[Nepexknag 3 aHrMIRCLEKOT MOBW Ha YKpATHCLKY

AstraZeneca

AstraZencea Pharmacceuticals LP
4601 Highway 62 Tast
Mount Vernon, IN 47620 US

| CEPTU®IKAT AHAJII3Y |
Onuc npoavkry: Keirayo Ipononr, tabnerkn o 5 /1000 mr (4 Guicrepax7 tabietok) Ykpaina

Ko SAP: 100003112 Hdara Bupoduuursa: 28 orrus, 2023
Homep cepii: WB0033 Tepmin npuaaraocri: 30 Bepecus, 2026

Omnue: Bijg poxeBoro 10 TeMHO-pPOXEBOro KOIbOpy, ABOONYKIA, oBaibHOT hopmu TabneTka, BKpUTA
1IBKOBOK 000JI0HKO10, 3 rpasitosantism « 1071y i «5/1000» 3 ojHoro oKy i miocka 3 iHmoro Goky.

Amnaniiz Onuc Crneundiranis PesvibraTn
95012271(S) Lientudirauin — lanarnidaoznny: Yac yTpuMyBatiliz OCHOBHOIO (iKY Ha Bisnosizac
BEPX (OcuoBuuii) XpoMarorpami 3pa3ka BUIMOBIAC HaCy
YTPHMYBaHHIO OCHOBHOIO [1IKY Ha
XpoMaTorpami cTanjiapry.
95015162(S) Inentudikanin — lanarnidnozuny: CrekTp 3paska BIANOBIAAE CICKTPY Biinosiiae
I4-IT11BB CTAHAAPTY.
95012253(S) Lienrudiranis - Merdopminy: Yac yrpuMyBaHis OCHOBHOI'O MIKY Ha Biinosizac
BEPX (Ocuopnnii) XpOMaTorpamMi 3pazka Bi/INOBLIAC qacy
YTPUMY BAHHIO OCHOBHOIO HIKY HA
XpoMaTorpami cTaiiapTy.
95015162(S) Lnenrudikauin - Merdgopminy: 14- CriexTp 3paska BULIOBILAC CHEKTPY Bijanogigac
111IBB CTAHAAPTY .
95012271(S) KiabkicHe BHIHAYCHHSA 90.0 — 110.0 % Bix 3asBaenol 99.3 %
- lanaraiduosnny - BEPX KUIBLKOCTI
95012253(S) KiabkicHe BH3Havenns 90.0 — 110.0 % gin 3assieHol 100.5 %
- Merdgopminy - BEPX KIIBKOCTI
95012253(S) Jomimkw/lIpoayrru possinany — Merdopminy - BEPX
InuBiyannui <0.1% <0.1%
HeenennikoBaHi
JIOMIIIKH
3aranbna cyma ToOMinoK <0.5% <0.1%
95012271(S), OanopianicTs 1030BAHMX 0IHHHIL Mae Bianosigary rapmoHizoBailii Biinosizae
356X(G) Hanaraidiosuny (papmakoneiniin BuMosi
_USP/EPPIChP
95012253(S). OanopiAnicTh 1030BaAHIX 0ANHHUE Mae BijosizaTi rapMoHizoBaHii Bianosinac
356X(G). Merdopminy dapmakonciiniii BuMo3i
USP/EPAP/ChP
95012246(S) Posunnenus lanaraigiosuny - >80 % (Q) uepes 30 XBUIIHH 99 %
BEPX
95012246(S) Porunnenns Mevdopminy - BEPX > 20 % r1a <40 % uepes | ropuny 29%
> 45 % 1a < 65 % uepes 3 rojiMHn 56 %
> 85 % wepes 10 rojun 94 %
0031(G), Bmier Boan <54 % 1.6%
250544(S)
250367(S)/5450A(G) | 3araabHe uncT0 aepodHHX < 1000 KYO/r <S5 KYO/r
MIKpOOpranizmis
JarajbHe HHCI0 IPIK/UKOBHX TA < 100 KYO/r <5 KYO/r
njiicenesux rpudis
Escherichia Coli Bixcyrtricte v I 1 BincyTHii

Jara BuIycky cepii:

01 Kitus 2024

Jlanum niaTBep/IKYETHCA, HIO BHILE 3a3HadeHa iHndopManlis € 10cTOBIpHOO | npaBunsho1o. lana cepis Oyna
BUIOTOBJICHA, BKJIIOUAIOYH [1AKYBAHHA/MAPKYBaHHA T2 KOHTPOJIb AKOCTI, Ha 3a3HAYCHOMY BUPOOHHYOMY AINAHLI Y

noeHiil BimosiaHoCT 1o BuMor GMP Mictieroro Peryisroproro oprauy Ta cretndikauiil peecTpalifHOro CBiJI0UTRa
iMropryrouol kpaiid, Cepiiine BHpOOHUIITRBO, NaKyBaHHA Ta TPOTOKOJIH aHANI3Y MEPeBipEHO Ta BCTAHOBJIEHO, 11O BOHH
BLAMOBIAAI0TL BUMoraM GMP.

