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OG6 yTBepKIeHHH NOPIAKA MeXKBeIOMCTBEHHOr0
HHGOPMAINOHHOTO B3aHMOAEHCTBHS N0 MPEIOCTABICHHIO MHHHCTEpPCTBOM
3apaBooxpanenus Poccuiickoii ®enepaunn MHHHCTEPCTBY NPOMBILLICHHOCTH
n Toprosiu Poccuiickoii ®@enepanuy cBeAeHHi 0 JeKaPCTBEHHBIX CPeICTBAX,
yKa3aHHbLIX B 4acTH 5 craThl 18 @enepanbHoro 3akona ot 12 anpeas 2010 r.
Ne 61-®3 «O06 oOpaiieHHH JIEKAPCTBEHHBIX CPEACTB»

B coorBercTBMH ¢ yacThio 2.1 cratem 45  @enepallbHOTO  3aKOHA
or 12 ampens 2010 r. Ne 61-®3 «OO6 oOpallleHUH JIEKAPCTBEHHBIX CPCACTB»
(Cobpanne 3axkoHOmarTenbcTBa Poccuiickon ®enepaunn, 2010, Ne 16, ct. 1815; 2022,
Ne 29, cr. 5278), noxnynkramu 5.8.14 u 5.8.18 mynkTa 5 IlonoxeHus o MHUHHCTEPCTBE
MpoMbIllVIeHHocTH ¥ ToproBnd  Poccmiickoii  Penepanuy,  yTBEPKICHHOTO
nocraHosienneM IlpapurensctBa Poccuiickoli @enepauuu 0T 5 HIOHA 2008 .
Ne 438 (Cobpanue 3akoHomatenbcTsa Poccuiickoit Desepanuy, 2008, Ne 24, cT. 2868,
2015, Ne 40, cr. 5563), noamynktom 5.5.23 mynkra 5 Ilonoxenust o MuHHCTEpCTBE
3npaBooxpaHennss  Poccuiickodf ~ Qenepaumy, — YTBEPKIEHHOTO  MOCTAHOBJICHHEM
ITpaButensctBa Poccuiickoii ®emepauuu ot 19 HioHA 2012 r. Ne 608 (Cobpanue

3akoHOAaTeNnbeTBa Poccuiickoii ®enepanun, 2012, Ne 26, ¢1. 3526), npr K a3 bl Balo:




YTBEPAUTh TpHIAraeMbiii MOPAJOK MEXBEAOMCTBEHHOr0 HWH()OPMaLMOHHOIO
B3aUMOJIEMCTBUS 10 MPeNOCTaBIeHUI0 MUHUCTEPCTBOM 31paBooxXpaHeHus Poccuiickoi
denepauyn MUHUCTEPCTBY IMPOMBIIIIEHHOCTH W ToproBiu Poccumiickoit denepaumn
CBEJICHUH O JIEKapCTBEHHBIX CPEJICTBAX, YKa3aHHBIX B yacTu 5 ctatbu 18 denepaibHOro

3akoHa ot 12 anpesst 2010 r. Ne 61-®3 «O6 obpariieHHH JeKapCTBEHHBIX CPEACTBY.
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ITopsiaok MexBeAOMCTBEHHOr0 HHPOPMANIHOHHOTO B3aHMO/1eHiCTBHS
no npeaocraBjaeHui0 MuUHHCTEpCTBOM 31paBooxpaHenusi Poccuiickoilt Pegepanuu
MmuHHCTepcTBY NPOMBINIJIEHHOCTH H TOproB.in Poccuiickoil Menepanuu
CBe/ICHHH 0 JIEKAPCTBEHHBIX CPe/ICTBaX, YKA3aHHBIX B 4acTH 5 craThu 18
®enepanabHoro 3akona or 12 anpeas 2010 r. Ne 61-@3
«00 oOpameHnH JeKapCTBEHHBIX CPeACTB

