JEKJIAPAIIUSI O COOTBETCTBUH

AEKJTAPAHT, TIPUHAMAIOI AN JEKJIAPAITHIO O COOTBETCTBUA

AO "Canogpu Poccus"

3apeaucmpuposano : Meacpaionnan uncnexyus MHC Poccuu Me39 no eMocrkee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, o. Mocxea, ya. Teeperas, 3. 22, Tenechon/parc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvuotii dupexmop Monxc O.A.

Hosepennoe nuyo: Knoxosa ¥0.C., dosepennocmb 6/n om 01.12.2017

3AABIAET, UTO

aexapemsennoe cpedcmeo: Ho-wna, mabnemsu 40 mz 100 wm., @naxonvt (1), navxy kapmonnwie, PY Ne IT
N011854/02 om 23.07.2010 (dama nepeo@opmnenusn 28.03.2016), cepus AV183, napmua 42129 ynaxosox,
200¢n 0o 01.08.2023, npouseodcmea Xunoun 3aeod Qapmayesmuneckux u Xumuveckux npodykmog 340,
Benzpus, Chinoin Pharmaceutical and Chemical Works Private Co Lid., 2112 Veresegyhaz, Levai u. 5,
Hungary, xod OKIIJ2 21.20.10.113, koo TH B3I 3004490009, xonmparxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085308400 om 05.10.2018

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

JEKJAPAITHSI ITPHHSITA HA OCHOBAHUU
npomoxon ucnvimanuu Ne 2930 6 om 11.10.2018 HJT GO0 HIJ "®APMOEOPOHA " ammecmam

+ axxpeoumayuu POCC RU,0001.21JI140, Cepmugruxam POCC HU.OM08.C24821 om 11.]0.2018
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CBEJEHMS O PETHCTPAITAN

OFTAH 110 CEPTU®HKAITHH, SAPEIMCTPUPOBABIN I AEKTIAPALTHIO

|| RA.RU 11®MO8 OPTAH [0 CEPT, HOHKAITHH ITPONVKIIMH OBIECTBO € OIPAHHYEHHON

OIBETCTBEHHOCTEIO "OKPYXHOH IJEHTP KOHTPOJIT KAYECTBA",
adpec opzanusayuu: 115280, 2. Mocxea, ya. Macmepxoga, 0. 4, sm. 5, nom. 1, xom. 1, adpec opeana no

| cepmudhuxayuu: 115280, POCCHA, 2opod Mockea, yn. Macmepxoea, 0. 4, sm. 5., mex, (495)788-02-88, geb-
| eaitm; oz;xrgfg?.

OTBETCTBHAU 3APETMUICTPHPOBAHA N POCC RU A-HU.DM08.4.03686/18
11.10.2018
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CEPTH®UKAT HA CEPHUIO

SANOFI w
\&\i{\;\%
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
Koa Tosapa: VER 15868
HaumenoBanne HO-LITIA 40 mr Tabnerkn 100X
nperapara;
Crpana-uMnoprep: Poccua
Homep cepun: AV 183 Homep cepuu: AV 183
Jara npoussoacTea: 31-ABI-2018 MaTa vcTeuenus cpoxa ABI'-2023
TOTHOCTH:
Josupoeka CM. Pe3yNbTaT OApecieH s
KOJIAHECTREHHOTO CONEPIAHNS
Flexapcreennas popma; Ta0NeTKH
Tun ynakoeky: DNAKOH U3 NONHAPONHAEHS
[1epconanbHbIl KOR:! 236972
Mokazateas Hopma PesynsTar
CBOICTBA
Onucanue: JBOAKOBLITYKIILIE TaBIIETKH JKEJITOTO ¢ CooTeercTByET
3e7CHOBATHIM MM OPAKKEBATEIM OTTCHKOM LIBETA.
C rpaeHpoBkoii «spa» Ha omHoil cropone. Jlpamerp
npkbiL. 7 MM, BEICOTa TIpHOI.. 3,4 MM.
- CpenHaa macca 140 Mr +/- 7.5 % (Egp. ®apm.) 141 mr
- Macca oaaoit tabieTku Cpeansga macca +/- 7,5% (Epp. Papm.) us 20 CooreercTBYET
TabJICTOK OTKNOHEHHE CPENHER Macchl +/- 15%
NomKHO OLITL He Bonee, YyeM B aByX TabneTkax.
- PacnagaemocTs < 15 mun (Erp. ®apm.) 5 MuH
- Hetupaemocrs <= 1% (Erp. ®apm.} <1%
NOJLTHHHOCTD
- Mo obpazosannk ocaaka MonoxutensHo CooreeTcTRYET
- Y®-crniexTpodoToMeTpus Ha6mopnarores makcuMyMbl normowmenss ipu 241 CooTseTcTRYeT
+/- 2 um, 302 +/- 2 BM, 353 +/- 2 HM.
UYUCTOTA (TCX)
- HpoTtaBepuna <=1% <1 %
- Apyroli eAHHIWIHON NpuMecH, <=0,2 % <0,2 %
MHAUBKIYaTBHO
- KoamgecTso narex Max. 5 naren I naTHo
- CyMmma npuMecei <=2 % <2 %
KoanyuecTeeHnoe onpesenene (Y @)
- JlpoTaBeprHa roapoxIopuaa 40,0 mr +/- 5% 39.7 mr

