynbTataM 3KCNepTU3bl OTHOLLEHUSA OXWOAEMOWN MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs] NeKapCTBEHHOro
npenapata Ha OCHOBaHMM pe3ynbTaToOB MOHUTOPUHra 3(PPEKTUBHOCTU U BGe30MacHOCTU NeKapCTBEHHOMO
npenapaTa, NPOBOAUMOro AepXxaTenem unv BragenbuemM pPerncTpauuoHHOro yAOCTOBEPEHUS NeKapCTBEHHOro
npenapata nMbo YNONMHOMOYEHHbIM UMW OPUAMYECKUM NULOM, a Takke COOTBETCTBYHOLLMM YMOMHOMOYEHHbIM
denepanbHbiM OpraHoOM MWCMOMHUTENBHOW BNacTM B COOTBETCTBUM C TpeboBaHuaAMM cTaTbu 64 HacTosLero
denepanbHOro 3akoHa.

4. K 3agBneHVMi0 O MOATBEPXOAEHUM TOCYOapCTBEHHOW perucTpauuMm nekapcTBEHHOro mnpenapara
npunaralTca  AOKYMEHTbI, cogepxawme pesynbTaTbl MOHUTOPUHra addekTnBHoCTM U 6esonacHocTu
nekapCcTBEHHOro npenapaTta, NPOBOAMMOrO AepXaTernem unu Briagenblem perucTpaumoHHOro YAOCTOBEPEHMUS
nekapcTBEHHOro npenapaTta nmMbo YNOMHOMOYEHHBIM VMU IOPUANYECKMM NMLOM, MO OpMe, YTBEPKAEHHON
COOTBETCTBYHOLUMM YMNOMHOMOYEHHbIM beaepanbHbiM OpPraHoOM MWCMOSMHUTENbHON BMNACTW; KOMWSA NUUEH3UW Ha
NPOU3BOACTBO NEKapCTBEHHbIX CPEACTB UMK KOMUS 3aKMioYeHUs1 O COOTBETCTBUU NPOU3BOAUTENSA NEKapCTBEHHbIX
cpeactB TpeboBaHWAM npaBun  Haanexawien MNpOM3BOACTBEHHOW MPaKTUKW, BblAaHHbIE YNOMHOMOYEHHbIM
henepanbHbIM OpraHOM WMCNOMHUTENBHOW BRacTu, B Criyyae, ecnu nNpou3BOACTBO fleKapCTBEHHOro npenaparta
ocywecTtensetca B Poccuiickon ®egepauun, nubo Konusi BblAAHHOW YMNOSIHOMOYEHHBIM OpPraHoM CTpaHbl
npovsBoauTENa NULEH3MM Ha NPOU3BOACTBO IEKApCTBEHHOro Mpenaparta U ee nepeBod Ha PYCCKUA A3blK,
3aBepeHHble B YCTAHOBIIEHHOM MOpsAAKe, U KOMWUS 3aKMoYeHUss O COOTBETCTBUMM MPOU3BOAUTENS NEKapCTBEHHbIX
cpeactB TpeboBaHMAM MpaBui Hagnexalwlenh MNpou3BOACTBEHHOW MPAKTUKW, BbIAAHHOTO  YMOSITHOMOYEHHbIM
degepanbHbiM OpPraHoOM WCMONHUTENBHOM BnacTw, B Cny4ae, ecnv Npou3BOACTBO NEKapCTBEHHOro npenapaTta
ocywectBnseTca 3a npegenamm Poccuickon ®epepaumm. B OTHOWEHMM nekapCTBEHHbLIX npenapatoB And
BETEPUHAPHOIrO NMPMMEHEHUS ONONTHUTENbBHO NPEACTaBNASTCS AOKYMEHThI, yKasdaHHble B nognyHkrax "a", "6", "k",
"n" nyHkta 4 vactm 3 cTtatem 17 Hactoswero PegepanbHoro 3akoHa. B oTHoweHun 6Guonornuyeckmx
NnekapCTBEHHbIX NpenapatoB 3asBuTENb AOMOMHUTENbHO nNpeacTaBnseT  pe3ynbTaTbl  OCYLUECTBEHUS
MepOnNpPUSTUA B COOTBETCTBUM C NNIAHOM yNpaBneHns pruckammn, yTBEPXKAEHHbIM YMOMTHOMOYEHHbIM dhedeparnbHbIM
OpraHoM WCMONMHUTENbHOW BNACTU MpPU  OCYLLECTBMEHUU TOCYAapCTBEHHOW peructpauum nekapcTBEHHOro
npenapata. C 3agBneHMeM O MNOATBEPXAEHUU TOCYLapCTBEHHOW perucTpaummM nekapcTBEHHOro npenaparta
3asBUTENb NpPeacTaBNAeT KOMW [JOKyMeHTa, noATBepxaarowero ynnaTy rocygapCTBEHHOM NOLWWMHBL 3a
NOATBEPXKAEHNE TOCYLAPCTBEHHOW perMcTpaumyM INekapcTBEHHOro npenapaTa, nMbo BnpaBe NpeacTaBUTb MO
COOCTBEHHOW WHMUMATMBE YyKa3aHHbI [OKyMEHT. B cnyyae HenpegcTaBneHusl ykaszaHHOrO [JOKYMeHTa
YMOMHOMOYEHHbIW befiepanbHbli OpraH UCMOMHUTENbHOW BRAcTX MnpoBepsieT akT ynnaTbl rocyaapCTBEHHON
MOWNMHbLI 3asiBUTENEeM MOCPEeACTBOM WCMOMb30BaHWMA WHdopMaumMm o6 ynnate rocyaapCTBEHHOW MOLLMMHBI,
cogepxaulenca B [ocygapCTBEHHOW WHMOPMALMOHHOM CUCTEME O [OCYAapCTBEHHbIX W MyHUUMNAanbHbIX
nnarexax, Ha OCHOBaHWM MpPeACTaBNeHHOW 3asBMTeNneM KomuM [OOKyMeHTa, MoATBepXKgatowero ynnaTy
rocygapcTBEHHOM MOLUSIMHbI.

5. B TedyeHue pecAatn paboumx OHeW CO OHS MPUHATUSA 3asdBreHWs O MOATBEPXAEHWM roCyaapCTBEHHOW
permcTpaumm fiekapcTBEHHOro nNpenapara u JOKYMEHTOB, cofepXaluux pesyrnbTaTbl MOHUTOPUHIa 3PdEKTUBHOCTH
n 6e3onacHOCTN NeKapCTBEHHOro npenaparta, NPoOBOAMMOrO Aepatenem wWnu BnagenbLueM perncTpaumoHHOro
YAOCTOBEPEHNss  NeKapCTBEHHOro  npenapata nuMbo  YNOMHOMOYEHHbIM UMW IOPUOUYECKMM  NIULIOM,
YNOSTHOMOYEHHbIN dheaeparnbHbli OpraH NCNOMHUTENBHOW BNAcTU:

1) NpOBOAMT NPOBEPKY MONHOTLI CBEAEHUI, COAEPXKALLMXCS B NMPEACTaABMNEHHbIX 3asBUTENEM AOKYMEHTAX;

2) NpUHMMaeT peLleHne O npoBedeHnn unu ob oTkase B NPOBEAEHMU IKCMEPTU3bI OTHOLLEHUSI OXUOAEMOM
Nosib3bl K BO3MOXHOMY PUCKY NMPUMEHEHNSA NeKapCTBEHHOro npenaparta Ha OCHOBaHUKU Pe3ynbTaToB MOHUTOPUHIa
acdekTnBHOCTM M 6e30MacHOCTU NeKapCTBEHHOrO npenapara, NPOBOAUMOrO AepXaTternem wnv Bnagenbuem
PErncTpaumMoHHOIO yAOCTOBEPEHMS JIEKAPCTBEHHOro npenapata fvMbo YNONTHOMOYEHHbIM UMW  IOPUANYECKUM
NMUOM, a Takke dedepanbHbIM OpraHoM UCMOSTHUTENBHOW BNacTu B COOTBETCTBUM C TpeboBaHusMM cTaTbu 64
HacTosilero ®egepanbHOro 3aKoHa;

3) yBegomMnsieT B 9MEeKTPOHHOW (hopMe UInn NUCbMEHHOW (hopme 3asdBUTENst U IKCMEpPTHOE y4dpexgeHue o
NPUHATOM peLleHun nMbo B cryyae NpUHATUSA pelleHns 06 oTkase B NPOBEAEHNM IKCMePTM3bl YKa3biBaeT NPUYMHDI
Takoro oTkasa.

6. B crniyyae BbISIBNEHUS HEOOCTOBEPHOCTM M (UNM) HEOOCTATOYHOCTM MHGOPMauuK, COAepXallencs B
npeacTaBreHHbIX 3asiBUTENEeM OOKyMeHTax, YMOMHOMOYEHHbIV defepanbHblii OpraH MCMONHUTENbHOW BriacTu
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HanpaBnsieT 3asaBUTEN0 3anpoc 00 YTOYHEHUM YyKasaHHOM WHdopMauuu. 3anpoc  YNoNHOMOYEHHOTO
henepanbHOro opraHa WCMOSHUTENbBHOW BracTM MOXeT OblTb nepedaH YMNoNIHOMOYEHHOMY MNpeacTaBuTesto
3aABUTENS NINYHO MO PacnucKy, HampaBrieH Mo MoyTe 3akasHbiM MUCbMOM WNKU NepedaH B 3MEeKTPOHHOU dopme
no TeNeKOMMYHUKALMOHHbIM KaHanaM cBsisu. B cnyyae HanpaBneHusi 3anpoca yrnofIHOMOYEHHOro dgefeparnbHoro
opraHa MCMoHUTENbHOM BNacTu Mo noyTe 3aka3HbIM MMCbMOM OH CYMTaEeTCs NOSyYeHHbIM MO UCTEYEHWUU LIEeCTU
[Hel ¢ AaTbl HanpaBneHusl 3aKas3Horo nNMcbMa.

7. 3asButenp 006a3aH nNpeacTaBMTb OTBET Ha 3anpoc  YNONHOMOYEHHOro defepanbHOro opraHa
WCNONHUTENBHON BRacTM B CPOK, HE MpeBbillalolmii AeBAHOCTA pabounx gHen co AHA ero nonydeHus. Cpok,
yKa3aHHbI B 4YacTu 5 HacToslwen cTaTbl, NPUOCTaHaBMMBAETCA CO [AHS HanpaBrieHWs 3asiBUTEN0 3anpoca
YMNOJSTHOMOYEHHOrO hbefepanbHOro opraHa MCMOMHWUTENbHOW BNacTu OO AHSA MOMyYeHWs UM COOTBETCTBYIOLLENO
OTBETAa W HE Y4YUTbIBAETCAd MPU UCYUCIIEHUM CpOKa NOATBEPXOEHMS rOCy4apCTBEHHOM perncrpauum
nekapCTBEHHOro npenapara.

8. OcHoBaHMeM Ans oTkasa B MPOBEAEHWW IKCNEPTU3bl OTHOLUEHUS OXWAAeMOW MNOfb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS NeKapCTBEHHOMO NpenapaTa SBNSeTca npeacTaBneHne JOKYMEHTOB, CoOAepXKalnx pesynoTaThbl
MOHUTOPWHIa 3PEKTUBHOCTM 1 Be30NacHOCTM NeKapCTBEHHOrO npenapara, v (Mn1) B OTHOLLEHWUU BUONorn4yecknx
nekapCTBEHHbIX NMpenapaToB pe3yrnbTaToB OCYLWECTBEHNS MeponpuaTuiA B COOTBETCTBMM C MMAHOM yrnpaBneHus
puUCKaMu, YTBEPXAEHHbIM  YNOMIHOMOYEHHbIM  defdeparnbHbiM  OPraHOM  MCMOMHWUTENbHOW  BRactTu  npwu
OCYLLEeCTBMEHNM FOCYAapCTBEHHOW perncrpaumMn nekapcTBEHHOro npenapaTa, B HenormHoMm obbeme, OTCyTCTBUE
nHdopmaumu, noaTeepxaaLwen dakT ynnaTel rocy4apCTBEHHON NOLWMMHBI 3@ NOATBEPKAEHNE rOCyAapCTBEHHON
perncTpaummn nekapcTBeHHOro npenapara, NMbo HenpeacTaBeHne 3asBMTeNnemM B yCTAaHOBMEHHbIM CPOK OTBETa Ha
yKasaHHbI B 4YacTu 6 HacToslen cTaTby 3anpoc YMONHOMOYEHHOro edepanibHOro opraHa WMCMOSIHUTENbHON
BMacTK, a Takke OTCYTCTBME B yKa3aHHbIX JOKYMEHTax MHopMaumm, KoTopas SOIKHa ObITb B HUX OTpaXKeHa.

9. 3kcnepTv3a OTHOLUEHUS OXMOAeMOW MOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHWUs NekapCTBEHHOro
npenaparta B LensX MOATBEPXOEHUS! rOCydapCTBEHHOW perucTpaumu NekapcTBEHHOro npenapaTta npoBOAUTCS
KOMWCCUEN IKCNIEPTOB KCMNEPTHOIO YYPEXAEHMS B CPOK, HE NPEBbILLAIOLLMI Copoka paboumx OHEN.

10. B cnyyae HegoCTaTOMHOCTM NPEeACTaBIIEHHbIX 3KCMEPTY MaTepuarnoB Ans Aadvy 3akntioueHns akcnepT
obpallaetca K pyKOBOAUTEMK 3KCMEPTHOMO YYpPEXAEHUs O MpenoCTaBleHUun emy HeobxoouMMblX MaTepuarnos.
PykoBoanTenb 3KCNEpTHOro ydpexaeHust obpallaeTca C COOTBETCTBYIOLLUMM 3anpocoM B YMOMHOMOYEHHbIV
begepanbHbIi OpraH WCMOMHUTENLHOW BNacTW, BblAaBLUMW 3adaHWe Ha MNpoBedeHue 3KCNepTu3bl OTHOLLEHUS
OXngaemon nonb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NeKapCTBEHHOro npenaparta Ha OCHOBAHUW [OKYMEHTa,
cofepxaliero pesynbTtaTbl MOHUTOPWUHra 3EeKTUBHOCTM M BGe30nacHOCTU neKkapCTBEHHOro mnpenapaTa. B
TeyeHne nATM paboymx OHEeW co OHA MOCTYMMEHUS 3anpoca PYKOBOOAUTENS IKCMEPTHOrO yYpeXOEHUS yKa3aHHbIN
denepanbHbI opraH UCMONMHUTENBHON BNacTU HaNpaBnsieT 3asiBUTENIO 3anpoc O NpeAcTaBfeHMM HeobXOoaAMMbIX
MaTepuanoB, KOTOPbIA MOXET ObiTb NepeAaH YNoNHOMOYEHHOMY NPEeACTaBUTENIO 3asiBUTENS JIMYHO MOL PaCrMCKYy,
HanpaBneH Mo noyTe 3akasHbiM MUCbMOM WNW NepefdaH B 3MeKTPOHHOW ¢opMe No TeneKOMMYHUKALUOHHbLIM
KaHanam cBaA3u. B cnyvyae HanpaBneHusa 3anpoca YnonHOMOYEHHOro defepanbHoro opraHa UCNONHUTENbHON
BNacTu No NoyTe 3aka3HbIM NMUCbMOM OH CYMTAETCH NOMy4YEeHHbIM NO UCTEYEHUU LLeCTU AHeN ¢ AaTbl HanpaBneHus
3aKasHoro nucbma.

11. 3asaButenb 00s13aH npeactaBuTb OTBET Ha 3anpoc  YNONHOMOYEHHOro dhedepanbHOro opraHa
NCMONHUTENbHON BNAacTu B CPOK, HE NPEBbILLAOLWNA WEeCTUAECAT paboumx AHeN Co OAHSA MONy4YeHus yka3aHHOro
3anpoca. YNonHOMOYEHHbIN dhefeparnbHbIi opraH UCMNONMHUTENBHOW BriacTu, BblAABLUMI 3aaHue Ha npoBedeHue
3KCNEepTU3bl OTHOLLEHWUS OXMAAeMOWN NoMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS feKapCTBEHHOro npenapaTa Ha
OCHOBaHUM [OOKYMEHTa, cofepXalwero pesynbTatbl MOHUTOPUHra 3deKTMBHOCTM U 6e3onacHoOCTM
rniekapCTBEHHOro npenapara, B TeyeHue naTn pabounx AHen co AHA NOCTYNMeHns OT 3asiBUTeNsi OTBeTa Ha 3anpoc
YMNONMHOMOYEHHOro eaepanbHOro opraHa MWCMOMHUTENbLHOW BMNacTu HanpasBnseT 3TOT OTBET B 9IKCMEpTHOe
yypexgeHue. B cnydyae HenpeacTaBneHUs N0 UCTEYEHMU LecTuaecAaTM pabounx gHen 3adBuTeneMm OTBeTa Ha
yKasaHHbIA 3anpoc YNONHOMOYEHHbIN befeparnbHbii OpraH WUCMNOMHUTENbHOW BRacTW, BbiAABLUWA 3ajaHuWe Ha
nposefeHne 3KCNepTU3bl OTHOLLIEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOro
npenapaTta Ha OCHOBaHUM OOKyMEHTa, codepallero pesynbTtaTbl MOHUTOPUHIra apdeKTMBHOCTM 1 BesonacHocTH
nekapCTBEHHOro npenapara, B TedeHne natn paboumx gHewn HanpaBnsaeT B 3KCNEepTHOE yupexaeHve yBeaoMreHmne
O HenpeacTaBneHuu 3asiBUTENEM OTBETa Ha 3anpoc yka3aHHOro opraHa. Bpems co gHs HanpaBneHus 3arnpoca
3KCNEPTHOrO Yy4YpeXaeHUs B YNOSTHOMOYEHHbIN befepanbHblil OpraH UCMONMHUTENbHOM BNacTu A0 AHSA MosydYeHus
3KCNEPTHLIM y4ypexaeHneM OoTBeTa Ha 3anpoc WUNu yBEAOMIIEHWS O HenpeacTaBneHuM OTBeTa Ha 3anpoc He
YYNTBIBAETCSA MPU UCHUCIIEHUM CPOKa MPOBEAEHUS SKCNEpPTMU3bl OTHOLUEHUS OXWMAAEMOW MNOSMb3bl K BO3MOXHOMY
PUCKY NPUMEHEHWs neKapCTBEHHOro npenapaTa Ha OCHOBaHWW [OKYMEHTa, coAepxallero pesynbTaThl
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MOHUTOPUHIa C-)CbeeKTVIBHOCTVI n 6esonacHocTn JIeKapCTBEHHOrO npenaparta.

12. B cpok, He npeBbilakLLni gecatu pabodmx HEN CO OHS MOSyYeHMs 3aKMiYeHs KOMUCCUN SKCNEepPTOB
no pesynbTaTtaMm 3KCNepTU3bl OTHOLLEHNS OXMOaeMON NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHNST NEKapCTBEHHOro
npenapaTta, COOTBETCTBYHOLUNIA YNONHOMOYEHHbIN beeparnbHbli OpraH UCNONHUTENBHON BNAcTu:

1) OCYLUEeCTBNAET OLEeHKY 3TOro 3aKkrio4eHuna ona onpeneneHna ero cCooteeTcTtenda 3agaHMio Ha npoesegeHune
yKa3aHHOVI OKCNEPTU3bI;

2) NnpMHMMaeT pelleHne o NMoaATBEPXKAEHUN rocyaapCTBEHHON perncTpaummn NekapcTBEHHOMO NpenapaTa unm
06 oTKase B NOATBEPXKOEHUUN rocyaapCTBEHHON perncTpaumm nekapcTBeHHOro npenapara;

3) BHOCUT MpK NPUHATUM PELUEHUS O MOATBEPXKAEHWM FOCYAapPCTBEHHOW perncTpauuny rekapCTBEHHOro
npenapaTta CBeeHUsi B FOCYAAPCTBEHHBIN PEECTP NEKAPCTBEHHBLIX CPEACTB M BblaaeT 3asButento beccpoyHoe
perncTpaumMoHHoe yaOCTOBEPEHME NIeKapCTBEHHOTO Npenapara.

13. OcHoBaHveM AN OTKasa B NOATBEPXKAEHNM rocyAapCTBEHHOW permcTpaumm nekapcTBeHHOro npenaparta
ABMSETCH peLleHne COOTBETCTBYIOLLErO YNOTHOMOYEHHOro hefeparnbHOro opraHa UCMONTHUTENBHON BNAacTh O TOM,
YTO PUCK MPUYMHEHWS Bpeda 340pOBbl0 YeroBeka WM XMBOTHOTO BCMEACTBME NpueMa neKapCTBEHHOro
npenapaTa npesbiwaeT 3PHEKTUBHOCTb €ro NPUMEHEHUS.

14. B nepvop nposefeHus npoueaypbl NOATBEPXKAEHUSA rOCyAapCTBEHHOW peructpaumm fnekapCTBEHHOro
npenapaTta ero obpalueHne B Poccuiickon ®egepaumm He NpuocTaHaBnmMBaeTCs.

15. JonyckaeTcs obpalleHne NekapcTBEHHbIX MpenapaTtoB Ansl MeAULMHCKOro NPUMEHEHMS! 10 UCTEYEHUS
CpoKa rogHOCTW, MPOV3BEOEHHbIX B TEeYeHMEe CTa BOCbMUOECATM KaneHOapHbIX AHeW nocne Aatbl MNPUHATUA
YNOMHOMOYEHHLIM  (bedepanbHbiM  OpraHOM  WUCMOMHWUTENbHOW  BMACTUM  pelleHnss O  MOATBEepXAeHUU
rocyqapcTBEHHOW peructpauuM, B COOTBETCTBMM C WHopMauuvein, cogepxalleica B [AOKYMeHTax
PerncTpauroHHOro AoCkbe Ha NeKkapCTBEHHbIV Npenapar A0 AaTbl NPUHSTUS TaKoro peLLeHus.

OepxaTtenu nnv Bnagenblbl perncTpaumMoHHbIX YA0CTOBEPEHWUI NeKapCTBEHHbIX NpenapaToB MOryT nogatb
3asBneHns 06 onpegeneHnn B3anmMo3amMeHIeMOCTH NEKapCTBEHHbIX NpenapaToB ANs MeAMLUHCKOrO NPUMEHEHWS
B nopsigke, yctaHosrneHHoM ctaTteen 30 (B pea. ot 22.12.2014), go 31 gekabpsa 2016 roga (PegepanbHbIn 3aKOH
0T 22.12.2014 N 429-93).

Ctatba 30. BHeceHuMe u3MeHeHUA B AOKYMeHTbl, copgepxawuecd B perncTtpauMoHHOM AOoCbe Ha SaperMCTpMpOBaHHblﬁ
ﬂeKapCTBeHHbIVI npenapart Ansa MeguuuHCKOro npumMmeHeHus

1. B uenax BHECEHUS MW3MEHEHUN B [OOKYMEHTbl, COoAepXalMecss B pernctpaumoHHOM [OCbe Ha
3aperncTpupoBaHHbIA fIEKapCTBEHHLIA NpenapaT Ans MeAMUMHCKOro NpUMEHEeHUs, AepaTenb unu Bnageney,
pervcTpaumMoHHOro yaAOCTOBEPEHUS NIEKAPCTBEHHOrO Mpenaparta winy ynorHOMOYEHHOE UM Apyroe topuanyeckoe
nuuo (fanee B HacToslWen cTaTbe - 3asBUTENb) MNpeacTaBnseT B YNONHOMOYEHHbIN deaepanbHbli opraH
NCMNONMHUTENBbHOW BracTu 3asiBNIiEHNE O BHECEHUUN TaKUX N3MEHEHMI NO POPME, YCTAHOBMEHHOW YMOMHOMOYEHHBLIM
deaepanbHbIM OpraHoM UCMOSTHUTENBHON BNACTU, U MPUIOXKEHHbBIE K HEMY U3MEHEHMWS B YKa3aHHbIE JOKYMEHTbI, a
Takke [OOKYMEHThbl, noarBepxaawwme HeoOXOOMMOCTb BHECEHMS Takux K3MeHeHun. [Mpu HeobxogumocTu
BHECEHUSI W3MEHEHUN B [AOKYMEHTbl PErMcTPauuMoOHHOIO [OCbe Ha 3aperncTpupOBaHHbIA  JIEKAPCTBEHHbIN
npenapaTt, TpebylLwux MNpoBEeOEeHUS SKCMEPTU3bl KayecTBa JIEKAPCTBEHHbLIX CPeacTB M (MnKn) 3SKCnepTusbl
OTHOLLEHMSI OXMOAEMOW MoNb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs IeKapCTBEHHOro mnpenaparta Ans
MEeLMLMHCKOrO NPUMEHEHUS, 3asiBUTENb OOMNONMHUTENBHO NPeACTaBnseT B YNOMHOMOYEHHbIN deaepanbHbii opraH
WCMNOSNTHUTENBHON BNACTU KOMUIO JIMLEH3UN Ha MPOU3BOACTBO JIEKAPCTBEHHBLIX CPEACTB UMM KOMUIO 3aKMOYEeHNs O
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHbLIX CPeacTB TpeboBaHUSAM npaBun Hagnexallen nponu3BoACTBEHHON
NPaKkTUKW, BbldaHHbIE YMNOMHOMOYEHHBIM dedepanbHbIM OpraHoOM MWCMOSIHUTENBHOM BracTu, B Ccriydae, ecriu
NPOu3BOACTBO fIEKApCTBEHHOIO MnpenapaTa ocyllecTensieTca B Poccuiickon depepaumm, nmbo KOnui BblgAHHON
YNONTHOMOYEHHbLIM OPraHoOM CTpaHbl MPOU3BOAUTENS NIMLEH3MN HA NMPOU3BOACTBO JIEKapCTBEHHOIO Npenapara u ee
NnepeBO Ha PYCCKUA A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOPSAKE, M KOMMWIO 3aKMYEHUA O COOTBETCTBUM
npon3BoauTeENst NekapCTBEHHbIX CPeAcTB TpeboBaHMSM npaBui Hagnexallen MNpou3BOACTBEHHON NPAKTUKM,
BblJ@HHOMO YNOSIHOMOYEHHbIM heaeparbHbIM OpraHoOM MCMOMHUTENbBHOW BNacTu, B Crlyvae, ecnv nNpou3BOACTBO
NEeKapCTBEHHOro npenaparta ocyliecTensetrca 3a npegenamu Poccuiickon ®Pepepaumun. NpuHATUE pelleHnst o
BHECEHUM M3MEHEHUN unm o6 OTKase B MX BHECEHUWM OCYLLECTBISIETCA B Crlydae HeobGXOAMMOCTU MpoBefeHus
3KCMEepTM3bl KayecTBa JEKAPCTBEHHbLIX CPEACTB M (MNIM) SKCNEpPTM3bl OTHOLUEHUS OXMOAAEMOW MONb3bl K
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BO3MOXHOMY PUCKY MNMPUMEHEHUA IneKapCTBEHHOro npenapara Aand MeauMunMHCKOro npuMeHeHuAa B CpPOK, He
I'IpeBbILLIaIOLLI,VIﬂ AOeBAHOCTa pa6ow|x OHeNn, a B oCTalbHbIX cny4yasax B CpPOK, He I'lpeBbILIJaI'OLLI,VIVI TpnauaTtun pa60lmx
OHen co AH4 NPUHATNA YNOJTHOMOYEHHbIM cbep,epaanblM OopraHom WCMOMHUTENBHON BracTu 3asiBfieHUs O

BHECEHUW TaKUX U3MEHEHWIA.
(vyacTtb 1 B peqn. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. SKcnemesa JNIeKapCTBEHHbIX CpeaCTB B YaCTh 3KCNepTu3bl KavyecTBa J1I€KapCTBEHHOro cpeactea u (VIJ'IVI)
9KCNEePTNU3bl OTHOLLEHUA 0Xngaemon nonb3bl K BO3MOXHOMY PUCKY NMPpUMEHEHNA NeKapCTBEHHOro npenapara and
MEeONUMHCKOIro npmMmeHeHna npoBoaunTCA B Cllydae BHeCeHusa N3MEHEHUN B OOKYMEeHTbI, coAepXxaluneca B
perncrtpaumMoHHOM OOCbe Ha 3aperVICTpVIpOBaHHbIl7I ﬂeKapCTBEHHbIVI npenapart, B OTHOLWWEHNN:

1) cBedeHunn, YKa3aHHbIX B UHCTPYKUUN NO MEOANLIMHCKOMY NMPUMEHEHNIO NNEKAPCTBEHHOIro npenapara:

a) nekapctBeHHas oopMa C ykazaHMeM HaMMEHOBaHWIA 1 KONTMYECTBEHHOIO COCTaBa AEeNCTBYIOLLUX BELLECTB
W Ka4yeCTBEHHOro0 COCTaBa BCroOMoraternbHbIX BewecTB (Npy HeobXoAMMOCTU KONMYECTBEHHOIO COCTaBa
BCMOMOraTesbHbIX BELLECTB);

6) dapmakogMHamuka W apMakokMHeTUKa (3a WCKMoYeHneM apMaKOKMHETUKM TOMeonaTUYeckmnx
nNekapcTBEHHbIX NpenapaToB 1 pacTUTENbHbIX JIeKapCTBEHHbIX NpPenapaTos);

B) NokasaHusa 4ns NpUMEHEHUS;
r) NPOTUBOMNOKa3aHNs Ans NPUMEHEHUS;
A) Mepbl NPeJOCTOPOXXHOCTU NPU NPUMEHEHUN;

€) ykasaHue BO3MOXHOCTU M OCOBEHHOCTEN MPUMEHEHMs NeKapCTBEHHOro npenapaTa Ansa MeauUUHCKOro
NpYMeHeHns1 6epeMEHHbIMU KEHLLMHAMM, KEHLLMHAMW B NEpPUOA, rpyAHOro BCKapMIMBaHus, OeTbMU, B3POCIIbIMY,
MMEIOLLIMMUN XpOHUYecKMe 3aboneBaHus;

X) pexum [o3upoBaHMsl, crnocobbl BBeAEHWst U MPUMEHEHUs, MNpu HeobxoAMMOCTM BpeMs npuema
nekapCcTBEHHOro npenapaTta, NPOACIKUTENBHOCTL NleYeHusl, B TOM Y1cne y AeTel 4o 1 Nocrne OAHOro roaa;

3) BO3MOXHble NOGOYHblE [OEUCTBUA W HexenaTtenbHble peakuMn Mnpu NPUMEHEHUU JEKapCTBEHHOro
npenapara;

1) CUMMNTOMbI NEPESO3VNPOBKU, MEPbI MO OKa3aHWI MOMOLLM NPY Nepeao3NpPOBKE;
K) B3auMoaencTBme C APYrMMU NekapCTBEHHBIMU NpenapaTamMmu U (Unu) NULLEBLIMU NPOAYKTaMMu;
n) popMbl BbIMycka NEKAPCTBEHHOTO Npenapara;

M) ykasaHue (Npu HeobBXoAMMOCTM) OCOGEHHOCTEN OEMCTBUS NeKapCTBEHHOro npenaparta Mpu NepBoMm
npveMe Unu Npv ero OTMeHe;

H) cBeaeHnAa O BO3MOXHOM BITUAHUW NEKapCTBEHHOro rnpenaparta Aand MeanunHCKOro npuMmeHeHuda Ha
CnocobBHOCTb ynpaenaATb TPAHCNOPTHBIMU cpeacTBamMn, MexaHUu3MamMu;

0) CPOK rogHoOCTU MU yKa3aHue Ha 3anpet npuMeHeHua nekapCTBEeHHOro rnpenaparta no UctedyeHun cpoka
rogHOCTH;,

M) yCNnoBUsi XpaHeHus:;

p) YCIOBUSA OTNYCKa;

2) cocTaBa nekapcTBEHHOro npenapaTa Anst MEAULMHCKOrO NPUMEHEHUS;

3) M3MeHeHMs1 MecTa NPOM3BOACTRA fIeKapCTBEHHOrO NpenapaTta Anst MeguLUMHCKOro NPUMEHEHUS;

4) n3ameHeHWs NokasaTenen kadecTBa NeKapCTBEHHOro npenapara Aans MeAMUMHCKOro NpUMeEHeHus 1 (unu)
METOZ0B KOHTPOJIS Ka4eCcTBa NIekapCTBEHHOro nNpenapaTa aAnst MeguLUHCKOro NpUMeHeEHUS;

5) usMeHeHUsi cpoka roAHOCTM JIeKapCTBEHHOIo npenapaTa AN MEeAULMHCKOrO NPUMEHEHUS;
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6) cBegeHM 0 HeOBXOAUMOCTM BHECEHMUS UHBIX U3BMEHEHUN B UHCTPYKLUUIO MO MEAULMHCKOMY MPUMEHEHUIO
NekapCTBEHHOro npenapaTta, a Takke B WHble [OKYMEHTbl, COAepXaluMecs B PerucTpauMoHHOM [OCbe Ha
3aperMcTpupoBaHHbI NleKapCTBEHHbIM npenapat. [Mpu 3TOM pelleHne O NpoBedEeHUMM IKCMepTU3bl KayecTBa
NeKapCTBEHHbIX CPEACTB U (MNn) 3KCMEPTU3bl OTHOLLEHWS OXMOAEMOW MOSb3bl K BO3MOXHOMY PUCKY NMPUMEHEHMS
NeKkapCcTBEHHOro npenapata Ans MeOUUMHCKOTO MPUMEHEHWUs] MPUHUMAETCs B COOTBETCTBMM C YTBEPXKOEHHON
YMOJSTHOMOYEHHbIM bedeparibHbIM OpPraHoOM WCMOSTHUTENbHOW BNacTu Knaccudukaumen namMeHeHnn, BHOCUMbIX B
OOKYMEHTbI, coaepXaLlmecst B perMcTpaumoHHOM A0Che Ha 3aperMcTpMpoBaHHbI NeKkapcTBEHHbIN npenapar.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. C 3asBneHnem O BHECEHWUM U3MEHEHMN B OOKYMEHTbl, COoAepXalimMecs B PermctpaumMoHHOM JOCbe Ha
3aperncTpupoBaHHbIV NeKapCTBEHHbIN MnpenapaTt And MEeAMUMHCKOrO MPUMEHEHWs, Hapsgy C AOKYyMeHTamu,
yKasaHHbIMM B 4acTv 1 HacToswen cTaTbW, 3asBUTENb NpeacTaBnseT Konuu AOKYMEHTOB, MOATBEPXAaoLmX
ynnaTty rocyaapCTBEHHOM MOLUMMHbI 32 BHECEHWe B AOKYMEHTbl, coaepXalunecs B perucTpauyoHHOM [OoCbe Ha
3aperncTpUpoBaHHbIV NEKapCTBEHHbLIN npenapaTt Ans MEeAMUMHCKOro NPUMEHEHWUs, WU3MEHEeHURn, TpebyroLwmnx
NpoBeAeHUs1 3KCMepTM3bl NEKApCTBEHHbIX CPEACTB B Y4aCTWM 3KCMEepPTM3bl KayecTBa NEKapCTBEHHOro cpeacTtsa u
(nnmn) akcnepTnsbl OTHOLLEHUSA OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWNs NekapCTBEHHOro npenapara
AN MeOVLMHCKOrO NPUMEHEHWsi, roCyAapCTBEHHOW MOLWMMHbI 33 BHECeHMEe B OOKYMEHTbl, codepalumecs B
perncTpaumMoHHOM JOCbe Ha 3aperMcTpupOBaHHbIA NEKapCTBEHHbIM npenapaTt Ans MeguuMHCKOro NPUMEHEHWNS,
N3MEHeHW, He TpebyloLmMX NpoBeAeHUs 3KCNepTU3bl NekapCTBEHHOro cpeacTtsa, Nubo Bnpase NpeacTaBuUTb MO
COOCTBEHHOW MWHMUMATUBE YKasaHHble [OOKyMeHTbl. B cnyyae ux HenpeacTtaBneHWss YNONHOMOYEHHbIN
defepanbHbI OpraH UCMONMHUTENBHOW BNACcTV NPOBepsSeT gakT ynnaTtbl rocy4apCTBEHHbIX MOLWNWH 3asBuTenemM
MOCPEACTBOM  MCMONb30BaHMA MHGoOpMauuM 00 ynnaTe roCyAapCTBEHHbIX MOLWMWH, codepXallencs B
ocynapcTBeHHOM MHOPMAaLUMOHHON CUCTEME O FOCYAapCTBEHHbIX M MyHUUMMANbHbIX Nnarexax, Ha OCHOBaHWW
npeacTaBreHHbIX 3asBUTENeM KONuin OKYMEHTOB, NOATBEPXAAoLWMX YNaTy rocyaapCTBEHHOMW MOLUMAWHBI.

(4actb 3 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-903)

4. B TedveHvne pecatn paboumx OHEN CO AHA MOCTYNNEHMs ykasaHHOro B 4actu 1 HacTosiwen ctatbu
3asBMeHNs N HEOBXOAUMBIX JOKYMEHTOB YNONMHOMOYEHHbIN heaepanbHbli OpraH UCMONHUTENBHON BNacTu:

1) npoBOAUT MpPOBEPKY MOMHOTHI WM [OCTOBEPHOCTU CBEAEHWN, COAEPXalLMXCs B NpPeacTaBIEHHbIX
3asBUTENEM MaTepuanax;

2) NpVYHYMaeT pelleHVe O MPOBEeAEHUM YKasaHHbIX B YacTM 2 HACTOseN cTaTbl COOTBETCTBYHOLLMX
3KCMEepTU3 NeKapCTBEeHHOro cpeacTsa uUnm ob oTkase B UX NPOBEAeHUM;

3) yBegoMnseT B 3NEKTPOHHOW MMM MUCbMEHHOW (hOpMe 3asBUTENS O NMPUHATOM PELUEHMU UK B Criyyae
NPUHATKSA peLleHns 06 oTka3e B NPOBEAEHUN COOTBETCTBYIOLLEN IKCNEPTU3bI C YKa3aHNEM NPUYNH Takoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISiBNEHUS HEOOCTOBEPHOCTU CBEAEHWUN, COAEepXKalUMXCH B MPeACTaBreHHbIX 3asBuTenem
MaTepmanax, ynonHoMoYeHHbIN beaepanbHbli OpraH UCMNOMNHUTENBbHOW BRacTW HanpasnseT 3asBuUTENto 3anpoc
00 YTOYHEeHWUM yKasaHHbIX cBedeHwui. [JaHHbIV 3anpoc MoXeT ObiTb nepedaH ynonmHOMOYEHHOMY MpeacTaBUTenNto
3asABUTENs JIMYHO NOJ PacnucKy, HamnpaeneH No noyTe 3akasHbIM NMUCLMOM UMW NepefaH B 3NEKTPOHHOW dopme
Nno TenekoMMYHMKaUMOHHbIM KaHanam cBs3n. B cnyvae HanpaBneHwss faHHOro 3anpoca no novte 3akasHbiM
NMUCbMOM OH CHMTaETCH MOSTYYEHHBIM MO UCTEYEHWU LIECTU AHEN C AaTbl HanpaBneHus 3aKa3Horo NUcbMa.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Bagsutenb o6s3aH npencTtaBuUTb OTBET Ha 3anpoc  YMNOSIHOMOYEHHOro dedepanbHOro opraHa
WCMOSNTHUTENBHON BIlACTM B CPOK, HE MPEBLILWANLWMIA AEBAHOCTA pabounx OHEN CO AOHS MOMyvYeHus LaHHOro
3anpoca. CpokK, yka3aHHbI B 4acTu 4 HACTOsILLEN CTaTbW, MPUOCTAHABIMBAETCS CO OHA HaNpaBneHUs 3asBUTENHO
3anpoca YnofIHOMOYEHHOro dedeparnbHOro opraHa MCMOMHUTENBHOW BRacTU A0 OHA MOMyYeHWs UM OTBeTa Ha
OaHHbIA 3anpoc M He Y4YMTbIBAETCA MPU UCYUCIIEHMM CpOKa MPUHATUA PELUEHUS O BHECEHWUM W3MEHEHUI B
OOKYMEHTbI, coaepXallnecs B permcTpauMoHHOM J0oCke Ha 3apermcTpupOBaHHbIN NEKapCTBEHHbINA Npenapar ans
MeOMLMHCKOro NPUMEHEHMS.

(4acTb 4.2 BBegeHa depgepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM Onisi oTKasa B npoeegeHnn yKa3aHHbIX B 4acTun 2 HacTosLWeEN cTaTbK OKCNepTn3 ABndeTcd
npegcraeneHne OOKYMEHTOB, MepedYUuCrieHHbIX B 4acTdx 1 u 3 HacTosuen cTtaTtbM, B HENonHoMm obbeme,
HenpeacTtaBlieHne 3adBuUTenemMm B yCTaHOBﬂeHHbIVI CPOK OTBEeTa Ha yKa3aHHbIVI B 4Yactn 4.1 HacToslwen cratbun
3anpoc  yrnoJIHOMO4Y€HHOro cbe/J,epaanoro opraHa WCMONHUTENBbHOM BNacTn, a TakKxke OTCyTCTBME B
npencraBfieHHbIX AOKYMEeHTaxX AOCTAaTO4YHbIX cBegeHun, noareepXxgarwnx HeobXo04MMOCTb BHECEHNSA U3MEHEHNN,
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UM OTCYTCTBUE MHOPMaLMK, NOATBEPXKAAOLWEN haKT ynnaThl rocy4apCTBEHHbIX MOLUSMH, YKasaHHbIX B Yactu 3
HacTosILLEeN cTaTbu.
(B pea. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YKkasaHHble B YacTu 2 HacCTOsILLEN CTaTbM 3KCMEPTM3bl MPOBOOATCSA B MOpsSAKE, YCTAHOBNIEHHOM CTaTbew
23 HacTtosuwero ®enepanbHOro 3akoHa.

