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DenepanbHas cnyxba mo BETCPHHAPHOMY W (MTOCAHHTApHOMY HAJ30Dy
coolmiaer, YTo NpH NpoBeneHHH KOHTPOJIZ Ka4deCTBA JIEKAPCTBEHHBIX CPENCTB JUIA
BETCPHHADHOIO  NPDHMEHEHHS  BBIABIEHO  HECOOTBETCTBHE YCTaHOBJICHHEIM
TpeGOBAaHHAM KadecTBa obpasua JIEKapCTBEHHOIO Npenapara «AMHATpasuH» (cepus
16, cpox roaroctn 06.2019) npomssozctea 3A0 «Ton-Ber», r. Cankr-Tlerep6ypr mo
nokasatenaMm: «MaccoBas pons ammrpasay u  «[TomTHHHOCTS aMUTpazay,
0TOOpaHHOTO VYrpaBneHuem Poccensxosnamsopa nmo Opaosckoit u Kypckoit
obmactam. |

B coorserctBHE ¢ mymkTOM 67 AIIMHHHCTPAaTHBHOIO  perjiaMeHTa
QenepansHoit  cmyxOBl 110 BETCPHHADHOMY W  (UTOCAaHHTapHOMY Haa3opy,
YTBEPXKACHHOIO NpHKa3oM MuHcensxo3a Poccun ot 26.03.2013 Ne 149, yBenomnsaem
O IIPHOCTAHOBICHAM PeaNH3aLMK yKa3aHHON CepHy JIEKapCTBEHHOTO npenapara I
BETEPHHAPHOTO NIPHMEHEHHS.
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O6s35Bato Pykosomutens Yupasienns Poccensxosnamgsopa no Oprosckoi u
Kypcxo# i ofmactam E.C. YépHoro OCyMECTBHTE KOHTPONb 33 H3BATHEM
113 06palieHrs. M YHHUTOXCHHCM B YCTAaHOBICHHOM IOpAJKE [apTHH yKa3aHHOH
cepHH HeloGpOKAaYeCTBEHHOrO JEKapCTBEHHOTO TMpemapaTa [Uid BETCPUHApHOrO
npuMeHenHs. O pesynsTaTax yBeAOMUTH PoccensxosHaazop B CpoK 10 04.07.2018.

PykoBoauTessIM TepPPHTOPHANBHEIX ynpasienuil Poccenpxo3Hansopa:

— obecnednTH dHopMupoBaHue XO34HACTBYIONIAX CyOBEKTOB,
OCYIIECTRIAIOMMUX 0GpaIIeHne NEeKAPCTBEHHEIX NPENaparoB A BETCPHHAPHOTO
pUMEHERNs, O BHIABJIEHHM YKA3aHHKX CepHH JICKapCTBEHHEIX IpPeHapatos,
KAYECTBO KOTOPHIX HE OTBEYaeT YCTAHOBICHHBIM TPeGOBaHHAM;

—B cioydae BHIBICHHA  YKa3aHHOH  CCpHH HeZ00poKadecTBEHHBIX
NeKaPCTBEHHBIX MPENAPATOB U BETEPHHAPHOIO NPHMCHEHAA 06ecIieATh KOHTPOIh
3a HCTIONHEHHEM  cyOBekTaMh  oOpaiieHns — JIGKAPCTBEHHBIX — CPSACTB  AUA
BETEPHHAPHOTO NpHMEHCHHs TpeOoBaHHH CTaTbhH 57 <eaepanbHOro 3aKOHA
ot 12.04.2010 Ne 61-3 «O6 obpaiieHHH JEKapCTBEHHBIX CPEACTEY B JACTH 3alIpeTa
Ha peayM3alio JIeKapCTBEHHOTO MpenapaTa IUid BETCPHHAPHOrO NpEMEHEHHS [0
MOATBEPAJIEHNS  COOTBETCTBHA  KaueCcTBa  YCTAHORICHHEIM o0 13arenbHEM
TpeOoBaHHAM.

O mposepentoil pabore NpoHHGOPMHPOBATH PoccenbsXo3HaA3op.

TTpoM3BOAHTENE JIEKAPCTBEHHOTO [Ipernapara «AmuTpazas» — 3A0 «Ton-Bem»
— OpoHHPOPMUPOBAH O HEOOXOMMMOCTH MPOBC/ICHHL MepOnpRATAH B COOTBCTCTBHA
¢ TpefopanuAMY 3aKOHOAATENILCTRA,

Tpunoxenne: Ha 1 J1. B 1 3K3.

3amecTHTENs PYKOBOKHTEIR H.A.Bnacos

A E.BaGymxura
495 60783 78




PG e DB A PHPT
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ITepedeHs NEKapCTBEHHBIX CPE/CTB JUTA BeTepHHAPHOTO MPEMEHEHH!H,
HE COOTBETCTBYIOLMX YCTAHOBACHHBIM TpeGOBaHUAM

HauMeHnoBaHHe JIEKAPCTBEHHOTO Ilokasarens kavecrsa:
CpeAcTBa, cepHs, CPOK FOAHOCTH Pesy/bTaT HCTIEITAHHS Hopmartus
Maccosas 105 aMaTpasa, %
0,090 0,225 - 0,275
«AmuTpasus» (cepus 16, cpox IHoanuaHOCTHL aMHATpa3a
roxpocTH 06.2019) . Jomxken
He BrizepxmBaer
BHLIEPXKHBATh
HCTIBITaAHUE
HCIBITAHHE




