JEKJIAPAIIAA O COOTBETCTBHH

JAEKJIAPAHT, IIPHHAMAIOIIIMHA TEKJIAPAIIHIO O COOTBETCTBHH: |
AO "Canoghut Poccun" {
Ceedenn o pezucimpayuu opzavusmpuy: Mexcpaiionnan uncnexapun Qedeparvroli Ha102060% cayicbor Me |
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoerus OI'PH: 19.08.2002 |
Adpec: 125009, 2. Mockea, va. Teepckas, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11
B nuye: Fenepansuurit oupexmop Mowsic O.A.

Hocepennoe mujo: Kyaneyoea H.10O Hoaepennocniv: 6/n om 20.08.2019

3AABJIAET, HTO
Aexapcmeennoce cpedcnieo; Ho-uina® mabaemwu 40 ste 100 wim., paaxons: (1), nauxu xapmonnvie,

pez.yd. Ne IT NO11854/02 om 23.07.2010 (dama nepeodpopmaenun PY 28.03.2016), cepus CVI95, napmus
17820 ynaxoeox, 20den 8o 30.09.2024, npouzeodcmea Xunoun 3a600 Qapmayesmueckux u Xumuieckux
npodyxmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz,
Levai u. 5, Hungary, Benzpus, xod OKII[2 21.20.10.113, koo TH B3] 3004490009, xounipaxm
No250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085354450 om 21.11.2019 2.

COOTBETCTBYET TPEBOBAHHSAM
1T NO11854/02-160611 uzm. Mo 1-6

JEKJIAPAIIHA IPHHATA HA OCHOBAHHHA
npomoxoa uchvimanuit Ne 14430 om 27.11.2019 HJT OO0 "Hermp xounponn kavecmea Buoaaigd",

ammecmam axskpedumayuu RA.RU.21L[KOI om 22.07.2015 2., cepmugpuxam na cepuio XHHOHH 3asoo
Dapsayeemuvecxux 1 Xumuvecxux IIpodvimos 340 6/m om 14.11.2019, Cepmugpuram POCC
HU.QMO05.C11605 om 27.11.2019

JATA IIPUHATHA AEKTAPAINUM: 27.17.2019 .
AEKJIAPATIVAAENCTBATEBHA JI0: 30.09.2024 2.
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CBEJEHHMSA O PETUCTPAIIUHA

OPTAH IO CEPTHOHAKATIHH, 3APETHCTPHPOBABIIHI JEKJIAPAITHIO

Opean no cepnigbuxangity npodyxyuu
Obuyeciia ¢ 02paniyenyon OMGemcmeeRHoCIbI0 « OKDYICHON eHNp cepmu@urain, |
aopec: 620014, POCCHA, Ceepdoecras obaacts, Examepunbype, Xoxpskoaa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, annmecman axxpedumayuu Ne RA.RU.11OMO5

JAEKJIAPATIHA O COOTBETCTB A POCC RU J-HU.DM05.4.53417/19
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CEPTHOHKAT HA CEPHIO

CHINOQOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanofi company

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

&,

SANOFI %‘@

Kon Topapa; VER 15868
HanmenoBaHue HO-LINA 40 mr Tabnerkn 100X
npenapara:
CTpaHa-uMnoprep: Poccus
Homep cepau: CV19s HoMep cepuu: CV195
JlaTa mpouasoncraa: 31-0Okr1-2019 JlaTa ucteueHus cpoka CEH-2024
TOOAHOCTH:
ITozuposka CM. PE3yJIbTAT ONpeAeeHHA
KOAHYECTBEHHOIC COAepXaHHA
UlekapcTBeHHas dopma; TabAeTKH
Tun ynakoBku: dnakoH (1), nauykn KapTOHHbIE.
Kon GMID: 236972
IloxazaTean Hopmbi Pe3yabTaThl
OUINYECKHE
XAPAKTEPUCTHKH
— Onucadue Kpyribie IB0SKOBBHTYKABIE CooTBeTcTBYET
TabJIETKH JKEJITOTO C 3€7€HOBATHIM
HJIH OPaHXXE€BBIM OTTEHKOM LIBETA.
C rpaBuposko#i «NOSPA» Ha
OIHOMH CTOpPOHE M JIKHHEH paznoMa
Ha JIpyro#i CTOpoHe.
— OmHOpOoAHOCTH IO Macce He 6omnee 15% 2,6 %
NONJIMHHOCTD
- B3XX Bpems yaepxHpaHHS OCHOBHOTO CootBetcTBYyeT
ITHKa Ha XpoMaTorpaMme
HCNBITYEMOr0 pacTBOpa JAOJDKHO
COOTBETCTBOBATh BPEMEHH
YIep)KHBaHHA OCHOBHOT'O NIHKA Ha
XpOMAaTOrpaMMe CTaHAAPTHOIO
pacTBOpa.
— Y®d-cnexrpodoromerpus Y nbTpadHONETOBBIN CIEKTP CootBetcTBYET
pacTBopa, IIPHIOTOBJICHHOTO /1A
OIpefieieHHs paCTBOPEHHS,
JAOIDKCH HMCTE MAKCHMYMBI IIDH
JUIMHAX BOJIH (241 £2) HM, (302+2)
HM H (35312) HM.
PACIIAJAEMOCTHD
(BXKX)
— [Hpotasepanauu <1% 0.00%
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CEPTH®HKAT HA CEPHHO

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

Kon ToBapa; VER 15868
HanmeHoBaHHe HO-1IIIA 40 mr ta6aerkn 100X
npenapara:
Crpaxa-uMnoprep: Poccus
Homep cepuu: CV195 Homep cepun; CV195
JlaTa NIpOM3BOACTRA: 31-Okr-2019 JlaTa ucteueHus cpoka CEH-2024
FOAHOCTH:
JloaupoBka CM. pE3yNLTaT ONpeaeheRus
KONHYECTBEHHOTO COAEPIKAHHA
llexapcTBeHHas popMa:  TableTku
THn ynakoBku: ¢nakoH (1), nauku KapTOHHbIE.
Kong GMID: 236972
IToka3zaTenn Hopmbi Pe3yabTatThl
— Ilepnapuun <0,2% 0,00 %
— Jhiobas gpyras npamech <0,2% <0.10%
— Cymma npumeceii <2% 0.0%
KOJIHYECTBEHHOE
OIIPEAEJIEHHE (B2XX)
— JportaBepuna ruapoxnopun 40,0 Mr £ 5% (38,0 - 42,0 Mr) 39,9 mr
PACTBOPEHME
(Q=75 %) (n=6) uepes 30
MHHYT
JpoTasepuHa ruapoXIOpHA He menee 80 % 979
-Yamka 1
He Menee 80 % 99%
-Hamka 2
Yamxka 3 He menee 80 % 100%
93%
-Jamxa 4 He menee 80 %
-Yauka 5 He menee 80 % 96%
il He menee 80 % %
- CTAIIMA 2: Cpennee 3HaueHHe A1 12 TabneTok
JOJDKHO OBITE He MeHee YeM 75 % HE ITPOBOIUNIOCH
yepe3 30 MHHYT, U HH OIHOE
TableTkn co 3HaYEeHHEM MeHee YeM
60 %.
- CTAQUA 2:
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CEPTU®HKAT HA CEPHIO

SANOFI W

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

Kon Tosapa; VER 15868
HaumeHoBaHHe HO-IIITA 40 mr rabrerkn 100X
npenapara:
CTpana-umMnoprep: Poccua
Homep cepuu: CV195 Howmep cepun: CV195
[laTa IPOH3BOACTEA: 31-Okr-2019 Hata ucreuenns cpoka CEH-2024
TOAHOCTH!
lo3upoeka CM. pe3ynbTaT onpeaesicHHA
KOJIHMECTBEHHOTO COMepKaHuA
UlexapcTBeHHas dopMa: Tabnerku
THN YMaKOBKH: ¢nakoH (1), Na4KkK KaPTOHHBIE,
Koz GMID: 236972
IlokazaTean Hopmet Pe3yabTatThl

Cpeanee 3HaveHne ang 24 Tabnertok HE [IPOBOJIMJIOCH
JIOJKHO OBITH He MeHee YeM 75 %

uepes 30 MHHYT, He Gonee 2 TaGneTok

MOFYT HMETD 3Ha4YEeHHE MeHee ueM 60

% W HA 09 OfHOM TabneTKu He

MO>XeT ObITh 3HaYEHHA MeHee Yem 50

%.

