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DELPHARM
Novara

Certificate of Compliance /
CepTuthikat BinosigHocTi
Product: DEXILANT®, modified-release capsules, hard, 60 mg, 14 capsules in blister, 1 blister in
carton box/
Mponykr: AEKCINAHT®, Kancynu 3 MoanIKoBaHUM BUBINbHEHHAM Taepai No B0 Mr, no 14 kancyn y
Bnictepi; mo 1 GricTepy B KAPTOHHN KopoBbUi

Ménufaétiring date//lara eupobhuuTea: 22,11.2023 Bateh No./Homep cepii: 520332
. Expiry dateﬂ'epmia npuaarhocti: 10.2026 Batch size/Poawmip cepif: 6280
- Material Number of Delpharm Novara/Homep Matepiany Bulk batch number/Cepia HepoidacosaHoro
. Dendapm Hosapa: 6146876 npoayKkTy: 12722021-12714320

- Material Number of Takeda/Homep MaTepiany Takeda: 6170780  Master Batch Record Version/Tporokon
BUPCOHUUTEE cepii, Bepcia: 10.0
Code of aluminium / Kox Gnicrepy 6142880.02
Code of carton / Ko ymakoskn 6142893.04
Code of leaflet / Kox incrpyxuii 6142883.08

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

Poawmip Ta Bug ynakoeky: no 14 kancyn y 6nicTepi; no 1 Gnicrepy & kapTonHid kopoBui

Strenght/Potency: 1 capsule contains dexlansoprazole 60 mg (granules-LL - 15 mg of Dexlansoprazole and
granules-H — 45 mg of Dexlansoprazole)/

Cvna AllAKTUBHICTb: 1 Kkancyna mictute 60 mr Aekcnadconpasony (rpanynu-LL — 15 mr Aekcranconpasony i rpanynu-H
~ 45 Mr gekcnavHconpasony)

Dosage form: modified-release capsules, har&, 60 rﬁgl

ﬂiKapCbK_é ¢opwma: kancysu 3 MOANTHIKOBAHUM BUBINLHEHHAM TBEpai no 60 Mr
Marke,ti_n_g Authorisation Number UA/13660/01/02/ Peectpaliitie nocein4enHs: Ne UA/36860/01/02
importing Country: Ukraine / Kpaiua-immopTep: Yepaiua

Manufacturer /BupoGHmk:

Name_;-ac}dress and Manufacturing Authorization number of Manufacturer, responsible for batch release:

D_elpharm Novara S.r.1, Via Crosa, 86 — 28065 Ceranc (NO}, italy, Ne aM-177 / 2023

Haaaa_,_micueaﬁaxonmem-m | HOMep niuexsii BpoBHKKa eianoeigansHoro sa BUITYCK- Cepil:

Hendapm Hosapa C.p.»1., Bia Kposa, 86 -- 28065 Yepano (HO), lranis, Ne aM-177 7 2023
-*Kw—“Certif'ication-statement'ksaﬂaa'npo'"cepmd}ixauiro:"" e

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated /

cluding packaging and quality control at the above mentioned site i

~GMF g} ¥ UGty ahe With THe Specifications i the Markelng AUTharsation—

of the importing country. The batch processing, packaéing and analysis records were reviewed and found to be
in compliance with GMP. / Lum n saceiguyro, wo naseaena BULLE IHhOPMALIS € AOCTOBIPHO Ta TOUHOIW. Lo cephio
npoAy kUit Oyno supobneno, BrTGHaKYY NakyaaHHA Ta NPOBEAEHO KOHTPOSL i AKOCTI Ha BriuesasHaueHi% ainbHuyj y
noswii signosigHocri 3 BiMaramiu GMP, scTanoaneHmu MiGLIEBIM PerynATOpHM OpraHom, a Takox eignosinHe go
cneumd)j_l;auiﬁ, wo MicTATLCH Y PeecTpayiitiomy nocee kpatiu-imnoprepa. Fpetokoniy BpoBHuYTEa, NakyBaHHs Ta
ananisis Byno MEPerNAHYTo Ta BCTaHOBNEHO BignosigHicTs GMP,

Commaents / Komenrapi:
No deviation impacting the batch release occurted BiacyTHi BiAXMNeHHs, AKi BNAVBAIOTL HA BUITYCK cepli

