JAEPKABHA CJYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIN OBJIACTI

nipos. Ceitnwunoi Hanii, 3, M.Knis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo AKICTh BBE3EHOr0 B YKpaiHy JikapchbKoro 3acody

03.04.2025 Ne 15474/25/10

CHUMBIKOPT TYPBYXAJIEP
(HafiMeHyBaHHs JikapcbKoTo 3acoBy 3TiHO 3 peccTpauliifHuM MOCBIAUEHHAM)
NOPOIIOK AJIst iHrajsiuii, nozosanmii, mo 320 mxr/9,0 mxr/xo3a; no 60 103 y nj1acTHKOBOMY
iHrajgsTopi; no 1 iHrajsiTopy B KapToHHii Kopooui
(dhopma BHIyCKy, ZO3yBaHHs, BHA [TaKyBaHHA JIiKapcskoro 3acodby)

Homep peectpariiinoro nocsingerns UA/5433/01/03 crpox aii peectpauiitnoro nocsiguenns 01.01.2099
Cepis nixapcwkoro 3acoby Ne PKEFY KinskicTs BBE3€HOTO JTiKapeskoro 3acoby 160

Bupobuux Actpa3eneka Ab, lIsenis
(HaliMeHYBaHHS BHpOOHMKa JTiKapchKoro 3acoby, KpaiHa ITOX0DKECHHS)

Baeseno B Yipainy ChisibHe YKpaiHChbKO-eCTOHChbKe MANMPHEMCTBO Y hopMi TOBAPHCTBA

3 o6MexeHolo BianosigansnicTio "Onrima-®apm, JITA", ixent. kox:
21642228

(naiimenysanns Ta kof 3a €JIPTIOY iopuauutoi ocobu abo npizsuuie, iM's, no 6aTbkosi Gizuunol
oco6u - nianpuemis, ii Micle NPOXKHBAHHS Ta peecTpauiiitni HoMep 06ikoBol KapTKK FNaTHIKa
nmomaTkis abo cepis Ta HOMEp TacnopTa)

[potoxon Bisyansuoro xontpomo six 03.04.2025 Ne 0986/3.

3a  pesyibTaTaMH JEPKABHONO KOHTPONK BCTAHOBJIEHO, IO JikapcbKui  3aci6 BBesemo B Ykpainy 3

JOTPUMAHHAM BuMOT 3aKOHOAABCTBA IOA0 3a6e3MeYeHH s AKOCT] JIKapChKUX 3aco0iB.

Onera €EPBOMEHKO

O KOHTPOSIO) ) {rrinrsac) (iziniay Ta npizsuine)




AstraZeneca

Jixapenka Gopya: HOPOHIOK 1A lurassuif, aososanii

[Teperaat s anrailienkol Mo Ha YRPATHCLKY

Actpaldeneia Ab

Acrpadencxa Ab Coizen Onepeiiune

SE-151 85 Comepran’e

Linenis

Teat, +46 ([N

CEPTHMIRAT AHAJIBY
CHMBIKOPT TYPBYXAJEP

ARTHBRICTE: 320 MK/ mEr

326000
haxe 46 (MK 552 344 80

Yiaronea: 110 60 203 ¥ IHACTHKOBOMY (HrasTopi; fo | inraasropy s kapronuifl kopodni

Hosep cepii

Hara supoduninrsea

Tepmin upsrarnocri

Kpaina-iamopep

Cnenndiranis
BHITPOBYBAHMHSUMETOHKA

Onue

lirisrop

Baicr

Lrenvndiranis: Hyseconiny

Jacwrnisanin: QopMoTepOIy

Kiaskicne msuavenss:
Oyicconiny

Kianricne pusnavienssi:
dopnoTepasty

PKEY

Knirenn-2024

Bepesern- 20026

Yxpaiua

Doc 1D-0003297 10 v.3.0

KPHTERIT NTPHITHSITTS
Bisyanuuii ananiz

Hos

Bpaiizm, Kpuwka dltore woasopy. Beepeanni
KPUUEICH SHAXOISTHES 11 71 pedep.

Vogirul I MEaTOPA JOTYBARI BICHO 1dpy 60,
Hacazka Mae SoTHPE CTepaii 1 Mome odepTaTi-

i,

Baticr Bix 61010 /10 Maiixe HL0ro Koibopy,
HEPEHARNO Y POPML OKPYTAHX FPatLysL.

