NEPSKABHA CJIYXEBA 3 JIKAPCBKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCBHKIN OBJIACTI

apos. Cpitmnunol Hanif, 3, mKuig, 02099, Tes/axe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
HpO AKICTH BBe3eHOro B YKpainy Jikapchkoro 3acoly

21.02.2024 Ne 6058/24/10

___________________ CMEKTA® BAHLIL

{(mafiMerypannn AiRapchKOro 32co6y 3rijtHo 3 peecTpariitEm nbcaimeumm)
HOPOINOK JUIS OPANBLHOL cycensii mo 3 r; mo 3,76 r mopo1xy y makeTuky, mo 12 nakerHkie y
KapTOHHIi Kopooui

{thopma BrTyCKY, TO3YEAHHS, B/ HAKyBAHHES AIKApCEKOTO 3ac06y)

HoMep peecrpaniiinoro nocsigzenns UA/10103/01/01 crpox aii peecrpaniiitnoro noceiguenns 01.01,.2099

‘Cepin nikapcekoro 3acoby Ne A78004 Kinbkicts BBe3eHOro nixapcekoro sacofy 11952
Bupobuuk _BOOVYP HICEH IHAYCTPI, ®panuis
{maiiMenyBaHHA BUPOOHHKA JIKapcEKoTo 3acoby, kpaina mOXOmeHH)
Baeseno B Yipainy Cuoinbue ykpainchKo-eCcTOHCEKe IiANPHEMCTBO Y GopMi ToBapBCTBA
3 oOMmeskeHor0 BianopizanbuictTio "OnriMma-®apy, JITH", inent. kox:
21642228

(Haifmenysanus Ta kox 3a €IPIIOY opuarAgnol ocobn abo mpizsuine, iM', no 6aTnroRl diznunoi
ocofn - manpreMus, 1 Micle TPOKHBAHS Ta peecTpauiifrmii RoMep obaikosol kapTiy nHaTHIK:
noAaTkis 260 cepis Ta HoMep nacnopTa)

TporoKon sisyaisuoro kourposnso six 21.02.2024 N» 0110/1.

32 pesymBTATAMH [EPKARHONO KOHTPONIO BCT2aHORNEHO, IO JHKApChKifit 3aci6 mpésemo B Yipainy 3
JTOTPHMAHHAM Bi1Mor 3aKOHONABCTEA MO0 326e3NeTeHHA AKOCT TIKAPChKUX 3aco6is,

A KIIOEBA

(iwitianr T npisBiTic)




Beaufour IPSEN [ndustrie
ru¢ d'Ethe Virton

28100 Preux

FRANCE

TEL : +33(002 376546 00

Incnexrosana cepin/fispection foi + 040000326901

Buytpiwui uomep naptitinternal Batch Number : A78004

Jara snpobunutea’Manufacturing date : 01/ py/2023

Koa npenapary-Material Code - 10530000 A

Version : 1

Hasa npenapaty Article name : CMEKTA ® Baiéite (fie 3 1 12 naw.)

