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006 yTBepKAEHHH NOPAIKA MEKBEIOMCTBEHHOI0

nHGOPMAIMOHHOT0 B3aHMOAEHCTBHUS 110 NPEI0CTABIEHHIO MHHHCTEPCTBOM
3apaBooxpanenus Poccuiickoii @enepauun MuHHCTEPCTBY NPOMBIHMIIEHHOCTH
u Toprosiu Poccuiickoii ®enepanun cBeAeHHi 0 JJeKAPCTBEHHbIX CPE1CTBAX,
YKAa3aHHBIX B 4acTH 5 craThi 18 @eepaibHOI0 3aKOHA OT 12 anpeas 2010 r.
Ne 61-@3 «O6 obpamieHHH J€KAPCTBEHHLIX CPEACTE

B coorBeTcTBMM ¢ yacTeto 2.1 cratem 45 @enpepanbHOro  3aKOHa
or 12 ampens 2010 r. Ne 61-®3 «OG oOpalieHun JEKapCTBEHHBIX CPEICTBY
(Cobpanune 3akoHOIaTeNbCTBa PoccHiCKOM ®enepauun, 2010, Ne 16, ct. 1815; 2022,
Ne 29, ct. 5278), nognyHkTaMu 5.8.14 u 5.8.18 mynkra 5 Ilonoxenus o MUHHCTEpCTBE
MpoMbIIVIeHHoCTH ¥ ToproBnu  Poccuiickoit  Denepanuy,  yTBEPKICHHOTO
nocraHosiienreM IIpaBurensctBa Poccuiickoli Penepaiud 0T 5 HIOHA 2008 .
Ne 438 (Cobpanue 3akoHomatenbcTBa Poccuiickoin dezepanuy, 2008, Ne 24, ct. 2868,
2015, Ne 40, ct. 5563), nomnyskrom 5.5.23 myHkTa 5 Ilonoxenus o MuHuctepcTBe
3paBooxXpanenuss  Poccuiickoii  eneparuu,  YTBEPXKICHHOTO  MOCTAHOBJICHUEM
ITpaButensctBa Poccuiickoi @Penepaipu oT 19 HIOHA 2012 r. Ne 608 (Cobpanue

3aKoHomaTenbcTBa Poccuiickoit ®emeparmu, 2012, Ne 26, c1. 3526), TpH K a3 bl B  10:




YTBECPAUTD npunaraeMmﬁ NOpSAagOK MEXBEAOMCTBEHHOI'O I/lH(i)OpMaU,I/IOHHOF 0

B3aMMOJICHCTBUS MO TpefocTaBieHn0 MUHUCTEPCTBOM 37paBooxpaHeHHus Poccuiickoi

®denepamn MUHUCTEPCTBY MPOMBILUIEHHOCTH M TOproeiau Poccuiickoit Denepaumn

CBEJICHHWH O JIEKQpCTBEHHBIX CPEJICTBAX, YKA3aHHBIX B 4acTH 5 ctathk 18 PenepanbHOro

3akoHa ot 12 anpens 2010 r. Ne 61-03 «O6 obpalieHnu JIeKapCTBEHHbIX CPEACTBY.
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Ilopsinok MekBeAOMCTBEHHOT0 HH(POPMANHOHHOIO B3aUMO1eHCTBUSA
no npeaocraBieHuio MunuctepeTBom 3apaBooxpanenusi Poccuiickoi ®eaepauun
MmuHucTEepCTBY NPOMBILIIEHHOCTH H TOProBJin Poccuiickoit Menepanuu
CBe/IeHHH 0 JIeKaAPCTBEHHBIX CPEACTBAX, YKA3aHHBIX B 4aCcTH 5 ctaTthu 18
®PegepabHOro 3akoHa ot 12 anpeas 2010 r. Ne 61-@3
«(00 oOpameHNH JJeKAPCTBEHHBIX CPeACTB

