Mepeknagd 3 aHriNcbKoi MOBU Ha yKpaiHChKy

/%; ; Actpa3eneka Ab

~« Actpa3eneka Ab Csinen Onepeifite
AstraZeneca SE-151 85 Cozeprar’e

ITBeris

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

CEPTUOIKAT AHAJI3ZY
CHUMBIKOPT TYPBYXAJIEP

AxTuBHicTb: 160 MK1I/4.5MKT
Jlikapebka ¢opMa: mopomok Juis iHransuid, o30BaHHHA

YnaxkoBka: 110 60 103 B IUIACTHKOBOMY [HrajisTopi; 1o 1 iHransTopy B KapTOHHIN KopoOui

Homep cepii XMFH

Harta BupoduunTBa Ksirtens - 2024

Tepmin nmpupatTaocti Bepesens - 2026

Kpaina-immoprep VYkpaina

Cnemudikanis Doc ID-000329799 8.3.0
BUNMPOBYBAHHSI/METOAUKA  KPHUTEPIi IPUAHSATTS PE3VJBTAT
Onuc BisyansHuit aHaiz
Iaransrop Hozatop, mo obepTaeThes, 4epBoHOro konsopy. Ha fo-  Binmosinae

3aTopi, o obepTacThes, BunaBneHuit kox bpaitns.
Kpnurka 6inoro xonsopy. BeepeniHi KpHIIKy 3Haxo0-
ITHCH T ATE pebep.

V BikHI iHAMKaTOpa JO3yBaHus BuAHO udpy 60. Haca-
IIKa Ma€ YOTHUPH CTPIOKHI 1 MOke obepTaTucs.

Bwmicr Bwict Bix 6inoro o mafixe 6irioro Koisopy, nMepeBaskHO Binnosizae
y hopMi OKPYTIINX TPAHYJL.

Byaeconin/ @opmorepot IndpauepBona crekTpockoris

Inenrudikanis: SynecoHiny IlosuTneHa inenTHdIKaLis IlozuTHBHA

Inenrudikauis: popmorepony [TosnrusHa ineHTH(IKALIs [MosuTHBHA

Byneconin/ ¢gopmoTepor PinnnHa XpoMmartorpadis 3 YP-meTeKkTyBaHHAM

Kinskiche Busnagenus: Oyneconigy 162 — 198 mMr/r 178 mr/r

KinbkicHe BH3HAUSHHS: 4.5-5.5wmr/r 4.9 mr/r

dhopMoTepoIy

Crop.1310



AstraZeneca &

Mepexnag 3 aHrnincebKol MOBM Ha yKpaiHCcbKy

Actpa3enexa Ab

Actpa3eneka Ab Cainen OnepeHIuHe

SE-151 85 Conepran’e
IIseuis

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

CEPTHOIKAT AHAJII3Y
CHUMBIKOPT TYPBYXAJIEP

AKTHBHIiCTB 160 MKI/4.5MKT

Jlixapenka dopma: IOPOLIOK JUIA iHransuiii, 1o30BaHUM

VnakoBKa: 70 60 103 B NIACTHKOBOMY iHTasTopi; 1o 1 iHrazaTopy B KapTOHHIK KopoOi

Homep cepii

Jlara BUpOOHMUTBA
Tepmin NPUAATHOCTI
Kpaina-imnoprep

Creuudirauis

BUNIPOBYBAHHA/METOJUKA

Jomimku i nponykTH
aerpajanii Gyaeconizy

Bi cyMH BCTaHOBICHHX
CTIOpiAHEHHUX JOMIIIOK

160-2iopoxcunpednizonon

D-z20m06y0econio

21-0eziopobydeconio

14, 15-0eziopobydeconio

Bix cyMu HEBCTaHOBIICHHX

CTIOpiHEHUX TOMIIIOK

[HAMBiTyanbHi HEBCTAHOBNEHI
cropiaHeHi AOMIlIKH

XMFH

Ksitens - 2024
Bepesens - 2026
Yxpaina

Doc ID-000329799 8.3.0

KPUTEPH TIPUITHATTS

Pizpuna xpomatorpadis 3 Y D-neTekTyBaHHAM

BincoTok (moma) BiTHOCHO BMIcTy GyIecoHiny.

