TEKJAPALIHASI O COOTBETCTBHAM

JEKJAPAHT, TIPHHUMAYOIMH JEKJAPAITAIO O COOTBETCTBHAH

AO "Canogpu Poccur"

Ceedenus 0 pezucmpayuu opeanusayuy: Mexicpaionnas uncnexyus Pedepanvhod Hano2060u ciyxchvr Ne 46 no
2 Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegon/gaxc: 8 (495) 721-1 4-00/721-14-11

B nuye: I'enepanvrviii Oupexmop Monac O.A.

Jlosepennoe nuyo: Cmenanos C.C., 0osepennocmp 6/n om 01.12.2017

3AABJISET, UTO

nexapcmeenroe cpedcmeo: Jenaxun snmepux 300, mabnemxu noxpeimble KuweyHopacmeopumoii 0bonoyxol
300 m2 10 wm., ynaxoexu aueiixogoie xonmyproie (10), nauxu xkapmonwsie, PY Ne I1 NOI 3995/01 om
02.04.2008 (dama nepeopopmnenus 08.12.2015) evidarno Canoghu Burmpon Hndycmpus, cepus R0602,
napmus 8560 ynaxosox, zo0ex do 31.05.2022, npoussodcmea Canodu-Asenmuc C.A., Henanus, Sanofi-Aventis
SA, Ctra. C35 La Batlloria a Hostalric, km 63,09, 17404, Riells I Viabrea (Girona), Spain, ko0 OKI1[2
21.20.10.233, xod TH B3] 3004900002, xorwmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085344884 om 26.08.2019

COOTBETCTBYET TPEBOBAHHSM
IT N013995/01-020408 (HIJ 42-5022-06 usm. Ne 1, 2 om 12.05.2011, 2 om 01.07.2011, 3-4,6-7)

JEKJAPAITASA IIPHHSTA HA OCHOBAHHH
npomoxon ucnsimaruii Ne 27230 om 04.09.2019 HJT 000 HI[ "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC ES.®M08.C47561 om 0. 09.2019
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CBEJEHHUS O PETUCTPAIIMIA

OPI'AH IO CEPTHOHKAITAHA, 3APEr'MCTPHPOBABIIHHI JEKJIAPAITHIO

RA.RU. 11 ®M08 OPTAH ITO CEPTHO®HKALHH ITPONYKIHH OBLJECTBO C OTrPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, am. 5, nom. I, xam. 1, adpec opzana no
cepmupuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxoea, 0. 4, sm. 5., men.:(495) 788-02-88, aeb-
catim: oykx.pg.

JEKJIAPAIIAS O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU [J-ES.®M08.4.35434/19
JATA PEIHCTPAIIMH 05.09.2019
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«Canodu-Apenruc C. A.», Hcnanua

llocce C-35 (Nla-BarTianopua-0CTanbpuk) ka. 63,09, MPOM3IBOACTBEHHAA nnowanka: Pbesbe
Tes.: +34 93 864 19 00 ¢axc: +34 93 B64 19 50
17404, r. Poensc-u-Beabpea (Kupoma), Hcnanus

REOAKMH, 300 M, TABJIETKM, NOKPWTHE OEOJIOYKOM, B BIMCTEPE 10x10 (POCCHA) AM

Mo3uumnA: RIE 502523 faTa NpoMaBOACTRA: 17-MIOH-2019 00:00:00.00
Cepun: RO602 fara MCTeueHMA Cpoka IOOHOCTH: MAK-2022
Cepusa KNueHTa: NS Homep OF: RR04089002
Ccrnika Ha MeTom: RIE-MET-000379 Bep. 5.0
Bepcua ceprudukaTa: 3
HCIIBITAHHUA CIIEHHOHKALIUH PE3YJIbTATHBI
XAPAKTEPHCTUMKM
KPYIJIHE nBOHKOBHHVKMHﬂ TABJIETKH,
. ONUCAHHE i COQTBET
MOKPHTHE OBOJIOYKON 9 CARVEY
. UBET BEJNHA COOTBETCTBYET
MOONMHHOCT b
. HATPHUA BAJBINPOAT (MK-cnexkrp) COOTBETCTBYET - COOTBETCTBYET
HATPHA BARBINPOAT (B3%X) COOTBETCTBYET COOTBETCTBYET
MCNHTAHWUA !
. CPEAHAS MACCA 403 447 MP : 427 mp
. ONHOPOAHKOCTL MACCH Eep. dapm. 2.9.5 k| ; COOTBETCTBYET
PACTBOPEHHE ! ;
- PACTBOPEHHHW HATPWMA BAJILITPOAT
PE3 120 : H 0,0
(KUCNIOTHAS OR3A) ol S Sinfonse i) L
- PACTBOPEHHKHV HATPMS BANBLIIPOAT TR T ba i Lt 5084
(BYOEPHAS ®A3A) senanad '
NMOTEPSI B MACCE NPM BHCYUMBAHMM He Gonee 3,0 % 1.0
. OCTATOYHHA PACTBOPWUTENbL
- ALETOH HE] EONEE 1000 w/wm  iif el oo 518
- 3TAHOA ‘He Gonee 4000 u/man e 3245
. MUKPOBMOJIOTMYECKAA YMCTOTA: - | COOTBETCTBYET
- Obuee ko SPOOHBIX i %
s RN He Gonee 10! KOE/vr
MMKPOOPrannamMos (TAMC) =
- OOuee KONMYECTBO OPOXKEBBX M NNECHEeBHX
o . He Gonee 107 KOE/r
rpudos (TYMC)
- Hopmvipyemue mukpoopranmamul (E. Coli) OTCYTCTBHE/D
KOJIMYECTBEHHOE CNPENENEHWUE
HATPUA BAJIBIIPOAT (B3XX) 285,0 315,0 MP/TAB‘§J = 304,2
Jra Ccepua Oblla MIFOTOBRJNIEHA B COOTBETCTBMM C .ueﬁc'raynumu NOoCke M COMIACHO TeKyuMs npabBujiaM GMP. ]
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