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OO6 yTBepKIeHHM NOPAAKA NpeICTABJICHHS
MunncrepeTBoM 3apaBooxpaHenus Poccuiickoilt Penepannn
o 3anpocy MuHHCTepCTBa NPOMBINLIEHHOCTH H TOprosJiu Poccuiickoii ®enepanuu
CBe/IeHH i 0 JIEKaPCTBEHHBIX CPeACTBaX VI MEAHIHHCKOro NpHMEHEeHHs
(B TOM 4HCIE B CiIy4ae, €C/IH TAKHE CBeJeHHS COCTABJIAIOT KOMMEPUYECKYIO TalHy)
B PaMKaXx MeKBeIOMCTBEHHOIo HHGOPMAaNlHOHHOI0 B3aHMOAEHCTBHSA

B cooTBeTCTBHY C YacThio 2! cTaTeu 45 ®enepansHoro 3akona ot 12 anpens 2010 r.
Ne 61-0P3 «O0 oOpailleHHH JIeKapCTBEHHBIX CPeACTB», moanmyHkramu 5.8.14 m 5.8.18
nmyHkta S5 IlonmoxeHuss o  MuHHCTEpCTBE IPOMBINUIEHHOCTH M TOProBIIM
Poccuiickoit ~ @epepanuu,  YTBEpXKICHHOTO  IocTaHOBIeHMeM  IIpaBurenscTBa
Poccuiickoit ®enepanuu or 5 mronsa 2008 r. Ne 438, moamynkramu 5.2.151° u 5.5.23
nyHkTa 5 ITlonmoxenus o MuHucCTepcTBe 31paBooxpaHeHHs Poccuiickon Denepalvu,
YTBEp)KJIEHHOr0  moctaHoBieHneM  IlpaBurensctBa  Poccuiickoii ~ Penepanuun
oT 19 mrons 2012 r. Ne 608, npu ka3 s BaeM:

1. VrBepauTe IpHiaraeMbiii MOpSOOK  MpeACTaBICHHs  MHHHCTEPCTBOM
3npaBooxpanenus Poccuiickoit @eaepanuu no 3anpocy MUHHUCTEPCTBA IIPOMBIIIIJIEHHOCTH
u toproBnu Poccuiickoii @epepalM CBEACHHH O JIEKAPCTBEHHBIX CpEACTBax
TS MEJUIIMHCKOTO IPUMEHEHUS (B TOM YHCIIE B ClIy4ae, €CIIM TaKHe CBEICHHS COCTABIAIOT
KOMMEpYEeCKyl0 TaiiHy) B  paMKaXx MeXBeIOMCTBEHHOIO  HH(OPMALUOHHOIO
B3aMMOJIEHCTBHUS.

2. Hacrosumii npyKa3 BCTYNaeT B CHIy 10 UCTEYECHUH NECATH AHEH IMOCie JAHS €ro

opuLHaTBEHOrO OMyOIHKOBaHN.
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3. IlpusHaTh YTpaTWMBIIMM CHJIY [PHKA3 MUHHCTEPCTBA IMPOMBIILIEHHOCTH
u Toprosnu  Poccuiickoit ®enepamuu ¥ MuUHHCTEpCTBA  31PaBOOXPaHEHHs
Poccutickoit @enepauun ot 30 centsdpst 2022 r. Ne 4136/640u «O6 yTBep) I€HMH HOPSAKA
MEXBEIOMCTBEHHOIO  MH(QOPMAIIMOHHOTO  B3aWMOJEHCTBHA IO  NPELOCTABJIECHHUIO
MunucrepctBoM  3apaBooxpaHeHHs — Poccmiickoit  ®@epmepammm MEHHCTEPCTBY
IIPOMBILUIEHHOCTH M Toprosiu Poccuiickoit ®enepanuu CBeACHHH O JI€KapCTBEHHBIX
CpeACTBaxX, yKa3aHHBIX B 4acTH 5 ctatbu 18 ®enmepanbHoro 3akoHa ot 12 ampens 2010 r.
Ne 61-03 «O6 obpareHun JIeKapCTBEHHEIX CPEACTBY (3aperucTprpoBaH MUHUCTEPCTBOM

toctunu Poccniickoit @epepanuu 27 oktabpst 2022 r., perucrpaunoHusiii Ne 70718).

MuHUCTp NPeMBRWIEHHOCTHA U TOPTOBIX MuHHACTp 3ApaBOOXpaHEHUS
Poccuiicygoit Oenepanun Poccuiickoi @engpauuu

A.A. AnuxaHoB A. Mypaiiko




YTBEPXIEH

npuka3zoM Munnpomropra Poccun
1 Munzapasa Poccuu

or_ZMyemd.  Ne5TYl Y05k

Iopsgok npeacTaBieHuss MUHHCTEPCTBOM 3paBOOXpaHEeHHS
Poccuiickoii @eaepanun no 3anpocy MUHHCTEpPCTBa NPOMBILIJICHHOCTH H TOPrOBJIH
Poccuiickoii @eaepauyu cBeeHNH 0 JeKapPCTBEHHBIX CPEACTBAX AJisl MeIHUHHCKOI0

