MPABUTEJILCTBO POCCHUMCKON ®OEIEPAIINU
ITOCTAHOBJIEHHWE

ot 7 aBrycta 2019 r. Ne 1027

MOCKBA

O BHeceHHnn H3MeHeHHUs B nocraHoBaenne IlpaBurenberBa
Poccuiickoii ®enepanun ot 24 suBaps 2017 r. Ne 62

IIpaButenscTBO Poccuiickoi Penepallui 10 CTAHOBJI e T :

Jononuute noctanoBienue [IpaButensctBa Poccuiickoit @Penepauuu
oT 24 suBapsi 2017 r. Ne 62 "O npoBeieHUH OSKCHEPUMEHTa II0 MapKUPOBKE
KOHTPONBHBIMHA  (MACHTU(PUKAIMOHHBIMK) 3HaKaMd W MOHHUTOPUHTY 32
000pOTOM OTHEJIBHBIX BUJIOB JIEGKAPCTBEHHBIX MpPENaparoB sl MEIUIMHCKOTO
npumeneHus" (CoOpaHue 3akoHoparenbcTBa Poccuiickoit ®epepamuu, 2017,
Ne 6, cr.926; 2018, Ne 3, c1. 551; Ne 36, cT. 5643) nmyHKTOM 3? CIEAYIOIIETO
COJIepKaHHS:

"32 Perucrpauuss B HHMOPMALMOHHONW CHCTEME, B KOTOpOH OGyxer
OCYILECTBIATHCS UH(POPMAIIMOHHOE O0eclieueHrue MPOBE/IEHUs] SKCIIEpUMEHTa,
IOpUANYECKUX JIML W HMHAMBUAYaIbHBIX MpeAlpUHUMATENel, KOTOopble
SBIISIIOTCS CyOBeKTaMU OOpallleHHsl JIeKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C
nyHkToM 2 [lonokeHuss O cucTeMe MOHUTOPHUHIA ABUKEHUS JIEKapCTBEHHBIX
npenapaToB IUIs1 MEULUHCKOTO NpUMEHEHUS, YTBEPXKJAEHHOTO
noctanoBieHremM lIpaBurensctBa Poccuiickoit ®enepaunn ot 14 nexabps
2018 . Ne 1556 "OO6 ytBepxaenun IlonoxeHus o cucTreMe MOHUTOPHUHIA
JBHXKEHUS JIEKQPCTBEHHBIX IIpernapaTtoB Ajs MEAULMHCKOro IpuMeHeHus"
(nanee - [onoxeHue o cucTeMe MOHUTOPHHTA) (32 UCKIIOUEHUEM IOPUIAYECKUX
JUL, W UHIUBUAYAIBHBIX NOpeAnpUHUMATeNel, SBIAOMIMXCS CyObeKTamu
oOpallleHUss JIEeKapCTBEHHBIX CPEACTB B COOTBETCTBHMM C IIyHKTOM "a"
rioctanoBienus [IpaButenscta Poccuiickoit ®enepanuu ot 14 nexabps 2018 .
Ne 1557 "O6 ocobeHHOCTSIX BHEIpPEHUS CUCTEMbI MOHHUTOPUHIA JBHXKEHHS
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JIeKapCTBEHHBIX IpenapaToB Uil MEIULMHCKOIO MPUMEHEHHUA"), U KOTOpbIe
no coctosHuio Ha 31 nexabpst 2019 r. ABISIFOTCS y4acTHUKAMH 3KCIEPHMEHTA,
NpUpPAaBHUBAETCS K PpErucTpalldd B CHCTEME€ MOHHUTOpPUHIa JABHKEHHS
JIeKapCTBEHHBIX IpenaparoB JUTSt MEIHALMHCKOTO MIPUMEHEHMUS,
OCYIIECTBJIIEMOU B COOTBETCTBUU C [ lonoxkeHuEM 0 cucteMe MOHUTOPUHTA.

B ciaywyae ecnim B paMKax 3KCIEpUMEHTa CBEICHMSI, IpeICTaBlIeHHBIE
yKa3aHHBIMU cyObeKTaMu obpaiteHus JIEKapCTBEHHBIX CpeACTB
B WHGOPMALIMOHHYKO CUCTEMY, B KOTOpOH OYyJeT OCyIUIECTBIATHCS
HHOOpMaLIMOHHOE ofOecrieueHHe TMPOBEJACHHUS DKCIEPUMEHTa, a TaKxke
JOKYMEHTBI, TpeicTtaBiseMble uMu B DenepanbHylo ciayx0y IO Haa3opy
B cdepe 3apaBOOXpaHEHHS, HE OTBevaloT TpeOOBaHUSAM K CBEJACHHSIM
U JOKYMEHTaM, ycTaHOBIeHHbIM [lonoxeHreM O cucTeMe MOHUTOPUHTA, TaKHe
CyOBEeKThl OOpallleHHsl JIEKApCTBEHHBIX CpelcTB HauuHasg ¢ 1 sHBaps 2020 r.
BHOCST HEJNOCTAalOIIKe U (UIU) aKTyalbHble CBEJEHUS B CUCTEMY MOHUTOPHUHTA
IBWOKEHUS JIEKAPCTBEHHBIX IIpeNnapaToB [ MEAMIMHCKOrO NpUMEHEHUs, a
HeJIOCTAroIIMe U (MJIK) aKTyallbHble JOKYMEHTHI npecTaisitoT B DenepanbpHyto
CIIy 0y 110 Haa30py B cdepe 31paBooXpaHeHus.".

d.MenBenen
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