Actpa3enexa IOK Jlimirten *

Cink Poan Bisnec Ilapk- Maxkicding - Yemnp - Besinka Bpurania- SK10 2NA
Ten.: + 44 (0) 1625 582828 daxc.: + 44 (0) 1625 422266 astrazeneca.com

OHIJII3A, Tab1eTKH, BKPHTI ILTIBKOBOIO 000JI0HKO10, 110 5 MI
(10 Ta6nerok y Gaicrepi, o 3 6;1icTepn B KapToHHil Kopooui)

CEPTHU®IKAT AHAJII3Y

 BI9UIZRIISY

AKTHBHA peyoBuHa: EXBiBajIeHT S MI cakcarIinTHHY ripoxJopu

Cepin RH362

[ara BupoOHMITBA 05 nucromana, 2019

Crpox npuaarHocTi 31 :xoBTHS, 2022

Homep ninensii Ha BUpoGHUIITBO 17901

Homep peecrpaniiiHoro nocBiqueHns UA/10715/01/02

BHUITPOFYBAHHA KPHUTEPII HPI/II?‘IHHTHOCTI PE3VIIBTAT

Onuc (Bisyanbhiii anasis) Poxesi, aBoonykii, kpyri TaGneTku, BKpHUTi | Binmopinae
IUTIBKOBOIO 00OJIOHKOIO, 3 HAIIUCOM 5 3 OHOTO
Ooky i nHanmcom 4215 3 iHmoro, 3po6neni
CHHIM YOPHHJIOM.

Inentndikxanis (BEPX) Yac yrpuMyBaHHS OCHOBHOTO IiKa Ha Bimmosinae
XpOMaTorpami BUNIpoOYBaHOTO PO3UHHY Ma€
BIITIOBIZIaTH Yacy yTpUMyBaHHs Ha
XpOMaTorpami CTaHAapTHOTO PO3YHHY.

InenTndikania (Y®) Cnextp B Y@ i BuauMiit o6nacTi as Bimnosinae
BUINPOOYBaHOTO PO3YHHY TOBHHEH GYTH
HIOPiBHIOBAaHHUM i3 ciekTpoM B V@ i BHaMMiii
0671aCTi U1 CTAaHAAPTHOTO PO3YHHY.

Kinnkicue 4,75 — 5,25 mr/Tabnetka 5,00 mr/Tab

susHa4eHHs (BEPX)

95,0 % - 105,0 % Bix 3asaBiI€HOI KUIBKOCTI

100,1% sBig
3asBJIEHO] KUIBKOCTI

OpxopiguicTn IToBHHEH BIANOBINATH TapMOHI30BAHAM Bimmosigae

JA030BaHUX (®apm. CIIA / €p. Dapm. / Gapm. Snowii)

onuauns (BEPX) BHUMOTaM

Homimxn/IIponykTn

aerpananii (BEPX)
BMS-537679-01 <=1,0% <0,05%
Inmi inauBiyanbHi <=0,5% 0,1%
Cyma <=1,6% 0,1%

Mikpo6ionoriuna yacrora
3arajpHe YHCIIO
acpoOHHX MiKpoOpraHizMin
3araipHa KUTBKICTh
IUTICEHEBHX 1 JPDKIHKOBHX
rpubiB
Escherichia coli

<1000 KYO/r

<100 KYO/r

IToBunHi 6yTH BifgcyTHI B 1r

Tect He mpoBoOAUBCS

Tect He IIPpOBOAMNBCA

TecT He nmpoBoaMBCS
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Actpa3enexa IOK Jlimiren -
Cinx Poan Biznec ITapk: Makkicdina - Yemnp - Bennka Bpuranis- SK10 2NA
Tea.: + 44 (0) 1625 582828 Paxc.: + 44 (0) 1625 422266 astrazeneca.com

CEPTU®IKAT AHAJII3Y

OHIVII3A, TabaeTkH, BKPHTI IUIIBKOBOIO 000J10HK0I0, 10 5 MT
(10 Tabaerox y GaicTepi, o 3 6JricTepa B kapTOHHIH KopoGii)
AxTHBHA peyoBnHa: ExBiBajieHT 5 Mr cakcariinTuHa riapoxJiopina

