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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

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 64-93,
oT 14.07.2022 N 311-®3, ot 20.10.2022 N 405-®3, ot 19.12.2022 N 519-3)

naea 1. OBLLUME NMNONOXEHUA
Cratba 1. [pegmeT perynupoBaHnA HacToswero depgepanbHOro 3akoHa

1. Hactoawun depepanbHbIi 3aKOH perynvmpyeT OTHOLUEHUS, BO3HMKalLWue B CBA3W C obpalleHuem -
pa3paboTkol,  OOKMUHUYECKUMMW  UCCMNEAOBaHUSIMM,  KMUHUYECKUMM  UCCNEeOoBaHMsIMK,  SKCMepTU30Wn,
rocygapCTBEHHOM peructpauven, co CcTanHgapTu3auMen K € KOHTPOMEeM  KayecTBa, MpPOU3BOACTBOM,
N3roToBIEHNEM, XpaHeHWeMm, nepeBOo3Kon, BBO3OM B Poccunckyto Pepepauuio, BblBO3OM U3 Poccuinckomn
depepaumm, peknamonr, OTNYCKOM, peanusaumen, nepegaden, NpUMEHEHNEM, YHUUTOXEHNEM JEKapCTBEHHbIX
CpeAacTB.

(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)

2. Hactoawmin ®depepanbHblii 3akOH YCTaHaBNMBAET MPUOPUTET rOCYAAPCTBEHHOTO PeEryrnvMpoBaHus
6e3onacHoCTH, kavyecTBa 1 3PMEKTUBHOCTU NIEKAPCTBEHHbIX CPeACTB Npu Nx obpalLeHnu.
(B peq. PenepanbHoro zakoHa ot 25.06.2012 N 93-03)

Cratbsa 2. Cchepa npumeHeHust Hactosero PenepanbHOro 3akoHa

HacTtoawun <Dep,epaanb||7| 3aKOH TpUMEeHAETCA K OTHOLUEeHUAM, BO3HUKaLWnM 1npu 06pau.|,eHM|/|
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

neKkapCcTBEHHbIX CpeacTB Ha Tepputopun Poccunckon degepaumm.
Cratbsa 3. 3akoHogaTenbCTBO 00 0OpaLLeHun NeKapCTBEHHbIX CPeaAcTB

1. BakoHopgaTenbcTBO 06 ObBpalleHM nekapCTBEHHbIX CPEeACTB COCTOUT M3 Hactoswero degepanbHOro
3aKOHa, Apyrux dpegepanbHbiX 3aKOHOB U MHbIX HOPMAaTKBHbIX MPAaBOBbLIX akToB Poccuiickon ®epnepauun.

1.1. 3akoHogaTtenbCcTBO 006 OOGpalleHnn NeKapCTBEHHbIX CPeACTB B OTHOLUEHUW HOPUOWNYECKMX ML W
MHOUBMAYanbHbIX NpeanpuHMMaTenen, OCYLLECTBASIWNX OeATENbHOCTb Ha TeppuTopuuM MEeXayHapoAHOro
MeOULMHCKOrO Knacrtepa, NpUMeHsieTCa C y4eTOM OCOBEeHHOCTeN, ycTaHoBMeHHbIX PenepanbHbiM 3akoHoMm "O
MEeXOyHapOAHOM MeAWLMHCKOM Krnactepe U BHECEHUUM W3MEHEHWA B OTAEeNbHble 3akoHoAaTeNbHble akTbl
Poccuiickon ®epepaunn'.

(yactb 1.1 BBegeHa PepepanbHbiM 3akoHoM oT 29.06.2015 N 160-93)

2. [Hencteune Hactosiwero PenepanbHOro 3akoHa pacnpocTpaHsaeTcss Ha obpalleHue HapKOTUYECKUX
NeKapCTBEHHbIX CPEACTB M NMCUMXOTPOMHbLIX NEKAPCTBEHHbIX CPEACTB C Yy4ETOM OCOOEHHOCTEN, YCTaHOBIEHHbIX
3akoHoaaTenbCTBOM Poccuiickoit defepaumm o HapKOTUHECKUX CPeAcTBaX, NMCUXOTPOMHbIX BelecTBax n 06 ux
npekypcopax.

3. [Hewncteune HacToswero  degepanbHOro  3akoHa pacnpocTpaHsieTcs Ha  obpalleHne
pagnodapMaLeBTUYECKMX  JIEKApPCTBEHHbIX  CpeacTB € Y4eTOM  OCODEHHOCTEW,  YCTaHOBIEHHbIX
3akoHogatenbcTBoM Poccuiickon ®Pepepaumm B o6ractu obecneveHnsi pagnaumMoHHon 6e30nacHoOCTy.

4. Ecnn mexayHapogHbiM goroBopoM Poccunckon degepaumm yCTaHOBMEHbI MHblIE MpaBuna, YemMm Te,
KOTOpble MNpeaycMOTpeHbl HacTtosawum deageparnbHbIM 3aKOHOM, MPUMEHSAIOTCA MpaBunia MeXayHapoaHOro

aorosopa.

4.1. PelleHnsa MexrocygapCTBEHHbIX OpPraHoB, MPUHATbIE HAa OCHOBaHMM MOJSIOXKEHUA MeXOYHapOOHbIX
poroBopoB Poccunckon ®degepaumm B UX  UCTONKOBaHUKM, npoTuBopevawem KoHctutyummn Poccuiickon
depepaumn, He nognexar wucnonHeHuto B Poccunckon ®Pegepaunun. Takoe nNpoTUBOPEYME MOXKET ObITb
YCTaHOBMEHO B Nopsaake, onpeaeneHHoM defeparnbHbIM KOHCTUTYLIMOHHBIM 3aKOHOM.

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

5. B Poccuinckon ®enepaumm B COOTBETCTBUM C MeXAyHapoAHbIMU JoroBopamu Poccunckon ®epepauum mn
(vnn) Ha ocHOBe MpUHUMMNA B3aMMHOCTU NPU3HAKOTCS pe3yrbTaThl KMMHUYECKUX UCCNEeaoBaHMIN NeKapCTBEHHbIX
npenapaToB AnNs MeOULMHCKOrO NPUMEHEHUs, MNPOBEAEHHbLIX 3a npedenamu TeppuTopumn Poccuinckon
degepauum.

CtaTtbsl 4. OCHOBHbIE MOHATUA, UCNOSNb3yeMble B HacTosieM PegepanbHOM 3aKOHe
Ona uenen HacToswero ®efepanbHOro 3akoOHa UCNONb3YIOTCA CrieAyoLLMe OCHOBHbIE NOHATUS:

1) nekapcTBeHHble cpeacTBa - BeLecTBa WM MX KOMOMHaALMKU, BCTynawolme B KOHTAKT C OpraHM3mMoMm
yerioBeka Unu XMBOTHOMO, NMPOHUKAaIOLME B OpraHbl, TKAHW OpraHn3Ma YerioBeka UM XXMBOTHOFO, MPUMEHSIEMble
Ons NpoUnakTUKK, OUArHOCTUKU (3a WCKIIOYEHMEM BELLECTB UMM MX KOMOWHaLUWUA, HE KOHTAKTUPYIOLLUMX C
OpraHM3MOM YerioBeKka WU  KMBOTHOrO), nedveHus 3abonesaHusi, peabunMTauuKn, [ONS  COXpPaHeHwus,
npegoTepaLLeHns Unu npepbiBaHns 6epeMeHHOCTU U NOoSyYeHHble U3 KPOBW, NMnasMbl KPOBU, U3 OpraHoB, TKkaHew
opraHuama u4erioBeka WNM XMBOTHOIO, PacCTEeHWl, MWUHepanoB MeToAaMW CUHTe3a WNNU C NPUMEHEHUEM
6uonornyecknx TexHonornin. K nekapcTBEHHbIM CPeACTBaM OTHOCATCS apMaueBTMYECKMe cybcTaHumMn u
riekapCTBEeHHbIE Npenaparhl;

2) dapmaueBTnyeckasi cybcTaHUMA - nekapCcTBEHHOe CpPeACcTBO B BMAE OOHOIO WM  HECKONbKMX
obnagatowux apMakoriormyeckon akTUBHOCTLIO [OEWCTBYIOLUMX BELLECTB BHE 3aBUCUMOCTU OT Npupoabl
NMPOUCXOXAEHNS, KOTOpPOe MpefHas3Ha4yeHo Ansi NPOM3BOACTBA, W3rOTOBMEHUS NIEKAPCTBEHHbBIX NPenapaToB U
onpeaensieT ux aheKTUBHOCTD;

(n. 2 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3) BCrNomMoraTternbHble BelWleCTBa - BelleCTBa HEOpraHM4YeckKoro Wi OpraHn4yecKkoro npoucxoxgeHud,
ncnonb3dyemble B npouecce npom3BoAcTBa, M3roToBJSIEHUA JIE€KapCTBEHHbIX npenapatoB A5id npuaaHua UM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

HeobxoaMMbIX CbI/I3VIKO-XI/I MUYECKMNX CBOWCTB;

4) nekapcTBeHHbIe MpenapaTbl - NEKApCTBEHHbIE CPeACTBa B BUAE NEKAPCTBEHHbLIX (hOPM, NPUMEHSEMbIE
Anst NPoUNakTUKK, OUarHOCTUKK, nedveHns 3aborneBaHusi, peabunutaumm, Ans coxpaHeHusl, NpeaoTBpaLleHNs
Unu npepbiBaHNs 6epemMeHHOCTH;

5) nekapcTBeHHasi popma - COCTOSIHME JleKapCTBEHHOro npenaparta, COOTBETCTBYLee crnocobam ero
BBELEHMSA N NpUMeEHEHMs 1 obecneumnsaroLLee JOCTMXEHME Heobxoammoro neyebHoro acpdekTa;

5.1) [O3MpOBKa - COAEPXXAHWE OOHOrO WIN HECKONbKUX [OEWCTBYHOLIMX BELECTB B KONMUYECTBEHHOM
BbIP@XEHUN HA eauHMUY A03bl, NN eanHuLy obbema, UM eavHULY MacCbl B COOTBETCTBMU C JIEKAPCTBEHHOM
dopmon NnBo ANt HEKOTOPbIX BUAOB NEKAPCTBEHHBIX (POPM KONMYECTBO BbICBODOXAAEMOro M3 NeKapCTBEHHOMN
dopMbl AENCTBYIOLLIETO BELLIECTBA 3a e4MHULY BPEMEHMU;

(n. 5.1 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

6) nepeyeHb XU3HEHHO HEOOXOOMMBIX WM BaXXKHEWMLIUX JIEKapCTBEHHbIX MpenapaTtoB - YTBEPXOAeMbI
MpaButenbctBoM Poccuiickon ®Pepepauumnm nepeveHb JeKapCTBEHHbIX MpenapaTtoB  Afi  MeOULMHCKOro
npuMMeHeHus, obecneynBaloWMX NPUOPUTETHbIE MNOTPEOHOCTUM 34pPaBOOXPaHEHWs B LENnAx Mnpodunaktukm u
neyeHuns 3abonesaHui, B TOM Yncne npeobnagatrowmx B CTPyKType 3abonesaeMoctu B Poccunckon egepaumu;
(B pea. ®PenepanbHoro zakoHa ot 13.07.2020 N 206-$3)

6.1) opdaHHble neKapCcTBEHHble MpenapaTbl - JIEKApCTBEHHble Mpenapartbl, NpegHa3Ha4YeHHble
UCKMIOYNTENBHO AMs AWarHOCTMKM UMM NaTOreHeTMYEeCKoro fneyeHus (neyeHusl, HanpasreHHOro Ha MeXaHWu3m
pa3BuTusa 3aboneBaHus) peakux (opdaHHbix) 3abonesaHun;

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

6.2) Buonornyeckme riekapCTBEHHbIE NMpenaparthl - JlekapCTBEHHbIE NMpenapaTbl, 4eNCTBYHOLLEE BELLECTBO
KOTOpPbIX NPON3BEAEHO UIM BbIAENEHO N3 BMOMNOrMYeckoro NCTOYHUKA M AN onpeaeneHns CBOMCTB U KayecTBa
KOTOpbIX Heobxoauma KOMOMHaUUA OMOMOrMYEecKUX U  U3NKO-XMMUYECKMX MeTogoB. K  Guonornvyeckum
NekapCTBEHHbIM MpenapaTtam OTHOCATCS MMMYHOOMONOrnyeckne nekapCcTBEHHbIE Npenaparbl, JIEKAPCTBEHHbIE
npenapaTtbl, NOMyYeHHblE U3 KPOBW, MNa3mMbl KPOBW YENOBEKA W XKMBOTHbLIX (32 UCKIMOYEHUEM LIENBHOW KPOBM),
OMOTEXHONOrMYECKME NekapCTBEHHbIE NpenapaThbl, reHoTepaneBTUYEeCKNE NeKapCTBEHHbIE Npenaparhl;

(n. 6.2 BBegeH PepnepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

7) MMyHoBUMonorMyeckMe nekapcTBeHHbIe nNpenapaTbl - NIeKapCTBEHHblE Npenaparbl, npeaHa3HavYeHHbIe
Anst OpMMPOBAHUSA aKTUBHOIMO WM MacCMBHOTO MMMyHUTETa NMOO AMAarHOCTUKU HanuyMs UMMYHUTETa Wnu
ANarHoCTUKN crneumndnyeckoro NpMobpeTeHHOro M3MeHeHUS MMMYHOSIOMYECKOro OTBETa Ha anneprusmpyowme
BewlectBa. K nMMyHOBMONOrmyecknm nekapcTBeHHbIM npenapatamMm OTHOCATCH BaKLUMHbI, aHATOKCUHbI, TOKCUHbI,
CbIBOPOTKU, MUMMYHOrMOOYVHbI U anneprexsol;
(n. 7 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

7.1) BuoTexHonorvyeckne neKkapcTBeHHble npenapaTtbl - JieKapCTBEHHble npenapatbl, NPOW3BOACTBO
KOTOPbIX OCYLUECTBMAAETCA C WCMOfb30BaHMEM OGWOTEXHOMOrMYECKMX MNpOLECcCcCoB M METOAOB (B TOM uucne
OHK-pekomMBbuHaHTHON  TEXHOMOTUW, TEeXHOMOrMWU  KOHTPONMMPYEMOW  3KCMPEeCcCUMUM TEHOB,  KOAWPYHIOLLMUX
Buonormyeckn akTuBHbIE BENKM B MpoKapuoTax U aykapuoTax, BKIOYas U3MEHEHHbIE KNEeTKU MMeKonuTaloLwmx),
rmépnaoMHOro MeToa U MeToa MOHOKIOHambHbIX aHTUTEN;

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

7.2) reHOTepaneBTUYECKNE NeKapCTBEHHbIE NpenapaThl - TeKapCTBEHHbIE npenaparthbl, hapmaueBTuyeckas
cybCcTaHumusa  KOTOpbIX SABNSETCS PEKOMOWHAHTHOW  HYKNEWHOBOW  KUCNOTOW WNW  BKNoYaeT B cebsd
PEKOMOWHAHTHYIO HYKINEMHOBYIO KMCIOTY, MO3BONSALLYIO OCYLLECTBNATL PErynupoBaHue, penapawuio, 3aMeHy,
pobaBneHve nnu yganeHne reHeTM4ecKon nocneaoBaTenbHOCTY;

(n. 7.2 BBegeH depepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

8) HapkoTuuyeckue nekapCTBEHHble CpeacTBa - IeKapCTBEHHble npenapaTtbl M dapmMaleBTUYeckue
cybcTaHuun, copepxalime HapkoTUYecKue CpefacTBa M BKIOYEHHble B [lepeyeHb HAPKOTUYECKUX CpenacTs,
MCUXOTPOMHLIX BELLECTB U UX NPEKYPCOPOB, Noanexaiimx KoHTponto B Poccunckon defepaumm, B COOTBETCTBUM
C 3akoHogaTenbcTBOM Poccuinckon ®egepauunn, MexayHapoaHeiMy gorosopamu Poccuiickon degepaumum, B TOM
yncne EgmHom koHBeHLMEN O HapKkoTuYecknx cpeacteax 1961 roga;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

9) nCMXOTPOMHbIE JIEKApPCTBEHHbIE CPeACcTBa - JIeKapCTBEHHblEe MpenapaTtbl M apMaueBTU4eckue
cybCcTaHuuK, cogepxallume MNCUXOTPONHbIE BELLEeCTBa M BKIOYEHHble B [lepeyeHb HapKOTUYECKUX CpeacTs,
NMCUXOTPOMHbIX BELLECTB U X MPEKYPCOPOB, noanexalumx koHTponto B Poccuckon ®epepauun, B COOTBETCTBUM
C 3akoHopgaTenbcTBOM Poccuiickon ®enepauun, mexayHapoaHeiMy gorosopamu Poccuiickon depepaumm, B TOM
yncne KoHBeHLMEN O NCUXOTPONHbIX BewecTBax 1971 roga;

10) paguodapmavueBTUYECKME NEKapPCTBEHHbIE CPEACTBA - NeKapCTBEHHbIE CpeacTBa, KOTopble coaepxaT
B rOTOBOM AMS MUCMONb30BaHUA hopmMe OOuH PaguvoHYKNUA UMW HECKONbKO PaguoHYKNUOO0B (pagmoakTUBHBIX
N30TOMnoB);

10.1) opurnHanbHbIN NEKapCTBEHHLIN MpenapaTt - JIeKapCTBEHHbIA MNpenapaT C HOBbIM OEeNCTBYHOLLUM
BELLECTBOM, KOTOPbIN NepBbIM 3aperncTpupoBaH B Poccuiickon degepaumy UnmM B MHOCTPaHHbLIX rocygapcTBax
Ha OCHOBaHWM pe3ynbTaToB [AOKMMHUYECKMX WCCNEeAOBaHUM FeKapCTBEHHbIX CpPeacTB WU KIMHUYECKMX
nccneaoBaHWiA NEKapCTBEHHbIX MpenapaToB, MOATBEPXKAAIOLLNX ero KayecTBo, IPdEKTUBHOCTL U 6e30nacHOCTb;
(n. 10.1 BBegeH ®enepansHbiM 3aKoHOM OT 27.12.2019 N 475-03)

11) pedepeHTHbIN NeKapCTBEHHbIN MpenapaT - NeKapCTBEHHbIM NpenapaTt, KOTOPbIN UCnonb3yeTcs Ans
OLEHKN OWO3KBMBANEHTHOCTU UMM TepaneBTUYECKON SKBUBANEHTHOCTM, KadecTBa, 3(EKTUBHOCTN W
6e30nacHOCTM BOCNPOU3BEAEHHOIO feKapCTBEHHOro npenapata unu  6GuoaHanorosoro  (6uonogobHoro)
nekapcTBeHHOro npenapata (buoaHanora). B kavecTBe pedepeHTHOro neKapcTBEHHOro mnpenapaTta Aans
MEOULMHCKOTO MPUMEHEHUS NCMONb3yeTCsl OPUTMHAINBbHbIV NIEKAPCTBEHHBIN NpenapaT nMbo, ecnu opurMHanbHbIN
NleKapCTBEHHbIN NpenapaTt He 3aperncTpupoBaH UM He Haxoautcsa B obopoTte B Poccuickon depepauum n He
HaxoguTcs B 0DOpOTE B WHOCTPaHHbIX FOCYAapCTBaX, BOCMPOU3BEAEHHLIN FEKApCTBEHHbLIN npenapaTt unm
BuroaHanorosbIvi (6MONOAOGHLIN) NEekapCTBEHHbIN Npenapart (bruoaHarnor), KOTopbIA NepBbiM 3aperncTpupoBaH u3
yncna Haxogswmxcs B obopote B Poccuiickon Pepepauun, OGUMOIKBMBANEHTHOCTb WU TepaneBTUYecKas
3KBUBAIEHTHOCTb, KayecTBO, 3(PEKTUBHOCTL U 0e30MacHOCTb KOTOPOrO OLEHMBANMCb MO OTHOLUEHWUIO K
OpurMHaNbHOMY NEeKapCTBEHHOMY Mnpenapaty, a Takke KayecTBO, 3(pdEeKTUBHOCTb M 6Ge30MacHOCTb KOTOPOro
noaTBepXxaalTcs pesynbTaTamu apmakoHaasopa M NPOBEPOK COOTBETCTBUSA JeKapCTBEHHbLIX CpPeAcCTB,
HaxoOsAWMXCa B rpaxgaHckom o6opoTe, YCTaHOBMEHHbIM TpeboBaHMAM K WX kadecTBy. B kayecTtBe
pedepeHTHOro fNeKapCcTBEHHOrO npenaparta Ans BETEPUHAPHOro NPUMEHEHUs] MCMOMNb3yeTcs NeKapCTBEHHbIN
npenapaT ANg BEeTEpPUHAPHOro MpUMEHEHMUs, 3aperncTpupoBaHHbii B Poccuiickon degepaumm Ha OCHOBaHWUU
pe3ynbTaTtoB AOKMMHUYECKUX WUCCNeaoBaHUM NeKapCTBEHHbIX CpeacTB U KIUHUYECKUX  UccneaoBaHui
nekapCTBEHHbIX NpenapaToB, NOATBEPXKAAOLLMX €ro Ka4ecTBo, 3PEKTUBHOCTEL U 6E30NacHOCTb;

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

12) BOCMpoOM3BEAEHHbIM NEeKApCTBEHHbIN Mpenapat - JeKapCTBEHHbIM npenapat Ang MeauLUMHCKOro
NPUMEHEHUs, KOTOPbIA MMeEEeT 9SKBMBANEHTHbIN pedepeHTHOMY neKapCTBEHHOMY npenapaTy KadyeCTBEHHbIN
COCTaB M KONMYECTBEHHbIV COCTaB AENCTBYIOLUX BELLECTB B 3IKBMBASIEHTHOW IleKapCTBEHHoOW dopme, nubo
neKkapCTBEHHbIN NpenapaT Ans BETEPMHAPHOrO MPUMEHEHUS, KOTOPbIN MMEET TakMe Xe, YTO U pedepeHTHbIN
neKkapCTBEHHbIN npenapaT, Ka4eCTBEHHbIN COCTaB U KONMYECTBEHHbIN COCTaB AENCTBYIOLNX BELLECTB B TakOW Xe
nekapcTtBeHHo  ¢opme, OUOIKBMBANEHTHOCTb WM TepaneBTUYecKas  SKBMBANEHTHOCTb  KOTOPbIX
COOTBETCTBYWOLLEMY pedbepeHTHOMY rnekapCTBEHHOMY npenapaTty noaTBepXAeHa COOTBETCTBYHOLLMMMU
nccnenoBaHUAMN,

(n. 12 B pea. PegepanbHoro 3akoHa oT 27.12.2019 N 475-93)

12.1) TepaneBTUYeCKash SKBMBANEHTHOCTb JI€KAapCTBEHHbIX MpenapaTtoB - AOCTWXKEHWE KIMHUYECKU
COMoCTaBUMbIX TepaneBTuyeckoro adhdekTa u nokasartenen acpdekTMBHOCTM U 6e30nacHOCT NpU NPUMEHEHUU
NeKkapCTBEHHbIX NpenapatoB Ans  MEOWUUMHCKOrO  MPUMEHEHWS, VMelWwux OAHO  MeXAyHapogHoe
HenaTeHTOBaHHOE (MNN XMMUYEeCcKoe, UNW rpynnMpoBOYHOE) HaMMEHOBaHME, B 3KBMBANEHTHbIX JO3MPOBKax Mo
OOHVM WM TEM Xe MoKa3aHUsM K NPYMEHEHWNI0 U Npyu OAMHaKOBOM criocobe BBeAEeHUS Y OOHOW M TOW Xe rpynnbl
OOnbHbIX;

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

12.2) 6wuoaHanoroBein (6nonogobHLIN) nekapCTBEHHbI npenapaT (bwoaHanor) - GuonorMyeckun
NeKapCTBEHHbIN NpenapaT, CX0Xni Mo napameTpam KadecTBa, aphekTMBHOCTM U 6e30MacHOCTH ¢ pedhepeHTHBIM
BuonormyeckMum nekapcTBeHHbIM MpenapaTtoMm B TakoW >Ke fekapCTBEHHOW hopMe U MMEKLUUA UOEHTUYHbIV
cnocob BBeaeHUS;

(n. 12.2 BBegeH PenepansHbiM 3akoHOM OT 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

12.3) B3anmo3aMeHsiEMbIi JNEKapCTBEHHbIA Mpenapat - JeKapCTBEHHbI npenapaT C [oKa3aHHOW
TEepaneBTMYECKOW SKBMBANEHTHOCTBIO MM OMOSKBUBANEHTHOCTLIO B OTHOLLEHUN pedhEPEHTHOMO fIeKapCTBEHHOIO
npenapaTa, MMEKLWMN 3KBMBANEHTHbIE €My Ka4YeCTBEHHbIA COCTaB M KOMUYECTBEHHbIA COCTaB OEMCTBYHOLLUX
BELLECTB, COCTaB BCMOMOraTesnbHbIX BELLECTB, NTeKapCcTBEHHYHO hopMmy 1 cnocob BBeAEHNS;

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

12.4) GMO3KBMBANEHTHOCTb flEKapCTBEHHbIX MpenapaTtoB - AOCTWXEHME COMoCTaBUMbIX MoKasaTernen
CKOPOCTM BCACbIBaHWS, CTEMEHN MNOCTYNNEHNS K MECTY AEWCTBUSA U CKOPOCTU BbiBEAEHUSA OAHOIO UMM HECKOSbKMX
obnagatowmnx apmMakonormyeckon akTUBHOCTbIO AENCTBYIOLMX BELLECTB MPU NPUMEHEHUU NeKapCTBEHHbIX
npenapatoB AnNs MeOWMUMHCKOTO MPUMEHEHUS, MMEeKLWUX OOHO MeXAyHapodHOoe HenaTeHToBaHHoe (unu
XMMUYecKoe, Unu rpynnupoBOYHOE) HaMMeHOBaHWe, B SKBMBANEHTHbIX JO3MPOBKaxX U Npu OAMHAKOBOM crocobe
BBEAEHWS;

(n. 12.4 BBegeH PenepanbHbiM 3akoHOM OT 27.12.2019 N 475-03)

13) nekapcTBEHHOE pacCTUTENbLHOE Chipbe - CBEXWE WNWU BbICYLUEHHbIE pacTeHus nNnbo ux 4acTtu,
ucnonb3yemble AN NPOM3BOACTBA  NEKAPCTBEHHbIX CPEACTB  OpraHu3auusMuM -  Npou3BOAUTENSMM
NEeKapCTBEHHbIX CPEACTB WM M3rOTOBIEHUSI eKapCTBEHHbIX MPenapaToB anTeyHbIMU  OpraHu3auusiMu,
BETEPUHAPHbLIMW anTEYHbIMU OpraHU3auMsaIMN, UHAMBMAYANbHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMMW NIULEH3UIO
Ha hapmaLeBTUYECKYH0 OESTENbHOCTD;

14) nekapCTBEHHbIA pacCTUTENbHBIN MNpenapaTt - feKapCTBEHHbIV MpenapaT, MNpPOU3BEAEHHbIN Unn
N3roTOBMEHHBIN U3 OQHOTO BMAA NIEKAPCTBEHHOIO PacTUTENbHOIO ChiPbS UITM HECKOSBbKMX BUAOB TAKOro Chipbs U
peanuayembiin B pacthacoBaHHOM BUAE BO BTOPUYHOW (NOTPEOUTENBCKON) YNAKOBKE;

15) romeonaTudeckuii nekapCTBEHHbLIN nNpenapaTt - NeKapCTBEHHbIN npenapaTt, NpPOu3BeOEeHHbIA Unu
N3roTOBMEHHBbIN M3 (hbapmaueBTUYECKOM CyOCTaHUumMM unn dapMaueBTUYEeCcKuX CyOCTaHUMA B COOTBETCTBUM C
TpeboBaHnsAMM OOLWMX hapMakonemHblX CTaTen K romeonaTMYecKMM JeKapCTBEHHbIM MpenapataMm unu B
cooTBeTCTBMM C TpeboBaHMAMN hapmakoneun cTpaHbl MPOU3BOAUTENS TAKOrO NEeKapCTBEHHOMO Npenapara;

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

16) mexagyHapodHOe HenaTeHTOBaHHOE HaVMMEHOBaHWE JeKapCTBEHHOIO CpeacTtBa - HaMMEHOBaHMWE
JencTBylollero BellecTBa ¢apMaueBTUYeckon cybcTaHuuKn, pekoMeHAoBaHHOe BcemupHonm opraHusaumen
3[paBOOXPaAHEHNS;

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

17) TOproBoe HauMMeEHOBaHWe NeKapCTBEHHOro CPeAcTBa - HaMMEHOBaHWE NEeKapCTBEHHOro CpeacTBa,
NpUCBOEHHOe ero pa3paboTyvKkoM, [JepXaTenem unuv BragenbueM PerucTpauuoHHOro  yAOCTOBEPEHUS
nekapcTBEHHOro npenapara;

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

17.1) rpynnMpoBOYHOE HaMMEHOBaHME JIEKApCTBEHHOrO Mnpenapata - HaMMeHOBaHWE eKapCTBEHHOMO
npenapaTta, He WMEWLWEro MexXayHapooHOro HenaTeHTOBaHHOTO HaMMEHOBaHUSA, W KOMOGuHauum
NeKapCTBEHHbIX MpenapaToB, UCNOoNb3yemMoe B Liensax obbeanHeHns ux B rpynny nog eavHbiM HaMMeHOBaHWEM
NCX0As U3 O4MHAKOBOro COCTaBa AENCTBYIOLLNX BELLECTB;

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

18) obwasa dapmakoneHas cTaTbss - LOOKYMEHT, YTBEPXOEHHbIA YMNONIHOMOYEHHbIM dedepanbHbIM
OpraHoM WCMONTHUTENbHOW BNAacTu 1 cogepXaliuin nepeyeHb nokasatenen kavyectsa u (MnNn) MeTogoB KOHTPONS
KayecTBa KOHKPETHOW NeKkapCTBEHHOM (pOpMbl, NEKAapCTBEHHOrO  PACTUTENBHOIMO  Cbipbd,  ONWCAHWUA
Buonornyecknx, BUOXMMUYECKMX, MUKPOOUOMNOrMYECKUX, (UINKO-XUMUYECKUX, (UINYECKUX, XUMUYECKUX W
OpYrMx MeTOLOB aHanusa IekapCTBEHHOTO CpPeACcTBa, a Tawkke TpeboBaHMA K MCNONb3yeMbiM B LENsX
NpOBEAEHUS AaHHOMO aHanM3a peakTMBam, TUTPOBAHHLIM PacTBOpaM, MHOUKaTOpaM;

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

19) dapmakonenHasa cTtaTtbsl - AOKYMEHT, YTBEPXKAEHHbIN YNONHOMOYEHHbIM defepanbHbiM OpraHoM
WCMOMHUTENBHOW BRacTU U cogepXalui nepeyeHb MNokasaTenen KadyectBa U METOAOB KOHTPOMsl kayecTBa
NeKkapCTBEHHOIO CPEACTBa;

(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

19.1) cTaHgapTHble 06pasubl - BellecTBa, MOCPEACTBOM CpPaBHEHWS C KOTOPbIMU OCYLLECTBRSIETCS
KOHTPOSb Ka4yecTBa UCCreQyeMbIX NeKapCTBEHHbIX CPeACTB C NMOMOLLBbI (PU3UKO-XMMUYECKUX M BMONOrMYecKmX
METOAOB B LUenNsiXx NoATBEpPXAEHUS COOTBETCTBUS JIEKAPCTBEHHbLIX CPeacTB TpeboBaHUSM HOPMaTUMBHOM
OOKYMeHTaUMuW, yCTaHOBMNEHHbLIM NPU OCYLLECTBIIEHNM FOCYAAaPCTBEHHON PErncTpaLmmn, n KoTopble NPUMEHSIOTCS
Onst KanMbpoBKM CTaHOAPTHbIX 06pasuoB NPOM3BOAUTENS NEKapCTBEHHbIX CPeacTB, MCMonb3yemblX Ans
KOHTPOISi Ka4ecTBa U MHbIX Lienei npyu obpalleHnn NekapCTBEHHbLIX CPEACTB;

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

19.2) chapmakonenHbin cTaHAapTHbIN obpaseL - cTaHAapTHbIN obpasel, NPon3BedeHHbIV B COOTBETCTBUN C
dapmakonenHom cTaTben;
(n. 19.2 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

20) HopmaTMBHas OOKyMEHTauus - OOKYMEHT, COAepXaliuin nepeyvyeHb onpeaensieMbix no pesynbtatam
COOTBETCTBYIOLUMX 3KCMEPTU3 rMokKasaTenen KavyecTBa NEKapCTBEHHOro cpeactBa And  MeOuUMHCKOro
NPUMEHEHWS, MeTOAOB KOHTPONSA ero KayecTBa U YyCTaHOBMEHHbIN ero Npon3BoanTenemM;

21) HOpMaTUBHbLIA [OOKYMEHT - OOKYMEHT, CcodepXallui nepeyeHb onpegensiembix MO pesynbTatam
COOTBETCTBYIOLLMX SKCNEepTM3 Mnokasaternen kadecrsa u (MnNn) METOOOB KOHTPONSA KayecTBa JieKapCTBEHHOW
dopmMbl, onucaHusa Bruonornyeckmx, BUOXMMUYECKUX, MUKPOBUONOTrNMYECKUX, PUNKO-XMMUYECKMX, DU3NYECKUX,
XMMUYECKMX 1 ApYrMX MeToA0B aHanu3a nekapCcTBEHHbIX CPEACTB AN BETEPUHAPHOro NpumMeHeHus, TpeboBaHus
K Mcnosb3yeMbiM B Liensx NpoBedeHns AaHHOro aHanv3a peaktusam, TUTPOBaHHbIM pacTBopaMm, MHAUKaTopam v
YCTaHOBIEHHbIN ero npon3soanTenem;

21.1) OBWNIA TEXHUYECKUA OOKYMEHT - KOMMIEKT AOKYMEHTOB U MaTepuarnoB, COCTOSILLUNA N3 HECKOSbKUX
pas3gernoB - 4OKYMEHTaUun agMUHUCTPATUBHOIO XapakTepa, XMMUYeCKon, hapMaLeBTUHECKON U BMONornyeckon
OOKyMeHTaumu, ¢apMakosiorMyeckon, TOKCUMKOMOrMYECKON [OKYMEHTaUUW, KIMHUYECKOW [OOKYyMEHTauunm U
npeacTaBnsemMbli OAHOBPEMEHHO C 3asiBNIEHNEM O FOCYAapCTBEHHOW perncTpaumm nekapCTBEHHOro npenapara
AN MEeOQUUUHCKOro npuMeHeHnst B dopmaTte, YCTaHOBIIEHHOM YMONIHOMOYEHHbIM beaepanbHbIM  OpraHoM
WCMNOSTHUTENbHOW BNacTw;

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

22) KayeCTBO IEKapCTBEHHOro CpPeAcTBa - COOTBETCTBME IEKapCTBEHHOro cpeactsa TpeboBaHMAM
hapmakonenHon ctaTbum nMBO B cryvyae ee OTCYTCTBUS HOPMAaTUBHOW [OOKYMEHTauuu WM HOPMaTUBHOMO
OOKYMEHTa;

23) Ge3onacHOCTb feKapCTBEHHOro CpeacTBa - XapaKTePUCTMKA NEKapCTBEHHOIO CpeacTBa, OCHOBaHHast
Ha CcpaBHWUTENbHOM aHanuae ero aPEeKTUBHOCTM 1 prcKa NPUYMHEHUS Bpeda 340POBbIO;

24) Sd)d)eKTI/IBHOCTb NNIeKapCTBEHHOro npenaparta - XapakTepuctmuka cteneHu noJIOXKUTENbHOIo BITUAHUA
JIeKapCTBEHHOIo npenaparta Ha Te4deHue, npoaoJPKUTEINTbHOCTb 3aboneBaHns wnu ero npepoTBpaLleHmne,
pea6l/IJ'IVITaLI,VIIO, Ha COXpaHeHue, npegoTepalleHne nnn npepbiBaHne 6epeMeHHOCTM;

25) cepusi NnekapcTBEHHOro cpeacTBa - KOMWYECTBO NeKapCTBEHHOro cpedcTBa, MpousBedeHHoe B
pesyrnbTaTe OQHOro TEXHOMOrMYECKOro LMKMa ero Npou3BoanTenem;

26) permctpaunoHHOe YAOCTOBEPEHUE FIEKAapCTBEHHOro npernapaTa - AOKYMEHT, nogTBepXaarowmn dakr
rocyaapCTBEHHOWN perncTpaumm nekapcTBEHHOro npenapara;

26.1) pepxaTenb wnuM BRagernel perucTpauMoHHOrO YAOCTOBEPEHWS eKkapCTBEHHOro npenaparta -
pa3paboTunK neKkapCTBEHHOro CpeAacTBa, NPOM3BOAMTENb NEeKapCTBEHHbIX CPeACTB WU WHOE lopuanyeckoe
nvuo, obnagaroliee nNpaBoM BNageHWs PerMcTpaumoHHbIM YAOCTOBEPEHMEM, KOTOPblE€ HECYT OTBETCTBEHHOCTb
3a Ka4yecTBOo, 3P PEKTUBHOCTL M 6e30MacHOCTL NekapCTBEHHOrO NpenapaTa;

(n. 26.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

27) perncTpaumoHHbI HOMep - KoJoBoe 0603HaYeHne, NPUCBOEHHOE JIeKapCTBEHHOMY Mpenaparty npu ero
rocy4apCTBEHHON permcTpaumu;

28) obpalleHne nekapCTBEHHbLIX CpeacTB - pa3paboTka, OOKMMHUYECKUE WCCNESOBaHUS, KIMHUYECKUe
NUCCnedoBaHWUsi, 9KCMepTu3a, rocydapCTBEHHAst perucTpauusi, CcTaHgapTusaumMss U KOHTPONb  KadvecTea,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

NMPON3BOACTBO, M3rOTOBMIEHUE, XpPaHEHUE, NepeBo3ka, BBO3 B Poccuiickyto ®epepauuto, BbIBO3 U3 Poccuiickoi
denepaumu, peknama, oTnyck, peanusauusi, nepegada, npUMeHeH1e, YHUUTOXEHNE NEKAPCTBEHHBLIX CPEACTB;
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

29) Cy6'beKTbI o6pau.|,eH|/1;| NeKapCTBEeHHbIX CpeacTB - d)M3I/I‘-IeCKI/Ie ua, B TOM 4Yucne nHamsuagyarbHble
npeanpunHnMmartenu, n npunagndyeckme nuua, ocyuwectendarowme 0edatTernibHOCTb Mnpu o6pau.|,eH|/|V| J1eKapCTBEHHbIX
cpencTs,

30) paspaboTuMk nekapCTBEHHOro cpeacTBa - OpraHusauusi, obnagaiwowas npaBamu Ha pesynbTaThbl
OOKIMUHUYECKUX WUCCIeOBaHUA  NIEKAPCTBEHHOTO CPeacTBa, KIMHUYECKUX WCCRefoBaHUA  NIEKapCTBEHHOIro
npenapara u (Mnun) Ha TEXHONOIMI0 NPOM3BOACTBA NeKapCTBEHHOIO CPEACTBA;

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

31) Nnpon3BOACTBO NEeKapCTBEHHbIX CpencTB - OeATeNlbHOCTb MO NMpOou3BOACTBY J1I€eKapCTBEHHbLIX CpeacTs
opraHm3aunamun - npon3soanTendaMmn nekapCTtBeHHbIX CpeacTB Ha OAHOWN CTaaun, HECKONbKMUX UMK BCEX CTaausx
TEXHOJTON’MYECKOro npouecca, a Takke no XxpaHeHno n peann3daunm npon3BegeHHbIX NeKapCTBEHHbIX CPEACTB,;

31.1) npousBoAcTBEHHas nnowagka - TeppuTopuanbHO 060COBMEHHbIN KOMMMEKC npou3BoauTens
nekapCTBEHHbIX CpeacTB, NpefHasHavYeHHbIN AS BbINOMHEHUS BCEro npouecca Npov3BOACTBa NeKapCTBEHHbIX
CpeacTB UMW ero onpeaeneHHon craguu;

(n. 31.1 BBegeH ®enepansHbiM 3aKoHOM OT 22.12.2014 N 429-03)

32) npou3BoAUTENb JIEKAPCTBEHHBIX CPEACTB - OpraHuM3auusi, OCYLLEeCTBsoWas npoM3BOACTBO
neKkapcTBEHHbIX CPeACTB B COOTBETCTBMM C TpeboBaHnsaMN HacToswero deaepansHOro 3akoHa;

33) dapmaueBTMYeECKas OeATENbHOCTb - AEATENbHOCTb, BKMOYawwas B cebs ONTOBYH TOProBrito
NEKapCTBEHHbIMM CpeacTBaMM, WX XpaHeHWe, NepeBO3Ky U (M) PO3HUYHYIO TOPTrOBMO JIEKAPCTBEHHBLIMU
npenapatamu, B TOM YuCNEe OUCTAHUUOHHBIM CMocoboM, MX OTNYCK, XpaHeHue, MNepeBO3KYy, W3roTOoBMEHWE
nekapcTBEHHbIX NpenapaTos;

(B peq. ®PenepanbHoro zakoHa ot 03.04.2020 N 105-93)

34) opraHusaumsi ONTOBOW TOPrOBMM fE€KapCTBEHHBLIMU CPEACTBAMM - OpraHv3auusi, OCYLLECTBsoLLas
OMTOBYIO TOPrOBMIO NEKAaPCTBEHHLIMMU CPEACTBAMMU, UX XpaHEeHWe, NepeBos3Ky B COOTBETCTBUM C TpeGoBaHuaMMU
HacToswero ®enepansHOro 3aKoHa;

35) anteyHas opraHuMsauusa - opraHusauusi, CTPYKTypHOe nogpasgefieHMe MeOuumMHCKOW opraHusauuu,
OCYLLECTBMAIOWME PO3HUYHYKO TOPrOBMKO JEKApCTBEHHbIMU MpenapaTtamn, B TOM YMCNE AMCTAHLUMOHHBIM
crnocobom, XpaHeHue, NepeBO3Ky, M3rOTOBMEHWE W OTMNYCK JIEKAPCTBEHHbIX MpenapaToB ANs MeOULMHCKOro
NpUMEHEHNs B COOTBETCTBUM C TpeboBaHuaMM HacToswero PegepanbHOro 3akoHa;

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

36) BeTepmHapHas anTeyHas OpraHusaumsl - opraHv3auusi, CTPyKTypHOe MoapasferieHne BeTepuHapHOWN
OopraHuMsaumu, OCYLLUECTBASOWMNE PO3HMYHYIO TOPrOBIK JeKapCTBEHHbIMM MNpenapaTtaMu, B TOM 4ucre
OUCTaHUWOHHBIM CNOocoboM, XpaHeHue, N3roTOBIEHNE N OTMYCK NIeKapCTBEHHbIX NpenapaToB ANs BETePUHapPHOro
NPUMEHeHNs1 B COOTBETCTBUN C TpeboBaHMsMM HacTosiLero PegepanbHOro 3akoHa;

(B peq. ®enepanbHoro zakoHa ot 03.04.2020 N 105-93)

37) hanbcumrumpoBaHHoe nekapcTBEHHOE CPeACTBO - NEeKapCTBEHHOE CPeAcTBO, COMPOBOXAaemoe
NOXHOW MHdOpMaLmen 0 ero coctase U (Mnn) NponssoanTene;

38) HepobOpokayeCcTBEHHOE feKkapCTBEHHOE CPEACTBO - NEKApCTBEHHOE CPEACTBO, HE COOTBETCTBYHOLLEE
TpeboBaHusiM bapMakoneHon cTatbn nmMbO B crydae ee OTCYTCTBUSA TpeOOBaHWSAM HOPMaTUBHOW
OOKyMeHTaunm nnm HopMaTMBHOIO AOKYMEHTA,

39) koHTpadhakTHOEe nekapcTBeHHOe CPedCTBO - NeKapCTBEHHOE CPeAcTBO, Haxopslieecs B oGopoTe C
HapyLleHWeM rpaxaaHCcKoro 3akoHoAaTeNbCTBa;

40) poknMHUYecKoe uccrefoBaHUe IeKapCTBEHHOro cpeactsa - Buonorvyeckme, Mukpobuonornyeckue,
MMMYHONOMMYECKMe, TOKCUKOMNOrMyeckne, dapmakonormdeckme, usnMdeckue, XuMuyeckme U Opyrue
nccneaoBaHUs NeKapcTBEHHOro CPeacTBa MyTeM NMPUMEHEHUs] HayYHbIX MEeTOAOB OLEHOK B LeNnsX NonyyeHus
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

[okKasaTenbCcTB 6e3onacHocTu, KayecTea u Sd)(beKTVIBHOCTI/I JIeKapCTBEHHOIo CpencTBa,;

41) KNMHWYECKoe WCCneaoBaHWe NEeKapCTBEHHOro MnpenapaTa - M3yyYeHue AMarHoCTUYECKUX, NevebHbIX,
npodunakTUYecknx, papmakosiorMyecknx CBOWCTB JiekapCTBEHHOro npenaparta B MPOLEcce ero NpUMeHeHus Yy
YernoBekKa, XXUBOTHOTO, B TOM Yucrle NPOLIeCCOB BCachiBaHUs, pacrpeneneHusl, UISMeHEeHUs1 U BbiBeAEHUS], NyTeM
NMPUMEHEHNS HAy4HbIX METOAOB OLEHOK B LENSX MOMNy4YeHWUsl OokasaTenbCcTB Ge3onacHocTW, kavectBa U
3(h(hEeKTUBHOCTM NEKAPCTBEHHONO MNpenapaTa, AaHHbIX O HeXemnaTerbHbIX Peakuusix OopraHuama YenoBeka,
XMBOTHOFO Ha MPUMEHEHME reKapCTBEHHOro npenapata u o6 addekte ero B3aUMOAENCTBUSI C APYrMMU
NeKkapcTBEeHHbIMM NpenapataMu 1 (Unu) NULLEBLIMU NPOAYKTaMW, KOpMamu;

42) MHOroUEHTPOBOE KIMHMYECKOE WccredoBaHne fekapCcTBEeHHOro mnpenaparta Ans MeavUMHCKOro
NPUMEHEHNs - KIUMHUYECKOe WCCredoBaHWe JeKapCTBEHHOro npenapata Ans MEeAULMHCKOro MpUMEeHEeHMs,
npoBoauMoe pa3paboTyvMKoM JIEKapCTBEHHOrO Mpenapata B ABYX U Goree MeOuUMHCKMX OpraHusaumsix no
€4MHOMY MPOTOKOSY KMMHUYECKOro MCCre0BaHUs NekapcTBeHHOro npenapara;

43) mexayHapoOHOe MHOrOLEHTPOBOE KIMHWYEeCKOoe MWCcriefoBaHUe IeKapCTBEHHOro npenaparta ans
MEAMLMHCKOrO MPUMEHEHNs1 - KIMHUYECKoe WUCcriefoBaHne NeKapCTBEHHOro npenaparta ans MeauMUMHCKOro
NPUMEHeHVsl, NMPOBOAMMOE pa3paboTyYMKOM JieKapCTBEHHOro npenapaTta B PasfiMyHbIX CTpaHax Mo edvHoMy
MPOTOKOSY KMMHUYECKOro UCCreoBaHUs NekapcTBeHHOro npenapara;

44) nocTperucTpaumoHHoe KIMHUYEeCKoe UcCneaoBaHWe nekapCTBEHHOro npenapata Ans MeaULMHCKOro
NMPUMEHEHNSA - KNMHUYECKOE WCCNedoBaHWe feKapCTBEHHOro npenaparta Ans MeAVMUMHCKOro MpUMEHEHUs,
npoBoAMMOEe NPOu3BOAMTENEM fEeKapCTBEHHOro npenapaTta, rpaxaaHCKkuii oBopoT KOTOPOro OCyLLEeCTBNAeTCH
nocrne rocyfapCTBEHHON perucTpauum, B Lensx AOnorHUTEnbHOro cbopa paHHbIX O ero 6e3onacHocTu
3(PPEKTUBHOCTN, paCLUMPEHUS MOKa3aHWM K MPUMEHEHMIO AaHHOro NeKapCTBEHHOro npenaparta, a Takke
BbISIBITIEHWNSI HEXXenaTenNbHbIX peakunii NaumMeHToB Ha ero AencTBue;

45) nccnegoBaHne GMO3KBMBANEHTHOCTM NEKApCTBEHHOro npenapaTta - BUA KNMHUYECKOro MccrnegoBaHns
neKkapcTBEHHOro npenapara, NpoBeAeHNe KOTOPOro OCYLLECTBNAETCA AN onpeAeneHns CKOPoCTU BCachbiBaHUSA U
BblBEAEHUS OAHOIO UNN HECKONbKUX obragaoLimx apmMakonormyeckon akTMBHOCTbIO OENCTBYIOLUNX BELLECTB,
KonuyecTBa feKapCTBEHHOro npenapara, AOCTUralowero CUCTEMHOro KpPOBOTOKA, M pesynbTaTbl KOTOPOro
No3BONAT cAenatb BblBOA O OWOIKBMBANEHTHOCTM BOCMPOM3BEOEHHOrO fekapCTBEHHOro mnpenapaTta B
onpefeneHHbIX fiekapcTBeHHoW dhopMe M A03MPOBKEe, COOTBETCTBYIOLIMX hOpMe M [03MPOBKe pedepeHTHOro
neKkapCcTBEHHOro npenapara;

(n. 45 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

46) nccnepoBaHne TepaneBTUYECKON SKBMBANEHTHOCTM NIEKAPCTBEHHbIX NMpenapaToB - BUA, KITMHUYECKOrO
nccrnegoBaHUSa  NIEKApCTBEHHBIX  MpenapaToB, MNPOBeAEeHMEe KOTOPOro OCYLUECTBMSETCS ANA  BbISBIEHUS
OAMHAKOBLIX CBOWCTB fleKapCTBEHHbIX MpenapaToB OnpeaeneHHON feKkapCTBEHHOW hopMbl, a Takke Hanmyus
OOWHaKoBbIX MoKasaTenen 6e3onacHOCTM W 3IPPEKTUBHOCTM NEKapCTBEHHbIX MpenapaToB, OAWHAKOBbIX
KnHU4ecknx ahpeKkToB Npu Nx npuMeHeHuu;

47) npoTOKON KIMHUYECKOTO WCCNeAoBaHWs feKapCTBEHHOTO npenapata - [OOKYMEHT, B KOTOPOM
onpeaensaloTcs uUenu, <opMbl OpraHvM3auuyM M MeTOAONOorMsl MPOBEAEHUS KIMHUYECKOro UCCredoBaHus,
cTaTUCTMYeckMe MeToabl 06paboTky pe3ynbTaToB Takoro UCCredoBaHus U Mepbl Mo obecrneyeHmio 6esonacHocTU
pM3nNYEcKnX N1u, y4acTBYIOLIMX B KNMMHUYECKOM MCCNeaoBaHUM NekapcTBEHHOro npenapara;

48) 6p0Lmopa nccrniegoesartesid - CBOAHOE W3NOXeHue pe3ynbTaTtoB OOKIMMHUYECKOro uccriegoBaHud
JleKapCTBEHHOro cpeactBa U KIMMHUYEeCKOoro uccrneagoBaHuA JekapCTBeHHOro npenaparta anda mMeguuunHCKoro
NPUMEHEHUA;

49) WHMOPMALMOHHLIA NUCTOK MauueHTa - OOKYMEHT, B KOTOPOM coepxaTcs B AOCTynHowu dopme
CBefieHMsl, KacalwLimecs MpOBOAMMOIO KIIMHWYECKOTO WCCNEeAoBaHWs JIeKapCTBEHHOro MnpenapaTta, M B
nMCbMeHHON dopMe [obpoBOMbHOE corfacMe nauueHTa Ha yyacTe B KIMHUYECKOM  MCCedoBaHuM
nekapCTBEHHOro npenaparta nocrne 03HaKOMITEHUsI C OCOBEHHOCTAMW KITMHUYECKOrO MCCnegoBaHns, UMeLWUumMm
3Ha4YeHWe ANS BblpaXkeHWs Takoro cornacus;

50) noGoyHoe OeicTBME - peakuusi opraHuama, BO3HMKWIAsS B CBS3U C MPUMEHEHUEM JeKapCTBEHHOro
npenaparta B [03axX, PEKOMEHAYEMbIX B MHCTPYKUMWU MO €ro MPUMEHEHWIo, Ansi NPOodUNakTUK1, AMArHOCTUKW,
neveHuns 3abonesaHns UMK Ana peabunutauuu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

50.1) HexenaTenbHas peakuus - HenpegHaMepeHHas HebnaronpuaTHas peakuusi opraHu3ma, KoTopas
MOXeT ObITb CBSi3aHa C NPUMEHEHNEM fiekapCTBEHHOro NpenapaTa;
(n. 50.1 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

51) cepbesHas HexenaTenbHas peakuuMs - HexenaTenbHasd peakuus OpraHusama, CBsi3aHHasd ¢
NMPUMEHeHWeM NeKapCTBEHHOro npenapaTa, npvBedwas K CMepTW, BPOXAEHHbIM aHOManusM Wnu nopokam
pa3BnTMa NUMbo NpeacTaBnsiowas cobon yrposy XusHu, Tpedylowas rocnutanu3aumm unu npymeeaLlas K CTONKOM
yTpaTe TpyAoCnocobHOCTM U (UNN) MHBaNMOHOCTY;

52) HenpeaBuaeHHas HexxenaTenbHas peakuus - HexxenaTerbHas peakuus opraHuaMa, KotTopas cBsidaHa ¢
NMPUMEHEHMEM JIEKAPCTBEHHOTO npenapata B [03ax, PEKOMEHAYEMbIX B MPOTOKOME €ro KIMHWYECKOro
nuccnefoBaHusi, Opolltope uvccregoBaTtensl, WM C NPUMEHEHUEM JEKAPCTBEHHOro npenapata B [03ax,
pekomMmeHagyeMblX B MHCTPYKUMU NO ero npuMeHeHuo ansa I'IpOd.)VIJ'IaKTVIKI/I, ANarHoCTukun, nevyeHumsa 3aboneBaHus
NN MEeaUUMHCKON peabunutaumn naumeHTa, M CYLWHOCTb, TSKECTb WM UCXOn KOTOPOW He COOTBETCTBYET
WMHGOpMaUMM O NeKapCTBEHHOM MpenapaTte, coAepXKalleicsi B NPOTOKOSE €ro KrMHUYECKOro MCCrnenoBaHus,
GpoLuope ccrneaoBaTens UM B MHCTPYKLUMK MO NPUMEHEHMIO NIEKapCTBEHHOTO Npenapara;

(n. 52 B pea. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

52.1) dapmakoHag3op - BuO OEATENbHOCTM MO  MOHUTOPUHIY 3ddeKkTMBHOCTM U ©Ge3onacHocTy
NeKapCTBEHHbIX MpenapaToB, HanpaBIieHHbLIN Ha BLISBIEHWE, OLEHKY W MpedoTBpaLleHue HeXenaTenbHbIX
NocneacTBUA NMPUMEHEHUSA NEKAPCTBEHHbIX NpenapaTos;

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

52.2) nnaH ynpaeneHus puckamum - nogpobHoe onucaHne MeponpuaTUA No  chapmakoHaa3opy,
HanpaBreHHbIX Ha BbISIBNIEHWE, OLEHKY W MpeaoTBpalleHne WM MUHUMU3AUMI0O PUCKOB, CBSI3aHHbLIX C
neKkapcTBEHHbIMM NpenapaTaMu, BKIoYas oLeHKY 3dEKTUBHOCTU AaHHbIX MEPONPUATUN;

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

KoHcynbTaHTlnt0C: npumeYaHue.
C 01.03.2025 B n. 53 cT. 4 BHOCATCA n3MeHeHus (P3 ot 30.12.2021 N 463-P3).

53) peuenTt Ha nekapCTBEHHbIV NpenapaT - MeAULMHCKUA JOKYMEHT YCTaHOBMNEHHON (POPMbI, COAepXKaLLmi
Ha3Ha4YeHWe JIeKkapCTBEHHOro nMpenapata pAns MEeOUUUHCKOrO MNPUMEHEHUs), BblOAHHbIA  MEAULMHCKAM
paboTHMKOM B LIENsiX OTMyCKa JNEKapCTBEHHOro npenaparta WM ero U3roTOBIIEHUA M OTMycka Ha OGymMakHOM
HOCUTENe WNKu C cornacus naumeHTa Unm ero 3akKoHHOro npeacraButens B hopMe 3NEKTPOHHOrO AOKYMEHTa,
noAnncaHHOro C WCMNONb30BaHWEM YCUIIEHHOW KBannuLUMpPOBaAHHOMW SMEKTPOHHOW noanMcn MeauLMHCKOro
paboTHMKa, MO0 JOKYMEHT YCTaHOBMEHHOW (DOPMbI, COAEPXKALLMIA HA3HaYeHWe NeKapCTBEHHOrO npenapara Ans
BETEPVMHAPHOIO MNPUMEHEHWs, BblAaHHbIA crleuuanuctoMm B obnactM BeTepuHapuum B LEensx  oTnycka
NeKkapCTBEHHOro npenaparta Ui ero U3roToBNeHUS 1 OTMyCKa Ha DyMaXxHOM HocuTere;

(B peq. PenepanbHbix 3akoHOB OT 29.07.2017 N 242-03, ot 02.08.2019 N 297-03)

KoHcynbTaHTlnoC: npumeyaHue.
C 01.03.2025 n. 54 cT. 4 nsnaraetcs B HoBou pedakuum (93 ot 30.12.2021 N 463-D3).

54) TpeboBaHVMe MeOMLMHCKOW OpraHu3auuu, BEeTEPUHAPHOW OpraHu3auum - OOKYMEHT YCTaHOBIEHHOW
(POpMBbI, KOTOPLIN BbINMCAH MEOULNHCKMM PabOTHUKOM UIK CNeumManmMcTom B ob6ractv BeTepuHapum, MMeLLMMn
Ha 9TO MNpaBO, W COAEPXUT B MUCbMEHHOW (hOpMEe YyKasaHwe anTeyYHOW OopraHus3auum Wnnm BeTepUHapPHOW
anTeyHon opraHmsaumm o6 OTMycKe NEeKapCTBEHHOro mpenapaTta UM O ero M3roToBneHun M ob oTnycke Ans
obecne4veHuns neyebHoOro npouecca B MeAULIMHCKON opraHu3aLmm, BeTEpMHapHOW opraHm3auuu;

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

55) komnnekcHas oueHKa NeKapCTBEHHOro npernaparta - OUeHKa 3aperMcTpMpoOBaHHONO feKapCTBEHHOMO
npenapaTa, BKMovawwasa B cebsa aHanuid uHgopmaumm O CpPaBHUTENBHOM KIMHUYECKOM 3(EEKTUBHOCTU U
©e30nacHOCTU NekapCTBEHHOMO npenapaTta, OLEHKY 3KOHOMUYECKUX NOCNEeACTBUNA €ro NpUMEHEHUs, U3yyeHune
OOMNOMNHUTENbBHBIX MOCNEACTBUA NPUMEHEHUS NeKapCTBEHHOro npenapata B LUensX MNPUHATUS peLueHnin o
BO3MOXHOCTM BKIIIOYEHUSI NIEKAPCTBEHHOIO MpenapaTta B MNepeYeHb XU3HEHHO HEOOXOOUMBIX U BaXKHEMLLMX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

neKapCTBEHHbIX MpenapaToB, HOPMAaTUBHbIE MPAaBOBbIE aKTbl U WHble OOKYMEHTbI, onpeaensiowmne nopsnok
OKa3aHUsi MeaULMHCKOM NOMOLLM, UM UCKITIOYEHMS M0 U3 yKa3aHHbIX NepeyHsl, akToB U JOKYMEHTOB;
(n. 55 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

56) cuctema MOHWUTOPWHra ABWXEHUS NeKapCTBEHHbIX npenapaTtoB AN MeAWMUUHCKOro MpUMEHEHUs -
denepanbHas rocygapcTBeHHas WHQOPMaLMOHHAsi CUCTEMa MOHWUTOPUHIA [OBWKEHUS  f1eKapCTBEHHbIX
npenapaTtoB AfA MEAMLMUHCKOro NpMMEHEHWs OT NPOM3BOANTENS A0 KOHEYHOro noTpedbutens ¢ Ncnosib3oBaHneM
B OTHOLLEHMW fIeKapCTBEHHbIX NpenapaToB Ans MeAMLMHCKOro NPUMEHEHUs CpeacTB naeHTudmrkaumum.

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

naea 2. MNOJIHOMO4UA ®EQEPAJIbHLIX OPFTAHOB I/ICI'IOJ'IHVITEHbI-JOVI .
BJITIACTU, OPTAHOB MCNOJNHATENTbHOU BNACTU CYBBEKTOB POCCUUCKOU
®EOEPALIUA NMPU OBPALLEHMN NEKAPCTBEHHbIX CPECTB

CtratbAa 5. MonHomouusa cepepanbHbIX OPraHOB WCMNONIHUTENLHOM BRAacTU Npu oGpaleHUmn
nekapcTBeHHbIX CPeAcTB

K nonHomouunsm (bep,epaanblx opraHoB NCMONHNTENBLHON BRNacTu npu o6pau.|,eH|/|V| JIeKapCTBEHHbIX
cpencTB OTHOCATCA:

1) nposegeHne B Poccuickon depepauun eguHON rocygapcTBEHHOM NONUTUMKU B obnacTtn obecnedeHus
nekapcTBeHHbIMY Npenapatamu rpaxaaH B Poccuiickon ®epepauuu;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2) yTBepxgeHue obmnx dapMakonenHblx ctaTen, papmakonerHbIX cTaTer, u3gaHue rocyaapcTBEHHOW
hapmakoneu, co3gaHue u BeaeHve peectpa hapmakonenHblx CTaHAapTHbIX 06pa3yoB;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3) ocyuwecTtBneHve dedepanbHOro [OCYAAPCTBEHHOrO KOHTpOons (Hagsopa) B cdepe obpalleHns
nekapCTBEHHbIX CPeACTB;
(B pea. PenepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, o1 11.06.2021 N 170-93)

4) nUVUEH3MPOBaHWE MPOM3BOACTBA JIEKAPCTBEHHbIX CPeacTB, B ToM uucne dedepanbHbIn
rOCYAapCTBEHHbIA JNMLEH3MOHHBIA KOHTPONb OEeATENIbHOCTM MO MPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB,
nepuoamnyeckoe MNOATBEPXAEHME COOTBETCTBMS JULEH3MaTa, MWMEKLWEero JIMLEH3N0 Ha NpPOU3BOACTBO
NneKkapcTBEHHbIX cpeacts, M ¢dapMaleBTUYECKON AeATEeNbHOCTM B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®epepaunm;

(B peq. ®PenepanbHoro zakoHa ot 11.06.2021 N 170-93)

5) opraHusauuns aKkcnepTm3bl NEKapCTBEHHbIX CPEACTB, 3TUYECKON SKCNepTU3bl BO3MOXHOCTU NPOBEAEHUS
KIMMHNYEeCKOro uccrnenoBaHna rnekapCcTtBeHHOro npenaparta And MeauuuMHCKOro npuMeHeHusa, 3KCnepTusbl
JOKYMEHTOB, NpeAcTaBneHHbIX ANS OnpeaeneHns BO3MOXHOCTU paccMaTpuBaTh NIEKAapCTBEHHbIN NpenapaTt Ans
MEOULMHCKOrO MPUMEHEHUS MPU roCcydapCTBEHHOW perucrTpaumm B KadecTBe OpdaHHOro NeKapCTBEHHOrO
npenapara;

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

5.1) opraHusaums NpoBeAeHUs KOMMEKCHON OLUEHKU NeKapCTBEHHOro npenapaTta B LEenax NpUHATUS
peLleHnii 0 BO3MOXHOCTW BKMIOYEHWS NEKapCTBEHHOro npenapata B OepeyveHb >XWM3HEHHO HeobXoauMMbIX W
Ba)KHENLUUX feKapCTBEHHbIX MpenapaToB, HOPMaTMBHbIE MPAaBOBbIe aKTbl U UHble AOKYMEHTbI, onpegensoLime
MOPSAOK OKa3aHUs MeAMLIMHCKOW NOMOLLM UMM UCKIMIOYEHNS ero U3 yKa3aHHbIX MepeyHsi, akToB U JOKYMEHTOB;

(n. 5.1 BBegeH degepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

6) Bblaoadya paspelleHUn Ha NpPOBedeHUe KIMHUYECKUX WCCReaoBaHUn NeKapCTBEHHbIX MNpenaparos,
BEOEHWE peecTpa BblAAHHLIX pa3pelleHUn Ha MpPOBedeHME KIMHUYECKMX WCCReaoBaHUn NeKapCTBEHHbIX
npenapaTos;

7) rocymapcTBeHHasi permcTpauusi nekapcTBEHHbIX NpenapaToB, BefdeHWe rocydapCTBEHHOro peecTtpa
neKapCcTBEHHbIX CPEaCTB;

8) opraHmsauus u (unu) npoBedeHne NHCNEKTMPOBaHNS CyObeKTOB 0OpalLLeHNst TeKapCTBEHHbIX CPEACTB Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

COOTBETCTBME NpaBuiam Hagnexallen nabopaTtopHoN NpakTUKK, NpaBunam Haanexallen KnmHU4YecKom
NpaKkTUKW, NpaBunam Haanexallen NpakTUKM XpaHeHUs 1 NepeBO3KM NIeKapCTBEHHbIX NpenapaToBs, NpaBunam
Hagnexallen ANCTpubbIOTOPCKON NPaKTUKW, NpaBuiam Hagsiexallen anTedHoN NPaKTUKuy;

(n. 8 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

8.1) opraHusaums n (unun) NnposegeHWe NHCNEKTUPOBaHWS CyObeKTOB 00palleHnst nekapCTBEHHbIX CPeACTB
Ha cooTBeTCTBME TpeboBaHWAM OpaBui Hagnexalle’d NPOM3BOACTBEHHOW NPaKTWMKW, Bbidava 3akiioyeHund o
COOTBETCTBMW NMPON3BOAMTENS NEKapPCTBEHHbIX CpeacTB TpeboBaHVAM nNpasun Hagnexallen Npon3BoACTBEHHON
NpaKkTuKu;
(n. 8.1 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

8.2) yctaHoBneHve nopsaka BedeHus 1 BeAeHne rocyaapCTBEHHOr0 peectpa 3aKto4eHnin 0 COOTBETCTBUM
NMPOVN3BOAMTENS fNleKapCTBEHHbIX CpeacTB TpeboBaHNSAM NpaBun Hagnexallen NPon3BOACTBEHHON NPAKTUKW;
(n. 8.2 BBegeH dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

9) rocymapcTBeHHasi peructpaumsi npeaernbHbIX OTMNYCKHbIX LeH Mpov3BoauUTENEN Ha rnekapCTBEHHble
npenapartbl, BKIMOYEHHbIE B I€PEYEHb XM3HEHHO HEOOXOAMMbBIX U BaXXHEWLUMX NEKapCTBEHHbIX Npenapartos, u
BeOEeHWEe TOCydapCTBEHHOrO peecTpa npefenbHbIX OTMNYCKHbIX LEH MNPOM3BOAWUTENEN Ha JEKAPCTBEHHbIE
npenapartbl, BKIMOYEHHbIE B NepeYeHb XXU3HEHHO HGOGXO,EI,I/IMbIX 1 BaXKHEWLLIKnX J1eKapCTBEHHbIX NnpenapaTos;

(B peq. PenepanbHoro zakoHa ot 06.06.2019 N 134-93)

9.1) cornacoBaHWe MNPOEKTOB PELUEHUIA OPraHoB WCMONHUTENbHON Bractu cybbekToB Poccuiickomn
depepaumm 06 ycTtaHoOBNEHUN U (MNN) U3MEHEHUN NpeneribHbIX pasMepoB OMTOBbIX HaabaBoOK M npeneribHbIX
pa3mepoB pPO3HMYHbIX HaO0aBOK K (PakTUYECKMM OTMYCKHbIM LeHaM, YCTaHOBIEHHbIM NPOU3BOAUNTENSIMU
nekapcTBEHHbIX NpenapaToB, Ha NlekapCTBEHHbIE NpenapaTbl, BKIKOYEHHbIE B MEPEYEHb XXM3HEHHO HEODXOANMbIX
N BaXXHENLUNX NeKapCTBEHHbIX NpenapaTos;

(n. 9.1 BBegeH ®enepanbHbiM 3akoHoM oT 13.07.2015 N 241-03)

10) Bblgava, yCTaHOBMEHME MOpsAKa Bbldayn paspelleHnst Ha BBO3 KOHKPETHOW MapTuMuM fIeKapCTBEHHOro
cpeactea B Poccuiickyto ®egepaumio;
(n. 10 B pea. ®epepanbHoro 3akoHa ot 02.08.2019 N 297-03)

10.1) Bblgaya, yCTaHOBMEHWe nopsigka Bbligadun M OpMbl OOKYMEHTa, KOTOPbIA MOATBEPXAaEeT, 4To
NPOM3BOACTBO JIEKAPCTBEHHOrO npenaparta A MeOULUHCKOrO NPUMEHEHUsT OCYLLIECTBIIEHO B COOTBETCTBUM C
TpeboBaHNAMM NpaBun Haanexallenh nNPOU3BOACTBEHHON MNPaKTUKUW UMW YTO NEKapCTBEHHbIN npenapaT Ans
BETEPMHAPHOIo NpMMEHEHMs onyLieH K obpalleHuto B Poccuiickon ®eagepaunn, U NoanexnT npeacraBneHnto
no TpeboBaHMIO YNONMHOMOYEHHOIO OpraHa CTpaHbl, B KOTOPYI BBO3UTCHA NEKAPCTBEHHbIV Npenapar;

(n. 10.1 BBegeH PepepanbHbiM 3akoHoM oT 22.12.2014 N 429-03; B pen. ®epgepanbHoro gakoHa ot 02.08.2019
N 297-93)

10.2) Bblgava, ycTaHoOBMNEHVE Nopsaaka Bbiaaun 1 opMbl JOKYMEHTA, COAEpKaLLEero CBeAeH s O cTagusx
TEXHOSOrMYEecKoro npouecca npou3BOACTBa NEKapCTBEHHOro CpeAacTBa Ansi MEAUMUMHCKOTO MpPUMEHEHUS,
OCyLLECTBMSAEMbIX HA TeppuTopun EBpasniickoro 3kOHOMMYECKOTO CO33;
(n. 10.2 BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-93, B pea. PenepanbHoro 3akoHa ot 13.07.2015
N 241-$3)

11) cosgaHune COBETOB MO BONPOCaM, CBA3aHHbIM C OOpallleHNeM fiekapCTBEHHbLIX CPEACTB;

12) aTTectaums n cepTudukaumsi cneLmanmcTos;

13) ytpatun cuny c 1 ceHTabps 2013 roga. - PegepanbHbivi 3akoH ot 02.07.2013 N 185-03;

14) ocywecTteneHune hapmakoHag3opa;
(n. 14 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

15) yuactue B MeXayHapo4HOM COTPYAHUYECTBE;
16) nonydeHue no 3anpocaMm YMNONHOMOYEHHOro dedeparibHOro opraHa WCMNOMHUTENbHOW BNactu OT

OpraHoB WCMOSNTHUTENbLHOM BnacTn cybbekToB Poccuiickon depepaumu, a Takke OT CcyObekToB oOpalleHust
NeKapCTBEHHbIX CPeAcTB AN MEeOULMHCKOro MNpPUMMEHEHUs WHopmauuym No BOMpPOCaM YCTaHOBMEHUS WU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

NMPYMEHEHMS LiEH Ha NeKapCTBEHHbIE NpenapaTthl U HagbaBOK K HUM;
17) npymeHeHe Mep OTBETCTBEHHOCTM 3a HapyLLeHMe 3akoHogaTenbcTea Poccunckon ®enepauum;

18) yTBepxaeHve npaBun Hagnexailen nabopaTopHOW NPaKTUKX, OpaBwWl Hagnexallen KIMHUYECKON
NpakTUKW, OpaBuIl Haanexaiwlenh Mpou3BOACTBEHHOW NPaKTUKW, OpaBWUil Haanexalwlen npakTUKU XpaHeHus u
MepeBO3KM JIEKapCTBEHHbIX MNpenapaTtoB, MNpaBwuil  Hagnexawen AOMCTPUOBIOTOPCKON NPaKTWKW, MpaBuIl
Hagnexawlenm anTedyHorW nNpakTUKW, NpaBun  Hagnexalwen npakTukM dapmMakoHaasopa feKkapCTBEHHbIX
npenapaToB AN MeAULUHCKOrO NPUMEHEHUS;

(n. 18 BBegeH PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

19) ycraHoBneHue nopsigka OpMUPOBAHUS PETMCTPALMOHHOIO OOCbEe Ha JFeKapCTBEHHLINM Mpenapart U
TpeboBaHW K JOKYMEHTaM B €ro COCTaBE;
(n. 19 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20) yTBepxaeHve OpaBwuil pauMOHarnbHOro BblibOpa HaVMeHOBaHWWM feKapCTBEHHbIX MpenapaToB ANnd
MEeANLMHCKOrO MPUMEHEHNS;
(n. 20 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21) yTBEpXAEHME NepeyHs HaMMEHOBaHUIN NekapCTBEHHbIX hopM;
(n. 21 BBegeH ®eaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

22) ytpatun cuny ¢ 1 mapta 2020 roga. - PegepanbHbin 3akoH oT 27.12.2019 N 475-93;

23) yTBepxaeHne TpeboBaHWi K MHCTPYKLUK MO MEAULMHCKOMY NMPUMEHEHMWIO NEKAPCTBEHHbIX NpenapaTos
N K MHCTPYKLMW NO BETEPUHAPHOMY NMPUMEHEHWIO NIeKapCTBEHHbIX NpenapaTos;
(n. 23 BBegeH PeaepanbHbIM 3aKkoHOM OT 22.12.2014 N 429-93)

24) NnpuHATHE peLleHniA, ABMSIOLLUXCS OCHOBaHUAMU ANS BKMOYEHUS JOMEHHbIX UMEH U (Mnn) ykasaTernen
CTpaHuL, canToB B MHMOPMAaLUNOHHO-TENEKOMMYHUKAUNOHHOM ceTn "UIHTepHeT", a Takke ceTeBblX aJpecoB B
€AVNHYI0 aBTOMaTU3NPOBAHHYIO WHMOPMAaLMOHHYKD cuctemy "EAMHBIA peecTp OOMEHHbIX WUMEH, yKasaTenen
CTpaHuy, calToB B WH(POPMAaLMOHHO-TENEKOMMYHMKALMOHHON ceTn “"MHTepHeT" ©n ceTeBbIX aapecos,
NO3BOMSAIOWMX MAEHTUDUUMPOBATL CalTbl B  MHAOPMAaLMOHHO-TENEKOMMYHMKAUMOHHOW ceTun "HTepHeT",
cogepxalime nHpopmaumo, pacnpocTpaHeHue kotopon B Poccunckon denepaunn 3anpeLleHo”, B OTHOLLEHUN
MHdOpMaLMK, coaepxallen npeanoXxeHne 0 pO3HMYHOW TOProBre fieKkapCTBEHHbIMW NpenapaTtaMn, B TOM 4Yuchne
ONCTaHUMOHHBIM CMOCOOOM, PO3HWYHAs TOProBrfsl KOTOPbIMW OrpaHMYeHa WNKU 3anpelleHa B COOTBETCTBMM C
HacTosAwmMM PeaepanbHbIM 3aKOHOM, U (MNK) MHCpOPMAaLMK, coaepXKalleln NPpeanoXeHne o PO3HUYHOWM TOProerie
NeKkapcTBEHHbIMM NpenapataMmu, B TOM YMcre AUCTaHUMOHHBLIM CMOCOOOM, NMuaMKn, He MMEKLLMMU NIULIEH3UN 1
paspelleHna Ha OCYLIeCTBMNEeHME TaKoW [AesATEeNbHOCTW, €Cnu MofnydeHue muUEeH3MUM U paspeLleHns
NnpeaycMoTpeHo 3akoHoAaTeNbLCTBOM 06 obpalleHnn NekapCTBEHHLIX CPeACTB;

(n. 24 B pen. ®epepanbHoro 3akoHa ot 03.04.2020 N 105-03)

25) Bblgaya paspelleHun Ha BBOA B rpaXgaHCKUM OOOPOT UMMYHOOMOMOrMYEcKUX JeKapCTBEHHbIX
npenapaTos.
(n. 25 BBegeH PepepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTlnoc: npumeyaHue.

Ct. 5.1 pacnpocTpaHsieTcss Ha MOMHOMOYMS, KOTOpble He nepedaHbl ANA OCYLLECTBMEHUS opraHam
rocynapCTBEHHOW BnactM cyobektoB P® u opraHam MeCTHOrO CamoynpaBfieHUsi COOTBETCTBYHOLLMMU
denepanbHbiMy 3akoHamm (P3 ot 13.07.2015 N 233-03).

Cratbsa 5.1. lMepepaya ocyuecTBNeHUsi NoNHOMouYun deaepanbHbIX OPraHOB MCMONIHUTENbLHON
BNacTu npuv obpaleHMn neKapCcTBEHHbIX CpPeACTB oOpraHamMm WCNONHUTENbHOM BRacTU Cyb6bLeKkToB
Poccumckon depepauum

(BBepeHa ®epepanbHbiv 3akoHoM oT 13.07.2015 N 233-93)

MonHomouusi efepanbHbIX OPraHoB MCMOMHUTENBHON BNAacTy Npu obpalleHnn nekapCcTBEHHbIX CPEaCTB,
npeaycMOTpeHHble HacTosilwum depeparnbHbiM 3aKOHOM, MOMYT NepefaBaTbCs AN OCYLLECTBIIEHUST opraHam
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

ncnonHMTENbHOW Bnactn cybbekToB Poccunckon Pepepaummn noctaHoBreHnsiMy NpaButenbctBa Poccumnckon
depepaummn B nopsigke, yctaHoBreHHOM PegepanbHbIM 3akoHOM OT 6 okTsi6psa 1999 roga N 184-93 "O6 o6wmx
NPUYHUMNax opraHM3auumn 3akoHodaTenbHbIX (MPpeAcTaBUTENbHBIX) Y UCMIONHUTENBbHBIX OPraHoOB rOCy4apCTBEHHOM
BnacTtu cyowekrtoB Poccuiickon deagepaummn”.

Crtatbs 6. lonHOMO4YMA opraHOB UCNOJSIHUTENbHOM BnacTu cy6bekTa Poccuiickon depepaumm npm
obpallueHnn nekapcTBEHHbIX CPeAcTB

K nonHomoumsim opraHoOB MCMOSTHUTENbHOW Bnactu cyobekrta Poccuiickon depepaumm npu obpalleHum
J1eKapCTBEHHbIX CpeaCcTB OTHOCATCA:

1) paspaboTka W peanusauusi perMoHarnbHbIX NporpaMM obecrnieyeHusl HaceneHus NekapCTBEeHHbIMU
npenapartamu;

2) ycraHOBneHue npeaernbHbiX Pa3MepoB OMNTOBbIX HAA0aBOK W MNpedenbHbIX PasMepoB PO3HUYHbIX
HanbaBoK K (haKTUYECKMM OTMYCKHbIM LieHaM, YCTaHOBMEHHbIM NPOM3BOAUTENSIMU NEeKapCTBEHHbIX NpenapaTos,
Ha neKkapCTBEHHble npenapaTtbl, BKIOYEHHbIE B MEPeYeHb >KU3HEHHO HEOOXOAUMBLIX U  BaXHEMLKX
nekapcTBEHHbIX NPenaparos;

3) ocyLlecTBNeHEe pernoHanbHOro rocygapCTBEHHOro KOHTPOMS 3a NPUMEHEHUEM LieH Ha NeKapCTBEHHbIe
npenapartbl, BKMIOYEHHbIE B NEpeyveHb XM3HEHHO HEeOOXOAUMbIX W BaXXHEWLMX NeKapCTBEHHbIX NpenapaTos,
opraHvM3auMsiMy  ONTOBOW  TOProBMW  feKapCTBEHHbIMW  CPeACTBaMM,  anTeYyHbIMM  OpraHu3auusiMu,
WHAMBMAYANbHBIMX NPeAnpUHUMAaTENaMKU, MMEKLWMMUA NUUEH3MI0 Ha dapMaueBTUYecKyl0 AeATenNbHOCTb,
MEOVULUMHCKUMW  OpraHnsaumamun, VMeWUMn fUMUEeH3nlo Ha  apmaueBTUYecKylo OesTenbHOCTb, U KX
obocobneHHbIMM nogpasgeneHnsamu  (ambynatopusamu, penbawepckuMm U penbaepcKo-akyLwepcKuMm
nyHKTaMu, LueHTpamu (oTgeneHusammn) obuien BpadyebHon (CeMenHon) NpakTukn), PacronoXeHHbIMU B CEIbCKMX
HaceneHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble opraHu3aumu,;

(B peq. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, o1 27.12.2019 N 475-93)

4) npuHsaTUe pelleHns ob ncnonb3oBaHUM Ha Tepputopumn cybbekta Poccunckon ®egepauumn Hapsay C
peuenTamMy Ha fekapCTBeHHble npenapaTtbl, OMOPMIEHHbIMU Ha 6ymaxHOM HocuTene, peuenTtoB Ha
nekapcTBeHHble npenaparbl, CPopMUPOBaHHBLIX B DOPME INEKTPOHHbIX JOKYMEHTOB.

(n. 4 BBegeH ®efeparnbHbiM 3akoHOM OT 29.07.2017 N 242-03)

Mnaea 3. FTOCYOAPCTBEHHAA ®APMAKOINEA
Cratbs 7. PazpaboTka u usaaHue rocyaapcrseHHoun cpapmakoneu, pasmelleHne AaHHbIX O Her

1. Tog rocygoapcTBeHHOM dapMakoneen MOHUMAeTCss cBog obwmx dapMakonerHbiXx cTaten wu
drapmaKkonemnHblx cTaTen.

2. Paspabotka obLmx papmakonenHbIx cTaten u hapMakonemnHblx ctater, B TOM yucre dpapmakonemnHblx
cTaten Ha dapmakonenHble cTaHAapTHble o6pasubl, M BKMYEHWEe WX B FOCYAAPCTBEHHYK (hapMakomneto
OCYLLEeCTBMAOTCA B OOpAAKe, YCTAHOBIEHHOM YMONHOMOYEHHbIM heaeparnbHbIM OpraHoOM WCMONHUTENbHON
BMacTu.

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

3. PaspaboTka dapmakonenHon ctaTtb Ha pedepeHTHbIN NeKapCTBEHHbI NpenapaTt U BKIOYEHNE ee B
rocygapCTBEHHY0 hapMakoneto B TEYEHNE CpoKa AEWCTBUS 3aLLMTbI UCKITKOYMTENBHOMO NpaBa, y40CTOBEPEHHOMO
NaTeHTOM Ha pedPepeHTHBIN NEKAPCTBEHHBIN NpenapaT, OCYLLECTBASATCA C corfnacus ero paspaboTyuka.

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

4. l'ocypapcTBeHHasa apmMakonesi usgaetcs ynonHOMOYEHHbIM beaepanbHbiM OpraHoM UCMNOSTHUTENBHOM
BMacTh 3a CYEeT CPeACTB doedepanbHOro GioaKeTa U NoanexuT NepensgaHnsM He pexe YeM OAuH pas B NATb
NeT, B Nepvog Mexay KOTopbIMY U34alTCs NPUNOXEHNsT K ToCyAapCTBEHHOW hapMakonee, cogepxaiue obuime
hapmakonerHble cTatbl u (Mnn) dapmakonerHble CTaTbW, YTBEPXKOEHHbIE MOCE M3OaHUs UK nepevsgaHus
rocygapcTBeHHOM hapmakonen.

5. YnonHomoueHHbli depepanbHbli  OpraH  UCMOMHUTENbHOWM BMAcTM  pasMmelaeT [AaHHble o
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

rocyapCTBeHHON capmakornee M MpUoXeHUsX K HeW Ha cBoeM oduumanbHoMm cante B ceTn "MHTepHeT" B
YCTaHOBMEHHOM UM MOPSAAKE.

Maea 4. TIMLUEH3UPOBAHUE NPOU3BOAOCTBA JIEKAPCTBEHHbLIX CPEOCTB
U ®APMALIEBTUYECKOW AEATENBbHOCTU, TOCYOAPCTBEHHbIA KOHTPOIb
(HAO30P) B COEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pean. PenepanbHoro zakoHa ot 11.06.2021 N 170-®3)

Cratbsa 8. JlnueHanpoBaHMe NpPOU3BOACTBA JIEKAPCTBEHHbLIX CpPeAcTB M papmaueBTUYECKOMN
nesaATenbHOCTU

1. nMLI,eHSMpOBaHMe npon3BoacTBa J1€KapCTBEeHHbIX cpeactB wu cbapmau,eBTquCKoﬁ neAaATenbHOCTU
OCyLLECTBIIAETCA B COOTBETCTBMN C 3aKOHOAATENIbCTBOM Poccuiickon CDep,epau,MVl.

2. ObszaTenbHbIM ycnosmemMm npenoctaBlieHnAaA InUUeH3NMM Ha MNpoun3BOACTBO J1IEKapCTBEHHbIX CpeacTB
ABNAETCA NPUIoOXeHune K 3adaBNeHUK couckatenda nuueH3nn nepedvHa nekapCTBEeHHbIX ¢)OpM n (I/IJ'IVI) BMOOB
q)apmaueBTquCKle Cy6CTaHLI,I/IVI, KOTOpble Npon3BOONTENb NNEKAPCTBEHHbIX CPEACTB HaMepeH Npon3BoOONTb.

3. B cnyyae HeobGXoAMMOCTU pacLUMpEeHNs MPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3a CYeT HOBbIX
NeKkapcTBeHHbIX ¢hopM M BMAOB apmaueBTUYECKMX CyOCTaHUMn NpoM3BOAUTENb JNEKAPCTBEHHbIX CpencTB
JOIMKEeH nodath B JULEH3MPYIOLWMI OpraH 3asiBfieHMe O BHECEHUUM U3MEHEHWA B peecTp JNUUEH3NA Ha
NPOn3BOACTBO fIeKapCTBEHHbIX CPEACTB.

(B peq. PenepanbHbix 3akoHoB oT 02.08.2019 N 297-®3, o1 11.06.2021 N 170-93)

4. JlMueHsnss Ha NpPOM3BOACTBO JI€KAPCTBEHHbLIX cpeacTB (thapMaueBTUYECKOM CcyOCcTaHuMM cnmpTa
3TUMOBOrO (3TaHona) BblAaeTca nNpW  YCOBUW HanMWuua Yy opraHMsauum Ha npaBe COBCTBEHHOCTH,
XO3AACTBEHHOIO BEAEHWS UMW OMnepaTMBHOMO YNpaBrieHWsl OCHOBHOIO TEXHONorM4eckoro obopyaoBaHus Ans
npon3BoACcTBa STUMOBOrO CNMPTa, 3aperucTpypoBaHHOrO B COOTBETCTBUM cO cratben 14.1 PepepanbHoro
3aKoHa OT 22 Hosabps 1995 roga N 171-d3 "O rocygapCTBEHHOM perynupoBaHMM Npou3BOACTBa M obopoTa
3TUNOBOrO CNUPTa, ankorosibHOM 1 cnUpTOocoAepKaLlen NPoayKUuun 1 o6 orpaHu4eHMn notTpebneHus (pacnutns)
arkoronsHoOn npoayKunn®.

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

Ctatbdi 8.1. Oco6GeHHOCTU FNUUEH3UPOBAHUA MNPOU3BOACTBA NEKApPCTBEHHbIX CpPeAacTB
(dbapmaueBTMUYECKOW CyOGCTaHLMM CNMpPTa 3TUNOBOIO (3TaHONa)
(BBegeHa degepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

1. OencrtBue nuueH3UM Ha NPOM3BOACTBO EKapCTBEHHbIX CPeAcTB (dapMaueBTudeckon cybcTaHuum
crnvpTa 3TUMOBOrO (3TaHona) nNpuocTaHaBNMBaEeTCs B 4acTW MpaBa Ha NPOWM3BOACTBO (hapMaLeBTUYECKON
cybcTaHuumM cnupTta 3TUNOBOrO (3TaHoMa) NMUEH3MPYIOLWMM OpPraHoM B Criyyasix, onpefeneHHbix cratben 20
depepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3MpoBaHMM OTAENbHbBIX BUOOB AeATeNbHOCTU", a
TakKe Ha CPOK NPMOCTAHOBIEHNS OENCTBUSA JIMLEH3UN Ha NPOM3BOACTBO 3TUIIOBOMO CNvpTa Ans NPOM3BOACTBA
hapmaueBTUYECKON CyOCTaHUMM cnvpTa STUIOBOrO (3TaHona), BblJAHHOW B COOTBETCTBMM C DepepanbHbIM
3aKkoHOM OT 22 Hos6pst 1995 roga N 171-®3 "O rocymapCTBEHHOM perynupoBaHuMM Npou3BoacTBa M obopoTa
3TWUMOBOrO CNMpTa, ankorofibHOM U CNIMPTOCOAEPXKALLEN NpoAyKuMK 1 06 orpaHuveHnn notpebnexHus (pacnuTms)
arnkoronbHOW NpoayKuun".

2. [enictBne nuueHsMnm Ha MNpPOU3BOACTBO JleKapCTBEHHbIX cpeacTtB (thapmauesBTuyeckon cybctaHumm
cnvpTa 3TUNOBOrO (3TaHomna) B 4acTu npaBa Ha NpoM3BOACTBO (hapMaueBTUYECKOW CyOCcTaHuMu cnupTta
3TUNOBOro (9TaHomna) npekpawlaeTca NUUEH3NPYIOWNMM OpraHoM B cryvasiX, onpefeneHHbix cratben 20
depepanbHoro 3akoHa oT 4 mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUAOB AeATENbHOCTU", a
TaKke ¢ AaTbl NpeKkpalleHns UM aHHyNMpoBaHUs OeNCTBUS NULEH3UN Ha NMPOM3BOACTBO 3TUMOBOMO CnMpTa Ans
npou3BoAcTBa hapmaueBTUYecKonm cybcTaHuum cnvpTa 3TUNOBOrO (3TaHona), BbiAAHHOW B COOTBETCTBMM C
depepanbHbiM 3akoHOM OT 22 Hoa6psa 1995 roga N 171-03 "O rocyaapCTBEHHOM perynMpoBaHum Npon3BoacTBa
n obopoTa 3TUNOBOrO CNUpPTa, ankorofibHOW 1 cnvpTocodepxallen Npoaykuum n o6 orpaHM4eHun noTpebneHns
(pacnuTura) ankoronbHOW NpoayKumn".

CrtaTbsa 9. locyaapcTBeHHbIN KOHTPOMb (Haa3op) B cthepe ob6palleHUs nekapcTBeHHbIX CPeacTB
(B pen. PepepanbHoro 3akoHa ot 11.06.2021 N 170-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

1. TocyoapCTBEHHbIN KOHTPONb (Hag3op) B cdepe obpalleHnst TeKapCTBEHHbIX CPEACTB OCYLLECTBNSAETCA
nocpencteom denepanbHOro rocygapCTBEHHOrO KOHTponda (Hagsopa) B cdepe obpalleHusi nekapCTBEHHbIX
cpeactB u denepanbHOro rocygapCTBEHHOIO JIMLEH3NOHHOrO KOHTPOMsS AEeATENbHOCTM MO NPOU3BOACTBY
NeKapCTBEHHbIX  CPeacTB,  OcyllecTBnsemMblX  degepanbHbiMW  OpraHaMmyv  UCMOMHUTENbHOW  BNacTw,
yrnonHoMoueHHbIMu NpaButenscTBoM Poccuinckon deaepaumu.

2. TlpegmeTom dedepanbHOro rocydapCTBEHHOrO KoHTponsa (Hags3opa) B cdepe obpalleHus
J1eKapCTBEHHbIX CPeACTB ABMAKTCA:

1) cobroaeHne o6sasaTenbHbIX TpeboBaHW B cdhepe obpalleHnst NekapCTBEeHHbIX CPeACTB, B TOM YMCHE:

a) TpeboBaHMIM K AOKMUHUYECKUM UCCIeaoBaHUAM NeKapCTBEHHbIX CPEACTB, KNMHUYECKUM UCCMea0BaHnAM
NeKkapcTBEHHbIX NpenapaTos, U3roTOBMEHUIO, XPaHeHW0, NepeBoske, BBO3y B Poccuiickyio deaepaumio, oTnycky,
peanusauuv, nepegade, npodaxe nNeKapCTBEHHbIX CPeACTB, MNPUMMEHEHUIO NeKapCTBEHHbIX MNpenapaTos,
YHUUTOXEHUIO NEKApCTBEHHbIX CPEACTB, YCTAHOBIEHUIO NMPOU3BOANTENSMUN NEKAPCTBEHHBLIX NpenapaToB LeH Ha
neKkapcTBeHHble npenapaTbl, BKMHOYEHHbIE B NEpeYeHb XU3HEHHO HEOOXOAUMBIX Y BaXKHEMLIMX NEKapCTBEHHbIX
npenaparos;

0) TpeboBaHU K COOTBETCTBMIO JIEKAPCTBEHHbLIX CPEACTB, HaxoOsLMXcs B obpalleHun, nokasaTensim
KayecTBa, 3(pdeKTUBHOCTU M GE30MacHOCTW, YCTAHOBIEHHBIM B COOTBETCTBMM C HacToswmMm PeneparnbHbiM
3aKOHOM,;

B) TpeboBaHui Kk cobnogeHnio cybbektamm obpalleHns NnekapcTBEHHbIX CPeACTB, YKa3aHHbIX B 4Yactu 1
ctatbn 67.1 HacToswero deaepanbHOro 3aKoHa, orpaHNUYeHnn, Hanaraemblx ctaTbsiMu 67.1 1 67.2 HacTosLEero
depnepanbHOro 3akoHa;

2) cobnogeHmne NULEH3NOHHbBIX TpeboBaHMI K OCYLLIECTBIIEHUIO hapMaLLeBTUYECKOM AEATENBHOCTY;

3) cobniogeHne TpebGoBaHUW K NpedocTaBrneHuio cybbekTamy obpalleHusi NeKapCTBEHHbIX CpPeacTs

MHGOPMaLMM O NEKAPCTBEHHBIX CPEACTBaXxX M (MIM) NEKapCTBEHHbIX NpenapaTax, NPeayCMOTPEHHON CTaTbsiMM
9.1, 52.1 n 64 HacTosilero PeagepanbHOro 3akoHa;

KoHcynbTaHTlnt0C: npumeYaHue.
C 01.03.2026 n. 4 4. 2 cT. 9 yTpaumsaeT cuny (93 o1 20.10.2022 N 405-D3).

4) cobntogeHne npeaycMOTPEHHbIX cTaTber 55.1 Hactoswero degepanbHoro 3akoHa TpeboBaHWA K
NMPOBEAEHUIO 3KCMEPMMEHTA MO OCYLLECTBIIEHVNIO PO3HWYHOW TOProBMM fEeKapCTBEHHbIMW Mnpenaparamu Ans
MEOMLMHCKOTO MNPUMEHEHWs, OTMyCKaeMbiMM MO peuenTy Ha JeKapCTBEHHbI Npenapart, AUCTaHLUOHHBLIM
crnocobom.

(n. 4 BBeaeH ®egepansHbiM 3akoHoM oT 20.10.2022 N 405-$3)

3. Mpu ocyulecTBneHnn depepanbHOro rocyaapCTBEHHONO KOHTpons (Hagsopa) B cdepe obpalleHust
NeKapCTBEHHbIX CPeACTB NPOBOAATCS crieaytoLime BUAbl KOHTPOMbHbLIX (HAA30PHbIX) MEepPONpUsTUN:

1) AOKyMeHTapHas NpoBepKa;

2) Bble3gHasl MpOBEpPKa;

3) BbIOOPOYHBIA KOHTPOSb KAaYeCTBa;
4) KOHTpOrbHas 3aKynka;

5) MHCNEKUNOHHBIN BU3WT;

6) HabnogeHne 3a cobniogeHnem  obsAsaTenbHbiX  TpeboBaHW  (MOHUTOPUMHT  Ge3onacHOCTH)
(dbapmakoHagsop).

4. OpraHusaumsa 1 ocyllecTBrieHue eaepanbHOro rocygapCTBEHHOro KOHTpons (Hagsopa) B cdepe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

obpalleHnst NekapCTBEHHbIX CPeACTB perynupytotcs ®eaepanbHbiM 3akoHoM oT 31 mionsa 2020 roga N 248-93
"O rocygapCTBEHHOM KOHTpoOne (Haa3ope) u MyHuumnanbHom KoHTpone B Poccuiickon degepaunmn’.

5. BHennaHoBbIN BbIGOPOYHBIN KOHTPOSb KavyecTBa NMPOBOAUTCA B TOM YMCIE HA OCHOBaHWM MPOrpaMmbl
NPOBEPOK.

6. NnaHoBLIN BbIBOPOYHLIN KOHTPOITb Ka4ecTBa HE NPOBOAMNTCS.

7. Mo pesynbTaTtam BbIOGOPOYHOTO KOHTPOMS KayecTBa Hapsgy C peLleHussMW, NpeayCMOTPEHHLIMM
®epnepanbHbiM 3akoHoM oT 31 wmona 2020 roga N 248-®3 "O rocygapcTBeHHOM KOHTporie (Haasope) wu
MyHUUMNanbHOM KoHTpone B Poccuinckon ®epepauunn”, degepanbHbiMM OpraHaMyv UCMNOMHUTENBHOW BRacTw,
YMOSTHOMOYEHHbLIMU Ha OCYLLECTBIEHNE BbIDOPOYHOrO KOHTPOMS Ka4ecTBa, MPUHUMAIOTCS Criegyolne peLleHns:

1) 0 ganbHenLeM rpaxgaHckoM 06opoTe cepun, NapTUM COOTBETCTBYIOLLENO NeKapCTBEHHOIO cpeacTBa B
cryyae NoATBEPXOEHWSA MO pesynbTaTam MPOBEAEHHbIX WUCMbITaHWA COOTBETCTBUS KayecTBa JlekapCTBEHHOro
CpeAcTBa YCTaHOBIEHHbLIM TPeOOBaHUAM;

2) 06 n3baATMM U3 rpaxkgaHckoro obopoTa cepun, NapTUM COOTBETCTBYIOLLLErO NEKapCTBEHHOIO CpeacTea B
Ccnyyae BbISIBNEHUA NO pes3ynbTaTtaM MNPOBEAEHHbIX WUCMNbITAHUN HECOOTBETCTBUSA KayecTBa NeKapCTBEHHOro
cpencTBa yCTaHOBMEHHbIM TpeboBaHMAM;

3) O nepeBode JEKAPCTBEHHOrO CpeAcTBa Ha MOCEPUNHBIA  BbIOOPOYHBIA  KOHTPOSb KayecTBa
JleKapCTBEeHHbIX CpeacTB B Cllydae NOBTOPHOIo BbiABIIEHNA HECOOTBETCTBUA Ka4deCTBa JIeKapCTBEHHOIo cpeacTtBa
YCTaHOBIEHHbIM TpeboBaHUSM U (MpU HEOOXOAMMOCTM) O MNpoBepke cyObekTa obpalleHusi NeKapCTBEHHbIX
cpenctB. Pacxogpl, cBsid3aHHble C MpoOBeAEHWEM MOCEPUNHOIO BbIOOPOYHOrO KOHTPOSS, OMNfavnBarTCs
npon3BoguTeNemM feKapCTBEHHOTO cpeactsa nmMbo JdepxaTeneM uWnu  BragenbLeM  perMcTpaumoHHOro
yOOCTOBEPEHUS NekapCTBEHHOro npenapara.

8. dJe,qepaanbuZ FOCWJ,apCTBeHHbIﬁ NULEH3NOHHbIN KOHTPOIb OeATeNnbHOCTM NOo Nnpou3BOACTBY
J1eKapCTBEHHbIX CPeacCTB OCYLUECTBIIAETCA B COOTBETCTBUN C 3aKOHO4ATESIbCTBOM Poccunckon d)e,qepau,wm.

Cratbsa 9.1. [porpamma npoBepok
(sBepeHa dPepepanbHbiv 3akoHoMm oT 11.06.2021 N 170-93)

1. B uenax opraHusauun BbIGOPOYHOrO KOHTPONS KavyecTBa IEeKapCTBEHHbIX CPeAcTB dopMupyeTcs
nporpaMma npoBepoK.

2. [Ona uenen peanu3auuMm nporpaMmbl MPOBEPOK MNPOU3BOOUTENUN FEKApCTBEHHbLIX CpeactB U
opraHmsaumu, oCyLLecTBNsALME BBO3 NeKapCTBEHHbIX cpeacTs B Poccuiickyto depepaumio, npegoctaBnsaoT B
OTHOLLUEHMWN NIEKAaPCTBEHHbIX CPeaCcTB AN MeOULMHCKOTO NPUMEHEHMS B YNOSTHOMOYEHHbIV befepanbHbii opraH
NCMNOMHUTENBHOW BMAacTW, OCYLLECTBASIOWMIA (DYHKLMM MO KOHTPOSIO U HaA3opy B cdepe 34paBOOXpPaHEHUS, B
OTHOLLUEHMWN NEKAPCTBEHHBIX CPEeACTB Afsi BETEPUHAPHOIo NPMMEHEHMWS B YNOSTHOMOYEHHbIV ddeeparbHbI opraH
WCMNOSTHUTENBHOW BNAacTW, OCYLECTBNSAOWMA (YHKUUMM MO KOHTPOS M Hag3opy B cdepe obpalweHus
NleKapCTBEeHHbIX CpeAcCTB ANNd BeTepuHapHOro npMMeHeHud, cBefeHua O cepuax, napTuax nekKapCTBEeHHbIX
CpeAcTB, MOCTynawLwmx B rpaxgaHckmi obopot B Poccunckon depepaumm, B nopsgke, coctaBe n obbeme,
YCTaHOBIEHHbIX yKa3aHHbIMU hefepanbHbIMU OpraHaMmy UCMONTHUTENbHOW BNACT B OTHOLLEHMMN NTEKAaPCTBEHHbIX
cpencts Ans MeAMLMHCKOrO MPUMEHEHUS U B OTHOLUEHMU FEeKapCTBEHHbIX CPEeACTB ANsi BeTepMHAapHOro
NMPVYMEHEHNS COOTBETCTBEHHO.

3. Tlporpamma npoBepok dopmMupyeTca Ha KaneHgapHoli rog B cpok go 30 pgekabps roaa,
npeaLwecTByOLLEro rogy NposeaeHns BbIGOPOYHOro KOHTPOSS.

