AstraZeneca%

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

| CEPTH®IKAT AHAJII3Y |
Onuc npoaykty: Kcirayo Ipononr, tabiaerku mo 10 /1000 mr (4 6mictepax7) Ykpaina

Konx SAP: 100003113 JaTa pupoéHuuTBa: 29 mumud, 2020
Howmep cepii: MM0078 Crpoxk npunatHocTi: 30 uepBHs, 2023

Jinsnka BUPOOHMITBA/TecTyBaHHA: Actpa3esexa ®apmaceiotukanc JIIT, Maynt Bepuos, IN, CIIA
Hdinanka nakyBanHf: Acrpa3enexa ®apmacsiotukaic JII1, Maynr Bepros, IN, CIIA

Omnuc: Bix )OBTOro 10 TEMHO-)XOBTOTO KOJILOPY, ABOOIYKJIA, OBaIbHOI popMu TabiieTka, BKpUTa
IUIIBKOBOIO 0GOJIOHKOIO, 3 TpaBitoBaHaM «1073» i «10/1000» 3 ogHOro oKy i nyI0cKa 3 iHImOro GOKY.

Anani3 Onuc Cnemudikauis PesyabTaTn
95012271 InenTudikanis — Janaraigaosnny: Yac yTpuMyBaHHsS OCHOBHOTO Tlika Ha Bianosinae
BEPX (OcHoBHnif) XpoMaTorpaMmi 3pa3ka BiAlOBilac yacy
YTpUMyBaHHs OCHOBHOTO IIika Ha
XpoMarorpami cTaHAapTy
95015162 Inentndixauisn — Janarnipaozuny: IU- | Cnextp 3paska BiANOBIJA€ CICKTPY Bignoginae
II1IBB CTaHAapTy
95012253 Inenrndikania - Merdopminy: BEPX Yac yTpuMyBaHHsS OCHOBHOTO Ilika Ha Binnosinae
(OcHoBHHiIH) XpoMaTorpami 3pa3ka BiXNOBia€ Hacy
YTpHMYBaHHS OCHOBHOTO Iika Ha
XpoMaTtorpami CTaHAapTy
95015162 Inentudikauin - Merdopminy: I4- CrexTp 3pa3Ka BiATIOBIa€ CNEKTPY Binnosinae
IIIIBB CTaHOapTy
95012271 KinbkicHe BM3HAYEHHS 90,0 — 110,0 % Bin 3asBneHO1 97.1
- Nanaraigaosuny - BEPX KiIbKOCTI
95012253 KinbkicHe BU3HAYeHHA 90,0 — 110,0 % Bix 3aaBaeHOl 100.3
- Merdopminy - BEPX KIJILKOCTi
95012253 Jomimku/Tipoayxru poskaany — Mergopminy - BEPX
InpuBinyanbHi <0,1% <0.1%
Hecnenudikosani
JOMIIIKH
3araabHa cyma JoMimox <0,5% <0.1%
356X/ OpHopigHicTh A030BaHHX OAHHHKIL IloBuHEH BiATIOBINATH Bianosigae
95012271 Jlanarnigpno3uny rapMOHi30BaHHM ¢apMaKoNIEHHNM BUMOTaM
356X/ OnnopiaxicTh 1030BaHMX OAMHHUDL IToBHHEH BinNOBigaTH Bignogigae
95012253 MeTtdopminy TrapMOHI30BaHUM (apMaKOIIEHHHM BUMOTaM
95012246 Pozuunenns Janaraidaosnny - BEPX >80 % (Q) uepe3 30 XBHIHH 95
95012246 Po3uunenns Merdopminy - BEPX >20 % u <40 % uepe3 1 roauny 30
>45 % u < 65 % uepes 3 roaAMHH 58
> 85 % uepes 10 rogun 95
003] Bmicr Boau <54% 1.4
250367/5450A | 3araabne uncj0 aepobHHX <1000 KYO/r <10
Mikpooprasismis
3aranbHe YHCAO APIKAKOBHX TAa <100 KYO/r <10
nliceHeBHX rpubiB
Escherichia Coli BigcytHicte B 1T BincyrtHe