FrQipasiepROEA CHCRTPOCKOs
Tosrmua enmdiraiis

THdpanepsona CRCKTPOCKOLT A
HMoswrnena enmdixania

Piapnia xpomarorpadis 2 YO Jererry s
351429 ardr

Piznnug xposarorpadis 5 Y jererysannas
10 19 arir

QATOP, WO GOCPTACTRES, HEPBOHOTIO KOILOPY.
Ha zosaropi, o ofepractses, suaasicuii €on

PEIVIADTAT

Biznosilace

Binosinae
Hosmurnsua
losrasig
378 mrir
109 s/t

’

lf)/" Lee %&"S

g .01")&1’%

Crop.1a1ll
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AstraZeneca = [lepeiiat 3 anraiiienkol MoBI i YRpaTHehKy
Actpadenexa Ab
Actpaenexa Ab Cien Onepeiiume
SE-151 85 Coacpras’
Hmems

Tear, +40 (8 553 260 D0
Dake +46 (8 552 544 80

CEPTHOIKAT AHAJH3Y
CHMBIKOPT TYPBYXAJIEP

Axrusnicrn: 320 uKr/9 sxr
Jixapenka Gopss: HOPOOK s inrasaiti i, qosoesannii

Viawosra: 10 60 203 ¥ HAACTHROBOMY hrasatopi: no 1 inransropy u kapronniii kopodiu

Hozmep eepil PKFY

Marva supodnsurea Knirenn-2024

Tepamin npitarnocri Bepesens-2020

Kpaina-ismoprep Vipaina

Crensdinaise Doc 1D-0003297 10 v.3.0
BHNPOBYBAHHSUMETOHKA  KPHTEPH IPRIAHSITTSI PE3YABTAT
JloMinnen 1 npoayi Piaunna xpoMarorpadin 3 Y-

aerpanandi dHyaeconiny ACTSRTYBANHAM

B ¢yMu BCTaHOBACHIX He Giapure tin 1.0 % sig cyamu peranopaenny 0,16 ruoma %o
CHOPLANCHHN SOMUTOR CHOPLAHCHIX JLOMITIOK

1 GO LAPOKCHIPEAN 3040 HKOAROT IANBLAYRALHOT BCTAHOBICHOT 011 rmowa %

cHopiHeRot Aomitmkn, o nepesinigye 0.3
o %

D-rosodyneconii Aol inzusiayazsiol BeTaHosicHol <0.05 mwiotia %
CHOPUTICHIOT Loainikn, 1o nepesnitye 0.5
ot %

21 eriapobyiaceorsii Kool R LAYaEs iG] BOTHIORACTIOT <0.05 mona%
CHOPUTHCHOT JLOMIlNKI, 110 nepesinye 0.3
naoi %

14, I5-perizpobyceonii oanol inaneiyasnol neraponacnol
CHOPIICHOT JIOMIBIKI, 110 nepesniye 0.5
o %o

Biit cyMi HCBCTANOBICHITX e 6innte uin 0.5 mwiomi % 8IA CYMUHCBC 6 03 10 %

CHOPIAHCHIX AOMIIOK TEHOBRICHHR CHOPLHCHIIX AOMIDOK

<0.038 mwaon %

FKoanol AnBLIyab ol BeseTanosienol 2005 o %
cropLrenol aosinkn, no nepesniye 0.2
ot %o

TuanBLyaanil HOBCTAHOBICH]
CHIOPIAHCHT O TR

Crop. 2311
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AstraZeneca & Tlepexaa 4 anrailicskol MoBi na yKpaiHeuKy

Actpadenexa Ab

Acrpa3enexa AL Cuizen Onepeituie
SE-151 85 Coaepran’e

Hsewin

Teu +46 (18 553 260 00
Draxe +46 (0)R 552 544 80

CEPTHAMEKAT AHAJIZY
CHMBIKOPT TYPBYXAJEP
ArTHBHICTL! 320 Mxr/9 siky
Jdirapenka Gopya; HOpowIor s inrasasniii, aososanidi

Yiaopra: 1o 60 207 ¥ WWIACTIKOBOMY Brasaropi; 1o | inraasropy 8 gapronuiil kopotin

Hosep cepli PKEY

Jara supofiumirsa Kriteim-2024

Tepsin nprriocri bepesenn-2026

Kpalua-isttoprep Yipats

Cnenndirauin Doc 1D-0003297 10 v.3.0
BHITPOBYBAHHSUMETOAHKA RPHTEPIT IPHEHITTH PEIVALTAT
Homimn i npoaywrn Ppagicaria fon-napna xpoMarorpugis 3 ¥d-

