JIEPJ)KABHA CJIVKBA 3 JIKAPCBHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KMiBCBKIA OBJIACTI

npos. CiTmuusoi Hapii, 3, M.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
Npo sIKiCTH BBE3EHOI0 B Yxkpainy JikapcbKoro 3ac00y

03.04.2025 Ne 15476/25/10

CUMBIKOPT TYPBYXAJIEP

(HaliMeHyBaHHS JIIKapCbKOTO 3acoBy 3TiAI0 3 peecTpatiinHiIM FOCBIMEHHAM)
MOPOILOK AJIst iHraNsIuii, n030Baumii, mo 80 Mxr/4,5 MKI/103a; M0 60 103 y NUIaCTUKOBOMY
inranasropi; no 1 iHrajgAaTopy B KapToHHiii Kopooui

(hopMa BHIYCKY, IO3yBaHHs, B MTAKYBAHHS nikapcekoro 3acoby)

HoMep peecTpauiifHoro nocsi J4eHHs UA/5433/01/01 crpox xii peecTpaliiinoro mocsintens 01.01.2099

Cepin nixapcskoro 3aco6y Ne LBBB KinbKicTs BBE3EHOTO TiKapchkoro 3acoby 640
BupobHHK Actpa3enexa Ab, IIsenis
(HaiiMcHYBaHHEA BHPOOKHKA NTiKapCLKOTO 3acoby, KpaiHa TIOXOJDKCHH)
Baeseno B Ykpaity ChinbHe yKpaiHCbK0-eCTOHCHKE MANPHEMCTBO Y dopmi TOBApUCTBA
3 0BMesKeHO0I0 BiAMoBiAaabHicTIo "OnTiMa-Papm, JITA", inent. xou:
21642228

(uaiiMeHyBaHHs Ta KO 32 €IPTIOY topuamuHoi 0cobH abo npizeuLLe, iM'A, 110 Garukosi diznunol
0co6H - MANpHEMIL, Ti Micue NPOXHUBAHHS Ta peecrpatlifinuii Homep 0611iKOBOT KAPTKH NIIATHHKA
oaTkiB abo cepist Ta HOMep TacrnopTa)

IIpoToKoJ Bi3yalbHOT0 KOHTPOIIO BiX 02.04.2025 Ne 0986/5.

32 pesynbTATAMH JEPKABHOIO KOHTPONIO  BCTAHOBIICHO, mo = Jikapchbkui  3aci® BBC3CHO B Ykpaiy 3

TGN

IIOTpl/lMaHHHM BHMOT 3aKOHOJABCTBA 1040 3a0e3neucHEs AKOCT] JIKapChKUX 3aco0iB.
' vfw L
g KT, %
WWG
YT, AN )

/5{”‘
2 J Onsra EPLOMEHKO
X T

‘ ’
Kagor KOHTPOIIO) (rrinmruc) (isinia Ta npizeuine)




AstraZeneca &

JUrapenka Gopmil. HOpOIOK s inransuii, rozosannd

Yiakonke

Homep cepii

Jarea sapobumigrsa
Tepmin npmarnocti
Kpaina-ixmoprep
Cuenndiranis

Hinewsis na pupodunirso
BHIPOBYBAHH/METOAHKA
Omise

Qnne inrasrops

Cue BMicTy

Byneconi/opyorepa
renridixauis Syacconiy

Lenrnduraitis hopmorepony

Byacconiy@opyorepod
Kiankicne srnaucu byacconiay

Kimpkicne siaacim: GopMorepoy

110 60 0% Y ILIACTHKOBONY THTAAATOPIL 1o 1 i

epeknaj 3 asrHACHKOT MOBN Ha YKPATHCLKY

Actpa3crera Ab

Acrpaienexa Ab Csizen Onepeifune

SE-131 83 Cosepras’e

ncius

Tea. +406 {0)8 353 260 00
dake +46 ()8 3532 544 BO

CEPTHOIKAT AHAJIZY
CUMBIKOPT TYPBYXAJIEP

Josysannst: 80 Mrr/d.Smr

LBBB

Bepecens - 2024
Cepriens - 2026

Yrpaiva

Doc 1D-000329784 1,3.0
SE-H-MIA-24-047065

KPHTEPI ITPHITHSITTS

Bisyasuimil anants

,Lmuap 10 OBEPTACTEEH, HEPROBOTO KoALOpY. Ha
A0OPT, 1o 0BePIACTReA, BHTHCHEH T Ko/ Dpaitas,

Kpsxa GLI0FO ROALOPY. Beepe; T KPHINKH
FHAXOKTHCH 11 4T pcmp Y opixai fgmsaropa

aosynaws sano widpy H. Hacaaka mac vorTnpi

crepastii 1 Mowe olepraTnes.

