Actpa3enexa FOK Jlinmiren -

Cink Poap Bisnec Hapi: Makwic

Tlepexnan 3 anrnificbkoi MOBH 113 yKpainebKy

dinn - Yemnp - Benxa Bpuranis- SK10 2NA

Ten.: + 44 (0) 1625 582828 daxe.: + 44 (0) 1625 422266 astrazeneca.com

CEPTU®IKAT AHAJI3Y

OHTJIIBA, TabieTiH, BKPUTI IUTIBKOBOIO 060I0HKOI0, 1O Smr

(10 10 Tadnerox y Gnicrepi, mo 3 GnicTepH B KapTOHHIH KOpoOL)
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AxTHBHA pedopnna: ExkBiBajenTHO 5 Mr caKkcarIinTUHY TiIpoxaopui

Cepin
Jara BAPOOHUITBA
TepMin MPUAATHOCTI

Homep ninensii Ha BUPOGHUITBO
Homep peceTpattiifinoro nocsiueHs

Kpaina-imnoprep
Crneundikanin

BUITPOGYBAHHSI

Ouuc (Bisyanuiit anaiis)

Inentudixauis (BEPX)

KinbkicHe Bu3navieHHs
(BEPX)

OanopiaHicTs
1030BaAHUX
onuanus (BEPX)

Homiurkn/TIponyKTi
perpanauii (BEPX)
BMS-537679-01

[Hwi iRAMBIdyaNbHI
Cyma

MikpoGiosioriuna 4ucrora

Jaranpie UHCIO AepOOHMX
mikpoopratizmis (TAMC)

YHCIIO
APDKOKOBMX Ta TUTICCHEBUX

3aranbHe

rpubiB (TYMC)
Escherichia coli

SL.616

11 Keitus 2023

31 Bepesus 2026

17901

UA/10715/01/02
VYipaina

Doc ID-003028255 v 1.0

KPUTEPI NPUMHATHOCTI

Jlpoomykni Kpymi TabneTkH, BKpHUTI TIIBKOBOIO
0GOJOHKOK, POXKEBOTO KOJILOPY, 3 HANHUCOM 53

omporo Goky Ta wHamucom 4215 3 inoro,
3poONeHi CHHIM YOPHUIJIOM.
Yac  yTpUMyBaHHs  OCHOBHOTIO niKy  Ha

XpoMmaTorpami BHTIpOCYBaHOrO pOSUUHY TOBHHCH
BIZNOBIZATH Xpomarorpami CTAaHAAPTHOTO
PO3YUHY.

4.75 — 5.25 Mr/Tabrnerka Iiji Yyac BUITYCKY

95.0 % - 105.0 % Bix 3asBaeHOl KinbKoCTi

TlosunHO BinnoBixaTn rapMoHizosanuM (PapM.
CIIIA / €sp. Papm. / @apm. Anonii) BUMOTaM.

<1.0%
<0.5%
<1.6%

[lepioguuHicTh TECTYBaHHA: TECTYIOTL ONHY
cepito KOXKHOI 1031 TabNeToK KOXHI IHICTh
MicsuiB

< 1000 KYO/r

<100 KYO/r

TTopunuo GyTH BiACyTHIM B 1T

PE3YJIBTAT

Binnosizae

Bimnosigae

5.11 mr/rabneTka
102.2% Bin 3asBIEHOT
KiJIBKOCTI

Bignosijae

<0.05%
0.1%
0.1%

TecT He NPOBOAHBCA
TecT He IPOBOJUBCA

TecT He POBOAUBCH

Crop. 133




Tlepexnan 3 anriiichKol MoBH HA YKpaiHCbKY
Actpa3enexa IOK Jlimiren -
Cink Poan Bisnec Hapi: Maxkacding - Hewnp - Bemika Bpuranis: SK10 2NA
Tea.: + 44 (0) 1625 582828 dakc.: +44 (0) 1625 422266 astrazeneca.com
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CEPTH®GIKAT AHAJI3Y

OHIJIIBA, Tad/1eTKH, BKPUTI IUIIBKOBOO 060JIOHKO0, 110 5 Mr
(o 10 Ta6seTok y Gicrepi, 10 3 Giicrepu B KapTOHHIH KopooLi)
AxTHBHA pedopuna: ExgiBanenTHo 5 Mr caKkcarTinTHHY TipoXJopua

Cepis SL616

JaTa BHPOOHULTBA 11 KsiTua 2023

Tepmin npuaaTHOCTI 31 Bepesnst 2026

Howmep Jtinensii na BUpoGHUUTBO 17901

Homep peecrpaniifHoro nocsix4eHus UA/10715/01/02
Kpaina-imnoprep Yxpaina

Cneundikanin Doc ID-003028255 v 1.0
Kpaina noxojukeHHs: CIIA

BupooHnureo: Actpa3eneka PapMacbOTHKAIC JII

4601 Xaityeii 62 Ict, MaynT BepHon, IN, 47620, CIDA
Jlitensist Ha BUpobHULTBO 1825662

MaxyBanHs T2 BHITYCK! Actpa3enexa IOK Jlimiren, Cink Poan Bizuec Ilapk,
Maxkncding, SK10 2NA, Bennka Bpuranisa
Jlinemsis Ha BupoGuunTeo: UK MIA 17901
GMP Ceprudikar Homep: UK MIA 17901 Insp GMP/GDP
17901/10117-0051

