MMPABUTEJILCTBO POCCHUMICKOM ®EJIEPAIIAN
ITOCTAHOBJIEHHUE

ot 13 Hos6ps 2020 r. Ne 1826

MOCKBA

O BHeceHHH H3MeHeHHii B nocTaHoBIeHHe [IpaBuTebLCTBA
Poccuiickoii ®enepaunu or 3 anpens 2020 r. Ne 430
H 0 3aMeHe PerHCTPALHOHHOIO Y10CTOBEPEHHS
Ha cepH10 (MAPTHI0) MEAHLIHHCKOIO H3/1e/1Hs

[IpaButensctBo Poccuiickoit @enepaui nocTaHOBJA A €T

1. YTBepaute  npunaraeMble  HW3MEHEHHUS,  KOTOpble  BHOCATCS
B nocraHoslieHHe [IpaBurenscrBa Poccuiickoit @enepaumu ot 3 anpens 2020 r.
Ne 430 "O6 ocobeHHOCTAX OOpallleHHS MEAMIMHCKUX M3AENHM, B TOM 4YHCIE
rocy1apCTBEHHOH pErucTpauMH cepHd (MapTHH) MEAMLMHCKOro H3aenus”
(Cobpanue 3akononarensctsa Poccuiickoit ®@enepauuu, 2020, Ne 15, cT. 2284;
Ne 23, ct. 3667).

2. YCTaHOBUTB, 4YTO:

a) peruCTpalMOHHbIE yIOCTOBEPEHHS Ha CEpUI0 (NapTHIO) MEAULIMHCKOTO
M3JeNusA, KOTOpOe IMpeAHa3HaueHO [N NPUMEHEHHUS] B YCJIOBHUAX BOEHHBIX
JENCTBUH, YpPE3BBIYAMHBIX CHTyalUHUH, MNpPEeayNpexXACHHs 4Ype3BbiYanHbIX
CUTyauu#, NpOQUIAKTUKH U JieuyeHUss 3aboneBaHHWHl, NPeIACTABIAIOILINX
ONAacHOCTb A/ OKpYXawouuX, 3aboyieBaHUH W MOpaxKeHUH, MOTYYEHHBIX
B pe3ynbTare BO3JCHCTBHS HEONaronmpHATHBIX XHMHYECKHX, OHONIOrHMYecKHX,
pagMalMOHHBIX (aKTOpOB, MO TMEpPEeYHIO COrjlacHO MNpuiIokeHno Ne |
K nocraHoBneHuIo IIpaBurensctBa Poccuiickon ®enepaunu ot 3 anpens 2020 r.
Ne 430 "O6 ocobGeHHOCTAX 0OpallleHHS MeAMIIMHCKUX M3IENHi, B TOM 4YHCIe
roCyJapCTBEHHOH pErucTpauMM cepHH (MapTHH) MEAMLIMHCKOrO H3aenus”
(nanee - MEIMLMHCKOE HM3JENIME), BBIJAHHBIE B IOPSAKE, YCTAHOBJIEHHOM
YKa3aHHBIM [IOCTAHOBJIEHHEM, JO [HA BCTYIUIEHMS B CHJIy HacTOSLLEro
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MOCTAHOBJIEHUS, AelcTBUTeNnbHBl A0 1 auBaps 2022 r. U moanexaTr 3ameHe
no 1 sueaps 2021 r.;