Bigyasninit auazis
Batict wix Siaoro a0 avaitke HLInro kosabopy.
EPeRaHI0 Y GOPME ORPYLIX IPanyi.

[idypateprot CHERTPOCKONIS
[loaumimsna iacirmixauis

[hpasepsoria CHEKTPOCKOTIE

Flosrrunia iaerridivais

Pisprina xposarorpadis 3 Y O ACTeRTYBARIAM
81 - 99 iy

Pizng xposarorpadin 3 ¥ E TeRTy R e
4.5~ 3.5y

ssropy 8 kapronnii kopodu

PEIYJABTAT

Bianaplaac

Bianonidae

Toswnimua

lowsrrirua

hGR¥isIN

3.8 M

/g'\c' Wee v HOE 2

YO D »fjﬁ/;,w..

Crop. 138



Mlepekna/l 3 aHrnifchkol MOBI HA YKPATHCLKY

AstraZeneca

2

Acrpadenexa Ab

Actpadeucka AB Crinen Onepefinie

SE-131 85 Conepran’e
Lincuis

Teur, +46 ()8 353 260 00
Ddake +46 ()8 552 544 80

CEPTHODOIKAT AHAJIBY
CHMBIKOPT TYPRYXAJEP

Hosysanst: 80 M1/ Sy

Jlivapceonra Gopmac HOPOILIOK /Ui inrassudi, ososanuii

Viarosia: 110 60 103 B 1HacTIKOBOMY IBIFUTopi; o | juraastopy s gaprouiii kopodi

Hoaep cepii

JLara supodunirsa
Tepyin npaaarnocti
Kpaina-imuopiep
Cremndikanin

Jlinensig na supodunnrse

BHITPOBYBAHHSUMETOAHKA

Jlosinsn § npoayrIH
aAcrpaaandi dyacconiay

Bi21 CyMH BCTANORIGHUX CIOPLAHEHIX
AOMIHOK

1 Gu-rLApORCHIPEIIIBoA0N

D-rasobyaeconia

2 1-geriapodysieconia

140 8- erizpobyeconin

iz CyMH HERCTAHORACHHX CHOPIIEC-

X AOMIBIOK

FHANBLAYAIBI HCBCTAROBACH
cHopi Attt AOMILK

L.BBB

Bepecent - 2024
Cephesn - 2020
Vxpainag

Dac 1D-000329784 8.3.0

SE-H-MIA-24-047063

KPUTEPH NPHITHATTS

Pigguna Apmmmpm Vg g Y ACTeRTyBannas
Biscoror (ioma) sixnoci ayicry Byxecotiay.
He Siapie wix 1.0 naoud % sl cymi
BCTAHOBACIHA CHOPLHCIIN JOMIMIOK

Piasmna Agk)\mormd)m 3 Y AeTerTynanias
FKOAOT HLBIAVLALIOT RCTANORACHOT COPLUICHOT

HOMINIKH, HIO HEpeniuye 0.5 paom %%

Plaunma xposarorpadgia s Yd JACTCRTY BT

Wostiot HUBBAYAALIOT peTanoBaeHol croplanenot

0/

sosiwk, wo nepesiiye 0.5 1 aoitd Y

Pipmna Xponaror pamm 3 YO ACTCRTYBALINAM
i!\();l(iol i Uli\l Lyas AL HCidl}OiMLH(’H Lﬂ(]{ﬂ KHLHO!
{()\Hlllhl( 1O CpeR iy 0.5 3 naoni

Pimia XpomiTor pacpin 2 VO qererrysanim
Sojumof inpmiayaasiol peranosicHol enopiienol
sonigian mo vepentigye 0.3 ot Yo

Pl \‘pmmI‘m'p.|<§>i'>1 4 V) AgTerryBaOr
e Bmiue i 0.5 moml % Bl CyMIE HCBCTANOR.
HEHEX CROPLANEIIY 0N IO,

