HAEKJIAPATIASA O COOTBETCTBUA

JEKJAPAHT, IPHHAMAIOIAY JEKJIAPAIIAIO O COOTBETCTBHH:
AO "Canogpu Poccus”

Ceedenun o pezucmpayuu opzanusamypins: Mexcpaiionnas wncherijun @edepanonoit Hanozo6oti cryycbvr Ne
46 no 2. Mockee (11.01.2008, OTPH 1027739079940, dama npuceoennus OTPH: 19.08.2002

Adpec: 125009, 2. Mocxaa, ya. Teepckas, 9. 22. Teneghon/charxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvrniit Oupexmop Mowow OA.

Hosepennoe mnjo: Kysueyoea H.JO Josepennocme: 6/y om 20.08.2019

3AABIAET, UYTO

nexapcmeennoe cpedcmso: Jlubexcun® mabnemsu 100 sz 20 wamn., Baucmepwr (1), nausu xapmonnste,
pez.y0. Ne IT NO15126/01 om 29.10.2008, cepus CV007, napmus 65584 ynaxosox, z0den do 31.08.2024,
npouseoocea XHHOHH 3asoo @apmayesmuveckux u Xuvuvecxkux Ipodyxnos 340 / CHINOIN
Pharmaceutical and Chemical Works Private Co Ltd., Levai u. 5, 2112 Veresegyhaz, Hungary, Benzpus,
ko0 OKIIA2 21.20.10.255, kod TH B3 3004900002, xonmparxm Ne 250/40056192/F-2 om 20.10.2010,
urgoiic Ne 9085352083 om 30.10.2019

COOTBETCTBYET TPEBOBAHHUAM
1T NO15126/01-291008 wam. Me 1-4

AEKJAPAINUA ITPHHATA HA OCHOBAHHMHA
npomioxon ucnvimanuii Ne 1251811 om 06.11.2019 HIT OO0 "Lienmp xounipoan xavecmea Buonaiigh”,

ammecmam axxpedumajiu RA.RU.21LKOI om 22.07.2015 2., cepmudpuxam na cepuo XHHOHH 3acod
Dapsayeemuieckix u Xumuyeckux Ipodykmos 340 6/u om 29.10.2019, Cepmugpuxam POCC
HU.OM05.C10851 o 07.11.2019

JATA IIPAHSITHS TEKJNAPAITHHE: 07.11.2019 2.
JEKJLAPATIVS NEACTBATEBHA 0: 31.08.2024 2.
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CBEJEHUS O PETHCTPAIINHA

OPTAH 11O CEPTHO®HKAIIHMN, 3APETHCTPHPOBABIIHNA TEKJIAPAIHIO
Opzan no cepmughuxaipn npoOvkyu

Obuyecrnea ¢ ozpannvernotlt omeemcmeeHnocmbI0 « OKPY*cHOi yenmp cepniiguxayui»,
adpec: 620014, POCCHA, Ceeponosckan obnacme, Examepunbype, Xoxparoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.1]1 OMD5
MEKJAPAITHA O COOTBETCTBHH A POCC RU J-HU.®M0O5.4.49857/19

2.

Yugeprra A.A.
PykoBoxuTent opraHa o
cepTROHKAIME OPOTYKIHA




MUBIZONYLAT/CEPTUGUKAT
CEPUH

«XHHOMHH 3apon dapMaueBTHIECKHX 1 X HMHYECKHX npoAykToB 3A0»

Komnanus «CaHogi»

[Inowanxka Bepewensxas - 2112 Bepemenbxas, ya. Jlepau 5., Benrpus
Tenedou: +36 28 585 600/Dakc: +36 28 585 939

SANOFI g

Koz ToBapa:
HaumeHoBauue
Openapara:

Crpana-umnoprep:
Homep cepun:

Hara npou3ssoncTea:

VER 14933
JHBEKCHH 100 mr radaerxu 20X

JIMBEKCHH 100 mr Tabnetkn 20X
Poccus, I'py3us, Kupruscran

Cvoo7 Homep cepun
3aKa34YHKa:
30-Cen-2019 Jlara ucTeveHus

CpOKa FOOHOCTH:

