CEPTUO®UKAT CEPUHN

«XHHOMH 3ason ®apMauepTayeckux H XuMIMeckHX npoaykToB 3A0»
- Komnauns «Caxnodu»

[Inomarka Bepemenbxas - 2112 Bepewensxas, yin. Jlesau 5., BeHrpus
Tenedon: +36 28 585 600/dakc: +36 28 585 939

Kox ToBapa: VER_703962
HaumenoBanue npenapata: HO-LIMA ®@OPTE 80 mr rabnerkn 10X
CTpana-uMnoprep: Poceua
Homep cepuu: Cvo037 Homep cepun: Cvo037
/Tata npou3BoACTBa: 27-Hon6-2019 Hara ucreuenna cpoka OxkT-2022
TOAHOCTH:
Tlo3uposKa CM. PE3yNLTAT ONpeaeAeHUs
KONHUYECTBEHHOFD COASPIKAHUS
IlexapcTBeHHaA opma: TabneTicu
Tun ynakoBKH: TMBX-Anio 6mictep
Koag GMID: 703962
Toxa3aTenn = Hopmel PesynbTatss
XAPAKTEPHCTHKHU
= Onucanne IlpozonroBathie ABOAKOBEIIYKILIE TAGNETKH CoOTBeTCTRYET
HENTOTO ¢ 3CNEHOBATHIM WITH OPAHIKEBBIM
OTTEHKOM UBETA, ¢ rpaBupoBrol «NOSPA» Ha
oanoll CTOpoHe W THHHEeH pa3snoMa Ha ApyroH
CTOPOHE.
NMOJJIHHHOCTD
=  B3XX Bpema yaepxuBaius 0CHOBHOIO MHKa Ha CooteercTayeT
XPOMETOTPaMMeE HCTIBITYEMOTO PAcTBOpA
DOKKHO COOTBETCTBOBATE BPEMEHU
YHOEPKHBAHKS OCHOBHOIO NHKA HA
XpOMaTorpaMMe CTRHIAPTHOFO PACTBOPA.
—  Y®-cnexrpodoToMeTpus Y arTpadiHoneToBLIH CHEKTP PacTBOpa, Cootpercrayer
NPHIOTOBIEHHOIO AN ONPEASTISHHA
PacTBOPEHMS, JONKEH UMETh MAKCHMYME!
TIOTACLIEHHS TIPH ANMHAX BONH (241 £2) HM,
(302+2) um 11 (353£2) um.
POACTBEHHBLIE [IPHMECH
(BIKX)
i — /JlporaBepanzni <1,0%
~ Tlepnapuu <0.2%
- Jlwbas apyras npumecs <02%
— Cymma npumeceii <2,0%
KOJHYECTBEHHOE
ONPEAEJIEHHE (B3)KX)
= [poTasepuHa ruApOXAOPHA 80,0 Mr £ 5% (76,0 - 84,0 mr) L
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«XHHOKH 3ason ®apmaneBTHieCKHX H XUMHYECKHX NpoAyKkTes 3A0»
- Komnauua «Canodu»

Inowanxa Bepewensxas - 2112 Bepeweasxas, yn. Jlean 5., Benrpua
Tenedon: +36 28 585 600/daxc: +36 28 585 939

Koa ToBapa: VER_703962
Hawnmenopauie npenapara: HO-IHITA ®OPTE 80 mr Tabaerin 10X

