AEKJIAPALISI O COOTBETCTBUU

AEKJIAPAHT, TIPHHUMATOIIHIA JEKJIAPAITUIO O COOTBETCTBUHA
AO "Canogdu Poccus”
3apezucmpupoearo . Mexcpaiionnas uncnexyus MHC Poccu Ne39 no 2. Mockee OI'PH 102 7739079940 om
19.08.2002
Aopec: 125009, 2. Mockea, yn. Teepcxan, 9. 22. Tenegpon/haxc: 8 (495) 721-14-00/ 721-14-11
B nuye: Nenepanenviii dupexmop Mowxe O.A.
Hosepennoe nuyo: Knowoea 10.C., dosepennocmys 6/u om 01.12.2017

JAABIAET, UTO :
rexapemeennoe cpedcmeo. Ho-una, mabnemicu 40 m2 100 wm., gnaxowsr (1), nauxu kapmonnvie, PY Ne IT
NO11854/02 om 23.07.2010 (dama nepeopopmrenun 28.03.201 8), cepua AVI90, napmus 40620 ynaxosox,
200en 00 01.09.2023, npoussodcmea Xunoun 3a600 Daprmayesmuneckux u Xumuueckux npodykmoa 340,
Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz, Levai u. 5,
Hungary, oo OKITA2 21.20.10.113, koo TH B3I 3004490009, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085308400 om 05.10.2018

COOTBETCTBYET TPEEOBAHMSAM
II NO11854/02-160611 uzm. Ne 1-5

| HEKJIAPAITAS IPUHSTA HA OCHOBAHHM
npomoxon ucrnoimarnui Ne 2932 0 om 11.10.2018 HJT OO0 HIJ "®APMOFOPOHA". ammecmam
| axxpedumayun POCC RU.0001.21 P40, Cepmughuxam POCC HU. OMO8.C24823 om 11.10.2018
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CBEJAEHMSI O PETUCTPAIIIHA

Sono N
| OPTAH IO CEPTH®HKAIIAH, SAPETHCTPHPOBABIII WA JAEKJTAPATIATO
| RA.RU.11DMO8 OPTAH IO CEPT. HOHRAIIHH TPONYKIHH OFI[ECTRO C OFPAHHYEHHOI
OTBETCTBEHHOCTBHED "OKPYOKHOH LEHTP KOHTPOJIA KAYECTBA"
adpec opzanusayuu: 115280, z. Mocxea, yr. Macmeproea, 0, 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmeproea, 3. 4, sm. 5., men.:(495)788-02-88, ee6-
catim. oyxr.pe.
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CEPTH®HUKAT HA CEPHIO

SANOFI
CHINOIN Pharmaceutical and Chemical Works Private Co.Lid.
- a Sanofi company
Veresegyhaz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Koxa ToBapa: VER 15868
HanmenoBanne HO-UITIA 40 mr Tadaerku 100X
npenapara:
CrpaHa-umnoprep: Poccus
Homep cepun: AV 190 Homep cepun: AV 190
lata npousgoacTRa: 06-CEH-2018 JaTa ucteveHus cpoka CEH-2023
FOJHOCTH:
Jlo3uposka CM. Pe3YILTAT ONIpeaeIeHNA
KONU4ECTBEHHOIO CONPAKARMS
MexapctBennas Gopma: TadaerTku
Tun ynaxosku: DrakoH H3 NONHIIPONIEHA
[1epconanbueii koxa: 236972
IokazaTens Hopma Pesyabrar
CBOICTBA
Onucanne: HBoAKoBLINYKIBE TAONETKH XEATOrO ¢ Cootsercreyer
3EMCHOBATLIM MM OPEHKEBAThIM OTTEHKOM I1BETa.
C rpaBupoBKO# «spa» Ha 02HOH cropone. JluameTp
npuda. 7 MM, BeICOTA TIpHOA.. 3,4 MM.
- Cpenunaa macca 140 mr +/- 7.5 % {Egp. ®apm.) 140 mr
- Macca onHoii TabneTku Cpeanss macca +/- 7,5% (Erp. ®apm.) us 20 CooTeercTEyeT
TabneTok OTKROHEHHE CpelHel macchl +/- 15%
Zonxno ObITh He Oonee, YeM B IBYX TabneTKax.
- PacnanaeMocTs <15 mun (Esp. ®apm.) 4 MuH
- Herupaemocrs <=1 % (Epp. ®apm.) <1 %
NOAANHHOCTD
- 110 o0pa3orRaHUIO ocasika MonoxunrensHo CootrercTRYET
- Y@-cnextpodoToMeTpus Habmonatotes makcuMymsl nornouiedns npu 241 CooreercTayer
+/- 2 1M, 302 +/- 2 Bm, 353 +/- 2 M.
HHCTOTA (TCX)
- JlpoTasepuna <=1% <l %
- ApyTOH eAMHUYHOH PHMECH, <=0,2 % <0,2 %
HHIHBUAYAIBEHO
- KonxdecTBo msaTen Max. 5 nsren 1 nsATHO
- CyMMa npumece <=2 % <2 %
Konnuecrsennoe onpeaeienne (YD)
- JpoTaBepiHa ruapoxiopujia 40,0 Mr +/- 5% 39.7 mr

