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Deknapauus OTBETCTBEHHOrO NULia © COOTBETCTBUM NpoayKUunN
Ne KI1- 124 / 16.02.2021

HavmeHoBaHWe  MeKapeTBeHHOro | BungomeT® , TabrneTky noKphiThIe NNEHOUHOM 0BONOUKOH,
cpeactea, Aocauposka, cpacoeka, | 12,5 mr + 1000 mr 7 WT., YNAKOBKU AMEAKOBbIE KOHTYpHbte (8),

|_chopma Beinycka navku KAPTOHHbLIE L
Homep perucTpauuoHHoro | JIMN-004576 or 11.12.2017
YAOCTOBEPEHUs (aara nepeothopmnerus 26.03.2018 )
Bnapeney PY Takena dapmacbkiotukanc CLUA, Mnx., CLLA /

Takeda Pharmaceuticals U.S.A,, Inc.;
One Takeda Parkway, Deerfield, IL 60015, United States

Homep cepum 12015468

MapTiA (KONUYECTBO YNaKosoK) 3342yn.

Cpok roaHoCTH 26.08.2023 )

MpouasoguTerns Takona  [woX,  Tepmamus /  Takeda  GmbH,  Germany,
Lehnitzstrasse 70-88, 16515 Oranienburg, Germany

BrinycKalowmii KOHTpONL Takena Alinona Numures, Vipnaugus / Takeda Ireland Limited, Ireland;
Bray Business Park, Kilruddery, Co. Wicklow, Ireland

[oroBop/KOHTpaKT MecTHOEe coOrmawieHue O nNPOU3BOACTBE W NOCTaBke Mexay

komnaHuen Takeda Ireland Limited («Takena Wpnanaws Jinmuresn)
u AO «Huxdapm» 6/H ot 10.03.2020

WBolic 8410001398 ot 04.02.2021 -
Wmnoprep AD «Hwxdapm»

(AO «HwKeropoACKui XUMVKo-hapMaLeBTUMeCckui 3asoan)
Anpec vmnopTepa, Ten, (pakc Poccws, 603950, r. HwxHuit Hoeropoa, yn. CanraHcKas, a7,

8 (831) 278-80-88/430-72-13
JIM-004576-111217, nam. Net-3

CooTseTeTByeT TpeGosaHuam
(Ne H[1, nameHeHWit)

Ceptuchukar/nacnopt
e s CA210200 ot 02022021 N
Ceprudpukar B/H oT 02.02.2021

cooTeercTeva/deknapauua Y1
[eknapauvn peficTeuTensHa Ao 26.08.2023

§, Pypoit CeernaHa AneKcaHipoBHa, BefyuMiA MeHemkep no KoHTponio 33 KOHTPaKTHOW
11 NPUBNEYEHHOA NpoAYKLMEN, AOBEPEHHOCTL Ne 0943-H® or 01.12.2020 e e,
(bammunua, WMA, OTHECTBO, AOIKHOCTL OTBETCTRCHHOrO NKLIA UMNOPTEPa 1IBKAPCTHCHHLIX CREACTR)

HACTORALVM TIOATBEPHAAI0, YTO BhilEykadaHHan cepusi npoaykuun Obina npDMSBeneH?c.) y:a;co:::;
¥ MpOKOHTPONMpOBaHa B COOTBETCTBAU c pBI‘B'lCTpaLMOHHbIM [ocke neuapcrrse;:Ho OMEHBAHH!:I!\;I
n TpeboBaHNAMA Hapnexailei npou3BoACTBEHHON MpaKTKK, UTO MOATEEPIKAAETCR nonH

nMUoM NPou3BoAUTENR U pesynsTaramu uccnepoBaHvi roToBol NPoAYKUUA.
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Vipdomet® 12,5+1000 mg film-coated tablets /

Certificate of Analysis
Ceptudomkar aHanusa

Bungomet® 12,5+1000 mr TabneTku, NOKPbITLIE NNEHOYHON 06ONOYKON

Test
Mokasatenun

Appearance

Onucanue

Identification
MNoanuHHOCTL

UV- Spectrophotometry
YO-CoOM:

Alogliptin
AnornuntuHa
6eH3oar

Metformin hydrochloride
Memdopmura
2udpoxnopud

HPLC

BOXX:

AnornuntuHa GeHzoart u
Memdbopmuna
eudpoxnopud/
Alogliptin and Metformin
hydrochloride

CA210200

Specification
Hopmbi

Pale yellow oblong film-coated tablets with “12.5/1000”
debossed on one side and “322M" debossed on the other
side

CeeTno-xenTbie, npoaonrosartbie, TaBNETKX, NOKPbLITHIE
nneHo4Hon obonoykow, ¢ rpasuposkoii «12.5/1000» Ha
OAHOW CTOPOHE W rpaBvpoBKol «322M» Ha ApyroW.

