JEKJIAPAIMSI O COOTBETCTBHHA

AEKJTAPAHT, IPHHUMA FO I A1 AEKJIAPAITUIO O COOTBETCTBHH
AO "Canogu Poccun™
Ceedenun o pezucmpayuu Opeanusayuu: Mexcpationnas uncnexyun Pedepansroii nanozosoii cnyoicbur Ne 46 no
2. Mockee 01.01,2008, OI'PH 102 7739079940, dama npuceoenun OI'PH 19. 08.2002.

Adpec: 125009, 2. Mockea, yn. Tsepckas, 0. 22. Tenegpor/paxc: 8 (495) 721-14-00/ 721-14-1]
B nuye: I'enepansuwii Oupexmop Monxc O.A,

Hosepenroe nuyo: Knoxosa 0. C.. dosepernocms 6/n om 01.12.2017

3ASIBJIIET, YTO

Aexapcmeennoe cpedcmeo. 30dax, mabremu nokpbimbie naeroyrnoi obonoyxoi 10 mz 10 wm.,, ynaxoexu
AYelxossle KORMyprYie (3), navxy Kapmonnvie, PY Ne IT N013867/01om 09.12.2011 (Oama samenwm 10, 01.2018)
ewidarno AO "Canogpu Poccun”, cepus 3470819, napmun 79764 ynaxoeox, 200ex 0o 31.07.2022, npouseodcmsa
3enmuea x.c., Yewcxan Pecnybnuxa, Zentiva k.s,, U kabelovny 130, 102 37 Prague 10, Dolni Mecholupy,

Czech Republic, xod OKII2 21.20.10.256, xod TH B3I 3004900002, xonmparm MNe 250/4 0056192/F-2 om
20.10.2010, uneoiic Ne 9085348601 om 01, 10,2019

COOTBETCTBYET TPEBOBAHUSIM

IIN013867/01-150212 usm. Ne 1-4

AEKJIAPALTVSI IIPHHSITA HA OCHOBAHHHA

npomokon ucheimanuti Ne 29570 om 07.10.2019 HJT 000 HL "®APMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC CZ ®M08.C50431 om 08.10.2019

ATEQLPY: ULy AT 08.10.2019
BRAAPATTHA MEHCTBHTEL HA 110 31.07.2022

. Ly S b R il
«Canodu Poctuns | ~
A2\ Smpdiee a0 2
et “§, g Knokosa [O.C.
ENQ ;piv bty onnmch ®.H.0

o 0T~ 45"

o e

| CBEJIEHHSI O PETHCTPAIIIH

i
-

OPTAH IO ¢ ';:PTHQHR‘A.IIHH, SAPETHCTPAPOBABIIHI TEKJIAPAITHIO
RA.RU.110MOS

OTBETCIBEH

Q

yuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, am. 5, nam, 1, xom. 1, adpec opeana no
A\ 115280, POCCHA, 20p00 Mockaa, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, geb-
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ZENTIVA

A SANOFI COMPANY

Homep cepruduxara npoussoaurens cepuu Ne 3499

Hazeanue Jopaxk ®
npenapama
Homep 11009379_0051 Cepus LIMS HV 1416250
npenapama
Homep cepuu 3470819 Oé6pazey HV 5170801
Hosuposka 10 MI’ Cepus LIMS MZp 1415143
Jlexapcmeennas TabneTkH, NoKpLITLIE MIeHOYHOM] Obpazey MZP 5166570
gopua obonoukoii
Pasmep ynakosku 30 Tabnetok, NOXpPBITBLIX Boinywennoe 79 764 MAYEK
MeHOYHO# oBonoykoit Konuyecmeo
Tun ynaxoexu KOHTYPHAS AYENKOBAS Cmpana-umnopmep Poccus
YIIAKOBKA 3 X 10
Hama 30.08.2019
npouseodcmesa
Hama ucmevenua  31.07.2022
CpOKa 200HoCmU
Creyugurayun HJI P NO13867/01-150212
Pezucmpayuonnoe P N013867/01
Yydocmosepenue No:
Tokazamenu Pesynomame Hopmur
Onucanue
Onucanue
OnHcaHHe COOTBETCTBYET nponoaroeateie 6enoro unu noutu
Oenoro usera TabNeTKH, NoKpeITEIe
TIEHOUHOH 060104KOH, ¢ pHCKOH
AN AeneHus
MonnuunocTs
UETHPH3HHA AHIHAPOXIOPHA ~ COOTBETCTBYET Bpems ynepxusauus ocHosroro
HCHBITaHHE A MHKA Ha XpoMaTorpamme
HCIBbITYEMOro pacTBOpa AOMKHO
COOTBETCTBOBATH BPEMEHH
YACPXKHBAHHS OCHOBHOIO MHKA Ha
XpOMaTOrpamMMe CTaHIapTHOro
pacTBOpa LeTHpU3HHa
UETHPH3NHA JUTHOPOXIIOPHA — COOTBETCTBYET Y®-cnekTp 0cHOBHOrO nuka Ha
HenbiTalKe B XpOMaTorpaMMe HCIbITYeMoro
PacTBOpa 10JKEH COOTBETCTBOBATE
Y®-cnexTpy 0CHOBHOTO MiKa Ha
XpOMaTorpaMMe CTaHAapTHOTO
PacTBOpa LUETHPH3IHHA
THTaHa JHOKCH]L COOTBETCTRYET Habmonaercs opawkesoe
OKpallHBaHHe
Cpennss macca | Tabnerky, 0,1234r 0,119-0,131 r (0,125 r + 5%)
NOKPLITOH MJIEROYHO#M 060104KOi
OnHopoaHocTs Macce! COOTBETCTBYET 18/20 - ne Gonee + 7,5%
2/20 - ue Gonee x 15%
OnHoponHoCTs Macch! pasaenenHbix COOTBETCTRYET 85%-115%
Tabnerok cpenHss Macea
Ymeepcoeno omdenom SAky6 Marycuk ZeNTIVA f 1‘23%':""“: “-I‘:;B‘l’oz
KOHMPOAA kavecmea Moanuce/ 37 n:::ﬁ i’B Tlonshn

«3enmuea, x.c.»
25-09-2019

Crpanuna 1 u3 3

Mexonyne

Pacneuarano: 25.9.2019