I. MHHHUCTEPCTBO TNPOMBIIIIEHHOCTA W ToproBiu Poccuiickodt  ®Denepanuu
JUIS LeJIe JIMLIEH3UPOBaHUs NPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB JUISi MEAULUMHCKOIO
NIPUMEHEHUS M MHCIEKTUPOBAHUS CYOBEKTOB OOpallleHus JIeKapCTBEHHBIX CPEACTB
Ha COOTBETCTBHE TPEeOOBAaHUSAM TMpaBWJI HAAJIEXKAIEH MPOU3BOIACTBEHHON MPAKTUKH,
YTBEP)KAEHHbIX TpHKa3oM MHUHMCTEpCTBA MPOMBIIUIEHHOCTH U TOproBiu Poccuiickoi
®enepaunu ot 14 utons 2013 r. Ne 916 «O6 yrtBepxnenuu IlpaBun Hamnexaien
NIPOM3BOACTBEHHOW  MpaKTHKW»  (3aperucTpupoBaH  MHHHCTEPCTBOM  IOCTULIMHU
Poccuiickoir ®enepauum 10 centsadps 2013 1., peructpaunoHHsldi Ne 29938),
C  HM3MCHEHHWSMH, BHECEHHbBIMM NpHUKa3oM MHUHHUCTEPCTBA  MPOMBILLTICHHOCTH
u TtoproBiu Poccuiickoii ®enepaumu ot 18 gexkabps 2015 r. Ne 4148
(3apeructpupoBaH MuHHUCTEPCTBOM FOCTULIUHN Poccuiickoit ®enepauun
28 pexabps 2015 r., perucTpauuoHHbii  Ne 40323), HampaBiseT B anpec
MuHnctepcTBa 3npa560xpaHeHHﬂ Poccuiickoit ®enepanuu 3anpoc B mUCbMeHHOH popme
MIOCPECTBOM  MEXBEJOMCTBEHHOTO  DIEKTPOHHOIO JOKyMEHT0000pOTa, TOYTOBOM
KOppecroHJeHUMerd WU Qenbaberepckoil CBA3bIO (Jajee — 3ampoc), B KOTOPOM
YKa3bIBaIOTCS:

a) N0JIHOE HAUMEHOBAaHUE TTPOU3BOIUTENS JIEKAPCTBEHHOI'O CPEACTBA, B OTHOUIEHUH

KOTOPOI'O HallpaBJICH 3aIlpoC;




6) HauMeHOBaHHE JIEKAPCTBEHHOT'O CPEJICTBA, B COOTBETCTBUH C PETMCTPAMOHHBIM
yIocTOBepeHHeM W (WIM) TOCYOApCTBEHHBIM pEECTPOM JIEKAPCTBEHHBIX CPENCTB
JUTS. METUIIMHCKOTO TIpHMeHeH s |;

B) HaWMEHOBaHHE M ajJpec MPOU3BOIACTBEHHOH IUIOIIAAKH JIEKAPCTBEHHOIO
cpencrtBa (azpeca IPOU3BOJCTBEHHBIX INUIOIAAOK), B OTHOIIEHHM KOTOPOIO HaIpaBiicH
3aIpoc;

I') PEKBH3UTHl PErMCTPAOHHOTO YIOCTOBEPEHMs JIEKAPCTBEHHOIO IIpenapara
IUISL METUIMHCKOTO TIpUMeHeHUs (IIpY HaU4HH);

1) TiepeveHb 3ampalliBaeMBIX JOKYMEHTOB M CBEJIEHHH C YKa3aHMEM CCBUIKH
Ha KOHKPETHYIO CTPYKTYPHYIO enuHuIly (IIepedeHb CTPYKTYPHBIX €AWHHMI]) 4YacTH 5
cratbu 18 ®emepansnoro 3akona ot 12 ampems 2010 r. Ne 61-®3 «O6 obpamenun
JIeKApCTBEHHBIX CPEICTB»Z,

2. CrpykTypHOe mnojpasfeneHde MuHuCTepcTBa 3[paBoOOXpaHeHus Poccuiickoi
®enepanuy, OTBETCTBEHHOE 3a IpHEM JOKYMEHTOB, B TedeHne | pabGodyero
IHS CO JHA TIOCTYIUIEHHWS 3alpoca PErucTpUpyeT ero B CHUCTEME JEIONpPOH3BOJICTBA
MunuucrepctBa  3apaBooxpaHeHus — Poccuiickoii  @enepanup M HampaBiseT
Ha paccMOoTpeHue B JlemapTaMeHT peryjiupoBaHMs 06pa11ieHn;1 JIEKApCTBEHHBIX CPEJCTB
¥ MEIMLMHCKUX U3Zeanii MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoi @enepauuu.