7. B cpok, He npeBbILIaoLLMA 4eCATM pabounx AHEN CO OHA NOMYyYEeHUS 3aKMYEeHUA KOMUCCUN SKCNEPTOB MO
pesynbTaTaM YKa3aHHbIX B 4acTW 2 HacTOSILLEN CTaTbW IKCNEpPTU3, YMONTHOMOYEHHbIN dedeparnbHbIi OpraH
NCMNONMHUTENbHOW BNacTu:

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) NpyHMMaeT pelleHne O BHECEHUN N3MEHEHUI B JOKYMEHTbI, CoagepKallnecs B permcTpaunoHHOM O0Cbe
Ha 3aperMcTpupoBaHHbI NIEKAPCTBEHHLIN Npenapar Ans MeAULNHCKOro NpUMeHeHust, unmn ob oTkase BO BHECEHMM
TaKNX N3MEHEHUI;

2) BHOCUT B rocyp,apCTBeHHbM peecTp JeKapCTBEHHbIX CpeAcCTB Ha OCHOBaHUW pelleHnA O BHECEeHUn
N3MEHEHN B AOOKYMEHTbI, cogepXalimnecsa B permctpaumMoHHOM OOoCbe Ha 3apeFI/ICTpI/IpOBaHHbIl7I ﬂeKapCTBeHHbIVI
npenapart ona meanumHCKoro npuMeHeHus, HeobxoauMble N3MEHEHUSs 1 BO3BpallaeT nx 3adaBuUTernio;

3) BblOaeT 3asiBUTEN0 HOBOE PErMcTpauMOHHOE YAOCTOBEPEHWE NEKApPCTBEHHOro npenaparta B cry4ae
N3MEHEHNS1 CBEAEHUN, COAEPXKALLIMXCS B HEM.
(n. 3 BBegeH PepneparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

8. OcHoBaHMeM Ans OTka3a BO BHECEHWM U3MEHEHWI B OOKYMEHTbl, COAepKaluMecs B pPermcTpauuoHHOM
Aocbe Ha 3apeFI/ICTpI/IpOBaHHbII7I J'IeKapCTBeHHbIVI npenapar nna MeguuuHCKOro rnpuMeHeHud, aABndeTcAa
3akn4veHmne ynosHOMO4Y€eHHOro q)e,qepaanoro opraHa WMCMNOMHUTENbHOM BNactM O BO3MOXHOCTU CHUKEHUS
6e3onacHoOCTH, kayecTBa, 3pPEKTUBHOCTM NTEKAPCTBEHHOIO CPeacTBa B Cllydae BHECEHUS TaKMX U3MEHEHUN.

9. JonyckaeTca obpalleHue nekapCTBEHHbIX MpenapaToB ANs MEAMUMHCKOrO MPUMEHEHUS OO0 UCTeYeHUs
CpoKa rogHOCTU, NPOU3BEAEHHbIX B TEYEHUE CTa BOCBMWAECHATU OHEW Nocne AaTtbl NPUHATUS YNONHOMOYEHHbBIM
chenepanbHbIM OpraHoM UCMNOMHUTENBHOM BMACTU PELLEHNS O BHECEHUWN U3MEHEHWI B JIOKYMEHTbI, CoAepKaLlmecs
B PErMcTpaLMoHHOM J0Cbe, B COOTBETCTBUM C MHpopMaLMel, cogepxallencst B JOKYMEHTaxX perncTpauuoHHOro
[OCbe Ha NeKapCTBEHHbIN NpenapaTt A0 AaTbl NPUHATUS TaKoro peLUeHust.

(vacTb 9 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Ctatba 31. BHeceHuMe uU3MeHeHUIA B AOKYMEeHTbl, copepXxawuecda B pernctpauMoHHOoMm AOocCbe Ha 3apeFMCTpMpOBaHHbIﬁ
ﬂeKapCTBeHHblﬁ npenapart Ans BeTepuHapHoOro npumeHeHus

1. B uensx BHeCEHMA W3MEHEeHUN B [OOKYMEHTbl, coAepXaliMecs B pPerncrpauuMoHHOM [JOCbe Ha
3aperncTpupoBaHHbIA NEKapCTBEHHLIN NpenapaTt Ansg BeTEpMHAPHOro MpUMEHeHWs, AepxaTtens unu Briagene
perncTpaumMoHHOro yaoCTOBEPEHUS NEKapCTBEHHOro npenaparta unu ynoriHoOMOYEHHOE UM Apyroe topuanyeckoe
nMuo (Oanee B HacTosWwen cTaTbe - 3asBUTENb) NPEeACTaBNsAeT B YMNOMHOMOYEHHbIN beaepanbHbii opraH
NCNONHUTENBHOW BI1acTu 3asiBNeHne 0 BHECEHUN TakUX U3MEHEHW No opme, YCTaHOBIIEHHOWN YNONTHOMOYEHHbLIM
defeparnbHbIM OpraHoM MUCMOSTHUTENBHOW BIacTu, U NPUNOXEHHbIE K HEMY M3MEHEHUS B YKa3aHHbIe JOKYMEHThI, a
Takke AOKYMEHTbl, noaTBepxaatolme HeobxoAMMOCTb BHECEHUS Takmx uaMeHeHun. [puHSATWE peleHus o
BHECEHWM TaKUX M3MEHEHUN Ninn 06 OoTKase B NX BHECEHMM OCYLLECTBIISETCS B CPOK, HE NPEeBbILIALWNA AeBAHOCTA
pabounx AHen Co OHA NPUHATUS YNONMHOMOYEHHbIM dhedeparibHbIM OpraHoM MCMOMNHUTENBHON BriacTu 3asBreHns
O BHECEHWUW TaKUX U3MEHEHWNN.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. B cnyyae BHeCeHUs] M3MEHEHUWN B [OKYMEHTbl, coaepXalumecs B PerMcTpauMoHHOM [OCbe Ha
3aperncTpupoBaHHbIA feKapCTBEHHLIN npenapaTt Afs BETepUHApPHOro MNpUMEHEHUs, B OTHOLIEHWW CBeAeHUn,
yKa3aHHbIX B mognyHkrax "e", "x", "k", "n", "H", "c", "x" nyHkTa 7 yactu 3 ctatbu 17 Hactoswero ®enepanbHOro
3aKOHa, U3MEHEHUs U (Unn) OOMOMHEHUS MPOU3BOACTBEHHOW NMOLWAAKA FleKapCTBEHHOIO CPEeACTBa, a Takke B
cryyae M3MEHEHUs nokasaTtenen KayecTBa fiekapCTBEHHOro npenapara Ansg BeTepUHapHOro NpUMeEHeHUs u (unm)
MEeTO[0B KOHTPOSA KayecTBa JeKapCTBEHHOro mpenapaTta Afs BETepUHapHOro npUMEHEHWs MNpoBOAUTCA
9KCMepTM3a feKkapCTBEHHOro CpeAcTBa AN BETepMHapHOro npumeHeHus. B cnyyae Heob6xoamMMocTVM BHeCEHMS
MHbIX W3MEHEHWA B [OKYMEHTbI, codepxaliMecs B pPermcrpauMoHHOM [OCbe Ha 3aperucTpypoBaHHbLIN
nekapcTBEHHbIN npenapat ans BEeTEepPUHapHOro MpPUMEHEHUs, SKCNepTu3a fekapCTBEHHOro Ccpeactea Ans
BETEPUHAPHOro NPUMEHEeHNs1 He NPOBOAMUTCS.
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(B pea. PepepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. C 3aABneHnemM o BHECEHWW M3MEHEHMI B OOKYMEHTbl, COAepXallMecs B PernctpaumMoHHOM JOCbe Ha
3aperncTpupoBaHHbI MEKapCTBEHHbLIN MNpenapaT Ans BEeTepPUHAPHOro MNpPUMEHEHMUS, Hapsidy C OOKyMeHTamu,
YKasaHHbiMM B 4Yactu 1 HacTosilwen cTaTbW, MNPEeACTaBNAlTCA [OKYMEHTbl, noaTBepXaawowme ynnaTy
rocy4apCTBEHHOW MOWMWHbI 3a BHECEHWe B [OOKYMEHTbl, CcoAepXallmecsa B perucTpalyMoHHOM [JOoCbe Ha
3aperncTpupoBaHHbIA NEKapCTBEHHbIV MpenapaTt Afs BETEPUMHAPHOr0 MPUMEHEHUS, U3MEHeHW, TpebytoLLmx
npoBefeHUs 3KCNepTU3bl NEKapCTBEHHOrO CpPeacTBa AMs BEeTEPUHAPHOrO MNPUMEHEHUS, UMM M3MEHEHWUN, He
TpebyoLmMx NnpoBeAeHNst IKCNEPTU3bl NEKAPCTBEHHOrO CPeACTBa ANs BETEPUHAPHOIO NPUMEHEHMS.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-03)

4. B cpok, He npeBbILALWMIA AecaTn pabounx gHEN CO AHS MOCTYMNNEHUs yKka3aHHOro B YacTu 1 HacTosLen
cTaTby 3asBMNeHuMs N HeobXOAMMbIX [AOKYMEHTOB, YMOMHOMOYEHHbI deaepanbHblii OpraH WCMNOMHUTENbHOW
BNacTu:

1) npoBOAUT NpPOBEPKY MOMHOTHI WM [OCTOBEPHOCTU CBEAEHWN, COAEpXaliMXCs B NpeacTaBIEHHbIX
3asBUTENEM OOKYMEHTaX;

2) NpvHMMaeT peLleHVe O MPOBEAEHUWU IKCMEePTU3bl JEeKapCTBEHHOTO CpeacTBa [Ans BeTepuHapHOro
npuMeHeHnst unu o6 oTkase B ee NpoBeaeHUN;

3) yBegoMnsieT B NMCbMEHHOW hOpMe 3asiBUTENS O NPUHATOM PELUEHUN UMK B Cryvae MPUHATUS peLLeHns
006 oTKase B NMpOBeOEHMWN IKCNEePTU3bl NIeKapCTBEHHOro CpeacTBa ANns BEeTEePUHapHOro NPMMEHEHNUs C yKasaHuem
MPUYUH TaKOro oTKasa.

5. OcHoBaHveM ONns OTKasa B MpoBedeHWM SKCMepTU3bl NEeKapCTBEHHOro CpeacTBa Ans BeTepuMHapHOro
NpMMEeHeHWs siBNsSieTCa NpeacTaBneHne JOKYMEHTOB, yka3aHHbIX B YacTax 1 1 3 HacTosilen ctaTtbi, B HEMOMHOM
obbemMe wunNU OTCYTCTBME B MPEACTaBMNEHHbIX [AOKYMEHTax [OCTaTOYHbIX CBEAEHWA, MNOATBEpPXKAALLNX
HEeo6X0aUMOCTb BHECEHUSA U3MEHEHUI.

6. DKcnepTu3a NekapCcTBEHHOIO cpeacTBa ANsl BETEPUHAPHOIO NPUMEHEHUS B LIENSIX BHECEHUSI UISMEHEHWIA B
OOKYMEHTbI, coaepXallmuecs B pernctpauMoHHOM AOCbe Ha 3aperncTpupoBaHHbIA NEKAPCTBEHHLIN NpenapaTt Ans
BETEPUHAPHOrO MPUMEHEHMUS, OCYLLECTBMNSETCH B MNOpsAKe, YCTAHOBMNEHHOM cTatben 24 HacToswero
depnepanbHOro 3akoHa.

6.1. B cpok, He npeBbILLaLWMiA NSTU paboynx AHEN CO AHSA NONyYeHUsl 3aKMYeHNs KOMUCCUM SKCNEPTOB MO
pe3ynbTaTaM ykasaHHOW B 4acTW 2 HACTOALWEW CTaTbW 3KCMEPTU3bl, YMONHOMOYEHHbIN defepanbHbIA opraH
MCNOMHWUTENBHOW BNacTu:

1) NPUHUMAET peLLeHne O BHECEHUWN U3MEHEHWUI B JOKYMEHTbI, COAepXallnecs B perucTpaumoHHoOM 4oCke
Ha 3apernMcTpupoBaHHbIA NEKAPCTBEHHbLIA MNpenapaTt Ans BEeTEPUMHApPHOro MNpuUMEHeHus, unn ob oTkase BO
BHECEHUN TaKUX U3MEHEHWUIA;

2) BHOCUT B rOCyOapCTBEHHbIN peecTp fekapCTBEHHbIX CPEACTB Ha OCHOBaHUW peLlleHUMs O BHECEHUM
N3MEHeHN B OOKYMEHTbI, codepalimecs B perucTpaumoHHOM JOCbe Ha 3aperncTpvpoBaHHbIA leKapCTBEHHbIN
npenapaTt Ons BeTEepPVHApPHOro MNPUMEHEHWs, HeoOXoAuMMble W3MeHeHUst W BO3BpaliaeT 3TU  JOKYMEHTHI
3asBUTENIO.

(vacTb 6.1 BBegeHa PegepanbHbiM 3akoHOM 0T 22.10.2014 N 313-93)

7. OcHoBaHMeM AN OoTKasa BO BHECEHUU U3MEHEHWUI B OOKYMEeHTbI, coaepXalwmeca B permctpaulMoHHOM
Aocbe Ha 3apeFMCTpMpOBaHHbIl7I J'IeKapCTBeHHbII7I npenapatr Aanda BeTepuHapHOro npuMeHeHud, ABNAETCA
3akrnw4yeHmne ynosiHOMO4Y€eHHOro d)e,u,epaanoro opraHa NCMOSHUTENBHON BfacT O BO3MOXHOCTU CHWXKEHUS
Ge3onacHoCTN, Ka4vecTBa, 3d)¢)€KTVIBHOCTI/I NeKapCTBEHHOIo npenaparta pAla BeTepuHapHOro npuMeHeHuna B
Ccny4ae BHeCeHUA M3MEHEHUN B YKa3aHHbl€ OOKYMEHTbI.

8. [onyckaeTtca obpalleHne NnekapcTBEHHbIX NpenapaToB ANsi BETEPUHAPHOIO NPUMEHEHUS OO0 UCTEYEHUs!
CpoKa rofHOCTM, NPOU3BEAEHHBIX B TEYEHUE CTa BOCbMUAECATV OHEN nocne AaTbl NPUHSATUSE YNONTHOMOYEHHbBIM
hbeaepanbHbIM OpraHOM UCMOMHUTENBHOW BNAcTU PeLLEHUS O BHECEHUM U3MEHEHUI B AOKYMEHTbI, coaepxalumecs
B PerncTpauuoHHOM [0OCbe Ha NeKapCTBEHHbLIA MpenapaTt, B COOTBETCTBUM C MHGOpPMaLUEN, coaepxkallencs B
[OKYMEHTax permcTpaLuoHHOro A0Cbe Ha fekapCcTBEHHbIN NpenapaT A0 AaTbl NPUHATUSA Takoro peLueHuns.

(vacTb 8 B peq. ®eaepansHoro 3akoHa ot 22.12.2014 N 429-03)
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CrtaTtbs 32. OTMeHa rocyaapCTBEHHOMN permcTpaumm nekapcTBeHHOro npenapara

PewleHne 06 OTMeHe rOCydapCTBEHHOW perucTpaumMn nekapcTBEeHHOro npenapata U UCKIoYeHUK
NeKkapcTBEHHOro npenapata W3 [OCYAapCTBEHHOrO pPeecTpa NIeKapCTBEHHbIX CPEeACTB  MpUHMMaeTcs
YNONHOMOYEHHbIM hefepanbHbIM OpraHOM UCMONMHUTENBHOW BNacTu B crnydae:

1) NnpeacTaBneHUss COOTBETCTBYHOLLMUM YNOSIHOMOYEHHbIM befepanbHbIM OpraHOM UCMOMHUTENBHOW BRacTu
3aKMIOYEHMST O pucke unnm o6 yrpo3e 300pPOBbIO, KU3HM YenoBeka WM XMBOTHOTO MPWU  MPUMEHEHUU
rnekapcTBEHHOro rnpenaparta, npeBbllaloWwmnx ero 3ddeKTMBHOCTb, MO pesynbTaTam OCYLLECTBIISEMOrO UM
MOHUTOpUHra 6e3onacHOCTY NeKapCTBEHHOIO NpenapaTa;

2) nogayn gepxaTtenem unu BnagenbLem perMcTpaunoHHOrO yAOCTOBEPEHMST NEKapCTBEHHOMO npenapaTta
WUNN YNONHOMOYEHHBIM MM OPYIUM OPUOANYECKMM NMLOM 3asiBfieHUss 06 OTMEeHe rocyqapCTBEHHOW peructpauum
nekapCcTBEHHOro npenapara;
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HenoATBEPXXOEHMUS rOCYAapPCTBEHHOW pernctpaumMmn NekapcTBEHHOro npenaparta Mo MCTEeYeHUM cpoka
OEVNCTBUSI PEFUCTPALMOHHOTO YAOCTOBEPEHWS], BbIAAHHOMO Ha NSATb NET;

4) HenpeacTaBneHus 3asBUTENEM MHgopMauun, KoTopas MOXeT MoBfneyb 3a cobon HeobxoaMMOCTb
BHECEHUS] WU3MEHEHWA B [OKYMEHTbl, COAEPXKALUMECs B PErMCTPaLMOHHOM [OCbe Ha 3aperucTpupoBaHHbIN
neKkapcTBEHHbIN NpenaparT, B TeYeHne TpuaLati paboumnx AHEN Co OHSA HACTYNNEHWS 3TUX U3MEHEHUIA;

5) OCyLleCcTBNEHUs1 TrOCyOapCTBEHHOM perncrpauum INekapcTBEHHOro npenapata nog  TOpProBbiM
HaMMeHOBaHWEM 3aperncTpupoBaHHOro paHee Nod 3TUM TOProBbiM HaMMEHOBaHWEM NEeKapCTBEHHOro npenapara,
OTNINYAIOLLIETrOCS KAaYeCTBEHHBIM COCTAaBOM AEWCTBYOLLMX BELLECTB;

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) ocyulecTBlieHnda Focyﬂ,apCTBeHHOVI pernctpaunn 3adButenemMm OOHOro M TOro Xe JieKkapCTBEHHOIo
npenaparta nog pas3findyHbiMU TOProBbiIMM HAMMEHOBAHNAMMU;

7) BblHECEHWSI CYOOM peLleHUst O HapylleHuM npaB npaBoobnagatens OOBbEKTOB WHTENNeKTyanbHOW
cobcTBEHHOCTU NpU 06paLLeHUN NeKapCTBEHHBLIX CPEACTB;

8) oTCcyTCTBMA neKkapCTBEHHOro npenapata B obpalleHun B Poccuiickon degepauum B TeYeHME TpeX U
bonee ner;
(n. 8 BBeaeH ®efeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) HEBLINOMHEHNST AepXaTenem unu BragenbuemM pPermcTpauvoHHOro yOO0CTOBEPEHUS NEKapCTBEHHOIO
npenapata nubo YMNOMHOMOYEHHBIM WMW OPYIMM  IOPUAMYECKUM JMLOM MeponpuaTuiA Mo obecneyeHuto
6e3onacHOCT JeKapCTBEHHbIX MNPenapaTtoB, YCTAHOBMEHHbLIX YMNOMHOMOYEHHbIM dedeparnibHbiM - OpraHoM
WCMNOMHNTENBHON BRacTuU B COOTBETCTBUMM C YacTamu 3 u 4 cTaTbu 64 HacTosiwero ®egepanbHOro 3akoHa, B
pamkax ocyLiecTsneHus dapmMmakoHaasopa;

(n. 9 BBegeH ®efepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

10) oTkasa AepxaTens wnu Bragenbla PerucTpauvoHHOro YAOCTOBEPEHUS MeKkapCTBEHHOro npenapata
nmMbo YNOMHOMOYEHHOr0 WMWK [OpPYroro pUAMYECKOro fvua OT BHECEHWS MW3MEHEHW B WMHCTPYKUMIO MO
NPUMEHEHMIO NeKapCTBEHHOrO MpenapaTa, KacalLwWMXCA HOBbIX MOATBEPXKAEHHbIX OaHHbIX O TOM, YTO PMUCK
NpUYMHEHNs Bpeda 3[40POBbIO YerloBeKa WM XKMBOTHOrO BCMEACTBME MpUEMa feKkapCTBEHHOro npenaparta
npeBblwaeT 3PdPEeKTUBHOCTb €ro NPUMEHEHUSI.

(n. 10 BBegeH deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-$3)

CtaTbs 33. FocyaapcTBeHHbIN peecTp fleKapCTBeHHbIX CPeacTs

1. FocyaapCTBEHHbIN peecTp NeKkapCTBEHHbIX CPEACTB COAEPXMUT MNepeydeHb NeKapCTBEHHbIX Mpenaparos,
npoLeawmnx rocyaapCTBEHHYH perucTpaumio, nepeyeHb hapmaueBTUYeCKUX cybcTaHuuid, BXOOSLUMX B COCTaB
NeKapCTBEHHbIX NMpenapaToB, U CreayrLLyo MHOPMaLnLo:

1) B OTHOLLEHWM NEKAPCTBEHHBIX NpenapaToB:

a) HanmMeHoBaHue NneKapCTBEeHHOro npenapara (Me>K,1:|,yHapo,u,Hoe HenaTeHToBaHHOEe, Ui rpynnmpoBo4HoeE,
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UM XMMUYECKOE N TOProBOE HaUMeHOBaHWS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

0) nekapcTBeHHas ¢opma C yka3aHMeM [O3MPOBKW NEeKapCTBEHHOrO npernapata U ero Konuyectsa B
noTpebunTenbLCKOM YNakoBKe;

B) HaMMeHOBaHWe [fepXaTens wWnu Bragenbua pPerncTpaumoHHOro YOOCTOBEPEHMST JeKapCTBEHHOMO
npenapara;
(nn. "B" B peq. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

I') HanmeHoBaHWMeE 1 agpec nNpon3BoanTeENA J1IeKapCTBEHHOIO npenapara;

a) dapmakoTepaneBTnyeckas rpynna, Kon NeKapCTBEHHOro npenapaTta no
aHaTOMO-TepaneBTUYECKO-XMMNYECKOW Knaccudpmkauuu, pekomeHgoBaHHOW  BcemupHon  opraHusaumen
3[paBOOXPaHEHNS;

(nn. "a" B pea. ®enepansHoro 3akoHa o1 22.12.2014 N 429-93)
€) NokasaHusa 1 NPOTMBOMOKa3aHNs K NPUMEHEHNIO NIEKAPCTBEHHOIO Npenapara;
X) noboYHblE ENCTBUSI NEKAPCTBEHHOIO NpenapaTa;
3) CPOK FO4HOCTU flekapCTBEHHOrO NpenapaTa;
1) YCIOBUSI XpaHEHMWS NeKapCTBEHHOIO Npenapara;
K) yCroBwWsi OTMyCKa JIEKapCTBEHHOIO Npenapara;

n) HoMep chapMakoneHoN cTaTby UMK B Crlydae ee OTCYTCTBUS HOMep HOpPMaTUBHOWM AOKYMEHTauuu nméo
HOPMaTMBHOIO JOKYMEHTa;

M) JaTa rocyapCTBEHHOW perucTpauuy NekapcTBEHHOrO npenapaTa U ero perncTpaumoHHbld HoMep, aata
3aMeHbl pernMcTpaLuoHHOro YAOCTOBEPEHUS NEKapCTBEHHOro npenapata Ha 6eccpovHoe perucTpalvoHHOe
YOOCTOBEPEHME JEeKapCTBEHHOrO npenapaTa, gata Mnofayvn 3asiBrieHuMsl O MNOATBEPXAEHUWM ToCcyaapCTBEHHON
perncTpaumMm nekapcTBEHHOro npenaparta, [Aata OTMEHbl TOCY4ApPCTBEHHOW perncTpauuu rnekapcTBeHHOro
npenapara;

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

H) Ka4yeCTBEHHbIN COCTaB W KOJNIMYECTBEHHbIA COCTaB OEWCTBYIOLLIMX BELLECTB U KA4YeCTBEHHbIA COCTaB
BCNomMoraTesbHbIX BELLECTB SleKapCTBEHHOro npenapara;
(nn. "H" BBegeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

0) MHcpopMauus 060 BCeX pa3peLLeHHbIX Buaax BTOPUYHOM (MOTPeOMTENBCKOW) YNaKkoBKuY;
(nn. "o" BBegeH ®eneparnbHbiM 3akoHOM OT 22.12.2014 N 429-903)

n) pgata npUHATMS pelleHnMs O BO3MOXHOCTM paccMaTpuBaTb JIEKAPCTBEHHbIA Mpenapat  npu
rocyapCTBEHHOWN pernctpaumm B kayecTBe opaHHOro NIekapCTBEHHOIo nNpenapaTa;
(nn. "n" BBeaeH denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

p) Hanu4Me NeKapCTBEHHOro npenapaTa B NepeyvHe XXU3HEHHO HEOOXOOUMbBIX N BaXXHENLLUX e KAPCTBEHHbIX
npenaparos;
(nn. "p" BBeaeH ®enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

C) Hanuuve B feKapCcTBEHHOM rMpenapaTte HapKOTUYECKUX CpeacTB, MNCUXOTPOMHbIX BELLECTB U UX
MpeKkypcopoB, nognexawux koHTpomo B Poccunckon Pegepauumn, B COOTBETCTBUM C 3aKOHOAATESbCTBOM
Poccuiickon depepauumn, MexayHapogHbiMu poroBopamu Poccuiickon Pepepauumn, B ToM 4ncrne EpmHon
KOHBeHUMeN o HapkoTudecknx cpeacteax 1961 roga n KoHseHUmen o NCMXoTponHbIX Bewectsax 1971 roga;

(mn. "c" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

T) nHdopmaumsa O TOM, SBNSETCA NN AaHHbIA NeKapCTBEHHbIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "T" BBegeH ®enepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

Ctpanuua 47 n3 84



depnepanbHbIv 3akoH oT 12.04.2010 N 61-93
(pea. ot 03.07.2016)
"O6 obpalleHUn NekapCTBEHHBLIX CPEACTB»

y) cBegeHust O nojave 3asiBleHUss O BHECEHUMM W3MEHEHUM B [OOKYMEHTbl, CcogepXxalimecss B
PErnMcTpaumMoHHOM JOChbe Ha fekapCTBEHHbIV Npenapar;
(nn. "y" BBegeH PepepanbHbiM 3aKkoHOM 0T 22.12.2014 N 429-93)

MHdopmauma o B3aMMO3aMEHSIEMOCTU FMEKapCTBEHHbIX NpenapaTtoB Ans MEeOULUHCKOro MpUMeEHeHUus
NoANEeXUT BKIHOYEHUIO B TOCYQApPCTBEHHbIM peecTp nekapCTBeHHbIX cpeactB ¢ 1 auBapa 2018 ropa
(PenepanbHbIn 3akoH 0T 22.12.2014 N 429-03).

&) cBedeHMs O B3aMMO3aMEHSIEMOCTU IekapCTBEHHOIO NpenapaTa;
(nn. "¢" BBeaeH depepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

X) CPOK BBEi€HWs NleKapCTBEHHOrO Npenapara B rpaxaaHckuii 06opor;
(nn. "x" BBegeH PepepanbHbiM 3aKkoHOM 0T 22.12.2014 N 429-93)

2) B OTHOLUEHNN hapMaLeBTUHECKUX CYOCTaHLWIA:

a) HaMMmeHoBaHWe apmaueBTMYECKOM  CcybcTaHumMm  (MexgyHapogHoe  HenaTeHTOBaHHOoe, U
rpynnMpoBOYHOE, UNN XMMUYECKOE N TOProBOE HAaMMEHOBAHWS);
(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

0) HaumeHoBaHVe u agpec npoussoanTens dapmaleBTUYECKON CybCcTaHUnw;
B) CPOK rogHOCTM (hapmaueBTu4eckomn cybctaHuum;
r) yCrnoBusl XpaHeHus papmaLieBTMYECKON CyOCTaHLmu;

[) HoMep chapMakoneHol cTaTbM UMK B Crlydae ee OTCYTCTBUS HOMep HOpPMaTUBHOWM AOKYMEHTauuu nméo
HOPMaTMBHOIO JOKYMEHTa;

€) Hanuune cbapMaueBTU4ECKON CYOCTaHLMN B NepeyvyHe HapKOTUYECKUX CPeacCTB, NMCUXOTPOMHbLIX BELLECTB U
nX MpeKypcopoB, noanexawmux KoHTponto B Poccuiickon degepaumn, B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepauuu, MexayHapoaHbiMu gorosopamu Poccuickon ®epepauumn, B ToM 4ucrne EpauHon
KOHBEHUMeN 0 HapkoTudeckux cpeacteax 1961 roga n KoHBeHuuer o NcnxoTponHbIX BelecTsax 1971 roga.

(nn. "e" BBegeH PeagepanbHbIM 3aKoHOM 0T 22.12.2014 N 429-93)

2. dapmaueBTUYeckas cybCcTaHuMs, NpovM3BEeAeHHas ANg peanu3aumv, MoXeT OblTb BKMNOYEHa B
rocy4apCTBEHHbIN peecTp NeKkapCTBEHHbIX CPeACTB Ha OCHOBaHMK 3asBneHuns paspaboTymka Unm npoussBoauTens
rniekapCTBEHHOro cpefcrtBa NMbO YMOMHOMOYEHHOIO VMMM IOPUOUYECKOTO fvua MpW YCNoBUM NPOBEAEHMS B
OTHOLLEHMN Takon dapmaLleBTUYecKon cybcTaHumMm 3aKCnepTu3bl KadecTBa dhapmaueBTUYeckon cybcTtaHumm B
nopsiike, yCTaHOBNEHHOM cTatbel 34 HacTtoswero PegepanbHOro 3akoHa. B OTHOWeEHMM hapmaueBTU4EeCKMX
cybCTaHuuA, NpPOM3BEAEHHbIX [Ans peanusauuv, B TrOCYAapCTBEHHOM peecTpe feKapCTBEHHbIX CpeacTB
cofepXxuTcs cneyrowas nHdopmaums:

1) HaumeHoBaHve (papmaueBTUYeckon cybcTaHuum  (MexgyHapogHOe  HemaTeHTOBaHHOe,  unn
rPyNnMpOBOYHOE, MU XMMUYECKOoe 1 TOProBoe HaMMeHOBaHUS);

2) HaumeHoBaHWe 1 agpec NPOM3BOAMTENSA dapMaLleBTUYECKON CyOCTaHLNK;
3) CpPOK rogHOCTM hapmaLeBTUYECKON CyOCTaHLMK;
4) ycnoBus xpaHeHus hapMaLeBTUYEeCKon cybcTaHumu;

5) Homep dhapmakoneiHoi ctatbl NMMBo B Criyyae ee OTCYTCTBMS HOMEP HOPMAaTWMBHOW OOKYMeHTauun unm
HOPMaTMBHOIO JOKYMEHTa;

6) Hannume dapmMaLeBTUYECKON cybCTaHUUN B NEpeYHE HAPKOTUYECKNX CPEACTB, MCUXOTPOMHbIX BELLECTB U
X NPEKypcopoB, noanexalwux KoHTpomno B Poccuiickon depepaumu, B COOTBETCTBUMU C 3aKOHOAATENbCTBOM
Poccuiickon ®depepauuu, MexayHapoAHbiMu porosopamu Poccuiickon ®epepauun, B ToM uucne EguHon
KOHBeHUMeN o HapkoTudecknx cpeacteax 1961 roga n KoHseHUmen o NCMXoTponHbIX Bewectsax 1971 roga;

7) gaTta BKMYeHUs1 hapMaleBTMYECKOW CyOCTaHUUKM B rOCYAapPCTBEHHbIA PEECcTp NIeKapCTBEHHbIX CPeacTs,
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AaTa BHECEHWS UBMEHEHWI B AIOKYMEHTbI (hapMaLeBTUYECKON cybCcTaHummM, AaTa UCKMIoYeHUs (papMaLeBTUYECKON
cybGCcTaHUUM M3 rocyaapCTBEHHOIO peecTpa NekapCTBEHHbIX CPEACTB.
(vacTb 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. nOpﬂ,CI,OK BedeHNA rocynapCTtBeHHOro peecrtpa ekapCrtBeHHbIX cpencTts AnAa MeaunumHCKOro npnMeHeHuns
M nopaanoK BeOeHuA rocyaapCTtBeHHOro peectpa JeKapCTBEeHHbIX CpeacTB ANA BEeTepPUMHApPHOro npuMeHeHusa
yTBEepXaarTcA COOTBETCTBYHOLLNM YNOJTHOMOYEHHbIM cbep,epaanblM opraHom NCNONMHUTENbHON BNAcTW.

CrtaTtbsa 34. BknioyeHue B rocyﬂachBeHHblﬁ peecTp NeKapCTBeHHbIX cpeaACTB U UCKITI0OYeHUe U3 rocyaqapcTtBeHHOro peecrtpa

JIeKapCTBeHHbIX cpeacTB (bapmaueBTuHecxoﬁ CyGCTaHLWIVI, npousBe.quHoﬁ AnsA peanu3auun

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. [Insa BkntoveHus hapmaueBTUYecKon cybcTaHumumn, NPon3BeAeHHON ANs peannsaunm, B rocy4apCTBEHHbIN
peecTp nekapCTBEHHbIX CPeacTB, MPOBOAUTCS AKCNepTn3a ee kavyecTsa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. OkcnepTu3a KayecTBa YyKasaHHOM B 4acTu 1 HacToswew cratby papmaueBTuyeckon cybcTtaHuum,
COCTaBfIeHNEe KOMMWCCMEW SKCMEepTOB 3aKMYeHWn MO pesynbTatam 3TOM IKCMepTU3bl M WX HanpasfneHue B
YNOSIHOMOYEHHbIN bedepanbHbIfl OpraH MCMOMHUTENbHON BIiacTVM OCYLLECTBISAOTCA B CPOK, HE MpeBbILIAOLWMNIA
wectmaecatn pabounx AHeW CO OHA MONyYeHWs 3KCMEepTHbIM YydpexaeHMeM COOTBETCTBYIOLLEro 3adaHus
yNofiHOMOYEHHOro deeparnibHOro opraHa UCMOMHUTENBHOW BNAacTu 1 CNeayLmx JOKYMEHTOB:

1) KOnna JnuueH3nn Ha npon3BoACTBO J1IEKapCTBEHHbLIX CpeacTB UMM Konund 3akrnt4eHnAa O COOTBETCTBUM
npoun3sognTena nekapCTBeHHbIX CpeactTs Tpe6OBaHI/IF|M npasun Haanexawen I'IpOI/I3BO,EI,CTBeHHOVI NpPaKkTuKu,

Bbl4aHHbIE YMONTHOMOYEHHbIM dheaeparibHbiM OpraHOM WCMONHUTENBHOW BNAacTW, B criyyae, ecnv NpOU3BOACTBO
nekapcTBEHHOro npenapaTta ocyllecTBnsieTcs B Poccuiickon ®enepaunu;

2) Konusi BblAAHHON YMONHOMOYEHHLIM OpPraHoM CTpaHbl MPOU3BOAMTENS NULUEH3NM Ha NPOWU3BOACTBO
NeKapcTBEHHOro CpeacTBa UM ee MepeBof Ha PYCCKUN A3bIK, 3aBepeHHble B YCTAHOBMIEHHOM MOpsiAKe, U KOmust
3aKMOYEHNsT O COOTBETCTBUM MPOM3BOAMTENS NEKapCTBEHHbLIX CPeacTB TpeboBaHWAM nNpaBun Haanexalliewn
MPOM3BOACTBEHHON NPaKTUKW, BblOAHHOIO YNONMHOMOYEHHbIM deaeparnbHbiM OpraHoM UCMOMHUTENLHOW BNacTu, B
crnyyae, ecnv Npov3BOACTBO NEKaPCTBEHHOTO CPpeacTBa OCyLLecTBNsAeTca 3a npegenamu Poccuiickoin denepaunu;

3) OOKyMeHT, cogepallumin cregytoLime ceefeHunst o hapmaueBTMYeckor cybcTaHumm:
a) HauMmeHoBaHWe hapmMaLEeBTUHECKOW CyBCTaHLuK, ee CTPYKTypa, 06LLue CBOWCTBA;
0) HaumeHoBaHVe 1 agpec NPoM3BOANTENS;

B) TEeXHoJiorma npom3soacTtea C onncaHnem cragun npon3BoacTBa U METOAOB KOHTPOJIA Ha BCEX CTaanAx
npon3BoOACTBa,

r) onucaHue pa3paboTku npoLecca Npon3BoACTBa;

[) onMcaHne KOHTPOISA KPUTUYECKMX CTaAuIM NpoLecca Npon3BoACcTBa U MPOMEXYTOYHOW NPOAYKLMK;
€) OOKyMeHTanbHoe noaTeepxaeHve (Banvaaumsi) NpoLeccoB U (UNn) NX OLEHKA;

) CBOMCTBA M CTPYKTypa OENCTBYIOLLMX BELLECTB;

3) XapakrepucTuka npumecen;

1) cneumndukaumsa Ha papMaLeBTUYECKyl0 CyGCTaHUMIO U ee 060CHOBaHME;

K) aHanuMTu4eckne MeTOAMKM, UCMOSb3yeMble NMPU OCYLLECTBNEHUN KOHTPOS KavecTBa dhapmaleBTU4eCKon
cybcTaHuup;

n) [OKyMeHTanbHoe MOATBEPXAeHWe (Banvpauusl) aHanuMTUYecKMX MEeTOAMK, WCMOoMb3yeMblX npwu
OCYLLLECTBMNEHNUM KOHTPOJSIS KayecTBa chapmaLleBTUYECKO CyOCTaHLMN;

M) pe3ynbTaTbl aHannsa cepuii papmaLeBTnyeckon cybctaHumm;
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H) nepe4vyeHb CTaHOAPTHbIX 06pa3u,0|3 mnn BewecTB, WUCNOJb3yeMbIX MNpPpU OCYLLECTBIIEHUN KOHTPOIA
Ka4vyecTBa,

0) onMcaHne XapakTEePUCTUK U CBONCTB YNaKOBOYHbIX MaTepuasnoB 1 YKYNOPOUYHbIX CPeadCTB;
n) AaHHble O CTabUNbHOCTM hapmMaLeBTUYECKON cybcTaHumy;

p) CPOK FOQHOCTH.
(vacTb 2 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pea. 13.07.2015))

3. [lns npoBeaeHust 3KCMEepPTU3bl KadeCcTBa yka3aHHOW B 4YacTuM 1 HacTosilen ctaTbi hapmaLeBTUYECKON
cybcTaHuun 3asBUTENb NpeacTaBnseT B YNONMHOMOYEHHbIN dheaepanbHbIi OpraH UCMOMHUTENbHOW BNacTy:

1) 3asBneHMe O BKIKYEHUN B TOCYAApPCTBEHHbLIA pEeecTp FeKapCTBEHHbIX CPeAcTB  OaHHOW
dapmaueBTNYECKON CcyOCcTaHUMK;

2) Konus [JOKyMeHTa, noATBepXdalowero ynnaty rocygapCTBEHHOM MOLWMMHbI 3@ BKIIOYEHWEe B
rocy4apCTBEHHbIA PeecTp meKapCTBEHHbIX CpeacTB hapmaueBTU4eckon cybcTaHumm, npousBeneHHOW Ansi
peanu3aumu, nnMbo no coOCTBEHHOW WHMUMATMBE YKa3aHHbIA [OKyMeHT. B cnyvae ero HenpegcraBneHus
3as8BUTENEM YMNOMHOMOYEHHbIN dedepanbHbIi OpraH WCMOMHUTENBbHOW BracTu npoBepsieT hakT ynnathbl
rocy4apCTBEHHOW MOLWNMHBLI 3asiBUTENIEM C MCNOMb30BaHMEM MHdopMauun o6 ynnate rocygapCTBEHHON
nownuHbl, cogepxaulenca B [ocyaapCcTBEHHOM MH(OPMAUWOHHOW CUCTEME O T[OCYOapCTBEHHbLIX W
MYHULMNAnNbHbIX NnaTtexax, Ha OCHOBaHWWM NPeACTaBMEeHHOW 3asiBUTENEM KOMUKU OOKYMEHTa, NOATBEpPXAAtoLLero
ynnaTy rocygapCTBEeHHON NOLUMWHbI;

(n. 2 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) AOKYMEHTbI, YKa3aHHbIE€ B YacTW 2 HACTOSLLEN CTaTby;
(B peq. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) 3asdBneHne O BblJaye paspeweHns Ha BBO3 B Poccuiickyto ®Pepepaumio KOHKPETHOW napTum
He3aperMcTpUpoBaHHOIO NekapCTBEHHOMO CPEACTBa, NPeaHa3HavYeHHOro Ans NpoBeaeHns yKasaHHON aKCnepTusbl.
(n. 4 BBegeH ®efepanbHbM 3akoHOM OT 22.12.2014 N 429-03)

4. B TeyeHne pecatum paboumx OHEM CO OHA MPUHATUS 3asdBEHUMS O BKIHOYEHUW YKa3aHHOW B 4dactu 1
HacTosilen ctaTbM hapmaueBTUYECKON cybCcTaHUMM B rocygapCTBEHHBIN PEecTp JNEKApPCTBEHHBIX CPEACTB U
OOKYMEHTOB, nepeydncrneHHblX B YacTn 1 U NyHKTe 2 yacTu 3 HaCTosLLEeN CTaTby, YNONHOMOYEHHbIN dbefepanbHbli
opraH UCNOJSTHUTENBHOM BRacTu:

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1) npoBOANT NPOBEPKY MNOMHOTbLI U JOCTOBEPHOCTUN JAHHbIX, COAEPXKALUMXCS B NPeACTaBMNEHHbIX 3asiBUTENEM
OOKYMEHTax;
(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2) NpUHUMAaET pelleHne O HanpaslieHUU B SKCNEepTHOE yYpexAeHWe 3afaHus Ha NpoBefeHue SKCNepTu3bl
KayecTBa ykasaHHOW B 4acTu 1 HacTosiwen ctatbu apmaueBTudeckon cybctaHumm mnm o6 oTka3e B TakoM
HanpasneHuu;

3) yBegomMnsieT B 3NIEKTPOHHOW UNWN NMUCbMEHHOW hopme 3asdBuTenst O NPUHATOM peLleHMU UnK B crnydae
OTKasa C yKasaHWeM NPWYnH Takoro oTkasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. B cnyyae BbISIBNEHUS HEOOCTOBEPHOCTU CBEAEHUN, CoAepXalUMXCA B NPeAcTaBfeHHbIX 3asBuTenem
MaTepuanax, ynonHoMoYeHHbIN befepanbHbli OpraH UCMONHUTENBbHOW BRacTW HanpasnseT 3asBUTENto 3anpoc
00 yTOYHEeHWUW yKasaHHbIX cBedeHun. [aHHbIn 3anpoc MoxeT ObiTb nepedaH ynorTHOMOYEHHOMY MpeaACcTaBUTErto
3aaBUTENS NUYHO NOA PacnucKy, HarpasreH no noyTe 3akasHbiIM MMCbMOM UIK nNepefaH B 3NEeKTPOHHOW dopme
Nno TenekoMMYHMKaUMOHHbIM KaHanam cBs3n. B cnyvae HanpasneHwss faHHOro 3anpoca no novte 3akasHbiM
NMUCbMOM OH CHMTaETCH MOSTYYEHHBIM MO UCTEYEHUM LLECTU OHEWN C AaTbl HAanNpaBneHUs 3aka3Horo NMcbma.

