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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

12 anpena 2010 roga N 61-03

POCCUNCKAA ®EOEPALINA
®EQEPANbHBbIA 3AKOH
Ob OBPALLEHUM NEKAPCTBEHHbIX CPEACTB

MpuHat
NocypnapcteeHHoM [dymowm
24 mapta 2010 roga

OpobpeH
CoBeTom degepaunmn
31 mapTta 2010 roga

CnncoK N3MEHSLWNX JOKYMEHTOB
(B pea. PenepanbHbix 3akoHOB oT 27.07.2010 N 192-93,
oT 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93,
oT 25.06.2012 N 93-®3, o1 25.12.2012 N 262-93, o1 02.07.2013 N_185-03,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-93, o1 22.10.2014 N 313-93,
oT 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N _34-®3,
o1 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-®3,
ot 13.07.2015 N 262-®3, o1 14.12.2015 N 374-®3, o1 29.12.2015 N _389-93,
o1 02.06.2016 N 163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N _305-93,
o1 03.07.2016 N _350-®3, ot 29.07.2017 N 242-®3, ot 29.07.2017 N 278-®3,
oT 28.12.2017 N 425-®3 (pea. 27.12.2019), o1 04.06.2018 N _140-93,
o1 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N _134-®3,
oT 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, ot 27.12.2019 N 462-93,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, o1 27.12.2019 N 481-93,
oT 26.03.2020 N 67-93, ot 01.04.2020 N 98-®3, ot 03.04.2020 N 105-93,
o1 13.07.2020 N 206-®3, ot 08.12.2020 N 429-®3, ot 22.12.2020 N 444-93,
o1 11.06.2021 N 170-®3, ot 08.03.2022 N 46-P3, o1 26.03.2022 N 64-D3)

Mnaea 1. OBLUME NONOXEHUA
CraTtba 1. MpeameT perynupoBaHus HacTosilwero ®efepanbHOro 3akoHa

1. Hactoswun depepanbHbIi 3aKOH perynvpyeT OTHOLUEHUS, BO3HMKaloWwue B CBSA3M C obpalleHuem -
pa3paboTkon,  OOKMMHUYECKUMU  UCCMNEAOBaHUAMM,  KINUHUYECKUMM  UCCNEeOOoBaHMAMM,  SKCMEePTU3OW,
rocyaapCTBEHHOW perucrtpaumen, C€O CTaHgapTM3auvMen W C  KOHTPOMEeM KadecTBa, MNPOW3BOACTBOM,
N3roToBMEHNEM, XpaHeHWeMm, MnepeBOo3kor, BBO3OM B Poccunckyto ®epepauuio, BblBO3OM K3 Poccuinckomn
depnepaummn, peknamomn, OTNYCKOM, peanusauuen, nepegaden, NpUMEHEHUEM, YHUUTOXEHUEM feKapCTBEHHbIX
cpencTs.

(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

2. Hactoawmin ®epepanbHblii 3akOH yCTaHaBNMBAET MPUOPUTET rOCYAApPCTBEHHOIO pPeEryrnMpoBaHus
6e30nacHoCTH, kavecTBa U 3PDEKTUBHOCTUN NIEKAPCTBEHHbIX CPEACTB NpU NX obpaLLeHnN.
(B peq. PenepanbHoro gakoHa ot 25.06.2012 N 93-03)

Crtatbs 2. Chepa npumeHeHus HacTosiwero denepanbHOro 3akoHa

Hactoswun ®epepanbHbii 3aKOH MPUMEHSIETCA K OTHOLUEHMSIM, BO3HMKaKOLWMM npu  obpalieHmm
neKkapCcTBEHHbIX CPeacTB Ha Tepputopun Poccunckon degepaumm.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Cratbsa 3. 3akoHogaTenbCTBO 06 0OpaLleHMn NeKapCTBEeHHbIX CPeacTB

1. 3akoHogaTtenbcTBO 06 ObGpalleHMn neKkapCTBEHHbLIX CPEeACTB COCTOUT U3 HacToswero depepanbHoOro
3aKkoHa, apyrmx dpegepanbHbIX 3aKOHOB U MHbIX HOPMaTUBHbIX MPaBOBLIX akToB Poccuickon deaepaumm.

1.1. 3akoHogatenbcTBo 006 oOOpalleHUM NeKapCTBEHHbIX CPeACTB B OTHOLUEHUW HOPUOWMYECKUX UL U
MHOVBMAYanbHbIX NpegnpuHMMaTesnie, OCYLLECTBASIOWNX OeATENbHOCTb Ha TepputopunM MeXayHapOoAHOro
MEeOMLMHCKOro Krnactepa, NpUMeHsIeTcs C y4eTOM OCOBEHHOCTEN, YCTaHOBMEHHbIX PenepanbHbiM 3akoHoM "O
MEXOYHapOAHOM MEAULMHCKOM KnacTepe U BHECEHUUM W3MEHEHWUA B OTAENbHbIE 3aKkoHoAATeNbHble akTbl
Poccuiickon depeparmmn”.

(vacTb 1.1 BBegeHa depepanbHbIM 3akoHoM OT 29.06.2015 N 160-3)

2. [Henctene Hactosiwero PepnepanbHOro 3akoHa pacnpocTpaHseTcss Ha obpalleHue HapKOTUYECKUX
JleKapCTBEeHHbIX CpeaCTB U NCUXOTPOMHbIX NeKapCTBEeHHbIX CpencTtB C y4eToOM OCOﬁeHHOCTeVI, YCTaHOBJIEHHbIX
3akoHogatenbcTtBoM Poccuiickon ®epgepaumm 0 HAPKOTUYECKNX CPedcTBaxX, NCUXOTPOMHbLIX BellecTBax n 06 nx
npekypcopax.

3. [HewnctBne  Hactodwero  degepanbHOro  3aKkoHa  pacnpocTpaHAeTcs Ha  oOpalleHne
paguodapmaueBTMYECKNX  JIEKAPCTBEHHbIX  CPEACTB C  yyeTom ocobeHHocTeN, YCTaHOBIIEHHbIX
3akoHodaTenbcTBoM Poccuiickon ®enepaunm B obnactu obecnedeHnsi pagmaLnmoHHon 6e3onacHocTy.

4. Ecnn mexayHapogHbiM goroBopoM Poccunckon degepaumm yCTaHOBMEHbI MHblIE MpaBunia, Yem Te,
KOTOpble npeaycMoTpeHbl HacToALMM dJe.qepaanuM 3aKOHOM, TMPUMEHAITCA npaBuila MexayHapoaHoro

aoroesopa.

4.1. PelleHna mexrocyapCTBEHHbLIX OPraHoB, MPUHATBHIE HA OCHOBaHWUW MOMOXEHUA MeXOAYHapOaHbIX
poroBopoB Poccunckon ®degepaumm B UX UCTONKOBaHUM, npoTuBopevawem KoHctutyummn Poccuiickon
depepaummn, He nognexaTr wucnonHeHuto B Poccunckon Pepepauuun. Takoe npoTMBopevMe MOXeT ObiTb
YCTaHOBMEHO B Nopsaake, onpeaeneHHoM defeparnbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHoM OT 08.12.2020 N 429-03)

5. B Poccuinckon ®enepauum B COOTBETCTBUM C MeXAYHapoaHbIMK goroBopamn Poccuiickon degepaumm um
(VIJ'II/I) Ha OCHOBe npuHUKUna B3aUMMHOCTU NPU3HAKTCA pe3yrbTaTbl KIMMHUYECKNX I/ICCJ'Ie,D,OBaHI/IVI J1eKapCTBEHHbIX
npenapatoB Ans MEeOUUMHCKOTO MNPUMEHEHWUs, NPOBEedEHHbIX 3a npegenamum TeppuTopun Poccuinckon
depepauuu.

CrtaTtbs 4. OCHOBHbIE NOHATHSA, ncnornb3yemMblie B HacTosLleM CDe.qepaanOM 3aKOHe
[ns uenen HacTosiwero CDe,qepaanoro 3akOHa UCNoJ1b3yKTCA creayrwmne OCHOBHbIE NOHATUA:

1) nekapcTBeHHble CpefAcTBa - BELlecTBa WM UX KOMOGMHALUWMW, BCTynalolMe B KOHTaKT C OpraHW3MOM
YyeroBeKa UIU XUBOTHOTO, MPOHUKaIOLWME B OpraHbl, TKAHW OpraHu3ma YerioBeka UI XUBOTHOTO, NPUMEHseMble
ONs NpoUnakTUKX, OUArHOCTUKU (3a WCKIIOYEHMEM BELECTB UMM UX KOMOUHaLUWA, He KOHTAKTUPYIOLLIMX C
OpraHM3MoM YeroBeKa WMW >KMBOTHOrMO), nedeHus 3abonesaHus, peabunutauun, AONA  COXPaHeHus,
NpeaoTBpaLLeHUs UNK NpepbIBaHNs GepeMeHHOCTU 1 NoMyYeHHbIe U3 KPOBU, Nasmbl KPOBU, U3 OPraHoB, TKaAHEN
opraHM3ma u4ernoBeka WMU >KUBOTHOrO, PAacTeHWl, MUHeparoB MeTodaMu CUHTEe3a WM C MPUMEHEHMEM
Guonoruyecknx TexHonorvi. K nekapcTBeHHbIM CpeAcTBaM OTHOCATCA dpapmaueBTMyeckue cybcTaHumn u
nekapcTBeHHble Npenaparsl;

2) dapmaueBTMyeckas cybCcTaHUMs - fekapCTBEHHOe CpeAcTBO B BMAE OOHOMO MM HECKOSbKMX
obnagatowmux ¢apmMakonorMyeckon akTUBHOCTbIO [AEWCTBYIOLUMX BELLECTB BHE 3aBMCMMOCTM OT NpYpOAabl
NPOUCXOXAEHNS, KOTOPOe MnpefHa3Ha4yeHo Ansi NpPOM3BOACTBA, W3rOTOBMEHUSI NEKAPCTBEHHbIX NPEnapaToB M
onpeaensieT ux adPeKTUBHOCTD;

(n. 2 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) BCrnomMoraTternbHble BelleCTBa - BelleCTBa HeOpraHM4yeckoro Wuiim OpraHmn4yecKkoro npoucxoxgeHud,
ncnonb3dyemble B npouecce npom3BoacTBa, M3roToOBIIEHUA JeKapCTBEHHbIX npenapatoB And npuaaHuva UM
HeobxoaMMbIX (bVI3VIKO-XI/|MVI‘-IeCKI/|X CBOWCTB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4) nekapcTBEHHbIE Mpenaparhbl - JIeKapCTBEHHbIE CPeACTBa B BUAE JIEKAPCTBEHHbLIX hOPM, NPUMEHsSIEMbIe
AN NpoUNakTUKKU, ANarHoCTUKKM, NedveHns 3abonesaHus, peabunutaummn, 4ns CoOXpaHeHus, NpeaoTBpaLleHus
UNKn npepblBaHWs 6GepeMeHHOCTY;

5) nekapctBeHHasi hopMa - COCTOSIHWE JleKapCTBEHHOro Mpenaparta, COOTBETCTBYlOLlee crnocobam ero
BBeZIeHNs 1 NpUMeHeHNs 1 obecneymnBatollee JOCTMKeHe Heobxoaumoro nedyeGHoro acpdekTa;

5.1) po3upoBKa - cofepXaHue OAHOro WM HECKOSbKUX [OENCTBYIOLWNX BELLECTB B KOMUYECTBEHHOM
BbIP@XEHUN HA eaunHMUY A03bl, NN eanHuLy obbema, v eavHULY Maccbl B COOTBETCTBMU C JIEKAPCTBEHHOM
dopmon NMBo ANt HEKOTOPbLIX BUAOB NEKAPCTBEHHbIX (POPM KONMYECTBO BbICBODOXAAEMOro M3 NeKapCTBEHHOMN
dopMbl AENCTBYIOLLLETO BELLECTBA 3a e4MHULY BPEMEHMU;

(n. 5.1 BBegeH dPegepanbHbIM 3akoHOM 0T 22.12.2014 N 429-03)

6) nepeyeHb XXU3HEHHO HEOBXOOMMBbIX WM BaXKHEMLIUX JIEeKapCTBEHHbIX MpenapaTtoB - YTBEPXOAAEeMbI
MpaButenbctBom Poccunckon ®depgepauny MepeyeHb NEeKapCTBEHHbIX MNpenapatoB ANd  MeOMUMHCKOro
nNpuMMeHeHus1, obecneuynBaloMX NPUOPUTETHbIE MOTPEOHOCTM 3OpPaBOOXPaHEHWs B LENAX Mpounaktukm u
neyeHuns 3abonesaHuin, B TOM Yncrie npeobnagarolwmx B CTpykType 3abonesaemoctu B Poccuiickon ®epepauuu;
(B pea. PegepanbHoro gakoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble rnekapcTBeHHble MpenapaTtbl - feKapCTBEHHble npenapaTtbl, npeaHa3HavYeHHble
NCKIMIOYUTENBHO ANS ANArHOCTMKM UMW NaTOreHeTUYECcKoro neyeHus (NeyYeHusi, HanpaBfeHHOro Ha MexaHu3Mm
pa3BuTus 3aboneBaHus) peakux (opdaHHbix) 3abonesaHunn;

(n. 6.1 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

6.2) buonornyeckne nekapcTBEHHbIE MpenapaTthbl - JIeKapCTBEHHbIE NMpenaparbl, 4eNCTBYOLLEE BELLECTBO
KOTOpPbIX NPON3BEAEHO UIM BbIOAENEHO N3 BMOMOrMYeckoro NCTOYHUKA M ANs onpedernieHns CBOMCTB U KadyecTBa
KOTOpbIX Heobxoauma KOMOMHaUUS OMOMOrM4ecknx u U3NKO-XMMUYECKMX MeTogdoB. K  Guonornveckum
NeKapcTBEHHbIM MpenapaTtam OTHOCATCA MMMYHOOMOMOrMyeckne nekapCcTBeHHble npenaparbl, NeKkapCTBEHHbIE
npenapaTbl, NONyYeHHbIE N3 KPOBU, NMNa3Mbl KPOBU YENOBEKA U XMBOTHLIX (3@ WCKMIOYEHMEM LEeNbHOW KPOBMU),
OMOTEXHONOMMYECKME NekapCTBEHHbIE NpenapaTbl, reHoTepaneBTUYEeCKNe NekapCTBEHHbIE Npenaparhl;

(n. 6.2 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

7) nmmyHobronornyeckne nekapcTBeHHble npenaparbl - fiekapCTBeHHble npenapartbl, NpeAHa3HayYeHHble
Anst GOpMMPOBaHUSA aKTMBHOIO UMW MacCMBHOIO MMMyHUTETa NGO OAMArHOCTUKU HanMymMs UMMYHUTETa Wnu
ANarHoCTUKN crneumndunyeckoro NpmobpeTeHHOro N3MeHeHUs MMMYHOSIOrMYECKOro OTBeTa Ha anneprusmpyoLimne
BewlecTtBa. K nMmyHoBMoONormyeckum nekapcTBeHHbIM npenapatamMm OTHOCSATCHA BaKUMHbI, aHATOKCUHbI, TOKCUHbI,
CbIBOPOTKN, MIMMYHOIMOBYNNHBI 1 anneprexsbl;
(n. 7 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

7.1) GnoTexHoMnorM4yeckne IeKapCcTBEHHbIE MpenapaTbl - JleKapCTBEHHble MpenapaTbl, MPOU3BOACTBO
KOTOPbIX OCYLLECTBMASAETCA C WCMONb30BaHMEM OMOTEXHOMOrMYECKMX MNPOLLECCOB M MeTodoB (B TOM 4ucne
OHK-pekoMOMHAHTHOW  TEXHOSMOrMKU,  TEXHOMOIMM  KOHTPONMMPYEMOM  SKCMPECCUM  TEHOB,  KOOUPYHLUX
Ouronormyeckn akTuBHble 6eNKkM B NpokapmoTax U aykapuoTax, BKMYas N3MEHEHHbIE KNETKU MIIEKonuTakoLwmx),
rmbpuaomMHOro metToda M MmeToda MOHOKMOHAMbHbIX aHTUTEST;

(n. 7.1 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7.2) reHoTepaneBTUYECKME NIEKAPCTBEHHbIE NpenapaTthl - JIeKapCTBEHHbIE NpenapaTbl, dapMaLleBTU4eckas
CybCTaHUUA KOTOpPbIX SIBNSETCA PEKOMOWHAHTHOM  HYKIIEMHOBOW  KUCMOTOM WM BKMOYaeT B cebs
PEKOMOUHAHTHYIO HYKITEMHOBYIO KMUCMOTY, MO3BOMAIOLLYI0 OCYLLECTBAATbL perynMpoBaHue, penapaumio, 3aMeHy,
nobaenexHve unu yaaneHme reHeTMYecKon nocrneaoBaTenbHOCTY;

(n. 7.2 BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) HapKkoTuuyeckue neKkapCTBEHHble CpeacTBa - IleKapCTBEHHble npenapatbl M dapmMaleBTUYeckue
cybCcTaHuuK, cogepalime HapKOTMYECKMe CpeacTBa M BKIOYEHHble B [lepeyeHb HapKOTMYECKUX CPeacTs,
NCUXOTPOMHbIX BELLECTB U X NPEKYPCOPOB, noanexalimnx KoHTponto B Poccuickon ®enepauun, B COOTBETCTBUM
C 3akoHogaTenbcTBOM Poccuiickon ®epepauun, MexayHapoaHeiMy aorosopamu Poccuiickon denepaumm, B TOM
yncne EgmHon koHBeHLMEN O HapkoTuyecknx cpeacteax 1961 roga;

9) NCUXOTPOMHbIE NEKAPCTBEHHbIE CPEACTBA - JIEKAPCTBEHHblE npenapatbl M  dapMaueBTUYECKNE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

cybcTaHuun, copepkalime MNCUXOTPOMHbIE BELLECTBA WM BKIOYEHHble B [lepeyeHb HAPKOTUYECKUX CpenacTs,
MCUXOTPOMHBIX BELLECTB U UX NPEKYPCOPOB, Noanexaimx KoHTponto B Poccunckon degepaumm, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccuiickon ®epepaunn, MexayHapogHbeiMy gorosopamu Poccuiickon degepaumm, B TOM
yncrne KoHBeHuUMen 0 NCMXOTPONHbIX Bewectsax 1971 roaa;

10) pagnodapMaLleBTUHECKNE NEKAPCTBEHHbIE CPEACTBA - NIEKAPCTBEHHbIE CPEACTBA, KOTOPbIE coaepKaT
B rOTOBOM ANsi UCMONb3oBaHMs hopMe OOWH PaaMOHYKNMG WM HECKONbKO PagavoHYKNUAOB (PagMoaKTUBHbIX
N30TOMoB);

10.1) opuruHanbHbIN NEeKapCTBEHHbLIN NpenapaTt - NeKapCTBEHHbIM npenapaT C HOBbIM [EeNCTBYHOLLUM
BELLECTBOM, KOTOPbIA NEPBbIM 3aperncTpupoBaH B Poccuiickon degepauny UM B UHOCTPaHHBLIX rocygapcTBax
Ha OCHOBaHWM pe3ynbTaToB [OOKMMHUYECKMX WCCNEOOBaHUN FEKAapCTBEHHbIX CPEeACTB U KITMHUYECKMX
nccrnegoBaHui NekapCTBEHHbIX NpenapaToB, NOATBEPXKAAIOLWMX €ro Ka4ecTBo, 3PHEKTUBHOCTE U 6E30NaCHOCTb;
(n. 10.1 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHbIN nekapCTBEHHbIN NpenapaT - NekapCTBEHHbIW npenapaTt, KOTOpbI ucnonb3yetca Ans
OUEHKM OWO3KBUBANEHTHOCTU WNM  TEpPANeBTUYECKONW SKBMBANEHTHOCTW, KadvecTBa, 9(PdEKTUBHOCTU W
©e30nacHOCTU  BOCMPOWM3BELAEHHOIO JEKApCTBEHHOro npenapata wunn OGuoaHanorosoro (6uonogoOHoro)
nekapcTBeHHOro npenapata (buwoaHanora). B kauyecTBe pedepeHTHOro nekapCcTBEeHHOro mnpenapaTta Ans
MEeOULMHCKOTO NMPUMEHEHUS UCMONb3YeTCst OPUrMHAINbHbIA NEKAPCTBEHHIN NpenapaT nMbo, ecnu opurMHanbHbIN
NekapCTBEHHbIV NpenapaT He 3aperMcTpupoBaH UM He HaxoguTtcst B obopoTe B Poccuiickon degepaumm u He
HaxoauTca B oOOpoTe B MHOCTPaHHbIX FOCYyAapcTBax, BOCMPOM3BEAEHHBLIN IEKAPCTBEHHbIM NpenapaTt unu
BGuroaHanoroBbIvi (6MONOAOGHLIN) NTEKAaPCTBEHHBIN Npenapar (6ruoaHarnor), KOTopbI NepBbIM 3apErMCTPUPOBAH U3
yncna Haxogswmxca B obopote B Poccuiickon Pepepaunn, OGMOIKBMBANEHTHOCTb WM TepaneBTUYeckas
3KBMBANEHTHOCTb, KayecTBO, 3(eKTUBHOCTE U 6e30MacHOCTb KOTOPOro OLEHMBANMCb MO OTHOLUEHUO K
OpUrMHaNBLHOMY NEKapCTBEHHOMY MpenapaTty, a Takke KayecTBo, 3(peKkTUBHOCTbL M 6e30MacHOCTb KOTOPOro
noaTBepXOalTCsa pesynbTaTamu dapmakoHaasopa M NPOBEPOK COOTBETCTBUS FEeKapCTBEHHbIX CPeAcCTB,
HaxoAsIMXCA B TpaXgaHCKOM 00opoTe, YCTaHOBMEHHbIM TpeboBaHWsIM K WX kadvecTBy. B kauvecTtBe
pedepeHTHOro NIeKapCTBEHHOro npenapaTta Ans BETEPUMHAPHOrO NMPUMEHEHUS] UCMOMb3yeTCs JNEKapCTBEHHbIN
npenapaT ANsa BETEPUHAPHOro MPUMEHEHUs, 3aperncTpupoBaHHbii B Poccuiickon degepaumm Ha OCHOBaHWUM
pe3ynbTaToB AOKMMHUYECKUX WUCCNEeaOBaHWMM JIEKAPCTBEHHbIX CPeaCTB M KIMHUYECKUX  UCCnenoBaHuii
NeKapCTBEHHbIX NpenapaToB, NOATBEPKAAIOLMNX €ro Ka4ecTBo, 3ahPEeKTUBHOCTbL U 6E30MaCHOCTb;

(n. 11 B pea. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12) BOCMpPOM3BEAEHHbI IEKAPCTBEHHbIN Mpenapart - JeKapCTBEHHbI Mpenapat Ansa MeauLUMHCKOro
NPUMEHEHUs, KOTOPbIN MMEET OSKBMBANEHTHbIN pedepeHTHOMY NneKkapCTBEHHOMY npenapaTy KavyeCTBEHHbIN
COCTaB M KONMMYECTBEHHbLIV COCTaB AENCTBYIOLMUX BELLECTB B 3KBMBANEHTHOW NekapcTBeHHow dopme, nubo
nekapCTBEHHbIN npenapart Ans BEeTePUHAPHOro MPUMEHEHUS, KOTOPbIM UMEET Takue Xe, YTO U pedepeHTHbIN
nekapCTBEHHbIN Npenapar, Ka4eCTBEHHbLIN COCTaB U KONUYECTBEHHBIN COCTaB OENCTBYIOLLMX BELLECTB B TaKOM Xe
nekapcTBeHHow  copme, OMO3IKBMBANEHTHOCTb  WMAM  TepaneBTUYECKask  3KBMBANEHTHOCTb  KOTOPbIX
COOTBETCTBYIOWIEMY pedepeHTHOMY JlekapCTBEHHOMY npenapaTty MOATBEPXAeHa COOTBETCTBYIOLLMMU
nccrnegoBaHUsaMK;

(n. 12 B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTU4Yeckass SKBMBASIEHTHOCTb JIEKAPCTBEHHbIX MpenapaTtoB - OOCTWXKEHWE KIMHUYECKU
COMOCTaBUMbIX TepaneBTU4eckoro adpdpekta u nokasatenen adhpekTMBHOCTN 1 ©6e30NacHOCTU NpU MPUMEHEHUN
NEKApPCTBEHHbIX MNpenapaTtoB AN MEAUUMHCKOrO  MPUMEHEHUs, MMEKLWMX OOHO  MeXZyHapogHoe
HenaTeHToBaHHOE (MU XMMWYECKoe, UMW rPYNNUPOBOYHOE) HAMMEHOBAHUE, B IKBMBANEHTHbIX A03MPOBKax Mo
OOHUM W TEM >Xe MOoKasaHWsaM K MPUMEHEHUIO U NPU OOUHAKOBOM crnocobe BBELEHWUS Y OQHOW M TOW e rpynnbl
OOIbHbIX;

(n. 12.1 B peq. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6wuoaHanorosbin (6uonogobHLIN) nekapCTBeHHbIM npenapaT (bwoaHanor) - 6Guonornyeckun
neKkapCTBEHHbIN Npenapar, CXOXMUI No napameTpam kavyecTBa, 3dopeKTMBHOCTM 1 6e30nacHOCTU C peddepeHTHbIM
Buonornyeckum nekapcTBeHHbIM MpenapaToM B TakoW e feKapCTBEHHOW (opMe U UMELUA MAEHTUYHbIN
cnocob BBeaeHwus;

(n. 12.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.3) B3anmo3ameHsieMblli NEeKapCTBEHHbIM Mpenapat - JeKapCTBEHHbIW npenapaT C [oKa3aHHOW
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

TepaneBTUYECKON IKBMBANIEHTHOCTbLIO UNN BMOSKBUBANEHTHOCTBIO B OTHOLLEHUW pedepeHTHOro fieKapcTBEHHOro
npenapara, VMEeILLMA SKBUBANEHTHbIE €My KayeCTBEHHbI COCTaB W KONMUYECTBEHHbIN COCTaB AEWCTBYOLLMX
BeLLleCTB, COCTaB BCMOMOraTerbHbIX BELWECTB, flekapCTBEeHHYI0 (hopMy 1 cnocob BBeAEHWS;

(n. 12.3 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

12.4) GWMO3KBMBANEHTHOCTb JIEKAPCTBEHHLIX MpenapaTtoB - LOCTWXKEHME COMOCTaBUMbLIX MoKasaTernen
CKOPOCTM BCACbIBaHWSA, CTEMEHN MOCTYNIIEHNS K MECTY AEWCTBUSA U CKOPOCTU BbIBEAEHUS OAHOIO UM HECKOSBbKMX
obnagawowmx dapmMakosiormiyeckon akTUBHOCTbIO OENCTBYIOLLUMX BELECTB NPU MPUMEHEHUN JEKapCTBEHHbIX
npenapaToB Ans MEAMUMHCKOrO MNPUMEHEHUS, UMEKLWMX OAHO MEeXAyHapOoAHOe HenaTeHToBaHHOE (Mnun
XUMUYECKOE, UMK rPYyNnNMpOBOYHOE) HaMEHOBAHNE, B SKBUBANEHTHbIX JO3UPOBKaX U Npyu OAMHAKOBOM crnocobe
BBEOEHUS;

(n. 12.4 BBegeH ®enepanbHbiM 3aKoHOM OT 27.12.2019 N 475-03)

13) nekapcTBeHHOE pacCTUTENbHOE Cbipbe - CBEXWE WU BbICYLLUEHHbIE pacTeHuss nnbo mx vacTw,
ucnonb3yemble AN NPOM3BOACTBA  JIEKAPCTBEHHLIX  CPeACTB  OpraHuMsauusiMm - Npou3BOOUTENSIMM
NeKapCTBEHHbIX CPeACTB WU U3rOTOBIIEHWUSI JIEKApPCTBEHHbIX MpenapaTtoB anTe4YHbIMM  OpraHu3aumsmu,
BETEPUHAPHbLIMW anTEYHLIMU OpraHU3auMaMNU, UHAMBMAYANbHBEIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NULLEH3MNIO
Ha hapmaLeBTUYECKYIO AESTENBbHOCT;

14) nekapcTBEHHbIN pacTUTENbHbLIN nNpenapat - neKapCTBEHHbIV npenapaT, MNpPOU3BEeAEHHbIN Unu
N3roTOBMEHHBIN U3 OQHOrO BMAA NEKapCTBEHHOIO PacTUTENBHOIO ChiPbs UM HECKOSMBbKMX BUAOB TAKOro Chipbs U
peanuayembiii B pacacoBaHHOM BUAe BO BTOPUYHOM (MOTPEOUTENBCKON) YNaKOBKE;

15) romeonaTMyecKkuMn fekapCTBEHHbIN npenapaTt - NEeKapCTBEHHbIN npenapart, Npou3BedeHHbIn unu
N3roTOBMEHHbIN M3 hbapmaueBTUYeCcKoW cybCcTaHuMM unn dapmMaueBTUYeCckux CyGCTaHuMi B COOTBETCTBUM C
TpeboBaHuAMN OOLWMX hapmakonerHbix cTaTeld K romMeonaTUYecKMM NeKkapCTBEHHbIM MpenaparaMm wunuv B
COOTBETCTBUU C TpeboBaHMAMN hapMakoneun CTpaHbl NPOM3BOANTENS TAKOro NIekapCTBEHHOro npenapara;

(n. 15 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

16) mexagyHapoaHoe HenaTeHTOBaHHOE HauMeHOBaHMEe IeKapCTBEHHOro cpeactBa - HauMeHoBaHWe
OeVCTBYIOLLEro BellecTBa papmaueBTUYeckon cybcTaHuumn, pekoMeHgoBaHHOoe BcemupHow opraHv3aumen
3paBOOXpaHeHus:;

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

17) ToproBoe HaMMeHOBaHWE IEeKapCTBEHHOrO CpPeAcTBa - HauMeHOBaHWEe NeKapCTBEHHOIO CPeAcTBa,
NMPUCBOEHHOE €ero paspaboTyvMkom, fgepXxaTtenem WnvM BragenbleM pPermcTpauyMoHHOro  YAOCTOBEPEHWS
nekapcTBEHHOro npenapaTa;

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

17.1) rpynnupoBOYHOE HaMMeEHOBaHME FeKapCTBEHHOro npenapata - HavMMeHOBaHWe feKkapCTBEHHOro
npenapara, He WMEIOWEero MeXAyHapoOoHOro HenaTeHTOBaHHOMO  HauMMEHOBaHWs, Wnu  KOMOMHauum
neKapCTBEHHbIX NpenapaToB, UCMONb3yeMoe B Lensax obbeanHeHus UX B rpynny nog eavHbiM HauMeHOBaHWeM
NCX0as 13 OAMHAKOBOrO COCTaBa AENCTBYIOLUMNX BELLECTB;

(n. 17.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

18) obwas dapmakonenHasi ctatbs - [OKYMEHT, YTBEPXOEHHLIA YMNOMHOMOYEHHbIM dedepanbHbIM
OpraHoM WCMOSTHUTENbHOM BNacTu N CoAepXalluii nepeyeHb nokasartenen kavyectsa u (MNn) METOLOB KOHTPONSA
KayecTBa KOHKPETHOW FeKapCTBEHHOW ((pOpMbl, NEKapCTBEHHOrO PaCTUTENBHOTNO  Cbipbs,  OMNUCAHUSA
OMOnorMyecknx, BOUOXMMUYECKUX, MUKPOOMONOrMYECKUX, (UNKO-XUMUYECKUX, (UBNYECKUX, XUMUYECKUX W
OpyrMx MeTOodOB aHanv3a IeKkapCTBEHHONO CpPeAcTBa, a Takke TpeboBaHMA K UCNOMb3yeMbliM B LEnax
NpoBeLEeHNA JaHHOro aHanm3a peaktmsam, TUTPOBaAHHBIM pacTBOpaM, MHAMKaATOpaMm;

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

19) dhapmakonenHas cTaTtbsl - AOKYMEHT, YTBEPXKAEHHbIN YMOJIHOMOYEHHbIM doegeparnbHbiM OpraHoM
WCNOSNTHUTENBHOM BRacTM U COAEPXaLUU nepeyeHb MnokaslaTenem KayecTBa U METOAOB KOHTPOSSA KayecTBa
NeKapcTBEHHOro CPeAcCTBa;

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

19.1) craHgapTHble 00pasubl - BellecTBa, MOCPEACTBOM CpaBHEHMSI C KOTOPbIMW OCYLLECTBISeTCS
KOHTPOMb KayecTBa MCCreayeMblX NekapCTBEHHbIX CPEACTB C MOMOLLBbI0 (U3UKO-XUMUYECKUX U BUONOrMYEeCcKnX

www.consultant.ru CrpaHuua 513 110
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9ADB93CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD7DE8F3047B0C2A8DB0828BFFA213FCBB48B484A9AD892CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9ADA9ACFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9ADA98CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9ADA99CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9ADA9ECFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9ADA9CCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9ADA9DCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MEeToOOB B LUensdAx MOATBEPXAEHWs COOTBETCTBUS feKapCTBEHHbIX CPeacTB TpeboBaHMAM HOpMaTUMBHOW
AOKyMeHTaUmMW, YCTaHOBIEHHbIM MPU OCYLLECTBMNEHNM roCy4apCTBEHHON perncTpauum, 1 KOTopble NPYMEHSsIIoTCS
Ans KanvbpoBKM CTaHAAPTHbIX 00pasuoB NPOM3BOAWTENS feKapCTBEHHbIX CPeacTB, MCMOMb3yemblX Afs
KOHTPOMs KayecTBa M MHbIX Lenen npu obpalleHmm nekapcTBEHHbIX CPeAcCTB;

(n. 19.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19.2) chapmakonenHbin cTaHAapTHbIN obpaseL - cTaHaapTHbIN obpa3el, NPpon3BedeHHbIV B COOTBETCTBUN C
drapmakonenHom cTaTben;
(n. 19.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20) HOpMaTMBHaA OOKyMeHTauuA - OOKYMEHT, cop,epmau.l,mﬁ nepeyvyeHb onpenendemMbiX Nno pesyrbTaTtamMm
COOTBETCTBYHOLLMX  3KCNepTus nokasatenenm kayecTtBa JNIeKapCTBeHHOro cpeacrtea And MeaguuuHCKoro
NPpUMEHEeHNdA, MeToaoB KOHTPOJIA ero kayecrtsa 1 yCTaHOBJ'IeHHbIVI ero nponssogutenem,

21) HOPMaTMBHbIN [OOKYMEHT - [OOKYMEHT, coAepxalluii nepedeHb onpedensieMblXx MO pesynbTatam
COOTBETCTBYHOLLUX IKCMEepTU3 MNokasaTenei kadectsa UM (MnM) METOOOB KOHTPONS KadyecTBa IeKapCTBEHHOA
opMbl, onucaHns BMONOrMYecKkUx, BUOXUMUYECKMX, MUKPOBMOMOTMYECKUX, (U3UKO-XUMUYECKNX, (PU3NYECKUX,
XVIMUYECKMX U APYTMX METOLAOB aHanM3a fekapCTBEHHbIX CPEACTB AN BeTEPUHAPHOTO NPUMEHEHWS, TpeboBaHus
K MCMONb3yeMbIM B LIENSAX NPoBeAeHNA AaHHOro aHanMsa peaktuBamM, TUTPOBaHHbLIM pacTBoOpaMm, UHOMKaTopam u
YCTaHOBMNEHHbI ero NponssoanTeENeM;

21.1) oOWNIA TEXHUYECKUA OOKYMEHT - KOMMIIEKT AOKYMEHTOB U MaTepuaroB, COCTOSILLNA N3 HECKOSIbKMX
pasgenoB - AOKYMEHTauMM agMMHUCTPATMBHOIO Xapakrepa, XMMn4yeckon, dapmMaLeBTUYeCKon 1 61onormyeckom
JOKyMeHTauuu, dapMakonormyeckon, TOKCUKOMOMMYECKON AOKYMEHTauuKW, KIMHUYECKON OOKyMeHTauun wu
npeacraBngemMbli OAHOBPEMEHHO C 3asIBNIEHMEM O rOCYAapCTBEHHOW perncrpaumm nekapCTBeHHOro npenapara
Ons MeOUUUHCKOro npuMeHeHust B dopmaTte, YCTaAHOBMIEHHOM YMNONMHOMOYEHHbIM beaepanbHbIM  OpraHoM
WCMNONTHUTENbHOW BNacTu;

(n. 21.1 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22) Ka4yeCTBO NeKapCTBEHHONO CpeacTBa - COOTBETCTBME FEKApPCTBEHHOro cpeactsa TpeboBaHuAM
hapmakonenHon crtaTbuM nMBO B criydyae ee OTCYTCTBUSI HOPMAaTUMBHOW [OKYMEHTaUWW WM HOPMaTUBHOMO
OOKYMEHTa;

23) ©e30nacHOCTb NeKapCTBEHHOIO CPeAcTBa - XapaKTepPUCTUKA NEKapCTBEHHOIO CpeacTBa, OCHOBAHHAas
Ha CpaBHUTENbHOM aHanu3e ero 3hMEKTUBHOCTM U pUCKa NMPUYMHEHUS Bpeaa 340POBbIO;

24) 3cbpeKTUBHOCTb NEKAPCTBEHHOIO NpenapaTa - XapaKTePUCTMKA CTeneHW MOSIOKUTENbHOMO BIUSIHUS
NeKapCTBEHHOro npenapaTa Ha Te4yeHue, NPOAOIKUTENbHOCTL 3aboneBaHus UM ero npeaoTBpalleHue,
peabunutaumio, Ha coxpaHeHue, NpeaoTBpaLleHe UK NpepbiBaHne 6epeMeHHOCTY;

25) cepua nekapcrtBeHHOro cpenctBa - KOJIMYECTBO JIEKApPCTBEHHOIO cCpeacTtBa, MNnpou3BegeHHOE B
pes3ynbTate O4HOro TeEXHOJIOrM4YeCKoro Uukna ero npon3sognTerniem;

26) permctpauuoHHOe yAOCTOBEpPEHUE NEKAapCTBEHHOro npenapaTa - AOKYMEHT, noaTBepxaarowmn gakr
rocyapCTBEHHOW perMcTpaLmm nekapcTBEHHOrO Npenapara;

26.1) pepxaTenb wnu Bnageney permcTpauuoHHOro yOoOCTOBEPEHMSI EeKapCTBEHHOro npenapara -
pa3paboTunKk nekapCTBEHHOro CpeacTBa, NMPOU3BOAMTENb JEKApPCTBEHHbLIX CPEACTB WW WHOE HpUAMYECKOoe
nuuo, obnagatowiee NpaBoM BriafeHUS PErMcTpauuoHHbIM YAOCTOBEPEHNEM, KOTOPbIE HECYT OTBETCTBEHHOCTb
3a Ka4yecTBO, 3PEKTMBHOCTbL M G€30MacCHOCTb NEKapCTBEHHOIO NpenaparTa,;

(n. 26.1 BBegeH ®enepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

27) permctpaumoHHbIN HOMep - KOAOoBoe 0603HaYeHne, NPUCBOEHHOE NEKAaPCTBEHHOMY Mpenaparty npu ero
rocyaapCTBEHHOW perncrpaumy;

28) obpalleHne nekapCTBEHHbIX CpeacTB - pa3paboTka, OOKMMHUYECKME WCCNEAOBaHWS, KIMHUYECKue
nccregoBaHus, 3KCMepTv3a, rocygapCTBEHHas peructpauusi, CraHgapTu3aumst M KOHTPONb  KayecTsa,
Npon3BOACTBO, M3rOTOBMNEHNE, XpaHEHNe, nepeBo3ka, BBO3 B Poccuickyto ®enepaunto, BbiBO3 U3 Poccuimckom
depepaumm, peknama, OTNycK, peanusauus, nepegaya, NpMMeEHeHNe, YHUUTOXEHME NeKapCTBEHHbIX CPEACTB;

(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

29) cybbekTbl 0bpalleHnsi NeKapCTBEHHbIX CPEACTB - mnsnyeckne nuua, B TOM Y1Cre MHAMBUAOYamNbHblE
npeanpuHMMaTtenu, U puaMYeckue nuua, ocyLecTBRsALIME ASATENbHOCTb NPy obpalleHnn nekapCTBEeHHbIX
CpencTs;

30) pa3paboTuuk nekapCcTBEHHOro CpefcTBa - opraHusauus, obnaparwllas npaBaMu Ha pesynbTaThbl
AOKIMUHUYECKUX WCCNEAOBaHUA NEKapCTBEHHOrO CPEeACTBa, KIMHUYECKMX WCCNeOOBaHWN  N1eKapCTBEHHOrO
npenapara 1 (Unu) Ha TEXHOMOrMI0 NPOVU3BOACTBA NIEKapCTBEHHOrO CPeacTBa;

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

31) Nnpon3BOACTBO J1eKapCTBEHHbIX CpencTB - OeATeNIbHOCTb MO NMpOou3BOACTBY JI€KapCTBEHHbLIX CpeacTB
opraHn3aunamMmm - npon3BoanNTENAMN NEeKapCTBEHHbIX CpeaCcTB Ha OAHOWN CTaaun, HECKOSNbKMX NN BCEX CTagmsxX
TEXHOJTOrM4YeCcKoro npouecca, a Takke no XxpaHeHuo 1 peann3aumm npons3eeeHHbIX NeKapCTBEHHbIX CPeACTB;

31.1) npou3BoACTBEHHas nnowlagka - TeppuTopuanbHO 060COOMEHHbI KOMMMEKC MpoM3BOaUTENS
neKapCTBEHHbIX CpeacTB, NpeAHa3HayYeHHbIN Ans BbINOSHEHUS BCEro npouecca NpovM3BOACTBA NEKapCTBEHHbIX
CPeacTB UMM ero onpeAeneHHon cTaamu;

(n. 31.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

32) npoun3soguTeslb JNI€KapCTBEHHbIX CpencTB - oOpraHum3auud, ocyulecTtBndrowas npoun3soacTteo
J1eKapCTBEHHbIX CpeaCTB B COOTBETCTBUA C TpeGOBaHVIFIMVI HacTto4dLllero dJeuepaanoro 3aKOHa;

33) cbapmaueBTUYECKaa [EATENBHOCTb - [OEATENbHOCTb, BKIOYawwas B cebs ONTOBYy TOProsmio
nekapcTBEHHbIMW CpeacTBaMM, WX XpaHeHue, NepeBo3Ky U (MMM) PO3HUYHYIO TOProOBMK NEeKapCTBEHHbIMU
npenapatamu, B TOM 4YuUCIe OUCTAHUMOHHBLIM CMOCOOOM, MX OTNYCK, XpaHeHWe, NepeBO3Ky, W3roTOBIEHWE
nekapCTBEHHbIX NpenapaTos;

(B peq. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHmn3auua OnTOBOWN TOProBJ/IN NeKapCTBeHHbIMU CpeacTBaMh - OpraHusauua, ocyulecTBndAolad
OMNTOBYKO TOProBIKO JNekapCTBEeHHbIMU CpencTBaMu, UX XpaHeHune, nepeBo3Ky B COOTBETCTBUU C Tpe6OBaHMﬂMI/I
HacTtodLllero dJep,epaanoro 3aKOHa;

35) anTevHas opraHuMsaumsi - opraHusauusi, CTPYKTypHOe noapasgeneHne MeauuUHCKOW opraHu3auum,
OCYLLECTBMAIOLWME PO3HUYHYKD TOPrOBMIO JIEKAPCTBEHHLIMU MpenapaTtamu, B TOM YUCNE AUCTAHLMOHHLIM
cnocobom, XpaHeHWe, MepeBO3KYy, M3TOTOBMEHME WM OTMNYCK NEeKapCTBEHHbIX MpenapaToB AN MeAULMHCKOro
NMPUMEHEHMS B COOTBETCTBUM C TpeboBaHMsIMM HacTosLlero deaepanbHOro 3akoHa;

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

36) BeTepvHapHas anTevyHas opraHu3auusi - opraHu3auumsi, CTPYKTYpHOe nogpasgenieHve BeTepuHapHOM
OopraHM3auMKn, OCYLLECTBMSIOWME PO3HMYHYIO TOProBMKO NEKapCTBEHHbIMM MNpenapataMmu, B TOM 4uCre
OVUCTaHLMOHHBIM CNOCOBGOM, XpaHEHWUE, U3rOTOBIIEHNE U OTNYCK NEKapCTBEHHbIX NPenapaToB Ans BETEPUHAPHOro
NPUMEHEHMS B COOTBETCTBUM C TpeboBaHMsIMM HacTosLero deaepanbHOro 3akoHa;

(B peq. PenepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcuuuMpoBaHHOE NEeKapCTBEHHOE CPEACTBO - eKapCTBEHHOEe CpPedcTBO, COMPOBOXAaeMoe
NOXHOW UHpopMaLmeli 0 ero cocTaee U (Unn) NPOU3BOANTENE;

38) HenoGpokayecTBEHHOE NeKapCTBEHHOE CPeacTBO - NIeKapCTBEHHOE CPeACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHWsAM hapMakonemHon cTatbu nMbo B cnydae ee OTCyTCTBUMS TpeboBaHWSIM HOPMaTUBHOWN
OOKYMEHTaLMN UM HOPMAaTUBHOTO JOKYMEHTA;

39) koHTpadpakTHOE nekapcTBEeHHOe CPeACTBO - NleKapCTBEHHOE CPeACTBO, Haxoasuieecs B obopoTe ¢
HapyLLeHMeM rpaxaaHCcKoro 3akoHo4aTenbCTBa;

40) OoKNMHUYecKoe WUccrnefoBaHWE NeKapCTBEHHOrO cpefcTBa - Buonoruveckue, Mukpobuonorumyeckue,
MMMYHOMOrMYeckne, TOKCUKOMormveckme, apmakonornyeckue, usMyeckme, XUMUYECKMe W Apyrue
ncenenoBaHNAa nekapcTtBeHHOro cpeactesa nytemMm npuMeHeHna Hay4dHbIX MeTOAOB OUEHOK B Uenax noflyydyeHuda
JokasaTenbcTB 6e30nacHOCTU, kKavyecTBa N 3WPEKTUBHOCTU NEKAPCTBEHHOrO CPEACTBa;

41) KIMMHN4YEeCKoe uccrnenoBaHne JreKapCTtBeHHOro npenaparta - mdydeHnme OUarHOCTUYECKUX, ne4yedHbIX,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npodunakTnyecknx, apmakonormyecknx CBONCTB fieKapCTBEHHOrO npenapara B npouecce ero NpMMeHeHus y
4yeroBeka, XMBOTHOrO, B TOM YMCIie MPOLECCOB BCACbIBaHWS, pacnpeaeneHuns, 3MeHeHus 1 BblBe4eHUs, nyTem
MPUMEHEHMSA Hay4HbIX METOAOB OLEHOK B LEensax MonyyYeHns pJdokasatenbcts 6GesonacHOCTM, KayecTBa W
a(pPEKTUBHOCTN NEKAPCTBEHHOro npenapara, OaHHbIX O HeXenaTenbHbIX peakuusix OpraHvM3aMa 4YenoBeka,
XMBOTHOMO Ha MNPUMEHEHWEe neKapCTBeHHOro npenapata u o6 addekTe ero B3auMOAEWNCTBUS C APYrMMM
nekapCcTBEHHbIMW NpenapaTtaMu 1 (Unun) NULLEBLIMU NPOAYKTaMM, KOPMaMU;

42) MHOrOLIEHTPOBOE KMMHMYECKOe WCccreoBaHWe IeKapCTBEeHHOro npenapata ans MeauLMHCKOro
NMPUMEHEHMs1 - KMUHUYECKOe WCCredoBaHWe NekapCTBEHHOro npenapata Onsg MEeAULMHCKOro MpUMEeHEeHMs,
npoBoaumoe pa3paboTyMKOM NeKapCTBEHHOro npenapata B OBYX W Gonee MeOWMUMHCKUX OpraHusaumsix no
eMHOMY MPOTOKONY KIMMHUYECKOro UCCreaoBaHWs NiekapcTBEHHOro npenapara;

43) mexayHapoOoHOe MHOIOLIEHTPOBOE KIMHWYECKOEe MWCCliefoBaHUE IeKapCTBEHHOro rnpenaparta ans
MEAMLIMHCKOrO MPUMEHEHNUA - KNMHUYECKoe WccrieqoBaHne neKkapCcTBEHHOro mpenaparta ans MeauuuHCKOro
NpUMEHeHWs1, NPoBOAMMOE pa3paboTyuMKOM MeKapCTBEHHOro npenapaTta B pasnuyHbIX cTpaHax Mo eduHoMy
NPOTOKOMY KIMMHWUYECKOro UCCreaoBaHus NekapcTBEHHOro npenapara;

44) nocTperncTpaumoHHOe KIMHWYECKoe MccriefoBaHue JiekapCTBEHHOro npenaparta Ansi MeavUMHCKOro
NMPUMEHEHMs1 - KMUHUYECKOe WCCredoBaHWe NekapCTBEHHOro npenapata Onsg MeAULMHCKOro MpUMEeHeHMs,
NpoBOAMMOE MPOU3BOAMTENEM NEeKapCTBEHHOro npenapara, rpaxagaHckuii oGopoT KOTOPOro OCYLLECTBRAeTCs
nocrie rocygapCTBEHHOW perucTpauuu, B LensX OOMNonHWTenbHoro c6opa AaHHbIX O ero 6e3onacHocTU U
3P (EKTMBHOCTH, paCLUMPEHUS TMOKa3aHWM K MPUMEHEHWI0 [daHHOro JIeKapCTBEHHOrO MNpenapata, a Takke
BbISIBIIEHUSI HEXenaTerbHbIX Ppeakuuii NaLMeHToB Ha ero AencTBue;

45) ncenegosaHne BMOIKBMBANEHTHOCTM NIEKapCTBEHHOrO npenapara - Bug KNMHUYEeCKoro uccrneaoBaHus
nekapCTBEHHOro npenapaTta, NpoBegeHne KOTOPOro OCyLLEeCTBNASETCH ANns OnpeaeneHnss CKopocTu BCaCbiBaHUA U
BblBEJEHUSI OQHOT0 UMM HECKONbK1X obnagaroLwmx apMakonorMyeckon akTMBHOCTbIO AENCTBYHOLLMX BeLLeCcTB,
KonuuyecTBa NeKapCTBEHHOro npenapara, OOCTUraloLlero CUCTEMHOrO KPOBOTOKA, W pes3ynbTaTbl KOTOPOro
MoO3BONAT cAenatb BblBOA O OWOSKBMBaNEHTHOCTU BOCMPOM3BEOEHHOro feKapCTBEHHOro mnpenapaTta B
onpefeneHHbIX NekapcTBEHHOW hopMe 1 [03NPOBKE, COOTBETCTBYIOLMX (PopMe U JO3NPOBKE pedepeHTHOro
nekapCTBEHHOro npenapaTa;

(n. 45 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

46) nccrnegoBaHne TepaneBTUYECKON SKBMBANEHTHOCTU NeKapCTBEHHbLIX MPenapaToB - BUA KIMHWYECKOro
nuccrnegoBaHUSA  NEeKapcTBEHHbIX  MpenapaToB, NpoBedeHVMe KOTOPOro OCYLUECTBRSeTCS AN BblSBMEHUS
OOWHAKOBbLIX CBOWCTB NEKapCTBEHHbIX NpenapaToB onpederneHHoW nekapCTBEHHON (hopMbl, a Takke Hanuyung
OOMHAKOBbLIX Mokasaternen 6esonacHOCTM U 3PMEKTUBHOCTM NEeKapCTBEHHbIX MpenapaToB, OAWHAKOBbIX
KNMMHMYeCKNX 3 eKToB Npu UX NPUMEHEHUN;

47) nNpOTOKONM KIMHUYECKOrO WCCNEeAOBaHWS eKapCTBEHHOro npenapata - [OOKYMEHT, B KOTOPOM
onpegensalTca uenu, opmbl opraHu3auum U MEeTOAONIorMs MNPOBEAEHMS  KIIMHUYECKOTO WCCedoBaHus,
cTaTucTnyeckue MetToabl 06paboTkun pesynbTaToB Takoro MccnegoBaHus U Mepbl No obecneveHnto 6esonacHoOCTU
h13n4ecKMxX nu1u, y4acTBYIOLLMX B KNMMHUYECKOM UCCIeLoBaHUM NEKapCTBEHHOIO Npenapara;

48) Opoliopa wuccnegoBaTtens - CBOAHOE W3NOXEHWEe pe3ynbTaToB AOKMIMHMYECKOrO MCCnegoBaHus
NlekapCTBeHHOro cpeactea M KIMMHUYEeCKOro uccnenoBaHuA InekapCTBeHHOro npenaparta anda mMeguuunHCKoro
NPUMEHEHNS;

49) WH(OPMALUMOHHBLIA NUCTOK MauueHTa - OOKYMEHT, B KOTOPOM codepxaTcs B AOCTyrnHowm dopme
cBefeHusl, Kacalolimecs MpoBOAMMOIO KIMHWYECKONO WCCNeaoBaHWs NekapCcTBEHHOro mnpenapata, UM B
NUCbMEHHOWN ¢)opme ,qo6posoanoe cornacne naunMeHTa Ha Yy4dyactune B KIMMHUYECKOM WUcclienoBaHum
neKkapCTBEHHOro npenaparta nocrie 03HaKOMITEHWUsI C OCODEHHOCTAMM KITMHUYECKOTO UCCneaoBaHnsi, UMELUMN
3HayYeHue 4N BbIpaXEHUSA TaKOro cormnacusi;

50) noboyHoe OencTBMe - peakuusi OpraHuM3mMa, BO3HMKLIAS B CBA3W C MPUMEHEHUEM NEeKapCTBEHHOrO
npenapaTta B [03aX, PEeKOMEHOYeMbIX B WHCTPYKUUW MO €ro NpuMMEHEHMWIo, Ans NpoMUnakTuk1, OUarHOCTUKM,
neyeHus 3aboneBaHus UnNu ans peabunutauum;

50.1) HexenaTenbHasi peakuusi - HenpegHamepeHHasi HeGnaronpusiTHasi peakuusi opraHusma, KoTopast
MOXeET BbITb CBSi3aHa C NPUMEHEHMEM NeKapcTBEHHOTO npenapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(n. 50.1 BBegeH ®enepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

51) cepbesHas HexenaTenbHas peakuusl - HexenaTenbHas peakuust opraHvMaMa, CBsi3aHHas C
NPUMEHEHWEM IEKapCTBEHHOrO npenaparta, npueepLwasl K CMepTW, BPOXAEHHbIM aHOManusiM WM Nopokam
pa3BuTMs NGO npeacTaBnsowas cobon yrposy xusHu, TpebyoLas rocnutanusaumum Unu NpuBeaLas K CToMKowm
yTpaTte Tpy4ocnocoGHOCTM U (MnK) MHBaNUOHOCTY;

52) HenpeaBuaeHHas HexenaTenbHas peakuus - HexxenaTternbHas peakuus opraHMama, Kotopasi cBsi3aHa ¢
NpMMEHEeHWeM FeKapCTBEHHOro Mpenapata B [03ax, PEeKoOMeHAyeMblX B MNPOTOKOME €ro KIMHUYEeCKoro
nuccnefoBaHus, Opollope uvccregoBaTtens, WM C NPUMEHEHUEM NeKapCTBEHHOro npenapata B [03ax,
pekoMeHAyeMbIX B UHCTPYKLUUWN MO ero NpUMeEHEHU0 AN NpodunakTuKM, AMarHoCTUKK, feveHns 3abonesaHns
Unu MeguuMHCKOM peabunuTauum naumeHTa, M CyWHOCTb, TSXKEeCTb MMM WUCXOA KOTOPOW He COOTBEeTCTBYeT
nHOpPMaUMM O NeKapCTBEHHOM npenaparte, coAepXallencs B NPOTOKOME ero KIMHWYECKOro MccrnenoBaHus,
BpoLutope nccnegoBaTtens Unu B MHCTPYKUMM NO MPUMEHEHUIO NEKapCTBEHHOIO NpenapaTa;

(n. 52 B pea. PegepanbHoro gakoHa oT 22.12.2014 N 429-93)

52.1) capmakoHag3op - BuO OEATENbHOCTM MO  MOHUTOPUHTY 3deKTBHOCTM M Ge3onacHoCTU
NeKapCTBEHHbIX MpenapaToB, HamnpaBIieHHbIN Ha BbISBIEHWE, OLEHKY W MpedoTBpalleHVe HeXenaTenbHbIX
NnocneacTBUN NPUMEHEHUS NeKapCTBEHHbIX NpenapaTos;

(n. 52.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

52.2) nnaH ynpaBneHWs puckamyu - NOApoOHOE onucaHue MeponpusaTUA Mo  apMakoHaa3opy,
HampaBfeHHbIX Ha BbISBMEHWE, OUEHKY W MpegoTBpalleHne Wi MWHMMM3auWio PUCKOB, CBSI3aHHbIX C
NeKkapCcTBEHHbIMY NMpenapaTamMu, BKNoYasi OLEeHKY 3EKTUBHOCTU AaHHbBIX MEPOMPUATUN;

(n. 52.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTtaHTlntoc: npumevaHume.
C 01.03.2023 B n. 53 cT. 4 BHOCATCS M3MeHeHusa (D3 ot 30.12.2021 N 463-D3).

53) peuenT Ha NeKkapCTBEHHbIV NpenapaTt - MeAULMHCKUI JOKYMEHT YCTAaHOBMIEHHON (DOPMbI, COAepKaLLMA
HasHayYeHWe neKkapCTBEHHOro npenapata Ans MeOUUMHCKOrO MPUMEHEHUs, BblAaHHbIA  MeaULMHCKAM
pa60THI/IKOM B Uendax OTnyCka IeKapCTBEHHOro npenaparta unn ero M3rotoerieHUA U OTNyCKa Ha 6yMa)KHOM
HocuTerne Wnu ¢ cornacus nauuMeHTa Unu ero 3akoHHOro NpeacTaBuTens B popmMe 3NeKTPOHHOro AOKYMEHTa,
MOAMUCAHHOIO C WCMONb30BaHWEM YCUIIEHHOW KBanvMUUMPOBAHHOW 3IIEKTPOHHOW MOAMUCUA MEOMLMHCKOrO
paboTHMKa, MO0 JOKYMEHT YCTaHOBMEHHOW (DOPMbI, COAEPXKALLMI HAa3HAaYeHNe NeKapCTBEHHOrO npenapara Aans
BETEPVMHAPHOIO MNPUMEHEHWs, BblAaHHbIA CleuuanucTtom B obOnacTM BeTepuHapuu B LEensx OoTnycka
nekapCTBEHHOro npenaparta Unu ero U3roToBneHns 1 oTrnycka Ha BymaxHoMm HocuTene;

(B pea. PenepanbHbix 3akoHOB 0T 29.07.2017 N 242-93, o1 02.08.2019 N 297-93)

KoHcynbTaHTtlntoC: npumevaHume.
C 01.03.2023 n. 54 cT. 4 nanaraetcs B HoBow pepakumm (©3 ot 30.12.2021 N 463-D3).

54) TpeboBaHWe MEOULUHCKOW OpraHusauum, BEeTEPUHAPHOW OpraHm3auuMm - OOKYMEHT YCTaHOBIIEHHOM
hOpMbI, KOTOPbIN BbINUCaAH MEAUUMHCKUM pabOTHUKOM MUK cneunanucToM B 06ractu BeTeprHapuv, UMELLNMn
Ha 3TO MpaBoO, W COOEPXKUT B MNUCbMEHHOW dOpMe yKasaHwe anTeyHOW OopraHmsauum unuM BeTepUrHapPHOM
anTeyHon opraHu3aumn ob OTnycke NeKapCTBEHHOro mnpenapara WM O ero M3roToBreHWuM u ob oTnycke Ans
obecneyeHusa neyebHoro npouecca B MeOMUNHCKON OpraHn3auum, BETEPUHAPHOWM OpraHM3aunm;

(B pea. PenepanbHoro gakoHa ot 02.08.2019 N 297-93)

55) komnnekcHas oueHKa nekapCTBEHHOro npenapara - OueHKa 3aperncTpupoBaHHONO NEeKapCTBEHHOTO
npenapaTa, BKMoYawllas B cebsa aHanui3 WHgopmaunm O CpaBHUTENbHOM KNUHUYECKOW 3hdEeKTUBHOCTM U
6e3onacHOCTN NekapCTBEHHOIO MpenapaTta, OLEHKY 3KOHOMWYECKMX MOCNeacTBUIA €ro NPUMEHEHUs, U3yveHue
OOMNONHNUTENbHBIX MOCNEACTBUA NPUMEHEHUS JeKapCTBEHHOro Mpenapata B UENsX MNPUHATUS pPeELUeHUA O
BO3MOXHOCTU BKIIOYEHUS JIEKApPCTBEHHOrO Mpenapata B MNEepeYeHb XU3HEHHO HeOoOXOOUMbBbIX U BaXKHEWMLINX
NEKapPCTBEHHbIX MpenapaToB, HOPMATMBHbIE MPABOBbIE aKTbl M WHblIE AOKYMEHTbI, Onpenenswowme nopsiaok
oKa3aHus MeOMLMHCKON NMOMOLLN, UMM UCKIIOYEHUS €ro M3 yKa3aHHbIX NepeyHsl, akToB 1 JOKYMEHTOB;

(n. 55 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

56) cucTeMa MOHWUTOPUHra ABWKEHUS NEeKapCTBEHHbIX MpenapaToB A1 MeOMUMHCKOTO MPUMEHEHUST -
degepanbHas rocyfapCTBEHHass WHGOpMaUMOHHAs CcucTeMa MOHUTOPMHIA OBWXKEHMSI  NEKapCTBEHHbIX
npenapaToB A1 MEANLIMHCKOrO NPUMEHEHUS OT NPOU3BOAMTENS 4O KOHEYHOro NoTpebutensa ¢ ncnonb3oBaHMEM
B OTHOLLIEHNN NEeKapCTBEHHbIX NpenapaToB Ans MEANLNHCKOro NPpMMEHeHNs cpeacTs naeHTudmkaumm.

(n. 56 BBegeH PenepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

naea 2. MOJIHOMO4UA ®EOEPAJIbHLIX OPFAHOB VICI'IOHHVITEHbI:IOVI .
BITACTU, OPTAHOB NCMNONHUTENNIbHOU BNNACTU CYBBEKTOB POCCUUCKOU
OEOEPALIAM NPU OBPALLUEHUU NEKAPCTBEHHbIX CPELACTB

Crtatba 5. MonHomouusa dedepanbHbIX OPraHOB WMCMONHUTENbLHOM BracTM npu oGpalueHuu
nekapcTBeHHbIX CPeacTB

K nonHomounsiM dbegepanbHbIX OpraHoB MCMOMHUTENbHOM BRactu npu obpalleHun NeKapCTBEHHbIX
CpencTB OTHOCATCS:

1) npoBeneHve B Poccuiickon degepauum eanHON rocyaapCTBEHHOW MOMWTUKM B 0bractu obecneyeHus
rnlekapCTBEHHbIMM NMpenapatamu rpaxaaH B Poccuiickon ®epepauuu;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

2) yTBepxaeHne o6Wnx dapMakonemHblx ctaTen, bapmakonerHbIX cTaTel, u3gaHue rocyaapCTBEHHOW
(bapmakoreu, co3gaHue u BeaeHne peecTpa papMakonenHblX CTaH4apTHLIX 06pasuoB;
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) ocyuwecTtBneHne enepanbHOro rocyaapCTBEHHOrO KOHTponsa (Hagsopa) B cdepe obpalleHus
neKapCTBEHHbIX CPEACTB;
(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, o1 11.06.2021 N_170-93)

4) nuueH3MpoBaHWE MNPOM3BOACTBA JleKapCTBEHHbIX Ccpeacts, B ToM uucne dedepanbHbIn
rocy0apCTBEHHbIN  FIMLEH3VMOHHBIN  KOHTPONb OEeATEeNbHOCTU N0  NPOUM3BOACTBY NEKApPCTBEHHbBIX CPeacTs,
nepuoauyeckoe MNOATBEPXKOEHME COOTBETCTBUS INWUEH3Mata, MWMeIoLWero JfMUEeH3No Ha npou3BOACTBO
neKapCcTBeHHbIX CpeAacTB, W (apMaueBTU4EeCKON [OeATenbHOCTM B COOTBETCTBMM C  3aKOHOOATeNbCTBOM
Poccuiickon depepauuy;

(8 pea. PegepanbHoro gakoHa ot 11.06.2021 N 170-$3)

5) opraHusaumsi akcnepTu3bl NEKAPCTBEHHbIX CPEACTB, 3TUYECKOW IKCMEPTU3bl BO3MOXHOCTU NPOBEAEHUS
KIMHNYECKOro WCCreaoBaHUs NeKapCTBEHHOro npenapata Ans MeAWMUMHCKOrO MNPUMEHEHUs, 3KCMepTU3bl
OOKYMEHTOB, NpeAcTaBMNeHHbIX A4S onpeaeneHns BO3MOXHOCTU paccMaTpuBaTh JIEKAPCTBEHHbIVM Npenapart AJs
MEOMLMHCKOrO MPUMEHEHUSI MpPU TOCYAApPCTBEHHOW perucTpauuMm B KavecTBe OphaHHOro fekapCTBEHHOro
npenaparTa;

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

5.1) opraHmsaumsi NpoBefEeHUs KOMIMIIEKCHOW OLIEHKW JEeKapCTBEHHOro npenapata B UENsx MPUHATUS
peleHMn O BO3MOXHOCTWU BKIOYEHUS JEeKapCTBEHHOrO npenapata B MNEpPeYEeHb XU3HEHHO HeobXoauMbIX U
BaXKHENLLNX NEKapCTBEHHbIX NpenapaTtoB, HOPMAaTMBHbIE MPABOBbIE aKTbl U UHbIE OOKYMEHTbI, onpegenswowme
NopsiAOK OKa3aHusi MeMLIMHCKON NMOMOLLM UMK UCKMIOYEHUS ero U3 yKasaHHbIX NepeyHsl, akToB 1 JOKYMEHTOB;

(n. 5.1 BBegeH ®enepanbHbIM 3aKoHOM OT 22.12.2014 N 429-03)

6) Bblgaya paspelleHuii Ha MnpoBedeHMEe KIMHUYECKMX WCCReoBaHUM NeKapCTBEHHbIX NpenapaTtos,
BELEeHNe peecTpa BbiaHHbIX paspelleHniA Ha MNpOoBedEeHMEe KIMHUYECKUX WCCrefoBaHUM NekapCTBEHHbIX
npenaparos;

7) rocyqapCTBeHHasi perucTpauvsi NekapcTBEHHbIX MpenapaToB, BEAEHWE rocyOapCTBEHHOro peecTtpa
JleKapCTBEHHbIX CPeacCTB;

8) opraHu3aums n (unun) NnpoBedeHne MHCMEKTUPOBaHNSA CyObeKToB obpalleHus nekapCTBEHHbIX CPEACTB Ha
COOTBETCTBME NpaBuam Hagnexatlien nabopaTtopHOW NpakTKW, IpaBuaaM Haanexailew KInMHNYeCcKom
NpaxkTUKu, OpaBunam Haanexallien NPakTUKU XpaHeHns 1 NepeBO3Ku NIeKapCTBEHHbIX MpenapaTos, npasunamM
Haanexatlen AMcTpubbIOTOPCKON NPaKTUKK, NpaBunaM Hagnexallen anTeqyHon NpakTUKK;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(n. 8 B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

8.1) opraHusaums n (Mnun) NpoBeaeHNe NHCMEKTMPOBaHNS CyObeKTOB 0bpaLleHNst NeKkapCTBEHHbIX CPeacTB
Ha cooTBeTCcTBUE TpeboBaHUAM OpaBun Hagnexawen NpouM3BOACTBEHHOM NPaKTWMKKW, BblAaya 3akryeHun o
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHbLIX CPeACTB TpeboBaHNSAM NpaBui Haanexallen NPon3BOACTBEHHON
NPaKTUKW;
(n. 8.1 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

8.2) ycTaHOBNEeHne nopsiika BegeHUsa 1 BeeHe rocygapCTBEHHOrO peectpa 3aKoyeHnii 0 COOTBETCTBUM
Npon3BOAMUTENS NTEKAPCTBEHHbIX CPEACTB TPeboBaHUSM NpaBu Haanexallen NPOM3BOLACTBEHHON MPaKTUKK;
(n. 8.2 BBegeH denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) rocygapcTBeHHasi perMctpaumsi npefenbHbIX OTNYCKHbIX LEeH NPOM3BOAMTENEN Ha feKkapCTBEHHble
npenapaTbl, BKIIOYEHHbIE B MEPEeYeHb XU3HEHHO HEOOXOOUMbLIX M BaXKHEWLUMX NeKapCTBEHHbIX MpenapaTos, M
BELEHNEe TOCyJapCTBEHHONO peecTpa npefesibHbIX OTMYCKHbIX LiEeH MNPOM3BOAUTENEN Ha JeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B NepeYeHb XU3HEHHO HEOBXOAMMbBIX U BaXKHEWLLNX NeKapCTBEHHbIX NpenapaTos;

(B pea. PegepanbHoro gakoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHVe MPOEKTOB pELUEHU OpraHoB WCMONMHUTENbLHON Briactu cybbekToB Poccuinckon
®epepaummn 06 yctaHOBNeHUM u (MNM) U3MEHEHUN NpefernbHbIX Pa3MepoB ONTOBbIX HAA0aBOK M NpedenbHbIX
pasmMepoB PO3HUYHbIX HaAbaBOK K (PaKTU4eCKMM OTMYCKHbIM LieHaM, YCTaHOBMIEHHbIM MPON3BOANTENAMMU
neKapCTBEHHbIX NpenapaToB, Ha fiekapCTBEeHHbIe Npenaparhbl, BKITYEHHbIE B NepeYveHb XN3HEHHO HEOBXOoANMbIX
N BaXXHEWLUMX fleKapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH dPepepanbHbiM 3akoHoMm oT 13.07.2015 N 241-93)

10) Bblgaya, yCcTaHOBIEHWE MOpPsiAKa Bblgady pa3peLleHns Ha BBO3 KOHKPETHOW MapTMM NeKkapCTBEHHOMO
cpeactsa B Poccuiickyto ®egepaunio;
(n. 10 B pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-03)

10.1) Bblgaya, ycTaHoOBMeHuWe nopsaka Bbligadv M OpPMbl JOKYMEHTA, KOTOPbIA MOATBEpXAaeT, 4To
NPOM3BOACTBO JIEKApCTBEHHOrO MnpenapaTta Anst MeauUMHCKOro NPUMEHEHMST OCYLLECTBIIEHO B COOTBETCTBUM C
TpeboBaHNsIMN MNpaBuUIT Hagnexawen NPOU3BOACTBEHHOW MPAKTUKM WKW 4YTO NEKApCTBEHHbIA Mpenapart ans
BETEPMHAPHOro NpMMeHeHUs gonylweH K obpalleHutio B Poccuinckon ®egepaumn, n nognexuT npeactaBneHnto
no TpeboBaHMIO YNONTHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPY BBO3UTCA FIEKAPCTBEHHbIN Npenapar;

(n. 10.1 BBegeH PenepanbHbiM 3akoHoM oT 22.12.2014 N 429-03; B pea. PeagepansHoro 3akoHa ot 02.08.2019
N 297-03)

10.2) Bblgaya, ycTaHOBIEHME NOpsAKa Bblgadun 1 opMbl AOKYMEHTA, COAepXKaLLero cBegeHns o ctagmsax
TEXHOIMOrMYecKkoro npouecca npou3BOACTBA JIEKAPCTBEHHOrO CpeAacTBa Ansi MEAUMUMHCKOTO MNPUMEHEHMS,
OCYLLECTBNSIEMbIX HA TeppuTopMn EBpasninckoro SKOHOMUYECKOro COH3a;

(n. 10.2 BBepeH PenepansHbiM 3akoHOM OT 22.12.2014 N 429-93, B pea. ®enepansHoro 3akoHa ot 13.07.2015
N 241-$3)

11) cosgaHue coBeTOB MO BONPOCaM, CBA3aHHbIM C 0bpalleHnemM nekapCTBEHHbIX CPEACTB;

12) atTecrtauns n cepTudukaums cneLmanmcTos;

13) ytpaTtun cuny ¢ 1 centabps 2013 roga. - PegepanbHbii 3akoH ot 02.07.2013 N 185-93;

14) ocywectBneHune papmakoHaa3opa;
(n. 14 B pea. PegepanbHoro 3akoHa oT 22.12.2014 N 429-93)

15) yyacTtne B MexayHapogHOM COTPYAHUYECTBE;

16) nonydeHne no 3anpocaMm YMOSIHOMOYEHHOrO d)edeparnbHOro opraHa WCMOMHUTENbHOW BRactu OT
OpraHoB WCMONHUTENbHON Bnactu cybobektoB Poccuiickon degepaumm, a Takke oT cybbekToB obpalieHus
NeKapCTBEHHbIX CPeAcTB A MeOUUMHCKOro MpMMEHeHust WHdopmauum no BoMpocamM YCTaHOBMEHUST U
NPUMEHEHMUs LieH Ha NekapCTBeHHbIe NpenapaTthl U HagbaBoOK K HUM;

17) npumeHeHne Mep OTBETCTBEHHOCTM 3a HapyLLEeHUe 3akoHoaaTenbcTBa Poccuickon ®egepauuu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

18) yTBepxaeHue npaBui Haanexaiwlen nabopaTtopHOW NPaKTUKW, ONpaBUIl HaAnexawen KIMHUYECKON
NpakTUKW, OpaBu Haanexaiwienh Npou3BOACTBEHHOW NPaKTUMKW, NpaBuil Haafexallen MNPakTUKM XpaHeHust n
NepeBoO3KM FEeKapCTBEHHbIX NpenapaTtoB, NpaBun  Hagnexawlen AUCTPUOBIOTOPCKON NpPakTUKWA, npaBun
Hagnexallem anTedHoW nNpaKkTUKW, MpaBuUn  Hagnexalwen npakTuku dapmMakoHaasopa nekapCTBEHHbIX
npenapaTtoB ANs MEOULMHCKOTO NPUMEHEHNS;

(n. 18 BBegeH deaepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-93)

19) yctaHoBneHne nopsigka (OpMUPOBAHUS PErncTpaLuoHHOIO OOCbe Ha NeKapCTBEHHbIM npenapart u
TpeboBaHWI K JOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH PeneparnbHbIM 3akoHOM OT 22.12.2014 N 429-03)

20) yTBepxaeHWe OpaBuil pauMoOHanbHOro BblbOpa HauMEHOBaHWMM JeKapCTBEHHbIX npenapaTtoB ANnd
MeOULMHCKOrO NPUMEHEHUS;
(n. 20 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

21) yTBEpPXXAEHME NEPEYHSA HAMMEHOBAHWUI NEKAPCTBEHHbIX hOpM;
(n. 21 BBegeH PeaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbiv 3akoH oT 27.12.2019 N 475-03;

23) ytBepxaeHue TpeboBaHMN K UHCTPYKLUKN MO MEAULIMHCKOMY NPUMEHEHWIO fleKapCTBEHHbIX NpenapaTos
N K UHCTPYKLMKN MO BETEPUHAPHOMY MPUMEHEHUIO NEKapPCTBEHHBIX NpenapaTos;
(n. 23 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

24) NpUHSTUE pELLEHWI, ABMSIIOWMXCA OCHOBAHMAMU OIS BKITHOYEHUSA JOMEHHbIX MMEH u (Mnn) ykasaTtenewn
CTpaHuL, calToB B MH(OPMAaLMOHHO-TENEKOMMYHUKaAUNOHHOW ceTn "UHTepHeT", a Takke ceTeBblX afpecoB B
€[VHYI0 aBTOMATU3NPOBAHHYIO WMHGOPMAaLMOHHYK cucTeMy "EOWHBIA peecTp AOMEHHbIX MMEH, ykasaTenewn
CTpaHuy, cantoB B MWHOPMALNOHHO-TENEKOMMYHMKAUNOHHOM ceTu  "VIHTepHeT" ©n ceTeBbIX afpecos,
no3sonsawWmnx uaeHTuduLmMpoBaTb canTel B UHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTun "UHTepHeT",
cogepxalime nHopmaumo, pacnpocTpaHeHne kotopon B Poccunckon denepaumn 3anpeLleHo”, B OTHOLEHUN
WHopmaunn, cogepxallen npeanoxxeHne o PO3HUYHOM TOProBne fnekapcTBEeHHbLIMU NpenapaTtamMun, B TOM yucne
OUCTaAHUMOHHBIM CMOCOOOM, PO3HWYHAsA TOProBMfsl KOTOPbIMW OrpaHUYeHa Wnu 3anpelleHa B COOTBETCTBMM C
HacToswmMm PefeparnbHbiM 3aKOHOM, U (MNK) MHOPMaLUK, coaepxallen NpeanoxeHne o PO3HUYHOW TOprosne
nekapCTBEHHbIMWU MpenapaTtaMu, B TOM YMCe OUCTaHLMOHHLIM CNOCOO0OM, NUuamn, He UMEKLLUMN NULEH3UN U
paspelleHns Ha OCyLleCTBMeHWe TaKoW [AesTeNbHOCTW, €Cnu MnofnyyYeHue nuuUeH3Mn U paspeLleHns
NpegycMOTPEHO 3aKoHoAAaTENbLCTBOM 06 obpalleHnn NekapCTBEHHbIX CPEACTB;

(n. 24 B pea. PepepanbHoro 3akoHa ot 03.04.2020 N 105-93)

25) Bblgava paspelleHuii Ha BBOL B rpaxgaHCcKMiA 0BOpOT MMMYHOOMOMOrMYECKUX JeKapCTBEHHbIX
npenaparos.
(n. 25 BBegeH depepanbHbiM 3akoHoM OT 28.11.2018 N 449-93)

KoHcynbTaHTlnoC: npuMmeyaHue.

Ct. 5.1 pacnpocTpaHsieTcsi Ha MOSIHOMOYUSA, KOTOpble He nepedaHbl AN OCYLUECTBMEHMSI OpraHam
rocyaapCTBEHHOW Bnactu cybobektoB PP un opraHam MeECTHOro camMoyrnpaBfieHUss COOTBETCTBYHLLMMU
deneparnbHbiMy 3akoHamm (O3 ot 13.07.2015 N 233-03).

Cratba 5.1. lNepepaya ocyuiecTBneHUss NonHomMmouun deaepanbHbIX OPraHOB MCMONMHUTENbLHOMN
BNactTu npu obpaweHMn nekapcTBeHHbIX CPeACTB OpraHamMm WCNOSIHUTENbHOM BRacTu CcyObekToB
Poccuiickon ®epgepauumn

(BBegeHa ®egepanbHbiM 3akoHoM oT 13.07.2015 N 233-903)

MonHomouuns cbenepanbHbIX OpraHoB UCMOMHUTENBHOW BriacTy npu obpalleHnn nekapcTBeHHbIX CPeacTB,
npeaycMoTpeHHble HacToswmMm defeparnbHbIM 3aKOHOM, MOTYT nepefasaTbCs AN OCYLWEeCTBMEHUs opraHam
McnonHMTENbHOM Brnactn cybbekToB Poccunckon Pepepaummn noctaHoBreHnsimu NpaButenbctBa Poccumnckon
depepaumm B nopsigke, yctaHoBrneHHoM ®egepanbHbiM 3akoHOM OT 6 okTabps 1999 roga N 184-93 "O6 obLymx
NPUHLUMNAxX opraHM3auumn 3akoHogaTenbHbIX (MPeAcTaBUTENbHBIX) M UCMIONHUTENBbHBIX OPraHOB rOCy4apCTBEHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Bnactu cyobektoB Poccuickon Pepepaummn”.

Cratbsa 6. [NonHOMO4YMA OpraHOB UCNONTHUTENIbHOW BrnacTu cybbekTta Poccunckon depgepaumm npu
obpalleHMn NneKkapCcTBeHHbIX CPeacTB

K nonHomounsmM opraHoB WMCMONHWUTENbHONM BnacTn cybbekta Poccuiickon ®epepauun npu obpaiieHmm
neKapCTBEHHbIX CPEACTB OTHOCATCS:

1) paspaboTka K peanusauus perMoHanbHbIX MporpaMMm obecnevyeHnss HacemneHus rnekapCTBEeHHbIMU
npenaparamu;

2) ycTaHoBrieHVWe npederibHbX pasMepoB OMTOBbIX HaAbaBOK W MpederbHbIX pPasMepoB PO3HUYHBIX
HanbaBoK K paKTUYECKUM OTMYCKHbIM LiEHaM, YCTaHOBIEHHbIM NMPOU3BOAUTENAMM NIEKAPCTBEHHbIX NpenapaTos,
Ha rMeKkapcTBEHHble npenapaTtbl, BKMOYEHHbIE B MepPeYeHb XUSHEHHO HEeOoBXOAUMBLIX W  BaXXHEeMLwuX
NeKapCTBEHHbIX NpenapaTos;

3) ocyLlecTBNeHne pernoHanbHOro rocyaapCTBEHHOrO KOHTPONS 3a NPYMEHEHNEM LIeH Ha fneKkapCTBeHHbIe
npenapartbl, BK/OYEHHbIE B NepeYvYeHb XM3HEHHO HEeOOXOAUMbIX W BaXKHEWLMX NeKapCTBEHHbLIX npenapaTos,
opraHuM3auMsiMy  ONTOBOW  TOProBMU  NEKapCTBEHHbIMW  CPEACTBaMM,  anTeYHbIMM  OpraHu3auusiMu,
WHAMBMAYANbHBIMU  NPEeANPUHUMATENAMKU, UMEKLWMMU NULEH3MI0 Ha dapMaueBTUYECKYD [AeATENbHOCTb,
MEOULUMHCKUMW  OpraHnsaumsamMu, KMeWUMn MUMUEH3N0 Ha dapmaueBTUYeckylo OesTenbHOCTb, U KX
obocobneHHbIMM  nogpasgeneHvamn  (ambynatopuamn, denbalepckumu 1M denbalepcko-aKyLepCKumMm
NyHKTamMu, LueHTpamu (oTgeneHvsammn) obuien BpadyebHoOM (CeMENHO) NPaKTUKM), PacronoXeHHbIMU B CEITbCKMX
HaceneHHbIX NyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyvHble opraHn3auuu;

(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, o1 27.12.2019 N 475-93)

4) npuHsTUE pelleHnss o6 MCnonb3oBaHUM Ha Tepputopun cybbekta Poccunckon ®enepauumn Hapsay c
peuenTaMy Ha fekapCTBeHHble npenapartbl, O(OPMIEHHbIMA Ha OymaXHOM HOCUTEne, peuenToB Ha
nekapCcTBeHHbIe Npenaparbl, COpMMPOBaHHbIX B POPME 3NEKTPOHHBIX JOKYMEHTOB.

(n. 4 BBegeH ®egepanbHbIM 3akoHoM OT 29.07.2017 N 242-$3)

Maea 3. FTOCYOJAPCTBEHHAA ®APMAKOINEA
CratbAa 7. PaspaboTka u usgaHue rocyaapcTeeHHoON papmakoneu, pasMmelleHre AaHHbIX O Hel

1. Tog rocygapcTBeHHOM dapmMakoneen MOHUMaeTcss cBoAd obwmx dapmakonenHblx cTaten wu
hapmakonemnHbIX cTaTen.

2. Pa3paboTka obumx dpapmakonenHblx cTatern n oapmMakornerHbix cTtater, B TOM Ymcre dpapmMaKkonemnHbIxX
ctaten Ha papmakonenHble CTaHAapTHble o0pasupbl, U BKOYEHME MX B TOCYAAPCTBEHHYH hapMakonero
OCYLLECTBMSKTCA B MNOpaAKe, YCTAHOBMEHHOM YMOMHOMOYEHHbIM heaeparnbHbiM OpraHoOM UCMOMHUTENBHON
BnacTu.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3. PaspaboTka dhapmakonenHon ctatb Ha pedepeHTHLIN JIEKApCTBEHHBINM MpenapaTt U BKIIIOYEHME ee B
rocygapCTBeHHyo hapMakoneto B Te4eHne cpoka AeVCTBUS 3alUMTbl UCKITKYMTENBHOMO NpaBsa, y4oCTOBEPEHHOMO
naTeHTOM Ha pedepeHTHbIN NEKapCTBEHHbIN Npenapart, OCYLLECTBASITCA C cornacua ero paspabortyuka.

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

4. ['ocypapcTBeHHas (hapmakones nsgaeTcsa YnoSIHOMOYEHHbIM dhedeparibHbIM OPraHoOM MUCMNOSTHUTENBHOM
BMacTM 3a CYeT CPeAcTB dpedepanbHOro Giogxera U NoanexuT NepensgaHnsM He pexe YeM OduH pas B NATb
neT, B NepvoA Mexay KoTopbIMU U3AalnTcsa NPUNOXEeHNs K rocyaapcTBeHHOW dhapMakonee, cogepxalmne obuime
dapmakonenHble cTatbM U (MNK) hapMakonenHble CTaTbW, YTBEPXAEHHbIE MOCne U3gaHusa Unu nepensgaHvs
rocyapCTBeHHoWn papmakoneu.

5. YnonHomo4yeHHbIn edepanbHbli  OpraH  MCMAOMHUTENbHOW BNacTM pasMelaeT [JaHHble o
rocyaapCTBeHHON dhapmakornee M MpUoXeHUsX K HeMm Ha cBOoeM odumumanbHoMm cante B cetn "MHTepHeT" B
YCTaHOBMEHHOM UM MopsiaKe.

www.consultant.ru Crpanvua 13 13 110
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DF7D1D88E3047B0C2A8DB0828BFFA213FCBB48B484A99DA92CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD7DE8F3047B0C2A8DB0828BFFA213FCBB48B484A9ADB9BCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21CFDD7D8813647B0C2A8DB0828BFFA213FCBB48B484A9AD89DCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DF7D2D18E3347B0C2A8DB0828BFFA213FCBB48B484A9AD89ACFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9AD19CCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9AD19DCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

nasa 4. IMLUEH3NPOBAHME NMPOU3BOACTBA JIEKAPCTBEHHbIX CPEACTB
N ®APMALEEBTUYECKOU OAEATENIbHOCTU, TOCYOAPCTBEHHbIN KOHTPOIJ1b
(HAOQ3O0P) B COEPE OBPALUEHUA NEKAPCTBEHHbIX CPEOCTB
(B peq. PepepanbHoro zakoHa ot 11.06.2021 N 170-03)

Crtatba 8. ﬂuueusuposauue npou3BoacTBa JieKapCTBeHHbLIX cpeactB u d)apmaueBTqucxoﬁ
AeATeNIbHOCTU

1. JlMueHsmpoBaHMe NPOM3BOACTBA JEKApPCTBEHHbIX CpPeacTB M (hapmaueBTUYECKON AeATeNbHOCTU
OCYLLIECTBMSIETCA B COOTBETCTBUM C 3akoHoaaTenbctBoMm Poccuiickon ®epepauuu.

2. Obsa3zaTenbHbIM YCroBMeM NpedocTaBneHns NULEH3UM Ha MPOW3BOACTBO JIEKAPCTBEHHbLIX CPencTB
ABNSETCA MPUIIOXKEHUE K 3asiBNEHMI0 CoMcKaTens NULUEH3NUM NepeyHsl NeKapCTBEHHbIX hopM U (Mnv) BMOOB
hapmaLeBTUYECKNX CYGCTaHLMIA, KOTOPbIE NMPOU3BOAUTENb NTEKAPCTBEHHBIX CPEACTB HAMEPEH NMPOM3BOANT.

3. B cnyyae HeobxoouMOCTU paclUMpeHUs MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
neKkapcTBeHHbIX hopM ¥ BMAOB hapmMaueBTUHEeCKMX CyOCTaHUuui Npou3BOAMTENb feKapCTBEHHbIX CpeacTB
OOIDKEH nojaTb B JIULEH3VPYIOWWA OpraH 3asiBfieHMe O BHECEHWUM W3MEHEHWN B peecTp IUUEH3UW Ha
NMPOVN3BOACTBO NEKAPCTBEHHbLIX CPEACTB.

(B pea. PegepanbHbix 3akoHoB 0T 02.08.2019 N 297-93, o1 11.06.2021 N 170-93)

4. JlMueHsMa Ha NpPOU3BOACTBO JleKAPCTBEHHbLIX CpPeacTB (dpapmaueBTMYeckon cybcTtaHuum cnupTa
3TWMOBOrO (3TaHona) BblAAeTCA NpW  YCOBUM HanMMuua Yy OpraHMsauum Ha npaBe COOCTBEHHOCTH,
XO3ANCTBEHHOIO BEOEHWS UMM ONepaTUBHOIO YMPaBfEHUS OCHOBHOTO TEXHOMOrM4eckoro obopydoBaHus O5is
Npon3BOACTBa STUIOBOrO CNMPTAa, 3aperncTpMpOBaHHOrO B COOTBETCTBUMM cO cTatben 14.1 PepepanbHoro
3akoHa oT 22 Hosbpa 1995 roga N 171-d3 "O rocygapCTBEHHOM perynvpoBaHuM Npov3BoACTBa U obopoTa
3TWUMOBOrO CNMpTa, ankorofibHOM U CNIMPTOCOAEPXKALLEN NpoayKumMK 1 06 orpaHuveHnn notpebnexHms (pacnuTms)
arnkoronbHOW NpoayKuumn".

(4acTb 4 BBegeHa PepgepanbHbIM 3akoHoM OT 27.12.2019 N 481-93)

Ctatba 8.1. OcCOOEHHOCTM nNUUEH3MPOBaHUA MNPOU3BOACTBA JIEKAPCTBEHHbIX CpPeAcTB
(dhbapmaueBTUYECKOM CyOCTaHLMM CNUPTa 3TUIOBOrO (3TaHOoNa)
(BBegeHa denepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

1. OewncTtBue nMUEH3MM Ha NPOM3BOACTBO EKAPCTBEHHbIX CPeAcCTB (dhapMaueBTuyeckon cybcTaHuum
cnupta 3TUITOBOrO (3TaHona) NpuOCTaHaBNMBaETCA B 4acTuM NpaBa Ha NPOM3BOACTBO (hapMaueBTU4ECKOW
cybCcTaHuuM cnmvpTa 3TUNOBOrO (3TaHONa) NULEH3MPYOLWMM OpraHoM B Crydasix, onpegeneHHbix cratben 20
®epepanbHoro 3akoHa ot 4 masa 2011 roga N 99-®3 "O nuueH3npoBaHMU OTAENbHbLIX BUAOB AesaTenbHoCcTH", a
Takke Ha CPOK NPUOCTaHOBIEHUS AENCTBUSA NULEH3UN Ha NPOM3BOACTBO 3TUMOBOMO CNMpTa Ans NPOM3BOACTBA
dhapmaLeBTMIECKON CybCTaHUMM cnvpTa 3TWUMOBOrO (3TaHona), BblJaHHOW B COOTBETCTBUM C PepeparnbHbiM
3aKOHOM OT 22 Hos6psa 1995 roga N 171-03 "O rocygapCTBEHHOM perynupoBaHUM Mpou3BoAcTBa M obopoTa
3TUNOBOrO CNUpTa, ankorosibHOM 1 CNUpTOCcoAepXKaLlen NPoayKuun 1 o6 orpaHu4eHMn noTpebneHus (pacnutns)
arkoronsHoOn npoayKunn”.

2. [eiicTBue nuuUEH3MM Ha NPOU3BOACTBO JIEKAapCTBEHHbIX cpeacTB (hapmaueBTuyeckon cybctaHumm
cnupta 3TUMNOBOrO (3TaHona) B 4YacTU npaBa Ha NPOM3BOACTBO hapmaleBTUYECKON cybCcTaHuMm cnvpTa
3TUNOBOro (3TaHoma) npekpawlaeTca JUMUEH3NPYIOWMM OpraHoM B CrlyvasiX, OnpedeneHHbix cratben 20
depepanbHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O nuueH3MpoBaHMM OTAENbHbBIX BUOOB AeATenbHOCTU", a
TaKke C AaTtbl NpeKpaLLleHns UM aHHYNMPOBaHWS OENCTBUS NIULEH3UN HA NPOM3BOACTBO 3TMUMOBOIO CnMpTa Ans
npoussoacTeBa hapmaueBTUYecKkor cybcTaHuum cnupTa 3TUNOBOrO (3TaHona), BblAAHHOW B COOTBETCTBMM C
depepanbHbIM 3aKkOHOM 0T 22 HosA6psa 1995 roga N 171-03 "O rocyaapCTBEHHOM perynnpoBaHMn Npon3BOACTBA
n obopoTa STUMOBOrO CNupTa, ankorofibHOW M CnMpTocodepXallen NPpoayKuum n o6 orpaHm4eHun noTpebneHns
(pacnnTurs) ankoronbHOW NpoayKummn".

Cratba 9. locyaapcTBeHHbIN KOHTPOSb (Hap3op) B cchepe obpalleHus nekapcTBEHHbIX CpeacTB
(B pea. PepepanbHoro zakoHa ot 11.06.2021 N 170-03)

1. FocyaapcTBeHHbIN KOHTPOrb (Haasop) B cdepe obpallieHust NeKapCTBEHHbIX CPEACTB OCYLLEeCTBNSeTCs
nocpencTBoM edepanbHOro rocyapCTBEHHOIO KOHTpons (Haasopa) B cdepe obpalleHus ekapCTBEeHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

cpenctB M dedepanbHOro rocydapCTBEHHONO JIMLEH3MOHHOMO KOHTPONSA AeATeNlbHOCTM MO MPOW3BOACTBY
NeKapCTBEHHbIX  CPeACTB, OCYLUECTBMSIEMbIX  doedeparnbHbiMU  OpraHamMy  MCMOMHWUTENbHOW  BracTy,
yrnosiHoMo4YeHHbIMK [NpaButenscTBoM Poccuinckon deaepaumm.

2. TpegometoMm dedepanbHOro rocygapCTBEHHOro koHTpons (Hagsopa) B cdepe  obpalleHus
NeKapCTBEHHbIX CPEACTB ABMAKTCS:

1) cobnogeHne obasaTenbHbIX TpeboBaHMI B cdhepe oOpalleHns NekapcTBEHHbIX CPeacTB, B TOM YnCre:

a) TpeboBaHMI K JOKMUHUYECKUM UCCIIeA0BaHUAM JIeKapCTBEeHHbIX CPEACTB, KIMMHUYECKUM UCCreoBaHNUsAM
NeKapCTBEHHbIX NMpenapaToB, U3roTOBIEHNIO, XpaHeHW0, NepeBo3ke, BBO3Yy B Poccuiickyio dedepaumio, oTnycky,
peanvsauuv, nepegade, Npoaaxe JeKapCTBEHHbIX CPeACTB, MPUMEHEHUIO JIEKAapCTBEHHbIX MNpenapaTos,
YHUUTOXEHUIO NEKAPCTBEHHbIX CPEACTB, YCTAHOBMNEHUIO NMPOM3BOAMTENAMMN NEKapCTBEHHbLIX NpenapaToB LeH Ha
neKkapcTBeHHble npenapaTbl, BKMHOYEHHbIE B NepeyeHb XU3HEHHO HEOBXOAUMBIX U BaXKHEMLIMX NEKapCTBEHHbIX
npenaparos;

0) TpeboBaHMIN K COOTBETCTBMIO JIEKAPCTBEHHBLIX CPEACTB, HaxogslMxcs B obpalleHuun, nokasaTensm
kayecTBa, adppeKkTMBHOCTM M ©e30NMacHOCTU, YCTaHOBMEHHbIM B COOTBETCTBMM C HacToswwmm PenepanbHbiM
3aKOHOM,;

B) TpeboBaHui k cobnogeHnto cybbektamm obpalleHnss NeKapCTBEHHbIX CPEACTB, YKa3aHHbIX B 4Yactu 1
ctatbu 67.1 HacToswero degeparnbHOro 3aKoHa, OrpaHNYeHUin, HanaraemMblx ctaTbsiMu 67.1 1 67.2 HacTOSILLETO
depepanbHOro 3aKoHa;

2) cobnogeHne NUUEH3NOoHHbIX TPeBOBaHMI K OCYLLECTBNEHNIO (hapMaLeBTUYECKON OEATENBHOCTY;

3) cobntogeHne TpeboBaHMI K NpenocTaBneHMto CyObekTamu obOpalleHMst NEeKapCTBEHHbIX CpeacTB
MHOPMaLMM O NEKapCTBEHHbIX CPeAcTBax U (Mnn) NekapcTBEHHbIX npenapaTax, NPeayCMOTPEHHON CTaTbsiMu
9.1, 52.1 n 64 HacToswero PegepanbLHOro 3akoHa.

