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AEKJIAPAIIST O COOTBETCTBUM

AEKJIAPAHT, MPHHUMAIOII AN JEKJIAPAIINIO O COOTBETCTBUH

AO "Canoghu Poccua"

3apezucmpuposano : Mexcpaiionnas uncneryus MHC Poccuu No39 no 2 Mocxee OFPH 102 7739079940 om
19.08.2002

Adpec: 125009, 2. Mocxea, yn. Teepcrasn, 0. 22. Tenegon:8 (495) 721-14-00

B nuye. enepanvuutii Oupexmop Adausin H.B.

Hosepennoe auyo: Cmenanos C.C., dosepennocme 6/n om 01,12.2017

SASBJISIET, UTO

rexapemeentoe cpedemeo: Ho-wna opme, mabremxu 80 sz 24 wm., YRaroexu Avetixogvie KoHmMypHute (1),
nauru kapmonusie, PY No IT NOI5632/01 om 18.03.2009 (Oama nepeopopmaenun 07.02.201 3), cepus AV031,
napmus 3840 ynaxosox, e0den 0o 01.06.2021, npouseodcmea Xunoun 3aeod Dapmayesmunecrkux u
KXumuvecxux npoodyrmoe 340, Benepus, Chinoin Pharmaceutical and Chemical Works Private Co Ltd, 2112
Veresegyhaz, Levai u. 5, Hungary, ko0 OKIT/12 21.20.10.113, ko0 TH B3IJ] 3004490009, xonmparm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085300302 om 26.07.2018

COOTBETCTBYET TPEGOBAHUSIM
IIN015632/01-021209 usm. Ne 1-5

HEKJIAPAITNSA IIPHHATA HA OCHOBAHWH
npomoxon uchwimanuii Ne 2217 0 om 03.08.2018 HJI OO0 HI] "©APMOBOPOHA", ammecmam
axrpedumayuu POCC RU.0001.21®J140, Cepmudgpuram POCC HU, ®OMO8.C19972 om 03.08.2018

AATA NNPHHATHUS NEKJTAPALIMY 03.08.2018

¥ BRI

Crenanos C.C.
O H.0

G e e )
AL PN

CBEJEHUSI O PETUCTPALIMUA

OPTAH 110 CEPTHO®HUKAIIMH, 3APETHUCTPUPOBABII ML JAEKJIAPAIIMIO

RA.RU.11PMO8 OPTAH IIO CEPTHOHKALIMN HPOIVKLHH OFIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPYJKHOH L{EHTP KOHTPOJ/I KAYECTRA"

adpec opeanuzayuu.: 115280, 2. Mockea, y1. Macmepxosa, 0. 4, sm. 5, nom, I xom. 1, adpec opzana no
cepmupurayuu: 115280, POCCHA, 20pod Mocksa, ya. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, eeo-
Caum: OYKK.pe.

AEKJIAPAIIMA O COOTBETCTBUM 3APEI' ICTPHPOBAHA M POCC HU. DMO8.409149

JAATA PETUCTPALIUH 03.08.2018

)y Junenxo U.B.
/ /ﬁﬁima'ﬂ}# Pyxosoaunrens OC




SANOFI

Xnnoun 3ason PapMaleBTHIECKUX H
Xnmuyeckux [poaykros 3A0, Benrpus
2112, Veresegyhaz, Levai u. 5, Hungary

CEPTHO®HKAT AHAJH3A

Ho-mna® dopre, TabreTkn 86 mMr faucrepni ~ 24 - N1

Cepna: AV031
Iponssenen: 29/06/2018
Tonen po: 06/2021]

HI TINe015632/01-021209

HOKA3ATEJIN HOPMBI PEIYILTATDHI
Ornucanne* Hiponoarosarele ABOSKOBRIMYKILIE TABNETKH KEATONO © CootsercTByeT

3CNCHOBATLIM HITH OPAHIKEBLIM OTTEHKOM 1IBETA, C
rpaerposroil «<NOSPA» Ba onuol cropone W nunueit
pasnoma Ha apyroif ctopone.
Varrpaduonetorsiii cnextp pacteopa,
Honaurxoets IPHTOTORICHHOTO A1 KOTMYECTBEHHOTO ONPEeReneHus CootBercTByeTr
B OBJIaCTH ITHH BOH 0T 230 110 400 HM JOMKEH HMETD
MAKCHMYMB! NpY [UTMHAX BOMH (241+2) aM, (302 42) nm
H (35312) M,
Iipu nobasnenny K BhifeneHHOMY OCHOBaHMIO
ApoTaBepHHa pacTBOpa a30THOH KHCIIOTH 06pasyeTcs CoorsercTayer
KOPHYHEBOE OKpalIHBAHKE.
Hpn nobaenenum k punrrpary pacTBopa cepebpa

HuTpara obpazyercs Hensiif ocaok. Cooreetcrayer
Cpennss mMacca
H OJHOPOIHOCTh 280 mr + 5%.
no Macce 18/20 Tabnetox — He Gonee + 5%; 280 mr
2/20 rabnetox — ne bonee + 10%. CooteercrByer
CoorBeTcrByet

He Gonee 15 MUH. ¢ MCTIOAB3OBARKEM JMCKOB.
PacranaemocTs 4-5 MunH

He menee 75% (Q) 3a 30 Mun.

