JAEKJTAPAIINA O COOTBETCTBHUHA

JAEKJIAPAHT, ITIPHHUMAOIIINHA JEKJIIAPAHHAIO O COOTBETCTBUH

AO "Canoghu Poccun”

Ceedenusn 0 pezucmpayuu opzanuzayun:; Mexcpasionnas uncnexyus Qedepansnoti Hanoz060t cayxcbot No 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npucecenus OF'PH 19.08.2002.

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

B nuye: Ienepansrotii oupexmop Monowe O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocmpb 6/w om 01.12.2017

3ASABJISIET, UTO

nexapcmeennoe cpedemeo.; Ho-wna dopme, mabaemrcu 80 me 24 wim., ynaxosxu aueiikogvle konmypHeie (1),
nauku kapmonusie, PY No IT N015632/01 om 18.03.2009 (0ama 3amenwr 13.04.2018), cepus CV004, napmus
86824 ynaxoeox, 200ex do 31.12.2021, npouzeoocmea XHHOHH 3as00 @apmayesmuveckux u Xumuveckux
Hpodyxmoe 340, Benzpua, CHINOIN Pharmaceutical and Chemical Works Private Co Ltd, Levai u. 5, 2112
Veresegyhaz, Hungary koo OKIIJI2 21.20.10.113, koo TH B3] 3004490009, xonmparxm Ne 250/40056192/F-2
om 20.10.2010, uneotic Ne 9085323541 om 15.02.2019

COOTBETCTBYET TPEBOBAHHUAM
IT N015632/01-021209 usm. Ne 1-7

JEKJAPANIUS MPUHATA HA OCHOBAHUH
npomoxon ucnwimanuii Ne 4800 om 22.02.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam axxpedumayuy
POCC RU.0001.21D.J140, Cepmugpuxam POCC HU.OMO8.C34480 om 22.02.2019

JATA TIPUHSTUSL JEKJIAPALIMH 22.02.2019
AEKJAPAIMS AEHCTBUTEILHA O 31.12.2021

oMU
S Crenanos C.C,

du\;apa':’;ﬂ '% ®U.0
CBEJEHMSI O PETUCTPALIMHA

OPT'AH 10 CEPTHOUKAIIAH, 3APETICTPHPOBABIINI JEKJIAPAIINIO

RA.RU.11PM08 OPTAH 11O CEPTHOHKAIIHA ITPO] VKIJHH OBLECTBO C OTPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYXKHOM I[EHTP KOHTPOJIS KAYECTBA”,

aopec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmuurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men..(495)788-02-88, eet6-

catim. oykk.pe.

JEKJIAPAIIHSA O COOTBETCTBHHU 3APETHCTPUPOBAHA M POCC RU J-HU.®@M08.A.16598/19
M TPAIII/II'I 22.02.2019

?‘“{ Juaenxo H.B.
nonﬁﬂéb Pyxosopurens OC




CEPTHDOUKAT CEPUH

«XHHOWMH 3aBop PapMaieBTHIECKHX B X IMATECKIX mporykros 3AO»
- KoMnauus «Canodun»

Hnomanxa Bepewenpxas - 2112 Bepemeasxas, yi. Jlepau 5., Besrpus
Tenedon: +36 28 585 600/dDaxc: +36 28 585 939

Kon rosapa: VER_482103

Haumenopanue HO-IOITA ®OPTE 80 mr tabnerxn 24X

npenapara:

Crpana-umnoprep:  Poccns

Howmep cepnu: Cvo0o4 Homep cepru CV004
3aKa3vHKa:

Hara nponssozncrea:  25-IHB-2019 r, Hara HeTewenns JAEK-2021r.
CpOKa FOAHOCTH:

Jlosnposka: CM. KOJIMYECTBEHHOE ONpeAencHHe

JlexapcTBennas TabieTKu

dopma: .

