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Cn1COK U3MEHSIOLWMX JOKYMEHTOB
(B pea. PegepanbHbix 3aKkoHOB 0T 27.07.2010 N 192-93,

071 11.10.2010 N 271-$3, 07 29.11.2010 N 313-$3, 01 06.12.2011 N 409-93,
0T 25.06.2012 N 93-d3, o1 25.12.2012 N 262-$3, 01 02.07.2013 N 185-93,
0T 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, 07 22.10.2014 N 313-93,

0T 22.12.2014 N 429-®3 (pea. 13.07.2015), ot 08.03.2015 N 34-03,
0T 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, o1 13.07.2015 N 241-93,
0T 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-03,
01 02.06.2016 N 163-®3, o1 03.07.2016 N 261-$3, o1 03.07.2016 N 305-D3,
oT1 03.07.2016 N 350-®3, o1 29.07.2017 N 242-®3, o1 29.07.2017 N 278-93,

0T 28.12.2017 N 425-®3 (pea. 27.12.2019), ot 04.06.2018 N 140-d3,
07 28.11.2018 N 449-®3, 01 27.12.2018 N 511-®3, o7 06.06.2019 N 134-03,
0T 26.07.2019 N 240-93, ot 02.08.2019 N 297-®3, 07 27.12.2019 N 462-03,
0T 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, 07 27.12.2019 N 481-93,

0T 26.03.2020 N 67-®3, o1 01.04.2020 N 98-d3, o1 03.04.2020 N 105-93,

o1 13.07.2020 N 206-$3, o1 08.12.2020 N 429-®3, 01 22.12.2020 N 444-03)

Fnasa 1. OBLLUUE NOJTOXKEHUA
Cratba 1. Mpeamer perynnposaHua Hactoswwero ®eaepanbHOro 3aKoHa

1. Hactoawmit ®depepanbHblili 33aKOH PeryavpyeT OTHOLIEHUS, BO3HMKaloWMe B CBA3U C
obpalieHremM - pa3paboTKON, LOKAMHUYECKUMMU UCCNEAOBAHUAMM, KAUHUYECKMMU UCCNeL0BaHUAMM,
3KCMEePTM30M, TOCYAAPCTBEHHON perncTpauuen, co CTaHZaApTM3auMen M C KOHTPOJEM KayecTsa,
NPOM3BOACTBOM, W3rOTOB/JEHUEM, XPaHEeHVWeM, MepeBO3KOW, BBO3OM B Poccuiickyto ®degepaumio,
BbIBO30M M3 Poccuiickoit ®egepaunun, peknamoi, oTNyCKOM, peannsaumen, nepegaden, NPUMeHeHNeMm,
YHUUTOMKEHMEM NIeKaPCTBEHHbIX CPeACTB.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

2. Hactoawmin depepanbHblit  3aKOH  yCTaHaBAMBaeT  MPUOPUTET  FOCYAapPCTBEHHOro
perynmposaHna 6e30nacHOCTM, KayectBa W 3PQPEKTUBHOCTM NEKAPCTBEHHbIX CPeAcTB Npu  UX
obpalleHuu.

(B pen,. PegepanbHOro 3akoHa ot 25.06.2012 N 93-03)
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Cratba 2. Cdpepa npumeHeHUa HacToAwero PeaepanbHOro 3akoHa

Hactoawuit ®deaepanbHbiii 3aKOH NPUMEHSETCA K OTHOLIEHMAM, BO3SHUKAIOWMM Npu obpalleHnm
NeKapcTBEHHbIX CPeacTB Ha TeppuTopumn Poccuiickont Peaepaumn.

CtaTtbAa 3. 3aKOHO4aTeNbCTBO 06 06paLLLEHUM NIeKapCTBEHHbIX CPeacTB

1. 3akoHogaTenbctBO 06 06palleHUM NeKapcTBEHHbIX CPeacTB COCTOUT W3 HaCTOALLEro
depnepanbHOro 3akoHa, Apyrux desepanbHbiX 3aKOHOB W UHbIX HOPMATUBHbIX MPABOBbIX aKTOB
Poccuiickoin Peagepaunn.

1.1. 3aKkoHoaaTeNnbCTBO 06 0bpaLLeHMN NeKapCTBEHHbIX CPeACTB B OTHOLIEHUM HOPUANYECKUX UL
W WHOMBUAYaANbHbIX MpeanpuHUMATENei, OCYLLeCTBAAIOWMX AEATENbHOCTb HA  TeppuTopun
MEXKAYHAPOAHOrO MEAMUMHCKOrO KnacTepa, NPUMEHSETCA C Y4eTOM OCOBEHHOCTENM, YCTaHOBEHHbIX
depepanbHbiM 3akoHOM "O MeXayHapoAHOM MeAMUMHCKOM KaacTepe W BHECEHUU U3MEHEHWUA B
oTAeNbHble 3aKOHOZaTe/IbHble akTbl Poccuiickoit ®epepaummn”.
(yacTb 1.1 BBeaeHa deaepanbHbiM 3akoHOM OT 29.06.2015 N 160-93)

2. [elictBMe Hactoawero deaepanbHOro 3akKoHa pacnpocTpaHseTcs Ha obpaleHue
HapPKOTUYECKMX NIEKAPCTBEHHbIX CPEACTB WM MNCUXOTPOMHbLIX JIEKAPCTBEHHbIX CPeacTB C  Y4YeToM
0cobeHHOCTeN, YCTAaHOBNEHHbIX 3aKoHoZATeNbCTBOM Poccuiickoit dPegepauunm O  HapKOTUYECKMX
CPeAaCcTBax, MCUXOTPOMHbIX BELLECTBAX M 06 UX NPEKYPCOpax.

3. JelictBne Hactosuwero ®deaepanbHOro 3akoHa pacnpocTpaHseTca Ha  obpauweHue
pagModapMaLleBTUYECKUX JIEKAPCTBEHHbIX CPeAcTB C  Y4eTOM OCODEeHHOCTelM, YCTaHOBEHHbIX
3aKoHoaaTeibcTBoM Poccuiickoit Peaepaunm B 061acTn obecneyeHma pagmaumMoHHoN 6e3onacHoCTU.

4. Ecnn mexayHapoaHbim gorosopom Poccuiickoit Pegepaumnn ycTaHOBAEHbI UHbIE MPaBUa, YEM
Te, KOTOpble MpedycMOTpeHbl HacToAwmMm ®PegepanbHbIM  3aKOHOM, MPUMEHAIOTCA MpasBua
MeXAYyHapoaAHOro A0rosopa.

4.1. PeleHNss MEKrocyfapCTBEHHbIX OPraHoB, MPUHATbIE Ha OCHOBaHUM MOJIOXKEHUN
MeXAyHapoaHbIX AoroBopoB Poccuiickoli degepauum B WUX  WUCTONKOBAHWUWM, NPOTMBOPEYALLEM
KoHctutyumnm Poccuiickoit Pepepaunmn, He nognexat ncnonHeHmto B Poccuiickoit Pepepaumn. Takoe
NPOTMBOpPEUYME MOKET BbITb YCTAaHOB/IEHO B NOPAAKE, onpeaeneHHOM dpeaepanbHbiM KOHCTUTYLMOHHbIM
3aKOHOM.

(yacTtb 4.1 BBegeHa depepanbHbim 3akoHOM oT 08.12.2020 N 429-03)

5. B Poccuiickon depepauum B COOTBETCTBUM C MEXAYHAPOAHbIMW goroBopamun Poccuinckoit
depepauym ¥ (MIM) Ha OCHOBE NPWMHLMMA B3AMMHOCTM MPU3HAKOTCA PEe3y/bTaTbl KAUHUYECKMX
UCCNe0BaHUN JIEKAapPCTBEHHbIX NpenapaToB ANA MeAMLMHCKOTO NPUMEHEHUA, NpoBeAeHHbIX 3a
npegenamu Tepputopumn Poccuiickoii ®epepaumu.

CratbA 4. OCHOBHbIE NOHATUA, UCNO/Ib3yeMble B HacTosAwem PeaepasbHOM 3aKOHe

Ana u,enef/i HacToAlWero d>e/:|,epaanoro 3aKOHa NCNO/1b3ylOTCA cnegyroume oCHOBHblIe MOHATUA:

1) NNeKapCTBEHHbIE CpeactBa - BewectBa WM UX KOM6MHaLI,VIM, BCTynawuwmne B KOHTAKT C
OpraHNM3ImMom 4esnoBekKa Uan XMBOTHOMO, NMPOHUKaKWMe B OpPraHbl, TKAHN OPraHM3ma 4YenoBeKa WU
XMUBOTHOIO, nNpumeHaemble AONA I'IpOd)MﬂaKTVIKVI, ANArHOCTUKU (3a NUCKNOYeHNnemM BewectB Uan ux
KOM6MHaLI,M[;I, HEé KOHTaKTUPYHOLWNX C OPraHM3IMOM 4enoBeKa UIN )KMBOTHOFO), neyeHuna 3abonesaHus,
pea6mnMTau,|/|M, AnAa CoOXpaHeHUA, npenoTepalleHna nam npepbiBaHUA 6EDEN\EHHOCTM N NONy4eHHbIE U3
KpoBH, nnasambl KpoBU, U3 OpPraHoOB, TKaHeWn OpraHM3ma 4YenoBeka Wan XKUBOTHOTO, paCTEHMﬁ,
MWUHEPAIOB MeTo4aMUN CUHTE3a U C NMPUMEHEHUEM 6uonormyecknx TexHonormn. K NEKapPCTBEHHbIM
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cpeancrBam OTHOCATCA d)apMaLI,EBTVI‘-IECI-(Me CY6CTaHLI,VIM M NeKapCTBEHHbIE NpenapaTbl,

2) dapmaueBTMYecKaa cybcTaHUMA - NeKapcTBeHHoe CPeACcTBO B BUAE OAHOMO UM HECKO/bKUX
obnagatolmx GpapMaKkoNormiecko akTUBHOCTbIO AEACTBYIOLLMX BELLLECTB BHE 3aBUCMMOCTU OT NPUPOAbI
NPOUCXOXAEHNA, KOTOopoe npeAHasHayeHo AN8 MPOM3BOACTBA, W3rOTOB/IEHUA /IeKapCTBEHHbIX
npenapaTtos K onpeaenaeT Ux 3GpPeKTUBHOCTD;

(n. 2 B pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) BcnomoraTesibHble  BelLeCTBA - BelecTBa HEOPraHWYecKoro WM OpraHUYecKoro
NPOUCXOXAEHMA, WUCNONb3yeMble B MpPOLLecce MNPOM3BOACTBA, W3FOTOBAEHMA  NEKAPCTBEHHbIX
npenapaTos 414 NPUAAHNA UM HEOBXOANMBIX PU3NKO-XUMUYECKUX CBOMCTB;

4) nekapcTBeHHble MpenapaTtbl - JIEKAPCTBEHHbIE CPeACTBA B BWUAE J1IeKAPCTBEHHbIX ¢opm,
npMmeHsiemble Ansa NPoOUNAKTUKK, AMArHOCTUKKM, JfedeHus 3aboneBaHusa, peabunvtaumm, ans
COXpaHeHwusn, NPeaoTBPALLEHUA UM NpepbiBaHMA BepemeHHOCTY;

5) nekapctBeHHasa $oOpMa - COCTOSHME NIEKAPCTBEHHOrO Npenaparta, COOTBETCTBYoLWee cnocobam
€ro BBeAEHMA N NPUMEHeHUA 1 obecneynBatoee 4OCTUKEHNE HEOBXOANMOTO fedyebHOro appeKTa;

5.1) [o03MpoBKa - CcoOAep’kaHWMe OJHOTO MAM  HECKO/NbKUMX [OEWCTBYIOWMX BeWecTs B
KO/IMYECTBEHHOM BbIPa)KEHUU Ha eguHULY [03bl, AU eauHULy obbema, WAM eAWMHULY Macchl B
COOTBETCTBUM C /IEKAPCTBEHHOM PpopMOI B0 AN HEKOTOPbIX BUAOB 1EKAPCTBEHHbIX GPOPM KONYECTBO
BbICBOOOKAAaEMOTO U3 JIeKapCTBEHHOM GOpPMbI AEMACTBYIOLLErO BELLECTBA 33 €ANHULY BPEMEHU;

(n. 5.1 BBeaeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

6) nepeyeHb KM3HEHHO HeobXoAUMbIX W BaKHEMLWWUX NEeKapCTBEHHbIX npenapatoB -
yTBeprKaaemblii MpaButenbctBom Poccuiickon deaepaumm nepeyvyeHb NEKApCTBEHHbIX NpenapaTtoB A
MeAULMHCKOrO NpuUMeHeHusi, obecneuymBalowmx MPUOPUTETHbIE NOTPEOHOCTU 34pPaBOOXPaHEHUs B
uenax npodUNakTMKM U nedyeHua 3aboneBaHMi, B TOM u4ucne npeobnagalownx B CTPYKType
3abonesaemoctu B Poccuiickot Pepepaunu;

(8 pea. PepgepanbHoro 3akoHa ot 13.07.2020 N 206-93)

6.1) opdaHHble NeKapCTBEHHble NpenapaTbl - JIeKapCTBEHHblE MNpenapaTtbl, NpegHasHayeHHble
WCK/IOYMTENIbHO AN AMarHOCTMKM MW MaTOreHeTUYECKOro NeYeHUs (nedyeHus, HanpasieHHOro Ha
MexXaHW3M pa3BuTMA 3aboneBaHus) peaknx (opdaHHbIX) 3aboneBaHui;

(n. 6.1 BBeaeH ®eanepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

6.2) 6uosorMyeckme JEeKapCTBEHHblE NpenapaTbl - JIEKAPCTBEHHbIE NpenapaTbl, AeilcTeyolee
BELLECTBO KOTOPbIX NMPOU3BEAEHO MW BblAeNEeHO U3 BUONOrMYEecKOro UCTOYHMKA U AN onpeaeneHuns
CBOWMCTB M KayecTBa KOTOPbIX HeobxoAMmMa KOMOMHauMA OMONOrMYEcKUX U PUIUKO-XMMUYECKUX
meTogoB. K OMONOrMYECKMM NEeKapCTBEHHbIM Mpenapatam OTHOCATCS WMMMyHOBMonornyeckune
JIeKapCTBEHHbIE MpenapaThbl, JIEKAPCTBEHHbIE MNPenapaTtbl, MONYYEeHHble M3 KPOBM, NNA3Mbl KpPOBWU
YeN0BEKA M KMBOTHbIX (33 MCKAOYEHMEM UENbHOW KPoBW), BMOTEXHONOTMMYECKME JIEKAPCTBEHHbIE
npenaparbl, reHoTepaneBTUYECKME IEKAPCTBEHHbIE NPenaparThbl;

(n. 6.2 BBegeH deanepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

7)  VMMMyHOBMONOrMYECKME JfIeKapCTBEHHble npenapaTtbl - JIEKapCTBEHHblE Mpenapartbl,
npegHasHaveHHble Ana GOPMUPOBAHUA aKTUBHOIO MM MACCMBHOTO MMMYHMUTETA B0 AMArHOCTUKK
HaMUMA  UMMYHWUTETa  WAM  AMArHOCTUMKM  cneumduyeckoro  npuobpeTeHHOro  M3MeHeHus
MMMYHONIOTMYECKOTO  OTBETa Ha  ajajeprusvpyrolime Belectsa. K MMMYHOBMONOTMYECKUM
NIeKapCcTBEHHbIM  MNpenapatam  OTHOCATCA  BaKUMHbI,  aHATOKCWMHbI,  TOKCMHbI,  CbIBOPOTKM,
MMMYHOTN06YNUHbBI U aN/IepreHsi;

(n. 7 B pea. epepanbHoro 3akoHa ot 22.12.2014 N 429-03)

7.1) b6uoTexHONOrnYecKme NEKApPCTBEHHbIE NpenapaTtbl - JIeKapCTBEHHbIE Mpenaparthl,
npon3BoACTBO KOTOPbIX OCyLWecTBAAeTCA C WUCNoJ1b30BaHUNEM H6MOTEXHOIOMUYECKUX npoueccos u
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meTonoB (B Tom yncne OAHK-peKoMBUHAHTHOM TEXHOIOMMW, TEXHOIOTMN KOHTPOIMPYEMOI SKCNPeccum
reHoB, KOAMPYHOLMX OMONOrMYEecKM aKkTUBHble OenKM B MPOKAapMOTax M 3yKapuoTax, BK/toYan
M3MEHEHHbIE KNETKU MJIEKOMUTAIOLWMX), TMBPUAOMHOIo MeToAa U MeToZa MOHOK/IOHaNbHbIX aHTUTEN;
(n. 7.1 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

7.2) reHoTepaneBTUYECKME /leKapCTBeHHble npenapaTtbl - /eKapCTBEHHble MpenapaTbl,
dbapmaueBTUYecKaa cybCcTaHUMA KOTOPbIX ABAAETCA PEKOMOWHAHTHOW HYKNEMHOBOW KUCNOTOM WU
BK/MOYaeT B ceba pPeKoOMOUMHAHTHYIO HYKNEMHOBYHO KUCAOTY, MO3BONAKOLLYIO OCYLIECTBAATbL
peryamposaHue, penapaumio, 3ameHy, AobaBneHne Unm yaaneHue reHeTM4eckon nocnenoBaTeIbHOCTY;
(n. 7.2 BBeaeH desepanbHbiM 3aKoHOM OT 22.12.2014 N 429-d3)

8) HapKOTUYEeCKMe IeKapCTBEHHbIE CPe/CTBA - IeKapCTBEHHbIe npenapaTtbl U dpapmaleBTUUYecKue
cybcTaHuMK, coaepkalme HAPKOTUMYECKME CPeacTBa M BKAKOYEHHble B [lepeyeHb HAPKOTUYECKUX
CPeAcCTB, MNCUXOTPOMHbIX BELWECTB M WX MNPEKYPCOpPOB, MoANeXKalmx KOHTpoa B Poccuinckol
depepaunn, B COOTBETCTBUM C 3aKoHoAaTenbCTBOM Poccuiickoit Pepepaummn, mexkayHapoaHbIMU
porosopamu Poccuitckon ®egepaumm, B8 Tom uncie EAMHON KOHBEHUMEN O HAPKOTUYECKUX CpeacTBaXxX
1961 roaga;

9) NcMXOTpOnHble IEKAPCTBEHHbIE CPEACTBA - IEKAPCTBEHHbIE NpenapaTbl U papmaLeBTUUYECKUE
cybCTaHUMK, codepKalime MNCUXOTPOMHbIE BELLECTBA M BK/AOYEHHble B [lepeyeHb HapPKOTUYECKMX
CPeACTB, MNCUXOTPOMHbIX BELWLECTB M WX MPEKYPCOPOB, MOANEXaWMX KOHTpoato B Poccuinckoi
depepaunn, B COOTBETCTBUM C 3aKoHOAATenbCTBOM Poccuiickon Pepepaummn, mexayHapoaHbIMU
porosopamu Poccuiickon ®@egepaumm, B Tom yucie KoHBeHUMEN O MCUXOTPOMHbIX BelwecTtsax 1971
roga;

10) pagmodapmaLeBTUYECKME NIeKapCTBEHHble CpeacTBa - /IeKapCTBEHHbIE CPeACTBa, KOTopble
cofiep»aT B roToBOM 4/19 UCNONb30BaHUA GOpMe OAMH PAANOHYKAMA, AN HECKONbKO PafUOHYKANA0B
(paAnoaKTUBHbBIX U30TOMOB);

10.1) oOpUrMHANbHbLIN NIeKapPCTBEHHbIA MpenapaT - JIeKApCTBEHHbIM Mpenapat € HOBbIM
OENCTBYIOLMM BELLECTBOM, KOTOPbIM NepBbiM 3apeructpupoBaH B Poccuitickont depepaumm waun B
WMHOCTPAHHbIX FOCY4apCTBaxX Ha OCHOBAHMM Pe3ynbTaToB AOKJANHUYECKUX UCCNe0BaHNN IEKAPCTBEHHbIX
CPEeacTB N KANHUYECKUX UCCAeA0BAHMIA NEKAPCTBEHHbIX MPenapaToBs, NOATBEPKAAOWMX €ro KayecTso,
3 PeKTMBHOCTb 1 6e30NacHOCTb;

(n. 10.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

11) pedepeHTHbIN NeKapcTBEHHbIV NpenapaT - IeKapCTBEHHbIM NpenapaT, KOTopbIi UCNoIb3yeTcs
015 OLLEeHKN BMO3KBUBANIEHTHOCTU MW TePaneBTUYECKOW 3KBMBAJIEHTHOCTM, KayecTBa, 3ddEeKTUBHOCTH
M  6e30MacHOCTM  BOCMPOU3BEAEHHOrO  JIeKapCTBEHHOrO  npenapata wau  6MOaHaANOroBoro
(buonopobHoro) nekapcTBeHHOro npenapaTta (buoaHanora). B kauectse pedepeHTHOro NeKapCTBEHHOTO
npenaparta gas MeauuMHCKOTo NMPUMEHEHUA UCMOJ/Ib3yeTCA OPUTMHA/bHBIN NEeKapCTBEHHbIN npenapart
nMbo, ecnn OpPUTMHANbHBIN NIEeKAPCTBEHHbIN MpenapaT He 3aperncTpupoBaH WAW He HaxoauTca B
obopoTte B Poccuiickon Pepepaumm M He Haxoamtca B 060opoTe B WMHOCTPAHHbIX TOCYAapcTBaXx,
BOCMNPOU3BEAEHHbIN NEeKapCTBEHHbIM NpenapaTt uaM 6uoaHanorosbii (6Monoao6HbIN) NeKapCcTBEHHbIM
npenapat (bvoaHanor), KOTOPbIA MEPBbIM 3aPErMCTPUPOBAH M3 YWUCIa HaxoaAalMXcAa B obopoTe B
Poccuiickolt depepaumn, 6GMOIKBUBANEHTHOCTb WM TepaneBTMYECKas 3KBUMBANEHTHOCTb, KauyecTso,
apdeKkTMBHOCTL M 6e30MacHOCTb KOTOPOro OUEHMBANWChb MO OTHOWEHWIO K OPUrMHANbHOMY
NeKkapcTBeHHOMY MpenapaTty, a TaKXKe KayectBo, 3¢QPeKTUBHOCTb M 6e30nacHOCTb KOTOPOro
NoATBEPXKAAl0TCA pesynbTaTammn papmMakoHaA30pa U NPOBEPOK COOTBETCTBMA IEKAPCTBEHHbIX CPEACTB,
HaxXo4AWMXCA B TPakAaHCKOM 060poTe, YCTaHOBAEHHbIM TpeboBaHMAM K MX KadectBy. B KayecTtse
pedepeHTHOro /IeKapCTBEHHOro npenapata Ana BETEPUHAPHOro MNPMMEHEHUA  MUCMOAb3yeTcs
NeKapcTBeHHbI NpenapaT 414 BeTepMHAPHOrO MPUMEHEHWA, 3apPerucTPUpPOBaHHbIN B PoccuitcKol
degepaumn Ha OCHOBAHWWM PeE3yNbTAaTOB AOKAMHUYECKMX WUCCNeOO0BaHMI NIEeKAapPCTBEHHbIX CPeacTB U
KAMHWYECKUX UCCNedOBaHWM  NEeKapCTBEHHbIX MNpenapaTtoB, MNOATBEPXKAAMOWMX €ero KayecTso,
3 PeKTMBHOCTb M 6e30NacHOCTb;
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(n. 11 B pea. ®epepanbHoro 3akoHa ot 27.12.2019 N 475-93)

12) BocCnpousBeAEeHHbIA NEKAPCTBEHHbLIM MNpenapaT - JIeKApCTBEHHbIM npenapaT Ana
MEAULMHCKOTO NPUMEHEHUS, KOTOPbIN WMMEET 3SKBMBAJIEHTHbIA pedepeHTHOMY JIeKapCTBEHHOMY
npenapaTty KayecTBEHHbI COCTAB U KONMYECTBEHHbIN COCTaB AEUCTBYIOLWMX BELLECTB B 3KBUBAJIEHTHOM
JIeKapcTBeHHON popme, MO0 NEKAPCTBEHHbIN NMpenapaTt A1A BETEPUHAPHOro MPUMEHEHUS, KOTOpPbIN
MMeET TaKMe Ke, 4YTo U pedepeHTHbIM /IEKAapCTBEHHbIA MNpenapaTt, KayecTBEHHbIA COCTaB MU
KOJINYECTBEHHbIA  COCTaB  [AEWNCTBYIOWMX BELWEeCcTB B TaKOM e  /ieKapcTBeHHoW  ¢dopme,
OMO3KBMBANIEHTHOCTD  WAWM  TepaneBTUYECKAA  IKBMBAJMIEHTHOCTb  KOTOPbIX  COOTBETCTBYHOLLEMY
pedpepeHTHOMY NeKapCTBEHHOMY NpenapaTy NoATBEPXKAEHA COOTBETCTBYHOLMMMN NCCEL0BAHNAMY;

(n. 12 B pepq,. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

12.1) TepaneBTMYECKAn 3KBMBAJIEHTHOCTb JIEKAPCTBEHHbIX MPENapaToB - AOCTUKEHUE KIUHUYECKU
CONOCTaBMMbIX TepaneBTudeckoro addekta M nokasaTtenein 3pPeKTUBHOCTM M 6Ge30macHOCTM npu
NPUMEHEHUN NIEKAPCTBEHHbIX MpPenapaToB AAA MeAMUMHCKOTO MNPUMEHEHMUA, WUMEWMX O4HO
MeXAYHapoaHOe HenaTeHTOBaHHOe (MAW XMMWYECKoe, WAW TPYMNMNMPOBOYHOE) HAaMMEHOBaHWE, B
SKBMBA/MIEHTHbIX [O03MPOBKAX MO OAHMM W TEM Ke MOKasaHMAM K MPUMEHEHUIO M NPU OAMHAKOBOM
cnocobe BBeAEHMA Y OAHOM U TOW e rpynnbl 60/bHbIX;

(n. 12.1 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoaHanoroBbii (6MonoaobHbIM) NeKapcTBEHHbIM NpenapaT (buoaHanor) - 6MoNorMYeckuin
NleKapcTBEHHbIM MNpenapaTt, CXOXWi No napameTpam KayectBa, 3$PeKTUBHOCTM M 6e30nacHoCTU ¢
pedepeHTHbIM BMONOTMYECKMM NEeKapPCTBEHHbIM MPenapaToM B TaKOW e /IeKapCcTBeHHOU dopme U
UMELWMA NAEHTUYHbIN cnocob BBeAEHUS;

(n. 12.2 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.3) B3aMmo3amMeHsIeMbIN IeKapPCTBEHHbI Npenapar - IeKapCTBEHHbIW NpenapaTt ¢ A0Ka3aHHOM
TepaneBTUYECKOM 3SKBMBANEHTHOCTbIO WM OMOIKBMBANEHTHOCTbIO B OTHOWEHUU pedepeHTHOro
JIeKapCTBEHHOIO npenapaTa, MMeoLWMIi 3KBMBAJIEHTHbIE €My KaYeCTBEHHbIN COCTaB U KOJIMYECTBEHHbIN
COCTaB LEeNCTBYHOLUMX BELLECTB, COCTAB BCMOMOTaTe/IbHbIX BELLECTB, NEKAPCTBEHHYO dopmy M cnocob
BBEAEHUS;

(n. 12.3 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

12.4) 6WO3KBMBANEHTHOCTb JIEKAPCTBEHHbIX MNPENapaTtoB - [AOCTUMKEHME COMOCTAaBUMbIX
nokasaTesen CKOPOCTM BCACblBAaHWA, CTEMEHM MOCTYMN/JEHUA K MeCTy AeUCTBMUA U CKOPOCTU BbiBeAEeHMA
OZHOTO WM HECKOJIbKMX 0bnagarolumx GapmMaKoNorMyeckon akTUBHOCTbIO AENCTBYIOLWMX BELLECTB MpU
NPUMEHEHUN JIeKapCTBEHHbIX NpenapaToB AlA MeAMUMHCKOTO MNPUMEHEHUA, WUMEWMX OAHO
MeXAyHapoaHoe HenaTeHTOBaHHOoe (MM XMMWYECKoe, WU TPYMNMnMPOBOYHOE) HaMMeHOBaHWe, B
SKBUWBANIEHTHbIX 03MPOBKax 1 NPU 0ANHaKOBOM cnocobe BBeAEeHUS;

(n. 12.4 BBepeH depepanbHbiM 3aKOHOM OT 27.12.2019 N 475-93)

13) nekapcTBeHHOE PaCTUTE/IbHOE CbiPbe - CBEXKME WM BbICYLUEHHbIE PAacTeHMs AMBO UX YacTu,
ucnonbayemble A0S MNPOM3BOACTBA NEKAPCTBEHHbLIX CPEACTB OPraHM3auuMaMWM - MPOU3BOAMUTENAMM
NeKapCTBEHHbIX CPEACTB UAWN U3TOTOBEHWUA JIeKAapPCTBEHHbIX NPENapaToB anTeYHbIMU OpraHM3auuaMm,
BETEPUHAPHLIMW ANTEYHbIMU OPraHM3aUMAMU, UHONBUAYANbHBIMU NPEANPUHUMATENAMUN, UMEIOLLUMMU
NIMLEH3UI0 Ha GapMaLLEBTUYECKYHO AeATeNIbHOCTb;

14) nekapcTBeHHbI PacTUTENbHbIM NpenapaT - IeKapPCTBEHHbIM NpenapaTt, NPOU3BEAEHHbIN UK
N3roTOBNEHHbI M3 O4HOMO BUAA EKAPCTBEHHOMO PAaCcTUTE/IbHOIO CblPbA UKW HECKObKMX BUAOB TaKOro
CbIpbA U peanmsyemsblit B pachacoBaHHOM BUAE BO BTOPUUHOM (NOTPeBUTENLCKOM) YyNaKoBKe;

15) romeonaTUYeCcKUin NEKAPCTBEHHbIW MpenapaTt - JIeKaPCTBEHHbIM MpenapaTt, NPou3BeAeHHbIN
WAWN U3rOoTOB/EHHbIN M3 dapmaleBTUYecKon cybctaHuMn unn dapmaueBTUYEeCKUX CcybCcTaHuuMi B
COOTBETCTBUM C TpeboBaHUAMM 06LWMX GAaPMaKONENHbIX CTaTel K roMeornaTUYecKUM JIeKapCTBEHHbIM
npenapatam WaM B COOTBETCTBUM C TpeboBaHMAMM dapmaKkonen CTpaHbl NPOWU3BOAMTENA TaKOro
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NleKapCcTBeHHOro npenapara;
(n. 15 B pea. ®epepanbHOro 3akoHa ot 22.12.2014 N 429-93)

16) MexayHapoAHoe HenaTeHTOBaHHOE HaMMeHOBaHWMe /NleKapCTBEHHOro cpeactsa -
HaMMeHOBaHMe JAeWcTBylOWEero BellecTBa ¢dapmaleBTUYEeCKON cybcTaHUMKM, peKomeHAoBaHHoe
BcemMupHOI opraHu3saumeit 34paBooXpaHeHus;

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

17) ToproBoe HauMMeEHOBaHWE JIEKAPCTBEHHOIO CPeAcTBA - HaMMEHOBaHWE JIEKapCTBEHHOTo
CpeacTBa, MPUCBOEHHOE €ro paspaboTyMKom, aepKaTeseM WM BNaZefbLeM PerucTpauuoHHOro
YyO0CTOBEPEHMA NEKAPCTBEHHOTO NpenapaTa;

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

17.1) rpynnMpoBOYHOE HAMMEHOBAHWE JNIEKAPCTBEHHOrO Mpenapata - HauMMeHOBaHWe
JIeKapCTBEHHOrO Npenaparta, He MMEeIoLWEero MeXA4yHapoAHOro HenaTeHTOBaHHOIO HAaMMEHOBaHWA, NN
KOMBWHaLMM NIeKapCTBEHHbIX NpPenapaToB, MCMNOJb3yeMoe B Lenax o06beguMHeHus ux B rpynny nog
e4MHbIM HaMMEeHOBaHMEM UCXOAA U3 OANMHAKOBOIO COCTaBa AEMCTBYIOLLMX BELLECTB;

(n. 17.1 BBeaeH dPeaepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-93)

18) obwan papmakonenHan cTaTba - AOKYMEHT, YTBEPKAEHHbIN YNOJHOMOYEHHbIM dpeaepanbHbim
OPraHOM WMCMOJIHUTE/IbHOM BNACTU U COAEpPMKaLLUMA NepedyeHb NoKasaTenei KayecTsa U (Maun) metonos
KOHTPO/IA KayecTBa KOHKPETHOM /IeKapCTBEHHON (OPMbI, IEKAPCTBEHHOTO PACTUTENBHOFO CblpbS,
onuncaHus BUOSIOTNMYECKNX, BUOXUMUYECKUX, MUKPOONONOTMYECKUX, GUSUKO-XUMUUYECKUX, PU3UYECKUX,
XMMUYECKMX W APYrUX METOA0B aHa/M3a JIeKapCTBEHHOIO CPeacTBa, a TaKXe TpeboBaHus K
NCNo/sib3yeMbiM B LENAX MNpoBeAeHMA [aHHOr0 aHanusa peakTMBaM, TUTPOBAHHbIM PaCTBOpPAM,
MHAMKaTopam;

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

19) cdapmaKkoneitHas cTaTb - [AOKYMEHT, YTBEPXKAEHHbIA YNOAHOMOYEHHbIM eaepanbHbIM
OpraHOM WCMONHWUTENbLHOW BAAcTM W COAEPMKallMi nepedyeHb MOKasaTenel KayectBa M MeTOAOB
KOHTPO/IAl KauyecTBa /IeKapcTBEHHOTO CPEeACTBa;

(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

19.1) cTraHpapTHble 0b6pasLbl - BeLWEeCTBa, NOCPEACTBOM CPABHEHMA C KOTOPbIMWU OCYLLLECTBNAETCA
KOHTPO/Ib KayecTBa MCCAeAyeMblX JIEKAPCTBEHHbIX CPeACTB C MNOMOLLbI (PU3MKO-XMMUYECKUX WU
6MONOrMYECKNX METOA0B B LLeNSAX NOATBEPKAEHNA COOTBETCTBUA NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM
HOPMaTUBHOWM AOKYMEHTALMNM, YCTAHOBAEHHBIM NMPU OCYLLECTBIEHUM TOCYAAPCTBEHHON PEerncTpaLmm, u
KOTOpble MPUMEHAIOTCA ANA KaAMbpOBKM CTaHAAPTHbIX 06pa3LoB MPOU3BOAUTENA JIEKAPCTBEHHbIX
CPeAcTB, UCMOJIb3yeMblX O/ KOHTPOJIA KayecTBa M MHbIX Lenen npu obpalieHUn NeKkapcTBEHHbIX
CpencTs;

(n. 19.1 BBeaeH depepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

19.2) dapmakonenmHbln CTaHOAAPTHbIM obpasel, - CTaHAapTHbIA o6paseu, NPOU3BeAEHHbIN B
COOTBETCTBMM C papMaKonenHom cTaTben;
(n. 19.2 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20) HopmaTMBHaA AOKYMEHTauuA - OOKYMEHT, COAep’Kaluii nepeyeHb onpeaensembix no
pesy/nbTaTam COOTBETCTBYIOWMX 3KCMEPTM3 MOKa3aTeselt KayecTBa JIeKapCTBEHHOro cpeacTBa ANs
MeAMLMHCKOro MPUMEHEHUSA, METOA0B KOHTPO/IA €r0 Ka4yecTBa U YCTaHOBJ/IEHHbIM ero NpousBoamTenem;

21) HOPMaTUBHbIN OOKYMEHT - [OOKYMEHT, COAeprKalluii nepeyeHb onpeaensiembix nNo
pe3ynbTaTam COOTBETCTBYIOLLMX SKCNEPTU3 NOKasaTenel Kayectsa U (M1M) MeTo0B KOHTPONSA KayecTBa
NleKapcTBeHHON GopMbl, ONMUCaAHUA BUONOTNYECKMX, BUOXMMUYECKUX, MUKPOOMONOTMYECKNX, GUUKO-
XMMUYECKUX, OUINYECKUX, XMMUYECKUX W APYrMX METOAOB aHa/M3a /IeKapCTBEHHbIX cpeacTB Ans
BETEPUHAPHOro NMpPUMeEHEeHUs, TpeboBaHMA K UCMO/b3yeMbiM B LeNAX NpoBeAeHnA AaHHOro aHanusa


consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5E11B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5E13B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5E12B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5E15B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5E17B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5E16B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5E19B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5911B320A6E987E3CCBCA6A70C01D5BD22g9n9H

peakTnBam, TUTPOBAHHbIM PaCTBOpPaM, UHONKATOPaAM U YCTaHOBI'IEHHbIﬁ €ro npounsBoauTenem,

21.1) obwmii TEXHUYECKUA AOKYMEHT - KOMIMIEKT OOKYMEHTOB M MaTepuanoB, COCTOAWMNA U3
HECKONbKUX  pa3fenoB -  [OKYMEHTauMu  aAMUHUCTPATMBHOIO  XapaKTepa, XMMUYECKOMW,
dbapmaueBTUUECKOn U BMoNorMYecKon [AOKyMeHTauuu, ¢apmMaKoNorMyeckolr, TOKCUKOAOTMYecKoi
OOKYMEHTaUMK, KANHUYECKOW AOKYMEHTauun W npeactaBasemblii 0AHOBPEMEHHO C 3asB/ieHMEeM O
rocyapCTBeHHON peructpaumMmM AeKapcTBEHHOro npenapata Ans MeAULMHCKOro NpUMEHeHUs B
dopmarte, ycTaHOBAEHHOM YMOJIHOMOYEHHbIM peaepanbHbIM OpraHOM UCMOTHUTENBHOM BACTH;

(n. 21.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-d3)

22) KayecTBO JIeKaPCTBEHHOIO CpeaCTBa - COOTBETCTBME NIEKAPCTBEHHOTO CPeacTBa TpeboBaHUAM
dbapmakoneriHol ctaTbk OO B Cly4ae ee OTCYTCTBMA HOPMATUBHOM SOKYMEHTALMM UIN HOPMATUBHOTO
OOKYMEHTa;

23) 6e30nacHOCTb NEKApPCTBEHHOIo CpeacrBa - XapPaKTEPUCTUKA NEKAPCTBEHHOrNO Cpeactsa,
OCHOBAHHAA Ha CPABHUTE/NIbHOM aHa/1n3e ero 3¢¢GKTMBHOCTM N PUCKa NpniYnHeHnA Bpeaa 340p0Bbio;

24) 3ddeKTUBHOCTb /IeKapCTBEHHOrO npenapaTa - XapaKTepUCTMKa CTEMeHU MOJ/0XKMUTENbHOro
BAUAHUA NEKapCTBEHHOro npenapaTa Ha TeyeHue, NPOAO/IKUTENbHOCTb 3abonesBaHuMA WMAM  ero
npegoTepalieHMe, peabunuTtauuio, Ha  COXpaHeHWe, nNpeaoTBpalleHMe WAM  NpepbliBaHMe
bepemeHHOCTH;

25) cepua nekapcTBEHHOrO CPeACcTBa - KOIMUYECTBO JIEKaPCTBEHHOIO CPeACcTBa, NMPoun3BeAeHHoOe B
pesynbTaTe 04HOro TEXHOIOTMYECKOrO LMK/IA ero Npon3BoanTenem;

26)  perucTpauMoHHOe  yAOCTOBEPEHME  /IeKApCTBEHHOro  npenapata -  AOKYMEHT,
NOATBEPKAAOLWMIA GaKT rocyaapCcTBEHHOM perncTpaumm 1eKapcTBeEHHOro Npenapara;

26.1) pepkatenb Uan Bnagenew, perMcTpauMoHHOro yaA0CTOBEPEHMA NEKAPCTBEHHOIO Npenapara -
pa3paboTuMK NEKAPCTBEHHOTO CPeACTBA, MNPOM3BOAUTENb JIEKAPCTBEHHbLIX CPeACTB MAM  MHOoe
topugmyeckoe nnuo, obnagarouiee NPaBom BAALEHUA PErUCTPALMOHHLIM YA0CTOBEPEHMEM, KOTOpPbIE
HecyT OTBETCTBEHHOCTb 3a KauecTBo, 3G PEKTUBHOCTb U 6E30MaCHOCTb 1EKAPCTBEHHOTO NpenapaTa;

(n. 26.1 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

27) perucTpauuMoHHbI HOmep - KogoBoe o603HayYeHWe, MNPUCBOEHHOE JieKapCTBEHHOMY
npenapary npu ero rocyAapCcTBeHHON perncrTpaLumu;

28) obpaleHne JfIeKapCTBEHHbIX CPeacTB8 - pas3paboTka, AOKAMHUYECKME UCCNefoBaHus,
KAMHWMYECKNE UCCNed0BaHNA, SKCNepTN3a, rocy4apcTBEHHAA perncTpaumsa, CTaHaapTU3auma U KOHTPO b
KayecTBa, NPOU3BOACTBO, M3rOTOB/IEHWE, XPaHEHMe, NepeBo3Ka, BBO3 B Poccuiickyto Peaepaumto, BbiBo3
n3 Poccuiickoit ®egepaumn, peknama, OTMYCK, peanusauus, nepegada, NPUMEHEHUe, YHUUTOXKEHMe
NeKapCcTBEHHbIX CPeaCTs;

(8 pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

29) cybbeKkTbl 06palleHUsa NeKapCTBEHHbIX CpeacTB - OGU3MYECKMe Auua, B TOM 4ucae
WUHAMBUAYANbHbIE MPEANPUHUMATENN, U OPUSMYECKME NNLA, OCYLLECTBAAIOWME AeATeNbHOCTb MNpu
0b6paLLeHMM IeKapCTBEHHbIX CPeACTs;

30) pa3paboTuMK NeKapcTBEHHOro cpeacTBa - oOpraHusauusa, obnagalowas npasBamy  Ha
pes3ynbTaTbl AOKAMHUYECKMX WMCCELOBAHUIN IEKAPCTBEHHOIO CPeACTBa, KAMHUYECKMX UCCaesoBaHWiM
JleKapcTBeHHOro npenapara 1 (MAn) Ha TeXHONOMMI0 MPOU3BOACTBA IEKaPCTBEHHOIO CPeacTBa;

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

31) NPon3BOACTBO /IEKAPCTBEHHbIX CpeAaAcCTB - AeATe/IbHOCTb NO Npou3BOACTBY J1EKAPCTBEHHbIX
cpeAacTts opraHM3aunAMmun - NpPpons3BoAUTENAMUN NEKAPCTBEHHbIX CPeadCTB Ha O,EI,HOI\;I CTaaAnn, HECKOJZIbKUX
UM BCEX CTaAUAX TEXHONOTMYECKOINo NpoLecca, a TakxXe No XpaHeHUO U peannsaunm nponssedeHHbIX


consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5910B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5912B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFA0FB4B0EE21353A28F64E4583F9E2A73F402CF47B3D855F11B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8D5914B320A6E987E3CCBCA6A70C01D5BD22g9n9H

NNEKapPCTBEHHbIX CPeacTs;

31.1) npou3BOACTBEHHAna MNJoWaAKa - TeppuTopuanbHO  060COB/NEHHbIM  KOMMEKC
npousBoAUTENS NEKAPCTBEHHbIX CPeacTB, NpeAHasHayeHHbI A4A BbIMNOJIHEHMA BCEro npouecca
Npou3BOACTBA /IEKAPCTBEHHbIX CPEACTB UM €ro ONpeaeneHHoM cTagum;

(n. 31.1 BBeaeH PeaepanbHbiM 3aKoOHOM OT 22.12.2014 N 429-93)

32) npousBoauTENb JIEKAPCTBEHHbIX CPEACTB - OpraHM3almaA, OCYLLecTBAAIOLLIaA MPOM3BOACTBO
JIeKapCTBEHHbIX CPEACTB B COOTBETCTBUM C TpeboBaHUAMM HacTosallero PeaepanbHOro 3aKoHa;

33) dpapmaLeBTUYECKAn AeATEeNbHOCTb - AeATe/IbHOCTb, BKAOYaoWan B ceba ONTOBYHO TOPros/to
NIeKapCTBEHHbIMM  CPeACTBaMM, WX XpaHeHue, MepeBo3Ky U  (MAU)  PO3HUYHYIO TOProOBAIO
NleKapCcTBEHHbIMM NpenapaTamu, B TOM 4Yucae AUCTaHUMOHHbIM CMOCOBOM, WX OTMYCK, XpaHeHue,
nepeBo3Ky, U3roToB/IeHUE IeKapCTBEHHbIX NPenapaTos;

(B pea. PegepanbHoro 3akoHa ot 03.04.2020 N 105-93)

34) opraHuM3auMa ONTOBOW TOPrOBAM  JIEKAPCTBEHHbIMKM  CPeACTBAaMM -  OpraHv3aums,
OCYLLECTBAAIOWLAA ONTOBYIO TOPrOB/IO NEKAPCTBEHHbIMW CPEACTBAMM, WX XpaHEeHMe, NepeBO3Ky B
COOTBETCTBUM C TpeboBaHUAMMK HacToAwero ®eaepasnbHOro 3aKoHa;

35) anTeyHasa opraHM3auMsa - OpraHWsaumsa, CTPYKTYpHOe noApasgeneHune MeauLMHCKOM
OpraHM3aLnK, OCyLLECTBAAOWME PO3HUYHYIO TOPrOB/O NEKAPCTBEHHbIMM NpenapaTtamu, B TOM 4ucie
OVCTaHUMOHHBIM  CNOCOOOM, XpaHeHMe, MepeBO3KY, W3rOTOBAEHWE U OTMNYCK IEKAPCTBEHHbIX
npenapatos A4 MeAUUMHCKOTO TMPUMEHEHUA B COOTBETCTBMU C TPeboBaHMAMM HaCTOALEro
denepanbHOro 3aKoHa;

(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-®3, o1 03.04.2020 N 105-93)

36) BeTepuHapHas anTeyHas oOpraHWsauuMa - OpraHusaums, CTPYKTypHOe noapasgeneHue
BETEPUHAPHOW OPraHM3aLMm, OCYLLLECTBAAIOLME PO3HMYHYIO TOPrOB/IIO IEKAPCTBEHHbIMM NpenapaTamm,
B TOM 4uCAe AWUCTAaHUMOHHbLIM CrMocoboMm, XpaHeHWe, W3rOTOBNEHME W OTMNYCK JIeKapCTBEHHbIX
npenapaTtoB ANA BETEPUHAPHOrO MNPUMEHEHWA B COOTBETCTBMM C TpeboBaHMAMM HACTOALLErO
desepanbHOro 3aKoHa;

(8 pea. PegepanbHoro 3akoHa ot 03.04.2020 N 105-93)

37) danbcudUUMpPOBaAHHOE  NEKApPCTBEHHOE  CPEeACTBO -  JIEKApCTBEHHOE  CpeacTso,
COMPOBOXKAaeMOe /IOXKHOW MHOpMaLMen 0 ero cocTase u (MM) npoussoauTene;

38) HepobpoOKAauyecTBEHHOE JIEKAPCTBEHHOE CPEeACTBO - JIEKAPCTBEHHOE CPeAcTBO, He
cooTBeTCTBYlOWEe TpeboBaHUAM dapmaKonelHOM cTaTbn MO0 B cC/lyyae ee OTCyTCTBUA TpeboBaHUaM
HOPMATUBHOM JOKYMEHTALMM UIN HOPMATUBHOTO JLOKYMEHTA;

39) KoHTpadaKTHOe /ieKapCTBEHHOe CPeACTBO - JIEKAPCTBEHHOE CPeACTBO, HaxoAsAlwieecA B
060poTe C HapyLWeHNEM rpaykAaHCKOro 3aKoHo4aTeNbCTBa;

40) AOKNNHNYecKoe nccnegosaHue NeKapcTtBeHHOro cpeactea - 6VIOI’IOI’W—I€CKM€,
MMKpO6MOJ’IOI’M‘-I€CKI/Ie, MMMYHO/TIOTN4YeCKMne, TOKCUKOJ/1ormdyeckume, d)apN\aKonoquecme, ¢M3I/I'~IECKVI€,
Xmmmnyeckume n gpyrme nccnegoBaHmMAa nekapCrBeHHOro cpencrtea nytem NpMMeHeEHUA HAayYHbIX MeTO40B
OLEHOK B UenAX nonyvyeHnAa gOKa3aTesibCTe 6830I'IaCHOCTI/I, KavyecTtBa U Bd)dDEKTMBHOCTVI NEeKapCTBEHHOIO
cpeacTtea,

41) KIMHN4YECKOe wuccnenoBaHme neKapCTtBeEHHOro npenapata - U3ydeHue OunarHoCtuyeckux,
ﬂe‘-IE6HbIX, I'IpO(bI/IIlaKTI/I‘-IeCKl/IX, d)apMaKO}'lOI'W-IeCKMX CBOWCTB NEKapPCTBEHHOIO npenaparta B npouecce
ero npMMeHeHunAa y 4enoBeKa, XMBOTHOMo, B TOmM 4Yucnae npoueccos BCacCbiBaHWA, pacnpeneneHuA,
n3meHeHnAa Wun BbiBeAeHUA, NyTem MNpuUMeHeHMA Hay4dHbIX METOA0B OUEeHOK B UenAx nonayvyeHuA
AOKa3aTenbCTB 6e3OI'IaCHOCTM, Ka4yecTtBa WU 3¢¢eKTMBHOCTM NeKapCTBeHHOro npenapata, AdaHHbIX O
HeXenaTeNbHbIX peakKunAax opraHnama 4YenoBeKa, XMBOTHOIoO Ha NpuUMMeHEHUNE NeKapCTBEHHOro
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npenapata n o6 addeKTe ero B3aUMOAENCTBUS C APYIMMU NEKAPCTBEHHbIMU Npenapatamu u (1am)
NULWEBLIMM NPOAYKTaMM, KOPMaMMU;

42) MHOrOUEHTPOBOE  KAMHMYECKOE WCCNeAoBaHMe JIeKapCTBEHHOro npenapata  And
MEAMLIMHCKOrO MPUMEHEHMA - K/AMHUYECKOe WCCNefoBaHMe JNIeKapCTBEHHOro npenapaTta A4
MeANLIMHCKOro NPUMEHEHUA, NPOBOAUMOE Pa3paboTUMKOM SIeKapCTBEHHOro nNpenapara B AByX 1 6onee
MEeAMNLIMHCKUX OpraHn3aumax no eaMHOMy MNPOTOKONY KJAMHUYECKOro MCCNefoBaHUA NeKapCTBEHHOro
npenapara;

43) mexxayHapoaHOe MHOTOLEHTPOBOE KMHUYECKoe UcCea0BaHWe IeKapCcTBEHHOro npenapara
AN MeAMLMHCKOrO MPUMEHEHUs - KAWMHUYECKOe MuCcCnedoBaHMe NeKapCTBEHHOro npenapata A
MeAULIMHCKOTO NPUMEHEHUs, NPOBOAMMOE Pa3pPaboTYMKOM NeKapCTBEHHOro npenaparta B PasIMYHbIX
CTpaHax No eANHOMY NPOTOKOJY KIMHUYECKOro UCC/1e0BaHNSA NeKapCTBEHHOro Npenapara;

44) NOCTPErMCTpaLMoOHHOE K/INHUYECKOE UCCnegoBaHME NEKAPCTBEHHOrNoO npenapata AnAa
MeONUUNHCKOIoO npumeHeHnAa - K/AWHUYECKoe UnuccneposaHmne nNeKapCTBEHHOrNo npenapata  A4nAa
MmeanunHCKOro NPUMeHEHNA, nposogunmoe nponssoauTenem NNEKAPCTBEHHOIO npenaparta,
I'pa)K[l,aHCKMﬁ 060pOT KOTOpPOro ocyuiecrsndaeTca nocne FOCVAapCTBeHHOﬁ perncrtpauunmn, B UENAX
AONO/NTHUTENBbHOTO c6opa AaHHbIX O ero 6esonacHoOCTN ” 3¢¢EKTMBHOCTM, pacwunpeHna NMoKasaHui K
NMPUMEHEHUIO OAQHHOIO /1IEKAPCTBEHHOIO NpenapaTta, a TaKXKe BblAB/IEHNA HEXeENATE/IbHbIX peaKLI,VIVI
naumneHToB Ha ero AEVICTBME;

45) wvccnepoBaHMe OWMO3KBMBANEHTHOCTM JIEKAPCTBEHHOrO MpenapaTa - BUA K/JAWMHUYECKOro
NCCNeaoBaHMA IEKApCTBEHHOIO Npenapara, NpoBefeHne KOTOPOoro OCyLLEecTBAAETCA A/1A onpeseneHuna
CKOPOCTM BCACbiBaHMA W BbIBEAEHMA OAHOFO WAW HECKOJIbKMX 06napatowmx $apmaKoiornmyeckoi
aKTMBHOCTbIO [AEWCTBYIOLWMX BELLECTB, KOAMYECTBA JIEKAPCTBEHHOrO MpenapaTta, AOCTUratoWero
CUCTEMHOIO KPOBOTOKa, M pe3y/bTaTbl KOTOPOro Mo3BOMAIOT CAENATb BblBOL O OMO3KBMBANEHTHOCTM
BOCMPOM3BEAEHHOIO JIEKAPCTBEHHOrO Mpenapata B OMNpPeAefieHHbIX NeKapCcTBEHHOW ¢opme U
[03UPOBKe, COOTBETCTBYHOLLMNX POpPMeE U [03UPOBKe pedepeHTHOro JIeKapCTBEHHOMO NPenapaTa;

(n. 45 B pepg,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

46) nccnegoBaHue TepaI'IeBTM‘-IECKOﬁ 9KBUBANNEHTHOCTU JIEKAPCTBEHHbIX NpenapaTtoB - BUA
KTMHNYECKOro nccneaoBaHMA N1eKapCTBEHHbIX MPenapaToB, NpoBeaeHMe KOTOPOro ocyulecresndaeTca gna
BblAB/IEHNA OANHAKOBbIX CBOICTB NEeKapCTBEHHbIX NpenapaTos OHpEAeﬂeHHOVI ﬂeKapCTBEHHOVI d)OprI,
ad TaKXe Haanmyma OAUNHAKOBbIX nokasatenen 6e3onacHoOCTM U 3¢¢eKTMBHOCTM NeKapCTBEHHbIX
npenapatos, 0 ANHAKOBbIX KTMHUYECKUX 3¢¢EKTOB npn X npuMeHeHunu;

47) NpOTOKOA K/AMHUYECKOro MCCNef0BaHUA NEeKapCTBEHHOMO npenapata - AOKYMEHT, B KOTOPOM
onpegensanTca uenun, Gopmbl OpraHM3aLmMm U MeToLoN0MUA NPOBEAEHNA KNMHUYECKOTO UCCNef0BaHus,
cTaTMCTUYecKkMe meTodbl 06paboTKM pPe3ynbTaToB TaKOro UCCAedoBaHWA M mepbl Mo obecneyeHuto
6e30MacHOCTM  OU3MYECKMX /WL, Y4YaCTBYHOLWMX B KAMHUYECKOM WCCAe40BaHUU JIeKAapPCTBEHHOMo
npenapara;

48) 6powtopa wuccnegoBaTens -  CBOAHOE  WM3NOXKEHME  PesynbTaToB  AOKAMHUYECKOro
nccneaoBaHMUA IEKAaPCTBEHHOMO CPEACTBAa M KAMHUYECKOrO MCCNeAO0BaHUA SIeKapCTBEHHOro npenaparta
ANA MeAULMHCKOro NpUMeHeHus;

49) MHGOPMALMOHHbIM IUCTOK NaUMEHTa - LOKYMEHT, B KOTOPOM COAEep*KaTtcA B AOCTYyNHOM Gpopme
CBeAEHMA, Kacallimeca NpoBOAMMOro KAMHUYECKOTO MCCAeA0BaHMA IeKapcTBEHHOro npenaparta, v B
nUcbMeHHON popme A0BPOBONLHOE COrnacue NauMeHTa Ha ydacTMe B KAMHWMYECKOM MUCCaefoBaHWuU
NIeKapCTBEHHOTO npenapaTa Mnoc/iie 03HAaKOMIEHUS C OCOBEHHOCTAMM K/AMHMYECKOTO WCC/efoBaHus,
MMeIoLWMMM 3HaYEHME A/1A BbIPaXKeHWs TaKoro cornacus;

50) noboyHoe AeﬁCTBMe - peakuuAa OopraHndma, BO3HUKWAA B CBA3UM C NPUMEHEHUEM
NNEKAPCTBEHHOIO npenaparta B A03aX, peKoMeHAyembliX B UHCTPYKUMKM MO €ero npumeHeHwuto, AOnA
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I'IpOCbMJ'IaKTVII-(VI, ANAarHOCTUKU, nevyeHunA 3abonesaHua nam ana pea6MﬂMTaLI,MM,'

50.1) He)kenaTenbHasa peaKkuus - HenpegHamepeHHass HebnaronpuaATHas peakuua opraHM3ma,
KOTopas MOXKeT bbITb CBA3aHa C MPUMEHEHMEM /IeKapCTBEHHOrO Npenapara;
(n. 50.1 BBeaeH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

51) cepbes3Han HexenaTe/NbHas peakuus - HexKesnaTesibHaA peaKkuus OopraHuMsma, CBA3aHHas ¢
NPUMeHEHNEM NEKAPCTBEHHONO MpenapaTa, NpMBeALIas K CMePTU, BPONKAEHHbIM aHOMAAMAM WU
nopokam passutuA nMbo npeacTasBaatowas cobol yrposy XKM3HKW, Tpebylowan rocnutannsaunum uam
npuBeaLwan K CTOMKOM yTpaTe TPYyA0CNOCOOHOCTU U (M1M) MHBAaNNAHOCTY;

52) HenpeaBuaeHHas HeKenaTeNbHan peakuusa - HexKesnaTeslbHas peakuus opraHusma, KoTopas
CBA3aHAa C NPUMEHEHWEM JIeKapCTBEHHOrO npenapata B A03aX, PEKOMEHAYEeMbIX B MPOTOKOJ/Ee ero
KAMHWMYECKOro UccnefoBaHusa, bpolliope UccnefoBatens, WAW C NPUMEHEHWEM NEeKapCTBEHHOMO
npenapata B [03aX, PEKOMEHAYEMbIX B WMHCTPYKLUMM MO €ro MPUMEHEHUIO AN NPOPUNAKTUKM,
ANArHOCTMKM, ledeHmns 3aboNeBaHns UM MeAUUMHCKON peabuamTaumm naumeHTa, U CyLLHOCTb, TAXKECTb
WANU NCXon, KOTOPOM He COOTBETCTBYET MHGMOPMALMM O JIeKapcTBEHHOM MpenapaTte, CoAeprKalleica B
NPOTOKONE €ro KAMHWYECKOro WUCCNefoBaHWA, 6polwtope MccneaoBaTensa MAM B MHCTPYKUMWM MO
NPMMEHEHUIO IeKaPCTBEHHOrO Npenapara;

(n. 52 B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

52.1) papmakoHaa3op - BUA, AEATENbHOCTM MO MOHUTOPUHTY 3hPEKTUBHOCTM M Be3onacHocTH
NIEeKapCTBEHHbIX NpenapaToB, HAMpaB/JeHHbIA Ha BbIABAEHWE, OUEHKY MW npefoTBpalieHue
HerKenaTesbHbIX NOCNeACTBUIA NPUMEHEHWA NEKAPCTBEHHbIX NPENapaTos;

(n.52.1 BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

52.2) nnaH ynpasBneHua puckamu - noapobHoe onucaHue meponpuatuii no dbapmakoHaa3opy,
HanpaB/IeHHbIX HA BbISIBEHWE, OLLEHKY M MPeaoTBpalleHME MU MUHUMMU3ALMIO PUCKOB, CBA3AHHbIX C
JIeKapCTBEHHbIMM NpenapaTamm, BKIOYan oueHKy 3pPeKTUBHOCTU AaHHbIX MEPONPUATUN;

(n. 52.2 BBeaeH dPeaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

53) peuenTt Ha /IeKapCTBEHHbIM NpenapaTt - MeAULMHCKUA OOKYMEHT YCTaHOB/EHHOW ¢dopMbl,
coAepalWmii HazHaYeHNe NeKapCTBEHHOro npenaparta Ansa MeAuMUMHCKOro NPUMEHEHUs, BblAaHHbIM
MeAULMHCKMM paboTHUKOM B LENAX OTNyCKa JeKapCTBEHHOro npenapaTta WM ero M3roToBAEHUS U
OTnycKa Ha BymMaxKHOM HOCUTEeNe UM C COTlacus NaUMEHTa UM ero 3aKOHHOro npeactaBuTens B popme
3/IEKTPOHHOIO [AOKYMEHTa, MOAMMUCAHHOTO C MCMNO/Ib30BAaHUEM YCWUJIEHHOW KBanudUUMPOBaAHHOM
3/IEKTPOHHOM NOAMUCU  MeAUUMHCKOro paboTHMKa, MO0 [OKYMEHT YCTaHOBAEHHON ¢opMbl,
cofeprKalwmii HasHayeHMe NeKapCTBEHHOro npenapaTta A8 BETEPUHAPHOrO MPUMEHEHUS, BblAaHHbIN
cneupnannctom B 06/1aCcTM BETEPUHAPUM B LEAAX OTNYyCKa JIeKAapCTBEHHOrO Mnpenapata WAW ero
W3roTOB/IEHUA N OTNYCKa Ha BymaxKHOM HocuTene;

(B pen,. PepepanbHbix 3aKoHOB 0T 29.07.2017 N 242-®3, o1 02.08.2019 N 297-93)

54) TpeboBaHME MeAMLMHCKOW OpraHMsauuu, BETEPMHAPHON OpraHM3aumm - [OKYMEHT
YCTaHOB/IEHHOW GpOPMbI, KOTOPbIN BbINUCAaH MEAULUMHCKMM PaboTHMKOM MAM cheumanncTtom B 061actu
BETEPUHAPUM, UMEIOWMMM Ha 3TO NPaBO, M COAEPKUT B MUCbMEHHOW Gopme yKasaHMe anTeyHoW
OpraHun3auMM U BeTepMHApPHOM anTeyHoM opraHnsaummn ob oTNycKe eKapcTBEHHOro npenapaTta uam o
€ro M3roTosfieHnn 1 06 oTnycke gna obecneyeHms neyebHOro npolecca B MeANLMHCKON opraHM3aLmu,
BETEPUHAPHOW OpraHmn3aLmu;

(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

55) KOMM/EKCHaA OuUEHKa J1IeKapCTBEHHOINo npenapata - OUEeHKa 3aperncTtpnpoBaHHOIO
NNEKAPCTBEHHOrO Npenaparta, BK/K4YaLwana B cebsa aHanus MH¢OpMaLI,VII/I (0} CpBBHI/ITEI'IbHOI?I KAMHUYECKOM
3¢¢GKTVIBHOCTI/I n 6esonacHocTH NEKAPCTBEHHOIO nNpenaparta, OULEHKY 3KOHOMUYECKNX I'IOCJ'Iep,CTBMﬁ ero
npumeHeHunAa, nlydeHume AOONOJTHUTENIbHbIX I'IOCI'IGLI,CTBVIIZ NPUMEHEHNA NEKAPCTBEHHOIO npenaparta B
uenax npuHATHUA peI.IJeHVIﬁ O BO3MOXHOCTU BKIHOYEHUNA NEKAPCTBEHHOIO npenaparta B NepeyeHb
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YKM3HEHHO HEODOXOAMMbIX U Ba*KHEMLUNX IEKAPCTBEHHbIX NPenapaTos, HOPMATMUBHbIE NPaBOBbIE aKTbl U
WHble AOKYMEHTbI, onpeaenstowme NopsaaoK okasaHMA MeauLNHCKOM NOMOLLN, N UCKIOYEHMA ero 13
YKa3aHHbIX NepeyYHs, akTOB U JOKYMEHTOB;

(n. 55 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

56) cucTema MOHUTOPUHIA ABUMKEHWA NEeKapCTBEHHbIX MpenapatoB ANA  MeAULMHCKOro
npumeHeHna - dpeaepanbHaa rocygapcrseHHaa MHOOPMaLMOHHAA CUCTEMA MOHUTOPUHIA ABUMKEHUA
JIeKapCTBEHHbIX MNpenapaToB A8 MeAMLMHCKOrOo MNPUMEHEHMA OT NpoM3BOAMTENA [0 KOHEYHOro
notpebuTena C MCNONb30BaHMEM B OTHOLLUEHMM JIEKAPCTBEHHbIX NpenapatoB ANA MeAULMHCKOro
NPUMEHEHNA CPEeACTB UAEHTUDMKALUN.

(n. 56 BBeaeH deaepanbHbiM 3aKoHOM OT 28.12.2017 N 425-93)

nasa 2. MOJIHOMOYUA GPELEPA/IbHBIX OPTAHOB UCMONHUTE/NIbHOW
B/IACTU, OPTAHOB UCMO/IHUTENIbHOM BNACTU CYEbEKTOB POCCUIACKOMN
®EAEPALINU NPU OBPALLLEEHUU NEKAPCTBEHHbIX CPEACTB

Cratba 5. MNonHomoumnsa depepanbHbiX OPraHOB MCMOJIHMTE/NIBHOW BAacTU npu obpaleHum
NeKapCcTBEHHbIX CPeacTs

K nonHomoumam d)e,u,epaanblx opraHos WUCNONIHUTENIbHOM  BA1aCTU npu O6paLLI,eHVIM
NEKapPCTBEHHbLIX CPeacTB OTHOCATCA:

1) nposegeHvne B Poccuiickoit dPepepaumm eguHON rocyAapCTBEHHOM MOAUTUKM B obnactu
obecneyeHnn NeKapCcTBEHHbIMM NPenapaTamm rpaxaaH B Poccuiickoit depepaumm;
(8 pea. PengepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2) yTBepXkaeHue ob6wnx dapmakonelrHbix cTaTei, dapmakonenHblx cTaTel, Wu3gaHue
rocygapctBeHHon dapmaKkoneu, cosgaHue U BegeHue peectpa  $apmaKonerHblX CTAaHZ4APTHbIX
06pa3uos;

(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3) ocyuiecTBAeHME rOCYAAPCTBEHHOTO KOHTpoAA (Hagsopa) B chepe obpalleHMA NeKapCTBEHHbIX
CPeACTs;
(8 pea. PegepanbHoro 3akoHa ot 25.06.2012 N 93-93)

4) NnueH3npoBaHe Npon3BoacTBa /1IEKAPCTBEHHbLIX CPeEACTB U cbaprv\au,eBTqucxon AeATENbHOCTU
B COOTBETCTBUUN C 3aKOHOAATE/IbCTBOM Poccuiickoi CDep,epau,MM;

5) opraHusaumMA 3SKCNepTU3bl IEKAPCTBEHHbIX CPEACTB, 3TUYECKOWM 3SKCNEepTU3bl BO3MOXKHOCTU
NpPoBeLAEHMA  KAMHMYECKOTO WUCCNefoBaHMA  /IEKApPCTBEHHOrO npenapata  gas  MegULMHCKOro
NPUMEHEHMA, 3KCNEPTM3bl AOKYMEHTOB, MPeACTaB/EHHbIX A/A OnpeaeneHMa  BO3MOMKHOCTU
paccmaTpuBaTb NEKAPCTBEHHbIM MpenapaT AnA MeAULMHCKOrO NMPUMEHEHUSA MNpPW rocyaapCTBEHHOM
perncTpaunmn B Kayectse oppaHHOro 1IEKAPCTBEHHOIO Npenapara;

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

5.1) opraHusauma npoBegeHWA KOMMIEKCHOM OUEHKM NEeKapCTBEHHOro npenapaTta B LENsAx
NPUHATUA PEeLleHUI O BO3MOMKHOCTM BK/IOUYEHMA SIEKApPCTBEHHOrO npenapaTta B NepeyeHb KM3HEHHO
HeoBXOAMMbIX W BaXKHEMLUX NeKapCTBEHHbIX MPenapaToB, HOPMaTMBHble MPaBOBble aKTbl M WHblE
AOKYMEHTbI, onpeaenaiolwme nopagoK OKasaHMA MeAMLMHCKOW MOMOLLM MW WUCKNOYEHUA ero u3
YKa3aHHbIX NePEeYHs, aKTOB M AOKYMEHTOB;

(n. 5.1 BBeaeH deanepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

6) Bblga4a pa3p8LIJEHVIf;1 Ha npoBegeHne KANHUYECKUX VICCI'IE,CI,OBBHI/II?I NEKAPCTBEHHDbIX
npenapartos, BeaeHWe peecTtpa BblAaHHbIX paBDEUJEHMVI Ha nposeageHne KAnHU4eCKux I/ICCI'Ie,CI,OBaHVIﬁ
NNEKAPCTBEHHbIX NMPeNapaTos,
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7) rocygapcCrtBeHHaA perncrpaumna NekapCrtBeHHbIX npenapatoB, BeAeHUE TroCyaapCTBEHHOIO
peecTpa 1eKapCTBEHHbIX CPEACTB,

8) opraHusaums u (Mnun) NnpoBegeHMe MHCNEKTUPOBAHUA CybbeKTOB 0B paLLLeHNA NeKapCTBEHHbIX
CPeACTB Ha COOTBETCTBME NPaBUIaM HagexKallen NabopaTopHOM NPaKTUKK, NpPaBUIaM HaNeKallen
KAMHWUYECKOW NPaKTUKK, NPaBUIaM HaA/eXKallel NPakTUKN XPaHeHMA U NepeBO3KN IEKAPCTBEHHbIX
npenapaToBs, MPaBWIam HaaNeKaleln ANcTPMBbIOTOPCKON NPAKTUKKM, MPAaBUIAM Haa/exKallel anTeyHol
NPaKTUKK;

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

8.1) opraHusaums 1 (UnK) NpoBeaeHMe UHCNEKTUPOBAHUA CybbeKTOB 06paLleHUs IeKapCTBEHHbIX
CpeAcTB Ha cooTBeTCcTBME TpeboBaHMAM MNpaBWA Had/exallen nNponsBoACTBEHHON MPAKTUKMK, Bblgaya
3aK/I0YEHUA O COOTBETCTBUM MPOU3BOAUTENS NIEKAPCTBEHHbIX CpeacTB TpeboBaHWAM NpaBuA
Hagnexallen Npon3BoACTBEHHOMN NPAKTUKK;

(n. 8.1 BBeaeH desepanbHbIiM 3aKOHOM OT 22.12.2014 N 429-d3)

8.2) ycTtaHOB/EeHWE MOpAAKA BeAEHMA M BefeHMEe FOCYAApPCTBEHHOIO peecTpa 3aK/4YeHul o
COOTBETCTBUM  MPOU3BOAMUTENA  JIEKAPCTBEHHbIX CPeACTB TpeboBaHWAM NpaBuA  Hagaexalen
NPon3BOACTBEHHOW NPAKTUKMY;

(n. 8.2 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

9) rocymapcTBeHHas pernctpauma npefesbHbiX OTMYCKHbIX LUEH npou3BoauTesier Ha
JIEKAPCTBEHHbIE MNpenapaTbl, BK/OYEHHblE B MNEpeYeHb U3HEHHO HEOoOXOAUMbBIX U BaXKHEMLWUX
JNIEKAPCTBEHHbIX MpenapaTosB, U BeAeHWe TOCYAApPCTBEHHOrO peecTpa npenesbHbIX OTMYCKHbIX LeH
npoussoauTenei Ha AeKapCTBEHHbIE NPenapaThbl, BKAOYEHHbIE B MEPEYEHb KU3HEHHO HEOHXOAMMbIX U
BaYKHEWLLMX SIeKapPCTBEHHbIX NPENapaTos;

(8 pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

9.1) cornacoBaHue NPOEKTOB PELUEHUI OPraHOB UCMNOHUTENBHOW BNAcTU cybbeKkToB Poccuitickoi
depepaunn 06 ycTaHOBAEHUW U (MAKN) U3MEHEHMM NpefeNbHbIX PAa3MepoB ONTOBbIX HaAOaBOK U
npesesbHbIX PasMepPoOB PO3HUYHbIX HaAOABOK K (GAKTUYECKMM OTMYCKHbIM LLEHAM, YCTaHOBJIEHHbIM
NpPou3BOAUTENAMM JIEKAPCTBEHHbIX MPENapaToB, Ha JIEKAapPCTBEHHbIe MNpenapaTbl, BK/OYEHHblE B
nepeyeHb *KM3HEHHO HEOBXOAMMBIX M BarKHEMNLUMX 1EKAPCTBEHHbIX NPENApPaToB;

(n. 9.1 BBegeH deaepanbHbiM 3akoHoM oT 13.07.2015 N 241-93)

10) Bblgaya, ycTaHOB/AeHME MNOPAAKA Bbl4AYM pa3pelleHMs Ha BBO3 KOHKPETHOW napTuu
NeKapCcTBEHHOTO cpeacTea B Poccuiickyto Geaepaumio;
(n. 10 B pepg,. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

10.1) Bblaaya, ycTaHOB/EHWE MOPAAKA BblAauM U GOPMbl AOKYMEHTA, KOTOPbLIA MOATBEPXKAAET,
YTO MPOU3BOACTBO JIEKAPCTBEHHOro npenapaTa AAa MeAMUMHCKOrO NMPUMEHEHWA OCYLLEeCTBJeHO B
COOTBETCTBUM C TPebOBaHUAMM NpPaABUA Hag/eXalleld NpPOM3BOACTBEHHON MPAKTUKU WAUM  4YTO
JIeKAPCTBEHHDbIN NpenapaTt 418 BETEPUHAPHOro NPUMEHeHUa OOoNnyuweH K obpalieHuto B Poccuitckoi
depepaumn, U NoSNENKUT NPEACTaBNEHUIO NO TPebOoBaAHWMIO YMNOJHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYHO BBO3UTCA NEKAPCTBEHHbIN NpenaparT;
(n. 10.1 BBeaeH PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93; B pea. denepanbHOro 3akoHa oT
02.08.2019 N 297-93)

10.2) Bblaaya, ycTaHOB/EHUE NOPAAKa Bbligaun U GopmMbl AOKYMEHTa, COAEPIKalllero cBefleHma o
CTaAmMAX TEXHO/IOMMYEeCKoro npouecca NPou3BOACTBA JIE€KAapPCTBEHHOIO CpeacTBa ANA MeAMUMHCKOro
NPUMEHEHWSA, OCYLLECTBAAEMbIX Ha TeppPUTOpPUKN EBPa3MINCKOro SKOHOMUYECKOTO CO33;

(n. 10.2 BBepeH depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03, B pea. PenepanbHOro 3akoHa ot
13.07.2015 N 241-93)

11) CO34aHMe COBETOB NO BONPOCam, CBA3aHHbIM C O6paLIJ,EHM€M NNEKAPCTBEHHbIX CPeAacTs;
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12) atrectauma u ceptudmKaLma cneLmanmcTos;
13) ytpatun cuny ¢ 1 ceHTabpna 2013 roga. - PeaepanbHbiii 3aKkoH o1 02.07.2013 N 185-93;

14) ocywwecTBneHne papmakoHaa30pa;
(n. 14 B pepg,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

15) yyacTne B mexKayHapoaHOM COTPYAHNYECTBE;

16) nony4eHre no 3anpocam ynosIHOMOYEHHOro peaepanbHOro opraHa UCNONHUTENbHOM BAACTU
OT OpPraHoB MCMOJIHUTENbHOM BNAcTM cybbekToB Poccuiickoli depepaumu, a TakkKe OT Cyb6bekToB
0bpalleHna NeKapCTBEHHbIX CPeACTB A1 MeAMUMHCKOro NpMMEHEeHMA MHOOopMaLMK Mo BOMPOCam
YCTaHOB/IEHWA U NPUMEHEHMS LEH Ha NeKapCTBEHHbIE NpenapaThl U HaAbaBOK K HUM;

17) npumeHeHMe mep OTBETCTBEHHOCTM 3a HapylleHMe 3aKoHoaaTenbcTBa Poccuiickomn
depepauny;

18) vyTBepKAeHMe npaBuA Haasexallei nabopaTopHOM MPaKTUKM, MPaBUA  HaaNexKallein
K/IMHWUYECKOM MPaKTUKKU, NPaBWA Haa/exkallein npou3BOACTBEHHOM MPAKTUKMK, MPaBUA Had/exallen
MPaKTUKNU  XpPaHEHWA WU NepeBO3KM  JIEKAPCTBEHHbIX  MPenapaToB, MPaBWMA  HaAJjexallein
ANCTPUOBIOTOPCKOM MNPAKTUKM, NPaBW/l Hag/eKalleld anTe4yHOM MPaKTUKKU, MPaBUA  Hagjerkallen
NPaKTMKN GpapMaKoHaA30pa IeKapCTBEHHbIX NPENapaToB 414 MeAUUMHCKOro NPUMEHEHMS;

(n. 18 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

19) ycrtaHoBneHMe nopagka GOPMUPOBAHUS PErUCTPALMOHHOIO [0Cbe Ha JIEKAPCTBEHHbIN
npenapar n TpeboBaHUI K AOKYMEHTaM B €ro COCTaBe;
(n. 19 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

20) yTBEpPXKAEHWE NPABMA PaLMOHANIbHOIO BblIBOpa HaMMEHOBAHWI NEKAapPCTBEHHbLIX MpenapaTos
ONA MeANLMHCKOTO NPUMEHEHUS;
(n. 20 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBeprKaeHMe NepeyHa HaMMEHOBaHUIN NEKAPCTBEHHbIX GOPM;
(n. 21 BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

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

23) yTBEpKAEHUE TPebOBAHUIA K MHCTPYKUMM MO MEOULMHCKOMY NPUMEHEHUIO IEKAPCTBEHHbIX
NpenapaToB M K UHCTPYKLMM NO BETEPUHAPHOMY NMPUMEHEHUIO NEKAPCTBEHHbIX MPenapaTos;
(n. 23 BBegeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

24) NpUHATUE PELUEHUI, ABNAIOLMXCA OCHOBAHUAMMU A5 BKAKOYEHUS| AOMEHHbIX UMeH U (Mnu)
yKasatenem cTpaHuL, canToB B MHGOPMALNOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT", a TaKkKe
CETEBbIX aAPECOB B €AMHYID aBTOMATU3MPOBaHHYO WMHGOPMAUMOHHYI cuctemy "EAMHbIA peecTp
OOMEHHbIX MMEH, yKasaTenew CTpaHuL, CaliToB B MHPOPMALMOHHO-TENEKOMMYHWUKALMOHHOM CeTU
"MHTepHeT" U ceTeBblX aApecoB, MNO3BONSAOWMX MAEHTMOUUMPOBATL CalTbl B WMHOOPMALMOHHO-
TeNIeKOMMYHUKAUMOHHOM ceTu "UHTepHeT", cogepkawme MHGopmMaumio, pacnpocTpaHeHNe KOTOpon B
Poccuitickolt depepaumm 3anpeleHo”, B OTHOWEHMM WHPOPMAUMKM, COoAeprKallein npeasioXKeHue o
PO3HWYHON TOProBiAe JIEKAPCTBEHHbIMW MNpenapaTamu, B TOM YUCAEe AUCTAHUMOHHBIM CMOCOHOM,
PO3HWMYHaAA TOProBaA KOTOPbIMW OFPaHWYeHa WAM 3anpelleHa B COOTBETCTBMM C  HACTOALLMM
denepanbHbIM 3aKOHOM, U (MIM) MHPOPMaLMK, coaepsKalein NpessoXKeHne 0 PO3HUYHOW Toprosse
JIeKApCTBEHHbIMM MpenapaTtamun, B TOM 4YucCle AUCTAHLMOHHbIM CNOCOBOM, NLAMM, HE MMEIOLMMMU
NIMLEH3UN U paspelleHMs Ha OCYLLECTB/IEHWE TaKoW AeATeNbHOCTM, eCAn MOAyYeHME SIMLEH3UU U
paspelleHnsa NpeaycMOTPEHO 3aKOHOAATeNbCTBOM 06 06palleHMM NeKapCTBEHHbIX CPeAaCTs;

(n. 24 B pen. epepansHoro 3akoHa ot 03.04.2020 N 105-93)
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25) Bblgaya paspeleHMn Ha BBOA, B TpaXAaHCKMA 060poT  MMMYyHOBMONOrMYECKUX
NIeKapCTBEHHbIX NpenapaTos.
(n. 25 BBegeH dDeaepanbHbiM 3akoHOM OT 28.11.2018 N 449-93)

KoHcynbTaHTIAKOC: NpumeyaHue.

Cr. 5.1 pacnpocTpaHaeTca Ha NOJIHOMOYMA, KOTOpble He nepeAaHbl ANA OCYLLEeCTBJAEHUA OpraHam
rocyfapCcTBEHHOW BAacT cybbektoB PP 1M opraHam MecTHOro camoyrnpaBAeHUA COOTBETCTBYHOLLUMMM
depepanbHbimmM 3akoHamu (©3 ot 13.07.2015 N 233-93).

CraTtba 5.1. Mepeaaya ocywecTsneHUs NOJAHOMOUYMNA depepanbHbIX OPraHOB UCNOIHUTENbHOM
BNaCTM Npu 06paLLEeHUN NIeKapCTBEHHbIX CPeACTB OpraHam MUCMNOAHUTENbHOW BAACTU Cy6beKToB
Poccuitckoin depgepaumnn

(eBepeHa degepanbHbiM 3akoHOM OT 13.07.2015 N 233-93)

MonHomMoumnA denepanbHbIX OPraHOB MCMNOJNHUTENIbHON BNACTU NpU 0bpalleHUN NeKapCTBEHHbIX
CpeacTs, npeAycMOTPeHHble Hactoawum degepanbHbiM  3aKOHOM, MOTYT nepegasBaTbcA  ANs
OCYLLECTB/IEHUSA  OpraHam  WUCMOJHUTENbHOW  Bnactu  cybbektoB  Poccuiickont  Pepepaunu
noctaHosneHusmu MpaButenbcTea Poccuiickon ®epepaymm B nopsaake, yctaHoneHHom PeaepanbHbim
3aKOHOM OT 6 OKTAbpA 1999 roga N 184-®3 "O6 06WwMX NPUHUMNAX OpPraHM3auMM 3aKOHOAATENbHbIX
(npeacTaBUTENbHBIX) U UCNONAHUTENbHbLIX OPraHOB rOCYAapPCTBEHHOMW BAacTM cybbekToB Poccuiickoii
Pepepaunn’.

Cratba 6. MonHOMO4YMA OpraHOB UCNOJIHUTENbHOI BRacTu cybbekTa Poccuitickon Pepepauum
npu o6paLLeHNN IeKapCTBEHHbIX CPeacTB

K nonHomoumam opraHoB WCNOAHWUTENbHOM Bnactm cybbekta Poccuitickoit dPepepauum npwm
0b6paLLeHMM IeKapCTBEHHbIX CPeACTB OTHOCATCA:

1) paspaboTka W peanusauma  pPerMoHaNbHbIX Mporpamm obecneyeHuUa  HaceneHus
NeKapcTBEHHbIMM NpenapaTamu;

2) ycTaHoBNEeHME npefenbHbIX PAa3sMepPoOB OMTOBbIX HaAbaBOK M NpeaesibHbiX Pa3mepos
PO3HMYHbIX Hag0aBoOK K (AKTUYECKMM OTMYCKHbIM LieHaM, YCTAHOB/IEHHbIM MNPOU3BOAUTENSMMU
NIeKapCTBEHHbIX MPEnapaToB, Ha JIeKAapCTBEHHble MpenapaTtbl, BK/AKOYEHHble B MNepeyeHb KU3HEHHO
HEeOHXO4MMbIX U BaXKHENLUMX NEKAPCTBEHHbIX MPENapaTos;

3) ocywecTB/ieHNEe PErroHaNbHOIO TFOCYAAPCTBEHHOrO KOHTPO/A 3a MPUMEHEHMEM UeH Ha
NIeKapCTBEHHblEe MpenapaTbl, BK/AOYEHHblIE B MNEpPeYeHb MKU3HEHHO HeOobXOAMMbBIX W BaXKHEWLIUX
JIEKapCTBEHHbIX MPEenapaTos, OPraHM3aLMsAMKW OMNTOBOW TOPrOB/IM JIEKAPCTBEHHbIMW CpPeAcTBaMM,
anTeYHbIMW OPraHU3aUMAMU, UHAMBUAYANbHBIMA NPEANPUHUMATENSAMUN, UMEIOLWMMM NIMLEH3UIO Ha
dbapmaueBTUYECKYIO OeATeNbHOCTb, MEAUUMHCKUMWU OPraHM3aumamn, MMEWUMN NULEH3UI0 Ha
dbapmaueBTUYECKYl0 AeAaTeNbHOCTb, U WX 060cob6AeHHbIMM nogpasaeneHuamMn (ambynatopuamu,
denbawepckumn n  dGenbAWepcKo-aKyLepCKMMN  NYHKTamMK, UeHTpamu (oTaeneHusmu) obuuei
BpayebHol (cemeiHOl) NPaKTUKKN), PACMONONKEHHbIMW B CEAbCKMX HACENEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHM3aLmu;

(B pea. PenepanbHbix 3aKoHOB OT 25.06.2012 N 93-$3, o1 27.12.2019 N 475-93)

4) npuHATME pelleHus o6 MCMNoNb30BaHUW Ha TeppuTopuu cybbekTa Poccuiickoit deaepauum
Hapady C peuenTaMy Ha JleKapCTBEHHble npenapaTbl, 0QOPMIEHHbIMU Ha BymayKHOM HocuTene,
peLenToB Ha IeKApCTBEHHbIE NpenapaTtbl, CGOPMUPOBAHHbIX B GOPME 31EKTPOHHbIX LOKYMEHTOB.

(n. 4 BBegeH dPepepanbHbim 3aKoHOM 0T 29.07.2017 N 242-03)

nasa 3. TOCYAAPCTBEHHAA ®APMAKOMNEA
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CraTtbAa 7. Pa3paboTka u nspgaHue rocyaapcrseHHoi papmakoneun, pasmellieHre JaHHbIX O Held

1. NMopa rocypapcTBeHHOM dapmakoneen MOHMMaeTcs cBog obwmx dapmaKonenHbiX cTtaTten u
dapmaKonelHbIx cTaTen.

2. Paspabotka ob6wmx dapmakonenHbix craten U ¢dapmaKonelrHblXx cTaTei, B TOM u4ucne
dapmakoneiHbix cTateid Ha QapmaKkonerHble CTaHOapTHble 06pasubl, W BKAOYEHWE WX B
rocyapcTBeHHyto $apmaKkoner OCyWecTBASAITCA B MNOPAAKE, YCTAHOB/AEHHOM YMOJAHOMOYEHHbIM
depepanbHbIM OPraHOM UCMOJTHUTENbHOM BNACTU.

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

3. PaspaboTka papmaKkonenHoli cTaTb Ha pedepeHTHbIN NeKapPCTBEHHbIM NpenapaTt U BKAYEHUE
€e B rocyJapcTBeHHylo dapmaKonel B TeYEHWE CPOKA AEWCTBUS 3almUTbl UCKAOYUTENIbHOIO MpaBsa,
YO0CTOBEPEHHOIO MaTEHTOM Ha pedepeHTHbIN JIeKapCTBEHHbIV Npenapar, OCyLLEeCTBAAIOTCA C COrnacus
ero paspaboTtunka.

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

4, TocypapcTBeHHas ¢apmakonena W34aeTca  YNOJAHOMOYEHHbIM  dedepanbHbiM  OpraHom
MCMONHUTENBHOW BAAcTU 3a CYET CpeAcTB deaepanbHOro bioasketa M NOANEKUT NepeusfaHuam He
peke Yem OAMH pas B NATb /IET, B NEPUOA MEXKAY KOTOPbIMU U343a0TCA NPUNOMKEHUA K TOCYAapCTBEHHOM
dapmakonee, cogeprkawme obuwmue dapmaKkonelrHble cTatbM W (MAKM) dpapmaKkonerHble CTaTby,
YyTBEPKAEHHbIE NOC/e U34aHUA UM NepPen3aaHns rocygapcTBeHHol papmaKkonen.

5. YNonHOMOYEHHbIV deaepanbHbii OpraH WCNONHUTE/IbHOW BAAcTU pa3mellaeT AaHHble O
rocyaapcTBeHHOM ¢apmaKonee M MNPUNOKEHUAX K HEW Ha cBoeM oduuUMaNbHOM caiiTe B CeTu
"MHTepHeT" B yCTAaHOBNEHHOM MM NoOpAAKe.

nasa 4. FTOCYAAPCTBEHHbIA KOHTPO/1b NPU OBPALLEHUA
NEKAPCTBEHHbIX CPEACTB

Cratba 8. JlMueH3upoBaHUE NPOU3BOACTBA JIEKAPCTBEHHbIX CPeAcTB U dapmaueBTUYECKOU
AeATeNbHOCTU

1. JInueH3snpoBaHMe NPomM3BOACTBA NEKAPCTBEHHbIX CPeACTB U (bapMaLI,EBTMLIECKOﬁ AeATENbHOCTU
OCyLLeCTBNIAETCA B COOTBETCTBUM C 3aKOHOOATE/IbCTBOM Poccuiickoi dDe/J,epau,MM.

2. Ob6A3aTenbHbIM YCNOBMEM NPEAOCTaBAEHMA NMLEH3UM Ha MNPOM3BOACTBO JIEKAPCTBEHHbIX
CPeACTB ABNSAETCA MPU/IOXKEHME K 3asiBIEHUIO COMCKATENA JIMLEH3UN MepeyHs JIeKapCTBEHHbIX Gopm U
(vnn) BnpoB dapmaueBTUYECKMX CybCTaHUMI, KOTOpble MPOM3BOAUTENb JIEKAPCTBEHHbIX CPEeACTB
HaMepeH NPOU3BOANTD.

3. B cnyyae He06X0AMMOCTU paclIMpPeHMA NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB 3a CYET HOBbIX
NleKapcTBeHHbIXx ¢opm U BMAoB dapmaLeBTUYECKUX CybCcTaHUMI MNPOU3BOAUTENb NEKAPCTBEHHbIX
CpeacTs AomKeH nepeoPopmMUTb NLEH3UIO HA NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB.

(B pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

4. JIMueH3na Ha NPoM3BOACTBO JIEKAPCTBEHHbIX CPeAcTB (bapmaueBTMYecKon cybcTaHLMM cnmpTa
3TUNOBOro (3TaHonNa) BbIZAETCA MPWU YC0BMM HaAMYMA Yy OpPraHM3auum Ha npaBe COBCTBEHHOCTY,
X035ACTBEHHOIO BEAEHMA UM ONEPATUBHOIO YNpPaB/EHNA OCHOBHOMO TEXHO/I0MMYECKOro 06opyA0BaHuA
ONA NPOWM3BOACTBA 3TU/IOBOrO CMAMPTA, 3apPEermcTpMpoBaHHOIO B COOTBETCTBMM €O cTatber 14.1
depnepanbHOro 3akoHa ot 22 Hosbpa 1995 roga N 171-®3 "O rocyaapCTBEHHOM peryanpoBaHum
npou3BoAcTBa M 060pOTa 3TUIOBOFO CNMPTa, aJKOTONbHOW U CNMPTOCOAEpPMKALLEN MPOAYKUMN U 00
orpaHMyeHumn notpebneHnna (pacnnTma) ankorosibHoOM NpoayKumm".

(yacTtb 4 BBeaeHa PeaepanbHbiM 3aKOHOM OT 27.12.2019 N 481-03)
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Cratba 8.1. OcobeHHOCTM /UNLEH3UPOBAaHUA MNPOU3BOACTBA JIeKApPCTBEHHbIX CpPeAacTB
(bapmaueBTHUUecKoii cybcTaHLMKM cnupTa 3TUN0BOrO (3TaHONA)
(eBepeHa depepanbHbiM 3aKoHOM OT 27.12.2019 N 481-93)

1. [deiictBMe ANMUEH3MM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CcpeacTB (dpapmaLeBTMYECKOM
cybCTaHUMM cnupTa 3TUNoBOro (3TaHosna) NPUOCTAaHABAMBAETCA B YaCTU NpaBa Ha MPOU3BOACTBO
dapmaLeBTMUYECKON CYOCTAHUMM CMMPTA 3TUAOBOrO (3TaHO/MA) NMLEH3MPYIOWMM OpPraHOM B CAyyasXx,
onpeaeneHHblx ctaTtben 20 PeagepanbHoro 3akoHa ot 4 mas 2011 roga N 99-d3 "O nnueHsnpoBaHMMU
OTAEeNbHbIX BWUAOB AEATENbHOCTM", a TaKXKe Ha CPOK MNPWOCTAHOB/EHMA AENCTBUMA JIMLEH3UM Ha
Npon3BOACTBO 3STUI0BOIO CNNPTa A5 NPOM3BOACTBA PapMaLLEBTUYECKON CyOCTaHLMM CNUpTa 3TUNOBOTO
(3TaHONA), BblAAHHON B cooTBETCTBUM ¢ PeaepasibHbIM 3aKOHOM OT 22 HosA6pa 1995 roga N 171-93 "O
rocygapcTBEHHOM PEryMpoBaHMM NpPOM3BOACTBA M 06OPOTA 3TMNOBOrO CNMPTA, AJIKOTONbHOM M
cnupTocodeprKawein npoaykumm u o6  orpaHuydeHnn notpebneHua (pacnuTua) asKkoronbHOM
npoayKkuum".

2. [JeictBne /NUUEH3UN HaA NPOM3BOACTBO /IEKAPCTBEHHbIX cpeacts (papmaLeBTUUYECKOi
cybcTaHUMM cnupTa 3TUIOBOrO (3TaHONA) B YacTM MpaBa Ha MPOM3BOACTBO ¢dapmaL.eBTUYECKOW
cybCTaHUMM cnupTa 3TWIOBOro (3TaHONA) NPEKpaLLaeTca MLEH3UPYIOWMM OpraHomMm B C/ay4as,
onpeaeneHHblx cTaTben 20 deaepanbHoro 3akoHa ot 4 mas 2011 roga N 99-3 "O nunueHsnpoBaHMMU
OTAEeNbHbIX BUAOB AeATeNbHOCTM", a TaKXe C AaTbl NpeKpalleHUA WAM aHHY/IMPOBAHUS AeNCTBUSA
JINLUEH3UN Ha NPOWU3BOACTBO 3TU/MIOBOrO CNMpTa ANA NpPou3BoAcTBa dapmaleBTUYECKOn cybcTaHumuu
cnupTa 3TUNOBOro (3TaHo/a), BblAaHHOM B cooTBeTCTBMU ¢ PeaepanbHbiM 3aKOHOM OT 22 HosbpAa 1995
roga N 171-®3 "O rocyaapCTBEHHOM peryanMpoBaHMM NPOM3BOACTBAa M 0BOpPOTa 3TU/IOBOTO CNMPTa,
a/IkoroNlbHOM W cnupTocoAepXKawen npoaykumMm u o6 orpaHuyeHun noTpebneHusa (pacnutus)
a/IkoronbHOM Npoaykumn'.

CraTtba 9. locypapcTBeHHbIN KOHTPOAb (Haa30p) B cdhepe 0bpalyeHNUa NeKapcTBEeHHbIX CpeacTB
(8 pen. PepepanbHoro 3akoHa ot 25.06.2012 N 93-03)

1. FocypapcTBeHHbI KOHTPOIb (Hag3op) B chepe obpallleHMsa NeKapCTBEHHbIX CPeacTB BKAOYaeT
B cebs:

1) NUUEH3MOHHBIA KOHTPO/Mb B Ccdhepe MNPOM3BOACTBA JIEKAPCTBEHHbIX Cpeacts U B cohepe
dapmaLLeBTMUYECKON AeATENbHOCTY;

2) bepepanbHbIi rocyaapCcTBEHHbIN Haa30p B chepe obpalleHUs eKapcTBEHHbIX CPeaCTs;

3) BbIGBOPOYUHBI KOHTPO/Ib Ka4yecTBa IEKAPCTBEHHbIX CPEACTB.
(n. 3 BBeaeH depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

2. JIMUEH3MOHHbIN KOHTPOAb B chepe NpPoOM3BOACTBA NEKAPCTBEHHbIX Cpeacte M B cohepe
dapmaLLeBTMUYECKON AeATeNIbHOCTM OCYLLEeCTBAAETCS YMNOJHOMOYEHHbIMU  deaepanbHbiM  OPraHoOM
WCNOJIHUTENIbHON BNAcTU U OpraHamMu WCMOJIHUTENbHOM BAacTM cybbekToB Poccuiickon depepaumn
COrNacHO UX KOMMNeTeHUMM B NopsagKe, ycTaHoBAeHHOM PenepanbHbiM 3aKOHOM OT 26 gekabps 2008
roga N 294-®3 "O 3awmte nNpaB HPUANYECKMX AUL, U UHAMBMAYANbHLIX NpegnpuHUMaTenein npu
OCYLLECTB/IEHUM FOCYLAPCTBEHHOIO KOHTPOAS (Hag3opa) M MyHUUMMNANbHOTO KOHTpons", ¢ yyeTom
0CObeHHOCTel opraHM3auMmM U NPoBeAeHUs NPOBEPOK, YCTaHOBAEHHbIX PeaepasibHbIM 3aKOHOM OT 4
man 2011 roga N 99-93 "O nnUEH3NPOBAHUU OTAENbHbIX BUAOB AeATeNbHOCTH" .

3. ®depepanbHbI rocyaapCTBEHHbIM Haa3op B chepe o0b6palleHMA /IEeKAapPCTBEHHbIX CpeacTs
OCYLLECTBNAETCA YMNONHOMOYEHHbIMU deaepanbHbIMU OpraHamm WCMOAHWUTENbHOW BRactTu (danee -
OpraHbl rocyAapCTBEHHOrO Hag30opa) COFAAaCHO WX KOMMETeHUMW B MOPAAKE, YCTaHOB/EHHOM
MpasutenbcTeom Poccuiickoin ®eaepaumn.