NpUMeHeHHs (B TOM YHCJIE B CJIyyae, eCJIH TaKHe CBeIeHHS COCTABJISIIOT
KOMMepP4YeCcKYI0 TaliHy) B paMKax Me;KBeIOMCTBEHHOIO
HH(GOPMALIHOHHOI0 B3aHMOAeHCTBHA

1. MunucTepcTBO MPOMBILUIEHHOCTH U TOproeiy Poccuiickoi eneparwiy 1)1 Lelnei
JTHULIEH3UPOBaHMA MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB I MEOUIIMHCKOTO IIPUMEHEHUS
¥ MHCIIEKTUPOBaHUSA CyOBEKTOB OOpalleHus JIEKapCTBEHHBIX CPEICTB Ha COOTBETCTBHE
TpeboBaHusM IlpaBun Hagnmexamiedl NPOU3BOACTBEHHON IIPAaKTHUKH, YTBEPKACHHBIX
npuka3oM MuHHMCTepCTBa IPOMBILUIEHHOCTH M TOoproBiM Poccuiickort ®Pexpepauyu
ot 14 mrons 2013 r. Ne 916 «O6 yrBepxnenun IIpaBun Hagnexaiei npou3BOACTBEHHON
IpaKTHKW» (3aperucTpupoBaH MuHuctepcTBoM loctuuuu Poccuiickoit ®enepainuu
10 centsa6ps 2013 r., peructpaumoHHblr Ne 29938), ¢ H3MeHEHHMAMH, BHECCHHBIMU
npuKa3oM MuHKcTepcTBA NPOMBIIIIEHHOCTH M ToproBiu Poccuiickoii ®epepaunu
or 18 npexabpa 2015 r. Ne 4148 (3apeructpupoBaH MUHHCTEPCTBOM IOCTHUIMU
Poccmiickoit ®enepanuu 28 nexabpsa 2015 r., peructpanonssid Ne 40323), HanpasisieT
B afipec MunucTepcTBa 3apaBooxpaneHns Poccuiickoi enepaiyy 3anpoc B 3J€KTPOHHOMN
dbopMe  TNOCPEACTBOM  MEXBEAOMCTBEHHOTO  3JIEKTPOHHOIO  JOKyMEHTOO0OpOoTa
WIH B  IUCBMEHHOW  (QopMe  IOCPeACTBOM  IOYTOBOM  KOPPECIOHAEHIHNH
WU eNbaberepcKoil CBA3BIO (J1anee — 3alpoc), B KOTOPOM YKa3BbIBaIOTCSI:

a) IOJHOe HaUMEeHOBaHUe MPOU3BOIUTEIIA JIEKAPCTBEHHOI'O CPEACTBA, B OTHOLLIEHHH

KOTOpPOI'0O HArpaBsJICH 3aIIpocC,
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6) HauMeHOBaHME JIEKAPCTBEHHOTO CPEJCTBA B COOTBETCTBUH C PETHCTPAIIMOHHBIM
yIOCTOBepeHHEM M (MIHM) TOCYJAapCTBEHHBIM pPEECTPOM JICKApPCTBEHHBIX CPEICTB
71 MEIULIMHCKOTO IIpUMeHeH s ' ;

B) HaMMEHOBaHWE U aJpec TMPOU3BOJCTBEHHON IUIOMIAAKHA JIEKAPCTBEHHOTO
cpeactBa (ampeca IPOM3BOIACTBEHHBIX IUIONIANIOK), B  OTHOLICHUH KOTOPOTO
HaIlpaBJIE€H 3aIpoc;

I') PEeKBH3UTHl PETHCTPAllMOHHOTO YIOCTOBEPEHHUS JIEKApPCTBEHHOrO IMpernapara
IUTSE MEOUIMHCKOT'O NpUMEHEH N (TIpY HATUYHUK ),

1) IepeucHb 3alpalluBaEMbIX CBEIECHUI C YKa3zaHUEM CCBUIKH
Ha KOHKDETHYIO CTPYKTYPHYIO €IMHHMIly (IepedeHb CTPYKTYypHBIX E€IMHHI) 4YacTd 2'
cratb 45 ®enepansHoro 3akoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 obpamenun
JIeKapCTBEHHBIX CPEACTBY.

2. MunncrepcTso 3apaBooxpanenus Poccuiickoii @enepanuy B TedeHue 2 paboumx
IOHe# co JHS MOCTYIUIEHUS 3aIpoca:

a) PpEerucTpUpyeT 3alpoc H MPOBONUT €ro NPOBEPKY Ha COOTBETCTBUE IYHKTY |
Hactosuiero Ilopsanka;

0) B ciydae BBIABJIEHHS HECOOTBETCTBHS 3ampoca IMyHKTy 1 Hacrosiero Ilopsaxa
obecrieurBaeT HampaBJICHHE B 3JEKTPOHHON (opMe IMOCPEACTBOM MEXBEIOMCTBEHHOIO
3JIEKTPOHHOIO HOKYMEHTOO0OpOTa WM B IUCHMEHHON (OpMe MOCPEACTBOM MOYTOBOM
KOPPECTIOHJICHIIUH WIH (PenbAberepckoil CBA3b0 B MUHHCTEPCTBO NPOMBILIIEHHOCTH
U ToproBnu Poccuiickoit ®@enmepamuu mucekMa 00 OTKase B IPEAOCTAaBICHHU
3alpallyBaeMbIX CBEACHUH C yKa3aHUEM IIPUYHH OTKa3a,

