AEPKABHA CJIYIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH ¥ KHIBCBHKIH OBJACTI

npos. Ceitananoi Haaif, 3, sKuig, 02099, ten/gaxc: ((44) 363-06-50
E-mail: dis.ko@dls. gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOr0 B YKpaiRy AiKapchKoro 3acody

03.07.2024 Ne 32349/24/10

AJLMIHJA

{(niiMeIyBaeHA NKapCLKoro 3ac0dy 3rALD 3 peccTPaLiiising HOCRINCHIIM)
Tal:1eTKH, BRPATI MIiBKOBOIO 060301HK0I0, i0 90 MK, no 14 TabaeToK v daicrepi; oo 4
OuicTepl y KapToHHil Kopobui

{thopsa BHMYERY. A03YBAINIA, BAR GAKYBAHHA TiKAPCEKOTO 34C00Y)

Howmep peectpaniiinoro nocsinnenss UAS20307/01/02 cipox aif pecerpauifissoro ndesiggenna 15.01,2029

Cepis nixapeskoro sacoby Ne VHY'V Kimskicrs BaezeHore gikapeskoro sacody 5670
Bupobuuk Actpa3encka AB, [Hpeuis
{mafiMenybatie pnpodHiKa AikapeLkorg 30en6y, KPATHA ROXO/TKCIHA)
Baeseno B Vipainy Cnifbhe yKpailchRO-ECTOHCHKE TARPHEMCTRO ¥ (hopi Tosapicrsa
3 oGMeReno10 Biamopizaiapnicrio "Onriva-®apm, ITHY, izenr. con:
21642228

{nofiMenypanus Ta ko sa €PIIOY wopumanei ocobit affo npisprime, iss, NG Sater0s1 (isrmai
ocofit - pianpHemia, i amicue aposisanis Ta peccrpanitmii HoMep ¢BFIKOROT KAPTEN MNATRIKL
hosatkis afio cepis Ta HOMep IKenapTa)

MpoeTexoa pizyaasrore kourpomo sig (01.07.2024 Ne 1841/1.

35 pexynbTOTAMM  ASPKARHOTG  KOHTPOAK  BCTAHOBICHO, 1O nikapebknit  3acid  BeeseHo B Vipainy 3
AOTPHMAHHSIM srivor 3aK0HOA3BCTBA 111010 3abe3netenis AKOCT] JKAPCLRIX 32coBis,

Sk
Haan e a2, 7\ %CQ,;’/ Bixtop CTE®KIBCBKM
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Tlepexnan 3 anrilicbkoi MOBH Ha YKpaiHCBKY

A Actpa3enexa Ab
Sed . 5
) Acrpa3eneka Ab Cpinen OrniepeHuienc
AstraZeneca ﬁij SE-151 85 Conepran’e

[sewis

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

CEPTH®OIKAT AHAJI3Y

AJIBMIHIA
AxTHBHIiCTE: 90 MI

Jikapcebka dopma: TabICTKM, BKPATL IUTiBKOBOO OOOTOHKOIO
Vnakopka; 14 Tabnerox y 6nicrepi; 4 6micrepu y KapTOHHI xopobui

Cepin

JlaTa BUPOOHMUTBA
Tepmin NPUAATHOCTI
Kpaina-imnoprep
Cneundikauis
BUNPOBYBAHHSA

Onue

InenTudikanis

KinbkicHe BU3HAYECHHSI

Po3unHeHHs

MiHiManpHe 3Ha9EHHS]

MakcuMaJIbHEe 3HA4CHHSA

CepenHe 3HAYEHH

OpHopixnicTs X030BAHUX
OIMHUIB

VHYV

ThoTuit - 2024

Ciuens - 2027

Ykpaina

Doc ID-001533442 v 2.0

KPUTEPH MPUHATHOCTI

Kpyri, ABOOMYKIi, OBT], BKPUTI IITIBKOBOKO

, 90
060JIOHKOIO TabJIETKH 3 TpaBiloBaHHsM T 3

OXHOTO GOKY Ta IMIaJKi 3 IHILIOTo
BisyanpHUI METON

[MosutyBHa ifeHTHIKALiS TATBEPIOKYETECA
BIK (a6o BEPX/Y® ab6o VEPX/V®)

Bin 95% mo 105% Bz 3adBI€HOI KUTBKOCTI
BEPX (a6o BIK a6o YEPX)

Mae BiAnoBizaTH BUMOIaM €BponeHchKol
dapmaxonei Q = 70 % uepes 45 XB

Mpunan 2, 75 06/x8, 900 M, 0.2 % Tgin 80, VO

BUMipIOBaHH:

Mae BiZmoBizaTyH BUMOraM €BpPONEHCHKOT
dapmaxonei

OZHOPIIHICTE J030BaHNX OAWHULE 32
JIOTIOMOTOIO PO3PaXyHKOBO-BaroBOTO METOLY

/Mf 5 06 Y %f

PE3VJIBTAT

Bignosinae

TTo3uTnBHA

101 % Bizg 3asBiICHO]
KUIBKOCTL

95 % BiJ 3a4BIEHOI
KiNBKOCTI
98 % Biz 3a%BICHOI
KiTBbKOCTI
97 % Biz 3asBJICHO]
KITBKOCTI

Binmosinae

Crop.134




Tlepexnaz 3 auTTiHCHKOI MOBH Ha YKPaiHCBKY

f,(;;f;} . Actpa3enexa Ab
AS’[raZeneC a“”\% Actpa3enexa AB Cinen Onepeiirenc
SE-151 85 Copnepran’e
[Isewis

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

CEPTH®IKAT AHAJI3Y

AJIBMIHIA
AxkTHBHicTE: 90 MI
Jixapceka dopma: TabIeTKy, BKPUT TUTIBKOBOIO 000JIOHKOIO
Vnakoska: 14 Tabnerok y Guicrepi; 4 6micrepH y KapTOHHIH KopoOi

Cepin VHYV

JlaTa BUPOOHHUTBA Jlrotuii - 2024

Tepmin npuaaTHoCTI Cigens - 2027
Kpaina-imnoprep Yxpaina

Creundixauis Doc ID-001533442 v 2.0

KomenTapi: Axrunuii inrpemient: 90 mr Tukarpenopy
Kpaina noxoxxenns: [lseuis
Peccrpauiitne nocsinenns: UA/20307/01/02

BupoGHHITBO Ta0JeToK, BUNPOOYBaNHS, MAKYBaHHS JIIKAPCHKOro 3aco0y, BUITYCK
cepii:

Actpa3eneka Ab

I'epryHeBerex

152 57 Conepran’e

IBewis

GMP No: 5.9.1-2023-095141
Homep sinensii Ha BUpoGHHOTBO: 5.9. 1-2023-051792, 5.9.1-2023-095141

HacTynui TecT He IPOBOAUINCS JUIA i€l cepil:

TpomyKTH pO3KIIaaHHA

- InauBigyansHi HeciteLwQiKoBaHi NPOXYKTH POSKIIAZAHHA

MatoTh BiJMOBIaTH HACTYITHHM MeXaM, SKII0 KOHTPOOETECA: He 6inmsme, Hix 0.2 % M/M BEPX (a6o YEPX)
- Cyma npoJyKTiB po3KIIazaHHs:

MaroTh BiJUTOBIAATH HACTYITHIM MEXaM, AKIO KOHTPOIIOETEC: He 6insie, Hix 0.5 % M/M BEPX (abo YEPX)

Crop.234



Tlepekma 3 aHTIIiifcbKOi MOBY Ha yKpaiHCLKY

Actpa3enexa Ab

Actpa3enexa AB Csinen OreperimeHc
SE-151 85 Cozepran’e

seuis

AstraZeneca &

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

CEPTU®IKAT AHAJII3Y

AJBMIHIA
AxTusnicTh: 90 Mr
Jlikapcbka ¢opma: TabIeTKH, BKpUTI TU1iBKOBOIO OOOIOHKOIO
Viaxoska: 4x14 6xicrep (o 14 Tabnerok y 6mictepi; 4 GricTepy y KapTOHHIH KopoOLi)

Cepis VHYV

JlaTa BUPOOHUUTBA Jrotuii - 2024

Tepmin npuaaTHoCTi Ciuens - 2027
Kpaina-imnoprep Yxpaina

Crnenudixauis Doc ID-001533442 v 2.0

JlauuM [iATBEPIUKYETHCS, 110 BUIIEBKA3aHA indopMmallis € ZOCTOBIPHOO i TOTHOIO. Jlana cepist Oyna
BHpOO/IEHa, BKIIOYAIOUM TIaKyBaHH:/MapKyBaHHs i KOHTpONb SKOCTi, B MOBHIA BiATOBIHOCTI 3

siMoraMi GMP, BCTaHOBIEHMMH MICIIEBHM PETYJISATOPHUM OPraHOM, a TakoxX BimmosigHO 31
crenudikamismy, AKi MICTATBECA B peecrpanifHoOMy  AOCHE kpainu-immoprepa.  IIpoTokonu
BHPOGHHUIITBA, IAKyBAHHS i aHa/i3iB OynM HeperisHyTi | BCTAHOBJICHO BinnosimHicTs BuMoramM GMP.

KinbkicTsb cepii: 23 580 ym.

