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AstraZeneca uif) [Nepeknan 3 aHrniicbKOT MOBU Ha YKPaTHCbKY

Jlikapeska dopma: nopouok ans inransuiii, 1030BaHUM

Acrpa3eneka Ab

Actpa3eneka Ab Ceinen Onepeiitnc

SE-151 85 Copmepran’e
IIeuis

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

CEPTH®IKAT AHAJII3Y
CHMBIKOPT TYPBYXAJIEP

AxTHBHicTB: 320 MKI/9 MKI

Ynakoska: no 60 103 y niactukoBoMy iHranstopi; no 1 inranaropy B kaprousii kopo6ui

Homep cepii

Jara BupoOHHUTBA
Tepmin npuparnoceri
Kpaina-imnoprep
Crneundixauin

BUITPOBYBAHHA/METOJUKA
Onuc

[rransrop

Bwmict

[nentudikauis: 6ysecoHin

Inentudikauis: gopmorepon

KinekicHe BU3HAUCHHS:
byneconin

KinbkicHe BU3HAYEHHS:
dopmotepon

PKBT

Jlucronan-2023
HorTenn-2025

Ykpalna

Doc ID-000329710 v.3.0

KPUTEPIT HPUAHATTSAH
Bisyansnuit anania

Hozarop, o 06epTaeThes, Y4ePBOHOTO KOJILOPY.
Ha mozatopi, wo oGepTactbes, BUIABNCHUH KOX
Bpaitns. Kpuuika 6inoro konsopy. Beepenuni
KPHILKH 3HAXOAATHCH AT pedep.

Y BikHi iHAMKaTOpa 103y BaHHS BUAHO UH(pY 60.
Hacazxa mMae 4OTHpH CTEPxHI | MOxe obepTaTh-
cs.

Buicr Bix Ginoro o Maiixe 6inoro Komnsopy,
NepeBOKHO Y (OPMi OKPYTIIHX IpaHy.

IH(pauepBoHa CIIEKTPOCKOMis
[Mo3urusHa inentudikanis

Ia¢pauepBoHa CHEKTPOCKOMIS
[osutusHa ineHTHdikauis

Pinnnna xpoMatorpadis 3 YO gerexTyBaHHAM
351 —~ 429 mr/r

Pigunua xpomarorpadis 3 YO netextyBanHam
10.1 -11.9 mr/r

PE3YJIbTAT

Bignosigae

Bianosizae

[To3uTuBHA

[To3uTHBHA

374 mr/r

10.8 mr/r

Crop.139



/)

AstraZeneca

MNepeknag 3 asrniRcbKoT MOBU Ha YKPATHCbKY
Actpa3enexa Ab
Acrpa3eneka Ab Cpinen Onepeitunc
SE-151 85 Conepran’e
LIseuis
Ten. +46 (0)8 553 260 00
daxc +46 (0)8 552 544 80

CEPTU®IKAT AHAJII3Y
CUMBIKOPT TYPBYXAJIEP

AxTuBHicrb: 320 MKr/9 Mkr
Jlixapcbka gopma: mopourok Ag iHransuiit, 1030BaHu#

YnakoBka: 10 60 203 y IIacTHKOBOMY iHransTopi; no 1 {HransTopy B kapToHHi# KopoOui

Homep cepii PKBT

Jata BUpoGHUUTBA Jucronan-2023

Tepmin npuaarsocti HKosrens-2025

Kpaina-imnoprep Yxpaina

Crnemndikauis Doc ID-000329710 v.3.0
BUINMPOBYBAHHS/METOIMKA KPUTEPI IPHIHATTS PE3YJbTAT

