AEPKABHA CIIYZKBA 3 IKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHIBCHEKINA OBJIACTI

npoB. Ceitauanol Haaii, 3, m.Kuie, 02099, Ten/taxc: (044) 576-40-41
E-mail; dls.kof@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Apo AKICTL BBE3CHOr0 B YKPAiHY JiKapchKoOro 3acody

24.02.2025 Ne 6566/25/10

BPHJIIHTA

(sailMeHYBARKA AIKAPCHEOTO 33¢00y ariaxe 3 peecTpanifinm noceizuenuan)
tabneTkn, BRPHTI MAiBRORO0 0000HK010, 0 90 Mr; o 14 Tabaerox y Gaicrepi; 1o 4
OJicrepu ¥ KapToHHiN Kopooui

(opnra BamycKy, RO3YRAHHR, BRI MAKYBRHHA NiKapcekaro 3acaby)

Homep peectpauiiicoro nocgiguenns UA/12164/01/01 crpok xii peecrpaniitsoro rocsiguerun 01.01.2099

Cepia nirapesxoro sacoSy Ne VKCX Kimskiers Baesesoro aikaperkoro 3acody 3780
Bupofrux Actpa3encxa Ab, Hlsenis
{naitatenyBania BUPOTHIKA TIKAPCHROTEG Jac0DY, KPaind MOXOTREHNA)
Beeaeno B Ykpainy Crninene yxpaiHebko-ecTOHChKe NNJNPHEMCTBO ¥ dopmi ToBapuCcTRa
3 obnresrenoio Bignosigaabuicrio "Onrima-®aps, ATA", izent. xon:
21642228

(naitsteryBanms To. ko 3a €APIIOY wopnanural ocobn afo npizenme, in'a, no Gatsxoni Hizmunot
ocofill - nianpieMus, Ii Micie NPoKHBANEA T2 peccTpaniilin HoMep nOniKoRET KAPTHY MAATHHKA
noaarkie abo cepis Ta HOMEp acnopTa)

Mpereron sisyansuore voxrpoearo eia 17.02,2025 M 0458/8.

3a  pesyapTATAMM AGPKABHOIO KOWTPONMI® BCTAHOBAEHO, Mo Jjikapcuknil 3daciB- ssezeno B Vxpalmy 3
AOTPHMAaHHAM eisor 3axonofapctsa nogo 3afe3nedeHya 2kocTi AlKapebriX 3acobin,

Onsra EPBOMEHKO

(niinic) -(iniiany 74 npHLL).

koIEponid)
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AstraZeneca

i

Tlepeknaa 3 anrniichkoi MOBH Ha YKPaiHChKy

Actpa3etexa Ab

Actpa3eneka AB Cainen Onepeitmenc

SE-151 85 Copuepran’e

serwist

Ten. +46 (0)8 553 260 00
daxkc: +46 (0)8 552 544 80

CEPTU®IKAT AHAJII3Y

BPUJITHTA
AKTUBHICTH: 90 MT

Jlikapchka gpopma: TabICTKH, BKPHTI TIIBKOBOIO 060IOHKOIO
Vnakoska: 4x14 6nicrep (no 14 Tabnetox y 6aicrepi; 4 6nicTepy y KapTOHHIH Kopoobui)

Cepisn:

Jara BupoOHuuTBA:
Tepmin npuaaTHocTi:
Kpaina-imnopTep:

Crnenndikauin:

BUTTPOBYBAHHA

Omuce

InenTudikamis

KinbkicHe BU3HAUCHHSA

Po3unneHus

MixiManbHe 3HaueHHs

MakcumanbHe 3Ha4YeHHsI

CCpCHHE 3HAYCHHI

OjuropianicTs 1030BaHNX

O/JIHHUILIb

VKCX
Cepriens - 2024
Junens - 2027
Ykpaina

Doc ID-001533442 v 2.0

KPUTEPI TIPUAHSTHOCTI

Kpyrii, 1BOOMYKIIi, JKOBTI, BKPUTI TUI{BKOBOIO
. 90
060JIOHKOIO TABJICTKH 3 TpaBiloBaHHsM T 3

onHoro 6oky i Tiaiki 3 iHIIOro,
Bizyansuo

[TosutHBHA icHTH(IKALIS TIATBEPIKYETHCS
BIY (abo BEPX/Y® ato YBEPX/Y®)