(4acTb 4.1 BBegeHa degepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3aaButenb 06si3aH nNpencTaBUTb OTBET Ha 3anpoc YNOJHOMOYEHHOro dhedepanbHOro opraHa
UCMONHUTENLHON BNAcTM B CPOK, He MpeBbllLaloWWniA AeBAHOCTA paboynx OHeil co OHA MOoNyvyeHus OaHHOro
3anpoca. Cpok, ykasaHHbI B YacTu 4 HacTosLel cTaTby, NPUOCTaHaBNMBAETCA CO OHSA HanpaBreHus 3asBUTENHO
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3anpoca YrnoriHOMOYEHHOro oeeparnbHOro opraHa WCNOMHUTENbHOW BRacTu A0 AHA MONyYeHus MM oTBeTa Ha
OaHHbI 3anpoc 1 He YYNUTbIBAETCS NMPU UCHUCTIEHUM CPOKA 3KCNEPTU3bI kKavecTBa hapMaLeBTUHECKON cybcTaHumm,
Heuncrnonb3yemol npu Npou3BOACTBE JIEKAPCTBEHHbIX NPenapaToB.

(4acTb 4.2 BBegeHa deageparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM [Ons OTKasa B HafnpaBfieHMM B 3KCMEPTHOE YYpeXAeHWe 3agaHus Ha MpoBedeHue
3KCMEepTM3bl KayecTBa YKa3aHHOW B 4acTm 1 HacToswewn cTtaTtbl hapmaueBTMYecKorW cybcTaHuumn gBnsieTcs
HenpeacTaBneHne [OOKYMEHTOB, YKa3aHHbIX B 4acTM 2 HacTosillenh CcTaTbW, OTCYTCTBME MHdOpMaLuu,
noareepxaatowen akT ynnatbl rocygapCTBEHHOW MOLWIMMHBLI 3@ BKMOYEeHUe dapmaleBTUdeckon cybcTaHuum,
Npou3BedeHHON AONis peanu3auuu, B roCyAapCTBEHHbIN pEeecTp JIeKapCTBEHHbIX CPEACTB, HenpeacTaBlieHve
3as8BUTENIEM B YCTAHOBMIEHHbI CPOK OTBETA Ha YyKa3aHHbI B 4actu 4.1 HacTosiwen cTaTbyM 3anpoc
YMOJSTHOMOYEHHOIO dheepanbHOro opraHa MWCMOSIHUTENBHOW BRacTM WNM npeacTaBneHne [OOKYMEHTOB, He
cofepXXalux ncHepnblBaloLLEero nepeyHs HeobxoauMbIX CBEAEHNN.

(vactb 5 B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. B TeueHne nsaTHaguaTu paboymx OHEW CO OHSA MONyYEeHMs peLleHnst YNOIHOMOYEHHOro doeaeparbHOro
opraHa UCMOSMHUTENBHOW BRAcTU O HanpasfeHNW B 9KCNEPTHOE yypexaeHne 3agaHns Ha npoBeaeHne aKCnepTum3abl
KayecTBa yka3aHHOM B YacTu 1 HacTosilen ctaTtbu papmaueBTudeckon cybcTaHumMn 3asBuTenb npeacrasnseTt B
3KCNEepTHOE YYpeXaeHWe ONA NPOBEAEHUs OaHHOW 3JKcnepTuabl obpasubl dpapmaueBTMYecKkon cybcTtaHuun B
Konm4ecTBe, HEOOXOAMMOM [ BOCNPOM3BEAEHNST METOAOB KOHTPOIS KayecTBa. OKCMEPTHOE ydpexaeHue npu
nony4yeHun obpas3uyoB ykaszaHHOW B YacTy 1 HacToslen cTaTtbM apmaueBTUYecKon cybcTaHumMM BblgaeT
3as8BUTENO JOKYMEHT, MOATBEPXKAAOLWMA NonyYeHne atux obpasuoBs, U B CPOK, HE MPEBLILLAILLMIA TPEX paboumx
OHen, yBeOooMMsieT B 3MEKTPOHHOM MM NMcbMeHHon dopMe 06 3TOM YMOSIHOMOYEHHbIW dheaeparnbHbIi opraH
NCMOMHUTENbHOW BNAaCTU. 3T CPOKM HE BKNIOYAIOTCH B CPOK NPOBEAEHUSA AaHHOW SKCNepTuU3bl.

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. JlokyMeHTbI, MOCTYNMBLUME B 3KCTIEPTHOE YYpeXAeHUe AN NPOBEeAEHNs 3KCNePTU3bl kKayecTBa yKa3aHHO
B vyacTu 1 HacTosllen cTaTbM (papMauleBTUMYECKOW cyGCTaHuMK, noasiexaT BO3BpaTy B YMNOSHOMOYEHHbIN
thenepanbHbIl opraH UCMONTHUTENIbHOWM BRacT OJHOBPEMEHHO C 3aKIoYeHWsMU MO pe3ynbTaTam NpoBeAeHHOM
3KCMNepTU3bI.

8. B cpok, He npeBbIWAWMA NATU paboynx OHEN CO OHSA MOMyYEHUs 3aKMoYEHUS KOMUCCUMM 3KCMEPTOB MO
pe3ynbTaTtaM 3KCNepTM3bl KayecTBa yka3aHHOW B 4YacTu 1 HacToswen ctaTtbu hapmaueBTMYeckon cybcTaHumu,
YMONMHOMOYEHHbIN dhefepanbHbI opraH UCMOMHUTENbHOW BRacTu:

1) ocyLLECTBMAET OLEHKY TaKoro 3akno4yeHuns ansa onpeaeneHuns ero COoTBETCTBUSA 3a4aHunio Ha npoBeaeHne
NaHHOW 3KCNepTU3bI;

2) NpuMHUMaeT pelleHue O BKIHYEHUUM YyKasaHHOW B 4YacTu 1 HacToswen cTtaTtbu apmaueBTUYECKOn
cybCcTaHuun B rocygapCTBEHHbIN PEECTP NEKAPCTBEHHbBIX CPEACTB UMK pelleHme 06 0TKase B TaKkOM BKITHOYEHMWM;

3) BHOCUT nMpu MPUHATUM pPELUEHUsT O BKIKOYEHMM YKasaHHOM B 4Yactu 1 HacTosilen cTaTtbu
dhapmaLeBTMYECKON CyOCTaHUMM B TOCYAApPCTBEHHbIA PEECTP JIEKAPCTBEHHbLIX CPEeACTB MNpeayCMOTPEHHYH
nyHkToM 2 yactm 1 ctaten 33 HacTtoswero PepepanbHOro 3akoHa MHgopMauuio n yBegomnsetr ob 3Tom B
3NEKTPOHHOW NNKU NNCbMEHHON hopMe 3asiBUTENS.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. OcHoBaHveM AN OTKka3a BO BKITHOYEHUWM yKa3aHHOW B YacTu 1 HacToswen ctatbu papmaLeBTUHECKON
cybCTaHUUM B roCyQapCTBEHHbIN peecTp JeKapCTBEHHbIX CPEeACTB SBMSETCA pelleHne COOTBETCTBYHOLLEro
YNONHOMOYEHHOro dyeeparnbHOro opraHa WCMNOMHUTENbHOW BNacTu O TOM, YTO KavyecTBO dhapMaueBTUYECKOW
cybGCcTaHuuM He NOATBEPXAEHO NOMYYEHHBbIMU AaHHBIMU.

(vyacTtb 9 BBegeHa denepanbHbiM 3akoHOM oT 22.10.2014 N 313-93)

10. He ponyckaetca BKOYEHME B rOCygapCTBEHHbIA peecTp JieKapCTBEHHbIX CpeacTtB  OOHOM
dapmMaueBTUYECKON CyOCTaHUUK, MPOU3BEAEHHOW AN peanu3auun M BbIMYCKAeMOW OOHUM U Tem Xe
npousBoguTeneM, B Buae AByx 1 6onee peecTpoBbIX 3anncen.

(vyactb 10 BBegeHa defepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. BHeceHue wn3MeHeHWIA B [AOKYMEHTbl Ha apMaueBTUYECKYD CyOCTaHUMI0, MPOU3BEOEHHYIO OIS
peanu3auny M BKITHOYEHHYI0O B rOCY4AaPCTBEHHBIN peecTp NeKapCTBEHHbIX CPeACTB, OCYLLECTBASETCA B Mopsake,
ycTaHoBneHHoM cTtaTtbsamu 30 u 31 Hacrtosiwero ®efepanbHOro 3akoHa, € yniaTon rocyaapCTBEHHON MOLLSIMHGI,
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NnpeayCcMOTPEHHON 3akoHo4aTeNbLCTBOM Poccuickon ®egepauunn o Hanorax n cbopax.
(vyactb 11 BBegeHa PegepanbHbiM 3akoHOM oT 22.12.2014 N 429-03)

12. [onyckaeTcsi oOpalleHne dapMalueBTUYECKMX CYOCTaHUMIA, NPOU3BEAEHHbIX AONS peanusauun, B
TeyeHVe CTa BOCbMUAECATM JAHEW [0 U Nocre TMPUHATUS  YMOMHOMOYEHHbIM deaeparnbHbIM - OpraHoMm
WCNONHUTENBHON BMNAcTU pPeLUEHUs O BHECEHUM U3MEHEHUN B LOKYMEHTbl Ha hapmMaueBTUYECKYlo cybcTaHuumio,
NpoV3BEAEHHYIO ANa peanuaaunm N BKINYEHHYIO B rOCYAapCTBEHHbIV PeecTp NeKkapCTBEHHbIX CPEACTB.

(vyacTtb 12 BBegeHa denepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

13. PeweHne 06 ucknioYeHUn n3 rocyqapcTBEHHOrO peectpa NeKkapCTBEHHbIX CPpeacTB dhapmaLleBTUYECKON
cybcTaHuuN, nNpouM3BeOeHHOW [Afis  peanu3auun, NpUHUMAaETCa YNONIHOMOYEHHbIM defeparnbHbiM  OpraHoM
WCNONHUTENBHON BNACcTU B Cryyae:

1) npeacrtaesneHna COOTBETCTBYHOLWMM YNONTHOMOYEHHbIM cbep,epaanblM OpraHom WCMNONHUTENBbHON BNacTu
3aKNn4YeHna o pucke uinn o6 yrpose Xu3Hu unun 300pOoBbH 4YerioBeka nmbo XMBOTHOrO npu mcnonb3oBaHUU
JNeKapCTBEHHOIo cpencTBea,;

2) nogaun pas3paboTyMKoM NEKapCTBEHHOrO CpeacTBa UMM MPOU3BOAUTENEM JeKapCTBEHHOrO cpencTsa
nMBo yNONMHOMOYEHHBIM UMW OPYrMM OPUAMYECKMM NULOM 3asdBneHUst 06 WCKIHYEHMUM M3 rOCY4apCTBEHHOro
peecTpa nekapcTBEHHbIX CpeacTs hapmaueBTU4eCcKkon cybcTaHuumn, NpoOM3BEAEHHON AN peanv3auuu;

3) otcytcTBUs hapmaueBTUYECKON cybCcTaHuMn, Npou3BEAEHHOW Ans peanu3auuu, B obpallieHun B
Poccuiickonn degepaumm B TeveHne Tpex n bonee ner.
(vyacTb 13 BBegeHa ®eaepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-93)

Cratbsa 35. YTpatuna cuny ¢ 1 urons 2015 roga. - ®eaepanbHbini 3aKkoH oT 22.12.2014 N 429-d3.

Cratba 36. O6xanoBaHue pelleHUss 06 oOTka3e B Bbigauve pa3pelleHUuss Ha NMpoBeAeHUEe KIMHMYECKOro uccriefoBaHus
NleKapCcTBEHHOro mnpenapaTta, pelweHuA o6 oTkase B rocyAapCTBEHHOW perucTpauMu JeKapCcTBEHHOro npenaparta, 3akil4eHus
KOMMWCCUM IKCMEPTOB IKCNEPTHOIO YYPEXAEHUS NN 3aKITHOYEHUs coBeTa Mo 3TUKe

(B pea. PeneparnbHoro 3akoHa ot 22.12.2014 N 429-03)

PelueHne cooTBETCTBYHIOLLENO YNOSIHOMOYEHHOIO dheieparnibHOro opraHa UCNofHMTENbHOWM BnacTy o6 oTkase
B Bbldaye paspelleHusi Ha NpoBedeHUe KIMHUYECKOro UCCrefoBaHUs NekapCTBEHHOro npenapaTa, pelleHue
yKasaHHOro defepanbHoro opraHa MWCNofHuUTeNnbHoM Bractu o6 OTkase B TOCY4apCTBEHHOW perucTpaumm
NeKapCTBEHHOro npenapaTa, 3aKknt4YeHne KOMMUCCUM 3IKCMEepPTOB SKCMEPTHOrO YYpEeXAeHust UNu 3aknyeHue
coBeTa Mo 3TMKe MOXeT ObiTb o6arnoBaHO B MOpPsiAKe, YCTAHOBMEHHOM 3akoHOAaTenbCTBOM Poccuickoi
depepaumn. 3aknoyeHne akcnepTa, oOdoOpMIIEHHOE NO MWToraM 3KCMepTM3bl B Lensx onpegeneHus
B3aMMO3aMeHSIEMOCTM 3aperMcTpMpoBaHHOrO NleKapCTBEHHOrO Npenapara, MoXeT ObiTb 06karnoBaHo gepXxartenem
UM BRnagenbLeM perncTpaumMoHHOro YAOCTOBEPEHMS FleKapCTBEHHOrO rnpernapata B KOMUCCUMIO 9KCMepToB
9KCMEPTHOTO yypexaeHUs. 3akroueHne KOMUCCUIN 3KCNEPTOB KCMEPTHOIO yupexaeHus, ohopMIIEHHOE MO UToram
nepecMoTpa 00GXariloBaHHOINO 3aKMoYEHUs 3KCrepTa, MOXET OblTb OCMOPEHO AepXaTenem unu BragernbueM
PErMCTPaLMOHHOIO YAOCTOBEPEHUS NEKAPCTBEHHOIO npenapaTta Nnbo YNosIHOMOYEHHBIM UMW NIULIOM B MOPSIAKE,
yCTaHOBMEHHOM 3akoHopaTenbctBoM Poccuiickot ®enepaumn. MNpu o6xanoBaHWM peLUEHUst YNOTHOMOYEHHOro
deaepanbHOro opraHa MCNOMHUTENbHOW BRAcTW, 3aKMOYEHUst SKCnepTa MM KOMUCCUMU SKCMEPTOB 3KCNEPTHOroO
ydupexaeHusi, 3akniyeHusl coBeTa MO STUKe [AepxaTenb WNU Brafgenel, pernctpauyMoHHOro YyAOCTOBEPEHUS
nekapcTBEeHHOro npenapata NMbo ynonHOMOYEHHOE MMM NULO BrpaBe NpeacTaBUTb pe3yrbTaTbl 3KCNEepTU3b
NeKapCTBEHHOro npenapaTta, MPOTOKOMbl MOSNYYEHHbIX aKKpeAUTOBAHHbIMWU MUCNbiTaTenbHbIMKM NnabopaTopmsamMm
(ueHTpamn) pe3ynbTaToB UCCNEOOBAHUN, UCTIBITAHWIA.

Cratbsa 37. Mchopmame, CBA3aHHad C ocyuwecTtBlieHuem rocynapCTBeHHoﬁ perucTtpauum rnekKkapcTBeHHbIX MnpenapaTos,
VIH(*)OpMaLIMH O 3apeructpupoBaHHbIX JeKapCTBEeHHbIX nMpenapatax W JieKapCTBeHHbIX nMpenapatax, WCKMNK4YeHHbIX W3
rocygapcTBeHHOro peectpa fieKkapCcTtBeHHbIX cpeacTs

1. CoOTBETCTBYIOLLMI YNOMHOMOYEHHbIA befepanbHbIi opraH WUCMOMHUTENbHOW BRacTu pasmellaeT Ha
cBoeM oduLmansHOM canTte B ceTn "MIHTepHeT" nHdopMaLmio, CBA3aHHY0 C OCYLLEeCTBNEHNEM rOCy4apCTBEHHOM
perncTpaumm nekapcTBeHHbIX MNpenapaToB, B TOM 4MCle MNpoBedeHMEM 3KCNepTU3bl FIeKapCTBEHHbLIX CPeacTB
(Bkntoyasi pesynbTaTbl €e NpoBefeHus), MHPOPMaLMIO O 3aperMcTpUpPOBaHHBLIX JIEKAPCTBEHHLIX MpenapaTtax u
nekapCTBEHHbIX MpenapaTax, UCKIIOYEHHbIX N3 roCy4apCTBEHHOIO peecTpa NeKapCTBEHHbLIX CPeacTB, He No3gHee
yem yepes nATb paboumx AHEW CO OHSA MOSyYEeHUs COOTBETCTBYIOLLMM YMOMHOMOYEHHbIM dhefeparnbHbiM OpraHoMm
NCNOSNTHUTENBHON BNACTU 3asiBIIEHUS O rOCy4apCTBEHHOM perncTpauumn nekapCcTBEHHOro npenapara.
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(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. Cpoku 1 nopsagoK pasMeLLeHns yKasaHHOM B YacTu 1 HacTosiLen ctaTbM MHOPMaLun ycTaHaBnMBaloTCs
YMOMHOMOYEHHbIM defieparnbHbiM OpraHoM UcnonHUTeNbHOW Bractu. WHdopmauusa, ykasaHHag B 4vactm 1
HacTodALen cTaTbK, SIBMSIETCA OTKPbITOM M 06LefOCTYNHOMW M NPefoCTaBNaAeTCs 3aMHTEpPeCOBaHHbIM nuuaM B
COOTBETCTBMM C 3aKoHoaaTenscTBoM Poccuickon depepaumm.

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

nasa 7. KMTMHWYECKUE UCCNENOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ANA MEOUUUHCKOIO NPMMEHEHUA, OOrOBOP
OB UX NPOBEOEHUU, NMPABA NAUMEHTOB, YYACTBYIOLLKNX
B 3TUX NCCNEOOBAHUAX

Crtatbs 38. KnuHuyeckue nccnegoBaHus JNileKapCTBeHHbIX npenapaTtoB AnA MeguUuMHCKOro npuMeHeHus

1. KnuHnyeckne nccnegoBaHus nekapCcTBEHHbIX NpenapaToB ANs MEAWUMHCKOTO NPUMEHEHUS, B TOM Yucre
MeXAyHapoaHble MHOrOLEHTPOBbIE, MHOMOLEHTPOBbIE, MOCTPErNCTPaLUMOHHbIE, MNPOBOAATCA B OOHOM wnu
HECKOMbKUX MeOMUMHCKMX OpraHu3auusix B COOTBETCTBMM C MpaBuniamy Hagnexallen KIUHWUYECKON NPaKTUKK,
YTBEPXOEHHBIMW  YNOSNIHOMOYEHHbIM  beepanbHblM  OpraHOM  MCMOMHUTENbHOW BMacTu, COOTBETCTBEHHO B
crneayoLwmx Lensx:

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) yctaHoBneHne 6e30MacHOCTM MekapCTBEHHbIX NpenapaTtoB Afs 300poBbix AobpoBonbueB U (Mnu)
NMepeHoCMMOCTN WX 300POBbIMM A0OPOBOMbLAMM, 33 WCKMIOYEHMEM Takux WCCNefOBaHWA NeKapCTBEHHbIX
npenapaToB, NPOU3BEAEHHbIX 3a npeaenamun Poccuiickon ®epepauuu;

2) nogbop onTUManbHbIX OO3MPOBOK NEKApPCTBEHHOro npenapata W Kypca fevyeHus Ans naumeHToB C
onpefeneHHbIM  3aboneBaHVWeM, OMTUMAlbHbIX 003 W CXeM  BakuMHaUuM  UMMYHOBMOMNOrM4ecKumu
nekapcTBEHHbIMU NpenapaTaMu 300poBbIX 406POBONbLEB;

3) yctaHoBneHue 6e30nNacHOCTVM NeKapCTBEHHOro npenapara U ero 3MEKTMBHOCTU Afs MNaUMEHTOB C
onpegeneHHblM 3aboneBaHveM, MNpodunakTuyeckon 3PPEKTUBHOCTY MMMYHOBMONMOrMYECKNX JeKapCTBEHHbIX
npenapaToB A58 340pOBbIX 4OOPOBONbLEB;

4) n3yyeHne BO3MOXHOCTU pacLUMPEHUs NokasaHWin Ans MEeAULUHCKOrO NPUMEHEHUsI U BbISIBMIEHUS paHee
HEen3BEeCTHbIX NOBOYHbIX ENCTBUI 3aperMcTPUPOBaHHbIX NIEKaPCTBEHHbIX NPenapaTos.

2. B OTHOLWEHUM BOCMNPOMU3BEAEHHbIX NEKapCTBEHHbIX NpenapaTtoB Ans MeAULMHCKOrO MNpUMEHEHUs!
NpoBOASATCA MCCrneaoBaHusl OMO3KBMBANEHTHOCTM W (UNW) TepaneBTUYECKOW SKBMBANEHTHOCTU B MOPSAKE,
YCTaHOBIEHHOM YMNOMHOMOYEHHbIM dbeeparnbHbIM OpraHoM UCMNOMHUTENBHOW BNAacTu.

3. OpraHm3au,V|+o nposeaeHuna KInnHN4YeCcKnx nccnegoBaHum NekapCTBeHHOro npenapara ana MmeguunHCKoro
npuMeHeHnd Bnpase OCYLLeCTBNATb!

1) pa3p860T‘-IVIK NeKapCTBEeHHOro npenaparta uin ynoyiHoMo4eHHOe UM JnuUo;

2) obpasoBaTenbHble  oOpraHuM3auuMuM  BbIiCLIEro  o0pa3oBaHus,  OpraHvM3auuu  OOMOJSIHUTENBHOro
npodeccnoHanbHoro obpasoBaHus;
(n. 2 B peq. ®enepansHoro 3akoHa oT 02.07.2013 N 185-93)

3) Hay4YHO-UccneanoBaTteslibCkne opraHmsauynn.

4. KnnHunyeckne uccnegoBaHusi NIEKApCTBEHHOMO npenapara Ansi MegULUMHCKOro NMPUMEHEHUS NMpoBOAATCA
Ha OCHOBaHWM paspelleHnss Ha MNpOBedEeHME KITMHUYECKOrO WCCNeaoBaHUsl JIEKAPCTBEHHOro Mpenapara,
BblJAHHOIO  YMOSIHOMOYEHHbIM  befeparnbHbiM  OpraHOM  UCMOSNTHUTENbHOW  BRacTW.  YMONHOMOYEHHbIN
cdefepanbHbIi  OpraH WUCMOMHUTENBHOW BNAacTM BedeT PeecTp BblAaHHbIX paspelleHnid Ha MpoBefeHune
KNMUHUYECKUX WUCCNEAOBaHUN NEKapCTBEHHOrO npenapaTa, coAepXallMi ykasaHue Ha WX Uenb WUnvM uenu, B
YCTaAHOBMEHHOM 3TUM OpraHoM Nopsiake.
(B pen. PepepanbHbix 3akoHOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-03)

5. YTtpatun cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH oT 22.12.2014 N 429-03.
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6.K opraHunsauunn npoeegeHna KnMHN4YeCcKnx nccrnegoBaHmin NeKapCTBEHHOro npenaparta ana meamumnHCKoro
NnpuMMEeHeHunA pa3pa6OT'-IVIKOM JIeKapCTBEHHOro npenapata MOryT npuBriekatbCA Hpugndveckne nuua nobon
OpFaHVI3aLI,VIOHHO-I'IpaBOBOI7I (*)OprI npu ycnosuun obecrneyeHnss COOTBETCTBUS 3TUX UCCeaoBaHUN TpeGOBaHMﬂM
HacTodLliero fDep,epaanoro 3aKOHa.

7. KnuHnyeckne nccnenoBaHus nekapcTBEHHbIX NpenapaToB 419 MeOULMHCKOTO NPUMEHEHWS NPOBOASTCS B
MEOMLIMHCKUX OpraHu3aumsax, akkpeauTOBaHHbIX YMNONHOMOYEHHbIM dyefepanbHbiM OpPraHoOM MWCMONTHUTENbHOMN
BNacTu B nopsake, yctaHoBneHHomM lNpaBuTtensctBom Poccuiickon ®epepauuu.

8. llepevyeHb MEOMUMHCKMX OpraHuM3aunin, MUMerLWMx npaBo MNPOBOAUTb KITMHMYECKME WCCreaoBaHus
NEeKapCTBEHHbIX NpenapaToB 4S9 MeAULMHCKOrO MPUMEHEHUS!, N PEECTp BblAaHHbIX pa3peLleHnin Ha NpoBeaeHne
KIMMHUYECKUX UCCIIef0BaHN NEeKapCTBEHHbBIX NpenapaToB onyGrIMKOBLIBAOTCA U pa3mMeLlatoTcs YNorTHOMOYEHHbIM
deneparnbHbiM OpraHoM UCMOMHUTENBHOW BrlacTu B YCTAHOBIEHHOM UM NopsaaKe Ha cBoeM oduLlmnansHOM cante B
cetn "UHTepHeT".

Ctatba 39. PeweHue o npoeegeHUN KriMHU4YeCKOro wuccnegoBaHUA -neKapCTBeHHOro npenapata And MeauUUMHCKOro
npuMeHeHusa

(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-93)

1. KnuHnyeckoe uccriegoBaHue rekapCTBEHHOro npenaparta Ans MeauuMHCKOro nprMeHeHusl NpoBoauTCs
Ha OCHOBaHUW paspelleHWsl Ha npoBedeHMe KIMHUMYECKOro WCCreaoBaHWs NekapcTBEHHOro npenapaTa,
BblOAHHOIO YMONIHOMOYEHHbLIM defeparnbHbiM OpraHOM MCMOMHUTENbHON BMacTV MO pesynbTaTtaMm SKCcnepTuabl
[OKYMEHTOB, HEOGXOAMMbIX AN MOMyYeHUss paspelleHuss Ha npoBedeHne KMMHUYECKOro WccrnenoBaHus
neKkapcTBEHHOro npenapaTa u 3TUYECKON IKCMepTuU3bl.

2. ns nony4eHuns paspeLleHnst Ha NPOBeAEHME KIUHUYECKOr0 UCCrefoBaHNs NekapCTBEHHOro npenaparta
AN MEAMLMHCKOrO MNPUMEHEHWUs 3asBuTeNb NpeacTaBnsieT B YNOMHOMOYEHHbIN  dhefepanbHbIi - opraH
MCNOMHWUTENBHOW BNacTu:

1) 3asBfieHMe O Bbldaye paspeLleHuss Ha NPOBEAEHME KIMHWYECKOrO WCCIeAoBaHUs JekapCTBEHHOMO
npenapaTa Anst MeguunHCKOro NpUMeHeHus;

2) KonMMM OOKYMEHTOB, NoATBepXAalLwWwmux ynnaty rocygapCTBEHHOW MOLWMWHbI 3a NpoBeAeHVe 3TUYECKOW
3KCNepTU3bl, IKCNEPTU3bI JOKYMEHTOB Ha NEKapCTBEHHLIN Npenapar AN nofyyYeHus paspelleHus Ha npoBeaeHne
KMMHUYECKOro UCCrefoBaHUs  fleKapCTBEHHOro npenapara Ang  MeAUMUUHCKOro MPpUMEHeHus, 3a Bblgadvy
paspelleHnss Ha npoBefeHue KIMHUYECKOro MWccrnefoBaHWs fekapcTBEHHOro npenapata Ans MeauuuHCKOro
NpUMeHeHus, 3a NPoBeAEeHne SKCNepTU3bl JOKYMEHTOB Ha NekapCTBEHHbIN nNpenapaT AN NofyYyeHns paspeLleHus
Ha npoBefeHne MeXOyHapoAHOro MHOrOLEHTPOBOro KIMHMYECKOro MccnefoBaHus nekapcTBEeHHOro npernapaTta
ANA MeAMLMHCKOro NpUMeHeHus, 3a Bbldady paspelleHus Ha npoBefeHne MexayHapoAHOro MHOroLeHTPOBOro
KNUHUYECKOro UCCrefoBaHUA NeKapCTBEHHOro npernapata Ans MeauUMHCKOro nNpuMeHeHwsl, 3a nposefeHune
3TUYECKOWN SKCMEepTU3bl, IKCNepTU3bl JOKYMEHTOB Ha NeKapCTBEHHbIN npenapaT Ans nonyvyeHus paspelleHns Ha
npoBeAeHne  MOCTPEermcTpaumMoHHOro  KIIMHWYECKOTO  MCCMNEeNoBaHUA  feKapCTBEHHOro  npenapata  Ans
MeOMUMHCKOrO MNPUMEHEHUs, 3a Bblgadvy paspelleHns Ha MpoBefeHWe MNOCTPErncTpaLMoHHOIo KITMHUYECKOro
nccnegoBaHWs NekapCTBEHHOro npenapata Ans MeAUMUMHCKOro NPUMEHEHWs, Unu no COBCTBEHHON MHWMLMaTMBE
yKa3aHHble OOKYMeHTbl. B cnyvae HenpeacTaBneHus 3asiBUTENEeM YKa3aHHbIX OOKYMEHTOB YMOSTHOMOYEHHbIN
denepanbHbIi  OpraH  UCMONMHUTENBLHON BNacTu nposepseT dakT ynnatbl rocygapCTBEHHOW MOLWMWHLI  C
ncnonb3oBaHvemM wuHopMaumun 06 ynnate rocydapCTBEHHOW MOWNWHBI, coaepxawenca B [ocygapCTBeHHON
WH(POPMALIMOHHON CUCTEME O FOCYAApPCTBEHHbIX U MYHUUMMAanbHbIX MraTtexax, Ha OCHOBaHWUM npeacTaBrneHHbIX
3aaBUTENEM KONMUIN JOKYMEHTOB;

3) NPOTOKON KIMMHUYECKOrO NCCEeLOBaHNS NIEKAPCTBEHHOrO npenapara Ans MeAULMHCKOro NPUMEHEHNS;
4) 6poLlopy uccnegoBarens;
5) MHpOPMAaLMOHHBIV MUCTOK NaUMNEHTa;

6) cBefeHust o6 onbiTe pa60TbI nccnegoBartenen no COOTBETCTBYHOLWMM cneunanbHOCTAM U UX OnNbiTe
pa6OTbI no nposeaeHnto KNMMHN4YEeCKNX nccnegoBaHum;

7) cBedeHNss O MEOVUUMHCKUX OpraHusauusix, B KOTOpbIX npeanonaraetca npoBedeHUe KIMHUYECKOro
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nccrnegoBaHWsl  NIEKApCTBEHHOro npenapata  Ans  MeAMUMHCKOro NpuMeHeHwust (MofiHoe UM COKpalleHHoe
HaVMeHOBaHWsi, OpraHn3aunoHHO-NpaBoBas opma, MECTO HAXOXAEHUS U MECTO OCYLLECTBIEHNS OAeATENbHOCTY,
TenedgoH, Tenedakc, agpec 3NeKTPOHHON NOYTbI KaXKA0W MEANLIMHCKON OpraHn3aumm);

8) cBeaeHnA O npeanojiaraemMblX CpoKax rMnpoBeaeHua KIMHUYEeCKOro wuccnenoBaHua JnekapCTBeHHOro
npenapara gna meanunHCKoro npuMeHeHua,

9) konuio goroBopa 06a3aTenbHOr0 CTpaxoBaHUsl, 3aKNOYEHHOro B COOTBETCTBUM C TUMOBLIMW MpaBunamm
006s13aTENbHOrO CTpaxoBaHUs, C ykasaHMeM fnpeaeribHON YMCMNEeHHOCTU NauMeHTOB, y4acTBYIOLWMX B KIMMHUYECKOM
nccrnenoBaHUM NeKkapCTBEHHOMO Npenaparta Ans MeauuUUHCKOro NPUMEHEHHS;

10) nHcbopmaLMio O cocTaBe JieKapCTBEHHOro npenapaTa Ans MEAULMHCKOrO NPYMEHEHUS;

11) [OOKYMEHT, COCTaBneHHbIM MpOM3BOAUTENEM FEKapCTBEHHOrO nMpenaparta Ans  MeauLUHCKOro
NPUMEHEHNSA N COAEPKALLMI NoKasaTenu (XxapakTepucTuKM), a Takke CBeAeHUs1 O flekapCTBEHHOM npenapaTe Ansi
MeOMWLMHCKOro NPUMEHEHMS, MPOM3BEAEHHOM A1 NPOBEeAEHUS! KIMHUYECKUX UCCneaoBaHui,

12) KkONWMKO §NWUEH3MM Ha NPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB B Clyvae, €cnv MNpov3BOACTBO
NeKkapCTBEHHOro npenapara ocyliecTensaeTtcs B Poccunckon ®egepaumm, Nnm KONuio 3aknioveHns 0 COOTBETCTBUM
nNpov3BOaUTENS NEKApCTBEHHOrO npenapara TpeboBaHWsIM MpaBun Hagnexallen npou3BOACTBEHHOW MPaKTUKM,
Bbl@HHOIO KOMMETEHTHBIM YNONTHOMOYEHHBIM OpraHOM CTpaHbl NPOU3BOAUTENS NIEKapCTBEHHOIO NpenapaTa.

3. B cpok, He npeBbilWAWMIA NATU pabounx OHEeW co OHSA MPUHATUS yKa3aHHOro B NyHkte 1 yactm 2
HacTosILLen CcTaTbM 3asiBNeHMss W HeobXoOMMbIX [OKYMEHTOB, YMOMIHOMOYEHHbIM dedepanbHbii  OpraH
WCNONHUTENBHON BNACTU:

1) npoBOAUT NpPOBEPKY MOMHOTHI WM [OCTOBEPHOCTU CBEAEHWN, COAEpXaliMXcs B NpeacTaBIeHHbIX
3asaBUTENEM JOKYMEHTaXx;

2) NpUHMMaET peweHne O npoBeaeHnn JIKCnepTu3dbl AOOKYMEHTOB AJid NOoJlydeHUA pas3pelleHuna Ha
npoeegeHne KrnMHMYEeCKOro wuccnenoBaHua -nnekapCTBeHHOro npenaparta Aand MeauuuHCKOro npuMeHeHua U
3TMYECKON OKCNepTu3bl Unn 00 oTkase B npoesegeHnn yKa3aHHbIX 3KCNepTus;

3) yBeooOMMsIET B 3NEKTPOHHOM bopMe unu Ha BymMakHOM HocUTeENe 3asBUTENS O NPUHATOM peLleHnn nmbo
B Cry4yae MpUHSTUSA pelleHust o6 oTkase Takke C ykazaHUeM MPUYMH TaKoro 0TKasa;

4) noarotTaBnMBaeT U HanpaBdAe€T B 3KCNEePTHOE y4dpeXaeHue U COBEeT MO 3TUKe 3adaHune Ha npoBeneHune
COOTBETCTBYHOLLNX SKCNEPTUS3.

4. B cny4ae BbISBMEHWS HEMNOMHOTbl W (MMM) HEOOCTOBEPHOCTM MHOpMauun, codepxallencs B
NpeacTaBreHHbIX 3asiBUTENeM OOKYMEHTax, YMONHOMOYeHHbIVi dhefdepanbHbIi OpraH WCMOMIHUTENbHOW BRacTu
HanpaBnsieT 3aABUTENtO0 3anpoc 06 YTOYHEHUM ykaszaHHOW uHdopMaumun. [aHHbIA 3anpoc MoxeT ObiTb nepeaaH
YNOSIHOMOYEHHOMY MPeACTaBUTENIO0 3asBUTENS NIMYHO MOA PachMCKy, HanpasfeH Mo noyte 3akasHblM MUCbMOM
WM nepefaH B ANEKTPOHHOW ¢hopme No TeneKOMMYHMKALMOHHBIM kaHanam cBasu. B cnyyae HanpaBneHwus
AaHHOro 3anpoca Mo noyTe 3akasHbIM MUCbMOM OH CYMTAETCH MOMYyYeHHbIM MO UCTEYEHUW LWeCTU AHen ¢ gathbl
HanpaBneHWs 3aka3Horo nucbma. 3asBuTenb 00s3aH NpeacTaBMTb OTBET Ha 3anpoc  YNOSIHOMOYEHHOTrO
denepanbHOro opraHa UCNONHUTENbHONM BNacT B CPOK, HE NpPeBbIAaWnN AeBsSHOCTa paboyunx gHeWn co AHS ero
nonyyeHusi. Cpok, ykasaHHbIi B 4YacTm 3 HacTosiwen cTaTbW, MNPMOCTAHaBNMBAETCH CO [OHA HanpaBneHusi
3asBUTENIO 3anpoca YNONHOMOYEHHOro defepanbHOro opraHa UCMOMHUTENBHOW BAAacT A0 AHS MONyYeHUs UM
COOTBETCTBYIOLLErO OTBETA U HE YYUTBLIBAETCS NPU NCHUCTIEHNM CPOKa NPUHATUS YNONHOMOYEHHbIM (begepanbHbIM
OpraHoM WCMOMHUTENbHOW BracTy peLleHust 0 NPOBeAeHNN IKCNePTU3bl AOKYMEHTOB A5t NOMyYeHUs pa3peLueHms
Ha nNpoBeJeHMe KNMHUYECKOro NCcrneaoBaHns fekapcTBEHHOro npenapara Ans MeaMuMHCKOro NpUMeHeHUs.

5. OcHoBaHMeM Ans OTKasa B NPOBEOEHUM 3JKCNepTU3bl OOKYMEHTOB ANA MOMyYeHUs paspelleHus Ha
nposefeHne KIMHNYEeCKoro WuccrneaoBaHUsA NeKapCTBEHHOro npenapata Ans MeAuMUMHCKOro MNpUMEHeHUs U
3TNYECKON OKCNepTu3bl ABNAETCA npeacrtaBrieHne JOKYMEHTOB, NpeayCMOTPEHHbIX YaCTbio 2 HaCTOﬂLIJ.eI7I CTaTbu, B
HenonHoMm obbemMe, HenpeacTaBrneHVe 3asiBUTENeM B YCTAHOBIEHHbIN CPOK OTBETa Ha ykasaHHbld B 4actu 4
HacTosILLIEN CTaTbM 3anpoc YNOMHOMOYEHHOro heepanbHOro opraHa UCNOfHUTENbHOW BNacTn Nnbo oTcyTcTeme B
npeacTaBneHHbIX [AOKYMeHTax WcYepnblBaloWwero nepeyHss HeobxoauMonm WHdopMauuM Wi MHopmauuw,
KoTopas AOMKHa ObITb OTPaxeHa B HWUX, @ Takke OTCYTCTBME MHOopMauuu, NOATBEPXAaloLWwen dakT ynnaTbl
rocy4apCTBEHHOWN MOLUSMHbLI 3a NPOBEAEHNE 3TUHECKON IKCMEePTU3bl, IKCNEPTU3bl JOKYMEHTOB Ha NEKapCTBEHHBIN

CtpaHuuya 55 13 84



depnepanbHbIv 3akoH oT 12.04.2010 N 61-93
(pea. ot 03.07.2016)
"O6 obpalleHUn NekapCTBEHHBLIX CPEACTB»

npenapar ana nony4vyeHna paspelleHna Ha nposeneHune KrmHn4eckoro nccneaoBaHua nekapCTtBeHHOro npenapara
ana  MegmunmHCKOro npuMmeHeHud, 3a Bblady paspelweHnda Ha npoBegeHune KrnmHU4eckoro wuccrnengoBaHuA
NeKapCTBEHHOro npenaparta ngnida MeguuumHCKOro npuMeHeHud, 3a npoBedeHune 3KCnepTu3bl OOKYMEHTOB Ha
HEKapCTBeHHbIVI npenapart Aand nonyydeHuna pa3peleHnAa Ha npoBeaeHune mMexayHapogHoro MHOroueHTpoBOro
KIMMMHNYEeCKOro wuccriegoBaHnA JekapCTtBeHHOro npenapara Aand MeguumHCKOro npuMeHeHud, 3a Bblaady
paspelweHna Ha npoeegeHne mexagyHapogHoro MHOroueHTpoBOro KinHMYeCcKkoro nccrnenoBaHua nekapCcTtBeHHOro
npenapara gna MeguumnHCKoOro npuMeHeHud, 3a nposeageHune 3TNYECKON 9KCNEepTU3bl, 3KCNepTu3bl AOKYMEHTOB Ha
J'IeKapCTBeHHbIVI npenapar ana nonydeHua paspelleHua Ha nposegeHue nocTtperncTtpauMoHHOro KrnMHU4YeCcKoro
nccnenooBaHnA JnekapCTBeHHOro npenaparta gnda MeauuuMHCKOro npuMeHeHuda, 3a Bblgady paspelleHna Ha
npoeegeHne nocrtperncTpaynoHHoOro KIMMHNYEeCKOoro ncecnegoBaHuUAa NeKapCTBEHHOIO npenaparta anda
MeaNLIMHCKOIro NnpuMeHeHuns.

