JNEPZKABHA CJIYKBA 3 JIIKAPCHbKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y THIMPONETPOBCBHKINA OBJIACTI

Huinpo, nn.CoGopua,4, x. 601-605, 49005, ren. (066)3454171
E-mail: dls.dp@dls.gov.ua, Koa EAPIIOY 37070665

BUCHOBOK
Nnpo AKICTh BBe3eHOro 8 YKpainy JiKkapcbKoro 3acody

04.07.2024 Ne 33583/24/04

I3IKJITH

(HaliMeHyBaHHs MRAPCEKOTo 3acoby 3rigHO 3 peecTpaLliiHHM [OCBITICHHAM)
KOHI[CHTPAT AJIA OPAJILHOr0 Po3vMHy , 0H3bK0 176 M KOHIEHTPATY /IS OPAIBHON0
PO3UHHY Y IUISIHIL|; 110 2 NVIAMIKHE Y KOMILIEKTI 3 OAHHM CTAKAHYMKOM 3 MipHOIO JiHie0, y
KAPTOHHIH xopobui

(hopma BUNYCKY, AO3YBAHHA, BHA NaKyBaHHA JiKapcbkoro 3acoby)

Homep peectpauiitnoro nocsizuenns UA/14703/01/01 erpok zii peecrpauiinoro nocsixdesna 01.01.2099

Cepis nikapchkoro 3acofy Ne C53320 KinekicTs BRe3eHOrO JNikapcekoro 3acofy 7080
BupoGHuk BO®VYP IIICEH IHIYCTPI, ®pannis
(HaliMenyBanHa BUpOOHHKA JKAPCHKOTO 3ac00Y, KpalHa MOXOKEHHA)
BeeseHo B Yikpaiky ToeapucTBO 3 00MexeHo0 BinosinanbHictio ""HBaJIM", inenr. koa:
31816235

(naiiMeHyBanHs Ta kon 3a €JIPTIOY 1o0pHanunoi ocobu abo npissuime, iM'A, no Garexoni dizuysol
0cobu - minpHeMud, i Micue npoxXHBaHHA Ta peecTpanliiinnit Homep 00nikeBOT KAPTKH MIATHHKA
nojaTkis abo cepis Ta HoMep nacnopTa)

[poTokon Bisyanbnoro koutpomio eia 01.07.2024 N 07-01/1679/1.

3a pe3yNbTATAMH IEPKABHOrO KOHTPONIO BCTAHOBAEHO, 0 Jikapcbkuil  3aci6 BBeseHo B YkpaiHy 3
JOTpHMAaHHAM BHMOT 3aKOHOJABCTBA LIOM0 3a0e3neUeHHS AKOCT JIIkapchKUX 3aco0iB.

B. 0. Hauansuuka JlepskasHoi ciryxOu 3
JiKapchKHX 3aco(iB Ta KOHTPOJIIO 3a

. 2 Mapis BPE3ILIBKA
HApKOTHKaMH Yy JIHIIponeTpOBCHKIH
obnacti o -

{nocagora ocob _ PT i N i\ i )/ * (ininian Ta npizume)}

Camoiitoea Onena +38(066)345-41-71



BEAUFOUR IPSEN INDUSTRIE E Manufactming Authorisation: 2023 819 1.2 4
Rue Ethé Virton flwuewsnn na apoweoncrso: 2021 019 1.3 4
28100 Dreux
France
Tél . +3340) 2.37.65.46,00
BOSYP INCEH IHAYCTPI
Pio Eve Bigrow 28100 Jpro, Opanuis
Ten : +330} 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTHOIKAT AHAMIZY/ BUITYCKY

Inspection lot / KotrrpoaLKa cepis 040000333459  Muterial vode / Kox marepiany ; 1043115

IPSEN ot member / Homep cepii (NCEH ; C53320 Name of product / 1la3sa npoayketii ;

Manufacturing Date 7 Java pupobitierea : 14/0372024 EZICLEN “f 1I3IKAIH

Expiry Date / [lava saxinucsun Tepainy npusatnocti s 2840272027 Pharmaceuticat Form / Jikapcexa dopaa :

Specificotion referenee / Cncusdixauis - 12043¥13.0 Cencentrate for oral solution / Konucntpar 5158 opaaenora

Procedure / Mpoucaypa : 120429 poruman

Clear to not more than stiphtly by liguid with a fruit !
Appearince Yisuat and olfactory mix odour COMPLIES ! ;
Oomne OpravorentHuiubi Piamia i HpEIPOT B0 AL M3 THOT 3 APOMATON Bianoridac ]
Pt Eur. 2.3.0 ; ;
Pogitive neaction COMPLIES
Capcneﬁu.;;f?apuaxoms [fosveruens peawudin Bianosinac ¢
Atomic ghsorplion
Magnesium SPCCLYOMCITY Intensity of the signal of the 1em solution is similac 1
Maraifl iPh. Eur. 2.2,23) the one obtained with the reference solution COMPLIES
Artseiv-aboophuifia IHTCRCHBIHCTL enrERY A% Aocriziore poruMHY i " / :
COCKTPONETRIA ABAAOTIUHA A7 IFTEHCHBHOCTI CHIHARY, OTPHMAHOTD ynapiaac H
{Ceponehiceka dapraxones | 1 auxopucramsm cra @ PUOIHIY ]
2123
Fh. Eur. 2.3.1. reaction b} % .
Epponchchia ¢apuauoncn :’?Of:::mrf:d'g" in CE;OM P'.'Iﬁs !
23.1, peaxiiia b} peakll LT i
Atomi¢ sbsorption
Potassium specteometry (Ph. Eur, Tritensity of ihe signal of the rest solution i i shmilar
Kanik 2210 the one obiained with the refy COMPLIES
Atom#n-alicopGuifing Inveucwenicts curany 417, Edididra; 3 fianoninac /
CHCKTPOMETPin ANATOCPYHA 10 iHTen WrHATY, OTpHidy Mneaa
{€aponeitchka Gepyakones | BUXOPHCTEHHAM er %ﬁwhniﬁl N P,
2.2.23) S/ mnu vy MEHTIB AW
g ’
Ph. Eor. 2.3.1. reaction b) N o\
€oponeiicera hapuaskoner gﬁ;’:ﬂ:am‘m WS 5 aL‘ M“ ] % E}JMP[_’IES /
2.3.1. peaxuiia b) peanip e CA f=y )3 ) 1Anmaae
i Aromic absorption - < /
S"""f"’ spectroametty {Ph. Eur, Intensity of the 8 -i ¢ 405t solution iy ,su‘n)!a
Harpin 2223 the one obtained with nite Bolution. S
Arosmuo-abcoplillifna nTeHcitsHicre vhrnany ; Wmnqm ptu ar)- Bi kiES /
CHCKTPOMETDIX noxibhe 40 HIFCHGHDIOCTI qa;mﬁﬁw: 3 HNRULIC
{€nponeiicesy dapuakenca | BHKOPHCTAHHAM CTRADHHIND POIMHHY
2.2.23)
Ph. Eur. 2.3.1, reaction a} » .
Espomneiicexa gapuakonen I?I:’:::'rw:n:f:mo: in %QMPL.'IF’S 4
23,1, peaxuia a) peaxtl ianaginar
e Polentiometric
g‘fl,:ffm Thration (Ph. Eur. 2.2.20) !
5 NMotenuioserpunne See « Assay of sulfate » COMPLIES y
THIPysaHH Aus. vKimsxicHe suikasieHin cydndarys Bianosizac
{Eponclicexa dapsiakoncs
2.2.20)

Page i /4



BEAUFOUR IPSEN INDUSTRIE Manaizcluning Awhorisation: 2023 019 1 2.4
Rue Ethé Virton Huuciang na opousogcrue. 2023_019_1.2 4
28100 Dreux
France
Téh : +3H0) 2.37.65.46.00
EOGDYP HICEH IHAYCTP
Pio Ete Biprok 28100 dpso, $panuin
Ten : #330) 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTHOIKAT AHAJLI3Y/ BUITYCKY

Inspection ot / Kakrponia cepis : 40000333459 Mateviai code / Koz marepiam : 1043315

IPSEN lot number / Tiomep cepii ITRCENE - C53320 Name of product £ Hasea npogy il

ManuFaciuring Date / Jlata supodnmiraa 1450372024 EZICLEN */ [IIKAIH

Expiry Date / [lara mzkingcius Tepalny npuaataocti - 280022027 Pharmaceusical Form / Rikapesea dopue

Specification reference / Crcuiisarlin 120430/13.0 Conuentrute for oral sofution ! Kosmuenpur ans apamaione

Procedute / lNpolicsypa : 120429 POIIHEY

High Performance Liul ]
Chrematography Cheomatogram of the test solution is similar io the
: (Ph. Eur. 2.2.29} one oblained with the reference saluion .
;5{‘:: lug bﬁS.?g:t Bucokoudwrtunm puini | Xpommorpsma  30CHiIH0N0 poruny noaifaa au (;]ITWP:I? | /
P XpaMararpodin XPOMITOFPOMN.  OTPHMAHOT 3 BHKOPHCTAINEAM BN
(Caponchonki apuankwns | CTLIDHHLIL POMANY
2.2.2

AV 3 L {on 50 dusage units

4
Uniformity of AY = LI (on 30 dosage anits) and no individual
dosage units Ph. Bur. {2.9.40) cantent of the dosage unil is kess than £ - L2 « COMPLIES
Camapianicts Caporiciicura dapsosviny | 0.01 M or more than (§ + L2  0.00M Bi T i
1030RAHHN (2.9.401 AV < Li (10 oominuie 00y Baning) ado AV < SRR
[iATTTITY L1 faan 30 ooobmaes osysatiam)., i saicr gomiwi

OKPUMOT QIHHMLE JOTY BTN e MeHEwE wiw £1- L2

1 0.01)M 18 He Giavwe i (F+ 1.2 0.01)M . m_;__,___‘___

Ph. Eur, (2.2.3) :

:‘:n l‘.nponenc:;.; lI;:pMBKﬂI.I#I Bi.';: ;n;‘ 4 X ! ! i

“Atomic :bh

Speciometry
{Ph. Eur. 2.2.23)
Arosto-adeoptiting (0.321 pibottic x $%) 0.127 g/ bottle

0.307-0.139

0.307 . 0.339
(0.323 ofograixa = 5%

CREXTPOMETIN tf naguska

{E€xponeiichra apmakones
22.2%
Atomic sbsorplion
spectrometry (Pb. Bur.
. 232320
Il;otassmm ATavno-aicopSuifing
anlit ;
CNEXTPANETPIR
{Crponecicora gaprraxo
2223
Altomic absorplion
spectrometry (Ph. Eur.
. 22.23)
iS-lodu.}m Atomuo-aficopfuifiia
Frpin 5
CIICKTPOMCTRIN
{Caponeficeka Bapsaxones
222% ;
Potentiomerric tiimtion )
(Ph. Eur. 2.2.20) 14100 - {5,587
Sulfate 1loTentigseTpirine (14.84% g/ooltle = 5%) 14.444 g/ bottle
Cyashat THTPY BOHHA 14.103% - 15,587 ' ks
(€wporiciicaka tpapmaxoncy tamea (845 /naawea = 5 %) '
2.2.2n

