Beaufour IPSEN Indusirie

rue FEthe Virton
28100 Dreux
FRANCE
TEL : +33{0)2 37 65 46 00
_ Version ; 1
IHcnexrosana cepis/fnspection lor ; 040000332600 Koa npenapary Marerial Code : 1043326UA
Buytpiumili Hosep naptivinterna! Batch Number ; C52783 Hassa npevapary -Articie agine : CMEKTA ® [Tosywnie (no 3 r 12 nak }
Jara supobnnumsa/Monufactiring date : 28[MoTi2024
Jama Taxievenun vepuiny npuastaccri/Expiry date : 31/Civu2027
Mocuranna ua creundisavioSpecification reference . | 30724 F13.0
{Tpouenypa/Frocedure : 32199
TectiText Merou/Meihod Creunicauin/Specification " PeaymwrarwfResult  OamHwulUnit
i i 4" ...... St dors I I - e %g.(
Buy1p. weton (Bisyapewnki Td  {Topource sin Cipysato-Ginoro xonsopy Zo xouisopy

Onie Opranoaemraaxul) OXPH 3 RETKHM SaNAXOM TORYHiEL .
Appearance In-howse (Vigual and Grepishewhite to oclire powder, with sighrly Bunosizac

effactory) reminiscemt odour of sirawberry COMPUIES

Crextp andpakuii p;mreuiumx npoueui;-

Bueyp. mevou (Meran nonifienil Caextpy TOfiBARIR

HipcMextirt
Dioseaectite In-house (X-ray diffraction)

PeNTICHBCLKOT MOPRRU) | o v doriccutan spectrum fs sitar ro it of the Binnosinse
reference.

COMPLIES

Cepeans Maca BuyTp. metoa (saynana) 357r -395r(3.76 r £ 5%)
Average niass Bir-Bouse (weighing) 357395376+ 5%9) 173 r
;4
) 2720 ynaxasox - He Ginbtue + 7,5% 0 / 20 we Gincwe
Qawopinkicrs Mack BMICTY Eaponelichs dapuaxones + |5%
YOEEORKA 29.5) On 20 sacheis ; not more than 2 saches deviaie from Bianopizac
Uniformity of mazy FPh. Ear. 295 the average mass by wore than + 1.5 % owf none CQMPLIES
deviaies by more than & 15 %.
Apee BryTp mevon (ICPIMS) <= |
Arsenic In-houve (ICFiMS) 19 Ppm
Ceuneun Ruyrp meron (ICP/MS) <=4
Lead fu-house (FCPMS) 2 pom

BryTp meToa

‘D"D. ocmx:::: (I'puiue'rpnj_unn) 2 85 10 3.15 g per average sachet (3,00 r/ copeaA Bara
fn-frouse (Gravimeiry} NAXESTHIE
Eeaverage sachet
This certificaie was compiled by a validated laboratory information systern and comes wil as done in the
laboratory information system by means of traceable electronic signatures.
Lleii ceprudizar cknanennfi nepesiperoro nabopaToprolo iHdopMauifiHo0 cHETEMOI0O Ta HAR iB, 3atsepmeenin Syno

Jikapeska dopaca / Pharmaceutical Form :
TMoporwmok Ans opankuel cycnensit, no 3 r/ Powder for oral suspension 3 g

BOOYP INCEH IHAYCTPL
P Ete Biprox
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Beaufour [PSEN Industrie
rue d'Ethe Virton

28100 Dreux

FRANCE

TEL : +33 (0J2 37 654600

Version ; |
IncniceTosaHa cepinfnspection ot : 040000332600 Kog npenapary<daterial Code : 1043326UA
Buytpiundii nomep naprittinternal Baich Number : C52783 Ha3ea npenapary driicle name ; CMEKTA ® TMonywnua {no 3 r 12 nax.)