4, depepanbHblil rOCyfapCTBEHHbIV Haasop B chepe 0bpalleHWA JIeKAPCTBEHHbIX CpeacTs
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BK/1OYaeT B cebA:

1) opraHusaumio 1 NpoBegeHne NPOBEPOK cob0AeHMA CyObeKTaMu 0bpaLLeHMA NeKapCTBEHHbIX
CpeacTB yCTaHOBAEHHbIX HacToAwMM desepanbHbIM 3aKOHOM M MPUHATBIMW B COOTBETCTBUW C HUM
WHbIMW HOPMATUBHbIMM MPaBOBbIMW akTamn Poccuitickolt Pepepaumm TpeboBaHUN K AOKIMHUYECKUM
NccnefoBaHUAM NIEKaPCTBEHHbIX CPeACTB, KIMHUYECKUM UCCNeA0BaHMAM NeKapCTBEHHbIX NPenapaTos,
XpaHeHUto, nepeBo3Ke, BBO3y B Poccuitckyto Pepepaunio, OTMNYCKY, peanmsaumm NeKapCTBEHHbIX
CPeAcCTB, MNPUMEHEHWUIO J/IEKAPCTBEHHbIX MPEnapaToB, YHUYTOXEHUIO JIeKapCTBEHHbIX CPeACTs,
YCTAaHOBNEHMUIO MPOU3BOAUTENAMMN NIEKAPCTBEHHbIX MPenapaToB LEH Ha /JIeKapCTBEHHble npenapaThbl,
BKJ/IIOYEHHbIE B NepeYeHb }KNU3HEHHO HEODOXOANUMbIX M BaXKHEMLIMX NeKapCTBEHHbIX NPEenapaTos, a TaKKe
cobnogeHnss  YyNo/SIHOMOYEHHbIMM  OpraHaMm  UCMNONIHUTENbHOW BAactM cybbekToB Poccuinckomn
depepaunm MeTOAMKM YCTAaHOBAEHMA MpeaenbHbIX Pa3MepoB OMNTOBbIX HAA0ABOK M MNpeaenbHbIX
pasMepoB  PO3HUYHbIX HagbaBOK K  GAKTUYECKMM  OTMYCKHbIM  LEHam, YCTaHOBJIEHHbIM
NpPoOM3BOAUTENAMM JIEKAPCTBEHHbIX MNPENnapatoB, Ha JeKapCTBEHHble MpenapaTtbl, BK/OYEHHblE B
nepeyeHb }KNU3HEHHO HEOBXOAMMbIX 1 BarKHENLLUX NEKAPCTBEHHbIX NpenapaTos (aanee - obasaTenbHble
TpeboBaHUs);

(8 pea. PenepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

2) OpraHnsauunto 1 nposegeHmMe NPOBEPOK COOTBETCTBUA NNEKAPCTBEHHbLIX CPeACTB, HaXoAAWNXCA B
rpaxxgaHCKom o6op0Te, YCTAaHOB/NEHHbIM Tp66OBaHMHM K UX Ka4yecCTBy,

2.1) npoBeaeHMe KOHTPO/IbHbIX 3aKYMOK B LENsSX NPOBEPKKN cobntogeHmns cybbekTamm obpalleHuns
JIeKapCTBEHHbIX CPEACTB, OCYLLECTBASIOWMMM PO3HMYHYIO TOProB/IIO /IEKAPCTBEHHbIMM Mpernapatamu
AN MeOMUMHCKOTO MpUMEHEeHUs, NpPaBWUl OTMNYCKa JIeKapCTBEHHbIX NPenapaTtoB Aas MeguuMHCKOro
npumeHenna u (nan) 3anpeta npodaxkn  GpanbCUPULMPOBAHHBIX NEKAPCTBEHHbLIX  CPeACTs,
Hea06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB U KOHTPAadaKTHbIX N1EKAPCTBEHHbIX CPEACTB;

(n. 2.1 BBeaeH ®eanepanbHbiM 3aKOHOM OT 27.12.2018 N 511-d3)

2.2) npoBeaeHMe KOHTPOIbHbIX 3aKYMNOK B LieNsX NpoBepKun cobaoaeHmnsa cybbektamm obpalieHus
JIeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAIWMMMN PO3HUYHYIO TOPrOB/IO NEKAPCTBEHHbIMU MpenapaTamu
AN BETEPUHAPHOrO MPUMEHEHMA, NPaBUA  HaANexalen anTeyHoM NPaKTUKU NIeKapCTBEHHbIX
npenapatoB A1 BETEPUHAPHOrO MNPUMEHEHMA U (MnKn) 3anpeta npodarku ¢anbcudUUMpPOBaHHbIX
JIEKapCTBEHHbIX CPeACTB, HeA0OPOKAYECTBEHHbLIX JIEKAPCTBEHHbIX CPeACTB M KOHTpadaKTHbIX
JIeKapCTBEHHbIX CPEACTB;

(n. 2.2 BBegeH deaepanbHbiM 3akoHoM oT 02.08.2019 N 297-93)

3) opraHusaumio 1 npoBegeHne GapMakoHaA30pa;

4) npumeHeHWe B nopsaaKe, YCTaHOBNEHHOM 3aKoHoZaTenbcTBOM Poccuiickolt depgepaumm, mep
MO MPECEYEHUIO BbIAB/JEHHbIX HapyleHU o0b6s3aTesbHbIX TpeboBaHM U (MM)  yCTPaHEHUto
NocneacTBUA TaKMX HapyLUeHWI, B TOM 4YWUCNEe MPUHATUE PELUEHWA O HAXOMKAEHUU NeKapCTBEHHbIX
cpefcTts B 06palleHnmn, Bblgady npeanncaHnini 06 ycTpaHeHUU BbiABAEHHbBIX HAPYLUEeHUI 06Aa3aTebHbIX
TpeboBaHMUIt U NPUBEYEHNE K OTBETCTBEHHOCTM /1ML, COBEPLUMBLLMX TAKME HAPYLLUEHUA.
(yacTb 4 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

5. ®epepanbHbiii rocyAapcTBEHHbIM Haa3op B chepe obpaweHUa NEeKapCTBEHHbIX CPEeACTB
OCyLLeCTBNAETCA B NOpAAKe, ycTaHOBAeHHOM ®PeaepanbHbiM 3aKOHOM OT 26 aekabpa 2008 roaa N 294-
®3 "O 3awuTe npas LPUIUYECKUX UL, U UHOMBUAYANbHBIX NpegnpuHUMaTEeNen NPU OCYLLECTBAEHUN
rocyapCTBEHHOTO KOHTpOAA (Hagsopa) M MyHMUMMNANAbHOTrO KOHTpoAa", € y4eTom OCOBEHHOCTEN,
YCTQHOB/MIEHHbIX HacToAWen cTaTben. [lpeaBapuTeNbHOE COrnacoBaHWe C OpraHamMu MPOKypaTypbl
CPOKOB MPOBeAEHUs BHEMNAHOBOW NPOBEPKU CYyOBEKTOB 06paLLEHMA IEKAPCTBEHHbIX CPEACTB, a TaKKe
npeagsapuTenbHoe yBegoOM/IEHNE IOPULNYECKUX NUL, UHOMBUAYANbHbBIX NpegnpuHUMaTene o Hayane
nposeaeHua 3Tol npoBepku He TpebyetcA. OpraHbl NPOKypaTypbl W3BELAOTCA O MPOBEAEHUU
BHEM/IaHOBOM MpPOBepKM cybbeKToB 0bpalleHnAa NeKapCTBEHHbIX CPeACTB NMOCPEACTBOM HanpasBaeHUA
COOTBETCTBYIOLLMX AOKYMEHTOB B TeYeHWe Tpex paboumx AHeN ¢ MOMEHTa OKOHYaHWA NpoBeAeHUs
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YKa3aHHOW BHEN/1IaHOBOW NPOBEPKMU.
(yacTb 5 B peq,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. [O/MKHOCTHble /iMUa OpraHa rocydapCTBEHHOro Had3opa B MNOPAAKE, YCTaHOBAEHHOM
3aKoHoaaTenbcTBOM Poccuitickoit degepauunm, MmetoT NpaBso:

1) nonyyaTb Ha OCHOBaHUM MOTUBUPOBAHHbLIX MUCbMEHHbIX 3aNpPOCOB OT CybbeKToB 0bpalleHua
NIEKAPCTBEHHbIX CPeAcTB, OPraHOB WMCMONHUTENbHOM BAactU cybbektoB Poccuiickoit depepaunm u
OpraHOB MECTHOro CaMoynpaBAeHUA AOKYMeHTbl W MHbOopmMauMio Mo Bonpocam obpalleHus
JNIEKAPCTBEHHbIX CPeACTB;

2) 6ecnpensaTCTBEHHO NO NpPeAbABAEHUN CAYKeBHOro YyAOCTOBEPEHMA M KOMMM MpuKasa
(pacnopsikeHuWs) opraHa rocyapcTBEHHOro HaA30pa O HasHaYeHUM NPOBEPKM NOCELLATb UCMNO/b3yeMble
IOPUANYECKUMU  NINLUAMW, WHOMBUAYANbHbIMU  NPEeANPUHUMATENAMM, ABASIOWMMAUCA CybbeKTamu
0bpalleHnA NeKapCTBEHHbIX CPeaCTB, MPU OCYLLECTBJAEHUU CBOEN AeATEeNbHOCTU TEPPUTOPUM, 34aHUA,
NOMELLLEHWA U COOPYIKEHUA B LieNIX NPOBeAeHNA MEPONPUATUIA MO KOHTPOAIO;

3) npoBoauTb 0T60pP 06Pa3LOB NEKAPCTBEHHbIX CPEACTB, NPeAHA3HAYeHHbIX 414 peannsaunm u
peanusyembix cybbeKkTamuM ob6palleHUAa JNeKapCTBEHHbIX CPeACTB, ANA MNPOBEPKM WX KayecTsa,
npoBeAeHWA WUCCef0BaHUK, WCMbITaHWA B COOTBETCTBMM C MpaBuaamu otbopa o06pasuos,
YCTaHOB/IEHHbIMM YNOAHOMOYEHHbIM deaepanbHbiM OpraHOM UCMOIHUTE/IbHOM BAACTH;

3.1) npoBOAWUTb KOHTPO/IbHbIE 3aKYMKW JIEKAPCTBEHHbIX MPEnapaTtoB A8 MeaULMHCKOro
NPMMEHEHUS B LENSX MNPOBEPKM cobatogeHua cybbekTamm obpalleHua NeKapCTBEHHbIX CPeAacTs,
OCYLLECTBNAOWMMMN  PO3HUYHYIO TOPrOB/IO JIEKAPCTBEHHbIMM Mpenapatamm  Ans  MeAULMHCKOro
NPUMeHeHUn, NPaBWU OTMNYCKa JIEKAPCTBEHHbIX MPEnapaToB 418 MeAUUMHCKOTo NpumeHeHusa 1 (uam)
3anpeta npodaxkm  GanbCMPULUMPOBAHHDLIX  IEKAPCTBEHHbIX  CPeacTB, HeAobpOKaYecTBEHHbIX
JIEKapPCTBEHHbIX CPEACTB M KOHTPadaKTHbIX N1EKAPCTBEHHbIX CPEACTB;

(n. 3.1 BBegeH deaepanbHbiM 3aKoHOM OT 27.12.2018 N 511-93)

3.2) nNpoBOAMTb KOHTPO/IbHblE 3aKYMKW JIEKAPCTBEHHbIX NpPenapaToB A/ BETePUHAPHOro
NPUMEHEHNA B LENAX MNPOBEPKU cobntofeHUA cybbekTamu obpalleHMa NeKapCTBEHHbIX CPEeACTs,
OCYLLECTBNAIOWMMMU  PO3HUYHYIO TOPFrOB/AKD JIEKAPCTBEHHLIMU Mpenapatamm ANnA BeTepPUHAPHOro
NPUMEHEHWA, TMpPaBW/  HaAa/exalen anTe4yHom MNpPaKTUKU  JIeKApPCTBEHHbIX MpenapaToB  AnA
BETEPUHAPHOIO MNPUMEHEHMA W (MAKM) 3anpeTa npofakun ¢anbCUPULMPOBAHHBIX JIEKAPCTBEHHbIX
cpefacTs, HeA06POKaYeCTBEHHbIX 1EKAPCTBEHHbIX CPEACTB U KOHTPadaKTHbIX IEKAaPCTBEHHbIX CPEACTB;
(n. 3.2 BBeaeH ®eaepanbHbiMm 3akoHOM oT 02.08.2019 N 297-d3)

4) BblgaBaTb cybbeKkTam 0OpaLLleHUs SIeKAPCTBEHHbIX CPEACTB MPEANUCAaHUA O MpeKpaLLeHUm
HapyleHuit ob6a3aTenbHbIXx TPeboBaHU U 06 yCTpaHEHUW BbIABAEHHbIX HapylweHUi 06A3aTeNbHbIX
TpeboBaHui;

5) HanpaBnATb B YNO/NHOMOYEHHble OpraHbl MaTepuanbl, CBA3aHHble C HapyLIEeHUSMU
0653aTeNbHbIX TPebOBaAHWUA, AN PELUeHUs BONPOCOB O BO3OY)KAEHMM Yro/IOBHbIX Aes NO MpPU3HaKam
npecTyniaeHun.

7. Bbl60p0‘-leIV1 KOHTPO/Ib Ka4yeCTBa /IEKAPCTBEHHbIX CpeaACTB OCyLWeCcTBNAAETCA YNO/THOMOYEHHbIM
d)EAepaﬂbelM OopraHoOm WCMNOJIHUTE/IbHOM BNacTU B YCTaHOB/Z1IEHHOM MM NOpPALKE N BK/IIOYAET B cebs:

1) 0bpaboTKy cBegeHMN, B 06s3aTENIbHOM NOpPsAAKe NPenoCcTaBAfseMbIXx cybbekTamu obpalteHus
NeKapCTBEHHbIX CPeAcTB, O Cepusax, NapTUAX NEKAPCTBEHHbIX CPEACTB, NMOCTYMAOWMX B MPaXKAAHCKMUMA
obopoT B Poccuiickon deaepaumm;

2) oT6op 06pa3LLOB NEKAPCTBEHHbIX CPEACTB Y CY6BbEKTOB 06palleHNa NeKapCTBEHHbIX CpeacTs B
Lenax NpoBeAeHNA UCMbITaHMIN Ha MX COOTBETCTBME TpebOoBaHMAM HOPMATMBHOMN AOKYMEHTaUMU UM
HOPMaTMBHbIX JOKYMEHTOB;
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3) NPUHATME NO pPe3yaibTaTam NpoBeaeHHbIX WUCNbITaHWUM peweHna o ,u,aaneﬁLueM rpaxXKgaHCKom
o6op0Te COOTBETCTBYHOLLEIO /1IEKAaPCTBEHHOIO CpeacTBea,

4) NpuHATME YNOJAHOMOYEHHbIM denepasibHbIM OPraHOM MCMONHUTENbHOW BAACTU PeLleHna o
nepesBoAe SIeKapCTBEHHOTO CPEACTBA Ha NOCEPUMHBIN BbIGOPOYHbIA KOHTPO/Ib KaYecTBa SIeKaPCTBEHHbIX
CpeAcTB B C/y4ae MOBTOPHOTO BbIABAEHUA HECOOTBETCTBMA KayecTBa JIEKAPCTBEHHOIO CpeAacTBa
YCTAHOB/IEHHbIM TpeboBaHMsm W (NpM HeobxoAMMOCTM) O nNpoBepKke cybbeKTa obpalleHua
JIeKapCTBEHHbIX cpeacTB. Pacxoabl, cBA3aHHbIe C NMPOBeAEHMEM NOCEPUIHOIO BbIBOPOYHOrO KOHTPO/IA
KayecTBa JIeKapCTBEHHbIX CPeACTB, OMMAaYMBaAlOTCA MPOU3BOAUTENIEM JIEKAPCTBEHHOIO CpeacTBa AMbo
OeprKaTenem uav BlagenbLem perncTpaLMoHHOIo yA0CTOBEPEHMSA JIEKAapPCTBEHHOTO Npenapara.

(yactb 7 BBeaeHa PegepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

nasa 5. PASPABOTKA, AOK/IMHNYECKUE NCCNEAOBAHUA
JIEKAPCTBEHHbIX CPEACTB, A TAKXE KTMHUYECKUE UCCNTIEAOBAHUA
NNEKAPCTBEHHbIX NMPEMAPATOB A/11 BETEPUHAPHOIO NPUMEHEHUA

Cratba 10. Pa3paboTKa 1eKapCTBEHHbIX CPeacTB

1. Pa3paboTKa /leKapCTBEHHbIX CPEeACTB BK/OYaeT B cebs MOMCK HOBbIX (apMaKoiorMyecku
aKTUBHbIX BELLEeCTB, Moc/AedylolWee WU3yYeHWe WX JIEKAPCTBEHHbIX CBOWMCTB, [AOKAMHUYECKUE
nccnenoBaHuaA, paspaboTKy TexHoorMin npoussoacTBa GapmMaLeBTUYECKUX CybCTaHUmMi, paspaboTky
COCTaBOB M TEXHO/I0MMIA NPOM3BOACTBA JIEKAPCTBEHHbIX NPEnapaTos.

2. duHaHcoBOoe obecneyeHne pa3paboTKN NEeKapPCTBEHHbIX CPEACTB OCYLLLECTBAAETCA 3a CYeT:
1) cpeacTts denepanbHOro broaxeTa;
2) cpeacTB pa3paboTUMKOB IEKAPCTBEHHbIX CPEACTB;

3) cpeacTB npousBoAMTENEN  NEKAPCTBEHHbLIX CPeACTB  NPW  BbINOJHEHUW  Hay4HO-
nccneaoBaTenbCkuMx  paboT No  [0roBopy Mexay paspaboTyMKom  IeKapCTBEHHbIX CPeacTB U
npou3BoguUTENEM IEKAaPCTBEHHbIX CPeACTB;

4) MHbIX He 3anpeLleHHbIX 3aKoHo4aTeNbCTBOM Poccuiickoit deagepalimm UCTOYHUKOB.

3. MNpasa pa3paboTumka NIeKapCTBEHHOro cpeacTtsa OXpaHAlTCA rpaXKa4aHCKNUM
3aKOHOAATe/IbCTBOM.

Cratba 11. [JOKnnHMYecKoe uccneaoBaHue NEKAapCTBEHHOro cpeacrsa ANA MeAULMHCKOro
npumeHeHus

1. [loKAMHMYECKoe UCCneaoBaHWe IEKapCTBEHHOMO CPEACTBA AN MEAULMHCKOTo NpUMeHeHus
NpoBOAMTCA MyTEM MPUMEHEHMS Hay4HbIX METOOO0B OLEHOK B LENAX MOAy4eHMs [O0Ka3aTenbCTs
6e30nacHOCTH, KayecTsa U 3pOEKTUBHOCTU 1eKapCTBEHHOTO CPeACTBa.

2. [JOKAMHMYECKOe UCCnefoBaHWE NIeKapCTBEHHOro cpeacTBa ANA MeAUUMHCKOro MpuMeHeHus
NPOBOAMTCA B COOTBETCTBUM C MpaBMAaMM Hagnexallei nNabopaTopHON MPAKTUKK, YTBEPMKAEHHbIMU
YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOHUTENIbHOM BAACTH.

(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. Ana OopraHnsaunMn n nposegeHnAa OAOKINHUYECKOro nccanengoBaHnA NeKapCcrtBeHHOro cpeacrsa
ana MmeguumHCKOro npnmeHeHuA paBpa6OT‘-IMKM NEKapPCTBEHHbLIX CPeACTB MOTYT NPUBAEKATb HAY4YHO-
nccnegoBartesibCkMe opraHmn3auum, o6pasoBaTeanble OopraHnsauunun BbiClLEro 06pa3OBaHMFI, mnmeruwme
HEO6XOLI,I/IN\YI-O MaTepUnaaibHO-TEXHUYECKYIO 6a3y n KBaJ'IVId)I/ILI,VIIOOBaHHbIX cneunanncTos B
COOTBGTCTBWOLLI,EVI obnactu ncecnenoBaHuA.
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(8 pea. PegepanbHoro 3akoHa ot 02.07.2013 N 185-93)

4. [loKNnnHN4YecKoe uccneaoBaHue NEeKapCTBEHHOrNo cpeacrtsa AnA mMmegunumHCKOro npmmeHeHuA
nposoanTCA nNO YyTBEPXKAEHHOMY pa3pa6OT‘-IMKOM NEeKapCTBeHHOro cpeacrtsa nMnJjaHy C BeAeHUEM
NMPOTOKO/1a 3TOro nccneaoBaHMA U COCTaB/IEHMEM OTYETA, B KOTOPOM COAEepXKaTCA pe3y/ibTaTbl 3TOro
ncenegoBaHMA M 3aKilO4eHME O BO3MOXKHOCTM npoBeaeHuA  KAMHUYECKOro  unccneanoBaHuA
NNEKapPCTBEHHOrO npenaparta Ana megnumnHCKoro npuMmeHeHuA.

5. lMpoBeaeHne npoBepoK cobnodeHMA npaBua Hagnexallen nabopaTopHON MNPaKTUKU U
NpPaBoOBbIX HOPM WCMO/Ib30BAHMA KMBOTHbIX MPU MNPOBELEHMU AOKAMHUYECKUX WUCCAeLO0BAHWUM
NIEKapCTBEHHbIX CPeACTB A1 MEeAMUMHCKOrO MNPUMEHEHMA OCYLLECTBASETCA  YNOAHOMOYEHHbIM
denepanbHbIM OPraHOM UCMOTHUTENBHOM BIACTHU.

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

6. Pe3ynbTaTbl QOKJAMHMYECKOrO WCCEA0BaHUA /IEKAPCTBEHHOrO CPeacTBa ANA MeAMLMHCKOro
NPMMEHEHMUA MOTYT 6biTb NPeACTaB/eHbl B YNOJHOMOYEHHbIN deaepanbHbli opraH UCNOAHUTENbHOM
B/J1aCTW B YCTAHOB/JIEHHOM NOPAAKE B LeIAX rocyAapCTBEHHOM perncTpaumnm 1eKapcTBeHHOro npenapara.

Cratba 12. [loKAMHMYECKOe wuccneaoBaHue NEeKapCTBEHHOIo cpeacrtea UM K/AUHUYECKOe
unccnepgosaHune NeKapCrBeHHOro npenapara A4n1Aa BeTepuHapHoOro npumeHeHua

1. [lOKNMHUYECKoe MCCnefoBaHUe IeKapcTBEHHOro CPeacTBa AN BETEPUHAPHOrO MpUMeEHeHMs
NpoBOAMTCA MyTEM MPUMEHEHMA HayyHbIX METOAOB OLEHOK B LenAxX MoAyvYeHUsa [0Ka3aTesbCcTs
6e30MacHOCTM, KavecTsa 1 3PEKTUBHOCTM SIeKaPCTBEHHOrO CPEACTBa, B TOM YMCe onpeaeneHuns CpoKa
€ro BblBEEHUA U3 OPraHU3Ma XXMBOTHOrO, B Lensax obecrneveHna 6e30NacHOCTM NPOAYKLNN KUBOTHOIO
MPOMCXOXAEHMA NOCAE MPUMEHEHMA COOTBETCTBYIOLLEro NEKapCTBEHHOrO Npenapara.

2. [loKAMHMYECKOe WCCNeaoBaHME NIeKapCTBEHHOTO CPeACTBa UM KAMHMYECKOe MucciedoBaHue
NeKapCTBEHHOrO Mpenaparta A48 BETePUMHApPHOro MPUMEHeHus, uccnenoBaHue GUO3KBMBAIEHTHOCTM
YKa3aHHOro JIeKapCTBEHHOro npenapaTta NpPoOBOAATCA B COOTBETCTBUM C NMPaBUNaMM, YTBEPHKAEHHbIMM
YMOAHOMOYEHHbIM defepanbHbIM OPraHOM UCMOJTHUTE/IbHOM BAACTM.

3. JOoKnMHnYecKkoe uccnepoBaHMe NeKApPCTBEHHOro CpeacTsa WM KAMHWYeCKoe wuccaegoBaHue
NNEKaApPCTBEHHOIo npenapata A4ANA BETEPUHAPHOINO MNPUMEHEHUA NnpoBoOAATCA MO YTBEPXAEHHOMY
pa3pa6OTHMKOM NEKapCTBEHHOrIo cpeacrtesa naaHy C BeAeHUMEM MPOTOKO/10B 3TUX MCCﬂeAOBaHMﬁ n
COCTaB/1IeHMEM OTHETOB, B KOTOPbIX COAEPHKATCA pe3yibTaTbl 3TUX VICC}'IeLI,OBaHMﬁ.

4. 0na opraHM3aLmMm U NPoBeAEHUA LOKINHUYECKOTO UCC/IeA0BaHUA IEKAPCTBEHHOIO CPEACTBa U
K/MHUYECKOTO  MCC/IeJ0BaHUA  JIEKAapPCTBEHHOro npenapaTta A/ BETEePUMHAPHOro  NPUMeHeHun
pa3paboTumK NIeKapCTBEHHOTO CPEACTBA MOMKET MPWBJ/IEKATb OpraHM3auuu, MMerolme Heobxoaumyto
MaTepuanbHO-TEXHUYECKYIO 6a3sy M KBanUPUUMPOBAHHbIX CNELMaNMCTOB B COOTBETCTBYIOWEN obnactu
nccaeoBaHuA.

5. KnnHunyeckme mnccnepoBaHMA NeKapCTBEHHbIX NpenapaToB 414 BeTePMHAPHOro npumeHeHuA
nposoaATCA B BETEPUMHAPHbLIX OpPraHn3aumAax M B OpraHnsauunAax, OCYLWEeCTBAAOWMKUX pa3BedeHue,
BblpallnBaHNe U cogepaHne XXNBOTHbIX, B LLenAx:

1) YCTaHOB/IEHMA NEPEHOCUMOCTUN NEKAPCTBEHHbIX NPENnapaTosB 340P0BbIMU XKNBOTHbIMU;

2) no,u,60pa ONTUMa/IbHbIX AO03MPOBOK JIEKAPCTBEHHbLIX MNPENapaToB U KypCa /e4YeHUA Ha
KOHKpETHOI‘/Ji rpynne XmnBOTHbIX C onpeaeneHHbImMm 3360ﬂeBaHMeM,‘

3) yctaHoBneHuss  6e3onacHOCTM U 3PEKTUBHOCTM  JIeKAapCTBEHHOTO  Mpenapara,
npegHasHauYeHHOro A/1A JleYeHMs onpefenieHHbIX 3ab60seBaHUiA MUBOTHbIX, WAU 3DPEKTUBHOCTU
JleKapcTBEHHOTO NpenapaTa Ans NpoduNaKkTUKK 3a601eBaHNI 340POBbIX XKUBOTHbIX;
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4) n3yyeHUA BO3MOKHOCTEM pPaCLIMPEHMS MOKa3aHWA K MPUMEHEHUIO 3aperMcTpupoBaHHOro
JleKapCcTBEHHOTO NpenapaTa 1 BbiiBIeHNA paHee HEeN3BECTHbIX MOBOYHbIX AeNCTBUA.

6. KnnHunyeckoe uccneposaHue NEKApPCTBEHHOrNo npenapata AnA BETEPUHAPHOIo nNpMMeHeHUA
OCyLWLEeCTB/IAETCA 3a CHET CpeacTs pa3pa60TqMKa NEKapPCTBEHHOIO CpeacTea.

7. OtueTbl O pesynbTaTax [AOKJAMHUYECKOrO WCCAeA0BaHMA JIEKapCTBEHHOTO CpeacTsa W
K/MHUYECKOTO  MCCe0BaHUA JIEKapCTBEHHOro npenapata A/ BETEPMHAPHOrO  NMPUMEHeHUA
COCTaB/AOTCA Pa3paboTYNKOM NEKAPCTBEHHOIO CPEACTBA C YY4ETOM 3aK/IOYEHMIA opraHusaumi,
NPUHNUMaBLLMX y4acTUe B OpraHmn3aumm 1 nposeaeHNn 3TUX UCCe0BaHNA.

8. KoHTponb 3a npoBegeHMEM [OOKANMHUYECKUX WCCNeAOBaHMN NeKapCTBEHHbIX CpPeacTB W
KNAMHUYECKMX MUCCNeOoBaHMMA  NIEKAPCTBEHHbIX MNpPenapaToB AAs  BETEPUHAPHOro  NpPUMEHeHus
OCYLLECTBASETCA YNONHOMOYEHHbIM deaepanbHbIM OPraHOM UCMOIHUTENbHOM BNaCTU.

Mnasa 6. OCYLLECTB/IEHUE FOCYAAPCTBEHHOM PETUCTPALUU
NEKAPCTBEHHDbIX MPEMNAPATOB

CraTtba 13. FlocyaapcTBeHHaA perncTpauma NeKapcTBeHHbIX NpenapaTos
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

KoHcynbTaHTlAOC: NpMeYaHme.

Lonyckaetca NpMMeHeHMe B MeAMUMHCKUX Lenax He 3apernctpupoBaHHbix B PP nekapcTBeHHbIX
npenapaToB, COAEPKALMX HAPKOTUYECKME CPEeACTBA UAM NCUXOTPOMHbIE BELLECTBA, BBE3EHHbIX B PP
B COOTBETCTBUM Cc Y. 3.1 cT. 47 gaHHOro aoKymeHTa (n. 8 c1. 3 ®3 01 27.12.2019 N 475-93).

1. B Poccuiickon Pepepaunn oonycKatoTcA NPOM3BOACTBO, M3roTOBEHUE, XPaHEHME, MEPEBO3Ka,
B8B03 B Poccuiickyto Pepepaumio, BbiBo3 U3 Poccuiickor Pepepaunn, peknama, OTNyCcK, peannsaumsa,
nepefaya, NpUMMEHEHWe, YHUUTOXKEHWE NEeKAaPCTBEHHbIX NPenapaTtoB, eCc/iM OHWM 3apPerncTpupoBaHbl
COOTBETCTBYHOLUM YNOJHOMOYEHHbIM PpefepanbHbiM OPraHOM UCNONIHUTEIbHOM BACTU.
(yacTb 1 B peq. depepanbHoro 3akoHa ot 13.07.2015 N 241-93)

2. FocyAapCTBEHHOM perncTpaLmmn nogerar:

1) Bce nekapcTBeHHblE MpenapaTbl, BNepsble NoAsexKaliMe BBoAy B obpalleHue B Poccuiickoi
depepauny;

2) NekapcTBeHHble NpenapaTtbl, 3aperucTpUpPOBaHHble paHee, HO NpPOu3BeAeHHble B APYrux
NeKkapcTBeHHbIX GOpMax B COOTBETCTBMM C NepeyHem HaUMMEHOBAHMUIN NeKapCTBEHHbIX opm, B HOBOM
A03MPOBKe NPW A0Ka3aTebCTBE ee KAMHUYECKON 3HAYMMOCTU 1 3GPEKTUBHOCTH;

3) HoBble KOMBUHALMM 3aPErUCTPUPOBAHHbIX PaHee IeKapCTBEHHbIX NpenapaTos.

3. FocyAapcTBEHHAA PErucTpaLmMsa NEKAPCTBEHHbIX NMPEnapaToB OCYLLECTBAAETCA MO pe3y/ibTaTam
3KCMepPTM3bl JIEKAPCTBEHHbIX CPEACTB, @ FOCYAAPCTBEHHAA PerucTpaums opdaHHbIX NeKapCTBEHHbIX
npenapaTtoB OCYLWECTBAAETCA MO pe3ynbTaTaM 3KCNepTu3bl [AOKYMEHTOB, TMPeACTaBAEHHbIX ANf
onpeaeneHna BO3MOMKHOCTM  PacCMaTPUBATb JIEKAPCTBEHHbIM npenapaT A1A  MeAUULMHCKOro
NPUMEHEHWUA NpPU  OCYLLECTB/IEHWM TOCYAAPCTBEHHOM peructpauum B  KayectBe Op¢daHHOTO
JleKapcTBEHHOTO NpenapaTa, U Mo pe3y/bTaTaM 3KCMepTU3bl IEKAPCTBEHHbIX CPEACTB.

4, locygapcTBeHHan peructpauma NeKapCTBEHHOroO npenapara ocyLecTeaseTca
COOTBETCTBYIOWMM YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM MWCMONHUTENbHOM BAAcTU B CPOK, He
NpeBbIWAoWWA cTa Wwectnaecatn paboumx gHeil Co AHA MPUHATUA COOTBETCTBYHOLLETO 3aAB/EHUA O
rocyAapCTBEHHOW perncrpaumm NeKkapcTBEHHOro npenapaTta. B yKasaHHbIA CPOK BK/OYAETCA Bpems,
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HeobxoaMmoe A/1a NOBTOPHOrO NPOBeAEHMA SKCNEPTU3bI IEKAPCTBEHHOMO CPeaCcTBa B COOTBETCTBMU CO
ctatbel 25 Hactoswero deaepanbHOro 3akoHa. CpoK rocyAapCTBEHHOM PErncTpaunm nekapcTBeHHOro
npenapata MCUYUCNAETCA CO AHA MPUHATMA COOTBETCTBYIOLIMM YMNOAHOMOYEHHbIM deaepanbHbim
OpraHOM WCMOJIHUTE/IbHOW BNACTU COOTBETCTBYIOLLErO 3asiBAEHMA O TOCYAAPCTBEHHOM perncrpauum
JIEKapCTBEHHOrO npenapata C MNPUIOKEHUEM HEObXOAMMbIX OOKYMEHTOB MO AeHb BblAauu
pPernmcTpauMoHHOro YyAOCTOBEPEHUS JIEKAapCTBEHHOro npenapaTta. Bpemsa, Heobxoamumoe ans
HanpaB/ieHMA YMNO/JIHOMOYEHHbIM deaepanbHbIM OPraHOM WCMOJIHUTENbHOM BAAcTUM  3anpoca o
npeacTaBieHUM HeobX0ANMMBIX MaTePUANOB U NPeaCcTaBAeHUA 3asBUTENEM OTBETA HA AaHHbIM 3anpoc B
COOTBETCTBMM CO cTaTbamu 16, 19 m 23 HactoAwero deaepaNbHOro 3aKOHA, He Y4YUTbIBAETCA Npu
NCYNCNEHMM CPOKA rOCYAaPCTBEHHOMN PErncTpaLmMmn A1eKapcTBEHHOro npenapara.

5. FocynapcTBEHHOM perucTpaumm He noasiekat:

1) nekapcTBeHHble npenapaTbl, U3rOTOB/IEHHbIE aMNTEYHbIMM OPraHM3aUMAMM, BETEPUHAPHbIMMU
anTeYHbIMM OpPraHM3aUMAMU, UHAMBUAYANbHBIMU NPEANPUHUMATENAMM, KOTOPLIE UMEIOT NINLLEH3MIO Ha
bapMmaLEeBTUYECKYIO AeATeNIbHOCTb, MO peuenTaM Ha NeKapCTBEHHble npenapatbl M TpeboBaHUAM
MeANUNHCKUX OpraHM3auUnii, BETEPUHAPHbIX OpPraHM3aLmii;

2) NeKapCTBeHHble MpenapaTbl, NpPUOBpPeTeHHble GU3NYECKUMW NMLAMKW 33  Npegenammu
Poccuiickolt depepaumm n npeaHasHauyeHHble g1 IMYHOTO UCMO/1Ib30BaHMS;

3) nekapcTBeHHble npenapaTbl, BBO3MMble B Poccuiickyio Pegepaumio Ana  OKasaHuA
MEANLMHCKON MOMOLLM MO >KM3HEHHbIM MOKa3aHUAM KOHKPETHOro nauuMeHTa Ha OCHOBaHUU
paspelleHms, BblAaHHOIO YNOIHOMOYEHHbIM deepasibHbIM OpraHoOM UCMOAHUTENbHON BNACTK;

4) nekapcTBeHHble CpPe/ACTBa, BBO3MMble B Poccuitickylo ®enepaumio Ha OCHOBaHMM BblAAaHHOIO
YMNOSIHOMOYEHHbIM pefepasbHbIM OPraHOM UCMOIHUTE/IbHOMN BNACTU paspeLleHns v npeaHasHauyeHHble
ONA NPOBEAEHUA KAMHUYECKMX WCCNeAOoBaHMI JIeKapCTBEHHbIX npenapatos M (Mau) nposeaeHuMA
IKCMEepPTU3bl  NIEKAPCTBEHHbIX CPeACTB  ANA  OCYLLECTBAEHMA  rocyfapCTBEHHOM  perncrpauuu
NeKapCTBEHHbIX NPenapaTos;

5) bapmaueBTUYecKme cybcTaHUmK;

6) paguodapmaLeBTUYECKUE NEKAPCTBEHHbIE NMpenapaTbl, U3roTOBAEHHbIE HEMOCPEeACTBEHHO B
MEANUMHCKUX OpraHM3aumax B NMopaaKe, YCTaHOBAEHHOM YMONHOMOYEHHbIM deaepanbHbIM OpraHOM
WCMOJIHUTE/IbHOM BNacTy;

7) nekapcTBeHHble NpenapaTtbl, NPOU3BOAUMbIE A1 SKCMOpPTa.
6. He gonycKaeTtca rocyaapcTBeHHaa permcrTpauus:

1) NEKAPCTBEHHbLIX MPENapaToB, OT/IUYAOWKUXCA Apyr OT Apyra KayeCTBEHHbIM COCTaBOM
AGVICTBVEOU.LMX BeuwecTts, No4 OANHAKOBbIM TOProBbiM HaMMEHOBaHNEM;

2) 0AHOro /IeKapCTBEHHOro npenaparta, NPeAcTaBAeHHOro Ha rocyAapCTBEHHYIO Perucrpaumio B
OTHOLLEHMM OAHOrO U TOTO Xe JepXaTenda WAW BnafesblLa PerncTpaumoHHOro yA0CTOBEpEeHUs
NIeKapCcTBEHHOrO npenaparta B BuAe ABYX M 6o/iee NeKapCTBEHHbIX NPenapaTtoB Moj, Pas/iMyHbIMM
TOProBbIMM HAMMEHOBaHUAMM.

(n. 2 B pea. ®epepanbHoro 3akoHa ot 04.06.2018 N 140-03)

7. Mo 3anpocy (B 31eKTPOHHOW dopme MAM Ha BymaxkHOM HocuTene) cybbekTa obpaleHun
NEeKapcTBEHHbIX  CPeACTB  COOTBETCTBYIOWMM  YNOJHOMOYEHHbIM  dpeaepanbHbIM — OpraHoOM
WCMONHUTENbHOW  BAAcTW, OCYLECTBAAIOWMM TOCYAAPCTBEHHYIO PErncTpaumio  IeKapcTBEHHbIX
npenapaTtoB, B YCTaHOB/JEHHOM WM MOPAAKE OCYLLECTBAAETCA Hay4yHOe KOHCY/NbTUpPOBaHWE Mo
BOMPOCAM, CBA3aHHbIM C NPOBEAEHNEM AOKAMHUYECKMX UCCNEAO0BAHWUIA, KAUHUYECKUX UCCAeLoBaHUiA
NeKapCcTBEHHbIX MPEenapaToB, 3KCMepTU3bl KayecTBa J/IEKApPCTBEHHbIX CpeacTB, 3ODEKTUBHOCTU U
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6€30MacHOCTM, C OCYLLEeCTBNIEHMEM FOCYAAPCTBEHHON perncTpaummM J1eKapCcTBEHHbIX MNpPenapaTos.
KOHCYyNIbTMpPOBaHWE OCYLLECTBAAETCA C MpuBaevyeHnem denepanbHbIX FrOCyAapCTBEHHbIX OHOAMKETHbIX
yuYperKaeHUn, noasefoMCTBEHHbIX AaHHOMY deaepanbHOMY OpraHy WMCNOAHWUTENbHOW BAAcTM U He
YYaCTBYIOLWMX B OpraHM3auMyM NpoBeLEeHUA IKCMEPTM3bl KauyecTBa JIEKAPCTBEHHbIX CPEACTB B LENAx
OCYLLECTBNEHNA WX TOCYLAPCTBEHHOM perucTpaumm B COOTBETCTBMM CO CTaTbel 16 HacToAwero
depnepanbHOro 3aKoHa, B BUAE OTBETA B MUCbMEHHOM dopMe yNnoaHOMOYEHHOTo denepasbHOro opraHa
WCNONHUTENbHOM BNACTM Ha 3anpoc. Pasmep B3MMaeMol C 3asaBUTeNs NaaTbl onpenenseTcA B
COOTBETCTBUMM C 3aKOHOAaTenbCTBOM Poccuitickont depepaumm 06 opraHusaumMm npepocTaBieHUA
rOCYAapCTBEHHbIX W MYHMUMNANbHbIX  ycayr. WHPopmauma 06  OCylWecTBAEHMM  Hay4vyHOro
KOHCY/IbTUPOBaHMA, B TOM 4YuMcae cTaTbM, 0630pbl, CNPaBOYHble MATePUANbl U MHaAA MHPopmMaLma 06
OCYLLECTB/IEHWMM  HAYYHOTO  KOHCY/bTUPOBAHWA,  pa3smellaeTcA Ha  oduumanbHOM  caiiTe
YNOAHOMOYEHHOTo denepasibHOro opraHa MCNONHUTENbHON BAacTK B ceTn "UHTepHeT" ¢ cobaoaeHmnem
OrPaHMYEHUI, YCTAHOBNEHHbIX 3aKOHOAATENIbCTBOM O MEPCOHaNbHbIX AAHHbIX, KOMMepYecKon u (uan)
rocyapcTBeHHOM TalHe.

8. FocynapCcTBEHHAA PerucTpauma NeKapcTBEHHbIX MPenapaTos, KOTOpble npegHasHayeHbl AAs
NPUMEHEHNA B YCNOBUAX BOEHHbIX [AENCTBMIA, 4pe3BblyalHbIX CUTyauuid, npeaynpexaeHus
ypesBblYalHbIX CUTYaAUNI, NPOPUAAKTUKM U nedveHna 3aboneBaHui, NpeacTaBAAIOWMX ONACHOCTb ANS
OKpY)KatoLwmx, 3aboneBaHUIt 1 NOPaKEHUI, NONYYEHHDbIX B pe3y/ibTaTe BO3AENCTBUA HEONAronpuATHbIX
XMMMYECKUX, BUONOrMYECKMX, PaaMaLMOHHbIX GAKTOPOB, M KoTopble paspaboTaHbl B TOM 4yucae Mo
3ajaHuto depepasibHbIX OPraHOB WMCMOJIHUTENbHOM BNACTWU, YNOJHOMOYEHHbIX B 061acTM 0BOpPOHbI
CTpaHbl M 6€30MacCHOCTM roCcyAapPCTBa, OCYLLECTBAAETCA B NOPSAKe, YCTaHOBAEHHOM [1paBUTENbCTBOM
Poccuiickoin Pepepaunn.

(yacTb 8 B peq. depepanbHoro 3akoHa ot 01.04.2020 N 98-d3)

CtaTtba 14. NPUHLMNbI 3KCNepTU3bl IEKAPCTBEHHDbIX CPEACTB
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. DKcnepTu3a /IeKapCTBEHHbIX CPEACTB OCHOBbLIBAETCA Ha NPUHLMMAX 3aKOHHOCTU, cobatoaeHus
npae u cBoboA YenoBEKa M rpakAaHWHa, Mpas PUAMYECKOro AuUa, HEe3aBMCMMOCTM 3KCnepTa,
06bEKTUBHOCTM, BCECTOPOHHOCTM WM MOJMIHOTbI WCCAeA0BaHMIA, MPOBOAMMBIX C WCMO/b30BaHWEM
COBPEMEHHbIX [AOCTUMMEHMIN HayKM M TEXHUKM, OTBETCTBEHHOCTM ¢eaepasibHOro rocyaapcTBEHHOrO
BIOAMKETHOTO YUYpeXAeHUA Mo MPOBEeAEHMIO 3KCNEePTMU3bl /IEKAPCTBEHHbIX CPEACTB M 3KCNepToB 3a
npoBeAeHMe 1 KayecTBO 3KCMepPTU3bl.

2. 3KCI'IepTM3a NeKapCTBEHHbIX NpenapaTtos AnAa megnumnHCKoro npumeHeHmnAa BKl0O4aEeT B cebs:

1) 9KCNEPTU3y OOKYMEHTOB, NpencTtaBaeHHbIX ANnA onpegeneHnAa BO3MOXXHOCTU pPaCCMaTpuBaTb
/'IeKapCTBEHHbIﬁ npenapatr gna MeanumnHCKOro npmMmMeHeHuAa npu ocCcylecTtBieHUU FOCVAapCTBeHHOVI
perncTtpaunmn B Ka4ecrtsee Opd)aHHOFO NEeKapCTBEHHOro npenapara,

2) 3KCNepTM3y NPeasioKeHHbIX MeTOL0B KOHTPO/IA KauecTBa IeKapCTBEHHOMO CPeaCcTBa M KayecTea
npeacTaBNeHHbIX 06pasLLOB NEKAPCTBEHHOTO CPeACTBA C MCMO/b30BaHWEM 3TUMX MeTodoB (nanee -
3KCMepTM3a KauecTBa IEKAapPCTBEHHOTO CPeACTBaA);

3) 3KCNepTn3dy OTHOWEHWNA ommp,aemoﬁ nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
NEKapPCTBEHHOTIO nNpenaparta,

4) 3KcnepTv3y PerucTpaumoHHOrOo A0Cbe Ha NIeKapCTBEHHbLIA MpenapaTt B LEeAax onpeaesneHun
B3aMMO3aMEHAEMOCTUN IEKAPCTBEHHbIX NPEnapaToB Ana MeAULMHCKOTO NPUMEHEHMA.
(n. 4 BBeaeH depepanbHbIM 3aKOHOM 0T 27.12.2019 N 475-03)

3. 3KCI'IepTVI3a NEKAPCTBEHHbIX MPENapaTtoB 4/14 BETEPUHAPHOIoO NpPpMMeHeHUA BK/IKOYAET B cebs
9KCNEepPTn3y KayectBa /NEKAPCTBEHHOINo cCpencrea M 3KCNEPTU3y OTHOLWIEHUA OMMABEMOﬁ nonb3bl K
BO3MOXHOMY PUCKY NPUMEHEHNA IEKAPCTBEHHOIO Npenaparta.
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Cratba 15. ®depepanbHoe rocypapcTtBeHHoe 6loAXKeTHoe yupexaeHue No NpoBeAeHUlo
3KCNepTU3bl JIEKAPCTBEHHDbIX CPEACTB

JKCnepTM3a NeKapCcTBEHHbIX CPEACTB NpoBoAMTCA dedepabHbiM rocyAapcTBEHHbIM BOAKETHLIM
YUYpEKAEHMEM COOTBETCTBYHOLLENO YNONHOMOYEHHOTO deaepasbHOro opraHa UCMOAHUTENBHOM BNACTH,
CO3ZaHHbIM Ana obecneyeHuss UCMOJHEHUS MOJIHOMOYMI 3TOro ¢deaepanbHOro opraHa Mo Bblgade
paspelleHnit Ha NpoBeAeHUE KAUHWYECKMX UCCNeAO0BaHWM NeKapCTBEHHbIX MpenapaTtos M (uau) no
rocyfapCTBEHHOW PErncTpaLmnmn 1eKapcTBEHHbIX NPENapaToB (Aasnee - IKCNepTHOE yUYpeKaeHue).

CratbA 16. OpraHusaumsa NnpoBeaeHUA 3KCNepPTU3bl IEKAPCTBEHHbIX CPeACTB
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KcrnepTu3a /IeKapCTBEHHbIX CPeACTB MNPOBOAMTCA KOMWCCMEW 3KCMEPTOB 3KCMEPTHOro
yUpeAeHuns, HasHaYeHHON ero pyKoBOAMTE/IeM, Ha OCHOBaHMM 334aHUA Ha NpoBedeHME SKCMepTU3bl
NIeKapCTBEHHOIO CPEeACTBa, BblAAHHOMO YMOJHOMOYEHHbIM deaepanbHbIM OPraHOM WMCMNOHUTEIbHOM
BA1ACTU. PyKOBOAMUTE b IKCMEPTHOTO yupexaeHua obecneymBaeT Hagnexallee nposeaeHne sKcnepTusbl
NleKapCTBEHHbIX CPeACTB B COOTBETCTBMM C 3aAaHWEM, BblAaHHbIM YMNOJHOMOYEHHbIM deaepasnbHbIM
OpraHoOM UCMONHUTENbHOWN BAACTU, U OpraHM3yeT NOAroTOBKY CBOAHOMO 3aK/oueHna 3To Komuccun. B
COCTaB 3TON KOMMCCUM MO pPeLLeHNI0 PYKOBOANUTENA SKCMEPTHOrO yUYpexaeHNA MOryT BbiTb BKAOYEHbI B
KayecTBe 3KCNepToB AnLa, He paboTatlolime B JaHHOM 3KCNEePTHOM YYpeXKaeHUN, ecin UX cneumanbHble
3HaHMA HeobXxoAMMbl ANA NPOBEAEHMA 3KCNepPTU3bl W TaKMe 3SKCMepTbl OTCYTCTBYIOT B AaHHOM
3KCMNEPTHOM yupeskaeHUu.

2. DKCMepTOM MO MNPOBEAEHMIO SKCMEepPTU3bl IEKAPCTBEHHbIX CPeACTB ABAAETCA aTTeCTOBaHHbIN
pPabOTHUK SKCMEPTHOrO YyYpexkaeHWs, KOTOpblid MMeeT Bbicllee MeauUMHCKoe, dapmaleBTUYecKoe,
6uonornyeckoe, BeTepmMHapHoe Uan Xummudeckoe obpasoBaHMe U NPOBOANT SKCNEPTU3Y JIeKapCTBEHHbIX
CPeAacCTB B MOPAAKE UCMONHEHMA CBOUX AO/MKHOCTHbIX 06A3aHHOCTEN (aanee - akcnepT).

3. MNpun NpoBeAeHMM IKCNEePTU3bI IEKAPCTBEHHbIX CPEACTB SKCNEePT HE MOXKET HaXOAUTLCA B KaKOM-
NMBO 3aBUCMMOCTU OT ANLLA, HAa3HAYMBLLErO 3Ty KCMepTM3y, pa3paboTumKa SeKapCcTBEHHOro cpeacTea
WAN APYTUX 3aMHTEPECOBAHHBIX B pe3y/ibTaTax IKCNepTU3bl UL,

4. Mpn nNpoBeAeHUM 3SKCNEepTM3bl NIEKAPCTBEHHbIX CPeACTB He AonycKkaetcs uctpeboBaTb Y
3anButens nMbo WHbIX ML, MaTepuanbl, HeobxoAuMble ANnA NpoBeAeHUA 3KCnepTusbl. B cnydyae
HeAO0CTAaTOMHOCTM NPeACTaB/IEHHbIX 3KCMEPTYy MaTepuanoB ANA [AayMn 3aKAHOUYEHMA IKCNepT CTaBuT
BOMPOC O MpeacTaBAeHUM emy HeobxoAMMbIX MaTepuanoB nepen PYyKOBOAUTENEM 3SKCMEPTHOro
yupexxaeHus, KoTopblii 0bpallaeTca ¢ COOTBETCTBYHOLIMM 3aMpoOCOM B YNOJHOMOYEHHbIN deaepanbHbiit
OopraH WMCNONAHWUTENbHOM BAAacCTW, BblAaBLWIWIKA 33a4aHWEe HA MNpoBeAeHMe 3KCNEePTU3bl SIEKAPCTBEHHOIO
cpeacTea. YKasaHHbIn degepanbHbli OpraH UCNONHUTENIbHOM BNacTU B TeYeHUe NATU paboumnx gHen co
OHA NOCTYNAeHMA 3anpoca PYKOBOAUTENA SKCNEPTHOrO yUYpeXAeHUA HanpaBaseT 3aABMTE/0 3anpoc O
npeacTaBNeHUM HeobxoAnMbIX MaTepunanoBs. [JaHHbIl 3anNpoc MOXKET b6bITb NepeaaH yNnoaHOMOYEHHOMY
NpeAcTaBuUTEN0 3aABUTENA JIMMHO NOA, PACMUCKY, Hanpas/ieH MO Mno4yTe 3aKa3HbiM MUCbMOM WU
nepefaH B 3N1eKTPOHHON popme Mo TeIeKOMMYHMKALMOHHbIM KaHanam cBAsu. B cayyae HanpaBaeHus
[OAHHOro 3anpoca no noyTe 3akasHbIM NMUCbMOM OH CYMTAETCA NOJIYYEHHBIM MO UCTEYEHUN LLIECTUN OHEN C
[ATbl HANPaBAEHMA 3aKa3HOro NMCbMa.

(yacTb 4 B pea. PenepanbHoro 3akoHa oT 25.11.2013 N 317-93)

4.1. 3assutenb 0baA3aH npeacTtaBuTb OTBET HA 3anNpoC yNnoOJIHOMOYEHHOIo d)e,u,epaanoro OpraHa
WCNOIHUTENIbHOM BNacTu B CpPOK, He I'lpeBbILLIaIOUJ,Mﬁ AeBAHOCTa pa60qu ,a,Heﬁ CO AHA ero nony4vyeHwuA.
YNonHoMoYeHHbI d)ep,epaanblﬁ opraH WCMNOJIHUTENIbHOM BA1ACTW, BbI,CI,aBLUMﬁ 3adaHne Ha nposeaeHune
9KCNEPTU3bl NEKAPCTBEHHOIO CpeacTBa, B Te4dyeHuMe nATU pa60qu ,D,Hel71 CO AHA noctynaneHuma oT
3aABUTeENA OTBETa Ha lCI,aHHbIl\/"l 3anpocC HanpasaAeT TaKoM OTBeT B 9KCcnepTHOoe yuypexaeHune. B cnydvae
HenpeacrtasBaeHnAa nNo ncre4yeHmMnM AOeBAHOCTA pa60qu I,CI,H(El\/‘i 3aABUTENEM OTBETA Ha AaHHbIVI 3anpoc
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YNOJHOMOYEHHbIN defepasibHbl OpraH UCMOMHUTENBHOM BNACTU, BblAABLUMI 3a4aHMe Ha NpoBegeHue
3KCMNepPTU3bl JIEKAPCTBEHHOIO CPeACcTBa, B TeyeHue NATM pabouymx AHEen HanpasideT B 3KcCnepTHoe
yypergeHue yBeAOMIEHNE O HENPeaCTaB/NIEHUN 3aABUTE/IEM OTBETA Ha 3anpoC YKAa3aHHOro opraHa.
Bpema co AHA HanpaB/ieHMA 3anMpoca 3KCMNEPTHOrO y4YpeXKAeHUs B YNOJIHOMOYEHHbIM deaepanbHblit
OpraH UCMNOSIHUTENbHOW BAACTU A0 AHA NOAYYEHUSA SKCNEPTHbIM yuYperKAeHWeM OTBETa Ha 3anpoc Mau
YBEAOMNEHUA O HENpeacTaBNeHMW OTBeTa Ha 3anpoC He Y4YMTbIBAaeTCA MNpPU MCYMCAEHUMU CPOKa
npoBeAEeHMA SKCMEPTU3bl IEKAPCTBEHHOTO CPEACTBa.

(yacTb 4.1 BBeaeHa PeaepanbHbiM 3akoHoM oT 25.11.2013 N 317-93)

4.2. Echn B cocTaBe PerncTpauMoHHOro A0Cbe Ha JIEKAapPCTBEHHbIN NpenapaTt Ana meauuuHCKoro
NPUMEHEHNA COLEPXKUTCA NpeaycMOTpeHHasa cTaTben 18, yactbto 1.1 ctateum 30 u cTatben 34
HacTosawero ®eaepasbHOr0 3aKOHA KOMWA pPEeLIeHMA YNOJHOMOYEHHOro ¢enepanbHOro opraHa
WCNOSIHUTENbHON BNACTU O MPOBEAEHMU MHCMEKTUPOBAHMA MPOU3BOAUTENA NIEKAPCTBEHHbIX CPEACTB,
aKcnepTy A0 0POpPMNEHUA pPe3ynbTaToB IKCMEPTU3bl JIEKAPCTBEHHOrO CPeacTBa NpenocTaBAAeTcA B
nopsaKke WM Ha yCN0BMAX, KOTOpble MNpesycMOTpeHbl YactaAmum 4 u 4.3 HacToAwer cTaTbW, Konwus
3aK/I0YEHMA O COOTBETCTBUW NPOM3BOAMTENA NEKAPCTBEHHbIX CpeacTs TpeboBaHWAM MpasBuA
Hag/eXKallelr NPoOu3BOACTBEHHOW MPAKTUKKU, BblAAHHOMO YNOJHOMOYEHHbIM ¢denepanbHbIM OpraHoOM
NCNOSIHUTENbHOW BNacTw.

(yacTb 4.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

4.3. 3anaBuUTeNnb 0653aH NpPeaCcTaBUTb B YNOJHOMOYEHHbIN defepasnbHbii OpraH UCNOSHUTENbHOM
B/1IACTU KOMWIO 3aK/IIOYEHUS O COOTBETCTBMM MPOU3BOAUTENS JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM
npaBuN HaafexKallei NpPou3BOACTBEHHON MPAKTUKM B CPOK, HE MpeBbllAWMIM cTa BOCbMUAECATU
pabounx gHel co AHA MOJIYyYEeHUs 3anpoca O ee NPeAoCTaB/eHUU. YNONAHOMOYEHHbIN deaepanbHbii
OpraH WCMOJHUTENbHOW BNACTW, BbIAABLIWMIA 3afaHME Ha MNPOBEAEHME 3KCMEepTM3bl NEeKAPCTBEHHOrO
CpencTBa, B TeyeHMe nATU pabouymx AHEW CO AHA MOCTYNAEHWs OT 3aABMTENA KOMUU 3aKAYeHMA O
COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbLIX CpeacTs  TpeboBaHMAM NpaBuA  Haafexallen
NpPon3BOACTBEHHOW MPAKTUKM, HAMNPaBASAET ee B IKCMEPTHOe yypexaeHue. B cnyyae HenpeacTasaeHus
3aABUTE/IEM B YKA3aHHbIN CPOK KOMUM 3aK/HOYEHMA O COOTBETCTBMWU MPOU3BOAUTENA JIEKAPCTBEHHbIX
cpencte  TpeboBaHMAM NpaBWUA  Hagaexaleh NpoM3BOACTBEHHON MPAKTUKM  YNOAHOMOYEHHbIN
denepanbHblit OpraH MCNONAHUTENIbHON BAAcTM, BblAABLWIMWA 3afZaHMe Ha NpPOBeAeHWE 3SKCNepTusbl
JIeKapCTBEHHOMO CpeacTBa, B TeyeHWe MNATU paboumx AHeN HanpaBaseT B 3KCNEPTHOE yupeneHue
yBe4OMNIEHNE O HenpeacTaBfEHUN 3asBUTENEM KOMWUW 3aK/IOYEHUA O COOTBETCTBMM NpoM3BOAMUTENA
JIeKapCTBEHHbIX CPeacTB TpeboBaHMAM NPaBMA HagAeXKalleh NPomM3BOACTBEHHOM NPAKTUKKU. Bpema co
OHS HanpaBfeHMA 3anpoca 3KCNepPTHOro Yy4ypex[eHua B YNOJIHOMOYEHHbIN ¢deaepanbHbld opraH
WUCNONIHUTENbHON BAACTU A0 AHA MOJYYEeHUS SKCNEPTHbIM YUYPEKAEHUEM KOMUU 3aKAOYEHUA O
COOTBETCTBUM MPOU3BOAUTENA  NIEKAPCTBEHHbLIX CpeAcTB TpeboBaHWAM NpaBuA  HaAJ/exallein
NPOU3BOACTBEHHON MNPAKTUKNU WAU YBEAOMJIEHUA O €e HenpeacTaB/lieHUN He Yy4YuTbIBaeTcAa npwu
NCYMCNIEHUM CPOKA NPOBEAEHMNS SKCNEPTMU3bl IEKAPCTBEHHOTO CpeacTBa.

(yacTb 4.3 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

5. DKcnepT nNpuv NpoBeAeHWM MOPYYEHHOM emMy PYKOBOAMTE/NEM 3KCNEpPTHOro y4yperKaeHus
3KCMepPTM3bl IEKAPCTBEHHOTO CPeacTBa 0653aH:

1) npoBecth nojsiHoeE wuccnenoBaHue npeacrtaB/IEHHbIX €My O6'beKTOB, maTepmanos, AOaTb
obocHOBaHHOE M OOBEKTMBHOE 3aK/loYeHWe MO MOCTaB/AEHHbIM nepeg Hum BOnNpoCam WM
MOTUBMPOBAHHOE 3aK/lo4YeHNE O HEBO3MOXKHOCTKM nMnpoBeaeHUA UM 3SKCNEePTU3bl NEKAPCTBEHHOIO
cpeactea, eCain NoCTaB/1EHHbIE BOMPOCHI BbIXOAAT 3a npeaesibl cneunaabHbIX 3HAHWM 9KCNnepTa, 06bEKTbI
MCCIIE,CI,OBBHI/II?I N MmaTtepuanbl HENPUTroaHbl X HEAOCTATOYHbI ON1A NpoBeAEHUA MCCﬂeAOBaHMﬁ n gayun
3aKaYeHna nnbo COBpEMeHHbIﬁ YPOBEHb PAa3BUTUA HAYKMN HE MO3BOJSIAET OTBETUTb HA MOCTAaB/IEHHbIE
BOMPOCHI;

2) He pasrnawarb CBeAeHMWA, KOTOpble CTa/iM eMy U3BECTHbl B CBA3W C NPOBeAeHUEM 3KCNepTU3bI
NeKapCcTBEHHOTO CPEACTBA, a TaK¥Ke CBeAeHWA, COCTaBAAIoLME roCyAapCTBEHHYIO, KOMMEPYECKYIO UK
MHYIO OXPaHAEMYIO 3aKOHOM TallHy;
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3) obecneunTb COXPaHHOCTb NPeaCcTaBAeHHbIX OOBEKTOB UCCNeL0BaHUIN U MaTepPUanos.
6. OKcnepT He BNpase:

1) npoBOAMTbL 3KCNEPTU3Y NIEKAPCTBEHHOIo cpeacTBa Mo 06palLeHU0 HEMOCPEeACTBEHHO K HEMY
opraHmMsaunit unm GU3NYECKUX NnL;

2) camocToATeNnbHO cobupatb MmaTepuanbl ANA MNPOBEAEHUA IKCMEepPTU3bl 1IeKapCTBEHHOMO
cpeacTBa;

3) NpPoBOANTb IKCNEPTU3Y NIEKAPCTBEHHOIO CPpeacTBa B Ka4eCTBe HEroCcy4apCTBEHHOTO 3KCNEPTA.

7. B cnyyae HeobXxoAMMOCTM 3KCMepT BMpaBe Xo4aTalcTBOBaTb Nepes  pPyKoBogutenem
3KCMEPTHOTO YUYpPEXLEHUA O NPUB/IEYEHMM K MNPOBEAEHMIO 3KCMEepTU3bl JIEKAPCTBEHHOro CPeacTBa
APYrvX 3KCNepToB.

8. KarKablil 3KCnepT, BXOAALLMIA B COCTaB KOMMCCMM SKCMEPTOB, KOTOPOWN MOpy4eHOo nposeaeHue
3KCMepTM3bl NIEKAPCTBEHHOIO CPeAcTBa, HE3aBUMCMMO M CaMOCTOATE/NbHO MNPOBOAMUT UCC/eAOoBaHMS,
OLUEHMBAET pPe3y/bTaTbl, MONYYEHHbIE UM IMYHO M APYrMMM SKCNepTamun, n GOpPMyanpyeT BbiBOAbI
OTHOCWTE/IbHO MOCTaB/IEHHbIX BOMPOCOB B NpeAenax CBOMX CreLmanbHbiX 3HaHUA.

9. PesynbTaTbl 3KCNEPTU3bl 1IEKAPCTBEHHOIO cpeacTBa O0GOPMAAIOTCA 3aKNOUEHUEM KOMMCCUM
3KCMepToB. B 3aK/I0YEHUM KOMMCCUM 3SKCMEPTOB YKa3blBAlOTCA nepedyeHb WUCCAeaoBaHuiA, 06bem
NPoBeAEHHbIX KaKAbIM 3KCNEPTOM WCCNeAOoBaHWUA, YCTAHOB/EHHble KaXAbiM W3 HUX GakTbl U
cAenNaHHble B pesynbTaTe MCCAeA0oBaHWI BbiBOAbl. JKCMEpT, MHEHMEe KOTOpOoro He coBsnagaeT c
peleHMeM KOMWUCCMM 3KCMepToB, BMpaBe BbIPasuTb CBOE MHeHMe B NUCbMEHHOM ¢opme, KoTopoe
Npu1obLLAaeTCcs K 3aKAH0HEHNI0O KOMUCCUIN SKCNEpPTOB.

10. 3KcnepTbl, BXOAALLIME B COCTaB KOMWCCUWM, Npeaynpexaatotca ob OTBETCTBEHHOCTM B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccumitickoli Pesepaumm 3a Aadvy 3aKAOUYEHUA, COAEPKALLEro
HeobOCHOBaHHble UK $aNbCUPULIMPOBAHHDBIE BbIBOAbI, O YEM OHM A4AIOT NOAMMUCKY.

11. OnpegeneHune ypoBHA NpodeccMoHanbHOM NOAFOTOBKM 3KCNEPTOB M aTTecTauma UX Ha NpaBo
NnpoBeAeHUA 3KCNepTU3bl SIEKAPCTBEHHbIX CPEACTB OCYLLECTBAAOTCA 3KCMEePTHO-KBAIUGOUKALMOHHBIMM
KOMWUCCUMAMM B MOpPAAKe, YCTaHOB/NEHHOM COOTBETCTBYIOLWMM YNOJAHOMOYEHHbIM denepanbHbIm
OpraHoOM WCMNONHUTENbHOW BAacTU. YpoBeHb NpodeccMoHaNbHON MOAFOTOBKM 3KCNEPTOB MOANENMUT
nepecmoTpy YKa3aHHbIMU KOMUCCUAMU HE peXKe Yem OANH pPa3 B NATb /IeT.

12. Mpasuna npoBefeHUs 3KCMepTM3bl JIEKAPCTBEHHbIX CPEACTB U OCODEHHOCTM 3KCMepTu3bl
OTAENbHbIX BWOOB JIEKAPCTBEHHbIX nNpenapaToB (pedepeHTHbIX JIeKAapPCTBEHHbIX MPEenapaTos,
BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MNPENapaToB, OMONOIMYECKUX NEKAPCTBEHHbIX MNPENapaTos,
6uoaHanoroBbix (6MOMNOAO6HbLIX) NEKapCTBEHHbIX NpenapaTtoB (6uMoaHanoros), romeonaTUYECKUX
JIeKAPCTBEHHbIX NPENApPaToOB, JIEKAPCTBEHHbIX PACTUTENbHbIX NPENAPATOB, KOMOUHALMIA TEKAPCTBEHHbIX
npenapatos), ¢GOPMbl 3aKNOYEHUI KOMMUCCUMM IKCNEPTOB YCTaHAB/AMBAOTCA COOTBETCTBYIOLLMM
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHOM UCMOHUTENIbHOW BIACTM.

(yactb 12 B pea. deaepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratba 17. TMopaya M paccmoTpeHMe 3afaBJ€HMA O T[OCYAapCTBEHHOM perucrpauuu
JNIeKapCTBEHHOrO npenapara AJ/11 BeTepMHAPHOro NpMMeHeHus
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona rocyfapCTBEHHOW perncTpauuv JIeKapCTBEHHOro npenapata A48  BeTepUHapHOro
NPMMeHeHWA pPa3paboTyMK TaKOro JIeKapCTBEHHOro Mpenapata WauM YrNoJIHOMOYEHHOoe UM Apyroe
lopuanYecKkoe AMLO (Janee B HacCTosALEN CTaTbe - 3afBUTE/b) MpPeACTaBAseT B YNOJHOMOYEHHbIV
denepanbHbIi OpraH WCMOJIHUTENIbHOM BAACTU, OCYLLECTBAAIOWMA FOCYAaPCTBEHHYIO PErucTpaumio
NeKapCcTBEHHbIX MNpenapaTtoB A/1A BEeTePUHAPHOTO MNPUMEHEHWUA, B 3/NEKTPOHHOW dopme WAM Ha
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6YMa)'KHOM HOCuUTene 3aABsieHUE O I'OCV,CI,apCTBeHHOf/‘I perncrpaunn nekapCrtBeHHOro npenaparta A4anA
BETEPUHAPHOrIo npuMeHeHuA, a TaKXe B nopAagke, YCTaHOB/ZIEHHOM COOTBETCTBYHOLLUNM
YNO/THOMOYEHHbIM d)ep,epaanblM OopraHom NCNONHUTENIbHON BNacCtn, B 3HEKTp0HHOf/'1 d)opme W Ha
6YMa)-KHOM HOocuTtene HEO6XOAVIMbIe AOKYMEHTbI, U3 KOTOPbIX d)OpMVIpyeTCH perncrpaunoHHoe aocbe
Ha IIEKapCTBEHHbIﬁ npenapart anAa BeETEPUHAPHOro NnpuMmeHeHUA.

2. B 3aAB/IeHNN O rOCYAapCTBEHHOM PerncTpaumm 1eKapcTBEHHOro Npenapara 4/11 BeTepuHapHOro
NPMMEHEHUA YKa3blBatOTCA:

1) HaumeHOBaHMe M agpec 3anaBUTeNns, paspaboTiMKka M NPOU3BOAUTENS JIEKAaPCTBEHHOrO
npenapata AN8 BeTEPUHAPHOrO MPUMEHEHMA W ajpec MecTa OCyLlecTB/lieHMA npou3BoACTBa
NNIeKapCTBEHHOrNo npenapata AaAa BETEPUHAPHOrNro npmmeHeHuAa (B Cnydyae Hananyma HeCKONbKUX
Y4YaCTHMKOB npoLiecca Npomn3BoOACTBa HEOBXOANMMO YKa3aTb KaXKA4oro 13 Hux);

2) HaMmeHOBaHMe  /IeKapCTBEHHOro npenapata A4A  BETEPUHAPHOIO  MPUMEHEHUs
(MexxayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNUPOBOYHOE, WAM  XMMUYEecKoe W Toprosoe
HaMMeHOoBaHuA);

3) nepeyvyeHb ﬂ,eVICTByIOU.LMX M BCNOMOraTe/IbHbIX BELWECTB, BXOA4ALWNX B COCTAaB J1IEKAPCTBEHHOIO
npenaparta 4aAa BETEPUHAPHOIoO NpUMeEHEHUA, C YKa3aHNEM KOTMYECTBA KaXXa0ro U3 HuX;

4) neKkapcTBeHHaa ¢opma, [A03UPOBKa, cCnocobbl BBEAEHMA U MPUMEHEHUs, CPOK FOAHOCTU
JIeKapCcTBEHHOro NpenapaTa 4158 BeTepUHAPHOro NPUMeHeHNs;

5) dapmaKoTepaneBTUYecKan rpynna;

6) He0bX04MMOCTb MPUMEHEHUA YCKOPEHHOW NpoLeaypbl S3KCNEPTU3bl IEKAPCTBEHHbIX CPEACTB B
LeNsax rocy4apcTBEHHOM perncTpaLmm ekapcTBeHHOro Npenapara;

7) KONMM AOKYMEHTOB, NOATBEPHKAAOLLMX YNNATY rOCYAaPCTBEHHOW NOWAUHBI:

a) 3a NpoBeAeHWe IKCMepTU3bl KayecTBa JIEKAPCTBEHHOrO CPEeACTBa W 3KCMEpPTU3bl OTHOLLEHMUSA
OXMAAEMOW MO/b3bl K BO3MOMKHOMY PWUCKY NPUMEHEHUS JIEKAPCTBEHHOrO npenapaTta A/
BETEPUHAPHOro NPMMEHEHMA NPU Ero rocyAapCcTBEHHOM perncTpaumm;

6) 3a Bbl4auYy PErMCTPALMOHHOIO YA0CTOBEPEHMSA IeKaPCTBEHHOMO NpenapaTa;

8) Hanuume cornacuaA, NPeayCMOTPEHHOrO 4YacTblo 7 HacToAwel CcTaTbM, €CM C MOMEHTa
pernctpaunmn pedepeHTHOro ieKapcTBEHHOro npenapata 4/1a BEeTePMHAPHOTO MPUMEHEHUA MNPOLLO
MeHee YeM LecTb NeT.

(8 pea. PepgepanbHoro 3akoHa ot 13.07.2015 N 241-93)

3. PerncrpaumoHHOe A0Cbe B LEeNAX SKCNepTU3bl IeKapcTBEHHOro npenapata 419 BeTEPUHAPHOro
npumMmeHeHUa GoPMUPYETCA U3 CeayoWmMX JOKYMEHTOB N CBEAEHUN:
(B pen,. PegepanbHOro 3akoHa ot 27.12.2019 N 478-93)

1) cBegeHWA 0 AaTe NpPeAoCTaBAEHUA U PErUCTPALMOHHOM HOMEpPE JIMLEH3UN Ha MPOU3BOACTBO
NeKapCTBEHHbIX CPEeACTB, MPeAoCTaB/IeHHOW MNPOU3BOAMUTENIO PErUCTPUPYEMOrO JIEKAPCTBEHHOTO
npenapara 418 BeTepUHapHOro NPUMEHEHNA, ANA POCCUMCKMX NPOn3BoaUTENEN;

(8 pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-03)

2) cBegeHMA 0 AaTe NpefoCTaB/EHUA U PErUCTPALMOHHOM HOMEPE NINLEH3UM HA NPOU3BOACTBO
JIEKAPCTBEHHbIX CPEACTB, MNPeAOCTaBNEHHOW npousBoauTento  dapmaLeBTUYECKOM cybCcTaHLmM,
BXOAALLEN B COCTAB PErMCTPUPYEMOrO JIeKapCTBEHHOIO MpenapaTta A1A BETEPUHAPHOTO NPUMEHEHWUS,
ONA POCCUNCKNX NPOU3BOANUTENEN;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)
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2.1) KonuAa AOKYMeHTa, BblAAHHOIO YNO/NHOMOYEHHbIM OPraHOM CTpaHbl Mpou3BOAUTENs ANA
Ka)K4ol NpoOu3BOACTBEHHOM NIOWAAKM  PErucTpMpyemMoro JIeKapCTBEHHOro npenapaTa  Ans
BETEPUHAPHOIO NMPUMEHEHUA M MNOATBEP)KAAIOLWEro COOTBETCTBME NPOWU3BOAMTENA NIeKapCTBEHHOro
npenapata TpeboBaHMAM NpPaBMA Hagiexalwel NpPou3BOACTBEHHOM MNPaKTUKM, M ero nepesoj Ha
PYCCKUI A3blK, 3aBEePEeHHble B YCTAHOB/AEHHOM MOpAAKe, a TaKXe KONWUA 3aKAloUYeHUAa O COOTBETCTBUU
Npoun3BOAUTENA NeKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBuUA Hagnexaleld npou3BoACTBEHHOM
NPaKTUKK, BbIAAHHOTO YMNOJIHOMOYEHHbIM defepanbHbiM OpPraHomM WUCNOJIHUTENbHOW BAacTU Ans
Ka)K4ol NpoOu3BOACTBEHHOM NIOWAAKM  PErucTpMpyemoro JIeKapcTBeHHOro npenapata ANnA
BETEPUHAPHOro NPUMeEHeHNA, IMBO KONUA peLleHus o NpoBeaeHUN UHCNEKTUPOBaHMA NPoU3BoaUTENA
JIeKapCTBEHHbIX CPe/CTB, MPUHATOrO YNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCNOAHUTENbHOWN
BN1ACTU ANS KaXKA0W NPOU3BOACTBEHHON M/IOWAAKM PErMCTPUPYEMOTrO IEKapCTBEHHONO npenaparta Ans
BETEepPMHAPHOro NpMMeHeHUs. YKasaHHble JOKYMEHTbl NpeacTaBAsAoTCA B C/y4Yae, ecin Npou3BOACTBO
JIeKapCTBEHHOIO NpenapaTta ocyLWwecTBAseTCca 3a npegenamm Poccuiickoit degepauymy;

(n. 2.1 BBeaeH depepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3)

2.2) Konua [OKYMEHTa, BblAaHHOIO YMNOJIHOMOYEHHbIM OPraHOM CTpaHbl MPOU3BOAUTENS
dapmaueBTnyecKkomn cybcTaHumm n NoATBEPKAAIOLLETO COOTBETCTBUE npousBoanTens
dapmaueBTMUECKON CybCTaHUMKM, BXOAALWEN B COCTaB PErMCTPUPYEMOro NIeKapCTBEHHOrO npenapara
ONs BETEPUHAPHOIO NPUMEHeHUs, TPeboBaHUAM NPaBUA HageKalllel NPOU3BOACTBEHHOM NPAKTUKK, U
€ro nepeBoj Ha PYCCKWUI A3bIK, 3aBEPEHHbIE B YCTAHOB/IEHHOM MOpPAAKE, B C/ly4ae, eCan NPou3BoACTBO
dapmaLueBTMUECKOM cybCcTaHLMK OCyLWecTBAAEeTCs 3a Npeaenammn Poccuiickon deaepauniy;

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

3) NpoOEKT HOPMAaTMBHOIO [AOKYMEHTa Ha JleKapCTBEHHbIA npenapaT Ana BeTepuHapHOro
NPUMEHEHUS;

4) NOKYMEHT, coAepallmn cneayoluyio MHdopmauuio o dapmaL,eBTMUYECKON cybCcTaHUUM Uau
dbapmaueBTUYECKUX CYBCTaHUMAX, BXOAALLMX B COCTaB JIEKapCTBEHHOrO npenaparta 418 BeTepUHapHOoro
npumeHeHunA:

a) HauMmeHoBaHWe dapmaLeBTMYEeCKOW CcybCcTaHUMKW, ee CTPyKTypa, oblime cBoicTBa (npu
rocyAapCTBEHHOW  perncrpaumMm  MMMYHOBMONOTMYECKMX  NIEKAPCTBEHHbIX  NpenapaToB  AAd
BETEPMHAPHOrO MPUMEHEHWNA NPEeACTaBAAOTCA CBeAeHMA O LITamMMe, BK/Yasa ero HaMmeHOBaHue,
MHPOPMaLMIO O MPOUCXOMKAEHUN, ETO CBOMCTBAX, XapPaKTEPUCTMKAX U MeCTe AeNOHUPOBAHUSA);

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) HaMmeHOBaHWe 1 aapec NPOU3BOAUTENS;

B) TEXHONOMMA NPON3BOACTBA C ONMCaHMEM CTaguil MPOU3BOACTBA U METOA0B KOHTPO/A Ha BCex
CTafusAX NPoOM3BOACTBa;

r) uHdpopmauma o npumecax (He npeacTaBAseTCA MpPU  FOCYAapCTBEHHOW perucrpauunm
MMMYHOBMON0rMYECKUX IeKapCTBEHHbIX NPenapaToBs A/1A BETePUHAPHOTO NPUMEHEHNA);
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

A) cneumdmKauma Ha bapmaLeBTUUECKY cybcTaHumio (He NpeacTaBAseTcA Npyu rocy4apcTBEHHOM
perncTpaunmn MMmyHo6bMoNOrMUYECKNX IeKaPCTBEHHbIX NPENapaToB AN BETEPUHAPHOrO NPUMEHEHUSA);
(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

e) OnncaHme meToankK KOHTPO/1IA Ka4eCTBa,

) pesynbTaTbl aHanusa cepuii papmaueBTUYeckon cybcTaHuuM (He npeacTasaAlTcA npu
rocyaapCTBEHHOW  perncrpaumMm  MMMYHOBMONOTMYECKMX  NIEKAPCTBEHHbIX  npenapaTos A4
BETEPUHAPHOrO NPUMEHEHMUSA);

(B pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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3) nepeyvyeHb CTaHAAPTHbIX 06p33LI,OB nnn BewecTts, UCNOJIb3yeMbIX NMPU OCYLLECTBNIEHUN KOHTPOA
Ka4ecCTBa;

M) ONMUCaHMe XapakKTepncTtmuk n CBOWCTB YNaKOBOYHbIX MaTePNaAIOB N YKYNMOPOYHbIX CPEeACTB;

K) QM4aHHble O CTabunbHOCTM (He npeacTaBAAlOTCA MNPW  TOCYAAPCTBEHHOM  perncrpaumu
MMMYHOBMONOTMYECKUX IEKAPCTBEHHbIX NMPenapaToB 419 BETEPUHAPHOIO NPUMEHeHUs);
(B pea,. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

J1) CPOK FrOZIHOCTU, YCNOBMA XPaHEHUS;

5) oTyeT 0 pe3synbTaTax [AOKJAMHUYECKOrO WCCNeA0BaHMA JIeKapCTBEHHOro cpeactsa  AnA
BETEPUHAPHOro MPMMEHEHUSA, BKAOYAIOWMIA ONUCaHMe MEeTOA0B onpeaeneHna OCTaTOUYHbIX KOMYecTs
OENCTBYIOLLErO BeLLeCTBa (AEWCTBYIOWMX BELLeCTB), AOCTUralowero (4ocCTMrarowmx) CcUcTeMHoro
KPOBOTOKa, B MPOAYKUMU KUBOTHOMO MPOUCXOXKAEHUA MNocne NpPUMEHEeHMsA TaKoro JieKapCTBeHHOro
CPe/CcTBa, a TaKKe AOKYyMeHTabHOoe NoATBepKAaeHNe (Baangauma) yKasaHHbIX MeToa0B;

(8 pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6) oTyeT O pe3synbTaTax KAMHWYECKOrO WCCAed0BaHWA JIEKapCTBEHHOro npenaparta Aad
BETEPUHAPHOr0 NPUMEHEHMA Y KaXKA0ro BUAA MMBOTHbIX, YKa3aHHbIX B UHCTPYKLMMW MO BETEPMHAPHOMY
NMPUMEHEHUIO;

7) nNPOEKT WHCTPYKUMM MO BETEPMHAPHOMY TMPUMEHEHUIO JIEKAapCTBEHHOro mnpenaparTa,
cofepKallei cneayolme ceeaeHns:

a) HauMmeHoOBaHMe  /IeKapCTBEHHOro  npenapaTa AAA  BeTepUHApHOro  NpumeHeHuA
(MexxayHapogHoe HenaTeHTOBaHHOE, WAM  TPYNNUPOBOYHOE, WAM  XMUMMUYECKoe W  Toprosoe
HaMMeHOoBaHuA);

6) NNeKapCTBEHHAA d)opN\a C YKasaHuem HAaMMEHOBAHUM W  KOJIMYECTBEHHOIO COCTaBa
,D,el‘/JICTByI-OLLI,VIX BeLllecCTB U Ka4eCTBEHHOro CoOCTaBa BCMNOMOraTe/1IbHbIX BELWECTB,

B) OnNMcaHMe BHEeLWHero B1Aa IeKapCTBEHHOro npenapaTta 414 BETePUHAPHOTO NPUMEHEHMS;

r) dapmakoTepaneBTMUECKas [pPynna JIEKAapCTBEHHOrO npenapata ANA  BETEPUHAPHOTrO
NPUMEHEHMA UM YKa3aHMe "rToMeonaTUYeCKNn NeKapPCTBEHHbIW Npenapat"”;

A)  dapmakogaMHammKa M dapMaKOKMHETMKa (33  ucKaodeHvem  papMaKOKUHETMKM
romeonaTUYecKMX JIeKapPCTBEHHbIX NPENapaToB M PacTUTE/bHbIX /IEKAPCTBEHHbIX NpPenapaToB) MK
onuncaHve MMMyHOBMONOTMYECKNX CBOMCTB IEKAPCTBEHHOTO Npenapara;

€) NoKasaHua 41A NPUMEHEHNn;
) NPOTMBONOKa3aHUA A1A NPUMEHEHUSA;
3) mepbl NPeLOCTOPOIKHOCTU NPU NPUMEHEHWUN;

M) YKa3aHne BO3MOXHOCTU U ocobeHHoCTelM npuUMeHeHnAa y 6epeMeHHbIX XUBOTHDbIX, Y XXUBOTHbIX
B nepunoa nNaktauunn, y nOTOMCTBa XUBOTHbIX;

K) pexmnm A0o3npoBaHnAa, cnocob BBeAeHNA U NPUMEHEHNA, NPU HeO6XOAMMOCTM BpemAa npmema
NEKAPCTBEHHOrIO Npenaparta AaAa BETEPUHAPHOIo NpuMeHeHunA, Npo4o0/1KUTENbHOCTb JIe4YEHUA;

I'I) BO3MOKHble no6oyHble ,D,EVICTBMFI, HeXXenaTtesibHble peakunmn npu NPUMEHEHUN
NNEKAPCTBEHHOrO nNpenaparta Aa1a BETEPUHAPHOIoO NpUMeHeHUA,;

M) CMMNTOMbI Nepeao3npoBKN, mepbl NO OKa3aHUO NOMOLUKM NPK Nnepeno3npoBKe;
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H) B3auMoAenCTBUE C APYTMMU NEKAPCTBEHHbIMM NpenapaTamu 1 (Mamn) Kopmamu;
0) popMbI BbINyCKa NE€KapCTBEHHOTO NpenapaTta 41 BeTePUHAPHOro NPUMeHeHus;

n) ykasaHue (npu HeobxoammMocTM) ocobeHHOCTel AeNCTBMA /IeKAapCTBEHHOrO npenapata Aanas
BETEpPMHaAPHOro NPUMEHEHMA NP NEePBOM NPUEMe AN NPU ero OTMEHE;

p) onucaHune (Npyn HeobxoaAMMOCTU) AeNCTBUIA cneunanmcTa B 061acTM BeTepuHapun, Bnasensla
KMBOTHOTO NpW MPOMNycKe npuema OAHOW WM HECKO/IbKMX 03 JIeKapCTBEHHOro npenapata Ans
BETEPUHAPHOIO NPUMEHEHMUS;

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

C) CPOK TOoAHOCTM W YKa3aHune Ha 3anpetr npumMmeHeHUA JNeKapCTBEHHOro npenaparta AnA
BETEPUHAPHOIo NpUMMeHeEHNA NO UCTEYEHNN CPOKa roAHOCTU;

T) YCNOBUA XpaHeHus;

y) yKasaHue Ha HeoBXOAMMOCTb XpaHeHMA /IeKapCTBEHHOro npenaparta A48 BeTepUHapHOro
NPUMMEHEeHUsA B MeCTax, HeZOCTYMHbIX A1 AeTei;

¢) ykasaHue (npu HeobXxoAMMOCTM) cneunanbHbiX Mmep NPeaoCTOPONKHOCTU MPU YHUUTOXKEHUU
HEeMCcnoIb30BaHHbIX 1IEKAPCTBEHHbIX NPENapaToB A5 BETEPUHAPHOTO NPUMEHEHUS;

X) CPOKN BO3MOKHOI0 NCNo1b30BaHNA NpoAyKUnn XMUBOTHOIO NPOUCXOKAOAEHUA NOCNe BBeAEHUA
KNBOTHOMY /IEKAPCTBEHHOIO NpenapaTta 414 BETEPUHAPHOIO NPUMEHEHWNA;

L) YCNOBMA OTNYCKa;

4) HaMMeHOBaHMA M ajpeca MPOM3BOACTBEHHbIX M/IOWAA0K NPOU3BOAMTENA /IEKAPCTBEHHOro
npenapara 4/1a BeTepnHapHOro NpUMeHeHuns;

W) HaMmeHOBaHWE, agpec OpraHM3auMu, YMNoJHOMOYEHHOW JepxaTenem WAW BAageNbLem
PErucTPaLMoOHHOrO YAOCTOBEPEHUSA JIeKAapPCTBEHHOrO MpenapaTa Ha NPUHATME MNpPEeTeH3ui oT
nortpeburens;

8) NpoeKTbl MaKeToB NEePBMYHOMN YNAKOBKM M BTOPUYHOW YNaKOBKM NEKApPCTBEHHOro npenapara
ONA BETEPMHAPHOIO NPUMEHEHNS;

9) cnepyowme cBeaeHNA O IeKapCTBEHHOM npenapare AnA BEeTePUHAPHOro NPpUMeEHeHUs:
a) onMcaHme 1 CoCTaB IEKAaPCTBEHHOTO NpenapaTa 4/19 BEeTEPUHAPHOIo NPUMEHEHUS;
6) onncaHune dpapmaueBTUYECKOW pa3paboTky;

B) OnMcaHWe npouecca NpoM3BOACTBA M €ro KOHTPOAA, NOANMCaHHOE B NOpAAKe, YCTaHOBAEHHOM
B COOTBETCTBMM C 4acTbio 1 HacToAlen cTaTby;
(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

r) onMcaHMe KOHTPOASA KPUTUYECKMX CTaAui NPOU3BOACTBA M MPOMEXKYTOYHOM NPOAYKLUMK,
noanvcaHHoe B NOpsAAKe, YyCTAHOB/IEHHOM B COOTBETCTBUM C YacTbto 1 HACTOALLEN CTaTby;
(B pen. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

LI,) HanmeHoBaHNA W ajpeca p33pa6OT‘-IMKa, Aepxarena uwan Bnagenbua perncTtpaumMoHHOro
yOO0CTOBEPEHNUA  N1EKAPCTBEHHOINO  npenaparta, MNpPoOM3BOACTBEHHbLIX NAOWAaAOK NpouU3BoaUTENA
NNEKAPCTBEHHOrO npenaparta 4aAa BETEPUHAPHOIo NpUMeHeHUA C YKa3daHnem CTa,CI,Mﬁ TEXHONOrM4YeCKoro
npouecca, OCywecTtBiAeMbIX Ha NPOMU3BOACTBEHHbIX MAOWaAKaX NpounsBoanUTENIA J1IEKapPCTBEHHOIO
npenaparta 4n1Aa BeETEPUHAPHOIro NpuMeHeEHUA;
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(B pea. PegepanbHbix 3akoHoB oT 13.07.2015 N 241-$3, o1 02.08.2019 N 297-3)
e) bapmaueBTUYEeCcKan COBMECTUMOCTb;
) MUKPOBUMONOrMYECKMEe XapaKTEPUCTUKY;
3) maTepuanbHbIii banaHc AN NPOU3BOACTBA CEPUU TOTOBOIO NPOAYKTA;
1) ONMCcCaHUE XapaKTePUCTUK U CBOMCTB YNaKOBOUYHbIX MaTEPNANOB U YKYNOPOUHbIX CPeACTB;
K) AOKYMeHTanbHOe noATBeprKaeHue (Bannaauns) NnpoLeccos 1 (M) X OLEHKa;

I'I) Tpe6OBaHVIF| K KayecCTtsy BCNOmMOraTtesibHbIX BellecTB (cemechKaT, CI'IeLI,VId)MKaLI,Mﬂ Ha
BCNnomorartesibHble BeWEeCTBa N UX O6OCHOBaHME),'

M) dHaIUTU4eCKne meToanKn, wucnosblyemble TMpn OCywecCcTBieHNMN KOHTPO/IA Ka4decCTBa
BCNOMOraTe/ibHbIX BELWECTB,

H) AOKYMEHTanbHOE NoATBEpPXKAeHWe (Bannaauma) aHaIMTUHECKUX METOAMK, UCMO/Ib3YEMbIX MNP
OCYLLECTBNEHMUM KOHTPOA KayecTBa BCNOMOraTe/ibHbIX BELLECTs;

0) MH(I)OpMaLI,Mﬂ 06 UCNONb30BaHMM BCMOMOraTeNbHbIX BewecTBs 4e/10BeEYECKOINoO U XMBOTHOIO
NPOUCXOXKAEHNA;

n) yTpatnn cuny. - PegepanbHbliii 3akoH ot 02.08.2019 N 297-93;

p) TpeboBaHMA K KayecTBy JIeKAapPCTBEHHOrO Mpenapata A4A BETEePUHAPHOIo MNPUMEHEHUs
(cepTnduKar, cneumdpuKauma Ha NeKapCTBEHHbIN NpenapaT U UX 06oCHOBaHME);

C) aHanUTUYeckMe METOAMKM, WCMONb3yemMble MpU  OCYLLECTBNEHUM KOHTPO/A KayecTea
NleKapcTBEHHOro npenapaTa A1 BETEPUHAPHOro NPUMEHEHNS;

T) AOKYMEHTa/ZIbHOE noATrBepxaeHue (BaJ'IMAaLI,MFl) dHaA/INUTUYECKNUX METOOUK, UCMNOJIb3yeEMbIX NMpU
OCyLLEeCTBNIEHNN KOHTPO/IA Ka4eCTBa /IEKAPCTBEHHOIO NpenapaTta AN1A BETEPUHAPHOIoO NpUMEHEHUA;

Y) OOKYMEHT, MOATBEP)KAAILWMIA KauyecTBO JIeKapCTBEHHOro npenapaTta Tpex MNPOMbILWIEHHbIX
cepuit (MPOTOKON aHanusa WM cepTudUKaAT aHanMs3a), ogHa cepua KOTOPOro AO/KHa coBnagaTb C
cepueit ob6pasua IeKapcTBEHHOro npenapara, NoAaHHOro Ha PerucTpaLmio;

) xapaKkTepucTnKa npumecen;

X) nepeyeHb CTaHAAPTHbIX 06PA3LLOB, MCMO/b3YEMbIX NPU OCYLLECTBAEHUN KOHTPONA KayecTBa
NleKapcTBEHHOTO NpenapaTa AN BETEPUHAPHOro NPUMEHEHUS;

Ll,) AaHHble O CTabunbHOCTU NNEKAPCTBEHHOrIO Npenaparta ANnAa BETEPUHAPHOIo NpuMeHeHuA,

10) Konua [OOKyMeHTa, cofeprKallero MHPopmauuio O Hanuumm muam ob OoTcyTCTBMM daKTOB
perncTpaunmn nekapcTBEHHOro Npenaparta 419 BETepUHAPHOro NpumMeHeHus 3a npeaenamm Poccuinckoit
depepauny;

11) cornacue B NUCbMEHHOM dopme, NPesyCMOTPEHHOE YacTbio 7 HacTosAWEelN CTaTbk, B C/yyae
perucTpauumn BocnpomsseeHHOro 1eKapCTBEHHOMO NPenapara;
(B pen. PegepanbHoro 3akoHa ot 13.07.2015 N 241-93)

12) KonuA [OKYMeHTa Ha pPYCCKOM f3blke, 3aBEPEHHOr0 B YCTaHOB/JEHHOM MOpPAAKe U
NOATBEPKAAIOWEro NPaBOMOYHOCTb 3anABNEHMA O FOCYAapCTBEHHOW PerucTpaumm NeKapcTBEeHHOro
npenapara 418 BeTepuHapHOro NpUMeHeHnn (40BEepPeHHOCTb);
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13) cBegeHMa O TOCYAAPCTBEHHOW pPernucrpauum  reHHo-UHXeHepHo-MoaudULMpPOBaAHHbIX
OpraHWM3MoB, MpefHa3HauYeHHbIX ANAA BbIMYCKa B OKpyKatowyo cpeay (npy rocyaapCTBeHHOM
pPerucTpaunm IeKapCTBEHHbIX MNPENapaTtoB A/lA BETEPUMHAPHOTO MPUMEHEHUA, MNOJYYEHHbIX C
NPMMEHEHNEM  TEHHO-UHXEHEPHO-MOANPUUMPOBAHHBIX OPraHM3MOB WM  COAEPMKALMX TaKue
OpraHu3mbl).

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

4. MNpu npoBeAeHMN YCKOPEHHOW npoueaypbl 3KCNEepTU3bl NEeKapCTBEHHOro npenapata Ana
BETEPUHAPHOrO NPMMEHEHUSA B LLENAX ero rocyAapCcTBEHHOM perncTpaumMm BMecTo otyeTa paspaboTyumka
O pe3ynbTaTax [AOKJMHUYECKOro WCCNeA0BaHUA JIEKapPCTBEHHOrO CpeacTBa A/ BeTepuHapHOro
NPMMEHEHUS MOXKeT ObiTb npeacTaBneH 0030p Hay4yHbIX PaboT O pesynbTaTax AOKJAMHUYECKOro
nccnenoBaHua pedepeHTHOro IeKapCTBEHHOMO NpenapaTta An1a BETepUHapHOro NPUMMEHEHUA, a BMecTo
OoTYyeTa O pe3y/sbTaTaX KJAMHWUYECKOro UCCAefoBaHMA NeKapCTBEHHOro npenapaTa A/1a BeTepUHapHOro
NPMMEHEHUss OTYeT O pe3ysbTaTax WcCcNeaoBaHUM  OUO3KBMBANEHTHOCTM  BOCMPOU3BEAEHHOIO
JIEKAaPCTBEHHOrO NpenapaTa A/18 BeTepPUHaPHOro NPUMEHeHus.

(yacTb 4 B pen. depepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. Ha 3KcneptMsy pasanyHbIX NEKAPCTBEHHbIX GOPM OAHOFO W TOro € NeKapCTBEHHOro
npenapata AnA BETEPUHAPHOIO MNPUMEHEHMA 3aABUTENb NPEeACTaBAAET OTAe/lbHble 3anABAEHUA U
perncTpaunoHHble A0CbE HA KaxKAayto IeKapcTBeHHYO ¢dopmy. MNpun ycnosmmn ogHOBPEMEHHOM Noaavn Ha
3KCMNEepPTU3y OAHOM /IeKapCTBEHHOW GOPMbl C Pas3IUYHLIMKU [03UPOBKOWN, KOHUEHTpauuen, obbemom
3aABMTENb NpPeacTaBAseT OAHO 3afAB/JEHME M PErnCTPaUMOHHOE [0Cbe C MNPUIOKEHUMEM MAKETOB
NepBUYHOM YNaKOBKN U BTOPMYHOM YNAaKOBKK. Ha maKkeTax NepBUYHOMN YNAaKOBKM M BTOPUYHOM YNAaKOBKMU
YKa3bIBaOTCA BCE NMPOU3BOAMMbBIE AO03UMPOBKM, KOHLLEHTPALUUKN, 06beMbl U KONMYECTBO A03 B YMNaKOBKe
JIEKapCTBEHHOrO NpenapaTa 41a BETEPMHAPHOIO NPUMEHEHMUA.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

6. B cnyvae HenpeacTaBieHMA C 3asBJEHUEM O FOCYAapPCTBEHHON PErncTpaLmmn NekapcTBEHHOIo
npenapaTta 419 BETEPUHAPHOIrO NPUMEHEHUA AOKYMEHTOB, NOATBEPKAAOLWMX YNNATY rOCyAapCTBEHHOM
MOLW/IMHbI M YKA3aHHbIX B NYHKTE 7 4acTu 2 HacToAWel CTaTbW, CBEAEHUM O JINLEH3UAX, YKa3aHHbIX B
nyHktax 1 © 2 yactm 3 HactoAwen cTaTbW, a TaKXKe BblAaBaemMblx (nNpeaocTaBasiembix)
YNOJIHOMOYEHHbIMU  pesepanbHbIMM OpraHaMyM UCMOJIHUTENIbHOW BAACTM [AOKYMEHTOB (cBegeHui),
YKa3aHHbIX B NyHKTe 2.1 4actu 3 HacToAWeW CcTaTbW, YNOAHOMOYEHHbIN deaepasnbHbIl OpraH
WUCNONIHUTENbHOM  BNACTM  3anpallMBaeT  yKasaHHble  AOKYMeHTbl  (cBedeHua) B nopagke
MEeKBELOMCTBEHHOTO MHPOPMALMOHHOTO B3aMMOLENCTBUA.

