AEKJIAPATINSA O COOTBETCTBUH

| AEKJIAPAHT, IPUHHMAIOIIMI ABKJIAPAITHIO O COOTBETCTBHH

AQ "Canogu Poccua”

3apezucmpuposano ; Meocpationnas uncnexyus MHC Poceuu Ne39 no 2. Mockee OTPH 1027739079940 on
19.08.2002

Aopec: 125009, 2. Mocksa, yn. Tsepckas, 3. 22. Tenedon/paxc: 8 (495) 721-14-00 / 721-14-11

B nuye. Ienepanvrorii dupexmop Morwe O.A.

Hoeepennoe nuyo: Kroxosa FO.C., dosepennocmy 6/n om 01.12.2017

3ASIBJAET, YTO

aexapemeenroe cpedcmso. Ho-wna, mabnemuu 40 m2 100 wm., gnaxons: (1), naurxu kapmonnvie, PY No IT
N011854/02 om 23.07.2010 (dama nepeoghopmrenus 28.03.2016), cepun AVI88, napmus 34244 ynaxoeor,
20den o 01.09.2023, npouseodcmea Xunoun 3asod Papmayesmuvecrux u Xumuveckux npodyxmoe 340,
Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Lid, 2112 Veresegyhaz, Levai u. §,
Hungary, koo OKIIJ2 21.20.10.113, xod0 TH B3] 3004490009, konmparcm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085308400 om 05.10.2018

| COOTBETCTBYET TPEBOBAHUAM

I N0I11854/02-160611 uzm. Ne 1-5

AEKJIAPATIVA IIPHHATA HA OCHOBAHUH
hpomoxor ucnvimanuy Ne 2931 6 om 11.10.2018 H/T 000 HI] "®APMOEOPOHA ¥ ammecmam

| axxpedumayuu POCC RU.0001.21 @140, Cepmugpuxam POCC HU.OMOS.C24822 om 11.10.201 8

AYTOSTIRY
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AR IAPALES ] ‘@a“ CTBUTEJILHA JIO 01.09.2023
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CBEJIEHHMS O PETUCTPAIINIA

OPTAH 1O CEPTH®UKAIHH, 3APETMCTPHPOBA BRI AEKJTAPATTAXIO

RA.RU.11OMO8 OPIAH 110 CEPTHOHKALJHH HPOOYKIHH OFI{ECTBO C OI PAHHYEHHOW
OTBETCTBEHHOCTBIO "OKPYHOH IJEHTP KOHTPOJII KAYECTRA .

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, se-

LeHtp

KAMECTRAR

Hunenxo H.B.
Pyxosogurens OC




CEPTH®HKAT HA CEPHIO

Q

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
Kona ToBapa: VER 15868
Haunmenoranne HO-1UIIA 40 mr tabnerkn 100X
npenapara:
(CTpana-uMOopTep: Poccus
Homep cepun; AV 188 Homep cepun: AV 188
Ilata npoussoxcTaa: 04-CEH-2018 JlaTa HCTeYeHHE CpoKa CEH-2023
TOJHOCTH:
Jlo3Hporka CM, PE3YJILTAT ONpelesIeHus
KOJIMYECTREHHOTO CONEPKAHMA
JlekapcTBenHas dopma: TabneTxku
Tun ynakoeku: DnaxoH M3 NORHNPONHNEHA
ITepconanbpnbii KOA; 236972
TlokasaTenn Hopma PesyabTaT
CBOHCTBA
Onucanne: JBOAKOBBITYKIILIE TAGNETKH JXKENTOrO ¢ CooTsercrByer
3EJIEH0BATHIM UK OPAHKEBATHIM OTTEHKOM LIBETA.
C rpaeHpoekoii «spa» Ha 0aHO# cropode. {uamerp
npubia. 7 MM, Belcota npuGin., 3,4 MM,
- Cpennsas Macca 140 Mr +/- 7.5 % (EBp. ®apm,) 141 mr
- Macca ozHoit TabneTkH Cpeanas Macca +/- 7,5% (Egp. ®apm.) u3 20 CooTeercTBYET
TabNETOK OTKAOHEHHE cpedHell Macesl +/- 15%
JOKHO OBITE HE Doliee, 3eM B IBYX TabneTkax.
- PacnamaeMocThb < 15 muu (Esp. ®apm.) 5 MHH
- UcTupaeMocTth <=1 % (Erp. ®apm.) <1 %
NOAJIMHHOCTDL
- 110 00pazoBaHMIO OCanKa IonoxutenbHo CooTaeTcTBYET
- Y®-cnextpodoTomeTpus Habnionaiotea Makcumymsl noraowenus npe 241 Cootsercrayer
+/- 2 1M, 302 +/- 2 HM, 353 +/- 2 nM.
UUCTOTA (TCX)
- JpoTaseprna <=1% <1%
- apyroii eIMHUMHOI NpHMecH, <=(),2 % <(,2 %
UHIHBU/LY81bHO
- KonndgecTso narex Max. 5 ngreH 1 naTHo
- CyMMa npumecei <=2 % <2%
KosnuecreeHHoe onpeaenenne (YO)
- JlpoTapepHHA THAPOXNOpMAA 40,0 mMr +/- 5% 40.0 mMr

