HAEPXKABHA CJYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y JHIMPOIIETPOBCBHKIN OBJIACTI

Juinpo, wi.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €APIIOY 37070665

BUCHOBOK
Npo SIKiCTH BBE3eHOro B Y KpaiHy JiKapcbKoro 3aco0y

03.06.2023 Ne 27255/23/04

I3IKJITH

(HalMeHYBaHHA JiKapchKOTo 3aco0y 3riAHO 3 peecTpallifHUM NOCBiAYEHHAM)
KOHIIEHTPAT /IJIsi OPAJILHOI0 PO3YHHY , 0,1H3bKO0 176 MJI KOHIEHTPATY VIS OPAJILHOI0
PO3YHHY Y IUISIIINI; MO 2 IVIAIIKH Y KOMIUIEKTI 3 OAHUM CTAKAaHYHKOM 3 MIPHOI0 JiHi€I0, y
KAPTOHHIiH KopoOui

(¢dopma BumyCKy, 03yBaHHS, B NaKyBaHHA JikapceKoro 3acoby)

Homep peecrpauiitnoro noceimuenns UA/14703/01/01 ctpok nii peectpauiiinoro nocsinuenns 01.01.2099

Cepis. nikapcbkoro 3aco6y Ne AS5349 KinbkicTh BBE3€HOTO Jikapcbkoro 3acoby 1672
Bupo6Huk BO®VYP ITICEH IHAYCTPI, ®pannis
(HaliMeRyBaHHs BUPOGHMKA likapChkoro 3acoby, KpaiHa 0XOMKeHHs )
BBeseHo B VkpaiHy ToBapucTBo 3 06MexkeHo10 BignoBinanabHicTio ""Ba/IM", izent. kon:
31816235

(naiiMeHyBanHs Ta koA 3a €[IPIIOY jopuauuHOi ocobu abo npizuiue, iM's, No 6aTbkoBi (isnuHOT
oco6u - mianpuemMus, ii MicLie MPOXUBaHHA Ta peecTpauiiiHuil HoMep o6NikoBOI KapTKH MIaTHHKA
nozaartkiB abo cepis Ta HOMEp Macnopra)

MpoTokoa BisyaasHoro koutposmo Bin 02.06.2023 Ne 07-01/1559/1.

3a pesynpTaTaMM [J€pXKaBHOrO KOHTPONIO BCTAHOBJEHO, MWIO JiKapchkud 3aci6 BBe3eHO B VYkpaiHy 3
JOTPHMAHHSAM BHMOT 3aKOHOJABCTBA MO0 3a6€3MeUEHH AKOCTI JiKapChKHUX 3ac06iB.

B.o. 3actynHuxa HaganeHUKa [epxaBHOI
ciy>0u 3 NKapchKUX 3aco0iB Ta

y p ~ Harans MAHJIPUKA
KOHTPOJTIO 32 HAPKOTHKAMH y

JHinponeTpoBehbKii o6nacti

(nocanoBa ocoba opraHy AEp>KaBHOTO KOHTPOJIIO) (mimnuc) (iHiuiany Ta npi3suiie)

* YKPAj -~
W He e
¥ eonE sy, ‘%}

%
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IPSEN

BEAUFQUR IPSEN INDUSTRIE

Rue Eth€ Virton
28100 Dreux
France

Tél : +33(0) 2.37.65.46.00

EO®YP IMCEH IHAYCTPI
Pro Eve Bipros 28100 Jpwo. Ppanuis

Ten : +33(0) 2.37.65.46.00

Innovation for patient care

Manufacturing Authorisation: MM 19/133

Jiuuexsua na nponisouciso: MM 197133

CERTIFICATE OF ANALYSIS / RELEASE
CEPTU®IKAT AHAJII3Y/ BUITYCKY

Inspection lot / KonTponsHa cepis : 040000308201 Material code / Koa maTepiany : 1043315
{PSEN lot number / Hosep cepii INCEH : A55349 Name of product / Hassa ripoaykuii :
Manufacturing Date / [ata supobHuuTBa 02/03/2023 EZICLEN “/ I3IKJIIH
Expiry Date/ [lata 3aKiH4CHHA TEpMiHY NPHIATHOCT : 28/02/2026 Pharmaceutical Form / Jlikapceka dopma :
Specification reference / Cneundiikauis : 120430/11.0 Concentrate for oral solution / Konuentpar aas opansioro
Procedure / Ipoueaypa : 120429 PO3IUHHY
Tests S o - Acceptance Criteria Results Unit
BunpoGysauun Methods Meroam Kpuvepil npuiiustaocti Pesyabtatn | Oauuuus
GENERAL CHARACTERS / SATAJIBHA XAPAKTEPHCTHKA =
Clear to not more than slightly hazy liquid with a fruit
Appcarance Visual and olfactory mix odour COMPLIES /
Onuc Opranonentuunufi Pizuna BiA npo3opoi A0 ACWO MYTHOI 3 apoMaToM Bianosizac
dpykTOBOT CyMili
IDENTIFI/C%'A,TIONIl,llEHTH@IKAlIIﬂ B :
Ph Eur, 2.3, Positive reaction COMPLIES
€sponeiiceka Qapmakorca : . . /
231 [Mo3uTHBHA peakuis Bianosinac
Atomic absorption
Magnecsium spectiomelry Intensity of the signal of the test solution is similar to
Marniii (Ph. Eur. 2.2.23} the one obtained with the reference solution
P, . . COMPLIES
Amsmo-aGcopogmua Imcucv.mmcn, CHrHany N8 NOCAINHOTO PO3HHHY Biarioafise /
CNEKTPOMCTPIA AHANOTIYHA A0 IHTCHCHBROCTI CHrHANY, OTPHMAHOIro
(€eponeiicoka dapyiakones | 3 BUKOPHCTAHHAM €TANOHHONG PO3YHHY
2223
Ph. Eur. 2.3.1. reaction 8) - | b Giive reaction COMPLIES
Caponeiiceka dapyMakones e ————— Binosi /
2.3.1, peakuin b) pe Anoslage
Atomic absorption
Potassium spectrometry (Ph. Eur. Intensity of the signal of the test solution is similar to
Kaxin 2.2.23) the one obtained with the reference solulion
. . . COMPLIES
ATo.\mo-aﬁcopﬁgmna Imcncgaumb [CHTHRIIY A8 OCTAHOTO POIUHHY i /
CRCKTPOMCTPIN AHAJOI'IYHA 10 IHTEHCHBHOCTI CHIHANY, orp;mauo’i 3
{€sponeiicbka gapmakones | BUKOPHCTAHHAM ETANOHHOTO POTHHHY
2.2.23)
Ph. Bur. 2.3.1, reaction b) - | b i eaction COMPLIES
€sponcitceka dapyakonied | o ) . Bi - /
231. peakuiu b) 3HTHBHA peaklIn o lele): 10sb: {n
. Atomic absorption
Sodium spectrometry (Ph. Eur, Intensity of the signal of the test solution is similar to
Harpifi 2.2.23) the one obtained with the reference solution COMPLIES
Avtomso-abeopbuiitna IHTEHCHBHICTL CHIHANY DN HOCHLIHOTG PO3HHHY Py —— /
CTICKTPOMETPIA nonibra ;10 INTEHCHRHOCTI CHrHany, OTpuUManol 3
(€pponeficbka GapMakolies | BHKOPHCTAHHAM CTANOHHOIO POIYHRY
2.2.23)
Ph, EIiE. Z3.1egction &) Positive reaction COMPLIES
€sponeficoka apMaxoncs o3 o Bi : /
2131, peaxuiu 'd) O3HTHBHA peaKUIA 1AAN0BlaE
Potentiometric
i‘;,';i:;m Titration (Ph. Eur. 2.2.20}
[MoreHuioMeTpUYHe See « Assay of sulfate » COMPLIES /
THTPYBAHHA Jup. «Kinpkicne susvavenua cy tedaty» Bianosiaae
(€wporeficbka dapsakones
2.2.20)
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CIPSEN

