JAEPJKABHA CJIYKBA 3 TIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBChKIA OBJIACTI

npoe. Ceitnnunoi Hagil, 3, s Kuis, 02099, ten/are: (044) 576-40-41
E-mail: dis.ko@udls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
Npo AIKICTh BBE3EHOX0 B YKpaiHy Jikapchkoro 3acody

23.06.2025 N 29074/25/10

CHMBIKOPT TYPEYXAJIEP, MOPOHIOK. A5 iNranasnii,

{HAAMEHYBOHIHA NIRAPCHKOID 2aC00Y 3rLIHO ¥ peecTpauiiilius MocBiTICHHAR)
aozosannii, 80 mrr/4.5 mxr/xosa, ne 120 103 y nuacrrKeBoMy inr 31570pi; o 1 inrassropy 8
KapronHiil kopooui

(thopata pruTyeKy, AO3YBARHA, RUD NAKYBAHNA HKAPELKoro 3acohy)

Honep peectpauiiinoro noceiguenns UA/5433/01/01 crpox aii peecrpaniiinoro nocsiguerns 01.01.2099

Cepia nikapeskoro 3acoy Ne HBEK Kinbricts BBezenoro nikapeskoro sacody 160
Bipo6rux Actpa3enexa Ab,, [lsenin
{Hafimenypauns sipobHIKa Nikapcukoro. 3acoby, Kpaiha [oXomsenn )
Beeseno 8 Yipainy CrnifibHe yRPaTHCBKO-eCTOHCLKS nianpueMeTeo y dopmi TOBARHCTBA
3 obMeskenolo Bignosigaasuicrio "Onrisa-Tapa, JITI", izenr. xox:
21642228

{#afisenynanna Ta xoa 3u CIPIIOY wopniunot ocodi ado LIpi3Bse, iM, 110 §aT1EKoBl dinmsol,
0colH - nianpHesud, T Micie nposssanTs Ta pecc‘rpauumm: noep obaikosol RApTRN NAATHEKA
nozatkis ado cepia Ta Homep pacnopra)

Hporokoes sisyaastoro kowrpomo sia 19.06.2025 x: 1886/15.

32 pesyApTaTAMM  AEPHUBHOIO KOHTPONIO BCTAHOBNEHO, INO JIKAPCHKMIR 3aci6  BResemo B Yxpainy 2
AOTPHMAHHSM Binvor 31KOHORABCTEA W00 3a6e3nCUCHNA AKOCTI FKAPCLKIA ac0BiB,

Osnpra CPBOMEHKO

(i) {iainizgy ra opisame)
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AstraZeneca .=

Jlikapcbka dopma: nopowox s iHransuii, 1030BaHui

Mepeknaa 3 aHrmMiCbKoi MOBW Ha yKpaiHChKY

Actpa3eneka Ab

Acrpa3enexa Ab Ceinen Onepeiininc

SE-151 85 Conepran’e

Iserist

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

CEPTU®IKAT AHAJI3Y
CUMBIKOPT TYPBYXAJIEP

Hosypauns: 80 mxr/4.5mkr

Ymakoska: 110 120 103 y niacTukoBoMy iHransTopi; 1o | inranaropy B kapronniii kopooui

Homep cepii

Jara Bupo6unnrsa
Tepmin npuxarnocri
Kpaina-imnoprep
Cneuudikanis

Jlinensist a BUPOGHUUTBO
BUIIPOBYBAHHA/METOJIUKA
Omnuc

Onue inraisropa

Onuc BMmicry

bynecouig/Mopmorepon
Ineurudikattis: 6yncconiny

Inentudpirauis: GpopmoTtepony

Byneconin/®opmorepo
Kinbxicue Busnavuents: Byaeconiny

Kinsxicue BusHauerus: dopmorepony

HBEK
XKostenn - 2024
Bepecens - 2026

Ykpaina
Doc ID-000329787 8.3.0

SE-H-MIA-24-047065
KPUTEPH IIPUAHSATTS

Bizyanbuwnit anaiiz

Hosarop, o obepraerbes, uepBonoro KoJiLopy. Ha
103aropi, 1o 06epTaeThes, BUTHCHCHMI KOl bpaiiins.

Kpnuika 6inoro konbopy. Beepeauni kpuuncu
3HaXOMATLCA 11'ATh pebep. Y Bikni iHOMKaTOpa

no3ysasHs BuanO uudpy 120. Hacauka Mae worupu

cTepiHI I Moxe obeprarucs.

Bisyanbuuit anasnis
Bwmicr Bijt 6inoro 1o maiixe 6inoro kounopy,
nepesaxkuo y GopMi okpyriux rpanyi.

ludpaucppona criekrpockonis

TTosurneHa izenTH(pikaLis

Indpauepsona cnexrpockonis

IosutrBHa ineHTHiKaLis

Pignuna xpomarorpadis 3 YO nerexrysanusm

81 - 99 mr/r

Pignrna xpomatorpadis 3 Y ncrextyBantsm
4.5-5.5wmr/r

PE3YJIBTAT

Binosigac

Biarosijae

[Mosurtheia

Tlosurnsna
87 mr/t
4.9 mr/t
Crop.139

J
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Mepeknag 3 aHrMifcLKol MOBU Ha YKPATHCHLKY

i

1

AstraZeneca .=

Acrtpa3esexa Ab

Actpa3eneka Ab Crinen Orepeitniac
SE-151 85 Cogepran’e

[1Bewis

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

CEPTU®IKAT AHAJII3Y
CUMBIKOPT TYPBYXAJIEP

JHozysauust: 80 mMxr/4.5MKT
Jlikapceka dopmMa: noporox ajst iHransauiit, 1o30BaHUH

Viaroska: 110 120 103 B MIACTHKOBOMY IHFAJISTOPI; 110 | iHTansTopy B KApTOHHIH KopoOul

Homep cepii HBEK

Jlara BUpOOHHUTBA Kosrens - 2024

Tepmin npuaaTnocTi Bepecens - 2026

Kpaiua-imnoprep Yxpaina

Cnenndikanis Doc ID-000329787 8.3.0

Jlinenzisn 1a BUpoOOHMUTBO SE-H-MIA-24-047065
BUITPOBYBAHHS/METOJIUKA KPUTEPI NPUIHATTS PE3YJbLTAT

JloMitIKH | HPOAYKTH

aerpajgaunii 6yaecouniny Pijuuna xpomarorpadis 3 Y jieTekTyBanuam

BizcoTok (monia) BiarnocHo sMicTy Gyacconiy.

Bif CyMK BCTAHOBICHNUX CMOPIAIICHNX He 6inpie nix 1.0 nuowmi % Bix cymn 0.2 mowi %

JIOMILLIOK BCTAHOBJIEHUK CHOPIIHEHUX JAOMILIOK

| 60~ IPOKCHIIPCUHIZ0IIOH Piguuna xpomarorpadis 3 YD jgerexryBanisim 0.11 rmowi %

Wounoi IHAMBIYATBLHOT BCTAHOBJICHOT ClIOpiLHEHOT
JoMitnku, wo nepesuuye 0.5 rutouti %

D-romMo6y1ecoHi Pigynna xpomarorpadis 3 YO gerexryBanuam <0.05 rurouti %
Kool iHANBIIyaTLHOT BETAHOBNICHOT CTIOPiNCHOT
nominiky, o nepesuntye 0.5 nowi %

21-jeriapobyecorin Pigunna xpomarorpadis 3 YD geTexTyBaHHAM <0.05 nnouti %
MouHoi iHAMBIAYyaIbHOT BCTAHOBJICHOT CTIOpi1HHEHOT
JoMitikn, wo nepesriyc 0.5 mouti %

14,15-nerinpobyncconin Pigunna xpomarorpadia 3 YO 1CTCKTYBaAHHAM <0.05 nnonu %
Woanol inHBiLyansHoi BCTaHOBIEHOT COpiAHEHOT
nomitky, wo nepesuutyc 0.5 momi %

Big cymu HEeBCTAHOBJNEHHX criopijue-  Pigunna xpomarorpadia 3 YO getekTyBaHHAM <0.05 rurouti %
HUX JIOMILIOK He Ginbiue mixk 0.5 o % Bij cyMHU HEBCTAHOB-

JICHUX CHOPLMITEHUX JAOMITHOK.
[ll)ll/IBi}LyﬂJIhHi HERBCTAHOBIACHT Pianuna Xp()Mﬂ'I‘O!‘pﬂ(bi}I 3 YO ACTCKTYBAHHIM <0.05 rmout %

cropianeri JoMitiKH MoaHol iHAMBLLYAIBHOT HEBCTAHOBICHOT CITOPil-
HeHoi JloMitnki, 1o nepesuiye 0.2 rutouti %

Ctop.239



lNepekna/ 3 aHrMiRCLKOT MOBU Ha YKpaiHChKY

A

¥y Actpa3eneka Ab

AS’WQZ@F‘!@Q& 8 Actpa3enexa AB Ceinen Onepeiinine
SE-151 85 Conepran’e
[Iseris

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

CEPTU®IKAT AHAJI3Y
CUMBIKOPT TYPBYXAJIEP

Hozysannst: 80 mxr/4.5mxr
Jlikapcbka dopma: opowok ans iHransauin, o30BaHMil

Ynaxoska: rio 120 103 B nacTHKOBOMY iHransTopi; mo 1 inranstopy B KapTouHiii KopoOii

Homep cepii HBEK

Jara BupobHunTea JKorrens - 2024

Tepmin upuuarnocri Bepecens - 2026

Kpaina-imnoprep Yipaina

Crenundixauis Doc ID-000329787 8.3.0

Jlinensist na BUpoOHHITBO SE-H-MIA-24-047065
BUIMNPOBYBAHHSI/METOJIUKA KPUTEPH IPUUAHSTTS PE3YIILTAT

Homimku i npoxykTe nerpapanii

dhopmotepoiy I'panicutHa jon-mapHa xpomarorpadis 3 Y& nerex- 0.3 %

TYBaHHAM '

Bin cymu Beranosnenux criopiznenux  He 6inbiue, nin 1.0% Bin CYMH BITHOCHO BMicTy

AoMILoK QopmoTepony dhymapary aurigpary.