|. MHHUCTEpCTBO MpPOMBILUIEHHOCTA MW ToproBau Poccuiickoit  Penepaunu
JUISL LeJIed NTULEH3UPOBAHUS MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB JJisl MEAULIMHCKOTO
IIPUMEHEHUSI W HWHCIEKTUPOBaHUS CYOBEKTOB OOpallleHUs JIEKapCTBEHHBIX CPENCTB
Ha COOTBETCTBUE TpPeOOBAHMSAM MpPaBHJI HAAJEXaIleHd MPOU3BOJCTBEHHONW ITPAKTUKH,
YTBEPXACHHbIX TMPUKa30M MUHHMCTEPCTBA MPOMBILUIEHHOCTH W TOproBiu Poccuiickoit
®enepaiun ot 14 urons 2013 1. Noe 916 «O06 yrtBepxknaenuu IlpaBun Hamnexaien
NTPOM3BOACTBEHHOM  MpPakTUKW»  (3aperucTpupoBaH  MUHHMCTEPCTBOM  IOCTHLIMH
Poccuiickoit ®epepauun 10 centsiops 2013 r., peructpanuonsbiii Ne 29938),
C  M3MCHEHWSAMH, BHECEHHbIMM TNpHKa3oM MUHUCTEPCTBA  MPOMBILLIIEHHOCTH
u ToproBiu Poccmiickoit ®enepanun ot 18 gmexabps 2015 1. No 4148
(3apeructpupoBaH MpuHHCcTEpCTBOM FOCTULIAU Poccuiickoi Oepneparumn
28  pexabps 2015 r., perucrpaumonHsii Ne  40323), Hampasuser B ajpec
MuHunctepeTBa 3I[paB60XpaHeHHﬂ Poccuiickoii ®enepanuu 3ampoc B TMCbMeHHON dopme
NIOCPEJICTBOM  MEXBEJIOMCTBEHHOIO  3JIEKTPOHHOIO  JOKYMEHTO0OOpOTa, TOYTOBOM
KOppecrioHeHlMed unu Genbaberepckoil cBs3pl0  (manee — 3ampoc), B KOTOPOM
YKa3bIBaIOTCS

a) MOJIHOE€ HAUMEHOBAHKE NPOU3BOAUTENS JIEKAPCTBEHHOTO CPECTBA, B OTHOLIEHUH

KOTOPOTO HAIpasJIEH 3alpocC;




0) HauMeHOBaHHE JIEKAPCTBEHHOT'O CPEJICTBA, B COOTBETCTBUH C PETMCTPAlMOHHBIM
yJIOCTOBEpeHHEeM M (WJIKM) TOCYJapCTBEHHBIM pPEECTPOM JIEKAPCTBEHHBIX CPEICTB
U1 MEMIMHCKOTO IPHMEHEHMS

B) HaHMeHOBaHHWE M aJpec MNPOU3BOACTBEHHOM IUIOWAJKM JIEKAPCTBEHHOTO
cperctBa (afpeca MPOU3BOJCTBEHHBIX INIOLIAJOK), B OTHOIIEHHH KOTOPOTO HalpaBiieH
3anpoc;

I') PEeKBU3UTHl PETHUCTPALIMOHHOTO YIOCTOBEPEHHUS JIEKApCTBEHHOTO IIpernapara
IS MEIMIIMHCKOTO TTpUMeHeHus (X HaIU4Hn);

I) TepeyYeHb 3ampallliBaeMbIX JOKYMEHTOB M CBEJCHUM C YKa3aHHEM CCBUIKU
Ha KOHKPETHYIO CTPYKTYPHYHO equHully (TlepedeHb CTPYKTYPHBIX EJWHMI) YacTH 3
cratbu 18 @emepansHoro 3axoHa ot 12 ampems 2010 r. Ne 61-®3 «O6 obpamenun
JIEKApCTBEHHBIX CPEJICTB»,

2. CrpykTypHoe moJpa3zeneHue MuHucrepcrsa 3,upaBooxpaHeHH51 Poccuiickoi
®efepanyy, OTBETCTBEHHOE 3a MpHEM JOKYMEHTOB, B TeueHHe 1 pabodero
IHS CO JHS TOCTYIUIGHUs 3alpoca PETUCTPUPYET €ro B CHCTEME JEJONpPOU3BOJICTBA
MunucrepctBa  3apaBooxpaHeHus — Poccumiickoii — ®egepanmd M HampabisieT
Ha pacCcMOTpeHue B JlemapTaMeHT perylIHpoBaHMs oOpalleHMs JEKapCTBEHHBIX CPEJICTB
¥ MEeIULMHCKUX M31enuii MuauctepcTBa 3apaBooxpanenus Poccuiickoi denepanyn.