He Ginpme #ix 1.0 % BiX CyMH BCTAHOBIIEHHX CIIOi-
JHEHHX AOMILIOK

YKo HOT iHAMBI AyabHOI BCTAHOBIEHOT criopigHeHol
JOMIIIKY, 1o Tepesuiye 0.5 mmomti %

JKoxHoi iHAMBIAYaNbHOT BCTAHOBICHOI COPiAHEHO]
JoMitky, 1o nepesuuiye 0.5 muronti %

Y omHoi IHAMBIAyanbHOT BCTAHOBIEHOI COPINHEHO]
oMituky, mo nepepuiye 0.5 nnout %

Y oHOi iHAMBILyanLHOT BCTAHOBIEHOI CIIOPiMHEHOT
noMitky, mo nepesuuiye 0.5 mromi %o

He 6inbe mix 0.5 ruromi % Bi cyMH HEBCTaHOBIIE-
HHX CTIOPiHEHHNX JOMIIIOK.

YKomHo1 iHAMBI Ky aqbHOT HEBCTAHOBJIEHOT criopigHenoi
JoMituky, mo nepesuye 0.2 nnomi %

PE3VJIBTAT

0.17 oma %

0.12 rumowa %

<0.05 rutowa %

<0.05 mrowa %

<0.05 ruowa %o

<0.05 twroma %

<0.05 mroma %

Ctop.2310



epeknag 3 aHrNINCLKOT MOBY Ha YKpaiHChKy

A

N

AstraZeneca &

Actpa3enexa Ab

Actpa3eneka Ab Csinen Onepeifise

SE-151 85 Conepran’e
IBemis

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

CEPTH®IKAT AHAJI3Y

CHUMBIKOPT TYPBYXAJIEP

AxtuBHicTh: 160 Mxr/4.5Mxr

Jlikapcebka dopMa: nopowmok s iHransuii, nososanuii, 160 Mxr/4,5mMkr/nosa

YnakoBka: 110 60 J103 B IIIACTHKOBOMY IHIaATOpi; 0 1 iHTAmsITOpy B KapToHHI KopoOui

Homep cepii

HJata BupoOHunTBa
TepMiH npugaTaocti
Kpaina-imnoprep

Cnemndikaiist
BUITPOBYBAHHSA/METOAUKA

HJomimku i npogykTH gerpagauii
thopmorepony

Big cymu BCTaHOBHCHUX
CTIOPITHEHHUX OMIIIOK

D2537

Ilix A

ITix B

ITik C

Koxwuoi inguBigyamsHoi
HEBCTAHOBJIEHOI JOMILIKH

XMFH

Kgitens - 2024
Bepesens - 2026
VYxpaina

Doc ID-000329799 8.3.0

KPUTEPII IPUAHATTSA

I'pagienTHa ioH-TTapHa XpoMarorpadis 3 Y-
JETEKTYBaHHAM

He 6inbiue, Hixk 1,0% Big cymu BiJHOCHO
BMicTy opmoTepony dymapaTy OUTiOpary.

He 6inswe mix 0.4 % (M/m) D2537.

XopHoi iEIUBITyanbpHOI BCTAaHOBIEHOT CITOPI/-
Heno{ xomiwkwy, mwo nepeputye 0.4 mom %

KopxHoi iHINBIXyansHOT BCTaAHOBIEHOT CTIOpia-
HeHol XOMILIKH, 1o nepeputye 0.4 mrowmi %

XKomuoi iIHAUBIAYaTBLHOI BCTAHOBIIEHOT CIIOPiX-
HeHol Zomitky, 1o nepesuinye 0.4 momi %

Kognol iHIHBI yanbHO! HCBCTAHOBJIEHOT
CTIopifHeHo] JoMilky, 1o nepesuuye 0.3
ot %.

