TEKJIAPALIASI O COOTBETCTBUH

JEKJAPAHT, IPUHMMAIOIIANA JEKJAPAITHIO O COOTBETCTBUM:
AQ "Carnogpu Poccur”

Ceedenna o pecucimpayuu opeanusayuu: Mexcpationnas uncnexyus Dedepansroii nar02060it cayicber Ne
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, éama npucsoenun OT'PH: 19.08.2002

Aodpec: 125009, 2. Mocksa, va. Teepckas, 0. 22. Tenegpon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrulit Oupexmop Morc O.A4.

Hosepennoe auyo: Kyaneyosa H. KO Josepernocms: 6/n om 20.08.2019

3ASIBJISIET, UTO
aexapcmeennoe cpedcmeo: Ho-una® gopme mabnemxu 80 m2 24 wim., brucmepnr (1), nayru

xapmonnoie, pe2.yo. Ne IT NO15632/01 om 18.03.2009 (0ama 3amenst 13.04.2018), cepus CV031, napmius
7680 ynaxosox, 2o00en 0o 31.08.2022, npouzsoocmea Xunoun 3a600 Daprayesmuyeckux u Xumuveckux
npodvkmoe 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112 Veresegyhaz,
Levai u. 5, Hungary, Benzpus, xoo0 OKITA2 21.20.10.113, xoé TH B3] 3004490009, xonmpaxin Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085352760 om 07.11.2019 2.

COOTBETCTBYET TPEBOBAHHUAM
1T N015632/01-021209 uzm. Ne 1-8

JEKJAPAIIAA [TIPHHATA HA OCHOBAHHH
npomoxon ucneimariuil Ne 131417 om 14.11.2019 HJT OO0 "Lenmp xowmpona kavecmea Bronairp”,

ammecmam axkpedumayun RA.RU.21LJK0I om 22.07.2015 2.,cepmugpuxam cepuu XHHOHH 3ae00
Qapmaresnieckux 1 Xumuvecxix fIpoovkmoes 340 6/m om 28.10.2019, Cepmugpuxam POCC
HU.QMOS5.C109%45 om 14.11.2019

JATA TIPHHATHA TEKJIAPAIIHH: /4.11.2019 2.
AEKJIAPAIIMA ,gEﬁCTBHTEJIBHA HO: 31.08.2022 2.
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CBEJEHHSA O PETUCTPAIUN

OPT' AH 110 CEPTHO®HKAITHHA, 3APETUCTPAPOBABIINI JEKJIAPAIIUIO

Opzan no cepmugbuxayun npoovKyuu

Obujecnea ¢ o2panuyennoli omeemcimeeHHocmeio « OKPYHCHOT! yYeHmp cepmuduxayiu»,
adpec: 620014, POCCHA, Ceepdnoeckas obaacme, Examepunbype, Xoxpsroea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpeoumanuu Ne RA.RU.11DMOS5

JEKJAPAITHS O COOTBETCTBHH M POCC RU J-HU.®MO05.4.50817/19
PETBCTPAINUM: 14.11.2019

TuuepHHa ALA.,
OAN PykoBoauTens oprafa 1no
cepTHOHKAIHH NPOXYKIHH




CEPTU®UKAT CEPUH

SANOFI .

«XHHOHH 3ason ®apMaueBTHUECKHX H XHMHYECKHX npoaykTos 3A0»

- Komnauna «Canotu»

[Mnomanxa Bepemensxas - 2112 Bepeweasxa3s, yi. Jlesau 5., Benrpus
Tenedon: +36 28 585 600/Daxc: +36 28 585 939

Kopn ToBapa:
HanmenoBanue

npenapara:
Crpana-ummnoptep:  Poccus
Howmep cepun: Cv031

Jata npoussoactBa: 26-Cen-2019

VER_482103
HO-IUITA ®OPTE 80 mr Tadaerku 24X

Howmep cepun Cvo31
3aKa3vHKa:
Jlata ucreueHus Apr-2022

CpOKa rOOHOCTH:

Ho3uposka: CM. KOMMYECTBEHHOE ONpEeiIe e
JlexapcTseHHas Tabnerku
thopma:
Tun ynakoBku: KOHTYypHas siveiikoBas ynakopka [IBX - AIOMUHUI
GMID xox: 482103
IlokazaTenu Hopmui Pe3yabTaTnl
PHINIYECKHE
XAPAKTEPHCTHKH
— Omnucanune Ilpononrosarkie ABOAKOBBIMTYKIbIE COOTBETCTBYET
TaONETKH KENTOro C 3€IeHOBATRIM
HITH OPaH)XEBBIM OTTEHKOM IIBETA.
C rpasuposko#i «<NOSPA» Ha
OZHOM CTOpOHE H IMHHEH pazioMa
Ha ApYrok CTOpOHeE.
NOAJIHUHHOCTH
- B3XX BpeMs yaepKuBaHHA OCHOBHOTO CoorBercTBYET
IIHKa Ha XpoMaTorpaMme
HCIIEITYEMOTO PACTBOPA AOJDKHO
COOTBETCTBOBATH BPEMEHH
YAEPKHBAHHA OCHOBHOTO IMHKA Ha
XpoMaTorpaMme CTaHAApTHOTO
pacTBopa.
- Y®-cnekrpothoromerpus VYnbTpauoneToBbi crieKTp CootBercTByeT
pacTBoOpa, MPUTOTOBIEHHOTO s
OTIpe/ieNIeHHA pacTBOPEHHH,
JIO/KEH HMETh MaKCHMYMEI TIPH
JUTHHaX BoIH (241 +2) uM, (302+2)
HM H (353%2) um.
PACTTIAJAEMOCTD
(BIXKX)
— JlpoTtaBepangHu <1% 0.00%
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CEPTHO®UKAT CEPUH

«XHHOHH 3ason QapManeBTHYecKHX H X HMHUECKHX MpoaykToB 3A0»

- Komnauusa «Canogpu»

[Mnowanxa Bepewensxas - 2112 Bepewenbxas, yn. Jiepau 5., Beurpusa
Tenedon: +36 28 585 600/Dakc: +36 28 585 939

SANOFI

i,

w

Koa Topapa: VER _482103
HaumenoBanue HO-IIIIA ®OPTE 80 mr tabaerxu 24X
npenapara:
Crpana-ummnoprep:  Poccus
Homep cepun: CVo031 Homep cepuu Cvo031
3aKaz4yuKa;
Hara npoussoncta: 26-Cen-2019 Hara ncreyenus Asr-2022
CpOKa FOAHOCTH:
HosupoBka: CM. KOJIHYECTBEHHOE OINpe/ieiieHHe
JlexapcTBeHHAL TabneTKn
¢dopma: .
Tvn ynakoBKH: KOHTYpHas sueikoBas ynaxoska [IBX - ATOMHUHHUHA
GMID xon: 482103
Hoka3zaTenu Hopmbs PesyanTaThl
— Ilepnapun <0,2% 0,00 %
- Jliobas npyras npuMecs <0,2% 0.10%
— Cymma npumeceit <2% 0.1%
KOJUYECTBEHHOE
OIIPEAEJIEHHE (B3XKX)
— Jpotarepuna rumpoxnopun 80,0 Mr + 5% (76,0 - 84,0 mr) 79,0 mr
PACTBOPEHHUE
(Q=75 %) (n=6) yepes 30
MHHYT
JlporaBepHHa THAPOXOPHI He Menee 80 % 979
-Yamika 1
At He menee 80 % 98%
-Yamka 2 i 97%
Yamka 3 e meHee 80 % 99%
-Hamxa 4 He menee 80 % 99%
-Yaika 5
q 6 He Menee 80 % e
Tiatika He menee 80 %
Cpennee 3HaueHHe 101 12 tabnerok
- CTAJIUA 2:
JOJDKHO GbITh HE MeHee ueM 75 % HE IIPOBOJIOCH
yepe3 30 MBEHYT, H HH OHO#H
TAaONETKH CO 3HAuEHHEM MEHee YeM
60 %.
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CEPTUOHUKAT CEPUH S A N O F ! ?@_%

«XUHOHH 3apoa ®apMaueBTHYECKHX H XMMHYECKHX NpoaykTos 3AO»
- Kompanus «Canodu»

[Inowanka Bepewensxas - 2112 Bepewensxas, ya. Jlesau 5., Beurpus
Tenedon: +36 28 585 600/daxc: +36 28 585 939

Kon ToBapa: VER 482103
HaumeHoBanue HO-IIMA ®OPTE 80 mr tataerkn 24X
npenapara:

Crpana-umnioprep:  Poccus

Homep cepun: CV031 Homep cepuu Cv031
3aKa3yHKa:

Jlara nponseoactea: 26-Cen-2019 Hara ucreyenus ABr-2022
CPOKa FOAHOCTH:

Ho3upoBka: CM. KOJIHYECTBEHHOE ONpee/ICHHE

JlexapcTBeHHAs TabneTkn

tdopma:

THn yrniakoBku: KOHTYpHas AvelixoBas ynakoska IIBX - AJIIOMUHUN

GMID kon: 482103

IToxazarenn Hopmbi PesyabTaTthl

- CTAIUA 2:

CpenHee 3HauerHe Wi 24 TabneTok

AOJ/DKHO GBITH He MeHee deM 75 % HE IMPOBONUIIOCH
yepes 30 MHHYT, He Gonee 2 TabieTok

MOTYT HMEThb 3HaueHHe MeHee deM 60

% W HA N4 OfHOI TabneTKu He

Moxxet ObITh 3HAYeHHs MeHee yeM S50

%.