28100 SPBO, DpaHuia
Texa: +33{0)2.37.65.46.00

Niusuzin Ha supolnures / Manufacturing Autorisation : 2023 019 1_2 4
Hosep peecTpruifinore nocsinvestns / Registration number : UA/16117401/01

Cuna i / Axrnasiicrs: | nakerux MieTHTS HOCAEXTATY (CAEKTUTY AlokTRenpHuKane) 3 r
Strength / Potency: { sachel contains diosmectite (dioctahedral smectiie) 3 g

Ponip 1a THN ynaxoaku: no 3,76 r nopomky y naketHry, no 12 mketnkia ¥ kapromnifi kopofiai / Pack size and type: sachet conmaining 3.76 g of
powder, 12 sachets in a cardboard box
Posuip cepii: 35 417 ynaxosox / Bateh size: 35 417 packs

3asna npo coprdicauiio / Certification statement :

[ 3acminyyio, wo saseasna ante indopyais € noeToaipnoo Ta Tounowo. Lo cepin npoaykuil 6yno sHpoSACHO (BKMONAINK
MAKYBAHHA/MAPKYBAHHA T2 NPOBEASHN KOHTPENS 1T Ax0cTi) M8 BHWesaTHa%eHil insunui y noswiit eianosinwocTi 3 susworamn HBTI, serasosnenmm
MiCUSBHM PEFYNATOPHHM OPFaHOM, B TAKON BIARCBIZHO 00 cheuntikauili, W MiCTATEEA ¥ peecTpauifikomy 10CHE XpaiHu-iunopTepe. MpoTokoax
nupobGinicTea, naxysawi Ta aHanizie Syno NeperaANYTO 1a BCTAHOBACHO BiZNosinRicTs BiMoram HBI,

[ hereby certify that the above information is authentic and accurate. This batch of produgt has been manufactured (including packaging/labeiing and
guality control} at the above mentioned site in full compliance with the GMP requirements of the tocal Regulatory Authority and with the specifications
in the Marketing Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and found 10 be in
cotnpliance with GMP. '

Hacryrni aunpoGysarun MowyTe Bytr eiacyTsi, ockintku nposonaTeca nepyTruno / Following lest can be absent as it is carried out periodically
MikpoSionoriia usetore (uepyTammit Tecr) / MICROBIOLOGICAL QUALITY {noa-routine lest)

Apcen Ta Caunene, BuGipkosufi Tecr: sinnosizac cneundikaufi, skuwo npososats / Arsenic and Lend Skip testing : conform to specification if tesied

Bucrosow/Conchusion - Lot conforme / Batch Complies
Enexrpounnit nignsc’Electronic signatnre
3aTeepawenc’dApproved by * Dinlil Benslimane as PERSONNE QUALIFIEE ¢ QUALIFIED PERSON
Hara ' Dare : 21/Bepd2024 15:56:32 {UTC)
Bunawo Tsswed by - Djalil Benslimane

Hara/Date : 21/Bep2024 15:56:37 (UTC)

D. BENSLIMANE T
< i /)‘, "
. 11 )

21 MRS 2024 o TIBR)

Phermaclen Assurance Qualitd

L _3.-""’""“‘
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i
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- e

e
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JEPJKABHA CHOVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCBKIN OBJACTI

npos, Ceimmsusel Hanii, 3, m.Kuie, 02099, Ten/daxc; (044) 576-40-41
E-mait: dls.ke@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo SAKICTH BBE3eHOT0 B YKpaiHy AiKapchKOro 3acody

24.12.2024 Ne 67025/24/10

CMEKTA® HNOJYHHUIS

{(zafiMeryBaHHA HikapchKOre 3ac00y 3TiGHO 3 PECCTPAUTIHIM MOCBITICHHAM)
OPOMIOK A% OpaABHOI cycneHsil, 3 r; me 3,76 r NOpoMIKY Yy NAKETHKY; N0 12 NaKeTHKIB ¥
KapToxuii xopobui

(¢opma BUNYCKY, X03YBaHHA, BILA DAKYBaHHA Aikapcekoro Jaceby)

Hoxep peectpaniitaoro nocsimyenss UA/16117/01/01 crpok aif peectpaniiinoro noceiguenns 01.01.2099

Cepis nikaperxroro 3acoby Ne C59679 KinukicTr BRE3eHOr0 Rikaperkoro sacoby 6962
BupoSnuk BOOYP INICEH IHAYCTPI, ®pauuis
{(naitmeHysanna supobaixa Jikapeskoro 3acoly, KpaiHa moxomxeH)
Baeseno B Ypaigy CriabHe ykpaiHCchbKO-ecTOHChKE nignpreMcrBo v gopmi TopapucTsa
3 o6Mmexenolo siznopigannaierio "Onrima-@apnr, ITX", ineur, won:
21642228