Jata Bunycky cepii: 13 aucronaga 2020

JlaHuM MATBEPDKYETHCA, 110 BULLE 3a3HaueHa iHpopMallis € focToBipHOIo i mpaBunsHOW0. [lana Bepcia Gyna
BUTOTOBJICHA / BUTOTOBJICHA Ha 3a3HAYEHOMY BUPOOHMYOMY AULAHLI, BKJIIOYAIOYH YIIAKOBKY/MapKyBaHHs Ta KOHTPOIb
SIKOCTi, y HOBHi# BigmosiaHocTi a0 BumMor GMP micuesoro PerynsropHoro oprany Ta cneumdikaiiil peectpauiiinoro
cBifionTBa IMMIOpTYIOYOoi kpainu. CepiiiHe BUpOGHHULITBO Ta MIPOTOKOJM aHAIII3Y IEePEBiPEHO Ta BCTAHOBJIEHO, 10 BOHH
BianosinaoTs BuUMoraM GMP.

Bunyck cxsajneHo: (mamuc) Jara: 16 nucromana 2020
Yenci Annen — Cnientianict 3 3abe3nedeHHs SKOCTi

CepTtudikar neperiasHyTo: (mipmuac) 17.11.2020
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IIponyxkrt:

Jlikapchka opma:
VnakoBka:

AKTHBHICTB:

AKTHBHa pEYOBHHA::
Cepisi:

Kon SAP:
Kpaina-immoprep:
Kpaina BupoOHHuLTBA:
Kpaina noxomxeHss:

PeecTpariiiiie nocBaiueHHs:

BupobHuntBo iH-6ak:

BupoOHUIITBO, yIaKOBKa Ta BHIIYCK cepil:

Kinskicrs cepii: 23,892 ym.

AstraZeneca%

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

Jexkaapanis BUpoOHAYO0I AiNbHAII

Kcirayo ITponoHr, TabieTk: BKPHTI IUIIBKOBOIO 0G0JIOHKOO MPONOHTOBAHHOT il
no 10/1000 mr

TabIeTKM BKPHTI IUTiBKOBOIO 00010HKOI0 1o 10 /1000 Mr

ITo 7 TabaeTok B GicTepi; mo 4 GiicTepa B KapTOHHI KOPOGHi 3 MapKyBaHHAM
YKpaiHCBKOIO MOBOIO

Hanarni¢nosud nponangion 12,30 Mr, 110 ekBiBaIeHTHO Janarmigaosuny 10 Mr
i Metdopmina riapoxnopuay 1005.04 mr

10 Mr ganarnidno3us/1000 Mr MmeTdopMiHa rigpoxiaopuaa

MMO0078

100003113

Vkpaina

ClIA

CHIA

UA/15983/01/01

Actpa3eneka dapmacerotuxanc JIIT
4601 Xaityeii 62 Ict, Maynt BepHow, IN, 47620, CIIIA
GMP: 938368834

InenTudikaniiamii HoMep miAnpUeMcTBa: 1825662

Actpa3enexa ®Papmacerorukaic JiI
4601 Xaiiye# 62 Ict, MaynT Bepnon, IN, 47620, CIIIA
GMP: 938368834

InenTudikaniiinuit Homep nmiaAIpUeMCcTBa: 1825662

JlaHuM MiATBEPIXKYETHCS, 110 BHILE 3a3Ha4eHa iH(opMalis € JocToBipHOIO 1 paBuibHOWO. lana cepis Gyna
BUT'OTOBJIEHA Ha 3a3HAYECHIN BUPOOHUYIN AIIAHII, BKJIIOYAIOYH YIAKOBKY Ta KOHTPOJIb AKOCTI, Y MOBHIH BIANOBIAHOCTI
1o Bumor GMP. CepifiHe BUpOOHHIITBO Ta IIPOTOKOJIM aHAJII3y HEpEBipEHO Ta BCTAHOBJIEHO, IO BOHH BiANIOBIAAIOTH

pumoram GMP.

