JTEKJAPAIIMSI O COOTBETCTBHH

AEKJIAPAHT, IPHHUMAIOIIHHA JEKJIAPAIIHIO O COOTBETCTBHRM:
AQ "Canoghu Poccug”

Ceedenus o pezucmpayuu opeavusapun: Mexcpaiiounan unenexyus Qedeparvroii Han02060ii cryxcoor Mo
46 no 2. Mockee 01.01.2008, OTPH 1027739079940, dama npuceoenns OFPH: 19.08.2002

Adpec: 125009, 2. Mocxaa, yn. Teepcran, 0. 22. Tenegpon/gaxc: 8 (495) 721-14-00/ 721-14-11

B anye: Ieriepanvmuiii dupexmop Monxc O.A.

Hocepenroe mmjo: Kysneiosa H.JO Jooepennocniv: 6/ om 20,08.2019

3AABJIAET, UYTO
Aexapcmeennoe cpedcmeo: Ho-uma® popme mabnenixu 80 vz 10 wim., 6rucmeper (1), navxu

Kapionnvie, pez.vo. No IT NO15632/01 om 18.03.2009 (dama 3avens: 13.04.2018), cepua CV024, napnmus
119040 ynaxosox, 200en do 31.08.2022, npouzeodcmea Xunoun 3aeod Dapmayeamuveckinx 1
Xumueckux npodyxmos 340 / Chinoin Pharmaceutical and Chemical Works Private Co Ltd., 2112
Veresegyhaz, Levai u. 5, Hungary, Benzpus, xod OKIT2 21.20.10.113, Kowmpaxm Ne250/40056192/F-2
om 20.10.2010, ureotic No 9085351446 om 24.10.2019 2.

COOTBETCTBYET TPEGOBAHHAM
ITNO15632/01-021209 uzse. Ne 1-7

AEKJAPAITASA IPUHATA HA OCHOBAHHA
npomoxon ucwsimanuit Ne 118181 om 29.10.2019 HIT OO0 "Lienmp xonmpoas kavecmea Buoaaiigh”,

ammecman axxpeoumarpnt RA.RU.21L{KO! om 22.07.2015 2., cepmugbuxam cepuu XHHOMH 3aeod
Dapyarjesnneckux u Xumuueckir Mpodvimoe 340 6/ om 16.10.201 9, Cepmugpuram POCC
HU.OMO5.C10253 om 29.10.2019

JAATA IPUHATHS AEKJIAPAIIHH: 29.70.2019 2.

AEKIAPATV AEICTBHTEILHA JI0: 31.08.2022 .

Comotm Poccys. - | /
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CBEJAEHHS O PETUCTPAIIN

OPT'AH IO CEPTHOHKAIAH, 3APETHCTPUPOBABIIHN HEKJAPATIHIO

Opzaw no cepmughuxaiguu npodyxyun

Obugecmaa ¢ ozparitiennoll OmgencmeeRnoCbIo «OKpYJHCHOIL tenmp cepmugbuxaijin»,
adpec: 620014, POCCHA, Ceeponoscxas obaacms, Examepuntype, Xoxpsroea, 74, 1706,
mea: (343) 380-27-53, www.ekbocs.ru, anmecman arxxpedumiayin Ne RA.RU. 11 OMO5

AEKJAPAITHA O COOTBETCTB M POCC RU J-HU.PMO05.4.48572/19
A PETMGTPAITAN: 29.10.207 '

Uigeprna ALA.
MOAI PykoBoamTens oprana no
CepTHOHKALME [IPOTYKIHH




CEPTHUO®HUKAT CEPUHA S A N O F I ) ﬁ
]

«XHHOHH 3ason ®apmaleBTHYECKHX H X HMMYECKHX APORYKTOB 3AO»
- Komnanna «Canogpus»

Mnowanka Bepewensxas - 2112 Bepewensxas, yn. Jiesau 5., Benrpus
Tenedon: +36 28 585 600/Pakc: +36 28 585 939

Kon ToBapa: VER 703962
HanmenoBanune HO-IIITA ®OPTE T1a6aerkn 10X
npenapara:

Crpana-ummoptep:  Poccusa

Homep cepumu: Cv024 Homep cepun Cvo024
3aKa3zqHKa:

Hara npoussoacrea:  18-CEH-2019 Jlata ucreyenus ABI'-2022
CpOKa TOHOCTH:

Jo3upopka: CM. KOJIMYECTBEHHOE OIpEACIIEHHE

JlekapcTBeHHas TabieTku

¢opma:

