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JEPKIIKCIIY)KBA YKPATHU
JEPKABHA CIVYXBA 3 JIKAPCHhKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCBKIA OBJIACTI

npocnext Banepis JloGaHoscskoro, 51, M. Kais, 03110, Ten/haxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

- BHACHOBOK
npo sAKICTL BBE3eHOro B YKpainy MiKapceroro 3acoly

29.04.2020 Ne 21656/20/10

AEKCIJIAHT®

(naliMeHyBaHHA JTixapehkoro 32cofy 3rifHO 3 PECCTPALLEIHM TOCBiNNEHH M)
Kaneyam 3 Mopudixosanum BUBiabHenAM Toep/ai no 30 mr o 14 kancya y daicrepi; mo 1
GaicTepy B kapTOHHII KopoOLi

{ropma BHmycky, Jo3ypatas, BHJ| MAKYBAHHA iKapcLkoro 3acofy)
Homep peectpauiiinoro nocsingenns UA/13660/01/01 crpox mif peecrpauifinoro nocsigaesns 08.05.2024
Cepis nixapcskoro sacoty Ne 507642 KinskicTs BBE3EHOTO JNiKapchkoTo 3acoby 7200

Bupotiig Hendapm Hopapa C.p.n., ITanis

(naiimenypanis pupoSrHKa NiKAposKoTo 3acoby, kpaiHa I0X0IKEHHS)

Bresero b Ypaiiry Tosapuerso 3 odrsesxenoro sigmosigansgicrio "TAKEIA
YKPAIHA", inenr. xoa: 35849505

(nafimenysaussg Ta xon 3¢ EJIPTIQY wpranynol ocobi abo npizanie, iv's, no Gatsrosi diznunol
0co0H - nianpuemilg, i Micle 1poXcHBAHRY Ta peccTpariiinail HoMep oBNIKOROT KAPTKH NNATHIKE
nonarkis abo cepis Ta HOMEp macnopra)

IlpoToKxon Bi3yanLHOro KOHTPONIO Bia 17.04.2020 5 1302/9.

3a pesynsTaTaMy JEPKABHOTO KOHTPORIO BCTAHOBMAGHO, INO JiKapobkui 3aci meezero B  Yipainy 3

AOTPHMABHAM BHMOr 31KOHOAABCTEA ICAO 3a0e3neueHHN AKOCT] NKapebKHX 3acoDiB.
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DELPHARM
Novara

Product: Dexilant®, modified-release capsules, hard, 30 mg N°14 in blisters/
Mpoaykr: JekcunanT®, karkynbl ¢ MOANPUUMPOBAHHBIM sbicBObOKaeHMEM TBepabe No 30 Mr Noi4 B GnucTepax

Manufactiring date//lata npoussoacrea: 12072019 Batch No./Homep cepuui: 507642

Expiry date/Crpox rogroctu: 06.2022 ! Batch size/Pa3vep cepun: 36825 pery
Material Number of Delpharm Novara/ : Bulk batch number/

Hormep Matepyana flendvapm Hosapa: 65746874 Cepua HepacthacosaHHOT0 NpoAyKTa: AUHEIZ6]
Material Number of Takeda/ : - Bulk manufacturer analysis date/

Homep matepuana Taxeaa: 6170739 Aata aHanu3a NpoM3BOAMTENS HEPaCHACOBAHHOrO

npoaykTa: 79.09.2019
Importing Country/
Crpana uMnoprep:: Ukraine: Ykpauna

CERTIFICATE OF ANALYSIS/CEPTUOUKATAHATASA

TestItems/ Mokasarens _  Specification / Crewauts .. ... Results / PeaynuTary
Appeafance[ Calplsu!es with blue opaque cap printfed inrii:h “TAP” tDmpliES/COOTBETCTBVET
Orucanme logo in dark gray and gray opaque body printed with

“30” in dark gray containing white to nearly white

granules/

Kancynet ¢ ronyGoli HenpospavHeH KPLILLEUKONH ¢ TEMHO-
CEpOi Fpasnposkolt “TAP” 1 ceptiM HENpOo3padHbIM
KOpNYCoM C TEMHO-CEPOH rpasupoBroit “30”, conepxaiime
rpakynsl o1 6e10ro 4o Nnoytv 6enoro 11eTa.

Identification UV-spectrum: Test sample exhibits similar UV Positive/TlonoxurensHo
(Dexlansoprazole)/ spectrum to that of reference standard similarly
WaeHtudwikaums prepared.f
[lexcnaticonpasor YO-cnextpomeTpus: Yo-cnextp WCTTBITYEMOTO pacTeopa
AOMHEH MMETE CTIEKTP 3HAJIOTMUHLIH CIEKTDY CTEHAApTHOro
pacisopa. _

HPLC or UPLC: The retention time of the sample peak Positive/TTonoxuTensHo
agrees within +2.0% with that of the reference

standard peak./

BIMX vy Ynerpa-BIXOG BpeMs yaepusaHus aCHOBHOrD

MWK H3 XPOMATOMPEMME UCNBITYEMOrG PACTB0DA AOMKHO

ObiTh B Npeaenax +2.0% OCHOBHOrO NWKa Ha

XPOMAaTOrPaMMe CTaHAaPTHOre PacTBopa.