I Gl ; £/ hottte
v M E T LB - [.406 sinpwuka |

{1405 rfunk[%m

g/ bottle
5.759 rinanmkn

Page 274



BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023_019_1_2 4
Rue Ethé Viron Jhuenius Ha apouiscacteo: 2023 019 1 2.4
28100 Dreux
France
Teél : 433(0} 2.37.65.46.00
RO®YP INMCER IHAYCTPI
Pro Evc Biproa 28100 fpuo, ®pakuia
Tea: +330) 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTU®IKAT AHANI3Y/ BUTTYCKY

inspection kot / Kenrpomska cepis : 040000333459 Maierial code / Koa marepiany : F043315

IPSEN jot aumber 7 Homep cepit I(ICEH : C53320 Name of product / Hissa tpoy xatii ;

Manulacturing Date / Sava swpobunuiea | 1440372024 EZICLEN % I3IKHH

Expiry Date / [lata sakingcnun vopatiny npsaatuoeric  2RAY272027 Pharmaceutical Form / Jlixapcexa fopua :

Specification reference 7 Cneundikauia : 120430013.0 Conceatrime for oral solution / Konuewrpar ans opiistero

Procedure / fpate, : 120429 POPHIY

3 :
© Harpiio SeHsont Bmox::x::::;ld&mumm 83.2-107.8 1.9 MR wxa
(Eapouchicssa dapsronen (98.0 mrinanmxa 2 (0 9) :
2.2.29 _ ]
Total serobic
microbinl count
Jaraisite uncro <10} NA* CPU/mi
aepobuny KY Qi
{ mixpoopraninto R
Total combincd Eh. Bup S
e yimontds (26.12,26.13)
b Cupenslicuxa dapuaxones CFUml
2 10"
s N— (26.12.26.10 % 10 NA* kYO
apiEImeNx 12
Raiceesmy rpubis . _ )
Escherichia coli Absence 7 mi NA* i

Biacyiwicms / Ma

Comxlusion / Brenoaox : Batch complies / Cepin sinnonizar

Signature 7 Mianue : C. POCHIG.
Issued by £ Buauo * Responsable Sl -
Date f fara : 0270472024 BEAUFOUR~IPS_EN

Approved hy / Jarsepameno
Date 7 flava : 02/0472024

NA : Noi Applicable = SEAN
* - fest Is performed on every Hith manufactured baich. Zo N
CTOKY MEHTIB N

® - HPOBUTATH HA KOKIHA ICCATIR DKPOGREHiR Copil.

Page 374



BEAUFOUR IPSEN INDUSTRIE Manufaciuring Aothosisation: 2023_DE9 12 4
Rue Ethé Virton Jueinng wa tpowwoncTeo: 2023 019 1.2 4
2HI00 Dreeux

France

Tél: +330) 2.37.65.456.00

EO®YF INCEH HAYCTP

Pro Exe Bipros 28100 Apeo. Qpauitiy

I +3301 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAM3Y/! BUITYCKY
{nxpuction loi / Kontpo:bna cepis | 040000333459 Material code / Koa matepinyy - 1043315
IPSEN Ior nmber 7 Flovep cepit INCEH : 53320 Name of product £ Hasaa upogy Kuii :
Manafacturing Bate / Jora supoBivutea - 1440342024 EZICLEN %/ I3IKAH
Expiry Date / Hata sarindcuna vépuiny npwaatuoen . 28/032/2027 Pharmaceutical Form ¢ Jlikapeska dopsia -
Specification reference 7 Cheundivauin ; 120430/13.0 Conventrate for oral solution / Kontentpar 1.8 spatwsarn
Procedure / [poueaypa 120429 posany

Regisiration nuasber 7 Pecerpanifine nocaiawers N : UAAIATINO 101

Strcagth/ Poteney © | bottle coninining : sodium sulphate anhydrous 17,510 g: mognesium sulphare heptahydrate 3.276 g, puiassium sulfate
110

Coeta ai¥ AxtonticTs . 1 anawina MICTHTL: HITPIO ¢y nuthary Gezsonnoro (2,510 1; mardie oy audors renarizpary 1.276 r; kaabo ovasbary
ER K

ach wize and type: About $76 ml contentrate for oral solulion in a botle closed by a childproef screw cop with 3 melti-Yayer seal with o cinid.
nesistanl closure, one cup with a il line is pravided with 2 heteles in the carten box

Pach size of twu vottles and oee cup,

Paip T3 it nakosauns | Smeago 176 s1a EQHUCHT ALY 1% OPAILAOTO POIMHKY ¥ IARILL T KPHEIKOO, WO MR Y CTACA, HE10CTY mN0T
L% HUEKAHETA GOYLAH, 3 GaraTouapeno CHOTEMAI0 YIELICIMIAL 10 2 ILIATNN Y KOMILIEKTE 3 OEHHM CEAKIHMITRON 7 SEIHOR R0, 3
waproauif sopadti,

Bateh size / Poswip coptiz 7300 packs / 7000 ynakosnx

Camvenis f Kavew rapi: 12 Not Applicablz / Je mrasyciven
U Wrike comments i€y £ laosiice koseurapi, skeo some o .

Coentification starement / 3aKsa npo cepradrigattin:

Y heveby cedtify that the above information is autheatic ond accurate. This hatch of product has Been manulacwred { including packaging/laheling
and gquality cantrel) at the above mentioned site in full compliance with the CMP requirements of the locai Repuintory Authorsty and with: the
specifications in the Marketing Authorization of ihe imparting country. The baleh procussing. puckaging and analysis records were reyiewed and
found lo be in compliance with GMP,

Lbod # 32c8i04%10. o wasenens enwe indopuasia © socToBipHON T8 Tounow. EBo cepile npnayxuii Gyao ®ipodreHo (sxmovaui
RAKY WAHAS MARKY BAHHA T2 NPORCACHHN KOHTPOAID Fi RKOCTI) M3 AMILteIAiHaqeH#il QinbHMuUI 3 NOBIR RLINOBIANOCTE 3 Rivoravn GMP,
BCTAHORMHHMIL MICUCBHAT POy INTORHIN OPTEHOM, & TRNON DIINORIAHG 10 CNEUHGIKALIN. WO MICTATLCE 3 PECCTPAUIHKOMY BUCKE KPATHH
ismnprepa. 1ipotokamt BUPOGHILTRL. faKYBIIHR T8 MHHIESIR §) 40 IRPLCIARYTO T2 BOTALORTENO BLINORI TIHCTE GMP,

Batch refease hy / Cepin sy wena
Nomw aned signature of the Qualitied Person :
piasine vaniins Yrowmsencnoionobn

Date of signaure / fnra manwcanna -

Anached” Baich cenificate of analysis logarriea : ‘]
/3

Page 4 7 4



AEPKABHA CIIVIKBA 3 JIKAPCbKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIU OBJACTI

npos. Cairsinanol Hapii, 3, m.Kuir, 02099, ten‘haxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €APHIOY 37078774

BUCHOBOK
Ipo SAKICTH BBE3EHOT0 B YKpaiHy Jikapchkoro 3acoby

11.02.2025 Ne 3805725/10

I3IKJITH

(naiimenynanis fikapebkero sacofy 3rigno 2 peecTpanifiiy NOCBIAMEIIAM)
ROHUENTPAT JAs 0PAABHOTO PO3yHNYy; 8.1135K0 176 M KONTEHTPATY AAS 0PAILHOTO
PO3MIILY Y IGIAINAT; B0 2 IUIAHIKE ¥ KOMILIEKTI 3 OJHHM CTAKAHTHKOM 3 MipHOIo JiHicH, ¥
KapToHHiit kopodui

{thopata pRsmycEy, NO3YBAHHR, RILA NM2AKYBARHA NIKAPCEKOTO 3CCBY)

Homep peectpaniiinoro nocsiayenus UA/14703/01/01 crpok aii peectpauiiiroro nocsinuesna 01.01.2099

Cepis nikapcexoro sacoby Ne C62530 Kinbxicts naesedoro Nixkapeskoro 3acoby 7176
BupoGnux BEQ@VYP IHCEH IHOAYCTPI, dpauiis
{naiiveHysanxA BRPOTHIIKA MiKZPCHKOTD 230c00Y, KPATHA TOXOLACHHA)
Breserio B Vpainy Crinene yrpalHcbKO-eCTONCHKE MANPHEMCTBO ¥ dopmi ToBapHETBA
3 o0MezkeHol0 sianoBizaasaicTio "Ontisa-Papm, JITHAY, igeur. xon:
21642228

(Haiisenynanps T2 xoy 30 CAPIIOY wpuamanof ocobi afo npiseie, ix's, no Garekosi disnukoi
ocobi - nianpuenus, 77 Micle MPoANBAHMS Ta peccTpanifinsil oMep obmikoBoT KAPTRH MNATHIKA
noAaTkiB abd cepis Ta HoMep NacnopTa)

iporokea sisyaasioers xourpomo sig 06.02.2025 Ne 0270/2.

3a pelyasTaTasH  NePAABHOTG KOHTPOAK BCTAHOBICHO, MO  NikapcekHil  3acid seezeno s Vipainy 3
JOTPHMANHAM BIMOT 30K0HOA2BCTEA INOID 3a0S3MeUeHHA AKOCTI JHKAPCLEHX 3acoBiB.

