NEKJAPAIIMSA O COOTBETCTBHHU

JEKJAPAHT, IPUHAMAIOBIVMHA (EKJIAPAITAIO O COOTBETCTBHH

AQ "Canogu Poccus"

Caedenun o pecucmpayuu opearnusayuy,; Meocpationnas uncnexyus, Qedepanshoil HANO2060U cayowdvr Ne 46 no
2 Mockee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OFPH 19.08.2002.

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

B nuye: Nenepanvnoiii dupexmop Mowdic O.4.

Hosepennoe auyo: Knoxoea FO.C., dosepennocms 6/n om 01.12.2017

3ASABJIET, UTO
nexapcmeennoe cpedcmeo; Ho-uma, mabremxu 40 mz 100 wm., graxonst (1), nauxu xapmounsie, PY No I

N011854/02 om 23.07.2010 (dama nepeopopmnenus 28.03.2016), cepun AV244, napmus 41492 ynaxoeox,
z00en do 01.11.2023, npouseodcmea XHHOHH 3asod @apmayesmunecxux u Xumuyecxux Hpodyxmoe 340,
Benzpun, CHINOIN Pharmaceutical and Chemical Works Private Co Ltd,, 2112 Veresegyhaz, Levai u. 5,
Hungary, koo OKILI2 21.20.10.113, xoé TH B3/ 3004490009, xornmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085317448 om 14.12.2018

COOTBETCTBYET TPEBOBAHUAM
1T NO11854/02-160611 uzm. Ne -5

JEKITAPAIIASA IIPUHSITA HA OCHOBAHUH
npomoxon ucnuimanuti Ne 37960 om 21.12.2018 HJT 000 HI] "®APMOBOPOHA', ammecmam
axxpedumayuu POCC RU.0001,21DJI40, Cepmugpuram POCC HU.@M08.C30632 om 21.12.2018
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CBEJEHUS O PETUCTPALHKNA

OPTAH Y10 CEPTU®HKAIIHY, 3APETUCTPUPOBABINTHI NEKJIAPAITAIO

RA.RU.11®MO8 OPIAH ITO CEPTHOHKAI[HH TPOLYKIIHH OBIIECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYKHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu; 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. I, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeproea, 0. 4, am. 5., men. :(495)788-02-88, seb-
catim: oYKk, qu

IlEK.}IAP T, 4:0 COOTBETCTBHHA 3APETHCTPUPOBAHA N POCC RU J-HU. ®M08.A.11295/18
HAT"%PEmcmA,um 21.12.2018

‘ \DL %41\ JHunenko U.B.
TIOIIHCE Pyxoeomurens OC




CEPTU®HKAT HA CEPUHIO

SANOFI

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

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

Koa Toeapa; VER 15868
HanmenosaHnne HO-LHTA 48 mr radaerkn 100X
npenapara:
CTpaHa-UMOopTep: Poccns
Homep cepuu: AV244 Homep cepui: AV244
Jlara npou3soacTBa; 22-HOAB-2018 Hata HecTedeHus cpoka HOAB-2023
TOOHOCTH:
Jo3uposka CM. pe3ynLTat OnpeleicHuA
KONNYECTBEHHOT'O COREPHANNA
Jlexapcrsennas dopma: Tabnerxku
‘THI yNakoBKH: [IBX-anoMHHENH KORTYPHO-A4EHKOBbIE
YIIAKOBKH
Kog GMID: 236972
ITokazaTens Hopma PesyabTaT
CBOMCTBA
Onucauye: JlposikoBBIHTYKIIbIE TROAETKH KENTOIO © CoorsercTBYeT
3€ICHOBATLIM WITH OPAHKERATHIM OTTEHKOM HBETA.
C rpaBuporkoii «spa» Ha onHo# cTopoHe. [lnamerp
apubi. 7 MM, BbicoTa npudn.. 3.4 MM.
- Cpeaxss mMacca 140 mr +/- 7.5 % (Esp. ®apM.) 140 mr
- Macca onHoii TabneTkl Cpenuas macca +/- 7,5% (Erp. ®apm.) u3 20 COoOTBETCTRYET
TabNeToK OTKROHEHHE Cpeneit Macenl +/- 15%
20RO OBITL He Dosiee, YeM B ABYX TabueTkax.
- PacnanaeMocth < 15 muH (Epp. dapm.) 4 muH
- MicrupaeMocTh <=1 % (Erp. ®apm.) <1 %
NOAJIMHHOCTL
- 10 00pa3oBaBHIO OCalKa HonoxkurensHo CootzercTayer
- YD-crekTpodroTOMETpUS HabmoaatoTes MakcHMyMb nornomenus npk 241 CooTeeTcTRYeT
+- 2 uM, 302 +/- 2 1M, 353 +/- 2 am.
YUHCTOTA (TCX)
- Iporarepuna <=1% <1%
- ApYro# eARAHMHON npuMech, <=0,2 % <0,2 %
HHIHBHAY&ILHO
- Konuuectso narex Max. 5 naTex 2 nATHA
- Cymma npumecei <=2 Y% <2 %
Koanuecreernoe onpeaeneHue (Y dD)
- JlpoTaBepHHa TMAPOXIOPUAa 40,0 mr +/- 5% 40.1 mr

