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CEPTU®IKAT AHAJII3Y

ITYJIBMIKOPT, cycnensis ans posnuaenns, 0.5 MI'/MJL

AKTHBHiCTB: 0.5 Mr/™MiT

Jlikapcebka dopma: CycrieHsisa Iyt po3MUICHHS
Po3smip ynakoBku: 2 M1 B KOHTeHeDi, 10 5 KOHTelHepiB Y KOHBEPTI, 110 4 KOHBEPTH Y KapTOHHIMH Kopobui

Cepis:

Jara pupo6uuursa:
Tepmin npuaaTHocri:
Kpaina-imnoprep:
Creundixauis

TECTATPOUEOYPA

bynecouin
Kinsxicne Bu3Hauenus Gyaeconiny

InenTudixarnis 6yneconiny

Hponyxru gerpagaumii

Bynp-sxi oguHuusi Hecrrenmgiyni
MPOXYKTH Aerpajatil

16, 17-gerinpo-21-
TiIPOKCHIIPEAHI30I0H

16,21 -uuKaiunuit remiaterans 17-
JIe30KCHITPEHI30TOH

Onuc

pH

OnxopinHicTs K030BaHUX
OJIMHUIb
OnxopignicTs BMicTy

d P P 4
[ i

PEZS

Yeprenp-2024
TpaBenn-2026

Vxpaina

Doc ID-003056780 8.3.0

KPUTEPH NPUAHATHOCTI

IIpu umyeky: 0.475 no 0.525 Mr/mi.
(BEPX 3 Y®-gerekTyBaHHIM)

TMosntuBHa igenTHdIKaLIS
(BEPX 3 Y®-getexTyBanuam)

<0.2 % (BEPX 3 YO® netexrysanuam)

<0.10 % (BEPX 3 YO perexryBaHHAM)

<0.10 % (BEPX 3 YO jerekTyBaHHAM)

Bina abo Mmaiixe 6ina cycrensis, 1o Jerko
pecyclieHRy€eThCs, HATTOBHEHA B KOHTEHEpH,
IO MICTATh Pa3oBy AO3Y, i3 MONieTHIEHY
Hu3bKoi miineHocti (ITHIL). (BisyanbHuit
aHanisz)

4.0~ 5.0 (E€sp. Dapm)

BianosinHo no €sp. Gapm.
BEPX 3 Y®-aerekTyBanHsm

Cranis 1:

Hns 10 punipobysanux opguuune AV < L1
ne:

L1 (MaxcuMansHO IPUNTYCTHME TIPUITHATHE
gucno) = 15,0

7

Py

PE3YJIBTAT

0.497 Mr/mi

TTosuTuBHA

0.1 % ninowmi

<0.015 % rutori

<0.015 % mromi

Bianosinae

4.5

Bigmosinae

Crop. 134
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TTepeknan 3 aurnificbkoi MOBH Ha YKPaiHChKY

Acrtpa3eHeka Ab,

Acrpa3eneka AB, Cigen Onepenieittc
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Ulsewis

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

CEPTU®DIKAT AHAJI3Y

IIYJIBMIKOPT, cycnensis ais posnuienns, 0.5 MI/MJI

AxTuBHicTb: 0.5 Mr/man

Jlikapconka gopma: CycrieHsisa Ans posnuiIeHHs

Poamip ynakoBKm: 2 Ml B KOHTeMHEpi, 110 5 KOHTEHHEPiB y KOHBEPTI, 110 4 KOHBEPTH Y KApTOHHIi# kopobui

Cepis:

JaTa BHpOGHULTBA:
TepMin npugaTHocTi: .
Kpaina-imnoprep:
Creundikauis

TECT/TIPOLIEAYPA

Posmip uacrok
Cepenniit niametp uacToK

YacTky 3 TiaMeTpoM < 7TMKM

TIpoxyirn nerpaganmii
21-nerifgpobynecoHin

17-xap6oKCUITBHA KHCIIOTA
Oyneconimy

3aransHa KibKIiCTh IPOIYKTIB
Jerpajatii

CrepunnHicTh

PEZS
Yeprens-2024
Tpasenp-2026
VYxpaina
Doc ID-003056780 8.3.0
KPUTEPII NPUIHATHOCTI PE3VJILTAT
T (cepemne 3HAUEHHSA TTOTEHLiHMX Mex) = 100
%
Sxmo AV > L1, npoananisyiite nogarxoso 20
oanuunp (Crazis 2)
Cranuis 2:
JIng 30 punpoOyBsannx oguuHuub, AV < L1
ne:
L1 (MakcHManbHO TIPUITYCTUME NPHHAHATHE
ypeno) = 15,0
T (cepenne 3HaueHHS TOTERIiHAUX Mex) = 100
%
omua mo30BaHa OMMHHMLA He Moxe 6yTu < 0,75
M, i sxo/eH pesyaeTar He Moxe 6yt > 1,25 M,
ne M — pospaxoBaHe CTaHIapTHE 3HAUEHH