Cepin RH362

Jara BupoOHMITBA 05 nmcromana, 2019

Ctpok mpuaarHocTi 31 xoBTHS, 2022

Homep ninensii Ha BUpoGHHITBO 17901

Homep peectpaniiinoro nmocBinueHus UA/10715/01/02

BHITPOBYBAHHSA KPHUTEPH MPUAHATHOCTI PE3VYJIbTAT

Kpaina noxomxenns: CIIA

Bupo6uuk “in-bulk”: Acrpa3enexa ®apmacsrotuxanc JIIT
4601 Xaityeii 62 Ict, Mayut Bepnon, IN, 47620, CIIIA
FDA inentucdixarop ycranosu 1825662

Bupo6uuk, Bianosiganbnuii 3a NepBHHHY Ta BTOPHHHY YIAKOBKH Ta BHITYCK cepii:
Actpa3eneka FOK Jlimiren,
Cink Poan Bizuec [Tapk, Makkincding, SK10 2NA, Benuka Bpuranis
MIA: UK MIA 17901
GMP: UK MIA 17901 Insp GMP 17901/10117-0039

BupoOnuk, BiqnoBizaabHuii 3a KOHTPOIL AKOCTI:
Actpa3eneka Ab
®opckapraral 18 ta [epryneseren,
Conepran’e, lsewis
15185
6.2.1-2018-053619

Kinbkictn: 4521
Hara punycky: 11 tpasas 2020

JlaHuM miaTBEpKYIO, 110 BUIIEBKa3aHa iH(popMaLLis € AOCTOBIpHOIO i IpaBMIBHOMW. [lana cepis 6yna
BUI'OTOBJIEHA, BKIIOYAI0YH YIIAKOBKY i KOHTPOJIb SKOCTI, B IIOBHiH BiIHOBimHOCTI 3 BUMOoramMu GMP
JIOKaJILHOTO PETYIATOPHOTO OpraHy Ta 3rifjHo cnenudikaniii peectTpaniiiHoro gocke kpainu
iMnoprepa. CepiiiHe BUPOGHULTBO Ta HPOTOKOJIH aHANI3Y nepeBipeHi 1 BCTAHOBIIEHO, IO BOHH
BianoBizaloTs BUMoraM GMP.

Bunyuieno /minnuc/ Jara 24 yeprHs 2020
®in C.X. Hdesic (Menemxep 3 3a6e3meueHns akocTi)

YnoBHOBaeHa 0c06a 3 AK0CTi 3rigHo Bumoram J{upextusu 2001/83/CC
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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)
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Active substance: Equivalent to Smg Saxaglaptin Hydrochloride

Batch Reference RH362
Date of Manufacture 5t November 2019
Expiry Date 315t October 2022

Manufacturing Authorisation Number 17901

Marketing Authorisation Number UA/10715/01/02
TEST ACCEPTANCE CRITERIA RESULT
Description (visual analysis) Pink, biconvex, round, film coated tablet Complies

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

Identification (HPLC) The retention time of the major peak in the Complies
sample chromatogram corresponds to that
in the standard chromatogram

Identification (UV) The UV-Vis spectrum for sample solution  Complies
is comparable to that of the standard
solution.
Assay (HPLC)
Assay 4.75-5.25 mg/tablet 5.00 mg/tablet
Assay 95.0% — 105.0% of label claim 100.1% of label claim
Uniformity of Dosage Units Complies with the harmonized Complies
(HPLC) (USP/PhEur/JP) requirements
Impurities/Degradants (HPLC)
BMS-537679-01 <=1.0% <0.05%
Individual others <=0.5% -0.1%
Total <=1.6% 0.1%
Microbial limits
Total Aerobic Microbial <1000 CFU/g Test not performed
Count
Total Molds/Yeasts Count <100 CFU/g Test not performed
Escherichia coli Absentin 1g Test not performed
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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, 5Smg
(10 tablets in a blister; 3 blisters in a carton box)
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Active substance: Equivalent to Smg Saxaglaptin Hydrochloride

