AEKJIAPAIINAS O COOTBETCTBUH

AEKJAPAHT, IPHHHEMAIOINUA JEKJAPAITHIO O COOTBETCTBHM:
AO "Canogpu Poccus”

Ceedenur o pezucmiparuu opearivsayun: Mecpationsan uricnexyun Pedepansrioll Haro2060ii cayachor Ne
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoesus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Teregpon/barc: 8 (495) 721-14-007 721-14-11

B muye: I'enepanvuuifi dupexmop Monye O.A.

Hoseepenrioe nuyo: Kysneyosa H.FO Josepennocms: 6/w om 20.08.2019

SAABJAET, 9TO
Aexapcnicenroe cpedcmeo: Ho-uma® mabnemsu 40 mz 24 wium., 6nucmepes (1), navxy xapmonuste,

pez.yo. Ne IT NO11854/02 om 23.07.2010 (dama nepeogpopmnenus PY 28.03.2016), cepur CV152, napmus
175324 ynaxosox, 200en 00 31.08.2022, npoussodcmea Xunoun 3ae0d Dapmaeaniuueckix u
Xusireckux npodyxmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd,, 2112
Veresegyhaz, Levai u. 5, Hungary, Benzpus, xod OKIIJ2 21.20.10.113, xod TH B3] 3004490009,
xonmparin Ne250/40056192/F-2 om 20.10.2010, uneotic 9085348873 om 02.10.2019 2.

COOTBETCTBYET TPEBOBAHHAM
11 N011854/02-160611 uzm. Me 1-6

JEKJAPANTVSI IPHHATA HA OCHOBAHHU
nponioxon ucnvimaruil Ne 99701 om 08.10.2019 HJI OO0 "Lenmp xonmpoas kavecmen Buoaaiigh”,

animecniam axxpedumenguy RA.RU.211[K01 om 22.07.2015 2., cepmugpuxam na cepuio XHHOHH 3asod
Dapumjesmuqeckux u Xuvuveckix ITpodyxmos 340 6/u om 25.09.2019, Cepmugpuxam POCC
HU.OMO5.C09856 om 08.10.2019

HATA IIPHHATHS AEKJIAPAITHH: 08.10.2019z.
AEKJAPAUKA TEACTBATENLHA 0 31.08.2022 2.

PAL
ALl
¢ Oﬁ’é’;\\‘i\
¥ o5 WY
o A
2| seh T 3 Kyszenora HLIO
b=l Scia A [t F /
%2 gextapannt Sh #éanfics ®.HO
W ey
-y

CBEJEHUS O PETUCTPAIIMHA

OPT'AH IO CEPTHOPHKAIIKEH, 3APETHCTPHPOBABIIHIA JEKJIAPAITHIO
Opezan no cepmuduxayuy npodyxyuu

Obugecnisa c ozpantventoll omeemcmeennocmsio «OKpYICHOT: yermp cepnnighuxayuu»,
adpec: 620014, POCCHA, Coepdnoscxan obnacme, Examepunbypz, Xoxpsaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumauuy Ne RA.RU.11 OMD5

JEKTAPATIHS O COOTBETCTBHH X POCC RU J-HU.0MO05.4.45274/19
AATA-PEFHCTPAIIHE: 0.10.2019:
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CEPTHUO®HKAT HA CEPHIO

SANOFI W

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

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

Kon Topapa; VER 435271
HaumeHoBaHHe HO-IUTTA 40 mr raGaerin 24X
npenapata:
CtpaHa-uMnoptep: Poccus
Homep cepuu: CVvis2 Homep cepuu; CVi5s2
JlaTa npox3BoncTBa: 09-CEH-2019 Hata HeTedeHuA cpoka ABI’-2022
rOAHOCTH:
Jl03HpOEKa CM. PE3ybTaT ONpeAeicHHA
KONIHYECTBEHHOTO COMEPXaHNA
UlekapcTBeHHan dopma:  TabneTkn
Tvn ynakoBxu: NMBX-anioMuHHI KOHTYpHO-R4eKOBhIe
YIIAKOBKK
Kon GMID: 435271
[lokazatens Hopma PesynwTat
CBOHCTBA
Onucanue: JBOAKOBRITYIUIbIE TAGNETKH XeENTOrO C CooTBeTcTBYET
3€/NIEHOBATHIM HIH OPAHKEBATHIM OTTEHKOM LIBETA.
C rpaBupoBKoit «spa» Ha 0gHON cTopoHe. JluameTp
npubn. 7 MM, BeICOTa TIPHOT.. 3,4 MM.
- Cpennss mMacca 140 mr +/- 7.5 % (Epp. ®apm.) 140 Mr
- Macca oano#l TabneTkn Cpeansa macca +/- 7,5% (Esp. ®apm.) u3 20 CooTBercTBYET
TabNETOK OTKNOHEHUE CpeaHelt MacCHl +/- 15%
AOJKHO ObITb He Gonee, ueM B AByx TabneTkax.
- PacnanaeMocTh < 15 muH (EBp. Qapm.) 5 MHH
- Hertupaemoctsb <=1 % (Esp. ®apm.) <1 %
NMOJNHUHHOCTDL
- o obpasoBaHHIo ocaaka [MonoxutensHo CoorBetcTBYET
- V@-cnektpodoTomeTpua HabmonatoTcs MakcuMymel norowenua npu 241 CooTeeTcTByeT
+/- 2 Hm, 302 +/- 2 um, 353 +/- 2 um.
UHCTOTA (TCX)
- HpoTtaBepangum <=1% <l %
- Opyro# e ANHHYHON NpHMecH, <=0,2 % <0,2 %
HHARHBHAYAIBHO
- Konnuecteo miarten Max. 5 naten 1 matHo
- Cymma npHmMeceii <=2 % <2 %
KonuuecteeHHOe onpeneneuue (YP)
- HpoTtaBepuHa ruapoxnopuia 40,0 mr +/- 5% 40.3 mr