95% - 105% Bi HOMiHANBLHOT KITEKOCTI
BEPX (a6o BIY a6o YBEPX)

[ToBuHeH BifnosigaTH BUMoraM €BpornencnLKol
dapmakornei: Q =70 % uepes 45 xB.

Mpunan 2, 75 06./x8, 900 mi, 0.2 % Tsin 80, Vo

BUMIPIOBAHHS

TTornHeH BigNoOBILaTH BUMOTaM €BPONEHCHKOT
Mdapmakoriel.

OAHOPIAHICTL JO30BAHUX OJMHUIL METOJOM
MacoBoT Bapiawii

PE3VYJIBTAT

Bignosinae

TTosuTHBHA

100 % Big
HOMIHANBHOI KIJILKOCTI

87 % Bif HOMIHATLHOT
KIJILKOCTI
88 % BiZ HOMiHANBHOI
KiJILKOCTI
88 Y% Big HOMIHAILHOL
KIJIBKOCTI

Bimosijae

Crop. 134



TMepexnan 3 aHrilichkoi MOBM Ha yKpaTHCBLKY

ya Actpa3eneka Ab
SN Acrpa3cuexa AB Caizen Onepeituictce
AstraZeneca = SE-151 85 Couepran’e
1UBeuis

Ten. +46 (0)8 553 260 00
Paxc: +46 (0)8 552 544 80

CEPTU®IKAT AHAJII3Y

BPUJITHTA
AKTUBHIiCTB: 90 MI
Jlikapcbka dopma: TabaeTku, BKPUTI I71iBKOBOIO 060J0HKOIO
Ynaxoska: 4x14 Guictep (110 14 Tabnerok y 6micrepi; 4 6ricTepy y KapToHHII Kopo6i)

Cepisn: VKCX

Harta BupobHHuTBA: Cepnens - 2024
Tepmin npuaaTHocri: Jlunens - 2027
Kpaina-imnoprep: Vkpaina
Crneuudikauin: Doc ID-001533442 v 2.0

Komenrapi: AxruHuif inrpenient: 90 Mr Tvkarpesnopy
Kpaina noxomxenns: Ulsewis
Peecrpauiitne nocsinuenns: UA/12164/01/01

Bupobnunurso tabdmerok, BUNPoOyBaHHs, NaKYBaHHS JIKapCLKOro 3acofy, BUNYCK
cepii:

Actpa3enexa Ab

I'epryHereren

152 57 Copepran’e

lIseuis

GMP Ne: 5.9.1-2023-045385
Howmep ninensii Ha Bupoounurso: SE-H-MIA-24-036232, SE-H-MIA-23-072770

HacTynni TecTy He nmpoBopuamcs s i€l cepii:

[ponyxTy ferpanauii

- InpuBinyaneHi Hecreun(pikoBaHi NpoayKTH Aerpasauii

[loBuHeH BIAMOBIAATH HACTYIHUM JiMiTaM s1KILO TecTyeTbes: He Gibuie 0.2 % m/m BEPX (aGo YBEPX)
- 3arajibHa KUIbKiCTh NPOYKTIB Jierpajauii:

Iosunen BinnosizaTh nacTynuuM siMitam skuo tecryerses: He 6ibuwe 0.5 % m/m BEPX (a6o YBEPX)