(yacTb 6 B peq. denepanbHOro 3akoHa ot 27.12.2019 N 478-93)

7. He ponyckaeTcA MCNONb30BaHME B KOMMEPYECKUX Uenax MHGopMauMM o pesynbTaTax
AOK/IMHUYECKMX UCCNEA0BaHNI NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNEA0BAHUIN 1IeKapCTBEHHbIX
npenapaToB A/ BETEPUHAPHOrO NMPUMEHEHUs, NpeacTaBAeHHON 3asBUTENIEM AJ/1A TOCYAapCTBEHHOM
pernucTpauum neKapcTBeHHbIX MpenapatosB, 6e3 ero coriacMs B TeyeHMe LWecTu NeT ¢  Aatbl
rocygapcTBeEHHOM perucTpaumm pedepeHTHOro IeKapcTBEHHOMo NpenapaTta B Poccuiickoit ®eaepaumu.

8. [lepxaTtenb nnv Bnagenew, perucTpalMoHHOro yaoCcToBepeHma 1eKapCTBEHHOro npenapara ana
BETEPUHAPHOro NPMMEHEHUA NPeACTaBAAET B YNOJHOMOYEHHbIV defepasnbHblid OpraH UCNONHUTENbHOM
BNACTM OTYET MO pe3y/ibTaTaM papMakoHaA30pa OAUH pa3 B LLECTb MeCALLEB B TeYEeHWe ABYX N1eT nocae
rocyapCTBEHHON perncTpauMuM feKapcTBEHHOro npenapata B Poccuiickoit Pepepauunm, 3atem
€)XXero4Ho B Te4eHMe NocieayoLWmnX TPex NeT 1 B AaNbHeNLWeM OAMH pas B TPU roaa.

(yacTb 8 BBeAeHa PeaepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

Cratba 18. [Mogaya M paccmMoTpeHUe 3aABNEHUA O T[OCYAapCTBEHHOW perucrpauum
JIeKapCTBEHHOro npenapara gAa MeaULMHCKOro NpumeHeHus

(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. [Ona rocynoapcTBEHHOM perucTpauum ieKapcTBeHHOro npenapata 444 MeAUUMHCKOro
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NPUMEHEHMA OPUANYECKOE NNLLO, AelCTByowee B COOCTBEHHbIX WMHTEpecax WM YynoJHOMOYEHHOoe
NpeAcTaBAATb UHTEPECbl APYrOro HPUAMYECKOro LA M 3aABAAIOLLEE NIEKAPCTBEHHbIN NpenapaT Ha
rocyapCTBEHHYIO perucTpaunio (panee B HacToAlWwen cTaTbe - 3aABUTENb), NpPeacTaBaseT B
YNOJIHOMOYEHHbBIN defepasnbHbIi OpraH UCNOAHUTENbHOM BNACTU, OCYLLECTBAAOWMI FOCYAapCTBEHHYIO
PErucTPaLMIo IeKAPCTBEHHbIX MPenapaToB ANAa MeSULMHCKOTO NPUMEHEHUSA, B 31EKTPOHHOW dopme U
Ha 6yMaKHOM HOocuTene 3asBfeHMe O roCyAapPCTBEHHOM perncTpalmm AeKapcTBEHHOroO npenapaTta gas
MEOVLMHCKOIO MPUMEHEHUA, a TaKKe B nopsaake, YCTaHOBJAEHHOM YMO/JHOMOYEHHbIM deaepasbHbIM
OPraHOM MCMONIHUTENbHOM BNACTU, B 3NEKTPOHHON GOpMe M Ha BymaxkHOM HocuTene Heobxoaumble
OOKYMEHTbI, M3 KOTOPbIX POPMUPYETCS PErMcTpaumMoHHOe A0Cbe Ha JIEKAPCTBEHHbIM npenapaTt anA
MeANLMHCKOro NpMMeHeHUA.

(yactb 1 B pea. PegepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

2. B 3a8BN€HMM O rOCYAapCTBEHHOM PerucTpauumn NekapcTBEHHOro npenapara 41a MeanUMHCKOro
NPMMEHEHUA YKa3blBatOTCA:

1) HavMmeHoBaHMe, afpec 3anABMTENA WM NPOM3BOAMTENA JIEKAPCTBEHHOro npenaparta Aad
MEeAMLMHCKOro NMPUMEHEHMSA, CBEAEHNA 06 UX PerucTpaumn B KayecTBe HajoronaartesblimKa B CTpaHe
pernctpauum (418 pPOCCUMCKUX IOPUANYECKUX NNL, - UAEHTUPUKALUMOHHBIM HOMEP HanoronaateNblimMKa
(MHH), Ans MHOCTPaHHbIX LPULNYECKUX UL, - CTPAHA PErMCTPaL MK, HAaMMEHOBAHME PETUCTPUPYIOLLLETO
opraHa, PerucTpaumoHHbIM HOMEpP, KO Ha/noronnaTtesblWMKa B CTpaHe peructpaummn (MHKopnopaumm)
WX ero aHanor) u agpec mMecTa OCyL,eCcTB/IeHNa NPOU3BOACTBA JIEKAPCTBEHHOro npenapara (B cayyae
Ha/MuMA HECKONbKMX Y4YaCTHMKOB Mpouecca ero npou3BoACTBA HEOOXOAMMO YyKasaTb KarKAoro
YYaCTHMKa B COOTBETCTBMM C OCYLLECTB/IAEMOMN CTaguelt Npom3BoACTBa);

(n. 1 8 pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

2) HaMMeHOBaHWE  JIeKapCTBEHHOro  Mpenapata A4d  MeAMUMHCKOro  MpUMEHEHMs
(MexxayHapogHoe HenaTeHTOBaHHOE, WAW  TPYNNUPOBOYHOE, WM  XMMUYECKoe W  Toprosoe
HaMMeHOBaHMs);

3) nepevyeHb ,El,eﬁCTByIOLLI,MX M BCNOMOraTe/ibHbIX BeLWecTs, BXOAALWMNX B COCTaB JIEKAPCTBEHHOIO
npenaparta ana mMeguumnHCKoOro npumeHeHuA, C ykasaHMem KosIn4ecTtBa KaxXaoro n3 HuXx,

4) neKkapcTBeHHas ¢opma, O03MPOBKA, CNoCobbl BBEAEHMA W MPUMEHEHMS, CPOK TOAHOCTM
NleKapcTBEHHOTro NpenapaTa ANs MeAUUMHCKOTO NPUMEHEHHUS;

5) dapmakoTepaneBTMYECKan rpynna, Kog, aHaTOMO-TepaneBTUYECKO-XMMUYECKOM
KnaccudmKaumm, peKomeHAoBaHHOW BceMMpHONM opraHu3aumein 34paBOOXPaHEHUA, 3asBAseMble
NOKa3aHuA Ana npumeHeHnAa NeKapCTBeHHOro npenaparta Ana MmeguunHCKOro npuMmeHeHua,

6) otcytctBMEe HeobX0AMMOCTM MNPeAoCTaBNeHUA OT4eTa O pesy/abTaTax  KAMHUYECKOro
nccneaoBaHUA, nuccaenoBaHUA BUO3KBUMBANEHTHOCTM 1IEKAaPCTBEHHOMO Mpenapara, paspeLleHHoro ans
MeAMLUMHCKOro npumeHeHna B Poccuiickont ®depepaumn 6onee AaBaguatM /fieT, C  yKasaHuem
HOPMaTMBHbIX NPaBOBbIX aKTOB, MOATBEPXKAAMOLMX AaHHbIA CPOK NPUMEHEHUSA;

7) HeobxogMmocTb 0hOPMAEHUA paspeLlleHns Ha BBO3 B Poccuiickyto deaepaumio KOHKPETHOM
NapTMM  3aperucTpuMpoBaHHbIX W (MAM)  He3apPerncTpMpoBaHHbIX  JIEKAPCTBEHHbIX  CPEeACTB,
npegHasHayeHHbIX AN NPOBEAEHMA 3KCMePTU3bl NEeKAPCTBEHHbIX CPeACTB B LENAX rocyaapCTBeHHoM
peructpaunm;

8) HEO6XOAI/IMOCTb npoBeneHnA aKCNepPTU3bl OOKYMEHTOB, NpeactaB/e€HHbIX ONnA onpegesieHunAa
BO3MOXHOCTU pacCMaTpuBaTb ﬂeKapCTBEHHbIVI npenapar ana megununHCKoro npumeHeHuna npu
ocywecrBneHnmn I'OCV,CI,BpCTBEHHOI?I perncrpaumnm B Kadecrtee Opd)aHHOI'O NNEKAPCTBEHHOrIO Npenapara,

9) HeobXx04MMOCTb MPUMEHEHUSA YCKOPEHHOM MpoLeaypbl S3KCNEePTU3bl IEKAPCTBEHHbIX CPEACTB B
Lensax rocy4apCTBEHHOM PerncTpaLmMm IeKapcTBEHHOro NpenapaTa;
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10) KonMK JOKYMEHTOB, NOATBEPKAAIOLMX YNAATY FOCYAAPCTBEHHOM MOLWIMHbI:

a) 3a nNpoBeAeHMe IKCMepPTU3bl JOKYMEHTOB, NPEACTaBAEHHbIX AN OnpeaesieHNs BO3MOMXKHOCTU
paccMaTpuBaTh JIEKAPCTBEHHbIM nNpenapaT A48 MEeAMUMHCKOTO NPUMEHEHMSA NpPU  OCYLLEeCTBNeHUU
rocyAapCTBEHHOW PerncTpauum B Kayectee opdpaHHOro IeKapCTBEHHOTO Npenapara;

6) 3a npoBegeHWE 3KCNEPTU3bl KAYecTBa JIEKAPCTBEHHOrO CPeacTBa M 3KCMepTM3bl OTHOLWEHUA
0XMA3aeMOWN MO/Mb3bl K BOSMOXHOMY PUCKY NPUMEHEHMA /IeKaPCTBEHHOrO npenapara, pa3pelleHHoro
AN MeJULMHCKOTo npumeHeHunsa B Poccuiickont ®epepaumm 6onee aABaauatv feT, Npu ocyLecTBAeHUN
rocyaapcTBEHHOWN PerucTpaLmm NekapcTBeHHOro npenapara;

B) 3a MpoBeAeHMEe 3KCMEePTU3bl KayecTBa JIeKapCTBEHHOrO CPEACTBA M 3KCMNepTU3bl OTHOLWIEHMA
0XMOAeMON MOMb3bl K BO3MOMXHOMY PUCKY MNPUMEHEHUSA JileKapCTBeHHOro npenapaTta ANA
MeANLNHCKOro NPUMEHEHUA NPU ero rocyAapcTBeHHON pernctTpaumm;

I') 3a nposegeHune 3KCNepTu3bl KadyecTBa JIEKAPCTBEHHOINO Cpeacrtsa M 3KCNepTuU3bl OTHOLWEHUA
ommp,aemoﬁ nonb3bl K BO3MOXHOMY PUCKY NPUMEHEHUA NEKAPCTBEHHOrO nNpenapata A4nAa
MeanUNHCKOTro npumeHeHunA, B OTHOWEHUKM KOTOPOro nposeaeHbl mexayHapoaHble MHOIoUeHTpoOBbIE
KIMHN4YEeCKne wunccnenoBaHnA, 4Yactb M3 KOTOPbLIX NpoBedgeHa B Poccuinckon CDep,epau,MM, npu
ocywiecrtBneHnmn FOCVﬂ,apCTBEHHOﬁ perncTpaunmn nekapCrBeHHOro npenaparta;

11) Hanuume cornacvs NPOM3BOAMTENA /IEKApPCTBEHHOro npenapara, MpPov3BOACTBO KOTOPOro
ocyuwiecTensetrca 3a npegenamm  Poccuiickoit ®depepaumn, Ha MpoBeAeHME WHCMEKTUPOBaHMA
NpPOM3BOAMUTENA HA COOTBETCTBME TPpebOoBaHNAM NPaBUA HaANeKaLllei MPON3BOACTBEHHON NPaKTUKK;

12) Hannume cornacus, NpeayCMOTPEHHOrO YacTblo 18 HacTosALLel cTaTby;

13) yKasaHMe BMAA NEKAPCTBEHHOrO MpenapaTta, MNpPeACTaB/AEHHONO Ha  perncTpaumio
(pedepeHTHbIM  NeKapCTBEHHbIM  NpenapaT, BOCNPOWU3BEAEHHbIN  JIEKAPCTBEHHbLIA  Npenapar,
6101I0rMUYECKNI NeKAPCTBEHHbIN NpenapaT, 6uoaHanorosblt (6MONOA06HbIN) NeKapcTBEHHbIM NpenapaT
(broaHanor), romeonaTMYECKNN NEKAPCTBEHHbIN NPENAPaT, IEKAPCTBEHHbIN PacTUTE/IbHbIV NpPenapar).
(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. PeructpauMoHHOe [0Cbe Ha JIeKapCTBEHHbIM npenapaTt 4aa MeAMUMHCKOro NpuMeHeHus
npegocrasaseTca B popme 0b6LLLEr0 TEXHUUYECKOTO AOKYMEHTA.
(yacTtb 3 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

4. Pasgen AOKYMEHTaUMKM agMUHUCTPATMBHOIO XapaKTepa BK/to4aeT B cebs:

1) 3aABneHME O rocyaapCTBEHHOW perncTpaumm NeKapCcTBEHHOro npenapaTa 418 MeAULMHCKOro
NPUMEHEHUA B 3/1EKTPOHHOM Ppopme 1 Ha BymarkKHOM HocUTeNE;

2) KOMUIKO AOOKYMEHTAa Ha pPYCCKOM A3blke, 3aBepeHHOro B YCTAaHOBJIEHHOM nNopAgKe WU
noareepXxgakowero npaBoMo4YHOCTb 3aABUTENA NOAaBaATb 3aAB/IEHUE O rOCYﬂ,apCTBEHHOﬁ perncrtpaunm
NEKapPCTBEHHOrO npenaparta Ana megnumMHCKOro npuMmeHeHunA (,D,OBGpEHHOCTb)}

3) cBepeHnA o aaTe NpefoCTaBAEHUA WU PErUCTPALLUOHHOM HOMEpPe JINLEH3MM HA NPOM3BOACTBO
JIEKapCTBEHHbIX CPeACTB WM CBeAeHMA O Jate npefocCTaB/ieHMA W PerucrpauyMoHHOM Homepe
3aK/IlOYEHMA O COOTBETCTBUM TMPOU3BOAMUTENA JIEKApPCTBEHHbIX CpeacTts TpeboBaHMAM npaBun
Hag/exallen npoM3BOACTBEHHOM NPaAKTUMKW, BblAAHHbIX (MPEAOCTaBAEHHbIX) YNOJHOMOYEHHbIM
denepanbHbiM OPraHOM WCMONHUTENIbHOM BAACTM B OTHOLIEHWW NPOU3BOACTBEHHOM MNOLLAAKM
PErnCTPUPYEMOro NEKAPCTBEHHOrO MpenapaTa, B C/y4ae, €Ccin NPOU3BOACTBO JIEKAPCTBEHHOTO
npenapaTa ocyuiectsaseTca B Poccuiickoin ®eaepauymu;

(8 pea. PenepanbHbix 3akoHoB 0T 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)

4) Konuro I'Ipe,CI,OCTaBl'IEHHOI‘a YNOMTHOMOYEHHbIM OpPraHOM CTpPaHbl nNpon3soaunTena JTNUEH3UN Ha
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NpPou3BOACTBO JIEKAPCTBEHHOrO npenapata W ee MnepeBos Ha PYCCKUA A3bIK, 3aBepeHHble B
YCTAHOB/IEHHOM MOPAZKE, @ TAKMKE KOMMUIO 3aKN0YEHNA O COOTBETCTBUWN NPOU3BOAUTENA JIEKAPCTBEHHbIX
cpeacte  TpeboBaHMAM  NpaBUA  Hagfexawen  MNPOU3BOACTBEHHOM  MPAKTUKKW,  BblAAHHOTO
YNOJHOMOYEHHbIM peaepanbHbIM OPraHOM UCMONAHUTENbHON BAACTU B OTHOLIEHMW NPOU3BOACTBEHHOM
NAOWAaAKN PErUCTPUPYEMOrO JIeKAapPCTBEHHONO MpenapaTta, WAW KOMWIo pelleHuA YNoJHOMOYEHHOTO
denepanbHOro opraHa MCNONHUTENbHOM BNAacTM O NPOBEAEHMM WHCNEKTUPOBAHUA NPOU3BOAUTENS
JIeKapCTBEHHbIX CPeACTB, B Cy4yae, ecau Npou3BOACTBO NEKAPCTBEHHOrO NnpenapaTta ocyLecTBaAseTcs 3a
npegenamun Poccuiickon deaepaumm;

(8 pea. PepepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-D3)

5) NpOEeKT MHCTPYKUMM NOo MeAULMHCKOMY MNPUMEHEHUIO JIeKapCTBEHHOro Mpenapara,
cofepxKallen cneayoume ceeaeHua:

a) HaMMeHOBaHMWe JIeKapCTBEHHOro npenapaTta (MerKayHapogHoe HemnaTeHTOBaHHOe, WM
rPynnMpoBOYHOE, NN XMMUYECKOE N TOProBOe HauMeHOBaHMA);

6) NNeKapCTBEHHAA d)opN\a C YKasaHuem HAaMMEHOBAHUMA U  KOJNMYECTBEHHONO COCTaBa
AEVICTBYEOLLI,VIX BewecCTB U Ka4eCTBEHHOINo COCTaBa BCMNOMOraTe/ibHbIX BELLECTB (an HEO6XOAMMOCTM
KOJ/IN4eCTBEHHOIO COCTaBa BCNOMOraTe/ibHbIX BELLI,eCTB),'

B) onuncaHue BHELLHero B1Aa 1eKapCcTBEHHOro npenapara Ana MeguLUUHCKOro NPUMeHeHUs;
r) d$13mMKo-xmummyeckmne ceoiictsa (ana pagmodapmaL,eBTUUECKUX IEKAPCTBEHHbIX MpenapaTos);

) dapmakoTepaneBTMYECKas TPynna, KoA JIEKAPCTBEHHOro npenapata Agida MeAMLMHCKOro
NPMMEHEHMUA MO  aHAaTOMO-TEePaneBTUYECKO-XMMMUYECKOM  KnaccMdUKauMu, PEeKOMEeHO0BaHHOW
BceMMpHOIM oOpraHusaumMein 34paBoOOXPaHEHMsA, WAM yKasaHMe ''romeonaTUYeckuit fleKapcTBeHHbIN
npenapar";

e) <¢apmakoaMHamuMKa M GapMaKOKMHETMKa (33  MCKAloYeHMemM  papMaKOKMHETUKM
romeonaTUYecKmnx eKapCTBEHHbIX NPEeNapaToB U PacTUTENbHbIX 1EKAPCTBEHHbIX NPENapaTos);

) NokasaHuA 414 NPUMEHEHMUS;
3) NPOTUBONOKA3aHUA ANA NPUMEHEHUSA;
1) mepbl NPELOCTOPOXKHOCTU NPU NPUMEHEHUY;

I-() YKa3aHne BO3MOXXHOCTU WU ocobeHHocCTel NMPUMEHEHNA NEKAapPCTBEHHOINo npenaparta AnA
MeaununHCKOro npumeHeHuA 6epeMeHHbIMM XKeHWwWnHamy, XKeHwmHamn B nepumon rpyagHoro
BCKapmanBaHuA, JeTbMU, B3POC/1bIMU, UMEOLLMMU XPOHNYECKNE 3a6OHEBaHMf-I,'

N) peXXMm A031POBaHNA, CNocobbl BBEAEHMA U MPUMEHEHMUSA, NPU HEOBXOANMMOCTU BpeMA npuema
NleKapcTBEHHOro npenaparta Ans MeAMUMHCKOro MPUMEHEHUA, NPOAO/INKUTENbHOCTb JIeYeHUs, B TOM
yucne y fetew A0 M Noc/e OAHOrOo roAga;

M) BO3MOHbIE He)enatenbHble peakunn npun npMmMmeHeHUn NeKapCTtBeHHOro npenaparta 4anAa
MeONLLIMHCKOTO NPUMEHEHNA;

H) CMMNTOMbI NepPeLo3NPOBKN, Mepbl MO OKa3aHMIO MOMOLLM NPU Nepeao3npPoBKE;
0) B3aumoZencTemne ¢ 4pyrmmu NekapcTBeHHbIMKM NpenapaTtamm u (MAKn) NUWEBLIMM NPOAYKTaMU;
n) dopMbl BbINyCKa IEKAPCTBEHHOIO Npenaparta;

p) yKasaHue (Npy HeobxoaMMOCTM) OcObeHHOCTel LeiCTBUA JIeKAapCTBEHHOro npenaparta As
MeAMLMHCKOro MPUMEHEHUS NPY NepPBOM NPUEME UW NPU ero OTMEHE;
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c) onucaHue (nNpu HeobxoammocTn) genctsuin Bpaya (denbpwepa) uM (Man) naymeHTa npu
Nponycke npuema OAHOW WAM HECKONbKUX [03 J/IeKapCTBEHHOro npenapaTa ANs MeauLMHCKOro
npUMeHeHus;

T) BO3MOXHO€E BAUAHUE NEKAPCTBEHHOrNO npenaparta Ana MeguunmHCKOro npummeHeHuA Ha
CNoCcobHOCTb YNpaBaATb TPAHCNOPTHbIMUK CpeACTBAMU, MEXAHU3MAMMU;

y) CPOK roAHOCTM M YyKa3aHMe Ha 3anper MPUMMEHEHMA /NeKapCTBEHHOro npenapata A
MEANLIMHCKOTO NPUMEHEHUA MO UCTEYEHUN CPOKA FOAHOCTH;

¢) ycnosusa xpaHeHus;

X) YKa3aHuWe Ha H606XOAVIMOCTb XpPaHeHNA NeKapCTBEHHOro npenaparta Anad mMmeguumnmHCKOro
npuMeHeHnA B MeCTax, HEOCTYNHbIX ANA ,D,ETeVI;

Ll,) YKa3aHue (I'lpl/l HEO6XO,CI,VIMOCTM) cneunanbHbIX mep nNpeaoCTOPOXKHOCTU NMpU YHUUTOXKEHUN
HENCNO/Ib30BAHHbIX /IEKAPCTBEHHbIX NpenapaTosB 414 MeAULMUHCKOTO NPUMEHEHUA;

4) ycnoBMA OTNYCKa;

W) HaMMeHOBaHMA W agpeca MPOU3BOACTBEHHbIX MOLWAA0K MNPOU3BOANTENA /IEKAPCTBEHHOrO
npenapara;

) HaMMeHOBaHMe, agpec OpraHMsauuMu, YNOAHOMOYEHHOW Jep)KaTenem MWW BnagesibLem
PEerncTpaunoHHOrO YAOCTOBEPEHUA NIEKAPCTBEHHOro npenapata Ans MegUUMHCKOro NpUMMEHEeHMs Ha
NPUHATUE NPETEH3UI OT NoTpebuTtens;

6) MHCTPYKLMIO NO MEAUUMHCKOMY MPUMEHEHUIO MU KPATKYIO XapaKTePUCTUKY NIeKapCTBEHHOIO
npenapaTa, yTBep:KaeHHbIe B CTpaHe NPpou3BOAUTeNSs;

7) NPOEKTbl MaKeToB MEPBUYHON YNAKOBKM U BTOPUYHOWN YNAKOBKM JIEKAPCTBEHHOIO Npenaparta
ONA MeONUMHCKOTO NPUMEHEHMUS;

8) NpoOeKT HOPMaTMBHOM [AOKYMEHTAUMW WAW HOPMATMBHOTO AOKYMEHTa Ha /IeKapCTBEHHbIN
npenapar 414 MeAMLMHCKOro NpMMeHeHUs b0 yKasaHWe cooTBeTCTBYlolWeN dapMaKonenHom cTaTbu;

9) AOKYMEHT, cofeprKalnii MHPOPMALMIO O HaMUMK UaKM 06 OTCYTCTBUM GAKTOB perucrpaumun
NleKapcTBEHHOTO NpenapaTa A8 MeaAUUMHCKOro NpUMeHeHna 3a npegenamm Poccuitickoit depepaumy;

10) KonNuW [OKYMEHTOB, 3aBEPEHHbIX B YCTAHOB/JIEHHOM MoOpAgKe W noaTsepxaatowmx ¢akTt
pernucTpauum NeKapcTBEHHOTO npenapaTa B WMHOCTPaHHbIX FOCYAapCTBax B KayecTBe oOp¢daHHOro
JIeKapCTBEHHOTO NpenapaTa;

11) nnaH ynpasieHWAa puUCKamu Ana  OUONOTMYECKMX JfIeKapCTBEHHbIX npenapaTos  A4d
MeAMLMHCKOro MPUMeHeHUs;

12) gokymeHT o cucTeme dapmaKoHag3opa AepskaTens WaM Bnagenbua PerncTpaumMoHHOro
YAOCTOBEPEHUA IeKapPCTBEHHOTO NpenapaTa;

13) AOKYMEHT, NoATBep:KAaloLMA KauyecTBO JIEKAapPCTBEHHOMO npenapaTta Tpex NPOMbILIIEHHbIX
cepuit (NpoToKon aHanuMsa UM cepTuduKaT aHanmsa), oflHa Cepua KOTOPOro AO0/XHa coBnagaTb C
cepuen obpasua NekapcTBEHHOro npenapaTta gas MeAULMHCKOTO NpUMEHEeHUs, NpeacTaBAeHHOro Ha
rocy4apCTBEHHYIO PErncTpaLmio.

(yacTb 4 B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-93)

5. Pasgen xvmmyeckon, dpapmaueBTUYECKO M BUONOTMYECKOM AOKYMEHTaLMM BKIOYaeT B cebs
OOKYMEHTbI, codeprKawue UWHPopmaunio o dapmaLeBTUYeCKon cybcTaHUMM U IeKapCTBEHHOM
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npenapate ana mMegunumHCKOro npumeHeHudA, npouecce ero npomMssoncrtrea M METOAaX KOHTPOAA
KayecTtBa, B TOM 4HUCne:

1) Komuio [OKYMEHTa, COAEep)Kalero cieaylolwylo WHoopmauuio o dapmaleBTUYEecKon
cybCcTaHUMM UAn papmMaLeBTUYECKUX CYyBCTaHUMAX, BXOAALMX B COCTaB JIeKapCTBEHHOTO Npenapara, 3a
UCKNtoYeHneMm MHbopMauMM o GapmMaueBTUUYECKMX CYyBCTaHUMAX, BKJIOYEHHbIX B TOCYAapCTBEHHbIN
peecTp SIeKapcTBEHHbIX CPeACTB B COOTBETCTBMM CO cTaTber 34 HacTosAwero denepanbHOro 3aKoHa:

(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 462-93)

a) HaumeHoBaHMe dpapmaLeBTUYECKOM cybCcTaHUUK, ee CTPYKTypa, obline CBONCTBa;
6) HaumeHoOBaHWe M aapec NPOU3BOAUTENS;

B) TEXHONI0TNA Npon3sBoAacTBa C OnNNCaHnem CTa,D,Mﬁ npon3soAacTBa U MeTOA0B KOHTPO/IA Ha BCEX
CTaamnAX NponsBoacCTBa;

r) onucaHune paspaboTKn NnpoLecca NPoOn3BoACTBa;

[) onuUcaHne KOHTPONS KPUTUYECKUX CTaauiA NPOM3BOACTBA M MPOMEXKYTOYHOW NPOAYKLUN;
€) AOKYyMeHTa/ibHOE NOoATBEpXAeHuMe (BanmaaLuma) NpoLeccos U (M1K) UX OLLEHKa;

) CBOMCTBa U CTPYKTYpa AeCTBYIOLLMX BELLECTS;

3) XapaKTepucTuKa npumece;

n) cneumdurKauma Ha bapmaLeBTUYECKYIO CybCTaHLMIO M ee 0B6OCHOBaHME;

K) aHaNUTUYeCcKMe MEeTOAMKM, UCMOJIb3yeMble TMPU  OCYLLECTB/IEHUMM KOHTPOAA KayecTsBa
dapmaueBTMUECcKoM cybcTaHLUu;

I'I) AOKYMeHTa/IbHOE noarBepxaeHue (BaﬂMAaLl,VIFI) dHa/IUTUYECKNX METOOUK, UCNOJIb3yeEMbIX NpU
OCyLWeCTB/IEHNN KOHTPONIA Ka4YeCTBa (bapMaLl,F_‘BTMLIECKOﬁ Cy6CTaHLI,MM;

M) pe3ynbTaTbl aHaNn3a cepuit papmaLeBTUYECKoM cybCcTaHLmMK;

H) NepeyeHb CTaHAAPTHbLIX 06PA3L0B UAN BELLECTB, MCMO/Ib3YeMbIX NPU OCYLLECTBAEHUN KOHTPOAA
KauyecTBa;

0) ONMCaHUe XapaKTePUCTUK U CBOMCTB YNaKOBOYHbIX MaTEPMA/IOB M YKYNOPOUHbIX CPEACTB;
n) gaHHble 0 cTabuabHOCTU GapmaLLeBTUYECKOKN cybcTaHuuu;
p) CpoK rogHocCTK;

1.1) B oOTHOWeEHUN apMaLEBTUYECKUX CyOCTaHUMIA, BXOAAWMX B COCTaB JIEKAPCTBEHHOro
npenapata M BKAKOYEHHbIX B FOCYAaPCTBEHHbIA PEECTP JIeKapCTBEHHbIX CPeACTB B COOTBETCTBUM CO
ctatbelt 34 HactoAwero denepanbHOrO 3aKOHA, - KOMWUA [OOKYMEHTa, COAEPMKALLEro CAeAyioLLyio
nHbopmaumio:

a) HaumeHoBaHKe dapmaLeBTUYECKOM cybCcTaHLMK, ee CTPYKTypa, obLme CBOICTBa;
6) HaumeHOBaHWe 1 aapec NPOM3BOAMUTENS;
B) pe3ynbTaTbl aHaM3a cepuii bapmaLeBTUYECKON CybcTaHumu;

r) CpoK rogHocCTy;
(n. 1.1 BBeaeH ®enepanbHbiM 3aKOHOM OT 27.12.2019 N 462-d3)
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2) [OOKYMEHT, coJep)Kallmii creaylowme cBeAeHMA O JleKapCTBEHHOM npenapaTe And
MeANLUNHCKOro NpUMeHeHuA:

a) ONnncaHme n CoCTtaB ZIEKAPCTBEHHOTIO NpenapaTta Ana MeagnumnHCKoOro npuMmeHeHuaA,

6) onucaHMe dapmaleBTUYECKO pa3paboTkm (obocHoBaHWe BblIbOpa cOCTaBa, MNEPBUYHOWN
YNaKoBKU U MHOIO);

B) TEXHONOINA NPOU3BOACTBA C ONMMCaHWEM CTaAMi MPOU3BOACTBA U METOA0B KOHTPOASA Ha BCex
CTaauaX Npou3BOACTBA;

I') OnncaHme KOHTPOAA KPUTUYECKUX CTaAMVI npouecca npoussoactea u npomemyTquoﬁ
npoayKuMK;

,D,) HanmeHoBaHWeE U aapec mecCta ocyuleCTtseHNA NpPpon3BoACTBaA ZIEKAPCTBEHHOIO nNpenapaTta AnA
MeaNUNHCKOIo npumMmeHeHuA (B Clydae HaanmymAa HECKOJIbKUX Yy4YaCTHMKOB npouecca nponssoactea
HEO6XO[],MMO YKa3aTb KaxXgoro 13 HMX),'

e) dapmaLeBTMYecKan COBMECTUMOCTb;

) MUKpOBUMoNOrnyeckme XxapakTepucTuKu;

3) maTepuanbHbiii 6anaHc 4nA NPOMU3BOACTBA CEPUM FOTOBOIO NPOAYKTA;

1) onMcaHue xapakTePUCTUK U CBOMCTB YNaKOBOUYHbIX MaTepMaioB U YKYNOPOUHbIX CPeACTB;

K) AOKYMeHTanbHOe NoATBepKAeHWe (Baanaaumns) NpoL,eccos NpomMsBoACcTBa U (MK) NX OLLEHKa;

N) TpeboBaHMA K KayecTBy BCMNOMOraTe/ibHbIX Bellect8 (cepTuduKkart, cneunduKauma Ha
BCMOMOraTebHble BellecTsa 1 Mx obocHoBaHue);

M) dHaIUTU4eCKne MmeTognKn, wucnosblyemble MNpn OCyWECTBIEHMN KOHTPOA KayecCTBa
BCNOMOraTe/ibHbIX BELWECTB;

H) AOOKYMEHTa/ZIbHOE noAaresepXaeHne (BaJ'IMAaLI,Mﬂ) dHA/INUTUYECKNUX METOAUK, NCMONb3yEMbIX NpPU
OCyLWEeCTBNIEHUN KOHTPO/IA Ka4eCTBa BCMOMOTIaTeE/IbHbIX BELWECTB;

O) VIHd)OpMaLI,VIﬂ 06 MCNo/sb30BaHMM BCMOMOTraTeNbHbIX Belects 4enoBe4yeCKoro n XuMBOTHOrO
NPOUCXOXKAEHUA,

I'I) VIHd)OpMaLI,VIﬂ 06 MCN0Nb30BaHMM HOBbIX BCMOMOTrATeIbHbIX BeLlecTs;

p) TpeboBaHMA K KayecTBy /IeKapCTBEHHOro npenapata A1A MEeAMUMHCKOTO MpUMEHeHMUs
(cepTnduKaT, cneundmKkauma Ha NeKapCTBEHHbIM NpenapaT U nx o6ocHoBaHKe);

C) dHaIUTU4eCKne MeToauKHn, ucnosablyemble nNpuU  OCyWEeCTBNEHUN KOHTPONA KayecCTBa
NNeKapCTBEHHOrO nNpenapaTta Ana megunumHCKOro npunmeHeHua,

T) AOKYMeHTa/ibHOe NoATBepKAeHue (Banngauma) aHaiUTUYECKUX MeToAMUK, UCMONb3yeMbiX Mpu
OCYLLECTB/NIEHNN KOHTPOJIA KayecTBa JIeKapCTBEHHOro npenaparta AN MeAULUMHCKOro NpUMeHeHUs;

Y) pe3ynbTaThl aHAIM30B CepUii IEKAPCTBEHHOIO NpenapaTa 418 MegUUUHCKOTO NPUMEHeHUS;
&) XxapaKkTepucTMka npumecer;

X) nepeyvyeHb CTaHAAPTHbIX 06pa3LI,OB, MUCNONb3yeMbiX NPU OCYWEeCTB/IEHNUN KOHTPONA KayecCTBa
NNeKapCTBEHHOrO nNpenaparta Ana megunumHCKOro npunMmeHeHuna,



L) AaHHble 0 CTabUNbHOCTU IEKAaPCTBEHHOTO NpenapaTta 419 MeAUUNHCKOro NPUMeEHeHUs.
(yacTb 5 B peq,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. Pasgen d)apMaKOﬂOFMHeCKOVI, TOKCMKO/I0TMYEeCKoi AOKYMEHTALUMN BK/IKOYAET B cebs oTyeTbl o
pe3ynbtataX AOKJIUHUYECKUX MCCﬂe,D,OBaHMl\;I NEeKapCTBeHHOro cpeacrea  Ana  MeaununHCKoro
npumMmeHeHunA, B TOM HnNCne:

1) oTyeT 0 papmaKkoAMHAMUYECKUX UCCAEA0BaHUSAX;
2) ot4yeT 0 GapMaKOKUHETUUYECKUX UCCNEeA0BaHMUAX;

3) OTYET O TOKCUKOJIOFMYECKUX NCC/IeA0BaHUAX.
(yacTb 6 B peq,. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

7. Pasgen K/IMHUYECKOM AOKYMEHTALMN BK/IIOYAET B cebs oTyeTbl 0 pe3ynbtataX KANMHUYECKUX
MCCﬂe,ﬂ,OBaHMVI NEKapPCTBEHHOIO nNpenapata 4aa MeaunumHCKOro npuMeHeHUA, B TOM HUChe:

1) otyetbl 06 wuccnesoBaHUAX 6MOAOCTYNHOCTM WU BUMOIKBMBANIEHTHOCTU, UCCNEA0BaHUAX,
YCTaHAB/INBAIOLWMX KOPPENALMIO Pe3Y/IbTAaTOB, NOJIYYEHHbIX B YCI0BUAX in vitro 1 in vivo;

2) oT4yeTbl 0 PapPMaKOKMHETUYECKMX UCCelOBAHUSAX;
3) oT4eTbl 0 bapMaKOANHAMUYECKUX UCCNEN0BAHMUAX;
4) 0TYEeTbI O KIMHNYECKMX UcceaoBaHUAX addeKTUBHOCTU 1 6e3onacHocTy;

5) oTyeT 0 NoCTperncTpauMoHHOM OMbITe NPUMEHEHUA (NPWU Hanuuum).
(yacTb 7 BBeAeHa PeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

8. TpeboBaHMs K ob6bemy MHPopMaLUuUM, NPeaoCTaBASEMON B COCTaBE PErMCTPALMOHHOIO [0ChE,
ONA OTAENbHbIX BUAOB IEKAPCTBEHHbIX NPEnapaToB AN MeAULMHCKOTO NPUMEHEHMA YCTaHaBANBAOTCA
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHoOM UCMOHUTENIbHOW B1acTU.
(yacTb 8 BBeaeHa PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

9. B oTHOWEHUN IeKapPCTBEHHbIX NPENapaToB, pa3peLeHHbIX 418 MeAUUMHCKOro NPUMEHEHNA B
Poccuitckoli depepaummn 6onee ABaauath ieT U B OTHOLIEHMM KOTOPbIX HEBO3MOXKHO MpoBeAeHUue
nUccnefioBaHnii  Mx OUMOIKBMBANEHTHOCTM (338 MCKAKOYEHMEM  BUONOTMYECKMX  N1IeKapCTBEHHbIX
npenapaTtoB), AOMNYCKAEeTCA BK/OYEHWE B COCTaB pa3gena $apMaKosIorMyeckoi, TOKCMKONOrMUYEeCcKom
OOKYMEHTaUuMn 1 pasgena KAMHUYECKON OOKYMEHTauuM BMEeCTO OTyeTa pa3paboTuMKa O pesysibTaTax
COBCTBEHHbIX AOKAMHUYECKUX UCCNEA0BaAHUIN NEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCefoBaHNiM
JIeKapCTBEHHbIX NpPenapaToB ANA MEAUUMHCKOro NpumeHeHus o63opa HayyHbIXx paboT o pesynbTaTax
AOKIMHNYECKUX MCCﬂe,ﬂ,OBaHMVI NIEKapPCTBEHHbLIX Cpeacte U KAUHUYECKUX MCCﬂeAOBaHMVI AaHHbIX
JIeKapCTBEHHbIX NPENAPATOB, B TOM YMC/e BKAOYAA OMbIT X MOCTPErMCTPALMOHHOMO NPUMEHEHMS.
(yactb 9 BBeaeHa PepepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03; B pea. dPenepanbHOro 3akoHa ot
27.12.2019 N 475-$3)

10. MNpu rocyfapCTBEHHOW PEruMcTpauumn BOCMPOM3BEAEHHbIX JIeKAPCTBEHHbIX MPenapaTtos A4S
MeAMLMHCKOrO MNPUMEHEHMA [OMNyCKaeTcAs BK/OYEHWEe B COCTAaB pasgena  ($apMaKo/IorMyeckon,
TOKCUKONOrMYECKOW AOKYMEHTauMM W pas3gena  KAMHWYECKOW AOKYMEeHTauuMuM BMecTo oT4yeTa
paspaboTunKka O pesynbTaTax COBCTBEHHbIX AOKAMHUYECKMX MCCNeAO0BaHWI NeKapCTBEHHbIX CPeacTB
0630pa Hay4HbIXx paboT 0 pe3ynbTaTax AOKJMHUYECKMX UCCefoBaHMI pedepeHTHOro NeKapCcTBEHHOMO
npenapaTta W NpeacTaB/ieHne BMECTO KAMHMYECKUX UCCaeaoBaHui B NOAHOM o6beme, YyCTaHOBNEHHOM
pasAenom KAMHWYECKOW AOKYMEeHTauuu, oTyeTa O pesynbTaTax UccaefoBaHuii BMO3KBUBANEHTHOCTM
BOCMPOW3BEAEHHOrO /IeKapPCTBEHHOrO MpenapaTta 41a MeAMUMHCKOro npumeHeHusa. He Tpebyetca
npeactaBneHMe oOT4eTa O pe3ynbTaTax WcCAefoBaHMIt BGUO3KBMBANEHTHOCTM BOCNPOU3BEAEHHOTO
NeKapcTBEHHOro  npenapata  AA8  MEeAWMUMHCKOTO  NPUMEHEHMs,  ecan  PerncTpupyroTcs
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BoCnpou3BedeHHbIe IeKapCTBEHHbIE NpenapaTbl 4N1A MeAULMHCKOToO NpUMeHEHNA, KOTOpPble:

1) npefaHasHayeHbl ANA MapeHTepasbHOro (MOAKOXKHOro, BHYTPUMbILEYHOTO, BHYTPUBEHHOTO,
BHYTPUIIA3HOTO,  BHYTPUMONIOCTHOrO,  BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAPHOTO) BBEAEHUA U
npeacTaBnsatoT coboit BogHblE PacTBOPbI;

2) npeacTaBnstoT cobon pacTBOPbI A5 NEPOPaNbHOro NPUMEHEHUS;
3) nponsBeaeHbl B Gopme NOPOLLIKOB UM TMOPUIN3ATOB 418 NPUTOTOBEHUSA PACTBOPOB;
4) ABNAOTCA rasamu;

5) ABNAOTCA YWHLIMA WAW TNA3HbIMM JIEKAPCTBEHHbIMM NpenapaTamu, NPou3BeseHHbIMU B
¢dopme BOAHbIX pPacTBOPOB;

6) NpeaHa3HayYyeHbl g5 MECTHOTO NPUMEHEHUSA U NPUTOTOB/IEHbI B pOPME BOAHbIX PacTBOPOB;

7) npeactaBnsioT coboli BoAHbIE pacTBOPbI A/1A UCNONb30BaHUA B GOpMe MHTaNALMIA C MOMOLLbIO
Hebynansepa Uan B Ka4ecTBe Has3asbHbIX CPeeB, NPUMEHSEMbIX C MOMOLLbIO CXOAHbIX YCTPOMCTB.
(yacTb 10 BBeAeHa DeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

11. OnAa cny4yaes, YyKasaHHbIX B NyHKTax 1 - 3, 5 - 7 wvactu 10 HacToAwWwen CcTaTby,
BOCMNPOM3BEAEHHbIN IEKAPCTBEHHbIN NpenapaT Ana MeAUUMHCKOro NPUMEHEHUA O0MXKEH COoAeprKaTb
TaKMe »Ke BCMOMOraTe/ibHble BELLECTBA B TAKUX XK€ KOIMYECTBAX, KaK U pedepeHTHbI IEKAaPCTBEHHbIN
npenapat. Ecan coctaBbl BCnOMOraTe/ibHbIX BELWLECTB Pa3NMYaloTCA, 3aABUTENb OOJ/IKEH NPeAcTaBUTb
[0Ka3aTe/IbCTBa TOro, YTO UCNONAb3yeMble B AaHHbIX KOHLLEHTPAUMAX BCMNOMOraTeNbHble BELLECTBA HE
B/IMAIOT Ha 6e3onacHocTb U (Man) abdeKTUBHOCTbL NEKAapCTBEHHOro npenapata Ans MeauLMHCKOro
npuMeHeHus. B cnyyae, ecnu 3asaBUTENb HE MOXKET MPeacTaBUMTb TaKMe AoKasaTenbcTBa U (Mnu) He
MMeeT A0CTyMNa K COOTBETCTBYIOLWMM AaHHbIM, OH AOMXEH MPOBECTU COOTBETCTBYHOLME MUCC/IeA0BaHUA
ONA OOKa3aTenbCTBa OTCYTCTBMA BAMAHUA Pa3HbIX BCMNOMOraTe/IbHbIX BELLECTB MM BCMOMOraTe/IbHbIX
ycTpoicTB Ha 6e3onacHocTb U (1K) 3dbdEeKTUBHOCTb IEKAPCTBEHHOrO NpenapaTta gas MeguuUMHCKOro
NPUMEHEHNA B COOTBETCTBUM C aKTaMM, COCTABAAOLLMMM NpaBo EBpa3mMiiCKOro SKOHOMUYECKOro Coto3a.
(yactb 11 BBegeHa depepanbHbiM 3aKoHOM OT 22.12.2014 N 429-03; B pes. PenepanbHOro 3akoHa oT
22.12.2020 N 444-d3)

12. Mpu rocynapCTBEHHON  perncTpaumm  KOMOMHauMKA  paHee  3apPerMcTpMpOBaHHbIX
JIeKapCTBEHHbIX MpPenapaToB A1 MeAULMHCKOTO MNPUMEHEHUA [O0MNYCKAeTCA BK/AOYEHME B COCTaB
pasgena GapmaKkosIOrMYecKoM, TOKCUMKOIOTMYECKON AOKYMEHTAUMM UM pasgena  KAMHUYECKOM
OOKYMEHTaUuMM BMeCTo oTyeTa paspaboTuMka O pesynbTaTax CoOCTBEHHbIX  AOKANMHUYECKUX
nccnefoBaHNM IEKAPCTBEHHBIX CPeacTB 0630pa HayyHbIX paboT O pesynbTatax AOKAUMHUYECKMX
nuccnenoBaHnin  pedepeHTHbIX JIEKAPCTBEHHbIX MNPEnapaTosB, BXOAAWMX B COCTaB  KOMOWMHauuu
JIeKapCTBEHHbIX NpenapaTos, M 06 OTCYTCTBUM MX B3AMMOLENCTBUA B OAHOM SIeKapcTBEHHON dopMme.
(yacTb 12 BBeaeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

13. Ha 3KcnepTM3y pasAnyHbIX SEKapCTBEHHbIX GOPM OAHOIO WM TOro XKe JIEKAPCTBEHHOro
npenapata Ans MeAUUMHCKOrO MNPUMEHEHUA 3asaBUTeNb MNPeACTaBAAeT OTAe/IbHble 3asBAEHUA WU
PerucTpaLmnoHHbIe A0CbE Ha KaXKayto ekapcTBeHHYo popmy. Mpu ycnoBumn ogHOBpEMEHHON NOAaYM Ha
3KCMepTU3y OAHOMN fieKapcTBEHHON GOPMbl C Pas3NYHBIMU L03MPOBKON, KOHUEHTpauuei, obbemom
3aABuUTeNb NPeACTaBAAeT OAHO 3aABAEHME U PEerucTpauMoHHOEe [0Cbe C NPUIONKEHMEM MaKeToB
YNaKOBOK Ha KaXXAyt AO3MPOBKY, KaXAyto KOHLEHTPALMIO, KaXKAbli 06beM U Kaxkaoe KONNYecTso 403 B
ynaKoBKe.

(yacTb 13 BBeaeHa ®egepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)

14. Mpu rocyaapcTBeHHON peructpauum opcdaHHOro J/IeKapCTBEHHOro npenaparta 3asaBuUTeNb
npeacrasnsetT  MHoopmauumio, Heobxogumylo Ana  GOPMMPOBAHMA  pasgena  KAWHWUYECKoW
AOKYMeHTauun, B obbeme, YCTaHOB/NIEHHOM  YMNOAHOMOYEHHbIM  dedepanbHbIM  OpraHoMm
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NCNOSIHUTENIbHOWN BNACTW.
(yacTb 14 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

15. Mpu pernucTpaumm 6MONOTMYECKOro JIEKAPCTBEHHOTO npenapaTta, NOJIYYEHHOro M3 KPOBW,
Nnnasmbl KPOBWM Ye/ioBEKa, B COCTaBe PErmcTpaumMoOHHOIO A0Cbe Ha JIeKapCTBEHHbIM npenapaT ans
MeAMLMHCKOro MPUMEHEHUSA SOKHbI BbITb NpeacTaBAeHbl 40NOJHUTE/bHO:

1) B pasgene Q[OOKYMEHTaUMM agMWHUCTPATMBHOIO XapakTepa [AOKYMEHT, coaepKalumii
nHbopmaumio o cybbeKktax obpallleHUa AOHOPCKON KPOBU U (M1X) ee KOMMOHEHTOB, O TOM, rae 6bina
ocyulecTseHa goHauua (KpoBu U (MamM) nnasmbl KPOBM), a TakKe JaHHble 06 WMHPEKLMOHHbIX
3a00/1€BaHUNAX, MNepedalolmnxca napeHTepanbHbiM nytem, MHPopmauma o cybbekTax obpalieHua
JOHOPCKOW KpOBW U (MAK) ee KOMMOHEHTOB, B OTHOLIEHWM KOTOPbIX OCYLIECTBAAETCA KOHTPO/Ib
OOHOPCKOW KPOBU U (MKN) ee KOMMNOHEHTOB;

2) B pasaene xummnyeckoi, papmaueBTMYecKon n BUONOrMYECcKOoM AOKYMEHTALMNMK:

a) KpuTepun 1 cnocobbl oTb6Opa, TPAHCMNOPTMPOBAHUA N XPaHEHUA AOHOPCKOW KpoBu U (Mnn) ee
KOMMOHEHTOB;

6) pe3ynbTaTbl MCCNeA0BaHMIA OTOBPaHHbIX AOHOPCKOM KPOBU U (MAK) Naa3Mbl KPOBM U MYJI0B Ha
Hannume BO3byauTenen wuHdpekumn, BKAOYaA WHPopMaumilo 06 UCNONb30BaHHbLIX MEeToAMKax
McCNeaoBaHWA M B CAyvyae WCCNeAOoBaHMA MyA0B MNa3mbl KPOBW pe3y/bTaTbl [AOKYMEHTa/NbHOMo
noaTeepaeHus (Baanaaumnm) UCNoib30BaHHbIX METOAMK;

B) TEXHMYECKME XapaKTEPUCTUKU YNaKOoBKU Ana oTbopa AOHOPCKON KPOBU U (MAK) Nnasmbl KPOBY,
BK/It0Yan MHGOPMaLMIO 06 NCMOJIb30BaHHbIX PAcTBOPaX aHTUKOAry/IAHTOB.
(yacTb 15 BBEAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

16. KnnHuyeckme nccnefoBaHMA NEKAPCTBEHHOIO npenapaTta A1a MegULMHCKOTO NPUMEHEHUS B
LUenax ero rocyfapcTBEHHOW perucTpaumm nposoaatca B Poccuiickolt depepaumm B NOPALKe,
yCTaHOB/MEHHOM cTaTbsiMn 38 - 44 Hactoawero ®PegepanbHoro 3akoHa. OTYET O NPoOBEAEHHbIX
nccneao0BaHNAX BKIOYAETCA B COCTaB pasfena KAMHUYECKOM SOKYMEHTALMMU PErUCTPALMOHHONO A0Che
Ha NeKapCTBEHHbIN npenapaT 18 MeAUUMHCKOrO NpUMeHeHus. [ NeKapcTBEHHbIX NpenapaTos A/
MEAVLMHCKOTO MPUMEHEHMS, B OTHOLUEHUW KOTOPbIX B pe3y/bTaTe 3KCNepTU3bl [AOKYMEHTOB,
NnpeacTaBNeHHbIX A5 onpeneneHns BO3MOMKHOCTM PacCMaTpuMBaTb JIEKAPCTBEHHbIM MpenapaTt anaa
MeANLMHCKOIO NpUMeHeHUs B KayecTBe OopdaHHOro IeKapCTBEHHOMO NpenapaTa, Takas BO3MOMKHOCTb
NMPWU3HaHa M B OTHOLWEHWW KOTOPbIX NPOBEAEHblI KAWHUYECKUE WCCNef0oBaHMA, BblIMNO/IHEHHblE 3a
npegenammn Poccuiickon depepaumm B COOTBETCTBMM C NpaBuAamMM Hagfnexawein nabopaTopHoi
NPaKTUKN M MNpaBUAaMU Hagfexalwen KAMHWUYECKOM MNPaKTUMKKU, AOMYCKaeTcs BKAOYEHME B COCTaB
pa3fena KAMHUYECKOM AOKYMEHTaLMM BMECTO OT4YeTa O pes3y/ibTaTax K/AMHUYECKMX WCCiefLoBaHWi
JNIeKapCTBEHHOrO npenapata  A4n8 MeAMUMHCKOTO MNPUMEHEHMA, NpoBeAeHHbIX B Poccuiickomn
depepaunn, oTyeTa O pesyabTaTax KAMHUYECKMX WCCNefoBaHMM, BbINOJAHEHHbIX 3a Mpeaenamu
Poccuiickoin Pepepaumnn.

(yacTb 16 BBeAeHa ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

17. B cnyyae HenpeAcTaB/eHUA C 3aAB/IEHMEM O FOCYAapPCTBEHHOM pPerncTpaumnm NekapcTBEHHOro
npenaparta 4aa MeANUMHCKOro NPUMMEHEHUS AOKYMEHTOB, NOATBEPKAAOLWMX YyNAATy rocy4apCcTBEHHOM
MOLW/IMHbI M YKasaHHbIX B nNyHKTe 10 YyacTM 2 HacToAWwel CcTaTbW, a TaKXe BblAaBaeMblX
(npepoctaBnaembix) yNno/HOMOYEHHbIMU  deaepanbHbIMU  OpraHaMm  UCMOJIHATENbHOM  BNacTU
OOKYMEHTOB (CBefleHM), yKasaHHbIX B NyHKTax 3 u 4 yactu 4 Hactoswen cTaTbM, YNOJHOMOYEHHbIN
denepanbHbIi OpraH MCNOJNIHATENbHOW BNAcTUM 3anpallvBaeT yKasaHHble OO0KYMeHTbl (cBeadeHus) B
nopsake MmexxBegoMCTBEHHOIO MHPOPMALLMOHHOIO B3aMMOAENCTBUA.

(yactb 17 B pea. GepepanbHOro 3akoHa ot 27.12.2019 N 478-d3)

18. He AoNnyCKaeTca WCnoJsib30BaHME B KOMMEPYECKUX UenAax MHd)OpMaLI,MM O pe3y/sbTatax
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OOKNIMHUYECKUX UCCNea0BaHUA NeKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNea0BaHMIA IeKapCTBEHHbIX
npenapaTtoB A1 MeAMUMHCKOrO NMPUMEHEHUs, NpencTaB/ieHHOW 3anaBUTENEeM AN FoCyAapCTBEHHOM
pernctpaunmn NeKapcTBEHHOro npenapata, 6e3 ero cornacMa B TeyeHMe LWeCTU feT C  Aathl
rocyapcTBeEHHOM perucTpaumm pedepeHTHOro 1eKapcTBEHHOro npenapaTa B Poccuitckolt egepaumm.
(yacTb 18 BBEAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

19. [leprkatenb nav BRagenew, perucTpaumoHHOro yaAoCcToBepeHMsa NEKAPCTBEHHOIO NpenapaTta Ha
61oTEXHONOTNYECKMIA  UAM  OpdaHHbI  NIeKapCTBEHHbIM npenapat o06A3aH  nNpefocTaBaATb  Ha
BO3Me34HOM OcHoBe 06pa3sLbl pedepeHTHOro 1eKapCTBEHHOro npenapaTa 3aaBUTeNAM A5 NpoBeaeHns
KNAMHUYECKUX unccnegoBaHui. CtommocTb o06pasua  pedepeHTHOro NeKapCTBEHHOMO Mpenapara,
BK/IIOYEHHOIO B NepeyeHb KM3HEHHO HEOBXOAMMbIX U BaXKHEMLMX SIeKapCTBEHHbIX MPenapaTos, He
OO/MKHA MNPEeBbIWaTb 33aPErncTPUPOBaAHHYIO NpefesibHYl0  OTMYCKHYK UeHYy Ha pedepeHTHbIN
JIeKapCTBEHHbIM NpenapaTt UK LeHy Ha IeKapCTBEHHbIV NpenapaT B CTPaHe Npou3BoguTens.

(yactb 19 BBeaeHa PegepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

20. 3anaBneHNe 0 rocyaapCTBEHHON perncTpaLmnm BocnpomsseaeHHOro 1eKapcTBEHHOroO Npenapara
AN MEAMUMHCKOTO MPUMEHEHUS MOKET ObiTb MOAAHO B YMOJNHOMOYEHHbIN deaepanbHbii opraH
WUCMNONIHUTENIbHOM  BNACTM, OCYLLECTBAAIOWMINA  FOCYHSAPCTBEHHYIO  PErUCTPauMio  NeKapCTBEHHbIX
npenapatoB, MO MCTEYEHMWU 4YeTblipex JeT C AaTbl FOCYAAPCTBEHHOM perncrpaunm pedepeHTHOro
NleKapcTBeHHOro npenapata B Poccuiickont Pepepaumu.
(yacTb 20 BBeAeHa PeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

21. 3asBneHMe 0O TrOCYAapCTBEHHOW  perucTtpauuuM 6uoaHanorosoro (6nonoao6bHoro)
NleKapcTBeHHOro npenapata (6MoaHanora) mMosKet 6biTb MOAAHO B YNO/JHOMOYEHHbIM deaepanbHbIn
OpraH MCMNOJMIHUTE/IbHOW BAACTM, OCYLLECTBASIOWMIN rOCYAAaPCTBEHHYIO PErncTpaumio IeKapCTBEHHbIX
npenapaTtoB, MO WCTEYEHMM Tpex /NeT C p[aTbl FOCYAapPCTBEHHOW perucTpauumn pedepeHTHoro
JNiekapcTBeHHOro npenapara B Poccuiickoit Pepepaumn.

(yacTb 21 BBeAeHa DeaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

22. [epxaTenb wav Bnagenel, perucTpauMoOHHOIO yaOoCTOBEPEHUA /IeKapCTBEHHOrO npenapaTta
npeacTasnfeT B yNOJHOMOYEHHbIN defepanbHbIl opraH MCNONHUTENIbHOM BNACTU, OCYLLECTBAAOLIMIMA
®YHKLMM NO KOHTPOJIIO N Haa30py B chepe 34paBOOXPaHEHUA, OTHET MO pe3y/bTaTam papmakoHaa3opa
O[MH pa3 B WWECTb MeCALEB B TeYeHWe ABYX SIeT NOC/e roCyAapCTBEHHOM perucTpaLmm AekapCTBEHHOro
npenapata B Poccuitickon Pepepaunn, eXerogHo B TedeHWe NOCAeayowmnx Tpex NeT U B AajibHeNLeM
OAWH pas B NATb NeT.

(yacTb 22 BBEeAeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

Cratba 19. MpuHATUE pelieHUa O Bblaauye 3KCNEePTHOMY yUpeXKAeHUI0 3a4aHMA Ha nposeaeHue
3KCNepTU3bl NIEKAPCTBEHHOro CpeacTBa
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B TeyeHMe gecaTn paboumnx gHeN co AHA NPUHATUA 3a8BNEHUA O FOCYAAaPCTBEHHOM perucTpaumnm
NIEeKapCTBEHHOTO  npenapaTa  COOTBETCTBYHOWMI  YNOJHOMOYEHHbIM  denepanbHblii  opraH
UCMONHUTENBHOW BNAACTU NPOBOAUT NPOBEPKY MOHOTbI, 4OCTOBEPHOCTU U NPaBUAbHOCTU 0GOPMAEHMUS
NpeacTaBNeHHbIX AOKYMEHTOB PErmcTpauMoOHHOTO LOCbe Ha JIeKAapCTBEHHbIM npenapat U NpuHUMaeT
pelleHue O BblAaye 334aHUA Ha NPOBeLeHME:

1) aKcnepTU3bl AOKYMEHTOB, NPeACTaB/eHHbIX ANa onpeaeneHna BO3MOXKHOCTM paccmaTpuBaTb
NeKapcTBEHHbIM NpenapaTt Ana MeAMUMHCKOTO NPUMEHEHMA MPU OCYLLECTBJAEHUMMU FOCyAapcTBEHHOM
pernctpauunm B Kayectse opdaHHOro NEKapCTBEHHOMO Npenapara;

2) 9KCNEPTU3bl NEKapPCTBEHHOINo Cpeacrtrea B 4YacCTU 3KCNEPTU3bl KayecCcTBa J1IEKAPCTBEHHOIO
cpeactea M 3KCNepTu3dbl OTHOLWEHUA ommp,aerv\oﬁ NoNb3bl K BO3MOXHOMY PUCKY NpuUMeHeHUA
NNeKapCTBEHHOrO nNpenaparta Ana MmegunumHCKOro npunmeHeHua,
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3) JKCNEPTU3bl NEKAPCTBEHHOINo Cpeacrtrea B 4YaCTU 3KCNEPTU3bl Ka4YeCTBa J1€KAPCTBEHHOIO
cpeacrtea M 3KCNepTu3dbl OTHOWEHUA O)KMABEMOIZ NnoNb3bl K BO3MOXHOMY PUCKY NPpUMEHEHUA
NEKapCTBEHHOrIo npenaparta OnAa MegnumnHCKoro npMMeHeHuAa B nopAake yCKOpeHHOl;lI npoueaypbl
9KCNEPTU3bl N1EKAPCTBEHHbIX CPeacTB B COOTBETCTBUUN CO cTaTbel 26 HacToAlero CDe,u,epaanoro 3aKOHa;

4) 9KCNepPTn3bl NEKApPCTBEHHOINo cCpeacrtresa B OTHOWEHWUUM NEKAPCTBEHHOrNO npenapata A4nAa
BETEPUHAPHOIo NpUMEHEHNA.

2. YNONHOMOYEHHbI denepanbHblii OPraH UCMONHUTENIbHOM BNACTU YBEAOMAAET B 3/IEKTPOHHOM
dopme nam Ha BymarKHOM HOCUTENEe 3aABUTENA M IKCNEPTHOE YYPENKAEHNE O MPUHATOM pPeLleHUn o
Bblgaye 3aJaHWI Ha NPOBeAEHWE 3IKCMEepPTM3, NPenyCMOTPEHHbIX YacTblo 1 HacToAwel cTatbu, M B
cnyyae HeobxoAMMOCTM O Bblgaye paspelleHUs Ha BBO3 B Poccuitckyio Pepepaumio KOHKpPETHOM
NnapTuK, CEPUM 3aPErUCTPUPOBAHHDIX U (UKN) HE3APErMCTPUPOBAHHBIX 1EKAPCTBEHHbIX CPEACTB UK 06
OTKa3e B NpoBeAEeHMM NPEeAYCMOTPEHHbIX 3KCNEPTU3 C YKa3aHMEM NPUYMH TaKOrO OTKa3a.

3. B cnyyae BbIABNEHWA OTCYTCTBMSA WMAW HEAOCTOBEPHOCTM MHPOPMALMKM, COAep)Kaliencs B
npeacTaB/NeHHbIX 3anABUTEIeM A0KYMEHTaX, YNOAHOMOYEHHbIM deaepanbHbli opraH UCMOAHUTENbHOW
BJAaCTWU HanpasBnseT 3asBMTeNl0 3anpoc 06 YTOYHEHMM 3TOM MHPopmauuu (aanee - 3anpoc
YNOAHOMOYEHHOTO defepanbHOro opraHa UCMOAHWUTENLHOM BAACTM), KOTOPbIM MOXKeT BbiTb nepesaH
YNOAHOMOYEHHOMY NPEACTaBUTENIO 3aABUTENA JIMYHO MOA PACMMCKY, HanpaBieH Mo NoyTe 3aKasHbimM
NUCbMOM MW NepeaaH B 3/1EKTPOHHOM Gopme Mo TeENEKOMMYHMKALMOHHbIM KaHanam cBsAsu. B ciyyae
Hanpas/JeHMs 3anpoca yno/JHOMOYeHHOro ¢eaepasbHOro opraHa WCMOJIHUTENbHOM BAACTUM MO nouyte
3aKasHbIM MUCbMOM OH CUYMTAETCA MOJIyYEHHbIM MO WCTEYEHWW LWeCTU AHeN C AaTbl Hamnpas/ieHus
3aKa3HOro nucbma.

4. 3assuTtenb o6A3aH NpeacTaBUTb OTBET Ha 3anpoc yrno/sHOMOYeHHOro dedepanbHOro opraHa
NCMOMIHUTENIbHOW BNACTM B CPOK, HE MPEeBbIWaloWmnin AeBAHOCTa pabounx AHelNn co AHA ero MoayyYeHus.
CpoK, yKa3aHHbI B YacTK 1 HacToALWel cTaTbM, NPUOCTaHABANBAETCA CO AHA Hanpas/AeHWs 3aaBUTEI0
3anpoca yno/JHOMOYeHHOro deaepanbHOro opraHa WUCNOIHWUTE/IbHOW BAACTM A0 AHA MNOJYYEHUA UM
COOTBETCTBYIOLLErO OTBETA.

5. OcHoBaHMeM pnA OTKasa B OpraHu3aumm sKcnepTns, NpeayCcMoTPeHHbIX YacTbio 1 HaCTOﬂU.LEVI
CTaTbWn, ABNAAETCA NpeacrtaB/ieHue HEO6XOAMMbIX Aana nposeaeHMA npeayCcMoTpPEHHbIX 3KCnepTus
AOKYMEHTOB B HEMOJIHOM obbeme nau HenpeacrasieHMe 3aABUTENIEM B yCTaHOB/'IeHHbIﬁ CPOK OTBE€Ta Ha
3anpoc ynosiHOMO4YeHHOro d)e,u,epaanoro OpraHa WUCNOJIHUTENBbHOM BNACTU, a TaKXKe npeacrasneHne
AOKYMEHTOB, HE coaepXalnx ncyepnbiBaroLlero nepeyHa HeO6XO,Cl,VIMbIX CBe,CI,EHMﬁ.

6. MNpn oTKase B OpraHM3aLUMM 3KCNEepPTM3bl, NPeAyCMOTPEHHON NyHKTOM 4 4yacTu 1 HacToAwwel
CTaTbW, AOKYMEHTbI, BXOAALLME B COCTaB PErncCTPALLMOHHOMO AOCbe Ha JIEKAPCTBEHHbIM NpenapaT aas
BETEPUHAPHOrO MPUMEHEHMUSA, MOTYT ObiTb BO3BPALLEHbI 3aABUTE/II0 HA OCHOBAHUM €ro MUCbMEHHOTO
3anpoca, HanpaB/IeHHOrO B YNOJIHOMOYEHHbIN deaepanbHbli OpraH UCNONHUTENbHOM BIACTM B TeYEHUE
TPMALATU pabounx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM deaepasibHbIM OPraHOM UCNOJIHUTENbHOM
B/1ACTU pelleHMa 06 oTKase B OpraHM3aunm Takom aKcnepTr3bl. YNOAHOMOYEHHbIN deaepanbHbiii opraH
WCNONIHUTENbHOM BAACTM BO3BPALLAET 33aABUTE/NIO YKa3aHHble AOKYMEHTbl B TeyeHue AecaTn paboumx
OHel Co AHA NONyYeHUA COOTBETCTBYIOLLENO 3anpoca 3asaBUTeNs.

(yacTb 6 BBeaeHa PeaepanbHbiM 3akoHOM oT 02.08.2019 N 297-03)

Cratba 20. JKcnepTM3a AOKYMEHTOB, MNPEACTaB/IeHHbIX ANA onpeAeneHUs BO3MOXKHOCTU
paccmaTtpuBaTb /1IeKApCTBEHHbIM Npenapat AAA MEAULMHCKOro NMpUMEHeHUA MPU OCYLLEeCTBAEHUU
rocyaapCcTBeHHOM perucTpaumnm B Kauecrtse opdpaHHOro eKapcTBEHHOro npenapara

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. 3KCI'IepTVI3a AOKYMEHTOB, NpPeacTtaB/ieHHbIX ANA onpeaesneHnAa BO3MOXHOCTU paCCMaTpuBaTb
ﬂeKapCTBEHHbIﬁ npenapatr gna MeanumnuHCKOro npmMmeHeHuAa npu ocCylecTtBaeHUU FOcyAapCTBeHHOVI
perncrtpaunn B Kayecrtee Opd)aHHOI'O NNEKAapPCTBEHHOrO npenaparta, CoCraBsieHne Komuccuen 9KCNepToB
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3aK/HOYEHMA O BO3MOXKHOCTU MAM HEBO3MOMKHOCTM PacCMaTpuBaTb JIEKApPCTBEHHbLIM npenapat gas
MEAULMHCKOTO MNPUMEHEHUA NpU  OCYLLECTB/IEHUM T[OCYAApPCTBEHHOM perncrpauuMmM B  KayecTse
opdaHHOro NIEKapCTBEHHOrO npenapaTta U HanpasB/eHMe OAHHOMo 3aKAYeHUA B YNOJHOMOYEHHbIM
denepanbHbIit OpraH UCNONHUTE/IbHOW BIACTM OCYLLECTB/AIOTCA B CPOK, HE MpeBblaloWMin TpuaLaTm
pabounx pgHelW CO AHA NONYYEHUS SKCMEPTHbIM YYpPEXAEHUMEM 33afaHMA  YNOJHOMOYEHHOro
denepanbHOro opraHa UCNOJIHUTENbHOM BNACTU U B 3/IEKTPOHHOM dopme UM Ha ByMarKHbIX HOCUTENAX
HEeobXOAMMbIX AOKYMEHTOB, YKasaHHbIX B nyHKkTax 1, 2, 5, 6, 10 yactu 4 u B yactm 7 cratbm 18
HacToAwero degepabHOro 3aKoHa.

2. [OKyMmeHTbl, coaep:Kalmeca B PErucTpauyMoOHHOM [OCbe Ha JIeKapCTBEHHbIM npenapaT wu
NOCTYNMBLUME Ha BYMaXKHbIX HOCUTENAX B IKCNEPTHOE yuyperkaeHne AN OCYLLECTBAEHUA UX SKCNepTU3bl
Ona onpegeneHns BO3MOXHOCTM paccMaTpuBaTb /IEKAPCTBEHHbIM npenapaT Aas MeauMUUMHCKOro
npMMeHeHWss B KadectBe O0Op¢daHHOIO JIEKApPCTBEHHOro npenapaTta, noAJje)kaT BO3BpaTy B
YNO/NHOMOMYEHHbIN deaepanbHbli OpraH MCNOAHUTENbHON BAACTU OAHOBPEMEHHO C 3aK/OYEHMAMMU
COOTBETCTBYIOLLMX SKCMNEPTU3.

Cratba 21. PeweHMe O BO3MOXHOCTU pPacCMATPMBATb JIEKAPCTBEHHbIU npenapat npu
OCyLL,EeCTB/IEHWU FOCYAaPCTBEHHOI perncTpaumm B Kadyectse oppaHHOro IeKapCcTBEHHOro npenaparta
(8 pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. B cpoK, He NpeBbIWAOWMiA NATU pabounx AHel co AHA NONYYEeHUA 3aKAOUYEHUSA, YKA3aHHOTO B
yactm 1 cratbn 20 HactoAwero PeaepanbHOro 3aKoHa, YNOJHOMOYEHHbIM deaepanbHbli opraH
MCMONHUTENBHOW BNACTU OCYLLECTBAAET OLLEHKY MNOJIYYEHHOrO 3aK/IOYeHUa AN onpeaesneHus ero
COOTBETCTBMA 33JaHWIO Ha NPOBeAEeHMEe COOTBETCTBYIOWEN 3KCNepTU3bl U yBeaOMAAET 3anBUTeNs B
3/1eKTPOHHON ¢GOopMe MAM Ha BymalKHOM HocuTeNne O pesysibTaTax MPOBEeAEeHHOW 3KcnepTusbl C
NPUNONKEHNEM KOMUM IKCNEPTHOTO 3aKA0UYEHUSA (C COXpPaHEHNEM KOHOUAEHLMANBHOCTU MHGOPMALLMM O
COCTaBe 3KCMEPTHOM KOMMCCMM) M O BO3MOMHOCTM MAM  HEBO3MOMKHOCTM  pPacCMaTpuBaTb
NleKapCcTBEHHbIA npenapaTr A8 MeAMUMHCKOrO MNPUMEHEHUA MPU OCYLLECTBJAEHMU FOCYAapCTBEHHOM
perucrTpauum B Kadyectse opdaHHOrOo IeKapCcTBEHHOro Npenapara.

2. Mpv BbIHECEHMM KOMMUCCMEN 3SKCMEPTOB 3aKNHOYEHMA O BO3MOMKHOCTM PACCMATPUBATb
JIeKapCTBEHHbIM NpenapaTt Ana MeAMUMHCKOro MPUMEHEHUs MPU OCYLLECTB/IEHUM TOCYAAPCTBEHHOM
pernctpaunmn B KayectBe opdaHHOrO JIEKapCTBEHHOrO npenapata YNnoJHOMOYEHHbIN deaepasnbHbIi
OpraH MCNONHMTENIbHON BAACTM B CPOK, He MpeBblwalowmii NaTm pabounmx AHen co AHA NoayyYeHuA
OAHHOTO 3aK/0YEHMA, MPUHMMAET PELUEHUE O BblAaye 334aHMA Ha NpoBeAeHNe SKCNepTU3bl KayecTsa
JIeKAPCTBEHHOMO CPeACTBa WM 3KCMNEepTU3bl OTHOLIEHWUA OXMAAEMOM MOJ/b3bl K BO3MOXKHOMY PUCKY
NPUMEHEHMA NEKAapPCTBEHHOIO npenapaTta A48 MeAUUMHCKOro MPUMEHEHMA B NOPAAKE YCKOPEHHOWM
npoueaypbl 3KCMepTM3bl JIEKAPCTBEHHOIO CPeAcTBA B COOTBETCTBMM CO CTaTbel 26 HACTOALWEro
denepanbHOro 3akoHa.

3. B ciyyae NpuHATUA pelleHna 0 HEBO3MOXKHOCTM PaccMaTpMBaTh JIEKAPCTBEHHbIN Npenapar gan
MEAMLMHCKOrO MPUMEHEHMA MNPW  TOCYAApPCTBEHHOW  peructpauuMm B KadectBe  opdaHHOro
NIeKapCTBEHHOTO Mpenapata YrNoJIHOMOYEHHbIN denepasnbHblii  OpraH  MCNOJIHUTENbHOW  BAACTM
npekpalaeT npoueaypy rocyAapCTBEHHOM PEerucTpauumn JIeKapCTBEHHOro npenapaTa. 3assuTesNb
BnpaBe 06pPaTUTLCA B PErUCTPUPYIOLLMIA OpraH C 3asfB/NEeHWEM O TOCYLAPCTBEHHOW perncTpaLmm
YKa3aHHOro J1IeKapCTBEHHOrO Mpenaparta B COOTBETCTBUM CO cTaTbel 18 Hactoswero depepanbHOro
3aKOHa.

CraTba 22. YTpatuna cuny c 1 uiona 2015 roga. - PeaepanbHbiii 3aKoH 0T 22.12.2014 N 429-93.

Cratba 23. 3JKcnepTu3a Ka4vecTBa JIEKAPCTBEHHOro cpeacrBa M JKCNepTusa OTHOLUEHUA
OXUAaemol Mosb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUA NeKapCTBEHHOro npenapara Ans
MeAULMHCKOro NpMMmeHeHus

(8 pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)
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1. 3KCI’lepTM3a Ka4yeCTBa /IEKAapPCTBEHHOIO CpencTtBa N 3KCNepTn3a OTHOLWEHUNA ommp,aemoﬁ noNb3bl
K BO3MOXHOMY PUCKY NPUMEHEHUNA NEKAPCTBEHHOrNO npenaparta Ana MeanumnHCKOro npumeHeHuA,
COCTaB/ieHMe KOMUCCUMAMU 3SKCMNEPTOB 3aK/0YEHMIA MO pe3ynbrtatam nNpoBeAeEHHbIX 3KCNEPTU3 U
HanpasieHne 3TUX 3aK/N0YEeHU B ynOﬂHOMO‘-IeHHbIﬁ d)e,u,epaanblﬁ opraH NCNOJIHUTENBHOWN BAIAcTy
OCyLLEeCTBNAKOTCA B CPOK, HE HDEBbILuaPOU.LMVI CTa AecAaTun pa60\mx AHEVI CO OHA NOoNy4YeHUA SKCNEPTHbIM
ydpexageHnem CoOoTBETCTBYHOLWENo 3a4aHNMA YNO/THOMOYEHHOIO d)e,u,epaanoro OpraHa NCNONHUTENbHOM
BN1aCtn 1 HEO6XO,£I,MMbIX AOKYMEHTOB B 3IIEKTpOHHOl7I cbopme WInN Ha 6yMa)KHbIX HOCUTEenAax.

2. B TeyeHue AeBAIHOCTA AHEM CO AHA MOJYYEHMA PeLIeHUa YyNnoAHOMOYeHHOoro deaepanbHOro
opraHa WCNOJIHUTENbHOM BAAcTU O NMPOBEAEHUN IKCMEPTU3, NpPedyCMOTPEHHbIX YacTbio 1 HacToAlleln
cTaTbW, 3aABUTENb NPeACTaBAAET B 3KCNEPTHOE y4ypexaeHue ANA NpoBeAeHUsA SKCMepTUsbl KadvecTsa
JIeKapCTBEHHOIO CcpeacTBa obpaslbl /IeKapCTBEHHOrO npenapata Ans MeAMLMHCKOrO MNPUMEHEHUSA,
NPOW3BEAEHHOIO B COOTBETCTBUU C TPEOOBAHMAMM OMbITHO-NMPOMbILWIEHHOTO U (MK) NPOMbILAEHHOTO
pernameHToB, YTBEPKAEHHbIX pyKoBoauTenem NPOU3BOAUTENA NEKAPCTBEHHbIX CPeACTB, a TaKXe B
COOTBETCTBYIOLLMX C/ly4asx 0bpasupl papmaLeBTUYECKON CyDOCTaHLUMM, TECT-LUTAMMa MUKPOOPTraHNU3MOB,
KYNbTYpPbl KNETOK, 06pasLbl BEWECTB, NMPUMEHAEMbIX A1 KOHTPO/IA KayecTBa JIeKapCTBEHHOTO CpeacTBa
nyTem CpaBHEHMA C HUMU UCCeQyeMOro 1eKapCTBEHHOro cpeacTBa, B KoanyectTsax, Heobxoaumbix AN
BOCMNPOU3BEAEHMA METOA0B KOHTPOIA KayecTsa.

3. Mpu nonyyeHun o6pasLOB NEeKAaPCTBEHHOTO Mpenapata U ¢apmaLeBTUYECcKOoW cybcTaHumum
3KCMEPTHOE yuyperKaeHWe BblAaeT 3afABUTENO AOKYMEHT, MOATBEPKAAlOWMI MNOJyYeHWE YKasaHHbIX
06pasLLOB, U B CPOK, HE NPEBbIWAOLWMI Tpex pabounx gHEN, yBeAOMSAET B 3NEKTPOHHOM Gpopme naKn Ha
H6yMarKHOM HocuTesie 06 3TOM YNOSTHOMOYEHHbIN defepanbHblii OpraH UCNONHUTENbHOW BNACTH.

4. YKa3aHHble B YacTsax 2 1 3 HacTosLel cTaTbu CPOK ANA NpeAcTaB/ieHns 3aasutenem obpasuos
JIEKAapCTBEHHOro npenapata M ¢dapmaueBTUYecKol cybCcTaHUMM U CPOK YBEAOMJIEHUA 3SKCMEPTHbIM
yypexgeHmem o6 3ToM Ha Oyma)KHOM HocuTene YNoJHOMOYEHHOro d¢eaepanbHOro opraHa
NCMNOJIHUTENbHOM BNACTM He BK/OYAIOTCA B CPOK MPOBEAEHMS IKCNEPTU3, NPeAyCMOTPEHHbIX YacTbio 1
HaCcTOALLEN CTaTbu.

5. [OKYMEeHTbl, MOCTYNMBLUME B IKCMEPTHOE YUYPEXKAEHME AN NPOBEAEHUA 3SKCMepTuUs,
NpeaycMOTPEeHHbIX YacTblo 1 HacToAwel craTbW, MNoAJeKaT BO3BPaTy B  YNOAHOMOYEHHbI
denepanbHbiii OpraH UCNOMHUTENbHOW BAACTU OOHOBPEMEHHO C 3aK/JOUYEHUAMMW, MOAYYEHHbIMM NO
pesy/ibTaTam COOTBETCTBYHOLLMX IKCNEPTU3.

Cratba 24. 3Kcnepm3a KayectBa JIEKApPpCTBEHHOro cpeacrea U 3KCNepTtuia OTHOLWEeHUA
O)KMAGEMOVI no/sib3bl K BO3MOXHOMY PUCKY NPpUMEHEHUA NEeKapCTBEeHHOro npenaparta Ana
BeTepUHAPHOro npumeHeHua

1. dKcnepTu3a KayecTBa JIeKapCTBEHHOMO CPEeACTBA M SKCNEPTM3A OTHOLIEHMA OXKMUAAEMOM NO/b3bI
K BO3MOXHOMY PUCKY MPUMEHEHWUA JIEKAPCTBEHHOrO Mpenapata AJ1A BEeTEPUHAPHOTO MPUMEHEHUS,
COCTaB/IeHWE KOMMUCCUSIMU 3SKCMEPTOB 3aK/AOYEHWI MO pesysbTaTaM YKasaHHbIX 3KCNepTus MU
HanpaB/ieHWe TAaKUX 3aK/IOYEHUIN B YNOJHOMOYEHHbIN deaepanbHbli OpraH UCNONHUTENBHOM BNACTU
OCYLLLECTBAAIOTCA B CPOK, HE NPEBbILIAIOWMNIA CTa AeCATU pabounx AHEN CO AHA NOAYYEHUA SKCMEPTHLIM
yupexgeHmeMm 3aZaHus  YNoJHOMOYEHHOro ¢enepanbHOro opraHa WCNOAHUTENbHOM BAACTU C
OOKYMEHTaMM, YKa3aHHbIMM B YacTu 3 cTaTbm 17 HacToAwero ®enepasbHOro 3aKoHa.
(B pen. PegepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, o1 13.07.2015 N 241-d3)

2. B TeyeHune TpnAUaTH pa6oqu ,CI,HEI‘;I CO [AHA nonyvYeHmAa peweHna YnoJIHOMOYEHHOro
d)ep,epaanoro OpraHa WCNOJIHUTENIbHOM BNACTK O npoBeaeHNN yKa3aHHbIX B 4acTn 1 HaCTOﬂLLI,eVI CTaTbU
9KCNEPTU3 3aABUTEIb NPEACTAB/IAET B IKCNEPTHOE yypexXaeHne ana nposeaeHmA sKCNepTmn3bl KavyecTBa
NNeKapCTBEHHOIo cpeacrtea o6pa3u,b| NEeKapCTBEHHOrNo npenaparta AnAa BEeTEPUHAPHOro nNpuMeHeHuA,
nponsseaeHHOro B COOTBeTCTBUU C Tpe6OBaHVIFIMM TEXHONOINNMYECKUX pernameHToB, yTBepXXAeHHbIX
pyrkoBoauTenem npoumssoantena NeKapCrBeHHbIX CpeacTB, a TaKXe B COOTBETCTBYHOLWMUX CAy4vaAaX TecCT-
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LWUTaMMbl MUKPOOPraHM3MOB, KyNbTypbl KNeTOK, 06pasupl papmauesTMyecKoi cybcTaHumm, obpasupl
BellecTs, MpMMeHAemble AO1A KOHTPOAA KadyecTBa JIeKapCTBEHHOro CpeacTBa, B KO/MYeCTBax,
HeobXxoAMMbIX ANA BOCNPOU3BEAEHUSA METOA0B KOHTPO/IA KayecTsa.

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

3. MNpu nonyyeHun 06pa3LOB NIEKAPCTBEHHOrO Npenapata M dapmaueBTUYECKON CcybCcTaHUMM
3KCMNepTHOE yYpexaeHWe BblAaeT 3afBUTENO0 AOKYMEHT, MOATBEPMKAAMOWMIA MONYYEHUE YKasaHHbIX
06pasuoB, U B CPOK, HE NMpPEeBbIWAOWNIA Tpex pabounx gHel, yBeaoMAsAEeT B NUCbMEHHON dopme 06
3TOM YNOJIHOMOYEHHbIM defepanbHbli OpraH MCNOHUTENBbHOM BACTHU.

4. Cpok pAna npeactaBneHua 3aasuteniem 06pasyoB  NeKapCTBEHHOro npenapata U
dbapmaLeBTMYECKON CYBCTaHUMM UM CPOK YBEAOMNEHMUA SKCMEPTHbIM YyyperaeHnem o6 3Tom B
nUcbMeHHoM dopme YynoJHOMOYEHHOro deaepasibHOro opraHa UCMOJIHUTE/IbHOM BNACTU, YKa3aHHbIe B
yactax 2 U 3 HacTosWel cTaTbM, HEe BK/IOYAIOTCA B CPOK MPOBEAEHMA YKa3aHHbIX B YacTn 1 HacToswel
CTaTbW 3KCNEpPTU3.

5. [JOKymeHTbl, NOCTYyNMBLUME B SKCNEepTHOoe yupexaeHune /A NPoBeAeHUA YKa3aHHbIX B Yactn 1
HaCTO‘r'lLLI,EVI CTaTbM 3KCMNepPTU3, noanexat BO3BpPaATY B yI'IOJ'IHOMO‘-IEHHbIﬁ d)ep,epaanblﬁ opraH
WCNOIHUTENIbHOM BAACTU OA4HOBPEMEHHO C 3aK/TIOYEHNAMMU NO pe3y/ibTaTaM YKa3aHHbIX 3KCNepPTUs.

CraTtba 25. MoBTOPHOE NPOBeAEeHNE IKCNEPTU3bI JIEKAPCTBEHHBIX CPeACTB
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1. B ciyvasnx HeA0CTaTOMHOM 060CHOBAHHOCTU UM HEMOJIHOTbI 3aK/H0YEHMA KOMMUCCUM SKCNEPTOB,
Ha/IMuMA B HEM NPOTUBOPEYMBLIX AaHHbIX, danbCUPUKALMM BbIBOLOB 3IKCNEPTMU3bl JIEKAPCTBEHHOTO
CpPeacTBa, COKPLITUA OT YNONHOMOYEHHOTrO dpeaepanbHOro opraHa UCNOAHUTENIbHOM BAACTM OCHOBAHWM
ON18  0TBOAA 3KCMepTa BC/AEACTBME €ro 3aMHTEPECOBAHHOCTM B pe3ynbTaTax COOTBETCTBYHOLLEN
3KCMepTU3bl, HaANYMA JAHHbIX O MNPAMOM /MO0 KOCBEHHOM BMELLATENbCTBE B  npoLecc
COOTBETCTBYIOLLEN IKCMEPTU3bI NIML, HE YYACTBYIOWMX B €e NpoBefeHMM, HO OKasaBLUMX BAMAHME Ha
npouecc n pesysbTaTbl ee NPOBEAEHMA, YNONHOMOYEHHbIM denepasbHbiM OPraHOM MCNOAHUTENIbHOM
BNACTM Ha3Ha4yaeTCs NOBTOPHAA SKCNepTU3a IEKapCTBEHHOIO CPeacTBa U (M1M) STUYECKan IKCnepTUsa.
(B pen. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. MoBTOpHaA 3KCMepTU3a SIeKapCTBEHHOrO CPEeACTBA NPOBOAMTCA C YYETOM Pe3y/bTaToB paHee
NPOBeAEHHON 3KCNepPTM3bl B CPOK, YCTAHOB/IEHHbIM YMNOAHOMOYEHHbIM ¢eaepanbHbiM  OpraHoM
NCMNONHUTENBHOW BAIACTU M HEe NPEBbILAOWMI TPUALATU paboumnx gHEN Co AHA NOYYEHUA SKCNEePTHbIM
yupexkaeHmem 3a4aHna Ha NpoBeAeHMe NOBTOPHOW SKCMEepPTU3bl 1EKAPCTBEHHOIO CpeaCcTBa.

(8 pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

3. ®uHaHcoBoe obecnevyeHue BbINONHEHUA 33afaHUA Ha MNPoOBeAEHME MOBTOPHOM 3KCMepTU3bI
JleKapCTBEHHOro cpeacTBa He OCyLLeCTBAAETCA.
(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

CraTtba 26. YCKOpeHHasa npoueaypa SKCnepTusbl IeKapCcTBEHHbIX CpeacTB

1. YckopeHHasa npoueaypa 3KCNepTU3bl IEKAPCTBEHHbIX CPEeACTB B LeENAX rocynsapCTBeHHOM
perucTpauumn NeKapcTBeHHbIX MpenapaToB MPUMEHAETCA B OTHOLWEHUU OpPGdAHHbBIX NIeKaPCTBEHHbIX
npenapaToB, NePBbIX TPEX IEKAPCTBEHHbIX NPeNapaTos, perncTpmpyembix B Poccuinckonn ®epepaumm B
KaQuyecTBe BOCMPOU3BEAEHHbIX JIEKapCTBEHHbIX MPenapaToB, O4YEepPeHOCTb KOTOPbIX OonpeaenseTca B
COOTBETCTBMM C HOMEPOM UM [aTOM BXOAALWMX 33ABAEHMA O [OCYAAPCTBEHHOM perncrpauum
JIeKapCTBEHHbIX MPENapaToB B PaMKax OAHOM0 MeKAYHAPOAHOro HenaTeHTOBaHHOrO HaMMEHOBaHMUA
JIeKapCTBEHHOrO npenapaTa MAM TPynnMPOBOYHOrO HAaWMEHOBAHWA NIEKAPCTBEHHOFO npenapaTta, wu
JIeKapCTBEHHDIX npenapaTos, npeaHasHa4yeHHbIX NCKNHOYNTENBHO ana npUMeHeHuA
HEeCOBEepPLUIEHHONETHUMM rparkaaHaMu.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2015 N 241-03)
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2. YCKOpeHHana mnpoueaypa 3KCMepTM3bl JIeKAPCTBEHHbIX CPEACTB B LENAX rocyAapCTBeHHOM
perncTpaunmn NeKapcTBEHHbIX NPEnapaToB He NPUMEHAETCA B OTHOLUEHUW:

1) 6uoaHanorosbix (6MoONoA06HbIX) NEKAPCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX NEeKapCTBEHHbIX MpenapaToB (3a MCKAOYeHMEeM OpdaHHbIX JIeKAPCTBEHHbIX
npenapartos);

3) BOCMPOM3BEAEHHbIX JIEKAPCTBEHHbIX MNPEnapaTtoB (3a WCKAOYEHMEM TMepPBbIX TpPex
peructpupyembix B Pocculickoit depepauum B KayecTBe BOCMPOU3BEAEHHbIX J1€KAPCTBEHHbIX
NpenapaTtoB M JIEKAPCTBEHHbIX MNPEnapaTtoB, NpeAHa3sHAYeHHbIX WCKAIOYUTENbHO ANA MPUMEHEHUS
HEeCcOBepPLUEHHOIETHUMMU TparkaaHamm);

4) HOBbIX KOMBMHALWMIA 3aPErMCTPUPOBAHHBIX PaHee IeKapCTBEHHbIX MPEnapaTos;

5) neKapcTBEHHbIX NpenapaToB, 3apPerncTPUPOBAHHbLIX paHee, HO MNPOM3BEAEHHbIX B ApPYrux
NeKapCTBEHHbIX POpPMax B COOTBETCTBMU C NePEYHEM HAMMEHOBAHWUIM NEKAPCTBEHHbIX POPM 1 B HOBOW
[031POBKe.

(yacTb 2 B peq. depepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. YcKOpeHHas npoueaypa 3KCNepTU3bl JIEKAapCTBEHHbIX CPeACTB MPOBOAUTCA MO PELUEHUIO
COOTBETCTBYIOLLETO YNOJHOMOYEHHOro $desepanbHOro opraHa UCNOMHUTENBHOM BAACTU Ha OCHOBaHMMU
3aAB/IEHMA 3aABUTENA B CPOK, HE MPEBbLIWAOWMIA BOCbMUAECATN paboumx aHel. MNpu aTom sKcnepTusa
OOKYMEHTOB, COAEepMKalUUXCA B PErMCTPALMOHHOM AOCbe Ha JIEKapCTBEHHbIA NpenapaT, NpoBOANTCA B
CPOK, He MpeBblWaoWmin gecatu pabouynx AHeKn, sKCnepTu3a KayecTBa JIEKAPCTBEHHOro cpeactsa U
3KCMNepPTU3a OTHOLWIEHUA OXMAAEMOM MOJb3bl K BO3MOMHOMY PUCKY MPUMEHEHUA JIEKAPCTBEHHOIO
npenapaTta NPoOBOAATCA B CPOK, HE NPEBbIWAOWMIA LIECTUAECATU PaboUunx AHEN.

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

3.1. B oTHOLWeEHMM opdaHHbIX IEKAaPCTBEHHbIX NpPenapaToB MoryT 6biTb NpeacTaBAeHbl pe3yabTaThl
OOKANHNYECKUX UCCNe0BaHUM NEKAPCTBEHHbIX CPeACTB U KAMHUYECKUX UCCeA0BaHMN NEKAPCTBEHHbIX
npenapaTos 414 MeAUUNHCKOro NPUMeHeHUA, BbINOJIHEHHbIX 33 Npegenamn Poccuitckot Pepepaumm B
COOTBETCTBUMM C MpaBWUIaMW HaA/Nexaleh nabopaToOpHOWM MPaKTUKM U NpaBUAamMM Hagnerkallen
KAMHUYECKOM NPaKTUKN.

(yacTb 3.1 BBegeHa deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-03)

4. YcKOpeHHasa npoueaypa 3SKCNepTusbl NEKAPCTBEHHbIX CPeacTB MNPOBOAUTCA B MOPAAKE,
YyCTaHOBNAEHHOM cTaTbAMM 17 - 20, 23 u 24 Hactoawero PenepanbHOro 3akKoHa, M He O3Ha4aer
CHUKeHMA TpeboBaHMi K 6esonacHocTU, KayecTBy U 3PPEKTUBHOCTUN NEKAPCTBEHHbIX NPEnapaTos.

CTaTbA 27. PeweHune 0 rocyAapcTBEHHOM peructTpaumMm NeKapcTBeHHOro npenapara

1. B cpoK, He npeBblWalOWMA AeCcATU Paboumx AHEN CO AHA NOYYEHUA 3aKNHOYEHUI KOMUCCUU
3KCNepToB MO pe3y/bTaTaM 3KCNepPTU3bl KayecTBa JIEKAPCTBEHHOrO CPeACTBa M KCNEPTMU3bl OTHOLLEHUS
OXMOAEeMOM  MOAb3bl K  BO3MOMHOMY  PWUCKY MNPUMEHEHMA  JIeKApCTBEHHOrO  Mpenapara,
COOTBETCTBYHOLLNIM YNOSIHOMOYEHHbIN PpeaepanbHbii OpraH UCMOIHUTE/IbHOM BNACTU:

(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

1) pasmeLLaeT Ha cBoem opuLManbHOM caiTe B ceTu "MIHTepHeT" coOTBETCTBYOLLME 3aKNt0YEeHUA
KOMMCCMM IKCMEPTOB M OCYLLECTBAAET WX OLUEHKY AN onpedefeHus COOTBETCTBMS 3afaHMIO Ha
npoBegeHue 3TUX 3KCNepTus;

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

2) NPUHUMAET pelleHne O FoCyAapPCTBEHHOW PEerucrTpaluMu JIeKapcTBEHHOro npenaparta uau ob
OTKa3e B rocyAapCTBEHHOM perncTpaumnm 1eKapcTBeHHOro npenapara;
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3) BHOCUT MpY NPUHATUM pPeLLEeHUs O roCyAapCTBEHHON PerMcTpaLmm nekapcTBeHHOro npenapaTta
OaHHble O 3aperncTpMpoBaHHOM JIeKApCTBEHHOM Mpenapate, B TOM 4ucie o ¢dapmaleBTUYECKOM
cybCTaHUMK, BXOAALWEW B COCTaB JIEKapCTBEHHOro npenapata, B TOCYAApPCTBEHHbIM peecTp
JIEKapCTBEHHbIX CPEeACTB UM BblAAET 3aABUTENIO PErMcTpaLMOHHOE YAOCTOBEPEHME /IEKAPCTBEHHOMO
npenapata, d¢opma KOTOPOro YTBEP)KAAETCA  YMNO/JHOMOYEHHbIM  deaepanbHbiIM  OpraHoOm
WCNO/IHUTENbHOW B/1IAaCTM, COrNAacoBaHHbIE HOPMATUBHYH AOKYMEHTaLMIO, HOPMATUBHbIM [OOKYMEHT,
WMHCTPYKLMIO MO NPUMEHEHWUIO IEKAPCTBEHHOTO NpenapaTa U MaKeTbl MePBUYHOM YNAKOBKU N BTOPUYHOM
(noTpebutenbcKkoi) yMakKOBKM C YKasaHMEM Ha HWUX HOMepa pPerucrpauyoHHOro yAoCToBepeHus
JIeKapCTBEHHOrO npenapaTta W [atbl €ro rocygapcTBEHHOW pPerucTpaumMm WaM B C/y4ae MNPUHATUS
peweHns o6 OTKase B rOCYAApPCTBEHHON perucTpauMmM NekapCcTBEHHOro npenapaTta yBeAOMAET B
nucbMeHHo ¢opme 3asBuTens 06 3TOM C yKasaHMEM TMPUYMH TaKOro OTKasa. 3a Bblgady
PEerncTpaLnMoHHOro yA0CTOBEPEHUA IEKAPCTBEHHOTO NpenapaTa B3MMaeTca rocyfapcTBeHHaA NOLW/IMHA
B COOTBETCTBMM C 3aKoHOAATeNbCTBOM Poccuinckon ®egepaumm o Hanorax n cbopax.

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

2. OcHOBaHMEM A1 OTKa3a B roCyAapCTBEHHOW perucrpaumm NekapCcTBEHHOro npenaparta Ans
MEOMLMHCKOITO  NPUMEHEHUA  ABNAAETCA  3aK/I0YeHMe  COOTBETCTBYIOWEro  YyNnoJHOMOYEHHOro
denepanbHOro opraHa MCMNOAHWUTENbHOW BAACTM O TOM, 4YTO KayecTBO M (Man) 3pPeKTUBHOCTb
pPerncTpMpyemoro JIeKapCTBEHHOro npenapaTta ANA MegULUMHCKOro NMPUMEHEHUA He MOoATBEepPKAeHbI
NosIy4eHHbIMW AAaHHBIMW UM YTO PUCK MPUYMHEHMA Bpeaa 340POBbI0 YesioBeKa BCAeACTBME NMpuema
JIeKapCTBEHHOrO npenapata AnAa MeAUMUMHCKOrO MNpMMeHeHMA npeBblwaeT 3PPpeKTMBHOCTb ero
NpPUMeHeHuA.

