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TAEKEDA IRELAND LTD
Bray Business Park
Kidruddery, Co Wicklow
Ireland

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

Certificate of Release Approval
CepTudmkaT 0 NnoaTBEepXKOEHHHN BbiNyCcKa

Product/ MpopaykT: VIPIDIA® 25mg film-coated tablets

Batch / Cepun :

Date of Manufacture /
[ara npouzBopacTBa:

Expiry Date / Cpok rogHocTu!:

Marketing Authorisation Number /
Homep perncrpaiyuoHHoro
YAOCTOBEpeHHA:

Marketing Authorisation Registration
Date & Date of Latest Amendment

[aTa perMcTpauMu ¥ aTa BHECEHHA
W3MeHeHHH B PY

Purpose of Use /

Llenb Mcnonb3oBaHUA:

Name and Address of

Quality Control Site and

Manufacturer /

HaumeHoBaHMe U afpec 3aBoaa
KOHTPONA KavyecTBa U NPOM3IBOAUTENSA:

Name and Address of

Drug Substance and Drug Substance
Manufacturer

HaumeHoBaHue cyGCcTaHU MK,
HaMMeHOBaHUe WU agpec NPOM3IBOAHTENA
cyGcTaHuum

's Authorisation /
NPOU3BOANTENA:
8 /| GMP CepTudukar:

onanyges
Homep HopMaTUBHOR QOKYMEHTaLUU U
W3MeHeHHUA

Bunuaua® 25mr TabneTku, NokpkIThie NeHOYHOW 060NOYKOM

12159101

08/09/2021

07/09/2024

LP-002644 / NN-002644

Registration: 08.10.2014
Amendment: 12.10.2020

PervcTpauuna: 08.10.2014
HUameHeHue: 12.10.2020
Commercial Supply /
KommMepueckan nocTtaBka

Takeda Ireland Limited,
Bray Business Park,

Takega Upnanpwns
Numuten, Bpai Buanec

Kilruddery, MNapk Kunpappaepu Ko.
Co. Wicklow, Yuknoy, MpnaHgus
Ireland.

AnornuntvH Bensoar
Takena UpnaHgua
NMumuren,

BuaHec-napk Mpanx Kacn,

Alogliptin Benzoate
Takeda Ireland Limited,
Grange castle Business
Park, Dublin 22,

Ireland Ay6nuH 22, UpnaHguA
AMRI AMPH

33 Riverside Avenue, 33 PuBepcaipg AseHio,
Rensselaer, Penccenep,

New York 12144, Hbro-Uopk 12144,
USA CLA

Ne M00807/00001

Ne 16669/M807

SYR-322-31318 Ver. 1.0

LP-002644-010617 Changes1-2

N-002644-010617 UaMeHeHue 1,2

CORAB127910 Revision 5, VIPIDIA 25MG TAB 28PC RUS

PR2061347
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TAREDA IRELAND LTD

Bray Business Park
Kilruddery, Co Wicklow

Ireland

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

| 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.

HacToswWwuM CBMAETENLCTBYEM, YTO MH(CPMaUUS Bhille NOANMHHAA U LOCTOBEPHaR.

[aHHaA napTuA NpoAyKUMW NPOW3BefeHa/M3roToBneHa, BKMIOYAas YNakoBKY WM KOHTPOMb KadyecTBa Ha
BbilieyKasaHHbiX 3aBOAaXx B MOMHOM COOTBETCTBUW ¢ TpebosaHnAMU GMP MecTHoro perynupyoLlero opraHa
n cneyndukaymsamu PY CTpaHbl-MMnopTepa. |

3anvcK No NpoOWM3BOACTBY QEpWM, yrFaxosKe M KOHTponio  ObiNK NpoaHanuaupoBaHbl M NpU3HaHbl B
cooteeTcTemmM ¢ GMP Paul Ryan

U signer Name: Paul Ryan 20-Dec-2021 | 15:21:51 GMT
| Signing Reason: | approve this document

Signing Time' 20-Dec-2021 | 15:21:22 GMT

Qualified Person / YonHOMOYeHHSR 38kED0184D988CTCA62F 191 F1EST Date / laTa
Takeda Ireland Ltd. / Takepa Wpnaxawmsa ITa.