3. JlemapTaMeHT peryJUpoBaHHsS OOpalleHHs JIEKAPCTBEHHBIX  CPENCTB
M MeIOULMHCKHX u3zenuii MunucrepctBa 3apaBooxpaHeHus Poccuiickoil ®enepauuu
B TeueHHe 1 pabouero AHs cO JHS NOCTYIUICHHS 3aIpoca:

a) NPOBOJWUT MPOBEPKY 3ampoca Ha COOTBETCTBME €0 IIYHKTY 1 HacTosmero
IMopsimka W OaHHBIM = TOCYJapCTBEHHOIO  peecTpa  JIEKAPCTBEHHBIX  CPEACTB
JUTS. METUITHHCKOTO IPUMEHEHUS,;

0) B cily4ae BbISBIEHHs HECOOTBETCTBHSA 3arpoca IMyHKTY 1 Hacrosiero Ilopsimka

1 (WIM) JaHHBIM FOCYJapCTBEHHOTO PEecTpa JIEKApCTBEHHBIX CPEACTB Ui MEIHUIIMHCKOTO

pukas MunucTepcTBa 3apaBooxpasenms Poccuiickoit denepary ot 9 despans 2016 r. Ne 80n «O06 yrBepxaeHH NOpAIKa
BeCHHSA TOCYJApPCTBEHHOTO peecTpa JEKApCTBEHHBIX CPEACTB UL MEIHUMHCKOTO NPHMEHEHHsA» (3aperHcTpupoBaH
MuuncTepcTBoM foctuimu Poccuiickoit ®enepammu 21 Mapra 2016 r., peructpauvonHsidi Ne 41471) ¢ u3MeHeHueM,
BHECEHHBIM TpHKa3oM MHEHHCTEpCTBa 31paBooXpaHeHms Poccuiickoit ®@enepamuu oT 23 cemtsabpa 2016 r. Ne 731u
(3aperucTpupoBan MununcTepctsoM foctrumd Poccuiickoit ®enepammun 4 okrabps 2016 r., perucTpauyoHHe# Ne 43 894).

2 Cobpanue 3akoHomaTenscTBa Poccuiickoit ®enepamum, 2010, Ne 16, cr. 1815; 2019, Ne 52, 1. 7780.




MpUMEHeHHs  O0eCNeuMBaeT  HalpaBleHUE  [OCPEICTBOM  MEKBEIOMCTBEHHOIO
JIEKTPOHHOTO JIOKYMEHTO000pOTa, MOYTOBOW KOPPECHMOHACHLUMENH WM (PENbACBA3BIO
B MUHHUCTEPCTBO MPOMBIILIEHHOCTH W Toproeiau Poccuiickont Penepanuy nuchMa
00 OTKaze B MPEAOCTABICHUU 3aNPALIMBAEMBIX JOKYMEHTOB M CBEAEHMH C yKa3aHUEM
IIPUYHUH OTKa3a;

B) MpPHM YCTAaHOBIEHHH COOTBETCTBHS 3ampoca MyHKTY | Hactosulero [lopsiaka
U JAaHHBIM [OCYJAPCTBEHHOI'O pEEcTpa JIEKAPCTBEHHBIX CPEICTB [UIS MEIHMLIUMHCKOIO
TIPUMEHEHHs TIepPEeHANpaBiseT 3ampoc B (ejepalbHOe ToCyNapCTBEHHOE OIDKETHOE
yupexjaeHue «HayuHbi LEHTp 3KCOEPTU3bl CPEACTB MEAULMHCKOIO TPUMEHEHUS»
MunuctepcTtBa 3apaBooxpaneHust Poccuiickoit ®enepauum (manee — 3KCIEPTHOE
yupexaeHue), olecrieunBaroniee XpaHEHHUE [OKYMEHTOB PErMCTPallMOHHOIO J10Che
JIEKapCTBEHHOr0 T[pefapara M MEAULUHCKOTO TNPUMEHEHWS U MHBIX JOKYMEHTOB,
CBA3aHHBIX C TPOLIEAYPOH TOCYHAPCTBEHHON PErucTpalvy JIEKAPCTBEHHOIO Tpernapara
JUISl MeMIIMHCKOTO PUMEHEHHUS .