4. B cnyyae HacTynneHust COObITUI, ykasdaHHbIX B nognyHktax "6" u "B" nyHkTa 2 4actm 6 HacTosAwen
cTatbu, egepanbHbiM OPraHoM UCMONHUTENBHON BACTU, OCYLLECTBASAOWMUM (PYHKLMM NO KOHTPOSIO U Haa30py
B cthepe 34paBooxpaHeHus, dheaeparnbHbiM OpraHOM UCMOMHUTENBHOW BNACTU, OCYLLECTBASOWUM YHKUUN NO
KOHTPOMO M Haasopy B cdepe oOpalleHUss NeKapCTBEHHbIX CPeAcTB AN BEeTEPUHAPHOro MpUMEHEHUS, Mpu
HeOoOXO4MMOCTU BHOCATCS COOTBETCTBYIOLLNE U3MEHEHMS B MPOrpamMmmy npoBEPOK.

5. B nporpaMmmMmy nNpoBepOK MOryT BKMOYATLCA MEPONPUSATUSA C Yy4ETOM HapyLUEHWI, BbISBIIEHHbIX B paMKax
KOHTPOMbHbIX (HaA30PHBLIX) MEPONPUATUIA 3a NpeablayLLMn KaneHgapHbIv rog.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

6. MNMporpamma NpoBePOK COAEPKUT:

1) nepeyeHb NEKApCTBEHHbLIX CPeACTB, OTGOP 06pasLoB KOTOPbIX OyAeT OCYLEeCTBMAATLCA B pamMKax
BbIGOPOYHOrO KOHTPONS, (POPMUPYEMbIV C Y4ETOM pe3yrbTaToB rocyapCTBEHHOro KOHTpons (Haasopa) B cdepe
obpalleHns nekapcTBeHHbIX CPEACTB 3a KareHdapHbli rof, NpeawecTByOWNUiA rogy NpoBeaeHUst BbIGopoYHOro
KOHTPOIS;

2) YKa3aHune Ha cobbiTue, HacTynrieHne KOTOporo sABndeTCcA OCHOBaHMEM [ONnA  OcCyLllecCTBl1eHUA
Bbl60p0‘-IHOFO KOHTpONA:

a) nonyyeHne cBedeHW, NPpeacTaBnsieMbIX B COCTaBe M 06beme, YCTaHOBIEHHbIX dheaepanbHbiM OpraHoMm
WCMNOMHUTENBbHOW BacTu, OCYLLECTBSOWMM (DYHKUMM NO KOHTPOM UM Haa3opy B cdepe 30paBOOXPaHEHWs,
denepanbHbiM OpraHOM WCMOMHUTENBHON BriacTW, OCYLLECTBNSAOWMM (PYHKUMM MO KOHTPONIO M Haasopy B
cchepe obpalleHust fekapCTBEHHbIX CPEACTB [AOfsi BETEPUHAPHOrO MNPUMEHEHUSI, O Cepusix, NapTUsX
neKapCTBEHHbIX CPeACTB, MOCTYMaLWMX B rpaxaaHckun obopoT B Poccuiickon ®egepaunn, ykasaHHbIX B MyHKTE
1 HacTosAWwen uYacTu, oOopraHu3auusiMu, OCYLLUECTBMSKWUMM MNPOM3BOACTBO JIEKAPCTBEHHbLIX CPeacTB B
Poccuiickon depepaumm n BBO3 NnekapCTBEHHbIX cpeAcTB B Poccuiickyo denepaumio;

©) nony4eHue nocTtynatllen B Nnopsake, yCTaHOBNEHHOM cTaTbel 64 HacTosiwero ®eaepanbHOro 3akoHa,
MHpopMaumm o NoBOYHbLIX AEWUCTBUSX, HEXeNnaTemNbHbIX peakUuusiX, Cepbe3HbIX HeXenaTeslbHbIX peakumusix,
HENpPeABUAEHHbIX  HEXenaTemnbHbIX  peakuusx Mpu  MNPUMMEHEHUM  JIEKapCTBEHHbIX npenapaTtoB, 00
MHOUBMAYANbHOW HENEepPEeHOCUMOCTM, OTCYTCTBMM 3(PEKTUBHOCTU FEeKapCTBEHHbLIX NpenapaTtoB, a Takke 00
WHbIX dpaKkTax U O0BCToATENbCTBAX, NPEACTaBMAIOWMNX YIPO3Y XMU3HU UK 300POBbLI0 YenoBeka NnMbo XXMBOTHOrO
npyv NPUMEHEHUN NEeKapCTBEHHbIX MpenapaTtoB U BbISIBNEHHbIX Ha BCeX aTanax oOpalleHUss NekapCTBEHHbIX
npenapaToB B Poccuinckon denepaumm n opyrux rocygapcraax;

B) nonyyeHume B cooTBeTcTBUM C DepepanbHbiM 3akoHom oT 31 wona 2020 roga N 248-03 "O
rocyaapCTBEHHOM KOHTpOfe (Hags3ope) M MyHuuuMnanbHOM KoHTporie B Poccuiickon depepaumn” csegeHuin o
NPUYUHEHNM Bpeaa unm o6 yrpose NpUUMHEHNs Bpea >XU3HW, 300POBbI0 rpaXKaaH UM XKUBOTHbIX.

Cratbsa 9.2. NocygapCTBeHHbIA KOHTpOSib (Hag3o0p) 3a peanusauuen opraHaMy MCMOJNIHUTENbLHOW
BrnacTu cy6bektoB Poccumckon Peagepaumm nonHoMoumi B chepe obpalleHUs nekapCTBeHHbIX CPeacTB
ANA MeAULMHCKOro NpUMeHeHus

(sBegeHa dPepepanbHbiM 3akoHoM oT 11.06.2021 N 170-93)

1. FTocyoapCTBEHHBIN KOHTPOMb (HaA30p) 3a peanv3aumelt opraHamn UCNONHUTENbLHOW BNacT cybbekToB
Poccuiickonn ®epepaumm nonHomoumii B cdepe obpalleHusi NeKapCTBEHHbIX CPeACcTB ANl MeaMLMHCKOro
NPUMEHEHNST  OCYLLIECTBISIETCA  yNnonHOMoYeHHbIM [lpaBuTtenbctBom Poccuiickon ®epepauumn  opraHom
NCNOSTHUTENBHOW BNacTu.

2. lNpeoMeToM rocygapCTBEHHOro KOHTponsa (Hagsopa) 3a peanusauven opraHamy UCNONHUTENbHOM
Bnactn cybwektoB Poccuiickon denepauum nonHomounn B cdepe obpalleHns NekapCTBEHHbIX CpeacTB Ans
MEOULMHCKOTO MPUMEHEHMs sBnseTca cobniogeHne YnoSIHOMOYEHHBIMW OpraHamm WCMOMHWUTENBHOW BMAACTy
cybbvektoB Poccuiickon depepaumm MeETOOMKM YCTAHOBMEHMS MNpedeSibHbiX pasMepoB ONTOBbLIX HagbaBoK U
npedenbHbIX pPasMepoB PO3HUYHLIX HaA0aBOK K (pakTUYECKMM  OTMYCKHbIM  LieHaMm, YCTaHOBMNEHHbIM
Npon3BoOaUTENSAMU NEKapCTBEHHbIX MpenapaTtoB, Ha NEeKapCTBEHHbIE npenapaThl, BKIIOYEHHble B MNepeyeHb
XN3HEHHO HEODXOAMMbIX U BaXKHENLUMNX NIEKapCTBEHHLIX NPenapaTos.

3. [llpu ocywecTBneHnn rocyaapCTBEHHOrO KOHTpoNnsd (Hagsopa) 3a peanusauuert  opraHamm
ncnonHuTenbHOW BracTn cybbekTos Poccunckon egepaumm nonHoMo4uummn B cpepe obpalleHms nekapcTBeHHbIX
cpencTs Ans MegUUUHCKOro NPUMEHEHUS NPOBOAATCS crneayowmne Buasl MeponpuaTun:

1) AOKYMeHTapHble NPOBEPKM;

2) Bble3Hble NPOBEPKU.

4. OpraHusaums u ocyLlecTBneHne rocygapCTBEHHOro KOHTpons (Hagsopa) 3a peanusauven opraHamu

ncnonHuTenbHOW Briactn cyobekToB Poccunckon Pegepaumm nonHoMo4mmn B cpepe obpalleHms nekapcTBeHHbIX
cpeacTs Ans MeAMUUHCKOro npumeHeHus perynupytotca depepanbHbiM 3akoHOM oT 6 okTabpsa 1999 roga N
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

184-0®3 "O6 o6wmx MpuHUMNaxX oOpraHu3aumMM 3akoHoOaTernbHbIX (NPEeACTaBUTENbHBLIX) U UCTMOMHUTENBHbIX
OpraHoB rocyapCTBEHHOW BnacTun cybbekTtoB Poccuiickon ®egepaunn’.

5. MNonoxeHve O rocygapCcTBEHHOM KOHTpone (Hagsope) 3a peanusauuen opraHamv UCMNOMNHUTENbHOWN
Bnactn cybwektoB Poccuiickon ®eaepauum NonHomounn B cdepe obpalleHUsi nekapCTBEHHbIX CpeacTB Ans
MeaMLMHCKOro npuMeHeHus yteepxaaetca Npasutensctsom Poccuiickon denepaumu.

Ctratba 9.3. PerMoHanbHbIM roCyAapCTBeHHbIM KOHTPOSib (Hag3op) 3a NMPUMEHeHWeM LeH Ha
nekapcTBeHHble npenapaTtbl, BKMIOYEHHble B MNepevYeHb XWU3HEHHO HeoOXOAUMbLIX U BaXKHEWULUUX
nekapcTBeHHbIX NpenapaToB

(BBegeHa degepanbHbiM 3akoHOM oT 11.06.2021 N 170-03)

1. PervioHanbHbIi TOCYAapCTBEHHbIN KOHTPOMNb (HaA30p) 3a MNPUMEHEeHWeM LeH Ha NeKapCTBEHHble
npenapartbl, BK/OYEHHbIE B NepeyveHb XM3HEHHO HEeOOXOAUMbIX W BaXKHEWLUMX NeKapCTBEHHbLIX npenapaTos,
OCYLLECTBMAETCH OpraHoM WCMONHUTENbHOM Bnactn cybbekta Poccuinckon ®epepauunn, ynornHOMOYEHHbIM
BbICLUMM MCMOMNHUTENbHLIM OPraHOM rocyaapCTBEHHOW BriacTn cybbekta Poccuinckon Pegepaumm.

2. TlNpeomMeToM pervoHanbHOro FOCYAAapPCTBEHHOMO KOHTPONs (Haasopa) 3a MpPUMEHEHVMEM LEH Ha
rieKapCTBEeHHbIe MpenapaTbl, BKMOYEHHbIE B NEpPeYeHb KM3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUNX NeKapCTBEHHbIX
npenapaTtoB, siBRAsieTcs cobnogeHne opraHuMsauusiMM OMNTOBOWM TOPFOBMW  NEKAPCTBEHHbIMKM  CpeacTBaMMu,
anTevyHbiMu opraHmn3aunamm, nHanengyanbHbIMU npeanpuHnmaTtenamu, nMvernwnmmmn MUEeH3unto Ha
hapMaLeBTMYECKYD  OEATENbHOCTb,  MEOUUMHCKMMW  OpraHu3auusimn,  UMEeLWMMM  JIULEH3NK  Ha
dapmaueBTUYECKYl0 — OesiTeNbHOCTb, W UX  060COGNEHHbIMM  nogpasgeneHusMu  (ambynaTopusiMu,
denbawepckuMm 1 enbalepcKko-akyLLEPCKMMM NYHKTaMK, LeHTpamu (oTaeneHusimn) oblien BpavebHon
(cemeliHoM) NpaKkTUKKN), PacroNOXEHHBIMWU B CENbCKUX HACEMNEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHusauum, Npu peanusauun nekapcTBEHHbIX NpenapaToB TpeboBaHU K NPUMEHEHWIO LieH, YPOBEHb KOTOPbIX
He OOJNKeH npeBbilaTb CyMMY q.)aKTI/I‘-IeCKOﬁ OTI'IyCKHOI7I LieHbl, yCTaHOBJ'IeHHOVI npoun3ssoguTenem nekapCTtBeHHbIX
npenapaToB, WU KOTOpble HE MNPEBbLIWAT 3aperMcTpMpPOBaHHbIX NpedernbHbIX OTMYCKHbIX LEH, U pasMepoB
ONTOBbIX HagbaBoOK U (MNM) pa3MepoB PO3HUYHLIX HaaGaBOK, He MPEeBbILLALIMX COOTBETCTBEHHO pPasMepoB
npedenbHbIX ONTOBbIX HagGaBoK M (MNM) pasMepPoB MPeAEeribHbIX PO3HWYHbIX HafabaBOK, YCTAHOBMEHHbLIX B
cybbekTe Poccuiickon ®epepauun.

3. OpraHusaumss ©“ OCYLLECTBMEHUE pernoHanbHOro rocyfapCTBEHHOro KOHTpons (Hagsopa) 3a
NPMMEHEHWEM LEH Ha mNeKapCTBEHHble MNpenaparbl, BKIKOYEHHbIE B MNepeyeHb XU3HEHHO HeobXoaMMbIX U
BaXKHeEMLINX NeKapCTBEHHbIX npenapartos, perynupytotca PegepansHbiM 3akoHoMm oT 31 uona 2020 roga N
248-93 "O rocygapcTBeHHOM KOHTpore (Hag3ope) 1 MyHUumnanbHOM KoHTporne B Poccuiickon degepaummn”.

4. [NonoxeHwe O pervoHanbHOM rOCyNapCTBEHHOM KOHTpone (Hagsope) 3a NpUMEHEHMeM LeH Ha
nekapCTBEHHbIE MpenapaTbl, BKIMOYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLLNX JTEKAapCTBEHHbIX
npenapaToB, YTBEPXKOAAETCA BbICLUIMM WUCMOMHUTENbHBIM OpraHoM T[OCY4apCTBEHHOW Bnactm cybbekta
Poccuiickon depepauum.

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

1. ®depepanbHbIl  rOCYyAapCTBEHHbIA  JIMLEH3NOHHBIM  KOHTPOSIb  AEATENbHOCTUM MO MPOU3BOACTBY
NEKapCTBEHHbIX  CPeACTB  OcCyllecTBndAeTcs  pedeparnbHbIMM  OpraHamu  UCMOMHUTENbHOW  BNacTw,
yrnofnHoMo4eHHbIMK [NpaButenscTBoM Poccuinckon depepaumm.

2. ®depepanbHbll  TOCYAAPCTBEHHbLIA  MIMLEH3NOHHBIA  KOHTPOSMb  OEATENbHOCTM MO  MPOU3BOACTBY
NEeKapCTBEHHbIX CPeACTB OCYLLECTBMSAETCS B COOTBETCTBUM ¢ PepepanbHbiM 3akoHoMm oT 4 masa 2011 roga N
99-03 "O nuueH3npoBaHMK OTAENbHbLIX BUAOB AesTenbHocTn" n degepanbHbiM 3akoHom oT 31 utona 2020 roga
N 248-®3 "O rocygapcTBeHHOM KOHTposne (Haasope) u MyHuuunansHoM koHTpone B Poccuiickon ®epepaunn”. B
pamkax egepanbHOro rocyaapCTBEHHOMO MULEH3MOHHOIO KOHTPONs OeATenbHOCTM MO  MNpOU3BOACTBY
NeKapCTBEHHbIX CPEACTB MNITAHOBbIE KOHTPOSbHblE (HAA30pHbLIE) MEPONPUATUSE HE MPOBOAATCH, MpU 3TOM
NpoBOAMTCS MEPUOAMYECKOE MNOATBEPXKAEHWE COOTBETCTBUS IMLEH3MATOB JMUEH3NOHHbIM TpeboBaHusM B
cootBeTcTBMM ¢ PenepanbHbiM 3akoHoMm oT 4 Mas 2011 roga N 99-03 "O nuueH3npoBaHUN OTAENbHbLIX BUOOB
nestenbHocTn".
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

Mnaea 5. PASPABOTKA, JOKNMHUYECKUE UCCIIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXXE KITMHWYECKUE NCCITEQOBAHUA
NEKAPCTBEHHbIX MPENAPATOB ONA BETEPUHAPHOIO NMPUMEHEHUA

Crtatbsa 10. Pa3paboTka nekapcTBeHHbIX CPeaAcTB

1. Pa3paboTka nekapCTBEHHbIX CPEeACTB BKIOYaeT B cebst MOUCK HOBbIX (hapMaKONOrM4yeckn akTUBHbIX
BELLECTB, Mocrefylee U3yvyeHne ux rekapCTBEHHbIX CBOWCTB, OOKIMMHUYECKME WCCMefoBaHus, pas3paboTky
TEXHOMOrMM Npom3soacTea hapmaLeBTUYECKNX CyOCTaHLMI, pa3paboTKy COCTABOB M TEXHOMOMMIA NPOM3BOACTBA
neKapCcTBEHHbIX NpenapaTos.

2. dnHaHcoBOoe 06ecneveHne pa3paboTky NeKapCTBEHHbLIX CPEACTB OCYLLECTBMNAETCSA 3a CYET:
1) cpenctB chenepansHOro GrooKeTa;
2) cpeacTB pa3paboTyMKOB flekapCTBEHHbIX CPeACTB;

3) cpedcTe npousBoAWTENEN NEKAPCTBEHHbLIX CPEACTB MPU BbINOMHEHUN Hay4YHO-UCCNenoBaTeNbCKuUX
paboT Mo [O0roBopy Mexay paspaboTyMKOM reKapCTBEeHHbIX CPeACTB W NpousBoaUTENEM eKapCTBEeHHbIX
CpeqacTs;

4) nHbIX He 3anpeLLeHHbIX 3akoHoAdaTenbcTBOM Poccuiickon degepaLmm MCTOYHNKOB.
3. MNpaBa paspaboTumka NnekapcTBEHHOro CPeACcTBa OXPaHAKTCS rpaX4aHCKMM 3aKkoHOAATENbCTBOM.

Cratba 11. [JoKknuMHMYECKOe wuccrneaoBaHue NeKkapcTtBeHHOro cpeancrtBa AnAd MeguUUUHCKOro
NnPUMeHeHusA

1. [JoknnHM4Yeckoe 1ccregoBaHue nekapcTBEHHOIo CpeacTBa aAns MeauLMHCKOro NPMMEHEHUS NPOBOAMNTCS
nyTeM NPUMEHEHUS] HayYHbIX METOOOB OLIEHOK B LIENSAX MofydYeHns OokasatenbcTB 6e3omnacHOCTW, kayecTBa U
3 HEKTMBHOCTU NTEKAPCTBEHHOIO CPeACTBa.

2. [JoKNMHU4YecKoe nccrnegoBaHne NekapCTBEHHOIO CPeACTBa A1 MeAULMHCKOrO NPUMEHEHUSI NPOBOAUTCS
B COOTBETCTBMM C MpaBuramMu Haanexailen nabopaTopHOM NPakTUKKW, YTBEPXOEHHLIMWU YMONMHOMOYEHHBLIM
denepanbHbIM OpraHoM UCMONMHUTENbHONM BNacTu.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3. ﬂ,]‘lﬂ opraHuzaumm un npoeeneHna OOKINMMHUYECKOro uccnenoBaHuUa InekapCTBeHHOro cpeactea Aand
MeOULMHCKOro NPUMeHeHNs pa3paboTynKkm NeKapCTBEHHbIX cpencTs MoryT npuenekaTb
Hay4YHO-MCCneaoBaTeNnbCkMe opraHnsaunm, obpasoBaTenbHble OpraHM3aumny Bbiclero obpasoBaHus, UMeloLmne
HeobXoaMMYylo MaTepuanbHO-TEXHUYECKY0 6a3y M KBanMULUMPOBaHHLIX CMELNanMCTOB B COOTBETCTBYHOLLEW
obnacTtu nccnegoBaHus.

(B peq. PepnepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loknnHn4yeckoe nccnegoBaHme JNIEKapCTBEHHOIo cpeacTtea ana MmeamumHCKoOro npuMmeHeHuna npoBognTcA
no yTBepXaeHHOMY pa3p860T‘-II/IKOM NekapCTBeHHOro cpeactea niaHy C BeeHnemM npoTokofia 3TOoro
ncenegoBaHNAa UM CoCtaBlieHMEM OT4YeTa, B KOTOPOM coAepxaTCcda pes3ynbTaTbl 3TOM0 uUccrnegoBaHnda W
3akKnw4yeHne O BO3MOXHOCTU npoBeAeHUA KIMHUYECKOro wuccnenoBaHuA JeKapCTBeHHOro npenapata nnda
MeaUUMHCKOro npuMeHeHus.

5. MNpoBeaeHue NpoBepok cobnogeHns npasuil Haanexatilen nadbopaTopHOW NPaKTUKN 1 MPaBOBLIX HOPM
NCNONb30BaHUSA XMBOTHBLIX MNPV MNPOBEAEHUU OOKIMHUYECKUX WCCIEeLOBaHUA IEKapCTBEHHbIX CPeacTB Ans
MEOMWLMHCKOrO MPUMEHEHUST OCYLLECTBMNSAETCS YMNONTHOMOYEHHBIM dheaepanbHbiM OpraHOM  MCMOMHUTENbHOM
BracTu.

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

6. PesynbTaTbl [OKNMMHMYECKOTO WCCNEAOBaHUS JEKapCTBEHHOTO CpeAacTBa Ans  MEeAULMHCKOro
NpUMeHeHns1 MoryT GbiTb NpeAcTaBeHbl B YNONIHOMOYEHHbIN dheaeparnbHblii OpraH UCTMONMHWUTENbHON BRacTu B
yCTaHOBIIEHHOM MOpPsiAKE B LENsIX rocyAapCTBEHHOW perncTpaumm rekapcTBeHHOro npenapara.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

Ctatba 12. [JoKnNUHMYECKOe WUCCriefOBaHMe JlieKapCTBEHHOro CcpeacTBa WM KIMUMHU4YecKoe
uccrnegoBaHMe NIeKapCTBEHHOMO nNpenaparta Ansa BeTepuHapHOro NpuMeHeHus

1. JoknuHu4yeckoe UccregoBaHUE FeKapCTBEHHOrO CpeacTBa ANl BETEPUHAPHOMO  NMPUMEHEHWS
NPOBOAUTCSA MyTEM MPUMEHEHMUST HAay4YHbIX METOAOB OLEHOK B LIEMNsIX NOMyYeHusl fokasaTenscTB 6e3onacHocTw,
kayecTBa M 3(PEKTUBHOCTU NEKAPCTBEHHOTO CPEACTBA, B TOM YMCMe ONpeferieHnsl cpoka ero BblBeAEeHWUs U3
opraHuama >XWBOTHOTO, B Lensx obecneyeHusi 6e30nacHOCTU NPOAYKLUM XUBOTHOIO MPOUCXOXAEHMS mnocre
NpYMEeHeHNs COOTBETCTBYHOLLErO NekapCTBEHHOro npenapara.

2. [oknuHuyeckoe uccrefoBaHWe NEKapCTBEHHOro cpeactBa W KNMHMYECKOE — MccrnefoBaHue
nekapCTBEHHOrO npenapara Ansi BeTepMHApPHOro NpMMEHEHWSs, uccrnegoBaHme OMO3KBMBANEHTHOCTM yKa3aHHOMo
NeKapCTBEHHOIO Mpenapata NpoBOAATCS B COOTBETCTBMM C [paBunamul, yTBEPXAEHHBIMU YMOSTHOMOYEHHbIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOM BacTu.

3. [oknuHuuyeckoe uWccnedoBaHWe TeKapCTBEHHOro CpeacTBa W KMMHMYECKoe — uMccriegoBaHue
NeKkapcTBEHHOro npenapaTa Ans BeTepyHapHOro NnpuMeHeHnst NPoBOASATCA MO YTBEPXKOEHHOMY paspaboTyMKoMm
NeKapCcTBEHHOro cpeacTsa MraHy C BeAeHWeM MPOTOKONOB 3TWMX UCCIedoBaHWiA U COCTaBlEeHMEM OTYETOB, B
KOTOPbIX coaepaTcs pe3ysibTaTbl 3TUX UCCIIEeA0BaHWA.

4. [Ona opraHusauumM U nNpoBedeHVs [AOKMMHMYECKOro WCCNedoBaHUs NeKapCTBEHHOro cpeacTea U
KMMHUYECKOrO UCCIedoBaHUsl eKapCTBEHHOro npenapaTa Ans BeTepUHApPHOro MNpUMeHeHWUs pa3paboTyuuk
NeKapCTBEHHOro cpeacTea MOXeT npuenekaTb opraHusaumu, nMetone Heobxoaumyto
mMaTtepuanbHO-TEXHUYECKYl0 6a3y U  KBanuUUMPOBAHHLIX CMELManucToB B COOTBETCTBYHLLEN obnacTu
nccrnenoBaHus.

5. KnuHudeckne wnccnenoBaHus NeKapCTBEHHbIX nMpenapatoB Afd BeTepuHapHOro npuMeHeHua
NpoBOAATCA B BETEPUHAPHbLIX OpraHn3aunax N B OpraHn3aumax, oCyLlecTBrAowmnx passeaeHume, sobipalliuBaHne 1
cogepxaHune XXMBOTHbIX, B LenAx:

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

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

3) ycTaHoBneHns 6esonacHocTN U 3PEKTMBHOCTU NeKapCTBEHHOro npenapara, npegHasHadyeHHoro Ans
neyeHuss onpedenieHHbIXx 3aboneBaHuii KMBOTHbIX, UM 3MEKTUBHOCTM IEKApCTBEHHOIO MNpenapaTta ans
NpOgUaKTKM 3ab0neBaHunii 300POBbIX KUBOTHBIX;

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

6. KnuHuyeckoe uccrieqoBaHMe NeKapCTBEHHOrO Mpenapata AN BEeTEePUHApPHOro  MPUMEHeHUs
OCYLLIECTBNSAETCA 3a CHET CPEACTB paspaboTyvka NekapcTBEHHOro cpeacTBa.

7. OTyeTbl O pesynbTaTax AOKIMHUYECKOTO WCCIeOOoBaHWsA JEKapCTBEHHOTO CpPeAcTBa M KIMHUYECKOro
nccrnenoBaHUs NEKapCTBEHHOTO MpenapaTta Ans BeTepMHApHOTo MPUMEHEHMUs COCTaBsloTCA pa3paboTynkoM
NEeKapCTBEHHOro CpPeacTBa C Y4eTOM 3akMoYeHW opraHusauuii, NPUHMMAaBLUMX y4YacTMe B OpraHu3auun u
NpoBeaeHUN 3TUX UCCIeaoBaHWIA.

8. KoHTpomnb 3a npoBegeHMEM AOKIMHUYECKUX WCCNEAOBAHMUA 1eKapCTBEHHbIX CPEACTB M KITMHUYECKUX
nccrnedoBaHWM  NEKapCTBEHHbIX — MpenapaToB  Ansl  BeTepMHapHOro  MPUMEHEHMsI  OCYLLEecTBrsieTCs
YNOMHOMOYEHHBLIM heaeparnbHbIM OPraHoM UCMOMHUTENLHOW BMACTHU.

asa 6. OCYLWWECTBJIEHUE FOCYOAPCTBEHHOW PETUCTPALIUN
NEKAPCTBEHHbIX MPENAPATOB

Cratbsa 13. locygapcTBeHHas permcTpauus rekapCcTBeHHbIX NpenapaToB
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

KoHcynbTaHTln0C: npumeyaHue.

[donyckaeTcs nNpuMMEHeHve B MeOMUMHCKMX LensaxX He 3apermcTpupoBaHHbix B P®  nekapCTBEHHbIX
npenapaToB, COAepXaliuxX HapKoTUYecKMe cpencTBa MM MCUXOTPOMHbIE BELLECTBa, BBE3EHHbIX B PP B
cooTBeTCcTBUM C Y. 3.1 CT. 47 paHHoro gokymeHta (0.8 c1. 3 ®3 o1 27.12.2019 N 475-03).

1. B Poccuiickon ®epepaumm gonyckaroTcs NPOU3BOACTBO, M3rOTOBIIEHME, XpaHEHME, NEPEBO3Ka, BBO3 B
Poccuiickyto depepaumio, BbiBO3 u3 Poccunckon degepaumu, peknama, OTNycK, peanusauus, nepegada,
NPUMEHEHME, YHUYTOXEHME JEKApPCTBEHHbLIX MNPEenapaToB, €CNM OHU 3apernmcTpuMpoBaHbl COOTBETCTBYHOLLUM
YMONTHOMOYEHHbLIM chefiepanbHbIM OpraHoM UCMOSNHUTENBHOWM BracTu.

(4acTb 1 B pea. PepepanbHoro gakoHna ot 13.07.2015 N 241-93)

2. [ocypapCTBEHHON perncTpaunm nognexar:

1) Bce nekapcTBeHHble Mpenapartbl, BNepBble MoAnexawe BBody B obpaweHue B Poccuiickon
degepauuu;

2) NekapCTBEHHbIE NpenapaTbl, 3aperMcTprpoBaHHble paHee, HO NPOM3BEeAEHHbIE B APYTUX NEKapCTBEHHbIX
cdopmax B COOTBETCTBMW C [EepEYHEM HaUMEHOBaHWI IeKapCTBEHHbIX (QOPM, B HOBOW [J03UMPOBKE MNpu
[0Ka3aTeNbCTBE €€ KIMHWYECKON 3HAYUMOCTU U 3PPEKTUBHOCTY;

3) HoBble KOMBUHaLMKN 3aperncCTPMPOBaHHbIX PaHee NekapCTBEHHbIX NpenapaToB.

3. Focyp,apCTBeHHaﬂ permcTtpauua nekapCTBeHHbIX nNpenapaTtoB OCYWEeCTBIAeTCA MO pe3ylibTatam
9QKCNEPTU3bl NNIEKAPCTBEHHbLIX CPEACTB, a rocygapCcTtBeHHaA perncrpauna Op(baHHbIX JIEKapCTBEHHbIX NpenapaTtoB
OCYLLEeCTBIIAETCA MO pe3ynbTaTaM 3KCNepTu3bl AOKYMEHTOB, NpeAcTaBfieHHbIX ANA onpeaeneHnd BO3MOXHOCTU
paccmaTpuBaTb J'IeKapCTBeHHbIVI npenapatr Aansd MeaULUMHCKOro npuMeHeHusa npmn  ocyulecTtBieHnn
rocyp,apCTBeHHoﬁ perncTtpaumm B KadecTtBe OpCt)aHHOFO NekapCTBeHHOro npenaparta, U Nno pe3ynbTaTtamM
JQKCNEPTU3bI NTEKAPCTBEHHbIX CPEeCTB.

4. TocymapCTBeHHas perncrTpaumsi NeKapCTBEHHOro npernapaTta OCYLUECTBMASIETCS COOTBETCTBYHOLLUM
YMNOSIHOMOYEHHbIM  (hbeeparnbHbIM  OpraHOM  UCMOMHUTENBbHOM BRacTM B CPOK, HEe MpEeBbIAKWNA CcTa
wecTnaecatn pabounx AHEN Co OHA NPUHATUS COOTBETCTBYHOLLErO 3asBNeHNs O roCyJapCTBEHHOW perncrpaumnm
nekapCTBEHHOro npenapaTta. B ykasaHHbIV CpOK BKItOYaeTcs Bpemsi, Heobxoaumoe A1 NOBTOPHOroO NpoBeAeHUs
3KCMNepTM3bl NIEKAPCTBEHHOrO CpPeACcTBa B COOTBETCTBMM CO cTaTben 25 HacTosuwero degepanbHOro 3akoHa.
Cpok rocygapCTBEHHOW perncTpauum JiekapCTBEHHOro Mpenapata  WCYUCNSETCA CO  OHA  NPUHSTUS
COOTBETCTBYIOLLUMM YMNOTHOMOYEHHbIM befepanbHbIM OPraHoM WCMOSNTHUTENBHOW BNACTU COOTBETCTBYHLLETO
3a8BNeHNss O TOCYAapCTBEHHOW pernctpauumn NeKapCTBEHHOro npenapata C MNpUnoXeHnem HeobXoanmblX
JOKYMEHTOB MO [eHb BblJauyu perucTpaumMoHHOro YAOCTOBEPEHUS feKapCTBEHHOro npenapaTta. Bpewms,
HeoOxo4MMoe AN HanpaeneHns YNonHOMOYEHHbIM doefepanbHbIM OpraHoOM UCTONHUTENBHOW BriacTu 3anpoca o
npeacTaBneHnn HeoOXOOAMMbIX MaTepuanoB W NpeacTaBreHust 3asiBATENEM OTBETA Ha [aHHbIA 3anpoc B
COOTBETCTBUMN CO cTaTbaMmn 16, 19 n 23 HacToswero ®enepanbHOro 3akoHa, He YYUTbIBAETCSA NPU UCHUCNEHUN
CpoKa rocyaapCTBEHHOW perMcTpaLmm ekapcTBEHHOro npenaparTa.

5. FocygapcTBEHHOM perucTpaummn He noanexar:

KoHcynbTaHTlnoC: npuMmeyaHue.
C 01.03.2025 B n. 1 4. 5 cT. 13 BHOcATCA n3MmeHeHus (93 ot 30.12.2021 N 463-93).

1) nekapcTBeHHbIE Npenaparbl, U3rOTOBMEHHbIE anTeYHbIMMU OpraH13aLuaMy, BeTeprHapHbIMK anTeyHbIMU
opraHusauvsiM1, UHOUBMAYaNbHLIMU NPEeANPUHUMATENAMM, KOTOPbIE UMEIOT MULIEH3NIO Ha (hapMaLEeBTUYECKYIO
[AesATenbHOCTb, MO peLenTaM Ha JeKkapCTBeHHble npenapatbl U TPeGOBaHUAM MeOULMHCKMX OpraHv3auui,
BETEePVHapPHbIX OpraHn3aLmii;

2) nekapcTBeHHble npenapaTtbl, NPUOOPETEHHble U3NYeckuMM nuuamu 3a npegenamu Poccuiickon
depepaumm u npeaHasHayYeHHbIe A51S IMYHOrO UCMOSb30BaHUS;

3) nekapcTBeHHble npenapaTtbl, BBO3WMble B Poccuiickylo ®epepaumio AN OKasaHWs MeOVLUMHCKOW
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

nomMown no >XKU3HEHHbIM MOKa3aHMAM KOHKPETHOro nauneHtTa Ha OCHOBaHWM pa3pelleHnd, BblAaHHOIo
YNOJIHOMOYEHHbIM cbep,epaanblM OpraHom NCMNONHUTENbHON BNacTu;

4) nekapcTBeHHble CpeAcTBa, BBo3MMble B Poccuiickylo ®depepaumio Ha OCHOBaHUWM  BblIGAHHOMO
YMOSTHOMOYEHHbIM (pbefepanbHbIM OpraHoOM MWCMONHUTENbHOW BRacTu paspelleHns U npefHasHadYeHHble Ans
NpoBedEeHUs KIMHUYECKMX WCCNEeAOBaHUMA FeKapCTBEHHbIX nNpenapaTtoB M (Mnu) npoBedeHMs JKCNepTusbl
neKapCTBEHHbIX CPeACTB A OCYyLLEeCTBNEeHNS rocy4apCTBEHHON perncTpaLmmn nekapcTBeHHbIX Npenaparos;

5) cbapmaueBTUdeckme cybctaHumu;

6) pa,qwocpapmaueBTquCKMe JIeKapCTBeHHble TMpenapaTtbl, W3rotoBJyIEHHblIE HenocpeacTBeHHO B
MeOULUMHCKNX OopraHunsaumndax B 0Oopdake, YCTaHOBJIEHHOM  YNOJIHOMOYEHHbIM Cp&ﬂ,epaﬂbelM OopraHom
MCMNOSTHUTENBbHOW BNAcTy;

7) NekapcTBeHHble NpenapaTtsl, Npon3BoanMbIe ANs 3KcnopTa.
6. He gonyckaeTcs rocygapcTBeHHas permctpaums:

1) NIEKapCTBEHHbIX NpenapartoB, OoTNn4arLlmnxca Apyr oT Apyra Ka4€CTBE€HHbIM COCTaBOM ﬂeVICTByIOU.LMX
BellecTB, Nog oAnMHakoBbiIM TOProBbiIM HanMeHOBaHNEM;

2) opHOro IeKkapCTBEHHOro mpenapaTta, nNPeAcTaBleHHOr0 Ha roCyAapCTBEHHYK peructpaumio B
OTHOLLEHMN OOHOIO M TOrO XXe AepXKaTensi Unu Brnagernbua perncTpaunoHHOro yaoCTOBEPEHUS NEKapCTBEHHOMO
npenapara B BuAe ABYX 1 Gonee NekapCcTBEHHbIX NpenapaToB NoA pasnuyHbIMU TOProBbIMU HaUMEHOBaHMSIMU.
(n. 2 B pea. PepepansHoro gakoHa ot 04.06.2018 N 140-93)

7. o 3anpocy (B amnekTpoHHoW opme wnM Ha OymaxHOM HocuTene) cybbekTa obpalleHus
NneKapCTBEHHbIX CPEeACTB COOTBETCTBYIOLMM YMNOMHOMOYEHHbIM beaepanbHbIM  OpraHoM  MCMNONMHUTENBHON
BMacTu, OCYLLECTBMSALMM roCyAapCTBEHHYIO PErMCTpaLuio NekapCTBEHHbIX NpenapaToB, B YCTAHOBNEHHOM UM
Oopsadke OCYLWECTBNAETCA HayyHOe KOHCyNbTWpOBaHWe NO BOMpOCaM, CBA3aHHbIM C  MpoBedeHueM
OOKIVHUYECKNX UCCNEAO0BaHUA, KIMHNYECKUX UCCNEeAOBaHNIA NeKapCTBEHHbIX NpenapaToB, SKCNepTU3bl KayecTsa
nekapCTBEHHbIX CPeAcTB, 3PEKTUBHOCTU U Be30MacHOCTH, C OCYLLECTBIEHNEM FOCyaapCTBEHHON perncrpauum
nekapcTBeHHbIX npenapaTtoB. KOHCynbTMpOBaHME OCYLWeCTBNAETCA C npuBredeHnem  deaepanbHbiX
rocylapCTBEHHbIX  OIOOXKETHbIX  YUYPEeXOEeHWN, NOABEAOMCTBEHHbIX [daHHOMY dedepanbHOMYy — OpraHy
NCMONHUTENBHON BNAacTU U He y4acTBYHOLLMX B OpraHvM3aumu npoBeaeHusl aKCnepTu3bl Ka4ecTBa fekapCTBEHHbIX
CPeAcCTB B Lensx OCyLLIEeCTBIIEHNS UX rOCy4apCTBEHHOW perncTpaumm B COOTBETCTBUM CO cTaTben 16 HacTosLwero
PegepanbHOro 3akoHa, B BuAe OTBeTa B NWCbMEHHOW (hopMe YMOMHOMOYEHHOro dedepanbHOro opraHa
MCNonHMTENbHOW BNacTu Ha 3anpoc. Pa3mep B3nmaemon ¢ 3asBUTENs NnaTbl ONpeaensieTcs B COOTBETCTBUM C
3akoHogatenbcTBOM Poccuiickon ®depepaumm 06 opraHusaumMm nNpegocTaBreHust roCydapCTBEHHbIX U
MyHMULMNanbHbIX ycnyr. MiHdopmauma 06 OocyLlecTBNEHUN Hay4YHOro KOHCYNbTUPOBaHWS, B TOM 4MCre cTaTbW,
0630pbl, CrpaBoyHble MaTepuanbl U MHas MHGopMauusi 06 OCyLEeCTBNEHUN HAYYHOro KOHCYNbTUPOBaHWS,
pasmellaeTca Ha oduuManbHOM canTe YNOfIHOMOYEHHOro dhegepanbHOro opraHa WMCMOMHWUTENbHOW BriacTy B
cetn "MIHTepHeT" ¢ cobnogeHnem orpaHNYeHnin, YCTaHOBIIEHHbIX 3aKOHOAATETbCTBOM O NMEPCOHAbHbBIX OAHHbIX,
KOMMep4Yeckon u (Mnu) rocygapCTBeHHON TarHe.

8. TocypapcTBeHHasi perucTpaumsi JeKapCTBEHHbIX MpenapaToB, KOTopble MpefHasHadeHbl AOng
NMPYMEHEHNS B YCITOBMAX BOEHHbIX OEWCTBUW, Ype3BblYaliHbIX CUTyauui, NpeaynpexneHvs 4pe3BblbanHbiX
cuUTyauun, npodunakTukm u nedyeHus 3aboneBaHun, NPeACTaBMSIOWMX OMacHOCTb ANS  OKPYXaloLmX,
3aboneBaHNi W MOPaXeHUW, MOMyYeHHbIX B pes3ynbTate BO34ENCTBUA HebnaronpuaTHbIX XUMUYECKUX,
Buonornyecknx, pagnaumoHHbIX akTopoB, 1 KoTopble pa3paboTaHbl B TOM Yucre no 3ajaHunio deaepanbHbiX
OpraHoB UCMOSHWUTENbLHOW BracTW, YNONMHOMOYEHHbIX B 00racT 060poHbl CTpaHbl M 6e30MacHOCTM rocyaapcTea,
a TaKkKe NeKapCTBEHHbIX CPEACTB B criydae ux AedeKTypbl UMM pyUcka BO3HUKHOBEHMWS OedeKTypbl B CBA3U C
BBeAEHMEM B OTHoweHun Poccuiickon Pepepaumm OrpaHUYMTENBHBIX MEpP 3KOHOMWYECKOro XapakTepa
OCYLLIECTBNSIETCA B Nopsiake, ycTaHoBneHHOM [NpaButenscTBom Poccuiickon Peagepaumn.

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

Ctatba 14. MpnHUMNBbI 3KCNEepPTU3bl NeKapCTBEHHbIX CpeacTB
(B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

1. OKcnepTnsa nekapcTBEHHbIX CPEACTB OCHOBLIBAETCA Ha MPUHLUMMNAX 3aKOHHOCTWU, coGnioaeHus npas U
cBobO4 uYeroBeka W rpaxaaHuHa, MpaB OPUAMYECKOro nuua, He3aBUMCUMOCTM 3KcrepTa, OObEeKTUBHOCTH,
BCECTOPOHHOCTU W MOMHOTLI MCCINEAOBaHMIA, MPOBOANMbIX C UCMONb30BaHWEM COBPEMEHHbIX JOCTUKEHUI HayKu
N TEXHWKW, OTBETCTBEHHOCTM chbedepanbHOro rocydapCTBEHHOro 6IOMKETHOro YUpPEeXaeHUss Mo MpoBeaeHUIo
3KCMEepTU3bl NEKapCTBEHHbIX CPEACTB U SKCMEePTOB 3a NPOBEAEHWEe 1 Ka4eCTBO KCNepTH3bI.

2. 3KCI'IepTI/I38 JIeKapCTBEHHbIX NMpenapaTtoB Ald MegunumMHCKOro npuMeHeHnA BKIo4YaeT B cebs:

1) 9KCnepTU3y [OOKYMEHTOB, MPEACTaBIEHHbIX ANA  onpedeneHns BO3MOXHOCTU  paccmaTpuBaTb
neKkapCcTBEHHbIN Npenapar Ans MeauLMHCKOro NPUMEHEHUsI NPY OCYLLECTBIEHNW roCy4apCTBEHHON perncTpaumm
B Ka4yecTBe opghaHHOro NekapcTBEHHOro nNpenapaTa;

2) aKcnepTuU3y MNPennoXeHHbIX METOAOB KOHTPOSA KayecTBa JleKapCTBEHHOro cpeacTBa M KadyecTea
npeacTaBreHHbIX 06pa3sLOoB NekapCTBEHHOTO CPeACTBa C UCMONb30BAHWEM 3TUX METOLOB (Hanee - aKcnepTu3a
kayecTBa NeKapCTBEHHOro CPeaCTBa);

3) aKcnepTM3y OTHOLUEHUSI OXWOAEMOW MONb3bl K BO3MOXHOMY PUCKY MPWMEHEHUs JeKapCTBEHHOrO
npenapara;

4) aKcnepTU3y PErmcTpaumMoHHOrO [OCbe Ha JekapCTBEHHbI npenapat B UeNnsax onpeaeneHus
B3aMO3aMEHSIEMOCTM NIEKAPCTBEHHLIX NPenapaToB AN MEAULMHCKOrO NPUMEHEHMS.
(n. 4 BBegeH PepeparnbHbiM 3akoHOM OT 27.12.2019 N 475-03)

3. SKcnemesa NNeKapCTBEHHbIX MpenapaTtoB A4 BeTepuHapHOro npMMeHeHuna BKIOYaeT B cebs
9KCNepTn3y KadecTtBa JN1eKapCTBEHHOINo cpenctBa U 3KCNepTudy OTHOLUEHUA 0Xngaemomn nosnb3abl K BO3MOXHOMY
PUCKY NpUMEeHEHNA NeKapCTBEHHOIO npenapara.

Cratba 15. PepepanbHoOe rocyfapcTBEHHOE OLOMKEeTHOE yUYpexaeHue no npoBefeHuo 3KCNepTusbl
JIeKapCTBeHHbLIX CcpeacTB

3KcnepTusa NekapCTBEHHbIX CPEACTB MNpoBoauTcs  defepanbHbiM  FOCYAapCTBEHHbIM  BHOKETHBLIM
yYpexXaeHMEM COOTBETCTBYHOLLEIO YMNONHOMOYEHHOrO (hedeparncHOro opraHa  WCMOSTHUTENBHOM  BRacTy,
CO34aHHbIM Ansi o6ecneyeHns UCMONMHEHUsI MOMHOMOYMIA 3TOro dhefleparibHOro opraHa fno Bbligaye paspeLueHuit
Ha MpoBeAeHUe KIUMHUYECKUX WCCIeQoBaHUA JIeKapCTBEHHbIX MpenapaTtoB U (Mnu) MO rocyAapCTBEHHOM
perncTpaumm rekapCcTBeHHbIX NPenapaToB (4anee - 3KCNepTHoe yuYpexaeHue).

Crtartbsl 16. OpraHn3sauus npoBeAeHUs IKCNepTU3bl NeKapCTBEeHHbIX cpeacTB
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. OKcnepTusa NekapCTBEHHbIX CPEeACTB NPOBOAMTCS KOMUCCUEN 3KCMEPTOB OKCMEPTHOIO YYpexaeHus,
Ha3Ha4YeHHOW ero pykoBOAWTENEM, Ha OCHOBaHWM 3afaHusi Ha MpoBedEeHWe 3KCMePTU3bl NEKAPCTBEHHOIO
CpeacTBa, BbIAAHHOTMO YMNONMHOMOYEHHLIM hefeparnbHbIM OpraHoM UCMONHUTENBHOW BRacTu. PykoBoauTenb
9KCNEPTHOrO yypexaeHus obecrneymBaeT Hagnexallee npoBedeHUE IKCMEePTU3bl NEKapCTBEHHbLIX CPEACTB B
COOTBETCTBMU C 3afaHWEM, BblJaHHbIM YNOMHOMOYEHHBIM heaepanbHbiM OpraHOM UCMOSTHUTENBHOW BRacTu, U
OpraHuM3yeT MOArOTOBKY CBOAHOMO 3aKM4YeHWs 3TOM KoMuccun. B cocTaB aTol KOMUCCUM MO PELUEHMIO
PYKOBOAUTESSI SKCMEPTHOMO YUYPEXAEHUS MOTyT OblTh BKIOUYEHbI B KaYeCTBE IKCNEePTOB NuLa, He paboTatoLiue B
[aHHOM 3KCMEPTHOM YUPEXAEHUWN, eClN MX CreLmanbHble 3HaHWs HeoBxoauMbl Af1si MPOBEAEHUsI KCNIEPTU3bI 1
Takue 9KCNepTbl OTCYTCTBYIOT B JAHHOM 3KCTMIEPTHOM YUPEXOEHUM.

2. DKCMepToM MO MPOBEAEHMIO 3KCMEPTU3bl JIEKAPCTBEHHBLIX CPEACTB SIBMSIETCA aTTECTOBAHHLIN PaboTHUK
SKCMEPTHOro YYpEexaeHusl, KOTOpbIi WMeeT Bbicllee MeauUMHCKoe, dapmaleBTuyeckoe, Guonoruyeckoe,
BETEPMHapHOE UMM XMMUYeckoe oBpasoBaHMe U NPOBOAUT IKCMEePTU3Y NEeKapCTBEHHbIX CPEeACTB B NOopsiake
UCMOMHEHNSA CBOMX OOMKHOCTHBIX 0BA3aHHOCTEN (aanee - aKkcnepT).

3. MNpwv npoBeAeHNN 3KCNEPTU3bl TEKAPCTBEHHbIX CPEACTB IKCTMEePT HE MOXET HaXOAUTbCA B KaKoW-nvbo
3aBMCMMOCTU OT 1L, Ha3HAYMBLUEro 3Ty 3KCMepTudy, paspaboTynka NekapcTBEHHOro cpeacTsa UnuM Opyrux
3aMHTEPECOBaHHbIX B pesynbTatax aKcnepTusbl N,

4. I'IpM npoesefeHnn 3KCNepTuna3bl NIEKapCTBEHHbIX CPpeACTB HE AOMYyCKaeTCA I/ICTpe6OBaTb Yy 3aaButensa nn6o
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

WHbIX WY MaTtepuanel, Heobxoaumble [Ns NpoBedeHus 3Kkcneptu3bl. B criyyae HegocTtaTOYHOCTM
npeacTaBneHHbIX 3KCNepTy MaTepuanoB ANd Aayvu 3aknioveHus SKCrnepT CTaBUT BONPOC O NpeacTaBneHun emy
HeoOXOOMMbIX MaTepuarioB nepeq PyKOBOAWUTENEM 3IKCMEPTHOrO yuypexaeHus, KoTopbi obpaljaetcs ¢
COOTBETCTBYHLLMM 3anpoCcOM B YMNONMHOMOYEHHLIN bedepasibHbIi OpraH MCNOSIHUTENBHOW BNacTu, BblAaBLUUN
3ajaHve Ha npoBedeHMe JKCNepTu3bl NeKapCTBEHHOIO CpeAcTBa. YKasaHHbIM - dpedeparnbHblii - opraH
WCMONHUTENBbHON BNacTu B TeyeHWe nATM paboumx [OHel CcOo AOHA MOCTYMIeHWs 3anpoca pyKkoBOAUTENS
3KCMEPTHOIO YYPEXOEHUS HanpaBrisieT 3asBUTENI0 3anpoc O MNpPeACTaBNEHUM HEeOOXOAMMBIX MaTepuaros.
[aHHbIi 3anpoc MoxeT ObiTb nepegaH YNorHOMOYEHHOMY MpeacTaBUTENO 3asBUTENSA JIMYHO MO4 PacrhuCKy,
HanpasrieH Mo noyTe 3akasHbIM NMUCbMOM UMW nepedaH B SMNEKTPOHHOW (opMe no TenekKoMMYHUKaLUNOHHBIM
kaHanam cBs3u. B cnyyae HanpaBneHus gaHHOro 3anpoca MO MNoyTe 3akasHbIM MUCbMOM OH CYMTaeTCs
Nony4YeHHbIM NO UCTEYEHUUN LIECTUN AHEN C AaTbl HANPaBMEeHMs 3aKka3HOro NMcbMa.

(vacTb 4 B peq. PenepansHoro zakoHa ot 25.11.2013 N 317-93)

4.1. 3asBuTenb 00s3aH nNpeacTaBUTb OTBET HA 3anpoc YMOSTHOMOYEHHOro dedeparnbHOro opraHa
WCMOMHUTENBbHOW BracTu B CPOK, He MpeBblllalowni geBaHOCTa paboumx OHEW CO OHS ero MnosfyyveHus.
YNONHOMOYEHHbIN  (befepanbHbid  OpraH MCMNONHUTENbHOW BriacTW, BblAaBLIWA 3agaHWe Ha npoBedeHue
3KCNepTU3bl NEKapCTBEHHOrO CPEACTBa, B TeYeHue NATM paboumx OHer CO AHSA MOCTYNfeHus OT 3asiBUTEnNs
OTBETa Ha JaHHbIV 3anpoc HanpaBrseT Takoh OTBET B 3KCMEPTHOE yypexaeHue. B crniyyae HenpeacraeneHus no
NcTeYeHnn geBsHocTa pabounx OHEN 3asiBUTENEeM OTBEeTa Ha AaHHbIMA 3anpoc YNOMHOMOYEHHbIN dhefepanbHbIi
OpraH UCMOMHMTENBbHOW BNacTW, BblAaBLUWA 3aaHNe Ha MPOBEAEHNe 3KCNepTU3bl JIEKapCTBEHHOrO CpeacTea, B
TeyeHne nATM paboumx OHeW HanpaBnseT B JKCNepTHOe yuypexaeHue yBedoMIeHue O HenpeacTaBreHun
3asBMTENEM OTBeTa Ha 3anpoc YykasaHHOro opraHa. Bpems co AHs HanpaBneHus 3anpoca 3KCMepTHOro
yyYpexaeHus B yNornHOMOYEHHbIN deaepanbHbI opraH UCMONMHUTENbHOW BNAcTU A0 AHSA MONyYeHUs 9KCMePTHbIM
yypexaeHmem oTBeTa Ha 3anpoc Uiy yBeOOMITEHNSI O HENPEACTaBNEHUN OTBETA Ha 3aMpoc He y4YUTLIBAETCH Mpu
NCYMCINEHUN CpOKa NMPOBEAEHNS IKCNEPTU3bl NIEKAPCTBEHHOTO CpeacTBa.

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

4.2. Ecnu B cocCTaBe pPerncTtpaumMoHHOro [[OCbe Ha IeKapCTBEHHbIM npenapat Ana MeaULUHCKOro
NPUMEHEHUs CoOepXUTCA NpedycMOTpeHHas ctatber 18, yactbio 1.1 ctatbnm 30 u cTaTben 34 HacTosLero
dPepepanbHOro 3akoHa KOMUS peLleHust YNOMHOMOYEHHOro dedepanbHoro opraHa WCMOMHUTENBHOW BRactu o
NPOBEAEHUN WHCMEKTUPOBAHUS MNPOU3BOAMTENS JIEKAPCTBEHHbIX CPEACTB, 3KCNepTy A0 OdopMIeHUs
pe3ynbTaToB 3KCMEepTU3bl NIEKAPCTBEHHOrO CpeAcTBa NPefoCTaBNsAETCA B MOPSOKE M Ha YCNOBUSIX, KOTOPble
npegycMoTpeHbl Yactamn 4 n 4.3 HacTosiwen cTaTbW, KONUA 3akrYeHUss O COOTBETCTBUM MpPOM3BOAUTENS
NeKkapcTBEHHbIX CpeAcTB TpeboBaHWSM nNpaBuil  Haanexallem nPOU3BOACTBEHHOW NPaKTUKW, BblAaHHOIO
YMONTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCMOMNHUTENBHON BrAacT.

(4acTb 4.2 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

4.3. 3aaBuTenb 065A3aH NpeacTaBUTb B YNONHOMOYEHHbIV hefepanbHbI OpraH UCMOMNHUTENbHOW BriacTu
KOMWIO 3aKkMioYeHUs O COOTBETCTBMM MPOU3BOAMTENS JEKAPCTBEHHbIX CpeacTB TpeboBaHusM OpaBwn
Hagnexalleln NponM3BOACTBEHHON NPAKTMKM B CPOK, HE MPEBbLILIAIOLLMI CTa BOCbMUAECATN pabounx gHeN Co AHA
nornyyeHns 3anpoca O ee npegocTaBneHnn. YNONHOMOYEHHbIN defeparnbHbli OpraH UCMONHUTENBHON BNacTw,
BblAaBLUNI 3adaHve Ha NpoBedeHne 3KCMepTM3bl NIEKapCTBEHHOMO CPeacTBa, B TeyeHne natn pabounx gHen co
OHS1 MOCTYNNEHUS OT 3asdBUTENst KOMWM 3aKkioYeHns O COOTBETCTBUM MPOU3BOAUTENS NEKapCTBEHHbIX CPeACTB
TpeboBaHVsaM npaBun Hagnexaien Npon3BoACTBEHHOW NPaKTUKK, HanpaBnsaeT ee B 9KCNepTHoe yupexaeHue. B
crnyyae HenpeacTaBreHns 3asBUTENEM B YKa3aHHbIA CPOK KOMWUW 3aKkMioYeHWss O COOTBETCTBMM NPOU3BOAUTENS
neKkapCTBEHHbIX CpeacTB TpeboBaHMAM MpaBun Hagnexallen Npou3BOACTBEHHOW MPaKTUKM YNONHOMOYEHHbIN
denepanbHbIi  OpraH  WCMOMHMTENbHOW BRacTW, BblAaBLIWA 3adaHMe Ha npoBedeHMe  9KCrnepTusbl
NeKapcTBEHHOro cpeacTBa, B TedeHWe nATM pabounx [OHen HanpaenseT B 3KCMEPTHOE  yupexaeHue
yBeOOMIIEHNE O HenpeacTaBneHun 3asBuUTeneM KOMWM  3akiioyeHWss O COOTBETCTBUM MPOM3BOAUTENS
nekapCTBeHHbIX cpeacTB TpeboBaHUAM nNpaBwun Hagnexallenh MNpous3BOACTBEHHOW MpakTukM. Bpemsa co aHs
HanpaBreHnss 3anpoca 3KCMEePTHOro YYPEeXAeHUs B YMONHOMOYEHHbIN hefepanbHbld OpraH UCMONHUTENbHOM
BMacT A0 AHSA MOSMyYeHMS IKCMEPTHbIM YyYpeXXOeHUEM KOMUW 3akioYeHUss O COOTBETCTBMM MPOM3BOAUTENS
neKkapCcTBEHHbIX CpeAcTB TpeboBaHUAM NpaBun Hagnexallen NPoM3BOACTBEHHOW MPAKTUKN UK yBEOAOMIEHNS O
ee HenpeacTaBMeHWM He Y4YUTbIBAeTCA MPW WCYWUCMEHWM CpOoKa MPOBEAEHWUS 3KCMepTM3bl NEeKapCTBEHHOro
cpeacTea.

(4acTb 4.3 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

5. OkcnepT Mpy NpoBedeHUM MOPYHYEHHON €My PYKOBOAWUTENIEM OKCMEPTHOrO YUPEXOEHUS SKCMepTu3bl
neKapcTBEHHOro cpeacTsa 06s3aH:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

1) NpoBeCTV MOJIHOE MCCNeAoBaHMe NPeACTaBeHHbIX eMy 06bEeKTOB, MaTepuarnos, 4aTb 060CHOBaHHOE U
06bEKTUBHOE 3aKmioYeHue Mo MOCTaBMeHHbIM Meped HUM BOMpocaM WM MOTMBUPOBAHHOE 3akmioveHue o
HEeBO3MOXHOCTM NPOBeAeHNs UM SKCNepPTU3bl NIeKapCTBEHHOrO CPeACcTBa, eCri NoCTaBMNeHHbIe BOMPOCH! BbIXOAAT
3a npegdenbl cneumanbHblX 3HAHUIA 9KcnepTa, OGbEeKTbl MccrnedoBaHWW W MaTepuanbl HEnpUrogHbl WUMu
HedoCTaToYHbl AN MPOBEAEHUs] UCCredoBaHUiA U Aadn 3aknoyeHuss TMBo COBPEeMEHHbI YPOBEHb Pa3BUTUS
HayKn He NO3BONSeT OTBETUTb Ha NOCTaBIEHHbIE BOMPOChI;

2) He pasrnawatb cBeaeHWUd, KOTopble CTann emMy WU3BEeCTHbl B CBA3WM C NpoBedeHUEeM 3KCnepTu3bl
leKapCTBEeHHOro cpenctea, a Takke cBedeHusd, CoCTaBndwwme rocygapCrBeHHyH, KOMMEep4YeCKyo UIn UHYHO
OXpaHAeMyH 3akKOHOM Tal7|Hy;

3) obecneunTb COXpPaHHOCTb NPeACTaBMEHHbLIX 00 HEKTOB UCCEa0BaHUN U MaTepuarnos.
6. QKkcnepT He Bnpaee:

1) nNpoBOAWNTbL SKCMEPTM3Y JEKAPCTBEHHOrO cpeactBa nNo obpalleHVM HEMNOCPEeACTBEHHO K Hemy
opraHnsaumi unu U3nN4eCcKmx nu;

2) camocTosATENBHO COBMpaTh MaTepuarnbl Afsi NPOBEAEHUSI 9KCNEPTU3bI NTeKapCTBEHHOIO CPeacTBa;
3) npoBOANTL BKCMEPTU3Y NeKapCTBEHHOro CpeacTBa B Ka4ecTBe HErocyqapCTBEHHOro aKcnepTa.

7. B cnyyae HeoGXOAMMOCTU 3KCTepT BrpaBe XodaTaWcTBOBaTb Mepep PYKOBOAMTENEM 3KCMepTHOro
YYpEXOeHUs O NPUBEYEHUN K MPOBEAEHMIO SKCNEPTU3bI JIEKAPCTBEHHOTO CPeACTBa APYIMX SKCMEepPTOB.

8. Kaxgblm akcnepT, BXOOAWMWA B COCTaB KOMUCCUW 3SKCMEPTOB, KOTOPOW MOPYyYEHO npoBeaeHue
3KCMNepTM3bl JIEKAPCTBEHHOIO CpeacTBa, HE3aBUCUMO M CaMOCTOSITENIbHO MPOBOAUT MUCCNeoBaHUs, OLEHNBaeT
pe3ynbTaTtbl, MOMYYEHHbIE UM JIMYHO W APYruMK 3KCnepTamu, U OPMynMpyeT BbIBOAblI OTHOCUTENBLHO
NnocTaBrIeHHbIX BOMPOCOB B NpeAenax CBOMX cneumnanbHbIX 3HaHWUI.

9. PesynbTathl 9KCNepTU3bl JIEKapCTBEHHOMO CPEACTBA 0ODOPMIIAIOTCS 3aKMOYEHNEM KOMUCCUN 3KCMEePTOB.
B 3aknioyeHUM KOMUCCUM IKCMEPTOB YKa3biBAOTCA MEPEYEHb WCCIeaoBaHWii, 06bEM MPOBEAEHHBIX KaXObIM
3KCMEPTOM UCCMENOBaHWMN, YCTaHOBINEHHbIE KaXObIM U3 HUX (hakTbl U coenaHHble B pe3ynbTate uccrnenoBaHui
BbIBOZbI. OKCMEPT, MHEHWE KOTOPOro HE COBMAagaeT C PELLEHUMEM KOMUCCUM SKCTMEPTOB, BNpaBe Bbipa3uTb CBOE
MHEHWE B NCbMEHHOI hopMe, KOTopoe NpUoBLLaeTCs K 3aKMoYeHUI0 KOMUCCUI SKCMNepTOoB.

10. OKcnepTbl, BXoAsLIME B COCTaB KOMUCCUW, NpeaynpexaaloTcs o6 0TBETCTBEHHOCTU B COOTBETCTBUM C
3aKkoHodaTenbCcTBoM Poccuiickoin degepaunn 3a Oady 3aKmiOYMEHWUs, cofepkalero HeoBGOCHOBaHHblE WK
hanbcndULMPOBaHHbIE BbIBOALI, O YEM OHU 0T MOATMMCKY.

11. OnpefeneHne ypoBHS NpodeccMoHanbHOM MNOArOTOBKM 3KCMEPTOB M aTTectaumsi UxX Ha npaso
NPOBEAEHUS  3KCMEPTU3bl  NEKAPCTBEHHbLIX CPEACTB  OCYLUECTBIISOTCS  9KCMEPTHO-KBANUMMKALMOHHBIMM
KOMUCCUSIMM B MOPSIAKE, YCTaHOBMEHHOM COOTBETCTBYHLUMM YMOJSIHOMOYEHHbIM beaeparnbHbiM  OpraHoMm
WCMONHNTESNbHON BracTn. YpoBeHb MpodbeccMOoHanbHOM MNOArOTOBKM  OKCMEPTOB MOASNIEXUT MNepecMoTpy
YKa3aHHbIMU KOMUCCUAMU HE peXe YeM OOUH pas3 B NATb J1eT.

12. MNpaBuna npoBeAeHMs 3KCNepPTU3bl NIEKAPCTBEHHLIX CPEACTB U OCOOEHHOCTM 3KCMEPTU3bl OTAENbHbIX
BMOOB JleKApCTBEHHbIX MpenapatoB (pedepeHTHbIX JIeKapCTBEHHbIX MpenapaToB, BOCMPOM3BELAEHHbIX
NEeKapCTBEHHbIX MpenapaTtoB, OGUMONOrMYECKMX JEKapCTBEHHbIX MpenapaTtoB, GuoaHanoroBbix (61MonoaobHbIX)
NeKapcTBEHHbIX MNpenapaToB (6MOaHanoroB), roMeonaTU4eCcKMX JNeKapCTBEHHbIX NPenapaTtoB, NEKAPCTBEHHbLIX
pacTuUTenbHbLIX MNpenapaTtoB, KOMOWHAUMM neKapCTBEHHbIX MpenapaToB), (OpMbl  3aKMHOYEHUA KOMMUCCUM
3KCNepTOB yCTaHaBMMBAKOTCA COOTBETCTBYIOLUMM YMONIHOMOYEHHbIM defeparbHbiM OpPraHOM MUCTONHUTENbHON
BMNacTu.

(4acTb 12 B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlnoC: npuMmeyaHue.
CM. ocobeHHOCTV paspelunTenbHbIX PEXMMOB B cdepe obpalleHWsi fekapCTBEHHbIX MNpenapaTtoB Anis
BETEPUHAPHOro npumMmeHeHus, yTB. [locTtaHoBneHueM lNpasutensctBa PP ot 12.03.2022 N 353.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

Cratbs 17. NMoga4ya n paccMoTpeHue 3asiBieHNUs 0 rocyAapCcTBEeHHOW perucTpauumn nekapcTBeHHOro
npenaparta Ans BeTepMHapHOro NnpuMeHeHust
(B pen. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. Ons rocygapCTBEHHOW perucTpauuym NekapcTBEHHOro npenaparta Afs BeTepUMHApHOro MpUMEHEeHMUs
pa3paboTynK Takoro fiekapCTBEHHOrO npenapaTa unu yrnonHOMOYEHHOE UM Apyroe opugudeckoe nuuo (ganee B
HacTosiLLen cTaTbe - 3asBUTENb) MpeacTaBnseT B YNOMHOMOYEHHbIN beaepanbHbil opraH WUCMONHUTENbHOM
BMNacTh, OCYLLECTBMSAIOWMIA rOCYAapCTBEHHYIO PerncTpaumio NekapcTBEHHbIX MpenapaToB Ans BEeTEPUHapHOro
NPUMEHEHWS, B 3NIEKTPOHHON hopMe Mnun Ha BymakHOM HocuTene 3asiBfieHne O rocy4apCTBEHHON perncTpauum
neKapcTBEeHHOro rnpenapaTta AN BETEPUHapHOro MNPYMEHEeHWs, a Takke B [opdaake, YCTaHOBIEHHOM
COOTBETCTBYIOLLMM YMNOMHOMOYEHHBIM dpeaeparnbHbiM OpraHoM UCMONHUTENBHOW BacTu, B 3rEKTPOHHOW hopme
nnn Ha BymaxxHoM HocuTene HeobxodnMble AOKYMEHTbI, U3 KOTOPbIX (POPMUPYETCS perncTpaumMoHHOe AoCke Ha
nekapCTBEHHbIV Npenapar Ans BeTepnHapHOro NpuMeHeHus.

2. B 3asiBneHuvM O rocydapCTBEHHOW perucTpauuv JeKkapCTBEHHOrO npenaparta Ansi BeTepUHapHOro
NPUMEHEHMs YKasblBaloTCs:

1) HaMMeHoBaHWEe 1 agpec 3asBuTeNs, pa3paboTymka U NPoM3BOAUTENS NIEKapCTBEHHOrO npenapara ans
BETEPVMHAPHOIO MPUMEHEHMS M agpec MecTa OCYLEeCTBMEHUSA NPOM3BOACTBA JIEKAPCTBEHHOIO MpenapaTa Ans
BETEPMHAPHOIrO NPUMEHEHNS (B CIlyYae HanuMuns HECKOJSIbKMX YYaCTHUKOB MpoLiecca Npon3BoAacTBa Heobxoommo
yKasaTb KaXXgoro u3 Hux);

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

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

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

5) dpapmakoTepaneBTUdeckas rpynna;

6) HeobXxoaMMOCTb MPUMEHEHWsT YCKOPEHHOW MmpoLedypbl 3KCNepTU3bl NeKapCTBEHHbIX CPeACTB B LEensx
rocy4apCTBEHHON perncTpaLmm nekapcTBEHHOTO Npenapara;

7) KONnn OOKYMEHTOB, NoATBepXXAakwWunXx ynnaty FOCYﬂapCTBeHHOVI NOLWJTUNHbBIC

a) 3a npoBeaeHmne 3KCnepTmn3bl Ka4eCTBa J1IeKapCTBEHHOIo cpencTtBa M 3KCNepTuU3bl OTHOLLEHUA oXngaemom
NnoJib3bl K BO3MOXHOMY PUCKY NpUMMEHEeHUA NeKapCTBEHHOro npenaparta Anda BeTepuHapHOro npumMmeHeHuma npu
ero FOCYﬂapCTBeHHOVI perncrtpaunu;

6) 3a Bblaayy pPerMcTpaLmoHHOro YA0CTOBEPEHUS NeKapcTBEHHOro npenaparTa;

8) Hanuume cornacusi, NPegycMOTPEHHOrO YacTbio 7 HAcTosIWe 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. PernctpaumoHHoe pOocbe B LEnNsX 3KCNepTusbl NeKapCTBEHHOro npenapata Afs BeTepuHapHOro
NPUMEHEHMS (POPMUPYETCS U3 CREAYIOLUMX JOKYMEHTOB U CBEOEHUNA:
(B pea. PepepanbHoro gakoHa ot 27.12.2019 N 478-93)

1) cBegeHust o paTe NpefoCTaBneHUss U PEerucTpaumMoHHOM HOMepe IMUEH3MUM Ha MNPOM3BOACTBO
nekapCTBEHHbIX CpeacTB, NPeAoCTaBNEHHON NPOM3BOANTENIO PEMMCTPUPYEMOrO NNEKAPCTBEHHOIO Npenapara 4
BETEPVHAPHOIo NPUMEHEHMS, AN 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 pernctpaumMoHHOM HoOMepe nuueH3nn Ha npou3BoacTBO
NNIeKapCTBEHHbIX CpeacTs, I'IpeD,OCTaBJ'IeHHOﬁ npoun3soaunTento d)apmaueBqueCKoﬁ Cy6CTaHLI,MI/I, BXOASLLEN B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

COCTaB PErMcCTpMpyeMoro rnekapCcTBEHHOrO npenapaTa Ansi BETEPUHAPHOIro MpPUMEHEHWS!, ONs POCCUMACKUX
Npoun3BoOAUTENEN;
(B peq. PenepanbHbix 3akoHOB OT 04.06.2018 N 140-93, o1 27.12.2019 N 478-03)

2.1) Konusi OOKYMEHTA, BblAAHHOMO YMOSIHOMOYEHHBLIM OPraHOM CTpaHbl MPOM3BOAMTENS ONIS KaXOow
NPON3BOACTBEHHOWN MIOLLAAKM PErMCTPUPYEMOrO NeKapCTBEHHOMO npenaparta Af1s BETEPUHAPHOro NpUMEHEHUS
N NoATBEPXOANOLLEro COOTBETCTBME MNPOM3BOAUTENS NEKapCTBEHHOrO npenapata TpeboBaHMsSM [paBwn
Hagnexalleln npou3BOACTBEHHOW MPaKTUKW, M €ro NEepeBOf, Ha PYCCKUIA A3blK, 3aBEPEHHbIE B YCTaHOBIEHHOM
rnopsigke, a Takke KOMUS 3aKNiYeHWss O COOTBETCTBUM MPOM3BOAMTENS NEKAPCTBEHHbLIX CPeACTB TpeboBaHMAM
npaBun Hagnexawewn npOV3BOACTBEHHON NPAKTUKK, BblAAHHOMO YMOSIHOMOYEHHbLIM dhedepanbHbIM OpraHoM
NCMNONHUTENBHOW BnacTy Ans KaXZoW NPOVM3BOACTBEHHOW NroWaiKkM PerMcTpupyemoro JiekapCTBEHHOro
npenapata Ans BETEPUHAPHOrO MPUMEHEHMS, NMOO KOMUS PELUEHUss O NPOBEAEHWMM WHCMEKTMPOBAHUS
NPON3BOAMTENS  JNIEKAPCTBEHHBLIX  CPEACTB,  MPUHATOMO  YMOMHOMOYEHHbIM  chbeaepanbHbiM — OpraHoM
WCMONHUTENBHON BnacTM AN Kaxgoh MNpPOU3BOACTBEHHOM MOWAAKM PETMCTPUPYEMOrO  NEKAPCTBEHHOIO
npenapata AN BeTEPUMHAPHOIO MPUMEHEHUs. YKasaHHble [OOKYMEHTbl NpeacTaBnstoTCss B Ccriyyae, €ecnu
Npon3BOACTBO NIEKApCTBEHHOrO Npenapara ocyLlecTBnaeTcs 3a npegenamm Poccninckon degepaumy;

(n. 2.1 BBegeH PenepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

2.2) KonMMsi  OOKYMEHTa,  BblAAHHOMO  YMOMHOMOYEHHbIM  OpraHoM  CTpaHbl  NPOW3BOAUTENS
hapmaueBTMYeCKon cybCcTaHuMM M NOATBEPXKAAKLWEro COOTBETCTBME NPOU3BOAUTENS (hapMaLeBTUYECKON
cybCcTaHuuKn, BXOOAWEN B COCTaB PErmcTpupyemMoro rekapcTBEHHOro npenapata Ans  BeTepuHapHOro
npuMeHeHusi, TpeboBaHMAM MpaBun Haanexallenh Npou3BOOCTBEHHOW MPaKTWMKW, U €ro nepeBof Ha PYCCKUN
A3blK, 3aBEPEHHbIE B YCTAHOBIIEHHOM MOpPsiAKe, B Crydae, ecnu NpousBoAcTBO hapMaueBTU4eckon cybcTaHumm
ocyllecTBnseTcs 3a npegenamu Poccuiickon ®epepavimu;

(n. 2.2 BBegeH PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

3) NPOEeKT HOPMaTUBHOIO AOKYMEHTa Ha J'IeKapCTBeHHbII7I npenapart gna BeTepnHapHoro npuMeHeHuA;

4) [OOKYMEHT, coAepXawun criegyowy WHdopmauuio o dapmaueBTudeckon cybctaHumm unm
hapmaLeBTUYECKUX CYyOCTaHUMAX, BXOASAWMX B COCTaB JeKapCTBEHHOro npenapata Ans BeTepUHapHOro
NPUMEHEeHUA:

a) HavMMeHoBaHWe papmaueBTUYECKOW CyOCTaHuMM, ee CTpykTypa, ofwwme cBownctBa (npwu
rocygapCTBEHHON perucTpaumm MMMYHOOMONOTMYECKMX FeKapCTBEHHbIX MpenapatoB Afs BETEPUHapHOro
NPUMEHEHNS MPEACTaBMSTCA CBEAEHMS O LWTaMme, BKOYasi €ro HauvMeHoBaHue, MWHdopmauui o
NPOUCXOXOEHUUN, €0 CBOMCTBAX, XapakTePUCTUKAX U MeCTE AEMNOHMPOBAHUS);

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

0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) TEeXHOIorma npon3soactea C onnMcaHnem cragun npon3sBoacTtBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoAcTBa,

r) uWHgopmauma o npumecsax (He npencraBnseTca MNpu FTOCYAapCTBEHHOW  perncrpauum
UMMYHOBMONOrNMYECKUX NekapCTBEHHbIX NPenapaToB A1 BETEPUHAPHOro NpUMEHeHNs);
(B peq. ®enepanbHoro zakoHa ot 02.08.2019 N 297-93)

A) crneuudukaumMs Ha apMaueBTUYecKyld CyOCTaHuMio (He npencTaBnsieTcs Npu rocyAapCTBEHHON
pervctpaumm MMMyHOBUOMNOrMYEeCKUX NeKkapCTBEHHbIX NpenapaToB Ans BEeTePUHapHOro NpUMeEHeHUs);
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-$3)

e) onncaHne MeToaukK KOHTPOJ14 KavyeCTBa,

X) pesynbTatbl aHanu3a cepun dapmaueBTUYeCcKOn cybcTaHuuMm (He nNpeacTaBnsAlTcsa  npu
rocylapCTBEHHOW perucTpauum MMMYHOOMOMOrMYECKUX NEeKapCTBEHHbIX MpenapaToB AN BeTEpPUHapHOro
NPUMEHEHUS);

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

3) nepeyvyeHb CTaHOAPTHbIX o6pa3uoa mnn BeLecTB, UCNOJb3yeMblX MpU OCYyLWEeCTBIIEHUN KOHTPOIA
Ka4yecTBa,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

1) onncaHne xapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTeEpPUaroB 1 YKYNopOYHbIX CPeacTB;

K) [OaHHble O cTabunbHoCcTM (He NpPeAcTaBnsilOTCA  NpW  FOCYLAPCTBEHHOW  permcrpaumm
NMMYHOBNONOrMYECKNX NeKapCTBEHHbIX NPpenapaToB Ans BETEPUHAPHOMO NPUMEHEHMS);
(B pea. PegepanbHoro gakoHa ot 02.08.2019 N 297-93)

1) CPOK ro4HOCTU, YCIOBUSI XpaHEHUS;

KoHcynbTaHTlntoc: npumedaHume.

Mpn  peructpaumm  BOCNPOU3BEAEHHOrO npenapata Mo  YCKOPEHHOW  mpouedype  OonyckaeTcs
HenpecTaBneHne CBEAEHUA B 4acTW ONWCaHUA METOAOB, WX [OOKYMEHTANbHOro MOATBEPXAEHUSA MNpuU
MMCbMEHHOM 0653aTenbCTBE MX NPEAOCTaBUTL B TeveHne 12 mecaueB co AHS pernctpaumn ([locTtaHoBneHwne
MpaBuTtensctBa P® ot 12.03.2022 N 353).

5) oTyeT o pesynbTaTtax AOKIMHUYECKOrO UCCMefOBaHUSA NEKApCTBEHHOINO CPeACcTBa Arnsi BETepUMHapHOro
NPUMEHEHWS], BKNIOYAOLWNIA ONMcCaHNe METOA0B OnpeAeneHust OCTaTOUHbIX KONMYECTB AENCTBYIOLLENO BellecTBa
(nevicTBylOMX BELLECTB), AOCTUraloLLEro (4OCTUraloLmMx) CUCTEMHOTO KPOBOTOKA, B MPOAYKLWU XUBOTHOMO
MPOMCXOXAEHUSI MOCMe MNPUMEHEHWS TaKkoro J1IeKapCTBEHHOro CpeAcTBa, a Tawkke [AOKYMEHTanbHOe
noaTeepxaeHve (Banvgaums) ykasaHHbIX METOO0B;

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

6) oTyeT O pesynbTaTax KIMHMYECKOrO MCCIEeLoBaHUsSl NEKapCTBEHHOrO Mpenaparta Ansi BeTepUHapPHOro
NMPUMEHEHNS Y KaXKaoro Buaa KMBOTHbIX, YKa3aHHbIX B MHCTPYKLMW MO BETEPUHAPHOMY MPUMEHEHMUIO;

7) NPOEKT WHCTPYKUUM MO BETEePUMHAPHOMY MPUMEHEHWI0 NeKapCTBEHHOro npenapaTa, codepKalleit
crieayloLime cBeaeHNs:

a) HauMeHOoBaHWEe IeKapCTBEHHOro npenaparta Ans BEeTEPUHAPHOTO MPUMEHEHUs (MexayHapo4Hoe
HenaTeHTOBaHHOE, UMW rPYMNMPOBOYHOE, UMM XUMUYECKOE U TOProBOEe HaUMEHOBaHWS);

6) JNleKapcTBeHHasn cbopma C YKa3aHunem HaMMeHOBaHNN W KONWYECTBEHHOIO CcOCTaBa ,EleVICTByIOU.J,MX
BellecCTB N Ka4eCTBEHHOIro coctaBa BCrnomMmoraTtesibHbIX BELECTB,

B) onncaHme BHeLUHEero Bnaa rnekapCTtBeHHOro npenapara gna BetTepnHapHoOro npuMeHeHuA,

r) chapmakoTepaneBTMYeckas rpynna JieKapCTBEHHOro npenapaTta Ans BeTEPUHAPHOro MPUMEHEHUS UMK
yKasaHue "romeonaTuyeckui nekapCcTBeHHbI npenapat”;

A) hapmakoguHamuka W dpapMaKoKMHeTMKa (33 WCKIoYeHWeM (hapMaKoKMHETUKM romMeornaTuyeckmx
NeKapCTBEHHbIX  MpenapaTtoB W pacTUTENbHbIX  JIEKApCTBEHHbIX  NpenapaToB)  WAM  OMNWCaHue
MMMYHOGUOOrMYECKNX CBOMCTB NIEKAapCTBEHHOIO npenapara;

€) nokasaHus 4N NPUMEHEHNS;

) NPOTMBOMOKa3aHWs NS NPUMEHeHWS;

3) Mepbl NPegoCTOPOXHOCTU NPU NPUMEHEHUN;

1) yKazaHne BO3MOXHOCTU U 0COBEHHOCTEN NPUMEHEHUS Y GEPEMEHHbIX JKUBOTHBIX, Y KMBOTHbBIX B MEPUOA
nakTauuu, y NoTOMCTBa XUBOTHbIX;

K) pexumm [o3npoBaHuA, cnocob BBedeHUs WU NPpUMEHEHUA, npu HeobxoanMMocCTun BpemMAa npuema
JIeKapCTBEHHOIO Nnpenaparta anAa BeETEPUHAPHOIro NpuMeHeHund, NpoaoJKNTEJIbHOCTb JIEYEHUA;

J'I) BO3MOXHble MOOOYHbIE [OEWCTBUS, HexenaTerbHble peakunn npu npuMeHeHnnm nekapCTtBeHHOoro
npenaparta gna sBetTepnHapHoro npuMeHeHu4A;,;

M) CUMMNTOMbI Nepeao3NPOBKM, Mepbl MO OKa3aHMWI0 NMOMOLLM NMPU NEPEaO3VPOBKE;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

H) B3aumMopenicTBUe C APYrMMU NeKapCTBEHHbIMU NpenapaTamu 1 (Unn) KopMamu;
0) cbopMbl BbIMycKa NekapCTBEHHOro npernapaTa Ans BeTepUHapHOro NpUMeHEeHs;

n) ykasaHue (MpM HeobXoaAMMOCTM) OCOBEHHOCTEN [OEeNCTBUSI JIEKapCTBEHHOro nmnpenapara Aans
BETEPUHAPHOro NPUMEHEHNs Npy NepBoM NpuemMe Unu nNpu ero oTMeEHe;

p) onucaHve (Npu HeoGXoAMMOCTM) OEUCTBUIA cheumanucta B obnactu BeTepuHapuu, Briagenbua
)KMBOTHOIO NMpwu Npornycke npuema OAHOW MIN HECKOMNbKUX 403 NeKapCTBEHHOrO npenaparta ans BeTepuHapHOro
NPUMEHEHNS;

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

C) CPOK rogHOCTN U yKa3aHue Ha 3arnpeTt NnpuMeHeHua nekapCcTtBeHHOro npenapara and BeTepuHapHOro
NPUMEHEHNA NO NCTEeYEeHUN CPOKa roaHOCTU;

T) YCNOBUS XpaHeHUs;

y) ykasaHue Ha HeoBGXOAMMOCTb XpaHeHWs NleKapCTBEHHOro npenapara Ansi BETEPMHapHOro NpYMeHeH s B
MecTax, HeOCTYMHbIX AN AeTen;

&) ykasaHne (nNpu HeoBXoOMMOCTM) creumanbHbiX Mep MNPeaoCTOPOXHOCTU MpU  YHUUTOXEHWN
Heuncnosb3oBaHHbIX NleKapCTBEHHbIX NpenapaToB Ans BETEPUHAPHOIo NPYMEHEHUS;

X) CPOKM BO3MOXXHOIO UCNoJsib30BaHNA NPOAYKLUMN XXUBOTHOIO NPOUCXOXAEHNA Nocrne BBeAeHUA XXKUBOTHOMY
JleKapCTBEeHHOro npenaparta ana setTepuHapHOro npuMeHeHus,;

L) ycrnoBwus oTnycka;

‘-I) HanMeHOBaHNA N aapeca Npou3BOACTBEHHbLIX MoWagoK npoun3soguTena nekapCTBeHHOro npenaparta
Anda BeTeprHapHOro npMMeHeHuns;

W) HauMMeHOBaHWe, afpec OpraHu3auuu, YNONMHOMOYEHHOW [fepxaTenem Wnu  BragenbLem
PEerMcTpaLroHHOro yaOCTOBEPEHUS NEKapCTBEHHOMO NpenapaTa Ha NPUHATUE NPeTeH3N OT NoTpeduTens;

8) NMPOEKTbl MaKeToB I'IepBI/I‘-IHOIh ynakoBkn u“ BTOpM‘-IHOVI YNakoBKN JeKapCTBEHHOro npenaparta Aand
BE€TEPMHaApPHOro NpMMeHeHuA,

9) cneaytoLme cBeLeHNsl 0 NiekapCTBEHHOM npenapare Afsl BEeTepUHAPHOro NpUMeHeHUs:
a) onvcaHue 1 cocTaB JlekapCTBEHHOMO npenapara Afsi BETEPUHAPHOTo NPUMEHEHUS;
©) onuncaHne cdapmaLeBTUYECKON pas3paboTky;

B) onucaHue mnpouecca NPOM3BOACTBA M €ro KOHTPONSA, MOAMUCAHHOE B MOPsiAKe, YCTAHOBIIEHHOM B
COOTBETCTBMU C YacTbio 1 HACTOSALLEN CTaTbMU;
(B peq. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onucaHue KOHTPONS KpUTUYECKUX CTaauii NPOM3BOACTBA M NPOMEXYTOYHOW NpoayKumu, NognnucaHHoe B
nopsiake, yCTaHOBMEHHOM B COOTBETCTBUM C YacTblo 1 HAcTosILLEN cTaTby;
(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

[4) HaumeHOBaHMs W agpeca pas3paboTyvka, AepxaTens wWnuM  Bragenbla  perucTpaunoHHOro
YAOCTOBEPEHNS NeKapCTBEHHOro npenapara, NpOou3BOACTBEHHbIX MIOWAA0K NPOU3BOAMTENS feKapCTBEHHOro
npenapata Ans BETEPUMHApPHOro MNpPUMMEHEeHWs C YyKasaHMeM CTaguMn  TexXHONOorMyeckoro npouecca,
OCYLLECTBMSAEMbIX Ha MPOW3BOACTBEHHbLIX NMoWaakax Mpon3BOAMTENS JeKapCTBEHHOro npenapata Ans
BETEPVHAPHOIo NPpUMEHEHMS;

(B pea. PegepanbHbix 3akoHoB 0T 13.07.2015 N 241-®3, o1 02.08.2019 N 297-93)

e) cbapmau,eBTquCKaﬂ COBMECTUMOCTb;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

X) MUKPOBUNONOrMYeckme XxapakTepucTmku;
3) MaTepuanbHbIi 6anaHc A4nst NPOM3BOACTBA CEPUMN FOTOBOIO NPOAYKTa;

1) onncaHne xapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTeEpPUaroB 1 YKYNopOYHbIX CPeacTB;

KoHcynbTaHTln0C: npumeyaHue.

Mpn pernctpaumm nNO  YCKOPEHHOM Mpouedype  AOMycKaeTcs  HenpeAcTaBrneHMe  OOKYMEHTOB,
npegycMoTpeHHbIX nn. "K' n. 9 4. 3 cT. 17, npu ycrnoBum NUCbMEHHOro 06s3aTenscTBa UX NPesoCTaBUTb B
TeyeHne 12 mecsaueB co aHs pernctpauun ([octaHoBnexue MNpasutensctea PO ot 12.03.2022 N 353).

K) IOKYMEHTanbHOe NOATBepXAeHNe (Banuaaums) NpoLeccoB U (Un) UX OLEHKA;

J'I) TpeGOBaHMﬂ K~ KayeCTBy BChnoMoraTtesibHbIX BeulwlecTB (CepTI/Id)MKaT, CI'IeLI,I/Id)I/IKaLI,I/IH Ha
BCnomoraTesibHble BeLlleCTBa N nx 06OCHOBaHVIe);

KoHcynbTaHTlINtoC: npumeYdaHue.

Mpn  pervctpauum N0  YCKOPEHHOW npoueadype  [AONyCcKaeTcs  HenpeacTaBrieHne  [OOKYMEHTOB,
npeaycMoOTpeHHbIX mn. "M" n. 9 4. 3 cT. 17, NpM yCnoBMU NMUCbMEHHOrO 0bA3aTenbCTBa UX NPeaoCcTaBUTh B
TeyeHne 12 mecsaueB co aHs pernctpauyunn ([NoctaHoBneHuve MNpasutenbctea PO ot 12.03.2022 N 353).

M) aHanMTMYeckne MeTOAMKMU, UCMONb3yeMble NMPU OCYLLECTBEHUN KOHTPOIS KayecTBa BCromoraTerbHbIX
BELLECTB;

KoHcynbTaHTlntoc: npumeyaHue.

lMpn pernctpauum NO  YCKOPEHHOW npouedype  AOnyckaeTcs  HenpeacTaBrneHune  OOKYMEHTOB,
npeaycMOTPeHHbIX nn. "H" n. 9 4. 3 cT. 17, npu ycnoBun NMCbMEHHOro 06sA3aTenbCcTBa UX NPeaoCcTaBnTb B
TedyeHune 12 mecsaues co aHa pernctpauun ([octanosnenue MNpasutensctea P® ot 12.03.2022 N 353).

H) OOKyMeHTallbHOe noaTBepXxaeHune (BaﬂMD,aU,VIFl) aHalMMTUYEeCKnXx MeToauK, WUCNOoJIb3yeMblX MNpu
OCYLLeCTBITIEHNN KOHTPOJ1A Ka4eCTBa BCNoMoraTesibHbIX BELWECTB;

O) MH(*)OpMaLI,I/Iﬂ 00 uncnonb3oBaHMM BCMoMoOraTerNbHbIX BELIECTB YENIOBEYECKOr0 W KMBOTHOIO
NPONCXOXOAEHUA,

n) yrpatun cuny. - eaepanbHbii 3akoH ot 02.08.2019 N 297-03;

p) TpebGoBaHUsi K KayecTBY NekapCTBEHHOro npenaparta Ans BeTepUHAPHOro NpUMeEHeHus (cepTudmkart,
cneunduKauns Ha NekapcTBEHHbIN npenapaT U X 060CHOBaHMWE);

C) aHannuTnyeckne MeToauKu, UCnosib3dyemMble MNMpU OCYLLEeCTBIIEeHUN KOHTPOJIA KadecTBa JNeKapCTBEHHOro
npenaparta gna sBetTepnHapHoOro npuMeHeHu4A,;

KoHcynbTaHTlInoc: npuMmeyaHue.

Mpn  pernctpauum NO  YCKOPEHHOW nNpouedype  AOMNyckaeTcs  HenpencTaBreHune  OOKYMEHTOB,
npeaycMoTpeHHbIX nn. "t n. 9 4. 3 cT. 17, Nnpu yCrnoBUM NMUCbMEHHOrO 06s3aTenbCTBa UX NPenoCTaBUThb B
TeyeHne 12 mecsueB co aHs pernctpauunn ([NoctaHoBneHuve MNpasuTtensctea PO ot 12.03.2022 N 353).

T) OOKyMeHTallbHOe noATBepXaeHune (BaJ'IM,D,aLI,I/Iﬂ) aHalnnMTn4eCknx MeToaukK, Wucnonb3yembiX npu
OCyLLEeCTBITIEHNN KOHTPOIA Ka4eCTBa JIeKapCTBEHHOrO npenaparta Aand BeTepUHAPHOro NpuMeHeHn4;

y) OOKYMEHT, noATBepXAalolni KavyecTBO NEKapCTBEHHOro npenapaTta TpeX MPOMbILEHHbIX Cepuii
(npoTokon aHanusa unu cepTudukat aHanusa), ogHa cepus KOTOpOro AorfkHa coBnagatb C cepuen obpasua
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

nekapCTBEHHOro Npenapara, NoAaHHOro Ha perncTpaumio;
&) XxapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX 06pa3LI,OB, MCMNoNb3yeMbiX MNpu OCYLLEeCTBIIEHUN KOHTPONA KadecTBa
JIeKapCTBEHHOrO npenaparta anAa BeTepUHApPHOro NnpuMeHeHn4;

KoHcynbTaHTlntoc: npumeyaHue.

lMpun permctpaumm BOCNPOM3BEAEHHOIO NIEKapCTBEHHOrO Npenaparta No YCKOPEHHOW npolenype AonyCcKkaeTcs
HenpeacTaBreHne CBeAeHU, NpegyCMoTpeHHbIX mn. "u" n. 9 4. 3 ¢1. 17 npy NMCbMeHHOM 06s3aTenbCTBe UX
npepocTaBuTb B TeuveHue 12 mecsaueB co gHa peructpauum ([loctaHoenenuwe [lpasutensctBa PP ot
12.03.2022 N 353).

L) AaHHble 0 CTabUITbHOCTM JIeKapCTBEHHOIO NpenapaTa aJisi BETePMHapHOro NPUMEHEHUS;

10) KonMs [OKYMeHTa, coep)allero MHpopMaumio 0 Hanu4uum unm o6 oTcyTCTBUM (PaKTOB perucrpaumu
nekapcTBEHHOro npenapara Ans BeTepuHapHoOro NnpumeHeHus 3a npeaenammn Poccuiickoin denepaumu;

11) cornmacMe B NMCbMEHHOW dpopme, MpefyCMOTPEHHOEe 4YacTbid 7 HacTosilen cTaTbW, B Cry4vae
perncTpaumm BOCNpou3BeAEHHOro NIeKapCTBEHHOMO Npenapara;
(B peq. PenepanbHoro zakoHa ot 13.07.2015 N 241-93)

12) KONMsA OOKYMEHTa Ha PYCCKOM i3blke, 3aBEPEHHOro B YCTaHOBMEHHOM MOPSAKE U NOATBEPXKAALLErO
NMPaBOMOYHOCTb 3asIBNIEHUSI O FrOCY4APCTBEHHOW perMcTpauuy rnekapcTBEHHOro npenapata Ansi BETEPUHapHOro
NPUMEHeHNs (DOBEPEHHOCTD);

KoHcynbTaHTtlntoc: npumedaHume.

[o 31.12.2023 poccuimncknm npom3BoanTENSM paspeLLEeHO He NPEeACTaBnATbL CBeAeHNs B cooTBeTcTBUM c . 13
Y. 3 cr. 17 npu perucTpaumm MMMYyHOOMOMOIMYECKNX IeKapCTBEHHbIX npenapatoB ([docTaHoBneHue
MpaButenbcrtea P® ot 12.03.2022 N 353).

13) cBedeHuss O rocydapCTBEHHOW perucTpaumm reHHO-UHXEeHePHO-MOoANMULMPOBAHHBLIX OPraHU3MoB,
npefHasHadeHHbIX ONs BbiMyCKka B OKpyXatowlyto cpedy (Mpu rocygapCTBEHHOW perncrpauum NekapcTBEHHbIX
npenapaTtoB ans BETEPUHAPHOro NPUMEHEHMS, NONy4YeHHbIX c NpPUMEHEHMEM
rEHHO-UHXXEHEPHO-MOANMDULIMPOBAHHbBIX OPraHM3MOB UK CoAEepXKaLLUX TakMe opraHnu3mbl).

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

4. MNpw NpoBeAEHUN YCKOPEHHOW Npoueaypbl 3KCNepTU3bl NIeKapCTBEHHOrO Npenaparta ans BeTepMHapHOro
NMPUMEHEHNST B LENAX €ro rocyAapCTBEHHOW pernctpaumMm BMeECTO oT4yeTa paspaboTumka o pesyrbTaTtax
OOKIMMHUYECKOrO UCCReoBaHUs feKkapCTBEHHOrO CPeacTBa AOfi BETEepUMHAPHOrO MPUMEHEHMSI MOXET ObliTb
npeactaeneH o0630p HayyHbiXx paboT O pesynbTatax [OOKMIMHUYECKOro WccrenoBaHus pedepeHTHoro
NieKapCTBEHHOro npenapaTta Ansi BETEPUHAPHOrO MPUMEHEHUS!, @ BMECTO OTYeTa O pesynbTaTax KIMHUYECKOro
nccrefoBaHUs  fiekapCTBEHHOrO npenapaTta AN BeTEPUHAPHOrO  MPUMEHEHUS OTYeT O pesyrnbTatax
nccneaoBaHMn OGUO3KBMBANEHTHOCTU BOCMPOWM3BEAEHHOrO NEeKapCTBEHHOro npenapata Ansi BeTepuUHapHOro
NPUMEHEHMSI.

(4acTb 4 B pea. PepepanbHoro gakoHna ot 02.08.2019 N 297-93)

5. Ha akcnepTuay pasnunyHbIX fekapcTBEHHbIX hOpM OLHOro M TOro Xe feKkapCTBEHHOro npenapara ans
BETEPVMHAPHOIO MPUMEHEHUS1 3asBUTENb MpeacTaBnsieT OTAerNbHble 3asiBIEHUSI U PerMcTpaunoHHble 4ocke Ha
Kaxkayto NnekapcTBeHHy dopmy. Mpu ycnoBMM oOHOBPEMEHHOM NMOAayM Ha 3KCNEpTU3y OAHOW riekapCTBEHHOW
hopMbl C pasnNUYHLIMU [O3MPOBKOMN, KOHLEHTpaumen, o6 beMOM 3asBUTENb NPEACTABMSET O4HO 3asiBIIEHNE U
perncTpaumoHHoOe OOCbE C MPUMOXEHMEM MaKeTOB MEPBUYHON YNaKOBKU M BTOPMYHOW ynakoBku. Ha makeTax
nepaquoﬁ ynakoBkn w” BTOpI/I\-IHOVI YNakoBKMN YKa3blBAlOTCA BCe Npou3BoaunMble O0O3UPOBKKU, KOHUEHTpauuu,
06beMbl 1 KONNYECTBO 003 B yNakoBKe JleKapCTBEHHOIro npenaparta ana setepnHapHoro npuMeHeHus.

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

6. B cnyyae HenpeacTaBneHUss C 3asiBIeHWEM O TOCYAAPCTBEHHON perucTpaummn neKkapCTBEHHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

npenapata pAns BeTEpPUHapPHOro nNPUMEHEHWs [OOKYMEHTOB, MNOATBepXAalowWwmx Yynnaty rocyfapCTBEHHON
OOLUNMHBI W YKa3aHHbIX B MYHKTE 7 4acTu 2 HAcTosILWEN CTaTbW, CBEAEHUN O NULEH3UAX, YKadaHHbIX B MyHKTax 1 u
2 yactn 3 HacTosien cTaTbW, a Takke BblAaBaemblX (MPeaocTaBnseMblX) YNOMHOMOYEHHbIMU heagepanbHbiMu
opraHamu WCMOMHUTENbHOW BnacTy AOKYMEHTOB (CBedeHWM), ykadaHHbIX B NyHkTe 2.1 yactm 3 HacTosewn
cTaTbW, YNOMHOMOYEHHbIN befepanbHbI OpraH UCNOMHUTENBbHOW BNAacTW 3anpaluvMBaeT yKasdaHHble OOKYMEHTbI
(cBegeHus) B nopsake MexBefOMCTBEHHOIO MH(POPMaLMOHHOIO B3aMMOAENCTBUS.

(vacTb 6 B peq. PenepansHoro zakoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTtcsa Mcnonb3oBaHWEe B KOMMEPYECKUX Lensax uHgopmaumm o pesynbTaTax AOKITMHUYECKMX
nccnegoBaHMM NEKaApCTBEHHbIX CPEACTB U KIMHUYECKMX WUCCNeAoBaHMM IeKapCTBEHHbIX MpenapaToB Ang
BETEPUMHAPHOrO0  MPUMEHEHUd, MpeacTaBfeHHON  3asiBUTenemM Ons  rocyAapCTBEHHOW  perncrpaumm
nekapCTBEHHbIX NpenapaToB, 6e3 ero cornacusi B TedeHue LIeCcTu NneT ¢ AaTbl rocygapCTBEHHON perncrpauum
pedepeHTHOro nekapcTBEHHOro npenaparta B Poccuinickon degepauuu.

8. [epxatenb wnuM Bnageney perncrpaumoHHOro yOOCTOBEPEHUS eKapCTBEHHOro npenapaTta ans
BETEPVMHAPHOIO NMPUMEHEHUS NPEACTABNSET B YNONHOMOYEHHbIA dhefepanbHbli OpraH UCMONMHUTENbLHOM BNACTy
OTYeT MO pesynbTatam GapmMakoHag3opa OAuH pa3 B LIEeCTb MecsueB B TeYeHWe [ByX neT nocne
rocyapCTBEHHOW perncTpauumn rekapcTBeHHoro npenapata B Poccuiickon ®epepauun, 3aTeM eXerogHo B
TeuYeHue NocneayLmx TpexX NeT U B AarnbHENLWEM O4MH pa3 B TpK roaa.

(vacTb 8 BBegeHa degepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Cratbs 18. NMoga4ya n paccMmoTpeHue 3asiBIeHNUs O rocyAapCcTBeHHOW perucTpauumn nekapcTBeHHOro
npenaparta Ansa MeauUMHCKOro NpuMeHeHus
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. [Ona rocynapCTBEHHOW permctpauuu nekapCTBEHHOro npenapaTta Ans MeAUUMHCKOrO MNpUMEHEHUS
topuguyeckoe nuuo, SenCcTeylollee B COGCTBEHHbIX MHTEpecax Unm ynorHOMOYEHHOE NpeacTaBnsaATb UHTEpPECHI
Opyroro opuan4ecKoro nuua u 3agdBnsiollee NeKapCTBEHHbIM npenapaTt Ha rocyapCTBEHHYKO peructpawumio
(hanee B HacTodllen cTaTbe - 3asdBUTENb), NpPeacTaBnseT B YNONHOMOYEHHbLIN eaepanbHbIn  opraH
NCMNOMHUTENBHOW BACTU, OCYLLECTBISAIOWNA roCyaapCTBEHHYIO PErMCTPaLMIO NIEKapCTBEHHbIX NpenapaToB Ans
MEAMLMHCKOrO NPUMEHEHNS], B NIEKTPOHHOM bopMe 1 Ha BymMakHOM HOcUTene 3asiBlieHNe O rocygapCTBEHHOM
perncTpaumm nekapCcTBEHHOro npenapara A MeQULUHCKOro NPMMEHEHMS, a Takke B NOpsaKe, YCTAHOBNEHHOM
YMOSTHOMOYEHHbIM (befeparnbHbIM OPraHoOM WUCMOMHUTENbHOW BNAcTW, B 3MNEKTPOHHOW hopMe U Ha ByMadkHOM
HocuTene HeobGXoAouMble AOKYMEHTHI, U3 KOTOPbIX (DOPMUPYETCSt PErMCTPaLMOHHOE AOChbE Ha JeKapCTBEHHLIN
npenapaT ans MeaAULUMHCKOro NpUMeEHeEHNS.

