JEPKABHA CIIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMH Y KHIBCHKIA OBJACTI

npos. Ceitnnanot Haxdl, 3, m.Knis, 02099, ten/haie: (044) 363-06-50
E-mail: dis.ko@@dls.gov.ua, Kop €APIIOY 37078774

BUCHOBOK
Apo AKIiCTh BRE3€HOT0 B YKpainy JiKapchKkoero 3acoty

14.11.2024 Ne 57940/24/10

LPHJIIHTA

(uaiisenysanns AiKapCEKOro 3aco0y 3riAH0 3 peecTpanifinim nocsiAeHTan)
Tabs1eTicH, BKPRTI IIiBKROBOK0 00001K010, 1o 60 Mr; no 14 Tabaerox y 6xicTepi; mo 4
paicrepu y kaprousiii xopo0Oui

(thopa BHITYCKY, DOTYBOHHA, BILI NAKYBAHHA nigapcLKoro 3acoby)

Howmep peectpauiiinore nocsigsenns UA/12164/01/02 crpox aii peectpaniitnore nocsigzesna 01.01.2099

Cepis aikaperkoro sacody Ne KEMV KinpkicTs BBeseHoro aixapesxoro sacoby 30
BitpoGrsk Actpa3eneka AB, Hisemis
{uaiimenypanus sipoGunsa Aikaperroro sacofly, KpaiHa NOXOMKEHHA)
Bseaero B Yipainy Criapiie yxpaiHCBKO-eCTONCEKE HIAHPHEMETRO ¥ (OpMi TOBAPHCTBA
3 ofmereno10 Binmorigananuictio "Onrisa-Oapa, JITH", igenr. xon:
21642228

(safivenynanus Ta kog 3a EJPTIOY opuasvHol ocodu abv npizenme, in', no Gatexoni gismusol
ocoGit - DIRMpItEMUR, T Miclle HPOXHBAHHEA T4 peccTpaliiiiii Rovep obaikonol KapTKH ANATMHIKE
nonatris a6o cepis Ta HOMep macnopTa}

Mpotoxon pisyamsuore rorrpomio pix 07.11.2024 Ne 3455/6.

33 pesyARTAaTAMIE ZEQAKABHOIO KOHTPOMO BCTAHOBREHO, 1IN0 JHkapeekmii 3acib smeseHo B Yrpainy 3
JAOTPHMAHHSM BIfMOr 3aK0HOHABCTEA LIOAO 3a0€3MEYCHHS AKOCTI iKapesKIX 3ac06iB.

Bixrop CTE®KIBCKHH
e

T {riankcy” {iHidians T4 npizsKuE)}




Heperaai s anraiticniol sosn na VRPUTHCLRY

Actpaleucka AB

AstraZeneca

Hlnenis

i
R
g/ Acrpadencea AB Crinen Quiepeitiicnc
SE-131 85 Cogepran’e

Ten +46 (038 353 260 00
®ake: +46 (0)8 352 544 80

CEPTH®IKAT AHAJII3Y

BPHUIIHTA
ARTuBiicTs: 60 ar

Hdikapesia gpopaa: TABNCTRY, BRPUTT NI BKOBOIO 0BONOHKOW
Yuakosra: 4x14 osvicrep (110 14 raduerox y Gaicrepi: 4 Gaicrepn ¥ Kaprommiii kopodui)

Cepisn: KEMYV

Hava supodunnrsa:
Tepyin npuparnocri:
Kpaina-isino prep:
Cuenndiranis;

BHIPOBY BAHHSI

Onue

Lienvudiranis

Kianricne susnavenns

Posunmenny

Hiasason, Minivanmie THAMEHAS

Hianason, Markcusainie
HAYCHAY

Cepeuie snagenns

Oanopianicrs nosonannx

O THHHY

Tpanenn-2024
Keiteus-2027

Yrpaina

Doc ID-002850319 v 2.0

KPHUTEPI NPHHHSITHOCTT

Poskend, kpyrai, JBOONYKIL, BRPHTT 1L BROBOK
o . . i
QLOAOHKOIO TabaCTIN 3 rpasiiGRAT MM v Ha

QAHOMY BONI TH raaAxi Ha 3BOPOTHOMY
Bisyaasno

Hosierusna Denmidizanis | HATBEPAKYETHE )
BEPX/Y® abo VBEPX/ Y

936 - 103% B HoMiHaIBHOT KLABROCT
BEPX/VD abo YBEPX/Yd

Mae pianonizars suvoran Caponelichro
hapmakonei: Q= 70% qepes 45 xai,

Hpnaaa 2, 75 06./x8, 900 s, 0.2% posunn Tein
SO, Y® wumipiosais

Mae sizmoniaar siumoras Caporneiichioi
Bbapayaroret.