Tun ynakoBku: KOHTypHas f4elikoBas ynakoska [IBX — AJIIOMUHWH BJINCTEPHI

GMID xon: 703962

Iloxazarenn Hopmbi Pe3yanTaThI

OU3NYECKHE

XAPAKTEPUCTHMKHA

— Onucanne ITpononrosarbic ABOAKOBEMYKIIBIE  COOTBETCTBYET

TabJIETKH XKENTOrO C 3€/CHOBATHIM
HITH OPaH)XEBBIM OTTEHKOM IIBETA.
C rpaeuposko#t «<NOSPA» Ha
OJZHOH CTOpOHE H JIHHHEH paznoMa
Ha apyro# cropone. [nuea
TaONETOK COCTABIAET
IpHOIHM3NTENBHO 13 MM, HX
LIMPHHA - TPUOTH3HTENBHO 6 MM,
4 BBICOTA - IPHONH3UTENBHO 3,8
MM.

NOAJTHHHOCTD

- B3XX Bpems ynep:kHBaHHS OCHOBHOT'O CooTBeTCTBYET
ITHKa Ha XpoMaTorpaMmme
HCIIBITYEMOI'0 pacTBOpa JOKHO
COOTBETCTBOBATE BPEMEHH
YASP’KHBaHUA OCHOBHOT'O ITHKA Ha
XpoMarorpaMme CTaHAapTHOTo
pactBopa.

- Y®-cnektpodoToMeTpHS YiabTpaHONeTOBLIH CIEKTp CootBeTcTByeT
pacTBOpa, MPUrOTOBIIEHHOTO AJIA
OIpeJIc/ICHHS PaCTBOPEHHS,
JIOJDKEH HMETH MAaKCHMYMBI TIpH
JUTMHAX BOJH (241 +2) HM, (302+2)
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CEPTU®UKAT CEPUUN S A N O F I %‘%

«XHHOMHH 3ason dapMaueBTHIeCKHX 1 X EMUUECKHX MPOAYKTOB 3AO»
- Komnanus «Carodu»

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

Kon ToBapa: VER 703962
HaumenoBaunue HO-IOIIA ®OPTE Tabaerku 10X
npenapara:

Crpana-umnoprep:  Poccna

Howmep cepun: CVv024 Homep cepun Cvo024
3aKa3zyHKa:
Jara npouspozcrea: 18-CEH-2019 Jlarta HetedeHusd ABI'-2022
CpoKa roJHOCTH:
Hozupoeka: CM. KOITMYECTBEHHOE OIIpe/ieicHHE
JlekapcTReHHas TabNeTKH
tdopma: .
Tun ynakosku: KOHTYpHas syelikoBas ynakoska [IBX — AJIIOMUHWU BJTUCTEPEI
GMID kox: 703962
IToxazaTenn Hopmsi Pe3yanTaThl
HM H (353%2) am.
PACTIAJAEMOCTD
(BIKX)
— JlporaBepanauH <1% 0.00%
— Ilepnapun <0,2% 0,00 %
— Jhobas apyras npuMech <0,2% <0.10%
-~ Cymma npuMeceit <2% 0.0%
KOJINYECTBEHHOE
OIIPEJEJIEHHE (B37KX)
— Jporasepuna ruapoxnopun 80,0 Mr £ 5% (76,0 - 84,0 mr) 78,0 Mr
PACTBOPEHHE
(Q=75 %) (n=6) uepe3 30
MHHYT
HporasepuHa rEApOXIOpHL He mMenee 85 % 98%
-4 1
— He menee 85 % 94%

-Yamxa 2 96%
Yamxa 3 He menee 85 % 98%
-Hamka 4 He menee 85 % 97%
-Hamka 5

g 6 He menee 85 % A
-atika He menee 85 %
rap_coa_resultats v5 Crtpannua 2/3




CEPTU®HKAT CEPMH S A N O F E N %
A

«XWHOHH 3apoa dapmaleBTHYECKHX 1 XHMHUECKHX MpoAykToB 3A0»
- KoMmnanusa «Canodu»

[nomanxa Bepewennxas - 2112 Bepemenbxas, yn. Jlesau 5., Benrpua
Tenedon: +36 28 585 600/Dakc: +36 28 585 939

Koa ToBapa: VER 703962
HaunmeHnoBanue HO-HIITA ®OPTE Tatnerxku 10X
npenaparta:

Crpana-uMnoprep:  Poccus

Homep cepun: Cvo24 Homep cepuu Cv024
3aKa3yuMKa:
Hara npoussoactea: 18-CEH-2019 JlaTa ucteyenus ABI'-2022
CPOKa 'OQHOCTH:
Jo3upoeka: CM. KOJNIMYECTBEHHOE OIIPeIeIICHHE
JlexapcTBeHHas TabneTku
dopma:
Tun ynakoBku: KOHTYpHas s4eiikopas yrakoska [IBX — ATIOMUHUN BIIMCTEPBI
GMID kon: 703962
IlokazaTenn Hopmbl Pe3yabTarsl
-CTAIHA 2: Cpennee 3nauenne ana 12 tabnerox HE IMPCBOJHUITOCE

