AEKJIAPAIINASI O COOTBETCTBHUHU

AEKJIAPAHT, IPUHHUMAIOLI{ U JEKJIAPAITMIO O COOTBETCTBUH

AO "Canogpu Poccus"

Ceedenus o pezucmpayuu opzanuzayuu: Meaxcpadionnan uncnexyus Gedepanvroi nanozoeoii cnyoichor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Taepckas, 0. 22. Teneghon/paxc: 8 (495) 721-14-007 721-14-11

B nuye: I'enepanvuetii dupexmop Mouxe O.A,

Hoeepernoe ruyo. Cmenanoes C.C, Ooeepenrocmb 6/u om 01.12.2017

3ASIBJBSIET, YTO

hexapemeenroe cpedemeo: Ho-wina, mabremxu 40 mz 64 wm., gnaxonst (1), navuxu kapmonnwie, PY No IT
NG11854/02 om 23.07.2010 (dama nepeogopmnenun 28.03.2016), cepus AV242, napmua 65156 ynaxoeox,
eoden Qo 01.11.2023, npouseodcmea XHHOHH 3aeod Papmayesmuyeckux u Xumuvecxux Hpodyxmos 340,
Benzpua, CHINOIN Pharmaceutical and Chemical Works Private Co Lid,, 2112 Veresegyhaz, Levai u. 5,
Hungary koo OKIT[]2 21.20.10.113, koo TH B3I 3004490009, xoumpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085319725 om 14.01.2019

COOTBETCTBYET TPEBOBAHHSM
1T N011854/02-160611 usm. Ne 1-5

AEKJIAPAUMSA [TPHHATA HA OCHOBAHHHM
npomoxon ucneimanuii Ne 1240 om 18.01.2019 HJT 000 HI] "®APMOFOPOHA ", ammecmam axxpedumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC HU.OMO8.C31842 om 21.01,2019

JATA l'IPHHHTPI—fI HEKJIAPAIIHH 2].01.2019
' .I[EKJIAPAI.[HH AEACTBHUTENLHA JO 01.11.2023

el Crenanos C.C.
: .()emapmnn ®.1.0
{ &
CBEJIEHMSI O PETUCTPAIIIU

OPI'AH ITO CEPTA®HKAIMH, 3APETr'ICTPHPOBABINHI JAEKJIAPAITHIO

RA.RU. 11 DPMO8 OPTAH ITO CEPTHOHKALTHH ITPOOVKIHH OBH[ECTBO C OTPAHHYEHHOKH
OTBETCTBEHHOCTBIO "OKPY)KHOM LEHTP KOHTPOJIA KAYECTRA",

adpec opzanusayuu: 115280, 2. Mocxsa, yn. Macmeproea, 0. 4, sm, 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu. 115280, POCCHA, 20po0 Mockea, yn. Macmepiosa, 0. 4, sm. 5., men. :(495)788-02-88, geb-
caiim; oykr.pg.

AEKJIAPAITMSA O COOTBETCTBHH SAPETHCTPHPOBAHA N POCC RU A-HU.DM08.A.13064/19

Hunenxo U.B,
Pyxosogurens OC




CEPTH®UKAT HA CEPHIO

SANOFI §@"

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

Koa ToBapa;

VER 616140

HaunmeHnosaHue HO-UITTA 40 mr tabnerku 64X
npenapara:
CrpaHa-UMnoprep: Poccun
Homep cepuu: AV242 Homep cepuu: AV242
Jlata npou3BoACTBA: 21-HOAB-2018 Jara ucTeueHna cpoka HOAB-2023
TOAHOCTH:
To3upoBka CM. pE3YABLTAT ONpeleneHus
KOJIHYECTBEHHOTO COLEPXKAHHA
UlekapcTBeHHan dopma: TabneTkn
THn ynakopxu: INBX-amoMHHUil KOHTYpHO-A4YEHKOBbBIE
YNMaKoBKKH
Kon GMID: 616140
IMokazaTeNb Hopma PeiyasTar
CBOHCTBA
Onucanue: JIBOAKOBRIMyK/IBle TAONETKH KENTOTC € CootBeTcTBYET
3EACHOBATBIM MM OPAHKEBATHIM OTTEHKOM LIBETA.
C rpaeupoBKoii «spa» Ha 04HOH cTopoHe. [lnameTtp
npubi. 7 mMm, BeicoTa npubn.. 3,4 Mm.
- Cpennas macca 140 pmr +/- 7.5 % (Esp. Papm.) 140 mr
- Macca ogHoti Tabnetku CpenHas macca +/- 7,5% (Esp. ®apm.) uz 20 CooTBeTCTBYET
TabneTok OTKACHEHHE cpeAHel Maceht +/- 15%
nomxkHo ObITh He Ooutee, weM B ABYX TabneTkax.
- Pacnagaemocth < 15 muH (Esp. dapm.) 4-5 MuH
- MctupaeMocts <=1 % (Esp. ®apm.) <l %
MOJJMHHHOCTDb
- no c0pa3oBaHHIO Ocaika [MonoxkurensHo CootBeTCcTBYET
- Vd-cnektpodoToMeTpHa HabnrogatoTea MakcuMyMsl noraoilerus npu 241 CooteeTcTByeT
+/- 2 uM, 302 +/- 2 uMm, 353 +/- 2 M.
YHUCTOTA (TCX)
- JlpoTaBepHHa <=1% <l %
- Apyroi eIMHUYHOMN NpHMecH, <=0,2 % <0,2 %
HHAWBHAYAIEHO
- KonuyecTso natex Max. 5 naten 2 nATHa
- CymMa npumeceit <=2% 2%
KonuuectBeHHoe onpenenenue (YO)
- JlpotaBeprHa ruapoxJopHia 40,0 Mr +/- 5% 394 mr