Signature QP/Nianuc yriosnosakewol ocobu: Date/flara:.05.09.2024

Name and position of person authorizing
the batch release/Im's Ta rocana acobu,

fKa BUAAna A03BiN Ha BARYCK cepil: Del har ara o
Quality Person / YnosHosaxena ocoba Lorena Mella Vi ° ‘m Novd; o
: . _ la Crosa. 86 - 28056 G .
" et I LN
FIVA/ C.E U24847300a,
DELPHARM Novara sii T

Sede legale e officina di produzione: Via Crosa, 86 ~ 28065 Cerano {NO)
P.i. € Cod. Fisc. 02494730035
Numero iscrizione REA NO-239870
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DELPHARM
Novaray

Product: DEXILANT®, modified-release capsules, hard, 60 mg, 14 capsules in blister, 1 blister in carton
box/

IMpoaykr: AEKCINAHT®, Kancysm 3 mogudiikoBaHuM BYBINbHEHHAM TBEpAi N0 60 mr, no 14 kancyn y BnicTepi;
no 1 6nicTepy B kapToHHiit Kopobi

Manufactiring date/ ,ﬂaTa evpoBnnurea; 22,11.2023 Batch Ne./Homep cepii: 520332
. Expiry datef Tepmin npuaarrocri; 10.2026 Batch size/Poamip cepii: 6280
' J:ﬁ,M_atei_rial Number of Delpharm Novara/ HoMep matepiany Bulk batch number/ Cepis nepoapacosatioro
. *7.bendapm Hosapa; 6146876 | npoaykTy: 12722021-12714320
. Material Number of Takeda/Homep maTepiany Takeaa: 6170780  Bulk manufacturer analysis date/flata ananisy
B ' ' - BUpoSHUKa HeposdacosaHoro OROAYKTY:
12.03.2024
Importing Country/ Kpaika-imnoprep::
Ukraine: Ykpaina

CERTIFICATE OF ANALYSIS/ CEPTU®DIKAT AHANI3Y

Test ltems / Mokasnuxu Specification f Crenudikauis Results / Peaynbratu
Appearance/ Capsules with blue opaque cap printed with “TAP"” logo lies/Bi ;
Onug . . _ in dark gray and blue opaque hody printed with «60» in Compli S/BIAHOBw'aE

LG

dark gray containing white to off-white granules/
Kancysu 3 ronyGoia HENPO30PGH KPULUBUKOID 3 TEMHO-CIpUM
rpasioBaHHEM «TAP» | ronyBum HENpo3opUM KOPNYCOM 3
TEMHO-CIPUM rPaBiloBaHHAM «60», 110 MicTATL IpaHynu eig,
s 15inorolgo-maﬁxce~6inororxonhopy e

Identification - UV-spectrum: Test sample exhibits similar UV spectrum Positi
ositive/[ToanTu
(Dexiansoprazole)/ to that of reference standard simitarly prepared.! ¢/lNosnuena
laenTudikanis . o Y®-cnexTpomerpia: Yo-cnekrp pocnigxysanoro jelel{E T
BDexcnanconposoy _ OBUHEH MATH CNEKTD, aHANOMMHWI CREKTRY CTaHAaRTHoro
' PO3YUHY.

HPLC or UPLC: The retention titne of the sample peak "
. © agrees within & 2.0% with that of the reference standard  Positive/T103UTHENHE
. : peak.f . ‘ :
BEPX/YnuTpa-BEPX: Yac YTRPYMYBAHHA OCHOBHOIO NiKa Ha
Xpomarorpami AccigxysaHore poatuHy Mae ByT B Medax
42.0% ocHorHoro fika Ha XPOMaTOrpamMi cTaHaapTHoro

: 3 poaunhy . .

Assay 90.0 - 110.0% of the labeled amount/ ' 97.0%

(Dexlansoprazole)/ 90.0%-110.0% ’

KinbkicHe Buanavenms {8 3anenenaro emicTy)

e V_gegcnchonposon» e i ) e e o— e —— e

Related Substances/

BuanadeHHs yucToTu

Sulfone analogue/ ) =0.70% 3.15%

1 .

