JNEKJAPALIUS O COOTBETCTBHHA

JEKJAPAHT, IPHHAMAJIOHIMI JEKJTAPAIIMIO O COOTBETCTBHH

AO "Canogpu Poccua”

Ceedenus o pezucmpayuu opeanusayuu. Mescpationnan uncnexyusi Pedepanonot Hano2080u cayxcbor Ne 46 no
2. Mocxee 01.01.2008, OTPH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Tsepexan, 9. 22. Tenegpon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepanvubiii dupexmop Monoic O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocmp 6/n om 01.12.2017

3AABJBIET, UTO

nexapcmeennoe cpedcmeo: Ho-wina opme, mabnemxu 80 me 10 wim., ynarosxu Auetikogbie KoHmypHote (1),
nauxu kapmonnvie, PY Ne I N015632/01 om 18.03.2009 (0ama 3amenbr 13.04.2018), cepus CV002, napmus
11520 ynaxosox, 200en 0o 31.12.2021, npouseoocmea XHHOHH 3aeo0 Papmayesmuieckux u Xumuueckux
IIpodyxmoe 340, Benepusa, CHINOIN Pharmaceutical and Chemical Works Private Co Ltd, Levai u. 5, 2112
Veresegyhaz, Hungary koo OKII[2 21.20.10.113, ko0 TH B[ 3004490009, xonmparm Ne 250/40056192/F-2
om 20.10.2010, uneotic Ne 9085324302 om 21.02.2019

COOTBETCTBYET TPEBOBAHHSIM

IT N015632/01-021209 usm. Ne [-7

JNEKJIAPAIINA NPUHSTA HA OCHOBAHHUH

npomoxon uchsimanutl Ne 5190 om 26.02.2019 HJI 000 HI[ "®APMOEOPOHA", ammecmam axkpeoumayuy
POCC RU.0001.21®J140, Cepmugpuxam POCC HU.@M08.C34770 om 27.02.2019

JATA BPUHSTAA NEKIAPALMH 27.02.2019
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CBEJEHMS O PETUCTPALIUUA

OPTAH 110 CEPTHOHKAIMH, 3APETMCTPHPOBABIINN JEKJTAPAIIHIO

RA.RU.11PMO8 OPTAH 110 CEPTHOHKAIHH ITPOSYKI[HH OBL{ECTBO C Or PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IHEHTP KOHTPOJIA KAYECTBA',

aopec opeanusayuu. 115280, 2. Mockea, yn. Macmepxoéa, 0. 4, am. 5, nom. 1, kom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oyxx.pgh.

NEKJIAPAITHS] O COOTBETCTBHH 3APETHCTPUPOBAHA A2 POCC RU JA-HU.®OM08.A.17103/19
JAATA PETUCTPAIIVIH 27.02.2019

N
;f B Hupenxo U.b.
noﬁgﬁéﬁ» Pykosonutens OC




CEPTHOUKAT CEPHH SANOE! .

«XVHOHH 3asoa ®apMaueRTHYECKHX B XHIMHYECKHX TpoayxTos 3A0»
- Komnanna «Cavodm»

Tliomazka Bepewreapxas - 2112 Bepemenpxas, yii. Jlepay 5., Benrpus
Tenedon: +36 28 585 600/axc: +36 28 585 939

Kon Tomapa: VER 703962

Hanmenosanwe HO-IITIA ®OPTE Tadaerxn 10X

npenapara:

Crpana-ummoprep: Poccus

Howmep cepnn: Cv002 Howmep cepun Cv002
3aKA3YHKa:

Harta opouzeoacrea:  18-IHB-2019 Jata uereueHns JIEK-2021
CPOKa rOAHOCTH:

Jo3nposka: CM. KONUYECTBEHHOE ONpeNeNcHue

JlexapcrBennas Tabnerku

hopma: .

Tun ynakosku: KOHTYpHaA syefikoBas ynakoska [IBX — AJIOMWHIHN BJIMCTEPE]

GMID xox: 703962

Hoxasarenn - . T Hopmwr = o o Pesyirarey

PH3NYECKHUE ' i '

XAPAKTEPUCTHKHU :

— Onucanne myxisie : CooTBeTcTByeT

— Cpemusag macca 281 mr

— Enunwnunag macca CooTBercrayer

~ Pacnagaemocts 4 MuR
— IlpounocTs Ha HCTHpaHue <1%
HOIINHHOCTD

~ MeTonom ocamnerEus CootBercryeT

— Y®-cnextpotoromerpus CootsercTByer

YHUCTOTA (TCX)
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CEPTHOUKAT CEPUN SANOF]

