NIEKJIAPAIIASI O COOTBETCTBHHA

JEKJIAPAHT, IPHHAMAIOINHAN AEKJIAPAIIAIO O COOTBETCTBHH: !
AO "Canoghu Poccur”

Ceederiun 0 pezucmpayu opeamzayuu: Mexcpaiionnas urcnexyus Dedepansroit Hanozoeoii cryxcher Ne
46 no 2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Aodpec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Tenedhon/gpaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvnviit dupexmop Monxc O.A.

Hoeepennoe nuyo: Hepuruna OJ1. Jloeepernocme: 6/1 om 15.03.2019 2.

SAABJIIAET, YTO

nexapcmsenroe cpedcmeo: Ho-uma® mabremxu 40 m2 100 wm., naxon (1), nauxu xapmonnse,
pez.yd. Me II NO11854/02 om 23.07.2010 (dama nepeopopunenus PY 28.03.2016), cepun CVI111, napmus
41756 ynaxosox, 20den 0o 30.04.2024, npouzeodcmea Xunoun 3a600 Oapmayeenuyeckiux u Xumuveckux |
| npodyxmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz,
Levai u. 5, Hungary, Benzpus, koo OKIT2 21.20.10.113, ko0 TH B3] 3004490009, xoumpaxni
Ne250/40056192/F-2 om 20.10.2010, unsoiic Ne9085341318 om 23.07.2019

COOTBETCTBYET TPEBOBAHISIM
11 NO11854/02-160611 wam. Ne 1-5

JAEKJIAPATIAA ITPHHATA HA OCHOBAHM¥M
npomoxon ucnvimanuii Ne 720877 om 30.07.2019 HJT OO0 "Lienmp xonmpons xasecmea Buonatigp™,

ammecmam axxkpedumayun RA.RU.211[KQ] om 22.07.2015 2., cepmucpuxam wa cepuro XHHOHH 30600
Papmayesimrecxux u Xumuvecxkux Ipodyxmoe 340 /4 om 12.07.2019, Cepmugpuxam POCC
HU.OM05.C08771 om 30.07.2019

JATA IPHHATHA AEKIAPATTAN: 30.07.20192.

W AT{RY TEACTBUTEILHA J0: 30.04.2024 2.
y Tlepmmma O.J1.
HOIHicE O.HO
CBEJAEHMA O PETUCTPAIINHA

OPI'AH IO CEPTHOHKAIIMH, 3SAPETHCTPHPOBABINHAHA JEK/IAPAAIO

Opzan no cepmugpuxanpuu npodyxyuu

Obujecmea ¢ ozparuentoli omeencmeennocmyio «OKpYICHOT yeHing ceprmuguxaytii»,
adpec: 620014, POCCHA, Ceeponoscran obnacmy, Examepunbype, Xoxpsxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.1 1 OMOS

AEKJIAPATIASA O COOTBET: A POCC RU JI-HU.®M05.4.35526/19
PRSI PATIAHA: 30.07.2009 2.

UsrgeprHa AA.

Io/iH PykosomaTens oprana no
CepTHOHKAINE NPoXyKIMH

»*




BATCH CERTIFICATE

SANOFI| g

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

Veresegyhdz site - 2112 Veresegyhéz, Lévali u.5., Hungary

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

Item code : VER 15868

Product name : NO-SPA 40 mg tablete 100X

Import. country : Russia

Lot number : CV11ll Customer lot no. : Cv1ll
Date of manufacture: 31-MAY-2019 Expiry date : APR-2024
Strength : see at the assay

Deosage form tablet

Packaging type : PP container / PE stopper

GMID code : 236972

R

Tests Specifications Results
CHARACTERS
- Appearance Yellow coloured, convex tablets, with Complies

greenish or orange tint, On one face of
the tablets sign "spa™ engraved.
Diameter is approx. 7 mm, their height
is approx. 3.4 mm.
- Average mass 140 mg +/- 7.5 % (Ph,Eur) 140 mg
- Individual mass Avarage mass +/- 7.5 % (Ph.Eur) Complies
20 tablets a discrepancy of average mass
+/- 15 # is permitted at not more than
two tablets,

- Disintegration < 15 minutes {Ph.Eur} 5 min
- Friability <=1 % [Ph,Eur) <l %
IDENTIFICATION
By precipitate Positive Complies
BY UV spectrophotometry It shows absorption maxima at 241 +/-2 Complies

am, 392 +/= 2 nm, 353 +/- 2 nm.

PURITY TEST (TLC)

- Drotaveraldine <=l % <l ¥

= Any other impurity individually L=0.2 % <0.2 %
= Number of spots Max. 5 spots 1 db

-~ Total impurities <=2 ¥ <2 %
ASSAY (UV)

- Drotaverine HC1 40.0 mg +/- 5 % 40.2 mg

Microbiological purity tests comply to the Ph.Eur. requirements (every 100th lot, but at least 1 per yeax).

