Tlepekiiaj 3 aHIMCHKOI MOBY Ha YKPATHCBKY

Acrpa3enexa Ab

Acrpa3eneka AB Cainen Onepeituince
SE-151 85 Copepran’e

Ilseuis

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

CEPTH®IKAT AHAJII3Y
NMYJMIKOPT CYCHEH3IA JJ1s1 POIMMJIEHHA 0.5 MI'/MJL
Hoszysaunus: 0.5 mr/ma
Jlikapenka gopma: cycrensis 1is po3nuiIeHHst
Tun i po3mMip yIakoBKH: 2 MJI B KOHTeliHepi 3 IUIaCTHKY; 10 5 KOHTeliHepiB, 3’ €IHaHAX MK 00010,
y KOHBEPTi 3 amoMiHieBoi (osbru, o 4 KOHBEPTH y KapToHHii KopoOui

Cepia PFPZ
JlaTa BUpOOHHITBA KoeTenp-2025
TepMin puaTHOCTI Bepecenn-2027
Kpaina-immoprep Yxkpaina
Crenudikauis Doc ID-000342302 B.5.0
BUIIPOBYBAHHS KPUTEPI IPMAHATHOCTI PE3VYJIBTAT
3oBHilHii BUTIAL Cycrensis, 110 JIETKO PeCyCIeHayeThes, 6inoro abo Maiixke Bignosinae
6i710r0 KOMBOpY, HAOBHEHA B OJHOJ030B1 KOHTEHHEPH 3
IUIACTHKY.
BizyansHuil KOHTPOJIb

pH 4.0 50 5.0 4.5

€rp. Dapm.
OpsopiaHicTs 1030BaAHUX OAMHUIB
OnuopianicTs BMicTy Bignosiguao go €8p. Papm. Bignosinae

BEPX 3 YO-eTeKTyBaHHAM
Cragis 1:

Jina 10 punpo6oByBannx onmauns AV < L1 ne:
L1 (MakcuMabHO IPUIYCTUME NPUAHATHE guco) = 15,0
T (cepe/He 3HAUCHHA NOTEHLIHHNX mex) = 100 %
STkmo AV > L1, npoananisyitte nogatkoso 20 oxunmis (Crazis 2)
Crazis 2:
Jna 30 Bunpo6oByBannx ofuuuIs, AV < L1 ge:
L1 (MakCHMAaNbHO PHIIYCTHME NpUHATHE 9ucio) = 15,0
T (cepeaHe 3Ha4CHHs NOTEHUIHHUX mex) = 100 %
YKoyHa 1030BaHa OJMHUIA He Moxe 6ytr < 0,75 M, 1 KoneH
pesynbTar He Moxe Oytu > 1,25 M, e M — po3paxoBaHe CTaHJapTHE

3HAYCHHA

Byaeconin

InenTudikanis Gyneconizy TosuruBHA ineHTHOIKATTIA Ilo3utnBHA
BEPX 3 Y®-neTeKTyBaHHAM

Kinnkicne Busnavenus Gyxeconiny Bunyck: 0.475 1o 0.525 mr/mn 0.498 mr/mn

BEPX 3 YO-aeTekTyBaHHAM

Crop. 134
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ITepewsiaz 3 aHINiHCHKOT MOBH Ha YKpaiHChKY

Actpa3eneka Ab

Actpa3eneka AB Ceigen Onepeiinc
SE-151 85 Coneprarn’e

HIBeuis

AstraZeneca

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

CEPTU®IKAT AHAJII3Y
MMYJBMIKOPT CYCIIEH3IA IJ11 PO3IIUJIEHHS 0.5 MI'/MJI
Josypannus: 0.5 Mr/mur
Jlikapcbka ¢popma: cycrnensist 1Jist po3NHICHHSA
Tun i po3mip yHakoBKH: 2 MJ1 B KOHTeliHepi 3 IUIACTHKY; N0 5 KOHTeHepiB, 3’¢AHaHNX Mixk 00010,
y KouBepTi 3 amominieBoi ¢poabru, Mo 4 KOHBEPTH y KapTOHHIH Kopooui

Cepisn PFPZ
JlaTa BupoOHHIITBA KosTenn-2025
TepmiH npuiaTHOCTI Bepecenn-2027
Kpaina-iMmmoprep Ykpaina
Crerudikaris Doc ID-000342302 B.5.0
BUIIPOBYBAHHSA KPUTEPII HPUAHATHOCTI PE3YJIbTAT
Po3mip yactox
Cepenniii xiameTp 4acTok Cepeiii iameTp 4acTOK 32 Macor Ma€ CTaHOBUTH 4 MKM a60 3 MKM
32 Macoko MeHLIE.

