TEKJAPALIAA O COOTBETCTBHH

NEKJAPAHT, IPHHHAMAIOIIHUI JEKJTAPAIIHIO O COOTBETCTBHH:
AQ "Canogu Poccua”

Ceedenns o pecucmpayuu opzaruzayuu: Mexcpaiionnan uncnexyus Pedeparsnoll Ha102060i cvicoul N
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoens OIPH: 19.08.2002

Adpec: 125009, 2. Mocxea, v. Teepckas, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvnviii oupexmop Mouxe O.A.

Hosepennoe muyo: Kysneyosa H.FO Hosepernocms: 6/m om 20.08.2019

3AABJBIET, UTO
nexapcmeennoe cpedcmeo: Ho-uma® gopme mabnemiu 80 vz 24 wm., 6ricmepui (1), nauxu

Kapmonnvie, pez.yd. Ne IT NO15632/01 om 18.03.2009 ama 3avienvr 13.04.2018), cepia C V029, napmus
75204 ynaxosox, 200ex do 31.08.2022, npouseoocmea Xuvoun 3aeod Papmayesniieckux i Xumusveckux
npodvimoa 340 / Chinoin Pharmaceutical and Chemical Works Private Co Lid., 2112 Veresegyhaz,
Levai u. S, Hungary, Benzpus, k00 OKIIJ2 21.20.10.113, xoumparxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085352052 om 30.10.2019 .

COOTBETCTBYET TPEBOBAHHSIM
ITNO15632/01-021209 uzm. MNe 1-7

JEKJAPAIIASA ITPUHATA HA OCHOBAHHHA
npomoxon ucnvimanuit Ne 1251217 om 06.11.2019 HIT OO0 "Lennp KoHmponsn kaiecmea Buoaangh”,

ammecmam axxpedumayun RA.RU.21LKOT om 22.07.2015 ., cepmugpuxan cepuu XHHOHH 3aso0
Dapyayesmudeckux u Xuvuuecxux IIpodvimos 340 6/u om 24.10.2019, Cepmugpuxam POCC
HU.OMO05.C10844 om 07.11.2019

JATA TIPHHSITHS JEKTAPALIMM: 07.11.2019 .
DEKJAPAIA IEMCTBATEIBHA J0: 31.08.2022 2.

E Canodu Poccuas /
’;’r Sanofi Byssia AQ
y M 3, ka Kysnenosa H.10
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CBEJEHUA O PETUCTPAIIMHN

OPT'AH 10 CEPTU®HKAIINH, 3SAPETHCTPHPOBABIINH JEKJIAPAITHIO

Opzan no cepmugpurxayun npoovKyuy

OBljectiieq ¢ 02panuHenNoil ONIGENICIIGEHHOCHTbIO «OKPYICHON HeHIp Cepmuuxanui»,
aopec: 620014, POCCHA, Ceepdnosckas obracms, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU. 11 DPMO5

JEKJIAPAIIMA O COOTBETCTBHHU A2 POCC RU J-HU.®M05.4.49822/19

Uuuepnaa A.A.

PykoBoauTeIs OpraHa Imo
CepTH(HKALMH TPOTYKIMH




CEPTHOUKAT CEPUHA SA N O F E .

«XHHOMWH 3ason ®apmanesTiueckux H XUMHUECKHX MPOHAYKTOB 3AO»
- Komnanua «CaHodu»

Inowanka Bepewesabxas - 2112 Bepewennbxas, ya. Jiesau 5., Benrpus
Tenedon: +36 28 585 600/dakc: +36 28 585 939

Kop ToBapa: VER_482103
Hanmenosaune HO-LIITIA ®OPTE 80 mr taéaerkn 24X
npenaparta:

Crpana-umnoprep:  Poccus

Homep cepun: Cvo029 Homep cepun Cv029
3aKa3yuKa:

Hata npouspoactea: 25-Cen-2019 Jara ucreueHus Apr-2022
CpOKa T'OHOCTH:

Ho3suposka: CM. KOJIMYECTBEHHOE OMpeieTIcHHE

JexkapcTBesnnas TabneTKH

dopma:

Tun ynakosku: KOHTypHas sueiikosas ynakopka [IBX - AJIIOMUHUA

GMID kon: 482103

IlokazaTenn HopMbi Pe3yanTaThl

OHUIUYECKHE

XAPAKTEPHUCTHKH

— Onucanue ITIpomonrosareie ABOAKOBBIyKITbIe  COOTBETCTBYET

TAOJIETKH JKENTOrO C 3€IeHOBATEIM
HJIH OPEH)KEBBIM OTTEHKOM LIBETA.
C rpaBuposko#i <NOSPA» na
OJHOH CTOPOHE N IHHHUEH pa3zfioMa
Ha ApYroi CTOpPOHE.