CORA6127910 Revision 5, VIPIDIA 25MG TAB 28PC RUS Page 2 of 2
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STADA
v

,ﬂemapauuﬂ OTBETCTBEHHOrO IvLa 0 COOTBETCTBUMN npoRyKuun

Ne KIt-15/ 25.01.2022

HaumeHopaHue nekapcTBeHHOMO
cpefcTea, QosupoBka, hacoska,
dopma Bbinycka

Bunuaus®, TabneTkn nOoKpbITHIE MNEHOYHOM oBonoukoi, 25 Mr
14 wr., 6nuctep (2), nauky KAPTOHHLIE

Homep peructpauvonHoro | fM-002644 ot 08.10.2014

YAOCTOBEPEHUA (Aata samensl 12.10.2020)

Brnageney PY WUTALA ApuHaiimutrens AT, epmanusi / STADA Arzneimittel AG;
Stadastrasse 2-18, 61118, Bad Vilbel, Germany

Homep cepuy 12159101

MapTusa (KOMM4ECTBO YNaKkoBoK) 43 920 yn.

Cpok rogHoCTH 07.09.2024

MpouasoguTens Takepa AWnsng Jiumuten, Wpnawgus / Takeda Ireland Ltd., Ireland;

Bray Business Park, Kilruddery, Co. Wicklow, ireland

BoinycKalowmni KoHTponb

Takepa AwnsHg Jlumuren, Wpnawgus / Takeda Ireland Lid., Ireland;
Bray Business Park, Kilruddery, Co. Wicklow, Ireland

| [loroBop/KOHTpaKkT 11 Stada AG ~ Nizhpharm JSC («KouTpakT») ot 01.12.2019 ..,
Mpunoxexue Ne3 ot 01.04.2020
WHnolic 90024544 ot 13.01.2022
Wimnioprep AO «Hwuwdapm»

(AO «Huxeropofckuin XUMNKo-thapMaLIeBTUNECKMI 2asogy)

Apnpec umnopTepa, Ten, dakc

Poccusi, 603950, r. Hwkuit Hoeropoa, yn. CanraHckas, 4.7,
8 (831) 278-80-88/430-72-13

Cootaetcayet TpeBosaHusmM
(Ne HA, nameHeruit)

JIM 002644-010617, uam, Ne1-2

Ceprudmxat/nacnopr
MpoW3BoAUTENA

CA212811 o1 20.12.2021

CepTuduratr
cooTBeTcTBUSA/deknapalva YN

B/H ot 20.12.2021

[eknapayus feficTBuTensHa Ao

07.09.2024

A,

Pypoit CeetnaHa AnexkcaHApOBHa,

BEgYWMA MeHemwep mno KOHTpOINIO 3a KOHTpaKTHOW

' _W npuene4yeHHoii npogyxuveit, foBepexHocTb Ne 0404-H® or 30.12.2021
{damunun, ¥MA, OTHECTBO, ROMKHOCTD CTBETCTBEHHOM nkla wmMnopTepa NekapcTeexHbix CpegcTe)

#AGTOALMM NOATBEPXAAI0, YTO Bbillleyka3aHHas cepus NMpoaykuun Gkina npousseseHa, ynakosaHa W

AFDONUpoORaHa B COOTBETCTBUA C perucTpaLiMoHHbIM  4OCbE  NEeKapCTBEeHHOTo cpeacrea, W

EAMNAMU Hannexaiyeit NpousBOACTBEHHON NpaKTUKM, uTO noATEEpXKAaeTcA YnonHoMo4eHHbIM

3BOAUTENS U peaynbTaTamit UCCNEA0BaHMIA rOTOBON NPOAYKLIMM.

