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DELPHARM

Novara

Certificate of Compliance /
CeptudikaT BigNOBIAHOCTI
Product: DEXILANT®, modified-release capsules, hard, 30 mg, 14 ¢apsiles in blister, 1 blister in
carton box/
Mpogykr. JEKCINAHT®, kancyny 3 moaudikosaHnm BMBINLHEHHAM T8epai no 30 mr, o 14 Kancyn'y
Gnictepi; no 1 GnicTepy 8 KapTOHHIA kopobu

Manufactiring date/[laTa supobruyrea: 13.02.2023 Batch No./Homep cepii: 517836

Expiry date/Tepmin npugartHocTi; 01.2026 Batch size/Poamip cepii; 8960

Material Number of Delpharm Novara/HoMep mavepiany Bulk batch number/Cepin Hepna'tbatdsamjrﬁ'
Hengapm Hosapa: 6146874 NPOAYKTYY: 12463760/12456565

‘Material Number of Takeda/Homep mavepiany Takepa: 6170739  Master Batch Record Version/poToxon
sMpoBHMYTEa Cepii, Bepcia: 7.0
Code of aluminium / Ko 6:aictepy: 6142879.02.

Code of carton / Koj yirakopku: 6142892 (4
Code of leaflet / Koa incrpysuii: 6142883.06

Package size/Type: 14 capsules in blister; 1 blister in-carton box/

PosMip Ta Bupa ynakosku: no 14 kancyn y Bnictepi; no 1 6nictepy 8 kapToHHIN kKopabiyi )

Strenght/Potency: 1 capsule contains dextansoprazole 30 mg (granules-LL. - 7,5 ig of Dexlansoprazole and
granules-H — 22,5 mqg of Dexlansoprazole)/

Cuna aii/AkTveHicTe: 1 kancyna mictuTe 30 Mr fexkcnauconpasony (rpanynu-LL — 7,5 Mr Aekcnanconpazony i rpasynu-H
- 22,5 Mr flexcriaHconpa3aony)

Dosage form: modified-release capsules, hard, 30 mg/

Jlixapcbka chopmMa: kancyriv 3 MoanIKOBAHUM BUBINEHEHHAM TBEpAi No 30 Mr
Marketing Authorisation Number UA/13660/01/01/ PeecTpauiiine nocaiguenns: Ne UA/13660/01/01
Imparting Country: Ukraine / Kpafna-imnoprep: Ykpaina

Manufacturer /Bupobuux:

Name, address and Manufacturing Authorization number of Manufacturer, responsible for batch release:
Delpharm Novara S.r.l, Via Crosa, 86 — 28065 Cerano (NO), italy, Ne aM-130/ 2019/

‘Ha3ssa, Mic4e3HaxopkeHHs | HomMep riueH3il BmpobHuka BiAMOBIgansHoro sa BUMYCK cepil;

[fendapm Hosapa C.p.n., Bia Kpo3a, 86 — 28065 Yepano (HO), Itanis, Ne.aM-130 /.2019.

‘Certification statement / 3asasa npo ceprudikauio:

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated /
manufactured, including packaging and quality control at the above mentioned site in full compliance with the
'GMP requirements of the local Regﬂlato‘ry Authority and with the specifications in the Marketing Authorisation
-of the importing country. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP. / Lium 7 3aceigqyto, wo nasegena Bdige iHopmadis € LOCToBIPHOO Ta Tounaio. Lo cepito
‘npoaykuil 6yno BupobneHs, BKNYaoyn NaKyBakHs Ta NPOBEAEHO KOHTPON il AKOCTI HA BULLE3a3HaqeHii AinbHWL] Y
‘NOBHIA BIANOBIAHOCTI 3 BMOoramu GMP, BCTaHOBAEHUMK MICUEBYM PENYNMATOPHUM OPTAHOM, a Taxk0ox BIANOBIiaHO A0
cneurdikaii, o MICTATEES Yy peecTpauifHoOMy f0CLE kpaiku-imnopTepa. MpoTokonn eMpoBHULLTEA, AAKYBaHHA Ta
‘aHanisis Byno nepernsHyTo Ta BCTaHOBAEHO BignoeiaHicTs GMP.