Momimku i npoayxTH IpanienTHa ioH-napua xpomarorpadis 3 YO-

aerpagauii popmorepony JCTEKTYBAaHHAM

Bia cymu criopinHeHux JOMimOK Bin cymu BisHocHo BMmicTy (hopmoTepory 02%

dymapary aurigpary. He 6insme mix 1.0 %
D2537 He Ginsuie nix 0.4 % (mM/m) D2537 0.1 % wm/m

ik A Xoaxoi inausigyansHoi BCTaHOBIEHOT cropi-

. . ;i <0.02 mrowi %
JHEHOT foMilnkw, mo nepesuirye 0.4 niowi %

Tix B ¥opnot inausigyansHoi BcTanoBNEHOT CIOPi- (0,0 o %
nHeHol goMiukey, mwo nepesumye 0.4 wromi %
Yoanoi inAuBiAYyanTbHOT BCTAaHOBEHOT CTIOPi- 0.02 0
: .o . <0,
[Tix C nHeHoi gomimky, mo nepesuigye 0.4 nnomti % ftoutt 7o
[HAMBiZyabHI HeBCTAHOBCHI Xoauol iHAMBIyanbHOT HEBCTAHOBIEHOT 0.0 rutowi %
CTIOpifiHEHT TOMILIKH CIIopiiHeHOT JoMill Ky, 1o nepesuinye 0.3

nnouti %

Crop.239



AL
AstraZeneca &

Mepeknapg 3 aHriACLKOT MOBYW Ha yKpaiHCbKY

Actpa3eneka Ab

Acrpa3eneka AB Csinen Onepelimuc

SE-151 85 Conmepran’e
Ulpenis

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

CEPTHDIKAT AHAJI3Y
CHUMBIKOPT TYPBYXAJIEP

AxruBnicrs: 320 MKr/9 Mxr

Jlikapcbka opma: NOPOIIOK AAS iHransuii, 1030BaHu#i

Ynakoska: no 60 103 y IIacTHKOBOMY iHransTopi; mo | iHranaTopy B KapToHHi# Kopobui

Homep cepii

Hara BupoGuuuTBa
Tepmin npuaatnocri
Kpaina-imnoprep
Cneundikanis

BUHOPOBYBAHHA/METOUKA

Jomimkn i npoaykrs
Aerpajanii 6yaeconixy
IHaMBiNyaNbHI HEBCTAHOBJICH]
CIIOpiHeHi XOMIlKH

Binx cymu BcraHOBJIEHHX
CHOPIHEHHX AOMILIOK

160-riApOKCUNIPEIHI30M0H

D-romoGyneconin

21-perizpo0yneconin

14,15-perigpobGynecoHin

Big cyMu HEBCTAHOBNIEHUX
CIOPIJIHEHUX JOMIIOK

PKBT

Jlucronan-2023

XKosreHb-2025

Ykpaina

Doc ID-000329710 v.3.0
KPUTEPIT IPUAHATTSI

Pinuuna xpomarorpadis 3 ¥ @-gerexryBaHHAM

XKongoi inauBinyanbHOT HEBCTAHOBNEHOT CIIOPI-
JHEHOT ZoMilKH, mo nepesuiye 0.2 murowmi %

He 6Ginpue Hix 1.0 % Bijg cyMu BCTAHOBJICHHX
CIOpPIAHEHUX JOMIILOK

XKonnol inauBizyaaLHOT BCTaHOBNEHOT
cnopigsenol goMilku, wo nepesuimye 0.5
nomi %

JKoauoi iHAUBiAyanLHOT BCTAHOBJIEHOT
criopisHeHoT aomiluky, wo nepesuye 0.5
niowi %

Konnol inausigyansHol BCTaHOBJIEHOT
crnopigHeHol JoMiky, mo nepesumye 0.5
niowi %

XKoanof innuBiayanLHOT BCTAHOBIECHOT
criopisseHol noMiuiky, o nepesutye 0.5
mwowi %