3. lMpn ocywecTBneHnn denepanbHOro rocyaapCTBEHHOrO KOHTpons (Hagsopa) B cdepe obpaiieHus
nekapCTBEHHbIX CPeACTB NPOBOASATCS criegyloLme Buabl KOHTPOMbHbIX (HaA30PHbLIX) MEPONPUATUN:

1) DokyMeHTapHasi NnpoBepka;

2) Bble3gHas NpoOBeEpPKa;

3) BbIOOPOYHBI KOHTPOSb Ka4ecTBa;
4) KOHTPONbHas 3aKyrnka;

5) MHCNEKLMOHHbIV BU3AT;

6) HabniogeHne 3a cobniogeHveM  obsasaTenbHbiX  TpeboBaHWA  (MOHUTOPUHr  6e3onacHocTy)
(dbapmakoHagsop).

4. OpraHusauus 1 OcCyLlecTBrieHne eaepanbHOro rocygapCTBEHHOro KoHTpons (Hagsopa) B cdepe
obpalleHnst nekapCcTBEHHLIX cpeacTB perynupytotca PegepanbHbiM 3akoHom oT 31 mona 2020 roga N 248-93
"O rocyaapCTBEHHOM KOHTpoOJie (Hag3ope) u MyHuumnanbHoOMm KoHTpore B Poccuiickon ®epepauun”.

5. BHennaHoBbI BbIGOPOYHBIA KOHTPOSb KayecTBa NpPOBOAMTCS B TOM YMCIIE HA OCHOBaHWM MporpaMMbl
MPOBEPOK.

6. lNMnaHoBbIN BLIGOPOYHbLIVA KOHTPOIb KaYecTBa He NPOBOAUTCS.

7. To pesynbTatam BblGOPOYHOrO KOHTPOMS KayecTBa Hapsgy C peLlleHnsMW, npegycMOTPEHHbIMM
depepanbHbiv 3akoHoM oT 31 wmona 2020 roga N 248-d3 "O rocygapCTBeHHOM KOHTporie (Hagsope) wu
MyHUUMNansHOM KoHTporie B Poccunckon ®egepaunn”, degepanbHbIMU OpraHamMu UCNOMHUTENBHOW BMacTMy,
YMOSTHOMOYEHHbLIMU Ha OCYLLECTBIEHNE BbIBOPOYHOrO KOHTPOMS KavyecTBa, MPUHUMAIOTCA criegylolme peLlleHns:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) 0 AanbHeMweM rpaxaaHckoM o6opoTe cepuu, NapTUM COOTBETCTBYHOLLIErO NEKapCTBEHHOIO CpeacTBa B
cryyae NOATBEPXKAEHUA MO pesyrnbTataM MpPOBeOEeHHbIX WUCTLITAHUA COOTBETCTBUA KayecTBa IeKapCTBEHHOro
cpencTBa yCTaHOBMNEHHLIM TPeBGOoBaHNAM;

2) 06 u3bSATUM U3 rpaxdaHckoro obopoTa cepun, MAPTUN COOTBETCTBYHIOLLENO NIEKAPCTBEHHOIO CPEACTBA B
criyyae BbISIBIiEHMSI MO pe3ynbTaTam MNPOBEAEHHbIX WUCMbITAHWA HECOOTBETCTBUSI KayecTBa JEKAPCTBEHHOIO
cpeacTea yCTaHOBMEHHbIM TpeboBaHUAM;

3) O nepeBode JlEeKAPCTBEHHOIO CPEACTBa Ha MOCEPUiHLIA  BbIOOPOYHLIA  KOHTPOSb KayecTBa
neKapCTBEHHbIX CPEACTB B Crlydae MOBTOPHOIO BbISIBIEHNS1 HECOOTBETCTBUS KAYECTBa NIEKAPCTBEHHOIO cpeacTBa
YCTaHOBMEHHbIM TpeboBaHUAM M (Npn HeOOXOAMMOCTN) O MnpoBepke cybObekTa OOpalleHUss NeKapCTBEHHbIX
cpeacts. Pacxogpbl, cBsi3aHHble C MPOBEAEHWEM MOCEPUIAHOIO BbIGOPOYHOrO KOHTPOSSA, OMnnavMBalTCs
npoun3ssoguTenemMm nekapCcTtBeHHOro cpencrtea nmbo agepxartenem wunu BnagenbueMm perncrtpaymMoHHOro
YyOOCTOBEPEHUS NEKAPCTBEHHOMO Npenapara.

8. depgeparnbHbIi  TOCYAAPCTBEHHbIA  JIMLUEH3NOHHBLIN  KOHTPOSNb  AEATENbHOCTM MO  MPOM3BOACTBY
NeKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCHA B COOTBETCTBMM C 3aKoHoAaTensCcTBoM Poccunckon degepaumn.

Ctatbsa 9.1. Mporpamma npoBepokK
(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-03)

1. B uensx opraHusaumu BbIGOPOYHOTO KOHTPONS KayecTBa JIEKApPCTBEHHbIX CPEACTB chopMupyeTcs
nporpaMma npoBepoK.

2. [Ona uenein peanu3auuMm nporpammbl MPOBEPOK MPOU3BOAUTENU FEKAPCTBEHHbLIX Cpeacts U
opraHusauumm, oCyLLeCTBMAILWME BBO3 JleKapCTBEHHbIX cpeAcTB B Poccuiickyto ®egepaumio, NpefocTasnsioT B
OTHOLLUEHMNW JTeKapCTBEHHbIX CPeAcTB AN MeQULMHCKOro NPpUMEHEHUs B YNONTHOMOYEHHbIV befeparnbHbii opraH
NCNONMHUTENBHOW BRacTW, OCYLLECTBAIWNA PYHKLUUN NO KOHTPOM U HaA30py B cdepe 34paBoOXpaHeHus, B
OTHOLUEHUWN NEeKapCTBEHHbIX CPeacTB Ans BEeTePUHapPHOro NpMMEHeHUs B YNONHOMOYEHHbIV doedeparibHblin opraH
WCMONHWUTENBbHON BNAacTW, OCYLLECTBASOWMA (YHKUMM MO KOHTPOMK W Haa3opy B cdepe obpalyeHus
NeKapCTBEHHbIX CPEACTB ONA BETEPUHAPHOro MNPUMEHEHWs, CBEAEHWS O cepusiX, MapTUsX JeKapCTBEHHbIX
CpeacTB, MOCTynawoLlWmMxX B rpaxgaHckui obopot B Poccuiickon degepaunn, B Oopsagke, coctaBe U obbeme,
YCTaHOBIMEHHbIX yKa3aHHbIMU defiepanbHbIMU OpraHaMu UCMONMHUTENbHON BIACTU B OTHOLLEHMW JTeKapCTBEHHbIX
cpeacTs AN MeAMUMHCKOrOo MPUMEHEHUS UM B OTHOLUEHMW NEeKapCTBEHHbIX CPeAcTB AN BeTepuHapHOro
NPUMEHEeHNs1 COOTBETCTBEHHO.

3. [lporpamma npoBepok OPMUPYETCA Ha KaneHdapHbii rog B cpok po 30 pekabps roaa,
npeaLwecTBYHOLLIEro rogy NpoBeaeHNsi BoIDOPOYHOIro KOHTPONS.

4. B cny4yae HacTynrneHusi cCOObITMI, ykasdaHHbIX B noanyHkTax "6" u "B" myHKTa 2 4yacTu 6 HacTosLew
cTatby, peaepanbHbIM OpraHoM UCMONMHUTENBHON BNAacTU, OCYLLECTBAAIOWMM (DYHKLMM NO KOHTPOSO U Haa3opy
B cdepe 30paBooxpaHeHus, hegeparnbHbIM OpraHOM UCMONHUTENBbHON BRacTy, OCYLWECTBAAWMM yHKLMKN No
KOHTPOMIO M Haa3opy B cdepe obpalleHnss nekapcTBEHHbIX CPEeACTB AN BETEPUHAPHOrO MPUMEHEHUs, Mpwu
HeobX0AMMOCTU BHOCATCS COOTBETCTBYIOLLNE U3MEHEHMS B MPOrpamMmmy npoBEpPOK.

5. B nporpammy npoBepok MOryT BKIOYaTbCA MEPONPUATUS C Y4eTOM HapyLUEHWUI, BbISIBIIEHHbIX B pamKax
KOHTPOIbHbIX (HaA30PHbIX) MEPONPUATHIA 3a NpeablayLWNiA KaneHaapHbIi rod,.

6. MNporpamma NpoBepPOK COAEPXKUT:

1) nepeveHb NEKapCTBEHHbIX CPeAcTB, OTOOp 06pasuoB KOTOpbIX OyAeT OCyLWecCTBRAATbCS B pamMkax
BbIBOPOYHOrO KOHTPOMS, POPMUPYEMBIN C Y4ETOM pe3yrbTaToB rocyAapCTBEHHOIO KOHTPOns (Hagsopa) B cdepe
obpalleHnsi NekapCcTBEHHbIX CPEACTB 3a KaneH4apHbI rof, NpeaLllecTByOWMiA roqy npoBedeHust BbiIbopoyYHOro
KOHTpOS;

2) ykasaHMe Ha cobOblTUe, HacCTyMnfeHNne KOTOPOro SBMSIETCS OCHOBaHWEM [Afsi  OCYLLECTBIEHUS
BbIOOPOYHOro KOHTPONS:

a) nony4yeHue cBegeHun, npencraBnAeMbIX B COCTaBe U obbeme, YCTaHOBJ1€HHbIX q)enepaanblm opraHom
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

WCNONMHUTENBHOW BRacTW, OCYLLECTBNSAOWMM DYHKLUUN NO KOHTPOMK M Haa3opy B cdepe 34paBoOXpaHeHus,
defepanbHblM OpraHoOM WCMNOMHUTENbHOW BriacTW, OCYLUECTBASALWMM (PYHKUMM MO KOHTPONIO U Haasopy B
cchepe obpalleHus feKkapCTBEHHbIX CPEeACTB [Ofsi BETEPUHAPHOrO MNPUMEHEHUS, O CepusiX, NapTUsiX
nekapCTBEHHbIX CPeAcTB, NOCTYNaLWmMX B rpaxgaHckun obopoT B Poccuinckon ®egepaunmn, ykasaHHbIX B MyHKTE
1 HacTodwen 4acTu, oOopraHu3auusamu, OCYLLUECTBASKWUMM NPOM3BOACTBO JIEKAPCTBEHHbLIX CPeacTB B
Poccuiickon depepalmm 1 BBO3 nekapCTBEHHbIX cpeacTB B Poccuiickyo denepaumio;

©0) nony4yeHue NocTynarwLlen B Nopsake, yCTaHOBNEHHOM cTaTbel 64 HacTosilwero deneparnbHOro 3akoHa,
MHd)OpMauMM 0 NOOOYHbIX ,qu7ICTBVIF|X, HeXenaTellbHbIX peakuuax, Cepbe3HbIX HeXenaTellbHbIX peakunax,
HenpeaBunaeHHbIX HeXenaTellbHbIX peakunax npu NpUMEeHeHUn NeKapCTBEHHbIX npenapartos, o6
NMHAMBUOYANbHON HENEPEHOCUMOCTU, OTCYTCTBUM 3DAEKTUBHOCTU NEKAPCTBEHHbLIX MpenapaToB, a Takke 00
MHbIX bakTax N obCcTosaTeNbCTBAX, NPEACTABMSIOWNX YIPO3Yy XU3HW UMW 340POBbLI0 YenoBeka NMBO XXMBOTHOMO
Npy NPUYMEHEHWM JEKAPCTBEHHbBIX MPEnapaToB M BbISBEHHbIX Ha BCeX dTanax obpalleHust NekapCTBEHHbIX
npenapaToB B Poccuickon degepaumm 1 opyrmx rocygapcraax;

B) nonyyeHune B cooTBeTcTBUM C PepepanbHbiM 3akoHoMm oT 31 wmona 2020 roga N 248-03 "O
rocylapCTBEHHOM KOHTpoOfe (Hagsope) U MyHuLuMnansHOM KoHTporie B Poccuiickon depepaumn” csefeHuin o
NpyYMHEeHNW Bpeda unu ob yrpo3e NpUYNMHEHUS BPeAa XW3HW, 300POBbI0 rPaXaaH UMnn XMUBOTHbIX.

Cratba 9.2. NocygapcTBeHHbIN KOHTpONb (Hag3op) 3a peanusauuen opraHaMum UCMONHUTENbHOMN
Bnactu cyobektoB Poccuitickon ®denepaumm nonHomounn B cpepe obpaLeHUsA nekapcTBEeHHbIX CPeacTs
Ons MeAULIMHCKOro NpUMeHeHuUs

(BBegeHa denepanbHbiM 3akoHoM oT 11.06.2021 N 170-3)

1. F'ocyoapCcTBEHHLIN KOHTPOIb (HAaA30p) 3a peanv3aumen opraHamm UCNONHUTENBHON BNacTu cybbekToB
Poccwuiickon ®depepaumm nonHomoumii B cdepe obpalleHus NeKapCTBEHHbIX CPEeACTB AN MeOWMLMHCKOro
NMPUMEHEHUs  OCYLLeCTBNSAETCA  YNONHOMOYeHHbIM [lpaBuTtensctBoMm Poccunckon ®Pegepauum  opraHom
WCNOSTHUTENBLHOW BNacTuU.

2. lNpegMeToM rocygapCTBEHHOrO KOHTponsa (Hags3opa) 3a peanv3auven opraHamy UCMOSTHUTENBHOM
Bnactn cybwektoB Poccuiickon degepaunm nonHomounn B cdepe obpalleHnss nekapCTBEHHbIX CpeacTB Ans
MeOUUMHCKOIro npuMmeHeHna dABndeTca conop,eHme YNOJTHOMOY€EHHbIMX OpraHamu MCMONMHUTENbHON BRacTn
cybbektoB Poccuiickonn Pefepaumm METOOMKW YCTaHOBMEHUSA NpPeferNibHbiX pasMepoB OMNTOBbIX HagbaBoK U
npefenbHbIX pa3MepoB PO3HUYHbIX HaabaBoOK K  (PakTUYECKMM  OTMYCKHbIM  LieHaM, YCTaHOBIIEHHBLIM
NpoM3BOAMTENSIMU JIEKAPCTBEHHBIX MPENapaToB, Ha JeKapCTBEHHbIE MpenapaTbl, BKIOYEHHbIE B MEpeYvYeHb
XN3HEHHO HEODXOAMMbIX U Ba)KHEWLUMX FIeKapCTBEHHbIX NpenapaTos.

3. Tllpu ocywecTBneHMn rOCygapCTBEHHOrO KOHTponsd (Hagsopa) 3a peanu3auuen  opraHamu
NCMNonHMTENBbHOW BriacTn cyobekToB Poccunckon Pegepaumm nonHoMoumii B cpepe obpalleHmns nekapcTBEHHbIX
cpencTs Anst MegMUUHCKOro NMPUMEHEHUSA NPOBOAATCS crneayowmne Buasl MEpPONpUATUR:

1) BOKyMeHTapHble NPOBEPKMY;
2) Bble3Hble MPOBEPKW.

4. OpraHmsauus M OCyLLeCTBNEHWe rocyaapCTBEHHOrO KOHTPONs (Hagsopa) 3a peanusauven opraHamu
McnonHMTENbHOW BrnacTn cybbekToB Poccuickon Pegepaumm nonHoMoumii B chepe obpalleHmns nekapcTBEHHbIX
cpencTB Ans MEOMUUHCKOro MpuMeHeHus perynupytotca depepanbHbiM 3aKoHOM oT 6 okTabpsa 1999 roga N
184-03 "O6 o6wmx MpuHUMNax opraHu3aumMv 3akoHodaTernbHbIX (NPEeACTaBUTENbHBLIX) U UCTMOMHUTENBHbIX
OpraHoB rocygapcTBeHHOWN BnacTu cyowekrtoB Poccuiickon depepaummn”.

5. MNonoxeHwe O rocynapCTBEHHOM KOHTpone (Hagsope) 3a peanu3auuen opraHamn UCMNONHUTENbHON
Bnactn cybwektoB Poccuiickon ®enepauum nonHomouun B cdepe obpalleHns NekapCTBEHHbIX CpeacTB Ans
MeaWLUMHCKOro npuMeHeHus yteepxaaetca Npasutensctsom Poccuinickon degepaumu.

Ctatba 9.3. PerMoHanbHbI rocyfapCTBEHHbIN KOHTpPOnb (Haa3op) 3a MPUMEHEHWEM LeH Ha
nekapcTBeHHble npenapaTtbl, BKIOYEHHble B MNepevYeHb XU3HEHHO HeoOXOoAUMbIX U BaXXHEWULUUX
nekapcTBeHHbIX NpenapaToB

(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1. PervioHanbHbIi TOCYAapCTBEHHbIN KOHTPOMb (HaA30p) 3a MNPUMEHEeHWEeM LeH Ha NeKapCTBEHHble
npenapartbl, BKMOYEHHbIE B NepeyveHb XM3HEHHO HEeOOXOAUMbIX W BaXKHEWLMX NeKapCTBEHHbLIX npenapaTos,
OCYLLECTBMAETCH OpraHoM WCMONHUTENbHOM Bnactn cybbekta Poccuinickon ®epepauunn, ynornHOMOYEHHbIM
BbICLUMM MCMOMHUTENbHLIM OPraHoOM rocyaapCTBEHHOW BriacTn cybbekta Poccuickon Pegepaumm.

2. TlNpeomMeToM pervoHanbHOrO FOCYAAapPCTBEHHONO KOHTPONs (Haasopa) 3a MPUMEHEHMEM LEH Ha
rieKapCTBEeHHbIe MpenapaTbl, BKMOYEHHbIE B NEpPeYeHb KU3HEHHO HEOOXOAMMbBIX U BaXKHEWLLNX NeKapCTBEHHbIX
npenapaTtoB, siBRAsieTcs cobnogeHne opraHuMsauusiMM OMNTOBOWM TOPFOBMM  NEKAPCTBEHHbIMWM  CpeacTBaMMu,
anTevyHbiMu opraHmn3aunamm, nHanengyanbHbIMU npeanpunHnmaTtenamu, nMerwnmmMmmn MUEeH3unto Ha
hapMaLeBTMYECKYD  OEATENbHOCTb,  MEOUUMHCKMMW  OpraHu3auusiMy,  UMEeLWMMKM  JIULEH3NK  Ha
apmaueBTUYECKYl0  OesiTenbHOCTb, W UX  060COGNEHHbIMM  nogpasgeneHusMu  (ambynaTopusiMu,
denbawepckMMm 1 henbalepcko-akyLLEPCKMMM NYHKTaMK, LeHTpamMu (oTaeneHusimmn) oblien BpavebHon
(cemeliHoM) NpakTKKKN), PacroNOXEHHBIMWU B CENbCKUX HACEMNEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusauum, Npu peanusauun nekapcTBEHHbIX NpenapaToB TpeboBaHU K NPUMEHEHMIO LieH, YPOBEHb KOTOPbIX
He OOJNKeH npeBbillaTb CyMMYy q.)aKTI/I‘-IeCKOﬁ OTI'IyCKHOI7I LieHbl, yCTaHOBJ'IeHHOVI npoun3ssoguTenem nekapCTtBeHHbIX
npenapaToB, WU KOTOpble HE MNPEBbLIWAT 3aperMcTpMpPOBaHHbLIX NpedernbHbIX OTMYCKHbIX LEH, U pasMepoB
ONTOBbIX HagbaBoOK WU (MNM) pa3MepoB PO3HUYHLIX HaaGaBOK, He MPEBbILLALIMX COOTBETCTBEHHO pPasMepoB
npedenbHbIX OMNTOBbIX HagbaBoK M (MNM) pasMepPoB MPeEAESibHbIX PO3HWYHbIX HafabaBOK, YCTAHOBMEHHbLIX B
cybbekTe Poccuiickon ®epepauun.

3. OpraHusaumss ©“ OCYLLEeCTBMEHUE pernoHanbHOro rocyfapCTBEHHOro KOHTpons (Hagsopa) 3a
NPMMEHEHWEM LEH Ha §eKapCTBEHHble MNpenaparbl, BKIKOYEHHbIE B NepeyeHb XU3HEHHO HeobXoaMMbIX |
BaXKHeMLINX NeKapCTBEHHbIX npenapartos, perynupytotca PegepansHbiM 3akoHoMm oT 31 uona 2020 roga N
248-93 "O rocygapcTBEHHOM KOHTpoOre (Hag3ope) u MyHUuMnanbHOM KoHTporne B Poccuiickon degepaumn”.

4. [NonoxeHne O pervoHanbHOM rOCyNapCTBEHHOM KOHTpone (Hagsope) 3a nNpUMEHEHMeM LeH Ha
nekapCTBEHHbIE MpenapaTbl, BKIMYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaOXKHEWMLLNX JIEKAapCTBEHHbIX
npenapaToB, YTBEPXKOAAETCA BbICLUIMM WUCMOMHUTENbHBIM OpraHoM T[OCY4apCTBEHHOW Bnactm cybbekta
Poccuiickon depepauum.

Ctratba 9.4. ®depepanbHbli rocyAapCTBEHHbIA JIULEH3UOHHbLIA KOHTPONb [AEeATEeNbHOCTU No
Npon3BOACTBY fleKapCTBEHHbLIX CPeaACcTB
(BBegeHa degepanbHbiM 3akoHoM oT 11.06.2021 N 170-03)

1. ®depgepanbHbIl  rOCyAapCTBEHHbIA  JIMUEH3NOHHBIM  KOHTPOSIb  AEATENbHOCTUM MO NPOU3BOACTBY
NEKapCTBEHHbIX  CPeACTB  OCyllecTBNdAeTcs  pedeparnbHbIMM  OpraHamu  UCMOMHUTENbHOW  BNacTw,
ynofnHoMo4eHHbIMK NpaButenscTesoM Poccuinckon depepaumm.

2. ®depepanbHbll  TOCYAAPCTBEHHbLIA  MIMLEH3NOHHBIA  KOHTPOSb  OEATENbHOCTM MO  MPOU3BOACTBY
NEeKapCTBEHHbIX CPeACTB OCYLLECTBMSETCS B cOOTBETCTBUM ¢ PepepanbHbiM 3akoHoMm oT 4 masa 2011 roga N
99-03 "O nuueH3npoBaHMK OTAENbHbLIX BUAOB AesTenbHocTn" n deaepanbHbiM 3akoHom oT 31 utona 2020 roga
N 248-®3 "O rocygapcTBeHHOM KOHTposne (Haasope) u MyHuuunansHom koHTpone B Poccuiickon ®epepaunn”. B
pamkax egepanbHOro rocyaAapCTBEHHOMO MULEH3MOHHOIO KOHTPONsS [OeATenbHOCTM MO  MNpOU3BOACTBY
NeKapCTBEHHbIX CPEACTB MNITAHOBbIE KOHTPOSbHblE (HAA30pHbLIE) MEPONPUATUS HE MPOBOAATCH, MpU 3TOM
NpoOBOAMTCS MEPUOAMYECKOE MNOATBEPXKAEHWE COOTBETCTBUS IMLEH3MATOB JIMLUEH3NOHHbIM TpeboBaHusM B
cootBeTcTBMM ¢ PepnepanbHbiM 3akoHoMm oT 4 Mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUOOB
nesTenbHocTn".

Fnaea 5. PASBPABOTKA, AOKINMHNYECKUE UCCIIEAOBAHUA
JNEKAPCTBEHHbIX CPEACTB, A TAKXE KNMHUYECKUE UCCITIEAOBAHUA
NEKAPCTBEHHDbIX NPEMAPATOB ANA BETEPUHAPHOIO MPUMEHEHUA

Cratbsa 10. Pa3paboTka nekapCTBeHHbIX CPeACTB

1. PaspaboTka nekapcTBeHHbIX CPeACTB BKMOYaeT B cebs MOUCK HOBbIX (DapMaKoNorM4eckn akTMBHbIX
BeLLecTB, nocreayllee UsyyeHne UX JeKapCTBEHHbIX CBOWCTB, AOKMMHUYECKME MUCcrledoBaHus, paspaboTky
TEXHOJIOMMI Npon3BoACcTBa hapMaLeBTUYECKNX cybcTaHUMI, pa3paboTKy COCTaBOB M TEXHOMOMM MPOM3BOACTBA
NeKapCTBEHHbIX NpenapaTos.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. drHaHcoBoe obecneyeHne pa3paboTKn NIEKapCTBEHHbLIX CPEACTB OCYLLECTBNSAETCH 3a CYET:
1) cpeacTB hefepansHoro GrooxeTa;
2) cpencTB pa3paboTUYNKOB NIEKAPCTBEHHbBIX CPEACTB;

3) cpeacTe I'IpOI/I3BO£I,I/ITe.I'IeI7I NekapCTBeHHbIX CpeacCTB Npu BbINONTHEHUM Hay4HO-UCCenoBaTesibCKUX
pa6OT no [O0rosopy mexay pa3pa6OT‘-II/IKOM JNNIEKapCTBEHHbIX CpeAcTB U Nnpou3BoaunTeNeM J1eKapCTBEHHbIX
cpencTs,

4) NHbIX He 3anpeLUeHHbIX 3akoHogaTenbcTBOM Poccuickon Pegepaumm MCTOYHUKOB.
3. NpaBa paspaboTunka nekapCTBEHHOro CPeACTBa OXPAHATCHA PAXXAAHCKUM 3aKOHOAATENbCTBOM.

Cratba 11. [JoknuMHMYeCKOoe wuccrneAoBaHME JeKapCTBEHHOro cpeacTBa Ansi MeAULIMHCKOro
npUMeHeHus

1. [JoknuHnyeckoe nccrnefoBaHUe NekapcTBEHHOIO cpeacTsa Ans MeOULMHCKOro NpUMEHEHUs MPOBOAMTCS
nyTeM MPUMMEHEHMS Hay4HbIX METOAOB OLEHOK B LeNsX NMoslydeHusa Ookas3aTernbCcTB 6e30MacHOCTU, KayecTBa U
3 PEKTUBHOCTU NIEKAPCTBEHHOIO CpeacTaa.

2. [JoKNMHU4YecKoe nccrnegoBaHne NekapCTBEHHOIO CPEACTBa A1 MeAULMHCKOrO NPUMEHEHUSI NPOBOAUTCS
B COOTBETCTBMM C NpaBuWiamMu Hagnexailei nabopaTopHOW MpPaKTUKK, YTBEPXKOAEHHBbIMU YNONHOMOYEHHbIM
denepanbHbIM OpraHOM UCMONHUTENBHOM BRacTy.
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Ona opraHusauuMmM 1 npoBedeHUs OOKIUHUYECKOro WMCCrneaoBaHUs NeKapCTBEHHOro cpeactsa Ans
MeOULMHCKOro NPYMEHeHNs pa3paboTynKkm NeKapCTBEHHbIX cpencTs MoryT npvBnekaTb
Hay4HO-UccrnegoBaTenbCKkMe opraHu3aumy, obpasoBaTerbHble OpraHM3auun BbiCLLEro oOpa3oBaHus, UMEoLme
HeoOXO4MMYD MaTepuarbHO-TEXHUYECKY 6a3y M KBanugULUMPOBaHHBLIX CNELManvCTOB B COOTBETCTBYHOLLEN
obnacTtu nccnegoBaHus.

(B peq. PenepanbHoro zakoHa ot 02.07.2013 N 185-93)

4. [loknmHM4Yeckoe uccriegoBaHne NekapcTBEHHOIO CPeACcTBa AN MeaULMHCKOro NPMMEHEHUSI MPOBOAMUTCS
no YTBEPXKOEHHOMY pa3paboTUMKOM JIeKapCTBEHHOrO CpeacTBa MnaHy C BeAeHMEM MpoTokona  3Toro
UCCneaoBaHWs UM COCTaBfieHMEM OTyeTa, B KOTOPOM coaepXaTcs pesynbTaTbl 9TOr0 UCCrnedoBaHus U
3aKMnioyeHne O BO3MOXHOCTM MPOBEOEHUA KIMHUYECKOro WCCReaoBaHus NleKapCTBEHHOro npenapaTta ans
MEAMLIMHCKOro NpUMEHEHUS.

5. MpoBeneHue NpoBepok cobnogeHnsa npaBusl Haanexatilen nadbopaTopHoO NPaKTUKN 1 MPaBOBbLIX HOPM
NCNONb30BaHUSA >KMBOTHBLIX MPU MNPOBEAEHUU OOKMIMHUYECKUX WCCIEeLOBaHUA IEeKapCTBEHHbIX CPeacTB Ans
MEOMLMHCKOrO MPUMEHEHUS OCYLLECTBNSAETCS YMNONHOMOYEHHbIM dheaepanbHbiM OpraHOM  MCMOMHUTENbHOM
BnacTu.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

6. PesynbTaTbl [OOKMIMHUYECKOrO WCCNedoBaHWs fekapCTBEHHOro cpeactsa  Andg  MeguuMHCKOro
NPUMEHeHUs MOryT ObITb NpeAcTaBneHbl B YNONMHOMOYEHHbIM hefepanbHblil OpraH UCMONHUTENBLHON BNacTu B
YCTaHOBMNEHHOM MOpsAKe B Lensix rocygapCTBEHHON pernctpaumm nekapcTBeHHOro npenapara.

Ctatba 12. [JoKnNUHMYECKOe WUCCriefOBaHMe JlieKapCTBEHHOro CcpeAcTBa WM KIMMHU4YecKoe
uccrnegoBaHMe NIeKapCTBEHHOMO nNpenaparta Ansa BeTepuHapHOro NpuMeHeHus

1. JoknuHu4yeckoe UccregoBaHUE F1eKapCTBEHHOrO CpeacTBa ANl BETEPUHAPHOMO  NMPUMEHEHWS
NPOBOAUTCSA MyTEM MPUMEHEHMUST Hay4YHbIX METOAOB OLEHOK B LIEMNsIX NOMyYeHusl fokasaTenscTB 6e3onacHocTw,
kayecTBa M 3(PPEKTUBHOCTU NEKAPCTBEHHOTO CPEACTBA, B TOM YMCMe ONpeferieHnsl cpoka ero BbiBeAEeHWUs U3
opraHuama >XWBOTHOTO, B Lensx obecneyeHusi 6e30nacHOCTU NPOAYKLMM XUBOTHOTO MPOUCXOXAEHWS mnocre
NpYMEHeHNs COOTBETCTBYHOLLErO NekapCTBEHHOro npenapara.

2. [oknuHu4eckoe unccrnegoBaHue NekapCTBeHHOro cpeacrtea U KNUWMHUYECKoOe - uccrnepnosaHue
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

nekapCTBEHHOro npenapara Ansi BeTepMHAPHOro NPUMEHEHWS, uccrnegoBaHme OMOSKBMBANEHTHOCTM yKa3aHHOMo
NeKapCTBEHHOIO Mpenapata NpoBOAATCS B COOTBETCTBMM C [paBunamul, yTBEPXKAEHHBbIMU YMOSTHOMOYEHHbIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTu.

3. [HoknuHuuyeckoe uWccnedoBaHWe TeKapCTBEHHOro CpeacTBa W KNMHMYECKoe  uMccriegoBaHue
NeKkapcTBEHHOro npenapaTa Ans BeTeprHapHOro NpuMeHeHust MPoBOASATCA MO YTBEPXKOEHHOMY paspaboTyMKoM
NeKapCcTBEHHOro cpeacTsa MraHy C BeAeHWeM MPOTOKOMOB 3TWMX UCCIedoBaHWiA U COCTaBlEeHMEM OTYETOB, B
KOTOPbIX coaepKaTcs pe3ysibTaTbl 3TUX UCCIIEeA0BaHWNA.

4. Ona opraHusauumM WU nNpoBedeHVst [AOKMMHUYECKOro WCCedoBaHUs NeKapCTBEHHOro cpeacTea U
KMUHUYECKOrO UCCIedoBaHUs eKapCTBEHHOro npenapaTa Ans BeTepUHaApHOro MNpUMeHeHus pa3paboTyuuk
NeKapCTBEHHOro cpeacTea MOXeT npuenekaTb opraHusaumu, nMetone Heobxoaumyto
mMaTtepuanbHO-TEXHUYECKYl0 6a3y U  KBanuUUMPOBAHHLIX CMELManucToB B COOTBETCTBYHOLLEN obnacTu
nccrnenoBaHus.

5. KnuHudeckne wnccnenoBaHus NEeKapCTBEHHbIX nMpenapatoB AfAd BeTepuHapHOro npuMeHeHua
NnpoBOAATCA B BETEPUHAPHbLIX OpraHn3aundax N B OpraHn3aumsax, oCyLecTBrAaowmnx passeaeHume, sobipalliuBaHne 1
cogepxaHune XXMBOTHbIX, B LeNiAx:

1) YyCTaHOBJ1€HNA NEPEHOCUMOCTHN NeKapCTBEHHbIX NpenapaTtoB 340P0BbIMU XNBOTHbLIMU;

2) nopbopa onTUManbHbIX [O3VPOBOK JIEKapCTBEHHbIX MpenapaToB M Kypca feYeHUst Ha KOHKPETHOW
rpynne >XUBOTHBIX C ONpeaerieHHbIM 3aboneBaHneM;

3) ycTaHoBneHns 6esonacHocTN U 3EKTMBHOCTU NeKapCTBEHHOro npenapara, npegHasHadyeHHoro Ans
neyeHuss onpedenieHHbIXx 3aboneBaHuii KMBOTHbBIX, UM 3MEKTUBHOCTM IEKApCTBEHHOIO MNpenapaTta ans
NpogUaKkTKM 3ab0oneBaHunii 300POBbIX KUBOTHBIX;

4) n3yvyeHuna BO3MOXXHOCTEN pacmnpeHnda nokasaHmm K NPUMEHEHUNID  3aperncTpmupoBaHHOro
JIeKapCTBEHHOIO MNnpenapaTta 1 BbiABJITIEHNA paHee HEN3BECTHbIX NoBOYHbIX AENCTBUNA.

6. KnuHuyeckoe uccrieqoBaHMe NeKapCTBEHHOrO Mpenapata AN BEeTEePUHApPHOrO  MPUMEHEeHUs
OCYLLIECTBNSAETCA 3a CYET CPEACTB paspaboTyvka NekapcTBEHHOro cpeacTBa.

7. OTyeTbl O pesynbTaTax AOKIMHUYECKOrO WUCCIeOoBaHWsA JEKapCTBEHHOTO CpPeAcTBa M KIMHUYECKOro
nccrnenoBaHUs NEKapCTBEHHOTO MpenapaTta Ans BeTepMHApHOrO MPUMEHEHMUs COCTaBMsAlTCA pa3paboTynKkoM
NEeKapCTBEHHOro CpeacTBa C Y4eTOM 3akMoYeHWn opraHusauunii, NPUHMMAaBLUMX y4YacTMe B OpraHu3auun U
NpoBeaeHUN 3TUX UCCIeaoBaHWIA.

8. KoHTpomnb 3a npoBegeHMEM OOKIMHUYECKUX WCCNEAOBAHMUA 1eKapCTBEHHbIX CPEACTB M KITMHUYECKUX
nccrnedoBaHWM  NEeKapCTBEHHbIX — MpenapaToB  Ansl  BEeTepMHapHOTO  MPUMEHEHWsI  OCYLLEeCcTBrsieTCs
YNOMHOMOYEHHBLIM heaeparnbHbIM OPraHoM UCMOMHUTENLHOW BMACTHU.

asa 6. OCYLWWECTBJIEHUE TOCYOAPCTBEHHOW PETUCTPALIUN
NEKAPCTBEHHbIX MPENAPATOB

Cratbsa 13. locygapcTBeHHas permcTpauus riekapCcTBeHHbIX NpenapaToB
(B pen. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoC: npumeyaHue.

HonyckaeTcss nNpuMMeHeHVe B MeOMUMHCKMX Lensx He 3apermctpyMpoBaHHbix B P®  nekapCTBEHHbIX
npenapaToB, COAepXaliuxX HapKOTUYecKMe cpencTBa MM MNCUXOTPOMHblE BELLEeCTBa, BBE3eHHbiX B PP B
cooTBeTCTBMM C Y. 3.1 cT. 47 gaHHoro gokyMeHTa (0.8 c1. 3 3 o1 27.12.2019 N 475-93).

1. B Poccuinckon degepaunm gonyckaroTca npon3BoacTBO, M3rOTOBMEHUE, XpaHeHWe, NepeBo3ka, BBO3 B
Poccwuiickyto depepaumto, BbiBO3 M3 Poccunckon degepaumu, peknama, OTNycK, peanus3auus, nepegada,
NPUMEHEHNE, YHUYTOXEHWE JEeKAPCTBEHHbIX MNPenapaToB, €CfM OHU 3aperncTpupoBaHbl COOTBETCTBYHOLLMM
YNOMHOMOYEHHbIM heaepanbHbIM OpraHOM UCTNONHUTENBHON BNACTW.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(vactb 1 B peq. ®enepansHoro gakoHa ot 13.07.2015 N 241-93)
2. [ocypapCTBEHHON perncTpaumm nognexar:

1) Bce nekapcTBeHHble Mpenapartbl, BrnepBble MoAnexawme BBody B obpaweHue B Poccuiickon
degepauuu;

2) nekapcCTBEHHbIE NpenapaTbl, 3aperMcTpMpoBaHHble paHee, HO MPOU3BEAEHHbIE B APYIUX NTEKAapPCTBEHHbIX
dopmax B COOTBETCTBUM C [ePEYHEM HAMMEHOBAHWM NEKapCTBEHHbIX (OPM, B HOBOW [03MPOBKE Mpu
[l0Ka3aTenbCTBE €€ KIMHUYECKOWN 3HAaYUMOCTU U 3P DEKTUBHOCTY;

3) HoBble KOMBUHALMKN 3apernCTPMPOBaHHBIX PaHee NekapCTBEHHbIX NpenapaToB.

3. TocynoapcTBeHHasi perucTpauusi NekapcTBEHHbIX TMpenapaTtoB OCYLUEeCTBNSETCA Mo pesynbTatam
9KCMepTU3bl TeKapCTBEHHbIX CPEACTB, a rocyaapCTBEHHas perncTpaumst opdaHHbIX JIeKapCTBEHHbIX NpernapaToB
OCYLLECTBISIETCSH MO pe3ysibTatam 3KCNepTu3bl JOKYMEHTOB, NPeACTaBIEHHbIX AN OnpeaesieHnst BO3MOXHOCTU
paccmatpuBaTb NeKapCTBEHHbIM npenapat AnA  MeOULUMHCKOrO  MNPUMEHEHUss TMpU  OCYLLEeCTBREHUM
rocyqapcTBEHHOM perucTpauuy B KavecTBe opdhaHHOro nekapcTBEHHOro npenaparta, M Mo pesynbTaTam
3KCMEepTU3bl NEKaPCTBEHHbIX CPEACTB.

4. TocymapCTBeHHast perncrpaumsi NeKapCTBEHHOro npernapaTta OCYLUECTBMASIETCS COOTBETCTBYHOLLUM
YMNOSIHOMOYEHHBbIM  (beeparibHbIM  OpraHOM  UCMOMHUTENBbHON BRacTM B CPOK, He MpEeBbIAKWNA CcTa
LwecTnaecatn paboumx AHEN Co OHA NPUHATUS COOTBETCTBYHOLLErO 3asBNEHWNs O roCyaapCTBEHHOM perncrpaumm
nekapCTBEHHOro npenapaTta. B ykasaHHbIV CpOK BKIOYaeTcs Bpemsi, Heobxoaumoe A MOBTOPHOrO NpoBeAeHs
3KCMNepTM3bl NIEKAapPCTBEHHOIO CpPeAcTBa B COOTBETCTBMM CO cTaTbel 25 HacTosuwero degepanbHOro 3akoHa.
CpoKk rocygapCTBEHHOM perncrpauum  JIeKapCTBEHHOro npenapata  UCYUCASETCA CO  OHA  MPUHSTUSA
COOTBETCTBYIOLLMM YMNOSTHOMOYEHHbIM bedepanbHbIM OpPraHoM WCMOSTHUTENBHOW BNAacTU COOTBETCTBYHOLLETO
3a8BNeHNss O TOCYAapCTBEHHOW peructpauumn NeKapCTBEHHOro npenapata C MNpUNoXeHMeM HeobXoanMbIX
OOKYMEHTOB MO [JeHb BblgauyuM pPEerucTpaumMoOHHOrO YAOCTOBEPEHUSA JeKapCTBEHHOro npenapaTta. Bpewms,
HeoOxo4MMoe AN HanpaeneHns YNonHOMOYEeHHbIM doegepanbHbIM OpraHoM UCTONHUTENBHOW BriacTu 3anpoca o
npeacTaBneHnn HeoOXOOAMMbIX MaTepuanoB W NpeacTaBreHust 3asiBATENEM OTBETA Ha [aHHbIA 3anpoc B
COOTBETCTBMM CO cTaTbamMu 16, 19 u 23 HacTodwero defeparnbHOro 3akoHa, He yYMThLIBAaeTCH NpU UCHUCTIEHUN
CpOKa rocyaapCTBEHHOW perucTpaLmm iekapcTBEHHOro npenaparTa.

5. FocygapcTBEHHON perucTpaummn He noanexar:

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.03.2023 B n1. 1 4. 5 cT. 13 BHOCcATCA n3MmeHeHus (D3 ot 30.12.2021 N 463-D3).

1) nekapcTBeHHbIE Npenaparbl, M3rOTOBMEHHbIE anTeYHbIMU OpraH13aLuaMy, BeTepUHapHbIMK anTeyHbIMU
opraHusauvsiM1, UHOUBMAYaNbHLIMU NPEeANPUHUMATENAMM, KOTOPbIE UMEIOT MULIEH3NI0 Ha (hapMaLeBTUYECKYIO
AesATenbHOCTb, MO peLenTaM Ha feKkapCTBeHHble npenapatbl M TPeGOBaHUAM MeOULMHCKMX OpraHv3auui,
BETEePVHapPHbIX OpraHn3aUmii;

2) nekapcTBeHHble npenapaTtbl, NPUOOPETEHHbIE U3NYecKUMM nuuamu 3a npegenamu Poccuiickon
depepaumm n npegHasHayYeHHbIe A8 IMYHOrO MCMOSb30BaHUS;

3) JleKapCTBEeHHbIE TMpenapaTtbl, BBO3NUMbIE B POCCVIIZCKyPO CDep,epau,mo Ons oKasaHna MeOuLMHCKOM
nomMown no >KMU3HEHHbIM TMOKa3aHUAM KOHKpPeTHOro nauumeHta Ha OCHOBaHUW paspelleHud, BblAaHHOIo
YNOJTHOMOY€E€HHbIM cpe,qepaanblM OopraHom MCMNOSTHUTENBbHOW BNAcTy;

4) nekapcTBeHHble cpeacTBa, BBo3uMble B Poccuiickyto ®degepaunio Ha OCHOBaHUWM BblAaHHOMO
YNOSTHOMOYEHHBIM (heaeparbHbIM OpraHOM WCMOSTHUTENbHOW BIAcTU paspelleHus U npedHasHayYeHHble ans
NMPOBEAEHUS KITMHUYECKUX WCCIEeAoBaHUiA JEeKapCTBEHHbIX MNpenapaToB M (Unv) MNPOBEAEHMs 3KCMepTU3bl
neKapCcTBEHHbIX CPeCTB Ars OCYLLECTBIEHUS roCyJapCTBEHHON perncTpaLmmn nekapcTBeHHbIX Npenaparos;

5) dhapmaueBTMYECKME CYyOCTaHLNW;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

6) paguodapmaleBTUYeCKMe IeKapCTBEHHble Mpenapatbl, W3roTOBIIEHHbIE HEMNOCPEeACTBEHHO B
MEOMLMHCKMX OpraHu3auuax B MOopAdKe, YCTaHOBMEHHOM  YMOMHOMOYEHHbIM dbedepanbHbiM  OpraHoM
UCMNOMHUTENBLHOW BMACTHK;

7) NekapCTBEHHbIE NpenapaTkl, NPOM3BOAMMbIE AN 3KCnopTa.
6. He ponyckaeTtcs rocygapcTBeHHasi permctpaums:

1) NIEKapCTBEHHbIX NpenapartoB, OTInYarLlmnxXca Apyr oT Apyra Ka4eCcTBe€HHbIM COCTaBOM ,EleVICTByIOU.J,MX
BelwecTB, Nnog ognHakoBbIM TOProBbiIM HaMMeHOBaHNEM;

2) OpHOro IeKapCTBEHHOro mpenapaTta, NPeacTaBleHHOr0 Ha roCyAapCTBEHHYK peructpaumio B
OTHOLLEHMN OLHOrO WM TOFO Xe AepXkaTens wunv Brnagenbla perMcTpaunMoHHOro yAoCTOBEPEHUSI NEKAPCTBEHHOIO
npenapara B BUAe ABYX U Gofiee NekapCTBEHHbLIX NpenapaToB Mo pasfuyHbIMM TOProBbIMU HaUMEHOBAHUSIMU.
(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7. To 3anpocy (B 93nekTpoHHoW dopme wunu Ha OymaxHOM HocuTene) cybbekta obpalleHus
NeKapCTBEHHbIX CPEACTB COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM beaeparnbHbiM  OpraHoM  MCMONHUTENBHON
BMacTu, OCYLLECTBSALNM rOCyAapCTBEHHYIO PEMMCTPALIMIO NIEKAPCTBEHHBIX NPenapaToB, B YCTAHOBIEHHOM UM
OOpAOKE OCYLEeCTBNSETCA HayyHOEe KOHCYNbTMPOBaHME MO BOMpOCaM, CBA3aHHbIM C MNPOBEAEHVEM
OOKINMHUYECKUX UCCNeaoBaHNI, KITMHUYECKUX UCCNEeA0BaHUIN NekapCTBEHHbIX NpenapaToB, SKCNepTu3bl kayecTBa
NeKapcTBEHHbIX CPeacTB, IPEKTMBHOCTN U 6E30MaCHOCTH, C OCYLLLECTBIIEHNEM FOCYAapCTBEHHOW perncrpauum
nekapcTBeHHbIXx npenapaToB. KoHcynbTUpoBaHME OCYyLWIECTBNAETCA C  npuBnevyeHveM  heaepanbHbIX
rocy0apCTBEHHbIX  OHOMKETHbIX  YYpeXOeHWA, NoABEOOMCTBEHHbIX  AaHHOMY  dedepanbHOMYy — OpraHy
NCMOMHMTENBHOW BNAacTW U HE y4acTBYIOLLMX B OpraHM3auun NpoBeAEeHUs SKCNepTU3bl Ka4ecTBa NIEKAPCTBEHHbIX
CpeacTB B LieNsAxX OCYLECTBEHNA UX roCya4apCTBEHHOW perncTpauum B COOTBETCTBUM CO CTaTben 16 HacTosLwero
depepanbHOro 3akoHa, B BuAe OTBeTa B MNUCbMEHHOW dopme YMONMHOMOYEHHOro dheaeparnbHOro opraHa
NCNOSNTHUTENBLHOW BNAcTU Ha 3anpoc. Pasmep B3nMaemon ¢ 3aaBuTeNs nnatbl onpeaenseTca B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickon ®depepaumm 06 opraHus3aumMmM NpPeAoCTaBfieHUsl roCyAapCTBEHHbIX W
MyHUUMnanbHbIX yenyr. MHgopMauusa o6 ocyLecTBNEHMN HAyYHOro KOHCYIbTMPOBAHWUSl, B TOM YUCIe CTaTbM,
00630pbl, CrnpaBoYHblE MaTepuanbl U UHas MHOpMauus 00 OCYLLECTBIIEHWM HAYYHOrO KOHCYNbTUPOBaHUA,
pasmMellaeTcs Ha odmumanbHOM canTe YNOSIHOMOYEHHOro hefepanbHOro opraHa WUCMOMHUTESNTIbHOW BriacTn B
cetn "MIHTepHeT" ¢ cobnogeHnem orpaHNYeHnin, YCTaHOBIEHHbIX 3aKOHOA4ATENMbCTBOM O MEPCOHANbHbLIX OAHHbIX,
KOMMep4Yeckon u (Mnu) rocygapCTBeHHON TarHe.

8. TlocypapcTBeHHas peructpaums JeKapCTBEHHbIX MpenapaToB, KOTopble MpefHasHadeHbl AN
NPUMEHEHNS B YCIOBUSAX BOEHHbLIX AEWCTBUW, Ype3BblHavHbIX CUTyauui, npegynpexneHvs 4vpesBblHanHbIX
cuTyauun, npodunakTukm u nedyeHus 3aboneBaHuN, MNPeACTaBMASIOWMX OMacCHOCTb ANS  OKPYXaloLmX,
3aboneBaHni W MOPaXeHUW, MOMyYeHHbIX B pes3ynbTate BO3OENCTBUA HebnaronpusaTHbIX XUMWUYECKUX,
BGuonornyeckunx, pagnaumoHHbix akTopoB, U KOTOpble pa3paboTaHbl B TOM 4YuUcie Mo 3afjaHuio deneparnbHbIX
OpraHoB UCMOSHUTENbLHOWN BRacTW, YNONMHOMOYEHHbIX B 06racT 060pOoHbl CTpaHbl M 6e30MacHOCTM rocyaapcTea,
a TaKXKe reKapCTBEHHbIX CPEACTB B crnyyae ux AedeKTypbl UM puUcka BO3HUKHOBEHUSA OedeKTypbl B CBA3U C
BBeAeHVeM B OTHoweHun Poccuickon Pegepaumnm OrpaHUYUTENbHBIX Mep 3KOHOMUYECKOro Xxapakrepa
ocyLlecTBnseTcs B nopsake, yctaHoBneHHom lNMpasutenbctBom Poccuickon ®egepauun.

(B peq. PenepanbHbix 3akoHoB 0T 01.04.2020 N 98-93, ot 08.03.2022 N 46-D3)

Ctatba 14. NMpnHUMNBbI 3KCNEePTU3bl NeKapCTBEeHHbIX CpeacTB
(B pen. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. SKcnemesa NNIeKapCTBEHHbIX CpeACTB OCHOBbIBAETCA Ha npuHUMnax 3akKOHHOCTH, cobntogenus npae u
csobon 4enoseka U rpaxgaHumHa, npas opuandeckoro nuua, He3aBUCMMOCTU 3IKCnepTa, OOBbEKTMBHOCTMH,
BCECTOPOHHOCTU M NONHOTLI nccnegoBaHum, NPOBOAUMBIX C UCNOJ1Ib30OBAHNEM COBPEMEHHbIX OOCTKEHUN HayKun
N TEXHUKN, OTBETCTBEHHOCTU (be/:l,epaanoro rocynapCrtBeHHOro OomxkeTHOro yyqypexngeHma no npoeseneHuro
9QKCNEPTU3bI JTEKAPCTBEHHbIX CPEOCTB U 3KCMNEPTOB 3a NpoBeaeHne N Ka4eCTBO 3KCNEPTU3bI.

2. SKcnemesa NeKkapCTBEeHHbIX npenapaTtoB AnAa MeauumMHCKOro npuMeHeHuna BKnio4vaeT B cebs:

1) JKCNepTndy AOOKYMEHTOB, nMnpeacCTaBlieHHbIX AO51A4 onpegeneHna BO3MOXHOCTUM  pacCMaTtpuBaTb
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

ﬂeKapCTBeHHbIVI npenapar and MeanumHCKOro npuMeHeHusa npmn ocyuwecTBeliieHUn Focyﬂ,apCTBeHHOﬂ perncrpaunn
B Ka4yecTtBe Op(baHHOI'O JIEKapPCTBEHHOIO Nnpenapara,

2) aKcnepTn3y NpeasioKeHHbIX METOOOB KOHTPONSA KayecTBa NeKapCTBEHHOrO CpeacTBa M KayecTsa
npeacTaBneHHbIX 0bpa3sLoB nekapcTBEHHOro CpeAcTBa C UCMOMb3oBaHNEM 3TMX METOAOB (Janee - akcnepTvaa
KayecTBa NekapCTBEHHOrO CpesCcTBa);

3) 9KcmepTM3y OTHOLUEHUS] OXWAAEMOW MOoMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOrO
npenapara;

4) 3KCnepTU3y pPerncTpauMoHHOrO [OCbe Ha fleKapCTBeHHbI npenapatr B Uensax onpeaeneHus
B3aVMO3aMeHSAEeMOCTMN NEKapCTBEHHbIX MPenapaToB A1 MEANLIMHCKOrO NPUMEHEHMS.
(n. 4 BBegeH ®egepanbHbIM 3akoHOM OT 27.12.2019 N 475-93)

3. OkcnepTnsa nekapCTBEHHbIX MpenapatoB Ans BeTepuHapHOro MNPUMEHEHUs] BKMo4YaeT B cebs
3KCMEepTU3y KayecTBa feKapCTBEHHOTO CPEACTBa W 3KCMEepPTU3Yy OTHOLLUEHMS OXMOAEeMOW Mob3bl K BO3MOXHOMY
PVICKY NMPUMEHEHWS FIeKapCTBEHHOro npernapaTa.

Cratba 15. PegepanbHoOe rocyfapcTBEHHOE OLOMKEeTHOE yUYpexaeHue no npoBefeHU0 3KCNepTusbl
rNeKkapcTBeHHbIX CPeacTB

JKkcnepTnsa rekapcTBeHHbIX CpeacTB npoBoauTcs dedeparnbHbiM  FOCYAapCTBEHHbIM  BIOMKETHBIM
yypexxgeHmeMm COOTBETCTBYHOLLErO  YNOSHOMOYEHHOro defeparnbHOro  opraHa  MCMOMHUTENbHOW  BRacTy,
CO34aHHbIM AN obecneyeHns NUCMOMHEHNs NMOMHOMOYMI 3TOro doeaepanbHOro opraHa no Bblgave paspeLueHui
Ha npoBedeHNe KIUHWYECKMX WCCNedoBaHWUN JeKapCTBEHHbIX MpenapaToB U (MnM) MO rocygapCTBEHHOM
perMcTpaumm fekapcTBEHHbIX NpenapaTos (Jarnee - 3KCNepTHoe yupexaeHue).

CrtaTbsa 16. OpraHusauusa npoBeAeHUA IKCNEePTU3bl JIeKAPCTBEHHbIX CPEeACTB
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. OkcnepTusa nekapcTBEHHbIX CPEACTB MPOBOAUTCS KOMWUCCUEN 3JKCMEPTOB SKCMEPTHOrO YUYpEeXOeHWs,
Ha3Ha4YeHHOW ero pyKoBOAMTENEeM, Ha OCHOBaHWM 3afdaHuWsi Ha MpoBedeHWe 3KCMepTU3bl JEKapCTBEHHOrO
cpefcTBa, BblAAHHOMO YMNONMHOMOYEHHbIM hbeaepanbHbIM OpraHoM WCMOSHUTENBHOW Bnactu. PykoBoauTenb
3KCNEPTHOro yypexaeHus obecneuynmBaeT Hagnexallee npoBeAeHUE SKCMePTU3bl NEKAPCTBEHHbLIX CPEACTB B
COOTBETCTBMU C 3afaHWEM, BblAaHHbIM YNOMHOMOYEHHBIM heaepanbHbiM OpraHoM MUCMOSTHUTENBHOW BRacTu, U
OopraHuM3yeT MOArOTOBKY CBOAHOMO 3aKM4YeHWst 3ToM KoMuccun. B cocTaB aToM KOMUCCUM MO PELUEHMHO
PYKOBOOMUTENS 3KCMEPTHOIO yYpexaeHns MoryT ObiTb BKIOYEHbI B KAYECTBE 3KCMEPTOB nuua, He paboTarolime B
AaHHOM 3KCMEepPTHOM YyYpeXAeHUn, ecnn ux crneumarnbHble 3HaHUsA HeobXxoaAMMbl ANs NPOBEAEHNST SKCNEPTU3bI U
TaKne aKCnepTbl OTCYTCTBYIOT B JAHHOM 3KCMEPTHOM YUPEXAEHUM.

2. DKCrnepToMm Mo MPOBEAEHUIO SKCMEPTU3bl NTIEKAPCTBEHHbLIX CPEACTB ABMAETCA aTTeCTOBaHHbIA paboTHUK
9KCMEPTHOrO y4YpexaeHusi, KOTOpbli MMeeT BbiCllee MeauuuHcKoe, (apmaleBTMyeckoe, GUONMOrnyeckoe,
BETEpUHapHOEe Wnn Xummyeckoe obpasoBaHWe W MPOBOAUT 3SKCMEPTU3Y NEKapCTBEHHbIX CPeacTB B MOpsiake
NCMONHEHNSI CBOUX AOMKHOCTHbIX 06s13aHHOCTEN (Aanee - aKcnepT).

3. Mpu npoBeaeHMN 3KCNEPTU3bl NIEKAPCTBEHHBIX CPEACTB 3KCMEPT HE MOXET HaxoOUTbCsl B Kakow-nnbo
3aBMCUMOCTU OT NULA, HasHauMBLUEro 3Ty 3KCNepTU3y, paspaboTumka NekapCTBEHHOro cpeacTBa Mnu Apyrux
3aMHTepecoBaHHbIX B pe3yrnbTaTax 3KCnepTusbl nuu,.

4. MNpv NpoBeAEHUN IKCNEePTU3bI NTEKAPCTBEHHBIX CPEACTB He AonyckaeTcs ucTpeboBaThb y 3asBuTens nmbo
WHbIX UL MaTepuwanbl, HeobxoAuMMble [AnA NPOBeAEeHWUs 3KcnepTusbl. B crnyyae HeOOCTATOYHOCTU
NpeaCcTaBfieHHbIX 3KCMEPTY MatepuanoB Ans Aady 3aknioyeHUst IKCMepT CTaBUT BOMPOC O MPeACTaBlieHnn emy
HeobXoaMMbIX MaTepuarioB rnepes PYKOBOAWUTENEM 3KCMEPTHOIO Y4YpexOeHWus, KoTopblii obpallaeTcs ¢
COOTBETCTBYHOLLUM 3anpocoM B YMOJTHOMOYEHHBbI dhefepanbHblii opraH MCMNOMHUTENbHON BNacTy, BblAaBLUMiA
3aaHMe Ha TMpoBedeHVe 3KCMepTU3bl JIeKapCTBEHHOTO CpeAcTBa. YKasaHHbli  dedeparnbHblii  opraH
UCMOMHUTENbBHOW Bractu B TeyeHue naTM pabounmx OHEW €O AHS MOCTYMNSIeHWs1 3anpoca PYKOBOAUTESS
9KCMEPTHOrO YYpeXaeHus HanpaBnsieT 3asiBUTEN0 3arnpoc O MNpeacTaBreHuM HeoGXOAMMBIX MaTepuarnos.
JaHHbIi 3anpoc MoxeT ObiTb NepedaH YNONHOMOYEHHOMY NPEeACTaBUTESNio 3asBUTENS JNIUYHO MoA Pachucky,
HanpaBreH Mo no4yTe 3akasHblM NUCbMOM UMW MepefaH B 3MEKTPOHHON hopMe MO TeneKoMMYHUKaLUOHHBIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

kaHanam cBs3W. B cnyyae HanpaBneHusi OaHHOro 3ampoca Mo Mo4YTe 3akasHbIM MUCbMOM OH CcyMTaeTcs
MOSyYEHHBbIM MO UCTEYEHMU LLECTU AHEN C AaTbl HanpaBneHns 3akasHoro nucbma.
(vacTb 4 B peq. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

4.1. 3aaButenb 00A3aH npeacTaBUTb OTBET Ha 3anpoc YMOSfIHOMOYEHHOro defepanbHOro opraHa
WCMOMHMTENBHOW BracTu B CPOK, He MpeBblallniA AeBAHOCTA paboymx OHEW CO OHS ero MnosyyveHus.
YNONMHOMOYEHHbIN hefepanbHbIl OpraH MCMNOMHUTENBbHOW BRacTW, BblAaBLWIMWA 3aJaHWe Ha npoBefeHue
3KCMNepTM3bl JIEKAPCTBEHHOIO CpeacTBa, B TeYeHue NATM paboumx OHEeW CO OHSA MOCTYMNeHust OT 3asaBuTens
OTBETA Ha JaHHbIN 3anpoc HanpaeBnseT TakoW OTBET B 3KCNEPTHOEe ydpexaeHne. B cnyyae HenpenctaBneHus no
ncTeyeHun geBsHocTa pabounx AHen 3asBuTernemM oTBeTa Ha AaHHbIA 3anpoc YNONHOMOYEHHbIN heaepanbHbIn
OopraH MCMNoNHUTENbHOW BRacTu, BblAaBLUMIA 3adaHNe Ha NpoBeAeHME IKCNEepTU3bl NIEKapCTBEHHOrO CpeacTea, B
TeyeHne nATM paboumx OHEeW HanpaBnseT B SKCMEpPTHOE y4ypexaeHue YBeAOMIIEHME O HenpencTaBreHun
3asBMTENEeM OTBeTa Ha 3anpoc YykasaHHOro opraHa. Bpems co OHs HanpaBneHus 3anpoca 3KCMepTHOro
YUpPEXOEHMS B YNOITHOMOYEHHBIN doeaepanbHbI OpraH UCNOSTHUTENBHOW BNacTy A0 AHA NOMyYeHUs1 SKCMEPTHBIM
yupexaeHmeM OTBeTa Ha 3anpoc Unu yBeLOMIEHNsT O HENPEeaCTaBNEeHNN OTBETA HA 3anNpoc He YYuTbIBAeTCsa nNpu
NCYNCIIEHUN CPOKa NPOBEAEHNS IKCNEPTU3bI NIEKAPCTBEHHOrO CPeaCTBa.

(vacTb 4.1 BBegeHa depepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecnun B cocTaBe pPeErncTpauMoHHOro [OCbe Ha JeKapCTBEHHbIM npenapat And MeauuUUHCKOro
NPUMEHEHUs CoOepPXUTCA npedycMoTpeHHas ctatber 18, yactbio 1.1 ctatbm 30 u ctatben 34 HacTosLLero
denepanbHOro 3akoHa KOMus peLleHust YNOoMHOMOYEHHOro doeaepansHoro opraHa WCNOMHUTENBHOW Briactu o
NPOBEAEHUN WHCMEKTUPOBaHUSA MPOU3BOAMUTENS JEKapCTBEHHbIX CPeacTB, 3JKcnepty p[o  odopmneHns
pes3ynbTaToB SKCNepTU3bl NEeKapCTBEHHOrO CpefcTBa MpefoCcTaBnseTcs B MNOpsake M Ha YCoBUSIX, KOTOPble
npeaycmoTpeHbl Yactamu 4 n 4.3 HacTosILLen cTaTbW, KOMUA 3aKIMOYEHUss O COOTBETCTBMU MPOU3BOAUTENS
neKapCTBEHHbIX CpeAcTB TpeboBaHMAM MpaBwui  Hagfnexallen npou3BOACTBEHHOW MPAKTUMKW, BblGAHHOMO
YMOSTHOMOYEHHbIM heepanbHbIM OpraHoOM UCNOMNHUTENBHOWN BracTu.

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.3. 3asBuTenb 0653aH NpeacTaBuUTb B YMOSTHOMOYEHHbIV befepanbHbIl OpraH UCMOMHUTENBHOW BacTu
KOMUIO 3aKIMKOYEHUSs O COOTBETCTBUM MNPOM3BOAMTENS JIEKAPCTBEHHbIX CpeacTB TpeboBaHvAM OpaBun
Hagnexallen Npon3BOLACTBEHHOW NPAKTMKM B CPOK, HE MPEBbILLAIOLWNA CTa BOCbMUAECATM pabounx gHEN CO OHSA
nony4YeHns 3anpoca O ee npefocTaBneHnn. YNOonHOMOYEHHbIN dhedeparnbHblili opraH UCNONHUTENBHON BNacTMy,
BblOaBLUMIA 3ajaHue Ha NpoBedeHMEe 3KCNEePTU3bl NIEKAPCTBEHHOIO CPEACTBa, B TeYeHMe NATU paboymx gHen co
OHA NOCTYNNEeHUs OT 3asBUTENS KOMUU 3aKMOYEeHUss O COOTBETCTBUM NPOU3BOAMTENS NeKapCTBEHHbIX CPeacTB
TpeboBaHNAM NpaBuIl Hagnexawen Npon3Bo4CTBEHHOW MPAKTMKN, HanpaBnseT ee B 9KCNepTHoOe yupexaeHue. B
cnyvae HerpeacrasrieHUs 3asBUTENeM B yKa3aHHbIA CPOK KOMUU 3aKNiYeHUs O COOTBETCTBUWM NpomsBoauTens
NeKapCTBEHHbIX cpeacTB TpeboBaHMAM MpaBun Hagnexawen nNpPou3BOLCTBEHHOW MPAKTUKM YNMOSTHOMOYEHHbIN
dedepanbHbIi - OpraH  UCMOMHWUTENbHOW BMNAcTW, BblAABLIMW  3aJaHWe Ha nNpoBedeHuMe  JKCnepTu3bl
NeKapCTBEHHOINO CpeAcTBa, B Te4yeHWe nsaTM paboumx [OHEeW HanpaBnsieT B 3KCMEepTHOEe yypexaeHue
yBelOMNEeHne O HenpeacTaBneHnn 3asiBUTENEM KOMUM  3aKMYeHWss O COOTBETCTBUM  MnpousBoauTens
neKkapCTBEHHbIX CpeacTB TpeboBaHUAM MNpaBwuil Haanexalleh Mpou3BOACTBEHHOW MpakTWUKM. Bpems co aHs
HanpaBfieHMs 3anpoca 3KCMEPTHOro YYpexaeHna B YNOSIHOMOYEHHLIM heaepanbHbI opraH MCMONMHUTENbHON
BNacTU JO [OHSA MOMyYeHUsT SKCMEPTHbIM YYPEXOEHMEM KOMUU 3aKMOYEHUA O COOTBETCTBUM MPOM3BOAUTENS
nekapcTBEHHbIX cpeacTB TpeboBaHUAM NpaBun Hagnexallen NnpomM3BoACTBEHHON NPaKTUKA UNN YBEAOMIIEHNSA O
ee HenpeacTaBneHUN He YUYUTbIBAETCA MPU UCHUCIIEHUM CpoKa MNPOBEAEHMSI 3KCMEPTU3bl NEeKapCTBEHHOro
cpeacrtsa.

(yacTb 4.3 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. OkcnepT npy NpoBeeHUMU MOPYYEHHOW €My PYKOBOAMTENEM 3KCMNEPTHOrO YYpEXOEHUS IKCMepTu3bl
nekapcTBEHHOro cpefcTaa 0653aH:

1) NpoBeCTV MOJIHOE MCCeAoBaHMe NPeACTaBeHHbIX eMy 06bEeKTOB, MaTepuarnos, 4aTb 060CHOBaHHOE U
06bEKTUBHOE 3aKmioYeHue MO MOCTaBMEeHHbIM Meped HUM BOMpocaM WM MOTMBUPOBAHHOE 3akmioveHue o
HEeBO3MOXHOCTM NPOBeAEeHNs UM SKCMePTU3bl NIeKapCTBEHHOrO CPeAcTBa, eCri NoCTaBMeHHbIe BOMPOCH! BbIXOAAT
3a npegdenbl cneuuanbHblX 3HAHUIA 9KcnepTa, OGbEeKTbl MccrnedoBaHWW W MaTepuanbl HEnpUrogHbl UMK
HedoCTaToYHbl AN MPOBEAEHUs] UCCredoBaHUiA U Aadn 3aknoyeHuss TMBo COBPEeMEHHbI YPOBEHb Pas3BUTUS
HayKn He NO3BONSeT OTBETUTb Ha NOCTaBIEHHbIE BOMPOChI;

2) He pasrnawlatb cBeaeHWUd, KOTopble CTann emMy WU3BEeCTHbl B CBA3WM C NpoBedeHUEeM 3KCnepTu3bl
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(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

N1eKapCTBEHHOro cpenctea, a Takke cBedeHusd, COoCTaBndwwme rocygapCrBeHHy, KOMMEepP4YeCKyo UIn UHYHO
OXpaHAeMyH 3akKOHOM TaVIHy;

3) obecneunTb COXPaHHOCTb NpeAcTaBreHHbIX 00BHEKTOB UCCNea0BaHUN U MaTepUanos.
6. KcnepT He Bnpage:

1) NpoBOAMTL 3KCMEepTU3y FEeKapCTBEHHOTO CpeacTBa Mo O6palleHUl0 HEmMocpedCTBEHHO K Hemy
opraHv3aumin unu U3nNYecknx nuu;

2) caMocTosATeNBHO coGupaTh MaTepuansl AN NPOBeAeHUs SKCNepTU3bl NeKapCTBEHHOro CPeacTBa;
3) npoBoAUTL 3KCMEPTU3Y NeKapCTBEHHOro CpeacTBa B Ka4ecTBe HerocyqapCTBEHHOIo aKcnepTa.

7. B cnyyae HeobXoOMMOCTM 3KCMepT BrpaBe Xo4aTalncTBOBaThb Mepep PYyKOBOAMTENEM 3KCMEepPTHOro
yYpEeXOeHUs O NPUBMEYEHUN K MPOBEAEHMIO 3KCMEPTU3bl JIEKAPCTBEHHOTO CPeACTBa APYIMX SKCMEPTOB.

8. Kaxpblii akcnepT, BXOOSLWMN B COCTaB KOMMCCUM 3KCMEPTOB, KOTOPOW MOpy4yeHO MpoBeaeHue
3KCNepTU3bl NEKapCTBEHHOro CPeaCcTBa, HE3aBUCMMO U CaMOCTOATENBHO NMPOBOAUT UCCredoBaHUsA, oLeHUBaeT
pesynbTaTtbl, MOMyYeHHble WM JMYHO W OPYrMMU  3KcrnepTamu, U opMynupyeT BbIBOAbl OTHOCUTENBHO
MOCTaBMeHHbIX BOMNPOCOB B Npeaernax CBOUX creuuanbHbIX 3HaHWM.

9. PesynbTaTthl aKCMepTU3bl NEKApPCTBEHHOIO cpeacTBa 0hoOpMASIOTCA 3aKNOYEHMEM KOMUCCUM SKCNEPTOB.
B 3akmoueHMn KommccuMM IKCMepTOB YKa3bliBAlOTCS MepeyeHb UccnegoBaHui, ob6beM NPOBEAEHHbIX KaXabIM
3KCNepTOM MCCrefoBaHUN, YCTAHOBMEHHbIE KaXabIM U3 HUX akTbl U CAeNaHHble B pe3ynbTate UccnenoBaHni
BbIBOAbI. JKCMEPT, MHEHME KOTOPOro He CoBMagaeT C pelleHMeM KOMUCCUM IKCNepTOoB, BNpaBe Bbipa3uTb CBOE
MHEeHWEe B NMCbMEHHOW (hopMe, KOTOpoe NprobLuaeTcs K 3aKmnioYeHIo KOMUCCHM SKCNEPTOB.

10. SKcnepTbl, BXOASALIME B COCTaB KOMUCCUW, NpedynpexaarTcs 06 0TBEeTCTBEHHOCTU B COOTBETCTBUM C
3aKkoHoaaTenbcTBoM Poccuiickon dedepauun 3a Oady 3akmioYMeHus, cofepallero HeoBOoCHOBaHHblE UMK
hanbcMULMPOBaHHbIE BLIBOAbI, O YEM OHUW AAl0T MOAMUCKY.

11. OnpefeneHne ypoBHS npodeccMoHanbHOM MNOArOTOBKM 3KCMEPTOB M aTTecTaumss UxX Ha npaso
npoBefeHns  3KCnepTusbl NEeKapCTBEHHbIX CPeACTB  OCYLLEeCTBAITCA  SKCMepTHO-KBannguKkaunoHHbIMU
KOMUCCUAMU B NOpAKe, YCTAHOBMEHHOM COOTBETCTBYHOLUMM YMNOSTHOMOYEHHbIM defeparibHbiM  OpraHoM
UCMONHUTENBbHON BracTu. YpoBeHb MpPoceccMOoHanbHOM MNOArOTOBKM OKCMEPTOB MOANEXUT MNepecMoTpy
yKa3aHHbIMU KOMUCCUSIMU He pexxe YeM OAWH pas B NATb JeT.

12. lMpaBuna npoBedeHUs 3KCNepPTU3bl NEKAPCTBEHHbIX CPeACTB M OCOBEHHOCTU 3KCMepTM3bl OTAENbHbIX
BMOOB JleKapCTBEHHbIX npenapaTtoB (pedepeHTHbIX MeKapCTBEHHbIX MpenapaToB, BOCMPOU3BEAEHHbIX
nekapCTBeHHbIX MpenapaToB, GuonorMyecknx nekapcTBEHHbIX MnpenapaToB, GuoaHanorosbix (61onogobHbIX)
nekapCTBeHHbIX MpenapaToB (6uoaHanoros), romeonaTUyecKkMx JeKapCTBEHHbIX NpenapaTtoB, NeKapCTBEHHbIX
pacTuUTenbHbIX NpenapaToB, KOMOMHAUMW NeKkapCTBEHHbIX MpenapaTtoB), (OPMbl 3aKMOYEHWA KOMUCCUM
9KCNepTOB yCTaHaBMMBAKOTCA COOTBETCTBYIOLUMM YMONIHOMOYEHHbIM defeparibHbiM OPraHOM MWCMOSTHUTENbHON
BMacTu.

(vacTb 12 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoc: npumeyaHue.
CM. ocobeHHOCTV paspelunTenbHbIX PEXMMOB B cdepe obpalleHWsi fekapCTBEHHbIX MNpernapaTtoB s
BETEPUHAPHOro NnpumeHeHus, yTB. [loctaHoBneHuem lNpasutenbctea PO ot 12.03.2022 N 353.

Crartbs 17. NMogaya n paccMmoTpeHue 3asiBIeHNUs O rocyAapCcTBEeHHOW perucTpauumn nekapcTBeHHOro
npenaparta Ans BeTepUHapHOro NpMMeHeHus
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Onsa rocyaapCTBEHHOW perMcTpauum fekapCTBEHHOro npenapaTta Ansi BETEPUHAPHOrO MpUMEHEHUS
pa3paboTynKk Takoro fiekapCcTBEHHOro npenapara unm ynorHOMOYeHHOe UM ApYroe puandeckoe nuuo (ganee B
HacTosiLlen cTaTbe - 3as#ABUTENb) NPeAcTaBnsAeT B YMNONHOMOYEHHbIM dheaepanbHbil OpraH WUCMNOSHUTESNbHOW
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BMNacTh, OCYLLECTBMSAIOWMIA rOCYAapCTBEHHYIO PEerncTpaumio NekapcTBEHHbIX MpenapaToB Ans BETEPUHapHOro
NPUMEHEHWS, B 3NEKTPOHHON hopMe Mnun Ha BymakHOM HocuTene 3asiBfieHne O rocy4apCTBEHHON perncTpauum
neKapcTBEeHHOro rmpenapaTta AN BETEPUHapHOro MNpPUYMEHEeHWs, a Takke B [opdaake, YCTaHOBIEHHOM
COOTBETCTBYIOLLMM YMNOMHOMOYEHHBIM dpeaeparnbHbiM OpraHoM UCMONHUTENBHOW BacTu, B 3rEKTPOHHOW hopme
nnn Ha BymaxxHoM HocuTene HeobxodnMble AOKYMEHTbI, U3 KOTOPbIX (POPMUPYETCS perucTpaumMoHHOe AoCke Ha
nekapCTBEHHbIN Npenapar Ans BeTepnHapHOro NpuMeHeHus.

2. B 3asiBneHuvM O rocydapCTBEHHOW PperncTpauuv JeKapCTBEHHOrO npenaparta Ans BeTepUHapHOro
NPUMEHEHMs YKasblBaloTCs:

1) HaMMeHoOBaHWE 1 agpec 3asBuTeNs, pa3paboTymka U NPoOM3BOAUTENS NEKapCTBEHHOrO npenapara ans
BETEPVMHAPHOIo MPUMEHEHMS M agpec MecTa OCYLLEeCTBMEHUSA NPOM3BOACTBA JIEKAPCTBEHHOIO MpenapaTa Ans
BETEPMHAPHOIrO NPUMEHEHNS (B CIlyYae HanuMuns HECKOJSIbKMX YYaCTHUKOB MpoLiecca Npon3BoAacTBa Heobxoommo
yKasaTb KaXXgoro u3 Hux);

2) HanMmeHoBaHWe JeKapCTBEHHOIo npenaparta Ald BeTepuMHapHOro npuMeHeHua (Me>Kp,yHapo,que
HenaTeHTOBaHHOE, Ui rpynnmpoBOYHOE, UMM XMMNUYECKOe 1N TOProsoe HaMMeHOBaHVIFI);

3) nepeyeHb ,EI,eI7ICTBy}OIJJ,I/IX M BCNoMoratesibHbliX BelwecTB, BXOoAdALWMUX B COCTaB JeKapCTBEHHOro
npenaparta ana setTepuHapHOro npuMeHeHus, C ykasaHnem Komm4decTBa KaXxaoro n3 HuX;

4) nekapcTBeHHas cdopma, 4O3MPOBKa, CNOCOObl BBEAEHUS U NMPUMEHEHWs, CPOK FOAHOCTM JIEKapCTBEHHOTO
npenaparta Ans BETEPUHAPHOIO NPUMEHEHNS;

5) dpapmakoTepaneBTUdeckas rpynna;

6) HeobXxoaMMOCTb MPUMEHEHMsT YCKOPEHHOW MmpoLeaypbl 3KCNepTU3bl NeKapCTBEHHbIX CPeACTB B LEensx
rocy4apCTBEHHON perucTpaLmm nekapcTBEHHOTO Npenapara;

7) KONMun OOKYMEHTOB, NoATBepXXAakwWunxX ynnaty FOCYﬂapCTBeHHOVI NOLWJTUNHbBIC

a) 3a npoBeaeHmne 3KCnepTmn3bl Ka4eCTBa J1IeKapCTBEHHOIo cpencTtBa M 3KCNepTU3bl OTHOLLEHUA oXngaemom
NnoJib3bl K BO3MOXHOMY PUCKY NpUMMEHEeHUA NeKapCTBEHHOro npenaparta Anda BeTepuHapHOro npuMmeHeHuma npu
ero FOCYﬂapCTBeHHOVI perncrtpaunu;

6) 3a Bblaayy pPerMcTpaLmoHHOro YA0CTOBEPEHUS NeKapcTBEHHOro npenaparTa;

8) Hanuume cornacusi, NPegycMOTPEHHOrO YacTbio 7 HACcTOsIWe cTaTbW, ECIM C MOMEHTA perMcTpauum
pedepeHTHOro riekapCTBEHHOrO Npenapara Anst BeTEPUHAPHOro NPUMEHEHNS MPOLLIIO MEHEE YEM LUECTb feT.
(B peq. PepepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PerncrtpaumoHHoe pOocbe B LENsX 3KCNepTusbl NeKapCTBEHHOro npenapata Afs BeTepuHapHOro
NPUMEHEHMS (POPMUPYETCS U3 CREAYIOLUMX JOKYMEHTOB U CBEOEHUNA:
(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 478-93)

1) cBegeHust o paTe NpefoCTaBneHUss U PEerucTpauMoHHOM HOMepe IMUEH3MM Ha NPOM3BOACTBO
nekapCTBEHHbIX CpeacTB, NPeAOoCTaBNEHHON NPOM3BOANTENIO PEMMCTPUPYEMOrO NIEKAPCTBEHHOIO Npenapara as
BETEPVHAPHOIo NPpUMEHEHMS, NS POCCUNCKUX NPOU3BOAUTENEN;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N_140-93, o1 27.12.2019 N 478-93)

2) cBeaeHna O pate npenocrtaBleHnda U perncTtpauMoHHOM HoOMepe nuueH3nn Ha npou3BoacTBO
nekapCTBEHHbIX CpeacTB, NPedoCTaBIEHHON MNpou3BoguTento dapmaueBTUYeCcKOn cybcTaHuum, BXOOsLLEN B
COCTaB PErMcCTpMpyeMoro rnekapCTBEHHOrO npenapaTa Ans BETEPUHAPHOro MpPUMEHEHWS!, ONs POCCUACKUX
Npoun3BOAUTENEN;

(B peq. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-93, o1 27.12.2019 N 478-03)

2.1) KOMUS [OOKYMEeHTa, BblOAHHOTO YMOMHOMOYEHHbIM OpraHoM CTpaHbl MPOM3BOAUTENS AN KaxOaoi
NpPOV3BOACTBEHHON MIOWaaKM PErMcTpUpPYEMOro NiekapCTBEHHOrO npenaparta Ans BeTEPUHAPHOTro NpUMEHEHUS
U NOATBEPXXKOAlOWEro COOTBETCTBME MPOM3BOAUTENS IEKapCTBEHHOrO nMpenapata TpebGoBaHUsSM [OpaBUI]
Haasiexxallen Npou3BOACTBEHHOW MPAKTWKW, U ero NepeBof Ha PYCCKUM A3blK, 3aBEPEHHbIE B YCTAHOBEHHOM
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nopsiAke, a Takke KOMWUsi 3aKMYEHUs O COOTBETCTBUM MPOM3BOAUTENS NEKAPCTBEHHbLIX CPEACTB TpeboBaHMsSIM
npaBun Haanexaiwen npou3BOACTBEHHOW MNPAaKTUKM, BblOAHHOMO YMONIHOMOYEHHbIM deaeparbHbIM OpraHoM
WCMONHUTENBHON BnacTM AN Kaxgoh MNPOU3BOACTBEHHOM MOWAAKM PETMCTPUPYEMOrO  NEKAPCTBEHHOIO
npenapata AN BETEPUHAPHOIO MNPUMEHEHUs, NMOO KOMWS peLUueHUss O MPOBEAEHUN WHCMEKTMPOBaHUS
npous3BoauTenst  NIEKApPCTBEHHbIX  CPeAcTB, MPUHSITOTO  YNOSMIHOMOYEHHbIM  dhedepanbHbiM  OpraHoMm
WCMNONHUTENBbHOW BnacTy Ans KaXZoW NPOVM3BOACTBEHHOW NroWaiKkM PerMcTpupyemoro JekapCTBEHHOro
npenapata Ans BeTEPUHAPHOIO NPUMEHEHWs. YkasaHHble [OKYyMEHTbl NpeacTaBnsalTCcs B criyvae, ecnu
NPOVN3BOACTBO JIEKAPCTBEHHOIO NpenapaTta ocyLlecTBRseTcs 3a npeaenamu Poccuiickon ®enepaumu;

(n. 2.1 BBegeH PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

2.2) Konus  JOKYMEHTa, BblJAHHOTO  YMNOMHOMOYEHHbLIM  OpraHoM  CTpaHbl  NPOW3BOAMTENS
dhapmaueBTMYECKO cybCcTaHUMM M NOATBEPXKAAMOLWEro COOTBETCTBME Mpov3BOAUTENS dapmaueBTUYECKON
cybcTaHuMM, BXOAsLEN B COCTaB PErMcCTpUpYeMoro JiekapCTBEHHOrO npenapata AN BeTepUHapHOro
NpUMeHeHWs1, TpeboBaHMSM MpaBuN Haanexalwleh Npou3BOACTBEHHOW MPAKTUKW, U €ro MepeBOod Ha PYCCKWUiA
A3blK, 3aBEPEHHbIe B YCTAHOBMEHHOM MopsiAke, B crydae, ecnu NpousBoAcTBO hapMaueBTudeckon cybcTaHumm
ocyllecTBnsieTcsa 3a npegenamun Poccuiickon ®epepaumu;

(n. 2.2 BBegeH PenepanbHbiM 3akoHOM oT 04.06.2018 N 140-93)

3) NpoeKT HopMaTMBHOTO JOKYMEHTAa Ha fieKapCTBEHHbIN NpenapaT AN BEeTEPUHAPHOTO NMPUMEHEHNS;

4) [OKYMEHT, coJepxalui cnegyowy uHdopMaumio o dapMaueBTUieckon cybctaHuum unm
hapmaueBTUYECKMX CYBCTaHLMSX, BXOASLWMX B COCTaB feKapCTBEHHOro npenaparta Ansi BeTepUHapHOro
NMPUMEHeHUs:

a) HaumeHoBaHWe dapmaueBTMYecKon cybcTaHuuKn, ee  CTpykTypa, obwume cBonctBa (npu
rocy0apCTBEHHOM perucTpaumm MMMYHOOMONOTMYECKMX JleKapCTBEHHbLIX MNpPenapaToB Afs BeTEPUHapHOro
NPMMEHEHUS TNPEACTaBNATCA CBeAEeHMs O LTaMMe, BKYasi €ero HauMeHoBaHue, WHdopmauui o
NMPOUCXOXOEHUN, €ro CBONCTBAX, XapakTepPUCTMKaX N MeCcTe OEMNOHUPOBAHNS);

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) HaMmeHoBaHVe 1 aapec NpousBoaUTENS;

B) TEXHOSorMs NPou3BOACTBA C ONUCaHMEM CTaaumii NPOM3BOACTBA U METOOOB KOHTPOSSA Ha BCeX CTagusix
npon3BoACTBa,

r) WHpopMaums O npuMecsx (He MpPeAcTaBnsieTcss MNpU FOCYAAPCTBEHHOW  perucrpaumm
NMMYHOBNONOrMYECKNX NeKapCTBEHHbIX NPenapaToB Ans BETEPUHAPHOMO NPUMEHEHWS);
(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4) cneundmkaumsi Ha cpapmaueBTUYeckyto cybctaHuuio (He npeacTaBnsieTcs MNpu rocyaapCTBEHHON
perncTpaumm UMMyHOBMONOrMYECKNX NEKapCTBEHHbIX NpenapaToB A1 BETEPUHAPHOIO NPUMEHEHUS);
(B pea. PepepanbHoro gakoHa ot 02.08.2019 N 297-93)

€) onvcaHve MeToaMK KOHTPONS KavyecTBa;

X) pesynbTaThl aHanusa cepui papmaueBTUYecKOn cybcTaHUuMM (He  NpeacTaBnsloTcs  npu
rocygapCTBEHHON perucrpauuy UMMYHOOMOMOrMYECKUX FeKapCTBEHHbIX MpenapaToB Ans BeTepuHapHOro
NpUMEHeHNs);

(B pea. PenepanbHoro gakoHa ot 02.08.2019 N 297-$3)

3) nepeyvyeHb CTaHOAPTHbIX 06pa3U,OB mnn BewecTtB, UCMNOJIb3yeMbIX MpU OCYLWEeCTBIIEHUN KOHTPOIIA
Ka4vecTBa,

1) onucaHue XxapakTepUCTUK U CBOMCTB YNaKOBOYHbIX MaTepmarnoB 1 YKyNOPOYHbIX CPeacTB;

K) [QdaHHble 0o crabunbHoCcTM (He  MpeacTaBnAlTCA MNpU  FOCYOAPCTBEHHOW  perncrpauum
MMMYHOBMONOrMYECKNX NEKapCTBEHHbIX NpenapaToB Ans BeTePUHapHOro NpMMeHeHUs);
(B pea. PenepanbHoro gakoHa ot 02.08.2019 N 297-$3)

J'l) CPOK rogHOCTH, YCIiOBUA XPaHEHUA,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5) oT4yeT 0 pesynbTaTax OOKIMHUYECKOTO MCCNeaoBaHWUst NEKapCTBEHHOrO CpeAcTBa AN BETePUHAPHOro
NPUMEHEHWS, BKIHOYAOLMIA ONMcaHMe MeTOA0B ONpeAeneHns OCTaTOYHbIX KONMMYECTB AEUCTBYIOLLIEro BellecTsa
(oencTeytoWMX BeLecTB), AOCTUraroLlero (4OCTUrarLmnx) CUCTEMHOINO KPOBOTOKA, B MPOAYKUMM KMBOTHOrO
NPOVCXOXAEHUS MOCne NPUMEHEHUsT Takoro feKapCTBEHHOro CpeactBa, a Takke [LOKYMeHTarnbHoe
NoATBEPXAEHNE (Banmaauus) ykasaHHbIX METOAOB;

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

6) oT4yeT O pesynbTaTax KIMHUYECKOro UCCRefoBaHUs NekapCTBEHHOro npenapaTta Ans BeTepuMHapHOro
NPUMEHEHMS Y KaXX4Ooro Buaa XMBOTHbIX, YKa3aHHbIX B MHCTPYKLMM N0 BETEPUHAPHOMY NMPUMEHEHMIO;

7) NPOEKT WHCTPYKUUM MO BETEPUMHapPHOMY MPUMEHEHWI0 JeKapCTBEHHOrO npenapaTa, cohdepXKallei
crepytoLme cBefeHus:

a) HanMmeHoBaHWe JeKapCTBEHHOIo npenaparta Ald BeTepuMHapHOro npuMeHeHua (Me>Kp,yHapo,que
HenaTeHTOBaHHOE, Ui rpynnmpoBOYHOE, UMM XMMNUYECKOe 1 TOProsoe HaMMeHOBaHVIﬂ);

0) nekapcTBeHHas opma C yKazaHMEM HaVMEHOBAHWA W KONMUYECTBEHHOrO COCTaBa [OENCTBYHOLLMX
BELLECTB U Ka4eCTBEHHOIo COCTaBa BCMOMOraTenbHbIX BELLECTB;

B) OMvcaHue BHELLHErO BuAa feKapCTBEHHOIo npenapaTta Asisi BETEPMHAPHOIO NPYMEHEHUS;

r) dapmakoTepaneBTMyeckasa rpynna nekapCcTtBeHHOro npenaparta Ang BeTEpPUHApHOro MPUMEHEHUST UNn
yKasaHue "romeonaTuyeckuii nekapcTBeHHbIN npenapaTt”;

4) (hapmakoguHamvka W apMakoKMHeTMKa (33 WCKIoYeHeM (hapMaKOKMHETUKM FoMeonaTU4Yeckmx
NEeKapCTBEHHbIX  MpenapaTtoB U pacTUTENbHbIX  JIEKAapCTBEHHbIX  NpenapaToB)  WMAM  ONWUCaHWe
MMMYHOBUOMOrMYECKNX CBOMCTB NEKapCTBEHHOIO Npenapara;

€) NoKkasaHus Ans NPUMEHEHNS;

) NPOTMBOMNOKA3aHWs ANst NPUMEHEHWSI;

3) Mepbl MPEAOCTOPOXKHOCTM NPY NMPUMEHEHNMU;

I/I) YKa3aHne BO3MOXHOCTU U ocobeHHocTel NnpUMEeHeHna y 6epeMeHHbIX XNBOTHbIX, Y XUBOTHbIX B nepnoa
NaKkTtauuu, y nOTOMCTBA KUBOTHbIX;

K) pexuMM [03MpoBaHus, cnocob BBeOEHUSI U MNPUMEHEHUs, MNpUM HeobXoouMOCTU Bpems npuema
neKapCcTBEHHOro npenapara Ansi BeTEPUHAPHOTO NPUMEHEHNS, MPOAOIKUTENBHOCTb NEYEHNs;

n) BO3MOXHble MOBOOYHblE [ENCTBUSI, HeXenaTenbHble peakuuy npu MNpUMEHEeHWU JIeKapCTBEHHOTO
npenapara Ansi BeTepUHapPHOro NPUMeHeHWS;

M) CUMNTOMbI Nepeao3npPoBKM, Mepbl MO OKa3aHMWIo NMOMOLLM NPU Nepeao3NpOBKE;
H) B3aumMopencTBUE C APYTMMU NTeKapCTBEHHbIMU NpenapaTamu 1 (Unn) KopMamu;
0) chopMbl BbIMycKa NekapCTBEHHOro npenapaTa Ans BeTepUHapPHOro NpUMeHEeHs;

n) ykasaHue (MpM HeobXoaAMMOCTM) OCOBEHHOCTEN [OEeNCTBUS JIEKapCTBEHHOro nmnpenaparta Aans
BETEPUHAPHOro NPUMEHEHNS Npy NepBOM NpuemMe Unu Npu ero oTMeEHe;

p) onucaHve (Npu HeoGXoAMMOCTM) OEUCTBUIA cheumanucta B obnactu BeTepuHapuu, Briagenbua
)KMBOTHOIO NpW Npornycke npuemMa OAHOWM MIN HECKONbKUX 403 NeKapCTBEHHOro npenaparta ans BeTepuHapHOro
NPUMEHEHNS;

(B peq. PepnepanbHoro 3akoHa ot 02.08.2019 N 297-93)

C) CPOK rogHOCTN U yKa3aHue Ha 3anpeT NnpuMeHeHua nekapCcTtBeHHOro npenapara and BeTepuHapHOro
NPUMEHEHNA NO NCTEeYEeHUN CPOKa roaHOCTU;
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T) YCNOBUSI XpaHEHUS;

y) yKkasaH1e Ha HeoBXOAMMOCTb XpaHeHNs NekapCcTBEHHOro npenapara Aans BeTepMHapHOro NpUMeHeH s B
MecTax, HeJOCTYMNHbIX ANs AeTel;

@) ykasaHve (Npy HeobXxoouMOCTM) creumanbHbiX Mep MNPegoCTOPOXHOCTU  MPU  YHUUTOXEHMM
HEMCNonNb30BaHHbIX NIEKAPCTBEHHbIX NpenapaToB 41151 BETEPUHAPHOIO NPUMEHEHUS;

X) CPOKM BO3MOXXHOIO MCMONb30BaHMSA NPOAYKUMM XMBOTHOMO NMPOUCXOXOEHUS NMOCIE BBEAEHUS KNBOTHOMY
NeKapcTBEHHOro npenapaTta Assi BETEPMHAPHOIO NPYMEHEHUS;

L) ycrnoBwus oTnycka;

4) HaMMEHOBaHWA M agpeca MPOM3BOACTBEHHbLIX MIIOLLaA0K NPOU3BOAUTENS NEKAPCTBEHHOTO Mpenapara
ANs BETEPUHAPHOTO NPUMEHEHUS;

LU) HanveHoBaHune, agpec opraHusauuu, yHOﬂHOMOHeHHOVI aepxarenem mnn BnagenbuemMm
perncTpaumMoHHOro yaoCtoBepeHuaA NekapCTBeHHOIo npenaparta Ha NpuHATne ﬂpeT6H3MVI oT I'IOTp66I/ITeJ'IFI;

8) npoekTbl MakeTOB MEPBUMYHON YMNAKOBKUM W BTOPUMYHOM YNAKOBKW NEKapCTBEHHOro npenapaTta Ang
BETEPVHAPHOIo NPUMEHEHUS;

9) crniegytoLme CBeAEHUS O NNEKapCTBEHHOM MNpenapaTe Afis BETEPMHAPHOro NPUMEHEHUS:

a) onucaHue 1 cocTaB NIeKapCTBEHHOrO NpenapaTa Ans BETEPUHAPHOro NPUMEHEHNS;

©0) onncanne dapmaLeBTUYECKON pa3paboTky;

B) onucaHue mnpoLuecca NPOM3BOACTBA M €ro KOHTPONS, MOANMUCAHHOE B MOPsiAKe, YCTAHOBIEHHOM B
COOTBETCTBUM C YacTbio 1 HacTosILWEN CTaTbK;

(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

r) onMcaHne KOHTPONS KPUTUYECKUX CTaauii Npon3BOACTBA U MPOMEXYTOYHOM NpoayKuun, NoAnucaHHoe B
nopsiake, yCTaHOBITEHHOM B COOTBETCTBUM C YacTblo 1 HAacTosALLEN CTaTby;
(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

4) HaumeHOBaHMS W agpeca paspaboTyuuka, gepxatens Wnu Bragenbua perncTpaumoHHOro
YOOCTOBEPEHUSI NEKAapPCTBEHHOrO MpenapaTta, NpoU3BOACTBEHHbLIX MIOWAA0K MPOU3BOAUTENS FEKapCTBEHHOMO
npenapata Ans BeTEPUHAPHOrO MPUMEHEHMSI C  yKa3aHMeM CTagui  TexXHOMOrM4eckoro npoLecca,
OCYLLECTBMSAEMbIX Ha MNPOM3BOACTBEHHbLIX MMOLWaAKkax MpPOU3BOAUTENSA JleKapCTBEHHOroO npenaparta Aang
BETEPMHAPHOrO NPUMEHEHUS;

(B peq. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-93, o1 02.08.2019 N 297-03)

€) hapmaLieBTU4ECKas COBMECTUMOCTb;

X) MUKPOBUNONOrMYeckme XxapakTepucTmku;

3) MaTepuanbHbI 6anaHc A4nst NPOM3BOACTBA CEPUM FOTOBOIO NPOAYKTa;

1) onmcaHne XapakTePUCTUK U CBONCTB YNaKOBOYHbIX MaTepuasoB 1 YKYNOPOUYHbIX CPEACTB;

K) JOKYMeHTanbHOe NOATBepXAeHue (Banuaawms) npoueccoB U (Unn) ux OLEeHKa;

n) TpeboBaHMs K KayecTBy BcromoraTernbHblXx BellecTB (cepTudmkaTt, crneumdukauus Ha
BCMomMoraTtersibHble BeLeCcTBa U UX 0O0CHOBaHUE);

M) aHannTn4eckne MeToaukn, ncnosb3yembie NMpu OCyLWEeCTBITIEHUN KOHTPOMNA Ka4ecTBa BCNOMOraTeslbHbIX
BeLlEeCTB;

H) [OOKyMeHTanbHoe MOoATBepXaeHne (Banupauus) aHanuTUYecKUX MEeTOAMK, WUCMOoNb3yemblX MNpu

www.consultant.ru Crpanvua 29 n3 110
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFCD6DF803447B0C2A8DB0828BFFA213FCBB48B484A9ADA93CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFCD6DF803447B0C2A8DB0828BFFA213FCBB48B484A9ADD9ACFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21FF7D4DF8B3A47B0C2A8DB0828BFFA213FCBB48B484A9ADB9ACFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFCD6DF803447B0C2A8DB0828BFFA213FCBB48B484A9ADD9BCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OCYyLLECTBIIEHUN KOHTPOJ1A Ka4eCTBa BCNoMoraTesibHblX BELWECTB;

0) WHgopMauuss 06 WUCMnofb3oBaHWM  BCMOMOraTesnbHbIX BELLEeCTB YEerloBEYECKOr0 U XKMBOTHOMO
NPOUCXOXOEHUS;

n) ytpatun cuny. - ®egepanbHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeboBaHMA K KayecTBY fekapCTBEHHOro npenapaTa Ans BeTepuHapHOro npuMeHeHus (ceptudmkar,
cneumdmrKaLmus Ha NekapCcTBEHHbIN NpenapaT U ux 06ocHOBaHue);

C) aHanuTuyeckne MeTOAMKM, UCMONb3yeMble MPY OCYLLECTBIEHUM KOHTPOMS KayecTBa NMeKapCTBEHHOro
npenapara ans BEeTEPUHAPHOro NPUMEHEHNS;

T) OOKyMeHTalnlbHOe noAaTBepXaeHune (Banm,u,au,m) adHalUTU4YeCKnX MeToaUuK, WUncCcnonb3yemMbiX npu
OCyLLEeCTBJIEHUN KOHTPOJ1A KavyeCTBa J1eKapCTBEHHOro npenapara Ana BeTepuHapHOro npuMeHeHus;

y) OOKYMEHT, MOATBEPXOAloLiMiA KayeCcTBO NeKapCTBEHHOro npenapaTta Tpex MPOMbILLMEHHbIX Cepuil
(NpoTokon aHanu3a unu cepTuduKaT aHanusa), ofHa Cepust KOTOPOro [OMKHa CoBnadath C cepueit obpasua
neKkapcTBEHHOro npenapara, NoJaHHOro Ha permcTpaumio;

&) XxapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX 06pa3LI,OB, MCMNoJNb3dyeMbiX MNpu OCYLLEeCTBIIEHUN KOHTPONA KadecTBa
JIeKapCTBEHHOrO npenaparta anAa BeTepPUHApPHOro NnpuMeHeHn4;

L) faHHble 0 CTabunbHOCTY NeKapCTBEHHOIO NpenapaTa AN BETePUHAPHOro NpUMEHEHUS;

10) Konusa AOKyMeHTa, coaepiKallero MHGoPMaLMIo O HanUuMn unm o6 oTCyTCTBUM (haKTOB perncTpaumm
NekapcTBEHHOro npenapara Ans BeTepuHapHoOro NpuMeHeHNs 3a npegenamm Poccuiickoin denepaumu;

11) cornacve B NMCbMEHHOW popme, NpefyCMOTPEHHOe 4YacTblo 7 HacTosilen cTaTbW, B cry4vae
pervcTpaumm BOCNpou3BeAeHHOro NIeKapCTBEHHOMO Npenapara;
(B pea. PegepanbHoro gakoHa ot 13.07.2015 N 241-93)

12) konust AOKyMEHTa Ha PYCCKOM $A3blke, 3aBEPEHHOro B YCTAHOBIEHHOM NOpsAke M MOATBEPXKOAIOLLEro
NPaBOMOYHOCTb 3asiBNIEHUS O rOCYyAapCTBEHHOW permcTpaumm nekapcTBeHHOro npenapara Ans BeTepuHapHoro
NpUMeEHeHUs (0OBEPEHHOCTD);

KoHcynbTaHTlInoC: npuMmeyaHue.

