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IPABUTEJILCTBO POCCUMCKOMN ®EJEPALINU

ITOCTAHOBJIEHUE

ot 2 mapta 2020 . Ne 219

MOCKBA

O BHeceHNH M3MEHEHU B HeKoTOpbIe aKkThl IIpaBuTebCTBA
Poccuiickoii Penepanun

[IpaButenscTBO Poccuiickont denepannu MoCTaHOBIISIET:

VYTBepauTh npuiiaraeMble MU3MEHEHUs, KOTOpble BHOcCATCA B akThl lIpaBurenbctBa Poccuiickoit
denepanun.

[Ipencenarens IIpaBurenscTBa

Poccuiickoit denepannn M.Munryctux
YTBEPX/IEHBI
noctaHoBiieHueM [IpaBurenscTBa
Poccuiickoit denepannn
ot 2 mapta 2020 . Ne 219
N3MEHEHWNS,

KOTOpble BHOCATCA B aKkThI [IpaBuTenibecTBa Poccniickoii @exepannu

1. AG3an aBaauaTh mAThi myHKTa 2 [TonokeHust 0 cucTeMe MOHUTOPUHTA IBUKECHHUS JICKAPCTBEHHBIX
IpernaparoB A  MEIULMHCKOIO INPUMEHEHMs, YTBEPXKACHHOIO MocraHoBieHueM IIpaBurenscrsa
Poccuiickoit ®denepanun or 14 nexabps 2018 . Ne 1556 "OO6 yrBepxkaenuu IlonokeHuss o cucreme
MOHHTOPWHTA JBW)XCHHUS JICKAPCTBEHHBIX IMpemaparoB s MenuiuHckoro mnpumeHenus" (CoOpanue
3akoHonarenbeTBa Poccuiickoit denepamun, 2018, No 53, ct. 8641; 2019, Ne 37, ct. 5162), U3M0KUTH B
CIENYIOIIEN pelaKIuu:

"YCTPOHUCTBO pEruCTpallud JMHUCCHUH" - TEXHHUYECKOE CpPEICTBO HH(OPMAIIMOHHOTO OOMEHa,
MpeIHa3HauYe€HHOE /I MOJY4YeHHUs] KOJOB MapKHUPOBKU U IEpeAayd B CUCTEMY MOHHMTOPHHIA CBEJIECHUN O
MapKHUPOBKE YMAKOBOK JIEKAPCTBEHHBIX MPEMapaToB CPEACTBAMH UICHTU(UKAINY, BBITOIHAIONIEe (PyHKIIMH
TEXHHUYECKOTO CpPEJICTBA IPOBEPKH KOJA IPOBEPKH, B OTHOMICHWH KoTOporo denepanbHOW CIyKOOU
6e3omacHoctu Poccuiickoit deneparyu BeIIaH JOKYMEHT O €T0 COOTBETCTBUU YCTAHOBICHHBIM TPEOOBAHUSIM

https://www.szrf.ru/szrf/doc.php?nb=100&issid=1002020010000&docid=65 1/3


https://www.szrf.ru/szrf/text.php?nb=100&issid=1002018053010&docid=242

01.06.2022, 12:37 Complex

K MU(PPOBaANBHBIM (KpUNITOTpadUIeCcKUM) CPEACTBAM 3alllUThl UH(OpMAINK, ASHCTBYIOIIMM B OTHOILIECHUU
MU POBATBHBIX (KpUNITOTPA(UUIECKIX) CPEIICTB, MTPEIHA3HAYCHHBIX TSI IPOBEPKU KOJIOB MAPKHUPOBKH, JTHOO
BKJIIOYAIOIIIEE B CBOM COCTAaB TEXHHUYECKOE CPEJICTBO MPOBEPKH KOAOB IPOBEPKH, B OTHOLIEHUU KOTOPOTO
OdenepanpHON cimyx)00i Oe3omacHocT Poccuiickoit ®Denepanuy BbIIAaH JOKYMEHT O €r0 COOTBETCTBHH
YCTaHOBIIEHHBIM TPEOOBAHUAM K MU(PPOBATBHBIM (KPUNTOrpaPUIECKUM) CPEACTBAM 3alIUThHl HHGOPMAIIUH,
JNEHCTBYIOIIMM B OTHOIICHWH IMH(PPOBAIBHBIX (KpHNTOrpaUUecKuX) CpPeICTB, MPEAHA3HAUYCHHBIX IS
IIPOBEPKH KOIOB MAapKUPOBKH;'".