Esnexrpuune 3untyBanus (mpuunun Kynrepa)

YacTKH 3 JiaMeTpoM 7 MKM Jiamerp npunaimui 90 % (Mac/Mac) 4aCTHHOK Ma€ CTAHOBUTH 7 MKM 100 % m/m
abo MmeHIe.
Enexrpuune 3uutyBanss (mpuHuun Kynrepa)

IIpoayxkTH po3kaany
21-neriagpo6yaeconin <0.5% <0.05 % ruromti
BEPX 3 Y®-zeTekTyBaHHAM

17-xap0oKcHILHA KHCIO0TA <05% <0.05 % o
Byrecouiny BEPX 3 YO-zerexTyBaHHAM

3arajibia KibKicTh <15% 0.3 % nnoi
NPOAYKTIB PO3KIAXY BEPX 3 Y®-erexkTyBaHHIM

Byab-skuii oxpeMuit <02% 0.1 % ruromi
HeBH3HAYEHMH NPOIYKT BEPX 3 Y®-nerekTyBaHHAM

Po3KIALY

16,17-perixpo-21- <0.10 % <0.015 % momnyi
riApoKCHIpPeaHi30I10H BEPX 3 Y®-gerexTyBaHHAM

16,21 -uuKaianui <0.10% <0.015 % muromi
remiaueranp 17- qe30Kcur- BEPX 3 YO®-neTeKTyBaHHAM

PeaHi30/10H

CrepuibHiCTH Crepuishuii (€sp. PapMm.) Bignosizae
KinpkicTs cepii KinsxkicTs cepii: 67 498 ym.

Crop.234




ITepexnaz 3 aurificbkoi MOBH Ha yKpaiHCBKY

Acrpa3eHeka Ab

Acrpa3eneka Ab Ceinen Omnepeituinc
SE-151 85 Cozepran’e

HBeuis

AstraZeneca

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

CEPTU®IKAT AHAJII3Y
NYJBbMIKOPT CYCHEH3IS AJ1s1 PO3IIMJIEHHS 0.5 MI'/MJI
HoszyBannst: 0.5 mr/mu
Jlikapcbka ¢opma: cycnensis st po3nujieHHs
Tun i po3mip ynakoBKH: 2 MJI B KOHTeHHepi 3 JIACTHKY; IO 5 KOHTeiHepiB, 3’ €XHaAHUX Mix 06010,
Y KOHBePTI 3 anoMiHi€BOI G 0JILIH, 10 4 KOHBEPTH y KapTOHHIH KOpo6ui

Cepist PFPZ

Hara BUpOOHHUIITBA Koprenp-2025
TepMiH npuAaTHOCTI Bepecenn-2027
Kpaina-immoptep Ykpaina
KomenTapi:

AxTHBHUH iHrpeaienT: 0.5 Mr Oyneconiny
Kpaina noxoxkenns: lIseuis
Peccrpauiiine mocBinyenns: UA/5552/01/02

Bupo0HUITBO, KOHTPOJIL AKOCTI Ta BUIIYCK cepii:
Actpa3eneka Ab

®opcrapraran 18

151 36 Couepran’e

HIBenis

Konrpouas sxocri:

Actpa3eneka Ab

I'epryneseren

152 57 Copepran’e

Iseuis

Ceptudikat GMP: Ne 6.2.1-2022-072138

Homep ninensii Ha BupooHunTBo: SE-H-MIA-24-111061

Llum s 3acBijuyIo, 1110 HaBeeHa BuUIle iH(OPMAIis € ZOCTOBIPHOIO Ta TouHOW. L{fo cepito mpoxaykuii 6y10 BUpOOICHO, BKIIIOYAIOUH
[aKyBaHH/MapKyBaHHs Ta NPOBEACHO KOHTPOb 11 IKOCTI Ha BHINE3a3HaYeHIH AUIBHULI Y HOBHIH BifnoBigHocti 3 BuMoramu GMP,
BCTAHOBJIEHUMH MICUEBUM PEryJSITOPHUM OPraHOM, & TAKOX BIAIMOBIHO A0 cretuQikarii, 10 MICTIThCS ¥ PEECTPaLliiHOMY J10ChE
kpainu-imroprepa. [IpoTokonu BUpoOHUITBA, IAKYBaHHA Ta aHali3iB OyJIO IEPEIIIHYTO Ta BCTAHOBJIEHO BifnoBinHicTe GMP.