[o 31.12.2022 poccuincknm npom3BoANTENAM paspeLLEHO HE NPeACTaBnsaATb CBeAeHNs B cooTBeTcTBUM c . 13
Y. 3 cr. 17 npu perucTtpaumm MMMYyHOBMOMOIMMYECKNX FeKapCTBEeHHbIX npenapatoB ([docTaHoBneHuwe
MpaBuTtensctBa P® ot 12.03.2022 N 353).

13) cBegeHWss O rocyAapCTBEHHOW perucTpauum reHHO-MHXeHepHO-MOAN(ULNPOBAHHBLIX OpPraHM3MoB,
npegHasHaveHHbIX O1S Bbilycka B OKpYXalLylo cpedy (Mpu rocyaapCTBEHHOW PerucTpauum rnekapcTBEeHHbIX
npenapaToB ans BETEPUHAPHOro NPUMEHEHS, MONyYeHHbIX c nNpUMeHeHnem
rEHHO-MHXXEHEPHO-MOANMMLMPOBAHHBLIX OPraHN3MOB UMW COAePKaLLMX Takme OpraHn3Mbl).

(n. 13 BBeageH PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

4. lpn NnpoBeAeHUN YCKOPEHHOW MpoLleaypbl SKCNepTu3bl fiekapcTBEHHOro npenapaTta Ans BeTepMHapHOro
NMPUMEHEHNS B LENsX ero rocyAapCTBEHHOW pernctpaumMum BMecTo oTyeTa paspaboTuuka O pesynbraTtax
OOKIMHNYECKOro UCCrefoBaHUSA fekapCTBEHHOrO0 CPeAacTBa AN BETEepUMHApPHOro MpPUMEHEHMST MOXeT ObiTb
npeactaeneH o0630p HayyHblx paboT O pesynbTatax [OOKIMHUYECKOro WuccrefoBaHus pedepeHTHOro
nekapCTBEHHOro npenapara Ans BETEPUHAPHOro MPUMEHEHUs, a BMECTO OT4yeTa O pesynbTaTax KIMHUYECKOro
nUccnefoBaHWs NEeKapCTBEHHOro npenapata  [ANnd  BETEPUMHApPHOro MpMMeHeHUs OoT4yeT O pesynbTaTax
nccnegoBaHui BMO3KBMBANIEHTHOCTM BOCMPOM3BEAEHHOrO NeKapCTBEHHOro npenapata Ans BeTepUHapHOro
NMPUMEHEHMS.

(vacTb 4 B peq. PepepanbHoro gakoHa ot 02.08.2019 N 297-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

5. Ha akcnepTusy pasnuyHbIX fiekapCTBEHHbIX (DOPM OOHOro M TOrO Xe JIeKapCTBEHHOro npenaparta ang
BETEPMHAPHOrO NPUMEHEHUS 3asBUTENb NPEACTaBMSET OTAENbHbIE 3asiBIIEHUS U PErMCTPALUOHHbBIE OOChHE Ha
KaXkaylo nekapctBeHHyto dopmy. Mpu ycnoBmMn OAHOBPEMEHHOW Nogayvv Ha SKCNepTu3y OL4HOW NeKapCTBEHHOM
hOpMbI C pasnMYHbLIMU JO3MPOBKOW, KOHLEHTpauuen, obbeMoM 3asiBUTENb NpeacTaBnsieT O4HO 3asiBlieHue ”
perMcTpaumnoHHOEe [OCbe C NPUMOXEHUMEM MaKeTOB MEPBUMYHOM YNaKoOBKM M BTOPUYHOWM ynakoBku. Ha mMakeTtax
NMepBMYHOM YMaKOBKM M BTOPUYHOW YMAKOBKU YKa3blBAOTCA BCE MPOU3BOOUMbBIE OO3MPOBKW, KOHLEHTpaLuu,
06BbEMBI 1 KONMYECTBO 403 B YNAKOBKE NIEKAPCTBEHHOIO NpenapaTa Ansg BETEPUHapHOro NpMMEHEHNs.

(B peq. PepnepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyyae HenpefcTtaBneHWss C 3asiBNIEHWEM O rOCYAapCTBEHHOW perncTpauum rnekapcTBEHHOro
npenapata AN BeTEPUMHApPHOro MpUMEHEHUS [OOKYMEHTOB, MOATBEpXAalwWwmux ynnaTy rocyaapCTBEHHOW
OOLWAMNHBI M YKa3aHHbIX B MYHKTE 7 4acTu 2 HACTOsLWen CTaTbW, CBEAEHUIN O NMIMLIEH3NAX, YKa3aHHbIX B NyHKTax 1 v
2 yactu 3 HacTosLWen cTaTby, a Takke BbldaBaeMblX (NMPefoCTaBAsSeMbIX) YNONTHOMOYEHHbIMU deaepanbHbIMy
opraHamu WCMNOMHUTENbHOW BNacTM AOKYMEHTOB (CBedeHWM), ykasaHHbIX B NyHkTe 2.1 yactm 3 HacToswewn
cTaTbW, YNONMHOMOYEHHbIN (befepanbHbld opraH UCNOMHUTENBHOW BNAcTW 3anpallvMBaeT yKasdaHHble JOKYMEHTbI
(cBeaeHus) B nopsigke MexXBedoMCTBEHHOTO UHGOPMAaLMOHHOIO B3aUMOAENCTBUS.

(4acTb 6 B peq. PegepanbHoro gakoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTcsa ncnonb3oBaHMe B KOMMEPYECKMX Lensax UHdopmaunm o pesyrnbTaTtax AOKIUHUYECKNX
nuccneaoBaHMM NEeKapCTBEHHbIX CPEACTB U KIMHUYECKUMX WCCNeaoBaHMN IeKapCTBEHHbIX MpenapaToB Ang
BETEPVHAPHOIO  MPUMEHEHUS, MNPEACTaBMEHHOW  3asiBUTENeM AN roCyfapCTBEHHOW  perucrpaumm
neKkapCTBEHHbIX NMpenapaToB, 6e3 ero cornacusi B TedeHne LecTu NneT ¢ AaTbl rocygapCTBEHHON perncrpauum
pedepeHTHOro nekapcTBeHHOro npenapara B Poccuiickon ®epepauuu.

8. [epxatenb wnu Bnagenel perncrpauuoHHOro yOOCTOBEPEHUS feKkapCTBEHHOro npenapaTta Ang
BETEPVMHAPHOIO MPUMEHEHUS NPEACTAaBNSAET B YNOJHOMOYEHHbIM dhefeparnbHbIi OpraH UCMOMHUTENbHOW BNACTK
oT4yeT no pesynbTatam ¢apmakoHag3opa OAMH pa3 B LIECTb MecsueB B TeyeHue [AByX neT nocne
rocyaapCTBEHHOW perncTpauum rekapcTBeHHOro npenaparta B Poccunckon depepauuun, 3aTemM e€XerogHo B
TeyeHue nocrnegylowmx Tpex neT 1 B AanbHenwem oavH pas B TpU roaa.

(4acTb 8 BBegeHa PepepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

CrtaTbsa 18. Mogaya n paccmoTpeHue 3aABNEeHUA O FoCyAapCTBEeHHOW perncTpaumm nekapcTBeHHOro
npenaparta Ansi MeAULMHCKOro NpUMeHeHus
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. Ona rocygapCTBEHHOW peructpauum InekapcTBEHHOro npenapata And MeavuMHCKOro npuMEeHeHus
lopyanMyeckoe nNuUo, OeNCTBYIOLLEE B COOCTBEHHBIX MHTEPECaxX UMW YMONTHOMOYEHHOE NPEACTaBNsATb MHTEPECHI
OPYroro opuanyeckoro nuua u 3asBrsiioLLEee NEeKapCTBEHHbIN MpenapaT Ha FroCy4apCTBEHHYI perucTpaumio
(manee B HacTosileW cTaTbe - 3asBUTENb), NPeAcTaBnseT B YMNOMHOMOYEHHLI eaepanbHbIA  opraH
NCMONHUTENBHON BMACTW, OCYLLECTBNSIOWMIA FOCYAAPCTBEHHYIO PETMCTPALMIO NIEKAPCTBEHHbIX MpenapaToB Ans
MEeOULMHCKOTO NPUMEHEHUS, B 3MEKTPOHHON dhopMe M Ha BymakHOM HocuTerne 3asiBrieHne O rocygapCTBEHHOM
perncrTpaumnmn nekapCTteBeHHOro npenaparta ana MmeanumHCKoro npuMeHeHusa, a Takke B nopanke, yctaHoBJ1€eHHOM
YMOSTHOMOYEHHbLIM hbefepanbHbIM OpraHoM WUCMOMHUTENBHOW BNAcTW, B 3MNEKTPOHHOW (hOpMe U Ha BGyMakHOM
HocuTene HeobXoaMMble OOKYMEHTbI, U3 KOTOPbIX DOPMUPYETCA PErncTpaumMoHHOE AOCbe Ha NEKApCTBEHHbI
npenapart ans MeAULMHCKOrO NPUMEHEHMS.

(vactb 1 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. B zagBneHun o Focyﬂ,apCTBeHHOI;I perncTtpaunn rnekapcTtBeHHOro npenapara ana MeanunHCKOro
NPUMEHEHNA YKa3blBaKTCA:

1) HanmeHoBaHuWe, agpec 3asBUTENA U MPOM3BOAUTENS NEKAapCTBEHHOro npenaparta Ans MeauumMHCKOro
npuMeHeHnsi, ceBedeHMs 00 MX perncTpauum B KayecTBe Hanoronnartefbliuka B CTpaHe perucrtpaumm (ans
POCCUICKMX OPUANYECKUX UL, - NOAEHTUPUKALMOHHBLIN HOMep Hanoronnatensiwimka (MHH), onsa nHocTpaHHbIX
IOPUAMYECKMX NUL, - CTpaHa perncTpalmn, HAMMeHOBaHWE PErMCTPUPYIOLLErO OpraHa, PerMcTpaunoHHbIA HOMED,
KO4 HamoronnaTtenbliuka B CTpaHe peructpaumuM (MHKoprnopauum) WnM ero adanor) u agpec Mecrta
OCYLLIECTBNEHMST MNPON3BOACTBA JIEKAPCTBEHHOro Mnpenapata (B Crlydae Hannyusi HECKONIbKUX YYaCTHUMKOB
npoLiecca ero npou3BoAcTBa HEOOXOAMMO yKasaTb KaXKOoro yvacTHMKa B COOTBETCTBMM C OCYLLECTBSIEMOM
cTaguen NpovM3BOACTBA);
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(n. 1 B pea. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HavMeHOBaHWe neKapCTBEHHOro npenaparta Ans MeAULUWHCKOrO MNpUMEHEHUs (MexayHapoaHoe
HenaTeHTOBaHHOE, UMW TPYMNMPOBOYHOE, UMM XUMUYECKOE U TOProBOEe HaUMEHOBaHWS);

3) nepeyeHb ﬂeVICTByPOU.lMX N BCnoMoratesibHbiX BelwecTB, BXOOAWWMX B COCTaB Ji€eKapCTBEHHOro
npenaparta ana MeanmunHCKoro npuMeHeHus, ¢ ykasaHmem Konn4vectBa KaXXgoro n3 HUX;

4) neKkapcTBeHHadA cbopma, A031MpOBKa, crnocobbl BBeAEHUS 1 NPpUMEHEeHUA, CpPOK rogHOCTWN JieKapCTBEHHOIO
npenaparta gna meanmunHCKOro npuMeHeHuns;

5) apmakoTepaneBTUYeckass rpynna, ko4 aHaTOMO-TepaneBTUYECKO-XMMUYECKON —Knaccudukaumm,
pekomeHOoBaHHON BcemMupHON opraHusauven 3apaBoOXpaHeHus, 3asBnseMble MoKasaHws Ans NpYMeHeHUs
nekapCcTBEHHOro npenaparta Ans MeguumMHCKOro NpUMeHeHNs;

6) oTcyTcTBME HEOOXOAMMOCTM MpedoCTaBNeHMs oTyeTa O pesynbTaTtax KIMHMYECKOro MccrnenoBaHus,
nccnenosaHns  GMOSKBMBANEHTHOCTW  MEKapCTBEHHOro npenapaTa, paspelleHHoro Ans  MeAULMHCKOro
npumeHeHus B Poccuiickon ®epepaummn Gonee AasaguaTtn net, C ykasaHMeM HOPMaTMBHbLIX MPaBOBbLIX AKTOB,
NOATBEPXAAIOLWNX AaHHbIA CPOK NPUMEHEHNS;

7) HeobxoaumocTb oopMneHnss paspelleHns Ha BBO3 B Poccuiickyio ®egepaunto KOHKPETHOW MmapTum
3aperncTpupoBaHHbIX U (MNK) He3aperncTpMpoBaHHbBIX JIEKAPCTBEHHbIX CPEeACTB, NpeaHasHayYeHHbIX AN
NpoBeAEeHUs 3KCNePTU3bl NEKapCTBEHHbLIX CPEACTB B LIENAX rocygapCTBEHHON pernctpaumu;

8) HeobXxoOMMOCTb TMpPOBEAEHMs 3KCMepTU3bl [OOKYMEHTOB, TMNPEeACTaBlEHHbIX AN OnpeaereHust
BO3MOXHOCTU paccMaTpuBaTh NEKapCTBEHHbIN npenapaT AN MeAWULMHCKOTO NMpUMEHeHUsT Npu OCYLLECTBIEHUN
rocyqapcTBEHHON perncTpaumnmn B kayecTse opdaHHOro NnekapcTBEHHOro npenapara;

9) HeobxoauMOCTb NPpUMEHEeHUA yCKOpeHHOIZ npouenypbl 3KCNepTnu3bl N1€eKapCTBEHHbIX CpeacCTB B LenAax
FOCYﬂapCTBEHHOVI perncrtpauunmn riekapCTtBeHHOro npenapara,

10) koNMM OOKYMEHTOB, NOATBEPXKAAOLWMNX YyNNaTy rocyaAapCTBEHHOW OOLLNHBI:

a) 3a npoBedeHVEe 3KCNepTM3bl [OKYMEHTOB, MPEACTaBMeHHbIX AN onpeneneHuss BO3MOXHOCTU
paccmaTpvBaTb JIEKAPCTBEHHbLI MpenapaTt Ans  MeOUUMHCKOrO  MPUMEHEHUs TMpPU  OCYLLECTBIEHUM
rocyqapcTBEHHON perncTpaumnmn B kayecTse opdaHHOro NnekapcTBEHHOro npenapara;

©0) 3a npoBeaeHNEe 3KCNepTM3bl KAYEeCTBA NIEKAPCTBEHHOIO CPEACTBA U AKCMEPTU3bI OTHOLLEHUS OXMOAEMOW
nonb3bl K BO3MOXHOMY PWCKY MPUMEHEHUS NEKApCTBEHHOro npenapara, paspeLlleHHOro Ans MeauuMHCKOro
npumeHennss B Poccuiickonn dPepepaumm OGonee paBaguatu NeT, NpW  OCYLLECTBIIEHUN TOCYyOapCTBEHHOM
perncTpaumm nekapcTBEHHOro npenapara;

B) 3a NpoBeAeHUE IKCMepTU3bl Ka4ecTBa NeKapCTBEHHOIO CPeACcTBa U SKCNepPTU3bl OTHOLLEHUS OXUAAEMOiA
Nosib3bl K BO3MOXHOMY PUCKY NPVMEHEHUS NTIEKapCTBEHHOIO NpenapaTta AN MeAUUMHCKOTO NPUMEHEHNS NpU ero
rocy4apCTBEHHON PerncTpaumu;

r) 3a NpoBefeHne IKCNepPTM3bl KAaYecTBa NeKapCTBEHHOIO CPeACTBa M AKCNEPTU3bl OTHOLLEHUST OXnaaemomn
nomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHMS NEKApPCTBEHHOro npenapaTta Ans MeAWULMHCKOro MpPUMEHEHMUs, B
OTHOLUEHMN KOTOPOro NpOBEeAEHbl MEeXAYHapoOHble€ MHOTOLEHTPOBLIE KITMHWYECKME WCCNEOOoBaHWsl, 4YacTb U3
KoTopbiXx npoBeaeHa B Poccuiickon degepaumu, nNpu  OCYLLECTBIIEHUM T[OCYAAPCTBEHHOW perncrpaumm
nekapCTBEHHOro npenapaTa;

11) HanuMume cormacus NpPOM3BOAMTENS JFleKapCTBEHHOrO MpenapaTta, MpPOU3BOACTBO  KOTOPOro
ocyuwiecTBnsieTcs 3a npegenamu Poccuiickon ®efepaumm, Ha NpoBeAEHNE NHCMEKTMPOBAHNS NMPON3BOANTENS Ha
cooTBeTCTBME TPpeboBaHMSM NpaBui Haanexatuen Npon3BOACTBEHHON NPaKTUKK;

12) Hanuume cornacus, npegyCMOTPEHHOro YacTblo 18 HacTosLLen cTaTby;

13) ykasaHne BMAa NEKapCTBEHHOro mnpenapaTta, MNpPeAcTaBrieHHOro Ha pernctpauunio (pedepeHTHbIN
nekapCTBEHHbIN MpenapaTt, BOCNPOM3BEAEHHbIN NEeKapCTBEHHbIN npenapaTt, GuonorMyeckuin nekapcTBEHHbIN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapat, OwoaHanorosbin (OMONOAOOHLIA) NEKApPCTBEHHLIN npenapaT (OvoaHamnor), romeonaTNYecKui
neKkapCTBEHHbIV Npenapar, eKapCTBEHHbIM pacTUTENbHBIN Npenapar).
(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. PerucrtpaumoHHoe [Oocbe Ha IeKapCTBEHHbIM npenapat Ans  MEeAWUMHCKOrO  MpUMEHEHUs
npegocTtaBnsieTcs B popmMe 0BLLEr0 TEXHNYECKOTO JOKYMEHTA.
(yacTb 3 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

4. Pasgen AoKyMeHTauum agMUHUCTPATUBHOMO XapakTepa BKrYaeT B cebs:

1) 3agBheHVWe O TOCYOApPCTBEHHOW perucTpauuu IekapcTBEHHOro npenapata Afs MeAVMUMHCKOro
NPUMEHEHs1 B 3NIEKTPOHHON chopme 1 Ha ByMakHOM HocuTene;

2) KONMio OOKYMEeHTa Ha PYCCKOM A3blke, 3aBepeHHOro B yCTaHOBJIEHHOM MNopsAAKke U noareepXxaakLllero
NpaBOMOYHOCTb 3adABUTENA NoAaBaTb 3asdABlIEHUNE O FOCYﬂapCTBeHHOVI perncTpaunm rekapCTtBeHHOro npenapara
anda meamumHCKoOro npuMmeHeHus (/J,OBepeHHOCTb);

3) cBegeHnss O pgate npedocTaBneHus U PerncTpauuoHHOM HOMepe NULEH3UW Ha Mpou3BoACTBO
NneKapCTBEHHbIX CPEeACTB UMW CBedeHUs O AaTe NpPefoCTaBfeHns U permcTpaumMoHHOM HOMepe 3aKkNioYeHus O
COOTBETCTBMM NPOMN3BOANTENS NEKAPCTBEHHbIX CPpeACcTB TpeboBaHUSAM OpaBwui Haanexallen Npon3BoLCTBEHHOWM
NpPaKkTUKK, BblAaHHbIX (MPEAOCTABMNEHHbIX) YNONMHOMOYEHHbIM dbeaepanbHbiM OpraHoOM UCTMIONHUTENBHOW BriacTu B
OTHOLUEHMN MPOU3BOLCTBEHHOW MIIOLWAAKN PErMCTPUPYEMOro JEKapCTBEHHOro npenapaTta, B cry4yae, ecnu
Npon3BOACTBO JIEKAPCTBEHHOTO Npenapara ocyulecTensietcst B Poccuiickon ®epepauuu;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, o1 27.12.2019 N 478-93)

4) Konuio NpPefoCTaBMEHHOW YMOMHOMOYEHHbIM OpraHoM CTpaHbl MPOU3BOAUTENS FMLUEH3MM Ha
NMPOM3BOACTBO JIEKAPCTBEHHOrO Mpenapata U ee NepeBod Ha PYCCKUN A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM
Oopagke, a Takke KOMWIo 3aKMYeHus O COOTBETCTBUM MPOU3BOANTENS NEKapCTBEHHbIX cpedcTB TpeboBaHMAM
npaBun Hagnexawewn npoV3BOACTBEHHON NPAKTUKM, BbIAAHHOMO YMNOMHOMOYEHHbIM deaepanbHbIM OpraHoM
MCMNOMHUTENBHOW BriacT B OTHOLIEHMW MPOU3BOACTBEHHOW MMOWAAKU PErMcTPUpYyeMoro JekapcTBEHHOro
npenapaTta, WNM KOMWUIO PELUEHUS YMNOSTHOMOYEHHOIrO hefdepanbHoOro opraHa MWCMOSNIHUTENbHOW BRactM o
NPOBEAEHUN WHCMEKTMPOBAHNS MPOM3BOAMTENS FNEKAPCTBEHHbIX CPeAcTB, B Clyvae, ecnu npou3BoACTBO
NlekapCTBEHHOrO npenapara ocyLlecTBnsieTcsa 3a npegenamm Poccuickon ®epepaunm;

(B pea. PegepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-93)

5) NpPOeKT WHCTPYKUMU MO MEeAMLMHCKOMY TMNPUMEHEHUIO IEeKapCTBEHHOro npenaparta, codepallei
crieayloLme cBeeHNs:

a) HauMeHoBaHWe NeKapCTBEHHOrO npenapaTa (MexayHapoaHoe HenaTeHTOBaHHOE, UMW PynMnMpPOBOYHOE,
UM XMMNYECKOE U TOProBOe HauMeHOBaHMS);

0) nekapctBeHHass dopma C yKasaHMeM HaMMEHOBAHMN W KONMMYECTBEHHOIO COCTaBa [OEWCTBYHOLLMX
BELLECTB M Ka4YeCTBEHHOro cocTaBa BCMOMOraTenbHbIX BeLecTB (Npy HeobxoanMOCTH KONMYEeCTBEHHOro cCocTaBa
BCMOMOraTerbHbIX BELLECTB);

B) OMMCcaHne BHELLHEro BMAa JIeKapCTBEHHOIO Npenapara Ang MeAMLMHCKOro MpUMEHEHUS;

r) OU3MKo-XMMn4eckne CBONCTBa (Ans pagnodapmaLeBTUYECKX NeKapCTBEHHbIX NpenapaTos);

4) chapmakoTepaneBTMYeckas rpynna, kog JIekapCTBEHHOro npenapara A MeauUMHCKOro NPUMEHEHNsT No
aHaTOMO-TepaneBTUYEeCKO-XMMUYECKON  Knaccudukauuy, pekoMeHgoBaHHOW  BcemupHOM  opraHmusauunen
34paBoOXpaHeHns, Unn ykasaHue "romeonaTtuyeckuii nekapCcTBeHHbIN npenapat”;

e) (bapMaKOLI,VIHaMVIKa n (bapMaKOKI/IHeTVIKa (3a NCKITK4YeHnem (*)apMaKOKVIHeTMKVI romeonaTn4yeckmnx
JIeKapCTBEHHbIX NpenapaTtoB U PaCTUTEJIbHbIX NNIEKAPCTBEHHbLIX npenapaTOB);

X) NOKa3aHusi AN NPUMEHEHNS;

3) NPOTUBONOKa3aHnA Onda NnpuMeHeHns;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) Mepbl MPEeAOCTOPOXHOCTU NPV MPUMEHEHUN;

K) ykazaHue BO3MOXHOCTM U 0COBEHHOCTEW NMPUMEHEHNS NeKapCTBEHHOrO npenapara Ans MeauLUHCKOro
NpUMeHeHNs1 GepeMeHHbIMU JKEHLUMHaMW, >XEeHLMHamy B nepuod rpydHOro BCKapMiMBaHUS, OeTbMU,
B3POCIbIMU, UMEIOLLMMUN XpOHUYECKMe 3aboneBaHus;

n) pexuMm [A03MpPOoBaHWs, crnocobbl BBeAEHUS W MPUMEHEHWS, MpU HeobxoaAMMOCTM Bpemsi npuema
nekapcTBEHHOro npenaparta Ans MeguUMHCKOro MPUMEHEHUs, NMPOAOIIKUTENBHOCTL NEYEHUs, B TOM 4uCne Y
AeTel [0 v nocne o4Horo roaa;

M) BO3MOXHble HeXenaTellbHble peakuun npu npuMeHeHnn nekapCTtBeHHOro npenapata Aand
MeOUUMHCKOro NnpuMeHeHus;

H) CUMMNTOMbI NePefo3VMPOBKM, MEPBI NO OKa3aHWIo NOMOLLY NpU Nepeao3npoBKe;
0) B3aMMOAENCTBME C APYTMMU NEKapCTBEHHbIMU NpenapaTamu 1 (Mnu) NULLEeBbIMKU NPOAYKTamMu;
n) hopMbl BbiNycKka fiekapCTBEHHOro NpenapaTa;

p) YykasaHue (npy HeobxoAMMOCTM) OCODEHHOCTEN [OEeNCTBUSA FekapCTBEHHOro npenapaTta Ans
MEAMLMHCKOrO NPUMEHEHMS NPV NEPBOM NPUEME UMW NPU Er0 OTMEHE;

c) onucaHue (Npy HeobxoouMMOCTM) AEWCTBMI Bpadva (denbawepa) u (unu) naumeHTa npu nponycke
npunema OHHOVI M HECKOJ1bKNX 003 J1IeKapCTBEHHOIo npenaparta ana MmeanumHCKoro npuMeHeHus;

T) BO3MOXHO€ BJIMAHUE JEeKapCTBEHHOro npenapara AnAa MeamunHCKOro rnpuMeHeHuA Ha CrMocobHOCTb
ynpaeidTb TPAHCNOPTHLIMKU CpeacTBaMu, MeXxaHn3mMmamu;,

y) CPOK roAHOCTM M YyKasaHuWe Ha 3anpeT MpUMeEHEHMs NIeKapCTBEHHOro npenapaTta Ans MeauuMHCKOro
NPUMEHEHMS MO UCTEYEHUN CPOKa FO4HOCTMY;

&) ycrnoBusi XpaHeHWs;

X) yKkasaHue Ha HeobxoOMMOCTb XpaHeHWs NekapcTBEHHOro npenapara Ans MeauUuHCKOro NpUMeHeHUs B
MecTax, HeOCTYMHbIX ANs AeTel;

L) YykasaHue (npy HeobXoOMMOCTW) cneuvanbHblX Mep MPEeAOCTOPOXHOCTA  MPU  YHUUTOXEHUM
HEMNCMNONb30BaHHbIX NEKapCTBEHHbIX NpenapaToB A MeAULMHCKOTO NPUMEHEHNS;

4Y) YCroBUS OTMNYCKa;

L) HaMEHOBaHUS 1 afpeca NPOM3BOACTBEHHbIX NIOLWAaA0K NPOU3BOAUTENS NEKapCTBEHHOMO Npenapara;

) HaMMeHoBaHWe, aOpec opraHu3auuu, YMNONHOMOYEHHOW AepxaTternem WNU  BradenbLeM
PerncTpaLmMoHHOro YOOCTOBEPEHUS! NTEKAPCTBEHHOIO npenaparta afis MeauUMHCKOTO MPUMEHEHUS Ha MPUHATUE

NnpeTeH3un ot noTpebutens;

6) MHCTPYKUMIO MO MeAULUMHCKOMY NPUMEHEHUIO UIMN KPAaTKYH XapaKTepPUCTUKY NEKapCTBEHHOIO npenapara,
yTBEpXOEeHHbIEe B CTpaHe Npon3BoaNUTENA;

7) NpPOEKTbl MakeToOB MNEPBMYHOW YNaKOBKA W BTOPUYHOM YMakKOBKW FEKapCTBEHHOro npenaparta Ans
MEANLMHCKOrO NPUMEHEHMS;

8) NpoeKkT HOpPMAaTMBHOW AOKYMEHTALUUM UM HOPMaTUBHOIO LOKYMEHTA Ha JleKapCTBEHHbIA npenapart ans
MEeAMLIMHCKOro NpMMeHeHMs Nbo ykasaHne COOTBETCTBYHOLLEN (hapMakonenHon cTaTbu;

9) [OOKYMEeHT, codepXalliuii MHGOopMaLMio O HanmuMuuM WM o6 OTCYTCTBMM (DaKTOB perucrpaumu
neKkapcTBEHHOro npenapara Ans MeavUuHCKOro NnpuMeHeHus 3a npegenamu Poccuiickoli ®enepauuu;

10) konNuM OOKYMEHTOB, 3aBEPEHHbIX B YCTAHOBNEHHOM NOpsAKe W NOATBEPXKAAIOWMX (haKT perncrpauum
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

J1eKapCTBEHHOro npenaparta B MHOCTPaHHbIX rocygapcTBax B Ka4ecTBe Op(baHHOFO JIeKapCTBEHHOIO Nnpenapara;

11) nnaH ynpaBneHus puckamu Ans OMOoNnornyeckmx nekapCcTBEHHbIX npenapaTtoB Afs MegULUHCKOro
NPUMEHEHNS;

12) [OOKyMEHT O cucTeme apMakoHadsopa [OepxaTensa Wnyv Brajenbla PerMcTpauvoHHOro
YOOCTOBEPEHUS NeKapcTBEHHOro npenapara;

13) DOKYMEHT, noATBepXAalolnii KayeCTBO JeKapCTBEHHOrO npenapata TPeX MPOMbILLIIEHHbLIX Cepui
(npoTokon aHanu3a unu cepTudmkaTt aHanu3a), ogHa cepusi KOTOpOro AOfbkKHa coBnajaTtb C cepuen obpasua
NeKkapCTBEHHOrO npenapata Ans  MeOUUMHCKOTO MPUMEHEHWs, MNPEACTAaBEHHOIO Ha [OCYAapCTBEHHYHO
perncTpauuto.

(4acTb 4 B pea. PegepanbHoOro gakoHa ot 22.12.2014 N 429-93)

5. Pasgen xumudeckon, dpapmaueBTUYECKON W OMONOrMyeckon [OOKYMeHTauuMuM BKIoYaeT B cebs
OOKYMEHTBI, codepxalune nHpopmaumio o hapmaueBTUYecKon CyObCcTaHUMM 1 NNEKAapCTBEHHOM Mnpenapare Ans
MeAMLMHCKOro NPMMEHEHMS, NMpoLiecce ero Npon3BoACTBa M METOAAX KOHTPOSIS KayecTea, B TOM YucCne:

1) KONMIO OOKYMEHTA, CoAep)Kallero criefyloLlyo nHdopMaumio o0 dapMaueBTUYECKON CyGcTaHumMM unm
hapmaLeBTMYECKMX CYOCTaHUMAX, BXOOSALWMX B COCTAB JIEKApCTBEHHOrO MpenapaTta, 3a MWCKIIOYEHNEM
nHdopmaumm o dapMaLeBTUYECKUX CYOCTaHUMAX, BKIOYEHHbLIX B FOCYAapCTBEHHbI PEeCcTp NEKapCTBEHHbIX
CPEeACTB B COOTBETCTBMM CO cTaTben 34 HacTosiwero deaepanbHOro 3akoHa:

(B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 462-93)
a) HaumeHoBaHve hapmMaueBTUYECKor cybcTaHLmn, ee CTPYKTypa, obLime CBONCTBA;
0) HaumeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TEeEXHOoIorma npon3soactea C onnMcaHnem cragun npon3soacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3soacTBa,

r) onucaHue pa3paboTku npoLiecca Npon3BoOACTBa;

A) onncaHne KOHTPONSA KpUTUYECKUX CTagui NpOU3BOACTBA U MPOMEXYTOUYHON NPOAYKLNM;
€) AOKyMeHTanbHOoe NoaTBepXaeHue (Banvaauus) npoLeccos u (Mnu) nx oLUeHka;

X) CBOWCTBA M CTPYKTypa AENCTBYIOLLMX BELLECTB;

3) XapakTepucTuiKa npumecen;

n) cneuundpmkaums Ha papmaLeBTUYECKY0 CyGCTaHUMIO U ee 0B0CHOBaHUE;

K) aHannTnyeckne MeToaukn, ncnonbdyemble Npu oCyLeCTBIEHNN KOHTPOIA Ka4eCTBa q)apmaueBqueCKoM
cybcTaHuuy;

n) [OKyMeHTanbHoe MOATBepXKAeHWe (Banvpauusl) aHanuTUYecKX METOAMK, WCMOMb3yeMbIX MNpu
OCYLLIECTBNEHUM KOHTPONSA KayecTBa dpapmaLeBTUyYecko cybcTaHumuu;

M) pe3ynbTaTbl aHanu3a cepuit oapmaLeBTUYECKON CyOCTaHLMW;

H) nepevyeHb CTaHOAPTHbIX oﬁpaauoa mnn BewecTB, WUCMNOJIb3yeMbIX MpPU OCYLLEeCTBIIEHNUN KOHTPONA
Ka4yecTBa,

0) ONucaHne XapakTePUCTMK U CBOWCTB YNaKOBOYHbLIX MaTEPMAIOB 1 YKYNMOPOYHbIX CPEACTB;
n) AaHHble O CTabUNBHOCTM hapMaLEeBTUYECKON CyBCcTaHUmK;
p) CPOK rOOHOCTY;

1.1) B oTHOWeEHUN hapmaueBTUYECKUX CyOCTaHLMIN, BXOASLWMX B COCTaB JieKapCTBEHHOro npenapara u
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BKITHOYEHHbIX B FOCYD,apCTBeHHbIIZ peecTp neKapCTBEHHbIX CpeacTB B COOTBETCTBMU CO ctaTtben 34 HacTosiero
dDe/J,epaanoro 3aKOHa, - KONnna OOKyMeHTa, cogepxallero cneayowyr VIH(bOpMaU,I/I}OZ

a) HaumeHoBaHue hapmaueBTUYeckor cybecTaHuun, ee CTpykTypa, obLime CBONCTBA;
6) HanmeHOBaHWe 1 agpec NPOU3BOAUTENS;
B) pe3ynbTaTbl aHanu3a cepun hapmaveBTnyeckon cybctaHumm;

r) CPOK FOAHOCTY;
(n. 1.1 BBegeH PepnepanbHbiM 3akoHOM OT 27.12.2019 N 462-03)

2) LOOKYMEHT, co,u,ep>|<au.|,v||7| cnepywune ceegeHna O nekapCTBeHHOM npenaparte Anda mMeaunumHCKOro
NPUMEHEHUA:

a) onncaHmne n coCcTtaB JiekKapCTBEHHOIo npenapata And MeguunHCKOro npuMeHeHus;

6) onvcaHue dapmaueBTMYecko paspaboTku (o6ocHoBaHMe Bbibopa cOCTaBa, MEPBUYHOW YNAKOBKU U
WHOrO0);

B) TexHomnorna npon3soacTtea C onnMcaHunem cragun npon3BoAcTBa U MeTOO4O0B KOHTPONA Ha BCeX CTaauax
npon3BoacCTBa,

r) onMcaHme KOHTPOIS KPUTUYECKMX CTaguMm npouecca Npou3BoACTBa U MPOMEXYTOYHOW NPOoAyKUMK;

4) HanmeHoBaHWEe M agpec MecTa OCyLIeCTBNEHWs MNpPOM3BOACTBA NEKapCTBEHHOro npenapara Ans
MEeOULMHCKOTO MPUMEHEHUS (B CNyvae Hanmymsi HECKONbKMX YYACTHWKOB Npoliecca NpousBoacTBa He0OXoaMmo
yKasaTb Kagoro U3 Hux);

€) hapmavieBTU4ECKass COBMECTUMOCTb;

) MUKpoBUonormyeckue xapakTepucTuky;

3) MmaTepuanbeHbI 6GanaHc 4ns Npon3BoACTBa CEpUN roTOBOMO NPOAYKTA;

n) onncaHme xapakTepUCTUK U CBOWCTB YNaKOBOYHbIX MAaTepUarnoB U YKYMOPOYHbIX CPEACTB;

K) OOKYMeHTanbHoe noaTeepaeHve (Banugaums) npoueccoB NpoM3BOACTBA U (MMK) NX OLIEHKa;

n) TpeboBaHWs K KayecTBy BCMOMoOraTeNibHbIX BeLecTB  (cepTudmkat, crneundmkaums Ha
BCMomoraTtersibHble BELLeCTBa U MX 0O0OCHOBaHME);

M) aHanuMTMYeckne MeTOAMKMW, UCMOoNb3yeMble NPU OCYLLECTBMEHU KOHTPOMNS KayecTBa BCroMoraTenbHbIX
BELLECTB;

H) [AOKyMeHTanbHOe noATBepXdeHue (Banugauusi) aHanmMTUYecKMX MeToAMK, WCNOoNb3yemblX Mpu
OCYLLECTBEHUN KOHTPOSIS Ka4yecTBa BCMIOMOraTesbHbIX BELLECTB;

0) VIH(*)OpMaLI,VIFI 00 uncnonb3oBaHMM  BCMOMOraTesNibHbIX BELIECTB  YEIIOBEYECKOrO W >KMBOTHOMO
NPOUCXOXOEHUA,

I'I) I/IHd)OpMaLI,MFl 00 1CMNonb30BaHUN HOBbIX BCMOMOraTenbHbIX BELLIECTB;

p) TpeboBaHMsA K KayecTBY JfeKapCTBEHHOrO nperapaTta Ans MEeAUUMHCKOro mpumMeHeHust (cepTudmkart,
cneumdvKauus Ha NekapCcTBEHHbIN NpenapaT U ux ob6ocHOBaHUE);

C) aHannuTn4yeckne MeToduKu, UCNOoJib3yeMble MNMpPpU OCYLLEeCTBIIEHUN KOHTPOJIA KadecTBa J1eKapCTBEHHOIo
npenaparta gna meamunHCKOro npuMeHeHuns;

T) OOKyMeHTallbHOe noaTBepXaeHune (Banm,u,au,m) aHannTn4eCknx MeToaukK, Wucnonb3yembiX npu
OCYyLLECTBIIEHUN KOHTPONA Ka4yeCTBa leKapCTBEHHOro npenapata Anda MeanumMHCKOro npuMeHeHus;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

y) pesyrnbTaTbl aHanM30B CEpUii NEKAPCTBEHHOIO Npenapara Anst MEAULMHCKOro NPUMEHEHNS;
&) xapakTepucTtuka npumecen;

X) mMepeyeHb CTaHOapTHbIX 06pasuUoB, MWCMONb3yeMblX MpPW  OCYLLECTBIEHMN KOHTPOMNsA KadyecTsa
nekapcTBEHHOro npenaparta Ana MeguLMHCKOro NpUMeHeHus:;

L) AaHHble 0 CTabWUNbHOCTW NeKapCTBEHHOrO NpenapaTa Ans MEAULMHCKOro NPUMEHEHUS.
(4acTb 5 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

6. Pasgen dapmMakonormyeckon, TOKCUKONOrMYECKON [AOKyMeHTauun BknovaeTr B cebs oTyeTbl O
pesynbTaTtax AOKNMHUYECKNX NCCneaoBaHNiA NeKapCcTBEHHOro cpeacTsa Ana MeAuLMHCKOro NMpUMEHEHUs, B TOM
yucne:

1) oT4eT 0 hapmakoAMHAMMNYECKUX UCCNEOBAHMSAX;
2) OT4ET 0 (hapMaKOKMHETUYECKUX UCCINEOOBAHUSAX;

3) OTYET O TOKCMKONOTMYECKUX NCCIefOBaHUSIX.
(vacTb 6 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen KnuHWYeckon OOKyMEeHTauunm BKIo4YaeT B cebss otyetbl O pesynbTatax KIMHUYEeCKUX
nccnegosaHuin JleKapCTBEeHHOro npenaparta gnd MeanumMHCKoro npuMmeHeHud, B TOM 4mcne:

1 ) OT4HEThI 00 ncenegoBaHUAx 6I/IO£I,OCTyI'IHOCTI/1 n OMO3KBNBANEHTHOCTH, nccnenoBaHUAx,
yCTaHaBMBaloLMX KOppenAaAuuno pedyrnbTaToB, NOJfly4EHHbIX B YCITOBUAX in vitro un in vivo;

2) oTyeTbl 0 apPMaAKOKMHETUYECKNX NCCIEAOBaHUSX;
3) oTueTbl 0 hapMakoANHAMUYECKMX UCCIEeNOBaHUSIX;
4) OTYETbI O KIMMHMYECKNX UCCneaoBaHUAX 3PdEKTMBHOCTIN N 6e30onacHOCTH;

5) OTYET O NOCTPErNCTPALMOHHOM OMbITE MPUMEHEHMS (MPU HANU4UK).
(4acTb 7 BBeaeHa PeaepanbHbIM 3akoHoM OT 22.12.2014 N 429-93)

8. TpeboBahuga k obbemy mHOpMauMK, NPeaoCTaBNAEMON B COCTaBE PErMcTpaLMOHHOrO Aocbe, ANs
OTAENbHbIX BWOOB JIEKAPCTBEHHbLIX MNpenapaTtoB Anst  MEeLUUUHCKOrO MNPUMEHEHMSsT  yCTaHaBNMBAKTCSH
YMONTHOMOYEHHbLIM hefiepanbHbIM OpraHoM UCMOMNHUTENBHOWM BrAacTu.

(4acTb 8 BBeaeHa PeaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9. B OTHOLWEHUN nEeKapCTBEHHbIX MpenapaTtoB, paspelleHHbIX ANnd MEeOULUHCKOrO MNpUMEHeHus B
Poccuiickoin  ®epgepaumn Gonee pnBaguatM NEeT M B OTHOLUEHMM KOTOPbIX HEBO3MOXHO MpoBedeHue
nccrefoBaHUm nx OMOSKBMBANEHTHOCTM (32 WCKMOYEHMEM OMONOrMYecKkMX eKapCTBEHHLIX MpenapaTos),
JOMyCcKaeTcs BKMOYEHME B COCTaB pa3gena hapmMakonormyeckom, TOKCUKONOrMYeCcKon OKYMEHTauum 1 pasgena
KIMHUYECKON [OKyMeHTauum BMECTO oT4yeTa paspaboTumka O pesyrbTaTax COOCTBEHHbIX OOKITMHUYECKUX
nccnenoBaHMM NEKApPCTBEHHbIX CPEACTB U KIMHUYECKUMX WUCCNedoBaHMM IeKapCTBEHHbIX MpenapaToB Ans
MEOMLMHCKOro npuMeHeHna ob3opa HaydHbix paboT O pesynbTaTax AOKMIMHUMYECKUX MCCnegoBaHui
NEeKapCTBEHHbIX CPeaCTB M KIMHUYECKMX WUCCNedoBaHWA OaHHbIX NEKapCTBEHHbLIX nNpenapaToB, B TOM 4ucne
BKIOYast OMbIT UX NOCTPErNCTPALMOHHOIO NPUMEHEHMS.

(yacTb 9 BBeaeHa deaepanbHbiM 3akoHoM OT 22.12.2014 N 429-93; B pe. egepanbHoro 3akoHa ot 27.12.2019
N 475-03)

10. Tpu rocyoapcTBEHHOW perncTpaumMm BOCMNPOM3BEAEHHbLIX FEeKapCTBEHHbIX MpenapaToB  Ans
MEOMLUMHCKOrO  MNPUMEHEHUs  JOMyckaeTcs  BKMOYEHMe B cocTaB  pasgena  hapMakonorn4eckoi,
TOKCUKOTOTMYECKOW [OKYMEeHTauMn U pasgena KrivMHWYecKoh OOKYMeHTauMu BMecTo oT4yeTa paspaboTumka o
pesyrbTatax COOCTBEHHbIX AOKITMHWYECKUX MCCIeA0BaHWUA feKapCTBEHHbIX cpeacTB o63opa Hay4yHbIx paboT o
pesynbTaTtax [OOKIMMHUYECKUX WUCCredoBaHuii pedepeHTHOro NekapCTBEHHOro npenapata W npeacTaBneHue
BMECTO KIIMHUYECKMX UCCNEAOBaHNIA B NOIHOM 0GbeMe, YCTaHOBNIEHHOM pPasfenioM KIMHUYECKON AoKyMeHTaLuun,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

oT4yeTa O pesynbTaTax nccnegoBaHuin GUO3KBMBANEHTHOCTHU BOCnpon3seaeHHOro rfiekapCTtBeHHOro npenaparta
ana MeauunHCKOro npuMeHeHus. He Tpe6yeT09| npeacrasneHne ort4vyeta O pedylibTatax nccneaoBaHmin
OMOSKBUBANIEHTHOCTM BOCMNpou3BeaeHHOro fiekapCTtBeHHOro npenaparta gnd mMmeguunHCKOro npuMeHeHusa, ecrin
perncTpupyroTca BocrnpounsseeHHble NNekapCTBeHHble npenapaTtbl And MeguumnHCKOro npuMeHeHusa, KotTopble:

1) npegHasHayeHbl AN NapeHTepanbHOro  (MOAKOXHOIO,  BHYTPUMBILIEYHOrO,  BHYTPUBEHHOTO,
BHYTPUINasHOro, BHYTPUMNONIOCTHOrO, BHYTPUCYCTABHOMO, BHYTPUKOPOHAPHOIO) BBEAEHNS U NpeacTaBnsiioT coGol
BOZHbIE PacTBOpbI;

2) npeacTaBnsaoT cOOON pacTBOpLI A1 NepopanbHOro NPUMEHEHNS;
3) npousBeaeHbl B hopMe NOPOLLKOB UM NMornnsaTos 4s1s NPUroToBNEHNsT PpacTBOPOB;
4) aBnNa0TCA rasamu;

5) ABNSOTCSA YIWHLIMU UKW FNa3HbIMU fIeKapCTBEHHBIMU NpernapaTaMu, Npou3BeaeHHbIMY B (DOpPMe BOAHbIX
pacTBOpPOB.;

6) npegHa3Ha4yeHbl And MeCTHOIro NpMMeHeHuna n NpuroToBIiEHbIl B d)opme BOOHbIX PAaCTBOPOB;

7) npeactaBnsAlT cobown BoAHblE pacTBOPbl ANA MCMNONb30BaHUS B (opMe WHransdumMm C MnoMOLLbHO
Hebynansepa unu B kKa4eCTBe HasarbHbIX CNPeeB, MPUMEHSEMbIX C MOMOLLBIO CXOOHbLIX YCTPONCTB.
(vactb 10 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. Onsa cnyyaes, ykasaHHbIX B nyHktax 1 - 3, 5 - 7 yactu 10 HacTodwen ctaTbu, BOCNPOU3BEAEHHbIN
NEeKapCTBEHHbIN MpenapaTt A5 MeOULUHCKOrO MPUMEHEHMS OOSMKEH COAepXaTb TaKue >Xe BCcrnomoraTesbHble
BELlecTBa B TakUX e KonuyecTBax, Kak W pedepeHTHbIi nekapcTBeHHbIM npenapaT. Ecnn coctasbl
BCrOMoOraTerbHbIX BELLEeCTB pasnuyaloTcs, 3asdBUTENb [JOSMKEeH MpeAcTaBuUTb [JoKasaTenbCTBa TOro, 4TO
ncnonb3yemble B JAHHbLIX KOHLEHTpauusix BCriOMoraTerbHble BELecTBa He BMMSAIOT Ha 6e3onacHoCTb U (unu)
3(pPEKTUBHOCTL JIEKAPCTBEHHOrO MpenapaTta Ans MeguumMHCKOro npuMmeHeHusi. B cnydae, ecnu 3asiButenb He
MOXeT NpeAcTaBUTb Takme JoKa3aTenbCTBa U (M) HE UMEeeT JOCTyna K COOTBETCTBYOLLMM AaHHbIM, OH JOSHKEH
NpoBECTM  COOTBETCTBYIOLLME  WCCMEAOBaHWA ONS  JoKasaTenbCTBa  OTCYTCTBUSA  BRMSIHUSA  pasHbIX
BCMOMoOraTerbHbIX BELLECTB MMM BCMOMOraTenibHbiX YCTPOMCTB Ha 6GesonacHocTb M (unu) 3dEKTUBHOCTb
nekapcTBEHHOro npenaparta Ans MeQULUHCKOro NpMMEHEHUS B COOTBETCTBUM C akTaMu, COCTaBNAOLLMMY NpaBo
EBpasninckoro a3KOHOMU4YECKOro cok3a.

(yacte 11 BBegeHa ®PepepanbHbiM 3akoHoM oOT 22.12.2014 N 429-03; B pen. PepepanbHOro 3akoHa oOT
22.12.2020 N 444-93)

12. Tpn rocynapCTBEHHOW perucTpauum KombvHauum paHee 3aperMcTpupoOBaHHbIX JEKapCTBEHHbIX
npenapaToB 411 MeAMLMHCKOTO NMpUMEHEHUS LOMNYCKAeTCa BKIOYEHME B COCTaB pasgerna apmMakonornyeckon,
TOKCMKOJTOTMYECKON OOKYMEHTaUMM U pas3gena KIMHWYECKOM OOKYMeHTauuMuM BMeCTO oTyeTa paspaboTymka o
pesynbTaTtax COOCTBEHHbBIX OOKMMHUYECKUX MCCNedoBaHWA NEKapCTBEHHbIX cpeacTB 0630pa HayyHbIX paboT o
pesynbTatax OOKMMHUYECKUX UCCnenoBaHui ped)epeHTHbIX NeKapCTBEHHbIX NpenapaToB, BXOASALWMX B COCTaB
KOMOUHaALMN NekapCcTBEHHbIX MNpenapaToB, U 06 OTCYTCTBMM UX B3aMMOAEWUCTBUS B OOHOW NEeKapCTBEHHOM
dopme.

(vacTb 12 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. Ha akcnepTudy pasnuyHbIX NekapcTBEHHbIX )OPM OOHOMO U TOro Xe NeKapCTBEHHOro npenapara ans
MEeOULMHCKOTO MPUMEHEHUs 3asBuUTeNb MpeacTaBnseT OTAerNbHble 3asBfeHUs U perucTpauuoHHble AOCbe Ha
Kaxxaytlo nekapcTtBeHHyo opmy. Npu ycrnosBuv 0g4HOBPEMEHHOM NOJAayu Ha dKCNepTu3dy OOHOW NeKapCTBEHHOM
dopMbl C pasnNUYHbIMU OO3MPOBKON, KOHLEHTpaumen, o6beMoOM 3asBUTeNb NPeACTaBrnseT O4HO 3asBlieHne U
perucTpaumMoHHoe A0Cbe C MPUIOXEHNEeM MaKeTOB YMakKOBOK Ha KaXayk OO3MPOBKY, KaXKOyl KOHLEHTpaLuuio,
KaxkOpl 06beM U Kaxgoe KONMYecTBO 403 B YMAKOBKE.

(vacTb 13 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

14. MNpwn rocynapcTBeHHON pernctpaumn opgaHHOro nekapcTBeHHOro npenapara 3asButens npeacraBnsaeT
nHdopmaumio, Heobxogumyro Ang  HOPMUPOBAHWS pasgena  KIMHUYEeCKOW [JOKyMeHTauuu, B ob0beme,
YCTaHOBIIEHHOM YMNOMHOMOYEHHbIM hefeparnibHbIM OPraHoM UCMNOSHUTENbHOW BNacTu.

(4acTb 14 BBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

15. Mpu perncTpaummn 6MONOrMYecKoro NIekapCTBEHHOMO Npenapara, Nofy4eHHOro 13 KPoBW, Nia3Mbl KPOBU
YyernoBseka, B COCTaBe PEerncTpaLmoHHOro AOCbe Ha NeKapCTBEeHHbI npenapaT Ansa MeAULMHCKOro NMpUMeHeHus!
JOMKHbI BbITb NpeacTaBneHbl AONONMHUTENLHO:

1) B pasgene AOKYMeHTauuv agMUHUCTPATUBHOIrO Xxapakrepa AOKYMEHT, codepaliui MHgopmaumio o
cybbekTax obpalleHnst JOHOPCKOM KPOBWM U (MIM) ee KOMIMOHEHTOB, O TOM, rae Obifia OcyllecTBieHa goHauus
(kpoBU M (MnM) NNasMbl KPOBU), a Tawke [AaHHble 00 WHGEKUMOHHbIX 3aboneBaHusx, nepegaroLLmxcs
napeHTepanbHbIM NyTeM, Hopmaums o cybbekTax obpalleHns JOHOPCKOW KPOBU U (MNN) ee KOMMOHEHTOB, B
OTHOLUEHMWN KOTOPbIX OCYLLECTBIISAETCS KOHTPOMb JOHOPCKOW KPOBU U (MNN) €€ KOMMOHEHTOB;

2) B pa3gerne XMMmn4eckon, hapmaueBTUYECKON 1 OMONorMyeckon AoOKYMEHTaUNK:

a) KpuTepum M cnocobbl oTGOpa, TPAHCMOPTUMPOBAHUSA W XpaHeHUs [OOHOPCKOW KpoBM M (Mnu) ee
KOMMOHEHTOB;

©) pesynbTaThl nccnegoBaHuii 0TOGPaHHBLIX JOHOPCKOW KPOBU M (MNK) Nna3mbl KPOBWU U NYOB Ha Hanuyne
BO3OyauTenen nMHMEKUMN, BKoYas MHdopMauuio 06 MCNonNb3oBaHHbIX MeToAMKax MCCNedoBaHWn U B cnyyae
uccrieqoBaHusa  NynoB  NnasMbl  KPOBM  pesynbTaTbl  AOKYMEHTanbHOro MoaTBepXKAeHus  (Banuaauuu)
NCMONb30BaHHbIX METOAMK;

B) TEXHUYECKNE XapaKTepUCTUKM yNakoBku Ansg otbopa 4OHOPCKON KPOBWU U (Mnn) nnasmbl KPOBM, BKMAOYas
nHopmaumo 06 NCNOMb30BaHHbIX pacTBOpax aHTUKOArynsHTOB.
(vactb 15 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

16. KnnuHnyeckue nccnegoBaHms nekapCcTBEHHOMo npenapaTa Ansa MeauUMHCKOro NpUMeHeHns B LIensx ero
rocyaapCTBEHHOWN peructpaumm nposoasTtcst B Poccuiickon ®epepauun B nopsgke, YCTaHOBIIEHHOM CTaTbsiMU
38 - 44 Hactoqwero denepanbHoro 3akoHa. OTY4ET O MPOBEOEHHbIX UCCMELOBaHUSAX BKIHOYAETCs B COCTaB
pasgena KAMHUMYECKOM [OOKYMEHTauuu perucTpauMoHHOrO [0Cbe Ha feKapCTBEHHbIM npenapat Ang
MeOMLMHCKOro npumMeHeHus. [ns nekapcTBeHHbIX npenapaTtoB ANs MeAWLMHCKOro NpUMEHEHUs, B OTHOLUEHUU
KOTOpbIX B pesynbTaTe 3KCNepTusbl [OKYMEHTOB, MpeacTaBMeHHbIX ANA  onpefeneHus BO3MOXHOCTU
paccmatpuBaTb feEKapCTBEHHbIM npenapat Ansd  MEOUUMHCKOro MpUMEHEHUs B  KadecTBe OopdaHHOro
NEeKapCTBEHHOro npenapara, Takas BO3MOXHOCTb NPU3HaHa M B OTHOLUEHMM KOTOPbIX NPOBEAEHbI KIMHUYECKue
uccnegoBaHusl, BbIMOMHEHHble 3a npegenamu Poccuinckon ®depepaumm B COOTBETCTBMM C  MpaBuniamu
Haanexatlen nabopaTopHOM MpPaKkTUKM WM NpaBuNamMy Hagnexawen KrIMHUY4eCKOW NpaKkTUKK, [AOnycKaeTcs
BKMIOYEHWEe B COCTaB pasfena KMUHWYECKOW [AOKYMeHTaLuMuM BMeCTO OT4eTa O pesynbratax KIMHUYeCKUX
nuccnegoBaHM NekapCcTBEHHOro npenapaTta Ans MeAWUMHCKOro NpUMEeHeHWsl, npoBefdeHHbIX B Poccuinckomn
depepaummn, otyeTa 0 pesynbTaTax KIMHUYECKUX WCCIEeAOBaHUNM, BLIMOMHEHHLIX 3a npegenamun Poccunckon
depepayun.

(4acTb 16 BBegeHa PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

17. B cnyyae HenpeacTaBreHUss C 3asiBieHMEM O rOCyOapPCTBEHHOW perncrpauuu rnekapcTBeHHOro
npenapara ans MeanUMHCKOro NPUMEHeHNs JOKYMEHTOB, MOATBEPXAAoLWMX yrnaTy rocyfapCTBeHHON NOLUHBI
M yKasaHHblX B nyHkTe 10 4YacTM 2 HacToswen cTaTbW, a Takke BbigaBaemblX (NpegocTaBnseMbIX)
YMOSTHOMOYEHHbIMKU (hefepanbHbIMU OpraHaMn UCNOMHUTENBHOW BriacTU JOKYMEHTOB (CBEAEHW), yKa3aHHbIX B
nyHkTax 3 1 4 yactn 4 HacTosien ctaTbu, YNOMHOMOYEHHbIM dbeaepanbHblil opraH UCMOMHUTENbHOW BRnacTu
3anpalwvBaeT ykasaHHble [OKYMEHTbl (CBedeHMs)) B MNopsake MexXBeQOMCTBEHHOro WMHAOPMaLMOHHOIo
B3auUMOENCTBUS.

(vactb 17 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

18. He ponyckaeTcsa ucnonb3oBaHne B KOMMEPYECKNX Lensax nHpopmaumm o pesynbTaTtax JOKITMHNYECKNX
nuccneaoBaHUMM NeKapCTBEHHbLIX CPeACTB U KIMHUYECKUMX WUCCNeaoBaHUMM IeKapCTBEHHbIX npenapaToB Angd
MeaMLMHCKOro NpUMeHeHus, npeacTaBneHHoON 3asaBuTeneM ang rocygapcTBeHHOW perucTpaumm nekapcTBeHHOro
npenapata, 6e3 ero cornacus B TeYeHMe LIECTM NEeT C AaTbl rocyfapCTBEHHOW perncrpauun pedepeHTHOro
nekapcTBeHHoro npenapara B Poccuiickon ®epepauun.

(4acTb 18 BBegeHa PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

19. [epxatenb wnu Briagenel perncTpaurMoHHOro YOOCTOBEPEHMS JIEeKapCTBEHHOro npenapata Ha
OMOTEXHONOrMYECKMIA NN opdhaHHbIN NeKapCTBEHHbIN NpenapaT 006s3aH NpeaoCcTaBnsaATb Ha BO3ME3QHOW OCHOBE
o6pasubl pedepeHTHOro NEeKapCTBEHHOrO npenaparta 3aaBuTensM  Ofs  NPOBEOEHUS  KITMHUYECKMX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

nccneposaHuii. CtonmocTtb obpasua pedepeHTHOro NnekapCTBEHHOro npenapaTta, BKIIOYEHHOrO B OepeyeHb
XKM3HEHHO  HeobXoOMMbIX W BaXXHEMLMX JeKapCTBEHHbIX NpenapaTtoB, He [OOfKHa  MpeBbiwaTb
3aperncTpupoBaHHyo NpeaerbHy OTMYCKHYIO LieHy Ha pedepeHTHbIN NeKapCTBEHHbIN npenapaT unu LeHy Ha
nekapCTBEHHbIV Npenapar B CTpaHe NpoussoguTens.

(vacTb 19 BBegeHa PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

20. 3asBneHne O rocygapCTBEHHOW perucTpaumy BOCMPOM3BELEHHOIO NEKapCTBEHHOrO npenapata Ang
MEAMLMHCKOTO NMPUMEHEHNST MOXET ObiTb NOAAaHO B YMNOSIHOMOYEHHbIV hbeaepanbHbIi OpraH MCMNONHUTENbHOM
BNacTW, OCYLLECTBISIOWNA FOCYLapPCTBEHHYIO PEerncTpaumio NeKapCTBEHHbIX MpenapaToB, MO MCTEYEHUU
yeTblipex NeT ¢ AaTbl roCy4apCTBEHHOW permctpaumm pedepeHTHOro nekapcTBEHHOro npenapara B Poccunckomn
depepauuu.

(vacTb 20 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. 3asiBneHne O rocyfapCTBEHHOW peructpauum OmoaHanoroeoro (6monofobHOro) nekapcTBEHHOro
npenapata (bvoaHanora) moxeT OblTb MOAAHO B YMNOMHOMOYEHHbIM deaepanbHbll OpraH WUCMONHUTENbHON
BMacTW, OCYLLECTBMSAIOWNIA roCy4apCTBEHHYO perucTpaumio NekapCcTBEHHbIX NpenapartoB, MO UCTEYEHUN Tpex
neT Cc pJaTtbl rOCyAapCTBEHHOW perucrpauum pedepeHTHOro JiekapCcTBEHHOro npenapata B Poccuiickon
degepauum.

(vacTb 21 BBegeHa dPeaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

22. [epxaTenb wnu BnageneL, perucTpauuoHHOro YyOOCTOBEPEHMS FeKapCTBEHHOro npenapaTa
npeacTaBnsieT B YNOMIHOMOYEHHbIA hefeparnbHbli OpraH UCMOMHUTENBbHOW BNACTU, OCYLLECTBISAOWNA (YHKLMM
Mo KOHTPOMO M Hag3opy B cdepe 30paBOOXpaHEHUs, OTYET Mo pesynbTataMm hapmakoHag3opa OAMH pa3s B
LWeCTb MecsiueB B TedeHMe OBYX FeT Mocrfie rocydapCTBEHHOW perucrpaumm fekapCTBEHHOro npenaparta B
Poccuiickon ®epepanmm, exxerogHo B TedeHMe NocneayoLwmx Tpex NeT 1 B JanbHenwemM oavH pas B NATb JeT.
(YacTb 22 BBegeHa PefepanbHbIM 3akoHOM oT 22.12.2014 N 429-93)

Crtatba 19. MpuHATUE pelleHMs O BblAade 3KCMEPTHOMY YUpeXAEHUI 3afaHusi Ha npoBefeHue
3KCNepTU3bl NlIeKapCTBEHHOro cpeacTBa
(B pen. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. B TeuyeHne pecatm paboumx OHEN CO AHA MPUHATUSA 3asBNEHUS O rocydapCTBEHHOW perncrpauuu
NnekapCTBEHHOro npenapata COOTBETCTBYIOLWMA YNONHOMOYEHHbIN dedeparnbHblii  OpraH  MCNONHUTENbHON
BMacTy NpoOBOAWUT MPOBEPKY MOMHOTbI, AOCTOBEPHOCTUM W MpPaBUIIbHOCTU OMOPMMEHNs NpeacTaBreHHbIX
AOKYMEHTOB PErMCTPaLMOHHOIO AOCbe Ha fleKapCTBEHHbIN npenapart v NpUHMMaeT pelleHne O Bblgadve 3adaHus
Ha npoBegeHune:

1) 9KCNepTn3bl AOOKYMEHTOB, MNpeacTtaBlieHHbIX AO5nd onpeneneHna BO3MOXHOCTU paccMaTpuBaTb
ﬂeKapCTBeHHbIVI npenapar and MeanumHCKOro npuMeHeHusa npm ocyuwecTBerieHUn Focyﬂ,apCTBeHHOIZ perncrpaunn
B Ka4ecTtBe Op(baHHOI'O JIEKapCTBEHHOIO npenapara,

2) OKCNepTn3bl JNeKapCTBEHHOro cpeactBa B 4acCTW 3KCNepTuU3bl KadecTBa JIeKapCTBEHHOIo cpenctea U
9QKCNEePTU3bl OTHOLLEHUNA 0Xnagaemomn nonb3abl K BO3MOXHOMY PUCKY NPpUMEHEHNA NeKapCTBEHHOIO npenapara ans
MeaNLIMHCKOIro NpuMeHeHus;

3) aKcnepTu3bl NEeKapCTBEHHOIO0 CpeacTBa B YaCTU 3KCMEPTM3bl KaydeCcTBa JIEKAPCTBEHHOrO CPEACTBa U
3KCMNEePTM3bl OTHOLLEHNSA OXMOAEMOWN NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUSA NeKapCTBEHHOro npenapara ans
MEOMLMHCKOrO NPUMEHEHNST B MNOPSAKE YCKOPEHHOW npoueaypbl 9KCNepTu3bl NEeKapCTBEHHbIX CPeAcTB B
COOTBETCTBUN CO CTaTbeln 26 HacToswero PeaepanbHOro 3akoHa;

4) aKkcnepTu3bl NEKAPCTBEHHOro CpeAcTBa B OTHOLLEHMM NeKapCTBEHHOrO npenapara afis BeTepuMHapHOro
NPUMEHEHMS.

2. YnonHomMo4YeHHbINn dheaepanbHbIi opraH UCNONHUTENbHOW BNacTu yBeOOMNSAET B 3NEKTPOHHON dopme
nnmn Ha BymMakHOM HocuTene 3asdBUTENS U SKCNEPTHOE yupexaeHne O NPUHATOM PeLUeHUn O Bbidaye 3adaHuni Ha
npoBeAeHue aKCnepTu3, NpegyCMOTPEHHbIX YacTbio 1 HACTOsLWEN CTaTbu, U B ciyvyae Heobx0AMMOCTU O Bblgadve
paspelleHnss Ha BBO3 B Poccuickylo deaepaumio KOHKPETHOW NapTum, Cepun 3aperncTpupoBaHHbIX U (UNnn)
He3aperncTpMpoBaHHbIX NIEKAPCTBEHHbIX CPeacTB 1 o6 oTka3e B NPoOBeOEHUN NPegyCMOTPEHHbIX SKCNepTM3 C
yKkasaHveM NpUYMH Takoro oTkasa.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3. B cnyyae BbiSBAEHUA OTCYTCTBMA WM  HEOOCTOBEPHOCTU MHGOpMauuK, coaepxailencs B
npeacTaBneHHbIX 3asiBUTENEM AOKYMEHTaXx, YNOSIHOMOYEHHbIN dheaepanbHbIil OpraH WUCMONTHUTENbHOW BRacTu
HanpaenseT 3aaABUTENO 3anpoc 06 YTOYHEHMM 3TOW WHopmauum (ganee - 3anpoc YMNONMHOMOYEHHOro
defepanbHOro opraHa MWCMOMHUTENBHOW BriacTu), KOTOpbIA MOXeT ObiTb nepegaH  YnorHOMOYEHHOMY
NpeacTaBUTENIO 3asBUTENS NMYHO MOA PAacnMUCKy, HanpaerfeH Mo rnoyTe 3akasHbIM NMMCbMOM WK nepefaH B
3NEKTPOHHON opMe MO TeNeKOMMYHMKAUMOHHBIM KaHanam cBa3u. B crnyyae HanpaBneHus 3anpoca
YMOJTHOMOYEHHOro doeeparnbHOro opraHa UCMONTHUTENbHOW BNAcTu MO NOYTE 3akasHbIM MUCbMOM OH CYMTaeTcs
Nony4YeHHbIM NO UCTEYEHMUN LLECTU OHEN C AaThl HANPaBEHMS 3aKa3HOro NMcbMa.

4. 3asButenb o06s3aH nNpeAcTaBUTb OTBET Ha 3anpoc YMNorHOMOYeHHOro defepanbHOro opraHa
WCMONHUTENBHON BMACTU B CPOK, HE MpEeBbILIAWMIA AeBAHOCTA pabounx OHEN CO AHsi ero nonyyeHust. Cpok,
yKa3aHHblii B 4acTu 1 HacTosilieil cTaTbu, MPUOCTAHABMMBAETCS CO [HS HanpaBreHWs 3asBMTENo 3anpoca
yNoNMHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENbHOM BRacTh 40 AHS MOMYYEHUS MM COOTBETCTBYIOLLENO
oTeerTa.

5. OcHoBaHMeM Ons oTkasa B OopraHunsaumm aKkcnepTuns, npegyCcMoTpeHHbIX 4YacTbio 1 HacTosiLEeN cTaTbw,
ABNAeTCca npepncraslieHne HeobxooMMbIX Anst nposegeHna npegyCcMoOTpeHHbIX 3KCNepTns OOKYMEHTOB B
HenofiHoM obbeme unu HenpeacrtaBlieHne 3adaButenemMm B yCTaHOBJ'IeHHbIVI CPOK oOTBeTa Ha 3anpoc
YNOJIHOMOYE€HHOro (be,qepaanoro opraHa WMCMNONHUTENbHON BNacTu, a Takke npeacrtaesneHne OOKYMEHTOB, He
cogepxalunx ncyepnbiBaroLero nepevHsa HeobXxoaMMbIX CBEAEHWIA.

6. lNpn oTkasze B opraHMsaunm 3KCNepTU3bl, NPESYCMOTPEHHON MYHKTOM 4 YyacTu 1 HacTodAWen cTaTby,
OOKYMEHTbI, BXOASLWME B COCTaB PErMcTpaLmMoOHHOrO OOCbE Ha NeKapCTBEHHbIM npenapaT Ans BeTepuHapHOro
NpUMeHeHUs, MOryT BbiTb BO3BpaLLEHbl 3asBUTENO Ha OCHOBAHWUM €ro NUCbMEHHOTO 3anpoca, HanpaBneHHoro B
YMNONMHOMOYEHHbIN doefeparnbHblii OpraH UCMONMHUTENbHOW BriacTM B TedeHne Tpuauatu paboumx OHEN co OHs
MPUHATMSA  YNOMHOMOYEHHBIM  doeeparnbHbiM  OpraHoM WCMOMHUTENBbHOW BracTu peleHuss ob oTka3e B
opraHu3aumm Takon aKcnepTusbl. YNOMHOMOYEHHbIN dhefepanbHbIi OpraH UCMONMHUTENbHOW BacTu Bo3BpalLaeT
3a8BMTENIO0 yKa3aHHble OOKYMEHTbl B TeYeHue JecATM paboumx AHEeW CO AHSA MOMyYeHWs COOTBETCTBYIOLLErO
3anpoca 3asButens.

(4acTb 6 BBegeHa PegepanbHbimM 3akoHoM oT 02.08.2019 N 297-93)

Ctatbl 20. JkKcnepTu3a [AOKYMEHTOB, MpeACTaBfeHHbIX Ans onpeAeneHuss BO3MOXHOCTU
paccmaTpuBaTb NeKapCTBEHHbIA Mnpenapar Ans MeAULMHCKOro NpUMEHeHWsi MpU  OocCyLeCcTBIEeHUM
rocyaapcTBeHHOW perucrpauum B kKadyecTBe opcdaHHOro nekapcTBeHHOro npenapara

(B pen. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. O3kcnepTusa [OKYMEHTOB, MpPEeACTaBMEHHbIX [ANs  OnpedeneHns BO3MOXHOCTM  paccmaTpuBath
neKkapCTBEHHbIN Npenapart Ans MeauLMHCKOro NPUMEHEHUst NpY OCYLLECTBIEHNW rocy4apCTBEHHON perncTpaumm
B KavecTBe Op(aHHOro rieKapCTBEHHOro mnpenapaTta, COCTaBfeHWe KOMWCCWMEN SKCMEepPTOB 3aKMioYeHUs O
BO3MOXXHOCTN UMW HEBO3MOXHOCTW paccmMaTpuBaTh JIekapCTBEHHbIV Npenapat Ans MeauUMHCKOro NpUMeHeHns
npy OCYLLECTBMNEHUN FOCYyAapCTBEHHOW peructpaumm B KadecTBe OpchaHHOro rekapCcTBEHHOro npenaparta u
HanpaBneHne [aHHOrO 3aKM4YeHUs B YNONMHOMOYEHHbIM beaepanbHbid OpraH WCNOMAHUTENBHOW BMAACTM
OCYLLECTBMAOTCA B CPOK, He MNpeBbllLialoWwui Tpuauatn paboumx OHeW CO OHA NOSyYeHWst IKCNEPTHbIM
yypexgeHmeMm 3agaHus ynoriHOMOYeHHoro dpegepanbHOro opraHa MCMOMHUTENbHOW BRacTM U B 3MEeKTPOHHOM
dopme mnm Ha BymaXkHbIX HOCUTENAX HEOOXOAMMBIX LOKYMEHTOB, YKa3aHHbIX B NyHKTax 1, 2, 5, 6, 10 yactTn 4 n s
yacTu 7 ctatbm 18 HacToswero ®enepanbHOro 3akoHa.

2. [lokyMeHTbI, coaepxaliuecs B perMcTpaumoHHOM A0Cbe Ha NeKapCTBEHHbIN npenapaT U nocTynueLLne
Ha OyMakHbIX HOCUTENSAX B 3KCMNEPTHOE yuypexAeHue ONS OCYLLEeCTBIIEHUS MX 3KCMEPTM3bl ANsl ONpenereHns
BO3MOXHOCTM paccmaTpyBaTb JI€KApCTBEHHbIM MpenapaT Ans MeOWMUMHCKOrO MNPUMEHEHMS B KayecTBe
opdaHHOro nekapCTBEHHOro npenaparta, noanexaTr BO3BpaTy B YMNOMHOMOYEHHLIM drefeparnbHbid  opraH
MCMNONHUTENBHOM BNacTn OJHOBPEMEHHO C 3aKINi4YeHUAMU COOTBETCTBYHOLLNX SKCNEPTUS3.

Ctatba 21. PeweHne O BO3MOXHOCTM paccMaTpyMBaTb JIeKapCTBEHHbIM Mnpenapatr npu
OCyLIEeCTBNEHUM rocyJapCTBEHHOW perucrpauum B kayectBe opcpaHHOro fiekapcTBEHHOro npenapara
(B pen. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. B cpok, He npeBbiwaoWwmi Nt paboumx gHewn Co OHA NONyYeHUs 3aKYeHus, yka3aHHOro B 4actu 1
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(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

ctatbn 20 HacTogLero PenepanbHOro 3akoHa, yNonHOMOYEHHbIN dheaepanbHbIi opraH UCNOMHUTENBHOW BNAcTH
OCYLLECTBMSAET OLLEHKY MOMYyYEHHOro 3aKIMYeHUs ANs onpeaeneHns ero COOTBETCTBUSA 3a4aHNI0 Ha NPOBeAEHNe
COOTBETCTBYIOLLIEN 3KCNEPTU3bI U YBEAOMIISET 3asBUTENS B 3NIEKTPOHHON hOpMe UM Ha ByMaXKHOM HOCUTErNeE O
pesynbTatax NPOBEAEHHOW 3KCNEepTU3bl C MPUIIOKEHUEM KOMUW 3SKCMEPTHOrO 3akMioveHust (C COXpaHeHUEM
KOHMAEHUNANbHOCTU NHAOPMALMN O COCTaBe 3KCMEPTHOM KOMMCCUM) U O BO3MOXHOCTU MUITM HEBO3MOXHOCTM
paccmatpuBaTb NEeKapCTBEHHbIN npenapaT Ans  MeOWUMHCKOrO  MPUMEHEHMs MNpu  OCYyLLEeCTBNEHUU
rocygapCTBEHHON perMcTpaunm B kayectTse opchaHHOro NieKapCTBEHHOIO nNpenapara.

2. MMpwn BbIHECEHUN KOMWUCCUEN IKCMEPTOB 3aKMOYEHUS O BO3MOXHOCTM paccMmaTpuBaTh NeKapCTBEHHbIV
npenapart and MeaunuuHCKOro npuMeHeHua npu ocyLlecCTBIieHUn FOCyﬂapCTBeHHOVI pernctpaummn B Kadvectee
opdaHHOro nekapcTBEHHOro npenaparta YMNoNHOMOYEHHbIN defepanbHbIil opraH WCNONHUTENBbHON BNacTu B
CPOK, He MpeBbilaWmi NATM pabounx OHEN CO OHSA MOSTyYeHUs! AaHHOMO 3aKMYeHUsl, MPUHMMAaET peLleHne O
BblJaye 3afaHusl Ha NpoBedeHMEe 3KCMEPTU3bl KayecTBa JIEKAPCTBEHHOrO CPeACTBa M SKCMEepPTU3bl OTHOLLEHWUS
oXugaemon nomnb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS NEeKapCTBEHHOrO mnpenapata Ans MeOULUHCKOro
NPUMEHEHNST B MOPSIAKE YCKOPEHHOW MpoLeaypbl SKCMEPTU3bl NEKApCTBEHHOINO CpeacTBa B COOTBETCTBUM CO
cTatben 26 HacToswero degepanbHOro 3akoHa.

3. B cnyyae npuHATUS pelleHnss O HEeBO3MOXHOCTW paccMaTpuBaTb NeKapCTBEHHbIN npenapaT Ans
MeOVLMHCKOro MPUMEHEHUA MpU rOCYAapCTBEHHOW peructpaumMm B KavecTBe OppaHHOro rekapcTBEHHOro
npenapaTta YMNOMHOMOYEHHbIN bedeparibHbIi  OpraH WCNOSHUTENbHOM BRacTU  npekpallaetr npouenypy
rocygapCTBEeHHON perucTpauny nekapCTBeHHOro npenapaTta. 3assuterns Bnpase obpaTnTbCA B PEMMCTPUPYHOLLMM
opraH c 3asiBlieHNeM O rocyapCTBEHHOW perncTpaumy ykasaHHOro nekapCTBeHHOro npenapara B COOTBETCTBUU
co ctatben 18 HacToswero ®eaepanbHOro 3akoHa.

Cratbsa 22. YTpaTtuna cuny ¢ 1 vions 2015 roga. - ®egepanbHbii 3akoH oT 22.12.2014 N 429-P3.

Cratbsa 23. dkcnepTu3a KayecTBa JieKapCTBEHHOro CpeAcTBa U 3KCNepTu3a OTHOLWEHUS OXugaeMmon
Nofib3bl K BO3MOXHOMY PUCKY NPUMEHEeHUs1 fIeKapCTBEHHOro npenapara AnA MeguuMHCKOro NnpuMeHeHus
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. OkcnepTnsa KayecTBa JIEKapCTBEHHOrO CpPEeACcTBa WM 3KCMepTM3a OTHOLIEHUS OXMOaeMOW Monb3bl K
BO3MOXHOMY PUCKY MNpUMEHEeHUA neKapCTBEeHHOro npenaparta And MeguunHCKOro npuMeHeHusa, coctaBlieHune
KOMUCCUAMU ISKCNEepToB 3aKnYeHnn no pe3ynbTataM npoBeAeHHbIX J3KCNnepTtns W HanpaBneHune 3Tux
3aKknioYeHnn B YNONHOMOYEHHbIN (hefeparnbHbldi OopraH UCMOMHUTENbHOW BRacT OCYLLECTBASIOTCS B CPOK, He
npeBbIIALLNA CTa AeCaTU paboymx OHEW CO OHSI MOMyYeHWUst 3KCMEPTHBIM YYpeXXOeHNEM COOTBETCTBYHOLLENO
3aJaHns YNONTHOMOYEHHOro doeeparnbHOro opraHa WCMONTHUTENbHON BRacTu M HeoOXOOUMbIX LOKYMEHTOB B
3NEKTPOHHON hopMe NN Ha OyMadKHbIX HOCUTENSIX.

KoHcynbTaHTln0C: npumeyaHue.

Mo 3agaBnenuto, nogaHHomy B MuHsgpaB Poccum po 11.04.2022, npy HEBO3MOXHOCTW MpPOBEAEHUS
nabopaTopHOW 3KCMEepPTU3bl KayecTBa NEeKapCTBEHHbIX CPEACTB B 9KCMEPTHOM yUpexaeHun, JOonycKkaeTcs ee
npoBeAeHNe NOCPEACTBOM AWCTaHUMOHHOIO B3auMOOEWNCTBUSA, NOPSOOK U POPMbl KOTOPOro ONpeaensioTcs
SKCMEepTHbIM y4ypexaeHvem Mo cornacosaHuio ¢ 3assutenamu ([doctaHoBnenwe [lpaButensctBa P® ot
05.04.2022 N 593).

2. B TeyeHue peBAHOCTA OHEW CO AHS MOMYYEHUS peLUeHUs YNOosTHOMOYEHHOro doefepanbHOro opraHa
NCNOMHUTENBHOW BRacTu 0 NPOBeAEHUM SKCNepTu3, NPeayCMOTPEHHbIX YacTblo 1 HacTosWwen cTaTbn, 3asaBuUTeNb
npeacTaBnsieT B 3KCMEpTHOe yypexaeHwe AN NpoBeAeHWst 9KCnepTusbl kavyecTBa fleKapCTBEHHOro cpeacTea
obpasubl NekapCTBEHHOro npenapaTta Ans MeAWMUMHCKOro MpUMEHEHMWs, NPOM3BEAEHHOro B COOTBETCTBUM C
TpeboBaHWAMM  OMbITHO-MPOMBILUNIEHHOrO U (MNKX)  NPOMBILIMAEHHOTO  PerfiaMeHToB,  YTBEPXAEHHbIX
pykoBoguTENeM nNPou3BOAUTENS JeKapCTBEHHbIX CPeACTB, a Takke B COOTBETCTBYHOLUMX Crnydyasx obpasubl
hapmaLeBTMyeckon cybCcTaHuMW, TecT-lwTaMMa MUKPOOPraHW3MOB, KynbTypbl KNeTok, obpasubl BeLlecTs,
NPUMEHSAEeMbIX AN KOHTPONsS KavecTBa IeKapCTBEHHOr0 CPeAcTBa NyTEM CPaBHEHUS C HUMM UCCNedyemoro
NeKapCTBEHHOro CPeACTBa, B KOnM4yecTBax, HeoOxoauMbIX AN BOCNPOM3BeAeHUss METOA0B KOHTPOINS KayecTsa.

3. Mpuv nony4yeHnn obpasLOB NekapcTBEHHOro npenaparta U dpapmaueBTUYecKo cybcTaHLMmM aKCnepTHoe
yypexneHue BblaaeT 3asiBUTEN0 OOKYMEHT, NMOATBEepXAatoWwmii nonyvyeHne ykasaHHblXx o6pasLoB, U B CPOK, He
npeBblaoWmin Tpex paboumx aHen, yBegoMnsieT B areKTpoHHOW dhopme unm Ha BymaxkHoMm HocuTerne o6 aTom
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YNOMHOMOYEHHbIV dhefeparbHbli opraH UCMONHUTENBbHOW BNACTW.

4. YkasaHHble B YacTax 2 M 3 HaAcToslen cTaTbW CPOK ANdA MNpeAcTaBneHus 3asBuTeneMm obpasuoB
nekapCTBEHHOro npenapaTta v hapmaueBTUYecKon cybCcTaHLuumM 1 CPoK YBEAOMIEHUS 9KCNEPTHBIM YYpexaeHnem
06 aToM Ha OymaXHOM HOcMTene YNONHOMOYEHHOro defepanbHoOro opraHa WCMOSHUTENBHOW BRactu He
BKIMIOYaKOTCS B CPOK NPOBEAEHMUS aKCNepTn3, NpefyCMOTPEHHbIX YacTbio 1 HacTosLen cTaTbm.

5. [lokyMeHTbl, NOCTyNMBLUME B IKCMEPTHOE yypeaeHue Ans NpoBeAeHUs 3KCNepTus, NpeayCMOTPEHHbIX
4YacTbio 1 HaCTosILLEN CcTaTbu, NoAanexar Bo3BpaTy B YNOMHOMOYEHHbIN dedepanbHbIi OpraH UCMOMHUTENbHOW
BNacTu OQHOBPEMEHHO C 3aKNIOYEHNSMM, NOMYYEHHbLIMK MO pesyrbTataM COOTBETCTBYIOLMX IKCNEPTUS.

CTatbA 24. OKkcnepTM3a KavyecTBa JIEKaPCTBEHHOrO CpeACTBa U 3KCMEePTU3a OTHOLIEHUA OXuaaeMoun
nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs JieKapCTBEHHOro npenaparta pAnsi BeTepuHapHoro
npUMeHeHus

1. OkcnepTnsa KayecTBa JeKapCTBEHHOrO CpPeAcTBa WM 3KCMepTu3a OTHOLWIEHUS OXMAaeMon nonb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWsI NIEKapCTBEHHOrO MnpenapaTta Ans BETEPUHAPHOrO NMPUMEHEHWS, COCTaBIeHNE
KOMMCCUSIMM 3KCMEPTOB 3aKIIOYEHNI MO pe3yrbTaTtaM yKasaHHbIX 3KCMepTU3 U HanpaBfieHWe Takux 3aKioYeHun
B YNOMTHOMOYEHHbIN heaeparbHbIi OpraH UCNOSTHUTENBHOM BIACTU OCYLLECTBASIOTCA B CPOK, HE MPEBbILIAOLLNNA
cTa pgecatm paboumx AHEMm €O [AOHS MOSMyYeHMs1 3JKCNEepTHbIM YyYpexaeHueMm 3agaHust YNOSTHOMOYEHHOrO
hedepanbHOro opraHa UCMOMHUTENBHOW BNAcTu C JOKYMEeHTaMu, ykadaHHbIMK B YacTu 3 ctatbn 17 HacTosLwero
depepanbHOro 3akoHa.

(B peq. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 13.07.2015 N 241-d3)

2. B TeyeHve Tpuauatu paboumx OHEN CO OHS MOMyYeHUs pelleHUs YyNosIHOMOYEHHOro dpeaepanbHoro
opraHa UCNOMHUTENbHOW BRacTM O NPOBEAEHUN YKa3aHHbIX B YacTn 1 HACTOsILLEN CTaTby 3KCNEPTU3 3aaBUTESb
npeacTaBngeT B 3KCMEPTHOE yypexaeHwe Ans NpoBedeHMs1 AKCnepTusbl KadecTBa feKkapCTBEHHOro cpeacTtsa
obpasLbl NekapCTBEHHOrO npenaparta Ans BETEPUHAPHOTrO MpPUMEHEHUS, NMPOM3BELEHHOIO B COOTBETCTBUM C
TpeboBaHNAMM TEXHOMOMMYECKNX PErNTaMEHTOB, YTBEPXKOEHHbIX PYKOBOAMUTENEM NPOU3BOAUTENS NTEKAPCTBEHHbIX
CcpeacTB, a Takke B COOTBETCTBYIOLUX CIyvasx TECT-LUTaMMbl MUKPOOPraHUM3MOB, KyrbTypbl KNETOK, obpas3upl
hapmavueBTMYECKON CybCcTaHUmMM, obpasupbl BELLECTB, NPUMEHSAEMbIE AN KOHTPOMsS KavyecTBa JNIeKapCTBEHHOTO
CpeAcTBa, B KOnmMyecTaax, HEO6XoaMMbIX AN BOCNPOU3BEAEHNS METO0B KOHTPONA KadecTBa.

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

3. Mpwn nony4yeHun obpasLOB NEeKAapCTBEHHOrO npenaparta u dapmaueBTUYEeCKON CyOCTaHLUMM SKCNepPTHOe
yupexgeHue BblgaeT 3asBUTEN0 OOKYMEHT, NOATBEPXKOAloWUN nonyvyeHne ykasaHHbIX 06pasLoB, 1 B CPOK, He
npesbiaWni  Tpex pabounx p[Hewn, yBegomnsieT B NUCbMEHHoW d¢opme 06 3TOM  YNONHOMOYEHHbIN
denepanbHbIN opraH UCMOMHUTENbHOW BRacTu.

4. Cpok ans npefcraBneHns 3asButenem o6pasLoB fekapCcTBEHHOro npenaparta v hapmaueBTUnYeckomn
cybCcTaHuumn 1 Cpok yBeAOMIEHUS IKCNEPTHbIM ydpexaeHneMm o6 aTomM B NUCbMEHHOW hopmMe YNOSTHOMOYEHHOMO
dhegepanbHOro opraHa UCMOMHUTENbHOW BRacTH, yKa3aHHble B YacTax 2 U 3 HACTOsILLEN CTaTby, HE BKIIOYaKOTCH
B CPOK MPOBEAEHNs YKa3aHHbIX B YacTn 1 HacTosILen cTaTbl SKCNepTUs.

5. [JoKyMeHTbl, MOCTYNMBLUME B SKCMEPTHOE YyuypexaeHue Ons nNpoBedeHMs YyKasaHHbIX B 4actu 1
HacTosLEeN cTaTbM 3KCNEepPTU3, NoasiexaTt BO3BpaTy B YNOSTHOMOYEHHbIV beaeparibHbIi OpraH MCMONMHUTENbHON
BNacTN OQHOBPEMEHHO C 3aKNYEeHUAMM Mo pesynbTaTaM yKasaHHbIX 9KCNepTus.

Crtartbs 25. MloBTOpHOE NpoBeAeHUe 3KCNepTU3bl NeKapCTBEeHHbIX CpeacTB
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. B cnyyasx HepocTtaToOyHOM OOOCHOBAHHOCTM WM HEMOSHOTHI 3aKMOYEHUs KOMWUCCUM 3KCNEepTOB,
HanuuMs B HEM MNPOTMBOPEUMBBLIX AaHHbIX, dhanbcuurkauumn BbIBOAOB 3KCNEpPTU3bl NIEKApPCTBEHHOIO CpeacTea,
COKpbITUST OT YMNONHOMOYEHHOro heaepanbHOro opraHa WCMOMHUTENbHOW BMacTUM OCHOBaHMK ANna oTBoAa
aKcrnepTa BCNEACTBME €ro 3auHTEPECOBAHHOCTM B pes3ynbTaTax COOTBETCTBYHOLLEN 3KCMEpPTU3bl, Hanu4uus
OaHHbIX O NPsSIMOM MO0 KOCBEHHOM BMeELLATENbCTBE B MNPOLIECC COOTBETCTBYIOLLEN 3KCMEPTU3bl N, He
yyacTBYIOLIMX B €€ MpoBedeHWW, HO OKasaBLUMX BMMSHWME Ha MNpouecc W pesynbTatbl ee NpoBeaeHus,
YMNOSIHOMOYEHHbIM befiepanbHbiM  OpPraHoM WCMOSMIHUTENBHOM BMacTUM Ha3Ha4aeTCsl MOBTOPHasa 3KCnepTu3a
NeKapCTBEHHOro CpeacTBa 1 (Mnu) aTmyeckas akcnepTmsa.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. loBTopHas 3KchnepTM3a JeKkapCTBEHHOro CpeacTBa MPOBOAUTCS C y4eTOM pe3ynbTaToB paHee
NpOBEAEHHOW 3KCMEPTU3bl B CPOK, YCTAHOBIEHHbIN YNONTHOMOYEHHbIM ddedeparnbHbiM OpraHOM UCMONTHUTENbHOM
BMacTh 1 He MpeBbILLALWLMIA TpuaLaTn pabounx gHEN CO AHSA NOMyYeHUs SKCMEPTHLIM yYpeXxaeHnem 3agaHus Ha
npoBefieHne NOBTOPHON SKCNEPTU3bl TEKapCTBEHHOrO CpeacTaa.

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. ®uHaHcoBoe obecneyeHne BbLINOMHEHUS 3adaHWst Ha NPOBEAEHME MOBTOPHOW  3KCMEpPTM3bl
nekapcTBEHHOro CpeAcTBa He OCYLLECTBSETCS.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

Crtatbs 26. YcKkopeHHas npoueaypa 3KCnepTu3bl IEKapCTBEHHbIX CPeACTB

1. YckopeHHas npouenypa 3KCnepTuabl NEKapCTBEHHbIX CPEACTB B LiENsAX rocy4apCTBEHHOW permcrpawmm
NeKapCTBEHHbIX NpenapaToB NPUMEHSETCS B OTHOLLIEHMM OpdaHHbIX NIEKAPCTBEHHbIX NpenapaToB, NEPBLIX TPEX
nekapCTBEHHbIX MNpenapaToB, perucTpupyembix B Poccuiickon Pepepauum B KadecTBe BOCMPOU3BEOEHHbIX
NeKapCTBEHHbIX MpenapaTtoB, O4YepedHOCTb KOTOPbLIX OnpedensieTcd B COOTBETCTBMM C HOMEPOM U OaTomn
BXOOSLLUMX 3asiBIEHUA O TroCydapCTBEHHOM perucTpauumn JiekapCTBEHHbIX MNpenapaToB B pamMKax OAHOro
MEXOYHApPOAHOro HenaTeHTOBaAHHOMO HaMMEHOBaHUS JIEKapCTBEHHOrO Mpenapata  unvM  rpynnupoBOYHOrO
HanMMeHOBaHUA NIEKapCTBEHHOrO npenapaTta, U NeKapCTBEHHbIX NpenapaTtoB, NpegHa3HaYeHHbIX UCKMYNTENBHO
ONsi NPUMEHEHNS HECOBEPLUEHHONETHUMU rpaXkaaHaMMu.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, o1 13.07.2015 N 241-93)

2. YckopeHHasi npoleaypa aKkcnepTvabl NeKkapCTBEHHbIX CPEACTB B LIENSX rocygapCTBEHHOW peructpauum
NeKapCTBEHHbIX NpenapaToB He NPUMEHSETCS B OTHOLLEHUN:

1) GnoananoroBbix (61oNogoOHbIX) NeKapCTBEHHbIX NpenapaToB (OMoaHanoros);

2) pedepeHTHbIX NeKapCTBEHHbIX NpenapaToB (3a UCKNIYEHNEM OpdaHHbIX NeKapCTBEHHbIX NpenapaTos);

KoHcynbTaHTtlIntoc: npumevaHume.