2. AGzan Tpuanare 4eTBepThiil myHKkTa 2 [IpaBui MapKupOBKH TaOAYHON MPOIYKIIMH CPEICTBAMH
uAeHTU(UKALNY, YTBEPKAECHHBIX ocTaHoBiaeHueM [IpaBurtenbctBa Poccuiickoit @enepaunu ot 28 deBpans
2019 . No 224 "OG ytBepxkaennn [IpaBun MapKupoBKH Taba4HOM MPOAYKIMHU CPENCTBAMHU HUIACHTU(DUKAINN
U O0COOEHHOCTSIX BHEAPEHMsI TOCYIapCTBEHHOM MH(POPMALMOHHON CHUCTEMBbI MOHHUTOPHUHIA 3a 000POTOM
TOBApOB, MOIEKALINX 00S3aTEIILHOW MAapKUPOBKE CPEACTBAMHU HMICHTH(UKAIMK, B OTHOIIECHHHM TabauHOU
nponykiuu" (Cobpanue 3akononarenbctBa Poccuiickoit ®enepanmu, 2019, Ne 11, ct. 1117), u3noxurs B
CIEYIOIIECH peaaKIuu:

"YCTPONCTBO pErucTpalid HMHUCCUH" - TEXHUYECKOE CpPEICTBO HH(OPMAIIMOHHOTO OOMEHa,
MpeaHa3HAuYeHHOe Ui TOJyY4eHHUsl KOJAOB MapKUPOBKH M TIepeladyd B WH(GOPMAIMOHHYIO CHCTEMY
MOHMTOPUHIA CBEACHUN O MapKHPOBKE Ta0AUHOW MPOAYKLIMHU CPEACTBAMHU MJICHTHU(HUKALMH, BBINOIHSAIONIEE
(GYHKIIMH TEXHUYECKOTO CPEICTBA IPOBEPKH KOJIa IPOBEPKH, B OTHOIIEHUH KOTOporo denepanbHoii ity k00t
6e3onacHoctu Poccuiickoit denepanyu BbAAH JOKYMEHT O €r0 COOTBETCTBUM YCTAHOBJIEHHBIM TPEOOBAHUSIM
K mudpoBambHbIM (KpUNTOrpauIecKuM) CpeACTBaM 3aIUThl UHPOPMAIIUU, JEHCTBYIOIIMM B OTHOIICHUHU
MHUPPOBAIBHBIX (KpUNTOrpapUuecKUX) CPeACTB, MPpeJHaA3HAYCHHBIX JUUIsl IPOBEPKH KOJOB MAPKHUPOBKH, TUOO
BKJIFOYAIOIIlEE B CBOM COCTAB TEXHUYECKOE CPEJCTBO IPOBEPKH KOJIOB MPOBEPKH, B OTHOLIEHUH KOTOPOTO
®enepanbHOl ciy)00i Ge3omacHocti Poccuiickoit denepanuu BbIaH JTOKYMEHT O €r0 COOTBETCTBHHU
YCTaHOBJICHHBIM TPeOOBaHMAM K IIM(POBATIBHBIM (KPUNTOrpaguuecKuM) CpeCcTBaM 3aIlUThl HH(opManuy,
NEHCTBYIOIIMM B OTHOIIEHWU HIM(PPOBAIBHBIX (KpUNTOrpadUYECKUX) CpPEACTB, MPEAHA3HAYEHHBIX IS
MIPOBEPKH KOJI0B MaPKUPOBKH;'".

3. AO3an TpuHanuarblii myHkra 2 IlpaBuin MapKUpOBKHM TOBapoOB, MOAJEKALUX 00s3aTeNbHOMN
MapKUpPOBKE CPEJACTBAMH HUICHTH(DHUKAIMU, yTBEPKIEHHBIX NocTaHoBieHueM [IpaBurenscrBa Poccuiickoit
®enepaunn ot 26 anpens 2019 ©. Ne 515 "O cucrteme MapKupOBKHM TOBAPOB CPEACTBAMU MACHTU(DUKALUU U
MpocCyeKuBaeMOCTH JBMKeHUs1 ToBapoB" (CobOpanue 3akoHomarenbcTBa Poccuiickoit ®eneparuu, 2019,
No 19, c1. 2279), U3N0KUTH B CIEAYIOMICH PeaKINu:

"YCTPOMCTBO PETUCTPALMU SMHUCCHH" - TEXHMYECKOE CpPEACTBO HH(OPMAIMOHHOTO OOMEHa,
MpelHa3HauYeHHOE JJI1 TOJY4YEHHUS KOJIOB MapKUPOBKM M Tepeaadyd B HHGPOPMAIMOHHYIO CHUCTEMY
MOHUTOPUHTA CBEICHWH O MapKHUPOBKE TOBAPOB CPEICTBAMH HJCHTU(UKAIMH, BBIOJIHSIONICe (DYyHKIIMH
TEXHUYECKOTO CpPEJICTBA MPOBEPKH KOAa IMPOBEPKH, B OTHOIIEHHWU KoToporo dDenepanbHON CIyKOOU
oe3omacHoctu Poccuiickoit deneparuiu BeIIaH JOKYMEHT O €T0 COOTBETCTBUHU YCTAHOBJICHHBIM TPESOOBAHHSIM
K MU(PPOBaNBHBIM (KpUNITOTpadUIeCcKUM) CPeACTBaM 3allUThl UH(OpMAINK, ASHCTBYIONIMM B OTHOILIECHUU
MU POBATBHBIX (KpUNITOTPaUUISCKIX ) CPEIICTB, MIPEIHA3HAYCHHBIX ISl IIPOBEPKU KOJIOB MAPKHUPOBKH, JTHOO
BKJIIOYAIOIIIEE B CBOM COCTaB TEXHUUYECKOE CPEJICTBO MPOBEPKH KOJAOB IPOBEPKH, B OTHOIIEHUU KOTOPOTO
OdenepanpHON Ccimyx00i OezomacHocT Poccuiickoit ®Depepanuy BbIIAH JOKYMEHT O €0 COOTBETCTBHH
YCTaHOBIICHHBIM TPEOOBAHUAM K MU(PPOBATBHBIM (KPUNTOrpaPUUIECKUM) CPEACTBAM 3alIUThHl HHGOPMAIIUH,
JNEHCTBYIOIIMM B OTHOIICHWUH MIM(PPOBAIBHBIX (KpUNTOrpaUIecKUX) CPEACTB, MpEIHA3HAYCHHBIX LIS
IIPOBEPKU KOJI0B MAPKHUPOBKH.".

4. A6zan Tpuanath BochbMoil myHKTa 2 [IpaBui MapkupoBKM OOYBHBIX TOBapOB CpEICTBAMU
uaeHTUUKALIMK, YTBEPKICHHBIX MocTaHoBieHueM llpaButenbctBa Poccuiickoit denepanuu or 5 wurons
2019 . Ne 860 "OO6 ytBepxkaenuun [IpaBuia MapKUpOBKH OOYBHBIX TOBApOB CPEICTBAMH HJICHTH(DHKAIIUU U
OCOOEHHOCTSIX BHEAPEHHUS TOCYIapCTBEHHOW HWHGOPMAIMOHHOM CHCTEMbl MOHUTOPUHTA 32 00OpPOTOM
TOBApOB, TMOMJIEKANINX 0053aTEIBHON MapKUPOBKE CpPEACTBAMHU HACHTU(UKAIIMK, B OTHOIICHWU OOYBHBIX
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toBapoB" (Cobpanue 3akoHomarenbctBa Poccuiickoit denepanuu, 2019, Ne 28, ct. 3784), u3noXUTH B
CIIEYIOIIECH peaaKIUuu:

"YCTPONCTBO pErucTpaliid 3MHUCCUH" - TEXHUYECKOE CpPEICTBO HH(OPMAIIMOHHOTO OOMeEHa,
MpeaHa3HAuYeHHOE Ui TOJyd4eHHUs KOAOB MApKUPOBKM M TMepefadyd B WHGOPMAIMOHHYIO CHCTEMY
MOHMTOPUHIA CBEACHUH O MapKUpOBKE OOYBHBIX TOBAPOB CPEICTBAMHU MJIEHTHU(UKALMH, BHIIOIHSIIOIIEE
(GYHKIIMH TEXHUYECKOTO CPEICTBA POBEPKH KOJIa IPOBEPKH, B OTHOIICHUU KOTOporo denepanbHoii Ciryk00ii
6e3omacHoctu Poccuiickoit denepanuu Bel1aH JOKYMEHT O €r0 COOTBETCTBUU YCTAHOBJICHHBIM TPEOOBAHUSIM
K mudpoBambHbIM (KpUNTOrpaUyecKuM) CpeiCcTBaM 3alIUThl UHPOPMAIIUU, NEHCTBYIOIIMM B OTHOIICHUHU
HUPPOBAIBHBIX (KpUNITOrpapUueCcKUX) CPEACTB, MPEeJHA3HAYCHHBIX JUIsl IPOBEPKHU KOJOB MAPKHUPOBKH, TUOO
BKJIIOYAIOIIIEE B CBOM COCTaB TEXHUYECKOE CPEICTBO MPOBEPKU KOJOB MPOBEPKH, B OTHOLIEHUH KOTOPOTO
®enepanpHOl ciy)00i Oe3zomacHocTi Poccuiickoit denepanuu BbIaH JTOKYMEHT O €r0 COOTBETCTBHU
YCTaHOBJICHHBIM TPeOOBaHMAM K IIHM(POBATIBHBIM (KPUNTOrpaguueCcKUM) CpeICTBaM 3aIlUThl HH(opManuy,
JNEUCTBYIOIIMM B OTHOIIEHUH HIM(PPOBAIBHBIX (KpUOTOrpaUYecKux) CpEACTB, MpeIHA3HAUYEHHBIX IS
MIPOBEPKH KOJOB MapKUPOBKH;".
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