(yacTb 2 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3. MoBTOpHOE npeAcTaB/iieHNEe B COOTBETCTBYIOWMIA YNOJAHOMOYEHHbIN deaepasnbHbii OpraH
WCMNOJIHUTENbHOM BAAcTU NIEKAapCTBEHHOrO npenapata, B OTHOWEHWMWM KOTOPOro MNoJy4YeH OTKas B
rocy4apCTBEHHOM perncTpaumm n KOTopblit BNOCAeACTBUMM NOABEPIrCA U3MEHEHUIO B YaCTM ero cocTaBa,
paccmaTpuBaeTcA Kak npeacTaB/leHMe HOBOro JIEKapCTBEHHOTO Mpenaparta Ha ero rocyapcTBEHHYHo
perncTpaLuio HesaBUCUMO OT COXPaHEHUA ero NePBMUUYHOIO HaMMEHOBaHUS.

(yacTtb 3 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

4. MNMpu npeaocTaBNeHUN 3aABUTENIEM B COCTaBE PErMCTPALLMOHHOIO A0Cbe Ha JIeKAPCTBEHHbIN
npenapar 414 BeTePMHApPHOro NPMMEHEHMUA KOMUK peLlleHnsa YyNoJHOMOYEHHOro deaepasibHOro opraHa
WCNOJIHUTENBHOW BIAaCTM O MPOBEAEHUM UHCNEKTUPOBAHUA MPOU3BOAUTENA NEKAPCTBEHHBIX CPEACTB
CPOK TMPUHATUA peleHMA O T[OCY[APCTBEHHOMW perucTpaumm JieKkapCTBEHHOro npenapata  Ans
BETEPMHAPHOro NPMMEHEHUA NMPUOCTAHABAMBAETCA CO AHA NOJYYEHUA 3aKOYEHNI, YKa3aHHbIX B 4acTK
1 HacToAwWeN CcTaTbW, A0 OHA NPUHATMA YNOJHOMOYEHHbIM defepanbHbIM OPraHOM UCMOJAHUTENbHOWN
BNACTU pelleHns O Bblgave uam ob OTKase B BblAaye 3aK/AHOYEHWS O COOTBETCTBMM NPOU3BOAMTENS
JIeKapPCTBEHHbIX CPeacTB TpeboBaHMAM NpPaBWA Haa/nexkalleld Npou3BOACTBEHHOM MPAKTUKWU, HO He
60/1ee YeM Ha CTO BOCEMbAECAT pabounx gHen.

(yacTb 4 BBeaeHa PeaepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93)

5. OcHOoBaHMeM /1A OTKasa B roCyZapCTBEHHONM PerucrTpauymn ieKapcTBEHHOro npenapaTta A
BETEPUHAPHOIO MNPUMEHEHUA ABAAETCA 3aK/OYeHWe YMNOJHOMOYEHHOro ¢enepasbHOro opraHa
WCMONIHUTENbHOW BNACTM O TOM, 4YTO KayectBO M (Man) 3DPEKTUBHOCTL PErncTpupyemoro
NIeKapCTBEHHOTO npenapata A/ BEeTePUMHAPHOTO MNPUMEHEHUA He MNOATBEPKAEHbI MONYYEeHHbIMM
AAHHBIMK UM YTO PUCK NMPUYMHEHNA BPeaa 340PO0BbIO X KMBOTHOO BC/IeACTBME NPUEMA IEKAPCTBEHHOMO
npenapata A/ BETEPUHAPHOIO MPUMEHEHMA MpeBbilaeT 3GPEKTUBHOCTb €ro MpUMEHEeHWs, OTKas
yNo/HOMOYEHHOrO denepasbHOro opraHa WCMNONHUTENbHOW BAAcTM B Bblgavye 3aK/lOYEHUs O
COOTBETCTBMM MPOU3BOAUTENA /IEKAPCTBEHHbIX CPEeACTB TpeboBaHMAM MNpaBWUA  Hagjexallein
NPOM3BOACTBEHHOM NPAKTUKU A48 KaXAOoW MPOM3BOACTBEHHON MNOWAAKM  PErnmcTpupyemoro
NleKapCcTBEHHOrO npenapata AAA BeTepUHApHOro MNPUMEHEeHWA B C/ydyae, eciM NpPOW3BOACTBO
NeKapcTBEHHOrO Mpenapata Aaa BETEPUHAPHOrO MNPUMEHEHMA OCYLLeCTBAAETCA 3a npeaenamu
Poccuiickolt degepaumm, UNK OTCYTCTBME TAKOMO 3aK/OUYEHUS.
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(yacTb 5 BBEeAeHa PeaepanbHbiM 3akoHOM oT 04.06.2018 N 140-3)

KoHcynbTaHTIAKOC: NpumeyaHue.
O nopagke M CpoKax onpeaeneHna B3aMMO3aMEHAEMOCTM JIEKAPCTB JIEKAPCTBEHHbIX NMPenapaTtos,
3apernctpupoBaHHbix g0 01.03.2020, cm. cT. 3 @3 01 27.12.2019 N 475-03.

Cratba 27.1. B3auMmo3ameHAEMOCTb JIEKAapCTBEHHbIX MNpenapaTtoB Ans MeAULMUHCKOro
npumeHeHusA
(B peq. PegepanbHOro 3akoHa ot 27.12.2019 N 475-93)

1. B3aumo3aMeHAEeMOCTb JIEKapCTBEHHbIX MpenapaToB AAA MEeOULMHCKOTO MNpUMeHeHuA
onpeaenseTcs ynoJHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOAHUTENIBHOW BAACTU, OCYLLECTBAAIOLLMM
roCy4apCTBEHHYIO PErucTpauymio JIeKapCTBEHHbIX MNpenapatoB AAA MeAMUMHCKOro NpUMeHeHuA, B
paMKax OZHOro MeXAYHapOoAHOro HEeNaTeHTOBAHHOIO (MAM XMMWMYECKOro, WAW T[PYNNMPOBOYHOrO)
HaMMeHOBaHMA Ha OCHOBE 3aK/IIO4YEHMA KOMMUCCUMM SKCMEPTOB 3SKCMEPTHOrO y4ypexkaeHuAa o
B3aMMO3aMEHAEMOCTU IEKAPCTBEHHONO NpenapaTta 419 MeAUUMHCKOrO NPUMEHEHUS AMBO O TOM, YTO
JIeKapCTBEHHbIM Npenapat Aaa MeAULMHCKOTO MPUMEHEHUA He ABAAETCA B3aMMO3aMeHAEMbIM.
MopAagoK onpefeneHna B3aMMO3aMEHAEMOCTU JIeKapCTBEHHbIX MpenapaToB Al1A MeOULMHCKOro
npumeHeHma ©n  ¢GOpMa  3aKAOYEHUA  KOMMCCMM  3KCMEPTOB  IKCMEPTHOIO  YUYPEXOEHUA O
B3aMMO3aMeEHAEMOCTUN SIEKAPCTBEHHbIX NPEnapaToB 418 MeAULMHCKOTO NPpUMeHeHMA nMbo o Tom, YTo
JIEKAPCTBEHHbIN npenapat A48 MeAULUMHCKOTO MNPUMEHEHUS He SABAAETCA B3aMMO3aMeHAEMbIM,
ycTaHaBamsatoTca Mpasutenscteom Poccuiickon Pepepaunnu.

2. Komucecuna aKcnepToB 3KCNEPTHOrO yUYpeXKAaeHUs AaeT 3aK/loyeHue O B3aMMO3aMeHAEMOCTU
JIeKapCTBEHHOro MpenapaTta Aaa MeAMUMHCKOTO MPUMEHeHUa nMbo O TOM, YTO JIeKapCTBEHHbIN
npenapat A1 MeAMLMHCKOrO MPUMEHEHMSA He ABAAETCA B3aMMO3aMeHsieMblM, Ha OCHOBaHWUU
cnefyoWmx KpUTepmes (XapaKTepucTuK):

1) 3KBMBanNeHTHOCTb (Ana 6uoaHanoroBbix (6MONOAO6HBLIX) /NlEeKAPCTBEHHbLIX MNpenapaTos
(buoaHanoroB) -  COMOCTaBMMOCTb)  KAYECTBEHHbIX WM KOJIMYECTBEHHbIX  XapaKTepUCTMK
dbapmaueBTUYECKMX CybCTaHUMIM MAM COMOCTaBMMOCTb aHTUIEHHOMO COCTaBa BaKuMH. Mcnosnb3oBaHue
PasNnUHbIX conei, 3GMPOB, KOMMNIEKCOB, N30MEPOB, KPUCTANNMYECKUX GOPM U APYTUX MPOU3BOAHBIX
O4HOTO M TOFO Ke [OEWCTBYIOLLEro BellecTBa He ABAAETCA MpenaTcTBMEM ANA onpeaeneHus
B3aMMO3aMEHSAIEMOCTU  JIEKAPCTBEHHbIX MPEnapaTtosB, €ec/M Mpu  MPOBEAEHUM  WUCCNeL0BaHUA
OWO3KBMBANEHTHOCTM  JIEKAPCTBEHHOrO  Mpenapata WM UCCNEAO0BaHUA  TepaneBTUYECKOM
3KBMBAJIEHTHOCTU JIEKAaPCTBEHHOIO NMpenapaTa A0Ka3aHO OTCYTCTBUE KAMHUYECKM 3HAYMMBbIX Pasanyumni
bapMaKoOKUHETUKM U (unn) 3ddeKTUBHOCTM UM 6e30MacHOCTM /IeKapCTBEHHOro npenapaTa  Ans
MeANUMHCKOro NpUMeHeHus;

2) 3KBMBANEHTHOCTb /IeKapcTBEHHOMN GopMbl. Mo SKBUBANEHTHLIMU NEKAPCTBEHHbIMKU hopmamm
MOHMMAIOTCA pasHble JieKapCcTBeHHble GOpMbl, MMeloLwmne oaMHaKoBble cnocob BeegeHMs M cnocob
npMMeHeHua, obnagatowme COMOCTaBUMbIMU  GAPMAKOKMHETUYECKMMM  XapaKTePUCTUKaMU U
dbapmakonormyeckum  geictemem U obecneumBaloWmMe TaKKe  AOCTUXEHME  HeobXxoAMmoro
KAnHM4Yeckoro addekTa. Paznnumna nekapcteeHHbIX GopmM He ABNAIOTCA NPenATCTBUEM AN ONpeaeNeHus
B3aMMO3aMEHAEMOCTN  NIEKAPCTBEHHbIX MPenapaTtoB, €ecAuM MpuM MNPOBEAEHMM  WUCCAeA0BaHMA
OWNO3KBMBANEHTHOCTM  JIEKAapCTBEHHOro  nNpenapata WAM  UCCNeAOBaHMA  TepaneBTUYEeCcKOon
3KBMBAJIEHTHOCTWN /IEKAPCTBEHHOMO NpenapaTta A0Ka3aHO OTCYTCTBME KAMHMYECKM 3HAUYMMBbIX Pasanyunit
bapMaKkoKMHETUKN U (Mamn) sddeKkTMBHOCTM M 6e30nacHOCTM NEeKapCTBEHHOro npenapaTta A4nA
MeAMLMHCKOro MPUMEHEHUS;

3) 3KBUBANNEHTHOCTb U1K COMOCTaBMMOCTb COCTaBa BCMNOMOTraTe/ibHbIX BeELWECTB JIEKAPCTBEHHOIO
npenapata ana MeguuunHCKoro npumMeHeHuAa. Pasnnuma coctaBa BCNOMOraTenbHbIX BeLwecTs
NNEKAPCTBEHHOIO npenaparta He ABAAKTCA NpPenATctBMEM AnA onpegeneHnA B3aMMO3aMEeHAEMOCTU
NNEKAPCTBEHHbBIX  NpenapaTtoB, eCcaun npu nposeaeHnn ncecnenoBaHuA 6103KBMBAIEHTHOCTH
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NleKapcTBEHHOTO MpenapaTta WauM UCCNefOoBaHUA TepaneBTUYECKOM 3KBMBAJIEHTHOCTU JIEKAPCTBEHHOMO
npenapata [OKa3aHO OTCYTCTBME K/AMHWYECKM 3HAUYMMbIX PasANuMi  GapMaKOKMHETUKM U (1au)
adPeKTUBHOCTM M 6€30MacHOCTM NIEKAPCTBEHHOro npenapata Ans MeguLUMHCKOro npumeHeHus. Mpu
HaZIMYUN KIMHUYECKM 3HAUYMMbIX PasAnUnin GapMaKOKMHETUKMN U (Mnn) addeKkTMBHOCTU 1 Be3onacHoOCTH
NleKapcTBEHHOTO npenapaTa 408 MeAWMLMHCKOTO NPUMMEHEHUs B3aMMO3aMEHSeMOoCTb onpeaensercs
yKa3aHWeM Ha UCKNoYeHMe OTAE/bHbIX TPynn NauueHTos;

4) naeHTMYHOCTb cnocoba BBeAeHUA U cnocoba NpUMeEHeHUs;

5) cooTBeTcTBME NpoOM3BOAUTENA IEKAPCTBEHHOMO CpeacTBa TpeboBaHMAM NpPaBUA HagneKallen
NPOM3BOACTBEHHOM MPAKTUKM.

3. Onpe,u,eneHme B3aMMO3aMeHAEMOCTU BOCMNPOU3BEAEHHDbLIX JIEKAPCTBEHHbIX NpenapatoB AnA
MeONUNHCKOToO NpuMmeHeHuA, YKa3aHHbIX B 4acCTu 10 cratbu 18 HacToAwero dJe,u,epaanoro 3aKOHa,
ocywiecrBnaeTca 6es HeO6XO,CI,MMOCTM AOKa3aTenbCTBa UX 61O3KBMBAIEHTHOCTM.

4. OcobeHHOCTM onpegeneHns  B3aMMO3aMEHAEMOCTU  BMONOTMYECKUX  NIEKAPCTBEHHbIX
npenapaTtoB, KOMOWHWPOBAHHbIX NIEKAPCTBEHHbIX NpPenapaToB (coaepKalmx KOMBMHAUMIO ABYX W
6onee [eNCTBYIOWMX BELLECTB), JIEKAPCTBEHHbIX NPEMapaToB A1A MNAPEHTePaNbHOro MNUTAHUA U
HeA03MPOBaHHbIX JIEKAPCTBEHHbIX MNpenapaTtoB ycTaHasausatoTca [paButenbctBom Poccuiickoit
depepauun.

5. OnpeaeneHne B3aMMO3aMEHAEMOCTM He OCYLUECTBAAETCA B OTHOWEHWUM NEeKapCTBEHHbIX
pacTUTeNbHbIX MPenapaTos, FOMeonaTUYeCKMX 1EKAPCTBEHHbIX MPenapaTos.

6. (DOpMVIpOBaHMe nepeyvyHAa B3aMMo3aMeHAEMbIX NeKaPCTBEHHbIX NpenapaTtos Ana MmeanunHCKoro
NPpUMeHEHNA OCYLLECTBNIAETCA SKCNEPTHbIM y4ypexageHnem nocpencrsom O6'bELI,MHeHMFI NEKapPCTBEHHDbIX
npenapatoB B OTAE/IbHblE Tpynnbl, B KaH(AOﬁ N3 KOTOPbIX /1IEKAPCTBEHHbIE NpenapaTbl ABAAKOTCA
B3aMMO3aMeHAEMbIMUA.

7. B cnyyae BKAOYEHMA B MHCTPYKUMIO MO MEAMLMHCKOMY NPUMEHEHWMIO /IEKAPCTBEHHOrO
npenapaTta Ha OCHOBaHMM PE3yAbTaTOB COOTBETCTBYIOWMX UCCAEA0BAHMI NOKA3aHUIN ANa NPUMEHEHWUA,
KOTOpble OTANYAIOTCA OT NOKa3aHWM ANA NPUMEHEHUA APYIUX NEKAPCTBEHHbIX NPenapaTos U3 rpynmnbl
B3aMMO3aMEHAEMbIX /IEKAPCTBEHHbIX NPEnapaToB, B MepeyHe B3aMMO3aMEHSEeMbIX JIeKapCTBEHHbIX
npenapaToB A8 MeAVLMHCKOrO NPUMEHEHMA A0MKHA BbITb YKa3aHa COOTBETCTBYOWANA MHPOPMaLLMA.

KoHcynbTaHTMAOC: NpyMeYaHme.

MepeyeHb B3aMMO3aMEHSEMbIX JIEKAPCTBEHHbIX MPENapaToB, B OTHOLIEHUM KOTOPbIX MMeHTCA
pe3ynbTaTbl UCCNeaoBaHWUA BUOIKBMBANIEHTHOCTU UAWN TEPaneBTUYECKON 3KBUBANEHTHOCTU, AO/KEH
6bITb CHPOPMMPOBAH U pasmellleH Ha oduumanbHoM canTe MuHsgpasa Poccum o 01.07.2020. (d3 ot
27.12.2019 N 475-®3).

8. MNepeyeHb B3aMMO3aMEHSAEMbIX JIEKAPCTBEHHbIX NPenapaToB A MeAULMHCKOTO NPUMEHeHUs
pasmeLLaeTcsa yrnoJHoOMo4YeHHbIM defepasibHbiM OpraHOM UCNOJIHUTEIbHOM BAACTU, OCYLLECTBAIOWMUM
rocyAapCTBEHHYIO PEerncTpaumio IeKapcTBEHHbIX MPenapatoB Ana MeAMLUMHCKOro NPUMEHEHUs, Ha
csoem ooduumanbHom canTe B cetm "MHTepHeT". MHbopmauma B nepeyHe B3aMMO3aMEHAEMbIX
NeKapcTBEHHbIX NpenapaToB 4N MegULMHCKOro NpuMeHeHnAa 06HOBNAETCA YKa3aHHbIM dpeaepanbHbiM
OpraHOM WMCNOJ/IHUTE/IbHOW BAACTM C YYETOM HOBbIX 3aPErMCTPUMPOBAHHbIX SIEKAPCTBEHHbIX NpenapaTos
ONA  MEeAWMUMHCKOrO MNPUMEHEHUA U BHECEHHbIX WM3MEHEHWA B [OKYMEHTbl, CoAep)Kalimeca B
PerncTpaumoHHbIX A0Cbe Ha 3aperncTpMpoBaHHbIe /IeKAapCTBEHHble npenapaTbl ANA MeAMUMHCKOro
NPUMEHEHNA.

9. |_|O|OFI,£I,OK MCnosib30BaHUA I/IHd)OpMaLI,I/II/I O B3aMMO3aMeEHAEMbIX JIEKAPCTBEHHbIX Mpenapatax
ana meagnumnHCKoro npumeHeHnAa U nopAagoK Oayu pa3bﬂCHeHMVI no Bonpocam B3anMMO3aMeEHAEMOCTU
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NIeKapCTBEHHbIX MNpenapaTtoB AN MeAUUMHCKOro MPUMMEHEeHUs ycTaHaBauMBaloTca [1paBUTENbCTBOM
Poccuitckoin epgepaumn.

KoHcynbTaHTIAKOC: NpumeyaHue.
CpoK perucrpaumnm nekapcTBeHHoro npenapata, uctekatowmi ¢ 15.03.2020 no 31.12.2020, npoaneH
Ha 12 mecaues (MoctaHoBneHue MpasuTenbctsa PO o1 03.04.2020 N 440).

CratbAa 28. PerncrpaymoHHoOe yA0CTOBEpPEeHUE /IEKAaPCTBEHHOro npenapara

1. PerncrpauMoHHOe yA0CTOBEPEHME JIEKAPCTBEHHOrO MpenapaTta C yKasaHMem NeKapCTBEHHbIX
$bopm M [03MPOBOK BblaaeTcs 6eccpoyHO, 33 UCKAOYEHMEM PETUCTPALMOHHOIO YAOCTOBEpPEeHUs
NleKapcTBEHHOrO MpenapaTta, Bbl4aBaemMoro CO CPOKOM [JelcTBMA nNATb  NeT, Ha Bhepsble
peructpupyemble B Poccuitickoit ®egepaumm neKkapcTBeHHble Npenaparb.

2. Mo wucteyeHMM yKasaHHOrO B 4acTM 1 HacToAWEWN cTaTbW CPOKa BblaaeTca beccpoyHoe
PEerucTpaLMoOHHOE YAOCTOBEPEHWE NEKAPCTBEHHOrO Npenapata Npu YCAOBUM MNOATBEPKAEHUA €ro
rocyfapcTBEHHOM PerncTpaumm.

3. B cnyyae BHeceHuna B cooTBeTcTBUM cO cTaTbaMM 30 n 31 Hactoswero PeaepanbHOro 3aKoHa
M3MEHEHMI B coZepXKalmeca B PerucTpalMoOHHOM A0Cbe HA 3aperncTpMpOBAHHbIN IEKAPCTBEHHbIM
npenapaTt AOKYMEHTbI, 3aTparnBalowmnX CBeAEeHUA, OTPaXKEHHbIE B PErMCTPALMOHHOM YAOCTOBEPEHUM
JIEKAPCTBEHHOrO Mpenaparta, yNnoJIHOMOYEHHbIN ¢eaepasbHbi OpraH UCMNOJIHUTEIbHOM BNAcTU BblaaeT
HOBOE pPerucTpaLmMoHHOe yA0CTOBEPEHME IEKAPCTBEHHOMO NPenapaTa, CoAep Kalllee BHECEHHbIE B HEMO
N3MeHeHus.

(yacTb 3 BBeaeHa PeaepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

4. B cnyyae yTpatbl UAM NOBPEXAEHWA PErncTPaLMOHHONO YAOCTOBEPEHUA NEKAPCTBEHHOIO
npenapata MO 3aABAEHMIO B MUCbMEHHOW ¢opme aeprKaTena WAM BAagenbla pPerncTpaunmoHHOro
YAOCTOBEPEHUA IEKAPCTBEHHOMO NpenapaTa UaM yNoJIHOMOYEHHOIO UMW APYroro topMAanMYeCcKoro amua
o Bblgaye  aybavMkata  PeErucTpauMOHHOrO  YAOCTOBEPEHMA  NeKapCTBEHHOro  npenapaTa
YNONHOMOYEHHbIN peaepanbHbii OpraH MCNOAHUTENbHOM BAACTU B CPOK, HE MpPEBbIWAOWMNIA AECATU
paboumnx AHel co AHA NOCTYN/eHUA 3aABNAEHUs, BblaaeT AyO6/MKAT perncTpaumoHHOro ya0CToBepeHuUn
JIeKapCTBEHHOro NpenapaTa. 3a Bblgayy aybavkaTta permcTpaumoHHOro YyA0CTOBEPEHMA IEKAPCTBEHHOTO
npenapaTta B3MMAeTCA rocyAapCTBEHHaA MOL/IMHA B COOTBETCTBMM C 3aKOHOLATENbCTBOM Poccuitckoit
depepaunn o Hanorax u cbopax.

(yacTtb 4 BBeaeHa PegepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

KoHcynbTaHTIAOC: NpumeyaHue.
CpOK perncrpaumnm nekapCcTBeHHOro npenapaTta, uctekatowmin ¢ 15.03.2020 no 31.12.2020, npoaneH
Ha 12 mecaues (MoctaHoBneHue MpaBuTtenbctea PO o1 03.04.2020 N 440).

CraTbna 29. NoaTBepKAaeHUe rocysapcTBeHHON perucTpaumm eKapcTBEHHOro npenapara
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. MoaTtBepkaeHMe rocyAapCTBEHHON PerncTpaLLMm 1eKapcTBeHHOro npenaparta ocyLLecTBaAseTcs
npu Bblgaye 6eccpoYHOro PerucTpaLMoHHOrO yA0CTOBEPEHMS NIEKAaPCTBEHHOMO NpenapaTa B cayyae,
yKa3aHHOM B 4YacTu 2 cTaTbu 28 HacToswero ®deaepasbHOro 3akoHa, B CPOK, He MPEBbILIAOLLMIA
WwecTMaecAaTM pabounx gHel co AHA MOJYYEHUs COOTBETCTBYHOLMM YMOJHOMOYEHHbIM desepasbHbIM
OpPraHOM MCMONHWUTENIbHOM BNACTM 3aAB/JIEHUA O MNOATBEPNKAEHUM TOCYAAPCTBEHHOW perucTpaumum
NleKapcTBEHHOro npenapata. He ocywecTBaseTcs MOATBEPKAEHME TOCYAAPCTBEHHOM perucrTpauuun B
OTHOLLEHMM NIeKapCTBEHHOrO Npenapara, He HaxoamBeLleroca B obpalieHun B Poccuiickoin degepaumm B
TeyeHne Tpex U 6osee NeT, a TaKKe B OTHOWEHWW NEeKapCTBEHHOrO cpeacTBa, MPOU3BEAEHHOro C
HapyweHuem TpeboBaHMsA, YyCTaHOBEHHOrO YacTblo 3.7 cTaTbM 71 HacToAwero PeaepanbHOro 3aKoHa.
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2. 3asBneHMe 0 NoATBEPKAEHUN rOCYAaPCTBEHHOM perncTpauumn NekapcTBeHHoro npenapara ans
MeANUNHCKOrO NPUMeHeHUA NpeacTaBAAeTcA B COOTBETCTBYHOLWMIA YNONHOMOYEHHbIW deaepasnbHbiit
opraH UCNONHUTENIbHOW BNAacTU He paHee Yem 3a CTO BOCEMbECAT AHel 0 UCTeYeHUs CPpoKa AelCcTBUA
perucTpaLnoHHOro ya0CTOBEPEHUA IeKapCTBEHHOro Npenaparta A48 MeguLUMHCKOro NPpUMEHeHMs.

(B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2.1. 3aABneHne o NOATBEPKAEHUWN TOCYHAPCTBEHHOW PErvcTpaumm IeKapcTBEHHOrO npenapaTa
ONA  BETEepUMHApPHOro MNPUMEHEHMA MPEeACTaBAAETCA B COOTBETCTBYHOWMI  YNOJHOMOYEHHbIN
denepanbHblii OpraH UCNOAHUTENBHOW BIACTU HE paHee Yem 3a CTO BOCEMbAECAT AHEN A0 UCTeYeHUus
CPOKa AEWNCTBUA PEFUCTPALMOHHOIO YAOCTOBEPEHUA NEKAPCTBEHHONO Npenaparta AAAa BETEPMHAPHOro
NPUMEHEHMA N He NO34HEEe OKOHYAHMA CPOKA ero AencTBus.
(yacTb 2.1 BBegeHa depepanbHbim 3akoHOM 0T 02.08.2019 N 297-93)

3. MoAaTBepskAeHMEe rocyAapCTBEHHOMN perncTpaumMm nekapcTBeHHOro npenapara ocyLWecTsaseTca
Mo pesy/nbTaTaM 3KCMEepTM3bl OTHOLIEHMA OXMAAEMOM MOJb3bl K BO3MOXMHOMY PUCKY NPUMEHEHUN
NIeKapCTBEHHOro npenapaTa Ha OCHOBaHUWN pPe3ynbTaToB MOHUTOPUHIa 3dpdeKTUBHOCTM 1 Be3onacHoCTH
NleKapcTBEHHOro npenapaTa, MNPOBOAMMOIO AepXaTenem WAM  BAadenblLem perncTpauuoHHOro
yOO0CTOBEPEHMA NEKapCTBEHHOro npenapaTta AM60 YNONHOMOYEHHbIM UMW OPUANYECKUM IULIOM, a
TaK)Ke COOTBETCTBYIOLWMM YMNOMHOMOYEHHbIM deaepanbHbiM OpPraHoOM WCMOAHUTENbHON BAacTU B
COOTBeTCTBUK ¢ TpeboBaHMAMM cTaTbk 64 HacToalero PegepanbHOro 3aKoHa.

4. K 3aaBneHUto o noarsepXaeHmu FOCVﬂ,apCTBeHHOVI perncTtpaunmn neKkapCrBeHHoOro npenaparta
ana meagnumnHCKoro npuMmeHeHnAa npmnaaratoTca:

1) AOKYMEHTbI, coAep’Kallue pe3ynbTaTbl MOHUTOPUHra 3PPeKTUBHOCTM U He3onacHocTU
NIeKapCTBEHHOro npenapata Ans MeAULMHCKOTO NPUMEHEHWs, MPOBEAEHHOro JAepKatenem Wuam
BNafeNbLeM pPerncTpaLMoHHOIO YAO0CTOBEPEHUA JIeKapCTBEHHOro Mpenapata Aid MeguuMHCKOro
npUMeHeHna MO0 YNOJHOMOYEHHbIM UM HOPUANYECKMM NLOM, MO  dopme, YTBEPKAEHHOMN
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHoOM UCMOHUTEIbHOW BA1acTy;

2) cBegeHWA 0 AaTe NpefoCTaB/EHUA U PETUCTPALMOHHOM HOMEPE JIMLEH3MU HA NPOU3BOACTBO
JIeKAPCTBEHHbIX CPeACTB WAW CBeAEHMA O JaTe NpefoCTaBAeHUMA W PErucTPauMoOHHOM HoMepe
3aK/IOYEHMA O COOTBETCTBUM TMPOU3BOAMUTENA NIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM MpaBun
HaZ/eXKallei npou3BOACTBEHHON MPaAKTUKKU, MPeAOoCTaBAEHHbIX YMNOJHOMOYEHHbIM denepanbHbim
OPraHOM MCMOJNIHUTENIbHOW BNACTU B OTHOLEHWW NPOWU3BOACTBEHHOM NNOLWALKM NIEKAPCTBEHHOO
npenapata A4aa  MeAMUMHCKOrO  MPUMEHEHWA,  FOCYAAPCTBEHHAA  pPerncrpaumsa  KOToporo
NnoATBEPXKOAETCA B CAyvyae, €C/M MPOM3BOACTBO JIEKAPCTBEHHOrO nNpenapata gas MeAUUMHCKOro
npumMmeHeHuna ocyuiecTeaseTca B Poccuiickon ®depepaunu;

(B pen,. PepepanbHoOro 3akoHa ot 27.12.2019 N 478-93)

3) Konus NpeaocTaBAEHHOW YNONHOMOYEHHbIM OpPraHoOM CTpaHbl NPOU3BOAUTENA JIMLEH3UN Ha
NPOM3BOACTBO JIEKAPCTBEHHOIO NpenapaTa Aasa MeAULMHCKOrO NPUMEHEHUA U ee NepeBOs Ha PYCCKUi
A3blK, 3aBepeHHble B YCTAaHOB/JIEHHOM TMOpPAAKEe, a TaKKe KOMWUA 3aK/YEeHUA O COOTBETCTBUM
NPOV3BOAUTENSA JIEKAPCTBEHHbIX CPeAcTB TpeboBaHMAM NpaBuA HagjexKallel npov3BOACTBEHHOM
NPaKTUKKW, BbIGAHHOTO YMONHOMOYEHHbIM deaepanbHbiM  OPraHOM WCMOJIHUTENbHOW BAacTu B
OTHOLIEHMM MPOM3BOACTBEHHOM MJIOWAAKM NEKAPCTBEHHOrO Mpenapata  A4aa  MeaMUMHCKOro
NPUMEHEHWA, TOCYAAPCTBEHHAA PEerucTpauma KoTOporo MOATBEPMKAAETCA, WAM KOMWUA pPelleHus
YNOAHOMOYEHHOTO ¢peaepasnbHOro opraHa UCMOAHUTENBHON BAACTU O NPOBEAEHUN UHCMEKTMPOBaHUA
NpPOM3BOAUTENA IEKAPCTBEHHbIX CPEACTB B C/lyYae, ec/iv NpoM3BOACTBO IEKAapPCTBEHHOrO NpenapaTa Ans
MeAMLMHCKOro MPUMEHEHUSA OCyLLLecTBAAETCA 3a npeaenamm Poccuiickoit Peaepaumu.

(8 pea. PenepanbHoro 3akoHa ot 27.12.2019 N 478-93)
(yacTb 4 B pen. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

4.1. B oTHOLEHUM BUONOTUYECKMX NNEKAPCTBEHHDbIX NMpenapaTtos AN MmegnuymnHCKoOro npumeHeHuA
3aAaBuTenb AONOJIHUTENBbHO NpPencTtaBnAE€T pPe3y/ibTaTbl MepOHpMﬂTMﬁ, npegycMoTpeHHbIX MJ1aHOM
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yrnpaBAeHNA PUCKaMU, YTBEPKAEHHbIM YNONHOMOYEHHbIM denepasbHbiM OPraHOM MCNOJHUTENbHOM
B/1IACTM MpPU  OCYLLECTBAEHUM T[OCYAAPCTBEHHOM perucTpaumm NeKapCTBEHHOro mnpenapata Anaa
MeANUMHCKOro NpMMeHeHUA.

(yacTb 4.1 BBeaeHa PeaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

4.2. K 3as8BNEHUI0 O NOATBEPKAEHMM FOCYAAPCTBEHHON PEruCTPaLMmM eKapCcTBEHHOMO NpenapaTa
ONA BEeTePUHAPHOro NPUMEHEHUA NPUAAraloTcA AOKYMEHTbI, coAepXKalwme pesybTaTbl MOHUTOPUHIA
apPeKTMBHOCTM U 6e30MaCcHOCTU IeKapCTBEHHOrO npenapata ANA BETEPUMHAPHOIO MNPUMEHEHMUS,
NPOBOAMMOrO Aep¥KaTefeM WAN BAALENbLEM PErUCTPALMOHHOIO YAOCTOBEPEHUA /IEKAPCTBEHHOIO
npenapata 41Aa BETEPUMHAPHOIO NPUMEHEHUA MO0 YNOAHOMOYEHHBIM UM OPUANYECKUM NULLOM, MO
dopme, yTBEPKAEHHOW YMNONHOMOYEHHbIM deaepasbHbIM OPraHOM MWCMOAHUTENbHON BNACTU, U
[OOKYMEHTbI, YKa3aHHble B NyHKTax 1, 2 - 2.2, noanyHktax "a", "6", "K", "n" nyHkTta 4 yactu 3 ctatbm 17
HacToswero PesepanbHOro 3aKoHa. B OTHOWEHUM MMMYHOBMOIOrMYECKUX IEKAaPCTBEHHbIX MPENapaToB
0N BETEPUHAPHOTO NPUMEHEHUA HE NPeACTaBAAIOTCA CBEAEHMUA, YKa3aHHble B NognyHKTe "K" nyHKTa 4
yactu 3 ctatbn 17 HacToawero ®enepanbHOro 3aKoHa. B OTHOLWEHMM IeKapCTBEHHbIX NpenapaTos AN
BETEPMHAPHOIrO MPUMEHEHUA, MONYYEHHbIX C NPUMEHEHNEM F€HHO-UHXEHEePHO-MOANPULMPOBAHHDIX
OPraHU3MOB WKW COAEP)KALUMX TaKMe OpraHM3mbl, AOMOJAHUTENbHO NPenCTaBAAIOTCA CBeAeHMs,
yKa3aHHble B NyHKTe 13 yactu 3 ctatbm 17 HacToAwero PefepanbHOro 3aKoHa.
(yacTb 4.2 BBegeHa PenepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
02.08.2019 N 297-93)

4.3. 3asBMTeNb BMpaBe MPeACTaBUTb C 3asB/IEHUEM O MOATBEPNKAEHUM roOCyAapCTBEHHOM
pernmcTpaunmn  JIeKapCTBEHHOrO  Npenapata KOMuKo  [JOKYMEHTa, NOATBEpXKAaloWero ynnaTty
rocygapcTBEHHOM MOLWAUHbI 33 MOATBEP)KAEHWE TOCYAapCTBEHHOW pPerucTpaumm neKapCcTBEHHOro
npenapara, a TakXKe BblgaBaemble (NpeaocTaBisemble) YyNOoJHOMOYEHHbIMU deaepanbHbIMKU OpraHamm
WUCNONIHUTENIbHOW BNAaCTU AOKYMEHTbl (CBeAeHWs), YKa3aHHble B MyHKTax 2 M 3 4yactu 4 HacToAuleln
CTaTbu. B cnyyae ux HenpeacTaB/ieHNUs YNOJIHOMOYEHHbIN peaepasnibHbii OpraH UCNOAHUTENbHOW BAACTH
3anpalnBaeT yKasaHHble OKYMEHTbI (CBeAeHMs) B NOPAAKE MeXBegOMCTBEHHOro MHPOPMALMOHHOIO
B3aMMO4encTBus.

(yactb 4.3 B pea. GepepanbHOro 3akoHa ot 27.12.2019 N 478-03)

5. B TeueHue pecatm paboumx pgHell €O AHA NPUHATUA 3aABIEHMA O NOATBEPKAEHUU
rocyapCTBEHHOM perncTpaumm eKapcTBEHHOro npenapaTta U AOKYMEHTOB, COAEPKALMX Pe3y/ibTaTbl
MOHUTOPUHTa 3PPEKTUBHOCTM U BE30MaCHOCTN NEKAPCTBEHHOIO NpenapaTa, NPOBOANUMOrO AeprKaTenem
WAW  BNagenbLeM  PerucTpaumoHHOrO  YAOCTOBEPEHWMA  NIeKApCTBEHHOro  npenapata  avbo
YNO/JIHOMOYEHHBIM UMW LOPUAMYECKMM  JIMLLOM,  YNOJIHOMOYEHHbIN  deaepanbHbli  OpraH
NCNOJIHUTENbHOM BNACTK:

1) npoBOAMT NpOBEPKY MNOMHOTbI CBEAEHWW, COAEPMKALLMXCA B NPEeACTaBAEHHbIX 3aABUTENEeM
OOKyMeHTax;

2) NpMHMMaET pelleHne O NPoBeAEHMM UM 06 OTKase B NPOBeAEeHUN SKCNepTU3bl OTHOLWEHMUA
0XMAAEeMOWN MO/b3bl K BO3MOXHOMY PUCKY MPUMEHEHWS NIeKAapPCTBEHHOrO npenapaTa Ha OCHOBAHWUU
pesybTaToB MOHUTOPUHIa 3$pEKTUBHOCTU M 6€30MacHOCTM IEKapCTBEHHOrO NpenapaTa, NPoBOAUMOro
AeprKaTenem A BRafenblem PerncTpaumoHHOro yAoCTOBEPEHMA JIeKapCTBEHHOro npenapata anbo
YNOJHOMOYEHHbIM UMW HOPUANYECKUM INLOM, a TaKkKe deaepanbHbiM OPraHOM WCMNOJAHUTENbHOWM
B/1ACTU B COOTBETCTBUM C TpeboBaHMAMM cTaTbM 64 HacToAwero PeaepasibHOro 3aKOHa;

3) yBeaomnAeT B 3/EKTPOHHOW ¢dopme MAM NUCbMEHHOW ¢opme 3anBMTeNA M 3KCMepTHoe
yupexKaeHme o NPUHATOM pelleHun AnMbo B caydyae MNPUHATMA pelleHMa o6 oTKase B MPOBEAEHMU
3KCMepPTM3bl YKa3blBaeT MPUYMHbI TAKOrO OTKasa.

6. B c/nyyae BbISIBNIEHUS HEAOCTOBEPHOCTM W (MAKM)  HeAOCTaTOYHOCTM  UHbOopMauuu,
cogeprkallenca B NpeacTaB/ieHHbIX 3aaBUTeNemM AOKYMEHTax, YNOJHOMOYEHHbIM deaepanbHblit opraH
WCMNOJIHUTENbHOM BNAcCTM HanpaBAfeT 3asBUTENO0 3anpoc 06 YTOYHEHWUM YKasaHHoON MHbopMaLMK.
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3anpoc YNO/THOMOY€EHHOIo d)e,u,epaanoro OpraHa WCNONIHUTENbHON BNACTU MOXKeT ObiTb nepegaH
YNO/THOMOYEHHOMY NpeacCTaBUTeNto 3aABUTENA JIMHHO NOA4, PaCnuUCKy, Hanpas/eH MO NOYTE 3aKa3HbIM
nMNCbMOM UIN nNepenaH B 3ﬂ6KTpOHHOﬁ d)opme Nno TeENEKOMMYHUKAUNOHHbIM KaHa/lam CBA3MN. B Ccnydae
Hanpas/ieHUA 3anpoca YynoJIHOMOYEHHOIo d)ep,epaanoro OpraHa WCNOJIHUTENBHOM BNACTU NO noyTe
3aKa3HbiM MUCbMOM OH CYUTAETCA NOJIYydEHHbIM MO UCTEYEHUU LWECTU ,D,HEﬁ C AaTbl Hanpas/ieHUA
3adKa3HOro nnucbma.

7. 3assutennp 06A3aH NpeacTaBUTb OTBET Ha 3anNpoC YNOAHOMOYEHHOro ¢denepanbHOro opraHa
WCMOJIHUTE/IbHOM BNAcTU B CPOK, He MpeBbllWatoWmMn AeBAHOCTA Paboumnx AHel co AHA ero noay4yeHus.
CpoOK, YKa3aHHbIM B 4acTM 5 HacToAwen cTaTby, NPUOCTaHAB/IMBAETCA CO AHA HaNpPaBAeHMA 3aABUTENIO
3anpoca yno/HOMOYeHHoro ¢efepasibHOro opraHa MCMNOJIHUTE/IbHOW BAACTU A0 AHA MOJlyYEeHUs UM
COOTBETCTBYIOLLLErO OTBETA M HE YUYUTbIBAETCA MPU UCYUC/IEHUN CPOKa NOATBEPIKAEHMA rOCYAaPCTBEHHOM
perncTpauum nekapcTBeHHOro npenaparTa.

8. OcHOBaHMEM pna OTKasa B MPOBEAEHUM 3SKCMepTU3bl OTHOLIEHWMA OXWAAEMOW NoAb3bl K
BO3MOXKHOMY PUCKY NPUMEHEHUA NIeKapCTBEHHOro npenapaTta ABAseTcA NpeacTaBleHne AOKYMEHTOB,
coAepKalmx pesynbTaTbl MOHUTOPUHIA 3GPEKTUBHOCTM M 6E30MacHOCTU 1EKAaPCTBEHHOrO Npenapara, 1
(unn) B OTHOWEHMM BUONOTUYECKMX JNIEKAPCTBEHHbIX MNPENnapaToB pPes3y/NbTaTOB OCYLLECTBAEHUSA
MEPONPUATUIA B COOTBETCTBMM C MNAHOM YMPaB/AEHWA PUCKAaMU, YTBEPHKAEHHbIM YMNOAHOMOYEHHbLIM
denepanbHbIM OPraHOM MCNOJIHUTENbHOW BAACTU NPU OCYLLECTBEHUU TOCYAAPCTBEHHON perncTpaumm
NleKapcTBEHHOTO npenapara, B HENoJIHOM o6beme, OTCYTCTBME MHOOPMaLMK, NoATBEPKAAtOWeEN daKT
ynnaTbl  rocyfapCTBEHHOM  MOWAWMHbI 33  NOATBEPXAEHME  [OoCYAAPCTBEHHOM  peruMcTpaumu
NeKapcTBEHHOro npenapaTa, AMHO HenpeacTaBlAeHUe 3asBUTENEM B YCTAHOBJIEHHbIM CPOK OTBETa Ha
YKa3aHHbI B 4acTM 6 HacToslen CTaTbM 3anpoc YMNOJAHOMOYEHHOro ¢eaepanbHOro opraHa
NCMNOJIHUTENbHOM BNACTK, a TaKXKe OTCYTCTBME B YKa3aHHbIX AOKYMEHTaxX MHPOPMALIMK, KOTOPas AO/KHA
6bITb B HUX OTPaKeHa.

9. 3JKcnepTu3a OTHOLWIEHMA OXMAAEMOM MNOAb3bl K BO3MOXKHOMY PUCKY NPUMEHEHUA
JIEKapCTBEHHOTO MpenapaTa B LefAaxX NOATBEP:KAEHWUA rOCyAapCTBEHHOM PerncTpaumm 1eKapcTBeHHOro
npenapaTa NpPOBOAUTCA KOMMUCCUEN 3KCMEPTOB IKCMEPTHOTO YYPEKAEHUA B CPOK, HE MPEBbILAOLLNIA
COpOKa pabounx aHew.

10. B cnyyae HeAOCTaTOMHOCTM MpPeACTaBAEHHbIX 3KCNepTy MaTepuanos A8 4a4W 3aKA0UYEHUS
3KCNepT ob6palaeTca K PYKOBOAWUTENIO 3KCMEPTHOrO Y4YPEXAEHUMA O MNPeaocTaBNeHuM emy
HeobXoAMMbIX MaTePManoB. PyKOBOAMTEIb SKCNEPTHOTO yuperKaeHNa 0bpalLllaeTcs ¢ COOTBETCTBYHOLMM
3anNpocoM B YMNOJHOMOYEHHbIN deaepanbHblii opraH UCNOAHUTENLHOW BAACTM, BblAaBLIMKM 3a4aHMe Ha
npoBeAeHWe 3KCNepTU3bl OTHOLUEHWA OXKMAAEMOM MNOMb3bl K BO3MOMHOMY PUCKY MPUMEHEHUSA
NeKapCcTBEHHOrO npenapaTta Ha OCHOBAaHMM [AOKYMEHTa, COAEpP’Kallero pesynbTaTbl MOHWTOPWHIA
apPeKTMBHOCTM M 6E30MacHOCTM NEeKapCTBEHHOro npenapaTta. B TeyeHune naTvM paboumx AHeN co gHA
NOCTYNAEHUA 3aMpoca PYKOBOAMTENS 3KCMEPTHOrO Y4YPEKAEeHWA YKasaHHblM deaepanbHbldi opraH
MCNONHUTENBbHOM BAACTM HanpaBaseT 3asBMTeI0 3aNpoc O NpeacTaBieHnM HeobX04MMbIX MaTepUanos,
KOTOPbI MOXeT 6bITb nepefaH YNnoJHOMOYEHHOMY NPeACTaBUTENO 3aABUTENA JIMYHO MOA, PACMUCKY,
Hanpas/eH MO Mo4YyTe 3aKasHbIM MWCbMOM WAM NepefaH B  3/EKTPOHHOW ¢opme no
TENNEKOMMYHUKALMOHHBLIM KaHafam cBA3W. B cayyae HampaBfieHWs 3anpoca YNnoJHOMOYEHHOro
dbesepanbHOro opraHa WCMOJIHUTENbHOM BAACTM MO MO4YTe 3aKasHbIM MWCbMOM OH CuYMTaeTcA
NOJIyYEeHHbIM MO UCTEYEHMM LIECTM AHEN C AaTbl HANpPaBAEHMSA 3aKa3HOro NMCbMa.

11. 3asButens 06s3aH NpeACcTaBUTb OTBET HA 3anMpoc YNOJHOMOYEHHOro $eaepanbHOro opraHa
MCMNONHUTENBHOW BAACTU B CPOK, HE MPEBbIWAOWMIN WecTuaecatm pabounx AHen co AHA Moay4YeHus
YyKa3aHHOro 3anpoca. YNno/HOMOYeHHbI denepanbHblii OpraH MCNONHUTENbHOM BAACTW, BblAaBLUMNA
3aflaHMe Ha NpoBeAEeHME 3SKCMEePTM3bl OTHOLIEHMA OXMWAAEMOM MOMb3bl K BO3MOMKHOMY PUCKY
NPMMEHEHMUA NEKAapCTBEHHOTO npenapaTa Ha OCHOBaHMM AOKYMEHTA, COAEp’Kallero pesynbTaTthbl
MOHUTOPUHra 3PPeKTUBHOCTM M 6e30NacHOCTM NEeKaPCTBEHHOMO npenapara, B TedeHue NATU paboumx
AHEel co AHA NOCTYN/AeHUA OT 3aABMTeNA OTBETa Ha 3anpoc YNOJAHOMOYEHHOro $heaepanbHOro opraHa
WCMONHUTENbHOW BAACTM HanpasaseT 3TOT OTBET B 3KCNepTHOe yuyperkaeHwe. B  cayyae



HenpeaCcTaBAEHUS NO UCTEYEHUM LeCTUAECATM pabounx gHel 3aaBMTeIeM OTBETA Ha YKa3aHHbIN 3anpoc
YNOJHOMOYEHHbIN deaepasbHbI OpraH UCMOMHUTENBHOM BNACTU, BblAABLUMI 3a4aHMe Ha NpoBegeHue
3KCMNEPTU3bl OTHOLIEHMA OXMAAEMOW MNO/b3bl K BO3MOMHOMY PWUCKY MPUMEHEHUS JIEKAPCTBEHHOTO
npenapata Ha OCHOBAaHWUM [OOKYMEHTa, COAEpPrKalLlero pesynbTaTbl MOHUTOPUHra 3PPEeKTUBHOCTU U
6e30nacHOCTU NIeKapCTBEHHOrO npenaparta, B Te4eHne NATU paboumx AHen HanpaBAsaeT B 3KCnepTHoe
yupexxgeHue yBeAOM/IEHME O HenpeacTaBAeHUM 3adABUTENIEM OTBETA Ha 3anpocC YKasaHHOro opraHa.
Bpema co AHA HanpaB/ieHMA 3anpoca 3KCMNEPTHOrO y4YpeXKAeHUs B YNOJIHOMOYEHHbIM denepanbHbli
OpraH UCMNOSIHUTENbHOW BAACTU A0 AHA NOAYYEHUSA SKCNEPTHbIM yuYperKAeHWeM OTBETa Ha 3anpoc Mau
YBEAOMNEHUA O HenpeacTaBAeHUMM OTBETA Ha 3anpoc He Y4YUTbIBAETCA MNPW WMCYUCIEHUM CPOKaA
npoBeAeHUs 3KCMEPTU3bl OTHOLUEHMA OXUAAEMOM MOJb3bl K BO3MOXHOMY PUCKY MNPUMEHEHUS
JIEKAPCTBEHHOrO MpenapaTta Ha OCHOBaHWKM [OKYMEHTA, COoAepXKallero pesyabTaTbl MOHUTOPUHIA
3pPeKTMBHOCTU U HE30NaCHOCTU IEKAaPCTBEHHOIO Npenapara.

12. B cpoK, He npeBbllatoWwmin AecaTn paboynx gHel co AHA NOSYyYEeHUA 3aKJYEHNA KOMUCCUM
3KCMEepPTOB MO pe3y/nbTaTaM 3KCNEepTM3bl OTHOLLEHUSA OXWAAeMOW MO/b3bl K BO3MOMKHOMY PUCKY
NPMMEHEHUS NIeKAapPCTBEHHOTO npenapaTa, COOTBETCTBYHOLWMIN YNOSIHOMOYEHHbIV dedepanbHbiii opraH
WCMOJIHUTE/IbHOM BNaCTMU:

1) OCyLWeCTB/IAET OUEHKY 3TOro 3aK/l04eHUA AnAa onpeaeneHnAa ero CooTtBeTcTtemnA 3a4aHUKO Ha
nposeaeHue YKa3aHHOl7I 3KCNepTU3bl;

2) NPUHUMAET pelleHne O MOATBEPNKAEHMM TOCYAapPCTBEHHOW pPerucTpaumMm NeKapcTBEHHOro
npenapata maM o6 OTKase B MOATBEPXAEHMM [OCYAAPCTBEHHOM pPerMcTpaumm NeKapcTBEHHOro
npenapara;

3) BHOCMT NPU NPUHATUN peleHna O MOATBEPXAEHUM rOCyAapCTBEHHOMW pernctpaumnm
NeKapCTBEHHOTO npenapaTta CBeAEHUA B roCyAapCTBEHHbIN PeecTp JIeKapCTBEHHbIX CPeACTB U BblaaeTt
3a8BuMTENI0 BECCPOYHOE PerncTpaLmMoHHOE YA0CTOBEPEHME IeKapCTBEHHOrO npenapara.

13. OcHoBaHMeEM ONA OTKasa B NOATBEPXKAEHUW TOCYAaPCTBEHHOW PerncTpauum NeKapcTBeHHOro
npenapata fBAAETCA 3aK/OYEHME COOTBETCTBYIOWErNO0 YMNOJAHOMOYEHHOrO ¢eaepanbHOro opraHa
MCMNONHUTENBHOW B/IAaCTU O TOM, YTO PUCK MPUUMHEHUA Bpeda 340POBLIO YeNOBEKA WAWU MUBOTHOMO
BC/IeACTBME NPUEMA JIEKAPCTBEHHOTO Npenapara npesblwaeT 3GpPeKTUBHOCTb Ero NPUMEHEHUS.

(8 pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

14. B nepuon npoBeAeHMA Mpoueaypbl MNOATBEPKAEHMA TOCYAAPCTBEHHOM perucTpaumm
JIeKapCTBEHHOrO NpenapaTa ero obpaleHue B Poccuiickon degepaumm He NpUoOCTaHaBANBaAETCA.

15. [onyckaetca obpalieHMe JIeKapCTBEHHbIX MPEenapaTtoB A0 WCTEYEHMA CPOKa ro4HOCTH,
NPOM3BEAEHHbIX B TEYEHMEe CTa BOCBMWUAOECATU KaleHAapHbIX [AHEeW nocne AaTbl MPUHATUA
YNOJIHOMOYEHHBIM defepanbHbIM OPraHOM WCMNOJIHUTENbHOM BNACTU peleHUsa O MNOATBEPKAEHUM
rocy4apcTBEHHOW PErncTpaunmn, B COOTBETCTBUM C MHPOPMaLMeEl, cofeprkalleica B OOKYMEHTax
PEervcTPaLMOHHOrO A0Cbe HA NIEKAPCTBEHHbIVM NPenapaT 40 AaTbl MPUHATUSA TAKOTO PELUEHMA.

(8 pea. PepepanbHoro 3akoHa ot 02.08.2019 N 297-93)

Cratba 30. BHeceHMe M3MEHEHUI B AOKYMEHTbI, CoAaeprKalumeca B permcTpaumoHHOM A0cbe Ha
3aperncTpupoBaHHbIA NeKapCcTBEHHbIM Npenapar gaa MegULMHCKOro NpuMmeHeHus

1. B uenax sHeceHuA U3MEHEHUI B AOOKYMEHTbI, coaepKalineca B permctpaymoHHOM A0Cbe Ha
3aperMCTpMpOBaHHblﬁ }'IeKapCTBeHHbIﬁ npenapar ana MeanunHCKoro npumeHeHuA, aepxatelb Uaun
Bnagenel, permctpauMoHHOro ygocrtoBepeHmnAa NnekapCrtBeHHOro npenapara UWin ynoiHOMOYEHHOE MM
Apyroe ropnan4yeckoe amuo (,a,anee B HaCTOFILLI,eﬁ CTaTtbe - 3aF|BMTe}1b) npeacTtaBiAeT B YI'IO}'IHOMO‘-IGHHbIﬁ
d)ep,epaanblﬁ opraH WCMONIHUTENbHOW BAACTW 3aAB/IEHWE O BHECEHUWU TAKUX U3MEHEHWI no d)opN\e,
yCTBHOBﬂEHHOI?I YNO/THOMOYEHHbIM d)e,u,epaanblN\ OopraHom NCNONHUTENbHOM BN1aCTH, N npuaaraemble K
HeMY N3MEHEHUA B YKa3aHHble OOKYMEHTbI, @ TaKXe OAOKYMEHTbI, noarBepxaalouime H606X0,CI,VIMOCTI:
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BHECEHUSA TaKUX U3MEHEHUN.
(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 04.06.2018 N 140-D3)

1.1. Npn He0bXOAMMOCTU BHECEHMA B AOKYMEHTbI, COAEPKALLMECA B PEFUCTPALMOHHOM A0CbE HA
3aperncTpUpPoOBaHHbIA  JIEKAPCTBEHHbIM Npenapat A8 MeAWUMHCKOTO MPUMEHEHUS, WU3MEHEHWN,
YKa3aHHbIX B MyHKTE 3 4acTu 2 HacTosLLel CTaTbM U TPebylowmux NpoBeAeHUA SKCNepTU3bl KayecTBa
NIeKAPCTBEHHbIX CPEACTB, 3aABUTENb AONOJAHUTENBHO NPEeACTaBAAET B YNOJHOMOYEHHbIN desepanbHbIi
OpraH WCMNONHUTENbHOW BAACTU CBeAEHUA O AaTe NpefoCTaBfeHMA U PErNCTPALMOHHOM HoMepe
NNLEH3MN Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB WM CBeAeHMA O [aTe MpeaoCTaBleHUa U
perucTpaLMoHHOM HOMEpPe 3aK/AKYEeHUA O COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbLIX CPeacTs
TpeboBaHMAM NpPaBWU HaANeXKalel MPOM3BOACTBEHHOW MPAKTUKM, BblAAHHBLIX (NpPeaocTaBAEHHbIX)
YNOAHOMOYEHHbIM defepanbHbIM OPraHOM WCMOJHUTENbHOW BAACTU B OTHOLIEHWW W3MEHEHHOW W
(unn) pononHeHHOM NPOM3BOACTBEHHOM MJIOWAAKMA JIEKAPCTBEHHOTO MpenapaTta, B C/y4ae, eciau
Npou3BOACTBO JIEKAPCTBEHHOTO NpenapaTa ocywecTeasetca B Poccuinickoin Pepepaumnn, imbo ceeseHma
0 faTe npefocCTaBieHMA U PErNCTPALMOHHOM HOMEpPE BblAaHHOM YNOJAHOMOYEHHbIM OPraHOM CTPaHbI
Npou3BOAUTENA NIULLEH3UM HA NPOU3BOACTBO NIEKAPCTBEHHOrO MpenapaTta U ee nepeBof Ha PYCCKUN
A3blK, 3aBepeHHble B YCTAHOB/NEHHOM MOPAAKEe, a TaKXKe CBeAeHuA O pJate npeaocTaB/ieHua W
pPerncTpauMoHHOM HOMEpPE 3aK/YEeHMA O COOTBETCTBMM MPOU3BOAUTENA JIEKApPCTBEHHbLIX CPeacTB
TpeboBaHMAM NpaBUA Haglexalweh MNpPoU3BOACTBEHHOW MPAKTUKKU, BbIAAHHOMO YNOJAHOMOYEHHbLIM
denepanbHbIM OPraHOM MCNOAHUTENBHOW BAACTU B OTHOLUEHUW M3MEHEHHOM W (MAKM) AOMNONHEHHOM
NpPon3BOACTBEHHON MNJIOWAAKN NIeKapCTBEHHOIO NpenapaTta, Win CBeAeHMA O AaTe NpenoCcTaBAeHMA U
pPerncTpauMoHHOM HOMEpPEe peLlleHUA YMNOoJHOMOYEHHOro deaepanbHOro OpraHa MCMNONHUTENBHOM
B/1IACTM O MPOBEAEHUN MHCMNEKTUPOBAHMA MPOU3BOAUTENA NEKAPCTBEHHbIX CPeACTB B CAyvae, ecnau
Npown3BOACTBO IEKAPCTBEHHOIO NpenapaTa ocyLecTeAAeTca 3a npegenamm Poccuiickon deaepauum.
(yacTb 1.1 BBegeHa PepepanbHbiM 3akoHoM oT 04.06.2018 N 140-d3; B pea. PenepanbHOro 3akoHa ot
27.12.2019 N 478-93)

1.2. MNpn HEOBXOAUMOCTN BHECEHUA B AOKYMEHTbI, COAEPKALUMECHA B PEIMNCTPALMOHHOM A0Cbe Ha
3apPerucTpPUPOBaHHbIA  IEKAPCTBEHHbIN Mpenapat Aaa MeAULMHCKOTO MPUMEHEHUA, U3MEHEHUN,
YKa3aHHbIX B NyHKTe 4 4acTu 2 HACTOALLEeN CTaTbM U TPebylowMx NPOBEAEHUA IKCNEepPTM3bl KayecTsa
JIeKapCTBEHHbIX CPEeACTB, 3asBUTENb AONOJHUTE/IbHO NPEACTaBAAET B YNOJHOMOYEHHbIN deaepanbHbIi
OpraH WCMNOSIHUTENbHOW BAACTU CBeAEHUs O AaTe NpeaoCTaB/feHMA W PErncTpaumMoHHOM Homepe
JNLEH3MN Ha MPOU3BOACTBO JIEKAPCTBEHHbLIX CPEACTB WM CBEAEHUA O AaTe NpPefoCTaBNeHUsa W
PEerucTpaLMoHHOM HOMEpPEe 3aK/IKYEHMA O COOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbLIX CPEencTB
TpeboBaHMAM NpaBWU/ Hag/eXKalleld NpoU3BOACTBEHHOM NPAKTUKKU, BblAAHHbIX (NpeaocTaBAEHHbIX)
YNONHOMOYEHHbIM peaepanbHbiM OPraHOM UCNOJAHUTENBHOW BAACTU B OTHOLLEHMW NPOU3BOACTBEHHOMN
NNOWAAKN NeKApPCTBEHHOrO npenapaTta, B CAyyae, eCaM NPOM3BOACTBO JIEKAPCTBEHHOrO npenapaTa
ocyuwecrtenserca B Poccuitickoli  Pepepaumn, nmbo cBeaeHWs O pate MpPeAoOCTaBleHUs U
perncTpaumoHHOM HOMepe BblAAaHHOM YNONHOMOYEHHbIM OPraHOM CTPaHbl NPOM3BOAUTENA NULEH3UMU
Ha NPOM3BOACTBO /IEKAPCTBEHHOrO MNpenapata M ee NepeBos, Ha PYCCKUMIMA A3blK, 3aBEpPEHHble B
YCTAaHOBNEHHOM MOPAAKE, a TaKKe CBeAeHUA O gaTe NpPeaoCTaB/ieHUAs U PerncTpaumoHHOM Homepe
3aK/I0YEHMA O COOTBETCTBUW MNPOU3BOAUTENA NIEKAPCTBEHHbIX CcpeAcTB TpeboBaHMAM npaBun
Hagnexalleh npomsBOACTBEHHON MPAKTUKMK, BblAAHHOTO YNOJIHOMOYEHHbIM deaepanbHbiM OpraHoOM
WCMNOJIHUTE/IbHOM BNACTM B OTHOLIEHUN NPOU3BOACTBEHHOM MN/IOLWAAKM IEKAPCTBEHHOIO Npenapara, unu
CBeJeHMA O JaTe nNpefoCTaBAEeHMA U PErMCTPALMOHHOM HOMEpPEe peleHUs YNOoAHOMOYEHHOro
denepanbHOro opraHa MCMNONHUTENIbHOM BNAacTM O NPOBEAEHMM WHCNEKTUPOBAHUA NpPoOU3BOAUTENS
NIeKapCTBEHHOrO CpPeacTBa B C/yyae, ec/in NPOM3BOACTBO IEKAPCTBEHHOMO NpenapaTta OCyLecTBAAETCA
3a npegenamu Poccuitckoit Pepepaumn.

(yactb 1.2 BBeaeHa denepanbHbiM 3aKoHOM oT 04.06.2018 N 140-93; B pea. PegepanbHOro 3akoHa ot
27.12.2019 N 478-$3)

1.3. MpuHATHE pelleHnA O BHeCeHUU M3MEHEHUA UnM 06 OTKase BO BHECEHUU U3MEHEHMUI B
AOKYMEHTbI, coaepXauineca B pernctpaunoHHOm AocCbe Ha 3aperMCTpMpOBaHHblﬁ /'IEKE]pCTBEHHbIVI
npenapat gna meanmunuHCKOro npumeHeHua, B Caydae HeO6XO,CI,VIMOCTM nposeaeHNA 3KCNepTU3bl
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KauyecTBa IeKapCTBEHHbIX CPeACcTB U (UAK) SKCNepTU3bl OTHOLIEHUA OXUAAEMOWN NO/b3bl K BO3SMOXKHOMY
PUCKY NMPUMEHEHUA JIEKAPCTBEHHOTO Npenaparta gaa MeaUUMHCKOro NMPUMEHEHUA OCYLLECTBAAETCA B
CPOK, He NpeBbIWaloWMii AeBAHOCTa Pabounx AHEN, a B OCTaNbHbIX C/ly4asX B CPOK, HE MPEeBbIWatoWwuii
TPMALATU pabounx AHEN CO AHA NPUHATUS YNOJHOMOYEHHbIM deaepanbHbIM OPraHOM UCMONHUTENIbHOM
B/1aCTU 3aAB/IEHNA O BHECEHUWN TaKUX N3SMEHEHUA.

(yacTb 1.3 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

1.4. YNnonHOMOYeHHbI ¢eaepanbHbii OpraH MCNOAHUTENIbHOW BAACTU C YYETOM pe3y/bTaToB
dapmaKoHaa30pa U NPOBEPOK COOTBETCTBUA NEKAPCTBEHHbIX CPEACTB, HAXOAALLMXCA B FPaXKAAHCKOM
obopoTe, YyCTAaHOBNEHHbIM TPeboBaHMAM K MX KayecTBy B TeyeHUe AecATM paboumx AHen co AHA
MOCTYN/N€HNA COOTBETCTBYHOLEN WMHPOPMALMM pPa3MeLLaeT Ha CBOemM oduLMaIbHOM caiiTe B CeTU
"MHTepHeT" cBegeHMA 0 HeobXoAMMOCTM BHECEHMA B MHCTPYKLUIO MO MEAULMHCKOMY MPUMEHEHUIO
JNIEKAPCTBEHHOrO npenapaTa M3MEHEHWI B OTHOLUEHUM CBEAEHWI O MOKa3aHMAX A1A MPUMEHEHUA U
NPOTUBOMNOKa3aHMAX A1 NPMMEHEHWNA IEKAPCTBEHHOIO Npenapara, BbiABAEHHbIX MOOOYHbIX AEUCTBUSX,
HeXXenaTeNbHbIX peakumax Npu NPUMeEHEHUW NeKapCTBEHHOro npenapata M yBegomnsetr ob sTom B
3/1eKTPOHHOM popme UaM NUcbMeHHON dopme (Ha BymarkHOM HocuTene) Aepxatens UauM BnagenbLa
PEervcTpaunoHHOro yA0CTOBEPEHMSA JIeKApCTBEHHOrO npenapata (MAn ynoJiHOMOYEHHOe MM apyroe
IOpUMANYECKOE JINLO), a TaKXKe JeprKaTenen WAM BladesbLeB PerucrpauyoHHbIX YA0CTOBEepPEeHUi
JIEKapCTBEHHbIX MNpenapaToB (MAM YNOJIHOMOYEHHbIX WMMW APYTUX OPUOUYECKUX NWL), KoTopble
ABNAOTCA B3aMMO3aMEHAEMbIMU.

(yacTb 1.4 BBeaeHa deaepanbHbiM 3akoHOM OT 27.12.2019 N 475-93)

1.5. [lep:Katenb unu Bnagenew, permcTpaumoHHOro yaoCToBEPEHMA IeKapCTBEHHOro npenapara, a
TaKXKe [AeprkaTenu UAM BRafenblbl PErMcTpauMOHHbIX YAOCTOBEPEHUI JIEKAPCTBEHHbIX MPenapaTos
(MM ynonHoMo4YeHHblE UMUK ApYIUe lopUaNYEcKne vua), KoTopble SBAAIOTCA B3aMMO3aMeHAEeMbIMMU,
06A3aHbI NpeAcTaBUTb B YNOJIHOMOYEHHbIN deaepasibHbl OpraH UCMOJIHUTE/IbHOM B/1AaCTU 3aABAEHUSA O
BHECEHUM  U3MEHEHWA B  OOKYMEHTbl, COAep)KallMecs B  PErucTpauMOHHbIX  [0Cbe  Ha
3aperncTpUpoBaHHbIE /SIeKAaPCTBEHHbIe MNpenapaTtbl A8 MeAUUMHCKOTo MNPUMEHeHWs, B OTHOLWEeHUU
CBeAEeHWUIN, YyKasaHHbIX B MHCTPYKLMM MO MEAULMHCKOMY NPUMEHEHUIO SIEKaPCTBEHHbIX NpPenapaTos, B
TeYeHMe copoka paboumx gHel Co AHA pasMeLLeHUs YNONHOMOYEHHbIM deaepasibHbIM OpPraHom
NCNOJIHUTENbHOM BNAcTU MHPOPMALLMK, YKa3aHHOM B YacTu 1.4 HacToAwwel cTatbu. JaHHoe TpeboBaHue
He pPacnpoCTPaHAETCA Ha CAy4Yanm BHECEHMA B MHCTPYKUMIO NO  MEAUUMHCKOMY MPUMEHEHUIO
JIeKapCTBEHHOrO npenapaTa M3MEHEHWM B OTHOWEHWMWM HOBbIX MOKa3aHUK ANnA  NpUMEHeHMUs
JIeKapCTBEHHOrO NpenapaTa Ha OCHOBAHWM PE3y/1bTaTOB COOTBETCTBYIOLWMX UCCAEA0BAHUM.

(yacTb 1.5 BBeaeHa deaepanbHbiM 3aKkoHOM OT 27.12.2019 N 475-93)

2. 3KCI'IepTM33 NEeKapCTBEHHbIX CPeacTB B HaCTU SKCNEPTU3bl Ka4eCTBa JIEKAPCTBEHHOIO CpeacTBa U
(M/'IM) 9KCNepTn3bl OTHOLWEHWNA ommp,aemoﬁ NONb3bl K BO3SMOXHOMY PUCKY NPUMEHEHNA NEKAPCTBEHHOTO
npenaparta gna megnumHCKOro npumeHeHnA npoBoanTCA B Ca1iyd4ae BHeECEHUA M3MEHEHUI B AOKYMEHTbI,
cogepxawmeca B pernctpaumMoHHOmMm p[ocCbe Ha 3aperMCTpMpOBaHHbIV1 ﬂeKapCTBeHHbIﬁ npenapat, B
OTHOLWeEHWNW:

1) cBefeHWI, YKasaHHbIX B MHCTPYKUMKM MO MEAUUMHCKOMY MPUMEHEHMUIO JIEKAPCTBEHHOTO
npenapara:

a) NeKapCTBeEHHaA d)opma C YKa3aHuem HaMMeHOBaHMI U KONIMYECTBEHHOIO COCTaBa AEVICTBYPOU.LMX
Beuw,eCTB U Ka4eCTBEHHOIO COCTaBa BCNMOMOraTe/IbHbIX BELWECTB (an HeO6XOAMMOCTM KO/IM4eCTBEHHOTO
COCTaBa BCNoOMOraTe/ibHbIX BeUJ,ECTB);

6) dapmakognHamMKa U GapMaKOKMHETMKAa (33  UCKAueHnem  hapMaKOKUHETUKU
romeonaTUYecKmnx IeKapCTBEHHbIX NPenapaToB U PacTUTE/bHbIX IEKAPCTBEHHbIX NPenapaTos);

B) NOKa3aHuA ONnA NPpUMeHEHUA,

l') NPOTUBOMNOKA3aHUA ON1A NPUMEHEHUA;
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A1) Mepbl NPeaoCTOPOXKHOCTM NPU NPUMEHEHWMY;

6) YKa3aHne BO3MOXXHOCTU WU ocobeHHocTel NPUMEHEHNA NEeKAPCTBEHHOINo npenapata A4nAa
MeaNnUNHCKOro npumeHeHuA 6epeMeHHbIMVI KeHWwWnHamy, XKeHwmHamn B nepumon rpyagHoro
BCKapmaunBaHuA, 4eTbMU, B3POC/1bIMU, UMEKLLMMU XPOHUYECKNE 3a6OI'IEBaHMF|;

) PEXKMM [03MPOBaHUA, CNOCOBbLI BBEAEHWA U NMPUMEHEHMSA, NPV HEOBXOAMMOCTM BpemMa npruema
JIeKapCTBEHHOrO npenapara, NPoAo/IKUTENbHOCTb SIeYeHUA, B TOM Yyucae Yy AeTell 40 M Noc/ie OA4HOro
roga;

3) BO3MOMHble TMO6OYHbIe [AEWCTBUS W HeXenaTesibHble peakuuMM nNpu  MPUMEHEHUU
JIeKapCTBEHHOrO Npenapara;

1) CUMNTOMbI NEpPeO3NPOBKM, MePbI MO OKa3aHMIO NOMOLLM NPU Nepeo3NPOBKE;
K) B3aMMoeicTBMe C APYrMMM NeKapCTBEHHbIMU NpenapaTamm u (Man) NULEBLIMKU NPOAYKTaMU;
n) Gopmbl BbINyCKa IEKapCTBEHHOTO npenapara;

M) yKasaHue (npu HeobxoAuMMOCTM) 0COBEeHHOCTEel AeNCTBUA NeKapCTBEHHOro npenaparta npu
nepsom npueme UNn Npun ero oTMmeHe,

H) cBegeHnAa O BO3MOXHOM  BJIUMAHUKM  NEKAPCTBEHHOIO npenapata 4aa  mMmegunumHCKoro
npUMeHeHUNA Ha CNOCoBHOCTb YynpaBaATb TPAHCNOPTHbIMU CpeACTBaMU, MEXaHU3MaAMU;

0) CPOK rogHOCTN U YKa3aHWe Ha 3anpeTt NnpuMeHeEHNA NEKAPCTBEHHOIO Npenaparta no ncre4yeHnn
CPOKa rogHocCTu;

M) yCNOBUA XpaHEHUS;
p) ycnosus oTnycka;
2) cocTaBa sieKapCcTBeHHOro npenapara Aaa MeguUMHCKOro NpUMeHeHus;

3) MU3MEHEHNA MeCTa NpPoM3BOACTBA JNIEKAPCTBEHHOIO npenapata A4Ana megunumnHCKoro
NPpUMeHeEHNA;

4) un3mMeHeHMA MoOKasaTesell KayecTBa JIeKApCTBEHHOro npenapata Anda  MeAWLMHCKOro
NPUMeHEHUA U (MAK) METOAOB KOHTPOASA KauvyecTBa JIEKapCTBEHHOro npenaparta Ans MeauLUMHCKOro
NPUMEHEHUS;

5) usmeHeHMA CPOKa roAHOCTM IeKapCTBEHHOrO Npenapara 414 MeAUUUHCKOro NPUMEHEHUS;

6) cBeaeHUI 0 HEOHXOAMMOCTM BHECEHUSA WHbIX M3MEHEHUW B MHCTPYKLMIO MO MeAMLMUHCKOMY
NPUMEHEHMIO NEKAPCTBEHHOrO MNpenapata, a TaKKe B WHble [OOKYMEHTbl, coAepyKawumeca B
PErncTpaLMoOHHOM [0Cbe Ha 3aperMcTpMpPOBAHHbLIN IEKAPCTBEHHbIM Npenapat. MNpu 3Tom pelleHne o
NPoBeAEHMM 3IKCMEPTMU3bl KAYecTBa JIEKAPCTBEHHbIX CPeACTB M (MAKM) 3KCMepTM3bl OTHOLUEHMA
OXMAAEeMON NOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHMA NEKAPCTBEHHOro npenapata Ans
MEONLMHCKOTO MPUMEHEHUA NPUHUMAETCA B COOTBETCTBUWU C YTBEPXKAEHHOM YMNONHOMOYEHHbIM
denepanbHbiM OpPraHOM WCMNOSIHUTE/IbHOMW BAACTU  KnaccuduKaumMen U3MEHEHWN, BHOCMMbIX B
OOKYMEHTbI, COAEeprKalLMeca B PErucTpalMOHHOM [0Cbe Ha 3aPerucTPUPOBAHHbIN /IEKAaPCTBEHHDIN
npenapar.

(yacTtb 2 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

3. 3aAasutensb Brnpase npeacrtasutb no COBCTBEHHOM MHUUnatmnBe BmMeCcTte C 3aABaeHnem o
BHECEHUMN U3MEHEHUN B AOKYMEHTbI, cogepxawmeca B pernctpaynoHHOM Aocbe Ha
3aperMCTpMpOBaHHbII7I J'IEKapCTBEHHbIﬁ npenapar gna megnumHCKoro npumMmeHeHmnAa, Konnnm JOKYMEHTOB,
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NoATBEPKAAOWMX YNNATY rOCYSaPCTBEHHOM MOLW/IMHBI 33 BHECEHME B LOKYMEHTbI, COAepKalimecs B
PEerucTpaLMoHHOM [0Cbe Ha 3aperMcTpMpOBaHHbIA NIEKAPCTBEHHbIN MpenapaTt Aaa MegULMHCKOro
NPUMEHEHUA, U3MEHEHUN, Tpebylowmx NPOBEeAEeHUs 3KCMepTM3bl SIEKAPCTBEHHbIX CPEACTB B 4acTu
3KCNepTU3bl KAYeCTBa JIEKAPCTBEHHOTO CPeACTBa U (MK) 3KCNepPTM3bl OTHOLEHMA OXKUAAEMON NONb3bl K
BO3MOXHOMY PWCKY MPUMEHEHMA JIeKapCTBEHHOrO mnpenapaTta AnA MeAMUMHCKOrO MNpUMEHEeHMUs,
rocyapCTBEHHOMN MOLWAMHbI 32 BHECEHWE B AOKYMEHTbI, COAEPMKALLMECA B PEFUCTPALMOHHOM A0Cbe Ha
3aperncTpUpPoBaHHbIA JIEKAaPCTBEHHbIM MNpenapaT AAA MeAMLMHCKOrO NMPUMEHEHWA, U3MEHEHUN, He
Tpebylowmnx NpPoBeAEeHUs  IKCNEePTM3bl  JIEKAPCTBEHHOTO  CPeACTBA, a TaKXKe  BblAaBaemble
(npepoctaBnfaemble) YyNOAHOMOYEHHbIMM  defepanbHbIMU - OpraHaMW  UCMONHUTENIBHOW  BAACTy
OOKYMeHTbl (cBegeHun), yKasaHHble B yactax 1.1 wu 1.2 HacToAwen cTatbn. B cnyyae wux
HenpeacTaBAEHUA YNOJAHOMOYEHHbIN denepanbHbli OpraH WCNOJAHUTENbHOW BAAcTM 3anpalinsBaeT
yKasaHHble  OOKYMeHTbl (cBegeHusa) B MnopAgKe  MeKBeLOMCTBEHHOIo  MHGOPMaLMOHHOIO
B3aMmoAencTBums.

(yacTtb 3 B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

4. B TeyeHune gecaty paboumx gHel co AHA NOCTYMN/JeHUA YKa3aHHOro B YacTu 1 HacToawen ctaTbm
3aAB/IEHMA U HEOOXOAMMbBIX AOKYMEHTOB YMOJIHOMOYEHHbIV deaepasnbHblit OpraH UCNOAHUTENbHOM
BNaCTK:

1) npoBOoAUT NPOBEPKY NO/THOTbI U OCTOBEPHOCTU CBe,CI,EHVIVI, cogeprKawmnxca B npeancraBaeHHbIX
3aABuUTenem matepuanax;

2) NpUHMMAET peLleHre O NPoBeAeHNN YKa3aHHbIX B 4aCcTK 2 HACTOALLEN CTaTbW COOTBETCTBYIOLMNX
3KCMepPTM3 NEeKapCTBEHHOrO cpeacTBa nam ob oTKase B UX NpoBeAeHMM;

3) yBeJOMAAET B 3/1EKTPOHHOMN AN NMUCbMEHHOW dopme 3aABUTENA O NPUHATOM peLleHUn Uan B
C/ly4yae NpUHATUA peleHus o6 oTKase B NPOBELEHMU COOTBETCTBYIOLLEN 3KCNEPTM3bl C YKasaHWem
NPUYNH TaKOro OTKasa.

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIfABNEHMA HeAOCTOBEPHOCTM CBEAEHWIN, COAEpPrKALUMXCA B MNpeacTaBAeHHbIX
3aABUTENIEM MaTepmanax, ynosHOMOYEHHbIM peaepanbHblii OpraH MCNOAHUTENbHOW BIAaCTU HanpaBaseT
3anABUTE/NI0 3anpoc 06 YTOYHEHUM YKas3aHHbIX cBedeHWi. [laHHbIM 3anpoc MoXKeT ObiTb nepepnaH
YNONHOMOYEHHOMY MPEeACTAaBUTENIO 3aABUTENA JIMYHO MOA PACNMUCKY, HaMNpas/ieH MO MoYTe 3aKasHbiM
NMUCbMOM MW NepeaaH B 3/IEKTPOHHOM Gopme No TeNEKOMMYHUKALMOHHbIM KaHanam cBA3n. B cnyyae
HanpaBAeHMA AaHHOTO 3anpoca No NoYTe 3aKa3HbIM MMCbMOM OH CYMTAETCA NOJYYEHHbIM NO UCTEYEHUM
LWeCTN gHel ¢ gaTbl HaNpPaBAEHMA 3aKa3HOro NMCbMa.

(yacTtb 4.1 BBegeHa depepanbHbiM 3aKoHOM 0T 25.11.2013 N 317-93)

4.2. 3assutenp 06A3aH npeacTaBUTb OTBET Ha 3aMpoC YNOJIHOMOYEHHOrO peaepanbHOro opraHa
WCMONIHUTENbHOM BNACTU B CPOK, HE NpEBbIWAWMIA AeBAHOCTa pabounx AHel co AHA NoayyYeHwuA
AaHHoro 3anpoca. Cpok, yKasaHHbIA B 4acTM 4 HaACToAWEN CTaTbW, MPUOCTAHAB/AMBAETCA CO [AHA
HanpaB/iieHMA 3aABUTENI0 3anpoca YyNoJHOMOYEeHHOro dgesepanbHOro opraHa UCNOHUTENIBHOW BAACTK
[0 AHA NOJYYEHUA MM OTBETA HA AAHHbIN 3aMPOC U He YYUTHIBAETCA NPU UCUNCNEHMUM CPOKA NPUHATUA
peleHnas O BHECEHUM WU3MEHEHW B JOKYMEHTbl, COoAeprKalimecAa B PeructpaumMoHHOM [0Cbe Ha
3aperncTpUpPOBaHHbI 1eKapCTBEHHbLIN NpenapaTt A1A MeAULMHCKOTO NPUMEHEHMUA.

(yacTb 4.2 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMem ana oTKasa B nposeaeHNMN yKasaHHbIX B 4acCTn 2 HaCTOHLLI,Eﬁ CTaTbM 3KCNEPTU3
ABNAETCA NpeacTaBaeHne JOKYMEHTOB, NepeyncieHHbIX B YacTax 1 v 3 HaCTOFILLI,eﬁ CTaTbu, B HENO/IHOM
o6beme, HenpeacrasieHne 3aABUTeENeEM B yCTaHOBﬂeHHbIﬁ CPOK OTBETa Ha yKa3aHHbIl71 B vactm 4.1
HaCTOHIJJ,eﬁ CTaTbW 3aNpocC ynoJIHOMOYEHHOTO d)e,a,epaanoro OpraHa WCNOJIHUTENbHOM BNACTH, a TaKKe
OoTCcyTCcTBME B npeacraBa1€HHbIX AOKYMEHTax AO0CTATOYHbIX CBGAEHMVI, noarsepXgarowmnx
HEO6XOLI,I/IN\OCTb BHECEHUA M3MEHeHMﬁ, nnn oTcyTcremne MHd)OpMaLI,MI/I, I'lO,CI,TBep)'KFI,aIOLLI,Eﬁ d)aKT ynnartbl
rocygapcCTBEHHbIX NOLW/INH, YKAa3aHHbIX B 4aCTh 3 HaCTOFILIJ,Eﬁ CTaTbw.
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(B pea. PegepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, 07 22.12.2014 N 429-03)

6. YKa3aHHble B 4aCTM 2 HacToALLei CTaTbM 3KCNepPTU3bl MPOBOAATCA B NOpAAKe, YCTaHOBAEHHOM
cTatbei 23 HacToAalwero PenepanbHOro 3akoHa.

7. B cpoK, He npeBblWaoWmin AecaT pabounx AHen co AHA NONYYEeHMA 3aKAHUYEHU KOMUCCUI
3KCMepToB MO pe3ynbTaTamM YKa3aHHbIX B YacTU 2 HACTOALWEW CTaTbW 3KCMepTU3, YNOJHOMOYEHHbIV
denepanbHblIi OpraH UCMOJIHUTE/IbHOM BNACTU:

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

1) npuHUMaeT pelweHMe O BHECEHWM U3MEHEHWM B [OOKYMEHTbl, cogeprkawumeca B
PEervcTpaLMoHHOM [0Cbe Ha 3aperucTpMpOBaHHbIA N1IEKAPCTBEHHbIN MpenapaT Aasa MegMLMHCKOro
NpMMeHeHUA, UM 06 0TKase BO BHECEHMMU TaKUX U3MEHEHU;

2) BHOCUT B I'OCVAapCTBeHHbIﬁ peecTp NeKapCTtBeHHbIX CpeactB Ha OCHOBaAHWUKU peweHunAa O
BHECEHUMN U3MEHEHUN B AOKYMEHTbI, coagepxawmneca B pernctpaynoHHOMm Aocbe Ha
3aperMCTpMpOBaHHbIVI I'IEKapCTBEHHbIﬁ npenapar ana megununHCKoro npumMeHeHusA, HEOGXOAMMbIe
M3MEHEHNA N BO3BPALWLAET UX 3aABUTENIO;

3) BblOAET 3aABMTE/II0 HOBOE PErncTpaLMOHHOE YAOCTOBEPEHWE JIEKAPCTBEHHOrO npenapaTa B
CNyyYae U3MeHeHUs CBeAEHNN, COAEPHKALLMXCA B HEM.
(n. 3 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

8. OcHOBaHMEM pA/Aa OTKasa BO BHECEHUM W3MEHEHUA B [OKYMEHTbl, COoAep)Kaliuecs B
PerncTpaunoHHOM [0Cbe Ha 3aperMcTPUPOBaHHbIN NEKapCTBEHHbIM NpenapaTt Aas MeAMLMHCKOro
NPUMEHeHNA, ABASAETCA 3aKaloyeHue YNOJAHOMOYEHHOro defepanbHOro opraHa WCMONHUTENbHOM
BNACTU O BO3MOXHOCTU CHUMXKeHMA Be3onacHocTH, KadecTsa, 3¢ deKTUBHOCTU 1eKapCTBEHHOro cpeacTsa
B C/lydae BHeCeHUA TaKUX USMEHEHWI.

9. JonyckaetcAa obpalleHne NeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NMpUMeHeHus A0
NCTeYeHMA CPOKa ro4HOCTM, NPOM3BEAEHHbIX B TEYEHWME CTa BOCbMUAECATU AHEN Nocae AaTbl NPUHATUA
YNONHOMOYEHHbIM peaepanbHbIM OPraHOM UCNONHUTENbHOM BNACTM PeELlEeHMNA O BHECEHUN U3MEHEHW
B [OOKYMEHTbl, cogeprKallMeca B pPerucTpauyMoHHOM J[0Cbe, B COOTBETCTBMM C WHPOpmauuen,
cofepiKalencs B AOKYMEHTAX PErmcTPaLMOHHONO AOCbe Ha NEeKAapCTBEHHbIM npenapat A0 AaTbl
NPUHATUA TaKOro peleHunA.

(yactb 9 B pea. PenepanbHoOro 3akoHa oT 22.12.2014 N 429-93)

CratbAa 31. BHeceHue n3ameHeHWUt B AOKYMEHTbI, COAEpPrKaLLMeca B PErucTPpaLMoOHHOM A0Cbe Ha
3aperncTpupoBaHHbIN NEKaPCTBEHHbINM NpenapaT AN BeTepUHAPHOro NpuMeHeHusa

1. B uenAx BHECEHUA M3MEHEHWI B AOKYMEHTbI, coAepallmeca B PerMcTpaumoHHOM A0Cbe Ha
3aperncTpupoBaHHbIit NEKAPCTBEHHbIM npenapaT A/Aa BETEPUMHAPHOrO MPUMEHEHMUA, Aep)KaTenb MK
BAajeNel, PerMcTpaLmMoHHOro yAoCTOBEPEHMA JIEKapCTBEHHOrO npenapara WaM ynoiHOMOYEHHOE UM
JApyroe lopnanyeckoe AL (aanee B HacToALWEN CTaTbe - 3aABUTENb) NPEeACTaBAAET B YNOJHOMOYEHHbIN
defepanbHbIA opraH UCNOMHUTENIbHOW BNACTU 3aAB/IEHNE O BHECEHUM TaKUX U3MEHEHUI no Popme,
YCTaHOB/IEHHOM YNONHOMOYEHHbIM peaepasibHbIM OPraHOM UCMONHUTENIbHOM BAACTH, U Npuaaraemble K
HEMY M3MEHEHMA B YKa3aHHble JOKYMEHTbI, a TakKXe [JOKYMEHTbI, NoATBeEpKAaoWwme HeobxoaMmMocCTb
BHECEHMA TaKUX M3MeHeHU. NMpn HeobX0AMMOCTM BHECEHUA U3MEHEHWUI B JIOKYMEHTbI, CoAepKallumecs
B PErMcTPaLUMoHHOM [0Cbe Ha 3apernmcTpMpoBaHHbIA NEKapCTBEHHbINA NpenapaT ANA BeTepUHapPHOro
NPUMEHEHUA, B C/Ay4asax WU3MeHeHMa U (MAn)  [OMNOAHEHMA NPOU3BOACTBEHHOW  MOLLAAKU
NIeKapCTBEHHOIO CPEe/CTBA, a TaKXKe M3MEHEHMA NoKasaTeieil Ka4yecTBa JIeKapcTBEHHOro npenapaTta A4
BETEPUHAPHOro NPUMEHEHUA U (MAK) MEeTOA0B KOHTPO/A KadvecTBa JIeKapcTBEHHOro npenapata Ans
BETEPMHAPHOrO MPUMEHEHMA 3aABUTENb AOMOJHUTENbHO MNPEACTaBAAeT B  YNOJHOMOYEHHbIN
denepanbHbIA opraH UCMONHUTEIbHOW BNACTU CAeaytoliMe AOKYMEHTbI (cBeaeHun):

(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 478-93)
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1) cBefeHMA 0 gaTe NpenoCTaBieHUs U PErncTpauMoHHOM HOMepe IMLEH3UU Ha NPOoU3BOACTBO
NIeKapCTBEHHbIX CPeacTB, NpPeAoCTaB/fieHHON NpPOU3BOAUTENIO JIeKapCTBEHHOro npenapaTta And
BETePUHAPHOro NPUMeEHEHUA, ANA POCCUMNCKUX NpousBoauUTeNnen;

(B pea. PegepanbHoro 3akoHa ot 27.12.2019 N 478-93)

2) cBegeHMA O AaTe NpefoCTaBleHUA U PErUCTPALMOHHOM HOMEPE NNLEH3UM HA NPOU3BOACTBO
NIEeKAPCTBEHHbIX CPEACTB, MNpPefOCTaBNeHHON npoussBoguTento  ¢dapmaLeBTUYecKoh cybcTaHumuy,
BXOAALWEN B COCTaB JIEKAPCTBEHHOrO Npenaparta 41d BeTePMHAPHOIo MPUMEHEHMUA, O1A POCCUMCKUX
npoussoauTenen;

(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 478-93)

3) Konus [AOKYMEHTa, BblAAHHOIO YMO/JHOMOYEHHbIM OPraHoOM CTpaHbl NpoussBoAuTens ANs
KaXKa0M NpoM3BOACTBEHHOM MJIOLLAAKM 1eKapCTBEHHOTO npenapaTa A/1a BeTepMHAPHOro NPMMEHEHUS U
NoOATBEP}KAAOLLEro COOTBETCTBME NMPOU3BOAMTENA JIEKAPCTBEHHOTO npenapaTta TpeboBaHUAM npasBu
Hagnexallelh npou3BOACTBEHHOM MNPAKTUKWU, U €ero nepeBod, Ha PYCCKUIA A3bIK, 3aBEpPeHHble B
YCTAHOB/IEHHOM NOPAAKE, @ TaKKe KONWUA 3aK/IYEHMUA O COOTBETCTBUM MPOU3BOAMTENA IEKAPCTBEHHbIX
cpeacte  TpeboBaHMAM  NpaBUA  Hag/eXKaleh  MNPOU3BOACTBEHHOM  MPAKTUKKM,  BblAAHHOTO
YNONHOMOYEHHbIM dpefiepanbHbIM OPraHOM MCMONHUTE/IbHOM BNACTU ANS KaXKAoW Npou3BOACTBEHHOM
NAoWaAKN NIeKapCTBEHHOrO npenapata Ans BETEPMHAPHOrO NPUMEHEHUsi, B0 KOMuA peLleHnn o
nposeaeHUn WMHCNEKTUPOBAHMA npounsBoanTens JIEKapCTBEHHbIX cpeacTs, NPUHATOTO
YNONHOMOYEHHbIM dpefiepanbHbIM OPraHOM MCMOHUTE/IbHOM BNACTU ANS KaXKAoW Npou3BOACTBEHHOM
NAOWaAKN NIeKapCTBEHHOrO npenapata Ans BETEPUMHAPHOrO NPUMEHEHUs. YKasaHHble OO0KYMEHTbI
npeacTaBAAlOTCA B C/lydae, €CM NPOM3BOACTBO JIEKAPCTBEHHOro npenapaTta A1s BeTepUHApPHOro
NPUMEHEHUA OCYLLLECTBAAETCA 3a Npegenammn Poccuiickon deaepauymu;

4) Konua OOKYMEHTa, BbIAAHHOINO YMNO/JIHOMOYEHHbIM OPraHom CTpaHbl MNPOU3BOAUTENS
dapmauesTnyecKkomn cybcTaHumm " NoATBEPKAAIOLLETO COOTBETCTBUE npousBoaAnTens
dapmaueBTMYECKOMN cybCTaHUMM, BXOAALLEN B COCTaB JIEKAPCTBEHHOrO npenapaTa A/ BETEepPUHAPHOro
npumeHeHus, TpeboBaHUAM NpPaBWUA Hagaexallelk NPoOn3BOACTBEHHOM MPAKTUKM, U ero nepeBos Ha
PYCCKUA  A3bIK, 3aBepeHHble B YCTaHOBAEHHOM MOpAgKe, B CAyYae, €C/InM MNPOM3BOACTBO
dapmaLeBTMUECKOM cybCTaHLMK OCyLecTBAAETCA 3a Npeaenammn Poccuiickon deaepaumim.

(yactb 1 B pea. PepepanbHoro 3akoHa ot 04.06.2018 N 140-93)

1.1. B cnyyae M3meHeHus U (MAun) AONONHEHUS MPOU3BOACTBEHHOM MJIOLWAAKM NIEKAPCTBEHHOMO
CpencTBa AOKYMEHTbI, YKasaHHble B 4acTM 1 HacToAweln cTaTbW, NPeAcTaBAAIOTCA 3aABUTENEM B
OTHOLWUEHUM WU3MEHAEMON U (MAKM) [OMNOAHAEMON NPOU3BOACTBEHHOM MNOWAAKM JIEKAPCTBEHHOMO
cpencTBa. PelweHne 0 BHECEHUM U3MEHEHUI B AOKYMEHTbI, COAEPKALLMECA B PErMCTPaLMOHHOM A0Cbe
Ha 3aperncTpPUpPOBaHHbIN NEKAPCTBEHHDBIM NpenapaT ANA BETEPMHAPHOIO NPUMEHEHUA, nan 06 OTKase B
MX BHECEHMM MPUHMUMAETCS B C/ly4ae HeobXOoAMMOCTM NPOBEAEHUA 3IKCNEPTU3bl NEKAPCTBEHHOMO
CpeacTBa B CPOK, He MpeBbllWaloWwunii AeBaHoCTa paboumx AHeW, a B OCTa/lbHbIX CAy4asx B CPOK, He
NPeBbIWAOWMA TPULLATM pabounx AHEN CO AHA NPUHATUA YNOJHOMOYEHHbIM denepasbHbIM OpraHoOM
NCNOJIHUTENIbHOM BNACTU 33aAB/IEHUA O BHECEHUM TaKUX U3MEHEHWN.

(yacTtb 1.1 BBegeHa deaepanbHbim 3akoHOM 0T 04.06.2018 N 140-3)

1.2. B cnyyae peopraHv3auMu Aep:Katens UAn BAagesibla PerncTpaumoHHOTO YAO0CTOBEPEHUS
NIeKapCTBEHHOTO npenapata A8 BETEePUHAPHOro NpuMMeHeHus, pas3paboTyvka WM NPoU3BOAUTENS
NleKapCcTBEHHOTO NpenapaTa A8 BETEPUMHAPHOIO NPUMEHEHWA B 3aiBIEHUN O BHECEHUU U3MEHEHUN B
OOKYMEHTbI, COAep’Kalimeca B PEerucTpaLMoHHOM A0Cbe Ha 3aperMcTpMpPOBaHHbIN JIEKAPCTBEHHbIN
npenapat 418 BETEPUMHAPHOrO MPUMMEHEHMA, YKa3blBAlOTCA AaHHble AOKYMEHTa, MOATBEPKAaloLLero
BHECEHWE COOTBETCTBYIOLLMX M3MEHEHUA B EQMHbINA rocyAapCTBEHHbIN peecTp opuanydeckmx vl (ana
OpraHun3aumii, 3aperncTpMpoBaHHbIX Ha TeppuTopun Poccuitickoi Peaepaumn), AU MHOFO OOKYMEHTa,
NOATBEPKAAIOLLIEr0 PeopraHmn3aLmio IPUANYECKOro AnLa (41a opraHnsaumii, He 3aperncTpPUPoOBaHHbIX
Ha Tepputopum Poccuiickonn Pegepaumn). 3ansBaeHMe O BHECEHUU W3MEHEHUA B [AOKYMEHTbI,
coAepKalimecs B PerncTpauMoHHOM A0Cbe Ha 3aperMcTPMpPOBaHHbIN IeKapcTBEHHbIM npenapaTt Aaa
BETEPUHAPHOrO MPUMEHEHMs, W npuaaraemble K Hemy [OKYMEHTbl MpeAcTaBAAslOTCA B
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YNOHOMOYEHHbIM degepanbHbli OpraH WCNOJMIHUTENbHOM B/acTM He NOo3AHee Yem yepes TpuAuaTb
pabounx gHel co AHA BHECEHWA COOTBETCTBYHOWMX M3MEHEeHWI B EAMHBIN rocyaapcTBEHHbIN peecTtp
IOPUANYECKUX NNUL, (ANA OpraHM3aumii, 3aperMcTpupoBaHHbIX Ha TeppuTopumn Poccuiickolt depepaumnm)
WAM  CO pOHA NPUHATUMA COOTBETCTBYIOWEro JOKYMEHTA, NOATBEP)KAAIOWEro pPeopraHusaumio
IOpPUANYECKOTO NMLa (oNA opraHM3auMii, He 3aperMcTpupoBaHHbIX Ha TeppuTopuM  Poccuitckoi
denepaumn). B cnyyae peopraHmsaumn gepraTtens uav BAagenbla perMcTpalMoHHOro yaoCToBepeHNs
NeKapcTBEHHOTO npenapaTta A8 BETEPMHAPHOTO NPUMEHEHUA 3asB/eHWEe O BHECEHUU U3MEHEHWI B
OOKYMEHTbI, COAEpP’KaliMecs B PErucTpaLMoHHOM [0Cbe Ha 3apermcTpMpOBaHHbLIN JIEKAPCTBEHHBIN
npenapat Ana BETEPUHAPHOrO MNPUMEHEHWsA, MOAAETCA IOPUANYECKMM JIMLOM, KOTOPOMY B Xoge
peopraHM3aumMmn nepesaHo NpaBo BAALEHUA TAKUM PETUCTPALMOHHbBIM YA0CTOBEPEHUEM.

