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Co

AstraZeneca AB
AstraZeneca AB sweden Operations

Sweden

SE-151 85 SODERTALJE

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

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®

Strength: 80 mcg/4.5 mcg

Pharmaceutical Form: Powde
Pack Size: 60 doses in @ plastic inhaler; 1

Batch Number

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

impurities and degradation
products of budesonide

Specified related substances
in total

16(a!fa)—hydroxyprednisolone
D-homobudesonide

21 -dehydrobudesonide

14, 15-dehydrobu desonide
Unspecified related

substances in total

Individual unspecified related
substance

Check this is the latest version of
Printed by Annelie

LAZS

Jan-2024

Dec-2025

Ukraine

Doc ID-000329784 v.3.0

ACCEPTANCE CRITERIA

Liguid chromatography
with UV detection

Not more than 1.0 per cent (area) in total of
specified related substances.

No individual specified related substance
exceeding 0.5 per cent (area).

No individual specified related substance
exceeding 0.5 per cent {area).

No individual specified related substance
exceeding 0.5 per cent (area).

No individual specified related substance
exceeding 0.5 per cent (area).

Not more than 0.5 per cent (area) in total of
unspecified related substances.

No individual unspecified related substance
exceeding 0.2 per cent (area).

the document before use.

r for inhalation, dosated
inhaler in a carton box

RESULT

0.19 area %

0.13 area %

<0.05 area %

<0.05 area %

<0.05 area %

<0.05 area %

<0.05 area %

1 fotrrn on 20 May 2024 07:48AM GMT+02:00 Page 2/9



AST-0143555 v1.0  Status: Approved Approved Date: 20 Mar 2024 Page 3 of 10
CoA, 190005039, LAZS UA
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

Symbicort® Turbuhaler®
Strength: 80 mcg/4.5 meg
Pharmaceutical Form: Powder for inhalation, dosated
Pack Size: 60 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number LAZS

Date of Manufacture Jan-2024

Date of Expiry Dec-2025

Importing Country Ukraine

Specification Doc ID-000329784 v.3.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Impurities and degradation Gradient ion pair chromatography with

products of formoterol UV detection

Related substances in totaf Not more than 1.0 per cent in total related 02%
to the formoterol fumarate dihydrate

content.
D2537 Not more than 0.4 per cent (m/m) of D2537. 0.1 % m/m
Peak A No individual specified related substance <0,02 area %

exceeding 0.4 per cent (area).

Peak B No individual specified related substance 0.0 area %
exceeding 0.4 per cent (area).

Peak C No individual specified related substance <0.02 area %
exceeding 0.4 per cent (area).

Individual unspecified related  No individual unspecified related substance 0.0 area %
substance exceeding 0.3 per cent (area).

Particle size lactose monohydrate  Electrical sensing zone

(Coulter Counter) method
Mass median diameter The particles will have a mass median 2.5 um
diameter of less than 3 um.
Particles with diameter of At feast 95 % (m/m) of the particles will 100 % m/m
7 umor less have a diameter of 7 um or less.

Check this is the latest version of the document before use. P 3/9
Printed by Annelie Lofstrém on 20 May 2024 07:48AM GMT-+02:00 age
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AstraZeneca

CoA, 190005039, LAZS 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

Symbicort® Turbuhaler®

Strength: 80 mcg/4.5 mcg
Pharmaceutical Form: Powder for inhalation, dosated
Pack Size: 60 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number

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

Particle size budesonide
{Couliter Counter)

Mass median diameter
Particles with diameter of
7 um or less

Particle size formoterol
{Coulter Counter)

Mass median diameter
Particles with diameter of
7 um or less

Weight of contents

Check this is the latest version of the document before use.
Printed by Annelie Lofstrdm on 20 May 2024 07:48AM GMT+02:00

LAZS

Jan-2024

Dec-2025

Ukraine

Doc 1D-000329784 v.3.0

ACCEPTANCE CRITERIA

Electrical sensing zone
method

The patrticies will have a mass median
diameter of less than 3 ym.

At least 95 % (m/m) of the particles will
have a diameter of 7 um or less.