PeectpaniifHe N0CBiAYEHHs BUKIIOYAE TIOCTABKM 110 YropuuHu

Hina JIyndcmpym  Ynosnosaicend ocoba 04.06.2024 / (ITionuc)
Bumnyck cepii cxpajieHui: Kapmena baperra VioBHOBaXKeHa 0coba

VIOBHOBAXKEHA 0062 3rigH0 BUMOT J{MpeKTHBH 2001/83/€C
JlaTa BHIIYCKY cepii: 23-Ksitusa-2024
(ENTeKTpOHHHH TTIATAC € FOPHAWIHO 060B’S3KOBIM eKBIBAJICHTOM BIACHOPYYHOTO TiITHCY)

Ileit oxymeHT Gy710 BUIAHO BPYHHY Ta 3aTBEP/LKCHO B €JICKTPOHHOMY BHIJIA cyx6010 3a0€3TeYCHH
sxocri B CBinen OnepelnHe '

Crop.334



Tlepexna 3 aHTNiHCHKOT MOBH Ha YKPATHCHKY

3aTBepLKEHHS JTOKYMEHTY

3aTBepIPKCHHS 31 CTOPOHH SIKOCTI

[lamipan Jlafion
shamiran.lion2@astrazeneca.com

03-UYepnns-2024 15:21:49 GMT+0000

Crop. 434
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AstraZeneca

CoA 110025790 VHYV

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

ALMINDA
Strength: 90 mg

Pharmaceutical Form: Film-coated Tablets
Pack size: 14 tablets in a blister; 4 blisters in a cardboard pack

Batch Number

Date of Manufacture
Date of Expiry
Importing Country
Specification
TEST/PROCEDURE

Identification

Description

Assay

Dissolution

Minimum value

Maximum value
Average value

Uniformity of dosage units

VHYV

Feb-2024

Jan-2027

Ukraine

Doc ID-001533442 v 2.0

ACCEPTANCE CRITERIA

Positive identification confirmed
NIR (or HPLC/UV or UPLC/UV)

Round, biconvex, yellow, film-coated tablets,
intagliated with

90 on 1 side and plain on the reverse.

T

Visual

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 mi,
0.2% Tween 80. UV measurement.

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

RESULT

Positive

Complies

101 % label claim

95 % label claim

98 % label claim
97 % label claim

Complies

Check this is the latest version of the document before use.
Printed by Gabriet Aberg on 04 Jun 2024 11:22AM GMT-+00:00

A R ARPSTH




AST-0147327 v2.0  Status: Approved Approved Date: 03 Jun 2024 Page2o0f4
CoA 110025790 VHYV
AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE
Sweden

AstraZeneca

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

CERTIFICATE OF ANALYSIS
ALMINDA
Strength: 90 mg
Pharmaceutical Form: Film-coated Tablets
Pack size: 14 tablets in a blister; 4 blisters in a cardboard pack

Batch Number VHYV

Date of Manufacture Feb-2024

Date of Expiry Jan-2027

importing Country Ukraine

Specification Doc ID-001533442 v 2.0
Comments Active ingredient: 90 mg of Ticagrelor

Country of Origin: Sweden
Registration Certificate: UA/20307/01/02

Manufacture of tablets, testing, packaging,
batch release:

AstraZeneca AB,
Gartunavagen
152 57 Sodertalje
Sweden

GMP No: 5.9.1-2023-095141
Manufacturing License No: 5.9,1-2023-051792,
5.9.1-2023-095141

The following tests have not been performed for this batch:
Degradation products

- Individual unspecifed degradation products

Shall comply with the following fimits if tested: NMT 0.2% wiw HPLC
{or UPLC)

- Total degradation products

Shall cornply 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.

Check this is the latest version of the document before use.
Printed by Gabriel Aberg on 04 Jun 2024 1 1:22AM GMT+00:00




AST-0147327 v2.0 Status: Approved Approved Date: 03 Jun 2024  Page 3 of 4
CoA 110025790 VHYV
AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE
Sweden

AstraZeneca

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

CERTIFICATE OF ANALYSIS
ALMINDA
Strength: 90 mg
Pharmaceutical Form: Film-coated Tablets
Pack size: 14 tablets in a blister; 4 blisters in a cardboard pack

Batch Number VHYV

Date of Manufacture Feb-2024

Date of Expiry Jan-2027

Importing Country Ukraine

Specification Doc ID-001533442 v 2.0

Released Quantity: 23.580 EA

Marketing Authorisation excludes supply to market(s) Hungary

Ve Landitrava ap  4eraoed W ‘e
Released by: Karmela Baretta Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC
Released On: 23-Apr-2024

(This electronic signature is the legally 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 Gabriel Aberg on 04 Jun 2024 11:22AM GMT=+00:00
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CoA 110025790 VHYV

Document Approvals

Shamiran Lion
Shamiran.LionZ@astrazeneca.com

Quality Approval
03-Jun-2024 15:21:49 GMT+0000

Check this is the latest version of the document before usc.
Printed by Gabriel Aberg on 04 Jun 2024 11:22AM GMT+00:00




AEPYKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHUKAMHA ¥ KHIBCBKIN OBJIACTI

npos. Ceitmuunoi Haaii, 3, m.Kuis, 02099, Ten/Gaxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK
PO AKICTH BBE3€HOro B YKpainy ikapcbKoro 3acody

11.02.2025 Ne 66862/25/10

AJIBMIHIOA

{rafiseuysanna Aikaperkoroe sacofy aringo 3 peeeTpaliiitm TIOCBI AUCHELAA )
TabJeTRH, BKPHTI IiBROBoI0 0600nK010, To 90 Mr, mo 14 Taéaerox y Baicrepi; o 4
OaicTepu y xaprouuiit kopobui

(popma Banyery, AO3YRANEA, BHA NAKYSAHHA HKAPCHEOrO aacoby)

Homep peccrpaniitaoro mocnimienns UA/20307/01/02 expox aii peectpaniiinoro nocsizuenns 15.01.2029

Cepis nikapcsroro sacofy Ne VKAX Kisukicts Breseroro nikapeskoro sacofy 60
BupeGHK Actpa3eneka AL, Hlpeuis
{(naiimenrynamis snpobHNKa Nixaperrord 32006y, Kpaita HOXOTREHHS )
Breaero 5 Yipaisy Crinene yrpaincsKko-ecronesxe nigmpHeMeTso y dopmi TOBAPHCTBA
3 obmesxeno1o Bixnosinanenicrio "Owrima-®apm, JTH", ixenr. wox:
21642228

{nafivesyrauna 12 Koz 3a EAPIIOY wopuminiol acofit a60 mpiseume, iM's, 10 GATHKOE, diznunol
ocoby - niaapuesus, i Miclle NPOKIBAHHEA Ta peccTpauiiiniii HoMep ofnikonot KAPTEH UIATHHKE
mofarkie aGo cepid 14 noaep nacnopta)

Hporoeroen Bisyaasworo renrpen sig 19,12.2024 Ne 4004/1.

Jlaboparopauit ananiz axocTi nikapeskoro sacofy suificHenmiy:

HIT "[lentpansra mabopaTopis 3 ananisy AxocTi mikapehkux 3acobis i MeamaHOL Tposykuii”
(m.Kuis, syx. Kyapsscpra 10r m.Knis, Byn. Kyapsaceka 8B Kuisceka o6nacts, c. Hosi Ietpiswi,
Bya. Iana ®panka, 19)

(HafiMeHyBAHHS Ta MICLCIHAXOMKCHHA AafopaTopit, mo npoacna naBopatopmiii ananiz FHOCTI}

BrcroBok tixono sxocTi ikapeskoroe sacofy, Buaanuii naGoparopiero six 31.01.2025 Ne 0097

Pesynprath naboparopHoro ananizy sxocti Sikapeskaro sacofy 33 nepesipernii nokasaHKaMy BIANOBIAAI0TE
BIMOTaM MCTONB KOHTPOI0 KOCT] (AHAMTHIHO-HOPMATHRHOT ACKYMEHTALT).

3a  pesyabTATAMM  EPIKABIOTO  KOHWTPOMIO  BCTAHOBACHO, LIO nixkapcekhit  3aci  BBezeno B Ykpainy s

HAOTPHMAHHSIM BuMor 3aK0H0AABCTBS HOAC tabesnesenHs AKocT Jixapesknx 3acofis,

Onvra CPLOMEHKO

iij&hityﬁi;ﬂ{a’) "E_uiftim r.} ' ¢irtfigaaicTn plstiuse)

it



Tepeknan 3 anrnikchkoi MOBH Ha YKpaiHChKY

/) Actpa3cHeka Ab
o Acrtpa3encka Ab Crisien Onepeitienc
AstraZeneca & SE-151 85 Conepran’e
HIseuis

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

CEPTH®IKAT AHAJII3Y

AJIBMIHIA
AKTUBHicTB: 90 Mr
Jlikapcbka dopma: TabueTkH, BKPUTI THIBKOBOIO 000JIOHKOTO
VYnakoska: 14 tabnerox y Gnicrepi; 4 6aicrepu y KapTOHHIH KOpoOLl

Cepisn VKAX

Jara BupoOHnuTEA Jrorwit - 2024
Tepmin npupaTHoCTI Ciuens - 2027
Kpaina-imnoptep Ykpaina

Crneundixanis Doc ID-001533442 v 2.0

BUIPOBYBAHHS KPUTEPIIi IPUAHSITHOCTI PEIYIILTAT

Onuc Kpyrui, gBoonykii, 5X0BTi, BKPHTI IITIBKOBOO Binnosinae
06011011K010 TabJIETKH 3 IPABIIOBANHIM 73
OJIHOTO OOKY Ta IJIafKi 3 iHIIOTO
BizyansHuii meton