Hcneltannsg Ha MEKpOOHOJIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOpMam EBp. @apm. (kaxaas 100
cepHd, HO He MeHee | MCIBITaHHA B TeYeHHe roja). JTa cepus Obla NPOM3BEACHA B MOJHOM
COOTBETCTBHHM ¢ TpeGoBaHUAMH ¢GMP u TpeboBaHHAMH COOTBETCTRYIOLIETO PETHCTPAIHOHHOTO

YAOCTOBCPCHHAA.

JTOT cepTHdUKaT aHa|3a OBUT MOANHCAH 3NIeKTPOHHBIM ciocofoM ¢ ucnonb3oBanHeM LIMS.
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CEPTH®HKAT HA CEPHIO
SANOFI

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

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

Koa ToBapa; VER 616140

HanmenoBanne HO-LUITA 40 mr TabaeTicin 64X

npemapara:

CTpaHa-uMIIopTeEp: Poccus

Homep cepumn: AV242 Homep cepnn:

Jata MPOH3BOACTRA!

Jlozuposka

21-HOAB-2018 Jata UcTeueHHa CpoKa
FOAHOCTH:
CM. pe3yALTaT OnpeAeneHHA

KONMHYECTBEHHOrO CoaepKaH1A

AV242
HOAB-2023

UlekapcTeeHHas dopma: TabneTky
THN ynakoBKH: [1BX-anioMUHHA KOHTYPHO-A4EAKOBbIE

YNAKOBKH
Kon GMID: 616140

Pewenue oTaena ofecneveHHA KayecTsa

Pemenne: BBIMMYIUEHO
NaTa: 03-IEK-2018 14:44
Y nosHOMOYeHHOE AHIO: dr. Solti Monika Maria
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BATCH CERTIFICATE

SANOFI -

y 4

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

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

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

Item code : VER 616140

Product name : NO=-SPA 40 mg tablets 64 X

Import. country : Russia

Lot number : AV242 Customer lot no. : AV242
Date of manufacture: 21-NOV-2018 Expiry date : NOV-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container

GMID code : 616140

Tests Specifications Results
CHARACTERS

- Appearance Yellow coloured, convex tablets, with Complies

greenish or orange tint. On one face of

the tablets sign “spa” engraved.

Diameter is approx. 7 mm, their height

is approx. 3.4 rmm.
- Average mass 140 mg +/- 7.5 & {Ph.Eur) 140 mg
- Individual mass Bverage mass +/- 7.5 % {Ph.Eur} Complies

20 tablets a discrepancy of average mass

+/- 15 % is permitted at not more than

two tablets.

- Disintegration < 15 minutes (Ph.Eur) 4-5 min
- Friability <=1 % (Ph.Eur) <1 %
IDENTIFICATION

- By precipitate Positive Complies
- BY UV spectrophotometry It shows absorption maxima at 2431 #/-2 Complies

nm, 302 +/- 2 nom, 353 +/- 2 nm.

PURITY TEST (TLC)

- Drotaveraldine <=1 % <1 %

- Any other impurity individually <=0.2 % <0.2 %
- Number of spots Max. 5 spots 2 dhb

- Total impurities <=2 % <2 &
ASSAY (UV)

- Drotaverine HCl 0.0 mg 4/~ 5 % 3%9.4 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 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

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

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

Item coda : VER 616140
Product name : NO-SPA 40 mg tablets 64 X
Import. country : Russia
Lot number : AV242 Customer lot no. : AV242
Date of manufacture: 21-NOV-2018 Expiry date : NOV-2023
Strength : see at the assay
Dosage form ; tablet
Packaging type : PP container
GMID cecde : 616140
QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 03-DEC-2018 14:44
Qualified person: dr. Solti Ménika Maria
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