O BHeCeHMn U3MeHeHus B noctaHoBsieHue lNpaBuTenbCcTBa
Poccunckon depepauunm ot 24 auBapa 2017 r. Ne 62

MocTtaHoBneHue - Ne 1027 - o1 07.08.2019 - MpaBuTenbcTBO Poccuinckon Pepgepaunn - lencTByeT 6€3 n3MeHeHuin

MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
MOCTAHOBJIEHNE
OT 7 ABI'YCTA 2019 I". Ne 1027
MOCKBA

O BHECeHUN n3MeHeHUs B NocTaHoBneHmne MpaBnTeNLCTBa
Poccuiickon ®epepaumm ot 24 sHeapa 2017 r. Ne 62

MpasuTenbcTBO Poccuinckon degepalimm NoCTaHOBASET:

[lononHnTb NocTaHoBneHMe MNpaBuTtenbcTBa Poccuinckon ®epepaumm ot 24 aHeapa 2017 r. Ne 62 "O
NpoBeAeHNM IKCNepUMeHTa No MapKNPOBKE KOHTPObHBLIMU (MAEHTU(DUKALUOHHBIMU) 3HaKaMu 1
MOHUTOPWHTY 3a 060pOTOM OTAENbHbLIX BUAOB JIEKaPCTBEHHLIX NMPenapaToB 4151 MeANLMHCKOro
npumeHeHuns" (CobpaHue 3akoHoaaTenbCTBa Poccuinckon depepaunn, 2017, Ne 6, cT. 926; 2018, Ne 3, cT.
551; Ne 36, cT. 5643) nyHKTOM 3 2 CiefyloLero coagepXXaHus:

"3 2. Pernctpaunsa B MHOPMaLMOHHON CUCTEME, B KOTOPOW ByAeT OCyLLeCTBAATLCA NHGOPMALIMOHHOE
obecneyeHne NpoBeAeHNA SKCNEPUMEHTA, IOPUANYECKNX NUL, U UHAWBUAYASIbHLIX NpeanpuHMMaTenen,
KOTOpble SBNATCA CybbekTaMn obpalleHns NeKapCTBEHHbIX CPEACTB B COOTBETCTBUN C MYHKTOM 2
MonoXxeHns 0 cucTemMe MOHUTOPWHIa ABVXEHUSA JIeKapCTBEHHbIX MpenapaTos AJ19 MeAULUHCKOro
NPUMEHEHUs, YTBEPXIEHHOI0 NocTaHoBAeHMeM MpaBnTenbcTBa Poccuiickon Peagepaunn oT 14 nekabps
2018 r. Ne 1556 "O6 yTBepXAeHUM M0N0XEHNA 0 CUCTEME MOHUTOPUHIA ABMKEHNS NIEKAaPCTBEHHbLIX
npenapaToB 419 MeAULIMHCKOro npuMeHeHus" (ganee - NonoxeHwe o0 cUucTeMe MOHUTOPUHra) (3a
NCKIOYEHNEM IOPULANYECKNX WL, U UHANBUAYANbHBIX NPeANPUHUMATENEN, ABAAIOWNXCS CybbekTamMu
obpalleHuns nekapCTBEHHbIX CPEACTB B COOTBETCTBUN C MYHKTOM "a" nocTaHoBNeHUs MNpaBuTenbCTBa
Poccuinckon ®epepaumm ot 14 gekabps 2018 r. Ne 1557 "O6 ocobeHHOCTAX BHEAPEHUS CUCTEMbI
MOHUTOPUHIa ABMXKEHUSA JIeKapCTBEHHbIX NPenapaToB A1 MeAULNHCKOro NpuMeHeHmnsa"), u KoTopble no
cocTosiHMIo Ha 31 aekabps 2019 r. ABAAIOTCA y4aCTHUKAMW 3KCNEPUMeEHTa, NPUPaBHNBAETCS K
perncrpaumm B CACTEME MOHUTOPUHIA OBMXKEHUA IeKapCTBEHHbIX NpenapaToB 418 MeAULNHCKOro
NPUMEHEHUS, OCYLLEeCTBASEMON B COOTBETCTBUN C [10/10XKEHMEM O CUCTEME MOHUTOPUHSA.

B cnydyae eciv B paMKax 3KCNepPUMEHTa CBeLAEHUS, NPEeACTaBNEHHbIE YKa3aHHbIMU CybbekTaMmn obpalleHmns
NEeKapPCTBEHHbIX CPEACTB B MHDOPMALMOHHYIO CUCTEMY, B KOTOpPOW ByAeT OCyLLecTBAATLCS
NH(opMaLUnoHHOe obecnedyeHne NPoBeAEeHNS IKCMIEPUMEHTA, @ TaK)Ke LOKYMEHTbI, MpeacTaB/iseMble UMK B
depnepansHyto cnyxby no Haa3opy B chepe 34paBoOOXPaHEHNS, He OTBeYaloT TpeboBaHMAM K CBEAEHNAM ©
LOKYMEHTaM, YCTaHOBJIEHHbIM [10/10)KEeHNEM O CUCTEMEe MOHUTOPUHIa, Takne cybbekTbl obpalleHns
JIeKapCTBEHHbIX CPeAcTB HavymHasa ¢ 1 aHBapsa 2020 r. BHOCAT HegocCTaloWwme 1 (Man) akTyasbHble CBEAEHNS
B CUCTEMY MOHUTOPWUHIa ABUXEHWUS 1eKapCTBEHHbIX NpenapaTos A MeauLUHCKOro NpUMeHeHus, a
HeZoCTatoLme n (MKN) akTyasbHble LOKYMEHTbI NPeAcTaBnaoT B PeaepabHyto ciy>xby no Hag3opy B
cthepe 30paBoOxXpaHeHns.".

Mpencenatesns MpaBuTesbCTBA
Poccuinckon ®epepaunn [.Mensenes

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Crp.1m31