Onnra CPLOMEHKO

(i) {htistinnid T ipianiing)




BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 Dreux

France

Tel : +33(0) 2.37.65.46.00

BOGYP MICEH IHOYCTPL

Pro Ere Biprou 28100 Jlpro, Mpamnis
Ten ; +33(0) 2.37.65.46.00

Manufacturing Authorisation: 2023_019_1 2 4
Jlinensis wa supobusirso: 2023 019_( 2 4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTU®IKAT AHAJIIZY/ BUITYCKY

Inspection lot / Kowrpossha cepis

[PSEN lot number / Homep cepii HICEH
Manufacturing Date / Hara sapoGanursa

Expiry Date / Hara saxinuenns tepMiny nprHaaTHoeTi
Specification reference / Crienrdikauis

Procedure / Hpouenypa

040000348354 Material code / Ko matepiany @ 1043315

C62530 Name of product / Hazsa npoxyxuii :

28/10/2024 EZICLEN % [315U1H

30/09/2027 Pharmaceutical Form / Jlikapeska dopma

120430/14.0 Concentrate Tor oral solution / Koduerpar s OpaibHOTO
120429 POBYHRY

Clear to not more than slightly hazy liquid with a fruit
Appearance Visual and olfactory mix odour COMPLIES
Ornne Opravoren i Piawmsa i npo3opol A0 JEHO MYTHOT 3 apoMaToM Binnosizae
$pyKkTOBOT CyMit
Ph. Eur. 2.3.1 " . N e
- - Positive reaction COMPLIES .
Eaponeiiceka Dapmakonea | . . . ; /
231 [TosutieHa peakiis Biznosinac
The retention time of principal peak in the
o chromatogran of test solution is similar with
Magnesium ; z c it s :
MarHiii retention time of the principal peak in the
) Tonic chromatography . ; [ refi i COMPLIES
onIc © atography chromatogram of reference solution AP LAES
lowna xpomarorpadis Yae yrpuManis OCHOBHOLO THKY Ha Xpomarorpasi Binnosizae
BUNPOOOBYBAHOTCG POUMEY NOBHHCH CHIBNBKATH 3
YACOM YTPUMAHHA OCROBHOTO MKY HA XpoMaTorpami
POBUHRY NOPIBHIHHAK
Ph, Eur, 2.3.1, reaction b s 3 ~ .
5 < ) Positive reaction COMPLIES
Exponciiceia hapmMakones TTosnTurra peaxuis Bianosizac
2.3.1, peakuis by p i o
The retention time of principal peak in the
Potassium chromatogram of test solution is similar with
3 RN . . 3 N . .
. retention time of the principal peak in the
Kariid B Dk o -
lonic chromatography chromatogram of reference solution COMPLIES
Towua xpostarorpagis Yac YTPUMaHHA OCHOBROTO NiKY H3 Xpomatorpami Bizmosinac
BATIPOSOBYBAHOIO POBYAHY NOBHHEH CHiBMaZatH 3
HACOM YTPHMARHS OCHOBHOTO TIKY Ha XPOMATOTparmi
POIUHMY NOPIBHANHS
Ph. Eur, 2.3.1, reaction b . . " .
~ - ki ) Positive reaction COMPLIES y
Epponciichka QAPMARONCH | 1y & i Bintobinac /
2.3.1, peakuis b) =R AT
The retention time of principal peak in the
Sodium chromatogram of test solution is similar with
Harpif retention time of the principal peak in the
fonic chromatography chromatogram of reference solution COMPLIES
lonsa xpomarorpadia Yac yIpHMaHHA OCHOBHOTO MKy HA XpOMaTOTpami Bianosinac
BHIPOBOBYBAHOrG PO3UHKY NOBMHEH CHIBIJATH 3
YACOM YTPUMAHHA OCHORHOID THKY Ha XPOMaTOrpami
POBUHILY TOPIBEAHHS

N D6 2o
;2)/1(.;5/{/&/ 06 ((
Page1/4
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BEAUFOUR IPSEN INDUSTRIE Manutacturing Authorisation: 2023 019 1 2 4
Rug Ethé Virton Jinewsis ua supobuwirso: 2023 019 1 2 4
28100 Dreux
France
Tél 1 +33(0) 2.37.65.46.00
BO®YP ITNICEH THAYCTPI
Pro Ete Bipron 28100 Jlpso, Mpanwis
Ten @ +33(0) 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTUDIKAT AHAJI3Y/ BUITYCKY

Inspection lot / Koxtponsha cepis | 040000348354  Material code / Kox marepiany : 1043315
IPSEN Jot number / Homep cepii HICEH 62530 Name of product / Hazpa npoayxiii :
Manufacturing Date / Jlara supofuuirsa 28/10/2024 EZICLEN %/ I3IKJIIH
Expiry Date / JlaTa 3aKiHUCHHS TCPMIRY APHAATHOCTI 30/09/2027 Pharmaceutical Form / JTikapcbra gopma :
Specification reference / Crienudixauis © 120430/14.0 Concentrate for oral solution / KOHREHTPAT J1A OPUIBLHOTO
Procedure / Tpouesypa 120429 PO3INHY
Ph. Eur. 2.3.1, reaction &) | pigive reaction COMPLIES ,
Capenedepkarhapmaones TlosuTHsHa peakuis Biarronizae /
2.3.1, peaxuis a) ’ ’
The retention time of principal peak in the
Sulfate chromatogram of test solution is similar with
Cynndar ’ retention time of the principal peak in the = n
lonic chromatography chromatogram of reference solution (.,()MPi,‘,H::,& ;
Tonna xpomarorpadis Yac yTPUMAHHS OCHOBHOTO Ky HA XpOMATorpami Bianosizae
BUAPOOOBYBAHOND POIYMHY NOBHHCH CTIBNajaTH 3
{aCOM YTPHMAHH QCHOBHOTO THKY Ha XpOMaTorpami

High Performance Liquid

Chromatography Chromatogram of the test solution is similar to the
e Ph. Eur. 2.2.29 one obtained with the reference solution A .
Sodium benzoate (Pr ) ! y COMPLIES
PN BrcokoedexTirHa piina | XpomatorpaMa JOCHAOTO porduRy nomitua a0 o ;
Harpiic 6ensoar : o Bianosigae

xpomarorpadis XPOMATOTPaMH,  OTPUMAHOT 3 BUKOPUCTUHHAM

(€Bporneiichka hapMaKones | CTAIOHHOIO PUFMHRY
2.2.29)

AV < LI {on 10 dosage units)

Or
Uniformity of AV € L1 (on 30 dosage units) and no individual
dosage units Ph. £ur, (2.9.40) content of the dosage unit s less than (1 - L2 x COMPLIES
Quropinnicts Erponeiiceka Gapyarones | 0.01)M or more than (1 + L2 x 0.01)M Binmosigac !
NOI0BARUX (2.9.40) AV < LI (ua 10 ogsanus gosysamis) abo AV < e
OMHIUD L1 (1a 30 oXuuuin 103yBaRHs), | BMICT ROXHOT

OKPEMOT QUHHL o3yBarHs He Merwe ik (1 - 1.2

x 0.01M ra se Ginpme mix (1 + L2 x 0,000M

> Covies £

b (“Bporl!c}:“;ct;iz é)za{;;fa)xoneﬂ 2o 3
pH - i Bin2 xo4 -

0.307 - 0.339
Magnesium lonic chromatography (0.323 g/bottle £ 5%) 0.323 g/ bottle
Marnifi {ouna xpomarorpadis 0,307 - 0,339 i I/ T IKa
(0,323 r/masiurka £ 5%)
1,335 - 1,475
Potassium lonic chromatography (1.405 g/bottle & 5%) 1.392 g/ bottle
Kaidt Touna xpomarorpadis 1,335 - 1,475 I r/siuka

(1,405 r/masuoxa & 5 %)

5.400 ~ 5.968

Sodium [onic chromatography (5.684 g/bortle £ 5%) ) ¢/ bottle
- g ( 5.642 B e
Harpiit Torna xpomatorpadis 5400 - 5968 rinsmKa

(5,684 rinnsmka = 5 %)
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BEAUFQUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 019 1 2 4
Rue Ethé Virton Hinenzin #a BrpoCHALTBEO 2()2’%“‘“0]‘) | 2 4
28100 Dreux
France
Tél: +33(0) 2.37.65.46.00
BOMGYP HICEH IHIYCTPL
Pro Ere Biprou 28100 pro, Ppanuis
Ten : +33(0) 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTUDIKAT AHAJIZY/ BUITYCKY

fnspection lot / Kourposmsua cepid © 040000348354  Material code / Ko Marepiany : 1043315

IPSEN ot number / Homep cepit THICEH @ C62530 Narne of product / Hassa npozyxudi :

Manufacturing Date / Harta BiupoGraLTea 28/10/2024 BEZICLEN # [3[KJIH

Expiry Date / Jlara saxinvenns tepMiny APHRETROCT | 30/09/2027 Phammaceutical Form / Jlikapcska dhopma @

Specification reference / Creumdixauis : 120430/14.0 Concentrate for oral solution / Kosuentpar it 0pasbHOTO

Procedure / [lpouenypa 120429 POIHIIY

14.103 - 15,587
Sulfate tonic chromatography (14.845 g/bottle = 5%) 14.824 g / bottle
Cynnpar lonma xposarorpadis {4,103 - 15,587 e CAASUIKA

(14,845 r/wmuka = 5 %)

High Performance Liquid
Chromatography

. 8821078
> 7 G
Sodium benzoate angﬁ({;r}l;:f’i) S (98.0 mg/bottle £ 10%) 06.8 mg / bottle
Harpiro Gerzoar x;:m?amrp'; (b}is:l 88,2 - 107,8 ' MIYICIATIKS
M & - 2 oo 07,
{€pponeiicuia Gapmaxones (8- Ohacinmmuiica s 1074)

2.2.20)

Total aerobic
microbial count

CFU/mi
L R T 1 < 2 % ged S
3{1'[".1«15“\, YHCIO <10 NA KY O/t
aepoBHHX
MIKPOOPTaHI3MIB Ph.E
Total combined ur.
count - s AR ' e i CFUMmI
FarwieHe WICHo (2.6.12,2.6.13) £10 NA KYO/mun

APOKIDREBAX T4
nicenenix rpubis

. s , i m;l\bse.ncc /i
Escherichia coli o : : NAX
BincyrHicts / M

Conclusion / Brcuosox : Batch complies / Cepis planosizae
Signatare / ITigmuc
Issued by / Brpanmii:

1Y E%%:;ME?QU 3»% A ) B) yLe
Date / Tava : 29/11/2024 My _
Approved by / 3aTBEPIKEHO | 20, Ru&% on-2 82:(30 Dz%;ﬁ..lj/?{/
Date / Jlara : 29/11/2024 ’ e

\!/\ Not Applicable
- test is performed on every 10th manufactured batch.
. [pOROINTH HA KOAHIH Accrriit BrpoBenil cepil.



BEAUFOUR [PSEN INDUSTRIE Manufacturing Authorisation: 2023_019_1 2 4
Rue Ethé Virton Jivensin ua pupoBuuurso: 2023 019 1 2 4
28100 Dreux
France
Té{ - +33(0)2,37.65.46.00
FOQVYP IICEH IHAYCTPI
Pro Fre Biprou 28100 Hpro, ®panuis
Ten : +33(0) 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAJIZY/ BUITYCKY

Inspection lot/ Konrponphia cepis - 040000348354 Material code / Kox matepiany : 1043315

IPSEN lot number / Homep cepif IICEH C62530 Name of product / Hassa npozyxuii :

Manufacturing Date / Jlata sMpoOHHITBa @ 28/10/2024 EZICLEN %/ [3IKJITH

Expiry Date / Jlata 3aKireHus Tepminy npraaTHOCTI | 30/09/2027 Pharmaceutical Form / Jlikapcexa gopma ;

Specification reference / Cricundixasis @ 120430/14.0 Concentrate for oral solution ¢ KomnenTpar st opaibHoTo

Procedure / Tipoueaypa 120429 POIUHHY

Registration number / Peccrpaniiine nocnigserna Ne: UA/ 147030101

Strength/ Potency : 1 bottle containing @ sodium sulphate anhydrous 17.510 g; magnesium sulphate heptahydrate 3.276 g potassium sulfate
3.130¢g

Cunta i/ AxTrBsicTs ;1 GAsIIKa MICTHTS, HATPIO cyabdaty Bessogroro 17,510 r; marnio cynndary, rentariapary 3,276 r; kanio cysvdary
3,130

Pack size and type: About 176 ml concentrate for oral solution in a bottle closed by a childproot screw cap with a multi-layer seal with a child-
resistant closure; one cup with a fill line is provided with 2 bottles in the carton box.