(4acTb 1 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

2. B zagBneHunm O rocyaapCTBEHHOW perucTpauum nekapCcTBEHHOro npenaparta Ans MeaWLMHCKOro
NPUMEHEHMWS YKa3bIBalOTCS:

1) HanmeHOBaHuWe, agpec 3asBUTENs U NPOW3BOAMTENSA MEeKapCTBEHHOro npenapaTta Ans MeAULMHCKOro
NpMMeHeHus1, cBedeHus o6 KX peructpauMm B KayecTBe Harnoronnartenbliuka B CTpaHe perncrpauun (ans
POCCUMCKMX IOPUONYECKMX NUL, - MOEHTUMDUKALNOHHLIM HOoMep Hanoronnatenswuka (MHH), ans nHocTpaHHbIX
IOPUAMYECKMX NUL, - CTpaHa perncrTpauun, HaumMeHoBaHWe PermcTpypyoLEero opraHa, perMcTpaumnoHHbI HOMeD,
Kog HanoronnartenbliMka B CTpaHe perucrpaumv (MHKOprnopauuu) unu ero aHamor) u agpec MecTa
OCYLLIeCTBMEHMS MPOM3BOACTBA JIeKapCTBEHHOrO npenapata (B Cnyvyae Hanuyuns HECKOMbKUX Y4acCTHMKOB
npouecca ero npom3sBoAcTBa HeOOGXOAMMO yKasaTb Kawdoro yyYacTHVWKa B COOTBETCTBUM C OCYLLECTBNSEMOW
cTaamen Npou3BOACTBA);

(n. 1 B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

2) HanmeHoBaHME J1eKapCTBEHHOro rnpenapata And MeauMuMHCKOro npuMeHeHus (MemyHapop,Hoe
HenaTeHToOBaHHOe, Ui rpynnnupoBoYHOe, UM XMMNUYeCKoe 1 Toproeoe HaMMeHOBaHVIFI);

3) nepeyeHb ,El,eIZCTByI'OLLI,MX N BCnomMoratesribHblX BeLllecTB, BXOOALWKMX B COCTaB J1€KapCTBEHHOro
npenapara anda MeanunMHCKOro npuMeHeHud, ¢ ykasaHmem Konm4yectBsa KaxKgoro n3 HuX;

4) nekapcTBeHHasi opMa, 4O03NPOBKa, Cnocobbl BBEAEHNSI U MPUMEHEHUS, CPOK FTOOHOCTU fIeKapCTBEHHOMO
npenapaTa ans MeguuUUHCKOro NpuMeHeHus:;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

5) dapmakoTepaneBTMyeckasa rpynna, Ko aHaTOMO-TepaneBTUYECKO-XMMUYECKON Krnaccudumkaumm,
pekomeHaoBaHHOW BcemMupHOW opraHusauuen 3gpaBoOXpaHeHWd, 3asiBNsemMble MNoKasaHus Ans NpUMeHeHus
nekapcTBEHHOro npenapara 4nst MeAULMHCKOro NPUMEHEHNS;

6) oTcyTcTBME HEOBXOAMMOCTM MPEdOCTaBIEHMSI OTYETA O pe3ynbTaTaxX KIMHWYECKOro MCCrnenoBaHus,
nccrieqoBaHus  GMOSKBMBANEHTHOCTM  NEKApCTBEHHOTO MpenapaTta, paspelleHHoro Ans  MeauUMHCKOro
npumeHeHusi B Poccuiickon depepaummn Gonee asaguaT NeT, C ykasaHMEM HOPMAaTUBHbLIX MPaBOBbLIX aKTOB,
NOATBEPXKAAOLNX AaHHbIA CPOK NPUMEHEHUS;

7) HeobxoaMMocTb OobopMIIEHMS paspelleHnss Ha BBO3 B Poccuiickyio defepaumio KOHKPETHOW MapTum
3aperMcTpupoBaHHbIX U (UNKN) HE3aperncTpUpOBaHHbLIX JIEKAapPCTBEHHbIX CPEACTB, MpedHasHa4yeHHbIX AOis
NpoBEeLEHNS 3KCNEPTU3bI NTEKAPCTBEHHbIX CPEACTB B LIENSAX rOCYAapCTBEHHOW perncTpaumm;

8) HeobXOOMMOCTb MPOBEAEHWUSI 3KCMEepPTU3bl [OKYMEHTOB, MPEACTaBMeHHbIX ANs  onpeaeneHus
BO3MOXHOCTU paccMaTpuBaThb NleKapCTBEHHbIN npenapaT Ans MEAULMHCKOTO MPUMEHEHMUS MPU OCYLLEECTBIIEHUM
rocy4apCTBEHHOMN perncTpaumum B kKayecTee opdaHHOro fiekapCTBEHHOrO npenapara;

9) HeobxoauMOCTb npuMeHeHunsa yCKOpeHHOIZ npouenypbl 3KCNepTnu3bl NeKapCTBEeHHbIX CpeacCTB B Lenax
FOCYﬂapCTBeHHOVI perncrTpaunm rnekapCTtBeHHOro npenapara,

10) KonNuM JOKYMEHTOB, NOATBEPXKAAIOLLUX YNNATy rocyaapCTBEHHON OOLUNUHbI:

a) 3a npoBedeHME OKCMEPTU3bl [OKYMEHTOB, MPEACTaBMEHHbIX ONA OnpeaeneHnss BO3MOXHOCTY
paccmaTpuBaTb  NEKapCTBEHHbI NpenapaTt Ans  MEAMLUMHCKOrO MPUMEHEHWs MpU  OCYLLECTBIEHUM
rocy4apCTBEHHON perncTpaumum B kKadyecTee opdaHHOro fiekapCTBEHHOrO npenapara;

6) 3a NnpoBeeHNe IKCNepTM3bl KaYecTBa NekapCTBEHHOro CPeAcTBa U 3KCNepTU3bl OTHOLLEHNS OXUAAEMOii
nonb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS] NEeKapCTBEHHOro npenaparta, paspeLleHHOro Ans MeauUMHCKOro
npumeHeHnss B Poccuiickon ®epepaumn Gonee [OBaguatu feT, MNpPU  OCYLUECTBIIEHWM TOCYAapCTBEHHOMN
perucrpauum nekapcTBEHHOro npenapara;

B) 3a npoBegeHne 3KCnepTnu3bl Ka4ecTBa J1IeKapCTBEHHOIo cpeactBa M SKCNepPTU3bl OTHOLLEHUA oXxngaemom
NoJib3bl K BOSMOXXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenaparta and MeanmumHCKOro npuMeHeHua npu ero
FOCYﬂapCTBEHHOVI perncrtpauunu;

r) 3a npoBedeHue aKCnepTH3bl KayecTBa NeKapCTBEHHOro CPpeacTBa M aKCMNepPTU3bl OTHOLLEHWS! OXUAaeMOoii
Nonb3bl K BO3MOXHOMY PUCKY MpPUMEHeHWUs NekapcTBEeHHOro npenapata ans MeauUUHCKOTO NpUMEHeHusl, B
OTHOLLUEHMN KOTOPOro MpoBedeHbl MeXOyHapoAHble MHOTrOLEHTPOBbIE KIMHUYECKME MCCIedoBaHWus, YacTb U3
KOTOpbIX NpoBedeHa B Poccuiickoli dPenepauun, NpU  OCYLLECTBNEHWM TFOCYAAPCTBEHHON perncTpauum
NeKkapcTBEHHOro npenapara;

11) HanuuvMe cornacus MPOM3BOAUTENS NIeKapCTBEHHOro Mpenaparta, MNpoM3BOACTBO  KOTOPOro
ocyllecTBnseTcs 3a npegenamu Poccuiickoin Penepaunm, Ha NpoBeeHe NHCNEKTUPOBAHNUSA NPOU3BOAMTENS Ha
COOTBETCTBME TPeboBaHNAM NpaBuUn Haanexallen NponM3BoACTBEHHOW NPaKTUKK;

12) Hanuume cornacus, NpegyCMOTPEHHOro YacTblo 18 HacTosLLeln cTaTby;

13) ykasaHve Buaa nekapCTBEHHOro npenapaTa, MpeacTaBfeHHOro Ha peructpaumio (pedepeHTHBIN
NeKapCTBEHHbIA Npenapart, BOCMNPOW3BEAEHHbIN JIEeKApCTBEHHbI NpenapaTt, OUONOrm4yeckuin feKkapCTBEHHbIN
npenapaT, OuoaHanoroBbin (6MONOAOOHLIN) NEKapCTBEHHbI npenapat (OwuoaHamnor), romeonaTuyecKkuii
nekapCTBEHHbIN Npenapar, NekapCTBEHHbIW pacTUTENbHbIN Npenapar).

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

3. PerucrtpauuMoHHoe [Jocbe Ha JleKapCTBEHHbIM mnpenapaT Ans  MEeAMUMHCKOro  MpUMEHEeHWs
npepocrtasnsieTcsi B hopmMe 06Lero TeXHUYeCKoro JOKyMeHTa.
(4acTb 3 B pea. PeaepanbHOro dakoHa ot 22.12.2014 N 429-93)

4. Paspgen OOKyMeHTaunnm agMMHUCTPaTUBHOIO XapaKkTtepa BKI4YaeT B cebs:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

1) 3agBneHve O TrOCyAapCTBEHHOW pernctpaumMn nekapCTBEHHOro npenapata AN MeAULMHCKOro
NMPUMEHEHNS B 3MNEeKTPOHHOW hopMe 1 Ha BymMakHOM HocuTene;

2) KOMWIO JOKYMEHTa Ha PYCCKOM si3blke, 3aBEPEHHOro B YCTAHOBMEHHOM MOpsiAKE W NOATBEpXAatoLLero
NPaBOMOYHOCTb 3asIBUTENS NodaBaTh 3asiBliEHWEe O rOCYAapCTBEHHOW perncTpaummn rnekapcTBEHHOro npenapaTa
AN Me4MLMHCKOro NPUMEHEHUS (O0BEPEHHOCTD);

3) cBegeHua o pate npefocTaBneHUMs U PerncTtpaumMoHHOM HOMepe MULUEH3MM Ha NpoM3BOACTBO
NeKapCTBEHHbIX CPEACTB WY CBEAEHUS O OaTe MNPefoCTaBMeHUss U PermcTpalMoHHOM HOMepe 3aKNYeHUst O
COOTBETCTBMM NPON3BOANTENS NTEKAaPCTBEHHbIX CpeACcTB TpeboBaHUSAM OpaBwuil Haanexallen Nponu3BoaCTBEHHOW
NpaKkTVKN, BblAaHHbIX (MPEAOCTaBMNEHHbIX) YNONMHOMOYEHHbIM dbeaepanbHbiM OPraHOM UCTIONHUTENBHOW BriacTu B
OTHOLLEHUN NPOU3BOLACTBEHHOW MIOLAAKA PErMcTpUpyeMoro nekapCTBEHHOro npenapara, B Cryvae, ecnu
Npon3BOACTBO JIEKapCTBEHHOrO Npenapara ocyulecTanseTcs B Poccuiickon ®epepauuu;

(B peq. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-03)

4) Konuio NpPegoCTaBMEHHOW YMOMHOMOYEHHbIM OpraHoM CTpaHbl MPOU3BOAUTENS JMLUEH3MM Ha
NMpOM3BOACTBO NIEKApCTBEHHOrO npenapata U ee NepeBod Ha PYCCKUM A3blK, 3aBEePeHHble B YCTAHOBIEHHOM
Oopagke, a Takke KOMUIo 3aKMYeHUs O COOTBETCTBUM MPOU3BOANTENS NEKapCTBEHHbIX cpeacTB TpeboBaHuaM
npasun Hagnexawewn npou3BOACTBEHHOW NPAKTUKM, BbIAAHHOMO YMNOMHOMOYEHHbIM deadepanbHbIM OpraHom
WCMNOMHUTENBHOW BracTM B OTHOLUEHMU MPOM3BOACTBEHHOW MIOLWAAKN PErMCTPUPYEMOrO JEKapCTBEHHOMO
npenapaTta, WNM KOMWUIO PELUEHUS YMOSTHOMOYEHHOro dhedepanbHOro opraHa MWCMOSIHUTENbBHOW Bnactu o
NPOBEAEHUN WHCMEKTMPOBAHNS MPOM3BOAMTENS FNEKapCTBEHHbIX CPeAcTB, B Cly4ae, ecnu npousBoACTBO
NekapCTBEHHOro npenapara ocyLecTBnseTcsa 3a npegenamm Poccuinckon ®epepaunm;

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

5) NpPOeKT WHCTPYKUMM MO MEAMUMHCKOMY TMPUMEHEHUIO IEKapCTBEHHOrO Mpenaparta, codepXallei
crienytoline cBefieHns:

a) HanMmeHoBaHWME NeKapCTBEHHOro npenaparta (MemyHaponHoe HenaTeHToOBaHHOE, Unn rpynnmpoBoO4HOE,
nnm xmmMmm4yeckoe n Toproeoe HaI/IMeHOBaHVIﬂ);

©) nekapctBeHHas cdopma C yKasaHMeM HauMEHOBaHWN W KONMMYECTBEHHOIO COCTaBa [OEWCTBYHOLUMX
BELLECTB M Ka4eCTBEHHOro cocTaBa BCMOMOraTenbHbIX BeLecTB (Npy HeobxoanMoCTH KONMYECTBEHHOro cCocTaBa
BCMOMOraTeribHbIX BELLECTB);

B) OnmncaHue BHELLHero Buaa fekapCTBEHHOro npenapaTta Ans MeAULMHCKOrO NPUMEHEHNS;

r) oM3nKo-XxMMmnyeckue CBOMCTBa (Ans paguodapmaneBTUYECKNX NEKapCTBEHHbIX NpenapaTos);

A) bapmakoTepanesTuyeckasn rpynna, kog NekapCTBEHHOro npenapaTta Ans MeAMLMHCKOro MPUMEHEHNs no
aHaToOMO-TepaneBTUYECKO-XMMNYECKON  Knaccudukaumm, pekomeHgoBaHHon  BcemupHom — opraHusauuen
3[paBOOXpPaHEHUs, UK ykasaHune "romeonaTuyeckuin nNekapcTBeHHbIN npenapat”;

e) cdapmakogMHamuka M apMakokMHeTUKa (3a WCKMYeHMeM (papMakoOKMHETUKUM TFOMeOonaTUYecKux
NeKapCTBEHHbIX MPEenapaToB U pacTUTENbHbIX JIEKapCTBEHHbIX NMPEnapaToB);

) NnokasaHua aAnsa NpYMeHeHus:;

3) NPOTUBOMNOKA3aHUS AJ1si TPUMEHEHWS;

1) Mepbl NPEeA0CTOPOXHOCTU NPV MPUMEHEHWNN;

K) ykazaHMe BO3MOXHOCTM U 0COBEHHOCTEW NMPUMEHEHNS NIeKapCTBEHHOro npenaparta Ans MeauuMHCKOro
NMPUMEHEHNs1 GEepPeMEHHbIMU KEHLUMHAMW, >XEHLMHaMW B nepuod rpyaHOro BCKapMMUBaHUS, OeTbMU,
B3POCIbIMU, UMEIOLLIMMUN XpOHUYeCKe 3abonesaHus;

n) peXuM [O03MpOoBaHWsA, Crnocobbl BBEOEHUS W MPUMEHEHUS, MpU HeobXxoOAMMOCTM BpeMsi npuema

NIeKapCTBEHHOro npenapata Ansi MeguUMHCKOrO MPUMEHEHUs!, NPOAOIHKUTENIBHOCTb JIeYeHNsl, B TOM 4ucrne y
JeTen 0o v nocne ogHoro roaa;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

M) BO3MOXHble HexernaTeribHble peakuMnm Mpyv  MPUMEHEHUM JeKapCTBEHHOTO npenapaTta  Ans
MEAMLIMHCKOro NPpUMEHEHUS;

H) CUMMNTOMbI NEPEAO3NPOBKU, MEPbI MO OKa3aHWKo MOMOLLM NPY Nepeo3UPOBKE;
0) B3aMMOZEWNCTBME C APYrMMM NIeKapCTBEHHbIMU NpenapaTaMu 1 (Unu) NULLEeBLIMW NMPOAYKTaMK;
n) doopMbl BbiNycka NekapCcTBEHHOro npenapara;

p) ykasaHve (Npy HeobxoaMmocTM) OCOBGEHHOCTEW [OEeNCTBUS JIEKapCTBEHHOro mnpenapara Aans
MeOUUMHCKOro npuMeHeHua npu nepBoM rnpmneme unn npmn ero oTMeHe;

c) onucaHue (Mpu HeoOXOOMMOCTW) OeWCTBWUW Bpada (cenbawepa) u (Mnv) naumeHTa npu nponycke
npuema ogHOW UM HECKONbKMX 03 NeKapCTBEHHOro npenapaTta Ans MeAULIMHCKOrO NPUMEHEHNS;

T) BO3MOXHO€ BJIMAHUE NeKapCTBEHHOro npenapara AnAa MeamunHCKOro rnpuMeHeHmA Ha CMocobHOCTb
ynpaendaTb TPAHCNOPTHLIMKU CpeacTBaMu, MeXxaHn3mMmamu;,

y) CpOK rogHOCTM M yKasaHuMe Ha 3anpeT NMpUMEHEHUsi NeKapCTBEHHOro npenapaTta gns MeguuUHCKOro
NPUMEHEHMS MO UCTEYEHNN CPOKa rOgHOCTY;

&) ycnoBusi xpaHeHus;

X) ykasaHue Ha HeobxoaMMOCTb XpaHeHWs1 NEKAPCTBEHHOIO Npenapara Ansi MeAULUHCKOIO NPUMEHEHUS B
MecTax, He[OCTYMHbIX AN AeTel;

l) YykasaHue (NpM HeobxoouMOCTM) crneumarnbHbIX Mep MNPEeaoCTOPOXKHOCTU  MPU  YHUYTOXEHUN
HEeNCNoJ1b30BaHHbIX NNEKAPCTBEHHbIX NpenapaToB ANnAa MeanUUHCKOro NnpuMeHeHus;

4) yCroBuWsi OTMYyCKa;

L) HaMEeHOBaHUS 1 afgpeca NPOM3BOACTBEHHbIX NNOLWAaA0K NPOU3BOAUTENS NEKapCTBEHHOMO Npenapara;

ll) HaMMEeHOBaHME, afpec OpraHMsauuv, YMONHOMOYEHHON AepXaTenem Wnu  BragenbLem
pEerMcTpaLmMoHHOro YOOCTOBEPEHUSI NEKAPCTBEHHOMO MpenapaTa Afsl MEAULIMHCKOrO MPUMEHEHUS HA MPUHATUE

NpeTeH3un oT noTpebuTens;

6) MHCTPYKUMIO MO MeAULUMHCKOMY NPUMEHEHUIO NI KPaTKYy XapaKTepUCTUKY NeKapCTBEHHOIo npenapara,
yTBEpPXOEeHHbIEe B CTpaHe Npon3BoaNTENA;

7) NpPOEKTbl MakeToOB MNEPBMYHOW YNAKOBKA W BTOPUYHOM YMaKOBKW JleKapCTBEHHOrO npenaparta Ans
MEANLMHCKOrO NPUMEHEHMS;

8) NpoeKkT HopMaTMBHOW OOKYMEHTAUUWN UM HOPMATUBHOIO JOKYMEHTA Ha JIeKapCTBEHHbIM NpenapaT ang
MEeAMLMHCKOro NpMMeEHeHMs NMbo ykasaHne COOTBETCTBYHOLLEN hapMaKonenHom cTaTbu;

9) [OOKYMEHT, codepXalluii MHOPMaLMIO O HanmuMuuM WM o6 OTCYTCTBUM (DaKTOB perucrpaumu
nekapcTBEHHOro npenapara Ans MeavUMHCKOro NpuMeHeHus 3a npegenamu Poccuiickol ®egepauuu;

10) KonuW OOKYMEHTOB, 3aBEPEHHbLIX B YCTAHOBIIEHHOM MOPSAKE M MOATBEpXAatolWmx dakT peructpauum
neKkapcTBEHHOro npenaparta B MHOCTPaHHbIX rocygapcTBax B kayecTBe opdaHHOro NiekapCTBEHHOro npenapara;

11) nrnaH ynpaseleHnA puUckamMm ansa BGronorn4yeckmx JNIeKapCTBEHHbIX MpenapatoB AnA MeauLNHCKOro
NMPUMEHEHUA;

12) OOKYMEeHT O cucremMme q)apmaKOHau,sopa aepxartenda wnu  Bnagenbla pernctpaunoHHOro
yAOOCTOBEPEHNA NTIEKapCTBEHHOrO npenaparta,

13) AOKYMEHT, NoATBEPXXAalOLWUN KAa4yeCTBO JIEKAapCTBEHHOrO npenapaTta TpeX MPOMbILWIIEHHbBIX CEpUN
(npoTokon aHanusa unu cepTudukat aHanu3a), ogHa cepusi KOTOpOro AorfkHa coBnagatb C cepuen obpasua
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

neKkapcTBEHHOro npenapata [ANs MeOUUMHCKOTO NPUMEHEHUsl, NpPeacTaBlEHHOr0 Ha rocyAapCTBEHHYHO
perucTpaumtio.
(vacTb 4 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

5. Pasgen xumudeckon, dapMaueBTMYECKOM W OMOnornyeckon [AoKymeHTauuu BkrovaeT B cebs
OOKYMEHTbI, copepalume uHpopmMauuio o hapMaueBTUYEeCKON cyBCTaHLMN U NekapCTBEHHOM npenapaTe Ans
MeOMLMHCKOrO MPUMEHEHMS], NPOLECcce ero NPOU3BOACTBA U MeToAaxX KOHTPOIS kKayecTea, B TOM YucChe:

1) KONWIO JOKYMEHTa, codepxallero cregyoLlyio nHdopMaumio o dapMaueBTUYeCcKon cybcTaHumMM unm
dapmaLeBTMHECKMX CyOCTaHUMAX, BXOASAWMX B COCTaB JieKapCTBEHHOro npenaparta, 3a WCKIHYeHVeM
MHopMaumMm o dapMaLeBTUYECKUX CYOCTaHLMSIX, BKIOYEHHbLIX B FOCYAapCTBEHHbIA PeecTp rekapCTBEHHbIX
CpPefcTB B COOTBETCTBUM CO cTaTbel 34 HacTosero PeneparnbHOro 3akoHa:

(B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 462-93)
a) HaMMeHoBaHue dapmaLieBTU4ecKon cybcTaHumm, ee CTpyKTypa, obLLme CBOWCTBA;
0) HanmeHoBaHWe n agpec NPon3BoaUTENS;

B) TEeXHOnorma npomn3soactea C onnMcaHnem cragun npon3BoacTBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguAax
npon3BoAcCTBa,

r) onucaHme pa3paboTku npoLiecca Npon3BoOACTBa;

[) ONMCcaHne KOHTPOIS KPUTUHECKMX CTAgUM NPON3BOACTBA U MPOMEXYTOYHOW NPOAYKLMNNK;
€) [OKyMeHTanbHoe nogTeepXxaeHve (Banuaaums) NpoLeccoB v (Unn) Nx OLEHKa;

) CBOMCTBA W1 CTPYKTypa AEeNCTBYIOLLNX BELLECTB;

3) XapaKTepucTu1ka npumecen;

n) cneundurkaumsa Ha dhapMaLeBTUYECKYHO CyOCTaHUMIO U ee 0OOCHOBAHWE;

K) aHannTnyeckne MeToaukn, ncnonbdyemble Npu oCyLeCTBIEHNN KOHTPOIIA Ka4eCcTBa cpapmaueBTquCKoPl
cybecTaHuuu;

n) [OKyMeHTanbHoe MOATBepXOeHne (Banvpauusl) aHanuTUYecKx METOAMK, WCMOMb3yeMbIX MNpu
OCYLLECTBEHUN KOHTPOSS kKayecTBa hapMaLeBTUYECKON cybcTaHuuy;

M) pe3ynbTaTbl aHanus3a cepuit hapmaLeBTUHECKON CyOCTaHLMW;

H) nmepeyeHb CTaHAAPTHbIX 0OOpasLOB WM BELLECTB, MCMOSb3YeMbIX MPU OCYLLECTBIIEHUM KOHTPOSS
Ka4yecTea;

0) OnMcaHWe XapaKTepUCTUK M CBOWCTB YNaKOBOYHbIX MaTepuarnoB 1 YKYNOPOYHbIX CPEACTB;

n) 4aHHble 0 cTabunbHOCTY hapmaLeBTUYECKON CybCcTaHuuK;

p) CPOK rogHOCTY;

1.1) B OoTHOWeEHUN hapmaueBTUYECKMX CyBCTaHLMIN, BXOASLWMX B COCTaB JieKapCTBEHHOro npenaparta u
BKITHOYEHHbIX B FOCY4apCTBEHHbIV peecTp fnekapCTBeHHbIX CPeAcTB B COOTBETCTBUM CO CTaTben 34 HacTosLwero
degepanbHOro 3akoHa, - Konus AOKYMeHTa, CoaepaLlero cneayoLLyo nHpopmaumio:

a) HanmeHoBaHue hapmaueBTUYECKON cybCcTaHUMK, ee CTPYKTypa, 00LLMe CBONCTBA;

6) HanmeHoBaHWe 1 agpec NPoOU3BOAUTENS;

B) pe3ynbTaTbhl aHanu3a cepuin papmaueBTUYeCcKon cybcTaHuuuy;

r) CPOK rogHOCTY;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

(n. 1.1 BBegeH ®enepanbHbiM 3akoHOM OT 27.12.2019 N 462-03)

2) OOKYMEHT, coaepxaliuii crefylolumMe CBeOeHWs O NekapcTBEeHHOM npenapate Ans MeaULIMHCKOro
NpPUMEHEHMS:

a) onncaHme n CcoCTtaB JIeEKapCTBEHHOIO npenaparta anda MmeanunHCKOoro npmMeHeHus;

©) onucaHve capmaueBTuyeckon paspaboTtkn (obocHoBaHMe BblIOOpa cocTaBa, MEPBUYHOM YNAKOBKA U
WHOro);

B) TEXHOSorMs NPou3BOACTBA C ONUCaHMEM CTaaumii NMPOM3BOACTBA U METOOOB KOHTPOSSA Ha BCeX CTagusix
npon3BoACTBa,

r) onucaHue KOHTPONS KPUTUYECKUX CTadui NpoLuecca NPOoM3BOACTBA U MPOMEXYTOUYHOW NPOAYKLMU;

[) HaumeHoBaHWe W adpec MecTa OCYLUECTBMEHUS MPOU3BOACTBA IEKapCTBEHHOro npenapata Ans
MEAMLIMHCKOro NpuUMeHeHUs (B criyyae HanmMumsi HeCKOMNbKMX YYaCTHUKOB MpoLecca Npou3BoACTBa HEOBGXOAMMO
yKasaTb KaXKaoro U3 Hux);

e) bapmMaueBTUYECKast COBMECTUMOCTb;

) MUKPOGUONOrMyeckne XxapakTepucTuku,;

3) MaTepuarnbHbIi GanaHc Ans NPoM3BOACTBA CEPUM FOTOBOMO NPOAYKTA;

1) onncaHne xapaKTepUCTUK U CBOMCTB YNakoBOYHbIX MaTepuarnos 1 yKyrnopodHbIX CpeacTs;

K) IOKYMeHTanbHOe NOATBepXaeHne (Banuaaums) NnpoLeccoB NPON3BOACTBA U (MNN) UX OLEHKA;

J'I) TpeGOBaHMH K KayeCTBy BChnoMoraTtesibHbIX BelwlecTB (CepTI/Id)MKaT, CI'IeLI,I/Id)I/IKaLI,I/IFI Ha
BCnomoraTtelibHble BeLlleCTBa N nx 06OCHOBaHVIe);

M) aHanuMTUYecKne MeTOAMKMN, UCMOoMb3yeMble MPU OCYLLECTBMNEHU KOHTPOMS KavyecTsa BCMOMOraTenbHbIX
BELLIeCTB;

H) OOKYyMeHTallbHOe noAaTBepXxaeHune (BaJ'IVID,aLI,I/Iﬂ) aHalNTU4YEeCKnXx MeToauK, WUCNOoJIb3yeMblX MNpu
OCYLLIeCTBJTIEHUN KOHTPOJ1A Ka4yeCTBa BCNomMmoraTesibHbIX BELLECTB;

O) Mchopmau,vm 00 uncnonb3oBaHMM BCMoMoOraTerNbHbIX BELIECTB YENIOBEYECKOr0 W KMBOTHOIO
NPONCXOXOAEHUA,

n) nHdopmaums 06 NCNonb30BaHUN HOBbIX BCMIOMOraTerbHbIX BELLECTB;

p) TpeboBaHMA K KayecTBY NekapCTBEHHOro npenapaTta Ans MeOULMHCKOro npumMeHeHus (cepTudomkart,
cneunduKaums Ha NekapcTBEHHbIN npenapaT U X 060CHOBaHMWE);

C) aHannTnyeckne MeToauKu, UCnosib3yemMble MNMpU OCYLLEeCTBIIEeHUN KOHTPOJA KadecTBa JeKapCTBEHHOro
npenaparta gna meamunHCKOro npuMeHeHuns,;

T) [OKyMEeHTanbHoe MNoATBepXXaeHue (Banuaauns) aHanuMTUYecKUX MEeTOAMK, WCMONb3yeMbIX MNpu
OCYLLECTBMEHUN KOHTPOMA KayecTBa NekapCcTBEHHOro npenaparta Ana MeauLMHCKOro NpuMeHeHus:;

y) pe3ynbTaTbl aHanu30B Cepuii IeKapCTBEHHOTO Npenapara 451 MEAULIMHCKOrO NPUMEHEHNS;
&) xapakTepucTtuka npumecen;

X) nepeyvyeHb CTaHOAPTHbIX O6pa3LI,OB, MCMNoJb3dyeMbiX MNpu OCYLECTBIIEHUN KOHTPONA KadecTBa
JIeKapCTBEHHOrO npenaparta ana MmegunumnHCKOro npuMeHeHuA,

L) AaHHble 0 CTAabUNbHOCTN NEKapCTBEHHOrO Npenapara Ang MeanUnHCKOro NpUMeHeHns.
(vacTb 5 B peq. ®enepansHoro 3akoHa ot 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

6. Pasgen ¢apmakonorm4yeckon, TOKCUKOITOTMYECKOM [OKYMeHTauuu BKAo4YaeT B cebs oTyeTbl O
pesynbTatax AOKMMHUYECKNX NUCCNEeAOBaHUN NEKapCTBEHHOrO CpeacTBa Anst MEANLMHCKOro NpUMEHEHUs, B TOM
yucne:

1) oT4yeT 0 hapMaKkoAMHAMUYECKNX NCCNEOOBAHUSIX;
2) oTyeT 0 (hapMaKOKMHETUYECKNX UCCNEOOBaHMSX;

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

7. Paspen KnuHu4eckon OOKyMeHTauunm BKN4YaeT B cebss otyetbl O pesynbTatax KINMHUYeCKUX
nccnegoBaHuin JIeKapCTBEHHOIO npenaparta aAna MegunumuHCKOro npuMmeHeHn4, B TOM Ynucrne:

1) ordyeTel 00 wnccrnegoBaHUAX  OGMOOOCTYMHOCTM UM OMOSKBMBANEHTHOCTW,  UCCNeOoBaHUsX,
yCTaHaBnMBaLWUX KOppensaumio pesynbTaTtos, NoNyYeHHbIX B YCIOBUSX in Vitro v in vivo;

2) oT4YETbI 0 hapMaKOKMHETUYECKNX UCCREAOBaHUSIX;
3) oTyeThl 0 hapMakoANHAMUYECKUX UCCNEOBAHMSAX;
4) O0TYETHI O KIMHUYECKUX UCCrefoBaHUaX 3peKTUBHOCTU U Be3onacHOCTY;

5) oT4eT 0 NoCTPErncTpauMoOHHOM ONbITE MPUMEHEHMUS (NPY HanNn4un).
(vacTb 7 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

8. Tpeborahug k obbemy mHdOpMaUMK, NPeOoCTaBSEMON B COCTaBe PErMCTpPaLMOHHOrO Aocbe, OIS
OTAEeNbHbIX BWMOOB fEKapCTBEHHbIX MpenapatoB Ans MeAUMUUHCKOrO MpUMEHEHMs  yCTaHaBNMBaKTCH
YMOSTHOMOYEHHbIM befepanbHbIM OpraHoOM UCNOMNHUTENBHOWN BracTu.

(4acTb 8 BBegeHa PegepanbHbIM 3akoHoM OT 22.12.2014 N 429-93)

9. B OTHOWEHMM neKkapCTBEHHbIX MpenapaToB, paspelleHHbIX AN9 MEAWMLUHCKOrO MPUMEHEHUS B
Poccuiickonn ®depgepaumm 6Gonee pBaguatM neT M B OTHOLWEHMM KOTOPbIX HEBO3MOXHO MpoBedeHue
nuccregoBaHun ux BMOSKBMBANEHTHOCTM (3@ WCKMOYEHMeM OMOoNorMyeckmx nekapcTBEHHbIX MnpenapaTos),
AonyckaeTcs BKIMOYeHWe B COCTaB pasgena papmakonornyeckon, TOKCMKONOrMYeckon AOKyMEeHTauum 1 pasgena
KNMMHUYECKOW [AOKYyMEHTauMum BMECTO oT4yeTa paspaboTumka O pesynbTaTtax COOCTBEHHbIX [AOKITMHUYECKMX
NCCrefoBaHUM NEKapCTBEHHbIX CPEACTB U KNMHWMYECKUX WCCNeOOBaHWA JEKapCTBEHHbIX NpenapatoB Ans
MEOULUMHCKOTO MpuUMeHeHus ob3opa HayyHbix paboT o pesynbTaTtax AOKIMHWYECKMX WCCedoBaHWN
NeKapCTBEHHbIX CPEACTB U KIUHWYECKMX MCCNedOBaHMN AaHHbIX feKkapCTBEHHbIX MmpenapaToB, B TOM 4ucre
BKMOYas OMbIT UX NOCTPErNCTPALMOHHOIO NPUMEHEHMS.

(vacTb 9 BBegeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pe. PenepanbHoro 3akoHa ot 27.12.2019
N 475-93)

10. Tpu rocynapCTBEHHON perucTpaumMu  BOCMPOM3BEAEHHBIX JIEKAapCTBEHHbIX MpernapaToB  Ans
MELMUMHCKOrO  MPUMEHEHUst  JOMyckaeTCsi  BKMYEHMEe B COCTaB  pasgena  hapMakonornveckow,
TOKCUKOMOrMYECKOW [OKYMEHTaUMn U pasfgena KriMHWYECKOW [OKYMeHTauMu BMecTO OoT4yeTa paspaboTuumka o
pesynbTatax COOCTBEHHbIX AOKMMHUYECKUX UCCIEN0BaHUA NeKapCTBEHHbIX cpeAcTB 063opa Hay4yHbIX paboT o
pesynbTatax [AOKMUHUYECKUX UCCIefoBaHui pedpepeHTHOro NeKapCTBEHHOrO Mpenaparta W npeacraBrieHue
BMECTO KIIMHUYECKMX UCCNea0BaHNi B MONIHOM 06beMe, YyCTaHOBNEHHOM Pa3fernioM KIMHUYECKON JOKYMEHTaL K,
oT4yeTa O pesyrbTaTax UccrenoBaHW GUOSKBMBANEHTHOCTM BOCMPOM3BEAEHHOIO reKapCTBEHHOro npenapara
ANns MeaMUMHCKOro npumeHeHusi. He TpebyeTcs npeactaBneHue oTyeTa O pesyrnbTatax WUccnefoBaHWi
G1O3KBMBANEHTHOCTM BOCNPOU3BEAEHHOIO NEKapCTBEHHOro npenapaTa Ans MeAWMUMHCKOrO MPUMEHEHUs, ecrnu
PEerncTpupyoTcst BOCMPON3BEAEHHbIE NEKAPCTBEHHBIE NpenapaTbl AN MEAWMLMHCKOrO NPUMEHEHUS], KOTOPbIE!

1) npepgHasHayeHbl AnNst  MApeHTepanbHOro  (MOAKOXHOro,  BHYTPUMBILLIEYHOrO,  BHYTPMBEHHOrO,
BHYTPUINasHoro, BHyTPUMNOMOCTHOTO, BHYTPUCYCTaBHOIO, BHYTPMKOPOHAPHOr0) BBEAEHNS U NpeacTaBnsioT cobow
BOOHbIE PacTBOPbI;

2) npeAcTaBnsioT coboii pacTBOPbI A1 NepoparibHOro NPUMEHEHNS;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

3) npousBeaeHbl B hopMe MOPOLLKOB U NMomnnsaTos 4SS NPUroToBNEHNST PacTBOPOB;
4) aBnNa0TCA rasamu;

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

6) npegHa3Ha4yeHbl And MeCTHOIro nNpMMeHeHuna n NpuroToBIi€Hbl B ¢>opme BOOHbIX PAaCTBOPOB;

7) npeactaBnsAlT cobown BoAHblE pacTBOPbl ANA MCMNONb30BaHUS B (PopMe MHransduuMm C MnoMOLbO
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 yactn 10 HacTodwen ctaTbu, BOCNPOU3BEAEHHbIN
NEeKapCTBEHHbIN MpenapaTt A5 MeOULUHCKOrO MPUMEHEHUS OOSMKEH COAepXaTb TaKue >Xe BCcrnomoraTesbHble
BeELlecTBa B TakUX e KonuyecTBax, Kak W pedepeHTHbIi nekapcTBeHHbIM npenapaT. Ecnn coctasbl
BCrOMoraTerbHbIX BELLEeCTB pasnuyaloTcs, 3asdBUTENb [JOIMDKEeH MNpeAcTaBuUTb [JoKasaTenbCTBa TOro, 4TO
ncnomnb3yemble 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 AOCTyna K COOTBETCTBYOLLMM AaHHbBIM, OH JOSHKEH
NpoOBECTM  COOTBETCTBYIOLLME  WCCMEAOBaHWA ONs  JoKasaTenbCTBa  OTCYTCTBUSA  BMMSIHUSA  pasHbIX
BCMOMoOraTerbHbIX BELLECTB MMM BCMOMOraTenibHbiX YCTPOMCTB Ha 6GesonacHocTb M (unu) 3dEKTUBHOCTb
nekapcTBEHHOro npenapara Ans MeQULUHCKOrO NpMMEHEHMS B COOTBETCTBUMN C akTaMu, COCTaBNAOLLMMY NpaBo
EBpasninckoro 3KOHOMU4YECKOro cok3a.

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

12. Tpn rocynapCTBEHHOW perucTpauum KombuHauum paHee 3aperMcTpupoOBaHHbIX JEKapCTBEHHbIX
npenapaToB 411 MEAMLMHCKOrO NMpUMEHEHUS LOMNYCKAEeTCA BKIOYEHME B COCTaB pasgerna apmMakonormyeckon,
TOKCMKOJTOTMYECKON OOKYMEHTaUMM U pas3gena KIMHWYECKON OOKYMeHTauuMuM BMeCTO oTyeTa paspaboTymka o
pesynbTaTtax COOCTBEHHbIX OOKMMHUYECKUX MCCNedoBaHWA NEKapCTBEHHbIX cpeacTB 0630pa HayyHbIX paboT o
pesynbTatax OOKMMHUYECKUX UCCnenoBaHui ped)epeHTHbIX NeKapCTBEHHbIX NpenapaToB, BXOASALMX B COCTaB
KOMOUHaALMN NekapCTBEHHbIX MNpenapaToB, U 06 OTCYTCTBMM UX B3aMMOAEWCTBUS B OOHOW NEKapCTBEHHOM
dopme.

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

13. Ha akcnepTusy pasnuyHbIX NekapcTBEHHbIX )OPM OOHOMO U TOro e NeKapCTBEHHOro npenapara ans
MEeOULMHCKOTO MPUMEHEHUs 3asBuUTeNb NpeacTaBnseT OTAerNbHble 3asBMEeHUs U perucTpauuoHHble AOCbe Ha
Kaxxayto nekapcTtBeHHyto opmy. Npn ycrnosBuM 0g4HOBPEMEHHOM NOAAyYu Ha dKCNepTu3dy OOHOW NeKapCTBEHHOM
dopMbl C pasnNUYHbIMK OO3MPOBKON, KOHLEHTpaunen, o6beMoOM 3asBUTeNb NPeACTaBrnseT O4HO 3asBlieHne U
perucTpauvoHHoe A0Cbe C MPUIOXEHNEeM MaKeTOB YMakKOBOK Ha KaXayk OO3MPOBKY, KaXKOyl KOHLEHTpauuio,
KaxkObl 06beM U Kaxaoe KONMYecTBO 403 B YMAaKOBKE.

(vacTb 13 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

14. MNpw rocynapcTBeHHON pernctpaumn opgaHHOro nekapcTBEHHOro npenapara 3asBuTens npeacraBnsgeT
nHdopmaumio, Heobxogmmyro Ang  HOPMUPOBAHWS pasgena  KIMHUYEeCKOW [OKyMeHTauuu, B ob0beme,
YCTaHOBIIEHHOM YMNOMHOMOYEHHbIM hefeparnibHbIM OPraHoOM UCMNOSHUTENbHOW BNacTu.

(4acTb 14 BBegeHa depepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

15. I'Ipvl pernctpaunmn obuonoruyeckoro NleKapCTBEeHHOro npenaparta, noyily4eHHOro nu3 KpoBu, nias3mMbl KpOBU
yenioBeka, B CoCTaBe perncrtpaumMoHHOro AocCcbe Ha HEKapCTBeHHbIVI npenapart anda meamumHCKoro npMMeHeHusA
OOJDKHbI ObITb npeacrtaBrieHbl AONOJTHUTENTbHO!

1) B pasgene OOKyMeHTauMM agMMHUCTPATMBHOIO XapakTepa OOKYMEHT, COoAepXaliuin MHdopmaumio o
cybbekTax obpalleHnss JOHOPCKOW KPOBU U (UNN) ee KOMMOHEHTOB, O TOM, rae Oblfa OcyLlecTBreHa AoHauus
(kpoBM M (MnM) NNasMbl KPOBU), a Tawkke [AaHHble 00 WHGEKUMOHHBIX 3aboneBaHusx, nepenarLLmXcs
napeHTeparnbHbiM NyTeMm, nHdopMaums o cybbekTax obpalleHnsi JOHOPCKOW KPOBU U (Mn) ee KOMMOHEHTOB, B
OTHOLLUEHMWN KOTOPLIX OCYLLECTBISIETCS KOHTPOSb JOHOPCKOW KPOBU U (UNN) €€ KOMMOHEHTOB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

2) B pa3gerne XMMmn4eckon, hapmaueBTUYECKOM 1 OMONorMyeckon AOKyMEHTaUNK:

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

©) pesynbTaThl nccnegoBaHuii 0TOGPaHHBLIX JOHOPCKOW KPOBU M (UNK) Nnasmbl KPOBWU U NYNOB Ha Hannyne
BO3OyauTenen nMHMEKUMN, BKYas MHdopMauunio 06 MCnonNb30BaHHbIX MeToAMKax MCCNedoBaHWn U B cnyyae
uccrieqoBaHusa  NynoB  NnasMbl  KPOBM  pesynbTaTbl  AOKYMEHTanbHOro MoATBepXAeHus  (Banuaauuu)
NCMONb30BaHHbIX METOAMK;

B) TEXHUYECKNE XapaKTepUCTUKM yNakoBku Ansg otbopa 4OHOPCKOM KPOBW U (Mnn) nnasmbl KPOBM, BKMAOYas
nHdopmaumio 06 NCNOMb30BaHHbIX pacTBOpax aHTUKOArynsiHTOB.
(vacTb 15 BBegeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

16. KnuHnyeckue nccnegoBaHus nekapCcTBEHHOMo npenapaTa Ansa MeanUMHCKOro 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 perucTpauMoOHHOrO [0Cbe Ha feKapCTBEHHbIM npenapat Ang
MeOMLMHCKOro npumMeHeHus. [ns nekapcTBeHHbIX npenapaTtoB ANs MeAWLMHCKOro NpUMEHEHUs, B OTHOLUEHUU
KOTOpbIX B pesynbTaTe 3KCNepTusbl [OKYMEHTOB, MpeacTaBreHHbIX ANa  onpefeneHus BO3MOXHOCTU
paccmatpuBaTb feEeKapCTBEHHbIM npenapat AN  MEOUUMHCKOro MpUMEHEHUs B  KadecTBe OopdaHHOro
NEeKapCTBEHHOro npenapara, Takas BO3MOXHOCTb NPU3HaHa M B OTHOLUEHMM KOTOPbIX NPOBEAEHbI KIMHNYECKue
uccnegoBaHusl, BbIMOMHEHHble 3a npegenamu Poccuickon ®depepaumm B COOTBETCTBMM C  MpaBunamu
Haanexatlen nabopaTopHOM MpPaKkTUKM WM NpaBuNamMyM Hagnexawen KrIMHUY4eCKOW NpaKkTUKK, [AONycKaeTcs
BKMIOYEHWe B COCTaB pasfena KMUHWYEeCKOW [AOKYMeHTaLuMuM BMeCTO OTveTa O pesynbTatax KIMHUYeCKUX
nuccnegoBaHUM NekapCcTBEHHOro npenapaTta Ans MeAuUMHCKOro NpUMEeHeHWsl, npoBefdeHHbIX B Poccuinckomn
depepaummn, otyeTa 0 pesynbTaTax KIMHUYECKMX WCCIeAOBaHUNM, BLIMOMHEHHLIX 3a npegenamun Poccumnckon
depepayuu.

(4acTb 16 BBegeHa PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

17. B cnyyae HenpeacTaBreHUss C 3asiBfieHMEM O rOCyOapCTBEHHOW perncrpauuu rnekapcTBeHHOro
npenapara ans MeanUMHCKOro NPUMeEHeHNs JOKYMEHTOB, MOATBEPXAAoLWMX yrnaTy rocyfapCTBeHHON NOLUHBI
M yKasaHHblX B nyHkTe 10 4YacTM 2 HacToswen cTaTbW, a Takke BbigaBaemblX (NpegocTaBnseMbIX)
YMOSTHOMOYEHHbIMKU (heaepanbHbIMU OpraHaMn UCMOMHUTENBHOW BriacTh JOKYMEHTOB (CBEAEHW), yKa3aHHbIX B
nyHkTax 3 1 4 yactn 4 HacTosien ctaTbu, YNOMHOMOYEHHbIM dbeaepanbHbii opraH UCMOMHUTENbHOW BRacTu
3anpalwvBaeT yka3aHHble [OKYMEHTbl (CBedeHMs)) B MNopsake MexXBeQOMCTBEHHOro UMHMOPMaLMOHHOIo
B3auUMOENCTBUS.

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

18. He ponyckaeTcsa ucnonb3oBaHne B KOMMEPYECKNX Lensax nHpopmaumm o pesynbTaTtax JOKITUHNYECKNX
nuccneaoBaHUMM NeKapCTBEHHbLIX CPeACTB U KIMHUYECKUMX WUCCNedoBaHUMM IeKapCTBEHHbIX MpenapaToB Ang
MeaMLMHCKOro NpUMeHeHus, npeacTaBneHHoN 3asaBuTeneM ang rocygapCcTBeHHOW perucTpaumm nekapcTBeHHOro
npenapata, 6e3 ero cornacus B Te4YeHMe LIEeCTM NET C AaTbl rocygapCTBEHHOW perncrtpauun pedepeHTHOro
nekapcTBeHHOro npenapara B Poccuiickon ®egepauun.

(4acTb 18 BBegeHa PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

19. [epxatenb wnu Briagenel perncTpaurMoHHOro YAOOCTOBEPEHWS J1eKapCTBEHHOro npenapata Ha
OMOTEXHONOrMYECKUIA NN opdhaHHbIN NeKapCTBEHHbIN NpenapaT 006s3aH NpeaoCcTaBnsaATb HAa BO3ME3QHOW OCHOBE
obpasubl pedepeHTHOro NekapcTBEHHOro npenapata 3asBuTeNnsM ANst  NpPOBeAeHUst  KIMMHUYECKUX
uccnegosaHmn. CtonmmocTtb obpasua pedepeHTHOro fnekapCTBEHHOro npenapara, BKKYEHHOro B NEpeYeHb
XW3HEHHO  HEOOXOOMMBIX W BaXHEWWMX JIEKApCTBEHHbIX MpenapaToB, He [OMKHa nNpeBblwaTb
3aperMcTpUpOBaHHYO NpeaernbHy0 OTMYCKHYHO LeHYy Ha peddepeHTHbIN NIEKapCTBEHHbIA NpenapaTt Uv LieHY Ha
niekapCTBEHHbIV Npenapar B CTpaHe Npou3BoauTens.

(vacTtb 19 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

20. 3asBneHne o FOCWJ,apCTBeHHOﬁ pernctpaunm BOCNpoOn3BeAEHHOIoO JieKapCTBEHHOIoO npenaparta Aanda
MeANLIMHCKOIro nNpMMeHeHna MOXeET OblTb MOAaHO B yﬂOﬂHOMO‘-IeHHbIVI cbep,epaanblPl opraH NCMNONHNTENBHOW
BnacTu, OcyLLl,eCTBJ'IFIIOLLI,VIIZ roCcygapCTBEHHYH0 pernctpaunto JeKapCTBeHHbIX npenapatoB, MO UCTeYeHUu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

YyeTbIpex NeT ¢ AaTbl rOCyAapCTBEHHOW perncrpauumn pedepeHTHOro riekapCcTBEHHOrO npenaparta B Poccuickom
degepauum.
(vacTb 20 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

21. B3asBneHrMe 0O rocyaapCTBEHHOW perncrtpauum 6GuoaHanoroBoro (6MonogobHOro) nekapCTBEHHOMO
npenapata (brvoaHanora) mMoxeT ObiTb MOAAHO B YMOMHOMOYEHHbIM (heaepanbHbll OpraH WUCMONHUTENbHOM
BMacTh, OCYLUECTBMSAIOWMA rOCYJAPCTBEHHYIO PErMcTpaumio JIEKapCTBEHHbBIX MpenapaToB, MO UCTEYEHUN TPeX
neT Cc patbl roCydapCTBEHHOM perucTpauum pedepeHTHOro fekapCcTBEHHOro npenapata B Poccunckon
depepauyun.

(vacTb 21 BBegeHa PepepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

22. [epxaTenb wnu Briageney perucTpauMoHHOro yOOCTOBEPEHMSI FEKapCTBEHHOro mnpenapaTa
npegcraBnsaeT B YNOSIHOMOYEHHbIM deepanbHbii OpraH MCNOSTHUTENBHOM BacTX, OCYLLEeCTBASAOWNA (PyHKUUK
Mo KOHTPOMK WM Hag3opy B cdepe 34paBOOXpaHeHusl, OTYET MO pesynbTataMm hapmakoHag3opa OAuH pa3 B
LWeCTb MecsueB B TedeHue ABYX NeT Mocre rocygapCTBEHHOW perucrpaumm rnekapcTBEHHOro npenaparta B
Poccuiickon depepalmm, exxeroqHo B TedeHre NocrneayoLwmx Tpex neT n B JanbHenwemM oavH pas B NATb nerT.
(vacTb 22 BBeaeHa deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

Cratbsl 19. MpuHATUE pelleHUs O Bblgave 3KCMEPTHOMY yuYpeXAeHWIo 3adaHusi Ha npoBeAeHue
3KCMepTU3bl NEKapCTBEHHOrO cpeAcTBa
(B pen. PepepanbHOro gakoHa ot 22.12.2014 N 429-93)

1. B TeyeHve OecsaATn paboumx AHEN cCO OHSA MPUHATUS 3asBIIEHUS] O TOCYAapCTBEHHOW perucrpaumu
NeKapCTBEHHOro npenapata COOTBETCTBYIOLWMIA YNONTHOMOYEHHbIN dhedepanbHbiii opraH  MCMONHUTENbHOM
BIacTU TMPOBOAMT MPOBEPKY MOSHOTHI, AOCTOBEPHOCTU U MPaBUNbHOCTU OGOPMIIEHUST MpPeACcTaBleHHbIX
JIOKYMEHTOB PerncTpaLmoHHOro A4oCke Ha NeKapCTBEHHbIM npenapar U NpMHMMaeT pelleHre O Bblaaye 3agaHus
Ha npoBedeHue:

1) 3KcMepTM3bl [OOKYMEHTOB, MPEeACTaBMeHHbIX AN  onpedeneHuss BO3MOXHOCTM —paccMaTpuBaTb
NeKapCTBEHHbIN NpenapaT asisi MEAVLUMHCKOTO NMPUMEHEHNS MPY OCYLLIECTBIIEHUM FOCYAAPCTBEHHON perncTpaumm
B kKa4yecTBe ophaHHOro fekapCTBEHHOro Npenapara;

2) QKCMNEPTU3bl NIEKAPCTBEHHOIO CpeacrtBa B 4YaCTh 3KCNEPTU3bl KayecCTBa J1€KapCTBEHHOro cpeacrtea u
9QKCNEPTU3bl OTHOLLEHNA 0Xngaemomn nosnb3abl K BO3MOXHOMY PUCKY NMPUMEHEHNA NEeKapCTBEHHOIO nNpenapara ans
MeOULIMHCKOIo NnpuMeHeHus;

3) aKcnepTu3bl NeKapCTBEHHOro CpeAcTBa B YaCTU 3KCMEpPTM3bl KadecTBa NeKapCTBEHHOro CpeacTBa U
3KCMEePTM3bl OTHOLLEHNST OXXUAAEMON NONb3bl K BO3MOXHOMY PUCKY MPUMEHEHMWS NIEKAapCTBEHHOrO npenapara as
MEOULMHCKOTO MPUMEHEHUS B NOPSiOKE YCKOPEHHOW Mpoueaypbl 3KCNepTu3bl JIEeKapCTBEHHbIX CPEACTB B
COOTBETCTBMM CO CcTaTben 26 HacToswero ®egepanbHOro 3akoHa;

4) OKCMNEepPTU3bl NEKAPCTBEHHOIoO cpeacTtBa B OTHOLLEHUN NeKapCTBEHHOIO npenapara And BeTepuHapHoOro
NPUMEHEHUA.

2. YNOonHOMOYEHHbIN dheaepanbHbIii opraH UCNONMHUTENBHON BNacTu YyBEOOMMSAET B 3NIEKTPOHHON dhopme
Unu Ha BymMaKHOM HoCUTENE 3asBUTENS U IKCNEPTHOE yUYpeXaeHne o NPUHATOM peLLeHnn O Bblgaye 3agaHui Ha
NnpoBeAEeHNE IKCNEPTU3, NPeSyCMOTPEHHbIX YacTbio 1 HACTOSILLEN CTaTbM, U B Criy4yae HeOOXO4MMOCTU O Bblgave
paspelleHns Ha BB03 B Poccuiickyio defepaumio KOHKPETHOW napTum, Cepum 3aperncTpupoBaHHbIX U (Mnn)
He3aperMcTpUpOBaHHbIX NEKapPCTBEHHbLIX CPEACTB Ui 06 0TKase B MPOBEAEHUM NPEAYCMOTPEHHbIX IKCNEepTU3 ¢
yKasaHueMm npuymH Takoro oTkasa.

3. B cnyyae BbISIBNEHUSI OTCYTCTBUSI WNW HEOOCTOBEPHOCTM MWHGOPMaLUM, cofepxalleics B
NpeAcTaBleHHbIX 3asBUTENEM OOKYMEHTaX, YNONHOMOYEHHbIN dedeparnbHblii opraH UCMONMHUTENBHOW BRacTu
HanpaBnsieT 3asBUTEN0 3anpoc 06 YTOYHEHWM ITON WHGOopMauuM (ganee - 3anpoc  YNOSHOMOYEHHOro
denepanbHOro opraHa WCMOSIHUTESIbHON BRACTM), KOTOPbIA MOXeT OblTb nepedaH YrnoSIHOMOYEHHOMY
NpeacTaBUTENIO 3asiBUTENS NIMYHO MO PachUCKy, HamnpasreH Mo MnoyTe 3akasHbiM MMCbMOM WU nepedaH B
SMNEKTPOHHOM (OpMe MO TeNeKOMMYHMKaUMOHHBIM KaHanam cBsisu. B crnyyae HanpasneHuss 3anpoca
YNOMHOMOYEHHOTO dbefiepanbHOro opraHa UCNOMHUTENbHONM BNAcTy MO NoYTe 3aka3HbIM MUCbMOM OH CUMTaeTcs
NOSyYEHHBLIM MO UCTEYEHUN LLECTU AHEN C AaTbl HaNpaBeHWs 3aKasHoro nNucbma.
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4. 3agsutenb o06si3aH npeacTaBUTb OTBET Ha 3anpoc YMNOMHOMOYEHHOro defdeparibHOro opraHa
WCMONHUTENBHON BNacTu B CPOK, He MPEeBbILLAOWNA AeBAHOCTa pabounx OHel co OHA ero nomnydeHus. Cpok,
yKasaHHbIA B 4acTu 1 HacTosilen cTaTbW, NMpPUOCTaHaBNMBAETCA CO [HS HanpaBrieHus 3asiBATENO 3anpoca
YMONHOMOYEHHOro hefepanbHOro opraHa UCMOMHUTENBHON BracTh OO0 OHS NOSYyYeHUs UM COOTBETCTBYOLLENO
oTBeTAa.

5. OcHoBaHVeM AnA OTKasa B OpraHMsaumMy 3KCnepTus, NpeayCMOTPEHHBIX YacTbio 1 HacTosALleln cTaTtbi,
ABNsAETCA npeacTasneHne HeobxoOuMbIX ANA MPOBEAEHUss NPedyCMOTPEHHbIX 3KCMepTU3 [OOKYMEHTOB B
HenonHom ob6bemMe WNM HenpeacTaBlieHne 3asiBUTENeM B YCTAHOBMEHHbIE CPOK OTBeTa Ha 3anpoc
YNONHOMOYEHHOro dhefiepanbHOro opraHa WUCMONHUTENBHOW BMNacTu, a Takke NpeacTaBrneHne OOKYMEHTOB, He
coaepXaLlux UcYepnbiBatoLLEro nepeyHst HeoBXoaAUMbIX CBEAEHWIA.

6. Mpu oTKase B opraHM3auuMy IKCMNEPTU3bl, NPEeayCMOTPEHHON MYHKTOM 4 yacTn 1 HacToswen cTaTbw,
OOKYMEHTbI, BXOASLWME B COCTaB PErMCTPaLMOHHOIO JOCbE Ha feKapCTBEHHbIM npenapaT Ansg BeTepuHapHOro
NpUMeHeHWs, MOryT ObiTb BO3BpaLLeHbl 3asiBUTENIO0 Ha OCHOBaHMWU €ro MMCbMEHHOro 3anpoca, HanpaBfieHHOro B
YMNONIHOMOYEHHbIN dhedeparnbHbIi OpraH UCMONMHUTENbHOW BRiacTM B TedeHne Tpuguatu paboumx OHEen co OHS
MPUHATUA  YNONHOMOYEHHbIM hedepanbHbiM  OpraHoOM  MCMOMHUTENbHOW BRactTu pelweHns o6 oOTkase B
opraHnsaumy Takon aKCnepTusbl. YNONTHOMOYEHHBIN befieparnbHbli opraH UCNONHUTENBLHOW BNacTu Bo3BpalyaeT
3a8BUTENO yKa3aHHble OOKYMEHTbl B TedeHue fecAtn paboymx AHEen CO AHSA MNOMyYeHWs COOTBETCTBYIOLLEro
3anpoca 3asBuTens.

(vacTb 6 BBegeHa denepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

Cratban 20. OJkKcnepTvM3a [OOKYMEHTOB, MNpeAcCTaBrieHHbIX pANA onpeAeneHnsi BO3MOXHOCTH
paccmMaTpuBaTb JNeKapCTBEHHbLIN npenapatr NS MeAULMHCKOro MNPUMEHEHUs1 NMpU  OCYLUEeCTBIEHUM
rocyAapcTBeHHOM perncTpaunm B Kayectse opdaHHOro riekapcTBEHHOro npenapara

(B pen. PenepanbHoro gdakoHa ot 22.12.2014 N 429-93)

1. OkcnepTusa [OKYMEHTOB, MpPEACTABMEHHbIX [AMS  ONpedeneHnss BO3MOXHOCTM paccmatpuBathb
neKkapCTBEHHbIN nNpenapaT Ass MegUUMHCKOro NPUMEHEHNSA Npu OCYLLECTBIEHUN FOCYAAapPCTBEHHOW perncTpawmm
B KayecTBe Op(paHHOro feKkapCTBEHHOro npenapaTta, COCTaBfieHMEe KOMUCCUEW IKCMEPTOB 3akfYeHus o
BO3MOXHOCTU UNN HEBO3MOXHOCTM paccMaTpuBaTth NIEKapCTBEHHbIN npenapaT Ans MeANLMHCKOro NpUMeHeHns
npyv OCYLLECTBMIEHUN rOCYAAapCTBEHHON perncTpauun B KayecTBe OpgaHHOro NekapCcTBEHHOro npenaparta u
HanpaBreHune [OaHHOro 3aKMYeHWs B YMNOMHOMOYEHHbIM deaepanbHbii opraH WCNONHUTENbHOW BRacTu
OCYLLECTBMAKTCA B CPOK, HEe MpeBbIalWmnin Tpuguatu pabounx OHEN €O [HA MNOMNyYeHUs ISKCMEPTHbIM
ydypexngeHmem 3agaHuns ynoriHOMOYEHHOro doefepanbHOro opraHa MCMOMHUTENbHOW BRacTu M B 3MEKTPOHHOM
dopme unm Ha ByMaxkHbIX HOCUTENSAX HEOOXOOUMbIX AOKYMEHTOB, YKa3aHHbIX B NyHkTax 1, 2, 5, 6, 10 yactn 4 n B
Yyactu 7 ctatbn 18 HacTosiwero ®egepansHOro 3akoHa.

2. JokymeHTbI, cogepXalmecs B perucTpaumoHHOM OOCbe Ha NeKkapCTBEHHbIM npenapaTt v nocTynvBLUne
Ha BGymMaXHbIX HOCUTENSX B 3KCNEPTHOE yuypexaeHue Ans OCYLEeCTBNEHUS WX IKCMepTusbl Ans onpepeneHus
BO3MOXHOCTM paccmaTpuBaTb feKapCTBEHHbIM npenapaT Afns MeOWUMHCKOrO MpPUMEHEHMs B KadvecTBe
ophaHHOro nekapCcTBEHHOro npenapara, noanexar BO3BpaTy B YNOMHOMOYEHHbIM beaepanbHbid  OpraH
NCMNOMNHUTENBHOW BNAacTN OAHOBPEMEHHO C 3aKMOYEHUAMN COOTBETCTBYOLLMX IKCNEPTUS.

Ctatbsa 21. PeweHne O BO3MOXHOCTM paccMaTpuBaTb JleKapCTBEHHbIA Mpenapat npwu
OCYyLLeCTBIIeHUM rocyAapCTBEHHOM perucTpaumm B KayecTBe opdraHHOro nekapcTBeHHOro npenapara
(B peqn. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. B cpok, He npeBbiWakWmi NSt paboymx gHEN CO OHSA NONYyYEeHUs 3aKMYeHUs, yka3aHHOro B Yactu 1
ctatbn 20 HacTosLero PenepanbHOro 3akoHa, YNonHOMOYEHHbIN dheaepanbHbIi opraH UCNOMNHUTENBbHOW BNAcTu
OCYLLECTBMSAET OLLEHKY MOMYyYEHHOrO 3aKIMYeHUs ANns onpeaeneHns ero COOTBETCTBUSA 3a4aHWI0 Ha NPOBeAeHNe
COOTBETCTBYIOLLIEN 3KCNEPTU3bI U YBEAOMIISET 3asBUTENS B 3NIEKTPOHHON hopMe Ui Ha ByMaXKHOM HOCUTErNeE O
pesynbTatax NPOBEAEHHOW 3KCNEepTU3bl C MPUIIOKEHUEM KOMUW 3SKCMEPTHOrO 3akMioveHMst (C COXpaHeHUEM
KOHMAEHUNANbHOCTU MHAOPMAaLMN O COCTaBe 3KCMEPTHOM KOMMCCUM) U O BO3MOXHOCTU UIIM HEBO3MOXHOCTM
paccmatpuBaTb NEKapCTBEHHbIN npenapaT Ans  MeOWUMHCKOrO  MPUMMEHEHMs MNpu  OCYyLLEeCTBNEHUU
rocygapCTBEHHONM perMcTpaumm B kayectTse opchaHHOro NieKapCTBEHHOIO nNpenapara.

2. Mpun BbIHECEHUN KOMMWCCUEW SKCMEPTOB 3aKIOYEHUS O BO3MOXHOCTM paccMaTpuBaTh JIEKAPCTBEHHbI
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npenapaTt Ang MeLWUUHCKOrO NMPUMEHEHUS MPY OCYLLECTBIEHUN FOCYLAPCTBEHHOW Ppeructpaumm B KayecTBe
opchaHHOro nekapcTBEHHOrO npenaparta YNoNHOMOYEHHbIM dedepanbHbIi OpraH MCMOMHUTENbHON BNAacTu B
CPOK, HE MPEBbILLAKLNA NATU paboumx OHEN CO OHS MOSlyYeHUs OaHHOTO 3aKITYEeHUs], NPUHNUMAET peLleHne o
Bbldaye 3aaHus Ha NpoBEAEHME SKCMEPTU3bl KavyecTBa JIEKapCTBEHHOrO CPeAcTBa U 3KCNEepPTU3bl OTHOLLEHUS
OXMOAEMOW MOMb3bl K BO3MOXHOMY PWUCKY NPUMEHEHUSI NEKApCTBEHHOro npenapata Angd MeguuuMHCKOro
NPUMEHEHNsT B MNOPSIAKE YCKOPEHHOW Mpoueaypbl 3KCNepTU3bl NeKapCTBEHHOIO0 CpeacTBa B COOTBETCTBUM CO
crtatben 26 HacTosiwero PegepanbHOro 3akoHa.

3. B cnyyae nNpuHATMSA pelleHus O HEBO3MOXHOCTU paccmaTpuBaTh fekapCTBEHHbI npenapart Ans
MEeOULMHCKOTO MNPUMEHEHUS MpU FOCYyAapCTBEHHOW perucTpauum B KadecTBe OpdaHHOro JieKapCTBEHHOro
npenapaTta YMNOMHOMOYEHHbIV deaepanbHbii  OpraH UCMOMHUTENBbHOW BRacTM  MpekpallaeT npoueaypy
rocygapCTBEHHON perMcTpaunm nekapCcTBEHHOro npenapaTta. 3asiBuTenb Bnpaee obpaTUTbCA B PEMMCTPUPYHOLLMIA
OpraH c 3asiBliEHNEM O rOCYyAapCTBEHHOW pPerucTpaumy yKkasaHHOro fiekapCTBEHHOMO npenaparta B COOTBETCTBUU
co crtatben 18 HacTosiwero ®eaepanbHOro 3akoHa.

Crtatbs 22. YTpaTtuna cuny ¢ 1 uronsa 2015 roaa. - ®eaepanbHbiv 3akoH oT 22.12.2014 N 429-D3.

CrtaTbs 23. 9KcnepTM3a KayecTBa NleKapCTBEHHOro CpPeAcTBa U 3KCNepTU3a OTHOLLEHUs OXuAaeMoMn
Nonb3bl K BO3MOXHOMY PUCKY NTPUMeEHeHUs NeKapCTBeHHOro npenaparta Ans MeAULMHCKOro NpUMeHeHus
(B pen. PepepanbHoro zakoHa ot 22.12.2014 N 429-03)

1. OkcnepTnsa kayecTBa NEKAPCTBEHHOrO CpPeacTBa M 3KCMepTM3a OTHOLLUEHMSI OXMOAAEMOMW MOMb3bl K
BO3MOXHOMY PUCKY NMPUMEHEHUSA NeKapCTBEHHOro npenaparta Afs MeOULUHCKOro NpUMEHEHWsi, COCTaBneHune
KOMUCCUSIMM  3KCMEPTOB  3aKMOYEHM MO pes3ynbTataM MNpPOBEAEHHbIX 3KCMEpPTU3 W  HanpaefieHue 3TuX
3aKIMOYEHMIN B YMONTHOMOYEHHbIA dhefeparnbHbIi OpraH UCMOMHUTENBbHOW BNAcTy OCYLLECTBIIAIOTCS B CPOK, He
MpeBbIaLLNA CTa AeCATU paboyumx OHEW CO OHS MOMyYeHWUst 9KCMEPTHbIM YYpexOeHNEM COOTBETCTBYIOLLErO
3afaHusa YNonmHOMOYEHHOro defepanbHOro opraHa UCMOMHUTENBHOM BRacTM U HeobXoouMMbIX LOKYMEHTOB B
ANEKTPOHHON hopMe NN Ha ByMadkHbIX HOCUTENSX.

KoHcynbTaHTtlIntoc: npumevaHume.

Mo 3asBneHuto, nogaHHomy B MwuH3gpaB Poccum po 11.04.2022, npu HEBO3MOXHOCTM MPOBEAEHUS
3KCMEepTM3bl KaydecTBa JEKAaPCTBEHHbLIX CPEACTB B 3KCMEPTHOM Y4YpexaeHuun, LOMyCKaeTcs ee MNpoBedeHue
nocpeacTBOM AMCTaHLMOHHOIO B3anMOZENCTBUS, NMOPSO0K U (hOPMbl KOTOPOrO OMNPEAENstOTCSA SKCMEPTHLIM
yupexgeHmem no cornacoBanuto ¢ 3asgsutenamu ([octaHoBneHue MNpaButensctBa PO ot 05.04.2022 N 593).

2. B TeuyeHve peBAiHOCTa AHEW CO OHSA NOMyYEHMS peLleHMs YMOoNHOMOYeHHOro defepanbHOro opraHa
WCMNOMHUTENBLHOW BNAacTu O NPOBEAEHWUN 3KCNEPTU3, NPeyCMOTPEHHbIX YacTbio 1 HACTosLLEN cTaTby, 3asBUTENb
NpeacTaBnsieT B 3KCMEPTHOE YYpeXAEeHUe ONsi NPOBeAeHUs 3KCMEPTU3bl KayecTBa JIeKapCTBEHHOrO CpeacTBa
obpasupl NeKapCTBEHHOrO npenaparta Ans MeOWLUMHCKOTO NPUMEHEHWs, NPOW3BEOEHHOrO B COOTBETCTBUU C
TPeOOBaHNAMU  OMbITHO-MPOMBILLNIEHHOTO U (MNX)  MPOMBILMIEHHOTO  PErfaMeHToB,  YTBEPXOEHHbIX
pykoBOOMUTENEM MPOU3BOAUTENS JIEKAPCTBEHHbLIX CPEACTB, @ Takke B COOTBETCTBYKOLUMX Crny4vasx obpasLubl
dapmaLeBTMHECKON CyOCTaHumMM, TecT-lTamma MUKPOOPraHM3MOB, KymnbTypbl KNeToK, obpasubl BeLLecTs,
NpUMEHsIEMbIX NS KOHTPOMs KayecTBa NEKAPCTBEHHOIO CpefAcTBa NyTeM CPaBHEHUS C HUMMW UCCIELyeMOoro
NekapcTBEHHOrO CPeACTBa, B KONMMYECTBax, HEOOXOAMMBIX AN BOCNPOU3BEAEHNSI METOA0B KOHTPOSS KayecTsa.

3. Mpun nonyyeHnn obpa3LoB nekapCTBEHHOrO npenaparta u gapmMaueBTU4eckon cybcTaHLmMmn aKcnepTHoe
yupexaeHue BblgaeT 3asiBUTENO LOKYMEHT, MOATBEPXKAAOWMUA NofyvyeHne ykasaHHbIX 06pasLoB, U B CPOK, He
npesblaLWLNA Tpex paboynx OHEN, yBEOOMIISET B 3NIEKTPOHHOW hOpMe unm Ha BymakHoM HocuTerne ob aTom
YNOMHOMOYEHHbIV doefeparbHbli OpraH UCNONHUTENbHOW BNACTW.

4. Ykas3aHHble B YacTax 2 M 3 HaAcToslen cTaTbu CpPOK ANdA npeacTaBneHus 3asButenem obpasuoB
nekapCTBEHHOro npenapaTta u dhapmaueBTUYECKON CyOCTaHLUM N CPOK YBEAOMIIEHUS! AKCNEPTHBLIM YUYpEeXaAEHNEM
06 aToM Ha OymaxHOM HOcCMTene YNONHOMOYEHHOro defepanbHOro opraHa WCMOMHUTENBHOW BRactu He
BKITHOYAIOTCH B CPOK NPOBEAEHMS 3KCMEPTU3, NPEAYCMOTPEHHBIX YacTbio 1 HACTOsLLEN cTaTbu.

5. [lOKyMeHTbI, MOCTYNMBLUME B 3KCMEPTHOE YYpexaeHUe ANns NpoBeAeHUst IKCNepTu3, NpeayCMOTPEHHbIX
YyacTblo 1 HacTosILleN cTaTbW, NoANexaT Bo3BpaTy B YMNOMHOMOYEHHbIN defeparnbHbii OpraH UCMONMHUTENbHON
BMacTW OQHOBPEMEHHO C 3aKIMOYEHUSIMU, NONYYEHHLIMW NO pe3yrbTaTamM COOTBETCTBYIOLLMX 3KCNEPTUS.
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CTatbA 24. OKkcnepTH3a KavyecTBa JIEKaPCTBEHHOrO CpeACTBa U 3KCMEePTU3a OTHOLLIEHUA OXuaaeMoun
nonb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUs JieKapCTBEHHOro npenapata pAnsi BeTepuHapHoro
npUMeHeHus

1. OkcnepTnsa KayecTBa IeKapCTBEHHOrO CpPeAcTBa WM 3KCMepTu3a OTHOLWIEHUS OXMAaeMon nonb3bl K
BO3MOXHOMY PUCKY MPUMEHEHWsI NIEKapCTBEHHOrO MnpenapaTta Ans BETEPUHAPHOrO NMPUMEHEHWS, COCTaBIeHNE
KOMMCCUSIMM 3KCMEPTOB 3aKIIOYEHNI MO pe3ynbTaTtaM yKasaHHbIX 3KCMepTU3 U HanpaBfieHWe Taknx 3aKoYeHun
B YNOMTHOMOYEHHbIN hepeparbHbIi OpraH UCNOSTHUTENBHOM BIACTU OCYLLECTBASIOTCA B CPOK, HE MPEBbILIAOLLNIA
cTa pgecatm paboumx AHEMm €O AOHS MOSyYeHMs1 3JKCNEepTHbIM YyYpexaeHueMm 3agaHust YNOSTHOMOYEHHOrO
hedepanbHOro opraHa UCMOMHUTENBHOW BNAcTu C JOKYMEeHTaMu, ykadaHHbIMK B YacTu 3 ctatbn 17 HacTosLwero
®epepanbHOro 3akoHa.

(B peq. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, o1 13.07.2015 N 241-93)

2. B TeyeHne Tpuauatu paboumx OHEN CO OHS MOMyYeHUs pelleHUs yNosIHOMOYEHHOro dpeaepanbHoro
opraHa UCMNOMHUTENbHOW 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 BETEPUHAPHOIrO MpUMEHEHUS, NMPOM3BELEHHOIO B COOTBETCTBUM C
TpeboBaHNAMM TEXHOMOMMYECKNX PErNTAaMEHTOB, YTBEPXKOEHHbIX PYKOBOAMUTENEM NPON3BOAUTENS NTEKAPCTBEHHbIX
CcpeacTB, a Takke B COOTBETCTBYIOLMUX CIy4asx TECT-LUTaMMbl MUKPOOPraHWM3MOB, KyrbTypbl KNETOK, obpas3upl
hapmaueBTMYECKON CyOCTaHLUMM, obpasupbl BELLECTB, NPUMEHSEMbIE AN KOHTPOMsS KavyecTBa NIeKapCTBEHHOTO
CpeAcTBa, B KOnmMyecTsax, HEO6XoaMMbIX A BOCNPOU3BEAEHNS METOO0B KOHTPONA KadecTBa.

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

3. Mpwn nony4yeHun obpasLOB NEeKAapCTBEHHOrO npenaparta u dapmaueBTUYEeCKON CyOCTaHLUMM SKCNEepPTHOE
yupexgeHue BblgaeT 3asBUTEN0 OOKYMEHT, NOATBEPXKOaloWmUN nonyvyeHne ykasaHHbIX 06pasLoB, 1 B CPOK, He
npesbiaWwni  Tpex pabounx p[Hewn, yBegomnsieT B MNUCbMEHHoW ¢opme 06 3TOM  YNONHOMOYEHHbIN
denepanbHbIN opraH UCMOMHUTENbHOW BMacTu.

4. Cpok ans npefcraBneHuns 3assButenem o6pasLoB fekapCcTBEHHOro npenaparta v hapmaueBTnyeckomn
cybCcTaHuumn 1 Cpok yBeAOMIEHUS IKCNEPTHbIM ydpexaeHneMm o6 aToM B NUCbMEHHOW hopmMe YNOSTHOMOYEHHOMO
hegepanbHOro opraHa UCMOMHUTENbHOW BRacTH, yKa3aHHble B YacTaX 2 U 3 HACTOsILLEN CTaTby, HE BKIIOYAKOTCH
B CPOK MPOBEAEHNs YKa3aHHbIX B YacTn 1 HacTosILen cTaTbl SKCNepTuUs.

5. [JokyMeHTbl, MOCTYNMBLUME B SKCMEPTHOE YyuypexaeHue Ons MNpoBedeHUs YKasaHHbIX B 4actu 1
HacTosLeN cTaTbM 3KCNEepPTU3, NoasiexaTt BO3BpaTy B YNOSHOMOYEHHbIV beaeparibHbIi OpraH MCMONMHUTENbHON
BNacTN OQHOBPEMEHHO C 3aKNYEeHUAMM Mo pesynbTataM yKasaHHbIX 9KCNepTus.

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

1. B cnyyasx HepocTtaToOyHOM OOOCHOBAHHOCTM WM HEMOSHOTHI 3aKMOYEHUs KOMWUCCUM 3KCNEepTOB,
HanuuMs B HEM MNPOTMBOPEUMBBIX AaHHbIX, dhanbcuurkauum BbIBOAOB 3KCNEpTU3bl NIEKApCTBEHHOIO CpeacTea,
COKpbITUST OT YMNONHOMOYEHHOro heaepanbHOro opraHa WCMONMHUTENbHOW BMacTUM OCHOBaHMK ANa oTBoAa
aKcrnepTa BCNEACTBUME €ro 3auHTEPECOBAHHOCTM B pes3ynbTaTax COOTBETCTBYHOLLEN 3KCMEepPTU3bl, Hanuuus
OaHHbIX O NPsSIMOM MO0 KOCBEHHOM BMeELLATENbCTBE B MNPOLIECC COOTBETCTBYIOLLEN 3KCMEPTU3bl N, He
yyacTBYIOLMX B €€ MpoBedeHWW, HO OKasaBLUMX BMMSHWE Ha MNpouecc W pesynbTatbl e€e NpoBeaeHus,
YMNOSIHOMOYEHHbIM befiepanbHbIM  OpPraHoOM WCMOSMIHUTENBHOM BMacTU Ha3Ha4aeTCsl MOBTOPHasa 3KcnepTu3a
NeKapCTBEHHOro CpeacTBa M (Mnu) aTmyeckas akcnepTmsa.

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

2. TMoBTOpHas aKCrMepTu3a JIEKapCTBEHHOrO CpeAcTBa MNPOBOAMTCS C Y4eTOM pes3ynbTaToB paHee
NPOBELEHHON 3KCNEPTM3bl B CPOK, YCTAHOBIEHHLIN YNOMHOMOYEHHBIM doefeparibHbiM OpraHoM MCMOMHUTENbHOM
BNacTU U He NpeBbILALWUA TpuauaTtn paboumx gHEN CO OHSA NONyYEeHUst SKCNEPTHbIM yUYpexaeHnem 3agaHus Ha
npoBegeHne NOBTOPHOWN SKCNEePTU3bl NEKAPCTBEHHOIO CPeACTBa.

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

3. ®uHaHcOoBoe obecneveHne BbINOMHEHWS 3afjaHWs Ha MpOBEAEHWe MOBTOPHOW  JKCNepTu3bl
NeKkapcTBEHHOro CpeacTBa He OCYLLEeCTBNAETCS.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)
Cratbs 26. YcKkopeHHas npoueaypa 3KCnepTu3bl IEKapCTBEHHbIX CPeACTB

1. YckopeHHas npouenypa 3KCnepTuabl NEKapCTBEHHbIX CPEACTB B LIENsAX rocy4apCTBEHHOW permcrpawmm
NeKapCTBEHHbIX NpenapaToB NPUMEHSETCS B OTHOLIEHMM OpdaHHbIX NIEKAPCTBEHHbIX NpenapaToB, NEPBLIX TPEX
nekapCTBEHHbIX MpenapaToB, perucTpupyembix B Poccuiickon ®Pegepauum B KadecTBe BOCMPOU3BEOEHHbIX
NeKapCTBEHHbIX MpenapaTtoB, O4YepeAHOCTb KOTOPbIX OnpedensieTcss B COOTBETCTBMM C HOMEPOM U OaTomn
BXOOSLLUMX 3asiBIEHUA O TroCydapCTBEHHOM peructpauumn JiekapCTBEHHbIX MNpenapaToB B pamMKax OAHOro
MEXOYHApOAHOro HenaTeHTOBaAHHOMO HaMMEHOBaHUS JNIEKapCTBEHHOrO Mpenapata  unvM  rpynnupoBOYHOro
HanMMeHOBaHUA NIEKAapPCTBEHHOrO npenapaTta, U NeKapCTBEHHbIX NpenapaTtoB, NpegHa3HaYeHHbIX UCKMYUTENBHO
ONsi NPUMEHEHNS HECOBEPLUEHHONETHUMW rpaXkaaHaMMu.

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

2. YckopeHHasi npoleaypa aKkcnepTyabl NekapCTBEHHbIX CPEACTB B LIENSX rocygapCTBEHHOW pernctpauunm
NeKapCTBEHHbIX NpenapaToB He NPUMEHSETCS B OTHOLLEHUN:

1) GnoananoroBbix (61onogoOHbIX) NeKapCTBEHHbIX NpenapaToB (ObMoaHanoros);

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

KoHcynbTaHTlIntoc: npumedaHume.

[o 01.09.2023 poccumnckmm nNpon3BoaNTENSM NEKAPCTBEHHbIX NpenapaToB A4S BETEPUHAPHOIO NPUMEHEHUS
paspeLLeHo nogaBaTb PerncTpauuoHHOe A0Cke MO YCKOpPeHHOW npouenype 6e3 yyeta TpeboBaHui n. 3 4. 2
cT. 26 (HoctaHonenwue MpaButensctea PP ot 12.03.2022 N 353).

3) BOCNpoOu3BEeAEHHbIX NEeKapCTBEHHbIX NpenapaTtoB (3a WCKMHYEHMEM MepBbIX TPEX PEerncTpupyemMbix B
Poccuiickon ®epepauum B KayecTBe BOCMPOM3BEOEHHbIX JIEKAPCTBEHHbIX MpenapaTtoB W fekapCTBEHHbIX
npenapartoB, NpeAHa3HaYeHHbIX UCKIMHUYUTENBHO A NPUMEHEHNS HECOBEPLUEHHONETHUMY rpaxaaHamu);

4) HOBbIX KOMOMHALMI 3apPErMCTPUPOBaHHBIX paHee NekapCTBEHHbIX NPenapaTos;

5) nekapcTBEHHbIX nNpenapaTtoB, 3aperncTpUpoBaHHbIX paHee, HO MNPOU3BEAEHHbIX B  OPYyrux
neKkapcTBeHHbIX hopMax B COOTBETCTBMM C MepeyHeM HaMMEHOBaHWA JeKapCTBEHHbIX )OpM M B HOBOW
[O3UpOBKE.

(4acTb 2 B pea. PegepanbHoOro gakoHa ot 22.12.2014 N 429-93)

3. YckopeHHad npoueaypa 9KCNEpPTU3bl NeKapCTBEHHbIX CPeACTB MPOBOAMTCA MO  PeLUeHuto
COOTBETCTBYIOLLErO YNOSIHOMOYEHHOro edepanbHOro OpraHa WCNOMHUTENbHOW BMAAcTM Ha OCHOBaHWU
3asBMeHNs 3asBUTENs B CPOK, He MpeBblllallmin BOCbMUAECATM paboumx AHen. [Mpu 3TOM 3kcnepTmsa
OOKYMEHTOB, cogepXalmnxcs B perncTpauuoHHOM JOCbe Ha NleKapCTBEHHbIN npenapaT, NPOBOAMTCH B CPOK, He
npesbillaWnA  gecatn paboumx [OHeW, 9KCcnepTM3a KadecTBa JeKapCTBEHHOro CpeAacTBa M aKcnepTusa
OTHOLUEHMS OXMAaEeMON MNOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWUs NeKkapCTBEHHOro npenapaTta npoBOAsTCS B
CPOK, He NPEeBbILIAIOLLMIA LeCTMAECATN paboumx gHen.

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

3.1. B oTHoweHuMn opdaHHbIX NEeKapCTBEHHbIX NpenapatoB MOryT ObiTb MpeacTaBneHbl pesynbraThl
OOKIUHUYECKUX UCCNefoBaHUA NeKapCTBEHHbIX CpeacTB U KIMHWYECKUX WCCNefoBaHWA NekapCTBEHHbIX
npenapatoB AN MeAMUMHCKOrO MpUMEHEHMs, BbIMOMHEHHbIX 3a npedenamun Poccuiickon Pepepaunm B
COOTBETCTBMM C NpaBunamMu Hagnexailen nabopaTopHOW MPaKTUKXM M NpaBuramMmn Haanexallen 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 O03Ha4daeT CHMKeHUs TpeboBaHUM K
©e3onacHoOCTU, KayecTBy U 3EKTMBHOCTIN NEKAPCTBEHHbIX NpenapaToB.

Cratbsa 27. PewueHue o rocyaapCcTBeHHON perucTpaumm nekapcTBeHHOro npenapara
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

1. B cpok, He npeBbIWaoWmi Aecatn pabounx AHEN CO OHSA MOMyYEHWs 3aKMOYEHUI KOMUCCUN SKCNEPTOB
no pesynbTaTam 3KCMepTU3bl KayecTBa JIEKapCTBEHHOrO CpeacTBa M 3KCMEPTM3bl OTHOLLEHWS OXUOAeMOMW
Nnonb3bl K BO3MOXHOMY PWUCKY NMPUMEHEHUs] NEKAPCTBEHHOro npenapara, COOTBETCTBYHOLLMIA YNONIHOMOYEHHbIV
denepanbHbIN opraH UCNOMHUTENBHOW BNACTK:

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

1) pasmewaeTr Ha cBoeM odmumanbHOM canTte B ceTu "VIHTepHeT" COOTBETCTBYIOLLME 3aKITHUYEHUS
KOMWCCUM 3KCMEPTOB U OCYLLECTBISAET UX OLEHKY Ansl onpeferieHusl COOTBETCTBUS 3adaHuio Ha npoBedeHue
3TUX IKCNEpPTUS3;

(n. 1 B pea. ®epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) NpuHUMaeT pelleHne O rocyAapCTBEHHOM perMcTpaumu fiekapcTBeHHOro npenapata unu o6 oTkase B
rocyapCTBEHHON PerncTpaLmmn NekapcTBEHHOro npenapara;

3) BHOCUT MpuW NPUHATUU PELLEHUSA O FOCYAapPCTBEHHOW perncrpauumn nekapCTBEHHOro npenaparta gaHHble
0 3aperucTpMpoBaHHOM fIEKapCTBEHHOM MNpenapare, B TOM Yucne o hapmaueBTUYecKon cybcTaHumm, BXoasLEen
B COCTaB JIeKapCTBEHHOro npenaparta, B TOCyAapCTBEHHbI pPeecTp JIeKapCTBEHHbIX CPEeACTB W BbloaeT
3a8BMTENO0 PErMcTpauMoHHOe YAOCTOBEPEHWE feKkapCTBEHHOro npenapaTta, popMa KOTOporo yTBepXaaeTcs
YMNONTHOMOYEHHbIM  befeparnbHbiM  OpPraHOM  UCMOJSIHUTENbHOW  BacTW, COrfacoBaHHble  HOPMAaTUBHYHO
OOKYMEHTaUM0, HOPMATUBHBLIN AOKYMEHT, UHCTPYKUMIO MO NMPUMEHEHMWIO NEKapCTBEHHOMO npenaparta U MakeThbl
NepBUYHON YNAKOBKM M BTOPUYHOW (NOTPEOUTENBLCKOM) YNaKoBKN C yKasaHNMEM Ha HUX HOMepa PerMcTpaumoHHOro
yOOCTOBEPEHUS NEKapCTBEHHOIO NpenapaTa v gaThl ero rocy4apCTBEHHON perncTpauum unm B criyvyae npuHATUS
pelweHns 06 oTka3e B rocydapCTBEHHOW perncrpauuu NeKkapCTBEHHOro npenaparta yBegoMnseT B NMCbMEHHON
dopme 3asBuUTENs 06 3TOM C ykasaHMeM MPUYMH Takoro oTkasa. 3a BblAayy pPerMcTpauMoHHOro yAoCTOBEPEHUS
NeKapCTBEHHOrO npenapaTta B3WMaeTcsl rocyfapCTBEHHasi MOLUMMHA B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuickon ®egepaumm o Hanorax u cobopax.
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

2. OcHoBaHvMeM [Ans oOTkasa B [OCYOapCTBEHHOW perucTpauuyM nekapcTBEHHOro npenapata  Ans
MEOULMHCKOTO MPUMEHEHMST SIBMSIETCH 3akfiOYeHWe COOTBETCTBYHOLLENO YMNONIHOMOYEHHOro dhepepansHoro
opraHa WCMONHUTENbHOW BracTM O TOM, YTO KayecTBO U (Mnn) 3GEKTUBHOCTL PErMCTPUPYEMOrO
neKkapcTBEHHOro npenapaTta Ans MeauUMHCKOro NMPUMEHEHUST He NOATBEPXAEHbI MOMYyYEHHLIMU AAHHBIMW UK
YTO PUCK MPUYMHEHWS Bpeda 340POBLI0 YerioBeka BCREACTBME Npuema JlekapCTBEHHOro npenapata Ans
MEONLMHCKOrO NpUMeHeHMs1 npeBbiaeT 3 HEKTUBHOCTL €0 MPUMEHEHMS.

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

3. [loBTopHOE npeacTaBneHnWe B COOTBETCTBYIOLLMW  YNOMHOMOYEHHbIM  dbedepanbHbli  opraH
WCMOMHMTENBHOW  BRAcTU  JIEKAapCTBEHHOrO npenapata, B OTHOLWEHUM KOTOPOro MoflyYeH oTka3 B
rocygapCTBEHHON permcTpaumMm 1 KOTOPbIA BMOCNEACTBMU MOOBEPICA M3MEHEHUI0 B 4acTu ero CcocTaBa,
paccmaTtpuMBaeTCs KaK MNpeAacTaBfieHMe HOBOro J1IeKapCTBEHHOro nMpenapata Ha ero rocyaapCTBEHHYHO
perncTpaumio He3aBnMCcUMO OT COXPaHEHUS ero NePBMYHOrO HaMMEHOBaHWS.

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

4. lNMpn NpegocTaBreHnN 3asiBUTENIEM B COCTaBE PErMCTPaUMOHHOIO AOChbe Ha FIeKapCTBEHHLIN npenapar
ONs1 BETEPUHAPHOIO MPUMEHEHMUS KOMUU pELLEHUS YNOMHOMOYEHHOro dyegepanbHOro opraHa UCNOSTHUTENBHOM
BNacTu O NPOBEOEHUN MHCMEKTUPOBAHUSA NPOU3BOOUTENSA NEKApPCTBEHHbLIX CPEACTB CPOK MPUHATUA peLleHust O
rocyaapCTBEHHON peructpauunm  fnekapCcTBEHHOro  npenapara  Ans BETEPUHAPHOIO  MPUMEHEHUS
NMPUOCTaHaBNMBAETCA CO AHSA MOJIyYEHUS 3aKIMHOYEHUNA, yKasaHHbIX B 4YacTu 1 HacTodwen ctaTbl, OO OHS
MPUHATMSA YNOMHOMOYEHHBIM hefepanibHbIM OpraHoM MCMOMHUTENBHOW BRacTu pelleHus O Bblgade wunu ob
OTKase B Bblgaye 3aKrto4yeHUst 0 COOTBETCTBUMN NMPOU3BOOUTENS NEKAPCTBEHHbIX CPeACTB TpeboBaHMAM MpaBun
Hagnexallen NpomM3BOACTBEHHOM NPAKTMKN, HO HE Boree YeM Ha CTO BOCEMbAECAT pabounx gHEN.
(4acTb 4 BBegeHa PepepanbHbimv 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHMeM [Onsi oOTKasa B [OCY[apCTBEHHOW perucTpauuy neKkapCTBEHHOro npenapaTta Ans
BETEPVHAPHOrO NMPUMEHEHNS SIBIISIETCS 3aKMHOYEHNe YNONTHOMOYEHHOTO (heaeparibHOr0 opraHa UCMOMHUTENbHOM
BMacT O TOM, YTO KayecTBO M (Mnu) aPDEKTUBHOCTb PErMCTPUPYEMOro NeKapCTBEHHOro npenapaTta ans
BETEPUHAPHOIO NMPUMEHEHNS] He MOATBEPXKAEHbl MONyYEeHHbIMU OAaHHBIMM UMM YTO PUCK NPUYMHEHUS Bpeada
300pPOBbI0 KMBOTHOrO BCMEACTBME TMpMEMa IeKapCTBEHHOro npenapaTta Ans BeTepUHAPHOro MPUMEHEHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

npesbiwaeT 3(pPEKTUBHOCTL €ro  MPUMMEHEHUs, OTKa3  YMNONTHOMOYEHHOro  defeparnbHOro  opraHa
WCNONMHUTENBLHOW BRacTM B Bbldaye 3ak/io4eHMst O COOTBETCTBUM MPOU3BOAUTENSI NEKAapPCTBEHHbLIX CPeACTB
TpeboBaHMsIM MpaBuIl Hagnexawen nNpPon3BOLACTBEHHOW MPAKTUKM ONS KaXOow NMpPOM3BOACTBEHHOM MoWanKu
perncTpmpyemMoro nekapCTBEHHOro npenapara ansg BeTEPUHAPHOro NPUMEHEHUsT B Criyvyae, ecrnv nNpou3BOACTBO
NeKapcTBEHHOro npenaparta Ans BETEepMHAPHOro MpPUMMEHEHUST OCYLLEeCTBRseTca 3a npegenamu Poccunckomn
depepaLmm, Unm oTCYTCTBME TAKOrO 3aKnioveHus.

(vacTb 5 BBegeHa ®enepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

KoHcynbTaHTlntoc: npumedaHue.
O nopsgke M CpoKax OMNpeAeneHnss B3avMO3aMEHSIEMOCTW JleKapCTB JIEKAapCTBEHHbIX Mpenapartos,
3aperncTtpupoBaHHbIx 4o 01.03.2020, cm. c1. 3 ®3 ot 27.12.2019 N 475-03.

Crtatbs 27.1. B3anmo3aMeHsAAeMOCTb JIeKapCTBEHHbIX NpenapaToB Ansi MeAULIMHCKOro NpMMeHeHus
(B pen. PenepanbHoro gakoHa ot 27.12.2019 N 475-93)

1. B3aMmo3ameHsieMOCTb JIeKapCTBEHHbIX NpenapaTtoB ANst MeOULMHCKOTO MPUMEHEHWst onpegenseTcs
YMOSTHOMOYEHHbIM  doeeparbHbiM OpraHOM WCMOSTHUTENbHOW BIAacTW, OCYLUECTBISOWUM FOCYAapCTBEHHYHO
perMcTpaumio nekapcTBEHHbIX NpenapaToB Ans MeAULMHCKOro NPUMEHEHUS, B paMkax O4HOMO MeXAyHapo4HOro
HenaTeHTOBaHHOIO (MM XMMUYECKOro, Uinn rPyNNMPOBOYHOr0) HAMMEHOBAHWS HA OCHOBE 3aKMOYEHUS KOMUCCUM
3KCMNEPTOB 3KCMEPTHOrO ydpexaeHnss 0 B3aMMO3aMeHSIeMOCTU NeKapCTBEHHOro npenaparta Ans MeauUMHCKOro
NPUMEHeHUs N0 O TOM, YTO NEKApPCTBEHHbIA MpenapaT Ans MeOUUMHCKOTO MPUMEHEHMSI He SABMSeTCs
B3aumMo3aMeHsieMbiM. [lopagok onpedeneHuss B3aMMO3aMEHAEMOCTM  JIEKapCTBEHHbIX MpenapaToB AN
MEOULMHCKOTO MpUMEHeHMs M opma 3aKMoYeHUs KOMWCCUM 3KCMEPTOB IKCMEPTHOrO  y4pexaeHus o
B3aMMO3aMEHSEMOCTM JIeKapCTBEHHbIX MpenapaTtoB ANd MEAWLUMHCKOro npuMeHeHuss nnbo o TOoM, 4TO
NEeKapCTBEHHbIM  npenapat  Ans  MeAUUMHCKOro  MPUMEHEHUA He  SBMSIeTCS  B3auMO3aMEHSEMbIM,
ycTaHaBnmBatoTcs MNMpaButensctBoM Poccunckon ®enepaumn.

2. Komuccua 3KCnepTOB 3KCMEPTHOrO yupexAeHWs [aeT 3akMiyeHue O B3anMO3aMEHSeMOCTH
NeKkapcTBEHHOro npenaparta Ans MeguuUHCKOro MPUMEHEHUs nNvbo O TOM, YTO feKapCTBEHHbIN npenapaTt Ans
MEOULMHCKOrO MPUMEHEHNS He $SBMSETCS B3aMMO3aMEHSIEMbIM, Ha OCHOBaHUWM CRegyrLlmux KpuTepues
(xapakTepucTuk):

1) akBMBaneHTHoCTb (Anst GuoaHanoroBbix (6MoNoAobHbLIX) NekapCTBEHHbIX npenapaToB (buoaHanoros) -
COMOCTaBUMOCTb) KaYeCTBEHHbIX W KOJIMYECTBEHHbLIX XapakTepUCTUK (apMaueBTUYECKUX CyOCTaHUMI wnu
COMOCTaBUMOCTb aHTUIeHHOro cocTaBa BakUMH. Vcnonb3oBaHWe pasfuyHbIX conel, 3UpPOB, KOMMIEKCOB,
N30MEpPOB, KpUcTannmnyeckux ¢opm M OpyrMx Npou3BOOHbLIX OOHOMO W TOrO e OEWCTBYHOLLEro BeLlecTBa He
ABNSETCA NPENATCTBMEM AN OMNpeferieHns B3aumMo3aMeHSIEMOCTM JIeKapCTBEHHbIX MpenapaToB, ecnv npu
npoBedeHUN  nccrneaoBaHusi  OMO3KBMBANEHTHOCTM  NEKAPCTBEHHOrO  npenapata WNM  MccreaoBaHus
TepaneBTUYECKON 3KBMBANEHTHOCTU NEKAPCTBEHHOrO Npenaparta AokasaHO OTCYTCTBUE KIMHUYECKU 3HAYUMBbIX
pasnuumini  hapMakoKUHETUKM U (M) 3PdEKTMBHOCTM M ©e30nMacHOCTM JeKapCTBEHHOro mnpenapara Ans
MeOULMHCKOrO NPUMEHEHUS;

2) 9KBMBANEHTHOCTb IeKapCTBEHHOM opmbl. [lof SKBMBANEHTHBIMU  FleKAPCTBEHHLIMU  hOopMamMu
NMOHMMatOTCH pasHble NekapCTBEHHbIE (DOPMbI, UMEIOLLIME OOUHAKOBbIE CNOCOO BBEAEHUS 1 CNOCOD NPUMEHEHUS,
obnagarowme conoctTaBUMbIMU (papMakOKMHETUHECKMMUN XapaKTeEpPMUCTMKaMU U hapMakonormiecknm gencTtenem
n obecrneyvnBaroLne Takke OOCTUXKEHWE Heobxooumoro KrmHuveckoro adpdekra. Pasnuuma nekapcTBEHHbIX
PopM He ABMAKTCA NPEnATCTBMEM ANS onpefeneHns B3arMo3aMeHsIEMOCTI NeKapCTBEHHbIX NpenapaTos, ecnm
npy npoBedeHNN UuccrefoBaHNs OMOSKBMBANIEHTHOCTM JleKapCTBEHHOro MpenapaTta WM UCCredoBaHUsS
TepaneBTUYECKON 3KBUBAINIEHTHOCTU FIeKapCTBEHHOrO npenaparta goKa3aHO OTCYTCTBME KIMHUYECKU 3HAYUMbIX
pasnuuuini  apMakoKUHETUKM U (1) 3PdEKTMBHOCTU M 0e30nMacHOCTM NeKapCTBEHHOro Mpenapara Ans
MEeAMLIMHCKOro NPUMEHEHNS;

3) 9KBMBaANEHTHOCTb WM COMOCTaBUMMOCTb COCTaBa BCMOMOraTernbHbIX BELECTB NeKapCTBEHHOro
npenapaTta Ang MeAWLMHCKOro nMpuMeHeHus. Pasnuuma coctaBa BCMOMOraTesibHbIX BELLECTB JIEKapCTBEHHOMO
npenapaTa He SIBNATCA NpensTCcTBMEM AN ONpeaerneHnsi B3anmMo3aMeHAEeMOCTM NIEKAapCTBEHHbIX NpenapaTos,
ecrnv npu npoBefeHun uccregoBaHus GUO3KBUBANEHTHOCTU MEKapCTBEHHOrO npenaparta WM uccregoBaHus
TepaneBTMYECKOWN 3KBMBANEHTHOCTM NEKApPCTBEHHOrO MnpenapaTta 4oKas3aHO OTCYTCTBUE KIMHUYECKU 3HAYUMbIX
pasnuuun apMakoKUHETUKM U (Mnn) SPdEKTMBHOCTM UM ©e30nacHOCTU NeKapCTBEHHOro npenapara Ang
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

MeaAULMHCKOro npumMeHeHu4. an Hann4ymm KrnHNM4eCckn 3Ha4YnMbIX pQSJ'II/I‘-II/Iﬁ (bapMaKOKI/IHeTVIKI/I n (VIJ'II/I)
SQ)(beKTVIBHOCTI/I n ©e3onacHocTH JNIeKapCTBEHHOIo npenaparta ansa MeONULMHCKOIro NPpUMEHEeHUA
B3anMo3aMeHAEMOCTb ornpenendaeTcda C yka3aHnemM Ha UCKITtoYeHWe OoTAeNbHbIX rpynn NnayneHTOoB;

4) NMOeHTUYHOCTbL cnocoba BBeaeHUs 1 crocoba NPUMEHEHUA;

5) cooTBeTCTBME NPOM3BOAUTENS JIEKAPCTBEHHOrO CpeAcTBa TpeboBaHMAM nNpaBui Haanexallen
NPOn3BOACTBEHHOM MPAKTUKMN.