B) IpH YCTaHOBJIEHHH COOTBETCTBHA 3ampoca IMyHKTy | Hacrosuero Ilopsnxa
HAIpaBJIseT 3anpoc Ha OyMaXkHOM HOCHTeNe IOCPEACTBOM IOYTOBOM KOPPECHOHIEHIHH
B ezepasibHOE rocyJapcTBeHHOE OrokeTHOE yupexaeHue « HayuHsli LEHTP SKCIIEPTU3EI
CPeACTB MEAMIMHCKOrO0 NpHUMeHeHHs» MHUHHCTepCTBa 31paBooxpaHeHHs Poccuiickoit

denepaunu (aanee — IKCIEPTHOE YUPEXKISHUE), oOecrieynBaroiiee XpaHeHne JOKYMEHTOB

! TIpukas MusKCTEpCTBa 30paBooXpaHenns Poccuiickoi ®enepauuu ot 9 despans 2016 r. Ne 801 «O6 yTBepIeHHN IOPSAIKA
BEICHHA TOCYJApPCTBEHHOTO DEEeCTpa JEKapCTBEHHBIX CPEIOCTB IS MEIUIMHCKOrO HNPHMEHEHH» (3apEeTHCTPHPOBAH
MunucrepeTBoM rocTrimd Poccutickoii depepanun 21 mapta 2016 r., peructparmonssiii Ne 41471) ¢ usMeHeHHEM, BHECEHHBIM
npukazoM MuHHCTepcTBa 3apaBooxpaHenns Poccmiickoit @enepanuu ot 23 ceHrabpa 2016 r. Ne 731H (3aperucTpupoBaH
MunucrepetBoM roctunmu Poccuiickoit @enepauun 4 oxra0pa 2016 r., perucTpaioHHbIN Ne 43894).




PEeTUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOIO INpenapara AN MEIUIIMHCKOTO IMpUMEHEHHS
M WHBIX [JOKYMEHTOB, CBA3aHHBIX C IHPOLENYPOH TIOCYHApCTBEHHON pEernCTpalluu
JIEKapCTBEHHOIO IIpenapara i MeIHLMHCKOTO IPUMEHEHHS.

3. DKcnepTHOe yupexieHHe B TeueHHe 3 pabounx AHel Co THS MONyYeHUs 3a1poca
B COOTBETCTBHM C IIOJIYHKTOM «B» IyHKTa 2 Hacrosmero Ilopsaka Hampamiser
IIOCPEACTBOM IIOYTOBOM KOPPECIOHACHLIMM B MUHHCTEPCTBO 3ApaBOOXpaHEHUs
Poccuiickoit  @epepamy  3anpaindBaeMble  MHMHHCTEPCTBOM  IPOMEBIIILIEHHOCTH
u Toprosiu Poccuiickoit @enepaiiuu CBeeHUS.

4. MunucrepctBo 3apaBooxpaHeHus Poccuiickoit ®epepanud B TeUEHUE
2 pabouux AHe# co IHS MOIyYeHHS OT IKCIEPTHOTO YUPEXKIECHHS CBENCHWMH, YKa3aHHBIX
B nmyHKTe 3 Hacrosmero Ilopsaka, HanpaBiseT ux B MUHHUCTEPCTBO ITPOMBIIUIEHHOCTH
u toproBmu Poccuiickoit ®enepauuu B ONEKTPOHHON (QopMme HOCPEACTBOM
MEXBEIOMCTBEHHOI'0 JJIEKTPOHHOIO JOKYMEHTOOOOpPOTa WM B MHCBMEHHOH Qopme
IIOCPEJCTBOM MTOYTOBOM KOPPECITOHIEHIIUU WITH (ebIberepcKoii CBA3bIO0.

B cnyyae ecnu HampaBiseMble CBEIEHHS COnepKaT HHYOPMANHUIO, COCTABIAOILYIO
KOMMeEpUeCKylo TailHy, MuHucrepcTBO 3apaBooxpaHeHus Poccuiickoit ®enepauuu
HamnpapisdeT JepXkareno HWIM  BIaJENbLly  PETUCTPAlAOHHOIO  YJOCTOBEPEHHS
JIeKapCTBEHHOTO TIperiapara s MEIUIMHCKOrO IMpHMEHEHHs YyBeAOMIIEHHE 00 HX
npeaocTaBieHud MHUHHUCTEPCTBY MPOMBILUIEHHOCTH UM TOprosiu Poccuiickoit ®enepanuu
B COOTBETCTBHMH ¢ 4YacTeio 3.1 crathu 6 DenepanpHoro 3axkona or 29 mwout 2004 r.

Ne 98-D3 «O xoMMepueckoil TaliHe».