Electrical sensing zone
method

The particles will have a mass median
diameter of less than 3 pm.

At least 85 % (m/m) of the particles will
have a diameter of 7 ym or less,

Not less than 100 mg.

RESULT

1.9 ym

100 % m/m

1.6 um

100 % m/m

Complies

Page4/9
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CoA, 190005039, LAZS UA
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

Symbicort® Turbuhaler®
Strength: 80 meg/4.5 mcg
Pharmaceutical Form: Powder for inhalation, dosated
Pack Size: 60 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number LAZS

Date of Manufacture Jan-2024

Date of Expiry Dec-2025

Importing Country Ukraine

Specification Doc ID-000329784 v.3.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Delivered dose (uniformity) uv spectrophotometry and liquid

chromatography with UV detection

For each of 10 inhalers, primed by two Conmplies
actuations, the amount of budesonide and

formoterol fumarate dihydrate delivered

from the mouthpiece at an airflow of 60

I/min is measured according to the table

below,
Evaluate the following doses from inhalers
1-10.
Inhaler Dose no

1(11,21) 1

2(12,22) 2

3(13,23) 3

4 (14,24) 29

5 (15,25) 30

6 (16,26) 31

7(17,27) 32

8(18,28) 58

9(19,29) 59

10 (20,30) 60
The requirements are met, if, for any of the
actives,

- not more than 1 of the 10 values are
outside + 25% of the average value,
and no value is outside + 35% of the
average value.

Check this is the latest version of the document before use. P 5/9
Printed by Annelie Lofstrom on 20 May 2024 07:48AM GMT+02:00 age
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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

Symbicort® Turbuhaler®
Strength: 80 mcg/4.5 meg
Pharmaceutical Form: Powder for inhalation, dosated

Pack Size: 60 doses in a plastic inhaler: 1 inhaler in a carton box

Batch Number

Date of Manufacture
Date of Expiry
Importing Country

Specification

TEST/PROCEDURE

Delivered dose (average)

Delivered dose of
budesonide

Delivered dose of
formoterol

Fine particle dose

Fine particle dose
budesonide

Fine particle dose
formoterol

LAZS
Jan-2024
Dec-2025

Ukraine

Doc ID-000329784 v.3.0

ACCEPTANCE CRITERIA RESULT

UV spectrophotometry and liquid
chromatography with UV detection

Average from uniformity testing (10 or 30 75 pgldose
doses) is within 64-96 ug of budesonide per

dose.

Average from uniformity testing (10 or 30 4 4 ug/dose
doses) is within 3.6-5.4 g of formoterol
fumarate dihydrate per dose.

Multistage liquid impinger and liquid
chromatography with UV detection

33-51 pg of budesonide per dose in 45 ygl/dose
particles below 5 ym in aerodynamic

diameter, using the Multistage Liquid

Impinger at an airfiow of 60 I/min (a

composite of the 10 first doses after 2

doses priming is tested, average of 3

inhalers).

1.5-2.7 yg of formoterol fumarate dihydrate 2.3 pg/dose
per dose in particles below 5 pm in

aerodynamic diameter, using the Multistage

Liquid Impinger at an airflow of 60 I/min (a

composite of the 10 first doses after 2

doses priming is tested, average of3

inhalers).

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

Printed by Annelie Lofstrdm on

20 May 2024 07:48AM GMT+02:00 Page6/9
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AstraZeneca AB
AstraZeneca AB Sweden Operations

SE-151 86 SODERTALJE

Sweden

AstraZeneca

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

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 80 mcg/4.5 mcg
Pharmaceutical Form: Powder for inhalation, dosated
Pack Size: 60 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number LAZS

Date of Manufacture Jan-2024

Date of Expiry Dec-2025

importing Country Ukraine

Specification Doc ID-000329784 v.3.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Microbiological quality Ph Eur

The test is performed for every 10% batch, Complies

Meets the requirements in Ph Eur*
(The total content from at least 10 inhalers
is tested).