6. lNpoBeaeHne 3KcnepTM3bl AOKYMEHTOB ANS MOMyYeHWUs paspelleHns Ha npoBedeHue KIMHUYECKOro
NCCNefoBaHNa feKkapCTBEHHOrO mnpenapata Ans  MeOUUMHCKOrO MPUMEHEHWS W 3TUYECKOW 3KCNepTusbl,
COCTaBfIeHNE KOMMWCCMEW IKCMEPTOB M COBETOM MO 3TWKE 3aKMYEHWA O BO3MOXHOCTW WM HEBO3MOXHOCTU
NPOBEAEHUS TaKkoro KIMHWYECKOro WCCregoBaHWs WM HamnpaBfeHue 3TUX 3akMioyYeHMn B YMOFHOMOYEHHbIN
degeparnbHbI OpraH MCNONMHUTENBHOW BNACTW OCYLLECTBASAOTCA B CPOK, HE MpeBblwalwmnin Tpuauatn pabounx
OHEN CO [OHA MNOMNYyYEeHUS IKCMEepPTHbIM YYpPeXAeHWEM 3adaHus  YNONHOMOYEHHOro deaepanbHoro opraHa
NCMOMHUTENbHOW BlacTU C NPUMOXEHNEM OOKYMEHTOB, ykadaHHbIX B nyHkTax 3, 4, 10 n 11 yactu 2 HacToswen
cTaTbW, U COBETOM MO 3TWKE 3adaHUsA YMNONHOMOYEHHOro deaepanbHOro opraHa MCNOMHWUTENbHOW BRactu C
NPUNOXeHNEM OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 1 9 yactu 2 HacTosLLen cTaTbu.

7. B cpok, He npeBblllaloWmMiA NATU pabounx AHEN CO OHSA MONyYeHUsT 3aKMYEHU, ykasaHHbIX B YacTu 6
HacCTOsILLEN CTaTbW, YNONTHOMOYEHHbIN heaepanbHbIi OpraH UCMONHUTENLHON BNAacTu:

1) OCyLUEeCTBNAET OLUEeHKY NOCTynmMBLUNX 3aKnYeHnn ans onpepneneHna nx cOoOTBETCTBUA 3adaHUAM Ha
npoBegeHne CoOoTBETCTBYHOLLNX 3KCMEPTUI;

2) NnpUHMMaEeT peweHne o Bblaayde pa3peweHna Ha npoBegeHne KIMHMYeCcKoro wuccrenoBaHusa
NekapCTBEeHHOro npenaparta gnda MeamumMHCKoOro npuMeHeHnsa nnm 00 oTkase B Bblgaye YKa3aHHOro paspeLieHuns;

3) BblJaeT pas3pelleHne Ha npoBeaeHune KIMHUYEeCKOro uccnenoBaHUa InekapCTBeHHOro npenaparta angd
MeANLNHCKOIro npuMeHeHnda unn pelueHue 06 oTKase B Bblgaye YKa3aHHOro paspelleHunda ¢ ykadaHunem npuymH
OTKa3a.

8. OcHoBaHMeM pAnA oOTKasa B Bbljavye paspelleHuss Ha nposefeHue KIMHUYECKOro uccnefoBaHus
neKkapcTBeHHOro nmnpenaparta Ans MeAUUMHCKOro MPUMEHEHUs SBMSeTCA Hanuyme 3akiovYeHus KoMuccum
3KCMEepPTOB UMW 3aKNiYeHus coBeTa Mo 3TUKE O HEBO3MOXHOCTUM MNPOBEAEHUSA KIMHMYECKOro MccnegoBaHus
NneKkapcTBEHHOro rnpenapata Ansa MeauMUMHCKOro NPUMEHEeHWs Mo pesynbTaTtamM MpoBeAEHHbIX 3KCNepTus,
NpeayCcMOTPEHHbIX YacTbio 6 HACTOoSLLEN cTaTby.

9. PewweHune 06 oTkase B npoBegeHWM IKCNepTU3bl JOKYMEHTOB AMs NOoMyYeHns paspelleHnss Ha NnpoBeaeHne
KNMUHUYECKOTO UCCredoBaHUs JekapCTBEHHOro npenapata Ansg MeAUMUMHCKOrO MNPUMEHEHUST N 3TUYECKOM
3KCMEePTU3bl U B Bblaade paspelleHnst Ha NpoBedeHME KITMHUYECKOro MCCneaoBaHus NekapcTBEHHOrO npenapaTta
ona MeauuuMHCKOro npuMeHeHua MoxXeT ObITb OOXarnoBaHO B nopsaake, yctaHOBJIEHHOM 3aKoHOAAaTeslIbCTBOM
Poccuiickon ®epepauun.

CTtaTbs 39.1. dTnyeckas akcnepTusa
(BBegeHa ®egepanbHbIM 3aKoHOM OT 22.12.2014 N 429-$3)

1. 3Tnyeckas JKCnepTn3a npoBoaAnUTCA COBETOM MO 3TUKe, CO3daHHbIM B nNopAgke, YCTaHOBJIEHHOM
YNOJTHOMOYEHHbIM cpep,epaanblM opraHom MCMNOSNTHUTENbHOW BRacTn, B LENaX Bbldayn 3aknioyeHunst 00 aTnyeckom
060CHOBAHHOCTM BO3MOXHOCTH nposeaeHna KIMHUYeCKOoro uccrieqoBaHUAa JieKkapCTBEHHOro npenapata anda
MeaNLIMHCKOIro npuMeHeHuns.

2. 3kcneptammu coBeTa MO 3TMKE MOryT ObiTb MpeAcTaBUTENM MeOUUMHCKMX OpraHu3auui, HayuHblX
opraHm3aumi, obpasoBaTenbHbIX OpraHu3auun BeicLero obpasoBaHus, a Takke npegcraBuTeny obLecTBEHHbIX
opraHusaunin, perirmo3HbiX opraHusauumn n cpeacte maccoson MHdopmauuu. [JaHHble SKCnepTbl He AOMXKHbI
HaxoouTbCs B KakoW-nvbo 3aBMCMMOCTW OT pas3paboTyMKOB NeKapCTBEHHbIX MNpenapatoB W ApYyrnx nu,
3aMHTepecoBaHHbIX B pe3yrbTaTax 3TUYEeCKOW SKCNepTu3bl.
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3. Onnarta ycnyr 9KCNepTOB COBeTa MO 3TMKE OCYLLUECTBMASIETCA Ha OCHOBaHUW AOOroBOpa, 3aKMYeHHOro
MeXay YNONIHOMOYEHHbIM hedeparibHbIM OpraHOM UCMOSHUTENBbHON BNAacTW, KOTOPbIM CO34aH COBET MO 3TUKE, U
3KCMEepTOM coBeTa MO 3TUKe, 3a c4veT OKEeTHbIX aCCUrHOBaHWW, NPenyCMOTPEHHbLIX YMNONTHOMOYEHHOMY
denepanbHOMy OpraHy UCMOSHUTENBbHOW BNAcTU, KOTOPLIM CO34aH COBET Mo 3TuKe, B doefeparnbHOM OloaxeTe Ha
COOTBETCTBYIOLMIA rog Ha obecneyeHne ero OesTeNbHOCTWM, B pa3Mepax, YCTAHOBIEHHbIX [lpaBUMTENbCTBOM
Poccuinckon ®egepaumu.

4. BkcnepThbl coBeTa MO 3TUKE HECYT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAATenbCTBOM Poccumnckomn
degepauymm.

5. CocTtaB coBeTa Mo 3TUKe, MOOXeHMe 00 3TOM COBETE, nopAAaoK ero AeATesibHOCTH, TpeﬁOBaHVIFI K
KBaJ'IVICpVIKaLI,VIM n onbity paGOTbI no SKCHepTHOVI OUEHKe Hay4HbIX, MeONUMHCKMX W 3I3TUYEeCKMX acCneKkrtoB
KNMUHUYECKUX UCCeaoBaHui NeKapCTBEHHbIX MpenapaTtoB And MeOULMHCKOro npuMeHeHud, npegbdaBidemMble K
JKCnepTam coBeTa Nno 3TuKke, NopAaAaoK opraHndauun un nposeaeHusA 3TUYECKON 9KCNepPTU3blI, (*)OpMa 3aKn4yeHna
coBeTa MNno 3TUKe yCTaHaBMMBAKTCA YNOJIHOMOYEHHbIM cbep,epaanblM opraHom McnonHUTenbLHon Bnactu. Yucno
I'Ipe,EI,CTaBI/ITeJ'IeVI MeaNLNHCKNX opraHM3au,vu7| HEe MOXeT MnpeBbillaTb MOJIOBUHY OT obuwero uucna 3KCnepToB
coBeTa Mo 3TukKe.

6. MIHcbopMaums 0 cocTaBe coBeTa Mo 3TUKe, NnaHax ero paboTbl U TeKyLUen AesaTeNnbHOCTN pa3MeLLaeTcs
Ha odhmumanbHOM canTe YNoIHOMOYEHHOro heaepanbHOro opraHa UCNOSTHUTENBHOM BlacT B ceTn "UHTepHeT" B
YCTaHOBMNEHHOM MM NMOpPSIAKE.

CrtaTbs 40. lNMpoBeaeHne KNMHUYECKOro UCCneAoBaHUA fieKapCTBEHHOro npenapara Ans MeaULMHCKOro NpUMeHeHus

1. PykoBoauTenb MeAMUMHCKOW oOpraHu3auvu, KoTopasi MpOBOAMT  KIMHMYECKoe uccriegoBaHue
nekapCTBEHHOro npenaparta Ans MeauuMHCKOro MpUMEHeHus, HasHadaeT uccnegosaTensi, OTBETCTBEHHOMO 3a
npoBeAeHne Takoro MCCneaoBaHus U umerowero neyvyebHyo cneumanbHOCTb, COOTBETCTBYHOLLYIO MPOBOAMMOMY
KMMHUYECKOMY MCCNeAoBaHMI0 NEKapCTBEHHOro npenapara, Co cTaxem paboTbl MO MporpaMMaM KIMHUYECKUX
nccrnegoBaHU NeKkapCTBEHHbIX NpenapaTtoB HE MeHee 4Yem TpyM roga W no ero MNpeanoXeHwWo HasHayaet
couccrnegoBaTenen U3 Yicna Bpaden 3Ton MeanLUMHCKOW OpraHmM3aunm.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. WccnepoBaTtenb ocywiecTBndeT Bbl60p nauyMeHToB, KOTOpble N0 MeAUUNHCKAM MOKa3aHUAM MOryT ObITb
npuerie4eHbl K Yy4actuio B KIIMHMYECKOM WUCCneaoBaHMM JekapCTBEeHHOro npenapata and MeaguuuHCKOro
NnpUMeHeHNn4.

3. Wccnepoeatenbs u couccriegoBatenn OOMKHbl OblTb O3HAKOMMEHbI C pe3ynbTatamMn OOKIMHNYECKOro
nccnenoBaHna nekapcrtBeHHOro cpencrtesa, cogepXxawnmmca B 6p0Lurope ncecnenoBartenia, NpPoOekToM MpOoTOKoIa
KITMHNYEeCKOro uccnenoBaHnda InekapCTBeHHOro npenaparta gna MeauunHCKOro npuMeHeHwuA, pa3p860TaHHbIM
pa3pa6OT‘-IVIKOM JNIEKapCTBEHHOro npenapara WM UHbIM OpunandeckumMm Jnunuom, npuBliiekaemMmbliM K OpraHusauunm
npoBegeHnda KrInHM4YecKoro uccnenoBaHna JnekapcTtBeHHOro npenaparta agnd MeauMuMHCKOro npuMeHeHusa, u
OpyrumMmmn matepuanamm Takoro nccnegoBaHuA.

3.1. PykoBoanTenb MeAMUMHCKON OpraHu3auMum B CPOK, He MpeBbIalolWmin Tpex pabounx AHen co AHSA
Hayarna npoBefeHUs KITMHUYECKOro UccrneaoBaHns NeKkapCTBEHHOro npenapata ansa MeauumMHCKOro npuMeHeHus,
coobuiaeT 06 3TOM B YNOMHOMOYEHHbIN hedepanbHbIi OpraH UCMOMHUTENBHOW BRacTy, BblgaBLUMMA pa3peLleHne
Ha npoBeJeHue Takoro nccrneaoBaHus, No yCTaHOBNEHHON UM chopMme.

(vyacTb 3.1 BBegeHa depgepanbHbIM 3akoHOM OT 29.11.2010 N 313-03)

4. OpraHuszauuu, OCYLIeCTBASOWME  OpraHusaumio  MpoBEAEHUs  KIMHUYECKOrO  UCCredoBaHud
NeKapCTBEHHOro npenapaTta Ansg MeAMUMHCKOro NMPUMEHEHUS M yKasaHHble B 4Yactu 3 ctaTby 38 HacTosiwero
depepanbHOro 3akoHa, B criyyae He06XO0ANMOCTU BHECEHUS] M3MEHEHMWI B MPOTOKON KIMMHUYECKOrO NCCreaoBaHUs
NEKapCTBEHHOro npenaparta pAns MeAWUMHCKOrO MpuMMeHeHus coobwarT 006 3TOM B YNOSTHOMOYEHHLIN
tbegeparnbHbIi OpraH UCMOMNHUTENBLHOW BacTW, BblAaBLUMIKA paspelleHne Ha npoBefeHue Takoro uccregoBaHus,
Nno yCTaHOBMEHHON UM dhopme.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

4.1. <Dopma coobLLEeHNA 0 BHECEHUN U3MEHEHUI B NPOTOKOJ1 KITMHUYECKOro nccriegoBaHnA nekapcrtBeHHoro
npenaparta gna MmeanumHCKoro npuMmeHeHna goJjnkKHa cogepxxatb crneayrwme ceegeHna:

1) HauMmeHoBaHuWe, MOEHTUMDUKALMOHHBI HOMEp 1 AaTa NPOTOoKoMa KMUHUYECKOro NCCrneaoBaHus;
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2) nata BHECEHUS N3MEHEHUI B MPOTOKON KIMHUYECKOro NCCNEeAO0BaHUS;
3) HaMMeHOBaHNE N MECTO HaXOXAEHUS 3asiBUTENS;

4) HaumeHoBaHWe opraHusauunm, NpMBIeYeHHON pa3paboTumMKoM NekapCcTBEHHOrO Npenapara K opraHusaumm
npoBeaeHUs KNMMHUYECKOro UccnenoBaHms (Mpy Hanmumm);

5) HanmeHoBaHUA N MeCTa HaxoXaeHuda MeauLnHCKUX opraHM3au,vu7|, B KOTOPbIX NMpOBOOUNTCA KIMMHU4YEeCKoe
nccnenoBaHue;

6) AaTa BblAayn pa3pelleHna Ha npoBegeHne KnmHn4eckoro nceregoBaHmna 1 HOMep 3Toro pas3peLlleHund;

7) N3BMEHEHUS, BHOCMMbIE B NMPOTOKO KITMHWYECKOrO UCCNESOBaAHMS.
(vacTb 4.1 BBegeHa degepanbHbiM 3akoHOM OT 11.10.2010 N 271-93)

5. B cpok, He NpeBblWalLWmi Tpuauatn paboymnx gHem co AHA NONyYeHNs yKazaHHOro B YacTu 4 HacTosILEeN
cTaTbu COOOLEHMS, YNOMHOMOYEHHbIN eaepanbHbil OpraH MCMNOMHUTENbHOW BrlacTU paccMmaTtpuBaeT 37O
cooOLieHne B YCTAHOBMEHHOM MM MOPSAKE W MPUHUMAET peLleHWe O BHECEHUM WU3MEHEHWA B MNPOTOKOM
KNMMHUYECKOTO MCCneaoBaHus NEeKapCTBEHHOro npenapaTta ans MeauuUMHCKOro npuMeHeHust unm ob oTkase BO
BHECEHUM TaknxX M3MeHeHUn. Mpu paccMoTpeHnn coobLLEHNST O HEOBXOANMOCTN BHECEHNS] UBMEHEHWIA B NMPOTOKOST
KNMMHUYECKOTO MCCneaoBaHNsl NeKapCTBEHHOrO npenaparta Ansi MeAMUMHCKOrO MPUMMEHEHUSI B LEeNsiX OLEHKM
00OCHOBaHHOCTU MpeanaraeMbiXx WU3MEHEHWA M onpenerieHnst CTeneHn pucka Ansd NauMeHTOB, MPUHUMAKLLUX
y4yactve B KIIMHUYECKMX UCCnegoBaHusX, YNONTHOMOYEHHbIM dedeparnbHbiM OpraHoOM MCMONHUTENbHOW BRacTu
MOTyT NPUBIEKaTbCA 3KCNepPThl COBETA MO 3TUKE.

(B pea. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. KnuHnyeckoe mccnenoBaHne NekapCTBEHHOro npenapaTta Ans MeguuMHCKOro NpUMeHeHUst MoXeT ObiTb
NMPMOCTAHOBMIEHO WM MpeKpaLLleHo, ecnyu B MNpoLecce ero npoBeAeHusi obHapyxeHa OnacHOCTb AN KWU3HMW,
340pOBbs NaumeHToB. B criyyae BO3HMKHOBEHUS OMACHOCTU ANS XW3HW, 300POBbS MauUMeHTa, yyYacTBYHOLLEro B
KNMHUYECKOM WCCNeaoBaHUM feKkapCcTBEHHOro npenapaTta Ang MeauuuHCKOro npuMeHeHus, uccrnegoBaTtenu
0653aHbl NponHdopMnpoBaTb 00 3TOM PYKOBOAMTENSA MEAMLMHCKOM OpraHu3aumym U opraHusauuio, nonyyYuBLLyio
paspeLlleHne ynonHOMOYeHHOro defeparnbHOro opraHa MCNONHUTENbHOW BRacTM Ha opraHu3auuvio npoBefeHus
KNMUHUYECKOrO MCCredoBaHUA JiekapCTBEHHOro npenapata. PelweHne 0 nNpUoCTaHOBAEHUN  KITUHUYECKOro
uccrnegoBaHus fieKapCTBEHHOro npenapata  Ans  MeguUMHCKOrO  MNPUMEHEHUs MNpUHMMalT  pyKoBOAUTENb
MELMLMHCKON opraHm3auumn n (Mnu) opraHusaums, nonyymeLIasl paspeLleHne ynosiHOMOYEeHHOro deaepansHOro
opraHa MCMOMHMTENbHOM BIlaCTW Ha OpraHuM3auuio NpPoBefeHUs! KIMUHUYECKOro UCCnefoBaHUs fekapCTBEHHOro
npenapata Ans MeOULMHCKOrO MpUMEHEHUs, pelleHne O MpeKkpaweHUM Takoro uccriegoBaHus npuHuMmaeT
YMOMHOMOYEHHbIV dhefepanbHbIi OpraH UCMNONHUTENBHOM BNACTU Ha OCHOBAHWM COOOLLEHUA B MUCbMEHHOM
dopme  pykoBoauTENs  MEOWUMHCKOW  opraHvsauuMuM  Wnu  opraHusaums, nonydmBllas  paspelleHue
YMOMHOMOYEHHOro heepanbHOro opraHa UCNOMHUTENBbHOW BNacTU Ha opraHu3auuto NpoBeaeHUs KIUHUYECKOro
nccnegoBaHUsa NekapcTBEHHOro npenaparta Ang MeguuuHCKOro NpuMeHeHns.

7. B cpok, He npeBblwawWwun nsatu paboynx AHEN CO [OHS 3aBepLUEHUS, MNPUOCTAHOBIIEHMS WU
npekpaLleHnsa KIMHUYEeCKOro uccnefoBaHUs fiekapCTBEHHOro npenapaTta And MeguuMHCKOro MpUMEHEHUs,
coobuweHne o6 3TOM HanpaBnsAeTCsa oOpraHuM3auusiMu, ykasaHHbiMM B 4Yactu 3 cTtatbM 38 HacToslero
depepanbHOro 3akoHa, B YNOfTHOMOYEHHbIN defeparnbHbii OpraH UCMOSTHUTENbHOW BNACTW MO YCTAHOBMEHHOW UM

copme.

8. d>opma coobueHunst o 3aBepLeHnn, NpnocTaHoBIEHN UMK NPEeKpaLleHNN KIMMHNYEeCKOro nccneaoBaHunsa
NeKkapCTBEeHHOro npenaparta Anda MeamumuHCKoro npuMeHeHna OofkKHa coaepXxaTtb:

1) MHopMaUUO O MEeAMUMHCKON opraHv3auMm Unn MeguumMHCKUX OpraHvM3auusix, NpoBOAMBLUMX AaHHOe
nccrnenoBaHue;

2) onucaHve AaHHOro UCCNeaoBaHus;

3) paHHble wuccnepoBatens (pamunus, MMs, OTYECTBO, MeCTO paboTbl, 3aHMMaemas [OIDKHOCTb,
crneumanbHOCTb, CTax paboTbl MO MporpaMMamMm  KIMMHUYECKUX WCCIEeAOBaHUA JeKapCTBEHHbIX Npenaparos,
nepeyveHb KNMHUYECKUX UCCNESOBaHUIA NEKAPCTBEHHbIX NpenapaToB, B KOTOPbLIX OH NpMHUMMAan ydactue (nepuogsbl
yyacTusl) B Ka4ecTBe nccrnegoBaTens unu couccrnenoBarens);

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

CtpanHuua 58 13 84



depnepanbHbIv 3akoH oT 12.04.2010 N 61-93
(pea. ot 03.07.2016)
"O6 obpalleHUn NekapCTBEHHBLIX CPEACTB»

4) pesynbTaT AaHHOIO MWCCrefoBaHWs (3aBepLueHWe, NPUOCTAHOBMEHME WM MpeKpalleHne [aHHOro
NCCNedoBaHUs C ykasaHMEM MX MPUYMH U BNUSIHUS Ha OLIEHKY €ero pes3ynbTaToB, OOyl OUEHKYy pucka u
OXMOAeMoW MNonb3bl OT MPUMEHEHMSI WUCCNEAYyeMOro feKkapCTBEHHOro npenapaTta, a Takke npegnonaraemMbie
AanbHenwmne OencTems).

8.1. MNpwn BbIBNEHUM (hefeparnbHbIM OPraHoOM MCMNOMHUTENbHOW BRacTW, OCYLIECTBASIOWMM (OYHKUMK MO
KOHTPOIIO 1 Haa3opy B cdepe 34paBOOXPaHEHUs, HapyLLEeHU NpaBun Hagnexallen KINMHUYECKON NPakTUKM npu
NpoBeaeHUN KINUHUYECKOTO WCCNedOBaHUSA fEeKapCTBEHHOrO npenaparta, BAUSIOWMX Ha MOMHOTY W (unu)
JOCTOBEPHOCTb AaHHOMO KIUHUYECKOro UCCneoBaHus, ykasaHHbli heaepanbHbli opraH UCNOMHUTENBHOW BNacTu
npuocTaHaBNMBaeT NpoBeAeHNe AaHHOMO KMMHUYECKOrO UCCrefoBaHUSA U BLIHOCUT MEOVLUHCKOW opraHvM3auuv, B
KOTOpOM MNpOBOAWUTCS [OaHHOE KIMHUYeCcKoe uWccrnedoBaHve, npegnucaHme o0 yCTpaHEeHWMU  BbISBIIEHHbIX
HapyweHun. pyu HeycTpaHEeHMU MeOVUUHCKON OpraHv3auuen BbISIBMEHHbIX HAapyLeHWA B YCTaHOBIMEHHbIA B
npegnucaHun  CpoK  yKas3aHHbI  dedepanbHbIi OpraH  WCMOMHUTENBbHOW BNAcTM MNpPUHUMAaeT pelleHve o
npekpalwleHMn MnpoBeAEeHUs KIMHUYECKOro WCCMedOoBaHMS NEeKapCTBEHHOro npenapata W HanpaenseT B
cdbegepanbHbIi OpraH WCMOMHUTENBHOW BMACTW, OCYLECTBASLWNA (yHKUMM MO BblIpaboTke M peanu3aumm
rocy4apCTBEHHOW NONIMTUKA U HOPMATMBHO-MPaBOBOMY PEryrnMpoBaHuio B chepe 30paBOOXPaHEHMs, 3aKroyeHne
O BbISIBIEHM NpUM MNPOBEOAEHUN [aHHOMO KITMHUYECKOro WCCNeLOBaHWs HapylweHUn npaBui Hagnexailen
KNUHUYECKOWN MPAKTUKN A8 NPUHATUSA pelleHus 00 OTMEHE paspelleHust Ha OpraHnsaumilo NpoBeaeHUA OAaHHOro
KNUHUYECKOTO WCCNefoBaHWs C AaTbl MPUHATUS pPEeLUeHUMs O MPUOCTAHOBMNEHUN NPOBEAEHUS KIMMHUYECKOro
nccnenoBaHusa NekapCTBEHHOro npenapara.

(vacTb 8.1 B pea. PegepanbHoro 3akoHa oT 13.07.2015 N 241-$3)

9. YNOnHOMOYEHHbI dedepanbHbIil OpraH UCMONHUTENBHOM BRacTu onybrvMkoBbiBaeT M pasMeliaeT Ha
cBoeM odumumnansHom cante B cetn "MHTepHeT" coobLueHre 0 3aBepLleHUn, MPUOCTAHOBNEHWNN U NPeKpaLLeHnm
KMMHUYECKOrO WCCnefoBaHWs NEKapCTBEHHOro npenapata And MeAULUHCKOTO MNPUMEHEHWS B CPOK, He
npeBblaoWmi N9TM paboynx AHEN Co AHS ero Nony4YeHus, B YCTaHOBIIEHHOM MM Nopsake.

10. YnonHoMOuYeHHbIN beaepanbHbin OpraH UCMOMHUTENbHOW BriacTu OCYLECTBNSAET BedeHue peecTpa
nccregoBaTenemn, NPOBOASALLNX UM MPOBOAMBLUNX KMMHUYECKNE UCCNEL0BaHUA NeKapCTBEHHbIX NpenapaToB Ans
MEOMULMHCKOrO MPUMEHEHMS!, B COOTBETCTBMU C YTBEPXKAEHHBIMWM MM MpaBUnamMm U pasmeLlaeT ero Ha CBOEM
oduymnansHom camte B ceTu "VIHTepHeT" B YCTaHOBNEHHOM WM nopsake. YKasaHHbIA peecTp CoOepXuT
WHpopMaumio, NpegyCMOTPEHHYI0 NMYHKTOM 3 YacTu 8 HacTosLen cTaTby.

11. OtyeT 0 pe3ynbTatax KIMHUYECKOro uccrieqoBaHua InekapCTBeHHOro npenaparta ona mMeauuuHCKOro
NMPMMEHEHWs1 COCTaBMAETCH OpraHm3aumen, ykasaHHon B Yactu 3 ctatbn 38 HacToswero PegepanbHOro 3akoHa,
Ha OCHOBaHMW 3aKIMOYEHUN MeOULMHCKUX OpraHu3auuin, NpoBOAMBLLMX 3TO UCCreaoBaHWe, U npeacTaBnseTcs B
YNONHOMOYEHHbIN dhefeparnbHbIN OpraH UCMOMTHUTENBHOW BNacTy, BbIAABLUWIA paspeLleHne Ha NpoBedeHne 3Toro
nccrnegoBaHnsl, B CPOK, HE MPEBbIAOWMIA TPEX MeCcsLEB CO OHA ero 3aBeplleHusi, NPUOCTAHOBMEHUS WU
npekpaLieHuns, B nopsake, ycTaHOBIIEHHOM YNONHOMOYEHHbIM befieparnbHbIM OPraHoM UCTONHUTESNBLHON BNacTy.

12. HapyweHune npaBun Hagnexaten KNMHUYeCcKon NpakTuku, anbcudukauma pesynbTaToB KINMHUYECKOro
nccneaoBaHUs NekapCcTBEHHOIO npenapara Af1s MeQULWHCKOrO NpUMEHEHNst BNEKYT 3a cODOM OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKkoHoAaTenscTBoM Poccunckon degepaumn.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

13. lpu npoBegeHUM KIMHUYECKOro WCCrnedoBaHUSA nekapCTBEHHOro npenapata Ans MeguuuHCKOro
NpUMeHeHns gornyckaeTtcst 3abop y naumeHToB Guonornyeckux matepuanos (0b6pasubl GMONOrnyecknx XnaKocTen,
TKaHen, CEeKpPeToB U NPOAYKTOB XU3HEAEATENbHOCTN YenoBeka, (M3nonormyecknx 1 Natonormieckux BbigeneHumn,
Ma3KoB, COCKODOOB, CMbIBOB, MWKPOOPraHu3mMoB, OWOMCWMIHBIA MaTepuan) and ux wusydeHumsa B Poccuiickon
depepaumu n (Mnn) 3a npegenamun Poccuiickon ®epepauuu.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

14. Topsipok BBO3a B Poccuickyto Pepepaunio n BbiBO3a 3a npepenbl Poccuiickon Pepepaumm
Guonorvyeckux MaTepuarnoB, MOJNYYEHHbIX MPU MNPOBEAEHUU KIMHUYECKOTO WCCNEeaoBaHUs NeKapCTBEHHOMO
npenapaTa Anst MegMUUHCKOro NpuMeHeHus1, yctaHaenmeaeTcs MpasutenbcTBom Poccurickon ®eanepauun.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Ctatba 41. D,OFOBOp O npoBeAeHUMU KIUHUYECKOro wuccnegoBaHuUsA JeKapCcTBeHHOro npenapara AnAa MeguuMHCKoOro
npuMeHeHus

1. KnuHn4yeckoe nccnenoBaHne NNeKapCTBEHHOro npenapara anda meamunHCKoro npuMmeHeHna npoBoanTcA B
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COOTBETCTBUW C [OrOBOPOM O MPOBEAEHUM KIUHMYECKOrOo MWCCreAoBaHUs NekapCTBEHHOro npenapaTta Aans
MENLMHCKOrO NPUMEHEHWS, 3aKmoYyaeMbiM MeXay opraHusauuver, nonydmslleid paspelieHne ynonHOMOYEeHHOro
dbegepanbHOro opraHa WCMONHUTENbHOW BRacTX Ha OpraHvM3auuio NpoBedeHUs TaKoro uccrnegoBaHus, W
MeMLUHCKOW opraHmaalmeil, ocyLLecTBIsAoLLIEN NpoBedeHNe Takoro UccneaoBaHus.

2. lD,OI'OBOp O npoeseaeHunn KIMHU4YEeCKOro mccriegoBaHuA NnekapCTtBeHHOro npenapara gnla mMmeanuunHCKoro
NnpMMEeHeHa OOoIKeH coaepXaTb.

1) yCrnoBu1s 1 CPOKU NPOBEAEHNSI LAHHOIO UCCeoBaHus;

2) onpeneneHne obwen cronmocTu nporpaMmmMmbl  AaHHOro wuccnegoBaHnA C  yKa3aHunem CyMMbl,
npe,qHasHaqalou.l,eVlcg Aana BblnfaT uccecnegoBartendam, comccriegoBatenam,

3) onpegeneHve GOpMbl MNpeacTaBneHust pe3ynbTaToB [AHHOro0 UCCNefoBaHuMs B YNOMHOMOYEHHbIV
deaepanbHbIi OpraH UCNOSTHUTENBHOW BNacTMW.

Ctatba 42. ®uHaHCOBOe obGecneuvyeHWe KIIMHUYECKOrO WCCNeAOBaHWA JIeKapCTBEHHOro npenaparta AnA MeAULMHCKOro
NPUMeHeHUA

duHaHcoBoe obecnevyeHne KIMHUYECKOro MccrnenoBaHus NleKkapCTBeHHOro npenaparta anda mMeguunHCKoro
NnpuMeHeHNA OCyLLeCTBNAETCA 3a CHET:

1) cpeacTs pegepansHoro brogxeTa;

2) cpencTte opransau,MVl, NoJTy4MBLUUX pa3pelleHne Ha opraHnsauunto nposeaeHna gaHHoOro nccneanoBaHus,
B COOTBETCTBUM C yCNOBMAMU OOroBopa O ero nposeneHun;

3) MHbIX He 3anpeLleHHbIX 3akoHogaTenscTBoM Poccuiickon degepaumm NCTOYHUKOB.

CraTtbs 43. NpaBa nauneHToB, y4acTBYHOLMX B KIIMHUYECKOM UCCIieA0BaHUM JIeKapCTBEHHOro npenapara AnsA MeguLuHCKOro
NPUMeHeHUA

1. Yyactne naumeHToB B KIMHUYECKOM WCCreaoBaHUK NekapCTBeHHOro npenaparta gna mMeguuuHCKoro
NpuMeHeHNAa ABNAeTCA ﬂ,OGpOBOJ’IbeIM.

2. MauneHT nnu ero 3aKOHHbIN NpeacTaBUTENb AOMKEH ObITb MHPOPMMPOBaH B MUCbMEHHOW hopMe:

1) 0 NekapcTBEHHOM MpenapaTe Ans MeAWLMHCKOro NPUMeHEHUs! U CYLLIHOCTU KITMHUYECKOro 1ccrenoBaHus
3TOro nekapcTBEHHOro NpenapaTa;

2) o ©0e30nacHOCTU neKapCTBEHHOro npenapata Ans MEeOMWLMHCKOrO MPUMEHEHUS, €ero OXugaemomn
9PPEeKTUBHOCTM N CTEMEHM pUCKa AN NauneHTa;

3) 006 yCcnoBudax y4dactma nadueHta B KIMHUYEeCKOM UuccneaoBaHMW neKapCTBEHHOro npenaparta Aand
MeONUNHCKOro NpuMeHeHus;

4) O uenu nnun uenax n npogoJKUTeNIbHOCTU KIMTMHNYECKOro nccrieqoBaHna nekapCcTtBeHHOro npenaparta ansa
MeANLIMHCKOIro NpMMeHeHuns,;

5) O OEUCTBUAX NauMeHTa B cnyvyae HenpeaBuaeHHbIX 3¢)d)eKTOB BITMAHNA NeKapCTBEHHOTOo npenaparta Aand
MeONUNHCKOro nNnpuMeHeHna Ha COCToAHMEe ero 340p0oBbA,

6) 06 ycrnoBusix 0683aTeNbHOro CTPaxoBaHUS XU3HW, 340POBbs NAUMUEHTa;

7) 0 rapaHTusIX KOHMAEHUMANbHOCTU yYyacTusi naumeHTa B KNMHUYECKOM UCCreaoBaHUM feKapCTBEHHOIO
npenapaTa Ans MeguMunHCKOro NpuMeHeHKs.

3. ,uO6pOBOJ'IbHOG cornacve nauueHTa Ha Yy4dactue B KIWMHMYECKOM WuccneagoBaHUM IneKkapCTBEeHHOIro
npenapara And MeauunHCKOro rnpuMeHeHua noarBepXgaetcAa ero noanucbio unm noanmncbio ero 3akoHHOro
npencraBuTenNA Ha I/IH(bOpMaLI,MOHHOM JNINCTKEe nauuneHTa.

4. TauueHT UnM ero 3aKOHHLIA NpeAcTaBUTENb MMeEeT MPaBO OTKa3aTbCs OT y4acTUs B KIUHUYECKOM
MccnegoBaHWM NEeKapCcTBEHHOro npenaparta Ans MeauMUMHCKOro MNMpUMEeHeHWst Ha Nnoboi cTaguu npoBeneHust
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Takoro nccnegosaHus.

5. MNpoBeaeHne KINMHUYECKOrO UCCneaoBaHns NEKapCTBEHHOrO npenaparta Ansg MeauuMHCKOro NpYMEHEHNS
C yYyacTueMm B KayecTBe MauMeHTOB AeTeln OoMnycKaeTcs TOMbKO C cornacusi B NUCbMEHHOW hopmMe Ux poantenen,
yCcbiHOBUTENEen. [letn mMoryT paccMaTtpuBaTbCsi B KayecTBe NOTEHUManbHbIX MauMEHTOB TaKoro uccrneaoBaHus,
TONbKO €Cnu ero nNnpoBeAeHne HeobXxoauMOo AN YKpenneHnsa 30opoBbsa AeTen Unmn NpoUnakTUKn MHGEKLMOHHbIX
3aboneBaHuMin B OETCKOM Bo3pacTe nMbO ecnv Lenbio Takoro UccnefoBaHus SBMsieTCs MoryvyeHue AaHHbIX O
Hauny4llen JO3NPOBKE NEKapCTBEHHOrO nNpenapaTa AN nevyeHusa aeten. B aTux cnydasix Takomy muccnegoBaHuio
OOIMKHO MpeflecTBOBaTb  KMUMHUYECKOE WCCNeAOBaHWe feKkapCTBEHHOro mnpenapata Ang  MeauuMHCKOro
NMPUMEHEHWS HA COBEPLUEHHONETHNX rpaxaaHax, 3a UCKIMKYEHNEM Cry4yaeB, eCrin Uccrnenyemblii IeKapCTBEHHbIN
npenapaT Ans  MEeOWUMHCKOrO  MPUMEHEHMsI  NpedHasHayeH  UCKMIYUTENbHO AN UCMOMNb30BaHus
HEeCOBEpPLUEHHONETHUMM rpaXXaaHamu.
(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpeu.|,aeTcs| npoBegeHne KInnHM4eCcKoro nccregoBaHnA nekapcrBeHHOro npenapara gnsda meanumnHCKoro
npnmMmeHeHnqa ¢ ydactnem B Ka4yecTtee NnalmnMeHTOB:

1) peTen-cnpoT 1 geTen, octaBLLnXcs 6e3 noneyeHns poguTenen;

2) XeHWWH B nepuopn GepeMEHHOCTM, KEHLMH B NEpUoa rpyaHOro BCKApMIMBAHMWSA, 3a WUCKMIYEHWEM
Cry4YaeB, ecnv MpPOBOAUTCS KIUHUYECKOe WCCedoBaHWe NeKapCTBEHHOro npenaparta, npegHasHavyeHHoro Ans
yKa3aHHbIX >KEHLUWH, MpW YCNOBUMM HeobXoOMMOCTM MorydeHust MHdopmaumumM TONMbKO BO BpeMsi NMpOoBeAeHus
COOTBETCTBYHLUNX KIMHUYECKUX WUCCREefoBaHUM U MPUHSATUS BCEX HEeobXoaMMbIX Mep MO WUCKIOYEHMIO pucka
HaHeceHVs Bpeaa XeHLUMHe B nepuof 6epeMeHHOCTH, XeHLWMHE B Nepuo rpyaHOro BCKapMIIMBaHUS, Nroay unu
pebeHky;

3) BOEHHOCMYXaLLMX, 3a UCKIIOYEHNEM CyvaeB NPOBEAEHUS KITMHUYECKOro MCCreaoBaHUs NekapCTBEHHOro
npenapaTta, crneuuanbHO pa3paboTaHHOro And NPUMEHEHUsT B YCMNOBUAX BOEHHbIX AEWCTBUMA, 4Ype3BblYanHbIX
cuTyauun, NpodUNakTMKU M neyveHus 3aboneBaHUn MU MOPaXEHUW, MOMyYeHHbIX B pesynbTate BO3AENCTBUSA
HebnaronpuATHbLIX XMMUYECKMX, Bronormyecknx, pagnaumoHHbix daktopoB. KnnHuyeckoe mccnegoBaHne Takoro
NnekapCTBEHHOro npenapata MOXeT MPOBOAMTLCS C yvacTMEM B KayecTBe MNauMEeHTOB BOEHHOCHYXaluux, 3a
UCKMIOYEHMEM BOEHHOCITYXalUMX, MPOXOASALNX BOEHHY cnyx0y no npu3biBy, ¢ cobniogeHvem TtpeboBaHui,
YCTaHOBMEHHbIX HacToAWwmMM PegeparnbHbIM 3aKOHOM B OTHOLLEHWW FpaXKaaHCKMX N,

4) COTPYAHUKOB NpPpaBOOXpPaHUTESIbHbIX OPraHOB;

5) nuu, oTObIBaOLWMX HaKka3aHMe B MecTax NULLeHUst cBoboabl, a Takke NuL, HaXOAsALWMXCS NO4 CTpaxen B
CNefCTBEHHbIX N30nsTopax.

7. [onyckaeTcs NpoBefdeHne KIMHUYECKOro 1UccrefoBaHuns fiekapcTBEHHOro npenapara ans MeauumMHCKOro
NpUMeHeHWs, nNpegHa3Ha4YeHHoro AN fevyeHus ncuxuyeckux saboneBaHuii, C y4acTueM B KayecTBe MauuneHToB
iy ¢ neuxuyeckumy - 3aboneBaHusMKM, NPU3HaHHBIX  HedeecnocobHbiMM B MOpsAdKe, YCTaHOBIEHHOM
3akoHogaTtenbcTBoM Poccuiickon ®epepaummn. KnnHuyeckoe uccrnegoBaHne nekapCTBEHHOrO rnpenapaTta B 3TOM
cny4ae nNpoBOAUTCS MPU HaNUYMK cornacus B NMCbMeHHOMN hopMe 3aKOHHbIX NpeacTaBuTenen ykasaHHbIX nuu,.

Ctatba 44. O6Gs3aTenbHoe CTpaxoBaHue XW3HWU, 300pPOBbA MNaUuuMeHTa, y4yacTBywLllero B KIMHU4YEeCKOM uUccrieaoBaHUu
JIeKapCTBeHHOro npenaparta And MeguuuHCKoOro npuMmeHeHus

(B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

1. OpraHusauus, nonyymBlLlas pas3pelleHMe Ha OpraHusaumio NPOBEAEHMUST KIMHUYECKOrO MCCriefoBaHus
NeKkapCTBeHHOro npenapara Aanda mMeguumHCKOro npuMeHeHwud, obszaHa B kayecTBe CTpaxoBaTtesid CTpaxoBaTb
puUCK npny4nHeHna Bpepa XW3HW, 300POBbIO NMauluMeHTa B pe3ynbTaTe npoBedeHunA KIMMHUYEeCKOro mccrieqoBaHusa
NNeKapCTBEeHHOro npenapata And MeauuuHCKOro npumMeHeHusa 3a CBOM cYeT nyTemMm 3aKkn4yeHuna aoroesopa
006sA3aTenbHOro CTpaxoBaHus.

2. ObbekTOM 00653aTENBHOIO CTPAxXOBaHWsI SIBMSIETCA MMYLLECTBEHHbIA MHTEPEC NauueHTa, CBA3aHHbIA C
NpUYMHEHVEM Bpeda €ero >XW3HW UNW 3[0POBbI B pesynbTaTe MPOBEAEHUSI KIMHUYECKOrO WccreaoBaHus
neKkapcTBEHHOro npenapaTta anst MEAULIMHCKOTO NPUMEHEHUS.