Mcnbrranus #a MUKPOOHOIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMaM Epp. (apm. (kaxnas 100
CepHsdA, HO He MeHee | MCIBITaHHA B TEUEHME r0/a). DTa cepus ObLia NPOH3BE/ICHA B IOJHOM
COOTRETCTBHE ¢ TpeGosaHuaMu cGMP u TpeboBaHHAMY COOTBETCTRYIOINETO PETHCTPAIIKOHHOIO
yAOCTOBEPCHHS.

ItotT cepTrdhUKaT aHanu3a ObLT IIOATIKCAH 3eKTPOHHBIM ¢1ocoboM ¢ Hetonb3zoBanueM LIMS.
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CEPTHO®HKAT HA CEPHIO

S

SANOFI &
-
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Koa ToBapa; VER 15868
HanMeHoBakne HO-UIFA 40 mr vabaevkn 160X
npenapara:
CTpaHa-uMnoprep: Poccus
Homep cepuit: AV244 Homep cepuu: AV244
Jlata npou3BOACTBA: 22-HOAB-2018 JlaTa ucTeueHus cpoka HOAB-2023
TOAHOCTH!
Jlozuposka CM. Pe3yAbTAT OfpeeNneHNs
KONHYECTREHHOTO COASPKAHNR
ilekapcTeeHBas opma: TabreTkn
Tun yiiakosxu: [BX-anoMUHNE KOHTYPHO-UEHKOBbIE
YIIAKOBKH
Koz GMID: 236972
Penterne oTaena obecneyeHns Ka4ecTBa
Pelnenne: BBINTYIHEHO
Jlara: 13-JEK-2018 10:36
Y UONHOMOY CHHOE JIHLIO; Dr. Solti Monika Maria
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BATCH CERTIFICATE

SANOFI

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

Veresegyhdz site - 2112 Veresegyhé&z, Lévai u.5,, Hungary

Phone: +36 28 585 €00 / Fax: +36 28 585 935

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number AVZ244 Customer lot no. : AVZ244
Date of manufacture: 22-NOV-2018 Expiry date : NOV-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 2364972

Tests

" Specifications =

CHARACTERS
- Appearance il Complies
~ RAverage mass 140 mg

- Individual mass . Complies

4 min
el %

- Disintegration

~ Friability

IDENTIFICATION :
- By precipitate ositive S :Complies
~ BY UV spectrophotometry Iﬁﬁéhé@é:éﬁséxpﬁ: ?:Complies

nm;:éoé }/rté ﬁhL.' '
PURITY TEST (TLC) R
-~ Drotaveraldine <=1 % i

- Any other impurity individually <=0.2 %__Q: .' %
- Rumber of spots Max. 5_$po;s_:

- Total impurities <=2 %

ASSAY (UV) T S e T B
- Drotaverine HCI 40.0 mg +/~ 5 % ELLA iR g0 1 mg

Microbiological purilty 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

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

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

Phone: 4136 28 585 €00 / Fax: +36 78 H85 938

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country ; Russia

Lot number : AV244 Customer lot no. : AVZ44
Date of manufacture: 22-NOV-2018 Expiry date : ROV-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236472

~QP decision . .
Decision : FELSZABADITVA / ACCEPTED
Date : 13-DEC-2018 1€:36
Qualified person: dr. Solti Moéonika Maria
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