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Iucnextosana cepisinspection

lot : 040000327019

Buytpiwniit somep napriiinternal Batch Number : A77912

Hata supobunurea/Manufacturing date : 06/T pyf2023

Koa npenapaty/Material Code : 1053001UA

Version: |

Hasea npenaparty/Article name : CMEKTA ®Anenscun-Banins (10 3 r 12 nax )

Rara yaxiuuenun repminy upugarnocti/Expiry date ; 30/Nvcf2026

Mocknanug ua cneundixatiloSpecification reference : 0323411 15,0

[pouenypa’Procedure : 32199
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KONBOp
OXPH 3 NETKHM 3311aX0M SMERLCHHA TPIE MPHIOTYBAHHI
cycneHsil
Greyish-white 10 ochre powder. with slighily
reminiscent odowr of orange when preparing the
Jiuspension

Cnexrp andpaxuil peHTreHiECLKHX NpoMeHis

NoMAIGRKI CIEKTPY NOPIRHRHHA
The X-ray diffraction spectrm is similar 1o that of the
reference.
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285-3.15 1 cepenns Bara nakerika (3.00 r£ 5%)
2.85 19 3.15 g per average sachet (3.00 g & 5%)
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E‘average sachet

This certificate was compiled by a validated laboratory information system and comes without genuine signatures,

laboratory information system by means of traceable electronic signatures,

LleH ceprudikar craagennii nepesipetolo naGopatopHO indopMauiliioo CHCTEMOIO Ta HANAETLCR el OPUTIHANBHUX NIANUCIB,

nposeAero y naGoparopkiit indiopsautiiuifl cucresi 3 20noMoro0 BiaCNiAKOBAHNX EREXTPOHHHMX niaMKCis.

Jlixapeska dopma / Pharmaceutical Form :
Mopowok aas opazsHol cycnensii, no 3 r/ Powder for oral suspension 3 g
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TEL : +33{0)2 37 65 46 00

Version : [
ucnexrosana cepin/lnspection lot : 040000327019 Kon npenapary/Marerial Code : 1053001UA
Bsiyrpiwsiil nomep naprit/nternal Batch Number ;: A77912 Hasea npenapaty/drticle name : CMEKTA ®Anenscun-Baning (no 3 r 12 nak.)

Tiuenzia na snpobunurno / Manufacturing Autorisation ; 2023_019 1 2 4
Homep peecrpawiinoro noceigvuenns / Registration number : UA/7660/01/01

Cuba 2iT/ AkTHBHICTD: | NAKETHK MiCTHTL HIOCMEKTHTY (CMEKTHTY AiOKTACAPHUHOrO) 3 I
Strength / Potency: 1 sachet contains diosmectite (dioctahedral smectite) 3 g

Po3mip Ta Tun ynakesku: no 3,76 r nopouiky y nakeTHKy, no 12 naxerukis y kaprouuiil kopo6ui / Pack size and type: sachet containing 3.76 g of
powder, 12 sachets in a cardboard box

Po3mip cepii: 35 417 ynaxosoxk / Batch size: 35 417 packs

Jasea npo ceprudpikanito f Certification statement ; _.

1143 3acBiaylo, WO HaBeacHa BHILe iHdopMALIA € A0CTOBIPHOIO Ta To110:0. Llto cepito nponyxuii 6yno Bupobneno (Bxmovauy

HRKY BAINS/MADKY BAHHA TA [IPOBECACHO KOHTPONS i AK0CTI) HA BRUICIAHAYSH H AIRGHHUI ¥ NOBHIH BIANOBIAHOCTI 3 BHMOraMK HBII, pcTanosnesnMu
MICUCBHM PETYIATOPHHM OPranoM, a TAKOXK BiINOBIAHO 10 crieuMPikaUid, wo MicTATLCA y peecTpauiitionmy Aocke kpainu-imnoprepa. FlpoTokonu
#upodHKUTEA, NaxKypAHHA Ta awanizie Oyn0 NeperatHyTa T4 BCTAHOBASIO BUINOBIAHICTE BMMoram HBTL,

f hereby certify that the above information is authentic and accurate. This batch of product has been manufactured (including packaging/labeling and
quality control) at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications

in the Marketing Authorization of the importing couniry, The batch processing, packaging and analysis records were reviewed and found to be in
complinnce with GMP,

| lacTytrri BHIpOByBaHNA MOXKYTh Gy Ty BinCyTHI, OCKiibkY NpoBOAATLCA HepyTHuuo / Following test can be absent as it is carried out periadically
MikpoGionorivua yuetoTa (Hepy THUHRKIE TecT) S MICROBIOLOGICAL QUALITY (non-routine test)

Apcens Ta Canneus, BuGipxosuii Tec: pinnosinae cneundixanii. akwo nposonats ¢ Arsenic and Lead Skip testing : conform 1o specification if tested

Bucnosok Conclusion . Lot conforme ¥ Batch Complies f Coorsercrsyer / Cepin niznosinae
Enexkrponunii minnnc/Electronic signatire

3arsepmkeno/dpproved by ; Djalil Benslimane as PERSONNE QUALI?.EE fQUALIFIED PERSON
Rara‘Dare : 15/Tpyf2023 08:51:08 (UTC)

Bunauofsswed by ; Djalil Benslimane

Hata'Dare : 15/ pyf2023 08:51: 10 (UTC)

D. BENSLIMANE
15 DEC. 2023

Pharmacien Assurance QU?EM

o

Page : 22 V7-31.5.0