BEAUFOUR IPSEN INDUSTRIE Inmevation forpofient care

Rue Eth¢ Virton

28100 Dreux

France

Tél : +33(0) 2 37.65.46.00

BOGYP NICEH IHAYCTPL

Pio Ete Bipron 28100 Adpeo, Ppanuis

Ten : +33(0) 2.37.65.46.00
CERTIFICATE OF ANALYSIS/ RELEASE

CEPTHUOIKAT AHAAI3Y/ BUITYCKY

Manufacturing Authorisation: MM 19/133
Jlnuensus na npoussoncrso: MM 19/133

Inspection lot/ KoHTponbHa cepis : 040000308201 Material code / Koa matepiany : 1043315
IPSEN lot number / Homep cepii IITCEH : AS55349 Name of product / Hazsa npoaykuil :
Manufacturing Date / [lata BHpOGHHUTRS : 0270372023 EZICLEN */ I3IKJIH
Expiry Date / flata 3aKiH4CHHA TEPMiHY IPMAATHOCT ! 28/02/2026 Pharmaceutical Form / flikapcuka diopsa :
Specification reference / Cneusdrikauis : 120430/ 11.0 Concenlrate for oral solution / KoHUCHTPAT A OpanbHOro
Procedure / MNpoueaypa 120429 po3uuuy
Tests , ~ S " Acceptance Criteria - Results Unit
BunpoSysauus | - - MetodsMeTonu +Kpurepii npaiinataocTi PeiyavtaT | Oxuunus
High Performance Liquid
Chromatography Chromatogram of the test solution is similar to the
Sedium benzoste (Ph. Eur. 2A2A29.1 one oblained with the 'refer_cncc solution . COMPLIES
; ) Bucokoedextuana piniina | Xpovatorpava Jocniasoro postnHy nodibHa 1o 3 X /
Harpiio GeH3oar " N = Bianosiaac
xpomarorpadis XPOMATOIPastH,  OTPUMAEHOT 3 BHKOPUCTAHHAN
(€sponeiicbka papyakorcs | eTanoHHOro posuiHy
2.2.29)
TESTS! BHIIPOBYBAHHA -
AV < L1 (on 10 dosage units)
Or
Uniformity of AYV = L1 (on 30 dosage units) and no individual
dosage units Ph. Eur. {2.9.40) content of the dosage unit is less than (I - L2 x
L ) i COMPLIES
QauopinHicTs €pponciickka hapmaxones | 0.013M or more than (1 + L2 x 0.01)M Bi S /
. ianosiaac
RO30BAHNX (2.9.40» AV < LI (114 10 oamumue 103y sanus) abo AV =
ONHHHUD Li (ans 30 onunnus 203y Bakis), § RMICT KOXHEOT
OKPEMOT OIMHHLL Z03Y BaHHS He Menwe iix (1 - L2
x 0,01)M Ta e Gistbwe sik (| + L2 x 0.01)M
. Ph. Eur. (2.2.3)
pu Cuponefcbka aprakones 81‘2 '2040 4 3 !
p (2.23) a2
ASSAY/ KUIBKICHE BH3HAYEHHA
Atomic absorption
Magnesium (P?eé:l?r;j‘%) (0 33312171;[?12 3195? ) 2 / bottle
s = i P 0
Mar#ii Ath:zi'raic\?gfl;:‘ma 0,307 - 0.339 0.328 r/ naswka
p‘ METP (0.323 r/unawxa + 5%)
(€sponceiicska papstakonesn
2.2.23)
Atomic absorption
spectromelry (Ph. Eur. 1.335-1.475
o 2.2.23) (1.405 g/botile + 5%)
E(z)xlndiz:mm ArovHo-abeopOuiiina 1.335 - 1,475 1.378 rg/r: boul‘c’
CMEKTPOMETPisn (1.405 r/nasutka + 5 &) ARl
(€sponeiicska dapmakones
2.2.23)
Atomic absorption
spectronzwcztrgz()Ph. Eur. 5.400 - 5.968
Sodium ) i : (5.684 g/otile + 5%) g/ boutle
Harpin A“’;;Z;:i‘\?jg‘;;"““ 5.400 - 5.968 3.671 "
{E€sponeficbka papmaxones (5,684 r/nsawka + 5 %)
2.2.23)
Potentiometric titration
(Ph. Eur. 2.2.20) 14.103 - 15.587
Sulfate [TotcuuiomcTpUyHe (14.845 g/bottle = 5%) 14.551 g/ bottle
Cynedar THTPYBAHHA 14,103 - t5.587 ’ rinasika
(Ceponeitcpka dapmaroncs nnawka (14,845 r/naswka = 5 %}
2.2.20)
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BEAUFOQUR IPSEN INDUSTRIE

% IPSEN

Innavation for patient care

Manufacturing Authorisation: MM 19/133
Jinuensna wa npoussoacteo: MM [9/133

Rue Ethé Virton
28100 Dreux
France

Tél : +33(0) 2.37.65.46.00

BO®YP INCEH IHAYCTPI

Pio Ete Biprow 28100 JIpbo. ®pandis
Tea: +33(0) 2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTHUOIKAT AHAJII3Y/BHUITYCKY

Inspection lot / KonrponbHa cepix
IPSEN lot number / Homep cepii IITCEH :
Manufacturing Date / llata supoGunursa :

Expiry Date / Jlara 3akiH4¢HHA TEPMIRY NPHAATHOCTI :

Specification reference / Cricundikauin :
Procedure / MNpoucnypa !

