CEPTUD®UKAT CEPUHA S A N O F I | J

«XMNHOHWH 3aBog ®apmaneBTHUECKUX U XUMUUYECKUX NPOAYKTOB 3AO»
- Kommnanns «Canodu»

IMnomanxa Bepemensxas - 2112 Bepemensxas, yn. Jleau 5., Benrpus

Tenedon: +36 28 585 600/Paxc: +36 28 585 939

Koxa ToBapa: VER 14933

HaumenoBaHue JIMBEKCHH 100 mr Tabaerku 20X

npenapara:

JIMBEKCHH 100 mr tabmetkn 20X

Crpana-umrmoprep: Poccus, I'py3us, Kupruzus

Howmep cepun: EV004 Howmep cepun EV004
3aKa3umKa:

JlaTa npousBojacTBa: 07-1UHOJI-2021 Jara ucreuenus cpoka MHOH-2026
TOJJHOCTH:

Jlo3upoBka: CM. KOJJMYECTBEHHOE OIpee/IeHIe

JlekapcrBennas popma:  TabieTku

Tun ynakoBku: KOHTypHas siueiikoBast ynakoska [IBX - AJTIOMUHUI

GMID xon: 195406

Iloxazarenn Hopmbi PesyabTaTsl

XAPAKTEPUCTHUKHU

— Ornucanue [Tnockue TabaeTky mouTH OENoro 1BeTa CooTBeTcTBYET

¢ dackoii ¢ aByx ctopoH. Ha onmHOM
cropone rpaBupoBka «LIBEXIN», na
JIPYroi CTOPOHE PHUCKA, ACIISIIast
TaOJIETKy Ha YEThIPE YaCTH

— Cpenusis Macca 160 mr =+ 7,5% (EBp. @apm.) 159 mr

— OTKJIOHEHHUE OT CPEAHEN MaCChl Jist 20 TabIeTOK AOIMYCTHM pa3dopoc CootBercTBYyeET
cpenHei maccel = 7,5%, pa3opoc
cpeaHeit maccel + 15 % nomyctum st He
Oosee IByX TaOJIETOK.

— TIpoyHOCTH Ha HCTUpPAHUEC < 1% (EBp. ®apm.) <1%
HOAJUHHOCTD

(ITpenokcanaszuHa THAPOXIOPUA)

— KayecTtBennas peakuus Benblii ocaok 00pasyercs ¢ pacTBOpOM CootBeTcTByeT

MOJIHOIeHaTa aMMOHMSI, OCIIbIi
XJIOIBEBUIHBIN OCAIOK 00pa3yeTcs ¢
pacTBOPOM HHUTpaTa cepedpa

—  Y®-cnekrpodoromeTpust Y@ crekTp NOTIOMEHHS HCIIBITYEMOTO CooTtBercTBYyET
PacTBOpa HOJDKEH HMETh MaKCUMYM IPH
(259 £2) am

KOJIMYECTBEHHOE

ONPEJAEJEHUE (METOJAOM

CBIXKX)

— (IIpenokcauasuna rugpoxiopua)  100,0 mr = 5% (95,0-105,0 mr) 99,1 mr

POACTBEHHBIE IPUMECH

(CBIXKX)

—  5-BHHWII-OKCAJUa30J1 <0,5%

— Epunnunas npumech <0,20%

— CymmMa npumeceit <1,0%
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CEPTUD®UKAT CEPUHA S A N O F I J

«XMNHOHWH 3aBog ®apmaneBTHUECKUX U XUMUUYECKUX NPOAYKTOB 3AO»
- Kommnanns «Canodu»

IMnomanxa Bepemensxas - 2112 Bepemensxas, yn. Jleau 5., Benrpus

Tenedon: +36 28 585 600/Paxc: +36 28 585 939

Koxa ToBapa: VER 14933

HaumenoBaHue JIMBEKCHH 100 mr Tabaerku 20X

npenapara:

JIMBEKCHH 100 mr Tabnerku 20X

Crpana-umrmoprep: Poccus, I'py3us, Kupruzus

Howmep cepun: EV004 Howmep cepun EV004
3aKa3umKa:

JlaTa npousBojacTBa: 07-1UHOJI-2021 Jara ucreuenus cpoka MHOH-2026
TOJTHOCTH:

Jlo3upoBka: CM. KOJJMYECTBEHHOE OIPEICIICHIE

JlekapcrBennas popma:  TabieTku

Tun ynakoBku: KOHTypHas siueiikoBast ynakoska [IBX - AJTIOMUHUI

GMID xon: 195406

Iloxazarenn Hopmbi PesyabTaTsl

PACTBOPEHUE

(ITpeHokcaWa3uHa TUAPOXIIOPHUT)

mocie 45 muH. (Q=65%, n=6)

— Yama 1 >70% 86 %

— Yama 2 >70% 84 %

— Yama 3 >70% 86 %

— UYama 4 >70% 86 %

— UYama 5 >70% 85 %

— Yama 6 >70% 85 %

— Cramus 2 Cpennee 3HadeHue uist 12 Tabnerok H/TI

ocTaBiseT He MeHee 65% B TeueHue 45
MHFH., B OTCYTCTBYIOT TaOJIETKH, ISt
KOTOPBIX JAHHOE 3HAYCHHE COCTABIISET
menee 50%.

— Cragus 3 Cpennee i 24 TaOJIETOK - HE MeHee 65 H/TI
% B Teuenue 45 MuH., He Oonee 2
equHAIl - MeHee 50%, 1 OTCYTCTBYIOT
TAOJICTKH, JJIs1 KOTOPBIX 3HAYCHHE -
menee 40%.

JononnureabHass MHpoOpManus

MUKPOBUOJIOTUYECKA L

UUCTOTA (Epp.®.)*

- o011ee KOJIMYeCTBO a3pOOHBIX <=100
Mukpoopranusmon, KOE/r

- o011Iee KOJIMYECTBO JAPOKIKEBBIX U

IeCHeBBIX Tpu6oB, KOE/T <=10
OTCyTCTBYIOT

-E.Coli,Ir

I[aHHLIe TECTHI MPOBOAATCS st Kaxknoit 10-it cepun, HO HEe MeHee | cepuu B rof.

Howmep PV, 3apeructpupoBannoro B Poccuiickoii TINO015126/01 >
denepanuu: e
A®DU, ucnonbp30BaHHAA 1151 IPOU3BOJACTBA U&\; \> " ;}
Hassanue npoussoautens AOU XunouH 3aBojg PapMaleBTUIECKUX U XUMUUECKHX np%;jﬁg&xr §/f)i %, H- ;
-IIpeHokcara3uH rUAPOXIOPUL 1045 Budapest, To u. 1-5, Benrpust “",\ L,’c }gf*

0;&\ 3
RO == Y 4
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CEPTUDOUKAT CEPUU
SANOFI 7

«XMNHOHWH 3aBog ®apmaneBTHUECKUX U XUMUUYECKUX NPOAYKTOB 3AO»
- Kommnanns «Canodu»

IMnomanxa Bepemensxas - 2112 Bepemensxas, yn. Jleau 5., Benrpus

Tenedon: +36 28 585 600/Paxc: +36 28 585 939

Koxa ToBapa: VER 14933

HaumenoBaHue JIMBEKCHH 100 mr Tabaerku 20X

npenapara:

JIMBEKCHH 100 mr tabmetkn 20X

Crpana-umrmoprep: Poccus, I'py3us, Kupruzus

Howmep cepun: EV004 Howmep cepun EV004
3aKa3umKa:

JlaTa npousBojacTBa: 07-UI0JI-2021 Jara ucreuenus cpoka MHOH-2026
TOJJHOCTH:

Jlo3upoBka: CM. KOJJMYECTBEHHOE OIpee/IeHIe

JlekapcrBennas popma:  TabieTku

Tun ynakoBku: KOHTypHas siueiikoBast ynakoska [IBX - AJTIOMUHUI

GMID xon: 195406

Iloxazarenn Hopmbi PesyabTaTsl

YnakoBka U MapKUpPOBKa B cootBercTBuun ¢ HJJ

JlanHas cepust COOTBETCTBYeT TpeboBaHMsAM HopmaTuBHOM JIOKyMEHTAIUH, 3aperuCTPUPOBaHHON B Poccuiickoit
Denepanuyl B HaCTOSIIEE BpeMsl, 110 IEPESUHCICHHBIM MTOKA3aTeIsIM KauecTBa

Jlarnas cepus mpon3BeeHa B COOTBETCTBHHM C TpeOOBaHMUAMH TeKyImei Hammexamei mpon3BoICTBEHHOM
MIPAKTUKHA U COOTBETCTBYET CHEIM(UKAIINSAM COOTBETCTBYIOIIETO PETHCTPAIIMOHHOTO YI0CTOBEPECHNS.
JlaHHbIid cepTrdHUKAT aHATM3a TIOITUCAH JICKTPOHHON MOIUCKHIO ¢ UCTIONB30BAHUEM BAMIUPOBAHHOMN
cucrtemsl LIMS.

Pemenne YIOJTHOMOYECHHOI'O JIML[A

3akiovenne: OJIOBPEHO
Jara: 23-U10JI-2021 12:17
Yo THOMOYEeHHOE JINIIO0: Dr. Szijartd Zsuzsanna
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.
- a Sanocfi 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 : EV004 Customer lot no. : EV004
Date of manufacture: 07-JUL-2021 Expiry date : JUN-2026
Strength : see at the assay

Dosage form : tablet

Packaging type : PVC - ALU blisters

GMID code : 195406

CHARACTERS

- Appearance Complies

- Average tablet mass 159 mg

- Uniformity of mass Complies

<1

o0

- Friability

IDENTIFICATION
(Prenoxdiazine HC1)

- Qualitative reaction Complies

Complies

ASSAY (UHPLC)

- Prenoxdiazine HC1 99.1 mg

RELATED SUBSTANCES (UHPLC)
- 5-vinyl-oxadiazole <0.1 %

- Any other impurity 0.00 %

- Total impurities
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BATCH CERTIFICATE
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CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi 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 EV004 Customer lot no. EV004

Date of manufacture: 07-JUL-2021 Expiry date JUN-2026

Strength
Dosage form
Packaging type
GMID code

see at the assay
tablet

PVC - ALU blisters
195406

DISSOLUTION
Prenoxdiazine HC1
after 45 min. (Q=65 %, n=6)

of declared content
- Bowl 1

- Bowl
- Bowl
- Bowl
- Bowl

o U W N

- Bowl

- Stage 2

- Stage 3

ADDITIONAL INFORMATION

Microbiological Quality (Ph.Eur)*
- TAMC, CFU/g
- TYMC, CFU/g
- Escherichia Coli, 1 g
* Additional tests are not performed for:

(for every 10th lot but at least for 1 1o

The reference number of Market

Authorization registered in Russia:

API used for production
Manufacturer's name of API
1-5,

- Prenoxdiazine hydrochloride Hungary
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BATCH CERTIFICATE

CHINOIN Pharmaceutical and Chemical Works Private Co.Ltd.

- a Sanocfi company

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

Phone: +36 28 585 600 / Fax: +36 28 585 939
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Item code
Product name
Import. country

Lot number

Strength
Dosage form
Packaging type
GMID code

Date of manufacture:

VER 14933

LIBEXIN 100 mg tablets 20X
Russia, Georgia, Kyrgyzstan
EV004

07-JUL-2021

see at the assay

tablet

PVC - ALU blisters

195406

Customer lot no.

Expiry date

EV004
JUN-2026

Packaging and labelling:

This batch meets the requirements of the !

on the listed quality parameters.

n Russian Federation

This batch has been manufactured in compliance with the cGMP requirements and complies with the specifications of
the relevant Marketing Authorization.
This Certificate of ARnalysis has been electronically signed from a validated LIMS.

Decision
Date

Qualified person:

FELSZABADITVA / ACCEPTED
23-JUL-2021 12:17

Hajduné dr.Szijartd Zsuzsanna
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