JEKJAPAIIUSI O COOTBETCTBUH

JEKJAPAHT, HPUHHMAIOUI A JEKJIAPAIMIO O COOTBETCTBHM

AO "Canogpu Poccuan"
Ceedenus o pezucmpayuu opzanusayuu: Medicpationnas uncnexyyn Oedepansroti Hanoz060ti cryxnctot Ne 46 no

2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OFPH 19.08.2002.
Aopec. 125009, 2. Mocxsa, yn. Teepexan, 0. 22, Tenepon/harc. 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepansuurii dupexmop Mownoc O.A.
Hosepennoe auyo: Cmenanoe C.C., dueepennocmp 6/n om 01.12.2017

3ASIBJIFET, YTO

nexgpemeennoe cpedcmea: Ho-wna, mabnemxu 40 mz 100 wim., gnaxonst (1), nauxu xapmonnsie, PY Ne IT
N011854/02 om 23.07.2010 (dama nepeogopmrerun 28.03.2016), cepun AV233, napmun 41924 ynaxoéox,
200ex 0o 01.11.2023, npoussodcmea XHHOHH 3aso0 Papmayeemuuecrux u Xumuveckux IIpodyxmos 3A0,
Benzpun, CHINOIN Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz, Levai u. 5,
Hungary, xod OKIIJ2 21.20.10.113, kod TH B3/ 3004490009, xonmparxm Ne 250/40056192/F-2 om
20.10.2010, unsoiic No 9085315047 om 27.11.2018

COOTBETCTBYET TPEEOBAHMSIM
1T N011854/02-160611 uzm. Ne 1-5

JAEKJIAPANHASA ITPHHATA HA OCHOBAHHM
npomoxon ucnuimanu Ne 36200 om 04.12.2018 HJT OO0 HI[ "©APMOEOPOHA" ammecmam

axxpedumayuy POCC RU.0001.21DJI40, Cepmugpuxam POCC HU DM08.C29050 om 04.12.2018

wauﬂw AEKJIAPAITAW 04.12.2018

4 .ﬂEK_ IIEI/ICTBHTEJII:HA HO 01.11.2023
A e : y
; 1 =Canodin I.W(ﬁwn ]
ik “*rﬁ“‘“"ﬁzsfif Crenanios C.C.
k! SR mpag:zg ®.H.O
S~
CBEIEHUS O PETUCTPAIIMA

OPTAH ITO CEPTH®MKAIUH, SAPETRCTPHUPOBABINMI JEKJIA PAITHEIO

RA.RU. 11 OMO8 OPIAH 11O CEPTHOHKALHH ITPOIVKIIHH OFLIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYIKHOH I[EHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmepwosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu.: 115280, POCCHA, 20pod Mockea, yn. Macmeproea, 0. 4, sm. 5., mea. . (495)788-02-88, seb-

caiim.: oyxK.pe.
,IIEI{JIAPAI};PIH O COOTBETCTBHM 3APETACTPHPOBAHA N POCC RU J-HU.DM08.4.09077/18

( g ﬁ;, Junenxo H.b.
ch o Pyxorouurens OC




CEPTH®HKAT HA CEPHIO

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

§

F

SANOF1

Kon Tosapa; VER 15868
Haznmenosanne HO-LUINA 40 mr TaGnerxku 100X
npenapara:
CTpana-uMmnoprep: Poccus
Homep cepun: AV233 Howmep cepmu; AV233
ata nponsBoacTea: 14-HOAB-2018 Jara ucreuenus cpoxa HOAB-2023
FOHOCTH:
Hosuposxka CM. pe3yNbTaT ONpeAeieHus
KOAMYECTBEHHOTD COASPIKAHHA
UlexapcTrennasn dopma: TabneTkH
Tun ynakosku: IIBX-amoMuHRE KOHTYPHO-g4eHKOBBIE
YNaKOBKH
Kon GMID: 236972
Tokazarens Hopma Pesyabrar
CBOHUCTBA
Omnucanue: JIROFKOBBINYKALIE TA0NETKH KEATOIO © CootsercTBYeT
3€JIEHOBATRIM HIH OPaHXeBaThIM OTTEHKOM HBETA.
C rpaBupoBKo#i «spa» Ha oHOM cropone. [TuameTp
npubn. 7 MM, BeicoTa pUba.. 3,4 MM,
- Cpeninsis Macca 140 mr +/- 7.5 % (Egp. ®apm.) 139 mr
- Macca onHoli Tabnerku Cpennsn macca +/- 7,5% (Esp. ®apm.) u3 20 CooTBeTcTRYET
TaGneToK OTKAOHEHYE Cpeatel Macchl +- 15%
nomxHO ObITE He Oonee, 4eM B IBYX TabneTkax.
- Pacnlanaemocts <15 mun (Esp. @apm.) 4 MuH
- Herupaemocts <=1 % (Esp. ®apm.) <1%
MNOXJUHHOCTD
- 10 obpazoBakuIo ocanka Ionoxutensto CooTeercTBYET
- Y®-cnexrpodoromerpua Habaoaaiores makcuMyMb! nornomerus npu 241 CootseTcTRyer
+/- 2 1M, 302 +/- 2 uM, 353 +/- 2 um.
YUCTOTA (TCX)
- Jlporarepusa <=1% <1%
- ApYroH eAMHHYHON TPHMECH, <=0,2 % <0,2 %
WHIMBHINYAILHO
- Konmmecrso naten Max. 5 naren 1 maTHO
- Cymma npumeceit <=2 % <2 %
Konnuecrsennoe onpeaenenne (YO)
- JpoTarepyHa rrapoxnopria 40,0 mr +/- 5% 39.5mr