Tests

BunpoSysanunsa |

Methods Metaau

Sodium benzoate
Harpiio Gensoar

High Performance Liquid
Chromatography
(Ph. Eur. 2.2.29)
BucokoedexTHaHa piauHra
xposarorpadis
{Esponefickka gapmakoncs
2.2.29)

MICRORIOLOGICAL QUALITY ! MIKPOEIOJIOTIYHA YHCTOTA

Total aerobic
microbial count
3aransHe 4Heno
2epOBHKUX
MiKpOOPTaHi3MiB

Total combined
yeasts/moulds
count

3araneHe Yueno
RpiAUDKEBHX TA
naicencemx rpubis

Ph. Eur.
(2.6.12,26.13)
€aponciicLka dapsakones
(2.6.12,2.6.13)

Escherichia coli

040000308201 Material code / Kox marepiany : 1043315
A55349 Name of product / Haasa npoaykuii :
02/03/2023 EZICLEN */ I31KNIH
28/02/2026 Pharmaceutical Form / Jlikapceka dropma :
120430/ 11.0 Concentrate for oral solution / KoHueHTpat A5 opanshoro
120429 pozuHuy
" Acceptance Criteria Results Unit
Kputepif npuitnatiocTi Peayaptatit | Onnunus
88.2-1078
(98.0 mg/bottle + 10%) 98.1 mg / botile
88.2- 1078 ‘ MP/NasWwKa
(98.0 Mr/nagwika £ 10 %)
) CFU/ml
$10 <5 KYO/un
CFU/ml
|
= &5 KYO/mn
Absence/ ml COMPLIES /
BiacyTHicts / M7 Biznosinae

Conclusion / BucHosok : Batch complies / Cepia Bianosizac

Signature / Tinnuc :

[ssued by / Bunawo :

Date / Jlata : 29/03/2023
Approved by / 3aTsepakeHo :
Date / lata : 29/03/2023

M. PITANCE
AResponsable CC
BEAUFOUR IPSEN INUDUSTHIE S.AS.
20, Rue d'Ethe Viron - ¢ DREUX
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SIPSEN

BEAUFOUR IPSEN INDUSTRIE Innovation for patient care” Mamuifacturing Authorisation: MM 197133
Rue Ethé Virton” . ’ STunenans wa npouzsoacteo: MM 19/133
28100 Dreux . .

France

Tél : +33(D) 2.37.65.46.00

BOdYP INMCEH IHAYCTPI

Pio Eve Biprou 28100 Jipso, ®pautlis
Ten s +33(0) 2.37.65.46.00

»

CERTIFICATE OF ANALYSIS / RELEASE
: . CEPTU®IKAT AHAJII3Y/ BUITYCKY

Inspection lot / KoutponbHa cepis : ‘ 040000308201  Material code / Kox pavepiany : 1043315

IPSEN lot number / Homep cepit I[TCEH : A55349 .Name of product / Haszea nponyxuii :

Manufacturing Date / Jlata supoGrntrea : 02/03/2023 EZICLEN % BIKAIH

Expiry Date / [lata sakiuucHus vepminy npuzarnoeri:  28/02/2026 Pharmaceutical Form / Jlikapcika dopya

Specitication reference / Cneuutpixanis : L 120430/ 11.0 Concentrate for oral solution 7 KouuenTpar 2/ opansnoro
Procedure / INpouenypa : 120429 PO34URY

Registration numbet / Peectpauiiine nocsinuenus Ne : UA/14703/01/01

Strength/ Potency l bottle containing ¢ sodium sulphate anhydrous 17.510 g; magnesium sulphate heptahydrate 3.276 g; potassium sulfate
3.030¢g

Cuna hiif AxtrsulcTs : 1 noiswika MicTiTs: vaTpito cynsfiaty 6e3s0anoroe 17,510 r; maruito cynstary, rentariapary 3,276 r: xaniio cynedaty
3130r

Pack size and type: About 176 m! 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 af two bottles.and one cup.,
Pomxp T4 TAN 0AKOBaHNA : 5M3bKO 176 MA KOHUCHTPATY AN OPATLHOTO POIHHY ¥ MAALILI 3 KPHLUKOIO, WO HAMBUHUYCTECA, HEAOCTY neot
ZNA BIAKPHTTS AITEMH, 3 BaraTOWIAPOBOIO CHCTEMOO YULIBHEHHS: 10 2 MAAWKH ¥ KOMIUNEKTI 3 OMIHM CTaKaHHMHKOM 3 Miproio niwicio, y

xaprouniil kopobii. g . L oeerrn ;
Batch size / Poasip cepii 1 7300 packs / 7300 yhaxdaok” s -

Comments / Komenrapi: Not Applicable / He pxasyerscs™’ = » . : .
' ’ 3 Write comments if any / Hanuits RoxeHTapi. AKU10 ROHH € ...,
A | 1, % 1

* .

wnuns TeRRRTS EreTey PRI

)

. £ 4

Certification statement / 3asra ripo cepradikauliio;

[ hereby certify that the above information is anthentic and accurate. This 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 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 he in compliance with GMP.

Lust 2 3aceiguyio. wo HaBeneHA BulLe m:pop\mum € nocrosipioio Ta Tounow. Lo cepuo npouyxun 6)':10 aupoﬁneuo (BKAIOMAIONH
nakyaauuulxrapxq'nauuu Ta ApoBElElHA KOHTpOMO ¥ AKocTi) Ma BHwesnsHadenil AineHuni y noeuill pinmosianoeti 3 BuMorasut GMP,
BCTSHOBAEHUMH MICUEBHM PEFYNATOPHHM OpraHoM,  Takox Bianosigue o cueundikauifi, wo MictaThes y peectpauifiiomy Aocke Kpainy
nmoprepa IMpotoxonx Buposunmaa. naxynanuu T4 danisis Gyno HepermaHyTo Ta 8cTaHoBReHo BianosiauicTs GMP.

Y

3 3 < oo b L '

Batch release by { Cepin sunyuicua
eoifen g

Name and signature of the Qunlif‘ed Person: . R.if A ANéR ET-ATSARIAS

tissantvonssanare

Hpunuu.u.' mninm{c Ynoaaoaameuox ocabu R

Date dfsxgnawmlﬂm fmAnHcanng ;| Z@ IDB; , . Q«%

D T T Y Ty e L R L

Do

‘Attached: Batch certificate of analysis /Honacteca : ceprudsixar aHanisy

] LB )
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SIPSEN

BEAUFOUR IPSEN INDUSTRIE Innovation for patient core Manufacturing Authorisation: MM 19/133
Rue Ethé Virton Jiuuestang wa npowstogetso: MM 197133
28100 Dreux

France

Tl : +33(0) 2.37.65.46.00

BO®YP ITICEH IHAYCTPL

Pro Ere Bipron 28100 Jlpro, dpanuis |

Ten : +33(0) 2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUGIKAT AHANI3Y/ BUITYCKY

Inspection lot / KouTponsiu cepin : 040000253282  Material code / Koga matepiany : 1043315

IPSEN lot number / Homep cepil IMCEH : T18139 Name of product / 1azra npoaysuii :

Manufacturing Date £ Jlara supoSuvnrsa : 08102020 EZICLEN %/ I3IKAIH

Expiry Date / Jlara saxinvenus Tepuiny npnaarsocri:  30/09/2023 Pharmaceuticat Form / Jlikapcoka qopaa !