3. OnpepeneHve B3aMMO3aMEHSIEMOCTU  BOCMPOM3BEAEHHbIX IeKapCTBEHHbIX MNpenapaTtoB  Ans
MEOULMHCKOrO MNPUMEHEHUs, YKasaHHblXx B 4actu 10 cratbum 18 Hactosiwero ®PeneparnbHOro 3akoHa,
ocylecTBnsieTcs 6e3 Heob6XxoaUMOCTHM AoKa3aTeNbCTBa X BMOIKBMBANEHTHOCTH.

4. OcobeHHOCTU OnpeaeneHnss B3anMO3aMeHSIEMOCTM OMONOrMYEecknx rekapCTBEHHbLIX MpenapaTos,
KOMOVHUPOBaHHbIX JEKapCTBEHHbIX MpPenapaToB (copepXalimx KoMOuHauuio AByX U 6Gonee [OeNCTBYHOLLMX
BELLUECTB), NEKAPCTBEHHbIX MpenapaTtoB ANS MapeHTeparibHOro NMUTaHUS M HEeAO3UPOBAHHbLIX JIEKAPCTBEHHbIX
npenapaToB ycTaHaBnmBatTcs lNMpaButenbcteoM Poccunckon ®egepaumn.

5. Onpe,u,eneHme B3anMMO3aMeHAEMOCTN HE OCYLLUECTBNAETCA B OTHOLUEHNN NNeKapCTBEHHbIX PACTUTENbHbIX
npenaparos, roMmeonaTn4eCcknx riekapCTBeHHbIX NpenapaTos.

6. ®dopmupoBaHME MEPEYHs B3aNMO3AMEHSEMbIX FEKAapCTBEHHbIX MpenapaToB Anst MeOWMLMHCKOro
NMPUMEHEHMST OCYLLECTBNSAETCA 3KCNEPTHbIM  YyUpexAeHMEM MNocpeacTBOM 0ObeaVHEHUS NeKapCTBEHHbIX
npenapaTtoB B OTAENbHble [PyMMbl, B KaXOOW W3 KOTOPbIX JleKapCTBEHHble MpenapaTtbl SBMATCA
B3aMMO3aMeHSIEMbIMU.

7. B cnyyae BKMOYEHUSI B MHCTPYKUMIO MO MEOULMHCKOMY MPUMEHEHUIO FEKapCTBEHHOrO npenaparta Ha
OCHOBaHWUM pe3ynbTaToB COOTBETCTBYIOLMX UCCNEeLOBaHUI NoKasaHU AN NPUMEHEHUS, KOTOPblE OTNINYAKTCSH
OT nNOKa3aHuh AN MNPUMEHEHUS1 OPYrMX JIeKapCTBEHHbIX MpPenapaTtoB W3 rpynnbl  B3avMO3aMeEHSEMbIX
neKapCcTBEHHbIX MpenapaToB, B NepeyHe B3aMMO3aMEHSIEMbIX NEKAPCTBEHHbLIX NpenapaToB AN MeAMLMUHCKOro
NPUMEHEHMS A0MKHa ObITb YKasaHa COOTBETCTBYOLWast MHGopMaLus.

8. [lepeyeHb B3aMMO3aMEHSIEMbIX JIEKAPCTBEHHbIX nNpenapatoB Ans MEeOULMHCKOTO MNpUMEHEHUS
pasmellaeTca YMNorHOMOYEHHbIM defepanbHbiM  OpraHOM  UCMOSMHUTENbHOW  BNacTh, OCYLIECTBNSAOLLMM
rocy0apCTBEHHYIO PEerMcTpaumio JNeKapCTBEHHbIX MpenapaToB AN MeOUUUHCKOrO MNPUMEHEHWsi, Ha CBOEM
odumumanbHom cante B cetn "UHTepHeT". WMHopmaums B nepevyHe B3anMMO3aMEHSIEMbIX NeKapCTBEHHbIX
npenapatoB AN  MEOWUMHCKOrO  MNPUMEHEHWss ODOHOBMSeTCA  yKa3aHHbIM  doedeparibHblM  OpraHom
NCNOSTHUTENBHOWM BNACTU C Y4ETOM HOBbIX 3apErMCTPMPOBaHHBIX NIEKAPCTBEHHbIX NpenapaToB AMst MEAULMHCKOro
NPUMEHEHNST U BHECEHHbIX W3MEHEHMM B [OOKYMEHTbl, CoAepXallMeca B pPErncTpaumMoHHbIX [O0Cbe Ha
3aperncTpupoBaHHble NekapCcTBeHHbIe NpenapaThl 4518 MeAULMHCKOro NPUMEHEHMS.

9. [opagok vcnonb3oBaHWs WMHQOPMauMn O B3aMMO3aMEHsieMblX JleKapCTBEHHbIX npenapatax Ang
MEeOULMHCKOTO NMPUMEHEHWS U MOPSAOK Aadn pasbACHEHU MO BONPOCaM B3auMO3aMeHSEMOCTM NEKapCTBEHHbIX
npenapaToB Ans MeQULMHCKOro NPUMeHeHNs ycTaHaBnmeatoTcs lNpasuTensctBoMm Poccuiickon deagepaumn.

KoHcynbTaHTln0C: npumeyaHue.

Cpok pervuctpaumm nekapCTBEHHOro npenapaTa Ansi BETEPUHAPHOro npuMeHeHus, uctekarowwmm ¢ 14.03.2022
no 31.12.2022, a takke B 2023 roay, npogneH Ha 12 mecsues ([MocrtaHoBneHue [lNpaButensctea PP ot
12.03.2022 N 353).

CtaTbs 28. PeructpaumoHHoe yAoCTOBepeHue fieKapcTBEeHHOro npenapara

1. PernctpauuoHHOe ya0CTOBepeHne NekapcTBEHHOro npenapaTa C ykasaHWeM NekapCTBEeHHbIX hopM U
[103MPOBOK BblOaeTcd GeccpoyHO, 3a WCKIYEHVMEM PEerncTpauLMoHHOrO YAOCTOBEPEHUS JIeKapCTBEHHOro
npenaparta, BbldaBaemMoro CO CPOKOM [EWCTBUA MATb eT, Ha BrepBble pernctpupyemble B Poccuickol
degepaumm nekapcTBeHHble NpenapaTbl.

2. Tlo wncTeyeHun ykaszaHHOrO B YacTu 1 HacTodwen cTaTbM Cpoka BblgaeTcss ©GeccpoyHoe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

perncTpauyoHHoe yAOCTOBEPEHWE JIeKapCTBEHHOro Mpenapata nNpu  YCrioBUMM  NOATBEPXOEHWUA  €ro
rocy4apCTBEHHOMN perncTpaumu.

3. B cnyyae BHeceHus B cootBeTcTBUM cO cTtatbamm 30 m 31 HacTtodwero PenepanbHOro 3akoHa
M3MEHEHW B coepxallumecs B perncrpauyoHHOM [OCbe Ha 3aperucTpUpoBaHHLIA NEeKapCTBEHHLIV npenapat
OOKYMEHTbI, 3aTparMBaloliMX CBeAEHUsl, OTPaKEeHHble B PerucTpaumoHHOM YAOCTOBEPEHWU feKapCTBEHHOro
npenapara, ynofIHOMOYEHHbIN heaepanbHbI OpraH UCMONHUTENBHON BRacTy BblaeT HOBOE perncrpauvoHHoe
YAOCTOBEpEHVe NekapCTBEHHOMO npenapara, coaepxallee BHECEHHbIE B HEr0 U3MEHEHUS.

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

4. B cny4ae yTpaTtbl Unn NOBpeXAeHUS perncTpaunuoHHOro yaocToBepeHUs nekapcTBEHHOro npenapara no
3a8BneHn0 B MUCbMEHHOW opMe [fepxaTensa wnu Bragenbla perucTpaLMoHHOro  yAoCTOBEpeHUs
NeKkapCTBEHHOrO npenaparta Wiy YNoriHOMOYEHHOrO UMW APYroro Hpuanyeckoro nvua o Bblgade aybrvkara
perucTpaumoHHOro YyAOCTOBEPEHUS FeKapCTBEHHOro npenapaTta  YnoSIHOMOYEHHbIM dedeparbHblii - opraH
WCNOSTHUTENBHOW BNAcCTU B CPOK, HE MPEBbLILAKLWNA AecAaTn paboynmx OAHEW CO AHS NOCTYNMEeHUs 3asiBNeHus,
BblgaeT AybnukaT perMctpauMoHHOro YAOCTOBEPEHWsI NeKapCTBEHHOrO npenapata. 3a Bbigady aybnukarta
perncTpaumoHHOro YAOCTOBEPEHUSA NeKapCTBEHHOro npenapaTta B3MMaeTCcs rocyfapCTBeHHas [ownuHa B
COOTBETCTBMM C 3akoHoAdaTenbcTBOM Poccuiickon ®egepaumm o Hamnorax u cbopax.

(vacTb 4 BBegeHa PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

KoHcynbTaHTlntoc: npumeyaHue.

Cpok pervuctpaumm nekapCTBEHHOro npenapaTta Ansi BETePUHAPHOro NpuMeHeHus, nctekarowmn ¢ 14.03.2022
no 31.12.2022, a takke B 2023 rogy, npoaneH Ha 12 mecsueB ([MoctaHoBneHune [paButensctea PO ot
12.03.2022 N 353).

CraTbsa 29. MNoaTBepXAeHWe rocyaapCcTBEHHON perucTpauum fnekapcTBeHHOro npenapara
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. MoaTeepxaeHne rocygapCTBEHHOM perucTpaumm NeKkapCTBEHHOro npenapaTta OCYLUEeCTBASeTCA Mpu
Bbldaye 6eccpoyHOro perncTpaumoHHOro yYAOCTOBEPEHUS NeKapCTBEHHOro npenapaTta B cryvae, yka3aHHOM B
yactu 2 ctaTtbk 28 HacToswero ®efepanbHOro 3akoHa, B CPOK, HE MPEBbLILIAKLLNIA LWEeCTUOECATN paboymx OHeW
CO [HSA MNOMNy4YeHUs1 COOTBETCTBYIOLLMM YMNOMHOMOYEHHbIM defeparbHbiM OpraHoM MWCMOSNTHUTENBHON BNacTu
3asBnNeHns 0 NoaTBEPXXOEHUM rOCYAapCTBEHHOW perncTpauumn nekapcTBeHHOro npenapara. He ocyuiectensietcs
noaTBEPXXAEHME roCcyaapCTBEHHON perncTpaumm B OTHOLLEHUWN NIEKAPCTBEHHOMO npenapaTta, He HaxOAMBLLErOCH
B obpaweHun B Poccuinckon degepaumm B Te4eHne Tpex n donee net, a Takke B OTHOLUEHUN NEKapCTBEHHOrO
cpeacTsa, NPOU3BEAEHHOro C HapylleHuem TpeboBaHusl, yCTaHOBMNEHHOro YacTblo 3.7 ctatbu 71 HacTosLEro
depnepanbHOro 3akoHa.

2. 3asBneHne O MNOATBEPXAEHUM rOCYJAPCTBEHHOW perncrpauun JekapCcTBEHHOro mnpenapata  Angd
MEOMLMHCKOrO NPUMEHEHNsT MPEeACTaBnseTcsa B COOTBETCTBYHOLUMIA YMNONMHOMOYEHHbIN dhedepanbHbii opraH
UCNOSMHUTENBHOM BrlAaCTM He paHee 4YeM 3a CTO BOCEMbAECAT [AHEW [0 WUCTeYeHusl cpoka [encTBus
perncTpaLmoHHOro yaoCToBepeHNs nekapcTBEHHOro npenapara Ans MeAnLMHCKOro NpUMeHeHs.

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

2.1. 3agBneHMe O NOATBEPXOAEHUU TOCYyOapCTBEHHOM perucTpauum fekapCTBEHHOro npenapata Aans
BETEPMHAPHOrO NPUMEHEHUs MPEACTaBMNsSeTCs B COOTBETCTBYHOLUMIA YNOMHOMOYEHHbLIN bedepanbHbli opraH
UCNOSMHUTENBHOM BrlacTM He paHee 4YeM 3a CTO BOCEMbAECAT [AHEW [0 WUCTeYeHUs1 cpoka [encTBud
pPEerMcTpaumnoHHOro yaoCTOBEPEHUS NIEKapCTBEHHOrO NpenapaTa Af1s BETEPUHAPHOrO NPUMEHEHMS U HE No3aHee
OKOHYaHUA cpoKa ero AencTBuS.

(vacTb 2.1 BBegeHa depeparnbHbiv 3akoHoM oT 02.08.2019 N 297-903)

3. lMoaTeepxaeHne rocyaapCTBEHHOW perncTpauuy NekapcTBEHHOro npenaparta OCYyLIEeCTBNAeTcs Mo
pesyrnbTaTam 9KCNepTM3bl OTHOLLIEHUS 0XMOAeMOoN MoNb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSI NEKaPCTBEHHOTO
npenapata Ha OCHOBaHUW pe3yNnbTaTOB MOHUTOPUHra 3(dEKTUBHOCTM M 6e30MacHOCTU JeKapCTBEHHOTO
npenapara, NpoBOAMMOIO AepKaTenem Wnu BradernbLeM PerncTpaunoHHOrO YAOCTOBEPEHWsl NEKapCTBEHHOTO
npenaparta nMBo yNonNHOMOYEHHbLIM UMMW HOPUONYECKMM MIMLIOM, a TakkKe COOTBETCTBYIOLUM YMONMHOMOYEHHbBIM
denepanbHbIM OpraHoOM WCMONHUTENBHON BRACTU B COOTBETCTBUM C TpeboBaHMsAMU cTaTbl 64 HaCTOSLLEro
denepansHOro 3akoHa.

www.consultant.ru CrpaHvua 49 n3 114
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100439
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100439
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=438470&amp;dst=11576
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=438470&amp;dst=11576
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100441
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100441
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100442
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100442
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=330696&amp;dst=100054
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=330696&amp;dst=100054
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=330696&amp;dst=100055
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=330696&amp;dst=100055
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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

4. K 3asBMeHM0O O MOATBEPXXOAEHUM TFOCYAapCTBEHHOW perucTpaumMu IekapcTBEHHOro npenapaTta ans
MEAMLIMHCKOro NPUMEHEHUS NpUnaraoTcs:

1) DOKYMEHTbI, coepallime pe3ynbTaTbl MOHUTOPUHIa 3dEKTUBHOCTU U 6E30NacHOCTU NIEKapCTBEHHOTO
npenaparta Ans MeaMLMHCKOro NMpUMeHeHusl, MPOBeAEHHOIO AepKaTernemM Unv BrnagenbLeM perMcTpaumoHHOro
YAOCTOBEPEHMsl 1eKapCTBEHHOro npenaparta Ans MeAUUMHCKOrO MPUMEHEHUs NGO  YMONHOMOYEHHbIM UM
IOPUANYECKUM NULIOM, NO OpMeE, YTBEPXKOEHHON YNONMHOMOYEHHbIM dhefepanbHbiM OpraHoM WCMOMHUTENBHOM
BracTu;

2) cBeeHUss O pate NpPefoCTaBfeHUss U PEerucTpaumoHHOM HOMEpe JULEH3MM Ha NpPOU3BOACTBO
NeKapCTBEHHbIX CPEACTB UMW CBEAEHUs O AaTe NpefoCTaBfeHUs U PermcTpaumoHHOM HOMEpPE 3aKMYEHUs O
COOTBETCTBUM NPpOU3BOANTENA NEKAPCTBEHHbIX CpeaCcTB Tpe6OBaHl/IF|M npasun Ha,qne»(au.l.eﬂ I'IpOI/ISBO.lJ.CTBeHHOI7I
NpPaKkTuKK, npeaocCTtaBlieHHbIX YNOJTHOMOYEHHbIM (be,qepaanblm opraHom WUCMONMHUTENbHOM BNAacTU B OTHOLLEHUA
NPOM3BOACTBEHHOW MIOLWAAKM NlekapCTBEHHOrO npenaparta Ans MEAULMWHCKOro NPUMEHEHWS, Tocy4apCTBEHHAs
perucTpaums KoToporo MoATBEPXOAETCs B CryyYae, €cnu MpouM3BOACTBO FEKApCTBEHHOro npenaparta Aans
MeOULMHCKOro MpUMeHeHmMst ocyllecTenseTcs B Poccuiickon Gepepauuu;

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

3) konusi nNpegoCTaBfEHHOW  YMNOMHOMOYEHHBIM OpPraHoOM CTpaHbl MPOU3BOAUTENS NULEH3MM  Ha
NpPOM3BOACTBO NEKAPCTBEHHOMO npenaparta Ans MeOUUMHCKOTO NMPUMEHEHWUS] U ee NMepeBof Ha PYCCKUN A3bIK,
3aBepeHHble B YCTAHOBMEHHOM MoOpsAKe, a TakKe KOMUS 3akiYeHUs O COOTBETCTBUM MPOWM3BOAUTENS
NeKapCTBEHHbIX CpeacTB TpeboBaHUSM MpaBun  Hagnexallen MNpOVM3BOACTBEHHOW MNPaKTWKKW, BbIAHHOMO
YMNONMHOMOYEHHbIM  (beaepanbHbiM  OpraHOM  MCMOMHUTENBHOW  BMAcT B OTHOLIEHUMU NPOU3BOACTBEHHOM
NnowaakM rnekapcTBEHHOro npenapaTta Anst MEeOULMHCKOrO MNPUMEHEHWs, rocyAapCTBeHHast perncrpauus
KOTOpPOro NoATBEPXKOAETCH, UMM KOMUS PeLLeHUs YNOoNHOMOYEHHOro dheaepanbHOro opraHa WUCMOSTHUTENbHOW
BNacTM O TMpPOBEAEHUN WHCMNEKTUPOBAHUSA MNPOU3BOOMUTENS] JIEKAPCTBEHHLIX CPEACTB B Cryvae, €ecrnu
NMPOM3BOACTBO JIEKAPCTBEHHOrO npenaparta Anst MeauUMHCKOro NMPUMEHEHUS OCYLLECTBNSAETCA 3a npeaenamu
Poccuiickon depepauum.

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)
(vacTb 4 B peq. PenepansHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B OTHOWEHUN OMONMOrMYECKUX JeKApCTBEHHbLIX MNpenapaTtoB A MeOULMHCKOTO MNPUMEHEHUS
3aaBUTENb OOMONHUTENBbHO NpeAcTaBnsAeT pe3ynbTaTbl MEpPONPUATUA, NPeAYCMOTPEHHbBIX NITAHOM YrpaBeHus
puckamu, YTBEPXOEHHbIM  YNOMHOMOYEHHbIM  doegepanbHbiM — OpraHOM  UCMOSTHUTENBHOWM  BRactM  npu
OCYLLIECTBNEHMM roCyAapCTBEHHON perncTpaumm nekapcTBEHHOro npenapara s MeaMUMHCKOro NpuMeHeHus.
(vacTb 4.1 BBegeHa depepanbHbiM 3akoHoM OT 04.06.2018 N 140-93)

4.2. K 3aaBneHno 0 NOATBEPXAEHUN rocyqapCTBEHHOW pernctpaumm nekapCcTBEHHOro npenapata gns
BETEPMHAPHOrO  MPMMEHEHUS  MpuraralTcsa  AOKYMEHThl,  codepxaliMe  pesynbTaTbl  MOHUTOPWHra
ahpekTMBHOCTM 1 GEe30NacCHOCTN NeKapCTBEHHOrO npenapara Ans BeTEPMHAPHOro NpUMEHeHUsi, MPOBOAUMOro
Jepxatenem wunu BnagenbueM PerncTpaumMoHHOro YOOCTOBEPEHWs MeKkapCTBEHHOro npenapata Ans
BETEPVHAPHOIO NPUMEHEHNsI NMMOO YMONTHOMOYEHHLIM MM HOPUOUYECKM IMUOM, Mo dopme, YTBEPKAEHHOM
YMONTHOMOYEHHbIM doeeparnbHbiM OPraHOM UCMOMHUTENBHOW BNACTW, Y JOKYMEHTbI, YKa3aHHble B NyHkTax 1, 2 -
2.2, nognyHkTax "a", "6", "k", "n" nyHkta 4 yactn 3 ctaTtbu 17 HacTosiwero ®egepanbHOro 3akoHa. B oTHoweHun
MMMYHOBMONOrMYEeCKUX IeKapCTBEHHbIX MpenapaToB Afs BETEPUMHAPHOrO MPUMEHEHUS He NpeacTaBnAlTCA
CBefeHUs, ykasaHHble B noanyHkte "k" nyHkta 4 yactu 3 ctatbm 17 Hactoswero depepanbHoOro 3akoHa. B
OTHOLLEHUN TNEeKapCTBEHHbIX NpenapatoB And BeTEpMHApPHOro MPUMEHEHUS, MNOSTyYEHHbIX C MNPUMEHEHNEM
reHHO-NHXEeHEPHO-MOAMMULNPOBAHHBLIX OPraHM3MoB WU COAEepXalUuX Takme opraHuM3Mbl, AOMOSTHUTENBHO
NpeacTaBnsTCA CBeAeHus], yKkasaHHble B nyHkTe 13 yactu 3 ctatbn 17 HacTosiwero ®egepanbHoOro 3akoHa.
(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oOT 04.06.2018 N 140-93; B pen. PepepanbHOro 3akoHa OT
02.08.2019 N 297-03)

4.3. 3asBMTeNnb BNpaBe NpeacTaBUTbL C 3asiBIIEHWEM O MOATBEPXKOEHWM FOCYOapCTBEHHOW perncrpauumn
NeKapCTBEHHOIO npenaparta KOonuil [OKyMEeHTa, MOATBEPXKAANLIEro ynnaTy rocygapCTBEHHOW MOLWMMHbI 3a
NMOATBEPXKAEHNE TOCYOAPCTBEHHOM perncTpauMu nekapCTBEHHOrO Mpenapata, a Takke BbljaBaemble
(NpepocTaBnsiemble) YMOHOMOYEHHbIMM  doefepanbHbiMM - OpraHamMu  UCMOSNTHUTENBHOM BNAcTU  JOKYMEHTbI
(cBepeHus), ykasaHHble B nyHKTax 2 M 3 4yactm 4 Hactoswewn ctatbn. B cnydae wux HenpencraBneHus
YMNOMHOMOYEHHbIV  dheepanbHblii  OpraH WCMOMHUTENbHOW BRacTyM 3anpalmBaeT yKa3aHHble [OOKYMEHTbI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

(cBeaeHus) B nopsiake MeXBeAOMCTBEHHOTO MHGPOPMAaLIMOHHOIO B3aUMOAENCTBUS.
(yacTb 4.3 B pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)

5. B TeueHne pgecatn paboumx OHeW CO OHS MPUHATUSA 3asBMEHUS O MNOATBEPKAEHUU rocygapCTBEHHOM
peructpaummM fiekapCTBEHHOro npenapata W [OKYMEHTOB, cofepxalmx pesynbTatbl  MOHUTOPUHra
adeKTMBHOCTM M Ge3onacHOCTM fekapCTBEHHOro npenapaTa, NpoBOAUMOro AepXaTenem Wnu Bragenbuem
perucTpaumMoHHOro yAOCTOBEPEHNss NeKapCTBEHHOro npenapata fmMbo YyNnONHOMOYEHHbIM UMW IOPUANYECKNM
NNLOM, YNOSTHOMOYEHHbIV bedeparbHbIn OpraH UCMOSHNTESNTbHOW BNAcTu:

1) npoBOAUT NPOBEPKY NOJTHOThI cBegeHun, cogepxalmnxca B npencraBlieHHbIX 3adBuUTeneM JOKYMEeHTax;

2) NpuMHMMaeT peLleHne o NpoBeaeHN Ui o6 oTkase B NPOBEAEHUM SKCMEPTU3bl OTHOLLEHMS OXXKUAAEMOiA
nosib3bl K BO3MOXHOMY PWUCKY MNPUMEHEHUS| FEeKapCTBEHHOro rnpenapata Ha OCHOBaHUWM pe3yrbTaToB
MOHUTOpPUHra 3dppeKkTUBHOCTM U Ge30nacHOCTU fekapCTBEHHOro npenaparta, NPOBOAUMOrO AepaTernem unm
BrajenbUeM perncTpaumoHHOro YAOCTOBEPEHUST NeKapCTBEHHOro npenaparta nuMbo YrnonHOMOYEHHBIM UMK
lOpUaMYECKUM JMLOM, a Takke deaepanbHbiM OpraHoM WCMNONHUTENbHOM BRactTu B COOTBETCTBUM C
TpeGoBaHuAMK cTaTbk 64 HacTosAwero PefepanbHOro 3aKoHa;

3) yBeJOMNSAET B 3MNEKTPOHHOW (hOpME MIN MUCbMEHHON (bopme 3asBUTENSA M IKCNEPTHOE yYpexaeHue o
MPUHATOM pelleHun nMbo B Criydae MpUHATMSA pelleHuMs o6 oTkasze B NPOBEAEHWMM IKCMepTu3bl yKasbiBaeT
MPUYUHBI TAKOro OTKasa.

6. B cnyyae BbISIBNEHUSI HEQOCTOBEPHOCTU U (MNM) HEOOCTATOYHOCTM MHpopMaLun, copepalleincs B
npeacTaBrneHHbIX 3asBUTENeM OOKYMEHTaX, YMNONMHOMOYEHHbIV doeaeparnbHbli OpraH UCMONHUTENBHON BRacTu
HanpaBnsieT 3asBuTEnto 3anpoc 06 YTOYHEHMM YykasaHHOW WHdopMauuu. 3anpoc  YNONHOMOYEHHOro
dhenepanbHOro opraHa MCMOMHUTENbHON BRactu MoXeT OblTb nepenaH YNoNHOMOYEHHOMY MPEeACTaBUTENIO
3asBUTENS MMYHO NOJA PacnucKy, HanpaBreH No NoyTe 3aka3HbIM MUCbMOM WNK NepedaH B 3N1EeKTPOHHON dopme
No TEneKOMMYHUKaUMOHHbIM KaHaram cBa3M. B cnyyae HanpaBneHuss 3ampoca  YNOHOMOYEHHOro
denepanbHOro opraHa UCMOMHUTENBHOW BNAcTU NO Mo4YTe 3akasHbIM MUCbMOM OH CYMTAETCS MOMYyYEHHbIM MO
NCTEYEHNM LLIECTM OHEN C AaTbl HanpaBlieHUs 3aka3Horo NMcbMa.

7. 3asBuTene o00s3aH NpeAcTaBWTb OTBET Ha 3anpoc YMONTHOMOYEHHOro dhefgepansHOro opraHa
WCMOJTHUTENBHOW BNacTU B CPOK, He MPEBbILAILWNA AeBAHOCTa pabounx gHen co AHs ero nony4veHus. Cpok,
yKasaHHbIn B 4acTu 5 HacToswen cTaTbW, NPUOCTaHaBMMBAETCA CO AHSA HanpaBfeHusa 3adBuTento 3anpoca
YNOJTHOMOYE€HHOro (be,qepaanoro opraHa WUCMNONHUTENBbHOMN BRNacTu 00 OHA nonyyYeHuAa MM COOTBETCTBYHOLLEro
OoTBETa U He Y4YuTbiBaeTCs MpUM  UCYHUCIIEHUM CPOKa MNOATBEPXKAEHMS TOCYLapCTBEHHOW perncrpauum
nekapcTBeHHOro npenaparTa.

8. OcHoBaHveM Ons OTKasa B MPOBEAEHUM IKCNEPTU3bl OTHOLLIEHWUS OXMAAEeMOWN MONb3bl K BO3MOXHOMY
puUCKy NpUMEHEHMA TNEeKapCTBEHHOro npenaparta sBrseTca MpeAcTaBreHne [OKYMEHTOB, COoAepXalinx
pe3ynbTaTbl MOHUTOPUHra 3hEKTUBHOCTU M GE30MacHOCTU NeKapCTBEHHOro npenapara, u (Mnn) B OTHOLLEHUN
Buonornyecknx nekapcTBEHHbIX MpenapaToB pe3ynbTaTOB OCYLUECTBIIEHUS MepOonpusATU B COOTBETCTBUMU C
NnaHoM YynpasrieHNss pUCKaMu, YTBEPXAEHHLIM YMONHOMOYEHHbLIM defepanibHbIM OpraHoOM UCMOSTHUTENbHOM
BMacTV Npu OCYLLECTBIIEHNW rOCyAapCTBEHHOW perncrTpaumm rnekapcTBEHHOro npenapaTa, B HENonHoM obbeme,
OTCYTCTBME MHMOpMaLuK, noaTsepxaarowen daktT ynnatbl rocygapCTBEHHOM MOLWNWHBI 38 MoATBepXAeHune
rocygapCTBEHHON perncTpauuMu nekapCTBEHHOro npenaparta, nuMbo HenpeacTaBrneHue 3asBUTENeM B
YCTaHOBMEHHbIA CPOK OTBETa Ha YyKasaHHbll B 4acTu 6 HacTosdweWn cTaTtby 3anpoc YMNOSIHOMOYEHHOrO
defepanbHOro opraHa UCMOSTHUTENbHOW BNacTu, a Takke OTCYTCTBUE B YKa3aHHbIX JOKYMEHTax MHgopmauuu,
KoTopas AofkHa ObITb B HUX OTpaxeHa.

9. 3Kcnemesa OTHOLUEHMSI OXWOAEMOWN MNONb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUA IneKapCTBeHHOro
npenapara B UenAax noarBepXxaeHuA FOCWJ,apCTBeHHOVI pernctpaunmn nekapcrtBeHHOro npenapara npoBoanTCA
Komuccmen QKCNepPTOB 3KCNEePTHOro y4ypexgeHud B CPoK, He FlpeBbILuaIOUJ,I/Il‘/‘I COpOKa pa6qu|x OHen.

10. B cnyyae HeOoCTaTOYHOCTU MPEACTaBMNEHHbIX SKCMEePTy MaTepuanos Ana Oadv 3akmioveHuss SKernepT
obpallaeTca K pyKOBOOAUTEMIO IKCMEPTHOro yYpexaeHuss o NpedocTaBrneHun emy HeoGXOAMMbIX MaTepuarnos.
PykoBoauTenb 3KCMepTHOro yypexaeHust obpallaeTca C COOTBETCTBYIOLIMM 3anpocoM B YNOMHOMOYEHHbIN
denepanbHbIl OpraH MCMNOSNHUTENbHOW BNacTW, BblAaBLUWIA 3a4aHUe Ha NpPOBEAeHVE 3KCMepTU3bl OTHOLLUEHWS
0XXnaaemon Mosb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS] NEKapCTBEHHONO Mnpenapata Ha OCHOBaHWM [OKYMeHTa,
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(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

cofepxKallero pesynbTaTbl MOHUTOPUHra 3MEKTUBHOCTU U 6Ge3onacHOCTM NekapCTBeHHoro npenaparta. B
TeyeHue NSt paboumx OHein co AHS MOCTYMNNeHMs 3anpoca PYKOBOAMTENS IKCMIePTHOrO yUpeXXaeHUs yKa3aHHbIN
dhenepanbHbIl OpraH UCMNOMHUTENBHONM BACTW HanpaBnsieT 3asiBUTENNI0 3anpoc O NpeacTaBieHn HeoBXoaNMbIX
MaTepuarnoB, KOTOPbLIN MOXET ObiTb nepefaH YNONHOMOYEHHOMY MpPEeACTaBUTENID 3asiBUTENst NIMYHO MoA
pacnucky, HarnpaBneH Mo noYTe 3akasHblM MWCbMOM WM nepejaH B 3MEKTPOHHOW  dopme  no
TENEeKOMMYHUKALIMOHHBLIM KaHanam cBsisau. B cnyyae HanpaBneHusi 3amnpoca ynoriHOMOYEHHOro deepansHoro
opraHa UCNofHUTENbHOWM BNacTy Mo NoyTe 3akasHbIM MUCbMOM OH CYUTAeTCst NMOSyYeHHbIM Mo UCTeYEHUN LIECTU
[AHel ¢ AaTbl HanpaBreHWsl 3akasHoro NMcbMa.

11. 3asButenb o0653aH npeacTaBUTb OTBET Ha 3anpoc YNOMHOMOYEHHOro denepanbHOro opraHa
NCMNOMHUTENBHOW BrAcTU B CPOK, HE NMPEBbLILIALWNIA LWeCTUAECATM pabounx gHeN co AHSA NOoNyYeHust yka3aHHOro
3anpoca. YNorMHOMOYEHHBIN hefepanbHblii OpraH UCMOMHUTENbHOW BNAacTuW, BblAABLUUIA 3aaHNe HA NpOBeAEHME
3KCMEePTM3bl OTHOLLEHMS OXMOAEMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWST NIEKapCTBEHHOrO npenapaTa Ha
OCHOBaHWWM [OOKYMEHTa, COAepXXallero pesynbTatbl MOHMTOPUHIa 3ddEKTBHOCTM ©  Ge3onacHoCTH
NEKapCTBEHHOro npenapaTa, B TedeHue nsatyv pabounmx OHEen Co OHA MOCTYNfeHUs OT 3asdBUTENs OTBeTa Ha
3anpoc YNOMHOMOYEHHOro chedepanbHOrO opraHa MWCMOMHUTENbHOM BRACcTW HamnpasnseT 3ToT OTBET B
aKcnepTHoe y4ypexaeHve. B cnyyae HenpeacTtaBneHust Mo UCTEYEHMM LIEeCTUAECATM pabounx aHEN 3asBUTENEM
OTBETa Ha YyKas3aHHbIA 3anpoc YMOSIHOMOYEHHbIV dedepanbHbIi OpraH UCMOMHUTENBHOW BNacTW, BblOABLUNIA
3aJaHNe Ha NpoBedEeHME 3IKCMEPTU3bl OTHOLUEHMSI OXWOAEMOW MOfb3bl K BO3MOXHOMY PUCKY MNPUMEHEHMS
NeKkapCTBEHHOIO Mpenapata Ha OCHOBaHWMM  [OKYMEHTa, coAepxallero pesynbTatbl  MOHUTOPWHra
adphekTMBHOCTM M ©e30NacHOCTU NeKapCTBEHHOro npernapaTa, B TeyeHne natu paboumx OHen HanpaeBnseT B
3KCMNepTHOE yUupexaeHne yBe4OMIMeHNe O HeNpeacTaBrneHum 3asBUTenem OTBeTa Ha 3anpoc yka3aHHOro opraHa.
Bpemsa co gHA HanpaBneHus 3anpoca 9KCMEepPTHOro ydpexaeHust B YNONMHOMOYEHHbIN heaepanbHbIi opraH
NCMNOMHUTENBHOW BNAcTW 40 OHSA NOMYYEHUSA SKCMEPTHBIM YYpEXOEHNEM OTBETA Ha 3anpoc UM yBeJOMIIEHUS O
HenpeAcTaBleHNM OTBETa Ha 3anpoC He Y4YUTbIBAETCA MNPW UCYMCIIEHUM CpOKa MPOBEAEHUSA IKCNepTU3bl
OTHOLUEHMS OXXMAaeMOW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NEKapCTBEHHOMO npenapaTta Ha OCHOBaHWUU
OOKYMEHTa, cofepXXallero pesynbTaTbl MOHUTOpUHra 3dekTMBHOCTM M  6Ee30MacHOCTM fEKapCTBEHHOro
npenaparTa.

12. B cpoK, He NpeBbILLaoLWmi 4ecaTn paboumx AHEN CO OHS NOYYEHUS 3aKMOYEHNS KOMUCCUM SKCNEPTOB
no pesynbTaTam 3KCNEepTU3bl OTHOLWIEHWUS OXugaemMoW Mofb3bl K BO3MOXHOMY PUCKY NPUMEHEHUs
neKkapcTBEHHOro npenaparta, COOTBETCTBYHOLLMIA YNONMHOMOYEHHbLIN (hefepanbHbI OpraH MCMOSTHUTENbHOM
BnacTu:

1) ocyllecTBnsieT OLEeHKy 3TOro 3aKMiyeHus Ans onpedeneHusl ero COOTBETCTBUS 3adaHuio Ha
NnpoBeAeHNe yKa3aHHOW 3KCnepTu3bl;

2) NPUHMMAaET pelleHne O noarsepXxaeHun Focyﬂ,apCTBeHHOVI pernctpaummn nekapCteBeHHOro npenaparta
unu ob oTkase B noareepXxneHun rocyﬂ,apCTBeHHOIZ perncrtpaunmn rnekapCTtBeHHOro npenapara,

3) BHOCMT Mpu MPUHSATUM peLLeHVst O NOATBEPXAEHWM roCyAapCTBEHHOW perucrpaumm nekapcTBEHHOro
npenaparta CBeAeHWs B rOCYLApCTBEHHbIN peecTp NeKapCTBEHHbIX CPEACTB U BbiAaeT 3asBuTento 6eccpoyHoe
perncTpaumoHHoe yAOoCTOBEPEHME flekapCTBEHHOro npenapara.

13. OcHoBaHMeM [Ansi oTkasa B MNOATBEPXOEHWM TOCYLapCTBEHHOW perucrpaumm JekapCcTBEHHOro
npenapata SBMSETCA  3aKMYEeHWEe  COOTBETCTBYHOLIErO  YMOMHOMOYEHHOro  doefepanbHOro  opraHa
WCNOSTHUTENBHOM BACTU O TOM, YTO PUCK NMPUYMHEHUS Bpeda 300POBbI0 YenoBeKa UMM XXMBOTHOTO BCneacTeme
npuemMa nekapcTBeHHOro npenapaTa npeBbllaeT 3PPEKTUBHOCTb €ro NPUMEHEHUS.

(B peq. ®PenepanbHoro zakoHa ot 04.06.2018 N 140-$3)

14. B nepuopg npoBegeHust npoueaypbl NOATBEPXKAEHUS rOCYAapCTBEHHON pPerMcTpauumn rekapcTBEHHOro
npenapaTta ero obpaweHune B Poccuinckon degepaumm He npuoctaHaBnmMBaeTcs.

15. JonyckaeTcsa obpalleHne nekapCTBEHHbIX MpenapaToB 4O NCTEYEHMS CPOKa FOAHOCTH, MPON3BEAEHHbIX
B TE€YEeHMe CTa BOCbMWAECATU KareHOapHbIX OHEW nocrne AaTtbl MPUHATUS YMONTHOMOYEHHbIM doeaeparnbHbiM
OpraHoM UCMOSMHUTENBHOWN BrAcTW peLLIeHns O NOATBEPKAEHMM FOCY4apCTBEHHON perncTpauumn, B COOTBETCTBUN
¢ nHdopmaLmen, cogepxallencs B AOKyMeHTax permcTpaumoHHOro 4OChbe Ha fiekapCTBEHHbIN NnpenaparT 40 AaThbl
NPUHATUSA TAKOrO PELLEHMS.
(B peq. ®PenepanbHoro zakoHa ot 02.08.2019 N 297-93)

www.consultant.ru CrpaHvua 52 n3 114
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=299421&amp;dst=100040
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=299421&amp;dst=100040
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=330696&amp;dst=100058
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=330696&amp;dst=100058
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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

Crtatba 30. BHeceHMe M3MeHEHUA B OOKYMEHTbI, coAepaluyMeca B perMcTpauMoHHOM [oCbe Ha
3aperMcTpupoBaHHbLIW NeKapCTBEHHbIM NpenapaTt Ans MegULUUHCKOro NnpuMeHeHus

1. B uensix BHeCEHWS W3MEHEHUMA B [OOKYMEHTbl, CoAepXallmecsa B PerncTtpauuoHHOM [OCbe Ha
3aperncTpUpoOBaHHbLIN NEKAapCTBEHHbLIM NpenapaTt Ansi MeauMUMHCKOro NpPUMEHEHWUd, OepxaTtenb unv Brnagenew
PEerMcTpaLmnoHHOro yaoCTOBEPEHMUS NEKAPCTBEHHOTO Npenapara UM yrnorHOMOYEHHOE UM Apyroe opuanyeckoe
nMuo (ganee B HacToslen cTaTbe - 3asBUTENb) MpeAcTaBrisieT B YNOMHOMOYEHHbIN dedepanbHbIi opraH
WCMONTHUTENBHOW BMacTM 3asiBieHMEe O BHECEHUW TaKMX M3MEHEeHUn no ¢opMe, YCTaHOBIEHHOM
YMNOSIHOMOYEHHbIM hbeaepanbHbIM OpraHOM MCMOMHUTENbHOW BRacTu, U npunaraemble K HEMY U3MEHEHUs B
yKa3aHHble AOKYMEHThI, @ Takke AOKYMEHTbI, NoATBEPXAatoWmne Heo6X0aUMOCTb BHECEHUSI TAKNX N3MEHEHW.

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 04.06.2018 N 140-d3)

1.1. Tpn HeobxoAMMOCTM BHECEHWst B [OOKYMEHTbl, codepXaluecss B PervcTpauMoHHOM [0Cbe Ha
3aperncTpuUpoOBaHHbIN NIEKAPCTBEHHbIA NpenapaTt Ans MegULMHCKOrO MPUMEHEHUS, N3MEHEHUI, YKa3aHHbIX B
nyHKTe 3 YacTu 2 HacTosILLEN cTaTbl 1 Tpebyowmnx NpoBeaeHNs SKCNepTusbl kKavyecTBa fekapCTBEHHbIX CPEACTB,
3aaBuUTENb OOMOMNHUTENBHO MPeacTaBnseT B YNONHOMOYEHHbIN defeparnbHbld opraH UCMNONTHUTENBHOW BNacTu
CBefleHMs1 O JaTe NPeAoCTaBMEHUS U PerMcTpauMoHHOM HOMEpE JIMUEH3MN Ha NPOU3BOACTBO JIEKAPCTBEHHbIX
CpeacTB wnu cBeeHus O JaTte NpefoCTaBfieHUs U PErMCTPAUMOHHOM HOMepe 3aKMYeHWs O COOTBETCTBUU
npon3BoauTENsl NEKapCTBEHHbIX CpeacTB TpeboBaHWsIM OpaBui Hagnexawen npou3BOOCTBEHHOW MPaKTUKM,
BbldaHHbIX (MPEAOCTaBMEHHbIX) YMNOMIHOMOYEHHbIM d)eaepanbHbiM  OPraHoM  MCMOMHUTENbHOW BRactm B
OTHOLUEHUN W3MEHEHHON U (MNn) AONOMHEHHOW NPOW3BOACTBEHHON MNIOLWAAKM NeKapCTBEHHOro npenapara, B
crny4ae, ecnv Npou3BOACTBO JleKapCTBEHHOrO npenapara ocyuiectensieTcsas B Poccuickon Pegepauun, nubo
CcBefieHMs O JaTe NpeAoCTaBMeHUs U perMcTpauroHHOM HOMepe BblAAHHOW YNONHOMOYEHHBIM OPraHoOM CTpaHbl
npon3BoauTenst NUMUEH3MM Ha MNPOM3BOACTBO JIEKAPCTBEHHOINO Mpenapata U ee NepeBof Ha PYCCKUA A3bIK,
3aBepeHHble B YCTAaHOBMEHHOM [OpAAKe, a TakKe CBEAeHWs O faTe MpefoCTaBIieHWst U PerMcTpauvoHHOM
HOMEepe 3aKkr4YeHUss O COOTBETCTBUM MNPOM3BOAUTENSA J1EKAPCTBEHHbLIX CPEACTB TpeboBaHMAM npaBun
Hagnexaliem npou3BOACTBEHHOW MPaKTUKW, BbIAAHHOMO  YMNOMIHOMOYEHHbIM  hbeaeparnbHbIM  OpraHoM
WCNOSNTHUTENBHOW BNAacTU B OTHOLIEHUN WM3MEHEHHOW W (MNn) AOMNOSIHEHHOW MPOM3BOACTBEHHOM NNOLLaaKM
nekapCTBEHHOrO Mpenaparta, Win CBedeHus O AaTe NPeAoCTaBfeHUsl U PerncTpauuoHHOM HOMEPE peLleHMs
YMOSTHOMOYEHHOrO  befepanbHOro opraHa WCMONHWUTENbHOM BAAcTM O MPOBEAEHUN WHCNEKTUPOBAHMS
npon3BoauTENsl FNEKapCTBEHHbIX CPeacTB B Cryyae, €cnv MPOM3BOACTBO JIE€KapCTBEHHOro npenapara
ocyLlecTBnsieTcs 3a npegenamu Poccuiickon ®epepaumn.

(yactb 1.1 BBegeHa PepepanbHbiM 3akoHoMm OT 04.06.2018 N 140-93; B pen. dPenepanbHOro 3zakoHa OT
27.12.2019 N 478-03)

1.2. Tlpn HeobXxoAMMOCTM BHECEHWst B [OOKYMEHTbl, coAepXalmecss B PerucTpauMoHHOM [0Cbe Ha
3apEerncTpUpOBaHHbIA NEKAPCTBEHHLIN NpenapaTt AN MEeAWLUUHCKOrO MPUMEHEHUS, U3MEHEHWUN, YKa3aHHbIX B
NyHKTe 4 YacTn 2 HacTosILLEN cTaTbl 1 Tpebyowmnx NpoBeaeHns SKCnepTusbl KavyecTBa fekapCTBEHHbIX CPEACTB,
3as8BUTENb AOMOMHUTENBHO NPeACTaBnsieT B YMNOMHOMOYEHHbIV heaepanbHblidi OpraH UCMONHUTENbHOW BRacTy
CBefleHVs1 O JaTe NPeAOCTaBMEHUS U PerMcTpauMoHHOM HOMEpE JIMUEH3MU Ha NPOU3BOACTBO JIEKAPCTBEHHbIX
CpeacTB wnu cBefeHus O JaTte NpefoCTaBfieHUs U PErMCTPAUMOHHOM HOMepe 3aKMYeHus O COOTBETCTBUU
nNpon3BoaUTENsT NEKApCTBEHHbIX CpeacTB TpeboBaHWsIM MpaBuil Hagnexawen npou3BOLCTBEHHOW MPaKTUKM,
BblAaHHbIX (NPegoCTaBMNEHHbIX) YMNOMHOMOYEHHbIM dedeparnbHbiM  OpraHoOM  MCMOMHUTENbHOW BRacTn B
OTHOLLEHMN NPOM3BOACTBEHHOM MIOWAAKM JEeKapCTBEHHOro npenapata, B Crnydae, €cnv npou3BOACTBO
nekapCTBEHHOrO npenapaTta ocyulecTBnsietcs B Poccuiickon ®Pepepaunn, nmnbo cBegeHnss o aate
NpefoCTaBNeHNs U PErMCTPALMOHHOM HOMEpPE BbIOAHHOW YMOMHOMOYEHHBIM OPraHOM CTpaHbl MPOU3BOOUTENS
NMLEH3MM Ha MpPOU3BOACTBO JIEKAPCTBEHHOIO npenapata M ee NepeBof Ha PYCCKUMA £3blK, 3aBEPEHHbIE B
YyCTaHOBMEHHOM [OpadKe, a Takke CBeAEHUS O JaTe NpefoCTaBleHNs N perncTpauMoHHOM HOMepe 3aKrioyeHus
O COOTBETCTBUM  NPOM3BOAUTENS  NEKapCTBEHHbIX  cpeacTB  TpeboBaHMsAM  MpaBun  Hagnexaluen
NPOM3BOACTBEHHOW MPAKTMKW, BblAAHHOMO YMONTHOMOYEHHbLIM hefeparnbHbIM OpraHoM UCMONMHUTENBHOM BracTu B
OTHOLLEHMWN NPOU3BOACTBEHHON NNOLAAKU NeKapCTBEHHOro npenapara, Unu cBefieHns o AaTe npedoCcTaBneHus
N PEerucTpaumoHHOM HOMEPE pPEeLUEHUS YMNONTHOMOYEHHOro doeeparnbHOro opraHa WCMOMHUTENBHOW BNactu O
NPOBEAEHUN WHCMEKTUPOBaAHUSA MPOU3BOAUTENS FEKApCTBEHHOIO CPeAcTBa B Criyyae, ecnv Mnpou3BOACTBO
NlekapCTBEHHOrO nNpenapara ocyLlecTBnseTcsa 3a npegenamm Poccuickon ®egepaunn.

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

1.3. an/IHFITI/Ie peweHna o BHeCeHun N3MEeHeHNn unn ob oTkaze BO BHECEHUU U3MEHEHUN B LOOKYMEHTbI,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

cogepxalimecss B perucTpaumMoHHOM [OCbe Ha 3aperMcTpyMpoBaHHbIA JfieKapCTBEHHbIM npenapar  Ans
MEOVLMHCKOrO NPYMEHeHusi, B criydyae HeobxoOMMOCTU MpOBedeHMs IKCMepTu3bl KayecTBa feKapCTBEHHbIX
CpeacTB M (MAM) 3KCMepTM3bl OTHOLIEHWS OXWAAeMOW Mofib3bl K BO3MOXHOMY PUCKY MPUMEHEHUs
nekapCTBEHHOro npenapata And MeAWMUUHCKOro MPUMEHEHUS OCYLLECTBRSETCHS B CPOK, He MNpeBbIwakoLwmnin
AessiHOCTa paboynx AHeRn, a B OCTanbHbIX CNy4asix B CPOK, HE MpeBbIWaloWwmn Tpuguatn pabounx gHen co OHs
MPUHATUSA YNOMHOMOYEHHBIM dhedeparibHbiM OpraHoOM WCMOSTHUTENbHOW BNAcTU 3asBieHNss O BHECEHUM TaKuX
N3MEHEHNIA.

(yactb 1.3 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-03)

1.4. YnonHoMouYeHHbI edepanbHblili  OpraH MWCNOMHUTENbHOW BractTu C  y4eTOM pesynbTaToB
(hapmakoHaa3opa M NPOBEPOK COOTBETCTBMUS NEKAPCTBEHHbIX CPEACTB, HAaXOASLWMXCSA B rpa)kgaHckoM obopoTe,
YCTaHOBIMEHHBbIM TpebOoBaHWSAM K WX KayecTBy B TeYeHMe [ecsATun paboumx OHEeW CO [OHA MOCTYnneHus
COOTBETCTBYIOLLEN MHOPMaUUKN pasmelllaeT Ha CBoeM oduumnansHoM cante B ceTn "WHTepHeT" cBefeHus o
HeobXoOMMOCTM BHECEHMSI B WHCTPYKUMIO MO MEAMUMHCKOMY MNPUMEHEHMIO JEKapCTBEHHOrO Mpenapara
N3MEHEHN B OTHOLLUEHUN CBEAEHUA O MoKasaHWaX AN NPUMEHEHUS M NPOTUBOMOKA3aHMAX AMs NPUMEHEHUs
NeKapcTBEHHOro npenapaTa, BbIABMEHHbIX MOOOYHbIX AEUCTBUAX, HEXenaTenbHbIX peakumsx npu npumMeHeHun
NeKkapCTBEHHOrO npenapata u yBedoMnsieT o6 3TOM B 3feKTPOHHOW ¢hopme unu nucbMeHHon dopme (Ha
OymakHOM HocuTene) JepxaTens wnu Bnagenbua pPerncTpauuoHHOrO YAOCTOBEPEHUS NeKapCTBEHHOMO
npenapata (WX yMNONTHOMOYEHHOE WM ApYyroe KpUAMYECKOE MWL), a Takke AepXaTenen wnu Bnagenbues
PErnMCTpauUMOHHbLIX YOOCTOBEPEHUN JIEKAPCTBEHHbIX MNpenapaToB (MMM YMOSTHOMOYEHHbIX UMW OpYrux
OPUONYECKMX NALL), KOTOPbIE ABMSTCS B3anMO3aMeHAEMbIMU.

(4acTb 1.4 BBegeHa PepepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

1.5. depxaTtenb unu Brnageney perMcTpaumoHHOro yaOCTOBEPEHUA NeKapCTBEHHOro npenapara, a Takke
aepxatenu wnvM  BnagenbuUbl  PErMCTPaLMOHHBLIX  YOOCTOBEPEHWMI  JIEKAapCTBEHHbIX MpenapaTtoB  (Mnu
YMNOSIHOMOYEHHbIE VMW Opyrue puanyeckue nuua), KoTopble SABNSATCA B3auMo3aMeHsieMbIMK, 0653aHbl
npeacTtaBuTb B YMNOMHOMOYEHHbIM bedepanbHbli OpraH WCMOMHUTENbHON BRacTuM 3asiBNEHWss O BHECEHWUU
NU3MEHEHNn B OOKYMEHTbI, COAepXKallMecss B PErMcTpaLMoHHbIX AOCbe Ha 3aperucTpMpoBaHHbIE NeKapCTBEHHbIE
npenapaTtbl ANS MEAUUMHCKOrO MPUMEHEHUS, B OTHOLUEHWW CBEAEHUN, YKasaHHbIX B WHCTPYKUUKU MO
MEOULMHCKOMY MPUMEHEHWIO FeKapCTBEHHbLIX MpenapaToB, B TeyeHMe copoka paboynmx [HeW co  OHs
pasMeLleHns YNONHOMOYEHHbIM doeaeparnbHbiM OpraHOM MCHOMHUTENbHOW Bnactu MHopMmauuu, ykasaHHOW B
yactu 1.4 HacTosAwen ctatbn. [laHHoe TpeboBaHMe He pacnpPOCTPaHAETCS Ha Cryvyan BHECEHUS B MHCTPYKLMIO NO
MEeOWLMHCKOMY NPUMEHEHWNI0 NEeKapCTBEHHOro npenapata W3MEHEHWA B OTHOLUEHWW HOBbIX MOKa3aHUn Ang
NpUMEHeHWs eKapCTBEHHOro npenapaTa Ha OCHOBaHUM pe3ynbTaToB COOTBETCTBYIOLLUX UCCNEeSOBaHUN.

(vacTb 1.5 BBegeHa depepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

2. JkcnepTusa nekapcTBEHHbLIX CPEACTB B YaCTW SKCNepTU3bl KayecTBa NekapCTBEHHOIoO cpeacTtea 1 (Mnm)
3KCMNEePTM3bl OTHOLLEHNSA OXMOAEMOWN NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUSA NeKapCTBEHHOro npenapara ans
MEeOMLMHCKOro MNPUMEHEHUST MPOBOAUTCA B Cryvyae BHECEHUS U3MEHEHWA B OOKYMEHTbl, coaepxaliuecs B
perMcTpaunoHHOM J0Chbe Ha 3aperMcTpMpoBaHHbIN NTEKapCTBEHHbIN Npenapar, B OTHOLLEHWN:

1) cBegeHuUin, ykasaHHbIX B MHCTPYKLUMM MO MEAMLIMHCKOMY NPUMEHEHMIO NTEKapCTBEHHOrO npenaparTa:

a) nekapcTBeHHasi dopMa C yKka3aHMeM HaMMEHOBAHMM W KONMYECTBEHHOIO COCTaBa [OEWCTBYHOLLMX
BELLECTB M Ka4YECTBEHHOIO COCTaBa BCMOMOraTenbHbIX BELLECTB (Npy He0bXoAMMOCTM KONMMYECTBEHHOIO COCTaBa
BCMOMOraTerbHbIX BELLECTB);

6) d)apMaKOJJ,I/IHaMI/IKa n (*)apMaKOKMHeTI/IKa (3a NUCKIr4YeHnem (*)apMaKOKMHeTI/IKM romeonaTn4yeckmnx
JNIeKapCTBEHHbIX NpenapaTtoB N PACTUTESIbHbIX NNEKAPCTBEHHbLIX npenapaTOB);

B) MOKa3aHusl Ansl NPUMEHEHHS;

r) NPOTUBONOKA3aHUsA ANs NPUMEHEHUS;

[) Mepbl NPegoCTOPOXHOCTM NPU NPUMEHEHUN;

€) yKa3zaHue BO3MOXHOCTU U 0COBEeHHOCTEN NMPUMEHEHUST NeKapCTBEHHOro npenapaTa ANnst MeaULMHCKOro

NPpUMEHEeHUA 6epeMeHHbIMM XeHWwnHamMu, XKeHwunHammn B nepuon rpygHoro BCKapMIiiMBaHUA, OEeTbMWU,
B3pOCIbIMN, UMELWMNMUN XPOHNYECKne 3aboneBaHus;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

X) PeXuM [03MpOBaHMsl, CrnocoObl BBEAEHMSI UM MPUMEHEHUsl, MpPU HeobxoaMMOCTM Bpemsi npuema
NeKkapcTBEHHOro npenapara, NPOAOCIKUTENbHOCTL NIeYeHUs!, B TOM YiCne Yy AeTeit A0 U Nocre OaHOro roaa;

3) BO3MOXHble M0OOYHbIE OENCTBUA U HexenaTelbHble peakuuyM Npu MpPUMEHEeHUU NeKapCTBEHHOro
npenapara;

1) CUMNTOMbI NEPEAO3NPOBKM, MEPbI MO OKa3aHWo NOMOLLM NpU Nepego3npoBKeE;
K) B3aMMOoAeNCcTBME C APYrMMY fieKapCTBEHHbIMU NpenapaTaMu 1 (Mnv) NUWEBbIMU NPOAYKTaMu;
n) dopMbl BbIMyCKa NekapCTBEHHOrO nNpenapara;

M) ykasaHue (npu HeobXoouMOCTM) OCOGEHHOCTeN OEeWCTBUS NeKapCTBEHHOro mpenaparta mnpu nepBoM
npueme Unu npu ero OTMeHe;

H) cBeieHnA O BO3MOXHOM BIMMAHUKU NEeKapCTBEHHOro npenaparta gna MeguuuHCKOro npuMeHeHma Ha
CrnocobHOCTb ynpaendaTb TPAHCNOPTHbIMKU CpeaCTBaMU, MeXaHn3mMmamu,

0) CpPOK rodHOCTM U yKasaHWe Ha 3anpeT NpPUMEHEHWsI NeKapCTBEHHOro npenapaTta No UCTeYeHUMU cpoka
roAHOCTY;

M) yCNnoBus XpaHeHus;

p) ycnosus OTnycka;

2) cocTaBa nekapCcTBEHHOro npenapara Ans MeaMumMHCKOro NPUMeEHeHUS;

3) M3mMeHeHusa MecTa NPOM3BOACTBA NEKapCTBEHHOMO Npenaparta Ans MegUUMHCKOrO NPUMEHEHNS;

4) M3MEHEHNA NokasaTenen kavyecTea JIEKapCTBEHHOrIO npenaparta anda MmeanunHCKoro nppumMmeHeHna n (VIJ'II/I)
MEeTOO0B KOHTPOJ1A Ka4eCTBa JiekapCTBeHHOro npenaparta and MmeguunHCKoro npuMeHeHus,

5) N3MEeHeHnA CpoKa rogHoOCTn NNekapCTBEHHOro npenaparta ana MeguumMHCKOro npuMeHeHu4;

6) cBegeHu 0 He06XOAMMOCTM BHECEHMSA UHBIX N3MEHEHUI B MHCTPYKLMIO NO MEANLIMHCKOMY NPUMEHEHNIO
nekapCTBEHHOrO npenaparta, a Takke B MHble OOKYMEHTbl, cogepXaluecs B perucTtpaumoHHOM [oCbe Ha
3aperMcTpUpoBaHHbLIA fekapCTBeHHbIN npenapaT. [pu 3ToMm pelleHve O MNpOoBeAEeHUM IKCNepTu3bl KayecTsa
nekapCTBEHHbIX CPeacTB U (Mnn) SKCnepTu3bl OTHOLLEHUS OXMAAEMOW MONb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS
neKkapCcTBEHHOro npenapara Ans MeaWLUMHCKOro NMpUMEHEHWs1 MPUHMMAaeTCs B COOTBETCTBUM C YTBEPXKOEHHOW
YMONIHOMOYEHHbIM dbeeparibHbIM OpraHOM MCMOMHUTENbHON BNacTu knaccudukalmnen N3MeHeHUn, BHOCUMbIX B
AOKYMEHTbI, cogepallmecs B permcTpaLmMoHHOM AOCbe Ha 3aperncTpupoBaHHbIv eKapCTBEHHbIN Npenapar.
(4acTb 2 B pea. PegepanbHOro gdakoHa ot 22.12.2014 N 429-93)

3. 3agButenb BnpaBe npeacTaBUTb NO COOCTBEHHOW WHMUMATMBE BMECTE C 3asiBMEHMEM O BHECEHUU
N3MEHEHW B LOKYMEHTbI, COAEpXaLLMEecs B PErMCTPaUMOHHOM JOCbEe Ha 3aperMcTpUpoBaHHbI NIEKapCTBEHHbIN
npenapaTt Ansg MeguuUMHCKOTO MPUMEHEHMWS, KOMWMM OOKYMEHTOB, MOATBEPXOANLWMX ynnaTy rocygapCTBEHHON
OOLUMVHbI 3a BHECEHME B [JOKYMEHTbl, codepXaliMecss B PernctpaumoHHOM OO0Cbe Ha 3aperncTpupoBaHHbIN
nekapcTBEHHbIN npenapaTt Ans MeOULUHCKOTO NPUMEHEHUsT, N3MEHEHUI, TpebyoLmMX NPoBEeAEHUS 3KCNEPTU3bI
NeKkapcTBEHHbIX CPEeACTB B 4YacTM IKCMepTusbl KayecTBa fEKapCTBEHHOrO cpeacTtBa W (MnM) 3KCNepTu3bl
OTHOLUEHUSI OXWOAeMOW MOoMb3bl K BO3MOXHOMY PWCKY TMNPUMEHEHWUS FEeKapCTBEHHOro npenaparta Aang
MEOULMHCKOTO MPUMEHEHUS, TFOCYAapCTBEHHOW MOWIMWHbI 33 BHECEeHMe B [OOKYMEHTbl, copepXxailimecs B
pPerMcTpaumoHHOM [0Cbe Ha 3aperncTpMpOBaHHbIN NIEKAPCTBEHHBIN NpenapaT A58 MeANLMHCKOrO NPUMEHEHWS,
N3MEHEHNA, He TpebyLwmnx NPOBEAEHMS] SKCMEPTU3bl JIEKAPCTBEHHOrO CpeAcTBa, a TakkKe BblgaBaeMmble
(npegocTaBnsiemble) YMNOMHOMOYEHHbIMU  doefepanbHbiMM - OpraHamMu  UCMOMHUTENBHOM BNACTU  JOKYMEHTbI
(cBepeHus), ykasaHHble B YacTax 1.1 n 1.2 HacToswen ctaten. B cnyvae nx HenpeactaBneHnsa ynonHOMOYEHHbIN
defepanbHbIi OpraH UCMOMHUTENBHOW BNacTy 3anpalivMBaeT yKa3aHHble AOKYMEHThl (CBedeHMs) B Mopsiake
MEXBELOMCTBEHHOIO MHCPOPMALMOHHOIO B3aMMOLENCTBMS.

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

www.consultant.ru CrpaHvua 55 um3 114
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=210628&amp;dst=100009
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=210628&amp;dst=100009
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100468
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100468
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=438470&amp;dst=11569
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=438470&amp;dst=11569
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=438470&amp;dst=11570
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=438470&amp;dst=11570
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=394111&amp;dst=100203
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=394111&amp;dst=100203
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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

4. B TeyeHue pgecaTn paboumx OHEn Co AHS MOCTYMIIEHUS YKa3aHHOro B 4acTuM 1 HacTosiwen cratby
3adaBlieHnda n HeO6XOLWIMbIX OOKYMEeHTOB yI'IOJ'IHOMObIeHHbIVI cpe,qepaanbM opraH UCNONTHUTENbHON BNAacTu:

1) npoBOAUNT MPOBEPKY MOJIHOTbI M OOCTOBEPHOCTU cBegeHun, coaepxawmxca B npeactaBlieHHbIX
3adaBUTENIEM MaTepuanax;

2) npuHMMaeT pelleHne O MPOBEAEHWN YKa3aHHbIX B 4AaCTM 2 HACTOALLEN CTaTbW COOTBETCTBYHOLLUX
3KCMepTM3 NeKapCTBEHHOrO cpeacTBa uUnmn ob oTkase B UX NPOBEAEHUN;

3) yBegomnsieT B 3NIEKTPOHHON UINK NMUCbMEHHOW hopMe 3asBUTENST O NMPUHATOM PELLEHUN UNKN B Criyyae
NPUHATUA pelleHns 06 OTka3e B MPOBEOEHUM COOTBETCTBYIOLLEN IKCNEPTMU3bl C YKa3aHWEM MPUYUH TaKoro
oTKasa.

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

4.1. B cny4ae BbISBfiEHNA HEOOCTOBEPHOCTM CBEAEHWI, COAEpXKALUXCA B NPEeACTaBEHHbIX 3adBUTENEM
MaTepuanax, yrnorlHoMOYEHHbIN defepanbHbI OpraH UCNOSTHUTENBHOM BNacTu HanpasnseT 3asBUTENO 3anpoc
06 YTOYHEHUN yKa3aHHbIX cBeAeHUN. [JaHHbIN 3anpoc MoxeT bbiTb nepegaH yNnonHOMOYEeHHOMY npeacTaBuTento
3aABUTENS NIMYHO NOJA PACMUCKy, HanpasneH No NoyTe 3akasHbIM NMMCbMOM UNW NepefaH B 3NeKTPOHHOW hopme
No TeneKkoMMYHUKaUMOHHbIM KaHanam cBsi3n. B crnyuyae HanpaBneHusi gaHHOro 3amnpoca Mo NnoyTe 3akasHbIM
MMCbMOM OH CUYMTAEeTCS MOMyYEHHbIM NO UCTEYEHUW LIEeCTN AHEN C AaTbl HAanpaBeHWs 3aka3HOoro NUcbma.

(4acTb 4.1 BBegeHa depeparnbHbiM 3akoHOM OT 25.11.2013 N 317-93)

4.2. 3aaButenb 00sa3aH npeacTaBUTb OTBET Ha 3anpoc YNoSfIHOMOYeHHOro defepanbHOro opraHa
NCMNOMHUTENBHOW BMAcTM B CPOK, HE MPEBbILLAIOWMA AeBAHOCTA paboynmx OHEN CO OHSA MOMyYeHWst O4aHHOro
3anpoca. Cpok, ykasaHHbIV B YacTu 4 HaAcTOsILLEN CTaTbW, MPMOCTAHABNNMBAETCA CO AHSA HanpaBleHns 3asBUTENHO
3anpoca ynosIHOMOYEHHOro dpedeparnbHOro opraHa UCMONTHUTENBHOW BracT 40 AHSA MOSTyYeHus UM OTBeTa Ha
OaHHbIA 3anNpoc U He Y4YUTbIBAeTCs MpU UCYUCINEHUN CPOKa MPUHATUS PELUEHUsT O BHECEHUN U3MEHEHWUA B
OOKYMEHTbI, coaepKallnecs B perucTpaumMoHHOM A0Cbe Ha 3apermcTpUpoBaHHbIN NIEKapCTBEHHbIN NpenapaT 4ns
MeANLMHCKOro NpUMEHEHUS.

(vacTb 4.2 BBegeHa depepanbHbIM 3akoHoM OT 25.11.2013 N 317-03)

5. OcHoBaHMEM ONns OTkasa B NPOBELAEHMMN yKa3aHHbIX B YAcCTM 2 HACTOSILEN CTaTbM SKCMEPTU3 sIBMSieTCA
npeacraBneHne OOKYMEHTOB, MEpeuYUCrneHHbiXx B 4Yactsax 1 u 3 HacToswen cratbu, B HenonHom obbeme,
HenpeacTaBneHne 3asiBUTENEM B YCTAHOBMNEHHbIN CPOK OTBETa Ha ykasdaHHbIN B 4acTu 4.1 HacTosilen cTaTbu
3anpoc YNoriHOMOYEHHOro edepanbHOro opraHa WCMOMHUTENBHOW BRAcTW, a Takke OTCyTCTBUE B
NPeACTaBMeHHbIX [JOKYMEHTax [AOCTATOYHbIX CBEOEeHW, MOATBEPXKOAAWMX HeobxoaMMOCTb BHECEHWUS
U3MEHEHNA, WM OTCYTCTBME WHQOpMaunn, NoATBeEpXAalWwen akT ynnaTtbl roCygapCTBEHHbLIX MOLUSNH,
yKasaHHbIX B YacTu 3 HacTosLeN CTaTbu.

(B pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

6. YKasaHHble B 4acTu 2 HAcCTOsILLEN CTaTbM 3KCMEPTU3bl NPOBOAATCS B MOPSAKE, YCTAHOBIEHHOM CTaTbew
23 HacTosiuero PegeparnbHOro 3akoHa.

7. B cpok, He npeBblLaoWunin fecaTn pabounx gHeM co AHSA NoNydYeHUst 3akmo4YeHNn KOMUCCUIA SKCNIEPTOB
no pesyrnbTaTaMm yKasaHHbIX B YacTW 2 HACTOsILEN CTaTbW 3KCNEepTM3, YMNOMHOMOYEHHbIN deaeparnbHbiil opraH
NCMONHUTESNBHON BnacTu:

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

1) nNpUHNUMaeT pelleHne o BHECEHUN N3MEHEHNIN B OOKYMEeHTbI, cogepxalinecd B permctpauMoHHOM O0Cbe
Ha 3apeFMCTpI/IpOBaHHbIl7I ﬂeKapCTBeHHbIVI npenapat Ana MeauumHCKOro npuMeHeHusa, unm 00 oTkase BO
BHECEHWMN TaKUX N3MEHEHWIA;

2) BHOCWUT B rOCYAapCTBEHHbIN PEEeCcTp feKapCTBEHHbIX CPEACTB HAa OCHOBAHUWM PELUEHWUS O BHECEHUU
N3MEHeHU B JOKYMEHTbI, CoAepXKallnecs B perMcTpaLMoHHOM 4OCbe Ha 3aperncTpUpoBaHHbIA NEKaPCTBEHHbI
npenapar Ans MEQULIMHCKOTO NPUMEHEHUS1, HEOOXOAMMbIE U3MEHEHMWSI U BO3BpaLLaeT UX 3asiBUTENIO;

3) BblOaeT 3asiBUTENI0O HOBOE PErncTpaumMoHHOE YyOOCTOBEPEHME NEKAPCTBEHHOrO npenapara B criyyae
N3MEHeHNs1 CBEAEHMIN, COAEPXKALLNXCH B HEM.
(n. 3 BBegeH PefeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)
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(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

8. OcHoBaHMEM AN O0TKa3a BO BHECEHWM U3MEHEHWIA B JOKYMEHTbI, codepXalluecs B perucTpalmoHHOM
[OCbe Ha 3aperucTpupoBaHHbIi NEKapCTBEHHbLIM Mpenapat Onsa MeOuLMHCKOro MNPUMEHeHWs, ABNsAeTcs
3aKnoYeHne YMnornHOMOYEHHOro defeparnbHOro opraHa WCMOMHUTENbHOM BRacTu O BO3MOXHOCTM CHUDKEHUS
6e3onacHoCTU, kayecTBa, apEeKTUBHOCTY NEKaPCTBEHHOIO CPeACTBa B CllyYae BHECEHUS TaKMX U3MEHEHMWIA.

9. JonyckaeTcsa obpallleHne nekapcTBeHHbIX NpenapaToB Ans MeAMUUHCKOrO NMpUMEHEHUS 0 UCTEYEHUS
Ccpoka rogHocCTu, Npou3BeaeHHbIX B TEYEHNE CTa BOCbMUOECATU AHEN nocne AaTbl NPUHATUS YNONHOMOYEHHbBIM
degepanbHbIM - OpraHOM  WUCMOMHUTENbHOW  BRAacT  pelieHnss O BHECEHUN W3MEHEHWA B [OKYMEHTbI,
copepalimecs B perncTpaumoHHOM [OCbe, B COOTBETCTBUM C MHOPMAaLMEN, codepKallencs B AOKYMEHTax
PErMCTPaLMOHHOIO JOCLE Ha NEKapCTBEHHbIN NpenapaT A0 AaTkl NPUHATUS TAKOro peLLeHus.

(4acTb 9 B pea. PepepanbHoro gakoHa ot 22.12.2014 N 429-93)

10. MNpaBuTtenbctBo Poccuiickon depepauun BnpaBe yCTaHOBUTb QOCOBEHHOCTU BHECEHWUS U3MEHEHWUN B
OOKYMEHTbI, coaepKallnecs B perucTpalmMoHHOM A0Cbe Ha 3aperMcTpupoBaHHbIN NeKapCTBEHHbIN NpenapaT Ans
MEOULUMHCKOTO MPUMEHEHMs!, B criydae AedeKTypbl UNU pucka BO3HWKHOBEHUS AedEKTYpbl NIEKAPCTBEHHbIX
npenapatoB B CBA3W C BBEAEHMEM B OTHOWweHuM Poccunckon degepaunm OrpaHUYUTENBHBIX  Mep
9KOHOMMYECKOro Xapakrepa.

(vactb 10 BBegeHa deaepanbHbimM 3akoHoM oT 08.03.2022 N 46-03)

Cratbsa 31. BHeceHMe M3MeHeHUM B AOKYMEHTbI, coaepaliuecs B peructpayMoHHOM AOCbe Ha
3aperncTpupoBaHHbIN NeKapCcTBEeHHbIN NpenapaT ANA BeTepMHAPHOro NpMMeHeHuUs

1. B uensx BHECEHVUS W3MEHEHUA B [OOKYMEHTbl, COAepXaliMecs B pPermcTpauMoHHOM [OoCbe Ha
3aperMcTpUpoBaHHbIA NEKapCTBEHHbBIN NpenapaTt ANd BeTeprHapHOro NpUMeHeHus, gepxaTenb Unu Bragenewy
perncTpaumMoHHOro yaoCToBepeHUa nekapcTBeHHOro npenapara unn ynoriHoOMoO4YeHHoe UM gpyroe ropuanyeckoe
nMuo (ganee B HacTosien cTaTbe - 3asBUTENb) NpeacTaBnsieT B YNOMHOMOYEHHbIN dedepanbHbIi opraH
WCMOMHMTENBHOW  BracTu 3asiBfieHMe O BHECEHUMU TakuX W3MEHeHMn no opmMe, YCTaHOBIEHHOM
YMONTHOMOYEHHbIM befeparnbHbIM OpPraHoOM WCMOMHUTENbHOW BNAcTW, U Npunaraemble K HEMY W3MEHEHUS B
yKa3aHHble JOKYMEHTbI, a TakKe OOKYMEHTbl, NMOATBEPXAaloLmMe HeobX0OUMOCTb BHECEHNST Taknx U3MEHEHUN.
Mpyn HeobXoAMMOCTM BHECEHWSI M3MEHEHUN B [OOKYMEHTbl, CoAepXalluMecs B PEermcTpauuoHHOM [OCbe Ha
3aperucTpUpoBaHHbLIA NeKapCTBEHHbIM npenapaT Ans BETEePUMHAPHOro NPUMEHEHWUs, B CriyYasX U3MEHEHUS U
(Mrn) QoNONHEHUs NPOU3BOACTBEHHON MIOLAAKU NEKapCTBEHHOIO CPEeACTBa, a Takke U3MEHEHUs nokasaTenen
KayecTBa fiekapCTBEHHOro npenaparta [4fi BeTEPUMHAPHOrO NPUMEHEHNUst U (UNN) METOLOB KOHTPONS KayecTBa
NeKkapCTBEHHOIO npenaparta Afs BETEPUMHApPHOrO MNPUMEHEHWs 3asBUTENb OOMOSNHUTENbHO MNpeacTaBnseT B
YMNOSTHOMOYEHHbIV dhefeparbHbI OpraH UCNOMHUTENBHOWM BNACTW criegyowme JOKYMEHTbI (CBeaeHUs):

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

1) cBegeHus o paTe NpPefoCTaBfEeHUss U PErMcTPauMOHHOM HOMEpe IIMUEH3MM Ha NpPOM3BOLACTBO
NeKapCTBEHHbIX CPEACTB, NPEAOCTaBIEHHON NPOV3BOAMTENIO NEKApCTBEHHOMO MpenapaTta Ansi BeTepMHapHOro
NPUMEHEHNS, OS5 POCCUNCKUX NPON3BOAUTENEN;

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

2) cBegeHuss o paTe NpedoCTaBfeHUs U PErucTpauyMoHHOM HOMepe IULEH3MM Ha MPOU3BOACTBO
NeKapcTBEHHbIX CPeAcTB, NpedoCTaBleHHOW MPOM3BOAMTENI0 (hapMaLeBTUHECKOW CyOCTaHUMKM, BXOASILLER B
COCTaB NNeKapCTBEHHOrO npenapara Ans BeTepUHapHOro NPUMeEHEHNs, AN POCCUIACKUX NPOU3BOAUTENEN;

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

3) KonuA [OOKYMEHTa, BblAAHHOMO YMONHOMOYEHHbIM OpPraHoOM CTpaHbl MPOW3BOAUTENS AN  Kaxaoi
MPOM3BOACTBEHHOM  NIoOWAAKXW  JIeKapCTBEHHOTO  MpenapaTa Ans  BeTepMHapHOro  MPUMEHEHUS U
NoATBEPXKAAOLLEr0 COOTBETCTBME TMPOU3BOAMTENS JIEKapCTBEHHOrO npenapata TpeboBaHWAM  [OpaBuil
HaZnexallen Nnpou3BOACTBEHHON MPaKTUKW, U ero nepeBod Ha PYCCKUM A3blK, 3aBepeHHble B YCTaHOBMEHHOM
nopsiake, a Takke KOMWs 3aKIoYEeHUs O COOTBETCTBMM MPOU3BOAMUTENS JIEKAPCTBEHHLIX CpeacTB TpeGoBaHUAM
npaBu/l Hagnexallen Npou3BOLACTBEHHOW MNPAKTUKWU, BbiAAHHOTO YMOMIHOMOYEHHbLIM dhefdeparnbHbiM OpraHoM
UCMONMHUTENbBHOW BnacTM AN KaxaoW Npou3BOACTBEHHOW NIOLWAAKW JIeKapCTBEHHOro rnpenapata Aans
BETEPVMHAPHOrO TMPUMEHEHNs!, NMOO KOMWA peLlleHuss O MPOBEAEHUN WHCMEKTUPOBaHUS MPOU3BOAUTENS
NEeKapCTBEHHbIX CPEACTB, NMPUHATOrO YMOSTHOMOYEHHbIM (hedepanbHbiM OpraHoM WUCMONHUTENbHOW BRacTu Ans
Ka)kgon MpOW3BOACTBEHHONW MMOLWAAKM NeKapCTBEHHOro npenapata AN BeTepuHapHOro  NpUMEHEHUS.
YkasaHHble OOKYMEHTbl NpPefcTaBnsioTcA B Cllyyae, ecn MpPOM3BOACTBO JeKapCTBEHHOro npenaparta Aans
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

BETEPUHAPHOIo NpMMeHeHnA OCyLLEeCTBIIAETCA 3a npegenamm Poccuiickon CDep,epau,MVl;

4) xonusa OKyMEHTa, BblAAaHHOMO YNOMHOMOYEHHBIM OPraHoOM CTpaHbl MPOM3BOANTENS hapMaLeBTUYECKON
cybcTaHuumn 1 NOATBEPKAAKLWEro COOTBETCTBUE NpoussoauTens apmaueBTudeckon cybctaHunm, BXoasLen B
COCTaB IeKapCTBEHHOro npenapata [Ansi BETEPUMHApPHOro NpuMMEeHeHusi, TpeboBaHWAM NpaBwuil Hagnexallen
NPON3BOACTBEHHOW MPaKTUKW, U ero nepeBoj Ha PYCCKUN A3blK, 3aBEepPeHHble B YCTAHOBMEHHOM nopsiake, B
criyyae, ecnv npou3BoAcCTBO hapmMaueBTUYeckor cybcTaHuMM ocyllecTBnaeTca 3a npegenamu Poccuinckon
depepauun.

(vactb 1 B peq. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae nameHeHus u (Mnn) ONOSHEHNSA MPOU3BOACTBEHHON MNOLWAAKM NeKkapCTBEHHOro cpeacTBa
OOKYMEHTBI, yKa3aHHble B YacTu 1 HacTOsILLEN CTaTbW, NPEACTABNSATCS 3asBUTENEM B OTHOLLIEHUM N3MEHAEMOMN
n (Mnn) OononHsAemMon NPOU3BOACTBEHHOW MNNOLLAAKMA JIEKapCTBEHHOro cpeacTtea. PeleHne o BHeceHWUM
N3MEHEHN B JOKYMEHTbI, COAEpXKaLlMecs B permcTpauuoHHOM A0Cbe Ha 3aperMcTpMpoBaHHbIN NEKAPCTBEHHbIN
npenapaTt Ans BETEPUHAPHOro MNpUMEHeHMs, unn o6 oOTKase B WX BHECEHUU NPUHMMAETCs B Chnydae
HeobxoaMMOCTV MPOBEAEHUS] SKCMEPTU3bl FIEKAPCTBEHHOrO CPEeACTBa B CPOK, HE NpeBbiLIAOWMA OeBAHOCTA
pabounx OHel, a B oCTarnbHbIX CNy4asx B CPOK, HE MpeBbILWAKWMIA Tpuauatu paboyunx gHen co OHsI NPUHATUS
YMOSTHOMOYEHHbIM hefiepanbHbIM OpraHoM UCMOMNHUTENBHOW BIACTU 3asiBNEHUSA O BHECEHUN TAKUX U3MEHEHWN.
(vacTb 1.1 BBegeHa depeparnbHbiv 3akoHoM oT 04.06.2018 N 140-93)

1.2. B cnyyae peopraHusaumMu pgepxatens unuM Bnagenbua perncTpaumoHHOro yaooCTOBEpeHMUs
neKkapCcTBEHHOro npenapata Afns BETEepMHApHOro npuvMeHeHusi, paspaboTyMka WM Npou3BOAUTENS
neKkapCcTBEHHOro rnpenapaTta A BETEePUHapHOro MNPUMEHEHWs B 3asBleHNM O BHECEHUM W3MEHEHUN B
OOKYMEHTbI, CoAepXalumecs B permcTpaumMoHHOM JOCbe Ha 3aperncTpupoBaHHbIN NekapCTBEHHbLIN npenapar Ans
BETEPVMHAPHOrO  MPUMMEHEHWs,  yKa3blBalOTCA  AdaHHble  OOKYMeHTa, MOATBEPXAaloLlWero  BHeceHue
COOTBETCTBYIOLWMNX U3MEHeHUN B EOuMHBLIN rocydapCTBEHHbIN peecTp puanydecknx nuy (4ns opraHusauum,
3aperucTpupoBaHHbIX Ha TeppuTopun Poccuiickon depgepauun), UM MHOrO OOKYMEHTa, MOATBEPXKOAOLLEro
peopraHuMsaumio lopuan4eckoro nuua (4Na opraHnsauun, He 3aperMcTpupoBaHHbLIX Ha Tepputopun Poccumnckon
®epepaumn). 3asgBneHne 0 BHECEHNWN U3MEHEHUI B AOKYMEHTbI, coAepXalimecs B peructpaumoHHOM JoCbe Ha
3aperucTpupoBaHHbIA NeKapCTBEHHbIA npenapart Ansg BeTepuHapHOro MNMpUMEHEeHUs, W npunaraemble K Hemy
OOKYMEHTbI NMpeacTaBnalnTCa B YNOMHOMOYEHHbIA dbefeparbHblii OpraH UCMONHUTENbHOW BNacTu He nosgHee
yem uyepe3 Tpuauatb pabounmx [[HEM CO [OHA BHECEHWsT COOTBETCTBYIOLUMX W3MEHeHMn B EauHbIn
rocy0apCTBEHHbIN peecTp lopuandeckux nvy (4ns  opraHusauun, 3apermcTpupoBaHHbIX Ha TeppuTopum
Poccuickon ®depepaunn) wnM co  OHA  MPUHATUSA  COOTBETCTBYIOLLEro [OOKYMEHTa, noATrBepXxaatoLero
peopraHv3aumio IopManyeckoro nuua (4nd opraHnsauni, He 3apermcTpupoBaHHbIX Ha TeppuTopun Poccuickoi
®egepaumun). B cnyyae peopraHusauuy gepxartens wnu Brnagenbla pPerncTpaumMoHHOro yAOCTOBEpPEeHMWs
nekapCTBEHHOro npenaparTa A8 BeTepUHapHOro NpUMeHeHNs 3asiBNeHne 0 BHECEHUN N3MEHEHUI B AOKYMEHThI,
cogepxawimecsa B PErucTpaumMoHHOM [OCbe Ha 3aperMcTpypoBaHHbIA  NEKapCTBEHHbIN npenapat  Ang
BETEPVMHAPHOro MNpUMEHEeHUs, NodaeTcsa PUANYECKUM IULOM, KOTOPOMY B XOAE peopraHusauun nepegaHo
npaBo BnageHus Takum perncTpaumoHHbIM YAOCTOBEPEHNEM.

(yactb 1.2 BBegeHa PepepanbHbiM 3akoHoMm oT 02.08.2019 N 297-03)

2. B cny4yae BHeceHWs W3MEHEHWA B [OKYMEHTbl, codepxalimecs B pPerncrpauuoHHOM [OCbe Ha
3aperncTpUpPOBaHHbIN NEKapCTBEHHLIN npenapaT Ansi BeTePUHAPHOro NPUMEHEHUS, B OTHOLUEHUN CBeOEHWN,
yKasaHHbIX B nognyHkrax "e", "x", "k", "n", "H", "c", "X" nyHkta 7 yactn 3 ctatbn 17 Hactoswero ®eaepansHoro
3aKOHa, U3MEHEHUS W (MnM) OOMOSTHEHMS NPOM3BOACTBEHHOW NMOLLAAKN NIEKAPCTBEHHOrO CPeACcTBa, a Takke B
cny4ae U3MeHeHUs nokasaTesnen kadecTBa IekapCTBEHHOIO NpenapaTa A BETEPMHAPHOro NPUMEHEHUs 1 (Unu)
METO[O0B KOHTPONsS KayecTBa JIEKAPCTBEHHOro npenapata Afs BETEPUMHAPHOrO MPMMEHEHMS NPOBOAUTCSA
3KCMnepTM3a NEeKapCTBEHHOrO CpeacTsa Ans BETePUHAPHOro npumMeHeHunsa. B cnyyae HeoBGXxoauMMOCTM BHECEHUS
WHbIX W3MEHEHWA B [OOKYMEHTbl, CoAepXaliMecss B perucrpauMoHHOM [0Cbe Ha 3aperncTpupoBaHHbIN
NeKapcTBEHHbIA npenapaT Onsi BETEPUMHAPHOrO MPUMEHEHUsl, 3KCMepTM3a NeKapCTBEHHOro cpeactea Ans
BETEPMHAPHOro NPUMEHEHUS HE NPOBOANTCA.

(B peq. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

3. BasBuTenb BrnpaBe NpeacTaBUTL MO COBCTBEHHOW MHMUMATMBE BMECTe C 3asiBNEHUMEM O BHECEHUU
N3MEHEHUIA B JOKYMEHTbI, CoOAepXKallMecs B permcTpaumoHHOM AOChbe Ha 3aperMcTpupoBaHHbIA NeKapCTBEHHbIN
npenapart Ofsi BETEPUHAPHOro MPUMEHEHMWs, KOMMN LOKYMEHTOB, MOATBEPXAAloLMX ynnaTy rocyaapCTBEHHOM
MOLUNMHBI 32 BHECEHWe B OOKYMEHTbl, COAEpXKaluMecsi B PErucTpaumMoHHOM [JOCbe Ha 3aperucTpypoOBaHHbIN
NeKapCTBEHHbIN npenapaTt A BETEePMHapHOro NPUMEHEHUS, U3MEHEHWI, TPEOYIOLLMX NPOBEAEHUS SKCNEPTU3bI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

NeKapCTBEHHOIO CPEeACTBa, WU WU3MEHEHWW, He TpebyllmMX MpoBEeAeHNs] 3SKCNepTu3bl FeKkapCTBEHHOMO
cpeactBa. B cnyyae HeoOGXoOUMOCTM U3MEHEHWS CBEOEHWW, COAEepPXallMXCA B  PErMcTpauyMoHHOM
yOOCTOBEPEHUN JIEKAapCTBEHHOIrO Mpenapata ANd BETEPMHAPHOro NPUMEHEHWs, C 3asiBNIEHWEM, YKa3aHHbIM B
yacTn 1 HacTosILLEeN CTaTbu, 3asiBUTENb BNpaBe NPeACTaBuTb MO COOCTBEHHOW MHULMATMBE KOMUIO OOKYMEHTa,
noaTBepXaaroLwero ynnaTy rocygapCTBEHHOM MOLWMMHbI 3@ Bblgady pPerncTpaumoHHOro  YAOCTOBEpPEHUS
nekapCTBEHHOrO npenaparta. 3asBuTeNnb BhpaBe npeacTaBuUTb MO COOCTBEHHOW MWHUUMATMBE CBELEHUS O
NULEH3NAX, yKasaHHble B NyHkTax 1 1 2 yacty 1 HacTosien cTaTbu, a Takke BblgaBaeMble YNONTHOMOYEHHbLIMU
degepanbHbIMU OpraHaMy UCMOJSTHUTENBHOW BNAacTWM OOKYMEHTbI, yKa3aHHble B NyHkTe 3 yacTu 1 HacTosewn
cTatbu. B criyyae HenpeacTaBneHus ykasaHHbIX JOKYMEHTOB (CBEAEHMI) YNONTHOMOYEHHbIV hefieparnbHbli OpraH
WCNOSNTHUTENBHOW BriacTW 3anpaluvBaeT yKasaHHble OOKYMEHTbl (CBEAEHMS) B MOpsiaKe MEXBEOAOMCTBEHHOro
WHOPMAaLIMOHHOIO B3aMMOAENCTBIS.

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

4. B CcpoK, He MpeBbllalWNA OecaTn paboumx OHEW CO OHSA MOCTYMNNEHUS YKasaHHOro B 4vactu 1
HacTosILLEeN cTaTbW 3asBMEeHUs M HeOoOXOAMMbIX [OKYMEHTOB, YMNOMHOMOYEHHbIM dedepanbHbii  opraH
NCNOMHUTENBbHOW BNacTu:

1) npoBOANT TMPOBEPKY MOJIHOTbI M OOCTOBEPHOCTU cBegeHun, coaepxawmxca B npenctaBlieHHbIX
3adaBuTenieM JOKyMeHTax;

2) nNpUHUMaEeT pelleHne O npoBeaeHnn 3KCnepTu3bl JN1eKapCTBEHHOrNo cpeanctBa AnAdA BeTepuHapHOro
NPUMEHEHUNA UNn 00 oTKka3se B ee npoBeaeHnn,

3) yBegoMnsieT B MMCbMEHHON hopMe 3asIBUTENS O MPUHATOM PELLEHUN UMK B CIiydae NPUHATUS peLleHNs
06 oTkase B NpoBeAEHUN SKCMEePTM3bl NeKapCTBEHHOrO cpeAcTBa AN BETEPUHAPHOTO MPUMEHEHUS C YKa3aHeM
MPUYUH TaKOro oTKasa.

4.1. B cny4yae BbISiIBNEHWsI HEAOCTOBEPHOCTU M (MNM) HEOOCTATOYHOCTM CBEAEHWA, COLAEPXaLUUXCsl B
NpeacTaBneHHbIX 3asBUTENeM OOKYMEHTaX, YNOMHOMOYEHHbIV denepanbHbll OpraH MCNOMHUTENBHON BAACTM
HanpaenseT 3asBUTENI0 3anpoc 06 YTOYHEHWM YyKasaHHbIX cBedeHun. 3anpoc MoxeT 6blTb nepegaH
YMOSTHOMOYEHHOMY MpeacTaBuTeNto 3asBUTENd MoA PacrnucKy, HamnpaBneH Mo noyTe 3akasHbIM MUCbMOM UMK
nepeaaH B 3M1EKTPOHHOW dhopMe Mo TeNeKOMMYHMKaLMOHHBLIM KaHanam ceasn. B cnyyae HanpaBneHus 3anpoca
06 YyTOYHEHUW yKasaHHbIX CBEAEHWI MO MOoYTe 3akasHbIM MMCbMOM OH CYMTAETCHA MNOMYyYEeHHbIM MO UCTEeYEeHMU
LUEeCTW AHeN C AaTbl HanpaBfieHUs 3akasHoro nNMcbMa.

(vacTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

4.2. 3aaBuTenb 006si3aH NpeacTaBuMTb OTBET Ha 3anpoc YrNONHOMOYEHHOro deaeparibHOro opraHa
WCMONHUTENBHON BMacTu B CPOK, He MpeBbIAWMIA AeBAHOCTa paboymx AHEel Co AHS MONyYeHUs OaHHOro
3anpoca. Cpoku, ykasaHHble B 4acTu 1.1 HacTosilen cTaTbM, NPUOCTaAHABMMBAKOTCA CO [AHS HanpaBneHus
3asBMTENO 3anpoca YrnorIHOMOYEHHOro dhefepanbHOro opraHa WUCMONMHUTENbHOW BRacTM A0 AHS MONyYeHust
oTBETa Ha [aHHbLIA 3anpoC M He Y4YMTbIBAOTCS MPU UCYUCIIEHMU CPOKa MPUHATUS PELUeHUs O BHECEeHWUU
N3MEHEHWU B LOKYMEHTbI, COAEPXaLLMECs B PErMCTPALMOHHOM LOCbE Ha 3aperMcTPUpPOBaHHbIN NEKapCTBEHHbIN
npenapart ans BeTepMHApPHOro NPUMEHEHUS.

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

5. OcHoBaHnem ana OoTKa3a B npoBeaeHUU 3KCNepTu3bl JIeKapCTBEHHOro cpencrtBa And BeTepuHapHOro
NpUMEHeHNs SIBNSIETCA NpeacTaBneHne JOKYMEHTOB, YKa3aHHbIX B YacTsax 1 u 3 HacTosiwen ctatbn, B HEMOMHOM
obbeMe wunNM OTCYTCTBME B NPEACTABIEHHbLIX [OKYMEHTax [OCTaTOYHbIX CBeOEHWUA, MNOATBEPXKAAOLLMX
HeOOXOAMMOCTb BHECEHUSA U3MEHEHUI, MO0 HENPeACTaBEHVE 3asBUTENEM B YCTAHOBIIEHHbIN CPOK OTBETA Ha
yKasaHHbIN B YacTu 4.1 HacTosilwen ctaTtbu 3anpoc YNONHOMOYEHHOro deaepasnibHOro opraHa UCNoSTHUTENbHOM
BnacTu.

(8 peq. PenepanbHoro zakoHa ot 04.06.2018 N 140-$3)

6. OKcnepTM3a nekapcTBEHHOrO CPEACTBA A4S BETEPUHAPHOTO NPUMEHEHNS B LIENSX BHECEHWUSI U3MEHEHWIA
B JOKYMEHTbI, COAepXallumMecs B perMcTpauMoHHOM AOCbe Ha 3aperncTpMpoBaHHbIA NeKapCTBEHHbIM NpenapaT
Ons BeTEepUHAPHOro MPUMEHEHUs, OCYLLEeCTBNSETCA B MOpsSAKe, YCTAHOBNEHHOM cTaTben 24 HacTosiwero
depepanbHOro 3akoHa.

6.1. B CpPOK, He I'IpeBbILuaIOLU,VIﬁ OEeCATHn p860‘-IVIX OHen co AH4 nofiy4eHuna 3akrnk4vYeHnsa KOMUCCUU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

3KCMEepTOB MO pes3ynbTaTaM YyKa3aHHOM B 4YacTM 2 HacCTOsILLEN cTaTbW 3KCMEPTU3bl, YMNONHOMOYEHHBIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTu:
(B peq. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

1) NpUHNUMaeET pelleHne o BHECEHUN N3MEHEHNIN B OOKYMEeHTbI, cogepxalinecda B permctpauMoHHOM OoCbe
Ha 3apeFI/ICTpI/IpOBaHHbII7I J'IeKapCTBeHHbIIZ npenapart ngna BeTepuHapHOro npuMeHeHuda, WUnm 00 oTkase BO
BHECEHMWMW TaKNX N3MEHEHWIA;

2) BHOCWUT B rOCYAapCTBEHHbIN PEECTp NeKapCTBEHHbIX CPEACTB HAa OCHOBAHUW PELUEHWS O BHECEHUU
N3MEHeHU B JOKYMEHTbI, CoAepXallnecs B perMcTpaLMoHHOM 0OCbe Ha 3aperncTpUpoBaHHbIA NEKaPCTBEHHbI
npenapat Ans BeTEPUHAPHOIO MPUMEHEHUSl, HeobXOoaMMble W3MEHEHWSI M BO3BPALLAET 3TU [JOKYMEHTI
3asBUTENIO;

3) BblgaeT 3asBUTEM HOBOE PErMCTPaLMOHHOE YOOCTOBEpPEHME IeKapCTBEHHOro npenapata Ans
BETEPUHAPHOrO MPUMEHEHUA B Ccry4yae HeoOXOOUMOCTU W3MEHEHUS CBEeAEHW, COAepXaluMxcs B HeM, C
COXpaHEHMEM HOMepa paHee BblAAaHHOIO PErMcTPauMOHHOIO YAOCTOBEPEHUSI NEKAapCTBEHHOrO Mpenaparta ang
BETEPVHAPHOIO MPUMEHEHMS.

(n. 3 BBegeH PepeparnbHbiM 3akoHoM oT 02.08.2019 N 297-93)
(yacTb 6.1 BBegeHa PepepanbHbiM 3akoHoOM oT 22.10.2014 N 313-93)

6.2. B cnyyae BHeCEHUS M3MEHEHMN B [AOKYMEHTbl, cogepXalluecs B PerMcTpaumoHHOM [0oCbe Ha
3aperncTpupoBaHHbIf NEKAPCTBEHHbIM MNpenapaT Ansi BEeTePUHAPHOIro MNPUMEHEHWs, B 4acTu, Kacarollencs
U3MEHeHNss W (unu) OOMNOSTHEHUS MNPOU3BOACTBEHHOW MNIOWAAKM  JIeKapCTBEHHOro npenaparta, npu
npeacTaBneHnn 3asiBUTENEM B COOTBETCTBMM C MYyHKTOM 3 4YacTm 1 HacToslen CcTaTbU KOMUU peLUeHus
YMNOIHOMOYEHHOro  (beaepanbHOrO OpraHa MCMOMHUTENbHOW BRactM O MpOBEAEHUM  UHCMEKTUPOBaHUSA
npoun3BoguTeNs  fEeKapCcTBEHHbIX CPEeACTB  CPOK, YKasaHHbIi B 4Yactu 6.1 HacTtosilwen cTaTby,
NPUOCTaHaBNNBAETCHA CO AHSA MOMNyYEeHUs1 3aKINIOYEHNST KOMUCCUMUN SKCMEPTOB A0 AHA NPUHATUSE YNONMHOMOYEHHBLIM
degepanbHbiM OpraHoOM MCMOSTHUTENbHOW BAacTW pelleHnst 0 Bblaadve unm o6 oTkase B Bblgaye 3akio4vyeHus o
COOTBETCTBMM NMPOM3BOOUTENS NEKAapPCTBEHHLIX CPeACTB TPeOOoBaHNSM NpaBuil Hagexallen Npon3BOACTBEHHON
NpPaKTUKN, HO He Boree Yem Ha CTO BOCEMbAECAT pabounx gHEN.

(4acTb 6.2 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

7. OcHOBaHMEM Ansl OTKa3a BO BHECEHUN W3MEHEHWI B JOKYMEHTbI, COAEpXallMecs B permcTpaLuoHHOM
[OCbe Ha 3apermcTpuUpoBaHHbIA NEKapCTBEHHLIN MpenapaTt Ofsi BETEPUHAPHOro MPUMMEHEHUS1, B Cryyasx, He
TpebyoLwmx MNpoBeOeHNsa 3KCNepTU3bl JEeKapCTBEHHONO CPEACTBa, SBNSAETCA NpPeACTaBfeHMe [OOKYMEHTOB,
yKasaHHbIX B 4Yactsax 1 m 3 HacTodwen ctatbu, B HEMONHOM OObeMe WM OTCYTCTBME B MPELCTaBIEHHbIX
OOKYMeHTax CBeOeHW, KOTopble AOIMKHbl ObiTb B HUX OTpaXeHbl, MO0 HenpeacTaBeHue 3asiBUTENEM B
YCTaHOBIEHHbIA CPOK OTBETA Ha yKas3aHHbI B 4YacTu 4.1 HacTosen cTaTbM 3anpoc YMOSTHOMOYEHHOrO
doegepanbHOro opraHa UCMNOSIHUTENbLHOW BNACTW.

(vactb 7 B peq. PepnepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHOBaHWeM Ans oTka3a BO BHECEHUN U3MEHEHWUIN B JOKYMEHTbI, COAepXalluecs B pernctTpauuoHHOM
JOCbe Ha 3aperucTpuvpoBaHHbIA EeKapCTBEHHLIN MnpenapaT Ansi BETEPUHAPHOTO MPUMEHEHUs, B cry4vasx,
TpebyoLwmx NpOBEAEHUS 3KCNEpPTM3bl JIEKAPCTBEHHOrO CPEACTBa, SABMSETCH 3akMyeHue YMOSTHOMOYEHHOMO
degepanbHOro opraHa WCMNOSHUTENBbHOW BractM O BO3MOXHOCTU CHWXeHus 6es3onacHoCTM, Ka4vecTea,
3 PEeKTUBHOCTM NEKAPCTBEHHOrO NpenapaTa BCNeACTBME BHECEHUS UBMEHEHUIN B YKa3aHHbIE JOKYMEHTbI, OTKa3
YMNOIHOMOYEHHOro hbefepanbHOro opraHa WCMONTHUTENbHOM BacTM B Bbldaye 3akioYeHUs O COOTBETCTBUM
npon3BoauTENs NeKapCTBEHHbLIX CPEACTB TpeboBaHWSM MpaBuIl Hagnexallen NpPou3BOACTBEHHOW MPaKTUKM B
crnyyae M3MeHeHust 1 (unu) JOMOSNIHEHMS MPOWM3BOACTBEHHOM MIOLLAAKN FlekapCTBEHHOro npenapara, ecnu
NMPOM3BOACTBO IEKAPCTBEHHOMO Npenaparta A BETEPUHAPHOrO NMPUMMEHEHWS OCYLLECTBISAETCA 3a npeaenamu
Poccuiickon ®egepaumm, unm oTCyTCTBME STOIO 3aKMOYEHUS.