(yacTtb 1.2 BBegeHa depepanbHbim 3akoHOM oT 02.08.2019 N 297-3)

2. B cnyyae BHeCEHUA M3MEHEHWUI B AOKYMEHTbI, COAEPKALLMECA B PETMCTPALMOHHOM A0Cbe Ha
3aPEerncTPUPOBaHHbI NEKAPCTBEHHbIM Npenapat ANA BETEPUMHAPHOro MNPUMEHEHWUA, B OTHOLUIEHUMU
CBeAeHWN, yKasaHHbIX B noanyHkrax "e", "x", "k", "a", "H", "c", "X" nyHkTa 7 vactu 3 cratbu 17
HacTosAwero denepanbHOro 3akoHa, U3MEHEHUsA U (MAKN) AONOJIHEHUA NMPOM3BOACTBEHHOWM NJIOWAAKM
JNIEKapCTBEHHOIO CPeACTBa, a TaKXKe B C/ly4ae M3MEHEHWs MOoKasaTesiel KayecTBa JIEKAapPCTBEHHOIO
npenapata s BeTEPUHAPHOro NPUMEHEHUs U (UIM) METOAO0B KOHTPOAS KayecTBa /SIEKAPCTBEHHOro
npenaparta Ans BETEPUHAPHOro NPUMEHEHUA MPOBOAUTCS IKCNEpPTM3a NEKAPCTBEHHOro cpeacTsa Ann
BETEPMHAPHOro NpUMeHeHus. B cnyyae HeobXoAMMOCTM BHECEHUA MHbIX U3MEHEHWN B AOKYMEHTHI,
cogeprKawmecs B PermcTpauMoHHOM [0Cbe Ha 3apPerMcTPUpPOBaHHbIN NeKapCcTBEeHHbIM npenapaT ans
BETEPMHAPHOIo NPUMEHEHMA, IKCNEepPTM3a NEKAPCTBEHHOro CpeacTBa A1 BETEPUHAPHOIrO NPUMEHEHMUA
He NPoBOAUTCS.

(8 pea. PepepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-3)

3. 3asABuTeNb BMpasBe NpPeACTaBUTb MO COOCTBEHHOW MHULMATMBE BMECTE C 3asABJEHMEM O
BHECEHUM W3MEHEHMI B  [AOKYMEHTbI, COZeprKallMecs B  PErucTpaLMOHHOM  JOCbe  Ha
3aperncTpUpPoOBaHHbIN IeKaPCTBEHHbIN NpenapaT A8 BEeTEPUHAPHOTo NPUMEHEHUS, KONMUU AOKYMEHTOB,
NOATBEPKAAOLWMX YNNATYy FOCYAAaPCTBEHHOM MOLWJIMHBI 32 BHECEHWE B JOKYMEHTbI, coAeprKalimecs B
PerucTpauMoHHOM [0Cbe HA 33aPerncTpUMpPOBAHHbIV JIEKAPCTBEHHbIN MNpenapat A/ BETEPUHAPHOTO
NPUMEHEHNA, U3MEHEHWUN, TPebylolWmX MNPOBEAEHUA 3SKCNepTU3bl JIeKapCTBEHHONO CpeacTBa, WU
MU3MEHEHW, He TpebylolWmx MPOBEAEHUS 3SKCMEepTM3bl JIEKAPCTBEHHOIO cpeactBa. B cayyae
HEeObXOAMMOCTM U3MEHEHUs CBEAEHWN, codepiKallMxcad B PErncTpauMoOHHOM  YAOCTOBEPEHUMU
JIeKapCTBEHHOIO NpenapaTa Ans BETEPUHAPHOro MPUMEHEHUs, C 3asB/IeHMEM, YKa3aHHbIM B Yactu 1
HacToAleN CTaTbM, 3aABMTE/b BNpaBe NpeacTaBUTb MO COH6CTBEHHON MHULMATUBE KOMMUIO AOKYMEHTA,
NOATBEPKAAIOLLEro ynaaTy rocyAapCTBEHHON NOW/MHbI 33 BblAayy PerncTpaunoHHOro yaocToBepeHms
NeKapcTBeHHOTro npenapara. 3asABuTeb BNpase NPeACTaBUTb NO COBCTBEHHOW MHULMATUBE CBEAEHUA O
NIMLEH3UAX, YKasaHHble B NyHKTax 1 M 2 uactv 1 HacTosAWwel cTaTbM, a TaKXe BblgaBaemble
YNOAHOMOYEHHbIMN deaepanbHbIMU OpraHamM UCMOAHUTENLHON BAACTU AOKYMEHTbI, YKasaHHble B
nyHKTe 3 Yyact 1 HacToAwel cTaTbu. B cnyyae HenpeacTaBieHWA YKasaHHbIX AOKYMEHTOB (cBegeHWIA)
YNOAHOMOYEHHbIN deaepanbHbiii opraH UCNOAHUTENLHOM BAACTU 3anpallMBaEeT YKasdaHHble JOKYMEHTbI
(cBEAEHMA) B NOPAAKE MeXBEAOMCTBEHHOrO MHGOPMALMOHHOTO B3auMOAenCTBUA.

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

4. B CpOK, He NpeBblWatoWmii ecATy paboumx AHel co AHA NOCTYMNJ/eHUA yKa3aHHOro B Yactu 1
HacToALEeN CTaTbM 3aABJAEHUSA U HEOBXOAMMbIX LOKYMEHTOB, YNOJHOMOYEHHbIV denepanbHbli opraH
MCMONHUTEIbHOW BNACTU:

1) npoBoAuUT NPOBEPKY NO/IHOTLI U JOCTOBEPHOCTU CBGAEHMF/’I, cogeprKawmnxca B npencraBaI€HHbIX
3aABuTenem AOKYMEHTAX;

2) NPpUHUMaeT peweHne o npoBegeHUMn 3SKCNEPTU3bl NEKAPCTBEHHOrNoO cCpeacrsa  AnAa
BEeTePUHAPHOro NnpumeHeHnAa nam 06 oTKase B ee nposeaeHuMN,

3) yBefoMIAET B MUCbMEHHOW Gpopme 3aaBUTENA O MPUHATOM PELUEHUWN WU B C/lydae MPUHATUA
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peweHnAa 06 oTkasze B nposeaeHMM 3SKCNepTusbl NEKAPCTBEHHOro cCpeacrtsa ANA BETEPUHAPHOIO
npumeHeHnA C yKasdaHMem nNnpuruyYnH Takoro OoTkasa.

4.1. B cnyyae BbIABIEHNA HEAOCTOBEPHOCTM U (MIM) HEAO0CTaTOYHOCTU CBEAEHWNI, COLEPKALLMXCS
B NPeACTaB/IeHHbIX 3aABUTENEM JOKYMEHTAX, YNONHOMOYEHHbIN degepanbHbli opraH UCNONHUTENbHOW
BJ1aCTW HanpaBs/seT 3asBUTENI0 3anpoc 06 YTOYHEHMM YKasaHHbIX CBeAeHWi. 3anpoc MoKeT 6biTb
nepesaH ynoaHOMOYEHHOMY NPeACTaBUTENIO 3asBUTENA NOA, PACMMCKY, HanpaB/ieH Mo NoyTe 3aKasHbIM
NMUCbMOM MU NepesaH B 3/1IEKTPOHHON GopmMe Mo TeNEeKOMMYHMKALUMOHHbIM KaHanam cBAsn. B caydae
HanpaB/ieHMs 3anpoca 06 YTOYHEHUM YKa3aHHbIX CBEAEHUI NO NoYTe 3aKasHbIM MUCbMOM OH CYMTaeTcA
MOJIy4YEHHbIM MO UCTEYEHUW LIECTM AHEN C AaTbl HaNpPaB/lEeHUA 3aKa3HOTO NMCbMa.
(yacTb 4.1 BBegeHa depepanbHbim 3akoHOM oT 04.06.2018 N 140-$3)

4.2. 3aaBuTenb 06A3aH NpeAcTaBUTb OTBET HA 3aMpoc ynoJsIHOMoYeHHoro ¢esepasibHOro opraHa
WCMOJIHUTE/IbHOM BNAcTU B CPOK, HE MpeBbillalowWmin aeBaHocTa pabouynx gHelM CO AHA MoJyvYeHus
AaHHoro 3anpoca. Cpoku, yKasaHHble B YacTu 1.1 HacToAlel cTaTbM, NPUOCTAHABAMBAIOTCA CO AHA
HanpaBAeHMA 3a8BUTENIO 3aNpoca YNnoJIHOMOYEHHOTo peaepanbHOro opraHa UCNOIHUTENbHOM BAACTU
00 [AHA NOJyYeHMA OTBeTa Ha AAHHbIM 3anpoC U He YyYMUTbIBAOTCA MPU UCYUCAEHUM CPOKA MPUHATUA
peweHns O BHECEHUMU WM3MEHEHUM B AOKYMEHTbI, COAEprKaliymecs B PErMcTpauyMoHHOM AOCbe Ha
3apPerncTpUpPOBaHHbIA NeKAPCTBEHHbIM NpenapaT 414 BeTEPUHAPHOI0 NPUMEHEHMUA.

(yacTb 4.2 BBeaeHa deaepanbHbiMm 3akoHoM oT 04.06.2018 N 140-93)

5. OcHoBaHMeM A/Aa OTKasa B MNPOBeAEHMM 3SKCNEepPTU3bl JIEKAPCTBEHHOrO cpeacTBa ANs
BETEPMHAPHOrO MNPUMEHEHUA ABNAETCA NpeacTaBfeHne LOKYMEHTOB, YKa3aHHbIX B 4actax 1 m 3
HacToALWEN CTaTbk, B HENOJIHOM 0BbeMe UM OTCYTCTBME B NPEACTaB/IeHHbIX AOKYMEHTaX 4OCTAaTOYHbIX
CBeAeHUN, MNOoATBepKAalowmx HeobXoaMMOCTb BHECEHMA W3MeHeHun, nmMbo HenpeacTassieHUe
3anABUTE/IeM B YCTaHOBJIEHHbI CPOK OTBETa Ha YKasaHHbIM B 4YacTM 4.1 HacToAwen cTaTbM 3anpoc
YNOJIHOMOYEHHOTo pelepanbHOro opraHa UCMONHUTENbHOM BacTu.

(8 pea. PenepanbHoro 3akoHa ot 04.06.2018 N 140-93)

6. DKCnepTM3a NeKapCTBEHHOro CPeAcTBa ANA BETEPUHAPHOro NPUMMEHEHUA B LEeNAX BHeceHus
M3MEHEHWUA B [OKYMEHTbl, COAEeprKaliMeca B PErmcTpauMoHHOM [OCbe Ha 3aperncTPUMpPOBaHHbIN
NeKapcTBeHHbI npenapaT [ANA BeTEPMHAPHOTO MPUMEHEHMA, OCYLLeCTBAAETCA B  NopAake,
YyCTaHOB/IEHHOM CTaTbel 24 HacToAwero PeaepanbHOro 3akoHa.

6.1. B cpoK, He NpeBbIWAOWMNI AecaTh paboumx AHEN CO AHA NONYYEHWUSs 3aKAOYEHUA KOMUCCUU
3KCNepToB NO pe3y/nbTaTaM YKa3aHHOM B 4acCTM 2 HACTOsALLElM CTAaTbM 3KCMEPTM3bl, YNOAHOMOYEHHbIN
denepanbHbIii OpraH UCMONHUTEIbHOM BNACTU:

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

1) npuMHMMaeT pelleHMe O BHECEHUM W3MEHEHW B [OOKYMEHTbl, coAepskalimecs B
PerncTpaumoHHOM A0Cbe Ha 3aperucTpupOoBaHHbLIN JIeKAapPCTBEHHbIM MpenapaT Ans BeTepUHAPHOro
NpUMeHeHUA, an 06 OTKase BO BHECEHMM TaKUX U3MEHEHUI;

2) BHOCUT B TrOCYAapCTBEHHbIN pPeecTp /IeKapCTBEHHbIX CPeACTB Ha OCHOBAHMM pelleHus o
BHECEHUM W3MEHEHMIN B  [AOKYMEHTbl, coJeprKalmeca B  PErucTpauMoHHOM  AoCbe  Ha
3aperucTpupoBaHHbIi IeKapCTBEHHbIM MNpenapaT 414 BeTepuHapPHOro NpUMeHeHua, Heobxoaumble
M3MEHEeHMA 1 BO3BPALLAET 3T AOKYMEHTbI 3aABUTEIO;

3) BblAaeT 3aABMTE/IO HOBOE PErucTpaLMOHHOe YA0CTOBEPEHME JIeKapCTBEHHOMO npenaparta Aas
BETEPMHAPHOro NPUMEHEHUS B C/ly4ae HEOBXOAMMOCTU NU3MEHEHMUA CBEeAEHUN, COAEPKALLMXCA B HEM, C
COXpaHeHMemM HOMepa paHee BbIJAHHOTO PEerucTPAUMOHHOIO YAOCTOBEPEHMA JIEKAPCTBEHHOrO
npenapara 415 BETEPUHAPHOTO NPUMEHEHMA.

(n. 3 BBeaeH dPepepanbHbim 3akoHOM oT 02.08.2019 N 297-03)
(4acTb 6.1 BBegeHa deaepanbHbiM 3aKoHOM 0T 22.10.2014 N 313-93)
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6.2. B cnyyae BHeCEHUs U3MEHEHWUI B OKYMEHTbI, COAEpKaLLMecs B permcTpayMoHHOM A0Cbe Ha
3aPErncTPUPOBaHHbIM  JIEKAPCTBEHHLIN MpenapaTt AAA BETePUHAPHOro MPUMEHEHUs, B 4acTu,
Kacatowenca u3aMeHeHua U (Man) [OMNOAHEHWA NPOM3BOACTBEHHOM NJIOWAAKA NIEKAPCTBEHHOMO
npenapara, Npy NpeAcTaBfeHUN 3asBUTENEM B COOTBETCTBUM C MYHKTOM 3 yacTv 1 HacToAwel cTaTbu
KOMUU peLleHUs ynoaHOMOYEHHOro denepanbHOro opraHa WMCNOAHUTENIbHOW BAAcTM O MPOBEAEHUU
WMHCNEKTUPOBAHUA NPOU3BOANTENS IEKAPCTBEHHbIX CPEACTB CPOK, YKasaHHbIA B YacTu 6.1 HacToALek
CTaTbW, NPUOCTAHABAMBAETCA CO AHA NOJYYEHMA 3aKAOYEHMA KOMMUCCUM SKCNEPTOB A0 AHS MPUHATUA
YNOJAHOMOYEHHbIM deaepasibHbIM OPraHOM UCMOJIHUTENIbHOM B1IAaCTM peLleHus O Bblaade unm ob oTkase
B BblZaye 3aK/HYEHMA O COOTBETCTBUN MPOU3BOAUTENA IEKAPCTBEHHbIX CPEeACTB TpeboBaHMAM NpaBun
Hagnexallen Npon3BoACTBEHHOM NPAKTUKN, HO He BoJiee Yem Ha CTO BOCeEMbAECAT pPaboumnx aHen.
(yacTb 6.2 BBegeHa depepanbHbim 3akoHOM oT 04.06.2018 N 140-$3)

7. OcHoBaHMEM [A/AAa OTKasa BO BHECEHUM W3MEHEHWA B [AOKYMEHTbI, COoAeprKalimecs B
PErncTpaLMOHHOM [0Cbe Ha 3apermcTpuMpOBaAHHbLIA NEKAPCTBEHHbIN MpenapaT AlA BeTepPUHAPHOro
NpPUMeHeHWA, B CAy4anx, He TpebyloWwmnx NPoBeAEHNA SKCNEPTU3bI IEKAPCTBEHHOTO CPeACTBa, ABAAETCA
npeacTaBNeHNe JOKYMEHTOB, yKa3aHHbIX B YacTax 1 n 3 HacToAllel cTaTbu, B HENOJIHOM 06beme Maun
OTCyTCTBME B NPeACTaBAEHHbIX AOKYMEHTaX CBEAEHUIA, KOTOPble A0MKHbI ObITb B HUX OTpaKeHbl, 160
HenpeacTaBAeHWe 3aABUTENIEM B YCTAHOB/IEHHbIN CPOK OTBETA Ha YKa3aHHbIM B YacTu 4.1 HacToAwen
CTaTbW 3aNpoc ynoJIHOMO4YeHHOro desepanbHOro opraHa UCNOJIHUTEIbHOM BACTMU.

(yacTb 7 B peq. depepanbHoro 3akoHa ot 04.06.2018 N 140-93)

7.1. OcHoBaHMeM [ANA OTKa3a BO BHECEHUM W3MEHEHU B [AOKYMEHTbl, coAep’kalimeca B
perucTpaumoHHOM A0Cbe Ha 3aperMcTpyMpoBaHHbIA IeKapCTBEHHbIM npenapaT AnA BeTepUHapHOro
NPUMeHeHUA, B Caydaax, TPebylowmx NpoBeaeHMsA 3KCNepTM3bl 1eKapCTBEHHOIO Cpe/cTBa, ABAAeTCA
3aK/loYeHMe YMNOJAHOMOYEHHOro ¢denepanbHOro opraHa WCMNOJAHUTENbHOM BNACTU O BO3MOMKHOCTU
CHU¥XKeHMA 6e3onacHOCTH, KayecTBa, 3GPEKTUBHOCTM IEKAPCTBEHHOTO NpenapaTta BC/ieACTBUE BHECEHUA
M3MEHEHWA B  YKasaHHble [OKYMEHTbl, OTKa3 YyMNoJIHOMOYeHHoro ¢enepanbHOro opraHa
WCMNOJIHUTENbHOM BNACTU B Bbldaye 3aK/OYEHWA O COOTBETCTBMM NPOWU3BOAUTENNA JIEKAPCTBEHHbIX
cpeAacTs TpeboBaHUAM NPaBUN HaZ/1exallein NPon3BOACTBEHHOW NPAKTUKKU B C/lyYae U3MeHeHuA 1 (nan)
OOMOJIHEHUS MNPOU3BOACTBEHHON NNOWAAKM JIEKapCTBEHHOrO Mpenaparta, €ec/in MPOoU3BOACTBO
JIeKapCTBEHHOro npenapaTa AN BETEPMHAPHOrO MPUMEHEHUS OCYLLEeCTBAAETCA 3a Mnpeaenamu
Poccuitckoit ®epepaumn, nam oTCyTCTBUE STOTO 3aKNOYEHUA.

(yacTtb 7.1 BBegeHa depepanbHbim 3akoHOM 0T 04.06.2018 N 140-3)

8. [onycKaeTca obpalleHne NeKkapcTBEHHbIX NPENApaToB A/ BETEPUMHAPHOrO NPUMEHEHUA A0
NCTEYEHMA CPOKA rOAHOCTU, NPOU3BEAEHHbIX B TEHEHME CTa BOCbMUAECATU AHEN Nocae AaTbl NPUHATUA
YNOJHOMOYEHHbIM pesepasbHbIM OPraHOM UCMOHUTE/IbHOM BNACTU pelleHna O BHECEHUN U3MEHEHUI
B AOKYMEHTbI, COAEpKaLLMeca B PErMCTPALUOHHOM AOCHE Ha IeKapCTBEHHbIW NpenapaT, B COOTBETCTBUU
c uHbOpMaUMeR, coaeprKalLenca B LOKYMEHTaX PErMCTPALLMOHHOIO A0OCbE HA IEKAapPCTBEHHbIM npenapat
[0 [aTbl NPUHATUA TAKOTO peLleHunA.

(yacTb 8 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

CrtaTba 32. OTMeHa rocyAapCcTBEHHOM perucTpauunm eKapcTBeHHOro npenapara

PeweHne 06 oTmeHe FOCY,D,apCTBEHHOVI perncrtpaunmn nekapCTtBeHHOro npenapara n UCKAK4YeHUn
NEKApPCTBEHHOIo npenaparta W3 rocygapCTtBeHHOro peecTtpa NEKAPCTBEHHbIX CPeacTtB NMPUHUMAETCA
YNO/THOMOYEHHbIM d)e,u,epaanblm OopraHom WUCNONIHUTENbHOW BNACTU B Ccniyyae:

1) npeacrasneHnA COOTBETCTBYHOLLNM YNO/IHOMOYEHHbIM cbe,u,epaanblm OopraHom
WCMNOJIHUTENIbHOW BNACTU 3aK/OYEHMA O pucke wunaun 06 yrpose 340p0OBblO, XMU3HU Yesl0oBEKa WU
XUBOTHOIoO nNpu NpUMeEHEHUUN NEeKaApPCTBEHHONo npenapaTta, MpesBbliWaloWwnx ero ad)d)eKTVIBHOCTb, no
pe3ynbTaTaM OCyLLeCcTBAAEMOIro UM MOHUTOPUHTa 6esonacHocTH NNEKapPCTBEHHOrO Npenapara,

2) noaayn aepxartenem uan snagenbuem pernctpaumoHHOro ygocrtosepeHumAa NeKapCTBeEHHOro
npenapata wan YNoAHOMOYEHHbIM UM [Jpyrum HOpuUuagndyeckmm nnuom 3aABs1eHUA 06 oTmeHe
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rocyapcTBeHHOM perucTpaumm 1ekapcTBeHHoro npenapara;
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3) HenoAareepXaeHnA I'OCY,D,apCTBEHHOﬁ pPerncTpaunmn nekapCrtBeHHOro npenaparta no UCTtevyeHnn
CpOKa AEﬁCTBMﬂ perncTtpaymnoHHOro ygoctosepeHuma, BbiIAaHHOIo Ha NATb N1E€T,

4) HenpepactaBneHMs 3asaBuTeNeM  WHPOPMAUMKM, KOTOpas MOKeT noBaedb 33 cobol
HeOHXOAMMOCTb BHECEHUA U3MEHEHWUN B AOKYMEHTbI, COAEPIKaLLMEcA B PErncTpaLMoOHHOM A0Cbe Ha
3aPEerncTPUPOBaHHbI  JIEKAapCTBEHHLIM Mpenapat, B TeyeHWe TpuauatM paboumx pgHeit co AHA
HaCTYNNEHNA 3TUX U3MEHEHWI;

5) ocyluecTBneHns rocyaapCcTBEHHOW perncrTpauumn IeKapcTBEHHOro npenaparta noj TOProBbim
HaMMeHOBaHMEeM 3aperncTpPMpPoBaHHOrO paHee Nog 3TUM TOProBbIM HaMMeHOBaHWEM NeKapPCTBEHHOTO
npenapara, OTANYaloWEerocs KayecTBeHHbIM COCTaBOM [AECTBYIOLLMX BELLECTB;

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

6) ocyLLecTBNAEHNA TOCYAaPCTBEHHOM PerucTpaummM o4HOro 1 TOrO *Ke NeKapCTBEHHOro npenapara
B OTHOLWIEHMM OOHOrO M TOrO Xe AepKaTens WAW BAafeNblUa PerucTpauyoHHOro yAoCTOBEPEHMUA
JIeKapCTBEHHOrO npenapata B BUAE ABYX W Donee NeKapCTBEHHbIX MpPenapaToB Mog Pas/ivyHbIMU
TOProBbIMM HaMMEHOBAHUAMMU;
(n. 6 B pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-d3)

7) BblHECEHMS CyAOM pelleHMA O HapyweHuu npas npasBoobnajatens o06BLEKTOB
WHTENNEeKTya/IbHOM COBCTBEHHOCTU NPUY 0bpaLLEHUM IEKAaPCTBEHHbIX CPEACTB;

8) oTcyTCTBMA NleKapCTBEHHOrO npenapaTta B obpaweHun B Poccuinckon Pepepaumnn B TedyeHue
Tpex u bonee ner;
(n. 8 BBegeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

9) HeBbINONHEHMA AeprKaTeNeM WAW  BNAAENbLEM  PErUCTPALMOHHOTO  Y40CTOBEPEHUA
JIeKapCTBEHHOIO NpenapaTa MH0 YNOJHOMOYEHHBIM UMW APYTUM FOPULNYECKUM JIMLOM MEPONPUATUIA
no obecneyeHnto 6e30NaCHOCTM JIEKAPCTBEHHbIX MPENAPATOB, YCTAHOBJ/IEHHbLIX YMNOJHOMOYEHHbBIM
depepanbHbiIM OpPraHOM WCNOJHUTENBHOW BAAcTU B COOTBETCTBMM € Yactamum 3 u 4 ctatbm 64
HacToAwero ®efepanbHOro 3aKOHA, B PaMKax OCyLLLeCTBeHUA dapMaKkoHaa30pa;

(n. 9 BBeaeH dPepepanbHbim 3aKoHOM 0T 22.12.2014 N 429-03)

10) oTkasa ApeprkaTena WAM BAALENbLA PErUCTPALMOHHONO YAOCTOBEPEHMS JIEKAPCTBEHHOMO
npenapata AM60 YNOJHOMOYEHHOTO UMW APYroro HPUAMYECKOTO NMLUA OT BHECEHWS WU3MEHEHUNA B
WHCTPYKLUMIO NO MPUMEHEHWUIO NEKAPCTBEHHOrO MnpenapaTta, KacCaloWMXCA HOBbIX MOATBEPXKAEHHbIX
OAHHbIX O TOM, YTO PUCK MPUYMHEHMA Bpeaa 340POBbI0 Ye/I0BEKA WUAWN KMBOTHOIO BC/eACTBME MpUEma
JIeKapCTBEHHOTO NpenapaTta npesbiwaeT 3GGeKTUBHOCTL €r0 NPUMEHEHMUSA.

(n. 10 BBegeH deaepanbHbiM 3akoHOM OT 22.12.2014 N 429-93)

KoHcynbTaHTIAKOC: NpumeyaHue.
C01.01.2023 cT. 32 gononHsetca n. 11 (®3 o1 27.12.2019 N 475-3).

CraTtbna 33. locyAapCcTBEHHbINA peecTp 1IeKapCTBEeHHbIX CpeacTB

1. TocyaapcTBEHHbIV peecTp JIeKapCTBEHHbIX CPEeACTB COAEPKWUT MNepeyeHb JIeKapCTBEHHbIX
npenapaTos, NPOLWeAWNX rocyAapCTBEHHYIO perucTpaLumio, nepevyeHs GpapmaL,eBTUYECKMX CybCTaHLMiM,
BXOAALLMX B COCTaB JIEKAPCTBEHHbIX MPENapaTos, U CleaytoLyio MHOPMaLMIo:

1) B OTHOLWIEHUWN NEKAPCTBEHHbIX NpPenapaTos:

a) HanMeHOBaHWE JNEKapPCTBEHHOIO nMnpenapaTta (Mem,a,yHapop,Hoe HenaTeHToBaHHOE, WU
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rpynnMpoBOYHOE, NN XMMUYECKOEe N TOProBoe HauMeHOBaHUA);
(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

6) nekapcTBeHHas Gpopma C yKasaHMeM [L03MPOBKM IEKAapPCTBEHHOMO NpenapaTta W ero KoJM4yecTsa
B NOTPebUTENIbCKOM YNAaKOBKE;

B) HauMMeHOBaHMe pgepaTena WAM  BAagenbla  PEerucTpaumoHHOro  yAO0CTOBEpPeHMs
JIeKapCTBEHHOIO NnpenapaTa W CBeAEeHUA O PErMCTpaLMn AeprKaTena uan Bnagesnbla perncTpalmMoHHOro
YOOCTOBEPEHMA  JIEKAPCTBEHHOro npenapata A8 MegMUMHCKOrO MPUMEHEHMs B KayecTse
HanoronfateNbWMKa B CTpaHe  pernctpauuum  (4na  POCCUMUACKUX  OPUOUYECKMX  nuL, -
NOEHTUOMKAUMOHHDBIN HOMep Hasnoronnatenbwmka (MHH), ana MHOCTPaHHbIX OPUANYECKUX NUL, -
CTpaHa perucTpaumm, HamMeHOBaHWE PEerncTpUpyoWEero opraHa, PerncTpauMoHHbIA HOMep, KoA
HanoronaTe/bWMKa B CTpaHe perncrTpaumm (MHKoprnopawuumn) uam ero aHanor);

(nn. "8" B peq,. PepepanbHoro 3akoHa ot 28.12.2017 N 425-93)

r) HaMmeHoBaHME W afgpec NPOM3BOAUTENSA NEKAPCTBEHHOrO MnpenapaTa W CcBeAeHusa o
perncTpauumn NnponsBoamuTeNs NeKapCTBEHHOMO NpenapaTta ANs MeAULMHCKOTO NPUMEHEHUA B KayecTse
HanoronnatenbluMka B CTpaHe  perucTpaumm (418 POCCUMCKUX  IOPUAMYECKUX  Any, -
NOEHTUOUKALMOHHBIA HOoMmep Hasoronnatenblimka (MHH), 4nA MHOCTPaHHBIX HOPUANYECKUX WL, -
CTpaHa perncTpauum, HaMMeHOBaHME PErucTPUPYIOWEro OpraHa, PerncTpaumMoHHbIA HOMep, Ko
HasioroniaTenblUMKa B CTPaHe perncTpaumm (MHKopnopaumm) uam ero aHanor);

(nn. "r" B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-93)

A)  dapmakoTepaneBTUYecKas Tpynna, KoL JIEKAapCTBEHHOrO npenapata MO aHAaTOMO-
TepaneBTUYECKO-XMMUYECKOM  KnaccuduKaumn, pPeKoMeHAOBAHHOM BceMupHOlM  opraHuM3aumen
3/1paBOOXPaAHEHWS;

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

€) NoKa3aHMA 1 NPOTUBOMNOKA3aHMA K NPMMEHEHMIO IEKaPCTBEHHOrO Npenapara;
) No6oYHble AeNCTBUA NEKAPCTBEHHOMO Npenapara;

3) CPOK rO4HOCTU NEKAPCTBEHHOrO Npenapara;

1) YCNOBMA XpaHeHUA NeKapcTBEHHOro Npenapara;

K) yC0BUMSA OTNyCKa NeKapcTBEHHOro Npenapara;

Nn) Homep <¢apmaKonenHoOM CcTaTbM WAM B C/y4ae ee OTCYTCTBMA HOMeEpP HOPMaTMBHOM
AOKYMEHTaUUn NiM60 HOPMaTUBHOTO IOKYMEHTA;

M) [aTa rocygapCTBEHHOW perncrpauuu NeKapcTBEHHOro npenapata U ero perncrpauuoHHbIN
HOMep, AaTa 3aMeHbl PEerMcTPaLMOHHOIO YAOCTOBEPEHUA NIeKapCTBEHHOro npenaparta Ha beccpoyHoe
pernmcTpaunmoHHoe YyAOCTOBEpPEeHMEe J/IEKAapCTBEHHOro npenapata, JAaTa nofayn 3asB/leHusa o
NnoATBEePKAEHMM TOCYAAPCTBEHHOW  perncrpauumM  JIeKapCTBEHHOro npenapata, AaTa  OTMEHb!
rocyfapcTBEHHOM PerucTpaLmm NeKkapCcTBEHHOro Npenapara;

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

H) KauyecCTBEHHbIN COCTaB M KOJMYECTBEHHbIM COCTaB AEWCTBYIOLIMX BELLeCTB M KayeCTBEHHbI
COCTaB BCMOMOraTe/IbHbIX BEL,ECTB IeKapCTBEHHOro Npenapara;
(nn. "H" BBeaeH deaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

0) MHPopMaLma 060 BCex paspelleHHbIX BUAAxX BTOPUYHOM (NOoTpebuTebCKoi) ynakoBKuy;
(nn. "o" BBeaeH PenepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

I'I) AaTa MPUHATUA pelleHnA O BO3MOXHOCTM pacCMaTpuBaTb /'IEKapCTBEHHbIﬁ npenapart npu
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rocy4apcTBeHHOM  perncTpauMuM B KayecTBe oOpQaHHOro JleKapcTBeHHOro npenapata (gna
NleKapCTBEHHbIX NpenapaToB A4 MeANLNHCKOro NpUMeHeHus);

(nn. "n" BBepeH PepepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93; B pea. PenepanbHOro 3aKoHa ot
27.12.2019 N 475-93)

p) HanuMume NEeKapCTBEHHOrO Npenapata B MNepeyvyHe KU3HEHHO HEeOOXOAMMbBIX W BAXKHEMLIMX
NIeKapCTBEHHbIX NPenapaToB (410 NeKapCTBEHHbIX NPenapaToB ANA MeAULMHCKOrO NPUMEHeHUA);
(nn. "p" BBegeH PepepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93; B pes. PegepanbHOro 3akoHa oT
27.12.2019 N 475-93)

C) HanM4Me B NEKAapPCTBEHHOM MpenapaTe HaPKOTUYECKUX CPeacTB, NCUXOTPOMHbIX BELWECTB U UX
NPeKypcopoB, nognexalmx KoHTponto B  Poccuiickoit  degepaunm, B COOTBETCTBUM  C
3aKoHOoZaTeNbCcTBOM  Poccuiickon  degepaumu,  MexAyHapoAHbIMM  AOroBopamu  Poccuitckom
depepaunu, B Tom Yncne EaMHON KOHBEHUMEN O HAPKOTUYECKUX cpeacTBax 1961 roaa n KoHeBeHumen o
NCUXOTPONHbIX BewwecTeax 1971 roaa;

(nn. "c" BBeaeH ®egepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

T) uHPopmauma o TOM, ABAAETCA AW [aHHbIM NEeKapCTBEHHbIM npenapaT pedepeHTHbIM
NleKapcTBEHHbIM NpenapaTom;
(nn. "1" BBeAeH deaepanbHbiM 3aKoHOM OT 22.12.2014 N 429-93)

y) cBegeHMs O Mojaye 3asAB/IEHUS O BHECEHUW U3MEHEHUIN B [AOKYMEHTbI, coAepsKawmecs B
pPerncTpaunoHHOM AOCbe Ha IEKAPCTBEHHbIV Npenapar;
(nn. "y" BBeaeH ®eaepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

) ytpatun cuny ¢ 1 mapta 2020 roaa. - PesepanbHbiit 3aKoH 0T 27.12.2019 N 475-03;

X) CPOK BBeAEHWA IeKapCTBEHHOro NpenapaTa B rpaxaaHckunii 06oporT;
(nn. "x" BBeaeH PenepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-93)

2) B OTHOLWEHMU PpapMaLEBTUYECKMX CYOCTaHLMIM:

a) HaumeHoBaHuWe dapMaLEeBTUYECKON CcybCcTaHUMM (MeXXAyHapogHoe HenaTeHTOBaHHOe, UK
rpPynnMpoBOYHOE, NN XMMUYECKOE N TOProBOe HauMeHOoBaHuA);
(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6) HaMmeHOBaHMe 1 aapec NpousBoauTens papmaLeBTUYECKONM cybCcTaHLMK;
B) CPOK rogHocTH papmaLeBTMYecKol cybeTaHumuuy;
r) ycnoeus xpaHeHua ¢bapmMau,eBTUYECKOM cybcTaHLmuy;

) Homep <¢apmaKonemHoW cTaTbM WAM B CAyyae ee OTCYTCTBMA HOMep HOPMaTUBHOM
OOKYMeHTaLMn N1Mbo HOPMATUBHOIO AOKYMEHTa;

e) Hanmume dapmaueBTUYECKOW cybCTaHUMKM B NepeyHe HapKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BELLECTB M UX MPEKypCcopoB, NoAnexalmx KOoHTposto B Poccuiickon depepaumnu, B COOTBETCTBUM C
3aKoHoZaTenbcTBOM  Poccuitickolt  degepaumnu, MeKAyHApogoHbIMM  goroBopamu  Poccuiickol
depepaunu, B Tom Yncne EaMHON KOHBEHUMEN O HAPKOTUYECKUX cpeacTBax 1961 roaa n KoHeeHuUMeN o
NCMXOTPONHbIX BewecTBax 1971 roaa.

(nn. "e" BBepeH ®enepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

2. CDapMaLI,EBTW-IGCKaH Cy6CTaHLI,VIF|, npoun3isengeHHaa ANA peaansaunmn, MOXKeT 6bITb BK/OYEHA B
FOCVﬂ,apCTBeHHbIVI peecTtp NeKapCTBeHHbIX CpeacCTB Ha OCHOBaHWUWU 3aABNEHUA pa3pa60TqMKa nnn
nponssoaunTena NeKapCrBeHHOro cpenctea nmbo YNONTHOMOYEHHOIO MMM HOPUONYECKOTO Nnla npu
ycnosunn nposegeHnAa B OTHOLWIEHUU TaKom d)apmau,esmqecr(oﬁ Cy6CTaHLl,MM 9KCNepTn3bl Ka4yecTBa
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dbapmaueBTUYECKOM CybCTaHLMM B MOpPAAKE, YCTaHOBJAEHHOM cTaTbelt 34 HacTosAwero deaepanbHoro
3aKoHa. B oOTHOweHWW dQapmaLeBTUYECKUX CcybCTaHUMI, Npov3BedeHHbIX ANA peanusauuu, B
rocyAapCTBEHHOM PEECTpPe IeKapCTBEHHbIX CPeACTB COAEPHKUTCA caeaytowan MHGopmaLmsa:

1) HaumeHoBaHMe ¢dapmaLeBTUYeCcKon cybcTaHuMM (MexayHapoaHoe HenaTeHToBaHHOe, WAU
rpynnMpoBOYHOE, NN XMMUYECKOEe N TOProBoe HanMeHOoBaHuA);

2) HaMmeHoOBaHMe, agpec npomssoauTens GapmaueBTUYECKON CybCTaHLMM, a TaKKe B OTHOLLEHUN
NIeKapCTBEHHbIX CPEACTB A8 MEeAULMHCKOTO NMPUMEHEHMUA CBEAEHUA O perncrpauum npoussogutens
dbapmaueBTUYEeCKON cybCTaHUMM B KadyecTBe HajsoronnaTesbliMKka B CTpaHe perucTpaummn (ans
POCCUIACKUX HOPULMYECKUX NIUL, - MAEHTUPUKALMOHHBLIM HOomep Hanoronnatenswmka (MHH), ans
WHOCTPaHHbIX IOPUAUYECKUX NUL, - CTPAHA PEerncrTpauum, HaMmeHOBaHME PErucTPUPYIOLLErO OpPraHa,
PErvcTPaLMoOHHbIA HOMEpP, KoA HanoronaaTtesiblUKa B CTpaHe perncrpauuu (MHKoprnopauuun) uam ero
aHanor);

(n. 2 B pea. ®epepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok rogHocT1 hapMaLeBTUYECKOMN CybCTaHLUN;
4) ycnosus xpaHeHUa GpapmalL,eBTUYECKOM cybCcTaHLuu;

5) Homep dapmaKonelHon cTaTbM AMBO B Ccaydyae ee OTCYTCTBUMA HOMEP HOPMATMBHOM
OOKYMEHTaUUn Mam HOPMaTUBHOIO AOKYMEHTa;

6) Hannumne papmaLLeBTUUYECKON CYBCTAHLMM B NepeyHe HapKOTUYECKUX CPeacTB, NCUXOTPOMHbIX
BELLECTB M UX MPEKYpPCcopOoB, Noanexalmx KoHTpoato B Poccuiickon ®Pepepaummn, B COOTBETCTBUMN C
3aKoHogaTenbctBOM  Poccuiickolt  degepaunu, MeKAyHaApoAHbIMW  AoroBopamu  Poccuiickol
depepaunn, B Tom uncne EAMHON KOHBEHUMEN O HapKOTMYECKUX cpeacTBax 1961 roga n KoHseHumen o
NCMXOTPONHbIX BewecTBax 1971 roaa;

7) pata BKAOYeHUA dapmaLeBTUYECKOW CyOCTaHLMM B rOCYAapCTBEHHbIN PEecTp SIeKapCTBEHHbIX
CpeAcTB, AaTa BHECEHMA U3SMEHEHWUN B AOKYMEHTbI papmMaLeBTUUYECKOM CyBCTaHUMK, AaTa UCKIIOYEHUA
dbapmaueBTUYECKON CyBCTAHLMM U3 TOCYAaPCTBEHHOMO PeecTpa NEKAPCTBEHHbIX CPeACTB.

(yacTb 2 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3. MNopAAOK BeaeHUA rocyAapCTBEHHOTO PEeecTpa JIeKApPCTBEHHbIX CPeACTB A1A MeAUMLMHCKOro
NPUMEHEeHUA W NOPAJOK BeAEHMS TOCYAAPCTBEHHOrO peecTpa JIeKapCTBEHHbIX CpeacTB  ANS
BETEPUHAPHOrO NPUMEHEHUA YTBEPXKAAIOTCA COOTBETCTBYIOLMM YMNOJHOMOYEHHbIM deaepanbHbIM
OpPraHoOM WUCMOAHUTEIbHOM BAACTy.

Cratba 34. BKaoueHue B rocyAapcTBEHHbIA peecTp /1IeKapCTBEHHbIX CPeACTB U UCKAKUYEHue U3
rocypapcTBeHHOrO  peecTpa  JIeKapCTBEHHbIX  cpeactB  dapmaueBTMUECKOM  cybcTaHuum,
npousBeAeHHOW ANA peanvsauum
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1. Ona BKAYeHMs dapmaueBTUYeCKon cybcTaHuMKM, NPOU3BEAEHHOM Ana peanuvsaumu, B
rocyAapCTBEHHbIN PEecTp 1eKapCTBEHHbIX CPEACTB, NPOBOAMTCA SKCNepPTU3a ee KayecTBa.
(8 pea. PepgepanbHoro 3akoHa ot 22.12.2014 N 429-93)

2. JKCMepTM3a KayecTsa yKasaHHOM B 4acTi 1 HacTosweln ctaTbu dapmMaLeBTUYECKon cybcTaHLmuy,
COCTaB/IEHME KOMMUCCMEN SKCNEPTOB 3aK/IOUYEHUIN MO PesyNbTaTam 3TOMN SKCMepPTU3bl U UX HanpasiaeHue
B YMOJIHOMOYEHHbIN ¢eaepanbHblii OpraH MCMOAHUTENbHON BNACTU OCYLLECTBAAKOTCA B CPOK, He
NPeBbIWAoWNN  WecTuaecaTm pabounx AOHEN CcOo AHA MNOJIYYEHUA ISKCMEPTHbIM  YupesKaeHUem
COOTBETCTBYIOWErO 3af4aHuA YNoJHOMOYEHHOro ¢enepanbHOro opraHa MWCMOAHUTENbHOM BAacTU M
cnenytoLmMX AOKYMEHTOB (cBeaeHM):

(B pen,. PenepanbHoOro 3akoHa ot 27.12.2019 N 478-93)
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1) cBepgeHuA o gate NpeaoCcTaBAEHUA U PErMCTPALMOHHOM HOMEPE NULLEH3MWN Ha NPOM3BOACTBO
JIEKapCTBEHHbIX CPeACTB WMAM CBeAeHMAs O JaTe npenocTaB/leHMA U pPernucTpauyMoHHOM Homepe
3aK/II0YEHMA O COOTBETCTBUM MPOM3BOAMTENA NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM npaBun
Hag/NeKallelr npousBOACTBEHHOW MPaKTUKKM, BblAAHHbIX (NpPeAoCTaBAEHHbIX) YNOJHOMOYEHHbIM
denepanbHbIM OpraHOM WCNONHUTENIbHOW BNacTW, B C/Ay4Yae, €c/liM NPOM3BOACTBO J1I€KAPCTBEHHOrO
cpencTBa ocylecTsnserca B Poccuiickon deagepaunu;

(8 pea. PepepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-D3)

2) KomuA [OKYMEHTa, BblAAaHHOTO YMNOJHOMOYEHHbIM OPraHoM CTpaHbl Mpou3BoAUTeNs
JIeKapCTBEHHOrO CpeacTBa M MOATBEPXKAAOWErO paspelleHMe MNPOU3BOACTBA  JIEKAPCTBEHHOTO
CPeAcTBa, U ero nNepeBof Ha PYCCKUI A3bIK, 3aBepeHHble B YCTAaHOB/JIEHHOM MOPSAKE, a TaKKe Konus
3aK/IlOYEHMA O COOTBETCTBUM TMPOU3BOAMTENA JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM MpaBun
HaZ/iexKallei npousBOACTBEHHOM MPAKTUMKK, BblAAHHOTO YMNOJHOMOYEHHbIM denepasibHbiM OpraHom
WCMONIHUTENbHOM  BNacTM, AMBO KOMMA pelleHua  YyNoaHOMOoYeHHoro deaepanbHOro oOpraHa
NCMNOJIHUTENbHOM BNACTM O NPOBEAEHNN MHCMEKTUPOBAHMUA NPOM3BOANTENSA JIEKAPCTBEHHOIO CPeacTBa.
YKaszaHHble OOKYMEHTbl MPeACTaBAAlTCA B CAy4vyae, eCc/lM MPOU3BOACTBO JIEKAPCTBEHHOrO cpeacTsa
ocylwiecTsnAeTca 3a npegenamm Poccuiickon ®epepaumu;

(n. 2 B pea. PepgepanbHoro 3akoHa ot 04.06.2018 N 140-93)

3) AOKYMEHT, coAeprKalluumii cnegylolime ceegeHma o papmaleBTUIecKol cybcTaHumm:
a) HaumeHoBaHWe dpapmaLeBTUYECKOM cybcTaHLMK, ee CTPYKTYypa, obLime CBOICTBa;
6) HaumeHOBaHWe 1 aapec NPoOU3BOAUTENS;

B) TEXHO/IOTMA NPOM3BO/CTBA C ONUCAHNEM CTaAMii NMPOU3BOACTBA U METOA0B KOHTPOAA Ha BCEX
cTaamaAx NPOM3BO/CTBa;

r) onucaHue paspaboTku Npolecca NPoOM3BOACTBA;

ﬂ,) onncaHMe KOHTPOIA KPUTUYECKUX CTaAMl‘;I npouecca npoumssoactea ¢ I'IpOMe)KyTOLIHOﬁ
npoayKLmMu;

e) LOKyMeHTa/lbHoe NoATBEPXKAeHUe (Bannaaums) Nnpoueccos 1 (MAN) X OLEHKa;
) CBOMCTBa M CTPYKTYpa AEMCTBYIOLLMX BELLECTB;

3) XxapaKTepucT1Ka npumece;

n) cneumdurKauma Ha papmaLeBTUYECKYO CybCcTaHLMIo U ee 060CHOBaHUE;

K) aHaNuTUYecKMe MEeTOAMKM, WCMOJb3yeMble TMPU  OCYLLECTB/IEHUUM KOHTPOAA KadyecTsBa
dapmaLLeBTMYECKON cybCcTaHLMu;

N) LOKYMeHTa/ibHOe NoATBepKAeHMe (BaMAaumua) aHaIMTUYECKMX METOAMK, UCMOb3yeMbIX Npu
OCYLLECTB/IEHNN KOHTPO/IA KayecTBa papmaLieBTUYECKOW cybcTaHUMu;

M) pe3ynbTaTbl aHaAn3a cepuit dapmaLeBTUYECKon cybCcTaHLmMK;

H) nepeyvyeHb CTaHAAPTHbIX O6p33Ll,OB U1 BELWECTB, NCNMOJZIb3yeEMbIX NPU OCYyLLECTBNIEHUN KOHTPONA
Ka4ecCTBa,

0) oNUcaHue XapaKTepUCTUK 1 CBOMCTB YNaKOBOYHbIX MaTePMaioB M YKYNOPOYHbIX CPEACTB;
n) gaHHble 0 cTabunbHOCTU dapmaLLeBTUYECKOKN cybcTaHuuu;

p) CPOK rogHoOCTY;
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4) JOKYMEHT, cogep:Kaliunii cBeAeHMUa O perucrpaumm npovsBoAMTENsA IEKAaPCTBEHHbIX CPeacTs
AN MeOMUMHCKOro NpPUMEHEHWs B KayecTBe Ha/sioronsatenbluMKa B CTpaHe perucTpaumm (gns
POCCUMCKMX OPUOMYECKUX UL, - WAEHTUDUKALMOHHBLIA HOMmep Hanoronnatenswmka (MHH), gns
WHOCTPaHHbIX IOPUANYECKUX MWL, - CTPaHA pPerncrTpauumu, HaMmeHOBaHME PErvcTPUPYIOLLEro OpraHa,
PerncTpaunoHHbIM HOMep, KoA HasoronatesblinKa B CTPaHe perucrpaumm (MHKopnopauuun) unm ero
aHanor).
(n. 4 BBegeH ®epepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)
(yacTb 2 B peq,. PepepanbHOro 3akoHa ot 22.12.2014 N 429-¢3 (pea. 13.07.2015))

3. [Ona npoBeAeHWs IKCMepTM3bl KayecTBa YKasaHHOM B 4actu 1 HacToswel craTbu
dapmaueBTMHEeCcKON cybcTaHUMKM 3asBUTENb NPeAcTaBAseT B YNOJIHOMOYEHHbIN deaepasibHbliA opraH
WCMOJIHUTE/IbHOM BNACTMU:

1) 3asBneHWE O BK/IOYEHUW B TOCYAAPCTBEHHbIN PeecTp NeKapCTBEHHbIX CPeacTB AaHHOW
dapmaueBTMUECcKoM cybcTaHLMu;

2) Konua AOKyMeHTa, NOATBEPKAAIOLWLEro YNNATy roCyAapCcTBEHHOW MOLW/IMHbI 33 BK/AOYEHME B
roCyapCTBEHHbIA PeecTp NEeKAPCTBEHHbIX cpeacTB GapmaLeBTUYECKOW CcybCTaHUMKM, NPOU3BEAEHHOM
ana peanusaumu, nMbo No COBCTBEHHOM WHWUMATMBE YKa3aHHbIA [OKYMeHT. B cnyyae ero
HenpeacTaBAeHUA 3aABUTENEM YNONHOMOYEHHbIN deaepanbHbli OpraH WCNOAHUTENIbHOW BNACTU
nposepsAeT GaKT ynnaTbl roCyAapCTBEHHOW NOLW/INHLI 3asSiBUTEIEM C UCMOJIb30BaHMEM MHPopMauumn ob
ynnaTe rocyfapCcTBEHHOM MOLWAUHbBI, coAepKallenca B focygapcTBeHHOM MHGOPMALMOHHOM CUCTEME O
roCcygapcCTBeHHbIX U MYHULIMNA/ZIbHLIX MaaTeXXax, Ha OCHOBaHWU Hpe,ﬂ,CTaBﬂeHHOVI 3aAaBuUTENEM KOMUU
OOKYMeHTa, NOATBEPKAAIOLLErO YNNATy rocyAapCTBEHHOM NOLWNHBI;

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

3) 4OKYMEHTbI, yKa3aHHble B YaCcTW 2 HacTOALLEN CTaTby;
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

4) 3aABseHMe O Bblgaye paspelleHns Ha BBO3 B Poccuiickyto depepalMto KOHKPETHOM MapTuK
HEe3aperncTpMpoBaHHOIO JIEKAPCTBEHHOTO CpeacTBa, NpefHa3Ha4YeHHOro ANA NpoBefeHUA YKa3aHHOM
3KCNepTm3bl.

(n. 4 BBegeH depepanbHbIM 3aKOHOM 0T 22.12.2014 N 429-03)

3.1. B cnyyae HenpeacTaB/reHMA C 3asBAEHMEM O BKJ/IIOYEHUM B TOCYLAPCTBEHHbIN peecTp
JIeKapCTBEHHbIX cpeacTB $apmaueBTUYECKON CcybCTaHUMKM [AOKYMEHTOB, MNOATBEPXKAANOWMNX ynaaTy
rocyAapCcTBEHHOM NOLWJIMHBI U YKA3aHHbIX B NyHKTE 2 YacTK 3 HacCTOALLEN CTaTbM, a TaKKe BblAaBaeMblX
(npepocTaBnAembix) yNoNHOMOYEHHbIMU  denepanbHbIMUM  OpraHaMM  UCMOJIHATENbHOM  BAACTU
OOKYMEHTOB (CBeAEeHWI), YKa3aHHbIX B MyHKTax 1 M 2 YyacTu 2 HacToAWen CTaTbM, YNOJHOMOYEHHbIM
depnepanbHbIi OpraH MCMNOJSIHATENbHOW BAAcCTUM 3anpallMBaeT yKasaHHble OOKYMEHTbl (cBeaeHusA) B
nopagKe MeKBeAoMCTBEHHOTO MHGOPMaLMOHHOIO B3aUMOAENCTBUSA.

(yacTb 3.1 BBegeHa deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 478-03)

4. B TeyeHMe gecaTH paboumx gHEN co AHA NPUHATUA 3as8BIEHUS O BKIHOYEHUM YKA3aHHOM B 4acTu
1 Hactoswel ctaTbl (apmaueBTUYECKON CybCTAaHUMW B TOCYAAPCTBEHHbLIA PEECTP /IEKAPCTBEHHbIX
CPEACTB U OOKYMEHTOB, MEPEYUCTEHHbIX B 4YacTM 1 M NyHKTe 2 4acTM 3 HacToAwen CcTaTby,
YNONHOMOYEHHbIN deaepanbHblii OpraH UCNOJIHUTEIbHOM BAACTM:
(8 pea. PepgepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

1) NpoBOAMT NPOBEPKY MOSHOTbI U [AOCTOBEPHOCTUN AAHHbIX, COAEPMKALMXCA B NMPeAcTaBAEHHbIX
3aABUTENEM JOKYMEHTaX;
(B pen. PegepanbHoOro 3akoHa ot 25.11.2013 N 317-93)

2) NPUHUMAET peLleHWe O HAMpPaB/ieHWWM B 3KCMEPTHOE yuperkAeHue 33aJaHua Ha npoBeaeHue
3KCMNepTU3bl KAYeCcTBa YKa3aHHOM B YacTh 1 HacToALlel cTaTbn dapmaLeBTUYEeCKon cybcTaHumMmn unm ob
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OTKa3e B TaKOM HaMnpas/IEHUMN,

3) yBegoMAAeT B 3/IeKTPOHHOM UM NUCbMEHHON dopme 3aaBUTeNss O NPUHATOM peLleHUn UK B
C/Nlyyae 0TKa3a C YKa3aHMeM NPUUYMH TaKoro OTKasa.
(B pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

4.1. B cnyyae BbIIBNEHMA HEAOCTOBEPHOCTM CBEAEHWI, COAEpPrKalUMxca B MNpeacTaBAeHHbIX
3aABUTENIEM MaTepuanax, ynolHOMOYEHHbI deaepanbHbii OpraH UCNOAHUTENBLHOM BAACTW HanpasaseT
3aABUTE/NIO 3anpoc 06 YTOYHEHMM YKA3aHHbIX CBeAeHWI. [JaHHbIM 3anpoc MoXKeT OblTb nepenaH
YNOJAHOMOYEHHOMY NpPEeACTaBUTENIO 3aABUTENA JIMYHO NOJ PACMMCKYy, HAaNpPaB/ieH NO MOYTE 3aKasHbIM
NMUCbMOM WU NepesaH B 3/IEKTPOHHOW Gopme No TENEKOMMYHMKALMOHHbBIM KaHanam cBfAsun. B cnyyae
HanpaB/ieHMA AAHHOTO 3aMnpoca No NOYTE 3aKa3HbIM MUCbMOM OH CYMTAETCA NONYYEHHbIM MO UCTEYEHUN
LIecTM AHel ¢ AaTbl HANPaBieHMA 3aKa3HOro NUCbMA.

(yacTb 4.1 BBegeHa depepanbHbim 3aKoHOM OT 25.11.2013 N 317-93)

4.2. 3asButenb 06A3aH NpeacTaBUTb OTBET Ha 3anMpoc YNoJIHOMOYEHHOro deaepanbHOro opraHa
WCNO/IHUTENbHON BNAcTU B CPOK, HE MpEBbIWAOWNA AeBAHOCTA paboymx AHEM co AHA noayyeHus
AaHHoro 3anpoca. CpoK, yKasaHHbIM B 4acTM 4 HacToswer CcTaTbM, MPUOCTAaHABAMBAETCA CO AHA
HanpaBAeHMA 3as8BUTENO 3anpoca YyNoSHOMOYeHHOro deaepasibHOro opraHa UCNOJIHUTENbHOM BNACTU
00 AHA NONYYEHUA UM OTBETA Ha AaHHbIN 3aNPOC U He YY4UTbIBAETCA NPU UCYNUCAEHMUN CPOKA IKCMEPTU3DI
KayecTBa ¢apmaueBTUYECKON cybCTaHUMM, HEUCNOosib3yeMOW MpUM MNPOM3BOACTBE JIEKAPCTBEHHbIX
npenaparos.

(yacTb 4.2 BBeaeHa desepanbHbiM 3akoHOM OT 25.11.2013 N 317-93)

5. OcHoBaHMeM 4N1A OTKa3a B HamnpaB/AeHWWN B SKCMEPTHOE yypexKaeHue 3a4aHNA Ha NpoBeaeHune
3KCMepTU3bl KayecTBa YKasaHHOMW B 4actM 1 HactoAwein ctatoM ¢dapmaueBTUYECKOW CybCTaHLMu
ABNAETCA HEeNpeaCcTaBAEeHUE [OOKYMEHTOB, YKa3aHHbIX B 4acTM 2 HACTOALWEN CTaTbM, OTCYTCTBUE
nHpopmauum, noaTBeprKAaowWen ¢GakT  ynaatbl roCydapCTBEHHOM MOWJ/IMHBLI 33 BKJOYEHME
dapmaueBTMyecKoM CcybCcTaHUMKM, MPOU3BEAEHHOW A/A peanv3aumn, B TOCYAapPCTBEHHbIA peecTp
JIeKapCTBEHHbIX CPEACTB, HENPeACTaB/eHME 3asiBUTENIEM B YCTAHOB/IEHHbIM CPOK OTBETA HA YKa3aHHbIN B
yacTu 4.1 HacToALLEN CTaTbW 3aNpPOC YNOAHOMOYEHHOro deaepasibHOro opraHa UCMOJIHUTENbHOM BacTU
WAU NpeAcTaB/eHWe [OKYMEHTOB, He coJepXKalux wcyepnbiBalowero mnepevyHAa HeobxoAMMbIxX
cBefeHun.

(yacTb 5 B peq. denepanbHOro 3akoHa ot 22.12.2014 N 429-93)

6. B TeuyeHuWe nATHagUaTM paboumx pHen co AHA MNONYYEHMA PELIeHUs YNONHOMOYEHHOTO
denepanbHOro opraHa UCNONHUTE/IbHOM BAACTM O HamnpaB/iEHUWN B SKCMEPTHOE yupeXaeHNe 3a4aHuns Ha
npoBeAeHMe 3KCMepPTM3bl KayecTBa YKasaHHOM B 4YacTM 1 HacToAwen cTaTbu dapmaleBTUYECKOMN
cybCcTaHUMM 3aaBUTENb NPEACTaBAAET B SKCNEPTHOE yUperKaeHMe ana NpoBeaeHUa AaHHOM SKCNepTussbl
obpasupl dapmaueBTUYECKOM CyOCTAaHUMM B KOAMYeCTBE, HeobXxoAMMOM n1si BOCMPOM3BEAEHMUS
METOA0B KOHTPOA KayecTBa. JKCNepTHoe yupexaeHne npu noaydeHnn obpasLoB yKasaHHoW B yactn 1
HacTosLWweN cTaTbM GapmaLLeBTUYECKON CYyOCTaHLMM BblAAEeT 3aABUTENI0 AOKYMEHT, NOATBEPKAAIOLLNI
nosydyeHve sTUX 06pasuoOB, MU B CPOK, He MpesblaloWmMin Tpex paboumx aHeln, yBesomMAAeT B
3NIEKTPOHHOM  WMAM  NUCbMEHHON ¢dopme 06 3TOM  YNOAHOMOYEHHbIM deaepanbHbii  opraH
WCNONIHUTENbHOM BNACTU. ITU CPOKM He BK/KOYAOTCA B CPOK NPOBEAEHMA AaHHOW 3KCNepTUsbl.

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

7. JOKYMeHTbI, NOCTYNMBLUME B SKCMEPTHOE yUpeKaeHne 1A NpoBeAeHNa SKCNepTUsbl KayecTsa
YyKasaHHOW B 4acT 1 HacTosweil craTbl dapmaleBTUYECKOM cybCcTaHumMK, noasieskaT Bo3BpaTy B
YNOAHOMOYEHHbIN desepanbHblit OpraH UCNONHUTENbHOM BAACTU OAHOBPEMEHHO C 3aK/OYEHUAMM Mo
pesy/nbTaTam NpoBeAeHHOW 3KCNepTUsbI.

8. B CpOK, He npeBblWaoOWMii NATU Pabounx AHEW CO AHA MOJYYEHUS 3aK/IOYEHMSA KOMUCCUU
3KCMEepPTOB MO pe3y/ibTaTaM 3KCMepTM3bl KayecTBa YyKasaHHOM B 4YactM 1 HacTosAwen CcTaTbu
dapmaLeBTMYECKOM CybCTaHLLMK, YNOJAHOMOYEHHbIV deaepanbHbli OpraH UCNOAHUTEIbHOW BAACTU:
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1) OCYLLECTB/ZIAET OUEHKY TAKOro 3ak/l04eHUA ONnAa onpegeneHna ero CooTBeTCctenA 3a4aHUKO Ha
nposeaeHue ,D,aHHOVI IKCNepTn3bl;

2) nNpUHUMAET pelleHMe O BK/YEHUW YKasaHHOM B YacTm 1 HacToswen cTaTbu
$bapmaueBTUYECKOM CyBCTaHUMM B TOCYAAPCTBEHHbIV PEECTP IEKAPCTBEHHbIX CPeacTB UK pelleHne 06
OTKa3e B TAKOM BK/IOUYEHUH;

3) BHOCUT NpPU NPUHATUW PELUEHMA O BK/IOYEHMM YKa3aHHOM B 4YacTM 1 HacToAwen CcTaTbM
dapmaueBTMyeCKOM  cybCTaHUMM B FOCYAapCTBEHHbIN peecTp  NIeKapCTBEHHbIX  CPeacTB
NpPeaycMOTPEHHY0 YacTbto 2 cTatbn 33 Hactoswero ®PepepanbHOro 3akoHa MWHPopmaumioo U
yBefomnsAeT 06 STOM B 3N1EKTPOHHOM MAK MUCbMEHHOM dopme 3aaBUTENS.

(B pen,. PepepanbHbix 3aKOHOB 0T 22.12.2014 N 429-$3, o1 27.12.2019 N 462-93)

9. OcHoBaHWMEM AN OTKasa BO BKIYEHMM YKazaHHOM B 4YacTM 1 HacToAwen cTaTbM
dbapmaueBTUYECKON CcybCTaHUMM B TFOCYAAPCTBEHHbIM pPeecTp /NEeKAapPCTBEHHbIX CPeACTB ABNAETCA
3aK/Il04EHME COOTBETCTBYIOLLENO YNOJHOMOYEHHOro denepasbHOro opraHa UCNOMHUTENbHOM BAACTU O
TOM, Y4TO KauecTBO papmMaLLeBTUYECKOW CyOCTaHLMM HE NOATBEPKAEHO MONYYEHHBIMU AAaHHbBIMM.

(yacTb 9 BBEAeHa PepepanbHbim 3akoHOM OT 22.10.2014 N 313-93; B pen. PeaepanbHOro 3akoHa ot
04.06.2018 N 140-93)

10. He ponyckaeTtca BKAWOYEHWE B FOCYAAPCTBEHHbLIA PEEecTp JIEKAPCTBEHHbIX CPeacTB OAHOM
dapmaueBTMHECKON CybCcTaHUMN, NPOU3BEAEHHOM ANA pPeasiM3alnn U BbIMYCKAEMON OAHUM U TEM XKe
npoussoauTesiem, B BUAe AByX U 6oJiee peecTpoBbIX 3anmce.

(yacTb 10 BBeAeHa ®eaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

11. BHeceHue U3MEeHEeHMN B AOKYMEHTbl Ha papmaLeBTUYECKYHO CybCTaHUMIO, NPOU3BEAEHHYIO
ON18 peannsaumm U BKIOYEHHYHO B FOCYAapPCTBEHHbIA PeecTp NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAETCA
B nopagke, ycraHoBneHHOm cTtateAMn 30 u 31 Hactoawero PepepanbHOro 3akoHa, C ynaaTom
rocygapcTBEHHOM MOLWJINHBI, NPefyCMOTPEeHHON 3aKkoHoaaTenbcTBOM Poccuitickon dPepepauumn o
Hanorax u cbopax.
(yacTb 11 BBeAeHa deaepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-d3)

12. lonyckaeTca obpalleHne dapmaueBTUYECKUX CybCcTaHUMM, NPOM3BEAEHHbIX 418 peanvsauuu,
B TeYeHWe CTa BOCbMWAECATN AHEN A0 M NOCne NPUHATUA YNONHOMOYEHHbIM deaepasibHbiM OpraHOM
WUCMNOIHUTENIbHOM BNACTU PELIEHUMA O BHECEHUW WM3MEHEHMUI B AOKYMEHTbl Ha ¢apmaleBTUYECKYHO
cybCTaHUMIO, NPOU3BEAEHHYIO [A/1A peanv3auuMM WM BK/AKOYEHHYIO B TOCYAAPCTBEHHbIA peecTp
NeKapCTBEHHbIX CPEACTB.
(yactb 12 BBeageHa ®egepanbHbiM 3aKOHOM OT 22.12.2014 N 429-93)

13. PeweHne 06 WCKAOYEHUU U3 TOCYAAPCTBEHHOTO peecTpa NEeKAPCTBEHHbIX CPeacTs
dapmaLeBTMUYECKON CcybCTaHUMKM, NPOU3BEAEHHOW 4N1A peannsaumu, NPUHUMAETCS YNOJHOMOYEHHbIM
desepanbHbIM OPraHOM UCNONHUTENIbHOM BNACTU B C/lyYae:

1) npeactaBneHMA  COOTBETCTBYIOWMM  YMOJAHOMOYEHHbIM  dedepasbHbiM  OpraHom
NCMNONHUTENBHOW BAACTU 3aK/OYEHUA O PUCKE MAKM 06 Yyrpose KU3HWU WAM 340POBbI0 YenoBeka Anbo
MBOTHOrO NPY UCMO/Ib30BaHUM JIEKAPCTBEHHOrO CPeACTBa;

2) nopaun pa3spaboTYMKOM J/IeKAPCTBEHHOro CPeAcTBa WMAM MPOU3BOAUTENEM /1IEKAPCTBEHHOrO
cpeacTBa b0 YyNONHOMOYEHHBIM UMW APYTUM IOPUAMYECKUM JINLOM 3anaBAEHUA 06 UCKAOYEHUN U3
rocyZapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeACTB GpapmMaLLeBTUYECKOW CybCTaHUMW, NPOU3BEAEHHOM
ANA peanvsauuu;

3) oTcyTcTBUA dhapmMaL,eBTUYECKOM CybCTaHLMN, NPOM3BEAEHHON ANA peanm3aumnm, B 0bpalieHum B
Poccuitckoit Pepepaumm B TedeHne Tpex U 6onee ner.
(yacTb 13 BBeaeHa degepanbHbIM 3aKOHOM OT 22.12.2014 N 429-93)
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Cratba 35. YTpatuna cuny c 1 uiona 2015 roaa. - PeaepanbHbiii 3aKoH 0T 22.12.2014 N 429-93.

Cratba 36. OG6)anoBaHue pelweHMsa 06 OTKase B Bblgave paspelleHUs Ha npoBeaeHue
KMHUYECKOro UCC/ef0BaHUA IeKapCTBEHHOro npenapara, peweHua o6 oTkase B rocyAapCTBEHHOIA
perucTpauum JIeKapCTBEHHOro TMpenaparta, 3aK/IloYeHUA KOMWUCCUM  IKCMEPTOB  IKCMEPTHOro
yupeaeHUA Um 3aK/1Il04EeHUA COBETa NO ITUKE

(8 pea. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

PelweHne cOOTBETCTBYHOLLErO YNOJHOMOYEHHOrO denepasibHOro opraHa UCNONHUTENIbHOW BNacTm
06 OTKase B Bblgaye paspelleHUs Ha NpPoBedeHMEe KANHUYECKOrOo WUCCNeAO0BaHUA NIeKapCTBEHHOro
npenaparta, peleHue YyKasaHHoro denepanbHOro opraHa WCMNOJHUTENbHOW BflacTM 06 OTKase B
rocyaapcTBEHHOW pPEerucTpaLMmM NeKapCTBEHHOro npenapaTta, 3aK/llo4YeHWe KOMMUCCUMM  3KCNepTos
3KCNEPTHOTO YUYpeXKAEHUA UM 3aKN0YEeHME cOoBeTa MO 3TMKe MoXKeT ObiTb 06)KasioBaHO B nopsaake,
YCTaHOB/IEHHOM 3aKoHOoAaTenbcTBoM Poccuitickoit ®depepaumn. 3aKknodeHUME KOMMUCCUMU 3KCMepToB
3KCMEPTHOrO YYPEKAEHUS O B3aMMO3aMEHAEMOCTU NIeKapCTBEHHbIX NpenapatoB AN MeAMLUHCKOro
NPMMEHEHNS MO0 O TOM, YTO IeKAPCTBEHHbIN NpenapaT A1a MeANLMHCKOro NPUMMEHEHUS He ABNAETCA
B3aMMO3aMEHSAEMbIM, MOXET ObiTb 063Ka/fioBaHO AepKaTenem WU BAageNbLEM PerncTpalmMoHHOro
VAOCTOBEPEHUA  /IEKAPCTBEHHOrO  Mpenapata B YMNOJHOMOYEHHbIM  defepanbHbliit  opraH
WUCMOJIHUTE/IbHOM  BAAaCTW,  KOTOPbIM  MPUBAEKAET K  PACCMOTPEHUID  YKasaHHOW  Kasiobbl
noaBeAOMCTBEHHbIE €My HayyHble oOpraHusaumm U obpasoBaTesibHble OpraHM3auun BbiCLIETrO
obpasoBaHKUA, OCyWeEecTBAAOWME AeATeNbHOCTb B cdepe o06palleHns IeKapCTBEHHbIX CPeacTs.
3aK/loYeHne KOMUCCUM 3KCMEPTOB 3KCMEPTHOro y4ypexaeHua, odopmaeHHoe No uToram nepecmoTpa
06)KaNIOBAHHOIO 3aK/OYEHUS 3KCNepTa, MOXeT OblTb OCMNOopeHo AepKaTeNem WAM Bnagenbuem
pPerncTpaunMoHHOro yaoCTOBEPEHMA IEKAPCTBEHHOTO NpenapaTta Mbo yNnoJIHOMOYEHHbIM UMW INLOM B
nopsake, yCTaHOBAEHHOM 3aKoHoAaTenbcTBOM Poccuiickon deaepaumun. Mpu o6:kanoBaHMM peLleHUn
YNOJHOMOYEHHOro deaepasbHOro OpraHa WCNONHUTENbHOW BAACTU, 3aK/AOYEHMA 3SKcnepTa Wau
KOMMUCCUM 3IKCNEPTOB 3SKCMEPTHOrO YUYPENKAEHWUS, 3aK/NOYEHUs cOoBeTa MO 3TUKe JepKatenb wuau
B/lagenel perMcTpaumoHHOro yA0CTOBEPEHUA NEKAPCTBEHHOMO Npenaparta Mbo ynosHOMOYEHHOE UMK
MU0 BNpaBe nNpeacTaBUTb Pe3ynbTaTbl 3KCNEPTU3bl JIEKAPCTBEHHOro MpenapaTta, MNPOTOKO/bI
NOJIYYEHHBIX AKKPEAWUTOBAHHbIMW  UCMbITaTeNbHbIMK  nabopatopusamn  (LeHTpaMn)  pesynbTaToB
nccneaoBaHUM, UCMbITAHWUA.
(B pen,. PepepanbHoOro 3akoHa ot 27.12.2019 N 475-93)

Cratba 37. UHbopmauusa, cBA3aHHAA C OCYLLECTB/IEHWEeM roCyAapCTBEHHOM perncrpaumm
NIeKapCTBEHHbIX npenapartos, UHPoOpmaLuuAa O 3aperncTpUMpoBaHHbIX JIEKaPCTBEHHbIX Mpenapartax U
NIeKapCTBEHHbIX NpenapaTax, UCKAIYEHHbIX U3 rocyAapCcTBEHHOrO peecTpa IeKapCTBEHHbIX CPeAcTB

1. CooTBETCTBYHOLWMI YNOJHOMOYEHHbIN defepasbHbll  OpraH  MCMNONHUTENbHOM  BNACTU
pasmellaeT Ha cBoem oduumanbHom calite B cet "WHTepHeT" uHopmaumio, CBA3AHHYHO C
OCYLLEeCTB/IEHNEM FOCYLAPCTBEHHOW pPerncTpauuu JeKapcTBEHHbIX MpenapaTtos, B TOM u4uc/e
npoBeAeHMEM 3KCNepTU3bl JIEKAPCTBEHHbIX CpeacTB (BKAOYAs pe3ynbTaTbl €e  NpoBefeHus),
MHOOPMALMIO O 3aPErnCTPUPOBAHHBIX JIEKAPCTBEHHbLIX MPeEnapatax W NeKapCTBEHHbIX Npenaparax,
WCK/IOYEHHBIX W3 rOCYAapCTBEHHOIO peecTpa /SIeKapCTBEHHbIX CPeACTB, He Mo3aHee yem 4yepes NATb
paboumx AHEWN Co AHA MNONYYEHUSA YNOJHOMOYEHHbIM PpeaepasibHbiIM OPraHOM UCMOJIHUTENbHOM BAACTU
COOTBETCTBYIOLLEN MHDOPMALUN.

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 02.08.2019 N 297-03)

2. CpoKM M MOpAAOK pasMeLLeHMA YKa3aHHOW B yacT 1 HacToAwel craTbM MHGOpMaLUK
YyCTaHaB/IMBAIOTCA YNOJHOMOYEHHbIM defepasbHbIM OPraHOM WUCMOHUTENbHOM BAacTu. MHdopmaums,
yKa3aHHas B Yactu 1 HacToAwen cTaTbW, ABAAETCA OTKPbLITON M 06LLeA0CTYNHOMW M NpeaocTasafercs
3aMHTEePEeCcOBaHHbIM NLLAM B COOTBETCTBMM C 3aKOHOAaTeNbCTBOM Poccuitckoin deaepaumm.

(B pen,. PenepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Fnasa 7. KNIMHUYECKUE UCCNIEAOBAHUA NEKAPCTBEHHbIX
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NPENAPATOB AN MEAUUUHCKOIO NPUMEHEHNA, AOrOBOP
Ob UX NPOBEAEHWUMW, MPABA NALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCNEAOBAHUAX

Cratba 38. KnuHuyeckue uccnepoBaHMA NEKapCTBEHHbIX MpenapatoB A8 MeAULUHCKOro
npUMeHeHun

1. KnvHUYeckre mccneaoBaHUs IeKapcTBEHHbIX NPenapaToB A8 MeaULMHCKOTO NpUMEHEeHUs, B
TOM YMC/e MeXAYHapPOoAHblE MHOMOLEHTPOBbIE, MHOTOLEHTPOBbIE, MOCTPErUCTPALMOHHbIE, MPOBOAATCA
B OAHOWM WM HECKONbKMX MEAMUMHCKMX OpraHu3auusax B COOTBETCTBUWM C MpPaBMAaMM Hag/exalleln
K/IMHNYECKOW MPAKTUKK, YTBEPKAEHHBIMU YNTONHOMOYEHHBIM deaepanbHbIM OPraHOM UCMOIHUTEIbHOM
BNACTW, COOTBETCTBEHHO B CEAYIOLMX LEenax:
(B pea. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1) yctaHoBneHMe 6e30MacHOCTU /IeKapCTBEHHbIX MpenapaTtosB A8 340PO0BbiX A06pOBO/bLEB U
(nan) nepeHocMmoOCTM UMX 340POBbLIMM  A0BPOBO/IbLAMM, 338 WMCKAIOYEHUEM TakUX WUCCAea0BaHWiA
NleKapcTBEHHbIX MPenapaTos, Npoun3BeAeHHbIX 3a npeaenamm Poccuiickon Peaepauuu;

2) noabop ONTMManbHbIX AO3MPOBOK JIEKAPCTBEHHOro npenapaTa W Kypca JiedyeHus AaA
NauMeHTOB C onpegeneHHbiM  3abosieBaHMEM, ONTUMANbHbIX 03 M CXEM  BaKUMHaLUK
MMMYHOBMON0rMYECKUMIN NEKAPCTBEHHLIMK NpenapaTammn 340P0BbIX 406POBO/bLEB;

3) ycTaHoBneHWe 6e30MacHOCTM JIeKapCTBEHHOro npenapata M ero 3pPpeKTMBHOCTM AnA
naymMeHToB c onpeaeneHHbIM 3aboneBaHuem, npodunakTU4ecKon apdeKTMBHOCTU
MMMYHOBMONOrMYECKUX NEKAPCTBEHHbIX NPenapaToB ANs 340P0BbIX 40OPOBONbLEB;

4) uv3yyeHMe BO3MONKHOCTM pPaCWIMPEHMSA TMOKa3aHWN O1A MEeOUUMHCKOTO MPUMEHEHUS U
BbIAB/IEHNS paHee HEeM3BECTHbIX MOBOYHbIX OEeWCTBUI  3apPernmcTPUpPOBaAHHbIX  SIEKAPCTBEHHbIX
npenapaTos.

2. B oTHoOweHun BOCnpomnsBedeHHbIX NEKapPCTBEHHbLIX nNpenapatos A4 MeanunmHCKOro
npumeHeHunA nposogATCA ncenegoBaHuAa 6MO3KBMBAIEHTHOCTM n (VI}'IVI) TepaI'IEBTMLIECKOﬁ
9KBMUBAZIEHTHOCTU B nopAaaKke, YyCTaHOB/JIEHHOM  YNOJIHOMOYEHHbIM d)e,qepaanblM opraHom
NCNONIHUTENIbHOM BAACTW.

3. OpraHmaau,mo nposeaeHUA KANMHUYECKUX MCCI'Ie,El,OBaHM[;I NeKapCTBeHHOro npenapata A4nAa
MeaNUMHCKOIo NnpumeHeHnA Bnpase OCyLWwecCTBNATb:

1) pa3paboTuMK eKapCTBEHHOTO NpenapaTa Uan YyNnoJHOMOYEHHOE UM NLLO;

2) obpasoBaTenbHble OpraHM3auuu BbiClero 06pa3soBaHUA, OpraHM3auUn LOMNONHUTENbHOIO
npodeccroHanbHoro o6pasoBaHus;
(n. 2 B pea. PepgepanbHoro 3akoHa ot 02.07.2013 N 185-93)

3) Hay4YHO-UccnegoBaTtebCkne opraHn3aumnmn.

4. KnnHMYecKkmMe uccnefoBaHWUA NEKAapCTBEHHOro npenapata gaa MeauULMHCKOTO MPUMEHEHUA
NPOBOAATCA Ha OCHOBAHMM pa3peLleHnsa Ha NPoBeAEeHUE KINMHMUYECKOTO NCCNe0BaHNsA IEKaPCTBEHHOTO
npenapaTta, BblAAHHOTO YMNOJHOMOYEHHbIM ¢defepanbHbIM  OpPraHOM WUCMOJHUTENbHOW  BNACTMU.
YnosHOMOYeHHbIV desepanbHbl opraH UCNOJHUTENbHOW BNAACTU BEAET PEECTpP BblAaHHbIX pPaspeLleHnin
Ha NpoBeAeHMNe KIMHUYECKUX NCCIeA0BaHNIM IEKapCTBEHHOTO NpenapaTa, CoAeprKallMii yKazaHMe Ha Ux
Lenb Uan Lenn, B yCTaHOBNEHHOM 3TUM OPraHOM NopsAgKe.

(B pen,. PegepanbHbix 3aKoHOB 0T 22.12.2014 N 429-¢3, ot 13.07.2015 N 241-d3)

5. Y1patnn cuny c 1 nions 2015 roga. - PegepanbHbiii 3akoH 0T 22.12.2014 N 429-P3.
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6. K opraHusauumn npoBefeHus KAMHUYECKMX UCCNefOBaHWI NeKapCTBEHHOro npenaparta As
MeAMLMHCKOrO MpPUMeHeHUs pa3paboTuMKoM JIEKAapCTBEHHOro Mpenapata MOryT MNpuB/aeKaTbeA
lopuandeckme nuua  oboit  opraHM3auMoOHHO-NPABOBOM GOpMbl NpWM  yClIoBUM obecnedyeHus
COOTBETCTBUA 3TUX UCCNef0BaHMiA TpeboBaHMAM HacToAwero PeaepanbHOro 3akoHa.

7. KnnMHUYeckne uccnegoBaHMA NEKApPCTBEHHbIX MPEnapaTtoB Aa MeAUUMHCKOTo MpUMeHeHuA
NPoOBOAATCA B MEAMUMHCKMX OPraHM3aumMaX, aKKPeAUTOBaHHbIX YNOAHOMOYEHHbIM deaepanbHbim
OpraHOM WCMOAHUTENbHOW BNAACTM B MNOpAAKe, YyCTaHOBAeHHOM [paButensctBom Poccuitckoi
depgepaunn.

8. [lepeyeHb MEOMUMHCKMX OpraHM3aunii, MMEeLWMXx npaBo NPOBOAUTL  KAMHUYECKME
NCCNefOBaHUA NIEKAPCTBEHHbIX MPEnapaToB AAA MeAMUMHCKOTO MPUMEHEHMUA, U peecTp BblAaHHbIX
pa3pelweHnii Ha  NpOBeAEHUE  KAMHUYECKUX  MUCCNeA0BaHMMA  NEKAPCTBEHHbIX  MpenapaToB
onyb/IMKOBbIBAOTCA M PasMeLLatoTCA YNOJHOMOYEHHbIM denepanbHbiM OPraHOM MCMONHUTENBHOM
B/1ACTU B YCTAHOB/IEHHOM MM NOpPAAKE Ha cBoeM oduLUMaNbHOM canTe B ceTn "UHTepHeT".

Cratba 39. PelweHne o0 NpoBeAEHUMU KIMHUYECKOTO UCCNEA0BAHUA IEKaPCTBEHHOro npenapara
ANA Me4ULUHCKOTo NPUMEHEHUA
(B pen. PepepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. KnnHnyeckoe wmccneposaHue NEeKapCTBEHHOro npenaparta Ana mMmeaunumnHCKoro npumeHeHuAa
nposoanTCA Ha OCHOBaHWUK pa3pelleHnAa Ha nposeaeHne KAIMHNYeCKoro nccnegosaHnAa NeKkapcrtBeHHOro
npenaparta, BblAAHHOINO YNO/IHOMOYEHHbIM cbep,epaanblN\ opraHom WUCNONIHUTENbHOM BAACTU MO
pPe3ynbTaTaM 3KCNEPTU3bl AOKYMEHTOB, HEO6XO,£1,VIMbIX Aana nonyyvyeHuna paspeweHunAa Ha nposeaeHue
K/IMHN4YeCKOro nccnenoBaHnA NeKapCTBeHHOro npenaparta 1 3TUYeCcKoM 9KCNepTun3bl.

2. Ans nonyyeHus paspelleHusa Ha NpoBeAeHMEe KIMHUYECKOro MCCeL0BaHUA JIeKapCTBEHHOTo
npenapata And MeAMUMHCKOrO MPUMEHEHMA 3aaBuUTeNb NPeAacTaBAsieT B YNOJHOMOYEHHbIN
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BNACTU:

1) 3aAB/1IeEHNe O Bbloa4ye pa3peweHna Ha npoBegeHne KAMHUYECKOro wmccaeaoBaHuA
NNeKapCTBEHHOrO nNpenaparta Ana megunumHCKOro npuMmeHeHua,

2) KOMMM AOKYMEHTOB, MOATBEPXKAAMOLWMX YNAaTy rocyAapcTBEHHOM MOWAMHLI 33 NpoBeAeHue
3TUYECKOW 3KCMEepTU3bl, IKCMEPTM3bl OOKYMEHTOB Ha JIEKApCTBEHHbIM npenapat A4A NoJyyeHus
paspelweHnss Ha NpPOBEAEHWE KAMHUYECKOTrO UCCNeAOBaHWA NeKapCTBEHHOro npenapata  A4ad
MEeAMLMHCKOrO NPUMEHEHMA, 33 BblAayy paspelleHMs Ha NPOoBeAeHWe KAMHWMYECKOro UCCAefoBaHuA
JIeKapCTBEHHOTO NpenapaTa 4/19 MeAULMHCKOTO NPUMEHEHWS, 3a NPOBeAEeHMEe SKCNePTU3bl JOKYMEHTOB
Ha JNeKapCTBEHHbIW Mpenapat AAA NOJAYyYEeHUs paspelleHus Ha MpOoBEeAEHUE MEeXAYHapOLHOro
MHOTOLEHTPOBOIO KJIMHUYECKOTO WCCNef0BaHMUA JIEKAPCTBEHHOTO MpenapaTta A4/is MeaMUMHCKOro
NPMMEHEHWA, 33 BblAAYy pPaA3peLIeHUs Ha MPOBEAEHME MEXAYHAPOLHOrO MHOTOLEHTPOBOTO
K/MHUYECKOTO UCCNef0BaHUA JIeKapCTBEHHOro npenapata gas MegULMHCKOrO MpUMEHeHMs, 3a
npoBeAeHMe 3TUYECKOW 3SKCMepTM3bl, 3KCNepTU3bl AOKYMEHTOB Ha JIEKApPCTBEHHbIW npenapaTt As
NoJlyYeHUA paspelleHus Ha nNpoBefeHWe MOCTPErMCTPAUMOHHOIO K/JAMHWYECKOTO WCCNef0BaHMUsA
JIeKapCcTBEHHOTO NpenapaTta 4/19 MegUUUHCKOTo NpYMEHEHMs, 33 BblAady paspeLleHuns Ha npoBeaeHue
NOCTPErUCTPALMOHHOIO KAMHUYECKOTO UCC/IEA0BAHUA JIEKAPCTBEHHOrO Npenapata 414 MeanuLMHCKOro
NPUMEHEHUS;

(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 478-93)

3) NPOTOKON K/IUHUYECKOro uUcCcnegoBaHMA NEKAPCTBEHHOrNo npenapata AnAa mMeauumHCKOro
npuMeHeHUA;

4) 6powtopy nccnegosaTens;

5) UHGOPMALMOHHBIV NCTOK NaLUMEHTa;
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6) cseaeHunA 06 onbiTe pa6OTbI MCCﬂe,ﬂ,OBaTeﬂef/‘I no COOTBETCTBYHOWMM CneunaaibHOCTAM U UX
onbiTe pa6OTbI no nposeaeHU0 KIMHN4YeCKnX VICCITG,CI,OBGHVIIZ,'

7) cBeaeHMA O MEAMUMHCKMX OpraHusaumsax, B KOTOPbIX Mpeanonaraetcd npoBeseHue
KAMHWMYECKOro Uccief0BaHUA IeKapcTBEHHOTo npenapaTa Ans MeauUMHCKOro npumeHeHus (NosHoe u
COKpalleHHoe HAWMEHOBAHMSA, OPraHM3aLMOHHO-NpaBoBas ¢opmMa, MECTO HaXOXAEHWUA U MEecTo
OCYLLECTBNEHMUA AeATEeNbHOCTU, TenedoH, Tenedakc, agpec 31EKTPOHHOM NOYTbI KaXKaol MeAULMHCKON
opraHusaumm);

8) cBeseHMa O npeanonaraembiX CPOKax MPOBEAEHUA  KAMHWYECKOro  UCCAedoBaHuA
JIeKapCTBEHHOrO npenapara A8 MeAuLUMHCKOro NPUMEHEHUS;

9) KONt O0oroesopa o0b6na3aTenbHOro CTpaxoBaHWA, 3aKNKOYEHHOINo B COOTBETCTBUMU C TUNOBbIMU
npasuiamm o0bA3aTenbHOro CTpaxoBaHWMA, C YKa3aHuem npep,eanof/‘l YACNEHHOCTN NAUMNEHTOB,
ydacTBylOWNX B KJAUHUYECKOM UCCNeJOoBaHUMN NEeKapCTBEHHOrNo npenaparta Ana MeguuunHCKoro
NPUMEHEHNA;

10) nHdpopmaumto 0 cocTaBe IEKAPCTBEHHOIO NpenapaTta 414 MeAMLMHCKOro NpUMeHeHUs;

11) AOKYMEHT, COCTaB/IeHHbIN NPOU3BOAUTENEM NEKAPCTBEHHOro nNpenaparta Aaa MeauLMHCKOro
NPUMEHEHNA U COAEpXallMiAi MoKas3aTeNn (XapaKTEPUCTUMKK), a TaKKe CBEeAEHUA O NeKapCTBEHHOM
npenapate Ana MmMegnumuHCKoro npumeHeHna, npoussegeHHOM AnAa nposeaeHnA KAUMHUYECKUX
nccneaoBaHum;

12) cBegeHWA 0 AaTe NpeaoCTaBAeHUs U PETUCTPALUMOHHOM HOMEPE JIML,EH3MM HA NMPOU3BOACTBO
JIeKapCTBEHHbIX CPeACTB B C/y4ae, eCn NPOU3BOACTBO /IEKAPCTBEHHOIO MpenapaTta OCyLLecTBAAETCA B
Poccuinckot Pepepaumn, mam ceBefeHna O p[ate MNpPefoCTaB/eHUA U PerncTpaumMoHHOM Homepe
3aK/IlOYEHMA O COOTBETCTBMM NPOU3BOAMTENS JIEKAPCTBEHHOrO MpenapaTta TpeboBaHWMAM MpaBuA
Hag/eXKaller NPou3BOACTBEHHOM MPAKTUKK, NPeAOCTaBAEHHOrO YNOJIHOMOYEHHbIM OPraHOM CTPaHbI
npou3BoauTeNs NekapCTBEHHOro NpenaparTa.

(8 pea. PenepanbHbix 3akoHoB oT 04.06.2018 N 140-$3, o1 27.12.2019 N 478-3)

2.1. B cnyyae HenpeacraB/fieHMs C 3afB/eHMEM O Bblgaye paspelleHns Ha npoBeseHue
KIMHUYECKOTO  WUCCNeAOoBaHMA  /IeKapCTBEHHOro npenapaTa  Anf  MegUUMHCKOTO  MPUMEHEeHUs
OOKYMEHTOB (CBeAeHMit), NnoATBEPKAAIOWMX YNNATy rocyAapCTBEHHOM NOWAMHBI U YKa3aHHbIX B MyHKTe
2 yacTM 2 HacTosWeW CcTaTbM, a TaKXKe BblgaBaemblx (MpenocTaBAfemblX) YNOJHOMOYEHHbIMM
denepanbHbIMM OpraHamu UCMOJIHUTENbHOM BIACTU AOKYMEHTOB (CBeAEHWI), YKa3aHHbIX B MyHKTe 12
YaCcTM 2 HaCcTOAIWEN CTaTbW, YNONHOMOYEHHbIN ¢denepanbHbli OpraH MCNOJAHUTENbHOW BAACTU
3anpalwnBaeT yKasaHHble JOKYMEHTbI (CBeAeHMsA) B NOPAAKE MeXBEeLOMCTBEHHOrO MHPOPMALMOHHOIO
B3aMMOAencTBuS.

(yacTtb 2.1 BBegeHa depepanbHbiM 3aKOHOM 0T 27.12.2019 N 478-03)

3. B cpoK, He NpeBblWatoWmnin NATM Pabounx gHel co AHA NPUHATUA YKA3aHHOro B NyHKTe 1 4acTu
2 HacToALleN CTaTbM 3aABAEHUA U HEOBXOAMMBbIX 4OKYMEHTOB, YNOJHOMOYEHHbIN deaepasnbHblil opraH
NCMNONHWUTENbHOW BNAACTU:

1) npoBOAUT NPOBEPKY MNO/IHOTbI U 4OCTOBEPHOCTU CBG,CI,EHMVI, cogeprKalwmnxca B npeacrtaBeHHbIX
3aABuTenem AOKYMEHTAX;

2) NMPUHUMAET peleHne o npoBegeHnn 3KCNeEPTU3bl JOKYMEHTOB 4174 NOJYHEHUA pPa3pelleHnAa Ha
nposeaeHne  KAMHUYECKOTo uccnenoBaHnA  NEKapCTBEHHOro npenaparta  4a4 MeguunHCKoro
NPUMEHEHNA N 3TUYECKOM 3KCNepTn3bl Naun 06 oTKase B nposeaeHNN YKa3aHHbIX 3KCNEPTU3;

3) yBesomMAseT B 3/1EKTPOHHOW dopme MAM Ha BymarKHOM HocuTesne 3afBUTENs O MPUHATOM
pelweHnn NMbo B cydYae NPUHATUA pelleHnn 06 OTKase TaKkKe C yKazaHMeM NPUYMH TaKoro 0TKasa;
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4) noAaroTaBInNBaeT M HaAMNPaB/IAET B 3KCNEPTHOE y4dpexaeHne U COBET NO 3TUKE 3aJaHune Ha
nposeaeHMe COOTBETCTBYHOLUNX SKCNEPTUS.

4. B cnyyae BbISIBNEHWUS HEMOJIHOTbI U (MNKM) HeZOoCTOBEPHOCTM MHOPMALUUKM, coaeprKallelica B
NnpeacTaB/NeHHbIX 3aABUTENIEM OO0KYMEHTaX, YNOJHOMOYEHHbIN denepasibHbli OpraH UCMONHUTENBHOM
B/1ACTU HanpaBAAeT 3aABUTEIO 3aNpoc 06 YTOYHEHMM yKa3aHHOM MHPopmMaumuK. [laHHbIM 3anpoc MoXKeT
6bITb NepegaH ynoaHOMOYEHHOMY MPEeACTaBUTENIO 3aABUTENSA JIMYHO MOoA PacruCKy, HanpasiaeH no
noyTte 3aKasHbIM NMUCbMOM WM NepedaH B 31eKTPOHHON dopme Mo TeIEKOMMYHMKALUMOHHbIM KaHanam
cBaA3nM. B cnyyae HanpasneHMs [AaHHOrO 3anpoca Mo MNOoYTe 3aKasHbIM MUCbMOM OH CYMTaeTCA
MOJIY4EHHbIM MO UCTEYEHUM LIECTU AHeM C AaTbl HanpaB/AeHWA 3aKa3Horo nucbma. 3asaBuTeNb 00A3aH
npeacTaBuTb OTBET Ha 3anpoc ynosIHOMOYeHHoro ¢efepasibHOro opraHa WCNOJIHUTENbHOM BAAcTU B
CPOK, He MpeBbIWAOWNIN AeBAHOCTA pabounx AHeln co AHA ero nonydyeHua. Cpok, yKasaHHbIN B Yacth 3
HaCcTOALLEN CTaTbW, NPUOCTAHAB/IMBAETCA CO AHA Hanpas/eHUA 3aaBUTE/IO 3anpoca YNnoJIHOMOYEHHOIo
denepanbHOro opraHa MCNOAHUTENBHOW BAACTU A0 AHA NOJIyYeHMA MM COOTBETCTBYIOLLLErO OTBETA U He
YYUTbIBAETCA MPU  WUCYUCIEHUM CPOKA MNPUHATUA  YNOJHOMOYEHHbIM deaepanbHbiM  OpraHom
WUCMOJIHUTE/IbHOM BJIaCTU pPELIeHUs O TMPOBEAEHUM IKCMEepTU3bl [AOKYMEHTOB [A/s MNOJy4YeHUS
pa3pelweHna Ha nNpPoOBEeAEHME KAMHUYECKOTO WCCAELOBAHWA NIeKapCTBEHHOro npenapata  Ana
MeANLMHCKOTO NPUMEHEHMA.

5. OcHOoBaHMeM A1a OTKa3a B NPOBEAEHUMN IKCMEPTU3bl AOKYMEHTOB ANA MOJYYEHUS paspeLleHns
Ha npoBeAeHMe KAMHUYECKOro WCCNefoBaHMA JNIeKapCTBEHHOrO npenapaTa Ana  MeauuMHCKOro
NPUMEHEHNA U 3TUYECKOM IKCMepTU3bl SABNAETCA NpeAcTaBfeHUMe [AOKYMEHTOB, MpeayCMOTPEHHbIX
YacTblo 2 HacToALLEN cTaTbM, B HENOJIHOM 0b6beMe, HenpeacTaB/ieHMe 3aaBUTENIEM B YCTaHOB/IEHHbIN
CPOK OTBeTa Ha YyKasaHHbIA B 4acTM 4 HACTOALLEN CTaTbM 3anpoc YnoaHOMO4YeHHOro deaepanbHOro
opraHa UCNOAHUTENbHOM BAACTU MO0 OTCYTCTBME B MPEACTABAEHHbIX AOKYMEHTax MCYEPMbIBAOLLErO
nepeyHsa Heobxoammon uHpopmauum nanm MHPoOpmMaLMK, KOTopasa AO0/MKHA ObiTb OTpaXKeHa B HUX, a
TaKXe OTcyTcTBME MHPopmauuMu, noarsep:kaatowein ¢akT ynaaTbl rocyAapCTBEHHOM MOLW/IMHbI 33
npoBeseHME 3TUYECKOM 3KCMEepPTU3bl, SKCMEPTU3bl AOKYMEHTOB HA JIEKAPCTBEHHbIM npenapat Aans
Nnosly4eHMA paspeLleHnsa Ha NpoBeAeHNe KIMHUYECKOTO UCCNEA0BAHMA IeKAapCTBEHHOMO NpenapaTa A
MeAULMHCKOIO NPUMEHEHMA, 33 BblAady pa3pelleHMa Ha NpoBeAeHWEe KAMHMYECKOro MUcc/efoBaHUA
JIeKapCTBEHHOrO NpenapaTa 414 MeAUUMHCKOrO NPMMEHEHUS, 33 NPOBeAEHNE 3KCNEePTU3bl AOKYMEHTOB
Ha NEeKAPCTBEHHbIN nNpenapat AAs NOJAYYEHUA paspelleHns Ha MpoBeAeHME MEXKAYHAPOLHOro
MHOTOLEHTPOBOIO K/AMHUYECKOro WCCNefoBaHMA NEeKApCTBEHHOrO npenapaTta Aaa MeguLMHCKOro
NPUMeHeHMa, 3a Bblgayy pPaspeleHrMa Ha MNpPOoBeAEHWE MEMKAYHAPOAHOr0 MHOFOLEHTPOBOrO
KNMHMYECKOTO WCC/NeoBaHUA JIeKapCTBEHHOro npenapata And MeAMUMHCKOro NpUMEeHeHus, 3a
NnpoBefleHNEe 3TUYECKOM 3KCMEPTU3bl, IKCMEPTU3bl AOKYMEHTOB Ha JIeKApPCTBEHHbIM MNpenapat Aans
NnoslyyeHMA paspelleHns Ha npoBeAeHUe MOCTPErncTPaUMOHHOIO KAMHUMYECKOro WUccnenoBaHuA
JIeKapCTBEHHOrO npenaparta A1a MeAUUUHCKOro NPUMEHEeHUs, 3a Bblgavy paspeLlleHns Ha nposeaeHue
NOCTPErncTpaLMoHHOro KJANHUYECKOrO MCC/IelOBaHNA IeKapCTBEHHOrO npenapaTa Al1a MeauLMHCKOro
NPUMeEHeHMUS.