3. JlemapTaMeHT peryJqupoBaHMs oOOpalleHHs JIEKapCTBEHHBIX  CPEICTB
¥ MeIUIMHCKHX u3nenuii MunHucrepcTBa 31paBooxpaHeHUs Poccumiickori Penepanuu
B TeueHHe 1 paboyero AHA cO OHs MOCTYIUIEHHUS 3alpoca:

a) IPOBOAUT NPOBEPKY 3aIpoca Ha COOTBETCTBHE €ro IMYHKTY 1 HacTosmiero
IMopsoka W  AaHHBIM  TOCYJAapCTBEHHOIO  pPeecTpa  JIEKAPCTBEHHBIX  CPENCTB
IUISI MEAUIUHCKOTO IIPUMEHEHNS,

0) B CIlyuae BBISBICHHS HECOOTBETCTBHUS 3ampoca MyHKTY 1 Hacrosero Ilopsimka

)51 (PIJ'IH) JaHHBIM I'OCyJapCTBEHHOI0 pe€ecTpa JEKapCTBEHHBIX CPEACTB A METUIIUHCKOTO

Ipukas MunucTepcTBa 31paBooxpanenus Poccuitckoi ®eneparyy ot 9 despans 2016 r. Ne 801 «O6 yrBepkAeHHH NIOPAIKA
BEICHUA TOCY/APCTBEHHOTO PEECTpa JIEKapCTBEHHBIX CPEACTB JUIA MEIHUMHCKOrO NpHMEHEHHs» (3aperHcTpHpoBaH
MuuucTepcTBOM tocTHuEM Poccuiickoit ®enepammu 21 Mapra 2016 r., pernctpauuoHHbii Ne 41471) ¢ H3MEHeHHeM,
BHECEHHBIM MpHKa3oM MHUHHCTepCTBa 3IpaBoOXpaHeHms Poccuiickodt ®epmepamuu oT 23 centsGps 2016 r. Ne 731m
(3aperucTpupoBan MuHucTepcTBOM IOCTHIMH Poccuiickoit ®enepaumu 4 okTaA6ps 2016 r., perucTpaunoHHsL# Ne 43894).

2 Cobpanue 3aKoHonarebcTBa Poccuiickoit @enepauun, 2010, Ne 16, cr. 1815; 2019, Ne 52, cr. 7780.




MpUMEHeHUs  o0ecreYyrMBaeT  HalpaBlieHWe  [OCPEACTBOM  MEXBEIOMCTBEHHOIO
3JIEKTPOHHOTO TOKYMEHTOO0OpOTa, MOYTOBON KOppecmoHAeHLUMeH WUiIu (esbACBA3BIO
B MUHUCTEpPCTBO MNPOMBILIIEHHOCTH W ToproBinu Poccuiickoil Penepanuu nucema
00 oTKaze B MpPeJOCTABJICHUM 3anpalllMBacMbiX JOKYMEHTOB M CBEIACHHUH C YKa3aHUEM
NIPUYHMH OTKa3a;

B) MpH YCTAHOBIEHHM COOTBETCTBHS 3ampoca MyHKTy | Hacrosuero [lopsaka
U JaHHBIM T[OCYJApCTBEHHOIO peecTpa JEKAPCTBEHHBIX CPEACTB IS MEIULUHCKOrOo
IIPUMEHEHHs TEPEeHanpaBiisieT 3arnpoc B ¢eepalbHOe TroCyJapCTBEHHOE OOKeTHOe
yupexaeHue «Hay4Hbii LEHTp 3KCIEepTU3bl CPEACTB MENULUHCKOIO IPUMEHEHHS»
MunucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®expepauuu (gajiee — 3KCIIEPTHOE
yupexeHue), obecrnedyuBaloniee XpaHEHHE [OKYMEHTOB PETUCTPALIMOHHOIO J0Che
JIeKapCTBEHHOro TMpenapara A MEJHLUHCKOTO TNPUMEHEHHUsS W HHBIX JOKYMEHTOB,
CBfI3aHHBIX C MpOLEAYPOH TOCYAApCTBEHHOM DPErMCTpalliy JIEKApCTBEHHOIO Ipernapara
JUIS MEMLIMHCKOTO [IPUMEHEHUS .