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 \ 4

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

Item code : VER 15868
Product name : NO-SPA 40 mg tablets 100X
Import. country : Russia
Lot number : CvVlll Customer lot no. : Cv1ll
Date of manufacture: 31-MAY-2019 Expiry date : APR-2024
Strength : see at the assay
Dosage form : tablet
Packaging type : PP container / PE stopper
GMID code : 236972
QP decision
Decisioen : FELSZABADITVA / ACCEPTED
Date : 12-JUL-2019 10:49
Qualifiaed person: dr. Solti Ménika Maria
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CEPTHOHKAT HA CEPHIO

SANOFI

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

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

Kon Topapa; VER 15868
HanmeHoBaHue HO-1UITA 40 mr Tabnerkn 100X
npenapara:
CTpaHa-uMnopTep: Pocecus
Homep cepuu: CVitl Homep cepun: CVliil
flaTa npou3soncTaa: 31-MAH-2019 Jlara ucteueHus cpoka AllP-2024
TOAHOCTH:
ITo3upoBka CM. pE3yAbTAT ONpeIeIeHHIA
KOJIMMECTBEHHOTO COMEpKaHHs
UlekapcTeeHHas opMa: TabneTKu
Tun ynakosku: [MBX-amoMHHHIT KOHTYPHO-A4e}KOBBIE
YNAKOBKH
Koa GMID: 236972
IMokazaTens Hopma Pesynsrar
CBOHCTBA
Onucanne: JlBoAKOBLINYKABIE TAONETKH HENTOTO C CooTeeTcTBYET
3€7€HOBATBIM HAH OPAHXKEBATHIM OTTEHKOM LIBETA.
C rpaBupoBkoii «<spa» Ha ofHO# cTopoHe. [JuaMeTp
npubn. 7 MM, BLICOTA NpHOIL. 3,4 MM.
- CpenHsa macca 140 mr +/- 7.5 % (Erp. dapm.) 140 mr
- Macca onHO# TabneTkn Cpenuss macca +/- 7,5% (Epp. ®apm.) 3 20 CooTBeTCTBYET
TabneToK OTKIOHEHHE CpeaHeil Macchl +/- 15%
JOmKHO O6ITh He Gonee, ueM B ABYX TabieTKax.
- PacnanaemocTe < 15 muH (EBp. Papm.) 5 MHH
- Hctupaemocts <=1 % (Esp. ®apm.) <l %
MNOJJHHHOCTD
- o o0paloBaHuIo OcaKa MNonoxurensHo CooTBeTcTBYET
- Y®-cnektpodoToMeTpHs HaGnronatorca MakcHMyYMEI Nornowenns npi 241 CooTeeTcTBYeT
+/- 2 HM, 302 +/- 2 um, 353 +/- 2 umMm.
HYUCTOTA (TCX)
- JiporaBepuHa <=1% <l %
- Apyro# eAHHWYHOIT NpHMecH, <=0,2 % <0,2 %
HHIHBHIYANLHO
- KonuuecTBo naTex Max. 5 naren 1 naTHO
- CymMa npumecei <=2 % <2 %
KonunvecTennoe onpenenenue (Y @)
- JlpoTaBeprHa ruapoxnopHaa 40,0 mr +/- 5% 40.2 Mr

WcnpiTanus Ha MUKPOGHOIOTHYECKYIO YHCTOTY COOTBETCTBYIOT HopMaM Esp. apwm. (xaxaas 100
cepus, HO He MeHee | HCNBITAHHA B TEYeHHME roza). ITa cepus ObUla MPOHU3BEAEHA B IOJHOM
cooTBeTCTBHE ¢ TpeboBanuAMH CGMP # TpeGoBaHHSIMH COOTBETCTBYIOLIErO PETHCTPALMOHHOTO
YIOCTOBEpPEHHAL.

IT0T CepTHOHKAT aHanu3a ObUT MOANHCAH 3NEKTPOHHBIM Croco6oM ¢ HenoaszoBaHHeM LIMS.
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CEPTH®HKAT HA CEPHIO
SANOFI

CHINOIN 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

Kox ToBapa; VER 15868

HanmenoBanue HO-IUITA 40 mr Tabnerxn 100X

npenapara:

CtpaHa-umnoprep: Poccus

Homep cepun: CVlill Homep cepun:

/laTa npowsBoncTBa:

Nosuposxa

31-MAH-2019 Hata ucteueHus cpoka
FOAHOCTH:
CM. pe3ynuTaT OnpeneneHuA

KOJIHYECTBEHHOTO COACPKAHHA

CVvlll
ATIP-2024

Y noHOMOYEHHOE JTHLO:

UlekapcTBeHHas dopma; Tabnerkn
TN ynakoBku: [IBX-anmoMHHuii KOHTYPHO-SI4eAKOBbIE
YNaKkoBKH
Kox GMID: 236972
Pemuenne otena obecneyeHns KavecTsa
Pewrenne: BBIITYILEHO
Mata: 12-UION-2019 10:49

dr. Solti Monika Maria

rap_coa_resultats v5

Crpanuua 2/2




Hegodnuod I NY\GQ ™ LHIOWbo spuene-ewIeyd  70djsmoun, 61/22E Y SOWND NH-T Nd
HesoduuoxD If NHNGQT LYI0)u0o snuane euleyd L0djsmoun, 61/0SPrE Y SO NH-Tf NY
HesodMuoAD [f NH\BA™ LHIAA\Woo squeAeewseyd-/0djsmouny 61/S92 1€ 8OWDMS-T NY
Hegoduuon) I NENEA LHAD\WOoo spueae-eweyd' ,odjsmouny 61/9921€ Y 80N MS-T NY
Hesodvuox) If N\EA™ LAIO\Wo’ siusAg euueyd:,0dismouny 61/8921E Y SOWND ST Ny
HesodnuoxD If NG 'snuaseeureyd odismouny 61/9vv2 1Y 80D NH-T Ny
10481914910 wax WMAOLOM 18H .. 61/92SSEY SOWD NH-T NY
Hesoduuond I NH\EA™ 143D pamwnco.& Bwieyd-/odjsmoun) 61/62282 V' 80ND NH-I NY
neaoduuon) i nHga ._.m_m_O,Eoo.m.Em%dEEca.\.oEmBoc;/ 6 S.mmmw.(.mo_ze.v_w-q nd
Hegoduuox) I NH\EA™ Ly D\Woo spuane ewieyd 20djsmoun 81/18/01 'V 80N MS-IT nY
HesoduLoN) [ NH\BA™ LY O\W00"SRUaAE" BUNByd-/QdJSMOUN,  6L/E6661 Y B0NSG" LI-T NY
HesodvuoxD I NENGA™ LYIO\woo spuane eueyd Z0djsmoun, 81/98100°Y 80N HO-IT NY
Hesodnuox) I NH\GA™ LHID\WOD'SiiuaAe BuLBYd" /0diSMOUR, 6 L/878 1V 80IND MS-TT NY
Hesoduuoy) [ NE\GA™ LYIO\W0o shiuee euueyd-Zodjsmouny 61L/2Er61 Y 80NG H4-T NY
HESOdMUOND [T NU\EG ™ LHYIO\W0o-siueAe euieyd-Z0djSMOUR) 6 1/8500E 'Y SONG" H4-T Ny
Hedoduuow) I NH\EA. LYID\Wo0 spueAeewseyd-20djsmolly, 61/6201€Y 80WNd HA-IT Ny
HesodvuoyD [ NY\GQ™ LYIO\W00 suaAe euieyd-20disMOW, 6L/FE0LE Y SOND XIN-TT NY

WHIBHOLUDUI OLJ3W JOHXKOWEO] eLenncpuridan dawoy

5/ 30§00

1yoreg U QIIND ou Xauoyj

121 g-}onpo.ld IUHESOHIW|

Nomou uIHHadumaed

%m\%u&\%&%

LFEAD AUQ) MONKOLIOQO SiqLigdiow ..sv_.pm:mm._. ‘@99 sHIe /£2189
OEEADLQ) MONROUIOQO SidLikthiol ‘inLaLgeL ‘©9d eHiep /£2189
61901 L2 A0XhOLU0Q0 WOHKOHBLIU BlaLadioL MALALIQEL LBEO|S #3289
6190212 ;o?o:omo WOHhOHBLIL B1auadiou WilaugeL _._mmo: wmhwmm
61 90F L€ A0NhOU0Q0 WOHhOHBLIU 31aLadiou mILBLUQEL UBEO|f tRFEZRI
8YOAY wiaoneuk - -1m g 1w 0g wilatgel sidod eum-oH £0128¥
LLEAD MUOU ISHOYEL'D - “LM 001 ‘W OF miisugel eum-oH /6962
v£5300 19nndifHs 1 oloHHeaNdLAHS 1Lt doaioed EUM-OH 0092.2
61508 L€ 24heu) | X O (HoXeLrd) JwQOp 19ukouex Lwasdue)r 805289

810LELE DAhEL) | X 0F (HONEUD) INQOZ IMUAouey Laadyelr 905289
vYSZ0LE6" LW/ G/ n_a;:m ms_msn: u:ﬂ. e @ozm_.ag ] o_.wmmm

6120608 _:o:omo so:_.o:w:_._ m_n.__._.m%o_._ WiLaUQeL weHodoy 8/p2go
9t2V8 090 NOHKOHBUL Bi9LI9diOL ‘WNLBLIgEL @ONMEBLILUCY /Z101S
LOEV6 30 HOHKhOHSLIL ougdiou ¢ wilaugeL @AauagoduRoy GOEPOE
L¥Y6 19 cJoHHEsOdIHOLIOdU witaligel oHodx Hvweualf v6 1881

Z00OVXING 1000 MOHhOHALL ai9.uadNOU ‘VRiLSUQEL @ioesodUy £029Ly

ewiArodu sauHeaceH QIO

041

091

0St

_Opk

oet
0cl
(0] 55

004

90.18061L08 :3N beHrewey

\aIH WanAseqy)

‘uaghAses exuel

Vuaniep-3\q LY HaDAseI\:) |- KeHTeLEH UE

da 1H3owWwoo siuae eweyd zodismowny | 1arexndurdan

<91 PiIng




