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AstraZenecaé?

[epexnan 3 aHTTIHCHKOT MOBH Ha YKPaiHCBKY

Actpa3eneka Ab,

Actpa3eneka Ab, Ceinen Onepemnieitnc

SE-151 85 Conepran’e
IIBeris

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

CEPTU®IKAT AHAJII3Y

IIYJBMIKOPT, cycnensisa ans po3nuienns, (.25 MI'/MJI

AxkTHBHiCcTE: 0.25 Mr/mit

Jlikapcbka dgopma: CycrieH3is it po3MIICHHS
Tun Ta po3mip ynmakoBku: 2 MJI B KOHTEHHEpI 3 IUIACTHKY; M0 5 KOHTEHHEPIB, 3’ €IHAHUX MK COO0I0, Y KOHBEPTI
3 aTFOMiHi€BO1 (DOJIBTH, TI0 4 KOHBEPTH Y KapTOHHII KOpOoOIIi

Cepis:
JdaTa BupoOHMUTBA:
Tepmin mpunaTHocTi:

Kpaina-imnoprep:
Cnemmpikanisi:
TECT/TIPOLUEAYPA

Byneconin

KinbkicHe BU3HAUYEHHS Oy IECOHITY

InenTudikarnis Oyneconimy

Iponykru aerpagamii

Bynp-siki oquHMYHI Hecrierudiuni
NPOIYKTH JieTpajanii

16, 17-nerinpo-21-
T1IPOKCHITPEIHI30JI0H

16,2 1-mukmivauii remiareTans 17-
JIC30KCHUITPE/HI30JIOH

Ommnc

pH

OnHopinHicTs 1030BaHUX
OMHULL
OaHopinHicTh BMicTY

SFGK
Jlurmenn-2025
Yepsenp-2027

Ykpaina

Doc ID-000342411 B.5.0
KPUTEPII IPUAHSTHOCTI
[pu Bunycky: 0.237 mo 0.263 mr/mi.
(BEPX 3 Y®-nerekryBaHHIM)
[lo3uTHBHA ineHTHDIKAIIIS

(BEPX 3 YO-zmetexTyBaHHIM)

< 0.2 % (BEPX 3 Y®-nerekTyBaHHM)

<0.10 % (BEPX 3 Y®-neTekTyBaHHIM)

<0.10 % (BEPX 3 Y®-neTekTyBaHHIM)

bina abo matixe Oina cycrneHsis, 1o Jerko
PECYCIICHIYEThCS, HAIOBHEHA B KOHTEHHEPH,
10 MICTSTh Pa30BY 103y, 3 IUIACTHKY.
(BizyanbHuii aHami3)

4.0 - 5.0 (EBp. Dapm)

Bigmogiguo o €sp. dapm.
BEPX 3 Y®-geTekTyBaHHAM

Cranis 1:

Hins 10 BunpoOyBanux oanHuns AV < L1
ae:

L1 (MakcuManbHO IPUITyCTUME IPUIHATHE
ymcino) = 15,0

PE3YJIBTAT

0.249 mr/mi

TTosutuBHA

0.1 % rrony

<0.015 % mromu

<0.015 % o

Bianosinae

4.5

Bianosinae
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[epexnan 3 aHTTIHCHKOT MOBH Ha YKPaiHCBKY
Actpa3eneka Ab,
| Actpa3eneka Ab, Cinen Omnepernreiinc

AstraZenecaéz SE-151 85 Conepran’e

[IBeris

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

CEPTU®DIKAT AHAJII3Y
IIYJBbMIKOPT, cycnensisa anst po3nuiaenns, (.25 MI'/MJI
AxTHBHicTB: 0.25 Mr/™M
Jlikapcbka dgopma: CycrieHsis st po3niIeHHS
Tun Ta po3mip ynakoBKu: 2 MJI B KOHTCHHEDI 3 TUIACTHKY; 110 5 KOHTCHHEPIB, 3’ €HAHUX MK CO000, Y KOHBEPTI
3 amoMiHI€BOT (OJIBIH, TI0 4 KOHBEPTH y KapTOHHIN KOpoOIIi

