AstraZeneca:

AstraZeneca Pharmaceuticals LP
4601 Highway 62 East

Mount Vernon, IN 47620 US
| CEPTH®IKAT AHAJI3Y |
Omnuc npoaykry: Kom6ormiza XR, Ta6. S Mr/1000 mr (4 Gricrepax7) A3 Ykpaina
Kox SAP: 2000201289 Jata supo6uunrsa: 08 gepsus 2020 p.
Howmep cepii: MH0244 . Crpok mpuparnocti: 31 tpasas 2022 p.

Omnmc: Poxesi, 1BoommyKi TaGneTkH y $popMi Karcyst, BKPHTI IITIBKOBOK 060I0HKOI0, 3 Hammacamu 5/1000 3
oziHoro 6oxy i 4223 3 iHMOro, HAaHECEHHMHU CHHIMH YOPHHIIAMM.

AHani3 Onuc Cneundikauin PesyabraTi
Inentndixanis Yac yTpuMyBaHHS OCHOBHOTO IliKa Ha XpoMaTorpami Binnosinae
95011156 cakcarintuHy, BEPX BHNPOGYBAaHOTO PO3YHHY MOBHHEH BiANOBiAaTH Hacy

YTPHMYBaHHA MKy CaKCarjilTHHY Ha XpoMaTorpami
CTaHJapTHOTO PO3YHHY.

95012048 Inentndixanis 3nauenns Rf miamu cakcarnintuny pis Bunpo6ysaHoro Bignosinae
cakcaryintagy, THIX PO3YHMHY NOBHHHO BiIMOBiAaTH TaKOMY JUIA PO3YHHY
CTaHmapTy
95011506 Inentndixaris .Hac yTpHMyBaHHA OCHOBHOTO I1ika Ha XpoMaTorpami Bianoeinae
Merdopminy, BEPX BHIIpOGYBaHOTO PO3YHHY NOBHHEH BiANOBiAaTH 4acy

YTPUMYBaHHA MKy MET(POPMiHY Ha XpoMaTorpami
CTaHJapTHOTO PO3YHHY.

0100 InenTndixanis CnexTp BUIIpo6yBaHOTO 3pa3ka MOBKHEH MaTH Binnosinae
Metdopminy, I — IIB MaKCHMyMH TIOTJIHHAHHSA IPH THX € HOBXHHAX XBHIIb,
10 i peYOBMHA NOPiBHAHHS, B MeXax Po3iIbHO
3/IaTHOCTi CHCTEMH, K2 3aCTOCOBYETBCS VISl aHANI3Y.

95011156 KinbkicHe Bu3HaYeHHA 4,50-5,25 mr/ra6nerka/90.0-105.0% Bin HOMiHAILHOI 5,02
Cakcarnintuay BEPX: KIIBKOCTI
95011506 KinekicHe BU3HaueHHAS 900-1100 mr/Tabnerka/90.0-110.0% Big HomiHaILHOT 1004
Merdopminy (BEPX) KiJIBKOCTI
95011157 Howmimkn — cakcarnintua BEPX
BMS-537679 <1.0% <0.05
BMS-794372 <1.0% <0.10
Bynw-sixa iHma <0.4% <0.05
iHAUBigyanbHa
Cymaphnii BMicT <2.0% <0.05
95011506 Howminky — Merdopmin BEPX
Byns-sixa inma <0.1% <0.1
iHIuMBiAyanIbHa
CyMapHHii BMicT <0.5% <0.1
356X/95011156 | OnuopimnicTs Iosunen Binnosinatu €sp. Gapm rapm.MeTon Bignosinae
JI030BaHHX OJHHHIb
95011058/0311 | PosunHenHs 280% (Q) MOBHHHO NIEPETH B PO3YMH 32 100
Cakcarmintuny BEPX 30 xB
95011058/0311 | PosunneHHs 1 rommua: 18%-32% Mae nepeiTu B po3umy 22
Metdopminy BEPX 3 romunn: 42%-62% Mae nepeHTH B pO3UUH 50
10 ronnn: >80% Mae nepeity B po3unH 89
003) Bona <5,5% 1.6

Jara Bumycky cepii: 29 annns 2020
JlaHHM MiATBEPIKYETHCA, MO BUINEBKa3aHa iHdOpMaris € ROCTOBIPHOIO, BHXOAAYH 3 TaGOPATOPHOTO TECTYBaHHSA 3pa3KiB

AZHOTO MPOIYKTY 3TiZIHO i3 3a3HAYEHOIO AHATITHYHOT METONMKOI0. JIaHHUH TIPOAYKT BHTOTOBJICHMH 3TifiHO mpoueayp BMS
BianoBinHO 1o BuMor GMP CIIIA.