He Ginbue Hix 0.5 naowi % Bix cyMu HeBcTa-
HOBJICHUX CIIOPIIHEHHX 1OMILIOK

PE3YJbLTAT

<(.05 nnoma %

0.18 mowa %

0.13 noma %

<0.05 nnouta %

<0.05 naoma%

<0.05 nnoma %

<0.05 nnomma %

Ctop.339



AL
AstraZeneca ;4) Mepexnaa 3 aHrMicbKOT MOBY Ha YKPATHCbKY

Actpa3eueka Ab

Acrpa3eneka AB Crinen Onepefimne

SE-151 85 Coneprarn’e
lBeuisn

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

CEPTH®IKAT AHAJIIZY

CUMBIKOPT TYPBYXAJIEP

AKTHBHiCTB: 320 MKI/9 MKT

Jikapebka gopma: nopowox Ans iHranauii, rososanui

Ynakosxa: no 60 103 y MIaCTHKOBOMY iHranaropi; no 1 iHransaTopy B kapToHHiH kopoOLi

Homep cepil

Jara BupoOHHUTBA
Tepmin npuparHocri
Kpaina-imnoprep
Crneundikauin

BUNPOBYBAHHA/METOJHUKA

Po3mip 4acTok JaKT03a MOHOTIApPA-
ta (Jlivnnsnuk Kyastepa)
Cepenniii giaMeTp 4acTok 3a Macolo

Yacrky 3 fiaMeTpoM 7 MKM UH MEHLIE

Po3mip yacrok Gyneconixa
(JTiunnbunk Kyabrepa)
Cepenuiil fiaMeTp 4acTOK 3a Macowo

10%

90%

YacTku 3 ziaMeTpoM 7 MKM UM MEHIIE

PKBT

JIncronan-2023
Hosrens-2025

Y«paina

Doc ID-000329710 v.3.0

KPUTEPII MIPHITHATTS

MeTox eIeKTPHYHOTO 3UNTYBAHHS 30HH

Cepenniit iaMeTp 4acToK 3a Macoro MOBH-
HeH 6yTH MEHUIE HiXK 3 MKM

He menme 95 % (M/M) 4aCTOK NOBUHHI Ma-
TH AiaMeTp 7 MKkM a0 MeHLIe

MeTOoA eNeKTPUUHOTO 3UUTY BAHHSA 30HHK

Cepenniit liaMeTp 4acTOK 3a Macolo MOBHU-~
HeH OyTH Mix 1.612.4 MxM

Iliamerp, axuii npeACTABNE 3aranbHy Macy
10 %, Ginbure abo gopiruioe 0.8 MM

JliameTp, skuii npeAcTaBAgE 3arajbHy Macy
90 %, Mene abo gopiBHioE 4.4 MxM

He menuie 97 % (M/M) 4acToOK NOBUHHI Ma-
v aiameTp 7 MKM abo MeHe

PE3YJbTAT

2.4 MM

100% M/m

2.0 MxM

1.0 Mxm

3.9 Mxm

99 % M/M

Crop. 439



AstraZeneca & MMepeknags 3 aHrmiRCbKOi MOBU Ha YKPATHCBKY

Acrpa3eneka Ab

Acrpa3enexa AB Csinen Onepefimnc

SE-151 85 Copepran’e
I Beuis

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

CEPTU®IKAT AHAJ3Y

CHUMBIKOPT TYPBYXAJIEP

AKTHBHicTB: 320 MKI/9 MKP

Jlikapcska ¢opma: IOpOIIOK ANs iHransuii, 1o30BaHHH

Ynakosxa: no 60 103 y IIaCTHKOBOMY iHrajstopi; no 1 iHransTopy B KapTOHHIiH kopo6ui

Homep cepii

Jara pupoGHHUTBA

Tepmin npuaaTnocti

Kpaina-imnoprep

Creundikauin
BUITPOBYBAHHA/METOANKA

Po3mip uacrok dopmotepony ¢y-

mapary auriapary (JiyuabHuk

Kyabrepa)

CepenHiil AilaMeTp 4acToK 3a Macorw

10%

90%

YacTkH 3 JiaMETpoM 7 MKM UM
MeHIe

Maca Bmicty

,)103a, H10 A0CTABJIAETbCH

Jlo3a OyxnecoHina, Mo AOCTABIAETh-
Csl, CEpelHE 3HAUCHHS

Jloza gpopmorepony dhymapary auri-
ApaTy, WO AOCTABJAETbCS, CEPEAHE
3HAYCHHS

PKBT

Jlucronan-2023
HKorrenp-2025

Yxpaina

Doc ID-000329710 v.3.0

KPUTEPIT NPUAHATTA

MeToa eNeKTpHYHOro 34UTYBAHHS 30HH

Cepeauiit tiamMerp 4acTok 3a Macoi NOBMHEH
6yru Mix 1.2 12.0 mxmM.