Pi *mmm\pmmml;mtbm 4 VO AerekTyBaim
WKoanol m,mm nmumm llL.HleHOHJ!LHDl (,HODI i
Henol Ao, mo fepennaye 0.2 ong S

PEIVABLTAT

(1.2 monn %

0.1 rmaouti %

<008 maonu Yo

<0.08 naoui %

<008 paoutd %%

<008 nacutt %

<005 paonn %%

Crop. 238



[Mepernagl 3 aHrniicesol MOBI Ha YKPATHCLKRY

al

y Xy Acrpa3enexa Ab
AstraZeneca & Acrpadenexa AB Coinen Onepeliunie
SE-131 83 Coaeprait’e
Hlneris

Tes 140 (8 553 260 D0
Braxe 46 ()8 3532 544 80

CEPTHDOIKAT AHAJH3ZY
CHMBIKOPT TYPBYXAJIEP

Jlosysamus: 80 MEF/ MK
Jlirapesra Gopma; HOPOIOK Ans rasuii, aozosamii

ViraroBra: 1o 60 0% B IHACTAKOBOMY IHTausTopt; o 1 inramropy s KAPTONHTR KOpODI

Homep cepii LBBB

Jara supodunrsa Bepecenn - 2024

Tepmin oprarnocri Cepriers - 2026

Kpata-isinoprep Yrpuaisia

Crenndriranist Dac 1ID-000329784 1.3.0

JHensis ga suposHUITED SE-H-MIA-24-047063

BHAPOLBYBAHHSIMETOMHEA KPUTEPI NPHEHSTTS PESVARTAT

Jloasiniar i upoayry aerpaaanii

fopmerepoay I"pagicuria fon-rapia xpoxararpadiis 3 Vb ek 1.3 %
PYBAHHAM

Biz cysmu scranoniaenig cnopianennx  He Siapme, nix FL0% i oyNs B8LOCN0 ByicTy

AOMITIOK GopaoTepoay hyMapary Aripary.

02337 Ppacientia jou-napia xposarorpaspis 3 ¥ aerer- (L1 %% mim

| i 1 1

TYRANIEAM

He Siasine uiw 04 % (ain DIS3T.

His A (Fpaaticiets io-napia xpasirrorpaia & Y gere- ~0.02 naont %
TV RARTLEN
Wenniol HABLYeALIOT BCTAloRICHOT cropiinenol

AoMinin, o nepesinye 0.4 naond Y.

["paiicutuy pR-napia xporarorpaisn 3 Vb eres-

TN { g ¢ O
flig B PV BRI 1 raos %
KoanoT nusyaan ol BETALeRICHOT CHOPLINEHOT
Aosiiga, o nepesinye 0.4 paond Y.
Hi ¢ Upasiicrrng fon-mapna xposiarorpadia 3 ¥ acrer-

TYRIHHAN 5 2 .
TKOAROT HUMBLALI0T BC(RIEOBACHOT CHOPIHIT <002 naoml "

sosMimEd, wo nepessonyt (64 napun %

Upagicnrng ion-rnapua xpoaarorpadia 3 Y geres-
TYBAHHEAM

SKoasol innmsiyamuet HercTanorenol cnopiius-
pol oMK, mo neperiye 0.3 nnout %,

T B iyanstl HCHCTABOBACH
cropiaseti Josibs

0.0 naomd %

Crop. 338



[Mepernazl 3 aHtifchKoT MOBI Ha YKPATHCHKY

AstraZeneca 2

Actpaldencka Ab

Actpadenexa Ab Csinen Onepeituiic

SE-151 83 Coaepran’e
Hlneiis

Tea +d40 ((H8 553 26000
Bake 146 (HE 352 544 80

CEPTHOIKAT AHAABY
CHMBIKOPT TYPBY XAJIEP

Hosyeamuse: 80 mir/d Saxr

Jirapenka Gopma: HOPOIIOR s Birasasndil, o3onauni

Yiakosia: 10 60 103 B I0IACTHKOBOMY IHFRAATOPE; 110 | IHraiuropy 8 Kaproniit KOpOBIL

Homep cepil

Jharra supolunirsa
Tepmin npugarnocti
Kpatna-istnoprep
Cuenndirarin

Jlinensis na supodumireo

BHIPOBYBAHHA/METO/HKA

Po3sMip HaCTOR JaKT033 MOHOTiApaTY
(Miumavnng Kyanrepa)
Cepeasilf Alaserp HacToR 32 Macme