6. [poBeaeHMe 3KcNepTM3bl AOKYMEHTOB A1A MNONAYYEHUA paspelleHns Ha npoBeaeHue
KNIMHUYECKOrO UCC/IeA0BaHMA NIEKAapCTBEHHOrO npenapata gAaa MeAULMHCKOrO MNPUMEHEeHMA U
3TUYECKOW 3KCMepTU3bl, COCTaBJEHWE KOMMUCCMEN 3SKCMepTOB M COBETOM MO 3TUKE 3aK/IYEeHUn O
BO3MOXHOCTU UM HEBO3MOXHOCTU NPOBEAEHMA TaKOTO KAMHUYECKOTO UCCNe0BaHUA N HanpaBaeHue
3TUX 3aKNHOYEHUIN B YNOJIHOMOYEHHbIN defepanbHbiii opraH UCNOJIHUTENbHON BAACTM OCYLLLECTBASIOTCS
B CPOK, He MpeBbIWAoWMA TPMALATN pabounx gHen co AHA MOJYYEHWUS SKCMEPTHLIM yypeRaeHMem
334aHUA  ynonHomouyeHHoro ¢degepanbHOro opraHa WCNOJHUTENbHOW BAAacTU C  MPUJIOXKEHUEM
OOKYMEHTOB, YKasaHHbIX B nyHKTax 3, 4, 10 n 11 yactTn 2 HacTosiWen CTaTbM, U COBETOM MO 3TUKE
334aHUA  ynonHomouyeHHoro ¢degepanbHOro opraHa WCNOJHUTENbHOW BAAacTU C  MPUJIOXKEHUEM
OOKYMEHTOB, YKa3aHHbIX B MyHKTax 3 - 6, 8 M 9 yacTh 2 HacToALWen cTaTbMm.

7. B CpoK, He NpeBblWaloWmin NATU Pabounx gHel co AHA NOAYUYEHUA 3aKAOUYEHUIA, YKa3aHHbIX B
YacTM 6 HACTOALLLEN CTaTbK, YNOSHOMOYEHHbIN deaepanbHbiii opraH UCNONHUTENbHOW BAACTU:
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1) ocyuwecrtsnAeT OUeHKY noctynunBlwnx 3aKN0YEeHUM ana onpeaeneHna mMX COOTBETCTBUA
3a4aHNAM Ha nposeaeHne COOTBETCTBYHOLNX IKCNEPTUS;

2) NPUHUMAET pelleHne O BbiJaye paspelleHus Ha NPoBeAeHWe KAMHUYECKOro McciefoBaHusA
NeKapcTBEHHOrO npenapaTta 418 MegUUMHCKOro NpMMEHEHUA MaM 06 OTKase B Bblgauye yKasaHHOro
paspelleHms;

3) BblAaeT pa3spelieHne Ha MpoBedeHME KAMHUYECKOrOo WCCNeAO0BaHUA J/IeKapCTBEHHOro
npenapata 408 MEeAMUMHCKOTO MPUMEHEHMA WAM pelleHne 06 OTKase B Bblgavye YKa3aHHOro
paspelleHmns C yKasaHMem NpuYnH oTKasa.

8. OcHoBaHMEM ANA OTKa3a B Bblgaye paspeLleHns Ha NpoBeeHMe KANHUYECKOro nccien0BaHns
NleKapCTBEHHOro npenapata Ana MeAUUMHCKOTO NPUMEHEHUs ABNAETCA HaauuMe 3akalyeHua
KOMWCCUM SKCMEepPTOB UM 3aKNOUYEHUA COBeTa NO 3TUKE O HEBO3MOXHOCTU NPoBeAeHNA KIMHUYECKOTO
nccnenoBaHWA  IeKapCTBEHHOro npenapata Ans MeAMUMHCKOro MNpUMEHeHMA No  pesynbTaTam
npoBeAeHHbIX 3KCNepPTU3, NPeayCMOTPEHHbIX YacTbio 6 HacToALLel cTaTb.

9. PewweHne 06 OTKase B NPOBEAEHUM IKCNEPTU3bl AOKYMEHTOB A4 MOAYyYeHUs pa3peleHua Ha
nposeAeHMe KAMHUYECKOrO WCCNeAOoBaHMA JIeKapCTBEHHOro npenapata  Aas  MeAMUMHCKOro
NPUMEHEHMA W 3TUYECKOW 3KCNepTusbl M B Bblgaye paspelleHMA Ha npoBedeHue KAMHUYECKOro
nccnenoBaHNA 1eKapcTBEHHOMo nNpenapaTta 414 MeguuUMHCKOro NPUMEHEHNS MOKET BbiTb 06KaioBaHO
B NOpAJKe, yCTaHOB/IEHHOM 3aKoHo4aTeNnbCcTBOM Poccuinckon @egepaumm.

Crartba 39.1. 3TMuecKan sKcnepTnsa
(sBegeHa depepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-03)

1. 3TMuYecKan aKcnepT13a NPOBOAMUTCA COBETOM MO 3TUKE, CO34aHHbIM B MOPAAKE, YCTaHOBAEHHOM
YMNOAHOMOYEHHbIM deaepanbHbIM OPraHOM MUCMONHUTENbHOM BAACTH, B LEASAX BblAaun 3aKaodeHns o6
3TMYecKo 060CHOBAHHOCTM BO3MOMKHOCTU NPOBEAEHNA KANHUYECKOrO UCCeA0BaHMA IeKapCTBEHHOro
npenapara 413 MeAULMHCKOTO MPMMEHEHMS.

2. 3KCI‘IepTaMVI CoBeTa MO 3TUKe MOryT 6bITb npeacrtasuTem MeamumnHCKUX OpI'aHM3aLI,Ml71,
HaY4HbIX OpFaHMBBLLMVI, O6pa3OBaTel'|beIX opraHM3au,m71 BbiCLUEro O6pa3OBaHVIFI, a TaKXe
npeacraBuTenn O6LU,€CTB€HHbIX opraHM3au,m71, PENNUTNO3HbIX opraHmsau,Mﬁ n cpeacrts MaccoBow
MHd)OpMaLI,MM. [JaHHble 3KcnepTbl He AO/KHbI HaxoguTbCA B KaKkol-nnbo 3aBMCMMOCTM OT
pa3pa6OTHMKOB NNEKAPCTBEHHbLIX MNpenapatoB W Apyrnx AnAuy, 3aUHTEPECOBAHHbLIX B pe3y/ibTaTax
3TMYeECKOM IKCNepTn3bl.

3. OnnaTa yc/Ayr 3SKCNepToB COBeTa MO 3TUKE OCYLLECTBAAETCA Ha OCHOBaHMM [0roBopa,
3aK/IIOYEHHOTO MeXA4y YNONHOMOYEHHbIM delepasibHbiM OpraHOM UCMOJIHUTENbHOM BNACTU, KOTOPbLIM
Co34aH COBET MO 3TUKEe, M SKCMNepTOM COoBeTa MO 3TMKE, 3a CcyeT OlOMKeTHbIX aCcCUrHOBaHWMN,
NpeAyCcCMOTPEHHbIX YMNOJIHOMOYEHHOMY eaepasibHOMY OpraHy MWCMNONHWUTENIbHOW BAAacTW, KOTOPbIM
CO34aH COBET Mo 3TuKe, B dpeaepanbHOM BrogKeTe Ha COOTBETCTBYHOLWMI rof Ha obecrnevyeHue ero
0eATeNbHOCTU, B pasMmepax, yCTaHOB/IeHHbIX MpaButenbcTtBom Poccuiickoli ®eaepaumm.

4. 3KcnepTbl cOBeTa MO 3TUKE HecyT OTBETCTBEHHOCTb B COOTBETCTBUWM C 3aKOHOAATe/IbCTBOM
Poccuiickoin Peagepaumnn.

5. CocTtaB coBeTa No 3TUKe, N0I0XKeHMe 06 3TOm coBeTe, nopAdoK ero AeATenbHOCTH, TPEGOBaHMﬂ
K KBaﬂVId)MKaLI,MVI n onbity pa6OTbI no 3KCI'IepTHOl‘;1 OUeHKe Hay4HbIX, MeANUNHCKUX U 3I3TUYECKUX
dCMeKToB KINHUYECKUX VICCﬂe,CI,OBaHMl‘/JI NEKapPCTBEHHbIX NMpenapaTtoB AN1A MeAUUNHCKOINo npnmeHeHuA,
npegbAasnaemblie K 3KCNepTam COBETa MO 3TUKe, NMopAAOK OpraHuM3aunnm un nposeneHuA 3TUYECKOM
9KCNepTU3bl, d)oplv\a 3aKN1l04EHNA COBETA MO 3TUKE YCTAaHAaB/IMBAKOTCA YNO/IHOMOYEHHbIM d)e,u,epaanblm
OopraHom NCNONHUTENbHOW BAacTU. Yucno I'Ipe,CI,CTaBVITEJ'IEﬁ MeOgULLMHCKUX Opl’BHI/I33LI,I/Iﬁ HE MOXeT
npesbiwaTb NOJI0OBUHY OT 06u.|,ero YMCNa 3KCNEPTOB COBETA MO 3TUKE.
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6. MHbopmaumsa o cocTaBe COBETA MO 3TMKe, NaHax ero paboTbl M Tekywen AeAaTeNbHOCTU
pasmeuiaeTcd Ha oduUMaNbHOM caliTe YMNoJIHOMOYEHHOro ¢esepasbHOro opraHa WMCNONHWUTENbHOWM
B/1AcTU B ceTh "MHTepHeT" B yCTaHOB/IEHHOM MM MOPAAKe.

Cratba 40. MposeaeHWe KAMHUYECKOrO WCCNEAOBAHUA JIEKAPCTBEHHOro npenaparta AnA
MEAVLIMHCKOro NpMMeHeHus

1. PykoBoauTeNb MEAUUMHCKOW OpraHM3aummn, KoTopasa NpoBOAMUT KAMHUYECKoe uccnenoBaHue
NleKapcTBEHHOro npenapata Aaa  MeAMUMHCKOrO MNPUMEHEHWs, HasHayaeT ucciedoBaTtens,
OTBETCTBEHHOrO 3a MpPOBeAeHWEe TaKoro WUCCAefoBaHUA WM MMEIoLWeEro JsieyebHyo cneumnanbHOCTb,
COOTBETCTBYIOLLYIO MPOBOAMMOMY KJAMHUYECKOMY WUCC/e40BaHUIO JIEKAapCTBEHHOrO MnpenapaTa, co
CTarkeM paboTbl MO NPOrpaMmam KAMHUYECKUX UCCNeA0BaHUIN IeKapCTBEHHbIX NPenapaTtoB He MeHee
yem TpM roga W MO €ero npeasoXKEHWI Ha3HavaeT couccefoBaTesiel M3 4Yuc/ia Bpadel 3Tom
MeANUNHCKON OpraHM3aumm.

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

2. WccnepoBatenb OCYLWECTBASAET BbIGOP MaLMEHTOB, KOTOPble MO MEeAULMHCKUM MNOKa3aHUAM
MOTYT 6bITb NPUBAEYEHbI K YY4acTUIO B KAMHUYECKOM MUCCAe0BaHMM NeKapCcTBEHHOro npenaparta Ans
MeANLMNHCKOro NPUMEHeHUA.

3. WccnepoBatens W couccnegoBaTeny  AONXHbl  ObiTb  O3HAaKOMAEHbl C  pe3ynbTaTamu
OOK/NMHUYECKOTr0  WUCC/IeloBaHUS  NEeKapCTBEHHOro  Cpeactsa, cogepykawmmuca B bpouwtope
nccnefoBaTtens, NPOEKTOM MPOTOKOJIa KJAMHMYECKOTO MCCNefoBaHMA JIEKAapPCTBEHHOrO npenaparta Ans
MeAULMHCKOro NPUMEHEHMUA, pa3paboTaHHbIM pa3paboTyMKOM JIEKAapPCTBEHHOTO Npenapata Uam MHbIM
OPUANYECKUM JINLOM, MPUBJEKAEMbIM K OPraHM3auuM MPOBeAEHUS KAWMHUYECKOro Wcc/iedoBaHus
JIEKAPCTBEHHOrO npenapata A/d MeAULMHCKOIrO NPUMEHEHUs, U APYrMMW MaTepuanamu TaKoro
nccnefoBaHUA.

3.1. PykoBOoauTENb MEAMULIMHCKOM OpraHmn3aLmMmn B CPOK, He NpeBbiwatowmii Tpex paboumx aHeln co
OHA Hayana NpoBeAeHUs KAMHUYECKOTO UCCNeA0BAHNA IEKAapPCTBEHHOTO NpenapaTa AN MeANLMHCKOTo
npumeHeHusn, coobuiaet o6 sToOM B YNONHOMOYEHHbIN deaepasnbHblit OpraH UCNONHUTENbHON BAACTH,
BblAABLUNI paspelleHne Ha NPoBeAEHMNE TAKOr0 UCCIeA0BAHNA, MO YCTaHOBEHHON UM popme.
(yacTb 3.1 BBeaeHa deaepanbHbiM 3akoHOM oT 29.11.2010 N 313-93)

4. OpraHusauum, OCyLecTBAAIOLWME OpraHM3auMio NPoBeAEHUA KAMHUYECKOro MccieaoBaHMA
NIeKapCTBEHHOrO npenapata Aas MeAMUMHCKOro MPMMEHEHMA M YyKasaHHble B 4acT 3 cTaTbu 38
HacToswero ®enepanbHOro 3aKoHa, B C/Ayyae HeobXOAMMOCTU BHECEHUA M3MEHEHWUI B MPOTOKON
KNMHUYECKOrO UCCNea0BaHMA IeKapCTBEHHOrO NpenapaTta Ana MmeguuMHCKOro NpMMeHeHusa coobuatoT
06 3TOM B YNO/IHOMOYEHHbIN deaepanbHbii OpraH UCMOMHUTENbHOM BNAcTW, BblAABLIMI paspelleHne
Ha NpoBeAeHMe TaKOro UCCeA0BaHUA, NO YCTAHOBAEHHON UM dopme.

(B pen. PepepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4.1. dJopN\a COO6LIJ,€HI/I‘FI O BHECEHWUM WU3MEHEHUNA B NPOTOKO/ZT KIMHUYECKOTO uUccnengoBaHuA
NNEKApPCTBEHHOro npenapara Aana MeaguumnHCKoro npummeHeHumAa LOO0J1XKHa CoAepXaTb caegyrouwme
cBeaeHuA:

1) HanmeHoBaHWe, MAGHTM(I)MKaLLMOHHbIVI HOMep 1 AaTa NPOTOKO/1a KIMHNYEeCKOro nccnegoBaHuA;
2) AaTa BHeECEHUA M3MEHEHUN B MPOTOKO/1 KIMHNYECKOTO nccnenoBaHuA;
3) HanmeHOoBaHWE U MeCTO HaxOXAEHUA 3aABUTENIA,

4) HanmeHoBaHMe OpraHmsauum, ﬂpMBﬂquHHOﬁ paBpa60T‘-IMKOM NEKapPCTBEHHOrO npenaparta K
OpraHusauunun nposeaeHnAa KAIMHNM4YeCKoro nccienosaHumA (I'Ipl/l HaJ'IW-IMVI),'

5) HanMMeHOBaHNA N MECTa HaXoXAaeHUA MeaAUUUHCKUX opraHmaau,Mﬁ, B KOTOpPbIX MpoBOAUTCA
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KIMHN4YeCKoe nccnenoBsaHume;

6) AaTa BblAAYM paspelleHMs Ha NPoBeAEHWE KAMHWYECKOTo WUCCAefOoBaHWA M HOMEpP 3TOoro
paspelleHus;

7) U3amMeHeHuA, BHOCMMbIE B MPOTOKOJ1 K/IMHUYECKOTrO UCC/1e40BaHMA.
(yacTtb 4.1 BBegeHa depepanbHbim 3akoHOM oT 11.10.2010 N 271-93)

5. B cpoK, He npeBbiwaowmii TpnaLaTM pabounx gHen co AHA NOJIyY4eHMA yKa3aHHoro B Yactu 4
HacToAlEeNn cTaTbM COOOLWEHUs, YNOSIHOMOYEHHbIN deaepasnbHblii OpraH MCNONAHUTENIbHON BAACTU
paccmaTpuBaeT 3TO cooblleHne B YCTAHOBIEHHOM MM MOPAAKE U NPUHUMAET pelleHMe O BHEeCEHUU
NM3MEHEHMN B NPOTOKOA KAMHUYECKOTO UCC/eA0BaHNA NeKapCTBEHHOro npenapaTa Aaa meamunmHCKoro
npumeHeHna mam o6 OTKase BO BHECEHUWU TaKUX U3MeHeHUKN. [pu paccmMoTpeHMU CcoobLLeHus o
HEO6XOAMMOCTU BHECEHMA W3MEHEHWI B MPOTOKON KAMHWYECKOro WCC/efOBaHWS /IEKAapCTBEHHOrO
npenapata Ans MeAMUMHCKOrO MPUMEHEHUA B LENSX OLUEHKM O6OCHOBAHHOCTM npepgnaraembix
M3MEHEHUN U onpeaeneHnn CTENEHU PUCKA AR NaUMEHTOB, NMPUHMMAIOLWMX YyYacTUE B KAUHUYECKUX
NUCCNefoBaHUAX, YMOJIHOMOYEHHbIM deaepasbHbiM  OPraHOM  WCMOJIHUTENbHOW BAacTM  MOryT
NPWB/IEKaTbCA 3KCNEePTbl COBETA MO 3TUKE.

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

6. KnvMHMYeckoe uccnefnoBaHMe JIeKapCTBEHHOroO npenaparta Anfd MeAUUMHCKOTo NpUMEHeHUs
MOMEeT ObITb MPUOCTAHOB/NIEHO WM MPEKpaleHo, eciiM B MpoLecce ero npoBeAeHUs obHapyKeHa
ONacHOCTb AN KM3HW, 340POBbA MaUMEHTOB. B cnyyae BO3HMKHOBEHMA OMACHOCTU AONA KU3HM,
3[,0pOBbA MaLMEeHTa, YYacTBYIOWEro B KJMHMYECKOM UCCIeAO0BaHMM NIEeKapCTBEHHOro npenaparta Aanas
MeAULMHCKOrO NMPUMEHEHUs, uccnegosateny obasaHbl NPoMHPOPMMPOBaTbL 006 3TOM pyKoBOAMUTENSA
MEAULMHCKOM OpraHu3aumMm U  opraHM3auuio, MOAYUYMBLUYIO paspelleHne  YynoaHOMOYEHHOro
depepanbHOro opraHa WCMOJHUTENbHOM BAAcTM Ha OpraHM3aumio MPOBEAEHMSA  KIMHUYECKOTro
uccnegoBaHWA  NIEKAapCTBEHHOro  npenapata. PeweHWe O  MPUOCTAaHOBAEHUU  KJIMHUYECKOTO
UCCNelOBaHUA  JIEKapCTBEHHOrOo npenapata Aas  MeAUMLUMHCKOrO  MPUMEHEHUs  MPUHUMAIOT
pyKoBOAWUTENb MEAMLUMHCKOW OpraHusauuum U (MAn) opraHusauus, MoAy4YyMBlIAA paspelleHue
YyNO/IHOMOYEHHOrO ¢eaepanbHOro opraHa WMCNONHUTENbHOM BAACTM Ha OpraHusauuio nposeaeHuA
KIMHUYECKOro MCCeA0BaHNA 1eKapCTBEHHOro npenaparta Aaa MeANLUHCKOTo NPUMEHEHUSA, peLleHne o
NpeKkpaweHnn TaKoro UCCNeAOBaHUA  NPUHUMAET  YNOJHOMOYEHHbIM  deaepanbHbliA  opraH
WCNONHWUTENbHOW BNAacTM Ha OCHOBaHUM coobuieHna B NUCbMeHHON d¢opme pyKkosBoauTens
MeANLUMHCKON OpraHuMsaumu WAW  OpraHWsaumsa, MoAyyYMBlUas paspelieHue  YnoSHOMOYEHHOro
denepanbHOro opraHa WCNONHUTENbHON BAacTM Ha OpraHM3aumio MNPOBeAeHUs  KAUHUYECKOro
nccnenoBaHNA IeKapCcTBEHHOro Npenapara 48 MeauMUMHCKOro NpUMeHeHus.

7. B CpoK, He npeBbiWaoWmUi NATM pabounx gHel co AHA 3aBepLlleHUs, NPUOCTAaHOBIEHUA UK
NpeKpaLlLeHna KJAMHUYECKOTO UCCNeLOBaHWA JIEKAPCTBEHHOro npenapata  Aas  MeAWLUHCKOro
npumeHeHun, coobueHre o6 3TOM HanpaBAsETCA OpPraHM3auMAMM, YKa3aHHbIMKU B 4acTu 3 cTaTbu 38
HacToswero ®esepasbHOro 3aKOHa, B YNOJHOMOYEHHbIN deaepasnbHbli OpraH UCNONHUTENIbHON B1ACTU
no ycTaHOBAEHHOM UM popme.

8. CDopma COO6LLI,€HVIFI O 3aBepuweHunn, nNpnocrtaHoBAEHUN WU NpPeKpaweHUn KANHUYECKOro
nccnengoBaHMA NeKaApPCTBEHHONO NpenapaTta 4NnAa meanumMHCKOro npuMmeHeHna oNXKHa cogepKaTb:

1) nubopmaumio 0 MeAULIMHCKON OpraHM3aumMm Uan MeauLnMHCKUX opraHn3aLmsax, NpoBoANBLINX
AaHHOe uccnefoBaHue;

2) onucaHue gaHHOro nccneaoBaHus;

3) AaHHble nccnegoBartena (d)aMI/II'II/I‘r'I, nmAa, oT4ecTBo, MecCTto paGOTbI, 3aHMMaemana AOO0JIXKHOCTb,
cneunanbHOCTb, CTaX paGOTbI no nporpaMmmam  KANHUYECKUX VICCI'IE,D,OBBHI/IVI NEKAPCTBEHHbIX
npenapatos, nepevyeHb KANMHUYECKUX I/ICCI'Ie,EI,OBaHVIﬁ NEKapPCTBEHHbLIX MNpenapaTtoB, B KOTOPbIX OH
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NPUHUManN ydyactue (nepuoapl y4acTus) B KauecTse UccnenoBaTtena UAu comccneaosaTens);
(8 pea. PegepanbHoro 3akoHa ot 11.10.2010 N 271-93)

4) pesynbTaT OaHHOrO MUcCCNeAoBaHWA (3aBeplleHMe, MPUOCTAaHOBAEHME WU NpeKpalieHue
AaHHOTo MccneaoBaHUA C yKazaHMem UX NPUYMH U BAUAHMA Ha OLEHKY ero pesynbTatos, 06LLYI0 OLEHKY
pUCKa U OXMOAeMOoW MNOJb3bl OT MPUMEHEHMA UCCeQyeMOro NeKapCTBEHHOro npenapaTta, a TaKkKe
npegnonaraemble ganbHelhwne aencTems).

8.1. Mpu BbiIABAeHMN deaepanbHbiIM OPraHOM WCNONHUTENbHOM BAAacTU, OCYLLECTBAAKLWMM
GYHKLMM MO KOHTPOIO M Hag3opy B chepe 34paBOOXPaHEHMUA, HAPYLEHWI MPaBWA Hagaaexalien
KNAMHUYECKON NPAKTUKU NPU NPOBEAEHUN KAMHUYECKOTO UCCAEAOBAHWUA /IEKAPCTBEHHOrO MpenapaTa,
BAMAIOWMX Ha MOJIHOTY U (MM) AOCTOBEPHOCTb AAHHOIO KAMHMYECKOro MCC/ef0BaHWUA, YKasaHHbIN
desepanbHbI OpraH UCMONHUTENbHOM BAACTU NPUOCTAaHABAMBAET NPOBEeAEHME AAHHOMO KAMHMUYECKOTO
nccnefoBaHUA M BbIHOCUT MEAULMHCKON OpPraHn3aummn, B KOTOPOW NPOBOAMTCA AAaHHOE KAMHUYECKoe
nuccnefoBaHWe, npeanucaHMe 06 YCTPAaHEHMM BbIABAEHHbIX HapyweHuin. [pu  HeycTpaHeHuu
MeANUMHCKOM OpraHus3aumein BbIIBAEHHbIX HapyWeHUM B YCTAHOB/IEHHbIM B MNpPeanucaHUKM CPOK
YKa3aHHbIN deaepanbHblii OpraH WMCNONHUTENbHOM BAACTM MPUHMMAET pPeLleHMe O MpeKpaLLeHUN
npoBeAeHNA KIMHUYECKOrO UCCNeA0BaHMA EKAPCTBEHHOrO NpenapaTta U HanpasnaeT B pegepanbHbii
OopraH WCMNOJIHUTENbHOW BNACTW, OCYWECTBAAKWMNIK GYHKUMM No  BblpaboTKe UM peanusauuu
rocyAapCTBEHHOM MOJAUTUKM U HOPMATUBHO-NPABOBOMY pPEry/MpoBaHuto B chepe 34paBOOXpPaHEHMUS,
3aK/Il04EeHME O BbIABAEHUM NPU NPOBEAEHUN AAHHOTO KIMHWUYECKOrO UCCNe0BaHMA HApyLUEHWI NpaBun
HagNeXKalleld KAWMHUYECKOW MpPaKTUKM AN4A MNPUHATUA pelleHMa o6 oTmeHe paspelleHusa Ha
OpraHM3auunio npoBeaeHUA AAHHOTO KAMHMYECKOro WCCNeaoBaHMA C AaTbl MPUHATMA pelleHuA o
NPUOCTAHOBAEHNM NPOBEAEHNA KAMHUYECKOrO UCC1Ie40BaHMA NeKapCTBEHHOro npenapara.

(yacTb 8.1 B pea. PepepanbHoro 3akoHa ot 13.07.2015 N 241-d3)

9. Yno/IHOMOYEHHbIN deaepanbHbii OpraH WCMNOJIHUTENIbHOW BNAacTM  ONyH6/MKOBbLIBAET MU
pasmewaetr Ha cBoem oduuManbHOM cante B ceTn "UHTepHeT" coobleHMe O 3aBepLlleHuM,
NPUOCTAaHOBNEHUN WM NPEKPALLEHUN KAMHUYECKOTO UCC/ef0BaHUA JIEKapCTBEHHOro npenapata anas
MeANLMHCKOIo NPUMEHEHMUA B CPOK, HE MpeBbIWatoWmMii NATM paboumnx gHel co AHS ero noayyYeHus, B
YCTaHOBJIEHHOM UM NopsAgKe.

10. YnonHomMoueHHbI deaepanbHbiii opraH MCNOAHUTENbHOM BAACTU OCYLWECTBAAET BeAeHUue
peecTpa WuccnegoBaTteneil, MNPOBOAALLMX WMAM  NPOBOAMBLUMX  KAWHWMYECKME  MUCCNefoBaHUsA
NeKapcTBEHHbIX NpenapaToB ANA MegUUMHCKOro NMPUMEHEHMUA, B COOTBETCTBUM C YTBEPKAEHHBIMU UM
npaBuaammu U pasmelLaeT ero Ha cBoem opuumanbHOM caite B ceTn "MHTepHeT" B yCTaHOB/IEHHOM UM
nopsfake. YKasaHHbI peecTp COAepXKMT MHOOPMaLMIo, MPeayCMOTPEHHYI0 MyHKTOM 3 4actu 8
HacToALLen cTaTbM.

11. OtyeT O pesynbTaTax KAMHWYECKOrO WCCNeA0BaHWA /NIeKapCTBEHHOro npenapaTta And
MeAMLMHCKOro NPUMEHEHNA COCTaBAAETCA OpraHM3almeit, yKasaHHOM B YacTu 3 cTaTbi 38 HacToALEero
denepanbHOro 3aKOHa, Ha OCHOBAaHWM 3aK/IOYEHUA MEAMULMHCKMX OpraHuM3aumii, NPOBOAMBLUMX 3TO
uccnefoBaHWe, U NPeacTaBAAeTcAa B YNOJNHOMOYEHHbIM dpefepanbHbli OpraH UCTMOIHUTENIbHOM BAACTy,
BbIAABLUMI pa3peLlleHne Ha NpoBeaeHME 3TOTO UCCNEA0BAHUSA, B CPOK, HE NMPEBbLILAIOWUIN TPEX MecALEB
CO [HA ero 3aBeplleHusi, MNPUOCTAHOBNEHUS WM MPEKPALLEHUs, B MNOPSALKE, YCTaHOB/JIEHHOM
YNOJHOMOYEHHbIM $peaepanbHbIM OPraHOM UCMOJTHUTENIbHOM BAACTH.

12. HapyweHue npaBun Hagiexallen KAMHWMYECKOW NpPaKTUKKM, danbCcuduKauma pesynbTaTos
KAMHWMYECKOro MccnefoBaHuA NeKapcTBEHHOMO npenapaTa 414 MeAULMHCKOro NPUMEHEHNA BAEKYT 3a
coboli OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATebcTBOM Poccuiickoit Peaepaumm.

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

13. I'IpM nposeaeHMn  KAMHUYECKOro wmccnenosaHmnA  NIEKApPCTBEHHONO npenaparta  A4anAa
MeONLUUNHCKOIoO NpUMeHeHnA O00MNyCKaeTcA 3a6op Y NauneHToB 6ronormyeckmnx maTepunanos (o6pa3u,b|
61010rMYeCKNX MMAKOCTEﬁ, TKaHeﬁ, CEKpPETOB UM MNPOAYKTOB MU3HEAEATE/NIbHOCTU YE/I0BEKaQ,
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dU3MONOTNYECKUX U NATONOTUYECKUX BblAeNEeHUI, Ma3KoB, COCKOBOB, CMbIBOB, MUKPOOPraHW3MOB,
6MONCUMIHBIN MaTepuan) gas ux usydeHus B Poccuitckoint Pepepaumm n (Mnm) 3a npegenamu
Poccuitckoit depgepaumn.

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

14. MNopsgok BBo3a B Poccuiickyto degepaumio M BbiBo3a 3a npeaenbl Poccuiickoint depepaunm
6MONOTMYECKMX  MATEPUANoB, MOJIYYEHHbIX TMNPU  MNPOBEAEHUM  KAWHMYECKOro  MCCNefoBaHuA
JIeKapCTBEHHOrO npenapata Agas MegMLMHCKOrO MNpPUMEHeHMUs, ycTaHaBauBaeTcAa [1paBUTeNbCTBOM
Poccuiickoin Pegepaunn.

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

Cratba 41. [lorosop 0 NPOBeAEHUMN KIMHUUYECKOro UCC/eA0BaHUA IeKapPCTBEHHOro npenapara
ONA MeAULNHCKOro NPUMEHEHUA

1. KnMHuyeckoe wuccnefoBaHWe NEKAPCTBEHHONO npenapata s MeAULMHCKOTo MpUMEHEHUA
NpPoBOANTCA B COOTBETCTBMM C AOrOBOPOM O NPOBEAEHUM KNIMHUYECKOTO UCCeL0BAHNA IEKAaPCTBEHHOTO
npenapata gns MeAMUMHCKOrO MPUMEHEHMA, 3aK/0YaeMblM MeXay OpraHu3aumen, noayvmBslLUEl
pa3spelleHMe yrnosHOMOYeHHOro deaepanbHOro opraHa WCMNOJIHUTENbHOW BAAcTM HA OpraHWsauumio
npoBefleHMA TaKoOro McciefoBaHWA, U MeAUUMHCKOW opraHuMsauuMen, OCyLecTBAAWEN npoBeaeHue
TaKoro uccieoBaHus.

2. JoroBop 0O npoBeAeHMU KJINMHUYECKOro WCCNef0BaHMA NeKapCTBEHHOro npenapata A4na
MeaANUNHCKOIo NnpuMmeHeHNA AO0NTXKEH COAEePHKaTb:

1) ycnoBMA 1M CPOKM NPOBEAEHNA AaHHOIO UCCe0BaHUS;

2) onpegeneHune obuieit CTOMMOCTM MPOrpaMmbl AAaHHOTO UCCAEA0BaHMUA C YKasaHWeM CyMMbl,
npegHasHavalolLeinca ans BbinaaT uccie4oBaTeNsaM, COMCcneaoBaTenam;

3) onpepeneHve ¢GopmMbl  NpPeACTaBleHUMA  pe3yibTaToB  AAHHOIO  UCCAef0BaHUs B
YNONHOMOYEHHbIN deaepanbHbliA OpraH UCMONHUTEIbHOM BAACTH.

Ctratba 42. ®duHaHcoBoe obecneyeHMe KAMHUYECKOro unccnepoBaHnAa  1eKapCcTtBeHHOro
npenaparta Agna meguuymnHCKoro npymeHeHuma

duHaHcoBoe obecneyeHne KAUHUYECKOTO nccnegoBaHMA NeKapCTBeEHHOrNo npenaparta  AanAa
MeanUNHCKOIo NnpuMmeHeHNA OCyLeCTB/IAETCA 3a CHET.

1) cpencTts peaepanbHoOro 604KeTa;

2) cpefcTB OpraHM3auuii, NOAYYMBLUMX PaspeLleHVMe Ha OpraHu3auuio NpoBeseHus LaHHOro
nccnefoBaHMA, B COOTBETCTBUM C YCOBUAMM SOTOBOPA O €ro NpoBeaeHur;

3) UHbIX He 3anpeLLeHHbIX 3aKoHoAaTeNbCTBOM Poccuitickon Peaepaunm NCTOYHUKOB.

Cratba 43. Mpasa nayueHTOB, y4acTBYIOLWMUX B KJAMHUYECKOM UCCNeA0BaHUUN NIeKapCTBEHHOro
npenaparta agna meguuymnHCKoro npymeHeHumaAa

1. YyacTMe nauWeHTOB B K/JAMHMYECKOM MWCCNef0BaHUM JIeKapCTBEHHOro npenapata A4nAa
MeaNLMHCKOro npumeHeHnAa ABnaeTca LI,O6pOBO}1beIM.

2. MauMeHT MM ero 3aKOHHbIN NpeacTaBUTeNb AO/KEH ObiTb MHGOPMMUPOBAH B MUCbMEHHOM
dopme:

1) O NeKapCTtBeHHOM npenapate gnaa meagunumnHCKoro npmmMmeHeHumAa M CylwHOCTU K/IMHUYEeCKOoro
nccnengoBaHMA 3TOro IEKapCTBEHHOIO NpenaparTa;
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2) 0 6e3onacHocTH NEKapPCTBEHHOrO nNpenaparta Ana megnumnHCKoro npumeHeHuaA, ero omm,u,aemoﬁ
3¢¢eKTVIBHOCTM M CTeNEHN PUCKa ANA NaULUEHTa;

3) 06 YCNOBUAX y4aCTUA NauneHTa B KIMHNYECKOM UCCnenoBaHUM 1eKapCTBEHHOIO Npenapata 4nAa
MeaNUUNHCKOIo NpUMeHEHNA;

4) 0 Uenn WUAM Uenax U NPOAOJIKUTENbHOCTU KAMHMUYECKOrO WUCC/eloBaHUS JIeKapPCTBEHHOrO
npenapara Aas8 MegULUUHCKOTo NPUMEHEHUS;

5) o peicTBMAX nNauMeHTa B Cayyae HenpeaBUAEHHbIX 3PPEKTOB BAUAHUA NEKAPCTBEHHOIO
npenapaTta 414 MegULMHCKOro NPUMEHEHMA Ha COCTOAIHME ero 340P0BbA;

6) 06 yCcnosmax obAsaTenbHOro CTpaxoBaHWA XU3HKN, 300P0BbA NaAUNEHTA,

7) O TrapaHTnAax I-(OH(I)M,D,GHLI,MaﬂbHOCTM y4actna nauneHtTa B KJIMHUYECKOM UccaeaoBaHUU
NNEKAPCTBEHHOrO nNpenaparta Ana megnumnHCKoro npuMmeHeHuA.

3. lobpoBosibHOE Cornacue naumeHTa Ha y4acTe B KAMHUYECKOM UCCIeA0BaHMM IeKapCTBEHHOro
npenapata 414 MeAUUMHCKOro NPUMEHEHUA MNOATBEP’)KAAeTCA ero MOAMMCbI0 MW MOAMUCHLIO ero
3aKOHHOTO NpeacTaBMTena Ha MHPOPMALMOHHOM JINCTKE MaLneHTa.

4. NaumeHT WM ero 3aKOoHHbIA MpeacTaBuUTe/lb MMEET MpPaBo OTKasaTbCA OT yyacTusa B
K/IMHWUYECKOM MCC/Ie0BaHNM JIeKapCTBEHHOTO npenapaTa A8 MeAULMHCKOro NPUMeEHeHUs Ha ntoboi
CTaguun NpoBefieHUs TaKoro UccieaoBaHUA.

5. MpoBegeHMe KANMHUYECKOrO MCCNeAOBaHMA NIEKAPCTBEHHOrO npenapata Ana MeauuMHCKOro
NPMMEHEHNSA C y4acTMeM B KauyecTBe NaLMEHTOB AEeTel A0MNyCKaeTcA TONbKO C COr/lacuAa B MMCbMEHHOM
dopme unx poagutenen, ycblHoBUTENEW. [leTM MOTryT pPacCMaTpMBaATbCA B KayecTBE MNOTEHLMaNbHbIX
NnaumMeHTOB TaKOro WccnenoBaHWA, TONbKO €CAM ero npoBedeHue HeobxoAMMO ANsA YKpenaeHus
3[0p0oBbA AeTel UAn npodUNakTUKM UHPEKLMOHHbIX 3aboseBaHUin B AeTCKOM Bo3pacTe nmMbo ecnu
Le/blo TaKOro MccnenoBaHMA ABAAETCA NOJYYEHME AaHHbIX O Hauaydlwein [03MPOBKE IEKAPCTBEHHOMO
npenapata Ana nedyeHus getel. B aTux cnyyasx Takomy McCiefoBaHWUIO AO/KHO NpealecTBOBaTb
KIMHUYECKOe WCCNef0BaHUEe JIEKApCTBEHHOrO npenapata gaa  MeAMLMHCKOrO MPUMEHEHUA Ha
COBEPLUEHHO/IETHUX TParKAaHaX, 3a MCKAIOYEHMEM C/y4aeB, €C/IN UCCAeayeMblii  IeKapCTBEHHbIM
npenapat Ana MeAMUMHCKOrO NPUMEHEHUA NpPenHa3HAYeH WCKIUYUTENbHO AJ1A MUCMNOJ/b30BaHUA
HECOBEpPLUEHHONIETHUMM FpaXKAaHaMMU.

(B pen,. PepepanbHoro sakoHa ot 22.10.2014 N 313-93)

6. 3al'lp6LU,aETCF| nposegeHne KAMHUYECKOTo UCCNengoBaHUMA NEKAPCTBEHHOIO Mnpenapata AnA
MeanUNHCKOIro npumeHeHnA € yd4actmem B Ka4yecCcTse NaunNeHTOB:

1) peTeir-cMpoT U AeTeld, OCTaBLIMXCA 6e3 noneyeHna pogutenei;

2) KeHWWH B nepuos 6epemMeHHOCTM, KEHLWWH B Mepuos TPyAHOro BCKapM/IMBAHMUA, 33
WCK/IIOYEHNEM CNy4YaeB, eCM MPOBOAMTCA K/IMHUYECKOe WUCCefOBaHWe NeKapCTBEHHOro npenapara,
npegHasHauYeHHOro 417 YKa3aHHbIX KEeHLWMWH, MPU YCI0BUM HEOBXOAMMOCTU NosydyeHuns nHopmaumm
TO/IbKO BO BPEMSs TMPOBEAEHUA COOTBETCTBYIOLLMX KJAMHUYECKUX WCCNEAOBAHUM WM MPUHATMA BCeEX
HeobXoAMMbIX MepP MO MCKAOYEHUIO PUCKA HAHECEeHWA Bpeda KeHWWHe B nepuos bepemeHHOCTH,
JKEHLLMHE B Nepuog, rpyAHOro BCKapMANBAHUSA, NA0LY UK pebeHky;

3) BOEHHOCAYXKALUMX, 33 WCK/AIOYEHMEM C/ly4aeB MPOBEAEHUA KAMHUYECKOrO WcCneaoBaHuA
JIeKapCTBEHHOrO npenapaTa, CheuuasbHO pPa3paboTaHHOro AN1A NPUMEHEHMA B YCNOBMAX BOEHHbIX
OEeNCTBUI, 4YpesBblYalHbIX CUTyaUU, NPOPUNAKTUKM U NedYeHus 3aboneBaHuit WM NOparKeHuw,
MOJlydeHHbIX B  pe3y/ibTaTe  BO3AEWCTBUS  HEONAronpuATHbIX  XMMUYECKMX,  BUONOTMYECKUX,
paAMauMoHHbIX (GaKTOpPoB. KAMHWYECKoe MCcCiefoBaHME TaKOro JIEKAapCTBEHHOrO npenapaTa MOoMKeT
NpoBOAMTBCA C y4aCTMEM B  KAyecTBe MNALMEHTOB  BOEHHOCAYMKAWMX, 33  WUCK/AOYEHWEM
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BOEHHOC/IY)KALLMX, NPOXOAALMX BOEHHYID CAy:KOy Mo npusbiBy, C cobaaeHnem TpeboBaHWUi,
YCTaHOB/IEHHbIX HacToALWMM PesepasbHbIM 3aKOHOM B OTHOLIEHMU FPAXKAAHCKUX NINLL;

4) COTPYZAHMKOB NPaBOOXPAHUTENbHbIX OPraHoB;

5) nnu, oTbbiBalOLINX HaKa3aHUe B MecTax JIMeHUA cBobOoAbl, a TaKKe N1L, HaxoAALLMXCA NoAa,
CTparkel B C/IeACTBEHHbIX N301ATOPAX.

7. DonyckaeTca npoBeAeHMe KAMHWYECKOro WCCefoBaHUA JNIeKapCTBEHHOro npenaparta Ans
MeANUMHCKOTO NPUMEHEHMS, NpeaHa3HAYeHHOro A1 JIeYeHMs NCUXMYECKMX 3a60neBaHUi, C yYacTMem
B KayecTBe MaUMEHTOB JIML, C MCUXUYECKMMM 3a60/IeBaHUAMM, NPU3HAHHLIX HeAeecnoCobHbIMU B
nopagKe, yCTaHOB/IEHHOM 3aKOHOAAaTeNbCTBOM Poccuiickon dPepepaumm. KnuHuyeckoe nccnenoBaHme
NleKapCTBEHHOro npenaparta B 3TOM C/y4ae NpoBOAUTCA NPW HaAUUYMK COTNacusa B NUCbMeHHOMN dopme
3aKOHHbIX NpeAcTaBUTeNel yKasaHHbIX L,

Ctratba 44. 0O6s3atenbHoe CTPaxOBaHME IKWU3HW, 340POBbA MNaLMEHTa, YYacTBYIOWLEro B
KAMHUYECKOM UCCIeA0BaHUM JIeKapCTBEHHOro Npenaparta gisa MmeguuMHCKOro NPpUMeHeHus
(8 pea. PepepanbHoro 3akoHa ot 29.11.2010 N 313-93)

1. OpraHusaums, MOAYYMBLLAA paspelleHne Ha OopraHM3aumio nNpoBeAeHUA KANHUYECKOro
nccnenoBaHWA NeKapCcTBEHHOro npenapata Ans MeAuLMHCKOro npumeHeHua, obssaHa B KauyecTse
CTpaxoBaTena CTpPaxoBaTb PUCK NPUYMHEHUA Bpeda KWU3HM, 340POBbI0 MauMeHTa B pesy/sbTaTe
npoBeAeHMUA  KAMHWMYECKOrO MWCCNEAO0BaHMA  /IeKapCTBEHHOro Mpenapata  Ana  MeAWULMHCKOro
NPMMEHEHMA 33 CBOM CYET MyTemM 3aK/t0YeHUs A0roBopa 06A3aTebHOro CTPaxoBaHus.

2. O6bekToM 0653aTeNbHOr0 CTPaxoBaHMA ABAAETCA MMYLLECTBEHHbIA MHTEpec naumeHTa,
CBA3AHHbIN C NPUYNHEHNEM BPEAA Er0 XKU3HU UAN 340POBbIO B pPe3y/bTaTe NPOBEAEHUA KNMHNYECKOro
nccneaoBaHUA IEKapCTBEHHOro npenapara 414 MeguUMHCKOro NpUMeHeHMS.

3. CTanOBbIM Cny4aem no aorosopy o0bA3aTenbHOro CTpaxXoBaHWMA ABNAETCA CMePTb NalneHTa nam
yxXyglweHune ero 340poBbA, B TOM HMCNE BIEKYLLEE 3a coboli YCTaHOB/NAEHUNE MHBANNAOHOCTH, NPUN HaAN4Ynun
I'IpMHMHHO-C/'IEACTBEHHOVI CBA3N MmexXay HactynaeHmem 3Toro cobbiTna u ydyactmem nauuneHTa B
KTMHNYECKOM UCCnegoBaHUMN NEKAPCTBEHHOIO nNpenapara.

4, TpE6OBaHVIFI O BO3mewWweHunn Bpeda, NPUYNHEHHOTo XWU3HKU WUAKN 340pPOBbHO NaUMeEHTa,
npeabABAAKOTCA B TeyeHune CpoKoB NCKOBOA AaBHOCTH, YCTaHOB/IEHHDbIX rpa*XgaHCKUm
3dKOHO4ATeNNbCTBOM.

5. Pazmep cTpaxoBoi BbINAaTbl N0 fOroBOpPYy 0643aTeNbHOMO CTPAaXOBaHWUA COCTaBAAET:

1) B C/ly4ae CMepPTHN nauneHTa ABa MUIJIMOHA pY6!'IEl71 Ha Ka*Xao0ro naumeHTta, yd4actsoBaBLUero B
KINMHNYECKOM UCCnegoBaHUMN NeKApPCTBEHHOIO nNpenapara,

2) Npu yxyaLeHnn 340P0BbA NaLUMeHTa:

a) noBnekwem 3a cobol yCcTaHOBAEHME MHBANIUAHOCTM | rpynnbl, OAUH MWIJIMOH NATLCOT TbiCAY
pybnei Ha KakAoro nauMeHTa, Yy4yacTBOBaBLUETO B KAMHWYECKOM MCCNEAOBaHWWM JIEKAPCTBEHHOMO
npenapara;

6) nosnekwem 3a coboit ycTaHOBAEHME MHBanuMAHocTu Il rpynnbl, ogMH MUANMOH pybneit Ha
Kak4o0ro naumeHTa, y4acTBOBABLLErO B KIMHUYECKOM UCCe40BaHNM IeKapCTBEHHOrO Npenapara;

B) noBfekwem 3a cobol ycTaHoB/AeHWe MHBanuMaHocTu |l rpynnbl, NATbCOT ThicAY pybaeit Ha
KaXk4oro naumeHTa, y4acTBOBaBLLEro B KNMHNYECKOM UCCNeA0BaHNM IeKapCTBEHHOro npenapara;

r) He noBneKLwem 3a coboi yCTaHOBNEHNA NHBAANAHOCTU, He 6osiee Yyem TpUCTa Tbicad pybneit Ha
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Ka)KZoro nauueHTa, y4acTBOBaBLUErO B KAMHUYECKOM WCCNe0BaHMM NIeKapCTBEHHOro npenapara,
MCXoaa W3 HOPMATMBOB, OTPAXAlOWMUX XapaKTep W cTeneHb MNOBPEeXAeHUs 340pO0BbA, a TaKkKe
$aKTMUYECKM MOHECEHHbIX MNaLUMeHTOM pacxodoB, BbI3BaHHbIX MOBPEXAeHUMEM 340pOBbA, Ha
MeANLMNHCKYIO MOMOLLb, Np1obpeTeHne NekapcTBeHHbIX NpenapaTos.

(nn. "r" B pea. PegepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

6. YTpatun cuny ¢ 1 uona 2015 roga. - PeaepanbHbiii 3aKoH oT 22.12.2014 N 429-$3.

7. Cpok gorosopa 0653aTeNbHOr0 CTPaxoBaHMUA HE MOXET BbiTb MeHee, YeM CPOK MpoBeaeHMs
KJIMHUYECKOT0 UCC/Ie0BaHNA IeKapCTBEHHOro npenapara.

8. YcnoBua poroBopa 06sA3aTeNIbHOTO CTPaxoBaHMA, B TOM YMC/Ae CTPaxoBble Tapudbl No
06s3aTeIbHOMY CTPaXxOBaHWIO, NepeyYyeHb HEOBXOAMMbIX AOKYMEHTOB ANS OCYLLEeCTB/IEHUA CTPaxoBOM
BbINAaTbl, MOPAAOK YCTAaHOB/NEHWA CTpaxoBaTesfem WHAMBMAYAJbHOIO MAEHTUPUKALMOHHOIO KoAaa
nauueHTa, NopaaoK MHGOPMMPOBAHUA CTPAXOBATE/IEM CTPAXOBLLMKA O NPUBJIEYEHHbIX K KIMHUYECKOMY
NCCNef0BaHMUIO NEKAapPCTBEHHOMO npenapaTta Ana MegMLMHCKOro MNMPUMEHEHWUs NaumMeHTax, nopaaok
ynnaTbl CTPaxoBOM NpemMum, NopAAOK peannsaumm onpeaeneHHblx HacToAawmnm degepanbHbIM 3aKOHOM
n apyrumn denepanbHbiMM 3aKOHaMM NpaB M 06A3aHHOCTEM CTOPOH MO A0roBopy 06a3aTesbHOro
CTPaxoBaHMA, a TaKKe HOPMAaTUBbLI, OTPa)KaloWMe XapaKTep W CTeneHb MNOBPEXAEHMA 340pO0BbA,
yCTaHaB/MBAIOTCA TUMOBLIMK NPaBuaamm 06A3aTeNbHOM0 CTPAXoBaHMA.

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

9. B cnydae npuUYMHEHUA BPeAa XU3HM NaumeHTa, y4acTBOBaBLIEro B KAMHMYECKOM UCCIea0BaHMM
NleKapcTBEHHOro npenaparta, Bbirogonpuobpertatenamu Mo A0roBopy 0653aTe/bHOro0 CTPaxoBaHUA
ABNAIOTCA rpa)KgaHe, MMelLlMe MpaBo Ha BO3MelLeHMe Bpeda B C/Ay4ae CMepPTU KopmMuabLa B
COOTBETCTBUM C rPa*KAaHCKMM 3aKOHOAATeIbCTBOM, MPU OTCYTCTBMM TaKUX FPakaaH - poAUTEeNN, CYMNpyr,
AeTW yMmepluero nauMeHTa, Y4aCTBOBaBLUErO B K/AMHMYECKOM WCCAeA0BaHWMM JI€KapCTBEHHOro
npenapata, B C/y4ae CMepTM MaumeHTa, Y4aCTBOBaBILUErO B KAMHMYECKOM MCCAea0BaHWUU
NIeKapCcTBEHHOrO Mpenapata U He MMEBLUEro CaMOCTOATE/IbHOMO A0X0Aa, - FParkaaHe, Ha MMAMBEHUU
KOTOPbIX OH HaxoAWACA, B OTHOLWIEHMM BO3MELLEHWA pPacxo4oB Ha norpebeHne naumeHTa,
YUYaCTBOBABLUErO B KNMHUYECKOM UCCNEA0BaHUMN NeKapCTBEHHOTO Npenapara, - ML, NOHecLlee Takue
pacxogbl.

10. CTanOBaH BbiNaTa B CYET BO3MeWweHuA Bpeda, NPUYMHEHHOrNo KWU3HU nNalueHTa,
y4yacTBOBaBLWero B K1IMHNMYECKOM UCCNeENOBAHNUN NEKAPCTBEHHOIO Npenaparta, pacnpenenAaeTrca mexay
BblfOAOI‘IpMO6pET3T€/’IﬂMM nponopunoHasibHO UX KOMYECTBY B PaBHbIX A0NAX.

11. Mpu HacTynieHWM CTPaxoBOro C/Ay4as NaUMEHT, Y4acTBOBABLIMWA B  KJAMHUYECKOM
MCCNefoBaHWM  JIEKAPCTBEHHOrO  MperapaTta,  BbirogonpuobpeTatenb  BhpaBe  NpPeabsBUTb
HenocpeacTBEHHO CTPAXOBLLMKY TpeboBaHWE O BO3MELLEHMM NPUYMHEHHOTO Bpeaa. CTpaxoBas BbiniaTa
OCYLLECTBNAETCA CTPAXOBLUMKOM B TeyeHue TpUAUaTM AHEeW CO AHA NpeacTaBAeHMA HeobXxoAMMbIX
[OKYMeHTOB. MaumeHT, y4yacTBOBaBLIMI B KJAMHUYECKOM WCCAELOBaHWW JIEKapCTBEHHOrO Mpenapara,
uau Bbirogonpuobpetatesib 0653aH COOOLMTb CTPAXOBLLMKY AN OCYLLECTBEHUSA CTPAXOBOM BbINAaTbl
WHAMBUAYANbHBLIA  UAEHTUPUMKAUMOHHBIM  KOZ NauMeHTa, YCTAaHOBNIEHHbIM  CTpaxoBaTesiemM B
COOTBETCTBUM C TUMOBbLIMM MPABUIAMKN 06A3aTENIbHOTO CTPAXOBAHWA.

12. [Jo nonHoro onpepeneHmMAa pasmepa nogJiexKawero BO3MeLEeHUIO Bpeda CTPaxOBLMK MO
3aAB/IEHUIO NauUMeHTa, y4acTBOoBaBLWIEero B KAMHUYECKOM UCCNedOoBaHUWN NeKapCTBEHHOrNoO npenaparta,
nnn  3aABaeHnto Bbll'O,CI,OI'IpMOﬁpETaTEHH Bnpase OCyWwecCcTBUTb 4acCTb CTanOBOﬁ BblNaThl,
COOTBETCTBYHOLLYIO d)aKTVILIECKM onpe,a,eneHHoﬁ 4aCcT NPUYNHEHHOIO Bpeda.

13. CTanOBa’FI BbiMN/z1aTa B COOTBETCTBMM C O0roBopom o06na3aTenbHOro CTpaxoBaHUA
OoCywecTBAETCA HE3ABUCUMMO OT BbINaT, NPUYNUTAOLWNXCA NO JPYyrMM BUOaM CTPaXOBaHUA.

14. He AOoNyCKaeTca y4dactMe naumeHta B npoBeaeHnn KAMHUYECKOro wmccienoBaHuA
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NEeKapCTBEHHOrO npenaparta npu oTCyTCTBMKM A0roBOpPa o0bA3aTenbHOro CTpaxoBaHUA.

15. KOHTpO/b 3a MCMOJHEHMEM OpraHu3auuen, NosyyMBLIEN paspelleHWe Ha OpraHM3aLumio
NpoBeAeHNUA  KAMHMYECKOrO MUCCNeAO0BaHWA  NEeKapCTBEHHOrO Mpenapata  Ans  MeaWLMHCKOro
NPMMEHEHWA, YCTAHOBNEHHOM HacToAWel cTaTbel 06A3aHHOCTM MO 06fA3aTeNbHOMY CTPaXxOBaHWIO
KM3HM, 3[0POBbA NaLMeHTa, Yy4yacTBylOWero (y4yacTBOBaBLUErO) B K/JAMHWYECKOM MCCNeA0BaHUK
NeKapcTBEHHOTO  npenapaTa,  OCYWECTBAAETCA  YNOJHOMOYEHHbIM  deAepanbHbiM  OpraHom
WCMOMHUTENbHOW BNAcCTM, BblAaBLUMM paspelleHMe Ha NpoBeAeHWe KAWHWYECKUX UCCaeAoBaHuin
NleKapcTBEHHbIX MPenapaTos 414 MeAULUMHCKOro NPUMEHeHKs.

Fnasa 8. NIPOU3BOACTBO N MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratbsa 45. NMpon3BoACTBO IeKapCTBEHHbIX CPeACTB

1. MNMpoun3BoACTBO /IEKAPCTBEHHbIX CPEACTB [AO/IKHO COOTBETCTBOBaTb TpeboBaHWAM npasu
Hag/iexallle npOM3BOACTBEHHOMN MNPAKTUMKK, YTBEPNKAEHHbIM YMNOJHOMOYEHHbIM  deaepasibHbIM
OpraHoOMm UCMOIHUTENbHOM BaacTn. OcobeHHOCTM nepexoaa Npov3BOACTBa OTAE/bHbLIX IEKAPCTBEHHbIX
CPeACTB K MX NPOM3BOACTBY B COOTBETCTBUM C TpebOBaHUAMM NPaBUA Hag/exKaleln NPon3BOACTBEHHOM
NPaKTUKK ycTaHaBauBatotca [MpaButennctBom Poccuiickoli ®depepaumn. Bblgaya 3aKnwoueHuid o
COOTBETCTBMM MPOU3BOAUTENA JIEKAPCTBEHHbLIX CPeAcTB TpeboBaHMAM MpaBWUA  Hag/exkallein
NPOM3BOACTBEHHOM MPAKTUKN OCYLLECTBASAETCA MO pe3ynbTaTaM WMHCMEKTMPOBaHWA MpousBoauTenei
NeKapcTBEHHbIX CPeacTB B MOpAAKe, ycTaHoBneHHom [lpaBuTenbcTBom Poccuiickoit depepauumm.
Pasmep nnaTbl 33 BblAayy 3aK/AOYEHWA O COOTBETCTBMM MNPOM3BOAMTENSA /IEKAPCTBEHHbIX CPEeAcTB
TpeboBaHMAM MNPaBUA HaZ/exKallel NpPpoM3BOACTBEHHOM MPaAKTUKWM ycTaHaBAuBaeTcsa MpaBUTENbCTBOM
Poccuiickolt depepaummn. MNMopagok opraHMsauuMn M NPOBEAEHUSA WMHCMEKTUPOBAHUA NPOM3BOAMUTENEN
NeKapcTBEHHbIX CPeACTB Ha COOTBETCTBME TPebOoBaHMAM NpPaBWA Hag/exKalei npousBoACTBEHHOM
NPaKTUKK ycTaHaBAnBaeTcA NpaBuTenscTBomM Poccuiickoit Peaepaumm.

(8 pea. ®epepanbHbix 3aKoHOB OT 25.06.2012 N 93-d3, ot 22.10.2014 N 313-d3, oT1 22.12.2014 N 429-
®3)

2. [MMpou3BOACTBO NEKAPCTBEHHbIX cpeactB B Poccuiickon ®Pepgepaumm  ocylwecTsafeTcs
NPOW3BOAUTENAMMU NIEKAPCTBEHHbIX CPEACTB, UMEKOLUMU NLEH3UIO HA NPOU3BOACTBO JIEKAPCTBEHHbIX
cpeacts. NoAaTBeprKAeHME COOTBETCTBMA J/MLLEH3MATa MNpaBuMaaM HaA/iexallei npousBoACTBEHHOM
NPaKTUKN OCYLLECTBAAETCA B PaMKaX JIMLLEH3MOHHOrO KOHTPOA B COOTBETCTBUM C 3aKOHOAATENbCTBOM
Poccuitckoit Pegepaumm ¢ yueTom 0CO6EHHOCTEM, YKa3aHHbIX B 4acTh 1 HacToALWEeN cTaTbM.

(8 pea. PenepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-93, 07 22.12.2014 N 429-03)

3. Mpon3BoACTBO NEeKapCTBEHHbIX CPeACTB OCYLLeCTBAAETCA C CO6!'|IOLI,€HM€M Tpe6OBaHMl7I
npoMbILWINEHHOIO pernameHTa, KOTOprﬁ yTBEPKOAETCA pyroBogutTenem npon3ssoaunTena
NEeKapCTBEHHbIX CPeaAcCTB N BK/IKOYAET B cebn nepevyeHb UCNOJIb3yeMbIX d)apMaLl,eBTW-leCKMX Cy6CTaHLI,Ml71
M BCNOMOTraTe/ibHbIX BELWECTB C YKAa3aHUEM KOJIMYECTBA KaxXAo0ro U3 HUX, AaHHblE 06 MncnoJjibyemom
O60pyAOBaHMM, onncaHmne TEXHO/NIONM4YeCcKoro npouecca M METOAO0B KOHTPO/sIA Ha BCeEX 3Tanax
npon3soacTBa IEKAPCTBEHHbIX CPEACTB.

4. Mpy Npou3BOACTBE JIEKAPCTBEHHbIX CPEACTB MCMNOb3YIOTCA dapmaLeBTUYeCcKMe cybcTaHLmu,
CBEAEHMA O KOTOPbIX COAEP)KATCA B rOCYAAPCTBEHHOM peecTpe JIeKapCTBEHHbIX CpeacTs, 3a
UCKAtoYeHNEM dapMaLLeBTUYECKUX cybcTaHUMIA, NPOM3BOAMMbBIX A1A NPOBEAEHUA  KAUHUYECKUX
nccnenoBaHUn U ana akcnopta. K npoueccy npomssoactea GapmaL,eBTUYECKOM CybCTaHLMM OTHOCATCA
nobble  CTaguM  TEXHONOTMMYECKOro  Nnpouecca, MNO3BOJANOWME  MOAYYUTb TFOTOBbIA  MPOAYKT,
COOTBETCTBYOWMIN TpeboBaHMAM dapMaKonernHon ctatbM, B TOM uucie depmeHTauma, SKCTpaKums,
OYMCTKa, BblaesieHMe, NePeKPUCTaNIM3aLmsa, BbiCylUMBAHUE, n3menbyeHne. B ciydae HeobxoammocTu
MCNONb30BaHUA 3TW/IOBOFO CMMPTA, B TOM 4Yucne papmaueBTUYECKOM CybCTaHLUMKM CNUpTa 3TUI0BOTO
(3TaHONa), npu nNpPomM3BOACTBE JIEKAPCTBEHHbIX CPEACTB B KayecTBe JeucTeytowero u  (uam)
BCMOMOraTe/IbHOrO BELLECTBA, @ TaKKEe B MHbIX TEXHOJ/IOTMYECKUX LLeNAX AOJIXKHA OblTb MCMNO/b30BaHA
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TONbKO papMaLeBTMYECKas CyOCTaHLMA CnMpTa 3TUI0BOTO (3TaHoN).
(B peq. ®PepepanbHbix 3aKoHOB OT 22.12.2014 N 429-®3, o1 27.12.2019 N 462-$3, o1 27.12.2019 N 481-
®3)

4.1. MepeyeHb NEKAPCTBEHHbIX MPENapaTtoB ANA MeAULMHCKOrO MNMPUMEHEHWS, B OTHOLIEHMMU
KOTOPbIX YCTaHaB/AMBAlOTCA TpeboBaHMA K 0Obemy Tapbl, YNakKoOBKE W KOMMIEKTHOCTU, NepeyeHb
JIEKApCTBEHHbIX MNpenapaToB  AAs  BETEPUMHAPHOro MPUMEHEHMUs, B  OTHOWEHWUW  KOTOPbIX
yCTaHaBAMBatoTcA TpeboBaHMA K obbemMy Tapbl, a TaKKe TpeboBaHMA K obbemy Tapbl, YNaKoOBKE WU
KOMMJIEKTHOCTM JIEKAPCTBEHHbIX NPenapaToB A8 MeAULMHCKOro NpumeHeHusn, TpeboBaHusa K obbemy
Tapbl  JIEKAPCTBEHHbIX  MpenapaToB  Ans BETEPUHAPHOIO NpUMEHeHUs  onpeaensoTca
COOTBETCTBYIOLWMMMN  YNOJHOMOYEHHbIMN  deaepanbHbIMM  OpraHamn  UCNONHUTENbHOM BAacTu B
nopaake, yctaHoBseHHoMm Npasutenscteom Poccuinckon @egepaumm.

(yacTb 4.1 B pea. PepepanbHOro 3akoHa ot 14.12.2015 N 374-93)

4.2. OpraHusauumn, ocyllecTsialoWMe NPOU3BOACTBO dapmaueBTUYECKoM cybcTaHuMM cnupTa
3TUNOBOrO (3TaHOMA) ANA MPOM3BOACTBA CMMPTOCOAEPNKALLMX JIEKAPCTBEHHbIX MpPenapaTos, 06A3aHbl
OCYLLECTBAATb YYET B NOPAAKE, YCTAHOBNEHHOM CTaTbAMU 8 U 14 depepanbHOro 3akoHa oT 22 HosbpsA
1995 roga N 171-$3 "O rocyaapcTBEHHOM peryanMpoBaHMM Npon3BoAcTBa M 060poTa 3TUAOBOIO CNUPTa,
a/IKOrONbHOM W CNMPTOCOAEp)KalLeld NPoAyKUMM M 00 OrpaHuyYeHun notpebneHua (pacnutums)
a/IKoronbHoOM npoaykuumn'. NMpounssoacTBo GapmaLLeBTUYECKOW CyOCTaHLMM CNMPTA 3TUNOBOTIO (3TaHOa)
JONYCKaeTca TOJIbKO OpraHusaumen, OCyLLecTBAAIOLWEN NPON3BOACTBO PEKTUPUKOBAHHOIO 3TUIOBOTO
cnupTa W3 MULLEBOTO CbipbA Ha OCHOBAHMWM JIMLEH3MW Ha NPOM3BOACTBO 3TMIOBOrO CNMpTa ANA
npoussoacTsa ¢GapmaueBTUYECKOW CybCTaHUMM cnvpTa 3TWIOBOrO (3TaHONAa) B COOTBETCTBUWM C
TpeboBaHuAMN PepepanbHOro 3akoHa oT 22 Hoabps 1995 roga N 171-03 "O rocygapcTBeHHOM
perynmpoBaHnn npoussoactsa M obopoTa 3TUIOBOrO CNUPTA, aNIKOTO/IbHOW M CNMPTOCOAEpIKaLLein
npoaykuMmM u 06 orpaHuYyeHUn noTpebneHMa (pacnuTus) anKoronbHOM npoAykuuun", metozom
pa3BefeHUs BOLOWN OYMLLEHHOM TaKOro STU0BOrO CNMPTA, NPOU3BEAEHHONO AAHHOM OpraHM3aunen no
MeCTY OCYLLECTB/IEHWNA NPOU3BOACTBA GapMaL,EBTUYECKON CybCTaHUMKM CNMpTa 3TUA0BOTO (3TaHONa).
(yacTtb 4.2 BBeaeHa denepanbHbiM 3akoHOM oT 03.07.2016 N 261-903; B pea. PegepanbHOro 3akoHa ot
27.12.2019 N 481-93)

4.3. UHamBnayanbHble npeanpuHUMaTeNIn U lopUANYECKME NNLA, OCYLLECTBAAIOLWME 3aKYMNKYy U
Mcnonb3oBaHWe dapmaLLeBTUYECKOM CybCTaHLMM cnMpTa 3TUI0BOTO (3TaHOANA), @ TaK¥Ke NPOM3BOACTBO,
usrotosneHne w (MamM) o060poT (33 WCKAKOYEHMEM PO3HWYHOM MPOAANKM) CNUPTOCOLEPHKALLMX
JIeKAPCTBEHHbIX NpenapaToB, 06A3aHbl OCYWECTBAATb MX Y4YeT U AeKJapupoBaHMe B MOPALKE,
yCTaHOBNEHHOM cTaTbaMn 8 n 14 depepanbHOro 3akoHa oT 22 Hosbpa 1995 roga N 171-93 "O
rocyapCTBEHHOM PEryJMpoBaHUM MNPOM3BOACTBA M 006OpOTa 3TU/IOBOrO CNWMPTA, aJKOrOJIbHOW U
cnupTocoaep:Kalen npoaykuMm u o6  orpaHuyveHnn notpebneHua (pacnuTua) anKoroabHOM
npoaykumm".

(yacTb 4.3 BBeaeHa deaepanbHbiM 3akoHOM OT 29.07.2017 N 278-93)

4.4, Tpn nNpou3BOACTBE JIeKAapPCTBEHHbIX MpenapaTtoB [AAA BeTepUHaApHOro npUMeHeHuA
[OOMYCKaeTcA MCMNo/ib30BaHME MPOU3BEAEHHbIX ANA peanusauun dapmaLeBTUYECKUX cybcTaHumi,
BK/IIOYEHHbIX B FOCYapCTBEHHbIA PEecTp NEKAPCTBEHHbIX CPEACTB YNOJHOMOYEHHbIM deaepanbHbIM
OpraHoM  UCMOJIHUTENbHOW  BNACTU, OCYLLECTBAAIOWMM BefeHMe TOoCy[apCTBEHHOMO peecTpa
JIeKapCTBEHHbIX CPEACTB A4/1A MeANLNHCKOrO NPUMEHEHMUS.

(yacTb 4.4 BBegeHa deaepanbHbim 3akoHOM 0T 02.08.2019 N 297-3)

5. 3anpewaeTca NPou3BOACTBO:

1) nekapcTBEHHbIX CPEACTB, HE BKAKOUYEHHbIX B FOCYAapPCTBEHHbIN PeecTp IeKapCTBEHHbIX CPeACTB,
33 WCKNIOYEHMEM /IeKapCTBEHHbIX CPeAcTB, MNPOM3BOAMMBIX AAA NPOBEAEHUA  KAMHUYECKMX
nccneaoBaHUiA U ANA SKCNOPTa;

2) danbcnPUUMPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB;
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3) NEeKapCTBEHHbIX CpeacTs 6es NNLEH3NN Ha NPOUN3BOACTBO /IEKAPCTBEHHbIX CPEACTB,

4) NEKapPCTBEHHbLIX CpeacTtB C HapyweHuem npasus OpraHmM3aumMn npoumsBoactBa M KOHTPOAA
Ka4yecCTBa /IEKapCTBEHHbIX CPEACTB,

5) yTpatun cuny. - PeaepanbHbiii 3akoH oT 27.12.2019 N 481-03;

6) cnupTocoaepKalux NeKapCTBEHHbIX MNpenapaTtoB MO MEeCTy OCYLLecTB/IeHMA NpPOU3BOACTBA
dapmaleBTMYECKON CybCTaHUMM cnnpTa 3TUOBOrO (3TaHona) U (MAK) NO MecCTy OcCylLLEeCTBAEHUS
Npou3BoACTBa 3TU/I0BOTrO CNUPTA3;

(n. 6 BBeaeH depepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-03)

7) dapmaueBTMYECKOM cybcTaHUMKM cnMpTa 3TMAOBOro (3TaHona) u (MaM) cnMpTocoaeprKalymx
NIeKAPCTBEHHbIX MPEernapaTtoB Ha OCHOBHOM TEXHONOTMYECKOM O06OpPYyA0BaHUM [aa MNPOU3BOACTBA
3TWUNOBOrO CNMpPTa, YyKasaHHOM B NyHKTe 1.1 ctaTbu 14.1 depepanbHOro 3akoHa ot 22 Hosbpa 1995 roga
N 171-®3 "O rocysapCTBEHHOM pPeryiMpoBaHUM MNPOM3BOACTBA M 0060pOTa 3TMJIOBOTO CNMPTa,
a/IKOrONIbHOM W CNMPTOCOAEp)KALLEe NPOAYKUMM M 00 OrpaHuyYeHun notpebneHua (pacnutums)
a/IkoronbHOM Npoaykumn'.

(n. 7 BBegeH ®epepanbHbiM 3aKoHOM 0T 27.12.2019 N 481-03)

6. lNpwn BBOAE /NEKAPCTBEHHbIX CPEACTB B FPaXAAHCKMI 0060POT YMNOSHOMOYEHHOE /UL
npou3BoauTeNa NeKapCTBEHHbIX CPeACTB OCYLLeCTBAAET NOATBEPKAEHME COOTBETCTBUA IEKAPCTBEHHbIX
cpeacts TpeboBaHMAM, YCTaHOB/IEHHbIM MPU MX FOCYAapCTBEHHON PerucTpauum, u rapaHTMpyet, yTo
JIeKapCTBEHHbIE CpPeacTBa NpoM3BeAeHbl B COOTBETCTBMM C TPebOBaHMAMM MpPaBuA HagjerKallen
NPOU3BOACTBEHHOM MPAKTUKMU.

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

7. YNO/NIHOMOYEHHbIM NLOM MPOU3BOAUTENA NIEKAPCTBEHHbIX CPEACTB ABNAETCA ero PaboTHMK,
aTTeCTOBAHHbIV B YCTAHOBAEHHOM YNOAHOMOYEHHbIM deaepanbHbIM OPraHOM UCNOJAHUTENLHOWN BNACTU
nopsaaKke U UMELLNIN CTaxK paboTbl HE MeHee Yem NATb J1IeT B 061acTU NPOM3BOACTBA U (MM) KOHTPONA
KayecTBa JIeKapCTBEHHbIX CPEACTB, Bbicllee o06pa3oBaHME COOTBETCTBEHHO MO OAHOM U3
cneupanbHocTe UM (MAK) ogHOMY M3  HanpaBfieHMA NoAroToBKM: 6uonorus, 6uoTexHonorus,
BeTepMHapus, BeETEPUHAPHO-CAHUTAPHAA 3KCNepTU3a, KAMHMYEecKada meduuMHa, paguaunoHHas,
XMMMUeckas W buonoruyeckas 3awmTa, dapmauusa, PyHAaMeHTaNbHas MeaUUMHA, XMMUYEcKas
TEXHOOMUNS, XMMUS.

(B pen,. PepepanbHbix 3aKoHOB 0T 22.10.2014 N 313-93, o1 02.08.2019 N 297-93)

8. MpounsBoanTENN NEeKaPCTBEHHbIX CPeAcTB (3a UCKAoYeHnem dapmaleBTUYECKon cybcTaHumum
CNMPTa 3TUNOBOTO (3TaHO/a) MOTYT OCYLLECTBNATL MPOAAXKY IEKAPCTBEHHbIX CPEACTB UM NepenaBaTb UX
B YCTAaHOB/IEHHOM 3aKOHOAaTeNbcTBOM Poccuitckoln Pepepaumm nopaake:

(B pen,. PepepanbHoro 3akoHa ot 29.07.2017 N 278-93)

1) ApyrMm NpoM3BOAUTENSAM NEKAPCTBEHHbIX CPEACTB A4S NMPOU3BOACTBA IEKAaPCTBEHHbIX CPeaCTs;
2) opraHu3aumuam onToBOM TOProB/N IEKAPCTBEHHbLIMW CPEACTBaMMU;

3) anTe4yHbiM OpraHn3aumnAam, BETEPUHAPHbIM aNTe€YHbIM OpPraHMsauuam, wUHOAUBUAYaA/IbHbIM
npegnpuHnmartenam, MMerwmm MUEH3NKD Ha d)apmau,eBTquCKyro AeATENbHOCTb UM NNUEH3UIKO Ha
MeOUNLIMHCKYIO OEeATE/IbHOCTD,

4) Hay4YHO-UccnegoBaTte/ibCKMM OpraHn3aumam anA Hay‘-IHO-MCCﬂe,LI,OBaTel'IbCKOﬁ pa60TbI,‘
5) MegNUNHCKUM OpraHn3aumnam U BeTepUHapHbIM OpPraHn3aumnam;

6) OopraHnsaumam " unHAnBMAyaAbHbIM NpeanpuHUMmaTenam, OcCywecTtBaarowmnm passegeHue,
BblpalWlMBaHne U coaepxaHne MHKUBOTHbIX (3a UCKNIOYEeHNEM MNpoada*Xn UM cbapmau,eBTqucmx
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cybCTaHUM UK UX Nepegayn).
(n. 6 B pea. PegepanbHoro 3akoHa ot 02.08.2019 N 297-93)

9. MpowussoguTtenm dapmaLeBTUYECKON cybCcTaHUMKM cnupTa 3TUAoBoro (3taHona) obnasaHbl
OCYLLECTBNATb peanunsaumio (nepegadvy B yCTaHOBAEHHOM 3aKOHO4ATeNbCTBOM Poccuinckolt deaepaumnm
nopsake) <¢dapmaueBTUYECKOW cybcTaHUMM  cnupTa  3TUAOBOro  (3TaHosMa) MPOU3BOAUTENAM
JNIEKapCTBEHHbIX  CPeACTB AN MNPOU3BOACTBA  JIEKAPCTBEHHbIX  CPeAcTB, MPOU3BOAUTENAM
(n3roToBUTENAM) MEAULIMHCKUX U34eNNit AN NPOU3BOACTBA U U3rOTOBAEHUA MeAULIMHCKMX U3aennii B
eMKoCTAX obbemom He 6onee 1 autpa u (Mam) He meHee 1000 NMTPOB, a OpraHM3aLUUAM, YKa3aHHbIM B
nyHKTax 3 - 5 yacti 8 HacToALeln cTaTbu, B Tape 06bemom He 6onee 1 anTpa.

(yacTb 9 BBeaeHa desepanbHbiM 3akoHOM OT 29.07.2017 N 278-d3; B pea. ®eaepanbHbiX 3aKOHOB OT
27.12.2019 N 481-®3, 07 22.12.2020 N 444-03)

10. Peanusauus (nepepaya B YCTAaHOB/IEHHOM 3aKoHOAaTeNnbCTBOM Poccuiickont depepaummn
nopagke) dapmaueBTUYECKOW CcybCTaHUMKM CcnMpTa 3TUIOBOTrO (3TAaHOMA) OpraHM3auuam OMNTOBOM
TOProB/IY NEKAPCTBEHHLIMW CPeACTBAMM He AOMNyCKaeTcA.

(yacTb 10 BBEeAeHa PeaepanbHbiM 3aKOHOM OT 27.12.2019 N 481-d3)

11. NepeBo3KK PapmaLeBTUHECKON CYyOCTAHLMM CNMPTa 3TUIOBOTO (3TAHO/A) OCYLLECTBAAIOTCA C
cobntogeHnem TpeboBaHWUM, YCTaHOB/EHHbIX ab3auem YeTBepTbiM MyHKTA 3 cTaTbh 9 PepepanbHoOro
3aKoHa oT 22 HoAbps 1995 roga N 171-3 "O rocyaapCTBEHHOM pPeryanMpoBaHUM MPOU3BOACTBA U
060poTa 3TUIOBOrO CNMPTA, ANKOTOJbHOM W CNMPTOCOAEPIKaller NpoAyKuuMM U o6 orpaHuYeHum
notpebneHuns (pacnnTuaA) ankorosibHOW NpoayKumm".

(yacTb 11 BBeAeHa GeaepanbHbiM 3aKOHOM 0T 27.12.2019 N 481-d3)

Cratbsa 46. MapKnpoBKa neKapCcTBEHHbIX CpeacTB

1. NekapcTBeHHble Npenapatbl, 33 UCKAIOYEHNEM JIeKapCTBEHHbIX NPenapaToB, M3roTOBEHHbIX
anTe4yHbiIMn  OpraHn3aumamun, BeTepUuHapHbIMU anNTeYHbIMMU OpPraHuU3aunamu, UWHAUBUAYA/TbHbIMU
npeanpuHUMaTeNAMKY, VMELWMMN JIMLEH3NIO HA GapMaLeBTUYECKYIO AEeATe/IbHOCTb, AO0J/IKHbI
nocTynatb B o6palleHune, ecnu:

1) Ha uX nNepBMYHOM YMAKOBKE (3@ MWCKAIOYEHMEM MEPBUMYHOM YMAKOBKU NEKAPCTBEHHbIX
pacTUTeNbHbIX NPENAPATOB) XOPOLLIO YMTAaEMbIM WPUPTOM Ha PYCCKOM fA3blKE YKa3aHbl HAMMEHOBaHMe
JIeKApCTBEHHOrO npenapata (MeXAyHapogHoe HenaTeHTOBaHHOE, WAM  FPYMNNUMPOBOYHOE, WU
XMMWYECKOE, UM TOProBoe HaMMeHOBaHWE), HOMep Cepum, AaTta BbiNycKa (419 UMMYHOBMONOTNYECKNX
JIeKAPCTBEHHbIX MPEnapaToB), CPOK FOAHOCTU, AO3UPOBKA WAM KOHUEHTpauusa, o6bem, aKTUBHOCTb B
eauMHULAX AeNCTBMA UM KONMYECTBO 4,03;

(8 pea. PepepanbHbix 3akoHoB oT 11.10.2010 N 271-93, 01 22.12.2014 N 429-03)

2) Ha ux BTOPWYHOM (NOTPEBUTENLCKOM) YNAaKOBKE XOPOLWO YMTAaeMbIM LWIPUPTOM Ha PYCCKOM
A3blKe yKa3aHbl HAMMEHOBAHME NIEKAPCTBEHHOTO NpenapaTa (MeXAyHapoAHOEe HeMAaTEHTOBAHHOE, UK
rpynnupoBOYHOE, WM XMMWUYECKOE M TOProBoe HAMMEHOBaHWA), HAaMMEHOBaHME NPOM3BOAUTENSA
JleKapCcTBEHHOTO MpenapaTta, HoOMep Cepuu, AaTa BbiNycKa (418 UMMYHOBMONOTMYECKUX IEKAaPCTBEHHbIX
npenapaTos), HOMep PerncTpPaLmMoHHOIO YAOCTOBEPEHWUA, CPOK FOAHOCTM, CMOCOO nNpUMeEHeHwus,
[03MPOBKA WM KOHLUEHTpauusa, o6bem, aKTUBHOCTb B eAMHMLAX AeWACTBUA NMOBO KOAM4YecTBO 03 B
YyNaKOBKe, IeKapcTBeHHan popma, yCnoBUA OTNYCKa, YCNOBUA XpaHEHUSA, NpeaynpeauTesibHble Hagnucu.
(8 pea. PenepanbHbix 3akoHoB 0T 11.10.2010 N 271-93, 07 22.12.2014 N 429-03)

2. dapmaueBTUYECKME CYBCTaHUMM AO/MKHbI NOCTynaTb B 06palleHue, eciM Ha WX NepBUYHOM
YyNaKoBKE XOPOWO 4uMTaeMbiM  WPUOTOM Ha  PYCCKOM  A3blKE  YKasaHbl  HanMMeHOBaHWe
dapmaueBTUYecKoi cybCcTaHUMKM (MeXKAyHapo4HOe HemnaTeHTOBaHHOE, WAW TPYNMnMPOBOYHOE, WK
XMMMUYECKOE W TOProBoe HaMMEHOBaHMWA), HaMMeHOBaHMe npousBoauTena dapmaueBTUYecKon
cybCcTaHUMM, HOMEpP Cepuu M AaTa U3roTOBNEHMA, KOJIMYECTBO B YMNaKOBKE WM eAuMHMLbl U3MepeHus
KO/IMYECTBa, CPOK FOAHOCTU U YCIOBUA XPaHEHMS.
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(8 pea. PegepanbHoro 3akoHa ot 22.12.2014 N 429-93)

3. HEKapCTBEHHbIe cpeacrea B KayecCTtBe CbIBOPOTOK AO0JIKHbI MOCTYyNnaTtb B 06pau.|,eHV|e C
YKa3aHUeM XMUBOTHOIO, U3 KPOBU, N1a3Mbl KPOBU, OPraHOB U TKaHeWn KOTOPOro OH" noay4yeHbl.

4. Ha BTOpUYHYIO (NOTpebuTenbCKyio) yNakoBKY NEKAaPCTBEHHbIX CPEACTB, NOYYEHHbIX U3 KPOBM,
nnasmbl KPOBWU, OPraHOB M TKaHEeM YenoBeKa, A0/IXKHA HAHOCUTbCA Hagnuck: "AHTuTena Kk BUY-1, BUY-2,
K Bupycy renatuta C 1 NOBEPXHOCTHbIM aHTUIEH BMpYCca renatuTa B oTcyTctytoT".

5. Ha nepBMYHY0 yNakoBKY 1 BTOPUUHYIO (NOTPebUTeNbCKYI0) YNaKoBKY paanodapmaleBTUYecKmx
JNIEKAPCTBEHHbIX CPeACTB A0/I}KEH HAHOCUTLCA 3HAK PaAVaALMOHHOM ONAaCHOCTU.

6. Ha BTOpMYHYO (NOTPebUTENbCKYIO) YNaKOBKY FOMeonaTUYecKUX NeKapCTBEHHbIX NpenapaTos
[0/1>KHa HaHOCUTbCA Haanuck: "TomeonaTnyecknin'.

7. Ha BTOpWYHYlO (NOTPebUTENbCKYIO) YNAKOBKY JIEKAPCTBEHHbIX PACTUTE/IbHLIX MNpenapaToB
[AONKHA HAHOCUTBLCA Hagnuck: "MpoayKuma npowia pagmaLMOoHHbIA KOHTPOAb".

8. Ha nepBUYHYIO YNaKoBKY (€C/KM ANA 3TOrO CYLLEeCTBYET TEXHUYECKasa BO3MOXKHOCTb) U BTOPUYHYIO
(noTpebutenbcKyo) yNakoBKY NEKapCTBEHHbIX MNpenapaTtos, MpeAHa3HaYeHHbIX ANA KAMHUYECKMX
nccneaoBaHUM, AONKHA HAHOCUTBLCA HaANKUCh: "1 KAMHUYECKUX nccneqoBaHunin".

(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

9. YnaKoBKa NEKapPCTBEHHbLIX CpeacTs, npeaHasHaYeHHbIX WCKAKYUTE/NIbHO ON1A4 3KCNOopPTa,
MapKMNpyeTca B COOTBETCTBUN C Tp66OBaHMﬂMM CTpaHbl-MmnopTepa.

10. Ha TpaHcnopTHylo Tapy, KOTOpas He npeAHasHayeHa gna notpebuteneit M B KOTOPYHO
NOMELLEHO /IeKapcTBEHHOE CPeACTBO, AO/KHA HAHOCUTLCA MHPOPMaLMA O HaMMeHOBaHWUK, cepuu
NeKapcTBEHHOTO CPeACTBa, [AaTe BbIMYCKa, KOAMYECTBE BTOPUYHbLIX (NOTPEBUTENbCKMX) YNaKOBOK
NeKapcTBEHHOIO CPeAcTBa, NPOM3BOAMTENE IEKAPCTBEHHOIO CPeACTBa C yKasaHMeM HaMMEHOBaHMWA U
MECTOHAXOXAEHUA NPOU3BOAMUTENA SIEKAPCTBEHHOrO cpeactsa (agpec, B TOM uyucne cTpaHa u (uau)
MeCTO NPOM3BOLCTBA IEKAPCTBEHHOMO CPEACTBA), @ TAKKe O CPOKE ro4HOCTM JIeKapCTBEHHOrO CPeacTBa
M 06 YyCNoBMAX €ro XpaHeHMs U NepeBO3KW, Heobxoaumble npeaynpeauTeNbHble HaAnuUcn W
MaHUMYNATOPHbIE 3HAKM.

11. Ha nepBuYHYIO YNAKOBKY M BTOPUYHYLO (MOTPEOUTENbCKYIO) YNAKOBKY JIEKAPCTBEHHbIX CPEACTB
O BETePMHAPHOIo NPUMEHEHMA AONKHA HAHOCUTLCA Haanuch: "[na BeTepuHApPHOro NnpumeHeHunsa".

12. Ha BTOpMYHYytO (NOTPebUTENbCKYIO) YMAKOBKY /IEKAPCTBEHHOrO MpenapaTa HaHOCUTCA
LUTPMXOBOWM KOA.

Fnasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUUCKYIO SEOEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
M3 POCCUMCKOMN GEOEPALIUMN
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

Cratba 47. MNopAaaoK BBO3a JieKapCTBEHHbIX cpeactB B Poccuiickyio Pegepaumio U BbiBO3a
NleKapcTBeHHbIX cpeacTB U3 Poccuiickoii Pepgepauun
(B pen,. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1. BBO3 /N1eKapcTBEHHbIX cpeactB B Pocculickyio Pegepaumio OCyWecTBAAETCs B MOPAALKE,
ycTaHoBneHHOM [paBuTenbctBom Poccuitckoit degepauum, B COOTBETCTBUM € TaMOMKEHHbIM
3aKOHOAAaTeNbCTBOM TaMOXEHHOro coto3a B pamkax EBpA33C (ganee - TaMoMKeHHbIN coto3) u (naum)
3aKoHoAaTenbCcTBOM Poccuiickoin Deanepaumm o TaMOXKEHHOM Aene.

(B pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-$3)
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2. BBo3umble B Poccuiickyto deaepaumio IeKapCTBEHHbIE CPeacTBa AOJIXKHbl COAep!KaTbCs B
rocyapcTBEHHOM PEECTPe IeKapCTBEHHbIX CpeacTB.
(8 pea. PepepanbHbix 3akoHoB 0T 06.12.2011 N 409-$3, 07 27.12.2019 N 462-D3)

3. OonyckaeTtca BBO3 B Poccuiickyto depepaumio KOHKPETHOM NapTMM 3aperMcTpUpoBaHHbIX U
(MnKn)  HesaperncTpMpoBaHHbLIX JIEKAPCTBEHHbLIX CPEACTB, NpPeAHa3HAYeHHbIX Aaa  NpoBeAeHUs
KAMHWUYECKUX UCCNef0BaHWUIA IeKapCTBEHHbIX MPenapaToB, MPOBEAEHUA 3KCNepTM3bl JIeKapCTBEHHbIX
CPeAcTB ANs OCYLECTBAEHUA FOCyAapCTBEHHOW PEerncrtpaumMmM NeKapcTBEHHbIX NpenapaTtoB WMAM Ans
OKa3aHWA MeAMLMHCKOMW NOMOLUM MO }KM3HEHHbIM MOKa3aHUAM KOHKPETHOro naumMeHTa Ha OCHOBaHMM
paspelleHmns, Bbl4AHHOTO YMNOJHOMOYEHHbIM deaepasbHbIM OPraHOM MUCMOJIHATENIbHOW BAAcTU Mo
3aABNEHUAM /UL, YKa3aHHbIX B cTaTbe 48 Hactosuwero degepanbHOro 3akoHa. PaccmoTpeHue Takoro
3aABAEHUA U TPUHATME peleHus O Bbldaye paspelleHMs Ha BBO3 KOHKPETHOW napTuu
3aperncTpUpPoOBaHHbIX U (MAK) HE3aPErUCTPUPOBAHHbIX IEKAPCTBEHHbIX CPEACTB, NPeAHa3HaYeHHbIX 414
NpoBeAeHUA KAWMHUYECKUX WCCNeLO0BaHUIA JIEKAPCTBEHHbIX MNpPenapaTtoB, MPOBEAEHUs 3KCNepTusbl
JIeKapCTBEHHbIX CPeacTB  ANA  OCYLWECTB/NEHUA TrOCYyAapPCTBEHHOM PerucTpaumMm  NeKapCTBEHHbIX
npenapaTtoB WAN A8 OKa3aHMA MeAMUMHCKOM MOMOLLM MO XU3HEHHbIM MOKa3aHWAM KOHKPETHOro
nauueHTa mMbo 06 OTKase B BblAaye YKa3aHHOTO PaspeLLleHns NPON3BOAATCA B CPOK, HE MPEBbILLAOLLMIA
nAaTh pabounx aHeit. MNnaTta 3a BblgaYy YKa3aHHOTO paspeLlleHmns He B3MMaEeTCA.

(B pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

KoHcynbTaHTIAOC: NpumeyaHue.
C01.01.2024 u. 3.1 cT. 47 yTpaumBaet cuny (P3 ot 27.12.2019 N 475-93).

3.1. JonycKkaeTca BBO3 B Poccuitckyto Pepepaunio KOHKPETHOM NApTUN HE3aPerncTpupPoBaHHbIX
JIeKAPCTBEHHbIX MPENAPATOB, COAEPKALMX HAPKOTUYECKME CpeacTBa MM NCUXOTPONHbIE BELLECTBA, B
nopagKke, ycraHosseHHom [lpasuTenbctBom Poccuiickolt depepauunun, ANs OKasaHUSs MeAUUMHCKOM
MOMOLLM MO KM3HEHHbIM MOKA3aHUAM KOHKPETHOIO MaLMeHTa WM Tpynnbl NaLMeHTOB B Cay4Yae, ecau
MMeeTCs pelleHMe BPayebHOM KOMWUCCUMM MEeAMUMHCKOW OpraHuMsauum o HeapPeKTUBHOCTU WM
HEBO3MOXHOCTU NPUMEHEHUNA Y KOHKPETHOro nauneHTa UHbIX 3aperncTtpmupoBaHHbIX 1€KaPCTBEHHbIX
npenapaTtos, B TOM YWUCNe COoAeprKalux Apyrve AenCTBYOWME BelLecTBa, U 0 HeobxoaMMOCTH BBO3a
OnpeaeneHHOro  He3apermcTPUpoBaHHONO  JIEKApCTBEHHOrO  npenapata C  yKasaHWemM  ero
MeXOyHapoaAHOro HenaTteHTOBAaHHOro (MI‘IM XMMU4eckoro, uaun prI'II'IVIpOBO‘-IHOFO) HanmeHOBaHWA,
dopmbl  BbiNycKa M KosaudectBa. [lepeyeHb 3aboneBaHWn M COCTOAHMMA W COOTBETCTBYHOLLMX
JIeKapCTBEHHbIX MpenapaToB, COAEep’KallMX HapKOTMYECKMEe cpeacTBa M MCUXOTPOMHblE BeLlLecTBa, B
Lensax OCyWecTB/eHMA WX BBO3a B COOTBETCTBUM C TPebOBaHMAMM HACTOALWEN 4YacTU yTBEpPXKAAeTcs
YNOJIHOMOYEHHbIM deaepasbHbIM OPraHoOM UCMOHUTENIbHOW BacTU.

(yacTb 3.1 BBegeHa deaepanbHbiM 3aKOHOM 0T 27.12.2019 N 475-03)

4, B Poccuiickylo dPesepaumio MOMKHO BBO3WUTb JIEKAPCTBEHHbIE CPEACTBA, KayecTBO KOTOPbIX
NOATBEPKAEHO CepTUPMKATOM MNPOM3BOAMUTENSA  JIEKAPCTBEHHbIX CPEACTB,  YAOCTOBEPAWMUM
COOTBETCTBME BBO3UMbIX JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM papmaKoneliHbix cTatei 1Mbo B cayyae
WX OTCYTCTBMA HOPMATMBHOMN AOKYMEHTALMN UM HOPMATMBHOIO AOKYMEHTA.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

5. 3anpewaetca BBo3 B Poccuiickyto degepaumio panbcudmumMpoBaHHbIX IEKAaPCTBEHHbIX CPEeACTs,
Hea06pPOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, KOHTPAadaKTHbIX IEKAPCTBEHHbIX CPEACTB.
(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

6. dPanbcnduuMpoBaHHbIE JIEKAPCTBEHHbIE CPeACcTBA, HeAobpoKayecTBEHHbIe JIeKapCTBEHHbIe
CPeACTBa NoA/iexKaT U3bATUIO U Noc/eayoWwemy YHUUTOXKEHMIO UK BbIBO3Y U3 Poccuiickoit deaepaumu,
KOHTpadaKTHble SIeKapCTBEHHbIE CPEeACTBA - U3BATUIO U MOCAEAYIOWEMY YHUUTOXKEHWNIO. YHUUTOXKEHNE
uaM  BbiBO3 M3 Poccuiickoit  depepaumn  danbCUPUUMPOBAHHBIX  NIEKAPCTBEHHbLIX  CPEACTs,
HeL06pPOKAYECTBEHHbIX  /IEKAPCTBEHHbIX  CPeACTB, KOHTPAadaKTHbIX  /IEKAPCTBEHHbIX  CPEeACTB
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OCYLLECTBNAETCA 3a CYeT /iMUa, OCYLLeCTBMBLUEro WX BBO3. [lOPAAOK YHUUTOXKEHUA WU3BbATLIX
danbcnPUUMpPOBaHHBIX IeKaPCTBEHHbIX CPeAcTB, HeAobpoKayecTBEHHbIX JIeKapCTBEHHbIX CPeAcTs,
KOHTpadaKTHbIX IeKapCTBEHHbIX CPeACTB ycTaHaBAnBaetca MNpasutenbctsom Poccuiickolt deaepaumu.
(B pea. PegepanbHoro 3akoHa o1 06.12.2011 N 409-93)

7. JNvua, ocywecTtBasowme BBo3 B Poccuiickyto  depepauumio  danbcuPpuLMpPOBaHHbIX
JNIEKApCTBEHHbIX  CPeacTB, HeAobpOKAYeCTBEHHbIX  NIEKAPCTBEHHbIX  CPEACTB,  KOHTpadaKTHbIX
NIEKAPCTBEHHbIX CPEACTB, HECYT OTBETCTBEHHOCTb B COOTBETCTBMU C TAMOXEHHbIM 3aKOHOAATe/IbCTBOM
Tamo»KeHHOro coto3a 1 (Mnu1) 3aKoHoaaTenbcTBOM Poccuinckoit denepalimm 0 TaMOXKEHHOM Aene.

(B pea. PepepanbHoro 3akoHa o1 06.12.2011 N 409-93)

8. BbIiBO3 neKapCTBEHHbIX cpeacTs U3 Poccuiickoi ®epepaumnm ocywecTeaserca 6e3 npumeHeHus
OTPaHMYEHUI, YCTAaHOBAEHHbIX TaMOXEHHbIM 3aKOHOAATE/NbCTBOM TaMOMXEHHOro coto3a u (uam)
3aKoHoAaTenbcTBOM Poccuiickon depepaunm o rocyfapCTBEHHOM PeErysMpoBaHUM BHELIHETOProBOWM
OEeATeNbHOCTH.