Jlata 3akinsenna Tepyity NpiaatrocTVEXpiry date | 30/Muc/2026

Nochnannss wa cneundivaunc/Specification reference 032342 ¢ 13.0

Npouenypa/Procedure : 32199

Tect/Tesi Metoi/Metlicd Creungikauis/Specificition PesynbrivivResult - OnpvnugilEmir
3_AmnhHAj§iAPAK'rgpncrnxA/GENER;fi CHARACTERS -
’ Buytp. seton (Biayanennii 4 Nopowrok six cipysaro-61noro KOMLOPY AC KONLADY
Oritic Oprastonentusnnii) OKPH 3 JTETKHM 3anaXoM saniji B ;
Appearance Ti-house (Visual and Grevish-wite fo ochre powder, with a reminiscent C;‘L‘;fﬁ;;
offactory) adour of vanilia
VIEHTHOIKAUSVIDENTIFICATION :
Cnextp andparuil pestreriseskux nposiesis
Hioemextut ms;:_gﬁ;f:;‘;sm;iﬂm ROAIGHIH CNEKTPY nopisHRHA B
Diosmectite Fu-house (Y-ray ciffiaction) The Xeray diffraction spectrum is similar 1o that of the COMPLIES
reference.
TECTITESTSE i =
Cepeans maca Buytp meton (Inaxysanns) 357¢ - 395r(3.76 r £ 5%)
Average mass In-house (weighing) 3.37-3.95(3.76p = 5%) 373 gr
Jlna 20 nakeTHria: e GiALLIE 2 BIAXANAIOTECA BN
- 2 ' cepeanbol srach Ginpue Hix Ha  7.5% i koieH 3 mux
Qnnopiasictb vacn svicty €sponefichka Bapaakones e BUIXWIACTLCS Sinmi nix ra + 15%
RARDBkIE @9 On 20 sachets: Not more than 2 deviaie front itie Biawopinse
ity ) 5 7 :
Uniformity of miass PhEur.29.3 average .ass by more than = 7.5% and none deviaies COMPLIES
by more than \ 15%
KUTbKICHE BU3HAUEHHSAASSAY :
. Buytp.meron 2 85-3.15 v cepenna sara naxemsika (3.00 r = 5%)
g:luc:zw,l’;i’l;r (pasiverpiranuit) 2:85 10 3.15 g per average sachet (3.00 gk 5%) 293 rf cepepyn sara
osmec f-house (Gravimetny ; ST
= gaverage sachet

This certificate was compiled by a validated laboiaio
laboratory information system by

Leii ceprudpixar cknazennii neperipenoin saGopatoproro iHbopyaniiiHo CHCTEMOIO T

means of traceable electronic signatures.

nposetene y safopatopuii inpopaanifiniit cueremi 1a A0N0MOroI0 BLrCRiIKOBALMY EACKTPOHHHYX [HXNHCIE,

Jlixapenka dopsa / Pharmaceutical Form :
TMopoLok asia opatbhol cycnetail, no 3 r/ Powder for oral suspension 3 g

ry information system and comes withont gerivine signatures. The approval was done in thie

a HanacTees Ge3 opurinaneunx ninmveis, Jatsepmxenna 6yio

BO®YP INCEH tHAYC TP
Pio Ete Bipton

28100 APBO, @pauia

Ten : +33(0)2.37.65.46.00

Jliverix wa srpoGruureo / Manufacturing Autorisation 1 2023 019 [ 2 4

Page : 172




Beaufour [PSEN Irdusiria
rue d'Ethe Virton
28100 Dreux

FRANCE
TELS 332 Tes600 Ceprudikar sikocTi Ta BlgnoslgHocTi
Certificate of Analysis and Compliance -
Version | 1
[ucitekTogana cepin/fiuspection lot+ 040000326901 Kox npenapaty Material Code :- 1053000UA
TBuytpimmiit uomep naprivinternal Batch Number: A78004 Hasea npenapaty Article name ; CMEKTA ® Bauidh {iio 3 7 (2 nak -

Hotep peccrpanifinoro nocsiasexus / Registration number : UA/10103/01/01

Crna wi7 S AKTHRHICTS, | NAKETHK MICTHTEL RIOCMEKTHTY (CMEKTHTY RiOKTacapHYHOTO} 3 i
Strengih / Potency: | sachet contains diosmectite (dioctabedral smectite}3 g

Posmip Ta THO ynakoexit: 10 3,76 T HOpOUIKY ¥ NakeTwky, 06 12 naketikis ) kapromsilt kopoSui ¢ Pack size and 1y pe: sachet containing 3.76 gof
powder, 12 sachets in a cardboard box
Poamip cepii; 35 417 ynakosok ¢ Batch size: 35 417 packs.

3oapa ipo ceprribixauiro / Certification statement : _ N

Tl 30cnintryio. wo nasesena BHWE iHPopmauin € 10CTOBIPIOIC Ta Touiivio. LIk Cepita HPoMy KT 6y s sHpoGIieHd (BRI TIOHN

IARY NAHNIL MAPKYBANIA TA NPUBEAETIO KOHTPOIL 11 AKOCTI) HA BUMIEST3IN@kENiH ALNBHUIG y. nosuii BiANOBIAKOCTI 3 Buvorayu HBT], scTanoBreHEME
MICUCHIA PEIS/RTOPRHAM OPraHeM, 8 TAKOK BIZNOBIANO JO crewpikauif, uo MicTATheR y peecTpauifitomy nocee Kpaiuu-innoprepa. [poterkonn
aupolinuTia. akysaing Ta ananizis Gyio Nepes IRy Te 12 BCFAHOBICUD B ANOBIAHICTE BHMoray. HBT.

