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Certificate of Compliance /
Ceprudikat BignoBigHocTi
Product: DEXILANT®, modified-retease capsules, hard, 30 mg, 14 capsules in blister, 1 blister in
carton box/
Npoayxr: AEKCINAHT®, kancynu 3 Mmoaudikosanum ensineHeHHAM Teepai no 30 wr, no 14 kancyn y
Bnicrepi; no 1 GnicTepy B KApTOHHIR kopobui

Manufactiring datefflara snpoBuuiTea: 05.10.2023 Batch No./Homep cepii: 520273

Expiry date/Tepmis npupatrocTi: 09,2026 Batch size/Posmip cepii; 8665

Material Number of Delpharm Novara/Homep matepiany Bulk batch numberfCepis nepoadacosaroro
Aendapm Hosapa: 6146874 npoaykry: 12505380-12661070

Material Number of Takeda/Homep Matepiany Takega: 6170739  Master Batch Record Version/ fpoTokon
BHpobHKUTEA cepii, sepcia; 8.0

Code of aluminium / Kox 6aicrepy 6142879.02
Code of carton / Kon ynaxkonxi 6142892.04
Code of leaflet / Koa inerpyxuii 6142883.08

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

Posmip Ta BuA ynakosku: no 14 kancyn y Bnictept; no 1 Gnicrepy B kApTOHHIR xopoBui
Strenght/Potency: 1 capsule contains dexlansoprazole 30 myg (granules-LL - 7,5 mg of Dexiansoprazole and
granules-H — 22,5 mg of Dexlansoprazole)/

Cuna piilAkTnBHicTs: 1 kancyna micTUTb 30 Mr gekcnanconpasony (rpaHynu-LL - 7.5 mr gexkcriakconpasony i rpanynu-H
= 22.5 Mr pexcnatconpasony)

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

Nikapceka hopmea: kancynu 3 MoaNhikoBaHNM ensinsHeHHam Teepai no 30 Mr
Marketing Authorisation Number UAM 3660/01/01/ Peectpavjfine noceinuenns: Ne UA/3660/01/01
Importing Country: Ukraine / Kpaina-imnoprep: Ykpaina

Manufacturer /BupoBHuk:
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-177 /2023
Haaea, MicUesHaxozpkeHHs | Homep nileHall BupoBHUKa BignobigansHoro 3a BUNYCK cepil:

. Hendrapm Hosapa C.p.n., Bia Kposa, 86 — 28065 Uepato (HO), Itanis, Ne aM-177 /2023

Certification statement / 3anea npo ceprudikauito:
1 herehy certtfy that the above mformatton is authentlc and accurate, Thls batch of prociuct has been fabncated /

= G NP requwements of the local Regulatory- Authorlty -and W|th the specmcatlons in the Marketmg Authonsation ----------------------
of the importing country. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP. / Llum 5 sacsiguyto, 1o HaBeseHa euwe IHhopmalin € fOCTORIPHOI Ta TOMHOIW. Lo cepiro
npoaykUil GyNno BAROBIIEHD, BKAHAQHW NaKYBAHHA Ta NIPOBEAEHO KOHTPOMS 1f AKOCTI HA BULLS3A3HAYSHIR AINLHUL] y
noeHiit BiANoBiAHOCTI 3 BUMOramis GMP, scranoBneHMI MICLIEBUM PErySTOPHUM OPraHoM, a TakoK BignosigHo Ao
cneyuchixauiii, 1o MICTATECA Y peecTpalifiHoOMy AOCbE KpaiHk-imnopTepa. [NpoTokenu BUPOBHULTEE, NaxynaHps

aHanisis Byno nepernaHyTo Ta seTaHosneHo signoeigHicTe GMP. g"‘f c;:i;‘if&o

Comments / Komextapi:
During the course of the manufacturing/packaging activities there was major deviation (TW#3989652) refforts tﬁ
All reported deviation has been assessed and found no negative impact on the quality of Products/ / Nidlwac & poﬁnuil

ynakoekm cepii 6yno sadiikcorato 1 sigxvnens, (TWH3080652) Bei sahikcesani BigXuAeHHs ouiHEH], HeratvB g B Rk ATL