. [MosnTrBHA i1cHTHQIKALIS MIATBCHKYETHCS
InenTndicanis IHo3urusna

Kinekicne BU3HAYEHHS

Po3ununenus

MiHiManbHe 3HaUeHHs

MakcHMalbHE 3HAYCHHS

Cepenne 3HaUeHHS

OpnopignicTs X030BaHUX
OANHHIB

BIK (a6o BEPX/Y® a6o YEPX/V®)

Bin 95% no 105% Bix 3asBiieHol KiNbKOCTI
BEPX (a6o BIK a6o YEPX)

Mace BianoBigaTH BUMoraMm €BporieiicbKkol
®Papmakonei Q = 70 % uepes 45 xn

[punag 2, 75 06/x8, 900 mn, 0.2 % Tein 80, YO

BHUMIpIOBAHHSA

Mae BignmoBigaTH BUMoram €BporneicLKol
®apmakonel

ONHOPIIHICTL JO30BAHHX OIMHUIIL 3a
JOIOMOT OO PO3PaXyHKOBO-BAI'OBOIO MCTOJLY

98.8 % BiJ 3asBiietol
KIJIBKOCTI

88 % Bix 3asBIEHOT
KIJILKOCTI
89 % Bijl 3asBJICHOT
KiLKOCTI
88 % Big 3asBICHOT
KUTHKOCTI

Bingnosinae

/(D /7 T T, //
[AS
174

Crop. 133



TTepeknajy 3 auraifichkoi MOBH Ha YKpaiHCLKY

/’; , Actpa3enexa AB
AstraZeneca @{«/ Actpa3enexa Ab Cm:neH Onepeituiere
SE-151 85 Coucpran’e
[LIBeuis

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

CEPTH®IKAT AHAJII3Y

AJIBMTHIA
AKTHBHICTE: 90 Mr
Jlikapcbka ¢dopma: TabiaeTKH, BKPUTI MIIBKOBOIO 000JIO0OHKOIO
Yunakoeka: 14 rabnerox y 6aicrtepi; 4 Gnictepy y kapTOHHIH kopoOui

Cepin VKAX

Hara BupoOHNUTBA Jhoruii - 2024

Tepmin npugaTHocTi Ciuens - 2027
Kpaina-imnoprep VYkpaina

Creundikanis Doc ID-001533442 v 2.0

Komenrapi: AxtuBHuii inrpegient: 90 mr Tukarpenopy
Kpaina noxomxkenus: llsenis
PeecTpauiiine nociguennsi: UA/20307/01/02

Bupo6HunTBO TabeTOK, BUNIPOOYBaHHS, MAKYBAaHHS JIIKApCHKOTO0 32c00y, BUITYCK
cepii:

Acrpa3eneka Ab

I'eptyHeBeren

152 57 Conepran’e

[Mseuis

GMP No: 5.9.1-2023-045385
Howmep ninensii na pupoouuureo: SE-H-MIA-24-036232, SE-H-MIA-23-072770

Hactynui tectn He npoBoavMcs Ans wiel cepil:

[MponyxTi posksagasHHs

- [namBigyanbHi HecrieuHBIKOBaHI MPOILYKTH PO3KIIaaHHs

MaloTb BiITOBINATH HACTYITHUM MEKaM, K10 KOHTpooeThes: He 6inmbure, nixk 0.2 % mM/M BEPX (abo YEPX)
- CyMa NpORYKTIB pO3KIafaHHs;:

MaroTh BIMOBIZATH HACTYITHMM MEXaM, KO KOHTpostoerbest: He 6uibuie, Hix 0.5 % m/m BEPX (ado YLEPX)

Crop. 2133



TTepexnaj 3 anrnidchkoi MOBY Ha YKPaTHCHLKY

5

Actpa3eneka Ab
/J ; Actpa3eneka Ab Crinen Onepeitinenic
AS’[raZeﬂeca »&’»{’ SE-151 85 Conepran’e

seuis

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

CEPTUDIKAT AHAJII3Y

AJIBMIHIA
AxTuBHIiCTBE: 90 M
Jlikapceka dopma: TabieTky, BKPUTI MITBKOBOIO 0O0JOHKOO
Vnakoska: 4x14 6nicrep (110 14 rabnerok y 6uicrepi; 4 6ricrepn y kapToHHiii KopoOui)

Cepin VKAX

JaTta Bupo6HuITBA Jroruii - 2024

Tepmin npupaTHoCTI Ciuenn - 2027
Kpaina-imnoprep YkpaiHa

Crneundikauin Doc ID-001533442 v 2.0

JlaHuM MiATBEpIKYETHCS, 10 BHIUEBKA3aHa iH(opMaLis € JocToBipHOI i Tounoo. ana cepis 6yna
BUPOOJIeHa, BK/IIOYAIOUM MaKyBaHHS/MApKyBaHHs | KOHTPOJIb SKOCTI, B TIOBHIH BiATIOBIAHOCTI 3
BuMoraMu GMP, BCTaHOBNEHWMH MiCLEBHM pETYJISTOPHUM OPraHoM, a TaKoX BijTIOBiXHO 3i
crieuu(ikauiaMu, AKi  MICTATbCA B peecTpauifiHoMy Hoche  Kpainu-immoprepa.  IIpoTokonm
BUPOOHMUTBA, NAKYBAHHA | aHAJI3IB OyJH NeperyistHyTi | BCTAHOBICHO BiANOBIAHICTL BUMOraM GMP.

