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Certificate of Compliance /
CeprudikaT BignosigHoCTi
Product: DEXILANT®, modified-release capsules, hard, 30 mg, 14 capsules in blister, 1 blister in
carton box/
Mpoaykr: LEKCINAHT®, kancynu 3 moaudikosaHum BusinbHeHRHAM Teepgi rno 30 mr, no 14 xancyny
onicrepi; no 1 6nicrepy B kKapTOHHIA KOpOOU

Manufactiring date/[lata supoGHuiirea: 23.01.2024 Batch No./Homep cepii: 522758

Expiry date/Tepmin npugatdocti: 12.2026 Batch size/Posawip cepii: 9120

Material Number of Delpharm Novara/Homep maTtepiany Buik batch number/Cepis HeposdacosaHoro
Pendapm Hosapa: 6146874 npoaykTy: 12744988-12739350

Material Number of Takeda/Homep maTepiany Takega: 6170739  Master Batch Record Version/lI1poTokon
BMpobHULTEA cepil, Bepcis: 9.0

Code of aluminium / Ko Guaicrepy 6142879.02 i

Code of carton / Koy yuaronskn 6142892.04

Code of leaflet / Koy incrpywuii 6142883.08

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

Poamip Ta Bug ynaxkosku: no 14 xarncyn y 6nicrepi; no 1 6nicrepy B kapTOHHIA kOpobuUi

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

Cuna gii/AkrusHicts: 1 kancyna mictute 30 Mr gexcnaHconpasony (rpanynu-LL — 7,5 mr gekcnanconpasony i rpanynu-H
— 22,5 MI AeKCnaHconpasony)

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

Nikapcbka chopma: kancynu 3 MogucikoBarm BUBiNbHERHAM TBep/i no 30 mMr
Marketing Authorisation Number UA/13660/01/01/ PeecrpaLiifiHe nocsigqerHs: Ne UA/13660/01/01
Importing Country: Ukraine / Kpaina-imnoprep: Yipaida

Manufacturer / BupoBHui:
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

Hasea, micuesnaxomKeHHs | Homep niueHsii BupobHuKa BigNOBIAANLHOIO 3a BUNYCK cepil:

Hendapm Hosapa C.p.n., Bia Kpoaa, 86 — 28065 Yepano (HO), itanis, Ne aM-177 / 2023

Certification statement / 3asisa npo ceprudikaviio:

| 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 Regulatory 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 51 3acsiguyto, Lo HaBepeHa Bulle iHdopmaLis € 4OCToBIpHOK Ta TouHoIo, Lo cepiio
npoaykuii 6yno supoBneHo, BKIIOHAoHN NakyBaHHA Ta NPOBEAEHO KOHTPONS 1i AKOCTI Ha BULLIE3asHaueHIn RinbHWULI Y
noeHiv signosigHocTi 3 Bumoramu GMP, scradoBneHnmy Micuesum PerynsTopHnM OpraHom, a TakoxX BIANOBIAHO 40
cneumcikalyiit, Lo MICTATLCA Y peecTpauintiomy AOCkE kpaiHu-imropTepa. MNpoTokosiu supotHuuTaa, nakyBaHHs
awanisis 6yno nepernsiHyTo Ta BCTAaHOBNEHO BignosigMicTs GMP. ;

Comments / Komertapi:
No deviation impacting the batch release occurred BincyTHi BigxuneHHs, aki BIMUBAIOTL Ha BUIY

S,

Y A
Signature QP/[lianuc ynoBHOBaWEHOT oco6v,|;,_4,",3”__,"_(N)(’(.},}j-ym ;
L7

Name and position of person authorizing 4
the batch release/Im’s Ta nocana ocobu,

fKa BUAana f03BIN Ha BUNYCK Cepil:
Quality Person / YnosHosaxera ocoba Lorena Mella

DELPHARM Novara srl

Sede legale e officina di produzione: Via Crosa, 86 - 28066 Cerano (NO)
P.1. e Cod. Fisc. 02494730035
Numero iscrizione REA NO-239870
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Product: DEXILANT®, modified-release capsules, hard, 30 mg, 14 capsules in blister, 1 blister in carton

box /

Mpoaykt: JEKCINAHT®, kancynu 3 MogudgikosaHum susinbHeHHam Teepal no 30 mr, no 14 kancyn y 6nicrepi;
no 1 BnicTepy B KAPTOHHIN Kopob

Manufactiring date/ [Jata supobuunursa: 23.01.2024
Expiry date/ TepmiH npupatHocti: 12.2026
Material Number of Delpharm Novara/Homep martepiany