PE3YJIBTAT

0.3%

0.1 % m/Mm

<0.02 mroma %

0.0 rurowa %

<0.02 mmoma %

0.0 rrora %

Crop.3310



Nepeknag 3 aHrniAcbKoT MOBU Ha YKpaiHCbKy

A
AstraZeneca &

Acrpa3enexa Ab

Actpa3enexa Ab Cainen OnepeiiuHc

SE-151 85 Cogepran’e
UTserist

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

CEPTU®IKAT AHAJI3Y

CUMBIKOPT TYPBYXAJIEP

AKTUBHicTL: 160 MKr/4.5MKT

Jlixapenka dopma: mopomoK s iHrananiii, [o3oBaHuH

ViakoBka: 10 60 103 B [IaCTUKOBOMY {HTalATOpi; 10 1 iHTaIATOpy B KapTOHHIH Kopob1i

Homep cepil

JaTa BUPOOHMLITBA
TepMin npuaaTHOCTI
Kpaina-imnopTrep

Cneumdixanis
BHUITPOBYBAHHS/METOANKA

Po3mip 4aCTOK JAKTO3H MOHOTI/(pa-
Ty (3unryBau KyarTepa)

Cepenniii ZiaMeTp YacTOK 3a Macoro

Yactky 3 HiaMeTpoM 7 MKM Y4 MeHIe

Po3mip YaCTOK Gyaeconiny (3unty-
pau Kynnrepa)

Cepenuiil miaMeTp 4acToOK 3a Macoro

YacTKH 3 giaMeTpoM 7 MKM 4M MeHIIe

Po3mip 1acTox ¢popmMoTepoay (3un-
tyRay KynrTepa)

Cepenniii JiaMeTp 9acTOK 3a MACOKO

YacTkM 3 IiaMeTpoM 7 MKM YH MeHIIe

Maca BMicTYy

XMFH

Kgitens - 2024

Bepesensb - 2026

VYxpaina

Doc ID-000329799 8.3.0
KPUTEPTi IPUAHATTS

Meton CICKTPUHHOTO 3YUTYBAHHA 30HU

Cepenniit JiaMeTp YacTOK 33 Macoo TIOBH-
HeH OyTH MEHIIE Hi 3 MKM.

He menure 95 % (M/M) 4aCTOK OBHHHI Ma-
T giameTp 7 MKM abo MeHIIeE.

MeTtoa EJIEKTPHUYHOIO 3UUTYBAHHA 30HU

Cepenniil giaMeTp 4acTOK 3a MACOKO TTIOBH~
HeH OYTH MEHIIE HiX 3 MKM.

He mere 95 Y% (M/M) 9acTOK TOBUHHI Ma-
TH AiamMeTp 7 MKM abo MeH1Ie.

MeTron ENIEKTPUYHOTO 3UMTYBaHHA 30HH

Cepenniit liaMeTp 4acToK 3a Macoro MoBH-
HeH OyTH MeHIIIe HiX 3 MKM.

He menme 95 % (M/M) 4acTOK IIOBHUHHI Ma-
™ fiamerp 7 MKM ab0 MeHIIE.

He menme 100 mr.

PE3VIBTAT

2.5 MxM

100 % m/M

2.0 MxM

100 % m/M

1.5 MM

100 % m/M

Binnosimae

Crop. 4310



MNepeknag 3 aHrniicbkoi MOBK Ha YKpaiHCLKY

Actpa3enexa Ab

Actpa3eneka Ab Csizien Onepeiiune
SE-151 85 Cogepran’e

Benis

Ay
AstraZeneca

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

CEPTHOIKAT AHAJII3Y
CHUMBIKOPT TYPBYXAJIEP

AxTuBHicTB: 160 MKI/4.5MKT
Jlikapepka ¢opma: TOpOLIOK JUIS iHTaNALIH, J030BaHIH

Vnakoska: 110 60 03 B IIIACTUKOBOMY iHrayifTopi; o | iHransropy B KapToHHIH KOpoOmi

