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B COEPE 34PABOOXPAHEHNA NeKapCTBEHHbIX CPeACTB
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PYKOBOAWTE/b TeppuTopUasibHble OpraHbl
CnaBsaHckaa nn. 4, ctp. 1, Mocksa, 109074 ~
TenedoH: (495) 698 45 38; (495) 698 15 74 q)e'qepaanOM Cﬂy)K6b| no Ha,ﬂ,30py B
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HaNe ot MeanumMHCKMe opraHusauum
D npekpaLleHnn 06paLLeHus OpraHbl ynpaBneHus
NIEKapCTBEHHOTO Npenapara 3ApaBoOOXPaHEHNEM CYyGbEKTOB

Poccuiickon degepaumm

defepasibHOM cny>X60i No Hag3opy B cdhepe 30paBOOXPaHEHNSA NPUHSATO PELLIEHWE O
npeKpaweHn obpalleHna eKapcTBEHHOro npenapara «/Jekcamea®, pacTeBop A1
BHYTPUBEHHOIO W BHYTPUMbILLEYHOro BBefdeHUs 4 wmr/mn, amnynbl  (10), nadku
KapToHHble» cepun Al110BA npoussoactBa «Megokemu Jita» (Knnp) B cBA3M C
NHOpMaLMed O BbISBIEHUN B pamMKax (efepasibHOro rocyjapCTBEHHOr0 KOHTPO/ISA
(Hag3opa) B cdepe 0b6pallleHUs] NEKAPCTBEHHbIX CPeAcTB  (BbIOOPOUHbINA  KOHTPO/Ib
KayecTBa) HECOOTBETCTBMS KayecTBa MapTUWM JaHHOW Cepun NIeKapCTBEHHOrO MpenapaTa
TpeboBaHNAM HOPMATUBHOM AOKYMeHTaLUMW Mo Mokasatento «[OCTOPOHHME MPUMECU»;
Bnageney, napTum nekapcrteeHHoro npenapara 3A0 «<AUTEMC CKJIAAbl» (r. Mocksa,
PasaHckwuia npocn., 4. 16, cTp. 1).

CybbeKTaM 06palleHnst JIEKAPCTBEHHbIX CPeACTB  HA/IeXXUT TMPUHATL  Mepbl,
HanpaB/ieHHble Ha co6naeHNe TpeboBaHU CT. 57 PefgepasibHOro 3akoHa oT 12.04.2010
Ne 61-P3 «O6 ob6palleHUN NeKapcTBEHHbIX cpeacTB», nn. 30, 45 MpaBun Hagnexaltlemn
NPaKTUKM XpPaHEHUA W MepeBO3KU JIEKAPCTBEHHbIX MpenapaTtoB A1 MeAULMHCKOro
NPUMeHEHUA, YTBEPXAEHHbIX NpukasoM MwuH3gpaBa Poccum ot 31.08.2016 No 646H.
O pesynbTaTtax nNpoBefeHHOM paboTbl criegyeT WMHMOOPMUPOBaTL TeppuTopUasibHble
opraHbl Poc3apaBHaasopa.

TeppuTopnasibHbIM ~ OopraHam  Poc3gpaBHag3opa o06ecneynTb  KOHTPOSb 3@
BbISIB/lEHWEM U U3bATMEM U3 oOpalleHns yKasaHHOW Cepun  JIeKapCTBEHHOIO
npenapata. O nNpoBeAeHHOM paboTe MHpopMMpoBaTb Poc3gpaBHaa3op.

YuntbiBas TpeboBaHus cT. 47, 57 degepanbHOro 3akoHa ot 12.04.2010 Ne 61-P3
«O6 obpalleHn NeKapCTBEHHbIX CpeacTB». dedepasibHast CayXb6a no Haa3opy B cdepe
30paBooxpaHeHnst npeanucbiBaeT 3A0 «AMTEMC CKJIAQbl» npegocTaBuTb B
Poc3gpaBHag30p OTYET O MPOBefeHHOM paccnegoBaHUM MO (PakTy  BbISBEHUA
HeJOOpPOKa4YeCTBEHHOI0  JIEKAPCTBEHHOro npenapata «[ekcamed®, pacTtBop A/1s
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BHYTPMBEHHOINO0 W BHYTPUMbIWEYHOro BBefeHMa 4 wmr/mn, amnynsl (10), nauku
KapTOHHble» cepun A110BA npoussoactea «Megokemu Jita» (Kunp), BKo4Yas
NHopMaLMIO 0 MNPeAnpPUHUMAEMbIX KOPPEKTUPYOWMX U (MNK) Mpefynpexnarowmx
JencTBuAX. 3anpaluvBaemMble CBeeHNA Heob6X0ANMMO NpefocTaBUTb B cpok Ao 30.12.2021
Ha 3/1IeKTPOHHYIO noyTy control_Is@roszdravnadzor.gov.ru ¢ rnocnefyroLen 4OCbI/IKOM Ha
OyMaXXHOM HocUTeNe.

A.B. CamoinnoBa

E.A.®ajeeBa
8(499)578-01-85
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