Hcnsrranns Ha MEKpOGHONOrMYECKYIO YHCTOTY COOTBETCTBYIOT HOPMaM EBp. ®apm. (kaxxgaa 100
cepus, HO He MeHee | HCNBITaHHS B TeueHHe roga). OTa cepus ObUIa NPOH3BEACHA B IIOMHOM
COOTBETCTBHH ¢ TpeGoBanuaMu cGMP 1 TpeGOBAHMAMH COOTBETCTBYIOMIEN0 PErHCTPALLOHHOTO
yOOCTOBEPEHHA.

10T cepTHhUKaT aHanu3a ObLT NOAMACAH TEKTPOHHBIM CIIOCOGOM ¢ HCITONB30Banrem LIMS.
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CEPTHOHKAT HA CEPHIO

SANOFI %
CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanofi company
Veresegyhdz site - 2112 Veresegyhdz, Lévai u.5., Hungary
Phone: 436 28 585 600 / Fax: +36 28 585 939
Kon ToBapa; VER 435271
Hanmenopamme HO-IITTA 40 mr Tabaeticn 24X
mpenapara:
CrpaHa-HMnopTep: Poccus
Homep cepuu: CVI152 Homep cepuu: CVi52
JlaTa npon3soacTBa; 09-CEH-2019 Jata HcTeueHHA cpoxa ABT-2022
TOJHOCTH:
losupoeka CM. PE3YNbTAT ONpeHeIeHH
KOJIMYECTBEHHOTO COREPKAHKA
UlekapcTBeHHan GopMa: TabneTkn
THN ynakoskH: NBX-anoMHHH#E KOHTYpHO-AUEliKOBbIE
YNaKOBKH
Kon GMID: 435271
Peurenne otnena oGecneuennn kayecrsa
PenreHne: BBINIYIIEHO
Hata: 20-CEH-2019 10:03
Y IoIHOMOYEHHOE IHI0: dr. Solti Monika Maria
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

a Sanofi company

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

Phone: +36 2B 585 600 / Fax: +36 28 585 939

it
TR,

SANOFI

Item code :
Product name

GMID code

VER 435271

NO-SPA 40 mg tablets 24X

435271

Import, country Russia

Lot number Cv152 Customer lot no. Cv152
Date of manufacture: 09-SEP-2019 Expiry date AUG-2022
Strength see at the assay

Dosage form : tablet

Packaging type PVC - ALU blister

R SN S

SR R

Microbiological purity tests comply to the Ph.Eur.

Specifications Result
CHARACTERS
- Appearance Yellow coloured, convex tableks, with Complies
greenish or orange tint.. On cne face of
the tablets sign “spa™ engraved.
Dismater is approx. 7 mm, their height
is approx. 3.4 mm.
- Average mass 140 mg +/= 7.5 % (Ph.Eur) 140 mg
- Individual mass Average mass +/- 7.5 % {(Ph.Eur) Complies
20 tablets a discrepancy of averdge mass
+/= 15 % is permitted at not more than
‘two tablets.
~ Disintegration < 15 minutes {Ph.Eur) 5 min
- Friability <=1 % {Ph.Eur) <1 %
IDENTIFICATION
- By precipitate Pogitive Complies
- BY UV spectrophotometry It shows absorption makifa at 241 +/-2 Complies
nm, 302 +/- 2 nm, 353 +/- 2 om.
PURITY TEST {TLC)
~ Drotaveraldine <=1 % <1 %
- Any other impurity individually <=0.2 % 0.2 %
= Number of spots Max. 5 spots 1 db
= Total impurities =2 % <2 %
ASSAY (UV)
- Drotaverine HCl 40.8. mg +/~- 5 & 40,3 myg
o = i -~ i

requirements (test is performed For every 100th lot but at

least for 1 lot/year).

the relevant Marketing Authorization.
This Certificate of Analysis has been electronically signed from a validated LIMS.

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of
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BATCH CERTIFICATE

SANOFI .5

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

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

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

Item coda : VER 435271
Product name ; NO-SPA 40 mg tablets 24X
Import. country : Russia
Lot number : CV152 Customer lot no. : Cv152
Date of manufacture: 09-SEP-2019 Expiry date : AUG-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID cecde : 435271
QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 20-SEP-2019 10:03
Qualified person: dr. Solti Ménika Maria
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