Specification reference / Crietmdrirautis ¢ 120430 /8.0 Concentrate for oral solution / KOHIEHTDET AA% OPAILHOTO
Procedure / Tiponiesypa : 120429 /6.0 posdBHY

Clear to not more than stightly hazy liquid with a fruit
Appearance Visual und olfactory mix edour COMPLIES /
Omae Opranonerrygyuft Pinnsa sid 1iposopol 4o A0 MYTHOT 3 APOMITOM Biasasinae
hpykronol cyminti
Qapor;igébf&laﬁ;}axm:cﬂ Positive reaction C(;)MPITIES /
241 : [TomrrHBHa Pearuin Binnopinae
Alomic abserption
Magnesium spectrometry Intensity of the signal of the test solution is similar to
Maruif {Ph. Eur, 2.2.23} the one obtained with the refercnee solution COMPLIES
Atomua-aGoopGiiifina lirrencHRHiCTs CurHAny Jng BocsliHOro posuHuy | Riancathae /
CIEKTPOMETPIN AHATOTIHHE 40 IHTEHCHBHOCTI CUFHNLY, OTPHMAHOTO
{(€nponeftcska hapsaxoned | 3 BHKOPHCTIHHAM CTANOHHOIO POSTHITY
2.223)
Ph. Eur. 2.3.1, reaction b) %5 :
% ; Positive reaction COMPLIES
&apo;tt;i?f?::ﬁ;?:%;mmu TloanrHena peaxis Binnosinac /
Atomic absorption
Potassium spectrometry (Ph. Eur. Intensity of the signal of the test solution is similar o
Kaniit 2.2.23%) the one obtatned with the reference solution COMPLIES
Atomuo-afeopOuliina lsrreicHBricTE CHEHANMY JAAR A0CAUIHOTO posuuily P - /
CIEKTPOMETDIR AHAIOTIYHY 10 IHTERCHBNOCTE CHEHITY, OTPHMIEHOT 3 >
(Euporeiichen Gapsarones | BHEKOPHCTAKARM ETATOHNOTG POIUHHY
2223
ém. Em;g %Bll b re:u:smn b) Positive reaction COMPLIES /
P t}J_R;_mqmncs MosuThesa peakuis Buirosisac
2.3.1, peaxuin b)
) Atomic absorption
Sadium spectrometry (Bh. Eur. Tntensity of the signal of the test solution is similar o
Hatpidt 2.2.23) the one obtained with the reference solution COMPLIES
Aromuo-sieepbiiiing Lirresteknnlcrn CHPHARY AR JOCAIHOTO PO3HHRY Blanosbme /
COSKTPOMETPIN noniGHa 2o iHTEHCHEMOCTI CHTHARY, orpHsanol 3
(Eaponchcsxa (hapMakones | BHKOPHCTANHAM CTIRONHOTD POINKHY
2223
Ph. Eur. 2.3.1, reaction 2) Positive reaction COMPLIES
€ ﬂpﬂ;‘g‘?ﬁ;:g‘zi’:g“m“ (TosuTisita peakiis Bianoninae #
i Potemiometric
i o Titration (Ph. Eur. 2.2.20)
Horeuniomerprune See « Assay of sulfate » COMPLIES /
THTPYRAHEA Hus. «Kinsxicue suanaicnus cyasbary» Biznosinae
(Ceponeficsya dapmarones
22.20) /
/ _ Page 1 /4
/
Ay o #2042 0
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IPSERI

BEAUFOUR IPSEN INDUSTRIE innovation for pafient care Manufacturing Authorisation: MM 19/133
Ruc Ethé Virton Hwuewms wa npowseoacTao: MM 197133
28100 Dreux

France

Tél : +33(0) 2.37.65.46.00

BOMYP HICEH IHIYCTRL

Pio Eve Bipront 28100 Apro, ®panuis

Ten @ +33(0) 2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTU®IKAT AHAJIIZY/ BHIIYCKY

Inspection lot/ Kowrponsim cepis : 040000253282  Material code / Kon matepiany ; 1043315

IPSEN lot number / Homep cepii IIICEH : T18139 Name of product / Hassa nposyxuil :

Manufacturing Date / Jlara pupoBuuurea ; 08/10/2020 EZICLEN ® 131U1H

Expiry Date / Jlata saxindenns tepyiny npnnarsoeri ; 30/0972023 Pharmaceutical Form / Jlikapenka dopaa :

Specification reference / Crictmdinauin ; 120430/ 8.0 Concentrate for oral solution / Konuentpar ans opansroro
Procedure / Tlpogeavp poO3THHY :

120429/6.0

l--hh Performance Liguid

Chromatography Chromatogram of the test solution is similar to the
; (Ph. Eur, 22.29) one obtained with the reference solution "
f;’dmi:’; 2:;:? Bucoxoederruona pizunes | Xpomatorpama nocainmoro poruuuy nodibua ao %ﬁ:j‘ﬁf b
P : xpomarorpacis APOMATOTPaMH, OTPHMANOI 3 BHRODHCTaHHAM ]

{Epponeiicsa apuaronen | eranonsoro POIMRHY

AV SL1 (cm 10 osa;,e uml

Or
Uniformity of AV £ L1 {on 30 dosage usits) and no individual
dosage units Ph, Eur. (2.9.40) content of the dosage unit is less than (1 - L2 & COMPLIES
Onuopianicts Erponeiicsxe dapyaxones 0.01)M or more than (1 + L2 x 0.013M éhﬂauhﬂe /
030BAHKX {2.9.40 AV 2 L1 {ang 10 oausius Ao3yaasim) abo AV <
OAHHHUL L1 (s 30 onwnstis nosysauns), i asier xowsol
: orpesof oaniiul 103vRaNHA He Mene Him (1 - L2
% 0,00)M Ta we Simbwe rix (1 +1.2 x 0,00)M
Ph. Eur. (2.2.3)
gg Crponeitcsxa Gapmaronea Biﬁ ;c;’ 4 3 f

2.3

Atomic abso:mn

Spectrometry »
Magnesium (Ph. Bur. 2'2‘2§) (0. 3{2);3313(;1?!.33;‘5%) £/ bottle
Marnit g o 03070339 Bz -
(Enponeficka apmaxones (0,323 r/nrswxa = 59%)
2223)
Atomic absorption
spectromeiry {Ph. Bur. £.335 - 1.475
. 2223 (1,405 g/hottle = 56) )
i‘;f;f’“m Atosio-abcopGuiiing 1,335 - 1,475 1.397 ﬁr‘:;;";::;
CABKTPOMCIPIA (1,405 rt/untaumma 2 5 %)
(Enponciicsxa apmaxones
2.2.23)
Atomic absorption
spectrumi;r;' {Ph. Eur, 5.400 - 5.268
" 2223 : e
f{ﬁ;lii? Artostuo-uGeopGuilina (S'siig‘g’? t;k;;;%) 5712 l{’;; m::;i
ST (5.684 rinnzua = 5 %)
{€pponehcuka dapmakomes o
2220
Potentiometric titration
(Ph. Eur. 2.2.20) 14.103 - 15,587
Sulfate [Totenuiomerpruse (14.845 gloonle « 5%) 14.621 g/ botile
Cynugar THIPYRamis 14,103 - 15,587 - rinnsmrs
{E€nponeiicnita dapyakoues nnzuxa (14,8435 rimsames & § %)
2.2.20)
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BEAUFQUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 Dreux