Homep cepii XMFH

Jata supodHuuTBa Ksitens - 2024

Tepmin npugaTHocTi Bepesens - 2026

Kpaina-imnoprep VYxpaina

Crenmdikauis Doc ID-000329799 8.3.0

BUNPOBYBAHHSA/METOJIUKA KPUTEPII IPUMHATTS PE3YJBTAT
Jo3a, mo JocTaBaseTbes Y& cnekrpomerpis Ta pigvHHAa Xpomarorpadis 3

(OIHOPIOHICTE) Y®-aetTexTyBaHHAM

Jis xoxxHoro i3 10 iHrangTopis, MicHsI CKUIaHHA Binnosigae
JBOX 103, KITBKICTE GyAccoHiny i popMoTepory

dbyMapaTy AUTiApaTy, 10 JOCTaBIAETHCS 3 Hacal-

KU TIOTOKOM TOBIiTps 60 JI/XB BUMipIOIOTH BiAIIO-

BIIHO 710 HaBeJEeHOI HiK4Ye TaOJIHII.

OuiHlooTh Taki fo3u 3 iHransropis 1-10:

Iuransrop Hoza 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

BuMorn BHKOHYIOTHCS, SKILO0 Ut Oyab-skoi 3 aK-
THUBHUX peuoBuH He Ginpiue Hix 1 i3 10 3HaueHb
BHUXOJMTH 3a Mexi = 25 % BiJ cepeIHBOro 3Ha4EH-
Hi, 1 Hi OfiHe i3 3HAYEHDL HE BUXOAUTH 32 MeXi + 35
% BiZ CepeIHBOTO 3HAYEHHS.

Crop.5310



Mepeknag 3 aHmiACkKol MOBK Ha yKpaiHCbKy

AstraZeneca ‘

Acrpa3enexa Ab

Actpa3enexa Ab Cinen OrneperurHe

SE-151 85 Conepran’e
IIseuis

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

CEPTH®IKAT AHAJII3Y
CUMBIKOPT TYPBYXAJIEP

AxTupnicts: 160 Mxr/4.5MKr

Jlikapceka gopma: MOPOLIIOK AT iHranguif, [030BaHUM

ViakoBka: 110 60 1103 B ITACTHKOBOMY iHransaTopi; 1o 1 iHransaropy B KapTOHHi Kopobui

Homep cepii

JlaTa BUPOOHULITBA
Tepmin npugaTHocTi
Kpaina-imnoprep

Crnenudikanis

XMFH

Kgitens - 2024
Bepesens - 2026
Yxpaina

Doc ID-000329799 8.3.0

BUITPOBYBAHHS/METOJJUKA KPUTEPI MPUAHATTS

Jo3a, 1110 JOCTABISIETHCH
(cepenHe 3HAYCHHS)

Ho3a, 10 TOCTABIAETHCS
OynecoHigy

JToza, 1110 JOCTABJIAETHCS
dhopmoTepoILy

Jo3a, m1o npeacrapijieHa 9acT-
KaMH MaJIoTo PO3Mipy

Jlo3a, 1110 TIpeCcTaBlIeHa YacTKa-
MM MaJIoro posMipy OGynecoHiny

Jo3a, 1110 MpeCTaRIeHa JacTKa-
MM MaJoro posmipy gopmoTepo-

ay

V® criekTpoMeTpis Ta pinuHHa xpoMaTorpadis 3 Y-
JETEeKTYBaHHAM

CepeniHe 3Ha4YEHHS 3 BUTIPOOYBAHb oxnopiauocTi (10
260 30 103) 3HaX0AUTHCS B Mexax 128 - 192 Mxr
OyecoHiny Ha 103Y.