Pack size of two bottles and one cup.

Posuip T2 THT nakosanks | Gru3eko [ 76 Mut KOHUCHTPATY JUIs OPAIBHOTO POHHEY ¥ TUISLUTE 3 KPUIUKOIO, IO HAIBHHUYETLCA, HEAOCTYIHOT
A BLAKPHTTH AITMH, 3 SAratolapoBOIO CHCTEMOKO YIINBHEHHS; 110 2 UK ¥ KOMIUICKT] 3 OARMM CTAKAHUAKOM 3 MIDPHOIO JIHIEW0, ¥
KapTOHH{H Kopofiul.

Batch size / Posmip cepii : 7300 packs / 7300 ynakorox

Corments / Komenrapi: 0 Not Applicable / He srasyetses

[ Write comments if any / Hanuuits €OMEHTapl, KHI0 BOHH € v UPN S

Certitication statement ¢ 3anna npo cepTidixauito:

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 country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

IluM & sacBimuyio, e HaBeeHA Bume iHGIOPMAIIS € AOCTOBIPHOW Ta TOUHOIO. Lo cepito nponywuil Gyno BupoBieno (BKIIOUAIONH
[FAKYRAHKA/MAPKYBAMHS TR TIPOBRCACHI KOHTPOMO Tl aKocTi) Ha BHIIedasHaveHifl AUBIHI Yy NOBKIH BIANOBITHOCTI 3 BHMOraMY GMP,
BETAHORNEHHUMH MICUEEMM PEFYIATODEUM OPIAHOM, & TAKOK BIATOBIAHO 10 crenudikatifl, o MICTATRCH ¥ PECCTPAIAROMY A0CHE KpaiHK
impoprepa. Tporokony sHpoORUITEE, TAKYBAHKA T4 aranizis Gyso NEperiany TO T2 BCTAHOBIEHO plosiguicTs GMP.

Batch release by / Cepist spityweHa

Name and signature of the Qualified Person :
Tlpizewiue Ta ninnue Yosxosaxenol ocobu

Date of signature / Iara ninacanss

Attached: Bateh certificate of analysis /ofaerbes @ cepridhixar anasisy
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AEPKABHA CIYIKBA 3 TIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KUiBCHKIN OBJIACTI

npor. Ceitauaxol Haxil, 3, m.Kuig, 02099, ten/paxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €IPIIOY 37078774

BAUCHOBOK
PO AKICTHL BEE3EHOI0 B YKpainy JikapchKkoroe 3acoly

30.12.2024 No 68489/24/10

I3IKJITH

{maiivenynanz AikapesKoro 3acofy arinso 3 peecTpauniiimm nocpizyeHHaM)
KOHUEHTPAT JJIT 0PAJIBHOre po3unny; 6AH3bK0 176 MJI ROHUCHTPATY M8 0paAbHOrO
PO3YHNY ¥ MUIANIIK; O 2 NASIUKY Y KOMIUICKTI 3 0(HHM CTAKAHYHKOM 3 MipHO10 Aiuieio, y
KapToHniii xopodui

(hopma pisiTycKy, Z03YBanis, BHA HARYRARKHS TiIKApCLEOro 3acaby)

Homep peecrpanifiroro nocsixyenns UA/14703/01/01 crpok i peectpaniiinore nocsiznenns 01.01,2099

Cepix nixapcskoro 3acofy Ne C61625 Kinskicrs BBesenoro aikapeskoro sacoby 2.1 84
Bupofmik BODYP INICEH IHAYCTPI, dpaunis
{maiinenypanHs pipobHuKa Aixapekkoro 3acoly, Kpaina MOXOmKeHHH}
Baeseno B Yrpainy Crinsue yxpaiichko-ecToHCbKe HiAnpHeMcTBo Y Gopai ToBapHCcTBa
3 o6Mmesrenoro signosinanesaicrio "'Onriva-Papm, ITA", izenr. xoa:
21642228

{naiienysanrd Ta xod 3a €IPIIOY mophaaysol ocobr aGo npismuie, i, no GaTeresi dizuunol
ccobi - nianpresus, i Micue TPoKIBAIAA T4 peccTpalifiting RoMep ofaikoro] KapTKi nRaTINIKA
IozaTRie 200 cepia Ta HoMeD naciopTa)

Iporoxoen eizyansunore kenrpoio six 25.12.2024 N 4125/2.

3a pelympTaTAMH  IPKABHOTO KOHTPOMI® BCTAHOBAEHO, IO JiKapeskuil 3acib BBeseRo B Yxpainy 3
,Z[OTPHMaHHﬂM BIRMOF 3aKOHOJABCTEA IHOAC 3abesleues AKOCTI AIKApCHKIX 3ac06iR.

//é. - Bixrop CTE®KIBCHKMH

o fimmans ¥ e T :
T mianuc; {initiiams To ApidsuLe)




BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton

28100 Dreux

France

Tél 1 +33(0) 2.37.65.46.00

BO®VYP MICEH IHAYCTPI
Pw Ere Bipron 28100 Hpvo, Ppanriis

Ten : +33(0) 2.37.65.46.00

Manufacturing Authorisation: 2023_01 9;[ 2
Jligenzisn ga supoGunuTRO: 2023 019 1 2 4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTH®IKAT AHAJII3Y/ BUITYCKY

Inspection lot / Kontponera cepis :

{PSEN lot number / Homep cepit ITICEH :
Manufacturing Date/ J{ara supoGuuursa :
Expiry Date / Jlara 3aKiHgesis TepMiny NpHIATHOCT] @
Specification reference / Crneundixanis :
Procedure / TTponenypa :

040000346783  Material code / Kog marepiany : 1043315

C61625 Name of product / Hassa npoxyxuii :

04/10/2024 EZICLEN %/ I3IKJIIH

30/09/2027 Pharmaceutical Form / Jlixapcexa dopma :

120430/14.0 Concentrate for oral solution / KoHuenTpar wis OpanbHOTO
120429 POy

4

Appearance
Onue

Visual and olfactory
OpranonenTHaHni

% R
Ph. Eur. 2.3.1
€sporneiicbka Papmaxones
2.3.1

Clear to not more than slightly hazy liquid with a fruit
mix odour

Piguna Bix mpo3opol mo Aemio MyTHOT 3 apoMaToM
GpykroBoi cymimi

Positive reaction
IMo3urnsra peakuis

COMPLIES
Bixnosinac

COMPLIES
Bimrosinae

Magnesium
Marsii

Tonic chromatography
lTonna xpomaTtorpadin

The retention time of principal peak in the
chromatogram of test solution is similar with
retention time of the principal peak in the
chromatogram of reference solution

Yac yTpuMaHHs OCHOBHOYO Ky Ha Xpomartorpami
BHIPOGOBYBAHOTO PO3YHHY NOBHHEH CHiBNAjgaTH 3
4ACOM YTPHMAHHS OCHOBHOT'O TiKY Ha XpoMaTtorpami
PO3UMHY HOPIBHARHA

COMPLIES
Binnosinac

Ph. Eur. 2.3.1, reaction b)

€pponeiicka gapmarones

2.3.1, peakuis b)

Positive reaction
IToswrnsra peakuis

COMPLIES
Binnosinae

Potassium
Kaniit

lonic chromatography
lonna xpomarorpadis

The retention time of principal peak in the
chromatogram of test solution is similar with
retention time of the principal peak in the
chromatogram of reference solution

Yac yTpHMaHHS OCHOBHOIO IKY Ha Xpomarorpami
BHAPOGOBYBAHOTO PO3YHHY NOBHHEH CIBNANATH 3
4acoM YTpHMaHHS OCHOBHOTO MKy Ha XpoMarorpami
PO3UMHY NOPIBHARHS

COMPLIES
Bignosinae

Ph. Eur. 2.3.1, reaction b)

E€aponeiiceka papmakores

2.3.1, peakuis b)

Positive reaction
Tozutuena peaxuis

COMPLIES
Bixnosinac

Sodium
Harpiit

fonic chromatography
Jorxa xpomatorpadis

The retention time of principal peak in the
chromatogram of test solution is similar with
retention time of the principal peak in the
chromatogram of reference solution

Yac yTpHMaHHS OCHOBHOrO MiKy Ha XpoMarorpami
BRIPOOOBYBAHOIO POIYHHY TIOBHHEH CHIBNAJATH 3
H4ACOM YTPHMAHHS OCHOBROI'O iKY Ha XpoMarorpami
PO3YUHHY MOPIBHARHS

COMPLIES
Bignosinae

g o
f)\(z_‘: Lot p 2 ST

7.y

Page1/4
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023_019_1 2 4
Rue Ethé Virton _ Jlinensis na supoSuuursoe: 2023 019 1 2 4
28100 Dreux

France

Tél : +33(0) 2.37.65.46.00

EO®VYP HICEH IHAYCTPI

Pio Ete Bipron 28100 JIpso, Opania
Ten : +33(0) 2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTH®IKAT AHAJII3Y/ BUITYCKY

Inspection lot / KontponbHa cepis : 040000346783  Material code / Kon marepiany : 1043315
IPSEN lot number / Homep cepii [ITICEH : 61625 Name of product / Hassa npoyxuii :
Manufacturing Date / Jlata BupoGunursa : 04/10/2024 EZICLEN %/ I3IKJ1IH
Expiry Date / [ava saxinuenns repminy npupatdocti:  30/09/2027 Pharmaceutical Form / Jlikapceka dopma :
Specification reference / Cienudixauis : 120430/14.0 Concentrate for oral solution / KoxueHrpar 115 opansHoro
Procedure / Tipoueaypa : 120429 PO3UHHY

EI‘) - Eur; 234, reaction a) Positive reaction COMPLIES

“Bponeiceka dapmakones HoswTHBHE peakyi Bi : /
peakuis innosinae

2.3.1, peaknis a)

The retention time of principal peak in the
chromatogram of test solution is similar with

Sulfate

Cynboar . retention time of the principal peak in the »
lonic chromatography chromatogram of reference solution COMPLIES /
Touua xpomarorpadis Yac yTpHMMaHHA OCHOBHOTO TiKYy Ha Xpomatorpami Binosinae

