AEKJAPAIIA O COOTBETCTBUIM

JEKJIAPAHT, IPUHUMAIOIN U JEKJIAPAITHIO O COOTBETCTBHU

AO "Canogru Poccusn”

Csedenun o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Pedepansroil nanoz0801t caysichor Ne 46 no
2. Mocxae 01.01.2008, OI'PH 1027739079940, oama npuceoerus OI'PH 19.08.2002.

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

B nuye: lenepanvrviii Oupexmop Mownoc O.A.

Losepennoe nuyo: Knoxosa F0.C., doeepennocmn 6/n om 01.12.2017

3ASIBISIET, UTO
nexapcmeerrnoe cpedcmeo.: Ho-wna, matremxu 40 mz 24 wm., ynaxoerxu aueiixoswie konmypHuie (1), nauxu

xapmonnsie, PY Ne IT NO11854/02 om 23.07.2010 (0ama nepeogpopmnenus 28.03.2016), cepun AV237, napmus
176104 ynaxosox, zoden do 01.11.2021, npouseodemea XHHOHH 3ae00 @apmayesmuneckux u Xumuieckux
IIpodyxmos 340, Benzpus, CHINOIN Pharmaceutical and Chemical Works Private Co Lid., 2112 Veresegyhaz,
Levai u. 5, Hungary, xod OKIIJ]2 21.20.10.113, ko0 TH B3] 3004490009, xonmpaxr: Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085315765 om 03.12.2018

COOTBETCTBYET TPEFOBAHHSIM

II NO11854/02-160611 usm. No 1-5

JAEKJTAPAIIUA TIPHHATA HA OCHOBAHUH

npomoxon ucneimanui Ne 36630 om 10.12.2018 HJT OO0 HI] "®APMOEOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21DJ/I40, Cepmugpuxam POCC HU DM08.C29539 om 10.12.2018
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CBEJEHUS O PETUCTPAIINA

OPTAH ITIO CEPTHO®HUKAIHH, 3APETUCTPHPOBABIIHIA JEKJIAPAIITHIO

RA.RU.11 M08 OPI'4H 110 CEPTHOHRAI[HH ITPOOYKI[HH OFL[ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH JEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 2opod Mocxaa, yn. Macmeproea, 0. 4, sm. 5., men.: (495)788-02-88, ee6-
caum. oyxx.pe.

YA O COOTBETCTBHM 3APETHCTPHPOBAHA X POCC RU JI-HU.DM08.A4.09749/18
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CEPTHOHKAT HA CEPUIO

SANOFI

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 28 585 939

Koa Tosapa;

Haumenosasuie
npenapara:

VER 435271
HO-IUHA 40 Mr tataerkn 24X

CTpana-ummnoprep: Poccus
Homep cepui AV237 Howmep cepun: AV237
Jlata npou3BOACTRA: 15-HOSB-2018 Hara ucteuenus cpoka HO$B-2021
FOIHOCTH!
Jlo3poska CM. PE3YNILTAT ONpeaeeHk A
KOJMHYECTBEHHOTO COTEPKAHHR
JlexapctBentas opMa; Tabnerku
Tun ynakosku: NBX-anioMHHKHA KOHTYpHO-#uelikoBRIC
YIIAKOBKY
Kon GMID: 435271
Flokazatens Hopma Pesyanrar
CBOMCTBA
Onucanue: HBOAKOBRINYKIILIE TAONETKH KENTOrO ¢ CoorseTcTBYET
3€JICHOBATHIM KITH OPEHXKEBAThIM OTTEHKOM IIBETA.
C rpaBuposkoif «spa» Ha 0nHOM cropone, JuameTp
npuba. 7 MM, BeicoTa TpHGA.. 3,4 MM,
- Cpennsis Macca 140 Mr +/- 7.5 % (Erp. ®apm.) 139 mr
. Macca onHoit rabnerkn Cpeansa macca +/- 7,5% (Esp. ®apm.) u3 20 CootgercTByeT
TabneTox oTKAOHEHHE cpeaneil Macchl +/- 15%
HOMKHO OuITh He bonee, YeM B OBYX TableTKax.
- PacnapaemocTts < 15 mun (Ezp. ®apm.) 4 mMuH
- Herupaemocts <=1 % (Esp. ®apm.) <1 %
MNOJJIHMHHOCTD
- 110 ofpa3oRaHuI 0ca/ka [Monoxwurensho CootseTcTRYET
- Y ®-cnekTpodoromerprs HabmoaaioTes MakCHMYMbI OFRONIEHAS pH 241 COOTBETCTRYET
+/- 2 BMm, 302 +/- 2 1M, 353 +/- 2 Em.
HHUCTOTA (TCX)
- lporapepuna <=1% <1%
- Apyrof eZMHAYHOMH TipuMech, <=0,2 % <0,2 %
HHIIMBHAYATLHO
- KonmriecTBo nsren Max. 5 naren 1 msrHO
- Cymma npamecedi <=2 % <2 %
KoamuecTBeHHOE onpenenerue (YP)
- JlpoTapeprra ruApoOXnopHia 40,0 Mr +/- 5% 394 mr