[o 01.09.2023 poccumnckmm nNpon3BoaNTENSM NEKAPCTBEHHbIX NpenapaToB A4S BETEPUHAPHOIO NPUMEHEHUS
paspeLLeHo nogaBaTb PerncTpauuoHHOe O0Cke MO YCKOpPeHHOW npouenype 6e3 yyeta TpeboBaHui n. 3 4. 2
cT. 26 (HoctaHoenenwue MpaButensctea PP ot 12.03.2022 N 353).

3) BOCNpoOu3BEeAEHHbIX NEeKapCTBEHHbIX NpenapaTtoB (3a WCKMHYEHMEM MEepBbIX TPEX PEerncTpupyemMbix B
Poccuiickon ®epepauum B KayecTBe BOCMPOM3BEOEHHbIX JIEKAPCTBEHHbIX MpenapartoB W fekapCTBEHHbIX
npenapartoB, NpeAHa3HaYeHHbIX UCKMHUYUTENBHO AN NPUMEHEHNS HECOBEPLLEHHONETHUMY rpaxaaHamu);

4) HOBbIX KOMOMHALMI 3apPErMCTPUPOBaHHBIX PaHee NeKapCTBEHHbIX NPenapaTos;

5) nekapcTBEHHbIX nNpenapaTtoB, 3aperncTpUpoBaHHbIX paHee, HO MPOU3BEAEHHbIX B  OPYrvx
neKkapcTBeHHbIX hopMax B COOTBETCTBMM C MepeyHeM HaMMEHOBaHWA JeKapCTBEHHbIX )OpM M B HOBOW
OO3UpOBKE.

(4acTb 2 B pea. PegepanbHOro gdakoHa ot 22.12.2014 N 429-93)

3. YckopeHHad npoueaypa 9KCNEpPTU3bl NEeKapCTBEHHbIX CPeACTB MPOBOAMTCA MO  PeLUeHuto
COOTBETCTBYIOLLErO YNOSIHOMOYEHHOro dedepanbHOroO OpraHa WCMOMHUTENbHOW BMAcTM Ha OCHOBaHMU
3asBMeHNs 3asBUTENs B CPOK, He MpeBblllallmin BOCbMUAECATM paboumx AHen. [Mpu 3TOM 3kcnepTmsa
OOKYMEHTOB, cogepXalmnxcs B perMcTpaunmoHHOM JOCbE Ha NleKapCTBEHHbIN npenapaT, NPOBOAMTCS B CPOK, He
npesbillalWnA  gecatn paboumx [OHeW, 9KCcnepTM3a KadecTBa JeKapCTBEHHOro CcpeAacTBa M 9KcnepTusa
OTHOLUEHMS OXMAaeMON MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUS NeKkapCTBEHHOro npenapaTta npoBOASTCS B
CPOK, He NPEeBbILIAIOLLIMI LeCTMAECATN paboumx gHeN.

(4acTb 3 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3.1. B oTHoweHuMn opdaHHbIX NEeKapCTBEHHbIX NpenapaTtoB MOryT ObiTb MpeacTaBneHbl pesynbraThbl
OOKITUHUYECKUX UCCNefoBaHUA NeKapCTBEHHbIX CpeacTB U KIMHWYECKUX WCCNefoBaHWA NekapCTBEHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapatoB AN MeAMUMHCKOrO MpUMEHEHMs, BbIMOMHEHHbIX 3a npedenamun Poccuiickon Pepepaunm B
COOTBETCTBMM C NpaBunamMu Hagnexailien nabopaTopHOW MPaKTUKXM M NpaBuramn Hagnexallen KInmHU4ecKon
MpPaKTUKN.

(yactb 3.1 BBegeHa PepepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

4. YckopeHHas npoleaypa aKCnepTuabl JIEKapCTBEHHbBIX CPeaCcTB NPOBOAUTCH B MOPSAKE, YCTAHOBIIEHHOM
ctatbamn 17 - 20, 23 n 24 Hactosiwero degepanbHOro 3akoHa, M He O3Ha4daeT CHMKeHUs TpeboBaHUM K
©e3onacHoOCTU, KayecTBy U 3dEKTMBHOCTIN NEKAPCTBEHHbIX NpenapaToB.

Cratbsa 27. PewueHue o rocyaapCcTBEHHON perucTpaumm nekapcTBeHHOro npenapara

1. B cpok, He npeBbIWaoWmi AecsaTn pabounx OHEN CO OHSA MOMyYeHMs 3aKMOYEHUIn KOMUCCUN SKCNEPTOB
no pesynbTataM 3KCNepTU3bl KavyecTBa NeKapCTBEHHOro CpeacTBa W SKCNepTu3bl OTHOLUEHUS OXUAaeMoun
nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUs NeKkapCTBEHHOro npenapara, COOTBETCTBYHOLWMA YNONHOMOYEHHbIN
deepansHbI OpraH NCNOMHUTENBHOW BNacTu:

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

1) pasmewaetr Ha cBoeM odmumaneHoM canTe B ceTu "MIHTepHeT" COOTBETCTBYHOLUME 3aKMOYEHMS
KOMWNCCUM 3KCMEPTOB U OCYLLECTBIISAET UX OLEHKY Ansl onpenerieHusl COOTBETCTBUS 3adaHuio Ha MpoBedeHue
3TUX IKCNEpPTUS3;

(n. 1 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2) NMpPUMHUMAET pelleHne O roCyAapCTBEHHON PercTpauun NekapCTBEHHOro npenapara unu o6 oTkase B
rocy4apCTBEHHOMN perncTpaLmm NekapCTBEHHOro npenapara;

3) BHOCMT MpU NPUHSTUN peLLEeHNst O TOCYAapCTBEHHOW pPerncTpauum nekapcTBEHHOrO npenaparta AaHHble
0 3aperucTpMpoBaHHOM JIEKapCTBEHHOM MNpenapare, B TOM Yucre o bapmaueBTUYeCKOn cybcTaHLmMm, BXOASLEN
B COCTaB IleKapCTBEHHOrO npenapaTta, B rFOCYyAapCTBEHHbI pPEecTp JIeKapCTBEHHbIX CPEACTB WU BbloaeT
3aaBUTENI0 PErNCTpaLMOHHOE YOOCTOBEPEHME JEKApCTBEHHOro npenapara, opMa KOTOpOoro yTBepXgaetcs
YMNOSIHOMOYEHHbIM  hbeepanbHbIM  OpraHOM  MCMOMHUTENbHOW  BAcTW, COrMacoBaHHble  HOPMAaTUBHYIO
OOKYMeHTaUM0, HOPMaTUBHbLIN AOKYMEHT, UHCTPYKLMIO MO NMPUMEHEHMWIO NeKapCTBEHHOMO npenaparta v MakeThbl
NnepBUYHOM YMAKOBKM M BTOPUYHOW (NOTPEOUTENLCKOI) YNaKoBKN C yKazaHWEM Ha HUX HOMepa PerncTpaumoHHOro
YyOOCTOBEPEHUS NEKApPCTBEHHOIO NpenapaTa u gathl ero rocyaapCTBEHHON perncTpauum unm B criyvyae npuHATUS
pelleHns o6 oTkase B rocy4apCTBEHHOW permcTpauuu NekapCcTBEHHOro npenaparta yBegoMNseT B NUCbMEHHOMN
dopme 3asiBUTENS 00 3TOM C yKasaHMeM MPUYMH Takoro oTkasa. 3a Bblgady PerMcTpauMoHHOro yaoCTOBEPEHUS
NEeKapCTBEHHOro npernapaTta B3WMMaeTCs rocygapCTBEHHas MOLUMMHA B COOTBETCTBUM C 3aKOHOAATEINbCTBOM
Poccuinckon ®egepauum o Hanorax u cbopax.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. OcHoBaHueM pAns OTka3a B rOCyAapCTBEHHOW perncrTpauMu fekapCTBEHHOro mnpenaparta Aans
MEOULMHCKOTO MPUMEHEHMST SIBMSETCH 3akiovyeHWe COOTBETCTBYHOLLEro YMNOMHOMOYEHHOro heaepansHOro
opraHa WCMOMHUTENbLHON BracTM O TOM, YTO KayecTBO U (Mnn) IPPEKTUBHOCTL PErncTpmpyemMoro
nekapCTBEHHOro npenapara ans MeauuMHCKOro NpuMeHeHus He MOATBEPXAEHb! NMOMYyYEeHHbIMU AaHHBIMUA UNn
4YTO PUCK MPUYMHEHWs Bpeda 3[40POBbI0 YeroBeka BCreACTBME MNpvema fekapCTBEHHOro npenapata Ans
MeAWLMHCKOro NpuMeHeHmns npesbliaeT 3HEKTUBHOCTb €r0 MPUMEHEHMS.

(vacTb 2 B peq. PepnepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. TloBTOpHOE npeacTaBreHve B COOTBETCTBYIOLUMA  YMNONMHOMOYEHHbIV  defeparnbHbli  opraH
WCMOMHUTENLHOW BRacTM NEKapCTBEHHOro npenapaTta, B OTHOLEHUM KOTOPOrO MOMy4YeH OTka3 B
rocyoapcTBEHHOW perncTpaumMm u KOTOPbIA BMOCNEACTBUM MOABEPrCS M3MEHEHWI0 B 4YacTu ero cocTaea,
paccmaTpvBaeTCs Kak npeacTaBreHMe HOBOTO JIEKapCTBEHHOrO rpenapata Ha ero  rocygapCTBEHHYHO
perucTpaumio He3aBUCKMO OT COXPaHEHUS €ro NEPBUYHOrO HAUMEHOBAHMWSI.

(4acTb 3 B pea. PeaepanbHOro dakoHa ot 22.12.2014 N 429-93)

4. MNpu npegocTaBneHnn 3asiBUTENEM B COCTABE PErMCTPALMOHHOIO AOChE Ha fleKapCTBEHHbIN npenapat
ANs BETEPUHAPHOIO MPUMEHEHUS KOMUM PEeLLEHNst YNONTHOMOYEHHOTO (hefepasibHOro opraHa MCroNHUTENbHON
BNacT O NPOBEAEHUN MHCMEKTUPOBaHUS NPOM3BOAUTENS NEKapCTBEHHbLIX CPEACTB CPOK MPUHATUS PELLUEHUs O
rocyfapCTBEHHOW  perucTpaumMu  fekapcTBEHHOro  npenapata  Afis  BETepUMHapHOro  MpUMEHEHUS!
NPUOCTaHABMMBAETCA CO [OHS MOMyYEeHUs 3aKMioYeHWi, ykasaHHbIX B 4YacTu 1 HacToswen craTbu, OO0 OHS

www.consultant.ru CrpaHuua 45 m3 110
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9ED892CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9EDB98CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9EDB99CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21CFFD4DE803247B0C2A8DB0828BFFA213FCBB48B484A9ADB9ACFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21AFED2D1803247B0C2A8DB0828BFFA213FCBB48F4D4D9BD2CE95E8EAFAB5E677A2624049A209qAX1J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9EDB9FCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21CF6DFDD8B3347B0C2A8DB0828BFFA213FCBB48B484A9ADB9FCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9EDB9CCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MPUHATMSA YNOMHOMOYEHHBIM dhefepanbHbIM OpraHoOM MCMOMHUTENBHOW BracTU pelleHust O Bblgave unu ob
OTKase B Bblgaye 3aKrto4yeHUst 0 COOTBETCTBUMN NMPOU3BOOUTENS NEKAPCTBEHHbIX CPeACcTB TpeboBaHMAM MpaBun
Hagnexallen NpoM3BOACTBEHHOM NPAKTUKN, HO HE Borlee YeM Ha CTO BOCEMbAECAT pabounx gHEN.

(vacTb 4 BBegeHa degepanbHbiM 3akoHoM OT 04.06.2018 N 140-03)

5. OcHoBaHveM [ansi oOTkaza B [OCYAapCTBEHHOW perucTpaumyM JekapcTBEHHOro npenapata Aang
BETEPVMHAPHOIO NPUMEHEHNS SABNSETCS 3aKMoYeHne YNoSIHOMOYEHHOro hefepanbHOro opraHa NCMONTHUTENbHOM
BNacTM O TOM, 4YTO Ka4yecTBO U (unun) 3pdeKTMBHOCTbL PErMCTPMPYEMOrO JieKapCTBEHHOrO npenapata Ans
BETEPMHAPHOrO MPUMEHEHUS HE MNOATBEPXAEHbl MOSyYEHHbIMU OaHHbIMU UMW YTO PUCK MPUYMHEHUST Bpeda
3[0POBbI0 XMBOTHOrO BCNEACTBME MpuemMa NeKapCTBEHHOro npenaparta Ans BeTEePUHAPHOro MNPUMEHEHUS
npesbilaeTr 3PEPEKTUBHOCTL €ro  NPUMEHEHWsl, OTKa3  YMOMHOMOYEHHOro  doefepanbHOro  opraHa
WCNONMHUTENBLHOW BRacTM B Bbldaye 3akiio4eHMst O COOTBETCTBUM MNPOU3BOAUTENSI NEKapCTBEHHbIX CPeAcTB
TpeboBaHMsIM MpaBuIl Hagnexawen NpPon3BOACTBEHHOW MPaKTUKM ONS KaXOow NpOM3BOACTBEHHONM Mrowanku
perncTpmpyemMoro nekapCTBEHHOro npenapara Ansg BeTePUHAPHOro NPUMEHEHUsT B Criyvae, ecnv Npou3BOACTBO
NEeKapCTBEHHOro npenaparta A BETEPMHAPHOro MPMMEHEHUST OCYLLECTBRseTca 3a npegenamu Poccunckon
depepaLmm, unm oTCYTCTBME TAKOrO 3aKnioveHus.

(vacTb 5 BBegeHa denepanbHbiM 3akoHoM OT 04.06.2018 N 140-3)

KoHcynbTaHTlnoc: npumeyaHue.
O nopsgke W cpokax oOnpefeneHns B3aMMO3aMEHSEeMOCTW FeKapCTB JleKapCTBEHHbIX MpenapaTtos,
3aperncTtpupoBaHHbix 4o 01.03.2020, cm. c1. 3 ®3 oT1 27.12.2019 N 475-03.

CratbA 27.1. B3aumo3ameHseMOCTb NeKapCcTBEHHbIX NpenapaToB ANsi MeAULIMHCKOro NPUMeHeHUst
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

1. B3aMmMo3aMeHSeMOCTb NeKapCTBEHHbIX MpenapaTtoB Ans MeOMLMHCKOro MpUMEHEHUs1 onpeaensieTcs
YMONTHOMOYEHHbIM  doeeparnbHbiM OpPraHoOM WCMOSTHUTENbHOW BIAcTU, OCYLUECTBISOWUM FOCYAapCTBEHHYHO
pervcTpaumio NekapcTBEHHbIX NpenapaToB Anst MEAULMHCKOrO MPUMEHEHUS, B paMKax O4HOMO MeXAyHapo4HOro
HenaTeHTOBaHHOIO (MMM XMMUYECKOrO, UMK FPYNNMPOBOYHOr0) HAMMEHOBAHNS Ha OCHOBE 3aKITHOYEHUS KOMUCCUM
3KCMEPTOB 3KCMEPTHOrO ydpexaeHnst 0 B3aMMO3aMeEHSEMOCTM NEKApPCTBEHHOMO npenapara Ansi MeAuUMHCKOro
npuMeHeHnss NMMb6o O TOM, YTO NEeKapCTBEHHbI npenapaT And MEeOULUMHCKOro MPUMEHEHUa He SBNAeTcs
B3aMMo3aMeHsieMbIiM. [1opaaok onpefeneHns B3aMMO3aMeHSieMOCTU  NEeKapCTBEHHbIX npenapatoB  Ang
MEOULUMHCKOTO MpUMEHeHMs M opma 3aKMYeHMs] KOMWCCUM 3KCMEPTOB 3IKCMEPTHOMO  y4pexaeHus o
B3aMMO3aMEHSEMOCTM JIEKapCTBEHHbIX MpenapaTtoB ANA MEAWLMHCKOro npuMeHeHuss nnbo o TOoM, 4TO
nekapCTBEHHbI  Mpenapat AN MEOMUWHCKOrO  MPUMMEHEHMS He  SABMAseTcd  B3anMO3aMEeHSieMbIM,
ycTaHaBnmBatoTcs MNMpaButenbcteom Poccunckon ®egepaumn.

2. Komuccua 3KCNepTOB 3KCMEPTHOrO YUpEeXAEeHWs [aeT 3akMiYeHUMe O B3anMO3aMEHSEMOCTHU
NekapcTBEHHOro npenaparta Ans MeguuUHCKOro MpUMEHeHUs nNMbo O TOM, YTO feKapCTBEHHbIN npenapaTt Ans
MELMLUMHCKOrO MPMMEHEHUS He $SBNAEeTCA B3avMO3aMeEHSieMbIM, Ha OCHOBaHUWM Criedylolmnx KpuTepues
(xapakTepucTuk):

1) akBMBanNeHTHOCTb (4N GuoaHanoroBbix (6MONOAOOHbBIX) NekapCTBEHHbLIX NpenapaTtoB (buoaHanoros) -
COMOCTaBUMOCTb) KaYeCTBEHHbIX W KONMYECTBEHHBIX XapaKTEPUCTUK apMaLeBTUYeckMx cybcTaHumMin unm
COMOCTaBUMMOCTb a@HTUIEHHOr0 COCTaBa BaKUWH. Mcrnonb3oBaHue pasnuyHbIX COMen, 3MpOB, KOMMIEKCOB,
N30MepOoB, KpuUcTannmnyecknx opm u Apyrux Npou3BOAHbIX OOHOTO M TOrO Xe OEWCTBYIOLLEro BELecTBa He
ABNAETCA NPEnsaTCTBMEM AN OnpederneHvsl B3aumo3aMeHSIEMOCTU JeKapCTBEHHbIX MpenapaToB, eCnu npu
npoBedeHUN unccrefoBaHMs  OMO3IKBMBANEHTHOCTM  NEKApCTBEHHOro npenapata uwnM  MccrieoBaHus
TepaneBTUYECKOM 3KBMBANEHTHOCTM NEKapCTBEHHOro npenapata [JoKa3aHO OTCYTCTBME KIMUHWUYECKU 3HAYUMbIX
pasnuuuii  bapMakoKMHETUKU U (Mnn) 3pdEeKTUBHOCTM M 6e30MacHOCTM NeKapCTBEHHOro npenaparta Aans
MeLMLMHCKOro NPUMEHEHUS;

2) 9KBMBaNEHTHOCTb nekapcTBeHHoW opmbl. [log akBMBaNEHTHbIMU NeKkapcTBEHHbIMU  chopMamMu
NMOHMMAIOTCS pa3Hble NekapCTBEHHbIE (POPMbI, UMEIOLLINE OOUHAKOBbIE CNOCOO BBEAEHUS 1 CNOCOD NPUMEHEHUS,
obnagarowme conoctTaBUMbIMU hapMakoKMHETUHYECKMMUN XapaKTepUCTMKaMu U hapMakonormieckum OencTBnem
n obecrneyvnBaloLne TakKe OOCTUXKEHWE Heobxooumoro KrmHuveckoro adpdekta. Pasnuuma nekapcTBEHHbIX
hopM He ABMAKTCA NPENATCTBMEM A8 OnpeaeneHns B3aMmMo3aMeHs1IEMOCTN NEKapCTBEHHbIX NMpenapaToB, eCnm
npy npoBedeHUn uccrefoBaHUss OMO3KBUMBANEHTHOCTM JeKapCTBEHHOro mnpenapata WnM  UCCrenoBaHUs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

TepaneBTUYECKOW 3KBMBANEHTHOCTM NeKapCTBEHHOro npenaparta [Joka3aHO OTCYTCTBME KIMUMHUYECKU 3HAYMMbIX
pasnuunii  hapMakoKMHETUKN U (MNn) 3chdeKTUBHOCTM M 6Ge30macHOCTM NeKapCTBEHHOro npenaparta Aass
MEAMLMHCKOro NPUMEHEHUS;

3) 9KBMBANEHTHOCTb WMM COMOCTaBUMMOCTb COCTaBa BCMOMOraTernbHbIX BELECTB NeKapCTBEHHOro
npenapaTta Ans MeAWLMHCKOro NpuMMeHeHus. Pasnuuma coctaBa BCMOMOraTesibHbIX BELLECTB JIEKapCTBEHHOMO
npenapaTa He SIBNATCA NpensaTCcTBMEM AN ONpeaeneHnsi B3anmMo3aMeHAEMOCTM NIEKAapPCTBEHHbIX NpenapaTos,
€ecnvM Mpu MpoBefeHnn uccrefoBaHus GUO3KBUBANEHTHOCTU fEKapCTBEHHOIO npenaparta WM uccrefoBaHus
TEepaneBTMYECKOW 3KBMBANEHTHOCTM NEKAPCTBEHHOrO MnpenapaTta 4oKas3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMbIX
pasnuuui apmMakoKUHETUKM U (M) SPdEKTMBHOCTM M ©e30nacHOCTU NeKapCTBEHHOro mnpenapara Ang
MEOMWLMHCKOro npuMeHeHusi. [py Hannumn KNUHWUYECKM 3HAYMMbIX pasnuMyuuin  hapMakoKUHETUKU U (1nn)
acpdekTMBHOCTM 1M ©e30MacHOCTU  NEKAPCTBEHHOro  npenapata Ansg  MEAWLMHCKOroO  MPUMEHEHMs
B3aMMO3aMEHSAEMOCTb OnpeensieTcs C yKasaHWeM Ha UCKITIOYEHUE OTAENbHbIX FPYNn NauUeHTOB;

4) ngeHTU4HOCTb cnocoba BBeAeHUA 1 cnocoba NpUMEHeHUS;

5) cooTBeTCTBME MPOV3BOAMTENS JEKapCTBEHHOro cpeacTBa TpeGoBaHUAM [paBwUi Haanexallein
MPOV3BOACTBEHHON MPAKTUKU.

3. Onpe,qeneHme B3aMMO3aMeHAEMOCT BOCNpoun3BeaeHHbIX J1eKapCTBEeHHbIX nMpenapatoB A4
MeOQUUMNHCKOIro npuMeHeHuUd, YKa3aHHbIX B 4acCTu 10 cratbm 18 HacToswWwero d)e,u,epaanoro 3aKOHa,
OCyLleCTBIIAEeTCA 0e3 HeobXxoaMMOCTN AoKa3aTeNbCTBa X OMO3KBUBANEHTHOCTMW.

4. OcobeHHOCTU oOnpeaeneHns B3auMO3aMeHSeMOCTM BUonorMyecknx nekapCTBeHHbIX MpenapaTos,
KOMOMHMPOBAHHbBIX FEeKapCTBEHHbIX NpenapaTtoB (cogepxalimx KoMOuHauuo aOByxX M Gonee [eWCTBYHOLLMX
BELLUECTB), NEKAPCTBEHHbIX MpenapaTtoB ANs MapeHTepanbHOro NMUTaHUs M HeAO3UPOBAHHLIX JIEKAPCTBEHHbLIX
npenapaToB ycTaHaBnuBatoTcs NpaButensctBoM Poccunckon degepaumn.

5. Onpe,u,eneHme B3anMM0O3aMeHAEMOCTN HE OCYLLUECTBNAETCA B OTHOLUEHNN NeKapCTBEHHbIX PACTUTENbHbIX
npenaparos, roMmeonaTn4ecknx riekapCTBeHHbIX NpenapaTos.

6. PopmupoBaHMe MepeyHs B3aMMO3aMEHSIEMbIX FeKapCTBEHHbIX MpenapaTtoB ANs MeAULMHCKOro
NMPUMEHEHNST OCYLLECTBIISIETCH 3KCMEPTHbIM  yUYpeXaeHWeM MOCPeACTBOM OObeAVMHEHWS JIeKapCTBEHHbIX
npenapatoB B OTAeSlbHble [pynnbl, B KaXZOMW W3 KOTOPbIX FEeKapCTBEHHble Mpenapatbl SBASOTCS
B3aMMO3aMeHSIEMbIMU.

7. B cnyyae BKMHOYEHUS B MHCTPYKLMIO MO MEAWUUMHCKOMY NMPUMEHEHWIO NEKApCTBEHHOro npenaparta Ha
OCHOBaHUW pe3ynbTaToB COOTBETCTBYHOLMX UCCMEA0BaHMI NoKasaHuii ANs NMPUMEHEHWs!, KOTopble OTMYalTCs
OT noKasaHui Ans MNPUMEHEHUs APYrMX JEeKapCTBEHHbIX MpenapaTtoB W3 TIpynnbl  B3auMo3aMeHsieMbIX
NeKkapcTBEHHbIX NpenapaToB, B NepevyHe B3auMO3aMeHSIEMbIX NEKapCTBEHHbLIX NpenapaTtoB Ans MeaULMHCKOro
NpUMeHeHns1 oMmKHa OblTb YKaszaHa COOTBETCTBYoLLAas UHopMaLms.

8. [lepeyeHb B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX MNpenapatoB Ans MEeOULMHCKOTO MNPUMEHEHUS
pasmellaeTca YMNorHOMOYEHHbIM dhedepanbHbiM  OpraHOM  UCMOMHUTENbHOW  BNacTh, OCYLECTBASAOLLMM
rocyapCTBEHHYIO PerncTpaumio fnekapcTBEHHbIX NpenapaTtoB ANd MeAWMLMHCKOrO MNpUMEHEHUs, Ha CBOEM
odumumanbHom cante B cetn "UHTepHeT". MHopmaums B nepevyHe B3anMMO3aMEHSIEMbIX NEKapCTBEHHbIX
npenapatoB Ans  MEOWLUMHCKOrO  MNPUMEHEHWsT ODOHOBMSETCA  yKa3aHHbIM  doedeparibHblM  OpraHoMm
NCMNOMHUTENBHOW BNIACT C y4ETOM HOBbIX 3apErMCTPMPOBAHHBIX NTEKAPCTBEHHbIX NMpenapaToB 451 MeAULMHCKOro
NPUMEHEHNST N BHECEHHbIX W3MEHEHWMM B [OOKYMEHTbl, COAepXaluMecs B PErncTpaumMoHHbIX [O0Cbe Ha
3aperncTpupoBaHHble NeKapCTBEHHbIE Npenapathl 4189 MeAULMHCKOro NPUMEHEHMS.

9. [lopsagok ucnonb3oBaHUA WMHGOpPMauMM O B3aMMO3aMeHAeMbIX NeKapCTBEHHbIX npenapatax Ans
MeaMLMHCKOro NpUMEHEeHUsa 1 NopaaokK Aayn pasbsACHEHU No BOMPOcaM B3anMO3aMEHAEMOCTN NeKapCTBEHHbIX
npenapaToB AN MEeAULMHCKOro NpuMeHeHnsa yctaHaBnmBatoTcs MNMpasutenbctBom Poccunckon ®egepaumn.

KoHcynbTaHTlnoc: npumeyaHue.
Cpok pervctpaumm nekapCTBEHHOro npenapaTta Afsi BETEPUHAPHOro NpuMeHeHus, nctekarowmn ¢ 14.03.2022
no 31.12.2022, npoaneH Ha 12 mecsues ([MoctaHoBneHne MNpasutensctea PP ot 12.03.2022 N 353).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Cratbsa 28. PeructpaunoHHoe yaocToBepeHMe NneKkapcTBEHHOro npenapara

1. PernctpaunoHHoe yoocToBepeHne NneKkapCTBEHHOMO npenapara C yKkasaHMeM JieKapCTBEHHbIX hopM U
OO3NPOBOK BblaaeTcs 6eccpoyHO, 3a WCKNIOYEHMEM PEerMcTpaLMoOHHOrO yAOCTOBEPEHWS feKapCTBEHHOro
npenapaTa, BblJaBaeMOro CO CpPOKOM [eNCTBWS NsATb NeT, Ha BrepBble perncrpypyemble B Poccuinckomn
denepaumm nekapcTBeHHbIE NpenaparTbl.

2. Tlo wcTeyeHMM ykasaHHOTO B 4YacTm 1 HacTosien cTaTbM Cpoka BblgaetTcs GeccpoyvHoe
perncTpaumoHHoe yOoCTOBEpeHWe IeKapCTBEHHOro npenapata npyv  YCNoBMM  NOATBEPXKAEHUS  ero
rocygapCTBeHHOW perncrpaumm.

3. B cny4yae BHeceHuss B cooTBeTcTBUM co cTaTbsmu 30 u 31 Hactoswero deaepanbHOro 3akoHa
M3MEHEHNN B cofepXallumecs B perMcTpaunmoHHOM AOCbe Ha 3aperMcTpupoBaHHbIA NEKapCTBEHHbIN npenapaT
OOKYMEHTbI, 3aTparMBalolLiMX CBeAeHUs, OTPaXKeHHble B PerucTpauumoHHOM YOOCTOBEPEHUU FeKapCTBEHHOro
npenapaTta, yNnonHOMOYEHHbIN defepanbHbI opraH UCMOMHUTENBLHOW BNAcTU BblaeT HOBOE pernctpauyoHHoe
yOOCTOBEPEHME NEKapCTBEHHOMO NpenapaTta, cogepallee BHECEHHbIE B HETO N3MEHEHMS.

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

4. B cniyyae yTpaThl Unu NOBPEXAEeHUs PerMcTpaLMoHHOro YA0CTOBEPEHNS NiekapCTBEHHOro npenapaTta no
3asBMeHN0 B MNUCbMEHHOM dopMe [fepXatensa wnu Bnagenbua pPerncTpauuoHHOro  yOOCTOBEpPEHMS
nekapCTBEHHOro npenaparta Wnu ynoriHOMOYEHHOrO0 UMW ApYroro puamnyeckoro nuua o Bblgade aybruvkara
perMcTpaumoHHOro yAOCTOBEPEHUS FEKapCTBEHHOro npenapata YNOMHOMOYEHHbIM  deaepanbHbii  opraH
NCMONHUTENBHON BNacTu B CPOK, HE NpeBblllaloWwni AecatTn paboumx OHen CO OHSA MOCTYNMEeHUs 3asiBrieHus,
BbliAaeT AybnukaT permcrpaumMoHHOrO YAOCTOBEPEHMS flekapCTBEHHOro npenapata. 3a Bbigady aybnukata
pPerucTpaumoHHOro YAOCTOBEPEHMS FeKapCTBEHHOrO rfpenaparta B3WMaeTCs rocyAapCTBeHHas MNoLavHa B
COOTBETCTBMM C 3akoHoAaTenbCcTBOM Poccuiickon ®egepaumm o Harnorax u cbopax.

(4acTb 4 BBegeHa degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTln0C: npumeyaHue.
Cpok pervuctpaumm nekapCTBEHHOro npenapaTta Ansi BETEPUHAPHOro npuMeHeHus, uctekarowmn ¢ 14.03.2022
no 31.12.2022, npoaneH Ha 12 mecsues ([MoctaHoBneHne MNpasutensctea PP ot 12.03.2022 N 353).

CraTba 29. MNoaTBepXAeHNe rocyaapCcTBEHHON perMcTpauum fiekapcTBeHHOro npenapara
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MoaTeBepxaeHne rocygapCTBEHHOM perucTpauum nekapCTBEHHOro npenapaTta OCYLUeCTBAsieTCs npu
Bblgavye 6eccpoYHOro perMcTpauMoHHOro yooOCTOBEPEHMS FIeKapCTBEHHOMO npenaparta B cryvyae, yka3aHHOM B
yacTu 2 ctaTbu 28 HacTosiwero PegepanbHOro 3akoHa, B CPOK, HE MPEBbLILLAILWNIA WecTnaecaTn paboumnx gHen
CO [OHS MONyYeHUst COOTBETCTBYHOLMM YMONIHOMOYEHHbIM deaeparnbHbiM OpraHoM MWCMOMHUTENbHOM BracTu
3asBnNeHnst 0 NOATBEPXKOEHUM rOCYAapCTBEHHOW perncTpauumn nekapcTBeHHOro npenapara. He ocyuiectensercs
noaTBEPXXAEHME rocyAapCTBEHHON perncTpaumm B OTHOLLIEHUW NEKApPCTBEHHOMO npenapaTta, He HaxOAMBLUEroCH
B obpaweHun B Poccuickon denepaumm B TedeHne Tpex 1 bonee net, a Takke B OTHOLUEHUN NEKapCTBEHHOro
cpencTtea, NPOM3BELAEHHOIO C HapylleHnem TpeboBaHWsl, YCTAHOBIEHHOrO YacTblo 3.7 cTatby 71 HacTosiero
depnepanbHOro 3akoHa.

2. 3asBneHve O nNOOTBEPXKAEHMM TOCYAApPCTBEHHOW pernctpauum nekapcTBEHHOro mnpenapata Ans
MEOMLMHCKOro NPUMEHEHNs NpeacTaBnsieTcs B COOTBETCTBYHOLUMIA YNONHOMOYEHHbIN dheaepanbHbii opraH
UCNOSMHUTENBHOM BrlacTM He paHee YeM 3a CTO BOCEMbAECAT [AHEW [0 WUCTeYeHUs1 cpoka [encTBud
pEerMcTpaunoHHOro Y4OCTOBEPEHMS NIEKAPCTBEHHOIO NpenapaTa Ans MeAMLUUHCKOrO NMpUMEHeEHUS.

(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2.1. 3asBneHve O MOATBEPXKOEHWM TOCYAapCTBEHHOW perucTpauMm nekapCTBEHHOro mnpenapata Ang
BETEPUMHAPHOro NPUMEHEHNsT NpeacTaBnseTcd B COOTBETCTBYIOLUMIA YNOMHOMOYEHHBIN dheaeparbHblin opraH
WCMONHWUTENbHON BNacTM He paHee Yem 3a CTO BOCEMbOECAT [AHeM OO WCTeYeHUs Cpoka [AenCcTBUA
perncTpaumvoHHOro yaoCTOBEPEHUs NeKapCTBEHHOro npenapaTa AN BeTEPUHaApHOro MPUMEHEHUS N He No3aHee
OKOHYaHMSA CpoKa ero AencTBusS.

(vactb 2.1 BBegeHa PepepanbHbiM 3akoHom o1 02.08.2019 N 297-93)
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" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3. MoaTtBepxaeHWe rocyaapCTBEHHOW perucTpauMu neKapcTBEHHOrO Mpenapata OcCyLlecTBrnseTcss Mo
pesynbTataMm aKCnepTu3bl OTHOLUEHUS OXUAAEMOW MOfb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKkapCcTBEHHOro
npenapata Ha OCHOBaHUW pe3ynbTaToOB MOHUTOPUHra 3pdekTMBHOCTM M 6e30nNacHOCTM feKapCTBEHHOro
npenapaTa, NPOBOAUMOrO AepXXaTeneM Unu BragenbLeM PerncTpaumoHHOro YAOCTOBEPEHUS! NIEKapCTBEHHOMO
npenaparta fnMbo YrnorHOMOYEHHbLIM UMW HOPUANYECKMM FULOM, @ TakKe COOTBETCTBYHOLUMM YMNONHOMOYEHHbIM
denepanbHbIM OpraHoM WCMOMHUTENBHOW BNacT B COOTBETCTBUM C TpebGoBaHMSMKM cTaTbl 64 HacTosiLlero
depnepanbHOro 3akoHa.

4. K 3asgBneHunio o noatreepXxageHun Focyﬂ,apCTBeHHOﬁ pernctpaunmn nekapCTtBeHHOro npenaparta and
MeaANLIMHCKOIro NpuMeHeHna npunararoTca:

1) BOKYMEHTbI, cogepalume pesyrnbTaTtbl MOHUTOPUHIa 3pPeKTUBHOCTM 1 BE30NacHOCTU NIEKAPCTBEHHOIO
npenapaTta Ansg MeguLMHCKOro NpUMEHeHWsl, NPOBEOEHHOro Aep)aTenem wunvm Bnagenbuem pernctTpauuoHHOro
YOOCTOBEPEHUS NIEKAPCTBEHHOro npenapata Ans MeauUMHCKOrO MpPUMEHEHUs NGO yNOrHOMOYEHHBIM UM
IopyaMYECKMM NULIOM, Mo opMe, YTBEPXKOEHHON YMONTHOMOYEHHbLIM ddefeparibHbIM OpraHoOM WUCMONTHUTENbHOM
BNacTu;

2) cBegeHus O paTe npefocTaBneHnss M PermcTpauuoHHOM HOMepe MULUEH3MM Ha Npou3BOLCTBO
NeKapCTBEHHbIX CPeAcTB UMM CBeOEHUs O gaTe NpeaoCTaBNeHus U permcTpaumoHHOM HOMeEpe 3akNiYeHUsd O
COOTBETCTBMM NPOM3BOAUTENS NEKAPCTBEHHLIX CPeACTB TpeboBaHNSAM NpaBuil Haanexallen NPon3BOACTBEHHON
NpaKkTUKK1, NPegoCTaBMEHHbIX YNOMHOMOYEHHbIM doeeparibHbiM OPraHOM MCMOSTHUTENBHON BNACT B OTHOLLEHWM
NPOV3BOACTBEHHOW MIOLLAAKM NEKAPCTBEHHOrO npenapaTta Ansg MeguuMHCKOro NpUMEHEeHus, rocyaapCTBeHHas
perncTpaumsi KOTOporo MOATBEpXOaeTcsa B Clnyyae, ecnv npouM3BOACTBO JIEKAPCTBEHHOrO npenapaTta Ans
MeaMLMHCKOro npuMeHeHuns ocylectenseTcs B Poccunckon ®egepaunn;

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)

3) Kkonusi nNpenoCTaBfEHHOM  YMOJTHOMOYEHHBIM OpPraHoM CTpaHbl MPOM3BOOAUTENS JULEH3MM Ha
NMPOM3BOACTBO FIEKAPCTBEHHOIO Npenaparta Ansi MegUUMHCKOro NPUMEHEHUs U ee NMepeBof Ha PYCCKUIN S3bK,
3aBepeHHble B YCTAHOBMEHHOM Mopsigke, a TakkKe KOMus 3aKMiYeHUs O COOTBETCTBUM MPOU3BOAUTENS
NeKkapcTBEHHbIX CpeAcTB TpeboBaHWSM nNpaBuil  Haanexallem nPOU3BOACTBEHHOW NPaKTUKWU, BblAaHHOIO
YMONTHOMOYEHHbLIM  (befiepanbHbIM - OpPraHOM  UCMOMHUTENBHOW BNacTM B OTHOLUEHWWA MNPOW3BOLACTBEHHOMN
nrnowagkM nekapcTBEHHOro npenapata Ans MeOMUUHCKOrO MNPUMEHEHWsi, FOCyAapCTBEHHas pervcrpaums
KOTOpPOro MOATBEPXOAETCS, WM KOMUS PELUEeHUs YMOSTHOMOYEHHOro dheaepanbHOro opraHa MCMONHUTENbHOM
BMacTM O TMpPOBEAEHUN WHCMNEKTUPOBAHUS MPOM3BOAMTENS JEKApCTBEHHbIX CPEeACTB B Ccryvae, €ecnu
NPOM3BOACTBO JIEKAPCTBEHHOro npenaparta Anst MeauuUMHCKOro NMPUMEHEHUS OCYLLECTBNSIETCA 3a Npeaenamu
Poccuiickon ®epepauuu.

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)
(4acTb 4 B pea. PepepanbHoro gakoHa ot 04.06.2018 N 140-93)

4.1. B oTHOWeHUN OBUOMNOrMYEeCKUX neKapCTBEHHbIX MpenapaToB AN MeAUUUHCKOrO MNpUMEHEeHUs
3aaBUTENb AONOMHUTENBHO NPEeAcTaBnsAeT pesynbTaTbl MEPONPUATUA, NMPegyCMOTPEHHLIX NNaHOM ynpaBneHus
puckamu, YTBEpPXAEHHbIM YMOMHOMOYEHHbIM defeparnbHbiM  OpraHOM  MCMOMHUTENbHOW  BRactu  npwu
OCYLLIeCTBIEHMM rOCYyAapCTBEHHOW perncTpaumm nekapcTBEHHOro npenaparta ans MeguuUMHCKOro NpMMEHeHus.
(4acTb 4.1 BBegeHa depeparnbHbiv 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 3a9BneH1I0 O NOATBEPXOAEHUN FOCYyLapCTBEHHOW peructpauumn nekapCTBEHHOro npenapara Ans
BETEPVHAPHOIO  MPUMEHEHUSI  MpunaralTcs  OOKYMEHTbI,  coAepxawme  pesynbTaTbl  MOHUTOPUHra
3¢ppekTMBHOCTM N BE30MaCHOCTU NIEKAapPCTBEHHOIO nMpenapara Ans BeTEPMHAPHOro NMPUMEHEHUs!, MPOBOAUMOro
aepxatenem wunu  BnagenbLeM PerncTpaumMoHHOro YAOCTOBEPEHWs JIeKapCTBEHHOro npenaparta [Aans
BETEPMHAPHOrO MNpUMEHeHUs NGO YMONMHOMOYEHHBbIM UM OPUANYECKUM NULOM, MO dhopme, YyTBEPXKOEHHOM
YNOMHOMOYEHHbIM dhefeparnbHbIM OpraHoM UCMOMHUTENBHOW BNacTu, U JOKYMEHTbI, yKa3aHHble B NyHKkTax 1, 2 -
2.2, nognyHkrtax "a", "6", "k", "n" nyHkta 4 yactu 3 ctaTtbu 17 HacToswero ®enepansHOro 3akoHa. B oTHoLweHun
NMMYHOOMOMNOIMYECKNX FEeKapCTBEHHbLIX MpenapaToB AONs BETEPUHAPHOrO MPUMEHEHUSA He NpeacTaBnsAoTCS
cBefleHus, ykasaHHble B noAnyHkte "k" nyHkta 4 yactu 3 ctatbn 17 Hactoswero depepanbHoro 3akoHa. B
OTHOLLEHUWN JIEKapCTBEHHbIX MNpenapaTtoB ANns BETEPUMHAPHOIO MPUMEHEHUS, MOJTYYEHHbIX C MNMPUMEHEHNEM
reHHO-UHXEHEPHO-MOAMMULNPOBAHHBLIX OPraHM3MOB WW COAEPXALUMX Takme OpraHuM3Mbl, LOMOSTHUTENBHO
NpeacTaBnslTCa cBeAeHus, ykasaHHble B nyHkTe 13 yactu 3 ctatbn 17 HacTosiwero ®egepansHOro 3akoHa.
(vactb 4.2 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. depepanbHOro 3zakoHa oOT

www.consultant.ru Crpanvua 49 n3 110
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21CFFD3D98A3747B0C2A8DB0828BFFA213FCBB48B484A9AD898CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DF8DEDD8F3047B0C2A8DB0828BFFA213FCBB48B484A9BDB9BCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21FF6D7D1883347B0C2A8DB0828BFFA213FCBB48B484A9AD89ACFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DF6D2D8883347B0C2A8DB0828BFFA213FCBB48B484A9BD09CCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DF6D2D8883347B0C2A8DB0828BFFA213FCBB48B484A9BD09DCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21CF6DFDD8B3347B0C2A8DB0828BFFA213FCBB48B484A9ADA9BCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21CF6DFDD8B3347B0C2A8DB0828BFFA213FCBB48B484A9ADA9CCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21FFDD4D98C3447B0C2A8DB0828BFFA213FCBB48B484A9AD993CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21CF6DFDD8B3347B0C2A8DB0828BFFA213FCBB48B484A9ADA92CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFCD6DF803447B0C2A8DB0828BFFA213FCBB48B484A9ADC9DCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

02.08.2019 N 297-®3)

4.3. 3asaBuTEnNb BNpaBe NpeacTaBuUTb C 3asiBNEHWEM O NOATBEPXKAEHWUM FOCYOAPCTBEHHOW perucrpaumm
NleKapCTBEeHHOro npenaparta KoOnuw AOOKyMeHTa, noareepXaawuwero ynnaty FOCy,lJ,apCTBeHHOVI MNOLWIINHbI 3a
NOATBEPXAEHNE rOCYOAPCTBEHHOM perncTpaumMn nekapCTBEHHOro npenapaTta, a Takke BblJaBaemble
(npepoctaBnsemMble) YNOMHOMOYEHHBIMU (hefepanbHbIMA  OpraHamMmu  UCMOSNTHUTENbHON BracTu  OOKYMEHTHI
(cBepeHus), ykasaHHble B NyHKTax 2 M 3 4actm 4 HacTtosiwen crtatbn. B cnyyae wx HenpegcTtaeneHus
YNOSTHOMOYEHHbIM  doefepanbHbli  OpraH WCMAOMHUTESNbHOW BRacTy 3anpalunBaeT yKasaHHble [OOKYMEHTbI
(cBeaeHus) B nopsgke MeXBeqOMCTBEHHOIO MHGPOPMALMOHHOIO B3aUMOLENCTBUS.

(4acTb 4.3 B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-93)

5. B TeuyeHune OecsATU pabounx OHEeih CO OHSA NMPUHATUS 3asiBNIEHNS O MOATBEPXXOEHUM roCyAapCTBEHHOW
perucTpaumMm JieKapCTBEHHOro npenapata W [OOKYMEHTOB, COAepXalux pesynbTaTbl  MOHWUTOPUHIA
3hheKTUBHOCTM M Ge30nacHOCTM NekapCTBEHHOrO MnpenapaTa, NpPoBOAMMOro AepxaTteneM Wnu Brnagenbuem
PerncTpaLmMoHHOro yAOCTOBEPEHNA NEKapCTBEHHOro npenapata NMGo YNnonNHOMOYEHHbIM UMW OPUONYECKUM
NMLIOM, YNOMTHOMOYEHHBI dhefepanbHblii opraH UCMOMNHUTENbHON BNacTu:

1) NpoBOAMT NPOBEPKY MOSTHOTLI CBEAEHWI, COAEpPXKaLLUMXCS B NMPeACTaBINEHHbIX 3asiBUTENIEM JOKYMEHTaX;

2) NpYHUMAaET peLleHne O NPoBedeHMN U 06 OTKase B NPOBEAEHMUN SKCNEPTM3bl OTHOLLEHNST OXMOAEMOW
nonb3bl K BO3MOXHOMY PUCKYy MNPUMEHEHUS JEKapCTBEHHOrO Mpenaparta Ha OCHOBaHUWM pe3yrnbTaToB
MOHUTOPMHIra 3(PEKTUBHOCTN U BE30MACHOCTU NEKapCTBEHHOrO MpenapaTta, MPOBOAMMOrO AepXaTenem unm
BNagenbLeM perncTpaumMoHHOro YAOCTOBEPEHWUsi NEeKapCTBEHHOrO npenapata Nnbo ynOHOMOYEHHBIM VMU
ropngny4ecknMm  nuMuoM, a TakKxe cpe,qepaanbuvl OopraHom WCMNOMNHUTENbHON BRNacTh B COOTBETCTBUM C
TpeboBaHusiMn cTaTbk 64 HacToswero ®eaepansHOro 3akoHa;

3) yBedoMNsieT B SNEKTPOHHON (DOPME UMM MUCbMEHHOWN hopMe 3asiBUTENS U IKCNepTHOE yYpeXXaeHue o
MPUHATOM pELUeHMU NMBo B Criydyae MNPUHATUS pelueHust o6 oTkase B MPOBEAEHWM IKCMEPTM3bl yKasbiBaeT
MPUYMHBI TAKOrO OTKa3a.

6. B cnyyae BbIsSiBNeHWs HeJOCTOBEPHOCTUM U (MNW) HEJOCTAaTOYMHOCTUM WMH(popMaumu, codepxallencs B
NPeACTaBMeHHbIX 3asBUTENEM [OKYMEHTaX, YMOSIHOMOYEHHbIN dbeaepanbHbll OpraH MCMNOMHUTENBHON BNACTy
HanpaenseT 3asiBUTEN0 3anpoc 06 yTOYHEHUM YyKaszaHHOW MHdopmauun. 3anpoc  YNorTHOMOYEHHOro
dregepanbHOro opraHa MCMNOMHUTENBbHOW BRacTu MOXeT ObiTb nepefdaH YnofIHOMOYEHHOMY MNpPeACTaBUTENHO
3aaBUTENs NIMYHO NOA PACnUCKY, HaNpaBfeH Mo NoYTe 3akasHbIM MMCbMOM UKW NepeaaH B 3NeKTPOHHOW dhopme
no TenekoMMyHMKAUMOHHbIM KaHanam cBsa3M. B cnyyae HanpaBneHus 3anpoca  YNOMHOMOYEHHOro
defepanbHOro opraHa MCMOSIHUTENbHOW BiAcTU MO NOYTe 3aka3HbIM MUCbMOM OH CHMTAETCS MOJTyYEHHbIM MO
NCTEeYEHMM LECTUN OHEN C AaTbl HAanpaBrieHWsi 3aKas3Horo nNucbma.

7. 3asBuTenb o6sA3aH MNpeacTaBUTbL OTBET Ha 3anpoc  YMNONMHOMOYEHHOro deaeparnbHOro opraHa
UCMOMHUTENbLHOW BNAacTU B CPOK, He MpeBbllUAoLLMiA AeBAHOCTa paboumx OHeln co AHA ero nomny4denus. Cpok,
yKasaHHbIi B YacTu 5 HacToslei cTaTbW, NPUOCTaHABNMBAETCA CO [OHA HanpaBreHus 3asBUTEN0 3anpoca
YNOSTHOMOYEHHOTO (oefeparnbHOro opraHa UCMONHUTENbHOW BNAacTh A0 AHS MOSNyYeHUs MM COOTBETCTBYHOLLErO
OTBETA MW He Y4YuTbiBAeTCs MpPU WCYMCIIEHUM CPOKa MNOATBEPXKAEHWUS TOCYAapCTBEHHOW perucrpauum
nekapcTBEHHOro npenapara.

8. OcHoBaHveM Onsi OTKa3a B MPOBELEHUN IKCMEPTU3bl OTHOLLIEHWUS] OXMAAEMON MOMb3bl K BO3MOXHOMY
pUCKY MNPUMEHEHUS FEKapCTBEHHOIO npenapata sBMAsSeTCs NpeAcTaBleHne [OOKYMEHTOB, COAepKalimx
pesynbTaTbl MOHUTOPMHIa 3cpdEKTUBHOCTU 1 BE30MacHOCTN NeKapCTBEHHOMO npenapara, u (Unu) B OTHOLLEHWM
ounonornyeckmx NeKapCTBEHHbIX npenapatoB pe3ynbTaToB OCYyLleCTBIIeHNA MepOI'IpI/IFITI/IVI B COOTBETCTBUUN C
nnaHoM ynpaBrieHna puckamu, ytTBepXaeHHbIM YMNOJIHOMOYEHHbIM (i)ep,epaj'leblM opraHom MCMNONTHUTENbHOWN
BMacTh Npu OCYLLECTBIIEHWNM FOCYAAPCTBEHHON perncTpaLumn nekapCTBEHHOro npenapara, B HEMOSIHOM 06beMe,
oTCcyTCTBME WHbopMmaumn, noaTBepxaawwen akT ynnaTel rocygapCTBEHHOW MOLUMMHBI 3a MOATBEPXAEHUE
rocygapCTBEHHOM perncTpauuMn nekapCTBEHHOro npenaparta, nmMbo HenpeacTaBrneHue 3asBUTENEM B
YCT@HOBMEHHbI CPOK OTBeTa Ha YyKasaHHblIi B 4acTU 6 HacTosilen cTaTbM 3anpoc YNOSTHOMOYEHHOro
denepanbHOro opraHa MCMONTHUTENbHOM BMAacTW, a Takke OTCYTCTBME B YKa3aHHbIX JOKYMEHTax MHdopmauuu,
KOTOpaaA O0JKHa ObITb B HUX OTpaxeHa.

9. 3Kcr|epT|/|3a OTHOLLEHUS OXWOAEMOWN MNOSb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA IneKapCTBEHHOro
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npenapara B Uenax noarBepXxaeHuA rocyp,apCTBeHHon pernctpaunmn nekapcrtBeHHOro npenapara npoBoanTCA
Komuccunen QKCNEepTOB 3KCNEPTHOro y4ypexxgeHud B CPoK, He ﬂpeBbILuaIOU.J,I/IVI COpOKa pa60t-w|x OHen.

10. B cnyyae HegoCTaTOYHOCTM MpeacTaBlieHHbIX 3KCMEePTy MatepuaroB Ans Aayu 3akIioYeHUs akcnepT
obpallaeTca K pyKoBOAWTENIO IKCMEPTHOrO YYpeXAeHUs O MpenocTaBreHnn emy HeoGXOAUMbIX MaTepuarnos.
PykoBoauTenb 3KCNepTHOro yypexaeHusi obpallaeTca C COOTBETCTBYIOLIMM 3anpocoM B YMNONHOMOYEHHbIN
dhenepanbHbIl OpraH MCMNOSIHUTENbHOW BNacTW, BblAaBLUWIA 3a4aHUe Ha MPOBEAeHME 3KCMepTU3bl OTHOLLIEHWS
0XXnaaemon Mosib3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS] NEKapCTBEHHONO Mpenapata Ha OCHOBaHWM [OKYMEeHTa,
cofepallero pesynbTatbl MOHUTOPUHra 3MEKTUBHOCTU U Ge30MacHOCTM lekapCTBEHHOro npenapaTta. B
TeyeHue NSTM paboumx AHEN Co OHS NMOCTYNNeHUs 3anpoca PyKOBOAMTENS SKCMIEPTHOMO YUPEXAEHNUS yKasaHHbIN
theneparnbHbIi OpraH UCNOMHUTENBHOW BNAacTV HanpaBnseT 3asiBUTENIO 3anpoc O NpeacTaBeHnn HeobXoaAMMbIX
maTtepuanoB, KOTOPbIA MOXeT ObiTb nepedaH YMNONHOMOYEHHOMY NpeACTaBUTENO 3asBUTENs JMYHO MNoAd
pacnucKky, HanpaBneH Mo no4YTe 3akasHblM MWCbMOM WM nepedaH B 3MEKTPOHHOW dopme  no
TENeKOMMYHUKALUMOHHBIM KaHanam cBsisau. B criyyae HanpaBreHusi 3amnpoca ynoSfIHOMOYEHHOro dedepanbHoro
opraHa UCMonHMTENbLHOM BRAcTV MO NoYyTe 3aka3HbiM MUCbMOM OH CYATAETCS MOMyYEHHBLIM MO UCTEYEHUN LLIECTU
JOHel ¢ AaTbl HanpaeneHus 3akasHoro nucbMa.

11. 3agButenb 0053aH npeacTaBuUTb OTBET Ha 3anpoc YMOSTHOMOYEHHOro dedepanbHOro opraHa
WCMNOMHUTENBHOW BRAcTU B CPOK, HE NMPEBbIIALWNA WEeCTUAeCcaTn pabounx gHen co gHSA NOMyYeHUst yka3aHHOro
3anpoca. YNorHOMOYeHHbIM heaepanbHbI opraH UCNOSTHATENBHOM BNacTu, BblAaBLUUW 3a4aHne Ha npoBefeHne
3KCMEePTU3bl OTHOLLEHMS OXMOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUs NekapCcTBEHHOro npenapaTa Ha
OCHOBaHUWM [OOKyMEHTa, CoAepXallero pesynbTaTtbl MOHUTOpPUHra 3addeKTMBHOCTM U BesonacHOCTU
NekapCTBEHHOrO npenapara, B TeYeHWe nAaTu paboumx OHEeW cOo OHA MOCTYnfeHus OT 3asBUTENs OTBETA Ha
3anpoc YNOMHOMOYEHHOro deaepanbHOro opraHa MWCMOMHUTENbHOW BMacTU HarnpasnseT 3ToT OTBET B
aKcnepTHoe y4dpexaeHve. B cnyyae HenpeacTaBneHns Mo UCTEYEHMM LIECTUAECATM pabounx AHEN 3asBUTENEM
OTBETa Ha YyKasaHHbIN 3arnpoc YMNOMHOMOYEHHbIV dyefeparnbHbld opraH MUCMOMHUTENbHOW BracTy, BbiAaBLUUN
3ajaHve Ha npoBedeHMe 3JKCMEepPTU3bl OTHOLUEHMS OXWUOAEMOW Mofb3bl K BO3MOXHOMY PUCKY MNPUMEHEHMUs
neKkapcTBeHHOro npenaparta Ha OCHOBaHUM [OKYMeHTa, cofepXalwlero pesynbTatbl MOHUTOPUHra
ahbdekTMBHOCTN 1 ©E30MacHOCTU feKapCTBEHHOIO MpenapaTa, B TedeHue NATu paboyumx gHen HanpaenseT B
3KCcnepTHOE yupexaeHue yBeloMMNeHne o0 HenpeacTaBneHum 3asBuTenem oTBeTa Ha 3anpoc yKasaHHOro opraHa.
Bpema co gHs HanpaBneHus 3anpoca 3KCNepPTHOro Yy4pexaeHust B YNOSHOMOYEHHbIN dedeparnbHbli opraH
NCNONMHUTENBLHOW BNAcTN A0 AHA MOMYYEHUN 3KCMEPTHLIM ydYpexaeHneM OTBeTa Ha 3anpoc Unu yBeaoMIIeHUs O
HenpeacTaBrneHMM OTBETa Ha 3anpoc He YYUTbIBAeTCA Mpu WCHUCINEHUN CpOKa MPOBEOEHUA SKCrepTusbl
OTHOLUEHUS OXMAaeMOWN MOrb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUS NEKapCTBEHHOMO npenapaTta Ha OCHOBaHWUU
OOKYMEHTa, CoAepallero pesynbTaTbl MOHMTOpUHra 3dEeKTMBHOCTM UM 6e30MacHOCTU NIEKAPCTBEHHOIO
npenaparTa.

12. B cpokK, He NpeBbluatoWwmi 4ecaTn paboumx AHEN Co OHS NONYYEHUS 3aKMioYeHUs KOMUCCUM SKCNEpPTOB
no pesynbTaTtamM 3KCMEPTU3bl OTHOLIEHUA OXMOAAEMOW MNOMb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs
NeKkapCTBEHHOro npenaparta, COOTBETCTBYIOLLMIA YMNONHOMOYEHHbIV dedeparnbHbli OpraH UCMOSHUTENbHON
BracTu:

1) OCyLUeCTBNAEeT OuUEeHKYy 3TOro 3aki4YeHua aOnda onpegerieHna ero CooTBeTCTBUMA 3adaHUK Ha
npoeegeHne yKa3aHHOl71 9QKCNEPTU3bI;

2) NpUHUMaEeT peLleHne O MOATBEPXKAEHUWN TOCYyAapCTBEHHOW pernctpaumu NekapCTBEHHOro npenapara
unu o6 oTkase B NOATBEPXKOEHUM roCyAapCTBEHHOWN perncTpauun NekapcTBeHHOro npenapaTa;

3) BHOCMUT MpW MPUHATAM PELLEHWUS O MOATBEPXKAEHWU roCyOapCTBEHHOW PerMcTpauum nekapcTBEHHOro
npenapaTa CBedeHMst B rOCY[AapCTBEHHbIN PEecTp NeKkapCTBEHHbIX CPEACTB M BblOaeT 3assuTento 6eccpoyHoe
perucTpauyioHHoe YAOCTOBEPEHME NEeKapCTBEHHOrO npenapara.

13. OcHoBaHMeM Ans oTkasa B NOOTBEPXOEHWM T[OCYLAaPCTBEHHOM perncTpauum rekapCTBEHHOMO
npenapata sBNSETCH  3aKMOYEeHWe  COOTBETCTBYIOLLETO  YMONHOMOYEHHOrO  hefepanbHOro  opraHa
NCMONHUTESNBHON BNacT O TOM, YTO PUCK MPUYMHEHMS Bpeaa 340POBbI0 YenoBeKa UMnu XXMBOTHOFO BCreacTBue
npuema nekapcTBEHHOro npenapaTta npesbilaeT 3pEKTUBHOCTE EMO MPUMEHEHMSI.

(B peq. PepnepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepuop nposedeHVs Npoueaypbl NoaTBEPXKOEHUS rocydapCTBEHHON perncTpaummn NekapcTBeHHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapara ero obpalleHne B Poccuiickoin Penepaunm He nprocTaHaBnnBaeTcs.

15. [JonyckaeTcs obpalleHne nekapCTBEHHbIX NpenapaToB A0 UCTEYEHMS CPOKa FOAHOCTU, NPON3BEOEHHbIX
B TeYeHhWe CTa BOCbMUOECATU KaneHOapHbIX D,Hel7l nocne pgatbl NPUHATUA YNOJTHOMOY€HHbIM (bep,epaanblM
OpPraHoM WCMONTHUTENbHOM BRAcTU peLleHnst O NOATBEPKAEHUN rOCYLapCTBEHHOW perucTpaumm, B COOTBETCTBUN
C UHdOpMaUmen, cofepKalliencs B AOKYMEHTaxX pErMCTpaLMOHHOIO AOCbE Ha NeKapCTBEHHbIN NpenapaT 4o AaThl
MPUHATUA TaKoro peLleHusl.
(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

Cratba 30. BHeceHMe u3MeHeHMW B AOKYMEHTbl, coAaepawumecs B pPerMcTpaumMoHHOM [OCbe Ha
3aperMcTpupoBaHHbIA NleKapCTBEHHbIN Npenapart Ans MegULMHCKOro NpuMeHeHus

1. B uensx BHECEHUS W3MEHEHUA B [OOKYMEHTbl, COAEpXaliMecs B pPerucTpauMoHHOM [OoCbe Ha
3aperMcTpUpoOBaHHbIA NeKapCTBEHHbIN npenapaTt Ans MeQMUUHCKOrO MpUMEHeHUs, AepxaTenb unu Briagenew
pervcTpaumoHHOro yaocToBepeHns fiekapCTBEHHOMO nNpenapara WM yrnonHOMOYEeHHOe UM Apyroe opuanyeckoe
nMuo (ganee B HacToAWEW CTaTbe - 3asdABMTENb) NPEACTaBnsieT B YMNOMHOMOYEHHbIN dhedepanbHbIi OpraH
UCNONMHUTENBHOMW BMAacTW 3asBfeHMe O BHECEeHWW TaKkux U3MeHeHun no ¢opMe, YCTaHOBNEHHOM
YMONTHOMOYEHHbLIM befepanbHbIM OpPraHoM WCMOMHUTENBbHOW BMNAcTW, U Npunaraemble K HEMY W3MEHEHUS B
yKa3aHHble JOKYMEHTbI, a Takke JOKYMEHTbI, NoATBepXaaLmne HeobxoanmMoCcTb BHECEHNS TakUX U3MEHEHNN.

(B peq. PepnepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 04.06.2018 N 140-03)

1.1. Tpn HeobxoAMMOCTM BHECEHWst B [OOKYMEHTbl, coAepkalimecss B PErMcTpauMoHHOM [oCbe Ha
3apEerMcTPUPOBaHHbIA NIEKApCTBEHHbIA NpenapaTt And MeLWUUHCKOrO NMPUMEHEHUS, U3MEHEHWUW, YKa3aHHbIX B
NyHKTE 3 YacTu 2 HaCTOsLLEN cTaTbl U TpebyoLWwmnx NpoBeAeHMs SKCNepTU3bl Ka4ecTBa NeKapCTBEHHbIX CPEACTB,
3aaBUTENb OOMONHUTENBHO MPEeACTaBnseT B YNOJIHOMOYEHHbIN defeparnbHbli OpraH UCMOSNTHUTENbHOW BNacTu
CBeLEeHUs O AaTte NpedocTaBrieHus U PerMcTpaumMoHHOM HOMEpe NULUEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX
CPEeACTB Unu CBeAEHWs O AaTe MnpeaocTaBreHuMs U PermcTpauuoHHOM HOMEpEe 3aKMYeHWs O COOTBETCTBUM
npou3BoauTENST NEeKapCTBEHHbLIX cpeAcTB TpeboBaHUSM NpaBui Haanexallen npou3BOACTBEHHOW MPaKTUKWU,
BblOAHHbLIX (MPedoCTaBMEHHbIX) YMONHOMOYEHHbIM befepanbHbiM  OpraHoOM  UCMOMHUTENBHOW Bractu B
OTHOLUEHMN W3MEHEHHON W (Mn) AOMNONHEHHOW NMPOWM3BOACTBEHHOW MIOLWAAKM NEeKapCTBEHHOMO npenapara, B
cnydae, ecnv npou3BOACTBO JIEKAPCTBEHHOrO npernapaTa ocyulecTenseTtcss B Poccuiickon Pepepauumn, nnbo
CBe[eHNs O AaTe NpedocTaBfeHnst U perMcTpaumoHHOM HOMEpPE Bbl4aHHOW YNONTHOMOYEHHBIM OpraHOM CTpaHbl
npov3BoguTENsa NULUEH3UU Ha NPOU3BOACTBO fEKAapPCTBEHHOrO npenaparta U ee NepeBOd Ha PYCCKUM A3bIK,
3aBepeHHble B YCTaHOBMEHHOM MOpsaaKe, a Takke CBeJeHWd O faTe NpefoCTaBrneHuMs U pernctpauuoHHOM
HOMepe 3aKIloYeHUss O COOTBETCTBUM MNPOM3BOAUTENS J1IEKAPCTBEHHbLIX CPEACTB TpeboBaHMSIM npaBun
Haanexalle MNpPOU3BOACTBEHHOW  MPaKTUMKW, BbIGAHHOTMO  YMOJSIHOMOYEHHbIM  dedepanbHbIM  OpraHoMm
WCMNOJTHUTENBHOW BNAacTM B OTHOLIEHUN WM3MEHEHHOM W (Mnn) LOMOJSIHEHHOW MPOM3BOACTBEHHOM MNNOLaaKM
NEeKapCTBEHHOro npenapaTta, UM CBeAEHWst O fJaTe MpefoCTaBIieHUs U PerucTpalMoHHOM HOMEpE peLleHus
YMNOIHOMOYEHHOro  (beaepanbHOrO OpraHa MCMOMHUTENbHOW BRactM O MpOBEAEHUM WHCMEKTUPOBaHUSA
npoun3BoguTens nekapCcTBEHHbIX CPeAcTB B Cryvae, eCcnu NPOW3BOACTBO fEKapCTBEHHOro npenaparta
ocyllecTBnsieTcs 3a npegenamu Poccuiickon ®epepaumu.

(yacte 1.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93; B pen. depepanbHoro 3akoHa OT
27.12.2019 N 478-03)

1.2. Tpn HeobxoAMMOCTM BHECEHWst B [OOKYMEHTbl, coaepkalimecss B PErMcTpauMoHHOM [oCbe Ha
3apErMcTPUPOBaHHbIA NIEKAPCTBEHHbIM NpenapaTt ANd MeLWUUHCKOrO NMPUMEHEHUS, U3MEHEHWUW, YKa3aHHbIX B
NyHKTE 4 4YacTu 2 HacTOsLLEN cTaTbl U TpebyoLWwmnx NpoBeAeHMs SKCNepTU3bl Ka4ecTBa NeKapCTBEHHbIX CPEACTB,
3aaBUTENb OOMNONHUTENBHO MPEeACTaBnseT B YNONIHOMOYEHHbIN defeparnbHbli OpraH UCMOSNTHUTENbHOW BNacTu
CBeLEeHUs O AaTte NpedocTaBfieHUs U PeruMcTpaumMoHHOM HOMEpe NULEH3MM Ha MPOM3BOACTBO JIEKAPCTBEHHbIX
cpencte unun ceegeHuna o aarte npenocrtaBlieHuAaA U pernctpaubMoHHOM HOMepe 3aKr4eHua O COOTBEeTCTBUU
npou3BoauTENsT NEeKapCTBEHHbLIX cpeAcTB TpeboBaHUSM NpaBui Haanexallen npou3BOACTBEHHOW MPaKTUKW,
BblOAHHbLIX (MPedoCTaBMEHHbIX) YMONHOMOYEHHbIM befepanbHbiM  OpraHoOM  UCMOMHUTENBHOW Bractu B
OTHOLUEHMN MPOU3BOACTBEHHOW NIIOLWAAKM FEeKapCTBEHHOro npenapaTta, B criyyae, €cnv NpOM3BOACTBO
NeKapCTBEHHOro npenapata ocyulectBnsietca B Poccuiickon ®degepaumm, nubo cBegeHuMss O pgaTe
npegocrtasnieHna U perncTtpauyMoHHOM HomMmepe Bpr,aHHOI7I YNOJTHOMOY€EHHbIM OpraHoM CTpaHbl nNpon3BoauTenA
JIMUEeH3nn Ha npou3BOACTBO IeKapCTBEHHOro npenaparta n ee nepesBoa Ha pyCCKI/IVI A3blK, 3aBepeHHble B
yCTaHOBMEHHOM MOpsAKe, a Takke CBeAeHUs O AaTe NpeaoCTaBneHnst U permcTpaLmoHHOM HOMepe 3aKmnioveHus
O COOTBETCTBMM MNPOM3BOAUTENS  JIEKAPCTBEHHbIX CPeACcTB  TpeboBaHMsIM  MNpaBuil  Hagnexallen
NPON3BOACTBEHHOW MPAKTMKW, BblAAHHOIO YNONTHOMOYEHHbIM heeparnibHbIM OPraHOM UCMONMHUTENBHOM BriacTu B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

OTHOLLEHMWN NPOM3BOACTBEHHON MITOLLAAKN EKAPCTBEHHOIO Npenapara, UM CBeAeHnsi 0 faTte NpefoCTaBneHns
N PEerucTpaumoHHOM HOMEpPE pPEeLUEHUS YMNOHOMOYEHHOro dpeeparnbHOro opraHa WCMOMHUTENBHOW BNAactu O
NPOBEAEHUN WHCMEKTMPOBaHUSA NPOU3BOAUTENS FEKapCTBEHHOIO CPeAcTBa B Criyyae, ecnv npou3BOACTBO
NekapCTBEHHOro npenapara ocyLecTBnseTcsa 3a npegenamm Poccuinckon ®epepauun.

(yactb 1.2 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. PepepanbHOro 3zakoHa OT
27.12.2019 N 478-d3)

1.3. TpuHATME pelleHns 0 BHECEHUUN U3MEHEHMUI UM 06 OTKase BO BHECEHUN U3MEHEHUIA B AOKYMEHTHI,
cogepxaiwimecsas B PeErucTpaumoHHOM [OCbe Ha 3aperMcTpvpOBaHHbIA  MEKapCTBEHHbIN npenapaTt  Ang
MEeOULMHCKOTO MPUMEHEHUs, B cryvyae HeobxoaMMOCTU MPOBEAEHUS 9KCMepTU3bl KavyecTBa NeKapCTBEHHbIX
cpeactB M (MNM)  OKCNEpTU3bl OTHOLLIEHWS OXWOAEMOW MONib3bl K BO3MOXHOMY PUCKY MPUMEHEHUS
nekapcTBeHHOro npenapaTta Ans MeOuLMHCKOrOo MPUMEHEHUS OCYLIECTBNAETCA B CPOK, He MpeBbIlLatoLunii
AeBsiHOCTa pabounx AHEN, a B OCTaNbHbIX CNy4asx B CPOK, HE MpeBbILAWMA Tpuguatn pabounx gHen co OHs
NPUHATUA YNONHOMOYEHHbLIM befepanbHbiM OpraHoOM WCMOSTHUTENbLHOW BriacTy 3asiBNEHUs O BHECEHUWN Takux
N3MEHEHNN.

(vactb 1.3 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

1.4. YnonHomMoudeHHbIN deaepanbHbIi  OpraH WUCMNOMHUTENbHOW BMAcTM C  Y4eToM pesynbTaToB
hapmakoHaz30pa M NPOBEPOK COOTBETCTBUS NEKAPCTBEHHbIX CPEACTB, HAaxXoOaWMXCa B rpaxgaHckom obopoTe,
YCTaAHOBMEHHbIM TpeboBaHMAM K WX KayecTBy B Te4YeHMe [ecaTu paboumx OHEeW CcO AHS MNOCTYNneHus
COOTBETCTBYIOLLEN MHOPMALUK pasmellaeT Ha CBoeM oduumansHoOM cante B ceTu "HTepHeT" cBegeHus o
HEeOOXOAMMOCTU BHECEHWUsI B WHCTPYKUMIO MO MEeAMLMHCKOMY TMPUMMEHEHUIO FeKapCTBEHHOrO npenapara
N3MEHEHWU B OTHOLLEHWM CBEAEHMIM O MOKa3aHWAX AN MPUMEHEHUS M MPOTUBOMOKA3aHUAX ONs NPUMEHEHWUS
NeKapCTBEHHOrO npenapara, BbIsIBMIEHHbIX MOOOYHBIX OENCTBUSAX, HEXenaTerbHbIX peakumsx npu npuMeHeHun
NIeKapCTBEHHOro npenapata u yBegoMnsaeT o6 STOM B SfIEKTPOHHOW (hopMe UM MMcbMeHHon dopme (Ha
OymMaKHOM HocuTene) pepxaTtens wnu Bragenbla pPerncTpaumMoHHOrO yOOCTOBEPEHUSI JIEKAPCTBEHHOTO
npenapaTta (MnM YNOMHOMOYEHHOE MM JpYroe pUAMYECKOe NULO), a Takke AepxaTtenen unu BnagenbLeB
perncTpaumMoHHbIX YAOCTOBEPEHUN JEKApCTBEHHbIX MNpenapaTtoB (UMM YNOMHOMOYEHHbIX UMW OpYrux
IOPUAMNYECKMX UL, KOTOPbIE ABMAIOTCS B3aMMO3aMeHAEMbIMU.

(yacTb 1.4 BBegeHa PepepanbHbiM 3aKkoHOM OT 27.12.2019 N 475-03)

1.5. Jepxatenb nnu Bnagenew, perncTpaumMoHHOro yAoCTOBEPEHUS NeKapCTBEHHOrO npenapara, a Takke
aepxatenn wnuM  Bnagenbubl  PErmcTpaunoHHbIX  YAOCTOBEPEHUM  JIeKapCTBEHHbIX MpenapaTtoB  (Mnu
YMOMIHOMOYEHHbIE VMUK Jpyrue lpuauyveckme nuua), KoTopble SBMSOTCA B3auMMo3aMeHsieMbiMU, 00s3aHbl
npeacTaBuTb B YMOMHOMOYEHHbIV hedepanbHbii OpraH WCMOMHWUTENbHOW BracTW 3asBfIeHNss O BHECEHUW
N3MEHEeHU B OOKYMEHTbI, coAepKalinecs B perncTpaumoHHbIX 4OCbE Ha 3aperncTpupoBaHHbIe NeKapCTBEHHbIE
npenapaTtbl Ans MEAWMUUHCKOrO MNPUMEHEHWsi, B OTHOLEHWM CBEOEHWW, YKa3aHHbIX B WHCTPYKUUM MO
MEeOULMHCKOMY MNPUMEHEHWMI0 feKapCTBEHHbLIX MpenapaToB, B TeyeHue copoka pabounx p[Hen co  AHs
pasMeLleHns YNoNTHOMOYEHHbIM dhefepanbHbiM OpraHOM MCMONMHUTENBHOW BRacTn MH(opmMauuu, ykasaHHON B
Yyactu 1.4 HacTosLen ctaTbk. [laHHOe TpeboBaHKe He pacnpoCcTpaHSeTCs Ha Cryvan BHECEHUS B UHCTPYKLMIO MO
MEOVNLUMHCKOMY MPUMEHEHMWIO NEeKapCTBEHHOro npenapata M3MEHEHWA B OTHOLIEHUW HOBbIX MOKasaHun Ons
NMPUMEHEHNS NeKapCTBEHHOrO nNpenapaTta Ha OCHOBaHWUWN pe3yNnbTaToB COOTBETCTBYHIOLLMX NCCIIeA0BaHNN.

(yactb 1.5 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

2. JkcnepTr3a NeKapcTBEHHbIX CPEACTB B YACTW 3KCMEPTM3bl KAYECTBA NEKAPCTBEHHOTO CPEACTBa U (M)
3KCMEPTU3bl OTHOLLEHUS OXXMAAEMON MOTb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NIEKapCTBEHHOTO NpenapaTa ans
MEOMLMHCKOrO MPUMEHEHUs] NMPOBOAWUTCS B CriyYae BHECEHUS U3MEHEHWA B OOKYMEHThbl, copepxaliuecsi B
perucTpauyvoHHOM AOChbe Ha 3apervcTPUPOBaHHLIN NEeKapCTBEHHbIV Npenapar, B OTHOLLEHUM:

1) cBeAeHWUIA, ykasaHHbIX B UHCTPYKLMW MO MEAULIMHCKOMY NMPUMEHEHWI0 NekapCcTBEHHOro npenaparTa:

a) nekapcTBeHHass popMa C yKasaHWeM HauMeHOBaHWN M KOMUYECTBEHHOro cocTaBa AeNCTBYIOLLMX
BELLECTB M Ka4eCTBEHHOro CocTaBa BCMoMoraTenbHbIX BeLlecTB (Mpy HeOoBXOAMMOCTU KONMYECTBEHHOro cocTasa
BCMoMoraTesnbHbIX BELLECTB);

6) dhapmakogMHaMuka W hapMakoKMHETUKA (32 WCKIOYEeHMEM (HapMaKOKMHETUKM TFOMEeOoNaTUYeCcKux
NeKkapCTBEHHbIX NMPenapaToB 1 pacTUTENbHbIX JIeKapCTBEHHbIX NMPenapaToB);

B) nokKa3aHunAa Ana npuMeHeHua,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

r) NPOTUBOMNOKA3aHUsA Ans NPYMEHEHUS;
[) Mepbl NPeoCTOPOXHOCTU NPU NPUMEHEHWNN;

€) yKaszaHue BO3MOXHOCTU U 0COBEeHHOCTEN NMPUMEHEHUsT NeKapCTBEHHOro npenapaTa Afsi MeAULIMHCKOro
NMPUMEHEHNs1 GEepPeMEHHbIMU KEHLUMHAMK, >XEHLMHaMW B nepuod rpyaHOro BCKapMMMBaHUS, OeTbMU,
B3POCIbIMU, UMEIOLLMMUN XpOHUYeCKe 3abonesaHns;

)K) pexnm Oo3npoBaHu, crnocobbl BBeAeHMs1 U NPUMEHEHNA, Npu HeobxoauMocTun BpemMA rnpunemMa
JleKapCTBEHHOro npenaparta, NpoAoJKUTEeNIbHOCTb Jie4yeHusd, B TOM Ynucrne y neten 4o vn nocrne o4Horo roaa;

3) BO3MOXHble MOBOYHbIE [OENCTBUA U HexenaTenbHble peakuuyu Npu MPUMEHEeHUN NeKapCTBEHHOro
npenapara;

1) CUMNTOMbI Nepeao3nPOBKM, MEPbI MO OKa3aHMI0 NOMOLLM NPU NepPeao3npPOBKE;
K) B3aMMOJENCTBME C APYrMMM NEKapCTBEHHBIMW NPenapaTaMu 1 (Unu) NULLEBLIMU NPOAYKTaMU;
) dhopMbl BbIMycKa NEKapcTBEHHOrO npenapara;

M) ykasaHue (npu HeobXoOMMOCTM) OCOGEHHOCTelN OEeWCTBUS NeKapCTBEHHOro npenaparta npu nepBoM
npueme Unu nNpu ero OTMeHe;

H) cBeeHnda O BO3MOXHOM BJIUAHUMN NEeKapCTBEHHOro npenapara and MeguuunHCKOro npmMmeHeHuda Ha
CNocobHOCTb ynpaendaTb TPAHCNOPTHLIMKU CpeaCTBaMU, MexXaHn3Mmamu,

0) CPOK FOAHOCTM M yKasaHuWe Ha 3arnpeT NPUMEHEHWsI NeKapcTBEHHOro npernaparta fno UCTEYEeHUM CPoKa
rogHoCTH;

M) yCNnoBUsi XpaHeHus:;

p) yCroBus OTNYCKa;

2) cocTaBa nekapcTBEHHOro npenapaTa Ans MeAMUMHCKOrO NPUMEHEHUS;

3) M3MeHeHUs1 MecTa NPOM3BOACTBA FIEKAPCTBEHHOMO NpenapaTta Ans MeguUMHCKOrO NPUMEHEHUS;

4) M3MEHEHNS NoKasaTenen kavyecTea JNIEKapCTBEHHOIO npenapata gna MmeanunHCKoro nppumMmeHeHna n (VIJ']I/I)
MeTOOO0B KOHTPOJIA Ka4eCTBa JIieKapCTBEHHOIO rnpenaparta and MeguumHCKOro npuMeHeHu4;

5) n3mMeHeHus1 cpoka rogHOCTK NeKkapCTBEHHOrO Npenapara As MeAUUMHCKOrO NPUMEHEHNS;

6) cBeaeHuin 0 HE0BXOAMMOCTM BHECEHMUS MHBIX M3MEHEHUI B MHCTPYKLMIO NO MEANLIMHCKOMY NPUMEHEHUIO
NeKapcTBEHHOrO npenapaTa, a Takke B WHble [OKYMEHTbl, COAepXallnecs B PerMcTpaumoHHOM [OCbe Ha
3aperncTpupoBaHHbLIN fleKapCTBEHHbIM npenapaT. [lpu 3ToM pelleHne O MpoBedeHUN 3KCMepTU3bl KavyecTsBa
NleKapCTBEeHHbIX CpeacTB U (I/IJ'II/I) 9KCNepTn3bl OTHOLLEHUA O)KVI,EI,aeMOVI NoJib3bl K BO3MOXHOMY PUCKY NPpUMEHEeHUA
neKkapCTBEHHOro npenapaTta Ans MeAULMHCKOro NpUMMEHEHUs1 NMPUHUMAETCsl B COOTBETCTBUM C YTBEPXKAEHHON
YMNONHOMOYEHHbIM dhefieparnbHbIM OpraHOM UCMONHUTENbHOM BNacTu knaccudurkaumen UsMeHeHU, BHOCUMbIX B
OOKYMEHTbI, codepallmecs B pErMcTpauMoHHOM [OCbe Ha 3aperncTpupoBaHHbIv NEKapCTBEHHLIN NpenaparT.
(vacTb 2 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. 3asBuTenb BrnpaBe NpeAcTaBuUTb MO COBCTBEHHOW MHMUMATMBE BMECTe C 3asiBIEeHMEM O BHECEHMU
N3MEHEHUIA B [OKYMEHTbI, coAepKallmecsl B permcTpaluyoHHOM AOChbe Ha 3aperMcTpUpoBaHHbI NeKapCTBEHHbIN
npenapat Ans MEeAMUMHCKOro MpUMEHEHWs!, KOMUM OOKYMEHTOB, MoATBEpXAaloWuX ynnaTty rocyaapCTBEHHOMN
OOLVHBI 3@ BHECEHWEe B OOKYMEHTbl, COAEepXKallMecs B PErMcTpauMoHHOM [OOCbe Ha 3apermcTpvpoBaHHbIN
NeKkapcTBeHHbIN npenapaTt Ans MeauUMHCKOTrO NPUMEHEHUs), USMEHEHU, TPeByoLLIMX NPoBedeHUs SKCnepTu3abl
NEeKapCTBEHHbIX CPEeACTB B 4YacTuM 3KCMepTU3bl KadecTBa NEKapCTBEHHOro CpeacTBa WM (MNM) SKCnepTu3bl
OTHOLLUEHMSI OXWAAeMOoih Mofb3bl K BO3MOXHOMY PMUCKY MNPUMEHEHUs fleKkapcTBEHHOro npenapaTta Ans
MEAMLMHCKOrO MPUMMEHEHUS,, FOCYapCTBEHHON MOWNWHbLI 33 BHECeHWe B [OKYMeHTbl, coaepxaliuecs B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

perncTpaumoHHOM [0Cbe Ha 3aperncTpuMpoBaHHbIN NEKapCTBEHHBIN NpenapaT Ana MeauUMHCKOro NPUMEHEHWs,
N3MeHeHu, He TpebyLWwnx NPOBEAeHMS SKCNepTW3bl NEKapCTBEHHOro CpefcTBa, a Tawkke BblgaBaeMble
(npepocTaBnsemble) YNONHOMOYEHHbIMK bedepanbHbIMU  OpraHaMn  WCNOMHUTENbHOW BRAacTW  OOKYMEHTbI
(cBegeHunsn), ykasaHHble B YyacTax 1.1 n 1.2 HacToswen ctatbu. B cnyvae nx HenpeacTasneHns ynoriHOMOYEHHbIN
dhedepanbHbI OpraH UCMOMHUTENbHOW BNAcTV 3anpalivMBaeT yKa3aHHble AOKYMEHTbl (CBedeHus) B nopsiake
MeXBEeAOMCTBEHHOIO MH(POPMaLMOHHOIO B3aMMOAENCTBUS.

(vacTb 3 B peq. ®PenepansHoro gakoHa ot 27.12.2019 N 478-93)

4. B TeueHue pecatn paboumx gHEn Co AHS MOCTYMIEHUS YKa3aHHOro B 4acTM 1 HacTosiwen craTby
3asBMeHNs U HEOBXOANMbIX JOKYMEHTOB YNONHOMOYEHHbIN dheaepanbHbIvi OpraH UCNOMHUTENBHOW BriacTu:

1) npoBOANT TMPOBEPKY MOJIHOTbI M OOCTOBEPHOCTU cBegeHun, coaepxawmxca B npenctaBlieHHbIX
3adaBuTenieMm Mmartepuanax,

2) NpMHMUMaeT peleHne O npoBefeHUN YKa3aHHbIX B 4acCTu 2 HacTosilen crtaTtby COOTBETCTBYHOLLNX
JQKCNEPTU3 NNeKapCTBEHHOIO cpeacTtea nnn 00 oTkase B ux npoBeaeHnn;

3) yBegomnsieT B 3NIEKTPOHHON UMK NMUCbMEHHOW bopMe 3asBUTENST O NMPUHATOM PELLEHUN UNKN B Criyyae
NPUHATUA pelleHns 06 OTkase B MPOBEOEHUM COOTBETCTBYIOLLEN IKCNEpPTU3bl C yKa3aHWEM MPUYUH TaKoro
OTKa3sa.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

4.1. B cny4yae BbISIBNIEHNss HEOOCTOBEPHOCTN CBEAEHMIN, coaepXalluxcs B NpeacTaBneHHbIX 3asiBUTeNem
MaTepuanax, ynorHOMOYEHHbIN beaepanbHbii OpraH UCMONMHUTENbHOW BNACcTWU HanpaBnseT 3asaBMTENO 3anpoc
006 YTOYHEHWNM yKa3aHHbIX cBeAeHWU. [aHHbI 3anpoc MoxeT ObiTb nepegaH ynoriHOMOYEHHOMY NMPeACTaBUTENHO
3a9BUTENS NMYHO NOA PacnucKy, HanpaBfeH Mo noyTe 3akas3HbIM MMCbMOM UMW NepeaaH B 3MeKTPOHHOW dhopMme
Mo TeneKkoMMYHUKaUMOHHbIM KaHanam cBs3W. B crnyyae HanpaBneHus gaHHOro 3amnpoca Mo noyte 3akasHbIM
MMCbMOM OH CYATAETCS MOMNYyYEHHbIM NO UCTEYEHUW LIEeCTN AHEN C AaTbl HAaNpaBeHWs 3aka3Horo NMcbma.

(yacTb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3aaBuTenb 006si3aH NpeacTaBMTb OTBET Ha 3anpoc YMNONHOMOYEHHOro dedeparibHOro opraHa
WCMONHUTENBHON BMacTu B CPOK, He MpeBbIWAWMIA AeBAHOCTa paboymx AHEel CO AHS MOMyYeHUs OaHHOro
3anpoca. Cpok, ykasaHHbI B YacTu 4 HacTosILEN CTaTby, NMPMOCTAHABNNBAETCH CO AHSA HanpaBneHus 3asBUTENHO
3anpoca ynofHOMOYEHHOro dhefAepanbHOro opraHa UCMOMHUTENbHOW BRacTu A0 AHSA MOMy4YeHus MM OTBeTa Ha
OaHHbIA 3aMnpoc M He Y4YMTbIBAETCS MPU UCHUCIIEHMM CPOKa MPUHATUS PELUEHMS] O BHECEHUM WU3MEHEHWUA B
OOKYMEHTbI, COAepXalLmecs B permcTpaumMoHHOM J0Cbe Ha 3aperncTpMpoBaHHLIN NEKapCTBEHHLIN Npenapar Ans
MeaULMHCKOro NPUMEHEHUS.

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

5. OcHoBaHveM Ons oTkasa B NPOBEAEHUN YKa3aHHbIX B YacTU 2 HACTOSLEN CcTaTbi 3KCNepTU3 ABNSeTCS
npeacTaBrneHne OOKYMEHTOB, NepeyvucrieHHbix B yacTtsax 1 m 3 Hactoswen craTbu, B HEMofiHOM obbeme,
HenpeacTaBreHne 3asBUTENEM B YCTaHOBIEHHBIN CPOK OTBETA Ha YyKasaHHbIN B YacTu 4.1 HacTosien ctaTbu
3anpoc YNorHOMOYEHHOro pbefepansHOro opraHa WCMOMHUTENbHOW BNactu, a Tawkke OTCYTCTBME B
npeacTaBrneHHbIX [OOKyMEeHTax [AOCTaTOYHbIX CBedeHWW, MOATBepXaalwmux HeobxoaumMoCTb BHECEHUS
N3MEeHeHNn, WnNu OTCYTCTBME UHAOpMaLuUK, noaTeepxaaroLwen akT ynnaTbl rocyAapCTBEHHbIX MNOLUMNH,
yKa3aHHbIX B 4acTu 3 HacTosLWEen CTaTbm.

(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

6. YKasaHHble B YacTu 2 HacCTOSILLEN CTaTbW 3KCNEpPTM3bl NMPOBOAATCS B NOpsAKe, yCTAHOBIEHHOM CTaTben
23 HacTosiuero PenepanbHOro 3akoHa.

7. B cpok, He npeBblLaLWnn 4ecaTn pabodunx gHeW co AHSA MOyYeHUs 3akmoYeHUn KOMUCCUIA SKCNepPTOB
no pesynbTaTaM yKa3aHHbIX B YacTW 2 HACTOSLLEN CTaTbW 3KCMEPTU3, YNOMHOMOYEHHbIN doeaeparnbHbIi opraH
WCMNONHUTENbHON BNAacTu:

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

1) NPUHUMaET pelleHne 0 BHECEHUN N3MEHEHNIN B OOKYMEHTbI, cogepxalinecd B permctpauymMoHHOM OOoCbe
Ha 3apeFVICTpI/|pOBaHHbIl7I ﬂeKapCTBeHHbIVI npenapat AanAa MeauMumHCKOro npuMeHeHud, unm 00 oTkase BO
BHECEHWMW TaKUX N3MEHEHWUIA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2) BHOCUT B roCydapCTBEHHbIN peecTp JieKapCTBEHHbIX CPEACTB Ha OCHOBaHWMM PELUEHMSI O BHECEHUU
N3MEHEHWUIA B [JOKYMEHTbI, COAepsKallMeca B permcTpaLlmoHHOM AOChbe Ha 3aperMcTpUpPOBaHHbIA NeKkapCTBEHHbIN
npenapar ans MeauLMHCKOro NPMMEHEHNs!, HeOBXOAMMbIE U3MEHEHMS U BO3BpaLLaeT X 3asBUTENIO;

3) BblgaeT 3aABUTENI0 HOBOE perucTpauvoHHOe YAOCTOBEpeHMe NekapCTBEHHOro npenapaTta B cryyae
N3MEeHEeHNsi CBEAEHWN, COAEPXKALLMXCS B HEM.
(n. 3 BBeaeH PegepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8. OcHoBaHVeM ans oTkasa BO BHECEHWUM U3MEHEHWIA B JOKYMEHTbI, coaepkalumMecs B perncTpaunoHHOM
[OCbe Ha 3aperucTpupoBaHHbIi JNIEKApCTBEHHbIA Mpenapat Ans MeOuUMHCKOrOo MNPUMEHEHWs, SBNSieTcs
3aKII0YEeHMEe YMOSTHOMOYEHHOIO (oefepasibHOr0 opraHa MCMONHMTENbHOM BRacTu O BO3MOXHOCTM CHVKEHUS
6e30nacHOCTU, kayecTsa, apdEeKTUBHOCTY NEKAapPCTBEHHOIO CPeACTBa B Cryvae BHECEHUS TakKMX U3MEHEHW.

9. OonyckaeTtcst obpalleHve nekapCTBEHHbIX NMpenapaToB ANS MeOUUMHCKOrO NPUMEHEHNs OO0 UCTeYeHUs
CpoKa rofHocCTH, NPou3BefeHHbIX B TeYEeHNe cTa BOCbMUOECATU AHEN nocne AaTbl NPUHATUS YNONMHOMOYEHHbBIM
defepanbHbIM - OpPraHoM  WCMOSTHUTENbHOW  BIlacTU  pelieHnss O BHECEHUN W3MEHEHWA B  [OKYMEHTbI,
cofepxalumecs B permctpaumoHHOM [oCbe, B COOTBETCTBUU C UHpopMaumen, copepxallenca B AOKYMEHTax
pervcTpaumoHHOro OChE Ha NeKkapCTBEHHbIN NpenapaT A0 AaTbl NPUHATUS TAKOro PeLUEeHUs.

(vactb 9 B peq. ®PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

10. MNpaBuTtenbctBo Poccuiickon Pepepauun BrnpaBe YyCTaHOBUTb QCOBEHHOCTU BHECEHWSI U3MEHEHWUA B
OOKYMEHTbI, coaeprKallmecs B perucTpaumMoHHOM A0Cbe Ha 3apermcTpuUpoBaHHbIN NIEKAPCTBEHHbIV NpenapaT 4s
MEOMLMHCKOrO MPUMEHEHUd, B cryvyae AedeKkTypbl UM pucka BO3HWKHOBEHUS AeekTypbl NeKkapCTBEHHbIX
npenapaTtoB B CBA3W C BBedeHWeM B oOTHoweHun Poccuiickorn ®efepauumn  orpaHUYUTENbHBIX  Mep
3KOHOMMYECKOro XapakTepa.