France

Tél : +33(0) 2.37.65.46.00

S0MYP INCEH IHAYCTPI

Pio Ere Bipron 28100 [lpso, $pannis
Ten: +33(0) 2.37.65.46.00

$aitn 103842 T18135 122259Y20 004 003.gif

SIPSERI

innovation for patient care

Manufacturing Autharisation: MM 19/133
Jinnensus ua nposssnacrso: MM 197133

CERTIFICATE OF ANALYSIS / RELEASE
CEPTHUOIKAT AHAJII3Y/ BUITYCKY

Inspection lot/ Kourponsua cepis :

IPSEN lot number/ Homep cepii ITCEH ¢
Manufacturing Date / Jara supoGumntrna

Expiry Date / ava 3akinucuun Tepainy npugatnocti:
Specification reference / Crreundrirauis

Procedure / Ipo

040000253282
T18139
08/10/2020
30/09/2023
120430/ 8.0
12042

Material code / Koa mavepiany : 1043315

WName of product / Hazes npogykuii ©

EZICLEN %/ I3BUUH

Pharmaceutical Form / Jlikapesxa dopwa :

Concentrate for oral solution / Konucurpat Ang opaissoro
pﬁ!‘]“il}‘

" High Performance Liquid
Chromatography

Sodium benzoaie
Harpio Genzoar

Total aerobic
microbial count
SaransHe IHCAO
acpolix
Mikpooprasiamin
Tatal combined
yeasts/moulds
count

Jaraasre uneao

(Ph, Bur, 2.2.29)
Bucoxoedexrinna piasgnua
Xposararpadis
{Evponeicskn dapvakones

Ph. Eur.
{2.6.12,2.6.13)
Coponeficsxa hapmarenes
(2.6.12.26.13)

88.2-107.8

(98.0 mg/otle = 106

(98,0 mrfnaamxa = 10 %)

882 - 107.8

98.0

myg / bottle
ME/HamRa

CFU/ml
KYOhun

<10t

<5

CFUfml
K¥YOimn

ApIRIDREBIUX TR
maicenenux rpubis

Escherichia coli

Absence / ml
BigeyTHicTs / Ma

COMPLIES
Bisnosinac

Cenclusion / Bucionox : Batch complies / Cepis sianosinae
Sigoature / [Hanue ;
Issued by / Buaauo ;
Date / [lara : 30/10/2020 Responsable Contréid Qualih
Approved by / Sateepmacero 1 EFAUFCUR-IPSEN INBHISTER
Date / Mara : 304102020 3

C . DC? C,v{'ﬁ T ‘ff:/f-' T
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2 IPSERI

BEAUFOUR IPSEN INDUSTRIE Innovation for patient care Maaufacturing Authorisation: MM 19/133
Rue Bihé Virton Jhuuenaus ua npomssoacTao: MM 19/113
28100 Dreux

France

Tél: +33(0) 2.37.65.46.00

BODYP INCEH IHAYCTPI

Pio Ere Bipron 28100 Hpuo, Dpaunin
Tea : +33(0) 2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTHOIKAT AHATIIZY/ BUITYCKY

Inspection fot / Kosrpoana cepis ; 040000253282  Material code / Kox sareplany : 1043315

IPSEN lot ntumber / Homep cepii INICEH ; T18139 Name of product / Hassa npoaysudi :

Manufacturing Date / Aara espoBasursa ; 08/16/2020 EZICLEN % IBIKAH

Expiry Date / Jiara saxinuenus TEpMINY NPUAATHOCTI | 30/09/2023 Pharmuceutical Form / Mlikapesxa Qosma @

Specification reference / Criewdbivartis ; 120430 /8.0 Concentrate for oral solution / Konuerrpar ans Qpannioroe
Procedure / Tlpouenypa ; 120429/ 6.0 oYKy

Registration number / Pecerpauiiine nocsiauenus No : UA/14703/01/01

Strength/ Potency : 1 bottle containing : sodiusm sulphate anhydrous 17.510 g: magnesium suiphate heplahydrate 3.276 g; potassium sulfate
3.130¢

Cuna Al AxTissicn, | 1 ninwka sicrrs: HATPIO cyandiaty Gessomnoro 17,510 r; markin cyanbary, renrariapaty 3,276 r; kanio cynndiary
3.130r ’ '

Pack size and type: About 176 ml concentrate for oral solution in a bottle closed by a childproof screw eap with a multi-layer seal with a chilg-
resistant closure; one cup with a 111l line is provided with 2 bottles in the carton box.

Pack size of two bottles and one cup.

Poasip Ta Tun nakozanus ; Gruasko 176 sa ROHUCHTDATY A4 OPANLHOTO PAFMHHY ¥ NAAWL 3 KPHUKOWD, MO NArBHHYYCTHCH, HEAGCTYHOT
208 BLARPUTTS MiThMH, 3 flaraToLmpyBoIL cHETERMOID yutinaHenss; 10 2 s ¥ KOMIUICKTI 2 QJIHM CTakaH kon 3 mipraio mixicio, ¥
Kaprounii xopobii.

Batch size / Possip cepil : 7300 packs / 7300 yraxonox

Commeats / Kosenrapi; }(Nm Applicable / He srmayetsen
O Write comments if any / Hamawite KOMEHTAPL, KO BOMY € .o cone

Certilication statement / 3aspa npo cepridikauio:

! hereby certify that the above information is authentic and decurate, This batch of product has been munufactured (including packaging/labeling
and quality control) at the above mentioned site in full compliance with the GMP requirements of the Juca) Regulatory Authority and with the
specifications in the Markeling Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP,

Uum 5 sacebavyio, mo musenesa mame infopmauiz ¢ goctosiprow T8 rounow. Lo cepito npoaysuil Gyno mupoGueno (skmouacun
TRARYBSHRA/MAPKYBIHNA T4 NPOBSHCHUA KOHTPOMO T AKOCTI) Ha BHUICIUIHAYCRIA Jinnannl y nosull signovignoct) 3 ausorass GMP,
BCTAHOBCHUME MICUCRHM PETYARTODHUM OPrIHOM, & T4KOA BIANOBLING 10 enemndivani, wo Micurines ¥ peectpauifiiomy roche kpainu
isrioprepa, [Mpotokoan nipoGuiires, NaxysaHEA T3 anAiain Oy0 nepernmHyTo Ta BoTatoBaeko BinoBiAKicrs GMP,