HenpiTanus Ha MMKpOOHOIOTHYECKYHO YHCTOTY COOTBETCTRYIOT HOPMaM Esp. dapwm. (kaxxgas 100
cepus, HO He MeHee | MCTILITAHMA B TeYeHHE roja). DTa cepud ObUla MPOH3BENEHA B TIOJHOM
COOTBETCTBHH C TpeboBanusIMu cGMP 1 TpeGOBaHMAMH COOTBETCTBYIOUIETO PETHCTPALMOHKOTO

YIOCTOBEPCHMSL.

ITOT cepTHMKAT aHaIM3a GBUT IIOJNUCAH 3IeKTPOHHBIM CIIOCOGOM ¢ HCTIONB30BaHneM LIMS.
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CEPTHOHUKAT HA CEPHIO
SANOFI

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

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

Kona rosapa; VER 435271
HanmMenoBanue HO-HHIA 40 Mr radaericn 24X
iipenapara:

CTpana-umnoprep: Poccus
Homep cepun: AV237 Howmep cepun: AV237
[iaTa npousBoxcTBRa: 15-HOAB-2018 Jata ucreuenus cpoka HOAB-2021
TOAHOCTH:
IHo3uposka CM. pPE3YALTAT ONPeAeeHus
KONHUECTBEHHOTO COTEPKAHNA
UlexapcreenHas hopma: TabaeTKn
Tun ynakosku: TNBX-antoMuHuil KOHTYPHO-AuEHKOBBIC
YIaKOBKH
Koa GMID: 435271
Pewenne otaena ofecnedeHnsn KavecTea
Peruenue; BEINTVIIEHO
Hara: 22-HOB-2018 09:52
Y N0AHOMOM EHHOE JIHIO: dr. Solti Monika Maria
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BATCH CERTIFICATE

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

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

Phone: +36 28 585 600 / Fax: +36 28 585 938

Item code : VER 435271

Product name : NO-SPA 40 mg tablets 24X

Impert. country : Russia

Lot number : AVZ237 Customer lot no. : AV237
Date of manufacture: 15-NOV-2018 Expiry date : NOV-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : FVC - ALU blister

GMID code : 435271

M‘W\% TR * o SN % N ¥
CHARACTERS

-~ Appearance Complies

132 mg

Complies

- Average mass

- Individual mass

- Disintegration 4 min
- Friability <1 %
IDENTIFICATION

- By precipitate Complies

- BY UV spectrophotometr Complies
Y 1

BURITY TEST (TLC)
- Drotaveraldine

- Any other impurity individually
- Number of spots

~ Total impurities

ABSAY (UV)
- Drotaverine RCl

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

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

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

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

Item code : VER 435271

Product name : NO-SPA 40 mg tablets 24X

Impert. country : Russia

Lot number : AV237 Customer lot no. : RV237
Date of manufacture: 15-NOV-2018 Expiry date : NOV-2021
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 435271

Decision : FELSZABADITVA / ACCEPTED

Date : 22-NOV-2018 08:52
Qualified person: dr. Solti Ménika Maria
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