IATOTOBJIEHUM:  (nidnuc) Hara: 30 nunus 2020
Yenci AneH - criemianict 3 3a6e3meye s SKOCTi

INEPEIIAHYTO: (nionuc) 31.07.2020

Crop.133
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AstraZeneca &
AstraZeneca Pharmaceuticals LP

4601 Highway 62 East
Mount Vernon, IN 47620 US

JEKJAPAIIISA BUPOBHNYOI
JLJIBHUIIL
IMpoayxkr: Komb6orniza XR, BKpHTI NIiBKOBOI 060JI0HKO0 TabeTku, 1o 5 Mr/1000
Mr
Jlikapchpka dopma: BKDHTI IUTIBKOBOIO 060JIOHKOIO TabneTk, mo 5 mr/1000 mr
VYnakoBka: ITo 7 Tabnerok B 6micTepi; no 4 GiicTepa B KAPTOHHIH KOPOOLI
AXTHBHICTB: 5 mr/1000mr
AXTHBHA peUOBHHa: 5 mr cakcarninTury /1000 Mr MeThopMiH riapoxaopury
Cepis: MH0244
Kon SAP: 2000201289
Kpaina-imnoprep: VYkpaina
Kpaina BupoOHHITBA: CIIA
Kpaina noxomxenss: CIIA

Peectpamiiine nocsiguenns: UA/12952/01/03

Bupo6unya nineanis AQ®I cakcarminruny:  Csopac JlaGoparopic
Botepu Jleiin, Copac, Ko, Jly6unin, Ipnanais
GMP: 2011-084

Bupo6uu4a ninsaunsg A®I merdopmin Mepk Henrtp JE Iponakrc

T1IpOXJIOpHAY: 5, Py Kiiement Anep F-62100, Kanaic, ®pannis
Homep Bupo6uuy0i minensii: F10/381
GMP: HPF/FR/78/2012
InenTndikaniiinuii Homep ninnpuemcTBa: 2623458

Bupo6HHNTBO iH-0aJIK, yIIakoOBKa Ta Acrpa3eneka ®apmacsrotukaic JIIT

BHIIYCK IIPOAYKIi: 4601 Xaityeit 62 Ict, Mayut Bepuon, IN, 47620, CILIIA
GMP: 938368834
InenTudikaniiinmii Homep ninnpuemcrsa: 1825662

Bunymena kinskicts: 4 000 ym.

JlaHuM MiATBEPIUKYETHCSA, IO BHIIEBKA3aHa iHpOPMALIisi € JOCTOBIPHOIO i npasuibHOW0. JlaHa cepis 6yna
BUTOTOBJICHA / IPOBE/IEHa Ha BUINEBKA3aHiii BUPOOGHUYiH AiNAHII ynakoBka i KOHTPOJIb AKOCTI B MOBHiH
BianosiaHocTi 3 Bumorami GMP. Cepiiite BAPOGHHITBO Ta IPOTOKOMH aHaji3y nmepesipeHi i BCTAHOBIEHO, 110
BOHH Bi/iNOBifa10Ts BUMoraM GMP.

IMIATOTOBJIEHUM: (nionuc) 30.07.2020
Yenci AnteH - crienianict 3 3a6e3neyeHHs SKOCTi

Ctop.233
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AstraZeneca Pharmaceuticals LP
4601 Highway 62 East
Mount Vernon, IN 47620 US

INEPETJIAIHYTO: (nionuc) 31.07.2020

Ctop. 333




AstraZeneca &

AstraZeneca Pharmaceuticals LP
4601 Highway 62 East

Mount Vernon, IN 47620 US
CERTIFICATE OF ANALYSIS
e 2 e

Product Description; Komboglyza XR Tab 5/ 1000 MG BL 4X7 EA UA

SAP Item Code: 2000201289 Manufacturing Date; June 08, 2020
Lot Code: MH0244 Expiration Date: May 31, 2022
Physical Description; Pink, biconvex, capsule shaped, film coated tablet, with 5/1000 printed on one side and 4223

printed on the other side, in blue ink.

Specifications I Results

Description

‘ Analysis

T The retention time a]opeak in the sample
95011156 Identification Saxagliptin HPLC chromatogram must correspond to that in the standard Confirmed
. chromatogram.
. The RF of Saxagliptin spot for the sample solution
‘ 95012048 Identification Saxagliptin TLC corresponds to that of the standard solution. Confirmed
The retention time of the major peak in the sample
95011506 Identification Metformin HPLC chromatogram must correspond to that in the standard Confirmed
chromatogram.
Sample spectrum exhibits maxima at the same wavelength
0100 Identification Metformin IR-ATR as the reference material, within the resolution capability Confirmed
of the analysis. o B
95011156 Assay Saxagliptin - HPLC 4.50 = 5.25 mgitablet / (90.0 — 105.0% of label amount) 5.02
95011506 Assay Metformin - HPLC 900 - 1100 mg/tablet / (90.0 ~ 110.0% of label amount) 1004
Impurities/Degradants — Saxagliptin - HPLC
BMS-537679 <=1.0% : <0.05
95011157 BMS-794372 <= 1.0% <0.10
Individual Other R | <=0.4% ' <0.05
Total <=2.0% <0.05
_Impurities/Degradants — Metformin - HPLC
95011508 Individual Other <=0.1% <0.1
- Total <= 0.5% - <0.1
356X /95011156 Uniformity of Dosage Units | .Must comply with the EP harmonized requirements. Complies
95011058 / 0311 Dissolution - Saxagliptin = HPLC >= 80 % (Q) dissolved in 30 minutes 100
1 Hour: 18% - 32% dissolved 22
95011058 / 0311 Dissolution - Metformin - HPLC 3 Hours: 42% - 62% dissolved 50
10 Hours: >= 80% 89
003J Water <=55% 1.6

Release Date: July 29, 2020

We hereby certify that the above are a true record of our laboratory’s examination of samples of this product in accordance
with the analytical methods listed. This product was manufactured in conformance with AstraZeneca procedures in
compliance with US cGMP requirements.