Wcnbiranust Ha MEKPOOHOIOTHYECKYHO HHCTOTY COOTBETCTBYIOT HOopMaM Erp. Papm. (kaxnas 100
CepHsl, HO HE MEHee | WUCHBITAaHMs B TEYEHHE roja). Ta cepus GbUIA MPOH3BENCHA B HOJHOM
COOTBETCTBHH ¢ TpeboBaHUIMH CGMP u TpeGOBaHHAME COOTBETCTBYIOMIETO PEFHCTPALIHOHHOTO
YAOCTOBEpPEHUS.

ITOT cepTHHKAT aHAM3a OBUT OAMUCAH JIEKTPOHHBIM CIOCOB0M ¢ HenoNbioBannem LIMS.
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CEPTHOUKAT HA CEPHIO

SANOFI : N
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhdz site - 2112 Veresegyhaz, Lévai u.5., Hungary
Phone: +36 28 585 600/ Fax; +36 28 585 939
Koz Topapa: VER 15868
HanmenoBanne HO-HEHIA 40 mr rabaersu 100X
npenapara:
CTpaHa-uMMopTep: Poccus
Homep cepru: AV 183 Homep cepum: AV 183
Jlata npousBoacTra: 31-ABI-2018 Jara HcTeueHus cpoka ABI-2023

Jlo3upoBka

JlekapcTeeHHan Gopma:
Tun ynakosku:
[lepconarbhbi Koa:

FOAHOCTH:
CM. PE3YyNbTAT OHPEIcTCHHA
KOTUYECTBEHHOI'O COACPKAHMS
Ta0AeTKH

PIIAKOH U3 NONHIPONHAEHA
236972

Pewenne otaena obecedeHus Ka4ecTBa

Pemenne:
Jlara:

Y NoJHOMOUCHHOE JIMIL0:

BbIITYUIEHO
12-CEH-2018 09:36
dr. Solti Monika Maria
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BATCH CERTIFICATE

SANOFI

CHINQIN Pharmaceutical and Chemical Works Private Co.Ltd.
~ a Sancfi company

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

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

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : AV183 Customer lot no. : AV183
Date of manufacture: 31-AUG-2018 Expiry date : AUG-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

CHARACTERS

- Appeararnce Complies

— Average mass 141 mg

- Individual mass Complies

- Disintegration 5 min
- Friability <1l %
IDENTIFICATION

- By precipitate Complies

- BY UV spectrophotometry Complies

PURITY TEST {TLC)
-~ Drotaveraldine

- Any other impurity individually
~ Number of spots

~ Total impurities

ASSAY (UV)
- Drotaverine HC1

Microbiological purity tests comply to the Pn.Fur. requirements (every 100th leot, 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
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- & Banofi company

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

Phone: +36 28 385 €00 / Fax: +36 28 585 939

Item code : VER 15868

Product name : NO-SPA 40 mg tablets 100X

Import. country : Russia

Lot number : AV1B3 Customer lot no. : AV183
Date of manufacture: 31-AUG-2018 Expiry date : AUG-2023
Strength : see at the assay

Daosage form : tablet

Packaging type : PP container / PE stopper

GMID code : 236972

Dacision : FELSZABADITVA / ACCEPTED
Date : 12-SEP-2018 09:36
Qualified person: dr. Solti Moénika Maria
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