JAERJIAPAIIASA O COOTBETCTBHHA

JAEKJIAPAHT, MIPHHAMAIONIVHA JEKJIAPAIIHIO O COOTBETCTBHH:
AO "Canogpu Poccusn"

Caedenus o pesucmpayuu opearuzayuu: Medicpaionnas uncnexyus Pedeparsroii Hanoz060ii cavicosr No
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079M0, dama npuceoerus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Teneghon/parc: 8 (495) 721-14-00/ 721-14-11

B auye: I'eneparerwiii oupexmop Monc O.A.

Hoeepentioe nmuyo: Kanyenm A.O. Josepennocms: 6/ om 06.11.2018 c.

3AAB/SIET, UTO

aexapcmeenroe cpedcmeo: Ho-uma® gpopme mabnencu 80 m2 10 wm., 6mcmeper (1), nauxu
xapmownsie, pe2.yo. Ne IT NO15632/01 om 18.03.2009 (oama 3avens 13.04.2018), cepua CV023, napmus
23040 ynaxosox, 200en oo 31.05.2022, npouzeoocmea XHHOHH 3aeo0 Dapmagesnneckix u
Xuvuveckux Ipodykmos 340 / CHINOIN Pharmaceutical and Chemical Works Private Co Lid., 2112
Veresegyhaz, Levai u. 5, Hungary, Benzpun, koo OKIZ]2 21.20.10.113, k00 TH B3 3004490009,
xoumparn Ne250/40056192/F-2 om 20.10.2010, unsoiic Ne9085340764 om 18.07.2019

COOTBETCTBYVET TPEBOBAHUAM
IT N015632/01-021209 w3w. Ne 1-7

JEKJAPATIAS IIPHHATA HA OCHOBAHHHA
nponioxon ucnvimanuti Ne 6965 om 23.07.2019 HJT 00O "Llenmp xonmpons xavecmea Buoaaiigp”,

anunecnam akxpeoumaun RA.RU.21LIKOI om 22.07.2015 2., cepmugpuxam cepun XHHOHH 3aeod
Qapmayeemiveckioe u Xumuveckux Hpodyxmoe 340 6/ om 26.06.2019, Cepmugpuxam POCC
HU.®MO05.C08703 om 23.07.2019

JATA IIPHHATHSA JEKJIAPATINM: 23.07.2019 2.
JEKJAPATIHS BEMCTBUTEJIBHA JO: 31.05.2022 .
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CBEJIEHHSA O PETUCTPAIIAN

OPTAH IIO CEPTH®HKAIAH, SAPETACTPHPOBABINTAN JEKJIAPAITHIO

Opearn no cepmugburaipu npooyKyun

Obujecmea ¢ ozpaniiennoii oneemcniBerrHocHbo «OKPYXICHOT yenmp cepmuguraiie»,
adpec: 620014, POCCHA, Ceeponoeckas obracme, Examepunbypz, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaynu Ne RA.RU.11 OMOS5

JNEKJIAPAITASL O COOTBETCTBHH M POCC RU J-HU.®M05.4.34728/19
JATA PETACTPAIIHE: 23.07.2049 2.
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CEPTH®UKAT CEPUHA

«XHWHOHH 3ason dapmauesTiueckux W XHMHUECKHX npoaykTos 3A0»

- Komnanna «Caunodu»

IMnowanka Bepewenbxas - 2112 Bepewenrxas, yn. Jlepau S., BeHrpus
Tenegoun: +36 28 585 600/Daxc: +36 28 585 939

SANOF! g

Koa rosapa:
HanmeHnosanne
npenapara:

CrpaHa-uMnoprep:
Homep cepuu:

Hara nponspoacTea:

VER 703962
HO-HIIMA ®OPTE Tabuaerkn 10X

Poccus

CVv023 Homep cepun
3aKa34yHKa:

12-UiOH-2019 JlaTa HcTeyeHHs

CpOKa roJIHOCTH:

Cvo023

MAW-2022

e ——

353 + 2 HM NEMOHCTPHPYET
MaKCHMyM abcopOumu.
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Hosuposka: CM. KOJIHYECTBEHHOE OTpe/ie/ieHHE
JlexapcTBeHHas TabneTku
dopma:
Tun ynakosxu: KOHTYpHas a4eiikosast ynakoska [1BX — AJIJIOMWHUIA BJIMCTEPDI
GMID kon: 703962
ITokasaTean Hopmpi ___ PesyabTaTh!
OHU3UYECKHE
XAPAKTEPHCTHKH
— Onucanue Ipononrosarsie CootBeTcTBYET
JBOAKOBBUTYKIbIE TAONIEeTKH
XEJITOrO C 3€JICHOBATHIM HITH
OpaH)XeBBIM OTTEHKOM Lgeta. C
rpaBHpoBKOH «NOSPA» Ha onHO#M
CTOpPOHE U JIMHHEH pa3aoMa Ha
JApyro# cropone. J[nuHa tabnerok
COCTaBJIAET NpHONH3UTENBHO 13
MM, HX LTHpHHA -
NpUOIM3HTENEHO 6 MM, H BHICOTA -
NpudIH3UTENBHO 3,8 MM.
— Cpeanss Macca 280 Mr £ 5 % (EBp. ®apM.) 280 Mr
— Enunununas Macca Jna 20 Tabnetok gonycTHM CooTBeTcTBYET
pa3bpoc cpexnneii Macchl + 5%,
pa3zbpoc cpenneii Macchl + 10 %
NOITYCTHM AJs He fonee aByx
TabNETOK.
~ PacnazaeMocTh < 15 munyt (EBp. ®apm.) 5 MHH
— IlpounocTh Ha UCTHPaHHE < 1% (Esp. ®apm.) < 1%
NNOJJIMHHOCTD
~ MeronoM ocaxaeHus INonoxHATENBHO CootBercTByeT
= Y®-cnektpodoTomeTpus [Ipu 241 £ 2 um, 302 + 2 M, CooTBeTCTBYET
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CEPTU®UKAT CEPUH S A N O F l %éﬁﬁk
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«XWHOHH 3aBog ®apmauesTHUECKHX ¥ XHUMHYECKHX npoaykTos 3A0»
- Komnauus «Canou»