(Halivenysanng Ta kog 3a €HPITOY wpigicuol ocab 26o npizanine, iv's, no Bathkorl GHinumoi
ocobst - nigppisestita, 1i Micne nposkuBaHEA Ta peecTpanifiugii poMep o0iK0RCT KAPTKH IIATHIIKS
TOAATKIR 200 Cepis Ta HOMep NACAOpPLA)

Nporokoa eizyaasuoroe xourpoeaso sig 17,12.2024 X 4008/6.

3a pesyabTaTami JEPKABHOIO KOBTPOMIO BCTAHOBACHO, W0 Jjikspesxufl 3aci6 meezeso B VYEpaluy 3
AOTPHMANHAM puMOr 3aKOHOJABCTBA OO0 3a6e3neucHHS AKOCTI AIKapCLRUY 3ac0bis.

Onera €PLOMEHKO

or ko ;,.anm.} {ninnucy {ininiam Ta npizphwe)




Beaufour IPSEN industrie
rue d'Ethe Virton

28100 Dreux
FRANCE : :
TEL : #33 (032 37 65 46 00 L L S e

t - Ceprudikat sixocri Ta pignosigHocTt

Certificate of Analysis and Compliance
Version @ |

tHenekToBana cepis tnspection {or 1 040000344516 Koa npenspary Material Code . 1043326UA
Buyrpiwuiit wosep paprivfateraal Batch Number : C55679 Hassa npevapary Article name : CMEKTA B Noaynnur (no 3 ¢ 12 nax )

[ara supoGnnurew Mamacturing date © 28/Cepi2024
Slava saxkinscinn Tepsiny npuaarkocry Exprry date © 3UNwn/2027
[ocusanus na cncundikaunoSpecificatron reference 130724 /130

Fipoueny pa Procedure © 32199

TeeviTest Meroaldethad Cneundixauis Specification Pey nprati/Hesudr Opwrm uiid nie

Buyrp swroa (Boyansest 1 Tlopotox st cipysato-G110re gonsopy 10 kosopy

Onrue Oprasoaerraun i) OXPI 3 T KIM JAIRIKONM HOAYBRILL Bi iaac
¥ A HERETH I

Appearance In-hosse ¢iswal and Grevich-white to ochre powder. with stigghily A ‘ o4
olfactors) reniniscent edowr of serawberry sk

EHTHOIKALRS DENTIFICATION

C’”CKTD 1)"(1);){"”.[” p\:il’f'"{f”‘)ﬁﬂhﬁi|\' ﬂ;?(‘!?ﬂ(’,lflu
e nHIT CREKTPY ORI
The Novay diffracnon spectrust s sonler o s of ibe

Buyip sevos (Mevoy
PERITCUIBLEROT Anhpakin)
in-hose (X-ray diffracoon}

Trocsesosr
Diosmectite

reference,

TECWTESTS
Clepens aaca Buyrp mevos (Suawysana} 15%¢ 398 (370 P
Average mass fu-howse fweighmy) 3573953768 - 3 173

§ k 2

2020 yiaxosos - ue Ousine & 7.5% 07 20 ve Biime

OUHoPLINITE MACH BMICTY Caponeiicnen aprsries £ 15%
FUAKOBRI (293) O 30 sacheis  apt mors thon ) savhets devaate from
tiniformity of mass Pi Eor. 293 the average mass by more thest - 7.3 o and none COMPLI

deviates by piove than - 13 %a.

KUABKICHE BR3HAMEHHA8S4T

Hiseertie Buyrp merel 2.85-3 15 ¢ copeans wara uakernra (3 00 ¢« 5¢
D‘lw;n.ww {pasimerpreanuit) 183 10 3.15 g per average sachet {3.00 g = 395
N f-house (Gravimeny)

T/ Cepenns Bara
296 NAKETHKE

werags So ded

This certificate was compiled by a validated laboratory information system and comes withoul genuine signatures. The approval was done ia the
laboralory information system by means of traccable electronic signatures.