Cepenniit niaMeTp 4acTOK 3a MAacCOW TOBHHEH 3 MKM
Gyt 4 MxM abo MeHe (EnexTpryHe 34NTyBaHHS,

npunLun Kynrepa)

He menme 90 % (M/M) 4acTok moBMHHI MatH 99 % M/M
miametp 7 MxM abo wmewme (EnextpudHe
3uuTyBaHHs, npuHIMn KynTepa)

< 0.5 % (BEPX 3 Y® nerexTyBaHHAM) 0.1 % mutoti
< 0.5 % (BEPX 3 Y neTeKkTyBaHHAM) <0.05 % rurommi

0 .
< 1.5 % (BEPX 3 Y neTeKTyBaHH:AM) 0.2 % nnomy

Crepunsuuii (€sp. apm) Biamnogigae

Crop.234



IMepexnan 3 anrmifickkoi MOBK Ha YKpaiHCBKY

A
AstraZeneca =

Actpa3eneka Ab,

Actpa3enexa AB, Crinen Onepemeiine

SE-151 85 Copnepran’e
MIeeuis

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

CEPTUDIKAT AHAJII3Y
ITYJIBMIKOPT, cycnensia ans posnuienns, 0.5 MI'/MJI
AxtussicTs: 0.5 Mr/mMa
Jlikapebka dopma: CycrnieHsis 41 po3nuiIeHHs

Po3smip ynakoBKH: 2 MJI B KOHTEHHEpI, 10 5 KOHTeHepiB Y KOHBEPT, 110 4 KOHBEPTH Y KapTOHHIH KopoOi

Cepisn: PEZS

JaTa BupoGHUITBA: Yeprens-2024
Tepmin npuaaTHocTi: TpaBens-2026
Kpaina-imnoprep: Ykpaina

KomenTapi: AxTuHuil inrpegient: 0.5 mr Gyaeconiny
Kpaina-supo6uuk: [Isewnis
Peectpaniiine noceiguenns: UA/5552/01/02

BupoGnnuteo, KOHTPOJIbL AKOCTI Ta BUITYCK cepii:
Actpa3eneka Ab
®opckapraran 18, Comepran’e, 151 36, Isemnis

KonTpoas sixocTi:
Actpa3eneka Ab
I'epryneseren, Conepran’e, 152 57, llsenis

GMP Ne: 6.2.1-2022-072138
Bupo6uuya ninensis Ne:. 5.9.1-2023-083288

JlaHuM MiOTBEpIDKYETHCS, 1110 BHILIEeBKa3aHa iHdopMallis € IocToBipHOO i TouHo. [lana cepis Oyna BupobieHa Ha
BUILIEBKA3aHUX AUISHKAX, BKIIOYAIOUW MaKyBaHHA/MapKyBaHHS i KOHTpOJL SAKOCTi, B TOBHIH BIATOBIZHOCTI 3
suMoramMi GMP, BCTaHOBJIEHUMH MICLIEBUM PErYJISTOPHUM OPTaHOM, a TAaKOX Y BIATIOBIHOCTI 31 crienndikamismy,
AKI MICTATBECS B peecTpauifHoOMy JHocke KpaiHu-iMropTepa. [IpoTokony BUpoOHMUTBA, NaKyBaHHA i aHami3iB OyiIH

MEepermsHyTi | BCTAHOBNEHO BiANOBiAHICT BUMoraM GMP.
Kinbkictb cepii: 49 740 yn.

Peecrpauiiine nocBigMeHHs BUKIIIOUAE ITOCTABKH 0 pHHKIB QiHnsHAil, YTopmuHM

(nionuc) 30.07.2024
Bunyck cepii cxsanenuit: Joxeccixa Jlxenncon YosHOBaXKeHa ocoba
VYnosHOBaxkeHa 0coba srigHo Bumor Jqupextusn 2001/83/€C
Jata Bunycky cepii: 29-Jumua-2024

(ENeKTpOHHMIA MiAMKC € IOPUAMYHO OG0B’ I3KOBHM €KBiBaJIEHTOM BIACHOPYYHOTO MiATHACY)

et JokyMeHT 6yI0 BHAAHO BpYYHY Ta 3aTBEPIXKCHO B CICKTPOHHOMY BUTJIAMI CITy) 0010
3abesneuenns skocti B CeinenOnepeiim

Crop. 334



[Tepekian 3 aHTNiHCBKOI MOBH Ha YKPATHCBKY

3aTBepKeHHS JIOKYMEHTY

3aTBepKCHHS 31 CTOPOHH AKOCTI Hapuis Jxedep
nadia.jeafer@astrazeneca.com
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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: 2mL in a container, 5 containers in an envelope,
4 envelopes in a cardboard pack