Vhereby certify: that the abiove information is authentic and aceurate. This batch of product has been manufactured (including packaging/labeling and
qualily control) at the above mentioned site in full compliance with the GMP requitemients of the local Regulatory Authority and with the specifications
in the Marketing Authorization of the importing country, The batch processiog. packaging and analysis records were reviewed and found to be in
compliance with GMP.

Hacry ini ninipoB) sastis NoxyTh-BYTH BIACYTIH: OckinbiA TPOBONTECS itepyTHHHO ' Follow ing test can be absent as it is carfied out periodically
MixpoGicaoriaia urcrota {uepyrunanhi Teer) F MICROBIOLOGICAL QUALITY (non-routine test)

Apcen ra Cannenn. Bubipkosnii Tect: girtnorigac cnermbikanii. sxwo nporoasse ¢ Arsenic and Lead Skip testing : conform to specification if tested
Bucnonor:Conclusion . Lot conforme ¢ Baich Complics ¢ Coometersyer # Cepin Aianoginac
Enextpounsii izainuc Efectronic signature
3araepameno Hpproved by Djalil Benstimane i PERSONNE QUALIFIEE " QUALIFIED PERSON
AavaDate ; 14Tpyi2023 13:58:28 (UITO)
Braano Issered by : Djalil Benslimane:

Dare Dare.: 14/ py72023 13:58:30 (UITC)
D. BENSLIMANE
1 & DEC. 2023

; clon Assurance Qualit: o
Phama o

Page: 272 Vi-L30




NEPKABHA CJYIKFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMH
Y THIMPONETPOBCBHKIH OBJIACTI

Huinpo, w.Cobopha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €IPTIOY 37070665

BHCHOBOK
Ipo AKicTh BBE3eHOro B YKpaiHy JiikapcbKkoro 3aco0y
28.08.2024 Ne 43255/24/0411
CMEKTA® BAHLJIb

(HaliMeHyBaHHs TKAPChKOro 3aC00Y 3FiHO 3 peecTpaUiHUM NOCBIT4YCHHAM)
NOPOINOK 11 0pasibHol cycnensii, 3 r, mo 3,76 r nopolmIKy y nakeruxy, no 12 nakerukis y
KApTOHHiif Kopodi

(hopma BUMyCKy, A0IYBAHHA, BUJ TTAKYBAHHA JiKapcekoro 3acoby)

Howmep peectpauiiitioro moceimsenss UA/10103/01/01 crpox aii peectpauiiinoro nocsinuenna 01.01.2099

Cepis nikapcbkoro 3aco6y Ne 51774 KinpkicTs sBeseHoro Nikapcskoro 3acoby 3024
Bupo6HuK BO®VYP ITICEH IHAYCTPI, Opannis
(HaiiMeHyBaHHA BHPOGHMKA Nikapeokoro 3acoby, kpaiia NoXo1xKeHns)
BeeaeHo B Ykpainy ToBapucTBo 3 00MexeHoI0 BinmosiganpHticTio ""baJIM", inen. koa:
31816235

(naliMenyeanna Ta koa 3a €PTIOY wopumuunoi ocobu aGo Npissuile, iM'a, 10 GaTEKOB]
disuuHoi ocoGu - niANpUemus, Ti MicLe POKHBAHEA Ta peccTpaLlifinuit Homep o6aikoBoi
KApTKH [IATHHUKA NoAaTkis aGo cepis Ta HOMEp NacnopTa)

MpoToxon Bisyanshoro kouTpomio Bia 27.08.2024 Ne 07-01/2162/5.

3a pesyNLTATAMH [IEPKABHOTO KOHTPONIO BCTAHORIEHO, WO JIIKAPCHKMA 3acié BBeseHo B YKpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHOJIABCTBA 1100 3a0e3neueHHA AKOCTI JiikapchkKX 3acobiB.