3. CTpaxoBbiM criy4aem Mo AOroBopy o6si3aTenbHOTO CTpaxoBaHWs SIBMSIETCS CMepTb MauueHTa Wmu
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yxXyaweHune ero 3gopoBbA, B TOM 4uUcne Bliekywee 3a cobon yCTaHOBJ1I€EHMEe WHBANMMOHOCTN, Npu Hann4dunn
ﬂpVI‘-IVIHHO-CJ'IEﬂCTBGHHOVI CBA3N MeXAy HacTynjieHnem 3TOoro cobbiTns n yqyactmemM nauneHta B KITMHU4YE€CKOM
nccneaoBaHMM NekapCcTtBeHHOro npenapara.

4. Tpe6OBaHVI$-| O BO3MeulleHnn Bpeda, NpU4YNHEHHOro Xn3Hn Uiy 340pOBbI0 NauneHTa, NpeabAaBiAl0TCA B
Te4yeHune CpoKoB NCKOBOW 4aBHOCTU, YCTaHOBJI€HHbIX rpaXxXgaHCKMM 3akKOHO4aTesIbCTBOM.

5. Paamep cTpaxoBoW BbinnaTbl N0 4OroBOpPY 0653aTeNbHOr0 CTpaxoBaHUsA COCTaBNAeT:

1) B CJlydae CMepTn naumeHta nBa MUriJimoHa py6ne|7| Ha KaXxaoro nauueHTta, y4dactBOBaBLUEro B
KIMNMHN4YeCKOM nccneaoBaHnn nekapCTtBeHHOro npenapara,

2) npu yxyaLleHun 340poBbs NauneHTa:

a) MoBrieKLWeM 3a cobon yCTaHoBJ1eHne MHBarngHoCTn I rpynnbl, O ANH MUIITTMOH NATLCOT ThICAY py6nel7| Ha
KaXgoro nauueHTa, ydactBoBaBLUEro B KIMMHNMYECKOM UCCrnenoBaHNM NeKkapCTBEHHOro npenaparta,

0) noBnekwem 3a cobown ycTaHoBRneHWe uHBanuaHocTw Il rpynnbl, ogMH MUANMOH pybnen Ha Kaxgoro
naumneHTa, y4acTBOBaBLUEro B KITMHWYECKOM UCCNEeA0BaHUM fieKapCTBEHHOrO npenapaTa;

B) MoBrekwem 3a coboii ycTaHoBneHuwe uHBanuaHoctu Il rpynnbl, NATbCOT ThicAY pPyOren Ha Kakaoro
nauueHTa, y4acTBOBaBLLEro B KNMMHUYECKOM UCCreoBaHnmM NekapCTBEHHOro npenapara;

r) He noBrnekLwem 3a cobon yCTaHOBMEHUSA MHBANNOHOCTU, HEe Bonee Yem TpucTa Thicad pybnen Ha Kaxaoro
nawumeHTa, y4acTBOBABLUErO B KIIMHUYECKOM UCCREeNOBaHUN NeKapCTBEHHOMO npenapara, ucxoas M3 HopMaTUBOB,
OTpaxalolmx XapakTep W CTeneHb MOBPEXOEHUS 300POBbs, a Takke (aKTUYECKM MOHECEHHbIX NauneHTOM
pacxodoB, BbI3BaHHbIX MOBPEXAEHMEM 300pPOBbS, HAa MEOMLMHCKYH MOMOLLb, NpMobpeTeHne neKapCTBEHHbIX
npenapaTos.

(nn. "r" B peq. ®egepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH OT 22.12.2014 N 429-03.

7. Cpok poroBopa 00s3aTeNbHOMO CTPaxoBaHUS He MOXeT ObiTb MeHee, 4eM CpoK npoBeneHus
KMMHUYECKOro NccrnefoBaHus fiekapcTBEHHOMO npenapara.

8. Ycnosusa goroeBopa 0653aTenbHOr0 CTpaxoBaHus, B TOM YWCHE CTpaxoBble Tapudbl No obsizaTtensHoOMy
CTPaxoBaHWIO, NepeyvyeHb HeobXOoOUMbIX [OOKYMEHTOB [ns OCYLLECTBMEHWS CTPaxoBOW BbiNnaTtbl, MNOPSAOK
YCTaQHOBIMEHNS  CTpaxoBaTeneM  WHOMBUAYaNbHOTO  WMAEHTU(PUKAUMOHHONO  koda  MauumeHTa,  Nnopsiaok
MHOPMUPOBaAHUST  CTpaxoBaTeneM CTpaxoBLUMKA O MPUBIIEYEHHbIX K  KIMHUYECKOMY  WUCCRnedoBaHuIo
neKkapcTBEHHOro npenapata Ans MeauLUUHCKOrO NMpUMEHEHUs NauueHTax, NnopsifoK ynnaTbl CTPaxoBOW npemuu,
nopsiAoK peanu3auuy onpegeneHHblX HacToswmMm defepanbHbiM 3aKkOHOM U Apyrumy pefepanbHbIMU 3aKoHaMu
npaB n 06513aHHOCTEN CTOPOH MO OOroBopy 06s3aTenbHOrO CTPaxoBaHWUsi, a Takke HOPMaTMBbI, OTpaxaiLiue
XapaKkTtep W CTeNeHb TMOBPEXAEHUSI 3[00POBbsl, YCTAHaBMUBAKTCA TUMOBLIMW MpaBunamMM obs3aTenbHoro
CTpaxoBaHusl.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

9. B cnydyae npuynHeHna Bpepa XWU3HUM nauueHTa, ydacTBoBaBLUEro B KIMMHMYECKOM uUccriegoBaHUn
nekapcTBEHHOro npenapaTa, Bbirogonpuobperatensmy Nno [OroBopy 06A3aTenbHOro CTPaxoBaHUs SBMSKOTCS
rpakgaHe, MMeloLLMe NPaBo Ha BO3MELLEHWE Bpeaa B Criydae CMepTU KOPMUbLIA B COOTBETCTBUM C rPaaaHCKUM
3aKoHOOATeNLCTBOM, MpW OTCYTCTBMM TakUX rpaxkaaH - poAMTEnu, Ccynpyr, AeTW YMepLUero naumeHTa,
y4acTBOBAaBLUEr0 B KMNUHWUYECKOM WCCMedoBaHuM NeKapCTBEHHOro npenapara, B Criydae CMepTu MNauuveHTa,
y4acTBOBABLUEro B KMNUHWUYECKOM UCCIe0BaHNK NekapCTBEHHOrO npenapaTa U He UMEBLLEr0 CaMOCTOATENLHOTO
poxoaa, - rpaxaaHe, Ha WXanBeHUn KOTopbIX OH Haxoaurcad, B OTHOLLIEHUN BO3MeELLeHUA pacxonoB Ha norpeGeHme
naumeHTa, y4acTBOBABLUEro B KNUHUYECKOM MCCMNeAoBaHNM NekapCcTBEHHOro npenapara, - Nuuo, NoHecllee Takue
pacxogpl.

10. CTanOBaﬂ BbiMnflata B CYeT BO3MelleHna Bpena, NpuYNHEeHHOro XXm3Hu nauueHTa, y4acrtBoBaBLUEro B
KINMMHN4YEeCKOM uccnenoBaHnMn nekapCTtBeHHOro npenaparta, pacnpenenderca mexny BberﬂOﬂpMOGpeTaTeJ’lﬂMM
nponopunoHaribHO X KONMM4eCTBY B paBHbIX O0N1AX.

11. Mpn HacTynneHuM CTPaxoBOro cryvyas NaUMEHT, y4acTBOBAaBLUMA B KIMHWMYECKOM WCCReaoBaHum
rekapCcTBEHHOro npenapara, BbirogonpuobpeTatenb BrpaBe MNpedbsBATb HEMOCPEeACTBEHHO CTPAaXOBLUMKY
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Tp96OBaHVIe O BO3MeWEeHUn npu4nHEeHHoOro Bpepna. CTanOBaﬂ BbllMJ1aTa OCYLWECTBIAETCA CTpaxoBLUMKOM B
Te4yeHne Tpuaguatmn OHen co AHA npencraBneHnA HeobxoanMbIX OOKYMEHTOB. MauneHT, y'-IaCTBOBaBLLIVIﬂ B
KIMMMHN4YEeCKOM UnccrieaoBaHMnM JieKapCTBeHHOro npenapara, Wwin BblFOﬂ,OI’IpVIOGpeTaTeJ'Ib 00si3aH cooOWMTL
CTpaxoBLMKY OnA OCyLlleCTBJ1eHUA CTanOBOVI BblMJiaTbl I/IHE,VIBVID,yaﬂbeIVI MD,eHTMQDMKaLLMOHHbIVI KOoA4 nauuneHTa,
yCTaHOBﬂeHHbIVI cTpaxoBaTternieM B COOTBETCTBMM C TUNOBbLIMU NpaBuiiamMmm obs3aTenbHOro CTpaxoBaHus.

12. o nonHoro onpegeneHus pasmepa noafiexallero BO3MELLEHNO Bpeaa CTPaxoBLUMK MO 3asiBIIEHUIO
nauveHTa, y4acTBOBaBLUErO B KIMHWYECKOM WCCreNOBaHUM JeKapCTBEHHOrO npenapaTa, WM  3asiBNeHuto
BblrogonpuobpeTatens BrpaBe OCYLECTBUTb 4YacTb CTPaxOBOW BhINMaTbl, COOTBETCTBYIOLLYI (haKTUYECKM
onpeaeneHHon YacTi NpUYNHEHHOTO Bpeaa.

13. CTanOBaﬂ BbllMJjlata B COOTBETCTBMM C [OOroBOpOM obsizaTenbHoro CTpaxoBaHUdA OCYyLLEeCTBIIAETCA
He3aBMCUMO OT BbINnaT, NPUYNTaOLLKNXCA NO APYrMMm BUaam CTpaxoBaHUA.

14. He OonyckaeTca ydyactvme nauneHta B npoBeaeHUU KIMMHUYECKOro uccriegoBaHna InekapCTBeHHOro
npenaparta npu oTcyTCcTB1n OOorosopa obsi3aTenbHOro CTpaxoBaHuA.

15. KoHTponb 3a MCMONHEeHWEM opraHu3auueil, NomnyuMBlLEi paspelleHVe Ha opraHM3aumio NnpoBedeHust
KMUHUYECKOTO UCClNeAoBaHUA NekapcTBEHHOro npenapaTta Ans MeaWMUMHCKOTO MPUMEHEHWS!, YCTaHOBIIEHHOM
HacTosILLen cTaTbell 06A3aHHOCTY MO 06s13aTENbHOMY CTPAXOBAHWIO XKMU3HU, 300POBbS MaLMEHTa, y4acTBYHOLLENO
(yyacTBOBaBLIErO) B KMMHMYECKOM  MCCNedOBaHUM  JIeKapCTBEHHOro  npenapaTta,  OcyliecTBrnsieTcs
YNOSIHOMOYEHHbIM heaepanbHbIM OpraHoM WCMONMHWUTENBHOM BRAcTW, BbIAABLUMM paspelleHve Ha npoBefeHue
KMUHUYECKUX UCCIeqoBaHNiA NeKapCTBEeHHbIX NpenapaTos AN MeaULIMHCKOro NPUMEHEHUS.

naea 8. MPOU3BOACTBO U MAPKUPOBKA NNEKAPCTBEHHbIX CPEACTB

CtaTtbs 45. [Ipon3BOACTBO NIeKapCTBEHHbIX CPEeACTB

1. Mpon3BoaCTBO NEKApPCTBEHHbIX CPEACTB OOMMKHO COOTBETCTBOBAThH TpebOBaHUAM MpaBwun Haanexaiien
NPOM3BOACTBEHHOW MPAKTUKN, YTBEPXOEHHbIM YMOMHOMOYEHHBIM defepanbHbiM  OpraHoOM  UCMONHUTENbHOM
Bnactn. OcobGeHHOCTU nepexoda Mpou3BOACTBA OTAESbHbIX JIEKAPCTBEHHbIX CPEeACTB K WX MPOM3BOACTBY B
COOTBETCTBMM C TpeboBaHMAMM MpaBun Hagnexawen npou3BOACTBEHHON MNPAKTUKM  YyCTaHaBMBAlOTCA
MpasuTtensctBom Poccuiickon ®egepauun. Bolgada 3aknoyeHnin 0 COOTBETCTBUM NPOU3BOANTENS NEKapCTBEHHbIX
cpenctB TpeboBaHWAM NpaBun Haanexallenh NpOM3BOACTBEHHOW MPaKTUMKM OCYLLECTBASIETCA MO pe3ynbTatam
WHCNEKTMPOBAHUA MNpou3BoaUTENEN NeKapCcTBEHHbIX CpeAcTB B Mopsake, YCcTaHOBNEHHOM [lpaBUTENbCTBOM
Poccuiickon ®eaepaumun. Pasmep nnatbl 3a BblAayy 3aknio4eHUs 0 COOTBETCTBMM NPOU3BOAMUTENS NEeKapCTBEHHbIX
cpencTtB TpeboBaHWsIM MpaBuIl Hagnexallen Npou3BOACTBEHHOW MPaKTMKWM ycTaHaBnuBaeTcst [1paBuTenscTBOM
Poccunckon ®depepaumn. Tllopagok  opraHmMsauum M NPOBEAEHUS  MHCMEKTMPOBaHMS  NpousBoanTenen
NEeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHMAM NpaBuN Hagnexaileh npou3BOACTBEHHOW MNPaKTUKK
ycTaHaBnmBaetcs NpaButenscteoM Poccunckon ®egepaumn.

(B pea. PepepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-®3, o1 22.12.2014 N 429-$3)

2. Npon3BOACTBO NekapCTBEHHbIX cpeacTB B Poccuiickon depepauumn ocyLLecTBNAeTCA NpoM3BOaAUTENSMN
NEeKapCTBEHHbIX CPeacTB, MMEKLWNMM NIULEH3NIO Ha MPOU3BOACTBO JIEKapCTBEHHLIX cCpeacTB. [loaTeepxaeHue
COOTBETCTBMSA MNuLUEeH3MaTa npaBunaMm Hafanexallen npousBOACTBEHHOW MPaKTUKM OCYLLECTBNSAETCH B paMKax
NULEH3UOHHOIO KOHTPONA B COOTBETCTBUM C 3akoHoaaTtenoCcTBoM Poccuiickon ®epepauumn ¢ yd4eTom
0COBGEHHOCTEN, YKa3aHHbIX B YacTh 1 HaCTOsILLEN CTaTb.

(B peq. PegepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. [pon3BOACTBO NEeKapCTBEHHbIX CPEACTB OCYLLECTBNAETCA C cobnogeHnem TpeboBaHnii MPOMbILLIIEHHOTO
pernameHTa, KOTOpbI yTBEPXOaeTcs pykoBoAWTENeM Mpou3BOAUTENS fleKapCTBEHHbIX CPEACTB W BKIOYaeT B
cebs nepeyveHb Ucnonb3yemblx apMaueBTUYECKMX CYOCTaHUMA M BCMOMOraTenbHbIX BeLecTB C yKa3aHuem
KONMYeCTBa KaXaoro u3 HMX, AaHHble o6 ncnonb3yeMom obopygoBaHMm, onucaHue TeXHOMorMYeckoro npouecca u
METOOOB KOHTPOMS Ha BCeX aTanax Npou3BOACTBA NlekapCTBEHHbIX CpeacTB.

4. Mpu npousBoACTBE rleKapCTBEHHbIX CPEeACTB WCMonb3ytoTcs  dapMaueBTUdeckne cybGecTaHumm,
BKIMIOYEHHbIE B TrOCYAapCTBEHHbI PEecTp reKapCTBEeHHbIX CpeacTB, 3a MUCKMoYeHneM dapmaleBTUYECKMX
cyGCcTaHuuiA, NMPOU3BOAUMBIX [ONS MPOBEOEHUs KIMHUYECKUX uWccredoBaHuMin M ans akcnopTta. K npoueccy
NMpoM3BOACTBa hapMaueBTUYeCKon cybCcTaHuuM OTHOCSTCS fobble CTaauMM TEeXHONOMMYeckoro mnpoLlecca,
MO3BONSIOLLME MOMYYUTb FOTOBbLIA MPOAYKT, COOTBETCTBYIOLWMIA TpeGoBaHMsSIM dapMakornenHon cTtaTbl, B TOM
yncne pepMeHTaLms, SKCTPaKLUS, O4MCTKA, BblAENEHNE, NepekpucTaniMsaums, BolcyluMBaHNe, U3MenbYeHne.
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(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4.1. lepeyeHb neKapCTBEHHbIX MpenapaToB Ans MEeOULMHCKOTO MPUMEHEHUS, B OTHOLUEHUM KOTOPbIX
yCcTaHaBnMBaloTcs TpeboBaHUs Kk oObemy Tapbl, YNakoBKE WM KOMMMEKTHOCTW, MepeyYeHb JeKapCTBEHHbIX
npenapaToB Afsi BETEPMHAPHOIO NMPUMEHEHUS], B OTHOLLUEHUM KOTOPbIX yCTaHaBnMBarTcs TpeboBaHus K obbemy
Tapbl, a Tawkke TpeboBaHuWs Kk OObeMmy Tapbl, YNakoBKE M KOMMIIEKTHOCTWM IEKapCTBEHHbLIX MpenapaToB Ans
MEeOULMHCKOrO MNPUMEHEeHUs, TpeboBaHUs K 06beMy Tapbl NEKapCTBEHHbIX NpenapaTtoB Afsi BETEPUHAPHOro
NPUMEHEHMS ONpPeaensitoTCA COOTBETCTBYHOLLMMM YNONTHOMOYEHHbIMU heaeparnbHbIMM OpraHaMm UCMONHUTENBHOW
BNacTu B nopsaake, yctaHoBneHHoM lNpaBuTtensctBom Poccuiickon ®epepauuu.

(vactb 4.1 B pen. PenepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHu3aumu, OCyLLeCTBAsIOWME NPON3BOACTBO (hapMaLeBTMYECKON cybCcTaHuum cnmpTa 3TUIOBOrO
(sTaHona) ans npoussBoACTBa CNMPTOCOAEPXKALLMX MNEeKapCTBEHHbIX npenapartos, 06s3aHbl OCYLLECTBAATb y4YeT U
JeknapvpoBaHue B Nnopsiake, ycTaHoOBNeHHOM cTaTbamu 8 u 14 ®enepanbHOro 3akoHa ot 22 Hos6pa 1995 roga N
171-®3 "O rocypapCTBEHHOM perynupoBaHuMM MNpov3BoACTBa M obopoTa 3TUMOBOrO CnNupTa, ankoronbHOW WU
cnupTocoaepxalien npogykumm n o6 orpaHmdeHun notTpedbneHuns (pacnuTunsl) ankoronbHOW NpoayKLun'.

(vacTb 4.2 BBegeHa PepepanbHbiM 3akoHoMm oT 03.07.2016 N 261-$3)

C 1 auBapsa 2018 roga PepepanbHbiM 3akoHOM OT 29.07.2017 N 278-93 cratbs 45 OoNONHSAeTCs HOBOM
yacTbio 4.3. Cm. TekcT B byaylien pegakuuun.

5. 3anpellaeTcs Npon3BOACTBO:

1) NekapCTBEHHbIX CPEACTB, HE BKIMOYEHHbIX B rOCYAAPCTBEHHbIA PEECTp MNeKapCTBEHHbIX CPendcTs, 3a
MCKINK4YeHneM rneKkapCTBeHHbIX CpeacTB, NpouM3BOAUMMBbIX ANA npoBeaeHUA KIUHUYEeCKUX I/ICCJ'IeJJ,OBaHVIIZ n anda
aKcnopTa;

2) hanbCMPULMPOBAHHbBIX NEKAPCTBEHHbLIX CPEACTB;
3) nekapcTBeHHbIX cCpeAcTB 6e3 NMuEeH3nn Ha NPOU3BOACTBO feKapCTBEHHbIX CPEACTB;

4) nexkapCTBEHHbIX CPeACTB C HapyLleHMEM MpaBuIl OopraHvM3auuu MpoM3BOACTBA WM KOHTPOMS KayecTea
neKkapCcTBEHHbIX CPeaCcTB.

C 1 anBaps 2018 roga ®egepanbHbiM 3akoHOM OT 29.07.2017 N 278-d3 vacTtb 5 ctathu 45 gononHsercd
HOBbIM NMYHKTOM 5. CM. TekcT B ByayLuen pegakumm.

6. MNpy BBOAE NEKapCTBEHHbIX CPEACTB B rpaxaaHCckuii 06OopoT YNONHOMOYEHHOE NULO MPOU3BOAMTENS
neKkapcTBEHHbIX CPEACTB OCYLUECTBNSET MOATBEPXKAEHUE COOTBETCTBUA NEKAPCTBEHHBLIX CPEACTB TpeboBaHUAM,
YCTaHOBMNEHHLIM MPW WX TFOCYQAPCTBEHHOW perncTpaumv, U rapaHTMpyeT, 4TO FeKapCTBEHHble CpeacTBa
npou3BefieHbl B COOTBETCTBUN C TpeboBaHMSIMU NpaBun Haanexaluen Npon3BoACTBEHHOW NPaKTUKK.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. YNOMHOMOYEHHbIM JIMLUOM MPOM3BOAUTENS FEKapCTBEHHbIX CPeACTB SABMSETCS €ero  paboTHMK,
aTTeCTOBaHHbIN B YCTAHOBMEHHOM YMONIHOMOYEHHbIM ddeeparnbHbiM OPraHoOM MCNOMHUTENbHOW BNAacTu nopsiake v
MMeloLmMn cTax paboTbl He MeHee 4YeM NSATb feT B obracTy NpousBOACTBa M (MNM) KOHTPONS KayecTBa
rniekapCTBEHHbIX CPeAcCTB, Bbicllee 0Opa3oBaHNe COOTBETCTBEHHO MO OAHOW M3 cneumnanbHOCTen U (Mn) ogHOMY
13 HanpaBneHWn NoAroToBKM: GMonorns, BUOTEXHONOMNSA, BETEPUHAPUS, KITMHUYECKas MeauuvHa, pagmaumoHHas,
XMMuyeckas n Guonorvdeckas 3awwmrta, dapmauus, dyHOameHTanbHas MeauuMHa, XUMUYeckas TEXHONOrus,
XUMUS.

(vacTb 7 B peq. ®egepanbHoro 3akoHa ot 22.10.2014 N 313-93)

C 1 aHBapsa 2018 roga PeaepanbHbiM 3akoHoM oT 29.07.2017 N 278-®3 B ab3au, nepBbili YacTu 8 ctaTtbmn 45
BHOCATCS M3MeHeHusa. CM. TekCT B ByayLien pegakumm.

8. |_|pOVI3BO,ElVITeﬂM NNeKapCTBEHHbIX CpeaCcTB MOryT OCYLUeCTBNATb NpoAaXxy NeKapCTBEeHHbIX cpeacTts Unn
nepeaaBaTb MX B YCTAHOBIIEHHOM 3aKkoHodaTenbcTBoM Poccuiickon ®epepaumm nopsiake:
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1) OpyrMM NPoOn3BOAUTENSIM NIEKAPCTBEHHbLIX CPeaCcTB ANs NPOM3BOACTBA NEKapCTBEHHbIX CPEACTB;

2) opraH13aumsiM ONTOBOW TOProBfM NEKApCTBEHHLIMU CpeaCcTBaMK;

3) anTe4yHbIM  oOpraHu3auusM, BETEPMHAapHbIM  anTedYHbIM  OpraHu3auusM,  UHAMBUAYaslbHbIM
npegnpuvHuMaTensM, MWMELWMM JMUEH3MI0 Ha apMaueBTUYECKYD OeATENbHOCTb WKW NIULEH3U0  Ha
MEANLMHCKYIO AeATENbHOCTD;

4) Hay4HO-MCCnenoBaTENbCKMM OpraHM3auusiM A HayYyHo-UccneaoBaTenbckon paboThl;

5) MegMUNHCKMM OpraHn3aumsimM 1 BeTEPMHAPHbLIM OpraHn3auunsim;

6) opraHm3aunsM, OCYLLECTBISIOWMM pa3BedeHne, BbipalluBaHNe U coaepKaHne XNBOTHbIX.

C 1 anBaps 2018 roga ®egepanbHbiM 3akoHOM OT 29.07.2017 N 278-®3 crtatba 45 gononHAeTcs HOBOW
yacTblo 9. Cm. TekcT B ByayLien pegakuum.

Ctatbs 46. MapkupoBKa nekapcTBeHHbIX CPeacTB

1. neKapCTBeHHble npenapatbl, 3a UCKIIOYEHNEM JTEKaPCTBEHHbLIX NMpenapaTtoB, U3roTOBJIEHHbLIX anTe4YHbIMU
opraHnsaunamMmun, BeTepuHapHbIMMU  anTe4yHbIMW OpraHun3aunamMun, wuHOnBMAyaribHbIMW nNpeanpuHnMmaTenamm,
nMerwmmn MMueH3no Ha d)apmaueBTqueCKyro OEeATENIbHOCTb, AOJXHbI NOCTYMNaTb B o6pau.|,eHV|e, ecnu:

1) Ha MX NepBWYHOW yMakoBKe (3a WCKMOYEHVWEM MEePBMYHON YNAKOBKW FEKAPCTBEHHbIX PaCTUTENbHbIX
npenapaToB) XOpPOLWO YuTaeMbiM LWWPUEPOTOM Ha PYCCKOM HA3blke YyKadaHbl HaVMEHOBaHWE IeKapCTBEHHOro
npenapaTta (MexgyHapogHoe HenaTeHTOBaHHOe, WMW rPynnyMpoOBOYHOE, WM  XUMUYECKOe, WNn  TOproBoe
HaumeHOBaHWe), HOMep cepuu, aTta Bbinycka (AN MMMYHOBMONOrMYeCKUX fnekapcTBEHHbIX NpernapaToB), CPOK
FOAHOCTK, AO3NPOBKA NN KOHLEHTPaLus, o6beM, aKTMBHOCTb B eAMHMLAX AENCTBUSA UNN KONMYECTBO 403;

(B pea. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-03)

2) Ha UX BTOPUYHON (MOTPEOUTENBCKOW) YNaKOBKE XOPOLLO YATAEMbIM LLUPUTOM Ha PYCCKOM A3bIKE yKasaHbl
HavMeHOBaHWe fekapCTBEHHOro mnpenapaTta (MexayHapoaHoe HenaTeHTOBaHHOE, UMW rpynnUpPOBOYHOE, UMK
XMMUYECKOe U TOProBOE€ HavMMEHOBaHWs), HanMeHOBaHWe NPOV3BOAMTENS NeKapCTBEHHOro mnpenapara, Homep
cepvu, daTa BbiNycka (4NA MMMYHOOMOMOrMYECKUX fleKapCTBEHHbIX NpenapaToB), HOMEP PerucTpauvoHHOro
YOOCTOBEPEHMWS, CPOK FOOHOCTW, CMoco® NpMMeHeHusi, OO3MPOBKA WM KOHUEHTpauus, obbem, akTMBHOCTb B
eouHMUax AencTeus nMBO KONMMYEeCTBO A03 B YMNaKkoBKe, fekapcTBeHHasd ¢opMa, YCnoBWUS OTMycKa, YCroBUS
XpaHeHus, npeaynpeanTenbHbie HaanucK.

(B pea. PepepanbHbix 3akoHOB OT 11.10.2010 N 271-03, o1 22.12.2014 N 429-03)

2. ®apmaueBTMYeCcKMe CcybCTaHUUM OOMKHbI NMOCTynaTh B obpalleHue, ecrnim Ha UX NepBUYHOM YMaKoBKe
XOpOLUO YMTaeMbIM LIPUEPTOM Ha PYCCKOM £A3blke YyKaszaHbl HaMMeHOBaHue dapmaueBTMYeCcKOn cybcTaHumm
(MexxgyHapogHoe HenaTeHTOBaHHOE, WM TPYMNNMPOBOYHOE, WM XUMMUYECKOE U TOProBOE€ HaUMEHOBaHMS),
HaMMeHOBaHWe npoun3BoauTensa apmaueBTUdeckon cybcTaHuMM, HOMep cepunm W Jata  U3roTOBMEHUS,
KONMMYECTBO B YNaKoBKE U €AMHULbI U3MEPEHUSI KONMYECTBA, CPOK MOAHOCTU U YCITOBUS XPaHEHWS.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3. JlekapcTBeHHble CpefcTBa B KayecTBE CbIBOPOTOK AOIMKHbI NOCTynaTb B OOpalleHWe C ykasaHueM
XKMBOTHOTO, U3 KPOBW, Nia3mbl KDOBMW, OPraHOB U TKAHEWN KOTOPOrO OHW NOMYYeEHbI.

4. Ha BTOpMYHYHO (NOTPEOUTENBCKYD) YNaKoOBKY NEKapCTBEHHbIX CPeACTB, MOMYYEHHbIX M3 KPOBU, Mnasmbl
KpOBW, OpPraHoB U TKaHeln YyenoBeka, JOMKHa HaHOCUTbLCA Haanucek: "AHTutena k BUY-1, BUY-2, k Bupycy renatuta
C 1 NoBepXHOCTHbIV aHTUreH Bupyca renatuTta B oTcytcTByoT".

5. Ha nepBuuYHyi0 ynakoBKy W BTOPUYHYIO (NOTPEGUTENLCKYIO) YMNakoBKy paavodapmMaleBTUYecKux
nNeKapCcTBEHHbIX CPEACTB AOMKEeH HaHOCUTLCS 3HaK paanaLMOHHON ONacHOCTM.

6. Ha BTOpu4Hyo (NOTpebuTenbCckyk) ynakoBKYy roOMeOonaTUYecKUX JeKapCTBEHHbIX MpenapaTtoB AOKHA
HaHocuTbecsA Hagnuck: "lomeonaTnyecknin”.

7. Ha BTOpuuHyo (NOTpeGUTENbCKYO) YMNakoBKY JEKApCTBEHHbLIX PacTUTENbHbIX MpPenapaToB AOKHA
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HaHocuTbCA Hagnuck: "lMpoayKkums npowna pagnaumoHHbIA KOHTPOIb".

8. Ha nepBuM4YHyt0 ynakoBKy (ecnv Ans 3TOro CywecTBYeT TexXHMYeckass BO3MOXHOCTb) UM BTOPUYHYHO
(noTpebuTenbCcKyto) ynakoBKy NeKapCTBEHHbIX NPenapaToB, nNpeAHasHadYeHHbIX AN KNMHUYECKUX UCCrefoBaHum,
[OMmKHa HaHOCUTBLCA Haanueb: "Ona KNMHUYECKUX uccneaoBaHun".

(B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

9. YnakoBka NNeKapCTBEeHHbIX CpencTB, npeagHa3Ha4YeHHbIX UCKIMIOYUTENbHO OJ1A 3KCNopTa, MapKuUpyeTca B
COOTBETCTBUN C Tpe60BaHVIFIMVI CTpaHbl-nuMnopTepa.

10. Ha TpaHcrnopTHylo Tapy, KoTopasi He npegHasHadyeHa ans notpebuteneit n B KOTOPY MOMELLEHO
nekapcTBEHHOe CPeACTBO, AO/MKHA HAHOCUTLCS UHPOPMaLIMSA O HaMMEHOBaHWUK, Cepun NeKapCTBEHHOro CpeacTea,
[aaTe BbiNycka, KONMYecTBe BTOPUYHbIX (NOTPEBUTENbCKMX) YNakoBOK NEKapCTBEHHOIO CpeacTBa, Npou3BoanTene
NeKapcTBEHHOro CpefcTBa C yKasaHWem HaMMEHOBaHMS M MECTOHAXOXOEHWUS MPOV3BOAMTENS NeKapCTBEHHOro
cpefcTBa (agpec, B TOM Yucre cTpaHa u (Unu) MecTo Npou3BOACTBa JIeKapCTBEHHOTO CPEACTBa), a Takke O Cpoke
rogHOCTM  JeKapCTBEHHOrO CpeAacTBa M 00  YCNOBUAX €ro  XpaHeHuss W MNepeBo3ku, HeobxoauMble
npeaynpeauTenbHble HAANMUCK U MaHUNYNATOPHbIE 3HAKW.

11. Ha nepBWYHYl0 YNakoBKYy M BTOPUYHYIO (MOTPEeOUTENbCKYK) YMaKoOBKY NEKapCTBEHHbIX CPeAcTB AN
BETEPMHAPHOIo NMPUMEHEHNs AOMKHa HAHOCMTBLCA Haanuek: "Ons BeTepnHapHOro NnpumeHeHns".

12. Ha BTOpU4Hyto (NOTpebutenbckyo) ynakoBKy NiekapCTBEHHOIO npenapaTta HaHOCUTCS LUTPUXOBOW KOA.

. 'maea 9. BBO3 JIEKAPCTBEHHbIX CPE[ICTB
B POCCUMCKYIO ®EAEPALIMIO U BbIBO3 JIEKAPCTBEHHBIX CPEACTB
N3 POCCUNCKOU DEOEPALINA

(B pen. PepepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratbs 47. MNopsagok BBO3a JleKapCTBEHHbIX cpeAcTB B Poccuickyto depepauvio U BbIBO3a JIeKapCTBEHHbIX CpeacTB u3
Poccuickon ®enepauunmn

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. BBO3 nekapcTBeHHbIX cpeacts B Poccunckyto Pegepaumio ocyLecTBnseTcs B nopsake, yCTaHOBMIEHHOM
MpaButenbctBoM Poccunckon ®epepaunn, B COOTBETCTBUN C TAMOXEHHbIM 3aKOHOOATENbCTBOM TaMOXEHHOro
coto3a B paMmkax EBpA33C (ganee - TamoxeHHbIN coto3) U (Mnu) 3akoHogatenbcTBoMm Poccuiickon ®egepauum o
TaMOXXeHHOM Jene.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. BBosumble B Poccuiickyto degepaumio nekapcTBeHHble CPeacTBa [OOSKHbl ObiTb BKMOYEHbI B
rocy4apCTBEHHbIN peecTp nekapCTBEHHbIX CPeacTB.
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

3. [donyckaeTca BBO3 B Poccunckyto Pegepauunio KOHKPETHOW MNapTUW 3apermcTpyupoBaHHbIX W (Mnn)
He3aperncTpMpoBaHHbIX  JIEKApCTBEHHbIX CPeAcCTB, MNpedHasHayeHHblX AN MPOBEAEeHUs  KIMHWUYECKMX
NCccnefoBaHWA  fleKapCTBEHHbIX MpenapaToB, MpPOBeOEHUS  3KCNEepTU3bl  NeKapCTBEHHbIX CPEeACcTB  Ang
OCYLLEeCTBMEHUS FOCYAapCTBEHHOW perncTpaumm feKapCTBEHHbIX MpenapaToB WUNu AN Oka3aHus MeOMUMHCKOW
MOMOLUM MO >KM3HEHHbIM TOKa3aHUAM KOHKPETHOrOo MauueHTa Ha OCHOBaHWW paspelleHus, BbldaHHOro
YMNOJSTHOMOYEHHbIM dhefeparnbHbIM OPraHOM UCMOMHMTENBHOW BrAcTU MO 3asBAEHUSM NL, yKa3aHHbIX B cTaTbe 48
HacTosiwero ®egepanbHOro 3akoHa. PaccmoTpeHne Takoro 3asBrfieHWs UM MPUHATUE peLlleHns O Bblgade
paspeLleHnsi Ha BBO3 KOHKPETHOW NapTum 3aperMcTpupoBaHHbIX U (MNN) He3aperMcTPUpPOBaHHbIX NEKAPCTBEHHbIX
CpeAcTB, npedHa3HaYeHHbIX ANA NpoBedeHUs KIUHUYEeCKUX WCCredoBaHWN FeKapCTBEHHbIX MpenapaTos,
NpoBedeHUs] 9KCMepTU3bl FEeKapCTBEHHbIX CPeACTB Afls  OCYLIEeCTBMEHWUS rOCyAapCTBEHHOW perucrpaumm
rniekapCTBEHHbIX NpenapaToB N AN oKa3aHUs MeOMLMHCKON NOMOLUM MO XU3HEHHbIM MOKa3aHUSIM KOHKPETHOro
nauneHta nubo ob oTkase B Bblgaye yKasaHHOro paspelleHusl MPOM3BOAATCA B CPOK, He NpeBblllaloWwni NaTh
pabouux gHewn. MNnaTa 3a Bblgavy yKasaHHOro pa3peLleHnsl He B3MMaeTCH.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyto ®enepaunto MOXXHO BBO3UTb JIEKAPCTBEHHbIE CPeACTBaA, KAYECTBO KOTOPbIX NOATBEPXKAEHO
cepTuukaTtom nNpPOM3BOAUTENSA EeKapCTBEHHbIX CPEeACTB, YOOCTOBEPSIOWMM  COOTBETCTBME  BBO3UMbIX
NeKapCTBEHHbIX CPeACTB TpeboBaHMAM dapMakonerHbiXx cTater nubo B crnyvyae Mx OTCYTCTBMS HOPMaTMBHOM
OOKYMeHTauuu unm HopmMaTMBHOIO JOKYMEHTA.

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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5. 3anpewaetca BBo3 B Poccuickyto Pepepaumnio danbcuruUMpoBaHHbIX NEKapCTBEHHbIX CpeacTs,
Heno0bpoKa4YeCTBEHHbIX NeKapCTBEHHbIX CPEACTB, KOHTPadaKTHbIX NEKAPCTBEHHbLIX CPEACTB.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)

6. PanbcMdpuUMpOBaHHbIE NEKAapCTBEHHbIE CpeacTBa, HeJobpOKayeCTBEHHbIE FEKapCTBEHHbIE cpeacTBa
noanexat U3bATUIO U NOCMEAYIOLWEMY YHUUTOXEHUIO N BbIBO3Y M3 Poccuiickon ®epepauun, koHTpadakTHbIe
NeKapCcTBEHHbIe CPEACTBA - USBATUIO U NOCNeaylLweMy YHUUTOXEHUI0. YHUUYTOXEHE nnu BbiIBO3 U3 Poccuiickon
depepaumun anscnULMPOBaHHBLIX NEKapCTBEHHbIX CPEeACTB, HeL0OpPOKAYEeCTBEHHbIX MNEKapCTBEHHbIX CPeacCTB,
KOHTpadaKTHbIX NeKapCTBEHHbIX CPEACTB OCYLUECTBMSETCS 3a CYeT nuua, ocyllecTBuBLLEro mx BBo3. lMopsgok
YHUUTOXEHNS N3BbATLIX PanbCULNPOBAHHbBIX NEKapCTBEHHbIX CPEACTB, HeJobpOoKavYeCTBEHHbIX JTEKAPCTBEHHbIX
cpencTB, KOHTpadaKTHbIX NEeKapCTBEHHbIX CpeacTB ycTaHaBnmBaeTcs NpaBuTtensctBom Poccuiickon degepaunm.
(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jlnua, ocywectBnswowme BBo3 B Poccuiickyto degepaumio danbCcnULmMpoBaHHbIX feKapCTBEHHbIX
cpeacTB, HeOoBpPOKa4YeCTBEHHbIX JEKapCTBEHHbLIX CPEACTB, KOHTpadakTHbIX NeKapCTBEHHbIX CpPeacTsB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATEeNnbCTBOM TaMOXEHHOro cot3a u  (1nwm)
3akoHogaTtenbcTBoM Poccunckon ®egepauum o TaMoOXEHHOM gene.

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

8. BbIBO3 nekapcTBeHHbIX cpeactB u3 Poccunickon Pegepaumm ocywecTensietcs 06e3 NpMMeEHeHMUs
OFPaHWYEHUN,  YCTAHOBMEHHbIX  TAMOXEHHbIM  3aKOHOO4ATENbCTBOM  TaMOXeEHHOro cot3a u  (1Mnwn)
3akoHogartenbctBoM Poccunckon  Pegepaumm O rocyaapCTBEHHOM  PerynMpoBaHUM  BHELLUHETOProBoOW
OeAaTenbHOCTY.

(B pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-®3, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-93)

CraTbs 48. lOpuanyeckue nuua, KOTOpbIM pa3pelleH BBO3 fieKapCTBEHHbIX cpeacTB B Poccuiickyio ®egepauuio

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JlexapcTBeHHble cpeacTtea B Poccuiickyo egepaumio MoryT BBO3UTh:
(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npou3BoAUTENWN NEKapCTBEHHbIX CPEACTB Ans uUenel COGCTBEHHOro MNPOM3BOACTBA EKapCTBEHHbIX
CPencTs;

2) MHOCTpaHHble pa3paboTynKky NeKapCTBEHHbIX CPEACTB U MHOCTPaHHbIE MPOW3BOAMTENN NEKapCTBEHHbIX
CPeacTB UNu Apyrve lopuauyeckue nuua no nopyyeHuo pas3paboTymka NekapcTBEHHOro cpeactsa  Afis
NMPOBEAEHUS] KIMHWYECKMX UCCIefoBaHUi NEeKkapCTBEHHOTrO MpenapaTta, OCYLIECTBIIeHUsI rocyaapCTBEHHON
perucTpaumu nekapcTBEHHOro npenapaTa, BKIOYeHUs dapMauleBTUYeckon cybcTaHUuuM B TOCyAapCTBEHHBIN
peecTp INeKapCTBEHHbIX CPEACTB, KOHTPOMsS KayecTBa NeKapCTBEHHbIX CPEACTB MpU HanuuMu paspelleHus
YNONMHOMOYEHHOTO (heiepanbHOro opraHa MUCMONMHUTENBHON BNAacT Ha BBO3 KOHKPETHOW MapTUM NeKapCTBEHHbIX
CPencTs;

3) opraHunsauunu onToBOM TOProBJ1N NNEKAPCTBEHHbIMU CpeaCcTBaMU;

4) Hay4HO-uccregoBaTenbCkMe oOpraHusauum, obpasoBaTenibHble OpraHus3auum BbiCLLEro obpasoBaHus,
NpPOV3BOAUTENWN NEKAapCTBEHHbIX CpeacTB Ans paspaboTku, uccriefoBaHuin, KOHTponst 6esonacHoOCTH, kayecTea,
9PPeKTUBHOCTM NEeKapCTBEHHbIX CPEACTB NPU HanmuuuMn paspeLleHusl YNorHOMOYEeHHOro deaeparnbHOro opraHa
NCMOSNHUTENbHON BNacTw;

(B peq. PegepanbHoro 3akoHa ot 02.07.2013 N 185-03)

5) mMeauMuMHCKME OpraHM3auuun, MHble yKalaHHble B MyHKTax 1 - 4 HacTosWen cTaTbM OpraHu3auuun ans
OKasaHWsi MEAMLMHCKOM NMOMOLLM MO KU3HEHHBLIM MOKa3aHUSAM KOHKPETHOro nauueHTa npu Hanvumm paspeLleHust
YNONTHOMOYEHHOro doejeparnbHOro opraHa UCMOMHUTENBHOW BNAcTM HAa BBO3 KOHKPETHOW MapTWUM NIEKAPCTBEHHOIO
npenapaTta, BblJaHHOTO B YCTaHOBEHHOM Mopsake B (oOpMe 3MEKTPOHHOIO JOKYMEHTA, MOANNUCAHHOIO YCUITEHHON
KBannuumMpoBaHHON 3NEKTPOHHON NOANUCHIO.