Assay 90.0 - 110.0% of the labeled amount/ 99.7%
(Dexlansoprazole)/ 90.0%-110.0%

KonuuectseHHoe cnpeaeneqme (0T zasBRenHOro conepXaHs)

Hexcnanconpazen

Related Substances/
Onpegenesre YACToTh

Sulfone analogue/ <0.70% 0.18%

CynbdboH aHanor -

Sulfide analogue/ <0.50% 0.00%

Cynedug eHanor

Others (individual)/ <0.20% 0.00%

Tabas apyras eAMHWYHER NpUMech

Total/ i
Cyrma BCex npumeceit <£1.50% 0.18% ¢

DELPHARM Novara srl

LR o ERrY Ykt
YA 7300345

Sede legzle e officina di produzions: Via Crosa, 86 — 28065 Cerano (NOy
P.l. e Cod. Fisc 02494730035
Numero iscrizione REA NO-239870
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DELPHARM
Noevara

Product: Dexilant®, modified-release capsules, hard, 30 mg N214 in blisters /
NpoayxT: llexcunant®, kancynb ¢ MOAMMDULMPOBAHHEIM BbICBOGMKACH 1€ TBEpabIE 1o 30 Mr NO14 B bnucrepax

Manufactiring date/fara npovasoacisa: 1.2.07.2049 Batch No./Homep cepuu: 507642

Expiry date /CTpok rogHocTi: 06,2022 Batch size/Pasvep cepni: 30825 poyrr
Material Number of Delpharm Novara/ Bulk batch number/

Homep Marepuana flendapm Hosapa: 6146574 Cepwa HepacthacosaHHora NpoayKTa: ALHEIZ61
Material Number of Takeda/ Bulk manufacturer analysis datef

Homep matepuana Takega: 6170739 flaTa aHanusa nipousBoauTENS HepachacosarHoro

npoaykTa: 19.09,2019
Importing Country/
CrpaHa umnoprep:: Ukraine: YxpauHa

Test Items / Mokazatenm o Specification / Credukarua ‘ Results [ Pesynstars
Content Uniformity/ Meets the requirements of <USP 905>/ Complies/CooTeeTcTBYET
OAHOPOAHOCTL A03MPOBEHHBIX BomkHeE COOTBETCTROBATL TPEBOBAHWUAM

eqnHuL, Dapm. CLLIA* <905>

Loss on drying/ <3.0% 0.6 %

TMoTepa Maccel NpY BLICYIIMBaHI

Dissolution/ Acid stage: not more than 10% (of the fabeled 1-2%

PacTsopeHue amount) in 120 min/

[KncnoTHas cpepa: He Gonee 10% (ot 3aseneqHoro

copgpxanua) yepes 120 mmpyt

Meet criteria in USP<711> Acceptance table3/

Kpurepu ouerim Gapm, CLUA <711, Ta6n.3

Buffer stage (pH 7.0):/

Bydeprias cpeaa (pH 7.0):

not less than 15% (of the labeled amount) in 20 min/ 21-25%
He MeHee 15% (0T 33ABneHHOrS conepanma) yepes 20

MUHYT;

not more than 35% (of the labeled ameunt) in 50 min/ 23-27 %
He Bonee 35% (0T 3a%BNEHHOr0 COACIKAHMA) Yepe3 50 MiH;

not less than 80% (of the labeled amount) in 105 min/ 93— 101 %
HE MeHee 80% (0T 3asBneHHOro copepxanun) yepes 105

MUHYT.

Meet criteria in USP<711> Acceptance table2/

Kpwrepiu cueHxy ®apm, CLUA <711>, Tabn.2

Microbiological Examination’/ TAMC- not more than 10° CFU/g/ *not performed/ ke
MukpoGuenorudeckan uucteral He Bonee 10° KOE/r npoBOAUTCS
TYMC- not more than 10* CFiU/g/
He Gonee 10° KOEfr * not performed/He
Escherichia coli- Absent/g - NpoBoAUTCS
Orcytersue/T

* not performed/ne
npoBogvTCA

! *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 nposoguTes Ha nepeei 10-1 Cepusx Npu BHINYCKe, @ Janee He MeHes YeM Ha 4-X CephaX B rog no eTOAY Bhlﬁnpcquo?» KOHTROAS:

mny
Releasing Qp/ Signature by QP/_/L._ Az {”(K
YNOHoMOUEHHEE N0, Moanvcs ynonHomedenHoro AnLa;

BBIAABLIEE PA3PELIEHIE HA BEINYCK CEPUM:
Larena Mella

Date of signature/ (7S . (0d e O
fara noanucn:

L.

