Docusign Envelope ID: C564930E-0D6C-4F5D-979E-A015E858D904

Certificate of Analysis
Cepmugpuxam Ananusza

INCRESYNC 25 mg + 30 mg film-coated tablets
MHKPECUHK 25 mr + 30 Mr TabneTkn, NOKpbITbIe NSIEHOYHOMN 060TI04YKON
Batch / Cepusa: 13015610

Test
HaunmeHoBaHue
ncnbiTaHus

Appearance
OnucaHune

Identification
MoannHHOCTL

uv
Y®-cnektp
Alogliptin
anornMnTnHa

uv

Y®-cnektp
Pioglitazone
nMornuTasoHa

HPLC
B3XKX

Assay
KonuyectBeHHOe
onpepgeneHuve

Alogliptin
AnornnntuH

Pioglitazone
MuornutasoH

CA260020

Specification
Cneuundmkauus

Yellow, round, biconvex, film-coated tablet with both
“A/P” and “25/30” printed on one side

XKenTble, Kpyrnble, ABOSKOBbINYKIble TabneTku,
NOKPbITbIE NIIEHOYHOM 0BOSOYKOM C HAONUCAMM Ha
ofHon ctopoHe «A/P» n «25/30»

Positive (exhibits maximum between 276 and 280 nm)
MonoxunTenbHo (MPUCYTCTBYET MakCcuMym OT 276 o
280 Hm)

Positive (exhibits maximum between 267 and 271 nm)
MonoxuTenbHO (MPUCYTCTBYET MakCuMym OT 267 o
271 Hm)

Positive (retention times of peaks for alogliptin and
pioglitazone from sample agree within £2% of those
for the respective standards)

MonoxutensHO (BpeMeHa yaepXMBaHUS MUKOB
anornunT1Ha 1 NMOrNMTa3oHa Ha XxpomaTorpamme
06pa3uoB COOTBETCTBYIOT (+2%) BpemeHam
yAEPKMBAHUS MUKOB COOTBETCTBYHOLLNX CTaHAAPTOB)

93.0 to 105.0% of the labeled amount of
C18H2:Ns02

Ot 93,0 oo 105,0% oT 3asiBNEHHOro coaepXaHus
C18H2:Ns02

95.0 to 105.0% of the labeled amount of
C19H20N203S

Ot 95,0 oo 105,0% OT 3asiBNEHHOro coaepXaHus
C19H20N203S

COAB505622 Revision 4, INCRESYNC 25MG/30MG TAB 28PC RUS

PR5691089

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

Result
PesynbTat

Complies /
CooTtBeTtcTBYET

Complies /
CooTtBeTtcTBYET

Complies/
CooTtBeTtcTBYET

Complies /
CooTtBeTtcTBYET

99.7%

99.0%
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Docusign Envelope ID: C564930E-0D6C-4F5D-979E-A015E858D904

Certificate of Analysis
Cepmugpuxam Ananusza

INCRESYNC 25 mg + 30 mg film-coated tablets
MHKPECUHK 25 mr + 30 Mr TabneTkn, NOKpbITbIe NSIEHOYHON 0601I04KON
Batch / Cepusa: 13015610

Test
HaunmeHoBaHue
ncnbiTaHus

Dissolution
PacTtBopeHue
Alogliptin
AnNornunTuH

Pioglitazone
MuornntasoH

Content Uniformity
OpHOpOAHOCTL
AO3UPOBaHMNA

Alogliptin
AnornunTuH

Pioglitazone
MuornuntasoH

CA260020

Specification
Cneuundmkauus

NLT 80% (Q) of labeled amount of C1gH21NsO- is
dissolved in 15 minutes.

He meHee 80 % (Q) oT 3asiBNeHHOro
cogepxaHusa CisH21NsO2 pactBopsaeTtcd 3a 15
MWH

NLT 80% (Q) of labeled amount of C19H20N203S
is dissolved in 30 minutes.