Crop. 2134



TMepeknan 3 auriiiichkoi MOBH Ha YKpaiHCLKY

gl

Acrpa3enexa Ab

oy Acrpa3enexa AB Cainenn Onepeiimenc

AS’[raZEﬂe(:aJ m‘{ SE-151 85 Conepran’e
[seris

Ten, +46 (0)8 553 260 00
daxc: +46 (0)8 552 544 80

CEPTU®IKAT AHAJII3Y

BPUJIIHTA
AxrueHicTs: 90 MT
Jlikapcbka dopma: TaGNeTKH, BKPUTI TITIBKOBOTIO 000IOHKOTO
Vnakoska: 4x14 Guicrep (1o 14 tabnerok y 6nicrepi; 4 GnicTepy y KapToHHiH KOpOOLLi)

Cepin: VKCX

JlaTta BupoOHMITRA: Ceprrens - 2024
Tepmin npuaaTHoCTi: Juneus - 2027
Kpaina-imnoprep: VYxpaina
Creundikamis: Doc ID-001533442 v 2.0

JlanuM MHATBEpIKYEThCS, 10 BULleBKasana iHdopMalis € JocTosipuoro i Tounoo. Jana cepist Oyna
BUpOONIEHa, BKJTIOYAIOUM TAKyBaHHs/MAPKYBAHHS | KOHTPOJbL SKOCTI, B MOBHIM BIIMOBIAHOCTI 3
puMoraM GMP, BCTAHOBNEHMMH MICIEBUM DETYISTOPHUM OPraHOM, a TaKOX BiINOBIAHO 3i
criewnikaiisMi, AKi  MICTATBCA B peecTpalifHOMy Jocke  Kpairu-imrioprepa. IIpoToxonw
BUPOGHHUITBA, NAKyBaHHs | aHani3iB Oy/iH MeperyAHyTi | BCTAHOBJICHO BianosiaHicTh BuMoram GMP.

Kinekicts cepii: 20 250

PCGCTpE\HiﬁHC MOCBIIYCHHS BUKIIIOYAE TTOCTaBKHU 1O yTOpIHI/IHI/I

Bunyck cepii cxpanenmi: Hina JTyuncrpywm / (ITionuc) VroBHOBaXkeHa ocoba
23.10.2024 / (ITionuc)
VrosHOBaxkeHa ocoba 3rigHo Bumor Jupektueu 2001/83/€C

JlaTa BUnycKy cepii: 13-Bepecus-2024
(EexTpoHuHii WANHC € [OPHINUYHO 060B’A3KOBHM €KBIBATENTOM BJIACHOPYHIOTO nignucy)

Ileit goxkymenT 6yJI0O BHAAHO BPY4YHY Ta 3aTBEPIKEHO B €JIEKTPOHHOMY BUIJISLL CITYXK0010
3a6e3neuenns sikocri B Ceinen Onepeiimnc

Crop. 334



Tepexnan 3 aurnificbkol MOBY Ha YKpaTHChHKY

3aTBePIKEHHS IOKYMEHTY

3aTBEPIKEHHs 31 CTOPOHH SIKOCTI

Cara Pounbepr
saga.ronnberg@agtrazeneca.com

26-Bepecus-2024 09:45:18 GMT+0000

Crop. 434
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AstraZenecaﬁ

Batch Number

Date of Manufacture
Date of Expiry
Importing Country
Specification

TEST/PROCEDURE

Description

Identification

Assay

Dissolution
Minimum value
Maximum value
Average value

Uniformity of dosage units

Check this is the latest version of the document before use.
Printed by Marianne Asten on 26 Sep 2024 1311 GMT+00:00

CoA 186004039 VKCX UA

CERTIFICATE OF ANALYSIS
BRILINTA™
Strength: 90 mg

AstraZeneca AB
AstraZeneca AB Sweden Operations

SE-151 85 SODERTALJE

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

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

VKCX
Aug-2024
Jul-2027
Ukraine

Doc ID-001533442 v.2.0

ACCEPTANCE CRITERIA

Round, biconvex, yellow, film-coated tablets,
intagliated with 90 on 1 side and plain on the reverse.