JiaMeTp, AKuil NIpecTaBise 3aralbHy Macy
10 %, 6inbuie abo aopisHioe 0.8 MxM

Jliamerp, sKuil npeCTaBiIAE 3arajbHy Macy
90 %, menue abo nopishioe 4.0 MkM

He menme 97 % (M/M) 4acTOK NMOBHHHI MaTH
aiamerp 7 MkM abo MeHIIE

He menwe uix 100 mMr

Y®  cnekrpodoTomMeTpis  Ta  piAMHHA
xpomarorpadis 3 Y P-AeTEKTYBaHHAM

Bynecouix: cepeliHe 3HAUEHHS NpH MpoBe-
Aenui BunpoGyBaHHs Ha OQHOPIMHICTE 103y~
BanHg, 10 a6o 30 103. 256 — 384 Mkr/no3a

dopmorepos (ymapar IAUTiApaT: CepeldHe
3HAYEHHs NP MPOBEACHHI BUIIPOOYBaHHA Ha
oxHopignicts go3ysanus, 10 abo 30 xos.

7.2 - 10.8 Mxr/no3a

PE3VYJIbTAT

1.6 MKM

0.9 Mmxm

2.7 MKM

100 % m/m

Bianosinae

274 mxr/nosa

8.0 Mxr/no3a

Crop.539



AL,
AstraZeneca .e»’ff Mepeknag 3 aHrniicbKOi MOBU Ha YKpaiHChKy

Acrpa3eneka Ab

Actpa3enexa Ab Caigen Onepeifinc
SE-151 85 Cogepran’e

lIsewis

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

CEPTH®DIKAT AHAJIZY
CUMBIKOPT TYPBYXAJIEP

Axrusnicrs: 320 Mkr/9 Mkr
Jlikapcska dopma: mopowok And iHransuik, [030sanui

Ynakoska: 110 60 703 y IUIACTUKOBOMY inransropi; no 1 iuranaropy 8 KapToHHi# KopoOui

Homep cepii PKBT

Hara BupoOHHITBA Jucronan-2023

Tepmin npupatnocri XKosrenn-2025

Kpaisa-imnoprep Ykpaida

Creundikanin Doc ID-000329710 v.3.0
BUIIPOBYBAHHA/METOINKA KPUTEPII MPUMHATTA PE3VJBTAT
Jlo3a, mo mocraBnseTbes (OLHO- Jina koxnoro i3 10 inransropis, micas ckuaaHAas Binosinae
pioHicTh) ABOX J03, KinbkicTh 6ynecoHiny i ¢opmorepony

dyMapary Juriapaty, wo A0CTaBAAECTLCS 3 HACAd-
KM IIOTOKOM NOBiTPA 60 1/XB.

OuinwloTs Taki 1034 3 inransropis 1-10:

Inransrop Homep Josa Ne
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

He 6inpiue uix 1 i3 10 3nauess BUXOIUTH 32 Mexi
+ 25 % Bix cepemHbOr0 3HAYCHHA, 1 Hi OfHE i3
3HaueHb HEe BUXOAMTH 3a Mexi £ 35 % Bin cepen-
HBOTO 3HAYCHHA,

Ctop.639



AstraZeneca

Mepeknap 3 aHrNiACLKOT MOBW Ha YKpaTHCBKY

Actpa3encka Ab

Acrpa3enexa AB Caigen Onepeliinc

SE-151 85 Conepran’e
[ pewis

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

CEPTUDIKAT AHAJI3Y
CUMBIKOPT TYPBYXAJIEP

AKTHBHIicTb: 320 MKI/9 MKTD

Jlikapcebka dopma; mopowok Ans inrananii, K030BaHHH

YuakoBka: 1o 60 103 y MIaCTHKOBOMY iHransTopi; o 1 iHrajsTopy B KapTOHHi# KopoGui