Jlendapm Hosapa: 6146874

Material Number of Takeda/Homep maTepiany Takega: 6170739

Batch No./Homep cepii: 522758
Batch size/Poawmip cepii: 9120
Bulk batch number/ Cepis Heposdacosaroro

npoaykTy: 12744988-12739350

Bulk manufacturer analysis date/[laTta aHanisy

BUPOGHNKE HEPO3dIACOBAHOIO MPOAYKTY:

15.05.2024

Importing Country/ Kpaina-imnoptep::

Ukraine: Ykpaita

CERTIFICATE OF ANALYSIS/ CEPTUO®IKAT AHANIZY

Test Items/ MokasHuiu

Appearance/
Onue

Identification
(Dexlansoprazole)/
laexTudcbikauis
Lekcnanconpoaon

Assay
(Dexlansoprazole)/
Kinbictie sBusHaveHHs
[lexcnaxconposaon
Related Substances/
BuanaueHHs YucToTu
Sulfone analogue/
CynbthoH aHanor
Sulfide analogue/
Cynbhig aHanor
Others (individual)/
Byab-siKa iHWA OANHUUHE LOMILLIKS
Total/

Cyma BCiX A0OMiLLIOK

Specification / Cneuudikayis

Capsules with blue opaque cap printed with “TAP” logo
in dark gray and gray opaque body printed with «30» in
dark gray containing white to nearly white granules/
Kancynu 3 rony6oto HENpo3opoio KPULLEUKOIG 3 TEMHO-CIpUM
rpasitoBaHHsam «TAP» i cipum HENPO3OPUM KOPIYCOM 3
TEMHO-CIPUM rpaBitoBaHHaAM «30», WO MICTATL rpaHynyt Big
6inoro f0 maihke 6inoro konsopy

UV-spectrum: Test sample exhibits similar UV spectrum
to that of reference standard similarly prepared./
Yd-cnexrpomeTpis: Y®-cnektp AOCAIAKYBAHOMD pO3ynty
NOBUHEH MaTU CNEKTP, aHARNOFIUHWIA CNEKTPY CTaHAapTHOro
PO3UnHY.

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

BEPX/YnuTpa-BEPX: Yac yTpumyBaHHS OCHOBHOrO fika Ha
XpoMaTarpami 4OCHifKyBAHOMO pO3unHy mae ByTu B mexax
+2.0% OCHOBHOrO Mika Ha XpoMaTorpami CTaHAapTHOro
pPo3UUHY

90.0 - 110.0% of the labeled amount/

90.0%-110.0%

(Big 3asBnexoro smicry)

<0.70%
<0.50%

<0.20%

<1.50%

Resuits / Pesynsratin

Complies/ Bigrnosigae

Positive/ [o3nTuBHA

Positive/ [1o3anTusHa

100.1%

0.16 %
<0.05 %

< 0.05 %

0.16 %

DELPHARM Novara srl

Sede legale e officina di produzione: Via Crosa, 86 ~ 28065 Cerano (NO)

P.I. e Cod. Fisc. 02494730035
Numero iscrizione REA NO-238870
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Product: DEXILANT®, modified-release capsules, hard, 30 mg, 14 capsules in blister, 1 blister in
carton box/

Mpogykr: AEKCINAHT®, kancynv 3 MoaudIkOBaHUM BUBIfIbHEHHAM Teepai no 30 mr, no 14 kancyny
Bnictepi: no 1 6nictepy B KapTOHHIA KOPOOL

Manufactiring date/ Jara supobruurea; 23.01.2024 Batch No./Homep cepii: 522758

Expiry date/ Tepmin npuaatHocTi: 12.2026 Batch size/Poamip cepii: 9120

Material Number of Delpharm Novara/Homep MaTepiany Bulk batch number/ Cepia Hepo3(hacoBaHoro
Nendapm Hosapa: 6146874 NPoayKTY: 12744988-12739350

Material Number of Takeda/Homep matepiany Takena: 6170739 Bulk manufacturer analysis date/[lata ananisy
supobHuka Hepo3thacoBaroro NPOAYKTY:
15.05.2024
Importing Country/ Kpaina-imnopTep::
Ukraine: Yxpaina

Test ltems / Nokaaunku Specification / Cneyuchikauia Results / PesynoTarn

Content Uniformity/ Meets the requirements of <USP905>/ complies/ Bianosiaae
OAHOPIAHICTE AO308aHUX OANHUUD MosuHHI BignoBigaTM BUMOram
dapm. CLIA <905>

Loss on drying/ USP! dapm. CLUA £3.0% 0.6 %
Brpara Macv Npu BUCYLY BaHHi

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

KucnioTHe cepeposuile:

e Ginblue Hix 10% (Big sassneHoro Bmicty) yepes 120
XBUNUH.