(yactb 10 BBegeHa depepanbHbiM 3akoHoMm oT 08.03.2022 N 46-93)

Ctatba 31. BHeceHMe n3MeHeHUN B AOKYMEHTbl, coAepawumecs B pPerMcTpaumMoHHOM [OCbe Ha
3apermMcTpupoBaHHbINA NIeKapCTBEHHbLIN Npenapar Ans BeTepUHapHOro NpUMeHeHus

1. B uensx BHeCeHWs W3MEHeHUA B [OKYMEHTbl, codepxallmecs B perncTtpauumoHHOM [ocbe Ha
3aperncTpupoBaHHbIN NekapCTBEHHbIN NpenapaTt Ans BeTepuHapHOro NpuUMEHeHUs, AepxaTenb unv Bnageney,
perncTpaumoHHOro yaoCcToBEPEHUs NeKapCTBEHHOro npenapara unu ynonHOMoOYeHHoe UM Apyroe puanyeckoe
nvuo (ganee B HacToslen cTaTbe - 3asBUTENb) MpeacTaBnsieT B YNOMHOMOYEHHbIN dedepanbHbIi opraH
UCNOSMHUTENBHOM BMAacTU 3asiBieHMe O BHECEHUW TaKuxX MU3MEHeHun no ¢opme, YCTaHOBNEHHOM
YNOMHOMOYEHHbIM (hbefepanbHbIM OpraHOM MCMOMHUTENbHOW BRacTu, U npunaraemble K HEMY U3MEHEHWUs B
yKa3aHHble JOKYMEHTbI, @ TakKe OOKYMEHTbI, NMOATBEPXAAoLWMe HEOOXOOUMOCTb BHECEHUSI TakMX U3MEHEHUN.
Mpn HeoOXOAMMOCTU BHECEHWS U3MEHEHWW B [OOKYMEHTbl, COAepXalluecd B perucTpauMoHHOM [oCbe Ha
3aperncTpupoBaHHbIN NeKkapCTBEHHbIW NpenapaT And BeTepUHapHOro MPUMEHEHUs, B Criydyasx U3MEHEHUs u
(vnn) gONONHEHNs1 NPON3BOLACTBEHHOW MOLAAKN NEKAPCTBEHHOIO CPeACTBa, a Takke M3MEHEHUs nokasaTtenemn
KayecTBa NeKapCTBEHHOro npenapara Ansi BETEPMHAPHOro NpUMEHeHna u (Mnu) MeTOL4OB KOHTPONS KayecTBa
nekapcTBEHHOro npenapaTta Ang BeTepMHapHOro MpPUMEHEHUs 3asiBUTENb AOMOMHUTENbHO npeactaBnseTr B
YNOMHOMOYEHHbIV dhefieparnbHblid OpraH UCNONHUTENBbHOW BNAcTu cnefytolime JOKYMEHThI (CBeAeHUs):

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-93)

1) cBegeHust o paTe NpefoCTaBneHUss U PEerucTpaumMoHHOM HOMepe IMUEH3MM Ha NPOM3BOACTBO
neKkapcTBEHHbIX CPEeACTB, NPeAoCTaBreHHON NPOoM3BOAUTENIO NEKapCTBEHHOro npenapaTta Ans BeTepuHapHOro
NpUMEeHeHUs1, AN POCCUIACKUX Npon3BoaUTENEN;

(B pea. PepepanbHoro gakoHa ot 27.12.2019 N 478-93)

2) cBedeHuss o [pgaTe MpegocTaBfeHUss U PermcTpauMoHHOM HOMEpe JMUEH3MM Ha MNpPOM3BOACTBO
nekapCTBEHHbIX CpeacTB, NPedoCTaBIEHHON MNpou3BoauTento apmaueBTUYeCcKOn cybcTaHuum, BXOOsLLEN B
COCTaB NekapCTBEHHOro npenapara Ans BeTepMHapHOro NpUMEHeHUs!, Ans POCCUNCKMX NPOU3BOAUTENEN;

(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 478-93)

3) Konna [OOKyMeHTa, BblOaHHOMo YMNONTHOMOYEeHHbIM OpraHoM CTpaHbl npou3BoguTena Aand Kaxkoon
I'IpOI/ISBO,EI,CTBeHHOl;l nnowankm NeKapCTBEHHOIO npenaparta ana BeTepnHapHOro npuMeHeHunsa 7
noareepXxpawuwiero CoOoTBETCTBME MNMPOU3BOOUTENA JIEKApPCTBEHHOINO npenaparta Tpe6OBaHI/I$|M npaBun
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Haanexallen npou3BOACTBEHHOMW MPAKTUKWU, U ero nepeBof Ha PYCCKUN A3blK, 3aBepeHHble B YCTaHOBMNEHHOM
nopsigke, a Takke KOMUs 3akiioYeHWs O COOTBETCTBUM MPOM3BOAMTENS NIEKAPCTBEHHBLIX CPeacTB TpeboBaHMAM
npaBun Hagnexawen npon3sBOoACTBEHHON MNPaKTUKW, BbIAAHHOIMO YMNONMHOMOYEHHLIM eaeparnbHbIM OpraHoM
UCMONHUTESNbHON BNactTM Ans  KaXOoow MpOM3BOACTBEHHOW MNNOWAAKM FfeKapCTBEHHOro npenapata  Aans
BETEPUHAPHOIo nNpUMeHeHud, nmbo konusa peweHna O npoBedeHMNM WUHCNEKTUPOBaHUA npousBoanTena
NneKkapcTBEHHbIX CPEACTB, MPUHATOrO YNOMHOMOYEHHbIM defepanbHbiM OpraHOM MCMOMHUTENbHOW Bnactu Ans
KaXkgon npou3BOACTBEHHOW MMOWAAKM FEeKapCcTBEHHOro npenapata And BeTepUHapHOro nNpUMEHEeHUs.
YKaszaHHble [OKYMEHTbl MNpeAcTaBnalTCa B Cnyyae, ecniv Mpou3BOACTBO fEeKapCTBEHHOro npenapata Ans
BETEPMHAPHOro NPUMEHEHUs OCyLLEeCTBNAETCA 3a npegenamm Poccuiickon degepaumy;

4) konNusa OOKYMEHTa, BblJAHHOMO YNOSTHOMOYEHHBIM OpPraHOM CTpaHbl NPOU3BOAMTENS (bapMaLeBTU4ECKON
cybcTaHuumM 1 NOATBEPKAAIOLLEr0 COOTBETCTBME NPOU3BOAUTENST hapMaueBTUYECKOW CyOCTaHUun, BXOASILLEN B
COCTaB J1eKapCTBEHHOro npenapaTta Ans BeTepUMHApPHOro NpPUMEHEHWs, TpeboBaHWsaM [OpaBwuil Haanexallewn
NPOM3BOACTBEHHOW MPAKTUKW, U €ro MepeBof Ha PYCCKUWA NA3blK, 3aBEPEHHblE B YCTAHOBIIEHHOM MOpsiake, B
cnydae, ecrnv npou3BOACTBO hapmaueBTUYECKOM CyOCTaHUMM OcyllecTBnseTca 3a npegenamu Poccunckon
denepaumn.

(vactb 1 B peq. ®enepansHoro zakoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae nameHeHus u (Mnn) OONOSTHEHUS NMPOU3BOACTBEHHON MIOLLAAKMA NEKapCTBEHHOIO CpeacTBa
OOKYMEHTbI, yKa3aHHble B 4acTu 1 HACTOsILLEN CTaTbW, NPEACTABMSTCS 3asaBUTENEM B OTHOLLUEHUN U3MEHSEMOMN
n (Mnn) [ONoOnNHAEMOW NPOU3BOACTBEHHOW MNNOLWAAKM FeKapCTBEHHOro cpeacTtea. PeleHne o BHeceHun
NU3MEHEeHNA B JOKYMEHTbI, COAepXaLlmecs B permcTpauuoHHOM A0Cbe Ha 3aperMcTpyMpoBaHHbIN NeKapCTBEHHbIN
npenapaTt Ans BETEPUMHAPHOro NPUMeEHeHWUsl, N o6 oTka3e B MX BHECEHWWM TMPUHUMAETCs B crydae
HeOoOXOAMMOCTU MPOBELEHUS] IKCMEPTU3bl JIEKAPCTBEHHOIO CpeAcTBa B CPOK, HE MpEeBbIWALWMIA OEBAHOCTa
pabounx OHeW, a B OCTalnbHbIX Cy4asix B CPOK, HE MpEeBbIWAKWMIA Tpuauatn pabounx gHen co OHS NPUHATUS
YMNOSTHOMOYEHHbBIM heaeparnbHbIM OpraHOM UCMOSNHUTENBHOW BNACTU 3asBNEHNSA O BHECEHUN TaKUX U3MEHEHUN.
(vactb 1.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHusaumMu pgepxatens unuM Bnagenbua perncTpaumoHHOro  yooCTOBEPEHUS
neKkapcTBEHHOro npenapata Afns BETEepPMHApHOro nNpMMeHeHusi, paspaboTymMka WM Npou3BoAUTEnNs
nekapCTBEHHOro npenapaTta [Ans BEeTepMHapPHOro MNPUMEHEHWsT B 3asBfieHMM O BHECEHUM W3MEHEHUN B
OOKYMEHTbI, CoaepKallmecs B permcTpaumMoHHOM 4OCbe Ha 3aperncTpupoBaHHbIN NekapCTBEHHbIN npenapar Ans
BETEPVHAPHOro  MNPUMEHEHUs,  yKa3blBalOTCHd  [daHHble  [OKYMEHTa, MOATBEPXKAaloWero  BHeceHue
COOTBETCTBYIOLWNX U3MEeHeHUN B EOWHBLIA rocynapCTBEHHBIN PEEcTp puanyYecknx nuuy (4ns opraHusauum,
3aperncTpupoBaHHbIX Ha Tepputopun Poccuiickon ®depepauun), MM MHOrO OOKYMEHTa, MOATBEpXAatoLero
peopraHM3auuio pMaMYECKoro nuua (4ns opraHnsaumii, He 3aperMcTpMpoBaHHLIX Ha TeppuTopun Poccuimnckon
depepaumn). 3asBneHne 0 BHECEHUN U3MEHEHWI B AOKYMEHTbI, COAepXalimecs B perMcTpaumoHHOM AoCbe Ha
3aperucTpUpoBaHHbLIV NEKapCTBEHHbLIV npenapaTt Ans BeTePUHapHOro MpUMEHEHUs, N npunaraemble K Hemy
OOKYMEHTbI NPeACTaBNsAlTCA B YNONHOMOYEHHbIV (hedeparbHblii OpraH UCMNOMHUTENbHOW BracTu He nosgHee
4yeM Yepe3 TpuauaTb pabounx [OHeM CO [OHS BHECEeHUS COOTBETCTBYIOLWIMX MW3MeHeHun B EauHbin
rOCyAapCTBEHHbIN peecTp PUAMYECKUX §uy, (AnA  OopraHusauwi, 3aperMcTpyMpoBaHHbIX Ha TeppuTopun
Poccuinckon ®epgepaumm) wnmM €O OHA NPUHATUS COOTBETCTBYIOLLEro AOKYMEHTa, NoATBepXKOatoLero
peopraHv3aumio lopMau4eckoro nuua (4na opraHnsauun, He 3aperMcTpupoBaHHbLIX Ha Tepputopun Poccumnckon
®epepaumun). B cnyyae peopraHusaumy fepxatend wunu Bnagenbuba perncTpauvoHHOro yAoCTOBEpPEHUS
nekapCTBEHHOro npenapara Ans BeTepUHapHOro NpUMeEHeHNs 3asiBNeHne 0 BHECEHUN U3MEHEHUI B JOKYMEHTHI,
cofepxaiimecs B PeErucTpaumMoHHOM [OCbe Ha 3aperucTpypoBaHHbIA  NEKapCTBEHHbIM npenapart  Ang
BETEPMHAPHOro MNpUMEHEeHUs, MNofdaeTcs PUANYECKUM IUMLOM, KOTOPOMY B XOAE peopraHusauun nepegaHo
npaBso BnageHus Takum perncTpaumoHHbIM YAOCTOBEPEHNEM.

(yacTb 1.2 BBegeHa PepepanbHbiM 3akoHom o1 02.08.2019 N 297-93)

2. B cnyyae BHeceHWst U3MEHEHWA B [OOKYMEHTbl, COAepXallMecss B PErncrpauuoHHOM [OCbe Ha
3aperMcTpUpOBaHHbIA NIEKapCTBEHHbIM MpenapaT Ans BETEPMHAPHOrO NMPUMEHEHWUsSl, B OTHOLUEHUWN CBEOEHUN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkTta 7 yactn 3 ctatbn 17 Hactosiwero ®egepanbHoro
3aKoHa, U3MeHeHunss n (MnNu) JONONHEHNST NMPOM3BOACTBEHHONM MOWAAKN NIEKAPCTBEHHOIO CpeacTBa, a Takke B
cny4yae U3MeHeHus nokasaTenen kadecTsa NekapCTBEHHOIO nNpenapaTa A1s BETEPMHAPHOro NPUMEHEHUs 1 (Unu)
METO[0B KOHTPOMNs KayecTBa fEeKapCTBEHHOro npenapata ANns BETEepPUMHAPHOro MpUMEHEHMSI NPOBOAUTCH
3KCMepTM3a NeKapCTBEHHOIO CPeACTBa 411 BETEPUHAPHOro nNpuMeHeHusi. B cnyvyae HeobxoanMocT BHECEHMS
WHbIX M3MEHEHMN B [JOKYMEHTbl, COAEpXalUMecs B PerucTpauMoHHOM [OCbe Ha 3apermcTpypOBaHHbIN

NEeKapCTBEHHbIN npenapat Ans BeTepuHapHOro MPUMEHEHUsl, 3KCmepTu3a JeKapCTBEHHOro cpeacTeBa Ans

www.consultant.ru Crpanuua 57 n3 110
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21FF6D7D1883347B0C2A8DB0828BFFA213FCBB48B484A9AD89ACFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21CF6DFDD8B3347B0C2A8DB0828BFFA213FCBB48B484A9ADD92CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21CF6DFDD8B3347B0C2A8DB0828BFFA213FCBB48B484A9ADC9ECFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFCD6DF803447B0C2A8DB0828BFFA213FCBB48B484A9ADF9ACFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BETEPUHAPHOIo NPMMEHEHMUS He NPOBOANUTCS.
(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

3. 3aaBuTenb BnpaBe MNpeacTaBuUTb NO COOBCTBEHHOW MHMLMATUBE BMECTE C 3asiBIEHWEM O BHECEHWUU
NU3MEHEeHNA B JOKYMEHTbI, COAepXaLlmecs B perucTpauuoHHOM A0Cbe Ha 3aperMcTpyMpoBaHHbIN NeKapCTBEHHbIN
npenapaT 4 BETEPUMHAPHOIO MPUMEHEHMS!, KON OOKYMEHTOB, MOATBEPXOAIOLWLMX YMNaTy rocygapCTBEHHOM
MOWMHbI 332 BHECEHME B [OKYMEHTbl, COAEpXallMecs B PerucTpauMoHHOM JOCbe Ha 3aperncTpvpOBaHHbIN
NeKapCTBEHHbIN NpenapaT A/ BETEPMHAPHOrO NPUMEHEHUS, U3MEHEHUN, TPebyoLWNX NPOBeaeHUS 3KCNEPTU3bI
NEKapPCTBEHHOrO CpeacTsa, WM M3MEHEHUN, He TpebylLmnx npoBeAeHUs 3KCNEpPTU3bl leKapCTBEHHOIO
cpeactea. B cnyyae HeobGXoAMMOCTUM U3MEHEHMSI CBEAEHWWA, COAEPXALUXCA B  PErncTpauuoHHOM
yOOCTOBEPEHMM NEKApCTBEHHOro npenapaTta And BeTepUMHapHOro NPUMEHEHWs, C 3asiBNEHNEM, YKa3aHHbIM B
yactu 1 HacTosLWwen cTaTbn, 3asBUTENb BNpaBe NpeacTaBuUTb MO COGCTBEHHOW MHMLMATMBE KOMUIO OOKYMEHTA,
MOATBEPXKAAMOWEro ynnaty rocygapCTBEHHOMW MOWAMHLI 332 Bblgady pPerncTpauuoHHOro  YAOCTOBEPEHUS
NeKapCTBEHHOro npenapaTta. 3asdBuTENnb BNpaBe MNPeAcTaBUTb MO COOCTBEHHOW WHULUMATMBE CBEAEHUS O
NNUEH3MAX, YKa3aHHble B MyHKTax 1 1 2 yacTu 1 HacTosILen cTaTbhk, a Takke BblgaBaeMble YNONTHOMOYEHHbIMN
denepanbHbiMM OpraHamMu MCMOMHUTENbHOW BNacTW OOKYMEHTbI, YKa3aHHble B NyHKTe 3 yactu 1 Hactoswen
ctatbn. B crnyyae HenpeacraBneHus ykasaHHbIX JOKYMEHTOB (CBEAEHMIN) YNONHOMOYEHHbIN befiepanbHbii OpraH
WCMNOMHUTENBHOW BriacTU 3anpallnBaeT yKa3aHHble OOKYMEHTbl (CBEAEHUs) B MOPSiAKE MeXBEeLOMCTBEHHOMO
NMHOPMaLMOHHOIO B3aMMOAENCTBMS.

(vacTb 3 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B cpok, He npeBblWawWmii gecatn paboymx OHeW CO OHsI MOCTYMNEHUsl ykazaHHOro B 4Yactu 1
HacToOsILLEN cCTaTbW 3as\BMNEHUss M HeOOXOAMMbIX [OKYMEHTOB, YMOMIHOMOYEHHbIA dedeparnbHbii  OpraH
WCMNONHUTENbHON BNacTu:

1) npoBOAMT NpPOBEPKY MOMHOTbI M LOCTOBEPHOCTM CBEOEHWUN, COOEPXALLMXCA B MNPEACTaBMEHHbIX
3asgBUTENEM JOKYMEHTAX;

2) NpYHUMAaEeT pelleHne O TMpPOBEAEHWMM 3KCMEepPTU3bl JIEKAPCTBEHHOrO CpeAcTBa Afsl BeTEePUHAPHOro
NpUMeEHeHNs UK 06 oTkase B ee NpoBeaeHUY;

3) yBeOoOMIAET B NUCbMEHHOW cbopme 3adaBuTena o NPpUHATOM peLleHUn nnum B criydae NnpuHATUA pelleHnd
006 oTkase B npoBeaeHUn 3KCNepTn3bl J1IEKApPCTBEHHOIO cpeacTtea AJ1Ad BETEPUHAPHOIo NpMMeHeHnA C yKadaHnem
NPUYNH TaKoro oTkasa.

4.1. B cny4ae BbIsiIBNeHWUsT HEOOCTOBEPHOCTU U (MNM) HEOOCTAaTOMHOCTWM CBEAEHWA, COAepXaluuxcsi B
npeacTaBneHHbIX 3asiBUTENEeM [AOKYMEHTaX, YNOMHOMOYEHHbIN theaepanbHblii opraH UCMNONHUTENLHOW BRacTu
HanpaBnseT 3asBUTENI0 3anpoc 00 YTOYHEHWM yKa3aHHbIX cBedeHun. 3anpoc MoxeT OblTb nepefaH
YNOSTHOMOYEHHOMY MpPEeaCcTaBUTENO 3asBUTENS MOA4 PacnuCcKy, HanpasfeH No noyTe 3aka3HbiIM MUCbLMOM WUIK
nepefaH B 3rieKTPOHHOM hopme Mo TereKoMMYHUKaLMOHHBIM KaHanam cesasn. B cnyyae HanpaBneHus 3anpoca
00 YTOYHEHMM YKa3aHHbIX CBEAEHMIM NO MOYTE 3aKa3HbIM MUCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHUU
LecTn OAHeN ¢ AaaTbl HanpaBfeHns 3akas3Horo nucbma.

(vacTb 4.1 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

4.2. 3asBuTenb 00a3aH nNpeacTaBUTb OTBET Ha 3anpoc YMONTHOMOYEHHOro defepanbHOro opraHa
WCNOSNTHUTENBHOM BMACcTW B CPOK, HE NpeBbllIaloWMiA AeBsHOCTa paboymx OHEN CO AHS MOonyYeHus OaHHOro
3anpoca. Cpoku, ykasaHHble B 4Yactu 1.1 HacTosillen cTaTbW, MPUOCTAHaBNUBAKOTCA CO [OHA HanpasneHus
3asBMTENO0 3anpoca YMNofHOMOYEHHOro hefepanbHOro opraHa WCMONHUTENbHOM BRAacTu A0 AHSA MOSyYeHus
OoTBE€Ta Ha [aHHbIA 3anpoC M He Y4YMTbIBAOTCA MPU UCHUCIIEHUU CPOKa MPUHATUS PELUEHUS O BHECEHWUU
N3MEHEHN B JOKYMEHTbI, COAepXKallmecss B permcTpaumoHHOM O0Cbe Ha 3aperMcTpyMpOoOBaHHbIN NIEKAPCTBEHHbIV
npenapar 415 BETEPMHAPHOrO NMPUMEHEHUS.

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHueM Onsl OTkasa B NPOBEAEHMM 3KCMEPTU3bl JIEKAPCTBEHHOrO CPeAcTBa AN BeTepuHapHOro
NPUMEHEHNS SIBNSIETCA NpeacTaBfieHne JOKYMEHTOB, YKa3aHHbIX B YacTsax 1 U 3 HacTosiwen ctaTby, B HEMOSTHOM
obbeme wunu OTCYTCTBME B MPEACTABMEHHbIX [OKYMEHTaxX [OCTaTOYHbIX CBEAEHWMW, NOATBEPXKAALLMX
HeobXoaMMOCTb BHECEHUSI U3MEHEHN, MO0 HenpeacTaBneHne 3asiBUTENEM B YCTAaHOBIEHHbIA CPOK OTBETa Ha
yKasaHHbI/ B YacTu 4.1 HacTosLen cTaTbi 3anpoc yNnonHOMOYEHHOro deaepansHOro opraHa UCNONHUTENbHON
BfacTu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(B peq. ®enepanbHoro zakoHa ot 04.06.2018 N 140-93)

6. OkcnepTM3a nekapCcTBEHHOrO CPEACTBA ANS BETEPUHAPHOTO NPUMEHEHNS B LIENSX BHECEHWUSI U3MEHEHWIA
B JOKYMEHTbI, COAepXallumMecs B permcTpaumMoHHOM LOCbe Ha 3aperMcTpMpoBaHHbIA NeKapCTBEHHbIM npenapaT
Onsi BETEPUMHApPHOro MPUMEHEHMWS, OCYLLECTBMSETCS B MOPSiAKEe, YCTAHOBMEHHOM cTaTben 24 HacTosLlero
denepanbHOro 3akoHa.

6.1. B Ccpok, He MpeBblllaWMA JecatTn paboumx OHEen CO AHS MONyYeHUs 3aKMiYeHUs KOMUCCUM
3KCMEepTOB MO pes3ynbTaTaM yKasaHHOM B YacTM 2 HacCTOsLWEW CcTaTbM 3IKCMEPTM3bl, YNOSIHOMOYEHHbIN
deaepanbHbI opraH NCNONMHUTENBHOW BNACTU:

(B peq. ®enepansHoro zakoHa ot 02.08.2019 N 297-93)

1) NPUHMMAET peLLeHNEe O BHECEHNM U3MEHEHUI B OKYMEHThI, CoAepXKalunecs B perncTpauMoHHOM 40Ckbe
Ha 3aperucTpyMpoBaHHbIA JIeKapCTBEHHbIV MnpenapaTt AN BETEPUHApPHOro NpUMMEHeEHWsi, unu o6 oTkase BO
BHECEHUN TaKUX U3MEHEHWIA;

2) BHOCUT B roCydapCTBEHHbIN peecTp JieKapCTBEHHbIX CPEACTB Ha OCHOBaHWMM PELUEHMSI O BHECEHUU
N3MEHEHWUIA B [IOKYMEHTbI, COAepsKallMecs B permcTpaLumoHHOM AOChbe Ha 3aperMcTPUpPOBaHHbIA NeKapCTBEHHbIN
npenapat AN BETEPUHAPHOrO MPUMEHEHUsl, HeobXoauMble W3MEHEHVSI M BO3BpallaeT 3TU [JO0KYMEHTb
3asBUTENIO;

3) BblgaeT 3asBUTENI0O HOBOE pPErucTpaLMOHHOE YOOCTOBEPEHME JIeKapCTBEHHOro mnpenapaTta ans
BETEPVMHAPHOIrO MNPUMEHEHUS B crydae HeoOGXOOUMOCTU W3MEHEHWUs CBEAEHW, coaepkaluxcsi B HeM, C
COXpaHeHMeM HoMepa paHee Bbl4aHHOIO PErncTpauMoHHOrO YAOCTOBEPEHUsI NeKapCTBEHHOrO npenaparta ans
BETEPMHAPHOrO NPUMEHEHUS.

(n. 3 BBegeH ®epeparnbHbiM 3akoHoM oT 02.08.2019 N 297-03)
(yacTb 6.1 BBegeHa PepepanbHbiM 3akoHoM oT 22.10.2014 N 313-03)

6.2. B cnyyae BHeCEHMS M3MEHEHUA B [OOKYMEHTbl, CoepXaliMecs B pPerucTpauuoHHOM [OCbe Ha
3aperncTpupoBaHHbIN NEKapCTBEHHbIA npenapaT Ons BeTepMHApHOro NPUMEHEHWs, B 4acTu, Kacarollencs
U3MeHeHns u (unu) [ONOMHEeHWs NPOU3BOACTBEHHOW NMolWadky fekapcTBEeHHOro npenaparta, npu
npeacraBneHnn 3asBUTENEeM B COOTBETCTBMM C MNYHKTOM 3 4YacTm 1 HacToslwen cTaTbu KOMUU peLleHus
YNOMHOMOYEHHOro  beflepanbHOrO OpraHa MUCMOSIHUTENbHOW BracTM O MpoBeAEHUW WHCMEKTUPOBaHUSA
npou3BoaMTENS  NIEKApCTBEHHbIX CPeAcTB  CpPOK, YKasaHHblh B 4Yactu 6.1 HacTosiwen cTatby,
NPUOCTaHaBNMBAETCHA CO OHA NOSYyYEHNS 3aKMOYEHNA KOMUCCUM SKCNEPTOB A0 AHS MPUHATUSA YNOTHOMOYEHHbIM
dhegepanbHbIM OpraHoM MCMOSTHUTENLHOW BNACTU pelleHnst o Bblgade unu ob oTkase B BblAade 3akioyeHus O
COOTBETCTBMM NPOMN3BOAUTENS NEKAPCTBEHHbIX CPeACTB TpeboBaHUSAM NpaBui Hagnexallen Npon3BoL4CTBEHHOWM
NpakTuKK1, HO He Doree Yem Ha CTO BOCEMbOECAT pabounx gHEN.

(4acTb 6.2 BBegeHa depeparnbHbiv 3akoHoM oT 04.06.2018 N 140-93)

7. OcHoBaHMeM Ans OTKa3a BO BHECEHUW M3MEHEHWI B JOKYMEHTbI, coaepXalimecs B perncrpaumoHHOM
[OCbe Ha 3aperncTpupoBaHHbIVM feKapCTBEHHbIA npenapaT AN BeTepvHapHOro NPUMEHEHUsi, B Cryvasx, He
TpebyloWwmx npoBeOeHNs 3SKCNepTu3bl JeKapCTBEHHOro CpeacTBa, SBMSETCA npeacTaBreHne LOKYMEHTOB,
yKasaHHbIX B 4YacTax 1 M 3 HacToslen cTaTbW, B HENOMHOM OO6beMe WM OTCYTCTBME B MpeACcTaBfEeHHbIX
OOKYMeHTax CBedeHWW, KOTopble AOIMKHbl ObiTb B HUX OTpakeHbl, NMbO HenpeacTaBneHve 3asiBUuTenem B
YCTaHOBMEHHbIA CPOK OTBETa Ha yKasaHHbii B 4Yactu 4.1 HacToswen cTaTbu 3anpoc YMNOSIHOMOYEHHOrO
dhedepansHOro opraHa UCNOMHUTENBHOW BRiacTu.

(vacTb 7 B peq. ®enepansHoro zakoHa ot 04.06.2018 N 140-93)

7.1. OcHOBaHWeM ans oTkasa BO BHECEHUN U3MEHEHU B OKYMEHTbI, COAEPXaLLnecs B permcTpauuoHHOM
[OCbe Ha 3aperMcTpupoBaHHbIA JEKApPCTBEHHLIN nNpenapaTt ANns BeTEepUMHaApPHOro MNPUMEHEHUs!, B Criyyasx,
TpebyoLWmMX NPOBEAEHUS 3KCNEPTM3bl JIEKAPCTBEHHOrO CPEACTBa, SABMSIETCA 3aKMyeHue YMONTHOMOYEHHOro
doegepanbHOro opraHa WCMNOMHUTENbHOW BRacTu O BO3MOXHOCTM CHWXKeHMs 6e3onacHoOCTM, Ka4yecTBa,
3(pPEKTUBHOCTU NEKAPCTBEHHOIO Npenaparta BCNeACTBME BHECEHNS U3MEHEHUN B yKa3aHHbIE JOKYMEHTbI, OTKa3
YMNOSIHOMOYEHHOrO hbefepanbHOro opraHa WCMOINTHUTENbHOM BacTM B Bbldaye 3akio4YeHUs O COOTBETCTBUM
Npon3BOOUTENS NEKAPCTBEHHbIX CPEACTB TPebOoBaHWSIM MpaBuIl Hagnexawen npousBOL4CTBEHHOW MPaKTUKMA B
cnyyae M3MeHeHusa u (Mnu) JONONHEHWUs NPOM3BOACTBEHHOW NMOLWAAKM NeKapCTBEHHOro npenapaTa, ecnu
Npon3BOACTBO NEeKapCTBEHHOro npenapara Ang BeTepMHapHOro MpUYMEHEHUsT OCYLLECTBrsieTCa 3a npenenamMmu
Poccuiickon ®epepalimum, Unu oTCyTCTBUE STOrO 3aKMOYEeHNUS.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(vacTb 7.1 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

8. [lonyckaeTcsi obpallleHne nekapCcTBEHHbIX NpenapaToB A1 BETEPUHAPHOro NPpUMEHEHUS 4O UCTEYEHUS
Ccpoka rogHocCTu, Npou3BeaeHHbIX B TEYEHNE CTa BOCbMUOECATU AHEN nocne AaTbl NPUHATUS YNONTHOMOYEHHbBIM
degepanbHbIM - OpraHoOM  WUCMOSTHUTENbHOW  BRAacTU  pPeleHnss O BHECEHUN W3MEHEHUA B [OKYMEHTbI,
coaepxalimecss B permcTpaumoHHOM [OCbe Ha NeKapCTBEHHbIM npenapaT, B COOTBETCTBMM C MHAOpMaUMeNn,
coaepxaluencst B JOKYMEHTaxX PErMCTPaLMOHHOIo AOChE Ha NeKapCTBEHHbIN NpenapaT Ao AaTbl NPUHATUS Takoro
peLleHus.

(vacTb 8 B peq. PepnepanbHoro gakoHa ot 22.12.2014 N 429-93)

Crtatba 32. OTMeHa rocyfapCTBEHHON perucTpauum nekapcTBeHHOro npenapara

PelweHne 06 OTMEHe roCcydapCTBEHHOM perncTpaumMmu nekapCTBEHHOTo npernapara M UCKIHYeHUM
NeKapcTBEHHOro Mmpenapata M3 [oCyQapCTBEHHOTO peecTpa  JIeKapCTBEHHbIX CPEACTB  MPUHUMMAaeTCs
YNOJNTHOMOY€EHHbIM q)e,qepaanblM OopraHom WUCMNOMNHUTENbHON BNacTu B cny4yae:

1) npeacTaBneHVsi COOTBETCTBYIOLUMM YMONHOMOYEHHbIM befepanbHbiM  OpraHoM  WCMONHUTENbHOM
BIlACTW 3aKIOYeHUs O puUcke UM o6 yrpose 340POBbIO, JXKU3HW YeroBeKa WM KUBOTHOTO NPV MPUMEHEHWUM
NeKapCcTBEHHOro npenapaTa, NpeBbIAWMUX ero 3eKTUBHOCTb, MO pesyfibTaTaM OCYLLECTBIISEMOro UM
MOHMTOpPMHra 6e30NacHOCTU NekapCTBEHHOTO Npenapara;

2) nojayu gepxaTtenem unu BnagenbLeM perncTpaunoHHOro yaoCTOBEPEHUS NEKapCTBEHHOIO npenapara
UMK YNOSfIHOMOYEHHbBIM UM APYTM HOPUAMYECKUM NMULIOM 3asiBNeHnst 06 0TMeHe rocyapCTBEHHOW pernctpauum
nekapcTBEHHOro npenapara;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

3) HenoaTBepXaeHuna FOCYﬂapCTBeHHOVI perncTtpaunmn nekapCTtBeHHOro npenapara no Ucte4eHnn cpoka
OencTeus perncTpaumMoHHOro yaoCctoeepeHud, BbiIJaHHOIO Ha NATb J1€T;

4) HenpeOcTaBneHUs 3asBuTenem WHgopmMauun, KoTopas MOXEeT MNoBrevb 3a cobon HeobxoaMMOCTb
BHECEHUS U3MEHEHWA B [OKYMEHTbl, COAepXallMecs B PerucTpauMoHHOM [OCbe Ha 3apermcTpupoBaHHbI
NekapcTBEHHbIN NpenaparT, B TeYeHue TpuauaTtn pabounx AHeEN co AHS HACTYMNNeHUs 3TUX U3MEHEHMWIA;

5) ocyuwecTBneHus rocygapCTBEHHOM perucTpauuMuM JNeKapCTBEHHOro npenapata nog TOProBbIM
HaMMeHOBaHMEM 3aperncTpMpoOBaHHOIO paHee Mo4 STMM TOProBbiM HaWMEHOBAHWEM FIEKAPCTBEHHOro
npenapaTa, OTNMYaloLLEerocs Ka4eCTBEHHbIM COCTaBOM AENCTBYIOLLNX BELLECTB;

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

6) ocCyLleCcTBNEHNsI TOCYOapCTBEHHOW perncTpauum OAHOro U TOro Xe JeKapCTBEHHOro npernapata B
OTHOLLIEHUN OOHOMO M TOrO Xe AepXaTens unu Brnagenbla perncTpaunoHHOro yaoCcTOBEPEHUS NeKapCTBEHHOTO
npenapaTa B BUAE ABYX U Boree nekapCcTBEHHbIX NpenapaToB Nog pasfnMyHbIMU TOProBbIMU HaUMEHOBaHUAMMU;
(n. 6 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BblHECEHMS CyAOM peLleHWs O HapyleHun npaB npaBoobnagatenss OO6bEeKTOB WHTENNEeKTyanbHOM
CcOBCTBEHHOCTW NpK obpaLLeHnn nekapCcTBEHHbIX CPeacTB;

8) oTcyTCTBMA MekapcTBEHHOro npenaparta B obpaweHun B Poccuiickon Pegepaumn B TedeHne Tpex u
Bonee ner;
(n. 8 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

9) HeBbINONHEHUs AepXaTenem unu BnagenbuemM perucTpauuoHHOro yaOoCTOBEPEHUSI NeKkapCTBEHHOro
npenapata nvMbO YMONHOMOYEHHbIM WMMW OPYIMM  HOPUAMYECKMM JIMLOM MEeponpuaTMin no obecneyeHuto
0e30nMacHOCTU JNEeKapCTBEHHbIX MpenapaToB, YCTAHOBIMEHHbLIX YMOJTHOMOYEHHbIM deaepanbHbiM  OpraHoMm
NCNOSTHUTENBHOW BNAacTU B COOTBETCTBUM C YacTamum 3 U 4 ctatbn 64 Hactoswero denepanbHOro 3akoHa, B
pamkax ocyLlecTBrneHus bapmakoHaasopa;

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

10) oTkasa Jgep)kaTens wunv Bragesibla perncTpauyMoHHOro YAOCTOBEPEHMsl NeKapCTBEHHOTO Mpenapara
nMBo  YNOrNHOMOYEHHOrO VMMM [OPYroro HPUOWYECKOrO IULa OT BHECEHUS W3MEHEHUM B WHCTPYKLUIO MO
NMPUMEHEHMIO NEKAPCTBEHHOrO MpenapaTta, KacalWUXCS HOBbIX MOATBEPXAEHHbIX AaHHbIX O TOM, YTO PUCK
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NPUYMHEHNS Bpeda 300POBbI0 YENlOBEKA MIN KMBOTHOFO BCREACTBME NpuemMa rekapCTBEHHOro npenapaTa
npeBsbiaeT 3pheKTUBHOCTb Ero NPUMEHEHUS.
(n. 10 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTln0C: npumeyaHue.
C 01.01.2023 ct. 32 gononHgetca 0. 11 (@3 o1 27.12.2019 N 475-93).

Cratbsa 33. locygapcTBEHHbIN peecTp NIeKapCTBEeHHbIX CPeACTB

1. FocyaapcTBEHHbBIN peecTp NMeKapCTBEHHbIX CPEACTB COAEPXKUT NepeyeHb NekapCTBEHHbIX NpenapaTos,
npoLleaLlnx rocyaapCTBEHHYIO perucTpauuo, nepedeHb dapMaueBTUYECKUX CyOCTaHLUA, BXOOALWMNX B COCTaB
nekapcTBEHHbIX MPenapaTos, U creayoLlyo nHopMaLmio:

1) B OTHOLUEHUN NeKapCTBEHHbIX NpenapaTos:

a) HauMeHoBaHWe NeKapCTBEHHOrO NpenapaTa (MeXxayHapogHoe HenaTeHTOBaHHOE, UMW FPYMNNMPOBOYHOE,
UM XMMUYECKOE U TOPrOBOE HaUMEHOBaHMS);
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) NnekapcTBeHHad q)opma C YyKas3aHnem [OO3UPOBKW JeKapCTBEHHOro npenaparta M ero Konun4yectea B
I'IOTpe6VITeJ'IbCKOI7I YNaKoOBKe;

B) HaMMeEHOBaHWE [fepXxaTens unuM Bragenbua pPerucTpauMoHHOrO YAOCTOBEPEHUS NEeKapCTBEHHOrO
npenapata W CBEAEHMS O peructpauuu aepxarens wnM Brnagenbua perucTpauMoHHOro YAOCTOBEPEHUS
NneKkapcTBEHHOro npenapaTta Ana MeOouMUMHCKOro MNPUMEHEHUsI B KadecTBe Hanoronnartenblivka B CTpaHe
pernctpaumn (Onsi POCCUNCKUX HOPUANYECKUX NUL, - UOEHTUMUKALMOHHBIN HOMep Hanoronnatenswuka (MHH),
ONA  VHOCTPaHHbIX HPUONYECKNX MWL - CTpaHa perucrpauuu, HauMeHOBaHWE PEervcTpupyloLwLero opraHa,
perncTpaumoHHLIN HOMEpP, KOA4 HanoronnaTenbLMka B CTpaHe pernctpauum (MHKoprnopauun) Uin ero aHarsor);
(nn. "B" B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaMMEHOBaHWEe W afpec NpPOU3BOOUTENS NEKApPCTBEHHOrO npenapata M CBeAeHMs O perucrpaumm
Npon3BOAMTENS NEKapCTBEHHOMO NpenapaTa AN MeauUMHCKOro NPUMEHEHUS B KAYeCTBE HanoronnarenbLivka B
CTpaHe pervctpaumm (anst POCCUMCKMX IOPUAMNYECKMX NUL, - MOAEHTUMUKALMOHHBLIN HOMEP HanoronnarenbLimka
(MHH), ons MHOCTPaHHbLIX KPUAMYECKUX NUL, - CTpaHa perncTpauumn, HaMmMeHoOBaHUE PErnCTPUPYIOLLIEro opraHa,
perncTpaumoHHbIN HOMEpP, KO4 HanoronnaTenbLlmka B CTpaHe pernctpauum (MHKopnopauun) uim ero aHasnor);
(nn. "r" B peq. ®enepansHoro dakoHa oT 28.12.2017 N 425-93)

a) dapmakoTepanesTnyeckas rpynna, koA nekapcTBeHHOro npenapara no
aHaToOMO-TepaneBTUYECKO-XMMNYECKON  Knaccudukaumm, pekomeHgoBaHHon  BcemupHom — opraHusauuen
37 paBOOXpPaHEeHUs;

(nn. "g" B pen. PegepanbHoro zakoHa ot 22.12.2014 N 429-03)
€) NoKasaHus 1 NPOTMBOMOKa3aHWs K MPUMEHEHUIO NIeKapCTBEHHOMO Npenapara;
) NoboYHbIE AENCTBUSA NNEKAPCTBEHHOIO Npenapara;
3) CPOK FOAHOCTM flekapCTBEHHOrO Npenapara;
1) YyCNOBUSA XpaHeHWs NnekapCTBEHHOro npenapara;
K) yCrnoBusi OTMyCKa JIeKapCTBEHHOIO nNpenapara;

J'I) HOMep q)apmakoneﬁHoﬁ CTaTbu UK B Cly4ae ee OTCYyTCTBUA HOMEP HOpMaTMBHOﬁ OOKyMeHTauunmn nnéo
HOPMAaTMBHOIO OKYMEHTA;

M) AaTa rocy4apCTBEHHOWN perncTpaLmmn nekapcTBeHHOro npenapara v ero perncTpauuoHHblil Homep, aaTa
3aMeHbl PErmMcTPaLMOHHOIO YOOCTOBEPEHUst NEeKapCTBEHHOTo npenapata Ha 6eccpoyHoe perncTpauvoHHoe
YAOCTOBEpEeHMEe NeKapCTBEHHOro npenapara, gata nodadv 3asiBfeHuss O NOATBEPXOEHWM rocyaapCTBEHHOM
perucTpauun rnekapcTBEHHOro npenapaTa, AaTa OTMEHbl FOCYAAPCTBEHHOW perucTpauun JekapcTBEHHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapara;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

H) Ka4yeCTBEHHbI COCTaB W KOMWYECTBEHHbIN COCTaB AEWCTBYIOLLMX BELLECTB U KayeCTBEHHLIN COCTaB
BCNoMoraTenbHbIX BELLLECTB JIEKAPCTBEHHOrO Npenapara;
(nn. "H" BBeAeH denepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

0) HdopMaLusa 060 BCex pa3peLleHHbIX Buaax BTOPUYHOW (MOTpebUTenbCKON) ynakoBKy;
(nn. "o" BBeaeH ®egepanbHbIM 3akoHoM OT 22.12.2014 N 429-$3)

n) pAgata npUHATUS peLlleHnss O BO3MOXHOCTM pacCcMaTpvBaTb JleKapCTBEHHbIN npenapat npu
rocyaapCTBEHHOW pernctpaumMm B KayecTBe Op@daHHOro fekapCTBEHHOro npenapaTa (4N fekapcTBEHHbIX
npenapaToB A4S MeAULMHCKOrO NPYMEHEHNS);

(nn. "n" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93; B pea. PenepanbHoro 3akoHa ot 27.12.2019 N
475-03)

p) HanmuMume feKkapCcTBEHHOro npenapata B OEepevYHe XWU3HEHHO HeOOXOAMMBbIX W BaXKHEMLLMX
nekapCTBEHHbIX NpenapaToB (ANs nekapCTBEHHbIX NpenapaToB AN MeANLMHCKOro NPUMEHEHNs);
(nn. "p" BBeaeH ®egepanbHbIM 3akoHoM OT 22.12.2014 N 429-93; B pea. PegepanbHoro 3akoHa ot 27.12.2019 N
475-03)

C) HannuMe B INEKapCTBEHHOM MpenapaTte HapKOTUYECKMX CPEACTB, MCMXOTPOMHbIX BELeCTB U KX
NpPeKypcopoB, nognexawux KoHTpomnto B Poccuiickon depepauumn, B COOTBETCTBMM C 3aKOHOOATENbCTBOM
Poccuiickon ®depnepaunn, mexagyHapoaHeiMu gorosopamu Poccuiickon depepaumu, B ToMm uucne EauHomn
KOHBeHLUMen 0 HapkoTuyeckux cpeacteax 1961 roga u KoHseHumeln o ncMxoTponHbix Bewectsax 1971 roaa;

(nn. "c" BBegeH ®enepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

T) MHpopmMaumst O TOM, SBNSAETCS N AaHHbIA NEeKapCTBEHHbIN npenapaTt pedepeHTHbIM NeKapCTBEHHbIM
npenapaTom;
(nn. "T" BBeaeH depepanbHbIM 3akOHOM OT 22.12.2014 N 429-93)

y) cBegeHus O nogade 3asiBNeHuMs O BHECEeHWM W3MEHeHWN B [OOKYMEHTbl, coaepXalmecs B
pervcTpaumoHHOM A0Cbe Ha NekapCTBEHHbIV Npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

@) ytpatnn cuny ¢ 1 mapta 2020 roga. - PegepanbHbin 3akoH oT 27.12.2019 N 475-93;

X) CPOK BBEAIEHMS NIEKapCTBEHHOMO Npenaparta B rpaxgaHckuin o6opor;
(nn. "x" BBegeH ®enepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

2) B OTHOLLEHMM hapMaLEeBTUYECKNX CybCTaHLMIA;
a) HavMeHoBaHWe dapmaueBTMdeckon cybcTaHuum  (MexayHapogHOe  HenaTeHTOBaHHOe,  Wnu

rPYnNNMPOBOYHOE, UM XMMUYECKOE U TOProBOE HAaMMEHOBaHUS);
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

©) HaumeHoBaHVe 1 agpec npoussoauTens apmaueBTUYeCcKon cybcTaHumm;
B) CPOK rogHOCTV hapMaLeBTU4eCKOn cybcTaHumy;
r) ycnosus xpaHeHus hapmauesTudeckon cybecraHumm;

D,) HOMEp cbapmakoneﬁHon CTaTtbn UK B Clliy4ae ee OTCYyTCTBUA HOMEP HOpMaTMBHOVI OOKyMeHTauumn nn6o
HOPMAaTMBHOIO AOKYMEHTAa;

€) Hann4yne hapMaLeBTUYECKOWN CyOCTaHUUM B NepeyHe HapKOTUYECKNX CPeacTB, NMCUXOTPOMHbLIX BELLECTB
N UX NPeKypcopoB, noanexalmx KoHTponto B Poccuickon defepaumm, B COOTBETCTBUU C 3aKOHOAATENLCTBOM
Poccuiickon ®depepaunn, mexagyHapoaHbiMu gorosopamu Poccuiickon ®depepaumu, B ToM uucrie EauHomn
KOHBEHLIMEN O HapKoTU4ecknx cpeacreax 1961 roga n KoHBeHuUnen o NCMXOTPONHbIX BewecTBax 1971 roga.
(nn. "e" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. ®dapmaueBTuYeckas CyGCTaHUMSl, NPOU3BeAEHHas [Ans peanu3auun, MOXeT OblTb BKIlOYEHa B
rocylapCTBEHHbIA PeecTp JeKapCTBEHHbIX CpeAcTB Ha OCHOBaHMKM  3asiBNeHus paspaboTymka  unu
NPON3BOAMTENS NEKAPCTBEHHOrO cpefcTBa fMGO YNONHOMOYEHHOTO UMW OPUOMYECKOro Nuua Mnpu ycroBun
npoBedeHUs B OTHOLUEHUM TakoW hapmaueBTUYEeCKON cybCcTaHumMM aKcnepTu3bl kavecTBa dhapmaLleBTUYECKoi
cyGCTaHUMM B ropsiake, YCTaHOBMEHHOM cTatbeil 34 HacTosiwero ®denepanbHOro 3akoHa. B oTHolieHun
hapmaueBTUYECKNX  CyOCTaHUMiA, NPOM3BEAEHHbIX AN peanu3auuM, B TOCydapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeACTB COAEPXKMTCS crieaytoLlas nHdopmauus:

1) HauMmeHoOBaHMe (bapMaLeBTUYEecKol cybcTaHuuM  (MexayHapodHoe  HemnaTeHTOBaHHOoe, WK
rpynnUMpoBOYHOE, UK XMMUYECKOE 1 TOProBOE HaUMEHOBaHNS);

2) HauMeHoBaHve, agpec npou3BoauTeNns apmaueBTUYECKON CyOCTaHUMKM, a Takke B OTHOLLUEHMM
NEKapCTBEHHbIX CPEACTB ANs  MEeOULMHCKOTO MNPUMEHEHWs CBeOeHus O perucrpaumiM npoussBoguTens
hapmaLeBTMYECKON CyOCTaHUMM B KayecTBe HaroronnartenbliMka B CTpaHe perncrpauumn (gnsi poCCUMNCKMX
IOpUaNYECKUX NnL, - MOEHTUMUKaALMOHHbBIA HoMep Hanoronnartenbliuka (MHH), Ans MHOCTpaHHbIX PUANYECKUX
iy - CcTpaHa perucrpauuu, HauMMEHOBAHWE pPEervcTpUpPYIOLLEro opraHa, PerMcTpaumoHHbIA HOMEp, Koa
HanoronnartenblUuKa B CTpaHe perucrpaumm (MHKopnopaunm) unm ero aHaror);

(n. 2 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

3) cpok rogHocTH hapmaLeBTUYECKON CyOCcTaHUuK;
4) ycnosusi XxpaHeHnsa hapmMaLleBTnieckon cybctaHumm;

5) Homep chapmakoneriHow cTatby NMBo B criydae ee OTCYTCTBUS HOMEP HOPMaTUBHOW JOKYMEHTaUUN Unm
HOPMaTUBHOIO AOKYMEHTA;

6) Hannyne papmaueBTU4eckon cybCcTaHuun B NnepevHe HapKOTUYECKNX CPeacTB, MCUXOTPOMHbLIX BELLECTB
N MX NPEKypcopOoB, noanexalnx KoHTponto B Poccuiickon denepaumm, B COOTBETCTBUN C 3aKOHOOATENLCTBOM
Poccuiickon ®depnepauun, mexayHapoaHbiMu foroBopamu Poccuiickon ®depepaumu, B ToM uducrie EawnHomn
KOHBEHLIMEN O HapKoTU4eckux cpencreax 1961 roga n KoHBeHUMen o NCMXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKNYeHUs apmaueBTUYeckon cybCcTaHuuMnm B rocy4apCTBEHHbIN pPeecTp NeKapCTBEHHbIX
CpeacTB, AaTa BHECEHMSI W3MEHEHWA B [OKYMeHTbl dapMaueBTUYeckoW cyOcTaHuun, AaTta WUCKIYeHus
dapmaueBTUYECKON CybCTaHLMM N3 rocyAapCTBEHHOrO peecTpa NlekapCTBEHHbIX CpeaCcTB.

(4acTb 2 B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. [opsook BeAeHWs rocygapCTBEHHOTO peecTpa  JEeKapCTBEHHbIX CPeAcTB AN MEeAMLUHCKOro
NPUMEHEHNS M NOPAOOK BeAeHWsl roCyLapCTBEHHOro peectpa rfekapCTBEeHHbIX CpeACTB AN BEeTepUHapHOro
NPUMEHEHWs1 YTBEPXKAAKTCA COOTBETCTBYHOLUMM YNONHOMOYEHHbIM defeparnbHbIM OpraHoM WMCMOMHUTENLHOM
BracTu.

Ctatbsa 34. BknroyeHue B rocynapcTBeHHbIA peecTp JIeKapCTBEHHbIX CPeACTB M UCKIIOYeHUe u3
rocyfapCTBEHHOro peecTpa JfieKapCTBEeHHbIX cpeacTB ¢hapmaueBTUYECKON CcyOCcTaHLMKu, NnpousBeaeHHON
AnA peanusauuu
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1. [Ons BKAOYEHWs  apmaueBTMYeckon cybcTaHuuKn, nNpPoOu3BEAEHHOW AONns  peanus3auuu, B
rocyapCTBEHHbIV PEECTP NeKapCTBEHHbLIX CPEACTB, MPOBOAUTCS 3KCNEPTM3a ee KayecTsa.
(B pea. PenepanbHOro gakoHa ot 22.12.2014 N 429-$3)

2. 3KcnepTmM3a KavecTBa yKasaHHOM B 4acTu 1 HacTosiwen cTatbym dapMaueBTUYEeCKOon cybcTtaHuum,
COCTaBfiIEHME KOMMUCCUEN IKCMEPTOB 3aKMOYEHMM MO pesynbTaTaM 3TOW 3KCMNEPTM3bl M MX HanpaBrieHne B
YNOSTHOMOYEHHbIN (heaepanbHbI OpraH UCMOMHUTESNbHON BRAcTU OCYLLECTBNAITCA B CPOK, HE NpeBbllLatoLmi
wectngecatn paboumx OHEN CO [HA MNOMYYEeHUA ISKCMEPTHbIM YyyYpexaeHMeM COOTBETCTBYHOLLEro 3agaHus
YNOMHOMOYEHHOro beieparnbHOro opraHa MCNONHUTENBHON BNACTU U CrieayoLmx AOKYMEHTOB (CBeAEHUI):

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)

1) cBeaeHna O pate npenocrtaBleHnda U perncTtpauMoHHOM HoMepe nuueH3nn Ha npou3BoACTBO
NleKkapCTBEeHHbIX CpeacTs Unn ceedeHna o fate npenocrtaBlieHna U permctpaumoHHOM HoMepe 3aKnk4eHua o
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

COOTBETCTBMW NPON3BOAMTENS FIEKApPCTBEHHbIX CpeaCcTB TpeboBaHNAM NpaBui Haanexallen Npon3BoACTBEHHON
NPaKTUKK, BblAaHHbIX (MPedocTaBnNeHHbIX) YNONMHOMOYEHHbIM hegepanbHbiM OPraHoOM MCNOMHUTENbHOW BNacTw,
B Cryyae, ecnv nNpomn3BOACTBO NlekapCTBEHHOrO CpeacTBa ocyluectenseTca B Poccuickon ®epgepauuu;

(B pea. PegepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-93)

2) Konusi OOKYMEHTa, BblAaHHOMO YMONHOMOYEHHbIM OpraHoOM CTpaHbl NPOW3BOAUTENS JEKaPCTBEHHOMO
cpefcTBa M NOATBEPXAAMOLWEro paspelleHve NpoM3BOACTBA JEKAPCTBEHHONO CPEACTBa, U ero nepeBod Ha
PYCCKMIA A3blK, 3aBEpeHHble B YCTAHOBMEHHOM [OpPSAKE, a TakkKe KOMUS 3aKM4YeHWst O COOTBETCTBUM
npoun3BoauTena nekapCTBeHHbIX CcpenctTs Tpe6OBaHl/IF|M npasun Ha,qne»(au.l.eﬂ I'IpOI/ISBO.lJ.CTBGHHOVI NPaKTUKK,
BblA@aHHOIo ynoJIHOMOY€HHbIM (be,uepaanuM opraHomMm WUCMONMHUTENBbHOMN BJ1aCTH, nmbo konusa peweHuns
YMONTHOMOYEHHOro  befeparnbHOro opraHa WCMONHWUTENbHOM BMacTM O MPOBEAEHUN MHCMEKTUPOBAHMS
NPON3BOAMTENS NEKapCTBEHHOrO cpeacTBa. YkasaHHble [OKYMEHTbl MNpeacTaBnsaloTCcs B cnydvae, ecnu
NMPOVN3BOACTBO JIEKAPCTBEHHOIO CPeACTBa OCYLLECTBsIETCS 3a npeaenamu Poccuiickon Pepepaunu;

(n. 2 B pea. PegepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3) LOKYMEHT, cofepaluuin cneayoLime cBeAeHns o hapMaLeBTUYeCcKon cybcTaHLmu:

a) HanmeHoBaHue hapmaueBTUYEeCKon cybCcTaHUMK, ee CTPYKTypa, 00LLMe CBONCTBA;

©0) HaumMeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TEXHOSorMs NPou3BOACTBA C ONUCaHMEM CTaaumii NPOM3BOACTBA U METOOOB KOHTPOSSA Ha BCeX CTagusix
npon3BoACTBa,

r) onncaHme pa3paboTku npoLiecca NPon3BoACTBa;

4) ONUCaHne KOHTPOIS KPUTMYECKUX CTagui npoLecca NpomM3BoACTBa M MPOMEXYTOYHON NPOAYKLUN;
€) JoKyMeHTanbHoe noaTeepxaeHue (Banuaauns) npoLeccos 1 (Unn) NxX OLeHKa;

) CBOMCTBa W1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapakTepucTtuka npumecen;

1) cneundurkaumsa Ha dapMaLeBTUYECKYo CyBCcTaHUMIo 1 ee 0BOCHOBaHNE;

K) aHanUTU4ecKkMe MeToauKN, UCToNb3yeMble NMPU OCYLLECTBEHUN KOHTPOSS KavyecTBa hapMaLeBTUYECKON
cybcTaHuuu;

J'I) OOKyMeHTallbHOe noaTBepXxaeHune (BaJ'IVI,EI,aLl,I/IFl) aHannTn4ecknx MeToauK, Wucnosfib3yemMbixX npu
OCYyLLECTBITIEHUM KOHTPONA KavyecTBa CbapMaLI,GBTI/I‘-IeCKOIZ Cy6CTaHLI,MI/I;

M) pe3ynbTaTthl aHanu3a cepuii apmMaleBTU4eckon cybctaHumm;

H) nepeyvyeHb CTaHOAPTHbIX o6pa3u,os mnn BewecTB, WUCMNOJIb3yeMbIX TMpPU OCYLEeCTBIIEHNN KOHTPONA
Ka4yecTBa,

0) onMcaHne XxapakTepPUCTUK U CBOMNCTB YNaKOBOYHbLIX MaTEPMArioB 1 YKYNOPOYHbIX CPeaCTB;
n) AaHHble 0 cTabunbHOCTM hapmaLleBTUYeckon cybcTaHLmu;
P) CPOK rO4HOCTMU;

4) [OKYMEHT, cofepxallui CBedeHMs O perucrpaumu npou3BOAUTENs] NEKapCTBEHHbIX CPEeACTB NS
MEOULMHCKOTO MPUMEHEHMST B KadecTBE HanoronnatenbliMka B CTpaHe peructpaumm (anss pOCCUMCKMX
IOPUONYECKMX NNL, - MOEHTUMUKALMOHHBIA HOMep Hanoronnartensuka (MHH), ans MHocTpaHHbIX IOpUaNYEeCKUX
iy - CcTpaHa peructpauuu, HauMeHOBaHME PEerucTpupyrowlero opraHa, PermcTpauuoHHbIn HOMeEp, Kog
HanoronnartenbLiuKa B CTpaHe pernctpaummn (MHKoprnopauum) unmn ero aHaror).

(n. 4 BBegeH defeparnbHbiM 3akoHOM OT 28.12.2017 N 425-93)
(vacTb 2 B peq. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pea. 13.07.2015))
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3. [1ns npoBeAeHUsa aKCNepTU3bl KadecTBa yKasaHHOW B YacTu 1 HacToswen ctaTbn hapmMaueBTU4EeCKOn
CyGCTaHLlMVI 3adaBuTeNnb NpeacraBndeT B yI'IOJ'IHOMO‘-IeHHI:IVI q)ep,epaanbuZ opraH MUCMOSTHNTENBHON BNAacTW:

1) 3asBneHMe O BK/IOYEHUM B TOCYOAPCTBEHHLIN pPEecTp JIeKapCTBEHHbIX CPeACTB  AaHHON
hapmaLeBTMYECKON CcybCcTaHLmK;

2) Konusa [OOKYyMEeHTa, MOATBEpPXAalolWero ynnaty rocygapCTBEHHOM [OWNuWHLI 3a BKIIOYEHWE B
rocylapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeACTB hapmaueBTUYecKon cybCcTaHumMM, Npou3BedeHHOW Ons
peanusaumv, nNnM6o No COBCTBEHHOW MWHMUMATUBE YyKa3aHHbI OOKyMeHT. B cnyyae ero HenpeacTtaBneHus
3asBUTENEM YMNOMHOMOYEHHbIN deaeparnbHblil OpraH WUCMOMHUTENbLHON BnacTu nposepsieT akT ynnathbl
rocyAapCTBEHHOW MOLUMVHbI 3asBUATENEeM C MWCMNOMb3oBaHWeM wuHdopmaumm o6 ynnate rocyaapCTBEHHOW
MOLWIMuHLI, copepxawenca B [ocygapCcTBeHHOW UMHAOPMALMOHHOW CUCTEME O T[OCYOapCTBEHHbIX U
MYyHULUMNAnbHbIX NraTexax, Ha OCHOBaHWUM NpeACcTaBleHHON 3asBMTeNeM Konum OKyMeHTa, noAaTeepxaatoLero
ynnaTy rocygapCTBEHHOMN NOLUNNHBI;

(n. 2 B pen. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) DOKYMEHTbI, yKasaHHbIe B 4acTu 2 HacTosILLEN cTaTby;
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

4) 3agBneHve O Bblgaye paspelleHns Ha BBO3 B Poccuiickyio ®egepaumnio KOHKPETHOW napTum
He3aperncTpypoBaHHOTO JIEKapCTBEHHOro  CpeacTBa, nNpPefHasHaYeHHOro Ans  MNpoBedeHUs  YKasaHHOW
KCMEepPTU3bI.

(n. 4 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

3.1. B cnyyae HenpeacTaBneHns ¢ 3asiBNIEHNEM O BKITHOYEHUN B FOCYAAPCTBEHHbIV PEECTP NTIEKAapCTBEHHbIX
cpencTte hapmMaueBTUYECKOW CyOCTaHLMM JOKYMEHTOB, NOATBEPXKAAKLINX yNnaTy rocygapCTBEHHON MOLLUSMHBI U
yKa3aHHbIX B TMyHKTe 2 4YacTm 3 HacToswen cTaTbW, a Takke BblgaBaeMblX (NpedocTaBnAeMbiX)
YMOSTHOMOYEHHbIMKU (hbeaepanbHbIMU OpraHaMn UCMOMHUTENBHOW BriacTh AOKYMEHTOB (CBEAEHW), yKa3aHHbIX B
nyHkTax 1 1 2 yactn 2 HacTosen ctaTbu, YNOMHOMOYEHHbIM dbeaepanbHblil opraH UCMOMHUTENbHOW BRnacTu
3anpalwvBaeT yka3aHHble [JOKYMEHTbl (CBedeHus)) B MNOpsifke MeXBEeOOMCTBEHHOIO MHAOPMaLMOHHOIO
B3aUMOJENCTBUS.

(vacTb 3.1 BBegeHa depeparnbHbiM 3akoHOM OT 27.12.2019 N 478-903)

4. B TeuyeHve pecstn paboumx OHEW CO OHA MPUHATMSA 3a8BNEHUS O BKIIOYEHUM YyKasaHHOW B yactu 1
HacTOsILLEN CcTaTbM (hapMaueBTUYECKOW CyOCTaHuuM B roCyLapCTBEHHbLIN PEECTP NeKapCTBEHHbIX CPEACTB U
OOKYMEHTOB, MEPEeYUCIIEHHbIX B 4Yactu 1 M nyHKkTe 2 4acTm 3 HacTosilen CcTaTtbu, YNOSIHOMOYEHHbIN
deaepansHbI opraH NCNOSHUTENBHOW BNacTu:

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

1) NpoBOAMT MPOBEPKY MOMHOTHI W OOCTOBEPHOCTM [aHHbIX, COAEPXKALMXCS B MPEeACTaBMEHHbIX
3as8BUTENEM [OKYMEHTAX;
(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2) NpMHUMaeT pelleHne 0 HanpaBlieHUMN B SKCNEepTHOE y4pexaeHne 3agaHna Ha nposeaeHmne akCnepTu3bl
Ka4vyecTtBa yKaBaHHOVI B 4YacTu 1 HacTosien cTaTbu (*)apMaLleBTMHeCKOVI CY6CTaHLI,I/IVI unm o6 oTkase B TakoMm
HanpaBneHunu;

3) yBegomnseT B 3NEKTPOHHON UMW NMUCbMEHHOW hopMe 3asiBUTENS O NPUHATOM PELUeHUN UK B cryyae
OTKasa C ykasaHWeM NPUYnH Takoro oTkasa.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

4.1. B cny4yae BbISIBNIEHNss HEOOCTOBEPHOCTU CBEAEHMIN, coepXaluxcs B NpeacTaBneHHbIX 3asiBUTeNem
MaTepuanax, yrnorHOMOYEHHbIN befepanbHbIi OpraH UCMOMHUTENbHOW BNACcTWU HanpaBnseT 3asBMTENo 3anpoc
006 YTOYHEHWNM yKa3aHHbIX cBeAeHWU. [aHHbI 3anpoc MoxeT ObiTb nepegaH ynoriHOMOYEHHOMY NMPeACTaBUTENIO
3a8BUTENS NMYHO NOA Pacnucky, HanpaBfeH Mo noyTe 3akasHbIM MMCbMOM WU NepeaaH B 3MeKTPOHHOW dhopMme
Mo TeneKkoMMYHUKaUMOHHbIM KaHanam cBs3W. B crnyyae HanpaBneHus gaHHOro 3amnpoca Mo Nnoyte 3akasHbIM
MMCbMOM OH CYMTAETCS MOMNYYEHHbIM NO UCTEYEHUW LIEeCTN AHEN C AaTbl HAaNpaBeHWs 3aka3Horo NMcbma.

(vactb 4.1 BBegeHa PepepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

www.consultant.ru CrpaHuua 6513 110
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21AFED2D1803247B0C2A8DB0828BFFA213FCBB48B494F9DD89190FDFBA2BAE06DBC675B55A00BA1qBX8J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9FDE9BCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9FDE99CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DF6D1D1883747B0C2A8DB0828BFFA213FCBB48B484A99DE99CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9FDE9ECFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DF6D2D8883347B0C2A8DB0828BFFA213FCBB48B484A98D89CCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9FDE9DCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21FF6D1DB8F3647B0C2A8DB0828BFFA213FCBB48B484B9BD992CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9FDE92CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21FF6D1DB8F3647B0C2A8DB0828BFFA213FCBB48B484B9BD993CFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

4.2. 3asBuTenb 00s3aH nNpeacTaBUTb OTBET HaA 3anpoc YMOSTHOMOYEHHOro dedeparnbHOro opraHa
WCNOSNTHUTENBHOW BMAacTW B CPOK, HE NpeBblIAlWMiA geBsiHOCTa paboymx OHEN CO AHS MOMydeHust JaHHOro
3anpoca. Cpok, yka3aHHbIN B YacTu 4 HACTOSLLEN CTaTbW, MPUOCTaHABNMBAETCS CO AHS HanpaBreHus 3asiBUTENIO
3anpoca ynoriHOMOYEHHOro efepansHOro opraHa UCNONHUTENBHOW BRacTu 0 AHA MOMyYeHUs UM oTBeTa Ha
OaHHbI 3anNpoC U He YYUTbIBAEeTCA MpU MCYUCIEHMM CpoKa IKCMepTusbl kadecTBa apmaLeBTUHECKON
cybcTaHuum, Hemcnonb3yemow Npy NPON3BOACTBE JIEKAPCTBEHHbBIX NPenapaToB.

(4acTb 4.2 BBegeHa depeparnbHbiM 3akoHoM OT 25.11.2013 N 317-903)

5. OcHoBaHueM [ns OTKasa B HamnpaBfneHUW B IKCMEPTHOE yuypexaeHue 3ajaHuns Ha nposefeHve
3KCMEepTM3bl KayecTBa yka3aHHOM B 4acTu 1 HacToswew craTbM papMaleBTUYECKON cyOcTaHuuu siBNseTcs
HenpeAcTaBleHNe [OOKYMEHTOB, YKa3aHHbIX B 4YacTM 2 HaCTOsLWEW CcTaTbW, OTCYTCTBME WHGOPMaLWK,
noaTeepxaarowen gakt ynnaTtbl rocygapCTBEHHOW MOLUMMHBI 3a BKMOYeHUe dapMaueBTU4eckon cybcTtaHumm,
npou3BedeHHON ANA peanu3auun, B roCydapCTBEHHbIM peecTp NeKapCTBEHHbIX CPeACcTB, HenpeacTaBreHve
3asBMTENEM B YCTAHOBMEHHbLI CPOK OTBETA Ha YyKasaHHbln B 4Yactu 4.1 HacToswen cTaTbu 3anpoc
YMOSTHOMOYEHHOro dyeeparnbHOro opraHa WCMNOMHUTENbHOW BRacTu WNW nNpeacTaBreHne [OOKYMEHTOB, He
cofepKaLlMx ucdepnbiBaloLEero nepeyHs Heo6Xo04MMbIX CBEAEHWIA.

(4acTb 5 B pen. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

6. B TeyeHve natHaguatn pabounx gHen CO AHSA MOMYYEHUS peLleHust YNOoNHOMOYEHHOro dedeparnibHOro
opraHa WCMNOMHWUTENbHON BMNAacTM O HanpasBfeHMU B SKCMEPTHOE YyuypexaeHuwe 3adaHus Ha npoBeaeHue
9KCNepTM3bl KayecTBa yKasaHHOW B yacTu 1 HacToswen ctaTbu dapmaueBTUYecKonW cybcTaHuun 3asBuTenb
npeacTaBnseT B SKCMEPTHOE yupexaeHve AN npoBedeHns AaHHOW akcnepTusbl obpasubl hapmaueBTnyeckomn
cybctaHuum B Konuyectse, HEOOXOAMMOM AN BOCMPOW3BEAEHMS METOAOB KOHTPOMS KayecTBa. OKCnepTHoe
yypexgeHve npu nonyvyeHun obpasuoB YykasaHHOW B 4YacTu 1 HacToswen cratbn apmaueBTUYecKon
cybcTaHuun BblgaeT 3asBMTEN0 OOKYMEHT, MOATBEPXAAloWMiA nonydeHne 3Tux obpasuosB, U B CPOK, He
NpeBbILLAWMA  Tpex paboumx [HeW, yBeooOMNsieT B SMEeKTPOHHOM WnM NucbMeHHoW d¢opme 06 3ToM
YMOSTHOMOYEHHbIN  dhefeparnbHblil  OpraH MWCMNOMHUTENBHOW BriacTU. 3TW CPOKM He BKIOYalTCs B CPOK
NpoBeaAEeHUs AaHHOW SKCNepTun3bl.

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

7. [okymeHTbl, MOCTYNMBLUME B 3KCMEPTHOE YypexaeHue [AnA MpoBedeHUs 3KCnepTusbl KavyecTsa
yKkasaHHOM B 4acTu 1 HacTosillei cTaTbu cpapMaueBTUYeckon cybcTaHuuv, noanexaTt Bo3BpaTy B
YNOSTHOMOYEHHBI  begeparnbHbli  OpraH WUCMOMHUTENbHOW BRacTV OAHOBPEMEHHO C  3aKIYEHUSIMU O
pesynbTaTtam NpoBeAeHHON SKCNepTUsbI.

8. B cpoK, He MpeBbIWaoLWmMi NATM paboynx AHEN co AHS NONyYeHUst 3aKoYeHs KOMUCCUM 3KCMEPTOB MO
pesynbTaTtaM 3KCNepTM3bl KAa4ecTBa yka3aHHOW B YacTu 1 HacTosilen ctaTbu dhapMaLeBTUYECKON cybGcTaHLmK,
YNOMHOMOYEHHbIV dhefeparbHbli OpraH UCNONHUTENbHOW BNAcTu:

1) OCyLUeCTBNAEeT OUEeHKY TaKoro 3aKkrnw4yeHua aOna onpegerneHna ero CcooTBeTCTBUA 3adaHUK Ha
npoeegeHne OaHHON 9QKCNEPTU3bI;

2) NpUHMMaeT peLleHne O BKIIOYEHUM yKa3aHHOM B 4acTu 1 HacToswen ctaTbuM hapMaueBTU4ECKON
cybCTaHUUKM B rocyjapCTBEHHBIN PEECTP NEKAPCTBEHHbBIX CPEACTB UK pelleHne 06 0Tkase B TaKOM BKIOYEHUN;

3) BHOCUT nMpU MNPUHATMM peLleHMs O BKMKYEeHUW yKazaHHOW B 4acTM 1 HacToswen craTbu
hapmaneBTMdeckon cybcTaHUMM B TFOCYOapCTBEHHbI PEECTP JIEKAPCTBEHHbIX CPeACTB MNPeayCMOTPEHHYIO
yacTbto 2 ctatbk 33 HacTosiwero PegepanbHOro 3akoHa MHGOpMauMio 1 yBegomnsieT 06 3TOM B 3N1EKTPOHHOWN
UnNu NUCbMEeHHOW hopme 3asaBuTEnNS.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-03)

9. OcHoBaHMeM ONns OTKa3a BO BKIIHYEHUWM yKa3aHHOW B YacTy 1 HacTosLwen ctaTbl hapMaueBTU4eCcKon
cybCTaHUUM B rocygapCTBEHHLIN PEECTp NEKapCTBEHHbIX CPEACTB SABMSETCA 3ak/lo4YeHMe COOTBETCTBYHOLLETO
YMNOSIHOMOYEHHOrO hbefiepanbHOro opraHa UCMNOMHUTENBHOM BlacTM O TOM, YTO KayecTBO hapMaLeBTUYECKON
cybCcTaHUUM He NOATBEPXKOEHO NOMYYEHHbIMU OAHHBIMU.

(vacTb 9 BBegeHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-03; B pea. PenepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

10. He ponyckaeTcsa BKNOYEHME B TOCYLApPCTBEHHbIA pPEECTp JIeKapCTBEHHbIX CPeacTB  OLHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

hapmaueBTMUeCckon cybCcTaHUMKU, MNPOU3BEAEHHON AN peanusauMyM U BbIMyCKAEMOW OOHUM M TEM Xe
Npoun3BOAMTENEM, B BUAE ABYX U Goriee peecTpoBbIX 3amnmcei.
(vacTtb 10 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

11. BHeceHMe W3MEHEHUA B AOKYMEHTbl Ha papmMaueBTUYECKyl0 CyOCTaHUMIO, NMPOU3BEAEHHYHO AJIs
peanu3aumy 1 BKIIOYEHHYIO B TOCYLapCTBEHHbLINA PEECTP NEKapCTBEHHBLIX CPEACTB, OCYLLECTBNSAETCA B NOPSAKE,
yctaHoBneHHoM ctatbsamu 30 u 31 HacTosiwero defepansHOro 3akoHa, ¢ ynnaTon rocygapcTBEHHOW MOLUMWHLI,
npeaycMoTPEHHON 3akoHogaTenscTBOM Poccuiickon ®egepauum o Hanorax n cbopax.

(vactb 11 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

12. [HonyckaeTtcs obpalleHve dapmaueBTUyecknx cybcTaHUMIi, Npov3BedeHHbIX ONA peanu3auun, B
TeYyeHne cTa BOCbMWOECATM AHEeW OO W Mocre MpUHATMS YNONHOMOYeHHbIM dedepanbHbiM  OpraHoM
NCMONHWUTENbHON BacTW pPeLleHnss 0 BHECEHUWN U3MEHEHU B AOKYMEHTbI Ha hapMaLeBTUYECKyo CybcTaHLmio,
Npou3BeAeHHYI0 ANs peanv3auny 1 BKITFOYEHHYI0 B FOCY4apCTBEHHbIN PeecTp NekapCTBEHHbIX CPeacTB.

(4acTb 12 BBegeHa PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. PelueHne 06 UCKMNOYEHMM U3 FOCYAaPCTBEHHOIO peecTpa NekapCTBEHHbIX CPeAcTB hapMaLeBTUYECKON
cybcTaHuumn, npousBedeHHOW AN peanu3auvu, MNpUHUMAETCsl YMOSIHOMOYEHHbIM begepanbHbIM  OpraHoM
NCMONHUTESNbHOW BNacTu B criyvae:

1) npeacrtaBiieHnA COOTBETCTBYHOLWKMM  YNOJTHOMOYEHHbIM cbe/:l,epaanblm OpraHom NCMNONHNTENBHOW
BMaCth 3aKrto4YeHuna O pUcke unm 00 yrpose >Xu3Hm wunn 300pOBbH0  4YesioBeKa nmbo  XKMBOTHOTO npu
MCcnoJyib3oBaHMM NekapCTBeHHOro cpeacTBa;

2) noaavun pa3pa60Tqv||<0M NeKapCTBEHHOIo cpenctea Ui Npom3BoguUTeENEM JneKapCTBeHHOro cpeactBa
nmbo YNONTHOMOYE€HHbIM MU OpYyrUM Opngny4ecknumMm JnLoM 3adaBlieHUA 00 UCKMYeHUn u3s rocynapCTtBeHHOro
peecTpa liekapCTBEHHbIX CpencTB d)apMaLl,eBTVI‘-IeCKOIZ CY6CTaHLI,VIVI, I'IpOl/ISBEﬂ,eHHOIZ ana peannsauunin;

3) oTcyTcTBUA hapmaueBTMYECKOW cyDOCTaHuMM, MPOU3BEAEHHOM ANdA peanusauumu, B obpaleHun B
Poccuiickon ®egepaumnm B Te4eHne Tpex 1 bonee ner.
(vacTb 13 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Cratba 35. YTpatuna cuny ¢ 1 vions 2015 roga. - ®egepanbHbii 3akoH oT 22.12.2014 N 429-P3.

Ctratba 36. OOxanoBaHue pelleHuss 06 OTKase B BblAave paspelleHus Ha npoBeaeHue
KINMMHMYECKOro uccnenoBaHWUs JIeKapCTBEHHOro npenapara, pelweHMsi o6 oTkase B rocygapcTBeHHOM
perucTpauuu nekapcTBeHHOro npenapara, 3akni4YeHUsi KOMUCCUU IKCMEePTOB IKCMEePTHOro yupexaeHus
WNK 3aKnoYeHUst coBeTa Mo 3TukKe

(B pen. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

PelleHne coOTBETCTBYIOLErO YNOMHOMOYEHHOrO dhefeparnbHOro opraHa WCMONHUTENbHON Bnactu o6
OTKase B Bbldaye paspelleHus Ha npoBedeHWe KIMHUYECKOro WccrefoBaHWsl NekapCcTBEHHOro npenapaTa,
pelleHne ykasaHHOro egepanbHOro opraHa MWCNOMHUTENbHOW Bnactu o6 oTkase B rocyaapCTBEHHOW
perucTpaumm nekapcTBEHHOro npenapaTa, 3akfioYeHue KOMUCCMM IKCMEePTOB IKCMEPTHOrO YYpexaeHus wunm
3aKoYeHne coBeTa MO 3TMKe MOXeT ObiTb OBxanoBaHO B Mopsake, YCTAHOBMEHHOM 3aKOHOOATENbCTBOM
Poccuinckon ®egepauun. 3aknoyeHne KOMUCCUMN 3KCMEPTOB SKCMEPTHOrO YUYPEXKAEHNS O B3aUMO3aMeEHAEMOCTH
nekapCTBEHHbIX NpenapaToB 4S8 MeOULMHCKOro NMpUMeHeHMs nMbo o TOM, YTO NeKapCTBEHHbIV npenapaT Ans
MEOWLMHCKOrO MPUMEHEHUS] He SIBMSIeTCS B3aMMO3aMeHsieMblM, MOXeT OblTb 00XanoBaHO AepxaTenem unm
BrnagenbLeM perMcTpaunoHHOro yaoCTOBEPEHNS NIekapCTBEHHOro npenapara B YNOMHOMOYEHHbIN deaepanbHbIii
opraH UCMONHUTENbHON BMAcTW, KOTOPbIN NMPUBIEKAET K PACCMOTPEHMIO YKa3aHHOM xanobbl NoaBeAOMCTBEHHbIE
eMy HayyHble opraHmsaumm u obpasoBaTesfibHble OpraHu3auuy BbiCLLEro obpasoBaHWs, OCYLLECTBRSALME
AeATenbHOCTb B cdepe obpalleHns nekapCcTBeHHbIX cpeAcTB. 3akmnioyeHne KOMUCCUM IKCNEPTOB SKCMEPTHOrO
yupexgeHus, odhopMIeHHOe NO MUToraMm nepecmoTpa ObXaroBaHHOrO 3aKrYeHUs 3JKcnepTta, MoXeT ObITb
OCMOpPEHO AepxaTteneMm wunu BnagenbLeM perMcTpalyoHHOro yaAoCTOBEPEHNS NlekapCTBEHHOro npenapara nmbo
YMNONIHOMOYEHHBIM MU MULOM B MOPSIAKE, YCTaHOBNEHHOM 3akoHogaTtenbcTBoMm Poccuiickon degepauun. MNpu
06kanoBaHWM peLLeHUs YNofIHOMOYEHHOro dedeparnbHOro OpraHa WCMOMHWUTENbHOM BNacTh, 3aKoyveHus
3KcnepTa UM KOMUCCUM SKCTMEPTOB SKCMEPTHOMO YYpexaeHus, 3aKMoveHns coBeTa Mo 3TUKe AepKaTtenb Unu
BrnageneL, perucTpaunoHHOro yAOCTOBEPEHUS feKapCTBEHHOro npenapata nmMbo YnonHOMOYEHHOe UMK MULO
BrpaBe nNpeacTaBUTb pesynbTaTbl 3KCMNEepTU3bl  NEKApPCTBEHHOro npernaparta, MNPOTOKOMbl  NOMyYeHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

aKKpeaUTOBaHHbLIMU MUCTbITaTeNbHLIMKU NabopaTopusiMu (LEHTPaMK) pesynbTaToB UCCNeaoBaHWMI, UCNbITaHWUA.
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

Ctratba 37. WHdopmauus, cBA3aHHaAA C OCYLIECTBNIEHMEM T[OCYAapCTBEHHOW perncrpauum
nekapcTBeHHbIX npenapaTtoB, MHdopMaLuuUA O 3aperucTpuMpoBaHHbIX JEKapCTBEHHbIX Mnpenapartax W
nexkapcTBeHHbIX NpenapaTtax, UCKIMIO4YEeHHbIX U3 rOCYAapCTBEHHOrO peecTpa NneKkapcTBeHHbIX CPeacTs

1. CoOTBETCTBYIOLLMIA YNONTHOMOYEHHbIN (hefepanbHbli OpraH UCMONHUTENbHOW BracTy pasMellaeT Ha
cBoeM odmumanbHoMm cante B ceth "MHTepHeT" nHopmaumio, CBA3aHHYO C OCYLLECTBIEHNEM rOCyAapCTBEHHON
perncTpaumm nekapCTBEHHbIX MpenapaTtoB, B TOM 4YMCNe NPOBEAEHMEM IKCNEpPTU3bl JNIEKAPCTBEHHbIX CPEACTB
(Bkntovast pesynbTatbl €e NpoBeaeHud), MHpopMaLmio O 3aperncTpMpoOBaHHbIX NIEKAPCTBEHHbIX Mpenapartax u
neKkapcTBEHHbIX MpenapaTax, MCKMAYEHHbIX W3 rocyAapCTBEHHOIO peecTpa NekapCTBEHHbIX CPeacTB, He
nosgHee 4em 4Yepe3 nATb paboynmx LHEN CO OHA MNOMyYeHWUst YMONTHOMOYEHHbIM diedeparibHbIM OpraHoM
NCMNOMHMTENBHOW BNacT! COOTBETCTBYOLLEN MHGOPMaLIMK.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 02.08.2019 N 297-03)

2. CpokM U nopsiooK pasMmelleHus YykasaHHOM B 4actu 1  HacToswen cTatbn MHGOpMAaLMK
yCTaHaBMNMBalOTCS  YNOMHOMOYEHHbIM  (befepanbHbiM  OpPraHoOM  UCMOSNTHUTENbHOW  BriacTu.  MHdopmaums,
yKkasaHHad B 4Yactu 1 HacTosen cTaTbM, SBMASETCA OTKPbITOM M OOLeJOCTYNHOW M npeaocTaBnsgeTcs
3aMHTepecoBaHHbIM fMLiaM B COOTBETCTBMM C 3akoHoAaTenbCcTBoM Poccunckon ®egepaumn.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

Maea 7. KMIMHUWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB ONA MEAULUMHCKOIo NPMMEHEHUA, OrOBOP
OB NX NMPOBEOEHUN, NPABA NMALUMEHTOB, YHACTBYIOLLUX
B 3TUX NCCNEOQOBAHUAX

Cratba 38. KnuHuyeckme wuccrnegoBaHUA JeKapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro
npUMeHeHusA

1. KnuHudeckne wccrnenoBaHUS IeKapCTBEHHbIX MpenapaTtoB AN MeAUMUMHCKOTO MPUMEHEHUS, B TOM
yncre MexayHapodHble MHOTrOLEHTPOBLIE, MHOTOLEHTPOBbIE, MOCTPErMCTPaLVOHHbIE, NPOBOASTCS B OQHOW UK
HECKOSbKUX MEAULMHCKMX OpraHm3auusix B COOTBETCTBUM C MpaBunaMy Hagnexawlen KIUHUYECKON MPaKTUKW,
YTBEPXKAEHHBIMU  YMONTHOMOYEHHBIM  doefeparnbHbiM OpraHoM MCMOMHUTENbHOW BRacTW, COOTBETCTBEHHO B
cnenyloLmnx Lensx:

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1) yctaHoBneHne ©e30MacHOCTU NEKapCTBEHHbIX MpenapaTtoB AN 340pOBbIX Ao6poBonbueB M (Mnn)
nepeHocnMMmoCTn ux 3O0poBbiMU ,D,O6pOBOJ'IbLI,aMVI, 3a WCKNKWYeHunemM TaKnx VICCJ'Ie,EI,OBaHVIVI leKapCTBEHHbIX
npenapaToB, NPOM3BEAEHHbIX 3a Npeaenamun Poccuiickon degepaunm;

2) nogbop onTMMarbHbIX [O3VPOBOK NEKAPCTBEHHOIO Mpenapata M Kypca feyvYeHus Ans NauueHToB C
onpedeneHHbIM  3aboneeBaHMeEM, ONTUMAalnbHbIX [03 W CXeM BakuuHauuv  MMMYHOBMONOrMYyeckumMm
neKkapcTBEHHbIMM NpenapaTamMy 300pOBbIX A06POBObLEB;

3) yctaHoBneHne 6e30nacHOCTM NEeKapCTBEHHOro npenaparta U ero 3d@EeKTMBHOCTM ANs NauMeHTOB C
onpegeneHHeiM 3aboneBaHueM, npodunakTudeckon 3pdeKTMBHOCTM MMMYHOBUONMOMMYECKMX NEKAaPCTBEHHbIX
npenapaToB A 300POBbIX 4OOPOBONbLLEB;

4) n3y4yeHne BO3MOXHOCTU paclunpeHnd nokasaHuin gnst MeguLMHCKOro NPUMEHEHNA N BbIABITIEHNA paHee
HEN3BECTHbIX NOBOYHbIX OENCTBUIA 3aperncTpupoBaHHbIX NNIEKAPCTBEHHbIX NMpenapaToB.

2. B oTHoweHun BOCNpou3BeaeHHbIX JeKapCTBEHHbIX npenapatoB Anhd MeaAUUUMHCKOro npuMeHeHua
npoBOAATCA wnccneagoBaHuA OMO3KBUBANEHTHOCTU U (I/IJ'IM) TepaneBqueCKoﬁ OKBMBAJNIEHTHOCTU B MNOpPAKe,
YCTaHOBJ1IEHHOM YNOJIHOMOYE€HHbIM cbe,qepaanblm OopraHom NCMNONHUTENbHON BNAcTu.

3. OpraHmsau,mo npoeegeHna KInnHN4YeCcKmnx nccnegoBaHum NleKkapCTBeHHOro npenaparta ana MmeguunHCcKoro
npnmMeHeHnsa Bnpase OCyLeCTBNATb:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) pa3paboTymK SIeKapCTBEHHOrO Npenapara Uiy yrosHOMOYEHHOE UM NINLIO;

2) obpasoBaTtenbHble OpraHusauuMum BbiCLIEro oOpasoBaHusl, OpraHu3auMn  OOMOSIHUTENbHOMO
npodeccuoHansLHoro obpasoBaHus;
(n. 2 B pea. PepepansHoro gakoHa ot 02.07.2013 N 185-93)

3) Hay4Ho-MuccnegoBaTeNbCKME OpraHn3aLmm.

4. KnuHnyeckue nccrnegoBaHns NekapcTBEHHOro npenapara ansg MeguumHCKoro NpUMeHeHust NpoBOasTCA
Ha OCHOBaHWW paspelleHuss Ha MpoBeAeHne KIMHWYECKOro WCCredoBaHMsa FeKkapCTBEHHOro npenapara,
BblAAaHHOIO  YMOSTHOMOYEHHbIM  (befdeparnbHbIM - OpraHoOM  UCMOMHUTENbHOW  BNacTu.  YMNOMHOMOYEHHbIN
dedepanbHbIl OpraH WCMONMHUTENbHOW BRacTu BedeT pPeecTp BblOaHHbIX paspelleHun Ha npoBeaeHue
KMMHUYECKNX MUCCrefoBaHU NeKkapCTBEHHOro MpenapaTta, COoAepXalui ykasaHue Ha WX uenb unuv uenu, B
YCTaHOBMNEHHOM 3TUM OpraHoM Nnopsiake.
(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-03, o1 13.07.2015 N 241-93)

5. Y1patun cuny ¢ 1 uiona 2015 roga. - PegepanbHbiin 3akoH oT 22.12.2014 N 429-93.

6. K opraHvsaumm npoBefeHWst KIIMHWYECKMX WCCNEAOBaHWMA FNEeKapCTBEHHOrO MpenapaTta Ang
MEOULMHCKOTO MPUMEHEHNs] pa3paboTyMKOM FEKapCTBEHHOrO npernaparta MOryT MPUBIEKaTbCHA topuanyeckne
nua nobon opraHn3auMoHHO-NPaBoBOM HOPMbI MPU YCroBMK obecnevyeHns COOTBETCTBUSA STUX NUCCNEAOBaAHUN
TpeboBaHusM HacToswero ®eaepansHOro 3akoHa.

KoHcynbTtaHTlIntoc: npumedaHume.

B HacTosillee Bpemsi [OENCTBYKOLMM 3aKOHOLATENbCTBOM HE YCTAHOBIEH MOPSOOK  akkpeauTaumm
MEeOMLMHCKUX OpraHu3aLuii Ha NpaBo NPOBEAEHUST KIMMHNYECKUX UCCeaoBaHUI NeKapCTBEHHbIX NpenapaToB
ans meguumHckoro npumeHenus. o 01.01.2021 pewnctBoBano [loctaHosnenue [paButensctBa PP ot
03.09.2010 N 683.

7. KnuHnyeckne nccnegoBaHus NEKapCTBEHHbIX NpenapaToB ANt MeAUUMHCKOro NPUMEHEHUS1 MPOBOAATCSA
B MEAVLMHCKNX OpraHmn3auusix, akkpeaMTOBaHHBLIX YMOJIHOMOYEHHbIM hefepanbHbiM OpraHoOM UCMOSNTHUTENbHOM
BNacTu B nopsake, yctaHoBneHHoM [NpaBuTtenbcTtBom Poccuiickon Peaepaumm.

8. llepedyeHb MEOUUUHCKMX OpraHu3auun, MMerLuxX MpaBo MPOBOAUTb KIMHUYECKME UCCNeoBaHUS
nekapcTBEHHbIX NpenapaToB ANg MeOULUHCKOrO MPUMEHEHUS, U PeecTp BblAaHHbIX pa3peLLeHnin Ha npoeBeaeHue
KMMHUYECKUX  WUCCNEOOBaHWA  NEKapCTBEHHbIX  MNpenapatoB  ONyoOIMKOBBIBAKTCA M pas3MeLlalTcs
YMOSTHOMOYEHHbIM doeeparnbHbiM OpraHOM WUCMOMHUTENBHOW BMacTu B YCTAHOBIIEHHOM MM MOPSAKE Ha CBOEM
odumumanbHom canTte B ceT "UIHTepHeT".

Cratbsa 39. PewueHue o npoBegeHUN KITIMHUYECKOro UccrenoBaHUA NIeKapcTBEHHOro npenapara ans
MeaULMHCKOro NpUMeHeHUs
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. KnuHunyeckoe nccnegosaHue JIeKapCTBEHHOro npenapara gna MmeanumHCKoro npuMmeHeHna npoBoanTcA
Ha OCHOBaHuUM pas3pelleHna Ha nposegeHne KInHUYeCKoro wuccnegoBaHuna nekapCTBeHHOro npenaparta,
BblIA@HHOIO YNOJSIHOMOY€HHbIM cbe,uepaanuM opraHom NCMNONHUTENbHON BNacTu no pes3ynbTartamM 3KCNepTu3bl
OOKYMEHTOB, HeobxoaMMbIX Ans nony4vyeHuna paspeleHna Ha nposeneHune KrMHN4ecKoro uccnenoBaHuda
JIeKapCTBEHHOIO NpenapaTta n 3TUYECKON 9KCNepPTU3bI.

2. ns nonyyeHns paspelleHust Ha NpoBedeHne KIIMHUYECKOro UCCNedoBaHNsA NekapcTBeHHOro npenapara
ANS  MeOWUMHCKOTO MPUMEHeHUsl 3asBuTenb MNpeacTaBnsieT B YNOMHOMOYEHHbIM dhedepanbHblii  opraH
UCMONHUTENBHON BNACTU:

1) 3asiBNeHME O Bbidaye paspeLleHVsi Ha MPOBEeAEHUE KIMHWYECKOro WUCCrieOoBaHus J1ekapCTBEHHOMO
npenapara Ans MeAULUHCKOrO NMPUMEHEHWS;

2) KON OOKYMEHTOB, noarsepXxaarwmnx ynnarty rocyp,apCTBeHHoﬂ OoLNUHbI 3a nNpoBegeHune 3TUYECKON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3KCMEepTM3bl, IKCMEPTU3bl AOKYMEHTOB Ha JIEKapCTBEHHbIA MpenapaT [Anis MNoflydYeHus paspeLleHns Ha
npoBefeHne KITMHUYECKOTO MCCNeaoBaHWsl JIEKAPCTBEHHOro npenaparta Ans MeAMUMHCKOro NpUMEeHeHus, 3a
Bbldayy paspeleHnss Ha NpoOBeAEeHME KIMHMYECKOrO UCCNeaoBaHMs  JIEKapCTBEHHOro npenapaTta  Ans
MEOMWLMHCKOrO MPUMEHEHUsl, 3a MpOBEAEHWE SKCMepPTU3bl [OKYMEHTOB Ha JlIEKapCTBEHHbIM npenapaT Ans
nonyyeHnst paspelleHns Ha npoBedeHME MEXAYHApPOAHOro MHOrOLEHTPOBOro KMMHUYECKOTO WCCReLoBaHUS
nekapcTBEHHOro npenapaTta Ang MeAUMUMHCKOro MPUMEHEHUs, 3a Bblgady paspelleHus Ha npoBefeHue
MEXOYHapO4HOTO  MHOTOLIEHTPOBOrO  KIMMHUYECKOrO  WUCCRefoBaHUsl  NeKapCTBEHHOro npenapaTta  Ans
MEOULUMHCKOTO MPUMEHEHUS, 3a MNpOBedEeHMEe ITUYECKOW IKCMEePTU3bl, IKCMEepTU3bl [OOKYMEHTOB Ha
NeKapCTBEHHbINA Mpenapart Ansi NOoNyYeHus paspeLleHus Ha NpoBedeHne MOCTPErnCTPaUMOHHOIO KITMHUYECKOro
nccnegoBaHMs NEKapCTBEHHOro npenapata Ans MeAUMUMHCKOrO MPUMEHEHUs, 3a Bblgayy paspelleHuns Ha
npoBefeHne NOCTPErMcTPaLMOHHOIO  KITMHUYECKOrO  WUCCReAOBaHUA  NeKkapCTBEHHOro npenapata  Ang
MeANLMHCKOro NPpUMEHEHUS;

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 478-93)

3) NPOTOKOM KMMHMYECKOrO UCCNeaoBaHns IEKapCTBEHHOIO npenapaTa As1s MeguLMHCKOro NPUMEHEHMS;
4) 6polutopy MccnegoBarens;
5) MHpOPMaLMOHHBIV NTIMCTOK NAUMEHTa;

6) cBefeHust 06 onbiTe pa60TbI nccrnegosarenen no COOTBETCTBYHOLLMM cCrneunarnbHOCTAM U UX OnbiTe
pa6OTbI no npoBeaeHno KIMNHNYECKNX nccrnegoBaHum;

7) cBedeHUs O MEAMUMHCKUX OpraHuM3auusix, B KOTOPbIX Mpeanonaraetcs npoBeOeHUe KIMHUYECKOro
NCCnefoBaHUs NeKapcTBEHHOro npenapata Ans MeOUUMHCKOrO MNpUMeHeHUst (MOoNHoe MW CoKpalleHHoe
HauMeHOBaHWsl, OpraHM3aUMOHHO-NpaBoBas (opMa, MECTO HaxoXOeHVWs U  MEeCTO  OCYLIECTBIEHUS
AesATeNbHOCTU, TenedoH, Tenedakc, aapec 3MeKTPOHHONM NOYTbI KXo MeaULIMHCKON opraHM3auum);

8) cBegeHus O npegnonaraeMbiX CpoOKax MPOBEOEHUS KIMHUYECKOTO WCCNEeAOBaHWUs feKkapCTBEHHOro
npenapara Ans MeavmumHCKOro NpUMeEHeEHUS;

9) Konuio aoroesopa obsizaTenbHoOro CTpaxoBaHWA, 3aKINK4YeHHOro B COOTBETCTBMU C TUMOBLIMU NpaBuiamu
06s3aTensHoro CTpaxoBaHu4, C yKa3aHnem npe,qeanon YNCNEHHOCTU NauneHTOoB, y4aCTBYHOLNX B KITMHNYECKOM
ncecnenoBaHMM NnekapCTBeHHOro npenaparta and MeguunHCKOro npuMeHeHus,;

10) Mchopmau,vno O COCTaBe JieKkapCTBeHHOro npenaparta gnda MmeamumHCKoro npuMeHeHus;

11) [OOKYMEHT, COCTaBMfEHHbI MNPOM3BOAMTENEM NEKapCTBEHHOro npenapara Ans  MeguuUHCKOro
NPUMEHEHUS N CoaepXallMin nokasaTenu (XapakTepucTUKM), a Takke CBEAEHUS O NekapCTBEHHOM npernaparte
ANst MEANLMHCKOrO NPUMEHEHWS, NPOU3BEAEHHOM AN NPOBEAEHMS KIMHNYECKMX UCCNeaoBaHUi;

12) cBegeHva O paTe npedocTaBfeHVMs U PErucTpauMoOHHOM HOMEpe MUUEH3MM Ha MNpPOM3BOACTBO
nekapCTBEHHbIX CPeACcTB B Criyyae, ecnv Mpom3BOACTBO JIEKApCTBEHHOro npenapaTta OCyLeCcTBRseTcs B
Poccuickon ®epepaunn, nnu ceegeHus o gate nNpefocTtaBneHust U permcTpaumMoHHOM HOMepe 3akioYeHus O
COOTBETCTBMM  MPOM3BOOMUTENSA  fleKapCTBEHHOro  npenapata TpeboBaHMsAM  MpaBun  Hagnexaiien
NMPON3BOACTBEHHOW MpPaKTWKW, NPEeAOCTaBIEHHOro YMOMIHOMOYEHHbIM OpraHoM CTpaHbl  MPOM3BOAUTENS
neKkapcTBEHHOro npenapara.

(B pea. PegepanbHbix 3akoHOB 0T 04.06.2018 N 140-93, o1 27.12.2019 N 478-93)

2.1. B cny4ae HenpeAcTaBreHNss C 3asiBfieHMEM O Bblgaye paspelleHust Ha npoBedeHue KIMHUYECKOro
NCccnefoBaHWs eKapCTBEHHOro npenapata  ANnd  MeAMUMHCKOrO MPUMEHEHUS OOKYMEHTOB (CBedeHWn),
NOoATBEPXAALWMNX ynnaTy rocyaAapCTBEHHOW MOLUMMHbBI U YKa3aHHbIX B MYHKTE 2 YacTu 2 HacTosLen cTaTtbm, a
Takke BbldaBaeMblX (NPefocTaBnseMblX) YMNOMHOMOYEHHbIMKW heaepanbHbIMM  OpraHaMyM  MCNONMHUTENbBHON
BNacTM [OKYMEHTOB (CBeAEHWW), yKa3aHHbIX B MyHKTe 12 4yacTum 2 HacToswen cTaTbu, YNONHOMOYEHHbIN
dhedepanbHbIi OpraH UCMOMHUTENBbHOW BNAcTW 3anpalivMBaeT yKasaHHble AOKYMEHTbl (CBedeHus) B nopsake
MeXXBeAOMCTBEHHOIO MHOPMaLMOHHOIO B3auMOAENCTBUS.