[ligroroBnenwmii:  (nionuc)  Jlata: 10 Yeprns 2024
ITana Cann — Fonosumil cricuianicr 3 akocTi
[TeperasuyTo: (nionuc) 10.06.2024
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[poayxkr:

Jikapcbka gopma:
Vnakoska;
AKTUBHICTE:

AKTHBHA pe1OBHHA::
Cepis:

Kox SAP:
Kpaina-imnoprep:
Kpaina BupoOHHILITBA:
Kpaina noxopkenns:

Peccrpaniiine noceaiueHus:

Bupobuuurso iH-dank:

Mepeknan 3 aHrNIACLKOT MOBU Ha YKpPaIHCbKY

AstraZeneca :

AstraZencea Pharmaccuticals LI
4601 llighway 62 Fast
Mount Vernon, IN 47620 US

Hexirapanist BHpoOHHYOT XIJIBHHI

Keirayo Hponour, TabneTku BKpUTI I1HBKOBOI0 060JIOHKO0 TIPOJOHTOBAHHOT 11T
no 5/1000 mr

TabJICTKHU BKPHUTI 11iBKOBOIO 000stoHkor0 5 /1000 mr

o 7 Tabnietox B Guricrepi: no 4 6aicrepa B kapToHHii Kopodi

Hanarnidaosun nponaniion 6,15 Mr, 110 ¢KBIBAJICHTHO Aanariiiosuty 5 mri
methopmina rinpoxnopuay 1005.04 mMr

5 mr panariignosua/1000 Mr metdopmina ripoxnopuia

WB0033

100003112

Vkpaina

CHIA

CIIA

UA/15984/01/01

Actpa3encka Qapmackroruxanc JIIT

4601 Xaityeit 62 ler, Mayur Bepuon, IN, 47620, CLLIA
GMP: 938368834

[nenrndikauiiinnii noMep nianpuemcrsa: 1825662

KoHTposb aKocTi, NepBrHHE Ta BTOPUHHE

naxKyBaHHs, BUITYCK cepil:

Kinbkicrs cepii: 24 948 yiu,

Actpa3eucka hapmacsiorukaic JIIT

4601 Xaiiyeit 62 Icr, Mayut Bepuou, [N, 47620, CLIA
GMP: 938368834

[nerTHikauiitnuit HoMep nianpHeMcTra: 1825662

JlaHuM NiITBEPIKYETHCA, IO BULIE 3a3HaueHa IHpOpPMAaLLis € 10CTOBIPHOIO | npaBuibHOO. [lana cepis Oyna
BUTOTOBJICHA, BKIIOYAIOUH [IAKY BAHHA/MAPKYBAHHSA Ta KOHTPOJIb AKOCTI, HA 3a3HAYCHOMY BHPOOHHUOMY J1iaHUl Y
NoBHIA BiANoBiAHOCTI 10 BUMor GMP micuesoro Peryastophoro opray Ta creundikadiil peecrpaltifiHoro caioursa
iMioprytouor kpainu. Cepiiine BUPOOHULTEO, [TAKYBaHHS Ta NPOTOKOMH aHaJli3y EPEBIPEHO Ta BCTAHOBIICHO, IO BOHH

gijnoeigaloTs BUMoram GMP.

[TijiroroBieHMit:

(nionuc)

12.08.2024 3a 10.06.2024

[lara Cann — ['onosHuril crietiaiicT 3 gKocCTI

IleperisyTo:

(nionuc)

10.06.2024




AstraZeneca

AstraZeneca Pharmaceuticals LP
4601 Highway 62 East
Mount Vemon, IN 47620 US

CERTIFICATE OF ANALYSIS
Product Description: XIGDUO PROLONG TAB 5/1000 MG BL 4X7 EA UA
SAP Item Code: 100003112 Manufacturing Date: October 28, 2023
Batch Number: WB0033 Expiration Date: September 30, 2026