CvVoo7

Asr-2024

Jto3npoBka: CM. KOJINYECTBEHHOE OIIpeecHIe
JlekapcTBenHas TabNeTKH
dopma: 3
Tun ynakopka: KOHTYpHas sveikoBas ynakoBka [1BX - ATTIOMHUHUN
GMID kon: 195406
Hoxaszatenu Hopmei PesyabTarm
XAPAKTEPUCTUKH
— OmnHcanue IInockue Tabnetkn mouty Gesoro  CooteeTcTRyeT
uBeTa ¢ (hackoif ¢ obenx cTopou
Ha nuuesoii cropone Haxomures
rpasHposka «JIMBEKCHH», Ha
ApYTo# - BOHHAs TMHHA pasioMa.
— CpenHsas Macca 160 Mr + 7,5% (Esp. ®apm.) 160 Mr
~ OmHOPOAHOCTE Macchl Jns 20 Tabnerok gomycTHMm CootBeTcTRYET
pa3bpoc cpeaneii Macchl + 7,5%,
pasbpoc cpenneii Maccewl + 15 %
JAOMYCTHM Ajia He Goliee ABYX
TabJIETOK.
— IlpounocTs Ha UcTHpaHne < 1% (Enp. ®apm.) <1%
IMNOJJIMHHOCTD
(ITpenoxcaunazuna
THAPOXJIOPHR)
— MetomoM ocaxaeHus CootBercTByer CoorserctByer
— Y®-cnexrpooromeTpus Cootserctayer CootBetcTByeT
KOMMYECTBEHHOE
OINPEAEJIEHHE
(METOAOM CBIXX)
— (IlpeHokcauasuna 100,0 Mr = 5% (95,0-105,0 Mr) 99,2 Mr
TMAPOXJIOPHT)
PORCTBEHHBIE
IIPUMECH (CBXKX)
—  5-BHHHI-0KCAIHA30,1 <0,5% 0,0%
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MUBIZONYLAT/CEPTU®UKAT
CEPUU

«XHWHOWH 3asoa dapmanieBTHeckHX H XUMUMECKHX NpoaykTOR 3AO»

- Komnasns «CaHodm»

Inowanka Bepewenbxas - 2112 Bepewensxas, yi. Jlesau 5., Beurpus
Tenedou: +36 28 585 600/Maxc: +36 28 585 939

SANOFI g

Koa ToBapa:
HanmeHoBaHue
npenapara;

Ctpana-uMnoprep:

VER 14933
JIMBEKCHH 100 mr tataerkn 20X

JIMBEKCHH 100 mr tabnetkn 20X
Poccus, I'py3us, Kupruscran

Homep cepun: CV007 Homep cepun Cvo007
3aKa3HKa:
Jara npoussoactea:  30-Cen-2019 Jara ucteyenus Apr-2024
CpoKa roOHOCTH:
Hozuposka: CM. KOJIHYECTBEHHOE ONpeie/icHHe
JlekapcTBeHHas TabneTkH
dopma: .
Tun ynakosku: KOHTYpHas s4yerkoBad ynaxoeka IIBX - AJTIOMUHUH
GMID kon: 195406
Ilokazarenn Hopmel PelyabTaThl
— Enuauynas npumecs <0,20% 0,00%
— Cymma npumeceit <1,0% 0,0%
PACTBOPEHHUE
(IIpeHokcanazuna
THAPOXIOPHT)
nocie 45 muH. (Q=65%, n=6)
— Yama 1 > T10% 83%
— Yama 2 = 10% 84%
- Yama 3 > 70% 85%
— Yama 4 > 10% 82%
— Yama 5 > 70% 82%
~ Yama 6 > 70% 83%
— Craaus 2 Cpennee 3Hauenue aa 12 H/TI
TabneToK OCTaBNET HE MEHEE
65% B TeueHHe 45 MHH., U
OTCYTCTBYIOT TabJleTKH, A
KOTOpBIX JAaHHOE 3HAYCHHE
cocTaglser meHee S0%.
— Cragus 3 Cpennee 114 24 TabneTok - He HAI

MeHee 65 % B TeueHue 45 MuH.,
He 6onee 2 equHuIl - Menee 50%,
H OTCYTCTBYIOT TaONETKH, JUIA
KOTOPBIX 3Ha4YCHHE - MeHee 40%.

A mikrobiolégiai tisztasdgi vizsgdlatok megfelelnek a Ph.Eur. kﬁvetelaényeinek (minden
100. tétel, de évente legaldbb egy). / Pe3ynpTaTs! HCNbITAHKA HA MHKPOOHOIOTHYECKYIO
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MUBIZONYLAT/CEPTU®HUKAT
CEPHM SANOFI|

«XWHOHH 3asoa ®apmaueBTHHECKHX H X HMHYECKHX NpoaykToB 3A0»
- Komnauua «Canogu»

Mnowanxa Bepeweasxas - 2112 Bepewenbxas, 1. Jlesau 5., Beurpus
Tenedon: +36 28 585 600/Dakc: +36 28 585 939

Kog ToBapa: VER 14933
HanMeHnoBaHHe JIUBEKCHH 100 mr Tatnerxu 20X
npenapara:

JIMBEKCHH 100 Mr tabnerku 20X
Crpana-mmnoprep:  Poccus, I'py3us, Kupruscran

Homep cepuu: CVvo007 Homep cepuu Cvo007
3aKa3yMKa:

Hara npousBoactea: 30-Cen-2019 Jlara ucreuenns Aspr-2024
CpOKa rOAHOCTH:

Jo3upoeka: CM. KOJIHYECTBEHHOE OMpeielieHHE

JlekapcTreHHas TabneTkn

dopma:

Tun ynakoBkH: KOHTypHas A4eiikoBas ynakoska [1BX - AJTIOMUHUN

GMID kon: 195406

Ioxazarenu Hopmbi Pe3yanTaThl

YHCTOTY COOTBETCTBYIOT TpeGoBanusaM Esp. ®apm. (kaxaas 100-a cepus, HO He pexe 1 pa3a
B ron).

A termék gydrtdsa megfelel a cGMP kovetelményeknek €s a vonatkozé forgalomba hozatali
engedély kovetelményeinek. / llanuas cepus npousBeieHa B COOTBETCTBHH C TpeGoBaHHUAMHU
Tekywieit Haqnexaiue# npouspoacTBeHEON NPAKTHKH B COOTBETCTBYET creuupHuKatuaM
COOTBETCTBYIOILETO PETUCTPALIHOHHOIO YaocToBepeHHs. / Ez a bizonylat elektronikusan lett
alairva a validdlt LIMS rendszerben. / [lauusiii cepTuduKaT ananusa noanucan 3MEKTPOHHOIM
NOANKCHIO C HCMOJIb30BAHHEM BallMAHPOBaHHOM cHcTeMbl LIMS.

Meghatalmazott személy dontése/3akmouenne otnena obecneyeHus KayecTea

Dintés:/3akmogenne: FELSZABADITVA/IPUHSTO
Datam/Jata: 29-Okr1-2019 10:37
Meghatalmazott Hari Janosne dr. Tuza Timea

$Z.:/Y moIHOMOYEHHOE JHI0:
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BATCH CERTIFICATE

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 14933

Product name : LIBEXIN 100 mg tablets 20X

Import. country : Russia, Georgia, Kyrgyzstan

Lot number ; cvino7 Customer lot no, cvoo7
Date of manufacture: 30-5EP-2019 Expiry date : AUG-2024
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC ALU blisters

GMID code : 195406

Tests Specifications Results
CHARACTERS

- Appearance Aimost white, flat, bevelled tablets, Complies

Sign "LIBEXIN" engraved on one face,
double break line on the other.

= Average mass 160 mg +/= 7.5 % (Ph.Bur.} 160 mg

- Uniformity of mass Average mass +/-.7.5 % Complies
from 20 tablets a discrepancy of avérage
mass +/- 15 '§ is permitted at not mare
‘than two tablets.

- Friability <= 1 % (Ph.Bur.) <1 &
IDENTIFICATION

{Prenoxdiazine HC1)

- By precipitate Compliés Complies
- uv Complies Complies

ASSAY (UHPLC)
- Prenoxdiazine HCl 100.0 mg +/- 5% {95.0-105.0 mg) 99.2 myg

RELATED IMPURITIES (UHPLC)

- 5-vinyl-oxadiazole <=0.5 % 0.0 %
- Other impurity, each <=0.20 % .00 %
- Total impurities <wl.0 & 0.0 %

rap_coa_sesultats v5 Page 1 / 2



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 14933
Product name : LIBEXIN 100 mg tablets 20X
Import. country : Russia, Gecrgia, Kyrgyzstan
Lot number : Ccvo07 Customer lot no. : cvoo7
Date of manufacture: 30-SEP-2019 Expiry date : AUG-2024
Strength : see at the assay
Dosage form : tablet
Packaging type : PVC - ALU blisters
GMID code : 155406

Tests. Specifications Results
DISSOLUTION

Prenoxdiazine HCL

after 45 min. (0=65 %, n=6}

Bowl 1 >=70 & Bl %
- Bowl 2 =10 & B4 %
- Bowl 3 >=70. % B %
- Bowl 4 =70 % B2 &%
- Bowl 5 =710 % 82 %
- Bowl 6 >=70 & B3 %
- Stage 2 Average of 12 tabs is not less than 65 & MHA
within 45 min., and no tab is less than
50%.
~ Stage 3 Average of 24 tabs is not less than $3 & MWA

within 45 min,, not moré than 2 units
are less than 50%, and no tab is less
than 40%.

oLt BAEERES AR

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 aof
the relevant Marketing Authorization,

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

QP decision
Decision : FELSZABADITVA / ACCEPTED
Date : 29-0CT-2019 10:37
Qualified person: Hari Janosné dr. Tuza Timea
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