NPOAYKTY He BUABNEHO.
Slgnature QPINiANUC YNOBHOBEXEHOT 0CoBN: Date/[IR

Name and posltion of person authorizing
the batch release/Im's va nocapa ocoby,

AKA BUAANA A09BIN Ha BARYCK CEpil: D h !\ oy
Guality Person / YnosHosaxena ocofa  Lorena Mella elp arm . ‘! ove a !
Via Crosa, 86 - 3 ey M)
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Product: DEXILANT®, medified-release capsules, hard, 30 mg, 14 capsules in blister, 1 blister in carton

box /

Mpopykr: AEKCHAHT®, kancynu 3 moandikoBaHumM BUBINbHERHSM Teepai o 30 Mr, no 14 kancyn y Brictepi:

no 1 GnicTepy B KAPTOHHIA KOPOBL

Manufactiring date/ Hata supoBuuurea: 05.10,.2023

Expiry date/ TepmiH npuaardocti: 09,2026

Material Number of Delpharm Novara/Homep matepiany

Hendapm Hoeapa: 6146874

Material Number of TakedafHoMep marepiany Takega: 6170739

Batch No./Homep cepii: 520273

Batch size/Poamip cepit: 8665

Bulk batch number/ Cepin HeposdacopaHora
nmpopykry: 12505380-12661070

Bulk manufacturer analysis datel/flata ananisy
BUpoBHUKa HepoachacoBAHOIO NPOAYKTY:
09.01.2024

Importing Country/ Kpaina-imnoprep::
Ukraine: Yxpaina

CERTIFICATE OF ANALYSIS/ CEPTU®IKAT AHANI3Y

Test Items/ Mokaskkm

Appearance/
Onue

 Specification / Creuwdikayin

Capsules with blue opaque cap prin
in dark gray and gray opague body printed with «30» in
dark gray containing white to nearly white granules/

Kancynw 3 Tonybot HENposopoi0 KpWINEaRaio 3 TEMRO-CIpW#M
rpasiosaiHAM «TAP» | CipM HENpPO3OPUM KODNYCOM 3
TEMHO-CIDUM rpagivsaniam «30», 1o MICTATe Fpanyny Big

Ginoro no maibxe Binoro konbopy

Identification
(Dexiansoprazole)/
laeHTrdpikauin

HPLG or UPLC: The retention time of the sample peak
agrees within £2.0% with that of the reference standard

BEPX/¥Ynbtpa-BEPX: Yac yrpymysanHa 0CcHOBHOrO nika Ha
XpOMaTOMamM ACCNIAKYBAHOIO po3unKy Mae ByTh 8 Mekax
42.0% OCHOBHOrO Nika Ha XPOMATorpami GTaHgapT HOrG

Aekcnanconpoaon
POIHUHY.
peak.f
POIUMHY
|agsay -

{Dexlansoprazole)/
KinbkicHe BissHaverHs
Dekcnanconposon...

UV-speactrum: Test sample exhibits similar UV spectrum
to that of reference standard simitarly prepared./
Yd-cnekrpoMeTpin: YP-coektp AOCRIAXYBEHOMG POIUNHY
NOBWHEH MATH CNEKTP, aHanoriHHKA CReXTPY CTaHAapPTHOre

_ Results / Pesynuratn

“TAP" logo  complies/ Bignosipae

Positive/ [Mo3uTHeHa

Positive/ [o3UTWUBHA

TTTTTH000-11000% of the' [abeled aniount/
90.0%-110.0%
{Big 3asiBNEHOrG BMICTY)

Related-Substanees/—
BusHaqeHHA YMCTOTH

Sufforie analogue/ 20.70%
Cynethos avanor

Sulfide analogue/ <0.50%
Cynethin ananor

Others {individual)/ <0.20%
BYAb-AKa iHIWE OAMHNMHA JROMILKA

Totatf

Cyma Beix 4oMiLok <1.50%
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Pl e Cod. Fisc. 02494730035