"SL‘llﬁde““éﬁ‘albﬁu”e“lw““‘"Wﬁ*ﬁtIso% [ T TTTE0E % T o
Cynuthig ananor

Others (individual)f £0.20% <0.05 %

Byab-sika ihiwa ofuHpdHa ACMiuKa

Total/

Cyma peix gominiok <1,50% 0.15 %
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DELPHARM Novara sr}

Sede legale e officinia di produzione: Via Crosa, B6 - 28085 Cerano {NO)
P.l. @ Cod, Fisc, 02494730035
Numero iscrizione REA NQ-239870
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Novara

Product: DEXILANT®, modified-release capsules, hard, 60 mg, 14 capsules in blister, 1 blister in
. carton box /- .
. Mpoaykr: EKCINAHT®, kancynu 3 MOAUCHIKOBAHUM BUBINLHEHHAM TBEPAi 110 60 Mr, No 14 Kancyn y
+* Gnicrepi; no 1 6nicTepy B KapTOHHii KopoBLy

- Maihufacturing date/ lara supoSHuyrsa; 22.11.2023 Batch No./Homep cepii: 520332
- Expity datef Tepmin npuaatrocTi: 10.2026 Batch size/Posmip cepil; 6280

- Materfal Number of Delpharm Novara/Homep matepiany Bulk batch number/ Cepin neposthacosanoro
- Mendiapu Hosapa: 6146876 npoayKry; 12722021-12714320

" Material Number of Takeda/Homep mareplany Takeaa: 6170780  Bulk manufacturer analysis date/flata aHanisy
BUPOBHUKA HepoachacoBaHore NpoayiTy:
12.03.2024
Importing Country/ Kpaina-imnoprep::
Ukraine: Ykpaina

Results / Pea neTath

. Specification  Creundikayis
TR

Contant Uniformity/ Meets the requirements of
OAHOPIAHICTE fO30BAHMX oAunkue . MosuKHi BidNOBIRATH BUMOram
Papm. CIUIA <905>

s

Compties/Bignoeigac

Loss on drying/ USP! ®apm. CLIIA <3.0% 0.7%
BTpara macw npu sucywysaHsi

Dissolutionf Acid stage: not more than 10% (of the labeted amount) in 1-1%
PoaynHerins 120 min/

Kuenorye cepenosuie:

e Ginbile Hbk 10% (sig 3ansnevoro BMiGTY) yepes 120 xrnuH,
Meet criteria in USP<711> Acceptance table3f

Kpurepii ouinku Dapm. CUIA <711>, Tabn.3

Buffer stage (pH 7.0):/

Bydbeprs cepegonnwe {pH 7.0):

not less than 15% (of the labeled amount) in 20 min/ 25-27%
He merte Hix 15% (pig sansnenoro BMicTy) vepes 20 XBHATHH;

e ‘ . not more than 35% (of the labeled amount} in 50 min/ 26 - 30 %
He GinbLie Hix 35% (Bla sanBneHoro BMICTY) Yepes 50 xeuAuy;
not less than 80% (of the labeled amount) in 105 miny ¥ -101%

He mMeHwe Hix 80% (Big 3as8neHoro BMICTY) uepes 105 xsuanuH,
Maet criteria in USP<741> Acceptance table2t
e - Kpurepii oujrxn dapm. CLUA <711>, 1a6in 2 )

Microbiological Examination’/ TAMC- not more than 10° CFUfg/ ' *not performed/He nposoaureca
MixpoBionoriuna yucrora’ He Binbwe Hix 103 KYOIr

TYMC- not more than 10% CFU/fg/
— e e HE BNl Wb 102 KYOF
Escherichia coli- Absent/g

BincyTHicTa/r

* not performed/He
B —— ~"NPOBOANTRCA s oo

" Test Is release for at least the first 10 commercial Jots, next check is not less than 4 lots at release per year thereafter.
! TecT nposoAMTLCA Ha nepLuux 10 cepiax npu BUNYCKY, & 4ani — He MeHLLe HiX Ha 4 CepiAx Ha pik 38 MeToAoM BUbipKoBCTO KOHTPOTIO

" Releasing QP/ Signature by QP/ M
¥YnopHosaxeHa ocoba, MNianuc ynosHoBaskeHo! ocobu:

- 'fIKa BUpana 4o3sin Ha BUNYCK cepil:
Lorena Melia

Date of signature!

Nara nigmcy: Delpharm Novara S.r.l

05.09.2024 0 ViaCrosa. 86 - 28065 Gy NG
RIVA/CF 02494730038
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DELPHARM Novara sri

Sede legale e officina di produzione: Via Grosa, 86 — 28065 Cerano (NO)
P.l. e Cod. Fise. 02494730035
Numero iscrizione REA NO.239870