“For fotal Aerobic Microbial Count and Total
Combined Yeasts and Moulds Count,

Check this is the latest version of the document before use.
Printed by Annelie Lofstrom on 20 May 2024 07:48AM GMT=+02:00 Page7/9
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AstraZeneca

Pharmaceutical Form: Powder for inhalation, dosated

CoA, 190005039, LAZS UA
AstraZeneca AB

Sweden

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

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 80 mcg/4.5 mcg

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Pack Size: 60 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number

Date of Manufacture
Date of Expiry
importing Country

Specification

Comments

LAZS

Jan-2024

Dec-2025

Ukraine

Doc ID-000329784 v.3.0

Active ingredients: 80 micrograms budesonide,
4.5 micrograms formoterol fumarate dihydrate.

Country of Origin: Sweden
Registration Certificate: UA/5433/01/01

Formulation, filling, quality control, labelling,
secondary packaging and batch release

AstraZeneca AB
Forskargatan 18
151 36 Sadertélje
Sweden

GMP No: 6.2.1-2022-072134
Manufacturing License No: 6.2,1-2022-072134

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

Printed by Annelie Lofstrdm on 20 May 2024 07:48AM GMT+02:00
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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

Symbicort® Turbuhaler®
Strength; 80 mcg/4.5 mcg
Pharmaceutical Form: Powder for inhalation, dosated
Pack Size: 60 doses in a plastic inhaler: 1 inhaler in a carton box

Batch Number LAZS

Date of Manufacture Jan-2024

Date of Expiry Dec-2025

Importing Country Ukraine

Specification Doc ID-000329784 v.3.0

been manufactured, including packaging/labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the focal 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.

Marketing Authorisation excludes supply to market(s) United States of America, Finland, Hungary

Batch Quantity: 5 370 EA

!

i

A VO&QM%// 02405 O
Released by: ™ Vaervéigen Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC
Released on: 20-Mar-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. P 9/9
Printed by Annelie Lofstrom on 20 May 2024 07:48AM GMT+02:00 age
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Document Approvals

Quality Approval Jannica Wigren
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test version of the document before use.
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Mepeknaa 3 aHMINCHKOT MOBU Ha YKpaiHCLKY

]

A Actpa3enexa Ab
AstraZeneca =’

Actpa3enexa AB Csinen Onepelintc
SE-151 85 Cogepran’e
IBenis

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

CEPTHDIKAT AHAJII3Y
CUMBIKOPT TYPBYXAJIEP

HozyBanus: 80 Mxr/4.5Mkr
Jlikapcbka dopMa: IOPOILOK VI IHFaIALIH, JO30BaHHH

Ynakoeska: no 60 103 y INTaCTHKOBOMY iHramusTopi; 1o 1 iHransTopy B KapToHHIN Kopo6i

Howmep cepii LAZS
Hara BupoOHHUITBA Ciuens - 2024
Tepmin npupaTrocTi Ipynens - 2025
Kpaina-imnoprep Vkpaina
Crenudirxanis Doc ID-000329784 8.3.0
BHUINIPOBYBAHHSA/METOINKA KPUTEPIi HPUMHATTS PE3VJbBTAT
Omnue BizyanpHuit aHami3
Onuc igransaTopa Jozarop, mo obepraeTbes, 4epBOHOro Konpopy. Ha Bimnosinac

Jo3aropi, o obepTacThes, BUTHCHeHNH oy Bpaiins.
Kpumika binoro konsopy. Beepenyni kpumku
3HAXOAAThes M’ ATh pebep. Y BikHi iHAMKaTOpa
Jo3yBaHHs BUAHO wHdpy 60. Hacanka Mae worupu
CTEpIKHI i MOXe obepraTHcs,

Buicr Bix 6imoro no Maibke 6i0oro Konsopy,

Omuc BMicTy TIEPERAXKHO ¥ GOopMi OKPYTITHX TPaHyII. Binnosinae
Byneconin/@opmoTepon IndpayepBona crieKTpocKoris
Inenndikauis: Gyneconimy MosurusHa izenTHdiKaNiA To3uTuBHA
InenTrdikanis: hopmoTepory IlosuTuBHa inenTudikamis Ho3uTuBHA
Bynecouig/®opmMotepoa Pimunna xpoMatorpadis 3 Y® aeTeKTyBaHHAM
KinbkicHe Bi3HadeHHs: BymecoHiny 81 - 99 Mr/T 86 mr/r
Kinbkicne snzHaueHHs: GopMorepony 4.5-55wr/r 4.9 mr/r