UacTin 3 LaMeTponM 7 MEM 4IE NS

Posmip aacror dyaeconiay (Thananuug

Kyuanrepal
Cepe/ i HaMer SacToR Ja Macoi

Hae Tk 3 20aMeTposs 7 MRM Wi Mo e

Pormip uacrox gopyotepeay (-
nur Kyawrepa)

Cepentil AlaMerp HaeToR % Maco1o

Yerki 4 HaMETPONM 7 MEM S MCHIDT

AMaca umicry

[.BBB

Bepecens - 2024
Ceprenn - 2026
Yrpaisa

Doc 115-000329784 18.3.0
SE-H-MIA-24-047063

KPHTEPH NNPHIAHSITTS

METO CHCRTPHIHONS JHETYBANIA 30HH
Cepe AR AIBMETP HACTOR 38 MBCOIO JIORIHEH
OYTH MHING B 3 MIM.

METOA CHCKTPITHONO SUBTYRUIR 3011
He senme 95 % (/M) HacTor DOBHInL ST
adamerp 7 sixa abo sesine.

Mt CHCRTPIIHIONO SHUTYBALTR 30H
Cepeniil AT 4acToR 38 MECOI0 HOBIHCH
BYTH MEHIIE HBK 3 MM

NMETO CHERTPIUIOND U YRAITR 301U
He stenme 95 % (/M) Gacyox TOBHHHE MaTH
adamerp 7 amst abo avetue.

METo CACKTPHHON BTYBATIL J0N1
Cepes il AIaMerp 4aCIoR K1 saCo1o HoBHICH
Byri Melte HiK 3 MK,

METo/4 CHCKTPIMHOTO FUHTYBATIE 304K
He mere 95 9% (MAM) MACTOR HoRiHIT MaTH
alanerp 7 aikat abo enime.

He semue 100 ar

PESYALTAT

2.6 MM

LU % i

PEUESINS|

1O Ge /M

1.5 urn

100 %o ain

Bimoniase



AstraZeneca

Mepexnaly 3 aHrickROT MOBIA HA YRPATHCLKY

Acrpa3encka Ab
Actpaienexa Ab Csiten Onepeifine
SE~151 83 Coaeprax’e

Iiseis

Ten, 40 (8
)8

3 260 D0

Pake +46 (M8 552 544 80

CEPTHOIKAT AHAJEY
CHMBIKOPT TYPBYXAJEP

Jlosynramusi: 80 mer/d. Sugr

JHikapenia Gopaa: HOpOoK L frassiiii, osonaniit

ViakoBra: 10 60 0% B IUACTAKOBOMY FHIGAATOPI; 10 1 IHraanTopy 8 KapTonHii KOpODLL

Hosep copii

Hara sapofunirrsa
Tepsin npiatnocri
Kpatna-istnoprep
Crenndiranis

Jlinensis na RUPOOHHILTBO

BHIPOBYBAHMSIMETOAHKA

Hoaa, o IOCTIRICTLA
{OANOPLANICTD)

Jlosa, 1o ACCTARASICTLES {Cepejtie
THAMCHTIS)
Hloza Gyaeconiiy, N JOCTUBANE TR

Ao opMoTepoay, 110 AOCTURIRE -
e

LBBB

Bepecens - 2024
Cepriess - 2026
Yrpaing

Dac ID-000329784 8.3.0
SE-H-MIA-24-047063

KPHTEPI IPHIAHSITTH

5 Vi

3

Mg wkognoro 13 100 THransTopis, RICA CRIVEHILE SIBONX 203,
giabkicrn Byeconiay 1 opyotepoity dysapary amiapary. 1o

AOCTRRINCTBCA, 3 HAGIIKI TOTOKOM ToRiTps 60 11

gianoniue o maseachol misie Taband,
Onisroers Taki 2051 3 raaeropis 1-10:

Irragsrop Tz Ne
NG R A )] !
2{12.2 2
KNG NGRS 3
414.24) 29
S15.25) 30
H{16,206) 31
7(17.271 13
8 (18,28} 38
9 (19,29 59
10 {20,309 60