Batch release by / Cepis sunywena

Nurne and signature of the Qualified Person :
RMANDRETATSAREAS
lipisamie T2 nignye Ynosnonwkesol ocobu )

Date of signature / [lata nignucasns - ‘:.DLI 1 wM j GQQ‘ZO

Attached: Batch centificate of anal ysis flozacreen © cepradirar BHATIRY
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JAEPXJIIKCIIY)XBA
JAEPXXABHA CJIY)KBA 3 JIKAPCBKHMX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMH Y KHIBCHKIIi OBJIACTI

npocnekt Banepis Jlo6aHoBebkoro, 5 1. M. Kiig, 03110, ren/caxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua.https://www.dls.cov.ua Kox €JIPTTIOY 37078774

BUCHOBOK

Npo fIKiCTH BBE3€HOro B Ykpainy Jikapcbkoro 3aco0y

05.03.2021 Ne 7729/21/10

IBIKJITH

(HaliMeHyBaHHS Jlikapcekoro 3acoby 3riHO 3 peecrpauiiinmm MOCBLTYEHHAM )
KOHLIEHTPAT /L/Is 0PAILHOIO PO3UHHY, 6.:1H3bK0 176 My KOHUEHTPATY /115 0Pa.ILHOIO PO3UHHY
Y IUISINi; 00 2 IAMKH y KOMILIEKTi 3 OIHHM CTAKAHYHKOM 3 MipHOIO JiHicl0, Y KapToHHIH
KOpooui

(thopma Buycky, 103yBanHA. BiI MaKYBAHHS TiKapCEKOro 3aco6y )

Howmep peectpauiiitoro noceizuenns UA/14703/01 /01 ctpok iil peectpaniiinoro nocsiguenns 04.11.2020

Cepis nikapcekoro 3aco6y Ne T18139 Kinbxicts BBe3eroro nikapcskoro 3acoby 480
BupoGHauk BO®VP ITICEH IHAYCTPIL DpaHnis
(HaifMEeHYBaHHA BUPOGHUKA JiKapcekoro 3aC00y. KpaiHa NnoXo/aKeHHs)
BeeseHo B Vipainy Cniabne ykpainchko-ecTonch ke MiANpHEMCTBO y dopmi TOBaPHCTBA
3 00MeKeHOI0 BiInoBigaIbLHICTIO "Onrima-®apm, JITA", ixenr. xox:
21642228

(HaHMeHYBaHHA Ta ko1 3a €IPTIOY IOPUIHYHOT 0C06H a6o Npi3BMIIE. iM'S. N0 baTEKOB] thiznunoi
0C00H - mianpHemus., ii micie MPOAHBAHHS Ta peecTpaliiHUA HoMep o6TikoBoT KAPTKH MJIaTHHKA
NoAaTKiB abo cepis Ta Homep nacnopra)

Ipotokon Bisyansuoro kontpoto sin 24.02.2021 Ne 0479/1.

3a pesyneTatamMm  gepkaBHOro KOHTPONIO  BCTAHOBJNEHO, WO NiKApCHKMH  3aci6 BBE3CHO B VYKpaiHy 3
AOTPHMAHHAM sumor 3aKOHOZABCTBA MO0 3a0e3neyeHHs AHOCTi JiKapChKHX 3aC06iB.

Omnexciit COJIO[IPANA

(iHitianu Ta npizemme)

; ﬁ KABHOrO xu_mm))
—_i’ép % A

ez |
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S IPSEN

BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virlon

28100 Dweux
France

TElL: +33(0) 2.37.65 46,00

HOGYP HICEH IHAYCTPI
Pro Ere Bipron 28160 Jlpro, Gpanutis
Ten: +33(0) 2.37.65.46 00

innovation for patient care

AL

Manufacturing Authorisation: MM 19/133

Jluuenius na npounoactao: MM 19/133

CERTIFICATE OF ANALYSIS / RELEASE
CEPTH®IKAT AHAJII3Y/ BUITYCKY

Inspection lot / Kontposkra cepis
IPSEN lot number / Homep cepii INTCEH :
Manufacturing Date / Jlata nupoGuunrea :
Expiry Date / Jlara saxindeHHs TepMiny 1PHISTHOCTI :
Specification reference / Crieusidpiranis
Procedure / Mpouenypa

040000253600  Material code / Kop marepiany : 1043315

T18140 Name of product / Hassa npoayruii =

12/10/2020 EZICLEN % I3IKJITH

/0572023 Pharmaceutical Form / Nixapesxa opwa :

120430/ 8.0 Concentrate for oral solution / Konuentpar (s opaisHoro
120429/ 6.0 posdHiy

Wy WY é %

Clear to not more than slightly hazy liquid with a frui
Appearance Visual and olfactory mix odour COMPLIES /
Onue OprabgnenTH4unii Piauna Bin Npo3opoil 10 ACWIO MYTHOT 3 ApOMATOM Bianosigac
(fnmﬂfgéirg;;;:ﬂmum Pesitivemaction A CQMPL.‘]ES /
211 iloswrussa peakilis Bianoninae
Atomic absorption
Magnesium spectrometry Intensity of the signal of the test solution is similar to
Maruii (Ph. Bur, 2.2.23) the one obtained with the reference solution :
Atomno-adcopbuiing INTCHOHBHICTE CHIHATY 474 JOCHIAHOFO PO3MHHY {“(.}MPIT’ES /
- : : 4 Bianosigac
CHEKTPOMETDis AHANONIYHA JI0 ITSHCHBHOCTI CHIHANY, OTPHMaHoTo
(Csponeiicuka Qapmaxones | 3 BHKOPHCTAHHAM STRAOHHOTO POIUHHY
2223
&E’h. Eur; 2.3.1, reaction b) Positive reaction COMPLIES
s Io3nTHena peaxuiz Bianosinac 4
2.3.1, peaxuia b)
Atomic absorption
Potassium spectrometry (Ph. Eur. Intensity of the signal of the test solution is similar to
Kaniit 2.2.33) the one obtained with the reference solution COMPLIES
Atom ﬂeaa&opﬁt}i fina llrrcnm.mnicn. cHrHany A8 A0cH laHoro poIUHHY Biimuaim;c /
CHCKTPOMCTPIs AHATOMIYHA 210 IHTCHCHRITOCTE CHIHATY, OTPHMAHCT 3
(€pponeiictka hapMakones | BUKOPHCTAHHAM CTIUICHHOIO POSYHHY
2.2.23)
: :1 do s ﬂ?;ﬁiil Positive reaction COMPLIES ,
2.3.1, peaknis b) HMossrupna peakxiis Bianonrizae
. Atomic absorption
Sodium spectrometry (Ph. Eur. Intensity of the signal of the fest solution is similar to
Hatpiii 2.2.23) the one obtained with the reference solution COMPLIES
Aromuo-abeopbuiiina [HTEHCHBHICTL CHIHAMY AR ACCHLAHOIO pOIuMHY P —— rd
CNICKTPOMETPist noaifHa A0 IHTEHCHBHOCTI CHTHANY, OTPHMaHol 3
(Cpponeiicusa HapMaKONes | BHKOPHCTAHHAM CTANUHHOUO PO3UHHY
2.2.23)
C’:Tpnhnfﬂgbiﬂj r.h;?:tal:;ga Positive reaction < (.)MP!,??[iS /
] X TTo3urHBHA peakiis Bixnosiiac
2.3.1, peakuiz a)
3 Potentiometric
f::zif; ar Titration (Ph. Eur. 2.2.20)
[foreHitioMerpue See « Assay of sulfate » COMFLIES /
THTPYBAHHS Jun, «KinekicHe suznaueHns cyasartys Bianosizac
(Epponeiicera dapmakones
2.2.20)
Page 174
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S IPSEN

