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YTBEPX/IEHDBI

noctaHoBieHueM [IpaBurtenbcTBa
Poccuiickoit @enepanuu
ot 2 mapta 2020 r. Ne 219

U3IMEHEHMU 4,

KoTOpbIe BHOCATCA B aKkThl [IpaBurenbcTrBa Poccniickoii @eaepauuu

1. A63an nBaanate natsid nyHkta 2 [TonoxeHust o cucTeMe MOHUTOPUHTA
JBUKEHHUS JIeKQpCTBEHHBIX IIpernapaToB [UIsi MEIULIMHCKOrO MpUMEHEeHUs,
yTBEp)KAEeHHOro mnocTtaHoBileHueM [IpaButensctBa Poccuiickoit ®enepanuu
ot 14 nexabps 2018 r. Ne 1556 "O6 yrBepxaenuu Ilomoxenus o cucreme
MOHUTOPHHTa [ABWIKEHUS JIEKAPCTBEHHBIX [IPENnapaTtoB sl MEIULMHCKOTO
npumeHenust' (Cobpanue 3akoHomarenbcTBa Poccuiickoit ®eneparuu, 2018,
Ne 53, ct. 8641; 2019, Ne 37, cT. 5162), U3710KUTH B CICAYIOIICH pelaKIyu:

"YCTPOMCTBO  perucTpaludd HIMUCCHUU' - TEXHHUYECKOE CpeICTBO
MHGOPMALMOHHOTO OOMEHa, IpeJHa3HAYeHHOE [UIs TOJNy4YeHHs KOJOB
MapKUPOBKHA M Nepe/laud B CUCTeMY MOHMUTOPHMHIA CBEJICHUH O MapKUPOBKE
YHAaKOBOK  JIEKAPCTBEHHBIX  MpernapaTroB  CpeACTBaMHM  UJSHTUQUKALINH,
BBITIOJHSIOIIee (DYHKIIMH TEXHHYECKOrO0 CPEICTBa IMPOBEPKH KOJa TIPOBEPKH,
B OTHOILIEHHU KoToporo PenepasibHoU ciyx0oil Oe3omacHocTu Poccuiickoi
@enepauru BbBLOAH JOKYMEHT O €ro COOTBETCTBUU  YCTAHOBJIEHHBIM
TpeOoBaHUSIM K IMQPOBAIBHBIM (KpUNITOTpadUIECKUM) CPEJICTBAM 3alllUThI
uHdopmanuu, JNEUCTBYIOLIUM B OTHOILIEHU U U poBaTLHBIX
(xpunTorpaduyeckux) CpeacTB, IpeAHA3HAYCHHBIX JJISI MPOBEPKH KOIOB
MapKUpOBKH, JMOO BKIIOHAlOlllee B CBOM COCTaB TEXHUYECKOE CPEJCTBO
NPOBEPKH KOJOB MPOBEPKU, B OTHOIIEHHH KoToporo denepanvHol cimyxOom
6e3omacHocTH Poccuiickoii Denepanuul BbIIaH JOKYMEHT O €r0 COOTBETCTBUU
YCTAHOBJICHHBIM TpeOOBaHUSAM K MHUGPOBAJIBHEIM (KpUNTOrpadUUYECKUM )
CpelcTBaM  3allMThl  uHPOpMALMHM,  ACHCTBYIOIIMM B  OTHOIICHUU
mU@ppoBaNbHbIX  (KpunTorpaduveckux) CpeacTB, MpeqHa3HAYEHHBIX s
MPOBEPKHU KOJOB MapKHUPOBKH; '

2. AbG3an Tpuauath 4eTBepThid myHkTa 2 [IpaBun MapkupoBKu TabauHOMH
OPOJyKUUHU CpeACcCTBaMHU HAEHTU(DUKAIMH, YTBEPXKAECHHBIX MMOCTAHOBICHUEM
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IIpaButensctBa Poccuiickoit ®@epepanmu ot 28 deBpans 2019 1. Ne 224
"O6 ytBepxaeHun IIpaBun MapkupoBku TabauHOW TPOAYKIMHU CPENCTBAMHU
UAeHTUDUKAIIUN 15§ 0COOEHHOCTAX BHEJPEHUS rocyapCTBEHHOU
MH(OPMALIIOHHON CHCTEMBI MOHHTOPHUHTA 38 000POTOM TOBAPOB, MOMJIEKAIIUX
00s13aTeNbHON  MapKUpPOBKE CpelICTBAMM UICHTUDUKAIMH, B OTHOIIEHUH
tabaynoil npoxyxuun" (Cobpanune 3akoHomatenscTBa Poccuiickoit Menepanuu,
2019, Ne 11, ct. 1117), #3110KUTh B CIEAYIOUIEH peaaKIHu:

"YCTPOMCTBO  pETHUCTpALUM  OMHUCCHH"' - TEXHHYECKOE CPEACTBO
WHQOpPMaUUOHHOro OOMEeHa, NpeJHA3HAYEHHOE JUIS TIOJNyYeHMs KOJOB
MapKHUpOBKH U Ilepejadul B UHPOPMALIMOHHYIO CUCTEMY MOHUTOPHHIA CBEACHUM
O MAapkKupoBKe Taba4yHOH MPOAYKIMM  CPEIACTBaMHM  HJCHTH(HKAIIUY,
BBITIOJHAIOIEE (DYHKIMH TEXHUYECKOTO CpeICTBA MPOBEPKU KOJa IPOBEPKH,
B OTHOWIEHMH Kotoporo DenepansHoil cinyxboit Oe3zomacHoctn Poccuiickoit
Qenepanud  BbIIaH JOKYMEHT O €ro COOTBETCTBHM  YCTaHOBJIEHHBIM
TpeOOBaHUAM K LIN(PPOBANBLHBIM (KPUIITOrpadUIeCcKUM) CPENCTBAM 3aIMTHI
uHbOpMaLny, JNENCTBYIOIUM B OTHOUIEHUH MG POBANBHBIX
(kpunTorpaHUYecKUx) CpeACTB, MNpeJHa3HAYCHHBIX Ui TPOBEPKH KOJOB
MapKUpOBKH, JIMOO BKJIOYAlOIlee B CBOM COCTaB TEXHHUYECKOE CPENCTBO
IIPOBEPKH KOJOB IIPOBEPKH, B OTHOIIEHMU KoToporo PemepanbHOi ciyxOo0i
6e3onacHoctu Poccuiickoit @enepaiiny BbilaH JOKYMEHT O €r0 COOTBETCTBUU
YCTAHOBJIEHHBIM TpeOOBaHMAM K MHUGPOBATBHBIM (KpUNTOrpadHuecKrM)
CpeAcTBaM  3alMThl  MHGOpMalMH,  JACHCTBYIOUNIMM B  OTHOLIEHHUU
IM(POBAIBHBIX  (KPUNTOTpaQuUecKux) CpPeACTB, IpeJHa3HaYeHHbIX I
NIPOBEPKU KOJOB MapKUPOBKH;".

3. AG3any TpuHanuartelii myHkTa 2 [IpaBW  MapKHpOBKHM TOBApoOB,
MOJUIEXKAIIMX ~ 00s3aTeIbHOM MapKUpOBKE CpEeACTBaMHM  UAeHTHOUKAIUH,
YTBEPXKACHHBIX MocTaHoBneHneM IlpasurenscrBa Pocculickolt ®enpepanym
or 26 ampens 2019 1. Ne 515 "O cucreme MapKUpOBKHM TOBapoOB CpeACTBAMU
HICHTUQUKAUY M NpOCIeXHMBAaeMOCTH JBIDKeHHss ToBapoB" (CoGpanue
3akoHoxarenscTsa Poccuiickoit ®Genepanuu, 2019, Ne 19, cr. 2279), u3noxuts
B CJIEAYyIOLIEH pelaKIuu:

"YCTPOMCTBO  perucTpallud  3MUCCHU" - TEXHHYECKOE CPEACTBO
MH(QOPMAIMOHHOTO 00MeHa, TpeJlHA3HAYEHHOE /IS [IONYYEHUS KOIOB
MapKMpOBKH U Il€peain B MHPOPMALMOHHYIO CUCTEMY MOHUTOPUHTA CBEIEHUN
0 MapKupOBKE TOBApOB CPEJCTBAMH UICHTH(MHKALIMY, BBITOJHAONIEE (DYHKIUHI
TEXHUYECKOTO0  CpEACTBA INPOBEPKM KOAa TMPOBEPKH, B  OTHOIIEHUU
kotoporo ®DenepanbHoii ciyx0oit 6esonacHocTH Poccuiickoit ®Deneparuu
BbIIAH JIOKYMEHT O €ro COOTBETCTBMM YCTAaHOBJIEHHBIM TpeOOBaHUAM
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K IHQPOBAIBHEIM (KpUnrorpadpuyeckuM) CpeicTBaM 3allUuThl HHOOPMAIMH,
JNEACTBYIOILIKMM B OTHOLIEHUM HIM(QPOBAIBHBIX (KpUNTOrpadUIecKUux) CpesCTB,
IIpEHA3HAYEHHBIX JUI1 IPOBEPKM KOJOB MAapKUPOBKM, OO BKIIOYAIONIEe
B CBO¥ COCTaB TEXHHUUYECKOE CPEJCTBO MPOBEPKU KOJOB MPOBEPKHU, B OTHOILEHUU
xotoporo ®PepxepanbHoil ciyx)06oit Oe3omacHocT Poccuiickoit ®enepariyu
BbIIAaH [JIOKyMEHT O €ro COOTBETCTBUM YCTAHOBIICHHBIM TpeOOBaHUAM
K IUQPOBAJIBHEIM (KpUITOTpaguuecKuM) CpecTBaM 3aluThl HHGOpMaIMH,
JEHCTBYIOIIMM B OTHOLIEHMM MIM(POBANBHBIX (KpUNTOrpaduueckux) CpeJicTs,
IIpeHa3HAYEHHBIX Ul IPOBEPKU KOJOB MapKHUPOBKH.".

