JTEKJIAPALIMSI O COOTBETCTBUU

AEKJAPAHT, IPHHUMAIOHI U JEKJAPALIMIO O COOTBETCTBHH

AO "Canogu Poccus"

3apezucmpuposano : Mesicpationnas uncnexyuas MHC Poccuu No39 no 2 Mockee OFPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocrsa, yn. Teepcran, 0. 22. Teaechon:8 (495 ) 721-14-00

B nuye: I'enepansnviii dupexmop Adaman H.B,

Hoeepennoe nuyo: Cmenanos C.C., dosepennocme 6/ om 01.12.2017

3ASBJISIET, ATO

sexapcmeentnoe cpedcmeo. Ho-wina popme matnemxu 80 mz 24 wm., YRAaroexu Auenrossle konmypusie (1),
havky kapmovnnvie, PY No IT NO15632/01 om 18.03.2009 (dama nepeopopmnenus 07.02.2013), cepus AVOIS,
napmist 86590 ynarosok, zoden oo 01.04.2021, npouseodcmea Xunoun 3agod Dapmayesmuueckux u
Xumuueckux npodyxmoe 340, Benzpua, Chinoin Pharmaceutical and Chemical Works Private Co Lid 2112
Veresegyhaz, Levai u. 3, Hungary, ko0 OKII/I2 21.20.10.113, ko0 TH B3I 3004490009, Koumparm Ne
250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085290459 om 08.05.2018

COOTBETCTBYET TPEBOBAHMSIM

ITN015632/01-021209 uzm. Ne [-5

AEKJAPAIIMSE TIPUHATA HA OCHOBAHUHA

npomoxon ucneimanun Ne 1280 0 om 14.05.2018 HIT OO0 HI[ "PAPMOBOPOHA" ammecman
axxpedumayuu POCC RU.0001.21 J140, Cepmugpuxam POCC HU. ©MO8.C13725 om 14.05.2018
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CBEJAEHUSI O PETUCTPALIUU

OPT'AH 1O CEPTH®HUKAIWH, 3APETHCTPUPOBABIHHAN JAEKJAPAITHIO

RA.RU. L ®MO8 OPTAH IO CEPTHOHKALIHH ITPONVKLHH OBLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IEHTP KOHTPOJIA KAYECTRA"

aopec opzanwzayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, am. 5, nom. I, xom. 1, aopec opz2ana no
cepmupurayuu. 115280, POCCHA, 20pod Mockea, . Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, set-
catm: oyrr.peh.

AEKJIAPAIIH S O COOTBETCTBHM 3APEI'MICTPUPOBAHA M POCC HU. DMO8.400541

JATA PETHUCTPAITAN /4.05.2018

e // / Hunenko U.B.
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SANOFI

Xunoud 3arop @apManerTHYECKX 1
Xummueckux Tpoxykros 3A0, Berrpus
2112, Veresegyhaz, Levai u. 5, Hungary

CEPTHOHUKAT AHAJIM3A

Ho-mna® dopre, rabaerkn 80 mr Oancrepnl — 24 - N1

Cepun: AV015
Hpoussenen: 05/04/2018
INozen no: 04/2021

HJT TIN2015632/01-021209

TNTOKA3IATEIM HOPMB! PE3Y.JILTATEI
Onucanue® Flpoxonrosatsie HBOAKOBHITYKILIE TabNeTKH HKeATOro ¢ CoOTBETCTRYET
3€/ICHOBATEIM MAH OPaHKERBIM OTTEHKOM [1BETA, ¢
rpasupoBxoi «NOSPA» na onxoli cropone u nunmeit
pasnioMa Ha IApyroi cropole.
YibTpaguoneroriii cextp pacrsopa,
Homnuurocts NPUTOTOBIECHHOTO UL KOAHYECTBEHHOTO ONpeieNeH s CooTtseTcTRYCT
B obnacTk HE BoH ot 230 10 400 HM ROMKeH HMETh
MaKCUMYMBI IIPH AHHAX BOAH (24142) uM, (302 +2) M
H (353+2) um.
Hpy noGasnennn k BLIAENEHHOMY OCHOBAHHIO
ApOTABEPHHA PACTEOPA A30THOH KUCIOTH 0OpasyeTcs CooteeTcTRyeT
KOPHYHEBOE OKpaliNBaHHe.
Ypu noGasnenuy x GpuisTpaty pacteopa cepebpa
HuTpaTa obpasyercs Genblii ocanok. CooTBeTcTRYET
Cpennsa macea
H OZHOPOOHOCTE 280 Mr + 5%.
MO Macce 18/20 rabnerox — ne Gonee + 5%; 281 mr
2/20 Tabnetok - He 6onee £ 10%. CoorsercteyeT
CooTreTcTBYET
He Gonee 15 mMuH. ¢ ucnonb3oBalneM AHCKOB.
Pacnianaemocts 4-5 MuH
He Meree 75% (Q) 3a 30 mun.
Pacreopenne** CootsercTRYET
IocTopornue Hpotasepananna - ze 6onee 1,0%: <1%
npyMecu* +* 1060 HenneHTHONLIMPOBaHKOI IIpHMecH - He Gonee
0,5%; <0,2%

CyMMa npuMecel - He Gonee 2,0%.

