AEPKABHA CJIYKBA 3 JTKAPCBKHX 3ACOBIB TA KOHTPOJUIIO 3A
HAPKOTHKAMM Y KHIBCBKII OBJACTI

gpos. Ceitarynof Hagif, 3, m.Kuis, 02099, ren/bakc: (044) 363-06-50
E-mail: dIs.kof@dls.gov.ua, Kog EAPIIOY 37078774

BACHOBOK
npo AKICTH BBe3eHOT0 B YKpainy AikapcebKkoroe 3acofy

30.19.2023 Ne 52829/23/10

CMEKTA® AHEJLCHH-BAHLIL

{Hafimelrypauns JiKapchkore 3acoBy 3rigHo 3 peecTpaniiinimM NOCEINCHHETM)
MOPOLIGK AJIs1 0PaIBHOI cycrensii o 3 r; mo 3,76 r NOPoOWIKY Y RAKETHKY, 00 12 NaKeTAKIE y
rapToHHi Ropobuiil
{thopMa BTy CKY, HO3YBANHS, BILT MARYEAKMA DiKApCEKora sacoby)

Homep peecrpauifinoro nocsiuenns UA/7660/01/01 crpox aii peecrpaniiivoro mocsiguenns 01.01,2099

Cepis sirapcoxoro sacody Ne A§7755 Kimekicrs Bee3enoro aikapenxoro sacody 8640
BitpoGruk BO®YP IIICEH IHIYCTPL DOpannig
(nafinenysauna prpoGnnka nikapeskaro 3acoby, Kpaiia NOXOIHCEHHA)
Baezeno B Yipainy CrinbHe yrpainchKo-eCTOHCLEE MIARPHEMETEO ¥ ¢opai ToBapucTRa
3 obmesxenolo BixnosinaasuicTio " Orriva-®apw, ITA", inenr. xox:
21642228 '

(natiMenysauns 1a kog 32 €JIPTIOY topuiiranol ocobn aBoe npisbune, ia'%, 70 GATLKOBI dhizizyeiof
ocofint - mixnpsemus, T Miclie NPOXNBAKAS Ta peecTpauiiiiist 120Mep 0BTiROBOT KAPTKH IITATHISKS
NoAaTKIB 200 cepis Ta HoMEp NAcIopTa)

Mporokoa pizyansxore koutpoaio eiz 26.10.2023 Ne 3405/1.

32 pe3yaAbTATAMM NEPHKABHOrO KOMTPOMO BCTAHOBARHO, mo ikapeekuil 3aci6 Beesemo B Yipainy 3

AOTPHMAHRSAM sumor 3aKon0A2BCTRA MoAO 3a0e30C9CHUA AKOCTL JIKAPCHKHX 3acobis.
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~CepTidikar

Certificate of Analysis and Compliance

AKOCTI T& BignosiAHoCTI

Iucnexkronana cepin‘nspection Iof ; 040000318240

Buyrpiwmiit womep nuprii fmern

al Batch Number : A67755

Nara supoSnuutea Mamyfacturing date : 20/an/2023

Mava saxciuvennn repsumy wpsnaruocti/Expiry date 30Mep/2026

Mocunanss wa cneundtkaunc/Specificarion reference 032341 7 15.0

[MpouenypaProcedure : 32199

Koa npenapary Material Code 1 1053001UA

/5

Version : |

He1ma npenapary-drticle name : CMEKTA ®Anenseiti-Banuns (mo 31 12 nax )