(B pea. PegepanbHoro 3akoHa ot 12.03.2014 N 33-03)

Crtatbs 49. [IoKyMeHTbl, NpeAcTaBrnsieMble B TaMOXe€HHble opraHbl Poccuiickoit ®egepaumu npyv BBO3e eKapCTBEHHbIX
cpepctB B Poccuiickyro ®epepaumio

(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-03)
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1. Tpu BBO3€e nekapcTBEHHbIX cpeacTB B Poccuiickyto Pegepaumio B TaMOXeHHble opraHbl Poccuiickom
denepaummn Hapagy ¢ JOKYMeHTaMu, NpeacTaBreHne KOTOpbIX NPeayCMOTPEHO TaMOXEHHbIM 3aKOHOO4ATENLCTBOM
TamoxeHHoro cotw3a W (unu) 3akoHogaTensctBoMm Poccuiickon ®degepaumm 0 TaMOXEHHOM fene,
npeacTaBnsoTCA cnegyowme JOKYMEHTbI:

(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) cepTudmkaT NPOU3BOAUTENS JIEKAPCTBEHHOrO CpPeAcTBa, YAOCTOBEPSIOWMI COOTBETCTBUME BBO3MMOIO
nekapcTBeHHoro cpeacrtea TpeboBaHuaM dapmakonenHowm cratbu nNnbo B criydyae ee OTCYTCTBUSE HOPMATUBHOM
OOKYMEeHTaLun Nnm HOpMaTUBHOIO JOKYMEHTA;

2) paspelleHne YnosIHOMOYeHHOro dhefepanbHOro opraHa WCTONHUTENbHOM BRacT Ha BBO3 KOHKPETHOW
napTUM NEKapCTBEHHOIO CPEACTBa B CryyasiX, YCTaHOBMEHHbIX YacTbto 3 cTaTbk 47 HacTosiwero degepanbHoro
3aKoHa.

2. [lokymMeHTbI, yKasaHHble B NyHKTax 1 1 2 yactu 1 HacToswen cTaTtbn, NPeacTaBnsaloTCA B TaMOXEHHbIe
opraHbl Poccuinckon ®egepaunn npu npubbiTMn nekapcTBeHHbIX cpeacTB B Poccuiickyto degepaumtio.
(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuickyio ®Pepepaumio Ansi JIMUHOIO WUCMNOSNb30BaHMUA U MHbIX
HeKOMMep4ecKUx Lenemn, a Takke Ans UCNoNb30BaHUA Ha TePPUTOPUMN MeXAYHapOAHOro MeAULMHCKOro Krnacrepa

(B pea. PegepanbHbix 3akoHoB OT 06.12.2011 N 409-®3, o1 29.06.2015 N 160-$3)

1. JlekapcTBeHHbIE MpenapaTbl MOryT ObiTb BBe3eHbl B Poccunckyto depgepaumio 6e3 yyeta TpeboBaHui,
NpeayCcMOTPEHHbIX YacTamu 1 - 4 ctaTtbn 47, ctatbamun 48 n 49 Hactoswero denepanbHOro 3akoHa, ecrnvm OHu
npeaHasHadeHbl ons:

(B peq. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) NMMYHOro Mcnonb3oBaHWs U3mMdeckumMun nuuamu, npubbiBwKnMK B Poccuiickyto ®egepauuto. MNpn atom
BBO3 B Poccuiickylo Pegepaumio nekapCTBEHHbIX MNpenapaToB, COAepXalluMx CunbHoOAEeWCTBYOLWME U (Unn)
SOOBUTbIE BELLECTBa, BKIOYEHHblE COOTBETCTBEHHO B CMUCOK CUIMbHOAEWCTBYIOLLUMX BELLECTB AN Lenen
YrOfioBHOMO 3akoHogatenbcTBa Poccuickon denepauum m B CNMCOK SO0BUTLIX BELLECTB AN Lenen yroroBHOro
3akoHogartenbctBa Poccuiickon depepauuun, ytBepxaeHHble [lpaButensctBom Poccuiickon ®epepauun,
OCYLLECTBMSIETCS NPU HANU4MM OOKYMEHTOB (3aBEPEHHBIX KOMUA LOKYMEHTOB UMW 3aBEPEHHbIX BbINMUCOK U3 HUX),
noaTBepXKAalLWmUX HasHayeHne U3nyeckomy nuuy ykasaHHbIX NeKapCTBEHHbIX npenapaTtoB (3a UCKMYEeHUEM
nekapcTBEHHbIX MpenapaToB, 3apeructpupoBaHHbIX B Poccuiickon ®epfepauumn n otnyckaemblx B Poccuiickon
depnepaummn 6e3 pelenta Ha fnekapcTBeHHbIN NpenapaT). MNoareepxaarowmne JOKYMEHTbI (X 3aBEPEHHbIE KOMUK
UNU 3aBepeHHble BbIMUCKM U3 HUX) AOMKHbI coAepXaTb CBEAEHNS O HauMEeHOBaHUU U KONUYEeCTBe Ha3HaYeHHoro
nekapcTBeHHoro npenapata. B cnyyae, ecnu noareepxpawowume [OKYMEHTbl (MX 3aBEepeHHble Konuu unm
3aBepeHHble BbIMUCKA W3 HUX) COCTaBMNeHbl Ha WHOCTPaAHHOM £3blke, K HUM npunaraeTca HoTapuanbHO
3aBepeHHbIN NepeBo Ha PYCCKUIN A3bIK;
(n. 1 B peq. PegepanbHoro 3akoHa ot 02.06.2016 N 163-d3)

2) mncnonb3oBaHWs paboTHUKaMWM OUMNNIOMATUYECKOro Kopryca Wunu npeactaBuTeENAMU MEXOYHapOAHbIX
opraHmsaunin, akkpeauToBaHHbIX B Poccuiickon denepaunm;

3) neyeHMs NacCaxupoB M UNEHOB 3KMNAXen TPaHCMNOPTHbIX CpeacTB, Moe3fHbix Opurag M BoauTenen
TPaHCMOPTHBIX CpeacTs, NpubbiBLWNX B Poccunckyo Pegepaumio;
(B peq. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4) neyeHUs Y4YaCTHWMKOB MEXOAYHAPOAHbIX KymNbTYPHbIX, CMOPTUBHBLIX MEPOMPUATUIA U YYaCTHUKOB
MeXayHapoaHbIX AKCNeANLNIA;

5) neyeHuss KOHKPETHBIX XXMBOTHbIX B 300Mapkax, a Takke >XMBOTHbIX, BBO3UMbIX B Poccuiickyto denepauunto
Onda ydactua B CNOPTUBHBIX U 3PESTULLHBIX MEepPONpPUATUAX;,
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6) ncnonb3oBaHNst Ha TEPPUTOPUM MEXAYHAPOAHOrO MEANLIMHCKOrO Knacrepa.
(n. 6 BBeaeH deaepanbHbiM 3akoHOM OT 29.06.2015 N 160-d3)

2. B cny4yasix, npefycMOTpeHHbIX 4acTbio 1 HacToslen cTaTbW, JonyckaeTcd BBO3 B Poccuickyro
depepaumio NekapCTBEHHbIX NpPenapaToB, HE 3aperncTpupoBaHHbIX B Poccunckon ®egepauun.
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(B pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHbIe Npenaparbl, NpeHa3HavYeHHble Ans ryMaHUTapHOW nomoLy (CoOaencTBMS) UM MOMOLLIM
npy 4pesBblYaMHbIX CUTyaumsax, BBO3ATCA B Poccuiickylo ®degepaumio B nopsigke, YCTAaHOBMEHHOM
MpaBnTENbCTBOM Poccuiickon denepauymm. 3anpelaeTcs BBO3 B Poccuiickyto depepaumto
He3aperMcTpMpoBaHHbIX NEeKapCTBEHHbIX NpenapaTtoB, MpeAHa3HaYeHHbIX Ans  FYMaHWTapHOM  MOMOLLM
(copgencTaust) NN NOMOLLM NMPU YPE3BbIYANHbIX CUTYaLMSX.

(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Crtatbsa 51. CoTpyAHMyecTBO (heaepanbHOro opraHa MCNOSIHUTENbLHON BMacTu, YNONMHOMOYEHHOro B 0651acT TaMOXeHHOro
Aena, u Apyrux ynosiHOMo4YeHHbIX hefepanbHbIX OPraHOB UCMONMHUTENBLHOW BNacTn

1. YnonHoMmoueHHble deeparnbHble opraHbl UCMONMHUTENbHOW BNacTU NPeLoCTaBMSOT B pacrnopshikeHune
q)e,qepaanoro opraHa WCMNONMHUTENbHON Bnactn, YynormHOMOYEeHHOro B obnactm TaMOXXeHHOro gena,
FOCy,ElapCTBeHHbIVI peecTp NeKapCTBEHHbIX CpeacTB, a TakxXe VIH(bOpMaLI,I/IIO O BblAAHHbIX pa3pelleHndax Ha BBO3
KOHKPETHOW napTuM fekapCTBEHHbIX CPEeACTB B CryyasX, YCTAHOBMNEHHbIX 4acTblo 3 cTtatby 47 HacTosLEero
depnepanbHOro 3akoHa.

2. ®epepanbHbll OpraH WCMOMHUTENbHOM BriacT, YMNOMHOMOYEHHbIM B 06MacTu TamMOXEHHOro Aena,
WHOPMUPYET yKasaHHble B YacTu 1 HacTosen cTaTby YNOJNIHOMOYEHHblE dhefeparnbHble  OpraHbl
NCMNONMHUTENBbHOW BMacTu O BBO3e NEKapCTBEHHbIX cpeacTB B Poccuickyto Pefepaumio 1 BblBO3€ leKapCTBEHHbIX
cpeactes mn3 Poccuiickon dPepgepaumm no d¢opMe M B nopsagke, KOTopble ycTaHoBreHbl [1paBuTencTBoM
Poccuickon ®egepauun.

(B pea. PepgepanbHoro 3akoHa ot 06.12.2011 N 409-93)

naea 10. PAPMALIEBTUMECKAA OEATENIbHOCTb

CtaTbs 52. OcywecTBneHue papMaLeBTM4ECKON AeATENbHOCTU

1. ®dapmaueBTnyeckass  [OeATENbHOCTb  OCYLECTBNAETCA  OpraHusauusMum  ONTOBOW  TOProBnu
rnieKkapCTBEHHbIMW CPeACTBaMW, anTeYHbIMW OpraHu3auMsMy, BeTepUHapHbIMW anTeYHbIMU OpraHM3auusaMu,
WHAMBUAOYANbHBIMW  MpeanpuHUMaTensaMy, WUMEeLWUMU  JNMUEH3NI0 Ha apmaueBTUYeCKyl0 OesTeNbHOCTb,
MEOUUMHCKUMW  OpraHmsaumsamn, WMeWwnuMn nuueH3nio Ha dapmaueBTUYecKylo AesTenbHOCTb, W UX
obocobneHHbiMM  nogpasgeneHnamn  (ambynatopuamu,  enbawepckuMm 1 enbalepcKo-akyLepCcKumMm
nyHKTamMu, ueHTpamu (oTaeneHusmu) obwen BpavyebHoON (CemMerHON) NPakTUKK), PaCrOfOXeHHbIMU B CENbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3aumu, U BeTepuvHapHbIMWU OpraHu3auusiMu,
NUMELUMN NNLIEH3NIO Ha (bapMaLeBTUYECKY AeATENbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

2. dusmdeckne nuua MoryT ocyLLecTBnATbL papMaueBTUYECKY0 AeATEeNbHOCTb NPU HanMyYumn BbiCLLEro UNnu
cpegHero cbapmaueBTu4eckoro o6pasoBaHus U cepTudmkata crneuuanucta, BbICLIErO WM CPefHero
BETEPUHAPHOro obpasoBaHus U cepTudmkaTa cneumanucta, a Takke BbICLUErO MM CpedHero MeauLMHCKOro
obpasoBaHus, ceptudumkaTa crneumanucta u AONONHUTENBHOrO MNPOdECCUOHANbHOr0 0bpa3oBaHUA B 4acTu
PO3HMYHOW TOProOBMM NEKAPCTBEHHBIMY NpenapaTamu Npu ycnosum nx paboTsbl B 060C06NEHHbIX NogpasaeneHnsix
MeANLUUHCKMX OpraHu3aummn, ykasaHHbIX B YacTu 1 HacTosLen cTaTbu.

(vacTb 2 B pea. PepepanbHoro 3akoHa ot 27.07.2010 N 192-03)

Cratbs 53. I'Ipop.a)Ka, nepepayva nieKapCcTBeHHbIX CpeaACTB opraHu3auynamum onToBOM TOProBJin NieKapCTBeHHbIMU cpeaAcTBamMu

C 1 anuBapsa 2018 roga ®enepanbHbiM 3akoHOM OT 29.07.2017 N 278-®3 B cTaTbio 53 BHOCATCA U3MEHEHUS.
CwM. TekcT B ByayLlen pegakumu.

Opl’aHI/l3aLl,l/II/I ONTOBOWN TOproesin  nekapctBeHHbIMM  cCcpenctBaMn  MOTYyT  OCYLUEeCTBIIATbE  Npodaxy
NeKkapCTBeHHbIX CcpeacTB uinn nepefaBatb UX B YCTAHOBJIEHHOM 3aKOHOAATE1IbCTBOM Poccunckon <Dep,epau,|/|14
nopsapgke:

1) Opyrum opraHmsaumnam onToBOM TOProBJ1N NNeKapCTBEHHbIMU CpeacTBaMUu;

2) NPOU3BOAUTESIAIM JIeKapCTBEHHbIX CPeACTB Ans Lerieit Npon3BoACTBa NEKaPCTBEHHbIX CPEACTB;
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3) anTe4yHbIM opraHn3auunam n BeTepunHapHbIM anTe4vyHbiM opraHn3aunam,
4) Hay4HO-uccnenoBaTesibCKMM opraHm3aumam and Haquo-MccneuosaTeanKon paGOTbI;

5) nHamBmnayanbHbIM NpeanpuHUMaTensM, UMEKLUM NMLEH3NIO HA hapMaLeBTUYECKYI0 AEeATENbHOCTb UMK
NNLIEH3UIO HA MEANLIMHCKYIO AESATENbHOCTb;

6) MeaNLUNHCKMM OpraHn3aumnam, BeTepnHapHbIM OpraHu3aunam;

7) OopraHunsauunam, ocyuwlecTBlidlOWLMM pa3BeaeHne, BbipalmBaHne n cogepxaHme XMBOTHbIX.

C 1 auBapsa 2018 roga PepepanbHbiM 3akoHOM OT 29.07.2017 N 278-03 cratbs 53 gononHseTcsi HOBOM
yacTbto 2. CM. TeKCT B OyayLlen peaakumm.

CrtaTbs 54. [[paBuna onToBOW TOProBny NEKapCTBEHHbIMU CpeAcTBaMMU

OnToBasi TOpProBnsi neKapCTBEHHbIMW CPEeACTBaMW OCYLLECTBSIeTCA MNPOM3BOAUTENSIMU JEKapCTBEHHbIX
CcpeacTB M opraHM3auMsiMu OMTOBOW TOProBfM JeKAapCTBEHHbIMM CpeacTBaMyM MO NpaBunam  Haanexallen
ONCTPUOBLIOTOPCKON NPaKTUKM W NpaBunam Haanexawen MpakTUKM XpaHeHUst U NepeBO3KU eKapCTBEHHbIX
npenapaTos, YTBEPXXAEHHbIM COOTBETCTBYHLUMM YNONMHOMOYEHHBIMU denepanbHbIMU opraHamm
WCMONTHUTENBHOW BNacTu.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-903)

Cratbs 55. [lopsAgok pO3HUYHOM TOProBIM NIEKapCTBEHHbIMU NMpenapaTtamMu

1. Po3HM4Hasa TOproens nekapcTBEHHbIMW Mpenapatamu B KonMyecTBax, HEOOXOAUMbIX ANS BbINOMHEHMWS
BpayebHbIXx (penbAluepckMx) HasHaYeHWn WM HasHaYeHun cneumanucTtoB B 0Bnactu BeTepuHapuu,
OCYLLECTBMAETCA anTeYHbIMW OpraHn3aunsamMu, BeTeprHapHbIMU anTeyHbIMU OpraHu3auusMmn, UHAMBMAYanbHbIMN
npeanpuHUMaTensMy, WUMelWMMU  NUUeH3nio  Ha  dapmaueBTUYeckylo  AedTenbHOCTb,  MeaULMHCKUMMU
opraHm3aumsamMu, UMEeLWMMM MUMUEH3UI Ha dapMaueBTUYEeCKylo AeATenbHOCTb, U uX 060cobneHHbIMK
nogpasgenexHmamn (ambynatopusimu, enbawepckumm 1 penbawepcKko-akyLWepckMMyM MyHKTaMu, LeHTpamu
(oTaeneHnammn) obuien BpavyebHOM (CEMENHOM) NPaKTUKKM), PACNONOXEHHbIMU B CENbCKUX HACemNeHHbIX MyHKTax, B
KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHv3auuv, U BeTepMHapHbIMU OpraHv3aunsiMv, UMeKLMMA FIMLEH3NIO Ha
hapmaLeBTUYECKYIO AesTenbHOCTb. PaspelueHa po3HMYHas TOProBris TONMbKO feKapCTBEHHbIMW MpenapaTtamu,
3apermctpupoBaHHbiMn B Poccuiickon ®egepauum  MnM U3roTOBIIEHHBIMU  anTEYHbIMU  OpraHn3auumsamu,
BETEPUHAPHbLIMW anTeYHbIMW OpraHn3auusaMn, MHAMBUAYarNbHLIMWU NpeanpuHUMaTensaMu, UMELWUMN NULEH3NI0
Ha dapmaLeBTUYECKy0 AeATeNbHOCTb. PO3HNMYHAA TOProBns nekapcTBeHHbIMM Npenaparamm OCyLLeCcTBASETCS No
npaBunaMm Hagnexaiwien anTeyHoW MpakTUKKW, YTBEPXAEHHbIM YNOMHOMOYEHHbIM heaepanbHbiM  OpraHoM
NCMONHWUTENbHON BNacTu.

(B pea. PepepanbHbix 3akoHOB OT 25.11.2013 N 317-03, o1 22.12.2014 N 429-03)

2. Buabl anTeyHbIX opraHM3auuii M npaswuna OTMyCka JIeKapCTBEHHbIX MpenapaToB Afns MeOWULMHCKOro
NPUMEHEHMS anTeYHbIMW OpraHn3auusMy, UHAMBMAYaNbHbIMU NPEeAnpUHUMaTENaMn, UMEWNMN NULEH3NI0 Ha
hapmaLeBTUYECKYIO OEATENbHOCTb, @ Takke npaBuiia OTMycka NeKapCTBEHHbIX NMpenapaToB AN MeAWLUHCKOro
NPUMEHEHNS MEAULMHCKUMW OpraHu3aunsimu, MMetoLLMMI NIMLEH3NI0 Ha hapMaLeBTUYECKYo AeATeNbHOCTb, U X
060cobrneHHbIMM  nogpasgeneHusMu  (ambynatopuamu,  denbawepckuMm U enbaluepcko-akyLepCcKuMm
nyHKTaMu, LeHTpaMu (oTAeneHusiMm) oblien BpavyebHOM (CEMEWHON) NPaKTUKK), PaACMONIOXKEHHBIMU B CENbCKUX
HaceneHHblX MyHKTax, B KOTOPbIX OTCYTCTBYIT anTeyHble OpraHusauuu, YTBEpXOalTCA YNONHOMOYEHHbIM
heaepanbHbIM OpraHOM UCMOMHUTENBHOW BNACTW.

(B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. MNpaBnna oTnycka HapKOTUYECKNX CPEACTB M NMCUXOTPOMHbIX BELLECTB, 3apPErMCTPUPOBAHHbBIX B Ka4ecTBe
NeKapcTBEHHbIX MNpenapaToB, NeKapCTBEHHbIX MpenapaToB, coAepXallux HapKoTUYeckne cpeactsa MU
NMCUXOTPOMHbIE BELLECTBA, YTBEPXKAATCA YNONHOMOYEHHbIM befepanbHbIM OpraHoM UCMOSHUTENBHOWM BacTu no
cornacoBaHuto ¢ oeeparbHbIM OPraHOM UCMONHUTENLHOM BNACTH, YNONHOMOYEHHBIM B chepe BHYTPEHHMX Aen.
(B pea. PegepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. ﬂeKapCTBeHHble npenapartbl AOnd BeTepUuHapHOro npmMMeHeHuda noanexat OTnyCKy BeTepuHapHbIMU
anTevyHbIMM  opraHunsauunamMu, BeTepUHapHbIMMU OpraHusauuamMun, wuHOAMBUAyalnbHbIMW  NpeanpuHnMmaTendamMmu,
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nMerwmnmn nMUeH3no Ha cpapmaueBqueCKyro AeATEeNIbHOCTb. I'IpaBVlna OTNyCKa JieKapCTBEHHbIX NMpenapaTtoB Alid
BE€TepnHapHOro npumMmeHeHnAa yreepxgartTca ynoJIHOMOYE€HHbIM cbep,epaanblM OopraHom MCMNONHUTENbHOW BRacTu.

5. lNepedyeHb MeQUUMHCKUX OpraHM3auni, UMELLNX NIMLEH3NIO Ha hapMaLeBTUYECKYI0 AeATeNbHOCTb, U UX
0bocobneHHbIX nogpasaeneHuii (ambynaTopuin, enballepcknx U genbaLllepcko-akylepcknx NyHKTOB, LEHTPOB
(oTheneHunin) obuien BpayebHOM (CeMerHOWN) MpPaKkTUKM), PacrnONOXEHHbIX B CEMNbCKUX HACENEHHbIX MyHKTaX, B
KOTOPbIX OTCYTCTBYHOT anTeyHble OpraHn3aLmu, a Takke nepeyveHb NIEKAapCTBEHHLIX NpenapaToB (3a UCKIOYEHNEM
HapKOTMYECKUX JTEKAapPCTBEHHbIX MpenapaTtoB U MCUXOTPOMHbIX JIEKAPCTBEHHLIX NpenapaToB), npoga)ka KOTopbIX
MOXET  OCYLIeCTBNATbCA  yKasdaHHbIMWM  OpraHusauusiMm un  uMx  0060COGNEeHHbIMW  MogpasAeneHusiMu,
yCTaHaBMNMBaOTCA OpraHamMm UCMOJTHUTENBHON BNacTu cydbekToB Poccunckon ®enepaumu.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. AnTeyHble oOpraHuM3auuMv, WHAMBUAOYyaNbHble NpPeanpuUHUMaTEny, WUMeKLue  fULUEH3NI0  Ha
dapmMaLeBTUYECKYI0 OeATenbHOCTb, 06s3aHbl obecneunBaTtb yTBepXAeHHbIN [lpaButenbcTBoM Poccuiickon
depepaummn 1 opMmmpyemblii B YCTAHOBNEHHOM MM MOpPSAKE MUHUMAmbHbIA ACCOPTUMEHT NeKapCTBEHHbIX
npenapaTos, HEOOXOANMBIX OS5 OKa3aHUsA MegULMHCKON NMOMOLLN.

(vacTb 6 B peq. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHusauuu, WHAMBMAYyalbHble  MNpegnpuHUMMaTeny, MMelLlMe  JNULEH3U0  Ha
hapMaLeBTMYECKYI0 AeATENbHOCTb, Hapsdy C feKkapCTBEHHbIMU MpenapaTamu UMEKT npaBo npuobpeTaTb U
npogaBaTb MeAMLUMHCKME u3genus, aesvHduuMpylolimMe cpeacTtsa, npeameTbl U cpeacTBa NUYHOW TUMMEHB,
nocyay Ans MeauUMHCKUX uenewn, npeaMeTbl M CcpeacTea, NpedHasHayeHHble Anst yxoda 3a 6orbHbIMM,
HOBOPOXAEHHBIMWM U AETbMW, HE OOCTUILMMMK BO3pacTa Tpex feT, OYKOBYIH OMTUKY WU CPEeACTBa yxoAa 3a HeW,
MWHeparnbHble BoAbl, NPOAYKTbI Ne4yebHoro, A4eTCKOro 1 AMETUYECKOro NUTaHUs, GMONOrMYecKn akTMBHbIE 400OaBKM,
napgoMepHble U KOCMETUYECKMe CPEeACTBa, MEeAULMHCKME U CaHUTapPHO-MPOCBETUTENbHbIE MeYaTHble U3gaHus,
npegHasHa4YeHHble AN nponaraHgbl 300pOBOro obpasa >KU3HMW.

(B pen. PegepanbHbix 3akoHoB OT 27.07.2010 N 192-93, o1 25.11.2013 N 317-93)

8. [edAtenbHocTb anTeuyHbiX opraHu3auun BoopyxeHHbix Cun Poccuiickon ®epepaunn, OPYrnx BOMWCK,
BOMHCKMX (DOPMMPOBaHUN M OpPraHoB, B KOTOPbIX 3akoHogaTenocTBoM Poccuickon Pegepaumn npeaycmMoTpeHo
NpoXoXaeHne BOEHHOW cnyx6bl unun degepanbHON rocygapcTBEHHOW CnyX0bbl, CBA3aHHON C NMPaBOOXPaHNTENbHON
OeAaTenbHOCTbI0, pernameHTupyeTcs HacToswmM degepanbHbIM 3aKOHOM U YTBEPXKOEHHBIMU COOTBETCTBYOLLMMMU
defepanbHbIMU OpraHaMy MCNOMHUTENBHOW BracTu MONoXeHnsMu. KoHTponb 3a cobniogeHnem ykasaHHbIMU
anTeyHbiMWU  OpraHu3auusMu NOMNOXeHUN HacToswero  degepanbHOrO0  3akOHa  OCYLLECTBRSETCH
cooTBeTCTBYOLWNMN hegepanbHbIMU OpraHammn UCMONTHUTENBHON BNacTy.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 262-03)

Cratbsl 56. U3roToBNeHue n oTnycK fieKapCTBEeHHbIX NpenapaTroB

1. U3rotoBnexHue NNeKapCTBEeHHbIX MnpenapaTtoB anTe4YHbIMU OpraHn3aunamMmiu, BeTepuHapHbIMU anTeYHbIMU
opraHunsaumamun, wuHOuBMAyaribHbIMU  nNpeanpuHnMmarendamm, uMmerwmMmn  nUUueH3nK  Ha (*)apMaLl,eBTVIHeCKyPO
0eATeNIbHOCTb, OCYLECTBIIAETCA No peuentamM Ha neKapCTBeHHble Mnpenapartbl, no Tpe6OBaHI/IFIM MeaNLUNHCKUX
opransau,MPl, BeTepMHapHbIX opraHmsau,Mﬁ B COOTBETCTBMM C nNpaBuiiamMn U3IroToBJieHNA U OTMNYyCKa
NeKapCTBEHHbIX npenapartoB, YyTBepXAeHHbIMU YNOJIHOMOYEHHbIM (beﬂ,epaﬂbelM opraHom NCMNONHUTENBbHON
BacTu.

2. Tpu W3roTOBMNEHWM JIeKapCTBEHHbIX MNpenapaToB anTe4YHbIMU OpraHu3auusiMu, BeTepUHapPHLIMU
anTeYHbIMU  OpraHM3auusiMKi,  VHAMBMAOYANbHBIMU  MPEANPUHUMATENSMY,  UMEKLVMU  NULEH3NI0  Ha
hapmaueBTUYECKyl0  OeATenbHOCTb,  WUCMONb3ylTca  hapMaueBTUYeckne  cybcTaHuuMM,  BKHOYEHHbIe
COOTBETCTBEHHO B TOCYOApCTBEHHbI PEECTp JeKapCTBEHHbIX CPeACTB AN MEAMUMHCKOrO MNPUMEHEHNUA U
rocyapCTBEHHbI PEECTp JleKapCTBEeHHbIX CPeACTB AN BEeTEPUHAPHOIO NpUMEHEeHWs! B YCTaHOBIIEHHOM NOpsiaKe.
He ponyckaeTcs W3roToBneHWe anTeyHbiMM OpraHu3auusMu, BeTepuHapHbIMU anTeyYHbIMUM OpraHu3auuaMu,
UHOMBMAYANbHLIMU  NPeanpuHUMaTensM1, WMELWUMA NULEH3NI0 Ha (apMaleBTUYEcKylo AeATerNbHOCTb,
neKkapcTBEHHbIX NpenapaTtos, 3aperMcTpupoBaHHbIX B Poccuiickon deagepaumm.

3. MapKVIpOBKa NNeKapCTBEeHHbIX npenapaTtoB, U3roTOBJIEHHbIX anTe4YHbIMU OpraHn3aunamMmmn, BeTepmHapHbIiMU
anTe4yHbIMKn opraHusaumamu, nHamemngyanbHbIMU npeanpuHMMaTenamu, nMerwnmmn JTIMUEH3n Ha
d)apMaLl,eBTVl‘-IeCKyPO AeATeNIbHOCTb, U O(*)OpMJ'IeHMe Takmx npenapartoB [OOJIKHbl COOTBETCTBOBATb MpaBuiam,
YKa3aHHbIM B 4aCTu 1 HacTosAWwen cTaTbu.

4. AnTeuyHble OopraHusauunn, BeTepnHapHble anTeyHble opraHu3auunn, nHaomeuayarnbHblie npeanpuHnMaTernu,
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NMeoLLMe NULEH3NIO Ha hapMaLeBTUYECKYID OeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HecobniogeHne npasusi
N3roTOBIIEHNS W OTMyCKa IleKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUMM C 3akoHogaTenbCcTBOM Poccuiickon
degepaumm.

CraTtbsa 57. 3anpelueHve npoaaxu anbcnpULMPOBaHHbIX NeKapCTBEHHbIX CPeACTB, HeA00POKaYeCTBEHHbIX NIEKAPCTBEHHbIX
CpeAcTB, KOHTpadaKTHbIX NleKapCTBEHHbIX CPeACTB

Mpooaxa anbCUUUMPOBAHHbBIX MEKapCTBEHHbIX CPeAcTB, HeAobpoKauyeCTBEHHbIX feKapCTBEHHbIX
CpPeAacTB, KOHTpadaKTHbIX NeKapCTBEHHbIX CPeACTB 3anpeLlaeTcs.

CrtaTbs 58. XpaHeHue nekapCTBEHHbIX CPeACTB

1. XpaHeHune nekapCTBEHHbIX CPeACTB OCYLECTBNSAETCH MNPOU3BOAMTENSMU FEeKapCTBEHHbIX CPEeACTB,
opraHu3auMsiMm ONTOBOW TOProBMNW NEeKapCTBEHHbIMU CpeacTBaMM, anTeYHbIMU OpraHu3aumsaMn, BeTepuHapHbIMy
anTeyHblMU  OpraHmM3auusM,  WHAMBMAYaANbHbIMW  NpeanpuHMMaTensMy,  UMEWUMW  JNIULEH3UKD  Ha
dapmaueBTUYECKYI0 OeATeNbHOCTb WM JIMLEH3WNI0 Ha  MEAMUMHCKY  OeATeNbHOCTb, MeAWULUHCKUMU
opraHusauvsMn, BeTEPUHAPHLIMW OPraHM3auusaIMn U MHbIMKM OpraHvM3aunsMu, OCYLLEeCTBNSWMMKN obpalleHuve
rnieKkapCTBEHHbIX CPeAcTB. XpaHeHne NekapCTBEeHHbIX CPEACTB Al BETEPMHAPHOTO NPYMEHEHNS OpraHM3aumsamm u
MHAMBMAYaNbHBIMW NPEeANpUHUMAaTENAMN B CRyYasax, €CNM OHW UCMONb3YITCS UCKITIOYMTENBHO NP pasBeaeHnu,
BblpalLMBaHWM, COAEPXaHUM M JEYEHUU XXMBOTHBbIX, MOXET OCYLeCTBNATbCA 6e3 MnonydYeHns nuueHsun Ha
dhapmMaLEeBTUYECKYIO AEATENbHOCTb.

(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. MpaBuna xpaHeHus1 NEeKapCTBEHHbIX CPeACTB YTBEPXAAKTCA COOTBETCTBYIOLUM  YNONHOMOYEHHbIM
chenepanbHbIM OpraHoOM UCMOMHUTENBHOW BMACTU.

3. XpaHeHne HapKOTUYECKUX FEeKapCTBEHHbIX CPEACTB, MCUXOTPOMHbIX FEKAPCTBEHHbLIX CPEACTB,
pap,mocbapmaueamqecmx NNeKapCTBEeHHbIX CpefAcCTB OcCylleCTBnAeTCA B COOTBETCTBUM C 3aKOHOOATEs1IbCTBOM
Poccuickon ®egepauun.

Crtatbsa 58.1. npenMeTHO-KOHM‘IECTBeHHbIl7I y4eT NeKapCTBeHHbIX cpencTs Ansd MeaUUUHCKOro npuMmeHeHus
(BBegeHa degepanbHbiM 3akOHOM OT 25.12.2012 N 262-03)

1.  lMepevyeHb  nekapCTBEHHbIX  CPEACTB  ANsl  MEAMUMHCKOrO  NPUMEHEeHUsi,  moanexalumx
NpeaMETHO-KONMYECTBEHHOMY Y4YeTy, YTBEPXKAAETCSA YNOMHOMOYEHHbIM (heepanbHbIM OpraHoM UCMOMHUTENBHOM
BMacTu.

2. Tlopsigok  BKIOYEHWS NEKapCTBEHHbIX CPeacTB  Ans  MEAUUMHCKOrO MNPUMEHEHUS B MepeyveHb
NeKapcTBEHHbIX CPeACTB ANS MEQULMHCKOrO NMPUMEHEHWs, Moanexawnx npeaMeTHO-KONMYECTBEHHOMY Y4eTy,
yCTaHaBnmBaeTCca YNOJIHOMOYEHHbIM (pep,epaanblM opraHomMm WUCMOMNHUTENbHON BNacTM NO COrnacoBaHUK C
deneparnbHbIM OpraHoOM MCMOSTHUTENBHOW BlacTuh, YNOTHOMOYEHHbLIM B cdpepe BHYTPEHHUX Aen.

(B pea. PepgepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MpeamMeTHO-KONNYECTBEHHbIN y4YeT fNeKapCTBEHHbIX CPeAcTB ANS MeAWULUMHCKOrO MpUMEHeHus BeayT
NPOM3BOAUTENN NEKAPCTBEHHLIX CPEeACTB, OpraHu3auuuM OMNTOBOW TOProBMM IEKapCTBEHHLIMU CPeacTBamy,
anTeyHble opraHu3auuu, UHAMBWUAYanbHble MNPeanpUHUMAaTENU, UMelLlMe NULEH3UKD Ha dapMaLeBTUYECKYIO
[esiITENbHOCTb UMW MULEH3NI0 HA MEAULIMHCKYIO OeATENbHOCTb, 1 MeAULUHCKME OpraHu3aummn, ocyLLecTBsioWme
obpalleHne nekapcTBEHHbIX CPeacTB AN MEAULMHCKOro NPUMEHEHWs, NyTEM perncTpaumm nobbix CBA3aAHHbIX C
ux obpalieHnem onepauui, MpuU KOTOPbIX U3MEHSIETCS WX KONMYECTBO W (MNM) COCTOsIHME, B CrneuunasnbHbIX
XypHanax yveTta onepauun, CBs3aHHbIX ¢ obpallieHMeM NekapCTBEHHbIX CPEACTB A1 MEOULNHCKOrO NPUMEHEHMS
(oanee - cneyunanbHbie XXypHarbl).

4. TMpaBuna perucTpaumMm onepauuii, CBA3aHHbIX C OOpalleHMeM reKapCTBEHHbIX CPeacTB Ans
MEAULIMHCKOTO NMPUMEHEHNS, BKIOYEHHBIX B NepeyeHb NEKapCTBEHHbIX CPEACTB AN MEAULMHCKOrO NPUMEHEHMUS,
noanexalumx npegmMeTHO-KONUYECTBEHHOMY YYeTy, B crieumarnbHbIX XypHanax v npaBuna BeAEHUst U XpaHEHUs
crneumarnbHbIX XXYpHaroB yTBEPXAAKTCS YNONMHOMOYEHHbLIM befeparnbHbIM OpraHoM UCMONHUTENBHOWM BNacTy.

5. KoHTponb 3a cobntogeHnem npasui permctpauumn onepauuin, CBsa3aHHbIX ¢ obpalleHeM NiekapCTBEHHbIX
cpeacTB ANs MeOULMHCKOTO NPUMEHEHUSs], BKITOYEHHbIX B NMepeYveHb NIeKapCTBEHHbIX CPEACTB ANs MEeAULUHCKOro
NpUMEHeHWs, MOoAMNexXallmMx npeaMeTHO-KONMYEeCTBEHHOMY Y4YeTy, B CreumanbHbIX XypHanax, a Takke 3a
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cobnogeHnem npaeun BeAeHNA W XpaHeHua chneuunarnbHbIX XYypHanoB BO3JlaraetcdA Ha YMNOJIHOMOYEHHbIe
cpe/:l,epaanble opraHbl WCMNONHUTENBbHOW BNactn u opratbl NCMONHNTENBHON BRNacTu Cy6'beKTOB Poccuiickon
CDep,epau,MM, ocyulecTendawwine nuueHanpoBaHne npoun3BoacTBa JieKapCTBEHHbIX CpencTs, (*)apMaLleBTVIquKOVI
0eATenbHOCTU N MeANLNHCKON OesATEeNbHOCTH, U OCyUWeCTBIIAETCA B paMKax JIMLUEH3NOHHOIo KOHTPOJIA.

Mnaea 11. YHUYTOXEHUE NNEKAPCTBEHHbIX CPEACTB

CrtaTtbs 59. OcHOBaHUA U NOPAAOK YHUUYTOXEHUA NeKapCTBEHHbIX CPeAcTB

1. HepobpokayecTBeHHble NeKapCTBEHHble CpeacTBa, dhanbCcucuLmMpoBaHHbIE NEKapCTBEHHbIE CpeacTBa
nognexaT U3bSATUI0 M3 OobpalleHns U YHUYTOXEHMIO B nopsake, ycTaHoBrneHHom [paBuTensctBoM Poccuiickon
®epepaumn. OcHOBaHMEM AN  YHUUTOXEHWS FEKApCTBEHHbIX CPeACcTB SABMSETCA peleHue Bhagernbua
NeKapCTBEHHbIX  CpeAcTB, peLleHMe  COOTBETCTBYHOLLEro  YNOfIHOMOYEHHOro  dhedepanbHOro  opraHa
NCMNOMHUTENbHOW BNacTu UMK peLleHne cyaa.

(B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. KoHTpadhakTHble JfekapCTBEHHble CpeacTBa NoanexaT U3bATUI0 M3 00palleHUs U YHUYTOXEHWUIO Mo
peweHnto cypa. [lopsagok  YHUYTOXKEHMSI  KOHTpadbaKTHbIX  NeKapCTBEHHbIX CPEACTB  yCTaHaBnMBaeTCs
MpasuTtensctBom Poccuiickon ®eagepaumm.

(B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Pacxogpl, cBsi3aHHbIe C YHUYTOXEHNEM KOHTpa(baKTHbIX JIeKapCTBEHHbIX CpencTs, Heﬂ,O6pOKa‘-IeCTBeHHbIX
NeKapCTBEeHHbIX CpeacTs, (*)aJ'IbCI/I(*)I/ILI,I/IpOBaHHbIX NeKapCTBEeHHbIX CpeacTB, BO3MELLATCA UX BrnaaesnbLeM.

4. Brnageney nekapCTBEHHbIX CpPeACTB AOIDKEH MpeacTaBuMTb B YMNOMHOMOYEHHbIN heaeparnbHbin opraH
NCMONHUTENbHOW BNAacT! OOKYMEHT UMW 3aBEPEHHYI0 B YCTAHOBMEHHOM MOpsiAKe ero Komuio, nogrBepxaatoLine
aKT YHNMUTOXEHMSA NeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYHOLLMIA YMNONIHOMOYEHHbIV dbedeparnbHbIi opraH MWCMOMHUTENbHOW BMacTu, NPUHSIBLLWIA
peLueHne 06 YHUYTOXEHUWN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBIISIET KOHTPOSb 3@ MX YHUUYTOXEHNEM.

6. YHNUYTOXEHNE NEKApPCTBEHHbIX CPEACTB MPOU3BOAUTCH OpPraHU3aumsMn, MMEKLLMMN COOTBETCTBYHOLLYHO
NVLEH3NIO, Ha crneuuanbHO o000pyooBaHHbIX Mfowagkax, MofuroHax K B chneumansHo 060opyaoBaHHbIX
nomMeLleHusax ¢ cobniogeHvem TpeboBaHWA B 00MacTM OXpaHbl OKpyXKatLwen cpedbl B COOTBETCTBUM C
3akoHogaTenbcTBoM Poccuiickon ®eagepaunn.

7. HapkoTuuyeckve  nekapcTBeHHble  CpeAcTBa,  MCUMXOTPOMHble  fleKapCTBEHHble  CPeacTBa,
pap,mocbapmaueamqecme JleKapCTBeHHble CcpeacTBa YHUYTOXAKTCA B COOTBETCTBMM C 3akKoHOOAATesNIbCTBOM
Poccuickon ®egepauun.