Batch Reference ~ RH362
Date of Manufacture 5t November 2019
Expiry Date 31t October 2022

Manufacturing Authorisation Number 17901

Marketing Authorisation Number UA/10715/01/02
TEST ACCEPTANCE CRITERIA RESULT
Country of Origin: USA

Manufacturer responsible for Bulk Manufacture
AstraZeneca Pharmaceuticals LP
4601 Highway 62 East, Mount Vernon, IN, 47620, United States
FDA Establishment identifier 1825662

Manufacturer responsible for primary & secondary packaging, batch 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 17901/10117-0039

Manufacturer responsible for quality control:
AstraZeneca AB
Forskargatan 18 and Gartunavagen,
Sodertalje, Sweden
15185
6.2.1-2018-053619

Quantity: 4,521

Date of Release: 11* May 2020
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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: Equivalent to Smg Saxaglaptin Hydrochloride

N BIBUIZEIISY

Batch Reference RH362
Date of Manufacture 5% November 2019
Expiry Date 31% October 2022

Manufacturing Authorisation Number 17901

Marketing Authorisation Number UA/10715/01/02

TEST ACCEPTANCE CRITERIA RESULT

I 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 ful
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 @ ..., L‘lkwu ..... Date ﬁ " i'\x 0(203\0

Phil C.H. Davies (QA Manager)

Qualified Person accotging to the requirements of Directive 2001/83/EC
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JIEPYCUTIKCITY KBA
JEPXKABHA CJIY)KBA 3 JIKAPCHLKHUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMMU Y KHIBCBHKIIT OBJIACTI

npocnekt Banepis Jlo6aHoscskoro, 51, m. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
Npo AKICTH BBE3€HOT0 B YKpaiHy JiKapchKoro 3acoy

12.01.2021 | Ne 72941/21/10

OHIJII3A

(HafiMeHyBaHHS JTiKapCLKOro 3acoby 3rifHO 3 peecTpaulifHUM noceinyeHnam)
Ta0/JIeTKH, BKPHUTI ITiIBKOBOI0 06010HK010, 110 5 Mr, 1o 10 TabJeToK y Oaicrepi; mo 3 Gaicrepn
B KapTOHHIi Kopooi

(bopma Bumycky, 03yBaNHS, BUI MAKYBaHHs nikapceKoro 3acoGy)

Howmep peecrpauiitnoro nocsimuenss UA/10715/01/02 crpox nii peectpauitinoro nocsizuesns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne RH362 KutekicTs BBe3€HOrO Nikapcskoro 3acoby 240
Bupo6Huk Acrpa3enexa IOK Jlimiten, Bemmka Bpuranis
(HafiMeHyBanHs BUPOGHUKA NiKapCEKOro 3ac06y, KpaiHa [OXOMKEHHA)
Baesero B Ykpainy CrijnHe yKpaiHCLK0-eCTOHChKE MANPHEMCTBO Y ¢dopmi ToBapucTBa
3 o0MekeHo10 BignoBigaabHicTIO "Onrima-®apm, JITH", igent. kon:
21642228

(nalimenyBanns Ta koa 3a €/IPTIOY 10puantHoi 0cobu a6o Tpi3BHINe, iM'st, M0 GaTskoBi dizmunoi
0co6u - mianpuemns, ii Micne npoxuBaHH Ta peecTpauifinuit HoMep 061iKoBOT KapTky IaTHHKA
nojatkis abo cepist Ta Homep nacnopra)

ITporoxoa BisyanbHoro koutpomo Bix 30.12.2020 N 4661/15.

3a pesynbraramMu JepkKaBHOTO KOHTPOIIO BCTAHOBJIEHO, IO JiKapchkuit 3aci6 BBeseHo B VkpaiHy 3
[lOTpﬂMaH#l-H_l_l_\;l BHMOT 3aKOHOJIaBCTBA IO 3a6e3NMEYEHHA AKOCTI JIIKAPCHKUX 3ac00iB.
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