D2537 Ipagientna ion-napria xpomartorpadis 3 Y& nerex- 0.1 % m/m

TYBaHHsIM
He 6inbuwe wix 0.4 % (m/m) D2537.

Hix A (I'paniciTua ion-napua xpomarorpadis 3 YO perex-  <0.02 ntomi %
TYBAHHSIM)
Kool injuBiyasoi BCTaHoBIEHOT CopiIHCHOT
JOoMITITKH, 1m0 nepesuinye 0.4 nnouti %.

I'panicutha ion-napuaa xpomarorpadis 3 Y® nerek-

ik B TYBaHHSIM 0.0 nﬂollli %
KoanoT inuMBiyanbHOT BCTRHOBIICHOT CIOPIAHEHOT
AOMITIKH, wo riepesuinye 0.4 ruronti %.

ik C I'panientHa ioH-napua xpomarorpadis 3 YO nerex-

TYBaHHIM
XKonauoi inauBiLyaibHOT BCTAHOBIEHOT CLIOPiAHEHO]
JoMitKy, o nepesuinye 0.4 wronti %.

<0.02 rurouti %

TpanienTtua ion-rapua xpomarorpadis 3 Y jgerex-
TYBaHHAM

Konuoi inanBiayanbHOl HEBCTAHOBICHOT ClOpitie-
HOT nomimki, wo nepesuiaye 0.3 mwiowi %.

[nauBigyansui HeBCTAHOBIICHI

CITOPIUHEHI JOMILIKH 0.0 nrouti %

Crop.339



Mepeknag 3 aHIMIACLKOT MOBU Ha YKpaIHCBKY

£

1

AstraZeneca =

Acrpa3cneka Ab

Actpa3enexa Ab Cainen Orepeiilinc

SE-151 85 Copepran’c
Ulserist

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

CEPTUDIKAT AHAJI3Y

- CUMBIKOPT TYPBYXAJIEP

Jozysaunst: 80 MKr/4.5MKr

Jlikapcebka gopma: nopouiok ans iHransauii, Ro30BaHKi

Yrakoska: 1o 120 7103 B MIacTHKOBOMY iHIansTopi; o 1 iHransropy B KapTOHIii KopoOui

Homep cepii

Jlara BUPOOHHUIITBA
Tepmiu npuaaTHoCti
Kpaina-imnoprep

Crneundixauis
Jlineusist ua BUPOOHHITBO

BUITPOBYBAHHSI/METOJUKA

Po3mip 9acTok JIaKT032 MOTOFigpaty
(JTiunabiuk Kyiasrepa)
Cepenniii miaMeTp 4acToOK 3a Macolko

Hactrw 3 inZ\MC’I‘])OM 7 MKM UM MCHUIC

Posmip uacrox Gyunecominy (JIamibHuK

Kyibrepa)
CepeHili JiaMeTp 9acToK 33 Macoto

UacTKH 3 JLIaMeTpoM 7 MKM Ul MCHIIIC

Po3mip uacrox dropmoTtepoay (Jlivnib-
nuk Kynbtepa)

Cepennili miaMeTp 4acTOK 3a Macolo

YacTku 3 }li'dMC'I‘pOM 7 MKM UM MEHILIE

Maca Bmicty

HBEK
Xosrenn - 2024
Bepecens - 2026
Vkpaina

Doc ID-000329787 8.3.0
SE-H-MIA-24-047065

KPUTEPIT IPUAHSITTS

MeTon enexTpHUHOr0 3UMTYBaHHS 30HN
Cepeaniil jiaMerp 9acTOK 3a MAcOIO HOBUHCH
GyTH MCHLIC HIXK 3 MKM.

MeETO/ CAEKTPUUHOTO 3UUTYBANS 30HH
He menuie 95 % (M/M) 4acTOK NOBHHHI MaTH
alamerp 7 Mxm abo mewiie.

MeToJl eNeKTPUUYHOTO 3UUTYBAHIS 30HU
Cepeniii liaMeTp 4acToK 32 Macolo MOBUHEH
6yTH MeHLIE HDK 3 MKM.

MeToj eIeKTPHUHOTO 3UUTYBAHHS 30HH
He menwe 95 % (M/M) HacToOK [TOBUHHI MaTH
Jiamerp 7 MM ado MeHe,

MeTo eJIeKTPHUHOTO 3UMTYBAHHS 30HH
Cepeaniit giaMeTp HacTOK 3a Macoio MOBHHEH
Oy TH MCHIIC HIXK 3 MKM.

MeTol eNICKTPULHOTO 3UUTYBAHHS 30HU
He metiie 95 % (M/M) 4acTok 1OBHHHI MaTH

lanerp 7 Mim ado meruie.

He menure 160 mr

PE3YJLTAT

2.5 MxM

100 % m/m

2.0 MM

100 % m/m

1.6 MKM

100 % m/m

Bianosijiae

Ctop.439



Mepeknap 3 aHrnilicbkoi MOBM Ha YKpaiHCLKy

a

AstraZeneca ;«;’ Actpa3eneka Ab

Actpa3eneka Ab Ceinen Onepeiinc
SE-151 85 Conepran’e
Wserwis

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

CEPTU®IKAT AHAJII3Y
CUMBIKOPT TYPBYXAJIEP

Jozysanust: 80 mMxr/4.5Mkr

Jlikapcnka popma: nopowok s iHransuii, 1030BaHuii

Ynakoska: o 120 103 B M1aCTHKOBOMY iHFansTopi; 1o 1 IHTaNATOpPY B KAPTOHHIH KOpoO1Li

HBEK
XKosrenn - 2024
Bepecens - 2026
VYkpaina

Doc ID-000329787 8.3.0
SE-H-MIA-24-047065

Homep cepii

Hara Bupoduuirea
Tepmin npuparnocri
Kpaina-imnoprep
Crneundixanin

Jliuensis ua BupodGHULTBO

BUNPOBYBAHHS/METOJUKA KPUTEPIT IPUAHSITTS

Ho3a, 110 gocrasnseTses
(onHoOpinHicTL)

Y® cnektpodoromerpis Ta pimunna Xpomatorpadis 3 Vb
IETEKTYBAHHAM.

Hus koxnoro i3 10 iHransTopis, micns ckumaHHs ABOX 1103,
KimbKicTs Gynecouimy i gopmorepoiy dymapary JHrigpaTy, 1wo
AOCTABNAETBCSA, 3 HACAUKHM TIOTOKOM IIOBITPS 60 JI/XB BUMIpIOIOTE
BLIMTOBIIHO /10 HaBeAEHOT HIKUC TabIIHII.

OuimoioTs Taki 1034 3 inransropis 1-10:

Hosa, mo gocraBusicrnes (cepennc
30AYCHNA)
Hosa 6y1econiny, wWo K0cTaBIseTbCS

IIO3£1 (I)()])M()’I‘Cp()l’ly, 10 JIOCTABISE€TL-
cs

Inranstop Hoza Ne
1(11,21) I
2(12,22) 2
3(13,23) 3

4 (14,24) 59
5(15,25) 60
6 (16,26) 61
7(17.27) 62
8 (18,28) 118
9(19,29) 119
10 (20,30) 120

BUMOrH BUHKOHYIOTLCS, SKILO JUISt ByJib-5IKOT 3 JATI0UHX pe-
qoBuIL, - He Oisnine, Hix 113 10 3uauens BUXOIUTS 32 MEKI &
25% Bin cepetibOTO 3HAUCHIIS, | KOAMC I3 3HAUCHD HE BHXO-
AUThH 38 Mexi = 35% Bijl cepelinoro sHaueHus,

Y® crnexrpodoroMerpis Ta pigiHHa Xpomarorpadis 3 YO se-
TEKTYBaHHSIM

Cepenne sHaueHns 3 BUpobysans oguopiguocti (10 a6o 30
103) 3HAXOUUTBCS B MCKaX 64-96 MKT Gycconiny Ha 103y.

