AEKJTAPALIMST O COOTBETCTBHUA

AEKJIAPAHT, MIPUHUMAIOI UM JEKJIAPAITAIO O COOTBETCTBUU

AO "Canogu Poccus"

3apezucmpuposano : Medcpationnas uncnexyus MHC Poccuu No39 no 2. Mockee OTPH 102 7739079940 om
19.08.2002

Aopec: 125009, 2. Mocksa, yn. Teepckas, 0. 22. Tenegpon:8 (495) 721-14-00

B nuye: I'enepanvuwiii oupexmop Adaman H.B.

Hosepennoe nuyo: Knoxosa I0.C., dosepennocms 6/u om 01.12.2017

SAABJISIET, YTO

Aexapemeennoe cpedcmeo. Ho-uina gpopme mabnemucu 80 e 24 wum., VRAKOGKU AYelikoeble KonnypHvle (1),
nauku kapmonnsie, PY Ne I1 N015632/01 om 18.03.2009 (dama nepeochopmnenus 07.02.2013), cepus AV024,
napmus 4084 ynaxoeox, 200en 0o 01.06.2021, npouseoocmea Xunoun 3a60d Dapmayeemuyeckux u
Xumuueckux npodykmos 340, Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Lid, 2112
Veresegyhaz, Levai u. 5, Hungary, koo OKIIJ]2 21.20.10.113, koo TH B3 3004490009, konmparm No
250/40056192/F-2 om 20.10.2010, uneoiic No 9085298387 om 12.07.2018

COOTBETCTBYET TPEGOBAHH SIM
IIN015632/01-021209 usm. Ne 1-5

AEKJIAPAITASI IPUHATA HA OCHOBAHUHM
npomoxon ucnbimanut Ne 1983 0 om 17.07.2018 HJI OO0 HI] "®APMOBEOPOHA". ammecmam
axkpedumayuu POCC RU.0001.2]1 DJI40, Cepmughuxam POCC HU. DMOS.C18486 om 17.07.2018

JIATA TIPHHSITHSI AAEKIAPATINH 17.07.2018
JEKJIAPALMSA JEACTBUTEILHA JIO 01.06.202]

%%, : o Knoxosa [0.C.
'\'-‘,__t\()ei\-.-'fapmm‘? _.::":n' %ﬂﬁl”mb O 1.0

CBEJIEHUSI O PETUCTPAIIUU

OPI'AH ITO CEPTH®UKAILIMU, 3APETMCTPUPOBABII I JAEKJIAPALINIO

RA.RU.11PMO8 OPTAH 10 CEPTH®HKALJHH ITPOIVKIJHH OBIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYKHOH IJEHTP KOHTPOJIS KAYECTBA "

adpec opeanuzayuu: 115280, 2. Mockea, yx. Macmeproea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmuchurayuu: 115280, POCCHA, 20poo Mocxkea, ya. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, ¢e6-
caiim: oyxkr.pegh.

AEKJIAPALTASL O COOTBETCTBUM 3APETUCTPUPOBAHA M POCC HU. OM08./107325

JA TUCTPALIAH 17.07.2018

foanues 3aM. pykosoautens OC
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SANOFI

XunouH 3aBon ®apManerTHYECKHX 1
Xumuuecknx [poxykros 3AO0, Benrpus
2112, Veresegyhaz, Levai u. 5, Hungary

CEPTU®UKAT AHAJIM3A

Ho-mna® gopre, rabaerxn 80 mr Oamcreper — 24 — N1

Cepus: AV024
Ipoussenen: 08/06/2018
lonen no: 06/2021

HATINe015632/01-021209

TIOKA3ATEJH HOPMBEI PE3YJbLTATHI
Onucanne* Ipononrosareie NBOSKORBBINYKILIE TAONETKY JKENTOro ¢ Coorerctryer
3CNICHOBAThIM MJIH OPAHKEBBIM OTTEHKOM LIBETA, ¢

rpasupoBkoi «NOSPA» Ha ozHoii CTOPOHE W JHHHEH
pasioma Ha Jpyroii cTopoe.
Ynerpaduoneropsiii CNIEKTp pacTROpa,
INoanuanoCTS TIPUTOTOBJIEHHOIO AJIS KOTHYECTBEHHOIO ornpeeeHus Coorsetctpyer
B 06J1aCTH AJTHH BOJIH oT 230 10 400 HM nomken uMers
MAKCHMYMbI NPH ATHHAX BOMH (24142) HM, (302 +2) 5M
U (353+2) um.
Ilpu nobaenennn k BBLIIENICHHOMY OCHORAHHIO
ApPOTaBEPHHA PACTBOPA A30THON KHCIOTEI obpasyerca CootBercrByer
KOPH4YHEBOE OKpallHBaHHe. ,
IIpu noGaenennu x ¢uinbTpary pacTBopa cepebpa
HHUTpaTa obpasyercs Genelii ocanox. Cooteercrayer
Cpennss macca
H OJJHOPOIHOCTE 280 mr + 5%.
1o Macce 18/20 Tabnetok — He Gonee + 5%: 281 mr
2/20 Tabnerok — ne Gonee + 10%. Cootserctpyer
Cooreerctryer
He 6onee 15 Mun. ¢ ucnoms3osanuen JIHCKOB.
Pacnanaemocts 4-5 Mun
He menee 75% (Q) 3a 30 mun.
PactBopenne* * Cooteercrryer
INocToponnne Jpotaeepanauna - He 6onee 1,0%: <1%
npuMecu™** moboii HEHZIEHTHQUUMPOBAHHOMN NpHMecH - He 6onee
0,5%: <0,2%

Aapec: 125009,

. Mocksa, ya. Tnepekas, 22, Tex.: (495) 721-1400. o,

CyMMa npumecei - He Gonee 2,0%.

