JAEKJIAPAIINA O COOTBETCTBHUHA

JEKJIAPAHT, IPHHUMAIOIIMNA JEKJAPAIIMIO O COOTBETCTBHH

AO "Canogpu Poccus”

Caedenus 0 pezucmpayuu opzanusayuu: Mescpationnan uncnexyun Oedepanvroii Haro2060i caysicbvr Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoerua OI'PH 19.08.2002.

Adpec: 125009, 2. Mocksa, yn. Teepcxan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvrviii dupexmop Monaie O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocmo 6/w om 01.12.2017

3ASABJISIET, UTO

Rexapcmeenroe cpedcmeo. Ho-wna, mabnemxu 40 m2 24 wm., ynaxosxu aueiikosbie kowmypusie (1), nauxu
xapmonnvie, PY Ne I1 N011854/02 om 23.07.2010 (0ama nepeogpopmnenus 28.03.2016), cepusn CV110, napmus
174378 ynaxosox, 200en 00 30.04.2022, npouszeodcmea XHHOHH 3ae600 Dapmayeemuveckux u Xumuveckux
Hpodyxmos 340, Benzpus, CHINOIN Pharmaceutical and Chemical Works Private Co Lid., 2112 Veresegyhaz,
Levai u. 5, Hungary, ko0 OKITJ2 21.20.10.113, ko0 TH B3/ 3004490009, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085337524 om 20.06.2019

COOTBETCTBYET TPEBOBAHUAM
ITN011854/02-160611 uam. Ne 1-5

JEKJAPALIWS ITPUHATA HA OCHOBAHHH
npomoxon ucnuimanusi Ne 18170 om 25.06.2019 HJ/I 000 HL "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC HU.PM08.C42793 om 25.06.2019

JATA [IPHHATHS JEKJAPAIIMMA 25.06.2019
m&m JEACTBUTEJIBHA J0 30.04.2022

dexiapanm

Crenanos C.C.
G.U.0

CBEJEHHUS O PETUCTPALIUH

OPT'AH IO CEPTU®HKALIUH, 3APETHCTPUPOBABIITUIN JEKJIAPAIIMIO

RA.RU. 11 ®M08 OPTAH 110 CEPTHOHKALWH ITPONYKLHH OBLU[ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH IJEHTP KOHTPOJI4 KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmepxoea, 0. 4, am. 5, nom. I, kom. I, adpec opzana no
cepmuuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepkosa, 9. 4, sm. 5., men. :(495)788-02-88, seb-
caiim: oyrK.p.

JEKJAPALIMSI O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JJ-HU. ®M08.A.28236/19
JATA PECUCTPAITH 25.06.2019
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CEPTHOUKAT HA CEPHIO

$n,
SANOFI %, §
%
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhdz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Kon ToBapa; VER 435271
Hanmenosante HO-UITIA 40 mr tabnericn 24X
npenapara:
CTpaHa-uMnoprep: Poccus
Homep cepin: Cvlio Homep cepun: Cv1lo
[laTa npoussoncTBa: 31-MAH-2019 Jata ucteneHns cpoka ATIP-2022
TOMHOCTH:
losuposka CM. Pe3yNbTAT ONpehencH!s
KOJIHYECTBEHHOTO COAEPKAHIA
JlekapcTenHas gopma; TabieTku
Tun ynakopxu: IIBX-amoMHHKHA KORTYPHO-suelikopsie
YIaKOBKH
Kox GMID: 435271
Moxasarens Hopma Pesyanrar
CBOMCTBA
Omicanue: JBoskoBbinykibie TabReTKH MenToro ¢ CooteeTcTBYET
3CNCHOBATBIM HIIH ODAHIEBATHIM OTTEHKOM LIBETA.
C rpasuposxoii «5pa» Ha OfHOM cTopoHe. uameTp
npn6a. 7 mu, Beicota npuGa.. 3,4 Mu.
- Cpennas mMacea 140 Mr +/- 7.5 % (Esp. dapwm.) 140 mMr
- Macca oamuoit Tabnetku Cpeannn Macca +/- 7,5% (Erp. ®apm.) us 20 CooteeTcTBYET
TabneToK OTKINOHEHHE CpefHeli Macc +/- 15%
RomiHo Gbith He Gonee, 9em B 1BYX TabneTkax.
- PacnagaeMocts <15 mnn (Esp. Gapwm.) 5 MuH
- UcTipaemocts <=1 % (Esp. ®apm.) <1%
\.I'IOJ.IJIHHHOCTL
no o6pazoBaHmio ocanka Honoxurensno CooteetcTBYET
- Y®-cnextpodoromerpus Habmonalotes makcimyMsi nornomenns npyu 241 CooteeTcreyer
+/-2 1w, 302 +/- 2 um, 353 +- 2 mm.
YHCTOTA (TCX)
- HporaBepangun <=1% <1%
- Bpyroii enuHU4HOR NpuMecH, <=0,2% <0,2 %
HHAHBKIYAILHO
- Konmiecteo narten Max. 5 naten 1 natno
- CyMMa npuMeceii <=2% <2%
Konnuecreennoe onpenenenne Ya)
- AApoTasepuna ruapoxaopuna 40,0 Mr +/- 5% 40.2 Mr