Cepe/IHe 3HAUCHHS 3 BUNIPOOYBAHb opnopixaocri (10
260 30 03) 3HAXOAUTHCS B Mexkax 3.6 — 5.4 MK dhop-
MoTepoiy dymapaty AUTiApaTy Ha JO3Y.

BaraTocTyneHeBUi PIIMHHAN iMIIHIKEp Ta pinvHHA
xpomatorpadis 3 Y P-neTeKTyBaHHAM

64-101 Mkr GynecoHiLy Ha JO3Y CKIANAIOThCA 3 Hac-
TOK i3 aepOJMHAMIYHMM AiaMETPOM MEHIIE 5 MKM,
BHKOPUCTOBYIOUM 6araToCTyIIeHeBUi PiIMHHIA imMri-
HDKep TpM TioToui ToBiTps 60 J1/xB (BHIPOGOBYIOTH
cyMinr i3 10 meplux J03, THCA CKUAaHHS 2 /103, 00-
YYCIIOIOTE CEPEHE 3HAUEHHS [T 3 iHraIATOopiB).

1.5-2.7 mkr dopmorepony dymapary AWrifpaty Ha
03y CKIANaloThcsl 3 UaCTOK i3 aepOAWHAMITHHAM
miaMeTpoM MeHUIe 5  MKM, BHKOPHCTOBYIOYH
GaraToCTyreHeBUH PiIMHHMI IMIIBIDKEP TIPKH ool
noBiTpst 60 11/xB (BANPOGOBYIOTE CyMmim i3 10 mepumx
103, TiCNA CKUOAHHs 2 03, OOYMCIIOITE CEpeNHe
3HauYeHHs U1t 3 IHransTopiB).

PE3YJBTAT

158 Mxr/mosa

4.2 Mxr/nosa

92 Mkr/mo3a

2.4 Mxr/nosza

Crop. 6310
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AstraZeneca 2

Mepeknag 3 aHrniNcLKOT MOBU Ha YKpaiHCLKY

Acrpa3eneka Ab

Actpa3eneka Ab Ceinen Omnepeitiac

SE-151 85 Copepran’e
Iseuis

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

CEPTU®IKAT AHAJII3Y
CHUMBIKOPT TYPBYXAJIEP

AxTHBHIicTE: 160 MKI/4.5MKT

Jlikapenka dopMa: IopoIoK Ui iHraasuif, No30BaHUH

Vnakorka: 110 60 [103 B TJIACTUKOBOMY iHTansTopi; rmo 1 iHranstopy B kapToHHiit kopoG6i

Homep cepii

Jara BupodHunTBa
Tepmin npupaTaOCTI
Kpaina-imnoprep

Creuudikanis
BUITPOBYBAHHSA/METOAUKA

Mikpo6iosoriuna yncrora

XMFH

Ksirtens - 2024
Bepesens - 2026
Ykpaina

Doc ID-000329799 8.3.0

KPUTEPII MPUHHATTS
€Bp. Dapm.

Tect npoeoguThes 11 koxHoI 10-1 cepil.

Binmnosinae Bumoram €sp. Papm (3aransHui BMicT Tec-
TYKOTh Ha moHalimeHue 10 iHrauaropax).

Jnst 3aransHOT kinbKocTi aepoOHUX MiKpOOpraHi3Mmis Ta
3arajibHOl CyMapHO! KIJTBKOCTI APIXKIKOBHX Ta LBIJICBHX
rpuobiB.

