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Ha Ne or B chepe 31paBoOXpaHeHUS

R —' Oprasuzanum, oCyIIecTBAMIOmue
JKCIIEPTU3Y KavyecTBa
JEKapCTBEHHEIX CPEJICTB

O HeO6XOIH/IMOCTI/I HU3BATHSA Me JALIHHCKUE OpraHH3auHH
JICKaPCTBEHHOTO CpeZCTBA

Oprassl ynpaBiieHus
3IpaBOOXPAHEHUEM CYOBEKTOB
Poccuiickoii ®enepanun

QenepanbHas cmyx6a 1m0 Hag3opy B cbepe 3IpaBOOXpaHEHHS HA OCHOBAHHH
CBelleHHH, npenocTaieHHbix I'BY3 CeepanoBckoit o6nactu «I[eHTp KOHTPOIS KavyecTsa
M CEePTH(QHKANUU JEKAPCTBEHHBIX CPEACTB», COOOIIAET O BHISBICHUH JI€KapCTBEHHOI'O
cpenctea «3onafekc®, Kancynel IS TOOKOKHOTO BBEJEHHA MPONOHTMPOBAHHOIO
AEUCTBHA 3,6 MI, IINpUI-anuIukatop (1), KOHBEPTH ATIOMHHUEBHIE JIaMMHUPOBAHHEIE
(1), mayxku KapTOHHBIE» ¢ yKasaHHeM Ha MayKe KapTOHHOM cepuu JM768, ¢ BioxeHHEM
HITIpHUI-anrKaTopa cepun JT88S.

Ho nndopmarmn OO0 «Actpa3enexa ®PapmaceroTukams» cepust JT888 manHHOro
JIEKapCTBEHHOI'O Ipernaparta Ha TeppuTopuio Poccuiickoit ®denepaniuy He BBOMIIMCH U HE
IIPOXOAHIa 00A3aTeNbHYI0 NPOLEAYPY HOATBEPKIECHHS COOTBETCTBHS. Ilpenapar cepun
JM768 BBO3WICS B yCTaHOBIEHHOM Mopsiake B Poccuifckyro Qenepanuio. YmakoBka
BBIABJICHHOT'O JISKapCTBEHHOTO Ipenapata ceput JM768 uMeeT OTIIMIATENBHEIE IPU3HAKA
OT OPUI'MHATIEHOTO JICKAPCTBEHHOI'O NpeTiapaTa, NepeurCleHHbIE B IIPUIIOKEHUH.

W3psaturo U3 obpalleHns Moexar ynakoBKH Mperapara «3onanexc®, Kancyssl
AU OIKOXHOTO BBEJCHHS NPOJOHTHPOBAHHOIO [NEHCTBHA 3,6 MT, LINpPHI-aNIHKaTOp
(1), KoHBEpTEI AIOMUHUEBEIE TaMUHHUpoBaHHbIe (1), mauku KapToHHBIe» cepun JT88S, a
TAKXKE YNAKOBKM JEKapCTBEHHOTO cpeAcTBa «3onagekc®, KalCynsl IS MOOKOXHOTO
BBCJICHHS IPOJIOHTMPOBAHHOTO AEHCTBHS 3,6 Mr, mmpui-anmiukatop (1), KOHBEpPTHI
AITOMHHHEBBIE TAMUHHUPOBaHHEIE (1), Hauku KapTOHHEIE», HMEIOINHE OTIMYMS B HOMEDpE
CCpuM  Ha INIpULIE-aNIUIMKaTOpe M IMayke KapTOHHOM MM HHKeIepeuHCIeHHbIE
OTJIMYHUTENIbHBIE IPU3HAKH T10 YIIAKOBKE.

OQenepanbHas clyxba [0 Hag3opy B cdepe 3paBOOXpaHEHUs] Tpeaaraer
CyObeKTaM OOpallleHHs JIeKapCTBEHHBIX CPENCTB M MeIHIIHHCKHAM OpraHu3alMusIM
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POBECTH  NPOBEPKY HA HAIWYHEe MEPEYHCICHHBIX B TIPUIOKEHUH TPH3HAKOB
banscudukanuu B UMeromuxcs YIIaKOBKaX yKa3aHHOTO JIEKAPCTBEHHOIrO IIpenapara, o
Pe3yJIbTaTaX KOTOPOH HPOMH(POPMHUPOBATE TEPPUTOPHAILHELL oprat Pocsapasranzopa.

Tepputopuansheiv  opranam PocanpaBramsopa mposectu MEPOIPHUATHS B
COOTBCTCTBHU C «IlpaBuiamu yHHUYTOXeHHS HeTOGPOKAYECTBEHHDBIX JIEKapCTBEHHBIX
CPEACTB,  (anbCHQUIMPOBAHHBIX  JIEKAPCTBEHHBIX CPEOCTB W  KOHTpa(aKTHBIX
JICKapCTBCHHBIX ~ CPENCTB»,  YTBEPKIEHHBIMH  IOCTAHOBIEHHEM ITpaBuTtenncrra
Poccuiickoit ®enepamun ot 03.09.2010 Ne674. O pe3ylieTaTax OpOBENECHHOH paGOTHI
HH(OpMHEpPOBaTs Pocanpasransop.

ITpunoxenue: Ha 1 1. B 1 5K3.

Bpuo pykosogutens M.A Mypamxko




IIpunoxenue k nucemy PocsnpaBHan3opa
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OTnuunTensHEIe PH3HAKK dbanscudumpoBarHoOro npenapara «30maJeKc, KancymIsl 1s
TIOZIKOKHOTO BBEACHUA HPONOHTHPOBAHHOIO AEHCTBHS 3,6 M, Hnpu-anmimkaTop (1),
KOHBEPTEI ATIOMUHHEBEIE TAMAHUPOBAHHbIE (1), IaYKH KapTOHHEIE) cepuu JIM768

Ha3Banue OpuruBansHE penapat DanbcHpUIHPOBAHHEIIH |
IpHU3HAKa npenapar
Hinpuy: B ynaxoske cepru JIM768 B ynakoBke cepuu IM768

- Homep cepuu

Vnaxoexa:
-pacnonoxcerue
wmpux-xooa

HaXOMUTCs WpHL cepun JM768

Haxoautcs mmpun cepud JT88S