©) 3aMeHa PpEerucTpallMOHHOrO YJOCTOBEpEHHS Ha CepHIO (MTapTHIO)
MEIULIMHCKOTO M3JeNHUsl, BBIAAHHOTO 0 AHS BCTYIUIEHHUS] B CHJy HACTOSIIEro
IIOCTaHOBJICHHUH, OCYILECTBIISIETCS 0e3 MIPOXOXXACHHUS NpOLIEaYPSI
rocy1apCTBEHHOM perucTpaly 3TOl cepuu (MapTUH) Ha OCHOBAHWH 3asBJICHUS
O TOCYNApCTBEHHOH pErucTpalvid MEAMUMHCKOrO HU3MAEus, NPeACTaBIEHHOrO
pa3paboOTUMKOM, MPOU3BOAMUTENEM (M3TOTOBUTENIEM) MEIULMHCKOTO H3MeIH,
YIOJHOMOYEHHbIM [MpEACTAaBHUTENEM [POU3BOAUTENS (MU3TOTOBUTENS) WU
JULIOM, OCYLIECTBIAIOIIMM BBO3 MEIUUHHCKOro wusaenus B Poccuiickyro
Qenepaumio B LeNIX €ro rocylapcTBEHHOM peructpauunu, B denepalbHyto
cnyx0y mno Ham3opy B cdepe 31paBOOXpaHEHHs, C YyKa3aHHEM CBEJIeHHMId,
npenycMmotpeHHbix [lpaBunamu rocynapcTBeHHOM perMcTpalud MeAHLIMHCKHX
U3LEJUHA, YTBEPXKAEHHBIMHU IocTaHoBieHHeM IlpaButensctBa Poccuiickoit
O®enepaunn ot 27 npexabps 2012 r. Ne 1416 "O6 yrtBepxnmenuu [Ipasun
rocyapcTBEHHOH perucTpauly MeIULMHCKUX W3IEeNHi’, C MpHJIOKEHUEM
OpUTHHANA pErUCTPALIMOHHOTO YIOCTOBEPEHHS;

B) B pe3yJibTaTe 3aMEHbl PErMCTPALMOHHOIO YIOCTOBEPEHHS Ha CEpUIO
(mapTuo0)  MEOULMHCKOro  HW37enus  pa3paboTyMKy,  MPOM3BOIUTEINIO
(M3roTOBUTENIO) MEOUUHMHCKOTO HU3ENHs, YINOJIHOMOYEHHOMY HPEINCTaBUTENIO
OpOU3BOAUTENS  (M3rOTOBUTEINS)) WM  JIMLY, OCYILIECTBISAIOLIEMY BBO3
MeauUMHCKOro wusnenus B Poccuiickyro @enepauuio B UensX  €ro
rocynapcrseHHoi peructpauuu, ®enepanbHoll cinyx6ol 1o Hangzopy B chepe
31 paBOOXPAaHEHHUSA BBIJAIOTCS nepeodopMiIeHHOE pPErUCTPaLlHOHHOE
YIOOCTOBEpPEHHE Ha cepvi0 (MapTHI0) MEAULMHCKOTO H3JeNus, a TaKKe paHee
BBIIAHHOE  PErucTpallMOHHOE  YJIOCTOBEpPEHHME €  OTMETKOH O  €ro
HEAEHCTBUTENBHOCTH (C yKa3aHMeM JaTbl BblJAYH  NEpPeoOpPMIIEHHOTO
PErUCTPallMOHHOIO YJIOCTOBEPEHHS) C BHECEHHEM COOTBETCTBYIOLIMX 3anucei
B TOCYJAapCTBEHHBIH peecTp MEAHLMHCKMX M3JeIMH W OpraHu3auui
(MHAMBUoYaNbHBIX NpEeAIpHHUMATENE), OCYLIECTBISIOIIMX MPOU3BOACTBO
Y U3TOTOBJICHUE MEAULMHCKUX U3ICTTHM.

[lpencenarens [IpaButen

Poccuiickoilt Penepaly M.MuiyctuH
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YTBEPX/IEHBI

noctaHoBneHueM [IpaBurenncTra
Poccuiickoit ®enepaunu
oT 13 Hos6ps 2020 r. Ne 1826

H3IMEHEHMUA,

KOTOpble BHOCATCH B ocTaHoBaeHue [IpaBuTenbeTBa
Poccuiickoit @enepaunn ot 3 anpeast 2020 r. Ne 430

1. B nynkre 2 cnoBa "1 suBaps 2021 r." 3aMeHHTH ciaoBaMu "1 sHBaps
2022 r.".

2.B myHkre 2 M no Ttekcty mnyHkta 10 ocobenHocTe#t oOpalieHus
MEAMLMHCKHUX HW3[EIUH, B TOM 4YHCIEe TOCyAapCTBEHHOH pericTpalud CepuH
(mapTuu) MEIUILUHCKOTO u3aenus, YTBEPXKIEHHbIX yKa3aHHbIM

nocraHosneHueM, cnosa "1 sHBaps 2021 r." 3ameHuTh cnoBaMu "1 sHBaps
2022 r.".
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