\

Crop.139



Mepekraz 3 aHrMiAcLKOT MOBY Ha YKpaiHCbKy

Actpa3eneka Ab

Actpa3enexa Ab Ceinen Onepefimnc

SE-151 85 Comepran’e
[Useris

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

CEPTU®DIKAT AHAJII3Y
CUMBIKOPT TYPBYXAJIEP

Josysanns: 80 Mxr/4.5MKr

Jlikapcbka popma: ITOPOLIOK I iHTATAMIN, 1030BaHHUHA

Vnaxorka: 110 60 103 B IIaCTHKOBOMY jHTaNATOpi; Mo 1 iHraNsTOpy B KapTOHHIH Kopobui

Howmep cepii

JlaTra BUpOOHHITBA
Tepmin npupaTHOCTI
Kpaina-imnoprep
Crnenudikauin

BUNIPOBYBAHHSI/METOINUKA

Jomimku i APOAYKTH
Jerpagauii 6ymecoHiay

Big cyMH BCTaHOBJIEHHX CITOPiIIHEHHX
IOMIIIOK

160-riApOKCHUTIPEAHIZ0TIOH

D-romo0ynecoHin

21-periapoGyaeconia

14,15-gerinpobyneconin

BiJ cyMu HEBCTaHOBICHHX CTIOpPiAHE-
HUX TOMIIIOK

IuavBigyaneHi HEBCTAHOBICH]
criopinHeHi JoMiLITKH

LAZS
Ciuens - 2024
Ipysens - 2025

Ykpaina
Doc ID-000329784 8.3.0

KPUTEPII IPUAHATTSA

Pigunna xpomatorpadis 3 YO AeTekTyBaHHIM

He 6inbmre nvix 1.0 mwiouti % Bix cymu
BCTAHORJIEHHX CISOPIAHEHHX JOMIIIOK

oznHo! iBANBINYaNbLHOT BCTABOBIEHOI CHOPiHEHO]
nominixy, mo uepesuiye 0.5 mromi %

Kool iHANBILyanbHOT BCTAHOBIEHOI CIIOPIAHEHOT
nominikm, wo nepesuiye 0.5 mrouti %

ozHol iHauBiZyansHOT BCTaHOBIEHO! criopinHeHol
ZoMinreu, mo nepepuurye 0.5 mouti %

Koznnol iugmeinyansHoi BCTaHOBIEHO! copigHenol
noMimky, wo uepesuinye 0.5 mromt %

He 6inpie nix 0.5 nnowi % Bif cyMy HEBCTAHOB-
JIEHHX CHOPiAHEHMX JOMIIlIOK.

oxHoi inAMBIRyaILHOT HEBCTAHOBJIEHOT CIIOPIA-
HeHoi foMilkH, wo nepesuurye 0.2 mromi %

PE3VJIBTAT

0.19 rutowti %

0.13 ol %

<0.05 nunomi %

<0.05 rnomi %

<0.05 rowmii %

<0.05 o %

<0.05 rmoui %

Crop.239



Mepeknag 3 aHINIAckol MOBU Ha YKpaiHChky

Acrpa3enexa Ab

’ Acrpa3eneka AB Cainen Onepeiiiunc
SE-151 85 Conepran’e
1IBenis

AstraZeneca &

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

CEPTH®IKAT AHAJIIZY
CHUMBIKOPT TYPBYXAJIEP

Hosysauns: 80 Mxr/4.5Mxr
Jlikapeska (opMa: NOPOIIOK AT iHrasALii, 1030BaHuil

Ynaxeska: 1o 60 103 B IITaCTHKOBOMY iHramATOpi; 1Mo | iHrajsTopy B KapTOHKIN KopoOLi