Y@ cuexrpodoromerpis ta pigmuna xpomarorpadis 3 Y
JIETCKTYBAHIISIM

Cepenne snauenns 3 sunpobysani oanopinocri (10 a6o 30
1103) 3HAXOAMTBCS B MexaXx 3.6-5.4  wmkr thopmorepoiry
(pymapaTy pHriapaty ua nosy.

PE3YJILTAT

Bianosijac

86 MKr/no3a

4.8 Mrr/nosa

Crop.539



Mepeknafl 3 aHrMiicLKOT MOBW Ha yKpaiHCbKY

g

/:

Ast raZemec:a:Z:” Actpa3eneka AB

Actpa3encka AB Cizen Orepeitimc
SE-151 85 Comepran’e
[Beuis

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

CEPTU®IKAT AHAJII3Y
CUMBIKOPT TYPBYXAJIEP

Josysannst: 80 Mxr/4.5MKr
Jlikapcbka dopma: nopouox s inransuii, 1030BaHUH

Viakoska: 1o 120 103 B TIACTHKOBOMY iHransTopi; mo | inransTopy B KapToHHii kopolui

Homep cepii HBEK

JlaTa BUpoOIMITBA YKopTens - 2024

TepMin HpUAATHOCTI Bepecenb - 2026

Kpaina-imuoprep Ykpaina

Creru iranist Doc 1D-000329787 8.3.0

Jlinensist na BUpoOHUUTBO SE-H-MIA-24-047065
BUTNPOBYBAHHSI/METOJHUKA KPUTEPIi NPUWHATTS PE3YJIBLTAT
Jlo3a, 110 NPeJICTABJICHA YACTKAMU Bararoctyninuariii pimuHHii iMITiHDKCp Ta  pinia
Majioro posmipy xpomaropradis 3 Y perextyBanisim

33-51 MKr 6yACCOHILY Ha JIo3y CKIIAJIAIoTLCA 3 HaCTOK i3 48 MKr/mosa

J{o3a, Wwo npeACTABIIEHA YaCTKAMH ACPOAMHAMIMHUM JIaMCTPOM MCHLUC 5 MKM, BHKOPHCTO-
MaJIoTo po3Mipy OyHEecOHLY BYIOUH GaraToCTyICHCBUI PisMHHMH IMITIHKED TIPH

roToui nositps 60 1/xs (BupoGoByIOTE Cymiur i3 10
TICPIINX JI03, TTiC)Ist CKUAAHHS 2 J103, 00HUCINOIOTH Cepe-
Tnie 3naueHis uTs 3 inrasstopin). Skio BUMOTH HE
BHKOHYIOTHCS, I0IATKOBO BUITPOOOBYIOTH 6 iHransTopin.

Barartocryninuatuii plausHnil iMiminpkep Ta piaMHHa
xponmatropradis 3 Y® gerexTyBaHHIM

Jloza, uio npeCcTaBiIcHa HaCTKAMK 1.5-2.7 MK popMoTeposty pymapary AMrigpary Ha 1osy 2.4 Mrr/po3a
MaJIoro posmipy Gopmoreposty CKIALAIOTHCS 3 HACTOK i3 AEPOIHIAMIUITMM JlaMETPOM

MEHILIE 5 MKM, BHKOPHCTOBYIOUH 6araToCTyncHeRHi
PIAMHEMI IMTHEDKEp TIPH NOTOLL nositpst 60 1/xB (BH-
npo6oByIOTH cymilll i3 10 Tiepiunx 103, nicis CKupaHus 2
1103, OBUMCITIOIOTH CEPEIHE 3HAUSHHs /ISt 3 IHTaNsTOpiB).
SIKILO BUMOTH HE BHKOHYIOTBCS, JOAATKOBO BHIPOOO-
BYIOTH 6 THIWISITOPIB.

Mikpao6iosoriuna uucrora €Bp. Dapm.

Tect NPOBOANTHCS LIS KOXKHOT JecsHTol cepil. He nposejeno
Binnosigae Bumoram €np. @apm™.

(3aranpHuit BMIiCT TECTYI0ThH Ha nouaiimennie 10 inra-

NIATOPax).

* {1 3aranbHoi KinbkocTi aepobHux MiKpOOPTaHi3MiB i

3aranbHOI CyMapHOi KifbKOCTI APIKILKIB T2 rpuois.

Crop.639



Mepeknag 3 aHrniiCLKOi MOBU Ha YKpaiHChKy

AsiAstraZeneca

Actpa3enexa AB

Actpa3enexa Ab Csigen Onepeifinc
SE-151 85 Conepran’e

[Izeuis

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

CEPTU®DIKAT AHAJTI3Y
CHUMBIKOPT TYPBYXAJIEP

Hosysanust: 80 mxr/4.5mxr
Jlikapcewbka dopma: mopormok st iHransuii, 1o30BaHMi

Ynaxosxa: o 120 no3 B MIACTHKOBOMY {HTasITOpi; o | iHransTopy B KapToHHiii Kopooui

Homep cepii HBEK

Jdara Bupodunurea Kogrens - 2024

Tepmin npunatrocri Bepecern - 2026
Kpaina-imnoprep Vkpaina

Jlinensist na BupoSumireo SE-H-MIA-24-047065
Crienndixkanis Doc ID-000329787 8.3.0
KomenTapi:

AKTUBHI iHTpemienTn: 80 Mikporpam OyzecoHiny MiKpOHI30BaHOTO,
4.5 mikporpam ¢opmorepoiry (ymapary gurigpary

Kpaina noxomkenns: [pewis
Peectpaniiine noceiguenns: UA/5433/01/01

Burorosnenns, nanosuenns, konrpos AIKOCTI, MAPKYBANHS, BTOPHIIIE NAKYBAHIIst
TA BUITYCK cepii:

Actpa3eneka AB

®opckapraran 18

151 36 Comepran’e

IBewuis

Ceprudivar GMP Ne 6.2.1-2022-072134

Crop.739



Mepeknap 3 @HMIACHLKOT MOBU Ha YKpaiHCbKy

ra
" ey Actpa3enexa Ab
A f:»iiraZéE%i’”z@C& oot Acrpa3enexa AB Cginen OriepeHiHc

SE-151 85 Copgepran’e
[Iseris

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

CEPTU®IKAT AHAJI3Y
CUMBIKOPT TYPBYXAJIEP

Tozysawmst: 80 MKr/4.5MKr
Jlikapcbka gopma: MOPOILIOK UL {HraAuii, 1030BaHKH

Ynakoska: 1o 120 1103 B 1J1aCTHKOBOMY juranstopi; o 1 inransropy B KapToHHii KopoOiLi

Homep cepii HBEK

Jlara BupoOHMITBA YomTenn - 2024

Tepmin npuaaTiocTi Bepecets - 2026
Kpaina-imnoprep Ykpaina

Jliuen3sist na BUPOOHNITBO SE-H-MIA-24-047065
Cneuudirkauis Doc ID-000329787 B.3.0

Jlanum 1ITBEpILKYCTHCS, U0 BUUICBKA3aHA 111(|)opmau1;1 ¢ 10CTOBIpHOIO i NpaBuibHOL0. Jlana cepist Oysa
BUrOTOBNCHA Ha BUIIEBKA3aNii BUpoOHUUIH JUNAHIE, BKITOUAIOUH naKyB“unm/M"memmm i KOUTpOJIbL
SKOCTi, B TOBHil BiAMOBIAHOCTI 3 BUMOTramMu GMP wicuesoro PerynstopHoi oprasy i cneumbmdummu
pC&CTpaIIIPIHOI‘O cBimonTBa Kpainy - iMopTepa. Cepiitre BUPOOHUUITBO, TAKYBAHHS Ta MPOTOKOIH aHai-
3y TiepeBipeti | BCTaHOBIEHO, L0 BOHH igrnosigators Bumoram GMP.

Kisbkicrs: 3 007 yi.

Peccrpatliiife CBiZIOUTBO BUKIIIOUAE MOCTABKH B Anbanito, Asctpiio, Benbrito, Kurait, Icnauiio, Benuky
Bpuranito, JliokcemOypr, Moniosy, Yopuoropito, Cepbito, Prarny, Kocoso, Yropmnny

BunyiueHo: Kepin bepr VioBHOBaXeHa 0coba
V0iosHoBMKeHa 0coba 3rijHo BuMor JIMPeKTHBH 2001/83/€C

JlaTa BUTTYCKY cepii: 09-T'pynrs-2024

(EexTponHuil MiANNUC € IOPHAWIHO 0BOB IIKOBUM eKBIBAJICHTOM BJIACHOPYUHOTO MIIHCY)

Heit gokymelrt 6yJ10 BUAANO BPYUHY Ta 3aTBEPKENO B CeKTPOHIIOMY BHIJIsIA ¢ityx6o10 3abesneuents SAKOCTI B
Cainen Onepeiinte

Crop.839
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AST-0174803 v1.0 Status: Approved Approved Date: 28 Apr 2025 Page 1 of 12

AsiraZeneca

CoA 110028933, HBEK 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: 80 mcg/4.5 mcg

Pharmaceutical Form: Powder for inhalation, dosated

Pack Size: 120 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
Description

Inhaler:

Contents:

Identification:

Identification: budesonide

Identification: formoterol

HBEK

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA RESULT

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 120 is visible in the

dose-indicator window. The mouthpiece

has four bars, and can be rotated.

