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MepepanbHas cnyxba mMo BeTepHHAPHOMY M (PUTOCAHMTADHOMY Ha30py
coobLlaer, YTO NpH NMPOBEAEHHH KOHTPOJA KauecTBa JIeKApCTBEHHBIX CPEACTB A5
BETEPHHAPHOTO  MPHMEHEHHs  BbISBJIEHO  HECOOTBETCTBHE  YCTAHOBIEHHbIM
tpebosaHuAM KayecTBa oOpasua JNekapcTBeHHoro mnpenapara «PactBop Hoaa
cnuprosoii  5%» (cepus 13, cpox rommoctu 03.2021) npowusBoxcTsa
Q0O «Toproseiii gom «buArpo», r. Bnagumup no nokasarenam: «Maccosas nons
kanus Hoauctoro», «Okpacka 0,5% BoaHoro pacreopa #ojga» U «Maccosas foas
flona», otobpannoro Ynpaenenunem Poccenbxosznanzopa no Opendyprexoit obnactu.

B coorBercTBHH ¢ nyHkTom 67 AJAMHHHWCTPaTHBHOINO perjamMeHTa
@enepanbHoli  cnymbbl MO BETEPHHAPHOMY W (PUTOCAHHTAPHOMY HaA3opY,
YTBEPIKICHHOro nprkasoMm MuHcensxo3a Poccuu ot 26.03.2013 Ne 149, yseaomiasiem
O MPHOCTAHOBIEHWH peanH3ali YKa3aHHOH CepuM JIeKapCTBEHHOTO Npenapara s

BETEPUHAPHOrO TIPHMEHEHHMS. Eﬂ ™ Ynpasnenue
Poccenexosvagsopa no

:. K &  Mepmckomy kparwo
w C3A-01-04-108
18.01.2019




2

O6si3piBato pykoBoauTens Ynpaenexus Poccenbxosnaasopa no Operbyprexoi
obnactk C.B. PaGeiX OCYIIECTBHTL KOHTPONb 34 H3IBATHEM W3 obpaiueHus
¥ YHHUTOXKEHHEM B YCTAHOBIEHHOM TNOpsAKe MNapTHH  YKa3saHHOW  CepHu
HeAoOPOKaYEeCTBEHHOr0  JIeKapCTBEHHOro  npenapara  JUIA  BETEPHHADHOro
nprMenenns. O pesyaALTaTax yBeAOMHT: B cpok a0 15.02.2019.

PyxoBoouTeNsaM TEPPUTOpHANLHLIX YNpasneHnH PoccenbxolHan3opa:

— obecneunTs HHObOpPMHUpOBaHHE XO3HCTBYOLLKX cy6beKToR,
OCYLIECTBSIONMX obpalleHne fekapcTBEHHBIX MPENapaToB ANA BETEPHHAPHOIO
rIPUMEHEHNA, O BLIABACHHH YKa3aHHOR CEpHM NEKApCTBEHHOrO Npenapara, Ka4ecTso
KOTOPO# He OTBEYAET YCTAHOBNEHHEIM TpeGoBaHKHAM,

—B Clyyae BHISBJICHHA  YKasaHHOH cepuu  HeAO0OPOKaYECTBEHHOrO
NIEKAPCTBEHHOTO MpEIapara A8 BETEPHHAPHOTO NPUMEHEHHS 06eCTIeYHTh KOHTPONL
3a UcnosniHeHMem  cyObekTamu  oOpallleHHs  JIEKApCTBEHHbIX  CPEACTB  Jif
BETEPHUHAPHOr0 NpHMeHeHHs TpeGoBaHuit craTen 57 denepansHOro 3akoHa
ot 12.04.2010 Ne 61-03 «O6 obpailieHHy JeKapcTBEHHBIX CPEACTBY B YacTH 3anpeTa
HA peaJu3alHIO JIEKApCTBEHHOTO Mpenapara s BETEPHHAPHOrC NPHMEHEHHsA 10
NOATBEMKAEHUA  COOTBETCTBHS  KA4eCTBA  YCTAHOBNEHHbIM  00sA3aTeNbLHLIM
TpeboBaHHAM.

O nposegenHo# pabore nponk(popMHposath Poccensxo3nansop.

OnHoBpeMEHHO coobuiaeM, YTO MPOM3BOAUTENDL JIEXAPCTBEHHOIO npenapara
«Pacteop ilopa cnuprosoli  5%» — OOO «Toproseiii  mom «buArpo» —
nponH}OpMHUPOBaH O HEOOXOAMMOCTH NPOBEAEHUA MEPONPHATHH B COOTBETCTBHK
¢ TpeGOBAHHAMH 3aKOHOJIATEILCTBA.

[Tpunoxerue: na 1 1.

.

3amecTHTeNb PykoBoauTens H.A.Bnacos

A.E.BaGywxuna 495 607 83 78
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l'lpnnomeuue K MHCBMY Poccenbxmﬂama

or?8 - LO/F 2018r. Ne PN ~.<”‘/ 6§55

ITepeyens NeKApCTBEHHBIX CPEACTB AN BETEPHHAPHOTO NPHMEHEHNA,
HE COOTBETCTBYIOWIMX YCTAHOBNEHHLIM TPEOOBAHUAM

HanmeHoBaHNE 1eKAPCTBEHHOTO TokazaTenb Ka4ecTsa:

CpeacTBd, cepus, CPOK FORHOCTH Pe3ynuTar HCMBITAHHA Hopmatus

Maccosas J0as Kasaus fogucroro, %

1,73 1,9-2,1

Oxpacka 0,5% BoaHoro pacrsopa ioaa

«PacrBop Hoaa cnupToBoit 5% (cepus He nomwna

eBEIIIaeT 10 npe b IO
13, cpok roasocth 03.2021) Hp A—
HHTEHCHBHOCTH 3TanoH Y1 WHTEHCHBHOCTH
3TanoH Y1

Maccosas aons fioga, %

4,2 4,9-5.2
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