(yacTb 2.1 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 478-03)

3. B cpok, He npeBblWaWmn NATU paboumx OAHerW CO OHS MPUHATUS yKasaHHOro B nyHkTe 1 4actu 2
HacTosillen cTaTbW 3asBNeHUss U HeobXoAMMbIX [JOKYMEHTOB, YMOSIHOMOYEHHbIN ddeaepanbHbii  opraH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

NCMNONHUTENBbHON BNAcTu:

1) nNpoBOAMT NPOBEPKY MOMHOTBI M LOCTOBEPHOCTM CBEOEHUN, COOEPXALLMXCA B MPEACTaBMEHHbIX
3as8BUTENEM JJOKYMEHTAX;

2) NnpMHAMaeT peweHne O npoBedeHUn 3KCNepTu3bl OOKYMEHTOB Arid NoJiydeHuAa paspelleHnsa Ha
nposegeHne KIMHNYECKOro wuccrneagoBaHUa JeKapCTBEeHHOro npenaparta Aand MeauumHCKOro rnpuMmeHeHua wu
3TUYECKON QKCNepTn3bl Unn 06 oTkase B npoBeaeHnn yka3aHHbIX 3KCNepTus,;

3) yBegooMIAeT B C-)J'IeKTpOHHOIZ cbopme U1 Ha 6YMa)KHOM HOCUTENE 3aAaABUTENA O NMPUHATOM peLleHUn
nn6o B Cly4vae NpuHATUA pelleHna 00 oTKa3se Takxke C YKa3aHunem npuynH Takoro oTkasa,

4) noAroTaBnMBaeT 1 HanpaBnseT B 3KCMEPTHOE yYpeXxaeHWe U COBeT Mo 3TWKe 3afJaHue Ha npoBedeHue
COOTBETCTBYHLLMX IKCMEPTUS.

4. B crniyyae BbISIBIIEHUS HEMONHOTHI U (MNIM) HEeOOCTOBEPHOCTM WHOpMauun, coaepawencs B
npeacTaBneHHbIX 3asiBUTENEM AOKYMEHTaXx, YNOSIHOMOYEHHbIN dheaepanbHbIil OpraH WUCMONTHUTENbHOW BRacTu
HanpasnseT 3agBUTENto 3anpoc 06 yTOYHEeHUU ykaszaHHOW uHdopmaumn. JaHHbIn 3anpoc MoxeT ObITb nepeaaH
YNOMHOMOYEHHOMY MpPeaCcTaBUTENIO 3adBUTENS NIMYHO MO PacnuCKy, HanpasneH no noyTe 3aka3HbiM MMCbMOM
UNn nepegaH B 3MEKTPOHHOW ¢bopMe MO TeNeKOMMYHMKAUMOHHBIM KaHanam cBasn. B cnydae HanpaeneHus
JaHHOro 3anpoca no Mo4YTe 3akasHbiM MUCbMOM OH CHMTAETCs MOMYYEHHbIM MO UCTEYEHUN LLECTU AHEN C OaThbl
HampaBneHnss 3akasHoro nucbma. 3asdBuTenb 0053aH NpeAcTaBUTb OTBET Ha 3anpoc  YNONHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENBHOW BNacTy B CPOK, HE NMpeBbillaloWmMi AeBSHOCTA paboyunx gHEn co OHSA
ero nonydeHusi. Cpok, ykasaHHbI B 4acTh 3 HacCTOsiLen cTaTbW, NPUOCTaAHABAMBAETCA CO OHS HanpaBneHus
3aaBUTENO 3anpoca YNorHOMOYEHHOro deepanbHOro opraHa UCNOMHUTENbHOW BNAcTU A0 OHS MOMyYeHUs nm
COOTBETCTBYIOLLErO OTBETA M HE YYUTbIBAETCA MpPUM  MWCYUCIIEHMM CpOKa MPUHATUS  YNONHOMOYEHHbBIM
degepanbHbIM OpPraHoOM MWCMOSTHUTENbHON BNACTU peLUeHMs O MNPOBEAEHWMM IKCMEepTM3bl [OKYMEHTOB A4
MofyyYeHns paspelleHMs Ha MpoBedeHMEe KIMHWMYECKOTO WCCreoBaHWs NEeKapCTBEHHOro npenaparta Ans
MEeAMLMHCKOro NPUMEHEHMS.

5. OcHoBaHVeM [Afia OTKasa B MNPOBEAEHUMU 3KCMEePTU3bl AOKYMEHTOB AONS MOMyYeHUs paspelueHus Ha
NnpoBefeHUe KIMHUYECKOro WCCMefoBaHMA JlekapCTBEHHOro npenaparta ans MeauuUMHCKOro NPUMEHEHUs U
3TUYECKOWN SKCMEPTU3bl ABMNSAETCA NpeacTaBrieHne JOKYMEHTOB, NPeAyCMOTPEHHbIX YacTbio 2 HACTOSLLIEN cTaTby,
B HenonHoMm obbeme, HenpeacTaBneHne 3asiBUTENEeM B YCTAHOBIIEHHbIN CPOK OTBETA Ha yKa3aHHbIA B Yactu 4
HacTosILLEeN CTaTbM 3anpocC YNONTHOMOYEHHOro dpefepansHOro opraHa UCMNONHUTENBLHON BNacTu nubo oTcyTcTBme
B NpeacTaBleHHbIX OOKYMEHTaxX WCYepnbiBaloLWero nepeyHs HeobxoanMon uHdopmauun mnu mnHdgopmaumu,
KoTopas OofkHa ObITb OTpakeHa B HMX, a Takke OTCYTCTBME MHpopmauun, noaTsepxaarollen akT ynnatbl
rocyfapCTBEHHONW [OWIWMHLI 33 MPOBEAEHWE OTUYECKOW  IKCMEepTU3bl, SKCNepTu3bl [OKYMEHTOB Ha
neKapcTBeHHbI npenapaTt Ans MONydYeHus paspelleHnss Ha MnpoBefeHWe KIMHWYECKOro uccrenoBaHus
nekapcTBeHHOro npenapaTta Ans MeAUMUMHCKOro MpUMEHEHUs, 3a Bblgady paspelleHus Ha nposefeHue
KIMMHWYECKOro uccnefoBaHWs rekapCcTBEHHOro npenapara Ansd MefuuMHCKOro npuMeHeHusi, 3a npoBefeHune
3KCMepTU3bl [OKYMEHTOB Ha NeKapCTBEHHbIN npenapat And MnonyyYeHus paspelleHus Ha npoBedeHue
MeXOYHapOAHOTO  MHOTOLIEHTPOBOrO  KIMMHUYECKOro  MCCrefoBaHWs  NekapCcTBEHHOro npenapaTta  Ans
MEeOULMHCKOTO MPUMEHEHNs, 3a Bblayy paspelleHus Ha MnpoBedeHUe MeXOyHapoOHOro MHOMOLIEHTPOBOro
KIMWHUYECKOro MCCNefoBaHUa IeKapCTBEHHOro npernapara Ans MeAUUMHCKOro NpUMEeHeHus, 3a nposefeHve
3TUYECKOWN 3KCNEPTU3bI, IKCNEPTU3bl JOKYMEHTOB Ha feKapCTBEHHLIN npenapart Ans NonyyeHus: paspeLleHns Ha
nposefeHne MOCTPEerncTpaLmMoHHOrOo  KIMHUYECKOro  WUCCrefdoBaHUsA  fiekapCcTBEHHOro npenapata  Ans
MeAMLMHCKOro NpUMEHeHUs, 3a BblAavy paspelleHus Ha MpoBefeHWe MOCTPEerncTpaLmMoHHOro KMHMYECKOro
nccrefoBaHuA nekapcTBEHHOroO npenapara Ans MeAUUUHCKOro NPUMEHEHNS.

6. MNpoBeaeHne 3KCNepPTM3bl OOKYMEHTOB AJS19 MONYyYEHUs] pas3pelleHnsl Ha NpoBeAEeHMEe KITMHUYECKOro
uccnegoBaHMs NeKapCTBEHHOro npenapata And MeOULMHCKOTO MPUMEHEHUMS UM 3TUYECKOM 3KCMEepTU3bl,
COCTaBIIEHME KOMMUCCUEN IKCMEPTOB M COBETOM MO 3TUKE 3aKMOYEHUA O BO3MOXHOCTU WM HEBO3MOXXHOCTU
NpoBeAEeHUs TaKkoro KMUHWYECKOro MWCCrnefoBaHWs W HanpaBfeHue 3TUX 3akMioYeHWn B YNONIHOMOYEHHbIN
degepanbHbIi OpraH UCMOMHUTENBHOW BNACTM OCYLLECTBIISIOTCS B CPOK, HE NMPEeBbILLALWUA Tpuauati padboumx
OHEeNW CO [OHS MOfyYeHUs SKCMEepPTHbIM YYpeXxaeHneM 3adaHusa YMNOfHOMOYEHHOro dyefeparnbHOro opraHa
NCNONMHUTENBHOW BNAcTN C NPUMOXEHWEM [OKYMEHTOB, yKasaHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2 HacTosiLen
cTaTbW, U COBETOM MO 3TUKE 3adaHusl YNOSTHOMOYEHHOro bedepanbHOro opraHa WCMONHUTENbHOW BNacTn €
NpUNoXeHNeM JOKYMEHTOB, YKa3aHHbIX B NyHKTax 3 - 6, 8 n 9 yactn 2 HacTosLen cTaTby.
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(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

7. B cpok, He nmpeBbiWamWmi NaTn paboymx AHEN CO OHS MONTyYEeHUs 3aKITOYEHUN, YKasaHHbIX B YacTu 6
HacTosLLEen cTaTbn, YNONHOMOYEHHbIV dhefeparbHbIi OpraH UCNONHUTENBHOW BNACTn:

1) OCyLUEeCTBIIAET OUEeHKY NOCTynmMBLLUUX 3aKnYeHnn ans onpepgeneHna nx cooTBeTCTBUA 3agaHUAM Ha
nposefeHne CoOoTBETCTBYHOLLNX SKCNEePTU3;

2) npunHnMaeT peweHne O BblayvYe paspeleHna Ha npoBeaeHne KIHMU4YeCcKoro uccnenoBsaHusA
NNIeKapCTBEHHOro npenaparta ana MmegunumnHCKoOro npuMeHeHna nnn 00 oTkase B Bblaaye YKa3aHHOro pa3peLueHuns;

3) BblgaeT paspelleHVe Ha NpoBefeHWe KIMHUYECKOTrO UCCIeQoBaHUs NIeKapCTBEHHOrO Mpenaparta Ans
MEAMLIMHCKOro MPUMEHEHMUs1 UNK pelleHne 06 oTkase B Bblfaye yKa3aHHOro paspelleHus C ykasaHueM MpuumnH
oTKasa.

8. OcHoBaHveM And oTkasa B Bblgaye paspeweHna Ha nposeaeHne KIMHU4YeCKoro wuccriegoBaHuA
JleKapCTBEeHHOro npenapata Aana MeguunmHCKOro npuMeHeHua ABNAeTcd Halnnydme 3aKknio4veHnAa KOMUCCUU
OKCNepToB WX 3aKrk4veHna coBeTa No 3TUKE O HEeBO3MOXHOCTU npoBedeHUA KIMHUYeCKOro umccrnegoBaHuA
NlekapCTBeHHOro npenaparta Aana MeguunHCKOro npmMmeHeHua no pesynbrtataM npoBefeHHbIX 3KCNepTus,
npeaycMoTpeHHbIX YaCTbio 6 HacToslLLen cTaTbu.

9. PeweHne 06 oOTKase B MNpPOBEOEHUN IKCMEpPTM3bl OOKYMEHTOB ANs MOMyYeHUsl paspelleHust Ha
npoBefeHne KIIMHUYECKOrO MCCNeaoBaHWUsl NEKapCTBEHHOro npenapara Ans MeLUUMHCKOrO MNPUMEHEHUST ©
3TUYECKON IKCNEPTU3bI N B Bblgayve paspeLleHnsa Ha NpoBeAeHNe KITMHUYECKOro UCCreAOoBaHNA fekapCTBEHHOIO
npenapata Ans MeOULMHCKOrO MNPUMEHEHUss MOXeT OblTb oOxanoBaHO B nopsgke, YCTaHOBIEHHOM
3akoHogaTenbcTBOM Poccuinckon degepauumn.

Cratbsa 39.1. 3Tnyeckasa akcnepTusa
(sBeaeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

1. OTunueckasa 9KCnepTn3a npoBoaAUTCA COBETOM MO 3TUKe, CO3OaHHbIM B NopAnke, YCTaHOBJIEHHOM
YNOJTHOMOY€E€HHbIM (bep,epaanblM opraHom WCMOSTHUTENBHOM BMacTu, B LENsX Bbldayn 3akniodeHust ob
3TUYEeCKON OOOCHOBAHHOCTU BO3MOXHOCTU npoeeaeHnAa KIMMHUYEeCKOro wuccregoBaHunA JnekapCTtBeHHOro
npenaparta gnda MmeanunHCKoro npuMeHeHus.

2. 3kcrnepTamu coBeTa MO 3TWKE MOryT OblTb NpeAcTaBUTENUM MeOMLIMHCKUX OpraHu3auuii, Hay4HbIX
opraHusaumi, obpasoBaTenbHbIX OpraHu3auUuii Beicllero obpasoBaHus, a Takke NpeacTaBUTENN OBLLECTBEHHbIX
opraHusaumnin, penurmosHbIX opraHv3auuii U CPeacTB MaccoBoW MHdopMauuu. [aHHble 3KCnepTbl He OOMKHbI
HaxoaMTbCs B KakOW-MMBO 3aBUCMMOCTU OT paspaboTyMKOB J1eKapCTBEHHbIX MpernapaToB W Apyrux nu,
3aMHTEpPEeCcoBaHHbIX B pe3yrbTaTax 3TU4ecKon 9KCnepTuUsbI.

3. Onnata ycnyr 3KCnepToB COBETa MO 3TUKE OCYLLUECTBMSIETCS HA OCHOBaHWM [OroBopa, 3aKMo4eHHOro
MeXay YNnonHOMOYEHHbIM doeeparibHbIM OpraHoM UCTONMHUTENBHOM BacTu, KOTOPLIM CO34aH COBET MO 3TUKE, U
3KCNepToM coBeTa MO 3TMKE, 3a CYeT OHMKETHbIX aCCUrHOBaHWA, MNPEedyCMOTPEHHbLIX YNONHOMOYEHHOMY
denepanbHOMy opraHy MCMOMHUTENBHOW BNacTu, KOTOPbIM CO3[aH COBET MO 3TUKe, B dheaepanbHoM brogkeTe
Ha COOTBETCTBYIOLLMI rog Ha obecrneveHne ero AeATenbHOCTM, B pasMepax, YCTaHOBIEHHbIX [1paBnTenLCTBOM
Poccuiickon ®epepauuu.

4. JkcnepTbl cCOBETA MO 3TUKE HECYT OTBETCTBEHHOCTL B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM Poccuiickon
depepauyun.

5. CoctaB coBeTa MO 3TUKe, NONOXeHWe 006 3TOM COBETE, nopAgoK ero AedTtesibHOCTH, Tpe6OBaHI/IF| K
KBaﬂI/I(bVIKaU,I/IVI n onbiTy paGOTbI no SKCI'IepTHOIZ OUeHKe Hay4HbIX, MeOUUUHCKUX N I3TUYECKUX acCrneKkToB
KIIMHMYECKMX MCCreaoBaHUn NIeKapCTBEHHbIX npenapaTtoB And MeguUUHCKOro npuMeHeHud, npegbdaBridemMble K
9KCnepTaM coBeTa Mo 3TUKe, NOPALOK OpraHu3auum n nposeaneHunA 3TMYECKON QKCNepTu3hbl, @opma 3aKkn4vyeHuns
coBeTa Nno 3Tnke yCtaHaBnMBakOTCA YNOJTHOMOYEHHbIM (be,qepaanbuvl opraHom ncnonHuTensHon snacTtu. Yncno
I'IpeﬂCTaBI/ITeJ'IeIZ MeaNLIMHCKNX opraHmsau,Wl HEe MOXEeT NnpesBblllaTb MNOJIOBUHY OT obuwero 4ucna 9KCNnepToB
coBeTa Mo 3TUKe.

6. MlHdopmauma o coctaBe coBeTa Mo ITUKE, NnaHax ero paboTbl U TekyLen AesTenbHOCTN pa3MeLlaeTcs
Ha odmumansHOM caviTe YyNnorTHOMOYEeHHOro dheeparnbHOro opraHa UCnonHuTenbHon Bnactu B cetu "UHTtepHeT"
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

B YCTaHOBJTIEHHOM UM NopALKe.

Cratba 40. [lpoBegeHue KIIMHUYECKOrO WCCNeAOBaHUA JeKapCTBeHHOro nmnpenaparta Ansa
MeOULUMHCKOro npuMmeHeHus

1. PykoBoguTenb MeOMUMHCKOW oOpraHusauuun, Kotopas MpOBOAMT  KIMHUWYECKOe uccrnegoBaHue
neKkapCTBEHHOro npenapaTta Ans MeQUUMHCKOrOo NpUMEHeHWs, Ha3HavyaeT uccrnegoBaTensi, OTBETCTBEHHOro 3a
npoBedeHne Takoro MCCnefoBaHNa U UMetoLero nevyebHyo cneumnanbHOCTb, COOTBETCTBYIOLWYHO NPOBOAUMOMY
KMMHMYECKOMY MCCrefoBaHMI0 NeKapCTBEHHOro npenapaTa, co cTaxeM paboTbl MO nporpaMmaM KIMHUYECKNX
nccrnegoBaHUM NeKapCTBEHHbIX MNpenapaTtoB He MeHee 4eM Tpu roga M Mno ero npeasiokeHuo HasHavaet
couccnegoBarternen n3 Yucna spadert 3Ton MeanUMHCKOW opraHm3aumu.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. ViccneposaTenb OCyLLECTBNAET BbIOOP NaLUMEHTOB, KOTOPbIE N0 MEAULIMHCKUM MOKa3aHUAM MOTyT ObiTb
npuBMeYeHbl K Yy4acTUio B KNUHUYECKOM WCCMEeAOoBaHWM MeKapCTBEHHOro npenapata Ansa MeauLUHCKOro
NPUMEHEHMS.

3. Uccnepnosatens U couccrnenoBatenu OOMKHbI BbiTb O3HAKOMIEHbI C pe3yribTaTamu OOKMMHUYECKOro
CCreloBaHNs NEKapCTBEHHOIO CPeaCcTBa, CoaepXalmmmca B GpoLutope uccrneaoBarernsi, NPOEKTOM NpoToKosa
KIMUHUYECKOr0 UCCRENoBaHNsA NeKapCTBEHHOro npenapaTa Ans MeaWUMHCKOro MpuUMeHeHus, paspaboTaHHbIM
pa3pa6OT‘-II/IKOM JleKkapCTBeHHOro npenapara uin UHbIM LPUOANYECKMM JNULIOM, NpUBIieKaeMbiM K opraHusaunum
NPOBEAEHMs KIMMHWUYECKOTO MCCrenoBaHUs NEeKapCTBEHHOro npenapaTta Ans MEeOMLMHCKOTO MPUMEHEHUs, U
ApYriMy MaTepuanaMu Takoro UccriefoBaHus.

3.1. PykoBoguTenb MeOUUMHCKOW OpraHmsauum B CPOK, He MpeBblaroWmi Tpex paboumx AHen co AOHs
Ha4vana npoBeAeHnNst KIMHMYECKOro NCCrefoBaHNs NekapCcTBEHHOro npenaparta ans MeanunHCKOro NpuMeHeHuns,
coobLiaeT 06 3TOM B YNOMHOMOYEHHBIN heepanbHbili opraH MCNOMHUTENBHOW BNacTy, BblAaBLUUIA pa3peLLeHme
Ha npoBeJeHWe Takoro UccneaoBaHus, No YCTaHOBIIEHHON UM hopme.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHoM oT 29.11.2010 N 313-03)

4. OpraHvzauuy, OCYLLECTBISOWMNE OpraHu3aumio  NpoOBeOEeHUA  KIMMHMYECKOro  MccnegoBaHus
nekapCTBEHHOro npenapara Ans MegvUMHCKOro NpUMEHEHUs N yKkasdaHHble B YacTu 3 ctatbh 38 HacTtosLero
depepanbHOro 3akoHa, B criydae HeOOXOAMMOCTU BHECEHUS W3MEHEHWA B MPOTOKON  KITMHWUYECKOrO
uccregoBaHUSA  NIEeKapCTBEHHOrO MpenapaTta  Afis  MeOMUUWHCKOro npuMeHeHust coobwaT o6 3tom B
YNOSTHOMOYEHHbIN dhefeparnbHblid OpraH WCMOMHUTENbHOW BracTW, BblAaBLUMK paspelleHne Ha npoBefeHue
TaKoro uccriefjoBaHns, No yCTaHOBNEHHOW UM bopMe.

(B pea. PegepanbHoro gakoHa ot 11.10.2010 N 271-$3)

4.1. dopma coobLIeHUss 0 BHECEHUWN U3MEHEHMI B MPOTOKOIN KNMHUYECKOro UCCINEN0BaHNS NEKapCTBEHHOIO
npenapara ans MeavUuHCKOro NpUMeHeHUs JoImkHa cofilep)aTb crieayiollne cBeaeHUs:

1) HaunveHoBaHue, I/I,EI,eHTM(*)MKaLIMOHHI:IIZ HOMEP U gaTta NpoToKona KIMHN4YeCcKoro nccregoBaHud,
2) JaTa BHECEHUS N3MEHEHUN B NPOTOKOJT KIMMHNYEeCKOro nccrnenoBaHusa,
3) HanmMmeHoBaHNe N MeCTO HaxoXAEeHUA 3aABUTENA,

4) HauMMeHOBaHWe oOpraHuW3auuM, MpUBIIeYEHHON pa3paboTyMkoM JIEKapCTBEHHOrO Mpenapata kK
opraHusaummn NPoBeAeHNs KNMHUYECKOro uccrnenosaHuns (Mpyu Hanu4nm);

5) HanMmeHoBaHUA N MeCTa HaxoxXaeHnAa MegnumnHCKNX OpFaHl/I3aLI,Ml7I, B KOTOPbLIX NPOBOOUTCA KITMHNYECKOoe
ncenenoBaHune;

6) gaTta Bblgayn paspelieHna Ha nposeaeHmne KnmHn4eckoro nccnenosaHmna n HoMmep 3Toro paspelleHuns,

7) N3MEHEHUs1, BHOCUMbIE B NPOTOKOS KIMHUYECKOTO UCCreAoBaHuS.
(4acTb 4.1 BBegeHa depeparnbHbiM 3akoHoM oT 11.10.2010 N 271-93)

5. B CpPOK, He I'IpeBbILLIaPOLLI,Mﬁ TpuauaTtn pa6oqwx OHen co AHs nony4vyeHna ykKkasaHHOro B 4actu 4
HacToslLleh cTaTtbl COOOLWEeHUs, yI'IOJ'IHOMO‘-ISHHbIVI cbe,qepaanblﬁ opraH WCMNONHUTENBHON  BRacTu
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paccMmaTpuBaeT 3T0 COOOLLEHNE B YCTAHOBIEHHOM UM [IOPSAKE U NMPUHUMAET PELLEHNE O BHECEHUN U3MEHEHWI B
MPOTOKON KIMHWYECKOTO UCCReanoBaHUS fekapCTBEHHOro npenapaTta ans MeauUMHCKOro MpUMEHeHus unu ob
OTKa3e BO BHECEHUWN TakMx U3MeHeHui. [Npn paccMoTpeHnn coobLLEeHMs 0 HEOBXOOUMOCTU BHECEHUSI U3MEHEHNIA
B NMPOTOKOM KMMHWUYECKOro UCCrefoBaHUs NekapCTBEHHOro npenapaTa Anst MeAUUMHCKOrO NPUMEHEHMs B LiensiX
OUEeHKM O0OOCHOBAHHOCTU MpeafiaraeMblX M3MEHEHU W onpedeneHust CTEneHW pucka Ans nauueHToB,
NPMHUMAlOWMNX y4acTue B  KIIMHWYECKMX WUCCRefoBaHWUsIX, YMONIHOMOYEHHbIM  dhedepanbHbiM - OpraHoMm
NCMNONHUTENBHON BNacTy MOFYT NPUBReKaTbCs 3KCNepThl COBETa MO STUKE.

(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

6. KnuHuyeckoe nccnegoBaHue nekapcTBEHHOro npenaparta Ans MeguuMHCKOro NpUMEHEeHNa MOXeT BbITb
NMPUOCTaHOBNEHO WM MPEKpaLleHo, ecnn B MPOLLECCEe ero NpoBefeHUst obHapyxeHa OMacHOCTb AN >KU3HM,
310pOBbs NMaLMeHToB. B crnyvyae BO3HUKHOBEHWSI OMACHOCTU AN XXMU3HU, 300POBbS NauueHTa, y4acTBYIOLLEro B
KNMMHUYECKOM UCcneaoBaHMU NeKapCTBEHHOro npenaparta Ans MeguuUHCKOro NpUMEeHeHud, uccnegosaTtenu
0653aHbl TponHdOopMNpPoBaTh 06 3TOM pyKOBOAUTENS MEAMLIMHCKOM OpraHM3auny 1 opraHu3auuto, NosyuYmnBLLYIO
paspeLueHne ynonHOMOYEHHOro eaepansHoOro opraHa MUCMOMHUTENbLHOW BracTh Ha opraHnsaumio npoBeaeHuns
KNMUHNYECKOrOo WCCNeAOBaHUSA NeKapCTBEHHOro npenaparta. PelleHne O NpUMOCTaHOBNEHUN KIMHMYECKOrO
uccrnefoBaHUs  fiekapCTBEHHOro npenapata Ans MeguuMHCKOro MPUMEHEHUA MNpUHUMMaloT  pykoBoAUTESb
MeaMLMHCKON opraHusaumm n (Mnun) opraHnsaums, nonyymnsLlasa paspelleHre ynonHOMOYeHHoro dgeaeparnsHoro
opraHa MCMOMHUTENbHOW BRacTU Ha OpraHvM3auuvio NpoBefeHUs KIMHUYECKOro uccneoBaHus nekapCTBEHHOro
npenapaTta Ana MeauUMHCKOrO MPUMEHEHUS, pelleHne O MpekpalleHun Takoro uccrnegoBaHus npuHUMaeT
YMNOSTHOMOYEHHbIV dhefeparnbHbii opraH WUCMOSHUTENbHOW BAAcTUM Ha OCHOBAHWM COOOLLEHMS B MUCbMEHHOWN
dopme  pykoBoOUTENS  MEOMLUMHCKOW  OpraHvMsauuMuM  Wnu  opraHusaumsi, nofyuvvBlIas  paspelleHune
YNOMHOMOYEHHOro dhejepanbHOro opraHa UCMONHUTENBHOW BNACcTN Ha OpraHn3aumio NpoBeAeHUs KITMHUYECKOro
nccnegoBaHus NekapCTBEHHOro npenaparta Ansg MeguuuHCKoro npuMeHeHus.

7. B cpok, He npesblwalwmi natu pabodmx AHeMm co AHA 3aBeplleHus, MPUOCTAHOBMEHUSA UMK
npekpaLwleHnss KNMHUYeCKoro uccnenoBaHUs IeKapCTBEHHOro npenapara Afs MegULMHCKOTO NpUMEHEeHUs,
coobuieHne o6 9TOM HanpaBnsieTcs oOpraHuM3auMsMy, ykasaHHbiMM B 4actu 3 craTbu 38 HacTosLero
®epnepanbHOro 3akoHa, B YMOSTHOMOYEHHbIN defepanbHbld opraH UCMONTHUTENBLHOM BNACTU NO YCTaHOBMNEHHOW

nm QDOQMG.

8. d)opma coobLweHuns o 3aBepLieHnin, NnpnocTaHoBIIEHUN NN NpeKpalleHnn KNnMHU4YeCKoro nccnenosaHuaA
JNIeKapCTBEHHOrO npenaparta aAna MegunumMHCKOro npuMeHeHna AormkKHa cogepKaTtbh:

1) MHdOpMaLMIO O MEOULIMHCKON OpraHM3aumMmn Unu MeauUMHCKMX opraHusauusix, NpoBOAMBLUNX OaHHOE
nccneaoBaHue;

2) onuncaHue AaHHOro UCCneaoBaHus;

3) paHHble uccrnegoBatensa (pamunuga, uMsi, OTYECTBO, MECTO paboTbl, 3aHMMaeMasi [LOITDKHOCTb,
cneumanbHOCTb, CTax paboTbl MO nporpaMmMam KIMHUYECKUMX WCCNedoBaHWA JfekapCTBEHHbLIX NpenapaTtos,
nepeyveHb KIMHUYECKMX MCCNELOBaHMIN NIEKAPCTBEHHLIX NPenapaToB, B KOTOPLIX OH MpUHMMan yyacTtune (nepuogbl
y4yacTusl) B Ka4ecTBe 1ccriegoBaTens Unm comccrnenoBaTtens);

(B pea. PepepanbHoro gakoHa ot 11.10.2010 N 271-$3)

4) pesynbTaT AaHHOrO McCCneaoBaHUSA (3aBeplueHMe, MPUOCTaHOBMEHWE UMM MpekpalleHue OaHHOro
nccrnefoBaHUs C ykasaHMeM WX MPUYMH UM BIUSIHUMS Ha OLIEHKY €ero pesynbTaToB, OOy OLIEHKY pucka W
oXugaemon nonb3bl OT MPUMEHEHUST UCCNEeOyeMOro JNeKapCTBEHHOrO npenapaTa, a Takke npeanonaraemble
JanbHerwmne 4eNcTems).

8.1. lNpu BbIABNEHUN heaepancHbIM OPraHoM UCMOSNHUTENBHOM BIacT, OCYLLECTBASIOWMM YHKLUUN NO
KOHTPOIIO 1 Haf30py B cdhepe 34paBOOXpPaHEHUS, HapyLEeHWI NpaBua Hagnexalwen KNMHUYECKon NpakTukn npu
NpoBedEeHUN KIMHUYECKOro MWCCreaoBaHUsA feKapCTBEHHOro npenapara, BAWAIOWWX Ha MOMHOTY u  (unu)
AOCTOBEPHOCTb AAHHOr0 KIMHWMYECKOrOo WCCNedoBaHWs, yKasaHHbln defeparnbHbii OpraH MCMOSHUTENbHON
BMacTy MnpuocTaHaBNMBaeT MNPOBEeAeHNe [AaHHOro KIMHUYECKOrOo WCCNeAoOBaHWs W BbIHOCUT MeOULMHCKOW
opraHu3auum, B KOTOPOW MPOBOAMTCA [OaHHOE KIMHUYecKoe uccrnegoBaHve, npegnucaHve ob ycTpaHeHun
BbISIBMEHHbIX HapyweHun. [lpu HeycTpaHeHMU MeOMUMHCKOW OpraHM3auuMen BbISBMEHHbIX HapylweHun B
YCTaHOBMEHHbIM B NpeanvMcaHnun CPoK ykasaHHbI pefepanbHbld opraH UCMOMHUTENbHOW Bractu npuHMMaeT
peLleHne O NpekpaLleHn NPOBEAEHNS KIMHUYECKOrO UCCefoBaHNs NiekapCTBEHHOrO npenaparta 1 HanpasnseT
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B (befepanbHbli OpraH UCMOMHMTENBHOW BMACTW, OCYLLECTBASIOWMIA (OYHKUMM MO BbipaboTke M peanusaumm
rocygapCTBEHHON MOMUTMKM W HOPMaTUBHO-NPABOBOMY pErynvMpoBaHui0 B cdepe 30paBOOXPaHEHWs,
3aKItoYeHMe O BbISIBIIEHMM MNPU NPOBEAEHMM [AaHHOIO KIMMHWYECKOro WCCredoBaHUs HapylleHW MpaBun
Hagnexawen KIUHUYECKON MPaKTUKW AN NPUHSATUS pelleHust 00 OTMEeHe paspeLleHusi Ha OpraHusauuio
NpoBeAEeHNSA JAaHHOIO KIMHUYECKOro ccnegoBaHus ¢ AaTthl NPUHATUS PELLIEHUS O NPMOCTaHOBNEHNN NPOBESEHNS
KITMHMYECKOro MccrneaoBaHns nekapcTBEHHOro npenapara.

(vacTb 8.1 B peq. ®PepepansHoro gakoHa oT 13.07.2015 N 241-93)

9. YNonHOMOYeEHHbIV dhedeparnbHbil OpraH MCNONMHUTENBHOW BriacTu onybnuvkoBbIBaeT M pas3MellaeT Ha
cBoeM odmumansHom cante B cetn "MHTepHeT" coobleHne o 3aBeplleHun, MNPUOCTaHOBIEHUU WK
npekpaLwleHn KNMHUYECKoro uccrnefoBaHUA IeKapCTBEHHOro npenaparta And MeauuMHCKOro npuMeHeHus B
CPOK, He NpeBbILIAOLWLMI NATM pabounx AHEWN CO OHS ero Nony4YeHns, B yCTaHOBNEHHOM UM MOPSAKE.

10. YNOMHOMOYEHHbIN deaepanbHbii OpraH UCMONMHUTENbBHOM BNAcTW OCYLLECTBNSAET BedeHue peecTtpa
uccnegosarenen, NPOBOSALMX UMW MPOBOAMBLUMX KITMHUYECKME WCCNEOOBaHUSA JEKapCTBEHHbIX MpenapaTtoB
Ons MeANLMHCKOro NPUMEHEHNs, B COOTBETCTBUN C YTBEPXKAEHHBIMU UM IpaBunamMu U pasMeLlaeT ero Ha CBoem
oouumnansHoMm cante B cetu "WHTepHeT" B YCTaHOBNEHHOM WM [opaake. YKasaHHblA peecTp CcoaepXuT
WHopmaLmio, NpegyCMOTPEHHYI0 NMYHKTOM 3 YacTu 8 HacTosLWwen cTaTbm.

11. Ot4yeT O pe3ynbTaTtax KIMHUYEeCKOro mnccrnenoBaHuna nekapCTBeHHOro npenaparta gna mMeguuuHCKoro
NPUMEHEHNs1 COCTaBNAETCHA opraHu3aLmen, ykazaHHon B Yyactu 3 ctaTbu 38 HacTosLero ®eaepansHOro 3akoHa,
Ha OCHOBAHWM 3aKIIOYEHUA MEOULMHCKUX OpraHvM3auui, NpoOBOAMBLUMX 3TO UCCNefOBaHWe, U NpeacTaBnsieTcs B
YMOSTHOMOYEHHbIN defeparnbHbIi OpraH WCMOMHWUTENBHOW BMAcTW, BblAABLUMW paspelleHne Ha npoBedeHue
3TOro MCCNegoBaHus, B CPOK, HE NMPEBbLIWAKLLNA TPEX MECALEB CO AHSA €ro 3aBepLleHusl, MPMOCTaHOBNEHMS UMK
npekpalleHua, B nopdake, yctaHoBJ1€HHOM YNOJTHOMOYEHHbIM q)enepaanblm opraHom WUCMOSTHNTENBHOW BNacTu.

12. HapyweHne npaBun Haanexawlenh KrIMHUYECKOW MpakTuky, danbcudukaumsa pesynbTaToB
KIMMHUYECKOro MCCrefoBaHnsl NEKAPCTBEHHOIO npenaparta Ansg MeauMuUMHCKOro MpUMEHEHMs BNEKYT 3a cobon
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHOoA4aTeNnbCTBOM Poccunckon Gegepaumn.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

13. Tpun npoBedeHMU KIIMHMYECKOTO WCCREeLOBaHUSA IeKapCTBEHHOrO mnpenapaTta ans MeguuUHCKOro
NpMMEHeHUs donyckaetcs 3abop Yy nauMeHToB OuonornyeckMx matepuanoB (obpasubl  Guonornyeckmx
XWOKOCTEW, TKAHEN, CEKPETOB M NPOAYKTOB XU3HEAEeATENbHOCTY YenoBeka, (n3nMoNorMYeckmMx 1 NaTonormyecknx
BblAEeMNeHW, Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3amoB, OWOMNCUIHBLIN MaTepuan) NS UX U3Yy4YeHus B
Poccuiickon ®egepaumm u (unn) 3a npegenamm Poccuiickon ®epepauun.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

14. TMopsigpok BBO3a B Poccuiickyto depepaunto 1 BbiBo3a 3a npegenbl Poccuiickon depepaumm
OMonormyecknx martepuanoB, MOSlyYEHHbIX MPU NPOBEAEHUM KIMHMYECKOrO WCCREAOBaHUA JeKapCTBEHHOTO
npenapaTa 4ns MeguLMHCKOro NnpMMeHeHusl, yctaHasnueaetcs NpaBuTtensctBom Poccuiickon ®epepauuu.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

Cratbsa 41. ﬂOFOBOp O npoBegeHun KnnHn4yeckoro nccrniegoBsaHunsa neKkapcrBeHHoOro npenapara ans
MeaNLUMHCKOro npuMmeHeHus

1. KnuHuyeckoe ncecrnenoBsaHne NnekapCTtBeHHOro npenapara anda MmeguunHCKOro npuMeHeHmna npoBoanTcAa
B COOTBETCTBMM C AOrOBOPOM O MPOBEOEHUM KITMHMYECKOro WCCNeaoBaHWUS feKapCTBEHHOro npenapara Aans
MEeOULMHCKOTO MPUMEHEHUS, 3aKNoYaeMbIM MeXy opraHusaumen, NonyyYnBLIEN pa3peLleHme YNorHOMOYEHHOro
doegepanbHOro opraHa WCMOSHUTENbHOW BNAcTM Ha OpraHu3auuto MpPOBEAEHWs TaKoro uccnegoBaHus, U
MeANLMHCKOW OpraHmn3auunen, ocyLecTBAsoLWEeN NpoBeaeHne Takoro nccnegoBaHus.

2. ,D,orosop O npoBeaeHun KImMHM4YeCcKoro unccriegoBaHua nekapCcrtBeHHOro npenaparta gnda meamunHCKoro
NPUMEHEHUA OOJTXEH coaepXaTb:

1) ycnoBus 1 CpoKM NpOBEAEHNUSI 4AHHOTO UCCINEA0BaHNS;

2) onpepgeneHve obwen CcToMmMocTun nporpamMmmbl  OaHHOro wuccnenosaHna C yKa3aHMemMm CyMMbl,
npep,HaaHaqarou_LeVlcq And BblfJiaTt nccriegoBartenam, comccriegoBaTtensam;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3) onpegeneHne dhopMbl NpeAcTaBneHUs pe3ynbTaToB [AHHOIO MCCNedoBaHMs B YMOSTHOMOYEHHbIN
deaepansHbI OpraH NCNOMHUTENBHOW BNacTMU.

Cratba 42. ®duHaHcoBoe obecneyeHue KIIMHMYECKOro UccreaoBaHuUsA NleKapCcTBeHHOro npenaparta
AnAa MeAUUMNHCKOro npuMmeHeHusA

durHaHcoBoe obecneveHne KITMHUYECKOro MccrenoBaHust JleKapCTBEeHHOro npenaparta gna meguumHCcKoro
NPpUMEHEeHNA OCYLLLECTBNAETCA 3a CHET.

1) cpeacTB hefepansHoro GrooxeTa;

2) cpeacTtB  OpraHuMsauui, MOMYYMBLUMX paspeLleHne Ha opraHuM3auuio  NpoBeAeHVst  OAaHHOro
nccnefoBaHnsi, B COOTBETCTBUM C YCMOBUSIMM JOTOBOpa O €ro NpoBeAeHUN;

3) MHbIX He 3anpeLLeHHbIX 3akoHodaTenbcTBoM Poccuinckon ®efepanmm NCTOYHMKOB.

Ctatba 43. lMpaBa nauMeHTOB, Yy4YacTBYHLUX B KIMUHUYECKOM UCCNefoBaHWWU JeKapCTBEHHOro
npenaparta AnsA MeAULMUHCKOro NpuMeHeHus

1. Yyactve nauMeHToB B KIMHUYECKOM UCCnenoBaHUM NeKkapCTBeHHOro npenapara and MegunuuHCKoro
NPUMEHEHNA ABNAETCA ﬂO6POBOHbeIM.

2. MauuneHT unu ero 3akoHHbIN NpeacTaBuTenb JOMKEH BbITb MHOPMUPOBAH B MMCbMEHHOW (hopMe:

1) O JleKapCTBeHHOM Tnpenapate Agnda MeguunmHCKoro npuMeHeHunA wu  CyWHOCTU  KIMMHUYeCKOro
ncernenoBaHMa 3TOro JiekapCTBeHHOro npenapara;

2) o GesonacHocTu NekapCTBeHHOro npenapara Anda MeOUUUMHCKOro npuMeHeHud, ero oXngaemom
Sd)(beKTVIBHOCTI/I N CTENEHN pUCKa ONnA nauneHTa,

3) (o]¢] ycrnoBuax y4yactma nauneHta B KIMMHUYEeCKOM UuccneaoBaHUM InekapCTBEHHOro npenaparta Ansd
MeOUUMHCKOro NnpuMeHeHus;

4) O uenn vnn uenax n npogosnKUTENTIbHOCTU KITMHUYECKOIro MccriegoBaHUA JNeKapCTBEHHOIo npenaparta
ana MeanumMHCKOro npuMeHeHus;

5) O OencTBuaX NauneHTa B cnyyae HenpeaBnaeHHbIX Sq)d)eKTOB BINMNAHUA NEeKapCTBEHHOro npenaparta
ana megmMumHCKOro npuMmeHeHmna Ha CoCToAaHne ero 340p0BbA;

6) 06 ycnoBusix 06a3aTenbHOro CTPaxoBaHWs XXU3HW, 340P0Bbs NALUEHTa;

7) O rapaHTnax KOH(*)I/ID,eHLI,VIaJ'IbHOCTI/I y4qyactua nadmeHTa B KIMMHUYeCKOM nccrieqoBaHMn nekapCcTtBeHHOro
npenaparta gna meanunHCKoOro npuMeHeHuns.

3. [JobposonbHoe cornacue nauuMeHTa Ha y4yacTue B KIMHUYECKOM WCCRefoBaHUM JeKapCTBEHHOro
npenapara Ans MeAUUMHCKOrO NMPUMEHEHUs MOATBEPXXAaeTCsi ero MnoAnucblo WM MOAMUCLI0 €ro 3aKOHHOro
npeacTaBUTENS HA MHCOPMALMOHHOM NMUCTKE NauUeHTa.

4. TlauMeHT UnNu ero 3akoHHbIN npeacrtaBuTesnib MMeeT MNpaBO OTKa3aTbCA OT y4YacTuAa B KITMHUYECKOM
ncecnengoBaHMM nekapcTtBeHHOro npenapara anda mMeguumHCKoro npuMeHeHua Ha nobon cragum nposeaeHus
TaKkoro nccrneanoBaHu4.

5. lNMpoBeaeHne KNMHNYECKOro UCCreaoBaHNa nekapcTBEHHOro npenaparta ans MeauumMHCKOro NpuMeHeHuns
C yyYacTMeM B KadeCcTBe NnauMeHTOB AeTeln AoMyCKaeTCs TONbKO C Corflacnda B MMCbMEHHOW hopme nx poantenen,
ycbiHOBMTENENn. [leTn Moryt paccMaTpuBaTtbCs B KayeCTBe MOTEHUMarnbHbIX MauueHTOB Takoro uccriefoBaHus,
TONbKO €cnM €ero npoBedeHMe HeobXoAMMO [Ons  yKpenneHust 300poBbs  AeTed unv  nNpodunakTuku
WH(EKUMOHHbIX 3aboneBaHuiA B OEeTCKOM Bo3pacTe MO0 ecnu Lenblo Takoro uccnegoBaHust sIBNSIeTCs
nonyyeHve OaHHbIX O Haunyylen 403MPOBKe feKapCTBEHHOro npenaparta ang nedyeHns geten. B atux cnydvasax
TakoMy MCCreaoBaHMio OOMKHO NpeawecTBoBaTh KIIMHMYECKOE UCCreaoBaHne NnekapcTBEHHOro npenapaTa gns
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

MEOULMHCKOrO MPUMEHEHUS HA COBEPLUEHHONETHUX rpaxadaHax, 3a UCKMIYEHNEM CrlyYaeB, eCNN UccreayeMblii
neKkapCcTBEHHbIN NpenapaTt AN MeAMUUHCKOro NPUMEHEHNS NpeAHa3Ha4YeH UCKIIOYUTENBHO ANSt UCMNOSIb30BaHUS
HECOBEPLUEHHOMNETHUMM rpaxaaHamu.

(B peq. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTc;| npoeeageHne KrInMHU4YeCKoro uccnegoBaHuAa JeKkapCTBEHHONo npenaparta and
MeaNUMNHCKOro npuMeHeHusa ¢ y4actmemM B Ka4eCcTBe NMNauneHTOB:

1) peTen-cnpoT 1 geTen, octaBlunxcsa 6e3 noneyveHnsa poamTenen;

2) XeHWMWH B nepuog 6epeMeHHOCTU, KEHLMH B NEpUOA FPYAHOrO BCKapMIMBaHUS, 3a WUCKIIOYEHUEM
cry4yaeB, eCnn NpoBOAUTCS KINMHMYECKOE MCCriedoBaHMe NeKkapCTBEHHOro npenaparta, npeaHasHavyeHHoro Ans
yKas3aHHbIX JXEHLUMH, MpU YCNoBMU HEOBXOAMMOCTU MONyYeHUss MHGOPMaLMM TOMbKO BO BpeMs NMpoBeAeHus
COOTBETCTBYIOLNX KITMHUYECKMX WUCCIeOBaHUA U MPUHATUS BCEX HEOOXOAUMbLIX Mep MO WUCKIOYEHMIO pucka
HaHeCceHus1 Bpeaa eHLUMHe B nepuog 6epeMeHHOCTH, XXEHLUMHE B NEPUOL, IPYLAHOMO BCKapMvMBaHuWs, Moay vnm
pebeHky;

3) BOEHHOCnyXalUuMX, 3a WCKMOYEHWeM CcliyyaeB NPOBEAEHWUST  KIUMHUYECKOrOo  UCCredoBaHus
nekapcTBEHHOro npenapata, crneuuanbHo pa3paboTaHHOro Afst MPYMEHEHWs B YCIOBUAX BOEHHbIX OEWCTBUN,
Yype3Bbl4alHbIX CUTYauuii, NpoduNakTUkn U nedveHus 3abonesaHuin U NMopakeHWin, NonyYeHHbIX B pesynbTaTte
BO3AEeiCTBMS  HeBnaronpuATHbIX XUMWUYECKUX, Ouonornyeckux, paguMaumMoHHblX dakTopoB. KnuHuuyeckoe
nccrnenoBaHWe Takoro NEeKapCTBEHHOro MperapaTa MOXeT NPOoBOAWUTBLCA C y4YacTWem B KayecTBe NalMeHTOB
BOEHHOCIYXaLLMX, 33 WCKIIOYEHMEM BOEHHOCIYXKALUMX, MNPOXOASALMNX BOEHHYK CIyx0y Mo npusbiBy, C
cobntofeHnem TpeGoBaHWUI, YCTAHOBMEHHbIX HacTosWwmMM defepanbHbiM 3aKOHOM B OTHOLUEHUM TPaXKOaHCKMX
nu;

4) COTPYAHUKOB NpPaBOOXpaHUTESIbHbIX OPraHoB;

5) nuu, oT6bIBaOLMX HaKa3aHWe B MeCcTax nueHns cBoboabl, a Takke NuL, HaxXOAsaLWMXCA NO4 CTpaXen B
CNeaCTBEHHbIX U3onsTOpax.

7. ﬂ,OI'IyCKaeTCFI npoesegeHne KrnnHNM4eckKoro nuccrnegoBaHna nekapCcTtBeHHOoro npenaparta ana megmunHCcKoro
npuMeHeHnd, npeaHasHa4yeHHOro ana ne4vyeHma ncuxmyeckmnx 3aboneaHui, ¢ yqyacTtnemM B KaydecTtBe naumeHToB
nmy ¢ ncuxudeckumn  3aborneBaHusIMU, NPU3HAHHbIX HegeecnocobHbiMK B nopanke, YCTaHOBJIIEHHOM
3akoHogaTenbLcTBoM Poccuinckon CDe,qepau,MM. KnnHnyeckoe nccnegoBaHue NeKapCTBEHHOIO npenaparta B 3TOM
Ccny4ae npoBoAUNTCA NMpn Hann4ymm corrnacua B NUCbMEHHOWN (bopme 3aKOHHbIX ﬂpe,D,CTaBI/ITeJ'IeIZ YKa3aHHbIX nnl.

Cratba 44. OO6sAs3aTtenbHOe CTpaxoBaHME XW3HW, 340POBbA MNaUUeHTa, Yy4yacTBYHWLUEro B
KINMUHMYECKOM MCClefoBaHUM NleKapCTBEHHOTo npenapara AnA MeauLMHCKOro NPMMeHeHUs
(B pen. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

1. OpraHu3auus, nony4ymBlUasi paspeLleHne Ha OpraHu3aLuio NPOBEAEHUS] KIMMHUYECKOro UccrenoBaHus
nekapcTBEHHOro npenaparta Ans MeAUUMHCKOro NMpUMeHeHusl, obsisaHa B KavyecTBe CTpaxoBaTensl cTpaxoBaTtb
PUCK NPUYMHEHWS Bpeda XW3HW, 300POBbI0 NaLMeHTa B pesynbraTe NpoBeAeHMs KIMHUYECKOTO UCCNefoBaHus
NeKapcTBEHHOro npenapaTta Ans MeOULMHCKOrO MPUMEHEHWst 3a CBOW CYeT MyTeM 3akMuveHus Aoroeopa
ob6sA3aTEeNbHOr0 CTPaxoBaHus.

2. Ob6bekToM 0b643aTENBLHOrO CTpaxoBaHuA ABIAeTCA I/IMyU.J,eCTBeHHbIVI MHTEpEeC nauneHTa, CBSI3aHHbIN C
npnynHeHnem Bpeda ero XuW3HM wunn 3O0poBbHO B pesylibTaTe npoBeaeHUda KIMMHUYeCKOoro uccriegoBaHuAa
JleKapCTBEeHHOro npenaparta gnda MeanumMHCKoro npuMeHeHus.

3. CTanOBbIM cny4yaemM no p[orosopy obsi3aTenbHOro CTpaxoBaHNA 4ABNAEeTCA CMepTb MNMauuneHta wunn
yxXygLweHme ero 340poBbd, B TOM 4UCIe BIleKyulee 3a cobon yCTaHOBJ1I€HNE WHBaNMMOHOCTU, NpPU Haln4dnum
I'IpVI‘-IVIHHO-CJ'IG,CI,CTBGHHOVI CBA3N MexXay HacTynfeHnem 3TOoro cobbITnsa 1 ydyactnemMm naumeHta B KIMHU4YECKOM
ncecrnenoBaHMM NekapCTBeHHOro npenaparta.

4. Tpe60|3aHM;| O BO3MeELWleHN Bpeaa, NpM4NHEHHOIo Xn3Hn Ui 300pOBbI0 NauUMeHTa, NpeabABnATCA B
Te4yeHne CpoKkoB WNCKOBOW OaBHOCTH, YCTAHOBJI€HHbIX rPpa>KOaHCKUM 3aKOHOAATENTLCTBOM.

5. Paamep ctpaxoBow BbinnaTtbl N0 4OroBOpYy 06513aTE€NBHOIO CTPaxoBaHWs COCTaBMSET:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

1) B cryyae cMepTU nNauueHTa ABa MWIIMOHa pybren Ha Kaxgoro nauueHTa, y4acTBOBaBLLEMO B
KIMUHUYECKOM UCCNeaoBaHNUM NekapCTBEHHOO Npenapara;

2) Npu yXyQLeHU 300p0OBbs NauueHTa:

a) NoBnekLweM 3a cobol ycTaHOBNEHWe MHBanMAHOCTK | rpynnbl, OOUH MUMNMMOH NATLCOT ThicsY pyGnen Ha
Ka)kgoro nauueHTa, y4acTBOBaBLUErO B KIIMHUYECKOM UCCHeL0BaHUN fIekapCTBEHHOMO Npenapara;

6) noenekwem 3a coboi ycTaHOBMEHUe WHBanNMAHocTW Il rpynnbl, OOAMH MUMANWOH pyBren Ha Kaxporo
nauMeHTa, y4acTBOBAaBLUENO B KNMMHUYECKOM UCCMNEAOBAHUM NEKAPCTBEHHOTO Npenapara;

B) noBrekwem 3a cobow ycTaHoBneHuwe uHBanugHoctu Il rpynnbl, NSTLCOT TbiCAY pybnen Ha Kaxaoro
nauMeHTa, y4acTBOBaBLUENO B KITMHUYECKOM UCCINESOBaHMNM NIEKapCTBEHHOIO Npenapara;

r) HE NOBMEKLWEM 3a COOON yCTaHOBNEHNSI MHBANUOHOCTK, He Bornee Yyem TpucTa TbiCaY pybnen Ha Kaxaoro
nauyneHTa, y4dacTtBoBaBLUero B KIMHUYECKOM WUCCnegoBaHUM IneKapCTBEHHOro npenaparta, ucxoaa wu3
HOPMAaTUBOB, OTPaXXaloLLMX XapaKTep M CTENEHb NOBPEXAEHMS1 300POBbs, a Takke (DaAKTUYECKU MOHECEHHbIX
NnauueHTOM pacXo[oB, BbI3BAHHbIX MOBPEXAEHWEM 340POBbS, HAa MEOULMHCKYID MOMOLUb, NpuobpeTeHue
neKapCcTBEHHbIX NpenapaTos.

(mn. "r" B peqg. ®egepanbHoro 3akoHa oT 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-03.

7. Cpok poroBopa o0643aTenbHOr0 CTpaxoBaHWsi He MOXeT OblTb MeHee, 4YeM CpPOK NpoBedeHus
KMMHMYECKOro NCCNefoBaHNS NIekapCTBEHHOrO npenapara.

8. YcnoBusi foroBopa 0b6s3aTenbHOro CTpaxoBaHusl, B TOM YMCIe CTpaxoBble Tapudbl No ob6s3aTensHoOMy
CTpaxoBaHuio, nepevyeHb HeoOXOAUMBIX OOKYMEHTOB [Afsl OCYLLECTBIIEHWS CTPaxoBOW BbiMmnaTtbl, MOPSAOK
YCTaHOBMNEHNA  CTpaxoBaTeneM WHAOMBMAYyanbHOTO  WAEHTUMWMKALMOHHOTO Koda MauueHTa, Mnopsigok
VIHd)OpMI/IpOBaHI/IFl CTpaxoBaTtesleMm CTpaxoBLMKa O nNpuBreYeHHbIX K KIMHUYEeCKOMY UccnegoBaHuio
NlekapCTBeHHOro npenaparta gna MeguunHCKOro npumMmeHeHnsa naumeHTax, nopaaok ynnatbl CTanOBOVI npemMumu,
NOPSLOK peanu3auunmn onpeaeneHHblx HacToswmM PeaepanbHbIM 3aKOHOM U ApYrMMy defeparnbHbIMU 3aKoHaMuy
npaB M 06513aHHOCTEN CTOPOH MO [OroBopy 0653aTENbHOr0 CTPaxoBaHWs, a Takke HOPMaTMBLI, OTpaXatolue
XapakTep W CcTeneHb MOBPEXAEHWUS 3[00pPOBbS, YCTaHaBNMUBAKOTCA IWMOBbLIMW _MpaBunamy 06si3aTenbHOro
CTpaxoBaHus.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

9. B cnyyae npuuMHEHWUs Bpeda >KM3HW MalueHTa, y4acTBOBABLUErO0 B KMUHWYECKOM WCCMEdoBaHum
nekapcTBEHHOro npenapaTta, BbirogonpuobpeTaTensmMy no AOroBopy 0653aTENbHOMO CTPaxXOBaHWSA ABMATCH
rpakgaHe, MMelolWMe MpaBO Ha BO3MELleHMe Bpeaa B Criydae CMepTM KOopMmuibLa B COOTBETCTBUM C
rpaxgaHCKMM 3aKoHOOATeNnbCTBOM, MPU OTCYTCTBUM TaKUX rpaxgaH - poagutenwu, cynpyr, getun ymepLuero
nauyneHTa, yyYacTtBoBaBLUEro B KIMHUYECKOM WUCCneaoBaHMM JeKapCTBEHHOro npenaparta, B Cliydae CMepTu
naumeHTa, y4acTBOBaBLUEro B KMUHWYECKOM WCCMeOoBaHUM FNEKapCTBEHHOro npenapata M He WMEeBLUero
CaMOCTOATENbHOTO [0X0Aa, - rPaKdaHe, Ha WKOMBEHUM KOTOPbLIX OH Haxoawrcsl, B OTHOLLIEHWM BO3MELLEHMS
pacxoqoB Ha norpebeHne nauueHTa, y4acTBOBABLUErO0 B KIMHWYECKOM WCCMEAOBaHUM NeKapCTBEHHOro
npenapara, - NMLo, NOHECLLIee Takne pacxogbl.

10. CTanOBaH Bbifniata B CHET BO3MeELLEHUA Bpeaa, Npu4NHEHHOro XXn3Hn nauyneHTa, ydactsoBaBLlero B
KNMMHNYECKOM UuccrnenoBaHMn JNekapCTBEHHOro npenaparta, pacnpenendetca mexny BbIrOD,OFIpVIO6peTaTeJ'IHMI/I
nponopunoHasnibHO X KOJTM4YeCTBY B paBHbIX O0J1AX.

11. lpu HacTynneHun CTPaxoBOro cry4vas MauueHT, y4yacTBOBaBLUMWA B KIIMHWYECKOM WCCMefoBaHUM
neKkapCTBEHHOro npenapara, BbirogonpuobpeTarens BrpaBe NPeabsBATb HEMOCPEACTBEHHO CTPaxOBLUMKY
TpeboBaHVe O BO3MelleHWM MnpuuMHeHHoro Bpega. CTpaxoBasd Bbinfiata OCYLUECTBSIETCS CTPaxOBLUMKOM B
TeyeHve TpuauatTW AOHEW CO OHA NpeAcTaBneHns HeobXoauMMbIX OOKYMeHTOB. [laumeHT, yyacTBOBaBLUMA B
KMMHMYECKOM WCCMeAoBaHMM NEeKapCTBEHHOro mnpenapaTa, unu BbirogonpuobpeTtatens o6s3aH coobwnTtb
CTPaxoBLUMKY A58 OCYLLEeCTBNEHUSA CTPaxoBOW BbinnaTbl MHAMBMAYaNbHbIN NAEHTUMOUKALMOHHBIN KO nauneHTa,
YCTaHOBMEHHbIN CTpaxoBaTeneMm B COOTBETCTBUN C TMNOBbIMW NpaBuniamu obsa3aTenbHOro CTpaxoBaHus.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

12. [lo nonHoro onpegeneHnsa pasmepa nognexailero BO3MELLEHNIO Bpeaa CTPaxoBLUMK NO 3asBNEHUI0
naumeHTa, y4YacTBOBAaBLUErO B KIIMHUMYECKOM MWCCrefoBaHUM NEKapCTBEHHOro npenapaTta, WM 3asiBNeHuto
BbirogonpuobpeTatenss BnpaBe OCYLECTBUTb 4YacTb CTPaxOBOW BbiNSaTbl, COOTBETCTBYHOLLYH (aKTUYECKM
onpeaeneHHon YacTy NpMYMHEHHOro Bpeaa.

13. CTpaxoBasi Bbinfiata B COOTBETCTBMM C [AOrOBOPOM 06A3aTeNbHOrO CTpaxoBaHMsl OCYLLECTBISETCS
HEe3aBMCUMO OT BbINMaT, NMPUUYUTAIOLLIMXCA MO APYrM BMOAM CTPaxoBaHus.

14. He 0OnyckaeTcda y4yactue naumeHta B npoBeeHUUN KIMMHUYEeCKOro umccrnenoBaHuAa JekapCTBeHHOro
npenaparta npu oTCyTCTBUMN OOroBopa obs13aTenspHOro CTpaxoBaHu4.

15. KoHTponb 3a ncnonHeHveM opraHusauuen, nonyymBlLIer paspeLleHne Ha opraHusauuio nposeaeHus
KMWHUYECKOrO MCcnefoBaHNs NekapCTBEHHOro npenapaTta Ans MeQUUUHCKOrO MPUMEHEHUs, YCTaHOBIIEHHOM
HacTosILleln cTaTbelt 0693aHHOCTM NO 0bA3aTeNbHOMY CTPaxOBaHMUIO XMU3HW, 300POBbSA MaLUMeHTa, Y4acTBYIOLLEro
(yyacTBOBaBLUErO) B  KIMHUMYECKOM  MCCMedoBaHWM  NEKapCTBEHHOro  fpenapara,  OCyLlecTBnsAeTcH
YMNONIHOMOYEHHbIM hefepanbHbiM OpraHoM UCMOMHUTENBbHON BNAacTW, BblAABLUMM paspelleHne Ha NpoBeAeHue
KMMHUYECKNX UCCregoBaHUn NekapCTBEHHbIX NpenapaToB 4518 MEAULMHCKOrO NPUMEHEHNS.

naea 8. MPOU3BOLOCTBO U MAPKUPOBKA NNIEKAPCTBEHHbLIX CPEACTB
Crtatbs 45. Ipon3BoACTBO NeKapCTBEHHbIX CPeaAcTB

1. Npon3BoaCTBO NEKAPCTBEHHbBIX CPEACTB AO/MKHO COOTBETCTBOBATL TPeOOBaHMSAM NpaBui Hagnexallen
NPOV3BOACTBEHHOW MPAKTUKN, YTBEPXKOEHHbIM YNONHOMOYEHHbIM bedepanbHbIM OpraHoM  MCMOMHUTENbHOM
Bnactu. OcobGeHHOCTM nepexofa MPOM3BOACTBA OTAENbHbLIX JIEKAPCTBEHHbIX CPEACTB K WX MPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHMAMM nNpaBun Hagnexawlend nNPOUM3BOACTBEHHOW MPaKTUKM yCTaHaBNMBAKTCH
MpaButensctBoM Poccunickon Pepepauun. Bblgada 3aknyeHMidi O COOTBETCTBUM  MPOU3BOAUTENS
NeKapCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuIl Hagnexallen NPon3BOACTBEHHON MPAaKTUKM OCYLLECTBISETCH Mo
pe3ynbTataM WHCMEKTUPOBAHUA NPOU3BOAUTENEN JEKAPCTBEHHbIX CPeacTB B MOpsAke, YCTAHOBMEHHOM
MpaButensctBom Poccuiickon Pepepaumn. Pasvmep nnatbl 3a Bblgadyy 3akfioueHMss O COOTBETCTBUM
Npou3BoaAUTENS NEKapCTBEHHbIX CPeAcTB TpeboBaHMsIM NpaBun Hagnexallen Mnpou3BOACTBEHHOW MNPaKTUKK
yctaHaBnuBaeTca [lpaButensctBoM Poccuitckon ®depepaumu. [lopagok opraHusauMm U nNpoBefeHus
WHCMNEKTMPOBAHNS MPOU3BOAMTENEN JeKApPCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHusIM npaBun
Hagnexallen NpoM3BOACTBEHHOM NPAKTUKKN ycTaHaBnuBaeTcst [paBuTtensctBom Poccuiickon ®epepauuu.

(B pea. PegepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, o1 22.10.2014 N 313-93, o1 22.12.2014 N 429-93)

2. MNpoun3BOACTBO NEKApCTBEHHLIX cpeacTB B Poccuiickon ®enepauum ocyLecTBNSeTCS NPOM3BOAUTENAMUN
NeKapCTBEHHbIX CPEACTB, MMEKLMMN NMLEH3MI0 Ha NMPOM3BOACTBO NEKAapCTBEHHbIX CpeAcTB. [oarBepxaeHune
COOTBETCTBMS NMUEH3MaTa OpaBuiaM Hagrnexallen NpoV3BOACTBEHHOW MPaKTUKU OCYLLECTBIISETCS B pamKax
NNLEH3MOHHOTO KOHTPONSA B COOTBETCTBMM C 3akoHodaTtenbcTtBoMm Poccuiickon Pepepauum ¢ yy4eTom
ocobeHHoCTeN, yka3aHHbIX B 4acTh 1 HacTosiLen cTaTbu.

(B peq. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. T[pon3BOACTBO JEKApCTBEHHbIX CPEACTB  OCyllecTBnsetca C  cobniogeHveMm  TpeboBaHui
NPOMBILLITIEHHOTO perfnaMeHTa, KOTOPbI YTBEPXKOAETCS PYKOBOAWUTENEM MPOM3BOAUTENS NEKAPCTBEHHbIX
CPEeACTB M BKMOYaeT B ceba nepeyveHb UCNONb3yemblix hapMaueBTUYECKUMX CyOCTaHLMN M BCMOMOraTerbHbIX
BELLECTB C yKasaHWEM KONMYECcTBa KaXdoro M3 HWX, AaHHble 00 Mcrnonb3yeMoM o0opyaoBaHUWM, OnucaHue
TEXHOS0rM4YecKoro npouecca U MeTo0B KOHTPONSI Ha BCeX aTanax NpPou3BOACTBA NleKapCTBEHHbIX CPEACTB.

4. Mpu Npon3BOACTBE NEKAPCTBEHHbLIX CPEACTB UCMONb3YTCA hapmaLleBTuieckue cybcTaHummn, cBegeHus
O KOTOpbIX codepxaTcs B rOCYAapCTBEHHOM peecTpe IeKapCTBEHHbIX CpeacTB, 3a  UCKIHYEHMEM
dapmaLeBTMHeCKMX cybCcTaHLUMIM, NPOM3BOAUMBIX ANIS MPOBEAEHUS KIMHUYECKMX UCCIeA0BaHUA U ANs SKcrnopTa.
K npoueccy npoussoacTBa hapmaleBTUYECKON cybCcTaHUMM OTHOCHATCS Ntobble cTaguyM TEXHOMOrMYecKoro
npolecca, MO3BONSOWME MNOMYYMUTb FOTOBbIA MPOAYKT, COOTBETCTBYHOLWMIA TpeboBaHUsaM dhapmakonenHowm
cTaTby, B TOM 4ucne epmMeHTaumns, 3KCTpaKumsi, OYMCTKA, BblAeNeHne, nepekpucTanivsaums, BbiCylUMBaHME,
nsmenbyeHne. B cnyvyae Heob6xooMMOCTU MCNOMb30BaHUSI STUMOBOIO CNMPTA, B TOM YMcne hapmaleBTUYeCKOw
cybcTaHuMM cnvpTa 3TMNOBOro (3TaHona), NpW MpoOM3BOACTBE JIEKAPCTBEHHbIX CPeACTB B KavecTse
OeNCTBYylOLLEro 1 (Mnu) BCnomMoraTenbHOro BELLECTBa, a Takke B UHbIX TEXHONOrMYECKUX Lensx OofkHa ObiTb
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

ncnonb3oBaHa TONbKo (hapMaLeBTMYeckas cybcTaHUms cnmpTa 3TUNOBOro (3TaHon).
(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-®3, o1 27.12.2019 N 462-93, o1 27.12.2019 N 481-93)

4.1. [NepeyeHb nNekapCTBEHHbIX NpenapaTtoB ONA MeOULMHCKOrO MPUMEHEHUS, B OTHOLUEHUM KOTOPbIX
yCcTaHaBnuBawTca TpeboBaHWs K oObemy Tapbl, YNakoBKE W KOMMIEKTHOCTU, MepeveHb NeKapCTBEHHbIX
npenapaToB Ans BETEPMHAPHOro NPYMEeHeHNsi, B OTHOLLIEHMM KOTOPbIX YCTaHaBnvBatTca TpeboBaHus Kk ob6bemy
Tapbl, a Takke IpeboBaHud K OObeMy Tapbl, YNakoBKE W KOMMMEKTHOCTM fleKapCTBEHHbIX MpenapaToB Ans
MEOVLMHCKOrO MnpuMeHeHusi, TpeboBaHua K ob6bemy Tapbl NEKapCTBEHHbIX MpenapaToB AN BETEePUHapHOro
NMPMMEHEeHUs1  oMpedensalTcs  COOTBETCTBYWOLUMMW  YNOMHOMOYEHHbIMW  dbedepanbHbIMM - OpraHamm
MCcnonHMTENbHOW BNacTu B Dopadke, yctaHoBneHHoM [MpasutensctBom Poccuiickon ®egepauun.

(vacTb 4.1 B peq. ®enepansHoro zakoHa oT 14.12.2015 N 374-93)

4.2. OpraHmsaumm, OCyLLeCTBNALME NMPON3BOACTBO (hapMaLeBTUYECKOM CybCTaHLUMM cnmpTa 3TUITOBOro
(3TaHona) ons Npou3BOACTBa CNUPTOCOAEPKALLMX NEKAPCTBEHHBLIX NpenapaToB, 00653aHbl OCYLECTBNATL YYET B
nopsigke, yctaHoBneHHoMm cratbamu 8 n 14 PepgepanbHOro 3akoHa oT 22 HosAbpsa 1995 roga N 171-03 "O
rocygapCTBEHHOM  perynupoBaHMM  Npou3BoAcTBa W obopoTa  3TUMNOBOrO  CNMpTa,  ankoronbHOW U
cnupTocodepXallen npoaykuMm uM o6 orpaHudeHnn noTpebneHus (pacnuTusi) ankorofibHOM nNpPoAyKuMKn”.
MpoussoactBo hapmaueBTUYECKOW CyOCTaHUMM civpTa  3TWUIOBOrO  (3TaHora) [JOoMyckaeTcd  TOmbKo
opraHu3aumen, OCyLLeCcTBSIoWEeN NPOU3BOACTBO PEKTUMMKOBAHHOIO 3TUITOBOIO CNvMpTa M3 MULLIEBOTO CbIPbS Ha
OCHOBaHWMN NNLIEH3MM Ha MPOM3BOACTBO 3TUIIOBOrO CNMpTa ANns Npov3BoACTBa hapMaueBTU4eckon cybcTaHumum
cnupTa 3TUNOBOro (3TaHomna) B COOTBETCTBMM C TpeboBaHusmm PegepansHOro 3akoHa ot 22 Hosbpsa 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynmpoBaHMu Mpoun3BoAcTBa M 0bopoTa STUMOBOrO CNMpTa, ankorofbHOM U
cnupTocodepXallen npoaykuMm uM o6 orpaHudeHnn noTpebneHus (pacnuTnst) ankoronibHOM npoAayKumn”,
METOAOM pa3BeeHMs BOAOW OYMLLIEHHOW TaKoro 3TUIOBOrO cnupTta, NMPOU3BeAEeHHOro JAaHHOW opraHu3auunent no
MECTY OCYLLECTBIIEHNSI NPOM3BOACTBA (hapMaLeBTUYECKON CyOCTaHUMM cnvupTa 3TUIOBOro (3TaHona).

(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oT 03.07.2016 N 261-93; B pen. PepepanbHOro 3zakoHa oOT
27.12.2019 N 481-03)

4.3. WHgmBugyanbHble npegnpuHMMaTeny W IOpUNYECKME §uua, OCYLLEeCTBMAKLWINE 3aKymnky W
ucrnonb3oBaHve apmaueBTMYecKorn CyObCcTaHUMM chnvpTa 3TUMITOBOrO (STaHomna), a Takke Mpou3BoACTBO,
N3roToBreHne n (Mnu) obopoT (3a WCKMIYEHMEM PO3HWYHOM MPOAAKW) CNUpTocodepXalux NeKkapCTBEHHbIX
npenapaToB, 06513aHbl OCYLLECTBNATb UX YYeT U AeknapupoBaHue B Nopsiake, YCTaHOBNEHHOM cTatbamu 8 u 14
depepanbHoro 3akoHa oT 22 Hosi6ps 1995 roga N 171-d3 "O rocygapcTBEHHOM perynmpoBaHny NPOM3BOACTBA U
obopoTa 3TUMOBOro CNMpTa, arkorofbHOW M CNUPTOCOAEPXKaLlen npodyKumMm n o6 orpaHnyeHun noTpebneHus
(pacnuTrA) ankoronbHON NpoayKuun'.

(4acTb 4.3 BBegeHa depeparnbHbiM 3akoHoM OT 29.07.2017 N 278-93)

4.4. lpu NpousBOACTBE IEKapCTBEHHbIX MpenapaTtoB ANA BETEPUHAPHOrO NPUMEHEHWs [OoMnycKaeTcs
ncrnonb3oBaHMe nNpPoM3BedEeHHbIX ANd peanu3auun  dapmMaueBTUHEeCKUX CYOCTaHUMIA, BKIIOYEHHbIX B
roCcyAapCTBEHHbIN peecTp fekapCTBEHHbIX CPeACTB YNOMHOMOYEHHbIM deeparnbHbiM OPraHoOM UCMNOSTHUTENbHOW
BMacTu, OCYLLECTBSALMM BeAeHNEe rOCYyAapCTBEHHOro peectpa feKkapCTBEHHbIX CPeACTB ANS MeAULMHCKOro
NPUMEHEHMS.

(4acTb 4.4 BBegeHa PepepanbHbiM 3akoHom o1 02.08.2019 N 297-93)

5. 3anpellaeTcsa NPoOU3BOACTBO:

1) nekapCTBEHHbIX CPEACTB, HE BKIMHOYEHHbIX B roCy4apCTBEHHbIV PEECTp NeKapCTBEHHbIX CpeacTB, 3a
UCKIMIOYEHMEM NEeKapCTBEHHbIX CPEeACTB, NMPOU3BOAMMbIX ANs NPOBEOEHUS KIMHUYECKMX UCCNedoBaHui u ans

QKCMopTa,

2) hanbCndULMPOBaAHHbIX NIeKapCTBEHHbIX CPEACTB;
3) nekapcTBeHHbIX CpeacTB 6e3 NMLUEeH3nn Ha NPOM3BOACTBO feKapCTBEHHbIX CPEACTB;

4) nexkapCTBEHHbIX CPeACTB C HapyleHMeM MNpaBwui OpraHu3auMu NPOU3BOACTBA M KOHTPONS KayecTsa
NeKapCTBEHHbIX CPeACTB;

5) ytpatun cuny. - ®egepanbHbin 3akoH oT 27.12.2019 N 481-93;

6) cnupTocodepXKaliMx JeKapCTBEHHbIX NpenapaTtoB MO MEeCTy OCYLLECTBMEHUS MNpPOM3BOACTBA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

hapmaueBTMYeckoin cybcTaHLMKM cnupTa STUNOBOro (3TaHona) U (Mnn) No MecTy OCYLLECTBIIEHUS] MPOM3BOACTBA
3TUIOBOIO CNMPTa;
(n. 6 BBegeH PepeparnbHbiM 3akoHOM OT 27.12.2019 N 481-93)

7) dapmaueBTMyecko cybCcTaHumMM cnupTa  3TUNOBOro (dTaHona) u  (MnM)  CnMpTOoCOoAEPXKaLLMX
NeKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TeXHOMormyeckom obopygoBaHuMM Ans NPOM3BOACTBA 3TUNOBOrO
cnupTa, ykasaHHoM B OyHkTe 1.1 ctateun 14.1 depgepanbHoro 3akoHa oT 22 Hos6psa 1995 roga N 171-03 "O
rocyaapCTBEHHOM  perynuMpoBaHuu npou3BogcTBa M obopoTta STWMOBOMO  CNUPTa,  ankoroflbHOM  W”
cnupTocoaep allen npogykumm n o6 orpaHuyeHnn notpedbneHus (pacnmuTns) ankoronbHOW Npoaykumn'.

(n. 7 BBeaeH ®egepanbHbIM 3akoHoM OT 27.12.2019 N 481-$3)

6. lNMpu BBOOE NEKAPCTBEHHbIX CPEACTB B rpax4aHCKUn 0OOpOT YMOSIHOMOYEHHOE NULIO NPOV3BOAUTENS
NEeKapCTBEHHbIX CPEACTB OCYLLECTBSAET NOATBEPXOEHNE COOTBETCTBUS NIEKAPCTBEHHbLIX CPpeacTB TpeboBaHUAM,
YCTAHOBMEHHbIM MpPU KX TFOCY4apCTBEHHOW perncrpaumm, W rapaHTUMpyeT, 4YTO JleKapCTBEHHble CcpeacTBa
npon3BeaeHbl B COOTBETCTBMM C TPeDOBaHNSMN NpaBua Haanexallen npom3BoACTBEHHON NPAKTUKMN.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

7. YNOMHOMOYEHHBIM §MLOM MPOM3BOAMTENS JIEKAPCTBEHHbIX CPEACTB $BNAETCA ero paboTHUMK,
aTTeCTOBaHHbIV B YCTAHOBIEHHOM YMNOMHOMOYEHHbIM ddeeparibHbiM OPraHoOM UCMNOMHUTENBHOW BNAcTu Nopsiake
N nmewwmn ctax paboTbl He MeHee 4YeMm NsATb neT B o6ractv nNpomM3BOACTBA U (MNM) KOHTPOMS KayecTBa
neKapCTBEHHbIX CPeaCTB, Bbicluee obpa3oBaHNe COOTBETCTBEHHO NO OAHOW M3 cneumanbHOCTeR 1 (UnNu) ogHOMY
13 HanpaefeHWIn NOAroTOBKN: Buonornsi, BUOTEXHONOMMSA, BETEpPMHApWs, BETEPMHAPHO-CAHUTapHasa 3KCNepTusa,
KnvHu4eckas MeavumHa, pagvaunoHHas, XMMmnyeckas u uonormdeckas sawmra, apmaums, pyHagaMmeHTanbHas
MeauumHa, XumMmu4yeckasi TEXHOMNOIMs, XMMuns.

(B pea. PegepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-93)

8. lMpousBogutenu nekapcTBEHHbIX CPEACTB (3a WUCKMYeHneM chapmaueBTUYecKon cybcTtaHuum cnvpTa
3TMNOBOro (3TaHoma) MOryT OCYLEeCTBMAATb NPOAaxy JIEeKapCTBEHHbIX CpPeacTB WM nepejaBatb UX B
YCTaHOBMEHHOM 3aKoHodaTenbcTBoM Poccuickon denepaunm nopsigke:

(B peq. PepnepanbHoro zakoHa ot 29.07.2017 N 278-93)

1) ApyrMm Npou3BOAMUTENSM NeKapCTBEHHbIX CPeACTB AN NPON3BOACTBA NEKaPCTBEHHbLIX CPELACTB;
2) opraHu3aumMsM ONTOBOW TOProBMM NEKapCTBEHHLIMU CpeacTBaMK;

3) anTeyHbiM  oOpraHu3auusM, BeTepUHApPHbIM  anTeYyHbiM  OpraHusauusiM,  UHAMBUAYaSbHbIM
npeanpuHMMaTenaM, UMeWUM NULUEH3NI0 Ha (apMaueBTMYECKyl0 AeSTeNbHOCTb WM JIMLEH3UI0  Ha
MEOULMHCKYH NeATEeNbHOCTh;

4) Hay4HO-UCccneaoBaTeNbCKUM OpraHU3auusam ansa Hay4yHo-uccrieqoBaTenbCckon paboTsl;
5) MeAMUMHCKMM OpraHu3aumsiM U BeTEpUHAPHbLIM OpraHu3aunsaMm;

6) opraHMsauusM U UHAMBUOYyaANbHbIM  NpeanpuHUMaTensiM,  OCYLLECTBMSIOWMM  pa3BedeHue,
BblpalLMBaHNE U codepXKaHUE XKMBOTHbBIX (3a UCKIIOYEHNEM NPOAAXN UM hapMaLeBTUYECKMX CyOCTaHLMA UK NX
nepegaun).

(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. MNpounsBognTenu hapmMaleBTUYECKOW CyGCTaHLMM cnMpTa 3TUMOBOTO (3TaHoma) 06s3aHbl OCYLLECTBNATD
peanusaumio (Nnepepayvyy B YCTAHOBMEHHOM 3akoHofaTenbcTBOM Poccuiickon  ®epepauumn  nopsagke)
dhapmaLeBTMyeckon cybcTaHuMn cnvpTa 3TUITOBOrO (3TaHoMa) NPOM3BOAUTENSAM feKapCTBEHHbIX CPEeACTB ANd
NpoOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB, NpPOM3BOAUTENSAM (M3rOTOBUTENSIM) MEOMLUMHCKUX U3Oenun  ans
NpoOn3BOACTBA M MU3rOTOBMEHUST MEOULMHCKUX M3LENUA B eMKOCTsIX obbemMom He Oonee 1 nuTtpa u (unu) He
meHee 1000 nuTpoB, a opraHn3aumsM, ykasaHHbIM B MyHKTax 3 - 5 yactu 8 HacTosLeln cTaTbu, B Tape 00beMoM
He bonee 1 nutpa.

(vactb 9 BBepeHa ®depepanbHbiM 3akoHoM oT 29.07.2017 N 278-®3; B pen. dPefeparnbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, o1 22.12.2020 N 444-93)

10. Peanusaums (nepegjada B yCTaHOBMEHHOM 3akoHodaTenbCcTBoMm Poccuiickon depepaumm nopsgke)
dapmaueBTuMyeckon cybcTtaHuMM  cnupTa  3TUNOBOro  (dTaHona) OpraHM3auusm  OMNTOBOW  TOProBmu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

neKkapcTBEHHbIMU CPEACTBAMU HE JONycKaeTcs.
(yactb 10 BBegeHa depepanbHbIM 3akoHOM OT 27.12.2019 N 481-03)

11. lMepeBo3kn apmaueBTMyeCcKO cybCcTaHUMM cnvpTa 3TUNOBOrO (3TaHoMa) OCYLIECTBNATCA C
cobntogeHnem TpeboBaHuWiA, yCTaHOBMNEHHbLIX ab3auem YeTBepThiM NyHkTa 3 cTatbn 9 PepepanbHOro 3akoHa oT
22 Hos16ps 1995 rogpa N 171-®3 "O rocynapCTBEHHOM perynupoBaHMM NPou3BOACTBA M 0b6opoTa STUIOBOMO
cnupTa, arnkorofibHOM W CAMPTOCOAEPXKAallen npoaykuMm u 06 orpaHvdeHun notpebnenus (pacnutus)
ankoronbHOM NpoayKummn".

(vactb 11 BBegeHa dPepepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

Cratbsa 46. MapkmMpoBKa nekapcTBEHHbIX CPeACTB

1. JlekapcTBeHHble npenapaTbl, 3a WCKMNIOYEHMEM FEKapCTBEHHbIX MpenapaToB, W3roTOBMEHHbIX
anTeyHbIMK opraHu3aumamu, BETEPUHaPHbLIMU anTeyYHbIMK opraHusaumamu, NHAVBUAYanbHbIMU
npeanpunHnmartenaMmy, mMmerwmmMmmnm JnuueHsni Ha CbapMaLl,eBTI/ILIeCKyIO 0eATenbHOCTb, AOJDKHblI NOCTynaTh B
obpaLlleHve, ecnu:

1) Ha MX NepBMYHOW yNaKoBKe (3a MCKIYEHWEM MEPBUYHON YNAKOBKW NEKaPCTBEHHbIX PaCTUTENbHbIX
npenapaToB) XOPOLIO YMTaeMbIM LWPUETOM Ha PYCCKOM $3blKe YyKa3aHbl HavMMEHOBaHWE NeKapCTBEHHOro
npenapata (MexgyHapoAHOEe HenaTeHTOBAaHHOe, WNW PYynnMpoBOYHOE, WM XUMWUYECKOe, WM TOproBoe
HavMeHOBaHne), HoMep cepuu, AaTa Bbifycka (AN MMMYHOBMONOIMYECKMX fNeKapCTBEHHbIX NpenapaToB), CPOK
FO4HOCTM, AO3UPOBKA MUIN KOHLEHTpaLumMsl, 06beM, akTUBHOCTb B eAMHMLIAX OEACTBUS UMW KONMYECTBO A03;

(B peq. PenepanbHbix 3akoHOB OT 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha ux BTOpUYHOM (MOTPEeOMTENbCKOW) YMaKOBKE XOpPOLIO YMTaeMbliM LIPUAPTOM Ha PYCCKOM NA3biKe
yKasaHbl HaMMeHOBaHWe NekapCTBEHHOrO npenaparta (MexayHapogHoe HenaTeHTOBaHHOe, UMnn rpynnMpoBOYHOE,
NN XMMUYECKOE N TOProBOE€ HaMMEHOBaHWS), HaUMEHOBaHWEe NPOU3BOAUTENSA NEeKapCTBEHHOro npenapara,
HoMep cepwuu, pfata Bbilycka (4N UMMYHOOMOMOrMYECKUX NeKapCTBEHHbIX MpenapaToB), HoMep
perncTpauvoHHOro YA4OCTOBEPEHMWS, CPOK rOAHOCTW, CNOCO6 NPUMEHEHWS, 4O3MPOBKa UM KOHLEHTpauus, obbem,
aKTUBHOCTb B €AMHMLAax AenCTBNA NMBo KONMYEeCTBO A03 B YNAKOBKe, ekapcTBeHHas hopma, yCroBus OTMycka,
YCINOBMS XpaHeHus, npegynpeanTenbHble Hagnmcu.

(B pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2. ®apmaueBTUYECKne CcybCcTaHUMM OOSMKHBI MOCTynaTbh B OOpalleHne, ecnu Ha MX NEpPBUYHON YyNakoBKe
XOpOLUO 4YUTaeMbiM LIPUAPTOM Ha PYCCKOM SA3blke YKasaHbl HauMeHoBaHue dapMaLeBTUYECKON cybcTaHuum
(MexxgyHapooHoe HenaTeHTOBaHHOe, WU FPYNMUMPOBOYHOE, WM XMMWYECKOE M TOProBOE HaMMEHOBaHMS),
HanmeHoBaHMe npoussoanTens apmaueBTU4ECKOM CyOGCcTaHLuMM, HOMEp Ccepunm UK Jata  W3roTOBMEHUS,
KONMMYeCcTBO B YNAKOBKE U eOUHULbI UBMEPEHUS KONMYECTBA, CPOK FOAHOCTU M YCNOBUSI XpaHEeHUS.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3. ﬂeKapCTBeHHble cpenctBa B Ka4decCTBe CbIBOPOTOK AOOJIKHbI MOCTYynaTb B 06pau.|,eH|/|e C YyKazaHuem
XNBOTHOIO, U3 KPOBU, Nia3mMbl KpOBU, OpraHoB U TkaHen KOTOPOro OHWM NoJy4veHbl.

4. Ha BTOpUYHYylO (NOTPebUTENbCKYI) YNAKOBKY JIEKAPCTBEHHBIX CPEACTB, MOJyYEHHbIX U3 KPOBM, NiasMbl
KPOBW, OpraHoB W TKaHeW 4ernoBeka, AOSMKHA HaHoCUTbCA Haanuck: "AHTuTtena k BUY-1, BUY-2, k Bupycy
renatuta C 1 NOBEPXHOCTHbLIV aHTUreH Bupyca renatuta B otcytcTeytoT".

5. Ha nepBuYHyl0 ynakoBKy M BTOPUYHYIO (NOTPEBGUTENbLCKYKD) YNakoBKy papunodapmaleBTU4ecKUx
NEKapCTBEHHbIX CPEACTB AOMKEH HAHOCUTLCS 3HaK PaauaLMOHHON OMacHOCTM.

6. Ha BTOpMYHytO (MOTPEOUTENBLCKYI0) YNAKOBKY FOMEONnaTUYeCcKMX NeKapCTBEHHbIX NpenapaToB AO0ShKHA
HaHocUTbCA Hagnuck: "MomeonaTuyeckmn”.

7. Ha BTOpu4Hyl0 (NOTpeOUTEnbCKyl) YNakoBKY IEKapCTBEHHbIX pacTUTEerbHbIX MpenapaToB AOIMKHa
HaHocuTbecs Hagnueb: "MNpoaykuma npowuna paguaunoHHbI KOHTPOrb".

8. Ha nepBuYHyl0 ynakoBKy (ecrnv Anst 3TOro CyLecTBYET TEXHUYeckas BO3MOXHOCTb) U BTOPUYHYIO
(noTpebuTenbCKylo) yNakoBKy NIEKAPCTBEHHbBIX NpenapaToB, NpegHa3Ha4YeHHbIX AN KITMHUYECKUX NCCNeaoBaHNN,
[OMMKHA HAHOCUTLCA Haanucek: "ONsa KNMHUYECKNX nccnegoBaHum'.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

9. YnakoBKa NeKapCTBEHHbIX CPEACTB, NMpeAHasHauYeHHbIX UCKIIOYUTENbHO AN 9KCnopTa, MapkupyeTcs B
COOTBETCTBUM C TpeBoBaHMAMM CTPaHbI-MMMopTepa.

10. Ha TpaHcrnopTHylo Tapy, KoTopasi He MNpedHasHadeHa AN noTpeGutenei U B KOTOPYH MOMELLEHO
NeKkapcTBEHHOe CPeAcTBO, AOMMKHA HaHOCWMTbCH MHGOPMauus O HaWMEHOBaHUW, CEepuUM JeKapCTBEHHOro
CpeacTBa, AaTe BbIMycKa, KONMYECTBE BTOPUYHBLIX (MOTPEOWUTENbCKMX) YNaKOBOK IEKAPCTBEHHOIO CPEeACTBa,
Mpov3BOAMTENE NEKapCTBEHHOIO CPEACTBa C YKa3aHWeM HauMeHOBaHWA M MECTOHaxXOXAeHWs! MPOU3BOAUTENS
neKkapcTBEHHOro cpefcTsa (agpec, B TOM uucre cTpaHa W (MnyM) MecTo NPOM3BOACTBA NEKapCTBEHHOro
cpencTBa), a Takke O CPOKEe FOAHOCTM NEKapCTBEHHOrO CPefcTBa U 06 YCMOBUSAX €ro XpaHeHusl U nepeBo3ku,
HeobxoauMble NpeaynpeanTenbHble HaaNMcu U MaHUMNyNATOPHbIE 3HAKW.

11. Ha nepBuYHyt0 ynakoBKy M BTOPMYHYIO (NOTPEOUTENbCKY) YNakoBKY feKkapCTBEHHbIX CPeacTB Anis
BETEPMHAPHOIo NPMMEHEeHNs A0MKHa HAHOCUTBLCS Haanueb: "Ona BeTepMHapHOro NnpumMeHeHns".

12. Ha BTOpWYHyto (NOTPEBUTENLCKYH0) YNaKkoBKY NIEKAapCTBEHHOIO NpenapaTa HAHOCUTCS LITPUXOBOW KOA.

Maea 9. BBO3 NEKAPCTBEHHbIX CPEAOCTB
B POCCUNCKYIO ®EOEPALIUIO U BbIBO3 NIEKAPCTBEHHbLIX CPEAOCTB
M3 POCCUNCKOWN ®EOEPALINUN
(B pea. PenepanbHoro zakoHa ot 06.12.2011 N 409-®3)

Cratbsa 47. MNopspok BBO3a JeKapCTBEHHbIX cpeacTtB B Poccuinckyro ®Pepepauuio M BbIBO3a
neKkapcTBeHHbIX cpeacTB U3 Poccuinckon Pepepauum
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

1. BBO3 nekapcTBeHHbIX cpeacTts B Poccuiickyto Peaepaumio ocyLLECTBSETCS B NopaaKe, YCTaHOBIEHHOM
MpasuTtenbcTBom Poccuiickon ®enepaummn, B COOTBETCTBMM C TAMOXEHHBIM 3aKOHOAATENBCTBOM TaMOXXEHHOro
coto3a B pamkax EBpA3OC (aoanee - TamoxXeHHbIN coto3) u (unun) 3akoHogaTenbcTtBoM Poccuiickon degepaumm o
TaMOXEHHOM Jere.

(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

KoHcynbTaHTtlIntoc: npumevaHume.

o 01.09.2023 poccunckuM MNPOU3BOAMTENSAM paspeLleHo B YBEAOMUTENbHOM MOPSAKe BBO3UTb He
BHECEHHbIE B peecTp hapMaLeBTUYECKME CyOCTaHUMM ANsi BETEPUHAPHOrO NPUMEHEHUsT ANS NPOM3BOACTBA
3aperncTpupoBaHHbIX NekapcTBeHHbIX cpeacTtB ([locTtaHoBnenue Mpaeutensctea PO ot 12.03.2022 N 353).

2. BBosumble B Poccunckyio ®egepaumio nekapCTBeHHble CcpeacTBa [AOMKHbI COAepXaTbCA B
rocygapCTBeHHOM peecTpe fekapCTBEHHbIX CPEACTB.
(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-®3, o1 27.12.2019 N 462-D3)

3. HdonyckaeTtcs BBO3 B Poccunckyio Pepepaumio KOHKPETHOM MNapTuy 3aperucTpupoBaHHbIX U (Unn)
He3aperucTpupoBaHHbIX MEeKapCTBEHHbIX CPeACTB, MpedHasHayeHHbIX ANS  NpoBedeHUs  KIUMHUYECKMX
nccrefoBaHUn  NeKapCTBEHHbIX  MpenapaTtoB, MPOBEAEHUS  SKCNepTu3bl MEeKapCTBEHHbIX CPeAcTB  Ans
OCYLLECTBIEHNS roCyAapCTBEHHOW pPerucTpauum nekapcTBeHHbIX NpenapaToB UNW Afs OKa3aHus MeOULMHCKON
MOMOLLM MO J>KM3HEHHbIM OKa3aHMAM KOHKPETHOro nauMeHTa Ha OCHOBaHWM paspelleHusi, BblAaHHOro
YMONIHOMOYEHHbIM PefeparibHbiM OPraHOM UCMONHUTENBHON BMACTV NO 3as8BIEHUSIM UL, YKasaHHbIX B CTaTbe
48 HacTtosiwero depepanbHOro 3akoHa. PaccmoTpeHve Takoro 3adBheHus U MPUHSATUE pEeLueHus O Bblgaye
paspeLLeHnst Ha BBO3 KOHKPETHON NapTUm 3aperncTpupoBaHHbIX U (MNK) He3aperncTpUpoBaHHbIX NEKapCTBEHHbIX
cpeacTs, MNpefHasHadeHHbIX AfS NPOBedEeHUS KIMHUYECKUX WCCRefoBaHUM fekapCTBEHHbIX NpenapaTtos,
NpoBedEeHUs 3KCNepTU3bl NeKapCTBEHHbIX CPeAcTB AN  OCYLIEeCTBMEHWs roCyAapCTBEHHOW perucrpauum
neKapCTBEHHbIX NpenapaToB UKW AN oKkasaHus MeAULMHCKON NMOMOLLM MO XXU3HEHHbIM NOKa3aHWAM KOHKPETHOro
nauneHTa nmbo o6 oTkase B BblAaye yKa3aHHOro paspelleHuss NPOoM3BOASATCH B CPOK, HE MPEBbIIAOLWMN NATH
pabounx gHen. MNnaTa 3a Bblgavy yka3aHHOrO paspeLleHns He B3MMaeTCs.

(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.01.2024 4. 3.1 cT. 47 yTpaymsaet cuny (L3 ot 27.12.2019 N 475-93).

3.1. Honyckaetca BBO3 B Poccuiickyto ®degepaumto KOHKPETHOW MNapTUM He3aperncTpyMpoBaHHbIX
neKkapcTBEHHbIX NpenapaToB, COAepPXKaLlMX HAapKOTUYECKME CpeaCcTBa NN NCUXOTPONHbIE BELLECTBA, B NOpaakKe,
yctaHoBneHHOM [lpaButensctBoM Poccunckon ®enepauun, [nsa okasaHus MeOWLMHCKOW MOMOLLM  No
XWU3HEHHbIM MOKa3aHWsIM KOHKPETHOro nauuMeHTa unu rpynnbl NauMeHToB B Chydae, ecrniv MMmeeTcs pelleHue
Bpa4YebHOM KOMUCCUN MEOWLIMHCKOW OpraHu3aumMm o Hed(MEKTUBHOCTM UNN HEBO3MOXHOCTW MPUMEHEHUS Y
KOHKPETHOro MaumeHTa WMHbIX 3apermcTpMpoBaHHbIX NEKApCTBEHHbIX NpenapaToB, B TOM YuCre coaepXalimx
apyrve [OencTByloliMe BellecTBa, M O HeoOXOAMMOCTM BBO3a OMpPEeAeneHHOro He3aperncTpMpoBaHHOro
NeKapCTBEHHOro npenaparta C ykasaHWeM ero MeXAyHapOA4HOro HemnaTeHTOBAHHOro (MNu XMMUYECKOro, Wmu
rpPynnUMPOBOYHOr0) HauMeHoBaHMs, POPMbl BbiNycka U konuyecTBa. [lepeyeHb 3aboneBaHUn M COCTOSTHUIA W
COOTBETCTBYIOLLUMX NEeKapCTBEHHbIX MpenapaToB, coAepXalluMx HapKoTU4eckue cpeactsa U MCUXOTPOrHble
BELUECTBA, B LEMsX OCYLIEeCTBIEHMS WX BBO3a B COOTBETCTBMM C TpebOBaHMAMW HACTOSLLEN YacTu
yTBEpP)KOAEeTCHA YNOMHOMOYEHHbIM dhefepanbHbiM OpraHoOM UCMOSTHUTENBHOKW BRacTy.