Hcenbrranis Ha MEKPOGHOIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMam Erp. Papwm. (kaxaas 100
CEpHs, HO HE MeHee | HCIBITaHMs B TeyeHHe roja). JTa cepHs Oblia NPOHRENEHA B IOTHOM
COOTBETCTBHH ¢ TpeboBaHUAMH cCGMP H TpeboBaHUSIMYU COOTBETCTBYIOLIETO PETHCTPALHOHHOTO
YAOCTOBEPEHHS.

DTOT cepTHOMKAT aHaNM3a OBUT NOMIIMCAH NEKTPOHHBIM CHOCOGOM ¢ Hemoib3oBanneM LIMS.
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CEPTHO®HKAT HA CEPUIO

SANOFI 3
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhaz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600 / Fax: +36 28 585 939
Kon Tosapa: VER 15868
HanmenoBanune HO-IHIA 40 mr raénerkn 100X
npenapara;
(CTpaHa-uMmnoprep: Poccun
Homep cepuu: AV 190 Homep cepuu: AV 190
[lata npouigoacTRa: 06-CEH-2018 Harta reTedeHus cpoxa CEH-2023

lozuposka

Ulekapcreennas dopma:
Tun ynakopxu:
[lepconanshktil Kox:

TOAHOCTH:
CM. PE3YNLTAT ONPENEACHHA
KOJHYECTBEHHOTO COJIEpAaHNS
TabneTku

OaKkoH U3 MONHNPONHAEHS
236972

Pewsenne otaena obecneyeHns KayecTra

Penienne:
JlaTa:

Y II0AHOMOYEHHOE JIHIO:

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

SANOFI

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

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

Phone: +36¢ 28 585 600 / Fax: +36 28 585 43¢

Itam code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number ; AV190 Customer lot no. : AV190
Date of manufacture: 06-SEP-2018 Expiry date : SEP-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

CHARACTERS

-~ Appearance omplies
- Average mass 140 mg

- Indivicdual mass Complies
- Disintegration 4 min

- Friability <l %
IDENTIFICATION

~ By precipitate Complies
- BY UV spectrophotometry Complies
PURITY TEST (TLC)

- Drotaveraldine <l %

- Any other impurity individually <0.1 %

~ Number of spots 1 db

- Total impurities <2 %
ASSAY (UV)

- Drotaverine HCl 39.7 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,
- & Sanofi company

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

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

Item codea : VER_15868

Product name : NO-SPA 4C mg tablets 100X

Import. country : Russia

Lot number : AViSQ Customer lot no. : AV190
Date of manufacture: 06-5EF-2018 Expiry date : SEP-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

Decision : FELSZABADITVA / ACCEPTED

Date : 14-53EP~2018 09:08
Qualified person: dr. Solti Mdénika Maria
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