Homep cepif

Jata BupoGHuITBA
Tepmin npuaaTHocti
Kpaina-imnoprep
Crneundixkanin

BHIIPOBYBAHHA/METOIHUKA

Jo3a, mo npeacras/ieda
4acTKaMH MAaJoro posmipy

Jlo3a GynecoHiny, mo npejcras-
JieHa YacTKaMu MaJloro po3mipy

Jo3a opMoTepody, 1O NpeacTaB-
JieHa 4acTKaMy MaJoro poamipy

Mixpobionoriunnii KOHTPOIL

PKBT

Jlucronan-2023
Koprenb-2025

Yxpaina

Doc ID-000329710 v.3.0

KPUTEPI IPUIAHATTA

Bararoctyninvariit pigkuil iMniHmkep Ta pi-
nunHa xpoMarorpadis 3 YP-aeTexTyBaHHAM

Kinpkicts Gyneconizy Ha 103y CKNAKacThCs 3
4aCcTOK 3 aCpPOAMHAMIUHMM [iaMETpPOM MeHule
5 MKM, BUKOPUCTOBYIOUH GaraTocTyniHuacTuit
pimuaaui iMninokep npu noroui nositpa 60
a/xB (sunpoBosyoTh cymiw 3 10 nepwux 103,
micns ckupaHHg 2 03, OOYHCTIOIOTL CEPERHE
3HA4EeHHs Jid 3 iHransTopis).

128-202 mxr/no3a

Kinekicts (opmorepona dymapara aurigpara
Ha 03y  CKJIajaeThcd 3 YAaCTOK 3
aepojMHaMiuHHM JiaMEeTpOM MEHLIE 5 MKM,
BUKOPUCTOBYIOUH GaratocTymiHuacTui
piauunui iMoinmkep npu noroui nosirpa 60
a/xe (BunpoGoByoTs cymim 3 10 nepuux 103,
niciig CKHAaHug 2 103, 00UYHMCIIOITh CEepelHe
3Ha4eHHs s 3 iHransTopis).

3.0-5.4 mkr/po3a

€sp. Gapwm.

Tect nposoauThes s koxHoi 10 cepi.
Binnosinae sumoramM €sp. ®@apm. (3aranbHuit
BMicT BHNpoGOBYIOTH AK MiHiMym Ha 10
inranaropax). Jas  saranpHol  KimbKOCTi
aepobuux  MikpoopraHisMiB Ta 3arajbHol
cymapHoi  KinbkocTi  ApiDKIKOBHX — Ta
TlecHeBUX rpubis.

PE3YJILTAT

164 Mxr/no3a

4.8 Mkr/nosa

Tecr ne npoBoAUBCS

Crop.739



4,
AstraZeneca &

MNepeknag 3 anrniicekol MOBY Ha YKPATHCbKY
Actpa3eneka Ab
Acrpa3enexa Ab Ceinen OnepeitniHe
SE-151 85 Conepran’e
[lrenis

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

CEPTUDIKAT AHAII3Y
CUMBIKOPT TYPBYXAJIEP

Axrusnicrn: 320 Mxr/9 mMxr
Jlikapcska dopma: mopowrok Ang iHransuii, 1030BaHuUH

Vnaxosxa: 1o 60 1103 y mIacTHKOBOMY iHransropi; no 1 inranstopy B KapToHHi# kopobui

Homep cepil PKBT

Jara BupobHHUTBA Jlucronan-2023

Tepmin npuaarnocti XKosrenp-2025
Kpaina-imnoprep Ykpaina

Crenndixauis Doc ID-000329710 v.3.0

Komenrapi: Kpaina noxomxenns: lllseuis
Peecrpauiiine nocsiguenns: UA/5433/01/03
BurorosjieHHs, HANOBHEHHS, KOHTPOIb AKOCTI, MAPKYBAHHSA, BTOPHHHE NAKYBAHRSA
Ta BHOYCK cepii:
Actpa3enexa Ab
Qopckapraran 18
151 36 Copepran’e
I seis
Ceprudivar GMP Ne 6.2.1-2022-072134
Jlinensis na supo6uuuTso Ne 6.2.1-2022-072134