HOAJIMHHOCTD

— B32XKX BpeMs yaepxuBaHHA OCHOBHOTO CootBeTcTBYET
[THKa Ha XpoMaTorpaMme
HCIIBEITYEMOTO pacTBOpa AOJLKHO
COOTBETCTBOBATH BPpEMEHH
YAEPKHBAHHA OCHOBHOTO ITHKa Ha
XpoMaTorpaMme CTaHAapTHOTO
pacteopa.

—- Y®-cnextpoporoMeTpus Y npTpadHONETOREL CIIEKTp CooTtBetcTByeT
pacTaopa, IPHrOTOBIEHHOTO AJIsl
ONpe/IeNICHUs PACTBOPEHHA,
JOIDKEH HMETh MaKCHMYMBI TIpH
IUiHHax BONH (241 +2) M, (302+2)
HM H (3534£2) HM.

PACITAJAEMOCTD
(BYKX)
— Jportasepanaux <1% 0.00%
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CEPTH®UKAT CEPUU S A N O F E . Ko
B,

«XHHOHH 3ason ®apmaueBTHHeCKHX B XHMHUECKHX npoaykTos JAO»
- Komnauus «Canodn»

Inomanka Bepewensxas - 2112 Bepewensxas, yn. Jlesau 5., Beurpus
Tenedon: +36 28 585 600/Pakc: +36 28 585 939

Koa ToBapa: VER_482103
HaumenoBanne HO-IUIIA ®OPTE 80 mr Tabaerku 24X
Mpenapara:

Crpana-amnoptep:  Poccus

Homep cepun: CV029 Howmep cepun Cvo029
3aKa34HKa:
Jara npousponcrea:  25-Cen-2019 Jara ucreyeHus AsBr-2022
CpOKa rOJJHOCTH:
HosupoBka: CM. KOJIH4ECTBEHHOE OIIpeeIeHHE
JlexapcrBeHHas TabneTKn
¢dopma: .
Tun ynakoeku: KOHTYpHas sueiikoBas ynaxkoska [IBX - AJIIOMWHHWH
GMID xox: 482103
IlokazaTenn HopMmsl PesyanTaTsl
—~ Ilepnapun <0,2% 0,00 %
— Jlobas npyras npumecs <0,2% <0.10%
— Cymma npumeceit <2% 0.0%
KOJIHYECTBEHHOE
OIIPEJAEJIEHHE (B37KX)
— JporaBepuHa ruapoxnopun 80,0 Mr £ 5% (76,0 - 84,0 Mr) 79,9 Mr
PACTBOPEHUE
(Q=75 %) (n=6) uepes 30
MHHYT
Jpotasepuna ruapoxopu He Menee 85 % 96%
-4 1
N He menee 85 % 97%

-Hamika 2 97%
-Yamxka 3 He menee 85 % 98%
-Hauwka 4 He menee 85 % 98%
-Yaika 5

Yammka 6 He menee 85 % 9%
T He menee 85 %
- CTAJIUSA 2: CpeaHee 3naueHue ana 12 tabnetok

AOMKHO GBITE He MeHee ueM 75 % HE ITPOBOJIUJIOCH

yepes 30 MHHYT, M HH OMHO#
TabJIeTKH CO 3HAYCHHEM MEHEe 4eM
60 %.
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CEPTUD®UKAT CEPUH S A N O F E %Q;

«XHHOHWH 3apoa PapMalesTHHECKHX H XHMHYECKHX NPOAYKTOB 3A0»
- Komnanns «Canodn»

Inomanxa Bepewenrxas - 2112 Bepeweayxas, yi. Jlesau 5., Benrpus
Tenedon: +36 28 585 600/ dakc: +36 28 585 939

Kon ToBapa: VER_482103
HaunmenoBanue HO-HIITA ®OPTE 80 mr Tabaerxu 24X
npenapara:

Crpana-umnoprep:  Poccns

Homep cepun: CVv029 Homep cepun Cv029
3aKa3qnKa:

Rara npouspoacrea: 25-Cen-2019 Jara ncteuenns Apr-2022
CpOKa rofHOCTH:

Jlosupoeka: CM. KOJIHYECTBEHHOE ONpeAeNeHue

JlexapcTBennas TabneTkn

dhopma:

Tun ynakosku: KOHTYpHas syeiikopas ynaxoeka [1BX - AJIIOMUHUN

GMID xogn: 482103

IlokazaTenu Hopmbl Pe3yjabLTATEI

- CTAIUA 2:

CpenHee 3HaueHHe Ui 24 Tabnetok

JIOJKHO GBITh He MeHee ueM 75 % HE TIPOBOJUJIOCH
yepe3 30 muHyT, He Oonee 2 TabneToK

MOTYT HMETb 3HauUeHHe MeHee yeM 60

% W HM [fs OQHOM TaONeTKH He

MOKeT OBITE 3HAYEHHA MeHee yeM 50

%.