KinskicTs cepii: 20 160 ym.

PeecTpauiiine MoCBIAUEHHS BUKIIIOYAE TIOCTABKU IO Y TOPIIMHU

3ameepoxcerns 6i0 Kapmena bapemma (nionuc)
Bunycek cepi'l"cmanennﬁ: Hapain Owanim YmosHoBaxeHna ocoba
VnoBHoBaxeHa ocoba 3rigHo Bumor Jupexrury 2001/83/€C
JaTa BUmycKy cepii: | 24-Yeprus-2024

(EnexTpoHHUHE MAMHC € FOPUAUYHO 000B I3KOBUM €KBIBAIICHTOM BIACHOPYYHOTO ITIITTHCY)

Crop. 333



AstraZeneca AB
AstraZeneca AB Sweden Operations
AStrazeneca SE-151 85 SODERTALJE

Sweden

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

CERTIFICATE OF ANALYSIS
ALMINDA TAB 90MG BL 4X14 EA UA
Batch Number: VKAX
Date of Manufacture: Feb-2024
Date of Expiry: Jan-2027
Importing Country: Ukraine
Specification: Doc ID-001533442 v 2.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
ldentification, Tlcagrelor Positive Identification confirmed Positive
NIR or HPLC/UV or UPLC/UV
Description Round, biconvex, yellow, film-coated Complies

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

T
Visuai

Assay Ticagrelor 95.0% - 105.0% of label claim 98.8 % label claim
HPLC or NIR or UPLC

Dissolution, Ticagrelor
Minimum value Shall comply with the requirements of the 88 % label claim
European Pharmacopoeia Q=70% at 45
minutes. 6 individual tablets, Apparatus 2
. 75 rpm, 900 ml, 0.2% Tween 80. UV
measurement,

Maximum value 89 % label claim

Average value 88 % label claim

Page 10of 4
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AstraZeneca AB
AstraZeneca AB Sweden Operations

AstraZeneca SE-151 85 SODERTALJE

Sweden

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

CERTIFICATE OF ANALYSIS
ALMINDA TAB 90MG BL 4X14 EA UA

Batch Number: VKAX
Date of Manufacture: Feb-2024
Date of Expiry: Jan-2027
Importing Country: Ukraine
Specification: Doc ID-001533442 v 2.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Uniformity of dosage units Shall comply with the requirements of the Complies
European Pharmacopoeia. 10 individual
tablets.
Uniformity of dosage units by weight
variation.
Page 2 of 4
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AstraZeneca AB

AstraZeneca AB Sweden Operations
AstraZeneca SE-151 85 SODERTALJE

Sweden

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

CERTIFICATE OF ANALYSIS

ALMINDA TAB SOMG BL 4X14 EA UA

Batch Number: VKAX
Date of Manufacture: Feb-2024
Date of Expiry: Jan-2027
Importing Country: Ukraine

Comments: Active ingredient: Ticagrelor 30mg
Country of Origin: Sweden
Registration Certificate: UA/20307/01/02

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

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% w/w HPLC (or UPLC)
- Total degradation products

Shall comply with the following limits if tested: NMT 0.5% w/w 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.

Released Quantity: 20 160 EA

Marketing Authorisation excludes supply to market(s) Hungary

Page 3 of 4
Report: 2137468



AstraZeneca AB
AstraZeneca AB Sweden Operations

AstraZeneca SE-151 85 SODERTALJE

Sweden

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

CERTIFICATE OF ANALYSIS
ALMINDA TAB 90MG BL 4X14 EA UA

Batch Number: VKAX
Date of Manufacture: Feb-2024
Date of Expiry: Jan-2027
Importing Country: Ukraine

Released by : Nahrain Oshalim Qualified Person
Qualified Person according to the requirements of Directive 2001/83/EC

Released On : 24-Jun-2024

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

Page 4 of 4
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JEPAABHA CJYIKBA 3 IKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM V KHIBCHKIA OBJACTI

npos. Ceitnuynoi Hapit, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dis ko@dls.gov.ua, Kox €JIPYIOY 37078774

BUCHOBOK
npo SKIiCTH BBe3eHoro B YKpainy Jikapcexoro 3acody

21.07.2025 Ne 34646/25/10

AJIBMIHJIA

(nafimMeryBaHHA nikapceKoro 3acofy arigno 3 peecTpaiium HOCBIIUSHEAM)
TafIeTK, BKPUTI IiBKOBOIO 0fooiolo, o 90 mr, mo 14 Tabieror y Gaicrepi; mo 4
gaicTepH y KaproHHil Kopo6ui