Aerpazaunii Gopaoreposay ACTCETYRATIISA

Bizteymi criopipienix jominor  Biaeysni sianocno syicry gopyotepoity 0.3 4%

dymapary puriapary, He Gtaste nine 1.0 %

o s e Sinsie i 0.4 50 (i D233 P
(Y1537 He Olsie sk 0.4 % (viw) D2S37 0.1 % Miag

SR ool BRHBIAYASHLHOT BCTAHOBACHOT CIOPIi- o o
ik A QEtOL el BN AT . HopiL <02 o

Henol AoMitiks, e nepesinye (.4 1aod %

o SKoanol irumizyassiod seragosaciol cropii- 0.0 1oud Y
“11{ 13 I a — A o R 194

Henol AoMIticy, no nepeshye 0.4 uaoun %

Kool IAMBEVAILHOT BCTAROBACIION clapii- ; o
i . _ ey =0.02 neon %
Hix C HEHOT goMited, o repesnmye 0.4 waoud %

HKoguol inausiayaaenol nescragossienol enopi- 0.0 rond %o
15

IanBiyansil HEBCTAHOBICH] " ! e
SUHOT AOMIKH, o nepesmnye 0.3 naoun %o

CHOPUAHEHT OMILEKH

Crop.331l1
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Astrazeneca =2

Tleperaat 4 anraiicskol MOBIH HA YRPATHCLKY

Acrpadenexa Ab

Actpadenexa Ab Csiien Onepeiitiie

SE181 85 Coqepran’e
[lscs

Tea. 46 ()8 553 260 00
hare 46 (DR 552 544 80

CEPTHOIKAT AHAJIZY

CHMBIKOPT TYPBYXAJIEP

AKTHBHICTE: 320 MKr/Y Mgy

Jdixapenka Gopma: HOPOIWOK A5 irasiii, Jososannil

Yiawoska: (10 60 103 y HAaCTHKOBOMY [HFAaToph; 10 1 iHraiaropy 8 kapronuiil kopedui

Homep cepii

Hara snpoimirisa
Tepamin nprarnocri
Kpaina-istnoprep
Cuoenndiranis

BHIPOBLBYBAHHA/METOAHWKA
Posmip uacror aarresn Mouoriapa-
Ty UHuniisinie Kyvasrepa)
Ceperiit JaMerp 4acTor 3a Macow

Yactkat 3 0aMETPOM T MEM M MCHINC

Posmip wacror dyaeconizy
{(Jlivwasnar Kyanrepa)
Yacrru 3 A1aMerpoy 7 MM Ui setie

Clepesniil UaMeTp HacTor 33 MACo0

9

H0%

PKFY

Kurrens-2024

bepesenn-2026

Yipaiea

Doc 1D-000329710 v.3.0
RPHTEPIT FIPHIHSITTS

Men

AL CACKTPHYNOTO AMHTY BAHIS 30HH

Cepe/ il amerp HacToK 33 Macolo 1HOBH-
HOH Oy TH MCHUIE HIK 3 MKM

He smonrne 95 % (Mid) MacToR NOBHAEL Ma-
it ptiaserp 7 sika alo meniie

Meroi CHACKTRHUNOIO 3HHTYBAHHN 30HH

Fle sene 97 % (M/M) 4acTor Honnpi Ma-
T AtaveTp 7 s ado Mesie

Cepestiii AlaMerp HACTOR 34 MACOio HORN-
HeH Oy mine 1.6 1 2.4 Miou

Hiaserp, suit NPeACTaB/se 3a1AAbIY Macy
90 %, aeriue abo jopistioe 4.4 MEM

UANCTR, SIRIGE UPCICTARING 3Araubuy Macy
10 %, Duibie abo Jopisrive (0.8 MK

PEIYVIALTAT

2.5 MEM

100% MM

B9 G5 MM

2.0 miem

4.0 MM

|03 Mg

Crop. 4311
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AstraZeneca & [Meperaa 4 anraiicskol sosi i yRpainehiy

Acrpaldencra Ab

Acrpa3encka Ab Csinen Onepeiiuine

SE~131 85 Cogepraa’e
Hineuis

Tes, 446 ()8 553 260 00
hake +46 (Y8 852 344 80

CEPTHMEAT AHAJIZY

CHMBIKOPT TYPBYXAJIEP

ATHBRICTL: 320 MK/ MKRT

HAiwapenka Gopya; OPOLIOK L1 1Rranstiniil, Aozoraiil

Yaaropra: 110 60 103 ¥ HAACTHKOBOMY HPOITOPI; 1O 1 IHIQUISTOPY B Kaproanii kopedui