3AC «Canopn Pocena» «{gg,) N
Aapec: 125009, Mockaa, v1. Teeperas, 22, Tea.: (495) 721-1400. daxe: (393) T21-1411. wwwlanpfl.n

<2 % (1 nxTHO)




SANOF]

Xunoun 3apox MapMaleBTHYECKUX U
Xumuueckux Mpoaykroe 3A0, Benrpus
2112, Veresegyhaz, Levaiu. 5, Hungary

CEPTHOHKAT AHAJIV3A

Ho-mna® dopre, tabaerkn 80 mr 6ancrepn! — 24 ~ N1

Cepnsn: AV01S
Ilpouseenen: 05/04/2018
T'onen no: 04/2021

H/I IINe015632/01-021209

HOKA3IATEIN HOPMBI PEIYJBTATE]
Muxpobronoruueckas
YHCTOTA Kateropua 3A, CooteercTryer
Komuuecteernoe Ot 95% 1o 105% oT 3aseaennoro cOJICpKaHus 80,9 mr
orpeneneH e ApOTABEPMHA THAPOXJIOPHIA.

*— UCKJIIOYEHbI reoMeTpHYeCKHe pasMepbl TablIeTOK, a Takske noKasaTellh «CTHPaeMOCTEY, HMeEIOMuiics B
cepTH(HKaTe aHanKu3a IPOU3BONHTES.

**. noxasaTenb BBeAeH GUPMON B COOTBETCTEHH ¢ TpeGoranmaMu, npuHATEIMK B PO Kk CTaHAapTH3aUMY AaHHoi
JIEKAPCTBEHHON (POPMBI, # MOXKET ObITh He BKIFOYeH B ceprhduxar anannsa gupmel. Kavectso npenapara no
3TOMY NOKA3aTENO rapaHTHpyeTes (hHUPMOi.

***-HOPMBI [IPUBE/IEHb! HA KOHEN CPOKa FOLHOCTH ¥ OTNHYAI0TCS OT HOPM, TIPHBEAEHHBIX B CePTH(MKATE aHAIM32
TIPOH3BOAMTENA Ha MOMEHT BBHIyCKa FOTOBOTO TIPOAYKTA.

YkasaHnas ceps IpoM3Benesa B cOOTBETCTRHN ¢ ACHCTBYIOMMMH TPeGOBAHKUAMH PEIHCTPALHONHOIO JIOCHE M
TIpaBUAaMK HajJIekaleH NPAKTHKM MPOH3BOACTEA NEKAPCTBEHHBIX cpencte (GMP).

Karue-~in60o 3HauiMBIe WIH KPUTHYECKHE OTKIIOHSHHS OT PETTIaMEHTHPOBAHHBIX TIApAMETPOB He
3aPETHCTPHPOBAHBI,

Pewenue: Brinyien 03/05/2018

VYnonnomouennoe miano: dr . Solti Monika Maria

3AO «Canodn Pocenar :
Aapec: 125009, Moeksa, va. Teepexan, 22, Ten.: (495) 721-1400. dare: (493) 72131411 wwws



BATCH CERTIFICATE

SANOFI.

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

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

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

r

Item code : VER_482103

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

Import. country : Russia

Lot number : AV0i5 Customer lot no. : AV01S
Date of manufacture: 05-APR-2018 Expiry date : APR-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : BPVC - ALU blister

GMID code : 482103

Tests ' Results

CHARACTERS

- Appearance Complies

~ Average mass

- Individual mass

- Disintegration time

~ Friability

IDENTIFICATION

- By precipitate Complies

- uv Complies

PURITY TEST {TLC)
- Drotaveraldine

- Any other impurity individually
- Humber of spots

- Total impurities

.

rap coa resultats vs



BATCH CERTIFICATE

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a 3Sancfi company

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

Phone: +36 2B 585 600 / Fax: +36 28 585 939

[Ttem code - VER 482103

Product name : RO-SPA FORTE B0 mg tablets 24%

Import. country : Russia

Lot number : AVD15 Custeomer lot no. :  AV01S
Date of manufacture: 05~APR-2018 Expiry date : APR-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 482103

\.,

[ Tests “Specifications Results

ASSAY (UV)

- Drotaverine hydrochloeride 80.9 ng

MICROBIOLOGY
- TAMC <1000 CFU/g
- TYMC <1060 CFU/g

- Escherichia coli i.Corresponds

s

This batch has been manufactured in compliance with the caMp requirements and complies with the specifications of
the relevant Marketing Authorization.
This Certificate of Analysis has been electronically signed from a validated LIMS.

Pegision : FELSZABADITVA / ACCEPTED
Date : 03-MRY-2018 07:55

Qualified pearson: dr. Solti Ménika Miria

Tap_coa_resultats vh