JOJDKHO OBITE He MeHee ueM 75 %
uepe3 30 MHHYT, H HH OAHOI
TabNETKH €O 3HaUeHHEM MEHeEe YeM

60 %.
- CTAJZIUA 2:

Cpennee 3Ha4eHHe 414 24 Tabnerox HE IMPOBOJIUJIOCH
JOJDKHO OBITE He MeHee ueM 75 %

yepes 30 MUHYT, He Gosee 2 TabneToK

MOTYT HMETh 3HaYeHHE MeHee YeM 60

% ¥ HH Ang OAHOI TabneTky He

MOXeT OBITh 3HAYEHHA MeHee ueM 50

%.

Pesynetarsl nCnbITaHHS Ha MHKPOGHOIOTHYECKYIO YHCTOTY COOTBETCTBYET TPEGOBAHUAM
Emp. ®apm. (kaxzaas 100-1 cepus, Ho He MeHee | B rof). JlaHHas cepus IPOM3BEIEHA B
COOTBETCTBHH C TpeGoBaHHAMH Tekyllel Hannexaluel npoH3BOACTBEHHOM MPAKTHKH H
COOTBETCTBYCT CHeUMpUKALMAM COOTBETCTBYIOIIETO PETHCTPAUOHHOIO YI0CTOBEPEHHS.
HaHHbI# cepTHMKAT aHAN3A IOANHCAH HIEKTPOHHOH MOANHCHIO ¢ HCIONb30BAHHEM
BATHAMPOBAHHOM cHcTeMbl LIMS.

3axnmouenue 0THesIA o0ecniedeHAN KavecTBa

3axirouenue; ITIPHHATO
Jdara: 16-OKT-2019 09:40
YNoHOMOUEHHOE JIHI0: JI-p Contr Monnkxa Mapus
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Zanofi company
Veresegyhdz site - 2112 Veresegyhiz, Léval u.5., Hungary

Phone: +36 28 S85 €00 / Fax: +36 2B 5RS 939

SANOFI

Item coda :
Product name :

VER 703962
HO-5FA FORTE tablets 10X

Import. country : Russia
Lot number : Cvoz4 Customer lot no. : Ccvoz4
Date of manufacture: 18-SEP-2019 Expiry date : AUG-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC ALU blister
GMID code 703962
_Specifications Results
CHARACTRRS i 5
= Rppearance ‘Elongated biconvex tablets of yellow = . Complies
color with a greenish or orange shade,
ﬁiph “hQSEn“'enqravé& oh ené side and a
score line on the other side.
IDENTIFICATION
- HELC The retention time of the main peak in Complies
the chromatogram of the tnst‘solutjan_
should correspond to the retention time
of the main peak in the éh:amithran of
the standard solution, :
- The UV spectrum of the solution prepared Complies
for dissolution testing should have
maxima a2t (241 +/- 2} nm, (302%/- 2} nm;
and {353 +/= 2) nm. o
RELATED SUBSTANCES (HPLC)
= Drotaveraldine el 1 1 . T 0.00 %
= Perparine <m 0.2 % 0.00 %
= Any other impurity e 2R S <0.10 %
- Total impurities <= 2.0 % 0.0 %
ASSAY (HPLC) e : ik A
- Drotaverine HCL BO.O mg +/- 5% (T76.0 = 4.0 mg} T8.0 my

rap coa_rasultats w5
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BATCH CERTIFICATE

SANOFI| « 8

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 28 585 933

Item code : VER 703962
Product name : NO-SPA FORTE tablets 10X

Import. country : Russia
Lot number : cvo24 Customer lot no. : cvoz4
Date of manufacture:; 18-S5EP-2019 Expiry date : AUG-2022
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blister
GMID code : 703962

Tests Specifications _ Results
DISSOLUTION

after 30 min.g=75 ¥ (n=6)} of the label

claim of drotaverine hydrochloride

Bowl 1 >=B0 & 98
- Bowl 2 >=B0 % 94 &
- Bowl 3 >=80 % 6 %
- Bowl 4§ =00 % 98 %
- Bowl 5 B0 % 97 %
- Bowl & F=B0 % 96 %
- Stage 2 Average of 12 tabs is not less than 75 & Ha
within 30 min.; and no tab is less than
0%,
- Stage 3 Average of 24 tabs is not less than 75 % NA

within 30 nmin., not more than 2 units
are 1éss than 60%, and no tab is lass
than 50%.

e
e

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 : 16-0CT-2019 09:40
Qualified person: dr. Solti Ménika Maria
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