(yactb 7.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-93)

8. JonyckaeTcs oGpalleHne nekapCcTBeHHbIX NpenapaToB AN BETEpUHAPHOIo NpYMEeHEeHWs! 40 UCTeYeHus!
CpoKa rogHOCTW, MPOU3BEAEHHbIX B TEYEHNE CTa BOCbMMWOECATM AHEN Mocre AaTbl NPUHATUS YNOHOMOYEHHbIM
denepanbHbIM OpPraHOM  WCMONHWTENbHON BRACTU  PELIEHUss O BHECEHUW W3MEHEeHWA B [OOKYMEHThI,
cofepxallneca B PerMcTpaLlvoHHOM OOCbe Ha NekapCTBEHHbI npenapaT, B COOTBETCTBUM C MHdOpmauuen,
cofepxalleiica B JOKYMEHTax perMcTpaLMoHHOro AOCke Ha NeKapCTBEeHHbIV npenapar A0 AaThl NPUHATUS Takoro
peLueHus.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

(vacTb 8 B peq. ®PenepansHoro zakoHa ot 22.12.2014 N 429-93)
Crtatbsa 32. OTMeHa rocyfapCTBEHHOM perMcTpauum nekapcTBeHHOro npenapara

PeweHne 06 OTMEHe rocyqapCTBEHHOM perucTpauuy NekapcTBEHHOro mnpenapara W UCKMIHYeHUN
NeKkapcTBEHHOro npenapaTa W3 T[OCYAapCTBEHHOrO peecTpa  JIeKapCTBEHHbIX CPEeACTB  MPUHMMAaEeTCs
YNONTHOMOYEHHBLIM dheaeparnbHbIM OpraHoM UCMONHUTENBHOW BacTy B cryyae:

1) npencTaBneHUss COOTBETCTBYIOLUM YMOMHOMOYEHHBIM  efepanbHbiM  OpraHoM  UCMOSHUTENbHOW
BMacTW 3akioyYeHUst 0 pucke unm o6 yrpose 340pOBbIO, XKWU3HWM YerioBeka WK XXMBOTHOTO MpU MPUMEHEHUN
neKkapCcTBEHHOro npenapara, NpeBbllalWmUX ero 3@EKTUBHOCTb, MO pesynbTaTaM OCYLIECTBSEMOro UM
MOHUTOpUHra 6€30MacHOCTM NIeKapCTBEHHOro Npenapara;

2) nogayn gepxartenemMm unu BnagenbLeM perncTpaumoHHOro yaoCTOBEPEHWS NNEKapPCTBEHHOrO npenapaTa
UNKN YNorTHOMOYEHHBIM UM OPYrUM HOPUAMYECKAM NULOM 3asiBfeHnst 06 0TMeHe rocyaapCTBEHHOW perncrpaumm
neKkapcTBEHHOro npenaparTa;
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

3) HenoATBEpPXKAEHUS FOCYAAapPCTBEHHOW perucTpaumy rnekapCTBEHHOro mnpenapaTta Mo UCTEYEHUMU Cpoka
OEVCTBUS PErNCTPaLMOHHOTO YAOCTOBEPEHUS, BbIAAHHOIO Ha NSATL J1ET;

4) HenpepacTaBneHus 3asiBUTENEM WHdOpMaUMK, KOTopasi MOXeT MoBfeYvb 3a coboli HeobXoaMMOCTb
BHECEHUS U3MEHEHUA B [OKYMEHTbI, COAepXaliMecs B PErMcTpauMoOHHOM [OCbe Ha 3apermcTpupoBaHHbI
neKkapcTBEeHHbIV Npenapart, B TeYeHne Tpuauati pabounx aHen co OHS HacTYMNIeHUs STUX U3MEHEHWN;

5) ocyllecTBneHUss rocygapCTBEHHOW perucTpauuy NekapcTBEHHOrO Mpenapata Mo4  TOproBbIM
HauMeHOBaHWEM 3aperucTpMpoOBaHHOrO paHee o4 3TUM TOProBbIM HAMMEHOBAHWEM JEKAPCTBEHHOrO
npenapara, OTfMyalLLEerocs Ka4eCTBEeHHbLIM COCTaBOM AEWCTBYIOLLUX BELLECTB;

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

6) OCYyLLECTBNEHUS FOCYLAPCTBEHHOW PEerucTpauuMm OZHOTO U TOro >Xe JeKapCTBEHHOro npenapaTta B
OTHOLLEHMN OLHOMO WM TOrO Xe AepXkaTens wunv Bnagenbla perMcTpauMoHHOro yA0CTOBEPEHUSI NNEKAPCTBEHHOIO
npenapara B BUAe ABYX 1 6onee nekapCTBEHHbIX NPenapaToB NoA pas3fnuyHbIMU TOProBbIMU HAaUMEHOBAHUSMU;
(n. 6 B pea. degepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7) BblHECEHNA CyOOM peleHuna O HapylweHun npas npaBoo6na,anen;| 006BbEKTOB VIHTeJ'U'IeKTyaﬂbHOIZ
COBCTBEHHOCTU npu o6pau_Leva| JIeKapCTBEHHbIX CPeacCTB;

8) oTcyTCTBUA NekapCTBEHHOro npenaparta B obpaiieHun B Poccunckon depepauum B TedeHue Tpex U
bonee ner;
(n. 8 BBeoeH defeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

9) HeBbLINOMHEHUs1 AepXaTenem unu BnagenbuemM pPerncTpauuoHHOro yaOCTOBEPEHMS NEeKapCTBEHHOIO
npenapara nu6o YMOMHOMOYEHHbIM VMU APYrMM  IOPUONYECKUM FIULIOM  MeponpusaTuii no obecneyeHuto
6e3onacHOCTN NEeKapCTBEHHbIX MpPenapaToB, YCTAHOBMEHHbIX YMONIHOMOYEHHbIM deaeparnbHbiM  OpraHoM
NCMNONHNTENbHON BNAacTM B COOTBETCTBUM C YacTamm 3 n 4 ctaTbh 64 HacTosiwero degepanbHOro 3akoHa, B
paMKax ocyLlecTBreHnss hapMakoHaa3opa;

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

10) oTkasa gepxartens wnu Bnagenbla perncTpauMoHHOro YAOCTOBEPEHUS NeKapCTBEHHOro npenapara
nMBO  YNOSIHOMOYEHHOrO WMMMK ApPYroro HpUOWYECKOrO Nnuua OT BHECEHUA W3MEHEHUM B MHCTPYKUMIO MO
NPUMEHEHUIO NEKapCTBEHHOro npenapaTta, KacalLlMXCA HOBbIX MOATBEPXKAEHHbIX AaHHbLIX O TOM, YTO PUCK
NPUYUMHEHNs Bpeda 340pOBbI0 YenoBeka WNU XUBOTHOrMO BCNEACTBME MpuemMa IekapCTBEHHOro npenapara
npesblaeT APPEKTUBHOCTb €ro NPUMEHEHUS.

(n. 10 BBegeH PepepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTlntoc: npumedaHume.
C 01.01.2026 ct. 32 pononHsietcs n. 11 (3 o1 27.12.2019 N 475-D3).

www.consultant.ru CrpaHvua 61 n3 114
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100504
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100504
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100507
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100507
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100508
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100508
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=299421&amp;dst=100066
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=299421&amp;dst=100066
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100509
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100509
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100511
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100511
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100512
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100512
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=420491&amp;dst=100045
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=420491&amp;dst=100045
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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

Cratba 33. FlocypapcTBeHHbIN peecTp NeKkapcTBEeHHbIX CpeacTB

1. FocyaapCTBEHHbBIN pPeECTp NeKapCTBEHHbIX CPEACTB COAEPXKUT NepeyeHb NeKapCTBEHHbIX NpenapaTos,
npoLleaLlnx rocyaapCTBEHHYIO perucTpauuo, nepedeHb apMaueBTUYECKUX CyOCTaHLUA, BXOOALWMNX B COCTaB
nNeKapCTBEHHbIX NpenapaToBs, U CreayoLyo NHOpMaLMIO:

1) B OTHOLLUEHWM JIeKapCTBEHHbIX MpenapaToB:

a) HaMMeHOoBaHWe NeKapCTBEHHOIO npenapara (MeXxayHapogHoe HenaTeHToOBaHHOe, UM rPYNNUPOBOYHOE,
UM XMMUYECKOE U TOProBOE HaUMEHOBaHMS);
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

0) nekapcTBeHHas opma C yKkaszaHMEM [O03MPOBKW JEKApPCTBEHHOrO MnpenapaTta WU ero Konuyecrtea B
noTpebnTenbCKON yNakoBKe;

B) HaMMmeHOBaHMEe [epXaTensa wunu Bragenbua PerncTpauMoHHOro YAOCTOBEPEHMWS J1eKapCTBEHHOro
npenapata W CBEAEHMS O perucTpauuun aepxarens wnM Bragenbua perucTpauyMoHHOro YAOCTOBEPEHUS
NEeKapCTBEHHOro npenaparta Ans MeguLMHCKOTO MPUMEHEHUS B KayecTBe HamnoronnaTenbliMka B CTpaHe
perncTpaumm (Onsi POCCUACKUX HOPUANYECKUX NUL, - MOAEHTUUKALMOHHBIN HOMep Hanoronnatenswuka (MHH),
ONS  VHOCTPaHHbIX HPUONYECKUX §NWL - CTpaHa perucrpauvu, HauMeHOBaHWE PerMcTpupyloLwLero opraHa,
pEervcTpaumoHHbIA HOMEp, KO HanoronnatenbLMKka B CTpaHe pernctpaumm (MHKopnopawumn) unmv ero aHanor);
(nn. "B" B pea. ®egepanbHoro 3akoHa ot 28.12.2017 N 425-03)

r) HaMMeHoBaHWe W ajpec MNpPou3BOOUTENS fEKapCTBEHHOro npenaparta M CBedeHUs O permcrpaumm
NPON3BOAMTENSA NEKapPCTBEHHOrO NpenapaTa Ans MeauLMHCKOro NPMMEHEHNs B Ka4eCcTBe HarnoronnarenbLimka B
CTpaHe perucTpauun (4ns POCCUACKUX HOPUANYECKMX MWL - MAEHTUUKALMOHHBIM HOMEpP HanoronnaTenbLuka
(MIHH), Ana MHOCTPaHHbBIX OPUANYECKMX NNLL - CTPaHa perucTpauumn, HaMMeHOBaHne perucTpupyroLwero opraxa,
pervcTpaumoHHbIN HOMep, KOA4 HanoronnatenbLmka B CTpaHe pernctpaumm (MHKopnopawumn) unu ero aHanor);
(nn. "r" B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-93)

a) dhapmakoTepaneBTnyecKkas rpynna, Kog NeKapCTBEHHOTO npenaparta no
aHaTOMO-TepaneBTUYECKO-XMMUYECKON  Knaccudukauuy, pekoMeHgoBaHHOW  BcemupHOM  opraHusauunen
3[4 paBOOXpPaHEHUS;

(nn. "a" B peg. ®egepansHoro zakoHa ot 22.12.2014 N 429-03)
€) NoKa3aHus 1 NPOTMBOMOKa3aHWs K MPUMEHEHUIO NIeKapCTBEHHOMO Npenapara;
X) NnoboYHbIE ENCTBUNA NEKAPCTBEHHOrO Npenapara;
3) CPOK FO4HOCTY flekapCTBEHHOMO Npenapara;
1) YCNOBUSA XpaHeHUs NekapCcTBEHHOro npenapaTa;
K) yCrnoBusi OTMyCKa JIeKapCTBEHHOIO Npenapara;

n) Homep papmMakonemnHon ctaTbl UMK B CriyYae ee OTCYTCTBUS HOMEP HOPMAaTMBHON AOKYMeHTauun nubo
HOPMaTUBHOIO AOKYMEHTA;

M) OaTa rocyaapCTBEHHOW perMctpaumm nekapCTBEHHOrO NpenapaTta U ero perMcTpaunoHHbIA Homep, Aata
3aMeHbl PEerncTpaunoHHOrO YOOCTOBEPEHUS NeKapCTBEHHOrO MpenapaTta Ha Geccpo4YHoe perncrTpauuoHHoe
yOOCTOBEPEHNE NEKapCTBEHHOro npenaparta, gaTa fnofadu 3asiBfieHusi O MOATBEPXKAEHUW rocyaapCTBEHHON
peructpaummM nekapCTBEHHOrO MpenapaTta, fgaTa OTMEHbl FOCYyAapCTBEHHOW perucTpaumm JekapCcTBEHHOro
npenapara;

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

H) Ka4yeCTBEHHbI COCTaB W KOMMYECTBEHHbIN COCTaB AEWCTBYIOLLMX BELLECTB U KayeCTBEHHLIN COCTaB
BCNoMoraTenbHbIX BELLLECTB JIEKAPCTBEHHOIO nNpenapara;
(nn. "H" BBeAeH deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

0) nHcopMaumsi 060 BCeEX pa3peLLeHHbIX BUAAxX BTOPUYHOM (MOTPeBUTENBCKOM) YNaKoBKu;
(nn. "o" BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-$3)

n) pata MPUHATUS pelieHnss O BO3MOXHOCTM paccMaTpvBaTb JIEKapCTBEHHbIM MpenapaT npu
rocygapCTBEHHOM perncrpauum B KadyecTBe oOpchaHHOro nekapCTBEHHOro npenapaTta (ans NekapcTBEHHbIX
npenapaToB AN MeQULUHCKOrO NMPUMEHEHUS);

(nn. "n" BBeaeH deaepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pea. PeapepanbHoro 3akona ot 27.12.2019 N
475-93)

p) HanmuMume feKapCTBEHHOro npenapata B OepevyHe XWU3HEHHO HeOOXOAMMbBbIX U BaXKHEMLLMX
neKapCcTBEHHbIX NpenapaToB (Ans NekapCTBEHHbIX MpenapaToB AN MEeAULMHCKOrO NPUMEHEHWS);
(nn. "p" BBeaeH ®egepansHbIM 3akoHoM OT 22.12.2014 N 429-93; B pea. PenepanbHoro 3akoHa ot 27.12.2019 N
475-03)

C) HanuuMe B INEKApCTBEHHOM MpenapaTte HapKOTUYECKMX CPEACTB, MCUMXOTPOMHbIX BELWECTB U UX
MpeKypcopoB, MoAnexalimx KoHTpono B Poccunckon ®Pepepaumm, B COOTBETCTBMM C 3aKOHOAATENbCTBOM
Poccuiickon ®depnepauun, mexagyHapoaHbeiMu gorosopamu Poccuiickon depepaumn, B Tom udnucrie EgwHomn
KOHBeHLMeW 0 HapkoTuyeckmx cpeacteax 1961 roga n KoHeeHumen o ncuxoTponHbix BewecTtsax 1971 roaga;

(nn. "c" BBegeH ®enepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03)

T) MHGOpMaUUsa O TOM, SBNSAETCS NN AaHHbLIN NeKapCTBEHHLIN npenapaTt pedepeHTHbIM NleKapCTBEHHbIM
npenapaTom;
(nn. "1" BBeaeH ®egepanbHbIM 3akoHoM OT 22.12.2014 N 429-$3)

y) cBedeHWss O nojadve 3asaBfieHUS O BHECEHWN UW3MEHEeHMN B [OKYMEHTbl, codepxalimecs B
perncTpauvoHHOM A0Cbe Ha NekapCTBEHHbIV npenapar;
(nn. "y" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

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

X) CPOK BBE,EHUSA NEKAPCTBEHHOrO Npenapara B rpaxgaHckuii 00opoT;
(nn. "x" BBegeH PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03)

2) B OTHOLLEHUN hapMaLlEBTUYECKMX CyBCTaHLMN:

a) HauMmeHoBaHMe bapMaueBTU4eCcKkon cybcTaHumm (MeXayHapoAHOe  HenaTeHTOBaHHOE,  Unu
rpynnMpoBOYHOE, UMM XMMNYECKOEe N TOProBOE HauMEHOBaHNS);
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

0) HanmeHoBaHWe n agpec NnpomnseBoauTens apmaueBTUYECKoOn cybcTaHuuu;
B) CPOK rogHOCTM hapMaLeBTMYECKON CybCcTaHumu;
r) ycnosus xpaHeHus papmaueBTudeckon cybcraHumu;

ﬂ,) HOMeEp (bapMaKOFIeIZHOl‘;I CTaTtbu UM B Cly4ae ee OTCYyTCTBUA HOMEP HOpMaTMBHOVI OOKyMeHTauumn nn6o
HOPMAaTMBHOIO OKYMEHTA;

€) Hanuune hapmaueBTUYECKON CyBCTaHUUKM B NepeyHe HapKOTUYECKUX CPEACTB, NCUXOTPOMHBLIX BELLECTB
N MX NPEKypcopOoB, noanexalnx KoHTponto B Poccuiickon depepaumm, B COOTBETCTBUN C 3aKOHOOATENBCTBOM
Poccuiickon ®defnepaunn, mexayHapoaHbiMu foroBopamu Poccuiickon ®depepaumu, B ToM uducrie EawnHomn
KOHBEHLIMEN O HapKoTU4eckux cpencreax 1961 roga n KoHBeHUMen o NCMXOTPONHbIX BewecTBax 1971 roga.
(mn. "e" BBeaeH depeparnbHbiM 3akoHOM OT 22.12.2014 N 429-93)

2. ®apmaueBTuyeckas cybCcTaHuuMs, NpoOM3BEAEHHas AONa peanu3auun, MOXeT ObiTb BK/OYEHaA B
roCy0apCTBEHHbLIN  PeecTp JeKapCTBEHHbIX CPeACcTB Ha OCHOBaHMM  3asiBNieHMs  paspaboTynka  unu
npon3BoauTENsl NEKapCTBEHHOIO cpeAcTBa NMOO YMOMHOMOYEHHOIO UMW OPUAMYECKOrO nvua Npu yCrioBUM
NpoBeAEeHNs B OTHOLIEHUN Takol dhapmauleBTUYECKOW CyOCTaHUMM 3KCMepTM3bl KayecTBa (hapmaueBTUYECKOM
cybCcTaHuuM B nopsiike, YCTAHOBMNEHHOM cTaTben 34 Hactoswero ®degepanbHOro 3akoHa. B oTHoOWweHun
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

cbapmaueBTquCKle Cy6CTaHLJ,I/Il‘/'I, npounsBedeHHbIX Onda peanun3admn, B rocyaapCTBEeHHOM  peecTpe
J1eKapCTBEHHbIX CPeacTB COAEPXNTCA cleayrowas VIH(bOpMaLI,VIﬂZ

1) HaumeHoBaHue dapmaueBTUYeCKOn CcybCcTaHuMM  (MexOyHapogHOe  HenaTeHTOBaHHoe,  Unu
rpynnUpOBOYHOE, UITU XMMUYECKOE N TOProBOe HaMMEHOBaHUS);

2) HauMMeHoOBaHve, agpec npou3BoauTENs apmMaueBTUYECKON CyOCTaHUMK, a Takke B OTHOLLUEHMM
NEKAPCTBEHHbIX CPEACTB AN  MEOULMHCKOTO MNPUMEHEHUsT CBEOeHUs O perucrpaummM npoussBoguTens
hapmaLeBTMYeckon cybCTaHUMM B KayecTBe Hanoronnartenblimka B CTpaHe perncrpauun (ans poCCUNCKMX
IOPUONYECKUX NUL, - MOEHTUMUKALMOHHBIA HOMep Hanoronnarteneluka (MHH), ans MHocTpaHHbIX lopUaNYEeCcKUX
niy - CcTpaHa perucrpauuu, HauMMEHOBAHWE PEerncTpUpPYIOLLEro OpraHa, PervcTpaumoHHbIA HOMeEp, Koz
HanoronnartenbLyKa B CTpaHe pernctpaummn (MHKoprnopauum) unmn ero aHaror);

(n. 2 B pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHOCTM (hapmaLleBTUHECKON CyOCTaHLMW;
4) ycnoBusi xpaHeHus hapMaleBTuieckon cybctaHumm;

5) HoMep hapmakonenHoii ctaTtbM NGO B CriyYae ee OTCYTCTBUA HOMEP HOPMAaTUBHOWM AOKYMEHTauuu unm
HOPMaTUBHOIO JOKYMEHTa;

6) Hannune hapmaueBTUYECKON CYOCTaHUUKN B NepeYHe HAapKOTUYECKUX CPEACTB, NMCUXOTPOMHLIX BELLECTB
N X NPeKypcopoB, noanexalumx KoHTpomnto B Poccunckon depepaumm, B COOTBETCTBUN C 3aKOHOAATENLCTBOM
Poccuiickon ®depnepauun, mexayHapoaHbeiMu gorosopamu Poccuiickon ®depepaumu, B ToM unucrnie EawnHomn
KOHBEHLIMEN O HApKOoTUYecKkux cpeacreax 1961 roga n KoHBeHUMEN o NCUXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKNYeHus dapmaueBTUYeckon cybcTaHuum B rocydapCTBEHHbIN peecTp NeKkapCTBEHHbIX
CpeAcTB, AaTta BHECEHUS M3MEHEHUN B [OKYMEHTbl hapmaueBTMYECKOW cyObcTaHumu, gata  WCKMYeHUs
hapmaLeBTMIEeCKON CybCTaHLMM U3 rOCYyAapCTBEHHOIO PEECTPA NEKAaPCTBEHHbLIX CPEACTB.

(vacTb 2 B peq. PenepansHoro zakoHa ot 22.12.2014 N 429-93)

3. [opsook BedeHWss rocyaapCTBEHHONO peecTpa JeKapCTBeHHbIX CPeACTB Ans  MeaMUMHCKOro
NPMMEHEeHUs1 1 MNOPSAAOK BeAeHWUs roCyLapCTBEHHOro peecTpa JlekapCTBEHHbIX CPeacTB AN BeTepUHapHOro
NPYMEHEHMST YTBEPXOAOTCA COOTBETCTBYHOLUMM YMONIHOMOYEHHbIM (hefepanbHbiM OpraHoM UCMONTHUTENbHOM
BnacTu.

Cratbsa 34. BknroyeHue B rocynapCTBeHHbIA peecTp JIeKapCTBEHHbIX CPeACTB M UCKIIOYeHue u3
rocyfapCcTBEHHOro peecTpa JfieKapCTBEHHbIX CpeAcTB (hapmaueBTUYECKON CyOCcTaHLMu, Npou3BeaeHHOMN
Ans peanusauum
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)

1. [Ons BknoyeHus dapmaueBTMyeckon cybcTaHuun, Npou3BEeOeHHONW Ans  peanusauuun, B
rocyapCTBEHHbIA PEECTpP NeKapCTBEHHbLIX CPEACTB, MPOBOANTCS 3KCNEPTM3a ee KayecTsa.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

2. 3KcnepTmM3a kavecTBa yKasaHHOM B 4acTM 1 HacTosiwen cTtatbu dapMaueBTMYECKOW cybcTtaHuum,
COCTaBfieHME KOMWCCUEN IKCMEPTOB 3aKMOYEHWI Mo pesynbTaTaMm 3TOW 3KCNepTu3bl M WX HanpasfeHue B
YNOSTHOMOYEHHbIN (heaepanbHbI OpraH UCMOMHUTESNTbHOW BRAcTU OCYLLECTBAAIOTCA B CPOK, HE MpeBbllLatoLmii
wectngecatn paboumx [HEN CO [HSA MONYyYEeHUS SKCMEPTHbIM YYpexXgeHMEeM COOTBETCTBYHOLLErO 3agaHus
YMOSTHOMOYEHHOTO heaeparnbHOro opraHa UCMONHUTENBLHON BNAacTu 1 cnegyowmx 4OKYMEHTOB (CBeAeHUN):

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

1) cBedeHust o pgaTe NpPenoCTaBneHUs U PErucTpauMoHHOM HOMEpe FMUEH3MM Ha NpPOM3BOACTBO
NeKapCTBEHHbIX CPEACTB UMW CBEedEHUs O faTe MpefoCTaBrneHus U permcTpaumMoHHOM HOMepe 3aKMi4YeHust o
COOTBETCTBMM NPOUN3BOAUTENS NEKAapCTBEHHbIX CpeacTB TpeboBaHUSM NpaBwun Haganexallen npon3BoaCTBEHHOM
NpPaKkTUKW, BblgaHHbIX (MpegocTaBeHHbIX) YNONTHOMOYEHHbIM dbefeparnbHbiM OpraHoOM UCMONMHUTENBHOW BNACTMH,
B Cryyae, ecrnv Npoun3BOACTBO JIEKaPCTBEHHOMO CpefcTBa ocyllecTenseTcs B Poccuiickonn Gepgepauuu;

(B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N _140-93, o1 27.12.2019 N 478-93)

2) Konna OOKyMeHTa, BblAaHHOMo ynosyiIHOMOYEeHHbIM OpraHoM CTpaHbl nMpou3BoAUTENA JeKapCTBEHHOro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

cpefcTBa M NOATBEPXAAlOLWEro paspelleHve NpoM3BOACTBA JEKAPCTBEHHONO CPEACTBa, U ero nepeBod Ha
PYCCKMIA $3blK, 3aBEpeHHble B YCTAHOBMEHHOM [OpPSAKE, a TakkKe KOMUS 3aKM4YeHWss O COOTBETCTBUM
NPON3BOAMTENS NEKAPCTBEHHbIX CPEACTB TPebOOBaHWMAM MpaBun Hagnexallen Npou3BOLACTBEHHOW MpaKTUKWU,
BblJAHHOTO YMONIHOMOYEHHbIM deaepanbHblM  OpPraHOM UCMOMHUTENbHON BRacTh, NMBo KOoMusi peLueHus
YMNONTHOMOYEHHOro  cbefeparnbHOro opraHa WCMONMHWUTENbHOW BacTM O MPOBEAEHUN MHCMEKTUPOBAHMS
Nnpon3BoaMTENsS] NEeKapCTBEHHOrO cpeacTBa. YKasaHHble [OKYMEHTbl NPEACTaBnsAlTCA B criyyae, €ecrnu
NPOVN3BOACTBO JIEKAPCTBEHHOIO CpeCTBa OCYLLECTBsIeTCS 3a npeaenamu Poccuiickon depepaunu;
(n. 2 B pea. PepepansHoro gakoHa ot 04.06.2018 N 140-93)

3) BOKYMEHT, coaepxalumi cnegyrowmne csegeHnst o hapmaleBTUYeCKON CybCcTaHLmm:

a) HaMMeHoBaHWe hapmaLeBTUYECKON cybCTaHUmMK, ee CTpyKTypa, obLime CBOWCTBA;

©) HaumeHoBaHVe 1 agpec NPOU3BOAUTENS;

B) TEXHOJorma npon3soactea C onncaHnem cragun npon3soacTtBa U MeTogoB KOHTPOJ1A Ha BCeX CTaguax
npon3BoACTBa,

r) onncaHue paspaboTku npoLiecca NPon3BoACTBa;

[) ONUCaHne KOHTPOIIS KpUTMYECKUX CTagui npoLecca NpomM3BoACcTBa 1 MPOMEXYTOYHON NPOAYKUnN;
€) JOoKyMeHTanbHoe noaTeepxaeHve (Banuaaums) NpoLeccos u (Unn) NxX OLEeHKa;

) CBOMCTBa W1 CTPYKTypa OENCTBYIOLLNX BELLECTB;

3) XapakTepucTuka npumecen;

1) cneumndmrkaumnsa Ha papmaLleBTUYECKYHO CybCTaHLUMO N ee 0OOCHOBaHUE;

K) aHanuTU4ecKme MeToauKn, NCMOornb3yemble Npu OCYLLECTBIIEHUN KOHTPOIS KayecTBa hapMaLeBTUYECKON
cybcTraHuuu;

n) [OKyMeHTanbHOe MOATBEpXAeHNe (Banuvpgauus) aHanMTU4eckux MeTOAMK, WCMNOoMb3yeMblX Mpu
OCYLLECTBEHUN KOHTPOISA kavyecTBa hapMaLeBTUYeCKon cybcTaHumu;

M) pe3yrnbTaTbl aHanunsa cepuin hapmaleBTUYECKON CybCcTaHLuK;

H) nepeyeHb CTaHOAPTHbIX 0OpPa3UOB WM BELLECTB, WCMOMb3yEMbIX MPU OCYLLECTBIIEHUN KOHTPOIS
kavecTBa;

0) ONMCaHWe XapaKTEPUCTUK N CBOMCTB YNAKOBOYHbLIX MaTEPUanoB 1 YKYNOPOYHbLIX CPEACTB;
n) faHHblEe O cTabunbHOCTU hapmaLeBTUYECKON CyOCTaHLNK;
P) CPOK rO4HOCTMU;

4) DOKYMEHT, cofepxallmi cBedeHuUs O perucrpaumm npous3BoauTens NeKapCTBEHHbIX CPeAacTB Anis
MEOVLUMHCKOrO MPMMEHEHUss B KayecTBe HaroronnarenbluMka B CTpaHe peructpauum (ans pOCCUMACKUX
IopnManyecknx nuy - naeHTMUKaUMOoHHbIM HoMep HanoronnaTtenswyka (MHH), 4ng nHOCTpaHHbIX KpUanYecknx
avy - CcTpaHa perucrpaumv, HauMMeHOBaHWe pPervcTpypyrowero opraHa, pPerucTpauuoHHbIn HOMep, Kopg
HanoronnartenblUuKa B CTpaHe perucrpaumm (MHKopnopawum) unm ero aHaror).

(n. 4 BBegeH ®egepanbHbIM 3akoHoM OT 28.12.2017 N 425-$3)
(4acTb 2 B ped. PepepanbHoro dakoHa ot 22.12.2014 N 429-®3 (pea. 13.07.2015))

3. [1ns npoBeAeHUsa aKCnepTU3bl KadecTBa yKasaHHOW B YacTu 1 HacToswen ctaTbn hapmMaueBTU4ECKOn
CyGCTaHLlMVI 3adaBuUTesNb NpeacrtaBndeT B yI'IOJ'IHOMO‘-IeHHI:IVI q)ep,epaanbuZ opraH WUCMOSTHNTENBHON BNAacTW:

1) 3asBneHMe O BK/IOYEHUM B TOCYOAPCTBEHHLIN pPEecTp JIeKapCTBEHHbIX CPeACcTB  JaHHON
hapmaLeBTMYECKON CybCTaHLmK;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

2) konua [OKYMeHTa, NoATBepXAallero Yynnaty rocyfapCTBEHHOM OOWNWHbLI 3@ BKMOYEHUe B
roCyAapCTBEHHbIA PEEeCcTp JIEKApPCTBEHHbIX CPEACTB hapmaueBTMYecKon cybcTaHumn, npousBefeHHOW Ans
peanu3auuy, nMbBo No COBCTBEHHOW WHMUMATMBE YyKa3aHHbI OOKYMeHT. B cnyyae ero HenpegcTtaeneHus
3asBMTENEM YMNOMHOMOYEHHbIN heaepanbHblil OpraH MWCMOMHUTENLHON BnacTu nposepsieT hakt ynnathbl
rocyAapCTBEHHOM MOLMWHbI 3asiBATENEM C MWCMOMb3oBaHWeM WHdopmaumm o6 ynnate rocyaapCTBEHHOW
nownuHbl, cogdepxailenca B [ocygapcTBeHHOW WHMOPMAUMOHHOW CUCTEME O TOCYAapCTBEHHbLIX U
MyHULMMAnNbHbLIX NraTexax, Ha OCHOBaHWUM NMpeACcTaBlieHHON 3asBMTENEM KONMUM JOKYMeHTa, noATeepXaatoLero
ynnaTy rocygapCTBEHHOMN NOLUMUHBI;

(n. 2 B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

3) AOKYMEHTbI, yKa3aHHbIE B YacTUu 2 HACTOSILLEN CTaTbM;
(B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4) zagBrneHue O Bblgaye paspelwleHnss Ha BBO3 B Poccunckyto Penepauunio KOHKPETHOM MNapTuu
HEe3aperMcTpUpoBaHHOIO  NIEKAPCTBEHHONO CpeAcTBa, MNpefHa3HayYeHHOro Ansi NPOBeAeHVs  yKasaHHOM
3KCMEepTU3bI.

(n. 4 BBegeH PepeparnbHbiM 3akoHOM OT 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaBneHus € 3asBleHUEM O BKITHOYEHUW B FOCY4apCTBEHHbIN PEecTp NeKkapCTBEHHbIX
cpencTte hapMaueBTUYECKOW CyOCTaHLMM JOKYMEHTOB, NOATBEPXKAAKLINX yNnaTy rocygapCTBEHHON MOLUSMHbI U
yKa3aHHbIX B TMyHKTe 2 4YacTm 3 HacToslen cTaTbW, a Takke BblgaBaeMbiXx (MpedocTaBnAeMblX)
YMOSTHOMOYEHHbIMKU hefepanbHbIMM OpraHaMmn UCMOMHUTENBHOW BriacTu JOKYMEHTOB (CBEAEHWI), yKa3aHHbIX B
nyHkTax 1 n 2 4yactu 2 HacTodWen cTaTbW, YNONMHOMOYEHHbIN drefepanbHbld OpraH UCNOSTHUTENBHOW BRacTu
3anpalivMBaeT YKal3aHHble [JOKYMEHTbl (CBedeHMsl) B MNopsadke MEeXBEeOOMCTBEHHOrO  UH(OpMaLMOHHOro
B3aMMOENCTBUSI.

(vacTb 3.1 BBegeHa depepanbHbIM 3akoHOM OT 27.12.2019 N 478-03)

4. B TeyeHvne gecatn paboyumx OHEN CO OHS NPUHATUS 3asiBNEHUSI O BKIOYEHWM yKasaHHOW B 4dactu 1
HacTosILLEeNn cTaTby hapMaueBTU4ecKon cybCcTaHuum B rocydapCTBEHHbLIN PEecTp NeKapCTBEHHbIX CPeAcCTB U
OOKYMEHTOB, NepeyucrieHHblX B 4Yactu 1 M nyHkTe 2 4actu 3 HacTodwen cTaTbW, YMNONMHOMOYEHHbIN
deaepanbHbI opraH NCNOMHUTENBHOW BNacTU:

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

1) npoBOAWT NpPOBEPKY MOMHOTBI M AOCTOBEPHOCTM [AaHHbIX, COAepXalluMxcs B NpeAcTaBreHHbIX
3aaBuUTENeM JOKyMEHTaXx;
(B peq. ®PenepanbHoro zakoHa ot 25.11.2013 N 317-93)

2) NPpUHUMAET peLLeHne O HanpaBIiEHUN B SKCMEPTHOE yypexaeHne 3ajaHus Ha NpoBedeHMe SKCNepTusbl
KayecTBa yKas3aHHOM B 4acTu 1 HacTodwen cTtaTbu hapmaueBTMYECKOM cyOCcTaHuMM unm o6 oTka3e B TakOM
HanpasneHuu;

3) yBegomnsieT B 3NIEKTPOHHON UIM NMUCbMEHHOW hopMe 3asBUTENST O NMPUHATOM PELLEHUN UNKN B Criyyae
OTKas3a C yKasaHneM NPUYnH Takoro oTkasa.
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-$3)

4.1. B cny4yae BbISIBIIEHNsI HEOOCTOBEPHOCTU CBEAEHMWI, COOAepXaluXca B NpeACcTaBMNEHHbIX 3asiBUTENEM
MaTtepuanax, ynosIHoMoveHHbl doegeparnbHbii OpraH UCMOMHUTENBHOW BNacTy HanpaenseT 3asBUTENO 3anpoc
00 yTOYHEHUUN yKa3aHHbIX cBeAeHW. [laHHbIA 3anpoc MOXET ObITb NepefaH ynorHOMOYEHHOMY NPeaCcTaBUTENIO
3aaBUTENs NIMYHO NOA PACnUCKY, HANpaBfeH Mo NoYTe 3akasHbIM MMCbMOM MUY NepeaaH B 3MNeKTPOHHOW dhopme
no TenekoMMyHUKaLWOHHbIM KaHanam cBsA3un. B cnyyae HanpaBneHus gaHHOro 3ampoca Mo noyre 3akasHbiM
NMMCbMOM OH CYMTAETCS MOMYYEHHbIM MO UCTEYEHWM LLECTU OHEN C AaTbl HANpPaBeHMs 3aKa3Horo NUCcbMa.

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

4.2. 3asButenb 00a3aH npeacTaBUTb OTBET HA 3anpoC YMONHOMOYEHHOro dhefepanbHOro opraHa
NCMNONHUTENBHOW BMNAacTM B CPOK, HE MpPEBbILAOWMA AeBAHOCTa paboynmx OHEN CO OHSA MONy4YeHWst 4aHHOro
3anpoca. Cpok, ykasaHHbIV B YacTu 4 HacTOsILEN CTaTbW, NPMOCTAHABNIMBAETCA CO AHS HanpaBeHns 3asBUTENO
3anpoca ynofTHOMOYEHHOro deAepanbHOro opraHa MCMOMHUTENbHOW BacTu OO AHSA MOMy4YeHWs MM OTBeTa Ha
OaHHbI 3anNpoC U He YYUTbIBAETCA MpU MCYUCIEHMM CpOKa IKCMepTusbl kadecTBa ¢hapmaueBTUYECKON
cybCcTaHuuKn, HENCNONb3YyEMOW NMpu NPOU3BOACTBE NIEKAPCTBEHHbIX NPenapaToB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

(vacTb 4.2 BBegeHa depepanbHbIM 3akoHoM OT 25.11.2013 N 317-03)

5. OcHoBaHueM [Ans OTKasa B HanpaBfneHUM B IKCMEpPTHOE yupexaeHue 3ajaHus Ha nposefeHve
3KCMepTM3bl KavecTBa ykasaHHOM B 4acTu 1 HacToswew cratbum hapmaueBTUYECcKOn cybcTaHuun sBnseTcs
HenpeacTaBreHne [OOKYMEHTOB, YKa3aHHbIX B 4YacTu 2 HaCTOsWeW CcTaTbu, OTCYTCTBME WHGOPMaLUK,
noaTeepxaatollern akt ynnaTbl rocy4apCTBEHHON [OWINMHLI 3@ BKMOYeHME dapmaleBTUYecKon cybGcTaHLmm,
Npon3BeeHHON ANA peanu3auun, B rOCYyAapCTBEHHbIA PEECcTp NEKApCTBEHHbIX CPeACTB, HenpeacTaBrieHue
3asBMTENEM B YCTAHOBIIEHHbIA CPOK OTBeTa Ha YKasaHHbli B 4actm 4.1 HacTodwen cTaTbW 3anpoc
YMOSTHOMOYEHHOro doeeparnbHOro opraHa WCMONMHUTENbHOW BAAcTU WNWM MNpeacTaBreHne AOKYMEHTOB, He
coAepXaLlmx ncHepnbiBatoLLEro nepevHss HeobxoaMMbIX CBEAEHMWIA.

(vacTb 5 B peq. PenepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6. B TeuyeHne naTHaguaTtn pabouymx OHEW CO OHSA MOSyYEeHUs1 peLleHns YNosTHOMOYEHHOro dpeaepanbHoro
opraHa WCMNOMHWUTENbHOW BMAcTM O HamnpaBfeHMU B IKCMEpPTHOE YyupexaeHuwe 3adaHus Ha npoBedeHue
3KCMEepTM3bl KayecTBa Yyka3aHHOW B 4acTu 1 HacToswen cratbh dapMaueBTU4eckon cybcTaHuunm 3asiBUTerb
npeacTaBnsieT B 9KCMEPTHOE yupexaeHve AN NpoBedeHUst AaHHOW aKkcnepTusbl obpasubl hapmaleBTUYecKom
cybcTaHuumM B KonuyectBe, HEOOXOAMMOM ONS BOCMPOW3BEAEHMS METOAOB KOHTPOMS KayecTBa. OKCnepTHoe
yypexxgeHuwe npu nonyyvyeHun obpasuoB ykasaHHOW B 4acTu 1 HacTosiwewn cTatbu hapMaueBTUYECKON
cybcTaHuumM BblgaeT 3asBUTENO AOKYMEHT, MOATBEpXOaloLMn nornyyYeHne 3Tux obpasuos, M B CPOK, He
npesbilWaoWni  Tpex pabouux OHeW, yBedOMMsieT B 3NEKTPOHHOM WAM MNUCbMEHHOM hopme 06 aToMm
YMOSTHOMOYEHHbIN  dhefeparnbHblil  OpraH MWCMNOMHUTENbHOM BracTU. 3TW CPOKM He BKIOYalTCH B CPOK
NpoBeAeHUs AaHHOW SKCNepTU3bl.

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

7. [OKyMeHTbl, MOCTYMNMBLUME B 3KCMEPTHOE yuypexaeHue Ans NpoBedeHUs 9KCnepTusbl kavecTBa
ykasaHHOW B 4actm 1 Hactoswen cTtaTbu apmaueBTMyeckon cybcTaHumu, nognexar Bo3spaTy B
YMOSTHOMOYEHHbIN  dbefdepanbHbii  OpraH UCMOMHUTENBHOW BNacTM OAHOBPEMEHHO C  3aKMlYeHUsIMU MO
pesynbTatam nNpoBeAeHHON 9KCNepTUsbI.

8. B cpok, He npeBbIWaWunn NATN paboymx OHEN CO AHS MONYyYEHUS 3aKMoYEeHUS KOMUCCUM 3KCNEPTOB Mo
pesynbTaTtaMm 3KCNepTU3bl KavyecTBa YKa3aHHOM B YacTu 1 HacTosilen cTaTtbu hapmaueBTUYecKon cybcTaHumm,
YNOMHOMOYEHHbIV dhefeparbHbiid OpraH UCMONHUTENBHOW BNACTU:

1) ocywecTBnseT OUEeHKYy Takoro 3akfioyeHus Ans OnpederieHus ero COOTBETCTBUS 3adaHuio Ha
nposefeHne JaHHOW 3KCNepTuUsbl;

2) nNpuHMMaeT peLleHne O BKMYEeHUW yKasaHHOW B 4acTu 1 HacToswen ctaTbu hapMaueBTU4EeCKON
cybCcTaHuum B rocyJapCTBEHHbIN peecTp NeKapCTBEHHbIX CPEeACTB MUIn pelleHre 06 0TKase B TaKOM BKITHOUEHUU;

3) BHOCUT nNpU MPUVHATUX pPELUEHUS O BKIKYEHMM YKa3aHHOW B 4YacTu 1 HacToslen craTbu
hapmaneBTMyeckon cybcTaHUMM B FOCYOapPCTBEHHbI PEECTP JIeKApPCTBEHHbLIX CPeACTB MNPenyCMOTPEHHYHO
yacTbto 2 crtaTbu 33 HacTosiwero ®eaepanbHOro 3akoHa MHopmaumio 1 yBegoMnsieT 06 3TOM B 3MNEKTPOHHOW
U NUCbMEHHON hopMe 3asaBUTENS.

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, o1 27.12.2019 N 462-03)

9. OcHoBaHWeM Ang OTkasa BO BKMIOYEHMU YKa3aHHOW B 4YacTu 1 HacToswen ctaTbn bapMaLeBTU4ECKON
cybcTaHuuM B rocygapCTBEHHbIN PeEECTp NEeKapCTBEHHbIX CPeACTB SIBMSETCS 3aK/oYeHWe COOTBETCTBYHOLLENO
YMOSTHOMOYEHHOro befeparnbHOro opraHa WCMONTHUTENbHOW BNacTM O TOM, YTO KayecTBO hapMaLeBTUYECKON
cybCTaHUUKM He NOATBEPXKAEHO MOMYyYEHHbIMU OAHHBIMU.

(vacTb 9 BBegeHa denepanbHbiM 3akoHoM OT 22.10.2014 N 313-93; B pen. PeagepanbHoro 3akoHa ot 04.06.2018
N 140-93)

10. He ponyckaeTcsa BKNOYEHME B T[OCYAapCTBEHHbIA peecTp JieKapCTBEHHbLIX CPeacTB  OOHOM
hapmaueBTUYECKON CyOCTaHUMKM, NPOM3BEOEHHOW AN peanu3auuMuM U BbilMyCKAaeMoOW OOHUM U TEM Xe
npousBoguTenem, B BUae AByx n 6onee peecTpoBbIX 3anncen.

(4acTb 10 BBegeHa dPepepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

11. BHeceHue u3MeEHEeHVWN B AOKYMEHTbl Ha apmaueBTUYecKylo cyObCTaHumio, NPOU3BEAeHHY Ond
peanusaumn 1 BKINIOYEHHYIO B roOCy4apPCTBEHHbIV PeecTp NeKapCTBEHHbIX CPEACTB, OCYLLECTBNAETCA B NOpsake,
yctaHoBneHHom ctatbsamm 30 u 31 HacToswero PegepanbHOro 3akoHa, C ynnaTon rocygapCTBEHHOW MOLUNMHbI,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

npenycMOTpPEeHHON 3akoHodaTenscTBoM Poccuiickon ®egepaumm o Harnorax u cbopax.
(4actb 11 BBegeHa defepanbHbiM 3aKkoHOM OT 22.12.2014 N 429-03)

12. Jonyckaetcsa obpaweHue dapmaueBTMdecknx cybCcTaHuuMn, NpoM3BEAEHHbIX ANS peanusauun, B
TeYeHMe cTa BOCbMUOECATM AHEN [0 W MNocne MpPUHATUS  YNONTHOMOYEHHBLIM (hefdeparnbHbIM  OpraHoMm
NCMONHUTENBHON BrAcTW PELLEHUSs O BHECEHUM U3MEHEHUI B JOKYMEHTbI HA (hapMaLeBTUYECKY0 CyBCcTaHLmio,
NPOVN3BEAEHHYIO ANsi peann3aumnm 1 BKIYEHHYHO B roCy4apCTBEHHbIA PeecTp NeKapCTBEHHbIX CPEACTB.

(vacTb 12 BBegeHa deaeparnbHbIM 3akoHOM OT 22.12.2014 N 429-93)

13. PelleHne 06 UCKIOYEHMN M3 TOCy1apCTBEHHOro peecTpa NiekapCTBEHHbIX CPEACTB hapMaLLeBTUYECKOM
cyGCTaHUMK, Npov3BEedeHHOW ANnA peanusauuu, MNPUHUMAaEeTCsl YMNONIHOMOYEHHbIM dedeparibHbIM - OpraHoM
UCMOSTHUTENBHOW BMAcTK B cryyae:

1) npegcTaBneHWss COOTBETCTBYIOLUMM YMONHOMOYEHHbLIM dedeparnbHblM  OpraHOM  MCMNOMHUTENBHON
BMacT! 3akroyeHnss O pucke unu o6 yrpo3e XM3HW WM 300POBbI0 YerioBeka MO0 KMBOTHOTO Mpw
NCMonNb30BaHMN NeKapCTBEHHOrO CPeACTBa;

2) nogaun pas3paboTYMKOM NEeKapCTBEHHOro CPeacTBa WM Mpov3BOAMTENEeM NeKkapcTBEHHOro cpeacTsa
NGO YyNONMHOMOYEHHBIM UMW OPYTM HOPUONYECKUM NMLIOM 3asiBieHNs 06 WCKMIYEHUU M3 rocyAapCTBEHHOro
peecTpa NnekapCcTBEHHbIX CPeACcTB hapMaLieBTUYeckon cybeTaHLmmn, NponsBeAeHHoM AN peanvsauuu,

3) oTcyTcTBUSA hapmaueBTMYECKOW cyOCTaHUMM, MPOU3BEAEHHOM ANA peanusaumy, B obpalweHun B
Poccuiickon depgepaumm B TeueHue Tpex n 6onee ner.
(vacTb 13 BBegeHa PefepanbHbIM 3akoHOM OT 22.12.2014 N 429-03)

Crtartbs 35. YTpatuna cuny ¢ 1 uonsa 2015 roaa. - ®egepanbHbiv 3akoH oT 22.12.2014 N 429-®3.

Cratba 36. O6GxanoBaHuMe peleHUsi 06 OTKase B Bblgaye paspelieHusi Ha MnpoBeAeHue
KNMUHUYECKOro uUccriefoBaHUA NeKapCTBEeHHOro npenapara, pewweHUsA o6 oTkase B rocygapcTBeHHOWM
pernctTpaummu nekapcTBeHHOro npenapara, 3akfo4YeHMss KOMUCCUN IKCNEPTOB 3KCNEPTHOro yupexaeHus
WK 3aKNYeHns coBeTa No 3TuKe

(B pen. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

PelieHne coOTBETCTBYIOLLEIO YNOMHOMOYEHHOro dedeparnbHOro opraHa MCMNOMHUTENbHOW BRactn 06
OTka3e B Bbldaye paspelleHus Ha npoBedeHVe KIMHUYECKOro WCCregoBaHWs NeKkapCTBEHHOro npenapaTa,
pelleHne Yyka3aHHOro eaepanbHOro opraHa WCNOMHUTENbHOW BnacTu o6 oOTkase B rocygapCTBEHHOM
perMctpaummM nekapCTBEHHOro npenapaTta, 3akmoyeHue KOMUCCUM 3KCMEePTOB 3SKCMEPTHOro YYPEXAEHUS Wnu
3aKroYeHne coBeTa MO 3TMKe MOXeT ObiTb oBxanoBaHO B Mnopsake, YCTAHOBIEHHOM 3aKOHOOATENbCTBOM
Poccuickon ®epepauun. 3aknoveHne KOMUCCUM 3KCMEePTOB IKCMEPTHOMO yYpexaeHns O B3aumo3amMeHAeMOCTH
neKapcTBeHHbIX MpenapaToB ANA MeAMLMHCKOro npumeHeHus nnbo o ToM, Y4TO feKapCTBEHHbIM npenapaTt Ans
MEOULMHCKOTO MPUMEHEHNS He SBNSeTCs B3anMO3aMeHAeMblM, MOXeT ObiTb 06xXanoBaHO AepxaTenem unm
BNagernbLeM perncTpaLoHHOro yaoCTOBEPEHUS NeKkapCTBEHHOMO npenapaTta B YyNonHOMOYEHHbIN heaepanbHbIn
opraH UCMONHWUTENbHON BMacTW, KOTOPbIN NPUBIEKAET K PACCMOTPEHMIO YKa3aHHOM xanobbl NoaBefOMCTBEHHbIE
eMy HayyHble opraHmsaummM u obpasoBaTeflbHble OpraHu3auuyM BbICLLEro OOpa3oBaHWs, OCYLLeCTBRSALME
AeATenbHOCTb B cdepe obpalleHns nekapCTBeHHbIX cpeacTB. 3akroyeHne KOMMCCUM IKCNEepPTOB SKCMEPTHOro
yypexaeHus, oopMIeHHoe No uToraMm nepecmoTpa 06XanoBaHHOTO 3akflYeHUs aKkcnepTta, MoxeT ObiTb
OCMNOpEHO AepxaTenem vnu BnagenbLueM perncTpaLmoHHOro yaoCTOBEPEHUSA NeKapCTBEHHOMO npenaparta nubo
YMOSTHOMOYEHHbIM UMW NULOM B Nopsigke, yCTaHOBNEHHOM 3akoHogaTenbcTBoM Poccuickon ®epepaunn. MNpu
06>kanoBaHWM peLLeHust YNOrIHOMOYEHHOro deaeparnbHOro opraHa WCMOMHWUTENbHON BRNacTv, 3aKMoveHus
aKcnepTa UMM KOMUCCUWM IKCTMEPTOB 3KCMEPTHOMO YYpexaeHWs, 3aKMoveHns coBeTa Mo 3TUKe AepKaTtenb Wnu
BrageneL, perMcTpauuoHHOro yooOCTOBEPEHUS fleKapCTBEHHOro npenapata nmMbo YnonHOMOYEHHOe WMK MWLO
BNpaBe nNpPeAcTaBUTb pe3ynbTaTbl 3KCNEPTU3bl fIeKapCTBEHHOrO npenapaTta, MpPOTOKOMbl  MOMYyYeHHbIX
aKKpeaUTOBaHHbIMY UCNbITaTeNbHbIMK TabopaTtopusiMm (LeHTpaMun) pe3ynbTaToB MCCNeaoBaHNN, UCMbITaHUNA.

(B pea. PenepanbHoro gakoHa ot 27.12.2019 N 475-$3)

CtratbAa 37. WHdopmauus, cBfA3aHHaA C OCYLIeCTBJIEHMEM T[OCyAapCTBEHHOW perncrpauum
NeKapCTBeHHbIX NpenapaTtoB, MH(poOpMauusi O 3aperMcTPMpPOBaHHbIX JIeKapCTBEHHbIX MpenapaTtax u
JNleKapCTBEHHbIX NMpenapaTtax, UCKIMHYEeHHbIX U3 rOCyAapCTBEHHOrO peecTpa JIeKapCTBEHHbIX CPeAcTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

1. CooTBeTCTBYOLMIA YNONHOMOYEHHbIN dheaepanbHbIi opraH UCMNOMHUTENBHOM BRacTU pasMellaeT Ha
cBoeM odumumanbHoM canTe B ceTn "UHTepHeT" nHdopmMaumio, CBA3aHHYIO C OCYLLEeCTBNEHNEM rocyAapCTBEHHON
perncTpaumm nekapCTBEHHbIX MpenapaTtoB, B TOM 4YMCle NPOBEAEHMEM 3IKCMEepTu3bl JNIEKAapCTBEHHbIX CPeACTB
(Bkntovasi pesynbTatbl €e NpoBeaeHus), MHpopMaLno O 3aperncTpMpOBaHHbIX NIEKAPCTBEHHBIX Mpenaparax u
NeKapCTBEHHbIX MpenapaTax, MCKMAYEHHbIX W3 rocyAapCTBEHHOIO peecTpa NeKapCTBEHHbIX CPeacTB, He
nosgHee 4em 4epes3 nATb paboynmx LHEN CO LHSA MNOMyYeHWUst YNONTHOMOYEHHbLIM dedeparnbHbIM OpraHoM
NCMNOMHUTENBHOW BNacTy COOTBETCTBYOLLEN MHGOPMAaLIK.

(B pea. PenepanbHbix 3akOHOB 0T 22.12.2014 N 429-03, o1 02.08.2019 N 297-93)

2. CpokM U nopsiAoK pasMmelleHus YykasaHHOM B 4actu 1 HacToswen ctatbn MHGOPMaLMK
yCTaHaBMNMBAKOTCA YMNONHOMOYEHHbIM (hedeparnbHbIM  OpraHOM  MCMOnHUTEnNbHOW Bnactu. WHdopmauus,
ykasaHHaa B 4YactM 1 HacTosilen cTaTbu, SBMSETCA OTKPbITOM M OOLedOCTYNHOW M npeaocTaBnseTcs
3auHTEPEeCOBaHHbLIM NMLAM B COOTBETCTBMU C 3akoHoA4aTenscTBoM Poccuiickon degepaumn.

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

Maea 7. KMIMHUWYECKUE UCCNEOOBAHUA NEKAPCTBEHHbIX
NPENAPATOB OANA MEAULUMHCKOIO NPUMEHEHUA, OTOBOP
Ob UX NMPOBEAEHUU, MPABA NALMUEHTOB, YHYACTBYIOLLUX
B 3TUX NCCNEOQOBAHUAX

Cratba 38. KnuHuuyeckme wuccrnegoBaHUA JeKapCTBEHHbIX MpenapaTtoB Ans MeAULMHCKOro
npUMeHeHus

1. KnuHudeckne wnccrnenoBaHUs NeKapCTBEHHbLIX MpenapaTtoB AN MeAUMUMHCKOro MPUMEHEHUsl, B TOM
yucne MexagyHapodHble MHOrOLEHTPOBbIE, MHOTMOLEHTPOBbIE, MOCTPErMCTPaLMOHHbIE, MPOBOAATCSA B OAHON UM
HECKOJbKUX MEAULMHCKMX OpraHu3auusix B COOTBETCTBUM C NpaBuiaMy Hagnexawen KIMHUYECKON MPaKTUKW,
YTBEPXKAEHHBIMU  YMONTHOMOYEHHBIM  ddefeparnbHbiM  OPraHoM MCMOMHUTENbHOW BRacTh, COOTBETCTBEHHO B
cnenylLwmnx Lensax:

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

1) ycTaHoBneHne ©e30MacHOCTU NEKapCTBEHHbIX MpenapaTtoB AN 340POBbIX A00poBonbUeB M (Mnn)
NMepeHoCUMOCTU UX 300POBbIMW  [0OpOBONbLAMK, 33 WCKIIOMEHUEM TakMX WCCNEAOBaHWA 1eKapCTBEHHbIX
npenapaToB, NpoM3BeAeHHbIX 3a npegenamu Poccuiickon degepaunu;

2) nogbop onTMMarnbHbIX [O3VPOBOK NEKAPCTBEHHOrO Mpenapata M Kypca feyveHus Ans NauueHToB C
onpeaerneHHbIM  3aborieBaHVMEM, OMTUMAsibHbIX 003 W CXeM  BakuMHauuy  MMMYHOBMONOrMYecKMMum
nekapcTBEHHbIMU npenapaTtamiy 300P0BbIX A06POBONMLLEB;

3) yctaHoBneHne 6e30nMacHOCTM NeKapCTBEHHOro npenaparta U ero adeKTUBHOCTM ANS MauMeHTOB C
onpeaeneHHbIM 3aboneBaHneM, npodunakTuyeckor 3apdeKTUBHOCTM MMMYHOOUOMOTUYECKMX JIEKapCTBEHHbIX
npenapaTtoB AN 300POBbIX 10GPOBONLLEB;

4) n3y4yeHne BO3MOXHOCTU pacLumnpeHnda nokasaHuin ansi MeguuMHCKOro NPpUMEeHEeHNA N BbIABIIEHNA paHee
HEN3BECTHbIX NOOOYHLIX 4ENCTBUI 3aperncTpupoBaHHbIX NEKAPCTBEHHbIX NMpenapaToB.

2. B OTHOWEHUN BOCMPOU3BEAEHHbLIX IEKAPCTBEHHbLIX MpenapaToB AN MEeAUUMHCKOro MNpUMEHEHMS
NPOBOAATCA McCrefoBaHnss GUO3KBMBANEHTHOCTU U (MNK) TepaneBTUYECKON SKBUBANEHTHOCTM B NOpSAOKe,
YCTaHOBMEHHOM YNOMHOMOYEHHbIM (beiepanbHbIM OpraHOM UCMOMHUTENBbHOW BRacTy.

3. OpraHusaumio NpoBeaeHUs KIMHUYECKUX UCCreAoBaHnii NekapCTBEHHOro npenapara ans MeamuuuHCKoro
NpUMeHeHWs1 BNpaBe OCYLLEeCTBNATh:

1) pa3paboTymk NekapcTBEHHOro NpenapaTta U ynosIHOMOYEHHOE UM NULLO;

2) obpasoBaTtenbHble OpraHusauuMnm BbiCWero obpasoBaHus, oOpraHusauMn  AOMNOSHUTENBHOMO
npodeccnoHansHoro ob6pasoBaHuns;
(n. 2 B pea. ®epepanbHoro 3akoHa ot 02.07.2013 N 185-03)

3) Hay4yHO-MccnegoBaTesibCkue opraHn3aLum.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

4. KnuHunyeckne nccnegoBaHus NekapCTBEHHOro npenaparta Ans MeauuUMHCKOro NpUMEHEHNs NMpoBOASATCH
Ha OCHOBaHWWM paspelleHus Ha MpoBeAeHne KIMHWYECKOro WCCredoBaHMs fekapCTBEHHOro npenapara,
BblJAHHOMO  YMNOMHOMOYEHHbIM  dbedeparibHblM  OpraHoM  UCMOMHUTENbHOW  BnacTu.  YMNOMHOMOYEHHbIN
dedepanbHbIi OpraH WCMOSHUTENbHOW BracTu BedeT peecTp BblAaHHbIX paspelleHun Ha npoBeaeHue
KMMHMYECKNX MCCneaoBaHWUM feKkapCTBEHHOro npenaparta, COAepXalluMi ykasaHWe Ha uxX uenb unu uenu, B
YCTaHOBIIEHHOM 3TUM OpraHoM nopsiake.
(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-3, ot 13.07.2015 N 241-03)

5. Ytpatun cuny ¢ 1 uiona 2015 roga. - PegepanbHbiin 3akoH oT 22.12.2014 N 429-03.

6. K opranusaumm npoBefeHVMs KIUMHWYECKMX WCCredoBaHWMM feKkapCTBEHHOro npenapata  Ansg
MEeOULMHCKOTO NPUMEHEHUss pas3paboTyMKOM FeKapCTBEHHOro npenaparta MOryT MpuUBEKaTbCH topuanyeckue
nvua nobor opraHn3aLMoHHO-NPaBOBOM POPMbI MPU YCNOBMU O0BecnevyeHnss COOTBETCTBUSA 3TUX UCCNEeA0BaHUN
TpeboBaHmAM HacTosiLero PegepanbHOro 3akoHa.

KoHcynbTaHTlInoCc: npuMmeyaHue.

B HacTosillee Bpems [OENCTBYKOLMM 3aKOHOLATENbCTBOM HE YCTAHOBIEH MOPSOOK akKkpeauTaumm
MEeOMLMHCKMUX OpraHu3aLuii Ha NpaBo NMPOBEAEHUST KIMMHUYECKUX UCCNea0oBaHUI NEKapCTBEHHbIX NpenapaToB
ans meguumHckoro npumeHenus. o 01.01.2021 pewnctBoBano [loctaHosnenue [paButensctBa PP ot
03.09.2010 N 683.

7. KnuHnyeckne ncecnenoBaHns nekapCTBEHHbIX NpPenapaToB A58 MeOULUHCKOrO NPMMEHEHMS NPOBOAATCS
B MEAVLMHCKNX OpraHm3auusx, akkpeguMTOBaHHbLIX YMOJIHOMOYEHHbIM hefepanbHbiM OPraHoOM UCMONTHUTENbHOM
BNacTu B nopsigke, yctaHoBrneHHoM [NpaBuTtensctBom Poccuiickon Peagepaumn.

8. lNepeyeHb MeOUUMHCKUX OpraHv3auui, MMeLMX npaBo MNPOBOAUTL KIMHUYECKUE WUCCrefoBaHUSA
nekapCcTBeHHbIX NpenapaToB Ans MeAMLUHCKOro NPUMEHEHUS, N peecTp BblAaHHLIX paspeLleHnii Ha NpoBeaeHne
KMMHMYECKNMX  UCCNedoBaHWW  NleKapCTBEHHbIX  MpenapatoB  OnybnuKoBbIBAOTCA WM pa3MeLyarTcd
YMOSTHOMOYEHHbIM dbeeparibHblM OpraHoM WCMOMHUTENBHOW BracTu B YCTAHOBIMEHHOM UM MOPSAKe Ha CBOEM
odunuymnansHom cante B cetn "MHTepHeT".

Crtatbsa 39. PewueHue o0 npoBefeHUN KITMHUYECKOrO Uccrie4oBaHMA NeKapCTBEHHOro npenapara ans
MeAULIMHCKOro NpuMeHeHus
(B pen. PegepanbHoro gakoHa ot 22.12.2014 N 429-93)

1. KnuHnyeckoe nccnegoBaHne nekapCcTBEHHOMO npenapaTa Ans MeauumHCKOro npuMeHeHnUst MpoBOAMTCS
Ha OCHOBaHWWM paspelleHusl Ha MpoBeAeHNe KIMHWYECKOrO WCCredoBaHMs JlekapCTBEHHOrO npenapara,
BblAAHHOIQ YMOSTHOMOYEHHbLIM befeparbHbIM OpPraHoOM WCMONHUTENLHOM BMAcTW MO pesyrbTaTtaM 3KCnepTusbl
OOKYMEHTOB, HeobXoAMMbIX AN MOMyYEHUss paspelleHusl Ha MPOBEAEHWE KIMHWMYECKOro UCCnenoBaHUs
NieKapCTBEHHOro npenaparta U 3TUYECKOW SKCNepTu3bl.

2. Ins nonyyeHus paspelUeHns Ha NpoBeAeHNe KIIMHUYECKOrO UCCreaoBaHns NiekapCcTBEHHOro npenaparta
ONst  MEeAMLMHCKOrO MpUMEHEHUs 3asiBUTeNb MNPeACTaBnseT B YMNONMHOMOYEHHbI deaeparnbHbld - opraH
NCMNOMHUTENBLHOW BMACTU:

1) 3asiBNeHMe O Bbidaye paspelleHuss Ha MpoBedeHMe KIMHUYECKOro MccriefoBaHUsl JieKapCTBEHHOo
npenaparta Ans MeauUyHCKOro NpyMeHeHUs;

2) KOmnuu OOKYMEHTOB, MOATBEPXAAloLWMX YNnaTy rocyAapCTBEHHONW MOWNUHLI 3a NPoBeAeHNe 3TUYECKOi
9KCMEepTU3bl, 3KCMEPTU3bl [OKYMEHTOB Ha JIeKApCTBEHHbI NpenapaTt Ans MOofyyYeHWUs paspelleHus Ha
NpoBeAeHMe KIMHWYECKOrO WMCCredOoBaHus feKapCTBEHHOro npenapaTta Ans MeAVMUMHCKOrO MpYMEeHeHus, 3a
BblJayy paspelleHns Ha MpOBeAEeHUE KIMMHWMYECKOro WCCRefoBaHWsl NekapCTBEHHOro npenapaTta  [Aans
MELMULUMHCKOro MpUMEHEHMWsl, 3a MNpPOBeAEeHNe SKCNepPTU3bl [OKYMEHTOB Ha NeKapCTBEHHbIN npenapat Aans
MONy4YeHUs paspelleHus Ha npoBedeHne MeXAyHapOoAHOro MHOFOLEHTPOBOro KIMHWYECKOro MCCregoBaHus
NeKapcTBEHHOro npenapaTa AN MeOWMUMHCKOTO MNPUMEHEHWUS, 3a Bblgayy paspelleHusl Ha npoBedeHue
MeXOyHapoOHOIrO  MHOTOLEHTPOBOMO  KIMMHWYECKOr0  UCCredoBaHWs  JIeKapCTBEHHOrO  npenapata  [afis
MELMUMHCKOrO MNPUMEHEHUs,, 3a TpPOBEdeHVME 3TUYECKONM 9SKCMepTUsbl, IKCMepTM3bl [JOKYMEHTOB Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

neKkapCTBEHHbIN Npenapart Ans NonyyYyeHus paspelleHust Ha NpoBeAeHne NOCTPErMcTPaLnoHHOIO KIMHUYECKOro
nccnegoBaHWs NEKapCTBEHHOro npenapaTta Ans MeauMUMHCKOrO MNPUMEHEHWs, 3a Bblgayy paspelleHus Ha
npoBedeHne MOCTPErncTPauMoOHHOrO  KIMHUYECKOrO  MCCRedoBaHUs  feKapCTBEHHOro npenapata  Ansd
MEeOULMHCKOrO NPUMEHEHUS;

(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 478-$3)

3) NPOTOKON KIMHUYECKOIo NCCeJOBaHNS NIEKapCTBEHHOTO Npenapara 4719 MeAULMHCKOrO NPUMEHEHNS;
4) 6poLutopy nccnepoBaTens;
5) MHPOPMAaLMOHHbBIV MUCTOK NAUMNEHTA;

6) cBegeHua o6 onbiTe paboTbl MccrnegoBaTenen No COOTBETCTBYIOLWMM CNEUManbHOCTAM U UX OMbiTe
paboTbl N0 NPOBEAEHWNIO KITMHUYECKUX UCCIEAO0BaHWN;

7) cBefdeHus 0 MEOMUMHCKMX OpraHm3auusix, B KOTOpbIX Npegnosiaraetca npoBeAeHWE KIMMHUYECKOTO
nuccnegoBaHMs NEKapCTBEHHOrO npenapata  Ans  MeOULUMHCKOrO NpUMeHeHus (MOfHOEe U COKpalleHHoe
HaMMEHOBaHWsl, OpraHM3aLuMOHHO-NpaBoBasi opmMa, MeCTO HaxOoXOEeHUs U MeCTO  OCyLLeCTBNEeHUs
nedrenbHoCTU, TenedoH, Tenedakc, aapec SNeKTPOHHOW NOYThl KaXaoW MegULUHCKOW opraHu3auum);

8) cBedeHusi O npeanoniaraeMblX CpoKax MPOBEAEHUS KIMHUYECKOTO MCCIeAOBaHUs feKapCTBEHHOro
npenapara Ans MeAULUHCKOrO NMPUMEHEHWS;

9) KOMWKo goroesopa obsizaTenbHoro CTpaxoBaHu4d, 3aKIit4YeHHOro B COOTBETCTBMN C TUNOBLIMU NMPpaBUI1aMu
0b6s3aTenspHOro CTpaxoBaHWA, C yKa3daHneM rlpe/:l,eanoﬁ YNCINEHHOCTU NauymnMeHTOoB, y4aCTBYHOLWNX B KITMHNYECKOM
ncernenoBaHMM nekapCTBeHHOro npenaparta and MmeguunHCKOro npuMeHeHus,

10) nHcpopmaLmio 0 cocTaBe NekapCcTBEHHOro nNpenapaTa Ans MeaUMLUMHCKOro NpUMEHEHMS;

11) [OOKYMEHT, COCTaBJieHHbI MPOU3BOAUTENIEM JIEKAPCTBEHHOrO Mpenapata Ans  MeAVUMHCKOro
NPUMEHEHMS U COAEepXKalLMi nokasaTenu (XapakTepUCTMKM), a Takke CBEAEHUS O NeKapCTBEeHHOM npenapare
AN MEAULMHCKOrO NPUMEHEHUS, NPOM3BeAEHHOM AN NPOBEAEHNS KIIMHUYECKMX UCCIe0BaHuiA;

12) cBegeHvsa O paTe npedocTaBfieHVMs UM PErMCTPauMOHHOM HOMEPE IMLEH3MM Ha MNpPOM3BOACTBO
NEeKapCTBEHHbIX CpeAcTB B Cryvae, ecnv NPOU3BOACTBO JIEKAPCTBEHHOrO MpernapaTta OCyLecTBNsAeTcs B
Poccuiickon ®epepauun, unm ceegeHus o gate npegocTaBneHnss U perMcTpaLMoHHOM HOMEpE 3akMiyveHus o
COOTBETCTBMM  MNPOU3BOAMTENS  NIeKapCTBEHHOro  npenapata  TpeboBaHuaM  npaBun  Hagnexallen
NPOV3BOACTBEHHOW MNPAKTUKW, NPeaoCTaBNEHHOro YrNOMHOMOYEHHbBIM OpraHoM CTpaHbl Mpou3BoAUTENS
nekapcTBEHHOro npenapara.

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

2.1. B cnyyae HenpenctaBneHus C 3asiBIeHMEM O Bblgade paspelleHusi Ha NpoBedeHMEe KITMHUYECKOro
uccnefoBaHMs  fieKapcTBEHHOro npenapata And  MeAUMUMHCKOrO MNPUMEHEHUS1 [OOKYMEHTOB (CBedeHUun),
NOATBEPXKAAMOLWMX YNMaTy rocyAapCTBEHHOW MOLUSMHbI U YKa3aHHbIX B MYHKTE 2 YacTy 2 HaCTOSLEWN CTaTby, a
Takke BbldaBaeMblX (NPefoCTaBnsieMblX) YMOSIHOMOYEHHbIMKW hefepanbHbIMM  OpraHaMu  MCMONHUTENbHON
BNacTu [OOKYMEHTOB (CBEOEHWUN), yKasaHHbIX B MyHKTe 12 4acTm 2 HacTosiwen cTaTbW, YMNOSIHOMOYEHHbIV
degepanbHbIl OpraH MCMOSHUTENbHOW BNacTu 3anpallnBaeT yKasaHHble OOKYMEHTbl (CBeOeHus) B nopsigke
MEXBeJOMCTBEHHOrO MHOPMALMOHHOIO B3aUMOLENCTBUS.

(vacTb 2.1 BBegeHa depepanbHbIM 3akoHOM OT 27.12.2019 N 478-03)

3. B cpok, He npeBbiWakoWmi NATU pabdbounx OAHEeW CO OHSA MPUHATUS YKa3aHHOro B MyHkTe 1 4vactm 2
HacTosLLEeN CTaTbW 3asBMEHUS W HEOOXOOUMbIX [AOKYMEHTOB, YMOJTHOMOYEHHBLIN deaepanbHbI  opraH
NCNOSTHUTENBLHOW BNacTu:

1) npoBOANT TMPOBEPKY MOJIHOTbI M OOCTOBEPHOCTU cBegeHun, coaepxawmxca B npeactaBlieHHbIX
3adaBuTenieM JOKyMEeHTax;

2) NnpuHUMaeT peweHne O npoBedeHUN 3KCNepTuU3bl OOKYMEHTOB Ad nolyyvYeHuA paspelleHunsa Ha
npoBeageHne KIMMHNM4YeCKoro uccnegoBaHnAa JekapCTBEHHOro npenaparta Aand MeguuuMHCKOro npuMeHeHuna wu
3TUYECKON QKCMNepTn3bl nnn 00 oTkase B npoBeAeHUnN yKka3aHHbIX 3KCNepTus,;
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3) yBegomnsieT B 3MEeKTPOHHONW chopMe MNM Ha OyMaXkHOM HOcWUTene 3asiBUTENs O MPUWHSATOM peLUueHUn
nnbo B cnyyae NpUHATUA peLleHns o6 oTKase Takke C yKasaHuem NpuYnH Takoro oTkasa;

4) noarotaBiiMBaeT M HaNpaBliAE€T B 3KCNEepPTHOE y4ypexaeHne n CoBeT No 3TUKe 3afjaHne Ha npoBeaeHune
COOTBETCTBYHOLLNX 3KCNEPTU3.

4. B cnyyae BbISBNEHWS HEMNOMHOTbI U (MNM) HEOOCTOBEPHOCTM WHGOPMauMK, coaepxallenca B
NpeacTaBneHHbIX 3asBUTENeM [OKYMEHTaX, YNONHOMOYEHHbIN deaepanbHbll OpraH UCNOMHUTENBHON BNAcTy
HanpaBnseT 3asBuTento 3anpoc 06 yTOYHEeHWUU ykazaHHOW MHopMauun. [aHHbIn 3anpoc MoXeT OblTb NepeaaH
YMNOSIHOMOYEHHOMY MPEeACTaBUTENIO 3asBUTENS NMYHO NOA PacnucKy, HanpasfeH Mo NoYTe 3aKasHbIM MUCbMOM
Wnu nepefaH B 3MEKTPOHHOM dopMe MO TernekOMMYHUKaUMOHHbIM KaHanam cBasu. B criydae HanpasneHus
AaHHOro 3amnpoca no MoYTe 3akasHbiM MUCbMOM OH CYMTAeTCs MOMYYEeHHbIM MO UCTEYEHUN LEeCTU AHeNn C gaThbl
HanpaBneHns 3akasHoro nucbma. 3asBuTenb 06sA3aH NpeacTaBUTb OTBET Ha 3anpoc  YNONHOMOYEHHOro
denepanbHOro opraHa MCMOMHWUTENbHOW BNAcT! B CPOK, He MpeBbllLaloLniA AeBAHOCTa paboumx OHeW Co AHSA
ero nonyyeHusi. Cpok, ykasaHHbIA B YacTu 3 HacToslew cTaTbW, NMPUOCTaHaBNMBAEeTCA CO OHSA HanpasreHus
3a8BMTENIO 3anpoca YNoSTHOMOYEHHOro dheepanbHOro opraHa UCMONMHUTENBbHON BRacTv A0 AHSA MOMyYeHus UM
COOTBETCTBYIOLLErO OTBETAa M He YYMTbIBAETCA MpU  WCYUCIIEHUA CPOKa MPUHATUS  YNOFHOMOYEHHbIM
degepanbHbIM OPraHoOM  UCMOSMHUTENbHON BNAcTW peLlleHuMs O NPOBEeAEHUMM IKCMepTU3bl OOKYMEHTOB ANd
nonyyYyeHns paspelleHnMs Ha MnpoBedeHUe KIMHWUYECKOro WCCrefoBaHWs fekapCTBEHHOro npenaparta Ans
MeOULMHCKOrO NPUMEHEHUS.

5. OcHoBaHMeM [Afisi OTKkasa B MPOBEAEHUM IKCNEepTM3bl AOKYMEHTOB OJ1si MOMyYeHWUs paspelueHust Ha
NMpoBeAeHUEe KIMHWYECKOrO WCCRedoBaHWsl NEeKapCTBEHHOrO npenapata Ans MeauUMHCKOrO MPUMEHEHUsT U
3TUYECKON IKCTMepTU3bl SBMSETCA NpeacTaBneHne AOKYMEHTOB, NPedyCMOTPEHHbIX YacTbio 2 HacTosLLel CTaTby,
B HEnorHoM oGbeMe, HemnpeacTaBleHe 3asiBUTENEM B YCTaHOBIEHHbIN CPOK OTBETa Ha yKa3aHHbI B YacTu 4
HacTosiLLEeln cTaTby 3anpoc YNoNHOMOYEHHOro dheaeparnbHOro opraHa UCNoNHUTENbHON BnactTu NMéo oTcyTCTBUE
B MpPEeACTaBMIEHHbIX AOKYMEHTaX MCYeprnbiBaloWero nepeyHsl HeobXoauMon MHGOopMauuM Unu MHdopmauuu,
KoTopasi AOMKkHa ObiTb OTpaXkeHa B HKX, a Takke OTCYTCTBME MHcopmauuu, noATBepkaatollein dakT ynnatol
roCygapCTBEHHON MOLWMWMHBI 32 MPOBEAEHUE STUYECKOM  JKCMepTu3bl, 3KCMepTU3bl [OKYMEHTOB Ha
NEeKapCTBEHHbI MpenapaT ANs MOMyYeHUs paspelleHVss Ha npoBedeHMe  KIMHUYECKOro MccrnefoBaHus
nekapcTBEHHOro npenapaTta Ans MeaWLUMHCKOTO MNPUMEHEHWUs, 3a Bblgayy paspelleHus Ha npoBefeHue
KMUHUYECKOrO UCCNEedoBaHUs JNekapCcTBEHHOTO npenapata Ans MeAULUMHCKOro NMPUMEHEHUs,, 3a MpoBeaeHue
9KCMepTU3bl [OKYMEHTOB Ha JleKapCTBEHHbI MpenapaTt [Ofs MNONyYeHUs paspelleHus Ha npoBedeHue
MeXOyHapoOHOrO  MHOTOLEHTPOBOMO  KIMMHWYECKOro  UCCIedoBaHWs  JIeKapCTBEHHOrO  Mpenapata  [afis
MELMLUMHCKOrO MPUMMEHEHUs, 3a BblJady paspelleHuss Ha npoBedeHne MeXOyHapOLHOr0 MHOrOLEHTPOBOro
KMUHUYECKOrO UCCREeAOBaHUS NEKapCTBEHHOrO npenapata Afs MeAUUMHCKOro NPUMMEHEHUs, 3a MpOBeaeHUe
3TUYECKON 3KCMEPTU3bl, IKCNEPTU3bI JOKYMEHTOB Ha NEKapCTBEHHBIV Npenapart Afs NonyyYyeHnusl paspeLueHns Ha
npoBedeHWe MNOCTPErncCTPaLMOHHOTO  KIMMHWYECKOTrO  WUCCNedoBaHWA NeKapCTBEHHOro npenapaTta  Aans
MEAMLMHCKOrO NMPUMEHEHUs, 3a Bbldady paspelleHus Ha NpoBeeHune MOCTPErMcTPaLMOHHOMO KIMHUYECKOTO
nccrnenoBaHKs NekapcTBEHHOro npenapaTta Afsi MeAULMHCKOTO MPUMEHEHWS.

6. MNpoBegeHve 3KCNepTM3bl OOKYMEHTOB AN MONYyYEHUs paspelleHusl Ha npoBedeHMe KITMHUYECKOro
nccneaoBaHMst NeKapCTBEHHOro npenapata Ans MeauUMHCKOrO MNPUMEHEHUSt UM 3TUYECKOW 3SKCMepTUsbl,
COCTaBIIEHME KOMWUCCUEN 3KCMEPTOB M COBETOM MO 3TMKE 3aKIIHOYEHUIA O BO3MOXHOCTU WU HEBO3MOXHOCTU
NPOBEAEHNS TaKoro KIIMHUYECKOrOo MWCCNefoBaHWsl U HanpaBfieHWe 3TUX 3aKMlOYEeHUA B YMNOSIHOMOYEHHbIV
denepanbHbI OpraH UCMOSTHUTENBHOM BNACTU OCYLLECTBNSAOTCA B CPOK, HE MPEBbLILLAKLWNA TpUaLaTn paboumx
OHEeNn Cco [OHA NOmMyyvyeHusl SKCNepTHbIM YupexaeHMeM 3afaHus YNosIHOMOYEHHOro dhedepanbHOro opraHa
WCNOSTHUTENBHOW BNACTU C NPUMOXEHWEM AOKYMEHTOB, yKa3aHHbIX B nyHkTax 3, 4, 10 n 11 yactn 2 HacTosLen
cTaTbl, M COBETOM MO 3TUKE 3afaHWUsl YNONHOMOYEHHOro defepanbHOro opraHa WCMONTHUTENbHOW BracTu C
NPUNoOXeHNeM JOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 n 9 yactn 2 HacTosLen cTaTby.

7. B cpok, He npesblwarowmi NATM pabounx gHen co OHA NONydYeHUs 3akmnioyeHuin, ykasaHHbIX B YacTu 6
HacTosILLEN cTaTbW, YNOSTHOMOYEHHbBIN hefepanbHbIi OpraH UCMONHUTENbHOW BNACTU:

1) ocyllecTBNseT OLEHKY MOCTYNUBLLMX 3aKIOYEHUA AN onpenerneHns Ux CooTBETCTBUA 3adaHUsM Ha
npoBefeHne COOTBETCTBYIOLLNX SKCMEPTUS;

2) NnpUHMMaET peweHne O Bblaayvye paspeweHnda Ha npoBegeHne KIMHMYeCcKoro wuccnenoBaHusa
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JIeKapCTBEHHOrO npenaparta ana MeagunumnHCKOro npuMeHeHna nnn 00 oTka3se B Bblgade YKa3aHHOro paspeLlueHuns;

3) BblAaeT pa3pelleHne Ha nposeneHue KIMHUYeCKoro mccriegoBaHuAa NnekapCTBEeHHOro npenaparta and
MeOUUMHCKOro npuMMeHeHua unn pelleHune 00 oTkase B Bbloade YKa3aHHOro paspelleHuna ¢ yka3aHumem npuymH
OTKasa.

8. OcHoBaHveM ang oTkasa B Bblgaye pas3pelieHna Ha npoBeaeHne KIMHNYEeCKOro uccregoBaHuAa
NlekapCTBeHHOro npenapata Agna MeguunmHCKOro npuMeHeHua ABNAeTCA Halnnydme 3akni4yeHuna KOMUCCUU
OKCNepToB WX 3aKrk4veHua coBeTa No 3TUKEe O HEeBO3MOXHOCTU npoBedeHUA KIMHUYEeCKOro umccriegoBaHuA
NekapCTBeHHOro npenaparta ana MeguunHCKOro npmuMmeHeHuda no pesynbrtataM npoBefeHHbIX 3KCNepTus,
npeaycMoTpeHHbIX YaCTbio 6 HacToslLLen cTaTbu.

9. PeweHne 06 oOTKase B MNpPOBEOEHUN IKCNEpPTMU3bl OOKYMEHTOB ANS MOMyYeHUsl paspelleHust Ha
npoBefeHne KIMHUYECKOro MCCNeaoBaHWUs NEKapCTBEHHOro npenapata Ang MeLuUMHCKOrO NPUMEHEHUs ©
3TUYECKOWN SKCMEPTU3bl U B BblAaye paspelleHnsa Ha npoBeaeHne KITMHUYECKOro UccrneaoBaHns NeKapCTBEHHOIO
npenapata Ans MeOWLMHCKOrO MNPUMEHEHUsI MOXeT OblTb o0OxanoBaHO B nopsgke, YCTAHOBIIEHHOM
3akoHogaTenbcTBOM Poccuinckon degepauumn.

Cratbsa 39.1. 3Tnyeckasa akcnepTusa
(BBegeHa degepanbHbiM 3akOHOM OT 22.12.2014 N 429-03)

1. OTuueckasa JKCnepTmnsa npoBoaAUTCA COBETOM MO 3TUKe, CO3OaHHbIM B NopdAlke, YCTAaHOBJIEHHOM
YNOJIHOMOYE€HHbIM cbe/:l,epaanuM OopraHom WCMOSTHUTENBLHOMW BfacTu, B LENsX Bbldayn 3akmnodeHus o6
3TUYECKON OOOCHOBAHHOCTU BO3MOXHOCTU nposegeHnA KIMHUMYECKOro wuccrnegoBaHunAa JeKapCTBEHHOro
npenaparta gna MmeanumHCKoro npuMmeHeHus.

2. JkcnepTammu coBeTa MO 3TWKE MOryT ObITb MpeacTaBUTENW MEAWLMHCKMX OpraHv3auui, Hay4HbIX
opraHusaumi, obpasoBaTenbHbIX OpraHn3auuin Beicllero obpasoBaHus, a Takke npeacraBuTeny obLeCcTBEHHbIX
opraHuMsaumn, penurmosHbiX opraHu3auui n cpeactB MaccoBOM MHGopMaumn. [aHHble 3KCnepTbl HE AOSMKHbI
HaxoauWTbCA B KakOM-NMOO 3aBMCUMOCTM OT pa3paboTyMKOB NEKapCTBEHHbIX MNpenapatoB W Apyrvx nuu,
3aMHTEepPECOBaHHbIX B pe3yfibTaTtax 3TMYECKON 3KCNepTU3bI.

3. Onnara ycnyr aKcnepToB COBeTa MO 3TUKE OCYLLUECTBMSETCA Ha OCHOBaHWWM OOroBopa, 3aKM4eHHOro
MexXay ynonHOMOYeHHbIM doedeparibHbIM OpraHoOM UCMONHUTENBHON BNAcTu, KOTOPbIM CO34aH COBET MO 3TUKe, U
3KCMEepTOM coBeTa MO 9TUKe, 3a cveT OKMKETHbIX acCUrHoBaHWW, MNPegyCMOTPEHHbLIX YNOMHOMOYEHHOMY
hegepanbHOMY OpraHy UCMOSTHUTENbHOM BNAcTW, KOTOPbLIM CO3[4aH COBET MO 3Tuke, B dpedepansHoM BropxeTe
Ha COOTBETCTBYILUMI rof Ha obecrneyeHne ero AeATenbHOCTM, B pasMepax, YyCTaHOBMEHHbIX [paBMTenbLCTBOM
Poccuiickon ®epepaumn.

4. JkcnepTbl coBETA MO 3TUKE HECYT OTBETCTBEHHOCTL B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickon
depepaumn.

5. CoctaB coBeTa MO 3TUKe, NONOXeHWe 06 3TOM COBETE, nopAOoK ero AedtesibHOCTH, Tpe6OBaHVIFI K
KBaJ'IVI(bVIKaU,I/IVI n onbiTy pa6OTbI no 3KCI'IepTHOVI OUeHKe Hay4HbIX, MeOWUUHCKUX WU ITUYECKMX acChneKkToB
KITMHUYECKMX UCCrenoBaHni NeKapCTBEHHbIX npenapaTtoB And MeguUuUHCKOro npuMeHeHud, npebdaBndemMble K
9KCnepTaM coBeTa Mo 3TUKe, NOPALNOK OpraHu3auum n nposeneHuna 3TUYECKON 9KCNepTu3hbl, @ogma 3aKn4vYeHunsA
coBeTa Nno 3Tnke yCtaHaBnMMBakOTCA YNOJIHOMOYEHHbIM d)e,u,epaanblM opraHom McnonHUTEenbLHon BnacTtu. Yncno
I'Ipeﬂ,CTaBI/ITeﬂeVI MeaNLMHCKNX opransauMﬂ HEe MOXeT NnpeBblillaTb MNOJIOBUHY OT obuwero uucna 9KCnepToB
coBeTa Mo 3TUKe.

6. Mndhopmauusa o coctaBe coBeTa MO 3TUKE, NMaHax ero paboTbl U TEKyLen OeaTENbHOCTM pa3MeLLaeTcs
Ha oduumanbLHOM canTe YnorHOMOYEHHOro dpeaepansHOro opraHa UCNonHUTeneHon Bnactu B cetu "UHtepHet"
B YCTaHOBMEHHOM MM [OPSAKE.

Cratba 40. [lpoBegeHue KIIMHUYECKOrO WCCeAOBaHUA JeKapCTBeHHOro nmnpenaparta Ansa
MeOUUMNHCKOro npuMmeHeHus

1. PyKOBOﬂ,I/ITe.I'Ib MeOnLMHCKON opraHusauunmn, KoOTopada npoBoAUT KIMHUYECKOE WunccregoBaHne
NNIeKapCTBEHHOro npenapara Aand MeamunHCKoro npuMeHeHud, Ha3HadaeT mccrnepnoBatend, OTBEeTCTBEHHOIo 3a
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NnpoBeAEeHNE TaKOro UCCreoBaHUs U UMetowero neyvebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO MPOBOAMMOMY
KMMHUYECKOMY MCCIeJOBaHUI0 NEKapCTBEHHOMO npenaparta, co cTaxeM paboTbl Mo MporpaMMaM KIMHUYECKMX
nccnegoBaHUMI NEKApPCTBEHHbIX MpenapaTtoB He MeHee 4YeM Tpu roga U Mo ero npeasyioKeHuo HasHadaer
couccnegosaTenen U3 yucna Bpaden aTom MegUUNHCKON opraHu3aumu.

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

2. NccnepoBatenb ocyulecTBndeT Bbl60p nayneHToB, KOTOPbIe N0 MEONLUNHCKMM NOKa3aHUAM MOTyT ObITb
npmeriedeHbl K y4aCcTuio B KIIMHUYECKOM MUCcreaoBaHMW JiekapCTBEHHOIo npenapata Aand MeguumHCKoro
NPpUMEHEeHU4.

3. NccnepoBatenb M couccrnegoBaTtenv OOMKHbI ObiTb O3HAKOMIMEHbI C pe3ynbTataMn OOKIMUHUYECKOro
ncenenoBaHnAa nekapcrtBeHHOro cpeacrtea, coaepXxawwmnmmca B 6p0UJI'Ope ncecnenoBartesnd, NpoOeKToM NMpoToKona
KINMMHNYEeCKOro umccriegoBaHuA JnekapCTBeHHOro npenapata and MeauuunHCKOro npmuMeHeHud, paSpaGOTaHHbIM
pa3pa6OT‘~II/IKOM JleKapCTBEeHHOro npenapara Ui UHbIM LPUOANYECKMM NULIOM, NpuUBIiekKaemMbiM K opraHusauuum
npoeegeHna KIMHU4YeCKoro uccnenoBaHua JekapCTBeHHOro npenaparta Anda MeaunuuMHCKOro npuMmeHeHud, u
OpyrumMmmn matepuanamMmm Takoro nccnenosaHus.

3.1. PykoBoantenb MeAMUMHCKOM OpraHnsaumm B CPOK, He MPEBbILAKLWNA Tpex paboumx OHEN CO OHS
Havana nNpoBeAeHMsT KNMMHMYECKOrO NCCIEeAOBaHNA NEKapCTBEHHOrO nNpenaparta s MeAnUMHCKOro NpUMEHeHns,
coobLaeT 06 3TOM B YNONMHOMOYEHHbIV befeparnbHbln OpraH UCMONHUTENBHON BNAcTW, BblAaBLUMIA paspeLlueHne
Ha NpoBefeHne Takoro nccrnefoBaHus, No YCTaHOBMEHHON UM dhopme.

(vacTb 3.1 BBegeHa depepanbHbIM 3akoHoM OT 29.11.2010 N 313-93)

4. OpraHmsaumm, ocyulecTendawowme opraHm3auuto nposeaeHusA KIMMHUYeCKoro nccnepgoBaHuMA
lekapCTBeHHOro npenapara gna MeaunmuuHCKOro npuMeHeHuna M ykas3aHHble B 4acTu 3 crtatbu 38 HacTodALwiero
depepanbHOro 3akoHa, B Criyd4ae HeOOXOOMMOCTU BHECEHUS W3MEHEHWA B MPOTOKON  KIIMHWYECKOrO
nuccrnefoBaHUs  NeKapCTBEHHOrO MpenapaTta  Ans  MEeOMUUWHCKOro npuMeHeHust coobwalT o6 3TtoMm B
YMOSTHOMOYEHHbIN defepanbHbIi OpraH WCMOMHUTENBHOW BMAcTW, BblAABLUMIW paspelleHne Ha npoBedeHue
Takoro uccrnenoBaHus, No yctaHoBEHHON UM coopMme.

(B peq. PenepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. CDopma coobLLeHNs 0 BHECEHUM U3MEHEHUI B NPOTOKON KIMMHNYECKOIro nccrneagoBaHuna nekapCTtBeHHOro
npenapara anda MeanumHCKOro npuMeHeHna OOJKHa cogepXaTb criegyruine cBeeHnA:

1) HanmeHoBaHWe, NOeHTUMPUKALNOHHBIA HOMEP U JaTa NPOTOKONa KMMHUYECKOrO UCCeLOBaHus;
2) fata BHECEHWSI U3BMEHEHWI B MPOTOKOS KIMMHUYECKOrO UCCIef0BaHUS;
3) HaMMeHOBaHMEe 1 MECTO Hax0XOeHUs 3asBUTENS;

4) HauMMeHOBaHWe oOpraHuM3auuM, MpUBIIeYEeHHON pa3paboTyMkoM JIEKapCTBEHHOrO Mpenaparta kK
opraHu3aummn NPoBeAEeHNs KITMHNYECKOro UccrienoBaHns (Mpu Hamuunm);

5) HanMeHoBaHUA N MeCTa HaxoxXaeHnAa MegnumuHCKNX opraHmsauMﬁ, B KOTOPbLIX MPOBOOUTCA KITMHNYEeCKoe
ncenegoBaHne;

6) AaTta Bblgayn pa3pelieHna Ha nposeaeHmne KnmHM4eCckoro nccnenoBaHmna n HoMep 3Toro paspelleHuns,

7) U3MEHEHUsI, BHOCUMbIE B NPOTOKOS KIMHUYECKOrO UCCreAoBaHuS.
(4acTb 4.1 BBegeHa PepepanbHbiM 3akoHoM oT 11.10.2010 N 271-03)

5. B cpok, He npesblwawwuin Tpuguatu paboumx AHEeW CO OHSA MNOMyYeHWs yKasaHHOro B 4actn 4
HacTosillen CcTaTbW COOOLLEHMs, YMOSNIHOMOYEHHbIN  dedeparnbHbli  OpraH  WCMOMHUTENbHOW  BRacTu
paccMmaTpuBaeT 3T0 COOOLLEeHNe B yCTaHOBIEHHOM UM IOPSAAKE U MPUHMMAET peLleHne O BHECEHUN U3MEHEHWI B
MPOTOKON KIIMHUYECKOro MCCrneaoBaHus fiekapCcTBEHHOro npenapata Ans MeAWMUMHCKOro npuMeHeHus unm ob
OTKa3e BO BHECEHMWN TakuxX nameHeHun. [Npy paccmMoTpeHnn coobLLeHns 0 HEOOXOANMOCTN BHECEHUS U3MEHEHUN
B NMPOTOKON KMMHUYECKOrO UCCregoBaHUS fieKapCTBEHHOro npenapaTa Ans MeauuMHCKOro NpMMEHeHUs B Liensx
oueHkn 06OCHOBAHHOCTM MpedniaraeMblX M3MEHEHUn W onpedeneHus CTeneHW pucka Ans nauueHToB,
NPUHUMAKOLWUX yd4acTue B  KIMHUYECKMX WUCCregoBaHusX, YNOMHOMOYEHHbIM  dedepanbHbiM - OpraHom
NCMONHUTENBHON BNacTy MOTYT NPUBIEKaTbCA KCNepTbl COBETA MO 3TUKE.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

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

6. KnuHuyeckoe nccnegoBaHue nekapcTBEHHOro npenapata Ans MeguuUMHCKOro NpUMEHEHNsS MOXET ObITb
NMPUOCTaHOBNEHO WM MpeKpaLwleHo, ecnu B npouecce ero npoBefeHns obHapyxeHa onacHOCTb ONSA >KU3HM,
340pOBbs NaLMeHToB. B crnyvyae BO3HUKHOBEHWSI OMACHOCTU A1 XXM3HKU, 300POBbS NauUeHTa, y4acTBYIOLLEro B
KNMMHUYECKOM MWCCNeAOBaHWM NEKApCTBEHHOrO npenapata Ans MeguuMHCKOro MNpPUMEHEHWS, UCCrnedoBaTenm
0653aHbl TponHdopMmnpoBaTb 06 3TOM pyKOBOAUTENS MEAMLIMHCKOM OpraHM3aunm 1 opraHusauuto, NoyuYmBLLYIO
paspeLLeHne yNosTHOMOYEHHOrO dheaeparnbHOro opraHa MCMONTHUTENbHOW BNACTW Ha OpraHn3auuto NpoBeaeHns
KIMHNYECKOrOo WCCMeAOBaHUSA NEeKapCTBEHHOro npenaparta. PelleHne O MpUMOCTaHOBNEHUN KIMHUYECKOrO
ncecnenoBaHnAa nekapcrtBeHHOro npenaparta gnda MeauumHCKOro npuMeHeHua npuHUMMarT pPyKoBOAUTENb
MeOMLMHCKON opraHmMsauumm u (Mnun) opraHnsaumsi, NonyynsLlasa paspeLleHre ynonHOMOYEHHOro dgeaeparnsHoro
opraHa WCMOSNTHUTENbLHOM BMNacTW Ha OpraHu3auuio NPOBEAEHUS KIMMHWYECKOTO UCCNEeAOBaHUS NeKapCTBEHHOMO
npenapata AN MEeOULMHCKOTO MPUMEHEHUS, PELUEeHME O MPEeKpalleHUM TaKoro WCcnefoBaHWst MpUHUMaeT
YMNOSTHOMOYEHHBIV dhefeparnbHbii opraH WUCMNOSIHATENbHOW BAAcTM Ha OCHOBAHWM COOOLLEHMS B MUCbMEHHOWN
dopme  pykoBOOUTENS  MEOULMHCKOW  OpraHmMsauun Wunv  opraHuvsaumd, nonyyYumBlUas  paspelleHue
YNOJIHOMOYE€HHOro (pep,epaanoro OopraHa WCMNONTHUTENBbHOW BNacTu Ha OopraHusauuio npoeeaeHuna KNnMHU4YeCcKoro
nccnegoBaHus NekapCTBEHHOro npenaparta aAnsg MeguuuHCKoro NpuMeHeHus.

7. B cpok, He npeBblaWMA NATU pabouMx OHEW CO [OHSA 3aBepLUEeHMs, MPUOCTAHOBIIEHUS WK
NpeKpaLweHnst KNMHUYECKOrO MWCCneaoBaHnsl JIEeKapCTBEHHOMO npenaparta Afs MegULMHCKOTO MPUMEHEHUs,
coobuieHne o6 3TOM HanpaBnsAeTca oOpraHMsaumMs My, YKasaHHbIMM B 4actu 3 cratbum 38 HacTosLWero
denepanbHOro 3akoHa, B YNOMHOMOYEHHbIM befeparnbHblii OpraH UCNOMHUTENbHOW BNACTU NO YCTAHOBIIEHHOWN

nm @OQMG.

8. ®opma coobLieHMs O 3aBepLUEHUN, MPUOCTAHOBIIEHUM UMW NPEKPALLEHMN KIMHUYECKOrO MCCNeoBaHuUs
leKapCTBeHHOro npenaparta gnda MeanumMHCKOro npuMeHeHna OoJKHa cogepXaTtb:

1) nHpopMaLMio 0 MEOMUMHCKON opraHusauum UM MeauUMHCKMX OpraHv3aumsx, NpoBOAMBLUMX AaHHOE
nccrnenoBaHue;

2) onncaHme gaHHOro nccrnenoBaHuA;

3) mOaHHble uccrniegoBatensa (pamunuga, uMsi, OTYECTBO, MeECTO paboTbl, 3aHMMaeMasi [OOJDKHOCTb,
crneumanbHOCTb, CTaX paboTbl MO nporpaMmaM KAMHUYECKUX MWCCefoBaHWA NEeKapCTBEHHbIX Npenapartos,
nepeYeHb KIMHUYECKUX NCCREAOBaHUIA NEeKapCTBEHHbIX NpenapaToB, B KOTOPbLIX OH NpUHMMan ydacTtue (nepuoapl
y4acTusi) B Ka4ecTBe uccrnegoBarens unu comccnenosarens);

(B peq. ®enepanbHoro zakoHa ot 11.10.2010 N 271-93)

4) pesynbTaT AaHHOrO WCCrNeAoBaHUSA (3aBeplueHMEe, MPUOCTaHOBMIEHWE WIM NpeKpalleHue [OaHHOro
nuccnegoBaHMs C ykasaHMEM UX MPUYUH U BNUSHWS Ha OLIEHKY €ero pesynbTaToB, OOLLyH OLEHKY pucka u
OXMAaeMon MNonb3bl OT MPUMEHEHUSA UCCreoyeMoro fnekapCcTBEHHOro npenapaTa, a Takke npegnonaraemble
JanbHerne oencTens).

8.1. lMpu BbIBNEHMM dhedepanbHbIM OpraHOM MCMONTHUTENbHOW BNACTU, OCYLLECTBNALWMM OYHKLUUN MO
KOHTPOIO 1 Haa3o0py B chepe 34paBOOXpaHEHUs, HapyLIeHWI NpaBua Hagnexallemn KnMHUYecKon NpakTuky npu
NPOBEAEHUN KITMHUYECKOro WCCNefoBaHMsA NEeKapCTBEHHOro npenapaTa, BAMSIOWUX Ha MOMHOTY W (unu)
[OCTOBEPHOCTb [AHHOro KIMHUYECKOro MCCneaoBaHus, yKasaHHbI defeparnbHbld opraH UCNONHUTENBHOM
BNacTu npuocTaHaBnNuBaeT nNpoBeAeHWe [OaHHOIo KIMHUYECKOro WUCCrefoBaHns U BbIHOCUT MeOMLUMUHCKOM
opraHu3auuu, B KOTOPOW MPOBOAMTCA [OaHHOE KIMHUYECKoe uccrnedoBaHve, npegnucaHve ob ycTpaHeHun
BbIiBNEHHbIX HapyweHuin. [lpn HeycTpaHeHun MeOuLMHCKOW opraHuM3auven BbISBNEHHbIX HapyleHuin B
YCTaHOBMEHHbIM B NpeanvMcaHun CPoOK yKasaHHbI dpefepanbHbld opraH UCMOMHUTENbHOW BRactu npuHMMaeT
peLleHre O NpekpaLleHun NpoBeaeHns KNMHUYECKOro nccrnegoBaHns NekapcTBEHHOro npenaparta U HanpasnseT
B (befepanbHbli opraH UCMOMHMTENBHOW BMACTW, OCYLLECTBASIOWMIA (OYHKUMM MO BbipaboTke M peanusaumm
rocylapCTBEHHOW MOSIMTUKM U HOPMaTMBHO-NPABOBOMY perynvpoBaHuio B cdepe 34paBoOXpaHeHus,
3aKknioyYeHre O BbISBMEHMM NpU NPOBEAEHUMU [AaHHOro KIMHWYECKOro WccneaoBaHUs HapylleHur npasun
Hagnexallenh KIMHUYECKOW MNPaKTUKM ANs NPUHATUS pelleHns ob OTMeHe paspelleHnss Ha OopraHu3auuio
NpoBeAeHUs AaHHOIrO KNMHUYECKOro UCCNeaoBaHns ¢ AaThl NPUHATUSA peLlleHns O NPUOCTaHOBAEHUN NpoBeaeHNS
KNMMHUYECKOro UCCrefoBaHNA NekapCTBEHHOro npenapara.