Xty BHMIPIOIOTE

BHATOrH BHROIVIOTLCH . R0 1718 DY th-stiof 3 HI0uHN pe-

WABHH, - He OLLie, 10 1 i [0 snaucnns Bnxous sa Ao

28%% Bii COPEILOLY FHAMCHIEN, TRONHC 13 JUPICHE 1C BIXO-

JOTL R MO 33 BLA CepeiLoro Buaucm,

VA enertpooTaMerpin T pUB Xposarorpadis 3 Yeb ae-

TCRTYBAHNANM

Cepee e » suapodysatn eanopianocti (10 ado 30
S07) MENOAERC B MOKaX 634-96 MK SyACCOHLLY N 03y,

Y cnekrpodiororerpin Ta plautma xpomarorpadis 3 Yo

JCTORTY RATUINN

Cepeasie REucuis 3 BHIpOdYsaI oxuoplucti (10 ado 30
(mipuoTepony

A07) IMAXUITRCS B MEKAX
drysapary Juriapary B 0By,

3.6-54

PE3VALTAT

Bianoniae

S MRe/osa

£5 MEr 030

Crop. 538



AstraZeneca

[epexnag) 3 aHrMiicHKOT MOBU Ha yKPATHCERY

Acrpa3enera Ab

Actpadencxa Ab Ceiaen Onepeiinnc
SE-151 85 Cojiepran’e

Hseiis

Ten 446 ()8 553 260 G0
Mraxe +46 (0)8 352 544 80

CEPTHODIRAT AHAJIZY
CHMBIKOPT TYPBYXAJED

Josyranns: 30 awr/d.Smxr

Jlikapenka Qopya: HOPOUEOK LB IRCw L, qosonannil

Virkonka: 110 60 103 5 IAacTHRoBoMy inrazaropl: no 1 inrwisropy B kapronnii kopodui

Hoxep cepil

Hara supobannraa
Tepstin npigarnocri
Kpaina-isnoprep
Crenndiranis

JHuensist Ha BHPOGHMITTBO

BHIIPOLYBAHHI/METOANKA

Jlosa, 1o HpeACTARIENE HACTRAMA
ATOPD PO3MIPY

Tl 1o PCICTARACHA YAC TR
MAJOTO possipy Syseconiay

ALOT, V10 NRCCTABICHA HaCTRUMH
MIIORO POIMIPY DOPAIGTLPOIY

LBBB

Bepeeens - 2024
Cepricun - 2026

Yxpiiia

Doc 1ID-000329784 1.3.0
SE-H-MIA-24-047065

KPHTEPI TEPHITHS T TS PEIVILTAT

Bararooryninaanii plunmuil nboukep 1 pisiis
xposaropradis 3 Y aerekrysaniig

3351 Mrr OVACCOHELY M J03Y CRAGHOTLCH 3 aCToK B3 40 MEr/i0
ACPOAHBEIM BN JBAMCTPOM MCHIIE § MM, BHROPHUTO-

wyTous SararoctyRencsidl prussmit impinep npn

HOTOIE poBiTp 60 a/XE (RnpodoryIoTL Cyni i3 10

BEPIHNA 103, HHeast Cogtates 1 03, oo cepe-

e gpaseris Ut 3 inraasreping, SR sHMory e

BUKOHVIOTHOH, A0ITKOBO BHIFDOOUBYIOTH O Irasropis.

Barmoerynbaanti planundt bmigesep Ta plimi
xpomatopradis 3 YO aereRTy s

(52,7 s Qopstoreposy ysapary anriapary ua aody 2.5 Merlaosa
CRABENOTLES 3 HACTOR 13 4CpOAIaMBILINM IMCEPON

SECHIIC 5 NIKM, BHROPHCTORYIE Gala 1o yIeHes it

PLAEHT INETORED 11 BOTOMT BOBTIPA 60 A8 (BU-

npOGoBYIOTL Cyaitn i3 10 Hepuisix A3, e ey 2

103, QQUICHIOOT b COPUANE SIRMCHNE AUt 3 BINLEioping.

STRILO BHAIOTH TIC BUKOUYIOTLES, 0JATKORO #HIPOTI-

BYIOTH O Iraagropis,

Crop. 638



[Mepexna/l 3 anrnifichrol Masn Ha YKPATHCBRY

Actpadeucka Ab

Actpadenexa AB Cpiaen Onepeitiine
SE-151 83 Coaepran’e

[linseis

AstraZeneca .