(B peq. ®PenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, oT 25.11.2013 N 317-93, o1 22.12.2014 N 429-
®3)

9. BBOA B rparkAaHCKMI 06OPOT NIEKAPCTBEHHbIX NPENAPaTOB AN MEANUMHCKOTO NMPUMEHEHWUS,
BBe3eHHbIX B Poccuitckyro Pepepaumio, ocywectsansertca ¢ cobatogeHnem TpeboBaHuUM, YCTaHOBAEHHbIX
ctatbei 52.1 HacToAwero PenepanbHOro 3aKoHa.

(yacTb 9 BBeAeHa PeaepanbHbiM 3aKoHOM oT 28.11.2018 N 449-03)

Cratba 48. HOpuauyeckme nuua, KOTOPbIM paspelleH BBO3 JIeKApPCTBEHHbIX CpPeacCTB B
Poccuiickyio Pepgepauumio
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

JNlekapcTBeHHble cpeacTBa B Poccuickyto PepepaLimio MoryT BBO3UTb:
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1) npon3ssoauTenn NEKApPCTBEHHbLIX Cpeacts AON1A u,enel7| COBCTBEHHOrO npon3ssoAacTBa
NNEKapPCTBEHHbIX CPeAacTs;

2) MHOCTpaHHble pPa3paboTuMKM NEeKapCTBEHHbIX CPEACTB M WMHOCTPaHHble NPOWU3BOAMTENU
NleKapCTBEHHbIX CPeACTB UK APpYrMe opuanYeckme anua no nopyYyeHmnto paspaboTunka NeKapCcTBEHHOMO
CpeAacTBa ANa NPoBeAeHUA KAMHUYECKUX UCCNeA0BaHMIA NeKapCTBEHHOMO npenapara, OCYLWeCcTBAeHUA
rocy4apCTBEHHOW  PErucTpauum  NeKapCcTBEHHOro npenapaTta, BK/AOYEHMA  papmaleBTUYECKoM
cybCTaHUMM B FrOCYLapCTBEHHbIN PEeecTp NeKapCTBEHHbIX CPEACTB, KOHTPOAA KayecTBa JIeKapCTBEHHbIX
CPeACTB NP HANMYUK Pa3peLleHmns YNoJHOMOYEHHOro ¢peaepanbHOro opraHa UCNONHUTENbHOM BAAcTH
Ha BBO3 KOHKPETHOM NapTUKN NEeKapCTBEHHbIX CPEACTB;

3) opraHu3auum ONTOBOM TOProBAW JIeKAaPCTBEHHbIMU CPEeACcTBaAMM;

4) HayyHO-uUcClegoBaTeNIbCKMEe OpraHusauuun, obpasoBaTesibHble OpraHM3auMM  BbICLIETO
06pa3oBaHNA, NPOU3BOAMTENN NIEKAPCTBEHHbIX CPEACTB Aaa pa3paboTKu, MccienoBaHMM, KOHTpoOAA
6e3onacHOCTM, KayecTBa, 3(OGDEKTUBHOCTM /IEKAPCTBEHHbIX CPEACTB MPU  HAAUYMKM  paspelueHus
YNOAHOMOYEHHOrO deaepasbHOro opraHa UCNONHUTEbHOW BNACTK;

(8 pea. PepepanbHoro 3akoHa ot 02.07.2013 N 185-93)

5) MeauUMHCKME opraHM3aLnmnm, MHble yKasaHHble B NyHKTax 1 - 4 HacToALlel cTaTbk OpraHM3auum
ONA OKasaHMa MeAMLMHCKOW MOMOLUM MO KU3HEHHbIM MOKa3aHMAM KOHKPETHOro nauueHTa npu
Ha/ UMM paspeLleHna YnoJHOMOYEHHOro ¢deaepanbHOro opraHa WCMOMHUTENbHOM BAacTM Ha BBO3
KOHKPETHON MapTWM /IeKapCTBEHHOro npenapaTa, BblAAaHHOTO B YCTaHOB/IEHHOM nopaake B ¢opme
3N1EKTPOHHOIO AOKYMEHTa, NOANNCaHHOIO YCUIEHHOW KBaNMOULMPOBAHHOW 3/1EKTPOHHOM MOAMMUCHIO;
(B pen,. PegepanbHoro 3akoHa ot 12.03.2014 N 33-03)
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KoHcynbTaHTlAKOC: NpumeyaHue.
C01.01.2024 n. 6 cT. 48 yTpaumsaeT cuny (3 ot 27.12.2019 N 475-93).

6) rocyaapCTBeHHbIE YHUTapHbIEe NPeanpuUaTUsa, MMYLLECTBO KOTOPbIX HaxoauTca B deaepasnbHoM
cobcTBeHHOCTM, onpegensembie [paBuTenbctBom Poccuiickoii depepaunun, B 4YacTu BBO3a B
Poccuitickyto  Pepepaunio  He3aperncTpMpoBaHHbLIX  JIEKAPCTBEHHbIX MPEnapaToB, CoAeprKalux
HAapPKOTMYECKNE CPeacTBa WM MCUXOTPOMHbIE BELLECTBA, A1 OKasaHMA MeAMUMHCKOM MOMOLM Mo
*KU3HEHHbIM MOKa3aHUAM KOHKPETHOro MauMeHTa Uan rpynnbl NaLMeHTOB B COOTBETCTBMU C YacTbio 3.1
cTaTbu 47 HacToAwero PeaepanbHOro 3aKoHa.

(n. 6 BBegeH ®epepanbHbiM 3aKoOHOM 0T 27.12.2019 N 475-03)

Cratba 49. [loKymMmeHTbl, NpeacTaBaAemMble B TaMOXXeHHble opraHbl PoccuiicKoii degepaumm npm
BBO3€ JIeKapCTBeHHbIX cpeacTB B Poccuiickyto ®deaepauyuto
(8 pea. PenepanbHoro 3akoHa ot 06.12.2011 N 409-93)

1. Mpu BBO3e NEKapCTBEHHbIX cpeacTB B Poccuitckylo Pepepaumio B TaMOXKEHHbIE OpraHbl
Poccuitckoit  Pepepaumm  Hapagy € LOKYMEHTaMM, NpPeacTaBAeHMEe KOTOpbIX MNpeaycMOTPEeHOo
TAMOMEHHbIM 3aKOHOAATE/NIbCTBOM TaMOXEHHOro cosa M (Mnu) 3akoHomaTenbcTBOM Poccuiickoi
depepaunmn 0 TAMOXKEHHOM Zesie, NPeACTaBAATCA c/ieayolume JOKYMEHTbI:

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

1) cepTudMKaT NPOU3BOAUTENA J/IEKAPCTBEHHOIO CPEACTBA, YAOCTOBEPAIOWMIA COOTBETCTBUE
BBO3MMOTIO JIeKapCTBEHHOrO cpeactBa TpeboBaHMaM dapmaKkoneliHoi ctaTbu AMbo B Ciyyae ee
OTCYTCTBMA HOPMATMBHOM AOKYMEHTAUMN UAN HOPMATUBHOIO AOKYMEHTA];

2) paspelleHne ynosHomodyeHHoro deaepanbHOro opraHa WCNOJIHUTENbHOM BAacTM Ha BBO3
KOHKPETHOM MNapTUM JIEKAPCTBEHHOIO CpeacTBa B C/y4YasX, YCTAHOBJIEHHbIX 4YacTblo 3 cTatbn 47
HacToAwero ®eaepasibHOro 3aKOHa.

2. [OKYMEeHTbl, yKasaHHble B NyHKTax 1 M 2 yactM 1 HacToswen cTaTbM, NpeacTaBAAlOTCA B
TaMOMKeHHble opraHbl Poccuiickoint Pepepaummn npu NpUbLITUN NEKAapPCTBEHHbIX CPeAcTB B Poccuiickyto
depepaumio.

(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

CratbAa 50. BBO3 neKapcTBeHHbIX npenapatoB B Poccuiickyio Pepepaumnio ANs SIMYHOro
MUCNONb30BaHUA U UHbIX HEKOMMEPYECKUX Lenei, a TaKXKe ANA MUCNONb30BaHUA Ha TeppuUTOpUM
MeKAYHapoAHOro MeAuLMHCKOro Kaacrepa
(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-3, o1 29.06.2015 N 160-d3)

1. JleKapcTBeHHble npenapatbl MoryT 6biTb BBe3eHbl B Poccuiickyto depepaumio 6e3 yyeta
TpeboBaHUI, NpeayCMOTPEHHbIX YacTamu 1 - 4 ctatbn 47, ctaTbamn 48 u 49 HacToslero PeaepanbHoOro
3aKOHa, ec/in OHU NpeAHa3HayeHbl ANA:

(B pen. PegepanbHoro 3akoHa ot 06.12.2011 N 409-$3)

1) NMMYHOrO MCNONb30BaHUA GU3UYECKMMM ML aMKM, NpubbiIBWMMKM B Poccuiickyto depepaumto.
Mpu 3tom BBO3 B Poccuitickyio  degepaumio  NEKAPCTBEHHbLIX  MPENapaToB,  COLEPKALLUX
cunbHOZencTByOWME M (MIM) AJ0BWUTbIE BELLECTBA, BK/OYEHHbIE COOTBETCTBEHHO B  CMUCOK
CU/IbHOZENCTBYIOLWMX BELLECTB A5 Lienell yroNoBHOro 3akoHoaaTenbcTsa Poccuiickolt depepaumm n B
CMWCOK AJOBUTLIX BELLECTB A4/1A Lesieilt YyrosoBHOrO 3aKoHogaTesnbcTBa Poccuiickoit deaepauuu,
yTBepKaeHHble MpasutensctBom Poccuiickoit dPeaepalmm, oCyWEeCTBAAETCA NPU HANYNUN OKYMEHTOB
(3aBepeHHbIX KOMNUIN AOKYMEHTOB WMAW 3aBEPEHHbIX BbINMUCOK M3 HUX), NOATBEPKAAIOLWMX Ha3HAYeHUe
dU3MYECKOMY /MUY YKa3aHHbIX JIEKApPCTBEHHbIX MNpPenapaToB (33 MCKAOYEHUEM NEKAPCTBEHHbIX
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npenapaToB, 3aperucTpupoBaHHbiXx B Poccuiickoii ®deaepaumm U OTnyckaemblx B Poccuiickolit
depepaunn 6e3 peuenTa Ha JieKapcTBeHHbIM npenapat). [MoaTsepxaalowme [AOKYMEHTbl (KX
3aBepeHHble KONUKU UK 3aBepPEeHHbIe BbIMUCKU M3 HUX) A0/KHbI COAepXKaTb CBeAeHMA 0 HauMeHOBaHUU
M KONUYecTBe Ha3HaYeHHOro /lieKapCTBEHHOro npenapata. B ciayyae, ecan noaTeepaatolime
OOKYMEHTbI (MX 3aBepeHHble KOMUM UK 3aBepPeHHble BbINMUCKU U3 HUX) COCTaB/eHbl Ha MHOCTPaHHOM
A3blKe, K HUM NpUAaraeTca HoTapuasibHO 3aBepeHHbIl NepeBoa, Ha PYCCKUIA A3bIK;

(n. 1 8 pea. PegepanbHoro 3akoHa ot 02.06.2016 N 163-93)

2) ucnonb3oBaHMA PabOTHUKaMM  AUNJAOMATUYECKOro Kopnyca WAM  NpeacTaBUTENsMU
MeXAyHapoaHbIX OpraHM3aLnii, akkpeauToBaHHbIX B Poccuitckoin ®epepaumu;

3) neyeHUs MNacCcakKMPOB M YNEHOB 3KUMAXKeN TPaAHCMOPTHLIX CPeacTB, Moe3gHbix bpurag w
BOAMTENIeN TPAHCNOPTHbIX CpeacTs, NpubbiBwNX B Poccuiickyto degepaunto;
(B pea. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

4) neyeHMa YYaCTHUKOB MEXKAYHAPOAHbIX KYNbTYPHbIX, CIOPTUBHbLIX MEPONPUATUIA U YYACTHUKOB
MeXKAYHaPOAHbIX 3KCNeanLUnNii;

5) JneyeHMA KOHKPETHbIX JKMBOTHbIX B 300MapKax, 300cCajax, UMpPKax, OKeaHapuymax,
AenoPuUHapmax, NeYeHMAa OMKUX KUBOTHbIX, MOCTOSSHHO WM BPEMEHHO HACEeNALWUX TEPPUTOPUID
Poccuiickoii degepaumnm, HaxoAsAWMXCA B COCTOSSHMM €CTECTBEHHOM CBOOOAbI M MpUHaAAEeXKalWmux K
BMAAM, 3aHeceHHbIM B KpacHylo KHuUry Poccuiickon deaepaumm u (Man) KpacHble KHUMM cybbeKkTos
Poccuitckolt depepaumm, a TakkKe KUMBOTHbIX, BBO3MMbIX B Poccuitickyto deaepauuto gas yyactms B
CMOPTUBHbIX U 3PEJINLLHBIX MEPONPUATUAX;

(8 pea. PenepanbHbix 3akoHoB 0T 06.12.2011 N 409-®3, o1 02.08.2019 N 297-d3)

6) UICNO/Ib30BaHUSA Ha TEPPUTOPUN MEKAYHAPOLHOTO MEANLMHCKOTO KnacTepa.
(n. 6 BBegeH ®enepanbHbiM 3aKoHOM oT 29.06.2015 N 160-d3)

2. B cnyyanx, npeaycMOTPEeHHbIX 4acTblo 1 HacToAwel cTaTbk, AonyckaeTca BBO3 B Poccuiickyto
desepaumio NeKapCTBEHHbIX MPenapaTos, He 3aperncTpMpoBaHHbIX B Poccuiickon deaepauuu.
(8 pea. PepgepanbHoro 3akoHa o1 06.12.2011 N 409-93)

3. JlekapcTBeHHbIE NpenapaTbl, NpegHasHaYeHHble 418 'yMaHUTapHOW NoMoLM (coaencTema) unm
NMOMOLLM NPU Ype3BblYalHbIX CUTyauumsax, BBO3ATCA B Pocculickyilo degepauuio B NOPAAKe,
ycTaHoBneHHom [pasutensctBom Poccuitickoit ®epgepaumn. 3anpeltaetca BBo3 B Poccuiickyto
depepaumio  HE3aPErMCTPUPOBAHHbLIX  JIEKAPCTBEHHbIX  NpenapaToB, MNpeAHasHayeHHbIX  Ans
rYMaHUTapHOW NOMOLM (COAENCTBUA) AN MOMOLLM NPU Ype3BblYaHbIX CUTYaLUAX.

(B pen,. PepepanbHoro 3akoHa ot 06.12.2011 N 409-93)

CratbAa 51. CoTpyaHu4ecTso depepanbHoro opraHa WUCNO/IHUTENIbHOM BNACTH,
yNnoNHOMOYEHHOro B 0611acTM TaMOXKEHHOro pAgena, U Apyrux ynoJHOMOYEHHbIX deaepanbHbIX
OpraHoB UCMOJIHUTE/IbHOW BNACTU

1. YnonHomo4eHHble d)e,a,epaanble OopraHbl WCNOJIHUTENIbHOM  BNACTU npeaocCTtaBaAOT B
pacnopaxeHwmne cbep,epaanoro OpraHa WUCMNOJIHUTENbHOM BA1ACTW, YNO/THOMOYEHHOIO B obnactu
TaMOXXeHHOIro JAena, I'OCV,CI,apCTBEHHbIVI peecTp NneKapCTBeHHbIX CPeacTB, a TaKXKe VIHd)OpMaLI,VIIO (0}
BblAaHHbIX pa3peweHnax Ha BBO3 KOHerTHOl\;I NapTMn NeKapCTBEHHbIX CPeacTB B Cay4asnx,
YCTAHOB/IEHHbIX 4YaCTbtO 3 ctaTbu 47 HacToAwero CDep,epaanoro 3adKOHa.

2. ®epepanbHbiii OpraH UCNONHUTENILHOW B/IAaCTM, YNOJIHOMOYEHHbIM B 06/1acTV TaMOXKEHHOTO
Aena, UHPOPMMPYET YKasaHHble B YacTU 1 HacToALEl CTaTbM YNOJHOMOYEHHbIE defepasibHble OpraHbl
WCMONIHUTENLHOW BAACTM O BBO3€ JIEKAPCTBEHHbIX CpeacTB B Pocculickyto dPepepaumio M BbiBO3e
NleKapcTBEHHbIX cpeacTs u3 Poccuiickoin ®esepauyn no popme M B Nopsaake, KOTOpble YCTaHOB/IEHbI
MpasutenbcTBom Poccuiickoii ®eaepaumn.
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(8 pea. PegepanbHoro 3akoHa ot 06.12.2011 N 409-93)
Fnasa 10. PAPMALEBTUYECKAA AEATE/IbHOCTb
CraTtba 52. OcyuwecrtBneHue papmau,eBTUHECKOU AeATeNIbHOCTU

1. dapmaueBTMYECKasA AOeATENbHOCTb OCYLLECTB/AAETCA OpraHu3aumMamMu ONTOBOM TOProsBau
JNIEKapCTBEHHbIMM  CPEeACTBaMM,  anTeYHbIMW  OpraHM3aumMsMM,  BETEPUMHAPHbIMU  anTeYHbIMU
OpraHusaumnsmu, WHANBMAYANbHBIMU npegnpuHUMaTensimu, UMEILWMMM  JIMLUEH3NID  Ha
dapmaueBTUYECKYIO AeATeNbHOCTb, MEeAUUMHCKUMMU OpraHu3aumamm, UMeWwMmMn AULEH3UI0 Ha
dapmaLleBTMUECKYIO AeATenbHOCTb, U KuXx ob6ocobneHHbIMM noapasaeneHMaMn (ambynatopuamm,
denvalepckumm 1 denbaliepcKko-akyLepCcKUMM  MyHKTaMK, LeHTpaMmu (oTaeneHusmu) obluen
BpayebHOol (cemeliHOM) MpPaKTUKK), PACMNONOXKEHHbIMMU B CENbCKUX HACeNEHHbIX MYHKTax, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHn3auum, U BETEPUHAPHbIMU OPraHM3aunaAMMN, UMEIOLWNMM JIMLLEH3UIO Ha
dapmaueBTUYECKYIO AeATEIbHOCTb.

(8 pea. PepgepanbHoro 3akoHa ot 25.11.2013 N 317-93)

2. ®dusnyeckme nMuUa MOTyT OCYyWecTBAATb (papmMaLeBTUYECKYHO AeATENbHOCTb MPU Hanuumm
BbICLLEro UK cpegHero ¢papmaueBTMUeckoro obpasoBaHma U cepTUdMKaTa CNeumanmcTa, BbICLLIEro MK
cpefHero BeTepMHapHoro obpasoBaHMA U cepTUdMKATA CNeLManncTa, a TaKkKe BbICLLIEro UAn cpegHero
MeANUMHCKOro obpasoBaHuA, cepTMdMKaTa Cneumanncta U AONOAHUTENbHOrO MNPodeccMoHaNbHOMo
06pa30BaHUA B YaCTU PO3HUYHOM TOPrOB/AW SIEKAPCTBEHHLIMW NpenapaTamu Npu yCcaoBUKU UX paboTbl B
060Cc06/1eHHbIX NOAPaA3LENEHUAX MEANLIUHCKUX OPraHU3aL M, YKa3aHHbIX B 4acTh 1 HAaCTOALWEN CTATbM.
(yacTb 2 B peq. depepanbHoro 3akoHa ot 27.07.2010 N 192-93)

KoHcynbTaHTlAOC: NpuMmeyaHue.

JlekapcTBeHHble NpenapaTbl 414 MeAUUNHCKOro NPUMEHEHNA, BBEAEHHbIE B FPpaXKAaHCKMIM 060pOT A0
29.11.2019, nognexaT XpaHeHWIO, NepeBO3Ke, OTMYCKY, peanusauum, nepegadve, NPUMEHEHUIO A0
ncTeyeHmaA cpoKka nx roaHoctm (P3 ot 28.11.2018 N 449-03).

CratbA 52.1. BBopA, B rpa*KgaHCKMii 060pOT NIeKapCTBEHHbIX NpenapaToB AAA MeAULMUHCKOro
npuMeHeHus
(eBepeHa degepanbHbiM 3aKoHOM OT 28.11.2018 N 449-93)

1. Nepea BBOAOM B rpaxKAaHCKMA 060POT KaKAoW CEpUM UK KaXKaoM NapTUK NPOU3BEAEHHOrO B
Poccuiickolt  depepaumu  NIeKapcTBEHHOro npenapata A48  MeAMUMHCKOrO  MpPUMEHeHMus, 3a
UCKNIOYEHNEM  UMMYHOBMONOMMYECKMX  NIEKAPCTBEHHbLIX  MpenapaTtos, MPOU3BOAUTENb  TaKOro
NIeKapCTBEHHOrO Mpenapata npeactasnder B  defepanbHblit  opraH  MCNOAHWUTENbHOW  BAACTW,
OCYLLECTBAAIOWMA  GYHKUMM MO KOHTPOMO M Haa3opy B coepe 34pPaBOOXPAHEHUA, LAOKYMEHT
NPOW3BOAMTENA NIEKAPCTBEHHOIO CPEACTBA, MOATBEPIKAAIOLLMIA KaueCTBO IeKapCTBEHHOro Npenapara, 1
NoATBEP)KAEHME YNOAHOMOYEHHOMO AMLA MNPOM3BOAUTENA JIEKAPCTBEHHbIX CPEACTB COOTBETCTBUSA
JleKapcTBEHHOTO NpenapaTa TpeboBaHUAM, YyCTaHOB/IEHHbIM NPUY €ro rocyAapCcTBEHHOMN PerncTpaLmm.

2. MNepea, BBOOAOM B rparkAaHCKMI 0BOPOT KaxAoW CepuM MAM KarKAOM NapTMM BBO3MMOrO B
Poccuiickylo  depepauuio  NeKapCTBEHHOro npenapata  Aaa  MeAUUMHCKOro NpuUMeHeHusa, 3a
UCK/IOYEHNEM MMMYHOBMONOTMYECKMX /IEKAPCTBEHHbIX MPEenapaTtos, OpraHM3aums, OCYLLEeCTBAAOLWANA
BBO3 JIeKapCTBeHHoro npenapata B Poccuiickyio ®eaepaumio, npeactasaseT B ¢peaepanbHbiit opraH
WCMONHUTENBHOW BAIACTW, OCYLLECTBAAIOWMIA  OGYHKUMM MO  KOHTPOAIO W Hagsopy B cdepe
34paBoOXpaHeHMs, cepTUOMKAT NPOM3BOAMUTENA NEKAPCTBEHHOrO CPeACTBa, YAOCTOBEPAWMIA
COOTBETCTBME BBO3MMOrO JIEKApCTBEHHOro npenaparta TpeboBaHMAM dapmaKonenHon cTatbl, a B
cnyyae oTcyTcTBMA  dapmMakonenHoW cTaTbM TpeboBaHMAM HOPMATUBHOW  AOKYMEHTauuu, W
noATBepXaeHWe NpeacTaBUTeNs OpraHM3aumK, OCYLLECTBAAIOWEN BBO3 JIeKapCTBEHHOro npenapaTta B
Poccuiickyto degepaumio M YNOAHOMOYEHHOW WHOCTPAHHbIM NPOM3BOAMTENEM JIEKAPCTBEHHbIX
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CPeACTB, COOTBETCTBUA BBO3MMOTO JIeKapCTBEHHOIO npenaparta TpeboBaHUAM, YCTAHOBAEHHbIM NPU ero
rocyf,apCTBEHHOM perncTpaumm.

3. MopsafoK NpeacTaBNeHUA B COOTBETCTBUM C YacTamMu 1 M 2 HacToAwel CTaTbh LOKYMEHTOB U
CBEAEHUI O NEeKapCTBEHHbIX MpenapaTax, BBOAMMbIX B rpaxOaHCKMi 06opoT, ycTaHaBAMBaeTCA
MpasutenbcTBom Poccuiickoi ®eaepaumn.

4. B OTHOLIEHWW NepBbIX TPEX Cepuin WA NapTUIN NeKapCTBEHHOro npenapaTta, BnepBble
npousseseHHoro B Poccuiickoit ®Peagepaummn unm Bnepsbie BBO3MMOro B Poccuinckyto Pepepaumtio, B
denepanbHbli OpraH UCMOJIHUTE/IbHOM BAACTU, OCYLLECTBAAIOWMI GYHKLUM NO KOHTPOJIIO U Had30py B
cbepe 34paBOOXpPaAHEHUS, AOMONHUTENIbHO MNPEeACTaBAAETCS MPOTOKOA WMCMbITAHUM O COOTBETCTBUM
cepum UAM NapTUM NEeKapCTBEHHOro npenapata A/ MeAMUMHCKOro MNPUMEHEHUS MOKas3aTensam
KayecTBa, MpeflyCMOTPEHHbIM HOPMaTUBHOW JOKyMeHTaumen (ganee - MPOTOKON UCMbITaHUN),
NPOBOAMMBIX aKKPeAMUTOBaHHbIMW B COOTBETCTBMM C 3aKOHOAaTe/IbcTBOM Poccuitckon ®epepaunm ob
aKKpeguMTauMmM B HaUMOHaNbHOM cucTeme akkpeauTaummn deaepasbHbIMU  FOCYAaPCTBEHHbIMM
6104XKETHBIMU YUpeXKAeHUAMU, NOABEAOMCTBEHHbIMM defepasibHOMY OpraHy MCNONHUTENIbHOM BacTHy,
ocyuiecteasowemy byHKUUM No BbipaboTKe M peanmsaumm rocyaapcTBeHHOM NOANTUKU U HOPMATUBHO-
NnpaBoOBOMY peryiMpoBaHuio B cdepe 3a4paBooxXpaHeHus, u dpeaepasbHOMY OpraHy MCNONHUTENbHOM
B/1aCTU, ocyllecTBaaowemy GyHKUUM MO KOHTPOAO W Haa3opy B chepe 3apaBooxpaHeHus. MNopsagok
BblJauM YKasaHHbIMM deaepanbHbIMU TOCYAaPCTBEHHLIMU BIOAKETHBIMU YUpEeXKAeHUAMU OaHHOMo
NpoToKona M pasmep nNnaTbl 3a €ro BblAadyy YycTaHaBauBatoTca [lpaBuTeNnbCTBOM Poccuinckoit
depepaunn.

5. ExxerogHo He nosaHee 1 ¢deBpans NpPou3BOANTENN NEKAPCTBEHHbIX CPEACTB UM OpraHM3aLmu,
OCYLLECTBAAOWLME BBO3 JIEKAPCTBEHHbIX MpenapaToB B Poccuiickyio depepauymio, nNpepcraBastoT B
denepanbHbIi OpraH UCMOJIHUTE/IbHOM BNAACTU, OCYLLECTBAAIOWMI GYHKLUM NO KOHTPOJIO U Had30py B
chepe 34paBOOXpPaAHEHMA, MPOTOKOJ UCMbITaHMI MNOCTYNUBLUETO B TEYEHME rO4a B rpakaaHCKuii obopoT
JIeKapCTBEHHOrO npenapaTta KOHKPEeTHOro npousBoauTens (Ha OAHYy Cepuio Kaxgoro TOProBoro
HaMMEHOBaHMA C YY4EeTOM NeKapCcTBEHHOW GOpPMbl U A03MPOBKK), MPOBOANMbIX aKKPeAUTOBAaHHLIMWU B
COOTBETCTBMM C 3aKoHoZaTenbCcTBom Poccuitickont Pepepaunm 06 aKKkpeguTauuu B HaLMOHaAbHOM
cucTeme akKpeauTauumn ncnbitaTenbHbiMKU NabopaTopuamMu (LeHTpamm).

6. [MMpousBoauTeENN NEKAPCTBEHHbIX CPEACTB MAW OpraHM3aumu, OCYLLECTBAAIOWME BBO3
NleKapcTBeHHbIX NpenapaTtos B Poccuiickyto Pesepaumio, He meHee YeM 3a OAMH rod 40 NAaHUPYeMbIX
NPMOCTAHOBNAEHMA WAW MNPEKPaLLeHNA NPOM3BOACTBA /IEKAPCTBEHHbLIX MpenapaToB WAM MX BBO3a B
Poccuiickylo ®depepaumio ysegomnsatoT o6 3Tom depepanbHbli OpraH WCMOJIHUTENbHOM BAACTy,
OCYLLECTBAAIOLWMIA GYHKLMM NO KOHTPOIO M Hag3opy B chepe 34paBooxpaHeHusa U dpeaepanbHblii opraH
WCMONHUTENBHOW  BNACTM, OCYLLECTBAAOWMI  GYHKUMM NO  JMULEH3UPOBAHWMIO MNPOM3BOACTBA
NeKapcTBEHHbIX CPeacTs.

7. BBOA, B rpakOaHCKMIA 0BOPOT KarKaoN Cepum UAU KaxkgoW MapTum MMMyHOBMONOrmyeckoro
JIeKapCTBEHHOro NpenapaTa, npousseaeHHOro B Poccuiickon ®eaepaLmm nam BBO3MMOro B Poccuiickyto
depepaumio, OCyLWEeCcTBAAETCA Ha OCHOBAHUM paspelleHus, BblAaHHOTO ¢eaepasbHbIM OpraHoOM
WCNONIHUTENbHOM  BNACTW, OCYLLECTBAAOWMM YHKLMM NO KOHTPOMO W  Haa3opy B coepe
3/1paBOOXPAHEHMNA, Ha OCHOBAHWW BblAAHHOTO ¢deaepanbHbIMU FOCYAAPCTBEHHBIMU BHOAXKETHBIMMU
YyUYpEeKAEHUAMM, YKa3aHHbIMM B YaCTM 4 HACTOALLEN CTaTbM, 3aKAHOYEHUA O COOTBETCTBUWU CEPUU UM
napTMM MMMYyHOBWONOrMYECKOTrO NEeKAapCTBEHHOMO npenapaTta TpeboBaHMAM, YCTAaHOBAEHHbIM MPU ero
rocyapcTBeHHOM pernctpaumu. Mopsaaok Bblhauu paspelleHns Ha BBOA B rpaykAaHCKMIA 060poT cepun
WA NapTMM MMMYHOOMONIOTMYECKOrO JNIEKAPCTBEHHOTO MpenapaTa, a TaKXKe MopsagoK  Bblgauu
YKA3aHHOro 3aK/loYeHMAa M pasMep naathl 3a ero Bblgayy YycTaHasauBatoTca [1paBUTENbCTBOM
Poccuiickoin Peagepaunn.

8. 3a HenpeacTaBAeHME WAM HECBOEBPEMEHHOE NpeacTaBleHWe [AOKYMEHTOB U CBedeHWM,
npeaycmoTpeHHbIX YacTamn 1, 2, 4, 5 1 6 HacToALLelN CTaTbM, MPON3BOANUTENN NEKAPCTBEHHbIX CPEeACTB U
OpraHM3aLMm1, OCYLLECTBAAIOLLME BBO3 JIEKAPCTBEHHbIX NpenapaTtoB B Pocculickyto ®enepauuio, HecyT
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OTBETCTBEHHOCTb B COOTBETCTBUUN C 3aKOHOAATE/IbCTBOM Poccuitckoi dJe,u,epau,MM.

9. MNpepacraBneHne OOKYMEHTOB U CBeAEHMW, NPeayCMOTPEHHbIX Yactammn 1, 2 U 4 HacToAweln
CTaTbM, W MNOJIlyYeHME NPeAYCMOTPEHHOIO YacTbld 7 HACTOALLElM CTaTbM paspelleHus Ha BBOA
MMMYHOBMONOTMYECKOrO /IEKAPCTBEHHOrO Npenapata B rpa*kAaHCKM ob6opoT He TpebyotcAa B
OTHOLWIEHUM IeKAPCTBEHHbIX MpenapaTtoB, MpeAHa3sHayYeHHbIX ANA  NPOBeAEHUA  KAUHUYECKUX
nccnefoBaHNM NEKAPCTBEHHbIX MpenapaToB, NPOBEAEHUA 3IKCMEPTU3bl NEKAPCTBEHHbIX CPeAcTB AA
OCYLLECTBNIEHUA TOCYAAPCTBEHHOM PErucTpaLmMm NeKapCTBEHHbIX MPenapaToB, a TaKKe B OTHOLIEHWUM
HEe3aperncTpMpOBaHHbIX NEKAPCTBEHHbIX NPENapaTos, NpeAHa3HA4YeHHbIX 414 OKa3aHUA MeaMULMHCKOM
NMOMOLLM MO KU3HEHHbIM MOKA3aHWUAM KOHKPETHOro nauueHTa MAW rpynnbl NaLMEeHTOB, BBO3UMBbIX B
Poccuiickyto Pegepaumio B cooTBeTcTBMM € Yactamum 3 1 3.1 ctatbn 47 HacTtoswero PenepasibHOro
3aKOHa.

(B pea. PepepanbHOro 3akoHa ot 27.12.2019 N 475-93)

10. Mpw BbIABAEHUM B rpa*kgaHCKOM o0bopoTe cepum UAM NapTUKM NIeKAapCTBEHHOro npenaparta,
OOKYMEHTbl U CBEAEHUA O KOTOPbIX, NpeayCcMOTpeHHble Yactamu 1, 2 M 4 HacToAWEeN CcTaTbM, He
npeactasneHbl B ¢defepanbHblit OpraH WCMNOMHUTENbHOM BAACTM, OCYLLECTBAAOWMIA OYHKUMM NO
KOHTPO/IIO U Haa30py B chepe 34paBOOXpaHeHus, niMbo cepum MAM NapTMm MMMYHOBMOIOrMYECKOoro
JIeKapCTBEHHOrO Mpenapata, HE WMEIOWMX paspelleHMa Ha BBOA B rpaxAaHCKMiA  obopor,
NpPeayCMOTPEHHOIO 4acTbto 7 HacToAWeW cTaTbM, denepanpHbil OpraH WMCNOAHUTENbHOM BAACTH,
OCYLLECTBAAIOWMNA PYHKUMU NO KOHTPOAKD W Haa3opy B cohepe 34paBOOXpPaHEHUA, B MOPAAKE,
ycTaHoBneHHom [lpasutenbctBom Poccuiickon Pepepaumun, NPUHMMAET pPeLIeHUEe O MpPeKpaLLeHnn
rpakaaHckoro obopoTa Takux cepum WUAM NapTUM A0 NPEACTAaBAEHUSA YKa3aHHbIX OOKYMEHTOB U
cBefieHNn 1Mbo NoNyYeHUA YKa3aHHOro paspeLueHms.

Cratba 53. Mpoparka, nepegaya NIEKAapPCTBEHHbIX CPeACcTB OPraHU3auMAMMU ONTOBOM TOProBaU
JIeKapCTBEHHbIMM CpeacTBaMMU

1. OpraH13auumn onToBOW TOProBAWN JIEKAPCTBEHHBIMM CPELACTBAMM MOTYT OCYLLECTBATL NPOAANKY
NIEeKapCTBEHHbIX CPEeACTB MW nepefaBaTb MX B YCTAHOBJAEHHOM 3aKOHOAATeNbCTBOM Poccuiickoi
depepaunn nopsaake (3a UckoveHnem GpapmaueBTUYECKOM cybCcTaHUUKM cnMpTa STUIOBOrO (3TaHoNa):
(B pen,. PepepanbHoro 3akoHa ot 27.12.2019 N 481-93)

1) ApyrMm opraHM3aLmsam ONTOBOM TOPTroBAN EKAPCTBEHHbIMU CPeaCTBaMMU;

2) Npoun3BOANTENAM NIEKAPCTBEHHbIX CPEACTB ANA Lefieil NPoU3BOACTBA IEKAPCTBEHHbIX CPEACTB;
3) anTeyHbIM OpraHM3aUmam U BETEPUHAPHbIM anTeYHbIM OpraHM3aLuam;

4) Hay4YHO-MCCNEeA0BaTE/IbCKMM OpraHmn3aLmam 418 HayyHO-MUcciea0BaTesIbCcKol paboTbl;

5) wHgMBMAyanbHbIM NpPeAnpUHMMATENSM, UMEWMM NULEH3UIO Ha dapmaLeBTUYECKYHO
OeATeNbHOCTb WU INLEH3UIO HA MEAMLIMHCKYIO AeATeNbHOCTb;

6) MegMUMHCKMM OpraHuM3aumMam, B TOM 4YMUC/e CO34aHHbIM W 3apPEerncTpMpoBaHHbIM B
COOTBETCTBUM C 3aKOHOAATE/IbCTBOM MHOCTPAHHOIO roCyAapcTea - YieHa OpraHM3aumm SKOHOMUYECKOTo
COTPYAHMYECTBA M PA3BUTUA  WMHOCTPAHHbLIM  HOPUAMYECKMM  ANLAM,  WHAUBUAYANbHbIM
npeAnpUHUMATENSM, ABAAIOLLMMCS YYaCTHUKAMM NPOEKTa B cOOTBETCTBMM € PegepanbHbim 3akoHOM "O
MEXAYHAaPOAHOM MEAMUMHCKOM KacTepe M BHECEHUW U3MEHEHWW B OTAE/bHble 3aKOHOAATE/NbHblE
akTbl Poccuinckon Pepepaunmn”, n BeTepuHapPHbIM OpraHn3auuam;

(B pen. PegepanbHOro 3akoHa ot 26.07.2019 N 240-93)

7) opraHusauMam M MHAMBUAYaANbHbIM MpPeanpPUHUMATENAM, OCYLLECTBAAIOWMM pasBedeHue,
BbipalllMBaHME W COAEpPNKaHUE IKMBOTHbIX (33 WCKAOYEHMEM MNpoJarkM UM  dapmMaueBTUYECKUX
cybCcTaHUMiA UK UX Nepegadn).
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(n. 7 B pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. OpraHu3aumMm ONTOBOM TOPrOB/M NEKAPCTBEHHbIMU CPeACTBaMW He BrpaBe OCYLLEeCTBAATb
npogaxy (nepefayvyy B YCTAaHOBAEHHOM 3aKoHOZaTenbcTBOM Poccuitickon Pepepauum nopsagke)
dapmaLeBTMUYECKON CyBCTaHUMKM CNMpPTA STUAOBOrO (3TaHONA).

(yacTb 2 B peq,. denepanbHOro 3akoHa ot 27.12.2019 N 481-93)

CraTtba 54. MpaBuna oNTOBOI TOProB/N IEKAPCTBEHHLIMM CPEACTBAMMU

OntoBaA TOProBAA  NEKAPCTBEHHbIMW  CPEACTBAMW  OCYLLECTBAAETCA  MPOM3BOAUTENAMMU
NIEKapCTBEHHbIX CPEeACTB M OpraHuMsauMAMM ONTOBOM TOProB/IM JIEKAPCTBEHHLIMM CpPeAcTBAMU MO
npaBuaam HagaexKalwen gUcTPUOBLIOTOPCKOM NPAKTUKU M NPaBUaAaM Haanexalen NPakTUKM XpaHeHUA
W NepeBO3KM JSIEKAapCTBEHHbIX MPEenapaToB, YTBEPKAEHHbIM COOTBETCTBYIOLLMMMU YNOJAHOMOYEHHbIMM
depepanbHbIMM OpraHamMM UCNONHUTEIbHOM BNACTM.

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

Cratba 55. MopAaAOK PO3HUYHON TOProB/aM IEKAPCTBEHHbIMU NpenapaTamm

1. PO3HMYHaAA TOProB/iA NEKApPCTBEHHbIMM MpenapataMm B KOJIMYECTBAX, HeobxoaAuMbIX AnA
BbINONHEHUSA BpayebHbIX (dbenbalepckux) HasHaYeHUd UAM Ha3HaAYeHUn cneumanucToB B obnactu
BETEPUHAPUK,  OCYLLECTB/AAETCA  anTeYHbIMM  OPraHM3auMAMK,  BETEPUHAPHBIMU  anTeYHbIMMU
opraHmMsaunamm, MHAMBUAYANbHbIMMK npeanpuHMMaTeNnaMm, UMELWMMN  INLEH3UIO Ha
dapmaueBTUHECKYIO AeATeNbHOCTb, MEeAUUMHCKUMMU OpPraHu3aumamn, UMEWMMN JULEH3UIO Ha
dapmaLeBTMUECKYIO AeATenbHOCTb, U MX 060cobneHHbIMW nogpasgeneHusmmn  (ambynatopusamu,
denbawepckumm n  GenbalepcKko-akyLEePCKUMM  MYHKTaMK, LeHTpaMKn (oTaeneHusmu) obuien
BpayebHol (cemeliHOM) MpaKTUKK), PaCNONOXKEHHbIMU B CE/bCKUX HACeNEHHbIX MYHKTaX, B KOTOPbIX
OTCYTCTBYIOT anTeyHble OpraHu3auum, U BeTEPUHAPHbIMMU OPraHM3aUMAMU, UMEKOLWMMKN NULEH3INIO HA
dbapmaLLeBTMUECKYIO AeATeNbHOCTb. PaspelleHa pPoO3HMYHAA TOProBAA TONbKO JIEKAapCTBEHHbIMM
npenapatamu, 3aperncTpupoBaHHbIMK B Poccuitckoit depepaunm AN U3roTOBAEHHbIMM anTeYHbIMU
opraHunsaynamm, BeTepUHapHbIMU anNTeyYHbIMU OopraHnsaunamm, nHaAnMBunAyaabHbIMU
npeagnpUHUMaTEeNAMKN, UMEIOWMMN NNLEH3UI0 Ha dapmMaueBTUYECKY0 AeATeNbHOCTb. Po3HWMYHas
TOProB/AA NEKAapCTBEHHbIMW NpenapaTamMy OCYLLECTBAAETCA MO MNpaBMIaM Hag/erKaller anTeyHowm
NPaKTUKK, YTBEPKAEHHbBIM YNOJIHOMOYEHHbIM peaepasibHbiM OPraHOM UCMOIHUTENBHOM BACTML.

(B pen,. PegepanbHbix 3aKoHOB 0T 25.11.2013 N 317-93, 01 22.12.2014 N 429-93)

1.1. Po3HWYHas TOProBaa JIeKAapCTBEHHbIMUM MNpenapatamu AN MeAULMHCKOro npumeHeHus (3a
WUCKNIOYEHNEM JIEKAPCTBEHHbIX MPEenapaToB, OTNYyCKaeMbIX MO PeuenTy Ha NeKapCTBEHHbIM npenapar,
HAPKOTMYECKMX NIEKAPCTBEHHbIX MPENapaToB M MNCUXOTPOMHbLIX NEKAPCTBEHHbIX MPenapaToB, a TaKXe
CnUpTOCOAEP KaLLMX NIEKAPCTBEHHbIX MpenapaToB C 06beMHONM Aonei 3TUNOBOro cCnMpTa ceblile 25
NPOLUEHTOB) MOMET OCYLLeCTBAATLCA anTeYHbIMU OPraHU3auMaMU  OUCTAaHLUMOHHbIM  crocobom.
PO3HMYHYIO  TOProBAD  NEKAPCTBEHHbIMM  MpenapaTamuM  Ana  MeAULMHCKOrO  NPUMEHEHUs
OUCTaHUMOHHbIM CnNocobomM MOryT OCYLLECTBAATb anTeYHble OpraHuMsauuu, MMeKLne NULEH3MI0 Ha
dapmaueBTMUECKYIO AOeATeNbHOCTb W COOTBETCTBYIOWEE paspelleHMe deaepanbHOro opraHa
WUCMNONIHUTENIbHOM  B/IAaCTW, OCYLUECTBAAOWEro ¢YHKUMM MO KOHTPOAO W  Haasopy B cohepe
34paBooxpaHeHuAa. [MopadoK BblgAYM  paspelleHMAa  Ha  OCYLeCTB/IeHWe PO3HWYHOW TOProBau
JIeKapCTBEHHbIMM NpenapaTamn ANCTAHLMOHHbBIM cnocobom, TpeboBaHMs K anTeYHbIM OpraHM3aumnsam,
KOTOpPbIE MOTYT OCYLLECTBAATb TAKyl TOProOB/O, U MOPALOK €e OCYLLEeCTB/NEHMA, A TAKXe npasua
[OOCTaBKM NIEKAPCTBEHHbIX NpenapaToB rpa)kgaHam ycTaHaBauBatotcs [paBuTenbCcTBoM Poccuitckoi
depepaunn. NHPopmauma 06 onnadyeHHbIX (OTNYLLEHHbIX) M MONYYEHHbIX 1€KAPCTBEHHbIX NpenapaTtax
BHOCUTCA B CUCTEMY MOHWUTOPUHIA [BUMKEHUA JIEKAPCTBEHHbIX MPENapaTtoB AaA MeAMUMHCKOro
NPMMEHEHWsA B MOPAAKE, NPeayCMOTPEHHOM YacTbto 7 CTaTbM 67 HacToAwero degepanbHOro 3aKoHa.
(yacTtb 1.1 BBegeHa deaepanbHbim 3akoHOM oT 03.04.2020 N 105-3)

2. Buabl anTeyHbIX opraHmsau,Mﬁ M npaBuia OTNYCKa JeKaApPCTBEHHbIX MNpenapatos AnAa
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MeANUNHCKOTO NPUMEHEHUA anTeUYHbIMWU OpraHM3auuamMun, MHAMBUAYANbHbIMU NpeanpuHUMaTenamu,
UMELWNMM  NULEH3UIO Ha (GapMaueBTUYECKYl0 AeATe/bHOCTb, a TaKXe MpaBuna OTNycka
NIeKapCTBEHHbIX MpenapaToB A8 MeAULUMHCKOro NPUMEHEHUA MeAULUMHCKUMKU OpraHusauusamu,
UMEWNMMM  IMUEH3NI0  Ha  (papmMaueBTUYeCKylo  AeATeNbHOCTb, W UX  060C06/eHHbIMM
nogpasgeneHuamu (ambynatopmamu, denbaluepckMmm U denbaliepCcKo-akyLWepCKUMU  NYHKTaMMK,
LeHTpaMmn (oTaeneHmamn) obuen BpayebHoON (cemelHOM) NPaKTUKK), PACMOIOKEHHBIMU B CE/IbCKUX
HacefleHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHu3auuMu, yTBepXAaatoTca
YNOJIHOMOYEHHbIM deaepasnbHbIM OPraHoOM UCMONHUTENIbHOW BAaCTU.

(B pea. PegepanbHoro 3akoHa ot 25.11.2013 N 317-93)

3. MNpaBnna OTNyCcKa HAPKOTUYECKUX CPEACTB M NCUXOTPOMHbLIX BELLECTB, 3aperMcTPUPOBaHHbIX B
KayecTBe /1IeKapCTBEHHbIX MPEnapaTtoB, JIEKAaPCTBEHHbIX MpenapaToB, COAEpMKallMX HapKOoTUYecKue
cpeactBa UM MNMCUXOTpPONMHble BelleCTBa, YTBEPXAAKOTCA YMNOJIHOMOYEHHbIM d)e,u,epaanblN\ OopraHoOm
MCNONHUTENbHOM BNAcTU MO COr1aCoBaHUIO C d)e,u,epaanuM OopraHom MUCNOJHUTENbHOM BN1aCTH,
YNOJHOMOYEHHbIM B chepe BHYTPEHHUX Aen.

(8 pea. PenepanbHoro 3akoHa ot 03.07.2016 N 305-93)

4. JlekapcTBeHHble npenapaTtbl A0 BETEPUHAPHOrO MPUMEHEHMA NOANEXKaT  OTMYCKy
BETEPUHAPHLIMW aNTEYHbIMW OPraHM3aUMAMK, BETEPUHAPHLIMW OPraHU3aUMAMM, UHAUBUAYANbHBIMU
npegnpuHUMaTeNamMn, MMELLMMN  NULEH3NIO Ha (apMaLeBTUUYECKylo geAaTenbHocTb. OTnycK
NeKapcTBEHHbIX MPenapaTtoB A/ BETEPUHAPHOTO MPUMEHEHMSA OCYLLECTBAAETCA B COOTBETCTBMM C
NpaBuAamMM Hagnexkallen anTeyHoW NPaKTUKM NEeKapCTBEHHbIX MNpenapaToB ANs BeTepMHAPHOro
NPUMEHEHWA, YTBEPKAEHHbIMM YNOAHOMOYEHHbIM deaepanbHbiM OPraHOM UCNOJIHUTENIbHOM BNACTU.

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)

5. [MepeyeHb MEAMUMHCKMX OpPraHM3auun, MUMeWmUx AUMUEeH3nIo Ha dapmaueBTUYECKyto
AeATeNbHOCTb, U UX 060C0BNEHHbIX NoapasaeneHuin (ambynaTopuii, denbalepckux U penbaliepcKo-
aKyLIepCKUX MYHKTOB, LEHTpoB (oTaeneHuit) obuield BpayebHOM (cemeltHOM) NPaAKTUKWK),
Pacrno/IoXKeHHbIX B CE/IbCKUX HaCeNIeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHun3auuu, a
TaK)Ke NnepeyeHb IeKaPCTBEHHbIX NPEnapaToB, NPoAaska KOTOPbIX MOMKET OCYLLECTBAATLCA YKa3aHHbIMU
opraHusaumMamm U ux o6ocobneHHbIMM  nogpas’feNeHusaMU,  YCTaHaBAMBAKOTCA  OpraHamu
NCNOSIHUTENbHOM BNacTn cybbekToB Poccuiickonn Pepepaunm.

(8 pea. PenepanbHbix 3akoHOB 0T 25.11.2013 N 317-93, o1 03.04.2020 N 105-93)

6. AnTeuyHble OpraHuWsauMW, WHAMBMAYANbHbIE NpPeAnpPUHUMATENN, MMEIOLWME JINLEH3UID Ha
dbapmaueBTUUECKYO  AeATeNbHOCTb, 06nA3aHbl  obecneunBaTb YTBEPXKAEHHbIN  [1paBUTENBCTBOM
Poccuiickoit depepaumm n popmmnpyemolit B YCTAaHOBIEHHOM MM NOPAAKE MUHUMA/IbHbIN aCCOPTUMEHT
JIeKapPCTBEHHbIX NPenapaToB, HEOOXOAMMbIX AN OKA3aHWUA MEANLMHCKON MOMOLLM.

(yacTb 6 B peq. denepanbHOro 3akoHa ot 25.11.2013 N 317-93)

7. AnTeyHble OpraHus3auuu, WUHOMBUAYAJIbHbIE MPEeANPUHUMATENM, MMEKLME JINLUEH3UI0 Ha
bapmaLeBTUYECKYO AeATEeNbHOCTb, HapAZy C JIeKapCTBEHHbIMM MNpenapatamyM  WMMeET npaBo
npuobpetatb M NpoaasBaTb, B TOM 4WUCAe AUCTAHLMOHHBIM crnocobom, MeaUUMHCKME u3aenwus,
aesvHouumpylowme cpeacTsa, NpeameTbl U CPeAcTBa JIMYHOW TUTMEHbl, Nocyay ANA MeAUMUMHCKUX
uenen, npegMeTbl U CpeacTBa, NpegHasHayeHHble ANA yxona 33 60/bHbIMU, HOBOPOMKAEHHBIMU U
AEeTbMU, He AOCTUTLMMM BO3PaCTa TPEX JIET, OYKOBYHO ONTUKY U CPEACTBA YX04a 33 Hell, MMHepasbHble
BOZbl, NPOAYKTbl e4ebHOro, AeTCKOro U AMETUYECKOro MUTaHUA, BUONOrMYECcKM aKTUBHble A06aBKM,
napdomepHble U KOCMETUYECKME CPeaCTBA, MEAULMHCKME U CAaHUTApPHO-NPOCBETUTENbHbIE MeYaTHble
n3gaHuA, NnpeaHasHayeHHble 410 nponaraHabl 340P0BOro 06pasa KU3HM.

(8 pea. PenepanbHbix 3akoHOB OT 27.07.2010 N 192-®3, o1 25.11.2013 N 317-93, ot 03.04.2020 N 105-
®3)

8. [eAaTenbHOCTb anTeyHbIX opraHusaumin Boopy:keHHbix Cun Poccuitckoit Pepepauunn, apyrmx
BOMCK, BOMHCKNX GOPMUPOBAHWNI M OpraHoOB, B KOTOPbIX 3aKoHOAATeNbCTBOM Poccuiickoit degepaumm
NpeaycMoTPEHO MPOXOXKAEHWE BOEHHOM CAyxbbl MnM denepanbHOM rocysapCTBEHHOM  CAyKObl,
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CBA3aHHOW C MNPaBOOXPaHUTENbHON AeATeNbHOCTbIO, pernameHTUpyeTca Hactoawum degepanbHbim
3aKOHOM M YTBEP}KAEHHbIMM COOTBETCTBYIOWMMM deaepanbHbiMM OpraHaMu UCMOAHUTENbHON BNACcTU
nonoxeHnamn. KoHTposib 3a cobnlofeHMemM YKa3aHHbIMM anTeYHbIMU OpraHU3aLMAMU NONOMNKEHWUI
HacToAwero desepanbHOro 3aKoHa OCYLLECTBAAETCA COOTBETCTBYHOLWMMU deaepanbHbiIMU OpraHamu
MCNONHUTENbHOM BNACTU.

(B pea. PegepanbHoro 3akoHa ot 13.07.2015 N 262-93)

9. Ytpatun cuay ¢ 1 aHeapa 2021 roaa. - PegepanbHbliii 3akoH oT 03.04.2020 N 105-d3.
CratbAa 56. U3rotosneHue 1 OTNYCK IEKAPCTBEHHbIX NpenapaTos

1. M3rotoBneHne fIeKApCTBEHHbIX MpenapaToB anTeYHbIMWU OPraHM3auusamMKu, BeTepUHAPHbIMU
anTeYHbIMU OPraHM3aUUAMW, UHAUBUAYANbHLIMU NPEANPUHUMATENAMMU, UMEIOLWMMWN NIMLLEH3UIO Ha
dapmaLeBTUYECKYIO AeATeNbHOCTb, OCYLLECTBAAETCA MO pPeLenTaM Ha JIeKapcTBEeHHble npenaparbl, no
TpeboBaHMAM MegMLMHCKUX OpraHu3aLMii, BeTePUHAPHbIX OpraHn3aLuii B COOTBETCTBUM C NPaBMUIaMM
M3roTOBJEHWA UM  OTMNYCKa JIEKAPCTBEHHbIX TMPEnapaTtoB, YTBEPXKAEHHbIMU  YNOJHOMOYEHHbIM
depnepanbHbIM OPraHOM UCMOJTHUTENbHOM BNACTU.

2. Mpw U3roToBAEHMM NEKAPCTBEHHBIX MPEMNapaToB anTeYHbIMWU OPraHN3aLUAMM, BETEPMHAPHBIMU
anTeyYHbIMW OpraHM3auMAMU, MHAMBUAYANbHBIMU NPeANPUHUMATENAMM, UMEIOWUMM NNLEH3NIO Ha
bapMaueBTUYECKYIO AeATeNbHOCTb, WMCMoAb3yloTca dapmaleBTMYecKne CybCcTaHUMK, BKAKOYEHHbIE
COOTBETCTBEHHO B rOCYAapCTBEHHbIN PEECcTp SIeKapCTBEHHbIX CPEACTB A1 MeAUUMHCKOro NpUMeHeHun
M TOCYJApPCTBEHHbIA PEecTp /NeKapCTBEHHbIX CPeACTB ANA  BETePMHAPHOro NPUMEHEHUA B
YyCTaHOB/MIEHHOM  nopAgke. He  gonyckaeTca  M3roToBJAEHME  anTeYHbIMM  OpraHM3aumamMy,
BEeTEPUHAPHbLIMKW anNTeYHbIMWU OPraHM3auMAMU, UHAMBUAYANbHBIMU NpeanpUHUMaTENAIMU, UMEIOLLUMUN
JIMLEH3UIO HA GapMaLLEBTUYECKYIO AeATEe/IbHOCTb, IEKAPCTBEHHbIX NPENapaToB, 3aperucTpUpPOBaHHbIX B
Poccuitckoin Pepepaumn.

3. MapKMpOBKa /IeKapCTBEHHbIX MPEenapatos, W3roTOB/IEHHbIX anTeYHbIMM OpPraHM3aLUAMM,
BETEPUHAPHLIMWU anTeYHbIMW OPraHM3aUUAMMU, UHAMBMAYANbHBIMU NPEANPUHMMATENAMMU, UMEIOLLUMMN
NMUEH3nIo Ha GapMaueBTUYECKYIO AOeATe/bHOCTb, WM 0dOpMIEHME TakMX MpPenapaTtos AO0JXKHbl
COOTBETCTBOBATb NPaBu/IaM, yKa3aHHbIM B 4acTK 1 HacToALEN CTaTby.

4. AnTeyHble oOpraHM3auMu, BeTepuHapHble anTeyHble OpraHusauuMm, WHAUBUAYANbHbIE
npeanpunHMMmaTenu, nmerumne NUEH3no Ha d)apmau,eBqueCKylo AeATeNbHOCTb, HEeCyT
OTBETCTBEHHOCTb 3a HE'CO6/'IIOLI,E'HME npasua N3roToBNEHNA U OTNYCKa JIEKAPCTBEHHbLIX NMPEenapaTtoB B
COOTBETCTBMU C 3aKOHOAATE/IbCTBOM Poccuiickoi (De,a,epau,mm.

Cratba 57. 3anpeweHue npoaaxku ¢anbcuPULMPOBAHHLIX JIEKAPCTBEHHBIX CPEACTB,
Hef06poKauYeCTBEHHbIX IEKapPCTBEHHbIX CPeACTB, KOHTPadaKTHbIX NEKAPCTBEHHbIX CPeACTB

Mpoaaka danbcnPuUMpoBaHHbIX NeKapCTBEHHbIX cpeacrs, Hea06pPOKaYeCTBEHHbIX
NIeKapCTBEHHbIX CPeacTB, KOHTPadaKTHbIX 1EKAaPCTBEHHbIX CPeACTB 3anpeLlaeTcs.

Cratba 58. XpaHeHue neKkapcTBeHHbIX cpeacTB

1. XpaHeHme NEKApPCTBEHHbLIX CPeACTB OCYWeCTBAETCA npon3BoauUTeENAMU JN1EKAPCTBEHHbIX
cpeacts, OopraHunsaumnamm ONTOBOM TOoprosin NEeKapCTBEHHbIMUA cpeancrteamm, anTe4yHbiMn
OopraHunsaumamm, BeTEPUHAPHbIMUN anTe4yHbIMU OopraHunsaumnamm, nHOnBnAOyaabHbIMU
npegnpnHMmatenamm, MMmerwmmmn nnueH3nto Ha d)apMaLl,eBTW-IECKWO AeATeNbHOCTb NN NNLUEH3UIO Ha
MeONLUNHCKYIO AeATe/NIbHOCTb, MeAUUUNHCKUMU OpraHuM3saunamum, BETepUHaApPHbIMKU OpraHmnsaumnamn u
UHbIMW  OpraHMsaunamm, OCyLecTBAAWNMHNU o6paLu,eHme NleKapCTBEHHbIX CpeacTB. XpaHeHue
NNEeKapCTBEHHbLIX CpeacTtB ANA BETEPUMHAPHOINoO NpPMMEHEHUNA OpraHun3aunamm un MHAMBUAYA/bHbIMU
npeanpuHMMmMmatenaMmm B Cay4vaax, €Cc/M OHU  WUCNONb3YHTCA UCKAKYUTENBHO MNMPU pPa3BeaeHun,
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BbIpalLMBaHWUM, COAEPKAHUM U NEeUYEHUU KUBOTHbIX, MOXET OCYLLECTBAATLCA 6e3 NoNyYeHUs ANLEH3UM
Ha PpapMalEeBTUUECKYIO AeATeIbHOCTb.
(B pea. PegepanbHoro 3akoHa ot 22.10.2014 N 313-93)

2. I'Ipanma XpPaHeHUA NEKapPCTBEHHDbIX cpeacrte YTBEPXKOAOTCA COOTBETCTBYHOLWMNM
YNO/THOMOYEHHbIM d)e,u,epaanbw\ OopraHom WUCNONHUTENIbHOWN BNACTM.

3. XpaHeHMe HapPKOTUYECKUX JIEKAPCTBEHHbIX CPeACTB, NMCUXOTPOMHbLIX JIEKAPCTBEHHbIX CPeacTs,
pagModapmMaLleBTUYECKUX  JIEKAPCTBEHHbIX  CPeACTB  OCYLIEcTBAsSieTcA B COOTBETCTBMM €
3aKoHoaaTeibcTBoM Poccuiickoit Peaepaumu.

CratbAa 58.1. NpeameTHO-KOIMUECTBEHHbIW YyUYeT JIeKapCTBEHHbIX CPeAcCTB A1 MeAULMHCKOro
npumeHeHusA
(sBegeHa degepanbHbim 3aKoHOM 0T 25.12.2012 N 262-93)

1. [MepeyeHb NeKapCTBEHHbIX CPeaAcTB ANA  MEAUULMHCKOro MNPUMEHEHUA, Nogierkalunx
npegmeTHO-KoONIM4eCTBEHHOMY YYeTy, YyTBepXXaaetcA YNOo/IHOMOYEHHbIM d)ep,epaanblm opraHom
NCNONIHUTENbHOM BNACTM.

2. MopAJOK BKAKOYEHUA JIEKAPCTBEHHbIX CPEACTB ANA MEAMLMHCKOrO MPUMEHEHMA B MepeyeHb
NIeKapCTBEHHbIX CPEACTB A4J/1A MEANLMHCKOrO NPUMEHEHMA, NOANENKALNX NPEeAMETHO-KOMYECTBEHHOMY
yyeTy, yCTaHaB/AMBAETCA YNOJHOMOYEHHbIM ¢efepasbHbiIM OPraHOM MUCMOAHUTENBHON BNACTU MO
cornacoBaHuio ¢ ¢eaepasbHbiIM OPraHOM WCMNOMIHUTE/NbHOW BNAcCTW, YMNOJHOMOYEHHbIM B coepe
BHYTPEHHUX Ael.

(8 pea. PenepanbHoro 3akoHa ot 03.07.2016 N 305-93)

3. MpeAMEeTHO-KO/IMYECTBEHHbIN yYeT NEeKapPCTBEHHbIX CPeAcTB A/1A MeAMLMHCKOro NpUMeHeHun
BEAYT MPOU3BOAUTENMN JIEKAPCTBEHHbIX CPEACTB, OPraHU3aLMM OMTOBOM TOProB/AW JIEKAPCTBEHHLIMU
CpeAcTBamM, anTeyHble OpraHM3aunn, UHOMBUAYa/bHbIE NPeANPUHUMATENM, UMEIOLLME NIULEH3UIO Ha
bapMaLeBTUYECKYIO AEATENIbHOCTb MW NINLEH3UIO HA MEAMLMHCKYI0 AeATe/IbHOCTb, U MeAMLUHCKNE
OopraHuMsauMM, ocyulecTBasiowme obpalleHne EeKapCTBEHHbIX CPeacTB  4AAa  MeAMUMHCKOro
NPUMEHEHMA, NyTEM PerncTpaumm Nbbix CBA3AHHbLIX C MX obpalleHMemM onepauuii, Npu KoTopbIX
N3MEHAETCA UX KOZIMYECTBO M (MNK) COCTOAHME, B CMELManbHbIX KypHanax ydeTa onepaumi, cBasaHHbIX
c obpaleHMem NeKapCTBEHHbIX CPeACTB A1 MeOMUMHCKOro NpuMMeHeHusa (ganee - cneumanbHble
KYPHanbl).

4, MpaBuna perucTpauumn onepauumin, CBA3aHHbIX C OBpalLeHMEM NEeKapCTBEHHbIX CpeacTB Ann
MEANUMHCKOTO MPUMEHEHMS, BKJIIOYEHHBIX B MepeyYeHb JIeKapCTBEHHbIX CPeACcTB AN MeAMLMHCKOro
NPUMEHEHUA, NoA/eXKaLlMX NPeaMETHO-KOIMYECTBEHHOMY YUETY, B CNeLuanbHbIX }KypHanax u npasuia
BEAEHUS W XPaHEHMS CheumanbHbIX XYPHANO0B YTBEPXKAAITCA YNOJHOMOYEHHbIM denepasbHbIM
OpPraHOM UCMOJIHUTE/IbHOM BIACTY.

5. KoHTponb 3a cob/ogeHMemM npasua PeructTpaumm onepaumin, cesasaHHbiX ¢ obpalieHuem
NIeKapCTBEHHbIX CPeacTB AN MeAMUMHCKOro MPUMEHEHMUA, BKOYEHHbIX B NepeyeHb JIeKapCTBEHHbIX
CpeacTB Ana MeAUUMHCKOrO NPUMEHEHUA, NoAafexallMx npeaMeTHO-KOANYeCTBEHHOMY Y4yeTy, B
cneumanbHbIX KypHanax, a Take 3a cobaogeHMem npasun BeAEHUA U XPaHEHUA ChneumanbHbIX
YKYPHaNOB BO3/1araeTcA Ha YNoJIHOMOYEHHble ¢peaepasibHble opraHbl UCNOAHUTENIbHOW BAACTM M OpraHbl
MCMONHUTENbHOM BnacTn cybbekToB Poccuitickoit depepaumu, OCylLECTBAAIOWME SIMLEH3NPOBaHME
NPou3BOACTBa /IEKApPCTBEHHbIX CcpeacTs, dapmaLeBTUYEeCKON AeATEeNbHOCTM U MeAMULMHCKON
AeATeIbHOCTU, M OCYLLECTBAAETCA B pamMKax IMLEH3MOHHOIO KOHTPOAA.

Fnhasa 11. YHUMTOXKEHUE NEKAPCTBEHHbIX CPEACTB

Cratba 59. OcHOBaHMA U nopAAOK YHUUTOXKEHUA NeKapCTBEHHbIX CpeAacTB


consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DF900B2B5E424353A28F64E4583F9E2A73F402CF47B3D8D5E12B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB00B2B6EE23353A28F64E4583F9E2A73F402CF47B3D8C5E15B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DF904BBB2EB24353A28F64E4583F9E2A73F402CF47B3D8D5D18B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB07B6BDE92A353A28F64E4583F9E2A73F402CF47B3D8D5C15B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFA0EB5B7EC2B353A28F64E4583F9E2A73F402CF47B3D8D5D18B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB06B2B4ED24353A28F64E4583F9E2A73F402CF47B3D8F5D19B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFA0EB5B7EF23353A28F64E4583F9E2A73F402CF47B3D8D5C10B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFA0EB5B7EF23353A28F64E4583F9E2A73F402CF47B3D8C5915B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFA0EB5B7EF23353A28F64E4583F9E2A73F402CF47B3D8D5C10B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFA0EB5B7EF23353A28F64E4583F9E2A73F402CF47B3D8C5915B320A6E987E3CCBCA6A70C01D5BD22g9n9H

1. HepobpokayecTBeHHble fNeKapCcTBeHHble cpencTBa, $panbCUPUUMPOBAHHbIE NEKAaPCTBEHHbIE
cpeAcTBa NoANEMXaT WU3bATUIO M3 O06pallleHUs U YHUYTOMKEHUIO B MNOPAAKe, YCTaHOB/IEHHOM
MpaBuTenbctBom Poccuitickonnt depepaumn. OcHOBaHMEM ANA YHUUTOMKEHMA JIEKAPCTBEHHbIX CPe/cTs
ABNAETCA  pelleHWe  Bnagenbla  /IeKapCTBEHHbIX  CPeACTB,  pelleHMe  COOTBEeTCTBYHOLLEro
YNOJIHOMOYEHHOIo peaepanbHOro opraHa UCNOAHUTENbHOM BAacTU UAK pelleHre cyaa.

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

2. KoHTpadaKTHble IeKapCcTBEHHbIEe CPeACcTBa NOANEKAT U3BATUIO U3 06PALLEHMA N YHUUTOXKEHMIO
no peleHnto cyaa. MopagoK YHUUTOXKEHUA KOHTPadaKTHbIX IeKaPCTBEHHbIX CPeACTB YCTaHaB/MBaeTCA
Mpasutenbctsom Poccuiickoin Pepepaumn.

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

3. Pacxogbl, CBA3aHHble C YHUYTOXKEHMEM KOHTPAaKTHbIX NEKAPCTBEHHbIX CPEACTB,
Hef06pPOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CpeacTs, ¢$anbCUPULMPOBAHHBIX JIEKAPCTBEHHbLIX CPEACTB,
BO3MELLAIOTCA UX BALENbLEM.

4. Bnagenel, NEeKapCTBEHHbLIX CpeacTB AO1KEH NpeacTaBuUTb B yFIOﬂHOMO‘-IGHHbIVI d)EAepaﬂbeIVI
opraH WUCNONIHUTENbHOM BAACTU AOKYMEHT U/IN 3aBEPEHHYIO B YCTAHOBJIEHHOM NMopAAKe ero Konuto,
noareepXxgatowmne d)aKT YHUYTOXEHUA NEKAPCTBEHHbIX CPeacCTB.

5. CooTBEeTCTBYIOWMI YNOJHOMOYEHHbIV deaepasnbHblii  OpraH  WUCNOJHUTENbHOM BAACTH,
NPUHABLWINIA pelleHne 06 YHUYTOXKEHWW NEeKapCTBEHHbIX CPeACTB, OCYLLECTBASAET KOHTPO/b 3a WX
YHUYTOXEHNEM.

6. YHMUTOMKEHME JIEKAapCTBEHHbIX CPeacTB MPOM3BOAUTCA OPraHU3auMaMM, MMELWMMU
COOTBETCTBYIOLLYIO IMLEH3UIO, Ha CNELMAIbHO 060PYA0BAHHbIX MIOWAAKAX, MOJUIOHAX U B CNELMANbHO
060pya0BaHHbIX NOMeLLEeHUAX ¢ cobatoaeHnem TpeboBaHUi B 061aCTM OXpaHbl OKpYXKatoLLel cpeabl B
COOTBETCTBUM C 3aKOHOAaTeNbcTBOM Poccuiickoit dPeaepaumn.

7. HapKoTMuyeckue JfieKapCTBEHHble CPeacTBa, MNCUXOTPOMHbIE /IEKAPCTBEHHbIe CPeacTBa,
paanodbapmaleBTUYECKME  NIeKApCTBEHHble  CPeACcTBa  YHMUTOXAKOTCA B COOTBETCTBUM  C
3aKoHoaaTenbcTBoM Poccuiickoin Peaepaumu.

Fnasa 12. TOCYAAPCTBEHHOE PETY/INPOBAHME LIEH
HA NEKAPCTBEHHbIE MPEMNAPATbI ANA MEAULUHCKOIO NPUMMEHEHUA

Cratba 60. locypapcTtBeHHOe perynMpoBaHMe LUEeH Ha J/iIeKapCcTBeHHble npenapartbl AnA
MeanUUnHCKOro nppmeHeHua

1. TocymapCTBEHHOE pEryiMpoBaHME LLEeH Ha NeKapCTBEeHHble npenapaTtbl ANA MeAMUMHCKOro
NPMMEHEHWSA OCYLLECTBAAETCA NOCPEACTBOM:
(B pen. PegepanbHOro 3akoHa ot 26.03.2020 N 67-03)

1) ytBepaeHua MpasutenbctBom Poccuinckon Pegepaunn nepeyHs KU3HEeHHO HeobXoanMbIX U
Ba*KHEMLLMX NIEKAPCTBEHHbIX MPENapaToB, KOTOpbIi GOpMUMPYeTCA M He pexke OLHOro pasa B rog,
nepecmaTpuBaeTcs B YCTAHOBJIEHHOM MM MOPSAAKE HA OCHOBE KOMMJIEKCHON OLLEHKM JIeKapCTBEHHbIX
npenapaTtoB, BK/AOYAA aHaAM3 CBEAEHUMA O CPaBHUTENIbHON KAMHWYECKON 3¢dPeKTUBHOCTU U
6€30MacHOCTM /JIEKAPCTBEHHOrO CPeACTBa, OLLEHKY 3SKOHOMWYECKUX MOCAEACTBUA  NPUMEHEHMN
JIeKApPCTBEHHOIO CPeAcTBa U M3yYyeHWe AONOJHUTENbHbLIX MOCNeACTBUI NPUMEHEHUA NEKAPCTBEHHOIO
CpeAacTBa;

(8 pea. PenepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 13.07.2020 N 206-3)

2) yTBEPKOEHNA METOAMKMN pacdeTa npeaenbHblX OTNYCKHbIX UeH l'lpOVI3BOAMTe.I'IEﬁ Ha
NNEKApPCTBEHHbIE TMpenapaTtbl, BKAKYEHHbLIE B NepevyeHb MWU3HEHHO HeO6XOAVIMbIX N BaXKHENWmx
NNEKAPCTBEHHDbIX NPenapaTtos, a TakKXKe BHegpPpeHUA MEXaHN3MOB d)OpN\VIpOBaHI/IFi CncTtembl pedDEPEHTHbIX
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LieH;
(B pea. PepepanbHbix 3aKoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-03)

3) rocypgapCTBEHHOW pernctpauuu npeaenbHbIX  OTNYCKHbIX LUEH MpousBoauTenei Ha
NleKapcTBeHHble MpenapaTbl, BKAOYEHHble B MNepeyeHb MU3HEHHO HeobXOAMMbBIX W BaXKHEULIUX
NleKapCTBEHHbIX NpenapaTos;

(8 pea. PegepanbHoro 3akoHa ot 06.06.2019 N 134-93)

4) BefeHMA ToCyfapCTBEHHOrO peectpa npefesnbHbiX OTMYCKHbIX LEeH npou3BoauTeneil Ha
JIeKapCTBEHHblEe MpenapaTbl, BK/OYEHHble B MepeyeHb MKU3HEHHO HeobXOAMMbBIX W Ba*KHEMLIUX
JIeKapCTBEHHbIX NpenapaTos;

5) yTBEpXKAEHUA METOOMKM YCTAHOBAEHMSA OPraHamm MUCNONHUTENbHOM BNACTU Cyb6bEKTOB
Poccuiickolt denepaunmn npegenbHbIX PAasMepoB ONTOBbIX HaAbaBOK WM MpeAenbHbiX pPasmepos
PO3HUYHbIX HaAbaBOK K (aKTMUECKMM OTMYCKHbIM LUEHaM, YCTaHOB/IEHHbIM NPOW3BOAUTENAMM
NeKapcTBEHHbIX MPEnapaToB, Ha JIeKapCTBEHHble NpenapaTbl, BKAIOYEHHbIE B MepeyeHb KU3HEHHO
Heo6X0AMMbIX M BarKHEWLMX IeKapCTBEHHbIX NPenapaTos;

6) ycTaHOBNEHMA MpefenbHbiX Pa3sMepoB OMTOBbIX HaabaBOK M MNpeaefbHbIX pPasmepos
PO3HUYHbIX HaA6aBOK K GaKTUYECKMM OTMYCKHbIM LEeHaMm, YCTaHOB/JIEHHbIM MPOU3BOAUTENAMM
JIeKapCTBEHHbIX MPEenapaToB, Ha JIEKAPCTBEHHbIE MPEnapaTbl, BKAOYEHHble B MEPEYEHb KUIHEHHO
HeobXxoAMMbIX U BaXKHEMLLUX IEKAaPCTBEHHbIX NPenapaTos;

7) yTBEpXKAEHUA NMOpsAKa BblAaun npennucaHuii opraHam WCNOJIHATENbHOM BAAcTU CybbekToB
Poccuiickoit ®egepaumm o npMBeAeHUN B COOTBETCTBUE C 3aKOHO4ATeNbCTBOM Poccuiickoin ®epepaunm
peweHnin o6 yCcTaHOBAEHUM NpPeae/bHbIX PAa3MEPOB OMNTOBbIX HaAbaBOK M MNpedesbHbIX PasMepoB
PO3HWMYHbIX HagbaBOK K (aKTMYECKMM OTMYCKHbIM LieHaM, YCTAHOBJ/IEHHbIM MNPOU3BOAUTENSMMU
JIEKapCTBEHHbIX MPEnapaToB, Ha JIeKAPCTBEHHbIE MNPenapaTbl, BK/AIOYEHHblE B MEPeYEeHb KU3HEHHO
HEOOXOAMMbBIX W BaKHEMLIMX NIEKAPCTBEHHbIX MPENapaToB, €C/IM OHU MPUHATbI C HapyLIeHMEM
3aKoHogaTenbcTBa Poccuiickoit ®egepaumm, B nopsaake, yctaHoBneHHom lNpaButensctBom Poccuiickom
depepauny;

8) HanpaBneHua ynoaHomoueHHbIM degepasnbHbiM OPraHOM UCMOAHWUTENbHOW BAACTM OpraHam
MCNONHUTENBHOW BRacTM cybbekToB Poccuitickolt Peaepauun npeanucaHnini o NpuBeaeHUMUM B
COOTBETCTBME C 3aKoHoAaTeNbCTBOM  Poccuiickoii  ®degepaumm  MNPUHATBIX  C  HapyWeHWem
3aKoHogaTenbctBa Poccuitickoit dPepepaunmn peweHuit o6 yCTAaHOBEHMM MpPeAesibHbIX Pa3Mepos
ONTOBbIX HAaAOABOK W MNpefesibHbIX Pa3MepoB PO3HMYHbIX HALOABOK K LLEHAM Ha J1eKapCTBEHHbIe
npenapatbl, BK/OYEHHbIE B NepeyeHb MKM3HEHHO HeOobBXOAMMBIX W BaXKHEWLWIMX JN1eKAPCTBEHHbIX
npenaparos;

9) ocyuwecTBieHusa ¢enepanbHOro rocyfapcTBEHHOro Hag3opa B chepe obpalyeHus
JIeKapCTBEHHbIX CPeACTB M PErvMoHasibHOrO rocyAapCTBEHHOrO KOHTPOJA 3a MPUMEHEeHWEeM LeH Ha
NleKapCTBeHHble  Mnpenapatbl COOTBETCTBEHHO  YMOAHOMOYEHHbIMU  defepanbHbIMKU - OpraHammu
WCMONHUTENbHOW BNAcTM U OpraHamm UCNOJHUTENbHON BRacTu cybbekTos Poccuitckoin depepaumu
COrNacHo UX KOMNETEHLMN B NOPAAKe, ycTaHOBAEeHHOM lNpaBuTenscteom Poccuiickoit deaepaumu;

(n. 9 B pea. PeaepanbHoOro 3akoHa ot 25.06.2012 N 93-93)

10) npumeHeHMa nNpeayCMOTPEHHbIX 3aKoHoZaTenbCcTBOM Poccuitickoit  degepauum  mep
OTBETCTBEHHOCTM 3a HapylueHMe nopAagKa LeHoobpa3oBaHUA Ha /IeKapCTBeHHble npenaparThbl,
BK/IIOYEHHbIE B NepeyYeHb }KU3HEHHO HEOBXOANMBIX U BarKHEWLLUX IEKAaPCTBEHHbIX NpenapaTos.

(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 475-93)

2. B yc/i0BUAX YpesBbIYAMHOM CUTYaLUKN U (UMW) NPU BOSHUKHOBEHMM Yrpo3bl PacnpoCTpaHeHus
3abos1eBaHWA, NPELCTABAAOWEro ONACHOCTb AS OKPYMKAIOLWMX, 3 TaKKe B C/y4ae, eciM B TeyeHue
TPUALATM KaneHJapHbIX AHel nocie npuHAaTUA MpasutenscTBom Poccuiickon Peapepaummn peleHus o
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NPoBeAEHUN MOHUTOPMHIA PO3HUYHBLIX LLEH Ha JIeKapCTBEHHble npenapaTtbl, HE BK/OYEHHble B
nepeyeHb KU3HEHHO HEeobXOAMMbIX W BaXKHEWLWMX SEKAapCTBEHHbIX MpPenapaToB, Ha TeppPUTOpPUAX
cybbekToB Poccuiickon degepaumm BbiABNEH POCT PO3HMYUHbLIX LLEH Ha YKasaHHble /IEKapCTBEHHbIE
npenapatbl Ha TpUAUAaTb MNpoueHToB M 6onee, MNpasuTenbctBo Poccuiicko Pepepaunmn Bnpase
YCTAHOBMUTb Npeae/ibHble OTMYCKHbIE LieHbl MPOU3BOAMTE/EN HA YKa3aHHbIE IeKapCTBEHHbIE Npenaparsl,
npegenbHble pasmepbl ONTOBbIX HaAbaBOK W npegesibHble pasmepbl PO3HMUHbIX HagbaBOK K
daKTUYECKMM  OTMYCKHbIM LEeHam npou3BoAuTeNiell Ha YKasaHHble J1eKapCTBEHHble MpenapaTtsbl.
MepeyeHb NIEKAPCTBEHHbIX MPEnapaToB, HE BK/OYEHHbIX B MepeyYeHb KU3HEHHO HeobXoAuMbIX U
Ba)KHEMLUMX NIeKAPCTBEHHbIX MpenapatoB, M MNOpPAAOK ero ¢GOopMUPOBAHUS  OMpeaenstoTcs
Mpasutenbctsom Poccuiickoin Peaepaumn.

(yacTb 2 BBeaeHa PegepanbHbiM 3aKoHOM OT 26.03.2020 N 67-93)

3. B TeyeHne AeBAHOCTa KaneHZapHbIX AHEN CO AHA yTBepaeHua MpasuTtenoctBom Poccuiickoit
dPepepaunn nepeyHa, ykasaHHOrO B YacTW 2 HACTOALLEN CTAaTbW, HE AOMYCKAOTCA peasnsauma n oTnyck
BK/IIOYEHHbIX B HErO JIEKApCTBEHHbIX MPenapaToB NO LEeHam, NPEeBbIWAOWNM NpeaenbHble OTMYCKHbIe
LEeHbl NpoOU3BOAMTENEN HA YKa3aHHble NIeKapCTBEHHble MpenapaTbl, NpeaenbHble pasmepbl ONTOBbIX
HagbaBoOK W npefenbHble pPasmMepbl PO3HUYHbIX HaAbaBOK K (aKTUUYECKMM OTMYCKHbIM LeHam
npousBoamuTeNneil Ha yKasaHHble JIeKAPCTBEHHble MpenapaTbl C y4eTOM Hasora Ha Ao6aBneHHyto
CTOMMOCTb.

(yacTb 3 BBeAeHa PenepanbHbiM 3aKOHOM OT 26.03.2020 N 67-93)

KoHcynbTaHTlAOC: NpuMmeyaHue.
3apeructpupoBaHHble Ao 07.06.2019 npegenbHble OTNYCKHblE LEHbl noasiexaT o6s3aTesibHOM
nepeperncrpauunm 8 2019 - 2020 rogax B cooTBeTcTBMM €O CT. 2 @3 07 06.06.2019 N 134-03.

Cratba 61. NocypapcTBeHHaa perucTpauuMa U nepeperucTtpauma npegesbHbIX OTMNYCKHbIX LeH
npousBoguTeneil Ha IeKapCTBEHHbIE NPenapaThbl, BKAOYEHHbIe B NepevyeHb }KU3HEHHO He06X0AMMbIX
M BaKHeMLWMX NeKapCTBEHHbIX NpenapaTos

(8 pea. PepepanbHoro 3akoHa ot 06.06.2019 N 134-93)

1. MpepenbHasa OTNYCKHaA LEeHa NPoOM3BOAUTENA Ha JIEKAPCTBEHHbIM Mpenapar, BKAKOYEHHbIN B
nepeyeHb KU3HEHHO HEOBXOAMMbBIX W  BarKHEMWMWX JIeKApCTBEHHbIX MNpPenapaTtos, MNOANEKMUT
rocyAapCTBeHHOW perncTpaumm B nopaake, yctaHosneHHom lMpasutenbctBom Poccuiickoit deaepauun,
Ha OCHOBAHMM NPeACTaBAEHHOrO B YNO/JIHOMOYEHHbIN deaepanbHblii opraH UCMOAHUTENbHON BAACTU
3aAB/IeHNA AeprKaTena Uav BAagenblLa PerncTpaLmMoHHOro YA0CTOBEPEHUA NEKAPCTBEHHOMO NpenapaTa
(ynonHOMOYEHHOro nm nnua).

2. 3apeructpuMpoBaHHas npenesbHas OTMNYCKHasA LeHa NpoM3BOAUTENA Ha JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbI B MepevYeHb KU3HEHHO HEOOXOO4MMbIX W BaXKHEWMLIMX JIeKAPCTBEHHbIX
npenapaTos, MOXeT ObITb NEPepPerncTPMpPoBaHa B CTOPOHY YBEMYEHUA OAUH Pa3 B KaleHZAPHOM rofy
Ha OCHOBAHWUW NPeACTABNEHHOIO B YNOJHOMOYEHHbIN desepasnbHblit OpraH MCNOIHUTENbHOM BAACTU A0
1 oKTAGPA KaXK[oro rofda 3afBieHUA AepyKaTens WUav Bnajenibla PervcTpalyMoHHOro yAo0CTOBEPEHUS
NleKapcTBEHHOTO npenapaTa (YNoJHOMOYEHHOTO UM IMLA).

3. 3apeructpupoBaHHana npegenibHaa OTNYCKHAA LUeHa NpPouM3BOAMTENA Ha JIeKapCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MNEepeYeHb KMU3HEHHO HeobXOAMMbIX W BaKHEWLMX fIeKapCTBEHHbIX
npenapaToB, MOXeT 6bITb NepeperncTprupoBaHa B CTOPOHY CHUMKEHWUA Ha OCHOBaHWW NpeacTaBAEeHHOro
B YNOJIHOMOYEHHbIN deaepanbHblii OpraH WMCNONHWUTENbHOW BAACTM 3aABAEHUA Aep)KaTens uau
BAageNbLa PerucTpaumoHHOro yAO0CTOBEPEHUA /IeKapCTBEHHOro npenapata (Yno/IHOMOYEHHOro MM
nua).

4. [lep:kaTenb wau BRagenel, pPervcTpalMoHHOrO yAO0CTOBEPEHMS JIEKAPCTBEHHOro npenaparta
(ynonHomoueHHoe MM MLO) 06f3aH NpeacTaBUTb B YNOJHOMOYEHHbIV denepanbHbli  opraH
MCMONIHUTENILHOW B/IACTW 3aAB/IEHUE O MepeperncTpaLmm 3aperucTpupoBaHHOM NpeaeibHOM OTMYCKHOWM
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UeHbl npoun3BoaAUTENA Ha ﬂeKapCTBEHHbIﬁ npenapart, BK/IIOYEHHbIN B nepedyeHb XKWMU3HEHHO
HGO6XOAMMbIX N Ba*KHEMLWNX NEKAPCTBEHHbIX MPENAapPaToB, B CTOPOHY CHUXXEHUA B CNedyroWwnx caydaax:

1) CHWKeHMEe UueHbl B MHOCTPAaHHOM Ba/flOTe Ha /NEeKapCTBEHHbI npenapaT B CTpaHe
npoussoguTens u (MaM) B CTpaHax, B KOTOPbIX IEKAPCTBEHHbIV NpenapaT 3aperncTpmMpoBaH 1 (uau) B
KOTOpble NOoCTaBAAETCA NPOU3BOAUTENEM;

2) cHUMKeHMe LeH Ha pedepeHTHble NIeKapCTBEHHble npenapatbl B COOTBETCTBUM C MyHKTOM 1
HacTosWen dactu (ANA COOTBETCTBYHOLIMX BOCMPOU3BEAEHHbIX, 6uoaHanorosbix (6MONOA06GHbLIX)
JIeKapCTBEHHbIX NpPenapaTos);

3) npesbllleHMe NpefebHON OTNYCKHOW LIeHbl Ha NepBblii BOCNPOU3BeAeHHbIN, 6B1oaHanorosbli
(bronogo6HbIM) NeKapCTBEHHbIN NpenapaT MHOCTPaHHOro NPOW3BOACTBA Haj NpPeAesbHON OTMYCKHOM
LeHOM npousBoAMUTENs Ha BTOPOM  BOCMPOU3BEAEHHbIN, 6uoaHanorosbit  (6MONOAOC6HbLIN)
JNIEKapCTBEHHbIA  NpenapaTt, paccyMTaHHOM B  COOTBETCTBMM C  METOAMKOM, YTBEPKAEHHOWM
MpaBuTenbcteom Poccuiickon deaepaumu;

4) npeBbllWeHNe NpeaenbHON OTNYCKHOM LieHbl Ha NepBblii BOCNPOW3BeAeHHbIN, 61oaHanorosbli
(6Monoao6HbLINM) NeKapCTBEHHbIM NpenapaT MNPOM3BOAUTENS [OCYAApcTBa - 4ieHa EBpasuiickoro
3KOHOMMYECKOro COl3a Hag npefenbHoW  OTMYCKHOW  LeHOW Npou3BoAWUTENA Ha  BTOPOM
BOCMPOU3BEAEHHbIN, GWoaHanoroBbiit (6MoNoAO06HbIN) NEeKapCcTBEHHbIV npenapat MpPousBoAUTENS
rocygapctea - uneHa EBpasMiACKOro 3KOHOMMYECKOTO CO3a, PaCcCYMTaHHOW B COOTBETCTBUM C
MEeTOAMKOM, yTBepKAeHHOoM MpaBuTenbcTtBom Poccuiickoit Peagepaunu.

5. Topagok nepeperucTpaumm  3aperucTpuMpoBaHHbIX  MpeaenbHbiX  OTMYCKHbIX  LeH
npou3BoauTeNel Ha IeKapCcTBEHHbIe NPenapathbl, BKAOYEHHbIE B NepeYeHb KU3HEHHO HEOBX04MMbIX U1
Ba*KHEMLLMX JIeKapCTBEHHbIX NMpPenapaTtos, B C/yyasX, NpeayCMOTPEHHbIX YacTamu 2 - 4 HacTosLiein
cTaTbu, ycTaHaBAuBaeTca MpasutenbcTBom Poccuiickoii ®eaepaumn.

6. DKOHOMWYECKMIN aHaNU3 NpenenbHON OTMYCKHOM LEeHbl NPOM3BOAUTENA Ha JIEKAPCTBEHHbIN
npenapaTt, BK/IOYEHHbIA B MEPEYEHb KMU3HEHHO HEOHBXOAMMbBIX W BarKHEWLWMWX JIeKapCTBEHHbIX
npenapaTtoB, NpW ee T[OCYAapCTBEHHOW perncTpaumMmM WAM nNepeperncTpaumm ocylLecTBaAseTcs
denepanbHbiM  OpraHOM WCMNOAHWUTENbHOW BAACTM, OCYLLECTBAAWMM  (GYHKUMM N0 NPUHATUIO
HOPMaTMBHbIX MNPaBOBbIX AKTOB WM KOHTPOAD 3a cobaogeHMem 3aKkoHoZaTenbCcTBa B coepe
rocyAapCTBEHHOro peryiMpoBaHus LeH (Tapudos) Ha ToBapsbl (ycayru).

7. PacueT npegenbHbIX OTMNYCKHbIX LeH, YKa3aHHbIX B YacTax 1 M 2 HacToAwel cTaTbk, NpU KX
rocyZapCTBEHHOW PEerucTpaLmm uam nepeperncTpaumm ocyLecTBifeTcs B COOTBETCTBUN C METOLMKOM,
yTBEpPKAEHHON MpaBuTenscTtBom Poccuiickon Pegepaumnm n y4mTbiBatoLWen B TOM YUCAE:

1) cobniogeHne banaHca MHTepecoB NoTpebuTeneit NekapcTBEHHbIX NPENapaToB, BKAKOYEHHbIX B
nepeyeHb KM3HEHHO HEOBXOAMMbBIX U BarKHEWLWMWX NEKAPCTBEHHbLIX MPenapaTtos, U NpPoM3BOAMUTENEN
NIeKapCTBEHHbIX MNPEenapaToB, BK/OYEHHbIX B MEPEeYEHb KU3HEHHO HEeOoBXOAMMbIX W BarKHENWWUX
NleKapcTBEHHbIX NpenapaTos;

2) GaKTMUeCcKyo OTNYCKHYIO LieHy Ha NeKapCTBEHHbIe npenapatsbl B Poccuitickoit ®eaepaumn, LeHy
BBO3a /IEKApPCTBEHHbIX npenapaToB B Poccuitickyio Peasepaumio, a TakkKe UEHbl Ha aHaNOTUYHble
NeKkapcTBeHHble NpenapaTsl, Haxoasawmeca B obpalleHmm B Poccuiickont eaepaunu;

3) 3aTpaTtbl npou3BoaAUTENA JNEKAPCTBEHHOrNo npenapata Ha nNpoun3BoacTtsBoO U peannsauuto
NNEKAapPCTBEHHOTIO nNpenaparta,

4) ueHy Ha NeKapCTBEHHbIV NPenapar, ero LeHy B CTpaHe NPOW3BOAMTENA U B CTPAHaX, B KOTOPbIX
NleKapcTBEHHbIV NpenapaT 3aperncTpupoBaH 1 (MaK) B KOTOPbIE NOCTABAAETCA MPON3BOANUTENEM.

8. He AONYCKakTCA peann3auma n oTnyCck NeKapCTBEHHbLIX NMPEeNapaToB, BK/IIOYEHHbIX B NepeyeHb
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HKU3HEHHO H606XOAMMbIX N BaXKHeMLWmnX NeKapCTBEHHbIX NMpPenapaToB, Ha KOTOPble Npoun3BoAUTENAMU
NNEKAPCTBEHHDbLIX NpenapaTtoB He 3aperucTtpupoBaHa npeaenbHada OTNYCKHAA UeHa, peann3auymAa
npon3soanTeNAMM 1EKAPCTBEHHbIX MPENApPaTOB MO UeHaMm, npesBbilWaloWmMmM 3aperMcTpupoBaHHbIe NN
nepepernctpnpoBaHHble nNpeaesibHble OTNYCKHbIE UEHbI Ha IEKAPCTBEHHbIE NpenapaTbl C yH4ETOM Ha/liora
Ha ,D,O6aB!'IEHHYI-O CTOMMOCTb.

9. OcobeHHOCTM  roCyOapCTBEHHOrO  PEryiMpoBaHMA  MpPeAenbHblX  OTMYCKHbIX  LEH
npousBoauTesie Ha NeKapCTBEHHbIE Npenaparbl, BKAOYEHHbIE B NepeYeHb KU3HEHHO HEODOXOAUMbIX U
Ba)KHEMLLMX NIEeKAPCTBEHHbIX NpenapatoB, B 3aBUCMMOCTM OT 3KOHOMMUYECKUX W (Mnn) coumanbHbIX
KpuTepues (M3MeHeHWe YCNOBWUI, MOpAZKa U CTOMMOCTUM MPOU3BOACTBA JIEKAPCTBEHHbIX NPenapaTos,
NCno/sib3oBaHWe HOBbIX GOpM, METOAOB M CMOCODOB rOCYAapPCTBEHHOIO pPeryiMpoBaHMAa LEH Ha
JIeKapCTBEHHbIE NpenapaTtbl, B TOM YMC/Ne HA OCHOBE MexaHM3Ma pedepeHTHOro ueHoobpasoBaHuA,
M3MEHEHUA MNOPAZKA OKa3aHWsA MeAMLMHCKOM MOMOLLN, U WHble WU3MEHEHWs) yCTaHaBAMBaloTCA
Mpasutenbctsom Poccuiickoin Pepepaumn.

CtatbAa 62. locyAapcTBEHHbIA peecTp nNpeAesbHbIX OTMNYCKHbIX LeH npoussoauTesien Ha
JNIeKapCTBeHHble Mpenapartbl, BK/AIOUYEHHbIE B MepeyYeHb XU3HEHHO Heob6XoAMMbIX U BaKHeurwwux
JIeKapCTBEHHbIX NpenapaToB

1. 3apernctpupoBaHHble WAM NEPEPerncTpMpoBaHHble NpeaesibHble  OTMYCKHble  LUEHbI
npouv3BoguUTENIeN Ha IEKAPCTBEHHbIE NPENapaThl, BKAOYEHHbIE B NEpeYeHb KU3HEHHO HEOHX0AMMBIX U
BaKHEMLMX /IeKAapPCTBEHHbIX NPENapaToB, MOANENKAT BK/AOYEHUIO B [OCYAAPCTBEHHbIA peecTp
npegenbHbIX OTMYCKHbIX LEH NpOoM3BOAMTENEN Ha NeKapCTBEHHble NpenapaTbl, BKAKOYEHHble B
nepeyeHb KM3HEHHO HEOBXOAMMbIX M BarKHEWLIWX IeKapCTBEHHbIX NpenapaTos.