(yactb 3.1 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3.2. o 31 pnekabps 2022 roga gonyckatTcst BBO3 Ha Tepputopuio Poccuiickon ®egepauum n obpalleHue
B Poccuiickon ®epepaumm ¢ yuetom ocobeHHocTel, ycTaHOBNEHHbIX MpaBuTenbcTBom Poccunckon depepaumm,
3aperncTpupoBaHHbIX  JIEKAPCTBEHHbIX NpenapatoB And  MeAWUMHCKOro MPUMMEHEHMSI B yMnakoBKax,
npegHasHayeHHbIX ansg obpalleHns B WMHOCTPaHHbIX rocydapcTBax, B criydyae OedeKTypbl NeKkapCTBEHHbIX
npenapaToB WM pucka ee BO3HUKHOBEHUS B CBs3M C BBeAeHMEM B OTHowweHun Poccunckon depepaumm
OrpaHNYMTENbHBIX Mep 3KOHOMMYECKOrO Xapaktepa npu yCrnoBUM COOTBETCTBUSA BBO3MMbIX fEKapCTBEHHbIX
npenapaToB TpeboBaHUSAM, YCTAHOBIEHHBLIM MPU MX perMcTpaumu, 3a UckndeHnem TpeboBaHWi K NEpPBUYHOMN
yMakoBKe, BTOPUYHOW (NOTPEBUTENbCKON) YNaKoBKe, a Takke NP HanmuM4Mum Ha BTOPMYHOM (NOTpebUTEnbCKOM)
YMNaKoBKE JIeKApCTBEHHbIX MpenapaToB, HaXOAALWMXCS B OOpalleHnn, CamMOKNesALWencs aTUKETKM, COAepKallen
MHpopMaLMIO O NNeKapCTBEHHOM Mpenaparte Ha PYyCCKOM SA3blKe.
(4acTb 3.2 BBegeHa PepepanbHbiM 3akoHOM OT 26.03.2022 N 64-93)

4. B Poccunckyto ®Pefepaumio MOXHO BBO3WUTb JIEKApCTBEHHbIE CPEACTBA, KayeCTBO KOTOPbIX
noaTBEPXKAEHO CEPTMAUKATOM MPOM3BOANTENS JIEKAPCTBEHHbIX CPeACTB, YOOCTOBEPSOWMM COOTBETCTBME
BBO3UMbIX JIEKAPCTBEHHbIX CpeacTB TpeboBaHuaM hapmakonenHbix cTtaTten nmbo B criydae UX OTCYyTCTBUSA
HOPMaTUBHOWN LOKYMEHTaLMN U HOPMATUBHOIO JOKYMEHTa.

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

5. BanpewaeTca BB03 B Poccuiickyio Pepepauuio danbCuUUMpPOBaHHbBIX NEKAPCTBEHHbIX CPEACTB,
HeaobpoKayYeCTBEHHbIX NNEKAaPCTBEHHbIX CPeaCTB, KOHTpadakTHbIX NEKapCTBEHHbIX CPeacTB.
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

6. ®anbcmdnUMpoBaHHbIE NEKAPCTBEHHbIE CPeAcTBa, HeAOOpOKayYeCTBEHHbIE NEKapCTBEHHbIE CPeacTBa
nognexaT U3bSATUIO U NOCIeaYLWEMY YHUUTOXEHMIO UK BbiBO3Y M3 Poccunckon ®epepauunn, KOHTpadakTHble
neKkapCTBEHHble CPeacTBa - U3bATUIO U MOCNeaYyLWeMY YHUUTOXEHNIO. YHUYTOXEHE UK BbIBO3 13 Poccumnckomn
depepaumm anscnmLMpoBaHHbIX NIEKAPCTBEHHbLIX CPeaCTB, HeAobpOoKayeCTBEHHbIX NNIEKaPCTBEHHbIX CPeaCTB,
KOHTpadhaKTHbIX NeKapCTBEHHbIX CPeACTB OCYLLECTBMNSAETCH 3a CYeT nuua, OCyLLEeCTBMBLLEro UX BBO3. [lopaaok
YHUUTOXEHUST  U3bATLIX  (PanbCnUUNPOBAHHBLIX  FIEKApCTBEHHbLIX  CPEeACTB,  HeLoOpOKa4yeCTBEHHbIX
nekapcTBEHHbIX CPeacTB, KOHTpadaKTHbIX IeKkapCTBEHHbIX CpPeAcTB ycTaHaBnuBaeTcs [1paBUTenbLCTBOM
Poccuiickon depepauum.

(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

7. Nuua, ocywectenswowmne Beo3 B Poccunckyto defepaumio anbcnuLMpoBaHHbIX NeKapCTBEHHbIX
cpencTB, HedoOpPOKAYeCTBEHHbIX JTIEKAPCTBEHHbIX CPEACTB, KOHTPA(aKTHbIX NeKapCTBEHHbIX CPeacTB, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKOHOAATEeNIbCTBOM TaMOXEHHOro cot3a u  (unu)
3akoHodaTenscTBoM Poccuickon degepaumm 0 TaMOXEHHOM Aere.

(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccuiickon Pepepaummn ocyuiectensetca ©6e3 npuMeHeHus
OTFPaHWYEHUN,  YCTAHOBJIEHHbIX TAMOXEHHbIM  3aKOHOOATENbCTBOM  TaMOXEHHOro cotw3a U (unu)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3akoHonartenbctBoM Poccuitickon  ®epepaumMm O rocyJapCTBEHHOM  PErynvMpoBaHWM  BHELLHETOProBou
[eATernbHOCTU.
(B pea. ®enepanbHbIX 3akoHoB 0T 06.12.2011 N 409-®3, o1 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

9. Beoa B rpaxkaaHCcKuin 060poT NekapCTBEHHbLIX NpenapaToB A MeAULMHCKOrO NPUMEHEHUS!, BBE3EHHbIX
B Poccuinckyto ®Penepaumio, ocyllecTBnsetca ¢ cobnogeHnem TpeboBaHWIA, YCTaHOBMEHHbIX cTaTben 52.1
HacToswero PenepanbHOro 3akoHa.
(vacTb 9 BBegeHa PenepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

KoHcynbTaHTlnoC: npumeyaHue.
C 01.09.2023 ct. 47 pononHgetcsa 4. 10 (®3 o1 02.07.2021 N 317-d3).

CraTba 48. lOpuanyeckme nuua, KOTOpbIM paspeLleH BBO3 NleKapCTBEHHbIX cpeAcTB B Poccuitickyro
Pepepauuio
(B pea. PenepanbHoro gakoHa ot 06.12.2011 N 409-$3)

JlekapcTBeHHbIe cpeacTBa B Poccuiickyto defepaumto MoryT BBO3UTD:
(B pea. PepepanbHoro gakoHa ot 06.12.2011 N 409-93)

1) npousBoguTeny nekapCTBEHHbIX CpeacTB AN Lenen COBCTBEHHOro MpouM3BOACTBA JeKapCTBEHHbIX
Cpe[acTs;

2) MHOCTpaHHble Pa3paboTYMKUN NEKAPCTBEHHBIX CPEACTB M MHOCTPaHHbIE MPOU3BOAMTENN NEKAPCTBEHHbIX
CPEACTB WNU Apyrve lopuauMyeckue nuua no nopyyeHuto paspaboTymka rekapCTBEHHOro Cpeactsa  Arnst
NpoBeAeHUs KIMUHUYECKUX WCCrefoBaHuii NeKkapCTBEHHOro npenapaTta, OCYLECTBIIeHUs TocyaapCTBEHHOM
perucTpaumMm nekapcTBeHHOro npenapaTta, BKIYEeHUs (apMaueBTUYeCKOM CyGCTaHUMM B rOCYAapPCTBEHHBIN
peecTp nekapCTBEHHbIX CPEACTB, KOHTPOMNSA KayecTBa eKapCTBEHHbIX CPeACTB MpU Hanuyuu paspelLeHus
YNOSTHOMOYEHHOTO heaeparibHOro opraHa UCMOSTHUTENbHON BNacTh Ha BBO3 KOHKPETHOMN MapTUM NEKapCTBEHHbIX
CPEeAcCTB;

3) opraHmn3auum ONTOBOWN TOProBJ11 NeKapCTBEeHHbIMU CpenCcTBaMU;

4) Hayu4Ho-uccrnegoBaTesfibCkMe opraHusaumm, obpasoBaTernbHble OpraHvM3auuu BbiCLLEro obpasoBaHus,
Npon3BOOMTENN NEKAPCTBEHHbLIX CPeACTB ANs pa3paboTku, uccneqoBaHuii, KOHTpPons 6e3onacHOCTU, KayecTea,
3O (PEeKTUBHOCTM NEKAPCTBEHHbLIX CPEACTB MPU HaNU4MM paspeLleHus ynonHOMOYEeHHOro deaepanbHOro opraHa
WCMNONTHUTENbHOW BNacTw;

(B peq. ®PenepanbHoro zakoHa ot 02.07.2013 N 185-93)

5) MeguumnHCKMe opraHusaumm, MHble ykasaHHble B NMyHKTax 1 - 4 HacTosen cTaTby opraHusauum ans
oKa3aHWs MeOULUHCKOW MOMOLLM MO XM3HEHHbIM NOKa3aHMsIM KOHKPETHOro nauMeHTa Npu HanMyuum paspeLueHus
YMNOMHOMOYEHHOro  befiepanbHOrO0  OpraHa WUCMNOMHUTENBHOM BRacTU Ha BBO3  KOHKPETHOW  napTum
nekapcTBeHHOro npenapaTta, BblAaHHOMO B YCTAHOBMEHHOM [opsake B (popMe 3SMNeKTPOHHOro [OKyMEHTa,
NoAnMCcaHHOro YyCUneHHom KBannuguumnpoBaHHOW 3MeKTPOHHOW NOAMNUCHIO;

(B peq. PenepanbHoro gakoHa ot 12.03.2014 N 33-03)

KoHcynbTaHTln0C: npumeyaHue.
C 01.01.2024 n. 6 cT. 48 yTpaumsaeT cuny (93 o1 27.12.2019 N 475-03).

6) rocynapCTBEHHble YHWUTapHble 0OPEeANpUATUS, WUMYLLECTBO KOTOPbIX HaxoguTcs B depepanbHom
cobctBeHHOCTH, onpegensiemble [NpaButensctBoM Poccunckon depepauun, B 4actu BBo3a B Poccunckyto
depepaumio Hes3aperncTpupoBaHHbIX JIeKapCTBEHHbIX MpenapaToB, COAepXKallMX HapKOTUYEeCKMe CpeacTBa Unm
NCUXOTPOMHbIE BELLECTBa, OJ19 OKa3aHWA MEAUMLMHCKOMW MOMOLLUM MO >KM3HEHHbIM MOKa3aHUSIM KOHKPETHOro
naumeHTa unu rpynnbl NauMeHToB B COOTBETCTBMM C YacTbio 3.1 cTatbn 47 HacTosiwero degepansHOro 3akoHa.
(n. 6 BBegeH defeparnbHbiM 3akoHOM OT 27.12.2019 N 475-93)

Cratbsa 49. [JokyMeHTbI, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuinckon ®Pepgepauum npwm
BBO3€ JIeKapCTBEeHHbIX cpeacTB B Poccuinckyto Peaepaumio
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

1. Tpn BBO3e nekapcTBeHHbIX cpeacTB B Poccuiickyito denepaumio B TaMoOXeHHble opraHbl Poccuiickon
d>ep,epau.v||/| Hapagy C OOKYMeHTaMu, npeacraerieHne KOTOPbIX npeaoycMoTpeHo TaMOXXEHHbIM
3aKkoHo4aTensCTBOM TaMOXEHHOro coto3a u (Mnu) 3akoHogaTtenbcTBoM Poccunckon degepaumm o0 TaMOXKEHHOM
Jene, NnpeacTaBnalTCA cnegyowmne JOKYMEHTbI:

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

1) cepTudmkaT NpousBOaUTENS JEKapCTBEHHOro CpeacTsa, YAOCTOBEPSIOWMN COOTBETCTBUE BBO3MMOIO
nekapCTBEHHOro cpeacTBa TpeboBaHUsaM hapMakonernHown ctatbu nMBo B Criyvyae ee OTCYTCTBUS HOPMaTUBHON
AOKYMEHTauuM unnm HopMaTUBHOIO JOKYMEHTa;

2) paspelueHue ynorHOMOYEHHOro dpedeparnibHOro opraHa UCMOSTHUTENbHOM BNacTM Ha BBO3 KOHKPETHOM
napTuUM NEeKapCTBEHHOIO CPeAcTBa B Crny4vasix, YCTAHOBIEHHbIX YacTbio 3 cTaTbu 47 HacTosiwero denepansHoro
3aKkoHa.

2. [lokyMeHTbI, ykasaHHble B nyHKTax 1 U 2 yactn 1 HacTosilwen cTaTtby, NPeAcTaBnsalnTCs B TaMOXEHHbIe
opraHbl Poccuickon ®egepaumm npu NnpnbbiTUn NekapCTBEHHbIX cpeacTB B Poccuiickyto degepaumio.
(B peq. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

Cratba 50. BBO3 nekapcTBeHHbIX npenapatoB B Poccuickyio ®depepauuio Aansi JIMYHOroO
MCMNOMb30BaHUST U WHbIX HEKOMMEpPYECKMX uerner, a Takke ANl UCNONIb30BaHUA Ha TeppuTopUM
MeXAayHapo4HOro MeAULIMHCKOro Knactepa
(B peq. PenepanbHbix 3akoHoB OT 06.12.2011 N 409-93, ot 29.06.2015 N 160-D3)

1. JlekapcTBeHHble npenapaTtbl MOryT ObITb BBe3eHbl B Poccuiickyto egepaumio 6e3 ydeta TpebosaHun,
nNpeaycMOTPEHHbIX YacTammn 1 - 4 ctatemn 47, ctatbsimu 48 n 49 HacToswero ®efepansHOro 3akoHa, eCnm OHu
npegHasHayYeHbl Ans:

(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

1) NMMYHOro McNonb3oBaHUA U3MYeckUuMU nuuamu, npubsiBwKMK B Poccuiickyto Pepepaumto. [Npu aTom
BB03 B Poccuiickyto depepaumio nekapCTBEHHbIX MpenapaToB, coAepXallmMx CUnbHOAEWCTByoWMe n (Mnn)
A0OBUTbIE BELLECTBA, BKIIOYEHHbIE COOTBETCTBEHHO B CHOUCOK CUNIbHOAEWCTBYHOLUMX BELLECTB ANs Lenen
YronoBHOro 3akoHogaTtenbcTBa Poccuiickon ®egepaumm n B COUCOK SAOBUTHIX BELLECTB ANA LeNnen YyrooBHOMo
3akoHogartenbcTBa Poccuiickon ®epepauun, ytBepxaeHHble [lpaButensctBom Poccuiickon ®epepauun,
OCYLLIECTBMSIETCA MPU HaNM4Yun AOKYMEHTOB (3aBEPEHHbIX KOMUIA JOKYMEHTOB UNN 3aBEPEHHbIX BbINMUCOK U3 HUX),
noaTBEPXAaLWmMX Ha3HaYeHne U3N4eckoMy nuuy YKasaHHbIX NeKapCTBEHHbLIX MpenapaToB (3a UCKNIYEHUEM
nekapcTBEHHbIX MpenapaToB, 3aperncTtpupoBaHHbix B Poccunckon denepauum n otnyckaemblix B Poccumnckomn
depepaummn 6e3 peuenTta Ha NekapcTBEHHLIN npenapar). [NoaTeepxaatoLme JOKYMEHTbI (MX 3aBEPEHHbIE KONUK
U 3aBEPEHHBIE BbIMUCKN N3 HUX) OOIDKHBI COAepXaTb CBEOEHNS O HAMMEHOBAHMU U KONMYECTBE Ha3HaYeHHOro
nekapcTBeHHOro npenaparta. B cnyvae, ecnu nogTBepXgawwme AOKYMEHTbl (MX 3aBEpPEHHbIE KOMUW WK
3aBEepeHHbIE BbIMUCKM M3 HUX) COCTaBMEHbl HA WMHOCTPAHHOM $3blke, K HWM MpunaraeTcs HoTapuarnbHO
3aBepeHHbIN NepeBo Ha PYCCKUIN A3bIK;
(n. 1 B pea. ®epepanbHoro 3akoHa ot 02.06.2016 N 163-®3)

2) ncnonb3oBaHWSA PabOTHMKaAMKU OUNNIOMATUYECKOro Kopryca Wnu npeacTaBUTENSIMA MeXOYyHapOOHbIX
opraHunsauui, akkpeamToBaHHbIX B Poccuiickon deagepaumu;

3) neyveHns NaccaxxmpoB M YIIEHOB 3KMMaXkel TPaHCMOPTHLIX CPeAcTB, MoesfHblx Gpurag M BoauTenei
TpaHCNOPTHLIX CpeacTB, NpubbiBLIMX B Poccuiickyto deaepaumio;
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHUs YYaCTHUKOB MeXOyHapoOHbIX KyMNbTYPHbIX, CMOPTUBHBLIX MEPONpUATMA U Y4acTHUKOB
MeXayHapOoOHbIX aKCreauLnii;

5) nedyeHust KOHKPETHbLIX >XMBOTHbIX B 300Mapkax, 300Cafax, UupKax, okeaHapuymax, AenbuHapusx,
neyYeHns OMKUX XXUBOTHbIX, MOCTOSIHHO MMM BPEMEHHO Hacenswwmx Tepputopuio Poccuiickon Pepepauun,
HaxoAsILLMXCS B COCTOSIHAM €CTECTBEHHOW CBOOOALI M NMpUHaAnexawmx K Bugam, 3aHeceHHbIM B KpacHyto KHUry
Poccuickon depepaumm n (Mnu) KpacHble KHUrM cyobekToB Poccunckon depepaumn, a TakkKe >KUBOTHBIX,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

BBO3UMbIX B Poccuiickyto denepaumto ons y4actusi B COPTUBHBIX U 3PENULLIHBIX MEPONPUATUSIX;
(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-93, o1 02.08.2019 N 297-93)

6) ncnonb3oBaHUS Ha TEPPUTOPUN MEXOYHAPOAHOrO MEeAMLMHCKOrO KracTtepa.
(n. 6 BBegeH ®efeparnbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnydasax, npegyCMOTpeHHbIX 4YacTbio 1 HacTodAwen craTbu, gonyckaeTcs BBO3 B PoccuiicKyro
denepaumio nekapcTBEHHbIX NpenapaToB, He 3aperncTpmpoBaHHbix B Poccuiickon ®eagepaumn.
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

3. IlekapcTBeHHble NpenapaTbl, NpeAHa3Ha4YeHHbIe Ansi 'yMaHUTapHOW NOMOLLM (COOENCTBUSA) U MOMOLLN
npy 4pesBblHalHbIX CUTyauusix, BBo3ATCA B Poccuiickyto ®Pepepaunio B NOpsagke, YCTAHOBIIEHHOM
MNpaButenscTsoM Poccuinckon depepauyun. 3anpewlaetcsa BBO3 B Poccunckyto depepaumio
He3aperncTpMpoBaHHbIX NEKApPCTBEHHbLIX MNpenapaToB, nNpegHasHa4YeHHbIX ANnd  ryMaHWUTapHOW  MOMOLLM
(cogencTaust) N NOMOLLM NMPU Ype3BblYaNHbIX CUTYyaLUNAX.

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

Cratba 51. CoTpyaHMyecTBO hefepanbHOro opraHa UCNOJSIHUTENIbHOW BNIAcTH, YNOJTHOMOYEHHOro B
obnactu TamoXXeHHOro gena, M ApPYrux YnorIHOMOYeHHbIX hedeparnbHbIX OPraHOB MUCMOSIHUTENbLHOM
BracTu

1. YnonHomoueHHble dedeparnbHble opraHbl UCMONHUTENLHOW BriacTu NpeaocTaBnsAloT B pacrnopsixeHue
denepanbHOro opraHa UCMOMHWUTENbHOM BNacTh, YMNOIHOMOYEHHOro B 06MacTu TaMOXeHHOro Jdena,
rocyapCTBeHHbIN pPeecTp NekapCcTBeHHbIX CPeACTB, a TaKkke MHgopMauuio O BblAaHHbLIX paspeLlleHnsX Ha BBO3
KOHKpPETHOM NnapTUWM fneKapCTBEHHbIX CPeACTB B CriyvasiX, YCTaHOBMEHHbIX YacTbio 3 cTaTb 47 HacTosLLero
depepanbHOro 3akoHa.

2. ®epgepanbHbli OpraH MCMOSIHUTENBHOW BIACTW, YMOJSIHOMOYEHHbI B 0BnacT TamOXeHHoro fena,
WHGOPMUPYET YyKasaHHble B 4YactM 1 HacToswen cTaTbW YMNOSIHOMOYEHHble hedeparnbHble opraHbl
NCNOSTHUTENBHOWM BNAcTU O BBO3€ NEKApCTBEHHbIX CpeAcTB B Poccuiickyto ®enepaumio n BbIBO3€ NEKapPCTBEHHbIX
cpeacts u3 Poccunckon ®depepaumm no ¢dopmMe U B OOpsdke, KOTOpble YCTaHOBMEHbl [1paBUTENbLCTBOM
Poccuiickon ®epepauuu.

(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

Maea 10. PAPMALEEBTUYECKAA OEATENbHOCTb
Cratbsa 52. OcywecTBneHune hapmMaueBTUYECKON AeATENbHOCTH

1. ®apmaueBTMYeckass OeATENbHOCTb  OCYLUECTBASETCA  OpraHu3auMsiMy  ONTOBOW  TOProBnu
neKkapcTBeHHbIMM CpeacTBamu, anTeyHbIMW OpraHu3auusiMi, BeTepUHApHbIMU anTeYHbIMW OpraHvM3aumsaMu,
WHAMBMAYANbHBIMX NPeAnpUHUMaTENaMKU, MMELWMMU NUUEH3NI0 Ha dapMaueBTUYeCcKyl0 AeATenbHOCTb,
MEOULMHCKUMU  OPraHu3auvsMiu, UMeLWUMN FUMUEH3MI0 Ha dapMaueBTUYeCcKyld AeAaTenbHOCTb, U KX
obocobneHHbIMM  nofdpasgeneHnaMu  (ambynatopusamu, penbawepckuMm 1 penbaepCKo-akyLwepcKuMm
nyHKTamu, LeHTpamn (oTaeneHusiMn) obllert BpayebHON (CEMENHON) NPaKkTUKK), PacrnosoXEHHbIMU B CENbCKUX
HaceneHHbIX MyHKTaxX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, U BeTepuHapHbIMU OpraHMsauusmMu,
NMEIOLLIMMU MNNLEH3NIO Ha (hapMaLLeBTUYECKYO AeATeNbHOCTb.

(B peq. PepepanbHoro zakoHa ot 25.11.2013 N 317-93)

KoHcynbTaHTln0C: npumeyaHue.

O6 ocobeHHOCTSX Oomycka K OCYyLeCTBNEHWIO desTenbHocTu nuy 6e3 ceptudpmkata cneumanucta unm
NMPOXOXOEHNA akkpeguTauum cneywanucta m  (unu) no  cneumanbHOCTAM, He  npeayCMOTPEHHbIM
cepTudmnkaTtom Unm akkpeautTaumen, cm. [pukas Munagpasa Poccum ot 23.12.2021 N 1179H.

2. duanyeckme Ovua MoryT OCyLLECTBNATbL dapMaLeBTUYECKY0 AeATENbHOCTE NMPU HanMyMn BbICLLEro UIn
cpedHero (papMaueBTMYecKoro oGpasoBaHWs W cepTudMKaTa cneuuanqcra, BbICLLETO WU CpegHero
BETEPUHAPHOro 06pasoBaHWs U cepTudMkaTa cneuuanucta, a Takke BbICLUIEro WUu CpegHero mMeauumMHCKOro
obpa3oBaHus, cepTudmKata crneuuanicTa U OOMONMHUTENBHOrO MpodeccMoHansHoro obpa3oBaHns B 4acTu
PO3HUYHON TOProBNU JIEKApPCTBEHHLIMW Mpenapatamy MNpu  ycrnoBuM UX paboTbl B 06OCOGMNEHHbIX
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noapasaeneHnsx MeanLMHCKUX opraHu3auuii, ykasaHHbIX B YacT 1 HacTosiLEel cTaTtbm.
(4acTb 2 B pea. PepepanbHoro gakoHna ot 27.07.2010 N 192-93)

KoHcynbTaHTlnoC: npuMmeyaHue.

JlekapcTBeHHble npenapatbl ANs MEOUUMHCKOrO MNPUMEHEHWs, BBEAEHHble B rpakgaHckMi obopoT Ao
29.11.2019, nognexart xpaHeHuto, nepeBo3Ke, OTMNYCKY, peanusauuu, nepegadye, NPUMEHEHNI0 OO UCTEYEHUS
cpoka mx rogHocTh (®3 o1 28.11.2018 N 449-93).

Cratba 52.1. BBoag B rpaxAaaHCKMM OOOpPOT JieKkapCTBEHHbIX MNpenapaTtoB ANs MeAULUHCKOro
npuMeHeHust
(BBegeHa ®egepanbHbiM 3akoHOM OT 28.11.2018 N 449-903)

1. MNepea BBOAOM B rpaxgaHCKMn OBOPOT KaXAOW Cepun WNN KaxKAOW napTuu MNpPOM3BEAEHHOro B
Poccuinckon ®epepauumn nekapcTBeHHOro npenapata Ansg MeAUMUUHCKOrO MPUMEHEHUs, 3a WCKMYeHUEM
NMMYHOOMOMOrMYECKNX feKapCTBEHHbIX MNpenapaToB, MpOM3BOAUTENb TaKoro rekapCcTBEHHOro mnpenapaTa
npeactaenseT B dedeparnbHbli Oprad WCMOMHUTENbHOW BNacTh, OCYLLECTBASAIOWMA (OYHKUUN NO KOHTPOMO U
Haasopy B cdhepe 30paBOOXpPaHEHUs, JOKYMEHT NPOM3BOANTENS NEeKapCTBEHHOro CPeacTsa, NMOATBEPKAaoLwuii
Ka4ecTBO FeKapCTBEHHOro npenapata, W MNOATBEPXAEHVWe YMOMIHOMOYEHHOro nuvua  Mpov3BoauTENs
nekapCTBEHHbIX CPeACTB COOTBETCTBUS NEKapCTBEHHOro npenapaTta TpeboBaHuAM, yCTaHOBMEHHbIM NPWU €ro
rocygapCTBEHHON perncTpauum.

2. lNMepen BBOOOM B rpagaHCKMi 06OPOT KaKOgoW CEpuM UNU KaXK4OW MapTun BBO3MMOro B Poccuiickyto
depepaumio  nekapcTBeHHOro  npenapata AN MEOUUMHCKOTO  MPUMEHEHWsl, 33  UCKIIOYEeHWEM
UMMYHOBMONOrMYeCcknx fneKapCcTBEHHbIX MpenapaTtoB, OpraHusauusi, OCyLIeCTBNALWAs BBO3 fIEKAaPCTBEHHOro
npenapata B Poccuiickyto ®depepauumio, npeactaBnseT B defepanbHbIl opraH WCNONHUTENbHON BRacTw,
OCYLLECTBASOLWUNA (PYHKLMM MO KOHTPOMIO 1 Haa3opy B cdepe 30paBOOXpaHEHUs!, cepTudukaT npomssoguTens
NeKapCTBEHHOINO  CpPeAcTBa, YAOCTOBEPSIOWUA  COOTBETCTBME BBO3MMOMO  JIEKAPCTBEHHOrO npenapara
TpeboBaHMsIM (hapMakonerHonm cTaTbM, a B Cry4ae OTCyTCTBUSA dhapMaKOMenHon cTaTtbu TpeboBaHUAM
HOPMaTUBHOW [JOKyMeHTauuu, W noaTBepXAeHue MNpeacTaBuTeNns OpraHu3auun, OCYLLEeCTBNALWENA BBO3
nekapcTBeHHoro npenapata B Poccuiickyto ®egepaumio U ynoriHOMOYEHHOW MHOCTPaHHBIM MPOU3BOAUTENEM
nekapcTBEHHbIX CPeACTB, COOTBETCTBMS BBO3UMOIO NIEKApPCTBEHHOrO npenapaTa TpeboBaHWsIM, YCTAHOBIIEHHbIM
npu ero rocyaapCTBEHHON perncTpaunn.

3. [Nopsgok npefcTaBneHUs B COOTBETCTBMM C YacTamMu 1 1 2 HaCcTosILWEN CTaTbU JOKYMEHTOB U CBEAEHUIA
O nneKapCTBEHHbIX MNpenapaTtax, BBOAMMbLIX B Fpa)K,anCKMVI 060pOT, yCTaHaBnnBaeTCca npaBI/ITeJ'IbCTBOM
Poccuickon ®egepauun.

4. B oTHOLIEHWM NepBbIX TPEX CEPUA UM NapTUA NeKapCTBEHHOro Npenapara, BnepBbie NPON3BeAeHHOrO B
Poccwuiickon ®depgepaumm mnu BnepBble BBo3nMoro B Poccuiickyto depepauunto, B dedepanbHbini  opraH
NCMNOMHMTENBbHOW BMacTW, OCYLECTBASIOWMN (YHKUMM MO KOHTPOMO U Haas3opy B cdepe 3opaBoOOXpaHEHWs,
OOMONMHUTENBHO MpeacTaBnseTcs NPOTOKON UCMbITaHUA O COOTBETCTBUM CEPUM UMW MapTUM NEKapCTBEHHOro
npenapata Ansg MeAUMUUHCKOrO MPUMEHEHUS MNoKasaTensMm KadecTBa, nNpeayCMOTPEHHbIM HOPMAaTUBHOM
AOKyMeHTaumewn (OQanee - NpPOTOKOM WCMbITaHUI), MNPOBOAMMBIX aKKPeOWTOBaHHbLIMA B COOTBETCTBUM C
3akoHopaTenbcTBoM Poccunckon ®depepauum 06 akkpeguMTauum B HaUMOHANbHOW CUCTeMe akkpeguTaumu
depepanbHbIMM - TOCYAAPCTBEHHBIMU - BIOOXETHLIMW  YUPEXOAEHUAMU, MOABEAOMCTBEHHBIMM  heaepanbHOMy
OpraHy UCMOMHUTENBHOW BriacTu, ocylecTBhsowemMy yHKUMM No BbipaboTke M peanusauum rocyaapcTBEHHOW
NOMUTUKM N HOPMATMBHO-MPaABOBOMY PErynupoBaHuio B cdepe 3apaBoOXpaHeHus, u dedeparnbHOMY opraHy
NCNOMHUTENBHOW BNACTW, OCYLLECTBRSAOLWEMY (PYHKLUUN NO KOHTPOMNIO U Haasopy B cdepe 30paBoOXPaHEHWUs.
[lopsnok BbliAauM ykasaHHbIMWM deaeparnbHbIMU FOCYAapCTBEHHBIMU BIOMKETHLIMU  YYPEXAEHUAMU OaHHOro
npoToKOMna v pasMep nnatbl 3a ero Bblgavy yctaHasnmeatoTcs Npasutenscteom Poccuiickon ®epgepaunn.

5. ExerooHo He nosgHee 1 deBpans NpoM3BOAMTENN NeKapCTBEHHbIX CPEeACTB UMM opraHusaummu,
OCYLLECTBMAIOLLIME BBO3 JIeKapCTBeHHbIX npenapatoB B Poccuiickyto ®depepaunio, nNpeacTaBnswoT B
dhenepanbHbIl OpraH UCMOMHUTENBHOW BNAcTX, OCYLLECTBSAOWMIA YHKUMKM NO KOHTPOSo U Haasopy B cdepe
30paBOOXPaHEHUs], MPOTOKOM UCMbITaHWUI MOCTYNMBLUETO B TEYEHWE roAa B rpakaaHCkuii 060poT NekapCTBEHHOIO
npenapata KOHKPETHOro npousBoauTens (Ha OAHY CEepuld Kagoro TOProBOTO HaWMEHOBAHUS C  y4YeToM
nekapcTBEeHHON (hOPMbI U [O3MPOBKM), MPOBOANMBIX AKKPEAMTOBaHHBLIMU B COOTBETCTBUM C 3aKOHOOATENbCTBOM
Poccuiickont depepaunm 06 akkpeauTauuyM B HaALUMOHANbHOW CUCTEME aKKpeauTauuu UchbiTaTenbHbIMU
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nabopartopusamu (LeHTpamn).

6. I'Ipovlsao,qmenm NNeKapCTBEeHHbIX CpeacTB Unn opraHmsaunm, ocyulecTBndalolne BBO3 JIEKAPCTBEHHbIX
npenapaTtoB B Poccuiickyto ®egepauunio, He MeHee YeM 3a OOWH rog A0 MNnaHMpyeMbIX NPUOCTAHOBMEHUS UMK
npekpaleHMs NpouM3BOACTBa JIEKAPCTBEHHLIX MpenapaToB wunM ux BBo3a B Poccuickylo Pepepaumto
yBeaoMMstoT 06 3ToM dheaepanbHblil opraH UCMONHUTENBHON BNACTW, OCYLLECTBASIOLMIA PYHKLMMN MO KOHTPOSHO
N Hagsopy B cdepe 34paBoOXpaHeHUs U dedepanbHbii opraH UCMOMHUTENbHOW BIacTW, OCYLLECTBSHOLLMIA
hYHKLMM NO NNLIEH3MPOBAHUIO NPON3BOACTBA NEKAPCTBEHHbLIX CPEACTB.

7. BBog B rpaxpaHckui 0OOpPOT KaXOoW cepum WM Kaxkgow napTum  UMMYHOBMOMOrM4eckoro
nekapcTBeHHOro npenapata, npousBefeHHoro B Poccuiickon ®epepauun mnu BBO3UMOro B Poccuiickyto
depepaumio, OCYLIECTBISIETCS HAa OCHOBaHWM  paspelleHus, BblaaHHOTO begeparnbHbiM  OpraHoM
NCNOJTHUTENBHOW BNACTU, OCYLLECTBNSAOLWMM OYHKLUMM MO KOHTPOSIO U HAa30py B cepe 3apaBOOXpaHEHMs!, Ha
OCHOBaHWM BblAaHHOIo doefeparnbHbiMU FOCYAapCTBEHHBIMU BHOMKETHBIMU YUPEXOEHNAMM, YKa3aHHBIMW B YacTu
4 HacTosLLEeN CTaTbM, 3aKMYEHNsT O COOTBETCTBMM CEPUUN MU NAPTUM UMMYHOBMOMNOrMYECKOro fiekapCTBEHHOIO
npenapata TpeboBaHMSAM, YCTaHOBMEHHbLIM MpPWU €ro rocydapCTBEHHOW peructpaumu. [lopsook  Bblgaym
paspelleHnss Ha BBOA B FpaXXgaHCKMiA 0OOpPOT cepuu unu napTum MMMYHOOMOIOMMYECKOro JieKapCTBEHHOMO
npenapaTta, a Takke MOpPsAOOK BbldayyM YKA3aHHOTO 3aKM4YeHuMs WM pasmep nnaTtel 3a ero Bbligady
ycTaHaBnmBatoTcs MpaButenbctBoM Poccunckon ®egepaumn.

8. 3a HenpeacraBneHne uWNM  HECBOEBPEMEHHOE MpeAcTaBfeHue [OOKYMEHTOB W CBEAEHWH,
npegycMoTpeHHbIX Yactamm 1, 2, 4, 5 1 6 HacToswen ctaTbM, NPOU3BOOUTENM JIEKAPCTBEHHbLIX CPEACTB M
opraHu3auuu, OCYLLEeCTBASAIOWME BBO3 JIEKapCTBEHHbIX npenapatoB B Poccuickyio Pegepauunio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTeNnbCcTBOM Poccunckon ®egepaumn.

9. MNpenctaBneHne OKYMEHTOB U CBEOEHUN, NPeayCMOTPEHHbIX YacTamu 1, 2 n 4 HacTosLen cTatby, U
nony4YyeHne NpefyCMOTPEHHOro YacTbl 7 HACTOSALWEWN CTaTbM paspelleHus Ha BBOL WUMMYHOOMOMNOrM4eckoro
niekapCTBEHHOrO npenapaTa B rpakgaHCcKMn ob6opoT He TpebyloTcs B OTHOLUEHUWM NIEKAPCTBEHHbBIX MpenapaTos,
npegHasHayYeHHbIX 4S9 NPOBEAEHMS KITMHUYECKMX WUCCNeaoBaHMM JeKapCTBEHHbIX MpenapaToB, MpoBeAeHUs
3KCMNEePTM3bl JIEKAPCTBEHHbIX CPEACTB ANS OCYLIECTBMEHUS rOCy4apCTBEHHOM perncTpauumn nekapCTBEHHbIX
npenapaToB, a Takke B OTHOLUEHMM He3aperncTpupoBaHHbIX JIEKAPCTBEHHbIX NpenapaTtos, NpeaHasHayYeHHbIX
Ons oKasaHus MEeOULUHCKOW MOMOLUM MO >KU3HEHHbIM MOKa3aHWsIM KOHKPETHOro naumMeHTa unuM rpynmnbl
naumeHToB, BBO3UMbIX B Poccuinckyto defepaumio B COOTBETCTBUMM € yacTamu 3 1 3.1 ctaTbu 47 HacTosiLero
depnepanbHOro 3akoHa.

(B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 475-93)

10. Mpwu BbISIBNEHMU B rpaxxgaHckoM obopoTe cepur Unn NapTum NekapcTBEHHOro npenapara, JOKYMEHTbI
W CBeJeHUa O KOTOpbIX, MpedyCMOTpeHHble Yactamu 1, 2 u 4 HacTodllen cTaTbW, He npeacTaBrieHbl B
defepanbHbI OpraH UCMOSTHUTENLHOW BMAacTW, OCYLLECTBNSAWMA (PYHKLUMM MO KOHTPONIO U Haasopy B cdepe
34paBoOXpaHeHud, nMbo cepumn UM NapTmm MMMYHOBUOMNOrMYECKOro JIEKapCTBEHHOIO npenapaTa, He MMEILLNX
paspeLleHns Ha BBOZA B rpaxaaHCKM ob6opoT, NpeayCMOTPEHHOIO YacTbio 7 HacTosLWEen ctaTtbk, heaepanbHbiv
OopraH WCMOSNHUTENMbHOM BracTW, OCYLECTBASIOWMIA (YHKUMM MO KOHTPONK UM Hagsopy B cdepe
3[paBoOOXpaHeHus, B opaake, ycraHoBreHHoM NpasuTensctBoM Poccuiickon ®egepaunn, npuHMMaeT peLueHmne
O MpeKpaLleHnn rpaxgaHckoro o6opoTa Takmux Cepyum Unv napTumn 4o NPeACcTaBNeHMs yKasaHHbIX JOKYMEHTOB U
cBefeHun NMbo NonyyYeHns yka3aHHOro paspeLLleHus.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2023 pokymeHT gononHsetcs cT. 52.2 (93 ot 02.07.2021 N 317-93).

Crtatba 53. Mpopaxa, nepefaya reKapCTBEHHbIX CPEeACTB OpraHM3auusiMM ONMTOBOW TOProBnv
nekapcTBeHHbIMU cpeacTBaMu

1. OpraHvsaumy ONTOBOW TOPrOBMWN JEKAPCTBEHHbIMW CpeacTBaMM MOTYT OCYLLECTBNSATb MNPOAaxy
nekapCTBEHHbIX CPEACTB WM nepefaBaTb UX B YCTAHOBNEHHOM 3akoHopaTenscTBoM Poccuiickon Penepaumm
nopsiake (3a UcknioYeHnem apMaLeBTUYECKON CyGCTaHLMM cnupTa 3TUNOBOIO (3TaHona):

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 481-93)

1) ApyrMM opraHv3aunsiM ONTOBOW TOProBNW NeKapCTBEHHLIMWU CPEACTBaMU;
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2) NpoV3BOAMTENSIM NIEKAPCTBEHHbIX CPEACTB AJ1s Lieneli NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;
3) anTeyHbIM opraHM3aLuaM U BETEPUHAPHBIM anTeYHbIM OpraH13aLusaM;
4) Hay4HO-UCccrneaoBaTeNbCKUM OpraHU3auusiM Ans Hay4yHO-MCCrieaoBaTernbCKo paboThl;

5) nHaonsuayanbHbIM npegnpuHUMaTenam, nMmerwmm nmMUueH3n Ha (*)apMaLl,eBTI/I‘-IeCKyI'O neATenNbHOCTb
nnn nMueH3n Ha MeanUMHCKY0 OEeATEIIbHOCTb,

6) MEeOUUUHCKMM OpraHu3auusiM, B TOM 4YuCe CO34aHHbIM M 3aperncTpupoBaHHbIM B COOTBETCTBUM C
3aKkoHO4AaTeNnbCTBOM WMHOCTPAHHOrO rocyaapctea - uneHa OpraHusaumm 3KOHOMUYECKOrO COTpYyAHMYECTBa WU
pasBuUTUS  WHOCTPaHHbIM  OPUONYECKMM  NUuaM, WHAMBUAYalNbHbIM  NpeanpuHuMaTensaM, SABASOLWUMCS
y4YacTH/MKaMK NpoekTa B COOTBETCTBUU ¢ PefepanbHbiM 3akoHoM "O MexayHapoaHOM MeOMLIMHCKOM Kractepe u
BHECEHMM W3MEHEHWA B OTAENbHble 3akoHoAaTeNbHble akTbl Poccuiickon ®depepaumn”, U BeTEPUHAPHbLIM
OpraHn3aumsM;

(B peq. PenepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHuMsauusiM M UHOMBMAYaNbHbIM  NpeanpuHMMaTensiM,  OCYLUECTBMSIOWMUM  pasBefeHue,
BblpalLMBaHNE U CcoAepPXKaHNE XKMBOTHBIX (3@ UCKITIOMEHNEM NPOAAXKN UM hapMaLeBTUYECKMX CYOCTaHLMA NN NX
nepegayn).

(n. 7 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHusauum ONTOBOW TOPrOBMN JIEKAPCTBEHHBLIMW CPEACTBAMU HE BMpaBe OCYLIECTBNATb NPOAaXY
(nepegayy B ycCTaHOBNEHHOM 3akoHopaTenbCcTBOM Poccunckon Pepepauum nopsgke) dapmaueBTUHECKON
cybCcTaHuumM cnupTta 3TUNoBoro (3TaHona).

(vacTb 2 B peq. PenepanbHoro gakoHa ot 27.12.2019 N 481-93)

Crtatbsa 54. [lpaBuna onToBON TOProBNU NeKapCcTBEHHbLIMU cpeacTBaMmu

1. OnToBas TOProBns feKapCTBEHHbIMWU CPEeaCTBaMM OCYLLECTBIISAETCS NPOU3BOAUTENSIMU NIEKAPCTBEHHbIX
CPEACTB WM OpraHvM3auusiMM OMTOBOW TOPrOBMW JEKApCTBEHHbIMM CPeacTBaMM MO NpaBuiaM Hagsiexallen
OUCTPUOBBLIOTOPCKON MPakTUKA U [paBunaM Hagnexawlen npakTUKM XpaHEHUSI U NEPEBO3KU NEKapPCTBEHHbIX
npenapaToB, YTBEPXAEHHbIM  COOTBETCTBYIOLLMMU  YMNOMIHOMOYEHHbIMX  hbeaepanbHbIMKM  OpraHamu
MCMNONTHUTENbHOW BNacTM.

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. OpraHusauusi ONTOBOW TOProBfM JeKapCTBEHHbIMU cpeacTBamu 00sizaHa cobniogaTb npeaenbHble
CPOKN OTrpy3kM 3aTpeboBaHHbLIX anTe4YHOW OpraHusaumelrt fNeKapCcTBEHHbIX MpenapaTtoB And MeOULMHCKOro
NPUMEHEHNsT N He BrpaBe OTKasblBaTb anTEYHOW OpraHuM3aLmu, C KOTOPOW Yy Hee 3aKmyeH COOTBETCTBYIOLLUM
[0roBOp O NOCTaBKax fIeKapCTBEHHbIX NpenapaToB ANst MeAULMHCKOro NPUMEHEHUS], B NOCTaBKe NIEKapPCTBEHHbIX
npenapaToB AN MeOULMHCKOTO MPUMMEHEHUST NMPU HanMyumn 3aTtpeboBaHHbIX NEKAapCTBEHHbIX NpenapaToB Ans
MEAMLMHCKOrO MPUMEHEHWST Y OpraHusaumyM ONTOBOW TOProBfW JNeKapCTBEHHbIMKU cpeacTBamu. [peaenbHble
CPOKW OTrpy3kM 3aTpeboBaHHLIX anTeYHOW OpraHusaumelnt NEeKapCTBEHHbIX MpenapaTtoB And MeOUUMHCKOro
NPUMEHEHNS B 3aBUCMMOCTU OT PacnoSiIOKEHUA MeCTa OTrPY3KM fIEKapCTBEHHbIX NpenapaToB A1 MeAULMHCKOro
NPUMEHEHNs YCTaHaBNMBAKTCA YNONHOMOYEHHbIM heaeparnbHbIM OpraHOM UCTNOMNHUTENBHOW BNACTW.

(vacTb 2 BBegeHa defnepanbHbIM 3akoHoM OT 26.03.2022 N 64-03)

Cratbs 55. NopsaaoK pO3HUYHOM TOProBNU JIeKapCTBEHHbIMUM NpenaparamMu

1. Po3HMYHasa Toproens nekapcTBEHHbIMY npenapaTtaMu B KONMYecTBax, HeobXxoaumbIX AN BbIMNONHEHMWS
BpayebHbIX (dbenbAllepcknx) HasHayYeHu WM HasHayeHu cneumanuctoB B obnactM BeTepuHapuu,
OCYLLIeCTBMAETCA anTeyYHbIMW OpraHu3aumsMy, BeTepMHApHbIMU anTe4YHbIMWU OpraHM3aumsaMy, UHAMBMAYaNbHbIMU
npeanpuHumMaTtensMi, WMEWMMN  MMUEH3NI0  Ha  dapMaueBTUYeCKylo AeATenbHOCTb, MeAULMHCKUMU
opraHvM3auMaMy, WMeLWMMM NUMUEH3NI0 Ha apmaueBTUYecKylo OesaTenbHOCTb, M ux 060co6neHHbIMU
nogpasgeneHuammn (ambynatopusimu, enbaepckumMmn 1 enbaLllepcko-akyLepCckMMM MyHKTaMu, LeHTpamMm
(oToeneHuamu) obuien BpadyebHoOM (CeMENHON) NPaKTUKKN), PACMONOXEHHLIMU B CENbCKUX HACEMNEeHHbIX NMyHKTaXx,
B KOTOPbIX OTCYTCTBYIOT anTeyHble OopraHmM3aumu, 1 BeTEPUHAPHBIMY OPraHu3aumMsaIMu, UMEOLWUMY FIMLEH3NIO Ha
dapmaLeBTMYECKYI0 AeATenbHOCTb. Pa3spelleHa po3HWYHasa TOProBrsi TOMbKO fekapCTBEHHbIMM npenapaTtamu,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

3apeructpupoBaHHbiMin B Poccuiickon ®efepaumm  Unu - U3roTOBMEHHBIMM  anTeYHbIMU  OpraHu3aumsmu,
BETEPVHAPHBLIMU anTEYHbIMY OPraHU3aumsaIMun, UHOUBMAYaNbHBIMU NpeanpuHuMaTensiMm, UMELWUMN NULEH3NI0
Ha bapmaueBTUYECKYI0 OESATENbHOCTb. PO3HMYHAs TOProBns fiekapCTBEHHbIMU MpenapaTtamu OCyLLEeCTBISEeTCS
no npasunam Hagnexalwen anTeyHOW MPaKTUKW, YTBEPXOEHHbIM YNONHOMOYEHHbIM ¢heaepanbHbIM OpraHoM
NCNOSTHUTENBLHOW BNacTu.

(B pea. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-93, o1 22.12.2014 N 429-03)

1.1. Po3HMYHass TOproBns JIieKapCTBEHHbIMW MNpenapataMmy Ans MeAUUMHCKOro MnpuMeHeHus (3a
UCKIIOYEHMEM JEKAPCTBEHHbIX MNpenapaToB, OTMYCKaeMbiX MO peLenTy Ha JeKapCTBEHHbIA npenapar,
HapKOTMYECKNX FEKAPCTBEHHbIX MNpenapaTtoB U MNCUMXOTPOMHbIX JIEKAPCTBEHHbIX NpenapatoB, a Takke
CNUPTOCOAEPKALLMX NIEKAPCTBEHHbLIX NpPenapaTtoB ¢ 06bEMHON J0ONen 3TUMOBOrO cnupTa CBbille 25 NPOLEHTOB)
MOXET OCYLLECTBMATLCS anTeYHbIMU OpraHu3auusiMM OUCTAHUMOHHBIM  CMocoboM. PO3HUYHYHO TOpProBmo
NeKkapCTBEHHbIMX  MpenapaTamMn AN MEAWLUMHCKOrO MNPUMMEHEHWS  OUCTAHUMOHHBIM  CMOcOobOM  MOryT
OCYLLECTBNSATbL anTeyHble OpraHM3auun, UMeKLWMne JMUEH3NI0 Ha ¢apMaueBTUYECKYD OEATEeNbHOCTb W
COOTBETCTBYIOLLIEE pa3spelleHve defeparnbHOro opraHa MCMOSHUTENbHOW BRNacTy, OCYLLECTBNSAOLWEro yHKUUN
Nno KOHTPOMO W Hagsopy B cdepe 3apaBooxpaHeHusi. opsigok Bblgayn paspelleHus Ha OCyLLecTBNeHune
PO3HWYHOW TOProBNM NEKapCTBEHHbIMW MnpenapaTtaMy AUCTAHLUMOHHLIM CMocoboM, TpeboBaHWS K anTeYHbIM
opraHu3auusaM, KOTopble MOTYT OCYLLEeCTBMATbL Takyld TOProBMIO, M MOPSOOK €e OCYLEeCTBMEHUSA, a Takke
npaBuna AOCTaBKM JNIEKAapCTBEHHbIX MpenapaToB rpaxaaHam ycTaHaenumsawTcsa [MpaBuTenscTBom Poccumnckon
depepaumn. MHpopmaumsa 06 onnaveHHbIX (OTMYLWEHHBIX) U NOfyYeHHbIX FIEKAPCTBEHHbIX NpenapaTtax BHOCUTCS
B CUCTEMY MOHWUTOPUHra OBWXKEHUSI NIEKAPCTBEHHbLIX NpenapaToB AN MeOULMHCKOrO NMPUMMEHEHUS B Mopsigke,
npeaycMOTPEHHOM YacTblo 7 cTaTbn 67 HacToswero degepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa depepaneHbiM 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeuHbIX opraHMsauuii U mpaBuma OTMycka NeKapCTBEHHbLIX MpenapatoB AN MeAULMHCKOro
NPUMEHEHMST anTeYHbIMW OpraHn3auuaMn, UHANBUAYaNbHLIMW NPeanpUHUMATENSAMN, UMEIOLMMU FIMLEH3NIO Ha
hapmaLeBTUYECKYO AeATENbHOCTb, a Takke npaBuna oTnycka NekapCTBEHHbIX NpenapaToB Ans MeAULMHCKOro
NPUMEHEHNS MEAULMHCKUMU OpraHn3aumsimmn, MMELWUMN NULEH3NI0 Ha (hapMaLEeBTUYECKYIO0 AeATEeNbHOCTb, U
nx o6ocobneHHbIMU noapasfeneHusMu (ambynatopusimu, denbaepckumm u  denbaLepcKo-aKyLepCKUMm
NyHKTamMu, LueHTpamu (oTgeneHvsammn) obuien BpadyebHOM (CeMENHOM) NPaKTUKM), PacronoXeHHbIMU B CEITbCKMX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, YTBEpPXAAlTCs YMNONMHOMOYEHHbBIM
denepanbHbIM OpraHOM UCMONMHUTENBHON BRaCTy.

(B pea. PegepanbHoro gakoHa ot 25.11.2013 N 317-$3)

3. MNpaBuna oTnycka HApKOTUYECKMX CPEACTB M NMCMXOTPOMHbIX BELLECTB, 3apErMcTPUPOBaHHbIX B Ka4ecTBe
NEKapCTBEHHbIX MpenapaToB, JIEKAPCTBEHHbIX MpenapaTtoB, CoAepXalluMx HapkoTUdeckue cpeactea W
NCUXOTPOMHbIE BELIECTBA, YTBEPXKAAOTCA YNOSIHOMOYEHHbIM hefeparnbHbiM OpraHOM UCMOSNTHUTENBHOW BRacTu
no cornacoBaHuio ¢ pegeparnbHbiM OPraHoOM UCMONMHUTENBHON BNACTW, YNONHOMOYEHHbIM B cdhepe BHYTPEHHUX
oen.

(B peq. ®PenepanbHoro zakoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npernapaTbl Ans BETepPUHApPHOro MpPUMEHEHUs Mofanexar OTMYCKy BeTepuHapHbIMU
anTevyHbiMn oOpraHn3aunamMmun, BeTEepUHaApPHbIMU OpraHu3aumamMmun, wuHOMBMAyanbHbIMU NpeanpuHUMaTenamm,
UMELUMN NULEH3NI0 Ha apmaueBTudeckyto geatenbHocTb. OTNyCK NekapCTBEHHbIX MNpenapatoB Ang
BETEPVMHAPHOIO NMPUMEHEHMS OCYLLIECTBNSAETCA B COOTBETCTBMM C NMpaBunaMy Hagnexailen anTe4yHom npakTUKm
NeKapCTBEHHbIX MNpenapaTtoB Afs  BETEPUHAPHOrO  MPUMEHEHUS, YTBEPXOEHHLIMU  YMOSTHOMOYEHHBIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTu.

(B peq. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. MNepevyeHb MEONLMHCKNX OpraHn3aL i, UMEKLNX NMUEH3NI0 Ha hapMaLeBTUYECKYHD OEATENbHOCTb, U
nx 060cobneHHbIX noapasgeneHnin (ambynaTopui, denbalepckux K enbaepcKo-akyLWepCcKnX MyHKTOB,
LeHTpoB (oTaeneHun) obuwiern BpavyeOHOM (CEMEWHOWN) MPaKTUKM), PACMOSIOKEHHbIX B CENbCKUX HaCesfeHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeudHble OpraHv3auuu, a Takke nepeyeHb feKkapCTBeHHbLIX MnpenapaTos,
npogaxa KOTOPbIX MOXET OCYLUECTBNATbLCA  yKasaHHbIMW  OpraHu3aumsMum KM Mx  060CcOBneHHbIMM
noapasgeneHmsiMmn, yctaHaenmBatoTCsl opraHammn UCMONHUTENbLHONM BNacTu cybbektoB Poccuiickon Pepepaumm.
(B peq. PenepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

6. AnTeyHble opraHMsauuMu, UVHAMBUAYasbHble MNPEANPUHUMATENM, MMEKLWUEe  JIMUEH3UI0  Ha
hapmMaLeBTUYECKYID OeATenbHOCTb, 00s3aHbl obecneumBaTbh yTBEPXAEHHbIN [lpaBuTenbcTBOM Poccunckomn
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

denepaumn 1 opMUpyeMbIA B YCTAHOBMEHHOM WM [OPSAKE MWHUMANbHBIA aCCOPTUMEHT JIEKapCTBEHHbIX
npenapaTtoB, HEOBXOAMMbIX AN1S 0kasaHWs MeaULIMHCKON NOMOLLW.
(vacTb 6 B peq. PenepanbHoro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHvM3auuM, UWHOMBUOyanbHble MpeanpuHUMaTeny, KMellMe NULEH3NI0  Ha
hapmaLeBTUYECKYI0 AeSATENbHOCTb, Hapsdy C NeKkapCcTBEeHHbIMKU MpernapataMu UMeloT NpaBo npuobpetatb U
npodaBaTtb, B TOM 4YMCIe AUCTaAHLUMOHHbLIM Criocobom, MeaWUMHCKME U3denus, Ae3vHUUUpYoLwne cpeacTea,
npeameTbl UM cpeacTBa INUYHOW TUTMEHbl, Nocyay AOns MeOuUMHCKMX LUeneir, npeameTsl U cpencTsa,
npeaHasHaveHHble Ans yxoda 3a 60MbHbIMU, HOBOPOXAEHHBIMU U AEeTbMU, HEe OOCTUrLLMMK BO3pacTa Tpex ferT,
OYKOBYH OMTUKY U CPEACTBA yXo4a 3a Hel, MMHeparbHble BoAbl, MPOAYKThI le4eGHOro, 4eTCKoro 1 AMeTUYecKoro
nuTaHus, BGUOMOrMYeckn akTUBHble A06aBKu, Nap@loMepHble U KOCMEeTUYecKkue cpeacTtBa, MeauLuHCKue W
CaHWTapHO-NPOCBETUTENbHbIE MedvaTHble M3OaHus, npeaHasHadeHHble ANnA nponaraHabl 300poBoro obpasa
XKU3HU.

(B peq. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

8. [NeAaTenbHOCTb anTeyHblXx opraHu3dauuin BoopyxeHHbix Cun Poccuitickon depepaumu, OpYrnx BOWCK,
BOMHCKMX (DOPMMPOBAHMI 1 OpraHoB, B KOTOPbIX 3akoHodaTenbcTBoM Poccuinckon ®enepaumm npegycMoTpeHo
NPOXOXAEHNEe  BOEHHOW  CnyxObl wunu  cegepanbHOW  rocydapCTBEHHOW  CryXObl,  CBSI3aHHOW  C
NpaBOOXPaHUTENbHON  OEeATENbHOCTbIO,  pernameHTupyetca  Hactoswum  dPepepanbHbiM - 3aKOHOM U
YTBEPXKAEHHBIMU COOTBETCTBYHOLMMUN  hefeparnbHbIMU  OpraHaMm  UCMOSTHUTENbHOW BNAcTU  MOJTOXEHUAMMN.
KoHTponb 3a cobntogeHnem ykasaHHbIMW anTeYyHbIMU OpraHu3auuammn nonoxeHun Hacroswero denepansHOro
3aKoHa OCyLLeCTBNAETCH COOTBETCTBYIOLWNMU heaeparnbHbIMU OpraHaMu UCMOMHUTENbHOW BRacTy.

(B peq. ®PenepanbHoro zakoHa ot 13.07.2015 N 262-$3)

9. YTtpatun cuny ¢ 1 sHBapsi 2021 roga. - PegepanbHbii 3akoH ot 03.04.2020 N 105-93.

Cratba 56. U3roToBneHune n OTNYCK JIeKapCTBEeHHbIX nNpenapaTtoB

KoHcynbTaHTlnoc: npumeyaHue.
C 01.03.2023 B 4. 1 cT. 56 BHOCATCA M3MeHeHuns (P3 o1 30.12.2021 N 463-93).

1. UNarotoBneHue JIEKapCTBEHHbIX npenapartoB anTe4YHbiIMU opraHn3aunamMmn, BeTepunHapHbiMnN anTe4vYHbIMU
opraHuzauuamun, wunHamsumayanbHbIMU nNpeanpuHnMmaTenamu, UMerwnvn nmueH3no Ha q)apmaueBqueCKyro
OeATEeNIbHOCTb, OCYLLUEeCTBAETCA NOo peuentamM Ha NneKapCTBeHHble npenapatbl, Mo Tpe6oaavaM MeaNLMNHCKUX
OpFaHI/ISaLI,MIZ, Be€TEePUHAPHbIX OpFaHI/ISaLI,MIZ B COOTBETCTBMM C nNpaBunamm U3roTtoBneHna wn OTnycka
NleKapCTBEeHHbIX npenapartoB, yTBepXAeHHbIMU YNOJTHOMOYEHHbIM cbep,epaanblM OopraHom NCMNONHNTENBHOWN
BacTu.

2. Tpy W3roTOBMNEHWM NEKapCTBEHHbIX MpenapaToB anTeYHbIMW OpraHu3auusiMi, BeTepUHapHbIMU
anTeYHblMW  OpraHuM3auusiMy, MHOMBUAYanbHbIMWA  MPEANPUHUMATENSIMU,  UMEKLIMMM  MIMUEH3NIO  Ha
dapmaueBTMHECKYI0 — OeATeNnbHOCTb,  WMCMONb3yloTca  dapmaueBTUyeckne  cybcTaHUuW,  BKIHOYEHHbIE
COOTBETCTBEHHO B TOCY[JApCTBEHHbIN PEECTp NEeKapCTBEHHbIX CPEACTB AN MELAULMHCKOro NPUMEHEHUSI ©
roCcy0apCTBEHHBIA peecTp IeKapCTBEHHbIX CPedCTB [ANs BETEPUHAPHOro MPUMEHEHUS B YCTaHOBIEHHOM
nopsgke. He ponyckaeTcss M3roToBreHME anTeuYHbIMWM  OpraHu3auusMy, BeTepUHapHbIMKW  anTeYHbIMM
opraHv3auMaMy, WHAMBMAOYanbHbIMU NPearnpuHAMaTENSaMU, UMELWMMU NUMUEH3NIO Ha apMaueBTUYECKYHO
[eATENbHOCTb, NeKapCTBEHHbIX NpenapaToB, 3aperMcTpupoBaHHbIxX B Poccuiickon denepaumm.

3. MapkupoBka NEKapCTBEHHbIX  MPenapaToB,  W3rOTOBMEHHbLIX  aNTEYHbIMU  OpraHM3aumsiMu,
BETEPUHAPHbLIMW anTEYHbIMU OPraHN3aunaIMn, UHAMBMAYANBHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NIULEH3UIO
Ha cbapmaLeBTUYECKYIO AEATENBHOCTb, U 0hOPMIIEHNE TakUX NpenapaToB AOSMKHbI COOTBETCTBOBATL MpaBunam,
yKkasaHHbIM B 4acTu 1 HacTosILLen CTaTbMm.

4. AnTeyHble opraHusauuu, BeTepuHapHble anTeyHble opraHnu3aumu, HOUBMAYyanbHbIe NpeanpuHMMaTeny,
nmMeloLwme NMUEH3NIo Ha dhapMaLeBTUYECKYIO0 AeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3@ HeCobmnoaeHe NpaBus
N3roTOBIMEHUS M OTMNyCKa JIEeKapCTBEHHbIX MpenapaTtoB B COOTBETCTBUM C 3akoHoAaTenbCTBOM Poccuimckon
depepaumn.

Ctatba 57. 3anpeweHve npopaxu anbCUPULUMPOBaAHHLIX JlIeKapCTBEHHbLIX CPeAcTB,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

He,q06p0Ka‘-IeCTBEHHbIX JNIeKapCTBeHHbIX CPeacCTB, KOHTpa('baKTHbIX JNIeKapCTBeHHbIX cpeAacTB

Mpopaxa ¢anbCcMpUUMPOBaHHbIX JTEKAPCTBEHHBLIX CPEAcTB, HedoBGpOKayYeCTBEHHbLIX eKapCTBEHHbIX
CpencTB, KOHTpadaKTHbIX NEKapCTBEHHbIX CPEACTB 3anpeLlaeTcs.

Crtatbsa 58. XpaHeHue nekapCcTBeHHbIX CPEeACTB

1. XpaHeHne nekapCcTBEHHbIX CpPeACTB OCYLLEeCTBNAETCA NPOU3BOAMTENSAMWU NeKapCTBEHHbIX CPEeACTB,
opraHvM3aumMsMy  ONTOBOW  TOProBMW  feKapCTBEHHbIMWM  CPEeACTBaMM,  anTeYHbIMM  OpraHu3auusimMm,
BETEPVHAPHbLIMU anTeYHbIMWU OPraHn3aumsIMun, MHOUBMAYaNbHbIMW NpeanpuHuMaTensMm, UMeLWNMN NULEH3NI0
Ha dapMaLeBTUYECKYI0 OeATeNbHOCTb WM JNIULEH3UI0 Ha MEAUUMHCKYI0 AeATenbHOCTb, MeAWLUHCKUMM
opraHv3auMsMu, BeTEPUHAPHBIMW OPraHn3aumMsIMm U UHbIMWA OpraHM3auMsMy, OCYLLEeCTBRSLWMMM obpalleHre
NeKapCTBEHHbIX CPeACTB. XpaHeHWe nekapCTBEHHbIX CPEACTB ANA BeTEPUHAPHOro NMPUMEHEHMS OpraHM3aunsaMm
W MHOMBUAOYanbHbIMW NPeAnpuHMMaTensaMn B CNyvasX, €CfM OHW WCMONb3YITCA WCKIIOYMTENBHO Mpw
pa3sBefeHun, BbIPALLMBAHUN, COOEPKAHUN W JIEYEHUWN >XUBOTHBIX, MOXET OCyLeCcTBNATbCA 6e3 nonyyeHus
nMueH3nn Ha bapmaLeBTUYECKYO AeATenbHOCTb.

(B pea. PegepanbHoro gakoHa ot 22.10.2014 N 313-$3)

2. lMpaBuna XxpaHeHWs NeKapCTBEHHbIX CPEACTB YTBEPXOalTCs COOTBETCTBYHOLLMM YMNOMHOMOYEHHbBIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTu.

3. XpaHeHuMe HapKOTUYECKUX FEeKapCTBEHHbIX CPEACTB, MCUXOTPOMHLIX JIEKAPCTBEHHbIX CPEACTB,
pagnodapMaLeBTUHECKUX JIEKAaPCTBEHHbBIX CPEeACTB OCYLLECTBMSIETCA B COOTBETCTBUM C 33KOHOOATENbCTBOM
Poccuiickon ®egepaumn.

Cratba 58.1. lNpeamMeTHO-KONMYECTBEHHbLIN Y4YeT JeKapCTBEHHbIX CPeACcTB ANl MeAULMHCKOro
npUMeHeHus
(BBegeHa denepanbHbIiM 3akoHOM OT 25.12.2012 N 262-03)

1. [lepeyeHb neKapCTBEHHbIX  CPEeACTB AN MEOWUMHCKOrO  MpUMEHeHusl,  noanexalumx
NPeAMETHO-KONIMYECTBEHHOMY  y4YeTy,  YTBEepXKAaeTcs  YMONIHOMOYEHHbIM  dheeparnbHbiM  OpraHoM
UCMOMHUTENLHOW BMACTU.

2. [opanok BKMHYEHUSI NEKAPCTBEHHBLIX CPEACTB AN MeOWLUMHCKOTO MNPUMEHEHUSI B MepeyveHb
NeKapCTBEHHbIX CPeACTB AN MEAULMHCKOrO NMPUMEHEHUS, NMOAMNEXalmnx npeaMeTHO-KONMYECTBEHHOMY YYeTy,
yCTaHaBNMBaETCA YMONIHOMOYEHHbIM hbeaeparnbHblM OpraHoOM WCMOMHUTENBHOW BNacTW MO COrfacoBaHWIO C
degepanbHbIM OpraHoM UCNOMHUTENBHOW BNAcTU, YNONHOMOYEHHbLIM B cdhepe BHYTPEHHUX Aer.

(B pea. PegepanbHoro gakoHa ot 03.07.2016 N 305-$3)

3. MNpeaMeTHO-KONMMYECTBEHHbIN YYET NEKAPCTBEHHbLIX CPEACTB ANs MEAULMHCKOrO NpUMEHEHUs BeayT
NPON3BOAMTENN JEKAPCTBEHHBLIX CPEACTB, OpraHM3auum ONTOBOW TOPFOBMU JIEKAPCTBEHHLIMW CpeacTBaMM,
anTedyHble opraHusauuun, nHameBugyanbHble npeanpuHumMaTenu, nMmerwimne JnnueH3nto Ha ('*)apMaLl.eBTI/ILIeCKyI-O
0eATeNIbHOCTb U NMNUEH3NI0 Ha MeaANUNHCKYI0 AeATENTbHOCTb, U MeAUNUMHCKNE OopraHu3aumnun, ocyllecTendalowine
obpalleHne nekapCTBEHHbIX CPeaCcTB AN MEQULMHCKOrO MPUMEHEHUS, MyTEM PerncTpaLmmn nobbix CBsI3aHHbIX C
nx obpalleHnemMm onepauunii, Npu KOTOPbIX WU3MEHSIETCH UX KOMMYECTBO U (MrM) COCTOsIHME, B creumanbHbIX
XKypHanax y4yeTa onepauuii, CBsi3aHHbIX C oObpalleHMeM JeKapCTBEHHbIX CpPeacTB Ans  MeAMLMHCKOro
npuMeHeHnst (ganee - cneumanbHble XXypHarbl).

4. [MpaBuna peructpauuv onepauuii, CBsA3aHHbIX C O6palleHMeM eKapCTBEeHHbIX CpeacTs ans
MEAMLMHCKOrO TMNPUMEHEHUS, BKIIOYEHHbIX B MNepeyYeHb JeKapCTBEHHbIX CcpeacTB AONns  MeOWMUMHCKOro
NpUMEHeHs], Noanexawmnx npeaMeTHO-KONMYECTBEHHOMY Y4eTy, B crieumarnbHbIX XXypHanax U 0paBuna BeaeHus
M  XpaHeHWsi CrneumanbHbIX JKypHarioB  YTBEPXKOAAOTCH  YMOJNIHOMOYEHHbIM  doeaeparnbHbiM - OpraHoM
NCMNOMHUTENLHOW BMACTU.

5. KoHTponb 3a cobGniogeHMeM [paBui peructpauuy onepauuii, CBA3aHHbIX C oGpalleHneM
NeKapCTBEHHbIX CPeACcTB AN MeOQULMHCKOTO MPUMEHEHUs!, BKITIOYEHHbIX B NMepeYeHb NeKapCTBEeHHbIX CpeacTB
ANs MEAULMHCKOTO NMpUMEHEeHWs], NoAexalmnx npeaMeTHO-KOTMYECTBEHHOMY YYETY, B CreLmanbHbIX XXypHanax,
a Takke 3a cobniogeHVem MpaBun BedeHUs W XpaHeHWs creumanbHbIX )KypHanoB Bo3naraetcs Ha
YNOMHOMOYEHHbIE (hefdepanbHble OpraHbl WCMOMHUTENbHOW BMacTM U opraHbl  UCMOMHUTENbLHOW BRAcTU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Cy6'beKTOB Poccuiickom dJe,qepau,MM, ocyuwiecTenaowine nuueHanpoBaHme npounsBoacTtBa J1€KapCTBEHHbIX
cpencrs, d)apmaueBqueCKon 0eATenbHOCTU U MEeOULMHCKON OeATeNbHOCTU, U OCyLLeCTBIIdEeTCA B paMKax
JINLLEH3NOHHOIO KOHTPOJIA.

Mnaea 11. YHUHMTOXEHUE JIEKAPCTBEHHbLIX CPEACTB
CraTtbsa 59. OcHOBaHMA N NOPAAOK YHUUTOXEHUS NeKapCTBEeHHbIX CPeACcTB

1. HepgobpokayecTBeHHbIE NEeKapCTBEHHbIE CPeacTBa, dpanbCuULMPOBaHHbIE NEKAPCTBEHHbIE CPEeACTBa
nognexaT U3bSATUIO M3 0OpaLLEeHNsT 1 YHUUTOXEHUIO B MOpsAKe, YCTAHOBMEHHOM [paBuTenscTBoM Poccuimnckon
®epepaummn. OcHoBaHMEM [N YHUMTOXEHWS JNEeKapCTBEHHbIX CPEACTB SABMSETCA pelleHne Bnagenbua
NeKapcTBEHHbIX  CPeAcTB, pelleHMe  COOTBETCTBYHOLLEro  YrNofHOMOYEHHOro  dbedepanbHOro  opraHa
WCNONMHUTENBLHOW BNacTU UNu peLleHue cyaa.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. KoHTpacpakTHble nekapcTBEeHHble cpeacTBa MOAMexXaT M3bATUI0 M3 OBpalLeHUs U YHUYTOXEHWUKO Mo
peweHnio cyaa. [lopaaok YHUUTOXEHUS KOHTpadaKTHbIX JeKapCTBEHHbIX CPeACTB YyCTaHaBnuBaeTCH
MpasutenbctBom Poccuiickon eagepaunn.

(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. Pacxogbl, CBsi3aHHble C  YHUYTOXEHMEM  KOHTpadhaKkTHbIX  JIEKAPCTBEHHbIX  CPEACTB,
HeqoOpOKa4YeCTBEHHbIX  JIeKapCTBEHHbIX  CPeacTB,  (anbCUULMPOBAHHbBIX — NEKAPCTBEHHbIX  CPEACTB,
BO3MeELLATCs UX BnagenbLemM.

4. Bnapgeney nekapCTBEHHbIX CPeAcCTB AOSMKEH MNpencTaBuTb B YNOSTHOMOYEHHbIM (heaepanbHbIn opraH
WCNOSTHUTENBHOW BNACTU JOKYMEHT UMW 3aBEPEHHYI0 B YCTAHOBMIEHHOM MOPSAKE ero Konuto, NoATBepXaalLmne
aKT YHUUTOXEHNS NEeKapCTBEHHbIX CPEACTB.

5. CoOTBETCTBYIOLWMIA YMNONMHOMOYEHHbIV hedepanbHbli OopraH WCMONTHUTENbHOM BRAacTW, MNPUHSBLLMWNA
pelweHne o6 YHUYTOXEHUN NeKapCTBEHHbIX CPpeacCTB, OCYLLECTBAET KOHTPOJ1b 3a UX YHUYTOXEHNEM.

6. YHNUTOXEHNEe nekapCTBEHHbIX CPeACTB NMPOU3BOANTCHA OpraHU3aumnsMn, UMeoLLMMU COOTBETCTBYIOLLYIO
NWLEH3NI0, Ha cneumanbHO o60opyAoOBaHHbLIX MOWaAKkax, MOMMIoHax W B crneuvanbHO 000pyAoBaHHbIX
nomelleHusx ¢ cobniogeHnem TpeboBaHMI B 0ONacTn oxpaHbl OKPYXXalollen cpedbl B COOTBETCTBUMM C
3akoHoaatenscTBoM Poccuickon depepaumm.

7. HapkoTuyeckume  nekapcTBEHHble  CpeAcTBa, MCUXOTPOMHbIE  NEKapCTBEHHble  cpeacTsa,
pagnodapMaLleBTUYECKNE NEKapCTBEHHbIE CPEACTBA YHUUTOXKAKTCS B COOTBETCTBUM C 33KOHOAATENbCTBOM
Poccuiickon depepauuum.

Mnaea 12. FOCYOAPCTBEHHOE PETYJINMPOBAHUE LIEH
HA NNIEKAPCTBEHHbBIE NMPEMNAPATbLI ANA MEAULUNHCKOIO NPUMEHEHUA

Cratba 60. Focyp,apCTBeHHoe perynumpoBaHne uUeH Ha IneKapCcTBeHHble npenapatbl Ansd
MeaNLUMHCKOro npuMmeHeHus

1. FocypnapcTBeHHOE perynupoBaHue LieH Ha NekapcTBEHHbIE npenapatbl And MeAnLMHCKOro NpMMeHeHUs
OCYLLIeCTBNSIETCA NOCPeaCTBOM:
(B pea. PenepanbHoro zakoHa ot 26.03.2020 N 67-d3)

1) yTtBepxaeHus [lpaButensctBoM Poccuiickon ®egepaummn OepevyHs >XU3HEHHO HeobXoOUMbIX W
BaXXHEWLLNX FeKapCTBEHHbIX MpenapaToB, KOTOPbLIA opMupyeTcs U He pexe OgHOro pasa B rof
nepecMaTpmMBaeTCss B YCTAHOBMEHHOM WM [OPAOKE Ha OCHOBE KOMMMEKCHON OLEHKM NeKkapCTBEHHbIX
npenapaTtoB, BKMioYasi aHanu3 CBeAEHUA O CPaBHUTENbHOW KNMHUYECKOM 3adeKTUBHOCTM KM Oe3onacHocTu
NeKapCTBEHHOr0 CPeAcTBa, OLEHKY 3KOHOMMWYECKMX MOCMEeACTBMIN MPUMEHEHMS feKapCTBEHHOro CpeacTsBa U
n3yyeHne AONONHUTENbHBIX MOCNEACTBUA NMPUMEHEHWS NIeKapCTBEHHOrO CPEACTBa;

(B pea. PenepanbHbix 3akoHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-93)

2) yTBEpPXOEHNA METOAWUKW pacyHeTa npenesibHbliX OTNYCKHbIX LeH npowasop,meneﬁ Ha nekKapCTBEHHbIE
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapartbl, BKIOYEHHbIE B MEPeYeEHb XU3HEHHO HEOOXOAMMbIX U BaXXHEWLLMX NEKapCTBEHHbLIX NpenapaTtos, a
Takke BHEAPEHUS MEXaHU3MOB (DOPMUPOBAHUS CUCTEMbI pePepPEHTHbIX LIEH;
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

3) rocygapCTBEHHOM perucrpaumv npefesibHbIX OTNYCKHbIX LEeH MNpOoM3BOAMTENEN Ha IeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B NePeYeHb XU3HEHHO HEODXOAMMbBIX U BaXKHENLLNX NeKapCTBEHHbIX NpenapaTos;
(B pea. PegepanbHoro gakoHa ot 06.06.2019 N 134-93)

4) BeleHUs rocyfapCTBEHHOro peecTpa npegernbHbIX OTMYCKHbIX LIeH NPOM3BOAMTENEN Ha NEKapCTBEHHbIe
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMbBIX U BaXKHENLLNX NIEKAPCTBEHHLIX NPenapaTos;

5) yTBEpXKOEHUST METOAMKM YCTaHOBIIEHUS OpraHamMu MCMONHUTENbHOW Briactu cybbektoB Poccuiickon
d>ep,epauvw| npegernibHbIX pasmMepoB ONTOBbIX Ha.qﬁaBOK N npefernbHbIX pa3mMmepoB PO3HUYHbLIX Han6a30|< K
q.)aKTI/I‘-IeCKI/IM OTNYCKHbIM LUEeHaM, YCTaHOBJIEHHbIM NPONU3BOAUTENAMU JEeKapCTBEHHbIX npenapaTtoB, Ha
nekapCTBEHHbIE MpenapaTbl, BKIMOYEHHbIE B NEpPeYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUNX FEKapCTBEHHbIX
npenaparos;

6) YCTaHOBINEHNA npeaerfibHbIX pa3MepoB OMNTOBbIX HagbaBoOK M npegenbHbIX pa3mMepoB PO3HUYHbIX
HagbaBoK K (*)aKTVILIeCKI/IM OTMYCKHbIM LeHaM, YCTaHOBJIEHHbIM NMPON3BOAUTENAMU NMEKAPCTBEHHbIX NpenapaTos,
Ha J1eKapCTBEeHHblE€ npenapaTtbl, BKINHOYEHHble B TMNepedyeHb XU3HEeHHO HEeobXoAMMbIX W BaXKHEWLLNX
JIeKapCTBEHHbIX NpenapaTos;

7) yTBEpXAeHUS Nopsiaka Bbligauun npeannucaHvuin opraHam UCnonHMTENbHOM BnacTn cyobekToB Poccuinckon
degepaumn o npuBedeHUM B COOTBETCTBME C 3akoHogaTenscTBom Poccuiickon ®Pepgepauun peweHun o6
YCTaHOBMNEHUW MpeaeribHbIX pa3MepoB OMNTOBbIX HaabaBOK M NpefenbHbiX pa3MepoB PO3HWYHbLIX HagbaBOK K
haKTUYEeCKMM  OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOU3BOAUTENSAMWU FEKAPCTBEHHbLIX MpenapaToB, Ha
neKkapcTBeHHble npenaparthbl, BKIHOYEHHbIE B OepeveHb KM3HEHHO HEOOXOAUMBIX N BaXKHENLUNX NEeKapCTBEHHbIX
npenapaToB, €CnM OHW MNPUHATbI C HapyleHWem 3akoHogaTenbcTBa Poccuiickon Pepepauun, B Oopagke,
ycTaHoBneHHoM [NpaBuTtenscTtBom Poccuiickon ®epepaumu;

8) HanpaBneHus YMNorHOMOYEHHbIM doefeparnbHbiM  OPraHOM WUCMOMHMTENBHOW BnacTu  opraHam
ncrnonHuTeNbHOW Bnactn cybbekToB Poccuiickon depepauun npegnvcaHuin 0 npuBedeHMM B COOTBETCTBUE C
3akoHodatenbcTBoM Poccunckon ®epepaumm NpUHATBIX C  HapyLeHWeM 3akoHogaTenbcTBa Poccunckon
denepaummn pewweHun ob yctaHoBNEeHUN npegenbHbIX pasMepoB OMTOBbLIX Ha4baBOK M MpederbHbIX pa3mepoB
PO3HNYHbIX HapﬁaBOK K UeHaM Ha JeKapCTBeHHble npenapaTtbl, BKIMK4YEeHHble B nNepevyeHb XWU3HEeHHO
HeobXoAMMbIX U BaXKHEWLLMX IEKapCTBEHHbIX NpenapaTtos;

9) ocyuwiecTBneHus denepanbHOro rocydapCTBEHHOrO Hagslopa B cdepe oOpalleHuss NeKapCTBEHHbIX
CPEACTB M PErnoHanbHOro rocyJapCTBEHHONO KOHTPOMS 3a NPUMEHEHMEM LIEH Ha NEeKapCTBEHHble npenapaTthbl
COOTBETCTBEHHO YMONMHOMOYEHHbIMU  befeparnbHbIMU  OpraHamMu  UCNOMHUTENbHOW BRacTM U opraHammu
ncnonHUTENbHOM BnactM cyobekToB Poccuiickon dPepepaumm cornacHo WX KOMMETEHUMM B MOpsiaKe,
ycTaHoBneHHoM [NpaBuTenbctBoM Poccuiickon ®epepavimu;

(n. 9 B pea. PepepanbHoro gakoHa ot 25.06.2012 N 93-93)

10) NnpMMeHeHMsa NpeayCMOTPEHHbIX 3akoHodaTenbcTtBoM Poccuiickon degepauum mep OTBETCTBEHHOCTU
3a HapylleHne nopsiika LeHoobpa3oBaHWsa Ha feKkapCcTBEHHbIEe NpenapaTbl, BKIIOYEHHbIE B NepeYeHb XU3HEHHO
HeobXOAMMbIX U BaXKHENLLNX NIeKapCTBEHHbIX NpenapaTos.

(B pea. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

2. B ycnoBusix 4pesBbl4aMHOW cUTyauum W (MnM) nNpyv BO3HWKHOBEHWM Yrpo3bl pacrnpoCTpaHeHUs
3aboneBaHus, NpeacTaBnsIoOWEro ONacHOCTb AN OKPYXaloLWux, a Takke B Cnydvae, ecrnvm B TedeHune Tpuauaty
KaneHgapHblx AHen nocne npuHatua [lpaButensctBoM Poccuiickon degepaumm pelleHns o npoBeaeHUM
MOHUTOPWMHIA PO3HWYHBLIX LIEH Ha JIeKapCTBEHHbIE Mpenapartbl, He BKIIOYEHHbIE B [OEpeYeHb >KU3HEHHO
HeobXoOMMbIX U BaXKHENLLMX FIEKAPCTBEHHbLIX NpenapaToB, Ha TeppuTopusix cyobektoB Poccuiickon denepaunm
BbISIBIIEH POCT PO3HUYHbIX LIEH Ha YKasaHHble NekapCTBEHHble mpenapaTbl Ha TpuauaTb NpoueHToB n 6Gonee,
MpaBuTtenscTBo Poccuiickon Pegepaummn BnpasBe YCTaHOBUTL NpederibHble OTMNYCKHble LeHbl npou3BoguTenen
Ha yKa3aHHble fekapcTBeHHble npenapaTbl, NpeaernbHble pa3Mepbl ONTOBbIX HAA0aBOK M NpefernbHble pa3mepbl
PO3HUYHbIX Hag0aBOK K (OakTUYECKMM OTMYCKHbIM LieHaM MNpoM3BOAMTENEN Ha YKa3aHHbIE JEKapCTBEHHbIE
npenapaTtbl. [lepeyeHb NeKapCTBEHHbIX MpPenapaToB, HE BKYEHHbIX B MEPEYEHb XU3HEHHO HEOOXOAMMBIX U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

Ba)XHEWMLUNX TEeKapCTBEHHbIX MNpPenapaToB, WU 00psadokK ero dhopMUMpoBaHWst onpedensitoTcs [1paBuTenbLCTBOM
Poccuiickon ®egepaumn.
(vacTb 2 BBegeHa deagepanbHbimM 3akoHoM OT 26.03.2020 N 67-93)

3. B TeyeHne peBAHOCTa KaneHaapHblX OHENW CO AOHSA yTBepxaeHusa [lpaBuTenscTtBOM Poccunckomn
depepaummn nepeyHsi, ykasaHHOro B 4acTu 2 HACTOsLWEN cTaTbW, He [ONycKalTcs peanu3aums M OTnycK
BKITHOYEHHbBIX B HEro fiekapCTBEHHbIX MpenapaTtoB MO LeHaM, NpeBbIaloWwnM npegenbHble OTNYCKHbIE LEHbI
npon3BoguTENEeNn Ha YyKkal3aHHble IleKapCTBEHHble Mpenaparbl, NpedesibHble pasMepbl OMTOBbIX HagbaBoOK U
npegenbHble pasMepbl PO3HUYHbIX HaABbaBOK K haKTUYECKMM OTMYCKHbIM LIeHaM Npou3BoaUTENEN Ha yKa3aHHble
nekapcTBEHHbIE NpenapaTbl C y4eTOM Hanora Ha 4obaBfeHHy CTOMMOCTb.

(vacTb 3 BBegeHa degepanbHbiM 3akoHoM OT 26.03.2020 N 67-03)

KoHcynbTaHTlnoc: npumeyaHue.
3apeructpupoBaHHble go 07.06.2019 npefgenbHble  OTMYCKHble  LeHbl noanexaTr obssaTernbHoun
nepepernctpaummn B 2019 - 2020 rogax B cootBeTCcTBUM CO CT. 2 P3 0T 06.06.2019 N 134-03.

Cratba 61. NocypapcTBeHHas perucrtpauuss U nepeperucrpauus npenenbHbIX OTMYCKHbIX LieH
npousBoAUTENeN Ha JleKapCTBEHHbIe NnpenapaTbl, BKNOYEeHHbIe B NepevyeHb XXU3HEHHO Heob6XoauMbIX U
BaXXHEMLUUX NeKapCTBEeHHbIX NpenapaToB

(B pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. NpepenbHasi oTNyckHasa LieHa NPOU3BOAUTENS Ha NEKapCTBEHHbIA Npenapart, BKIOYEHHbIA B NEPEYEHb
XN3HEHHO HEODXOAMMBIX N BaXKHEWLLMX JIEKAPCTBEHHbLIX NpenapaToB, NOAJIEXMUT roCy4apCTBEHHOM pernctpauum
B Oopsake, ycTaHoBneHHoMm [lpasutenbctBom Poccuickon depepaumu, Ha OCHOBaHUM NpPeacTaBfiEHHOro B
YNOMHOMOYEHHbIV  dheepanbHbIl OpraH UCMNOMHUTENbHOW BriacTW 3asiBMieHUs AepxaTtens wnu Bnagenbua
perncTpaLmoHHOro yaoCToBepEeHNs NekapcTBEHHOro npenapaTa (YNOnNHOMOYEHHOro UM nNuua).

2. 3apeructpvpoBaHHas npegerbHasi OTMNyCKHas LeHa Npou3BOAUTENSI Ha NeKapCTBEHHbIA Mpenapar,
BKITHOYEHHbIN B MepedeHb KU3HEHHO HeobXoOUMbIX U BaXKHEMLUMX feKkapCTBEHHbIX NpenapaToB, MOXeT ObiTb
nepepervcTpupoBaHa B CTOPOHY YBENMYEHUSI OAMH pa3 B KarneHgapHOM rogy Ha OCHOBaHWW NPefCcTaBfieHHOro B
YMONTHOMOYEHHbIN doefeparnbHbIi OpraH WUCMONMHUTENbHOW BnactM Ao 1 okTaAbpsa kawaoro roga 3asiBNeHus
aepxartens unv Briagenbla perncTpaumMoHHOro yaoCTOBEPEHUS NEKAPCTBEHHOMO npenaparta (YynofHOMOYEHHOro
UM nmua).

3. BapernctpupoBaHHas npegenbHas OTMYCKHAs LieHa NPOM3BOAUTENS Ha JleKapCTBEHHbIN npenapar,
BKITHOYEHHbIN B MepeveHb KU3HEHHO HEOOXOOUMBIX U BaXKHEMLUMX NeKapCTBEHHbIX NpenapaToB, MOXeT ObiTb
nepeperncTpupoBaHa B CTOPOHY CHKEHUSI HA OCHOBaHWU NpeacTaBieHHOro B YNONHOMOYEHHbIA dheaeparbHblii
OopraH WCMONMHUTENbHOW BRAcTV 3asiBNEHUs AepXaTens vnu Brnagenbua pernctpaurMoHHOro YAOCTOBEPEHUS
NlekapCTBEHHOro npenapata (YNnosIHOMOYEHHOTO UM Nnua).

4. [epxaTenb wnu BnageneL perucTpauvoHHOro YAOCTOBEpPEHUs JleKapCTBEHHOro npenapara
(ynonHomMo4eHHoe UM NuLUo) 06s3aH NpPeAcTaBUTb B YNOMHOMOYEHHbIA ddefeparibHbii opraH UCMOMHUTENBHON
BIlacTW 3asiBNIeHME O NepeperucTpaummn 3apercTpupoBaHHON NpeaenbHOM OTMNYCKHOWM LieHbl MPOM3BOAMTENS Ha
NeKapCTBEHHbIN npenapaT, BKIYEHHbIN B NepeyeHb KM3HEHHO HeOBXOOMMbIX U BaXXHEMLIMX NEeKapCTBEHHbIX
npenapaTtoB, B CTOPOHY CHWDKEHUS B CIIeAYIOLLMX CryYvasix:

1) CHWXXeHWe LeHbl B MHOCTPaHHOW BantoTe Ha NekapCTBeHHbIN Npenapar B cTpaHe npoussoautens u (1nu)
B CTpaHax, B KOTOpbIX JI€KAPCTBEHHbIV MNpenapaT 3aperucTpupoBaH U (MnM) B KOTOpble MNOCTaBsieTCs
NPOV3BOAMTENEM;

2) CHUWXeHVe LeH Ha pedepeHTHbIE NEKAapPCTBEHHbIE MpenapaThl B COOTBETCTBMU C NMYHKTOM 1 HacTosILLEW
YacTu (ANs COOTBETCTBYIOLMX BOCMPOM3BEAEHHbIX, ©OMoaHanoroBblx (6MONOAOGHLIX) NEeKapCTBEHHbIX
npenapaToB);

3) npeBbilleHWe NpeaensHOM OTMYCKHOW LeHbl Ha NepBbli  BOCNPOU3BEAEHHbIW, GuoaHanoroBbIn
(6onoaoObHbIA) NekapCTBEHHLIN MpenapaTt MHOCTPaHHOrO MPOM3BOACTBA HAn MPefesibHOM OTMYCKHOW LEeHOM
npon3BoauTENs Ha BTOPOW BOCMNPOM3BEAEHHbIN, BGroaHanorosbin (6MONO4OGHBLIN) NEKApCTBEHHbIM Npenapar,
paccynTaHHOW B COOTBETCTBUM C METOAMKON, yTBEpPXKAEHHOM [MpaBuTenscTBOM Poccunickon ®egepaumm;
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4) npeBbllleHNe npenenbHOM OTMYCKHOW LeHbl Ha MNepBbii  BOCMPOU3BEAEHHbIN, OMOaHanoroBbIn
(6onoaobHbIN) NekapcTBEHHbIN NpenapaTt NPON3BOANTENS rocygapcTBa - YneHa EBpasninckoro 9KOHOMUYECKOro
COl3a Hag npefenbHOV OTMYCKHOM LEeHOW MpovM3BOAUTENS Ha BTOPOW BOCMPOM3BEAEHHBLIN, GUOaHaNOroBbIn
(6onoaobHbIN) NekapCTBEHHLIM NpenapaTt NPOU3BOAUTENS rocygapcTBa - YneHa EBpasnitckoro 3KOHOMUYECKOro
COK03a, pacCuMTaHHOM B COOTBETCTBMM C METOANKON, YTBepXaeHHou [NpaBnTenscTBoM Poccuiickon denepaumu.

5. Mopagok nepeperncTpauum 3aperncTpupoBaHHbIX NpedenbHbIX OTMYCKHbIX LIEH NPOU3BOAMTENEN Ha
nekapcTBEHHbIE npenapartbl, BKMIOYEHHbIE B NepevYeHb XXU3HEHHO HEOOXOAUMbBIX U BaXKHENLLMX NEKapCTBEHHbIX
npenapaToB, B cCrnyyasx, MPedyCMOTPEHHbIX 4YacTtamu 2 - 4 HacTodwen craTbM, YCTaHaBnuBaeTCd
MpasutenbctBom Poccuiickon egepaunn.

6. DKOHOMUYECKU aHanu3 npegenbHOW OTMYCKHOW LieHbl NPOM3BOAMTENSA Ha NeKapCTBEHHbIN npenapar,
BKITIOYEHHBIN B NEepevYeHb XWU3HEHHO HeoBXOOUMBIX U BaXKHEMLIMX JeKapCTBEHHbIX npenapaToB, Npu ee
rocygapCTBEHHON  perncTpauum  unu  nepeperucTpaumm  OcywecTBnsdeTca  dedeparibHbiM  OpraHom
NCMNOMHUTENBHOW BacTU, OCYLLECTBASALWNM PYHKLUN MO NPUHATUIO HOPMATUBHBLIX NPABOBbLIX aKTOB N KOHTPOIO
3a cobniogeHneM 3akoHogaTenbCcTBa B cdpepe rocyqapCTBEHHOrO perynupoBaHus LeH (TapndoB) Ha ToBapbl

(yenyrn).

7. PacuyeT npepenbHbIX OTNYCKHbIX LIEH, YKasaHHbIX B 4actax 1 M 2 HacTosiwen ctatbW, Npu ux
rocygapCTBEHHOM perucTpaummM unu nepepeructpaumm OCyLecTBRseTCs B COOTBETCTBUM C  METOLMKOW,
yTBEepxaeHHon MNMpasuTtenbcTtBoM Poccunckon ®egepaumn 1 yumTbiBaloLwen B TOM YUChe:

1) cobniogeHne 6anaHca wHTepecoB noTpebuTenen nekapCTBEHHbIX MpenapaToB, BKIHOYEHHbIX B
nepeyeHb >KU3HEHHO HEOOXOOMMBbIX W BaXHEWLMX NEeKapCTBEHHbIX MpenapaToB, W MNpPOU3BOAUTENEW
NeKkapcTBEHHbIX NPenapaToB, BKIOYEHHbIX B NePeYeHb XN3HEHHO HEOOXOAUMBIX U BaXHEMNLUNX NEKapCTBEHHbIX
npenaparos;

2) chaKTM4ecKkylo OTMYCKHYIO LieHY Ha nekapcTBeHHble npenapaTbl B Poccuiickon ®egepauun, LeHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccunckyto defepaumio, a Tawke LEeHbl Ha aHanornyHble nekapcTBEHHbIE
npenapaTbl, Haxoasuwmecs B obpalieHun B Poccunckon ®egepaunm;

3) 3aTpaTbl NPOU3BOAUTENS NEKAPCTBEHHOMO NpenapaTta Ha NPOVU3BOACTBO U peanv3aumio NekapcTBEHHOro
npenapara;

4) ueHy Ha neKapCTBEHHbI npenapaT, ero LeHy B CTpaHe Npou3BoOAWUTENS M B CTpaHax, B KOTOPbIX
NeKapCTBEHHbIN NpenapaT 3aperucTpupoBaH v (Mnn) B KOTOpbie NOCTaBMAETCs TPOU3BOAUTENEM.

8. He ponyckatoTcsi peanusaums M OTNYCK JEKAPCTBEHHbLIX MpenapaToB, BKMYEHHbIX B MNeEpeYeHb
KMU3HEHHO HEOOXOAMMbIX W BaXXHEWLMX JEeKapCTBEHHbIX MpenapaToB, Ha KOTOpble MPOM3BOAUTENSMM
NeKapCTBEHHbIX MNpenapaTtoB He  3aperncTpupoBaHa npedernbHas  OTMyCKHas  LeHa, peanusauus
NPON3BOAMTENSAMW NEKapCTBEHHbIX NpenapaTtoB MO LEeHaM, MpeBblllalolM 3aperncTpUpoBaHHbIE UMK
nepeperMcTpupoBaHHble npefenibHble OTMYCKHble LieHbl Ha NekapcTBeHHble npenapaTtbl C y4eToM Hanora Ha
[ob6aBneHHy CTOMMOCTb.