Howmep cepii LAZS
JaTta BHpoGHUITBA Ciyens - 2024
Tepmin npugaTsocTi Ppynens - 2025
Kpaina-immoprep - Vkpaina
Crneuuixauisn : Doc ID-000329784 8.3.0
BUITPOBYBAHHS/METOJUKA KPUTEPIf IPUAHATTS PE3VJBTAT
Jomimkn i mpoxyxTi gerpagauii fpa,uienma ioH-niapHa xpoMarorpadis 3 YO gerex-
dopmoTepony TYBaHHAM
Bix cymu eranosnennx cnopigHenux  He Gineiue, Hix 1,0% Big cymu BinHoCcHO BMicTy 0.2 %
JOMIIIoK topmoTepony dymapary nurigpary.
D2537 He Ginme nix 0.4 % (/M) D2537. 0.1 % wm/m
Tlik A Kouarof iHauBinyaHLHo'l' BCTAHOBJIEHOT CIIOPiAHEHOT <0.02 oy %

JoMilky, o nepesuitye 0.4 mouti %.

Tix B XKonanoi iHgMBIIyanbHOT BCTAHOBNEHOT criopigHeHol
JoMimkH, mo nepesuutye 0.4 miomi %. 0.0 rzmomi %
Ilix C Vs . . . . . :
JXKomuoi inauBiayansHoi BeTanobnenoi cnopigrenol  <0.02 maowi %

JoMimxw, mo nepesuinye 0.4 momi %.

IHAnBinYyaNEH] HEBCTAHOBNEH]

- . ' 0.0 mmouni %
CTIOpiAHEH] JOMILUKH

XKognol iHaWBINYaIbHO! HEBCTAHOBIEHOT CHIOpi/iHe-
Ho1 moMiluky, wo nepesumtye 0.3 momi %.

Crop.339



Mepeknaa 3 GHrMIRCLKCT MOBU Ha YKPATHCbKY '

AstraZeneca

Actpa3encka Ab

Acrpa3enexa AB Ceinen Onepeifne

SE-151 85 Comepran’e
Iseuis

Ten. +46(0)8553 260 00
daxc +46 (0)8 552 544 80

CEPTU®DIKAT AHAJIIZY
CUMBIKOPT TYPBYXAJIEP

Hozyeanus: 80 MKI‘/4.5MK1“

Jlikapceka dopma: TiOPOLUOK I iHTaauii, [030BaHHA

ViakoBka: 110 60 103 B TIACTUKOBOMY iHIaNsTOpi; Mo 1 iHransTopy B KapTonHii kopobui

Howmep cepii

JlaTa BHPOGHHITBA
Tepmin npuaaTHoCTi
Kpaina-imnoprep
Cneuudixaiis

BUINTPOBYBAHHS/METOJUKA

Po3mip 4acTOK JAKT032 MOHOTIZpaTy
(JMiynabuuk KynanTepa)
Cepenriit JiaMeTp 9acTOK 32 MAco

YacTkH 3 JliaMeTpoM 7 MKM UM MeHIIe

Po3mip uacrok Gyzeconiny (Jliumabnux
KynabTtepa)
Cepenniif niamMeTp 4acTOK 38 Macoro

YacTku 3 giaMeTpoM 7 MKM Ui MEHIue

Posmip yacrok popmorepoay (Jiunmn-
nuk Kyabrepa)
Cepeaniif liaMeTp 4acTOK 3a Macolo

YacTkd 3 KiaMeTpoM 7 MKM YH MEHILE

Maca Bmicry

LAZS
Ciuenp - 2024
Tpynens - 2025
Yxpaina
Doc ID-000329784 8.3.0
KPUTEPI IPUIHATTA
MCTOI_I GJICKTpW-lHOI‘O S‘IHTyBaHH}I 30HHA

CepenHiit giaMeTp 4acToK 3a MAcOK TIOBHHEH
OyTH MeHIIe HK 3 MKM.

He menme 95 % (M/M) 4acTOK TIOBHHHI MaTH
Iiametp 7 MxM abo MeHIIe.

Merou CJIEKTPUUHOTO 3YUTYBAHHA 30HH

Cepennit JliaMeTp YacToOK 332 Macolo IIOBHHEH
6yTH MEHIIIC HIX 3 MKM.

