O BHeCeHMn U3MeHeHUMN B NnocTaHoBJseHue MNMpaBuTenbCTBA
Poccunckon depepauunm ot 24 auBapa 2017 r. Ne 62

MocTtaHoBneHme - Ne 1018 - o1 28.08.2018 - MpaBuTenbLcTBO Poccuinckon Pepgepaunn - lencTByeT 6€3 n3MeHeHui

MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 28 ABI'YCTA 2018 . Ne 1018
MOCKBA

O BHECEHUWN M3MEHEHUIN B MOCTaHoBeHMe lNpaBuTensCTBa Poccninckon Pepepaunn ot 24 aHaps 2017 r.
Ne 62

MpasuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

YTBEpAUTL NnpusiaraeMble N3MEHEHWS, KOTOPble BHOCATCA B NOCTaHOBJIeHNe [paBuTenbcTBa Poccuinckon
®epepaumm oT 24 aHBaps 2017 r. Ne 62 "O npoBefeHnn 3KCNePMMEHTa No MapKUPOBKE KOHTPOJbHbLIMU
(MBEHTNDNKALNOHHBIMMW) 3HaKaMy U MOHWTOPUWHIY 3a 060POTOM OTAE/IbHbIX BUAOB JIEKAPCTBEHHbIX
npenapaToB AN9 MeAMLMHCKOro npumeHeHus" (CobpaHme 3akoHogaTenbCcTBa Poccminckon depepauun,
2017, Ne 6, cT. 926; 2018, Ne 3, cT. 551).

Mpencenatenb MpaBuTensCTBa
Poccunckon ®epepaunn [.Mensenes

YTBEPXXIEHbI

noctaHoBneHneM MpaBUTENbLCTBA
Poccuiickon depepauun

oT 28 aBrycta 2018 r. No 1018

N3MEHEHWA,
KOTOpble BHOCSATCS B MOCTaHOBEHMeE [paBUTENbLCTBA
Poccninckon ®epepaunn ot 24 sHaps 2017 r. Ne 62

1. B nyHkTe 1 cnoBa "no 31 gekabps 2018 r." 3ameHnTb cnoBamu "no 31 nekabpsa 2019 r.".

2. B nyHkTe 3:

a) B ab3aLie BTOpoM cioBa "MuUHMUCTEPCTBO (hrHaHCOB Poccuiickon ®epepaunn,” NCKMOYUTD;

6) ab3aL TpeTun N3n0XNTL B CAefyoLen pefakuum:

"onepaTopoM UHMOPMALMOHHON CMCTEMbI, OCYLLECTBAAIOWMM NHDOPMaLMOHHOe obecneyeHne nNpoBeaeHns
aKcnepumMeHTa, A0 31 okTAbps 2018 r. AasnseTcs ®enepanbHas HaoroBas cnyxba.".

3. JoMNOoNHUTBL NYHKTOM 3 1 cnefylolero cogep)XxaHus:

"3 1. CornacutbCs C Npeno)xeHmem obLecTBa C orpaHUYeHHON 0TBETCTBEHHOCTbLIO "OnepaTop-LPMNT" o
TOM, 4TO yKa3aHHoe o6LecTBo Ha 6e3B03Me3HON OCHOBE ABASETCSA ONEepaToOpPoOM UHGHOPMALMOHHOW
CUCTEMbI, OCYLLECTBIAIOLW MM UHDOPMALIMOHHOE obecneyeHne NPoBeaeHNs 3KCnepumeHTa, ¢ 1 Hosbps 2018
r.".

4. TIyHKT 4 U3N10XXNTb B C/IeAyOLWen pefakunnm:

"4. MMHMCTEPCTBY 34paBooxpaHeHuns Poccuinckon ®epepaumm, MUHUCTEPCTBY NPOMBbILLIEHHOCTU 1
Toproeaun Poccunckon ®epepaumnmn, PepepansHoin ciyxbe no Hag3opy B cchepe 34paBOOXPaAHEHNS 1
depnepasibHOM HaNOroBON Cy>x6e NPOBECTU OLEHKY pe3ybTaTOB SKCNEPUMEHTa 1 NPeACTaBUTb
COOTBEeTCTBYIOLWMe foknalbl B [IpaBuTenscTBo Poccunckon ®epnepauun 1 dpespans 2019 r., 1 nona 2019 .
n 1 cpespansa 2020 r.".

5. B MonoXeHun o npoBefeHnn 3KCneprMeHTa no MapknpoBKe KOHTPOJIbHBIMU (MAEHTURMUKALNOHHBIMN)
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3HaKaMu 1 MOHUTOPUHIY 3a 060POTOM OTAENbHbIX BUAOB JIEKAPCTBEHHbIX MPENapaToB 418 MEAULNHCKOrO
NPUMEHEHNS, YTBEPXKAEHHOM yKa3aHHbIM NOCTAHOBJIEHNEM:

a) B NyHKTe 5 cnosa "no 31 gekabps 2018 r." 3ameHnTb cnoBamu "no 31 gekabpsa 2019 r.";

6) B NyHKTe 6 cnoBa "MuHucTepcTBom dmHaHCoB Poccuiickon depgepaunm,” NCKIOYNTS;

B) B NOANyHKTe "a" nyHKTa 7:

cnoBa "MunHUCTEpPCTBO (hrHaHCoB Poccuickon ®eaepaumm,” NCKAYUTD;

AOMNOMHWUTL CnoBaMu ", 06LLECTBO C OrpaHMYeHHON OTBETCTBEHHOCTLI0 "OnepaTop-LIPMT";

r) LONOSHWUTL MYHKTOM 9 CiefyoLero cogepXXaHus:

"9. H(hopMaLMOHHas CMCTeMa, B KOTOpon ByaeT oCyLeCcTBAATLCA UHGOPMaLIMOHHOEe obecnevyeHmne
NnpoBeeHNs IKCMNEPUMEHTA, MNOAKIIOYAETCA K €4NHON CUCTEME MEXBEAOMCTBEHHOIO 3/IEKTPOHHOI0
B3aMMOLENCTBNS B COOTBETCTBUN C NOCTaHoBNeHMEM [MpaBnTensCcTBa Poccunckon ®enepaunn ot 8
ceHTA6psa 2010 r. Ne 697 "O eanHON CUCTEME MEXXBEAOMCTBEHHOMO 3/1IEKTPOHHOMO B3aUMoaencTBmA" Ha
6e3B03Me34HON ocHoBe.",
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