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)
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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
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Beaufour [PSEN Irdusiria
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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
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