Cepisn: SFGK

JaTa BUpoOHUITBA: Jlunens-2025

Tepmin mpunaTHocTi: UYepsenn-2027

Kpaina-imnoprep: Ykpaina

Crnemmdixanisi: Doc ID-000342411 B.5.0

TECT/ITPOLELYPA KPUTEPII IPUMHSATHOCTI PE3VJIBTAT

T (cepenHe 3HaUYeHHS TOTEHIIHHUX Mex) = 100
%

SAxmo AV > L1, npoananizyiite nogatkoso 20
omuaunb (Cramis 2)

Cramis 2:

s 30 BunpoOyBanux ofunuils, AV < L1

ae:

L1 (MakcumanpHO IPUITyCTUME IPUIHATHE
gucio) = 15,0

T (cepenHe 3HaueHHS NOTEHIIHHUX Mex) = 100
%

Komna mo3zoBana oguHuUIl He MOxe OyTH < 0,75
M, i ko/ieH pe3yibTaT He Moxe OyTH > 1,25 M,
ne M — po3paxoBaHe cTaHJapTHE 3HAUCHHS

Po3mip yacTok

CepenHili 1iamMeTp 4acToOK CepenHiii JliaMeTp 4YaCTOK 3a MAacOK IMOBHHEH 3 MKM
OyTtu 4 MmxM a6o meHme (EnexTpudHe 3unTyBaHHS,
npuHIyn Kynrepa)

YacTku 3 giaMeTpoM < 7MKM He menme 90 % (m/M) wactok moBuHHI Matu 99 % m/Mm

miamerp 7 MkM ab6o wMenme (EnexTpudane
34UTyBaHH:, TpuHIUT KynTepa)

[Ipoayxru nerpagaumii

21-nmerimpobynecoHin <0.5 % (BEPX 3 YO-neTekTyBaHHIM) 0.1 % trori
17-xapOOKCHITbHA KUCITOTa < 0.5 % (BEPX 3 YO®-nerexTyBaHHIM) <0.05 % murommi
OymecoHimy o .
3aranpHa KUTBKICTH POTYKTIB < 1.5 % (BEPX 3 Y®-nerexTyBaHHIM) 0.3 % mony
Jerpaaarii

CrepuibHicTh Crepwibauii (€Bp. apm) Binnosigae
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[epexnan 3 aHTTIHCHKOT MOBH Ha YKPaiHCBKY

Actpa3eneka AB,
{‘<3\~ Acrpa3enexa Ab, Cinen Omnepenieiinc
AstraZeneca z SE-151 85 Conepran’e
[Isermis

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

CEPTU®IKAT AHAJII3Y
ITYJBMIKOPT, cycnensisi nist posmuienns, 0.25 MI'/MJI
AxtuBHicTB: 0.25 Mr/mi
Jlikapcepka ¢opma: Cycriensis Ui po3NHICHHS
Tumn Ta po3Mip ynakoBku: 2 M1 B KOHTEHHEpI 3 IUIACTUKY; M0 5 KOHTEHHEPIB, 3’ €AHAHUX MK COO0I0, Y KOHBEPTI
3 AIIFOMiHI€BOI (OJTBIH, 110 4 KOHBEPTH y KapTOHHIH KOpPoOII

Cepisi: SFGK

JlaTta BUpoOHMIITBA: Jlunens-2025
TepMiH npuaAaTHOCTI: Uepsens-2027
Kpaina-imnoprep: VYkpaina

Komenrapi:  AxTuBHwmii inrpenient: 0.25 mr 6ymecoHiay
Kpaina-Bupoonuxk: [ermis
Peecrpaniiine noceiquenns: UA/5552/01/01

BupoOHUITBO, KOHTPOJIb IKOCTi Ta BUIIYCK cepii:
Actpa3eneka Ab

®opckapraran 18, Comepran’e, 151 36, llIpenis
KonTpoas sikocTi:

Actpa3eneka Ab

I'epryneseren, Coaepran’e, 152 57, llIBemis

GMP Ne: 6.2.1-2022-072138
Bupoonuua minensia Ne:. SE-H-MIA-24-111061

JlaHnM miaTBEpAKY€EThCS, 110 BUILIEBKa3aHa iH(opMaLlis € JOCTOBIpHOIO 1 TouHOIO. J[aHa cepis Oyia BupoOieHa Ha
BUITICBKA3aHUX MUISTHKAX, BKITFOYAIOUN ITaKyBaHHSI/MapKyBaHHS 1 KOHTPOJE SIKOCTi, B TIOBHIM BiIITOBIIHOCTI 3
BuMoramMu GMP, BcTaHOBIIEHIMU MiCIIEBUM PETYIISITOPHUM OPTaHOM, a TAKOXK Y BiATIOBIIHOCTI 31 CHIeIU]iKaIlisIMH,
AKI MICTSITBCSI B PeECTpaliiHOMy JTOChe KpaiHHu-imMmoprepa. [IpoTokony BUpoOHMITBA, AKyBaHHs 1 aHAII3IB OyIu
MIEPETIISHYTI 1 BCTAHOBJICHO BiMNOBiIHICT BUMoram GMP.

Kinskicts cepii: 64 520 ym.

Peectpariiline MOCBITYSHHS BUKITIOYAE MOCTABKY 10 PUHKIB DiHsHil, YTopiuHu

Bunyck cepii cxBasieHwuii: Crecdani Mope YnoBHOBa)keHa ocoba

YnosHOBaxkeHa ocoba 3rigHo Bumor Jupextusu 2001/83/€C
[ata Bumycky cepii: 29-Cepnua-2025

(EJleKTpoHHUIl MiANKC € WPUANYHO 000B’A3KOBUM €KBIBaJEHTOM BJIACHOPYYHOIO MiANHKCY)
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[epexnan 3 aHTTIHCHKOT MOBH Ha YKPaiHCBKY

3aTBepKEeHHS TOKYMEHTY

3aTBepKEHHS 31 CTOPOHH SIKOCTI Aiist AmxuHa
Ava.Ajeenah@astrazeneca.com
01-Bepecns-2025 09:12:25 GMT+0000
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AST-0184935 v1.0 Status: Approved Approved Date: 01 Sep 2025 Page 1 of 8
CoA 190251039 SFGK UA

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

PULMICORT®NEBULISER SUSPENSION 0.25 MG/ML
Strength: 0.25 mg/mL
Pharmaceutical Form: Nebuliser suspension
Type and Pack Size: 2 mL in a plastic container; 5 containers connected together
in an envelope of aluminium foil, 4 envelopes in a cardboard pack

Batch Number: SFGK

Date of Manufacture: Jul-2025

Date of Expiry: Jun-2027

Importing Country: Ukraine

Specification: Doc ID-000342411 v5.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Appearance An easily resuspendable white to off- Complies

white suspension filled into single-dose
units made of plastic.
Visual inspection

pH 40t05.0 4.5
Ph Eur
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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

PULMICORT®NEBULISER SUSPENSION 0.25 MG/ML
Strength: 0.25 mg/mL
Pharmaceutical Form: Nebuliser suspension
Type and Pack Size: 2 mL in a plastic container; 5 containers connected together
in an envelope of aluminium foil, 4 envelopes in a cardboard pack

Batch Number: SFGK

Date of Manufacture: Jul-2025

Date of Expiry: Jun-2027

Importing Country: Ukraine

Specification: Doc ID-000342411 v5.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Uniformity of dosage units Meets Ph Eur requirements Complies

Content uniformity HPLC with UV-detection

Stage 1:

Of 10 units tested, AV < L1

where:

L1 (maximum allowed acceptance
value) = 15.0

T (average of the limits for potency) =
100%

If AV > L1, test an additional 20 units (
Stage 2)

Stage 2:

Of 30 units tested, AV < L1

where:

L1 (maximum allowed acceptance
value) = 15.0

T (average of the limits for potency) =
100%
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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

PULMICORT®NEBULISER SUSPENSION 0.25 MG/ML
Strength: 0.25 mg/mL
Pharmaceutical Form: Nebuliser suspension
Type and Pack Size: 2 mL in a plastic container; 5 containers connected together
in an envelope of aluminium foil, 4 envelopes in a cardboard pack

Batch Number: SFGK

Date of Manufacture: Jul-2025

Date of Expiry: Jun-2027

Importing Country: Ukraine

Specification: Doc ID-000342411 v5.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

No dosage unit result can be < 0.75M,
while no result can be > 1.25M, where
M is the calculated reference value.