Visual Inspection Complies
The contents are white to off-white,

predominantly in the form of rounded

granules

Infrared spectroscopy Positive
Positive identity.

Infrared spectroscopy Positive
Positive identity.

Check this is the latest version of the document before use.
Printed by Annelie Lofstrom on 28 Apr 2025 10:19AM GMT+02:00 Page 1/11



AST-0174803 v1.0 Status: Approved Approved Date: 28 Apr 2025 Page?2of 12
CoA 110028933, HBEK 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: 80 mcg/4.5 mcg
Pharmaceutical Form: Powder for inhalation, dosated
Pack Size: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number: HBEK
Date of Manufacture: Oct-2024
Date of Expiry: Sep-2026
Importing Country: Ukraine

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

Specification

TEST/PROCEDURE
Assay:
Assay: budesonide
Assay: formoterol
Impurities and degradation
products of budesonide
Specified related substances in

total

16(alfa)-hydroxyprednisolone

D-homobudesonide

21-dehydrobudesonide

Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA

Liquid chromatography with UV detection
81-99 mg/g

Liquid chromatography with UV detection
4.5-5.5 mglg

Liquid chromatography with UV detection
Not more than 1.0 % (area) in total of
specified related substances.

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

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

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

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

Printed by Annelie Lofstrom on 28 Apr 2025 10:19AM GMT+02:00

RESULT

87 mglg

4.9 mglg

0.2 area %

0.11 area %

<0.05 area %

<0.05 area %

Page 2/ 11



AST-0174803 v1.0  Status: Approved

CoA 110028933, HBEK UA

‘enecd

AstraZeneca AB

AstraZeneca AB Sweden Operations

Approved Date: 28 Apr 2025 Page 3 of 12

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: 120 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

14, 15-dehydrobudesonide

HBEK

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA

Liquid chromatography with UV detection

RESULT

<0.05 area %

No individual specified related substance
exceeding 0.5 % (area).
Unspecified related substances in <0.05 area %
total

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

Liquid chromatography with UV detection
No individual unspecified related
substance exceeding 0.2 % (area)

Impurities and degradation products of

formoterol fumarate dihydrate

Gradient ion pair chromatography with 0.3 %
UV detection

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

Related substances in total

D2537 Gradient ion pair chromatography with 0.1 % m/m
UV detection

Not more than 0.4 per cent (m/m) of D

2537.

Peak A <0.02 area %

Gradient ion pair chromatography with
UV detection
No individual specified related substance

exceeding 0.4 per cent (area).

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

Printed by Annelie Lofstrom on 28 Apr 2025 10:19AM GMT+02:00 Page 3/11



AST-0174803 v1.0  Status: Approved ~Approved Date: 28 Apr 2025  Page 4 of 12
CoA 110028933, HBEK UA

AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca 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: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number: HBEK

Date of Manufacture: Oct-2024

Date of Expiry: Sep-2026

Importing Country: Ukraine

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

Specification Doc ID-000329787 v.3.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Peak B Gradient ion pair chromatography with 0.0 area %

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

Peak C Gradient ion pair chromatography with <0.02 area %
UV detection
No individua! 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 2.5um
The particles will have a mass median
diameter of less than 3 um.

Particles with diameter of Electrical sensing zone method 100 % m/m
7 ym or less At least 95% (m/m) of the particles will
have a diameter of 7 ym or less.

Check this is the latest version of the document before use.
Printed by Annelie Lofstrom on 28 Apr 2025 10:19AM GMT+02:00 Page 4 /11



AST-0174803 v1.0  Status: Approved

CoA 110028933, HBEK UA

Approved Date: 28 Apr 2025 Page 5 of 12

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: 120 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 ym or less

Particle size (Coulter Counter)
Formoterol fumarate dihydrate

Mass median diameter

Particles with diameter of
7 umor less

Weight of contents

Check this is the latest version of the document before use.
Printed by Annelie Lofstrom on 28 Apr 2025 10:19AM GMT+02:00

HBEK

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA

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

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

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

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

Not less than 160 mg.

RESULT

2.0 ym

100 % m/m

1.6 um

100 % m/m

Complies

Page 5/ 11



AST-0174803 v1.0  Status: Approved ~Approved Date: 28 Apr 2025 Page 6 of 12

AstraZeneca

CoA 110028933, HBEK 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: 80 mcg/4.5 mcg

Pharmaceutical Form: Powder for inhalation, dosated

Pack Size: 120 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
Delivered dose (average)

Delivered dose of budesonide
(average)

Delivered dose of formoterol
fimarate dihydrate (average)

HBEK

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc 1D-000329787 v.3.0

ACCEPTANCE CRITERIA RESULT

UV spectrophotometry and liguid 86 ug/dose
chromatography with UV detection
Average from uniformity testing (10 or 30
doses) is within 64-96 ug of

budesonide per dose.

UV spectrophotometry and liquid 4.8 pg/dose
chromatography with UV detection

Average from uniformity testing (10 or 30

doses) is within 3.6-5.4 pg of formoterol

fumarate dihydrate per dose.

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

Printed by Annelie Lofstrom on 28 Apr 2025 10:19AM GMT+02:00
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AST-0174803 v1.0 Status:

Approved  Approved Date: 28 Apr 2025 Page 7 of 12
CoA 110028933, HBEK 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: 80 mcg/4.5 mcg

Pharmaceutical Form: Powder for inhalation, dosated

Pack Size: 120 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

Delivered dose (uniformity)

HBEK

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065

Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA

UV spectrophotometry and liquid

chromatography with UV detection

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 I/min is measured according

to the table below.

Evaluate the following doses from

inhalers 1-10.

Inhaler no
1, (11,21)
)

Dose no
1

2

3
59
60
61
62
118
119
120

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.
Printed by Annelie Léfstrom on 28 Apr 2025 10:19AM GMT+02:00

RESULT

Complies

Page 7/ 11
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CoA 110028933, HBEK 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: 80 mcg/4.5 mcg

Pharmaceutical Form: Powder for inhalation, dosated

Pack Size: 120 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
Fine particle dose

Fine particle dose budesonide

Fine particle dose formoterol
fumarate dihydrate

HBEK

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc 1D-000329787 v.3.0

ACCEPTANCE CRITERIA RESULT

Multistage liquid impinger and liquid
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 I/min (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 tested.

48 pg/dose

Multistage liquid impinger and liquid 2.4 yg/dose
chromatography with UV detection
1.5-2.7 ug of formoterol fumarate
dihydrate per dose in particles below

5 um in 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). If the
requirements are not fuffilled, 6 further
inhalers are tested.

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

Printed by Annelie Lofstrom on 28 Apr 2025 10:19AM GMT+02:00
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CoA 110028933, HBEK 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: 80 mcg/4.5 mcg

Pharmaceutical

Form: Powder for inhalation, dosated

Pack Size: 120 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

Microbiological quality

HBEK

Oct-2024

Sep-2026

Ukraine

SE-H-MIA-24-047065

Doc ID-000329787 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 Annelie Lofstrom on 28 Apr 2025 10:19AM GMT+02:00 Page 9/11
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CoA 110028933, HBEK UA
AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca 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: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number: HBEK

Date of Manufacture: Oct-2024

Date of Expiry: Sep-2026

Importing Country: Ukraine

Manufacturing Authorisation Number: SE-H-MIA-24-047065
Specification Doc ID-000329787 v.3.0
Comments

Active ingredients: budesonide micronised 80 micrograms,
formoterol fumarate dihydrate 4.5 micrograms

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

Formulation, filling, quality control, labelling,secondary packaging and batch release:
AstraZeneca AB
Forskargatan 18

151 36 Sodertalje
Sweden

GMP Ne 6.2.1-2022-072134

Check this is the latest version of the document before use.
Printed by Annelie Lofstrom on 28 Apr 2025 10:19AM GMT+02:00 Page 10 /11
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AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca Sweder

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: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number: HBEK

Date of Manufacture: Oct-2024

Date of Expiry: Sep-2026

Importing Country: Ukraine

Manufacturing Authorisation Number: SE-H-MIA-24-047065
Specification Doc ID-000329787 v.3.0

I 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.

