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MPABUTEJIbLCTBO POCCUHCKON ®EJEPALIUA
ITOCTAHOBJIEHHUE

oT r. Neo

MOCKBA

O BHeceHMHU M3MEHEHUI
B nocraHosJienue Ilpasurenscrea Poccuiickoun @enepanuu
ot 24 suBaps 2017 r. Ne 62

[IpaButenscTBO Poccuiickon Penepaiui MO0 CTAHO BJ A € T:

YTBEepAuTh MNpUIIAraeéMbleé W3MEHEHUS, KOTOpPbIE BHOCSATCS B MOCTAaHOBJICHUE
[IpaButensctBa Poccmiickoit ®enepammm ot 24 suBaps 2017 1. Ne 62 «O npoBeneHun
AKCIIEPUMEHTa IO MAapKUPOBKE KOHTPOJIbHBIMU (UIAECHTU(PUKAIIMOHHBIMU) 3HAKAMHU M
MOHUTOPUHTY 3a OOOpPOTOM OTIEIBHBIX BHJIOB JICKAPCTBEHHBIX MpENapaToB s
MenuimHckoro npumeHeHus» (CoOpanue 3akoHomatenbcTBa Poccuiickoit deneparmu,
2017, Ne 6, ct. 926; 2018, Ne 3, ct. 551; Ne 36, ct. 5643).

IIpencenarens [IpaBuTenbcTBa
Poccuitckon denepanmnu
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YTBEpKACHBI

rocranoBiieHneM lIpaBurenscrBa
Poccniickon @enepanun

OT «__» 20191. Ne

HN3meHeHusn,
KOTOpPbI¢ BHOCATCH B noctanoBJieHue [IpaBurtenberBa Poccniickonn @egepanun
ot 24 ssuBaps 2017 r. Ne 62

JIonoJTHUTE TyHKTOM 3(2), U3JI0KUB €T0 B CIEAYIONIEeH pelaKIuu:

«3(2). Peructpauusi B MHPOpMAIIMOHHOW CUCTEME, B KOTOPON OCYIIECTBIACTCS
uH(pOpPMAIITMOHHOE OO0ecreyeHrue TMPOBEACHHSI OKCIIEpUMEHTa (B COOTBETCTBUH C
HACTOSIIIIUM TTOCTAHOBJICHHEM M METOJAMYECKUMHU PEKOMEHJAIMSIMHU, pa3padaTbiBa€MbIMU
JUIsl TIPOBEJCHUS SKCIIEPUMEHTA U YTBEpKIaeMbIMH MUHHUCTEPCTBOM 3/IPABOOXPAHEHUS
Poccuiickoii deneparum), IOpUANUECKUX JIMIl U UHAUBUAYAIBHBIX MpPEIITPUHUMATENCH,
SBJISIOMINXCST CYOBEKTaMU OOpalieHus JEKAapCTBEHHBIX CPEJACTB B COOTBETCTBUM C
nyHKTOM 2 [loJiokeHus1 0 cuCTeMe MOHUTOPHUHTA JIBUKEHUS JICKAPCTBEHHBIX MPEnapaToB
JUIST MEAUIMHCKOTO TPUMEHEHHMs, YTBEPKJICHHOrO IMocTaHoBjieHueM I[lpaButenbcTBa
Poccutiickoit @eneparuu ot 14 nexadps 2018 r. Ne 1556 (3a ucCKIt0YeHUEM FOPUINICCKUX
JUI] U WHIWBUIYAIbHBIX TPEANPUHUMATENICH, SBISIONMIUXCA CYObEKTaMU OOpaleHus
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C MyHKTOM «a» nocTaHoBieHus [IpaButenbcTBa
Poccuiickoit @enepanuu ot 14 nexadbpst 2018 r. Ne 1557 «O06 0coOEHHOCTAX BHEIPCHUS
CUCTEMbl MOHHUTOPHUHIA JBUXXEHHUS JICKAPCTBEHHBIX MpenapaToB [Js MEIUIIUMHCKOTO
MIPUMEHEHUS» ), KOTOpbIE MO cocTosHUI0 Ha 31 nexadps 2019 r. sBIArOTCS y4aCTHUKAMH
AKCIIEPUMEHTA, a TaKXe HOPUIUYECKUX JIMI[ U WHIUBUAYAJIbHBIX MNpEANpUHUMATENCH,
SBJISIIOIIMNXCST CYOBEKTaMU OOpalieHus JEKApCTBEHHBIX CPEIACTB B COOTBETCTBUM C
IIYHKTOM «a» [IOCTAaHOBJICHUA IIpaButenbCcTBa Poccuniickon Penepanun
ot 14 nexabps 2018 r. No 1557 «O06 0cOOCHHOCTAX BHEAPECHUS CUCTEMbl MOHUTOPHUHTA
JBI)KEHUS JIEKAPCTBEHHBIX MPENapaToB MJii MEAUIIMHCKOTO MPUMEHEHHS», KOTOPhIE IO
coctossauio Ha 30 uroHs 2019 r. ABNSIOTCA YyYaCTHUKAMH SKCIEPUMEHTA, TIPUPABHUBACTCS
K PETUCTpallMi B CHUCTEME MOHHUTOPUHIA JIBUKEHHUS JICKAPCTBEHHBIX MPEMapaTtoB IJis
MEUIIMHCKOTO TPUMEHEHHUs1 (B COOTBETCTBMHM C IIOCTaHOBJIeHHEM IIpaBurtenbcTBa
Poccuiickoit @eneparuu ot 14 nexadbpst 2018 r. Ne 1556 «OO0 yrBepxkaenun IlomoxeHus
0 CUCTEME€ MOHMUTOPUHIA JBUXKEHUS JIEKAPCTBEHHBIX MpenapaToB sl MEIUIIMHCKOTO
npuMeneHus») (nanee — ®I'C MJIIT).

