JAEKJIAPAITAST O COOTBETCTBHHA

JEKJAPAHT, IPHHEMAIOIIHA NEKJIAPAITHIO O COOTBETCTBHI

AO "Canogpu Poccus”

Ceedenus o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyus Pedepanvroii nanozoeoi cryncbvs Ne 46 no
2. Mocxee 01,01.2008, OI'PH 1027739079940, dama npuceoenua OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckan, 0. 22. Tenegpon/cpaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvrvtii dupexmop Monxe O.A.

Hoeepennoe nuyo: Cmenaroa C.C., dosepernocmy 6/n om 01.12.2017

3AABNAET, UTO

nexapcmeennoe cpedcmeo: JTubexcun, matnemrxu 100 mz 20 wm., ynaxosxu avetixoeuvie konmypruie (1), navuxu
xapmonnsie, PY No IT N015126/01 om 29.10.2008, cepus AV007, napmus 12304 ynaxeeox, zodex do
31.10.2023, npoussodcmea Xunoun 3aso00 Papmayeamuneckux u Xumuveckux npodykmos 340, Benzpus,
Chinoin Pharmaceutical and Chemical Works Private Co. Ltd., Levai u. 5, 2112 Veresegyhaz, Hungary, xod
OKIIf12 21.20.10.255, xoo TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085334488 om 23.05.2019

COOTBETCTBYET TPEBOBAHUAM

IT N015126/01-291008 (HIJ 42-146-08 uam. Nel-3)

JEKJIAPAITHS IPHHATA HA OCHOBAHHHU

npomoxron ucnotmanuti Ne 14600 om 29.05.2019 HIT OO0 HI] "PAPMOBOPOHA", ammecmam
axxkpeoumayuu POCC RU.0001.21DJ/140, Cepmugpuram POCC HU.PMOB.C40981 om 29.05.2019

Crenanos C.C.
O.H.O

CBEJAEHHS O PETHCTPAIINA

OPTAH IT0 CEPTH®HKAITAH, SAPETACTPHPOBABIIIN NEKJIAPAITAIO

RA.RU.11dM08 OPTAH 110 CEPTHOHKALIHH TPONVKIJHH OBINECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYJKHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocksa, yn. Macmeproea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu; 115280, POCCHA, 20pod Mockea, ya. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, aeb-
caiim. oyxx.pe.

JEKJIAPANIUA O COOTBETCTBHH 3APETACTPHPOBAHA M POCC RU I-HU.DM08.A.25522/19
JIATA PETHICTPAITHAH 29.05.2019

Kauan E.B.
3am. pyxosogurena OC




MUBIZONYLAT/CEPTH®HKAT
CEPUH SA N O F I

«XHWHOHH 3aeoa dapmauesTuieckux H XHUMHUECKUX NpoaykToB 3A0»
- Komnauna «Canodu»

[nowmanka Bepewensxas - 2112 Bepewenexas, yn. Jlesau 5., Benrpua
Tenedon: +36 28 585 600/Dakc: +36 28 585 939

Koa ToBapa: VER 14933
HanmenoBanue JIUBEKCHH 100 Mr Tadnerkn 20X
nmpemnapara:

JIMBEKCHH 100 mr tabaerka 20X
Crpana-umnoprep:  Poccus, I'py3us, Kupruscran

Howmep cepun: AV007 Homep cepun AV007
3aKa39HKa:

Jata npoussoacrea: 14-HOAB-2018 Jlata HCTeYeHus OKT-2023
CpoKa rOZHOCTH:

Josupoeka: CM. KOJIHMECTBEHHOE OfpeeieHHe

JlekapcTBeHHad TabneTKH

dopma:

Tun ynakoBku: KOHTypHas sueiikoBas ynakoska [1BX - AJTIOMMHUHU

GMID kon: 195406

IlokaszaTeau Hopmbi PelyabTaThl

XAPAKTEPUCTUKH '

— Onucanue IInockue Tabnerku nouru 6enoro  COOTBETCTBYET

usera ¢ dackoii ¢ oGenx cTopox
Ha nuuesoi ctopoHe HaxoguTcA
rpaeuposka «JIMBEKCHUH», na
Jpyroi - ABOHHAA THHHUA pa3ioMa.

— Cpeanss macca 160 Mr = 7,5% (EBp. ®apm.) 159 Mr

— OAHOPOIHOCTH MACCh Jng 20 TabneTok AONYCTHM CooteeTcTBYET
pa3bpoc cpenueit Maccol = 7,5%,
pa36poc cpenneit Macce + 15 %
JOTIYCTHM 1A He Donee ABYX
Tabnerox.

