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JAEKJIAPAIIMS O COOTBETCTBHHA

JEKJIAPAHT, MIPHHUMAION[HUHA AEKJIAPAIIHIO O COOTBETCTBHH

AQ "Canogpu Poccua"

Ceedenus o pezucmpayuu opzanwzayuu: Mesxcpaiionnas uncnexyus Qedepanvroii Hano2o6ou caysxchbor Ne 46 no
2. Mocxee 01.01.2008, OF'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockaa, yn. Teepckas, 0. 22. Teneghon/cpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye. 'enepanorbiti Oupexmop Monc O.A.

Hosepennoe auyo: Cmenaroe C.C., Oogepennocms 6/n om 01.12.2017

3ASIBJISAET, UTO

nexapcmeennoe cpedcmeo: Ho-una, mabremru 40 m2 24 wm., ynaxoexu aveiixogvie koumypuwie (1), navxu
xapmonnvie, PY Ne IT N011854/02 om 23.07.2010 (0Oama nepeogpopmnenus 28.03,2016), cepun CV096, napmua
161524 ynaxosox, 20den 00 30.04.2022, npouzsodocmaa XHHOHH 3aso0 Papmayeemuueckux u Xumuveckux
Ipodyxmoe 340, Benzpus, CHINOIN Pharmaceutical and Chemical Works Private Co Lid., 2112 Veresegyhaz,
Levai u. 5, Hungary, xod OKIT[]2 21.20.10.113, ko0 TH B3/ 3004490009, xoumpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085335165 om 28.05.2019

COOTBETCTBYET TPEBOBAHHAM

ITN011854/02-160611 uzm. Ne I-5

JEKJIAPAIIUA IIPUHATA HA OCHOBAHHUA

npomoxon ucnsimanuti Ne 15110 om 04.06.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.®M08.C41356 om 04.06.2019

JATA TIPUHATHA JEKJIAPALTHHY 04.06.2019

AEKJIAPAIIMA AEMCTBUTEIBHA 1O 30.04.2022
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CBEJEHMS O PETUCTPAIINHA

OPTAH 1O CEPTU®HKAIHH, 3APETHCTPHPOBABIN NN AEKJIAPAITHIO

RA.RU. 11 ®M08 OPTAH ITO CEPTH®HKALIHH IIPONYKLHH OFLJECTBO C ONPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPV)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, yn. Macmepkoea, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(493)788-02-88, eeb-
catim.: oyxx.pe.

JEKJIAPAIIUSI O COOTBETCTBHH 3APETUCTPUPOBAHA M POCC RU I-HU.®M08.A.26049/19
JAATAPETHCTPALIUH 04.06.2019
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CEPTHOHKAT HA CEPHIO

SANOFI %

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: 436 28 585 600 / Fax: +36 28 585 939

ol ToBapa; VER 435271
HanmenoBanue HO-IUITA 40 mr Tabnerxn 24X
npenapara:
CrpaHa-uMnopTep: Poccua
Homep cepun: Cv096 Homep cepun: Cvo096
JTaTa NPOH3BOACTEA: 03-MA#-2019 JlaTa ucreyeHns cpoka AlTP-2022
TOINHOCTH;
Jl03UpOBKa CM. Pe3YJILTAT ONpeAeNeHHs
KORHYECTBEHHOTO COAEPKAHHA
UlexapcTsenHas dopMa:  TabneTkn
THI ynakoBky; MNBX-anoMuH#El KOHTYPHO-AYEiiKOREIE
YIIaKOBKH
Koa GMID: 435271
IMoka3aTens Hopma Pesynabrar
CBOVICTBA
Onucanue: JBOAKOBBINTyKNble TAGNETKH HKENTOro ¢ CooTeeTcTBYET
3€NeHOBATHIM WIH OPAKEBATHIM OTTEHKOM LBETA.
C rpasupoBkoff «spa» Ha oAHOM cTopoHe. JlnaMetp
npubIL. 7 MM, BLICOTa MPMOIL.. 3,4 MM.
- CpenHss Macca 140 mr +/- 7.5 % (Esp. dapm.) 141 mr
- Macca onHoii Tabnerku Cpenuas macca +/- 7,5% (Erp. ®apm.) u3 20 CooTtsercTBYeT
TabneToK 0TKROHeHHe cpearelt Maccel +/- 15%
IoJixHO OLITE He Gonee, 4em B AByx TalneTkax.
- Pacnanaemocts < 15 mun (Esp. ®apm.) 4 MuH
- HectrpaeMocTh <=1% (Epp. ®apm.) <1%
NOAJIHHHOCTD
- 1o o6pazoBanuIo ocagka MNonoxurensho CootBercTBYET
- Y®-cnektpodoToMeTpia Habmonatorca MakcuMyMs! nornomerns npu 241 CooteercTayer
Lm +/- 2 1M, 302 +/- 2 um, 353 +/- 2 Hm.
CTOTA (TCX)
- JlpoTasepanauH <=1% <1 %
- Apyroli equHEYHON npumecH, <=0,2 % <0,2 %
UHRHBHIYANLHO
- Konwyectro naten Max. 5 nareH 1 naTHO
- CymMma npumeceii <=2% <2%
Koaunuectsennoe onpenenehne (Y®)
- JpoTaBepHHa THAPOXNOPHAA 40,0 Mr +- 5% 40.7 Mr