B ciyyae, ecniu B pamMKax 3KCIEPUMEHTA CBEJICHUS, MPE/ICTABICHHBIE YKa3aHHBIMU
cyOBeKTaMu OOpalieHuss JEKAPCTBEHHBIX CPEACTB B HWH(MOPMAIIMOHHYIO CHCTEMY, B
KOTOpOH ocymiecTBiIsieTcs: HHGOPMAIIMOHHOE 00eclieueHne POBEICHUs SKCIIEPUMEHTA, a
TaK)Ke JOKYMEHTHI, TNpejcTaBisieMble B DenepalbHylo Cly:)k0y mo Haa30py B cdepe
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3IpAaBOOXpPAHEHUsI, HE OTBEUAIOT TPEOOBAaHUSAM K CBEACHUSAM H JIOKYMCHTaM,
ycTaHOBJIEHHbIM [lono)keHneM o cucTeMe MOHUTOpPUHIA JBH)KCHHUS JIEKapCTBEHHBIX
npenaparoB Uil  MEIUIMHCKOTO TPUMEHEHHS, YTBEPXKIACHHOTO IMOCTaHOBICHUEM
[IpaBurensctBa Poccuiickoit deneparuu ot 14 nexadpst 2018 r. No 1556, Takue cyObeKThI
oOpareHus JeKapCcTBEHHBIX cpencTB He paHee | saBaps 2020 r. 1y OpUINYECKHUX JTUIL U
WHIUBUIYAIBHBIX  TPEANPUHUMATENICH,  SBISIOMUXCA  CyOBEKTaMH  OOpaleHus
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBMM ¢ IyHKTOM 2 [lomoxeHus o cucreme
MOHUTOPWHTA JBW)KCHHS JICKAPCTBEHHBIX MPEMApaTOB I METUIIMHCKOTO MPUMEHEHUS,
YTBEPKIECHHOTO MMOCTAHOBJICHUEM [IpaBuTenbCcTBa Poccuiickon denepannun
oT 14 nexabps 2018 r. No 1556 (3a uckiroueHUEM IOPUIUYCCKUX JIUIl U UHIUBUIYaTbHBIX
npearnpuHUMaTeseH, SBISIIONIUXCS CYObeKTaMU OOpaIleHHs JIEKaPCTBEHHBIX CPEJICTB B
COOTBETCTBHM C ITYHKTOM «a» mnocTtaHoBieHusa lIpaButenbctBa Poccuiickoit denepanmnu
ot 14 nexabps 2018 r. No 1557 «OO6 0cOOEHHOCTSIX BHEAPEHUS CHUCTEMbl MOHHTOPHUHIA
JBYDKEHUS JICKAPCTBEHHBIX TIPEMapaToB I MEIUITMHCKOTO MPUMEHECHHS») U HE paHee
1 wronsg 2019 roma 1 IOPUAMYECKUX JIMIT W WHIWBHIYAIBHBIX TPEINPUHUMATEICH,
ABJISIIONIUXCST CyObEeKTaMU OOpallleHusl JIEKapCTBEHHBIX CPEJACTB B COOTBETCTBUU C
IIYHKTOM «a» [IOCTAHOBJICHUSA IIpaBurenbcTBa Poccutickon denepanuu
ot 14 nekabps 2018 r. No 1557 «O06 0cOOEHHOCTAX BHEIAPEHUS] CHUCTEMbl MOHHUTOPHHTA
JBYDKEHUS JICKAPCTBEHHBIX TMpENapaToB MJis MEIUIIMHCKOTO TMPUMEHEHHS», BHOCST
HenocTaromue u (win) akryanbhubie cBegeHus B ®IT'UC MJUJIIL, a nepocraromue v (Ujin)
aKTyaJibHbIe JIOKYMEHTBI MpeacTaBisiioT B DenepanbHylo Clyx)0y mo Haa3opy B cdepe
3IPaBOOXPAHEHUS. Y.