Mnaea 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPENAPATbI Ansa MEAUMUUHCKOIo NPMMEHEHUA

CrtaTbs 60. I'ocy.qapCTBeHHoe perynmpoBaHue LeH Ha NneKkapCcTBeHHble npenapaTtbl AnNa MeauUMHCKOro npumMeHeHusa

Focy,u,apCTBeHHoe perynupoBaHne uUeH Ha nekapCTBeHHble npenapatbl AnlAa MeauunHCKOro npumMeHeHus
OCyLUeCTBAEeTCA NOCpeCTBOM:

1) yrtBepxgeHus [lpaButenbctBom Poccuinckon Pegepaumm NEpeYHst XKU3HEHHO HeobXoauMbIX W
BaXKHEMLINX JeKapCTBEHHbLIX NpenapaToB, KOTOPbIA CPOPMMPOBaAH B YCTAHOBMNEHHOM WM MOPSAKe Ha OCHOBE
KOMMNIIEKCHOW OLIEHKW FeKapCTBEHHbLIX NpenapaTtos, BKYas aHanu3 cBefeHWA O CPaBHUTENbHOW KITMHUYECKON
3 peKTMBHOCTM 1 6Ee30MacHOCTM NEKapCTBEHHONO CPEACTBa, OLEHKY 3KOHOMMWYECKUX MOCHeACTBUA NPUMEHEHNSs
NeKkapCcTBEHHOro CPeACcTBa N U3ydeHue OOMONHUTENbHBLIX NOCNEACTBUN NPUMEHEHUS NEKAPCTBEHHOIO CPEACTBA;
(n. 1 B peq. ®enepansHoro 3akoHa oT 22.12.2014 N 429-93)

2) yTBepXAeHVsI MeTOOMKWM YCTaHOBMEHUSI NPOU3BOAUTENSIMU NEKAapCTBEHHbLIX MpenapaTtoB npeaernbHbIX
OTMNYCKHbIX LEeH Ha JieKapCTBeHHble npenaparTbl, BKIHOYeHHble B NepeYeHb XN3HEeHHO H606X0p,MMbIX M BaXKHENLIMX
neKkapcTBEHHbIX MpenapaToB, a Takke BHeAPEHUsS MeXaHN3MOB (DOPMUPOBAHUSA CUCTEMbI pedepPEHTHbLIX LieH;

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) FocyﬂapCTBeHHOﬁ perncTtpaumm yYCTaHOBJIEHHbLIX MNPOU3BOOUTENAMU JNEKAPCTBEHHbLIX MNpenapaTtoB
npenenbHbIX OTNYCKHbIX LLEeH Ha NekapCTBEeHHbIE npenapartbl, BKIIOYEHHbIE B NepeyYeHb XXU3HEHHO Heo6XxoauMbIX 1
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BaXKHENLLINX JIEKapCTBEHHbIX NpenaparToB;

4) BeAeHNA rocyaapCTtBeHHOro peectpa npenesribHbiX OTNYCKHbIX LEeH I'IpOVI3BOLI,VITeJ'Iel7I Ha JneKapCTBEHHbIE
npenapartbl, BKINOYEHHbIE B nNepeyeHb XN3HEeHHO HEeoBX0aMMbIX W BaXKHENLLNX NNIeKapCTBEHHbIX NpenapaTos,;

5) yTBepxaeHus MeToOuKM YCTaHOBMEHMSI OopraHaMu MWCMOMHUTENbHOM Bractu cybbektoB Poccuinckomn
denepaumn npegenbHbIX pPa3mMepoB OMNTOBbIX HagbaBOK W NpedenbHbIX pPa3MepoB PO3HMYHBLIX HaabaBoK K
hakTMyecknm OTMYCKHbIM LEeHaM, YCTaHOBIEHHbIM MPOM3BOAMTENSIMUA FIEKAPCTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble Mpenaparbl, BKIIOYEHHbIE B NepeYeHb XMU3HEHHO HEOOXOOUMBIX M BaXKHEMLLMX FeKapCTBEHHbIX
npenapaTos;

6) ycTaHOBMNeHWs npeaenbHbIX pPa3MepoB OMTOBbIX HanbaBoK M npedernbHbIX PasMepoB PO3HUYHBLIX
Hanb6aBoK K haKTUYECKM OTMYCKHbIM LieHaM, YCTaHOBMNEHHbIM NPOMU3BOAMTENSAMM NeKapCTBEHHbIX Npenapartos, Ha
nekapcTBeHHbIe npenapaThl, BKMOYEHHbIE B MepeyeHb KU3HEHHO HeOBXOAUMBIX U BaXXHEWLIUX NeKapCTBEHHbIX
npenapaTos;

7) yTBEPXAEHWS NopsgKa Bblgavyv nNpeanucaHvuin opraHam MCMoSTHUTENbHON BrnacTu cybbekToB Poccuiickon
depepaumm o npuBegeHWM B COOTBETCTBME C 3akoHoaaTenbcTBOM Poccuiickon Pepepauum pelleHun o6
YCTaHOBMEHMM NpeaenibHbiX pa3mMepoB ONTOBbIX HaabaBOK U NpedenbHbIX pasMepoB PO3HUMYHbIX HagbaBoOK K
aKTUY4ECKUM  OTMYCKHbIM  LieHaM, YCTaHOBMEHHbIM MNPOU3BOAMTENSAMM FEKApPCTBEHHbIX MpenapaTtoB, Ha
NeKapcTBEHHbIe npenapaThbl, BKIYEHHbIE B MEpPeYEHb XU3HEHHO HEOOXOAMMBIX U BaXHENLINX NEKapCTBEHHbIX
npenapaToB, €CnM OHWU MPUHATBI C HapylweHuMeM 3akoHopaTtenbcTBa Poccunckon dPepepauuu, B Nopsaake,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon Pepepaumu;

8) HanpaBneHusi YMNOMHOMOYEHHbIM dhedeparnbHblM  OPraHoM  WUCMOMHUTENbHOW BnacTu  opraHam
ncnonHuTenbHon Bnactn cybbektoB Poccuiickon depepauuy npeanucaHun O NpvBEAeHWM B COOTBETCTBME C
3akoHogartenbcTBoM Poccunckon ®egepaumn NpuHATBIX C  HapylweHMem 3akoHogaTtensctBa Poccuiickon
®egepaumn peleHnn 06 yCTaHOBMNEHUN MpedernbHbIX pa3MepoB OMTOBbLIX HaABaBOK M MpedenbHbIX pasMepoB
PO3HNYHbIX HaAbaBOK K LleHaM Ha fnekapCTBeHHbIe npenapaTthbl, BKMOYEHHbIE B NepeYeHb XU3HEHHO HEOOX0ANMbIX
N BaXXHEWNLLUMX NeKkapCTBEHHbIX NpenapaTos;

9) ocyuwiecTBrneHus denepanbHOro rocygapCTBEHHOrO Haasopa B cdepe obpalleHuss nekapCTBEHHbIX
CPeACTB U permoHanbHOro rocygapCTBEHHOro KOHTPOMS 3a MPUMEHEHUEM LieH Ha nekapcTBEeHHble npenaparthbl
COOTBETCTBEHHO  YMOMHOMOYEHHbIMW  dbefeparnbHbIMU  OpraHamMy  UCMOMHUTENbLHOM BNacTu U opraHamm
ucnonHuTensHoW Briactu cybbektoB Poccuiickon @Pepepaumm COrmacHo MX KOMMETEHUUW B Mopsiake,
ycTaHoBneHHoM lNpaBuTtensctBom Poccuiickon Pepepaumu;

(n. 9 B peq. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

10) NnpMmMeHeHnsa NpeayCMOTPEHHbIX 3akoHogaTenbcTBoM Poccuiickon ®egepauumn mep oTBETCTBEHHOCTU 3a
HapyLleHne nopsaka LeHoobpasoBaHNs Ha XU3HEHHO HeOOXoAMMble N BaXHeNLLe NnekapCcTBEHHbIE Npenaparhbl.

CraTtbs 61. FlocyaapcTBeHHasi perucTpauusi ycTaHaBrMBaeMbIX NPOU3BOAUTENSIMU NIEKapCTBEHHbIX NPenapaTos npeaenbHbIX
OTNYCKHbIX LieH Ha fieKapcTBEeHHbIe npenaparbl, BKMIOYEHHbIEe B NepevyeHb XXU3HEHHO HeOGXOAUMbIX U BaXKHEMLUX NeKapCTBEHHbIX
npenapaTtoB

(B pea. PepepanbHoro 3akoHa ot 08.03.2015 N 34-03)

1. YcTtaHaBnvBaemble NPoOM3BOAMTENSMU NEKApCTBEHHLIX MpenapatoB fpefenbHble OTMYCKHblEe LieHbl Ha
NEeKapCTBEHHbIE NpenapaTbl, BKIYEHHbIE B MEpPEeYEHb XUIHEHHO HEOOXOAMMBIX U BaXKHENLIUNX JIEKAPCTBEHHbIX
npenapaToB, Noasfiexar rocyaapCcTBEHHON perncTpaumm B nopsake, yctaHosrneHHoM [pasutensctsoM Poccumnckon
depepauymm.

(vactb 1 B peq. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

2. Ha ocHoBaHuMM nopaHHoOro o 1 okTs0ps Kaxgoro roga 3asBrieHUst NPOU3BOOMTENS JEKapCTBEHHbIX
npenapaToB, BKMYEHHbIX B MEPEYEHb >XU3HEHHO HEOOXOOMMbBIX U BaXKHEWMLUMX NeKapCTBEHHbIX MpenapaTtos,
3aperucTpupoBaHHas  npefenbHas  OTNYCKHas LEeHa Ha  JeKapCTBEHHbIM  npenapaT MoOXeT  ObiTb
nepeperncTpypoBaHa oguH pa3 B KaneHgapHoOM rody B nopsigke, yctaHoBneHHoM [pasutensctBsoMm Poccumnckon
depepauymm.

(vacTb 2 B peq. PegepanbHoro 3akoHa ot 08.03.2015 N 34-93)

2.1-2.2. Ytpatvnu cuny ¢ 1 mionga 2015 roga. - PegepanbHbin 3akoH o1 08.03.2015 N 34-03.

3. Pacuet npeneribHblX OTMYCKHbIX LUEH, YKa3aHHbIX B 4acCTdaX 1 n 2 HacTosilen cTaTby, npm wux
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rocy4apCTBEHHOW peructpaumMm Wunu nepeperncrpaumm  OCyLIEeCTBMNSIETCA B COOTBETCTBMM C  METOAMKOW,
yTBepxaeHHou MNpasutenbctBom Poccuiickon ®egepaunm n y4nTobiBatoLWEN, B HaCTHOCTMU:

1) cobniogeHne GanaHca MHTeEpecoB NoTpebuTenen nekapcTBEHHbIX NpenapaToB, BKMHOYEHHbIX B NepeYveHb
KMU3HEHHO HeoGXoAMMbIX W Ba)KHEMLIMX IEKAPCTBEHHBLIX MNpenapatoB, M MNPOU3BOAMTENEN NeKkapCTBEHHbIX
npenapaToB, BKIMOYEHHbIX B NMepeYeHb XU3HEHHO HEOBXOANMbIX U BaXKHEWNLLMX NeKapCTBEHHbIX NpenapaTos;

2) dakTnyeckyo OTMYCKHYIO LIeHY Ha nekapcTBeHHble npenapaTtbl B Poccuiickon depepaumm, LeHy BBO3a
neKkapcTBeHHbIX npenapaToB B Poccunckyto degepaumio, a Takke LEHbl Ha aHanorMyHble JeKapCTBEHHbIE
npenapaTbl, Haxoaswuecs B obpaweHun B Poccuinckon degepaumu;

3) 3atpaTbl NPoM3BOAMTENS NEKapCTBEHHOro npernapata Ha NPOU3BOACTBO M peanusaumio NeKapcTBEHHOo
npenapara;

4) LeHy Ha NneKapCTBEHHbINA NpenapaT UHOCTPaHHOIo NPOM3BOACTRA, €ro LieHy B CTpaHe NpPOM3BOAUTENS U B
CTpaHax, B KOTOpPbIX MpenapaTt 3aperucTpupoBaH W (MNM) B KOTOpble MNOCTaBMSIETCS WMHOCTPaHHbIM
Npon3BoanTENEM.

(vacTb 3 B peq. ®epgepanbHoro 3akoHa ot 08.03.2015 N 34-93)

4. He ponyckatoTca peanusaums n oTNycK NekapCTBEHHbIX NpenapaToB, BKMIOYEHHbIX B MepeYeHb XU3HEHHO
HEOOXOOUMBIX W BaXHEMWLWIMX NEKapCTBEHHbIX MpenapatoB, Ha KOTOpble MPOM3BOAUTENSAMWU FEKAPCTBEHHbIX
npenapaToB He 3aperncTpupoBaHa npegenbHasi OTNyCKHAs LeEeHa, peanuM3auusi U OTNycK MNpOW3BOAMTENSAMM
NeKapCTBEHHbIX NpenapaTtoB Mo LeHaMm, NPeBbILLAaWUM 3aperncTpupoBaHHble NpeaernbHble OTMYCKHbIE LIEHbl Ha
neKapcTBeHHble npenapaTbl.

(vacTb 4 BBegeHa PepepanbHbiM 3akoHoM oT 08.03.2015 N 34-03; B pen. PenepanbHoro 3akoHa oT 03.07.2016 N
350-93)

5. OcobeHHOCTM rocyfapCTBEHHOrO perynupoBaHns npedenibHbiX OTMYCKHbIX LieH Ha feKapCTBEHHbIE
npenapaTtbl, BKMOYEHHbIE B MepeYeHb XM3HEHHO HEOOXOAMMbIX U BaXKHEMLIUX FEeKapCTBEHHbIX MpenapaTos, B
3aBMCMMOCTM OT 3KOHOMWYECKUX WU (UNnN) coumanbHbIX KpUTEpPUEB (M3MEHEHME YCMOBWUIA, Nopsifka U CTOMMOCTHU
Npou3BOACTBA JIEKAPCTBEHHbLIX MNPenapaToB, MWCMNOMb30BaHMe HOBbIX ¢GopM, MeTogoB UM cnocobos
rocy4apCTBEHHOIO PErynmpoBaHns LEH Ha feKkapCTBEHHble MpenapaTtbl, B TOM YUCIe Ha OCHOBE MexaHu3ma
pedepeHTHOro LeHo06pa3oBaHWs, N3MEHEHNIA NMOpsiAKka OKa3aHWUs MEeOWULMHCKOW MOMOLUM, U VHbIE U3MEHEHUS)
ycTaHaBnuatoTcs lNpaButensctBoM Poccunckon ®egepaumn.

(4acTtb 5 BBegeHa denepanbHbiM 3akoHOM oT 08.03.2015 N 34-03)

Ctatbsa 62. rocyﬂapCTBeHHblﬁ peecTp npeAefibHbIX OTNYCKHbIX LUeH npousBop.uTeneﬁ Ha JieKapCcTBeHHble npenapaThbl,
BKITHO4Y€HHbIe B nepe4yeHb XXU3HEHHO Heo6X0AUMbIX U BaXXHEWNLLNX NeKapCTBEeHHbIX npenapaTtoB

1. 3aperMCTpV|pOBaHHble npenenbHble OTNYCKHblE LEeHbl Ha JNeKapCTBEeHHble Mnpenapartbl, BKIKOYEHHbIE B
nepeyvyeHb >XW3HEHHO HEeoOXOAMMBIX W BaXKHEWLINX JNNIEKapCTBEHHbIX MpenapartoB, noanexart BKIKYeHU B
rOCYﬂapCTBeHHbIVI peecTp npenesnibHbiX OTMYCKHbIX LUEeH HpOMSBOﬂMTeﬂeVI Ha JeKapCTBEHHbIE MNpenapaThl,
BKITHO4EHHbIE B Nepe4vyeHb XN3HEHHO HeobXxoaMMbIX U BaXKHEMLLNX JIeKapCTBEHHbIX NpenapaToBs.

2. [ocynapCcTBEHHbIN peecTp npedernbHbIX OTNYCKHBIX LIEH NPOM3BOAMTENEN Ha flekapCTBEHHbIE NpenapaTsl,
BKINO4YeHHbIe B nNepeyYeHb XU3HEeHHO HGOﬁXOp,I/IMbIX N BaXXHEenLmnx NNeKapCTBEHHbIX NnpenapaTtoB, COAEPXUT B cebe
cnegyoLwyo MHdopMauuio:

1) HavmeHOBaHWe pJdepxaTens wWnvM Brnagenbla pPerucTpauMoHHOrO YAOCTOBEPEHUS MeKapCTBEHHOMO
npenapaTa, HaMMeHOBaHWe NPOWM3BOAMTENS feKapCTBEHHOro npenapaTa, MeCTO HaxOXAeHWs NPON3BOACTBEHHbIX
NOLWaAoK, y4acTBYIOLMX B MpoLecce NpoOu3BOACTBA flekapCTBEHHOroO npenapaTta, C ykasaHueM ctagum npouecca
NpoOu3BOACTBA;

(n. 1 B peq. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) HauMeHoBaHMe NEeKapCTBEHHOro npenapara (MexayHapogHoe HenaTeHTOBaHHOE, UMK rPynnUpPOBOYHOE,
UNN XMMUYECKOE N TOPrOBOE HAUMEHOBAHMS);
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMeEP perncTpaunoHHOro ygoCtoBepeHua nekapCTtBeHHOro npenapara,

4) nekapctBeHHas dopMa C ykasaHvem [O3MPOBKM NEKapCTBEHHOro npenapaTa UM ero Konmuyecrtsa BO
BTOPWYHOM (MOTPeBbUTENLCKON) YNaKoBKe, a TakKe KOMMIEKTHOCTb;
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(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
5) sapernctpupoBaHHasi npegernbHas OTNyCckHas LieHa B pyonsix;

6) pata W HOMep npuKasa YNOMHOMOYEHHOro dheaepanbHOrO opraHa WCMOMHUTENBHOW BRactTu o
rocyfapCTBEHHOW perucrpauuun, nepepernctpauun npegenbHon OTNYCKHOW LeHbl Ha NeKapCTBEHHbIM npenapar,
BKJTHOYEHHBIN B NepeYeHb XXU3HEHHO HEOOXOOUMBIX Y Ba)KHENLLIMX NTEKapCTBEHHbIX MPenaparos;

(n. 6 B peq. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-93)

7) WTPUXOBOW KoL, HAHECEHHbI HA BTOPUYHYIO (MOTPEOUTENBCKYHD) YNaKoBKY NleKapCTBEHHOMO Npenapara;
(n. 7 BBepeH deaepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

8) «koO nekapCTBEHHOro npenapata Mo aHaTOMO-TepaneBTUYECKO-XMMUYECKOM  Knaccudukaumm,
pekomeHaoBaHHOM BcemMmnpHon opraHmMsaumein 3gpaBooXpaHeHUs.
(n. 8 BBeaeH PeaepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3. TlocynapcTBeHHast perncrpaumsi npedenbHbIX OTMYCKHbIX LEH Ha JekapcTBEHHble Mpenaparhl,
BKIMIOYEHHbIE B MEPEYEeHb XMU3HEHHO HeoOXOoOMMBbIX W BaXKHEWLIUX JEKapCTBEHHbIX MNpenapaToB, BedeHue
rocy4apCTBEHHOrO peecTpa MpedenbHbIX OTMYCKHbIX LEH MpPOU3BOAUTENEN Ha feKapCTBEHHblIe npenaparthl,
BKITIOYEHHbIE B NEpeYeHb XU3HEHHO HEODXOAUMBIX N BaXKHENLLMX NEKAPCTBEHHbIX NPenapaToB, OCYLLECTBASAOTCS
B nopsigke, yctaHoBneHHoM [NpaBuTtensctBom Poccuiickon depepauum.

CrtaTtbsa 63. YcTaHOBNEHWe opraHamMmu MCNONTHUTENbLHOW BracTM cyobekToB Poccuinckon Penepaumm npenenbHbIX pasMepoB
ONTOBbIX Hapb6aBOK W npepAenbHbIX pPa3MepPoOB PO3HUYHbIX HaAbGaBOK K (PAKTUYECKMM OTNYCKHbIM LieHaM, YCTaHOBIEHHbIM
NpoU3BOAUTENAMMU NEKAPCTBEHHbIX NPenapaToB, Ha NleKapCTBEeHHbIe NpenapaTbl ANA MeANLMHCKOro NPMMeHeHUs

1. OpraHbl ucnonHUTENbHOM BRacTn cybbekTtoB Poccuiickon Pepepauumn ycTaHaBnMBalOT NpenerbHble
pa3mepbl ONTOBbIX HaAOAaBOK M NpederbHble pa3Mepbl PO3HUYHBIX HAAOAaBOK K paKTUYECKMM OTMYCKHbIM LieHaM,
YCTaHOBIMEHHLIM NPOU3BOAUTENSAMU NEKapCTBEHHbLIX NPenapaTtos, Ha fNeKkapCcTBeHHbIE Npenaparhbl, BKMOYEHHbIE B
nepeYveHb XN3HEHHO HEOBXOOUMBIX N BaXKHEWLLUMX NEKapCTBEHHbIX NPenapaToB, B COOTBETCTBUN C YTBEPKAEHHON
B Mopsake, ycTtaHoBreHHoM [lpaBuTenbctBoM Poccuiickon ®Pepepaumm, METOAMKOW YCTaHOBMEHUSA oOpraHamwu
UCNonHUTENBHON BnactTu cybbekToB Poccuickon depepaumm npefenbHbiX pasMepoB ONTOBbIX Hag0aBOK M
npegenbHbIX pasMepoB  PO3HMYHBLIX HagbaBOK K  (PAKTUYECKMM  OTMYCKHbIM  LeHaM, YCTaHOBMEHHbIM
npoussoauTensMu NeKapCTBEHHbIX MpenapaToB, Ha IeKkapCTBEHHble npenapaTbl, BKIIOYEHHble B NepeyeHb
XKW3HEHHO HEOOXOAUMBIX W BaXHEMWWX NeKapCcTBEHHbIX npenapartoB. [IpoekTbl pelleHuin opraHoB
ncnonHuTensHon Bnactu cydbektoB Poccunckon ®egepauum 06 yCTaHOBNEHUU U (UNN) N3MEHEHUW NPELENbHbIX
pa3mepoB ONTOBbIX HAA0aBOK M NpeAesbHbIX Pa3MepoB PO3HWUYHbIX HaAOAaBOK K (DaKTUHECKUM OTMYCKHBbIM LieHaM,
YCTaHOBMEHHLIM NPOU3BOAUTENSAMU NTIEKapCTBEHHbLIX NPenapaToB, Ha fNeKkapCTBeHHbIE npenaparbl, BKIOYEHHbIE B
nepeyeHb XXW3HEHHO HeOOXOAMMBIX WM BadKHEMLUMX NeKapCTBEHHbIX MpenapaToB, MOAMeXaT COornacoBaHuio C
denepanbHbIM OpraHoM UCNOMHUTENBHOW BNacTW, YNONHOMOYEHHbLIM OCYLLECTBNATL NPaBoBOe perynuposaHve B
chepe rocyaapCTBEHHOrO perynupoBaHusa LeH (TapudoB) Ha ToBapbl (ycriyru), B nopsgke, ycTaHOBNEHHOM
MpasuTtensctBom Poccuiickon ®egepaunn.

(8 pea. PegepanbHoro 3akoHa ot 13.07.2015 N 241-03)

2. OpraHusauumm onTOBOW TOProBnu M (MnM) anTeyHble opraHusauuu, MHAMBMAYasnbHble NpeanpuHMMaTeny,
MMeloLLMe nUUEeH3n0 Ha dapmaueBTUYecKylo OesTEeNbHOCTb, OCYLLECTBIAT peanusaumio fekapCTBEHHbIX
npenapaToB, BKIIOYEHHbIX B NepeYveHb XU3HEHHO HEOOXOAMMbIX U BaXXHEWLUMX NeKapCTBEHHbIX MpenapaTos, no
LeHaM, ypoBeHb KOTOPbIX He MpeBbIaeT CyMMY hakTU4EeCKON OTMNYCKHOW LieHbl, YyCTaHOBIEHHOW Npon3BoanTeNnemM
rniekapCTBEHHbIX NpenapaToB U He NpeBblllaoLell 3aperMcTpMpoBaHHON NpeaernbHON OTMYCKHON LieHbl, U pa3mep
onTtoBo HapbaBkM W (MAM) pasMep PO3HMYHOW HagbaBKM, He MpeBblllallmne COOTBETCTBEHHO pasmMepa
npegenbHon onToBoW Hagbasku 1 (unn) pasmepa nNpeaenbHON PO3HMYHON HaabaBKy, YCTAHOBIEHHbIX B CyObekTe
Poccuiickon ®epepauun.

3. OpraHbl ucnonHuTensHoM BriacTn cybbekToB Poccunckon depgepauuun pasmelwiatoT B cetn "VIHTepHeT
unu onyonMKoBbIBAOT MHPOPMALMIO O 3aperMcTpMpoBaHHOW MpefenibHOM OTMYCKHOW LIeHe Ha JNeKapCTBEHHbIE
npenapaTtbl, BKIHOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMBIX U BaXHEMWLUMX NEKapCTBEHHbIX NpenapaTos, 06
YCTaHOBMEHHbIX B cybbekTe Poccuiickon depepaunm pasmepe npefenbHon onToBon Hagbasku n (unn) pasmepe
npegenbHon  po3HWYHOW HagbaBKM K YCTAHOBIMEHHBIM  MPOM3BOAMTENSIMUA  JIEKAPCTBEHHBLIX MpenapaToB
aKTU4eCKUM OTMYCKHbIM LEeHaM Ha feKapCTBEHHble npenapaTbl, BKMAOYEHHblIE B MNepeyYeHb KWU3HEHHO
HEeobXOOUMbIX U BaXXKHEMLUNX JIEKAPCTBEHHbIX NpenapaToB, U 06 yKasaHHOM B YacTu 2 HACTOsILLEN CTaTbl CyMMe.
WHdopmaLmsa, npeaycMOTpeHHas HacTosILLen YacTblo, JOIPKHA pas3MeLLaTbCsa Takke B anTeyHbIX opraHm3auusax B

CtpaHuua 76 13 84



depnepanbHbIv 3akoH oT 12.04.2010 N 61-93
(pea. ot 03.07.2016)
"O6 obpalleHUn NekapCTBEHHBLIX CPEACTB»

,EI,OCTyI'IHOl7I Aana ceeeHnd Bcex 3anHTepeCoBaHHbIX UL, (:bopMe 1 0BHOBNATLCS MO Mepe ee OI'Iy6J'IVIKOBaHVIF|.

4. T[lpyvHATble C HapyweHueM 3akoHodaTenbctBa Poccuiickon ®Pepepaumm  pelleHus opraHos
ucnonHuTensHon Bnactu cybwekrta Poccuiickon denepaunm o6 ycTaHOBNEHUM NpefernbHbIX pasMepoB ONTOBbIX
HaabaBoK M npefernbHbIX Pa3MepoB PO3HUYHBLIX HaabaBOK K 3aperncTpupoBaHHbIM MNpeaefibHbIM OTMYCKHbIM
LeHaMm Ha nekapCTBEHHble npenapartbl, BKMAOYEHHbIE B MEepeyvYeHb XWU3HEHHO HEeOoDXOOAUMBIX W BadKHEMLUMX
nekapcTBEHHbIX NpenapaToB, noanexaT oTMeHe B cyaebHoMm nopsiake.

naea 13. MOHUTOPUHI 3OPEKTUBHOCTU N BE3OMNMACHOCTHU
NEKAPCTBEHHbIX NPEMNAPATOB, HAXOAALLUNXCS B OBPALLEHUA
B POCCUNCKOU ©EOEPALINA

(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CrtaTbs 64. ®apmakoHaasop
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapaTbl, Haxogsiwmecs B obpaweHun B Poccuiickon Pepepaumm, nopnexar
MOHUTOPUHIY 3EKTMBHOCTN N GE30MacCHOCTN B LENNX BbISIBIIEHUS BO3MOXHbIX HEraTMBHbIX MOCNeACTBUM KX
NPUMEHEHUS, UHONBMUAYANbHON HENEepPeHOCUMOCTU, NPeayNPEeXaeHns MeauUUHCKMX paboTHMKOB, BETEPUHAPHBLIX
crneumanucToB, NauMeHTOB WNN BRagenbLEB XUBOTHbIX WU UX 3alUnUTbl OT MPUMEHEHUSI TaKUX JEKAPCTBEHHbIX
npenapaTos.

2. dapmakoHag3op OCYLLECTBMAETCA COOTBETCTBYIOLWMM YNOSIHOMOYEHHbIM heaepanbHbiM - OpraHom
UCTIOSNIHUTENBHON BNacTM B YCTAHOBMEHHOM WM MNopsdke MNyTeM aHanu3a npeaocTaBnsieMon cybGbektamu
obpalleHnst NeKapCTBEHHbIX CPEeACTB MHopMauuy O MNOGOYHbIX OEWCTBUSIX, HeXenaTerbHbIX peakuusix,
CEepbesHblX HeXenaTerbHbIX peakuusix, HernpeaBWOEHHbIX HeXemnaTeSlbHbIX peakuusx Mnpu  NpUMEHEHNM
NeKapcTBeHHbIX  npenapaTtoB, 00 WMHAMBMAOYaNbHOW  HEMNEpPEeHOCMMOCTW,  OTCYTCTBUM  3(EKTUBHOCTU
neKkapcTBEHHbIX NpenapaToB, a Takke 06 MHbIX dhakTax U 06CTOATENbCTBaX, NPeACTaBMSALWMX Yrpo3y KU3HW UK
300pOBbI0 YenoBeka NGO KMBOTHOMO MPU MPUMEHEHUN TNEKAPCTBEHHbLIX MPEnapaToB W BbISIBIIEHHbIX Ha BCEX
aTanax obpalleHus nekapcTBeHHbIX NpenapaTtoB B Poccuiickornt defepauuy u opyrux rocyaapcreax.

3. CybbekTbl obpalieHus nekapCTBEHHbIX CPeAcTB B MNOPsiAKe, YCTAHOBMEHHOM  YMOSTHOMOYEHHbIM
defepanbHbIM OpraHoOM MCMONMHUTENBHONM BriacTu, 06a3aHbl cooblwaTb B YNONMHOMOYEHHbIM dheaepanbHbI opraH
NCMNONMHUTENBbHOW BNAactM O MOOOYHBIX OEWCTBUSX, HEXenaTeNlbHbIX peakuMsiX, CepbesHbiX HeXenaTenbHbIX
peakumsix, HeNpeaBUOEHHbIX HeXenaTemnbHbIX peakuusx Mpu MNPUMEHEHWUM NEKApCTBEHHbIX MpenapaTtoB, 06
WHAMBUAOYANbHOW HEMEPEHOCMMOCTU, OTCYTCTBUM 3(pEKTUBHOCTU NIEKAPCTBEHHbIX NPENnapaToB, a Takke 06 MHbIX
dakTax n obcTosaTenbCcTBax, NPEACTaBASLWNX Yrpo3y XU3HU WM 300POBLH YenioBeka Nnbo >KMBOTHOMO Mpu
NPMMEHEHUN JEKapCTBEHHbIX MpenapaToB UM BbISBMEHHbIX Ha Bcex 3aTanax obpalleHus NeKkapCTBEHHbIX
npenapaToB B Poccuiickon deaepaumm n opyrux rocygapcraax.

4. [epxatenu wnu Bnagesfblbl PErucTPaLMOHHbIX YOOCTOBEPEHWI NEeKapCTBEHHbIX MpenapaTos,
lopuaMyeckue nuua, Ha UMsi KOTOPbIX BbidaHbl paspelleHnsi Ha MpoBedeHME KIMHUYECKUX MWCCIeqoBaHuii B
Poccuiickon ®epepauun, nubo YNoNHOMOYEHHbIE UMW OpYyrue opuandeckue nuua B pamkax obecneyeHus
6e30MacHOCTM NlekapCTBEHHbIX NpenapaTtoB B NOpsiAke, YCTAHOBNIEHHOM COOTBETCTBYHOLLMM YMNONHOMOYEHHbIM
denepanbHbIM OpraHoM WUCMONMHUTENbHON BNacth, 06s3aHbl OCYLIEeCTBNATbL Npuem, y4eT, obpaboTky, aHanus u
XpaHeHWe nocTynawwmx B WX agpec OT CcybbekToB obpalleHust eKkapCTBEHHbIX CPeACTB WM OpraHoB
roCyfapCTBEHHOM BMacTM COOOLWEHM O TMNOGOYHbIX AENCTBUAX, HeXenaTenbHbIX peakuusix, CepbesHblX
HexenaTerbHbIX Y HEMPEeABUOEHHbIX HeXenaTeslbHbIX peakuusix npu npuMeHeHWU NeKapCTBEHHbIX npenapaTos,
06 O0COBGEHHOCTAX WX B3aMMOAENCTBMS C [OPYrMMM  NeKapCTBEHHbIMU Mpenapatamu, WHOWBUAYarbHOW
HenepeHOCUMOCTH, a Takke 06 UHbIX hakTax U 06CTOATENbCTBAX, NPEACTABMSAOWMX YIPO3Y KUSHW UM 300POBLIO
yernoBeka NGO XUBOTHOTO UMK BIMSIOLLMX HA U3MEHEHUE OTHOLLEHUS] OXUOAeMOMN NoMb3bl K BO3MOXHOMY PUCKY
NPYMEHEeHWs1 NeKapCTBEHHbIX NPenapaToB.

5. |_|pl/l BbiABJIEHUN I/IHCbOpMaLl,I/II/I O Cepbe3HbIX HexenaTtelbHblX peakunax wun HenpeaBsunaeHHbIX
HeXxenaTenbHbIX peakumsax npyv NPUMeHeHNN nekapcTBEHHbIX NpenapaTtoB, 06 0COOEHHOCTSX UX B3aUMOAENCTBUS
C OpYrMMMX NeKapCTBEHHbIMU Mpenaparamu, MHOAMBMOYANbHOW HEMEPEHOCMMOCTU, a Takke 00 WMHbIX (hakTax U
O6CTOF|TeJ'IbCTBaX, BInnALWKNX HA N3aMeHeHne OTHOLLEeHUA o>1<m.qae|v|0|7| Nosnb3bl K BO3MOXHOMY PUCKY NPpUMEHEHUA
NNeKapCTBEHHbIX MnpenapaTtoB, Aepxatenn unu Bnagenbubl perncTpauuoHHbIX y,EI,OCTOBepeHI/IVI NNeKapCTBEHHbIX
npenapaToB, HOPUOUYECKME IMLA, Ha MMs KOTOPbIX BblAaHbl pas3pelleHnMs Ha npoBeAeHMEe  KITMHUYECKUX
nccnegoBaHunm B Poccuiickon Pepepauumn, nmbo ynorHOMOYEHHbIE UMW ApYrve topugudeckne nvua obsizaHbl
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NPUHATb MeEpbl, HanpaBJieHHbleé Ha YCTpPaHEHWEe HeraTuBHbIX nocnencTeumm NMPUMEHEHNA TakKux NeKapCTBEHHbIX
npenapartos, npeaynpexageHne npun4nHeHna spena Xu3Hm Ui 300poBblo YesioBeKa nunbo XUBOTHOTO, 3alWnTy Ux
OT NMPUMEHEHNA TaKuX JieKapCTBEHHbIX NnpenapartoB, Ha OONOMHUTENbHbIN cGop AaHHbIX 06 C-)de)eKTVIBHOCTVI n
6€e30nacHOCTUN TaKMX JNIeKapCTBEHHbIX NnpenaparTtos.

6. 3a HecoobuieHMe WM COKpbITUE WHOPMaUUWN, NPEeaYCMOTPEHHOW 4acTblo 3 HaCTOsILLEN CTaTbMy,
Jepxatenu unu Bnagenblbl PErmcTpaumMoHHbIX YOOCTOBEPEHMI NEKAPCTBEHHbIX NpenapaTos, opuanyeckue nuua,
Ha MMS KOTOPbIX BbldaHbl paspelleHns Ha NpoBeAEHMEe KIMMHUYECKUX nccnenosaHui B Poccuiickon depepauuum,
nnbo ynorIHOMOYEHHbIE UMY ApYrue Ipuandeckme nuua, a Takke AOMKHOCTHbIE nNuua, KOTOpbIM 3Ta MHopMaums
cTana M3BecTHa Mo poay uxX npod)eccuoHanbHOW OesATENbHOCTM, HECyT OTBETCTBEHHOCTb B COOTBETCTBMM C
3akoHogaTenbcTBoM Poccuinckon ®eagepaunu.

7. Tlpy nonyYyeHWu YMNONMHOMOYEHHBIM dedepanbHbIM OpraHoM WCMOMHMTENBHOW BNacTM B pamKax
ocywiectBneHns wum dapmakoHagsopa [okasaTenbCTB O HEeCOOTBETCTBUM  JIeKapCTBEHHOro npenapaTa
YCTaAHOBMEHHbIM TPeBOBaHUAM UNKU NPU NONYYEHUU UHOPMALIMN O HECOOTBETCTBUU AaHHbBIX 06 ahdEKTUBHOCTU
n o 6e30nacHOCTU fekapCTBEHHOro npenapata AaHHbIM O NEeKapCTBEHHOM npenaparte, CoAaepXaliMMmcs B
WHCTPYKUMM NO ero MnpuMMEHEHUI0 (B TOM 4MUCre BbISIBNEHHbIX B XOA4E OCYLeCTBneHus dapmakoHaasopa
KOHTPOMbHO-HaA30PHbIMM  OpraHamMm  MHOCTPaHHbIX FOCYAapcTB), YMNOMHOMOYEHHbIM deaepanbHbli  OpraH
NCMNONMHUTENbHOW BNacTu B YCTAHOBIIEHHOM MM NOpsiAKe paccMaTpuBaeT BONPOC O NPUMOCTAHOBIEHNW NPUMEHEHNS
TaKOro NlekapCTBEHHOIo npenapaTa.

CraTtbs 65. [lpuocTaHOBNEHNEe NPMMeHeHUs JieKapCTBEHHOro npenapara
(B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-$3)

1. lpu nonyyeHuUn wuHMOPMAUUN O HexXenaTemnbHbIX peakunsx npu MNpUMEHEHUU NeKapCTBEHHOro
npenapaTta, He VyKasaHHbIX B WHCTPYKUMW NO MPUMEHEHWI0 feKapCTBEHHOro mnpenapata, CepbesHblX
HexxenaTenbHbIX peakuusix, 06 0COBEHHOCTAX ero B3anMoAeNCTBUS C APYrMMU JNIEKApPCTBEHHBIMU MpenapaTamu,
KOTOpble MOryT MNPeacTaBNATb Yrpo3y XXW3HM WU 300pPOBbI0  4YernoBeka nmMbo >KMBOTHOrO, a Takke o
HECOOTBETCTBUM [aHHbIX 00 3ddpekTMBHOCTM M O 6Ge30nacHOCTM NeKapCTBEHHOro npenapata AaHHbIM O
nekapcTBEHHOM MpenapaTte, coAaepXawumMca B WMHCTPYKUMM NO  ero npUMEHeHWo, B TOM 4ucne oT
YMOMHOMOYEHHBIX OPraHOB WHOCTPAHHbLIX rOCyAapcTB, OOMEH KOTOPOW OCYLLEeCTBNSAETCA B COOTBETCTBUU C
cornalleHnamMmn mexay ynosIHoMoveHHbIM doegeparnbHbiM OpraHoM UCNOSTHUTENBHOM BNacT U YNOSTHOMOYEHHbLIMN
opraHamu MHOCTPaHHbIX rOCy4apcCTB, YMOMHOMOYEHHbIN defepanbHbld  OpraH  UCMOMHUTENBHOW  BRacTu
paccmaTpvMBaeT BOMPOC O BO3MOXHOCTW MPUOCTAHOBIEHNs obpalleHus Takoro JekapCTBEHHOro npenapaTta B
nopsiike, ycTaHOBNEHHOM YNONHOMOYEHHbIM dhefeparnbHbiM OpraHoM UCNONHUTENBHOW BNAcTuU.

2. TlpM HEuCnoNHeHUM WM HeHagnexaiwlem MWCNOMHEeHUW gepxaTtenaMmum unu  Bnagenbuamm
perncTpaumoHHbIX YOOCTOBEPEHUN FeKapCTBEHHbIX MpenapaToB, pUaUYecKUMU nuuamMm, Ha UMS KOTOPbIX
BbldaHbl paspelleHns Ha npoBedeHue KIMHWYeCKUX wuccnegosaHunm B Poccwuiickon ®depepaumn, wnm
YMOMHOMOYEHHBIMU UMW OPYTUMU FOPUONYECKUMN NLaMn 0653aHHOCTEN, YCTAHOBMNEHHBLIX YacTsaMmu 3 1 4 cTaTbu
64 HacToswero PenepanbHOro 3akoHa, NGO B cnydasix NpeacTaBfieHUst COOTBETCTBYIOLWMM YNONMHOMOYEHHbIM
begeparnbHbIM OPraHoOM WUCMOMHUTENbHOW BMACTU 3aKIOYEeHUS O HeJOCTOBEPHOCTU Pe3ynbTaToB KIMHUYECKOro
nccnegoBaHUsa nekapcTBeHHOro npenapara Ans MeauMUMHCKOro NpMMeHeHUs, KOTopoe OCHOBaHO Ha pesynbTaTax
NpoBEepKN MeOULUHCKOW opraHusaluu, NPOBOAMBLUEN YyKa3zaHHOE KIMUHWYEeCKoe UccnefoBaHue C HapylleHueM
npaBun Hagnexalwlen KIMHUYECKON MPaKkTWUKW, U MPUBENO K MOMYYEHUO HEOOCTOBEPHbLIX pPe3yrnbTaToB, NMbo B
crny4ae HeBbIMOMHEHUS NpeanucaHnsi, BblAAHHOrO YMOMHOMOYEHHbIM deaepanbHbIM OpraHoOM MCMOMHUTENBHON
BMacTM MO UTOraM OCYLLEeCTBMNEHMS BbIOOPOYHOrO KOHTPONS KadecTBa JleKapCTBEHHOro npenapara,
YNOSIHOMOYEHHbIN dheeparnbHbii OpraH UCMNOMHUTENBHOW BNacTyM B YCTAHOBIEHHOM MM MOpsSAKe paccMmaTtpuBaeT
BOMPOC O NPUOCTAHOBMEHUN NPUMEHEHWS TAaKOro fIeKapCTBEHHOrO npenaparTa.

