Actpa3enexa AB
Actpa3eneka Ab Ceinen Onepeiin
mé CE-151 85 Copepranse
@g - Ilpeuis

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

AstraZenec

CEPTH®IKAT AHAJIIZY -

HAPOIIIH, po3uuH mis uH’ €Ki
7,5 mr/mn 10 Mt y ammymax Ne 5

Homep cepii: LCDN

Hata BUpoOHULTBA: Yepsenn, 2021 poky

Jara 3akiHyeHHs1 TepMiHY TIpH-

e Tpasenn, 2024 poxy

Kpaina-imonoprep: Vkpaina

BHUITIPOBYBAHHSI/METO/IUKA KPUTEPII IPUAHATHOCTI PE3YJIBTAT
3oBHimHIiT BHIIST [Ipozopuid, De3bapeHUil po3umH Binmosinae

30BHIIIHII BUTTIAL

MexaHiyHi BKIIOUEHHS

Bunumi yactku Binnogizae Bumoram y €sp. ®apm. Binmoginae
Hepunumi gactku Binnosigae pumoram y €sp. Gapm. Binnosinae
O6’em, 110 BUTATAETHCA Bin 10,0 go 11,0 mn 10,7 mn
pH Bin 4,0 10 6,0 43
Harpiii (inenTndikanis) BenuunHa emicii BUIIpoBOBYBAHOIO 3paska Binnosinae
InenTrikawis lpenapary oBHHHa OYTH piBHOIO abo

TIePEBUILYBATH BEJIMYHHY eMicii cTaHnapTHOro
po34uHy (obmaaHauus A). Harpiit
inerTHGIKYIOTE MO ciemdivnocTi emiciiinol
cnexkTpanbHoi niHifl (589,0 Hm) Hatpilo
(obnazHanus B).

KinbkicHe BH3HAYEHHSA 2,7—3,2 Mr/Mn . 2,9 Mr/Mn
Ponisaxain (inenrudikanis) Yac yTpuMyBaHHS OCHOBHOTO TMiKa Ha Binnosinae
Inentudikauis XpoMaTorpaMi po3vuMHy BUNPOOYRAHOIO 3pa3Ka

MOBMHHO BIATMOBINATH Yacy yTPUMYBaHHS MiKa
poniBakaiHy Ha XpOMaTOTpaMi CTAHAAPTHOTO

po3uHHy.
Homycrume Bigxunenns 1,0 £ 0,02,
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AstraZenecau

HAPOIIIH, po3uuH 1ist HH €Ki
7,5 mr/mit 10 Mt y ammrynax Ne 5

Homep cepii:
Hdata BupoOHuUTRA:

Hara 3akiHyeHHS TEPMiHY OpH-

JATHOCTI:
Kpaina-imooprep:

BHIIPOBYBAHHA/METOIHUKA

Kinskicte Br3HAYEHHA (-
PoniBaxaiHy rizpoxJiopnn

(B mepepaxyEKy Ha Ge3BomHHI
pOIiBaKain)

Enauriomepna qucrora
Homiurku:
2,6 Tumerunauiiin (2,6-Kenminux)

BaxkrtepiantHi eHI0TOKCHHH

CTepunpHicTh

i
i

A;CTpaBeHexa AB

Actpa3enexa AB Cainen Onepeitun
C€E-151 85 Couepranee
Mseuis

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

CEPTH®IKAT AHAJI3Y

LCDN
Uepsens, 2021 poxy

Tpasenb, 2024 poxy

Yxpaina
KPUTEPIi IPUMHSITHOCTI

Mexa npu Bunycky: 7,10 = 7,65 m
[UIA TepMiHy npuaarsocti: 7,10 —

He Ginbuue 2 % (R) - (+)-hopmu po
I APOXJIOPHIY '

%4

/v, Mexa
8,10 mr/mum.

miBaKaiy

He binbiue 0,8 mkr/mi

He 6inbiue 0,42 EO/Mn (o Bi):lHOBi,lIB.C He

Oinbiie ubx 14 EO/250 mr ponisaxa
riApoxJ0puay)

CrepwibHMit ¥ BigToBinHoCT] K10 BY
Dapm.

1THY

mMor €8p.

PE3YJIbTAT

7,40 Mr/mn

<0,2%

< 0,02 MET/™Ma

< 0,24 EO/umn

Bignosinae
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CEPTH®DIKAT AHAJII3Y

HAPOIIIH, po3unH mIst uH’ €KIiH
7,5 mr/mn 10 Mot y ammysax Ne 5

Homep cepii: LCDN
JaTta BHpOOHHMITBA: Yeprens, 2021 poky
Jara 3akiHyeHHs TepMiHY IpH-
o Tpasenn, 2024 poky
Kpaina-imnoprep: VYkpaina

KomenTapi Kpaina noxomxenns: [Isenis

Peectpauniiine moceiguennsi: UA/9670/01/02

Bupoduuureo Hepo3hacoBaHOro NPOAYKTY, NAKYBAHHS, KOH-
TPOJIb SIKOCTI TA BUIYCK cepil:

Actpa3eneka Ab

@opckapratan 18

Conepranpe 15185

[Iermis

Ceprudixar GMP Ne: 6.2.1.-2019-010661
Jlinensist Ha BupoOHUNTBO Ne: 5.9.1.-2021-039188

CripaBxHIM MATBEP/UKYETHCA, WO iHbOpMALLis, BUKIALEHA BHILE, € CIPABXHBLOI i NpaBunbHO0. JaHa cepis npo-
AyKTy BUTOTORJIA€THCA, BKIFOYAKOUN NAKYBAHHA/MapKyBaHHA Ta KOHTPOJIb AKOCTI, HA 3a3HAYEHIN BUIIE BUPOOHMHILL
AinsHUi y MoBHii sianosiaHocTi 3 BuMoramu Hanexwoi BupoGuiuoi [pakTuku (GMP) MicieBoro perynsTopHoro
opraHy i cneuudikauismu y peecTpauiiiHoMy mocsigueHHi kpainu-imnopTepa. Cepifine BUPOBHMUTBO, NaKyBaHHsI
Ta TIPOTOKOIM aHaii3y Oyyiu mepesipeHi i BCTAHOBIEHO, LI0 BOHHM BiANOBinawTh Bumoram Hanexnoi BupoGruuof
[Mpaxtuku (GMP).

KinpkicTs B eepii: 1793 xapronni kopoOxu

Jlien3is Ha BHPOOHHITBO BHK/TIONAE MOCTAYAHHA HA pHHOK(kn) Benprii

Ilignue ta gara: /mionuc/ 22.07.2021

In’s1: Tim Cnarrenrpen / Tim Slattengren

YnopHoBaxkeHa ocoba BianosinHo a0 BuMor Jupexrusu 2001/83/€C

3aTBepmKeHo: Tim Cnatrenrpen / Tim Slattengren Vmosrnosaxkena ocoba
YnosroBaxeHa ocoba BioBiaHo 10 BuMor Jupextusu 2001/83/€C

3aTBepKeHO: 20 mamas 2021 poky
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