Batch Quantity: 3 007 EA

Marketing Authorisation excludes supply to market(s) Albania, Austria, Belgium, China, Spain, United
Kingdom, Luxembourg, Moldova, Montenegro, Serbia, Rwanda, Kosovo, Hungary

Released by: Karin Berg Qualified Person
Qualified Person according to the requirements of Directive 2001/83/EC
Released on: 09-Dec-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 11/ 11
Printed by Annelie Lofstrom on 28 Apr 2025 10:19AM GMT+02:00 age
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Document Approvals

Quality Approval Jannica Wigren
Jannica. Wigrenl @astrazeneca.com
28-Apr-2025 07:22:17 GMT+0000

Check this is the latest version of the document before use.
Printed by Annelic Lofstrom on 28 Apr 2025 10:19AM GMT+02:00



JNIEPYKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHIBCHKIM OBJACTI

npos. CeiTiuunoi Hanii, 3, M.ICuiB, 02099, Ten/daxkc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €[{PTIOY 37078774

BUCHOBOK
Mpo sIKICTH BBE3EHOI0 B Y kpainy JiKapcbKoro 3acody

13.05.2025 Ne 18934/25/10

CUMBIKOPT TYPBYXAJIEP

(HaiiMeHyBaitHA AIKAPCHKOro 3ac00y 3rijHo 3 peccrpauiiinmm TOCBIAMECHHSM)
NOPOIOK /st iHrassiuiid, no3zosanmii, no 80 Mxr/4,5 MKr/no3a; no 120 n03 y NJ1acTNKOBOMY
inraasropi; no 1 inraasitopy B KapTOHHii KopoOui

(opma BHITYCKY, 103yBantsl, BI/L MKy BaHHs nikapcbkoro 3acofy)

HoMep peecTpauiifHOro MocBiAueHHs UA/5433/01/01 crpok aii peecTpauifHoOro nocsinuenHs 01.01.2099

Cepis nikapckoro 3aco6y Ne HBEL KinbkicTb BBe3€HOTO Nikapchkoro 3acoby 560
Bupobuuk Actpa3eneka AB, [Lpewis
(maiiMenyBaiis BHPOSHHKA NIKAPCHKOro 3ac0BY, KPaiHa [IOXODKEHHS)
BeeseHo B Yipaiiy CriijibHe YKPAiHCbKO-eCTOHCHKE MANPUEMCTBO Y ¢opmi ToBapucTBa
3 06MEKEHOI0 BiANOBIAATBHICTIO "Onrtima-®apm, JITA", inent. xox:
21642228

(uaiiMenyBaHHs Ta KO 38 €JIPTIOY 1opuanuuoi ocodn abo npisBuUINe, iM's, 110 GaThKOBI (isnunof
0C06H - ninpHeMLl, 1T Micle IPOXKHBAHHS Ta peccrpatiiiiunii Homep 0611 KOBOT KAPTKK THIATHHKA
noparkin aGo cepis Ta HOMEp racnopTa)

TpoToKON Bi3yalbHOr0 KOHTPOJIIO Bia 13.05.2025 Ne 1208/2.

3a  pesynsTaTamMy  JIEPKABHOTO  KOHTPOJIO  BCTAHOBIICHO, wo JikapchbkWit 3aci®  BBE3CHO B YkpaiHy 3

IlOTpl/lMaHHﬂM BUMOT 3aKOHO/aBCTBA L1010 3a0€3MeUeHHs SKOCTI JIIKapChbKHX 3aco0iB.

Orra €

SO RCETPUY) {irniio



AL
AstraZeneca .2

Mepeknag, 3 aHrMiNCLKOT MOBU Ha YKPAIHCBKY

Actpa3enexa Ab

Actpa3enexa Ab Cainen Ornepetiiae
SE-151 85 Copepran’e

Isemnis

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

CEPTU®IKAT AHAJII3Y
CUMBIKOPT TYPBYXAJIEP

JlozyBauns: 80 Mxr/4.5MKr

Jlikapenka ¢opma: mOpOLIOK Asis iHranauii, A030BaHKMH

Ynakorka: 1o 120 103 y IIacTHKOBOMY iHTansTopi; 1o 1 iHranstopy B KapToHHiit kopoOui

Homep cepii

JlaTa BUpOOGHULTBA
Tepmin npuaarnocti
Kpaina-imnoprep
Cneuudixanis

Jlinensist Ha BUPOGHULITBO

BUINIPOBYBAHHSI/METOIUKA

Onuce
Onwc inragsropa
Ormuc BMicTY
Byneconin/PopmoTepost

InenTudikatis: GynecoHimy

Ipentudixkauis: popmoTepory

BynecoHin/MopMoTepo
Kinbkicne Busnavenss: BynecoHiny

KinbkicHe Bu3HaueHHA: PoOpMOTEPOIY

HBEL
Yosrens - 2024

Bepecens - 2026
VYxpaina
Doc ID-000329787 8.3.0

SE-H-MIA-24-047065
KPUTEPII DPUMHATTS PE3YJLTAT

BisyanpHuii aHaiis

Jlo3aTop, 1o o6epTaeThesi, 4epBOHOTO KoJbopy. Ha Bignosizae
[03aTOpi, 10 06epTaeThes, BUTHCHEHNH Kon Bpaiis.

Kpuuika 6inoro xosnsopy. Beepeuni KpHIiiKki

3HaxomaThCs I’ Tk pebep. Y BikHI iHAHKaTOpa

nosysauHs BuaHo Ludpy 120. Hacanka mae wotupu

crepxHi 1 Moxe obepraTucs.

Bizyaneuuit anajtis Binnosinae

Buicr Big 6is10ro 10 Maibke 6ioro KoJILOpY,
nepeBaxHo y GopMi OKpYIIIMX TPaHy.

TugpagepBoHa CICKTPOCKOTTIsA TosuTnBHa
TosuTusHa incHTHOIKAUIS
TadpauepBoHa CrIEKTPOCKOist TTo3uTuBHA

TosuTHBHA ineHTH(ikallis

Pigunna xpomatorpadis 3 Y@ AeTeKTyBaHHAM

81 —99 mr/r 86 mr/r
Pigunua xpomatorpadis 3 Y P NeTeKTyBaHHAM 4.8 mr/r
4.5-5.5mr/r

Crop.139



Mepeknag, 3 aHrNiNcLKOT MOBU Ha YKpaTHCLKY

Agtrazeneca b Actpa3enexa Ab

Actpa3eneka AB Ceinen Onepeitise
SE-151 85 Cogepran’e
[Iseuis

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

CEPTU®IKAT AHAJII3Y
CHUMBIKOPT TYPBYXAJIEP

Josysauus: 80 MKr/4.5MKr
Jlikapchka opMa: TIOPOLIOK AUTS IHrasil, 1030BaHNi

Vinaxopka: 1o 120 103 B IUIaCTHKOBOMY iHTanATOpi; 110 1 iHransropy B KapToHHiH xopo6ui

Homep cepii HBEL
Jara Bupodunursa YKosrens - 2024
Tepmin npuAATHOCTI Bepecens - 2026
Kpaina-imnoprep VYxpaina
Cneuundixanin Doc ID-000329787 8.3.0
Jliuensist Ha BUPOOHMUTBO SE-H-M1A-24-047065
BUIIPOEYBAHHSI/METOJUKA KPUTEPII MPUIAHATTSA PE3YJIbTAT
Jomimku i npoayKkTa
perpapauii 6yaecoHiny Piguuna xpomarorpadist 3 YO feTekTyBaHHsIM
Bincorok (mowa) BigxHocHo BMicTy Gyaecouiay.
Bix cymn BcTanoBNeHux criopianennx  He Gimbuie Hix 1.0 nnowi % Bix cymu 0.18 rwrotti %o
JOMiIIOK BCTAHOBJIEHHX CHIOPIJHEHHUX JOMILIOK
16a-rigpoxcunpenHi30n0H Pinunna xpomarorpadis 3 YO aeTexTyBaHHAM 0.12 nnowi %

MoxHol iHAMBIAYaNbHOI BCTAHOBIIGHOT CIIOPiAHEHOT
Jomiluky, wo nepesutye 0.5 nuowi %

D-romobyneconin Piguuna xpomatorpacdis 3 Y@ jgerextyBaHHAM <0.05 rnouti %
YoHoi iHAMBI AyanbHOT BCTAHOBICHOT CIOPIAHEHOT
nomirku, mo nepesuutye 0.5 rmomi %

2 1-nerigpoOynecoHin Pinunna xpomarorpadis 3 Y@ neTeKTyBaHHIM <0.05 nnoui %o
JKoxHol IHIMBIAYaILHOT BCTAHOBIICHOT CIIOPiNHEHOT
noMimku, mo nepesumye 0.5 ruromi %o

14,15-Jzeri)1p06y,uecdl-1i11 Pimunna xpomarorpadis 3 Y® AeTeKTyBaHHAM <0.05 nmomi %
¥onnof iHaMBinyansHOl BCTAHOBNEHOT CITOPiAHEHOT
nmomiiky, mio nepesuinye 0.5 miomi %

Bix CyMy HEBCTAHOBJEHUX cropifne-  Pimuuua Xpomarorpadis 3 Y neTeKTyBaHHmM <0.05 nnowti %
HUX JLOMILLIOK He 6inbue six 0.5 nnowi % Bifl CyMH HEBCTAHOB-
JICHUX CTIOP1HEHHX JOMIILIOK.