TectiTest Merton/Method Coeundbikanin/Specification PesyneratwResult  Opuanuiflinit
JACAABHA XAPAI{T_E?I'[CTHKA/GENERAL CHARACTERS )
Rapowox 811 cipysaro-Ginoro KORBOPY 710 xonhoﬁ}
Buytp. meton (Biayanesuit 1o OXPH 3 fIETKHM 3aNaxXoM anenscika npy NPItEoTY B
Ounne QpranonentH4snii) cycnensij B )
Appearance In-house (Visual and Greyish-white to achre powder. with stightly CE'J)J{I;;’IE‘?ECS
olfuctory) reminiscent odour of orange when preparing the !
sHIpenson
II[EHTH(DIKAlllFIHDENTIFICA Hox
. Crextp Andpaxaii penTreHIBcaxny npoMeHa
Jiccmermir mf::g':;;f;i{g;ii W noiGiuit crexTpy nopienanus ToT
Drosmectite ik The X-ray dyfracnon spectrim 15 sionlar 16 tias of the =
in-house (X-ray diffraction) refratici. COMPLIES
TECTITESTS
Cepeansg maca BuyTp. meron (3sawysanus) 3577 ~395r(3 781 5%)
Average mass In-house (weighing) 257-395(3.76g 5% 37N ‘;
Aan 20 nakernis. ne Ginbwe 2 BAXRARIOTOCR Big
cepeannor Mach Ginbue win va = 7.5% i xomeu 1 ix
)?:;g:;:urrh MACH BMICTY €uponcﬁcgg-§;;pmaxoneu HE BLAXMARETACR Ginbl i Ha £ | 594 P
: ’ On 20 sachets: Noi more thon 2 deviate Srom the g
Unmiforutity of mass Ph Evr. 295 average mass by more than + 7.5% and none deviates COMPLIES
by more than & 15%
KINLKICHE BHIHAYEHHS/ASSAY
Buyrp.meton 2 85-3 15 o/ cepennn para naxeruka (3.00 r £ 5%}
Hiocsexrar ” ~ = r/ cepenyA aara
Diosmecite (Cpagverprunnii) 285103 15 g per average sache! (3.00 g + 5%) 266 aRe i

In-house (Gravimery)

Raverage sachet

This centificate was compiled by a validated laboratory information system and comes without genuine signatures, The approval was done in the
laboratory information system by means of traceable electronic

Lleif ceprudivar ckomaennii nepesipeHol

AaBoparopHoI0 iHQopMALIiHOIO cHCTENGR Ta 1

signatures,

nposeiena y aboparopuiit indopaaniinii CHCTEMI 42 ONOMOTOK BiACAITKOBAHHY SACKTPOHHHX NiANKCIB,

Jixkapeexa dopya / Pharmaceutical Form :

Nopouwok 2a opansnot cycnewsii, no 3 ¢/ Powder for oral suspension 3 g

BOMYP INICEH IHAYCTPL
Pro Ete Biprou

28100 APBO. Mpannin

Ten : +33(0)2.37.65.46.00

Page ; 1/2

IStousa3 sy (300

aa2cTscA 6e3 opHriHanbHKX ninnMcis. 3arrepamennn Gyno
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FRANCE e

TEL:133(012 37 65 46.00 Ceptudikar sikocti Ta signosigHocTi
‘Certificate of Analysis and Compliance

Version : 1
Incuekrosana cepia fnspection Iot : 0400003 | 8240 Koa npenapary AMaterial Code : 1053005 1A
BuyTpiuntiit nosep napril internal Batch Number | A67755 Hama npenapary Article name ; CMEKTA FAneacun-Banus fno 3 r 12 nak )
Aivesia na supoSiurec / Manufacturing Autorisation : 2023 0191 2 4

Hownep pecerpauiiinoro noceinuenns / Registration number : UA/7660/01:01

Crta i/ Axktusnicts: | naxerux micturs, AOCMEKTHT) (CMEKTRTY RickTacapHusoro) 3 ¢
Strength £ Poteney: | sachet contains diosmectite (dioctahedral smeclile) 3 g

Po mip ra w0 yraxosku: no 3,76 r MOPOLWKY ) IAKETHKY, N0 |2 AakeTHKIB 3 kapToHKiH kopobui ¢ Pack size and type: sachet containing 3.76 g of
poswder, §2 sachets in a cardboard box

Posip cepii: 35 417 ynakosok ¢ Batch size: 35 417 packs

3uanu upo ceprudixavio / Certification statement -

113 achiieey 10, o Hanenena suwe inhopmavia ¢ nocToBipHO T2 Tounoi0. Lo Cepilo npony kiT 670 BHPoGaieks (BKIOYLIOYH

Ty BINHA/MAPKY BAHHA TA NPOBEAEHO KOHTPOL 1i RKGCTI) HA BHUICININAYE I AABHAL Y NOBIA BIATOBITHOCT] 1 siMorasu HBIT. scranoznenumm
AHCICTIUM PETY IATOPHIM OPEANOM, & TAKOK BIINOBILHO 0 cnewnhikauiit. wo Mictareen y PeecTpauiiiHosy focke Kpaikn-inmoprepa. Mpotokony
HEPOGHILLTRA, (1KY BAHHA Ta ananiia 6y10 NeperaAHyTO Ta BCTANDENCHO BiROOBIHICTY Baivorans HBI.