He memue 95 % (M/M) yacToxk NOBHHHI MaTH
niamerp 7 MxM abo MeHLIE.

Merox EJIEKTPHUHOTO 3UMUTYBAHHA 30HH

Cepeauiil iaMeTp HacToK 33 MacOI0 OBUHEH
OyTH MEHIIE HiXK 3 MKM.

He menme 95 % (M/M) uacTox MOBHHHI MaTH
niamerp 7 mxM abo MeH1e.

He mente 100 Mr

PE3VYJIBTAT

2.5 mxum

100 % m/m

1.9 Mxum

100 % m/Mm

1.6 MxM

100 % m/m

Binnosigae

Crop.439
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Mepeknan 3 aHrMiRCHKOT MOBU Ha yKpaiHCbKY

Actpa3eneka Ab

Actpa3enexa Ab Csinen Onepeiince

SE-151 85 Copnepran’e
UBsewnis

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

CEPTUQ®IKAT AHAJII3Y
CHUMBIKOPT TYPEYXAJIEP

Jo3yBanus: 80 Mxr/4.5Mxkr

Jlikapcnka gopma: mopoiok 1 iHransauii, rozoBanuit

Ynaxorka: 1o 60 103 B MIAaCTHKOBOMY IHraistopi; 110 | iHraastopy B KapToHHiH kopoGiti

Howmep cepii

Hara pupobuunrsa
Tepmin npunarnocti
Kpaina-imnoprep
Crneuudikauis

BHUITPOBYBAHHA/METOHUKA

Jo3a, o nocraBnseThesn
(onHOpiAHICTE)

Jlo3a, 110 ROCTABASEThCS (CEPCAHE
3HaYeNHs)
Ho3za 6yxecoHiny, Mo JOCTABIAECTLCA

Hoza (})opMIOTepony ¢dymapary aurin-
paTy, o JOCTaBALEThCA

LAZS

Ciuens - 2024

I'pynens - 2025

Vkpaina

Doc ID-000329784 8.3.0

KPUTEPI] TIPUMHSATTSI

Ina koxmoro i3 10 iHramaropis, Icna CKMIAHHA ABOX M03,
KiIbKicTs Gyacconiny i gopmotepory dymMapary murinpary, wo
JIOCTaBJIAETBCA, 3 HACAAKH MOTOKOM TIOBITPA 60 1/XB BUMIpIOIOTH
BIATIOBINHO X0 HARCUCHOT HIDKUE TAOMIHLI.
OUiHIOWTE Taki T03H 3 iHrausropis 1-10:

[uransrop JHoza Ne
1(11,21) o1
2(12,22) 2
3(13,23) 3
4 (14,24) - 29
5(15,25) .- 30
6 (16,26) 31
7(17,27) ' 32
8 (18,28) 58
9 (19,29) 59
10 (20,30) 60

BuMory BHKOHYIOTHCS, AKWO I Gyab-KOT 3 Ai0MMX
PeYOBUH, - He Binelue, Hix 1 i3 10 3HaYEHL BRXOOUTE 32 Mexi
+ 25% BiA cepeHBOro 3HAYEHHS, 1 JKOMHE 13 3HAYEHDb He
BUXOINTE 3a Mexi + 35% BiX cepelHBOTO 3HAYEHHS.

Y® cnextpodoToMeTpis Ta piguHHa XpoMartorpadis 3 YO ne-
TEKTYBaHHAM. - '

Cepexne 3sHaueHHs 3 BUIIpoOyBanb ogHopinnocti (10 abo 30
J103) 3HAXOJHTHCA B Mexkax 64-96 Mkr Oyleconiny Ha Jo3y.

Cepenne 3nauenns 3 BunpobysaHs oxHopiaHocri (10 abo 30
J03) 3HaxomuTbcsd B Mexax 3.6-5.4 wMxr ¢dopmorepony
¢dyMapary gurigpary Ha go3y.