Pactropenne** CootsercTryer
TTocToponnue Hporasepaniuna - He Gonee 1,0%: <1%
npuMmecy*¥* MoGOiH HEMAEHTHHUMPOBAHKHOM NPUMeECH - He Gonee
0,5%; <0,2%
CyMMa npHMeced - He Gonee 2,0%. <2 % (1 natno)

3A0 «Canodn Poccis» 7 , :
Aapec: 125009, Mocksa, ya. Teepcxan, 22. Ten,: (495) 7211300, axe: (493) 721-1411. www.sarofi.ro b
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SANOFI

Xunoun 3aroa PapMaleBTHIECKHX H
Xuamuueckux Hpoxyxtos 3A0, Benrpus
2112, Veresegyhaz, Levai u. 5, Hungary

CEPTH®HKAT AHAIM3A

Ho-mma® dopre, Tadrerxu 80 mr Gancreper ~ 24 — N1

Cepus: AV031
Hpoussenen: 29/06/2018
T'onen no: 06/2021

HI TIN2015632/01-021209

INOKA3ZATEJN HOPMBI PEIVJILTATHI
Mukpobuonoruueckas
YHCTOTA Kareropus 3A. CoorpeTcTRYyeT
Konnuecrsernoe Ot 95% mo 105% oT 3a%BneHHOro COJlepIKAHIT 79,5 mr
olpeaeneHHe APOTaBEpHHA MMAPOXJIOPHIA.

¥~ HCKJIOYEHBI TeOMETPHUECKHE PazMEphL TabrieTok, a TaKoKe nokasatesis «MCTHPAEMOCTY, HMEIOIIHICA B
cepruduKaTe aHATH3A TIPOH3BOAUTENS.

**- noxazartenh BBeieR MPMOIi B COOTBETCTBHHY ¢ TPeOOBAHNAMM, IPHHATHIME B PO Kk CTAHIAPTH3AIHK JaHHOR
JIEKapCTBEHHOI (DOPMEI, M MOMKET GBITh HE BKIIOYCH B ceprugukar aHanusa Gupmel. Kavectso npenapara no
3TOMY NOKa3aTeIO rapauTHpyeTcs GHPMOi.

***-HOPMBI TIPUBE/ICHB] HA KOHELL CPOKa FTORHOCTH # OTINIAIOTCS OT HOPM, IPHBEAEHHBIX B cepruduKare aHanH3a
TIPOK3BOANTENS HA MOMEHT BBIITyCKa FOTOBOFO NPOAYKTA.

YKasanHaa Cepus NPOH3RENEHA B COOTBETCTRIH C ACHCTRYIOI{MMY TPeGOBAHUAMY PETHCTPALIMOHHOTO A0ChE 1
TpaBHNaMy Haaexalel NPaKTHKK POH3BOJCTBEA IEKAPCTEEHHEIX cpencre {GMP).

Kakue-n1u60 snaumMMbie wiin KpaTHuecKre OTKIOHEHUS OF PEraaMeHTHPOBAHHBIX TAPAMETPOB He
3apETHCTPUPOBaHE],

Pewenne: Boimymien 12/07/2018

Ynonxomouennoe yumo: Hajduné dr.Szijarté Zsuzsanna

3A0 «Canodie Pocena »
Aapec: 125009, Mocksa, ya. Teepekas, 22, Tea - (495) 7211300, Qaxc: (495) 721-1411. www.sznofi-



CHINOIN Pharmaceutical
~ a Sanofi company

BATCH CERTIFICATE

and Chemical Works Private Co.Ltd.

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

Fhone: +36 28 585 600 / Fax: +36 2B 585 93g

Item code
Product name

Import. country

Lot number

Date of manufacture:
Strength

Dosage form :
Packaging type

GMID code

ﬁw%m“

VER 482103
NO-SPA FORTE B0 mg tablets 24X

Russia

AV0O31 Customer let no.
28-~JUN-2018 Expiry date

see at the assay

tablet

PVC - ALU blister

482103

AVD31
JUN-2021

- Appearance

~ Average mass

- Individual mass

- Disintegration time

- Friability

IDENTIFICATION
- By precipitate

- oV

280 mg

Complies

rap_cca_resultats vs




BATCH CERTIFICATE

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

Veresegyh&z site - 2112 Veresegyhaz, Lévai u.5,, Hungary

Fhone: +36 28 585 600 / Fax: +36 28 585 019

Item code : VER 482103

Product name : NO-SPA FORTE B0 mg tablets 24X

Import. country : Russia

Lot number : AV(Q31 Customer lot no. : AVO31
bate of manufacture: 29-JUN-2018 Expiry date ; JUN-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : FVC - BLU blister

GMID code : 482103

PURITY TEST (TLC)
- Drotaveraldine

~ Any other impurity individually
- Number of spots

- Total impurities

ASSAay (UV)
~ Drotaverine hydrochloride

Microbiological purity tests comply to the Ph.Eur. requirements {every 1D0th lot, but at least 1 per year).
This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of
the relevant Marketing Authorization.

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

Decision : FELSzABADITVE / ACCEPTED §
Date : 12-3UL-2018 15:01 é
Qualified person: Hajduné dr.Szijartéd Zsuzsanna ;

rap_coa_resultats v5