Numero iscrizione REA NQ-239870




LD

DELPHARMWM
Noevera

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

Mpogykr. QEKCUTAHT®, kancynu 3 moaudikoBakvm susinbHeRHAM Teepai no 30 Mr, no 14 Kancyn y
BnicTepi; no 1 BnicTepy B KAPTOHKIW KopobUi

Manufactiring date/ Ilara supoGHuuTea: 05.10.2023 Batch No./Homep cepii: 520273

Expiry datef TepMin npuaathocri: 09,2026 Batch size/Poamip cepii: 8665

Materiat Number of Delpharm Novara/Homep matepiany Bulk batch number/ Cepir Hepo3(hacoBaHOI 0
Aencbapm Hosapa: 6146874 npoaykTy: 12505380-12661070

Material Number of Takeda/Homep Matepiany Takeaa: 6170739 Bulk manufacturer analysis date//Jata aHaniay
BUPOBHUKA HePO3thaceBaHOI0 NPOAYKTY:
09.01.2024
Importing Counfry/ Kpaiua-imnoprep::
Ukraine: Ykpaina

Test ltems [ FlokasHuku _ Specification f Cneyudikauis  Results / Peaynbraru

Content Uniformity/ " Meats the requirements of <USP905>/ - Complies/ Bi,qnoéip,ae
OAHOPIAHICTL A030BAHUX OANHNLL MosWHHI BigNOBIAATH BUMOram
Gapm. CLUA <905>

Loss on drying/ USP/ dapm. CLIA <3.0% 0.7 %
Brparta Macw npy sucywysakti

Dissolution/ Acid stage: not more than 10% (of the labeled amount) in 1-1%
PoaunHeHHs 120 min/

Kucnotie cepeposuile;

HE CIRBLIE HK 10% (Bl dananeroro emMicTy) vepaa 120
XBUNUH.

Meet criterla in USP<711> Acceptance table3/
Kputepii ouitku ®apm. CLWA <711>, Tabn.3

Buffer stage (pH 7.0}/

BydepHe cepegoenlle (pH 7.0): 25 - 27 9
not less than 15% (of the labeled amount) in 20 min/

He merwe Hix 15% (Big 3aneneroro emicry) yepes 20 XBunus:
not mare than 36% (of the labeled amount) in 50 min/

re Ginsie vk 35% (piy 3ansneHoro amicty) vepes 50 xeunun; 26-28%
not less than 80% (of the labeled amount} in 105 min/
He meture Hik 80% (ig 3aseneHoro BMICTY) uepes 105 85-104 %
XBWNKH,
Meet criteria In USP<711> Acceptance table2/
KpiTepll otk apm, CLUA <711>, Tabn.2
Microliidlogical Examinationy =~ TAMC: it moré than 10° CFUgr - e | R
MikpoBionoriuna uucrora’ He Ginblue Hix 10°KYO/r
TYMC- not mare than 102 CFU/g/ 0
e, HE GiNbWe HX 10° KYOUT e —
Escherichiacoli-Absentlg ...~ T e ADSEN e _
BinoyTHicTb/r

' Test is release for at least the first 10 commercial lots, next check is not less than 4 lots at release per year thereafter./
! TecT NpoBOAUTLCA HA neplumMx 10 cepinx Apn BUNYCKY, 3 RANI -~ HE MeHLE Hik Ha 4 CepiAX HA PiK 23 METOAOM BHOIPKOBOTD KOHTPOIO

Releasing QP/ Signature by QP/
YnosHoBaxeHa ocoba, Mipnuc yrosHosaxeHo!
sika BUAana Ac3sin Ha eunyck cepii: ocobu:

Lorena Mella
Date of signature/
Hara nignucy:
05.09.2024 Delpharm Novars S,r.|,
Via Crosa. 86 - #3065 Ceraain “NOY)
PIVA/CF 02494730055

DELPHARM Novara srl

Sede legale e officina di produzione: Via Grosa, 85 — 28065 Cerano (NO)
) P.l e Cod. Fisc. 62494730035
Numero iscrizione REA NO-239870