BI/I]’IYCK CXBAJICHO!:

CepTudikar nepernsHyTo:

(migmuc) 16.11.2020

Yenci Amnex — Crnenjanict 3 3a0e3neueHHa AKOCTI

(manuc) 17.11.2020




AstraZeneca§

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

| CERTIFICATE OF ANALYSIS ]

Product Description; XIGDUO PROLONG TAB 10MG / 1000MG BL 4X7EA UA
SAP Item Code: 100003113

Lot Code:

MMO078

Manufacturing Date: July 29, 2020

Expiration Date: June 30, 2023
Manufacturina/Testing Site: AstraZeneca Pharmaceuticals LP, Mount Vernon, IN USA
Packaging Site: AstraZeneca Pharmaceuticals LP, Mount Vernon, IN USA

Physical Description; A yellow to dark yellow, biconvex, oval shaped, film coated tablet with “1073" and “10/1000* debossed on
one side and plain on the other side.
Analysis Description Specifications Results -
. The retention time of the major peak in the sample
95012271 :g:lr:rt‘I;ica;tnon Dapaglifiozin HPLC chromatogram corresponds to that in the standard Confirmed
y chromatogram,
95015162 Identification Dapaglifiozin IR: ATR I::c‘:f:;"“'“ of the sample conforms to the reference Confirmed
The retentlon time of the major peak in the sample
95012253 Identification Metformin HPLC (Primary) | chromatogram corresponds to that In the standard Confirmed
chromatogram.
95015162 Identification Metformin IR: ATR :::;f:;"”“" of the sample conforms to the reference Confirmed
95012271 Assay Dapaglifiozin - HPLC 90.0 - 110.0 % of Label 97.1
95012253 Assay Metformin ~ HPLC 90.0 - 110.0 % of Label 100.3
- Impurities/Degradants — Metformin - HPL.C
Individual Unspecified Impuriti <=0.1% <0.19
95012253 —r purifes [ d [ <0.1%
Total Impurities . <=0,5% <0.1%
Uniformity of Dosage Units -
356X / 95012271 D ag;_llfl gzln ge Un Must comply with harmonized compendial requirements. Complies
356X / 95012253 Uniformity of Dosage Units - Metformin Must comply with harmonized compendial requirements. Complies
95012246 Dissolution — Dapaglifiozin - HPLC >= 80 % (Q) dissolved in 30 minutes 95
) => 20% and <= 40% in 1 hour 30
95012246 Dissolution - Metformin - HPLC => 45% and <= 65% in 3 hours 58
=> 85%.In 10 hours 95
003J Water Content <= 5.4% 1.4
_Total Aerobic Microbial Count <= 1000 CFU/g. <10
250367 / 5450A Total Molds/Yeasts Count <=100 CFU/g <10
“Escherichia Coli Must be absent In 1 gram Absent

Release Date: November 13, 2020

| 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 sites(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:

REVIEWED BY:

DATE: November 16, 2020

Chelsea Allen — Quality Assurance Specialist
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AstraZeneca%

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

| SITE STATEMENT 1

Product
Pharmaceutical form
Package
Strength

Active Substance

Batch

SAP Code

Importing Country
Country of Manufacture
Country of Origin
Registration Certificate

Bulk Manufacture

XIGDUO PROLONG, prolonged-release film coated tablets 10/1000mg
Film-coated tablets, 10mg/1000mg

7 tablets in blister; 4 blisters in a cardboard carton with labeling in Ukrainian
dapagliflozin propanediol 12.30 mg, equivalent to dapagliflozin 10 mg and
metformin hydrochloride 1005.04 mg

10mg Dapagliflozin / 1000 Metformin HC1

MMO0078

100003113

Ukraine

Us

us

No. UA/15983/01/01

AstraZeneca Pharmaceuticals LP

4601 Highway 62 East, Mount Vernon, IN, 47620, USA
GMP Reference Number: 938368834

Facility Establishment Identifier Number: 1825662

Primary & secondary packaging, release:

Quantity Released: 23,892 EA

AstraZeneca Pharmaceuticals LP

4601 Highway 62 East, Mount Vernon, IN, 47620, USA
GMP Reference Number: 938368834

Facility Establishment Identifier Number: 1825662

It is hereby certified that the above information is authentic and accurate. This batch of product had been
manufactured at the above mentioned site packaging and quality control in full compliance with thc GMP
requirements. This batch processing and analysis records were reviewed and found in compliance with GMP,

RELEASED BY:

REVIEWED BY:

a,(ij_/\,\, -1-zozo

Chelsea Allen — Quality Assurance Specialist
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HAEPKJIIKCIIYXXBA
AEPXKABHA CJIYKFBA 3 JIIKAPCBKHUX 3ACOFIB TA KOHTPOJIIO 3A

HAPKOTHUKAMH Y KHIBCBKII OBJIACTI

npocniexT Basepia JloGanoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOYV 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOro B YKpaiHy JiKapchbKkoro 3acoby

19.04.2021 Ne 18264/21/10

KCITIYO IPOJIOHT

(naliMeHyBanHs nikapcbkoro 3acoy 3riHo 3 peecTpamifHEM NOCBiYCHHAM)

ooooo

Ta0,1eTKH, BKPUTI ILTIBKOBOX0 060/I0HKO010, IPOIOHTroBaHOY AiT mo 10/1000 mMr no 7 Taérerok y
Guictepi; o 4 GaicTepH y kapTonniii Kopo6ui

(¢popma BunycKy, 103yBaHHS, BU NAKYBAHHS TIKaPCHKOrO 3aco0y)

Howmep peecrpauiiitioro nocsizuenns UA/15983/01/01 crpox nii peectpaniiinoro nocsimuenns 12.05.2022

Cepis nikapcekoro 3aco6y Ne MMO0078 Kinskicts BBe3¢HOrO JiKapcskoro 3acoby 3825
Bupo6rmuk Actpa3enexa ®Papmacsiotukaic JIIT, CIIIA
(HaliMeHyBanHs BHPOGHHKa Jlikapcskoro 3acoly, KkpaiHa TIOXOJIKEHHA)
BaeseHo B Vkpainy Crinbne ykpainchKo-ecToHcbKe mixnpuemcrso y popmi TOBapHCTBA
3 00MeKEHOI0 BiAMOBiAANBHICTIO "Onrima-®apm, JITA", inenr. kox:
21642228

(naitmeHyBanus Ta kox 3a EJIPTIOY opuauyHoi 0co6H aGo NpisBULLE, iM'A, 10 GaTHKOBI ¢izuunol
oco6H - mianpuemus, ii Miciie NPOXABAHHS Ta peecTpaLiiHHii HOMep 06Nik0BOT KAPTKH NIaTHHKA
noxarxie a6o cepid Ta HoMep nacrnopTa)

Ilpotokon BisyannHoro kourpomo Bin 09.04.2021 Ne 1102/19.

3a pesynbrataMu IEpKABHOTO KOHTPONIO BCTAHOBJICHO, IO Jikapcekuit  3aci6 BBe3eHo B VkpaiHy 3
AOTPHMAHHSM BHMOT 3aKOHOZIABCTBA WIOO 3a0€3NedeHH s AKPCT] nikapchKUX 3aco6iB.

—r
Tt

PR

By N

xz,// 1"r \\\ e (v]

3acryffi ClryRon Z—  Onexciit COJIOJIPAH
( t < 5 g? 61“{%#% ﬂebmafﬂol‘*o KOHTPOJIIO) (rﬁzl"nuc) (inittianu Ta npissuie)

e SN Sk SRR ) R
N A L, s H
NEN oM s )

ohis
. . e
7 ~. - o2 7



http://www.tcpdf.org