| Vicnsiranus #a MHKPOOHONOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMmam EBp. Mapm. (kaxaas
100 cepus, HO He Menee 1 McnbITanHS B Tevenwe roza). 14 cepHs GbUTa IPOH3BENEHA B TIOTHOM
COOTBETCTBRH ¢ TpeboranuaMu cGMP u Tpeosannamu COOTBETCTBYIOIIETO PETHCTPALEOHHOTO
YAOCTOBEpPEHHA.

OTOT cepTHUKAT aHAMN3a GbLI IOATHCAH HNEKTPOHHEIM CTI0CO60M ¢ Menob30BanueM LIMS.
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CEPTHO®HKAT HA CEPUIQ
i,

e

SANOFI 3@%&§

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd,
- a Sanofi company

Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939

Kon ToBapa; VER 435271
HasxmeHoBanne HO-MITIA 40 mr Ta6nericn 24X
npenapara;
TpaHa-uMnoprep: Poccus
Homep cepuu: CVIil Homep cepuu: CV110
[laTa npoussozacTBa: 31-MA#M-2019 Hara ucreveHns cpoka ATITP-2022
TOAHOCTH:
/lo31poBKa CM. Pe3YIILTAT ONpEeIeneHHA
KOJIHMECTBEHHOTO COAEPKAHNS
lexapcTBeHRaa dopma: TabneTky
TN ynakoBku: TBX-amoMuHIN KORTYpHO-guefikoBsIe
YRaKOoBKH
Kon GMID: 43527]
) Pewenie oTaena ofiecnevenns kavectea —f——
Pewrenne: BLIIYUIEHO
TarTa: 13-UIOH-2019 11:02
YnorHoMOYeHHOE Mino: dr. Solti Monika Maria
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BATCH CERTIFICATE

SANOFI g

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
= & Sanofi company

Veresegyhéz site - 2112 Veresegyhdz, Lévai u.5., Hungary

Fhene: +36 28 585 600 / Fax: +36 28 Sg&% 939

Item coda @
Froduct name :

Import. country
Lot number :

Strength :
Dosage form :
Packaging type :
GMID code

VER 435271

HO-5PA 40 mg tablets 24X

Russia
Cvilo

Date of manufacture; 3I1-MAY-201%

see at the assay
tablet
BFVC - ALU bliste
435271

Customer lot mno.
Expiry date :

Cviio
RPR-2022

I
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IDENTIFICATION
= By precipitate

= BY W spectrophotometry
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FURITY TEST (TLC) Sfute e i
= Drotaveraldine ;

- Any cther impurity individually
- Rumber of spots

- Total imporities

ASERY (UV)
~ Drotaverine HC1
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[T .
Microbiological purity tests comply to the Ph.Eur.

This batch has been manufactured in complisnce with
the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.

- o )
——
requirements (every 100th lot, but at least 1 per year).

the cGMP requirements and complies with the specifications of

-l
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BATCH CERTIFICATE

SANOFI|

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
~ a Sanofi company

Veresegyhdz site - 2112 Veresegyhaz, Lévai u.5., Hungary

Phome: +36 28 585 600 / Fax: +36 28 585 939

Item code : VER 435271

Product name : RO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : Cv1lo Customer lot mo, : CV110
Date of manufacture: 31-MAY-2019 Expiry date : APR-2022
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

Yo gle R A

FELSZABADITVA / ACCEPTED
13-JUN-2019 11:02

- QPdccision
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Qualified person: dr. Solti Ménika Maria
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