Homep cepii

Hara supobiicrsa

Tepsmin npwrarnoci

Kpaiua-ismoprep

Creundiranin
BHOPOLYBAHMSUMETOHKA

Poamip uacror Gopyorepoiy gy-

mapary amriapary Clivnarnng

Kyawrepa)

Haorr 3 ameTpon T RN Ui
MCHILIC

Cepenii UHaMerp HacTor 38 Maco

10%

Maca smicry

PKEY

Kuirens-2024
bepesenn-2026

Ypaie

Doc 1D-000329710 v.3.0

KPATEPH APHITHATTS

MeToi CHeKTPHUYRONO 3UHTYBAHNL 30HM

He sente 97 % (3/nM) actor HoBHHH Mary

Aramerp 7 MEM ado MeHiue

Cepeauiit JUaMeTP YaCTOK 33 MACOI0 NOBHIICH
Syru ik 1.2 1 2.0 vk,

JHaneTp, Skl PCACTARIC JArashiy Macy
90 %%, memwe abo sopiviioc 4.0 srM

Jlasverp, senil npeactasiss 3araniy Macy
10 %, dianuie 480 sopismioe (L8 aKM

He memoe ik 100 mr

PE3YALTAT

100 S0 mim

1.7 MKM

2.8 v

0.9 MrM

BLanosizac

Crop. 5311
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AstraZeneca .« Flepeiiat s anmraiicskol MOBI i yRPITHCLKY

Acrpa3cneka Ab

Acrpadenexa Ab Csiaen Onepeiinine
SE-151 85 Coucpran’c

Hlscuis

Tea, +46 (0)8 553 260 (0
Dake +46 ()8 352 344 80

CEPTUDIKAT AHAJI3Y
CHMBIKOPT TYPBYXAJIEP
Awrasnicrns: 320 Mre/9 mxr
Hirapeora GoPaa: OPOLIOK s IHrasii, a0308aHuil

Yrarosra: 5o 60 103 Y HaCTHROBOMY [rasroph: no | iHraisropy 8 kaprouniii kopodii

Hosep cepil PKEY

Jata supolinnursa Kuirenn-2024

Tepsin npugarnocri bepesenn-2026

Kpajwa-isuoprep Vrpaiua

Cremndinanis Doc 1D-0003297 10 v.3.0
BHITPOBYBAHHS/METOAHRA KPHTEPTT TIPHITHATTA PEIYVALTAT
Josa, 1o recragascrses (0i- Vb crerTpodoTOMeTPIN T pLHIR
nopianicrn) xposarorpadist 3 Y aere Ty antas

st kownoro i3 10 laransropis, nicas ORI Bianosiaac

ABOX 203, KIALKICT, Syacconiny i opsorepoiy
(hymMapary JmiAPATY, HO ACCTURIICTLCS 3 Hacat-
KL TTOTOROM HORIFPSL 60 8/x8.

OimooTs taxi 1030 3 inrassropis 1-10:

lerrassrrop Homep Zlosa Ne
L1z
2,(12.22)

3, (13,.23)
A, (1424
5. (15.25

=

tad 0d s 1 T B e
T

6. (10, I
7.007.27) 2
8. (18.28) 38
9.(19.29) 59

10, (20,30 60)
He 6lanme v 1 i3 10 3uasenn, suxo;uimh 4 Mewi
£ 25 % Wi CCPEMNLONG IHAMSHEA, 1 1 OHC 13
SHAMEHB HE BUXOMMTE 30 MCKT & 35 Y BLx cepes-
HBOTO 3HAUCHHA,

Crop. 6311



AstraZeneca &

Fleperaan 1 anraiieskol MOBI 113 YRPOTHCHLKY

Actpalencera Ab

Acrpadenexa Ab Coinen Onepelinine

SE-151 85 Coaepran’e

[hsewis

Tea 46 (18 353 26000
MDaxe =46 (DMK 382 344 80

CEPTHMEAT AHAJZY
CHMBIKOQPT TYPBY XAJIEP

ArTHBRICTL: 320 MK MRr

Adixapenka Gopaa: 110pomIoK s nrans i, aososardi

Yaiawosra: 10 60 203 y WRCTHKOBOMY (HPRroph 10 1 nranstopy 8 kapronsiil kopodui

Homep cepii

Aara supofunursa
Tepyin upsaarnocri
Kpaina-isuteprep
Crenndiranin

BHITPOBYBAHHI/METO/IHKA

Jlosa, 1o A0CTaBASICTLeS
(cepeitne 3nnuens)