BHIPOGOBYBAHOTO PO3YHHY NOBHHEH CIIBNAaTH 3
4acoM YTPHMaHHS OCHOBHOTO Ky Ha XpoMaTorpami
PO3YHHY NMOPIBHSIHHS

ol GASSE 5 % ki
High Performance Liquid

Chromatography Chromatogram of the test solution is similar to the
Sodium benzoate B (Ph. l:ur 2229? , ;ne ot')tamefi with th‘e~reference slolutlon oxiGh COMPLIES ,
Harpiio Geraoar HcoxoederTHBH pixunHa poMaTorpaMa IOCHIHOrO posunHYy mouibHa xo Bianosixac
xpoMarorpadis XpOMATOrpaMH, OTPUMAHOT 3  BUKOPHCTAHHAM
(Csponeiichka hapmakones | CTATOHHOTO POIYURY

2.2.29

A

AVLLI(on 10 ddsage units)

Or .
Uniformity of AV £ L1 {on 30 dosage units) and no individual
dosage units Ph. Eur. (2.9.40) content of the dosage unit is less than (1 - L2 x COMPLIES
OnxopinHicTh Esponeiicoka hapmakornes | 0,01)M or more than (1 + L2 x 0.01)M Biitiohine /
JO30BaHUX (2.9.40) AV < L1 (um 10 oxurums 1o3ysanns) a6o AV <
OAHHHLD L1 (uts 30 oguHALE 03YBAHHA), | BMICT KOXHOT

OKpeMoi OHHANI Zo3yBaHHs He Merme Hix (1 - L2

x 0,01)M ta me diapure mix (1 + L2 x 0,01)M

Ph. Eur. (2.2.3)

gg CBponeﬁn:bKaz (gapmaxonex Bii ;0;; 4 3 /

0.307 - 0.339
Magnesium Tonic chromatography (0.323 g/bottle + 5%) 0.325 g/ bottle
Marmiit Torna xpomarorpadis 0,307 - 0,339 e ¥/ IIsuIKa
(0,323 r/nnswka & 5%)
1.335-1.475
Potassium fonic chromatography (1.405 g/bottle £ 5%) 1.391 g/ bottle
- Kaniit. Tonna xpoMatorpadis 1.335- 1,475 ” | Ffunsmka
~ (1,405 r/mnsuxa k5 %) : ‘ s e
5.400 - 5.968
Sodium Ionic chromatography (5.684 g/bottle & 5%) 5642 g/ bottle
Harpi# Touna xpomarorpagdis 5,400 - 5,968 ’ r/nasuIka
(5,684 r/mmamka + 5 %) :
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BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 Dreux

France

Tél : +33(0) 2.37.65.46.00
BO®VYP [TICEH IHAYCTPL

Pio Ere Bipron 28100 Jpro, Opantis
Ten : +33(0) 2.37.65.46.00

Manufacturing Authorisation: 2023 019 1 2 4
Jlinensis na supoGuunrso: 2023 0191 2 4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAJII3Y/ BUITYCKY

Inspection lot / Konrponsra cepis :

IPSEN lot number / Homep cepii ITICEH :
Manufacturing Date / Jara supoGunursa :

Expiry Date / Jlata 3aKiH4eHHA TEpMiHy IPHEATHOCTI |
Specification reference / Cnenudixauis :

Procedure / ITponeaypa

Material code / Kox marepiany : 1043315

Pharmaceutical Form / Jlikapcoka dopma
Concentrate for oral solution / KoHuentpar s1s opanssoro

040000346783

C61625 Name of product / Hassa npozyxuii :
04/10/2024 EZICLEN ®/ I3IKJIIH

30/09/2027

120430/14.0

120429 pO3UHHY

4

3,

el

Total aerobic
microbial count

14,103 - 15.587
Sulfate [onic chromatography (14.845 gibottle £ 5%) 14.835 g / bottle
Cymsar Tonna xpomarorpadis 14,103 - 15,587 ' T/TUISHIKA
(14,845 r/naswika + 5 %)
High Performance Liquid

Sty
Sodium benzoate Bucoxoe(.belcr;w;{a; f— (98.0 mg/bottle = 10%) 97.2 mg / bottle
Harpiro 6enzoar ’ pix 88,2-107,8 : M/ IIsmKa

Xxpomatorp edhia (98,0 Mr/runsmuka + 10 %)

(Esponeiicbxa dapMaxones
2,29

/1
3aranbHe YuCHO <102 NA¥* }Sgg/:ljj
aepoBHHX )
MIKPOOPrauisMis

- ; Ph. Eur.
Total combined
yeasts/moulds (2',6‘ 12,2.6.13) :
oAt €sponelicbka Ppapmakornes <17 N CFU/ml
BarazsHe yucno (26.12,26.13) sl KYOimn
JIPUKIKEBHX TA
TICCHEBHX I'PHOIB
Escherichia coli Absence /ml NA* /

Biacyraicts / mit

Signature / Miarmce :
Tssued by / Bagauuii:

Date / ara : 07/11/2024
Approved by / 3aTeepmkeno
Date / {ara: 07/11/2024

Conclusion / Bucrosok : Batch complies / Cepis ignosinae

M. PITANCE
Hasponsable CQ

BEAUFOUR (FSEN INDUSTHIE SAS,
20, Bua MY Viton - 28100 DREUX

NA: Not Applicable
* - test is performed on every 10th manufactured batch.
* . NpoBOAATE HA KOXHIH Hecaril Bupobneniit cepil.
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 019 1.2 4
Rue Ethé Virton Jlinensis ua supoGHHYTRO: 2023 019_1.2 4
28100 Dreux

France

Tél 1 +33(0) 2.37.65.46.00
BO®YP HICEH IHAYCTPI
Pro Ere Bipron 28100 Jpro, Opannis
Ten : +33(0) 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTU®IKAT AHAJII3Y/ BUITYCKY

Inspection lot / Konrpontna cepis 040000346783  Materia! code / Koz marepiany : 1043315

IPSEN lot number / Howmep cepii ITICEH : C61625 Name of product / Haspa ApOIyKuii ;

Manufacturing Date / Jlata Bipo6uunraa : . 04/10/2024 EZICLEN %/ BIKJITH

Expiry Date / [lata saxinuenss TEpMiRY npHaaTHOCTI ; 30/09/2027 Pharmaceutical Form / Jixapcexa dopma :

Specification reference / Creundikanis : 120430/14.0 Concentrate for oral solution / Kouuenrpar mns opansaoro
Procedure / ITpouemypa : 120429 pO34HHYy

Registration number / Peecrpanifine noceimuenns No : UA/ 14703/01/01

Strength/ Potency : 1 bottle containing : sodium sulphate anhydrous 17.510 g; magnesium sulphate heptahydrate 3,276 8, potassium sulfate
3.130g

Cuna aii/ AxTHBRICTS @ | nutsmxa MICTHTB: HaTpito cynsdary Gessonroro 17,510 I3 Markiio cynsgary, renrariapary 3,276 r; xaniro cyasary
3,130r

Pack size and type: About 176 ml concentrate for oral solution in a bottle closed by a childproof screw cap with a multi-layer seal with a child-
resistant closure; one cup with a fill line is provided with 2 bottles in the carton box,

Pack size of two bottles and one cup.

PosMip Ta Tun nakosanns : 6mussxo 176 mn konuenrpary ns OPAJILHOTO PO3YHHY Y AL 3 KPHIIKOIO, 10 HarBHHYYETHCA, HEOCTYTIHOT
ARS BIOKPHTTS TiTHMH, 3 GaraTowaposoio cucremoro YIINbReHHS; 70 2 nsuxy Y KOMIUICKT] 3 ONHUM CTAKAHYHKOM 3 MipHOIO stiHielo, y
KapToHHiH kopobui.

Batch size / Posmip cepii : 7300 packs / 7300 YHaKoBOK

Comments / Komewnrapi: [J Not Applicable / He BKa3YETbCH
0 Write comments if any / Hanuurits KOMEHTAPL, KO BOHH € +.ovrornnrroveeorrenerrorrs o

......................................................................................................

Certification statement / 3agpa fIpo ceprrdikauio:

I hereby certify that the ahove 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 country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

Ly s saceiguyio, mo HaBeAeHA BHIle indopmanis ¢ ROCTOBIpHOIO Ta TouHoM0. Lo cepito nponyxuii Gymno BHPOGNIERO (BKIIOYAIOUH
NlaKyBanus/MapkyBauHs Ta nposencHus KOHTPOMO i AKOCTI) Ha BuINesaswayeniii HinbHuUi y oIl BizmosixHocTi 3 Bumoramn GMP,
BCTAHOBJICHUMH MiClleBHM PETYJATOPHUM OPTaHOM, a TakoX BIAHOBIAHO R0 crneundikaniif, wo Mictarecs ¥ peecrpauiitnomy mocse kpainu
imMroprepa. TTpotoxosm BHPOGHHUTBA, TAKYBAHHS Ta aHAi3iB 6yn0 nepernanyTo ra seranoseo Bignosianicrs GMP,

Batch release by / Cepist sunymena

Name and signature of the Qualified Person :

Tlpissne Ta mianue Ynosrosaxewnoi ocobu

Date of signature / Jlara nixnucanus ;

.......................................................................................

Attached: Batch certificate of analysis /Homaerscs ceprudikar ananizy
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JEPKABHA CJIYFBA 3 JIIKAPCL‘RI?X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKIH OBJIACTI

nipos. Ceitnnanol Haail, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koy €APIIOY 37078774

BHCHOBOK
Hpo SKiCTE BBE3eHOI'0 B YKpaiHny AiKapchKoro 3acofy

03.02.2025 Ne 2847/25/10

IBIKJIIH

(nafiMeHyBAHHA HiKapCLEOTO 32¢00Y 3MiZHO 3 pLecTPALIFiHM NOCAITIEHESM)
KOHIEHTPAT JIs1 0pANALHOTO Ppo3usny; 6in3nKo 176 Ma KOHUSHTPATY AAS 0PAINLHOTO
PO3YMHY Y TUBIIMI; 70 2 IUIALIKH Y KOMILTEKTi 3 0HHM CTAKAHYAKOM 3 MipHoso Jiiniero, y
xaprouuiii Kopo6ui

(thopMa BHNIYCKY, AD3YBAHHS, BIJ, NaKYBaRHE NiKApCEKOro 3acofy)

Hossep peecrpauiiinoro nocsiazenns UA/14703/01/01 cpox gii peectpauiiinore nocsiauenan 01,01.2099

Cepia nixapcsroro sacoby Na C61737 KinskicTs Baesenoro aixapesroro 3acody 1008
BupoSuuk BEODVYP ITICEH IHYCTPI, dpauutis
{HafisMenysauns zupolsnka NTKapcskoro 3acofy, KPaTHa NOXoJKeHHR)
Beeaeno B Yipainy Crinp e yxpaincbKo-ecTOHCLKe RIANPHEMETBO ¥ opMi ToBapHCcTEa
3 oOmesenoo Binnosigaasnicro "Ontima-@apn, JTA", ineur, xom:
21642228

(yafimeryRanma Ta kKon 22 €IPTIOY 1opnamnol ccodn abo npisewue, ia's, 1o Satbxoni dlsme
ocolH - maupnemits, if micne NpoEHBANKA Ta peecTpauiituuii HoMep o61iKoR0T KAPTRY MIATHIXA
Tiogatkie abo cepis T2 HoMep nacnopT)

ITporoxroa Bisyaasnoro konrpoaro sia 03.02.2025 Ne 0201/2.