CTtaTbs 66. UHcbopmauus o pesynbTaTax hapmakoHagsopa

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

YNONHOMOYEHHbIN doefepanbHbli OpraH WUCMOMHUTENbHOW BiacTW, OCYLIECTBASLWMA (apMakoHaasop,
Haxogswmxcsa B obpaweHnn B Poccuickon ®depepaumm, no pesynbtatam oapMakoHag3opa pasmellaeT Ha CBOEM
oduuymnansHoMm camte B ceTu "VIHTepHeT" WMHMOpPMauuio O NPUHATLIX PeLleHUsX O BHECEHUW W3MEHEHUs B
WHCTPYKLUMIO MO NPUMEHEHUI0 NeKapCTBEHHOro npenapaTta, O MPUOCTaHOBNEHUN MPUMEHEHUS feKapCTBEHHOro
npenapata, 06 u3bATMM M3 OOpalleHWs NEeKapCTBEHHOro npenapata MM O BO30OHOBMEHUWM MNPUMEHEHNS
nekapcTBeHHOro npenapara.

(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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naea 14. UHOOPMALUA O NIEKAPCTBEHHbIX NMPENAPATAX

CTaTbs 67. UHcbopMaums o nekapCcTBeHHbIX NpenapaTax

1. MIHcbopmaums 0 nekapcTBeHHbIX Npenapartax, oTnyckaemblX MO peuenTy Ha NekapCTBEHHbIN npenapar,
JOIMKHA coaepXaTbCs TOMbKO B CNeuManuM3vMpoBaHHbIX W3AaHUAX, MpedHa3HaYeHHbIX AN  MeOULMHCKUX,
dapmaLeBTUYECKUX, BeTEPMHAPHbIX paboTHMKOB. NHdopmaLmnsa 0 nekapcTBeHHbIX Npenaparax Ans cneuManncToB
B obrnactu obpalleHus nekapCTBEHHbIX CPEACTB MOXET codepXaTbCq B MOHOrpadusx, CnpaBOYHMKAX, Hay4HbIX
cTaTbsIX, B JOKNagax Ha KOHrpeccax, KoHepeHLUMsiX, CUMMNO3nyMax, Hay4HblX COBETaX, a TakKe B MHCTPYKUMSIX MO
NMPVUMEHEHMIO NIEKAPCTBEHHbIX NpenapaToB.

2. NHdopmauus o nekapcTBeHHbIX NpenapaTax, oTnyckaemblx 6e3 peLienTa Ha fekapcTBEHHbIV npenapar,
MOXET cofepxaTbCsi B Nybrnmkauusix u ob6bsiBNeHUsiX CPpeacTB MacCOBOW MHopMaLMK, CneLuanu3upoBaHHbIX U
o6LMX MeyvaTHbIX M3OAHMSX, MHCTPYKUMSIX MO MPUMEHEHUI0 NEeKapCTBEHHbIX MNpenapaToB, WHbIX W34aHUsX
CyObekToB OOpalleHUsi eKapCTBEHHbIX CpeacTB. PeknamHble maTtepuanbl O fekapCTBEHHOM npenaparte,
oTnyckaeMom 6e3 peLienTa Ha NekapCTBEHHbIV NpenapaT, A0MKHbI COOTBETCTBOBATb MHCTPYKLUM MO NPUMEHEHUIO
rekapcTBEHHOro npenapara.

3. JonyckaeTtca ncnonb3oBaHue NMobbIX MaTepuanbHbIX HOCUTENEN, NO3BONSAIOLMX XpaHUTb, NepeaasaTtb U
Ncnonb3oBaTb MHAOPMALINIO O NEKAPCTBEHHLIX NMpenapaTtax 6e3 ee NCKaXKeHUS.

naea 14.1. OTPAHUYEHUA, HANTATAEMbIE
HA OPIrAHU3ALNN, OCYLLUECTBNAIOWMUE OEATENBHOCTb
MO OBPALLEHUIO IEKAPCTBEHHbIX CPEACTB

(sBegeHa PepepanbHbiM 3akoHOM oT 25.11.2013 N 317-93)

CrtaTbs 67.1. OrpaHMHeHMH, Hanaraemble Npu ocyliecTBlieHUN AeATeNIibHOCTU B cdepe oGpau.v.eva JileKapCTBeHHbIX cpeaAcTB

1. OpranHusauun, 3aHumalLmecs paspaboTkon, NpousBoACTBOM W (MNuU) peanusaumen nekapCTBEHHbIX
npenapaToB ANs MEQULMHCKOrO NMPUMEHEHUS, opraHM3auum, obnagaroLme npaBaMy Ha UCMNofb30BaHe TOProBoro
HavMeHOBaHWs NeKapCTBEHHOro npenaparta Ans MeauuUMHCKOro MPUMEHEHUS, OpraHm3auun OMnTOBOW TOProBMu
nekapCcTBEeHHbIMU CpeAcTBaMu, anTeyHble opraHu3auun (Mx nNpeacTtaBuTenu, UHble uanyeckne n pranyeckme
nvua, OCYLIEeCTBISOWME CBOKW [AeATEeNbHOCTb OT UMEHUW 3TUX OpraHv3auumi) B OTHOLIEHUU MeOMULMHCKUX
paboTHUKOB U pyKOBOAMTENEN MEANLMHCKNX OpraHn3auuii He Bnpase:

1) Bpy4aTb noAapku, BbinnayMBaTth AEHEXHbIE CPEACTBA (3@ UCKIIOYEHMEM BO3HarpaXKaeHUin no 4orosopam
npy NpoBeAEeHUU KIMHUYECKUX WUCCRefoBaHUM NeKkapCTBEHHbIX MpenapaToB Ansi MEeAWMLMHCKOro NpUMEHEHWs,
BO3HarpaxgeHui, cBs3aHHbIX C OCYLLEeCTBNEeHMEeM MeOUUMHCKUM paboTHMKOM MeJarormyeckor u (Unu) HayydHow
OesaTenbHoCTK), B TOM YMCre onfaymMBaTb pasBrievyeHusi, oTablX, Npoe3n K MecTy OTablxa, a Takke npuenekatb K
y4yacTuo B pasBriekaTesnibHbIX MeponpuUsATHsIX, MPOBOAMMbIX 3a CHET CBOUX CPEACTB;

2) 3aKrn4aTb cornaweHna o0 Ha3sHavYyeHnn nnn pekomeHgaunm nayneHTam nekapCTBeHHbIX npenapartoB And
MeANLNHCKOIro npunMmeHeHna (3a UCKNKo4YeHnemMm OoroBopos O npoBedeHUn KIMHNYECKUX nccnenoBaHuin
NeKapCTBEHHbIX NMpenapaTtoB And MeguLlmHCKOro I'IpMMeHeHMﬂ);

3) npepoctaensATb o6pasubl feKapCTBEHHbIX MpenapaToB Afs MEeAUUMHCKOTO MNPUMEHEHMSI B Lensix
BpyYEHMS1 nauueHTam (3a MCKIOYEeHWEM CrlyvyaeB, CBSI3aHHbIX C MpOBeOeHWEM KIMHUYECKMX WCCredoBaHWN
rniekapcTBEHHbIX NpenapaToB Anst MEAULMHCKOTO NPUMEHEHUS);

4) npefocTaBnATb HEOOCTOBEPHYIO M (MNM) HEMOMHYI0 MHGOPMaUMIO O NeKapCTBEHHbIX MpenapaTtax Ans
MEOMULIMHCKOrO NPUMEHEHUS;

5) nocewaTtb ux B paboyee Bpems Ha paboyMx MecTax, 3a WCKITHYEHWEM CIydaeB, CBSA3a@HHbIX C
npoBeAeHNEM KIMHUYECKUX WCCNELOBaHUI NEKapCTBEHHbLIX MpenapaToB Ansi MEAWMUMHCKOrO MpUMEHEHMS, C
yyacTMeMm B nopsiake, YCTaHOBMEHHOM PYKOBOAUTENEM MEOULMHCKON opraHusauuu, B cOOpaHUsX MeOULUHCKUX
pPabOTHUKOB U WHbIX MEPOMNPUSTUSIX, HamnpaBreHHbIX Ha MOBbILUEHWE WX MPOMECCUOHANBHOIO YPOBHSI UMM Ha
npegocTtaBneHve MHoOpMauun, CBS3aHHOW C OCYLLEeCTBREHMEM MOHWUTOPWHra 6e30MacHOCTU NeKapCTBEHHbIX
npenapaTos;

6) no6y>|<,anb K BbIMUCbIBAHUIO NEKAPCTBEHHbIX npenapatoB Anad MeauumnHCKOro npuMeHeHuna Ha OnaHkax,
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cofepxalux MHOpMaUMIo pekrnamMHOro XapakTepa, a Takke Ha peuenTypHbiX GraHkax, Ha KOTOopbiX 3apaHee
HaneyaTaHO HaVMeHOBaHMWe NIeKapCTBEHHOTO Npenapara Ans MeaUUUHCKOro NpUMeHeHMs.

2. Opranmsaumn, ykasaHHble B abs3ale nepBoM 4acTu 1 HacTosiwen craTtbM, U WX NpeacTaBuTeENU B
OTHOLLEHMM hapmaLeBTUYECKUX PabBOTHUKOB 1 pyKOBOAMTENEN anTeYHbIX OpraH13aunin He Bnpase:

1) Bpy4aTb Nogapku, BbinNnavyMBaTtb AEHEXHblE cpeAcTBa, B TOM YMCME OMnavyMBaTb pPasBrieYeHUs, OTAbIX,
npoesqd K MecCTy OTAblXa, M MpUBMEKaTb K y4acTUO B pasBrieKaTeNlbHbIX MEeponpusTUSX, MPOBOAMMbIX 3a CYET
CBOWX CPEACTB;

2) npenocTasliAaATb 06pa3u,b| JIeKapCTBEHHbIX MpenapaTtoB A1 MeOUUMHCKOro npuMMeHeHuna AnAa BpyYeHud
HaceneHuto;

3) 3akn4yaTtb cornaweHnss 0 NPearioKeHNN HaceneHuto onpeaeneHHbIX NeKkapCTBEHHbIX MpenapaTtoB ANs
MeANLMUHCKOrO NPUMEHEHUS;

4) npefocTaBnATb HEOOCTOBEPHYIO M (MNM) HEMOMHYI0 MHGOPMaUMIO O FeKapCTBEHHbIX MpenapaTtax Ans
MEOULIMHCKOrO MPUMEHEHMs1, B TOM 4uCMe WMEeKLWMX OOMHAKOBOEe MeXAyHapodHOe HenaTeHTOBaHHoe
HanMeHoBaHMe.

CtaTba 67.2. Tpe60BaHMA K OpraHM3auum M NMPOBEAEHUIO Hay4HbIX MEpPOMNpPUSATUIA, UHLIX MEPOMNPUATUIA, HanpaBrieHHbIX Ha
noBblleHne NPodecCMOHaNbLHOrO YPOBHA MeAULMHCKMX PaboTHMKOB WNU Ha npefocTaBneHue WHgopMauuu, CBS3aHHOM C
OCyLEeCTBIIEHMEeM MOHUTOPUHIra 6€30NacCHOCTU NIeKapCTBEHHbIX NpenapaTos

1. Tpu npoBedeHWM Hay4HbIX MEpPONPUATUIA, WHbIX MEPOMNPUSITUIA, HaMpaBfieHHbIX Ha MOBbILLEHWE
NpPodeCcCUOHaNBHOro YPOBHSA MeAULMHCKMX paboTHUKOB UMW Ha NpedocTaBleHne CBA3aHHOW C OCYLLeCTBIIEHNE M
MOHWUTOpPUHTra 6e30MacHOCTM FeKapCTBEHHbIX MpenapaTtoB WHGOPMaLMK, OpraHU3yeMblX OpraHusauusMu,
yKasaHHbIMM B ab3ale nepBoM yacti 1 ctatbu 67.1 HacTosiwero ®eaeparnbHOro 3akoHa, UX NpeacTaBUTENSMU U
(Mnn) cbuHaHCMpyeMbIX 3a CYET CPEACTB 3TUX OpraHU3aumnini 1 KX NpeacTaBUTeNeN, 3anpeLlaeTcs NpensTcTBoBaTb
Yy4acTUIO B yKasaHHbIX MepPOMpUATUAX MHbIX OpraHvM3aLuii, KOTopble MPOU3BOASAT UMW PeanusyroT NekapcTBeHHbIe
npenapatbl AN MEAULMHCKOrO MPUMEHEHUSS CO CXOXWUM MexaHM3MOM apMaKkonorMyeckoro aencrsusi, nuGo
co3faBaTth AWCKPUMUHALMOHHBLIE YCMOBUA AN OAHMX YYaCTHUKOB MO CPaBHEHWIO C APYrMMMW yyacTHUKaMu, a
MUMEHHO:

1) NpefocTaBnATb Pa3nNMyYHOE KONMYECTBO BPEMEHU AN BbICTYNNEHMIA YHAaCTHUKOB, pa3nnyHble No pasmepy
3aHMMaeMol nnowaam Mecta Ans AeMOHCTpaumMu obpasuoB NekapCTBEHHbIX MpenapaToB ANs MeaULUHCKOro
NPUMEHEHMS] UNN peknamMHbIX MaTepuanoB O NeKapCTBEHHbLIX NpenapaTtax Ans MeAWMUMHCKOrO MpUMEHEHMsl Ha
9KCMO3MLMSAX, CTEHAaX, 3a MWCKMIYEHUEM CMy4yaeB, €CNU Takue YCrOBUSI 3aKpenfieHbl B COrnalleHusix 3Tux
opraHusauumn, ux npeacraButeneit 0 pMHaHCUPOBaHUM yKa3aHHbIX MepPonpuUATUMI U 0ByCnoBnEHbl pasnMYHbIMU
3aTpaTtamu y4acTHUKOB Ha UX OpraH13aLuio;

2) ycTaHaBnuBaTb pasmep B3HOCA A1 Y4aCTHMKOB MEPONPUSATUIA, yka3aHHbIX B ab3aLe nepBoM HacTosILLEN
YyacTu, NpeBbILIAOLWMIA CYMMY 3aTpaT Ha OpraHU3auuilo ykazaHHbIX MEPONPUATUIA 1 BeAYLLMA K HEOBOCHOBaHHOMY
OrpaHUYeHNIo Yncna nx y4acTHUKOB.

2. OpraHusalmm, ykasaHHble B ab3aue nepsom yactu 1 ctateu 67.1 HacTosilero ®efepansHOro 3akoHa, ux
npeacraBuMTeNn, OCYLLECTBASIOWME OpraHn3aumio n (unu) pmHaHcnpoBaHue MeponpusaTUiA, yKasaHHbIX B Yactu 1
HacTodAwen ctatbu, 0bsi3aHbl obecneumBaTb OOCTYN K WHopmaumm O Jate, MecTe U BPEMEHM NPOBEAEHMS
YKa3aHHbIX MEepOonpuUsTUR, NnaHax, nporpaMmax npoBeAEHUs! YKa3aHHbIX MeponpuaTUA U Temax, NiaHUupyembixX
ONA pacCMOTpeHUs, COCTaBe MX YYaCTHUKOB MyTEM pasMelleHUs COOTBETCTBYHLLENn WHgopMaumm Ha CBOUX
oduumnanbHblx cantax B cetu "VIHTepHeT" He no3gHee [OBYX MecsUeB [0 Hadana npoBefeHWUs YKa3aHHbIX
MEpPOMNpPUATUIA.

3. WHdopmaums o npoBedeHUM MepOonpuATUA, YKasaHHbIX B 4YacTu 1 HacTosilenh cTaTbW, B CPOK,
YCT@HOBMEHHbIN 4YacTbldo 2 HacTodAWweWn cTatbW, [dormkHa ObiTb HanpaBneHa B degepanbHbil  OpraH
NCNONHUTENBHOW BNAcTK, OCYLLECTBNAILWNA (PYHKLMM NO KOHTPOIIO U HAaA30py B cdepe 3apaBooXpaHeHus, Ans
nocnegyloLiero pasmeLleHns ee Ha odmumanbHOM canTe 3Toro opraHa B cetn "MHTepHeT".

naea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENIbCTBA
POCCUNCKOW ®EQEPALIUM NPU OBPALLEHWUU NEKAPCTBEHHBLIX CPEACTB
1 BO3MELLUEHME BPEOA, NPUYNHEHHOIO 3[0OPOBbLIO NrPAXOAH
BCNEOCTBUE NPUMEHEHUA NEKAPCTBEHHbIX MPEMAPATOB
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Crtatba 68. OTBeTCTBEHHOCTb 3a HapylueHue 3akoHogaTenbcTBa Poccuiickon ®Pepepaumy npu obpalieHuMn neKkapcTBEHHbIX
cpeacTB

1. HapyweHne 3akoHopaTensctBa Poccuickon ®epepaumm npu obpalleHun neKapCTBEHHbIX CPEACTB
BneyeT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3akoHoAaTenbcTBOM Poccuiickon ®epepauun.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2. 3a HenpeactaBneHue uHdopmauun n (MNKu) AaHHbIX, NPefyCMOTPeHHbIX HacToswum degepanbHbIM
3aKOHOM, CyObekTbl o0bpalleHus neKapCTBEHHbIX CpPeaCcTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBUMM C
3akoHogaTenbcTBoM Poccuinckon ®egepaumu.

(vacTtb 2 BBegeHa ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

CrtaTbs 69. Bo3amelyeHune BpeAaa, NpuinHeHHOro 340poBbLI0 rpaxaaH BcrneacTteue npuMmeHeHUs neKkapcTBeHHbIX npenapaTtoB

1. np0I/I3BO}1I/ITeJ'Ib JNIeKapCTBEHHOrIO npenaparta 00s13aH BO3MECTUTb Bpen, I'IpVI‘-IVIHeHHbIIZ 340pOBblO rpaxgaH
BCneacTtene npuMeHeHusa nekapCrBeHHOro npenaparta, ecrim oka3aHo, 4YTo:

1) NnekapCTBEHHbIN NpenapaTt NPMMEHSANCA N0 HAa3HAYeHWI0 B COOTBETCTBUM C MHCTPYKUMEN NO NPUMEHEHUIO
nekapCTBEHHOro npenapara v NpuMYMHON Bpeda SBWUIICA BBOA B rpakgaHCKMn oBopoT HeaobpokayeCTBEHHOro
neKapcTBEHHOro npenapara;

2) Bpeq 340pOBbl0 MPUYMHEH BCrieacTBUe HeOdOCTOBEPHON MH(OPMaLUM, coaepallencss B UHCTPYKLMK Mo
NPUMEHEHMI0 NEeKapCTBEHHOrO npenapara, U3aaHHoOW NpoM3BoaMTerneM nekapcTBEHHOro npenapara.

2. B cnyyae, ecnu Bpeg 300pOBblO rpaxgaH MNPWYUHEH BCNeAcTBME MNPUMEHEHUS FeKapCTBEHHOro
npenapata, npuwewero B HErogHOCTb B pesynbTaTe HapylleHus NpaBwi XpPaHeHWs NeKapCTBEHHbIX CPeacTB,
npaBu ONTOBOW TOProBNM fleKapCTBEHHbIMM NpenapaTtamu, NpaBum OTNYCKa NekapCTBEHHbIX NpenaparTos, NpaBus
M3roTOBMEHNS M OTMNyCKa NeKapCTBEHHbIX MpenapaToB, BO3MelleHWe Bpeda OCYLIEeCTBMSETCS COOTBETCTBEHHO
opraHusauven OnTOBOW TOPrOBMW FeKapCTBEHHbIMU CPeACcTBaMW, anTe4yHOW opraHusauven, MHAMBUAYasnbHbIM
npeanpuHumarteneM, MWMeLWUMM FUUEH3NI0 Ha dapMaueBTUYECKY0 OeATenbHOCTb WAWM  JIMLEH3WIO  Ha
MEAMLMHCKYI0 AeATeNbHOCTb, MEAMLMHCKOW oOpraHu3auven, WUMelolen nuMueH3nio Ha dapMaueBTUYECKyo
AeaTenbHoOCTb (ee 060cobneHHbIM noapasgeneHmem (ambynatopuen, denbaLepckum n
denbaLlepcko-akylwepckuM NyHKTamu, LeHTpoM (oTaeneHnem) obwen BpayvyebHOM (CEMENHOW) MpPaKTUKM),
pacnonoXeHHbIM B CENbCKOM HAaCerneHHOM MNyHKTe, B KOTOPOM OTCYTCTBYET anteyHass opraHu3auus),
AONYyCTMBLUMMW NPOJaxy 1nm OTNyCK Takoro NekapcTBEHHOro npenaparTa.

(8 pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. BosawmelieHue Bpena, NpuUYMHEHHOro 340pOBbIO rpaXgaH BCNeacTBMe NpuMeHeHUA JeKapCTBEeHHbIX
npenapartoB UM COBeEPLUEHUNA TNMPOTUBOMPAaBHbIX OencTBumn Cy6'beKTaMI/I O6paL1J,eHVIFI JleKapCTBEHHbLIX CpencTs,
OCyLLEeCTBIIAETCA B COOTBETCTBMN C 3aKOHOA4ATESIbCTBOM Poccunckon Cbe,u,epau,vm.

FnaBa 16. 3AKITIOYUTENIbHbIE NONOXEHUA

Cratbsl 70. O Nnpu3HaHUM YTPaTUMBLUMMU CUJTy OTAENbHbIX 3aKOHOAATesIbHbIX aKTOB (MOJIOXX€HUMWA 3aKOHOoAaTeslbHbIX aKTOB)
Poccuiickon ®enepauunm

Mpr3HaTb yTpaTUBLUMMU CUITY:

1) depepanbHbii 3akoH OT 22 wmoHa 1998 roga N 86-03 "O nekapctBeHHbIXx cpeacTtBax" (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®epepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH oT 2 gaHBapsa 2000 roga N 5-©3 "O BHeceHUM W3MEHEHUS U OOMOMHEHWW B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHne 3akoHopatenbcTBa Poccunckon depepaumu,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa oT 10 sHBaps 2003 roga N 15-©3 "O BHeceHWUM WU3MEHEHUN W”
[JOMNOSIHEHWIA B HEKOTOPbIE 3akoHoAaTenbHble akTbl Poccuiickoin ®egepaunn B cBs3n ¢ npuHsatuem ®egepanbHOro
3akoHa "O nuueH3npoBaHUM OTAEeNbHbIX BUOOB AesternbHocTn" (CobpaHue 3akoHogatenbcTBa Poccuickon
depepaumum, 2003, N 2, cT. 167);

4) crtatbto 31 depepanbHoro 3akoHa oT 30 wuwoHa 2003 roga N 86-O3 "O BHECEHMM M3MEHEHUN W
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OOMNOSIHEHMI B HEKOTOpble 3akoHoAdaTesnbHble akTbl Poccunckon depepauuun, npusHaHUM yTpaTUBLUMMU CUNY
OTAEenNbHbIX 3akoHoAaTenbHbIX akToB Poccuiickon degepaumn, nNpeaoCTaBreHUMM OTAESNbHbIX  rapaHTui
COTPYAHMKaAM OpPraHoB BHYTPEHHWX [ef, OpraHoB MO KOHTPOsMto 3a 0BOpOTOM HapKOTUYECKUX CpPeacTB W
MCUXOTPOMHbLIX BELWECTB W ynpasgHsemMblx deaepanbHbiX OpraHoB HaroroBoW MNOMUUMM B CBSA3N C
OCYLLIECTBIIEHMEM Mep MO COBEPLUEHCTBOBAHWUIO rocygapcTBeHHoro ynpaeneHus" (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon ®egepaumm, 2003, N 27, cT. 2700);

5) cratbio 101 depepansHoro 3akoHa oT 22 aerycta 2004 roga N 122-03 "O BHeCEHMM N3MEHEHMN B
3aKoHoaartenbHble akTel Poccuiickon ®epepauumn n npusHaHUM yTpaTUBLLUMMK CUMY HEKOTOPbIX 3aKOHOAATENbHbIX
aktoB Poccuinckon depepaumm B cBs3n ¢ npuHATMEM PegepanbHbiX 3aKoHOB "O BHECEHUM W3MEHEHUA W
gononHeHmn B ®egepanbHbi 3akoH "O6 obLWMX NpyHLMNax opraHn3auumn 3akoHodaTenbHbIX (MPeacTaBUTENbHbIX)
N UWCMOJSIHUTENbHBLIX OPraHOB rocydapCTBEHHOM Briactu cyobektoB Poccuiickon depepaummn” mn "O6 obumx
NpMHUMNax opraHvM3aumm MecTHOro camoynpaeneHus B Poccunckon ®egepaunmn” (CobpaHve 3akoHodaTenbCcTBa
Poccuiickon ®egepaumm, 2004, N 35, cT. 3607);

6) ctatblo 28 depepanbHoro 3akoHa oT 18 gekabps 2006 roga N 231-93 "O BBeaeHun B gencTBme 4acTu
yeTBepTon [paxpgaHckoro kopgekca Poccuinckon depepaumn” (CobpaHue 3akoHopatenscTtBa Poccuiickon
®epnepaumn, 2006, N 52, ct. 5497).

Cratbf 71. BctynneHue B cuny Hactosiwero ®eaepanbHOro 3akoHa
1. Hactosawmn ®egepanbHbin 3akoH BCTynaeT B cuny ¢ 1 ceHTsabpsa 2010 roaa.

2. IlekapCTBEHHbIE CPeaCTBa, 3aperMcTpUpoBaHHbIE 40 OHSI BCTYNNEHMSA B cuny HacToswero degepanbHoro
3aKoHa, noAnexar BKIIOYEHNIO B rOCy4apCTBEHHbIE PEECTPbI NTEKAPCTBEHHbIX CPEACTB C BHECEHNEM YKa3aHHbIX B
yactu 1 ctatbm 33 Hactoswero degepanbHOro 3akoHa CBeAeHUN 00 3TUX NEeKapCTBEHHbIX cpeacTBax 06e3
NPOX0OXAEHNS1 BHOBb NpoLieaypbl FOCY4apCTBEHHOW perncTpauumn nekapCTBEHHbIX NpenapaTos.

3. locymapcTBeHHast peructpauusi nekapCTBEHHbIX MpenapaToB, 3a MWCKMIYEHWEM JeKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO NPUMEHEH S, NPeACTaBMEHHbIX Ha YKa3aHHY perMcTpaumio 4o AHsS BCTYNNEHUS B
cuny HacTosiwero ®efepanbHOro 3akoHa, OCYLLECTBIISIETCS B COOTBETCTBUM C HacTosAwmm degepanbHbIM 3aKOHOM
Ha OCHOBaHUWM OOKYMEHTOB W AaHHbIX, MPeACTaBMeHHbIX A0 OHA BCTYNNeHus B cuny Hactodawero degeparnbHOro
3aKoHa.

(B pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-03)

3.1. TocygoapcTBeHHas peructpauusi nekapCTBEHHbIX MpenapaTtoB A MEOULMHCKOrO MNpUMEHEHMS,
NPeACTaBfeHHbIX Ha roCyaapCTBEHHYK PErncTpaumio 0O OHS BCTYNeHusa B cuny Hacrtosiwero depepanbHoOro
3aKoHa, W rocygapcTBEHHasi perucrpauus nekapCTBEHHbIX npenapaToB ANd MeauLMHCKOro MNpUMeEHEHMs,
npeacTaBrneHHbIX Ha 3KCNepTU3y NeKkapCcTBeHHbIX CPeACcTB A0 OHA BCTYNNEHUs B cuny Hactoswero ®egepansHoro
3aKoHa B Llensax ux nocneayollen rocygapcTBeHHOW peructTpaLumm, OCyLWeCcTBASITCA HAa OCHOBaHUW AOKYMEHTOB U
OaHHbIX, NpeAcTaBNeHHbIX OO0 OHA BCTYNNeHUs B cuny Hactoswero defgepanbHOro 3akoHa, a Takke 3asiBNneHus o
rocygapCcTBEHHOW permcrpauumn nekapcTBeHHOro npenapara, NpeacTaBneHHoro Npou3BoanTenemM nekapcTBeHHbIX
npenapaToB MMM YMOMHOMOYEHHbIM MM NUUOM B COOTBETCTBUM C HacTosdwmM PegeparnbHbIM 3aKOHOM B
YMOMHOMOYEHHbIV befiepanbHbIi OpraH McnonHuTenbHon Bnactn Ao 1 mapta 2011 roga, 6e3 TpeboBaHMsa ynnathbl
rocy4apCTBEHHOW MOLWMHBLI, NPeAyCMOTPEHHOW 3akoHogaTtenbcTBoM Poccuiickon ®degepaumm o Hanorax u
cbopax.

(vactb 3.1 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.2. lNoaTtBepxaeHne rocyaapCTBEHHOW perncTpauumn nekapcTBEHHbIX npenapaTtoB Ans MeauLMHCKOro
NpUMeEHeHUs, NpeacTaBneHHbIX NS NOATBEPXKAEHUS roCcyAapCTBEHHON perncTpauum 0o OHS BCTYNNEHUA B cuny
HacTodwero ®deaepanbHOro 3akoHa, W MOATBEPXOEHWe roCcyAapCTBEHHON peructpauumn fekapcTBEHHbIX
npenapaToB Ans MEAMLUHCKOro NMpUMMEHEHWs!, MPeACTaBleHHbIX Ha 3KCMepTU3y rekapCTBEHHbIX CPeacTB A0 OHS
BCTYNneHnss B cuny HacToswero ®degepanbHOro 3akoHa B LUensX MOCrneaylowero nogTBepXaeHns nx
rocy4apCTBEHHOWN pernctpaunm, ocyLecTBASITCA HA OCHOBaHUM AOKYMEHTOB U OaHHbIX, NPEeACTaBMEHHbIX 40 OHS
BCTYNMeHnst B cuny Hactoswero ®egepanbHOro 3akoHa, a Takke 3asBrieHNs O NOATBEPKAEHUN roCyaapCTBEHHON
permctpauMm fnekapCcTBEHHOro npenapaTa, NPpeACcTaBNeHHOro NPoON3BOAUTENEM MEeKapCTBEHHbIX NpenapaToB WUinm
YMOMMHOMOYEHHBIM MM JINLOM B COOTBETCTBMM C HacToawmMm PepepanbHbiM 3aKOHOM B YMOJTHOMOYEHHbIN
deepanbHbIi opraH UcnonHuTensHon Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHMsA ynnaTtbl rocygapcTBEHHOMN
NOLUNMHbI, NPegyCMOTPEHHON 3akoHoaaTenscTBOM Poccuiickon Pegepaumm o Hanorax n céopax.

(vacTb 3.2 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)
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3.3. lNMpuHATNE peLleHns 0 BHECEHUN U3MEHEHUI B AOKYMEHThI, CoAepalunecsa B permcTpaumoHHOM 40Ckbe
Ha 3aperMcTpupoBaHHbINA NEKapCTBEHHbIV NpenapaTt Ans MegULMHCKOrO NPUMEHEHUS] U NPeACTaBMEeHHbIe 00 OHS
BCTYNneHnss B cuny Hactosiwero degepanbHOro 3akoHa, W MNPUHATUE pEeLIeHWss O BHECEHWUM W3MEHEHUA B
OOKYMEHTBI, cogep)Kalleecs B permcTpauMoHHOM A0Chbe Ha 3aperncTpyvpoBaHHbIN NIeKapCTBEHHbBIN NpenapaT Ans
MEeOMLMHCKOrO MPUMEHEHUS U NPeACTaBMEHHbIE Ha 3KCNEepPTU3Y NEeKapCTBEHHbIX CPeACTB A0 OHS BCTYMNJIEHMS B
cuny Hactosiwero ®degepanbHOro 3akoHa, OCYLLECTBASOTCA Ha OCHOBaHWM [OOKYMEHTOB W AaHHbIX,
npeAcTaBneHHbIX A0 AHSA BCTYNNeHUs B cuny HacTosiwero deaepanbHOro 3akoHa, a Takke 3asBrneHust O BHECEHUN
NU3MEHEHNI B OOKYMEHTbI, coAepXallmecss B permctpaumoHHOM 0OCbe Ha 3aperMcTpuMpoOBaHHbLIN NEKapCTBEHHbIN
npenapaTt Ansg MeAMUMHCKOro NpMMEHEHUs, NpeacTaBneHHOro NpoM3BoauTENEM NEKapCTBEHHbIX NpenapaToB unu
YMNOMHOMOYEHHbIM MM MULOM B COOTBETCTBMM C HacTodwmMm degepanbHbiM 3aKOHOM B YNONTHOMOYEHHbIN
denepanbHbI opraH ucnonHuTenbHon Bnactn oo 1 mapta 2011 roga, 6e3 TpeboBaHusa ynnatbl rocyaapCTBEHHON
MOLUNMHbI, NPeayCMOTPEHHOW 3aKkoHoaaTenscTBoM Poccuickon depepaumm o Hanorax u cbopax.
(vactb 3.3 B peq. PepepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.4. Bolgava paspelueHnin Ha NpoBeAeHWe KIMHWMYECKMX UCCNedoBaHWiA NekapCcTBEHHbIX npenapaTtoB Ans
MEeOMLMHCKOrO NPUMEHEHNS NO 3asiBNEHUSM, No4aHHbIM OO0 OHS BCTYNMeHusa B cuny HacTtoswero degepanbHOro
3aKOHa, a Takke Mo 3asBMNeHNsaM, NoA4aHHbIM NOCe AHA BCTYNNeHWs B cuny HacToswero ®egepanbHOro 3akoHa Ha
OCHOBaHWWM 3KCMEpPTWU3, NPOBEAEHHbIX [0 [AHS BCTyNfneHus B cuny Hactosdwero ®egepanbHOro 3akoHa,
OCYLLECTBMNAETCA B COOTBETCTBMM C HacToAwmMm PedepanbHbIM 3aKOHOM Ha OCHOBAHWMM OOKYMEHTOB W AaHHbIX,
npeacTaBneHHbIX UMW NOSTydeHHbIX OO AHSA BCTYNNeHus B cuny Hactoswero degepanbHOro 3akoHa, a Takke Ha
OCHOBaHUM KOMWM NpeaBapuUTENbHOrO AoroBopa o06s3aTenbHOro CTPaxoBaHWSA >KU3HM, 300pOBbsS MaLMEeHTOB,
Y4YacTBYIOLUMX B KIIMHUYECKOM MCCreaoBaHUM NIeKapCTBEHHOro npenaparta ANns MeAULMHCKOrOo MpUMEHEHUs, Uiu
KOnMn [Jorosopa 00SA3aTenbHOr0 CTPaxoBaHWUA XKW3HW, 300POBbS NALMEHTOB, YYaCTBYIOLWMX B KIMHWUYECKOM
nccnegoBaHWM NEKapCTBEHHOro npenapaTta Afns MeguUMHCKOro npuMeHeHusi, nnbo npeacTaBneHHOW Konuu
poroBopa 06s3aTefnbHOro CTpaxoBaHWs, 3aKMOYEeHHOro B COOTBETCTBUM C TUMOBbLIMW NpaBunamn 0683aTenbHOro
CTPaxoBaHWs, C yKasaHWeM MpeaeribHOW YMCIIEHHOCTU MauMeHTOB, y4aCTBYIOLMX B KIIMHUYECKOM UCCNeaoBaHnM
nekapCTBEHHOro npenapata Ans MeAWUMHCKOro npuMmeHeHusi, 6e3 TpeboBaHus ynnaTtbl rocygapCTBEHHOW
noLNuHbI, NPeayCMOTPEHHON 3akoHogaTenscTBoM Poccuickon egepaumm o Hanorax n coopax.

(vactb 3.4 B peq. PenepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.5. BapernctpupoBaHHble B UHOCTPaAHHOW BamnTe A0 AHSA BCTYNNEHUS B cuny HacToswero ®enepanbHoro
3aKoHa npefenbHble OTNYCKHblE LiEHbl WMHOCTPaHHbIX MPOM3BOAMTENEN Ha NekapcTBEHHble npenaparhl,
BKMIOYEHHbIE B MepeyYeHb XMU3HEHHO HEeOoBXOAMMBIX W BaXKHEWLLIMX NeKapCTBEHHbLIX MpenapaTtoB, noanexar
nepecyety B pybnu no kypcy LleHTpanbHoro 6aHka Poccuiickon ®epepauum Ha paTy, YCTaHOBIEHHYIO
MpaBuTenbctBoM Poccuiickon Pepepaunmn, 6e3 npeacTtaBrneHUst 3asiBNEHUS O MepecyeTe LEeHbl C BHECEHWEM
COOTBETCTBYHOLLMX WU3MEHEHUA B roCyQapCTBEHHbIV PEECTP NpeferibHblX OTMYCKHbIX LIeH Mnpou3BoauTenen Ha
neKkapcTBeHHble npenapaTtbl, BKIOYEHHbIE B MEPeYeHb XU3HEHHO HEeOOXOAUMbIX U BaXXHEWLLIMX NEeKapCTBEHHbIX
npenapaTos.

(vacTb 3.5 BBegeHa dPepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. BapeructpupoBaHHble A0 OHSA BCTYNNEHWs B cuny Hactoswero depepanbHOro 3akoHa npenernbHble
OTMYCKHblE LieHbl POCCUNCKUX MPOWM3BOAUTENEN Ha IeKapCTBEHHble Mpenaparbl, BKMOYEHHbIE B MEpeYeHb
XN3HEHHO HEOOXOOMMbIX U BaXKHEMLLMX NEKapCTBEHHbIX MpenapaTtos, nognexart uHaekcauun ¢ 1 Hosidpsa 2010
roga UCXoast U3 MpPOrHO3MPYeMOro YpoBHS MHANAUUKM, ycTaHoBNEeHHoro depepanbHbiM 3aKOHOM OT 2 Aekabps
2009 roga N 308-93 "O depepanbHom GrompkeTe Ha 2010 rog n Ha nnaHoBeii nepuog 2011 1 2012 rogos” Ha
2011 rog.

(vacTb 3.6 BBegeHa deanepanbHbiM 3akoHOM OT 11.10.2010 N 271-03)

3.7. MNMocne 1 mapta 2011 roga He [onyckarTcs NPoOM3BOACTBO M BBO3 B Poccunckyto depepaumto
nekapCTBEHHbLIX NpenapaToB B yNakoBKax C MapKUPOBKOM, KoTopas Obina HaHeceHa OO LOHSA BCTYMMEHUS B CUMY
HacTosdLwero ®efepansHOro 3akoHa. 1o ncTteyeHUn ykaszaHHOro cpoka AaHHble NeKkapCcTBeHHble npenapaTbl MoryT
OTNycKaTbCH, peanu3oBbiBaTbCH, NepeaaBaTbCs U NMPUMEHSTLCA 4O UCTEYEHUS UX CPOKa rOOHOCTU.

(B peq. PegepanbHbix 3akoHOB OT 29.11.2010 N 313-93, o1 06.12.2011 N 409-$3)

4. Co gHs BCTynnenns B cuny Hactoswero ®epepanbHoro 3akoHa v no 30 anpensa 2011 roga BKNOYMTENBHO
OOMNycKkaeTcsl MNpOBedeHMEe 3KCMePTU3bl JIEKAPCTBEHHBLIX CPeacTB 3KCNepTamMu 3SKCMEPTHOro ydpexaeHust [0
NPOXOXOEHNs UMW  aTTecTauuMnm B MOPSAKe, YCTAHOBNIEHHOM YMOMHOMOYEHHBIM (hefepanbHbiM - OpraHom
WCMOMHUTENBHOWN BNacTu.

5. Co pgHa BCTynneHus B cuny HacToswero ®epgepanbHoro 3akoHa u no 31 pgekabpsa 2013 ropga
BKIMIOYUTENBHO OCYLLECTBIISAETCS Nepexos K NpoM3BOACTBY NEKApCTBEHHbIX CPeACTB B COOTBETCTBUM C NpaBuiaMu
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opraHm3aumm Npou3BOACTBA U KOHTPOSS KavyecTBa JIeKapCTBEHHbIX CPeACTB, ykasdaHHbIMM B YacTu 1 ctatbu 45
HacTosiero PenepanbHOro 3akoHa, B nofiHoM obbeme. Cpoku nepexoda Npon3BOACTBa NIEKAPCTBEHHbLIX CPEACTB
K MX NMPOM3BOACTBY B COOTBETCTBUM C KOHKPETHLIMU TpeboBaHWAMM OaHHbLIX MPaBWI, BKITOYas CPOKU aTTecTaumm
YMONTHOMOYEHHbIX UL, YKa3aHHbIX B YacTax 6 u 7 cratbm 45 Hactoswero PenepanbHOro 3akoHa,
ycTaHasnumeatotca NpaButenbctBom Poccuickon ®egepauun.

6. JlMueH3nn Ha NpoM3BOACTBO NEKAPCTBEHHbIX CPeAcTB, BblaaHHble Ao 1 sHeaps 2014 roga, 4enCTBYHOT
nocne 1 auBapsa 2014 roga 4O NCTEYEHUSA Cpoka UX AEUCTBUS NPU YCrOBUM COOTBETCTBUS NULEH3naTa npasunam
opraHusaumM Npov3BOACTBA W KOHTPOMS KayecTBa NeKapCTBEHHbIX CPeACTB, ykasdaHHbIM B 4yactu 1 crtatbu 45
HacTodwero ®PenepanbHOro 3akoHa.

7. dopmupoBaHMe TOCYOapCTBEHHOrO 3afdaHus Ha MNpOBEAEHUE 3SKCNepTM3bl JIEKAPCTBEHHbIX CPEACTB
denepanbHOMY rocyaapCTBEHHOMY OHOIKETHOMY YYPEXAEHWI0 MO NPOBEOEHUI0 JKCMNEepPTU3bl NEeKapCTBEHHbIX
cpeacTB U (bmHaHCOBOe obecneyeHmne BbINOMHEHNS 3TOro 3afaHns OCYLLECTBNATCA B NOpsake, YyCTaHOBNEHHOM
depnepanbHbiM 3akoHOM OT 12 gHBaps 1996 roga N 7-03 "O HekoMMepyeckux opraHmnsaumax”.

(vacTb 7 BBegeHa PegepanbHbiv 3akoHOM OT 29.11.2010 N 313-$3)

Mpe3ungeHT
Poccuitckon denepaumm
O.MEOBELOEB
Mocksa, Kpemrnb

12 anpens 2010 roga
N 61-®3
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