Budesonide
Identity budesonide Positive identity Positive
HPLC with UV-detection
Assay budesonide Release: 0.237 to 0.263 mg/mL 0.249 mg/mL

HPLC with UV-detection

Particle measurement
Mass median diameter The particles will have a mass median 3 um
diameter of 4 ym or less.
Electrical sensing zone (the Coulter
principle)

Particles with diameter <=7 ym At least 90% (m/m) will be particles with 99 % m/m
a diameter of 7 um or less.
Electrical sensing zone (the Coulter
principle)
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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

PULMICORT®NEBULISER SUSPENSION 0.25 MG/ML
Strength: 0.25 mg/mL
Pharmaceutical Form: Nebuliser suspension
Type and Pack Size: 2 mL in a plastic container; 5 containers connected together
in an envelope of aluminium foil, 4 envelopes in a cardboard pack

Batch Number: SFGK
Date of Manufacture: Jul-2025
Date of Expiry: Jun-2027
Importing Country: Ukraine
Specification: Doc ID-000342411 v5.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Degradation products
21-dehydrobudesonide <05% 0.1 area %
HPLC with UV-detection
17-carboxylic acid of budesonide < 0.5 % <0.05 area %
HPLC with UV-detection
Total amount of degradation <15% 0.3 area %
products HPLC with UV-detection
Any individual unspecified <02% 0.1 area %
degradation products HPLC with UV-detection
16,17-dehydro-21- <0.10 % <0.015 area %
hydroxyprednisolone HPLC with UV-detection
16,21-cyclic hemiacetal of 17- <0.10 % <0.015 area %
desoxyprednisolone HPLC with UV-detection
Sterility Sterile Complies
Ph Eur
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AstraZeneca AB

AStl’azeneca 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

PULMICORT®NEBULISER SUSPENSION 0.25 MG/ML
Strength: 0.25 mg/mL
Pharmaceutical Form: Nebuliser suspension
Type and Pack Size: 2 mL in a plastic container; 5 containers connected together
in an envelope of aluminium foil, 4 envelopes in a cardboard pack

Batch Number: SFGK

Date of Manufacture: Jul-2025

Date of Expiry: Jun-2027

Importing Country: Ukraine

Specification: Doc ID-000342411 v5.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

Batch Quantity Batch quantity: 64.520 EA
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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

PULMICORT®NEBULISER SUSPENSION 0.25 MG/ML
Strength: 0.25 mg/mL
Pharmaceutical Form: Nebuliser suspension
Type and Pack Size: 2 mL in a plastic container; 5 containers connected together
in an envelope of aluminium foil, 4 envelopes in a cardboard pack

Batch Number: SFGK
Date of Manufacture: Jul-2025
Date of Expiry: Jun-2027
Importing Country: Ukraine
Comments: Active ingredient: 0.25 mg of budesonide

Country of Origin: Sweden
Registration Certificate: UA/5552/01/01

Manufacturing, QC testing and batch release:
AstraZeneca AB

Forskargatan 18

151 36 Sodertalje

Sweden

QC testing:
AstraZeneca AB
Gartunavagen
152 57 Sodertalje
Sweden

GMP Ne: 6.2.1-2022-072138
Manufacturing License No: SE-H-MIA-24-111061

| 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.
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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

PULMICORT®NEBULISER SUSPENSION 0.25 MG/ML
Strength: 0.25 mg/mL
Pharmaceutical Form: Nebuliser suspension
Type and Pack Size: 2 mL in a plastic container; 5 containers connected together
in an envelope of aluminium foil, 4 envelopes in a cardboard pack

Batch Number: SFGK
Date of Manufacture: Jul-2025
Date of Expiry: Jun-2027
Importing Country: Ukraine

Marketing Authorisation excludes supply to market(s) Finland, Hungary

Released by : Stephanie Moré Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC
Released On : 29-Aug-2025
(This electronic signature is the legally binding equivalent of a hand written signature)
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Document Approvals

Quality Approval Aya Ajeenah
Aya.Ajeenah @astrazeneca.com
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