Spectrum of test sample for alogliptin benzoate should have
wavelength of maximum absorption in the range from 276
to 280 nm

CneKTp NOrnoLeHns UCNbITYEMOro pacTeopa anornunTuHa
AOMKEH UMETL Makcumym B obnacTu ot 276 po 280 Hm.

Spectrum of test sample for metformin hydrochloride should
have wavelength of maximum absorption in the range from
230 to 234 nm.

CnekTp NOrnoweHus UCNbITYeMoro pacTaopa MeThopMuHa
rmgpoxnopuaa AOMmKeH UMeTb MakcumMym B obnacTu ot 230
00 234 Hm.

Retention time of main peaks in sample solution
chromatogram, prepared for assay, should correspond to
retention time of main peaks in standard solution
chromatogram of alogliptin benzoate and metformin
hydrochloride

Bpems yaepKuBaHWa OCHOBHOMO NWKa Ha XpoMartorpaMmme
UCNbITYEMOro pacTsopa, NPUroTOBNEHHOro ANA
KONUYeCTBEHHOro onpeaeneHus, 4OMKHO COOTBEeTCTBORATL
BPEMEHU YAepPKMBAHWUA OCHOBHOMO NMUKa Ha
Xpomarorpamme

CTaH4apTHOro pacTeopa anornUNTUHa U MeThopMUHa
rmgpoxnopuaa, COOTBETCTBEHHO.

COAB173326 Revision 6, VIPDOMET 12.5/1000 TAB 56PC RUS

GCR57487

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery. Co. Wicklow
Ireland

Batch/Cepus: 12015468

Result
Peaynesrar

Complies

CooteetcTeyeT

Complies

CooTseTtcTayeT

Complies

CooTteeTcTByeT

Complies

CooreetcTeyeT
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Vipdomet® 12,5+1000 mg film-coated tablets /

Certificate of Analysis
CepTudomkar aHanusa

Bungomet® 12,5+1000 mMr TabneTku, NOKPbITbIE NNEHOYHON obonoy4kon

Test
MNokasatenn

Related Substances

PoacTeeHHble NPUMECH

Content Uniformity
OaHopoaHOCTL
AO3NPOBaHUA

Assay
KonuyecTBeHHOe
onpepenexHue

CA210200

Specification
Hopmbi

Alogliptin/ lpumecu ano2nunmuHa:

Any Individual unspecified impurity- NMT 0.2%
MioBas eguHUIHas HEMAEHTUUUMPOBaHHAA NPUMECH. HE
Gonee 0,2 %

Total impurities: NMT 1.5%/
Cymma npumecen: He Gonee 1,5 %

Metformin hydrochloride/ lpumecu MemgopMuHa:

Cyanoguanidine NMT 0.02%
LinaroryaHuaun: He Gonee 0,02 %

Any Individual unspecified impurity: NMT 0.05%
NiobBan eaMHUUHAA HEWAEHTUDMUUPOBaHHAaA NPUMECK: HE
tonee 0,05 %

Total impurities: NMT 0.1%
Cymma npumeceit: He Gonee 0,1 %

AV < 15 (n = 10), if the condition is not met, then AV s 15 (n
= 30), and for 30/30 tablets quantitative content of each of
the active ingredients should be in the range 0.75xM -
1.25xM.

AV < 15 (n = 10), ecnuv yCnoBu1e He BbINONHAETCH, TO AV =
15 (n = 30), n aAnr 30/30 TabneTok

KONWYECTBEHHOE COAEPXKAHUE KaXaoro u3 AenCTBYoUnX
BELEeCTB A0/MKHO HaxoauTbCH B UHTEpeane 0,75xM -
1,25xM

From 93.0 to 105.0% of the labeled amount of alogliptin per
tablet.

Ot 93,0 % po 105,0 % oT 3aABNEHHOTO coaep-

WaHwa anornunTuHa e TabneTke.