«XWHOWH 3asox PapMauesTiueckinX 1 XHMHYECKUX ponyxTos SAO»
- Kommannus «Canopnn

Inomanxa Bepewensxas - 2112 Bepemensxas, yn. Jlesanu 5., Benrpus
Tenedon: +36 28 585 600/Dakc: +36 28 585 939

Kon Tosapa: VER 703962
Haumenopanne HO-IIIIIA ®OPTE Tabéaerxn 10X
npenapara:

Crpana-umnoprep:  Poccus

Homep cepun: Cv002 Homep cepun CV002
3aKa3ynKa:
Hara npomsBoncta:  18-SIHB-2019 Jara ucTeuenus JAEK-2021
CPOKa TOJXHOCTH:
Hozupopxa: CM. KOJIMYECTBEHHOE ONpeeleHIe
JlexapcTBeHHas Tabnerxu
tdhopma: .
THI ynakopxu: KOHTypHas saekikoBad ynakopka [IBX — AJTKOMWHNWI BJINCTEPE]
GMID xoxn: 703962
Hoxasarenm = = - i
~ [Hporasepangun C <1%
~ EawAvuHas npaMech < 0,2 %
— Konmgectpo naren 1 mB.
— CymmMa npumeceit <2%
KOJIMYECTBEHHOE
OIIPEAEJEHHE (Y ®) :
— JpoTaBepusa ruapoxIiopu - 79,3 Mr

PesynbTaThi HCILITAHMA HA MEKPOGHOOTHYECKYIO YHCTOTY COOTBETCTBYET TpeboBaHuIM ERp.
@apm. (xaxnaq 100-1 cepus, Ho He MeHee 1 B Ton). Jlagnas cepHs IPOU3BEICHA B COOTBETCTBHA
¢ TpeboBannamu Texyme# Hamnmexarntell npouspoCcTBERHON TIPAKTHKY B COOTBETCTRYET
Crelu(pHKauAiM COOTRETCTBYIOMIETO PErMCTPALHORRON0 YAOCTOBEPEHHS,

HasHeii cepTH(UKaT aHAIH3a TOANHCAH JIEKTPOHHOM YIOJIHCHIO ¢ HCTIOIE30BAHHEM
BAIMAHPOBanHOH cucTemsl LIMS,

Lo e Bakaiogentie 0THENA 0beCTeeHs KAYCCTBA
3akmrogenue; NPUHATO

Jara: 05-®EB-2019 14:16
¥YoIHOMOUCHHOE JIHIIO0: J-p Conra Monnxa Mapus
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BATCH CERTIFICATE

SANOFI

CHINOINR Pharmaceutical and Chemical Works Private Co.Ltd.
- & Sanofi company

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

Phone: +36 28 585 600 / Fax: +36 2B 585 9395

.

Item code : VER_703562

Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number : cvoo2 Customer lot no. : £voo02
Date of manufacture: 18-JAN-2019 Expiry date : DEC-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC -~ ALU blister

GMID code : 743962

Tests . =~ . ..~ - -Specifications . - Results . - .
CHARACTERS ERRRT : (R T :

~ Appearance Yellow coloured, oblong, _cenvex tablets, Complies

with greenlsh or orange tmt Dn one
face of the tablets szgn "NDSPA"

the other a breaklme_:.s_enga:aved $

‘Length of'tablets 15 pp):ox 13 'mm,

~ Average mass *. 281 mg

= Individual mass - Complies

~ Disintegration time %115 m;.nutesfl?h,laur e

- Friability <= 17%(Ph.Bur.}" <1 %
IDENTIFICATION . .

-~ By precipitate s Ccomplies
- uv : Complies

*ap coa recultats v




BATCH CERTIFICATE

SANOFI

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

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

Phone: +36 28 5B5 600 / Fax: +36 28 5B5 935

Item code : VER_703562

Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number : cvoo2 Customer lot no. : CV002
Date of manufacture: 18-JAN-2019 Expiry date : DEC-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 703962

(Tests . . . .  Specifications - . . . Results

PURITY TEST (TLC)

- Drotaveraidine ~ 3<1 3
i<0.2 %
11 db

<2 %

— Any other impurity individually
= Number of spots

- Total impurities

ASSAY (UV)

— Drotaverine hydrochioride  j?9.3 g

B AT6.0 B0 )

-
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 cGMP requirements and complies with the specifications of
the relevant Marketing Auvthorization.

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

Decision : FELSZABADITVA / ACCEPTED
Date : 05-FEB-2019 14:16
Qualified person: dr. Solti Ménika Maria
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