Hcnbitanys Ha MUKpOGHOIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMaM Erp. ®Papm. (kaxaas 100 ]
cepusd, HO He MeHee 1 HCOBITAHMA B TeYeHWe roza). Jta cepus ObUIA NPOH3BENCHA B MONHOM
cooTBercTBUH ¢ TpeOoBaHuaMu CGMP ¥ TpeGoBaHHAME COOTBETCTBYIOIIErO PETHCTPALHOHHOTO

YIAOCTOBEPEHHS.

OTOT cepTHHKAT aHamM3a GBI IOAMCAH MEKTPOHHBIM CIIOCOGOM ¢ Henons3oBaAHEM-LIMS.
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CEPTHO®HKAT HA CEPUIO

SANOFI % &
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhdz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
o TOBApA; VER 435271
AHMEHOBAHHE HO-IUMNA 40 mr ta6neTin 24X
npenapara:
CTpaHa-uMnoprep: Poccua
Homep cepim: Cv096 Homep cepun: CVo96
JlaTa IPOH3BOACTBA: 03-MAI1-2019 Jlara ncreuenus cpoka ATIP-2022
FOQHOCTH:
TosupoBka CM. PE3YABTAT ONPEEeHNs
KONIYECTBEHHOTO COACPKAHAA
TTexapcTeeHHan dopma: TabneTKku
THN ynakoBKH: TIBX-amoMHHH#R KOHTYpHO-T4elKOBHE
YIaKOBKH
Kog GMID: 435271
Pewenne ornena obecneyeHns kauecrea
Pewmenne: BBIITYILIEHO
Mara: 20-MAA-2019 10:36
Y nonHOMOueHHOE JIHI0: dr. Solti Monika Maria
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A BATCH CERTIFICATE

SANOFI

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

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

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

Item coda : VER 435271

Product name : NO-SPA 40 mg tablets 24X

Import. country : Russia

Lot number : cviae Customer lot no. : cvige
Date of manufacture; 03-MAY-2019 Expiry date : APR-2022
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

Tests _Results

CHARACTERS
= Appearance
.greanish or nrnrqq HM Un me «ﬁam of

Nv<,..

the tablata aiqr “spa" m:;md S
.'mamater is &ppmx,_ 7 nm, _thafg hq;q_ i
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a.ﬂ apgrox. ¢_.4 m.__;;'

- Average mass 141 mg

-~ Individual mass : Complies
“25 n&hleta a ri:.xrrépamﬁ i:—f itrﬂtaqn ma3$

':«}')’-ﬂ' : '% iﬁ pem..t:tﬁd, &t nub m”ure ghan

- Disintegration 4 min
- Friability <l %
IDENTIFICATION

- By precipitate .‘ '. Complies

- BY UV spectrophotometry " Complies

PURITY TEST (TLC)

- Drotaveraldine o €1 &

= Any other impurity individually i 20,2
- Number of spots
- Total impurities Pd g §

ASSAY {UV)
- Drotaverine HCl

e S et b s e sebiciris s
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 Authorization.

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

SANOFI o g

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

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

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

Item code : VER 435271
Product name : NO-SPA 40 mg tablets 24X
Import. country : Russia
Lot number ; Cv09s Customer lot no. : CV096
Date of manufacture: 03-MAY-2019 Expiry date : APR-2022
Strength : see at the assay
Dosage form ; tablet
Packaging type : PVC - ALU blister
GMID code : 435271
e e oRdedslon
Dacision : FELSZABADITVA / ACCEPTED
Date : 20-MAY-2019 10:36
Qualified person: dr. Solti Monika MAria
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