TEKJAPAIIASI O COOTBETCTBUH

AEKJAPAHT, MPHHAMAIOIIAA TEKJIAPAITAIO O COOTBETCTBHH:

AQ "Canogpu Poccus”

Ceedenttn o pezucimpayuu opeaviuamyjun; Mescpaiionran urcnexyus Pedepanvroil Haro20401% CAYHCG No
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, oéama npuceoerus OIPH: 19.08.2002

Adpec: 125009, 2. Mocxkea, va. Teepckan, . 22. Tenegpon/thaxce: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuviii dupexmop Monic O.A.

Hoaepernoe auyo: Kysneyoea H.FO fosepennocme: 6/u om 20.08.2019

3AABJIAET, YTO
nexapcmeerroe cpeocnieo: Ho-uma® mabremxu 40 M2 24 wm., 6micmepst (1), nauxu kapmonvvie,

pez.yd. Ne IT NO11854/02 om 23.07.2010 (dama nepeohopmaerus PV 28.03.2016), cepus CV176, napmus
175314 ynaxosox, 20den 00 30.09.2022, npouseodcniea Xunoun 3ae0d Qapmayeemuveckux u
Xumuyeckux npodyxmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112
Veresegyhaz, Levai u. 5, Hungary, Benzepua, koo OKIT2 21.20.10.113, xod TH B3] 3004490009,
xoumparan Ne250/40056192/F-2 om 20.10.2010, uneotic Ne9085351425 om 24.10.2019 2.

COOTBETCTBYET TPEBOBAHHSM
ITNOI1854/02-160611 wam. Mo 1-6

AEKJIAPATIVA IIPHHATA HA OCHOBAHWH
npomoxoa ucnvimanuii Mo 118807 om 30.10.2019 HJT OO0 "Llenmp xoumpoas kasecmea Buorang”,

ammecmam axkpedumapiy RA.RU.2Z1LIKOI om 22.07.2015 2., cepmugpuxam va cepuo XHHOHH 3acod

@apsiaesmuvecxux u Xumuvecxux Ipodykmoe 340 6/n om 16.10.2019, Cepmugpuram POCC
HU.QMD5.C10676 om 30.10.2019

JATA IPHHATHS JEKNAPAIMUA: 30.70.2019 2.
JEKTAPARHS IEMCTBHTENBHA JO: 30.09.2022 2.

i{ gﬁ?% _E Kysnenoza H1.10

\'-‘:i OEKIGPAKIN ;75 HOONITHCH ©.HO

OPT'AH IIO CEPTHO®HKANNAY, 3SAPETHCTPHPOBABIIA JEKIAPAITHAIO

Opezan no cepnmugbuxayuu npodvkyuu

Obuwgectnea c ozpanyentoll omeemciGenHocnivlo «OKPYNCHOT eunip cepm@urayui»,
adpec: 620014, POCCHA, Ceepdnosckas obracmes, Examepunbypz, Xoxpsxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11DMOS5

JEKJAPAIIMSI O COOTBETCTBHH M POCC RU JI-HU.®OMO5.A.48772/19
ATIHH: 30./0.201

UrauepHHa A.A.

nmozn PyxosoamTens oprana o
cepTHOHKAHE OPOXYKIHH




CEPTHO®HKAT HA CEPHIO

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

Kop ToBapa;

VER 435271

HanmeHoBanue HO-ILTIA 40 mr TaGaerkn 24X
npenapaTta:
Ctpana-umnoprep: Poccun
Homep cepun: CV176 Homep cepuu: CVI76
Jlata MpOU3BORCTBA: 02-OKT-2019 HaTta ucTeveHHa cpoka CEH-2022
TOHOCTH:
Ho3upoeka CM. Pe3yNLTaT ONpeaeAeHHA
KOJTHYECTBCHHOTO COiEpXKaHHA
JlexapcTBeHHan Qopma: TabnetkH
THN ynaxkoBku: MNBX-anoMuanit KOHTYpHO-34eHKOBSIE
YTIAKOBKH
Kon GMID: 435271
[Nokasatens Hopma PezyabTar
CBOHCTBA
OnucaHne: JIBOAKOBEITYKAbIE TABNETKY KEATOTO C CooTBeTcTBYET
3€AEHOBATHIM HIH OPaHXEBATHIM OTTEHKOM LIBETA,
C rpaeupoBKoii «spa» Ha oAHo cTopoHe. fnameTp
npuba. 7 MM, BEIcOTA APHOIL.. 3,4 MM.
- Cpeanas macca 140 mr +/- 7.5 % (EBp. ®apm.) 140 mr
- Macca onuofi TabneTku Cpenusns macca +/- 7,5% (Esp. ®apm.) u3 20 CooreeTcTBYET
TabneTok OTKNOHEHHE cpeaHeil Macchl +/- 15%
nomkHo 66ITh He Gonee, deM B ABYX TaGneTKax.
- PacnagaemMocTe < |5 muH (Egp, ®apm.) 4 MUH
- Uctupaemocts <=1 % (Esp. ®apm.) <l %
[MORJIMHHOCTD
- o 0Opa3oBaHHIO OCAAKa [lonoxuTennHo CootBercTBYET
- Yd-criextpodoTomeTpua Habnropaiotcs MakcHMyMBl ornoienus mpu 241 CooTBeTCTBYET
+- 2 uM, 302 +/- 2 uM, 353 +/- 2 um.
HYHCTOTA (TCX)
- JlpoTaBepanauH <=1% <l %
- Apyroii eTHHUYHOHN MpHUMecH, <=0,2 % <0,2 %
HHANBHIYAALHO
- KonwiecTeo nateH Max. 5 matex 1 mATHO
- Cymma nprMeceti <=2 % <2 %
Konuuectaennoe onpeneneHue (V)
- HlpotaBepHHa ruOpoxnopuia 40,0 Mr +/- 5% 403 mr