4. DxcriepTHOe yupexIeHHe B TedeHue 3 pabouux AHEH co JAHA MoJydeHMs 3ampoca
B COOTBETCTBUM C TOANYHKTOM «B» IyHKTa 3 Hacrosiuero Ilopsika Hanpasiser
B MuHucrepctBo 3ApaBooxpaHeHus Poccuiickod ®Denepauuu  3anpaiivBaeMble
MUHUCTEPCTBOM MPOMBILITIEHHOCTY U TOproBnv Poccuiickoir Penepaunu CBeICHHUS
M JOKYMEHTbl (KOMIUIEKT IOKYMEHTOB), 3aBEPEHHbIE YIOJHOMOUYEHHBIM JIMLIOM
JKCIIEPTHOTO YUPEXKACHHUS, C IPHUIOKEHHUEM ONKCH TOKYMEHTOB.

5. MunucrepetBo 3apaBooxpaHeHust Poccuiickoit Penepauuy B CyTOYHBIM CPOK
CO [OHA TIIOJNYyYEHHUS OT IKCHEPTHOTO YUYPEXKIEHUS HOKYMEHTOB, YKa3aHHBIX
B nyHkTte 4 Hacroswero [lopsaka, HampaBnseT AaHHbie AOKYMEHTbI U CBEICHUS
B MHHUCTEPCTBO MPOMBILUIEHHOCTH U TOproeiu Poccuiickoit denepauuu B NUCbMEHHON

dbopMe TOCPEACTBOM MOYTOBONW KOPPECTIOHAEHLUUH UMM (aKCUMUNBHOW  CBS3M

* TIyHKT 5 mopsaka MpeacTaBNeHus AOKYMEHTOB, U3 KOTOPbIX (OPMUPYETCS PErUCTPAlMOHHOE 10ChE HA JIEKAPCTBEHHbIN
npenapar Ajs MEAUUMHCKOrO MPUMEHEHHs B LUENAX €ro FOCyJapCTBEHHOH perucTpaluy, NpvBEJEHHOro B NpUIoXeHUH Ne 3
K mpukazy MwuHuctepctBa 3apaBooxpaHeHus Poccuiickoit ®enepaiyn ot 12 utong 2017 r. Ne 409H (3apeructTpuposan
MunucrepcrsoM toctuumu Poccuiickoit ®enepaunn 8 aBrycra 2017 r., peructpauuoHHbiit Ne 47706), ¢ v3MeHeHUAMMU,
BHECEHHLIMM MNpWKazaMH MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®egepaunu ot 26  despans 2019 .
Ne 97u (3apeructpupoBaH Munncrepctsom toctumn Poccuiickoii ®epepaunu 28 mapra 2019 r., perucTpaumoHHbiit

Ne 54202) » or 9 wmons 2020 r. Ne561u (3apernctpupoBan MunucTepcTBOM toctuuuK Poccuiickoit ®enepaumu
4 centabps 2020 r., peructpauroHHblii Ne 59664). :




WIM HApO4YHOro OTHPaBI€HUA C OJHOBPEMEHHBIM YBEJOMIIEHHEM  JepiKaTens
WIM BJajeNiblia PEerucTpalliOHHOINO YJIOCTOBEPEHHs JIEKAPCTBEHHOTO IMpernapara
O MPEeJOCTaBJICHUH COOTBETCTBYIOLICH WHQpopManyu MHHHCTEPCTBY TPOMBILUIEHHOCTH

1 Toprosiu Poccutickoit Menepanuiu.