[HMBiLyabHi HEBCTAHOBICH] Pigunna xpomarorpadis 3 YO jeTeKkTyBaAHHIM <0.05 o %

criopigHeHi JOMiILIKH YKomuoi iHAMBIAyaNbHOI HEBCTAHOBJICHOL cropig-
HeHol AoMilky, wo nepesuinye 0.2 miow %

Crop.239



. Loy
AstraZeneca £

Mepeknag 3 aHrNiNCLKOT MOBU Ha YKpaiHChKy

Actpa3encka Ab

Actpa3erexa Ab Cainen OrnepeiiHe

SE-151 85 Coaepran’e
[lseris

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

CEPTU®IKAT AHAJII3Y

CUMBIKOPT TYPBYXAJIEP

Ho3zyBauus: 80 MKr/4.5MKr

Jlikapchbka dopma: 10POLIOK /Ulsl iHranauii, 1030BaHMH

Vnakoska: 110 120 7103 B [IACTHKOBOMY iHrasTopi; mo 1 iHTaIsTopy B KapTOHHiH Kopobui

Howmep cepii

- JlaTa BUpOOHALTBA
Tepmin npuaaTHocti
Kpaina-imnoprep

Cnenudixanis
Jliuensist na BUPOOHULUITBO

BUITPOBYBAHHA/METOJIUKA

Homimkn i npoayxTu gerpajgauii
(opmorepony

Big cyMy BCTAHOBJICHUX CHIOPIIHEHUX
JOMiLLOK

D2537

Iik A

ITix B

ITix C

IHAMBiAYaTbHI HEBCTAHOBIICHI
CHopiAHeHi TOMIIIKH

HBEL

XKosrens - 2024
Bepeceus - 2026
VYxpaina

Doc ID-000329787 8.3.0
SE-H-MIA-24-047065

KPUTEPII NPUAHATTSI

I'panicuTHa ioH-napua xpomarorpadis 3 Y® perek-
TYBaHHAM '
He 6inbiue, Hix 1.0% Bij cyMu BiTHOCHO BMiCTY

(popMoTepoy Qymapary AUTiApaTy.

[panientaa ion-napHa xpomatorpadis 3 YO nerex-
TYBaHHAM
He 6inpuie mix 0.4 % (M/M) D2537.

(CpanienTHa ioH-riapHa xpoMarorpadis 3 YP nerex-
TYBaHHAM)

YKomuoi inauBsinyansHoi BCTaHOBICHOT Criopi/enol
nomimky, mo nepesurtye 0.4 ot %.

I'pazicutha ion-napHa xpomarorpadis 3 YO nerex-
TYBaHHIM

KojiHo1 inaMBiAyanbHOT BCTAHOBICHOT CIIOPITHEHOT
noMiniky, nio nepesuutye 0.4 muioni %.

I'panicuTtna ion-napHa xpomarorpadis 3 YO gerex-
TYBaHHAM

YopHoi iHAMBIKyanbHOT BCTaHOBJICHOT CIOpinHeHoT
nomilky, mo nepesuitye 0.4 nnomi %.

I'panienTHa ion-niapia xpomarorpadis 3 YP xerex-
TYBaHHIM

JKozHoi IHAMBiAYyanbHO! HEBCTAHOBIIEHO] CIIOPiAHe-
Hoi momimky, mo nepesuirye 0.3 nmomi %.

PE3YJIBTAT

02%

0.1 % m/M

<0.02 nuowti %

0.0 rwiomi %

<0.02 o %

0.0 rromi %

Crop.339



Mepeknag 3 aHMIMCLKOT MOBW Ha YKpaiHCbKy

F

AstraZeneca

Acrpa3eneka Ab

Acrtpa3enexa Ab Csinen Onepeiuinc

SE-151 85 Cogepran’e
[IBertis

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

CEPTU®IKAT AHAJII3Y
CHUMBIKOPT TYPBYXAJIEP

Josysanun: 80 Mxr/4.5MKr

Jlikapcbka ¢opma: NOPOLIOK s iHrausuii, 1030BaHuH

Yrakoska: 1o 120 7103 B MIaCTHKOBOMY iHransTopi; no 1 inransropy B KapToHnii kopooLi

Homep cepii

Jara BupoOHMnTBa
Tepmin npuaaTHocTi
Kpaina-imnoprep

Crneundiranis
Jliven3ia Ha BUpOOHULTBO

BUTMTPOBYBAHHSA/METOJIUKA
Po3Mip 4acToK JIaKT03a MOHOTIApATY

(Jliumabuux Kyastepa)
Cepenniit 1iaMeTp 9acTOK 3a Macoxo

YacTku 3 JiaMeTpoMm 7 MKM UM MEHILE
Po3mip uacrok Gyaeconizy (Jlivuabuuk

KyabTepa)
Cepeadiii xiaMeTp 4acToK 3a Macoro

YacTky 3 giaMeTpoM 7 MKM YH MeHLIe

Po3mip uactok ¢gopmorepony (Jliunib-
nuk KyabTtepa)

Cepentiit iaMeTp 4acTOK 3a Macoro

YacTky 3 giaMeTpoM 7 MKM YK MEHILIEe

Maca Bmicty

HBEL
XKosrenn - 2024

Bepecens - 2026
VYxpaina

Doc ID-000329787 8.3.0
SE-H-MIA-24-047065

KPUATEPII MPUHMHATTSI

MeToa eNeKTpHYHOrO 34HTYBAHHA 30HH
Cependiil JlaMeTp 4acTOK 338 MAcO0 MOBUHCH
GyTH MEHLIS HDK 3 MKM. :

MeTo ENEKTPUIHOTO 3UUTYBAHHS 30HH
He menmie 95 % (M/M) 4acToK NOBWHHI MaTH
niamerp 7 MM abo MeHIIE,

MeTo/ €EKTPUIHOT0 3UUTYBAaHHS 30HH
Cepenuiit JiaMeTp 9acTOK 32 MAcOIO MTOBHHEH
OyTH MeHIIe HDK 3 MKM.

MeToi eeKTPHYHOI0 34UTYBAHHA 30HH
He menme 95 % (M/M) 4acTOK IOBMHHI MaTH
aiametp 7 MM abo meHiue.

MeToJ eIEKTPHYHOrO 34HTYBaHHA 30HH
Cepenuiii giamMeTp 9acToK 32 Macolo MOBHHEH
OyTH MeHIIe HiX 3 MKM.

MeTo eJIeKTPUYHOr0 3UMTYBAHHS 30HH
He Mete 95 % (M/M) 4acToK MOBHHHI MaTH

giametp 7 MKM ab0 MeHile.

He menure 160 mMr

PE3YJILTAT

2.6 MKM

100 % m/m

1.9 MxMm

100 % m/m

1.5 MxM

100 % m/m

Binnosinae

Crop. 439



AstraZeneca =

lMepeknag 3 aHrnifcbkoi MOBU Ha YKpaTHCbKy

Actpa3enexa Ab

Actpa3enexa Ab Ceinen Orepeininc

SE-151 85 Conepran’e
[1IBewis

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

CEPTU®IKAT AHAJII3Y
CUMBIKOPT TYPBYXAJIEP

Hosysauus: 80 MKr/4.5MKr

Jlikapebka ¢opma: NOPOIIOK AMst iHranauii, 1o030BaHni

Vriakoska: o 120 103 B IMACTHKOBOMY iHTaIATOPi; 10 | iHransTopy B KapToHHiit kopodui

Homep cepil

Jlara BnpbﬁuuuTBa
Tepmin npuaaTHOCTI
Kpaina-imnoprep
Crneundikanis

Jlinen3sist Ha BUPOOGHHLUTBO

BUITPOBYBAHHSI/METOJIUKA

Jlo3a, 110 JOCTABIAETLCS
(omHOpinHicTh)

Jlo3a, Lo JOCTABJISCTLCA (CepepHe
3HAYCHHSL)
Jloza 6ynecoHiny, 10 JOCTABIAETHCA

Josa ¢popMoTepoity, U0 JOCTaBJIETH-
csl

HBEL

Xogrens - 2024
Bepecens - 2026
Ykpaina

Doc ID-000329787 8.3.0
SE-H-MIA-24-047065

KPUTEPIi MPUIAHSATTSI

Y@ cnekTtpodoToMeTpis Ta pimuaaa xpomatorpadpis 3 Y
JETEKTYBAHHAM.

Ilns xoxsoro i3 10 ixranaropis, micis CKHAAHHA IBOX I03,
KiIbKicTb Gyzecoriny i dpopmotepony (ymapary AMriapary, 1o
JIOCTABIAETbCS, 3 HACAAKH TIOTOKOM IOBiTps 60 J1I/XB BUMIDIOIOTH
Bi/ITOBIZHO 10 HaBEAECHOT HIDKYE TAOIHIL.

OuinIooTh Taki 1034 3 inransropis 1-10:

TaransTop Hoza Ne
1(14,21) 1
2(12,22) 2
3(13,23) 3

4 (14,24) 59
5(15,25) 60
6 (16,26) 61
7(17,27) 62
8 (18,28) 118
9 (19,29) 119
10 (20,30) 120

BHMOTH BHKORYIOTBCS, AKILO VISt GY/ib-A1KOT 3 MiT04MX pe-
4OBHH, - He Ginbine, HiK 1 i3 10 3navens BUXOAUTE 32 Mexi £
25% Bi CEPEAHBOrO 3HAYCHHS, 1 XO/HE I3 3HAUCHD HE BUXO-
IMTH 33 Mexi £ 35% BiJ| cepeHbOro 3HAYEHHS.