(hopma BUOYCKY, HO3YBAHIS, Bl ITAKYBAHHA aikaperKoro 3ac06y)

Howmep peectpaniiinoro nocsizuenns UA/20307/01/02 crpox mii peectpaniiinoro nocpinenns 15.01.2029

Cepiz mikapeskoro sacofy Mt VKEK KinbKicTh BBe3cHOrO Mikapeskoro 3acoby 900
Bupobunk Acrpa3eneka Ab, Lsewis
(naiiMeHyBaHHS BHPOOHHKA ﬂiKapcmoro 3acofy, XpaiHa NoXoLKeHN)
Baeseno B Yipainy CriabHe yKpaHCLKO-CCTOHCLKE MANPHEMCTBO Y GOPMi TOBAPUCTER
3 oGMekenow BignoBinanaicrio ' Onrima-Papm, JITH", inenr. xox:
21642228

(safiMenysanna Ta xog 32 CIPTIOY wpuanunal ocoby abo npizsume, M4, 110 BaTBKOBL (I3RMHOT
ocoln - nianpuesud, I Miclie IPOXKUBAHHA Ta peecTpauiiiyiiil Homep ofaikonol KapTKi NNATHEKA
rogaTkie alo cepif Ta HOMEP NMUCTIOPTR)

IpoToKoea BiZ3yAILIOT0 ROHTPOIIO BiA 21.07.2025 N2 2224/1.

30 peaympTATAMM  JEP/KABHOIO KOHTPOIIO BCTAHOBACHO, 110 nikapchkuil  3acid  BeeseHd B YERpRiHY 3

AOTPHUMAHHSM BIMOT 31KOHO/ABCTBA OO 306¢3reseHIs AKOCT] AKAPCHKIX 3ac00iB,

Onpra CPEOMEHKO
CLE

e @w K EERRY ) fnac fissudisn T sphamsngd

ki ey AR T L8




Tlepeknas 3 aHrNIHCLKOT MOBM Ha yKpaiHCBKY

@ Acrpa3eHexa AB
Qa0 Actpa3enexa AB Csinen Onepeitiuenc
AstraZeneca &) SE-151 85 Comepran’e

HIgenis

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

CEPTUOIKAT AHAJII3Y

AJIBMIHIA
AxTHBHiCTB: 90 M
Jdikapeska dopMa: TabneTku, BKPUTI U1 BKOBOIO 06010HKOIO
Ymaxorka: 14 taGaerok y 6micrepi; 4 fuictepu y KapToHHI# Kopobui

Cepin VKEK

MlaTta BHpoGHHITBA Bepecens - 2024

Tepmin npugaraocti Cepnens - 2027

Kpaiua-imnoprep VYkpaina

Cnenudixania Doc ID-001533442 v 2.0

BHITPOBYBAHHS KPUTEPII IPHHHATHOCTI PE3YJBTAT
Onne Kpyrai, aoomykni, >koBTi, BKphTi mnirkoBoro Binrosigae

. 90
000/10HK010 TabNeTKY 3 TpaBioBanuaM 7 3
ONHOrO BOKY TA rmamki 3 iHoro
Bisyansuuit meTos

[TosutuBHa igeHTH BiKALiA NiATBEP/UKYETRCH

Inentudixanis BIK (aSo BEPX/Y® abo YEPX/VD) IozuTyBHa
Kintkicae BusHauenns Bin 95% no 105% Bix 3asenenof xintbkocTi 100.8 % Big 3asenenol

BEPX (a6o BIK a6o YEPX) KIIBKOCTI
Pozuunenns Mae Bianosizath BuMoram €rporneiictkoi

Dapmaxorei Q = 70 % gepes 45 xB
[punan 2, 75 06/xs, 900 M1, 0.2 % TBiH 80, VO
BUMIpIOB&HHSA

Minimannue 3HaveHus 95 % Bin 3agBnenof
KiJbKOCTL

MakcHMankde 3Hauenys 99 % Bix zasBneHoOl
KinbKocTi

CepenHe 3HaueHHs 97 % sin 3asBnenol
Kinskocti

OmnopigricTs gozoeannx Mae Bianosizatv suMoram Crponeiicekol Bianosinae

OAHHHIL Papmakonel

OnnopiaHICTE J030BaHMX ONHHEMUE 32
AOTIOMOT QIO PO3PAXYHKOBO-BATOBOTO METOIY

Crop. 134
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[Mepeknaz 3 anrnifich kol MOBM Ha yKpaiHCEKY