I hereby certify that the sbove information is authentic and accurate. I his baich 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 tocal Regulatory Authority and with the specificalions

in the Marketing Autharization of the importing country. The baich processing, packaging and analysis records were reviewed and found te be in
compliance with GMP,

Hacry imi punpoGysanis Momy s 6y Th BLICYTHI. OCKILUMKI LPOBOIATHER HOPSTHIIO Fotowing test can be absent as it is carried out periodically
MikpoGionoriusa uncrora (nepy TumpE TecT) MICROBIOLOGI AL QUALITY (non-routing test)

Apeen ta Centicus. BuGipxosnii Tect: sinnonigac cneiibisanil. akwo nposoasTs 7 Arsenic and Lead Skip testing . conlorm to specification if tested

Bitenorok Conclusion ; Lot conforme 7 Batch Complies / Cootsercrayer / Cepin sianosizac
Enexrponnuii ninnne Electronic signature

3atpepmaeno Approved by : Yannick PERRIN as QUALIFSED PERSON
Hata Date . 10:Cepi2023 12:06:20 (UTC)

Bunaua Issied by Yannick PERRIN

Iorta Date : 10/Cep:2023 F2:06:22 (UTC)

Y. PERRIN
10 ADIT 2023

Pharmacien Assurance Qualii-

Page : 2:2 ¥7-3.5.0




HAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHIBCBKIN OBJIACTI

npos. Ceitnmunoi Hagaii, 3, m.Kuis, 02099, ren/barc: (044) 576-40-41
E-mail: dls.ko@dls.gov.uz, Koa €/IPTIOY 37078774

BHCHOBOK
NPO SIKICTH BBE3€HOI0 B YKPAIHY JiKapchKOro 3acoly

24.12.2024 Ne 67021/24/10

CMEKTA® ANIEJLCHH-BAHLIB

(uaitsenyrang sikapeskoro sacofy 3riARD 3 peecTpalliliins HocBigYCHAANM}
MOPOIIOK AJ% OpaJbHOI cycnensii o 3 r; no 3,76 r GOpOIKY ¥ NAKeTHRY, 10 12 NaKeTHKIB y
KapTOHIIH Kopo6ui

{t(hapMa BINYCKY, Z03YRANHA, BIA MAKYBAHR NikapCREOTO 3acoby}

Hoatep peectpatifinoro nocsigsenns UA/7660/01/01 crpox aii peectpaniifnoro nocsiauenns 01.01.2099

Cepia mikapcexora sacoby Mo C57044 Kimukicrs BBeacHOro sikapeskoro sacoby 864
Bupobiuk BO®YP HICEH IHAYCTPI, Opaniis
{(naiivenysaHHa pHpobHIKA NiKapesrore 3ncoly, KpaiHa ROXogKeHAN)
Baeaeno B Ypaiuy Crhinbue yKpaiHCLKO-eCTOHCHKE GignpueMcTRO y Gopari ToBaApHCTBA
3-00MexeH00 BignosinaasnicTio "Onrima-Mapn, AT, inent. rox:
21642228

{waiivexyeadnn Ta xo/ 38 EJPIIOY wpusisHol ocobn ao npissHue, iv'g, o barexopi $isnunoi
ocofH - MiARpHEMLLA, if Micie Npo#AiBanHA Ta peecTpaliiinnit Rovep 00NiKoBOT KAPTKN RAATHIEA
noaatkis afo cepia T2 HOMEp AACTIOPTA)

IpoTekoa Bisyaasuoro xeurpoaio six 19.12.2024 Nz 4008/2.