PE3YJIBTAT

Bigmosinae

Crop.7310



Mepeknag 3 aHrmiicbkol MoBM Ha ykpaiHCeKy

Actpa3enexka Ab

Actpa3enexa Ab Caigen Onepeiurae
SE-151 85 Conepran’e

Iseris

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

CEPTH®IKAT AHAJII3Y
CUMBIKOPT TYPBYXAJIEP

AKTHBHicTE: 160 Mxr/4.5Mkr
Jlikapebka dopma: OPOIIOK [T iHTaIIALIH, JI030BaHU

VrakosKa: 10 60 703 B MIACTHKOBOMY iHransaTopi; ro 1 iHranaTopy B KapTOHHIH Kopobui

Homep cepii XMFH

Jata BUpOOHUITBA Kgitens - 2024

Tepmin npraaTHOCTI Bepesens - 2026

Kpaiua-imnoprep Vkpaina

Cnenundixanis Doc ID-000329799 8.3.0

KomenTapi: AxTHBHUI iHrpegient: 160 MikporpaM MiKpoHi30BaHOro OynecoHiny,

4.5 mixporpam opmorepony GymapaTy AUriapaTy

Kpaina noxopxenns: [sewuis
PeccrpaniiiHe NOCBiTYeHHSI: UA/5433/01/02

®opMyBaHHsI, HAIOBHEHHsI, KOHTPOJIb SIKOCTi, MAPKYBaHHs, BTOPUHHE
NaKyBaHHs Ta BUOYCK cepii:

Actpa3enexa Ab

dopckapratan 18

151 36 Conepran’e

Irenis

Ceptudixar GMP Ne 6.2.1-2022-072134
Jliuensis na pupoouuuTBo Ne 6.2.1-2022-072134

JlaHUM TiATBEPIKYETHCH, 10 BUIIEBKA3aHA iHpOpMAllis € JOCTOBipHOIO 1 paBMIbHOI0. [lana cepis Gyna
BITOTOBJIEHA, BKIIOUAIOUN IaKyBaHHA/MAPKYBaHHA i KOHTPOIb AKOCTI Ha BHIIEBKa3aHill BUpOOHNYIH Al-
NsHW, B MOBHIM BigTmOBiTHOCTI 3 BUMoraMu GMP wmicieBoro PerynatopHoro oprany i cneuudixaisMu
peecTpauiiiHoTo CBiZOUTRA Kpaiuu - iMmopTepa. Cepiiine BUPOOHUITBO, MAKyBaHHS Td MPOTOKONIH anari-
3y IepeBipeHi i BCTAHOBIIEHO, MO BOHH BiANOBIAAIOTE BUMOTAM GMP.

Peectpaniline CBiIOUTBO BUKIIIOUAE [TOCTAaBKH B Cnoiyueni Illtatn AMepuku, Qirnanio, Y Topiuny

Kinpkicrs cepil: 50 729 ym.

Crop. 8310



Mepeknag 3 aHrNincbkoi MoBKM Ha YKpaTHCbKY

Actpa3enexa Ab

Acrpa3enexa AB Ceinen Onepeiiunc
SE-151 85 Cogeprair’e

Uisenis

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

CEPTU®IKAT AHAJI3Y
CUMBIKOPT TYPBYXAJIEP

AxktusHicTh: 160 MKr/4.5MKT
Jlikapebka gopma: ITOPOLIOK ANs iHraIAwil, J030BaHKH

VnakoBka: 110 60 103 B ITaCTHKOBOMY iHTaNaTOpi; 10 1 iHrangTopy B kapToHHi# Kopobui

Homep cepii XMFH

Jdara BupobHUIITBA Kgitens - 2024

TepMin npugaTHocTi Bepesens - 2026
Kpaina-imnoprep Ykpaina
Cueundixauis Doc ID-000329799 8.3.0

(Hionuc) 27.05.2024

Bunyumeno: biiopu Baepsaren ViosuoBaxeHna ocoda
VoBHOBaxxeHa ocoba srigHo BuMor dupektnen 2001/83/€C
Jara punycky cepii: 23-Tpasus-2024
(EXeKTpoHHMIi MiNUC € IOPUIHYHO 000B A3KOBMM eKBIBAJEHTOM BJIACHOPYYHOI0 mignucy)

Ileit moxymenT GYI0 BUAAHO BPYYHY Ta 3aTBEPIKEHO B €JIEKTPOHHOMY BUTAAAL cly#6010
3abesnedenns skocti B Crinen Onepeitnrn