Tan ynakosxu: KOHTypHas sryefikopas ynakoeka [TBX - AJTIOMUHWH

GMID xox; 482103

Toxazarenu VIALTATHI

OH3NYECKHE

XAPAKTEPUCTHKH

~ Onucanwne CooTsercrayer

— Cpennas macca 280 mr

— Ejuenunas macca CootsercTBYET

— Pacnamaemocts

— IlpognocTs Ha ueTHpanue

HOJJIMHHOCTH

— MeronoM ocaxnenmns

~ Y®-cnexTpodoToMeTpus
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CEPTUOUNKAT CEPUH

«XHWHOMNH 3asop @apmanuepTAIecKX H XAMHYECKHX TIpoaykToB 3AO»
- Komnanrus «Canodny

Tnowanka Bepemenrxas - 2112 Bepemearxas, yi. Jlesan 5., Benrpus
Tenehon: +36 28 585 600/daxc: +36 28 585 939

Koz ToBapa: VER_482103
Haumenopauue HO-IOTIA ®OPTE 80 mr ra6aerxn 24X
npenapara:

Crpana-ummoprep:  Poccus

Howmep cepun: CVv004 Homep cepuu CV004
3aKa3IAKA:

Hata npomsBoacrea: 25-§HB-2019r, Jlata ucteueHus JEK-2021 r.
CpOKa I'OJHOCTH:

Josuposka: CM. KOJIMYECTBEHHOE ONPEALNeHAE

JlexapcreenHas Tabnerku

tdhopma:

Tun ynakosxu: KOHTypHas sraeiikosas ymaxoska [IBX - ATTHOMUHWNA

GMID xopn: 482103

Hoxazatern -

YUCTOTA (TCX)

— JporaBepanmin

— EnumHugnas npuMecs
— KomrgecTso naren
— Cymma nprameceii

KOJIHMYECTBEHHOE
OITPEJAEJEHUE (Y®)
-~ JlpotaBepuHa ruapoxIOpHA

Pe3ynbTars! HCMEITaRAS Ha MEKPOOHOJIOTHIECKYIO THCTOTY COOTBETCTBYET TPEGORAHHIM
Esp. ®apm. (kaxnan 100- cepus, vo He Menee | B ron). Jlan#as cepAs Opou3BeicHa B
COOTBETCTBHY ¢ TpeboBaumwmMu Texyinel Hagnexameii nporssoncTsennol npakTuky 1
COOTBETCTBYET CHCHHGUKAIMAM COOTBETCTBYIOIIETO PErUCTPAIHOHHOrO VAOCTOBEPEHHA.
Hanupii cepTHOUKAT aHATA3a I0/IIMCAH 3NEKTPOHHEOH NOMNHCHIO ¢ HCTIOME30BAHAEM
BanuHpoBaHHoIl cucremsr LIMS,

“:.34';11{..11710-‘18.1-1.]16‘: . IPHHATO

HAara: 07-©EB- 2019 . 09:05
YToaHOMO9eHHOE JHLO: H-p Comru Monuxa Mapus
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BATCH CERTIFICATE

SANOFI wg

CHIROIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofl company

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

Fhone: +36 28 585 600 / Fax: +36 28 5B5 939

Itam code : VER 482103
Product name : NO-SPA FORTE 80 mg tablets 24X
Import. country : Russia
Lot number : Ccvo04 Customer lot no. : CV004
Date of mapufacture: 25-JAN-2019 Expiry date : DEC-2021
Strength : see at the assay
Dosage form : tablet
Packaging type : FVC - ALD blister
GMID code : 482103
sts
CHARACTERS
- Appearance Complies

- AVersage mass 280 mg

- Individual mass

Complies

- Disintegration time

- Friability

IDENTIFICATION
- By precipitate
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BATCH CERTIFICATE

SANOFIl v g

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

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

Phone: +36 28 585 600 / Fax: +36 28 5B5 939

ITtem code : VER_ 482103

Product name : HO~SPA FORTE 80 mg tablets 24X

import. country : Russia

Lot number : Cvoo4 Customer lot no, : CV004
Date of manufacture: 25-JAN-2019 Expiry date : DEC-2021
Strength : see at the assay

Dosage form : tablet

Packaging type ; PVC - ALU blister

GMID code : 482103

PORITY TEST {(TLC)
~ brotaveraldine

- Any other impurity individually
- Number of spots
- Total impurities

ASBRAY (OV)
- Drotaverine hydrochloride

80.3 mg

Microbiological purity tests comply to the Ph.Eur. requirements (every 100th lot, but at least 1 per year).

This batch has been manufactured in compliance with the cGME requirements and complies with the specifications of
the relevant Marketing Authoxization.

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

Dacision : FELSZABADITVA / ACCEPTED

Data : 07-FEB-2019 09:05
Qualified person: dr. Solti Mdnika Maria
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