3a pesynpTATAMM HEPIKARBHOIO KOHTPDOMID BCTAHOBAEHO, 0 mikapcerii  3aci®  Beesenc B Yrpainy 3

JOTPHMARHAM sHMOT 3aK0HOZABCTRA IOA0 320E3MCYEHIR AKOCTE NIKAPCAKIX 3ac00iB.

Omsra €PBOMEHKO

{ininiamv 72 npismatie)

-,
L
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CepTudikaT SKOCTI Ta BIANOBIAHOCTI
Certificate of Analysis and Compliance

Incniexrorana cepis//nspection lot : 040000339719

Buytpiwiii nomep naprii/lniern

al Batch Number : C57044

Hara supobuuurBa/Manufacturing date : 07/Yep/2024

Kon npenapary/Material Code : 1053001UA

Version : |

Hassa npenapary/Article name : CMEKTA ®Anesmcin-Baninn (110 3 1 12 nax.)

Jlara saxinuenns repminy npumarnocri/Expiry date © 31/Tpa/2027

TMocunanus wa cneundixaiio/Specification reference : 032341/ 16.0

[Tpouenypa/Procedure : 32199

Teer/Test

Mceros/Method

Cucnndixaitist/Specification

Pesynnrarid Result

Onunuangi't nir

3ATAJIBHA XAPAKTEPUCTUKA/GENERAL CHARACTERS

Onue

Buyrp. meroit (Bisyanbnii Ta
OpranonenTianmit)

Topotok 8ia cipyBaTo-6110r0 KONLOPY A0 KOALOPY
OXPH 3 JICTKHM 3aITAXOM AlICIbCHHA TIPH IIPHIoTYBaliii
cycrieusii

In-house (Gravimetry)

Appearance In-house (Visual and Greyish-white to ochre powder, with slightly P:IJIIIOBIIIEK‘..
o L i By COMPLIES
olfuctenry) reminiscent odour of orange when prepuring the
suspension
INEHTUGIKALUS/IDENTIFICATION
Criextp aH(PaKiLil peHTreHiBCLKIX TPOMEHIR
s Buyrp. metox (Metoa pA l,p L . I
JiocmekTur pewtrenincukol audipaxuit) OgiOHMIE CIIEKTPY NOPIRHSHIS Binoni
4 , CHTICHIBCHKOT @ 5 s g . BiJC
Diosmectite - S e The X-ray diffraction spectrum is s 1w to that of the s
In-house (X-ray diffraction) LR SpeCiigi | sliar 0 i ol v COMPLIES
& reference.
TECT/TESTS
Cepenns Maca Brytp. Meton (3raxysatiis) 3.57T ~3.95r(3.76 T 5%) .
Average mass In-house (weighing) 3.57-3.95(3.76g+5% 3.75 "
g
Tlia 20 nakeTHkis: ie SianIIe 2 BIAXUAMOTLCA BT
P . . " cepesttnoi Mactt Surkine i a1 7.5% 1 wosten 1 s
OauopiHicTs MacH BMicCTy €rpoticiichka Papmaroncs ; o . o
HAKOBKH 2.9.5) HC BXHIACTBCS OLILIL 1K a4 | 5% Bimosiae
)Ll/ni/'ormiiv of mass Ph Ein: 295 On 20 sachets: Not more than 2 deviate from the COMPL [l‘?S
’ i ' e average mass by more than £ 7.5% and none deviates
hy more than = 15%
KITLKICHE BU3BHAYEHHSI/ASSAY
. o Brytp.meron 2.85-3.15 1/ cepes wara itaxeruka (3.00 r+ 5%)
Hioemerri (I"pasiMeTpuunitii) 2.85 to 3.15 ¢ per average sachet (3.00 g £ 5%, r/ cepenHa Bara
. 3 it J. rper 20 c saehet (o, Y ),
Diosmectite ! ! 81 < 2 3.02 nakeTuka

elaverage sachet

This certificate was compiled by a validated laboratory information system and comes without genuine signatures. The approval was done in the
laboratory information system by means ol traceable electronic signatures.