3a  pesympTaTaMit JAEpAKABHOFO KOKTPOMO BCTAHOBAGHO, WO JKapchkuii 3aci6 Beesemo. B Vkpainy 3
AOTPUMAHHAM prMor 3aKOHOIABCTEA MOAY 3afe3reueHHn aKoeT] HiKAPCEKHX. 3ac0BiB.

‘Omera EPEOMEHKO

HicaiTpOmD) (nignuc) {inintany a npissnuc)




BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton

28100 Dreux

France

Tél : +33(0) 2.37.65.46.00

BOOYP ITICEH IHAYCTPE
Pro Ere Bipron 28100 Hpro, Gpanuis
Ten : +33(0) 2.37.65.46.00

Manufacturing Authorisation: 2023_019_1

Jineusis va supoduunrse: 2023 019 1 2

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAJIBY/ BUITYCKY

Inspection lot / Kowrposasna cepis
IPSEN lot number / Homep cepii INCEH :
Manufacturing Date / Jarta supoSunirrsa :

Expiry Date/ Jara saxidcenns repMiny npufarHocri

Specification reference / Crerudixamis
Procedure / Tipouenypa :

040000348277  Material code / Kopn marepiany : 1043315

61737 Name of product / Hassa npoxykuii :

29/10/2024 EZICLEN % I3IKJIH

30/09/2027 Pharmaceutical Form / Jlikapeska dopma

120430/14.0 Concentrate for oral solution / Konuentpar ans opansHoro
120429 POUREY

Appearance
Omue

Visual and olfactory
OpranonenTuaauii

Clear to not more than slightly hazy liquid with a fruit
mix odour

Piasaa Big npo3opol Xo Ao MyTHOT 3 apoMaToM
BpykroBoi cymiti

COMPLIES
Bixrosixae

/g?c . o2ee
P A

@

Ph. Eur. 2.3.1 o s . .
Cpponelickka dapuakores _lf()sltxvc rcgctzo.n . (’QMPI‘.’,
231 Tosurusua preaxis BU.[HOH!,','{‘A&.’
The retention time of principal peak in the
Magnesium chmn}atogr.am of_test solutiqn is simila.r with
Marii ) retention time of the principal peak in the
lonic chromatography chromatogram of reference solution COMPLIES p
lostna xpoarorpadis Hac yTpuMasHs OCHOBHOTO HiKy Ha XpoMarorpami Binnosinac ’
BUNPOGOBYBAHOTO POYHHY HOBWHCH CHIBNAZATH 3
HACOM YTPHMAHI OCHOBHOIO I'Iif\'y Ha Xp()Mkl'l'Ol"p'dMi
POBUUHY NOPIBHARAA
> < e 3
Caponiona pupwaenn | Pesiivereton COMPLIES |
2.3.1, peakuis b) TToswrusna peakuis Bixnosixae
The retention time of principal peak in the
Potassium chromatogram of test solution is similar with
Kaniti ) retention time of the principal peak in the _ _
fonic chromatography chromatogram of reference solution COMPLIES y
Tosna xpomarorpadis Yre YrpUMAHHS OCHOBHOTO MKy Ha XpoMarorpami Bianosinae
BHIIPOGORYBRHOTG POZMMHY YOBHHEH CIBNANATH 3
HACOM YIPAMAHHE OCHOBHOIO lIiK)’ Ha XD()M'J[I‘OTPEIMi
PO3UHAY NOPIBRAHHS
Ph.E e AT (G
€aponeiiceka hapmarones B ESACHOn . € (.')Ml ]Z’lEb /
95|, vemaria b) Hosurnsua peakuis Bimosizae
The retention time of principal peak in the
Sodium chromatogram of test solution is similar with
Harpiit retention time of the principal peak in the
fonic chromatography chromatogram of reference solution COMPLIES y
TonHa xpomarorpagis Yac yIpAMAHEA QCHOBHOIO MKy Ha XpoMartorpami Bianosinac
ﬂHl‘lp(ﬁ)GOByBHHOI‘O POIYMHY TOBHHECH criguayaTH 3
HACOM YTPHUMAHHA OCHOBHOIO Hil(y Ha XpOMﬂTOI'pﬂMi
POBUHHY HOPIBHAHMS
v 20 Page 174



BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 Dreux

France

Tél : +33(0) 2.37.65.46.00

LOGYP HICEH IMAYCTPI

Pro Ere Bipron 28100 Jpro, dpaniia
Ten : +33(0) 2.37.65.46.00

Manufacturing Authorisation: 2023 019 1 2.

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAJII3Y/ BUITYCKY

Inspection Tot / Kourponesa cepis ©
IPSEN lot number / Homep cepii HICEH :
Manufacturing Date / Jlara supoGruursa

Expiry Date / lata saxinveuus TepMiny NpHAATHOCTI :

Specification reference / Cneundrikauis
Procedure / [Mpouenypa :

040000348277  Material code / Ko marepiany : 1043315

C61737 Narne of product / Haszpa npozyxuii :

29/10/2024 EZICLEN %7 [31KJIH

30/09/2027 Pharmaceutical Form / Jlixapceka dopma

120430/14.0 Concentrate for oral solution / Konuenrpat ns opanbroro
120429 pO3UHHY

Ph. Eur. 2.2.1, reaction a)

Chromatography
(Ph. Eur. 2.2.29)
Bricoxoedexrnsia pignnna
xpomatorpadis
(€sponedicska dapmakornes
2.2.29)

Sodium benzoate
Hatpito Geusoar

Uniformity of

dosage units Ph. Eur. (2.9.40)

mxrlpoﬁosysamn“o PO3YUHY [OBHHCH CTIBMANATH 3
YACOM YTPHMAHHA OCHOBHOT'O I‘Iik’y Ha xpomamrpam

S s ) Positive reaction COMPLIES ,
Caponeicsia hapmaxones N ; : : /
: TlosrrunHa peakuis Bixnosixace
2.3.1, peaxuis a)
The retention time of principal peak in the
Sulfate chromatogram of test solution is similar with
Cynbdar refention time of the principal peak in the
LY! d . ~ ‘ )
lonic chromatography chromatogram of reference solution COMPLIES /
losa xpomarorpadia Yac yTpuMaHHA OCHOBHOTO THKY Ha XpoMaTorpami Binnosizac

Chromatogram of the test solution is similar to the
one obtained with the reference solution
Xpomarorpama AOCTUIHOTO PO3YHHy fnonibua 1o
XPOMATOrPAMHE,  OTPHMAHOT 3 BUKOPUCTAHMMAM
eTUTOHHOTO POIYHRY

COMPLIES
Binnosigzae

AV £
Or
AV £ L1 (on 30 dosage units) and no individual
content of the dosage unit is less than (1 - L2 x

.1 {on 10 dosage units)

COMPLIES

3

0.307 - 0.339

Qaunopianicrs Caponeitevka gapmaxornes | 0.01)M or more than (1 + L2 x 0.01)M -
AO30BAHHX (2.9.40) AV < L1 (nas 10 opuruus gosysauns) abo AV < AIHARLIEE
QIUHHIDL L1 G 30 omunies RO3YBAHHS), 1 BMICT KOKHOT

OKPEeMOT MBI TO3yBaNHA e Menme Hix (1 - 1.2

x 0,0OM ta e Siasie uix (1 + L2 x 0,01M

o (7Y

pH 195 o;)s;f;ci;:; ((1):1.2;3) 2@ s 3
pH Bp pmakores Bind o d 3

(5.684 rivinauixa = 5 %)

Magnesium lonic chromatography (0.323 g/bottle + 5%) 0325 o/ bottle
Marnin forna xpomarorpadis 0,307 - 0,339 i T4 TsIKa
(0,323 r/maamxa = 5%)
1,335 1475
Potassium lonic chromatography (1.405 g/bottle & 5%) 1.406 g/ bottle
Kanin lonna xpomatorpadis 1,335 - 1,475 ) rAasmKa
{1,405 rimsuuka & 5 %)
5.400 - 5.968
Sodium lonic chromatography (5.684 g/bottle 4: 5% 5 664 2/ hottle
Hatpitt founa xpomarorpadis 5,400 - 5,968 200 FLARIUKA




BEAUFQUR IPSEN INDUSTRIE
Rue Ethé Virton

281060 Dreux

France

Tél: +33(0) 2.37.65.46.00

BOOYP HICEH IHAYCTPI

Pro Ere Bipros 28100 Jpso, dpanmis
Ten ; +33(0) 2.37.65.46.00

o]

Manufacturing Authorisation; 2023_019 1
JHnensis #a pupobuuurso: 2023 019 1

e
=

CERTIFICATE OF ANALYSIS / RELEASE
CEPTH®IKAT AHAJIZY/ BUITYCKY

Inspection lot / Konrponbha cepis - 040000348277 Material code / Kox mavepiany : 1043315

IPSEN lot number / Homep cepit NMCER ; Ce6i1737 Name of product / Hazsa npoayxiii ©

Manufacturing Date / lara supoBuuicrsa 29/10/2024 EZICLEN *®/ 3IKJTH

Expiry Date / Jlara saxinyenus tepuiny upuxaraocric  30/09/2027 Pharmaceutical Form / Jlixapepxa dopma

Specification reference / Cneidirarin ; 120430/14.0 Concentrate for oral solution / KoBUEHTPAT I8 OPANBHOTO
>rocedure / Tipoueaypa 120429 pOsUHAY

14.103 ~ 15.587

Harpiw ensoar

XpoMarorpadis
(€aponciicera hapmaxones
2

otal aerobic
microbial count

Sulfate lonic chromatography (14.845 g/bottle 4+ 5%) 14.874 g/ bottle
Cynndar [orna xpomarorpadis 14,103 - 15,587 ) r/isimKa
(14,845 ripnamika £ 5 %)
High Performance Liquid
. oy s |
Sodium benzoate Bucokoediexnibia pigia {98.0 mg/bottle & 104% 97.0 mg / bottle

88,2 -107,8
(98,0 mrinmnnka = 10 %)

MI/IUHII RS

1 1
3araibHe 9ucio < 10° NA* l({‘;g/zﬂl
aepobuux o
MIKpOOpTaHiIMiB PhE
Total combined 1. bl

B g 1 ;
yeasts/moulds ¢ {tlﬁ:l»?«’, 2-’(%]3')' ,
count '*’p"“;’?"‘;’;‘* f"ép?‘;’“’“e" <100 NA* CFUMmI
3aramsHe YACHO (2.6.12,2.6.13) - KYOhun
ApIKIDKEBUX Ta
rricenesux rpudis e
Escherichia coli Absence/ ml NA¥ /

Bizcyruicrs / M

Conclusion / Bucrogox « Batch complies / Cepist ginnosinae
Signature / Tiame
Issued by / Bunanuit:
Date/ Jlara: 29/11/2024
Approved by / 3artsepaorkeno
Date / Jlata: 29/11/2024

Rasponsable Cpf
BEAUFQURIPSE

NA: Not Applicable
* - test is performed on every 10th manufactured batch,
* . IpOBOAATE Ha XOWHI AecaTiil supobneuiit cepil.