— Ilpounocts Ha HCTUpPaHKE < 1% (Esp. ®apm.) < 1%

HOXJIHNHHOCTD

(IlperokcauazuHa

THAPOXJIOPHI)

— Mertomom ocaxaeHHA CootsercTRyeT CooTeeTcTBYET

— V®-cnektpodoToMeTpHs CoOTBETCTBYET CooTBeTcTBYET

KOJIHYECTBEHHOE

OIIPEAEJIEHHE

(METOIOM CBYXX)

— (IIpeHokcauazuna 100,0 mr = 5% (95,0-105,0 Mr) 98,0 Mr
THIPOXJIOPHI)

POACTBEHHBIE
INPUMECH (CBXKX)
— 5-BHHHJI-OKCAAHa30A <0,5% 0,1%
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MUBIZONYLAT/CEPTU®HUKAT
CEPUH S A N O F |

«XHHOHH 3asoa dapMaueBTHYECKHX H XMMHUECKHX NMPpoRyKToB 3A0»
- Komnahus «CaHodu»

Inowanka Bepewenrxas - 2112 Bepewenbxas, yi. Jlepau 5., Benrpua
Tenegon: 436 28 585 600/daxc: +36 28 585 939

Kon ToBapa: VER 14933
HaumMeHoBaHne JJUBEKCHH 100 mr Tabaerxu 20X
npenapara:

JIMBEKCHH 100 mr tabmserxu 20X
Crpana-umnoprep:  Poccus, I'py3us, Kupruscran

Homep cepuu: AV007 HoMmep cepun AV007
3aKa3yHKa:

Hara npoussoactea:  14-HOSB-2018 Jlata ucteuyeHHs OKT-2023
CpOKa FOJAHOCTH:

JosupoBka: CM. KOJIHYECTBEHHOE olpejelieHue

JlexapcTBeHHaA TabneTku

tdopma: 5

Tun ynakoBku: KOHTYpHas sueiikoBas ynakoeka [IBX - AJIIOMHWUHUHA

GMID kon; 195406

IloxazaTean Hopmbi PesyanTarThl

—~ EnMHH4HAA MpUMeECH <0,20% 0,00%

— CymmMa npumMeceii < 1,0% 0,1%

PACTBOPEHHE

(Ilpenoxcauasuna

THIPOXJIOPUI)

rmocne 45 MUH. (Q=65%, n=0)

— Yama | > 70% 99%

— Yama 2 > 70% 100%

— Yama 3 = 70% 97%

— Yawa 4 = 170% 101%

— Yama 5 > 70% 97%

— Yama 6 > 70% 99%

— Cragnus 2 Cpennee 3HaueHue s 12 H/AI

TabJIETOK OCTABNAET HE MEHEe
65% B TeueHHe 45 MUH., 1
OTCYTCTBYIOT TaOJICTKH, A
KOTOPBIX IaHHOE 3HAYECHHE
cocrasinget metee 50%.
— Cramua 3 Cpeanee mns 24 TabneTok - He HA1
MeHee 65 % B TeueHUe 45 MHUH.,
He Oonee 2 eaMHHI - MeHee 50%,
H OTCYTCTBYIOT TaOJIETKH, LS
KOTOPHIX 3HaUeHHe - MeHee 40%.

A mikrobioldgiai tisztasdgi vizsgﬁlatok megfelelnek a Ph.Eur. kdvetelményeinek (minden
100. tétel, de évente legaldbb egy). / Pe3ynpTaTel HCIBEITAHHS HA MHKPOOHOIOTHYECKYIO
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MUBIZONYLAT/CEPTHO®OUKAT
CEPUH SA N O F |

«XHHOWH 3ason PapmaveBTHYeCKHX H XHMHYECKHX NPOAYKTOB 3AO»
- Komnavua «Canogu»

Trowanka Bepewenpxas - 2112 Bepewearxas, yn, Jlegau 5., Benrpus
Tenedou: +36 28 585 600/Dakc: +36 28 585 939

Kon ToBapa: VER 14933
HanMenoBaHHe JIHBEKCHH 100 mr Ta6aerxu 20X
npemapara:

JIMBEKCHH 100 mMr tabnerku 20X
Crpana-umnoprep:  Pocchs, I'pys3us, Kupruscran

Homep cepunu: AV007 Homep cepun AV007
3aKa3uHKa:

Hara npoussoncrea: 14-HOSIB-2018 Jlata HCTeueHHs OKT-2023
CPOKa rOHOCTH:

Hozuposka: CM. KOJTHYECTBEHHOE ONMpeAC/IEHIE

JlexapcTBeHHas TabneTku

(popma:

Tun ynakoBku: KOHTYpHas sueiikoBas ynakoBka [IBX - AJJJOMUHUIA

GMID kox: 195406

HokasaTeau Hopmeli PezyanTaThi

YHCTOTY COOTBETCTBYIOT TpeboBaHuaM Esp. dapm. (kaxpnas 100-g cepus, HO He pexe | pasa
B rox).