[Inowanka Bepewenapxas - 2112 Bepemenexas, yn. Jlesau 5., Benrpus
Tenegon: +36 28 585 600/@akc: +36 28 585 939

Koa Tosapa: VER 703962
HaumenoBanue HO-UITIA ®OPTE Tadsrerku 10X
npenapara:

Crpana-nmnoprep:  Poccus

Howmep cepuu: CVv023 Howmep cepun Cv023
3aKa3YHKa: .

Jara npoussoactea: 12-MIOH-2019 Jlata Hcteuenus MAH-2022
CpoKa rOJHOCTH:

Ho3npoBka: CM. KOJTHYECTBEHHOE Olpe/ieieHHE

JlexapcTBenHas TabneTku

¢popma: 3

Tun ynakorkmu: KOHTYpHas a4eiikosaa ynakoska [IBX — AJIJOMHUHHWH BJIMCTEPLI

GMID koa: 703962

IlokazaTenn Hopmbl PesyabTaTnl

YUCTOTA (TCX)

— Jportapepanaun <1% < 1%

— EnunHuvHas npuMmech <0,2% <0,2 %

— Konuuectro maten He 6onee 5 naren 1 gsB.

— CyMma npumeceit <2% <2%

KOJNYECTBEHHOE

OINNPEREJIEHHE (V@)

— [HpotaBepuna rugpoxnopun 80,0 Mr x 5% (76,0 - 84,0 mr) 80,0 Mr

Pe3ynsTaThl HCIBITAHUA Ha MHKPOOHOIOFHYECKYIO YHCTOTY COOTBETCTBYET TPeGOBaHHAM
Esp. ®apm. (kaxaas 100-1 cepus, Ho He MeHee | B roa). JlanHas cepus npoM3BeIcHa B
COOTBETCTBHH ¢ TpehoBaHHAMH TekyieH Hannexaineil npor3BoACcTBEHHOM IPAKTHKH H
COOTBETCTBYET CNELH(HUKALUAM COOTBETCTBYIOLIEIO PETHCTPALIHOHHOTO YAOCTOBEPEHHS.
Hanubiii cepTidHKaT aHANKN3a NOAMKCAH EKTPOHHOH MOAMKCEHIO ¢ HCMOJb30BAHHEM
BAJIMAMPOBAHHOMH cucTeMbl LIMS.

3axumouenne oTaeNa obecnmeveHA KAYeCTEA

Jaxaouenne: [IPUHATO
Jata: 26-MIOH-2019 11:20
YnoaHoMoueHHOE JIHIO: J-p Conth Monnka Mapus
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BATCH CERTIFICATE .

SANOFI

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

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

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

Item code : VER 703962

Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number : Cv023 Customer lot no. : cvoz23
Date of manufacture: 12-JUN-2019 Expiry date : MAY-2022
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC ALU blister

GMID code : 703962

CHARACTERS
- Appearance Yellow coloured, obleng, convex tablets, Complies
with greenish or orange tint. On one
face of the tablets sign "NOSPA" , on
the other a breakline is engraved.
Length of tablets is approx. 13 mm,
their width is approx. 6 mm, their
height is approx. 3.8 mm.
- Average mass 280 mg +/- 5 % (Ph.Eur.) 280 mg
- Individual mass Average mass +/- 5 ® from 20 tablets a Complies
discrepancy of average mass +/~- 10 % is
permitted at not more than two tablets.
- Disintegration time < 15 minutes (Ph.Eur.) 5 min
- Friability <=1 % (Ph.Eur.} <1 %
IDENTIFICATION
~ By precipitate Positive Complies
- v At 241 +/~ 2 nm, 302 +/- 2 nm, 353 +/- 2 Complies

nm it shows absorption maxima.
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BATCH CERTIFICATE

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 %85 939

Item code : VER 703962

Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number ; cviozs Customer lot no. : cvo23
Date of manufacture: 12-JUN-2019 Expiry date : MAY-2022
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC ALU blister

GMID code : 703962

PURITY TEST (TLC)

= Drotaveraldine <=1 % <1l %
Any other impurity individually <= 0.2 % <0.2 %

- Number of spots Max. 5 spots 1 db

- Total impurities <= 2% <2 %

ASSAY (UV)

= Drotaverine hydrochloride B0.0 mg +/~ 5 % (76.0 -~ 84.0 mg) 80.0 mg

o
e

Microbiological purity tests comply to the Ph.Eur. requirements fevery 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 Authorizatien.

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

QP decision

Daecision : FELSZABADITVA / ACCEPTED
Date : 26-JUN-2019 11:20
Qualified person: dr. Solti Ménika Maria
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