3AO «Canodn Poccusy

<2 % (1 maTHO)

/

_/ émaﬂuua lnz2

ake: (495) 721-1411. www.sanofi.ru
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SANOFI

Xunoun 3aBon PapmanerTHYeCKIX
Xumuueckux IMpoaykros 3AO0, Benrpus
2112, Veresegyhaz, Levai u. 5, Hungary

CEPTH®HUKAT AHAJII3A

Ho-mma® ¢opre, Taénericn 80 mr omncrepnr — 24 — N1

Cepns: AV024
[Ipomssenen: 08/06/2018
T'onen no: 06/2021

HJT TIN=015632/01-021209

INOKA3ATEJIH HOPMBI PE3VJILTATEI
Mukpobuonoruueckas
4HCTOTa Kareropus 3A. Cooteercrayer
Konuyectrenunoe Ot 95% no 105% ot 3aABICHHOI0 CONEPKAHNI 81,6 mr
onpenencHue ApOTaBepHHA T'HAPOXJIOpHIA.

*— HCKIIOUEHBI reoMeTpuYeckie PasMepel TabNIeToK, a TakKe MoKazaTes «HctrpaemocThb», nMerolLuiics B
cepTH(HUKaTe aHAH3A IPOH3BOAMTE]IS.

**_ nokasaress BBENEH (bupMO¥i B cooTBETCTRHH ¢ TpeOOBaHMAMH, NIPUHATHIMH B PO Kk CTaHIapTH3allMK JaHHOM
ICKaPCTBEHHOH (YOPMBI, M MOJKET GBITH He BKITIOUEH B cepTuuKat ananmza dpupmer. Kauectso npenapara 1o
STOMY NOKa3aTeJll0 rapaHTHpyeTCst GHPMOii.

***-HOPMBI NpHBEIEHEI Ha KOHeI] CPOKa FOTTHOCTH 1 OTIIMYAI0TCA OT HOPM, IPHBENEHHBIX B ceprudHKaTe aHanm3a
TIPOHM3BOAMTE]L HA MOMEHT BHIITYCKA FOTOBOTO TIpONyKTa.

Ykaszanuas cepus npoussenena p COOTBETCTBHH C NEHCTBYIOUIMMH TpeGOBaHHAMH PerucTpalHoHHOr0 JOChe U
TIpaBHNIaMM HalNlexkallel NPaKTHKY NIPOM3BOACTRA JIeKapCTBeHHBbIX cpencts (GMP).

Kaxne-mi60 snaunmeie un KPHTHYECKHE OTKIIOHEHHS OT PerlaMeHTHPOBaHHBIX NapaMeTPOB He
3aperHCTPUPOBaHEI.

Pewenue: Brinyien 25/06/2018

VYnonHoMouenHoe muuo: dr . Solti Monika Maria

//Crpannma 2 u3 2
3A0 «Canogm Pocens» [ %
Anpee: 125009, Mocksa, ¥ Teepekan, 22. Tea - (495) 721-1400. Daxc: (495) 721-141 wa\'w,sanot‘fw



BATCH CERTIFICATE

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

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

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

SANOFI

- Average mass

- Individual mass

- Disintegration time
- Friability

IDENTIFICATION
- By precipitate

PURITY TEST {TLC) R
- Drotaveraldine =i

- Any other impurity individually {gfe;glg“u_' 
- Number of spots 'MQ%JTS Spots
- Total impurities %w.z_%__“

Item code : VER 482103

Product name : NO-SPA FORTE 80 mg tablets 24X

Import. country : Russia

Lot number : AV024 Customer lot no. AV024
Date of manufacture: 08-JUN-2018 Expiry date : JUN-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 482103

CHARACTERS

- Appearance

. Complies

‘2. Complies

5 R

<2 %

Complies

281 mg

Complies

<1l %

1 db

rap_coa_resultats v5




BATCH CERTIFICATE

SANOF]

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

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

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

Item code : VER 482103

Product name : NO-SPA FORTE 80 mg tablets 24X

Import. country : Russia

Lot number : AV024 Customer lot no. : AV024
Date of manufacture: 08-JUN-2018 Expiry date : JUN-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 482103

Tests ___ Specifications

ASSAY (UV)
- Drotaverine hydrochloride

MICROBIOLOGY

- TAMC : <1000 CFU/g
- TYMC <100 CFU/g
- Escherichia coli : Corresponds

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.

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 25-JUN-2018 14:24
Qualified person: dr. Solti Ménika Maria
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