A pink to dark pink biconvex, oval shaped, film-coated tablet with “1071” and “5/1000" debossed
ori one slde and plain on the other side.
o “Specifications

Appearance;

Results

Analysis Description

The retention time of the major peak in the sample
95012271(S) identification;: Dapaglifiozin HPLC chromatogram corresponds to that in the standard Confirmed
(Primary}
IE— E—— N Ko | chromatogram [
9501 516243) Identification - Dapaglifiozin IR:ATR :p“: e of the sample conforms to the reference Confirmed
i P : The retention time 6f the r-l-'uajor peak in ;ha sampleﬁ 7
085012253(S) :g:ir::‘lzlca)hon ~Mattannin HPLE chromatogram corresponds to that in the standard Confirmed
y chromatogram
95015162(S) Identification - Metformin IR:ATR I;j;f:;"“'“ of the sampla conforms to the referance Confirmed
| 95012271(5) | Assay Dapaglifiozin ~HPLC | 90.0-110.0 % of Label B 9.3%
9501 2253(8) Assay Metformin - HPLC 90 0-110.0 % of Label 100.5"/3 N
o Impuri(ias]Dagradanls— Metformin-wPLc. B -
a,
Individual Unspacliled lmpuritlas [ 04% r<0 1%
95012253(S) e R . e . S B S
Total lmpurltiaa <0.5% B i <0.1%
95012271(S), | ,, N . i T - -
356X(G) g:":m‘ngr: Dosage Units - Must comply with harmonlzed compendial requirement Complles
USPIEPIJRIChP pag -y
95012253(S),
356X(G) Uniformity of Dosage Units - Metformin Must comply with harmonized compendial requirement Complies
USPIEPJPIChP | — . o I ~ |
| 95012248(S) | Dissolution ~ Dapaglifiozin - HPLC 280 % (Q) In 30 minutes S 8% |
2 20% and 5 40% In 1 hour 28%
95012246(8) Dissolution ~ Metformin — HPLC 2 45% and £ 65% in 3 hours 56%
] o | 285%in10hours . - 84% |
003J(G), 250544(S) | Water Content(kF)  |s54% 1.6% |
| Total Aerobic Microbial Count [ 51000 Cf_UI_g_ L o <5CFU/g
250367(S) / 5450A(G) __'I:_otglﬁol_dgﬂ_oasts Count | s100CFUlg i | <5CFUlg
EscherlchiaCoi | Absentintg ._Aygtﬂt_m

Reiease Date Aprll 01, 2024

| hereby certify that the above information Is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling 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 Authorlzation of the Importing
country. The batch processing, packaging and analysls records were reviewed and found to be in compliance with GMP.

RELEASED BY: _ DATE: June 10, 2024

Papa ¢ Sali Qu !y Assurance Specialist

REVIEWED BY: / \ /@u},.\, {/\/\?/ (o O- RL\



AstraZeneca -

AstraZeneca Pharmaceuticals LP
4601 Highway 62 East
Mount Vernon, IN 47620 US

SITE STATEMENT

Product
Pharmaceutical torm
Package
Strength

Active Substance

Batch

SAP Code

Importing Country
Country of Manufacture
Country of Origin
Registration Certificate

Bulk Manufacturing:

XIGDUO PROLONG, prolonged-releasc film-coated tablets 5/1000 mg
Film-coated tablets, 5/1000 mg

7 tablets in a blister; 4 blisters in a cardboard pack

dapagliflozin propanediol 6.15 mg, equivalent to dapagliflozin 5 mg and
metformin hydrochloride 1005.04 mg

Smg Dapagliflozin / 1000mg Metformin HCI

WB0033

100003112

Ukraine

Us

us

No. UA/15984/01/01

AstraZcneca Pharmaceuticals LP

4601 Highway 62 East, MOUNT VERNON, IN, 47620, United States
GMP Reference Number: 938368834

Facility Establishment Identifier Number: 1825662

Quality Control, primary and secondary packaging, batch release:

Quantity Released: 24,948 EA

AstraZeneca Pharmaceuticals LP

4601 Highway 62 East, MOUNT VERNON, IN, 47620, United States
GMP Refercnce Number: 938368834

Facility Establishment Identifier Number: 1825662

[ hereby certily that the above information is authentic and aceurate, This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specilications in the Marketing Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

RELEASED BY:

REVIEWED BY:

9 /7
\_//\/dl.ft Og/l‘.l/oﬁff[ )[;( oé/zo /,17

Papa Sall - Quality Assurance Specialist

Japrs /,/va,v} Glo-24