B. 0. Hasansuuka lepxasHoi cnyx0u 3
nikapchkux 3acoDiB Ta KOHTPOIIO 34
HapKoTHKamH y J{HinponeTpoBchkii

Mapis BPE3IL[bKA

(iminianu Ta npissrLIE)

Hikitizepa Oxcana +38(066)345-41-71
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Beaufour IPSEN [ndustrie
rue d'Ethe Virton

28100 Dreux

FRANCE
TEL:+33(M237654600

Version: |

Inuenexrosata cepin/fmspection lot : 040000331040 Kon npenapary'Maverial Code ; H053000UA
Bryrpitusilt Hosep naprivimernal Baich Number : C51774 Hassa npenaputy/Article name : CMEKTA ® Bamims {no 31 12 nax )
Aara epodunurea/Mamgfacturing dare : 08/MoT/2024
Lara 0kinsennn repmivy nprasTwocty Expiry date @ 31/1CINI2027
Mocuaankg e eneustdicanivo Specification refevence : 032342/ E30
[Ipouenypa’Procedure - 32199

PesynorarwlResulte  Opunwnuistinir

TecuTest Meron/Method Cneumlnxauu!&'pecljf‘maﬂon

Buyrp ascron {Biayansin 4 l'lupomox au clpynam-ﬁmm mnwpy o mal.opy
Onne Opraitonemmusit) OXPI 3 JETKIIM 3ANAX0% BaNini
Appearance In-horse (Visual and Greyich-white ro ochire powder, vith a remumiscent E!'m?;“
olfactory) odowr of vanilla COMPLIES

Criexrp nﬁibpauuti PENTIEHIACHKIIR NpaMeKIy

Buyrp veroa (Meton

Hioemewrit i : Ln napiinit cnesTpy nopienaHne .
pCHTFEHIBCERD! nuﬁ;pamﬁ] TP ; Bianosigac

Digzmectite In-hause (X-ray diffraction) The N-ray diffruction W:rﬂmmis simvifar 1o thet of the COMPLIES

Ceﬁﬁms Maca 'Bny-rp: séro;n-{émnal‘iﬁxi 3577 - 3."3'.5 r6r 5%) -
Average mas h-house (weighing) 35739502 26p 5% 172

Bnis 20 naketsxie; He GIIbLLE 2 BiAXIEAOTLCR BIX
Cepetnnol sacn S Wik 18 = 7,5% | xonen 3 HHK

;):;lomn:am. MACH BMICTY Eaponelic:;; tg;pamonen He BnXHIRETICK GiTLir ik #n |5% —
; i On 28 sachets: Nor more than 2 deviate from the
Uniformity of mass PlEw. 29.5 average mass by more thau & 7.5% and none deviares COMPLIES
by more than £ [5%

; Buytp.yeron 285-315rf¢ . HA gara naxetnea (3 00 r £ 5%) X
Jllocuen;: (I pasisserpissiT} -—- serage sache! (3.00 g + 5%} 297 v ﬁ::mm
Diosmect In-hovse (Gravimerry) A wel glaverage sochel
T TH
1{}}\\ \11}{1H
. . , L1
This certificate was compiled by a validated laborato ratiipys ut genuine signatures. The approval was done in the

laboratary information system by means of traceable e

Lie# cepryikar exnanenuti neperipenoro aalopatopho
nposedeno ¥ aabopatopnilt indopsariiivili cueremi 3a mo

’a ” ] '\. 4 \
Jlixapesxa Gopya / Pharmaceutical Form ; e~
FMopowiox pas opatsini cycoewsit, no 3 v / Powder for oral suspension 3 B

BODYP INCEH (MAYCTM
Pro Ete Bipron

28100 IPBO. Dpanuix

Teat s +33(0)2.37.65.46.00

Jliuewsin ua aupoSuuutao ¢ Manufacturing Autorisation : 2023 919 1 2 4

Page: 172 Vi-3.50
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Beaufiyu IPSEN Indusirie
rue d'Ethe Virton

28100 Dreux

FRANCE

TEL : +33 (D)2 37 65 46 00

Version ; §

[nenekTonaua cepisfnspection lot : 040000331040 Kox npenapary-Marerial Code : 1053000UA
Buytpiusnii nomep naptii fnternal Barch Number : C51774 Ha3sa npenaparty. drticie name : CMEKTA ® Bawias (1m0 3 ¢ 12 nax )

lamep peectpautAnoro nocaiguetng / Registration number : UAS10103/31/01

Chuiz 0ii 7 AxcrusicTs; | nanernx atetHTs QiOCMEXTHTY (CMEXTHTY Siokrseapryinre) 3 r
Strength / Potency; | sachet containg diosmectite (dioctahedral smeciite) 3 g