He meHee 80 % (Q) oT 3aaBneHHOro
cogepxaHusa CigH20N203S pacteopsieTcs 3a 30
MWH

AV <15 (n = 10), if the condition is not fulfilled,
then AV < 15 (n = 30), and for 30/30 tablets, the
guantitative content of each of the active
substances should be in the range 0,75xM —
1,25xM

AV £ 15 (n = 10), ecnu ycnoeue He
BbinonHsetcs, To AV < 15 (n = 30), n ana 30/30
TabneTok KONMYEeCTBEHHOE COAEPXKaHNE KaXaoro
13 OENCTBYIOLLNX BELLECTB OOJDKHO HAaXoanTbCs
B uHTepBane 0,75xM-1,25xM

AV £ 15 (n = 10), if the condition is not fulfilled,
then AV < 15 (n = 30), and for 30/30 tablets, the
guantitative content of each of the active
substances should be in the range 0,75xM —
1,25xM

AV £ 15 (n = 10), ecnu ycriosue He
BblinonHaeTtcd, To AV < 15 (n = 30), u gna 30/30
TabneTokK KONMMYECTBEHHOE coepKaHne Kaxaoro
N3 AENCTBYOLWNX BELLECTB AOHKHO HAXOANTHCS
B uHTepBane 0,75xM-1,25xM

COAB505622 Revision 4, INCRESYNC 25MG/30MG TAB 28PC RUS

PR5691089

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

Result
PesynbTat

Range: 100 - 105%
OnanasoH

Range: 97 - 101%
AnanasoH

Acceptance value: 7.0
(AV)

Kputepun npnemnemocTu
(AV)

Acceptance value: 2.3
(AV)

Kputepun npnemnemocTun
(AV)
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Docusign Envelope ID: C564930E-0D6C-4F5D-979E-A015E858D904

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

Certificate of Analysis
Cepmugpuxam Ananusza

INCRESYNC 25 mg + 30 mg film-coated tablets

MHKPECWUHK 25 mr + 30 Mmr TabneTkn, NOKpPbITbIe NSIEHOYHON 000TI04KON

Test Specification
HaumeHoBaHue Cneuundmkauus
ncnbiTaHUA

Related Substances
MocTopoHHMe npumecu

Any single identified NMT 0.5%
impurity He 6onee 0,5%
IMobas

naeHTMnLUMpoBaHHas

npumech

Any single unidentified NMT 0.2%
impurity He 6onee 0,2%
IMobas

HengeHTMUUnMpoBaHHas

npumecsh

Total impurities NMT 3.0%

Bcero npumecen He 6onee 3,0%

Microbiological
Examination*
Mukpob6uonoru4yeckas
yucrtorta*

NMT 1000 CFU/g
He 6onee 1000 KOE/r

Total aerobic microbial
count (TAMC)

O6Lwee 4ncno aspobHbIX
MMKPOOPraHNM3mMoB

Total combined yeasts NMT 100 CFU/g

and molds count (TYMC)  He Gonee 100 KOE/r
OO0Lee yucrno

[POXOKEBbIX U NNECHEBbIX

rpubos

Escherichia coli Negative
Escherichia coli OtcyTcTtBKE

CA260020

COAB505622 Revision 4, INCRESYNC 25MG/30MG TAB 28PC RUS
PR5691089

Batch / Cepusa: 13015610

Result
PesynbTat

0.0%

0.0%

0.0%

N/A CFU/g / KOE/r

N/A CFU/g / KOE/r

N/A / Tpouepk
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Docusign Envelope ID: C564930E-0D6C-4F5D-979E-A015E858D904