Y@ criexrpooToMeTpis Ta pimiHHa xpomarorpadis 3 YO me-
TEKTYBaHHAM

CepeHe 3HaueHHs 3 BUIpoGyBaHb ojHopiaxocti (10 abo 30
1103) 3HAXOJIUTHCS B Mexax 64-96 Mxr GynecoHiny Ha 103y.

V® crekTpooTOMeTpis Ta piavHHa xpomarorpadis 3 YO
NETEKTYBAHHIM

CepenHe 3HAueHHs 3 BHNPOGYBaHh OHOPIAHOCTI (10 abo 30
103) 3HAXomuThes B Mexax 3.6-5.4  MKr (opmoTepoy
(pymapary AUriapaty Ha j03y.

PE3VYJIBTAT

Binmosijae

83 MKr/no3a

4.4 pmxr/nosa

Crop.539



Mepeknaj 3 aHrNICLKOT MOBY HA YKPaIHCLKY

Acrtpa3eneka Ab

Actpa3eneka AB Csigen Onepeituinc
SE-151 85 Conepran’e

LBewis

AstraZeneca =

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

CEPTUDIKAT AHAJII3Y
CHMBIKOPT TYPSYXAJIEP

Jlosysamnsr: 80 Mxr/4.5MKr
Jlikapcbka ¢opMa: MOPOLIOK JUIsl {Hrassiii, 1030BaHNHA

Viaroska: 1o 120 103 B TacTHKOBOMY iHTassiropl; o 1 idransTopy B kapTonnii kopo6it

Homep cepu : HBEL
' ')ZlaTa Bupoﬁﬂuu'ma Kosrens - 2024
Tepmin npuzaTHOCTI Bepecens - 2026
Kpaina-imnoprep Yxpaina |
Cneundikanin Doc ID-000329787 8.3.0
Jlinensisa Ha BUPOOHHIITBO SE-H-MIA-24-047065
BUITPOEYBAHHSI/METOIUKA KPUTEPII NPHITHATTS PE3YJILTAT

Ilo32, o npeacTaBiaeHa YaCTKaMu BararocTyminuaTuil pifmIHME IMIHIDKEp Ta pilpHna

MaJ0re po3mipy xpomalopra(bm 3 Y. eTeKTyBAHHAM

33-51 mxr 6ynecomuy Ha I03y CKIAJAIOTHCA 3 9aCTOK i3 45mKr/n03a
Jo3a, o npejicTaBieHa YacTKaMu aepPOJIMHAMIYHUM JLiaMETPOM MEHLLIE 5 MKM, BUKOPHCTO-
MaJioro posmMipy GynecoHiny By!OUH 6araToCTyTIeHeBHit pianHHKiT IMIiHKED 1Ip#

norou rnositps 60 1/x8 (BUNPOBGOBYIOTH Cymii i3 10
TIepIIMX Ji03, Micsst CKHIdHHSA 2 1103, OGUHCITIONOTb cepe-
NHe 3HadeHHs g 3 inranstopis). Sxmo sumoru 1e
BHKOHYIOThCS, JIOTIATKOBO BUIIPOGOBYIOTH G iHTanaTopis.

BararocTyninuaTuit piavHHMA iMOiHDKEp Ta PiAHHHA
xpomaropradis 3 YO serexryBaHHIM
J[o3za, IO MPeCTaBICHA YACTKAMK 1.5-2.7 Mxr gopMoTepony Gymapaty auriapary Ha a0sy 2.3 MKI/103a
MaJioro po3mMipy GopmMoTeposty CKJIZIAIOTBCA 3 YACTOK 13 AePOJMHAMIMHNM AIaMETPOM
S R MEHIIIE 5 MKM, BUKOPHCTOBYIOUN DaratocTyneHenni
pimuHnHit iMmiHsKep IpH noToui NMOBITPs 60 JU/XB (BH-
TipoGOBYIOTE Cymitl i3-10 NEpuInX 103, Mcs CKUAAHHS 2
1103, OBYUCIIOIOTH CEPEHE 3HAYEHHS MUt 3 IHranaTopiB).
SIKILO BUMOTH HE BUKOHYIOTCS, JONATKOBO BUIIPOGO-
BYIOTb 6 iHransTopis.

MikpoGiomnoriuna uncrora €ep. Papm.

TecT NpoBOAHTHCS U1 KOKHOT necsTol cepii. He rniposencto
Bimrosinae sumoram €ap. Papm*.

(3aranbHuit BMIiCT TCCTYIOTH Ha WoHaiimeHue 10 inra-

nATOpax).

* Jlnst 3arasnbHOT KiAbKOCTI aepo6}mx MIKpOOpI‘aHlBMlB i

3araBHOi CyMapHol KinbKocTi apixukis Ta rpubis.

Crop.639



ﬂepemé,q 3 aHrMiNCbKol MOBK Ha vykpa'l'Hc:be
pa)
AsiAstraZeneca =

Actpa3enexa Ab

Acrpa3enexa Ab Cinen OnepeiiiHce
SE-151 85 Conepran’e

HIseris

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

CEPTU®IKAT AHAJII3Y
CUMBIKOPT TYPLYXAJIEP

Josysanus: 80 Mxr/4.5Mxr
Jlikapebka Gopma: NopoIoK st iHransuii, 1030BaHNi

Vnaxoska: o 120 103 B IIacTHKOBOMY iHranatopi; mo 1 iHransropy B KapToHHiH kopoOui

Howmep cepil HBEL

Hdara BupoélmuTBa JKosrens - 2024

Tepmin npugaTHocTi Bepeceuns - 2026
Kpaina-imnoprep VYkpaina

Jlinen3ig ma BUpoOGHUUTBO SE-H-MIA-24-047065
Crenmdikanis Doc ID-000329787 8.3.0
Komenrapi:

AxTuBHi inrpegienTu: 80 Mixporpam OynecoHimy MiKpOHi30BaHOTO,
4.5 mixporpam dopmoreposy (pymapary auriapaty

Kpaina noxo/kenns: isenis
Peccrpauiiine nocsinyenns: UA/5433/01/01

BuroToBJeHHs, HATIOBHEHH, KOUTPOJIb SKOCTI, MAPKYBalHsl, BTOPHHHE NAKyBaHHs1
Ta BUIYCK cepii:

Actpa3enexa Ab

®opckapraras 18

151 36 Conepran’e

iseuis

Ceptudixat GMP Ne 6.2.1-2022-072 134

Crop.739



lMepeknan 3 aHrminceKoi MOBK Ha YKpaiHChKy

e

Actpa3enexa Ab

Actpa3enexa Ab Csigen Onepeitune
SE-151 85 Cogmepran’e

Isewis

AstraZeneca

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

CEPTUDIKAT AHAJNI3Y
CUMBIKOPT TYPBYXAJIEP

Hozysanus: 80 mMir/4.5mkr
Jlikapcbka ¢opma: oOpoOINOK JUIs iHraAuii, 1030BaHHM

Vnakoska: o 120 7103 B IIaCTUKOBOMY iHIasTopi; 1o 1 inransTopy B KapToHHiH Kopodii

Howmep cepii HBEL

Jara BupoﬁﬂuuTBa JKogtens - 2024

Tepmin npupaTnocri Bepecens - 2026
Kpaina-immoprep Yxpaina

Jlien3sist Ha BUPOOHHITBO SE-H-MIA-24-047065
Crneundixanis Doc ID-000329787 B.3.0

JlaHUM [iATBEPKYETHCA, 10 BUIEBKa3ana indopmauis € goctosipHoo i npasunsroto. [ana cepis Gyna
BUFOTOBNEHA HA BUILIEBKA3aHIHM BUpOGHHUIM MiMAHI[, BKIIOYAIOUN NAKyBaHHsA/MapKyBaHHS i KOHTPOIb
sKoCTi, B nOBHiH BianosigHocTi 3 Bumoramu GMP micuesoro Perysstoproi oprany i cneuugikauiimu
peecTpaliiiHoro CBizouTBa Kpainy - imnoprepa. Cepiiitie BUPOGHHLITBO, MIaKYBAHHS Ta IPOTOKONH aHaJli-
3y TepeBipenii | BCTaHOBJIEHO, 10 BOHHM BiANoBiaoTh Bumoram GMP.