BunpoGysanHsl KOHTPOJIIO SIKOCT: Actpa3eneka Ab

dopckapraras 18, 151 36 / Tepryneseren 152 57

Conepran’e, sewuis

6.2.1-2018-053619
Kinskicrs: 2 160
Jata sunycky: 17 Jlucronana 2023
JlaHAM THATBEPIOKYIO, 1O BHIIEBKa3aHa iH(opMallisi € JOCTOBIPHOIO i MPABUIILHOFO. Tana cepist Oyna
BUFOTOBNCHA, BKJIIOUANOYM 1aKyBaHHs/MapKyBaHHA i KOHTpOJIb SIKOCTI Ha BHILC3raaHiil AUTBHUI(-
5X), B TIOBHIi. BIANOBIXHOCTI 3 BHMOTaMH GMP JIOKaJILHOTO pPEryJISTOPHOTO OpraHy Ta 3r1IHO
crietdikaniil peecTpauifHoro I0ChE kpaimu immoprepa. Cepiftne BUpPOOHMITBO Ta IMPOTOKONH
auailizy nepesipeHi i BCTaHOBIEHO, IO BOHH piznosizaiots Bumoram GMP.

Bunymeno: ®in CX [lesic MeHemKep TpyITH 3 3a0e3ITeIeHHs AKOCTI

VroBaOBaKeHa 0c06a

(EnexTpoHHHH MiAIMKC € TOPUITIHO 0GOR’3KOBHM E€KBiBAJICHTOM BJIACHOPYHHOTO nigmnucy)

Crop. 233




Tlepercna 3 anrniiicb Kol MOBH HA YRpATHCHKY

3aTBEpIUKCHHS JIOKYMCHTY

Jlaypen HixeHcoH
lauren. penketh{@astrazencea, com
13-Yeppra-2024 14:13:47 GMT+0000

3aTBEpPKEHHS 31 CTOPOHH SKOCTI

Crop. 333
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AstraZeneca UK Limited

Silk Road Business Park - Macclesfield - Cheshire - United Kingdom - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 + astrazeneca.com

CERTIFICATE OF ANALYSIS

ONGLYZA™, Film-coated tablets, Smg
(10 tablets in a blister; 3 blisters in a carton box)

Active substance:

Batch Reference:

Date of Manufacture:

Equivalent to Smg Saxagliptin Hydrochloride

SL616
11" April 2023

Expiry Date: 31 March 2026
Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: UA/10715/01/02
Importing Country: Ukraine

Specification: Doc ID-003028255 v 1.0
TEST ACCEPTANCE CRITERIA

Description (Visual Analysis)

Identification (HPLC)

Assay (HPLC)

Uniformity of dosage units (HPLC)

Impurities/Degradants (HPLC)
BMS-537679-01
Individual others
Total

Microbial limits
Total Aerobic Microbial Count

Total Molds/Yeasts Count
Escherichia coli

. Pink, biconvex, round, film-coated tablet, with 5

printed on one side and 4215 printed on the
other side, in blue ink.

The retention time of the major peak in the
sample chromatogram must correspond to that
in the standard chromatogram.

4.75-5.25 mg/tablet at release
95.0% - 105.0% of label amount

Must comply with the harmonized (USP/EP/JP)
requirements.

< 1.0%
<0.5%
<1.6%

Test Schedule: test one lot of cach tablet
strength every six months

<1000 CFU/g
< 100 CFU/g
Must be absent in 1g

Check this is the latest version of the document before use.

Printed by Elodie Grattessol on 13 Jun 2024 14:14 GMT+00:00

EocUo/RIISY

RESULT

Complies

Complics

5.11 mg/tablet
102.2% of label amount

Complies

<0.05%
0.1%
0.1%

Test not performed
Test not performed
Test not performed
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AstraZeneca UK Limited
Sitk Road Business Park - Macclesfield - Cheshire - United Kingdom - SK10 2NA
T: +44 (0) 1625 582828 - F: +44 (0) 1625 422266 - astrazeneca.com

CERTIFICATE OF ANALYSIS

ONGLYZA™, Film-coated tablets, Smg
(10 tablets in a blister; 3 blisters in a carton box)

poauUs7ZellsY

Active substance: Equivalent to Smg Saxagliptin Hydrochloride

Batch Reference: SL616
Date of Manufacture: 11t April 2023
Expiry Date: 315t March 2026
Manufacturing Authorisation Number: 17901
Marketing Authorisation Number: UA/10715/01/02
Importing Country: Ukraine
Specification: Doc ID-003028255v 1.0
Country of Origin: USA
Manufacture: AstraZeneca Pharmaceuticals LP

4601 Highway 62 East, Mount Vemon, IN, 47620, USA
FDA Establishment Identifier 1825662

Packing and release: AstraZeneca UK Limited, Silk Road Business Park, Macclesfield,
SK10 2NA, United Kingdom
MIA: UK MIA 17901
GMP Certificate Number: UK MIA 17901 Insp GMP/GDP 17901/10117-0051

Quality control testing: AstraZeneca AB
Forskargatan 18, 151 36 / Gartunavagen 15257
Sodertalje, Sweden
6.2.1-2018-053619

Quantity: 2,160

Date of Release: 17" November 2023

[ hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) 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 and analysis records were reviewed
and found to be in compliance with GMP.

Released by: Phil CH (QAD) Davies Quality Assurance Group Manager
Qualified Person

(This electronic signature is the legally binding equivalent of a handwritten signature)

Check this is the latest version of the document before use.
Printed by Elodie Grattessol on 13 Jun 2024 14:14 GMT+00:00
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Document Approvals

Lauren Dickenson
Lauren.Penketh@astrazeneca.com
13-Jun-2024 14:13:47 GMT-+0000

Quality Approval

Check this is the latest version of the document before use.
Printed by Elodie Grattessol on 13 Jun 2024 14:14 GMT+00:00