Janum nigTsepikyeThes, O BUlleBKazaHa iHopmanis € foctosipHoio i npasunsHo0. laHa cepis Oyna
BUTOTOBJIEHA, BKIIOYAKOMH [TAKYBAHHA/MApKYBaHHS | KOHTPOND AKOCT] Ha BUINEBKa3aHill BHpoOHUHIA xi-
Asuui B noBHii Bimnosiaxocti 3 Bumoramu GMP micuesoro Perymartoprol oprary i cmeuudikauismu
peecrpauiitHoro ceigouTsa xpaiHu - imnoprepa. Cepiline BHpoGHMITBO, MAKYBAHHS TA NPOTOKOMM aHali-
3y nepesipeni i BCTaHOBNEHO, 110 BOHY BifnosigatoTs BumoraM GMP.

Kinekicts cepil: 3 007 ym.
Peccrpauiiine cBionTBO BUKIIOYAE NOCTABKK A0 PUHKY(~iB) Yropuwuun, Cnonyuenux llitatie Amepuxu

Bio imeni Kepin bepe
Fitopn Baepsazen  Ynoenosasicena ocoba  ([lionuc) 06.02.2024

Bunymeno : Kapiun bepr YnosuoBaxena ocoba
YmoeuoBaxeHa ocoba arigno BuMor dupextusu 2001/83/€C
Jdara sunycky cepii: 05-Jliororo-2024

(EnexTponusii nignuc € opuAnYHO 060B’A3KOBUM eKBIBAJIEHTOM BjacHOpy4YHoro ninnucy)llei qoxyment
6y/10 BHAAHO BPYYHY TA 3aTBEPAKEHO B €JeKTPOHHOMY BHLIAAI cayxOolto 3aGe3neyennn axocri 8 Coigen
Onepeiimuc

Crop.8389



Mepeknag 3 aHrnikcoKOl MOBU Ha YKpaiHCbKY

3arBEpIKCHHS JOKYMEHTY

3arBepaKeHHs 31 CTOPOHHM AKOCTI Snixa Birpen
jannica.wigrenl@astrazeneca,com
06-Jhotoro-2024 09:14:58 GMT+0000

Crop. 939







AST-0140679 v1.0 Status: Approved Approved Date: 06 Feb 2024 Page 1 of 10

AstraZeneca

Batch Number

Date of Manufacture
Date of Expiry
Importing Country
Specification

TEST/PROCEDURE
Description

Inhaler:

Contents:

Identification: budesonide

Identification: formoterol

Assay: budesonide

Assay: formoterol

CoA, 100000283, PKBT UA

AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 86 SODERTALJE

Sweden

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

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 320 mcg/9 meg

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

PKBT

Nov-2023

Oct-2025

Ukraine

Doc 1D-000329710 v.3.0

ACCEPTANCE CRITERIA

Visual inspection

The colour of the tuming grip is red. On the

RESULT

Complies

turning grip a Braille code is embossed. The
colour of the cover is white. Inside the cover
five fins are present. The figure 60 is visible in
the dose-indicator window. The mouthpiece has

four bars, and can be rotated.

The contents are white to off-white,

Complies

predominantly in the form of rounded granules.

Infrared spectroscopy
Positive identity.

Infrared speciroscopy
Positive identity.

Liquid chromatography with UV detection

351-429 mglg.

Liquid chromatography with UV detection

10.1-11.9 mg/g.