Beaywuin MeHeaxep no KOHTpoOnNo
Pypoii CeeTnata AnekcaHapoBHa 3a KOHTPaKTHOW 1 NpUBNEYEeRHON npog KLmen
{®.11.0) (AomxocTs oTBeTCTBEHHOrD NYEETg0 A ryp
Or RL28 8. M.,
AOD «Hwmpapm» Ten. +7(831) 278 80 88 MockoBcKoe npegcTaBuTeNLETBO Tent
yn. Canranckasn, 4.7, bokc Ned58, | dakc+7 (831) 43072 13 AO «Huxdapn» dakcy
r. HuwxHwit Hosropop, Poccus, med@stada.ru ya. lpecHeHcKas HabepexHan, 4.6, MOSCO
603950 www.stada.ru CTP. 2, AGN0OBOIA KOMMeKe www.stad

«mnepua», MMAL «Mockea-Cutu,
r. Mockea, Poccus, 123112
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Certificate of Analysis
CepTtucpukar aHanuaa

VIPIDIA® 25mg film-coated tablets /
Bunuaua® 25Mr TabneTku, NOKpbIThbIe NNIeHOYHOU 000M0YKOH

Test
Moka3zaTenn

Appearance

OnucaHune

Identification

MoanuHHoOCTL

Dissolution*

Pacreopenue*

Related
Substances

Specification
Cneuucukauua

Oval biconvex light red film-coated tablets with “TAK” and
“ALG-25" ink printed on one side.

OBanbHble
NAEHOMYHOK

ABOAKOBbINYKNblE

Tabnetku,

obornoykot  CBETNO-KpacHOro
HaHeceHHbIMM YepHunamn Hagnucamu “TAK” 1 “ALG-25" Ha
OQHOW CTOPOHeE.

NoKpbITEIE
useta, ¢

UV- The absorption spectra of test and reference solutions at
220 - 350 nm show their maximums at the same wavelengths.

Y®-cnekTpodhoTOMETPUR:

CnexTpbl

NornoweHus

MCNBITYEMOro W cTaHdapTHOro pacTeopoB 8 obnactu ot 220
Ao 350 HM QOMKHBI UMETE MAKCUMYMbI NPM OAHKUX K TEX Xe

ANWHAX BOSH.

HPLC: Retention time of main peak in sample solution
chromatogram, prepared for assay, should be the same as
retention time of main peak in standard solution chromatogram
of alogliptin benzoate.

BEXX: Bpema yagepxuBaHnus
XpoMarorpaMmMe  WUCMbITYyeMoro
COOTBETCTBOBATL BpeMeHH yoepxmnsaHua OCHOBHOMO NUKa Ha

Xpomartorpamme

BeH3oara.

OCHOBHOIO
pacTsopa,

nuka Ha
AOSIKHO

CTaHAapTHOrG pacTBopa anornvnTuHa

NLT 80 % (Q) of the labeled amount of alogliptin is dissolved

in 15 minutes.
He MeHee

80 % (Q) oT 3amBneHHoOro
anormnunT1Ha AOMKHO PacTBOPUTLCH Yepe3 15 MUHYT.

Any single unspecified impurity: NMT 0,5 %
Noban egmMHnyHan HeupeHTUdUUMPOBaHHAs NPUMECH - He

Bonee 0,5 %

Total impurities: NMT 3,0 %

\ Cymma npumeceit - He Gonee 3,0 %

COA6127910 Revision 7, VIPIDIA 25MG TAB 28PC RUS

PR2061347

KonuyecTea

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

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

Batch: 12159101
Cepus:

Result
PeaynbTar

Complies

CooteeTcTByeT

Complies

CooteeTcTByeT

Complies

CoortseTcreyeT

101% 100%,100%

100% 99% 100%

0.0%

0.0%

Page 1 0of 3
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"ApxuMepn” TAREDA IRELAND LTD

Takeda Bray Business Park

Kiruddery, Co Wicklow
Ireland

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

Certificate of Analysis
CepTuchukar aHanusa

VIPIDIA® 25mg film-coated tablets / Batch: 12159101
Bunuaua® 25Mr TabneTku, NnoKpbITLIE NNeHOYHOU obonoukon  Cepus:
Test Specification Result
Mokasatenu Cneuundukauua PesynbTaT
Microbiological  Total aerobic microbial count NMT 103 CFU/g <50 CFU/g
purity*,** Ob6wee Yncno asapobHbix MMKpoopraHM3moB He Gonee 103 < 50 KOE/r
KOE/r
MukpoGuonoru-
yeckan Total combined yeasts and moulds count NMT 102 CFU/g < 50 CFU/g
yucrtota*,* Obuiee Yicno ApoXKEBLIX U NNecHesbix rpubos He Bonee < 50 KOE/r
102 KOE/r
Absence of Escherichia coliin 1 g Absence
OtcytctBue Escherichiacolis 11 OtcyTcTBUNE
Content AV < 15 (n = 10), if the condition is not met, then AV <15 (n Acceptance value (AV): 1.9
Uniformity = 30), and for 30/30 tablets the quantitative content of each of KpWTepuit npuemMneMocTH:

the active substances is in the range of
0.75%xM — 1.25xM

OgHopoaHocTe AV < 15 (n = 10), ecnu ycnoswe He BbinonHseTcs, To AV < 15

A03MPOBaHHUA (n =30), nans 30/30 TabneTok KONUYECTBEHHOE COAEpXaHWE
KaX0ro U3 AEeVCTBYIOWMX BELLECTB AOMKHO HaxoAuTbea B
mHTepeane 0,75xM —1,25xM.

Assay 93,0 % - 105,0 % of the labeled amount of alogliptin per 99.7%
tablet.

KonuyectBeHHoe Ot 93,0 % Ao 105,0 % OT 3aABNEHHOro coaepxanus

onpeaeneHue anornunTuHa B TabneTke.

Package 14 tablets in Al/Al blister, 2 blisters together with Instruction Complies
on Use per carton pack.

¥nakoBka Mo 14 Tabnetok B AJI/AJl 6nuctep. Mo 2 6nuctepa BMecTe ¢ CootseTcTByeT
WHCTPYKLMEN NO NPUMEHEHUIO NOMELLAIOTCA B Nadky
KapTOHHYIO -

Labeling In accordance with Normative Document LP-002644-010617 Complies
Change. 1-2

B cootsetcTeuu ¢ H [1M-002644-010617 MameHeHure 1-2 CooTtseTcTByeT

Agfrequency is based on systematic review of the manufacturing process, the test is
slease not less than 4 batches at release per year.

LdR MACTOTa MCNbITaHWIA OCHOBaHa Ha cucTeMaTM4eckoM oB3ope NpoM3BOACTBEHHOTC Npoyecca,
2AE NPOBOAMTCS NPU BLINYCKE Ha He MeHee 4 cepusax B TedeHue roaa

CA212811

COAB127910 Revision 7, VIPIDIA 25MG TAB 28PC RUS
PR2061347 Page 2 of 3



(9) TREEHAT=RRHRA 02 LEMNE SMAGT RORCAIREIKRBEE sHOIUBUXMHCKOE Wocce, Bnaaenne 253, 1 atax, nomewenve N21 000

"ApxuMep" : : TAREDA IRELAND LTD

Bray Business Park
Kinuddery, Co Wicklow

Ireland
Tel +3563-1-2050600
Fax +353-1-2050601

Certificate of Analysis
CepTudukar aHanusa

VIPIDIA® 25mg film-coated tablets /

Batch: 12159101
Bunuaua® 25Mr TabneTku, NOKpbIThIE NNEHOYHON 060N0YKOM

Cepus:

DocuSigned by:

Expiry Date: 07/09/2024

Date of Manufacture: 08/09/2??2?
lopeH po:

Jata npovseoacTsa: Paul Ryan

O Signer Name: Paul Ryan

Signing Reason: | have reviewed this document P oA
Prepared By: | signing Time- 20.Dec.2021 | 152134 GMT Datae, e SO
MoAroToBNEHO: D73056EBD0184D988C7CA62F 191F 1E57 Jara:
DocuSigned by: 20-Dec-2021 | 15:21:51 GMT
Approved by: Date:
Qualified Persod  Pau! Ryan Jata:
YTBEpXAEHO: U  signer Name' Paul Ryan

Signing Time: 20-Dec-2021 | 15:21.44 GMT

| Signing Reason: | approve this document
D73056EBD0184D988C7C462F 131F1E57

CA212811

COA6127910 Revision 7, VIPIDIA 25MG TAB 28PC RUS
PR2061347 Page 3 of 3
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