Ctop. 9310



Mepeknag 3 aHMiACbKo! MOBW Ha YKPaTHCLKY

3aTBEpHKEHHS JOKYMEHTY

3aTBepDKEHHS 3i CTOPOHHU SKOCTI Suuixa Birpen
jannica.wigrenl@astrazeneca.com
24-Tparus-2024 11:52:07 GMT+0000

Crop. 10310




AST-0147624 v1.0 Status: Approved Approved Date: 24 May 2024 Page | of 10
CoA, 190005339, XMFH UA
AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE
Sweden

AstraZenecéf

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

- CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 160 mcg/4.5 mcg

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

Batch Number XMFH
Date of Manufacture Apr-2024
Date of Expiry Mar-2026
Importing Country Ukraine

Specification Doc ID-000329789 v.3.0
TEST/IPROCEDURE ACCEPTANCE CRITERIA RESULT
Description Visual inspection
inhaler The colour of the turning grip is red. On the  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.
Contents The contents are white to off-white, Complies
predominantly in the form of rounded
granules.
Budesonide/Formoterol Infrared spectroscopy
Identification: budesonide Positive identity Positive
{dentification: formoterol Positi_ve_identity Positive
Budesonide/Formoterol Liquid chromatography
with UV detection
Assay: budesonide 162-198 myg/g 178 mglg
Assay: formoterol 4.5-5.5 mg/y 4.9 mglg

Check this is the latest version of the document before use.
Printed by Annelie Lofsttdm on 24 May 2024 01:53PM GMT+02:00
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AST-0147624 v1.0 Status: Approved Approved Date: 24 May 2024 Page 2 of 10

AstraZeneca -

CoA, 190005339, XMFH 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: 160 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

Impurities and degradation
products of budesonide

Specified related substances
in total

16(alfa)-hydroxyprednisolone
D-homobudesonide
21-dehydrobudesonide

14, 15-dehydrobudesonide
Unspecified related

substances in total

Individual unspecified related
substance

Check this is the latest version of the document before use.
Printed by Annelie Lofstrom on 24 May 2024 01:53PM GMT+02:00

XMFH

Apr-2024

Mar-2026

Ukraine

Doc ID-000329799 v.3.0

ACCEPTANCE CRITERIA

Liquid 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).

RESULT

0.17 area %

0.12 area %

<0.05 area %

<0.05 area %

<0.05 area %

<0.05 area %

<0.05 area %
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AstraZeneca -

CoA, 190005339, XMFH UA

AstraZeneca AB

Sweden

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Tel. +486 (0)8 553 260 00
Fax. +46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®

Strength: 160 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/IPROCEDURE

Impurities and degradation
products of formoterol

Related substances in total

D2537
Peak A

Peak B
Peak C

Individual unspecified related
substance

Particle size lactose monochydrate
{Coulter Counter)

Mass median diameter

Particles with diameter of
7 umor less

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

XMFH

© Apr-2024

Mar-2026
Ukraine
Doc ID-000329799 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 pm or less.

RESULT

0.3%

0.1 % m/m
<0.02 area %
0.0 area %
<0.02 area %

0.0 area %

2.5 um

100 % m/m

Printed by Annelie Lofstrém on 24 May 2024 01:53PM GMT+02:00 Page 3/9
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AstraZeneca

CoA, 190005339, XMFH UA

AstraZeneca AB

AsfraZeneca 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: 160 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
{Coulter Counter)

Mass median diameter
Particles with diameter of
7 ym or less

Particle size formoterol
{Coulter Counter)

Mass median diameter
Particles with diameter of
7 ym or less

Weight of contents

Check this is the latest version of the document before use.
Printed by Annelie Lofstrém on 24 May 2024 01:53PM GMT+02:00

XMFH
Apr-2024

Mar-2026

Ukraine

Doc ID-000329799 v.3.0

ACCEPTANCE CR.ITERIA

Electrical sensing zone
method

The particles 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 ym or less.