Josa Byaeconiiy, Hio aocTaBin-
CTHCH (CCPEHC SHAUCHHN)

Hoza opayoreposny dysapary -
FLAPATY, IO AOCTABAHCTLCH {Cepe-
JUTC 2

Alosa, o npeacrasaena
UACTRAMI MAJ0T0 PO3MIPY

Jlosa Gyacconily, Ho npeacras-
ACHA MACTRKAMH MIOro ]}Q'}Mi}fsy

PKEY

Kurrenn-2024
bepesetn-2020

Yxpatua

Doc 1D-000329710 v.3.0
KPUTEPH TIPHEHSITTS

Vb cnckrpodoromerpis Ta
xpomarorpadis 3 YO aerekryBanms

pisutana

Cepenie anavenis 13 suupodysans 0AHDPLL-
moett (10 abo 30 7103) 3HAXOAMTLEH B MCKAX
256-384 MK Oy ACCONLTY HA XO3Y

Cepene sHadcHs B3 Bunpodysans oanapii-
roet] {10 a6o 30 203} 3HAXQAMTHCH B MeKax
7.2-10.8 MRy hopaorepony dysapary snria-
PATY Ha 103y

Bararocryiisuaruil plakuil ivnimekep ta pi-
Jumna xpoMarorpadia 3 Y- qererrypanusay

128202 My Syaccouiity na J03y CRAGAAIOTLER
3 HACTOR 13 ACPOARHAMIHBM JHRMETPHOM MCHLIC
3 MKM, BHROPHCTUBYIOUH BararocTyninuacTiil
plasmiil ivniekep npn norold nositps 60
axn (eunpoGosvion, eymint i3 HO repiinX 103,
pHess CRUAHs 2 03, QOMHCHIOIO T CePCANC
JHAUCHA SV 3 ransropis).

Actpadencea Ab

PE3IVIALTAT

303 M osa

9.0 mxrinose

174 Merinosa

Crop. 7311
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AstraZeneca =

flepersad 3 arrailicnkol Mot Ha yrpaiucsky

Actpadenera Ab Cninen Onepeitiiue

SE-151 85 Coaepran’e

[senis

Tea, +46 (0)8 553 260 00
Dake +46 (8 552 544 80

CEPTHDIKAT AHAY
CHMBIKOPT TYPBYXAJED

Arrupnictn: 320 w9 skr

Jdirapesia Gopaa: TOpoNIoKR s irazstiiii, 1ososan il

Yoarosra: 110 60 103 ¥ iCTHROBOMY (HFaas1opl; no | inrasropy B kaprouniii kopodid

Hosep cepii

Aarra supotiunnss
Tepsin npraarnocri
Kpaina-isnoprep
Cnenndianis

BHIIPOLBY BAHHA/METOAHKA

Hosu hopsoreposty, 1o npesceran-
ACHE HACTRAME MATOTO POSMIpY

Mikpodioaorianui Konrposn

PKEY

Ksirens-2024
bepesenn-2026

Vipaina

Daoc {D-000329710 v, 3.0

KPHTEPH npiinstyrs

3.0-54  wkr dopyorepony  diysapary
JUPBIPATY HAQ 103y CICRABOTLON 3 Y0CTOK 13
ACPOAHHAMIMHIM JLHAMCTPOM MCHIIC 5 MEM,
BIKOPHCTORYI0MH BararocryninuacTuii
plnnunil isuimkep npu noroud nostrps 60
AXB (BHIPOGOBYIOTH CyMILE 13 10 Hepumy j103,
THens Cxuganns 2 403, 0GUHCHOIOTL COpeHeG
3HAUCHHS jL1 3 THraasTopin),

Crp. Gapw,

Teer nposoasTbes s xowuol 10 copil,
Bianesiaac sumoran Coap. Qapy. (arazsunii
BMICT  BIIPOBOBYIOTE AKX Mimisiyn na 10
iraropax). s saranenol kimkocri
ACPOOINIX  MIKPOOPTANIIMIR T4 3araienol
CYMAPHOT  KIABKOCTE  APEKLKOBHX 14
IACCHEBHX TPHDIS,

PE3Y.