Oumopinticrs a0308auux ommy, 14
AOHOMOFOIO POSPAX YHKOBO-BAFOBOTO MTOY

PE3YALTAT

Bianosizac

[Mosrrusua

100 %% nig
HOMIHAALHOT KiALKOeT

99 % Bix wominaLuoT
KiAbKOCT

101 % sia
HOMINAALUOT KigLROCT]

100 %% niy
HOMIUALHOT KiNLKOCT

Bioniae

Crop. 134



Heperaan 3 anraiiicriol sosn na YEpaHehiy

/; Actpal3encka AR
AstraZeneca .~/ Actpa3encka AB Crizen Onepeiitione
SE-151 83 Coxepran’e

Wsenis

Tes. +46 ()8 553 260 00
Make: +46 ()8 532 544 80

CEPTH®IKAT AHANI3Y

BPHIAIHTA
ARTHBHICTL: 60 Aip
Jirkapenka popaa: radiericn, BRPHTI TEIBROBOIO 0601801HKO
Yuaxosra: 4x14 Smicrep (o 14 tadaerok y Gaicrepi: 4 Gaicrepn y Kapromtiit kopodni)

Cepin; KEMYV

Aara supodumrraa; Tpaseun-2024
Tepyin upuaaraocri; Knireus-2027
Kpaina-ivmoprep: Vipaina

Komenrapi: Axraniuii inrpegicnr: 60 mr THKArpenopy
Kpaiua noxomaenrns: lneyis
Pecerpaniiine noesiguenns: UA/12| 64/01/02

Bupoduumierso rabacrox, BHIPOBY BAHSE, AKYBAHN AIRAPCLKOYO 3ac06y, BHIVCR
cepiis

Acrpalencrka AD

I'epryieneren

15257 Conepran’e

I senis

GMP No: 5.9.1-2023-045385
Hosep ainensii na BUPOBHIITBO: 5.9.1-2023-051792, 5.9.1-2023-005 141

Hacrynumii reer we nponosuines s uiei cepii:

Hpoaykrir zerpagands

- Innusiayansui neenetdirorani npoayrTy Acrpagamy

Hosnnen sizuosizar nacrynmn aisiran AKWO Teeryerhes: He Ginnne 0.2 9% amiu
BEPX/Y® ado YBEPX/ YD

= Baradanua Kiankicrs HPOAYETIR Aerpaianii

Mosuten simosiary HACTYUHHM AiviTas 9k110 Teeryerses: He Sinnme 0.5 % aim
BEPX/Y® ado VBEPX/YD

Crop. 25 4




Hepexaaa s anraiiicsol sosn na ¥RpaiHenky

. ka[ - Acrpalencra Ab
AstraZeneca Z Actpadencka A Caiten Onepeitnienc
SE-151 85 Conepran’e
[Hsenis

Ten. 46 {0)8 353 260 00
Daxe: +46 (NS 352 S44 80

CEPTU®IKAT AHAJI3Y

BPHUIIHTA
Axrusuicrn: 60 ar
Jikapenra Qopaa: raduern, BRPIT TETBROBOIO 0B0A0ITKO10
Ynarosra: 4x14 Gaicrep (1o 14 tadaerok y aicrepi; 4 Saicrepn y APTOHHIH Kopodi)

Cepin: KEMYV

Hara supodmraa; Tpaseus-2024
Tepwmin npnaarnocri; Kniren,-2027
Kpaiua-imnoprep: Ykpaina

Aanns niarsepyerses, o BRINCBRA3ana indopsatis ¢ AOCTOBIPHOIO | touno0. [laua cepis Syaa
BHPOGIIEHA,  BRIOYAIOUN HARYBAHHA/MAPKYRAMUS | KOWTPOITH sk0CT, B HoBHii wianosimocri o
misoran GMP, - seranosinesingr miciening PCUYAATOPHHM  OPIanoM, 4 Tako¥  BLAORIANO 1
cuctpikamisz, ki aicrsThes peectpaiiinomy  goche Kpaivu-isoprepa.  poroxean
BHPOGHUIITEA, 1TAKYBAHA Ta aHAN i3 Byiu neperaauyti | seranossico BIANOBLHICTL Brsoram GMP.

Kirnkicrs cepit: 2 040 yiL

Peecrpaniiine noesizucuig suxmovae nocraexu 10 Kirraw, Yropupau, PecnyGaivn Kopes

13.08.2024 7 tHionue)  Hina Ayndempvne  Ynosuosascena 0Coi

Brnyer cepit expaaenuii; Hapin Omanim Ynosrosamena ocoda Hevwarka

Y HOBHOBAKEHA 0C06a LU0 BHAMOL Hupertien 2001/83/C¢

Aara punyexy cepii: 13-Uepeua-2024

(Eaerrponnuii nininic ¢ OPHARYHO 000B A3KOBHAM CKBIBAACHTOM BAACHOPYHHOTO NANICY)

Crop. 33 4




i

L 3arRepIUKCHIS 3 Cro

i
i
I
i

Hepexaa s anraitienkol sosm na YRpaTHehKy

POHH SKOCTI

3‘(’1’1’[50});[?}{011 Hi JIORYMCH Ty

Coxciina 3opiatr Kax
soheilazorivatkhah @ astrazeneci,com

12-Cepnna-2024 13:17:07 GMT+0000

Crop. 43 4
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& AstraZeneca AB
! AstraZeneca AB Sweden Operations
AStraZ@neca SE-151 85 SODERTALJE
Sweden

Tel. +46 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

BRILINTA®
Strength: 60 mg
Pharmaceutical Form: Tablets, film-coated
Pack Size: 4x14 Blister (14 tablets in a blister; 4 blister in a carton box)

Batch Number: KEMV

Data of Manufacture: May-2024

Dats of Expiry: Apr-2027

Importing Country: Ukraine

Specification: Doc 1D-002850319 v 2.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Description Pink, round, biconvex, film-coated Complies

tablets, intagliated with
60 on 1 side and plain on the reverse.