(vacTb 8.1 B peq. ®PenepansHoro gakoHa oT 13.07.2015 N 241-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

9. YnonHomo4eHHbI defeparnbHbii OpraH UCMONHUTENbHON BNacTu onybrnmnKoBbIBAeT U pasMeLLaeT Ha
cBoeM odmumansHom canTte B cetn "MHTepHeT" coobleHne O 3aBeplleHun, MNPUOCTaAHOBEHUU WK
npekpaweHun KINMHUYECKOro MccrefoBaHus fekapCTBEHHOro npenapaTta Ans MeguumMHCKOro MpUMEHeHus B
CPOK, He NPEeBbILIAIOLLMIA NATM pabounx AHEN CO OHSI ero Nony4YeHns, B yCTaHOBIIEHHOM UM MOPSIAKE.

10. YnonHoMo4eHHbI heaepanbHbIi OpraH UCMOMHUTENBHOW BIaCTU OCYLLECTBASET BeJeHue peecTtpa
uccnegosarenen, NPOBOSALMX UMW MPOBOAMBLUMX KITMHUYECKME WCCNEeOOoBaHUS JEKAPCTBEHHbIX MpenapaToB
O5Ns MeANLMHCKOro NPUMEHEHNs, B COOTBETCTBUN C YTBEPXKAEHHBIMU UM IpaBuiamMu U pasMeLlaeT ero Ha CBoem
oduumnansHoM carnite B cetu "UHTepHeT" B YCTaHOBNEHHOM WM nNopsaake. YKa3aHHbIA peecTp CoaepXuT
WHopmMaLmio, NpegyCMOTPEHHYI0 MYHKTOM 3 YacTu 8 HacTosLWen cTaTbm.

11. OT4yeT 0 pesynbTaTax KIMHUYECKOro UCCNEAOBaHUsSI NeKapCTBEHHOrO npenaparta Anst MeguLMHCKOro
NPUMEHeHWs CoCTaBnseTCa opraHusaumen, ykasaHHon B yactn 3 ctaTbu 38 HacToswero degepansHoOro 3akoHa,
Ha OCHOBaHMM 3aKIMHOYEHUI MEeONLIMHCKMX OpraHn3auuii, NPOBOAMBLUMX 3TO UCCNEAOBaHWE, U NPEACTaBnseTcs B
YNOMHOMOYEHHBIV heaeparnbHbIA OpraH UCMOMHUTENBHOW BNacTW, BbiAaBLUMIA paspeLleHWe Ha MnpoBeaeHue
3TOro MccnenoBaHus, B CPOK, HE MPEBbILLAOLLNIA TPEX MECSILEB CO AHS €r0 3aBepPLUEHUS, MPUOCTAHOBIEHNS UK
npekpaLleHus, B nopsake, yCTaHOBNEHHOM YNOMHOMOYEHHBIM dedepanbHbiM OpraHoM UCNOMHUTENbBHOMW BacTU.

12. HapyweHnne npaBun Hagnexawlen KrIMHUYECKOW MpakTuky, danbcudukaumsa pesynbTaToB
KIMMHUYECKOrO MCCnefoBaHMsl NEKAPCTBEHHOIO npenaparta Ans MeauuMHCKOro NMpUMEHEHMsT BNEKYT 3a CoboM
OTBETCTBEHHOCTb B COOTBETCTBMU C 3akoHOA4aTenscTBOM Poccuiickon degepaunm.

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

13. Tpu npoBegeHUU KIMHUYECKOrO MCCreaoBaHUsA feKapCTBEHHOro npenapaTta Ans MeaULMHCKOro
NPUMEHEHMsT ponyckaeTcs 3abop y nauueHToB Guonornyeckux matepuanoB (obpasubl GUONOrMYecKnx
XKMUOKOCTEWN, TKaHEW, CEKPETOB M NMPOOYKTOB XU3HEAEATENbHOCTU YenoBeka, MU3NONOTrMIYECKNX U NATONOrMYECKNX
BblJENEHNI, Ma3KoB, COCKOOOB, CMbIBOB, MWKPOOPraHM3MOB, OWOMCWUIAHBLIA MaTepuan) Ans WX U3y4YeHus B
Poccuiickon ®egepaumm u (unn) 3a npeaenamm Poccuiickon ®epepauun.

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

14. [opanok BBo3a B Poccuiickyto ®Pepepaunio U BbiBo3a 3a npegensl Poccuiickon depepaumu
OMonormyecknx martepuarnoB, MOJSlyYEHHbIX MPU NPOBEAEHWUM KIMHMYECKOrO WCCREeAOBaHUSA JeKapCTBEHHOTO
npenapaTa Ans MeauuUHCKOro npumMeHeHus, ycraHasnmeaetcs NpasutensctBom Poccuiickon ®eaepaunn.

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

Cratba 41. ,uOFOBOp O npoBegeHUn KnnHn4yeckoro nccriegoBaHunsa nekKkapcreseHHoOro npenapara ans
MeAULUMNHCKOro npumMmeHeHus

1. KnuHunyeckoe uccnenoBaHue NekapCcTBEHHOrO npenaparta Ans MeguLMHCKOro NpUMeHeHNsl MPoBoaUTCS
B COOTBETCTBUM C [AOrOBOPOM O MPOBEAEHWUM KIMHMYECKOro UCCredoBaHUsl NekapCTBEHHOro npenapaTta ans
MEOULMHCKOro NPUMEHEHWs, 3aKkrtodaemMbiM Mexay opraHvMsaumeid, Nomy4YmnBLLEN pa3peLlleHne YNormHOMOYEHHOro
dengepanbHOro opraHa WCMOMHUTENbHOW BMAcTM Ha OpraHusauuio NPOBEeAeHUs Takoro WccrnegoBaHus, U
MeLMLMHCKOW opraHusauunen, ocyLLeCTBNAOLLIEN NpoBeAeHe TaKoro NCCea0oBaHus.

2. ,D,OFOBOp O npoeegeHun KrnnMHU4ecKoro mnccrnenoBaHmna nekapCcrtBeHHOro npenaparta anda meguunHCKoro
NPpUMEHEeHNA OOIMKEH cogepXaTb:

1) YCroBUs 1 CPOKM NMPOBEAEHMUS AaHHOIO UCCreqoBaHus;

2) onpepenexHne obLwern cTonmocTm nporpamMmmbl  OaHHOro wuccnenosaHna C yKa3aHMemMm CyMMbl,
npeuHasHaqarou.l,eVlcq And BblinfiaTt nccriegoBartenam, comccriegoBaTtensam;

3) onpegeneHve dopmbl NpeacTaBneHns pesynbTaToB AaHHOIMO MCCNenoBaHusi B YNMOJSTHOMOYEHHbIN
denepanbHbIN opraH UCNOMHUTENBHOW BRacTMW.

Cratba 42. ®PuHaHcoBoe obecneyeHue KIIMHMYECKOro MUccrenoBaHUA NeKapcTBeHHOro npenaparta
AnA MeAULUMNHCKOro npuMmeHeHusA

durHaHcoBoe obecneveHme KIMHUYECKOro MccnenoBaHust JleKapCTBeHHOro npenaparta gna meguumHCcKoro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

NMPUMEHEHMS OCYLLIECTBISIETCS 3a CYET:
1) cpencTB dhenepanbHOro GrooKETa;

2) cpencTe OpFaHMSaLLMVI, nonyyvymBlwlnxX paspeweHme Ha opraHumsaunio nposefeHunAa OaHHOro
ncecregoBsaHud, B COOTBETCTBUMN C YCITOBUAMUK OroBopa O ero nposeaeHunu;

3) MHbIX He 3anpeLUeHHbIX 3akoHo4aTeNbCTBOM Poccunckon deaepaum NCTOHHUKOB.

Crtatba 43. npaBa nauymeHToB, y4acCTByHOLWUX B KIIMHUYECKOM uccriegoBaHMn nekKkapcrtBeHHOro
npenapara gnd meguUMHCKOro npuMmeHeHus

1. Yyactue nauyneHToB B KIMHMYECKOM UuccneagoBaHUM nekapCTBEHHOro npenaparta Aand mMeguumHCKoro
NPpUMEHEeHNA ABNAeTCA ﬂO6pOBOJ’IbeIM.

2. TaumneHT UM ero 3aKOHHbIN NpeAcTaBUTENb AOIMKEH ObITb MHPOPMMPOBAH B MUCbMEHHOW hopMe:

1) 0 nekapCTBEHHOM nMpenapate AN MEOULUMHCKOrO TMPUMEHEHUSS U CYLIHOCTM  KITMHWUYECKOro
nccnefoBaHNs 3TOro nekapcTBEHHOro npenapaTa;

2) o GesonacHOCTM IeKapCTBEHHOro npenapata And MEOWLUHCKOrO MPUMEHEHUS, €ro OXugaemow
3PPEKTUBHOCTU U CTENEHN pUCKa AN NAUMNEHTa;

3) 00 ycnosuAax y4yactma nauneHta B KIMMHUYECKOM UuccnenoBaHUnM IneKapCTBEeHHOro npenaparta Ansd
MeaNLMHCKOIro NpuMeHeHus;

4) 0 uenu WUnn Lensax U NPoAOCIHKUTENBHOCTM KIMHUYECKOrO UCCefoBaHMs NekapCTBEHHOro npenapata
ANst MEOWLIMHCKOrO NPUMEHEHWS;

5) o gencTBMsIX MauMeHTa B crnydae HenpeaBuaeHHbIX 3¢pdeKToB BNUSHWUS NEKapCTBEHHOroO npenapaTa
Ona MeguLUUHCKOro npuMeHeHnsa Ha COCTOAHNE ero 30opoBb4;

6) 006 ycnosuax 0b6s13aTensLHOro CTpaxoBaHUA XXNU3HW, 300POBbA NMNaUuNeEHTa,

7) O rapaHTunax KOHQ)I/ILI,GHLI,VIaJ'IbHOCTI/I yqyactua nadueHTa B KIMMHUYeCKoOM mnccrenoBaHun nekapcTtBeHHOoro
npenaparta gna MeanmunHCKoOro npuMmeHeHus.

3. ,D,o6pOBoanoe cornacve nauuMeHta Ha y4dYacCTtue B KIIMHUYEeCKOM uccrieqoBaHMM JekapCTBEeHHOro
npenaparta gna MeguunHCKOro npMMeHeHua noateepXgaeTcAa ero noanucbio Unn nognmcbro ero 3akKoHHOro
npeacrtaBuTend Ha VIHQ)OpMaLI.I/IOHHOM JINCTKe nNauuneHTa.

4. MMauneHT UM ero 3aKoHHbIN npeacrtaBuTesrib MMeeT MnpaBO OTKa3aTbCA OT y4YacCTuAa B KITMHUYECKOM
ncenengoBaHM NekapCTtBeHHOro npenapara ana MeamunHCKoOro npuMeHeHuma Ha nobon cragum nposeaeHunA
TaKoro nccnegoBaHuA.

5. MNMpoBepeHne KIMHUYECKOTO NCCNeaoBaHNs NIeKapCTBEHHOMO Npenapara 4518 MeauUMHCKOro NPUMeEHEeHNs
C y4acTMeM B KadyecTBe NMauMeHTOB AeTel JonycKaeTcsi TONbKO C corfacusl B MUCbMEHHON hopMe X poauTenen,
ycblHOBUTENEN. [leTn MoryT paccMaTpyBaTbCs B Ka4ecTBe MOTEHUManbHbIX NaUMEHTOB Takoro MccrenoBaHus,
TONbKO €cnn ero npoBedeHMe HeobXoauMo Ansi  YKPEnneHust 300poBbsi  AeTerd UM NpogunakTUKK
WMHMEKUMOHHBbIX 3aboneBaHWiA B OETCKOM Bo3pacTe nnbo ecnu Lenbi Takoro UCCrnefoBaHust sIBnsieTcs
nonyyYeHve gaHHbIX O Hauny4len JO3MPOBKE NeKkapCTBEHHOro npenapara ansa nedyeHus geten. B atux cnyyasx
TakoMy MCCNeAOBaHWI0 OOIMKHO NPefLecTBOBaThb KMMHUYECKOE MUCCredoBaHMe fNiekapCTBEHHOro npenapara gns
MEOULMHCKOrO MPUMEHEHUSI HA COBEPLUEHHONETHUX FpaxadaHax, 3a UCKMIYEHNEM CrlyYaeB, eCnn UccrneayeMblii
neKkapCcTBEHHbIN NpenapaTt AN MeAMUUHCKOro NPUMEHEHNS NpeAHa3Ha4YeH UCKIMIOYUTENBHO ANSt UCMNOSIb30BaHUS
HECOBEPLUEHHOMNETHUMM rpaxaaHamu.
(B peq. PenepanbHoro 3akoHa ot 22.10.2014 N 313-93)

6. 3anpeu.|,aeTc;| npoeeageHne KImMHU4YeCKoro uccnegoBaHuAa JeKapCTBEHHONo npenaparta and
MeONUNHCKOIro npuMeHeHusa ¢ y4actmeM B Ka4eCTBe NMNauneHTOB:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

1) peTen-cnpoT 1 geTen, ocTaBUMXCS 0e3 noneyveHns poanTenen;

2) XeHWMH B nepuog GepeMeHHOCTU, KEHLWMH B Mepuon rpyAHOro BCKapMIMBaHUS, 3a WCKIIOYEHUEM
cryyaeB, ecrnv NpoBOAUTCS KIMMHUYECKOE UCCedoBaHUe NEKApCTBEHHOro npenaparta, NpegHasHa4YeHHoro Ans
YKa3aHHbIX >XEHLUMH, NpU YCNoBUM HEOOXOAMMOCTU MONy4YeHUs MHopMauun TOMbKO BO BPEMSI MPOBEAEHUS
COOTBETCTBYHLUMX KIMHUYECKMX WUCCMEQOBaHUA U MPUHSATUS BCEX HEOOXOAMMbIX Mep MO WUCKMYEHUIO pucka
HaHeceHus1 Bpeaa eHLUMHe B nepuon 6epeMeHHOCTH, JKeHLUMHEe B Nepuog, rpyaHOro BCKapMnvMBaHus, Nnoay Unm
pebeHky;

3) BOEHHOCMyXalMx, 3a UCKMYeHWeM CrlyyaeB MNpoOBeAeHMs  KIMHWYECKOro  MccrefoBaHus
neKkapcTBEeHHOro npenapara, cneuvansHO paspaboTaHHOro Ans MPUMEHEHWS B YCNOBUSX BOEHHbIX AENCTBUW,
Yypes3BblYanHbIX CUTyaLun, NPOUNIaKkTMKN U nedYeHns 3abonesaHnii U MOpaKeHWn, MOMyYeHHbIX B pesynbTaTe
BO3OeNCTBMA HebnaronpuaTHbIX XUMWYECKUX, OBUOoNorMdyecknx, papuaumoHHbix dakTopoB. KnnHuuyeckoe
nuccriefoBaHne Takoro fnekapCTBEHHOro npenaparta MoOXeT MPOBOAUTLCHA C ydYacTMeM B KayecTBe NauneHToB
BOEHHOCNYXaLUWX, 3@ WCKIIYEeHNeM BOEHHOCMYXalUMX, MNPOXOASLMX BOEHHYH cnyx0y no npusbiBy, C
cobniogeHvem TpeboBaHUI, YCTaHOBMEHHbIX HacToswMM PegepanbHbIM 3aKOHOM B OTHOLUEHWM TPaXKOaHCKUX
nnu;

4) COTPYAHUKOB NpaBOOXpaHUTENbHbIX OPraHoB;

5) nuu, oTGLIBAIOLLMX HAKa3aHWe B MecTax NnuLeHus cBoboabl, a Takke Ny, HaxoOsLWUXCS NoJ cTpaxen B
CMEeACTBEHHbIX N30MATOpaXx.

7. JonyckaeTca npoBedeHne KNMHUYECKOro MCCreoBaHUs fiekapCTBEHHOro npenapaTa Ans MeavuuHCKOro
NPUMEHEHWS, NPefHa3HaYeHHOro AN feYeHns ncuxuyecknx 3abonesaHui, ¢ y4acTMeM B KavecTBe MaumeHToB
My ¢ NCUXMYeckuMy  3aboneBaHusiMM, MNPU3HAHHBIX  HeOeecnoCcobHbiMWM B NOpAdKe, YCTAHOBIEHHOM
3akoHogatenbcTBoM Poccuinckon ®egepauun. KnmHnyeckoe nccrnegoBaHne nekapcTBEHHOMO npenaparta B 9TOM
Ccny4yae npoBoAUTCA Npn Hann4dmm cornacua B NMUCbMEHHOM (bopme 3aKOHHbIX I'Ipe,El,CTaBI/ITeJ'IeVI YKa3aHHbIX nnul.

Ctatbs 44. O6GsA3aTenlbHOe CTpaxoBaHWe KWU3HM, 3A40POBbSA NaLMeHTa, YyvyacTBylOLlero B
KINMUHMYECKOM UCCefoBaHUM NleKapCTBEHHOro Npenapara AnA MeauLMHCKOro NPMMeHeHUA
(B pen. PepepanbHoro zakoHa ot 29.11.2010 N 313-93)

1. OpFaHVI3aLI,I/IF|, nony4yumBLllaa paspelleHne Ha opraHmsauuno nposefeHuna KrnHn4eckoro mccnenoBsaHusA
nekapCTBEHHOro npenaparta ans MeguuUHCKOro npuMeHeHusi, obsisaHa B KayecTBe CTpaxoBaTerisi CTpaxoBaTb
PUCK MPUYMHEHUSI Bpeaa XXM3HW, 3[00POBbI0 NauMeHTa B pesyrbTaTe NPOBEAEHWUs! KIMHUYECKOrO MCCreaoBaHus
neKkapcTBEHHOrO npenapaTa Ans MeOUUMHCKOTO MPUMEHEHWS 3a CBOW CYeT MyTeM 3aKMuveHus Aoroeopa
065s3aTenbHOro CTpaxoBaHus.

2. O6bekToM 006A3aTENBHOIO CTPaxoBaHUA ABMSETCA UMYLLECTBEHHLIN MHTEPEC NaumeHTa, CBSA3aHHLIN C
NPUYMHEHNEM Bpeda €ro XM3HW WNM 300POBbI0 B pesynbTaTe MNpoBeAEHUs KIMHUYECKOro MccreaoBaHus
neKkapcTBEHHOro npenapara Ans MeaMuUMHCKOro NPUMEHEHUS.

3. CTtpaxoBblM criydaem No [OroBopy 006s3aTenlbHOrO CTpaxoBaHUS SABMSIETCS CMEpPTb MauMeHTa Wnu
yXyfOLleHne ero 340poBbsi, B TOM 4uCre Brekylee 3a coOOM YCTaHOBMEHWE WHBaNWAHOCTU, MPU Hanuyum
NMPUYNHHO-CNEACTBEHHOM CBSI3W MEXAY HaACTYNNEHMEM 3TOro COObITUS M yvyacTueM nauueHTa B KIMHUYECKOM
nccnenoBaHUM NekapcTBEHHOIO NpenapaTa.

4. TpeGOBaHVIﬂ O BO3MeLlleHun Bpena, NpUHYHNHEeHHOro Xnu3Hu nnm 30opoBbio NauneHTa, NnpeabaBnAaloTCA B
Te4yeHne CpoKoB WCKOBOW OaBHOCTH, YCTAHOBJIE€HHbIX rpa>KOaHCKUM 3aKOHOAAaTE1bCTBOM.

5. Pasmep cTpaxoBoi BeinaTbl MO 4OroBOpY 06593aTeibHOr0 CTpaxoBaHUS COCTaBNSAET:

1) B Clny4Yae CMepTun naudueHTta ABa MUIITIMOHa py6nel71 Ha KaXxaoro nauveHTa, y4YacTBOBaBLUEro B
KIMMNMHNYEeCKOM nccnenoBaHM nekapCTtBeHHOro npenaparta,

2) npu yxyaLweHun 340poBbA NaumeHTa:

a) noBrekLwem 3a cobon yCTaHOBJI1€HNE NHBANTMOHOCTU I rpynnbl, OOVUH MUITTTMOH NATbCOT TbICAY py6nel7| Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

KaXaoro nauneHTa, ydactBoBaBLUEro B KIMMHNMYECKOM UCCeoBaHNN NEKapCTBEHHOIO npenaparta;,

0) noBnekwem 3a coboln ycTaHOBMNEHWE WHBanNMAHOCTM Il rpynnbl, OOUH MWNNWOH pybnen Ha Kaxgoro
nauMeHTa, y4acTBOBaBLUENO B KIMMHUYECKOM UCCINESOBaHMM NIEKapCTBEHHOIO Npenapara;

B) MOBMeKWeM 3a coboil ycTaHoBneHue wHeanuaHoctu Il rpynnbl, NSTECOT ThicAY pybrielt Ha Kaxzgoro
nauMeHTa, y4acTBOBAaBLUENO B KNMMHUYECKOM UCCNEAOBAHUM NEKAPCTBEHHOTO Npenapara;

r) He NoBnekLleM 3a cobol yCTaHOBNEHUSI UHBaNMAHOCTU, He Bornee YeM TpUcTa TbiCaY pybnen Ha Kaxaoro
nauueHTa, Yy4acTBOBaBLUEro B KIMHUYECKOM WCCNEedOBaHWM NeKkapCTBEHHOro npenaparta, Mcxogsd U3
HOpPMaTMBOB, OTPaXalLUMX XapaKTep W CTerneHb NOBPEXAEHUS 340pOBbs, a Takke (HaKTUYECKN MOHECEHHbIX
nauneHTOM pacxXo[oB, BbI3BaHHbIX MOBPEXAEHWEM 340POBbSA, HAa MEAMULMHCKYI0 MOMOLLb, npuobpeTeHue
nekapCTBEHHbIX NpenapaTos.

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

6. YTpatun cuny ¢ 1 nionsa 2015 roga. - PegepanbHbin 3akoH oT 22.12.2014 N 429-93.

7. Cpok poroBopa 00s3aTenbHOro CTpaxoBaHWsi He MOXeT OblTb MeHee, YeM CpOK MpoBeaeHus
KINMHUYECKOro UCCreL0BaHUS flekapCTBEHHOMO Npenapara.

8. YcnoBusa goroBopa 006si3aTeNbHOro CTpaxoBaHusi, B TOM YUCIEe CTpaxoBble Tapudbl No obsisaTenbHOMY
CTPaxoBaHUO, MnepeyeHb HEeoOXOAMMbIX [OOKYMEHTOB Afs OCYLWECTBMEHWS CTPaxOBOW BbINMaThbl, MOPSOOK
YCTaAHOBMEHUA  CTpaxoBaTenem  WHAMBUAYaANbHOMO  MAEHTUMUKALMOHHOMO  KO4a naumeHTa, MnopsiAoK
WH(OPMNPOBAHUA CTpaxoBaTenem CTPaxoBLiMKa O TMPUBMEYEHHbIX K  KIMHUYECKOMY  UCCrefoBaHuio
nekapCTBEHHOrO npenapaTa Ans MeAWLUMHCKOro NpUMEHEHNs naumMeHTax, NopsaoK ynnatbl CTPaxoBoW npemuu,
nopsgoK peanusauum onpegerneHHblx HactoAwmum PefeparnbHbiM 3aKOHOM M ApYrMMU dhedepanbHbIMU 3aKOHaMK
npaeB u o06A3aHHOCTEN CTOPOH MO LOroBopy 0653aTernibHOro CTpaxoBaHWUS, a Takke HOPMAaTMBbl, OTpaXawlune
XapakTep M CTeneHb MNOBPEeXOEeHUs 340pOBbs, YCTAHABMMBAKOTCA TWUMOBLIMW _MNpaBuiamMu 00s3aTenbHOro
CTpaxoBaHus.

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

9. B cnyyae nNpUYMHEHUS Bpeda XU3HW MauMeHTa, y4yacTBOBABLUErO B KIIMHWYECKOM WCCRedoBaHuu
neKkapcTBEHHOro npenapara, BbirogornpuobpeTaTensaMy nNo OOroBopy 0653aTenbHOro CTPaxoBaHUA ABMSAKTCA
rpakgaHe, MMelolMe MpaBo Ha BO3MellleHMe Bpeda B CNyvyae CMepTM KOpMuIbLa B COOTBETCTBUU C
rpakgaHCKMM 3aKoHOOATeNbCTBOM, MPW OTCYTCTBUM TaKUX rpaxgaH - PoAUTenu, cynpyr, OeTu ymepLlero
nauueHTa, y4acTBOBaBLUEro B KIMHWYECKOM WCCredoBaHWM IEeKapCTBEHHOro npenapaTa, B Clyyae CMepTu
nauueHTa, y4acTBOBABLUErO B KIMHWMYECKOM WCCREeAOBaHWM JIEKapCTBEHHOTO Mnpenapata W He WMEeBLUEro
CaMOCTOATENIbHOTO [0X0Aa, - FpaXaaHe, Ha WXKOMBEHUM KOTOPbIX OH HaxXOAWUIICsl, B OTHOLUEHUW BO3MELLEeHWs!
pacxodoB Ha norpebeHve nauueHTa, y4yacTBOBaBLUEro B KMWHWYECKOM WCCNEAoBaHUU NeKapcTBEHHOro
npenapara, - N1LO, MOHECLLEE Tak1ue pacxoabl.

10. CtpaxoBas BbinfaTta B CYET BO3MELLEHUS Bpeaa, NPUYMHEHHOIO XU3HW NauueHTa, y4acTBOBaBLUErO B
KMMHUYECKOM WCCREedoBaHMN JIeKapCTBEHHOro rpenaparta, pacrnpefensercs Mexagy BbirogonpuobpeTaTtensmu
MPONOPLMOHANbHO NX KONMUYECTBY B PaBHbIX OOMSX.

11. Mpy HacTyNfeHNM CTPaxoBOro criyyas MauMeHT, Y4acTBOBaBLUMA B KIMMHUYECKOM WCCredoBaHuu
NeKkapcTBEHHOro npenapaTa, BbirogonpuobpeTaTent BNpaBe NPeabsBUTb HEMOCPEACTBEHHO CTPaXOBLUMKY
TpeboBaHNe O BO3MellleHUM MNpuYMHeHHoro Bpega. CTpaxoBas BbinnaTa OCYLIECTBMNSAETCS CTPaxOBLUMKOM B
TeyeHne TpuauaTW AHEN Co OHA MpeacTaBneHus HeobxoOuMbIX AO0KYMeHTOB. [lauueHT, y4acTBOBaBLUWUIA B
KMUHUYECKOM UMCCreqoBaHUM NekapcTBEHHOro npenaparta, Wnu BbirogonpuobpeTtatens 06s3aH CoOBLWUTL
CTPaxoBLUMKY AN OCYLLECTBNEHNS CTPaxoBoW BbiNnaTbl MHANBUAYANbHbLIA MOEHTUGVKALMOHHBIN Kod NauueHTa,
YCTaHOBIEHHbI CTpaxoBaTereM B COOTBETCTBMU C TUNOBLIMY NpaBuiamy o6s3aTenbHOro CTpaxoBaHusl.

12. [lo nornHoro onpeaeneHns pasMepa NoANexallero Bo3MeLeHUI0 Bpeaa CTPaxOBLIMK MO 3asBMNeHUo
nauyneHTa, y4yactBoBaBLUero B KIMHUYECKOM uUCCnenoBaHUM JeKapCTBEHHOro npenapara, WM 3adaBleHUro
BbIrofonpuobpeTatens BnpaBe OCYLIECTBUTb YacTb CTPAXOBOW BbIMMaTbl, COOTBETCTBYIOLLYIO (DaKTUYECKU
onpeeneHHon YacTu MPUYNHEHHOTO Bpeaa.

13. CtpaxoBas Bbinnata B COOTBETCTBUM C OOrOBOPOM 00653aTENbHOrO CTPaxOBaHUSA OCYLLECTBMSIETCS
He3aBMCUMO OT BbINNaT, NPUHNTALWLKNXCA NO APYrMM BUaam CTpaxoBaHUA.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

14. He ponyckaeTcsi y4acTve nauveHTa B MPOBEAEHUM KIMHWYECKOrO WCCREeAOBaHWsl IeKapCTBEHHOO
npenapaTta npu oTCYTCTBMM A0OroBopa 0643aTenbHOro CTpaxoBaHus.

15. KoHTponb 3a UCMoNHeHMEM OpraHu3auuein, nonyyvBlIei paspelleHne Ha opraHu3aumio NpoBedeHus
KMMHUYECKOTO WCCMEeAoBaHMs feKapCTBEHHOro npenaparta Ans MeAUUMHCKOrO MPUMEHEHUs), YCTaHOBMEHHOM
HacTosiLeln cTaTbelt 06553aHHOCTM MO 06513aTENBbHOMY CTPAXOBaHMIO XXM3HW, 300POBbS NaUMEHTa, Y4acTBYIOLLEro
(yyacTBOBaBLIEr0) B  KNMHWYECKOM  WCCMEAOBaHWM  NeKapCTBEHHOro  npenaparta,  OCyLLeCcTBseTcs
YNONMHOMOYEHHBLIM (hbefepanbHbIM OpraHoM UCMOMHUTENIbHOW BRacTW, BblAABLUMM paspelleHne Ha NpoBeaeHue
KIMUHUYECKUX UCCMEeNOBaHWIN NeKapCTBEHHbIX NpenapaToB AMs MEeAWLMHCKOTO NPUMEHEHMS.

Mnaea 8. NIPON3BOOCTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPECTB
Cratbs 45. Ipon3BoAcTBO NeKapCTBEHHbIX CPeAcTB

1. Npon3sBoacTBO NEKAapCTBEHHbIX CPEACTB AOMKHO COOTBETCTBOBaTL TpeboBaHMSM NpaBui Haanexallen
NPON3BOACTBEHHOW MPAKTUKN, YTBEPXOEHHbIM YNONMHOMOYEHHbIM eaeparnbHbIM OpraHoM UCMOMHUTENbHOM
Bnactu. OcobeHHOCTM nepexofa MpPOM3BOACTBA OTAENbHbLIX JIEKAPCTBEHHBIX CPEACTB K WX MPOU3BOACTBY B
COOTBETCTBMM C TpeboBaHMsIMM NpaBuUIT  Haanexawen MNpou3BOACTBEHHOW MNPaKTUKX YyCTaHaBMBalOTCSA
MpaButenbctBoMm Poccuiickon depepaumn. Bblgaya  3akmno4eHUMn O  COOTBETCTBMM  MPOM3BOAUTENS
nekapcTBEHHbIX CpeacTB TpeboBaHMAM NpaBun Hagnexallen NPon3BOACTBEHHON MPAaKTUKM OCYLLECTBNAETCH No
pesynbTataM WHCMNEKTUPOBAHUSA NPOU3BOAMTENEN JEeKapCTBEHHbIX CPeacTB B MoOpsake, YCTaHOBMEHHOM
MpasutenbctBoMm Poccuiickon Pepepaumn. Pasvep nnatbl 3a Bblgayy 3akniodeHMss O COOTBETCTBUMU
Npon3BoOUTENST NEKAapCTBEHHbIX CPeAcTB TpeboBaHMAM MNpaBun Hagnexalwen MNpou3BOACTBEHHOW MNPaKTUKK
ycTaHaBnmBaeTca [lpaButenbctBoM Poccuinckon depgepaumn. [lopagok opraHusaumMmM U NpoBefeHus
WHCNEKTMPOBAHNS MPOU3BOAMTENEN IeKApCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHusM npaBun
Haanexallen NpoM3BOACTBEHHON NPaKTMKM ycTaHaBnmBaeTcs [NpasutensctBom Poccuiickon ®eaepaumn.

(B peq. PenepanbHbix 3akoHOB OT 25.06.2012 N 93-93, o1 22.10.2014 N 313-d3, o1 22.12.2014 N 429-03)

2. Npon3BOACTBO NeKapCTBEHHbIX cpeacTB B Poccuiickon ®enepaumm ocyLLeCcTBIISETCA NPON3BOANTENSIMU
NEKapPCTBEHHbIX CPEeACTB, MMEKLMMMU NIMLEH3NIO Ha NPOU3BOACTBO IEKAPCTBEHHbIX cpeacTB. [MoarBepxaeHue
COOTBETCTBMS NULEH3MaTa Nnpasunam Hagnexailen npou3BOACTBEHHON MPAaKTUKU OCYLLECTBMSETCS B paMKax
NNLIEH3MOHHOIO KOHTPONA B COOTBETCTBMM C 3akoHodaTtenbcTtBom Poccuiickon ®epepauumn ¢ yyeTom
0CODEHHOCTEN, YKa3aHHbIX B 4acTu 1 HAaCTOSALLEN CTaTbMy.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-93, o1 22.12.2014 N 429-03)

2.1. Ing uenen NUueH3npoBaHUSA NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB AN MEeAMULMHCKOro NpUMEHEHUS
N MHCNEKTMPOBaHNS CyObLEKTOB ODpalleHNsi NekapCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHUSM MpaBuil
Haanexallen Npou3BOACTBEHHOW NPaKTUKM befepanbHbld OpraH MCMOMTHUTENBHOW BIACTU, OCYLLECTBMASHOLLMNA
rocy0apCTBEHHYI0 PEermcTpaumio JieKapCTBEHHbIX MpenapaToB ANs MEeOULMHCKOro MpUMEHeHUs, npeaocTaBnseT
degepansHOMY  OpraHy WCNOSHUTENbHOW  BRacTu, OcyllecTBnswoweMy deaepanbHbli  rocy4apCTBEHHbIN
NNLEH3NOHHBIA  KOHTPOSb OeATENbHOCTM MO NPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB AMs MeAMUMHCKOro
NPUMEHEHNS, MO €ro 3anpocy B pamkax MeXBeAOMCTBEHHOMo MHOPMALMOHHOIO B3aMMOAENCTBMSA B NOpAOKe,
YyCTaHOBMNEHHOM dbefepanbHbiM  OpraHoM WCMOMHUTENbHON BRAacTW, OCYLUECTBASKLWUM  NULEH3UpOBaHUe
NPOu3BOACTBa JEKAPCTBEHHbIX CPEACTB AN MEeOMUMHCKOrO MpUMEHEHUs, U dedepanbHbiM  OpraHoM
NCMNOMHUTENBHOW BacTu, OCYLLECTBASIOLINM FOCyAapCTBEHHYO PErMCTPauMio fiekapCTBEHHbIX NpenapaToB Ans
MEAMLMHCKOTO MPUMEHEHMUS, CBEOEHUS O JeKapCTBEHHbIX CPEeACTBax, YyKasaHHble B 4Yactm 5 cratbn 18
HacToswero defepanbHOro 3akoHa, B TOM YuCre B Criyyae, ecriv Takme CBEAEHMSI COCTaBISAIOT KOMMEPYECKYHO
TanHy.
(vacTb 2.1 BBegeHa depepanbHbiM 3akoHoM OT 14.07.2022 N 311-03)

3. T[pou3BOACTBO JEKApCTBEHHbIX CPEACTB  OCyllecTBnsetca C  cobniogeHveM  TpeboBaHui
NPOMBILLITIEHHOTO perfaMeHTa, KOTOPbI YTBEPXKOAAETCS PYKOBOAWUTENEM MPOM3BOAUTENS NEKAPCTBEHHbIX
CPEeACTB M BKMOYaeT B ceba nepeyveHb UCNONb3yeMbliX hapMaueBTUYECKUMX CyOCTaHLMM M BCMOMOraTerbHbIX
BELLECTB C YyKasaHWEM KONMYEeCcTBa KaXdoro M3 HWX, AaHHble 00 ucrnonb3yeMoM o0opyaoBaHUWM, OnucaHue
TEXHOS0rM4YecKoro npouecca U MeTo0B KOHTPONSI Ha BCeX aTanax NPou3BOACTBA NleKapCTBEHHbIX CPEACTB.

4. Mpu Npon3BOACTBE NEKAPCTBEHHBLIX CPEACTB UCMONb3YOTCA hapmaLleBTuyeckue cybcTaHummn, cBegeHus
O KOTOpbIX codepxaTcs B TOCYAapCTBEHHOM peEecTpe IeKapCTBEHHbIX CpeacTB, 3a  UCKIHYEHMEM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

hapmaLeBTMIeCKMX CybCTaHLMIA, NPOU3BOAUMbIX OJ1S NMPOBEAEHUS KITMHUYECKNX UCCIefOBaHUA 1 NS aKcnopTa.
K npoueccy npou3BoactBa hapmMaueBTUYECKOW CyOCTaHUMM OTHOCATCA ftobble CTaguMu TEXHOMOrMYeckoro
npouecca, MO3BOMALWME MOMYYUTb TFOTOBbLIA MPOAYKT, COOTBETCTBYHOLWMN TpeboBaHMsaM apmMakonemnHom
cTaTbW, B TOM 4ucre pepMeHTauus, SKCTpaKums, O4MCTKa, BblAeNeHne, nepekpucrannunsaums, BbiCyLUMBaHUE,
namernbyeHue. B cnyyae HeoGX0AMMOCTU UCNONBb30OBaHNA 3TUNOBOrO CNMPTa, B TOM 4ucne dapmaueBTUYeCKOn
cybcTaHuum cnupta 3TWMOBOrO (3TaHona), npuv MNpPOM3BOACTBE JIEKAPCTBEHHLIX CPeACcTB B KayecTBe
OEVCTBYIOLLErO M (UNK) BCMOMOraTeNlbHOrO BELLECTBA, @ TAKKE B MHbIX TEXHOMOTMYECKUX LENaX AOMKHA ObiTb
ncnonb3oBaHa ToNbKO hapmaLeBTUYeCKas CyOCTaHUMA cnnpTa STUNOBOTO (3TaHOoM).

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-93, o1 27.12.2019 N 481-D3)

4.1. [epeyeHb NEKapCTBEHHbLIX NpenapaTtoB AN MeOUUMHCKOrO MPUMEHEHUS, B OTHOLLUEHUN KOTOPbIX
ycTaHaBnuBatTcsi TpeboBaHua K oObemy Tapbl, YNakOBKE W KOMMIEKTHOCTWU, MEpPeYeHb J1eKapCTBEHHbIX
npenapaToB AN BETEPUHAPHOrO NMPUMEHEHUS, B OTHOLLEHMWN KOTOPbIX YCTaHaBNMBaKTCs TpeboBaHust K obbemy
Tapbl, a Takke TpeboBaHWs Kk OObeMy Tapbl, YyNakOBKE WM KOMIMMEKTHOCTU JIEeKApCTBEHHbIX MpenapaToB AN
MEOMLMHCKOrO MpUMEHeHUsi, TpeboBaHua K 0ObeMy Tapbl NEKAPCTBEHHbIX MpenapaToB AN BETEPUHAPHOro
NpUMeEHeHUs onpenenstTcs COOTBETCTBYHOLLNMU YNOMHOMOYEHHbBIMMN denepanbHbIMU opraHamu
WCNONMHUTENBLHOW BNacTu B Nopaake, yctaHoBneHHoM [NpaButensctBom Poccuiickon deaepaumm.

(vacTb 4.1 B peq. PepepansHoro zakoHa oT 14.12.2015 N 374-93)

4.2. OpraHusaumm, OCyLlecTBNALME NMPONU3BOACTBO (hapMaLeBTU4ECKOM CybCTaHLMM cnmpTa 3TUOBOro
(3TaHona) ons Npou3BOACTBa CNUPTOCOAEPKALLMX NEKAPCTBEHHBLIX NpenapaTos, 0683aHbl OCYLECTBNATL YYET B
nopsigke, yctaHoBneHHom cratbamu 8 n 14 ®PepepanbHoOro 3akoHa oT 22 Hoss6ps 1995 roga N 171-03 "O
rocygapCTBEHHOM  perynupoBaHMM  Npou3BoAcTBa UM obopoTa  3TUMNOBOrO  CMMpTa,  ankoronbHOW U
cnupTocodepXallen npoaykumm uM ob orpaHudeHnn noTpebneHus (pacnuTnsl) ankorofibHOM NpoAyKumn”.
MpoussoactBo papmaueBTUYECKOW CyOCTaHUMM chivpTa  3TUNOBOrO  (3TaHora) [JOMyCcKaeTca  TOMbKO
opraHunsaumen, OCyLLECTBIIAIOWEN NPON3BOACTBO PEKTU(INKOBAHHOIO STUMOBOMO CNMPTa U3 MULLEBOrO Chipbs Ha
OCHOBaHWUM NULIEH3MM Ha MPOM3BOACTBO 3TUIOBOrO CNMpTa ANns Npov3BoAcTBa hapmaueBTU4eckon cybcTtaHumum
cnupTa 3TUINOBOro (3TaHona) B COOTBETCTBMU € TpeboBaHusaMn PefepanbHOro 3akoHa ot 22 Hosbps 1995 roga
N 171-®3 "O rocygapCTBEHHOM perynMpoBaHMU MpouM3BoAcCcTBa M obopoTa STUIOBOrO CnvpTa, ankKorofibHOM U
cnupTocodepXallen npoaykuMm uM o6 orpaHudeHnn noTpebneHus (pacnuTnsl) ankorofibHOW npoaykumun”,
MeTOAOM pa3BefeHMst BOOOW OYULLIEHHOW Takoro aTUNOBOMO CnupTa, NMPOU3BEAEHHOr0 AaHHOW opraHu3auunen no
MECTY OCYLLECTBIEHNsI NPOM3BOACTBA hapMaLeBTUYECKON CyBCTaHUMM cnupTa aTUNoBOro (aTaHona).

(yactb 4.2 BBegeHa PepepanbHbiM 3akoHom oOT 03.07.2016 N 261-93; B pen. PenepanbHOro 3zakoHa OT
27.12.2019 N 481-03)

4.3. WHgmBupgyanbHble npegnpuHMMaTenyV W IOpuandeckMe nvua, OCYLIEeCTBNSAKLWNE 3aKymnky W
ucnonb3oBaHve apmaueBTUYeckorn CyOGCcTaHUMM chnvpTa 3TUMIOBOrO (STaHoma), a Takke MpousBoACTBO,
N3roToBreHne 1 (unu) obopoT (3a WCKIYEHUEM PO3HWYHOM MPOAaKW) CnUpTocodepXalux NekapCTBEHHbIX
npenapaTtoB, 06513aHbl OCYLLECTBMSATL UX YYET U AeKnapupoBaHue B NOpsaKe, yCTaHOBEHHOM cTatbamu 8 n 14
depepanbHoro 3akoHa oT 22 Hos16psa 1995 roga N 171-d3 "O rocygapCTBEHHOM perynmpoBaHnM NPOU3BOACTBA U
obopoTa 3TUMOBOrO CNMPTA, arkorofbHOM M CMPTOCOAEpPKallen npodyKumMm n o6 orpaHuyeHumn noTpebneHuns
(pacnuTurs) ankoronbHOM NpoayKummn".

(yacTb 4.3 BBegeHa PepepanbHbiM 3akoHoM oT 29.07.2017 N 278-93)

4.4. lMpu Npou3BOOCTBE JIEKAPCTBEHHbIX MpenapaTtoB AN BETEPUHAPHOTO MPUMEHEHWUs] LOoMNycKaeTcs
MCMoMb30BaHWe MNPOM3BEAEHHbIX ANs peanu3auun  apmMaueBTUYECKUX CYOCTaHUWMA, BKMOYEHHbIX B
roCcyapCTBEHHbIA PEECTP NEKAPCTBEHHbIX CPEACTB YNOSIHOMOYEHHBIM heaepanbHbIM OPraHoOM MCMONHUTENbHOM
BNacTU, OCYLLECTBNSAIOLWMM BEeAEHME FOCYAApPCTBEHHOIO peecTpa NeKapCTBEHHbIX CPEACTB AN MeOWMLMHCKOro
NPUMEHEHNSI.

(vacTb 4.4 BBegeHa depepanbHbiM 3akoHoM oT 02.08.2019 N 297-03)

5. 3anpellaeTcsa Npon3BoACTBO:

1) JIeKapCTBEHHbIX CpeacTB, He BKIMHOYEHHbIX B Focyﬂ,apCTBeHHblﬁ peecTp neKkapCTBEHHbIX CpeacTB, 3a
NCKITYEeHnEeM JeKapCTBEHHbIX CpeacTB, NMpon3BOoANMLIX ONA npoBeAeHUnA KIMMHU4YeCKUX nccrnegoBaHui U ans

QKCMNOopTa,

2) hanbCcndULMPOBaHHbIX NIeKapCTBEHHbIX CPEACTB;

www.consultant.ru CrpaHvua 81 mn3 114
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100657
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100657
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341770&amp;dst=100019
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341770&amp;dst=100019
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341796&amp;dst=100091
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341796&amp;dst=100091
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=361455&amp;dst=100010
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=361455&amp;dst=100010
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=367755&amp;dst=100010
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=367755&amp;dst=100010
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=277540&amp;dst=100009
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=277540&amp;dst=100009
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=202351&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=202351&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=190440&amp;dst=100025
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=190440&amp;dst=100025
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028&amp;dst=387
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028&amp;dst=387
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028&amp;dst=437
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028&amp;dst=437
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=387133&amp;dst=100321
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=387133&amp;dst=100321
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341796&amp;dst=100092
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341796&amp;dst=100092
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028&amp;dst=387
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028&amp;dst=387
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028&amp;dst=437
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028&amp;dst=437
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=371763&amp;dst=100344
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=371763&amp;dst=100344
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=330696&amp;dst=100069
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=330696&amp;dst=100069
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=433439&amp;dst=6212
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=433439&amp;dst=6212
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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

3) nekapcTBeHHbIX cpeacTB 6e3 NULEeH3NM Ha MPOM3BOACTBO NTEKAPCTBEHHbIX CPEACTB;

4) leKapCTBEeHHbIX CpeacTB C HapylwleHuem npaBuil opraHunsaunn npom3BoAcCTBa U KOHTPONA Ka4vecTBa
JIeKapCTBEHHbIX CPeacCTB;

5) ytpatun cuny. - ®egepanbHbii 3akoH oT 27.12.2019 N 481-03;

6) cnupTocogepXalmxX feKapCTBEHHbIX MpenapaTtoB MO MECTY OCYLLeCTBMEHUS MNPOU3BOACTBA
dapmaueBTMyeckon cybcTaHumMmn cnupTa 3TUNoBoro (3ataHona) u (Mnm) No MecTy OCYLLEeCTBIIEHUss MPOM3BOACTBA
3TMNOBOIO CNMPTa;

(n. 6 BBeaeH ®egepanbHbIM 3akoHOM OT 27.12.2019 N 481-$3)

7) dapmaueBTMyeckon cybcTaHuuMM chnvMpTa  STUMIOBOro (dTaHonma) M (MnM)  CnMpTOCOAEepKaLmx
neKapCTBEHHbIX MpenapaToB Ha OCHOBHOM TexXHorormyeckom obopyaoBaHuWM AnA NPOM3BOACTBA 3TUNOBOMO
cnupTa, ykasaHHoM B nyHkTe 1.1 ctateun 14.1 depgepanbHoro 3akoHa oT 22 Hos6psa 1995 roga N 171-93 "O
rocygapCTBEHHOM  perynupoBaHuM  nNpou3BoAcTBa KM obopoTa 3TWMNOBOrO  CAMPTa, ankorofbHOW U
cnupTocoaepallen npogykumm n o6 orpaHmyeHnn notTpebneHuns (pacnmuTns) ankoronbHOW NpoayKuun'.

(n. 7 BBegeH depeparnbHbiM 3akoHOM OT 27.12.2019 N 481-93)

6. MNpn BBOOE NEKAPCTBEHHbIX CPEACTB B rpakgaHCKUiA O0OOPOT YMOSTHOMOYEHHOE FMLO NPOU3BOAUTENS
NEeKapCTBEHHbIX CPEACTB OCYLLECTBNSAET NOATBEPXKOEHNE COOTBETCTBUS NEKAPCTBEHHbLIX CPeaCcTB TpeboBaHNAM,
YCTAHOBMEHHbIM MPU WX TFOCY4apCTBEHHOW perncrpaumm, U rapaHTUpyeT, 4YTO JeKapCTBEHHble cpeacTea
npousBeneHbl B COOTBETCTBUM C TPEOOBAHNSMN NPaBUN HaANeXallen NponM3BOACTBEHHON NPAKTUKN.

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

7. YNONMHOMOYEHHbIM §MUOM MPOM3BOAMTENS FEKapCTBEHHbIX CPEACTB SBNAeTCA ero paboTHUK,
aTTeCTOBaHHbINA B YCTAHOBIIEHHOM YMNOMHOMOYEHHbIM ddeeparibHbiM OPraHoOM UCNOMNHUTENBHOW BNAacTu Nopsiake
N MMmelWwnn ctax paboTbl He MeHee YeM NATb feT B obnacTtM NpousBOACTBA U (MNN) KOHTPOMS KayecTBa
neKapCTBEHHbIX CPeACTB, Bbicluee obpa3oBaHMe COOTBETCTBEHHO NO OAHOW M3 cneumanbHOCTEN 1 (UNn) oQHOMY
N3 HanpaBfieHU NOAroToBKWU: Bmonorus, GUOTEXHONOIMA, BETEpMHApUs, BeTepUHapHO-CaHNTapHasa aKcrnepTuaa,
KNMMHWYeckas MegunumHa, paguaunoHHas, xuMmmyeckas n buonormyeckas 3awmra, dapMauns, pyHaameHTanbHas
MeguumMHa, XumMmuyeckast TEXHOMNOrns, XuMusi.

(B pea. PenepanbHbix 3akoHOB 0T 22.10.2014 N 313-®3, o1 02.08.2019 N 297-93)

8. lNMpoussogutenu nekapcTBEHHbIX CPEACTB (3a WCKMYeHnem chapmaueBTUYeckon cybctaHuum cnvpTa
3TUNOBOro (3TaHoma) MOryT OCYLWECTBNATL NPOoOaXy JeKapCTBEeHHbIX CPeACcTB WM nepegaBaTb UX B
YCTaHOBMEHHOM 3akoHodaTenscTBoM Poccuickon denepaunm nopsigke:

(B pea. PegepanbHoro gakoHa ot 29.07.2017 N 278-$3)

1) ApyrMM Npon3BoanNTENSAM NEKapCTBEHHbIX CPEACTB ANA NPOM3BOACTBA NeKapCTBEHHbIX CPEACTB;

2) opraHv3saunsiMm ONTOBOW TOProBNW NeKkapCTBEHHLIMU CPeACTBaMu;

3) anTeyHbiM  OpraHuM3auusM, BeTepUHapHbIM  anTeYHblM  OpraHusaumsaMm,  WMHAWBWUAYaSbHbIM
npeanpuHMmaTtensM, UMeLWMM FMUEH3NI0 Ha dapMaueBTUYECKYl0 AeATeNnbHOCTb UMM MUMUEH3NK0  Ha
MEeOULMHCKYI0 OeATENbHOCTb;

4) Hay4HO-MccneaoBaTeNbCKMM OpraHM3auusaM A HayvyHo-nccnegoBaTenbckon paboTol;

5) MeaMUUHCKMM OpraHu3aumsmM 1 BeTepMHapHbIM OpraHn3auusaMm;

6) opraHusauuMsam W MHOMBMAYyanbHbIM  NpeanpuHMMaTensM, OCYLLECTBMSIOWMM  pa3BedeHue,
BblpalLMBaHNE N coaepXKaHne XMBOTHbBIX (3a UCKIIOYeHNeM NpoAaxun UM dapmaueBTUYeCKMX CyOCcTaHLMn Nmn nx
nepegayn).

(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-03)
9. Mpownssoautenu papmavleBTUYECKON cybCTaHUmMM cnupTa 3TNOBOro (3TaHona) o6s13aHbl OCYLLECTBNATL

peanu3aumMio (nepegady B YCTAHOBMIEHHOM  3akoHodaTenbcTBOM  Poccuiickonn depdepauuy  nopsiake)
hapmaLeBTUYECKON cybCcTaHUMKM cnupTa STUINOBOro (3TaHona) Npou3BoAUTENSM NeKkapCTBEHHbIX CPeacTB Ans
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

NpOM3BOACTBA JIEKAPCTBEHHbLIX CPeAcTB, MNPOM3BOAMTENSAM (M3rOTOBUTENSAM) MEOUUMHCKUX UW3Oenui  Ans
NPOM3BOACTBA UM W3rOTOBIIEHUS MEOULMHCKMX MU3OENUin B eMKOCTAX obbemom He Gonee 1 nuTtpa wm (Mnum) He
mMeHee 1000 nuTpoB, a opraHn3aumsiM, ykasaHHbIM B MyHKTax 3 - 5 yactu 8 HacTosLeln cTaTby, B Tape 00beMOM
He 6onee 1 nutpa.

(yacte 9 BBegeHa ®depgepanbHbiM 3akoHoM OT 29.07.2017 N 278-93; B pen. degepanbHbiX 3aKOHOB OT
27.12.2019 N 481-93, o1 22.12.2020 N 444-93)

10. Peanusauusa (nepegava B yCTaHOBNEHHOM 3akoHoaaTtenbcTBOoM Poccuiickon depepauun nopsake)
apmaueBTMyeckon cybcTaHuMM cnupta 9TUNOBOrO  (dTaHoma) opraHv3auMsM  OMTOBOW  TOProeBnu
nekapcTBEHHbIMY CpeacTBaMmn He A0MyCcKaeTes.

(vactb 10 BBegeHa deaepanbHbIM 3akoHOM OT 27.12.2019 N 481-93)

11. lepeBo3kn dpapmaueBTMYECKOM cybCTaHUMM cnvpTa 3TUNOBOrO (3TaHOMa) OCYLIECTBNATCA C
cobntogeHnem TpeboBaHUn, yCTAaHOBMEHHbLIX ab3auemM YeTBepThbiM NyHKkTa 3 cTatbn 9 PenepanbHOro 3akoHa ot
22 Hos6psa 1995 roga N 171-03 "O rocygapCTBEHHOM perynMpoBaHuM Npou3BoAcTBa M 0BopoTa 3TUMOBOro
cnupTa, ankoronbHOM W CAMPTOCOAEPXKALLEed NpoaykuMm u 06 orpaHuMdeHun notpebnerHus (pacnuTus)
arnkoronbHOW NpoayKuumn".

(4actb 11 BBegeHa defepanbHbiM 3akoHOM OT 27.12.2019 N 481-03)

Crtatbs 46. MapkupoBka nekapcTBEeHHbIX CpeacTB

1. JlekapcTBeHHble npenapaTbl, 3a WCKNIOYEHMEM FEKapCTBEHHbIX MpenapaToB, W3roTOBMEHHbIX
anTe4YHbIMU opraHusaumsamu, BeTEepPUHaPHbLIMM anTeyvyHbIMU opraHusaumnsmMu, NHAVBUAYaNbHbIMU
npeanpuHMMaTensMm, MMELWMMM FMUEH3UI0 Ha (apMaLEeBTUYECKYD OeATEeNbHOCTb, OOMKHbI MOCTynaTh B
obpalleHne, ecnu:

1) Ha WX NepBUYHON ynakoBKe (3@ WCKMOYEHMEM MEPBUYHON YMAKOBKM JIEKAPCTBEHHLIX PaCTUTENbHbIX
npenapaToB) XOPOLIO YUTAEMbIM LUPUPTOM Ha PYCCKOM $3blke YKasdaHbl HAMMEHOBaHWE JIEKapCTBEHHOMO
npenapata (MexayHapoO4HOE HenaTeHTOBAHHOE, WU TPYNNMPOBOYHOE, WM XUMWYECKOE, WU TOProBOe
HanMeHoOBaHWe), HOMep cepun, gaTta Bbirycka (Ans MMMYHOOMONOIrMYECKNX NEKapCTBEHHbIX NpenapaToB), CPOK
rogHOCTU, JO3UPOBKA UMW KOHLEHTpauUus, 00beM, akTMBHOCTb B €AMHMLAX AEUCTBUS UMK KONMYECTBO [03;

(B pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-®3, o1 22.12.2014 N 429-03)

2) Ha UX BTOPUYHOWM (NOTPEOMTENbCKON) YNaKoBKE XOPOLUO YMTAEMbIM LUPUADTOM Ha PYCCKOM $i3blKe
yka3aHbl HAMMEHOBaHWE NEKAPCTBEHHOIO NpenapaTa (MexayHapoaHoe HenaTeHTOBaHHOE, UMK IPYNMMPOBOYHOE,
nnn XmMmn4yeckoe un Toproeoe HaI/IMeHOBaHI/IFl), HanMeHoBaHue nponssogunuTena nekapCTBeHHOro npenaparta,
HOMep cepun, pJata Bbinycka (AN MMMYHOBMONOrMYECKMX FeKapCTBEHHbIX npenapaTtoB), HoOMep
PErMcTpaLmnoHHOrO YOOCTOBEPEHNS, CPOK TOAHOCTM, CNOCOD NpUMEHEHUS, 4O3UPOBKA MU KOHLEHTpauusi, 06beM,
aKTUBHOCTb B €4MHMLAX AeNCTBUS MO0 KONMYECTBO 403 B YNaKoBKe, NekapcTBEHHas hopma, YCroBus OTrycka,
YCIOBUSA XpaHeHUs!, NpeaynpeauTernbHble Haanucy.

(B peq. PenepanbHbix 3akoHOB OT 11.10.2010 N 271-93, o1 22.12.2014 N 429-03)

2. ®apmaueBTHyeckne cybCcTaHUMM OOSKHbI NMOCTynaTh B obpalleHne, ecnv Ha MX NepBUYHON YNakoBKe
XOPOLWO YWTaeMbliM LIPUPTOM Ha PYCCKOM $i3blke ykasaHbl HaMMeHOBaHWe chapMaleBTUYeckon cybcTaHumm
(MexxgyHapogHoe HenaTeHTOBaHHOEe, WM TPYNMMPOBOYHOE, MMM XMMWYECKOE W TOProBOE HaMMEHOBaHUS),
HauMeHoBaHVWEe npousBoauTens dapmaueBTUHECKOW CyOCTaHUMW, HOMEp cepuv W gata  WU3roTOBMEHMS,
KONUYECTBO B YMAKOBKE U €AVHULIbI UBMEPEHNS KONMYECTBA, CPOK FOAHOCTU U YCMOBUS XPaHEHWUS.

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

3. JlekapCTBEHHbIE CpeacTBa B KayecTBE CbIBOPOTOK AOSMKHbI MOCTyMaTb B oOpalleHue C yKaszaHWeM
JKMBOTHOTO, 13 KPOBW, MNiia3Mbl KPOBU, OPraHOB U TKAHEW KOTOPOTO OHU MOSyYeHbI.

4. Ha BTOpUYHYIO (NOTPebUTENbCKYI0) YNakoBKY JIEKapCTBEHHbIX CPEACTB, MOSYyYEHHbIX U3 KPOBU, NiasMbl
KpOBUW, OpraHoB M TKaHeW 4enoBeka, OOMKHa HaHoCUTbCA Haanuck: "AHTuTena k BUY-1, BUY-2, k Bupycy
renatnta C 1 NOBEPXHOCTHbIV aHTUreH BUpyca renatuta B otcytcTBytoT".

5. Ha nepBu4YHyl0 ynakoBKy W BTOPWYHYIO (MOTPeBMTENbCKYH0) YnakoBKy pagnodapmMaueBTUyYecKmX
NeKapCTBEHHbIX CPeACTB AOIMKEH HAHOCUTLCA 3HAK paanaUMOHHON ONacHOCTH.

www.consultant.ru Crpanvua 83 n3 114
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=371763&amp;dst=100349
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=371763&amp;dst=100349
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341796&amp;dst=100098
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341796&amp;dst=100098
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=371692&amp;dst=100011
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=371692&amp;dst=100011
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341796&amp;dst=100099
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341796&amp;dst=100099
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028&amp;dst=713
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=422028&amp;dst=713
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341796&amp;dst=100101
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=341796&amp;dst=100101
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=173380&amp;dst=100052
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=173380&amp;dst=100052
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100663
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100663
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=173380&amp;dst=100053
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=173380&amp;dst=100053
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100664
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100664
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100665
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=342016&amp;dst=100665
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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

6. Ha BTOpMYHYytO (MOTPEOUTENBLCKYI0) YNAKOBKY FOMEONaTUYECKMX JTEeKAPCTBEHHbIX MPenapaToB AOJMKHA
HaHOCUTbCA Hagnuck: "MomeonaTuyeckmin®.

7. Ha BTOpuuYHyto (NOTPeOUTENBLCKYD) YNakoBKYy NEKapCTBEHHbLIX PaCcTUTENbHbIX MpenapaTtoB AOMkKHa
HaHocuTbCA Hagnuek: "MNpoaykumsa npoluna paguaunoHHbI KOHTPOrb".

8. Ha nepBuyHyl0 ynakoBKy (ecrnvm Ans 3TOro CywlecTBYyeT TeXHUYeckas BO3MOXHOCTb) U BTOPUYHYHO
(NoTpebuTenbCKylo) yNakoBKy JIEKapCTBEHHbLIX NpenapaToB, NpegHa3Ha4YeHHbIX ANnst KIMHUYECKUX NCCneaoBaHun,
[OMmKHa HAHOCUTbCA Haanuck: "Ona KNMMHUYECKNX nccneaoBaHuin”.

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

9. YnakoBka NneKkapCTBEHHbIX CPeACTB, NpeAHa3HaYeHHbIX UCKIIOYUTENBHO OIS 3KCnopTa, MapkupyeTtcs B
COOTBETCTBMU C TPEOOBaHNAMU CTpaHbI-UMMNOpTEPA.

10. Ha TpaHcnopTHyl Tapy, KOTopasl He npefHasHadeHa ans notpebutenei m B KOTOPYH MOMELLEHO
NEKapCTBEHHOE CPEACTBO, [AOJPKHA HAHOCUTLCA MHGOPMaUUs O HaMMEHOBaHUKW, Cepun JeKapCTBEHHOro
cpencTtBa, daTte BbiNycka, KOMMYeCcTBe BTOPUYHBLIX (MOTPEeBMTENbCKMX) YNakoBOK NEKapCTBEHHOro CpeacTsa,
npoussoguTene nekapCTBEHHOro CpeacTBa C ykazaHMeM HauMeHOBaHUS U MEeCTOHaXOXAEHUs npou3BoanTens
nekapCcTBEHHOrO cpeacTea (agpec, B TOM 4ucrne cTpaHa M (MnvM) MecTo NpOM3BOACTBA JfeKapCTBEHHOMO
cpencTtea), a Takke O CPOKE FOAHOCTU NIEKAapCTBEHHOrO CpefAcTBa M 00 YCMOBUSIX €r0 XpPaHEHUs U NepPeBO3KM,
HeobxoaMMble NpedynpeanTenbHbIe HAAMUCK U MaHUNYTIATOPHbBIE 3HAKM.

11. Ha nepBuYHYl0 yNakoBKy M BTOPUYHYIO (MOTPEeBUTENbCKYIO) YMNAKoBKY NEeKapCTBEHHbIX CpeacTB Ans
BETEPMHapHOro NpYMEHEeHUs OOMKHa HaHOCUTLCA Haanueb: "[na BeTepuHapHOro NpMMeHeHns".

12. Ha BTOpUH4Hyt0 (NoTpebutenbckyo) ynakoBKy fiekapCTBEHHOMO npenapaTta HaHOCUTCS LUTPUXOBOW Kog,.

naea 9. BBO3 JIEKAPCTBEHHbIX CPEOCTB
B POCCUUCKYIO ®EOEPALUIO N BbIBO3 NNIEKAPCTBEHHbBIX CPEACTB
M3 POCCUNCKOU ®EOEPALIUUN
(B peqn. PepepanbHoro zakoHa ot 06.12.2011 N 409-03)

Ctatba 47. lMopsigok BBO3a nekapcTBeHHbIX cpencts B Poccuickyro ®Pepepaumio U BbiBO3a
nekapcTBeHHbIX cpeacTB U3 Poccumnckon Pegepauumn
(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

1. BB0O3 nekapcTtBeHHbIX cpeacTts B Poccuiickyto ®enepaunio ocyLecTBsAeTCs B NOpsaaKe, YCTAHOBIIEHHOM
MpaButenbctBoM Poccuiickon depepaummn, B COOTBETCTBUN C TaMOXEHHbIM 3aKOHOAATENbLCTBOM TaMOXEHHOro
coto3a B pamkax EBpA33C (aanee - TamoxXeHHbIN coto3) u (Mnun) 3akoHogaTenbcTBOM Poccuiickon depepaumm o
TaMOXXeHHOM Jene.

(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

KoHcynbTaHTlnoCc: npumeyaHue.

o 01.09.2023 poccuickumM MpPOU3BOAUTENSM pPaspeLleH0 B YBEAOMUTENbHOM Mnopsioke BBO3UTb He
BHECEHHbIE B peecTp hapMaueBTU4eckme cybcTaHuun O BETEPMHAPHOIO NMPUMEHEHMUS A5 NPOU3BOACTBA
3aperncTpupoBaHHbIX NekapcTBeHHbIX cpencTB ([locTtaHoBnenue Mpasutensctea PO ot 12.03.2022 N 353).

2. BBosumble B Poccuiickyto ®depepaumto rekapcTBeHHble CpeAcTBa [OOMKHbl copepaTbCs B
rocyapCTBEHHOM PEECTpE fekapCTBEHHbIX CPEACTB.
(B peq. PenepanbHbix 3akoHOB OT 06.12.2011 N 409-3, o1 27.12.2019 N 462-03)

3. Honyckaetca BB03 B Poccuiickylo depnepauumio KOHKPETHOW NapTuM 3apermcTpupoBaHHbIX WU (Unu)
HEe3aperMcTpUpoOBaHHbIX  FIeKapCTBEHHbLIX CPEACTB, MpedHasHa4yeHHbIX AONS  NpPOBEeAEeHUsT  KITMHUYECKMX
NCCrefoBaHUM  NEKapCTBEHHbIX MpenapaTtoB, MNPOBEAEHUS 3SKCMEpPTU3bl feKapCTBEHHbIX CPEeACTB AN
OCYLLECTBNEHUS FOCYAAaPCTBEHHOW perncTpaumm nekapCTBEHHbIX NMpenapaToB Uy AN okasaHus MeauUMHCKOW
MOMOLLUM MO >KU3HEHHbIM MOKa3aHWSIM KOHKPETHOro nauueHTa Ha OCHOBaHWM paspeLlleHusi, BblgaHHOro
YNOMMHOMOYEHHbIM dheaeparnbHbIM OpraHoOM UCMOMIHUTENBHOM BNACTU NO 3asiBMIEHUSAM NUL, YKa3aHHbIX B CTaTbe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

48 Hactosiulero denepanbHOro 3akoHa. PaccMoTpeHue Takoro 3agdBreHWUss U MPUHATUE peLLeHUs O Bbiaaye
paspeLleHnsi Ha BBO3 KOHKPETHOW NapTUKU 3aperMcTpMpoBaHHbIX U (MNN) HE3APErNMCTPUPOBAHHbIX IEKAPCTBEHHbIX
cpeacTtB, npefHasHadeHHblX Afs NPOBeOeHUst KIMHUYECKUX WCCRedoBaHUM feKapCTBEHHbIX NpenapaTtos,
MPOBEAEHUS 3KCMEPTU3bl JEKAapCTBEHHbIX CPEACTB ANs OCYLECTBMEeHUs rOoCydapCTBEHHOW peructpaumm
NeKapCTBEHHbIX NPenapaToB UnW ANs oKasaHUsi MegMUUHCKON NMOMOLLM MO XKM3HEHHBIM NOKa3aHWsIM KOHKPETHOMO
naumeHTa nnbo ob oTkase B Bblgade yKasaHHOrO paspelUeHusi MPOU3BOASATCA B CPOK, HE MPEBbILLAIOWMA NATY
pabouunx aHen. MNnaTa 3a Bblgayvy ykasaHHOro paspeLleHns He B3MMaeTcs.

(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2024 u. 3.1 cT. 47 yTpaumBaeT cuny (P3 ot 27.12.2019 N 475-03).

3.1. [Honyckaetca BBo3 B Poccunckyto ®epepaunio KOHKPETHOW napTuv He3aperncTpupoBaHHbIX
neKapCTBEHHbIX NpenapaToB, coaepXallimx HapKOTUYECKME CpeacTBa UM NCMXOTPONHbIE BELWECTBa, B NOPSAKE,
yctaHoBneHHoM [lpaButensctBoM Poccunckon ®efepauun, [ns okasaHus MeOWUMHCKOW MoMoLM  no
KM3HEHHbIM MOKa3aHWAM KOHKPETHOro nauveHTa unu rpynnbl NauMeHToB B Criyvyae, ecnn MMeeTcsl pelleHune
BpayYebHON KOMUCCUN MEOULIMHCKOW OpraHu3aumMm o HedM@EKTUBHOCTM UNU HEBO3MOXHOCTU MPUMEHEHUS Y
KOHKPETHOro naumeHTa WHbIX 3aperMcTpuMpoBaHHbLIX NEKAPCTBEHHbIX MpernapaTtoB, B TOM YUCIE COAEpXaliux
apyrve OencTBylolme BeLlecTBa, U O HeoOXO4MMOCTM BBO3a OMNPEAENEHHOr0 He3aperncTpupoBaHHOIoO
nekapcTBEHHOro npenapata C ykasaHMeM ero MeXAyHapOoOHOro HemnaTeHTOBaHHOro (MNM XMMUYEcKoro, Wnm
rPynnUMpPOBOYHOr0) HaUMeEHOBaHMWS, POPMbl BbiMycka U konuyecTBa. [lepeyeHb 3aboneBaHU M COCTOSTHUIA W
COOTBETCTBYHLLMX JIEKAPCTBEHHbIX MNpenapaToB, COAEp)XKaluX HapKOTUYEeCKne cpeactBa M MCUXOTPOMHbIE
BELLECTBa, B LEMsX OCYLIECTBMEHMS MX BBO3a B COOTBETCTBMM C TpPeOOBaHMAMWM HACTOSILLEN 4acTu
yTBEPXAAETCS YNONMHOMOYEHHbIM befieparnbHbIM OpraHoM UCMOMHUTENbHONW BRacTy.

(vacTb 3.1 BBegeHa depepanbHbIM 3akoHOM OT 27.12.2019 N 475-03)

3.2. [lo 31 pekabpsa 2024 roga gonyckatoTcst BBO3 Ha Tepputoputo Poccuiickon ®egepaumm n obpalieHue
B Poccuiickon ®egepaumm ¢ yuetoM ocobeHHOCTeN, ycTaHoBNEHHbIX MpaBuTtenbsctBoM Poccuiickon ®egepaunn,
3aperucTpupoBaHHbIX  NEKapCTBEHHbIX NpenapatoB And  MeAUUMHCKOro  MpPUMMEHEHMSI B ynakOBKax,
npegHasHadeHHbIX Anst obpalleHnsi B MHOCTPaHHbIX rocydapcTBax, B cryvyae AedeKTypbl NeKkapCTBEHHbIX
npenapaToB WNM pucka ee BO3HWKHOBEHWS B CBA3W C BBeAeHMEM B OTHoweHun Poccuiickon depepaumm
OFPaHUYMTENBHBIX MEpP 3KOHOMWYECKOrO XapakTepa Mpu YCMOBWMM COOTBETCTBUSA BBO3WMbIX J1EKAPCTBEHHbIX
npenapaToB TpebOBaHUSAM, YCTAHOBIIEHHBIM MPU MX perncTpaumuv, 3a UckndeHnem TpeboBaHui K NEpPBUYHON
yrnakoBKe, BTOPUYHOW (NOTPebUTEnbCKON) yrnakoBKke, a Takke NP HanmuM4yMum Ha BTOPMYHOM (NOTpebutenbckomn)
yMNaKkoBKE IeKapCTBEHHbIX MpenapaToB, HAaXOAALWMXCS B OOpalleHUn, CamoKNesaLwencs aTUKETKM, COAepKallen
WHpopMaLMo O NeKapCTBEHHOM npenaparte Ha PYyCCKOM A3blKe.
(vactb 3.2 BBegeHa ®depepanbHbiM 3akoHoMm oT 26.03.2022 N 64-03; B pen. PepepanbHoOro 3akoHa OT
19.12.2022 N 519-93)

4. B Poccunckyto Pegepaumio MOXHO BBO3WUTb JleKapCTBEHHble CPEACTBa, KayeCTBO KOTOPbIX
NOATBEPXKAEHO CepTUdPMKATOM NPOU3BOAUTENSA FEKapCTBEHHbIX CPEeACTB, yOOCTOBEPSIOWMM COOTBETCTBUE
BBO3UMbIX feKapCTBEHHbIX CpeAcTB TpeboBaHWaM dapmakonelHbIXx cTater nubo B cnyvyae WX OTCYTCTBUSA
HOpMaTMBHOW AOKYMEHTauu1 uiv HopMaTMBHOMO AOKYMEHTa.

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

5. Banpewaetca BBo3 B Poccuiickyio denepaumio anscnmLmMpoBaHHbIX MNeKapCTBEHHbIX CPeacTs,
He0OpOoKayYeCTBEHHbIX JIEKAPCTBEHHbLIX CPEeACTB, KOHTpadaKTHbIX JIEKAPCTBEHHbLIX CPEACTB.
(B pea. PenepanbHoro gakoHa ot 06.12.2011 N 409-93)

6. ®anbcmdruMpoBaHHbIe NeKapcTBEHHbIE cpeacTBa, HeaobpokadyecTBEeHHbIEe NeKapCTBEeHHbIe CpeacTBa
noanexaT U3bATUIO N NOCMeayLWeMY YHUHTOXEHNIO N BbiBO3y 13 Poccuickon defepaumm, KOHTpadakTHbIe
neKkapCTBEHHble CPeACTBa - U3bATUIO 1 MOCNEAYIOLLEMY YHUHTOXEHNIO. YHUUTOXEHNE UNK BbIBO3 U3 Poccuiickon
Pepepaumun dhanbCcnOULMPOBAHHbBIX NIEKAPCTBEHHbIX CPeACTB, HeJoOpOKayeCTBEHHbIX JlIeKapCTBEHHbIX CPeACTB,
KOHTpadaKTHbIX NleKapCTBEHHbIX CPeACTB OCYLLECTBMAETCA 3a CYeT nuua, OCyLuecTBMBLUEro ux Beo3. [10panok
YHUUTOXEHUSS  U3bATbIX  (panbCnUUUMPOBaAHHBLIX — MEeKapCTBEHHbIX  CPeAcTB,  HegoOpoKavyeCTBEHHbIX
nekapCTBEHHbIX CPeacTB, KOHTpadaKTHbIX feKkapCTBEHHbIX CpeAcTB YycTaHaBnuBaeTcs [1paBUTENbCTBOM
Poccuiickon ®epepauuu.

(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

7. JNlvua, ocywecTBnswowme Beo3 B Poccunckyto ®egepaumio anbCcnurLMpoBaHHbIX JEKapCTBEHHbIX
CpeacTB, HeaobpOKayYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, KOHTPAdakTHbIX NEeKapCTBEHHbLIX CPeacTB, HECyT
OTBETCTBEHHOCTb B COOTBETCTBMM C TaMOXEHHbIM 3aKoHOAATEeNbCTBOM TaMOXEHHOro cot3a u  (unu)
3akoHoaaTenscTBoM Poccuickon denepaumm 0 TaMOXEHHOM Aerne.

(B peq. ®enepanbHoro zakoHa ot 06.12.2011 N 409-93)

8. BbiBO3 nekapcTBeHHbIX cpeactB u3 Poccuinckon Pepepaummn ocyuwiectensetca 6e3 npumeHeHus
OFPaHUYEHUN, YCTAHOBMEHHbIX TaMOXEHHbIM  3aKoHOA4ATenbCTBOM  TaMOXEHHOro cow3a u  (4Mnu)
3akoHogatenbctBoM Poccunckon  ®egepauum 0 rocygapCTBEHHOM  PerynumpoBaHMM  BHELLHETOProBOW
[eATENbHOCTY.

(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-®3, o1 25.11.2013 N 317-P3, o1 22.12.2014 N 429-93)

9. Beoga B rpaxgaHckuii o60opoT nekapcTBEHHbIX NpenapaToB AN MeQULMHCKOTO NPUMEHEHUS, BBE3EHHbIX
B Poccuickyto ®Pegepaumio, ocyllecTBnsetcs ¢ cobnogeHnem TpeboBaHWIA, YCTaHOBIEHHbIX cTaTben 52.1
HacTosilero ®egepanbHOro 3akoHa.
(yacTb 9 BBegeHa PeaepanbHbiM 3akoHoM OoT 28.11.2018 N 449-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.09.2023 ct. 47 pononHgaetcsa 4. 10 (®3 ot 02.07.2021 N 317-®3). Cm. byayLuyto pegakumio.

CrtaTbna 48. lOpuanyeckme nuua, KOTOpbIM paspeLleH BBO3 NIeKapCTBEHHbIX cpeAcTB B Poccuinckyro
depepaumio
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

JlekapcTBeHHble cpeacTtBa B Poccuinckyo Pefepaumio MoryT BBO3UTL:
(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

1) npousBoguMTENN NEKapCTBEHHbIX CpeacTB ANs Lenen COBCTBEHHOrO MPOM3BOACTBA NeKapCTBEHHbIX
CPeAacTs;

2) MHOCTPaHHble Pa3paboTUMKN NTEKAPCTBEHHbIX CPEACTB M MHOCTPaHHbIE NPOW3BOAMTENN NTEKAPCTBEHHbIX
cpeactB wnv Apyrue opugudeckue nvua no nopyyvyeHuto pas3paboTymka fekapCTBEHHOIO CpeacTBa AN
NPOBELEHUS KIMMHUYECKUX WCCNEeLOBaHUA NEeKapCTBEHHONO npenaparta, OCYLUECTBMNEHMS TFOCy4apCTBEHHOM
perncTpaumm nekapCTBEHHOro npenapaTa, BKMoYeHus dapmaueBTUYeckon cybCcTaHumm B rocyaapCTBEHHbIV
peecTp neKkapCTBEHHbIX CPeACTB, KOHTPONSA KayecTBa NEeKapCTBEHHbIX CPEACTB NPU Hannuuu paspeLleHus
YMONTHOMOYEHHOTrO chefiepanbHOro opraHa UCNOSTHUTENBHON BNAcTW HA BBO3 KOHKPETHOM NapTWM NIEKapCTBEHHbIX
CpencrTs;

3) opraHu3aLmmn oNToBOWM TOProBM NeKapCTBEHHbLIMY CPeACTBaMM;

4) Hay4yHO-UccrnegoBaTenbCKkMe opraHusauuu, obpasoBaTenbHble OpraHvM3auumv BbiClEro obpasoBaHus,
Npon3BOAMTENW NEeKapCTBEHHbIX CPeacTB Ans pa3paboTku, nccnegoBaHMIn, KOHTpons Ge3onacHoOCTW, kavyecTsa,
3(P(PEKTUBHOCTM NEKAPCTBEHHLIX CPEACTB MPU HaNU4MM paspeLleHnst YynorHOMOYEHHOro deaepanbHOro opraHa
NCNOSTHUTENBLHOW BNacTy;

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

5) MeguuMHCKME opraHu3auun, WHble ykasaHHble B MyHKTax 1 - 4 HacCTOsILLEN CTaTbW OpraHv3auuun Ons
oKasaHWs MEOULVNHCKOWM NMOMOLLIM MO XXM3HEHHBIM NMOKa3aHMsSIM KOHKPETHOro NnauMeHTa Npu HanMyunm paspeLueHus
YMNOMIHOMOYEHHOrO  beepanbHOr0  OpraHa WUCMNOSMHUTENBHOM BRAacTU  Ha BBO3  KOHKPETHOW  nmapTum
nekapcTBEHHOro npenapaTta, BblAaHHOMO B YCTAHOBMEHHOM Oopsake B (PopMe 3MNEeKTPOHHOro [OKyMEHTa,
NOAMUCAHHOIO YCUIEHHON KBanNnUUUPOBAHHOWM 3NIEKTPOHHON MOAMUCHIO;

(B pea. PepepanbHoro 3akoHa oT 12.03.2014 N 33-93)

KoHcynbTaHTlntoc: npumeyaHue.
C 01.01.2024 n. 6 cT. 48 yTpaumBaet cuny (93 o1 27.12.2019 N 475-03).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

6) rocymapCTBeHHble YHWUTapHble MOPeaAnpUATUS, WMYLLECTBO KOTOPbIX Haxoautca B dedepanbHOu
cobcTBeHHOCTH, onpepensiemble [NpaButensctBoM Poccunckon ®epepauun, B 4actu BBo3a B Poccunckyto
defepaumio He3aperncTpMpoBaHHbIX JIEKAPCTBEHHLIX NpenapaToB, CoAepXKallMx HapKoTU4eCcKne cpencrtea unu
NMCUXOTPOMHbIE BeLLecTBa, A1 OKa3aHUs MEeAMUMHCKOW MOMOLUM MO XM3HEHHbIM MNOoKa3aHUAM KOHKPETHOro
naumeHTa unu rpynnbl NauMeHToB B COOTBETCTBMM C YacTbio 3.1 cTaTbn 47 HacTosiwero degepanbHOro 3akoHa.
(n. 6 BBeaeH ®egepanbHbIM 3akoHoM OT 27.12.2019 N 475-93)

Cratbsa 49. [JokyMeHTbl, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccuiickon ®Peaepauum npwm
BBO3e€ JieKapCTBeHHbIX cpeacTB B Poccuickyo ®epepauutio
(B peq. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. MNMpun BBO3e nekapcTBeHHbIX cpeacts B Poccuiickyto ®egepauuio B TaMOXeHHble opraHbl Poccuiickon
depepaumm  Hapsgy € OOKYMEHTamMu,  NpeAcTaBrneHuMe  KOTOpbIX  MpeayCMOTPEHO  TaMOXEHHbIM
3aKkoHoAaTenbCTBOM TaMOXeHHOro coto3a 1 (Mnu) sakoHogaTenbcTBOM Poccunckon defepaumm o TaMoOXEHHOM
Jene, NpeAcTaBNATCA criegyolme JOKYMEHTbI:

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

1) CepTI/I(*)I/IKaT npon3BoanTeNAa nekapCTtBeHHOro cpenctsa, y,EI,OCTOBepﬂl'OLIJ,I/IIZ cooTBETCTBME BBO3MMOIO
JIeKapCTBEHHOIoO cpeacTBa TpeGOBaHl/IﬂM d)apMaKOﬂeIZHOVI cTtatbn nnbo B Cny4yae ee OTCyTCTBUA HOpMaTMBHOPI
OOKyMeHTauun uinn HoOpMaTMBHOIO OKYMEHTA;

2) paspelleHne yrnorTHOMOYEHHOro dedeparnibHOro opraHa UCMOMHUTENBHOW BNacTu Ha BBO3 KOHKPETHOW
napTum nekapcTBEHHOro cpeacTBa B cny4vasx, yCTaHOBMNEHHbIX YacTbio 3 cTatbu 47 HacToswero defepansHoro
3aKoHa.

2. [lokymeHTbI, YKka3aHHble B NyHKTax 1 1 2 yactn 1 HacTosLwWen cTaTby, NPeACcTaBnsoTCa B TaMOXEHHbIE
opraHbl Poccuiickon ®efepaumm npy npubbiTnK nekapcTBeHHbIX CpeacTs B Poccuinckyto degepaumio.
(B peq. PenepanbHoro zakoHa ot 06.12.2011 N 409-$3)

Ctratba 50. BBo3 nekapcTBeHHbIX npenapatoB B Poccuiickyio ®Pegepauuio ans JUYHOro
MCNONb30BaHUSA U WHbIX HEKOMMEPYECKMX uerner, a Takke ANsi UCNONb30BaHUA Ha TeppuTopum
MeXAyHapoaHOro MeAMLMHCKOro Knacrtepa
(B pea. PenepanbHbix 3akoHOB 0T 06.12.2011 N 409-03, o1 29.06.2015 N 160-93)

1. JlekapcTBeHHble npenapaTtbl MOryT ObITb BBE3€eHbl B Poccuiickyto Penepaumio 6e3 ydeta TpedoBaHun,
npeaycMoOTpeHHbIX YacTammn 1 - 4 ctateun 47, ctaTtbsaMmu 48 n 49 Hactoswero defepanbHOro 3akoHa, ecrnn OHU
npegHasHadeHbl ans:

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

1) NMMYHOro UCNONb30BaHUA U3MYECKUMU NMuamu, NpubbiBLWKMMK B Poccuiickyto depepaumto. MNpn aToMm
BBO03 B Poccunckyto Pefepaumio nekapCTBEHHbIX NPenapaTtoB, coAepXalux CuibHOAEWCTByLWME U (Unn)
A0OBWTbIE BELLUECTBA, BKIOYEHHbIE COOTBETCTBEHHO B COMCOK CUIbHOAEWCTBYHOLUMX BELLECTB ANs Lernen
YronoBHOro 3akoHogaTenbcTBa Poccuiickon depgepaumm n B COMCOK SA0BUTbIX BELWECTB AN LieNen YyrofloBHOro
3akoHogatenscTBa Poccuiickon ®epepauun, yrteepxaeHHble [lpaButenbctBom Poccuiickon ®epepauun,
OCYLLECTBASIETCA NPU HaNMyun AOKYMEHTOB (3aBEPEHHbIX KOMUIA JOKYMEHTOB UMK 3aBEPEHHbIX BbINMUCOK U3 HUX),
NOATBEPXKAAOLMX Ha3HAYeHNe (PU3NYECKOMY ULy YKa3aHHbLIX JIEKAPCTBEHHLIX MpenapaToB (3a UCKIYEHVEM
nekapcTBeHHbIX MpenapaToB, 3aperncTtpupoBaHHbix B Poccunckon depepauum n otnyckaemblx B Poccumnckon
depepaumm 6e3 peuenTa Ha NekapCTBeHHbIVM npenaparT). [NoaTeepxaatowme JOKyMeHTbl (MX 3aBEPEHHBLIE KOMUK
UNn 3aBepPEHHbIE BbIMUCKM U3 HUX) OOSMKHbI COAEPXKAaTb CBEAEHUSA O HAMMEHOBAHMMN U KONMYECTBE HA3HAYEHHOro
nekapcTBeHHoOro npenaparta. B cnydae, ecnu nogTBepxaawolmMe AOKYMEHTbl (MX 3aBEpEHHbIE KOMUW WNn
3aBepeHHble BbIMUCKM M3 HUX) COCTaBMEHbl Ha WMHOCTPAHHOM $3blke, K HUM MpunaraeTcs HoTapuanbHO
3aBEpPEHHbIN NepeBo Ha PYCCKUIM A3bIK;
(n. 1 B pea. PegepansHoro gakoHa ot 02.06.2016 N 163-93)

2) ucnonb3oBaHWa paboTHUKaAMU OUNNOMATUYECKOro Kopryca Wnu npeacTaBuUTENsS MU MEXOYHapOOHbIX
opraHusaumn, akkpeanToBaHHbix B Poccunckon denepaumm;

3) neyeHVst NaccaXMpoB W YIIEHOB 3KUMaXkel TPaHCMOPTHbIX CPEeACTB, noesgHbix Gpurag v BoauTenei
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

TpaHCNOPTHbIX CpeacTs, NpubbiBLIMX B Poccuiickyto deaepauuio;
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-93)

4) neyYeHust YYaCTHUKOB MeEXOYHaAPOOHbIX KyNbTYPHbIX, CMAOPTUBHbLIX MEpPONpUATMA U  Yy4aCTHUKOB
MeXayHapoaHbIX aKcneanLmni;

5) neveHns KOHKPETHbIX XMBOTHbIX B 300Mapkax, 300Cafax, uuMpkax, okeaHapuymax, OenbhuHapusix,
neYeHns OMKUX XXUBOTHbIX, MOCTOSIHHO MMM BPEMEHHO Hacenswwmx Tepputopuio Poccuiickon depepauun,
HaxXo4sALWNXCA B COCTOSAHUN €CTECTBEHHOW CBOOOAbLI 1 NpUHaAnexallimx K Buaam, 3aHeceHHbIM B KpacHyto KHUry
Poccuiickon depepaumm 1 (Mnun) KpacHble KHUrM cyObekToB Poccuickon depepaumn, a TakkKe >KUBOTHBIX,
BBO3MMbIX B Poccuiickyto ®efiepauuio Ans y4acTusi B CMOPTUBHBIX U 3pENULLHBIX MEPOMPUATUSAX;

(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 depeparnbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. B cnydasax, npegyCMOTpeHHbIX 4YacTbio 1 HacTodwen craTbu, gonyckaeTcs BBO3 B PoOCCUIACKYyHO
denepaumio nekapcTBEHHbIX NpenapaToB, He 3aperncTpmpoBaHHbiX B Poccuiickon deagepaumn.
(B pea. PegepanbHoro gakoHa ot 06.12.2011 N 409-$3)

3. IlekapcTBeHHble NpenapaTbl, NpeAHa3Ha4YeHHbIe ANs 'yMaHUTapHOW NOMOLLM (COOENCTBUSA) U MOMOLLN
npy 4pesBblHalHbIX CUTyauusix, BBo3ATCA B Poccuiickyio ®Pepepaunio B Nopsagke, YCTAHOBIIEHHOM
MNpaButenscTsoM Poccuinckon depepauyun. 3anpewlaetcs BBO3 B Poccunckyto depepaumio
He3aperncTpMpoBaHHbIX NEKApCTBEHHbLIX MNpenapaToB, nNpegHasHa4YeHHbIX And  ryMaHUTapHOW  MOMOLLM
(cogencTaust) N NOMOLLIM NMPU Ype3BblYaNHbIX CUTYyaLUNAX.

(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

Cratba 51. CoTpyaHMyecTBO hefepanbHOro opraHa UCNOJSIHUTENIbHOW BNIAcTH, YNOJTHOMOYEHHOro B
obnactu TamoXXeHHOro gena, M ApPYrux YnosIHOMOYeHHbIX hedeparnbHbIX OPraHOB MUCMOSTHUTENbLHOM
BracTu

1. YnonHomoueHHble dedeparnbHble opraHbl UCMONHUTENLHOW BriacTu NpeaocTaBnsAloT B pacrnopsiXeHue
denepanbHOro opraHa UCMOMHWUTENbHOM BNacTh, YMNOMIHOMOYEHHOro B 06MacTu TaMOXeHHOro Adena,
rocyapCTBeHHbIN pPeecTp rNekapCcTBEeHHbIX CPeACTB, a TaKkke MHgopMauuio O BblAaHHbLIX paspelleHnsX Ha BBO3
KOHKpPETHOM NnapTUW NeKapCTBEHHbIX CPeACTB B CriyvasiX, YCTaHOBMEHHbIX YacTbio 3 cTaTb 47 HacTosLLero
depepanbHOro 3akoHa.

2. ®epgepanbHbli OpraH MCMOSIHUTENBHOW BIACTW, YMOSIHOMOYEHHbI B 0BnacT TamOXeHHoro Aena,
WHOPMUPYET YyKasaHHble B 4Yactu 1 HacToswen cTaTbW YMNOSIHOMOYEHHble bedeparnbHble opraHbl
NCNOSTHUTENBHOWM BNAcTU O BBO3€ NEKApCTBEHHbIX CpeAcTB B Poccuiickyto ®egepaumio n BbIBO3€E NEKAaPCTBEHHbIX
cpeacts u3 Poccunckon ®depepaumm no ¢dopmMe U B OOopsdke, KOTOpble YCTaHOBMEHbl [1paBUTENbLCTBOM
Poccuiickon ®epepauuu.

(B peq. ®PenepanbHoro zakoHa ot 06.12.2011 N 409-93)

Maea 10. PAPMALEEBTUYECKAA OEATENbHOCTb
Cratbsa 52. OcywecTBneHue hapmaueBTUYECKON AeATENbHOCTH

1. ®apmaueBTMYeckass OeATENbHOCTb  OCYLUECTBASETCS  OpraHu3auusiMy  ONTOBOW  TOProBnu
neKkapcTBEeHHbIMM CpeAcTBamMu, anTeYHbIMW OpraHu3auusiMi, BeTepUHApHbIMU anTeYHbIMW OpraHvM3aumsaMu,
WHAMBMAYANbHBIMX NPEeAnpUHUMAaTENSaIMKU, MMELWMMU NUUEH3NI0 Ha dapMaueBTUYeCcKyl0 AeATenbHOCTb,
MEOULMHCKUMU  OPraHu3auvsmMu, UMeLWUMN FUMUEH3MI0 Ha dapMaueBTUYeCcKyld AeAaTenbHOCTb, U KX
obocobneHHbIMM nofdpasgeneHnsaMu  (ambynatopusamu, penbawepckuMm 1 penbaepCKo-akyLwepcKuMm
nyHKTamu, LeHTpamu (oTaeneHusiMm) obulert BpayebHON (CEMENHON) NpaKkTUKK), PacrnosioXEHHbIMU B CENbCKUX
HaceneHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuu, U BeTepuHapHbIMU OpraHnsauusmu,
NMEIOLLIMMU MINLEH3NIO Ha (hapMaLLeBTUYECKYO AeATeNbHOCTb.

(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. dusunyeckume nuua MOTYyT OCYLLECTBIATb cbapmau,eBTquCKyro AeAaATenbHOCTb Npu Hann4nmn BbICLLEro nnu
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

cpeaHero apmaueBTMYeckoro obpasoBaHMS M cepTudukaTa crneumanucTa, BbICLIEro WU CpeaHero
BeTepuHapHoro obpasoBaHusa M cepTuUdMKaTa crneuManucta, a Takke BbICLUErO WM CPedHero MeauLMHCKOro
obpasoBaHus, cepTudmkata crneumanicta U AOonofHUTENbHOrO npodeccuoHanbHOro obpasoBaHWss B YacTu
PO3HWYHOW TOPrOBMM JEKAPCTBEHHbIMM MNpenapaTtamu nNpu  ycrnoBunm uxX paboTbl B 000COONEHHLIX
nogpasaeneHnsix MegUUUHCKNX OpraHn3aLMi, ykasaHHbIX B 4acTu 1 HacTosLen cTaTbu.

(vacTb 2 B peq. ®enepansHoro 3akoHa ot 27.07.2010 N 192-93)

KoHcynbTaHTlnoc: npumeyaHue.

JlekapcTBeHHble npenapaTtbl AN MeOULMHCKOrO MPUMEHEHUs1, BBEOEHHble B rpaaoaHcKkui obopoT ao
29.11.2019, nognexat XxpaHeHuto, NepeBo3ke, OTMYCKYy, peanu3aluun, nepegadye, NPUMEHEHUIO A0 UCTEYEHUS
cpoka ux rogHocTtn (®3 o1 28.11.2018 N 449-93).

Cratba 52.1. BBog B rpaxaaHCKuiM OOOpPOT JieKapCTBEHHbIX MNpenapaTtoB ANA MeAULIMHCKOro
npUMeHeHus
(BBegeHa denepanbHbiM 3akoHOM OT 28.11.2018 N 449-03)

1. lMepen BBOOOM B rpaXkgaHCKMi 0OOPOT KaOow Cepun WM Kaxkaow napTuyM MNpPOM3BEOEHHOro B
Poccwuiickonn degepaumm nekapCcTBEHHOro npenapata And MeOUUMHCKOTO MPUMEHEHMS, 3a WUCKITHYEHUEM
UMMYHOBMONOrMYEeCKkUX neKapCTBEHHbLIX MpenapaToB, MpPOM3BOAUTENb Takoro JIEKapCTBEHHOrO mnpenapara
npeacraBngaeT B dpeaepanbHbIl opraH UCNONHUTENbHOW BNAcTU, OCYLLECTBSIOWNA (PYHKLMM NO KOHTPOMO U
Haa3opy B cdepe 30paBOOXpaHEHUS, JOKYMEHT NPOU3BOAMTENS NeKapCTBEHHOro CpeacTBa, NoATBEpXaatoLni
KayeCTBO FEKapCTBEHHOrO npenaparta, W MOATBEPXOEHWE  YMNOMHOMOYEHHOrO nuua NpOU3BOAUTENS
NeKapCTBEHHbIX CPeACTB COOTBETCTBUSI JIEKAPCTBEHHOrO npenapata TpeboBaHWsIM, YCTAHOBIIEHHbIM MpPU €ro
rocyapCTBEHHOWN perncTpaumm.

2. MNepen BBOAOM B rpaxgaHCKMiA 0O0POT KaXKOOW CEpUM U Kakdow napTum BBO3MMOro B Poccuimckyto
depepaumio  NekapcTBEHHOro  npenapata Ans  MEOUUMHCKOTO  MPUMEHEHWsl, 33  UCKIIOYEHWEM
MMMYHOBMOMOrMYECKNX JIEKapCTBEHHbBIX MpenapaTtoB, OpraHu3auusl, OCyLIeCTBNSAKLWAas BBO3 JI€KapCTBEHHOrO
npenapata B Poccuiickyto dPepepauumto, npeacrtaBnseT B dregepanbHbIl OpraH WCNONHUTENBbHOM BRacTy,
OCYLLECTBASOLWMNA PYHKLUMM MO KOHTPOMO 1 Haa3opy B cdepe 3opaBOOXpaHEHUs!, cepTudmkaT npomssoguTens
NeKkapCTBEHHOro  CpeacTBa, YAOCTOBEPSAOWMA  COOTBETCTBME BBO3MMOMO  FleKapCTBEHHOro npenaparta
TpeboBaHnsAM papmakoneHon cTaTbM, a B Cllydae OTCYTCTBUSA apMakonenHon cratbyn TpeboBaHUsAM
HOPMaTUBHOW [JOKYMeHTauuu, W NoATBepXAeHuMe NpPeacTaBuUTENs OpraHn3auun, OCYLLECTBAAOLWENA BBO3
nekapcTBeHHOro npenaparta B Poccuiickyto ®egepauuio U ynosTHOMOYEHHOW MHOCTPAHHBIM MPOV3BOAMTENEM
nekapCTBEHHbIX CPEACTB, COOTBETCTBMS BBO3MMOIO fIEKapCTBEHHOTO npenaparta TpeboBaHnsM, yCTaHOBNEHHbIM
npw ero rocyaapCTBEHHON perncTpaumn.

3. MNMopsagok npeacTaBneHnss B COOTBETCTBUU € YacTaAMKU 1 1 2 HAcTosLEN cTaTbh JOKYMEHTOB U CBEAEHUN
O JIleKapCTBEHHbIX MNpenapaTax, BBOAWMbBIX B TrpakdaHCKMA 000poT, ycTaHaBnmuBaeTcsi [lpaBUTENbLCTBOM
Poccuiickon depepauuum.

4. B oTHOLWIEHUN NEPBbLIX TPEX CEPUIA NN NAPTUIN NEKapCTBEHHOrO Npenapara, BnepBbie NPOM3BEe4EHHOrO B
Poccuiickonn ®epepaumm mnu BnepBble BBo3uMOro B Poccuiickyio ®epepauunio, B deaepanbHbin  opraH
WCMNOJTHUTENBHOW BNACTW, OCYLLECTBIAIOWNA DYHKLUUN MO KOHTPOS0 M Haa3opy B cdepe 34paBOOXpaHEeHUs,
OOMOSNHNUTENBbHO MPEeaCTaBnsaeTCs MPOTOKOM MCMbITAHUA O COOTBETCTBUM CEPUM WU MapTUKN FIEKAPCTBEHHOro
npenapata pAgns MeAUUMHCKOrO MNPUMEHEHUs] MoKasaTensaM KadecTBa, NpPegyCMOTPEHHbIM HOPMaTUBHOM
JOKyMeHTaumen (Janee - nNPOTOKOS WUCMbITAHWA), MNPOBOAUMbBIX aKKpPEeAUTOBAHHbIMW B COOTBETCTBMM C
3akoHodatenbcTBoM Poccuiickorn ®egepaumn o6 akkpeguTauum B HaLMOHANbHOW CUCTEME akkpeauTauun
denepanbHbIMU  TOCYAAPCTBEHHLIMU  BOIOKETHBIMU - yUPEXOEHUAMUN, MNOABEAOMCTBEHHBIMU  dhedeparnbHOMY
OopraHy UCMOJTHUTENBHOWM BNACTU, OCYLLECTBISAIOWEMY YHKLMN MO BbipaboTKe 1 peanusauumn rocyaapCTBEHHON
NONMUTUKA U HOPMAaTMBHO-NPABOBOMY PErynvMpoBaHuMi0 B cdpepe 3OopaBOOXpaHeHUs, n degepanbHOMYy OpraHy
WCNOSTHUTENBHOW BNACTU, OCYLLECTBASAOLWEMY (PYHKUMM NO KOHTPOMIO U Haa3opy B cdepe 34paBOOXPaHEHUS.
[Nopsnok BblAayn ykasaHHbIMU befepanbHbIMU TOCYAApPCTBEHHBIMU BIOMKETHBIMU  yYpeXOAeHUSIMN OaHHOro
npoToKona 1 pasmep Nnatbl 3a ero Bbigavy yctaHaBnueatoTcs MNpasuTtensctBom Poccuiickon ®epepauuu.

5. ExerogHo He no3gHee 1 (heBpans MNpOM3BOAMTENN JeKapCTBEHHbIX CPEACTB WM opraHusaumu,
OCYLLIECTBSAIOWME BBO3 JEeKapCTBEHHbIX npenapatoB B Poccuiickylo depepaumio, NpeacTaBnsioT B
dheepanbHbI OpraH UCTOSTHUTENBHOM BNacTW, OCYLLECTBSAIOWMIA (YHKLMU MO KOHTPOMO U Haasopy B cdepe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

3[,paBOOXpPaHEHUS, NPOTOKOM UCMbITAHUA MOCTYNMBLLETO B TEYEHWNE rofa B rpaXaaHCkuin 000poT nekapCTBEHHOMO
npenapata KOHKPETHOro MpouM3BoAMUTENs (Ha OQHY CEPU0 KaXAoro TOProBOro HauMMEHOBAHWS C  Yy4YEeTOM
nekapcTBEHHOW hOpMbl M JO3UPOBKK), NPOBOAMMbBIX aKKpeAMTOBAHHLIMW B COOTBETCTBMM C 3aKOHOL4ATEITbCTBOM
Poccuiickonn depepaumm 00 akkpeautaumMmM B HaUMOHANbHOW CUCTEME akkpeauTauum UCMbITaTerNbHbIMU
nabopatopusamu (LeHTpamu).