Lleii copradirar exaauessi (iepesipencto 1abopatapieio iBopMAiTHOIO CHETEMOIO T HANBETHES Ger opurinasssns ninmcis. Jarsepcenin 8 1o
fnposeseno y aaboparopiiiit iMGopMatitniii cueTeMi 11 A0NOMOTOR) BIACHAKOBIHY CACKIPOHINN THATHECIB,

Jlikapewka gopya / Pharmaceutical Form
Topowtok 114 apankiol cycacksil. no 3 r/ Powder for oral suspension 3 ¢

{]}\‘,3, Cor oS s o
BO®YP INCEH IHAYCTPI ’ b

Pro Ere Biprou )
28100 JIPhO. ®painis A e Y S
Ten: +33(0)2.37.65.46.00 4
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Beaufour IPSEN Industrie
rue d'Ethe Virton
28100 Dreux

FRANCE
TEL - +33(01237 654600

CeptudikaT AKoCTi Ta BignosigHoCTi
Certificate of Analysis and Compliance

Version @ |
Tuenewrosaua cepist Mnspection lor : 040000344516 Kou npenapary Material Code 1 10433260 A
Buyrpluniiid wosmep naptil ernal Batch Number : C59679 Hassa npecapary Article name : CMEKTA ® Ioaynias (no 3 ¢ 12 nak )
Honmep pecerpauditnoro nocsiverss ¢ Rapisiration number 1 UAZI6HT 70101

Usaa ait/ AKTHBHICTS: | NAKCTIR MICTHTH AIOCMEKTHTY (CMEKTHTY RIOKTACAPHIHOrO) 3 ¢
Strength  Potency: 1 sachet contains diosmectite (dioctahedral smectite) 3 g

Posaiip ra unt ynawosri: 110 3.76 © opowky y nakeruky. 1o [2 nakesskin y kapTomiil knpoGui ¢ Pack size and type: sachet containing 3.76 g of
powder. 12 sachets in a cardboard box

Posmip cepiit 35 417 ynakosok ¢ Butch size: 35 417 packs

3assa upo ceprudikauiio / Certification staternent :

Hustsacniany 1o, wo wasenena suwe TRGOPMAILL € JOCTORIPRO Ta TouH0to. LI cepiio npoay kil 6y10 supoG @Ho (BK MOYMOY

TAKY BATHIFMAPKY BAHHS T4 APOBEACHO KOIFTPOAL 1T AKOCTI) a sigesasnadenifi 4 piuul y nosuiil sianosiavwocti 3 susoiamu HBIL scranosaeuiam
MICHEREM PEOYIBITOPHHM OPIAHOM, 3 TAKOK BLANORIAN0 20 cneundikauiit, 1o MICTaTLCs Y percTpanifHoMy 10cne kpati-ivnapropa. [potoroens
HHPOBILILTRA, NAKy BAHKR T4 aHANOI ) 10 TCPEIIRUY TO TA BCTAHOBACHO BLANORL iCTL sstsoran HBTL

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
m the Marketing Authorization of the importing country. The baich processing. packaging and analy sis records were reviewed and found (o be in
compliance with GMP,

Hacry inn RHNPoGY Baug MoAY Th 0y TH BIZCY THI. OCKLINKH IPOBLAATLCH Hepy THBHO | Following test can be absent as it is carried out periodically
MikpoGivaoriuna unetora (Hepy Thanwal teet) : MICROBIOLOGICAL QUALITY [nou-routine test)

Apcen ta Cnitieun, BuSiprosuii tecr: aianosiaac covwixauil, nxuo nposoasts © Arsenic and Lead SKip testing = conform to specilication if lested

Bucnonor Conclusion - Lot conforme  Batch Complies  Cootsercieyer « Cepin sinnoninac
Encxrponunii niauue Electronic signature
Jarnepaaceno dpproved by . Berteand Carite as PERSONNE QUALIFIEE / QUALIFIED PERSON
Hava Date - 27:Bep/2024 (07:56:48 (UTC)
Bunauno fssued by - Bertrand Carite

Jara Date . 27'Bep/2024 07:56:51 (UTC)
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