Certificate of Analysis
Cepmugpuxam Ananusza

INCRESYNC 25 mg + 30 mg film-coated tablets

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

MHKPECUHK 25 mr + 30 Mr TabneTkn, NOKpbITbIe NSIEHOYHOMN 060TI04YKON

Batch / Cepusa: 13015610

Test Specification Result
HaumeHoBaHue Cneuundmkaumsn PesynbTat
UCNbITaHNA
Packaging 14 tablets in aluminum/aluminum blister. 2 blisters Complies
with the patient information leaflet (package
leaflet) are placed in a carton.
YnakoBka Mo 14 TabneTok B antoMuUHUI/ antoMUHNEBBIV CooTtBeTtcTBYET
6nuctep. o 2 6nuctepa BMecCTe C MHCTPYKUNEN
no MegnunHCKOMY NpUMeHEeHUIo (J'II/ICTOK-
BKIablLl) NOMELLAIOT B KAPTOHHYIO MayKy
Labeling On the blister in Russian, indicate: the trade name Complies

of the drug with warning labeling ®, INN of active
substances (in Russian and English), dosage form
(in Russian and Kazakh), dosage (content of
active substances in mg), method of application
(in Russian and Kazakh), trademark STADA
Arzneimittel AG (in Latin), batch number (in
Russian and Kazakh), date of manufacture (in
Russian and Kazakh), expiration date (in Russian
and Kazakh), technological/production packaging

marks.

On the secondary (consumer) packaging (carton

pack) indicate:

- in Russian: trade name of the drug with warning
labeling ®, dosage (content of active substances

in mg);

- in Russian and English: INN of active

substances;

CA260020

COAB505622 Revision 4, INCRESYNC 25MG/30MG TAB 28PC RUS

PR5691089
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Docusign Envelope ID: C564930E-0D6C-4F5D-979E-A015E858D904

Certificate of Analysis
Cepmugpuxam Ananusza

INCRESYNC 25 mg + 30 mg film-coated tablets

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

MHKPECUHK 25 mr + 30 Mr TabneTkn, NOKpbITbIe NSIEHOYHOMN 060TI04YKON

Test Specification

HaumeHoBaHue Cneuundmkauus

ncnbiTaHusA

Batch / Cepusa: 13015610

Result
PesynbTat

- in Russian and Kazakh languages: dosage form,
composition, method of administration, number of
tablets in a package, marketing authorization
number, name and country of the company that
owns the marketing authorization, name and
country of the manufacturer, name and country of

the company that carries out primary and

secondary packaging and issuing quality control,
trademark STADA Arzneimittel AG (in Latin),
warning labels “Before using the drug, consult a

doctor”, “Keep out of the reach of children
not contain preservatives”, conditions for

, “Does

dispensing from pharmacies, storage conditions,
number batches, date of manufacture, expiration

date, technological/production marks of

packaging, barcode. Control identification mark
(K12); global trade item identification number
(GTIN:); individual serial number of the secondary

(consumer) packaging (SN:).

MapkupoBka Ha 6nucTtepe Ha pycckom si3blke yKas3blBatoT: CooTtBeTcTBYET

TOproBoe Ha3BaHuWe npenapara c

npegynpeanTensHon mapknposkon ®, MHH
aKTUBHbIX BELECTB (HAa PyCCKOM W aHrIMACKOM
s3blKax), NIeKapCTBEHHY0 OpMY (Ha PYCCKOM U
Ka3axCKOM si3blkax), 4O3UPOBKY (coaoepxaHue
aKTUBHbIX BELLECTB B M), CNOCO6 NpumeHeHus
(Ha pyccKoM M Ka3axckoM si3blkax), TOBapHbIN
3Hak LUTAOA ApuHanmuttens Al (Ha natuHuue),
HOMep cepun (Ha PyCCKOM N Ka3axCKOM si3blkax),
AaTy n3rotoBneHns (Ha pyCcKOM 1 Ka3axCKoMm
A3blkax), 4aTy OKOHYaHMSA CpoKa rogHOCTU (Ha
PYCCKOM 1 Ka3axCKoM A3blkax), TexHonorm4eckme/
Npon3BOACTBEHHbIE OTMETKMN yNnakoBku. Ha

