NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

[TOCTAHOBJIEHUE
ot 7 aBrycra 2019 . N 1027

O BHECEHUU MU3BMEHEHU
B ITIOCTAHOBJIEHME ITPABUTEJIbCTBA
POCCUIICKOM ®EOEPALIAU
OT 24 IHBAPA 2017 T. N 62

IIpaBuTenbcTBO Poccuiickoin ®enepannn
TIOCTAHOBJISIET:

HomonHuTh TocTaHOBAeHNe [IpaBuTeNbCTBA
Poccuiickoit @enepatiyu ot 24 suBaps 2017 r. N 62
"O npoBefeHMM 3KCIIepUMeHTa 10 MapKUPOBKe
KOHTPOJIbHBIMU (MAeHTUPUKAIMOHHBIMY) 3HAKAMU U
MOHUTOPMHTY 32 000POTOM OT/Ee/IbHBIX BUIOB
JIeKapCTBEHHBIX IMPerapaToB A5 MeOUIMHCKOTO
npuMmeHenust" (CobpaHye 3aKOHOAATENbCTBA
Poccuiickoin ®enepauyu, 2017, N 6, cT. 926; 2018, N
3, cT. 551; N 36, cT. 5643) myHKTOM 3(2) C/IeIyIOIEero
Copep>KaHus:

"3(2). Perucrpanus B MHQOPMAIMOHHOJ CUCTEME, B
KOTOpO¥t 6yeT ocylecTBISITbCS MHPOpMaLOHHOe
obecrieueHye MPoOBeIeHNS IKCIIEPUMEHTa,
IOPUANYECKUX JIALL Y UHAVBUYaJIbHbBIX
npeanpuHuMaTeseil, KOTopble SIBJSIIOTCS






cyObeKkTaMy 0OpaleHust JIeKapCTBEHHBIX CPEJICTB B
COOTBETCTBUM C MyHKTOM 2 [TosioskeHMs 0 cucrteme
MOHMUTOPUHTA IBVXKEHUS JIeKapCTBEHHBIX
MpernapaToB [JisI MeAUILIMHCKOTO IIPUMeHeHMsI,
YTBEPKIEHHOI0 IOCTaHOBIeHMeM [IpaBuTenbCcTBa
Poccuiickoit ®epepannu ot 14 meka6bpst 2018 r. N
1556 "O6 yrBepskaeHum I1o05keHUS O CUCTEME
MOHMUTOPVHTA IBVKEHMS JIeKapCTBEHHbIX
perapaToB AJISI MEeOIULIMHCKOTO IIpUMeHeHus"
(manee - IlosoxkeHue 0 CUCTEME MOHUTOPUHTA) (3a
UCKJTIOUeHMEM I0PUANYECKUX JINLL U
MHIVBUYAJbHBIX IIpeAIPUHMMATEIEN, SIBISIOMXCS
CcyobeKkTaMu oopalieHust JieKapCTBeHHBIX CPEJICTB B
COOTBETCTBUM C IIYHKTOM "a" TIOCTaHOBJIEHUS
[IpaButenbcTBa Poccniickoit @epepaunn ot 14
neka6bpst 2018 r. N 1557 "O6 0co6eHHOCTSIX
BHeIpeHMsI CUCTeMbl MOHUTOPUHTA IBUKEHUS
JIeKapCTBEHHBIX MPerapaToB A1 MeOUILMHCKOTO
npuMeHeHus"), ¥ KOTOpPbIe 0 COCTOSTHUIO Ha 31
nexka6pst 2019 r. IBASIOTCS YY4aCTHUKAMMU
9KCIIepMMeHTa, MPUPABHUBAETCS K PeTUCTpaly B
CUCTeMe MOHUTOPUHTIA ABVKeHUS J1IeKapCTBEHHbIX
MperapaTroB 11 MEAULIMHCKOTO IPUMEeHeHNs,
OCYIIeCTB/IIEMOT B COOTBETCTBUM C [losI0’KeHMEM O
CUCTeMe MOHUTOPUHTA.

B C/iydae e€C/i B paMKaX 3KCIIepMMEHTa CBeOeHM s,
InpencTtaB/JI€eHHbI€ YKa3aHHbIMMU Cy6'beKTaMI/I






obpaleHus TeKapCTBEeHHbIX CPeJICTB B
MHGOPMAIIMOHHYIO CUCTEMY, B KOTOPOi1 OyaeT
OCYIIECTBISATHCS MHGOPMALIMOHHOE 0becrieueHne
MpOBeIeHMS IKCIIEPUMEHTA, a TAKXKe TOKYMEHTHI,
npeacTasisieMble MU B efepanbHyI0 CITyKOY 10
HazA30pYy B chepe 31paBOOXpaHeHMs, HE OTBEUAlOT
TPeOOBAaHMSM K CBEJIEHUSIM U JOKYMEHTaM,
ycTaHOBJIeHHbIM [l0I05keH1eM O cucTeme
MOHUTOPMHTA, TaKye CyObeKThl 00palleHusI
JIeKapCTBEeHHBIX cpeacTB HauuHag ¢ 1 suBaps 2020 r.
BHOCSIT HeJioCTaloIe 1 (M1) aKTyaJlbHble CBeJeHMS
B CMCTEMY MOHMTOPUHTA ABVXEHMS JIeKapCTBEHHBIX
MpernapaToB JJIsI MeIAUIIMHCKOTO ITPUMEHEeHMSI, a
HejoCTawIye U (M) akTyaJbHble JOKYMEeHTbI
npeacTaB/stioT B @eepasbHYIO CIYKOY IO HAZ30PY B
cdepe 3apaBoOXpaHeHMS." .

[Tpencenarens IIpaBuTenbCTBA
Poccuiickoi ®epgepann
O.MEJIBEJIEB