6. MNpoussoanTeny nekapcTBeHHbIX CPeaCTB WM OpraHusauun, OCYLLECTBNSAILWME BBO3 fleKapCTBEHHbIX
npenapatoB B Poccuickyio ®efepaumio, He MeHee YeM 3a OAMH ro4 A0 NNaHUPYEMbIX MPUOCTAHOBMEHUS UNn
npekpaweHus Npou3BOACTBa JlEKapCTBEHHbIX MpenapaToB wunu ux BBo3a B Poccuinckyio ®depepaumto
yBegoMIsoT 06 9ToMm dedeparnbHbI OpraH UCNOMHUTENBHOW BNACcTW, OCYLLECTBASIOWNA (PYHKLUM MO KOHTPOSHO
N Hagsopy B cdepe 3apaBooxpaHeHus M defepanbHbll OpraH WCMOMHUTENbHOW BRacTu, OCYLLECTBMASHOLWMMI
dyHKUMM NO NNLIEH3MPOBAHUIO NPON3BOACTBA NEKapCTBEHHbIX CPEACTB.

7. BBog B rpaxpgaHckMi OBOpPOT Kaxaonm cepun WAM  Kakgow napTum  UMMyHoBuomnorm4eckoro
nekapCTBEHHOro npenapara, npoussegeHHoro B Poccuiickon ®depepaumv unu BBO3MMOrO B PoCCUMICKYHO
degepaumio, OCYLIECTBNSETCH Ha OCHOBaHWM  paspelleHus, BbldaHHOTO  bedepanbHbIM - OpraHoM
NCMNOMHUTENBHOW BNAcTW, OCYLLECTBAOWUM (PYHKLUUN NO KOHTPOMNIO U HaA30py B cdhepe 30paBoOXpaHeHus, Ha
OCHOBaHWW BblAaHHOTO dedeparibHbIMU FOCYAapCTBEHHBIMU BIOOXETHBIMW YUPEXAEHUAMMW, YKa3aHHbIMW B 4acTu
4 HacTosLLEeN CTaTbM, 3aKNIOYEHNSA O COOTBETCTBUM CEPUN UMW NAPTUN UMMYHOBNOMOTMYECKOro ekapCTBEHHOro
npenapata TpeboBaHWAM, YCTaHOBMEHHbIM MpPWU €ro rocydapCTBEHHOW peructpaumu. [lopsgok  Bblgayum
paspelleHnss Ha BBOL B rpaXkgaHCKMA 0BOpOT cepuu uUnu napTmm MMMYHOBOMONOMMYECKOro JeKapCTBEHHOro
npenapaTta, a Takke nopsagoK BbldayyM YKa3aHHOrO 3akfyeHus UM pasmep nnatbl 3a €ero Bblgady
ycTaHaBnuBatoTcs MNMpaButensctBoM Poccunckon denepaumn.

8. 3a HenpencraBneHne WM HECBOEBPEMEHHOE MNpeAcTaBfieHMe [OOKYMEHTOB WU CBEAEHWMN,
npeaycMoTpeHHbIX Yactammn 1, 2, 4, 5 n 6 HacTosilen cTaTbW, NPOM3BOAUTENUN NEKAPCTBEHHbLIX CPeacTB U
opraHmsauuu, OCYyLLeCTBNsoWMe BBO3 MNeKapCTBEHHbIX npenapaTtoB B Poccuiickyio ®epepauunio, HecyT
OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKoHoAaTeNbCTBOM Poccunckon ®egepaunn.

9. MNpepncTaBneHne OKYMEHTOB U CBEOEHUN, NPedyCMOTPEHHbIX YacTamu 1, 2 n 4 HacTosLen cTatby, U
nonyyeHve npeaycCMOTPEHHOIO 4acTbio 7 HACTOSLWEN CTaTbM paspelleHus Ha BBOA4 MMMYHOOMOMOrMyeckoro
nekapCTBEHHOro npenapaTa B rpa)gaHckMin o6opoT He TpebytloTcsi B OTHOLLUEHUWN NEKAPCTBEHHbLIX MpenapaTos,
npegHasHa4YeHHbIX Onsi NPOBEAEHUS KIMMHUYECKUX WCCreaoBaHUN NeKapCTBEHHbIX MpenapaTtoB, NpoBeneHus
3KCNepTU3bl NEeKapCTBEHHbIX CPeACTB AN OCYLECTBNEHWUS rocygapCTBEHHOM perncrpauumn nekapCTBEHHbIX
npenapaToB, a TakKe B OTHOLUEHUW He3aperncTpUpoBaHHbIX NEKApCTBEHHbIX MpenapaToB, NpeaHasHaYeHHbIX
ONs oKasaHus MEOULMHCKOM MOMOLUM MO >KU3HEHHbIM MOKa3aHWsIM KOHKPETHOro naumMeHTa wnmM rpynnbl
naumeHToB, BBO3UMbIX B Poccuickyto ®egepaunio B COOTBETCTBUM € YacTamu 3 1 3.1 cTtaTbn 47 HacTosLwero
degeparnbHOro 3akoHa.

(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

10. MNMpwn BbISIBNEHUN B rpaxgaHCKOM 060OpoTe Cepum Unu NapTumn NeKapcTBEHHOro npenapaTa, AOKYMEHThI
N CBeOEeHUA O KOTOpbIX, MPedyCMOTPEeHHble YacTamu 1, 2 u 4 HacTodwen cTaTbW, He npeacTaBreHbl B
denepanbHbI OpraH UCMONHUTENbBHOW BMACTW, OCYLLECTBNSAOWMIA (PYHKLMM MO KOHTPONIO U Haasopy B cdepe
3[paBOOXpaHeHUs, NMMBO cepumn UM NapTMm MMMYHOBUOMNOrMYECKOrO NIEKapCTBEHHOIO NpenapaTa, He MMEILLNX
paspeLleHnst Ha BBOJ, B rpaxgaHcknii o6opoT, NpegyCMOTPEHHONO YacTbio 7 HacToslWwen ctaTtbu, hegepanbHbii
opraH MCMOSMIHUTENbHOM BracTW, OCYLECTBRSOWMIA  YHKUMM N0  KOHTPOMK W Haasopy B cdepe
3[4paBoOOXpaHeHNs], B Nopaake, ycTaHoBrneHHoM [NpasuTtensctBom Poccuiickon depepaumm, NPUHUMAET peLleHne
O MpeKpaLLEHNM rpaXKgaHCKoOro 06opoTa TakMx Cepum Unv napTum A0 NpeacTaBneHns ykasaHHbIX JOKYMEHTOB U
cBeeHun NMbo NonyyYeHnss ykasaHHOro paspeLLeHus.

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.09.2023 pokymMeHT gonosnHsieTcs cr. 52.2 (®3 ot 02.07.2021 N 317-93). Cm. OyayLuyto peoakumio.

Cratba 53. I'Ipo.qama, nepenavya neKkapcrtBeHHbIX cpeacTB opraHun3aunsamum onToBoOMn TOoproenu
NeKapCcTBeHHbIMU cpeacTBaMu

1. OpraHu3auuyM OMTOBOM TOPFrOBMWU JIeKApCTBEHHBIMU CpPeACTBaMM MOTYT OCYLLECTBMATb MPOAaxy
neKkapcTBeHHbIX CPEeACTB UNW rnepedaBaTb WX B YCTAHOBMNEHHOM 3akoHogaTenbcTBoM Poccuiickoit denepaunm
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

nopsiake (3a UcknioYeHnem apMaLeBTUYECKON CyGCTaHLMM cnupTa 3TUNOBOIO (3TaHona):
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 481-93)

1) ApyrvM opraHv3aumsiM ONTOBOW TOProBNW NeKapCTBEHHLIMWU CPEACTBaMU;

2) npousBoaMTENAM NlekapCTBEHHbIX CPeaCTB AN Lenen NponsBoACTBa JlIekapCTBEHHbIX CPeacTB;
3) anTeyHbIM OpraHn3aLmnsam 1 BeTEPUHAPHBLIM anTeYHbIM OpraHn3aumsam;

4) Hay4HO-MCccnegoBaTeNbCKMM OpraHM3auusaM A Hay4yHo-nccnegoBaTenbckon paboTol;

5) nHomBmnayanbHbIM MpeanpuHUMaTensaM, MMEeLWMM NULEH3N0 Ha dapMaueBTUYECKY0 AesTeNbHOCTb
W NALIEH3NIO HA MEONLIMHCKYIO AESATENbHOCT;

6) MEeOUUUHCKMM OpraHu3auusiM, B TOM 4YuCle CO34aHHbIM M 3aperncTpMpoBaHHbIM B COOTBETCTBUM C
3aKoHOOATeNbCTBOM WMHOCTPAHHOrO rocygapctea - uneHa OpraHusaumm 3KOHOMUMYECKOrO COTpYyAHMYECTBa WU
pasBuUTUS  WHOCTPaHHbIM  OPUONYECKMM  NUuaM, WHAMBUAYalbHbIM  NpeanpuHuMatenaM, SBASLWMMCS
yyacTHMKaMu npoekTa B cooTBeTcTBUM ¢ depepanbHbiM 3akoHoM "O MexayHapoaHOM MeAULIMHCKOM KnacTepe u
BHECEHMM W3MEHEHWUA B OTAENbHble 3akoHoAaTenbHble akTbl Poccuiickon ®epepaumn”, U BeTEPUHAPHbLIM
opraHn3aumsM;

(B peq. PenepanbHoro 3akoHa ot 26.07.2019 N 240-93)

7) opraHuMsaumMsiM U MHOMBMAYalbHbIM  MpPeanpUHUMAaTENsM,  OCYLUECTBMSOWMM  pasBeneHue,
BblpalLMBaHNE U CcodepXKaHUE XKMBOTHbBIX (3@ UCKIIOYEHNEM NPOAAXN UM hapMaLeBTUYECKMX CyOCTaHLMA NN NX
nepegaun).

(n. 7 B pea. ®egepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHusauumM ONTOBOW TOProBfM NEKapCTBEHHbIMU CPeACTBaMW He BMNpaBe OCYLLECTBMATb NpOoAaxy
(nepepady B YCTaHOBMEHHOM 3akoHodaTenbCcTBOM Poccurickon ®depepauum nopsake) dapmaueBTUyecKkon
cybcTaHuum cnvpTa 3TUNoBoro (3TaHorna).

(vacTb 2 B peq. PenepanbHoro 3akoHa ot 27.12.2019 N 481-93)

Crtatbs 54. [[paBuna onToBON TOProBnU JieKapCTBEHHbIMU CpeaAcTBaMU

1. OnToBas TOProBNs feKapCTBEHHbIMU CPEeACTBaMM OCYLLECTBIISETCS NPOU3BOAUTENSIMU NIEKAPCTBEHHBIX
CPEACTB WM oOpraHvM3auusiMM OMTOBOWM TOPrOBMM JEKApCTBEHHLIMM CPeacTBaMM MO NpaBuiaM Hagnexallen
ONCTPUDBLIOTOPCKON MPaKTUKA U MpaBuiaM Hagnexalleh npakTUKM XpaHEHUS] U NEPEBO3KN JeKapCTBEHHbIX
npenapaToB, YTBEPXAEHHbIM  COOTBETCTBYIOLMMU  YMNOSIHOMOYEHHBIMX  hbeaeparnbHbIMKM  OpraHamu
WCMNOJTHUTENbHOW BNAaCTM.

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

2. OpraHusauusi ONMTOBOW TOProBfM JieKapCTBEHHbIMU cpeacTBammu o0sizaHa cobniogaTb npedernbHble
CPOKN OTrpy3kM 3aTpeboBaHHLIX anTeYHOW OpraHusaumelnt NEeKapCTBEHHbIX MpenapaTtoB And MeOULMHCKOro
NPUMEHEHNST N He BrpaBe OTKasbiBaTb anTEYHOW OpraHvM3aLmu, C KOTOPOW Yy Hee 3akmyeH COOTBETCTBYHOLLUM
[OroBop O NOCTaBKax NekapcTBEHHbIX NpenapaTtoB A9 MeAULUHCKOro NPUMEHEHMUS, B NOCTaBKe NEKapCTBEHHbIX
npenapaToB AN MeOULMHCKOrO MPUMEHEHUST NMPU HanM4umn 3aTpeboBaHHbIX NEKapCTBEHHbIX NpenapaToB Ans
MEOULMHCKOTO MPUMEHEHWUsI Yy OpraHu3auMu OMTOBOW TOProBfM JIEKApPCTBEHHbIMM cpedcTBamu. [MpenenbHble
CDOKM OTrpy3kM 3aTpeboBaHHLIX anTeYHOW OpraHu3aumelnt NEeKapCTBEHHbIX MpenapaTtoB And MeOuUMHCKOro
NPUMEHEHNST B 3aBUCMMOCTU OT PacnosioKeHNS MecTa OTrPY3KM FIEKAPCTBEHHbIX NpenapaToB A1 MeAULMHCKOro
NPUMEHEHNS YCTaHaBNMBAKOTCA YNONMHOMOYEHHbIM heaeparnbHbIM OpraHOM UCTOMNHUTENBHOW BNACTW.

(vacTb 2 BBegeHa degepanbHbiM 3akoHOM OT 26.03.2022 N 64-03)

Cratba 55. MopsaaoK po3HUYHOWN TOProBnu NieKapcTBeHHbLIMU NpenapaTamm

1. Po3HMYHast TOproBns nekapCcTBEHHbIMU MpenapartamMmn B KONMYecTBax, HEOOXOOUMbIX ANSA BbINOSTHEHWS
BpayebHbIX (henbalepckux) HasHa4YeHMrM WU  HasHadeHurW cneuynanuctoB B obnactu  BeTepuHapuw,
OCYLLIECTBASIETCA anTeYHbIMU OpraHn3aumsamMu, BeTepUHapHbIMU anTeYHbIMU OpraHu3aLmamMm, MHOAMBUAYanbHbIMN
npeanpyHMMaTensiMM, UMEKLWMMM  JNIMUEH3MI0  Ha  (bapMaueBTUYECKYID OEeSTEeNbHOCTb, MELULUHCKMMM
OopraHu3auusamMu, UMEeKLMMM §UMUEH3NK0 Ha dapMaueBTUYECKYD [OEeATeNnbHOCTb, U WX 0060cobneHHbIMK
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

nogpasgeneHusMu (ambynatopusamu, enbaepckumm U enbalepcKo-akyLUepCKUMN MYHKTaMK, LieHTpamu
(oToenenuamun) obuien BpadyebHOM (CEMENHON) NPaKTUKKN), PACMONOXEHHBIMU B CEMNIbCKUX HACEMNEHHbIX MYHKTaX,
B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHm3auumn, 1 BeTepPMHAPHBIMU OpraHn3aumnsamMun, UMELMMK NNLEH3NI0 Ha
hapmaLeBTUYECKYO AeATenbHOCTb. Pa3spelleHa po3HMYHas TOProBrsi TOMbKO fieKapCTBEHHbIMM NpenapaTtamu,
3apeructpupoBaHHbiMn B Poccuiickon ®egepaumn  Unu - U3roTOBMEHHBbIMM  anTeyHbIMWU  OpraHu3aumsamu,
BETEpPUHaPHbLIMW anTeYHbIMU OpraHU3aumaIMn, UHAMBMAYaNbHBIMU NPEANPUHUMATENSAMU, UMEIOLLMMU NULLEH3NIO
Ha hapMaLeBTMYECKyl0 AeATeNbHOCTb. PO3HMYHAs TOProBns fiekapCcTBEHHbIMM NpenapaTtamMmu OcyLLeCcTBNAeTCS
no npaBunaMm Hagnexaiwlenh anTeyHOW NPaKTUKW, YTBEPXKAEHHbIM YMNOSHOMOYEHHbIM deaeparnbHbiM OpraHoM
NCMONHWUTENBbHON BNacTu.

(B pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 22.12.2014 N 429-03)

1.1. Po3HM4YHas TOProBns JiEKapCTBEHHbIMW MpenapataMmyv Anst MEeLUUUHCKOrO MpUMEHeHMs (3a
WCKIMIOYEHVMEM JIEKapCTBEHHbIX MpenapaTtoB, OTNyCckaemblX MO peuenTy Ha JeKapCTBEHHbI npenapar,
HapKOTUYECKMX JIEKApPCTBEHHbIX MpenapaToB M MCUXOTPOMHbIX FEKAPCTBEHHbIX MNpenapaTtoB, a TaKke
CMMPTOCOAEPXKALLUX NTEKAPCTBEHHbIX MpenapaToB ¢ 00bEMHON AONen 3TUNOBOro cnvpTa cebiwe 25 NpoLeHTOoB)
MOXET OCYLLUECTBMAATLCA anTeYHbIMW OpraHM3auusMn  OUCTaHLUMOHHBIM CcnocoboM. PO3HMYHYHO TOProsmto
NekapCTBEHHbIMW MpenapaTamMm AN MeAWLMHCKOrO MNPUMMEHEHWS  OUCTAHUMOHHBIM — CMOcoOOM  MOryT
OCYLLECTBMATL anTeYHble OpraHM3auun, KMerLme TJULUEH3NI0 Ha (apMaueBTUYECKYD [OeATEeNbHOCTb U
cooTBeTCTBYlOLEe pa3pelleHve deaepanbHOro opraHa UCMOSIHUTENbHOW BMAcTW, OCYLLECTBAAOLWEro yHKumnm
Mo KOHTPOM W Hap3opy B cdepe 3gpaBooxpaHeHus. [opsgok Bblgavm paspelleHust Ha OCYyLLEeCTBIEeHWEe
PO3HWYHOW TOProBMM NEKAPCTBEHHbIMW MNpenapaTaMmu AUCTaAHLUMOHHLIM CMocobom, TpeboBaHWs K anTeYHbIM
opraHmsaumsiMm, KoTopble MOFYT OCYLLUECTBASATb TaKyld TOProBMf, M MOPSAOK €e OCYLLEeCTBIEHWUs, a Takke
npaeuna AOCTaBKU NeKapCTBEHHbIX MpenapaToB rpaxaaHam ycTaHaBnueatoTca [paBuTenbcTtBoM Poccuinckon
®epepaumun. MiHdopmaumsa o6 onnadeHHbIX (OTMYLEHHbIX) U MOMYyYEHHbIX JIEKAPCTBEHHBLIX MpenapaTtax BHOCUTCH
B CUCTEMY MOHUTOPUHIa ABWKEHUSA NEKapCTBEHHbIX MpenapaToB AN MEeAMLMHCKOro MpUMEHEHMS B MOpSiaKe,
npeaycMOTPEHHOM YacTbto 7 cTaTbh 67 HacTosiwero degepanbHOro 3akoHa.

(vacTb 1.1 BBegeHa depepanbHbimv 3akoHoM oT 03.04.2020 N 105-93)

2. Buabl anTeyHbIX OpraHvM3auui v OpaBuia OTMycka feKapCTBEHHbIX MpenapaToB Ans MeOWMLMHCKOro
NPUMEHEHMS anTeYHbIMW OpraHn3auusaMmn, UHAVBUAYaNbHLIMU NpeanpuHUMaTensamMm, UMeLWUMA fTIMUEH3NIO Ha
dhapmaLeBTUYECKYI0 AeATenbHOCTb, a Takke npaBuia OTnycka NekapCTBEHHbIX NMpenapaToB Ans MeAULIMHCKOro
NPUMEHEHUS MeQMUUHCKMMMW OpraHmM3aumsamMmn, MMEKLWMMM NMLEH3NI0 Ha hapMaueBTUYECKYO AesTeNnbHOCTb, U
nx obocobneHHbIMV nogpasaeneHnaMmu (ambynaTopuamn, denbawepckuMmm 1 enbaLlepcko-akyLepCKMMm
nyHKTamu, LeHTpamn (oTaeneHusiMn) obliert BpayebHON (CEMENHON) NPaKkTUKK), PacrnosioXEHHbIMU B CENbCKUX
HaceneHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYHOT anTeuvHble OopraHv3auuu, yTBEpKOalTCA YNONHOMOYEHHbIM
deneparnbHbIM OPraHOM UCMOSNTHUTENBHON BRACTW.

(B peq. PepepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. OpaBuna oTnycka HapKOTUYECKNX CPEACTB U MCUXOTPOMHbIX BELLECTB, 3apErMcCTpMpOBaHHbIX B Ka4ecTBe
NEeKapCTBEHHbIX MNpenapaToB, IEeKapCTBEHHbLIX MpenapaTtoB, COAEpXKalluMX HapKOTUYeckMe cpeacTsa U
MCMXOTPOMHbIE BELLECTBA, YTBEPXKAAIOTCA YNOMHOMOYEHHBIM ddefieparnbHbIM OpraHOM UCMOMHUTENBHOW BNAcTy
No cornacoBaHuio ¢ cheaeparnbHbIM OpraHoM UCNOMHUTENBHOW BNacTu, YNONMHOMOYEHHBIM B cdhepe BHYTPEHHUX
aen.

(B pea. PegepanbHoro gakoHa ot 03.07.2016 N 305-$3)

4. JNekapcTBeHHblE MpenapaTtbl ANs BETEPUMHAPHOIrO MPUMEHEHMST MoariexaT OTNycky BeTepUHapHbIMMU
anTeyHbIMW OpraHM3auusiMiM, BETEPUHAPHBIMW OpraHu3auMsMK, WHOAUBUAOYANbHLIMU NPEeAnpUHUMATENAMU,
UMEKLWUMN FNMLEH3NI0 Ha dapmaueBTUYeckylo gestenbHocTb. OTNycK NeKapCTBEHHbIX MpenapaToB Ans
BETEPVMHAPHOIO NPMMEHEHMST OCYLLIECTBISIETCA B COOTBETCTBMM C NMpaBunaMy Hagrnexaiien ante4Hom npakTUKm
NeKapCTBEHHbIX MNpenapaTtoB Afs  BETEPUHAPHOrO  MPUMEHEHUS!, YTBEPXKOEHHLIMU  YMOSTHOMOYEHHbIM
denepanbHbIM OpraHoM UCMONMHUTENbHON BNacTu.

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

5. MNMepeyeHb MeAMLMHCKUX OpraHu3auuin, NMeLMX NULEH3NI0 Ha dapmaueBTUYeCKyo AesTeNbHOCTb, U
nx obocobneHHbIX noapasgeneHvn (ambynatopui, enbalepckMx M enbaepcKo-aKyLepCckux MyHKTOB,
LUeHTpoB (oTaeneHun) obuierr BpayebHOM (CEMENHOWN) NPaKTUKK), PaCMONOXEHHBIX B CEMbCKUX HaCENEHHbIX
MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyvHble OopraHuM3aumu, a Takke nepeyeHb feKkapCTBEeHHbIX MNpenapaTos,
npodaxa KOTOpbIX MOXEeT OCYLECTBAATbCA YKa3aHHbIMW  opraHu3aumsMm  u - Ux  0B6ocobrneHHbIMK
nogpasaeneHnsiMn, yCTaHaBnmMBarTCA opraHaMy UCMNONHUTENBHOW BNacTn cyobekTtoB Poccuiickon depepaumn.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

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

6. AnTeyHble opraHuMsauuMv, UVHAMBUAOYasrbHble MNPEANPUHUMATENM, MMEKLWUE  JIMUEH3UI0  Ha
hapmMaLeBTUYECKYID OeATenbHOCTb, 00s3aHbl obecneumBaTh yTBEPXAEHHbIN [lpaBuTenbcTBOM Poccunckomn
depepaumm n HopMUPYEMbIN B YCTAHOBNEHHOM MM NOPAAKE MUHUMAIbHbLIA aCCOPTUMEHT feKapCTBEHHbIX
npenapaToB, HEOOXOAMMbIX OIS OKa3aHUs MEAULMHCKOM NMOMOLLN.

(4acTb 6 B peq. PegepanbHoro gakoHna ot 25.11.2013 N 317-93)

7. AnTeuyHble opraHusauuu, WHAMBWUOYyanbHble NpPeanpuHMMaTenn, MMelLlMe  NULEH3UI0  Ha
hapmaLeBTMYECKYD OeATENbHOCTb, HapsiAy C flekapCTBEHHbLIMU MpenapataMu MMEeKT npaBo npuobpeTtaTb U
npodaeaTtb, B TOM 4YuCrie AUCTaAHLMOHHBLIM CMOCOOOM, MEeAMUMHCKME U3Aenusi, AesmHduumpyowmne cpeacTea,
npeameTbl M cpeacTBa JNUYHOW TUMMEHbl, MNocydy ANns MeOuUMHCKMX Lenein, npeameTbl UM cpeacTea,
npegHasHadeHHble Ans yxoda 3a 60nbHbIMW, HOBOPOXAEHHBIMW U OeTbMU, HE AOCTUrLUMMK BO3pacTa Tpex nerT,
OYKOBYIO OMNTUKY U CPeaCcTBa yxo4a 3a Hell, MMHeparnbHble BoAbl, NPOAYKTbI fe4eBbHOoro, AeTCKOro U QUeTUYecKoro
nuTaHWsi, GUONOrMyeckn akTUBHble A0GaBKW, NapOMeEpHbIe U KOCMETUYEeCKMEe CPeACTBa, MeAULMHCKNE U
CaHWUTapHO-NPOCBETUTENbHbIE MeYaTHble W3aaHus, NpefHasHa4YeHHble AONns nponaraHabl 340pOoBOro obpasa
KU3HW.

(B pea. PenepanbHbix 3akoHOB 0T 27.07.2010 N_192-93, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-93)

8. HestenbHocTb anTeuvHbIX opraHusauun BoopyxeHHbix Cun Poccuiickon ®epepaumu, OpYyrnx BOWCK,
BOMHCKMX (POPMUPOBaHWIA 1 OpraHoB, B KOTOPbIX 3akoHoAdaTenbcTBoM Poccuiickon deaepaumm npegycMoTpeHo
NPOXOXAEHWe  BOEHHOW  cnyxObl wunu  cepgepanbHOW  rocygapCTBEHHOW  CryXObl,  CBSI3aHHOW  C
NMpPaBOOXPAHUTENbHON  OEeATENbHOCTBI,  pernameHTupyetcss  Hactoswum  degepanbHbiM - 3aKOHOM U
YyTBEPXXAEHHBIMM COOTBETCTBYHOLLMMU defepanbHbiMM  OpraHaMu  MCMOMHUTENbHOW BNacTv  MOSTOKEHUSMMU.
KoHTponb 3a cobniogeHvem ykasaHHbIMW anTeYHbIMW OpraHu3auMsMu NonoXeHun Hactoswero degepansbHOro
3aKOHa OCYLLECTBNAETCA COOTBETCTBYIOWMMY dhedeparibHbIMU OpraHaMy UCNOMNHUTENBHON BracTu.

(B peq. PenepanbHoro zakoHa ot 13.07.2015 N 262-93)

9. YTtpatun cuny ¢ 1 siuBapsi 2021 roga. - PegepanbHbiii 3akoH ot 03.04.2020 N 105-93.

KoHcynbTaHTlntoc: npumeyaHue.
C 01.03.2026 cT. 55.1 yTpaumnsaet cuny (93 ot 20.10.2022 N 405-d3).

Crtatbs 55.1. MNopsagok ocylecTBrNeHUss PO3HUYHOMN TOProBMM fieKapCTBEHHbIMU NpenapaTtaMu Aons
MeAWLIMHCKOro NpMMeHeHUs, OTNyCKaeMbIMU MO peLenTy Ha NleKapCTBeHHbIW npenapaTt, AUCTaHLNOHHbIM
cnoco6om

(BBegeHa ®egepanbHbiM 3akoHoM oT 20.10.2022 N 405-93)

1. B nepuog ¢ 1 mapta 2023 roga go 1 maprta 2026 roga B ropoge cdeaepanbHoro 3HayeHnss Mockse, B
Benropogckon n MockoBckor obnactsx (ganee B HacToslen ctatbe - cybbekTbl Poccuiickon ®depepaunmn)
npegycmatpuBaeTcs MpoBedeHne 3KCMepuMMeHTa MO OCYLLUECTBMAEHUIO PO3HUYHOW TOProBNM fekapcTBEHHbIMU
npenapatamu Ans MEOULMHCKOrO MPUMEHEHUS, OTMYyCKaemMbiMy MO PeLenTy Ha JfeKkapCTBEHHbIN npenapar,
ONCTaHUMOHHBIM cnocobom (ganee - SKCNepuMEHT).

2. B pamkax akcnepumeHTa ero y4acTHWKM BnpaBe AUCTaHUMOHHLIM CMOCOOOM OCYLLECTBNATL PO3HUYHYIO
TOProBnio rekapCcTBEHHbIMU NpenapaTtaMmyv And MeOULMHCKOrOo MPUMEHEHUs, OTNyCcKaeMbiMWU NO peuenTty Ha
nekapCcTBEHHbIV npenapaTt (B TOM 4yncne copMMpOBaHHOMY B (POPME 3MEKTPOHHOrO [OKYMEHTa B JIMYHOM
kabvHeTe rpaxgaHnHa B denepanbHOM rocyaapCTBEHHOM WHAOPMaLMOHHON cucTteme “"EAunHbIA nopTan
rocygapCTBEHHbIX U MyHUUMNanbHbIX yenyr (PyHKUun)" n (Mnn) Ha pervoHanbHbIX NopTanax rocygapCTBEHHbIX U1
MYHMUMMAMNbHbBIX YCIYr) U BKIHOYEHHBIMM B EpPEYeHb NIEKAapCTBEHHbIX NpenapaToB 1 hapMakoTepaneBTUYeCKuX
rpynn nekapCTBEHHbIX MpenapaToB, pas3pelUeHHbIX K peanu3aluuM B paMKax 3KCMepuMeHTa, YTBepXKOEHHbIV
YNOMHOMOYEHHbIM ~ doefeparnbHbiM  OpPraHOM  UCMOSNTHUTENBHOW BMacTM (3a UCKINIOYEHUEM JeKapCTBEHHbIX
npenapaToB, cogepXalmx HapKOTUYeckne CpeacrTsa, MCUXOTPOMHbIE BeLWEeCcTBAa W MX  NPEKypcopbl,
NeKkapCTBEHHbIX MpenapaTtoB, COAEpXallMxX CUIbHOOEWCTBYKOLIME BeELWEeCcTBa, paguodapmaueBTUYecKnx
neKapCTBEHHbIX MNpenapaToB, MMMYHOOMONOMMYECKMX NEKAPCTBEHHbIX MpenapaToB, a Takke JeKapCTBEHHbIX
npenapaToB, 419 KOTOPbIX B COOTBETCTBMM C MHCTPYKUMEN MO MPUMEHEHUIO FIEKAapCTBEHHOro npenapara
yCTaHOBMNEH TeMmnepaTypHbll pexum xpaHeHuss Hwke 15 rpagycoB Llenbcusa, cnupTocogepalimx
NeKapCTBEHHbIX MpenapaToB C 0ObLEMHOM [ONeil 3TUMOBOro CnvpTa CBbile 25 MPOLEHTOB M NEKapCTBEHHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

npenapaToB, U3rOTOBMEHHbIX anTEYHbIMY OpraHM3aunsiMm). Kpurepuu BKNOYEHMS NEKapCTBEHHbIX NpenapaToB U
hapmakoTepaneBTUYECKMX TPYNMN feKapCTBEHHbIX MNpPenapatoB B YKa3aHHbIA MNepeyeHb YCTaHaBMBAKOTCHA
MpaButenbctBoMm Poccunckon depepaumn. [MonoxeHWst HacToslLLed CTaTbM He pacnpoOCTPaHSTCA Ha
rnekapCcTBeHHble MpenapaTtbl, OTNyckaemble GecnnaTHO UMM CO CKUAKOW rpaxkgaHam, MMEKLWMM MpaBo Ha
obecnevyeHne nekapCcTBEHHbIMM MNpenapaTtaMmum 3a CcYeT CpeAacTB OaKeTHbIX acCUrHoBaHWn eaepanbHOro
6rooxeTa n GrogkeToB cyobekToB Poccuiickon ®eaepaunn.

3. Y4yacTHuMKamMu 3KCnepuMeHTa SBMATCA YMNOMHOMOYEHHbIN hedepanbHbIi opraH WCMOMAHUTENBHOWN
BNacTu, yNosIHOMOYEHHbIE OpraHbl UCMONMHUTENBHON BNacTu cybbekToB Poccuickon denepaunm, MeguumnHckmne
opraHmsaumm M anTeyHble OpraHusauum, COOTBETCTBYKOLWME TpeboBaHMSM, YCTAHOBMEHHbIM B COOTBETCTBUU C
YacTblo 4 HaCTOSLLEN CTaTbW.

4. [onoxeHwe O nopsgke NPOBEAEHMS 3KCMepuMMeHTa, B TOM 4ucne TpeboBaHua K MeAMUMHCKUM
opraHu3auMsM U1  anTeYHbIM  OpraHuMsauusM, SBASKWMMCH  yvyacTHMKaMKW  3KCMepuMeHTa,  nopsgok
OCYLLECTBMEHNS PO3HWYHON TOProBMNM MeKapCTBEHHbIMW MpenapatamMv Ans MeOUUUHCKOTO MpUMEHeHUs,
oTnyckaemMbIMW MO PeLEenTy Ha NeKkapCTBEHHbIN npenapat, AUCTaHUMOHHBLIM crnocobom, TpeboBaHust K OCTaBke
TakMX feKapCcTBEHHbIX MpenapaToB rpaxaaHam, npasBuna Bbiayy paspelleHus Ha OCyLLEeCTBIEeHNEe PO3HUYHON
TOProBfM NeKapCTBEHHbIMW MpenapataMmy Ans MeAWUMHCKOro MNPUMEHEHWs, OTnycKaembiMu MO peuenTty Ha
NEeKapCTBEHHbIA nNpenapaTt, AWCTaHUMOHHbIM crocobom, yTBepxaaetca [lpaButenbctBoM Poccumnckon
denepaumn. TpeboBaHMsa K anTeYHbIM OpraHn3aLmam, SBAAOLWNUMCS yHaCTHUKaMWN SKCNEPUMEHTa, He MOryT ObITb
HWXe TpeboBaHWW, YCTAHOBIIEHHbIX K anTeYHbiM OpraHusauusm B COOTBETCTBMM C 4YacTbio 1.1 ctatbm 55
HacTosilwero ®egepanbHOro 3akoHa.

5. YNonHOMO4YeHHbIN hbeaepanbHbIi opraH UCMONHUTESNTbHOW BNAcTu:

1)  ocyllecTBNAeT  MeTOOMYECKOE  COMPOBOXAEHME  IKCTIepUMEHTa,  BKMYas  MeToauyYeckoe
COMPOBOXAEHNE [AeSATENbHOCTU MeAUUMHCKUX OpraHvM3aumuidi M anTeuyHblX OpraHu3auui, yyacTBYWOLIMX B
3KCMepUMEHTE, MO OPOPMIIEHMIO, UCMOSb30BAHUIO U XPaHEHWI0 PELIENTOB Ha fleKapCTBEHHbIN Npenapart, B TOM
yucne chopMMPOBaHHbLIX B hOpME 311EKTPOHHbBIX JOKYMEHTOB;

2) npencrtasnseT B [NpaButenscteo Poccuiickon ®enepaumn npensaputenbHbii (B Neproa NpoBeAeHuUs
3KCMEePUMEHTA, HO He MO3JHeEe YeM 3a [jBa MecsiLa [0 UCTEYEHMS CPOKa NPOBEAEHUSA IKCMEPUMEHTA) U UTOTOBBIN
(MO OKOHYaHWMM 3KCNEpPMMEHTa, HO He MO3[dHEee YeM 4vepes3 [ABa Mecsdua MNocrie NCTeYEeHUs cpoka MpoBefeHus
3KCMepuMeHTa) OOKNadbl O pesynbTaTax NPoBeAEeHUS 3KCMEPUMEHTA N NPEANIOXKEHUS O BHECEHMM U3MEHEHWI B
3akoHoAaTenbCcTBO 06 06paLLeHMM NeKapCTBEHHbIX CPEACTB.

6. YNONHOMOYEHHbIV OpraH UCNOMNHUTENBHON BriacTu cybbekTa Poccuiickon depepaumm:
1) BNpaBe ycTaHOBUTbL OCOGEHHOCTU NPOBEAEHUS SKCNEPUMEHTA;

2) yTBepxaaeT Mopsdok oTbopa MeOWMUMHCKMX OopraHusauMil U anTeyHblX opraHusauuii Ans ydactusi B
JKCMEepUMEHTE, a TakkKe NMPOBOAMT TakoW OTGOP U yTBEP)KAAET nepevyeHb MeaNLMHCKMX OpraHn3aumii 1 nepeyeHb
anTeyHblX oOpraHu3auuii, COOTBETCTBYHLLMX TpeboBaHUSAM, YCTaHOBMNEHHbIM B COOTBETCTBUM C YacTbio 4
HacTosLLEN cTaTbi, U ABMNSAIOLLMXCA YHaCTHUKAMU SKCMEPUMEHTA;

3) ocywecTBNsieT MOHUTOPUHI MPOBEAEHWUsI 3KCMepUMEHTa W MpeacTaBnseTr ero pesynbtaThl B
YNOMHOMOYEHHbIV dhefeparbHbli OpraH UCNONHUTENBbHOW BNAacTw;

4) obecneunBaeT MHHOPMALMOHHO-TEXHUYECKOe obecneyeHne NpoBedeHUs SKCnepuMeHTa NocpeacTBOM
NCMNOSb30BaHNA FOCYOApCTBEHHOMW WHMOPMAaULMOHHOM cucTeMbl B cdepe 34paBoOXpaHeHUs cybbekTa
Poccuiickonn ®depepaumv un (Mnn) MeaMUMHCKUX  UHAOPMAUMOHHBIX CUCTEM MEOULUHCKUX OpraHusauum,
ABNSAILUNXCHA YHAaCTHUKAMUN SKCMIEPUMEHTA, U UX B3aMMOLENCTBUSA C €QUHON rocyaapCTBEHHOW MHPOPMaLMOHHON
cucTeMom B chepe 34paBoOOXpaHeHUs.

7. MeagvumHckme opraHusauum n antedHble opraHu3aumum BnpaBe 0TkasaTbCs OT y4acTus B SKCNEepUMEHTe,
nogas B YNOSIHOMOYEHHbIA OpraH UCMOMNHUTENBHOW BniacTn cybbekTa Poccuiickon Penepaumm cooTBETCTBYHOLLEE
ob6palleHne B NCbMEHHONM dhopme.

8. AnTeuyHble opraHudauumn, dBnaolinecd Yy4YaCTHUKaMWU 3KCNepuMmeHTa, 00s3aHbl npn npopaxe
AWCTaHLUMOHHLIM cnocobom NekapCTBeHHOro npenapara Anda MeguunHCKOro npuMeHeHusa, OoTnyckaemMoro no
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

peuenTy Ha fekapcTBeHHbI npenapaT, 06ecrnevnTb NPy OCYLLECTBMNEHUN AOCTaBKU UOEHTUMOUKALMIO TUYHOCTY
rpakgaHuHa, Monyyalollero TakoW FeKapCTBEHHbI npenapaTt, B LeNnsX YCTAHOBIEHUS COOTBETCTBUSI €ro
FIMYHOCTU 1 N, YKa3aHHOTO B PELENTe Ha NeKapCTBEHHbI npenapat (ero 3akoHHOro npeactaButens), 6o
nvua, YNosnHOMOYEHHOro JMUOM, YKasaHHbIM B peLenTe Ha JeKapCTBEHHbIM npenapaT (ero 3akoHHbIM
npeacTaBUTENEM), Ha NoNy4YeHVe NekapcTBEHHOro npenapara (4anee B HacTOSLLEN cTaTbe - NMUUO, yKasaHHoe B
peuenTe (3aKOHHbIV NpeacTaBUTeNb, YNOMHOMOYEHHOE NNLO).

9. Jlvuuo, ocyllecTBrsiOLlEe OOCTaBKy JIEKAPCTBEHHOrO Mpenaparta Ans MeOWMLUMHCKOTO TMPUMEHEHWs,
OTMyckaeMoro no peuenTy Ha NekapCTBeHHbI npenapaT, 06s3aHo NoTpeboBaTth y rpaxaaHuHa, noryyaoLLero
TaKoW NeKapCTBEHHbI Npenapart, NpeabaBUTb OOKYMEHT, YAOCTOBEPSAIOLLMIA ero NMYHOCTb, AN MAeHTUdMKaLMUK
MIMYHOCTU 3TOrO rpaxkgaHMHa M YCTAHOBMNEHWA COOTBETCTBUS €ro NUYHOCTM M Nuua, yKasaHHOro B pelente
(3aKoHHOro npencTaBUTENsl, YMOINIHOMOYEHHOro nuvua). B cnyyae BbISIBNEHUSI HecoBNageHUs JUYHOCTU
rpakgaHuHa, MoJlyYalolero IeKkapcTBEHHbIA npenapat, M nuua, YykasaHHOro B peuenTe  (3akOHHOro
npeacTaBUTENs, YNOHOMOYEHHOO NLA), a Takke B CrlyyYae oTkasa rpaxxaaHuHa, nosyyatoLlero NiekapCTBeHHbIN
npenapart, npeabsBUTb AOKYMEHT, YAOCTOBEPSOWMIA €ro MWYHOCTb, MNULIO, OCYLLECTBMAIOLIEE [OOCTaBKy
NeKkapcTBEHHOro npenaparta Ana MeAWLMHCKOro MpUMeHeHUs!, OTMyCKaeMoro no peLenTty Ha nekapCTBEHHbIN
npenapart, 0653aHO BEPHYTb TaKoW NeKapCTBEHHbI Npenapat B anTeyHy opraH13auuio.

10. MoaTtBepxxaeHnem dakta nepegayn fnekapCTBEHHOro npenapaTta Ans MeauuMHCKOro MpUMEeHeHus,
OTMycKaemMoro Mo peuenTy Ha IeKapCTBEHHbIM MpenapaTt, nuuy, YykasaHHOMy B peuenTte (3aKOHHOMY
npeacraBuTento, ynoJIHOMOYEeHHOMY nmu,y), ABMNAKTCA KacCOBbIA YeK U noanncb nuda, nonydyumseLiero Takon
nekapcTBeHHbIM npenapaTt, Ha [JOKYMEHTe O MOMyYeHUM Takoro JeKapCTBEHHOro mnpenapata no dopwme,
yTBEPXXOAAEMON YMNONMHOMOYEHHBIM hbefepanbHbiM  OpraHoM WCMONHUTENbHOM Bnactu. [locrne nepegayu
NeKkapCTBEHHOMO MpenapaTta nuvuy, ykasaHHOMY B peuente (3akOHHOMY MpeAcTaBUTENto, YNOHOMOYEHHOMY
nvuy), 9TOT OOKYMEHT nepefaetcs nvuoM, OCYLLEeCTBMBLUMM LOCTaBKy TaKOro JIeKapCTBEHHOro npernapara, B
anTeyHyl OpraHusaumio, OCYLLECTBMBLUYHO OTMYCK JleKapCTBEHHOro npenapata. B cnyyae BbisiBNeHWs npwu
nepegaye nuuy, ykazaHHoMmy B peuenTe (3akoHHOMY NpeacTaBUTento, yNonHOMOYEHHOMY ML), NEKapCTBEHHOrO
npenapaTta (QakToB MeXaHW4YeCKOro MOBPEXAEHUS €ero WNM ero ynakoBKW TaKoW NeKkapCTBEHHbIN npenapar
NMLOM, yKasaHHbIM B peuenTe (3akOHHbIM MpeAcTaBUTENEM, YMONTHOMOYEHHbLIM JIULOM), HE MPUHUMAETCS U
BOo3BpallaeTca ©e3 ero onnatbl Nuuy, OCYLECTBMBLUEMY [OCTaBKY JIEKAPCTBEHHOrO npenapara U
obecneunBaloLLEeMy €ro BO3BpaT B anTEYHY OpraHu3aumio.

11. 3a HapyweHus 3akoHopaTenbcTBa Poccuiickorn ®deaepaunn, COBEpPLUEHHbIE NPU NPOBeAEHUM
3KCMEePUMEHTa, €ro Y4acTHUKM HeCyT OTBETCTBEHHOCTb, YCTAHOBMIEHHYK 3akoHoAaTenbCTBOM Poccuiickon
degepauum.

12. KoHTponb 3a ucnonHeHnem tpeboBaHui, CBA3aHHbIX C MPOBEAEHNEM 3KCMIepUMEHTa, OCYLLIeCTBNSETCA
denepanbHbiM OpraHOM WCMOMHUTENBHOW BriacTW, OCYLIECTBNSAOWMM (PYHKUMM MO KOHTPONIO M Haasopy B
chepe 30paBooOXpaHeHus, B nopsiake, ycraHoBneHHom defepanbHbiM 3akoHoM oT 31 uiona 2020 roga N 248-93
"O rocygapCTBEHHOM KOHTpOre (Haa3ope) u MyHuumnanbHoMm KoHTpone B Poccuiickon degepaunmn’.

CrtaTtbs 56. U3aroToBneHme n oTnyck nekapcTBeHHbIX NpenapaToB

KoHcynbTaHTlntoC: npumeyaHue.
C 01.03.2025 B 4. 1 cT. 56 BHOCATCA M3meHeHuns (93 o1 30.12.2021 N 463-D3).

KoHcynbTaHTlnoCc: npuMmeyaHue.
C 01.09.2023 B 4. 1 cT. 56 BHOCsATCS 3MeHeHns (P3 ot 05.12.2022 N 502-93). Cm. GyayLlyto peaakumio.

1. MN3rotoBneHue NeKapCTBEHHbIX MnpenapatoB anTe4YHbIMN OpraHn3aunamMmmn, BetepnHapHbiM anTe4YHbIMU
opraHndauuammn, wuHaomsumayarnbHbIMU nNpeanpuHMMaTenaMmm, UMerwnMmn nmueH3n Ha @apmaueBTquCKym
0EATEeNIbHOCTb, OCYLUEeCTBNAETCA NO peuentamMm Ha NneKapCTBeHHble npenapatbl, Mo Tpe6OBaHMﬂM MeONLMNHCKUX
OpFaHI/I3aLI,VIl7l, BeTEepUHapPHbIX OpFaHM3aHMVI B COOTBETCTBMM C nNpaBuniaMmn U3roTtoBrneHna wn OTnycka
NNIeKapCTBEHHbIX npenapaTtoB, YyTBEpPXAEHHbIMU YMNMOJIHOMOYEHHbIM cbe,qepaanblM OopraHom NCMONHUTENBHOW
BnacTun.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.09.2023 4. 2 cT1. 56 usnaraetca B HoBow pegakuun (D3 ot 05.12.2022 N 502-93). Cm. byagyLiyto

peaakKkLuio.

2. Tpu U3roToBrNeHNM neKapCTBEHHbIX MpenapaToB anTeYHbIMU OpraHu3auusMu, BeTepUHapHbIMU
anTeYHbIMW  OpraHM3auMsiMu,  MHOVBUAYaANbHbIMA  MPEAnPUHUMATENSIMU,  UMEKLWMMKM  NIMUEH3NIO  Ha
hapmaueBTMYECKYl0  OEeSTenbHOCTb,  UCMonb3yloTcs  dapMaueBTUYeckne  cyGCTaHUMKM,  BKIHOYEHHbIE
COOTBETCTBEHHO B TOCYAapCTBEHHbIA PEECTP J1eKapCTBEHHbIX CPeACTB AN MeOUUMHCKOTO NPUMEHEHUst U
roCyAapCTBEHHbIA PEECTP JIEKAPCTBEHHbLIX CPEACTB [AS11 BETEPUMHAPHOrO MPUMEHEHUS B YCTaHOBIIEHHOM
nopsgke. He [ponyckaeTcs  M3roTOBNEHME anTeYHbIMU  OpraHM3auusMK, BeTepUHaPHbLIMK  anTeYHbIMU
opraHuM3auMaM, UHAMBMAOYaAnbHbIMU NpearnpuHUMaTENaMU, UMELMMU NMUEH3UI0 Ha dapMaleBTUYECKYHO
OEeATENbHOCTb, NeKapCTBEHHbIX NpenapaToB, 3aperncTpnpoBaHHbIX B Poccuiickon denepaumm.

KoHcynbTaHTlInoc: npuMmeyaHue.
C 01.09.2023 B 4. 3 cT. 56 BHOCATCA M3MeHeHus (D3 oT 05.12.2022 N 502-93). Cm. byayLyto pedakumio.

3. MamepOBKa J1eKapCTBEHHbIX npenapartos, N3roTOBIEHHbIX anTevyHbiMun opraHusaumamu,
BETEpPUHAPHbIMU anTe4YHbIMW OpraHn3aunaMmun, nHagneuayanbHbIMU npegnpuHUMaTenamm, tMerLwnmm nmueH3nto
Ha q)apmaueBqueCKyro neATernbHOCTb, U OCbOpMJ'IeHI/Ie Takmnx npenapaTtoB AOJ1KHbl COOTBETCTBOBATbL NMpaBuiiam,
YKa3aHHbIM B 4acTun 1 HacTosiILen cTaTbu.

KoHcynbTaHTlInoC: npuMmeyaHue.
C 01.09.2023 B u. 4 cT. 56 BHOCATCS n3mMeHeHns (P3 ot 05.12.2022 N 502-93). Cm. GyayLlyto peaakumio.

4. AnTeyHble opraHM3auuun, BeTepMHapHble anTeyHble opraHM3auuun, MHaMBuAyanbHble NpeanpuHuMaTen,
nmetoLLmMe NULEH3NI0 Ha hapMaLeBTUYECKYIO AEeATENbHOCTb, HECYT OTBETCTBEHHOCTb 3a HECOOMIOAEHME NpaBuI
N3roTOBMEHUST N OTMyCKa IeKapCTBEHHbIX MpPenapaTtoB B COOTBETCTBMM C 3aKOHOOATENbCTBOM Poccumnckon
degepauum.

Ctratba 57. 3anpeweHue npogaxu ¢anbcupuUMpPOBaHHbIX JEeKapCTBEHHbIX CpPeAcTs,
HeAoOpoKayeCTBEHHbIX NNEKapPCTBEHHbIX CPEeACTB, KOHTPadaKTHbLIX NIeKapCTBEHHbIX CPeAcTB

I'Ipop,a»(a (*)aﬂbCVI(bI/ILIMpOBaHHbIX JNIeKapCTBEHHbIX CpencTs, He,D,06pOKa‘-IeCTBeHHbIX J1eKapCTBEHHbIX
cpencrs, KOHTpad)aKTHbIX JIeKapCTBEHHbIX CpeacTB 3anpeLllaeTcA.

Crtatbs 58. XpaHeHMe nekapcTBEeHHbIX CpeacTB

1. XpaHeHue neKkapCTBEHHbIX CPEACTB OCYLLECTBIISIETCS MPOM3BOAMTENSMU JEKAaPCTBEHHbIX CPEACTB,
opraHM3auMsiMy  ONTOBOW  TOProBNW  fIEKApCTBEHHbIMW  CPEACTBaMM,  anTeYHbIMUM  opraHu3auusiMu,
BETEPUHaPHbLIMW anTEYHLIMU OpraHU3auMaIMn, UHAMBMAYANbHBIMU NPEANPUHUMATENAMU, UMEIOLLUMMW NIULLEH3NIO
Ha dapMaueBTUYECKYI0 OEATENBHOCTb WM NUUEH3UIO HA MEOUUMHCKYI OeATEeNbHOCTb, MEeAWULUHCKUMM
opraHunzaunammn, BeTepuHapHbiMU opraHusaumaMmm U UHbIMKU OpraHmM3aunAaMu, OCyLLEeCTBALWNMNU o6pau.|.eHv|e
JleKapCTBEeHHbIX CpencTB. XpaHeHme NeKapCTBEeHHbIX CpeACTB AJ1A BEeTEPUHAPHOIro npumMmeHeHna opraHmsaymnamm
N WHAMBUAOYyaANbHLIMW MpearnpuHUMaTensaMu B CryyasiX, €CNnM OHU  UCMOMb3YIOTCS  UCKIHOYMTENBHO MpU
pasBefeHuK, BblpalUMBaHUN, COAEPKAHUM W JIEYEHUWN KUBOTHLIX, MOXET OCYLIECTBNSATbCA 6e3 nonyyeHus
NMUEH3NN Ha hapMaLLEBTUYECKYIO AEATENBHOCTD.

(B peq. PepepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. npaBMJ’Ia XpaHeHUA nekapCTBEeHHbIX CpenCTB YTBepXOakTCcA COOTBETCTBYHOLWMM YNOJTHOMOYEHHbIM
cbep,epaanblM opraHom WCNONHUTENbHOW BNacTu.

3. XpaHeHme HaPKOTUYECKNX JIEeKapCTBEHHbIX CpeacTB, TMNCUXOTPOMHbIX JeKapCTBEHHbIX CpeacTs,
pa,u,mocbapmauesmqecmx leKapCTBEeHHbIX CpencCTB OCYyLleCTBNAeTCA B COOTBETCTBUMM C 3aKOHOOATENIbCTBOM
Poccuiickon ®epepauuu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

Cratba 58.1. MMpeamMeTHO-KONNYECTBEHHbIA Y4YeT JIeKapPCTBEHHbIX CPEeACTB ANA MeAULMHCKOro
npYMeHeHus
(sBeaeHa depepanbHbIM 3akoHOM OT 25.12.2012 N 262-93)

1. I'Iegequb NeKapCTBEHHbIX cpencTts ana MeanLMHCKOro npuMeHeHus, noanexatimx
npeaMeTHO-KOJNTM4eCTBEHHOMY yyery, yTBEpXOaeTcd YNOJTHOMOY€E€HHbIM cbep,epaanblM opraHom
NCMONHUTENbHON BNacTu.

2. HOQHQOK BKIOYEHNA JeKapCTBEHHbIX cCpeacTts Onda MeauuUMHCKOro rnpuMeHeHna B NepedeHb
NeKapCTBEHHbIX CPEACTB AS11 MEOULMHCKOrO NMPUMEHEHUS, NOoANEXalimMxX NPeAMETHO-KONIMYECTBEHHOMY Y4eTy,
yCTaHaBnMBaeTCcs YMNONMHOMOYEHHbIM bedeparibHbIM OpraHoM WCMOMHUTENBHON BRAcTM MO COrMacoBaHUIO C
denepanbHbIM OpraHOM UCMONMHUTENBHOIN BRACTU, YNOMHOMOYEHHBLIM B cchepe BHYTPEHHMX Aen.

(B peq. PepepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. lNMpeameTHO-KONMYECTBEHHbIN Y4YeT NeKapCTBEHHbIX CPEACTB ANs MEOWLMHCKOro MpUMEHEHUs BeayT
Npon3BOAMTENN NIEKAPCTBEHHLIX CPEACTB, OpraHu3auMuM ONTOBOW TOProBnW JlIeKapCTBEHHLIMU CpeacTBaMMm,
anTeyHble OpraHv3auumv, UHAMBUAyanbHble NPEeAnpUHMMAaTENW, MMEKLMEe NUUEH3NK Ha dapmaueBTUYECKYHO
OEeSATEeNbHOCTb UIN JIMLEH3UI0 Ha MEAMLVHCKYIO AeATENbHOCTb, Y MEAULIMHCKME OpraHM3aumm, OCyLLEeCTBAILWME
obpalleHne NekapCTBEHHbIX CPEACTB A4S MEANLMHCKOro NPUMEHEHUS, NyTeM permctpauumn nobbix CBA3aHHbIX C
ux obpalleHnem onepauumn, Npu KOTOPbIX U3MEHSAETCS MX KOMMYECTBO M (MNK) COCTOAHME, B cneumanbHbIX
XypHanax yveTa onepauui, CBsI3aHHbIX C OOpalleHMEM FeKapCTBEHHbIX CPeacTB Ans  MeAULMHCKOro
NpYMeHeHUs (ganee - cneunanbHble XypHarbl).

4. [IpaBuna perucTpaummM onepauui, CBSA3aHHbIX C oObpalleHMemM nekapCTBEHHbIX CcpeacTB  Ans
MEAMULMHCKOrO MNPUMEHEHWs, BKIMIOYEHHbIX B MNepeyeHb reKapCcTBEeHHbIX Cpeacts Ans  MeauLMHCKOro
NpUMeHeHUs, nognexalux npeaMeTHO-KONMYEeCTBEHHOMY YYeTy, B crieumarnbHbIX XXypHanax v opasuna BegeHuns
N XpaHeHWs  creumarnbHbIX  XKYpHaroB  YTBepXOalTcs  YNOMHOMOYEHHbIM  dbefeparnbHblM — OpraHom
NCMNOMHUTENBHOW BNacTu.

5. KoHTponb 3a cobniogeHunem QOpaBwn peructpaumm onepauun, CBA3aHHbIX € obpalleHvem
NeKapCTBEHHbIX CPeacTB ANs MEeAULMUHCKOro NPUMEHEHUS, BKMOYEHHbIX B MepeYeHb NeKapCTBEHHLIX CPeacTB
ONA MeaULMHCKOrO MpUMEHEHUS, NOANEXaLMX NPeaMETHO-KONMYECTBEHHOMY YYETY, B CrneumanbHbIX XypHarnax,
a Takke 3a cobOniogeHveM [OpaBull BEOEHUS W XPaHEHMs cheuunarnbHbIX >KypHaroB Bo3fnaraetcd Ha
YMNOSIHOMOYEHHbIE (beaepanbHble OpraHbl WCMOSTHUTENbHOM BRacTM W opraHbl  MCMNOMHUTENbHOW BnacTu
cybbvektoB Poccuiickon ®denepaumn, OCYLLECTBAKOWMNE NULEH3NPOBAHUE MNPOU3BOACTBA JIEKAPCTBEHHbIX
CpeacTs, dapmaueBTUYECKON OeATENbHOCTU U MEeOULMHCKON AEeATEeNbHOCTU, M OCYLLEeCTBNSEeTCA B paMKax
NUUEH3NOHHOIO KOHTPOIA.

Mnasa 11. YHUMTOXEHUE NNEKAPCTBEHHbIX CPEACTB
Crtatbs 59. OCHOBaHMA U NOPAAOK YHUUTOXEHUA NIEKapCTBEHHbIX CPeacTB

1. HepobGpokayecTBeHHbIE NeEKapCTBEHHbIE CPeacTBa, panbcnULMpoBaHHbIe NEeKapCTBEHHbIE CpeacTBa
noanexar UsbATUIO U3 OOpaLLEHUst U YHUHTOXEHUIO B MOpAdKe, YCTAHOBMNEHHOM [paBuTenscTBoM Poccuickol
depepaumun. OcCHOBaHWEM [N YHUYTOXEHUS TNEeKapCTBEHHbIX CPeACTB SABMSETCS pelleHue Brafernbua
NEeKapCTBEHHbIX  CPeACTB, pelleHne  COOTBETCTBYHOLLEro  YMOfMHOMOYEHHOro  dyefepanbHOro  opraHa
NCMONHUTENBHON BNacTy UNn peLleHne cyaa.

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

2. KoHTpacdhakTHble NeKapCTBEHHbIE CPeAcTBa MOAMEXaT M3bATUI0 M3 OOpalLlEHUs U YHUYTOXEHUK MO
peweHntio cypa. [lopsagoKk YHUUTOXEHUS KOHTpadpaKTHbIX JIeKapCTBEHHbIX CPEeACTB yCTaHaBnMBaeTCs
MpasutenbctBoM Poccunckon ®epepauun.

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

3. Pacxoabl, cBfi3aHHble C  YHUYTOXXEHMEM  KOHTpadgaKTHbIX  JIEKAPCTBEHHbIX  CPencTB,
HenoOpOKaYeCTBEHHbIX  NEKAPCTBEHHbIX  CPeacTB,  harnbCUUUMPOBAHHBLIX  FIEKAPCTBEHHBIX  CPEACTB,
BO3MeELLATCA UX BragenbLem.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

4. Bnagenewy nekapCTBEHHbIX CPeACTB AOSMKEH MpencTtaBuTb B YNOSTHOMOYEHHbIM (heaepanbHbI opraH
WCMOMHUTENbHON BNacTu OOKYMEHT Unn 3aBepeHHyo B YCTAaHOBJIEHHOM NopAlKe ero Konuw, noareepxgakLine
q.)aKT YHUYTOXEHUA NneKapCTBeHHbIX CpenCcTB.

5. CoOTBETCTBYIOLLMIA YMOMHOMOYEHHbIV beaepanbHbil OpraH MCMNOMHUTENBHOW BMAAcTW, NPUHABLUNIA
pelueHre 06 YHUUYTOXEHUN NEKAPCTBEHHbIX CPEACTB, OCYLLECTBIISAET KOHTPOSb 3a UX YHUYTOXEHNEM.

6. YHNUTOXEHNE NekapCTBEHHbIX CPeACTB NMPOU3BOANTCHA OpraHn3aumnsiMn, UMeLLMMU COOTBETCTBYIOLLYIO
NULEH3NI0, Ha cneumanbHO 060opyAOBaHHbLIX MoWaakax, MONMroHax W B crneuvanbHoO 000pyLoBaHHbIX
nomMmeLleHuax c cobniogeHvem TpeboBaHUM B 00OMacTM OXpaHbl OKpyXallewn cpegbl B COOTBETCTBUM C
3akoHoaatenscTBoM Poccuickon deaepaumm.

7. HapkoTnyeckne  nekapcTBeHHble  CpPeacTBa,  MNCUXOTPOMHbIE  JIEKAPCTBEHHbIE  CPeacTBa,
pagnodapMaLleBTUYECKME JEKAapCTBEHHbIE CPEACTBA YHUYTOXAKTCA B COOTBETCTBUM C 33KOHOOATENbCTBOM
Poccuiickon ®egepaumn.

Mnaea 12. FTOCYOAPCTBEHHOE PEIYJINMPOBAHUE LIEH
HA NEKAPCTBEHHbIE NMPEMNAPATbI ANA MEAULUNHCKOIO NPUMEHEHUA

Crtatba 60. Focy,qachBeHHoe perynumpoBaHne LuUeH Ha InekKapCcTBeHHble npenapaTtbl AnA
MeAULUMNHCKOro npumMmeHeHus

1. F'ocypapcTBEHHOE perynupoBaHue LieH Ha NekapCTBEHHbIE Npenapathbl AN MeAnLMHCKOro NpMMEHEHUs
OCyLLEeCTBNSAETCH NOCPEACTBOM:
(B peq. PenepanbHoro zakoHa ot 26.03.2020 N 67-03)

1) ytBepxaeHus [lpaBuTenbctBomM Poccunckon Pepepaumm nOepeyHs XM3HEHHO HEOOXOAMMBIX U
BaXKHeEMLWNX TneKapCTBEHHbIX npenapaToB, KOTOpbIM OPMUPYETCS W He pexe OJHoro pasa B rof
nepecmMaTtpmnBaeTca B YCTaHOBJIEHHOM WM Nopdanke Ha OCHoBe KOMMITEKCHOM OUEeHKM neKapCTBEHHbIX
npenapaTtoB, BKIlOYasi aHanu3 CBeAEHUA O CPaBHUTENbHOW KNMHUYECKOM 3deKTUBHOCTM KM Oe3onacHoCcTu
nekapcTBEHHOro cpeacTBa, OLEHKY SKOHOMWYECKMX MOCNeaCcTBUA NPUMEHEHUs NeKkapCcTBEHHOro cpeactsa U
n3ydyeHue OONONHUTENbHbIX NOCNEeACTBUIA NPUMEHEHNS NeKapCTBEHHOIO CPeACTBa;

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-93, ot 13.07.2020 N 206-D3)

2) yTBEPXOEHUST METOAMKM pacyeTa npefernbHbIX OTMYCKHbIX LEeH Mpou3BoauTenen Ha fekapCTBEHHble
npenapartbl, BKIOYEHHbIE B NEPeYeHb XU3HEHHO HEOOXOAMMbIX U BaXXHEWLUMX NEKapCTBEHHbLIX NpenapaTtos, a
Takke BHEAPEHUS MEXaHM3MOB (DOPMUPOBAHUS CUCTEMbI pePepPEHTHbIX LIEH;

(B peq. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

3) rocygapCTBEHHOM perucrpaumv npefesibHbIX OTNYCKHbIX LEeH MNpOoM3BOAMTENEN Ha IeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B NePeYeHb XU3HEHHO HEODXOAMMbBIX U BaXKHEWLLNX NeKapCTBEHHbIX NpenapaTos;
(B pea. PegepanbHoro gakoHa ot 06.06.2019 N 134-93)

4) BeleHUs rocyfapCTBEHHOro peecTpa npegenbHbIX OTMYCKHbIX LIeH NPOM3BOAMTENEN Ha NEKAapCTBEHHbIe
npenapaTbl, BKIMOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMbBIX U BaXKHENLLNX FIEKapCTBEHHLIX NPenapaTos;

5) yTBEpXOEHUsT METOAMKM YCTaHOBIIEHUS OpraHamMu MCMONHUTENbHOW Briactu cybbekTtoB Poccuiickon
d>ep,epauvw| npegernibHblX pas3mMepoB ONTOBbIX Ha.qﬁaBOK N npefernbHbiX pa3mMepoB PO3HUYHbLIX Han6a30|< K
q.)aKTI/I‘-IeCKI/IM OTNYCKHbIM LUEeHaM, YCTaHOBJIEHHbIM NPOU3BOAUTENAMU JEeKapCTBEHHbIX npenapaTtoB, Ha
nekapCTBEHHbIE MpenapaTbl, BKMOYEHHbIE B NEpPeYeHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUNX NEKapCTBEHHbIX
npenaparos;

6) YCTaHOBINEHNA npeaerfibHbIX pa3MepoB ONTOBbIX HagbaBoOK M npegenbHbIX pa3mMepoB PO3HUYHbIX
HagbaBoK K (*)aKTVILIeCKI/IM OTMYCKHbIM LeHaM, YCTaHOBJIEHHbIM NMPON3BOAUTENAMU NMEKAPCTBEHHbIX NpenapaTos,
Ha J1leKapCTBEHHblE€ npenapaTtbl, BKINHOYEeHHble B TMNepevyeHb XU3HEeHHO HEeobXoAMMbIX W BaXKHEWLUNX
JIeKapCTBEHHbIX NpenaparTtos;

7) yTBEepXAeHUS Nopsiaka Bbligauun npeannucaHvuin opraHam UCNomnHMTENbHOW BracTn cyobekToB Poccumnckon
degepaumnm o npuBedeHUM B COOTBETCTBME C 3akoHogaTenscTBom Poccuiickon ®epepauun peweHun o6
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

YCTaHOBMNEHUN MNPeLEeNbHbIX Pa3MepoB OMNTOBbIX HagbaBOK M NpefernbHbIX pasMepoB PO3HUYHBIX HagbaBOK K
haKTU4ECKMM OTMYCKHbIM LE€HaM, YCTaHOBMEHHbIM MNPOM3BOAMTENSAMW FEKApCTBEHHbIX MpenapaToB, Ha
nekapCTBEHHbIE MpenapaTbl, BKIMOYEHHbIE B I€PEYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUUX JTIEKapCTBEHHbIX
npenapaToB, €CNU OHW MPUHATBI C HapyleHuem 3akoHopaTtenbcTBa Poccuiickon Pepepauun, B nopsagke,
ycTaHoBneHHoM [NpaBuTtensctBom Poccuiickon ®epepaumu;

8) HanpaBneHus YMNorHOMOYEHHbIM defeparnbHblM  OpPraHoOM WUCMOMHMTENBbHOW BriacT  opraHam
NCnonHuTenbHOM Bnactu cybbektoB Poccunckon depepauum npeanvcaHvuini o NpUBEAEHMM B COOTBETCTBME C
3akoHodatenscTBoM Poccunckon ®Pepepaumm NpUHATBIX C  HapyLeHWeMm 3akoHopaTenbcTBa Poccunckon
denepaummn peleHnin ob yctaHoBNEeHUN npeaenbHbIX pasMepoB OMTOBbLIX HaAbaBOK M MpederbHbIX pa3mMepoB
PO3HMYHbIX HaabaBoOK K LieHaM Ha feKkapCTBeHHble mnpenapaTbl, BKMOYEHHble B MNEPEYEHb >KU3HEHHO
HeobXoaMMbIX U BaXKHEWLLMX FIEKAapPCTBEHHbIX NpenapaTos;

9) ocyuwlecTBneHua denepanbHOro rocygapCTBEHHOroO Haasopa B cdepe obpalleHuss nekapCTBEHHbIX
CpeacTB M perMoHanbHOro rocyapCTBEHHOIO KOHTPOSsi 3a NMPUMMEHEHWEM LiEH Ha feKapCTBEHHbIe MpenapaTbl
COOTBETCTBEHHO  YMOSIHOMOYEHHbIMM  ddefepanbHbIMU  OpraHamMu  UCMOSIHUTENbHOW BNactM W opraHamu
ncnonHuTenNbHOW BnactM cybbekToB Poccuiickon Pepepaumm cornacHo WX KOMMETEHUMM B MOPSOKe,
ycTaHoBneHHoM [NpaBuTtenbcTtBom Poccuiickon ®epepalimu;

(n. 9 B pea. ®egepanbHoro 3akoHa o1 25.06.2012 N 93-93)

10) npumeHeHNs NpedyCMOTPEHHbIX 3akoHoAaTenbcTBOM Poccuiickon denepaumm mep OTBETCTBEHHOCTU
3a HapylleHue nopsigka LeHooOpa3oBaHMsa Ha NIeKapCTBEHHbIE NMpenaparkl, BKIOYEHHbIE B NEPEYEHb XXU3HEHHO
HeobXoQMMbIX U BaXKHEWLLMX FIEKApPCTBEHHbIX NpenapaTos.

(B peq. PepepanbHoro 3akoHa ot 27.12.2019 N 475-93)

2. B ycnoBusix u4pesBbldalHOW cuTyaumm u (MnuM) NpUM BO3HUKHOBEHMU Yrpo3bl pacnpocTpaHeHus
3aboneBaHnsi, NPEACTaBNSAOLWEro ONAacHOCTb ANs OKPYXalLWmX, a Takke B Criyvae, ecnv B TedeHue TpuauaTtu
KaneHgapHblx AHen nocne npuHatusa [lpasutensctBoM Poccuiickon degepaumm pelleHns o npoBeaeHUu
MOHUTOPWMHIra PO3HUYHBLIX LIEH Ha NeKapCTBEHHble mpernapaTbl, He BKMIOYEHHble B [OepeyYeHb >KU3HEHHO
HeODOXOAMMbBIX U BaXKHEWLLNX NeKkapCTBEHHbIX NpenapaToB, Ha TeppuTopusx cybbekToB Poccuiickon depepaumm
BbISIBNEH POCT PO3HUYHBLIX LIEH HA yKasaHHble NeKapCTBEHHble npenapaTtbl Ha TpuauaTb npoueHToB U Gonee,
MpasutenbctBo Poccuiickon depepalmm BrnpaBe YCTaHOBUTb MpefenbHble OTMNYCKHbIe LieHbl MPou3BOAUTENen
Ha ykasaHHble NIeKapCTBEHHbIE Npenaparkl, NpedenbHble pasMepbl ONTOBLIX HaA0aBoOK 1 NpeaenbHble pa3mepbl
PO3HUYHbIX Hag0aBOK K (PaKTUYECKMM OTMYCKHbIM LieHaM Mpou3BOAMTENEN Ha YKa3aHHbIE JeKapCTBEHHbIE
npenapaTtbl. [lepedyeHb NeKapCTBEHHbIX MpenapaToB, HE BKMYEHHbIX B MEPEYEHb >XU3HEHHO HEeobXoAMMBbIX W
BaXKHENLUNX NEKAPCTBEHHbIX MpenapaTtoB, M NOpPAdoK ero dhopmMupoBaHusa onpegenstoTcs MpaBuTenbCcTBoOM
Poccuickon ®egepauun.

(vacTb 2 BBegeHa degepanbHbiM 3akoHoM OT 26.03.2020 N 67-03)

3. B TedyeHne peBsAHOCTa KaneHgapHblX OHEW cO AHSA yTBepXaeHus [MpaButensctBoM Poccuiickomn
depepaumm nepeyHsl, ykasaHHOro B 4acTM 2 HaACTOosIen cTaTbW, He [ONyCKalTcs peanusaumst U OTMycK
BKITIOHMEHHbIX B HEro JnekapCTBEeHHbIX MNpenapaTtoB Mo ueHam, npesbillatolwmm npenerbHble OTNYCKHbIe LeHbl
npous3BoguTenen Ha ykasaHHble feKkapCTBEHHble Npenaparbl, NpeAenbHble pa3mepbl ONTOBbIX HAn0aBOK M
npegernbHble pa3Mepbl PO3HUYHbIX HaAOaBOK K (DAaKTUYECKUM OTMYCKHbIM LleHaM Npou3BOAUTENEN Ha YKa3aHHbIe
nekapCTBEHHbIE Npenaparbl C y4eTOM Harnora Ha o0aBneHHy0 CTOMMOCTb.

(vacTb 3 BBegeHa deaepanbHbimM 3akoHoM OT 26.03.2020 N 67-93)

KoHcynbTaHTlnoc: npumeyaHue.
3apeructpupoBaHHble go 07.06.2019 npepgenbHble  OTMYCKHble LEHbl nognexaTr obssaTenbHoun
nepepernctpauumn B 2019 - 2020 rogax B cootBeTCTBMM €O CT. 2 P3 01 06.06.2019 N 134-03.

Cratba 61. NocypnapcTBeHHas perucrtpauus U nepeperucTpauus npegenbHbIX OTMYCKHbIX LieH
npousBoAauTenen Ha fieKapCcTBeHHble NnpenapaTbl, BKIKYEHHble B NepeYyeHb XU3HEHHO Heo6XxoAUMbIX U
Ba)XXHeMLUNX JfleKapCTBEeHHbIX NpenapaToB

(B pen. PepepanbHoro 3akoHa ot 06.06.2019 N 134-03)

1. I'Ipe/J,eanaﬂ OTNyCKHaA ueHa npoun3soaunTena Ha J'IeKapCTBeHHbIﬁ npenapar, BKIMOYEHHbIV B nepeyeHb
YKN3HEHHO HEOBXOOUMbIX U BaXXHENLUNX JIeKapCTBEHHbIX nNpenapaTtosB, NoanexuT rocyp,apCTBeHHoﬁ perncrpauunn
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

B Nopsake, yctaHoBreHHoM [paBuTenbctBom Poccuiickon Pefepauun, Ha OCHOBaHUM MpeAcTaBlIEHHOMO B
YNOSTHOMOYEHHBI heaeparnbHbli OpraH WCMONHUTENbHOW BNacTu 3asiBeHUs AepxaTtens wunv Bragenbua
PerncTpaLmMoHHOro YAOCTOBEPEHMS NEKapCTBEHHOTO npenapara (YnosIHOMOYEHHOro UM Nnuua).

2. 3aperncTpupoBaHHasa npegenbHas OTNYCKHas LieHa MpOu3BOAUTENS Ha NeKapCTBEHHbIN npenapar,
BKITHOYEHHBIN B MepeYeHb KU3HEHHO HEOOXOOUMBIX U BaXKHEMLUMX FeKapCTBEHHbIX NpenapaToB, MOXeT ObiTb
nepepervcTpupoBaHa B CTOPOHY YBENTMYEHWSI OAMH pa3 B KaneH4apHOM rogy Ha OCHOBaHUW NpPeACcTaBrieHHOro B
YMNOSTHOMOYEHHBIV doefeparnbHbIl OpraH UCMONHUTENbHOM Bnactu Ao 1 okTsabpsi Kaxgoro roga 3asBrieHust
aepxaTtens unu snagenbla perncTpalmMoHHOro yaAoCTOBEPEHNS NieKapCTBEHHOro npenapaTta (ynonHOMOYEHHOro
um nuua).

3. 3apeructpupoBaHHas npefenbHasi OTMNyCKHasi LeHa NPOW3BOAMTENS Ha JeKapCTBEHHbIM npenapart,
BKJIIOYEHHBIN B MEPEYEHb XU3HEHHO HEOOXOAMMbIX U BaKHEMLUMX NEKAPCTBEHHBLIX MpenapaToB, MOXET ObiTb
rnepeperMcTpupoBaHa B CTOPOHY CHUXKEHMSI HA OCHOBaHWM NpeacTaBrneHHOro B YNONHOMOYEHHbIV dheaepanbHbli
opraH WCMONMHUTENbHOW BnacTW 3asiBNieHMs gepXaTtens wunu Bnagenbla perMcTpauMoHHOrO YAOCTOBEPEHUS
nekapCcTBEHHOro npenaparta (YynorHOMOYEHHOro UM nuua).

4. [epxatenbs wunu Briagenel, pPerncrpaumMoHHOro YAOCTOBEPEHUA JIeKapCTBEHHOro npenapara
(ynonHomoueHHOoe MM nuuo) obsisaH NpeacTaBuUTb B YMONTHOMOYEHHbIN dhedeparnbHbIi OpraH MCMONHUTENbHOM
BMacTu 3asiBNeHue O nepeperncTpaumm 3apermcTpMpoBaHHOW NpeaenbHOM OTMYCKHOW LieHbl NPOM3BOAUTENS Ha
NeKapCTBEHHbIN Mpenapart, BKMYEHHbI B NepeveHb XU3HEHHO HeOOXOAMMbIX U BaXKHEWLUMX NEeKapCTBEHHbIX
npenapaToB, B CTOPOHY CHUXEHUS B CreaytoLmX cry4vasx:

1) CHWXEHWE LeHbl B MIHOCTPaAHHOW BaroTe Ha NeKapCTBEHHbIN NpenapaTt B CTpaHe npoussogutens u (unm)
B CTpaHax, B KOTOpbIX JIEKAPCTBEHHbIN MpenapaT 3aperncTtpupoBaH M (UnM) B KOTOpble MNOCTaBNAETCHA
npounssoguTenem;

2) CHWXEHME LeH Ha ped)epeHTHbIE NEKAaPCTBEHHbIE NpenapaTbl B COOTBETCTBUUN C MYHKTOM 1 HacToALLEN
yacTm (gnsi  COOTBETCTBYHOLUMX BOCMPOU3BEAEHHbLIX, OuoaHanoroBbix (6MOMNO4OOHLIX) NEKapCTBEHHbIX
npenapaToB);

3) npeBbileHMe nNpeaenbHOW OTNYCKHOW LieHbl Ha MNepBbli  BOCMPOM3BELAEHHbIN, OMOaHanoroBbIv
(bronogoOHbIN) NekapCTBEHHLINM NpenapaT WHOCTPAHHOrO MPOWM3BOACTBA Hag NpPedeNibHOM OTMYCKHOW LEeHOW
Npon3BoOagMTENS Ha BTOPOW BOCMPOM3BEAEHHLIN, GuoaHanoroBbii (6MONOAOGHLIN) NEeKapCTBEHHbIM Mpenapar,
paccynTaHHOM B COOTBETCTBUU C METOAMKON, yTBEPXKAEHHOM [paBuTensctBom Poccuiickon ®epepauuu;

4) npeBblleHWe MpedenbHOW OTMYCKHOW LEeHbl Ha MepBbli BOCMPOW3BEAEHHbIW, OMOaHaNorosbIn
(6ronogoOHbIN) NekapCTBEHHBIN NpenapaTt NPoM3BOAUTENS rocydapcTBa - YneHa EBpasniickoro SkOHOMMYECKOro
CO3a Hapg npenenbHOM OTMYCKHOM LEeHOW MpOoM3BOAUTENS Ha BTOPOW BOCMPOM3BEAEHHLIN, GUOaHANOroBbIn
(6ronoaobHbIN) NnekapcTBEHHbIN NpenapaTt NPoON3BoOANTENS rocygapcTaa - YneHa EBpasniickoro 9KOHOMUYECKOro
COl03a, pacCUMTaHHOM B COOTBETCTBMM C METOANKON, YTBEpXAeHHoW [paBrnTtenscTBoM Poccuiickon denepavmm.

5. MNopsgok nepeperncTpaumn 3aperMcTpupoBaHHbIX MpefernibHbIX OTMYCKHbIX LEeH Mpou3BOAMTENen Ha
NeKapCcTBEHHbIE NMpenaparthl, BKMIOYEHHbIE B NEpeYeHb XXM3HEHHO HEOOXOOAUMbBIX U BaXKHENLLMX NIEKAPCTBEHHbIX
npenapaToB, B Crniyyasx, MPeAyCMOTPEHHbIX 4YacTtamu 2 - 4 HacTodawen craTbu, YCTaHaBnuBaeTCH
MpasutenbctBoM Poccunckon ®enepaumn.

6. DKOHOMUYECKMIA aHanNU3 nNpegeribHOM OTMYCKHOW LeHbl NPOU3BOAMTENSA Ha JleKapCTBEHHbIN npenapar,
BKMIOYEHHbIN B nepeyvyeHb >XW3HEHHO HeOGXO.lJ.I/IMbIX N BaXXHEMLINX NeKapCTBEeHHbIX npenapaTtoB, npu ee
rocygapCTBEHHON  perncrpauum  unu  nepeperucTpaumym  OCylecTBndeTcsa  dedeparibHbiM  OpraHom
WCNOSTHUTENBLHOM BRACTW, OCYLLECTBNSAOLWMM (DYHKLMM MO NPUHATUIO HOPMATMBHbLIX NPaBOBbIX aKTOB U KOHTPOIO
3a cobniogeHneM 3akoHodaTenbCcTBa B chepe rocygapCTBEHHOIO perynvpoBaHus LeH (TapudoB) Ha ToBapbl

(ycnyrm).

7. PacuyeT npepenbHbIX OTMNYCKHbIX LIEH, YKasaHHbIX B 4acTtax 1 M 2 HacTosiwen cratbW, Npu ux
rocy4apCTBEHHOW perncTpaumm Wnu nepeperucTpaLmm OcCyLLeCTBASeTCs B COOTBETCTBMM C  METOOUKOW,
yTBepxaeHHon MNMpasutenbcTtBoM Poccunckon ®efepaumn 1 yumTbiBatoLen B TOM Yucne:

1) cobniogeHne 6anaHca wHTepecoB noTpebuTenen nekapCTBEHHbIX MpenapaToB, BKIHOYEHHbIX B
nepe4vyeHb XU3HEHHO HeO6XO,EI,I/IMbIX N BaXXHEMLKnX NleKapCTBEeHHbIX nMNpenapaTtoB, WU npomsso,u,menel?l
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(c u3m. n gon., BCTYN....

NeKapcTBEHHbIX MpenapaToB, BKIOYEHHbIX B NepeyeHb KN3HEHHO HEOOXOAUMBIX U BaXHEMLUUX NEKapCTBEHHbIX
npenaparos;

2) chaKkTM4ecKkylo OTMYCKHYIO LieHY Ha nekapcTBeHHble npenapaTbl B Poccuiickon ®egepauun, LeHy BBO3a
nekapcTBeHHbIX npenapatoB B Poccunckyto defepaumio, a Tawke LeEHbl Ha aHanornyHble nekapcTBEHHblE
npenapaTbl, Haxoasuwmecs B obpalieHun B Poccunckon ®egepaunm;

3) 3aTpaTbl NPOVU3BOAUTENS NEKAPCTBEHHOIO NpenapaTta Ha NPOVU3BOACTBO U peanv3aumio NekapcTBEHHOro
npenapara;

4) ueHy Ha nekapCTBEHHbI NpenapaT, ero LeHy B CTpaHe Npou3BOAWUTENS M B CTpaHax, B KOTOPbIX
NeKapCTBEHHbIN NpenapaT 3aperucTpupoBaH v (Mnn) B KOTOpbIe NOCTaBMAETCs MTPOM3BOAUTENEM.

8. He ponyckatoTcsi peanusaums M OTNYCK JEKAPCTBEHHbLIX MpenapaToB, BKMYEHHbIX B MNepedeHb
KMU3HEHHO HEOOXOAMMbIX W BaXXHEWLMX JEeKapCTBEHHbIX MpenapaToB, Ha KOTOpble MPOM3BOAUTENSMM
NeKapCTBEHHbIX MNpenapaTtoB He  3apernctTpupoBaHa npederibHas  OTMYCKHas  LeHa, peanusauus
NPON3BOAMTENSAMW NEKapCTBEHHbIX NpenapaTtoB MO LEeHaM, MpeBbillallM 3aperncTpUpoBaHHbIE UM
nepeperMcTpupoBaHHble npefenbHble OTMYCKHble LieHbl Ha NekapcTBeHHble npenapaTtbl C y4eToM Hanora Ha
[ob6aBneHHy CTOMMOCTb.

9. OCOBEHHOCTN FOCYOAPCTBEHHOIO PEerynMpoBaHUsa npefernbHbIX OTMYCKHbIX LeH Mpou3BOAUTENEN Ha
NeKapCTBEHHbIE NMpenapartbl, BKOYEHHbIE B NepevYeHb XXU3HEHHO HEOOXOOAUMbBIX M BaXKHENMLLMX JNIEKaPCTBEHHbIX
npenapaToBs, B 3aBUCUMOCTM OT 3KOHOMUYECKUX U (MNN) couManbHbIX KpUTEPUEB (M3BMEHEHUE YCIOBUI, nopsiaka
N CTOMMOCTWU NPOU3BOACTBA NEKAapCTBEHHbIX NpenapaTos, MCMOMb3oBaHMe HOBbIX POPM, METOO0B U cnocoboB
rocyapCTBEHHOIO PerynmpoBaHus LieH Ha NeKapCTBeHHble npenapaTtbl, B TOM 4MCe Ha OCHOBE MexaHu3ma
pedepeHTHOro LeHo0Opa3oBaHUs, U3MEHEHUI MOPSAKa OKa3aHUs MEAMLMHCKOM MOMOLUM, U3MEHeHMe Kypca
WHOCTPaHHOWN BarntoThl U UHbIE N3MEHEHWS) YcTaHaBnmBatoTcs NpasuTtensctBom Poccuiickon degepaumn.

(B peq. PenepanbHoro zakoHa ot 08.03.2022 N 46-03)

Ctatba 62. locymapcTBeHHbIN peecTp npeAenbHbIX OTMNYCKHbIX LEeH npou3BoauTenen Ha
neKapcTBeHHble Mpenaparbl, BKMOYEHHble B MepeyYeHb XU3HEHHO HEeOoOXOAWMbIX W BaXXHEWLIMX
nekapcTBeHHbIX NpenapaToB

1. 3apernctpupoBaHHbIe UNU NEPEePErMCcTPUPOBaHHLIE NPeaenbHble OTMYCKHbIE LEeHbl MPon3BoAnTenen Ha
rniekapCTBEeHHble MpenapaTbl, BKMOYEHHbIE B NEpeYeHb XM3HEHHO HEOOXOAMMbBIX U BaXKHEWMLUUX NeKapCTBEHHbIX
npenapaToB, NnoanexaT BKIHOYEHNIO B rOCy4apCTBEHHLIN peecTp npefenibHbIX OTMNYCKHbIX LIeH Npou3BoauTenen
Ha nekapCTBEHHble MpenapaTbl, BKIOYEHHbIE B MNEpeYeHb XU3HEHHO HEeOoOXOAMMbIX W BaKHEMLMnX
neKapCcTBEHHbIX NpenapaTos.

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

2. TocypapCTBEHHbIM peecTp npedenbHbIX OTNYCKHbIX LUEH MNpouM3BOAMTENEN Ha nekapCTBEHHble
npenaparbl, BKMOYEHHbIE B NepeyveHb XM3HEHHO HEeOOXOAUMbIX W BaXXHEWLMX NeKapCTBEHHbIX NpenapaTos,
cogepxut B cebe cneayoLLyo MHoOpMaUuio:

1) HaumeHoBaHvMe [JepXaTena wnu Briagenbua PermcTpauuoHHOro yAOCTOBEPEHUSI FIEKAPCTBEHHOro
npenapaTa, HaMMeHoOBaHWe NPOU3BOAMTENS NEKapCTBEHHOIO npenapaTa, CBeAeHUs O perncTpaunm gepxarens
unu BnagenbLua perncTpaumoHHOro yOOCTOBEPEHUs NeKapCTBEHHOro npenaparta, CBeAeHus O perncrpaumm
npon3BoauTENs NekapCTBEHHOrO nNpenapaTa Ans MeauuUHCKOro NpMMEHEHMS B Ka4eCTBe Hanoronnartesbliuka B
CTpaHe pervctpaumm (anst POCCUMCKMX HOPUAMYECKMX NUL, - MAEHTUMUKALMOHHBLIN HOMEp HanoronnarenbLimka
(MHH), ons MHOCTPaHHbLIX PUANYECKUX JUL, - CTpaHa perncTpauumn, HaMMeHoOBaHUE PErMCTPUPYIOLLIEro opraHa,
perncTpaumoHHbIN HOMEpP, Ko HanoronnaTenbliMka B CTpaHe perucrpauumn (MHKoOprnopauuun) UM ero aHaror),
MECTO HaXOXAEeHMS MPOM3BOACTBEHHbLIX MMOLLAA0K, YYaCTBYHOLWMX B NpoLecce Npov3BOACTBA fEKapCTBEHHOrO
npenapaTa, C ykasaHuem ctaguu npoLecca npovM3BoacTBa;

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

2) HauMeHoBaHMe NEKapPCTBEHHOrO Npenaparta (MexayHapogHoe HenaTteHTOBaHHOE, Ui rpynnMpPOBOYHOE,
NN XMMNYECKoe N TOProBoe HaMMeHOBaHNS);
(B peq. PenepanbHoro zakoHa ot 22.12.2014 N 429-93)
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3) HoMep perncTpaLVoHHOrO yA0CTOBEPEHS NIeKapCTBEHHOrO Npenapara;

4) nekapcTBeHHas hopMa C yKasaHWeM [O3VMPOBKU NEKapCTBEHHOro npenaparta M ero Konmyecrtsa BO
BTOPWUYHOW (MOTPEOUTENBCKON) YNaKOBKE, @ TAKKE KOMMIEKTHOCTb;
(B pea. PenepanbHoro gakoHa ot 22.12.2014 N 429-93)

5) sapeructpupoBaHHas npegenbHas OTNyCKHas LieHa Ha NekapCTBEHHbIN npenapaT B pyonsx;
(B pea. PegepanbHoro gakoHa ot 27.12.2019 N 475-93)

6) gata M HOoMep MpuKasa YMOSIHOMOYEHHOro dbedepanbHOro opraHa WCMONHUTENBHOM BRactm o
rocygapCTBEHHOMW peructpauun unn nepeperucTpauun npegenbsHoOnm OTNYCKHOW LeHbl Ha  fleKapCTBEHHbIN
npenapaT, BKIMOYEHHBIN B NepeYeHb XXU3HEHHO HEOOXOAMMBIX 1 BaXKHENLLMX NEeKapCTBEHHbIX NpenapaTos;

(B pea. PenepanbHbix 3akoHOB OT 22.12.2014 N 429-03, o1 06.06.2019 N 134-03)

6.1) gaTta BCTyMfeHMs B CUNy NpuKasa ynosTHoMOYeHHOro doeeparnbHOro opraHa UCMNONHUTENbHON BNacTy
O TOCYAapCTBEHHOW peructpauun unm nepeperncrpaumm npegenbHonM OTMYCKHOM LEeHbl NPOW3BOAMTENS Ha
NeKapCcTBEHHbIN Npenapart, BKMOYEHHbI B NepeyvYeHb XU3HEHHO HEOBXOAMMbBIX U BaXHENLINX NEeKapCTBEHHbIX
npenapaTos;
(n. 6.1 BBeaeH ®enepanbHbiM 3akoHoM oT 06.06.2019 N 134-03)

7) WTPUXOBOW KO, HAHECEHHBI HA BTOPUYHYIO (MOTPEOUTENBCKYIO) YNAKOBKY NEKapCTBEHHOIO NpenapaTa;
(n. 7 BBeaeH ®egepanbHbIM 3akoHoM OT 22.12.2014 N 429-$3)

8) koo nekapCTBEHHOrO nMpenapata MO aHaTOMO-TepaneBTUYECKO-XUMUYECKOW  Kraccudukauum,
pekomeHaoBaHHOW BcemMupHon opraHmsaumen 3gpaBooXpaHeHs.
(n. 8 BBeaeH ®egepanbHbIM 3akoHOM OT 22.12.2014 N 429-93)

3. NocymapcTBeHHasi permcTpaums unu nepeperncrpaumnst npegernbHbIX OTNYCKHbIX LLEH HA NeKapCTBEHHbIE
npenapaTbl, BKMOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOAMMBIX M BaXKHEWLUMX NEKApCTBEHHbLIX MpenapaTos,
BEEHNe roCyJapCTBEHHOIO peecTpa npedesfibHbIX OTMYCKHbIX LEeH MNPOoVM3BOAWTENEN Ha JeKapCTBEHHbIE
npenapaTbl, BKIIOYEHHbIE B MEPEYEHb XXM3HEHHO HEOOXOOAUMbBIX U BaXKHEWLUMX IeKapCTBEHHbIX MpenapaTos,
OCYLLIECTBSAOTCS B Nopsake, ycTaHoBneHHoM paButenscteoM Poccunckon degepaumn.

(B peq. ®enepanbHoro zakoHa ot 06.06.2019 N 134-93)

Crartbs 63. YcTaHOBNEHMe opraHamMmu UCNosIHUTENbHOM BnacTu cy6bekTtoB Poccuickon ®degepauum
npeaenbHbIX pPa3MepoB ONTOBbIX HaA0aBOK UM nNpeAenbHbIX pPa3sMEpPOB PO3HUYHbLIX HaAGaBOK K
¢paKTU4YECKMM OTNYCKHbIM LieHaM, YCTaHOBJIEHHbIM NMPOU3BOAUTENAMU JIeKapCTBEHHbIX NpenapaTtoB, Ha
neKapcTBeHHble npenapartbl, BKJIOYEHHble B MNepevYeHb XU3HEeHHO HeobGXoAUMbIX W BaXHeMLUX
neKapcTBeHHbIX NpenapaTroB
(B peq. PenepanbHoro zakoHa ot 27.12.2019 N 475-93)

1. OpraHbl MCMONMHUTENbHOM Bnactu cyobekTtoB Poccuiickon degepaumm ycTaHaBnvBaloT npeneribHble
pa3mepbl ONTOBLIX HAA0aBOK M NpeaernbHble pa3Mepbl PO3HUYHbIX HaabaBOK K PAKTUYECKMM OTMYCKHbIM LieHaM
(6e3 yyera Hanora Ha [JobGaBNEHHY CTOMMOCTb), YCTAHOBMEHHbIM MPOU3BOAUTENSMU NEKAPCTBEHHbIX
npenapaToB, Ha JNlekapCTBEHHbIE NpenapaThbl, BKIMYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAUMBIX U BaXKHEMLLMX
nekapCTBEHHbIX MpenapaToB, B COOTBETCTBUM C YTBEPXKOAEHHOW B [OOpSAaKe, YCTAHOBNEHHOM [1paBUTENbCTBOM
Poccuickon degepaumm, METOAMKON YCTAHOBIIEHWS OpraHaMmn UCMOSTHUTENbHON BriacTn cybbekToB Poccumnckon
depepaummn npegenbHbIX pasMepoB OMNTOBbIX HaAbaBOK WM MpederibHbIX Pa3MepoB PO3HWYHbIX HagbaBoK K
(PaKTUYECKMM OTMYCKHBbIM L€HaM, YCTaHOBJIEHHbIM MPOM3BOAUTENSAMU IEKAPCTBEHHbIX MNpenapaToB, Ha
nekapcTBEHHbIE npenapartbl, BKMIOYEHHbIE B NepevYeHb XU3HEHHO HEOOXOOAUMbBIX U BaXKHENLLMX NEKapCTBEHHbIX
npenapaTtoB. [poekTbl PELUEHU OpraHoB WCMONHUTENbHOM Briactu cybwektoB Poccuiickon depepaumm o6
YCTaHOBMNEHUN WU (MNM) WM3MEHEHWU NpefernbHbiX pPa3MepoB OMNTOBbIX HaAb0aBOK W MNpPeferibHbIX pa3MepoB
PO3HUYHbIX Hag0aBOK K PaKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOBIIEHHbIM MPOU3BOAUTENSAMU NEKAPCTBEHHbIX
npenapaToB, Ha NEeKapCTBEHHbIE MpenapaThbl, BKITYEHHbIE B MEPEYEHb XU3HEHHO HEOOXOOANMBIX U BaXKHENLLIMX
NEKapCTBEHHbIX MpenapaToB, MOAMeXaT COornacoBaHWid C  YMOMHOMOYEHHbIM hbeaepanbHbIM  OpraHom
NCNOSTHUTENBHOM BNACTW, OCYLLECTBNAOLWMM (DYHKLMM MO NPUHATUIO HOPMATMBHbLIX NPaBOBbLIX aKTOB U KOHTPOIO
3a cobntogeHneM 3akoHodaTenbcTBa B cchepe rocygapCTBEHHOIO perynvpoBaHus LeH (TapudoB) Ha ToBapbl
(ycnyrun), B nopsigke, yctaHoBneHHoM [NpaBuTtenbctBom Poccuiickon ®epepaumu.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

(B peq. PenepanbHbix 3akoHOB OT 13.07.2015 N 241-®3, o1 27.12.2019 N 475-93)

2. OpraHuzauum ONTOBOM TOProBfAW  NIEKAPCTBEHHBIMW  CpPeACcTBaMM, anTeuvHble opraHuM3auuu,
UHOuBMAyanbHble NpeanpuHMMaTteny, UuMelLune nUUEH3NK Ha  apmaueBTUYECKYD  OeATEeNbHOCTb,
MeOVLMHCKUE OpraHusaunv, MMeloLLe NuLeH3ntio Ha dapMaueBTUYECKy0 AeATeNbHOCTb, U NX 060CobMNeHHbIe
nogpasgenexHus (ambynatopuu, denbawepckne M denbalepcko-akylepckme MNyHKTbl, LEeHTPbl (OTAeneHus)
obuiern BpadyebHOWM (CEMEWHOWN) MPaKTWUKW), PACMONOXEHHbIE B CENbCKUX HACENEHHbIX MYyHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeYHbIE OpraHu3auun, OCyLLECTBIIAIOT peanu3aumio fekapCTBEHHbIX NpenapaToB, BKIOYEHHbIX B
OEpPEYEHb XM3HEHHO HEOOXOOUMbIX U BaXXHEWMLUMX JEKAapCTBEHHbIX MpenapaTtoB, MO LEHaMm, KOTopble
POPMUPYIOTCS B COOTBETCTBUWM C MOPSAAKOM, YCTaHOBMEHHbIM [lpaButenbctBom Poccuiickon depepauun, u
ypoBeHb KOTOpbIX (6e3 y4yeTa Harnora Ha o6aBMNeHHy0 CTOMMOCTb) He AOMKEH MpeBbIaTh CyMMY (hakTUYECKON
OTMYCKHOW LeHbl, YCTAHOBMNEHHOW MNPOM3BOAMTENEM JIEKAPCTBEHHOrO MpenapaTta, He npeBbIWaloLei
3aperMcTpupoBaHHON WM MepeperMcTpUpoBaHHON NpedenbHOW OTMYCKHOW LeHbl npou3BoguTens (Ha party
peanusaumm NekapCTBEHHOrO npernapaTta Npov3BoguTENeM), U pasmepa ONTOBOW HagbaBku M (unu) pasmepa
PO3HUYHOW HaabaBKW, He MPEeBbIWALMX COOTBETCTBEHHO pa3mepa npedenbHoW OonToBOW Hagbasku u (unu)
pasmepa npeaenbHOn po3HUYHOW HaabaBku, yCTaHOBMNEHHLIX B cybbekTe Poccunckon denepauun.

(vacTb 2 B peq. ®enepanbHoro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl ucnonHuTenbHoOM Briactn cybbektoB Poccuiickon ®egepaumm pasmelwatoT B cetn "MIHTepHeT"
MHGOPMaLMIO O 3aperMcTpMpoBaHHbIX MpedenibHbIX OTMYCKHbIX LieHax Npou3BOAUTENen Ha NeKapCTBEHHble
npenapaTbl, BKMOYEHHbIE B epeYeHb XMU3HEHHO HEeOBXO0AUMbLIX M BaXKHEWLINX NEKapCTBEHHbIX npenapaTtos, 06
YCTaHOBIEHHbIX B cybbekTe Poccuiickon depepaumn npefenbHbiX pasmepax OMnTOBbIX HaabaBok M (Mnu)
npefernbHbIX pa3Mepax PO3HUYHBLIX HAa40aBOK K yCTAHOBMNEHHBIM NMPOU3BOAUTENSIMU NEKAPCTBEHHbIX NpenapaToB
haKTUYEeCKMM OTMYCKHbIM LeHaM Ha JieKapCTBEHHbIE Mpenapatbl, BKIOYEHHbIE B MEPEYEHb KU3HEHHO
HeOOXOAMMbIX U BaXKHEWLUNX NEKapCTBEHHbIX NPenapaToB, a Takke O CyMMe 3aperMcTpupoBaHHbIX NpeaenbHbIX
OTMYCKHbIX LeH MpoM3BOAMTENEN Ha fekapCTBEHHble MnpenapaTtbl, BKMIOYEHHblE B MepevYeHb >XU3HEHHO
HeOBXOAMMbBIX U BaXKHEWLLUMX NEeKapCTBEHHbIX NpenapaToB, YCTaHOBMEHHbIX B cyObekTe Poccuinckon depepaumm
npedenbHbIX pa3MepoB ONTOBbIX HAA0aBOK M MNpefdenbHbIX pa3MepoB PO3HUYHbIX HagbaBOK W Hamora Ha
nobaBneHHyo ctoumMocTb. MHopmaunsi, NpeayCMOTPEHHasi HAaCTOSILLEN YaCTblo, JOIPKHA HaxO4UTbCS TakkKe B
anTeyvyHbIX OpraHM3auusx B AOCTYMHOW ANs BCEX 3aMHTEPEeCOBaHHbIX Nul hopMe U OBHOBRATBCA MO Mepe ee
pa3meLlLieHnst opraHaMm UCMNONHUTENbHON BNacTn cyobekToB Poccuiickon Pepgepaumm B cetn "UIHTEpHET".

(vactb 3 B peq. PepepanbHoro gakoHa ot 27.12.2019 N 475-93)

4. Ytpatun cuny ¢ 1 mapta 2020 roga. - defgepanbHbiii 3akoH oT 27.12.2019 N 475-03.

Nnaesa 13. MOHUTOPUHI Q®®PEKTUBHOCTU U BE3OMNACHOCTHU
NEKAPCTBEHHbIX MPEMNAPATOB, HAXOOALUNUXCA B OBPALLEHUU
B POCCUUCKOW ®EOEPALIUMN
(B pea. PenepanbHoro zakoHa ot 22.12.2014 N 429-03)

Cratbsa 64. ®apmakoHagsop
(B pen. PepepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHble npenapatbl, Haxogsdwwmecs B obpaweHun B Poccuiickon Pegepauun, nopnexat
MOHUWTOPUHLY 3PEKTMBHOCTM M 6e30NacHOCTM B LIENSAX BbISIBNIEHUSI BO3MOXHbIX HEraTMBHbIX MOCMeACTBUA UX
NPUMEHEHWS, UHAMBUAYANbHOW HENEePEeHOCMMOCTM, NPeaynpexaeHns MeanUMHCKMX paboTHUKOB, CneunanucToB
B obracty BeTepuHapvu, NauMeHTOB WNW BMNaAeNbLEB XMBOTHbIX U WX 3aWuTbl OT MPUMEHEHUS TaKux
neKapCcTBEHHbIX NpenapaTos.