BTOPMYHOM (NOTPEBUTENBCKON) yNakoBKe
(kapTOHHOWM NayKe) yKkasblBatoT:
- Ha PYCCKOM £i3blKe: TOProBOe Ha3BaHue

npenaparta ¢ npegynpeantensHOM MapKMpOBKOn
®, [O3MPOBKY (Coaep>KaHNe akTUBHbIX BELLECTB B

Mr);

CA260020

COAB505622 Revision 4, INCRESYNC 25MG/30MG TAB 28PC RUS

PR5691089
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Docusign Envelope ID: C564930E-0D6C-4F5D-979E-A015E858D904

Certificate of Analysis
Cepmugpuxam Ananusza

INCRESYNC 25 mg + 30 mg film-coated tablets

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

MHKPECUHK 25 mr + 30 Mr TabneTkn, NOKpbITbIe NSIEHOYHOMN 060TI04YKON
Batch / Cepusa: 13015610

Test Specification
HaumeHoBaHue Cneuundmkauus

Result
PesynbTat

ncnbiTaHusA

Shelf life
Cpok rogHoCTH

Storage conditions
YcnoBusi xpaHeHUA

CA260020

- Ha PYCCKOM W aHrnmnckom gasblikax: MHH
aKTUBHbIX BELLECTB;

- Ha PYCCKOM W Ka3axCKOM si3blKax:
nekapcTBeHHyto hopMy, cocTas, cnocob
NPUMEHEHMS, KONMYECTBO TabneToK B yNakoBKe,
HOMep PervcTpaLMoHHOro yaoCTOBEPEHNS,
Ha3BaHWe 1 cTpaHy upmbl-Briagensua
pPerncTpaumMoHHOro yaoCTOBEPEHUS, Ha3BaHMe n
CTpaHy upmMbI-Npon3BoaNTENS, Ha3BaHME U
CTpaHy h1pMbl, OCYLLECTBNAIOLWEN NEPBUYHYIO U
BTOPMWYHYIO YNAKOBKY U BbIMyCKalOLWUIN KOHTPOSb
KadecTBa, ToBapHbIN 3Hak LUTAOA
ApuHanmuTttenb Al (Ha naTuHULE),
npegynpeantenbHble Hagnucu «lMepen
npuMeHeHeM npenapaTa NPOKOHCYNbTUPYUTECH
C Bpa4yom», « XpaHUTb B HEQOCTYMNHOM 47151 AeTEN
MecTe», «He cogepXuT KOHCepBaHTOBY, YCMNOBUSA
OTnycKa 13 anTek, YCroBuUsi XpaHeHWsi, Homep
cepuu, gaTy U3roToBIeHNS, AaTy OKOHYaHUSA
Ccpoka rogHoCTH,
TEeXHONorM4yeckme/npom3BoaCTBEHHbIE OTMETKN
YNaKOBKW, LUTPUX-KOA. KOHTPOSbHLIN
naeHTndmrkaunoHHbin 3Hak (KN3); rmobanbHbIn
MAEHTUDUKALMOHHbBIA HOMEP TOProBon €ANHULbI
(KIM:); vHanBmayanbHbIA CEPUNHBIA HOMEP
BTOpPUYHO (MOTPEOUTENBCKON) YNakoBKM
(CH:).

4 years Complies /
4 ropa CootBeTcTBYET

At the temperature not above 25 °C Complies /
Mpu TemnepaTtype He Boile 25 °C. CootsetcTByeT

COAB505622 Revision 4, INCRESYNC 25MG/30MG TAB 28PC RUS

PR5691089
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Docusign Envelope ID: C564930E-0D6C-4F5D-979E-A015E858D904

Certificate of Analysis
Cepmugpuxam Ananusza

INCRESYNC 25 mg + 30 mg film-coated tablets

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

MHKPECUHK 25 mr + 30 Mr TabneTkn, NOKpbITbIe NSIEHOYHOMN 060TI04YKON
Batch / Cepusa: 13015610

* When the drug is released, testing for this indicator is carried out on 4 series per year.
*lNpu ebinycke npenapama mecmuposaHue no 0aHHOMY foKasamersio npo8ooumcs Ha 4-x cepusix

8 200.