Po1mip Ta 13m ynaxenxi: 00 3,76 r nopoitky ¥ NakeTHRY, fo 12 moketakie ) Kaprowiii kopoBud / Pack size and type: sachet containing 3.76 g of
powder. |2 sachets in a cardboard box

Posmip copii: 35 417 yuaxcnok ¢ Batch size: 35 417 packs

3axea npo cepridikauin / Certification statement :

Llstss saenindy o, mo Haseaeka puwe ingopsiauis £ Jocromipioin Ta vouueio. Lo cepilo sipoaykuil Gyne Bspobnenc (BKIOMAIOTEH

MBKY BRHIIA/MIPKY RINA Ta BPOBEACIG KOHTPONG TF AK0CTI) Ho BHULC 3a¥Ive i ginsimui ¥ noswili gianosianocti 2 ssioramm HBI, scTasosnrensin
MICLEBHA PEIyARTOPIIM OPTEHOM, & YAXOK BIZNOBILI0 A0 cucwwHfixaztif. wo MICTATEEA ¥ pecerpaniiloMy J0che spainx-ismopTepa. Nporokony
aHPOBIHUTED, 1KY MK T2 aNARiTiB 6YA0 ACHEIAANYTO TH KCTAHORISID BiamosianicTs suworey HBIL,

Fherehy certify thal the above information is suthentic and accurate. This batch of produet has been manufactured (including packaging/tabeling 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 (he importing country. The bateh processing, packaging and analy sis records were reviewed and found 1o be in
compliance with GMP. )

Hacrynii aunpobysaius Moy Te GyTh BincyTHI, 0ckidekH NPOBOIATLCA tepyTHIRO / Following fest can be absent as it is carried out periodically
MikpoGionoriuna uscrora (uepyTHuniE Tect} / MICROBIOLOGICAL QUALITY {non-routine test)

Apcer Ta Canueus, Bublpromsdi Tecr: aiznosinae creuwiznif. Ak nponoaars / Arsenic and Lead Skip testing : conform to specification if 1ested

Bucuono Conclusion : Lot cenlorme / Balch Complies
Enexrpounuit niguuc Elecironic signane
Jaraepnaeuc Approved by - Djalil Benslimane as PERSONNE QUALIFIEE / QUALIFIED PERSON
HaraDaie : 21 w2024 07:23:03 (UTC)
Buaano fssued by - Djalil Benslimane

Hata Dave - 21/Js01/2024 07:23:08 (UTC)

D. BENSLIMANE
2 1 FEV, 2024

Pharmacian Assuranog Quali

Page : 2/2 V7.3.5.0
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AEPKABHA CIYABA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.JTIO 3A
HAPKOTUKAMM Y KHIBCBHKIH OFJAACTI

npos. Ceitnnudol Hagii, 3, M. Kuig, 02099, ten/taxc: (044} 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €PIIOY 37078774

BHCHOBOK
1po AKICTL BBE3eHOr0 B YKpainy jJikapebioro 3acofy

30.12.2024 Ne 68491/24/10

CMEKTA® BAHLJIb

{HailMeHYBAHAS AIKAPCEXOTD 3ac0o0Y 3TiAHO 3 PECCTPAIITHIA NOCRIAYEHIAM)
TMOPONIOK AN OPAALHOI cycnensil 1o 3 r; no 3,76 r HOpoINKY ¥ HAKETHKY, 0 12 HaKeTHKIB ¥
KapTOHKiK Kopolmi

(thopma Bunycky, JO3YBAINK, BIE MOEYBANESR DIKAPCLKOrO 3acody).
Honep pecerpauifioro noceiggenns UA/10103/01/01 erpox aii peecrpaniiinore nocsiagenns 01.01.2099