PE3YJIBTAT

Binmosinac

75 mxr/po3a

4.4 Mxr/iosa

Crop. %39



Mepexnap 3 aﬁniﬁcwo’f MO HA yxpa’i‘rch,Ky
e o Acrpa3enexa AB
Astrazeneca Acrpa3enexa AB Csisieri Ontepeiitunce
o . 31-151 85:Cogepran’e
HIsenis

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

CEPTH®IKAT AHAJI3Y
CUMBIKOPT TYPRYXAJIEP -

o .. Dosysanmst; 80 nkr/4.5MKr
Jlikapeska opMa: OPOuoK /I Iraiawii, fo3osanuii

Viakoska: mo 60 103 B IIACTHKOBOMY iHFansTopi; mo 1 igransropy B KapToHHiH Kopobui

Homep cepii LAZS

Jata BUpOGHUITBA Ciyenr - 2024

Tepmin npuaarnocti Tpynens - 2025

Kpaina-imnoprep Yxpaiia

Cnenudikanis Doc ID-000329784 B.3.0
BUIIPOBYBAHHSI/METOIUKA S KPHTEPI PHITHATTS PE3YJIbTAT

Ho3sa, 1o npeacTaBiielia YyacTKaMu BaratocTymisatnit pisudunil iMmiHDKep Ta plauiHa

Majioro posmipy xpomaropradis 3 YP HeTeKTYRSIHIM
Jo3a, uro npe/cTaBieHa JacTKaMH 33-51 MKT GyHECONiNY Iia 103y CKIAAIOTBCA 3 YaCTOK i3 45 MKr/1o3a
Manoro posMipy OyzAecoHiTy acpOMHAMIYHIM JiaMCTPOM MEHIIC 5 MKM, BUKOPHCTO-

BYIOUHM 6araTocTyneHernii pifHHIit iMIinmxep rpu
noToui nositps 60 jUxB (BUIpoOOBYIOTH Cymim i3 10
nepuX 103, Mcis Ckumanus 2 103, 06yucmiooTs cepe-
JIHE 3HAYEHHs 1151 3 IHTansTopiB).

Jloza, 110 npecTaBileHa YacTKaMu 1,5-2,7 Mkt thopMorepory gyMapaty murifpaTy Ha josy 2.3 mxi/nosa
Maroro posmipy hopmoTepoity CKITafatoThCS 3 UACTOK i3 AePOjMHAMIMHIM AiaMeTPOM
IWTipaTy MEHIIIE 5 MKM, BUKOPHUCTOBYIOHH 0araTocTyneHEBHi

piauHumil iMOiHDXep Dpu noToli nositps 60 1/XB (Bu-
npoBoByIOTE CyMilll i3 10 Hepumx 03, Nicys CKHAaHHs 2
1103, OBUHCITIOOT] CEPEAHE SHAUCHHSA [T 3 IHransaTopis).

Mikpo6iosorivHa yMcToTa €np. Qapm.

TecT NpoBOXUTLC Mt Kosxitof gecaToi cepil. Bianosizac
Binnosigae sumoram €sp. Papm*.

(3aransumit BMICT TeCTyIOTh Ha moHafiMenme 10 inra-

1aTOpax).

*JTnst 3aranbHOI KiBKOCTI aepOBHUX MiKpOOPTaHi3MiB i

3aransHol cyMapHoi KilbKOCTi ApIKAXIB Ta rpubis.

Ctop.639



Mepeknap 3 aKrRINCHKOT MOBYU Ha yKpalHCHKY

Actpa3enexa Ab

Actpa3enexa AB Ceinen Onepeiininc
SE-151 85 Coneptan’e

Isertis

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

CEPTH®IKAT AHAJII3Y
CHMBIKOPT TYPBYXAJIEP

Jozysanns: 80 Mxr/4.5Mkr
Jlikapceka ¢opma: opoioK A7 IHraLALil, 1030BaHKHl

Ynaxoska: 1o 60 103 B INIaCTHKOBOMY IHrajsiTopi; 1o 1 iHrainstopy B KapToHHii kopobui