T1eit ceprudikar cknanenuii nepesipenolo 1aboparopHoto iHGopManiiinoIo cHETeMOI0 Ta HajacThes 6e3 opurinaaLnx tignvcin. 3avsepiokenins Oyno
nposeaeno y naGopatoptii indopmauiiiniii cucTeMi 33 JONOMOTOI0 BIACHLIKOBANHX CHCKTPONITIX iciB.

Jlikaperwka (opma / Pharmaceutical Form :
Topomoxk s opaikHoi cycnensii, o 3 1/ Powder for oral suspension 3 g

BO®YP INTCEH IHIYCTPI
Pio Ere Bipron

28100 APLO, Mdpawniis

Ten : +33(0)2.37.65.46.00

Page: 172

%D(/' Leo A7 LY

/e g2 le/(j/

V7-3.5.0




Beaufour IPSEN Industric
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TEL : +33 (0)2 37 65 46 00

CepTudikat sakocTi Ta BignoBiaHoCTi
Certificate of Analysis and Compliance

Version © 1
Iucnexrorana cepis/fnspection lot : 040000339719 Kon npenapary/Material Code 1 1053001 UA
Buytpimniit vomep naprii//nternal Batch Number : C57044 Hassa npenapary/Article name : CMEKTA ®Anensenn-Baninn (o 3 v 12 nax.)

Jlinensis ua supobuuiTeo / Manufacturing Autorisation : 2023_019_1_2 4
Homep peecrpauiiinoro nocsiguenss / Registration number : UA/7660/01/01

Cruta Jii / AKTHBHICTD: | TAKETHK MiCTHTL KIOCMCKTHTY (CMEKTHTY HiOKTagApHYHOro) 3 I
Strength / Potency: 1 sachet contains diosmectite (dioctahedral smectite) 3 g

PosMip Ta THR ynakoBiw: 1o 3,76 © opoluky y nakertuky, no 12 nakernkis y kaprouniii kopo6ui / Pack size and type: sachet containing 3.76 g of
powder, 12 sachets in a cardboard box
Poswmip cepii: 35 417 ynakosok / Batch size: 35 417 packs

3assa nmpo ceprudikaitito / Certification statement :

[IuM 3acsinuyio, o HaBeAeHa B iHpopMallis € ZoCTOBIpHOIO Ta Touro. [lio cepito npoiykuil Oyiio Bupoficto (BrOUHaI0un
NAKYBAHHA/MAPKYBAHHS Ta NIPOBEACHO KOHTPOL i AKOCTT) Ha BUILE3a3HAUCHIT MibIMILL Y TIOBHIH sianosiiocti 3 gumorami HBLEL seranonsciii
MICUCBITM PEryJisSTOpHIM OPTaHOM, & TAKOX RiJMOBIANO 10 crietndiKkatiii, nlo MicTsaThes y peectpaitiiinomy Aoche kpaiti-imioprepa. Hpotokoi
BHPOBHMIITEA, TAKYBaLS Ta aHaMi3iB GyJIo NEPCNLIHYTO Ta BCTABOBIICHO BiATOBi AHicTs Bimoram HBIT,

1 hereby certity 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 focal 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 to be in
compliance with GMP.

Hacrynui BurpoBysanis MoxyTh 6yTH BiACyTHI, 0cKiibKH npoBousThes nepyTinio / Following test can be absent as it is carricd out periodically
MikpoGionoriana uncrora (iepyrunmmii reer) / MICROBIOLOGICAL QUALITY (noan-routine test)

Apcen Ta Cunenns, Bufipkosiii TecT: Biamoninac cneundikauii, skimo nposoasts / Arsenic and Lead Skip testing : conform to specification if tested
Bucnosor/Conclusion : Lot conforme / Batch Complies / Coorsercrsyer / Cepis Bianosigac
Enexrponnuit nigrmc/Electronic signature
3arseporkeno/dpproved by : Djalil Benslimane as PERSONNE QUALIFIEE / QUALIFIED PERSON
Jara/Date : 21/9ep/2024 13:37:42 (UTC)

Bunano/Issued by : Djalil Benslimane

Iarta/Date : 21/ep/2024 13:37:44 (UTC)

Page : 2/2 V7-3.5.0
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