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NOCTAHOB/IEHUE
ot 7 asrycra 2019 r. N 1027

O BHECEHMU U3SMEHEHUNA
B MOCTAHOB/IEHUE NPABUTE/IbCTBA POCCUCKOMN ®EAEPALIUMA
OT 24 AHBAPA 2017 I'. N 62

MpasutenbcTso Poccuiickoit Pegepaumm NnoCTaHOBAAET:

JononHutb noctaHoBneHue MNpasutenbctBa Poccuitckon ®epepaumm ot 24 ansapa 2017 r. N 62
"O npoBeaeHMM 3KCMEepPUMEHTA NO MAPKUPOBKE KOHTPOAbHbIMU (MAEHTUPUKALMOHHbBIMM) 3HAKAMK U
MOHUTOPUHIY 33 0OOPOTOM OTAENbHbIX BWAOB JIEKAPCTBEHHbIX MpenapaToB ANA MeAULMHCKOro
npumeHeHuna" (CobpaHue 3akoHogaTenbcTBa Poccuiickonn ®eapepauymm, 2017, N 6, c1. 926; 2018, N 3, cT.
551; N 36, cT. 5643) nyHKTOM 3(2) CheaytoLLEro cogepKaHuma:

"3(2). Peructpaums B WHOOPMAUMOHHOM CUCTEME, B KOTOpPOM OyaeT OCyLeCTBASTbCS
MHPOPMaLMOHHOEe obecnedyeHne NPOBEAEHUA IKCMEPUMEHTA, IOPUINYECKUX AUL, U UHANBUAYANbHbIX
npeanpuvHUMaTene, KoTopble ABAAIOTCA CcybbekTamym oOpalleHUs NeKapCTBEHHbIX CPeacTB B
COOTBETCTBMM C MNYHKTOM 2 [lONOXKEHMA O CUCTEME MOHWUTOPUHIA ABWMKEHMA JIeKAapPCTBEHHbIX
npenapaTtoB A4 MegMLUMHCKOTO NPUMEHEHUs, YTBEPXAEHHOro nocTaHoBaeHMeM [paBUTeNbCTBa
Poccuiickoit ®epepauymmn oT 14 pekabps 2018 r. N 1556 "O6 ytBep:aeHMn [oNOKEHUA O cucTemMe
MOHWUTOPUHIA OBUMKEHUA NIeKAPCTBEHHbIX NpenapaToB ANA MeAUUMHCKOro npumeHeHua" (manee -
MonoxeHne o cUcTeEME MOHWUTOPUHIA) (33 WUCKAOYEHWEM HOPULUYECKMX /UL, U MHAMBUAYANbHbIX
npeanpuvHUMaTenei, ABAAIOWMXCA CybbeKTammn obpalLeHns IeKapCTBEHHbIX CPeacTB B COOTBETCTBUM C
nyHkTom "a" noctaHosneHus lNpasutenbctBa Poccuiickoin Pepepaunm ot 14 pekabps 2018 r. N 1557
"O6 0COGEHHOCTAX BHEAPEHMA CUCTEMbI MOHWTOPUHIA ABWMKEHUSA NEKapPCTBEHHbIX MPEnapaTtoB Ans
MeZANUMHCKOTo NpUMeHeHuA"), U KOTopble Mo COCTOAHUIO Ha 31 aekabps 2019 r. ABAAOTCA yYaCTHUKAMM
SKCNepuMMeHTa, NPUPaBHMUBAETCA K PErMcTpauMn B CUCTEME MOHUTOPUHIA ABUMKEHUA NEKAPCTBEHHbIX
npenapaTtos Aas MeAMLMHCKOrO NPUMEHEHMUA, OCYLLECTBASEMON B COOTBETCTBUM C osfoxeHWem O
CUCTEME MOHUTOPUHrA.

B cnyyae ecnm B pamkax sKCNepUMeHTa CBeAEHMA, NPeACTaBAEHHbIE YKa3aHHbIMU CybbekTamu
06paLeHna NeKapcTBEHHbIX CPeacTB B MHOOPMALMOHHYIO CUCTEMY, B KOTOPOM ByaeT ocylecTBAATbLCA
MHPOPMaLMOHHOEe obecrneyeHne NPOBEAEHUA IKCMEPUMEHTA, A TaK¥Ke AOKYMEHTbl, NpeacTaBasemble
ummn B ®epepanbHyto cnyby no Hagsopy B chepe 34paBOOXPaAHEHMA, HE OTBEYAlOT TpeboBaHMAM K
CBEAEHUSAM U [OKYMEHTaM, YCTaHOBAEHHbIM MONOXKEHMEM O CUCTEME MOHUTOPUHIA, TaKNe CYyOBEKTDI
06paleHnn NeKapCcTBEHHbIX CPeacTB HaumHaa ¢ 1 sHBaps 2020 r. BHOCAT HegocTawowme u (Mnam)
aKTyasibHble CBEAEHUA B CUCTEMY MOHUTOPMHIA [ABWMKEHMA JIEKAapPCTBEHHbIX MpPenapaTtoB Ans
MeAMUMHCKOTO MPUMEHEHUs, a HegocTalowme M (MAKM) aKTyanbHble AOKYMEHTbl MpeacTaBaaioT B
depepanbHyto cnyby no Hagzopy B chepe 3a4paBooXpaHeHUs.".
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