(8 pea. PepgepanbHoro 3akoHa ot 06.06.2019 N 134-93)

2. TocynapCTBEHHbIN peecTp npeaesibHbIX OTMYCKHbIX LEeH Npou3BoAUTeNel Ha JieKapCTBEHHble
npenapatbl, BK/AIOYEHHblE B NepeyeHb MM3HEHHO HeOobXOAUMBIX W BaXKHEMLIUX JIeKapCTBEHHbIX
npenapaTtos, COAepPXUT B cebe cneayroLlyo MHGopMaLnio:

1) HaumeHOBaHWe  Jep:KaTens WAM  BAaZeNbla  PErucTpaLMOHHONO  yAO0CTOBEPEHMUSA
JIeKapCcTBEHHOTO MpenapaTta, HaMMeHOBaHWE MPOU3BOANUTENS JIEKAPCTBEHHOrO NpenapaTta, CBeAeHus o
peructpauum pgepxkatensa WAM  Bnafenbla PEerucTpauyMoHHOro  yAoCTOBEPEHMA N1IEKAPCTBEHHOMO
npenapara, CBeAeHNa 0 pPerncTpaunmn NpPousBoAMTENA NEKAPCTBEHHOMO Npenaparta A8 MeanUMHCKOro
NPMMEHEHMA B KauecTBe HasjoroniaTtenbliMKa B CTpaHe perncrpaumm (4na poCCUMCKUX IOPUAUMYECKUX
ML, - NAEHTUOUKALMOHHBIA HOMep Hanoronaatenslumka (MHH), ana MHOCTpaHHbIX LOPUANYECKUX AN, -
CTpaHa perncTpauum, HaMMeHOBaHME PErvcTPUPYIOWEro OpraHa, PerncTpaumMoHHbIA HOMep, Ko
HasoroniaTenbluMKa B CTpaHe perncTpauum (MHKopnopauuu) WAM ero aHasor), MecTo HaxOXAEHMSA
NPOM3BOACTBEHHbIX NI0WAA0K, YHACTBYIOLWMX B MPOLLECCE NPOM3BOACTBA IEKAPCTBEHHOMO Npenapara, ¢
yKa3aHMeM CTaZumum npoLuecca NponsBoACTBEa;

(n. 1 8 pea. PegepanbHoOro 3akoHa ot 28.12.2017 N 425-93)

2) HauMMeHOBAHWE JIeKApPCTBEHHOro MnpenapaTta (mexayHapoAHOe HenaTeHTOBaHHOe, WM
rpynnMpoBOYHOE, NN XMMUYECKOE N TOProBoe HauMeHOoBaHuA);
(B pen. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

3) HoMep PerncTPaLLMoOHHOr0 YA0CTOBEPEHMS IEKAaPCTBEHHOIO Npenapara;

4) nekapcTBeHHaa popma C yKasaHWeM A03MPOBKM SIeKapCTBEHHOro NpenapaTta U ero Koan4ecTsa
BO BTOPUYHOM (NOTPebUTENbCKOM) YNaKoBKe, a TaKKe KOMMIEKTHOCTb;
(8 pea. PenepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

5) 3aperncTpmpoBaHHas npeaenbHan OTNYCKHaA LieHa Ha JIeKapCTBEHHbIN npenapar B pybasx;
(B pen. PenepanbHOro 3akoHa ot 27.12.2019 N 475-93)
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6) gata n Homep NpuKasa ynoJHOMOYEHHOro denepasnbHOro opraHa UCNOHUTENbHOW BAACTU O
rocygapcTBEHHOM  perncrTpauum  Wanm  nepeperucTpaumm  npeaesbHoM  OTMYCKHOM  LeHbl  Ha
JIEKapCTBEHHbIA MpenapaTt, BK/AKOYEHHbIA B MEPEYEHb KUBHEHHO HEOOXOAMMBIX M BarKHEMLWUX
JIEKapCTBEHHbIX NPENapaTos;

(B pea. PepepanbHbix 3aKkoHOB 0T 22.12.2014 N 429-93, o1 06.06.2019 N 134-93)

6.1) AaTa BCTyN/JeHMA B CMAY NPUKa3a yNnoHOMOYeHHoro ¢denepanbHOro opraHa UCNOAHUTENbHOM
BlACTU O rOCYAapPCTBEHHOW perucTpauym WAn nepeperucTpaumm npeaenbHOM OTMYCKHOM LieHbl
NpPou3BOAUTENS Ha NIEKAPCTBEHHbIN NpenapaT, BKAOYEHHbIA B NepeyeHb KU3HEHHO HeobxoAuMbIX U
Ba)KHEWLLMX IeKapCTBEHHbIX NpenapaTtos;

(n. 6.1 BBeaeH depnepanbHbiM 3akoHOM OT 06.06.2019 N 134-d3)

7) WTPUXOBOW KOZ, HAHECEHHbIA Ha BTOPUYHYIO (MOTPEeObUTENIbCKYIO) YNAaKOBKY /IeKapCTBEHHOIO
npenapara;
(n. 7 BBeaeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

8) Koa NeKapcTBEHHOro npenapaTta Mo aHAaTOMO-TEpPaNeBTUYECKO-XMMUYECKOM KraccuduKkaumm,
peKkomeHA0BaHHOM BcemunpHOM opraHM3aumen 34paBoOOXpPaHEHUS.
(n. 8 BBegeH depepanbHbiM 3aKOHOM 0T 22.12.2014 N 429-03)

3. locygapCTBeHHaa perncrtpauma uamM nepepeructpauma npegenbHblX OTNYCKHbIX LeH Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B NepeyeHb MM3HEHHO HEOBXOAMMBIX W BaXKHEMULUX
NIEKAPCTBEHHbIX MpenapaToB, BeAeHWe TOCyAapCTBEHHOIO peecTpa npefenbHbIX OTMYCKHbIX LeH
npoussoauTenein Ha eKapCTBEHHbIE NPenapaThbl, BKAOYEHHbIE B MEPEYEHb KU3HEHHO HEOHXOAMMbIX U
BA)KHEMLIMX  JIEKAPCTBEHHbIX  MNPenapaTtoB,  OCYLLECTBAAIOTCA B MNOpAAKe,  YCTaHOBAEHHOM
MpasuTtenbcteom Poccuiickoit ®epepaumm.

(8 pea. PenepanbHoro 3akoHa ot 06.06.2019 N 134-d3)

Cratba 63. YcraHOoB/AeHMe oOpraHamu WCMNOJIHUTENIbHOW BAacTM cyb6bekToB PoccumiicKoii
degepaumm npepenbHbIX PasmeposB ONTOBbIX HaA6aBOK WM NpeAesibHbIX PasmMepoB PO3HUYHbLIX
Hap6aBoOK K (GaKTUUECKMM OTNYCKHbIM LeHaM, YCTaHOBJ/IEHHbIM NPOU3BOAUTENAMMU NIEKAPCTBEHHDIX
npenapartos, Ha JIeKapCTBEHHble NPenapaTtbl, BKAKOYEHHbIE B NepeyeHb }XM3HEHHO Heo6XoAUMBIX U
Ba)KHEMLIMX IeKapCTBEHHbIX NpenapaTos
(8 pea. PepgepanbHoro 3akoHa ot 27.12.2019 N 475-93)

1. OpraHbl WCNOAHMTENbHOW BAacTM CcybbekToB Poccuiickoit depepauny ycTaHaBAMBAIOT
npegenbHble pasmepbl ONTOBbIX HagbaBOK WM NpefesbHble pPa3mepbl PO3HUYHBLIX HaabaBoK K
baKTUYeCKMM OTMYCKHbIM LeHam (6e3 yyeTa Hanora Ha f06aBAEHHYIO CTOMMOCTb), YCTaHOBAEHHbIM
NPOM3BOAUTENAMM J/IEKAPCTBEHHbIX MNPENapaToB, Ha JIEKAPCTBEHHble MNpenapaTtbl, BK/AIOYEHHble B
nepeyeHb KM3HEHHO HEOOXOAMMBIX U BaXKHEWLIMX JIEKAPCTBEHHbIX MPEenapaTos, B COOTBETCTBUM C
YTBEPKAEHHOM B MOpsAZKe, yCTaHoB/AeHHOM [MpasutensctBom Poccuiickoii Pepepauumn, mMeToaMKON
YCTQHOB/IEHUA OpraHamm WCNOIHUTENIbHOW BnactTu cybbekToB Poccuiickon depepaumnmn npesenbHbIX
pasmepoB OMTOBbIX HaAOABOK M NpedesnbHbiX Pa3smMepoB PO3HUYHLIX HaABaBOK K (AKTUYECKUM
OTNYCKHbIM  LieHaM, YCTaHOB/IEHHbIM  MPOU3BOAUTENSAMM  JIEKAPCTBEHHbIX  MpenapaTtoB, Ha
NleKapcTBeHHble Npenapatbl, BKAKOYEHHblE B MepeYeHb KU3HEHHO HeOoOXOAUMbIX U BarKHEWLWX
NIeKapCTBEHHbIX MpenapaTtoB. [MPOEKTbl PELUeHWA OPraHOB MCMONHUTENbHOW BAACTU CyObEKTOB
Poccwuiickolt depepaumm 06 ycTaHOBAEHUM U (MAW) M3MEHEHMM NpPenesbHbIX Pa3MepPoB OMTOBbIX
HagbaBOK M MpeaesbHbiX Pa3MepoB PO3HUYHBLIX HaAbaBOK K (AKTUYECKMM OTMYCKHbIM LEHaM,
YCTaHOB/IEHHbIM MPOU3BOAMUTENAMMN NIEKAPCTBEHHbLIX MPEMNapaToB, HA JIEKAPCTBEHHble Npenapathbl,
BK/IOYEHHblE B MepeyeHb KM3HEHHO HeobXOAMMbIX W BaKHEMLMX NEKapCTBEHHbIX MpPenapaTos,
noAafieXaT COrnacoBaHMI0 C YMNOJHOMOYEHHbIM deaepanbHbiM OpPraHOM WCMOAHUTENBHOW BAACTH,
OCYWECTBAAIIWMM  GYHKUMM NO MNPUHATUIO HOPMATMBHbLIX MPABOBLIX aKTOB M KOHTPO/O 3a
cobnogeHeM 3aKoHoAaTeNbCTBa B chepe rocyapCTBEHHOro peryavposBaHusa ueH (TapudoB) Ha
ToBapsbl (ycnyru), B nopagke, yctaHosaeHHom lMpasButenscTBom Poccuitickol degepaumu.
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(B pea. PegepanbHbix 3akoHoB oT 13.07.2015 N 241-$3, 07 27.12.2019 N 475-03)

2. OpraHusaumMm ONTOBOW TOProB/AM JIEKAPCTBEHHbIMW CPEACTBAMMW, anTeyHble OpraHM3aumuy,
WHAMBMAOYANbHbIE MPeANnpPUHUMATENM, UMEOWME NNLEH3UIO0 Ha (apMaLeBTUYECKYHO OeATeNbHOCTb,
MeAULMHCKME OpraHusauMm, MMelwmMe NUMUEeH3U0 Ha ¢GapMaleBTUUYECKYD AeATeNbHOCTb, U UX
obocobneHHble noapasgeneHus (ambynatopum, denbawepckne n Gpenbaluepcko-aKkyLepcKme NyHKTbI,
LeHTpbl (oTaeneHus) obuwier BpayebHOM (cemenHOM) NPaKTUKK), PACMONOXKEHHbIE B CE/IbCKUX
HACeNEeHHbIX MYyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpPraHW3aLmn, OCYLLEeCTBAAIOT peasin3aLmio
JIeKapCTBEHHbIX MNpenapaToB, BK/OYEHHbIX B MepeyeHb XU3HEHHO HeobXOoAMMbIX W BarKHEWLUX
NIEKAPCTBEHHbIX MpPenapatoB, MO LUeHam, KoTopble GOPMMPYIOTCA B COOTBETCTBMM C MOPSAKOM,
yCTaHOB/IeHHbIM MpaBuTenbcTBoM Poccuiickoit degepaLmm, n ypoBeHb KOTOpbIX (6€3 yyeTa Haslora Ha
006aBNEHHYI0 CTOMMOCTb) He [JO0/KeH npeBbilaTb Cymmy (aKTUYeCKOW OTMYCKHOM  LieHbl,
YCTaHOBNEHHOM npoussoauTenem NIeKapCTBEHHOTO npenapara, He npesblWwatoLwei
3apPerncTPUPOBaHHOM UKW NEPEPErucTPUPOBAHHON NpeaenbHON OTMYCKHOW LieHbl npoussoantens (Ha
OaTy peanunsauuu IeKapCTBEHHOro npenapaTta npov3BogmuTeseM), U pasmepa OMNTOBOM HanabaBKM M
(nnn) pasmepa pPoO3HUYHOW HaABaBKM, He MPEBbIWAOWMX COOTBETCTBEHHO pasmepa npeaefbHoM
onToBOI HaabaBkM U (Mn) pasmepa npeaenbHOW PO3HUYHOW HaABaBKU, YCTAHOBEHHbIX B CybbeKTe
Poccuiickoin Pepepaumnn.

(yacTb 2 B peq. depepanbHOro 3akoHa ot 27.12.2019 N 475-93)

3. OpraHbl UCMONHUTENbHOM BAacTU cybbekToB Poccuiickoit depepaumm pasmelatoT B CeTU
"UHTepHeT" MHGOPMALMIO O 3apErNCTPUPOBAHHDBIX NPeaesbHbIX OTNYCKHbIX LLEeHAX NPou3BoaUTENEN Ha
NIeKapCTBEHHbIE MpenapaTbl, BK/AOYEHHble B MepeyeHb MKM3HEHHO HEOOXOAUMbBIX W BAXKHEMNLIMX
JIeKapCTBEHHbIX MpenapaToB, 06 YyCTAaHOBAEHHbIX B CybbekTe Poccuitickont depepaumm npeaenbHbIX
pasmepax ONTOBbIX HAA0aBOK U (MAK) NpeaesbHbIX pasmepax PO3HUYHbLIX HaAOABOK K YCTaHOB/IEHHbIM
NPOW3BOAUTENAMU NIEKAPCTBEHHbIX NPEenapaToB GaKTUYECKMM OTMYCKHbIM LLEHaM Ha JIeKapCTBEHHbIe
npenapatbl, BK/AIOYEHHble B MepeyeHb YKU3HEHHO HEeOobXOAMMbBIX W BaKHEWLUX JIeKapCTBEHHbIX
npenapaTos, a TaKXKe 0O CYMME 3aperncTpMpoBaHHbIX NPeae/ibHbIX OTNYCKHbIX LLEH NpoussoauTenei Ha
JIeKapCTBEHHble MpenapaTbl, BK/IOYEHHblIE B MEpeyeHb KU3HEHHO HeobXOAMMbBIX W BarKHEMLIUX
JIEKapCTBEHHbIX MPEnapaToB, YCTaHOB/IEHHbIX B CybbekTe Poccuitickoli depepauun npeaenbHbIX
pasmepoB OMTOBbIX HaAbOaBOK M MNpefefibHbIX PasmMepoB PO3HUYHLIX HaabaBOK WM Hanora Ha
006aBNEHHYO0 CTOMMOCTb. MHpopMaLma, npeayCMOTPEHHAsAs HACTOALLEN YacTbtlo, AOJI*KHA HaXo4UTbCA
TaKXKe B anTeYHbIX OPraHM3aLmMaxX B 4OCTYMHOM A/ BCEX 3aMHTEPEeCOBAHHbIX nL, Gopme U 0OHOBAATLCA
Nno Mepe ee pasMeLLEHUA OpraHamm UCNONAHUTENbHON BnacTu cybbekToB Poccuiickon Pepepaumn B
cetn "UHTepHeT".

(yacTb 3 B peq. denepanbHOro 3akoHa ot 27.12.2019 N 475-93)

4. Ytpatnun cuny ¢ 1 mapta 2020 roga. - PegepanbHbiii 3akoH oT 27.12.2019 N 475-P3.

haea 13. MOHUTOPUHI 2OPEKTUBHOCTU U BE3SONACHOCTU
NNEKAPCTBEHHbIX MPENAPATOB, HAXO4ALLMNXCA B OBPALLEHUN
B POCCUMUCKOWN SEAEPALIUN
(B peq,. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

Cratba 64. dapmaKoHaas3op
(8 peq. PepgepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. NlekapcTBeHHble Npenapatsbl, HaxoAAwmecs B obpalLteHnn B Poccuiickolt degepaumm, nognexar
MOHUTOPUHTY 3PPEKTUBHOCTM U  6E30MacHOCTM B LENAX BbIABAEHUA BO3MOMHbBIX HEraTUBHbIX
NocneacTBUiA UX NPUMEHEHUA, UHANBUAYANLHON HENEPEHOCUMOCTH, NPeaynpexRaeHNs MeaULMHCKUX
pPaboTHWMKOB, CMeunannucToB B 06/1acTV BETEPUHAPUM, NMALMEHTOB WM BNALENbLEB MMBOTHbIX U WX
3aLMTbI OT NPUMEHEHNA TaKUX IEKAPCTBEHHbIX NPenapaTos.

(8 pea. PepgepanbHoro 3akoHa ot 02.08.2019 N 297-93)
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2. ®apmaKoHaA30p OCYLWECTB/AAETCA COOTBETCTBYHOLLMM YMNOJHOMOYEHHbIM deaepanbHbIM
OpPraHOM MCMOJIHUTE/IbHOM BIACTU B YCTAaHOB/IEHHOM MM MOpPsAKe MyTeM aHaan3a npegocTaBasemoi
cybbekTamn  06palleHUs  /IeKapCTBEHHbIX CPeACTB  MHOOPMaLMM O NOBOYHBbIX  AeNCTBUSAX,
HexkenaTesIbHbIX PeaKLMsaX, Cepbe3HbIX HeXXenaTe/IbHbIX peakuusax, HenpegBuaeHHbIX HeXenaTe/bHbIX
peakumax Npu MPUMEHEHMU JIEKAPCTBEHHbIX MPenapaTtoB, 06 WHAMBUAYA/NbHON HenepeHoCUMOCTH,
oTCyTCTBMM 3DDEKTUBHOCTM NIEKAPCTBEHHbIX NPENapaToB, a TakKe 06 MHbIX daKkTax U 06CTOATENbCTBAX,
NPeacTaBAAIOWMX YIPO3y KUM3HU WAM 340POBbIO YesnoBeKa /MO0 KMBOTHOrO NpU NMPUMEHEHUU
NleKapCTBEHHbIX MPEnapaToB M BbiSBAEHHbIX HA BCEX 3Tanax obpalleHns NeKapCcTBEHHbIX NPenapaTos B
Poccuiickolt depepaumm n apyrux rocyapcreax.

3. CybbeKTbl 0bpaLleHNs NeKapCcTBEHHbIX CPeaCTB B NOPAAKe, YCTaHOBAEHHOM YNOJHOMOYEHHbIM
denepanbHbiM  OpPraHOM WCMNOJIHUTE/IbHOM  BAAacTK, 00A3aHbl coobwatb B YMNOJIHOMOYEHHbIN
denepanbHblii OpraH UCNONHUTENbHOM BAAcTU O MOOOYHbLIX AENCTBUAX, HEXKEeNaTeNbHbIX peakuuax,
CEPbE3HbIX HEXKENATENbHbIX PeaKkuusax, HenpeaBUAEHHbIX HEXKenaTebHbIX PeaKkLMaxX Npyu NpuMeHeHUN
JIeKapCTBEHHbIX MpenapaTtoB, 06 WHAMBMAYA/NbHON HENepeHOCMMOCTU, OTCYTCTBUU 3PPEKTUBHOCTU
JIeKapCTBEHHbIX NPEenapaToB, a TakXe 06 MHbIX ¢aKkTax M 0b6CToATENbCTBAX, NPEACTAaBAAIOWMX YIPO3Y
KM3HW UKW 340POBbIO YenoBeka MO0 KMBOTHOMO NpPU MPUMEHEHMM JIEKAPCTBEHHbLIX MPEnapaToB U
BbISIB/IEHHbIX Ha BCex 3Tanax obpallleHua NeKapcTBEHHbIX npenapatoB B Poccuitickoit depepaumm u
APYruxX rocyapcreax.

4. lepkatenn unm Bnaaenblbl PerucTPaLMOHHbIX YA0CTOBEPEHUI NEKapPCTBEHHbIX NPenapaTtos,
lopuamyeckme vua, Ha WMMA  KOTOPbIX BbldaHbl pa3pelleHna Ha npoBedeHUe KAMHUYECKUX
nccnenoBaHnin B Poccuiickoit ®eagepaumm, AM6O YNOAHOMOYEHHbIE UMW ApYyrUe opuanYeckMe nnua B
pamkax obecneyeHna 6e30NacCHOCTM JfIeKapCTBEHHbIX MpenapaToB B NOPAAKe, YCTaHOBAEHHOM
COOTBETCTBYIOLWMM YMNOJHOMOYEHHbIM deaepanbHbiM OPraHOM WCMOJHUTENbHOW BAAacTM, 06fA3aHbI
OCYLLECTBNATb Npuem, yyet, obpaboTKy, aHan3 U XpaHeHWe MOCTYMalLWmMX B UX agpec oT cybbekToB
obpalleHMa NIeKapCTBEHHbIX CPEeACTB M OPraHoB roCyAapCTBEHHOM BAACTM COODOLLEHWI O MOOOYHbIX
OENCTBUAX, HeXenaTe/lbHblX  PeakumsX, CEePbe3HbIX HeMKenateNbHblX W HenpeaBuAeHHbIX
HeXenaTteslbHbIX pPeakumsax Mpu MNPUMEHEHUN NEeKAPCTBEHHbIX MNpenapatos, 06 0COBeHHOCTAX WX
B3aVIMOLI|ef/lICTBVIF| C Apyrmimun nekapCrBeHHbIMM npenapaTtamu, VIH,EI,VIBVI,EI,yaI'IbHOﬁ HenepeHoCMMoCTH, a
TakKe 06 MHbIX paKTax U 0B6CTOATENLCTBAX, NPEACTABAAOLWMX YIPO3Y KMU3HU AN 340POBLIO Ye/0BEKA
60 KMBOTHOTO NN BANAOWUX Ha NU3MeHeHne OTHOLWeHUA omm,a,aelv\oﬁ NO/1b3bl K BO3SMOXHOMY PUCKY
NPUMeHeHNA 1eKapCTBEHHbIX NPEenapaTos.

5. MNpw BbIABNEHUN MHd)OpMaLI,MM O Cepbe3HbIX HeXenaTeNbHbIX peakunax n HenpeaBUaeHHbIX
HeXenateNbHbIX peakunax npu npumeHeHMnU JNeKapCTBEHHbIX MpenapaTtos, 06 ocobeHHOCTAX WX
B3aMMOAEV1CTBMﬂ C APYTMMU NEKAPCTBEHHbIMU MpPeNnapaTamu, MHAMBMAyaﬂbHOVI HenepeHoCMMOCTH, a
TakKe 06 MHbIX d)aKTaX n O6CTOF|Te}'IbCTBaX, BANAKOWNX Ha USMeHEHUE OTHOLWEHUA ommp,aemoﬁ NnoNb3bl
K BO3MOXXHOMY PUCKY NPUMEHEHNA NEKAPCTBEHHbLIX MPENAPATOB, AepXaTean wan BAaaeNblbl
PErMCTPaLMOHHbIX yp,OCTOBGpGHMVI NNEKAPCTBEHHDbIX NMpPenapaTtos, opunanvyeckme amua, Ha MMAa KOTOPbIX
BblaHbl pa3peweHnAa Ha nposegeHne KANHUYECKUX MCCHEAOBaHMVI B8 Poccuitckom dDe/J,epau,MM, nmbo
YNONHOMOYEHHbIE MU [pyrne rpuagndeckmne nnua 06A3aHbI NMPUHATb Mepbl, HanpaB/1IEHHble Ha
YCTpaHeHNe HEeraTnBHbIX I'IOCI]E,D,CTBI/IVI NPUMEHEHNA TaKUX NNEKAPCTBEHHDbIX npenapartos,
npegynpexageHmne npndynHeHna sepeaa *X1M3Hmn nam 340poBbo YeN0OBEKaA nmbo KUBOTHOrO, 3alLUTY UX OT
NPUMEHEHUNA TaKNUX NEKAPCTBEHHDbIX NMPENapaTos, Ha ILI,OI'IOI'IHl/‘ITe.I'lebll‘/JI c6op AaHHbIX 06 3¢¢EKTMBHOCTVI
1 6€30MacHOCTM TaKuMX NEKAPCTBEHHbIX NMpenapaTos.

6. 3a HecoobLLEeHNe MU COKPbITUE NHPOPMALIMK, NPEAYCMOTPEHHOMN YacTbio 3 HACTOALWLEN CTaTby,
OepXaTenu WAM  BAagenbubl  PerncTpauMoHHbIX  YAOCTOBEPEHMI NeKapCTBEHHbIX MpenapaTos,
lopuamMyeckme vua, Ha WMMA  KOTOPbIX BblAaHbl pa3pelleHna Ha npoBedeHUe  KAMHUYECKUX
nccnenosaHunin B Poccuiickoit ®eaepaumm, nMb60 ynosHOMOUYEHHbIE UMKU Apyrue iopuandeckme auua, a
TaK»Ke JO/BKHOCTHbIE /1MLLA, KOTOPbIM 3Ta MHPOPMaLIMA CTana U3BeCTHa No poay ux npodeccuoHanbHoM
AeATeNbHOCTUN, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM Poccuitickoin Peaepaumm.

7. Npun nony4yeHN ynoaHOMOYEHHbIM d)e,a,epaanbw\ OopraHom WUCNONHUTENbHOW BNACTU B pamKax


consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB04B4B2EC25353A28F64E4583F9E2A73F402CF47B3D8D5D18B320A6E987E3CCBCA6A70C01D5BD22g9n9H

oCyllecTB/eHMA MM papmMaKoHaA30pa A0Ka3aTeNbCTB O HECOOTBETCTBMM NEKAPCTBEHHOrO npenapaTa
YCTaHOB/IEHHbIM TpPeboBaHWAM WAM MPU MNONYYEHUN MHPOPMALMM O HECOOTBETCTBMM AaHHbIX 06
3 PeKTUBHOCTM U 0 6e30MNacHOCTV IEKAPCTBEHHOro NpenapaTta AaHHbIM O 1eKapCTBEHHOM Mpenapare,
COAEPKALMMCA B MHCTPYKLMM MO €ro NPUMEHEHUIO (B TOM YMC/E BbISIBIEHHbIX B XOA4E OCYLLEeCTBNEeHUA
$bapmaKkoHaa30pa KOHTPOJIbHO-HAL30PHbIMU OpraHaMyM MHOCTPAHHbIX FOCYAapCTB), YNOJHOMOYEHHbIN
denepanbHbIii OpraH UCNONHUTENIbHOW BAACTW B YCTAaHOB/IEHHOM MM NOPAAKE paccMaTpuBaeT BOMPOC O
NPMOCTAHOBAEHMM MPUMEHEHMSA TAKOrO IEKAPCTBEHHOrO Npenapara.

CratbAa 65. NpuocrtaHoBneHUE NPUMEHEHUA NeKAapPCTBEHHOro nNpenapara
(B peq. PegepanbHOro 3akoHa ot 22.12.2014 N 429-93)

1. Mpun nonyyeHnn MHPopmMaLMmn O HexenaTeNbHbIX PeakLmaX NP NPUMEHEHUM SIEKaPCTBEHHOTO
npenapaTta, He YKa3aHHbIX B MHCTPYKLUMK MO MPUMEHEHUID NeKapCTBEHHOro npenapaTta, CepbesHbIX
He)KenaTeNbHbIX peakumsax, 06 0cCoBeHHOCTAX ero B3aMMOAEWNCTBUA C APYrMMM IeKapCTBEHHbIMM
npenapaTtamu, KOTOpble MOTYT NPEeACTaBAATb YIPO3Y KU3HU UAM 340POBbI0 YeNoBEKA MO0 KUBOTHOTO,
a TaKXe 0 HeCOOTBETCTBUMU AaHHbIX 06 3¢ PeKTUBHOCTM M 0 6e30MacHOCTM JIeKapCTBEHHOIO npenapaTa
JaHHbIM O /IeKapCTBEHHOM MpenapaTe, COAEP’KaLLMMCA B WMHCTPYKLUMM MO ero NpUMeHeHUo, B TOM
yucne OT YNOJIHOMOYEHHbIX OPraHOB WMHOCTPAHHbIX FOCYAapCTB, 0OMEH KOTOPOW OCyLLecTBAAeTcA B
COOTBETCTBUM C COMNALIEHUAMMU MENKAY YNONHOMOYEHHbIM deaepasnbHbIM OPraHOM UCMOJIHUTENbHOM
BNACTU M YNOJAHOMOYEHHbIMU OpraHamMmu WMHOCTPaAHHbIX FOCYAapCcTB, YNONHOMOYEHHbIN deaepanbHbIi
opraH UCMNOAHUTENbHOWN BNACTU paccMaTpUBaeT BOMPOC O BO3MOXHOCTU NPUOCTaHOBAEHUA obpalleHuns
TAaKoOro /ieKapcTBEHHOro npenapata B MNopAAKe, YCTaHOBAEHHOM YMNONHOMOYEHHbIM deaepanbHbIM
OpPraHoOM UCNONHUTE/IbHOM BNACTU.

2. Tpy HEUCNoONHEHUU WAW HeHaaNeXallem MWCNOAHEeHUW aepxKaTenaMmu UAuv Bnagenbuammu
PEerncTpaunoHHbIX YAOCTOBEPEHUIN NIeKAPCTBEHHbIX MPEnapaToB, HOPUANYECKMMM AULAMWU, Ha UMA
KOTOPbIX BblAaHbl pa3peLleHnsa Ha NpoBeaeHne KAMHUYECKUX nccienoBaHnin 8 Poccuiickon deaepauuu,
WAN  YNOSIHOMOYEHHBIMU MMU  OPYTUMU  OPULOMYECKUMN ANLAMU  0DA33aHHOCTEN, YCTAHOB/IEHHbIX
yactamm 3 mn 4 ctatbuM 64 Hactoswero degepasbHOro 3akoHa, AMbBO B cayyvasax npeacTaBAeHUA
COOTBETCTBYHOLLMM YNOAHOMOYEHHbIM desepanbHbiM OPraHOM UCMOJHUTENIbHOW BNACTU 3aKNHOYEHUSA O
HeJOCTOBEPHOCTU Pe3yNbTaTOB KAMHUYECKOrO WCCNe[0BaHUA JNIeKapCTBEHHOro npenapata AnA
MEAVLMHCKOTO MPUMEHEHMA, KOTOPOE OCHOBAaHO Ha pes3y/ibTaTax MPOBEPKM  MeLMULIMHCKOM
opraHv3saumn, nNpoOBOAMBLUEN YKa3aHHOE K/AMHUYECKOE MWCCNefoBaHMe C  HapyleHMemM nNpaBua
HaZneXallen KAMHUYECKOW MPAKTUKK, U NPUBENO K NOJYYEHUIO HeLO0CTOBEPHbIX pe3ynbTaTos, M60 B
CNy4yae HeBbINOJIHEHUA MpeanucaHuA, BbIAAHHOTO YMNOJHOMOYEHHbIM denepanbHbIM  OpraHOM
WCMNOJIHUTENbHOM BIACTU NO UTOFAaM OCYLLLECTB/IEHUA BbIGOPOYHOTO KOHTPOA KayecTBa IEKAPCTBEHHOTO
npenapaTta, yNOAHOMOYEHHbIN deaepanbHbli OpraH UCNOAHUTENIbHON BAACTU B YCTAHOBNIEHHOM WM
nopagKe paccmaTpuBaeT BOMPOC O NPUOCTAHOBAEHUM NPUMEHEHUA TAKOro NeKapCcTBEHHOro npenapara.

3. YNnonHoMouYeHHbI deaepanbHbli opraH UCNONHUTENbHOW BAAcTU NpU NPeAcTaBAeHUN emy
CBEAEHUN O HECOOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpasBua
Hag/nexallen nNpoU3BOACTBEHHOW MNPAKTUKM M (MAM) O HapyLLEeHWU JSULEH3MOHHbIX TpeboBaHWi,
KoTopble 6bln BbiABAEHbI B XO4€e MPOBEAEHMA MHCMEKTMPOBAHMA NPOU3BOAMTENA /IEKAPCTBEHHbIX
CPeACTB WMAM OCYLECTBAEHUA /INLEH3MOHHOTO KOHTpona B chepe NpPOM3BOACTBA JIEKAPCTBEHHbIX
CPeacTs U NpPUMBEW MAM  MOTYT MPUBECTM K NPOM3BOACTBY JIEKAPCTBEHHbIX MpenapaToB A/
MeAMLMHCKOrO NMPUMEHEHUSA, NPUYNMHMUBLLMX UK CMOCOBHBIX MPUYMHUTL BPEL KMU3HWU UAN 3[0POBbIO
rpaskaaH, paccMaTpuBaeT BOMPOC O MPUOCTAHOBAEHUMU NPUMEHEHUA NIEKAPCTBEHHbIX MpenapaToB ANs
MeAMLMHCKOrOo MPUMEHEHUSA B YCTAHOBIEHHOM MM MOPAAKE B CIEAYIOWMNX CTyYanX:

1) coctaB U (MAKM) TexHonorna NPoOU3BOACTBA JIEKAPCTBEHHOrO npenapaTa AN MeAMLMHCKOro
npumeHeHna (C onucaHMem cTaauii NPOU3BOACTBA) OTNMYAKOTCA OT 3afB/IEHHbIX B PErMcCTPaLMOHHOM
[0Cbe;

2) ﬂeKapCTBeHHbIVI npenapart ana MmeanunHCKoro npumeHeHunAa npounsseneH Ha
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I'IpOM3BO,£I,CTBeHHOl7I naowagke, He YKGBaHHOVI B PErMCTPpaLlMOHHOM 00CbE;

3) y npousBoaMTENs NEKapCTBEHHbIX CPEACTB OTCYTCTBYIOT [OKYMEHTbI, MOATBEPKAAoWMeE
COOTBETCTBME KayecTBa JIeKapCTBEHHOro npenaparta AN MeAMUMHCKOrO NMPUMEHEeHUs, BBOAMMOrO B
rpa*kaaHcKuii 06opoT, TpeboBaHUAM, YCTaHOB/IEHHbIM NPY €ro rocyAapCcTBEHHON perncTpaumm;

4) npousBOAUTENEM JIeKAPCTBEHHbIX CPEeACTB B COMNacoOBaHHbIA C COOTBETCTBYHOLINUM
YNO/NHOMOYEHHbIM deaepanbHbiM OPraHOM UCMNOJIHUTENbHOM BAACTU CPOK He YCTPaHEeHbl HapylueHun
TpeboBaHMIA NpaBMA HagNeKallleld NPOM3BOACTBEHHOMN NPAKTUKU U (UAK) NULLEH3UOHHbIX TpeboBaHUi,
KoTopble Obl/iM BbIABAEHbI B X04€ MPOBEAEHUA WMHCMEKTUPOBAHUSA MPOU3BOAUTENA NEeKAPCTBEHHbIX
CPeACTB WAW OCYLLECTBAEHUA JINLUEH3MOHHOrO KOHTpois B cdepe NPOM3BOACTBA JIEKAPCTBEHHbIX
CpeAcTB M MPUBEAN WAU MOFYT MPUBECTM K MPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaToB A
MeANLMHCKOrO NMPUMEHEHUNA, MPUYUHUBLLMX MU CMOCOOHBIX MPUYUHUTL Bpes MU3HU UK 340PO0BbHO
rpaskaaH.

(yacTb 3 BBeaeHa PeaepanbHbiM 3aKkoHOM oT 04.06.2018 N 140-3)

4. YNONHOMOYEHHbI ¢eaepanbHblii opraH WCMOAHUTENBHOW BAACTM NPU HaAWYUKU Yy HEro
CBEAEHUI O HECOOTBETCTBUM MPOU3BOAUTENA JIEKAPCTBEHHbIX CPeacTB TpeboBaHMAM NpasBui
Hag/nexallen nNpou3BOACTBEHHOW MNPAKTMKM M (MAIM) O HaApyLIEeHWU JIMLEH3MOHHbIX TpeboBaHWM,
KoTopble 6blM BbiABAEHbI B XO4Ee MPOBEAEHUS MHCMEKTMPOBAHMA MNPOU3BOAMUTENA NEKAPCTBEHHbIX
CPeACTB WAM OCYLLECTBNEHUA JINLLEH3MOHHOIO KOHTpona B chepe NPOM3BOACTBA JIEKAPCTBEHHbIX
CPeacTs U NPMBEAW MAM MOTYT MPUBECTM K MNPOM3BOACTBY JIEKAPCTBEHHbLIX MpenapatoB A4ad
BETEPUHAPHOrO NPUMEHEHUA, NPUUNHUBLUNX UAU CMOCOBHBIX MPUUYMHUTL BPea, XU3HWU UAN 340POBbIO
MBOTHbIX, PaCCMaTPMUBaET BOMNPOC O MPUOCTAHOBJAEHUU peanun3aumm 1 NPUMEHEHUN NeKapCTBEHHbIX
npenapaTos A/1A BETEPUHAPHOIO NPUMEHEHUA B YCTAHOB/IEHHOM MM MOPAAKE B CAEAYIOWMX CYYanX:

1) coctas 1 (MAM) TeXHONOTMA MPOM3BOACTBA /IEKAPCTBEHHOIO npenapaTta A/1a BETEPUHAPHOro
npuMeHeHusa (c onucaHnem cTaguii NPOU3BOACTBA) OTANYAIOTCA OT 3aAB/IEHHbIX B PErmcTPaLMOHHOM
A0Cbe;

2) NeKkapcTBeHHbIM npenapaT ANA  BETEPMHAPHOrO  MNPUMEHEHWA  MNPoU3BeAeH  Ha
NPOM3BOACTBEHHOM NNOWAAKE, HE YKAa3aHHOMN B PErMcTPaLMOHHOM A0CbE;

3) y npousBoaMTENs NEKapCTBEHHbIX CPEeACTB OTCYTCTBYIOT [AOKYMEHTbI, MOATBEpKAalolime
COOTBETCTBME KayecTBa JIEKAPCTBEHHOro npenapaTta Alsa BETEPUMHAPHOro NPUMEHEHWA, BBOAMMOrO B
rpaxkaaHcknn 0bopoT, TpeboBaHMAM, YCTAHOB/IEHHbBIM NPU Er0 rOCYAaPCTBEHHOM perncTpaumnm;

4) npousBogMTENEM JIeKAapCTBEHHbIX CPeACTB B  COMIACOBAHHbLIM C  COOTBETCTBYHOLIMM
YNOSIHOMOYEHHbBIM deepasbHbiM OPraHOM WCMOJIHUTENbHOM BAACTU CPOK He YCTPaHEeHbl HapylleHuA
TpeboBaHUI NPaBWU HaA/exKallleld NPOMU3BOACTBEHHON MPAKTUKU U (MNU) INLEH3UOHHBIX TPeboBaHWiA,
KoTopble 6blin BbIABAEHbI B XO4E MPOBEAEHUA WHCMEKTUMPOBAHMA MPOU3BOAUTENA JIEKAPCTBEHHbIX
CPeAcTB WM OCYLLECTBAEHUA JIMLEH3MOHHOTO KOHTPOAA B cdepe MNPOM3BOACTBA JIEKAPCTBEHHbIX
CpPeacTB W NpuUBENN WAM MOTYT NPUBECTM K MNPOU3BOACTBY JIEKAPCTBEHHbIX MpenapaToB ANs
BETEPUHAPHOIO NMPUMEHEHUA, NMPUUNHUBLLNX WUAWU CMOCODOHbLIX MPUYUHUTDL BPEL KMU3HU UAU 340POBbIO
YKMBOTHbIX.

(yacTb 4 BBeaeHa PeaepanbHbiM 3aKkoHOM oT 04.06.2018 N 140-93)

KoHcynbTaHTIAKOC: NpumeyaHue.
€ 01.01.2023 cT. 65 gononHAeTcA Y. 5, 6 (D3 0T 27.12.2019 N 475-93).

CratbAa 66. UHPopmauma o pesynbraTtax papmaKoHaa30pa
(8 peq. PepgepanbHOro 3akoHa ot 27.12.2019 N 475-93)

YnonHOMOYEHHbIV  deaepanbHblii  OpraH  UCNOJHUTENbHOW  BNAACTM,  OCYLLECTBASIOWMI
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dapmaKoHaa30p, MO ero pesy/bTaTam pasmellaeT Ha cBOeM oduuManbHOM caiTe B ceTu "UHTepHeT"
nHdopmaumto o:

1) BblAB/IEHNN HOBbLIX NOATBEPXKAEHHbLIX OaHHbLIX O No60oYHbIX ,D,eﬁCTBMﬂX, HeXenatenbHbIX
pPeaKUUnAX, CepPbE3HbIX HEXeNaTe/ibHbIX peakuunAax, HenpeaBuaeHHbIX HeXXenaTe/ibHbIX peakunax npu
npUMeHEeHUN NeKapCTBEHHOIO Npenaparta, B TOM 4nucne BJANAKOWNX Ha OTHOWEHUE ommp,aemoﬁ Nnonb3bl
K BO3MOXHOMY PUCKY NPUMEHEHNA AaHHOIO 1IEKAPCTBEHHOIO Npenapara;

2) NPUHATBIX PeLUeHUAX O BHECEHUM U3MEHEHWUI B MHCTPYKLMIO MO MPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara, o0 NPMOCTaHOBAEHUN NPUMEHEHUS NTEeKAPCTBEHHOIO NpenapaTta, 06 M3bATUKM M3 0bpaleHus
JIeKapCTBEHHOIO NpenapaTta Uan o BO306HOBIEHUM NPUMEHEHWA 1EKAPCTBEHHOIO Npenapara.

Fnasa 14. UH®OPMALMNMA O NIEKAPCTBEHHbIX MPEMAPATAX. CUICTEMA
MOHUTOPUHTA OBUXEHUA NEKAPCTBEHHbIX MPEMNAPATOB
ana MEAUUUHCKOIo NPUMEHEHUA
(8 pea. PegepanbHoro 3akoHa ot 28.12.2017 N 425-93)

Cratba 67. MHOpMauuA O NeKapCTBEHHbIX nNpenapaTtax. CUCTeMa MOHUTOPUHIa ABUNKEHUSA
JIeKapCTBEHHbIX NPEenapaTos 419 MeAULUHCKOTO NPUMeHEeHUnA
(B pea. PepgepanbHoro 3akoHa ot 28.12.2017 N 425-93)

1. MHpopmaLma O NeKapCTBEHHbIX MpenapaTax, OTMYCKAeMbiX MO PeLenTy Ha NeKapCTBEHHbIN
npenapar, AO/IKHA COAEPrKaTbCA TONbKO B CMeuMann3MpoBaHHbIX U34aHMAX, NpeAHA3HAYeHHbIX Ans
MeaULMHCKNX, dapmaLeBTUYECKUX paboTHMKOB, CneLmManncToB B obnactu setepuHapuun. MHbopmaums
O /NIeKAPCTBEHHbIX NpenapaTax Ana CheumManuctoB B 06aacTn obpalleHMA SeKapCTBEHHbIX CPeacTs
MOXET CoAepKaTbCA B MOHOrpaduax, CNpaBOYHMKAX, HAY4YHbIX CTaTbAX, B AOKA3Aax Ha KOHrpeccax,
KOHpEepeHUMsaX, CMMMO3UYMaAX, HaAy4dHbIX COBETaX, a TaK¥e B WHCTPYKUMUAX MO MNPUMEHEHUIO
JNIeKAaPCTBEHHbIX MpenapaTos.

(8 pea. PenepanbHoro 3akoHa ot 02.08.2019 N 297-93)

2. UHPopmaums o neKapCTBEHHbIX NMpenapaTax, OTNycKaemMblx 6e3 peLenTa Ha JIeKapCTBEHHbIN
npenapaTt, MOXeT COoAepXKaTbCA B MNyO/AMKAUMAX U 0OBABAEHMAX CPEeACTB MaccoBOM WHbopmauuy,
CNeunanmn3mMpoBaHHbIX MU OBLLMX MEeYaTHbIX M3LAHMAX, UHCTPYKLMAX MO NPUMEHEHMUIO NIEKAPCTBEHHbIX
npenapaToBs, MHbIX M34aHUAX CY6BHEKTOB 06paLLEeHNA NEKAPCTBEHHbIX CPEACTB. PeknamHble maTepuanbl
O /leKapCTBEHHOM npenapaTte, oTnyckaemom 6e3 peuenTa Ha /JIeKapCTBEHHbIM MNpenapaTt, AO/KHbI
COOTBETCTBOBATb MHCTPYKLMM NO NPUMEHEHMIO IEKAPCTBEHHOrO Npenapara.

3. Jonyckaetca ucnonb3oBaHue N06bIX MaTepUnanbHbIX HocuTenen, NOo3BONAWNX XPaAHUTD,
nepenasatb M UCMOJZIb30BATb VIHCI)OpMaLl,VIIO O NNIEKAPCTBEHHbIX NpenapaTax 6e3 ee UCKaKeHus.

4. Ona ueneii npeHTUOUKALUMKM YNAKOBOK JIEKAPCTBEHHbIX MpenapaToB ANf MeAULMHCKOro
NPYMEHEHWA NMPOU3BOAUTE/IN NIEKAPCTBEHHbIX CPEACTB B MOPSAAKE, YCTAaHOBAEHHOM [paBUTENLCTBOM
Poccwuiickolt ®enepaumn, HAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLIEHMM NEKAPCTBEHHbIX NpenapaTos
ANA MeANUMHCKOTO NMPUMEHEHMUS, AN KOTOPbIX He NPesyCMOTpeHa BTOPUYHAA YNaKoBKa) U BTOPUYHYIO
(NoTpebuTenbCKyto) YNakoBKY NEKAPCTBEHHbIX NPenapaTos 418 MeAULMHCKOTO NPUMEHEHUS CpeacTBa
naeHTUOUKALMM, 33 WUCKIIOYEHWEM JIEKApPCTBEHHbIX MpPenapaTtoB A8 MEeAMUMHCKOTo NpUMeHeHus,
NPOM3BOAUMbIX 151 MPOBEAEHMUA KAMHUYECKUX UCCNEA0BaHWUM, SKCNOPTa, IEKAPCTBEHHbIX NpenapaTos
ANA MeAULMHCKOTO NMPMMEHEHMA, YKasaHHbIX B Yactax 5 1 8 crtatbu 13 HacToAwero depepanbHoro
3aKOoHa, pagnodapmaLeBTUYECKUX JIEKAPCTBEHHbIX MNPEenapaTtoB, MNWABOK MeAMUMHCKMX W ras3oB
MeAMNLMUHCKUX.

(yacTb 4 BBeaeHa PeaepanbHbiM 3aKOHOM 0T 28.12.2017 N 425-93 (pea. 27.12.2019))

5. XapaKTepucTUKM CpeacTBa WAEHTUOMKALMM, MOPALOK ero HaHeceHus W TpeboBaHMA K
CTPYKTYpe u dopmaTty MHPOPMaLUKN, KOTOPYID COOEPKUT CPEeACTBO MAEHTUdMKaAUMKM, onpeaenaroTca
MpasutenbcTBom Poccuiickoii ®eaepaumn.
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(yacTb 5 BBEeAeHa PeaepanbHbiM 3aKoOHOM OT 28.12.2017 N 425-03)

6. MNopamok co3gaHuAa, pas3BWUTMA, BBOAA B 3KCMAyaTauMio, 3KCnayaTtauuum W BbiBOAA U3
9KCMJlyaTauMm CUCTEMbl MOHUTOPWHIA AOBUMKEHMA JIEKAPCTBEHHbLIX MNpPenapaTtoB AAA MeAMUUHCKOro
NPUMEHEHMA, NOPALOK NPefoCTaBNeHUA WHPOPMALMK, COAeprKalenca B CUCTEME MOHWUTOPUHIa
OBVXKEHUA NEKAPCTBEHHbIX NPENApaToB A1 MEANUUMHCKOTO NPUMEHEHUA, U NOPAAOK B3aMMOAENCTBUA
YKa3aHHOMW  CUCTEMbl C  WMHbIMW  TOCYAAPCTBEHHBIMU  MHPOPMALMOHHBIMKM  CUCTEMaMKU U
WHOOPMAUMOHHBIMU  CUCTEMAaMM  IOPUANYECKMX UL, UM MHAMBUAYAAbHbIX NpeanpuHUMATENEN,
YKasaHHbIX B 4Yactax 7 u 10 HacToAwelh craTbM, ycTaHaBauBatotca [lpaBuTenbcTBOM PoccuiicKoin
depepaunn. OnepaTopamm CUCTEMbI MOHUTOPUHIA ABWMKEHWA JNIEKAPCTBEHHbIX MpenapaToB AnA
MEANUMHCKOTO NpUMeHeHua naBnstoTca  depepasnbHbli OpraH WUCMOAHUTENIbHOM Bnactu u  (uam)
opraHusauma, ynoaHomoueHHble MNpasutenbctBom Poccuiickoint ®eaepauymm.

(yacTb 6 BBeaeHa PegepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

7. lOpnamyeckme nmua n MHANBMAYaNbHble NPeanpPUHUMATENN, OCYLLECTBAAIOLLME NPON3BOACTBO,
XpaHeHue, BBO3 B Poccuitickyio ®Pepepaumto, OTNYCK, peanus3auuto, nepegadvy, NpUMeHeHue U
YHUUYTOXKEHWNE NEKAaPCTBEHHbIX NPENAPATOB A1A MeAMLMHCKOro NnpumeHeHus, obecneymBatoT B nopagKe
M B COCTaBe, KOTopble ycTaHOBAeHbl [MpaButensctBom Poccuiickon Pegepauum € y4etom BMAQ
OCYLLECTBNAEMON UMW [EATeNbHOCTM, BHeceHMe MHPOPMaLMM O NeKapCTBEHHbIX npenapaTtax Ansa
MEONLMHCKOTO MPUMEHEHNA B CUCTEMY MOHWUTOPWHIA ABUMKEHUA JIEKAPCTBEHHbIX MpenapaTos AnA
MEONLMHCKOTO NMPUMEHEHMUA.

(yacTb 7 BBeaeHa PeaepanbHbiM 3aKOHOM oT 28.12.2017 N 425-03)

7.1. JleKapcTBeHHble MpenapaTtbl A48 MEAMUMHCKOrO NPUMEHEHUsi, npepHasHavyeHHble AnA
obecneyeHunsa nunu, 60NbHLIX reMoPUIMEN, MYKOBUCLNAO30M, TMNOPU3aPHbIM HAHM3MOM, 60/E3HbIO
lowe, 310KayecTBEHHbIMM HOBOOOPA30BaHMAMU NUMOPOMAHON, KPOBETBOPHOM M POACTBEHHbLIX UM
TKaHeWl, paccesiHHbIM CKAEpPO30M, /UL, NOocCAe TPaHCNAaHTaUMKM OpraHoB M (Mau) TKaHewn,
npousseseHHble 0 31 pekabpa 2019 roga, a TaKKe WHble JIeKapCTBEHHble Mpenapatbl AAA
MeaVLMHCKOro NnpumeHeHus, npousseaeHHble Ao 1 niona 2020 roga, noanexart XxpaHeHuo, nepesosKe,
OTMYCKY, peanusaumun, nepesayde, NpuMeHeHnto 6e3 HaHeceHus cpeacTB MAEHTUDMKALMN 40 UCTedYeHUn
CpOKa ux rogHocTtu. MpaButenbcTBo Poccuiticko ®epepaLmm Bnpase yCTaHOBUTb 0COOEHHOCTM BBOAA B
rpa*k4aHCKMM 060pPOT NEeKAPCTBEHHbIX NPENapaToB A1 MeANLMHCKOrO NPUMEHEHUA, MPOU3BEAEHHbIX B
nepvog ¢ 1 uona 2020 roga no 1 oktabpa 2020 roga. B uenax BBoAa B rparkAaHCKuit obopot
JIeKapCTBeHHbIe npenapaTtbl AAA MEeAMLMHCKOTO MNPUMEHEHMA, 33 WCKAKOYEHMEM JIeKapCTBEHHbIX
npenapaToB, NpegHa3HayYeHHbIX Ans obecrnevyeHus v, 60/bHbIX remoduanen, MyKOBUCLUAO30M,
runodusapHbiM HaHM3MOM, 6ose3Hbio Mole, 3/10Ka4yecTBEHHbIMWU HOBOOGPA30BaHUAMKN TUMONAHOM,
KPOBETBOPHOW M POACTBEHHbIX UM TKaHEW, pacCeAHHbIM CKAEPO30M, /UL, NOCNAe TPaHCNAaHTaLum
OpraHoB W (Mnn) TKaHel, NpousseaeHHble 3a Npegenamu Tepputopun Poccuiickot Peaepaumm o 1
oKTA6pa 2020 roga, moryT 6bITb BBe3eHbI B Poccuiickyto deaepaumio oo 1 aHeapa 2021 roga B nopaake,
ycTaHoB/IeHHOM lMpaBuTenbcTtBomM Poccuiickolt ®epepaumm, 6e3 HaHeceHUs cpeacTB MaeHTUDUKaLUN.
(8 pea. PenepanbHbix 3aKoHOB 0T 27.12.2019 N 462-93, o1 13.07.2020 N 206-D3)

8. OpraHuszaums WHPOPMALMOHHOIO B3aMMOLENCTBUA CUCTEMbI MOHUTOPUHIA OBUNKEHUA
NIeKAPCTBEHHbIX MNpPEenapaTtoB Ana MeAMUMHCKOrO MNPUMEHEHMA C  WHbIMU  TOCY[APCTBEHHbIMM
MHOOPMALUMOHHBIMX CUCTEMaMKM obecrneymBaeTca B TOM 4uC/e MOCPeacTBOM MHQPACTPYKTYpbI,
obecneunsatowen UHGOPMALNOHHO-TEXHONOIMYECKOE B3aMMOZAENCTBME MHPOPMALMOHHbLIX CUCTEM,
NCNONIb3yeMbIX ANA NPefoCTaBAeHUA TOCYAAPCTBEHHbLIX WU MYHUUMMANAbHBIX YCAYr WU UCMONHEHUA
rocygapcTBEHHbIX M MYHUUMNAAbHBIX GYHKLUMIA B 9N1€KTPOHHOMN dpopme.

(yacTb 8 BBeaeHa PeaepanbHbiM 3aKoHOM OT 28.12.2017 N 425-03)

9. ObuwepoctynHaa uHOOPMaLMA, COLEPKALWAACA B CUCTEME MOHUTOPUHIA  ABUMKEHMUA
JIEKAPCTBEHHbIX MPEnapaToB ANA MEAMUMHCKOIO MPUMEHEHMA, pasmelaetcs B MHPOPMALMOHHO-
TeNeKOMMYHUKAUMOHHOW ceTu "WHTepHeT" (B TOM uucne B GopmMe OTKPbITbIX AaHHbIX) B MOpAAKe,
ycTaHoBneHHOM MpaBuTtenbcTBom Poccuiickolt Geaepaumu.

(yacTb 9 BBeAeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)
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10. NpownsBoguTeENn NEKapCTBEHHbIX CPEACTB NOAYYAOT COAEPKALLYHOCA B CUCTEME MOHUTOPUHIA
OBVMKEHUA NEeKAPCTBEHHbIX NpenapaTtoB ANA MeAMUMHCKOTo NpumMeHeHua MHPopMaLMio O cepusix m
NapTUAX IEKAPCTBEHHbIX NPENapaToB, NPOU3BOANUMbIX UMW U HAXOAAWMXCA B rpaxKaaHCKOM obopoTe B
Poccuitckoit Pepepaumnn, 6e3soamesgHo.

(yacTb 10 BBeaeHa PeaepanbHbiM 3aKOHOM OT 28.12.2017 N 425-03)

11. 3a Npon3BOACTBO AN NPOAANKY NEKAPCTBEHHbIX MPENapaToB A1 MeAMLMHCKOro NpUMeEHEeHMUs
6e3 HaHeceHUs cpeacTB UAEHTUOMKAUMKM, C HApYLLEHWEM YCTaHOB/IEHHOrO MopAAKa MUX HaHeceHus, a
TaK)Ke 33 HecBoeBpPeMeHHOe BHEeCEHWe [aHHbIX B CUCTEMY MOHWUTOPWHIA ABWMKEHMA JIEKAPCTBEHHbIX
npenapaTtoB ANA MEeAMUMHCKOTO MPUMEHEHMS WAM BHECEHWE B Hee He[OoCTOBEPHbIX AaHHbIX
lopugmyeckme Mua U UHOMBUAYaNbHblE NPeanpUHUMATENIM, YKasaHHble B YacTax 4 u 7 HacTosLiel
CTaTbM, HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATeIbcTBOM Poccuiickolt ®eaepaumn.
(yactb 11 BBeaeHa PegepanbHbiM 3akoHOM OT 28.12.2017 N 425-93)

12. MpasutenbctBo Poccuitickoit Pepepaunmn BrnpaBe YCTaHOBUTb OCOBEHHOCTM BHeApeHWUA
CUCTEMbI MOHUTOPMHIA ABUXEHWA NEKAPCTBEHHbIX NpenapaTtoB ANA MeAMLMHCKOro NpUMEeHeHMs,
BK/IlOYAA CPOKM ee BHeApeHWA, B OTHOLWEHWW JIEKAapCTBEHHbIX NpenapaTtoB Aa8 MeOULMHCKOro
NPUMEHEHWA, BKIIOYEHHbIX B MEPEYEHb KU3HEHHO HEOBXOAMMbIX W BAXKHEMWWMX NEeKapCTBEHHbIX
NpenapaToB, JIEKAPCTBEHHbIX MpPenapatos, MpeAHasHa4YeHHbIX Aaa obecnedyeHua nuL, O0/bHbIX
remoouanein, MyKoBuCUMAO030M, TMNOPU3aPHBIM HAHU3MOM, 60ne3Hblo [owe, 3/10Ka4YeCcTBEHHbIMM
HOBOOOPa30BaHNAMMU  NMMPONLHON, KPOBETBOPHOM M  POACTBEHHbIX WM TKaHeEW, pPacceAaHHbIM
CKNEepo30M, /ML, Nocae TPAHCMNAAHTALMM OPraHoB M (MAKM) TKAHEM, MHbIX NEeKapPCTBEHHbIX NPenapaTos
ONA MeANLMHCKOTO NPUMEHEHMUA.

(yacTb 12 BBeaeHa ®eaepanbHbiM 3aKoOHOM OT 28.12.2017 N 425-d3)

Fnasa 14.1. OTPAHUMEHUA, HAJNIATAEMbIE
HA OPTAHU3ALUUU, OCYLLECTBNAOLWIUE OEATE/NIbHOCTD
MO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB
(sBepeHa depepanbHbiM 3aKoHOM OT 25.11.2013 N 317-93)

Cratba 67.1. OrpaHuyeHusa, HaNaraemble NpPU OCYLUEeCTBAEHUUN p[eATeNnbHOCTU B cdepe
obpaleHns neKapcTBeHHbIX CPeAcTB

1. OpraHusaumu, 3aHMmalowmeca pas3paboTKoi, Npou3BoACTBOM W (MaM) peanusaumen
NeKapcTBEHHbIX MPenapaToB 414 MeUUMHCKOro NPUMEHeHUs, opraHusaumu, obnagatowme npasamu
Ha WCMNONb30BaHWE TOPrOBOrO HAMMEHOBAHMA NEKAPCTBEHHOrO Mnpenapata Ana MeaMUMHCKOro
NPMMEHEHWA, OpraHM3aL MM ONTOBOM TOPTrOB/AW IEKAPCTBEHHbBIMM CPEACTBaMM, anTeyHble OpraHu3aumum
(Mx NnpeacTaBuTENN, UHbIE GU3NYECKME U IOPUANYECKME NNLA, OCYLLECTBAAIOWME CBOKO AEATENbHOCTb OT
MMEHW 3TUX OpraHu3auuin) B OTHOLIEHWUM MEAULMHCKMX PabOTHUKOB U PYKOBOAMTENEN MeAULMHCKUX
OpraHu3auuii He BNpase:

1) Bpy4aTb NoAapKu, BbiN1a4nBaTbh AeHEXHble CpeacTBa (33 UCKNHOYEHNEM BO3Hana)-K,EI,eHMI\;1 no
aoroeopam npu nposegeHMn  KANMHUYECKUX MCC}'IEAOBaHMﬁ NEKAPCTBEHHbLIX NpenapaTtoB AnA
MeONUNHCKOTO nNpuMeHeHUA, BO3HaI'pa)K,CI,EHVIlZ, CBA3aHHbLIX C ocyuwecTBieHnem megunumnHCKUm
pa6OTHI/IKOM nep,arormquKon n (MﬂM) Haquoﬁ p,eﬂTeanocm), B TOM 4ucne onnayvymeaTb pa3BievdeHUA,
OTAbIX, Npoe34 K MeCTy OTAbIXa, a TaKXe NPUBJIEKATb K y4aCTUIO B Pa3B/IEKATE/IbHbIX MePONPUATUAX,
npoBOoAMNMDbIX 3a CHET CBOUX CPEACTB;

2) 3aKNl04YaTb cornawleHnA O Ha3Ha4YeHUM wnn pekomeHgaumnm naunueHTam NEKAPCTBEHHbIX
npenapatos A4na MeauuunHCKOro npumeHeHuAa (3a UCKIo4YeHNnem Aorosopos O nposeageHUn
KNNHNYECKNX MCCﬂeAOBaHMVI NeKapCTBEHHbIX NpenapaTtos ANAa meanumnHCKoro I'IpVIMeHEHMFI);

3) npeanocTaBaATb o6pa3u,b| NEeKapCTBEHHbLIX Npenapatos ANA MeAUNUUNHCKOro npMMeHeHunAa B
uenAax Bpy4vyeHuMA naumneHTam (3a UCKNIOYEHNEM Cly4aeB, CBA3aHHbLIX C nposeaeHMeEm KANMHUYECKUX
MCCREAOBaHMﬁ NEeKapCTBEHHbIX NpenapaTos AnA megnunHCKOoro I'IpMMEHEHMFI),‘
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4) npefocTaBAATb HEAOCTOBEPHYD W (MAW) HEnosHyl MHGOPMALMIO O NEeKapCTBEHHbIX
npenapartax 411 MegULUHCKOro MPUMEHEHUS;

5) nocewaTb ux B paboyee Bpema Ha paboumx mecTax, 3a UCKAOUYEHUEM Cy4yaes, CBA3aHHbIX C
nposeAeHMEeM KAUMHUYECKMX WCCNef0BaHUI  NleKapCTBEHHbIX NpenapaTtoB Ans  MeAULMHCKOro
NPUMeHeHUA, C yYacTUem B nopagKe, YCTaHOBAEHHOM pyKoBOAUTENEM MeAWMUMHCKOW opraHu3auuu, B
COBpaHUAX MeOULMHCKMX PabOTHUKOB M UHbIX MepPONnpUATMAX, HaMpaB/ieHHbIX Ha MOBbIWEHNE WX
npodeccnoHanbHOro ypoBHA MAM Ha npeaocTasieHMe UHPOPMaLMKM, CBA3AHHOW C OCYLLECTBAEHUEM
MOHUTOPUHra 6e30MacHOCTH IeKapCTBEHHbIX NPenapaTos;

6) NobyKaaTb K BbINMUCbIBAHUIO IEKAaPCTBEHHbIX NPenapaTos AN MeANLUHCKOro NPUMEHEHUA Ha
6naHKax, coaepKalumx MHGOPMaLMIO PEKNAMHOr0 XapaKTepa, a TakKe Ha peLenTypHbIXx 6aaHKax, Ha
KOTOPbIX 3apaHee HamneyaTaHO HaMMEHOBaHWE JIEKAPCTBEHHOro mnpenapaTa A4aa MeaMLMHCKOro
npUMeHeHus.

2. OpFaHM3aLI,MVI, YKa3aHHble B a63au,e nepBom 4actu 1 HaCTOﬂLLI,Eﬁ CTaTbW, U X NpeacTtaBuUTeIn B
OTHOLWEHNN d)apMaLI,EBTVIHeCKMX paﬁoTHMKOB n DYKOBOAMTEHEVI anTeYHbIX opraHmsau,Mﬁ He BMnpase:

1) BpyYaTb NOAAPKM, BbIMAAUMBATL AEHEMXHbIE CPEACTBA, B TOM YMCNE ONIaunBaTh pass/ieyeHus,
OTAbIX, NPOe3] K MeCTy OTAbIXa, M MpUB/AeKaTb K y4acTUIO B pPa3BAeKaTesIbHbIX MepOonpuUATUAX,
NPOBOAMMBIX 33 CHET CBOMX CPEACTB;

2) npeaoctaenATb 06paslpbl EKAPCTBEHHbIX NPenapaTos ANA MEAMUMHCKOro NpUMEHeHua ans
BPY4YEHUA HaCeNeHuIo;

3) 3aKNo4aTb cornaweHna O npegnoxXeHnn HaceneHno onpeaeneHHbIX NeKapCTBEHHbIX
npenapatos Ana meanumHCKOro npuMeHeHUA;

4) npefocTaBNATb HEAOCTOBEPHYD W (MAKM) HENnoNHyld MHGOPMALMIO O JEKAPCTBEHHbIX
npenapaTtax 448 MeAMUMHCKOTO NPUMEHEHUA, B TOM YMC/Ie UMEILWMX O4MHAKOBOE MeXAyHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHMe.

Cratba 67.2. Tpe6oBaHMA K OpraHusauMM U MNPOBEAEHUI0 HAYYHbIX MEPONPUATUMA, MHbIX
MeponpuATUiA, HanpaBAeHHbIX Ha nNoBblleHMe npPodEeCcCUOHANbHOMO YPOBHA MEAULMHCKUX
paboTHUKOB MAM Ha npepocTaBieHMe UHPOPMALUU, CBA3AHHOM C OCYLLECTB/IEGHMEM MOHMTOPUHra
6e30nNacHOCTU 1IeKAaPCTBEHHbIX NPenapaTos

1. Npw NpoBeAEHMN HAayYHbIX MEPONPUATUIA, UHbIX MEPONPUATUIA, HaNPaBAEHHbIX Ha NOBbILIEHUE
NPo¢dEeCcCMOHANbHOTO YPOBHA MEAMUMHCKMX PabOTHMKOB WAM HA NpefoCTaB/ieHUe CBA3AHHOM C
OCYLLEeCTB/IEHUEM  MOHMTOPUHra  6E30MacCHOCTU  JIEKAPCTBEHHbIX  MpernapaToB  MHbopmaLmu,
OpPraHM3yembIX OPraHM3auMAMM, yKasaHHbIMM B ab3aue nepBom Yactu 1 crtatbu 67.1 HacToAwero
denepasbHOr0 3aKOHa, WX MPEACTaBUTENAMM W (MAKN) UHAHCUPYEeMbIX 3@ CYET CPEeACTB 3TUX
opraHu3aumMii W KX nNpeacTaBuTeNei, 3anpewaercs NPensaTCTBOBATb Y4yacTUO B YKa3aHHbIX
MEPONPUATUAX UHbBIX OPraHU3aLMii, KOTopble NPOU3BOAAT UM Peann3ytoT IeKapCTBEHHbIE NpenapaTsbl
AN MEeAMUMHCKOTO MNMPUMEHEHUA CO CXOXMM MeXaHM3MOM (apMaKOoIOrMYyeckoro AencrTeusa, amnbo
C034aBaTb AWCKPUMMHAUMOHHbBIE YCNOBUA A8 OAHWX YYAaCTHMKOB MO CPaBHEHWUIO C APpYrUmu
YYaCTHUKaMM, 3 UMEHHO:

1) npeaocCTaB/iIATb Pa3zIMYHOE KOJIMYECTBO BpeMeHU AnA BbICTyI'IﬂeHMﬁ Y4aCTHMUKOB, Pa3/in4yHbie No
pa3mepy 3aHMMaemMomn naowaan mecta AnAa 4eMOHCTpaunumn O6pa3LI,OB NeKapCTBEHHbIX NpenapaTtos ANA
MEeOUNLIMHCKOTO NPUMEHEHNA WUAN PEKNAMHbIX MATEPUaANIOB O JIEKAPCTBEHHbLIX nMpenapartax 4aAa
MEeONLIMHCKOTO NPUMEHEHNA HA IKCNO3ULUUAX, CTEHAAX, 3a UCKIKOYEHNEM ChyYaeB, €C/I TaKne ycnosuAa
3aKpenaeHbl B cornaweHnax atunx OpraHM3aLLMl7‘I, nx I'IpeACTaBI/ITEI'IEf/‘I [0} d)I/IHaHCI/IpOBaHMM YKa3aHHbIX
N\epOI'IpVIFITVIl‘/JI n 06yCI'IOBI'IEHbI Pa3/TMYHbIMU 3aTPATaAMUN YHACTHUKOB Ha UX OPraHM3auunio;



2) ycTaHaB/AMBaTb pa3smep B3HOCA A8 YYAaCTHMKOB MEPONpPUATMI, yKasaHHbIX B ab3aue nepsom
HacToALLEeN YacTW, MPEBbLILAOLWMIA CYMMY 3aTPAT HA OPraHM3aLMI0 YKa3aHHbIX MEPONPUATUIA U BeAYLLNIA
K He06OCHOBAaHHOMY OFPaHMYEHMIO YMCA UX YYACTHUKOB.

2. OpraHu3aumm, yKasaHHble B ab3aue nepsom 4actm 1 ctatbu 67.1 HacToAwero depepanbHOro
3aKOHa, WX NPeacTaBUTENN, OCYLLECTBASIOLLIME OpraHM3aumio U (Mam) PuHaHCMpPOBAHWE MEPONPUATUIA,
YKa3aHHbIX B YacTh 1 HacToALEel cTaTbM, 06A3aHbI 06ecneynsaTtb JOCTyN K MHGOPMaLMM O AaTe, MecTe U
BPEMEHN MPOBEAEHUA YKA3aHHbIX MEPOMNPUATUI, MAAHAX, NPOrpamMmax MPOBEAEHUA YKa3aHHbIX
MEPONPUATUIN N TEMAX, NAAHUPYEMbIX ANA PACCMOTPEHMA, COCTABE MUX YYAaCTHMKOB MYyTEM pPas3meLLEeHUS
COOTBETCTBYIOLWEN MHOPMALMM Ha cBOMX ODUUMANBHBIX CaitTax B ceT "MHTepHeT" He no3aHee ABYX
MecALEB 40 HAaYala NPOBEAEHMNSA YKa3aHHbIX MEPONPUATUN.

3. Hdopmauma o npoBeAeHUN MepPOonpPUATUIA, YKa3aHHbIX B 4acTK 1 HacToALllel cTaTby, B CPOK,
YCTQHOB/IEHHbIN YacTblo 2 HACTOALWLEM CcTaTbM, AOKHA ObiTb HanpasneHa B ¢denepasbHbl OpraH
WUCMOJIHUTE/IbHOM  BAAaCTW, OCYyLWECTBAAOWMA GYHKUMM NO KOHTPOAK W  Haasopy B coepe
3/1paBOOXPaHEHMUA, AN NOCNEAYIOWEro pasMeLLeHns ee Ha opuLManbHOM CaliTe 3TOrO OpraHa B CeTU
"NnTepHeT".

Fnasa 15. OTBETCTBEHHOCTb 3A HAPYLWIEHUE 3SAKOHOZATE/IbCTBA
POCCUACKOMN ®EAEPALIMM NPU OBPALLEHUW NEKAPCTBEHHbIX CPEACTB
1 BOSMELLEHUE BPEOA, NPUYUHEHHOIO 340POBbLIO FrPAXKAH
BCNEACTBUE NPUMEHEHNA NEKAPCTBEHHbIX NMPEMNAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylleHMe 3aKoHogaTenbcTsa Poccuiickoi dPepepauumn npu
o06palLeHUn neKapCTBEHHbIX cpeacTs

1. HapyweHune 3akoHogatesnbcTBa Poccuiickon Pegepaumm npu obpalleHUM NeKapCTBEeHHbIX
CpeAcTB BJieYeT 3a CcoDOOM OTBETCTBEHHOCTb B COOTBETCTBMW C 3akoHogaTenbcTBoM Poccuitckon
depepauun.

(B pen,. PepepanbHoOro 3akoHa ot 22.12.2014 N 429-93)

2. 3a HenpeAacTaB/ieHWEe WAM HECBOEBPEMEHHOE MpeacTaBAeHMe UHPopMauumn u  (uaum)
OOKyMeHTOB  Mbo  npeactaBneHMe  HeAOCTOBEPHbIX  MHPopmaumm u  (MAKW)  [OKYMEHTOB,
NpPeAycCMOTPEHHbIX HacToawum PepepanbHbiM 3aKOHOM, CyObeKTbl 0bpaleHna NeKapCcTBEHHbIX
CpeacTB HeCyT OTBETCTBEHHOCTb B COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuinckoin Pepepaunu.

(yacTb 2 BBeaeHa PepepanbHbim 3akoHOM OT 22.12.2014 N 429-93; B pen. PeaepanbHOro 3akoHa ot
04.06.2018 N 140-93)

Cratba 69. BosmelwieHue Bpeaa, NpU4NHEHHOIO 340pPOBbLIO rpaXXAaH Bcaeacrsne NpMMmeHeHua
NeKapCTBEHHbIX Npenaparos

1. NponssBoguTenb seKapCTBEHHOro npenaparta 06a3aH BO3MECTUTb Bpes, I'IpMHMHE‘HHbIVI
340pPOBbIO rpa*KaaH scneancrsne NnpuMeHeHMA NeEKAPCTBEHHOIO nNpenaparta, eC/iM 40Ka3aHOo, YTO:

1) ﬂeKapCTBEHHbIﬁ npenapatr npumeHAanca no Ha3Ha4YeHUK B COOTBETCTBUU C MHCTDYKLI,Meﬁ no
NMPUMEHEHUNIO NIEKAPCTBEHHOIO Nnpenapata U FIpVI‘-IMHOﬁ Bpena ABuACA BBOA B I'pa)K,EI,aHCKVIﬁ 060pOT
He,CI,O6pOKa‘-IECTBEHHOFO NEKapCTBEHHOrO npenapara,

2) Bpea, 340POBbIO MPUYMHEH BCAEACTBME HeAOCTOBEpPHOM MHbOpMauMKM, coaeprKalleinca B
MHCTPYKUMM N0  MNPUMEHEHUIO  NEeKapCTBEHHOro  npenapaTta, W34aHHOW  NpPoOU3BOAUTENEM
NleKapcTBEHHOro npenapara.

2.B CNny4vae, eCcniv Bped 340p0BblO rpaxKgaH npuvYnHeEH scaeacTteme npuMeHeHNA Ne€KapPCTBEHHOIO
npenaparta, npuweallero B HErogHOCTb B pe3y/sibTaTe HapyweHUA NpaBuUa XpaHEHUA NEKAPCTBEHHbIX
cpeacrts, npasun onToBOM TOProB/In IEKAPCTBEHHbIMU MpenapaTamu, nNpasua OTNYCKA JIEKAPCTBEHHbIX


consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8A5C17B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFB03B0B5EC25353A28F64E4583F9E2A73F402CF47B3D8A5C16B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFA0EBBB1EF22353A28F64E4583F9E2A73F402CF47B3D8D5517B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFF0EB7B6EC28683020AF424784F6BDB0380920F57B3D8A5F1AEC25B3F8DFEFC8A7B8A6131DD7BFg2n1H

npenapatoB, NpaBW/A W3roTOBJEHMA W OTMYCKa J/IeKapCTBEHHbIX NpenapaToB, BO3MelleHWe Bpeaa
OCYLLECTBNAETCA COOTBETCTBEHHO OpraHM3auueli ONTOBOM TOProBAW JI€KapPCTBEHHbIMW CpPeacTBamM,
anTeyHoW opraHusaumein, UHAMBMAYANbHbIM MpeanpUHUMaTENEM, WMEWUMN  IULEH3NI0 Ha
dbapmaLeBTUYECKYIO AeATeNbHOCTb WAWU /IMLEH3UI0 Ha MeAUUMHCKYI0 AeATeNbHOCTb, MeAULMHCKOWM
opraHusauueln, UMeloWen NULEH3N Ha dapmaleBTUYECKYD aAeATeNbHOCTb (ee 060co6aeHHbIM
nogpasgeneHvem (ambynatopueit, benbalepcknm U denbalepCcKo-akyWepckMM NyHKTamM, LeHTPOM
(oToeneHnem) obuwen BpayebHOM (cemenHOM) NPaKTUKKM), PACMNOJIOKEHHbIM B CE/IbCKOM Hace/sieHHOM
NYyHKTE, B KOTOPOM OTCYTCTBYET anTeyHas opraHv3auma), 4onycTMBLUMMU NPOAAXKY UM OTMYCK TaKoro
NleKapCcTBEHHOro nNpenapara.

(B pea. PegepanbHoro 3akoHa oT 25.11.2013 N 317-93)

3. BosmeuweHve Bpeda, MNPUYMHEHHOTO 340POBbLID rParKAaH BCAEACTBME NPUMEHEHUS
JNIeKapCTBEHHbIX MPENapaToB WAM COBEPLUEHUA NPOTUBOMPABHbLIX AENCTBUN cybbeKkTamu obpalleHua
NIeKapCTBEHHbIX CPeAacTB, OCYLWECTBAAETCA B COOTBETCTBMM C 3aKOHOAATENbCTBOM  PoccuiicKoi
depgepaunn.

Fnasa 16. 3AK/IIOMUTE/IbHBIE NONOXKEHUA

Cratba 70. O NnpU3HaHUK YTPATUBLLUMMU CUNY OTAENbHbIX 3aKOHOAaTe IbHbIX aKTOB (MNoN0XKeHu
3aKoHoAaTebHbIX aKToB) Poccuiickoii Pegepauum

MpW3HaTb yTPATUBLIMMM CUNY:

1) ®epepanbHbIi 3aKoH oT 22 nioHsA 1998 roaa N 86-93 "O nekapcTBeHHbIX cpeacTeax” (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepauum, 1998, N 26, cT. 3006);

2) ®epepanbHbIi 3aKoH oT 2 AHBapA 2000 roga N 5-d3 "O BHeceHUN U3MEHEHUA U AONOJHEHWIA B
depepanbHbii 3aKoH "O nekapcTBeHHbIx cpeacteax” (CobpaHue 3akoHogaTenbcTBa Poccuiickoi
denepaunn, 2000, N 2, cT. 126);

3) ctaTtblo 40 PepepanbHoro 3akoHa ot 10 sHBapa 2003 roga N 15-®3 "O BHeceHUU U3MEHEHUN U
OONONHEHUI B HEKOTOpble 3aKoHOAaTesNbHble aKTbl Poccuitickolt depepaumm B CBA3U C NPUHATUEM
depepanbHoro 3akoHa "O /MUEH3MPOBAHUM OTAENbHbIX BUAOB AeatenbHoctu" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon deaepaumu, 2003, N 2, cT. 167);

4) ctaTbto 31 PenepanbHoro 3akoHa ot 30 utoHa 2003 roga N 86-®3 "O BHeCEHUU U3MEHEHUI U
OONONHEHWUI B HEKOTOPbIE 3aKOHOZATeNbHble aKTbl Poccuiickon Pepepaumm, NPUHaAHUKU yTPATUBLLMMMU
CUNY OTAENbHbIX 3aKoHOAaTesbHbIX aKToB Poccuitckolt Pepgepaumn, npenocTaBAeHUU OTAENbHbIX
rapaHTUM COTPYLHMKAM OPraHoB BHYTPEHHWUX e/, OPraHOB MO KOHTPOI0 33 060POTOM HAPKOTUYECKUX
CPeacTB U NCUMXOTPOMHbLIX BELLECTB W ynpasgHAemblx denepasbHbiXx OpraHOB Hasno0roBon NoOAWLMK B
CBA3M C OCYLLECTB/IEHMEM Mep MO COBEPLUEHCTBOBAHMUIO rocydapcTBeHHoro ynpasneHua" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepauum, 2003, N 27, cT. 2700);

5) ctaTtbto 101 PegepanbHoOro 3akoHa ot 22 aBrycta 2004 roga N 122-d3 "O BHECEHUN N3MEHEHU
B 3aKoHogaTesibHble aKTbl Poccuitickolt Pepepaumm n NPU3HAHUKU YTPATUBLUMMUM CUY HEKOTOPbIX
3aKOHOZaTe /IbHbIX aKToB Poccuinickon Pepepaummn B cBA3U ¢ NpuHATUEM PeaepanbHblx 3akoHoB "O
BHECEHUM U3MEHEeHUI U gononHeHuit B PeaepanbHbiii 3aKoH "O6 06WMX NPUHLMNAX OpraHM3aLuu
3aKOHOAATeNbHbIX (NpeacTaBUTENbHbLIX) UM UCNOJHUTENbHbIX OPraHOB TrOCYAapCTBEHHOW BAacTu
cybbektoB Poccuiickon depepaumn” u  "O6 o06WMX NpPUHUMNAX OpraHM3auUuMM  MEeCTHOro
camoynpasneHua B Poccuiickoit depepaunn” (CobpaHue 3akoHomaTenbcTBa Poccuitckolt deaepauumy,
2004, N 35, cT. 3607);

6) ctatbio 28 PepepanbHOro 3akoHa ot 18 aekabps 2006 roga N 231-d3 "O BBeaeHUM B AeicTBMe
yacTu ueTBepToli [paxpaHcKoro Koaekca Poccuiickolrt ®epepaumn” (CobpaHue 3aKoHOAATE/bCTBA
Poccuiickol depepaumu, 2006, N 52, cT. 5497).


consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DF90EB5B4E424353A28F64E4583F9E2A73F402CF47B3D8D5C11B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DF90EB5B7EB27353A28F64E4583F9E2A73F402CF47B3C8C5813B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DF004B1B1ED28683020AF424784F6BDA238512CF47E238D5C0FBA74F5gAnCH
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DFA02B6B1EA28683020AF424784F6BDA238512CF47E238D5C0FBA74F5gAnCH
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DF107B5B1EC28683020AF424784F6BDB0380920F57B3E895D1AEC25B3F8DFEFC8A7B8A6131DD7BFg2n1H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DF102B7BDEF28683020AF424784F6BDB0380920F57B3E88541AEC25B3F8DFEFC8A7B8A6131DD7BFg2n1H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DF907B0BCED21353A28F64E4583F9E2A73F402CF47B39885418B320A6E987E3CCBCA6A70C01D5BD22g9n9H
consultantplus://offline/ref=606A0515C8BA5E442E6802D90125851DF004B6BDEE28683020AF424784F6BDB0380920F57B3F8F5A1AEC25B3F8DFEFC8A7B8A6131DD7BFg2n1H

Cratba 71. BctynneHue B cuny Hactoswero PeaepanbHOro 3akoHa

1. Hactoawumit PepepanbHbliii 3aKOH BCTynaeT B cuay ¢ 1 ceHTabpa 2010 roaga.

2. JleKapcTBeHHble CpeacTBa, 3aperncTpMpoBaHHble A0 AHA BCTYM/AEHMA B CUAY HACTOALWEro
denepanbHOro 3aKoHa, NoAneXKaT BKAOYEHMIO B FOCYAAPCTBEHHbIE PEECTPbI JIEKAPCTBEHHbIX CPEACTB C
BHECEHMEM YKasaHHbIX B 4Yactu 1 crtatbu 33 HactoAuwero PeaepanbHOro 3aKoHa cBeAeHWUI 06 3TUX
NIEKAPCTBEHHbIX cpeacTBax 0e3 MNpPOXOXKAeHMA BHOBb MNpouedypbl FOCYyAapCTBEHHOM perncrpaumm
NleKapCTBEHHbIX NpenapaTos.

3. TocyaapcTBEHHAsA perMcTpaums NeKapcTBEHHbIX NPenapaTos, 33 UCKIOYEHMEM JIEKAPCTBEHHbIX
npenapaToB 418 MeAUUMHCKOTo NPUMEHEHMA, NPeaCTaB/eHHbIX Ha YKa3aHHY perucrtpaumio 4o AHA
BCTYNAEHMA B cUy HacTosAwero ®eaepasibHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBUM C HACTOALLMM
denepanbHbIM 3aKOHOM Ha OCHOBAHWWM AOKYMEHTOB M AA@HHbIX, NPeACTaBAEHHbIX A0 AHA BCTYN/IeHUA B
cuny Hactosawero PegepanbHOro 3akoHa.

(8 pea. PepgepanbHoro 3akoHa ot 11.10.2010 N 271-93)

3.1. TocypapcTBEHHas pPerucTpaums JIEKapCTBEHHbIX MpenapaToB Aaa  MeAUMUMHCKOro
NPUMEHEHUA, MNPEACTABAEHHbIX Ha TFOCYAAaPCTBEHHYIO pPErucTpaumio A0 AHA BCTYMJIEHMA B CUNy
HacTosiwero PenepanbHOro 3aKoHa, U roCyAapCTBEHHAA PerucTpauma NeKapcTBEHHbIX NpenapaTos ans
MEeAULMHCKOTO NPUMEHEHUS, NpPeACTaB/NEHHbIX HA 3KCNEepTU3y JIeKAPCTBEHHbIX CPeACcTB A0 [AHA
BCTYNNEHMA B cUAy HacTtoswero PenepasbHOrO 3aKOHA B LENAX MX Moc/ieaytoleit rocyaapcTBeHHoM
pervcTpaumnmn, OCyLLecTBAAKTCA Ha OCHOBAHUM [OKYMEHTOB M [aHHbIX, NPEeACTaB/IEHHbIX A0 AHA
BCTYNNEHMA B cuay Hactoswero ®deaepanbHOro 3aKoHa, a TaKKe 3aABJEHMA O TOCYAapPCTBEHHOM
perucTpaunmn  JIeKapcTBEHHOro rnpenaparta, NpPeAcTaBNeHHOro Mpou3BoAMTeNEeM  JIeKapCTBEHHbIX
npenapaToB AW YNOJHOMOYEHHbBIM UM JIMLOM B COOTBETCTBMM C HacTosAwmuM PegepasibHbiM 3aKOHOM B
YNOJHOMOYEHHbIN depepanbHblii OpraH MCNOAHUTENbHOM BAactM o 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl rocy4apCTBEHHOM MOLLJIMHbBI, NPeAyCMOTPEHHON 3aKoHodaTenbcTBoM Poccuiickol
depepaunn o Hanorax u cbopax.

(yacTtb 3.1 B pea. GeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.2. lMoaTeepXAeHWe TrOCYyAapPCTBEHHOW pernctpauMyM  JIeKapcTBEHHbIX MpenapatoB  Ans
MeANUNHCKOTO NPUMEHEHMA, NPeACTaBAEHHbIX 411 NOATBEPKAEHMA rOCYAAPCTBEHHOW perncTpaumm 4o
OHA BCTYN/eHUs B cuay Hactosuwero PeaepanbHOro 3akoHa, WM NOATBEPXKAEHWE FOCYAAPCTBEHHOWM
PerucTpaumumn NeKapcTBEHHbIX NpenapaToB A8 MeAMUMHCKOrO NPUMEHEHMUA, MNPeACTaBieHHbIX Ha
3KCNepTU3y SIEKAPCTBEHHBIX CPeACTB A0 AHA BCTYNAEHMA B CUAy HacToawero denepanbHOro 3aKoHa B
Uenax nocneayrolero nNoATBEPXKAEHUA WX TOCYAAPCTBEHHOM pPErncTpaumu, OCYLecTBAAOTCA Ha
OCHOBAHWWM [AOKYMEHTOB W [AaHHbIX, MNPEeACTaBNEHHbIX [0 AHA BCTYMJIEHWS B CWJY HACTOALLErO
denepanbHOro 3aKoHa, a TaKKe 3afBNEHUMA O MOATBEPNKAEHWUM TOCYAAPCTBEHHOMN perMcTpauuu
JIeKapCTBEHHOro npenaparta, NpPeAcTaB/leHHOro MPOU3BOAMTENEM JIEKAPCTBEHHbIX MpenapatoB Wau
YNO/JIHOMOYEHHBIM MM  JIMLOM B COOTBETCTBMM C Hactoawmm ®deaepanbHbiIM  3aKOHOM B
YNOJIHOMOYEHHbIN defepanbHblii OpraH MCNOAHUTENbHOM BnactM o 1 mapta 2011 ropa, 6es
TpeboBaHMA ynaaTbl rOCy4apCTBEHHON NOLWAWHBI, NPeayCMOTPEHHOM 3aKoHOAaTeNbCTBOM Poccuiickoi
depepaunn o Hanorax n cbopax.

(yactb 3.2 B pea. GeaepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. MNpuHATME pelweHMa O BHeCeHUu M3MEHEeHUN B AOKYMEHTbI, cogepXxauineca B
PEerncTpauMoHHOM A0Cbe Ha 3aperMCTpMpOBaHHbll71 ﬂEKapCTBEHHbIVI npenapatr agna meaumunHCKoro
npumeHeHnA U npeacrtasaeHHble A0 AHA BCTyN/1€HUMA B CUAYy HaCToALWEero dJe,a,epaanoro 3adKOHa, K
NPUHATUE pelleHnAa O BHECEHUN M3MEHEeHUN B OOKYMEHTbI, coaepKalleeca B permcrpauynoHHoOm Aocbe
Ha 3ape|’MCTpMpOBaHHbIl7| }'IeKapCTBEHHbIﬁ npenapatr A4na MmegnunHCKoro npuMeHeHNA n
npeacrtaBzeHHble Ha 3KCNEPTU3Y J1IEKAPCTBEHHbLIX CpeAacTB A0 AHA BCTYynNaAeHUA B CUY HaACTOALWLEro
d>ep,epaanoro 3adKOHa, OCyLWeCTBNAAKTCA Ha OCHOBAHUM OOKYMEHTOB U AaHHbIX, NpeAacTaB/ieHHbIX A0
AHA BCTynneHnAa B CUAY HactToAwlero dJe,a,epaanoro 3aKOHa, a TaKXe 3aAB/eHUA O BHeCeHUu
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M3MEHEHUA B [AOKYMEHTbl, COoAeprKallmMecs B pPerncrpauMoHHOM [AOCbe Ha 3apPerncTpUpoBaHHbIN
JIeKapCTBEHHbIM npenapaT A8 MegUMUMHCKOro MNpPUMEHEeHUs, NpeacTaB/feHHOro MPOU3BOAUTENEM
NIeKApPCTBEHHbIX NpPenapaToB WAM YNOJHOMOYEHHbIM MM JMLUOM B COOTBETCTBMM C HACTOALMM
depnepanbHbIM 3aKOHOM B YNO/IHOMOYEHHbIN peaepanbHblit OpraH UCNOHUTENIbHOM BacT Ao 1 mapTa
2011 ropma, 6e3 TpeboBaHMA  ynnaTtbl  FOCYAAPCTBEHHOM  MOLWAMHBLI,  NPEAYCMOTPEHHOM
3aKoHoAaTenbcTBOM Poccuiickoi deaepaumm o Hanorax 1 cbopax.

(yacTb 3.3 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.4. Bblgaya paspelweHnit Ha npoBefeHue KAMHUYECKUX WCCNef0BaHWM  IEKAapCTBEHHbIX
npenapaTos AAd MeAULMHCKOrO NPMMEHEHUA MO 3aABJEHUAM, MOAAHHLIM A0 AHA BCTYM/EHUA B CUY
HacToAwwero ®eaepanbHOro 3aKOHa, a TakXkKe No 3aABAEHUAM, NOAAHHbIM MOC/e AHA BCTYNAEHUA B CUY
HacToAwwero ®enepanbHOro 3akoHa Ha OCHOBAHWUKM 3KCNEPTM3, NPOBEAEHHbIX A0 AHA BCTYM/IEHUA B CUNY
HacToAawero degepasbHOro 3aKOHa, OCYLLECTBAAETCA B COOTBETCTBMM C HactoAwmm PegepanbHbim
32aKOHOM Ha OCHOBAHUM AOKYMEHTOB U AaHHbIX, NPeACTaBAEHHbIX MW NOAYYEHHbIX A0 AHA BCTYNAeHUA
B cMny HacToAwero ®eaepasibHOro 3aKOHA, a TaKXKe Ha OCHOBAHUM KOMWK NpeaBapuTenbHOro 4orosopa
06M3aTeNbHOr0  CTPAXOBaHMA  KMU3HM, 340POBbA NALMEHTOB, YYaCTBYHOLWMX B  KAMHUYECKOM
nccnefoBaHMM NEeKapCTBEHHOrO npenapata 4na MeauuMHCKOro NpuUMeHeHuA, AWM KONuKM [0roBopa
00M3aTeNbHOr0  CTPAXOBaHMA  KMU3HM, 340pOBbA  MALMEHTOB, YYACTBYHOWMX B  KAMHUYECKOM
nccnefoBaHNM NEKAPCTBEHHOIO npenapaTta Aaa MegUUMHCKOro NpUMeHeHua, nMbo npeacTaBaeHHOM
KOnuwu forosopa 06sa3aTeNbHOro CTPAXOBaHWUS, 3aK/IOYEHHOIO B COOTBETCTBMM C TUMOBLIMW MPaBUIAMU
00653aTeNbHOr0 CTPAXOBaHUA, C YKasaHMeM MpenenbHOM YMCAEHHOCTM MAUMEHTOB, Y4acTBYHOLIMUX B
KIMHUYECKOM MCCNef0BaHUM NIEKAPCTBEHHOrO MpenapaTa 418 MeAMUMHCKOro npumeHeHusn, 6es
TpeboBaHMA ynnaTbl roCy4apCTBEHHOM MOWAWHBI, NPesyCMOTPEHHOW 3aKOHOAATeNIbCTBOM Poccuiickoit
depnepaunn o Hanorax n cbopax.

(yacTb 3.4 B pea. PeaepanbHoro 3akoHa ot 29.11.2010 N 313-93)

3.5. 3aperncTtpupoBaHHble B WMHOCTPAHHOM BasoTe A0 AHA BCTYNAEHWS B CUJy HaCTOALWLEro
dPepepanbHOro 3aKOHa MpefesibHble  OTMNYCKHble LeHbl  MHOCTPaHHbIX MNpou3BOAUTENEN  Ha
JIeKapCTBEHHbIE MNpenapaTtbl, BK/AOYEHHble B MNepeyeHb MM3HEHHO HEeOobOXOAMMBIX W BaXKHEULWUX
JIeKapCTBEHHbIX NpenapaTos, nogaexaT nepecyety B pybsm no Kypcy LleHTpanbHoro 6aHKka Poccuiickom
depepaunn Ha aaTy, ycTaHoB/AeHHyo MpaBuTenbcTBom Poccuiickoit depepaunmn, 6e3 npeacraBieHus
3aAB/IeHMA O NepecyeTe LeHbl C BHECEHMEM COOTBETCTBYHOLLMX M3SMEHEHUI B FTOCY4apPCTBEHHbIN peecTp
npeaenbHbIX OTNYCKHbIX LEH NPou3BOAUTENE Ha JIeKapCTBEHHble NpenapaTbl, BK/AKOYEHHblE B
nepeyeHb *KU3HEHHO HEOOXOAMMbIX M BarKHEMLLINX NEKAPCTBEHHbIX NPenapaTos.

(yacTb 3.5 BBeaeHa deaepanbHbiMm 3akoHoM oT 11.10.2010 N 271-93)

3.6. 3apernctpupoBaHHble 40 AHA BCTYNAeHMA B cuay HacToswero PegepanbHOro 3akoHa
npeaenbHble OTMNYCKHble UEHbl POCCUMACKMX MNPOM3BOAUTENEN Ha JeKapCTBEHHble npenapaTbl,
BK/IlOYEHHblE B MepeyYeHb KU3HEHHO HeobXoAMMbIX M BaXKHEWWMX NeKapCTBEHHbIX MpPenapaTos,
nognexar mHgekcaumm c 1 Hoabpsa 2010 roga McxoAs M3 MPOrHO3UPYEMOro YPOBHS WHOAAUUMK,
ycTaHoBneHHoro ®epepanbHbiM 3aKoHOM OT 2 aeKkabpsa 2009 roga N 308-d3 "O denepanbHom
6toaxkeTe Ha 2010 roa 1 Ha nnaHoBbIn nepuoa 2011 1 2012 rogos" Ha 2011 roa.

(yacTb 3.6 BBegeHa deaepanbHbim 3akoHOM 0T 11.10.2010 N 271-93)

3.7. Nocne 1 mapta 2011 roga He AoMNycKaloTCa NPOU3BOACTBO U BBO3 B Poccuiickyto Pepepaunto
NIeKapCTBEHHbIX NPENapaToB B YNaKOBKaX C MAapPKMPOBKON, KoTopasa 6blna HaHeceHa A0 AHA BCTYN/JeHUA
B cuny HactoAawero degepasibHOro 3aKoHa. Mo UCTe4YeHMM YKa3aHHOTO CPOKa AaHHble JIEKAapPCTBEHHbIE
npenapaTtbl MOTyT OTMYCKaTbCA, pPeasiM30BbIBaTbCA, NepefaBaTbCA U MPUMEHATLCA A0 WUCTEYEHUA WX
CPOKa rogHOCTMU.

(8 pea. PenepanbHbix 3akoHoB 0T 29.11.2010 N 313-93, 01 06.12.2011 N 409-3)

4. Co gHA BCTynneHUA B cuny Hactoawero ®eaepanbHoro 3akoHa u no 30 anpensa 2011 roaa
BK/IIOYMTENIBHO  [OMYCKAEeTCA NpOBeAeHWEe 3KCNEepPTM3bl JIEKAPCTBEHHbIX CPEACTB  3KCMepTamwu
9KCMEPTHOTO  YYPEKAEHUA [0 MPOXOXKAEHWA UMMM  aTTecTauunm B NOPALKEe, YCTAHOB/NIEHHOM
YNONHOMOYEHHbIM defepanbHbIM OpraHOM UCNONHUTENIbHOW BAaCTy.
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5. Co gHAa BCcTynneHus B cuay Hactosawero PegepanbHoro 3akoHa u no 31 gekabpa 2013 ropa
BK/IIOUMTE/IBHO OCYLLECTBAAETCA Nepexos K NPOM3BOACTBY JIEKAPCTBEHHbIX CPeacTB B COOTBETCTBUM C
npasmMaamm opraHM3aumMm NPOn3BOACTBA M KOHTPO/IA KauecTBa JIEKapCTBEHHbIX CPEeACTB, YKa3aHHbIMM B
yactm 1 cratbm 45 Hactoawero degepanbHOro 3akoHa, B nonHom obbeme. Cpoku nepexosna
NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB K WX MNPOM3BOACTBY B COOTBETCTBUM C KOHKPETHbIMMU
TpeboBaHMAMM AaHHbIX MPaBW/, BKAKOYAA CPOKWU aTTecTauuu YNOAHOMOYEHHbIX /UL, YKa3aHHbIX B
yactax 6 u 7 crtatbm 45 HactoAwero PepepanbHOro 3akoHa, YCTaHaBAMBakTCA [1paBUTENbCTBOM
Poccuitckoit epgepaumn.

6. J/InueH3nn Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeacTB, BblgaHHble Ao 1 aHeBapa 2014 roaa,
aevicteytoT nocne 1 aHeapa 2014 roga A0 UCTEYEHUS CPOKA UX AENCTBMA MPU YCOBUM COOTBETCTBMA
AMUEeH3MaTa npasmaam OpraHusaumMm nPom3BOACTBA U KOHTPOJA KAvecTBa JIEKAPCTBEHHbIX CPeacTs,
YKa3aHHbIM B Yacth 1 ctatbu 45 HacToAwero PenepansHOro 3akoHa.

7. ®opmnpoBaHMe rocyaapCTBEHHOIO 334aHMA Ha NpPOBeAEeHWEe IKCMEepPTU3bl SIeKAPCTBEHHbIX
cpeacts denepanbHOMY rocyaapcTBEHHOMY OHOAMKETHOMY YUYpPEKAEHUIO MO MPOBEAEHUIO SKCMNEPTU3bI
NIeKapPCTBEHHbIX CpeacTB U PpuHaHcoBoe obecneyeHne BbIMOAHEHWA 3TOTO 3a4aHMA OCYLLECTBAAIOTCA B
nopsake, ycraHoBieHHOM degepanbHbiIM 3aKoHOM oOT 12 dAHBaps 1996 rogpa N 7-®3 "O
HEKOMMEPYECKMX OpraHn3aumax".

(yacTb 7 BBeAeHa PeaepanbHbiM 3aKoHOM 0T 29.11.2010 N 313-93)

MNpe3sunaenHt
Poccuiickoin Pepepaumu
O.MEOBELEB
MockBa, Kpemnb

12 anpensa 2010 ropa

N 61-®3
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