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MpaBnTenbcTBO Poccuinckon deaepau NOCTaHOBASET:
YTBEPANTb Npuaraemble N3MEHEHUS, KOTOpPble BHOCATCA B aKTbl MpaButenbcTBa Poccuinckon ®epepaumn.

Mpencepatens NpaBuTenbCcTBa
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YTBEP)X[EHbI

nocTaHoBieHneM lMNpaBmTenbCTBa
Poccuinckon ®epepauun

oT 2 mapTta 2020 r. Ne 219

N3MEHEHWA,
KOTOpble BHOCATCS B aKTbl [paButenscTBa Poccuinckon Genepauun

1. A63au aBaauaTh NATLIA NYHKTa 2 M0N0XKEHNS 0 CUCTEME MOHUTOPWHIA ABMXXEHNS NIeKaPCTBEHHbIX
npenapaToB 4J19 MeOULNHCKOrO MPUMEHEHMNS, YTBEPKAEHHOIO NOCTaHOBNEeHUEeM lNpaBMTeNbCTBa
Poccuinickon ®epepaumm ot 14 nekabpsa 2018 r. Ne 1556 "O6 yTBepxaeHun Mon0XKeHUs 0 cucteme
MOHUTOPUHIa OABMXKEHMNSA IEKAPCTBEHHbIX NMPeNapaToB A1d MeanUNHCKOro npumeHeHmsa" (CobpaHne
3aKoHogaTenbcTBa Poccuinckon ®epepaumm, 2018, Ne 53, ¢T. 8641; 2019, Ne 37, cT. 5162), U310XNTb B
cnefyouen pegakunm:

"YCTPONCTBO pPerncTpauum sMnMcCuUn" - TeXHNYeCckoe CPeacTBo NHGOPMaLMOHHOro obMeHa,
npefHa3HavYeHHoe 419 NOoJyYeHUs KOLOB MapKUPOBKN 1 Mepefayn B CUCTEMY MOHUTOPUHIa CBEAEHUI O
MapKWPOBKE YMNaKOBOK JIEKAPCTBEHHbIX NpenapaToB cpeacTBaMm nAeHTUMMKaLMK, BEINONHALLEE
(OYHKLMMN TEXHNYECKOr0 CpeacTBa NPOBEPKM KOLa NPOBEPKU, B OTHOLLEHUN KOTOporo deaepasibHoN
cny>xbon 6e3onacHocTu Poccuiickon denepaunn BblaH LOKYMEHT O €ro COOTBETCTBMM YCTAHOBIEHHbIM
TpeboBaHMAM K WNGPOBaAbHLIM (KpUNTOrpahnyeckum) CpeacTsam 3allunTbl MHpoOpMaL MK, 4ENCTBYIOWNM B
OTHOLEeHUN WNPOoBabHbIX (KpUNTorpaduyecknx) CpeacTs, NpegHasHa4YeHHbIX ANs NPOBEPKM KOLOB
MapKUpoBKK, N1Mbo BKOYatoLLEe B CBOW COCTaB TEXHUYECKOE CPeCTBO NPOBEPKUN KOAOB NMPOBEPKMU, B
OTHoLeHUN KoToporo PeaepanbHo cny»xboi 6esonacHocTy Poccuiickon denepaunn BbliaH JOKYMEHT O
€ro COOTBETCTBUMN YCTAaHOBEHHbLIM TPeBOBaHUAM K LUMMPOBAJIbHLIM (KpUNTOrpadnyeckmm) cpencTeam
3aWMTbl MHGOPMaLUN, OENCTBYIOWMM B OTHOLLEHUN WNMPOBaJIbHLIX (KpMNTOrpagmyecknx) CpeacTs,
npefHa3Ha4YeHHbIX A5 NPOBEPKU KOLOB MapKMPOBKY;".

2. Ab3al TpuauaTb YeTBepTbIN NyHKTa 2 MpaBni MapKMpoBKK TabavyHoW NPOAYKLUMM CPeACTBaMM
noeHTUUKaLUnn, yTBEPXKAEHHbIX NOCTaHOBNeHMEM [MpaBnTensCcTBa Poccunckon ®epepauum ot 28
teBpans 2019 r. Ne 224 "O6 yTBepXaeHUN MNpaBna MapKnpoBkK TabavyHoW NPoayKLMM CPeaCcTBaMM
NAeHTUMUKaLMM N 0COBEHHOCTSAX BHEAPEHNA TOCYAAPCTBEHHON NH(OPMALIMOHHON CUCTEMbI MOHUTOPUHIA
3a 060pOoTOM TOBaApPOB, NoASEXaLLMX 0083aTENbHON MapKNPOBKE CPeACTBAMUN NAEHTUDUKAL K, B
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oTHoweHun TabavyHon npoaykuun" (CobpaHne 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2019, Ne 11, cT.
1117), n3n0X1Tb B CnegyoLwen pegakumm:

"YCTPOMNCTBO perncTpauum sMnMcCun" - TexHN4eckoe CpeacTBo NHGMOpPMaLnoHHoOro obmeHa,
npefHasHavYeHHoe 411 MONYyYEeHNS KOA0B MapKUPOBKU 1 Nepeaayun B MHGMOPMALMOHHYIO CUCTEMY
MOHUTOPWHra CBeAeHNU 0 MapkupoBKe TabayHow NpoayKLUMW CPefCTBaMM UAEHTU(MKALMK, BEINOSHSAIOLEE
(DYHKLMMN TEXHNYECKOrO CpeacTBa NPOBEPKM KOL4a NPOBEPKN, B OTHOLLEHUN KOTOporo ®deaepasibHON
cnyxbon 6esonacHocTn Poccuinckon ®efepaumm BbllaH JOKYMEHT O €r0 COOTBETCTBUM YCTAaHOBIEHHbLIM
TpeboBaHMAM K WNGPOBaJIbHLIM (KpUNTOrpauYecknum) CpeacTBaM 3allnTbl MHGOPMaLUN, LENCTBYOLWNM B
OTHOLUEHUW WG POBaNbHbIX (KpUnTorpaguyecknx) CpeacTs, NpefHa3Ha4YeHHbIX 418 MPOBEPKM KOA0B
MapKMpOBKU, MBO BKIIOYalOLLee B CBOW COCTaB TEXHUYECKOe CPeACTBO NPOBEPKMN KOAOB NPOBEPKY, B
OTHOLEeHUN KoToporo PeaepasibHom cny>xbon 6e3onacHocTy Poccuiickon Penepaunin BbliaH JOKYMEHT O
€ro COOTBETCTBMM YCTaHOB/IEHHbIM TPeb0oBaHNAM K LWMDPOBAbHLIM (KpunTorpadmyeckmm) cpeacTeam
3aWMThl UHGOPMaLUN, OENCTBYOWMUM B OTHOLLIEHUN WNMPOBaJIbHbLIX (KpUNTOrpadmyecknx) CpeacTs,
npefHasHavYeHHbIX 415 NPOBEPKN KOAOB MapKUPOBKHY;".

3. Ab3aL TpnHaguaThIn NyHKTa 2 MpaBna MapKUPOBKM TOBapOB, Noaaexallnx obsasatenbHON MapKMpoBKe
CpeacTBaMu NAeHTUGMKaLMK, yTBEPXKAEHHbLIX NOCTaHOBAeHMEM lNpaBnTenbCTBa Poccninckon degepaunm
oT 26 anpens 2019 r. Ne 515 "O cucTeme MapKMpoOBKM TOBApOB CPeLCcTBaMU UAEHTUMUKALMUM 1
NpoC/IeXMBaeMoCTy ABmKeHns ToBapoB" (CobpaHue 3akoHodaTenbCTBa Poccuinckon ®epepaumm, 2019, Ne
19, cT. 2279), n3n0XnNTb B Cnefyiowen pefakumu:

"YyCTPOMCTBO PeErncTpaLmm sMnccum" - TEXHN4YeCKoe CpeacTBo NHADOPMaLMOHHOro obmeHa,
npefHasHavYeHHoe 411 MONYyYEeHNS KOAOB MapKUPOBKU 1 Nepefayun B UHGMOPMALMOHHYIO CUCTEMY
MOHUTOPWHra CBeAeHN 0 MapKUPOBKe TOBAPOB CPeCTBAMMN UAEHTU(MKALMK, BINOAHAIOWEE PYHKLAN
TEXHNYECKOro CpefCTBa NPOBEPKM KOAA MPOBEPKM, B OTHOLLEHUN KOTOporo deaepanbHON ciyxobon
6e3onacHocTn Poccuinckon ®enepauv BbiAaH LOKYMEHT O €er0 COOTBETCTBUM YCTaHOB/IEHHbIM
TpeboBaHMAM K WNGPOBaJIbHLIM (KpUNTOrpauyecknum) CpeacTBaM 3allnTbl MHGOPMaLUN, LENCTBYOLNM B
OTHOLUEHUW WG POBaNbHbIX (KpUnTorpaguyecknx) CpeacTs, NpefHa3Ha4YeHHbIX 418 NPOBEPKM KOAO0B
MapKunpoBKK, MnMbo BKKOYatoLLEe B CBOW COCTaB TEXHUYECKOE CPeACTBO NPOBEPKN KOAOB MPOBEPKMU, B
OTHOLWEeHNN KoToporo PeaepasibHom cny>xbon 6e3onacHocTy Poccuiickon Penepaunn BoliaH JOKYMEHT O
€ro COOTBETCTBUM YCTaHOB/IEHHbIM TpeboBaHNAM K LWMDPOBabHLIM (KpUnTorpadmyeckmm) cpeacTsam
3aWMThl MHGOPMaLUN, OENCTBYIOWMUM B OTHOLLIEHUN WNMPOBaJIbHbLIX (KpUNTOrpagmyecknx) CpeacTs,
npefHasHaYeHHbIX 415 NPOBEPKU KOLOB MapKUPOBKA.".

4. Ab3aL TpuaLaTb BOCbMOM NyHKTa 2 MNpaBun MapKnpoBkKy 06yBHbIX TOBapOB CpeacTBaMm
NOEeHTUDUKALNN, YTBEPXKOEHHbIX NOCTaHOoBNeHeM [MpaBuTensCcTBa Poccuinckon ®egepauum oT 5 mions
2019 r. Ne 860 "O6 yTBepxxaeHUn MpaBua MapKnpoBky 0ByBHbLIX TOBApOB CPeACTBaMU UAEHTU(HMKaALUN K
0COBEHHOCTAX BHEAPEHMNSA FOCYAAPCTBEHHOW MHDOPMALMOHHON CUCTEMBI MOHUTOPWHIa 3a 060pOTOM
TOBapoOB, Noanexalwmnx 0643aTeNbHON MapKMPOBKE CpeacTBaMU MAEHTUGMKALNM, B OTHOLEHUN 0BYBHbIX
ToBapoB" (CobpaHue 3akoHogaTenscTBa Poccminckon ®epgepauunm, 2019, Ne 28, cT. 3784), N310XKUTb B
cnepylollen pefakunu:

"YCTPOMNCTBO perncTpauum sMnMcCun" - TexHN4eckoe CpeacTBo NHGOPMaLMOHHOro obMeHa,
npefHasHavYeHHoe 411 MONYyYEHNS KOA0B MapKUPOBKU 1 Nepeaayun B UHGMOPMALMOHHYIO CUCTEMY
MOHUTOPWHra CBeAEeHN 0 MapKupoBKe 0byBHbLIX TOBApOB CPeACTBaMU NAEHTUMPUKALUN, BIMONHSOLEe
(DYHKLMMN TEXHNYECKOrO CpeacTBa NPOBEPKM KOLa NPOBEPKN, B OTHOLLEHWUW KOTOporo ®deaepasibHON
cnyxbomn 6esonacHocTn Poccuinckon ®efepauimm BbllaH JOKYMEHT O €r0 COOTBETCTBUM YCTAaHOBEHHbLIM
TpeboBaHMAM K WNGPOBaJIbHLIM (KpUNTOrpauYecknum) cpeacTBaM 3allnTbl MHGOPMaLUN, LENCTBYOLWNM B
OTHOLUEHUW WG POBaNbHbIX (KpUnTorpaguyecknx) CpeacTs, NpefHa3Ha4YeHHbIX 414 MPOBEPKM KOAO0B
MapKMpOBKU, MBO BKIIOYalOLLee B CBOW COCTaB TEXHUYECKOe CPeCTBO NPOBEPKMN KOAOB MPOBEPKY, B
OTHOLWEeHUN KoToporo PeaepasibHom cny>xbon 6e3onacHocTy Poccuiickon Penepaunn BbliaH JOKYMEHT O
€ro COOTBETCTBMM YCTaHOB/IEHHbIM TPebOBaHNAM K LWMDPOBabHLIM (KpunTorpadmyeckmm) cpeacTeam
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3alUTbl MHPOPMALIMK, AEACTBYIOLLMM B OTHOLIEHWU LIMGPOBASbHBLIX (KpUNTOrpaduyecknx) CpeacTs,
npefHa3HaYeHHbIX 415 MPOBEPKM KOAOB MapKMpPOBKM;".
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