S0 MK 03

Bianosiaae

QLTAT

d

Crop.B311
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AstraZeneca .= [epesaan 3 anraiicsiol MOBI Ha YRPATHEHKY

Actpa3enera Ab

Actpa3enexa Ab Coijen Onepeituine
SE-151 85 Coaepran’e

Hinewis

Tea +46 (0)8 553 260 00
Daxke +46 (H] 582 344 K0

CEPTHMIKAT AHAJIZY
CHMBIKOPT TYPBY NAJIEP
Axtasricre: 320 Mrr/9 axr
Aixapenka popaa: 11opowor s inrassuiit, aososannii

Yoaronra: 10 60 103 y IORCTIKOBOMY rasoph; 1o 1 inaiastopy B kapronsiil kopotui

Hozmep cepii PKEY

Jara supodinimrsa Kniren-2024

Tepain npwiarnocri beperenn-2026
Kpalna-ismopep Yipaie

Creundivauin Doc 1D-0003297 10 v.3.0

Komenrapi:
Awronul inrpeaicnri: 320 aigporpas GyAcConizy MikpouizoBanoro,
9.0 mikporpasm dopmoreposy qymapary Juriapary

Kpaina nmoxoxwenns: Hseuis
Pecerpaniiine nocsimmens: UA/S433/01/03

Buroropgens, nagosucinsg, RKOHTPOIL SIROCT, MAPRYBANIS, BTOPNHEC MAKYBAHH
Ta BHIYOR cepii:

Acrpalenera Ab

Goperapraran 18

151 36 Cogepraa’e

UTsenis

Ceprudivar GMP Ne 6,2.1-2022-072134
Jhnewsis na pnpobunmrso Ne 6.2,1-2022-0721 34

JauuM ATROPIUR YETRCA, IO RHUCBRARAHS IHQopaMattin ¢ qocrosipielo i npasnanion, Jana cepis fyia
BHPOTORNEHI, BIRMOMAOUN ITAKYBAHHS/ MAPKYBAHHS | KOHTPOIL SK0CH Ha BHULCBRA3an il supobuiviii -
Al B onosHii pignosianocri 3 susoramu GMP miciesoro Pervastopnol oprany i cuenndgirantissiy
peceTpauiinoro crigouTsa Kpaiin - ivioprepa, Cepiine BHPOGHILTBO, DAKYBRHHN Td HPOTOKOIH anai-
3Y HEPCBIPEHL | BCTAHOBACHO, UIO BOHI BLITOBIAI0TS Bamoram GMP,

Pecerpanifine eniionrso sinnouac noctaska o puuky(-in) Yropuwmn, Cioxyaenmx varis Asvepixn

Kinpkicrs cepii: 4 614 yi,

Crop. 9311
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AstraZeneca = [Tepexsan 3 anra

JeBKROT MOBI 18 YRPATHCLKY
Actpadenexa Ab
ActpaSenexa AB Coizen Onepeiiune
SE-151 85 Cojepras’e

LLInseis

Tea 446 ((H8 353 26010
hake 46 (M8 352 344 8N

CEPTHAMKAT AHAJZY
CHMBIKOPT TYPBYXAJIEP
Axrnsricrs: 320 wkr/Y yrr
Aixapena GopM HOPOHIOK 45 IHFas i, 403080 11

Yuarosra: 1o 60 103 y HAaCTHROBOMY fHrassroph 1o | inraasropy ¥ kapronsiil kopodui

Howep copii PKFY

Adara supodunirrea Kuirenn-2024

Tepain npmarnocri bepenemny-2026

Kpaha-isutoprep Ypalem

Cuenndinauin Doc 1D-000329710 v.3.0
(Lhionuc 11.07.2024

Bunvieno : Kepiu Bepr Yrosuoesakena ocoba

Ynosuosasena ocoda arime spmor Jupexrimu 2001/83/€C

Aara unyery cepii: 10-Tunms-2024

{Earertponnyii nixme € opmueo oGon SIIKORIM eRBIRAICITOM BAACHOPYUROT Sitney)

Lleit joryMent Y10 BHAAIG BPYUHY T4 3ATREPURCNO B CACKTPONNOMY BUEILH cayvikioo sades-
aesenst sicoeri B Crizen Onepeiimuye

