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Ha Ne oT

JKCIEPTU3Y Ka4eCTBa
JIEKaPCTBEHHBIX CPEICTB

O HcOOXOIUMOCTH H3BATUS ‘—l
JNEKApCTBEHHOT'O CPENCTBA MennIHHCKIE OpraHu3aniy

Opransl ynpaBiIeHAsA
37[paBOOXPAHEHHEM CyOBEKTOB
Poccuiickoit @enepanun

QepepanbHas cnyx6a 1Mo Hag3opy B cdepe 3paBOOXpAHEHHA Ha OCHOBAHHH
cBeJleHHH, NpPeNoCTaB/ICHHBIX 000 «Actpa3eneka DapMachbOTHKAI3Y, coobmiaer o
peamu3auydy anTeyHoW opraHu3aLueH 000 «®apmaC» (r.Mocksa) JIeKapCTBEHHOIO
cpenctBa «3oianekc®, Kamcyasl s IIOAKOXKHOTO  BBCACHHA IIPOJIOHTHPOBAHHOIO
neficTBrs 3,6 Mr, mmpHu-aniukatop (1), KOHBEPTHl ANOMMHUEBBIC NTAMUHHPOBAHHDIC
(1), ma4xky KapTOHHBIE» C YKa3aHHEM Ha Matke KapToHHOM cepun JM768, ¢ BIOXEHHEM
mpui-annkaTopa cepun KC225.

ITo uapopmarun OO0 «Actpa3eneka PapMachlOTAKAI3) CCPHA KC225 pannoro
JIEKApCTBEHHOTO IIpenapara Ha TEPPUTOPHIO Poccutickoit ®enepanuu He BBO3WIACE H HE
npoxoaua 00s3aTeNbHYIO MPOLE/LYPY MONTBEPKACHHUS COOTBETCTBHA. [Ipenapar cepuu
JM768 BBO3WICH B yCTaHOBJeHHOM mopsake B Poccuiickyto denepaupro. YnakoBka
BEISBJICHHOTO JIEKAPCTBEHHOTO npemapaTa cepun JM768 nMeeT OTIMYHTENbHBIC IPUSHAKK
OT OPMIHHANBEHOTO JIEKAPCTBEHHOTO NPeNapara, NepeIHCICHHDIC B IIPUIIOKCHHIH.

N3paTuro 13 obpallleHus NOAJIEXaT YIAKOBKH Iperapara «3onanexkc®, KancyJsl
JUIS TIOAKOYKHOTO BBEIEHMs TPOJIOHTHPOBAHHOTO NEHCTBHA 3,6 Mr, LIIIPUL-aNIIMKATOP
(1), XOHBepTHI ANIOMHUHMEBEIE TaMUHIPOBAHHBIE (1), mauxu xapronnsle» cepuu KC225, a
TAKKe YIAKOBKU JIEKAPCTBEHHOTO CPENCTBA «3onanexc®, Karncynsl A MOIKOXHOTO
BBEEHMS NIPOJOHIMPOBAHHOTO NEHCTBUS 3,6 MT, IIMPHL-aNTIKaTOop (1), KOHBEPTEHI
ATIOMHHHEBbIE TaMUHUpOBaHHble (1), MauKy KapTOHHbIe», HMEIOLINe OTINIHA B HOMEPE
cepuH Ha IUNpHULIE-aNlILIMKaTope U IIauKe KAPTOHHOM MM HMKETepeuHCICHHBIE
OTJIMYHUTEIbHEIE IPU3HAKH 10 YTIAKOBKE.

@egepanbHas cnyxba mo Hamzopy B cdepe 31paBOOXpaHEHHMA TIpelaract
cyGpexTaM OOpalleHHs JICKAPCTBEHHBIX CPEACTB ¥ MEIULHHCKAM OpraHy3aIisiIM
IPOBECTH TNPOBEPKY HA HAJMYMe TEPEIUCICHHBIX B IPUIOKECHIH IIPU3HAKOB
danscHpUKALMK B HMEIOUAXCA YIAKOBKAX YKa3aHHOTO JICKapCTBEHHOTO npernapara, o
pesyJIsTaTax KOTOpoi MpouHQOPMUPOBATE TeppUTOpUalbHBIHA opran Poc3fpaBHaa3opa.




TeppuropuaneusiM  opraHam  Poc3apaBHag3opa TPOBECTH  MEpPONPHATHA B
cootBercTBud ¢ «[IpaBunamMu yHHYTOXEHHMS HeAOOpPOKAYEeCTBEHHBIX JIEKapCTBEHHBIX
cpeacTB, GanbcMOHUUPOBAHHBIX  JIEKAPCTBEHHBIX CPENCTB M KOHTpadakTHHIX
JeKapCTBeHHBIX  CpPEACTB», YTBEPXKIEHHBIMM  IOCTaHOBJeHHeM IIpaBuTeNbCTBA
Poccuiickoit @enepanun ot 03.09.2010 Ne674. O pesynpTaTax npoBeleHHOH paboThI
uHbopmupoBath Poc3apaBHagzop.

IIpunoxenue: Ha 1 1. B 1 3K3.
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[Ipunoxenune x muceMy Pocanpasrnansopa
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OtnuynrenbHbie MpU3HaKy GanbCHOUIUPOBAHHOTO Mpemnapara «301aleKe, Kancylbl s
MOIKOXHOI'O BBEJCHUS MPOJIOHTHPOBAHHOIO JedcTBUA 3,6 Mr, mmpun-anmimkaTop (1),
KOHBEPTHI AIIOMHHUEBEIE TAMHHMPOBaHHBIE (1), mauky KapToHHEIEY cepum JM768

- HoMep cepuu

Ha3panue OpuruHanbHbIH Dpenapat danbcupUIHpOBAHHEIMH
IpU3HaKa npenapar
Ulinpuy: B ynakoBke cepun JIM768 B ynakoBke cepun JM768

HaxoaMTCs mnpun cepun JM768

Ynakoexa:
-pacnonodicerue
wmpux-kooa

-yeem n1o2omuna
AstraZeneca

HaxoauTcs mnpuil cepun KC225

Huempyxyus no
MEOUYUHCKOMY
NPUMEHEHUI).
-mexHuYecKuy
K00

HHCTPYKLIHIO TI0 METUIIUHCKOMY
npumenenuto P030143
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TexHHYeCKuH KO/, HAaHECEHHBIH Ha

HHCTPYKLHIO 110 MENULHHCKOMY
npuMenenuio P018297