Acrtpa3eneka AB

Astrazenecaé}g Acrpa3eneka AB Ceizen Onepeiimenc

SE-151 85 Conepran’e
[peris

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

CEPTH®IKAT AHAJII3Y

AJIBMIHJIA
AKTHBHIiCTB: 90 Mr
Jlikapebka popma: 1abneTku, BKpHTI ITIBKOBOK 06010HKO0O
Vnakoska: 14 tabnerox y 6nicrepi; 4 Gnicrepu y kapToHmii xopobui

Cepisn VKEK

Jdata BupoOGHUITEA Bepecenr - 2024
Tepmin npraarnocri Cepnens - 2027
Kpaina-imnoprep Yxpaiua

Cneundikanis Doc ID-001533442 v 2.0

Komenrapi: Axrupnuii inrpenient: 90 ur Tuxarpenopy

Kpaita noxomsenns: Llgeris
Peecrpauiiiue noceiguenns: UA/20307/01/02

Bupobuunreo raéaerox, BUIPOGYBAHHS, NAaKyBaHHA JiKapeLKoTo 3acoby, BRIIyCK
cepii:

AcTpa3eneka Ab

[epTyneseren

[52 57 Copmepran’e

IIgernis

GMP No: SE-H-GMP-23-072770
Homep ninensii na upo6uunreo: SE-H-MIA-24-03 6232, SE-H-MIA-23-072770

Hactynni tect He mpoBoammucst s uiel cepii;

[TponyxTh posknaganns

- InauBiayansai necneundikosani mpoaykTy posKIanaHua

Mawots Bignosigatu HaCTYIIHUM MeXaM, SKIIO KOHTPOTeThe: He Ginbuue, Hixk 0.2 % M/m (BEPX abo YEPX)
- CyMa npoayKTis posknaaHus:

Marote Bignosizat HacTynHIM MEKAaM, AKLIO KOHTPONoeThCA: He Binbure, rix 0.5 % /M (BEPX ato YEPX)

Crop. 2134




epeksan 3 anrnifickkol MOBH Ha yKpaiHchKy

Actpa3eHeka AB
Actpa3eneka Ab Ceinen Onepeiimenc

]
AstraZenec éz SE-151 85 Coneprar’e
eenia

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

CEPTU®IKAT AHAJII3Y

AJIBMIHJIA
AKTHBHicTE: 90 Mr
Jikapebka dopma: TabneTsn, BKPHTI [T BKOBOK 060I0HKOIO
Ynaxosxa: 4x14 6nicrep (no 14 tabnetox y Gnicrepi; 4 Gaicrepu y xaprouii Kopobi1i)

Cepin VKEK

Jdara Bupobuunrea Bepecenn - 2024
Tepmin npuaaTHocTi Cepniens - 2027
Kpaina-imnoprep VYkpaina

Coenudikanis Doc ID-001533442 v 2.0

HanuM mifTBepaKyeTnes, 10 BULIEBKA3AHA iHQopmaIlig € ZOCTOBIPHOW 1 TOUHOW. Hana cepin Gyna
BHpoOneHa, BKAKOYAIOYH NaKyBAHHA/MApPKyBaHHA | KOHTPOJb SKOCTi, B MOBHiii BILOBIIHOCTI 3
BumoramMu GMP, BcranoBneHUMH Micuesum PErylATOPDHHM OpPraHoM, a TaKOXK BiAMOBimHO 3i
cneuudikaniasmm, ski  MicTaThC B peecTpalifiHOMy  JOChe Kpainu-imnoprepa. I[lpotokonn
BMPOOHMIITBA, MAKyBaHHs 1 aHaNizin Oyiu nepernanyTi | BcTaHOB/IEHO BiNNOBIARICTS BMOraM GMP.

Peecrpaniitne nocsinuenns Buximoyae nocrasku 1o Kuraio, Yropiunau, PecrryGiku Kopet

KinbkicTs cepit: 25 320 yn.

Bunyck cepii expanenmii: Hina Jlynacrpym YnoeHoBaxena ocoba
YroBroBaxxeHa 0coba 3rigHO BUMOT Hupextueu 2001/83/€C

Jlara Bunycky cepii: 05-JTuctonana-2024

(ENeKTponHHit miAnme € I0puARYNO 060R’ 13KOBUM EKBIBAJICHTOM BIACHOPYYHOIO nignmucy)

LleHi nokyment S6y1o Buaano BPY'Iy Ta 3aTBEP/KCHO B €NEKTPOHHOMY BUIALI C1YKGOK 3a6e3Meue s
saKocTi B Ceizen Onepeitmne

Crop.334




Ieperwnan 3 aurniiicskoi MoBH Ha YKpaiHChbKY

3arBepIKEeHHS IOKYMEHTY

3arBep/KeHN 31 CTOPOHY SIKOCTI

Acnam Aped
aslam.aref{@astrazeneca.com
21-Tpapus-2025 14:06:58 GMT+0000

Crop. 434
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