9. OCOBEHHOCTN FOCYOAPCTBEHHOIO PEerynMpoBaHUSA npedernbHbIX OTMYCKHbIX LeH Mpou3BOAUTENEN Ha
NeKapCTBEHHbIE NMpenapartbl, BKOYEHHbIE B NEpPeYeHb XMU3HEHHO HEOOXOAUMbBIX U BaXKHENMLLMX JNIEKapCTBEHHbIX
npenapaToB, B 3aBUCUMOCTM OT 3KOHOMUYECKUX U (MNIN) couManbHbIX KpUTEPUEB (M3BMEHEHUE YCIOBUI, nopsaka
N CTOMMOCTU NPOU3BOACTBA NEKAapCTBEHHbIX NpenapaTos, MCMOMb30oBaHMe HOBbIX POpPM, METOO0B U cnocoboB
rocyapCTBEHHOIO PerynmpoBaHus LieH Ha NeKapCTBeHHble npenapaTthbl, B TOM 4YMCe Ha OCHOBE MexaHu3ma
pedepeHTHOro LeHo0Opa3oBaHUs, U3MEHEHUI MOPSAKa OKa3aHUs MEAMLMHCKOM MOMOLUM, U3MEHeHMe Kypca
WHOCTPaHHOWN BarntoThl U UHbIE N3MEHEHWSA) YcTaHaBnmBatoTcs NpasuTtensctBom Poccuiickon degepaumm.

(B peq. PenepanbHoro zakoHa ot 08.03.2022 N 46-03)

Ctatba 62. locymapcTBeHHbLIN peecTp npeAenbHbIX OTMYCKHbIX LEeH npou3BoAuTenen Ha
neKapcTBeHHble MNpenaparbl, BKMOYEHHble B MepeyYeHb XU3HEHHO HEeOoOXOAWMbIX W BaXXHEWLIMX
nekapcTBeHHbIX NpenapaToB

1. 3aperncTpmpoBaHHbIe UM NepepPerncTpupoBaHHble NpeaerbHbie OTMYCKHbIE LieHbl NpousBoanTeneit Ha
neKkapcTBeHHble npenapaTbl, BKMHOYEHHbIE B NepeyeHb KU3HEHHO HEOBXOAUMBIX U BaXKHEMLIMX NEKapCTBEHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

npenapaTtoB, noanexaT BKIOYEHNIO B rOCyapCTBEHHbIA PEECTP NPeAenbHbIX OTMYCKHbLIX LiEH Npou3BOaUTENEi
Ha nekapCTBEHHble npenapaTthbl, BKMOYEHHbIE B MNEPeYeHb KMU3HEHHO HEOBXOAMMbBIX W BaXKHEMWMX
neKapCcTBEHHbIX NpenapaTos.

(B peq. PepnepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. TlocynapCTBeHHbIi peecTp npedenbHbIX OTMYCKHbIX LEeH Mpou3BoauTeniell Ha neKkapCTBeHHble
npenaparbl, BKMHOYEHHbIE B MEPEYEHb KM3HEHHO HEOOXOAMMbLIX UM BaXKHEWLLMX FEKapCTBEHHBLIX NpenapaTos,
cofepXuT B cebe criegyroLyto MHopMaumio:

1) HavmeHoBaHWe pJepxaTens WnM Bnagenbla PerucTpaumMoHHOrO YAOCTOBEPEHWUS NeKapCTBEHHOro
npenapara, HaMeHOBaHWe NMPOV3BOANTENS NEeKapCTBEHHOro npenapara, CBeAeHUst 0 perncTpaummn gepxarens
unu Briagenbua pPerncTpauMoHHOro YAOCTOBEPEHWS FekapCTBEHHOro npenaparta, CBedeHWs O perucrpauuu
NPOVN3BOAMTENSA NEKapCTBEHHOro NpenapaTa Ans MeauLMHCKOrO NPMMEHEHNs B Ka4ecTBe HarnoronnarenbLimka B
CTpaHe pervctpaumm (ans pOCCUMCKMX IOPUAMYECKMX NUL, - MAEHTUMUKALMOHHBLIN HOMEp HanoronnatenbLlimka
(MHH), ANa MHOCTPaHHLIX PUANYECKUX NUL, - CTPaHa perncTpaumm, HaMMeHOBaHNe PErncTpUpYIoLLEro opraHa,
perMcTpaumoHHbIN HOMEP, Ko HanoronnatenbliMka B CTpaHe permcrpaumm (MHKoprnopauun) unuM ero adHaror),
MECTO HaxOXAeHWsi MPOM3BOACTBEHHbIX MMOLAA0K, y4acTBYHOLWMX B npouecce Npou3BOACTBA NEKapCTBEHHOro
npenapara, C ykasaHvem ctagum npouecca Npon3BoACTBa;

(n. 1 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HaMMeHOBaHWe NeKapCTBEHHOIO npenapara (MeXxayHapogHoe HenaTeHToOBaHHOE, UM rPYNNUPOBOYHOE,
UM XMMUYECKOE U TOProBOE HaUMEHOBaHWS);
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3) HOMep pernucTpaLroHHOro YA0CTOBEPEHUS NiekapCTBEHHOIO NpenapaTa;

4) nekapCTBeHHas popmMa C yKasaHMeM [O3MPOBKM NEeKapCTBEHHOrO npenapata M ero Kosvyectsa BO
BTOPMYHOWM (NOTPEOUTENLCKON) YNaKoBKe, a TakKe KOMMIEKTHOCTb;
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

5) sapernctpupoBaHHas npeaernbHas OTrnyckHas LieHa Ha riekapCTBEHHbIN npenapart B pyonsix;
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

6) pata M HoMep npuKasa YNoriHOMOYEHHOro deaepanbHOro opraHa WCMOMHUTENbHOW BRactn o
rocyJapCTBEHHON perucTpaumm unu nepepeructpaumm npeaenbHOW OTMYCKHOW LieHbl Ha JNeKapCTBEHHbIN
npenapat, BKNIOYEHHbIN B NepeYeHb XU3HEHHO HEOOXOAUMbIX U BaXXKHENLLINX NeKapCTBEHHbIX NPenapaTos;

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

6.1) gata BCTynneHus B CUIy npukasa ynorHOMOYeHHOro defepanbHOro opraHa UCMNONHUTENbLHON BNacTu
O roCydapCTBEHHOW perucTpauum unu nepeperncrTpauum npeaeribHon OTNYCKHOM LeHbl NPou3BOAMTENS Ha
NeKapCTBEHHbIN Npenapart, BKMYEHHbI B OepeveHb XW3HEHHO HeOoOXOAMMbIX U BaXKHEWLUMX NeKapCTBEHHbIX
npenaparos;
(n. 6.1 BBegeH PepepanbHbiM 3akoHoM oT 06.06.2019 N 134-03)

7) WUTPUXOBOW KOA, HAHECEHHBIN Ha BTOPUYHYHO (MOTPEeOMTENBCKYHO) YNAKOBKY lekapCTBEHHOMO Npenapara;
(n. 7 BBegeH ®efeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8) ko4 nekapCTBEHHOro nMpenapata MO aHaTOMO-TepaneBTUYECKO-XUMUYECKOW  Kraccudukauum,
pekomeHZoBaHHON BcemmnpHon opraHusaunert 3gpaBooXpaHeHuns.
(n. 8 BBeaeH ®epgeparnsbHbIM 3akoHoM OT 22.12.2014 N 429-93)

3. locygapcTBeHHas perucrpauus unu nepepeructTpauns npeaenbHbiX OTNYCKHbIX LIeH Ha NeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEPeYEHb XM3HEHHO HEeobXOAMMbLIX M BaXKHEWLIUX NEeKapCTBEHHbLIX MpenapaTos,
BELEHNEe TOCydapCTBEHHONo peecTpa npefesfibHbIX OTMYCKHbIX LeH MNpou3BOAWTENEN Ha JeKapCTBEHHblE
npenapaTtbl, BKNIOYEHHbIE B MNEpeyYeHb XXM3HEHHO HeobXoOAUMbIX WU BaXKHEWLIMX JeKapCTBEHHbIX MpenapaTos,
OCYLLIECTBAOTCSA B NOpsiAKe, ycTaHoBNeHHOM MNpaButensctBom Poccuiickoin Gepepaunn.

(B pea. PegepanbHoro gakoHa ot 06.06.2019 N 134-93)

Crtatbs 63. YcTaHOBNEHMe opraHamMmm UCNONMHUTENbLHON BnacTu cyobekTtoB Poccuickon denepauum
npegenbHbIX pa3MepoB ONTOBbIX HaAGaBOK WM npeAenbHbIX pPa3MepPoB PO3HUYHbIX HaAbGaBOK K
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06 obpalLeHn nekapCTBEHHbIX CPeACTB

¢raKTU4EeCKUM OTNYCKHbIM LieHaM, YCTAaHOBMEHHbIM NPOU3BOAUTENAMU NeKapCcTBEHHbIX MpenapaToB, Ha
nekapcTBeHHble MpenapaTbl, BKIIOYeHHble B MepeyvyeHb XW3HEHHO Heo6GXOAMMbLIX M BaXXHEWULMUX
nekapcTBeHHbIX NpenapaToB

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-$3)

1. OpraHbl UcnonHWTeNbHOM BnacTu cyobekToB Poccuiickon depepaumm ycTaHaBnNuBaOT NpeaenbHble
pa3Mepbl ONTOBbIX HAAOABOK M NpefesibHble pa3Mepbl PO3HMYHBLIX HaA0aBOK K (DaKTUYECKMM OTMYCKHbIM LieHaMm
(6e3 yyeTra Hamora Ha [oGaBMEHHYH CTOMMOCTb), YCTAHOBMEHHbIM MPOM3BOAUTENSAMU JEKAPCTBEHHbIX
npenapaToB, Ha NEeKapCTBEHHbIE NpenapaThbl, BKITYEHHbIE B I€PEYEHb XU3HEHHO HEOOXOANMBIX U BaXKHENLLMX
NEeKapCTBEHHbIX MpenapaTtoB, B COOTBETCTBUM C YTBEPXOEHHOW B NOpAdKe, YCTAHOBMEHHOM [1paBUTENbLCTBOM
Poccuinckon ®egepaumm, METOAMKON YCTAHOBNEHUS OpraHaMun UCMONHUTENBLHON BriacTn cybbektoB Poccumnckon
depepaummn npenenbHbiX pa3MepoB OMNTOBLIX HaabaBOK WM MNpedenbHbIX pasMepoB PO3HUYHLIX HadbaBoK K
haKTU4ECKMM OTMYCKHbIM LeHaM, YCTaHOBMEHHbIM MNPOM3BOAUTENSAMW JEKAPCTBEHHbLIX MpenapaToB, Ha
nekapCTBEHHbIE MpenapaTbl, BKIMYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUUX JTIEKAapCTBEHHbIX
npenapaToB. [MpoeKkTbl peLlleHUn OpraHoB WCMOSNTHUTENbHOM Bnactn cybbektoB Poccuiickon Pepepauumn 06
YCTAHOBMEHUMN W (MNN) M3MEHEHUU NpeneribHbIX pasmMepoB OMTOBbIX HaA0aBOK WM MNpeAenbHbIX pasMepoB
PO3HUYHbIX HaabaBoK K (hakTUY4ECKUM OTMYCKHbIM LieHaM, YyCTaHOBMEHHbIM NPOU3BOAUTENSAMMU NEKAPCTBEHHbIX
npenapaToB, Ha JNlekapCTBEHHbIE NpenapaTbl, BKMYEHHbIE B NepPeYeHb XU3HEHHO HEOOXOANMBIX U BaXKHENLLMX
NekapCTBEHHbIX MpenapaToB, MNoAMeXaT COrnacoBaHUO C  YMNOMHOMOYEHHbIM  dedeparnbHbiM  OpraHoMm
NCMNOMHUTENBHOW BIACTU, OCYLLECTBASALWNM PYHKLUN MO NPUHATUIO HOPMATMBHBIX MPABOBLIX aKTOB U KOHTPOIO
3a cobntogeHneM 3akoHodaTenbCTBa B cpepe rocygapCTBEHHOrO perynvpoBaHus UeH (TapudoB) Ha TOBapbl
(ycnyrun), B nopsigke, yctaHoBneHHoM [NpaBuTtensctBom Poccuiickon ®epepaumu.

(B pea. PenepanbHbix 3akoHoB oT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-93)

2. OpraHuszaumMm ONTOBOM TOProBMM FEKAPCTBEHHbIMW  CPEACTBaMW, anTeyHble OpraHusauumu,
WHOVBMAOyanbHble MpegnpvHuMaTeny, WMelWmMe JULEH3NI0 Ha  (apMaueBTUYECKYlD  OesiTeNbHOCTb,
MeOULMHCKUE OpraHnsauuun, umerowme nuueH3nio Ha apmMaueBTUYeckylo OeATenbHOCTb, U nx 06ocobneHHble
nogpasgenexHus (ambynatopuu, denbawiepckne u denbalepcko-akylepckme MyHKTbl, LEeHTPbl (OTAeneHus)
obwen BpavyebHOM (CEMENHOW) MpaKTUKW), PacroNOXEHHblE B CENbCKMX HaCeNeHHbIX MyHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeYHbIE OpraHu3auun, OCyLLECTBIISIOT peanu3aumio NekapCTBEHHLIX NpenapaToB, BKMOYEHHbIX B
[epeyYeHb >KU3HEHHO HeobXOAMMBIX W BaXKHEWLUMX JleKapCTBEHHbIX MpenapaToB, MO LEeHaM, KOoTopble
POpPMUPYIOTCST B COOTBETCTBUM C MOPSAAKOM, YCTaHOBIEHHbIM [lpaBuTtenbctBom Poccuiickon depepauun, m
YpOBeHb KOTOPbIX (6e3 yyeTa Hanora Ha Jo6aBneHHy0 CTOMMOCTb) He AOMKEH NpeBbIWaTh CyMmMmy hakTuyeckon
OTMYCKHOW LEeHbl, YCTAHOBMNEHHOW MNPOM3BOAMTENEM FeKapCTBEHHOro MnpenapaTta, He npeBblwaloLen
3aperncTpupoBaHHON MNU NepeperncTpupoBaHHON NpeaenbHOW OTMYCKHOM LeHbl npou3BoauTens (Ha aaty
peanv3auny NekapCTBEHHOIO MpenapaTta Npou3BoAUTENEM), U pa3mepa ONTOBOW Hagbasku m (unu) pasmepa
PO3HUYHOW HagbaBKW, He MPEBbIWAKLINX COOTBETCTBEHHO pa3mepa npefenbHoW onToBoW Haabasku m (unu)
pa3mepa npeaenbHON po3HUYHOM HaabaBku, yCTaHOBIEHHLIX B cyobekTe Poccunckon ®egepaunn.

(4acTb 2 B pea. PegepanbHoOro gakoHa ot 27.12.2019 N 475-93)

3. OpraHbl ucnonHMTENbHOM BriacTn cydbekToB Poccuiickon ®enepaunn pasmellatroT B cetu "UHTepHeT"
MHOPMaLMIO O 3apermcTpMpoBaHHbIX MpPedesibHbIX OTMYCKHbIX LieHax NPOu3BOAWTENEN Ha JeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B I€PEeYEHb XMU3HEHHO HEOOXOAUMBIX M BaXKHEWLUMX NEKApPCTBEHHbIX npenapaTtos, 06
yCTaHOBMEHHbIX B cybbekTe Poccuiickon ®depepaumm npegenbHbIX pasmepax OMnTOBbIX HaabasBok u (Mnu)
npegenbHbIX pasMepax Po3HUYHbIX HaAbaBOK K YCTAHOBEHHbIM NPOU3BOAUTENAMM NEKAPCTBEHHbBIX NpenapaToB
PaKTUYEeCKMM OTMYCKHbIM LEeHaM Ha neKkapCTBEHHble MpenapaTbl, BKIOYEHHble B MNepeyYeHb XU3HEHHO
HEeOOXOAMMbIX U BaXKHEWLUNX NEKApCTBEHHbIX NPenapaToB, a Takke O CyMMe 3aperMcTpupoBaHHbIX NpeaenbHbIX
OTMYCKHbIX LEeH NpOoM3BOAMTENEN Ha JleKkapCTBEHHble MpenapaTtbl, BKIIOYEHHbIE B MEPEYEeHb >KU3HEHHO
HeobXoOMMbIX U BaXKHEWLLMX JIEKAPCTBEHHbIX NMpenapaToB, YCTAHOBIEHHbIX B cyObekTe Poccuiickon denepaunm
npedenbHbIX pa3MepoB OMTOBbIX HaabaBOK WM MpedernbHbIX pasMepoB PO3HUYHBLIX HaA0aBOK M Hamora Ha
nobaBneHHy0 CToMMOCTb. MIHbopMaums, npegyCcMOTpeHHast HacTosILWEeN YacTblo, AOMKHA HAaXoOMTbCHA Takke B
anTeyHbIX OpraHM3auusix B AOCTYMHOW ANsi BCEX 3aMHTEpPeCcOBaHHbIX Nul hopMe U OBHOBMATLCA MO Mepe ee
pa3MeLleHNs opraHaMy UCNONHUTENBHOM BriacTu cyobekToB Poccuiickon ®enepauum B cetn "VIHTEpHET".

(4acTb 3 B pea. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbli 3akoH oT 27.12.2019 N 475-93.

Maea 13. MOHUTOPUHI 3®DEKTUBHOCTU U BE3OMNMACHOCTU
NEKAPCTBEHHbIX NPEMAPATOB, HAXOOALLUUXCA B OBPALLEHUN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

( T 26.03.2022) [okyMeHT npepoctasneH KoHcynbraHTlntoc
"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

B POCCUNCKOW ®EOEPALIUUN
(B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

Cratbsa 64. ®apmakoHagsop
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. JlekapcTBeHHble npenapaTtbl, Haxoaswmecss B obpaweHun B Poccunckon Pepepauunun, nopnexar
MOHUTOPWHIY 3(hdEKTUBHOCTM N BE30MAaCHOCTUN B LIENSIX BbISIBIIEHNSA BO3MOXHbIX HEraTMBHbIX MOCNEACTBUA UX
NPUMEHEHNS, UHONBMUAYANbHOW HENEPEHOCUMOCTH, NpeaynpexaeHns MeauUMHCKUX paboTHUKOB, CNeLManncToB
B obnactm BeTepvHapuu, NaUMEHTOB WNM BNAJENbLEB >XUBOTHLIX U WX 3aWuUTbl OT MPUMEHEHMUSI TakuX
nekapcTBEHHbIX NpenapaTos.

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

2. ®dapmakoHaa30op OCYLLECTBMASAETCA COOTBETCTBYHOLLMM YMNOMHOMOYEHHbIM deaepanbHbiM  OpraHoM
WCMNOMHMTENBbHOW BMAAcTM B YCTAHOBMIEHHOM MM nopsgke MyTeM aHanu3a npegoctaBnseMon cybbektamu
obpalleHnss nekapCTBEHHbIX CcpeacTB MHdopMauMnm O MOBOYHLIX AENCTBUSAX, HexXenaTenbHbIX peakuusix,
CcepbesHblX HexenaTternbHbIX peakuusx, HenpeaBuAeHHbIX HeXenaTernbHbIX peakuusx npu  MpUMeHeHun
neKkapcTBeHHbIX MpenapaToB, 00 wHAMBUAyanbHOW  HENepeHOCMMOCTU, OTCYTCTBUM  3(EKTUBHOCTM
neKkapCcTBEHHbIX NpenapaToB, a Takke 06 MHbIX dhakTax u 0BCToATENbCTBAX, MPEACTaBAOLMNX YIPO3Y XKU3HN UMK
300pOBbI0 YerioBeka NMBOo XMBOTHOIO NPV MPUMEHEHWN NIeKapCTBEHHbIX NpenapaToB M BbISBMEHHbLIX HA BCEX
aTanax obpalleHuns nekapcTBeHHbIX NpenapaTtoB B Poccuiickon ®egepaunn 1 gpyrmx rocygapcraax.

3. CyObekTbl 0OpalleHus nekapCTBEHHbIX CpPeAcTB B MOPAAKE, YCTaHOBMEHHOM YMOSIHOMOYEHHbBIM
degepanbHbIM OpraHoOM UCMOSNTHUTENBHONM BNacTu, 0683aHbl coobLWaTh B YNONTHOMOYEHHbIA dhedeparbHbI opraH
WCMOMHUTENBHOW BNactm O MOOOYHbIX AEWCTBUSIX, HEXenaTenbHbIX peakuusiX, Cepbes3HbIX HexenaTtenbHbIX
peakumsix, HenpeaBUMAEHHbIX HeXenaTerbHbIX peakuusxX npu NPUMEHEHWW NeKapCTBEHHbIX npenapaTtoB, 00
MHOUBMAYANbHOW HENepPeHOCUMOCTM, OTCYTCTBMM 3(PPEKTUBHOCTU NEKapCTBEHHbLIX NpenapaTtoB, a Takke 00
MHbIX bakTax N obCcToATENLCTBAX, NPEACTABMSIOWNX YIPO3Y XU3HWM UMK 340POBLI0 YenoBeka NMBOo XXMBOTHOMO
Nnpu NPUYMEHEHWUM NEKAPCTBEHHbLIX MPEnapaToB M BbISIBIIEHHLIX Ha BCex 3dTanax obpalleHusi NekapcTBEHHbIX
npenapaToB B Poccuinckon degepaumm n opyrux rocygapcraax.

4. [epxatenu wunu Bnagenblbl pPerucTpauMoHHbIX YAOCTOBEPEHUN NEeKapCTBEHHbIX MpenapaTos,
lopyanMyeckme nvua, Ha MMS KOTOPbIX BblaHbl paspelleHus Ha NpoBedeHUe KIMHWYECKUX MUCCnedoBaHun B
Poccuiickon ®depepauun, nnMbo ynorHOMOYEHHbIE UMW Apyrue topuanmveckne nuua B pamkax obecneveHus
6e30nacHOCTM NekapCTBEHHbIX MpenapaToB B OOpPSAKe, YCTAaHOBNEHHOM COOTBETCTBYHOLUMM YMNOFHOMOYEHHbIM
denepanbHbIM OpPraHoM MCNOMHUTENBbHOW BNacTu, 0b6s3aHbl OCYLECTBNATL npuem, yveT, 06paboTky, aHanms u
XpaHeHve nocTynawwmx B WX agpec oT CybbekToB obpalleHuss nekapCTBEHHbIX CpPeacTB W OpraHoB
rocygapCTBEHHON Bnacty coobweHun O nobOoYHbIX AEWCTBUSX, HexXenaTemnbHbIX peakumsix, Cepbe3HblX
HexernaTenbHbIX U HENPeaABUOEHHbIX HexenaTenbHbIX peakunsix Npyu NpUMEHEHUN NekapCTBEHHbIX NpenapaTos,
06 o0cobGeHHOCTAX WX B3aMMOAEWCTBMS C OPYrMMU JNeKapCTBEHHbIMWM npenapatamu, WHAUBUAYyanbHON
HenepeHocMmocTh, a Takke 06 WHbIX dakTax U 0BCToATENbCTBax, NPEACTaBMALWMX YrPo3y XW3HWU UNn
300pOBbI0 YenoBeka NMBO XMBOTHOTO WMW BIUSIOWMX HA WM3MEHEHME OTHOLUEHUS OXWAaemoW Momb3bl K
BO3MOXHOMY PUCKY NPYMEHEHWs NeKapCTBEHHbIX NpenapaTos.

5. MNpu BbISBNEHWU WHGOPMaLMU O CEPbE3HLIX HeXenaTenbHbIX peakuusx W  HenpeaBuOEHHbIX
HexenaTenbHbIX peakuMsx nNpu MNPUMEHEHUM JIEKAPCTBEHHbIX MpenapatoB, 06 0COBGEHHOCTSX WX
B3aMMOAEWCTBMS C APYIMMU NEKapCTBEHHbIMY NpenapaTtamun, UHABUAYyanbHOW HEMEePEeHOCUMOCTH, a Takke 00
WHbIX (bakTax U 06CTOATENbCTBAX, BMMSIOLWMX HA U3MEHEHWE OTHOLUEHUS OXMOAEMOW NOSb3bl K BO3MOXHOMY
PUCKYy NPUMEHEHMS NeKapCTBEHHbIX NpenapaToB, AepXXaTenu unv Bnagenblbl PErMcTPaumoHHbIX YO0CTOBEPEHWIA
NeKapCTBEHHbIX MpenapaToB, HOpUAMYECKME NULA, HA UMS KOTOPbIX BblAaHbl paspelleHus Ha NpoBeaeHMVe
KMUHUYECKUX UccneaoBaHuii B Poccuiickon Penepaumm, nbo ynornHOMOYEHHbIE UMY ApYrue ropuandeckie nuua
00a3aHbl MPUHATE Mepbl, HampaBfeHHble Ha YCTpaHEHUE HeraTuBHbLIX MOCNeACTBUN MPUMEHEHUS Takux
NeKapCcTBEHHbIX NpenapaToB, MNpeaynpexaeHue MNpUYMHEHUs Bpeda XWM3HU UNW 3[0pOBbI YeroBeka Nnbo
XXMBOTHOTO, 3aLUUTY MX OT MPUMEHEHUSI TaKUX NIEKAPCTBEHHbIX MpenapaToB, Ha OOMOMHUTENbHbIA COOP AaHHbIX
06 adhpekTMBHOCTM 1 6e30NacCHOCTU Taknx NekapCTBEHHbIX NpenapaTos.

6. 3a HecoobuleHne unu CcokpbiTMe WnHdOpPMaUMK, NPeayCMOTPEHHOW 4YacTbio 3 HacTosLWen cTaTbh,
aepxaTtenu unu Bnagenblbl PerncTpauMoHHbIX YOOCTOBEPEHMIW TEeKapCTBEHHbIX Npernapartos, HpuaMyeckme
nvua, Ha MMSA KOTOPbIX BblAaHbl paspelleHuMs Ha NpoBeAeHMe KIMHUYECKUX uccrefoBaHuin B Poccumnckon
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"pen. 0 N " [ata coxpaHenus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

depepaumu, NMBO YyNONTHOMOYEHHbIE MU ApYTUe opuanYeckue nuua, a Takke AOMKHOCTHbIE Nuua, KOTOpbIM 3Ta
MHdopMaums cTana M3BecTHa MO pody UX MNpodeccUoHanbHOW OEeATEeNbHOCTU, HEeCYT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKoHoAaTenbCcTBOM Poccunckon ®egepaumn.

7. Tpn nonyyeHUn yMNOMHOMOYEHHbIM deaepanbHbIM OpraHoM MCNOMHUTENBHOM BrlacTM B pamkax
OCyLLeCTBMeHnss uMm dapmakoHag3opa [okasaTenbCTB O HEeCOOTBETCTBMM JieKapCTBEHHOro rnpenapara
yCTaHOBIIEHHbIM TpeboBaHNAM UNK NpK NOMAyYeHUN MHpOPMaLMN O HECOOTBETCTBUM AaHHbIX 06 3heKTMBHOCTM
n o 6e3onacHOCTM feKapCTBEHHOro npenapaTta AaHHbIM O JleKapCTBEHHOM mnpenapaTe, cogepXalumcs B
WHCTPYKUUM MO €ero npuvMeHeHuio (B TOM 4uUCre BbISIBMEHHbIX B XO4e OCyLIecTBNeHus dapMakoHagsopa
KOHTPOMbHO-HaA30PHbIMM  OpraHamMyv  MHOCTPaHHbIX roCygapcTB), YMNOMHOMOYEHHLIV dedepanbHbIi  opraH
WCMNOMHUTENBbHOW BracTM B YCTAaHOBMEHHOM WM [OpAdKe paccMaTpvBaeT BOMPOC O MNPUOCTAHOBEHUM
NPUMEHEHMS TaKoro fiekapcTBEHHOro npenaparTa.

Cratbsa 65. lpuocTtaHOBNEHME NPUMEHEHUS NeKapCTBEHHOro npenapara
(B pen. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. Mpu nonyyeHnn WHGOPMALMKM O HEXenaTemnbHbIX peakuusix Npu NpPUMEHEeHUM JieKapCTBEHHOIO
npenaparta, He YyKasaHHbIX B WHCTPYKUMM MO TMNPUMEHEHUIO JEeKapCTBEHHOTO npenapaTa, CepbesHbIX
HexenaTernbHbIX peakuusx, 06 0cCoOGEHHOCTSX ero B3anModeNCcTBUSl C APYTMMU NeKapCTBEHHbIMU NpenapaTtamu,
KOTOpble MOryT MpPEeACTaBNsaTb Yrpo3y >KW3HW WNU 340POBbI YenoBeka NNbOo KMBOTHOTO, a Takke o
HEeCOOTBETCTBUM [aHHbIX 00 3pdheKTMBHOCTM M O 6e30nacHOCTU JieKapCTBEHHOro npenapata AaHHbIM O
neKkapcTBEHHOM MpenapaTte, COoAepXalWuMMcsl B MHCTPYKUMM MO €ero MnpUMEHeHWo, B TOM u4ucne OT
YNOMHOMOYEHHBIX OpPraHoB MHOCTPaHHbLIX FOCYAapcTB, OOMEH KOTOPOW OCYLIECTBMNSIETCS B COOTBETCTBUM C
cornalleHnaMn  Mexay  YMNONHOMOYEHHbIM  doedeparnbHbiM — OpraHoM  WUCMOMHWTENbHOW — BRactu U
YMNOSTHOMOYEHHBIMA ~ OpraHaMu  MHOCTPaHHbIX ~ TOCYAApCTB,  YMOSTHOMOYEHHbI  dbedepanbHblii  opraH
UCMONHUTENBHOW BMAcTM paccMaTpvBaeT BOMPOC O BO3MOXHOCTM TMPUOCTAHOBIIEHWST OOpalleHUss Takoro
NeKapCcTBEHHOro Mpenapata B [O0OpsOke, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM  (heaeparibHbiM - OpraHoM
UCMONHUTENBHON BNacTu.

2. Tlpy HEUCnosHeHMM WNU HeHagnexawem WCNOSHEHUW Jepxatendamum unn  Bnagenbuamu
pPerMcTpaumoHHbIX YOOCTOBEPEHUI NEKAPCTBEHHbIX NpenapaTtoB, HPUANYECKAMM fMLAMM, HA UMS KOTOPbIX
BbldaHbl paspelleHns Ha MpoBeAEHME KINMHUYECKUX wuccrnegoBaHun B Poccunckon Pepepauuu, unm
YNOAHOMOYEHHBIMW UMW APYTUMU HOPULNYECKUMN NULaMK 06513aHHOCTEN, YCTAaHOBIEHHbIX YacTsiMn 3 U 4 cTaTbn
64 HacTtosilero ®efepanbHOro 3akoHa, NMbo B cnydasx NpeacTaBneHnst COOTBETCTBYHOLMM YNONTHOMOYEHHbBIM
denepanbHbIM OpraHOM UCMOSNTHUTENBHOW BNACTU 3aKMioYeHUs O HEAOCTOBEPHOCTU Pe3yrnbTaToB KNMHUYECKOro
nuccnegoBaHus nekapCcTBEHHOro npenapaTta Ans MeavuUMHCKOro NpUMeHeHUs, KoTopoe OCHOBAaHO Ha pesynbTaTax
NPOBEPKN MEAULMHCKOM opraHusaumu, npoBOAUBLLUEN YKa3aHHOE KIMUHUYECKOEe WccregoBaHue C HapylleHWeEM
OpaBui Hagnexallen KIMHUYECKOM NPaKTUKW, U MPUBENO K MOSTyYEHU0 HeLOCTOBEPHbIX pe3ynbTaTtoB, NMMGo B
cny4ae HeBbINOMHEHMS NpeanucaHng, BbIGAHHOMO YNOMHOMOYEHHbIM doeaeparnibHbiM OpraHoM UCMOMHUTENBbHON
BMacTM MO WTOraM OCYLUECTBIEHNs BbIDOPOYHOTO KOHTPOMs KavecTBa JIEKApPCTBEHHOro npenapara,
YNOMHOMOYEHHbIV (befiepanbHbIi OpraH UCMOMHUTENbLHOW BracT B yCTAHOBNEHHOM MM OpsKe paccMaTpuBaeT
BOMPOC O NPMOCTAHOBNEHUN NPUMEHEHNS TAaKOro fIEKaPCTBEHHOMO Npenapara.

3. YNOnMHOMOYEHHbIN chedeparnbHbIi opraH MCNONHUTENBHOW BNacTu Npu NpeacTaBneHn emy cBegeHun o
HECOOTBETCTBMM  MNPOM3BOAWUTENS  NleKapCTBEHHbIX  cpeacTB  TpeboBaHMsiM  [OpaBud  Hagnexailew
NPON3BOACTBEHHON NPAKTUKA U (MrK) O HapyLUeHUU NULEH3NOHHbIX TpeboBaHUNM, KOTopble Obinu BbiSIBNEHbI B
X0A4e nNpoBedeHVs WHCMEeKTUPOBaHWS MPOM3BOOAMUTENSA NEKapCTBEHHbIX CPeaCTB WM OCYLLEeCTBIEHUS
MMLEH3NOHHOIO KOHTPONs B cdepe NMPON3BOACTBA feKapCTBEHHbIX CPEACTB WM MPUBENW WM MOTYT MPUBECTU K
NPOM3BOACTBY NEKAPCTBEHHbIX NpenapatoB ANs MEeOUUMHCKOTO NPUMEHEHWs, MPUYUHUBLUMX WKW CMOCOBHbLIX
NPUYYHUTDE Bpen XM3HU WY 300POBbI0 TPaXKAaH, paccMaTpuBaeT BOMPOC O NPUOCTaHOBEHUWN NPUMEHEHUS
nekapCTBEHHbIX MpenapaTtoB ANg MeOUUMHCKOTO NPYMEHEHWs B YCTAHOBIIEHHOM UM [0pAdKe B CriegyloLmx
crnyyasx:

1) cocTtaB 1 (UNKN) TEXHONOMMSA NPOM3BOACTBA NEKAPCTBEHHOro npenapara Ans MeauUUHCKOro NpuMeHeHUs
(c onucaHvem cTaguit NPON3BOACTBA) OTNINYAKOTCH OT 3asiBMIEHHbIX B PErMCTPALMOHHOM A0ChLE;

2) nekapCTBEHHbIA npenapat Ans MEeAMLMHCKOro MPMMEHEHUs TMpou3BedeH Ha NpPOW3BOACTBEHHOW
nnolaaxe, He ykasaHHOW B perMcTpaLMoHHOM AOChE;
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3) y npousBoauTENs NEKapCTBEHHbIX CPeACTB OTCYTCTBYIOT AOKYMEHTbI, MOATBEPKAAtoLLME COOTBETCTBUE
KayecTBa JieKapCTBEHHOro npenapaTa Ans MeAULMHCKOTO MPWMEHEeHUsl, BBOOAMMOIO B rpaxKaaHckuii oGoporT,
TpeboBaHNAM, YCTaHOBINEHHbIM MPU €r0 roCyAapCTBEHHON perncTpaLum;

4) npou3BoaMTENEM NEKAPCTBEHHbLIX CPEACTB B COIMAacOBaHHbLIN C COOTBETCTBYHOLMM YNONTHOMOYEHHbIM
denepanbHbIM  OpPraHOM  UCMOMHUTENBHOW BMAcTU CPOK He YCTpaHeHbl HapylleHusi TpebGoBaHWA npaBun
Haanexallier NPOV3BOACTBEHHOW MPaKTUKM U (MNW) NULEH3UOHHLIX TPpeboBaHU, KOTOpble ObiNM BbISBNEHbLI B
Xxoge npoeedeHna  UHCNEeKTUpoBaHUA  npou3BoguTeNA  JNeKapCTBEHHbIX CpenctB Ui OCylleCTBIIeHUA
NMLEH3NOHHOIO KOHTpONs B cdepe MpPoM3BOACTBA FIEKAPCTBEHHbLIX CPEACTB U NPUBENN UMW MOTYT NPUBECTU K
NMPON3BOACTBY NEKapCTBEHHbIX MpenapatoB ANS MEeAWULMHCKOrO MPUMEHEHMUS!, MPUYUMHUBLLMX UMM CMOCOBHbIX
NPUYNHUTE BPES XXM3HW UK 340POBbLIO0 rpaXaaH.

(vacTb 3 BBegeHa PegepanbHbimM 3akoHoM oT 04.06.2018 N 140-03)

4. YNONHOMOYEHHbIN heaepanbHbli OpraH MCMOMHUTENbHOW BNACTX NPU HanmuMyuum y Hero cBefeHun o
HECOOTBETCTBMM  MNPOM3BOAMTENSA  JleKapCTBEHHbIX  cpeacTB  TpeboBaHMAM  npaBun  Hagnexallen
NPON3BOACTBEHHOW NPAKTUKM U (MNK) O HapyLUIEHWU JIMLEH3UNOHHbLIX TpeboBaHW, KOTopble Obinn BbISBNEHbI B
Xo4e nNpoBedEeHMsI MHCMNEKTUPOBAHMS MPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB WM OCYLLECTBIEHMS
NNLIEH3MOHHOIO KOHTPOMsSl B cdoepe NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB U MPUBENWN UMM MOTYT MPUBECTU K
NpOM3BOACTBY NEKApPCTBEHHbIX NpenapaToB ANsi BETEPUHAPHOIO MPUMEHEHUS, MPUYUHUBLLUX UK CMOCOOHBLIX
NPUYUHUTD Bpen, XU3HWU UMK 300POBbI0 KMBOTHLIX, pacCMaTpuBaeT BONPOC O NMPUOCTAHOBMEHUM peanu3auuu u
NPYMEHEHNS NEKAPCTBEHHbBIX NpenapaToB Ans BETEPUHAPHOrO NMPUMEHEHUS B YCTAaHOBMEHHOM WM [OpSAaKe B
crnegyLwnx cnyyasx:

1) coctaB u (Mnu) TexHONOrMA MNPOM3BOACTBA I€KapCTBEHHOro Mpenapata Ans BeTepuMHapHOro
NpUMEHeHUs (C onnucaHMem ctTaguii NPOU3BOACTBA) OTNINYAIOTCS OT 3asiBMEHHbIX B PEMMCTPALMOHHOM AOCHLE;

2) nekapCTBEHHbI npenapaTt Ans BeTepMHapHOro MPUMEHEHUS MPOWM3BEAEH Ha MNPOU3BOACTBEHHOW
nrowiajke, He ykasaHHON B percTpaLMoHHOM [OChE;

3) y npou3BoauTens rnekapcTBeHHbIX CPeaCcTB OTCYTCTBYHOT OOKYMEHTbI, NOATBEpXKAatoLlMe COOTBETCTBME
KayecTBa JlekapCTBEHHOro npenapaTa AN BETEPUHAPHOIO MPUMEHEHUs, BBOAUMOIO B rpakgaHckuit o6oporT,
TpeGoBaHNAM, YCTaHOBIIEHHBIM MPU €50 roCyAapCTBEHHON perncTpauum;

4) npousBoguTENEeM IeKapCTBEHHbIX CPeACTB B COrMacoBaHHbIA C COOTBETCTBYHOLLUMM YNONHOMOYEHHbIM
defepanbHbIM  OpraHOM WCMOMHUTENBbHOW BMAacTM CPOK He YCTpaHeHbl HapylleHust TpeboBaHUM npaBwun
Haanexallen NPOV3BOACTBEHHOW MPaKTUKM U (MNW) NULEH3NOHHBIX TPebOoBaHU, KOTOpble ObINM BbISIBNEHbLI B
Xo4e MNpoBedeHUs WHCMEKTUPOBaHMSA MNPOM3BOOUTENS JNEKAapCTBEHHbIX CPeacTB  WUIM  OCYLLECTBIIEHUS
NNLIEH3MOHHOIO KOHTPOMs B cdyepe NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB U MPUBENWN MMM MOTYT MPUBECTU K
NpOn3BOACTBY NEKAapPCTBEHHbIX NpenapaToB ANsi BETEPUHAPHOIO MPUMEHEHUS, NMPUYUHUBLLUX WU CMOCOOHBLIX
NPUYNHNTD BPEA XXU3HU UK 340POBbLHO KUBOTHbIX.

(vacTb 4 BBegeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

KoHcynbTaHTlnoCc: npumeyaHue.
C 01.01.2023 cT. 65 gononHsetcs 4. 5, 6 (P3 o1 27.12.2019 N 475-93).

KoHcynbTaHTtlntoc: npumevaHume.
C 01.09.2023 cT. 65 pononHsetcs 4. 7 (3 ot 02.07.2021 N 317-D3).

Cratbsa 66. UHcbopmauma o pesynbTaTax ¢papmakoHagsopa
(B pea. PepepanbHoro zakoHa ot 27.12.2019 N 475-03)

YnonHoMoueHHbIN dhefeparnbHblid opraH UCNOMHUTENbHOW BNacTU, OCYLLECTBASLWNA dhapmMakoHaasop, no
€ro pesynbTatam pasmellaeT Ha CBOEM OuumnanbHOM canTe B ceTu "MHTepHeT" nHdopMauuio o:

1) BbIABIEHNN HOBbLIX NOATBEPXAEHHbIX OaHHbIX O NoBOYHbLIX AEUCTBUSAX, HeXenaTenbHbIX peaKkunax,
Cepbe3HbIX HeXenaTtesibHbIX peakundax, HenpeaBuaeHHbIX HeXenaTtelbHbIX peakumnax rnpmn  npuMeHeHumn
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

JIeKapCTBEHHOrIO npenaparta, B TOM 4Yucrne BInAKLWNX Ha OTHOLWIEHNE oXngaemom nonb3bl K BO3MOXHOMY PUCKY
NPpUMEHEHNA AaHHOro J1IeKapCTBEHHOIO MNnpenaparta,

2) NPUHATBIX PELUEHUAX O BHECEHUW W3MEHEHUA B WHCTPYKUMIO MO MPUMEHEHWUIO eKapCTBEHHOro
npenapara, O MNPUWOCTAHOBIIEHMN MPUMEHEHMWS TeKapCTBEHHOro npenapata, 06 u3bATMM U3 obpalleHus
nekapcTBEHHOro npenapata unu o BO306HOBNEHUM NPUMEHEHMUSI NEKAPCTBEHHOTO Npenapara.

Masa 14. UHPOPMALUA O NEKAPCTBEHHbIX NMPEMNAPATAX. CUCTEMA
MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ana MEgMUMHCKOIro NPUMEHEHUA
(B pean. PenepanbHoro zakoHa ot 28.12.2017 N 425-03)

Ctatbsa 67. UHdopmauus o nekapcTBeHHbIX Mpenaparax. CUcTeMa MOHMTOPUHra ABWXEHUS
neKkapcTBeHHbIX NpenapaToB ANsi MeAULIMHCKOrO NpUMeHeHUsi
(B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-$3)

1. MHopmauma o nekapcTBeHHbIX Npenapartax, OTnyckaeMblX Mo peuenTy Ha nekapcTBeHHbIM npenapar,
OOMkHa coaepXaTtbCs TOMbKO B CMEeunanmnamMpoBaHHbIX M3O0aHWAX, NpedHasHa4YeHHbIX A8 MeOULMHCKMX,
dhapmaLeBTMyeckMx paboTHMKOB, crneuManucToB B obnactu BeTepuHapuu. WHdopmaumss 0 neKkapCcTBEHHbIX
npenapatax Ans crneunanuctoB B obnactv obpalleHus NekapCTBEHHbIX CPEACTB MOXET cogepXaTbCd B
MOHorpadusx, cnpaBOYHUKAX, HayYHbIX CTaTbsX, B AOKNadax Ha KOHrpeccax, KOHepeHuusx, cumnosnymax,
Hay4HbIX COBETaX, a Takke B UHCTPYKLUAX MO MPUMEHEHUIO NTEKaPCTBEHHbIX NpenapaTos.

(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

2. ludbopmauus o nekapcTBEHHbIX NpenapaTax, OTnyckaeMbix 6e3 peuenta Ha fiekapCTBEHHbIN npenapar,
MOXeT coaepXaTbCA B I'Iy6J'II/IKaLI,I/I9|X N 00BbABNEHUAX cpencts MaccoBoOu VIHd)OpMaLI.I/II/I, cneunanm3npoBaHHbIX U
O6IJJ,I/IX neyvyaTHbIX WU3OaHUAX, WUHCTPYKUMAX MO MPUMEHEHUIO NeKapCTBEHHbIX npenapaTtoB, WHbIX U3OaHUAX
cybbekToB 0OpalleHns NeKkapcTBEHHbIX cpeacTB. PeknamHble Martepuanbl O fleKapCTBEHHOM MpenaparTe,
oTnyckaemom 6e3 peuenTa Ha neKapCTBEHHbI npenapart, [OOIMKHbl COOTBETCTBOBATb WHCTPYKUUWM MO
NMPVYMEHEHMIO NIEKapCTBEHHOIO Npenapara.

3. JonyckaeTcsa ncnonb3oBaHne nobbix MaTepmanbHbIX HOCUTENEN, NO3BONAIOLNX XpPaHUTb, Nepeaasath U
ncnonb3oBaTb MHOPMAaLMIO O NEKAPCTBEHHbIX NpenapaTtax 6e3 ee NCKaxeHus!.

4. Ina uenen naeHTUMKaUMM ynakoBOK fIeKapCTBEHHbIX NpenapaToB ANS MeguLMHCKOro npuMeHeHus
NpPoOu3BOOUTENN FEKaApCTBEHHbLIX CpPeacTts B nopsagke, ycTaHoBrneHHoM [lpaBuTensctBoM Poccunckon
depepaumm, HaHOCAT Ha MEPBUYHYIO YMAKOBKY (B OTHOLLUEHMM NEKapCTBEHHbIX NpenapaToB ANs MeOULMHCKOro
NPUMEHEHMs, 4N KOTOPbIX HEe NPefyCMOTPEeHa BTOPUYHAs yNakoBKa) M BTOPUYHYIO (NOTPEOUTENbCKYIO) ynakoBKy
nekapcTBeHHbIX npenapaToB AN MeOULMHCKOro NPUMEHEeHWs cpeacTBa WAEHTUdUKALMK, 3a MUCKIYEHNeM
nekapcTBeHHbIX MnpenapaToB ANs MeAWUMHCKOro NPUMEHEHWs, NMPou3BOAUMbLIX ANS MPOBEAEHUS KIUMHUYECKUX
nccnegoBaHUK, 3KCNOpPTa, fleKapCTBEHHbLIX NpenapaToB AN MeAULMHCKOro NpYMEHeHUs!, ykasaHHbIX B YacTax 5
n 8 cratbm 13 Hactodawero PenepanbHOro 3akoHa, pagvodapMaueBTUYECKUX JTEKAPCTBEHHbIX MpenapaTos,
NNABOK MEOULVNHCKUX U ra30B MEAULIMHCKMX.

(4acTb 4 BBeaeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93 (pen. 27.12.2019))

5. XapaktepucTukn cpefcrtBa uaeHTuduKaumMn, Nopaaok ero HaHeceHus u TpeboBaHuA K CTPYKType W
dopmaTy MHDOPMaLUKM, KOTOPYK COOEPXUT CPeAcTBO uAaeHTudMKaumu, onpegensioTca [paBuTenscTBOM
Poccuickon ®egepauun.

(vacTb 5 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

6. [lopagok co3gaHusi, pa3BWUTMS, BBOA4A B 3KCMMyaTauuio, KChiyaTauuvM U BbiBoda M3 3Kchnyatauuu
CUCTEMbl MOHWUTOPVHIa [OBWXEHUS feKapCTBEHHbIX MNpenapatoB AN MeAMUMHCKOro MNpUYMEHEeHWs, 0opaaok
npefocTaBneHns  MHOpMauuMKn, copepxawencd B CUCTEME MOHUTOPUHra ABWXKEHUS NeKapCTBEHHbIX
npenapaToB AfS MEOWUMHCKOrO MNPUMEHEHUs, N NOopsafoK B3aMMOLENCTBUSA YKa3aHHOW CUCTEMbl C WHbBIMM
rocygapCTBEHHbIMU MHAOPMALMOHHBIMU CUCTEMaMU U UHGOPMALMOHHBIMKU CUCTEMAMW OPUOUYECKNX NALL U
WHAVBUAOYyanbHbIX NpeanpuHMMaTenen, ykasaHHbIX B 4Yactax 7 u 10 HacTosweln craTbu, yCTaHaBMNMBAKTCS
MpaButenbctBoMm Poccuickon Pepepaumn. OnepatopaMy CUCTEMbI MOHUTOPWUHra ABWKEHUS NEeKapCTBEHHbIX
npenapaToB ANs MeQULMHCKOrO NPUMEHEHUs ABRA0TCA doedeparnbHbli OpraH UCMONMHUTENBHON BAAactu u (unu)
opraHusaums, ynornHomo4eHHsle NpasuTensctBoM Poccuiickon depepaumu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

(vacTb 6 BBegeHa defepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7. Opuguyeckne nvua un wuHAMBUZYanbHble MpeanpUHUMATEnu, OCYyLLeCTBsAWmne npousBoacTBo,
XpaHeHve, BBo3 B Poccuiickyio Pegepaumio, OoTnyck, peanu3auuio, nepegadvy, nNpuMeHeHWe n YHUYTOXeHue
nNeKapCTBEHHbIX NpenapaToB AN MEAULMHCKOro NpuMeHeHus, obecneynBaloT B Nopaake U B COCTaBe, KOTOpbIe
ycTaHoBneHbl [MpaBuTenscTBoMm Poccuiickon ®egepaumm ¢ y4eToM BuAa OCYLLECTBNAEMON MU OeATENbHOCTH,
BHeCeHue MHopMaLun 0 NekapCTBEHHbIX Npenapartax AN MegnuUMHCKOro NPYMEHEHNs B CUCTEMY MOHUTOPUHIa
OBWKEHNs NekapCTBEHHbIX NpenapaToB Ans MeAWNLMUHCKOrO MPUMEHEHMS.

(4acTb 7 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

7.1. JlekapcTBeHHble NpenapaTtbl Ans MeQULMHCKOro NMpUMEHEeHUsl, NpegHasHa4YeHHble Ansi obecneveHus
nuy, BonbHbIX reMouUnen, MykoBUCLMA030M, MMNodun3apHbIM HAHM3MOM, Done3Hbio MoLle, 3110KaYyeCTBEHHbLIMU
HOBOOOpPa30BaHMAMM NIMMOMNAHON, KPOBETBOPHOW M POACTBEHHLIX MM TKaHEWN, pacCesiHHbIM CKIIepo30M, Il
nocrie TpaHCnnaHTauMm OpraHoB M (Unun) TkaHew, npou3BedeHHble 0o 31 gekabpst 2019 roga, a Takke WHble
nekapcTBeHHble npenapaTbl 4NA MeguLMHCKOro npuMeHeHus, npomsseaeHHsle o 1 nona 2020 roga, nognexat
XpaHeHuto, NepeBo3ke, OTMYCKY, peanusauuun, nepegade, NpuMeHeHnto 6e3 HaHeceHUs1 cpeacTB aeHTUdUKaLmmn
00 UcTeyeHus cpoka ux rogHoctu. MNpaeBuTensctBo Poccuiickon depepaumm BnpaBe YCTAaHOBUTL OCOOEHHOCTM
BBOZAA B rpaXkdaHCKMIA 000POT NeKapCTBEHHLIX NpenapaToB Ans MeAULUHCKOro NPUMEHEHNs, NPON3BeAEeHHbIX B
nepuog ¢ 1 uonsa 2020 roga no 1 oktabps 2020 roga. B uensix BBoga B rpaXkaaHCKMA 060poT NekapCTBEHHbIE
npenapaTbl ANa MeAULMHCKOrO NPUMEHEHWS], 3a UCKIMIOYEHNEM NEKAPCTBEHHbIX NpenapaToB, NpeaHasHayYeHHbIX
ansa obecneyeHns nuu, 60MbHBIX reModUMen, MyKoBUCLMO030M, rMNon3apHseiM HaHN3MOM, BonesHbio MoLwe,
3r10Ka4eCTBEHHbIMU HOBOOOpa3oBaHUsIMU NMMMAONOHON, KPOBETBOPHOW M POACTBEHHbIX UM TKaHEeRn, pacCcesiHHbIM
CKMepo3oM, Nl nocne TpaHCcnnaHTauum opraHoB U (MNu) TkaHeWn, Npou3BeAeHHble 3a npefenaMmy TeppuTopun
Poccunckon ®epepaummn go 1 oktabps 2020 roga, moryT ObITb BBE3€eHbI B Poccuiickyto Penepaumio oo 1 aHeaps
2021 ropga B nopsiake, yctaHoBneHHom [paButenbctBoM Poccuiickon Pepepaumm, 6e3 HaHeceHus cpencTtB
naeHTurKkaumn.

(B pea. PenepanbHbix 3akoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-93)

8. Opranmnsauus MHPOPMAaLMOHHOIO B3anMMOAENCTBUSS CUCTEMbI MOHUTOPMHIA ABWXEHUS NTEKapCTBEHHbIX
npenapaToB Ans MEOUUUHCKOTO MPUMEHEHMSI C WHbIMW TFOCY4apCTBEHHBbIMM MH(OPMAUMOHHBIMKM CUCTEMaMM
obecne4nBaeTcs B TOM yncne nocpencTeom WHMPaCTPYKTYpbl, obecneunBatoLlen
NMHOPMALIMOHHO-TEXHONMOMMYECKOE  B3aMMOLeNcTBMe  MH(OPMALMOHHBIX — CUCTEM,  WUCMONb3yembiX  Ans
NPefoCTaBNEHNss rOCYOAPCTBEHHBIX W MYHUMUMNANbHBIX — YCIYr W WUCMOSNIHEHWUSI FOCYAApPCTBEHHbIX U
MYHULMNANbHbIX (PYHKLMIA B 3NEKTPOHHOW dhopme.

(yacTb 8 BBegeHa PeaepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)

9. O6wepocTtynHasa MHdOpMauus, coaepXallasica B CUCTEME MOHUTOPUHIra OBWXEHUS] NeKapCTBEHHbIX
npenapaToB Ans MeOULUHCKOrO NPUMEHEHWs, pa3MeLLaeTcs B MH(POPMaLMOHHO-TENEKOMMYHUKALMOHHON CeTun
"MiHTepHeT" (B TOM uucne B (popMe OTKPbITbIX [aHHbIX) B OOpAAKe, YCTaHOBNEeHHOM [lpaBuUTenbLCTBOM
Poccuiickon ®egepaumn.

(vacTb 9 BBegeHa PenepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

10. TllpousBoauTenn neKkapCcTBEHHbIX CPeACcTB MOMyyalT CcoaepXallytocd B CUCTEME MOHUTOPWHra
OBWKEHNs1 NeKapCTBEHHbIX MpenapaToB Ans MeOWMUMHCKOrO MpUMeEHEHUA MHAOopMaUMIo O Cepusx M napTusix
neKapCcTBEHHbIX MpenapaToB, MPOM3BOAMMBIX UMW W HAXOAALWMXCA B rpaxgaHckom obopoTe B Poccuiickon
depepaumm, 6e3B03ME3HO.

(vactb 10 BBegeHa dPepepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

11. 3a Npou3BOACTBO WM MpoJaxy NeKapCTBEHHbIX NpenapatoB AN MeOUUMHCKOro NpuMeHeHus 6e3
HaHeceHus1 cpeacTB MAeHTUdMKaUUW, C HapyLleHWEeM YCTaAHOBIIEHHOINO MOpPSAKa WX HaHEeCeHusl, a Takke 3a
HECBOEBPEMEHHOE BHECEHME AaHHbIX B CUCTEMY MOHUTOPUHra OBWXKEHUSI FIEKAapCTBEHHbIX MpenapaTtoB Ans
MEOWLMHCKOTO MPUMEHEHUS WM  BHECEHWE B Hee HeOOCTOBEPHbLIX [AaHHbIX lopuaudeckne nvua u
MHOUBMAYyanbHble NpeanpuHMMaTenu, ykasaHHble B YacTax 4 1 7 HacTosLLen cTaTbW, HECYT OTBETCTBEHHOCTbL B
COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccunckon denepaumn.

(vactb 11 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

12. lMpaButensctBo Poccuickon Pegepaummn BnpasBe YCTaHOBUTb OCOBGEHHOCTW BHeAPEeHUs CUCTEMbI
MOHUTOPWMHIa ABWXKEHWUS NeKapCTBEHHbIX NpenapatoB Ans MEAULMHCKOro NPUMEHEHWs, BKMNoYas CPOKM ee
BHEOPEHWs, B OTHOLUEHWM NeKapCTBEHHbIX npenapaToB ANA MeAULUHCKOrO MNPUMEHEHWUs, BKIMIOYEHHbIX B
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nepeyveHb XM3HEHHO HEOOXOOUMbBIX M BaXKHEWLUMX NEKAPCTBEHHLIX NpenapaTtoB, NeKapCTBEHHbIX MpenapaTos,
npefHasHavYeHHbIX Ansg obecneyeHns nuuy, 60MNbHbIX reMoUInen, MykoBUCLMAO30M, MNOU3apHbIM HAHN3MOM,
bonesHblo [owe, 3rnoka4yecTBEHHbIMU HOBOOOpPa3oBaHUSAMU NMMGOVMAHON, KPOBETBOPHOM WM POACTBEHHBIX UM
TKaHEeW, pacCesiHHbIM CKINepo30oM, UL, NOCcMe TpaHCnIaHTauum opraHoB U (UNK) TKaHEW, MHbIX JIEKaPCTBEHHbIX
npenapaToB AN MeAULUHCKOrO NPUMEHEHUS.

(vacTb 12 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

MnaBsa 14.1. OrTPAHUYEHUA, HANNATAEMbIE
HA OPFAHU3ALUWN, OCYLLECTBNAIOLWNE OEATENbHOCTb
MO OBPALLUEHUIO NEKAPCTBEHHbLIX CPEACTB
(sBepeHa depepanbHbIM 3akoHoM OT 25.11.2013 N 317-93)

Crtatbs 67.1. OrpaHuyeHusi, Hanaraemble NPU OCYyLLEeCTBIIEHUN AeATENbHOCTU B cdepe obpalleHus
JfleKapCTBEHHbIX CPeAcTB

1. OpraHusauuu, 3aHvmMarowmecs pas3paboTkon, NPOM3BOACTBOM M (UNK) peanusaumen nekapCTBEHHbIX
npenapaToB ANA MeOUUMHCKOTO MPUMEHEHMs, opraHusauuu, obnagawowue npaBamMm Ha WUCMNOMNb3OBaHWE
TOProBOro HaMMEHOBaHWS NeKapCTBEHHOro npenapara Ans MeQUUMHCKOro MPUMEHEeHUs, opraHusauum onToBown
TOProBfn fleKapCTBEHHbIMW CpeAcTBaMu, anTeyHble OopraHusauun (MX npeacTtaBuTenu, UHble U3NYecKue U
lopuanyeckne nuua, OCYLIECTBASIOWME CBOKO AEATEeNbHOCTb OT UMEHW 3TUX OpraHusauui) B OTHOLUEHUW
MeANLMHCKUX paboTHNKOB 1 PyKOBOAMTENEN MEANLMHCKMX OpraHn3aumin He Bnpase:

1) BpyyaTb nodapku, BbiMnayMBaTb AEHEXHble CpeAacTBa (3a MUCKMHOYEHWEeM BO3HarpakaeHuin no
[loroBopaM Mpu MpPOBeAEHUM KIMHUYECKUX WCCREedoBaHW NeKapCTBEHHbIX MNpenapaTtoB Ans MeAWMLUMHCKOro
NPUMEHEHNsl, BO3HArpaXxaeHi, CBs3aHHbIX C OCYLLECTBIIEHNEM MeOVUUMHCKMM paboTHUKOM nedarormyeckomn u
(Mnn) Hay4HOW OesiTENbHOCTK), B TOM YMCIIE ONfavnBaTh PasBieyeHns, OTAbIX, MPOe3a K MECTY OTAbIXa, a Takke
npuBnekaTb K y4acTUo B pasBrekaTenbHbIX MEPONPUATUSX, MPOBOAUMbBIX 3a CYET CBOUX CPEACTB;

2) 3aknoyaTb COrMalleHUs O HasHayYeHWn UMM pekoMeHdauuu nauvMeHTaM JNekapCTBEHHbIX MpenapaToB
ANS MEAMLMHCKOro MpUMEeHeHUs (3a WCKIIYEeHUMEM [OrOBOPOB O MPOBEAEHWUM KITMHUYECKUX WUCCredoBaHui
NeKapCTBEHHbIX NpenapaToB Ansi MeAULUHCKOTO NpUMeHeHus1);

3) npeaocTaBndaTb o6pa3u,b| NNIeKapCTBEHHbIX NpenapaTtoB A4 MeaUUUHCKOro npuMmMeHeHua B Lenax
Bpy4YeHuda nauneHTam (38 NCKNK4YeHnemM cry4aeB, CBA3aHHbIX C MNMpoBeeHUEM KIMMHUYEeCKNX nccneaoBaHuin
JIeKapCTBEHHbIX NnpenapaTtoB AJid MeguLUmMHCKOro I'IpVIMeHeHl/IFI);

4) npenocTaBnsATb HEAOCTOBEPHYIO U (UNKN) HENOMHY MHAOPMALMIO O NEKapCTBEHHbIX Npenapatax Ans
MeOULMHCKOrO NPUMEHEHUS;

5) nocewartb ux B pabodee BpeMsi Ha pabouMx MecTax, 3a WCKIIOYEHMEM CIy4aeB, CBS3aHHbLIX C
nposegeHnemM KrnMHU4YeCKux I/ICCJ'Iep,OBaHI/IIZ J1IeKapCTBEHHbIX MpenapatoB And MeOULUUHCKOro npumMeHeHud, C
y4yacTveM B nopsigke, yCTaHOBMEHHOM pykoBoguTenemM MeauLMHCKOW OpraHusaumm, B coObpaHuax MeauuuHCKNX
pabOTHUKOB N MHbLIX MEPOMPUATUSAX, HaMpaBreHHbIX Ha MOBLILWEHWE UX NPOdECCUOHANBHOIO YPOBHSA WK Ha
npefocTaBneHne MHpopMaLmnn, CBSA3AHHOW C OCYLLECTBIIEHWEM MOHUTOPWMHra Ge30MacHOCTM fekapCTBEHHbIX
npenaparos;

6) I'IOﬁy)KﬂaTb K BbINUCbIBAaHUIO NEeKapCTBEHHbIX NnpenapaTtoB And MeanunHCKOro npuMmeHeHna Ha OnaHkax,
coaepxawmx MH(*)OpMaLI,I/II'O PeKnaMHOro xXxapakrtepa, a Takke Ha peuenTypHbIX OnaHkax, Ha KOTOpPbIX 3apaHee
Hane4vyaTtaHo HanMeHoBaHMe NNeKapCTBEHHOIO npenaparta anda MeguumMHCKOro npuMmeHeHu4.

2. OpraHusaumu, ykasaHHble B ab3aue nepBom 4acTu 1 HacToswWwen cTaTbW, U UX NPeacTaBUTENU B
OTHOLWeHUN hbapmaLeBTUYECKNX paboOTHMUKOB U PYKOBOAMTENEN anTeyHbIX OpraHn3aLumn He Bnpase:

1) Bpy4aTb nodapKku, BbilJiadynBaTb OEHEXHble CpencTtBa, B TOM YUCKe onsiavynBaTb pa3BliedeHnd, OTaoblX,
npoes3a K MecTy oTAbiXa, U npuBrekaTtb K y4acCTuUo B pasBiiekaTeslbHbIX MeponpuAaATuax, npoBoAMMbIX 3a CHeT
CBOUX CpeacTs;

2) npenocTaBnATb O6p83Ll,bI NleKapCTBEeHHbIX npenapaTtoB And MeanumHCKOro npuMeHeHuna ona Bpy4veHus
HaceJleHUto;
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3) 3aknoyaTh cornaleHvs o NPeasIoKEHUN HacerneHno onpeaesieHHbIX NeKapCTBEHHbIX NpernapaToB Aris
MEAMLIMHCKOro NPpUMEHEHUS;

4) npegocTaBnsATb HEAOCTOBEPHYO U (MNK) HEMOMHY MH(OPMAaLUI0 O NEKAapCTBEHHbLIX Mpenapartax ans
MEAMLMHCKOrO TMPUMEHEHNS,, B TOM YMUCIe WMEILMX OOMHAKOBOE MeXAyHapoAHoe HenaTeHTOBaHHOoe
HauMeHoBaHMe.

Ctratba 67.2. TpeboBaHMA K opraHuMsauMm W MNPOBEAEHUI0 Hay4HbIX MEPONPUATUN, MHbIX
MepOoNpUATUIA, HanpaBleHHbIX Ha NOBbIWeEHUE NPO(EeCCMOHaNbLHOro YPOBHA MeAULMHCKUX PaGoTHUKOB
MNU Ha npepgocTaBneHue uHdopmauuu, CBA3aHHOW C OCYyLleCTBNEHWEM MOHWUTOpMHra Ge3omacHocTu
neKapcTBeHHbIX NpenapaToB

1. Mpy nNpoBedeHWN Hay4HbIX MEpPOMNpPUSTUN, WHBIX MEPOMNPUSTUNA, HaMpaBfeHHbIX Ha MOBbILEHWE
NPOECCMOHANBHOIO YPOBHSI MEAULMHCKUX PAaBOTHUKOB UMW HA NPEeAOCTaBEHNE CBA3AHHON C OCYLLECTBIEHNEM
MOHUTOpPUHra 6e30MacHOCTM NeKapCTBEHHbIX MpenapaToB WMHOpPMaLUKW, OpraHU3yembiX OpraHu3aLmusamu,
ykasaHHbIMK B ab3aLe nepBomM Yactu 1 ctatbn 67.1 HacTosiwero deneparnbHOro 3akoHa, UX NPeACTaBUTENSMU U
(unKn)  duHaHCKMpyeMbiX 3a CYeT CpeacTB 3TMX OpraHusaumi UM WX npeacTtaBuTeNen, 3anpellaeTcs
NpPenaTCTBOBATbL Y4aCTMIO B YKasaHHbIX MEPONPUATUSAX MHbIX OpraHn3aumii, KOTOpble NMPOU3BOAAT UMW PeanusytoT
neKkapcTBeHHble Mpenapatbl Ans MEAMLMHCKOrO MPUMEHEHNSI CO CXOXMUM MEXaHW3MOM (DapMaKkonorMyeckoro
Aencteus, NnMbo cosnaBaTb AMCKPYMUHALMOHHBLIE YCMOBUSI ANSl OQHMX YYACTHWKOB MO CPABHEHWUIO C APYrvMU
y4YacTHUKaMW, @ UMEHHO:

1) npenocTaBnsTe pas3fiMYyHOE KONMYECTBO BPEMEHW AN BbICTYMIIEHUA YYACTHWKOB, pasfnyHbie Mo
pasMepy 3aHMMaeMoi nnowaaM MecTa AOna AeMOHCTpauun o6pasuLoB NekapcTBEHHbIX npenapaToB AOns
MEAMLIMHCKOrO MPYMEHEHUsI UM PeKnaMHbiX MaTepuanoB O JleKapCTBEeHHbIX npenapaTtax Ans MeauLMHCKOro
NPUMEHEHMI Ha 3JKCMO3UUMAX, CTEeHOaX, 3a WCKMIYEeHUMEM CryyaeB, ecCn Takue YCNOBUA 3aKpensieHbl B
cornalleHnax 3STUX OpraHu3auui, ux npeactaButenel o UHAHCUMPOBAHUWM YKa3aHHbIX MEepPOonpUATUA ©
06ycrnoBneHbl pasnMYHbIMKU 3aTpaTaMu Y4aCTHUKOB Ha MX OpraHn3aumio;

2) ycTaHaBnuBaTb pa3Mep B3HOCa Afs YYaCTHWKOB MEpPONPUATUNA, YyKa3aHHbIX B ab3aue nepBoM
HacTosILLEN YacTu, MPEeBbIAWMA CyMMY 3aTpaT Ha OpraHuM3aumio yKasaHHbIX MeponpuaTuiA 1M Beaylwun K
HeobOCHOBaHHOMY OrpaHUYeHMUI0 YNCa UX y4aCTHUKOB.

2. OpraHu3auuu, ykasaHHble B ab3aue nepBoM yactu 1 ctatbm 67.1 HacToswero PenepanbHOro 3akoHa,
nX NpeacTaBuMTeNn, OCYLLECTBASIOWMNE opraHu3aumio u (unu) duHaHCUpOBaHWE MEPONPUSATUN, yKa3aHHbIX B
yactm 1 HacTosiwen crtaTbu, 0b6si3aHbl obecneumBaTb AOCTyNn K MHOpMauuM O gate, MecTe U BpEeMEHU
NPOBEAEHUS yKa3aHHbIX MeponpusaTUR, nraHax, nporpaMmmax npoBeAEeHUS YKa3aHHbIX MEepOnpusaTUA N Temax,
nnaHMpyembix AN pacCMOTPEHUs, COCTaBe UX YH4aCTHUKOB MyTeM pa3MeLLeHNsi COOTBETCTBYOLLEN NHopMaLmMm
Ha cBOMX oduumanbHbIX canTax B ceTu "VIHTepHeT" He no3gHee [OBYX MecCdAueB [0 Hadana npoBeneHus
yKa3aHHbIX MeponpusaTUn.

3. WHdopmauua o npoBedeHUN MeponpuSaTUIA, YKasaHHbIX B 4acTu 1 HacTodulen craTtbUl, B CpOK,
YCTaHOBMEHHBIA 4YacTblo 2 HacTosewn cTaTbW, [AoikHa ObiTb HanpaBneHa B dedepanbHbIi  OpraH
NCMOMNHNTESTbHOW BRAcTU, OCYLLECTBNSAOLWNN OYHKLMKN MO KOHTPOSIO 1 HAA30py B chepe 3a4paBoOXpaHeHus, s
nocrnegymoLlero pasmeLleHns ee Ha odomumanbHOM canTe 3Toro opraHa B cetn "UHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATEJNIbCTBA
POCCUNCKON ®EOEPALIUM NMPU OBPALLEHUM NNEKAPCTBEHHbIX CPEACTB
1 BO3MELLEHUE BPEQOA, MPUYUHEHHOIO 3[0JOPOBbLIO NrPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHopaTtenbcTBa Poccuickon ®depepaumm npwm
obpalyeHMn nekapCcTBEHHbIX CPEACTB

1. HapyweHwne 3akoHogaTtenbcTBa Poccunckonn Pepepaumm npy obpalleHun NeKkapCTBEHHbIX CpeacTs
BrneYeT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUUN C 3aKOHOAATENbLCTBOM Poccuiickon Peagepaumn.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

www.consultant.ru CrpaHuua 106 n3 110
HafeXHasa npaBoBas noaaepXxka


consultantplus://offline/ref=1672E4CB31E6D88A505C4D1695FDA2F21DFBD4D9883447B0C2A8DB0828BFFA213FCBB48B484A9DD89CCFF8EEB3E2EF6BA6795E4EBC09A3B8q6X2J
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03
(pen. ot 26.03.2022) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

" " [aTta coxpaHeHus: 24.05.2022
06 obpalLeHn nekapCTBEHHbIX CPeACTB

2. 3a HenpegcTaBneHne NN HECBOEBPEMEHHOE NMpeacTaBreHne nHdopMmaumm u (Mnn) 4OKYMeHTOB NMbo
npeacTaBrneHne HegoCTOBEpPHbIX WHdopmaumm U (MNK)  OOKYMEHTOB, MpPeayCMOTPEHHbIX HacTOSILUM
depepanbHbiM  3aKOHOM, CyObekTbl 0OpalleHUsi NeKapCTBEHHbIX CPEACTB HeCyT OTBETCTBEHHOCTb B
COOTBETCTBUM C 3aKOHOAaTeENbLCTBOM Poccunckon denepaumn.

(vacTb 2 BBegeHa defepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pe. PenepanbHoro 3akoHa ot 04.06.2018
N 140-$3)

Cratba 69. BoamelweHue Bpena, NMPUUYMHEHHOrO 300POBLI0 rpaxaaH BcreAcTBUE MPUMEHEHUs
neKkapcTBeHHbIX NpenapaToB

1. npOVI3BO,D,I/ITeJ'Ib NEKapCTBEHHOIo npenaparta 00si3aH BO3MECTUTb Bpen, ﬂpVI‘-IVIHeHHbIVI 300pOBbIO
rpaxxgaH scrnencrteme npnMeHeHnd nekapcTtBeHHoro npenaparta, eciim JoKka3aHo, 4YTO:

1) nekapcTBEHHbIM npenapat MPUMEHANCA MO Ha3HAYeHW0 B COOTBETCTBMM C  WHCTPYKUMEN MO
NMPUMEHEHMIO NEeKapCTBEHHOro Mpenapata W NpPUYMHOW Bpeda SBWMACS BBOA B rpaxaaHCKMn o6opoT
Hen0bpoKayYeCTBEHHOIO fleKapCTBEHHOIO NpenapaTa;

2) Bpen 300pOBb0 MPUYMHEH BCrEACTBUE HEAOCTOBEPHOWN MHEpOPMALIMK, COAEpXKaLLENCs B MHCTPYKLMM NO
NPUMEHEHMIO NIEKapCTBEHHOTO Npenapara, U3gaHHoW NPoON3BOAMTENEM NIeKapCTBEHHOrO npenapara.

2. B cnyyae, ecnu Bpepn 340POBbI0 rpaxdaH MPUYMHEH BCMEACTBUE MPUMEHEHUS NEeKapCTBEHHOMO
npenapaTta, Npuweawero B HErogHOCTb B pe3yrbTaTe HapylleHus NpaBuil XpaHEHWUs! NTeKapCTBEHHbIX CPeacTB,
npaBui ONTOBOW TOPrOBMW feKapCTBEHHbIMU MpenapaTamMy, OpaBui OTNyCka flekapCTBEHHbIX MpenapaTos,
OpaBuil  W3rOTOBMIEHUS W OTNyCKa feKkapCTBEHHbIX MpenapaToB, BO3MeELleHVWe Bpeda OCyLIeCTBseTcCs
COOTBETCTBEHHO OpraHu3aumert ONTOBOW TOProBfM NEKapCTBEHHbIMW CPeacTBamMu, anTe4YHOW opraHusauunen,
WMHAMBUAOYyanNbHbIM MNpeanpyHUMaTeneM, MMELWMMN NULEH3N0 Ha dapmaueBTUYECKYD OeSATENbHOCTb WK
MLEH3NI0 Ha MEAWUMHCKYI0 [OesATEeNbHOCTb, MEOUUMHCKON OpraHusauven, WMeKLWen JMUEH3NIo Ha
hapmMaLeBTUYECKYHD OeATENbHOCTb (ee 060cobneHHbIM nogpasgeneHnem (ambynatopuen, enbalwepckuMm u
dbenbaLIepcko-akyLepCckMM MNyHKTamn, LeHTpoM (oTaeneHnem) obuwen BpayebHOM (CeMenHOW) npakTuKM),
pacnonoXeHHbIM B CENbCKOM HacCeneHHOM MNyHKTe, B KOTOPOM OTCYTCTBYEeT anTevyHas opraHusauus),
OOMyCTUBLUUMU NPOoAaxy UM OTNYCK Takoro NekapcTBEHHOro npenapara.

(B peq. ®PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

3. BosmelyeHne Bpega, NPUYMHEHHOTO 340POBLK rpaXgaH BCMEACTBME MPUMEHEHMS NEKapCTBEHHbIX
npenapaToB WM COBEpPLUEHUS NPOTUBOMNPABHLIX AEUCTBUMIA CyObekTamMu oOpalleHnsi NekapCTBEHHbLIX CPEeACTB,
OCYLLIEeCTBMSIETCA B COOTBETCTBUM C 3akoHOoAaTenbcTBOM Poccuiickon ®epepauuu.

Mnaea 16. 3AKINIOYUTENBbHbIE NMONOXEHUA

Cratba 70. O NnpuU3HaHUK YTPaTUBLUMMMU CUNY OTAENbHbIX 3aKOHOAATesNIbHbIX aKTOB (MOJIOXEeHUMN
3aKoHopaTenbHbIX akToB) Poccuinckon Peaepaumm

npl/I3HaTb yTpaTuBwnMn cuny:

1) ®epepanbHbin 3akoH oT 22 uioHA 1998 roga N 86-03 "O nekapctBeHHbIX cpeacTtBax” (CobpaHue
3akoHoaaTtenscTBa Poccuiickon ®epepanmm, 1998, N 26, ct. 3006);

2) ®epepanbHbii 3akoH OT 2 sHBapsa 2000 roga N 5-®3 "O BHeCeHWM M3MEHEHUA W OOMOMHEHWA B
depepanbHbii 3akoH "O nekapcTBeHHbIX cpeacTBax” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepauun,
2000, N 2, cT. 126);

3) cratblo 40 depepanvHoro 3akoHa oT 10 aHBaps 2003 roga N 15-®3 "O BHeceHUM WU3MEHEHUI U
OOMONHEHMIA B HEKOTOopble 3akoHodaTenbHble akTbl Poccuiickon @degepaumm B CBS3M C  MPUHATUEM
depepanbHoro 3akoHa "O nuuUeH3MpoBaHUM OTAENbHbIX BUAOB AesTtenbHocTn" (CobpaHue 3akoHopaTenbCcTBa
Poccuiickon ®egepaumm, 2003, N 2, cT. 167);

4) cratbio 31 ®PepepanbHoro 3akoHa oT 30 wmoHsa 2003 roga N 86-®3 "O BHeceHUW U3MEHEHUn U
OOMONTHEHMIN B HEKOTOpble 3akoHodaTenbHble akTbl Poccuiickon ®egepauun, nNpusHaHMM yTpaTUBLLMMU CUNY
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OTAENbHbIX 3aKkoHoAaTenbHbIX akToB Poccuiickon ®denepauun, npenocTaBrneHUM OTAENbHbIX TrapaHTuiA
COTPYAHUKAM OpraHoB BHYTPEHHUX [efl, OpPraHoB MO KOHTPOM 3a O6OPOTOM HAapPKOTUYECKMX CPeacTB U
MCUXOTPOMHBLIX BELIeCTB W YynpasgHsemblx deaepanbHblX OpraHOB HaroroBor MONUUMM B CBSI3U C
OCyLLEeCTBNEHNEM Mep MO COBEPLUEHCTBOBAHMIO rocydapcTBeHHoro ynpasnenuns" (CobpaHue 3akoHogaTenbcTea
Poccuiickon ®epepaumm, 2003, N 27, ct. 2700);

5) cratbio 101 PepepanbHoro 3akoHa oT 22 aerycta 2004 roga N 122-®3 "O BHeCEHMU N3MEHEHWI B
3aKkoHodaTenbHble akTbl  Poccuiickon  degepaumm M MpU3HaAHUKM  yTPATUBLUMMW  CUIY  HEKOTOPbIX
3akoHofdaTenbHbIX aktoB Poccunckon depgepaumm B €BA3N ¢ npuHateMm PepeparnbHbix 3akoHOB "O BHeceHUn
n3MeHeHU n gononHeHun B ®PegepanbHbii 3akoH "O6 06WMX MpUHUMNAX OpraHM3auuM 3akoHogaTemnbHbIX
(npeacTaBUTENbHBIX) WM UCMOMHUTENbHBIX OpPraHoB rocyAapCTBEHHOM Bnactn cybbektoB Poccuinckon
®epepaummn” n "O6 0o6WKMX NpUHUMNAX OpraHM3auum MecTHOro camoynpasneHus B Poccuiickon ®epepaumn”
(CobpaHue 3akoHogaTenbcTBa Poccunckon ®enepaumm, 2004, N 35, ct. 3607);

6) cratbio 28 denepanbHoro 3akoHa ot 18 gekabpst 2006 roga N 231-03 "O BBegeHUN B AEACTBME YACTU
yeTBepTon [paxgaHckoro kopekca Poccunckon ®Pepepauun” (CobpaHue 3akoHogaTenbcTBa Poccuickon
®epnepaumu, 2006, N 52, cT. 5497).

Cratbsa 71. BcTtynneHue B cuny Hactosiwero ®epgepanbHOro 3akoHa
1. Hactosawmn ®egepansHblin 3akoH BCTynaeT B cuny ¢ 1 ceHTsbpa 2010 roaa.

2. JlekapCTBeHHble CpeacTBa, 3aperucTpypoBaHHble [0 [OHA BCTYMNMEeHUs B CUNy HacTodawero
depepanbHOro 3akoHa, MOANeXarT BKIHOYEHWIO B TOCYAApPCTBEHHblE PEECTPbl JEKApCTBEHHbIX CPEACTB C
BHECEHMEM YKa3aHHbIX B 4actm 1 ctatbum 33 Hactosiwero ®PepepanbHOro 3akoHa cBedeHud 06 3Tux
nekapCcTBeHHbIX cpeAcTBax 6e3 NpoxoxaeHns BHOBb NpoLeaypbl rocygapCTBEHHON perncTpaumm nekapcTBeHHbIX
npenapaTos.

3. locypmapctBeHHast perucTpaumsi NeKapCTBEHHbIX MpPenapaToB, 3a WCKYEHMEM NeKapCTBEHHbIX
npenapaToB Anst MeAMUUHCKOro NpMMEHEHMs, MpeacTaBneHHbIX Ha YKasdaHHY peructpaumio 4o AHSA BCTYNNeHus
B cuny Hacrtosiero ®efepanbHOro 3akoHa, OCYLLECTBMSIETCS B COOTBETCTBUM C HacToswmMm PenepanbHbim
3aKOHOM Ha OCHOBaHUWM OOKYMEHTOB W [AaHHbIX, NPEACTaBMEHHbIX OO0 AHA BCTYMMEHUSs B CUMY HacTOSLLEro
denepanbHOro 3akoHa.

(B pea. PegepanbHoro gakoHa ot 11.10.2010 N 271-$3)

3.1. TocygapcTBeHHas peructpauus nekapCTBEHHbIX MpenapaTtoB ANs MeAULUMHCKOro NpUMEHEHUs,
npeacTaBneHHbIX Ha rOCy4apCTBEHHYIO perucrTpaumio OO0 OHS BCTYMNNeHus B cuny Hactosiwero depepanbHoro
3aKOHa, W roCcydapCTBEHHAs perncTpauusi NEeKapCTBEHHbIX NpenapatoB AN MEAMLMHCKOrO MNpUMEHEHMS,
MPeACTaBMNEeHHbIX Ha 3KCMEepPTU3y MeKapCTBEHHbIX CPEeACTB [0 [AHA BCTYMMEHWS B CWMY HacTOSALWEro
depepanbHOro 3akoHa B UensX WX Mocneaylwen rocyqapCTBEHHON pernctpaumu, OCYLLEeCTBISTCS Ha
OCHOBaHMN AOKYMEHTOB WM AaHHbIX, NPeACTaBMNEHHbIX A0 AHS BCTYMNMEHUa B cuny Hactoswero degepanbHOro
3aKoHa, a Takke 3asiBNeHna O rocyapCTBEHHOW perncrpaumm rnekapcTBEHHOro npenapara, nNpeacTaBreHHOro
npouseBoguTenemM nekapcTBEHHbIX NpenapaToB UMM YNOMHOMOYEHHbBIM UM NULOM B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM B YNOMHOMOYEHHbIW heaeparnbHbIii opraH ucnonHuTensHon Bnactn go 1 maprta 2011
roga, 6e3 TpeboBaHMs ynnatbl rocy4apCTBEHHON MOLUMHBI, NPegyCMOTPEHHON 3aKOHOAATEeNbCTBOM Poccumnckon
depepaumm o Hanorax u cbopax.

(vactb 3.1 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.2. MopTBepxaeHWe rocyaapCTBEHHOW perucTpauuy nekapcTBEHHbIX NpenapaTtoB A4S MeOULMHCKOro
NPVYMEHEHWS, NPeACTaBNEHHbIX ANS NOATBEPXOEHMS roCy4apCTBEHHOW perncTpaummn 4o HS BCTYNSIEHWS B CUITY
HacTosiwero ®enepanbHOro 3akoHa, W MOATBEPXKAEHWE TOCyAapCTBEHHOM perncTpauun nekapCTBEHHbIX
npenapaTtoB Ansi MeOULMHCKOrO NMpUMEHEHMS], MPEACTaBNEHHbIX HA KCMepPTU3y NEKAPCTBEHHbIX CPeACTB A0 AHS
BCTYNNeHns B cuny Hactoswero ®egepanbHOro 3akoHa B Uensax Nocregyrowero MnOATBEePXKASHUS KX
rocylapCTBEHHOW perncrpaumm, OCyLLEeCTBMASIOTCA Ha OCHOBaHUWM [OKYMEHTOB W AaHHbIX, NPEeACTaBIEHHbIX 00
OHs1 BCTYMneHuss B cuny HacTosiwero ®PegepanbHOro 3akoHa, a Takke 3asiBIEHUss O MOOTBEPXKOEHWM
rocygapCTBEHHOM  pernmcrpauuMu  fiekapCTBEHHOro  npenaparta,  MNpeAcTaBfeHHOro  MpoOuM3BOAUTENEM
neKapCTBEHHbIX MpenapaToB UMU YNOMHOMOYEHHBIM MM FIMLOM B COOTBETCTBUMM C HacToswmm degepanbHbiv
3aKOHOM B YMOJSTHOMOYEHHLIN dedepanbHbIi OpraH ucnonHuTenoHon Bnactm go 1 mapta 2011 roga, 6es
TpeboBaHuMs ynnatbl rOCy4apCTBEHHOM MOWMAWHBI, NPegyCMOTPEHHOM 3akoHodaTenbCTBOM Poccunckon
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denepaumm o Hanorax u cbopax.
(yactb 3.2 B pea. PenepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.3. MNpuHATHNE pelueHnss 0 BHECEHUN N3MEHEHUIN B AOKYMEHTbI, COAepXalmecs B perMcTpaumoHHOM JOCbe
Ha 3aperncTpuMpoBaHHbIN NeKapCTBEHHbBIN Npenapar Ans MeAULMHCKOro NPUMEHEHUS 1 NpeacTaBeHHble A0 OHS
BCTyNnfneHnss B cuny Hactoswero ®egepanbHOro 3akoHa, M NPUHATUE peLUeHUs O BHECEHUW W3MEHEHUN B
OOKYMEHTbI, coAepalleecs B perMcTpaumMoHHOM AOCbe Ha 3aperMcTpMpoBaHHbIN NekapCTBEHHbIV NpenapaTt Ans
MEONLMHCKOrO NMPUMEHEHWS M NPeACTaBeHHbIe Ha 9KCMepTU3y NeKapCTBEHHbIX CPEACTB A0 OHS BCTYNSIEHUS B
cuny Hactoswero ®degepanbHOrO 3akoHa, OCYLIECTBNSATCA Ha OCHOBaHUM LOKYMEHTOB W [AaHHbIX,
npeacTaBrneHHbIX A0 AHS BCTyNneHus B cuny Hactoswero PefepanbHOro 3akoHa, a Takke 3asiBneHus o
BHECEHUW MW3MEHEHUN B [OOKYMEHTbl, COAepXallMecs B PerucTpauMoHHOM [OCbe Ha 3aperncTpypoBaHHbLIN
neKkapCTBEHHbIN Npenapart AN MeauLUMHCKOro NpMMEHeHNs, NPeACTaBleHHOro Npon3BoAMTeNneM NekapCTBEHHbIX
npenapatoB WAM YMNOSIHOMOYEHHbIM WM fWLOM B COOTBETCTBMM C HacToAwmm ®PegepanbHbIM 3aKOHOM B
YMNOSIHOMOYEHHbIV dbefepanbHbli OpraH ucnonHutenbHon Bnactu go 1 maprta 2011 roga, 6e3 TpeboBaHus
ynnaTbl rocyAapCTBEHHOW NOLLUMMHbI, NPeAyCMOTPEHHOM 3akoHodaTenscTBom Poccuickon ®egepauumn o Hanorax
n cbopax.
(vactb 3.3 B peq. ®enepansHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Bolgava paspelleHnin Ha npoBefeHne KIMHUYECKUX UCCefoBaHUM fieKapCTBEHHbIX NpenapaToB Ans
MeaULUMHCKOro npuMeHeHua no 3asaBieHnam, nogaHHbIM 4O OHA BCTYNNEeHUA B CUIy HacToAlero Cbep,epaanoro
3akOHa, a Takke no 3adaBlieHndaM, nNnogaHHbIM Nnocne AHA BCTynNeHna B CUIly HactosAllero dJe,qepaanoro 3aKOHa
Ha OCHOBaHWW 3KCMEepTM3, MPOBEOEHHbIX A0 [HA BCTYNNEeHWs B cuny Hactosuwero deaepanbHOro 3akoHa,
OCYLLECTBMAETCH B COOTBETCTBUM C HacTosAwmm deagepanbHbiM 3aKOHOM HAa OCHOBaHUWM OOKYMEHTOB U AaHHBbIX,
NpeaCTaBMNEHHbIX UMM MOMYYEHHbIX A0 OHA BCTYNfeHus B cuny Hactodwero ®enepanbHOro 3akoHa, a Takke Ha
OCHOBaHWM KOMWM NpPeABapUTENIbHONO [0roBopa 00S3aTeNbHOro CTPaxOBaHUSA XW3HW, 340POBbSA MaLUEHTOB,
y4vyacTByrOLWKUX B KITMHNYECKOM MUCCieoBaHNKN NEeKapCTBEHHOro npenapara gna meguumHCKoro rnpuMeHeHusa, nnu
Konun pgoroeopa obsa3aTenbHOro CTpaxoBaHUA XXU3HU, 300POBbA NMaLUMEHTOB, y4acCcTBYHOLWKWX B KIUWHUYECKOM
nccrnefoBaHUM NEKapCTBEHHOrO npenaparta ans MeauUMHCKOro MpUMeHeHus, nnbo npeacTaBreHHONW Komnmu
Jorosopa 0683aTeNbHOro CTpaxoBaHuWsl, 3aKMOYEHHOrO B COOTBETCTBMM C TUNOBLIMU NpaBunamv obsisatenbHOro
CTpaxoBaHusl, C yka3aHUeM NpeaenbHOM YNCIIEHHOCTU NaUMEeHTOB, Y4aCTBYOLWUX B KITMHUYECKOM MCCegoBaHnn
neKkapCTBEHHOIO npenaparta Ans MeauUMHCKOro npuMeHeHus, 6e3 TpeboBaHus ynnaTbl rocygapCTBEHHON
MOLLMMHbI, NPeAYCMOTPEHHON 3akoHoAaTeNbCTBOM Poccunckon ®egepaumm o Hanorax u coopax.

(vacTb 3.4 B peq. ®PenepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.5. 3apeructpupoBaHHbIe B MUHOCTPAHHOW BanoTe OO OHS BCTYNNEHMS B cuiy HacTosiwero ®egepanbHoro
3aKoHa npederbHble OTMYCKHbIE LEHbl WMHOCTPaHHbIX MpPOW3BOAUTENEN Ha JieKapCTBEHHbIE npenaparhbl,
BKITHOYEHHblE B [OepeyveHb >XU3HEHHO HeOoOXOAMMbIX W BaXHEMNLWMX FeKapCTBEHHbIX MpenapaToB, nognexar
nepecyety B pybnm no kypcy LleHTpanbHoro 6GaHka Poccunckon ®degepaumm Ha paty, YCTaHOBMEHHYHO
MpaButenbctBoM Poccuiickon ®enepaumnn, 6e3 npeactaBneHnss 3asBieHUss O nepecyeTe LeHbl C BHECEHUEM
COOTBETCTBYIOLUX U3MEHEHUA B rOCYAAPCTBEHHbIA PEeecTp npederibHbIX OTMYCKHbIX LEH MPOM3BOAUTENEN Ha
nekapCTBEHHbIE MpenapaTbl, BKIMYEHHbIE B NEpPEeYEHb XU3HEHHO HEOOXOAMMbBIX U BaOXKHEWMLUNX JTIEKAapCTBEHHbIX
npenaparos.

(yactb 3.5 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3aperncrTpmpoBaHHble 0O OHS BCTYNNEHUs B cuny HacTosiwero ®egepanbHoro 3akoHa npepernbHble
OTMYCKHblE LIEHbl POCCUMACKUX MPOM3BOAMTENEN Ha JeKapCTBEHHbIE MNpenapatbl, BKIOYEHHbIE B MNepeyvYeHb
XXN3HEHHO HEOOXOAMMBIX U BaXKHEWLLMX NEKAPCTBEHHbIX NpenapaTtoB, noanexar uHaekcauumn ¢ 1 Hos6ps 2010
roga mcxogs M3 NPOrHO3MPYyeMoro YpOBHS MHAMAUUKM, YCTaHOBNEHHOro deaepanbHbiM 3aKOHOM OT 2 gekabps
2009 roga N 308-93 "O cenepanbHom brogxeTte Ha 2010 rog 1 Ha nnaHoBbiv nepuof 2011 n 2012 rogos" Ha
2011 rog.

(vacTb 3.6 BBegeHa depepanbHbIM 3akoHoM OT 11.10.2010 N 271-93)

3.7. Tocne 1 mapta 2011 roga He ponyckaroTcsa NMPOU3BOACTBO M BBO3 B Poccuiickyio depepauuto
NeKapCcTBEHHbIX NpenapaToB B yNakoBKax C MapKUPOBKOW, KOTopasa Obina HaHeceHa A0 AHSA BCTYMNeHus B CUmy
HacToswero deagepanbHOro 3akoHa. 1o MCTeYeHMM yKkaszaHHOro Cpoka [aHHble NeKapCTBEHHble npenapaTbl
MOTyT OTNycKaTbCsl, peann3oBbiBaTbCH, NepeaaBaTbCs U NPUMEHATLCA 40 UCTEYEHUSA UX CPOKa rOQHOCTMU.

(B pea. PenepanbHbix 3akoHOB 0T 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93)

4. Co pgHs BCTynneHus B cuny Hactosiwero PepepanbHoro 3akoHa m no 30 anpens 2011 roga
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BKINKOYNTENbHO [O0NYyCKaeTCcAa npoBedeHne J3KCNepTudbl JIeKapCTBEHHbIX CpPeacTB 3KCnepTaMuy 3KCNepTHOro
yypexgeHna 00 npoxoxageHuda MMu atrectauum B nopsaake, yCtaHOBJIEHHOM YNOJITHOMOYEHHbIM cbe,qepaanblm
opraHomMm NCMONHUTENbHON BNacTu.

5. Co pHa BcTynneHus B cuny Hactosiwero ®depepanbHoro 3akoHa u no 31 pekabps 2013 roga
BKITHOYMTENBHO OCYLLECTBMSETCA Nepexod K MPOW3BOACTBY JIEKAPCTBEHHbIX CPEACTB B COOTBETCTBUM C
npaBunaMy opraHusaLmn NPon3BOACTBA U KOHTPOMsi Ka4ecTBa JIeKapCTBEHHbIX CPEeACTB, YKa3aHHbIMU B YacTu 1
ctatb 45 Hactoswero ®egepanbHoro 3akoHa, B nonHoM obbeme. CpokM nepexoga Mpou3BOACTBA
NeKkapCTBEHHbIX CPEeACTB K MX MPOU3BOACTBY B COOTBETCTBMU C KOHKPETHbIMU TpeboBaHUSMU AaHHbIX NpaBun,
BKIHOYAs1 CPOKM aTTecTauum YnoriHOMOYEHHbIX IWL, YKasaHHbIX B 4acTax 6 m 7 cratbm 45 HacToswero
depepanbHOro 3akoHa, yctaHaBnmeatoTcs NMpaButensctBoM Poccunckon ®enepaumn.

6. JInueHanm Ha Npom3BOACTBO fEKapCTBEHHbBIX CPeAcCcTB, BblaaHHble Ao 1 aHBapa 2014 roga, OenUCTBYOT
nocrnie 1 aHBapsa 2014 roga 4o NCTEYEHUS CpoKa UX OENCTBUSI NPU YCINOBMM COOTBETCTBUS NMLIEH3MaTa npasunam
opraHMsaumM Npou3BOACTBA W KOHTPOMSA KayecTBa NEeKapCTBEHHbIX CPeACTB, YKa3aHHbIM B yactu 1 ctatbun 45
HacTosiwero degepanbHOro 3akoHa.

7. ®opmMupoBaHMe TFOCyAapCTBEHHOIO 3aJaHusl Ha MpOBEAEHWe 3IKCMepTu3bl NEKAPCTBEHHbIX CPeacTs
denepanbHOMy roCyAapCTBEHHOMY OHOIKETHOMY YUYPEXOEHU0 MO NPOBEAEHMIO 3KCMEPTU3bl NEKAPCTBEHHbIX
cpeacTs u omHaHcoBOe obecneyeHne BbINOIHEHNSI 3TOrO 3afaHus OCYLLECTBAKTCA B NOpsAAKe, yCTaHOBNEHHOM
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