BEAUFOUR IPSEN INDUSTRIE Innovation for patient care Manufacturing Authorisation: MM 19/133
Rue Ethé Virton Jruening va npenssojgcereo; MM 19/133
28100 Dreux

FFrance

Tél : +33(032.37.65.46.00
BOOYP HICEH IHAYCTPI
Pio Eve Bipron 28100 Jlpro, ®@panuin
Ten: +33(0) 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTHOIKAT AHAJII3Y/ BUIITYCKY i .

Inspection lot/ Konrponsta cepis 040000253600  Material code / Koa mutepiany | 1043315

IPSEN lot number / Hosmep cepii INCEH : T18140 Name of product / Haisa npogy i ©

Manufacturing Date / Jlata sipoGuyiroa 1241012020 EZICLEN % [31KJIIH

Expiry Date / [ara saxiHgcHHS TCpMily NpHAATHOCT : 30/09/2023 Pharmaceutical Form / Jlikapcsxa dopaa ;

Specification reference / Cnewudixauis : 120430/ 8.0 Concentrate for oral solution / KonueHtpart ang opanshoro

Procedure / [poteaypa : 120429 / pUIHHHY

»m;'

ABHIpobY) e

High Performan

Chromatography Chromatogram of the test solution is similar to the
i y ey ; ;
T — (Ph. Emi. 2.2.2{) one obtained with the reference solution ‘ COMPLIES
L5 GRS Bucokoedexrunia piavuna | XpomatorpaMa focaiiHore posuuny noaibua smo Bianosiaac /
o xposatorpadiis XPOMATOIPAMY,  OTPHMEHOT 3 BHKODHCTAINAM SUTOALY

(€pponciicska GapMakoncs | eTAOHHOIO posHiy
2

3 g m

R

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
OnnopiagicTs Crponedcbka gapmakornes 0.01)M or more than {1 + L2 x 0.01)M Bi;;.maim; /
A0IOBAHHX (2.9.40) AV < LI {aas 10 oasnuus aoaysanns) abo AV < ’
OUHHHLIE L1 (urx 30 oauiius 203yBatis), | BMIiCT KORHOT

ORpEMOL OUHIHLL ROTYBAHHSE He MeHIle kix (1 - L2

x 0,01)M 1a ne Ginsure nik (1 + L2 x 0.01)M
pH 2 ?h Eur. {2.2.%) 54

] pponeiicexa dapmakones 4 3 /

pH 2.2.3) Bin2n04

Alomic absorption
Spectrometry
(Ph. Eur. 2.2.23)

0.307 -0.339

Magnesinim ; . . {0.323 ghottle = 5%) g / bottle
Marii Al c:l:;;i:?fp!:;ﬁm 0,3?:7 -0,339 0.329 r/ nnawxa
(€aponciichka dapmaxones (9,323 prpoun £ 3%)
2.2.23)
Atomic absorption
spectrometey (Ph, Eur. 1.335 - 1.475
o 2.2.23) (1.405 gottle + 5%) )
:::(;;z:fum Artosio-aGeopGuitina 1.3%2 - 1475 1.378 ﬁl:;::::;
CHCKTPOMETRIR (1,405 rfnasmika = 5 %)
(Caponeicsyra dapmaxorcs
2.2.23)
Atomic absorption
sPeamTe;g-;()ph' Eur, $.400 — 5.968
Sodium - LR ; (5.684 g/bottde £ 5%) g { bottle
Harpill A IOM!E&-&@CUPGL}MEM 5400 - 5,968 R r/iustka
\  CTEKTPAMETPIR (5,684 c/mnwxa & 5 %)
(Crponeiicaxa dapmaxones
2.2.23)
Potentiometric titration
(Ph. Eur. 2.2.20} 14.103 - 15.587
Sulfate [oTeHIEHOMETPHYHE (14.845 gibottle + 5%) 14.601 g/ boutle
Cynsiar THTPY BANIR 14,103 - 15,587 ' r/nasuika
{E€nponeiicexs dapaarones mmwka (14,845 r/nnsxa + 5 %)
2,220
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S IPSEN

BEAUFQUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 Dreux

France

Tél : +33(0} 2.37.65.40.00

BEO®OYP HICEH IHIIYCTPI

Pio E1e Bipron 28100 Jlpuo, ®panuis
Ten : +33(0) 2.37.65.46.00

Innovation for patient care

Manufacturing Authorisation: MM 19/133
Jhiemins wa npoussoncraso: MM 19/133

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUOIKAT AHAJIIZY/ BUITYCKY

Inspection lot / KonTponsha cepis © 040000253600  Material code / Ko marepiany : 10433135

IPSEN lot number / Homep cepil IHCEH : T18140 Name of product / Haspa nponyxnii

Manufacturing Date / Jlara supoGumiersa : 12/10/2020 EZICLEN % I3IKJIIH

Expiry Date / Jara 3aKkiH4eHHA TepMisy NIPHAATHOCT : 20/09/2023 Pharmaceutical Form / Jlikapceeka dopma

Specification reference / Cricwscpixanis : 120430/ 8.0 Concentrate for oral solution / KoHuentpar Ans opaibHOro
Procedure / [1poueypa poJiHHy

e

High Performance Liguid
Chromatography
(Ph. Eur. 2.2.29)

Bucoxoederriana piaunng

xpomatorpadis

(Caponetichka phapmakoncs

2.2.29)

Sodium benzoate
Harpiwe Genszoar

Total aerobic
micrabial count

120429 / 6.0

£8.2 -~ 107.8
(98.0 mg/ottle = 10%:) 98.3 mg / bottle
88,2 - 107.8 - ME/TIRUIKE

(98,0 mrfungwmxa £ 10 %)

Escherichia coli

JaraLie YHeno <102 5 !{{:;:g;:ljl
acpobuux
Mikpoopranizmin —
Total combined ek
yeasts/moulds €rpo rigu(:::éa i&iﬂ?}(oum
count . 1 CFU/ml
Jaraiphe HHCao (2.6.12,2.6.13) £10 <5 KYO/mn
IPIHKCEBHX T4
nniceenux rpybin