Page 374



BEAUFQUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 019 1
Rue Ethé Virton Jliuensia na supobuuurno: 2023 019,
28100 Dreux

France

Tél : +33(0) 2.37.65.46.00

BO®YP MCEH IHAYCTPI

Pio Ere Bipron 28100 Opbo, Oparmis

Ten : +33(0) 2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTU®IKAT AHAJIZY/ BUITY CKY

Inspection lot / KontponsHa cepis 040000348277 Material code / Koa matepiany : 1043315

{PSEN lot number / Homep cepii NICEH : C61737 Name of product / Hazsa irpogyxuii

Manufacturing Date / [{ara supoGHuursa : 29/10/2024 EZICLEN ®/ I3IKJIIH

Expiry Date / Jlata 3aKiHUeHHs TepMiny RPHIATHOCTL ) 30/09/2027 Pharmaceutical Form / JTixapewka dopma .

Specification reference / Cricundixauin : 120430/14.0 Concentrate for oral solution / KoRUCHTPAT 471 OPAIbHOTO
Procedure / Tiponenypa : 120429 POSUHHY

Registration number / Pecorpaitiittie nocsinuenus Ne : UA/14703/01/01

Strength/ Potency : 1 bottle containing : sodium sulphate anhydrous 17.510 g magnesium sulphate heptahydvate 3.276 g; potassium sulfate
3.130g

Cusa 1T AKTHBIICTS | FUTsIIKa MicTHTh: HaTpito cymedary Sessomroro 17,510 v, marniw cynsbaty, venrariapary 3,276 v; xasio cynsharty
3,130

Pack size and type: About 176 ml concentrate for oral solution in a bottle closed by a childproof screw cap with a multi-tayer seal with a child-
resistant closure; one cup with a fill line is provided with 2 bottles in the carton box.

Pack size of two bottles and one cup.

Po3Mip Ta THI NAKOBAHKA | BAw3bK0 | 76 M KOHUEHTPATY /I3 OPAILHOIO POIUHHY ¥ ML 3 KPAUIKOIO, LIO HATBHHUYETHCS, HEAOCTYIHOT
ST BLAKPHTTA AITHMH, 3 GATATOMIAPOBOIO CHETEMO YILIIRHOHHA; 110 2 TUISLIKH Y KOMIUICKT] 3 O/HHM CTAKARMHKOM % MIPHOIO MIHICHO, ¥
KapTousiit kopobui.

Batch size/ Posmip cepii : 7300 packs / 7300 ynaxosok

Comments / Komerntapi: 1 Not Applicable / He srasyerses

{3 Write comments if any 7 HanuimiTs KOMEHTAPT, AKTO BOHI €1 1vvirirmirmeisns s s

Certification statement / 3astsa tpo cepruikanio:

1 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 country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP,

LM # 3acsiguyio, WO Hapeens puwe indopmanis € aocroipaoio ta towsowo. Lo ceplio npoaykuil Oyio supofieno (srinodmoun
NAKyBAHHA/MAPKYBAHHS Ta NIPOBEASHAS KOHTpOsmo i aKocri) Ha BUesasHaueniit albruui y noBuill BUMOBIHOCTI 3 BHMOTaMH GMP,
BCTAHOBACHHMA MICUCBAM PETYINTOPHHM OPTalOM, 4 TAKoX BIANOBIAHO 10 cnemubikamifi, uto MICTATLCH y PECCTPAUIHOMY H0CHE KPaTH
immioprepa. [TpoTokosy BUPOGHHLTEA, MAKYBARHS Ta aHanizis G0 HEPErTHYTO Ta ACTaKoBNeHO BignosigHicts GMP.

Batch release by 7 Cepis BunyiieHa
Name and signature of the Qualified Person :
[Tpissuite Ta ninnue Yiosnopanenol ocobu

Date of signature 7 Jlata minnucans ©

Attached: Bateh certificate of analysis /lonaetses @ ceprudixar avanizy
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JEPKABHA CIVIKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KNIBCBKINA OBJACTI

npoe. Ceitnnusol Haaii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko(@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
HPO SIKICTH BBE3€HOr0 B YKPAiHy JiKapchKoro sacody

10.04.2025 Ne 16770/25/10

I3IKJIIH

{(HaliMeHYBAHHA AiKAPCHEOrD 3ac0o0Y rifHe 3 peecTpaLlifHUM TOCBIAHCHHAM)
KOHUEHTPAT AJAS 0PAJLHOr0 po3unHy; GIH3bKo 176 M1 KOHUEHTPATY A%d 0PAABLHOFO
PO3URHY Y IASIA; #O 2 NUIAIIKI Y KOMIKIEKT] 3 0/(HHM CTAKAHYHKOM 3 MipHOI0 JiHi€10, Y
KapToHuiii Kopodmi

{jiopMa Bumycky, A03YBUNIHA, B/ NAKYBAHHS JIKAPCLKOTO 3acoBy)
Homep pecctpauiiitoro nocsinuenns UA/14703/01/01 crpox zif peccrpaniitnoro noceinsensn 01.01.2099

Cepis nixapcsxoro sacoby Ne D51660 KinskicTs Baesenoro nikapeeroro sacoty 7104

Bupofunk BO®VYP ITICEH [HAYCTPI, ®panuis

(naiiMedypanHg BHpoOHHKA AIKApCHKOro 3acoby, kpaiHa noXoxeHH)
Beeseno B Yipainy CrniapHe yRpaincLbKo-eCTOHChKE MIPHEMCETEBO ¥ (OPMi TOBAPHCTBA
3 ofmemxenoro Bignosinaabuicrio "OnTiMa-Papm, JITA", ineur. won:

21642228

(naiimenyranss Ta kon 32 CPIIOY ropuanunoi ocofiu afio npizenme, in'a, no Batskopi dizuanol
ocob - mignpuesmus, ii Miclie DpoAHBaHH Ta peecTpauiiinuit Homep obNikoBol KAPTRY NNATHHKA
nogarkis abo cepig Ta HoMEp macnopTa)

IIpoToxoa Bisyasuoro xenrposo sin 09.04.2025 Na 1064/1.

32 pesyNBTAaTaMH JEDAaBHOIO KOHTPOMIO BCTAHOBNEHO, W0 JiKApchkuil 3acil BBescHO B VYkpainy 3

JOTPHRMAHHAM BiIMOT 3aK0HOLABCTRA MOAO safesneueHHs AkOCT] nikapeskux 3acobis,

25 r -

Onera EPEOMEHKO

{iginiany Ta npi3eIIe)

' {mizmic)

20



BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 Dreux

France

Tél : +33(0) 2.37.65.46.00

BFO®YP [TICEH IHOYCTP1

P1o Ete Biprou 28100 Jpso, ®paniis
Ten : +33(0) 2.37.65.46.00

Manufacturing Authorisation: 2023_01
Jliten3ta na supobuuuTro: 2023 01

CERTIFICATE OF ANALYSIS / RELEASE
CEPTHOIKAT AHANI3Y/ BUITYCKY

1

124
2 4

8
9.1

[nspection [ot / KourposisHa cepin : 040000354473 Material code / Kox marepiany : 1043315
[PSEN lot number / Homep cepii IIICEH : D51660 Name of product / Hazea npomyxuii ;
Manufacturing Date / lata upo6ruuTsa : 04/02/2025 EZICLEN ® I3IK/IIH
Expiry Date / ata sakinqedus tepminy npugatHocTi : 31/01/2028 Pharmaceutical Form / jlikapceka dopma :
Specification reference / Cnenudiraris : 120430/14.0 Concentrate for oral solution / KonuenTpar ana opannroro
Procedure / ITpouenypa - 120429 PA3IHHY
Clear to not more than slightly hazy liquid with a fruit
Appearance Visual and olfactory mix odour COMPLIES /
Omuc OpraHonenTHYHUI Pinpua ein npozopoi Ao gelio myTHOT 3 apoMaToM Bianosinae
dpyxropoi cymiuri
IDENTIFICATION/ INEHTHOIKAIIA -
50 L Positive reaction COMPLIES
sponeticsxa PapMakones : : : /
211 [MosntusHa peakiis Bianorinae
The retention time of principal peak in the
M ; chromatogram of test solution is similar with
agnesium . . . :
Marsiii . retention time of the principal peak in the
lonic chromatography chromatogram of reference solution COMPLIES /
lonxa xpomarorpadia Hac yTpaMaHHA OCHOBHOLO MKy Ha XPOMATOIpami Bianosinae
S8HOpPo0OBYRAHOrO PO3YMIY [OBMHEH CMIiBIAJATH 3
MACOM YTPHMAHHS OCHOBHOTO iKY HA XPOMATOIpaMi
PO34HHY ROPIiBHAHHA
g b 2dol teaion) | poditenusseisn COMPLIES
BpoReAcs . diapuaromes ITo3nTHRHA peakilis Binnosigae 4
2.3.1. peaxiiz by peat AroHIL
The retention time of principal peak in the
P . chromatogram of test solution is similar with
otassium ¢ - N .
Kanii ‘ retention time of the principal peak in the
Ionic chromatography chromatogram of reference solution COMPLIES /
louna xpomatorpadia Yac yTpuManua OCHOBHOTO MKy ra Xpomarcrpami | BiATOBigac
BUNPOGOBYBAHOTO POIUMITY [IOBHWHEH CIBMAAATH 3
4acoM YTPHMAaHHS OCHOBHOTO [IKY HA XpoMarorpami
PO3MHHY NOpPIBHAHHA
oh, Bur 231, reaction b) | po i e eaction COMPLIES
AR e Cehi ll)a}:)MaKOHCH IosutusHa peakiis Bianosinae 5
2.3.1, peakuis b) PRaKn 1 2
The retention time of principal peak in the
Sodium chromatogram of test solution is similar with
Havpifi retention time of the principal peak in the
lonic chromatography chromatogram of reference solution COMPLIES /
lonna xposarerpagis Hac yrpumaHys 0CHOBHOrO [iky Ha xpomarorpai Bianosinae
BUNIPOGOBYBAHOIO DOIYMHY MOBHHEH CTHBIANATH 3
HACOoM YTPHMAHHA OCHOBHOrD NiKY HA XpoMaTorpami
PO3YMHY TODIBHAHHA
Page 1/4
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 20230191 2 4
Rue Ethé Virton Jiner3is va BupoGuyuLTEL: 2023 019 1 2 4
28100 Dreux
France
Tél : +33(0) 2.37.65.46.00
BO®YP ITICEH IHAYCTPI
Pio Ere Bipron 28100 Jipso, ®panmis
Ten : +33(0) 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTHOIKAT AHAJ3Y/ BUTTYCKY