Crop. 10311



Meperaag 4 apraificnkol MOBIH Ha YKPaTHCLKY

SATBEPIIKCHAS JOKYMCHTY

! FATBCPIACHUS 31 CTOPQAMH HROCT] Jyxac Hexdepr
lukas.lekberg @asirazeneca.com
FL-Himng-2024 09:29:42 GMT+0000

Crop. 11311
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AstraZeneca st

CoA., 100000283, PKFY UA
AstraZeneca AB
AstraZeneca AB Sweden Qperations
SE-151 85 SODERTALIE

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

Date of Manufacture
Date of Expiry
importing Country

Specification

TEST/PROCEDURE
Description

inhaler:

Contents:

Identification: budesonide

identification: formoterol

Assay: budesonide

Assay: formoterol

PKFY

Apr-2024

Mar-2026

Ukraine

Doc ID-000329710 v.3.0

ACCEPTANCE CRITERIA RESULT
Visual inspection

The colour of the turning grip is red. On the Complies
turning grip a Braille code is embossed. The

cotour of the cover is white. Inside the cover

five fins are present, The figure 60 is visible in

the doss-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
Positive identity.

Infrared spectroscopy Pasitive
Positive identity.

Liquid chromatography with UV detection 375 molg
351-429 myly.
Liquid chromatography with UV detection 10.9 myfy

10.1-11.9 mg/g.

Check this is the latest version of the document before use, P 1/9
Printed by Jannica Wigren on 11 Jul 2024 09:30 GMT+00:00 age
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AstraZeneca

CoA, 100000283, PKFY UA

AsiraZeneca AB
AstraZeneca AB Sweden Operations

Sweden

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 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
substanes in lotal

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 11 Jul 2024 09:30 GMT+00:00

PKFY

Apr-2024

Mar.2026

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
specifled 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
axceeding 0.5 per cent (area).

No individual specified related substance
exceeding 0.5 per cent (area).

Nat 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

0.16 area %

0.11 area %

<0.05 area %

<(.05 area %

<0.05 area %

<0,05 area %

<0.05 area %

Page 2/9
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Approved Date: 11 Jul 2024 Page 3 of 10

AsiraZeneca AB
AslraZeneca AB Sweden QOperations
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 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 formoterol

Related substances in
total

D2537

Peak A

Peak 8

Peak C

individual unspecified
related substance

Particle size lactose
monohydrate {Coulter Counter)

Mass median diameler

Particles with diameter of
7 pmorless

PKFY

Apr-2024

Mar-2026

Ukraine

Doc ID-000329710 v.3.0

ACCEPTANCE CRITERIA

Gradient ion pair chromatography with UV
detsction

Not more than 1.0 per cent in total related to the
formotero} 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 ym.

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

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

Printed by Yannica Wigren on 11 Jul 2024 09:30 GMT+00:00

RESULT

0.3%

0.1 % m/m

<(0.02 area %

0.0 area %

<(),02 area %

0.0 area %

2.5um

100 % m/m

Page3/9
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AStrazeﬁeca 1, Sweden

CoA, 100000283, PKEY UA

AstraZeneca AB
AslraZeneca 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 mog

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

Batch Number

Date of Manutacture
Date of Expiry
Importing Country

Specification

TEST/PROCEDURE

Particle size budesonide
{Coulter Counter)

Particles with diameter of
7 pmor less

Mass median diameter
80 per cent

10 per cend

Particle size formoterol
fumarate dihydrate {Couiter
Counter)

Particles with diameter of
7 um ot less

Mass median diameter
80 per cent

10 per cent

Weight of contants

PKFY

Apr-2024

Mar-2026

Ukraine

Doc {D-000329710 v.3.0

ACCEPTANCE CRITERIA

Electrical sensing zone method

At least 97% (mim) of the particles will have a
diameter of 7 um or less.

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

The diameter representing the cumuiative mass
of 80 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 squal 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 um.

The diameter representing the cumulative mass
of 80 per cent is less than or equal to 4.0 ym.

The diameter representing the cumulative mass
of 10 per centis more than or equal to 0.8 ym.

Not less than 100 mg.