Cepin nixapesgoro 3acoby No C60072 KinpkicTs BReseitoro nikapeskoro sacofy 23680

BrpoBrig BO®YP ITIICEH IHNYCTPI, ®panuis
{naiivenynauna pipobHKa niKapeeroro 3aceby, Kpaika HOXODMCHTN)
Bseseno B Yrpainy CrifbHe yKpaiBCbKO-eCTORCHKE MANpIEMCTBO ¥ opMi ToBapHCTRA
3 o0MesxeHoI0 BianoiaansuicTio "OnTiva-®apus, ATH", ient. woa:
21642228

(naiimeuysanns ta xog 3a CHAPTIOY 1omtacusol ocobr afic npiseuwe, is', no Garskobi dHskwHol
ocofins ~ Tizmpnemua, Il Micle IpoxHBANNS Ta peccTpauiinl zoMep ofaikorol KAPTRY FIIATHIKA
HozaTkis a6y cepin T2 HOMEp NACTIOPTA)

Hpotoroa Biaynsiore kowrpoao sig 25.12.2024 N= 4125/4.

3a pesynkTaTAMH JICPAABHOIG KOBIPOINO BCTAHOBREHO, LID JiKapchKuil 3acif  Bsesee B Yipainy 3
AOTPHMAHHSIM pimor 3aK0HOAARCTRA HOAO 3A0CNCYCHHA AROCT] NiKApChKHX 3ac06iR.

% Bixrop CTEGKIBCHKHIA

rzmm:c}‘" {intuiann ta ﬂpl:iBH[llc}

RT
o

o



Beaufour IPSEN Industrie
rue d’Ethe Virton

28100 Dreux

FRANCE

TEL : +33 (0)2 376546 00

Version s |

[nenekrorana cepintnspection lot © 040000344756 Konx npenapary-Material Code © 1053000UA
Buyrpiwuiit nomep naprivinternal Batch Number : C60072 Huasa npenapary. Ariicle name : CMEKTA ® Banine (no 3 r 12 nak.)

Jara supoGunurse/Manufacturing date . 09/Bep/2024
Hara skt Tepminy spusariocticExpiry date © 311Cepl2027
Mocsnanus va cnerinbivauinSpecification reference 0323424130

NpouenypaProcedure . 32199

TecriTest Meroa/ethod Creundixauin/Spectfication Peaymurarw/Result Qnunnyii Unit

Buyrp. seron (Bisyanennit td  Tlopowox sig Cipysaro-Suioro Konisopy A0 Xoasopy

Onue Opranonentivunii} OXPI 3 AECKIN 3ANANON BAHINY :
e ,, . e | . Bianosiuac
Appearance f-house (Visual and Greyishawhite to ochre powder, with a remuniscent COMPLIES .
olfactory) odowr of vaniltu ‘

Criewrp pparuil pERTreHiBCLKHX RPOMEnis
noiGIHl CHERTPY NOPIBHAHUS : .

The Swray diffraction spectrum Is similar 10 thet of the Efg;’;;fz‘}gg

reference. CoN

Buyrp. Mevox (Merod
pentrenischLrol andpakigl)
tn-howse (Xray diffroction)

Hiocserrir
BDiosmectite

bt S

Cepenns saca Brwrp. sievon (3pasysauns) 357¢ « 3951376 % 5%
Average muss In~house fweighingl 335739513768 « 5%} LN p

Jlts 20 nokerikis: ne Giantue 2 $iAXHARKOTECA BIA
cepentnol Mach Sinbute wik na = 7.5% 1 w0ges 3 vux

QanopLAKICTH » AICTY Taponeiicek SMAKOTIE . 4 .

AHOPLIHICTI-MACHBSICTy €Cnponeiicbka dapuakones e pipomacTees Ginsw nix sa £ 15% ; .

ytakowii 295) On 20 sachets: Not more than 2 deviate from the Binmosinae

Uniformity of mass PhEur, 29.5 y ‘e s ; COMPLIES
average mass by more than £ 7.3% and none deviates

by more than & 15%

KUIBKICH
. Buyrp.aeron 2.85-3.13 v/ cepenng sara nakeruxa (3 00 r& 5%) )
jé:i’;;t;x:: {pasiverpiegat) 285 10 313 g per average sachet [3.00 g1 3%) 293 # ngig‘?: K:ara
) In-house (Gravimetry) e
gaverage sachet

This certificate was compiled by a validated laboratory information system and comes withoul genuine signatures. The approval was done in the
laboratory information system by means of traceable elecironic signatures.