Tea, +46 ()8 533 260 00
Graxe +46 ()8 352 544 80

CEPTHOIKAT AHAJNZY
CHMBIKOPT TYPBYXAJIEP

Josysanns: 80 mkr/4 Sair
Jlikapenika hopma; HOPOIOR A inrazsiii, N030BAKNI

Yiarosira: 1o 60 A0 B IHACTHKOBOMY IHIMAATOPI: 0 | inraasropy s wapronuiit koposu

Hosmep cepii LBBRB

Jarva sapolunrsa Bepecens - 2024
Tepsin npiariocti Cepriess - 2026
Kpaina-ismoprep Yrpaing

JHueusist a BupodnNITRO SEH-MIA-24-0470063

Kosewrapi:
Arrupni inrpeaicnyn: 80 sikporpau Syaeconity MIKPOHTIOBAHOIO,
4.5 sikporpam opMoTepody GyMapary AHTLAPATY

Kpaina noxoxaenns: Hlsenis
Pecerpaniiine nocsipuenio: UA/S433/01/01

BHroToBACIHISL, HABOBHCIN, KOWTPO/IL SKOCTE, MAPKY B, BTOPHHIC HARYBATH
TA BHILYCK cepil:

Acrpa3enexa Ab

doperapraran 18

151 36 Cogepran’c

Lnenin

Ceprudixar GMP Ne 6.2.1-2022-072134

HacTynit TeCTH He NPOBOAICIHCS, AKINO HE 2AHCHO RUTIC!
Jlosa, HIO JOCTABIACTHCS {(oanOpIAHICTL), CcTan 2,
Jlosa, 110 NPSACTABICHA HACTKAMH MAIOTQ posaipy, erair 2.

Crop. 738



AstraZeneca AB
AstraZeneca AR Sweden Operations

AstraZeneca SE-151 85 SODERTALJE

Sweden

Tel. +46 (0)8 553 260 00
Fax.+46 (0)8 652 544 80

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 80 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: LBBB
Date of Manufacture: Sep-2024
Date of Expiry: Aug-2026
Importing Country: Ukraine
Manufacturing Authorisation Number: SE-H-MIA-24-047065
Specification: Doc 1D-000329784 v3.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Description
inhaler: Visual inspection Complies

The colour of the turning grip is red. On
the 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: Visual Inspection Complies

The contents are white to off-while,
predominantly in the form of rounded

granules.
Identification:
ldentification: budesonide Infrared spectroscopy Positive
Positive identity
tdentification: formoterol Infrared spectroscopy Positive

Positive identity

Page 1 of 13
Report, 2200544



AstraZeneca’I‘f"f”

AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

Tel. +46 (018 553 260 00
Fax.+46 (0)8 652 544 80

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®

Strength: 80 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:

Manufacturing Authorisation Number:

Specification:

TEST/PROCEDURE

Assay.
Assay: budesonide

Assay. formoterol

tmpurities and degradation products of
budesonide
Specified related substances in
total

16(alfa)-hydroxypradnisolone

D-homobudesonide

LBBB
Sep-2024
Aug-2026

Ukraing

SE-H-MIA-24-047065

Doc 1D-000329784 v3.0

ACCEPTANCE CRITERIA RESULT

Liquid chromatography with UV detection 86 mg/fy
81-99 mylg

Liquid chromatography with UV detection 4.8 mg/g
4.5-5.56 mglg

Liquid chromatography with UV detection 0.2 area %
Per cent (area) related to the budesonide

content.

Not more than 1.0 per cent (area) in total

of apecified refated substances.

Liquid chromatography with UV detection 0.11 area Yo
No individual specified related subslance

exceeding 0.5 per cent {area).

Liquid chromatography with UV detection <0.05 area %
No individual specified related subslance

excaeding 0.5 per cent {area).

Page 20l 13
Report: 2200584



AstraZeneca -

AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

Tel +46 (0)8 653 260 00
Fax.+46 (0)8 652 544 80

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 80 meg/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:

Manufacturing Authorisation Number:

Specification:

TEST/PROCEDURE

21- dehydrobudesonide

14, 15-dehydrobudesonide

Unspecified related substances in
total

Individual unspecified related
substance

LBBB
Sep-2024
Aug-2026

Ukraine

SE-H-MIA-24-047065

Doc ID-000329784 v3.0

ACCEPTANCE CRITERIA RESULT

Liquid chromatography with UV detection <(.05 area %
No individual specified related substance
exceeding 0.5 per cent (area).

Liquid chromatography with UV detection <0.05 area %
No individual specified related substance
exceeding 0.5 per cent (area).