T
Visual

Paositive identification confirmed

NIR (or HPLC/UV or UPLC/UV)

95% to 105% of label claim
HPLC( or NIR or UPLC)

Shall comply with the requirements of the European
Pharmacopoeia: Q=70% at 45 minutes. Apparatus 2,
75 rpm, 900 mL, 0.2% Tween 80, UV measurement.

Shall comply with the requirements of the European
Pharmacopoeia. Uniformity of dosage units by weight

variation.

RESULT

Complies

Positive

100 % label claim

87 % label claim

88 % label claim

88 % label claim

Complies

o6 o /006
bip MO RS /5/3/



AST-0157344 v1.0  Status: Approved  Approved Date: 26 Sep 2024 Page 2 of §
CoA 186004039 VKCX UA
AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca S

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

CERTIFICATE OF ANALYSIS
BRILINTA™

Strength: 90 mg
Pharmaceutical Form: Tablets, film-coated

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

Batch Number VKCX

Date of Manufacture Aug-2024

Date of Expiry Jul-2027

Importing Country Ukraine

Specification Doc ID-001833442 v.2.0
Comments Active ingredient: ticagrelor 90 mg

Country of Origin: Sweden
Registration Cerlificate: UA/12164/01/01

Manufacture of tablets, testing,
packaging, batch release:

AstraZeneca AB
Gartunavagen
152 57 Sodertalje
SWEDEN

GMP No: 5.9.1-2023-045385
Manufacturing License No: SE-H-MIA-24-036232, SE-H-MIA-23-072770

Check this is the latest version of the document before use.
Printed by Mariannc Asten on 26 Sep 2024 13:11 GMT+00:00
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AstraZeneca

Pack Size

Batch Number

Date of Manufacture
Date of Expiry
Importing Country

Specification

CoA 186004039 VKCX UA

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: 90 mg
Pharmaceutical Form: Tablets, film-coated
- 4x14 Blister (14 tablets in a blister; 4 blister in a carton box)

VKCX
Aug-2024
Jul-2027
Ukraine

Doc ID-001533442 v.2.0

The following tests have not been performed for this batch:

Degradation products

- Individual unspecifed degradation products

Shall comply with the following limits if tested: NMT 0.2% wiw HPLC (or UPLC)
- Total degradation products

Shall comply with the following limits if tested: NMT 0.5% wiw HPLC (or UPLC)

| 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 requirements 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,

Batch quantity: 20.250

Marketing Authorisation excludes supply to market(s) Hungary

Check this is the latest version of the document before use.

Printed by Marianne Asten on 26 Sep 2024 13:11 GMT+00:00



AST-0157344 v1.0  Status: Approved  Approved Date: 26 Sep 2024 Page 4 of 5
CoA 186004039 VKCX UA
AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca Sweden

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

CERTIFICATE OF ANALYSIS
BRILINTA™

Strength: 90 mg
Pharmaceutical Form: Tablets, film-coated

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

Batch Number VKCX

Date of Manufacture Aug-2024

Date of Expiry Jul-2027

Importing Country Ukraine

Specification Doc {D-001533442 v.2.0

Released by: Nina Lundstrém ///”};‘7 (22 Qualified Person ‘2&2}/ (O :V//] ¢ /Z'"
Qualified Person according to the requirements of Directive 2001/83/EC

Released On: 13-Sep-2024

(This electronic signature is the legaily binding equivalent of a hand written signature)

This document has been manually issued and electronically approved by QA at Sweden Operations

Check this is the latest version of the document before use.
Printed by Mariannc Asten on 26 Sep 2024 13:11 GMT+00:00
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CoA 186004039 VKCX UA

Document Approvals

Quality Approval

Saga Ronnberg
Saga.Ronnberg @astrazeneca.com
26-Sep-2024 09:45:18 GMT+0000

Check this is the latest version of the document before use.
Printed by Marianne Asten on 26 Sep 2024 13:11 GMT+00:00





http://www.tcpdf.org

