NMPABUTENIbCTBO POCCUUCKON ®EOEPALIUA

NMOCTAHOBJIEHUE
ot 7 aBrycta 2019 r. N 1027

O BHECEHWUN UBMEHEHUA 5
B NOCTAHOBJIEHUE NPABUTEJIbCTBA POCCUNCKOU PEOEPALIUA
OT 24 AHBAPA 2017 I'. N 62

[IpaBuTenscTBO Poccuiickoit @eaepanuu noCTaHOBIISIET:

Hononuute nocranosienue [IpaBurensctBa Poccuiickoit @eneparuu ot 24 susapst 2017 r. N 62
"O mpOBEICHUHM SKCIEPUMEHTA 10 MApKHUPOBKE KOHTPOJBHBIMHU (MICHTU(DHUKAIIMOHHBIMH) 3HAKaMU M
MOHUTOPUHTY 32 OOOPOTOM OTIEIBHBIX BHUJOB JIEKAPCTBEHHBIX IMPENapaTroB JUIsi MEAMIIMHCKOTO
npumenenus" (CoOpanue 3akoHoaTenbcTBa Poccuiickoit @enepanuu, 2017, N 6, cT. 926; 2018, N 3, cr.
551; N 36, cT. 5643) mynkTom 3(2) cneayromero coaepKaHus:

"3(2). Peructpauus B UHPOPMAIMOHHON cHCTeMe, B KOTOpOH OyIeT OCyIIeCTBISATHCS
nH(pOpMaMOHHOE OOecredYeHrne MPOBEICHUS 3KCICPUMEHTA, FOPUIUYCCKHUX JIMIl W WHIAWBHUIYAIbHBIX
MpearpuHUMaTeNieii, KOTOpble SBISIIOTCS CyOBbEKTaMH OOpallleHUsl JIEKApCTBEHHBIX CPEJACTB B
COOTBETCTBHUH C MyHKTOM 2 [loJ05%k€HUs O cucTeMe MOHUTOPHUHTA JBUYKEHHUS JIEKAPCTBEHHBIX IIPENapaToB
JUIS MEIUIMHCKOTO TPUMEHEHHs, YTBEpXKICHHOTo mocTaHoBieHueM I[IpaButensctBa Poccuiickoii
Oenepauun ot 14 gexabps 2018 r. N 1556 "O6 yrBepxkaeHuu llomoxeHuss o cucteMe MOHHTOPUHTA
JBUKCHHS JIEKAPCTBEHHBIX TMPENapaTroB g METUIMHCKOro mnpuMeHeHus" (nanee - IlomoxkeHue o
CHUCTEME MOHUTOPUHTA) (32 UCKIIOYCHUEM FOPUIUYCCKUX JIUI] U WHIUBUIYAIBHBIX TPEANpPUHUMATENEH,
SBIIAIOIINXCS CYObEKTaMH OOpalleHus] JIEKApCTBEHHBIX CPEJCTB B COOTBETCTBUU C IyHKTOM "a"
noctaHoBieHus: [lpaBurensctBa Poccuiickoit ®enepanuu ot 14 nekabps 2018 r. N 1557 "OO6
OCOOCHHOCTSIX BHEJPEHHS] CHCTEMbl MOHUTOPHHTA JBUKCHHS JIEKAPCTBEHHBIX MpEnaparoB s
MEJUIIMHCKOTO IPUMEHEHU"), U KOTOPBIE 1O cocTossHMIO Ha 31 nexabpst 2019 r. saBnsrOTCS yyaCTHUKAMHU
AKCIIEPUMEHTA, MPUPABHUBAECTCA K PETHCTPAIlMM B CHCTEME MOHHUTOPHHTA JIBUKEHHS JEKapCTBEHHBIX
MpenapaTroB JUisi MEIUIIMHCKOTO TMPUMEHEHHUS, OCYIIECTBISIEMON B COOTBETCTBUU C IlomoxkeHueMm o
CHUCTeME MOHUTOPHHTA.

B cnywae ecniu B pamkax SKCIEpUMEHTa CBEAEHHUS, NMPEACTABICHHbIE YKa3aHHBIMH CyObEeKTaMu
oOpallleHus JTeKapCTBEHHBIX CPEACTB B MH(POPMALIMOHHYIO CHCTEMY, B KOTOPOH Oy/AeT OCyIIECTBISATHCS
nH(pOpMaLIMOHHOE 00ecTIedeHHEe MPOBEICHNS SKCIIEPUMEHTA, a TAK)KE TOKYMEHTBI, PEACTaBIsEMbIE UMH
B ®DenepanbHylo ciayxk0y Ho Hag3opy B cdepe 3ApaBOOXpaHEHHs, HE OTBEYaloT TPeOOBaHUAM K
CBEJICHUSIM U JOKYMEHTaM, YCTaHOBJIEHHbIM [lonoXeHHeM O CUCTeME€ MOHUTOPHHIA, TaKue CyOBEKThI
oOpallleHusl JeKapCTBEHHbIX cpeJcTB HauuHas ¢ 1 sHBaps 2020 r. BHOCAT HexocTaromue U (Win)
aKTyaJlbHble CBEJCHHMS B CHUCTEMY MOHUTOPUHIA JBUKEHHS JIEKQpPCTBEHHBIX MpEnaparoB JUIs
MEIUIMHCKOTO TNPUMEHEHUs, a HexocTalouye M (WiIM) akTyalbHble IOKYMEHTHI NpPEACTaBISIOT B
denepanpHyIO CIYKO0y 1O HAI30py B cepe 3apaBooOXpaHeHUs.".
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