¥4 g
Rk s gt

Caranc (i, DELPHARM Nevara srl
17301;5
Seée egale e officina di praduzione Via Crosa, 86 — 238065 Cerano {(NO)
P.1 e Cod. Fisc. 02494730035
Numero iscrizione REA NO-230872
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DELPHARM
Novara

Certificate of Compliénce /Ceptudmkat cootBercTeMA

Product: Dexilant®, modified-release capsules,
MponyKT: [lekcunanT®, Kancyrst ¢ MOMBHLMDOBEHH

Manufactiring date/Jara npovseogersa: 12.07.2019

Expiry date/Crpok ronHoctvw:; 06.2022
Material Number of Delpharm Novara/
Homep mMatepuana flendapm Hoeapa: 6146874

hard, 30 mg N214 in blisters/
biM BoICEOCONAEHWEM TBepable No 30 mr No14 & Gnucrepax

Batch No./Homep cepuu: 507642

Batch size/Paamep cepun: J0825 po/yn

Bulk batch number/

Cepus HepachacoBaHHOMG NpoaykTa: ALHELZ6]

Master Batch Record Version/
MpoTokon nponasoacTea capum, Bepais: 2.0

Material Number of Takeda/
Homep Marepwana Takena: 6170739

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

Pasmvep 1 s1a ynakoskm: no 14 Kancyn B Bancrepe; no 1 6IMCTeNy B KapTOHHOI KopoGike

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

Cuna peficTens/AKTUEHOCTS: 1 Kancyna copepkut: 30 Mr Aexcnanconpalona (rpanynel-LL — 7, 5 mr ZABKCNAHCONPasona v rpasynsi-H —
22,5 Mr gexcnaHconpasona)

Dosage form: modified-release capsules, hard, 30 mg/
NerapcreenHasn dopra: Kancyns ¢ MOAKMUMPOBAHHBIM BHICBOBONMACHKEM Teepasie ro 30 Mr

Marketing Authorisation Number UA/ 13660701/ Gl}Peerpaqmnﬁoe CBKASTENLCTBO N UA/13660/01/01
Importing Country: Ukraine / CTpaua uMnopTep: YkparHa
Manufacturers / Npoussogurenu:

1) Production of bulk products: Takeda Pharmaceutical Company Limited, 17-85, Juschonmachi 2-chome, Yodogawa-
ku, Osaka 532-8686, Japan

Manufacturing Licence: N@ 27A2006002/

1) Mpour3B0ACTES HepachacoBaHHON npoaykuuK: Takesaa @apMackioTukan Komnaim Numyren, 17-85, H0coxoHMaun 2-xome, Hoaorasa-
Ky, Ccaxa 532-8686, AnoHus 4 ’

JUeH3Ka npomssoamTens: N2 2747006002

2) Primary & secondary packaging, release: Delpharm Novara S.r.l,, Via Crosa, 86 — 28065 Cerano {NO), Italy
Manufacturing Licence: N aM-130/2019/ . S

2) lNepeuditias v BTODUYHAS YNakoska, Paspewlenue Ha seinyck cepun: Aendapm Hosapa C.p.1., Bua Kposa, 86 - 28065 Yepatio (HQ),
Wranus

JlvueHavs nponssoguTens: N aM-130/2019

Certification statement / 3asenenre o CepTUhMKALIMK:

1 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 sites in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marlketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP./ 3tum FOATBEPXAAID, YTO BbilRYKasaHHasH MHOOPMaLMS SBNASTCA AOCTOBEPHOM M TOUHON. [aHHas Cepua MpoayKUMK
MPOH3B2AEH (BKMIOHAR YNAKOBKY/MADKMDOBRY) U MDOBEAEH KOHTRONL €€ KAYeCTBa Ha YKa3aHHOM yJacTKe B MOMHOM COOTSETCTBAM C
TREBOBAHUSMIE GMP, YCTAHOBNEHHBIMIA MECTHEIM DErynATOPHBIM OPraHoM, @ TakKe B COOTBETCT8AM €O crneundnkaumed, cogepxaleica
B PETMCTPALMOHHOM A0CEe CTPaHBI-MMIOPTEDE MM B [0Cke crelmdMKativii 1a npenapar ans UCCIIERYEMOT0 NeKapCTBEHHOMO
cpeactaa. MpoToKonb NPOM3BOAGCTBE, YNAKOBKW 1 aHanM3a Gbinu NEPeCMOTPEHDI M YCTAROBIIEHS COOTBETCTRNE GMP.

Comments / KommeHTapuw:
No deviation impacting the batch release occurregi/ OTEyTCTBYIOT OTIVIOHEHUA, BAKAIOIIME Ha BBIMYCK CEpUM

Signature QP/TMoanncL YNonHOMOUeHHoro nvya: C?ﬁ”‘ -'\-e/ ?? ) /(_/k{

Name and position of person authorizing

the batch release/1Ma ¥ gomKHOCTL nviua,
BbIAABLIEIO DA3NEWEHNS HA BLINYCK CEPUK:

Quality Person / YnonHomoueriHoe nauo Lorena Mella

0S. 0¢

Date/ ara:

DELPHARM Novara srl
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Sede legale e officina di produzicne. Via Crosa, 86 ~ 28065 Cerano (NQ)
P.l.e Cod Fisc. 02494730035
Numero fscrizione REA NO-239870
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