Check this is the latest version of the document before use,
Printed by Jannica Wigren on 11 Jul 2024 09:30 GMT+00:00

RESULT

99 % m/m

20 um

4.0 pm

1.0 um

100 % mim

1.7 ym

2.8 ym

0.9 ym

Complies

Page 4/9
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CoA, 100000283, PKFY UA
AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Tl +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

Date of Manufacture
Date of Expiry
Importing Country

Specification

TEST/PROCEDURE

Delivered dose (uniformity)

PKFY

Apr-2024

Mar-2026

Ukraine

Doc ID-000329710 v.3.0

ACCEPTANCE CRITERIA RESULT

UV spectrophotomelry and liquid
chromatography with UV detaction

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

formotero! fumarate dihydrate delivered from the
mouthpiece at an airflow of 60 Fmin is measured

aceording 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 vajues 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 11 Jul 2024 09:30 GMT+00:00 age
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AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

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

CERTIFICATE OF ANALYSIS
Symbicort® Turbuhaler®
Strength: 320 meg/9 meg
Pharmaceutical Form: Powder for inhalation, dosated

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

Date of Manufacture Apr-2024
Date of Expiry Mar-2026
importing Country Ukraine
Specification Doc ID-000329710 v.3.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Delivered dose {average) UV spectrophotometry and liquid
chromatography with UV detaction
Delivered dose of Average from uniformity {esting (10 or 30 doses) 303 pg/dose
budesonide (average) is within 256-384 yg of budesonide per dose.
Delivered dose of Average from uniformity testing (10 or 30 doses) 9.0 ug/dose
formoterol (average) is within 7.2-10.8 pg of formoteroi fumarate
dihydrate per dose.
Fine particle dose Multistage liquid impinger and liquid
chromatography with UV detection
Fine particle dose 128-202 yy of budesonide per dose in particles 174 yg/dose
budesonide below 5 pm in aerodynamic diameter, using the

Multistage Liquid tmpinger at an airflow of 60
¥min (a composite of the 10 first doses after 2
doses prirming is tested, average of 3 inhalers).

Fine particle dose 3.0-5.4 pg of formoterol fumarate dihydrate per 5.1 ug/dose
formoterol fumarate dose in particles below 5 um 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 dosas priming is tested,
average of 3 inhalers),

Check this is the latest version of the document before use., P 6/9
Printed by Jannica Wigren on 11 Jul 2024 09:30 GMT+00:00 age
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AstraZeneca

CoA, 100000283, PKFY UA
AstraZeneca AB
AstraZeneca AB Sweden Operations
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: 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

Date of Manufacture
Date of Expiry
Importing Country

Specification

TEST/PROCEDURE

Microbiological quality

PKFY

Apr-2024

Mar-2026

Ukraine

Doc ID-000329710 v.3.0

ACCEPTANCE CRITERIA RESULT
Ph Eur
The test is performed for every 10¥ batch. Complies

Meets the reguirements 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.

Cheek this is the latest version of the document before use. Page7/9
Printed by Jannica Wigren on 11 Jul 2024 09:30 GMT+00:00 ge
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CoA, 100000283, PKEY UA
AsiraZeneca AB
AsiraZeneca AB Sweden Operaticns
SE-151 85 SODERTALJE

AstraZeneca Swaden

Tel. +46 {0)8 552 260 00
Fax. +46 (0)8 652 544 80

CERTIFICATE OF ANALYSIS
Symbicort® Turbuhaler®
Strength: 320 meg/9 meg

Pharmaceutical Form: Powder for inhalation, dosated

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

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

Specification

Comments:

Doc ID-000329710 v.3.0

Active ingredients: budesonide micronised 320
micrograms; formoterol fumarate dihydrate 9.0
micrograms

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 Sodertélje
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: 4 614 EA

Check this is the latest version of the document before use. Page 8 /9
Printed by Jannica Wigren on 11 Jul 2024 09:30 GMT+00:00 age



AST-0151623 v1.0  Status: Approved  Approved Date: 11 Jul 2024 Page 9 of 10
CoA, 100000283, PKFY UA
AstraZeneca AB
AsiraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca Sweden

Tel. +48 (0)8 553 260 00
Fax, +46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS
Symbicort® Turbuhaler®
Strength: 320 meg/9 meg
Pharmaceutical Form: Powder for inhalation, dosated

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

Date of Manufacture Apr-2024

Date of Expiry Mar-2026

Importing Country Ukraine

Specification Doc ID-000329710 v.3.0

V-chly-20% Yaois.
Released by: Karin Berg - Qualified Person
Qualified Person according to the rfequirements of Directive 2001/83/EC

Released on: 10-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. P 9/9
Printed by Jannica Wigren on 11 Jul 2024 09:30 GMT+00:00 age
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Document Approvals

Quality Approval Lukas Lekberg
Lukas.Lekberg @astrazeneca.com
11-Jul-2024 09:29:42 GMT+0000

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