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Ha Ne or B cepe 37paBoOXpaHEHHA

[_ ] OpraHu3saiuH, OCyIeCTBIIAIONIHE
IKCIIEPTH3Y KauecTBa
JIEKAPCTBEHHBIX CPEICTB

O He0OXOIUMOCTH HABATHA MeIHLMHCKHE OpTraHH3aLHH
NeKapCTBEHHOr0 CPEeJICTBA

Oprassl ylpaBJieHHA
3JpaBOOXpaHEHUEM CyOBEKTOB
Poccuiickoii ®eaepanuu

QenepanbHas ciayx6a no Hansopy B cdepe 34paBOOXpaHeHHS HAa OCHOBAHHH
ceefienui, mnpenocraBleHHBIX OOO «Actpadeneka @®@apMachlOTHKaN3», cO0DIaeT o
BBISABIICHMH JIEKAPCTBEHHOIO cpeAcTBa «3onanexc®, kancynsl 1A MOAKOXKHOTO BBEACHHS
IPOJIOHTHPOBAHHOIO AEHCTBHS 3,6 Mr, InpHUu-aniukarop (1), KOHBEPTH ATIOMUHHEBEIE
JIaMHHMpOBaHHEIE (1), MaykyM KapTOHHBIE» C yKa3aHHEM Ha Madke KapTOHHOM CepHH
JW818, ¢ BnoxxenueM nmpuir-anminkatopa cepud KC765.

ITo nudopmamuun OO0 «Acrpa3eneka Papmacerotukans» cepus KC765 mannoro
JIeKapCTBEHHOTO Ipenapara Ha TeppuTopuio Poccuiickoit ®eneparun He BBO3UJIACE U HE
MpOXoAuJIa 0OA3aTENpHYIO IPOLEAYpY MOATBEPXKACHHUs COOTBETCTBHA. Ilpemapar cepuu
JW818 BBO3MIICA B ycTaHOBIEHHOM mopsake B Poccuiickyro ®enepanuro. YmakoBka
BBIABJICHHOIO JIEKAPCTBEHHOrO Ipemnapara cepud JW818 umeer oTiuuuTeIbHBIE IPU3HAKH
OT OPHIHHANBHOTO IEKaPCTBEHHOTO Mpernapara, IepeYuCIeHHBIE B IPHIOKEHHH.

H3baTuro u3 obpallleHHs MOANeXaT YMaKOBKH Ipemnapara «3omamekc®, Karcyssl
IS TIOAKOKHOTO BBEIACHHSA IIPOJOHTMPOBAHHOTO NEHCTBUA 3,6 M, IINPHUI-aNIIAKATOP
(1), KOHBEepTH alFOMHHHEBEIE TaMUHUPOBaHHEIE (1), maukd KapToHHbIe» cepun KC765, a
TaKKe YIAaKOBKH JIEKAPCTBEHHOro cpeactBa «3ojamekc®, Kancynsl IS TOIKOXHOTO
BBEICHHS IPOJIOHTMPOBAHHOro IeHcTBHA 3,6 Mr, mmpui-anmiukatop (1), KOHBepPTHI
aIOMHHHEBBIE JIAMHHHPOBaHHEIE (1), TAUKH KapTOHHBIC», HUMEIOLIME OTIHYHS B HOMEPE
CepHH Ha MIIpHIlC-alIUIMKaTOpe M I[a4ke KapTOHHOH WM HHXENEePEUHCICHHBIC
OTJIHYUTEIIbHbIE IPU3HAKH TI0 YIIAKOBKE.

QenepanbHas ciyxkba 1no Haa3opy B cdepe 3OpaBOOXpaHEHHs Ipeiaraet
cyObekTaM oOpalieHuss JIeKapCTBEHHBIX CPEACTB M MEAMLUUHCKHM OPraHH3aluaM
IPOBECTH IPOBEPKY HA HalM4YMe TMEPEUYUCIIEHHBIX B TPUJIOKEHHH TPU3HAKOB
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banbcubrKaud B UMEIOIIMXCS YIaKOBKaX YKa3aHHOTO JIEKApCTBEHHOIO Ipenapara, o
pesyibTaTax KOTOpoi MponHGOpMHUPOBATE TEPPUTOPHATILHEINA opraH Poc3apasHaasopa.

TepputopuansHelM  opranaMm  PocsapaBHaz3opa IIPOBECTH  MEPONpPUATHS B
cootBeTcTBHM C «lIpaBunamMu YHWUUYTOXKEHHS HeNOOPOKa4yeCTBEHHBIX JIEKAPCTBEHHBIX
CpeacTB, (GanbCMGUUMPOBAHHBIX  JIEKAPCTBEHHBIX CPEICTB M KOHTPaQaKTHHIX
JIEKapCTBEHHBIX  CPEICTB»,  YTBEPXAEHHBIMH  InocTaHOBIeHHeM IIpaBuTensCcTBa
Poccuiickoii ®enepanuu ot 03.09.2010 Ne674. O pesynbrarax NPOBEIEHHOH PabOTEI
uHdpopmupoBats PoczapaBHansop.

IIpunoxenue: Ha 1 1. B 1 3K3.

Bpuo pykosoautens M.A Mypauiko

I'.B.I'anHOuKa
8 (499) 578 01 87




[IpunoxxeHue Kk NUCEMY Poc3npaBHazx

105,061 )1 14— 7.

OTnuyuTeNbHEE TPU3HAKH (HaTbCUPUIIMPOBAHHOTO Mpenapara «301a4eKe, KalCybl Uit
TTOJKOXKHOTO BBEJECHHMs IPOJOHTHPOBAHHOTO AeicTBus 3,6 Mr, mmpui-anmiukarop (1),
KOHBEPTHI AIOMMHHEBbIE JITAMUHUPOBaHHEIE (1), mauku KapToHHEIE» cepun JW818:

Hazpanue OpuruHanbHbIl OpenapaT danbcuhUuuUpOBaHHBIA
IpU3HAKa npenapat
UInpuy: B ynakoBke cepuud JW818 B ymakoBke cepun JW818

- Homep cepuu

HaxoauTcs mmpun cepun JW818

naxopured mnpun cepuu KC765

Dnaoicox-
anHomayus,
NOOBUNCHO-
NPUKPEnNeHHblU K
KOH8epmY:
UYesass CMOpPoHA
-UHOeKC
npou3eo0umers

B uHzaekce npou3BOAUTEIL
Actpa3eneka IOK Jlumuren,
Benukobputanus Makkinchuna,
Yemmup, SK 10 2NA crout

3arnaBHas OyxBa «K»

B mHzaekce npou3BoauTens
Actpa3eneka IOK Jlumuren,
Benukobputanus Makkncuia,
Yewmp, Sk 10 2NA crout

nponucHas 6yksa «k»