Lick ceprHdikaT ckIAAEHHE NEpeBipeHOIO AAG0PATOPHOW THPOPMAUITHOIO CHCTEMOID Ta HAARETHCA Ges opurinansyux ainmicis. Jateepkenin 6yio
aposeaeHo y AaBOpaTOpHIN hopMaLiENil cHCTEMT 30 AONOMOTOI0 BiACAIKOBAHBY CHEKTPORIN HIAOHCIB,

Jikapeoxa qopma / Pharmaceutical Form ¢
Tlopowok ana opasiol cyenensit, no 3 v/ Powder for oral suspension 3 g

FOGYP [NCEH IHAYCTPI ' /ﬁf v QAT P T
Pio Eve Biprou ; 55
28100 2APbO. parni [t B e z%ﬁ

Test 1 +33(0)2.37.65.46.00
Jliuensin na supodunuTeo F Manufacturing Autorisation : 2023 019 1 2 4

Page : 172 V7-3.5.0



Beaufour IPSEN Industric
rue d'Ethe Virton

28100 Dreux

FRANCE

TEL #3353 (032 37 65 46 00

Version : |
Iuenexrosana cepin Tnspection lot : 040000344756 Koxa npenapaty Mederial Code : 1053000UA

Buy piwniii nomep naprii-internal Batch Number : C60072 Hassa npenapary drticle name : CMEKTA ® Bavine (a0 3 ¢ 12 nax }

Hosep pecerpaiiinoro nocmiguctun £ Registration number ; UAZ/10103/01/01

Cran i1 AxTusiicrs: | DaKCTHK MICTHTL ZIOCMEKTRTY (CMEKTHTY KIOKTAacApHuHOro) 3 r
Strengthf Potency: 1 sachet contains diosmectite (dioctahedral smectite) 3 g

Po3mip Ta thit ynakoskk: 10 3,76 T nopousky y nakeruky. no 12 nakeTukia y xapronniil kopodui / Puck size and type: sachet containing 3.76 g of
powder, 12 sachets in a cardboard box
Posuip cepii: 35 417 ynaxosok / Bateh size: 35 417 packs

3aana npo cepridivauito f Certification statement :

Lluss 3acuingyto, wio naseaena puie indopMaltia € 20cTosipumio Ta Tounow. Liio cepito nponyxuil 6ys10 supobneso (sxmovatoun
NAKYBAHHA/MAPKY BAHHS Ta ITPOREACNO KOHTPONL 1T AKOCTI) Ha BHIRIHANERIH KinsunLi y novniit sinnosinnocti 3 susmoravm HIBIL, sctanosnenuain
MICUCBHM PETY ARTOPHIM OPIALOM, @ TAKOXK BIANORIAHO A0 creuudixauiii, wo MicTATben y peecTpauitomy socee kpait-isioprepa. [TpoTokonn
supoGHKUTEa, NAKyBatIt To awrsti3is Byno tepernauyTo 1a Keranovieno Bianosiauicrs sumoram HBIL

[ hereby certify that the above information is auhentic and accurale, This batch of product has been manufactured (including packaging/labeling and
qualily 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 country, The batch processing. packaging and analysis records were reviewed and found (o be in
compliance with GMP.

Hacrynui sunpoGysauns MoxyTs ByTH siIcyTHI, 0CKIabKH nposoasTaen iiepyTHano / Following lest can be absent as it is carried out periodically
Mikpobioseriuna yucrora (tepytanainit rect) / MICROBIOLOGICAL QUALITY (non-routine test)

Apcent 1a Cauneus, Bubiprosii Tect: Bianositae eneuudikandi, akuto nposoasts / Arsenic and Lead Skip testing : conform to specitication if tested

Bucuenok Conclusion : Lot conforme / Batch Complies / Coornerersyer ¢ Cepin sianosiase
Enexrponnut nigmuc-klectronic signature
Jarsepmxeno-dpproved by » Bertrand Carite as PERSONNE QUALIF 1EE 7 QUALIFIED PERSON
Hata'Date : 27/Bepi2024 08:00:19 (LITC)

Buaauo Tssued by - Bertrand Carile
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