Liquid chromatography with UV detection <0.05 area %
Not more than 0.5 per cent (area) in total
of unspecified related substances.

Liquid chromatography with UV detection <0.05 area %

No individual unspecified related
substance excaeding 0.2 per cent (area).
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AstraZeneca AB
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

Symbicort® Turbuhaler®
Strength: 80 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: LBBB
Date of Manufacture: Sep-2024
Date of Expiry: Aug-2026
Imparting Country: Ukraine
Manufacturing Authorisation Number: SE-H-MIA-24-047065
Specification: Doc ID-000329784 v3.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Impurities and degradation products of
formoterol
Redated substances in total Gradient ion pair chromatography with 0.3 %
UV detection
Not more than 1.0 per cent in total
related to the formoterol fumarate
dihydrate content.
D2537 Gradient ion pair chromatography with 0.1 % mim
UV detection
Not more than 0.4 per cent (mim) ol D
2537.
Peak A (Gradient ion pair chromatography with ~ <0.02 area %
UV detection)
No individual specified related substance
exceeding 0.4 per cent (area).
Peak B Gradient ion pair chromatography with 0.1 area %

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

Symbicort® Turbuhaler®
Strength: 80 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: LBBB

Date of Manufacture: Sep-2024

Date of Expiry: Aug-2026

Importing Country: Ukraine

Manufacturing Authorisation Number: SE-H-MIA-24-047065

Specification: Doc ID-000329784 v3.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Peak C Gradient jon pair chromatography with  <0.02 area %

UV detection

No individual specified related substance

exceeding 0.4 per cent (area).
individual unspecified related Gradient ion pair chromatography with 0.0 area %
substance UV detection

No individual unspecified related

substance exceeding 0.3 per cent (area).

Particle size (Coulter Counter) Lactose

monohydrate
Mass median diameter Electrical sensing zone method 2.6 ym
The particles will have a mass median
diameter of less than 3 pm.
Particles with diameter of 7 pmor  Electrical sensing zone method 100 % mim
less At least 95 % (m/m) of the particles will

have a diameter of 7 pm or less.
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AstraZeneca

AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

Tel. +46 ()8 653 260 Q0
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 80 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:

Manufacturing Authorisation Number:

Specification:

TEST/PROCEDURE

Particle size (Coulter Counter)
Budesonide
Mass median diameter

Particles with diameter of 7 pm or
less

Particle size (Coulter Counter)
Formoterol fumarate dihydrate
Mass median diameter

Particles with diameter of 7 pm aor
less

Weight of contents

LBBB
Sep-2024
Aug-2026

Ukraine

SE-H-MIA-24-047065

Doc ID-000329784 v3.0

ACCEPTANCE CRITERIA

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

Electrical sensing zone method
At least 95 % (mim) of the particles will
have a diameter of 7 pm or less.

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

Electrical sensing zone method
Atleast 95 % (m/m) of the particles will
have a diameter of 7 ym or less.

Not less than 100 mg.

Page 6 of 13

RESULT

2.0 pm

100 % m/m

1.5 pm

100 % mim

Comyplies
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AstraZeneca

AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

Tel. +46 (0)8 553 260 00
Fax.+46 {08 552 544 80

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®

Strength: 80 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:
imparting Country:

Manufacturing Authorisation Number:

Specification:

TEST/PROCEDURE

Delivered dose (uniformity)
Delivered dose of budesonide (
average)

Delivered dose of Tormoterol (
average)

LBBB
Sep-2024
Aug-2026

Ukraine

SE-H-MIA-24-047065

Doc 1D-000329784 v3.0

ACCEPTANCE CRITERIA RESULT

UV spectropholometry and liquid 81 pgldose
chromatography with UV detection

Average from uniformity testing (10 or 30

doses)

is within 64-98 pg of budesonide per

dose,

UV gpectrophotometry and tiquid 4.5 pgldose
chromatography with UV detection

Average from uniformity testing (10 or 30

doses)

is within 3.6-5.4 pg of formaoterol

furmarate dihydrate per dose.
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AstraZeneca

AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

Tel. +46 (0)8 653 260 00
Fax.+46 (0)8 552 644 80

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 80 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: LBBB
Date of Manufacture: Sep-2024
Date of Expiry: Aug-2026

Importing Country: Ukraine

Manufacturing Authorisation Number:

SE-H-MIA-24-047065

Specification: Doc 1D-000329784 v3.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Delivered dose (uniformity) UV spectrophotometry and liquid Complies

chromatography with UV delection

For each of 10 inhalers, primed by two
actuations, the amount of budesonide
and formoterol fumarate dihydrate
delivered from the mouthpiece at an
airflow of 60 fmin is measured according

to the table helow,

Evaluate the following doses from

inhalers 1-10.