Crpasa-umMnoprep: Poccun
Homep cepun: Ccv037 Homep cepun: Cvo037
JlaTta Npou3BoacTBA: 27-Hoa6-2019 Jlata ucTeue HuA cpoka Oxr-2022
TOAHOCTH:
Jo3uposxa CM. pe3ynbTaT ONpeacacHua
KOJINMECTBEHHOTO COAEPKAHMHS
JlekapcTBeHHan dopma: TabneTkn
Thn ynakoBxu: [IBX-Amo 6nuctep
Kon GMID; 703962
PACTBOPEHHE
[Moene 30 MmuuyT Q=75 % (n=6) o1
3a487CHHOCO COAEpKaHHs APOTABEPHHA
FHAPOXAOPHIA
-Hawxa | He menee 80 % 99 %
-Yammxa 2 He menee 80 % 97 %
-Yamka 3 He menee 80 % 98 %
-Yamixka 4 He menee 80 % 94 %
-Yawxa § He menee 80 % 97 %
-Yawka 6 He menee 80 % 95 %
- CTAIWUA 2: Cpennee 3HaucHde aAna 12 tabnetok fomkHO HE INPOBOJUNIOCE
OBbITE He MeHee eM 75 % uepes 30 MUHYT, H
HY 0AHOH TalAETKH CO 3HAYCHUEM MEHEE YeM
60 %.
- CTAOUA 3: Cpennee 3naucnHe 1A 24 TabneTok T0NKHO

ObITe HEe MeHee yeM 75 % vepes 30 muuyt, e HE ITPOBOJIHIIOCH
Gonee 2 Tab6NETOK MOTYT HMETh 3HAUEHHE

MeHee ueM 60 %, ¥ HH st OnHOM TabneTkH He

MOxeT OLITE 3HAUEHUA MeHee deM 50 Y.

JonoanKTeasHan HudopMauda
MukpoGuonernueckan YHCTOTa

(EBp.apm)*

-06wee KOAUIECTBO AHAIPOOHEIX =100
mukpoopranuzmos (TAMC), KOE/r

~QOflee KONHYECTBO MIECHEBRIX H =10
Apoxakeseix rpubos (TYMC), KOE/r

- Jwepnxus koau, 1 r OrcytcTByeT

(nposoaatcs Ha kaxgtof 100-fi, Ho HE MeHEe, e Ha | ceprn B roa)
Ccrinka Ha Homep PV, 1 N015632/01
3aperucTpypoBaHHoro B Poccuu:

ADH, ncnoaessosaHHblii B X0Q€

NpoH3IBOACTBA

TIponssonutens APH

-JpoTaBepHiia rHAPOXAOPHA Xwunonn npatisar Ko. Jita., byaanewr,
Benrpusa
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CEPTHUO®HUKAT CEPHH S A N O F E . EEN
@

«XHHOHH 3aBoa PapmaueBTHYECKHX H XHMHUECKHX MPOLYKTOB 3A0»
- Komnanusa «Canogun

Ilnomanka Bepemenpxas - 2112 Bepewensxas, yn. Jlepau 5., Benrpus
Tenedon: +36 28 585 600/daxc: +36 28 585 939

Kon Torapa: VER_703962
Haumenosanne npenapata: HO-IUIIA GOPTE 80 mr tabnevkn 10X

CtpaHa-uMmnopTep: Poccua
Homep cepun: CvVo037 Homep cepun: Cv037
JlaTa NpOM3BOACTRA: 27-Hoab-2019 JlaTa ucTeueHUs cpoka Oxr-2022
FOLHOCTH:
TTo3upoBKa CM. pPe3yNnbTaT onpeaesieHiu
KOJIHYECTBEHHOTO CONepKaHUs
UlekapcTeeHHan dopma; TabneTku
[THI ynakoBKH: IMBX-Anio 6auctep
Kon GMID: 703962
Ynaxoska H MApKHpPOBKA: B cootsevcTeuH ¢ HIT

faunas cepus oTeeyaet Tpebosanvam HopmaTHBHOI AokyMeHTALIHN, 3aperHCTPHPOBanHoii B Poccuiickoii henepanuy B
HACTORALIEE BPEMA, TIO NEPCUNCACHHBIM NMOKA3ATENAM KAYeCTBa,

Hannas cepus npou3snencHa B COOTBETCTBHM ¢ TpeGOBAHHAMM Tekywieli HanaexaueH NpoH3s0nCTBEHHOMA MPAKTHEH U
COQTRETCTBYET CNEUH(IHKALNAM COOTBETCTBYIOWIETO PECHCTPALMOHHOIO YAOCTOBEPEHHS,
Haunetii cepTHgMKaT aHANH3a BOANKUCAH INEKTPOHHOM MOANKCHLIO ¢ HCMONL30BANKEM BANMAHPORAHKOM cHeTemel LIMS.