HUcnpITanra Ha MUKpOGHOIOrHHECKYHO YHCTOTY COOTBETCTBYIOT HopMaM EBp. Mapwm. (kaxnas 100
CepHs, HO He MeHee | HCIBITaHHA B TedeHHe rofa). ITa cepHs ObUIa MPOM3BEACHA B MOJHOM
COOTBETCTBHH ¢ TpeboBaHHAMH cCGMP U TpeGoBaHUAMH COOTBETCTBYIOLIETO PETMCTPALIHOHHOTO
YIOOCTOBEPEHHS.

ITOT cepTHHKAT aHaIN3a ObI MOANUCAH 3NEKTPOHHEIM CIOCOO0M ¢ Mcnob3oBasuem LIMS.
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CEPTH®HKAT HA CEPHIO
SANOFI

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

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

&

\Y

Koz ToBapa;
HatimeHnoBaHue
npenapara:
CtpaHa-uMnopTep:
Homep cepum:

JlaTa npon3BOACTBA:

{o3upoBKa

VER 435271

HO-1UITA 40 mr Tabnetkn 24X

Poccus

CV176 Homep cepun:
02-0OKT-2019 Jara ucteueHHs cpoka

TOOHOCTH:
CM. pE3YIIbTAT OpeaeneHnd
KOMTHYECTBEHHOIQ COASPHAHHUA

Cvl176
CEH-2022

YnoHoOMOUYEHHOE NHIO:

UlexapcTeeHHan (opma: TabneTkH
Tun ynakosku: IBX-anoMuHHIT KOHTYPHO-AYEHKOBLIE
YHaKOBKH
Koa GMID: 435271
Pewenne otaena ofecneyenns KayecTea
Pewenne: BBIITYILIEHO
flaTa: 16-Okt-2019 10:34

dr. Solti Monika Maria
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BATCH CERTIFICATE

SANOFI g

CHINQIN Fharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company

Veresegyhdz site - 2112 Veresegyh&z, Léval u.5., Hungary

Phone: +36 28 585 €00 / Fax: +36 28 585 939

Itam code : VER 435271
Product name : HO=5FA 40 mg tablets 24X
Import,. country : Russia
Lot number : CV1T6 Customer lot no. : CV1T76
Date of manufacture: 02-0CT-2019 Expiry date : SEP-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : EVC - ALU blister
GMID code : 435271
Tests : ' _____ Specifications Results
CHARACTERS ;
= Appearance ¥ellow coloured, convex tablets, with Complies
greenish or orange tint. on cne face of
the tablets sign "spa” engraved.
Diameter is approx, 7 mm, their height
is approx. 3.4 mm. :
- RAverage mass 140 mg +/= 7.5 % {Ph.Bur) 140 mg
= Individual mass Average mass +/- 7.5 % (Ph.Edr) Complies
20 tablets a discrepancy of average mass
*f- 15 % is permitted at not more than
two tableks.
- Disintegraticn < 15 minutes {(Ph.Eur) 4 min
- Friability <#1 % (Ph.Eur) <] %
IDENTIFICATION
- By precipitate Posltive Complies
- BY UV spectrophotometry It shows absorption maxima at 241 +/-2 Complies
nm, 302 +/- 2 nm, 353 +/~ 2w
FURITY TEST (TLZ)
= Drotawveraldine ot B Tkl
- Any other impurity individually <=0,2 & ; <0.2 &
= Numbar of spots Max, 5 spots 21 db
= Total impurities <=7 % S <2 &
RAESAY (UV) : : ;
= Drotaverine HC1 40.0-mg +/= 5 % : 40.3 mg

Microbliological purity tests comply to the Ph.Eur. regulrements (test is performed for every 100th lot but at
least for 1 lot/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 Veresegyhdz, Lévai u.5., Hungary

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

SANOFI .z

Item code :
Product name :

VER 435271
NO-SPA 40 mg tablets 24X

Qualified person:

dr. Solti Ménika Maria

Import. country : Russia
Lot number : CV1il6 Customer lot no. CV1l76
Date of manufacture: 02-0CT-2019 Expiry date SEP-2022
Strength see at the assay
Dosage form : tablet
Packaging type PVC - ALU blister
GMID code 435271
QP decision
Daecision : FELSZABADITVA / ACCEPTED
Date : 16-0CT-2019 10:34
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