Pe3ynbTaTel HCNBITAHNA HA MHKPOGHOJIOTHYECKYIO YHCTOTY COOTBETCTBYET TPeOOBAHHIM
Eep. ®apM. (xaxnas 100-1 cepus, Ho He MeHee | B rog). JlaHHas cepus NPOM3BEAEHA B
COOTBETCTBHH C TpeGoBaHUAMM Tekymeit Hannexaineil NpoH3BOACTBEHHOM NMPaKTHKH H
COOTBETCTBYET CNELHMPHKAUKMAM COOTBETCTBYIOIIETO PEMUCTPALHOHHOTO YAOCTOBSPEHHS.
Jlannbli cepTUdHKaT aHaNH3a NOANKCAR AEKTPOHHOH MOANMHCHIO C HCMONB30BAHHUEM
BIHAHpOBaHHOM cucteMel LIMS.

Petuenne otaena ofecneveHnn KayecTpa

Pemenne: BBIIYIIEHO
laTa: 14-Hoa6-2019 10:25
YNoJHOMOYEHHOE IHIO: Dr. Stefan Veronika
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BATCH CERTIFICATE

SANOFI 7

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

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

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

Item code : VER 15868

Product nams : HO-S5FA 40 mg tablets 100X

Import., country : Russia

Lot number : CV195 Customer lot no. : CV195
Date of manufacture: 31-0OCT-2019% Expiry date : SEP-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PP container / PE stopper

GMID cocde : 236972

- BAppearance Round, biconvex tablets of yellow color Complies

with a greenish or orange shade, with
"spa" engraved on oneé side.

= Uniformity of dosage units [HPLC} AV<= 15.0 % 2.6 %
Ph.Bur. 2.9.40/Ru.Ph

IDERTIFICATION
- HPLC The retention time of the main peak in  Complies

the chromatogram of the test solution
should correspond to the retention time
of the main peak in the chromatogram of
the -standard solution,
- v The UV spectrum of the solution prepared Complies
for dissolution testing should have
absorption maxima at (2414/=2)nm,
{302+/-2)nm, and. {353+/-2)nm.

BELATED SUBSTANCES (HPLC)

= Drotaveraldine bl 3 I : 0.00 %
- Perparine < 0.2 % : 0.00 %
= Any other impurity i b B <0.10 &
- Total impurities L 200 % ; 0.0 %

A2BAY (HPLC) i
- Drotaverine HCL 40.0 mg */= 5% (38.0 - 42.0 mg) 39.9 mg
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BATCH CERTIFICATE

SANOFI .

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

Item code : VER 15868
Product name : NO-SPA 40 mg tablets 100X
Import. country : Russia
Lot number : Cv185 Customer lot no. : CV195
Date of manufacture: 31-0CT-2019 Expiry date : SEP-2024
Strength : see at the assay
Dosage form : tablet
Packaging type : PP container / PE stopper
GMID code 236972
Tests Specifications Results
DISSOLUTION
after 30 min. Q=75 % (n=6) of the label
claim of drotaverine hydrochloride
- Bowl 1 w80 ¥ a7 %
- Bowl 2 D g% 99 %
- Bowl 3 = B ¥ 100 %
- Bowl 4 >= B0 % 93 ®
- Bowl 5 >= 80 % 96 &
- Bowl € >= 80 % 97 %
= Stage 2 Average of 12 tabs is not less than 75 &  MNA
within 30 min.; and no tab is less than
604,
- Stage 3 Average of 24 tahs i5 Hot less than 75 & WA

within 30 fiin., not Wore than 2 units
are léss than 0%, #nd fo tab is less
than 50%.

AR o e
N s s

Microbiological purity tests comply to the Ph.Eur. requirements (test is performed for every 10th lot but at least
for 1 lot/yeary.

This batch has been manufactured in compliance with the ¢GMP regquirements and complies with the specifications of
the relevant Marketing Authorization.

This Certificate of Analysis has been electronically signed from a validated LIMS.

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 14-NOV-2019 10:25
Qualified person: dr.Stefan Veronika
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