‘Comments / KomerTapi:
‘No deviation impacting the batch release occurfed ! BigcyThi siaxunennn, axi BASTMBAOTE HA BUMYCK Gepi

Date/flata~31:07.2023

‘Signature QP/Mignvic: yrnosHoBaXeHET 0CoBI;

Name and position of person authorizing
‘the batch release/lm'a Ta nocaaa ocobu,

Aka Bufana fo3sin Ha BUNycK cepii:

‘Quality Person ' Ynosrosaxena ocoba Loiena Malla — ?ﬁfl{f)'g!ph""
. Vi (_-,.1__‘_'.1:.1:@ o
DELPHARM Novarasrl - - _fﬁ_p;‘,a—\_-, SRR

‘Sede legale & officina d produzione. Via Crosa. 86 - ?Eﬂéﬁ_ﬂéi‘dh&{ﬂﬂ]'
Pl e Cod Fisc 02484730035, : e
Mumerg iscrnzione REA NQ-239870




DELPHARM
HNovara

Product: DEXILANT®, modified-release capsules, hard, 30 mg, 14 capsules in blister, 1 blister in carton

box /

MpoayxkT: QEKCINAHT®, Kancyhu'_s Moagn@IKOBaHWM BUBINbREHHAM TBepai no 30 Mr, no 14 kancyn y Brictepi;

no 1 Gnicrepy B8 KApTOHHIK KopobLj

Manufactiring date/ llata Bupotuuytea: 13.02.2023
Expiry date/ Tepmin npuaatHocri: 01.2026

Material Number of Delpharm Novara/Homep martepiany

HendapmM Hoeapa: 6146874

Material Number of Takeda/Homep MaTepiany Takeaa: 6170739

Batch No./Homep cepii: 517836

Batch size/Poamip cepii: 8960

Bulk batch number/ Cepin Heposbacosanoro
NpoAYKTY: 12463760/12456565

Buik manufacturer analysis date/[lata ananisy

eupobHuka Hepos3dhacoBaHOro NPOAYKTY:

28.03.2023

Importing Country/ Kpaiva-imnoprep::
Ukraine: Ykpaina

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AHANI3Y

. Test Items/ MNoxasnnke

Specification / Cneyudikauia

Results / .l;"eayanam

Pl e Cod Fisc 02494730035
MNumeroaiscrnzione REA KNO-239870

E

Appearancef Capsules with blue opaque cap printed with “TAP" logo : r :
Onuc in dark gray and gray opagque body printed with «30» in Complies/ Bianoeinae
-dark gray containing white to nearly white granutes/
Kancynun 3 ronyGow HENPO30P0Io KPULLBYUKOKD 3 TEMHO-CIpUM
rpasiosannam «TAP» | CipuM Henpo3opus KOPAYCOM 3
TEMHO-CIDUM IPaBinsaHHRM «30», WO MICTATh FPavYNV Big:
Binoro po maiwe Binoro kanbopy
_"It’iéﬁtiﬁ'l':ét'idﬁ o ‘UV-spectrum: Te:at.sample_ertib!ts__similar UV spectrum Positive/ [TO3UTHEHA
(Dexlansoprazole)/ to that of reference standard similatly prepared.f
Jaeurudikayis Y®-cnexTpomeTpia: Yd-cnextp 40CNiaxKysaHoro poaduty
Oekcnasconpoacn AOBUHEH M3TK CNEKTR, 8HANOTMHWE CNEKTRY. CTARAAPTHOM
‘DOIYKHY.
HPLC or UPLC: The retention time of the sample peak.
‘agrees within £2.0% with that of the reference standard o
peak./ | Positive/ [1o3nTUBHA
BEPX/Ynoerpa-BEPX: Yac yTpumysasda 0GHOBHGIO nika Ha
XpOMaTorpaMi Z0CRIAKYBAXOIC poauury Mae Byt 8 mexax
%2.0% OCHOBHOTO Nika Ha XPOMAaTOrPami CTaHAapPTHOrO
Po3yuny
Assay L 90.0 - 110.0% of the labeled amount/ 99.7 %
(Dexlansoprazole)/ 90.0%-110.0%
KinbKicHe BY3HaYeHHA (Bi4 323ABNEHOMD BMICTY)
Hexcnanconposan
Related Substances/
BuanaueHHA YucToTH -
Sulfone analogue/. <0).700% .17 %.
Cynudhon aHanor
Sulfide analogue/. <0.50% 0.05 %
Cynbdpig aHanor
{ Others (individual)l”  <ga00 < 0.05 %
Byab-Aka tHWa 0auHWYHAa JoMIlLKa < 0.05 %
Totalf ..
CymMa BGCiX AOMILLOK <1.50%: 0.22%
= Page 1 of 2{ Cropitka 1132
%ﬁ
N5 # ) .
R DELPHARM Novara sil v
: o I HSede legale e officina di produzione  Via Crosa. 86 — 28065 Cerano (NOJ.