From 95.0 to 105.0% of the labeled amount of metformin
hydrochloride per tablet.

0OT195,0 % Ao 105,0 % OT 3anABNEHHOro COAEePXKaHWA
meThopMuHa ruapoxnopuaa B Tabnetke

COA6173326 Revision 6, VIPDOMET 12.5/1000 TAB 56PC RUS

GCR57487

TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Batch/Cepuna: 12015468

Result
PesynsTtar

0.0%

0.0%

0.00%

0.01%

0.0%

Alogliptin/ AnornunTuH
Acceptance value (AV)/
MNpuemnemoe 3HaueHve: 2.5

Metformin hydrochloride/
meThopMuHa ruapoxnopuia
Acceptance value (AV)/
Mpuemnemoe 3HaveHme: 0.9

97.9%

99.4%
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TAKEDA IRELAND LTD
BrayBusinessPark
Kilruddery, Co. Wicklow
Ireland

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

Certificate of Analysis
CepTtudpmkar aHanuaa

Vipdomet® 12,5+1000 mg film-coated tablets / Batch/Cepun: 12015468
Bungomet® 12,5+1000 Mr TabneTkM, NOKPLITLIE NNEHOYHON 060N0YKON
Test Specification Result
Mokasarenu HopMbi Pesynbrar
Microbial Limit*
Mukpo6Guonornyeckasn
Yucrora*
Total aerobic microbial NMT 1000 CFU/g N/ACFU/g
count
OB6uwiee yncno aspobreix  He Gonee 10° KOE/r N/A KOE/r
MWKPOOPraHu3MoB
Total combined yeasts NMT 100 CFU/g N/ACFU/g
and moulds count
OBbwee uncno He Bonee 102 KOE/r N/A KOE/r
APONOKEBbIX ¥
nnecHesbix rpnbos:
Escherichia coli Absentin1g Complies
OtcytcteueB 11 Cooteercreyer

Package

Ynakoska

Labeling

Mapkuposka

* Note/Tpumeyvarue:

7 film-coated tablets in Al/Al blister, 8 blisters are packaged Complies
together with a patient information leaflet in a carton box.

Mo 7 TabneTok, NOKPLIThIX NNEHoUHOW 0Bonovkon B An/An

Bructepe. 8 GnucTepoe BMECTE C MHCTPYKUMER No CootseTcreyer
NPUMEHEHMIO NOMELWAEIOTCA B KAPTOHHYO KOpPobKy

In accordance with Normative Document LP-004576- Complies
111217 Change 1-3

B coorsetcremm ¢ HL] NN-004576-111217, U3ameHenus 1-3  CooTseTcTeyer

The test is carried out on 4 batches per 1 year. In the certificates of analysis of the finished
product, the norms and results are given in accordance with the USP

Tecmuposakue no daHHOMy NoKazamento NpoeoduMcs Ha 4-x cepusix @ 200. B cepmuchukamax
aHanusa 20mosozo npooyKmMa HOPMb! U Pe3yNbmamei npueedeHsi @ COOMEeMCMauU ¢ HOpMamul

®apm. CLIA

Date of Manufacture: 27/08/2020 Expiry Date: 26/08/2023

[ata npoussopcTea:

Cpok rogHocTw.

Prepared By: //c / \ / Date: 0l ¢2 2434

MoaroToenexo: Asta Liauksminaité [ara:
QA Analyst
Approved By: //L\ Date: ol. 27 . 29 vt
YreepxaeHro: Paul Ryan s P [Oara:
Qualified Person / Vnonu?«ouennoe nuuo
CA210200
COAB173326 Revision 6, VIPDOMET 12.5/1000 TAB 56PC RUS Page 3 of 3
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TAKEDA IRELAND LTD
Bray Business Park
Kilruddery, Co. Wicklow
Ireland

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

Certificate of Release Approval
CepTudukar o nogrBepKAeHNM BbINycKa

Product / Mpoay«T: Vipdomet® 12,5+1000 mg film-coated tablets /
BungomeT® 12,5+1000 Mr TabneTkun, NOKPbIThIE NNEHOYHOW 060NOYKOM

Batch / Cepun:

Date of Manufacture /
[arta npoussoacTea:

Expiry Date / Cpok roaHoCTH

Marketing Authorisation Number / Homep
PerucTpaunMoHHOro yAOCTOBEepPeHUs:

Marketing Authorisation Registration Date

& Date of Latest Amendment
naTa perucTpaumM n nata BHeCeHus
M3IMeHeHWn B PY

Purpose of Use /
Llens ucnonb3oBaHuUA:

Name and Address of Packaging and
Quality Control Site/

HaumenomaHue u agpec 3asoaa
ynakoBUiMKa U KOHTPONA Kavecrea

Name and Address of
Manufacturer /

HaumeHoBaHMe U agpec Nnpou3BOANTENS:

Name and Address of

Drug Substance and Drug Substance
Manufacturer:

HaumeHoBaHue cyGecTaHUMM,
HauMeHOBaHWe W agpec NPoM3BOANTENA
cyb6craHuum

Manufacturer’'s Authorisation /
ABTOpU3aUUA NPOU3IBOAUTENSNA:

GMP Certificate /
GMP CepTtudukar:

12015468

27/08/2020

26/08/2023

LP-004576 / NN-004576

Registration: 11.12.2017
Amendment: 26.03.2018
Pernctpaunn:11.12.2017
WameHeHue: 26.03.2018

Commercial Supply /
Kommepueckas nocraBka

1) Takeda Ireland Limited,
Bray Business Park,
Kilruddery,

Co. Wicklow,
Ireland.

2) Takeda GmbH
Betriebsstitte
Oranienburg,
Lehnitzstrale 70-98,
16515 Oranienburg,
Germany

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

Ireland

Metformin Hydrochloride
Farmhispania S.A.,
Montmelo,

Barcelona - Spain

1) Ne M00807/00001

1) Takema AnnaHp
Numuten, Bpan Buavec
Mapk Kunpapnepwu Ko.
Yuknoy, Upnanaun

2) Takepa M'mM6X
MNpeanpusatue
Opanunenbypr,
Nennuwrpacce 70 — 98
16515 OpaHunenbypr,
Fepmanun

AnornuntuH BeHsoar
Takena Upnanaus
Numwuren,

Bu3anec-napk MNpanx Kacn,
Oy6nwn 22, Upnanaus

Mertdopmuna
ruapoxnopua
®apmucnanmna C.A.,
MonTtmeno,
BapcenoHa - UcnaHus

2) Ne DE_BB_01_MIA_2019_0009

1) Ne 16669/M807

2) Ne DE_BB_01_GMP_2018_0003

CORA6173326 Revision 5, VIPDOMET 12.5/1000 TAB 56PC RUS
GCR57487
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TAKEDA IRELAND LTD

Bray Business Park

Kilruddery, Co. Wicklow
Ireland

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

Certificate of Release Approval
CepTudumkar o NnoaATBEPXKAEHMU BbINYCKa

Product / Mpoayxr: Vipdomet® 12,5+1000 mg film-coated tablets /
BunpomeT® 12,5+1000 mr TabneTku, NnoKpuITLie nneHoYHon obonoykon

Registered Specification Number / DN-000081395 Ver.1.0/
; Homep 3apeructpupoBaHHOM AOH-000081395 Bepc.1.0
| cneyndukaumum:

Normative Document Number & Changes  LP-004576-111217 Changes1-3 ‘
Homep HopmaTMBHOW OOKYMEHTaLMKM 1 nn-004576-111217 Mam. 1-3
W3MEHEHHUA

| 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.

HacToauwnm cenaeTenscTeyem, 410 MHGOPMALIMA BbilE NOANMHHAA W JOCTOBEPHAR.

[aHHasn napTva NpoAYKLUMW NPOM3BEAeHA/M3rOTOBNEHA, BKNIOYAA YNAKOBKY U KOHTPOMb KayecTea Ha
BblLIEYKA3aHHbIX 32aB0AAaX B NONMHOM COOTBETCTBUM C TpebosaHuaMn GMP MecTHOro perynupyiowerc opra1a v
cneunduKauvamn PY cTpaHbl-uMnopTepa.

3anucy NO NPOM3BOACTBY CEpPUM, YNAKOBKE ¥ KOHTPONK BbiNK NPOAHANWN3MPOBAHLI M NPU3HAHBLI B COOTBETCTBUM C
GMP.

///\ - R

Qualified Person / ynoﬁuomm;g,nﬁe nuyo Date / lata

Takeda Ireland Ltd. / Takena Wpnanans Nta,.

CORAB173326 Revision 5, VIPDOMET 12,5/1000 TAB 56PC RUS Page 2 of 2
GCR57487