PREPARED BY: y M LAL
Chelsea Allen - Quality Assurance Specialist

REVIEWED BY: :ﬁ iﬁ, _ 07/3¢f2 020

DATE: July 30, 2020
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AstraZeneca

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

ll SITE STATEMENT |
Product : Komboglyza XR, Film-coated tablets, Smg/1000mg
Pharmaceutical form : Film-coated tablets, 5Smg/1000mg
Package : * 7 tablets in a blister; 4 blisters in a carton
Strength i 5mg/ 1000mg
Active Substance H Smg Saxagliptin / 1000 Metformin HCI
Batch 5 MHO0244
SAP Code ¥ 2000201289
Importing Country d Ukraine
Country of Manufacture * uUs
Country of Origin 3 US
Registration Certificate  : UA/12952/01/03
Saxagliptin API Manufacturing Site: Swords Laboratories

Watery Lane, Swords, Co, Dublin, Ireland
GMP Reference Number; 2011-084

Metformin HCl API Manufacturing Site: ~ Merck Centre DE Production
5, Rue Clement Ader F 62100 Calais, France
Manufacturing Authorization Number: F10/381
GMP Reference Number: HPF/FR/78/2012
Facility Establishment Identifier
Number: 2623458

Bulk Manufacture, Packaging, and
Product Release Site: AstraZeneca Pharmaceuticals LP
4601 Highway 62 East, Mount Vemon, IN, 47620, USA
GMP Reference Number: 938368834
Facility Establishment Identifier
Number: 1825662

Quantity Released: 4,000 EA

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 the GMP
requirements. This batch processing and analysis records were reviewed and found in compliance with GMP,

PREPARED BY: WQ{Q{_/ e 077/30 |zoz0

Chelsea Allen — QA Specialist

REVIEWED BY: .ﬂq ;ﬂ«o o 3!/0*“’
=Y !




JAEPXJIKCIIYKBA
HEPKABHA CJIYXBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIA OBJIACTI

npocnekt Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Ten/akc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3EHOI0 B Y KpaiHy JiKapchbKoro 3aco0y

12.01.2021 Ne 72932/21/10

KOMBOI'JII3A XR
(natiMenyBaHHs JiKapchKoro 3aco6y 3riHO 3 peecTpauiitHuM NOCBiAYeHHAM)
Ta0JIeTKH, BKPHTI ILIIBKOBOI0 060/10HK010, 10 5 Mr/1000 Mr no 7 Tabnerok y Gaictepi; no 4
OJricTepH B KapTOHHiii Kopooui
(bopma Buycky, 103yBaHHS, BUI [TAKYBaHHA JiKapcLKOro 3acofy)

Homep peectpaiittoro nocsimuenns UA/12952/01/03 crpox nii peectpauiiiroro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne MH0244 KinpkicTh BBE3€HOro nikapcbkoro 3acoby 12

Bupo6Hux Actpa3enexa ®apmacrrotukanc JITT, CIITA

(naiiMenyBanns BUpOGHHKA TIKapPCHKOTO 3aC00Y, Kpaina M0XO0MKeHHS)
BgeseHo B YkpaiHy CuijibHe yKpaiHChKO0-eCTOHChKE MXNPHEMCTBO y GopMi ToBapHCTBa
3 oOMeskenolo BitnopinanbHicTo "OnriMa-®apm, JIT/", izent. kon:
21642228
(naimenysanus Ta kox 3a €IPTIOY wopunu4Hoi ocobu a6o mpissuLe, iM's, N0 6ATLKOBI Ghiznunol

ocolu - nianpuemi, if Micle NPOXUBAHHA Ta peecTpauiiHKi HoMep O6NIKOBOT KAPTKY MIATHAKA
noznarkis aGo cepif Ta Homep macnopra)

IpoTokoa BisyansHoro koutpoao sig 30.12.2020 Ne 4661/6.

3a  pesyiNbTaTaMu JEPKABHOTO KOHTPONIO BCTAHOBJIEHO, IO JKapCLKMH 3aci6  BBEseHO B Vkpainy 3

AOTPHMAHHSM BAMOT 3aKOHOJABCTBA INO/I0 3a6e3MeYEHHs HKOCTI JTiKapCLKUX 3aCOBiB.

3am%u§§5ﬁ;ﬁ WEH %@JI}&K@H \ Onexciit COJIOIIPAU

(ﬁ]&&o a( Hy ﬂ%pxé—quP}O KOHTPOJIIO) \/(ni,zmnc) (imiuiaiu Ta npizsuuie)
4 S b , J T [ 5 .
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