DELPHARM
Novara

Product; DEXILANT®, miodified-release capsules, hard, 30 mg, 14 capsules in blister, 1 blister in

carton box /

Mpogyxr: JQEKCHIAHT®, kancynu 3 mogndikoBaHim BUBINEHEHHAM Teepal no-30 mr, o 14 Kancyny

Gnictept; no 1 BnicTepy B KAapTOHHIR Kopobui

Manufactiring date/ [lata supoBruursa; 13.02.2023

Expiry date/ Tepmin npugatHocTi: 01.2026

Material Number of Delpharm Novara/Homep marepiany
Nendapm Hoeapa: 6146874

Material Number of Takeda/Homep matepiany Takega: 6170739

Batch No./Homep cepii: 517836

Baich sizefPoamip cepir: 8960

Bulk batch number/ Cepis HepozdacoBaHoro
APORYKTY: 12463760/12456565

Bulk manufacturer analysis date/[lata ananiay

BUPOBHUKa HEePOo3haCcoBaHOIo NPOAYKTY:
28.03.2023

Importing Country/ Kpaima-imnoprep::
Lkraine: Ykpaida

_' Test (tems / Mokasani

Content Uniformity/
OAHOPIAHICTL ACIOBAHUY CAWRULL

L.oss on drying/

Brpara macwy npy sucylysaMHi .
Dissolution/

POIdUMHEHHR

Microbiological Examination'/
MikpoGicnoriyna uucrtora’

é—péciﬁcatiun! Cnéﬁnd:i.ixau-iﬁ' . Results f Peaynetamw
Meets the requirements of <USP905>/
{10BWKHI BIZAOBIAATIA BUMOTaM

dapw. CLA <905

USP{! @apm. ClLUA £3.0%

Complies/ Bianoginae

0.6%

Acid stage: not more than 10% (of the labeled amount) in
120 min/

KucnorHe cepeposuuye:

He binbwe Hix 10% (Big 3I2ABNBROIO BMICTY) Yepea 120
XBAMNH.

Meet criteria in USP<711> Acceptance table3d/

Kpwurepii cuiHku ®apm. CLUA <711>, Tabn.3

Buffer stage (pH 7.0):/

bBycdepne cepegosuwe (pH 7.0):

not less than 15% {of the labeléd amount)in 20 min/

He MeHitie HiX 15% (Big 3a8BNEROTO BMICTY) veped 20 XBUITUH;
not more than 35% (of the labeled amount) in 50 min/ '
He Binbuwe HiX 35% (Big 3aaBneHoro BmicTy) yepea 50 XBUNUH;
not less than 80% (of the iabeled amount} in 105 min/

He meHwe Hix 80% (Big 3arBneHoro emicty) yepea 105
XBANKH.

Meet criteria in USP<711> Acceptance table2/

Kpurepii ouinkw ®apm. CHIA <713>, Tabn.2

0-1%

24 =370

26-28%

98 - 101%

TAMC- not more than 10° CFU/g/

“*not performed/ He-
He Binble Hix 1P KY O/

TYMC: not more than 1062 CFUlg/ .i;tpnljﬂﬂﬂr;;c; 4/ H
ne Binsie wik 102 KYOir ot perrorme ¢
Escherichia coli- Absent/g NPeBOAATLLA
BiaCyTHICTL/T * not performed/ He
MPOBOAUTLLA

' Test is.release for at least the first 10 commaercial lots, next check is not less than 4 lots at release per year thereafter.]
' TecT NnpoBCANTECR HA AepLUMX 10 CepIRX NOW BANYCKY, @ AaNi— HE MEHLLE HiX HA 4 CePIAX HA Pik 32 METOAOM BUBIPKOBOrO KOHTRONIO

Releasing QP/
YnosHoBaxeHa ocoba,
AKa BUAAana O3Bt Ha BANYCK cepil..
Lorena Mella
Date of signature!
Hata nijnncy:
31.07.2023

Signature by QP/ N
Flignc ynosHOBAXKEHO)
oCcobu: '

Delpharim Movara Sl
Vi Grosal A0 - 760

| Page 2 of 2/ Cropitika 2132
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