Inspection lot / Koutponssa cepis : 040000354473  Material code / Kox marepiany : 1043315

IPSEN Iot number / Homep cepii ITTCEH : D531660 Name of product / Hassa npoysuii :

Manufacturing Date / JlaTa BEpoSuumTsa ; 04/02/2025 EZICLEN ® [3ICIIH

Expiry Date / Jlara saxinsenns TepMiny npumarsocri = 31/01/2028 Pharmaceutical Form / Jlixapceka dopma :

Specification reference / Crienmdixayis ; 120430/14.0 Concentrate for oral solution / KonuenTpar aas opansHoro

Procedure / lNpoteaypa ; 120429 POIIHHY

Ph. Eur; 2.3.1, reaction a) PEEITiE S hcEion COMPLIES
€BpoLcHcsia fapMakones Tosuriena peaxniz Bimosiias /
2.3.1, peaxnis a) _
The retention time of principal peak in the
Sulfate chromatogram of test solution is similar with
Cymsar _ retention time of the principal peak in the
lonic chromatography chromatogram of reference solution COMPLIES /
Tonma xpomarorpatis Hac YTpHMAHHS OCHOBHOTO MiKy Ha XpoMarorpami | Bilmopizae

BUNPODOBYRAHOIO DOZYHHY [OBHMHEH CHUBIANATH 3
*1aCoM Y TRMMAHI OCHOBHOIO IKY Ha XPOMATOTpami
PO34MHY NOPIBHAHHA
% E e
Aece

L S epils
High Performance Liquid
Chromatography Chromatogram of the test solution is similar to the
Sodium benzoate Bncogg‘bfgﬁiffg)mx-xa ;DZ;I::;HG‘:MT& fii.rﬂézi?cc;:::tmﬂm i0Ha Ao COMELIES /
Harpiro Gensoar Pt P P AOGILA P A1) S0z - Binmosinae
xpomarorpadis XPOMATOTDaMH, OTPHMauol 3  BHKOPHCTAHHSM

(Ceponeiicexa dapMakones | eranmomrore PO3YHHY

2L 5 AR

AV < L1 {on 10 dosage units)

Or
Uniformity of AV < L1 (on 30 dosage units) and no individual
dosage units Ph. Eur, (2.9.40) content of the dosage unit is less than (1 - L2 x COMPLIES
Onmopinnicts Caponetichra (hapmakomes 0.01)M or more than (1 + L2 x 0.01)M B aioi e /
J030BaHEX (2.9.40) AV <L1 (naa 10 ogsEMnE AosyBanuy) afo AV <
OAHHHILE L1 (ana 30 omunune moaysanus), | BMicT kool

oupenol onunnni Ao3yBanA He Menme Hix (1 - 1.2

x 0,013M ra me Ginpime min (1 + 12 x 0,01M

Ph. Eur. (2,2.3)

BH €rponeitcera dapmakones hito 3 /
pH 2.2.3) Bin2 go4

0.307 -0,339
Magnesium Tonic chromatography {0.323 g/bottle + 5%) 0.324 g/ battle
Maruin lomua xpomatorpadis 0,307 - 0,339 i r/ mwismka
{0,323 c/oaaunka £ 5%)
1335 - 1.475
Potassium Tonic chromatography (1.405 g/bottle + 5%) 1.409 g/ bottle
Kanit lonna xpomarorpadin 1,335 - 1,475 ) I/NisnKa
(1,405 r/npsuma + 5 %)
5.400 - 5.968
Sodium Ienic chromatography (5.684 g/bottle + 5%) 5,600 g/ bottle
Harpiii lonna xpomarorpadis 5,400 - 5,968 ’ r/TAsAmKa

(5,684 rfmmanixa + 5 %)
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BEAUFQUR IPSEN INDUSTRIE Manufacturing Authorisation; 2023_019_1}.
Rue Ethé Virton Jlitiensia ua eupoGumireo: 2023_019_1_2
28100 Dreux

France

Tel: +33(0) 2.37.65.46.00

BEO®YP INICEH tHOYCTR

Pro Eve Bipron 28100 Hpbo, ©pannig

Ten : +33(0) 2.37.65.46.00

4
4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTH®IKAT AHAJI3Y/ BUITYCKY

Inspection 1ot / Konrponsna cepiy ; 040000354473 Material cade / Ko Matepiany ; 1043315

IPSEN lot number / Howmep cepii ITCEH + D51660 Name of product / Hasga npoayxkuii :

Manufacturing Date / Hara BupoSHuTTRS : 04/02/2025 EZICLEN ®/ [3IK 114

Expiry Date/ Jara SaKIHYCHEA Tepminy Upwmaryocri:  31/p 1/2028 Pharmaeeutical Form / Jixapcrra dopma :

Specification reference / Crenngikaris : 120430/14.0 Concentrate for oraf solution / Konugnrpar nny CPaNBHOTO

PostHEy

Procedure / Mpoueaypa ;

14,103 - 15.587
fonic chromatography (14.845 g/bottle + 3%)
Jouna XpoMaTorpagpis 14,103 - 15,587
(14,845 t/mansxa 2 5 %)

High Pcrfonnal_zce Liquid
Chromatography 88.2-107.8

(Ph. Eur. 2.2.29)
- : (98.0 mg/bottle + 10%)
Bucoroedexrisya R PHTE 882 107.8

XpoMarorpadgis °
(€rporreficsra dapmarkones (98,0 me/nnstuka = 10ie)
2229

£/ bottle
riumamka

Cynngar

Sodium benzoate
Harpito 6ensoar

mg / bottle
MI/Mgioka

ROBIOLOGTC
Total aerobic
microbial count
3araneye wneno
aepobHmx
Mikpoopraiamis
Total combined
yeasts/moulds
count

3aranse yncno
ApixIxesHx Ta
nriceHesux rouGin

CFU/m]
KYOQ/un

NA*

Ph. Eur.
(2.6.12,2.6.13)
€apotieitcrra apumaxornes
(2.6.12,2.6,13)

CFU/ml
K¥YO/mn

Absence / ml
Biacyrwicrs / mn

A

Escherichia colf :

Conclusion / Buctzono : Batch “omplies / Cepin nigmonigae C Fﬁ?ﬁ‘?ﬂw i
e g:nrmc " Resnonsabio o B Ldialits -
Issued by/ HAaHMH: BEAUFOUR"!F’ \a;\}é\u :TH]E o

Date / Hara : 12/03/2025 20 R“‘aFt
Approved by / 3arsepmxero : ~ =

Date/ Itara : 12/03/2025 e

NA: Not Applicable
* - test is performed on every 10th manufactured batch,
* - NpoBOEATE Ha KouxHil necstiit BHPOGTenitt cepif,

#iion ~ 2o oL
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 01912 4
Rue Ethé Virton Jlinensia Ha BAPOCHHITEO: 2023 019 1.2 4
28100 Dreux
France
Tél - +33(0) 2.37.65.46.00
BO®YP ITICEH HIYCTPI
Pio Ete Biprox 28100 Jpee, @panuis
Ten ; +33(0) 2.37.65.46.00
CERTIFICATE OF ANALYSIS /{ RELEASE
CEPTUDIKAT AHAJI3Y/ BUITYCKY

Inspection lot / KorTponibHa cepis 040000354473  Material code / Ko marepiany : 1043315

IPSEN lot number / Homep cepil ILCEH : D51660 Name of product / Hassa ApORy KL |

Manufacturing Date/ [lata supoGunursa : 04/02/2025 EZICLEN %/ 13IKJIIH

Expiry Date/ Jlata sekinticnss vepminy nipuzatsoerit 3 1/01/2028 Phamaceutical Form / Jlikapebka dopma :

Specification reference f Cneundrixatiis : 120430/14.0 Concentrate for oral salution / Konue:xtpat s opansHoro

Procedure / TIpoueaypa : 120429 POIUHHY

Registration number / Peccrpauiiine nocainsenuz M UA/14703/01/01

Strength/ Potency © 1 bottle containing : sodium sulphate anhydrous 17.510 g; magnesium sulphate heptahydrate 3.276 g; potassium sulfate

3130¢

Crina idi/ AxTupaicTs © 1 nngmxa sicTaTs: HATpiio CymstaTy He3ROIHOTO 17,510 r; maruito cynedary, regrarinpary 3,276 r; Katio cynndary

3,130r

Pack size and type: About 176 mi concentrate for aral solution in a bottle closed by 2 childproof screw cap with & multi-layer seal with a child-

resistant closure; one cup with a fill line is provided with 2 bottles in the carton box.
Pack size of two bottles and one cup.

PoauMip T8 THI NRKOBAHEA | Gumanko 176 S KOHIEHTPATY JUTA OPATHHOTO PO3YHHY y sy 3 KPHIIKO0, 1O HATBHIMYETHCH, HEROCTYDHOT

AR BUKPWTTA AITEMK, 3 GaIAT0WRAPABOI0 CHCTEMOIO YUILIBHEHHA; 110 2 MUKLIKH Y KOMILICKTL 3 OHUM CTAKARTIWKOM 3 MIPHOK ninieto, ¥

xapToHuiA xopofui.
Batch size/ Poamip eepil : 7300 packs / 7300 ymakobok

Comments / Komenrapit 11 Not Applicable / He Biasyerbea

O Write comments if any / Hanuuwite KOMEHTAD], AKIIIO BOKH € cevvvancrismmmsssssss s sestsisss st s eseess

Certification statement / 3asBa rnpo ceprudixanio:

I hereby centify 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 {he importing country. The batch processing, packaging and analysis records were reviewed and

found 1o be in comnpliance with GMP.

[lum # 3acCBiIYYQ, WO HABCACHA BHINC judopMatia € JOCTOBIPHOK T& TOHUHOI. Lho cepito npoaykuii Gyio BupoGrcnc (BrotAIQUH
faxy saHHA/MapKYBatiig Ta NPOBEASHNA kouTpomo 1 Axocti) na Biuesanavenii pineauui Y NOBHiH BLAORIAHOCTL 3 BUMOTEMH GMP,
BCTAHORGHMMY MICHERAM PErYNATOPHHM optanoM, a TaKoK sianosiano no cneuxdixatii, Bo MICTATLCR ¥ peectpanifivoMy OCEE Kpaiuy

imnoprepa, FlpoTekonu BUDOTIKLITAS; NBKY BAKHA TA anadiisie G0 HEPErAANYTO T4 BCTAHOBACHD pignosigniets GMP.

Batch release by / Cepis BUOYyLICHA

Name and signature of the Qualified Porson :

Ilpissue T4 ALIITHC VropgopaxeHo! 0co0H

st

Date of signature / [lata MANHCAHHA

.....--a--.-u.“...-...'...........--.u-.--.-...".........--..u......-.................................. pravas rrrasas

Attached: Batch certificate of analysis /Toaaersed : copTudirar aHanizy
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