KinbkicTs: 2 719 ym.
Peectpatiiite CBiOLTBO BHKIIOYAE MI0CTaBKY B Yropuuny, Cronyyeni llltaT Amepuxy
Bunyiero: Kepiu Bepr VrnosHoBaxeHa ocoba

YioBHOBaXKeHa 0c06a 3TiAHO BUMOT JIMPEKTHBY 2001/83/€C

Jata Bumycky cepii: 09-I'pynnsa-2024

(ENexTpOHHUI NANKC € IOPUIHYHO 060B’AZKOBHM €KBIBAJEHTOM BJIACHOPYUHOIO nignucy)

Lleit J0KYMeHT GyJ10 BHaHO BPYUHY Ta 3aTBEPIKEHO B eJIEKTPOHHOMY BHIJIsLI cary#06010 3a6e3neueHns AKOCTI B
Caigen Onepedmnc

Crop. 839



Mepeknag 3 aHrincLKoT MOBK Ha YKPaTHCLKY

3aTBepPKCHHS HOKYMEHTY

3aTBep/KeHHA 31 CTOPOHH SIKOCTI Anneni Jlodperpym
annelie.lofstrom(@astrazencca.com
28-Bepesns-2025 11:26:29 GMT+0000

Crop.939
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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: 120 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

Description

Inhaler:

Contents:

Identification:

Identification: budesonide

Identification: formoterol

HBEL

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA

Visual Inspection

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 120 is visible in the
dose-indicator window. The mouthpiece
has four bars, and can be rotated.

Visual Inspection

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

Infrared spectroscopy
Positive identity.

Infrared spectroscopy
Positive identity.

Check this is the latest version of the document before use.
Printed by Jannica Wigren on 28 Mar 2025 12:12 GMT+00:00

RESULT

Complies

Complies

Positive

Positive

Page 1/ 11
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CoA 110028933, HBEL 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: 80 mcg/4.5 mcg

Pharmaceutical Form: Powder for inhalation, dosated

Pack Size: 120 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
Impurities and degradation
products of budesonide
Specified related substances in

total

16(alfa)-hydroxyprednisolone

D-homobudesonide

21-dehydrobudesonide

HBEL

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA

Liquid chromatography with UV detection
81-99 mg/g

Liquid chromatography with UV detection
4.5-5.5 mglg

Liquid chromatography with UV detection
Not more than 1.0 % (area) in total of
specified related substances.

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

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

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

Check this is the latest version of the document before use.
Printed by Jannica Wigren on 28 Mar 2025 12:12 GMT+00:00

RESULT

86 mg/g

4.8 mg/g

0.18 area %

0.12 area %

<0.05 area %

<0.05 area %

Page 2/ 11
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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: 80 mcg/4.5 mcg
Pharmaceutical Form: Powder for inhalation, dosated
Pack Size: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number: HBEL

Date of Manufacture: -_ Oct-2024

Date of Expiry: Sep-2026

Importing Country: Ukraine

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

Specification Doc ID-000329787 v.3.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

14, 15-dehydrobudesonide ‘l‘_iq'Uid' chromatography with UV detection  <0.05 area %
: ' No individual specified.related substance
exceeding 0.5 % (area). ' '

Unspéciﬁéd related substances in  Liguid chromatography with UV detectibn <0.05 area %
total Not more than 0.5 % (area) in total of
unspecified related substances.

Individual unspecified related Liquid chromatography with UV detection ~ <0.05 area %
substance No individual unspecified related
substance exceeding 0.2 % (area)

Impurities and degradation products of
formoterol fumarate dihydrate

Related substances in total Gradient ion pair chromatography with 0.2 %
UV detection
Not more than 1.0 %, in total related to the
formoterol fumarate dihydrate content.

D2537 ' Gradient ion pair chromatography with 0.1 % m/m
UV detection '
Not more than 0.4 per cent (m/m) of 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).

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

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: 120 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

Peak B

Peak C

Individual unspecified related
substance

Particle size (Coulter Counter)
Lactose monohydrate

Mass median diameter

Particles with diameter of
7 umor less

HBEL

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA

Gradient ion pair chromatography with
UV detection

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

Gradient ion pair chromatography with
UV detection

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

Gradient ion pair chromatography with
UV detection

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.

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

Check this is the latest version of the document before use.
Printed by Jannica Wigren on 28 Mar 2025 12:12 GMT+00:00

RESULT

0.0 area %

<0.02 area %

0.0 area %

2.6 um

100 % m/m
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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: 80 mcg/4.5 mcg

Pharmaceutical Form; Powder for inhalation, dosated

Pack Size: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number:

Date of Manufacture:
Date of Expiry:
Importing Country:

HBEL
Oct-2024
Sep-2026

Ukraine

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

Specification

TEST/PROCEDURE

Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA

Particle size (Coulter Counter)

Budesonide

Mass median diameter

- Particles with diameter of
7 um or less

Particle size (Coulter Counter)
Formoterol fumarate dihydrate

Mass median diameter

Particles with diameter of
7umorless

Weight of contents

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

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

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

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

Not less than 160 mg.

Check this is the latest version of the document before use.
Printed by Jannica Wigren on 28 Mar 2025 12:12 GMT+00:00

RESULT

1.9 ym

100 % m/m

1.5 um

100 % m/m

Complies
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AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

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

CERTIFICATE OF ANALYSIS
Symbicort® Turbuhaler®
Strength: 80 mcg/4.5 mcg

Pharmaceutical Form: Powder for inhalation, dosated

Pack Size: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number:

Date of Manufacture:

Date of Exbiry: |

Importing Country:

Manufacturing Authorisation Number:

Specification

HBEL

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc ID-000329787 v.3.0

TEST/PROCEDURE ACCEPTANGE CRITERIA RESULT
Delivered dose (average) o
Delivered dose of budesonide | uv sbectrophotom‘etry and quuidv 83 ug/dose
(average). - - _chromatography with UV detection :
o ‘Average from uniformity testing (10 or 30
doses) is within 64-96 pg of
budesonide per dose.
Delivered dose of formoteral uv épectrophotometry and liquid 4.4 ug/dose
fimarate dihydrate (average) chromatography with UV detection
Average from uniformity testing (10 or 30
doses) is within 3.6-5.4 pg of formoterol
fumarate dihydrate per dose.
Check this is the latest version of the document before use.
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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: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number:

Date of Ma,nufact't;tre: P
Date of Expiry: o
Importing Country:

Manufacturing Authorisation Number:

Specification

TEST/PROCEDURE

Delivered dose (uniformity) ‘

HBEL

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc ID-000329787 v.3.0

' ACCEPTANCE CRITERIA

uv spectrdp‘hotorheiry and liquid

chromatography- with- UV detection

" For each of 10 inhalers, primed by two
_actuations, the,amount of budesonide

and formoterol fiimarate dihydrate
delivered from the mouthpiece at an
airflow of 60 I/min is measured according
to'the table below.

Evaluate the following doses from
inhalers. 1-10.

Inhaler no Dose no
1, (11,21) 1
2,(12,22) 2
3,(13,23) - .3
4, (14,24) 59
5, (15,25) .60
‘B, (16,26) 61
7,(17,27) 62
8, (18,28)' 118

19, (19,29) “119

10, (20,30) - 120

The requirements are met, if, for any of
the actives, I '
-'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.
Printed by Jannica Wigren on 28 Mar 2025 12:12 GMT+00:00

RESULT

Complies
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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: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number:

Date of Manufacture:

Date of Expiryﬁ 4

Importing Country:

Manufacturing Authorisation Number:

Specification

TEST/PROCEDURE
Fine particle dose

Fine particle dose budesoriide

Fine particle dose formoterol
fumarate dihydrate

HBEL

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA

Multistage liquid impinger and liquid
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 I/min (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 tested.

Multistage liquid impinger and liquid
chromatography with UV detection
1.5-2.7 ug of formoterol fumarate
dihydrate per dose in particles below

5 um in 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). If the
requirements are not fulfilled, 6 further
inhalers are tested.

Check this is the latest version of the document before use.
Printed by Jannica Wigren on 28 Mar 2025 12:12 GMT+00:00

RESULT

45 pg/dose

2.3 ug/dose
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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: 120 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/PROCEDPURE

Microbiological quality

HBEL

Oct-2024

Sep-2026

Ukraine
SE-H-MIA-24-047065
Doc ID-000329787 v.3.0

ACCEPTANCE CRITERIA

“ PhEur
The test is performed for evéfiy' 10% batch.

“"Meets the requirements in Ph Eur*

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

*Fq-r btotal 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 28 Mar 2025 12:12 GMT+00:00

RESULT

Not tested
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AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca . S
' 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: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number: HBEL

Date of Manufacture: ‘ Oct-2024

Date of AExpiry':. . ' Sep-2026

Importing Country: Ukraine

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

Specification Doc ID-000329787 v.3.0
Comments

Active ingredients: budesonide micronised 80 micrdgrams,
formoterol fumarate dihydrate 4.5 micrograms

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

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

AstraZeneca AB
Forskargatan 18
151 36 Sodertalje
Sweden

- GMP Ne'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.

Batch Quantity: 2 719 EA

Marketing Authorisation excludes supply to market(s) Hungary, United States of America

‘Check this is the latest version of the document before use.
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~ AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca 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: 120 doses in a plastic inhaler; 1 inhaler in a carton box

Batch Number: HBEL

Date of Manufacture: o Oct-2024

Date of Expiry: | Sep-2026

Importing Country: Ukraine

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

Specification Doc ID-000329787 v.3.0

Released by: Karin Berg Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC
Released on: 09-Dec-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 11/ 11
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Document Approvals

Quality Approval Annelie Lofstrom
Annelie Lofstrom@astrazeneca.com

28-Mar-2025 11:26:29 GMT-+0000

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