4. Ab3an TpuauaTh BochbMoW myHKTa 2 IlpaBun MapKUpOBKH 0OYBHBIX
TOBAapOB CPEACTBaMM WJCHTU(UKALMU, YTBEPXKICHHBIX IIOCTAHOBJIECHHEM
IIpaBurensctBa Poccuiickot ®@enepamuu ot Swurons  2019r.  Ne 860
"O6 yrBepxkaeHuun IlpaBun MapkupoBkM OOYBHBIX TOBApOB CpeICTBAMHM
UACHTHPUKALIH U 0COOEHHOCTIX BHEJIpEeHMsI rocyZlapCTBEHHOU
MH(MOPMAILIMOHHON CUCTEMBI MOHUTOPHHIA 32 00OPOTOM TOBApPOB, MOJIEKAIIUX
00s3aTepbHOM MapKUpPOBKE CpEeACTBAMHM UJEHTHOHUKAIMH, B OTHOIIECHHU
o0yBHbIX ToBapoB" (Cobpanue 3akoHomatenscTBa Poccuiickoit demepanmm,
2019, Ne 28, ct. 3784), U3J10KUTh B CIeAYIOUIEH pelaKIvu:

"yCTpOMCTBO  perucrpaiyu SMHCCHH" - TEXHWYECKOE CPenCTBO
UH(opMalMOHHOro oOMeHa, TIpeJHa3HAaueHHOE [ TOJYyYeHHS KOJIOB
MapKHUpOBKH U Ilepeaud B UHQOPMAIMOHHYIO CUCTEMY MOHUTOPUHTA CBEAEHM
0 MapKMpOBKe 0OYBHBIX TOBapOB CPEICTBAMH HUIACHTH(PHUKAIINH, BBITOJIHAIONIEE
(GYHKIMM TEXHUYECKOr0 CpeACTBa IPOBEPKH KOAa NMPOBEPKH, B OTHOIIEHHUH
xkoToporo ®DenepanpHOi ciayx0o0ii OGesomacHocTH Poccuiickoit ®deneparuu
BBIJ@H JOKYMEHT O €ro COOTBETCTBMM YCTAaHOBJICHHBIM TpeOOBaHMIM
K IIUQPOBAJIBHEIM (KPUIITOrpapuuecKuM) CpeicTBaM 3alliuThl HHPOPMAIHH,
ACHCTBYIOIMM B OTHOUICHUM IH(POBAIBHBIX (KPUNTOTPaPUUYECKUX) CPEACTB,
IIpeHA3HAYEHHBIX JJIs [POBEPKH KOJOB MapKHpPOBKH, JHOO BKIIIOYAIONIEE
B CBOH COCTaB TEXHUYECKOE CPEACTBO IPOBEPKH KOJIOB IPOBEPKH, B OTHOIICHUH
koToporo PenepanbHoi ciyxOoit OesonmacHoctu Poccuiickort Denepanuu
BbIJIaH JIOKYMEHT O €ro COOTBETCTBUU YCTAHOBJIEHHBIM TpeOOBaHUAM
K WuGpoBaIBHEIM (KpUNTOrpaduueckuM) CpeAcTBaM 3alluThl HHGOPMaIKH,
JEHCTBYIOIIMM B OTHOUICHUM HIM(PPOBaIbHBIX (KpUOTOrpadUUECKUX) CPEICTB,
IIpe/IHa3HaYEHHBIX JJI IPOBEPKU KOJIOB MApKUPOBKH;".
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