Batch Number: PEZS
Date of Manufacture: Jun-2024
Date of Expiry: May-2026
Importing Country: Ukraine
Spegification: Doc 1D-003056780 v 3.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Budesonide
Assay budesonide Release: 0.475 to 0.525 mg/mL 0.497 mg/mL
HPLC with UV-detection
Identity budesonide Positive identity Positive
HPLC with UV-detection
Degradation products
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
Batch Quantity 49.740 EA

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

Printed by Nadia Jeafer on 29 Jui 2024 11:27AM GMT+00:00
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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

PULMICORT® NEBULISER SUSPENSION 0.5 MG/ML
Strength: 0.5 mg/mL.  Pharmaceutical Form: Nebuliser suspension
Type and Pack Size: 2mL in a container, 5 containers in an envelope,

4 envelopes in a cardboard pack

Batch Number: PEZS

Date of Manufacture: Jun-2024

Date of Expiry: May-2026

Importing Country: Ukraine

Spectfication: Doc ID-003056780 v 3.0

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

off-white suspension filled into
single-dose units made of low-
density polyethylene (LDPE).
Visual inspection

pH 40150 4.5
Ph Eur

Check this is the latest version of the document before use.
Printed by Nadia Jeafer on 29 Jul 2024 11:27AM GMT+00:00
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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

PULMICORT® NEBULISER SUSPENSION 0.5 MG/ML
Strength: 0.5 mg/mL  Pharmaceutical Form: Nebuliser suspension
Type and Pack Size: 2mL in a container, 5 containers in an envelope,
4 envelopes in a cardboard pack

Batch Number: PEZS
Date of Manufacture: Jun-2024
Date of Explry: May-2026
importing Country: Ukraine

Spacification: Doc 1D-003056780 v 3.0

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 s L1

where:

1.1 (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 s L1

where:

L1 (maximum allowed acceptance
value) = 15.0

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

Check this is the latest version of the document before use.
Printed by Nadia Jeafer on 29 Jul 2024 11:27AM GMT+00:00
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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

PULMICORT® NEBULISER SUSPENSION 0.5 MG/ML
Strength: 0.5 mg/mL  Pharmaceutical Form: Nebuliser suspension
Type and Pack Size: 2mL in a container, 5 containers in an envelope,

4 envelopes in a cardboard pack

Batch Number: PEZS

Date of Manufacture: Jun-2024

Date of Expiry: May-2026

Importing Country: Ukraine

Specification: Doc ID-003056780 v 3.0

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.

Particlo measurement

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

Particles with a diameter of <=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 Couiter

principle)
Degradation products
21-dehydrobudesonide <05% 0.1 area %
HPLC with UV detection
17-carboxylic acid of budesonide <05% <0.05 area %

HPLC with UV detection

Check this is the latest version of the document before use.
Printed by Nadia Jeafer on 29 Jul 2024 11:27AM GMT+00:00
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AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

AstraZeneca .

Tel. +46 (D)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: 2mL in a container, 5 containers in an enveliope,
4 envelopes in a cardboard pack

Batch Number: PEZS

Date of Manufacture: Jun-2024

Date of Expiry: May-2026

Importing Country: Ukraine

Specification: Doc ID-003056780 v 3.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Total amount of degradation <15% 02area %
products HPLC with UV detection

Sterility Sterile Complies

. Ph Eur

Check this is the latest version of the document before use.
Printed by Nadia Jeafer on 29 Jul 2024 11:27AM GMT+00:00
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AstraZeneca AB

AstraZeneca AB Sweden QOperations
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: 2mL in a container, 5 containers in an envelope,

4 envelopes in a cardboard pack

Batch Number: PEZS
Dato of Manufacture: ‘ Jun-2024
Date of Expiry: May-2026
Importing Country: Ukraine

Country of Origin: Sweden
Registration Certificate: UA/5552/01/02

Comments: Active ingredient; 0.5 mg of budesonide

Manufacturing, QC testing and batch release
AstraZeneca AB

Forskargatan 18

151 36 Sodertalje

Sweden

QC testing
AstraZeneca AB
Gartunavagen
162 57 Sodertalje
Sweden

GMP Ne: 6.2.1-2022-072138
Manufacturing License No: 5.9.1-2023-083288

| 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 Nadia Jeafer on 29 Jul 2024 11:27AM GMT-+00:00
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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: 2mL in a container, 5 containers in an envelope,
4 envelopes in a cardboard pack

Batch Number: PEZS
Date of Manufacture: Jun-2024
Date of Expiry: May-2026
Importing Country: Ukraine

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

J <
gl()‘qs-\ (9\0 9\\'\ -0 ’}' - ; 0
Released by: Jessica Joglisson Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC

Released On: 29-Jul-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 Nadia Jeafer on 29 Jul 2024 11:27AM GMT+00:00
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Document Approvals

Quality Approval Nadia Jeafer
Nadia Jeafer @astrazeneca.com
26-Jul-2024 11:26:56 GMT+0000

Check this is the latest version of the document before use.
Printed by Nadia Jeafer on 29 Jul 2024 11:27AM GMT-+00:00