Positive

Positive

374 mglg

10.8 mglg

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

Printed by Jannica Wigren on 06 Feb 2024 09:15 GMT+00:00
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AST-0140679 v1.0 Status: Approved Approved Date: 06 Feb 2024 Page 2 of 10

AstraZeneca

CoA, 100000283, PKBT UA

AstraZeneca AB

Sweden

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

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

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 320 mcg/9 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

impurities and degradation
products of budesonide

Specified related
substanes in total

16(alfa)-
hydroxyprednisolone

D-homobudesonide
21-dehydrobudesonide
14,15-

dehydrobudesonide

Unspecified related
substances in total

Individual unspecified
related substances

Check this is the latest version of the document before use.
Printed by Jannica Wigren on 06 Feb 2024 09:15 GMT+00:00

PKBT

Nov-2023

Oct-2025

Ukraine

Doc ID-000329710 v.3.0

ACCEPTANCE CRITERIA

Liquid chromatography
with UV detection

Per cent (area) related to the budesonide
content.

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
unspegcified related substances.

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

RESULT

0.18 area %

0.13 area %

<0.05 area %

<0.05 area %

<0.05 area %

<0.05 area %

<0.05 area %

Page2/9



AST-0140679 v1.0 Status: Approved Approved Date: 06 Feb 2024 Page 3 of 10

AstraZeneca

CoA, 100000283, PKBT UA

AstraZeneca AB

Sweden

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

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

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 320 mecg/9 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

Impurities and degradation
products of formoterol

Related substances in
total

D2537

Peak A

Peak B

Peak C

individual unspecified
related substance

Particle size lactose
monohydrate (Coulter Counter)

Mass median diameter

Particles with diameter of
7 um or less

PKBT

Nov-2023

Oct-2025

Ukraine

Doc ID-000329710 v.3.0

ACCEPTANCE CRITERIA

Gradient ion pair chromatography with UV
detection

Not more than 1.0 per cent in total related to the
formoterol fumarate dihydrate content.

Not more than 0.4 per cent (m/m) of D2537.

No Individual specified related substance
exceeding 0.4 per cent (area).

No individual specified related substance
exceeding 0.4 per cent (area).

No individual specified related substance
exceeding 0.4 per cent (area).

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

Electrical sensing zone method
The particles will have a mass median diameter
of less than 3 pm.

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

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

Printed by Jannica Wigren on 06 Feb 2024 09:15 GMT+00:00

RESULT

02%

0.1 % mim

<0.02 area %

0.0 area %

<0.02 area %

0.0 area %

24 um

100 % m/m
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AstraZeneca

CoA, 100000283, PKBT UA

AstraZeneca AB

Sweden

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

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

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 320 meg/9 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
{Coulter Counter)

Particles with diameter of
7 pm or less

Mass median diameter
90 per cent

10 per cent

Particle size formoterol
fumarate dihydrate (Coulter
Counter)

Particles with diameter of
7 pym or less

Mass median diameter
90 per cent

10 per cent

Weight of contents

PKBT

Nov-2023

Oct-2025

Ukraine

Doc ID-000329710 v.3.0

ACCEPTANCE CRITERIA

Electrical sensing zone method

At least 97% (m/m) of the particles will have a
diameter of 7 ym or less.

The particles will have a mass median diameter
between 1.6 and 2.4 pym.

The diameter representing the cumulative mass
of 90 per cent is less than or equal to 4.4 pm.

The diameter representing the cumulative mass
of 10 per cent is more than or equal to 0.8 pm.

Electrical sensing zone method

At least 97 per cent (m/m) of the particles will
have a diameter of 7 ym or less.

The particles will have a mass median diameter
between 1.2 and 2.0 pm.

The diameter representing the cumulative mass
of 90 per cent is [ess than or equal to 4.0 pm.

The diameter representing the cumulative mass
of 10 per cent is more than or equal to 0.8 pym.

Not less than 100 mg.