Hcenerranus Ha MUKpOOHOIOTHYECKYIO YHCTOTY COOTBETCTRYIOT HopMam Esp. @apm. (kaxnas 100
CepHs, HO He MeHee | HCNBITaHHA B TeYeHHe Tona). Dta cepus Obula IpOU3BEAEHA B IOJIHOM
COOTBETCTBHK ¢ TpeboBannaMu CGMP 1 TpeGOBaHMSMH COOTBETCTBYIONIETO PErHCTPAIMOHAOTO
YAOCTOBEPEHHS,

OtoT cepTHUKAT aHann3a OB MOTHCAH YIEKTPOHHEIM CIIOcO60M ¢ Henonb3opaHneM LIMS.
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CEPTUPHKAT HA CEPIIO

SANOF1

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

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

Jlosuposka

UlexapcrBeHHasA Gopma:
THII yRaKOBKR:

TepconansHbiii KOX:

TOOHOCTM:
CM. PE3YNbTaT ONpeAeHeH s
KOJIHYECTREHHOTO COAEPMARNS
TabiaeTKH

DRaxoH M3 NONAMNPONKICHA
236972

Ko Topapa: VER 15868

Haumenopanue HO-IIIA 40 mr tabnerkn 160X

npenapara:

Crpana-uMnoprep: Poccus

Homep cepuu: AV 188 Homep cepuu; AV 188
JlaTa NpOM3BOACTEA: 04-CEH-2018 Jara ncreuenust cpoxa CEH-2023

Pewiense otaena ofecneyeHrs KauecTpa

Pemrenme:
ara:

Y NOTHOMOYEHROE JIHLO!

BBIITYIIEHO
12-CEH-2018 12:41
dr. Solti Monika Maria
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BATCH CERTIFICATE

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

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

Phone: +36 28 5B5 600 / Fax: 436 28 585 939

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : AViB8 Customer lot no. AV188
Date of manufacture: 04~SEF-2018§ Expiry date : SEP-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

CHARACTERS

- Appearance Complies

= Average mass 141 mg

- Individual mass Complies

- Disintegration 5 min
- Friability <l %
IDENTIFICATION

- By precipitate
- BY UV spectrophotometry

PURITY TEST (TiC)
- Drotaveraldine

- Any other impurity individually
- Kumber of spots

- Total impurities

ASSAY (UV)
- Drotaverine HC1

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

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

Phone: +36 28 585 600 / Fax: +36 2B 585 839

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : AV188 Customer lot no. : AV188
Date of manufacture: 04-SEP-2018 Expiry date : SEP-2023
Strength : see at the assay

Desage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

Decision : FELSZABADITVA / BCCEPTED
Date : 12~SEP-2018 12:41
Qualified person: dr. Solti Ménika Maria

rap_coa resultate v5 Page 2 / 2