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

2. ®apmakoHag30p OCYLLEeCTBMAETCA COOTBETCTBYHOLLMM YMNOMHOMOYEHHbIM heaepanbHbiM  OpraHoM
WCMONHWUTENbHON BMAacTM B YCTAHOBMIEHHOM WM rMopsake MyTem aHanu3a npeaocTaBnseMon cyOGbeKkTamu
obpallleHns nekapCTBEHHbIX CPeACTB WMHgopmauunm O nobOYHbIX AENCTBUSX, HexenaTenbHbIX peakumsx,
Cepbe3HblX HexenaTenbHbIX peakuusiX, HenpeaBUAEHHbIX HexXenaTenbHbIX peakuusx npu nNpUMeHeHun
nekapCcTBeHHbIX npenapaTtoB, 06 WHAMBMAYanNbHOW  HENEepeHOCUMOCTW, OTCYTCTBMM  3(PHEKTUBHOCTU
neKkapCTBEHHbIX NpenapaToB, a Takke 06 MHbIX hakTax U 0BCTOSATENLCTBAX, NPEACTaBMSAOLLUNX YIPO3Y XKU3HU UMK
300pOBbI0 YerioBeka NMbOo XKMBOTHOIO NPV NMPUMEHEHWUM NeKapCTBEHHbIX NpenapaToB M BbISIBNEHHbIX HA BCEX
aTanax obpalleHns nekapcTBeHHbIX npenapaToB B Poccuickon degepaumm n Apyrmx rocygapcreax.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

3. CybbekTbl obpaleHns nekapCTBEHHbIX CPeACcTB B MOPSAKe, YCTAHOBMEHHOM  YMNOHOMOYEHHbIM
degepanbHbIM OpraHoOM UCMONTHUTENbBHOW BNacTh, 0683aHbl Co06LWaTh B YNONHOMOYEHHbIM dhedeparbHbI opraH
NCMNOMHUTENBbHOW BNacT O MOBOYHbIX AEWCTBUSX, HEeXenaTenbHbIX peakuusiX, CepbesHbIX HexenatenbHbIX
peakumsx, HenpeaBUOEHHbIX HeXenaTernbHbIX peakumsx Npu NpUMEHEHWMU FeKapCTBEHHbIX MpenapaToB, 06
WHAMBMAYaNbHON HENnepeHOCUMOCTM, OTCYTCTBUM 3((PEeKTUBHOCTM NekapCTBEHHbIX MpenapaToB, a Takke 06
MHbIX hakTax M 06CTOATENbCTBAX, NPEACTaBMAOLWMNX YTPO3Yy XU3HU UMW 340POBbI0 Yenoseka fMbo KMBOTHOMO
npu NPYIMEHEHUW NEeKapCTBEHHbIX MpenapaToB M BbISIBIIEHHbIX Ha BCeX 3Tanax obpalleHus fnekapCTBEHHbIX
npenapatoB B Poccuiickon ®egepauun 1 gpyrnx rocygapcraax.

4. [epxatenu wnu Bnagenblbl PErucTpaumMoOHHbIX YOOCTOBEPEHUN NeKapCTBEHHbIX NpenapaTos,
lopmanyeckne nuua, Ha MMs KOTOPbIX BblAaHbl pa3pelleHns Ha MPOBEeAeHWE KITMHUYECKUX MCCredoBaHui B
Poccuinckon ®epepaumn, nvbo ynonHOMOYEHHbIE VMU Opyrve lopuanyeckue nvua B pamkax obecneyeHus
BGes3onacHOCTN neKkapCTBEHHbIX MpenapaToB B Oopsake, YCTaHOBMEHHOM COOTBETCTBYIOLUM YNOMHOMOYEHHbBIM
degepanbHbIM OpraHoOM UCMOMHUTENbHOW BnacTu, 06s3aHbl OCYLWECTBNATL NpueM, ydeT, obpaboTky, aHanus u
XpaHeHWe nOCTynawwmx B WX agpec OT CyObeKToB obpalleHusi reKapCTBEHHbIX CPeacTB W OpraHoB
rocyapCTBEHHOM Bnactu cooOleHni O MNOoBOYHbIX AEWCTBUAX, HexenaTernbHbIX peakuusx, Cepbe3HbIX
HexxenaTtenbHbIX U HenpeaBUAEHHbIX HeXenaTenbHbIX peakuusx npu NpUMMeHeHnn NnekapcTBEHHbIX NpenapaTos,
06 0COBGeHHOCTAX WX B3aMMOAEWCTBMA C OPYrMMWM  NleKapCTBEHHbIMWM npenapatamu, WHAUBUAOYyanbHON
HernepeHoCcMMOCTH, a Tawke 00 WHbIX ¢akTax M O0BCTOATENbCTBaX, NPEACTaBSAWUX Yrpo3y >KU3HW UMK
3[00pPOBbLI0 YenoBeka NMBO XMBOTHOMO MMM BAUSIOWNMX HA WU3MEHEHWEe OTHOLUEHUS OXMAAeMOW Monb3bl K
BO3MOXXHOMY PUCKY NPYMEHEHWS NeKapCTBEHHbIX NpenapaTos.

5. lMpn BbisSBNeHUN MHGPOPMALMM O CEpPbe3HbIX HeXenaTemnbHbIX peakumMsix W HenpeaBUAEHHbIX
HeXeJaTelnbHbIX peakunax npu NnpUMeHeHuUn JNeKapCTBEHHbIX npenapartos, 00 0CODOEHHOoCTaX nx
B3aMMOAENCTBUS C OPYrMMU NEKapCTBEHHbIMU NpenapaTamu, UHOUBMAYanbHOW HEeNnepeHoCUMOCTH, a Takke 00
MHBbIX (hakTax U oBCTOSATENLCTBAX, BIUSAIOWNX HA U3MEHEHWE OTHOLUEHUSI OXWOAEMOW MOSb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUS NEKAPCTBEHHbIX NpenapaToB, Aep)XaTenu nnu Bnagenblbl PermcTpaLMoHHbIX YA4OCTOBEPEHWI
NEeKapCTBEHHbIX NpenapaToB, HpUAMYECKME NMUA, HAa MMsS KOTOPbIX BblAaHbl paspelleHusi Ha npoBedeHue
KIMMHNYeCKux nccregoBaHuni B Poccunckon ®egepauun, nmbo ynonmHOMOYEHHbIE MU Apyrue opugudeckie nuua
0043aHbl NPUHATL Mepbl, HanpaelieHHble Ha YCTpaHeHue HeraTuBHbIX I'IOCJ'IeﬂCTBVIVI NPUMEHEeHNA TaKux
nekapCTBEHHbIX MpenapaToB, npegynpexaeHue NPUYUMHEHUs Bpeda >XUM3HW UNu 340pOBbi0 Yenoseka nunbo
XMBOTHOTO, 3aLUUTY UX OT NPUMEHEHUS] TaKMUX FNleKapCTBEHHbLIX NMPenapaToB, Ha OOMNOMHUTENbHbLIA COOpP OaHHbIX
006 3 eKkTMBHOCTU U BE30MACHOCTM TaknX NeKapCTBEHHbIX NpenapaToB.

6. 3a HecoobLieHMe unu CcokpbiTMe MHOpPMauMKU, NPedyCMOTPEHHOW 4YacTbio 3 HacTOsLWEeN cTaTbw,
gepxartenun uwnn Bnagenblbl peruncTpaunoHHbIX y,El,OCTOBepeHI/IVI NleKapCTBEeHHbIX npenapartoB, puandyeckue
nvua, Ha MMS KOTOPbIX BbiAaHbl paspelleHusl Ha MpOBEAEHWE KIMHWMYECKUX WccrnefoBaHui B Poccuiickon
®epnepaumu, NM6O yNONHOMOYEHHbIE UMW ApYre lopuanyeckme nuua, a Takke OMKHOCTHbIE Nuua, KOTOpbIM 3Ta
nHopMaumsa ctana M3BecTHa Mo pody WX NPodecCMOHarnbHOW AeATeNbHOCTU, HeCyT OTBETCTBEHHOCTb B
COOTBETCTBMM C 3aKoHogaTenbCcTBOM Poccunckon ®egepaumn.

7. Tpn nonyyeHUn yMNOMHOMOYEHHbIM deaepanbHbIM OpraHoM MCNOMHUTENbHOM BrlacTU B paMkax
OCyLLeCTBMeHnss uMm dapmakoHag3opa [okasaTenbCTB O HEeCOOTBETCTBMM JieKapCTBEHHOro rnpenapara
YyCTaHOBIIEHHbIM TpeboBaHNAM MK NPK NOMYYEHUN MHCpOPMaLMN O HECOOTBETCTBUM AaHHbIX 06 3hPeKTMBHOCTM
n o 6e3onacHOCTU feKapCTBEHHOro npenapaTta AaHHbIM O JleKapCTBEHHOM MpenapaTe, cogepXaliumcs B
WHCTPYKUUM MO €ero npuvMeHeHuio (B TOM YuUCre BbISIBMEHHbIX B XO4e OCyLlecTBNeHus dapMakoHagsopa
KOHTPOIMbHO-HaA30PHbIMM  OpraHaMyv  MHOCTPaHHbIX rOCy4apcCTB), YMNOMHOMOYEHHbI dedepanbHbIi  opraH
WCMNOMHUTENBHOW BracTM B YCTAaHOBMEHHOM WM [OpAdKe paccMaTpvBaeT BOMPOC O MNPUOCTAHOBEHUM
NPUMEHEHMS TaKoro fiekapcTBEHHOro npenaparTa.

Cratbsa 65. lpuocTtaHOBNEHME NPUMEHEHUS NeKapCTBEHHOro npenapara
(B pen. PegepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. Mpy nonyyeHun uHOPMALUM O HeXenaTenbHbIX peakuusix Npu MNPUMEHEHUU NEKapCTBEHHOMO
npenaparta, He YyKasaHHbIX B WHCTPYKUMM MO TMNPUMEHEHUIO JEeKapCTBEHHOTO npenapaTa, CepbesHblX
HexenaTernbHbIX peakuusx, 06 0cCoGEHHOCTSX ero B3anMo4eNCTBUSl C APYTMMU NeKapCTBEHHbIMU NpenapaTtamu,
KOTOpble MOryT MpPEeACTaBNATb Yrpo3y >KW3HW UMW 340POBbI YeroBeka NNbOo JKMBOTHOTO, a Takke o
HEeCOOTBETCTBUM [aHHbIX 00 3pdheKTMBHOCTM M O 6e30nacHOCTU JieKapCTBEHHOro npenapata AaHHbIM O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

nekapcTBEHHOM Mpenaparte, COAepXalMMCsl B UWHCTPYKUMM NO €ero MnpUMEHeHWo, B TOM u4ucne OT
YNOMHOMOYEHHBIX OpPraHoB MHOCTPaHHbIX rOCyAapcTB, OOMEH KOTOPOW OCYLUECTBMNSIETCA B COOTBETCTBUM C
cornmawleHnsamMmn  Mexay  YNOrHOMOYEHHbIM  defepanbHbIM — OPraHoM  WCMOMHWTENMbHOW — BRactu U
YMNONHOMOYEHHBIMWU ~ OpraHamm  MHOCTPaHHbIX  FOCYyAapcTB,  YMONHOMOYEHHbIM  dhegepanbHbii  opraH
WCMONHUTENBHON BracTu paccmaTpuBaeT BOMPOC O BO3MOXHOCTU MPUOCTAHOBMEHWUS obpalleHns Takoro
neKkapcTBEHHOro npenapata B OOpAdKe, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM d)efeparnbHbiM  OpraHoM
NCMNOMHUTENBLHOW BMACTU.

2. Tlpy HeWcrnosnHeHUM WNM HeHaanexalwleM WCMOSIHEHUM JepXaTensmu Wnu  Bragenblamu
PEerMcTpaumoHHbIX YAOCTOBEPEHUIN JIeKapCTBEHHbIX MpPEenapaToB, PUAMYECKAMW NMLAMWU, Ha UMSI KOTOPbIX
BblAaHbl paspelleHVss Ha TNpoBedeHWe KIMMHUMYECKMX uccrnefoBaHuii B Poccuiickoii  defepaumu, wnu
YNOMHOMOYEHHBIMW UMW APYIMMU OPUANYECKUMU NULAMK 06A3aHHOCTEN, YCTaHOBMEHHbIX YacTamu 3 1 4 cTaTtbu
64 HacTosLero ®enepanbHOro 3akoHa, nNMbo B criyyasix NpeacTaBfeHUss COOTBETCTBYHOLWMUM YNOSTHOMOYEHHbIM
dhenepanbHbIM OpraHOM WCMONHUTENbHONM BNACTU 3aKIOYEHMS O HEAOCTOBEPHOCTU PE3YNbTaToB KIIMHUYECKOTO
nccrneaoBaHus fiekapCTBEHHOro npenapaTa Ans MeAMUMHCKOrO NPUMEHEeHWsl, KOTOPOe OCHOBaHO Ha pesynbTaTax
NPOBEpKM MeOWLMHCKON OpraHusauuv, NpoBOAMBLUEN YKasaHHOEe KIMHWYECKoe MccriefoBaHUe C HapylleHuem
npaBua Haanexallen KNMHUYEeCKOW MPaKTUKWU, WU NPUBENO K MOSyYeHWI0 HELOCTOBEPHLIX pe3ynbTaToB, nubo B
Cryyae HeBbIMOSIHEHUS NpeanucaHns, BblAaHHOMO YNONHOMOYEHHbIM deaeparnbHbiM OpraHoM UCMONHUTENBHOW
BrlacTM MO WTOram OCYLLIECTBIIEHUS BbIOOPOYHOTO KOHTPOMS KayecTBa JeKapCTBEHHOro npernapaTa,
YMOSTHOMOYEHHbIV dheaeparnbHbIi OpraH UCTONHMUTENBHOM BIacTu B yCTaHOBNEHHOM MM OOpsSAKe paccMaTpuBaeT
BOMPOC O NPUOCTAHOBIEHUM NMPUMEHEHMSI TaKoro fiekapCTBEHHOIO npenapara.

3. YnonHoMoueHHbIn befieparnbHbli opraH UCNONHUTENBHON BRacTy Npu nNpeacTaBneHuM emy cBejeHun o
HECOOTBETCTBMM  MNPOM3BOAMTENSA  fleKapCTBEHHbIX  cpeacTB  TpeboBaHvAM  OpaBud  Hagnexallen
NPON3BOACTBEHHOW NPAKTUKM U (MNK) O HapyLIEeHWW JIMLEH3UNOHHbLIX TpeboBaHWi, KOTopble Obinn BbISBEHb! B
Xode MNpoBeOEeHUs WHCMEKTUPOBaHMSA MNPOM3BOAUTENS NEKAPCTBEHHbIX CPEeACTB UMM OCYLLECTBIEHUS
NNLIEH3MOHHOIO KOHTPOMs B cdepe NPOU3BOACTBA NEKAPCTBEHHbIX CPEACTB U MPUBENWN MMM MOTYT MPUBECTU K
NPOM3BOACTBY JIEKAPCTBEHHLIX MPenapaToB ANsi MEeOUUMHCKOTO NMPUMEHEHUs, NMPUYUHUBLLMX WKW CMOCOOHBLIX
NPUYVHUTDE BPen, XM3HU WY 300POBbI0 TPaXKAaH, paccMaTpuBaeT BOMPOC O NMPUOCTAHOBIIEHUN MPUMEHEHWS
NeKapCTBEHHbIX MpenapaTtoB AN MeOULMHCKOTO NPUMEHEHWUs B YCTAHOBIIEHHOM UM [OpAAKE B CregyloLimx
crnyyasx:

1) COCTaB " (I/IJ'II/I) TEXHONorma npomn3BoacTBa NekapCTBeHHOro npenaparta gnda MmeguumMHCKOro npmMeHeHus
(C onucaHnem ctagumn I'IpOVISBOLI,CTBa) OTNN4alTCA OT 3aABJIEHHbLIX B PErMCTPAaLMOHHOM OOCbE;

2) nekapcTBeHHbI npenapaTt Ans MeOWMUMHCKOro MNpPUMEHEHUs1 MPOM3BEAEeH Ha MNpPOW3BOACTBEHHOW
nnowagke, He ykasaHHOWM B PErMCTPaLMOHHOM A0ChE;

3) y npousBoauTens rekapCTBeHHbIX CPeACcTB OTCYTCTBYHOT OOKYMEHTbI, MOATBEPKAAOLLME COOTBETCTBME
KayecTBa JieKapCTBEHHOro npenapaTa Ans MeAWLMHCKOTO MPWMEHEeHUsl, BBOAMMOIrO B rpaKaaHCkuii oGoporT,
TpeGoBaHNAM, YCTaHOBIIEHHBIM MPU €ro roCyAapCTBEHHON perncTpauum;

4) npou3BoaMTENEM NEKAPCTBEHHbLIX CPEACTB B COIMacOBaHHbLIN C COOTBETCTBYIOLMM YNONHOMOYEHHbIM
denepanbHbIM  OpPraHOM  UCMOMHUTENBHOW BRAcTM CPOK He YCTpaHeHbl HapylleHusi TpebGoBaHWA npaBun
Haanexalle NPOV3BOACTBEHHOW MPaKTUKU U (MNK) NULEH3NOHHBIX TPebGoBaHWU, KOTOpble ObINU BbISIBNEHLI B
XO4e MNpOBEdEHMSsI MHCNEKTUPOBAHUS MPOU3BOAUTENSI NEKAPCTBEHHbIX CPeacTB  WNM - OCYLLEeCTBIEHMS
NMLEH3NOHHOIO KOHTpOns B cdepe MPOM3BOACTBA FIEKAPCTBEHHbLIX CPEeACTB U NPUBENN UNKU MOTYT NPUBECTU K
NPOM3BOACTBY JIEKAPCTBEHHLIX MPenapaToB ANsi MEeOULMHCKOTO NPUMEHEHUs, NMPUYUHUBLLMX WKW CMOCOOHBLIX
NPUYNHUTE BPEe[, XXWU3HW UMK 3[10POBbI0 FpaXKaaH.

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

4. YNonHoMouYeHHbIM benepanbHbll OpraH UCMOSHUTENbHOW BiacTh NPU HanmuyMm y HEro CBeAeHun o
HECOOTBETCTBMW  NPOM3BOAWUTENS]  NleKapCTBEHHbIX  cpeacTB  TpeboBaHMsiM  MpaBun  Hagnexailew
NPON3BOACTBEHHON NPAKTUKA U (MrK) O HapyLUeHUU NULEH3MOHHbIX TpeboBaHUN, KOTopble Obinu BbiSIBNEHbI B
X0A4e nNpoBedeHVs WHCMEeKTUPOBaHWS MPOM3BOOAMUTENSA NEKapCTBEHHbIX CPeaCcTB WM OCYLLEeCTBIEHUS
MMLEH3NOHHOIO KOHTPONS B cepe NMPOU3BOACTBA feKapCTBEHHbIX CPEACTB WM MPUBENW WM MOTYT MPUBECTU K
NMPOM3BOACTBY NEKapCTBEHHbIX MpenapaToB AN BETEPUMHAPHOIO MPUMEHEHUS, MPUYUHMBLUMX MU CMOCOBHbLIX
NPUYYHUTD BPea XM3HU UNN 300POBbI0 XUBOTHBLIX, paccMaTpmBaeT BOMNPOC O MPUOCTaHOBMAEHUN peanu3aumm u
NPUMEHEHUS NeKapCTBEHHbIX NpenapaToB Ans BETEPUHapPHOro NpUMMEHEHUs B YCTaHOBMEHHOM WM [Opsaake B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

cnenywwmnx cnyyadax:

1) coctaB n (unu) TexHONOrMs MNPOM3BOACTBA JIEKAPCTBEHHOrO npenapata pAns BeTepUHapHOro
npuMeHeHus (C onucaHnem ctaguin NpoM3BoACTBA) OTNIMYAKOTCA OT 3a8BMEHHbIX B PEMMCTPALMOHHOM AOCHE;

2) nekapCTBEHHbI mpenapat Ans BeTepuMHapHOro MPUMEHEHUS MPOWU3BEdEeH Ha MNPOW3BOACTBEHHOW
nrowaake, He ykasaHHOW B PerMcTpaLMoHHOM [OChE;

3) Yy npou3soguTena nekapCTtBeHHbIX CpenCcTB OTCYTCTBYHOT OOKYMEHTbI, noaTBepXxaawwme cooTBeTCcTtBmne
Ka4yecCTBa J1eKapCTBEHHOIo npenapara ana BeTepuHapHOro npmMeHeHma, BBOOMMOIO B Fpa)l(,D,aHCKVIVI O60pOT,
Tpe6OBaHI/IFIM, YCTaHOBJ1€HHbLIM Mpn ero I'OCWJ,apCTBeHHOﬁ perncTtpaunu;

4) npousBoguTENeM IeKapCTBEHHbIX CPEACTB B COrMacoBaHHbIA C COOTBETCTBYHOLLUMM YNOSTHOMOYEHHbIM
defepanbHbIM  OpraHOM WCMOMHUTENBHOW BacTU CPOK He YCTpaHeHbl HapylleHusi TpebOoBaHUI npaBwun
Haanexallen NpPoV3BOACTBEHHOW MPaKTUKM U (MNK) NULEH3NOHHbIX TPebOBaHWUIM, KOTOpble ObINM BbISIBNEHbLI B
XO4e MNpOBEdEHMSI MHCNEKTUPOBAHMSA MPOU3BOAUTENS NEKAPCTBEHHbIX CPeACTB  WIUM  OCYLLECTBMEHMS
NIMLEH3MOHHOIO KOHTPOMsS B cdyepe NPOU3BOACTBA JNTEKAPCTBEHHbIX CPEACTB U MPUBENN UM MOTYT MPUBECTU K
NPOV3BOACTBY NEKAPCTBEHHbIX NPenapaToB ANsi BETEPUHAPHOIO MPUMEHEHUS, NMPUYUHUBLLMX UMK CMOCOOHLIX
NPUYUHUTD BPeS KU3HWU NN 340POBbI0 XNBOTHbIX.

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

KoHcynbTaHTlInoCc: npuMmeyaHue.
C 01.01.2026 cT. 65 gononHsetcs 4. 5, 6 (®3 ot 27.12.2019 N 475-93).

KoHcynbTaHTlnoc: npumeyaHue.
C 01.09.2023 cT. 65 gononHsaeTca 4. 7 (@3 ot 02.07.2021 N 317-®3). Cm. 6yayLuyto pegakumio.

Cratbsa 66. UHhopmauma o pesynbTaTax ¢papmakoHagsopa
(B pen. PepepanbHOro gakoHa ot 27.12.2019 N 475-93)

YnonHoMoueHHbIN defeparnbHbld opraH UCNOMHUTENbHOW BNAcTU, OCYLLECTBASOLWNA dhapmMakoHaasop, no
ero pesynstartamMm pasmMeLlaeT Ha cBoeM odumLmanbHOM canTe B ceTu "VIHTepHeT" nHopmMaumio o:

1) BbISIBMEHWM HOBbLIX MOATBEPXOEHHBLIX OAHHbLIX O MOGOYHBLIX AENCTBUAX, HeXenaTerbHbIX peakuusix,
Cepbe3HbIX HeXenaTesbHbIX peakuusix, HenpeaBWOEHHbIX HeXenaTerbHbIX peakumsx npu  MNpUMEHEHUN
neKkapCTBEHHOro npenapaTa, B TOM YuCIe BMMSIOLLMX HA OTHOLLEHME OXMOAeMOW MoMb3bl K BO3MOXHOMY PUCKY
NPYMEHEeHNs1 aHHOrO fIeKapCTBEHHOMO NpenapaTa;

2) NPUHATBIX PELUEHUAX O BHECEHUW W3MEHEHUA B WHCTPYKUMIO MO MNPUMEHEHWUIO eKapCTBEHHOro
npenapara, O MNPUWOCTAHOBIIEHWN MPUMEHEHWS TeKapCTBEHHOro npenapata, 06 u3bATMM U3 obpalleHus
nekapcTBEHHOro npenapata unu o BO306HOBNEHUM NPUMEHEHMUSI NEKAPCTBEHHOTO Npenapara.

Masa 14. UHPOPMALUA O NEKAPCTBEHHbIX MPEMAPATAX. CUCTEMA
MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ana MEgMUMHCKOIro NPUMEHEHUA
(B pea. PenepanbHoro zakoHa ot 28.12.2017 N 425-03)

Ctatbsd 67. UHdopmauus o nekapcTBeHHbIX Mpenaparax. CuUcTemMa MOHMTOPUHra ABWXEHUS
neKkapcTBeHHbIX NpenapaToB ANsi MeAULIMHCKOrO NPUMeHeHUst
(B pea. PegepanbHoro gakoHa ot 28.12.2017 N 425-$3)

1. MHdopmauma o nekapcTBeHHbIX Npenapartax, OTnyckaeMblX Mo peuenTy Ha NekapcTBEHHbIN npenapar,
JOIKHA codepkaTbCA TONMbKO B CMEeuManusMpoBaHHbIX WM3OaHUaX, npegHasHa4YeHHbIX Ans MeOWULUHCKMX,
hapmaueBTUYECKNX PabOTHUKOB, CreuuanucToB B o6nactu BeTepuHapun. MHdopmaums o NeKapCTBEeHHbIX
npenapatax Ans creuuanvucToB B obnactu obpalleHusi NeKapCTBEHHbIX CPeACTB MOXET coAdepxaTbCsi B
MOHOrpagusix, CnpaBOYHMKAX, Hay4yHbIX CTaTbsX, B OOKMNagax Ha KOHrpeccax, KOH(epeHUMsiX, CUMMMo3nymax,
Hay4YHbIX COBeTax, a Takke B UHCTPYKLMAX MO NPUMEHEHMIO NEKapCTBEHHBIX NpenapaTos.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

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

2. Hdopmauus o nekapcTBeHHbIX NpenapaTax, oTnyckaeMbix 6e3 peLenTta Ha NekapCTBEHHbIV Npenapar,
MOXeET coaepxaTtbesl B Nybnmkaumsx n o6bsiBNEeHUsIX CPeACTB MacCoBOW MHopMaLMK, CreLmanm3MpoBaHHbIX U
obLIMX nevaTHbIX W3AAHUSIX, WHCTPYKUMSIX MO MPUMEHEHUIO TEKapCTBEHHbIX MNpPEenapaTtoB, WHbIX W34aHMsIX
cybbekToB 0obpalleHnsi nekapcTBEHHbIX CPeAcTB. Peknamuble maTtepuanbl O fleKapCTBEHHOM npenapare,
oTnyckaemMoMm 0e3 peuenta Ha neKapCTBEHHbIM npenapaTt, [OOMKHbI COOTBETCTBOBATb WHCTPYKLUUM MO
NPYMEHEHWI0 NeKapCTBEHHOrO npenapara.

3. ,D,OI'IyCKaeTCﬂ ncnonb3oBaHne niobbIX MaTepuarnbHbIX HOCUTENEN, NO3BOMAOLLMX XpaHUTb, NnepegaBaTtb U
Mcnonb3oBaThb I/IH(bOpMaLI,VIIO O NNeKapCTBEHHbIX npenapartax 0e3 ee UcKaXxeHus.

4. Ina uenen naeHTUMKaUMN YNakoBOK NEeKapCTBEHHbIX NpenapaToB ANS MeguLMHCKOro npuMeHeHUs
npon3BoauTeENy NeKapCTBEHHbIX CPeAcTB B Nopsake, ycTaHosneHHoM [lpaBuTensctBoMm  Poccunckon
degepaummn, HAHOCAT Ha NEPBUYHYIO YMAKOBKY (B OTHOLUEHWUW NEKapCTBEHHLIX NpenapatoB A MegULUHCKOro
NPUMEHEHWS, ANs KOTOPbIX He NpedyCcMOTpeHa BTOPMYHAsA YNakoBKa) N BTOPUYHYO (MOTPebUTenbCKyio) ynakoBKy
neKapcTBeHHbIX NpenapaTtoB AN MeAMLUHCKOro NMPUMEHEHWUs CpeAcTBa WAEHTUdUKaUUK, 3a WCKITOYEHUEM
neKapCcTBeHHbIX NMpenapaTtoB AN MeAULMHCKOro NMPUMEHEHUs, NMPOU3BOAUMbBIX OJ1A NMPOBEAEHUSA KITMHUYECKUX
nccrnegoBaHun, AKCNopTa, fekapCTBEHHbIX NpenapaToB ANng MeQULMHCKOrO NPYMEHEHWSs, yKa3aHHbIX B YacTax 5
n 8 cratbn 13 HacToswero ®edepanbHOro 3akoHa, pagvodapmMaueBTUHECKUX feKapCTBEHHbIX MpenapaTos,
NUSBOK MEONLMHCKUX U ra30B MEANLMNHCKMX.

(vacTb 4 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-03 (pen. 27.12.2019))

5. XapaktepucTukm cpenctea maeHTudmkaumm, 0OpsagoK ero HaHeceHus u TpeboBaHus K CTPYKType U
dopmaty MHpOopMauun, KOTOPYKD COOEPXUT Cpeactso uaeHTudukauun, onpegenstorca [paBuTenscTBOM
Poccuiickon ®epepauuu.

(vacTb 5 BBegeHa defepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

6. [lopagok cosgaHusi, pa3BWUTMS, BBOAA B 3KCMMyaTauuilo, 3KCniyaTauMvM v BbiBoda M3 3KchnyaTauuu
CUCTEMbl MOHUTOPUHra ABWXEHUSI NEeKapCTBEHHbLIX MpenapaTtoB And MEeOMLMHCKOro MNPUMEHEHUs, N0opAaoK
npefocTaBneHns  MHOpMaumKn, coaepxawenca B CUCTEME MOHUTOPUHra ABWXEHUS NeKapCTBEHHbIX
npenapaToB ANd MeOUUUHCKOrO MPUMEHEHUs, U [O0PAAOK B3aUMOAEWCTBUS YKa3aHHOMW CUCTEMbl C WHbIMU
rocyapCTBEHHbIMN WHMOPMALMOHHLIMU CUCTEMaMN N UHPOPMALMOHHBIMU CUCTEMaMWN OPUANYECKUX MU U
WHOMBMAYANbHbLIX NpeanpuHMMaTtenien, ykasaHHbiX B 4actax 7 um 10 HacToswen ctatbM, yCTaHaBNMBalOTCS
MpaeutenbctBom Poccuiickon Pegepaummn. Onepatopamm CUCTEMbI MOHUTOPUHIa OBWKEHWUS NEKapCTBEHHbIX
npenapaToB ANs MeQULMHCKOrO NPUMEHEHWUs ABRS0TCH ddedeparnbHbll OpraH UCMONHUTENBLHON BRactu u (unu)
opraHusauus, ynornHoMoudeHHble Mpasutenscteom Poccuiickon ®epepauun.

(vacTb 6 BBegeHa defepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

7. Opuguyeckne nvua u wuHAMBUZYanbHble MpeanpUHUMATENnu, OCYyLIEeCTBsAWmMe npousBoacTBo,
XpaHeHve, BBo3 B Poccuiickylo Pegepaumio, oTnyck, peanus3auuio, nepegadvy, npuMeHeHWe n YHUYTOXeHue
nNeKapCTBEHHbIX NpenapaToB AN MEAULMHCKOro NpuMeHeHus, obecrneynBaloT B Nopsaake U B COCTaBe, KOTOpbIE
ycTaHoBneHbl [MpaBuTenscTBoMm Poccuiickon ®eaepaumm ¢ y4eToM BuAa OCYLLECTBNAEMON MU OeATENbHOCTH,
BHeCceHue MHopMaLun 0 NeKapCTBEHHbIX Npenapartax AN MegnuUMHCKOro NPYMEHEHNs B CUCTEMY MOHUTOPUHIa
OBWXKEHNs NekapCTBEHHbIX NpenapaToB Ans MeANLUHCKOro MPUMEHEHMS.

(4acTb 7 BBegeHa PegepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

7.1. NlekapcTBeHHble npenapaTtbl Ans MEOULMHCKOTO NPUMEHEHWS, NpedHa3Ha4veHHble Ans obecneveHus
nmy, BonbHbIX reMounen, MykoBUCLMA030M, MMNodun3apHbIM HAaHN3MOM, Done3Hbio MoLe, 3110KaYyeCTBEHHLIMU
HOBOOOpPa30BaHMAMM NIMMAOMNAHON, KPOBETBOPHOW M POACTBEHHLIX MM TKaHEWN, pacCesiHHbIM CKIIepo30M, Il
nocrie TpaHCnnaHTauMmM OpraHoB M (Unun) TkaHew, npou3dBedeHHble 0o 31 gekabpst 2019 roga, a Takke WHble
nekapcTBeHHble npenapaTbl 4NA MeguLMHCKOro npuMeHeHus, npomssegeHHsle o 1 nona 2020 roga, nognexat
XpaHeHuto, NepeBo3ke, OTMNYCKy, peanu3auun, nepegaye, npuMmeHeHuio 6e3 HaHeceHUs cpeacTB MaeHTUdUKaLmum
00 UcTeyeHus cpoka ux rogHoctu. MNpaeBuTensctBo Poccuiickon depepaumm BnpaBe YCTAaHOBUTL OCOOEHHOCTM
BBOJA B IpakgaHCKMIN 0O0poT NekapCTBEHHbIX NMpenapaTtoB AN MEOULMUHCKOrO NPUMEHEHUS, MPOU3BEOEHHbIX B
nepuog ¢ 1 uonsa 2020 roga no 1 oktabpsa 2020 roga. B uensix BBoga B rpaXkaaHCKMiA 060poT NekapCTBEHHbIE
npenapaTbl A4NS MEAULUMHCKOrO NPUMEHEHMS, 32 UCKIMOYEHNEM flekapCTBEHHbIX npenapaToB, npegHas3HavYeHHbIX
ansa obecneyeHns nuu, 60MbHBIX reModUMen, MyKoBUCLUMO030M, rMnon3apHseiM HaHN3MOM, BonesHbio MoLwe,
3r10Ka4eCTBEHHBIMM HOBOOOPa3oBaHMAMN NMMAONOHON, KPOBETBOPHOM M POACTBEHHbLIX UM TKaHEN, pacCcesHHbIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

CKMepo3oM, Nl nocne TpaHCcnnaHTauum opraHoB U (MNn) TkaHeWn, Npou3BeAeHHble 3a npefenamu 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
naeHTurKaumn.

(B pea. PenepanbHbix 3akoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-93)

8. Opranmnsauus MHPOPMAaLMOHHOIO B3anMMOAENCTBUS CUCTEMbI MOHUTOPMHIA ABWXEHUS NTEKapCTBEHHbIX
npenapaToB Ans MEOUUUHCKOTO MPUMEHEHMS C WHbIMW TFOCY4apCTBEHHBbIMM MH(OPMALMOHHBIMKM CUCTEMaMM
obecne4nBaeTcs B TOM yucne nocpencTeom WHPaCTPYKTYpbl, obecneynBatoLlen
NMHOPMALIMOHHO-TEXHONOMMYECKOE  B3aMMOLeNcTBMe  MH(OPMALMOHHBIX — CUCTEM,  WUCMONb3yembiX  Ans
NPefoCTaBNEHNs rOCYAAPCTBEHHBIX W MYHUMUMNANbHBIX  YCYr W WUCMOSNIHEHWUSI FOCYAApPCTBEHHbIX U
MYHULMNAnNbHbIX (PYHKLMIA B 3NEKTPOHHOW dhopme.

(yacTb 8 BBeaeHa PeaepanbHbIM 3akoHoM OT 28.12.2017 N 425-93)

9. O6wepnocTtynHasa MHdoOpMauus, coaepXkallasca B CUCTEME MOHUTOPUHra OBWXEHUS] NeKapCTBEHHbIX
npenapaToB Ansi MeOULUHCKOTO NPUMEHEHUs, pas3MeLLaeTcss B MH(POPMaLMOHHO-TENEKOMMYHUKALMOHHON CeTun
"MiHTepHeT" (B TOM uucne B (opMe OTKPbITbIX [aHHbIX) B OOpAAKe, YCTaHOBNEHHOM [lpaBuUTenbLCTBOM
Poccuiickon ®egepaumn.

(vacTb 9 BBegeHa denepanbHbiM 3akoHOM OT 28.12.2017 N 425-03)

10. TlNpousBoaMTeENn neKapCcTBEHHbIX CPeACTB MOMyyalT CcoaepXallytocd B CUCTEME MOHUTOPUHra
OBWKEHNs1 NeKapCTBEHHbIX MpenapaToB Ans MeOWMUMHCKOrO MpUMeEHEHUA MHAOopMaUMIo O Cepusx M napTusix
neKapCTBEHHbIX MpenapaToB, MPOM3BOOMMBIX UMW W HaXOAAWMXCA B rpaxgaHckom obopoTe B Poccuiickon
depepaumm, 6e3B03ME3HO.

(vactb 10 BBegeHa depepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

11. 3a Npou3BOACTBO WM MpoJaxy NeKapCTBEHHbIX NpenapaTtoB AN MEeOUUMHCKOro NpuMeHeHus 6e3
HaHeceHus1 cpeacTB MAeHTUdMKaUUN, C HapyLleHWeM YCTAHOBIIEHHOINO MOpPSAKa WX HaHEeCeHusl, a Takke 3a
HECBOEBPEMEHHOE BHECEHME AaHHbIX B CUCTEMY MOHUTOPUHra OBWXKEHUSI FIEKAapCTBEHHbIX MpenapaTtoB Ans
MEOWLMHCKOrO MPUMEHEHUS UMM  BHECEHWE B Hee HeOOCTOBEPHbLIX [AaHHbIX lopuaudeckne nvua u
MHOuBMAYyanbHble NpeanpuHMMaTenu, ykasaHHble B YacTax 4 1 7 HacTosLLen cTaTbW, HECYT OTBETCTBEHHOCTbL B
COOTBETCTBUM C 3aKOHOAaTeENbLCTBOM Poccunckon denepaumn.

(vactb 11 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

12. lMpaButensctBo Poccuickon Pegepaummn BnpasBe YCTaHOBUTb OCOBGEHHOCTW BHeAPEeHUs CUCTEMbI
MOHUTOPWHIra OBWXEHWUSI NEeKapCTBEHHbIX MpenapaTtoB A MEeOULMHCKOrO NPUMEHEHWs, BKMYas CpOKU ee
BHEApEHUS, B OTHOLLUEHUW TNEeKapCTBEHHbIX MpenapaTtoB AN MEeOULUHCKOrO MPUMEHEHWUS, BKMIOYEHHbIX B
nepeyveHb XM3HEHHO HEOOXOOUMbBIX M BaXKHEWLUMX NEKAPCTBEHHLIX NpenapaTtoB, NeKkapCTBEHHbIX MpenapaTos,
npefHasHavYeHHbIX Ansg obecneyeHns nuu, 60MNbHbIX reMoUnen, MykoBUCLMAO30M, MNOU3apHbIM HAHU3MOM,
bonesHblo [owe, 3rnoka4yecTBEHHbIMU HOBOOOpPa30BaHUSMU NMMGOVMAHON, KPOBETBOPHOM WM POACTBEHHBIX UM
TKaHeWn, paccesiHHbIM CKIepo30M, MWL, NOCMe TpaHCMnaHTauumM OpraHoB M (UNK) TKAHEW, MHbIX NEeKapCTBEHHbIX
npenapaToB AN MeAULUHCKOrO NPUMEHEHUS.

(vacTb 12 BBegeHa deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-93)

MnaBsa 14.1. O PAHUYEHUA, HANNATAEMbIE
HA OPFAHU3ALUWN, OCYLLECTBNAIOLWWE OEATENNbHOCTb
MO OBPALLUEHUIO NEKAPCTBEHHbLIX CPEACTB
(BBepeHa degepanbHbIM 3akoHoM OT 25.11.2013 N 317-93)

Cratbs 67.1. OrpaHuyeHusi, Hanaraemble NPU OCYyLLEeCTBIIEHUN AEATENbHOCTU B cdepe obpalleHus
JfleKkapCTBEHHbIX CPeAcTB

1. OpraHusauuu, 3aHvmMarowmecs pas3paboTkon, NPOM3BOACTBOM M (UNK) peanusaumen nekapcTBEHHbIX
npenapaToB ANA MeOULUMHCKOTO MpPUMEHEHMs, opraHusauuu, obnagawowue npaBamMy Ha WUCMNOMb3OBaHWE
TOProBOro HaMMEHOBaHWS NeKapCTBEHHOro npenapara Ans MeQUUMHCKOro MpUMEHeHUs, opraHusaunm onToBown
TOProBfn fleKapCTBEHHbIMW CpeacTBaMu, anTeyHble OpraHusauun (MX npeacTtaBuTenu, UHble U3NYeckue U
lopuanyeckne nvua, OCYLIECTBASIOWME CBOKW AEATEeNbHOCTb OT MMEHW 3TUX OpraHusauui) B OTHOLUEHUW
MeANLMHCKUX paboTHWNKOB 1 PyKOBOAMTENEN MEANLMHCKMX OpraHn3aumin He Bnpase:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

1) BpyyaTb Modapku, BbiMfayMBaTbh [OEHEXHble cpeactea (3a WCKMOYEHWEeM BO3HarpaXkgeHui no
JoroBopamM Mpu NPOBEeAEHUU KITMHUYECKMX WCCNEedoBaHWUiA NeKkapCTBEHHbIX npenapaTtoB Ans MeOULMHCKOro
NPUMEHEHWS!, BO3HArpaXxaeHui, CBA3aHHbIX C OCYLLECTBIEHMEM MeOULMHCKMM pabGoTHUKOM neaarornyeckon u
(MnK) Hay4HON OesaTenbHOCTH), B TOM YMCIEe OMnfadMBaTh pasBreyeHus, oTablx, Npoesn K MecTy oTablxa, a Takke
npuBnekaTb K y4acTUo B pasBriekaTesnbHbIX MEPOMNPUSATUSIX, MPOBOANMbIX 32 CHET CBOUX CPEACTB;

2) 3aKn4aTb cornaweHna o Ha3HavYeHun unu pekomeHgauum naumeHTamM JnekapCTBEeHHbIX npenapaTtoB
aona MeguuunHCKOro npmMmeHeHuda (33 UCKn4YeHneMm O0roBopoB O npoBefeHUn KIMHUYeCKnxX nccrneaoBaHmin
NNIeKapCTBEHHbIX NpenapaTtoB And MeguLmMHCKOro I'IpMMeHeHI/IFl);

3) npepocTaBnsATb 06pasubl NIEKAPCTBEHHbLIX NpenapaToB AN MeAWUMHCKOTO MPUMEHEHUsT B LensixX
BpyYeHUss nauueHTam (3a WCKMIOYEHUEM CryvyaeB, CBSA3AHHbLIX C NPOBEOEHWEM KMUHUYECKUX UCCreqoBaHuii
neKkapcTBEHHbIX NpenapaTos Ans MeaULUHCKOro NpUMeHeHust);

4) NpegocTaBnsATb HEAOCTOBEPHYIO M (MnK) HEMOSHY MH(OPMAaLMIO O NEKAapCTBEHHbLIX MpenapaTtax ans
MEAMLMHCKOro NPUMEHEHUS;

5) nocellaTb Mx B paboyee Bpemss Ha pabouymx MecTax, 3a MCKMHYEHMEeM CryyaeB, CBSA3aHHbIX C
npoBeAeHMEM KITMHUYECKUX WCCINEeAoBaHUii NeKkapCTBEHHbIX NpenapaToB AN MeAWUMHCKOTO MpUMEHeHusl, C
yyacTem B Mopsike, YCTaHOBEHHOM PYKOBOAMTENEM MEAMLUMHCKOWM opraHusaumun, B COOpaHUSX MeAMLMHCKUX
paboTHMKOB M WMHbIX MEPOMPUSATUSIX, HarpaBeHHbIX Ha MOBbLILEHUE WX MPOGECCUOHANBHOIO YPOBHS UMM Ha
npegocTaBneHne MHopMaLmMK, CBA3AHHOM C OCYLLECTBMEHUMEM MOHWUTOPUHra 6e30MacHOCTU NeKapCTBEeHHbIX
npenaparos;

6) No6yxaaTh K BbINMUCLIBAHMIO NEKAPCTBEHHbIX NpenapaTtoB Ans MeaMLMHCKOro NPUMEHeHNs Ha GriaHkax,
coaepxallnx MHGOPMaLIMIO PEKNamMHOro XxapakTepa, a Takke Ha peuenTypHbiX GriaHkax, Ha KOTOpbIX 3apaHee
Hane4yaTaHoO HanMeHoBaHWe NekapCTBEHHOro npenapata And MmeguunHCKOro npuMeHeHus.

2. OpraHu3auuu, ykasaHHble B aG3aue nepBoM 4YacTh 1 HacToslleil cTaTbu, U UX NpeacTaBuTenn B
OTHOLLEHMWN (hapMaLeBTUYECKUX PaBOTHUKOB 1 PYKOBOAUTESEN anTeuYHbIX OpraHu3aumii He Bipase:

1) Bpy4aTb nogapku, BbiMnadMBaTh AEHEXHble cpeAcTBa, B TOM YuCre onnadvMBaTth pasBrieyeHusi, oTabIX,
npoess K MecTy OTAblxa, U MpUBReKaTb K y4acTUio B pasBriekaTeribHbIX MepPOnpuUaTUsiX, NMPOBOAUMBIX 3@ CYeT
CBOWX CPE/CTB;

2) npegocTaBnsTh 06pasubl NekapCTBEHHbIX NpenapaToB AN MEeOULMHCKOTO NPUMEHEHNUsT ONs BpyYeHUs]
HaceneHwio;

3) 3aKIio4aTb cornawleHnd O npeanoXeHnn HaceneHuto onpeaerieHHbIX NeKapCTBEHHbIX npenapaTtoB AnA
MeOULIMHCKOIo nNnpuMeHeHus;

4) npenocTaBnATb HEQOCTOBEPHYO M (MNK) HEMOMHY MH(OPMAaLMIO O NEKapCTBEHHbIX Mpenapartax ans
MEOMLMHCKOrO TMPUMEHEHNS,, B TOM YMCMe WMEILWMX OOMHAKOBOe MeXAyHapoaHoe HenaTeHToBaHHOoe
HanuMeHoBaHMe.

Ctatba 67.2. TpebGoBaHMA K oOpraHuM3auMm W MNPOBEAEHUI0 Hay4HbIX MEPONPUATUMN, MHbIX
MepOonpuUATUN, HanpaBneHHbIX Ha NOBbIWeHMe NPo¢eCCMOHaNbLHOro YPOBHA MeAULMHCKUX PaGOTHMKOB
MNU Ha npepgocTaBneHue uHdopmauuu, CBA3aHHOW C OCYyLEeCTBNEHWEeM MOHUTOpMHra Ge3omacHocTu
nekapcTBeHHbIX NpenapaToB

1. Tpu nNpoBeOeHUN HayYHbIX MEPOMPUATUIA, WHbIX MEPOMPUATUIA, HanpaBfiEHHbIX Ha MOBbILEHNE
NpoeCCUOHaNbHOMO YPOBHS MEOULMHCKNX PAabOTHUKOB UIM Ha NpedoCTaBeHne CBSI3aHHOW C OCYLLIECTBEHNEM
MOHUTOpMHra ©e30MacHOCTN NeKapCTBEHHbIX MpenapaToB MHQOpPMauun, OpraHn3yeMblX OpraHu3aumnsiMu,
yKasaHHbIMK B ab3aue nepsoM vactu 1 ctatbm 67.1 HacToswero ®eaepansHOro 3akoHa, UX NpeacTaBUTENs Mn K
(M)  dmHaHCUpyeMmbiX 3a CcYeT CpeacTB STUX OpraHMsauuin 1M ux  npeacTaBuTener, 3anpellaeTcs
NpensaTCcTBOBaTh Y4YacTHIO B yKa3aHHbIX MEPOMPUATUSAX UHbIX OpraHn3aLumi, KOTopble NPOM3BOAAT UMK peanuayoT
nekapCcTBeHHble Mnpenapatbl ANs MEeAWLUMHCKOrO MPUMEHEHUSA CO CXOXUM MEXaHU3MOM (DapMakosiorMyeckoro
,EI.eI7ICTBI/I9|, nuoéo co3gaBatb AUCKPUMUMHALMOHHbIE yCrnoBuUA ONA OAHUX YYAaCTHUKOB MO CpaBHEHWUKD C OpyruMu
yvyacCcTHMKaMn, a UMeHHO:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

1) npenocTaBnsTe pas3fiMYyHOE KONMYECTBO BPEMEHW AN BbICTYMSIEHUA YYACTHWKOB, pasfnyHbie Mo
pasMepy 3aHMMaeMoi nnowaaM MecTa AOna AeMOHCTpauun o6pasuLoB NekapcTBEHHbLIX npenapaToB AOns
MEAMLIMHCKOro MPYMEHEHUs1 UM PeKnaMHbiX MaTepuanoB O JieKapCTBEeHHbIX npenapaTtax Ans MeauLUHCKOro
NPUMEHEHMI Ha IJKCMO3UUMAX, CTEeHOaX, 3a WCKMIYEeHMEM CryyaeB, ecn Takue YCNOBUA 3aKpensfieHbl B
cornalleHnax 3TUX OpraHu3auui, ux npeactaButenel o UHAHCUMPOBAHUWM YKa3aHHbIX MEepOonpUATUA ©
06yCcrnoBneHbl pasnMYHbIMKU 3aTpaTaMu Y4aCTHUKOB Ha MX OpraHn3aumio;

2) ycTaHaBnuBaTb pa3Mep B3HOCa Afs YYaCTHWKOB MEPONPUATUNA, YyKa3aHHbIX B ab3aue nepBoM
HacTosILLEN YacTu, MPEeBbIAWNA CYyMMY 3aTpaT Ha OpraHM3aumio yKasaHHbIX MeponpuaTuiA 1M Beaywun K
HeobOCHOBaHHOMY OrpaHUYEHMUI0 YMCa UX yHaCTHUKOB.

2. OpraHu3auuu, ykasaHHble B ab3aue nepBoM yactm 1 ctatbm 67.1 HacToswero PenepanbHOro 3akoHa,
nX npeacTaBuMTENN, OCYLLECTBASIOWMNE OpraHu3aumio n (unu) durHaHCUpoBaHWE MEPONPUSATUN, YKa3aHHbIX B
yactn 1 HacTosiwen crtaTbu, 0b6si3aHbl obecneumBaTb AOCTyNn K MHOpMauuM O gate, MecTe U BpEeMEHU
NPOBEeAEHUS yKa3aHHbIX MeponpusaTUR, nraHax, nporpaMmmax npoBeAEeHUs YKa3aHHbIX MEepOnpuSaTUA N Temax,
nnaHMpyembix AN pacCMOTPEHUs, COCTaBe UX YH4aCTHUKOB MyTeM pa3MeLLeHNsi COOTBETCTBYOLLEN NHopMaLmm
Ha cBOMX oduumanbHbIX canTax B ceTu "VIHTepHeT" He no3gHee [OBYX MecCdAueB [0 Hadana npoBeneHus
yKa3aHHbIX MeponpuUsaTUn.

3. WHdopmauua o npoBedeHUN MeponpuSaTUIA, YKasaHHbIX B 4acTu 1 HacTodulen craTtbl, B CpOK,
YCTaHOBMEHHBIA 4YacTblo 2 HacToswewn cTaTbW, [AofkHa ObiTb HanpaBneHa B dedepanbHbIi  OpraH
NCMOMNHNTESTbHOW BRAcTU, OCYLLECTBASAOLWNN OYHKLMKN MO KOHTPOSIO 1 HAA30py B chepe 3a4paBoOXpaHeHus, s
nocrneymoLlero pasmeLleHns ee Ha odomumansHOM canTe 3Toro opraHa B cetn "UHTepHeT".

Mnaea 15. OTBETCTBEHHOCTb 3A HAPYLUEHUE 3AKOHOOATENIbCTBA
POCCUNCKON ®EOEPALIUM NMPU OBPALLEHUM NNEKAPCTBEHHbIX CPEACTB
1 BO3MELWEHUE BPEQOA, MPUYUHEHHOIO 3[0JOPOBbLIO NrPAXOAH
BCNEACTBUE NPUMEHEHUA NEKAPCTBEHHbIX NPEMAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHoaatenbcTBa Poccuickon ®depepaummn npwm
obpalyeHMn nekapcTBEHHbIX CPEACTB

1. HapyweHwne 3akoHogaTtenbcTBa Poccunckonn Pepepaumm npy obpalleHun NeKkapCTBEHHbIX CpeacTs
BrneYeT 3a cobon OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeNbLCTBOM Poccuiickon Peagepaumm.
(B pea. PegepanbHoro gakoHa ot 22.12.2014 N 429-$3)

2. 3a HenpeAacTaBneHve UM HeCBOEBpPEMEHHOe npeacTaBneHne nHdopmaummn u (Mnu) JOKyMeHToB nnmbo
npedcTtaBrneHne HegoCTOBEPHbIX WHMoOpMauun w  (Mnn) OOKYMEHTOB, MNpPeayCMOTPEHHbIX HAaCTOSALMM
®egepanbHblM  3aKOHOM, CyObeKkTbl oObpalleHVns feKapCTBEHHbIX CpeAcTB HeCcyT OTBEeTCTBEHHOCTb B
COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccunckon ®egepaumn.

(4acTb 2 BBegeHa PeaepanbHbiM 3akoHoM oT 22.12.2014 N 429-93; B peq. PeagepansHoro zakoHa ot 04.06.2018
N 140-$3)

Crtatba 69. Bo3melweHue Bpena, NPUUYMHEHHOro 300POBLIO FpaxAaH BCreAcTBUe NPUMEHeHUs
nekapcTBeHHbIX NpenapaToB

1. MNpowusBognTens nekapcTBEHHOro npenapata ob6s3aH BO3MECTUTb Bped, MPUYMHEHHBLI 300POBbLIO
rpaxgaH BCNeacTBue NPUMEHEHUS NeKapCTBEHHOTO nNpenapara, ecnu Jokas3aHo, YTo:

1) nekapCTBEHHbI npenapaT MNPUMEHSNICA MO Ha3HAYEeHUI0 B COOTBETCTBUMU C WHCTPYKUMEW MO
MPUMEHEHMI0 NEeKapCTBEHHOTO Mpernapata W MpUYMHOM Bpeda sBWUICA BBOA B IpaXaaHCkuii  obGopoT
Heno6pokayeCTBEHHOIO NEKapCTBEHHOMO Npenapara;

2) Bpeq 340POBbLI0 NPUYMHEH BCMEACTBUE HEOCTOBEPHOW MHApopMaLMK, codepxallenca B MHCTPYKLMKU No
NPUMEHEHWI0 NeKapCTBEHHOro npenapara, U3aaHHOW NpoV3BOAMTENEM NEKAapCTBEHHOMO npenapara.

2. B Ccnyyae, ecnn Bpen 3400pO0Bbl rpaxgaH npuyvnHeH BcCrnencrtene npuMeHeHna nekapCTBeHHOro
npenaparta, npuwenliero B HerogHoCTb B pe3ybTaTte HapyLleHUa npaBuil XpaHeHua JiekapCTBEeHHbIX CpeacTs,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

npaBuil ONTOBOW TOPrOBMN NEKAPCTBEHHLIMU MpenapaTamMy, OpaBuil OTNycka JlekapCTBEHHbLIX MpenapaTos,
OpaBwuil W3rOTOBIIEHMS W OTNyCka JIeKapCTBEHHbIX MpenapaToB, BO3MELUEHVME Bpeda OCYLIEeCTBISETCS
COOTBETCTBEHHO OpraHvM3aumen ONTOBOW TOProBfW fEKapCTBEHHbIMW CpeacTBaMu, anTeyHOW opraHusauunen,
WHAMBMAYANbHBIM NpeanpuHMMaTenem, UMEeLWUMN fULEH3NKD Ha apMaleBTUYECKYD OeATenbHOCTb Unn
MUUEH3NIO HA MEAWMUMHCKYI0 [OEeATEeNbHOCTb, MEAMLUMHCKOW OpraHusauven, WMewLwen nuueH3ulo Ha
hapmaLeBTMIeCKyt0 AeaTenbHOCTL (ee 060cobneHHbIM nogpasgeneHvemM (ambynaTtopuen, denbawepckum u
denbaLLIEepPCKO-aKyLLEPCKMM MyHKTaMK, LEHTpOM (oTaeneHneM) obuwen BpayebHOM (CeMenHOW) nNpakTUKM),
pacnonoXeHHbIM B CENIbCKOM HaCENeHHOM MNyHKTe, B KOTOPOM OTCYTCTBYET anTeyHas opraHusauus),
OOMyCTMBLUMMU NMPOSaxy UM OTMNYCK Takoro JIeKapCTBEHHOrO npenapara.

(B peq. PepnepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. Bo3melueHne Bpeda, NPUYMHEHHOrO 340POBLI0 Ipa)kgaH BCNeACTBUE NMPUMEHEHUS NeKapCTBEHHbIX
npenapaToB WU COBEPLUEHWNS] NMPOTUBONPABHbLIX OENCTBUIA CyObekTamu obpalleHus nekapCTBEHHbIX CPeacTs,
OCYLLIECTBNSIETCA B COOTBETCTBUM C 3aKoHOoZaTenbCcTBOM Poccuiickon ®epepauuum.

Mnaea 16. SAKITIOYUTENBbHbIE NMOJNTIOXEHUA

Crtatba 70. O NpM3HaHUM YTPATUBLUIMMWU CUNY OTAENbHbIX 3aKOHOAATeNbHbIX aKTOB (MOMOXEHUN
3aKoHogaTenbHbIX akToB) Poccuiickon Pegepaumm

Mpu3HaTb yTpaTUBLUMMU CUITY:

1) ®epepanbHbli 3akoH OT 22 moHA 1998 roga N 86-®3 "O nekapctBeHHbIX cpepcteax” (CobpaHue
3akoHogaTtenbcTBa Poccunckon ®enepauun, 1998, N 26, ct. 3006);

2) ®epepanbHbin 3akoH oT 2 sHBapsa 2000 roga N 5-®3 "O BHeCeHUW U3MEHEHMS U OOMOMHEHUA B
depepanbHbin 3akoH "O nekapcTBeHHbIX cpeactBax” (CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®enepauum,
2000, N 2, cT. 126);

3) cratbio 40 depepanbHoro 3akoHa ot 10 aHBaps 2003 roga N 15-®3 "O BHeceHUN WU3MEHEHUN U
JOMOMHEHM B HEKOTOopble 3akoHoAaTenbHble akTbl Poccuiickon ®depepaumm B CBSA3M € MPUHATUEM
depepanbHoro 3akoHa "O nUUEH3NPOBaHMM OTAENbHbIX BUAOB AesatenbHocTn" (CobpaHne 3akoHopgaTenbcTBa
Poccuiickon ®epepaumm, 2003, N 2, cT. 167);

4) cratbtio 31 depepanbHoro 3akoHa oT 30 wmoHs 2003 roga N 86-®3 "O BHeceHUM UIMEHEHUN U
OOMONHEHMIN B HEKOTOpble 3akoHodaTtenbHble akTbl Poccuinckon dedepauun, NpusHaHMU yTpaTUBLLUMMU CUNY
OTAenbHbIX 3akoHopaTenbHbIX akTtoB Poccuiickon ®degepauun, npegocTaBreHUM OTAENbHbIX  rapaHTui
COTPYAHUKAM OpraHoB BHYTPEHHUX [ef, OpraHoB MO KOHTPOS0 3a OGOpPOTOM HAapKOTUYECKMX CpeacTB U
MCUXOTPOMHbLIX BEeLWeCcTB MW ynpasgHsemblX dedepanbHbiX OpraHoB HAaNoroBon MONMUMM B CBA3M C
OCYLLIeCTBMEHEeM Mep MO COBEPLLUEHCTBOBAHUIO rocyaapcTBeHHoro ynpasnexHnsa” (CobpaHue 3akoHodaTenscraa
Poccuiickon ®epepaumm, 2003, N 27, ct. 2700);

5) cratbio 101 ®PepepansHoro 3akoHa oT 22 asrycta 2004 roga N 122-®3 "O BHeceHUM U3MEHEHUI B
3akoHogaTenbHble  akTel  Poccunmckon  ®Pefepauum 1M NpuUsHaHWM  YTPATMBLUMMKW  CUIy  HEKOTOPbIX
3akoHoAdaTenbHbIX akToB Poccunckon depgepaumm B €BA3N € NpuHaTMeM PepeparnbHbix 3akoHOB "O BHeceHUn
n3mMeHeHUn n pononHeHnn B PepepanbHbin 3akoH "O6 0OWMX MpUHUMNAX OpraHmM3aumMmM 3akoHoOaTeNbHbIX
(npeacTaBuTenbHbIX) WM WCMOMHUTENbHBIX OpraHoB rocydapCTBEHHOM Bnactn cybbektoB Poccunckon
®epepaumun” n "O6 o6WKMX NpUMHUMNAX OpraHuM3auum MecTHOro camoynpasneHus B Poccuiickon ®epepaumn”
(CobpaHue 3akoHopaTenbcTBa Poccunckon ®epepaumm, 2004, N 35, ct. 3607);

6) ctatbto 28 denepanbHoro 3akoHa ot 18 gekabpsi 2006 roga N 231-03 "O BBegeHUN B AEACTBME YACTU
yetBepTon [paxpgaHckoro kopekca Poccuiickon Pepepaumn” (CobpaHme 3akoHogaTtenbctBa Poccunckon
®epepaumu, 2006, N 52, ct. 5497).

Crartbs 71. BctynneHue B cuny Hactosiwero denepanbHOro 3akoHa

1. Hactoswwmn depepanbHbIi 3akoH BCTynaeT B cuny ¢ 1 ceHTsa6ps 2010 roga.

2. ﬂeKapCTBeHHble cpencrtea, 3aperucrtpupoBaHHble OO0 OHA BCTynJieHMA B CUIly HaCTodAlero
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

depgepanbHOro 3akoHa, MoanexaTt BKMYEHUIO B TOCYydapCTBEeHHble peecTpbl JEKAapCTBEHHbIX CPeAcTB C
BHECEHMEM YKasaHHblX B 4actu 1 cTtatbu 33 HacToswero ®depepanbHOro 3akoHa CBedeHuin 06 3TuX
NeKapCTBEHHbIX cpefcTBax 6e3 NPOXoXXAeHUs BHOBb NPOLEAYpPbl roCy4apCTBEHHON perncTpaumm ekapcTBEHHbIX
npenapaTos.

3. locypapcTBeHHast perncrpauusi nekapCTBEHHbIX MpenapaToB, 3a WCKIIOYEHWEM JTEKapCTBEHHbIX
npenapaToB Anst MEAMLUHCKOrO NMPMMEHEHMWS, MPeaCTaBMNeHHbIX HA YKa3aHHYI0 pernctpaumio 4o AHSA BCTYNEeHNs
B cuny Hacrtosuwero defepanbHOro 3akoHa, OCYLLEeCTBNSETCA B COOTBETCTBUM C HacToswmm PenepanbHbiM
3aKOHOM Ha OCHOBaHMM [OKYMEHTOB W [AaHHbIX, MPEACTaBIEHHbIX OO OHA BCTYMNNIEHWS B CUMY HaCTOALLEro
depepanbHOro 3akoHa.

(B peq. ®enepanbHoro zakoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBeHHasi perMctpauusi neKkapCTBEHHbIX npenapaToB AN MeOUUMHCKOTO MPUMEHeHUs,
NpeacTaBneHHbIX Ha roCyAapCTBEHHYIO perMctpauuio 4o AHS BCTYNNeHus B cuny Hactosiwero depepanbHOro
3aKoHa, W rocydapCTBEHHasd perncTpaums NekapcTBEHHbIX npenapatoB ANnd MeAUMLMHCKOro MNpUMEHeHus,
NPeAcTaBrneHHbIX Ha 9KCMepTU3y MeKapCTBEHHbIX CPeAcTB [0 [AHA BCTYNNEHWs B CUMY HacToswero
depepanbHOro 3akoHa B LUensAxX WX MNOcfeaylolen rocygapCTBEHHON perncTpaumun, OCYLLEeCTBAAOTCA Ha
OCHOBaHUM OOKYMEHTOB WM AaHHbIX, NpeACTaBfeHHbIX A0 AHA BCTYyMfeHus B cuny Hactoswero ®egepanbHOro
3aKOHa, a TakkKe 3asBMeHWs O roCyAapCTBEHHOW perncrpaumm nekapCcTBEHHOro rnpenapara, NpeAacTaBneHHOoro
npou3soguTenemM nekapCTBEHHbIX NpenapaTtoB UMM YNONHOMOYEHHbIM UM FIMLOM B COOTBETCTBMU C HacCTOSALLMUM
denepanbHbIM 3aKOHOM B YMNOMHOMOYEHHbIN dhedeparnbHbIi opraH UcnonHuTensHon esnactn go 1 maprta 2011
roga, 6e3 TpeboBaHuMs ynnaTbl rOCyAapCTBEHHOM NOLUMMHbI, NPegyCMOTPEHHOW 3aKoHOAaTeNnbCTBOM Poccuickoi
depepaumun o Hanorax n cbopax.

(yactb 3.1 B pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. MNogTBepxkaeHWe rocyaapCTBEHHOW peructpaumMm nekapCTBEHHbIX npenapatoB ANd MeauuMHCKOro
NpUMEHeHWs, NPeaCTaBeHHbIX AN NOATBEPXKAEHMS rOCyAapCTBEHHOW perucTpaumm 4o OHS BCTYMMNEHUs B CUny
HacTosiwero ®epnepanbHOro 3akoHa, W MOATBEPXOEHWE TOCYAAPCTBEHHOW pErncTpauum NekapcTBEHHbIX
npenapaTtoB AN9 MEQULMHCKOTO NMPUMEHEHWS, NPEACTaBlIEHHbIX HA SKCNEPTM3Y NIeKapCTBEHHbIX CPEACTB A0 AHS
BCTYMNEeHUs B cuny Hactoswero ®PegepanbHOro 3akoHa B UensX MOCreayrolwero MNOATBEPXKAEHUS WX
rocygapCTBEHHON perncTpaummn, OCyLEecTBASITCA Ha OCHOBaHUM OOKYMEHTOB M AaHHbIX, NPeACTaBneHHbIX A0
OHS BCTYNneHus B cuny HacTosuwero ®edepanbHOro 3akoHa, a Takke 3asiBMeHns O MogTBepXKOEeHWM
rocygapCTBEHHONW  permcTpaumMu  fiekapCTBEHHOro  npenaparta,  MpeacTaBreHHOro  npoussBoauTenem
nekapCTBEHHbIX MpenapaToB WU YNOMHOMOYEHHBIM MM JIMLOM B COOTBETCTBUM C HacToswmm degepanbHbiv
3aKOHOM B YMOJTHOMOYEHHbIV dhedeparnbHbIi OpraH UcnofnHuTensHon Bnactu go 1 mapta 2011 ropa, 6es
TpeboBaHMsl ynnaTbl rOCYyQapCTBEHHOM MOWWMHBI, NPeayCMOTPEHHOM 3akoHodaTenbCTBOM Poccumnckon
depepaumm o Hanorax u cbopax.

(vacTb 3.2 B peq. PenepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.3. MNMpuHATUE peLleHns 0 BHECEHUN U3MEHEHNI B JOKYMEHTbI, COAEpXKaLLMEeCs B permcTpaLmoHHOM SOCbe
Ha 3aperncTpMpoOBaHHbIN JIEKAPCTBEHHBIN Npenapar Anst MEAMLMHCKOrO NPUMEHEHWS 1 NpeAcTaBleHHble A0 OHS
BCTYNNeHna B cuny Hactosiwero denepanbHOro 3akoHa, M MPUHATUE pPEeLUeHMS O BHECEHMM WU3MEHEHWI B
OOKYMEHTbI, coaeprKallleecs B perucTpaumMoHHOM A0Cbe Ha 3apermcTpupoBaHHbIN NIEKapCTBEHHbIN NpenapaT 4ns
MEeAMLMHCKOro NPUMEHEHUsT U NpeacTaBeHHbIe Ha 9KCNepPTU3y NeKkapCTBEHHbIX CPeACTB A0 OHS BCTYNNeHnsa B
cvuny Hacrtosiwero depepanbHOro 3akoHa, OCYLLIECTBMSAKTCA HAa OCHOBAaHUM [OKYMEHTOB W [AaHHBbIX,
NpeacTaBneHHbIX OO AOHS BCTyNneHuWss B cuny Hactoswero PefepanbHOro 3akoHa, a Takke 3asiBNeHus O
BHECEHUN W3MEHEHUN B [OKYMEHTbl, COAepXallMecs B PerucTpauMoHHOM [OCbe Ha 3aperncTpvpOBaHHbIN
NekapCcTBEHHbIN NpenapaT AMsi MEAULMHCKOrO NPUMEHEHNS, NpeaCcTaBIeHHOro NMPOM3BOANTENEM NTIEKAPCTBEHHbIX
npenapaToB WNM YMNOSTHOMOYEHHLIM MM IMLOM B COOTBETCTBUM C HacToAwmm DegepanbHbIM 3aKOHOM B
YMOSTHOMOYEHHbLIN beaepanbHbii opraH ucnonHutTensHon Bnactm go 1 mapta 2011 roga, 6e3 TpeboBaHus
ynnaTbl rocy4apCTBEHHOW MOLUMMHbI, NPEAYCMOTPEHHON 3akoHoA4aTenbLCTBOM Poccuickon ®enepauum o Hanorax
n cbopax.
(vactb 3.3 B peq. PegepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.4. Boigava paspeLueHM|7| Ha npoBegeHmne KIMHN4YeCKnx ncecneaoBaHuin NNeKapCTBEHHbIX MpenapaTtoB A4
MeaNUMNHCKOro npuMeHeHua no 3asaBieHnAam, nogaHHbIM 0O OHA BCTYNNEeHUA B CUIy HacToAwero CDep,epaanoro
3aKOHa, a TakKkKe Nno 3adaBJIeHUAM, NoAaHHbIM Nocne OHA BCTYNNeHNndA B CUIly HactosAlero d)ep,epaanoro 3aKOHa
Ha OCHOBaHMW 3KCNepTuns, npoBedeHHbIX OO0 OHA BCTYMNEeHUA B CUIly HacTodulero dJep,epaanoro 3aKOHa,
OCyLLEeCTBIIAEeTCA B COOTBETCTBUM C HACTOALLUUM dJep,epaanblM 3aKOHOM Ha OCHOBaHuUM OOKYMEHTOB U OaHHbIX,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

NPeLCTaBMNEHHbIX MM MOMYYEHHbIX A0 OHA BCTYNMeHus B cuny Hactosawero ®enepanbHOro 3akoHa, a Takke Ha
OCHOBaHWM KOMWM NpPeABapUTENbHOINO [0roBopa 00S3aTeNbHOr0 CTPaxOBaHUSA XXW3HW, 340POBbS MaLUEHTOB,
y4acTBYIOLUX B KITMHNYECKOM UCCIEeNOBaHUN NeKapCTBEHHOTO nNpenaparta Anst MEAULUMHCKOrO NMPUMEHEHUS, Unu
KonuMu JoroBopa 00s13aTENbHOr0 CTPaxoBaHWUS XXW3HW, 300POBbS MALUEHTOB, YY4aCTBYHLMX B KITMHUYECKOM
nuccnegoBaHMM NEKapCTBEHHOrO npenapaTta Ansg MeOULUMHCKOrO NpUMEHeHus, nubo npencTaBfieHHON Komnum
[oroBopa 065a3aTenbHOro CTPaxoBaHMsi, 3aKNOYEHHOro B COOTBETCTBUM C TMNOBLIMU NpaBunamy o6a3aTensHOro
CTpaxoBaHusl, C yka3aHUeM NpeaenbHOM YUCIIEHHOCTU NaUMEHTOB, Y4aCTBYOLUX B KITMHUYECKOM MCCregoBaHnn
rnekapCTBEHHOrO npenaparta Ans MeauUMHCKOro npuMeHeHusi, 6e3 TpeboBaHus ynnaTbl rocyaapCTBEHHON
MOLLMHbI, NPeayCMOTPEHHON 3akoHoAaTenbCTBOM Poccunckon ®egepaumm o Hanorax u cbopax.

(vacTb 3.4 B peq. PepepanbHoro gakoHa ot 29.11.2010 N 313-93)

3.5. 3apeructpupoBaHHble B MHOCTPAHHOW BanoTe 00 OHS BCTYNNEHMS B Uiy HacTosiwero ®egepanbHoro
3aKoHa npederbHble OTMYCKHbIE LEHbl WMHOCTPaHHbIX MPOU3BOAUTENEN Ha JieKapCTBEHHbIE Mpenaparhbl,
BKITHOYEHHbIE B [E€pPEYeHb >XU3HEHHO HEeOOXOAMMBIX U BaXHEMWLMX JeKapCTBEHHbIX MpenapaToB, nognexar
nepecyety B pybnm no kypcy LleHTpanbHoro 6GaHka Poccunckon ®degepaumm Ha Aaty, YCTAHOBMEHHYHO
MpasutenbctBoMm Poccuiickon depepaumm, 6e3 npeacraBneHns 3asBneHns O nepecyeTe LeHbl C BHECEHVEM
COOTBETCTBYIOLLUNX U3MEHEHWA B rOCYAapCTBEHHbIA peecTp npefenbHbIX OTMNYCKHbIX LieH Mpou3BoauTenen Ha
nekapCTBEHHbIE MpenapaTbl, BKIMYEHHbIE B NEPEYEHb XU3HEHHO HEOOXOAMMbBIX U BaXKHEWMLLNX FIEKAapCTBEHHbIX
npenaparos.

(vacTb 3.5 BBegeHa depeparnbHbiM 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3apernctpmpoBaHHble 00 AHS BCTYNNeHusa B cuny Hactosuwero deaepanbHOro 3akoHa npefenbHble
OTMYCKHblE LIEHbl POCCUMACKUX MNPOM3BOAMTENEN Ha IEeKapCTBEHHbIE MNpenaparbl, BKIOYEHHbIE B MNepeYeHb
XN3HEHHO HEOOXOAMMBIX U BaXKHEWMLLMX NEKapCTBEHHbIX NpenapaTtoB, noanexar uHaekcauumn ¢ 1 Hos6ps 2010
roga Mcxogs M3 NPOrHO3NPYeMOro YPOBHS MHAMAUUKM, YCTaHOBeHHoro deaepanbHbiM 3aKOHOM OT 2 gekabps
2009 roga N 308-93 "O depepanbHom Grogkete Ha 2010 rog n Ha nnaHosbii nepuog 2011 1 2012 rogos” Ha
2011 rog.

(vacTb 3.6 BBeaeHa depepanbHbiM 3akoHoM OT 11.10.2010 N 271-03)

3.7. Tocne 1 mapta 2011 roga He ponyckarTcs NMPOU3BOACTBO M BBO3 B Poccuiickyto depepauuto
NEeKapCTBEHHbIX NpenapaToB B YNakoBKaxX C MapKUPOBKOW, KOTopas Oblna HaHeceHa A0 OHSA BCTYMNEHMS B CUiy
HacToswero deagepanbHOro 3akoHa. 1o MCTeYeHMM yKaszaHHOro Cpoka [aHHble JeKapCTBEHHble npenapaTbl
MOrYT OTNyCKaTbCH, peanv3oBbiBaTbCs, NepeaBaTbCs U NPUMEHSTLCA 40 UCTEYEHUS UX CpoKa FOAHOCTN.

(B peq. PenepanbHbix 3akoHOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-93)

4. Co pHsa BCTynneHus B cuny Hactosiwero depepanbHoro 3akoHa u no 30 anpens 2011 roga
BKINOYNTENbHO [ONyCKaeTca npoBedeHne JKCNepTusbl JeKapCTBEHHbIX CpeacTB 3KCnepTaMuy 3KCNepTHOro
yupexaeHus 4O MPOXOXAEHUST UMK aTTecTauMm B MOpPSiAKe, YCTAaHOBMEHHOM YMONTHOMOYEHHbIM defepanbHbIM
OpraHoM UCMOMHUTENbHOW BNACTW.

5. Co pHs BCTynneHuss B cuny Hactoswero depepanbHoro 3akoHa u no 31 pekabpa 2013 roga
BKINMIOYNTENIbHO OCYLUECTBIAETCA Mnepexoa K npou3BoACTBY J1eKapCTBEeHHbIX cCpeactB B COOTBETCTBUMM C
npasunaMmy opraHmsaumm Nnpomn3BoACTBa N KOHTPOMS KayecTBa feKkapCTBEHHbIX CPEACTB, YKa3aHHbIMU B YacTu 1
ctatbn 45 Hactosiwero ®enepanbHOro 3akoHa, B MonHoM obbeMe. Cpoku nepexoga MNpoOM3BOACTBA
NeKapCTBEHHbIX CPEACTB K MX MPOU3BOACTBY B COOTBETCTBMU C KOHKPETHbIMU TPebOBaHUSAMM AaHHbIX NpaBuil,
BKIMOYasA CPOKW aTTecTaumm YNONMHOMOYEHHbLIX §WL, YKasaHHbIX B 4actax 6 u 7 cratbn 45 HacTosiero
depepanbHOro 3akoHa, yctaHasnmeatoTcs MNMpaButenbcTBoM Poccunckon ®epepauun.

6. JlueH3un Ha NpoM3BOACTBO NeKapCTBEHHbIX CPeAcCTB, BblAaHHble 00 1 aHBaps 2014 roga, OeNCTBYHOT
nocne 1 aHBaps 2014 roga 4o NCTEYEHUS cpoka UX AEWACTBUSI NPY YCIIOBUN COOTBETCTBUS NULEH3MaTa npaBuiam
opraHMsaummM NpouM3BOACTBA M KOHTPOSISA KavyecCTBa JIEKapCTBEHHbIX CPeACTB, YKka3aHHbIM B Yactu 1 ctatbun 45
HacToswero PenepanbHOro 3akoHa.

7. ®opMupoBaHMe rocydapCTBEHHOro 3adaHWsi Ha NpoBedeHWe IJKCNepTu3bl NEKapCTBEHHbIX CpeacTB
denepanbHOMY rocygapCTBEHHOMY OHOIXXETHOMY YYpEeXAeHWI0 MO MPOBEAEHWMI0 3KCMEepTU3bl feKapCTBEHHbIX
CpeacTB u hmHaHCcoBOe obecrneyeHne BbINOSTHEHUS STOr0 3a4aHns OCYLLECTBNATCA B MOPSAKE, yCTAHOBEHHOM
®enepanbHbiM 3akoHOM OT 12 sHBapsa 1996 roga N 7-9©3 "O HekoMMep4Yeckux opraHusaumsax”.

(4acTb 7 BBegeHa degepanbHbiM 3akoHoM oT 29.11.2010 N 313-93)

www.consultant.ru CrpaHvua 113 n3 114
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=169970&amp;dst=100008
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=169970&amp;dst=100008
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=421004&amp;dst=100211
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=421004&amp;dst=100211
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=436033&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=436033&amp;dst=100012
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=173380&amp;dst=100070
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=173380&amp;dst=100070
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=106486&amp;dst=115770
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=106486&amp;dst=115770
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=173380&amp;dst=100071
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=173380&amp;dst=100071
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=421004&amp;dst=100212
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=421004&amp;dst=100212
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=286532&amp;dst=100850
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=286532&amp;dst=100850
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=434818&amp;dst=231
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=434818&amp;dst=231
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=421004&amp;dst=100214
https://login.consultant.ru/link/?req=doc&amp;base=RZR&amp;n=421004&amp;dst=100214
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 19.12.2022) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [ata coxpaHenus: 20.03.2023

(c u3m. n gon., BCTYN....

MpeangeHT
Poccuiickon denepaunn
O0.MEOBEOEB
Mocksa, Kpemnb
12 anpensa 2010 roga
N 61-03
www.consultant.ru Crpannua 114 13 114

HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

	Глава 1. Общие положения
	Статья 1. Предмет регулирования настоящего Федерального закона
	Часть 1
	Часть 2

	Статья 2. Сфера применения настоящего Федерального закона
	Статья 3. Законодательство об обращении лекарственных средств
	Часть 1
	Часть 1.1
	Часть 2
	Часть 3
	Часть 4
	Часть 4.1
	Часть 5

	Статья 4. Основные понятия, используемые в настоящем Федеральном законе
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 5.1
	Пункт 6
	Пункт 6.1
	Пункт 6.2
	Пункт 7
	Пункт 7.1
	Пункт 7.2
	Пункт 8
	Пункт 9
	Пункт 10
	Пункт 10.1
	Пункт 11
	Пункт 12
	Пункт 12.1
	Пункт 12.2
	Пункт 12.3
	Пункт 12.4
	Пункт 13
	Пункт 14
	Пункт 15
	Пункт 16
	Пункт 17
	Пункт 17.1
	Пункт 18
	Пункт 19
	Пункт 19.1
	Пункт 19.2
	Пункт 20
	Пункт 21
	Пункт 21.1
	Пункт 22
	Пункт 23
	Пункт 24
	Пункт 25
	Пункт 26
	Пункт 26.1
	Пункт 27
	Пункт 28
	Пункт 29
	Пункт 30
	Пункт 31
	Пункт 31.1
	Пункт 32
	Пункт 33
	Пункт 34
	Пункт 35
	Пункт 36
	Пункт 37
	Пункт 38
	Пункт 39
	Пункт 40
	Пункт 41
	Пункт 42
	Пункт 43
	Пункт 44
	Пункт 45
	Пункт 46
	Пункт 47
	Пункт 48
	Пункт 49
	Пункт 50
	Пункт 50.1
	Пункт 51
	Пункт 52
	Пункт 52.1
	Пункт 52.2
	Пункт 53
	Пункт 54
	Пункт 55
	Пункт 56


	Глава 2. Полномочия федеральных органов исполнительной власти, органов исполнительной власти субъектов Российской Федерации при обращении лекарственных средств
	Статья 5. Полномочия федеральных органов исполнительной власти при обращении лекарственных средств
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 5.1
	Пункт 6
	Пункт 7
	Пункт 8.1
	Пункт 8.2
	Пункт 9
	Пункт 9.1
	Пункт 10
	Пункт 10.1
	Пункт 10.2
	Пункт 11
	Пункт 12
	Пункт 13. Утратил силу
	Пункт 14
	Пункт 15
	Пункт 16
	Пункт 17
	Пункт 18
	Пункт 19
	Пункт 20
	Пункт 21
	Пункт 22. Утратил силу
	Пункт 23
	Пункт 24
	Пункт 25

	Статья 5.1. Передача осуществления полномочий федеральных органов исполнительной власти при обращении лекарственных средств органам исполнительной власти субъектов Российской Федерации
	Статья 6. Полномочия органов исполнительной власти субъекта Российской Федерации при обращении лекарственных средств
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4


	Глава 3. Государственная фармакопея
	Статья 7. Разработка и издание государственной фармакопеи, размещение данных о ней
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5


	Глава 4. Лицензирование производства лекарственных средств и фармацевтической деятельности, государственный контроль (надзор) в сфере обращения лекарственных средств
	Статья 8. Лицензирование производства лекарственных средств и фармацевтической деятельности
	Часть 1
	Часть 2
	Часть 3
	Часть 4

	Статья 8.1. Особенности лицензирования производства лекарственных средств (фармацевтической субстанции спирта этилового (этанола)
	Часть 1
	Часть 2

	Статья 9. Государственный контроль (надзор) в сфере обращения лекарственных средств
	Часть 1
	Часть 2
	Пункт 1
	Подпункт а
	Подпункт б
	Подпункт в

	Пункт 2
	Пункт 3
	Пункт 4

	Часть 3
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6

	Часть 4
	Часть 5
	Часть 6
	Часть 7
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 8

	Статья 9.1. Программа проверок
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6
	Пункт 1
	Пункт 2
	Подпункт а
	Подпункт б
	Подпункт в



	Статья 9.2. Государственный контроль (надзор) за реализацией органами исполнительной власти субъектов Российской Федерации полномочий в сфере обращения лекарственных средств для медицинского применения
	Часть 1
	Часть 2
	Часть 3
	Пункт 1
	Пункт 2

	Часть 4
	Часть 5

	Статья 9.3. Региональный государственный контроль (надзор) за применением цен на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Часть 1
	Часть 2
	Часть 3
	Часть 4

	Статья 9.4. Федеральный государственный лицензионный контроль деятельности по производству лекарственных средств
	Часть 1
	Часть 2


	Глава 5. Разработка, доклинические исследования лекарственных средств, а также клинические исследования лекарственных препаратов для ветеринарного применения
	Статья 10. Разработка лекарственных средств
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 3

	Статья 11. Доклиническое исследование лекарственного средства для медицинского применения
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6

	Статья 12. Доклиническое исследование лекарственного средства и клиническое исследование лекарственного препарата для ветеринарного применения
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 6
	Часть 7
	Часть 8


	Глава 6. Осуществление государственной регистрации лекарственных препаратов
	Статья 13. Государственная регистрация лекарственных препаратов
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 3
	Часть 4
	Часть 5
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7

	Часть 6
	Пункт 1
	Пункт 2

	Часть 7
	Часть 8

	Статья 14. Принципы экспертизы лекарственных средств
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 3

	Статья 15. Федеральное государственное бюджетное учреждение по проведению экспертизы лекарственных средств
	Статья 16. Организация проведения экспертизы лекарственных средств
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 4.1
	Часть 4.2
	Часть 4.3
	Часть 5
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 6
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 7
	Часть 8
	Часть 9
	Часть 10
	Часть 11
	Часть 12

	Статья 17. Подача и рассмотрение заявления о государственной регистрации лекарственного препарата для ветеринарного применения
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7
	Подпункт а
	Подпункт б

	Пункт 8

	Часть 3
	Пункт 1
	Пункт 2
	Пункт 2.1
	Пункт 2.2
	Пункт 3
	Пункт 4
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г
	Подпункт д
	Подпункт е
	Подпункт ж
	Подпункт з
	Подпункт и
	Подпункт к
	Подпункт л

	Пункт 5
	Пункт 6
	Пункт 7
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г
	Подпункт д
	Подпункт е
	Подпункт ж
	Подпункт з
	Подпункт и
	Подпункт к
	Подпункт л
	Подпункт м
	Подпункт н
	Подпункт о
	Подпункт п
	Подпункт р
	Подпункт с
	Подпункт т
	Подпункт у
	Подпункт ф
	Подпункт х
	Подпункт ц
	Подпункт ч
	Подпункт ш

	Пункт 8
	Пункт 9
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г
	Подпункт д
	Подпункт е
	Подпункт ж
	Подпункт з
	Подпункт и
	Подпункт к
	Подпункт л
	Подпункт м
	Подпункт н
	Подпункт о
	Подпункт п. Утратил силу
	Подпункт р
	Подпункт с
	Подпункт т
	Подпункт у
	Подпункт ф
	Подпункт х
	Подпункт ц

	Пункт 10
	Пункт 11
	Пункт 12
	Пункт 13

	Часть 4
	Часть 5
	Часть 6
	Часть 7
	Часть 8

	Статья 18. Подача и рассмотрение заявления о государственной регистрации лекарственного препарата для медицинского применения
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7
	Пункт 8
	Пункт 9
	Пункт 10
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г

	Пункт 11
	Пункт 12
	Пункт 13

	Часть 3
	Часть 4
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г
	Подпункт д
	Подпункт е
	Подпункт ж
	Подпункт з
	Подпункт и
	Подпункт к
	Подпункт л
	Подпункт м
	Подпункт н
	Подпункт о
	Подпункт п
	Подпункт р
	Подпункт с
	Подпункт т
	Подпункт у
	Подпункт ф
	Подпункт х
	Подпункт ц
	Подпункт ч
	Подпункт ш
	Подпункт щ

	Пункт 6
	Пункт 7
	Пункт 8
	Пункт 9
	Пункт 10
	Пункт 11
	Пункт 12
	Пункт 13

	Часть 5
	Пункт 1
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г
	Подпункт д
	Подпункт е
	Подпункт ж
	Подпункт з
	Подпункт и
	Подпункт к
	Подпункт л
	Подпункт м
	Подпункт н
	Подпункт о
	Подпункт п
	Подпункт р

	Пункт 1.1
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г

	Пункт 2
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г
	Подпункт д
	Подпункт е
	Подпункт ж
	Подпункт з
	Подпункт и
	Подпункт к
	Подпункт л
	Подпункт м
	Подпункт н
	Подпункт о
	Подпункт п
	Подпункт р
	Подпункт с
	Подпункт т
	Подпункт у
	Подпункт ф
	Подпункт х
	Подпункт ц


	Часть 6
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 7
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5

	Часть 8
	Часть 9
	Часть 10
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7

	Часть 11
	Часть 12
	Часть 13
	Часть 14
	Часть 15
	Пункт 1
	Пункт 2
	Подпункт а
	Подпункт б
	Подпункт в


	Часть 16
	Часть 17
	Часть 18
	Часть 19
	Часть 20
	Часть 21
	Часть 22

	Статья 19. Принятие решения о выдаче экспертному учреждению задания на проведение экспертизы лекарственного средства
	Часть 1
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6

	Статья 20. Экспертиза документов, представленных для определения возможности рассматривать лекарственный препарат для медицинского применения при осуществлении государственной регистрации в качестве орфанного лекарственного препарата
	Часть 1
	Часть 2

	Статья 21. Решение о возможности рассматривать лекарственный препарат при осуществлении государственной регистрации в качестве орфанного лекарственного препарата
	Часть 1
	Часть 2
	Часть 3

	Статья 22. Утратила силу
	Статья 23. Экспертиза качества лекарственного средства и экспертиза отношения ожидаемой пользы к возможному риску применения лекарственного препарата для медицинского применения
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5

	Статья 24. Экспертиза качества лекарственного средства и экспертиза отношения ожидаемой пользы к возможному риску применения лекарственного препарата для ветеринарного применения
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5

	Статья 25. Повторное проведение экспертизы лекарственных средств
	Часть 1
	Часть 2
	Часть 3

	Статья 26. Ускоренная процедура экспертизы лекарственных средств
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5

	Часть 3
	Часть 3.1
	Часть 4

	Статья 27. Решение о государственной регистрации лекарственного препарата
	Часть 1
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 2
	Часть 3
	Часть 4
	Часть 5

	Статья 27.1. Взаимозаменяемость лекарственных препаратов для медицинского применения
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5

	Часть 3
	Часть 4
	Часть 5
	Часть 6
	Часть 7
	Часть 8
	Часть 9

	Статья 28. Регистрационное удостоверение лекарственного препарата
	Часть 1
	Часть 2
	Часть 3
	Часть 4

	Статья 29. Подтверждение государственной регистрации лекарственного препарата
	Часть 1
	Часть 2
	Часть 2.1
	Часть 3
	Часть 4
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 4.1
	Часть 4.2
	Часть 4.3
	Часть 5
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 6
	Часть 7
	Часть 8
	Часть 9
	Часть 10
	Часть 11
	Часть 12
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 13
	Часть 14
	Часть 15

	Статья 30. Внесение изменений в документы, содержащиеся в регистрационном досье на зарегистрированный лекарственный препарат для медицинского применения
	Часть 1
	Часть 1.1
	Часть 1.2
	Часть 1.3
	Часть 1.4
	Часть 1.5
	Часть 2
	Пункт 1
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г
	Подпункт д
	Подпункт е
	Подпункт ж
	Подпункт з
	Подпункт и
	Подпункт к
	Подпункт л
	Подпункт м
	Подпункт н
	Подпункт о
	Подпункт п
	Подпункт р

	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6

	Часть 3
	Часть 4
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 4.1
	Часть 4.2
	Часть 5
	Часть 6
	Часть 7
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 8
	Часть 9
	Часть 10

	Статья 31. Внесение изменений в документы, содержащиеся в регистрационном досье на зарегистрированный лекарственный препарат для ветеринарного применения
	Часть 1
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 1.1
	Часть 1.2
	Часть 2
	Часть 3
	Часть 4
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 4.1
	Часть 4.2
	Часть 5
	Часть 6
	Часть 6.1
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 6.2
	Часть 7
	Часть 7.1
	Часть 8

	Статья 32. Отмена государственной регистрации лекарственного препарата
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7
	Пункт 8
	Пункт 9
	Пункт 10

	Статья 33. Государственный реестр лекарственных средств
	Часть 1
	Пункт 1
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г
	Подпункт д
	Подпункт е
	Подпункт ж
	Подпункт з
	Подпункт и
	Подпункт к
	Подпункт л
	Подпункт м
	Подпункт н
	Подпункт о
	Подпункт п
	Подпункт р
	Подпункт с
	Подпункт т
	Подпункт у
	Подпункт ф. Утратил силу
	Подпункт х

	Пункт 2
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г
	Подпункт д
	Подпункт е


	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7

	Часть 3

	Статья 34. Включение в государственный реестр лекарственных средств и исключение из государственного реестра лекарственных средств фармацевтической субстанции, произведенной для реализации
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г
	Подпункт д
	Подпункт е
	Подпункт ж
	Подпункт з
	Подпункт и
	Подпункт к
	Подпункт л
	Подпункт м
	Подпункт н
	Подпункт о
	Подпункт п
	Подпункт р

	Пункт 4

	Часть 3
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 3.1
	Часть 4
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 4.1
	Часть 4.2
	Часть 5
	Часть 6
	Часть 7
	Часть 8
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 9
	Часть 10
	Часть 11
	Часть 12
	Часть 13
	Пункт 1
	Пункт 2
	Пункт 3


	Статья 35. Утратила силу
	Статья 36. Обжалование решения об отказе в выдаче разрешения на проведение клинического исследования лекарственного препарата, решения об отказе в государственной регистрации лекарственного препарата, заключения комиссии экспертов экспертного учреждения или заключения совета по этике
	Статья 37. Информация, связанная с осуществлением государственной регистрации лекарственных препаратов, информация о зарегистрированных лекарственных препаратах и лекарственных препаратах, исключенных из государственного реестра лекарственных средств
	Часть 1
	Часть 2


	Глава 7. Клинические исследования лекарственных препаратов для медицинского применения, договор об их проведении, права пациентов, участвующих в этих исследованиях
	Статья 38. Клинические исследования лекарственных препаратов для медицинского применения
	Часть 1
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 2
	Часть 3
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 4
	Часть 5. Утратила силу
	Часть 6
	Часть 7
	Часть 8

	Статья 39. Решение о проведении клинического исследования лекарственного препарата для медицинского применения
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7
	Пункт 8
	Пункт 9
	Пункт 10
	Пункт 11
	Пункт 12

	Часть 2.1
	Часть 3
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 4
	Часть 5
	Часть 6
	Часть 7
	Пункт 1
	Пункт 2
	Пункт 3

	Часть 8
	Часть 9

	Статья 39.1. Этическая экспертиза
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6

	Статья 40. Проведение клинического исследования лекарственного препарата для медицинского применения
	Часть 1
	Часть 2
	Часть 3
	Часть 3.1
	Часть 4
	Часть 4.1
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7

	Часть 5
	Часть 6
	Часть 7
	Часть 8
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 8.1
	Часть 9
	Часть 10
	Часть 11
	Часть 12
	Часть 13
	Часть 14

	Статья 41. Договор о проведении клинического исследования лекарственного препарата для медицинского применения
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3


	Статья 42. Финансовое обеспечение клинического исследования лекарственного препарата для медицинского применения
	Пункт 1
	Пункт 2
	Пункт 3

	Статья 43. Права пациентов, участвующих в клиническом исследовании лекарственного препарата для медицинского применения
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7

	Часть 3
	Часть 4
	Часть 5
	Часть 6
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5

	Часть 7

	Статья 44. Обязательное страхование жизни, здоровья пациента, участвующего в клиническом исследовании лекарственного препарата для медицинского применения
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Пункт 1
	Пункт 2
	Подпункт а
	Подпункт б
	Подпункт в
	Подпункт г


	Часть 6. Утратила силу
	Часть 7
	Часть 8
	Часть 9
	Часть 10
	Часть 11
	Часть 12
	Часть 13
	Часть 14
	Часть 15


	Глава 8. Производство и маркировка лекарственных средств
	Статья 45. Производство лекарственных средств
	Часть 1
	Часть 2
	Часть 2.1
	Часть 3
	Часть 4
	Часть 4.1
	Часть 4.2
	Часть 4.3
	Часть 4.4
	Часть 5
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5. Утратил силу
	Пункт 6
	Пункт 7

	Часть 6
	Часть 7
	Часть 8
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6

	Часть 9
	Часть 10
	Часть 11

	Статья 46. Маркировка лекарственных средств
	Часть 1
	Пункт 1
	Пункт 2

	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6
	Часть 7
	Часть 8
	Часть 9
	Часть 10
	Часть 11
	Часть 12


	Глава 9. Ввоз лекарственных средств в Российскую Федерацию и вывоз лекарственных средств из Российской Федерации
	Статья 47. Порядок ввоза лекарственных средств в Российскую Федерацию и вывоза лекарственных средств из Российской Федерации
	Часть 1
	Часть 2
	Часть 3
	Часть 3.1
	Часть 3.2
	Часть 4
	Часть 5
	Часть 6
	Часть 7
	Часть 8
	Часть 9

	Статья 48. Юридические лица, которым разрешен ввоз лекарственных средств в Российскую Федерацию
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6

	Статья 49. Документы, представляемые в таможенные органы Российской Федерации при ввозе лекарственных средств в Российскую Федерацию
	Часть 1
	Пункт 1
	Пункт 2

	Часть 2

	Статья 50. Ввоз лекарственных препаратов в Российскую Федерацию для личного использования и иных некоммерческих целей, а также для использования на территории международного медицинского кластера
	Часть 1
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6

	Часть 2
	Часть 3

	Статья 51. Сотрудничество федерального органа исполнительной власти, уполномоченного в области таможенного дела, и других уполномоченных федеральных органов исполнительной власти
	Часть 1
	Часть 2


	Глава 10. Фармацевтическая деятельность
	Статья 52. Осуществление фармацевтической деятельности
	Часть 1
	Часть 2

	Статья 52.1. Ввод в гражданский оборот лекарственных препаратов для медицинского применения
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6
	Часть 7
	Часть 8
	Часть 9
	Часть 10

	Статья 53. Продажа, передача лекарственных средств организациями оптовой торговли лекарственными средствами
	Часть 1
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7

	Часть 2

	Статья 54. Правила оптовой торговли лекарственными средствами
	Часть 1
	Часть 2

	Статья 55. Порядок розничной торговли лекарственными препаратами
	Часть 1
	Часть 1.1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6
	Часть 7
	Часть 8
	Часть 9. Утратила силу

	Статья 55.1. Порядок осуществления розничной торговли лекарственными препаратами для медицинского применения, отпускаемыми по рецепту на лекарственный препарат, дистанционным способом
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Пункт 1
	Пункт 2

	Часть 6
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 7
	Часть 8
	Часть 9
	Часть 10
	Часть 11
	Часть 12

	Статья 56. Изготовление и отпуск лекарственных препаратов
	Часть 1
	Часть 2
	Часть 3
	Часть 4

	Статья 57. Запрещение продажи фальсифицированных лекарственных средств, недоброкачественных лекарственных средств, контрафактных лекарственных средств
	Статья 58. Хранение лекарственных средств
	Часть 1
	Часть 2
	Часть 3

	Статья 58.1. Предметно-количественный учет лекарственных средств для медицинского применения
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5


	Глава 11. Уничтожение лекарственных средств
	Статья 59. Основания и порядок уничтожения лекарственных средств
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6
	Часть 7


	Глава 12. Государственное регулирование цен на лекарственные препараты для медицинского применения
	Статья 60. Государственное регулирование цен на лекарственные препараты для медицинского применения
	Часть 1
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 7
	Пункт 8
	Пункт 9
	Пункт 10

	Часть 2
	Часть 3

	Статья 61. Государственная регистрация и перерегистрация предельных отпускных цен производителей на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 5
	Часть 6
	Часть 7
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 8
	Часть 9

	Статья 62. Государственный реестр предельных отпускных цен производителей на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Часть 1
	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6
	Пункт 6.1
	Пункт 7
	Пункт 8

	Часть 3

	Статья 63. Установление органами исполнительной власти субъектов Российской Федерации предельных размеров оптовых надбавок и предельных размеров розничных надбавок к фактическим отпускным ценам, установленным производителями лекарственных препаратов, на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Часть 1
	Часть 2
	Часть 3
	Часть 4. Утратила силу


	Глава 13. Мониторинг эффективности и безопасности лекарственных препаратов, находящихся в обращении в Российской Федерации
	Статья 64. Фармаконадзор
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6
	Часть 7

	Статья 65. Приостановление применения лекарственного препарата
	Часть 1
	Часть 2
	Часть 3
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4

	Часть 4
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4


	Статья 66. Информация о результатах фармаконадзора
	Пункт 1
	Пункт 2


	Глава 14. Информация о лекарственных препаратах. Система мониторинга движения лекарственных препаратов для медицинского применения
	Статья 67. Информация о лекарственных препаратах. Система мониторинга движения лекарственных препаратов для медицинского применения
	Часть 1
	Часть 2
	Часть 3
	Часть 4
	Часть 5
	Часть 6
	Часть 7
	Часть 7.1
	Часть 8
	Часть 9
	Часть 10
	Часть 11
	Часть 12


	Глава 14.1. Ограничения, налагаемые на организации, осуществляющие деятельность по обращению лекарственных средств
	Статья 67.1. Ограничения, налагаемые при осуществлении деятельности в сфере обращения лекарственных средств
	Часть 1
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6

	Часть 2
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4


	Статья 67.2. Требования к организации и проведению научных мероприятий, иных мероприятий, направленных на повышение профессионального уровня медицинских работников или на предоставление информации, связанной с осуществлением мониторинга безопасности лекарственных препаратов
	Часть 1
	Пункт 1
	Пункт 2

	Часть 2
	Часть 3


	Глава 15. Ответственность за нарушение законодательства Российской Федерации при обращении лекарственных средств и возмещение вреда, причиненного здоровью граждан вследствие применения лекарственных препаратов
	Статья 68. Ответственность за нарушение законодательства Российской Федерации при обращении лекарственных средств
	Часть 1
	Часть 2

	Статья 69. Возмещение вреда, причиненного здоровью граждан вследствие применения лекарственных препаратов
	Часть 1
	Пункт 1
	Пункт 2

	Часть 2
	Часть 3


	Глава 16. Заключительные положения
	Статья 70. О признании утратившими силу отдельных законодательных актов (положений законодательных актов) Российской Федерации
	Пункт 1
	Пункт 2
	Пункт 3
	Пункт 4
	Пункт 5
	Пункт 6

	Статья 71. Вступление в силу настоящего Федерального закона
	Часть 1
	Часть 2
	Часть 3
	Часть 3.1
	Часть 3.2
	Часть 3.3
	Часть 3.4
	Часть 3.5
	Часть 3.6
	Часть 3.7
	Часть 4
	Часть 5
	Часть 6
	Часть 7