Meet criteria in USP<711> Acceptance tabled/
Kputepii ouiHku ®apm. CLUA <711>, Tabn.3

Buffer stage (pH 7.0):/

BydepHe cepegosuwie (pH 7.0): 91 - 95 %
not less than 15% {of the labeled amount) in 20 min/ T
He MeHLLe Hix 15% (Bif 3aasneHoro BMicTy) yepes 20 XBUnuH,
not more than 35% (of the labeled amount) in 50 min/

He Ginblue Hi 35% (Bia 3asBneHOro BMICTY) tepes 50 XBunuH; 24 =27 %
not less than 80% (of the labeled amount) in 105 min/ 5
He meHLLe Hik 80% (Bia 3assneHoro BmicTy) yepes 105 94~ 98 %
XBUSARH.
Meet criteria in USP<711> Acceptance table2/
Kpurepii ouinkn ®apm. CLIA <711>, Tabn.2
Microbiological Examination/ TAMC- not more than 10° CFU/g/ *not performed/ He
MikpoBionoriuna uucroTa' G Het 6iﬂbm;3hHi)l<:g: lé\;(d;rl APOBOAWTLCS
- not more than 10 o] ® formed/ H
He Binblue Hix 102 KYO/r it perfo:_l Bdf e
1POBOAUTLCA

Escherichia coli- Absent/g , Tee
BigcyTHiCTb/F * not performed/ He

NPOBOANTHLCS

1 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 NPOBOANTLCA Ha Neplunx 10 cepisx npn BunycKky, a Aani — He MeHLUe HK Ha 4 Cepisix Ha pik 3@ MeTOAOM BUBIPKOBOIO KOHTRONIO

Releasing QP/ Signature by QP/ Fluq

YnosHosaxeHa ocoba, ynoeuoaamer@! oc jv Q«w
% “ ‘7, 7

Aka Buaana Lo3Bin Ha BUMycK ceplt: ,f/' m /

Lorena Mella A A

Date of signature/
[ara nignuey:
20.02.2025

DELPHARM Novara st

Sede legale e officina di produzione: Via Crosa, 86 - 28065 Cerano (NO)
Pl e Cod. Fisc. 02494730035
Numero iscrizione REA NO-239870






TEPYKABHA CJIYKBA 3 JJIKAPCLKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

npos. Csitnuusoi Hanii, 3, M.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €EPTIOY 37078774

BUCHOBOK
Mpo AIKiCTb BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody

02.04.2025 Ne 14903/25/10

NEKCUIAHT®

(uaiiMeHyBaHHS JlikapCHKOro 3aco8y 3rifHO 3 peecTpaLifinuM NoCBiAueHHM)
Kancy.u 3 MoaudikoBanuM BuBiIbHeHHAM TBepai no 30 mr, no 14 kancya y Gaicrepi; o 1
GJicTepy B KapTOHHIil KopoOui

((opMa BHIYCKY, O3yBaHHA, BHA NaKyBaHHs Jlikapchkoro 3acoCy)
Homep peectpauiiitioro nocsinuenns UA/13660/01/01 crpox aii peectpauiiinoro nocsinuenss 01.01.2099
Cepis nikapcexoro 3acoGy Ne 522758 KinbkicTb BBE3eHOTo Jiikapcbkoro 3acoty 9120

BupoGHHK Hendapm Hosapa C.p.u., ITanis

(saiiveHyBaHHs BUPOGHHKA JIIKApCLKOro 3acoly, KpaiHa HOXOUKEH )

BeeseHo B Ykpainy ToBapucrso 3 oomeskenolo sigmosiganbnicrio "TAKEA
VYKPAIHA", inenr. xon: 35849505

(aitmenyBanus Ta ko 3a €JIPTIOY 1opuaudnoi ocobn abo npisuie, iM's, no Gatbkosi disnunol
0co6H - mianpuemMis, i Micue npoXuBanHs Ta peecTpalliiiumii Homep 00MiKOBOI KapTKH IJIATHHKA
nozarkis abo cepis Ta HoMep NnacriopTa)

TMporokoa Bizyansuoro koutpoio six 28.03.2025 Ne 0952/3.

3a pesynbTaTaMu JEPKABHOrO  KOHTPOJIKO  BCTAHOBJIEHO, 1LO nikapcbkuii  3aci6  BBe3eHO B YKpaiHy 3

JOTPHMAHHSAM BUMOT 3aKOHONABCTBA OO 3a0e3MeyeHH AKOCTI NiKapChKHX 3acobiB.
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