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IMPABUTEJbCTBO POCCUNCKOM ®ENEPAIINN
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MOCKBA

O BHEeceHUHU N3MEHEHHU B 20321l BOCHLMOII
nyHkTa 44 IonoxkeHust 0 cucTeMe MOHUTOPHHIA JIBHKEHUSI
JIEKAPCTBEHHBIX MPENnapaToB Jisi MEANIUHCKOT0 NIPHUMEHEeHUsA

IIpaBurenscTBO Poccuiickon denepauu MO CTAHO B S € Tt

1. A63an Bocbmoii myHkTa 44 [lonokeHus o cucTeMe MOHUTOPUHTA
JBM>KCHUSI JIEKAPCTBEHHBIX IMPENApaToB IS MEIUWLMHCKOTO MPUMEHEHHS,
yTBEpKAEHHOro mnocraHoBieHueM [IpaBurensctBa Poccuiickonn @enepanuu
ot 14 nexabpst 2018 r. Ne 1556 «OO6 ytBepxkaenun I[lonoxeHuss o cucreme
MOHUTOPUHTA JBUKEHHUS JIEKAPCTBEHHBIX IMPENapaToB [Js MEIUIMHCKOIO
npumeHenus» (Cobpanue 3akoHoaarenscTBa Poccuiickoit @enepanuu, 2018, Ne
53, cT. 8641; 2020, Ne 30, ct. 4936; Ne 45, ct. 7131; Ne 52, ct. 8849; 2021, Ne 5,
cT. 845, Ne 27, ct1. 5445), U31105KHUTh B CIEIYIOIIEH PEIAKIHH:

«IToaTBepkneHnEe JOCTOBEPHOCTH CBEJICHUM, MPE/ICTABISIEMBIX B CUCTEMY
MOHUTOPHUHTA TIPU 000POTE JICKAPCTBEHHBIX MIPEMapaToB, BIPABE OCYIIECTBIISTh
CyOBeKT oOpaIieHusi JEKApCTBEHHBIX CPEICTB, OCYIIECTBUBIIUNA Tepenady
JICKapCTBEHHBIX TMPENapaToB APYroMy CyOBEKTYy oOpallieHus JeKapCTBEHHBIX
MpenapaToB B paMKax TIpa)XJaHCKO-TIPABOBBIX OTHOIIEHWH, B COOTBETCTBHUHU
c ab3a1eM cebMbIM HACTOSIIETO MYyHKTA WU OTIEPaTOP CUCTEMBI MOHHUTOPUHTA
MyTeM TPOBEPKH HAIWYUS B CHCTEME MOHUTOPUHTA KOJa HACHTU(PHUKAIIUU
WM  KoJa  WASHTU(UKAIIMK  TPETHUYHOW  (TPAaHCHOPTHOM)  YIMAaKOBKHU
JIEKQpCTBEHHOI'O TMpernapara, B KOTOPOM HAaXOAMUTCS ATOT JIEKAPCTBEHHBIM



npenapar (B ciaydae Mepefayd TPETUYHOW (TPAHCMOPTHOM) yHaKOBKH
JIEKapCTBEHHOI'0  Ipemapara IEJIMKOM) B  OTHOIIECHHWU JIEKAPCTBEHHBIX
penaparoB, BIAACIbIIEM KOTOPHIX IO JIaHHBIM CHUCTEMbl MOHHUTOPHUHIA
ABJISETCSI CYOBEKT OOpalleHusl JIEKapCTBEHHBIX CPEACTB, OCYIIECTBUBIINN
nepeiavy JIEKQpCTBEHHBIX MPENapaToB JAPYroMy CYOBEKTy oOpalieHus
JIEKapCTBEHHBIX MpEnapaToB B paMKaxX IpakJIaHCKO-NPABOBLIX OTHomIeHui. [1o
pe3yibTaTaM  TakOW TMPOBEPKH  ONEpaTop CHUCTEMbl MOHUTOPUHIA C
UCIIOJIb30BaHUEM (YHKIIMOHAJA CUCTEMbl MOHUTOPUHIA OTHPABISIET CYOBEKTY
oOpaleHus JIeKapCTBEHHBIX CPEICTB, PaHEEe OCYIIECCTBUBILIEMY IMPEACTABICHHUE
B CHUCTEMY MOHUTOPHHTA CBEACHUI O MPEAbIIYyIEH Onepaiuu ¢ JIeKapCTBEHHBIM
MpenapaToM, YyBEIOMJIEHHE O TMPEJICTAaBICHUU CBEICHUNA B COOTBETCTBUU
c ab3aleM MATHIM HACTOSIIEr0 MYHKTA, ¢ YKa3aHUEM CBEICHUM, MPOBEPEHHBIX
ONEPATOPOM CUCTEMBI MOHUTOPUHTA. ».
2. Hacrosimiee mocranoBieHue BerynaeT B cuity 1 pespas 2022 r.
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