Inhaler no
1, (11, 21)

Page 8ol 13

Dose no
1

2

3

29

30

3

32
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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

Symbicort® Turbuhaler®
Strength: 80 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: LBBB
Date of Manufacture: Sep-2024
Date of Expiry: Aug-2026
Impaorting Country: Ukraine
Manufacturing Authorisation Number: SE-H-MIA-24-047065
Specification: Doc 1D-000329784 v3.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
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.
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AstraZeneca

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: 80 mcg/4.5 mcg

Pharmaceutical Form: Powder for inhalation, dosated
Pack Size: 680 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number:

Date of Manufacture:
Date of Expiry:
Imparting Country:

Manufacturing Authorisation Number:

Specification:

TEST/PROCEDURE

Fine particle dose
Fine particle dose budesonide

LBBB
Sep-2024
Aug-2026

Ukraine

SE-H-MIA-24-047065

Doc 1D-000329784 v3.0

ACCEPTANCE CRITERIA RESULT

Multistage liquid impinger and tiguid
chromatography with UV detection
33-51 ug of budesonide per dose in
particles below 5 pm in aerodynamic
diameter, using the Multistage Liquid
Impinger at an airflow of 60 lmin (a
composite of the 10 first doses after 2
doses priming is tested, average of 3
inhalers). If the requirements are not
fulfiled, 6 further inhalers are lested.

46 ugidose

Page 10 of 13
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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 §52 544 80

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 80 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: LBBB

Date of Manufacture: Sep-2024

Date of Expiry: Aug-2026

Impaorting Country: Ukraine

Manufacturing Authorisation Number: SE-H-MIA-24-047065

Specification: Doc 1D-000329784 v3.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Fine particle dose formoterol Multistage liquid impinger and liquid 2.5 pgldose

chromatography with UV detection
1.5-2.7 ug of formoterol fumarate
dihydrate per doseg in particies below 5 i
min agrodynamic diameter, using the
Multistage Liquid Impinger at an airflow
of 60 Imin (a composite of the 10 first
doses after 2 doses priming is tested,
average of 3 inhalers). If the
requirements are not fulfilled, 6 further
inhalers are lested.
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AstraZeneca AB
AstraZeneca AB Sweden Operations

AstraZeneca SE-151 85 SODERTALJE

Sweden

Tel. +46 (0)8 653 260 00
Fax.+46 (0)8 652 544 80

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 80 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: LBBB

Date of Manufacture: Sep-2024

Date of Expiry: Aug-2026

importing Country: Ukraine

Manufacturing Authorisation Number: SE-H-MIA-24-047065
Comments: Active ingredients: budesonide micronised 80 micrograms,

formoterol fumarate dihydrate 4.5 micrograms
Country of origin: Sweden
Registration Cerlificate: UAB433/01/01

Formulation, filling, quality control, labelling,
sacondary packaging and batch release:

AstraZeneca AB
Forskargatan 18
151 36 Sodertéle
Sweden

GMP Ne 6.2.1-2022-072134

The following tests have not been performed unless displayed above:

Delivered dose {uniformity), stage 2.

Fine particle dose, stage 2.
| hereby certify that the above information {s authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality conlrol at the above mentioned site(s) in full cormpliance with the GMP
requirements of the local Regulatory Authorily and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found 1o be in
compliance with GMP.

Quantity, 7692 EA
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AstraZeneca AB
AstraZeneca AB Sweden Operations

AstraZeneca SE-151 85 SODERTALJE

Sweden

Tel. +46 (0)8 653 260 00
Fax.+46 (0}8 552 544 80

CERTIFICATE OF ANALYSIS

Symbicort® Turbuhaler®
Strength: 80 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: LBBB

Date of Manufacture: Sep-2024

Date of Expiry: Aug-2026

Imparting Country: Ukraine
Manufacturing Authorisation Number: SE-H-MIA-24-047085

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

Released by : Bjorn Vaervagen Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC
Released On : 18-Nov-2024
(This electronic signature is the legally binding equivalent of a hand written signature)
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