Henpiranis Ha MUKPOGHOIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HOPMAM Esp. Dapwm. (kaxgaq 100
CepHd, HO HE MCHee | MCIBITAHHA B TedeHHEe rOAa). JTa cepus OLINa NPOM3BEIEHA B IONHOM
COOTBETCTBEH ¢ TpeboBaHuamMu cCGMP u TpeGoBaHHAMH COOTBETCTBYIOErO PETHCTPALIHOHHOTO

YAOCTOBCPCHHA.

D707 cepTHHKAT aHATH3a (Ul HOIHUCAH BIEKTPOHHBIM CHOCOGOM ¢ Hemonp3osannem LIMS.

rap_coa_resultats v5

Crpannua 1/2




CEPTHOHKAT HA CEPHIO
SANOFI

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

Veresegyhaz site - 2112 Veresegyhdz, [évai u.5., Hungary
Phone: +36 28 585 600/ Fax: +36 2§ 585 939

Koa Tosapa;

HaumeHnosanHe
npenapara:
Crpana-uMnoprep:

Homep cepnu:
Jlata npom3eoncTBa:

Josupoeka

UlexapcTpeHHan dopma:
Tun yrnakoBxu:

VER 15868
HO-11TA 40 mr Tabnerkn 100X

Poccust
AV233 Howmep cepuin;
14-HOAB-2018 Jara ucreueHus cpoka

TOOHOCTH!
CM. pe3yAbTaT ONPeASNeH s
KOJIHUECTREHHOTO COAEPXKAHNS
TabIeTKH

TIBX-anoMunHil KOBTYPHO-A4eliKosbIe

AV233
HOAB-2023

YnoaHoMoYesHoe JTHI0:

YIAKORKM
Kon GMID: 236972
Pewenne oraesa ofiecneyenns KavecTra
Perienue; BLIITYUIEHO
Hara: 23-HOAB-2018 15:12

Hari Janosne dr. Tuza Timea
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BATCH CERTIFICATE

SA

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

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

Phone: +3& 28 58% €00 / Fax:; +36 28 585 939

Item code : VER_ 15868

Product name : NO~SPA 40 mg tablets 100X

Iimport. country : Russia

Lot number : BEV233 Customer lot nc. : AV233
Date of manufacture: 14-NOV~2{(18 Expiry date : NOV-2023
Strength : se¢ at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

Tests.

CHARACTERS

- BAppearance : Complies

- Average mass 139 mg

- Individual mass _'Complies

- Disintegration 4 min
- Frighility <l %
IDENTIFICATION

~ By precipitate
- BY UV spectrophotometry

PURITY TEST (TLC)
- bretaveraldine

- Any other impurity individually

- Number of spots db

- Total impurities 2 %
ASSAY (UV)

- Droctaverine HC1 359.5 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 aspecifications of
the relevant Marketing Authorization.

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

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

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

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

Ttem code : VER_15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : AV233 Customer lot no. : AVZ33
Date of manufacture: 14-NOV~2018 Expiry date : NOV-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

Decision : FELSZABADITVA / ACCEPTED
Date : 23-8OV-2018 15:12
Qualified person: Hari Janosné dr. Tuza Timea
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