Pe3ynbTarhl HCNBITaHHA HAa MHKPOOHOJIOTHYECKYIO YHCTOTY COOTBETCTBYET TPEGOBaHHAM
Erp. ®apm. (kaxaas 100-1 cepus, Ho He MeHee | B rox). JlaHHas cepus MPOM3BEACHA B
COOTBETCTBHH C TpeboBanMsAMHE TekymeH Hamnexaimeit npor3BocTBeHHOM NPakTHKHA H
COOTBETCTBYET CEUH(HKALHAM COOTBETCTBYIOIIETO PErHCTPALMOHHOTO YAOCTOBEPEHHA.
JlanHbIl cepTHdHKAT aHaNH3a MOANACAH NEKTPOHHOM NOAMHCHIO C HCMOIB30BAHHEM
BATHAMPOBaHHOMH cHctembl LIMS.

3akinouenre oTae/a ofecneueHHA KavecTBA

3axnmoueHne: TMMPUHSITO
JlaTa: 28-OkT-2019T. 10:26
YnoIHOMOYEHHOE JHI0: J-p Contu Monuka Mapus
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BATCH CERTIFICATE

SANOFI v

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
= a Sancfi company

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

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

Itam code : VER 482103
Product name : HO-SPA FORTE 80 mg tablets 24X

Import. country @ Russia

Lot number : CVo3l Customer lot no, @ CV031
Date of manufacture: 26-3EP-2019 Expiry date ; AUG-2022
Strength : see at the assay

Dosage form i tablet

Packaging type : PVC - ALU blister

GMID code : 482103

Feats o Specifications ~ Results
CHARMCTERS : : _ el
- Appearance ‘Elongated: bicnnvax'tablets'bi jellﬂu' il Complies

color with a greenlsh or orang& shade,
with "HOSEA" eng:avnd on one side and a
*s:o:e_lin& on_the other 51&&,

IDENTIFICATION
= HPLC The :utcntinn timn of ‘the naiu ‘peak in  Complies
thi chrdnatagrah of the test solution
should cnr:e:pond to the :at&nt;oﬂ time
of the main peak in the chfnmntnq:an of
the stanﬂn:d soiutian :
- o The UV spectrum of the s0l utlon preparaﬂ Complies
for dls:olution testing shuuld havu
maxima at (241 +/- 2} nm, (302+/- 2} om,
and (353 +/- Z) nm.

RELATED SUBSTANCES {(HPLC)

- Drotaveraldine <=1.0 %t : i s : SR 0.00 B
- Perparine I N Y SRR : S 000 %
- Any other impurity =g 2y S : TR 0,10 %
- Total impurities <w 0w e TR

ASSAY (HFLC) : : : i
- Drotaverine HCL H0.0 mg +/- 5% {76.0 - 84.0mg)  79.0 mg
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BATCH CERTIFICATE

SANOFI « 4

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

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

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

Item code : VER 482103
Product name : NO-SPA FORTE B0 mg tablets 24X
Import. country : Russia
Lot number : cvo3l Customer let no. : CV(Q31
Date of manufacture: 26-SEP-2019 Expiry date : AUG-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 482103
 Tests Specifications Results
DISSOLUTION
after 30 min.Q=75 % {(n=6) of the label
claim of drotaverine hydrochloride
- Bowl 1 >=80 % 97 %
- Bowl 2 >=B0 % 98 @
- Bowl 3 >=80 & 97 %
- Bowl 4 >=B0 % 99 %
- Bowl 5% >=80 & 99 &
- Bowl & »=80 ¥ 99 %
- Stage 2 Average of 12 tabs is not 1léss thar 735 % NA
within 30 min., and no tab is less than
608,
- Stage 3 Average &f 24 tabs is not less thén 75 5% WA

within 30 min., Aot wore than 2 units
are less than 0%, and no tab is less
than 50%
A aas oy NN AN AN
e e s ATt
Microbiological purity tests comply to the Ph.Eur. requirements (test is performed For every 100th lot but at
least for 1 lot/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.

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 2B-0CT-2019 10:26
Qualified person: dr. Solti Mdénika Maria
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