Pe3yneTare! HCNbITaHHA Ha MHKPOGHONOTHYECKYIO YHCTOTY COOTBETCTBYET TPeOOBaHHAM
Esp. ®apm. (kaxxzaas 100-a cepus, HO He MeHee 1 B rozx). JlaHHas cepHsi IPOH3BEACHA B
COOTBETCTBUM C TpeboBanuaMH TeKyiueil Hamnexaineil npou3BoACTBEHHOM TPaKTHKH H
COOTBETCTBYET CHELH(UKALNAM COOTBETCTBYIOLIETO PErHCTPALMOHHOTO YAOCTOBEPEHHS.
Jlaunbli cepTH(HKAT aHANTH3A TOANHCAH IEKTPOHHOM MOAMHCEIO ¢ HCIONIB30BAHHEM
BAHAHPOBaHHOMH cHcTeMnl LIMS.

3akaoveHHe 0TOeNIa ofecnedeHNs KA9eCTBA

Jakmouenue: [IPUHATO
Hara: 24-OkT-2019 . 11:15
YnoaHoMoueHHOE JHNO0: J-p Con Monnka Mapus
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BATCH CERTIFICATE

CHINCIN 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

SANOFI g

Item code :
Product nama :

VER 482103

tablet

Dosage form :
Packaging type i
GMID code :

482103

NO-SPA FORTE 80 mg tablets 24X

Customer lot no. :
Expiry date :

Import. country : Russia

Lot number : cvo29

Date of manufacture: 25-SEP-2019
Strength : see at the assay

PVC - ALU blister

Ccvo29
AUG-2022

Tests ‘.Speeiﬁutmns S Results
CHARACTERS
- Appearance ‘Elon?&t&d biconvex tgblets of yelkau i Complies
color with a graanist or orange shade, :
uith "Haﬁbh" tnq:!uid on one slde anﬂ a
scora linn an thp other side,
IDENTIFICATION
= HPLC The :atention Elme af ths‘ualn peat in Complies
the chtuuatuqram af the test solution
-should correspond to the reteation time
‘of the main peak An the chromanogran of
the standard solutioﬁ. Lo :
-y ‘The UV ﬂpectrum of the s-:-lur.ion p-;erpa:ed Complies
.for ﬂisablu;lon tnsting shun d have
mxma at (241 B2y i, - {302+f- 21 l:m,
and 1353 ++2) om. = :
RELATED SUBSTAKCES (HFLC) 5
= Drotaveraldine <w 1.0 R 0.00 %
= Perparine ;, 0.2 i 00D %
= Any other impurity <m {1, 2 E ) <0.1¢ %
- Total impurities <= 2.0 % 2 0.0 %
ASSAY (HFLC) e R LR A
- Drotaverine HCL H0.0 mg +/- 5% (76.0 - B4.0 mg) T9.9 mg

rap_coa_resultats v5

Page 1/ 2



BATCH CERTIFICATE

SANOFI| g

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

Veresegyhdz site - Z11% Veresegyhdz, Léval u.5., Hungary

Phone: +36 28 585 800 / Fax: +36 2B 585 939

Item code : VER 482103

Product namsa : HO-SPA FORTE 80 mg tablete 24X

Import. country : Russia

Lot number : cvoz9 Customer lot no. : cvo29
Date of manufacture: 25-SEP-2019 Expiry date : AUG-2022
Strength : see at the assay

Dosage form : tablet

Packaging type : BPVC - ALU blister

GMID code : 482103

.té -

DISSOLUTION
after 30 min.Q=75 % (n=6} of the label

claim of drotaverine hydrochloride

- Bowl 1 >=80 % ' : 36 %
- Bowl 2 >80 % : £ : ; 97 &
- Bowl 3 ywg0 % ; : : e
- Bowl 4 >=80 & B _ : 98 %
- Bowl 5 =80 % i ' 98 1
= Bowl & bl LI AR i £ P 99 %
- Stage 2 Average of 12 tabs is hot Lless than 75 & NA
within 30 min., and no tab is less than
60k, : '
= Stage 3 Average of 24 tabs is not less than 75 % WA

within 30 min., not more than 2 units
are less than 60%, and no tab is less
Microbiological purity tests comply to the Ph.Eur. requirements (test is performed for every lO0th lot but at
least for 1 lot/year).
This batch has been manufactured im 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.

i i
e ot

QP decision
Decision : FELSEZABADITVA / ACCEPTED
Date : 24-0CT-2019 11:15

Qualified parson: dr. Solti Ménika MAria
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