HomMep cepii LAZS

Hara Bupo6HHITBA Ciuens - 2024

Tepmin npuaaTHoCTI I'pynens - 2025
Kpaiua-immoprep Vxpaina

Crenundikanin Doc ID-000329784 B.3.0
KomenTapi

AxTusai inrpeaientn: 80 mikporpam Gyneconiny,
4.5 mikporpam ¢popmoTeponry dymapaTy JMHTIApaTy

Kpaina noxoxxenns: lllsenis
Pecctpauiiine nocsinuenns: UA/5433/01/01

Burorosjienns, HaMOBHEHHS, KOHTPOJIb SIKOCTI, MAPKYBAHHS, BTOPUHHE NAKYBAHHSA
Ta BUIYCK cepil:

Actpa3eneka AB

®opckaprarad 18

151 36 Conepran’e

HIBenis

Ceprudixar GMP Ne 6.2.1-2022-072134
Jlinensisn Ha Bupo6HULUTBO No 6.2.1-2022-072134

Crop. 739



Mepeinag 3 aHrmiftcEko! MoBl Ha YEPEHCHKY
Actpadenexa Ab
Acrpa3eucka Al Cigen Onepeiune
SE-151 85 ConepTan o
lsema

~ Ten. +46 (0)8 553 260 00
®ake +46 (0)8 552 544 80

CEPTHMIKAT AHAJIRY
" CHMBIKOPT TYPBYXAREP

Rosysanss: 80 mxr/4.5MKkr
Jikapesxa (PopMa: TOPOUIOK A5 iHransuil, Jo3onanui

Viaxorra: 110 60 03 B MIACTHKOEOMY IRTATATOPI; TI0 1 iHTa/stopy B KapToHHii Kopodii

Homep cepii LAZS ‘

JaTa BHpodHUITRA Ciuenp - 2024 |

Tepmir npuaataocti [pynens - 2025
Kpaira-imnoprep YkpaiHa

Crenugixanis ‘ Doc ID-000329784 1.3, 0

B

T

)IamAM mmuepmrcyemcn [0 BHIIEEKa3aHa lmbopmaum € JIGCTOBIDHOIO i ipasupHOI0. Jlana cepis Oyia
BUTOTOB/IGHA HA BHILEBKa3aHiii BHPOGHMUill ADLIHII, BKIIOYA0TH 11a1<ynamm/map1\yBaHHﬁ i KOHTPOIE
sKOCTi, B MoBHIiT BignosigrocTi 3 BHMoramu GMP nicuesoro PerymsTopnoi oprauy i cneumbncamwn
peeupaumﬂoro cBifouTBa KpaikH - iMmoprepa. Cepiiide BIPOGHMLITBO, [IAKYBAHHS T4 IPOTOKOTM aHali-
3y nepempem i BCTaHOBIIEHO, 10 BOHM BiANOBifatoTh BuMoram GMP.

PeecTpatiiiite cBifouTBo BHKIIOHac 1moctapku B Criomyueni LItatn AMeprku Dinngugito, YTopid
RS - R » ’

Kinekicts cepii: 5 370 ym.

(Hidnuc) 20.05.2024

Bunymeno: Biiopn Baepsazen ViioBHOBaX€EHa ocoba
VmoBHoBaxeHa ocoba srigro numor dupextusn 2001/83/€C
Jlara Bunycky cepii: 20-Bepesns-2024

(EneKTpOHHII AMHC € IOPHAHTHO 0GOB’ A3KOBUM CKBIBAICHTOM BJIAGHOPYYHOTO NiAIHCY)
Lleit nokymenT Gyno BHEAHO BPYUHY Ta 3aTBEPIKCKO B EACKTPORHOMY BUMIAM CITyk 6010 3a0€31ICHCHHS TKOCTi B
Cainen OnepeiiiiHe

Crop.839



Mepeknap 3 aHITIACLKOT MoBY Ha YKpaikchbky

3atBepmKenns JOKYMEHTY

T N ——
3aTBepkeniig 3i CTOPOHH HKOCT]

T E'R‘\Nﬁ-
SHnixa Birpen

Jannica.wigren1 (@astrazeneca.com
20-Bepesus-2024 13:19:07 GMT+0000
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Crop. 939