Date of Manufacture: 07/07/25
Hata npounssoactea: OO/MM/TT

Signed by:
(—Egle Cheptene
U  signer Name: Egle Cheptene
Liiéﬁlﬂé TovesCosan 2028, 132654 oM
Prepared By : Date :
MogrotoBun: Egle Cheptene HaTa:
QA Analyst Signed by:
Temi Odutayo
Approved By : Date :

Signer Name: Temi Odutayo

Qualified Person /'J

yTBepﬂMﬂ: Signing Reason: | approve this document D-aTa:
YnonHomMo4YeHHoe JlVILl,(Signing Time: 08-Jan-2026 | 15:33:25 GMT
85FOD1E6F5D848C9BECE395930B00FD4
CA260020

COAB505622 Revision 4, INCRESYNC 25MG/30MG TAB 28PC RUS
PR5691089

Expiry Date: 06/07/29
Cpok rogHocTtu: 44/MM/TT

08-Jan-2026 | 13:26:37 GMI

08-Jan-2026 | 15:33:28 GMI
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Docusign Envelope ID: C564930E-0D6C-4F5D-979E-A015E858D904

TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow
Ireland

Tel +353-1-2050600
Fax +353-1-2050601

Certificate of Release Approval
CepTtudmkaTt 06 yrBep>KaeHUU Bbinycka

Product: INCRESYNC® 25 mg + 30 mg film-coated tablets
Mpoaykt: UHKPECUHK® 25 mr + 30 Mr TabneTku, NOKpbITble NIeHOYHON 060M04YKON

Batch / Cepus:
Batch Quantity / O6bem napTum:

Date of Manufacture /
[aTta usrotoBneHus:

Expiry Date / FogeH po:

Marketing Authorisation Number /
Homep perncrpaumoHHoro
YAOCTOBEpPEHUA:

Marketing Authorisation Registration
Date / [laTta perucrtpauum &

Date of Latest Amendment /

[aTta BHeceHusi nocnegHero U3MeHeHus:

Importing Country / CtpaHa BBO3a:

Purpose of Use /
Uenb ncnonb3oBaHus:

Name and Address of

Quality Control Site and Manufacturer /
HaumeHoBaHue u agpec nponsBoanTens
roToBOro NpoAyKTa u npousBoauTens,
OCYLLeCTBIAIOLEro KOHTPOJIb KayecTBa:

Name and Address of

Drug Substance and Drug Substance
Manufacturer /HammeHoBaHue n agpec
nponsBoauTenen akTUBHbIX
chapmMauLieBTUYECKMX CyOCTaHLUMA:

13015610
34,200 Cartons/ ynakoBoOK

07/07/2025

06/07/2029

L P-Ne(000188)-(RG-RU) / FM-N2(000188)-(P-RU)

2"d April 2021 / 2 anpens 2021

13 December 2022 / 13 flekabpsa 2022

Russia / Poccus

Commercial Supply/
Kommepueckasa noctaBka

1. Takeda Ireland Limited, 1. Takema AnnaHpg

Bray Business Park,
Kilruddery, Bray, Co.

Wicklow,
Ireland .

2. Takeda GmbH,
Betriebsstaette
Oranienburg,

Lehnitzstrasse 70-98,

Oranienburg,

Brandenburg, 16515,

Germany.

Alogliptin Benzoate
12498340

Takeda Ireland Ltd.

Grange Castle Business Park,

Nangor Road, Dublin 22,
D22 XR57,

Ireland.

Used in Drug Product
Manufacture: Yes

JNlumurep,

Bpen BusHec MNapk,
Bpen, NpacdbcTBO
Yuknoy,
UpnaHgus.

