by JR] e S BG o7 28 OF AD

Ynpasnexne
PoccenwLxo3Hagaopa no
MepMcKomy Kpak

C30-01-04-1429

26.05.2020
- -
MHHHCTEPCTBO Pykosoautensm
CEJIbCKOI'O XO35iCTBA TePPUTOPHATIBHBIX YIIPABIEHHI
POCCHIUCKOH ®EJEPAIIAA PoccemsxosHaII0pa
OEJIEPAJIBHAS CIYIKBA (1o crncky)

IO BETEPHHAPHOMY H
DOUTOCAHHTAPHOMY HA/30PY

(Pocceanxosnaazop) Hupexropy JlenaprameHTa CEIbCKOTO

xXo3giicTBa r. Cesactonons
Opnukoe nep., 1/11, Mockea, 107996

Hns renerpamm: Mockea 84 Poccenpxosnansop

thakc: (495) 607-51-11, Ten.:(499) 975-43-47 L, q}rma}((}.ﬁy
E-mail: info@fsvps.ru
hitp://www.fsvps.ru 299045, r. Cesactonons,
25.05.2020 Ne @C-HB-2/15005 yn. Penitia, 1. 18

e-mail: depcxsev@mail.ru
Ha No ot

DenepanbHas ciryxkba 1m0 BeTepUHAPHOMY H uTocaHUTapHOMY Haazopy
coO0LUAeT, YTO MPH MPOBEIEHHH KOHTPOIS KayecTBa NIEKapCTBEHHBIX CPEACTB JUIs
BETCPHHAPHOTO  NMPUMEHEHHMA  BBUSBJICHO  HECOOTBETCTBHE  YCTAHOBJIEHHBIM
TpeOOBAaHHAM KauecTBa 06pasua JieKapcTBEHHOTO npenapata «bHoMeTpocaHUT)
(cepusa 12, cpok roanoctu 10.2020) npoussoactsa 000 ®upma «buoXumdapm»,
Bramumupckas o6nacts 1o nmokasarenam: «Maccosas 1o (MaccoBas 1015 B 0/1HO#H
TabJieTke: MeTpoHHAaszona)», «Maccosas 1014 (Maccoras nons B ofiHo#i TableTke:
¢ypazonunona)», «II0WIHHHOCT HHCTATHHA» H «Cpennsis macca (Macca oaHoi
TabieTkn)», 0TOOpaHHOrO VYmpasneHuem Poccenpxosnansopa mno Oprosckoii
1 Kypckoit obnacTam.

B cootBerctBHM ¢ nyHKTOM 67 AJNMWHUCTPAaTHBHOIO  perjameHTa
DenepanbHoit  cayxOsl MO0  BeTepHHAPHOMY U burocanuTapHoMy Haazopy,
YTBEpA/IeHHOTO NpHKa3oM MuHcenbxo3a Poccun ot 26.03.2013 Ne 149, yeeomnsiem
O [IPHOCTAHOBJICHHH peann3allii yKa3aHHOH CepuH JIeKapCTBEHHOIO Mpernapara i
BETE€PHHAPHOTO IPUMEHEHHS.

OO0s3bIBal0 PYKOBOAHUTENS YNpaBiaeHus Poccenpxosnanzopa no Opnosckoit
u Kypckoit obmactsam E.C. YepHOro oCymecTBHTH KOHTPOJIb 332 H3BATHEM
U3 00pallleHns M YHHYTOKEHHEM B YCTAHOBIEHHOM TOpsIKE MapTHH YKa3aHHOM
CCpHM  He0OPOKaYeCTBEHHOTO JIEKapCTBEHHOTO Mperapata uis BETEPUHAPHOTO
npuMeHenHs. O pesysbTaTax yBeIOMHTB B cpok 10 18.06.2020.
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PyKkoBOAHTENAM TEPPHTOPHATBHEIX yIpasieHuit Poccenbxosnansopa:

— o0ecneyuTs HHQOPMUpPOBAHHE X03AHCTBYIOLINX cyOBeKTOB,
OCYIIECTBISIIOIIEX 00palleHHE JIeKApCTBEHHBIX MpenaparoB [/ BeTEPUHAPHOIO
MpUMEHEHUs, O BBISABJICHHH YKa3aHHOH cepHM IEKapCTBEHHOIO Mpenapara, KauecTBo
KOTOPOTO HE OTBECYACT YVCTAHOBJ/ICHHEIM TPEGOBH.HHEM',

—B CIy4ae BBIABJICHHA  yKasaHHOH cepud  HeJo0pOKayecTBEHHOIO
JEKapCTBEHHOTO IpefiapaTta [ BeTepPHHAPHOTO [IPUMEHEeHNa o0ecneduTh KOHTPOJIb
33 MCIIQJIHCHHEM  cyObexTaMu  oOpallleHUs  JIGKAPCTBEHHBIX  CPEdcTB A
BETEpHHAPHOrO IIpUMeHeHHS TpeOoBanmii crateu 57 DepepancHOro 3akoHa
ot 12.04.2010 Ne 61-®3 «O6 obpaniesny IeKapCTBEHHBIX CPEACTB» B YaCTH 3allpeTa
Ha peamd3allMio JeKapCTBEHHOI0 Tpenapara [Uis BeTEPUHAPHOTO IPUMEHEHUA
A0 TOATBEPXKIEHHA COOTBETCTBHA KadecTBa YCTAHOBJICHHBIM 00S3aTeNbHBIM
TpebOBaHHAM.

O npoBenerHoit paGore nponHdopMIpoBaTh POCCEIBX03HAN3OP.

OnHoBpeMeHHO COODIIAEM, YTO MPOU3BOAUTEND JIEKAPCTBEHHOTO MpENapaTa
«buomerpocanury - 000 Pupma «bnoXum@Papm» — mnpoudbopMHpoBaH
0 HeoGXOJIHMOCTH IMPOBENEHHS MEPONPHATHH B COOTBETCTBHH ¢ TPeGOBaHHAMHU
3aKOHOJATEeNLCTBA.

IIpunoxenue: Ha 1 1.

{ B

JOKVYMEHT IMOATIMCAH
3amecTuTens PyKoBOAMTENS @ PO BT H.A.Bnacos

Ceprndmear: Me25846]1 I AEEIBECA6BIAMALCIEIZCEATOA AB494T
Bragenen: Bracon Huconai AHATON SRR
Hettcronrenen; ¢ (9.08.2019 no 19.11.2020

A.E. babywknna 8-495-607-83-78
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[punoxenne k micemy Poccensxosnaniopa
oT 2020 T. Ne

I[TepeyeHb NeKapCTBEHHBIX CPEACTE U1 BETEPHHAPHOrO NPUMEHEHHU,
HE COOTBETCTBYIOIIMX YCTaHOBICHHEIM TpeOOBAHMAM

HanmeHoBaHHe JeKapCTBEHHOIO
cpeicTBa, cepHsl, CPOK FOAHOCTH

IMokazaTe/ib Ka4yecTBa:

Pe3ynbTaT HCIBITAHHUA

Hopmartus

«buomerpocannT» (cepus 12, cpok
roasoctr 10.2020)

«MaccoBan noast (Maccosasn noad B oqHOT
tabieTKe: MeTpPOHHAA30a)», [/TabneTKy

0,393

0,54 - 0,69

«Maccosas goas (MaccoBas g0/ B OHOH
TabyieTke: pypa3oJHAOHA)», r/TabIaeTKy

0,971

1,10-1,35

«IMoaTHHHOCTh HHCTATHHA)

He BrijiepxuBaer
UCTIBITAHHE

JoKeH BEIIEPKUBATE
HUCIILITAHUSA

«Cpennsin Macca (Macca ogHoi TaOneTkH)», T

19,4

19,5 - 20,5
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