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

Printed by Jannica Wigren on 06 Feb 2024 09:15 GMT+00:00

RESULT

99 % mim

2.0um

3.9 um

1.0 ym

100 % m/m

1.6 um

2.7 ym

0.9 pm

Complies
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AstraZeneca

CoA, 100000283, PKBT 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: 320 mcg/9 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

Delivered dose (uniformity)

PKBT

Nov-2023

Oct-2025

Ukraine

Doc ID-000329710 v.3.0

ACCEPTANCE CRITERIA RESULT

UV spectrophotometry and liquid
chromatography with UV detection

For each of 10 inhalers, primed by two Complies
actuations, the amount of budesconide and

formoterol fumarate dihydrate delivered from the
mouthpiece at an airflow of 60 /min is measured

according to the table below.

Evaluate the following doses from inhalers 1-10.

Inhaler number Doses

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 is
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 Jannica Wigren on 06 Feb 2024 09:15 GMT+00:00 age 5/
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CoA, 100000283, PKBT 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: 320 mcg/9 meg
Pharmaceutical Form: Powder for inhalation, dosated

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

Date of Manufacture Nov-2023
Date of Expiry Oct-2025
Importing Country Ukraine
Specification Doc ID-000328710 v.3.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Delivered dose {average) UV spectrophotometry and liquid
chromatography with UV detection
Delivered dose of Average from uniformity testing (10 or 30 doses) 274 pg/dose
budesonide {average) is within 256-384 ug of budesonide per dose.
Delivered dose of Average from uniformity testing (10 or 30 doses) 8.0 pg/dose
formoterol (average) is within 7.2-10.8 pg of formoterol fumarate
dihydrate per dose,
Fine particle dose Multistage liquid impinger and liquid
chromatography with UV detection
Fine particle dose 128-202 g of budesonide per dose in particles 164 pg/dose
budesonide below § pm in aerodynamic diameter, using the

Multistage Liquid Impinger at an airflow of 60
fmin (a composite of the 10 first doses after 2
doses priming is tested, average of 3 inhalers).

Fine particle dose 3.0-5.4 pg of formoterol fumarate dihydrate per 4.8 pg/dose
formoterof fumarate dose in particles below 5 pm in aerodynamic
dihydrate 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 of 3 inhalers).

Check this is the latest version of the document before use.
Printed by Jannica Wigren on 06 Feb 2024 09:15 GMT+00:00 Page6/9
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AstraZeneca.

CoA, 100000283, PKBT 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: 320 mcg/9 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

Microbiological quality

PKBT

Nov-2023

Oct-2025

Ukraine

Doc¢ ID-000329710 v.3.0

ACCEPTANCE CRITERIA RESULT
Ph Eur
The test is performed for every 10% batch. Not tested

Meets the requirements in Ph Eur*

(The total content from at least 10 inhalers is
tested).

* For Total Aerobic Microbial Count and Total
Combined Yeasts and Moulds Count.

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

Printed by Jannica Wigren on 06 Feb 2024 09:15 GMT+00:00 Page7/9
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CoA, 100000283, PKBT 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: 320 mcg/9 mcg
Pharmaceutical Form: Powder for inhalation, dosated

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

Date of Manufacture Nov-2023

Date of Expiry Oct-2025

Importing Country Ukraine

Specification Doc 1D-000329710 v.3.0
Comments:

Country of Origin: Sweden
Registration Certificate: UA/5433/01/03

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

AstraZeneca AB
Forskargatan 18
151 36 Stdertdlje
Sweden

GMP No: 6.2.1-2022-072134
Manufacturing License No: 6.2.1-2022-072134

| 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) Hungary, United States of America

Quantity: 3 007 EA

Check this is the latest version of the document before use. P /
Printed by Jannica Wigren on 06 Feb 2024 09:15 GMT-+00:00 age8/9
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CoA, 100000283, PKBT 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: 320 mcg/9 mcg
Pharmaceutical Form: Powder for inhalation, dosated

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

Date of Manufacture Nov-2023
Date of Expiry Oct-2025
Importing Country Ukraine
Specification Doc ID-000329710 v.3.0
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Released Hy: Karin Berg Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC
Released on: 05-Feb-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 hefore use. Page 9 /9
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Document Approvals

Quality Approval Jannica Wigren
Jannica.Wigrenl @astrazeneca.com
006-Feb-2024 09:14:58 GMT+0000

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