4. DxcriepTHOE yUpexaeHue B TeueHue 3 pabouux AHEH Co JHS MOJIy4eHus 3aIpoca
B COOTBETCTBMM C TIOANMYHKTOM «B» myHKTa 3 Hacrosuero Ilopsiaka Hampasiser
B MuHucrepctBo  3apaBooxpaHeHus Poccuiickod  @Denepauuu  3anpalinBaeMbie
MUHUCTEPCTBOM MPOMBIIIJIEHHOCTH W TOProBiau Poccuiickoit Denepaimu cBeaeHus
M JOKYMEHTbl (KOMIUIEKT JIOKyMEHTOB), 3aBEpEHHbIE YHNOJHOMOYEHHBIM JIMLIOM
DKCIIEPTHOTO YUPEIKAECHUS], C IIPUIIOKEHHUEM OTIHCH JOKYMEHTOB.

5. MunucreperBo 3apaBooxpanenusi Poccuiickon ®denepauuu B CyTOUHBIM CPOK
CO JIHZ TIOJyuyeHUs] OT JKCNEePTHOrO YYPEXACHHS JOKYMEHTOB, YKa3aHHBIX
B nyHkte 4 Hacroswero Ilopsaka, HampaBiaseT HaHHbiE JOKYMEHTbI U CBEACHHUS
B MHMHHCTEPCTBO NPOMBILIIEHHOCTH U TOProBiu Poccuiickoit enepaliui B NUCbMEHHOM

dbopMe TIOCPEACTBOM MOYTOBOM  KOPPECTIOHIEHIMH WM (PaKCUMUNBHON  CBSI3M

* TIHKT 5 TOpsiKa MpeacTaBleHus AOKYMEHTOB, M3 KOTOPbIX (OPMHPYETCS PETHCTPALMOHHOE 10ChE HA JIEKApPCTBEHHDIH
npenapar Ais MEAMUMHCKOrO MPUMEHEHUs B LEAX ero rocyJapCTBEHHON perucTpauny, NPUBEACHHOrO B NpuioxeHud Ne 3
K npukasy Munucrtepcrsa 3apaBooxpaHeHus Poccuiickoii @epepauun ot 12 wons 2017 r. Ne 409H (3aperucTpupoBaH
MununctepcteoM toctuunn Poccuiickoit ®enepauun 8 asrycra 2017 r., peructpauronssiii Ne 47706), ¢ usMeHeHUsAMM,
BHCCCHHBIMM  MpHKazaMH  MuHucTepcTBa 34paBooxpaHeHus Poccuiickoit ®enepaumn ot 26  despans 2019 r.
Ne 97u (3apeructpupoBan MunuctepcTBoM tocTHuuK Poccuiickoit ®epepauvn 28 mapta 2019 r., perucTpauuoHHpIi
Ne 54202) w or 9 wmons 2020 r. Ne 5614 (3aperucTpupoBan MunucTepcTBoM toctuumnu Poceuiickoit ®enepauuu
4 centa6ps 2020 r., peructpaunoHHbIi Ne 59664).



WIM HapOYHOTO OTHpaBICHUS C OJHOBPEMEHHBIM  yBEIOMIIEHHEM  JepiKarTeiis
WIM BIaJeNblla PETUCTPALMOHHOIO  YAOCTOBEPEHHs JIEKAPCTBEHHOrO  Mpernapara
O TpeJOCTaBIEHUH COOTBETCTBYMOIEH WH(PopManuu MHHHCTEPCTBY TNPOMBILLIEHHOCTH

u Toprosiin Poccuiickoit @enepaunu.