Peecrpariifine nmocBiguerns BUKIoUae nocTaBky y Qinisinaio, Yropmuny
Bunymeno: Credanni Mope VYnoBHOBaXxkeHa 0coda

VnosuoBaxkena ocoba 3riano sumor Jupextusu 2001/83/€C
Harta Bunycky: 28 XostHs 2025

(et eJIeKTPOHHMI MIAIKC € WPUANYHO 060B’I3KOBUM eKBiBAJIEHTOM BJIACHOPYYHOI'0 IIXNKCY)

Crop. 334



Tlepekuaz 3 aHIIiHCHKOT MOBH Ha YKPaiHCBKY

3aTBepKEHHS JOKYMEHTY
3aTBep/UKCHHS 31 CTOPOHM AKOCTI Aiis Ajpkina
Ava.Ajeenah(@astrazeneca.com
29-KosTtHa-2025 12:38:06 GMT+0000

Crop. 434
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AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALIE

Sweden

AstraZeneca

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

CERTIFICATE OF ANALYSIS

PULMICORT® NEBULISER SUSPENSION 0.5 MG/ML
Strength: 0.5 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: PFPZ

Date of Manufacture: Oct-2025

Date of Expiry: Sep-2027

Importing Country: Ukraine

Specification: Doc ID-000342302 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 4,0t0 5.0 4.5
Ph Eur
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Check this is the latest version of the document before use.
Printed by Nadia Jeafer on 29 Oct 2025 12:39PM GMT+00:00

Report: 2346567
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AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALIE

Sweden

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

CERTIFICATE OF ANALYSIS

PULMICORT® NEBULISER SUSPENSION 0.5 MG/ML
Strength: 0.5 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: HPL
Date of Manufacture: Oct-2025
Date of Expiry: Sep-2027
Importing Country: Ukraine
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) =
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Y AstraZeneca AB
o AstraZeneca AB Sweden Operations
AstraZeneca . SE-151 85 SODERTALIE
Sweden

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

CERTIFICATE OF ANALYSIS

PULMICORT® NEBULISER SUSPENSION 0.5 MG/ML
Strength: 0.5 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: PFPZ

Date of Manufacture: Oct-2025

Date of Expiry: Sep-2027

Importing Country: Ukraine

Specification: Doc 1D-000342302 v5.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
100%

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: 0.475 to 0.525 mg/mL 0.498 mg/mL

HPLC with UV-detection
Particle measurement

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

PULMICORT® NEBULISER SUSPENSION 0.5 MG/ML
Strength: 0.5 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; PFPZ
Date of Manufacture: Oct-2025
Date of Expiry: Sep-2027
Importing Country: Ukraine
Specification: Doc ID-000342302 v5.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Particles with a diameter of <=7 At least 90 % (m/m) will be particles 100 % m/m
um with a diameter of 7 um or less.
Electrical sensing zone (the Coulter
principle)

Degradation products

21-dehydrobudesonide <05% <0.05 area %
HPLC with UV detection

17-carboxylic acid of budesonide <05% <0.05 area %

HPLC with UV detection
Total amount of degradation <15% 03 area %
products HPLC with UV detection
Any individual unspecified <0.2% 0.1 area %
degradation products HPLC with UV detection
16,17-dehydro-21- <0.10% <0.015 area %
hydroxyprednisolone HPLC with UV detection
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AstraZeneca
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AstraZeneca AB

AstraZeneca AB Sweden Operations

SE-151 85 SODERTALIE
Sweden

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

CERTIFICATE OF ANALYSIS

PULMICORT® NEBULISER SUSPENSION 0.5 MG/ML

Strength: 0.5 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:
Date of Manufacture:
Date of Expiry:

Importing Country:

Specification:

TEST/PROCEDURE

16,21-cyclic hemiacetal of 17-
desoxyprednisolone

Sterility

Batch Quantity

Issued by: Jeafer, Nadia on 29/0CT/2025 13:21:29

PFPZ

Oct-2025
Sep-2027

Ukraine

Doc ID-000342302 v5.0

ACCEPTANCE CRITERIA

<0.10%
HPLC with UV detection

Sterile
Ph Eur

Page 5 of 7

RESULT

<0.015 area %

Complies

Batch quantity: 67.498 EA

Check this is the latest version of the document before use.
Printed by Nadia Jeafer on 29 Oct 2025 12:39PM GMT+00:00

Report: 2346567
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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 0.5 MG/ML
Strength: 0.5 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: PFPZ
Date of Manufacture: Oct-2025
Date of Expiry: Sep-2027
Importing Country: Ukraine

Comments: Active ingredient: 0.5 mg of budesonide
Country of Origin: Sweden
Registration Certificate: UA/5552/01/02

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
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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 0.5 MG/ML
Strength: 0.5 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: PFPZ
Date of Manufacture: Oct-2025
Date of Expiry: Sep-2027
Importing Country: Ukraine

I 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.

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 : 28-0ct-2025

(This electronic signature is the legally binding equivalent of a hand written signature)
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Quality Approval Aya Ajeenah
Aya.Ajeenah@astrazeneca.com

29-Oct-2025 12:38:06 GMT+0000

Check this is the latest version of the document before use.
Printed by Nadia Jeafer on 29 Oct 2025 12:39PM GMT+00:00