A termék gyartdsa megfelel a cGMP kovetelményeknek és a vonatkoz6 forgalomba hozatali
engedély kdvetelményeinek. / [lanHas cepus mpon3BeneHa B COOTBETCTBHH € TpeOOBAHHAMH
Tekyie# Hannexaineii npor3BoACTBEHHOH NPAKTHKH H COOTBETCTBYET CHELMPHKALHAM
COOTBETCTBYIOIIETO perucTpallHOHHEOrO yaocToBepenns. / Ez a bizonylat elektronikusan lett
aldfrva a validélt LIMS rendszerben. / JlaHHbIH cepTH(MKAT aHaJIM3a IOANKCAH JTEKTPOHHOM
NOANHCHIO ¢ HCTIONB30BAHUEM BaIUAMPOBaHHOM cuctembl LIMS.

Meghatalmazott személy dontése/3akmoyenne otaena obecneyeH s KauecTsa

Dintés:/3axaouenne: FELSZ{’\BADI’TVA/HPI/IHSITO
Datum//laTa: 15-MAH-2019 09:53
Meghatalmazott J-P Credan Beponnka

SZ.:/YI0/IHOMOUYEHHOE JTULI0:
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BATCH CERTIFICATE e

SANOFI g

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

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

Phone: +36 28 585 60C / Fax: +36 28 585 939

Item code : VER 14933

Product name : LIBEXIN 100 mg tablets 20X

Import. country : Russia, Georgia, Kyrgyzstan

Lot number : AV007 Customer lot no. :  AV007
Date of manufacture: 14-NOV-2018 Expiry date : 0CT-2023
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blisters

GMID code 195406

Tests Specifications Results
CHARACTERS
- Appearance Almost white, flatk, bevelled tablets, Complies
Sign "LIBEXIN" engraved on one face,
double break line on thé other.
- Average mass 160 mg +/~ 7.5 % (Bh.Bur.) 159 mg
- Uniformity of mass Average mass +/- 7.5 % Complies
from 20 tablets a discrepancy of average
mass +/- 15 % is permitted at not more
than two tablets.
Friability <=1 % {(Ph.Bur.) ] %
IDENTIFICATION
{Prenoxdiazine HC1)
- By precipitate Complies Complies
- uv Complies Complies
ASSAY (UHPLC)
- Prenoxdiazine HCL 100,0  mg +f= 5% (95%,0-105.0 mg) 98.0 mg
RELATED IMPURITIES {(UHPLC)
- S-vinyl-oxadiazole <=0.5 % 0.1 %
- Other impurity, each <=0.20 % 0.00 %
- Total impurities <=1.0:% 0.1 %
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BATCH CERTIFICATE

SANOFI

CHINQIN 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 14933
Product name : LIBEXIN 100 mg tablets 20X
Import. country : Russia, Georgia, Kyrgyzstan
Lot number : AVOO7 Customer lot no. : AVQQ7
Date of manufacture: 14-NOV-2018 Expiry date : OCT-2023
Strength : see at the assay
bosage form : tablet
Packaging type : PVC ~ ALU blisters
GMID code : 195406
Tests Specifications Results
DISSOLUTION
Prenoxdiazine HC1
after 45 min. (Q=65 %, n=6)
- Bowl 1 >=70 % 29 %
- Bowl 2 >=70 & 100 =
- Bowl 3 >=70 % 97 %
- Bowl 4 =70 % 101 %
- Bowl 5 >=70.% 97 @
- Bowl & >=70 & 99 &
Stage 2 Average of 12 tabs is not leéss than 65 & MA
within 45 min., and no tab is less than
50%,
- Stage 3 Average of 24 tabs is not less than 65 % HA
within 45 min., not more than 2 units
aré less than 50%, and no tab is less
than 40%,
Rt s “

Microbiological purity tests comply to the Ph.Eur. requirements [every 100th lot, but at least 1 per 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
Decigion : FELSZABADITVA / ACCEPTED
Data : 15-MAY-2019 09:53
Qualified person: dr.Stefan Veronika
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