Absence / ml COMPLIES /

Bianosinac

BigcyrHicts / s

Conclusion / Bucrorox : Batch complies / Cepia sianosigae
Signature / lignne :
Issued by / Buiano :
Date / [lara : 02/11/2020
Approved by / 3arsepokeHo |
Date / Jlara : 02/11/2020

Page 3/4
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SIPSEN

BEAUFOUR [PSEN INDUSTRIE Innovation for patient core Manufacturing Authorisation: MM 19/133
Rue Ethé Virton Jnuensus na nponssogcrso: MM 19/133
28100 Dreux

France

Tél : +33(0) 2.37.65.46.00
BO®YP HICEH HHAYCTPI
Pio Ere Bipron 28100 Opro, Opanuis
Ten 1 433(0) 2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTH®DOIKAT AHAJI3Y/ BUITVCKY

Inspection lat / Kontpouteka cepis © 040000253600  Material code 7 Kog smarcpiany : 1043315

IPSEN lot number / Homep cepii INCEH : Ti8140 Name of product / Huasa siposyxuii ©

Manulacturing Date / [lata supobuuursa : 12/10/2020 EZICLEN % I31KJIIH

Expiry Dale / [lara sakiHuesus TepMiny npuaariocti ; 30/0972023 Pharmaceutical Form / Jlikapeska dopaa ©

Specification reference / Crievadrixanin ; 120430 /8.0 Concentrate for oral solution / Konuesrrpar 18 opaibhoro
Procedure / Mpanenypa 120429/ 6.0 POIIHHY

Registration number / Peecrpantifne nocnizaenng Ne : UA/14703/01/01

Strength/ Potency @ 1 bottle containing @ sodium sulphate anhydrous 17.510 g; magnesium sulphate heptahydrate 3.276 g: polassium sulfate
3130g

Crgia 3V Axrvssicrs | mintka Micrute: narphio cyaudary Gesnonmoro 17,510 r; marnin Cyasdary, renrariapary 3,276 r, kanio cyandary
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 closere; one cup with @ fill line is provided with 2 hottles in the carton box.

Pack size of two bottles and one cup.

Possip a THN nakoRanus @ Gam36k0 176 MA KOHUCHTPITY W OPaNLHOO POIUHIY ¥ BARUIL] 3 KPHIIKOK, L0 HAPBHHYYCTLER, HCL0CTY ITHOT
ANA BIAKPHTTH JLITEMH, 3 GAraTOIIAPOBOI CHCTEMDIO YIMIILHEHIS; N0 2 [AUKY ¥ KOMIIEKT 3 0AHUM CTaKAHUHKOM 3 MIPHOIO i, ¥
KaproHniii kopoduw,

Batch size / Possip cepii: 7300 packs / 7300 vuoaxosok

Comments / Komentapi: 0 Not Applicable / He prasyeries

0 Write comments if any / HanuiliTh KOMEHTADI, $KUIO BOHH € —.ovvvvevsever oo

Certification statement / 3agna npo ceprudikauio:

I 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,

um o saceinuyo, o napeaeHa Bsite indopMmalii ¢ A0CTOBIpHOK Ta Towiow, 1[0 cepio npoaykuil Gyso supodncHo (BrIUaYM
NAKYBAHHA/MapKyBAIHA T4 NPOBEASHNN KOMTPOILO 11 AKoCT) HA BMIEe3asHaverilt aiablxui y moBsilt mignoRignoeti 3 sumoramn GMP,
BCTAHOBNEHHMH MICUCBHM PCIYINTOPHUM OPraHOM, @ TAKOX RIANORBIAHO A0 crcumBikanill, 1Mo MicTRTHCH y peccrpauifthoMy nocLe kpainy
imnoprepa. Hpotokons supobunirsa, nakysamms 1a ananiszin Gysio NEPETARNYTO Td BCTAHOBAEHD BiANORIAHICTH GMP.

Butch release by f Cepia sunyutena

Name and signature of the Qualified Person : NATHAUE WELwCKER

lpisesie 1a nianue Ynosnosskensl ocoGu 0 * HGV m “""—"—T L

Date of signature / Hara nianucanss « M
........................................................... e A GTRGGIOMASSITRIID (RIS, e

Attached: Batch certificate of analysis /Hlomaersca : ceprugikar ananizy
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JTEPXXJIIKCITYXXEBA
JAEPKABHA CJIIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIBCHKIA OBJIACTI

npocnekT Banepis Jlobanoscekoro, 51, M. Kuie, 03110, Ten/dake: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua https://www.dls.gov.ua. Kox €JPIIOY 37078774

BUCHOBOK
Npo fAKICTb BBE3€HOro B YKpaiHy JiKkapcbKoro 3acoby

12.03.2021 Ne 9549/21/10

IBIKJITH

(HaHMeHYBaHHS JiKapCLKOro 3aco0y 3riQHO 3 peecTpallifiHiuM NOCBITUEHHAM )
KOHUEHTPAT JJIs 0PaJbHOT0 PO34HHY, 61H3bK0 176 M KOHIEHTPATY /s 0PAJLHOI0 PO3UHHY
y IVISINNI; 10 2 IISIIKH Y KOMILIEKTI 3 0lHHM CTAKAHYHKOM 3 MipHOIO JiHiclo0, Y KapTOHHIi
Kopoomi

(hopma BHITYCKY, 103YBaHHS. BHII NAKyBAHHS JiKapCEKOro 3acoby)

Howmep peecrpauiiinoro noceimuenns UA/14703/01/01 crpok xii peectpauitinoro noceimuenns 04.11.2020

Cepis mikapcekoro 3acody Noe T18140 KinbkicTs BBe3eHOTO Nikapebkoro 3acoby 1032
BHpoGHuUK FO®VP ITICEH IHIYCTPI. ®panmis
(HaliMeHyBaHHa BUpDOOHMKA JlikapeeKoro 3aco0y, KpaiHa NOXOMKEHHS )
BBeseHo B YkpaiHy CriibHe yKpaiHChbK0-eCTOHChKe MANPHEMCTBO y opMi TOBapHCTBA
3 obMezxkeHOI0 BianosigaabHicTio ''OnriMa-®apm, JITA', izent. kon:
21642228

(HaliMeHyBaHHS Ta ko 3a €JIPTIOY opuanyHoi ocobu abo npissuiie. iM'a, no 6atbkosi (hiznsHOT
0COGH - MiANPHEMLA. i MiCLIe TPOKHBAHHS Ta PEECTPaUiHHIY HOMED 0GTIKOBOT KapTKH MJIaTHHKA
nojarkis abo cepis Ta HOMep nacnopra)

ITpoToxoa BisyansHoro koutpoio Bix 03.03.2021 N 0573/2.

3a pesyibTaTaMu JIepKABHOTO KOHTPOMK BCTAHOBIEHO, O Jikapchkui 3aci6 BBeseHo B VkpaiHy 3

AOTPHMAHHSAM BHMOr 32KOHOAABCTBA W00 3a6e3nedeHHs AKOCTI JiKapChKHX 3aCO0IB.
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