T
Visual
ldentification Positive identification confirmed. Positive
HPLCAUV or UHPLC/UY.,
Assay 95% to 105% of label claim.. 100 % of label claim
HPLC/UV or UHPLT/UY,
Dissolution
Minimum vajue Shall comply with the requirements of the 99 % of labeled content
European Pharmacoposia: Q=70% at 45
minutes,
Apparatus 2, 75 rpm, 900 mL, 0.2%
Tween 80, Uy measurement,
Maximum value 101 % of labeled content
Average value 100 % of labeled content

Check this is the latest version of the document before use.
Printed by Shamiran Lion on 12 Aug 2024 13:22 GMT+00:00

R b St s00es
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AstraZeneca

CoA 100007909 KEMV

AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

Tel. +46 {0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

BRILINTA®
Strength: 60 mg
Pharmaceutical Form: Tablets, film-coated

Pack Size: 4x14 Blister (14 tablets in a blister; 4 blister in a carton box)

Batch Numbar:
Date of Manufacture:

Date of Expiry:
Importing Country:

Specification:

TEST/PROCEDURE
Uniformity of dosage units

KEMV
May-2024
Apr-2027

Ukraine

Doc ID-002850319 v 2.0

ACCEPTANCE CRITERIA RESULT

Shall comply with the requirements of the Complies
European Pharmacoposia.

Uniformity of dosage units by weight

variation.

Check this is the latest version of the document belore use.
Printed by Shamivan Lion on 12 Aug 2024 13:22 GMT+00:00
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AstraZeneca

CoA 100007909 KEMV

AstraZeneca AB

AstraZeneca AB Sweden QOperations
SE-151 85 SODERTALJE

Sweden

Tel. +46 (0)8 553 260 00
Fax.+4€ (0)8 552 544 80

CERTIFICATE OF ANALYSIS

BRILINTA®
Strength: 60 mg
Pharmaceutical Form: Tablets, film-coated

Pack Size: 4x14 Blister (14 tablets in a blister; 4 blister in a carton box)

Batch Number: KEMV
Date of Manufacturs: May-2024
Date of Expiry: Apr-2027
Importing Country: Ukraine
Comments: Active ingredient: 60 mg of ticagrejor

Country of Origin: Sweden
Registration Certificate: UA/121 64/01102

Manufacture of tablets, testing,
packaging, batch release:

AstraZeneca AB
Gartunavagen
152 57 Sedertalje
SWEDEN

GMP No: 5.9.1-2023-045385
Manufacturing License No: 5.9.1-2023-051792, 5.9.1-2023-095141

The following tests have not been perfarmed for this batch:

Degradation products

- Individual unspecified degradation products

Shall comply with the following limits if tested: NMT 0.2% whv
HPLC/UV or UHPLCIUV

- Total degradation produsts

Shall comply with the following Himits If tested: NMT 0.5% wiw
HPLCIUV ar UHPLCIUY

| 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
requiremenis of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP,

Check this is the latest version of the document before use.
Printed by Shamiran Lion on 12 Aug 2024 13:22 GMT+00:00
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AstraZenaca AB
AstraZeneca AB Sweden Operations

Astr, aZeneca SE-151 85 SODERTALJE

Sweden

Tal. +46 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

BRILINTA®
Strength: 60 mg
Pharmaceutical Form: Tablets, film-coated
Pack Size: 4x14 Blister (14 tablets in a blister: 4 blister in a carton box)

Batch Number: KEMV
Date of Manufacturs: May-2024
Date of Expiry: Apr-2027
Importing Country: Ukraine

Released Quantity: 2 040 EA

Marketing Authorisation exciudes supply to market(s) China, Hungary, Korea, Republic Of

Released by : Nahrain Oshalim Qualified Person
2oz Y08 /V/ ez ¢ M Lo Arslany Qualifseef Prrsey
Qualified Person according to the requirements of Directive 2001/83/EC

Relsased Gn : 13-Jun-2024

(This electronic signature s the legally binding equivalent of a hand written signature)

Check this is the latest version of the document before use,
Printed by Shamiran Lion on 12 Aug 2024 13:22 GMT+00:00
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Document Approvals

Emncy Approval Soheila Zoriyat Khah

iSoheila. Zoriyatkhah @astrazeneca.com
U2-Aug:-2024 13:17:07 GMT+0000

Check this is the latest version of the document before use.
Printed by Shamiran Lion on 12 Aug 2024 13:22 GMT+00:00
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