Electrical sensing zone
method

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

Al least 85 % (m/m) of the particles will
have a diameter of 7 um or less.

Not less than 100 mg.

RESULT

2.0 pm

100 % m/m

1.5 uym

100 % m/m

Complies

Page 4/9



AST-0147624 v1.0 Status: Approved Approved Date: 24 May 2024 Page 5 of 10

AstraZeneca -

CoA, 190005339, XMFH 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: 160 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/IPROCEDURE

Delivered dose (uniformity)

XMFH

Apr-2024

Mar-2026

Ukraine

Doc 1D-000329799 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 budesonide and

formoterol fumarate dihydrate delivered

from the mouthpiece at an airflow of 60

Ifmin is measured according fo 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(1929) -~ - 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 Lofstrdm on 24 May 2024 01:53PM GMT-+02:00 age
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 AstraZeneca

CoA, 190005339, XMFH 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® ’l’ur_‘buhr:der“?D

Strength: 160 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
lmporting‘ 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

XMFH

Apr-2024

Mar-2026

Ukraine

Doc {D-000329799 v.3.0

ACCEPTANCE CRITERIA

RESULT

UV spectrophotometry and liquid
chromatography with UV detection

Average from unifdrmity testing (10 or 30 158 pgldose
doses) is within 128-192 g of budesonide

per dose,

Average from uniformity testing (10 or 30 4.2 yg/dose
doses) is within 3.6-5.4 pg of formoterol

fumarate dihydrate per dose.

Multistage liquid impinger and liquid
chromatography with UV detection

64-101 pg of hudesonide per dose in 92 yg/dose
particles below 5 ym in aerodynamic

diameter, using the Multistage Liquid

impinger at an airflow of 60 Vmin (a

composite of the 10 first doses after 2

doses priming is tested, average of 3

inhalers).

1.5-2.7 ug of formoterol fumarate dihydrate 2.4 pg/dose
per dose in particles below 5 ymin

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 of 3

inhalers).

Check this is the latest version of the document before use.
Printed by Annelie Lofstrom on 24 May 2024 01:53PM GMT+02:00 Page6/9
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AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

AstraZenecaf':

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

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 160 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 XMFH

Date of Manufacture . Apr-2024

Date of Expiry Mar-2026

Importing Country Ukraine

Specification Doc ID-000329799 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 total Aerobic Microbial Count and Total
Combined Yeasts and Moulds Count.

Check this is the latest version of the document before use. Page 7 /9
Printed by Annelie Lofstrdm on 24 May 2024 01:53PM GMT+02:00 age
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AstraZeneca

CoA, 190005339, XMFH 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: 160 mecg/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 XMFH

Date of Manufacture Apr-2024

Date of Expiry Mar-2026

Importing Country Ukraine

Specification Doc 1D-000329799 v.3.0

Comments Active ingredients: budesonide micronised 160 micrograms,

formoterol fumarate dihydrate 4.5 micrograms

Country of Origin: Sweden
Registration Certificate: UA/5433/01/02

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

AstraZeneca AB
Forskargatan 18
151 36 Stdertilje
Sweden

GMP No: 6.2.1-2022-072134

Manufacturing License No: 6.2.1-2022-072134

1 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) United States of America, Finland, Hungary

Batch Quantity: 50 729 EA

Check this is the latest version of the document before use.
Printed by Annelie L&fstrém on 24 May 2024 01:53PM 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; 160 meg/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 XMFH

Date of Manufacture Apr-2024

Date of Expiry Mar-2026

Importing Country Ukraine

Specification Doc ID-000329799 v.3.0

Bjo- \‘/a@wfy,/ 2024 05 2%

Released by: Bjorn Vaervagen Qualified Person
Qualified Person according to the requirements of Directive 2001/83/EC
Released on: 23-May-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
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Document Approvals

Quality Approval Jannica Wigren

pp
Jaunica. Wigren1 @astrazeneca.com
24-May-2024 11:52:07 GMT+0000
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