3axaodeHne YHOJHOMOYEHHOTO JTHIIA

3akmoueHue: OJOBPEHO
Harta: 09-Hex-2019 10:49
YnoJqHOMO4YeHHOE JTHLIO: H-p Contn Monnka Mgz~
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
a Sanofi company
Veresegyhdz site - 2112 Veresegyhéz,

Lévai u.5., Hungary

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

i,

SANOFI

Item code VER 703962
Product name NO-SPA FORTE tablets 10X
Import. country Russia
Lot number Cv037 Customer lot no. : Cvo37
Date of manufacture: 27-NOV-2019 Expiry date OCT-2022
Strength : see at the assay
Dosage form : tablet
Packaging type PVC - ALU blister
GMID code 703962
Tests Specifications Results
CHARACTERS
- Appearance Elongated biconwvex tablets of yellow Complies
color with a greenish or orange shade,
with "HOSPA™ engraved on one side and a
score line on the other side. :
IDENTIFICATION
- HPLC The retention time of the main peak in Complies
the chromatogram of the test solution
should correspond to the retention time
of the main pgak.in the chromatogram of
thn standard sulutiaq.
- v The UV spectrum of the solution prepared Complies
for dissclution testing should have
maxima at (241 +/- I} nm, {(302+/- 2) nm,
and {353 +/~ 2) nm.
RELATED SUBSTANCES (HELC)
- Drotaveraldine <= 1,0 & 0.00 %
- Perparine Lo 0,20 0.00 %
- Any other impurity <= 0.2 % <0.10 %
- Total impurities <= 2.0 & 0.0 %
ASSAY (HPLC) : :
- Drotawverine HC1 BO.U0 mg #/= 5% (76:;0:=84.0 mg) 8.7 mg
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BATCH CERTIFICATE

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

Veresegyh&z site - 2112 Veresegyhéz, 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 : Ccvo37 Customer lot no. : Ccv037
Date of manufacture: 27-NOV-2019 Expiry date : 0CT-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 703962
R WA
Tests Specifications Results
DISSOLUTION

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

¢laim of drotaverine hydrochloride

- Bowl 1 >=80 % 99 &
- Bowl 2 »=80 % 97 %
- Bowl 3 >=30 % 98 %
- Bowl 4 >=80 % 94 &
- Bowl 5 >=80 % 97 &
- Bowl 6 >=B0 % 95 %
- Stage 2 Average of 12 tabs is not less than 75 % NA
within 30 min., and no tab is less than
60%,
Stage 3 average of 24 tabs is not less than 75 % MNA

within 30 min., not more than 2 units

are less than 60%, and no tab is less

than 50%.
ADDITIONAL INFORMATION
Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g <=100
- TYMC, CFU/g <=10
- Escherichia Coli, 1 g absent

+ndditional tests are not performed for routine inspection, not conducted for this batc
{(for every 100th lot but at least for 1 lot/year)

The reference number of Market
Authorization registered in Russia: P ND15632/01

API used for producticn
Manufacturer's name of API

- Drotaverine hydrochloride CHINOIN Private Co, Lid., Budapest, Hungary
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BATCH CERTIFICATE

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

Item code : VER 7039862

Product name : NO-SPA FORTE tablets 10X

Import. country : Russia

Lot number : Cvo37 Custeomer lot no. : Cvo37

Date of manufacture: 27-NOV-2019 Expiry date : OCT-2022

Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blister

GMID code : 703962
SRR W W SR R S RERAIRA S0
Tests Specifications Results

Fackaging and labelling: In accordance with ND

This batch meets the reguirements of the Normative Document currently registered in Russian Federation
on the listed quality parameters.

This batch has been manufactured in compliance with the ¢GMP 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 : 09-DEC-2019 10:48
Qualified parson: dr. Solti Ménika Maria
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