2. Takepa 'mo6X,
MpounsBoacTBEeHHaANoO
wanka OpaHueHOypr,
JleHnywtpacce 70-98,
BpanpgeHOypr 16515,
FepmaHus.

AnornuntnHa 6eH3oar
12498340

Takepa AunaHpg NTa.

pangx Kacn BusHec Mapk,
Hanrop Poag, r. Qy6nuH 22,
D22 XR57,

Upnangus.

Ucnonb3yeTca B
NpPoOu3BOACTBE JIeKapCTBEeHHbIX
cpencTB: Aa

CORA6505622 Revision 4, INCRESYNC 25MG/30MG TAB 28PC RUS

PR4900959
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Docusign Envelope ID: C564930E-0D6C-4F5D-979E-A015E858D904

TAKEDA IRELAND LTD
7-:! 4: o :a 1 Bray Business Park
Kilruddery, Co. Wicklow

Ireland

Tel +353-1-2050600
Fax +353-1-2050601

Certificate of Release Approval
CepTtudmkaTt 06 yrBepKaeHUU Bbinycka

Product: INCRESYNC® 25 mg + 30 mg film-coated tablets
MpopykT: UHKPECUHK 25 mr + 30 Mr TabneTku, NOKpbITble NNIEHOYHOW 060M04YKOM

Pioglitazone Hydrochloride MuornutasoHa rugpoxnopua
12670284,12670285 12670284,12670285

Juzen Chemical Corporation, O3roa3eH Kemukan

1-10 Kiba-machi, KopnopemnweH,

Toyama-city, Toyama 930-0806, 1-10 Ku6amaum,

Japan. Tosima-cutu Tosima 930-0806,
Used in Drug Product AnoHus.

Manufacture : Yes Ucnonb3ayetca B

NpPoOV3BOACTBE JNIeKapCTBEHHbIX
cpeacTs: Aa

Manufacturer’s Authorisation / 1. M00807/00001

JNInueHs3usa Ha NponsBoOACTBO: 2. DE_BB_01_MIA_2022_ 0013

GMP Certificate / 1. 32876/M807-1

GMP cepTudumkar: 2. DE_BB_01_GMP_2022 0016

Registered Specification Number / SYR-322-4833-13999 Ver 2.0

3apermcTpMpoBaHHbIN HOMep

cneuundmkaumm:

Normative Document Number & LP-(000188)-(RG-RU) from 10.0ctober.2023 /11MN-Ne(000188)-(PT -
Version / Homep u Bepcus RU) oT 10.0kT516pA.2023

HOPMAaTUBHOIO AOKYMEeHTa:

| 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 Marketing Authorisation of the importing country.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

HacTtoswum g nogTeepxgaro, YTo BbilLeyKkasdaHHaa MHopMaLmsa ABASEeTCS JOCTOBEPHOM U TOYHOMN.
Ota napTtusa npogykTa Obina N3roToBneHa/M3roToBIeHa, BKIYas yNakoBKy U KOHTPOMb KadecTBa Ha
BbILLEYNOMSAHYTbIX OObEKTax, B MOSTHOM COOTBETCTBUM C TpeboBaHMaMU GMP MeCTHOro perynmpyoLLero opraHa u

cneundukauusamm B PaspelleHnn Ha Npoaaxy cTpaHbl-umnopTepa.
3anucy 0 Npon3BOACTBE CEpUn, YNaKoBKe 1 aHanun3ae Oblnv NpoBepeHbl U Npr3HaHbl COOTBETCTBYIOLLIMMU

TpeboBaHnsm GMP,

Signed by:
Temi Odutayo

U Signer Name: Temi Odutayo

Signing Reason: | approve this document
Signing Time: 08-Jan-2026 | 15:33:10 GMT 08-Jan-2026 | 15:33:28 GMI
_ 85FOD1EBFSD848C9BECE395930B00FD4
Qualified Person / YNonHOMOY€HHOE Lo Date / aTa

Takeda Ireland Ltd. / Takega AnnaHa JTa.

CORA6505622 Revision 4, INCRESYNC 25MG/30MG TAB 28PC RUS Page 2 of 2
PR4900959




	13015610 CORA COA



