JAEPXJIIKCITYXXBA :
AEPKABHA CIIYXBA 3 JIIKAPCBbKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHUKAMHA
Y JTHIIIPONETPOBCHKIA OBJIACTI

Juinpo, mw1.Cobopka,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dis.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37070665

BUCHOBOK
[Ipo AKiCTH BBe3eHOro B YKpaiHy JiKkapcbKoro 3acody

18.02.2023 Ne 7462/23/04

CHUMBIKOPT TYPBYXAJIEP

(HatimMeHyBaHHA JikapchbKoro 3aco0y 3rinHO 3 peecTpauiffHUM MOCBUTICHHAM)
MOPONIOK s iHrajsuiii, 1o3osanmii, 160 mxr/4,5 mxr/no3a(60x03), no 60 103 y
NJIACTHKOBOMY iHraasropi; no 1 inrajaropy B kaproHsniii kopooui

(dopma BumyCKY, 103yBaHHA, BU NaKyBaHHA Jdikapcskoro 3acoby)

Homep peectpauiiinoro nocsimgenus UA/5433/01/02 erpox aii peectpauiitroro nocsimsennas 01.01.2099

Cepis nixapcekoro 3aco6y Ne XL BB o KinbkicTh BBE3€HOTO Jikapchkoro 3acoby 34560
BrpoGHuk Actpa3enexa AB, Hlperis
(nalimeHyBaHHA BUpOGHHKA NiKapchkoro 3acofy, KpaiHa HOXONKEHH:)
BeeseHo B YkpaiHy ToBapucTBo 3 00MekeHOI0 BitnoBigaabsHicTio ""BaJIM", inenr. xox:
31816235

(HaitMeHyBaHHA Ta Koz, 32 €JIPTIOY iopuanunol ocobu abo npisemiue, iM'A, o GaTbKoOBi QizHuHOi
0co0H - mianpHeMus, if MicIe MpoXMBaHHA Ta peecTpaltifiuuit HoMep 061iKOBOI KAPTKH NIATHHKA
nonatkis abo cepis Ta HOMep macrnopTa)

Mpotokon eisyansroro xourpomo ein 17.02.2023 Ne 07-01/399/1.

3a pesymbTaTaMd JEpKABHOTO KOHTPOMIO BCTAHOBAEHO, IO JiKapChKWH 3aci6 BBeseHo B YKpaiHy 3
AOTPHMAHHAM BEMOr 3aKOHOJABCTBA MO0 3abe3neHeHHs AKOCTI JikapchKHX 3acoliB.

Havaneauk depxaBHoi cnyxOu 3

NiKapchKUX 3ac00iB Ta KOHTPOITIO 32 N
HapKOTHKaM¥ y JIHimponeTpoBehKii IOnis OBYAPEHKO

obacTi
HOT'O0 KOHTPOIIK) (ni,unnc)U) (imiuiany Ta npizBuLIE)

(mocanoBa ocofa OpraHy JeQukan

Bumnaxosa Kapina
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ASTF&ZGHQCH% TMepeknag 3 aHrnifcLIOT MOBM Ha YIpaTHGbKY
Acrtpa3eteka AR
Acrtpa3eneka AB Ceixer Onepeftmne
SE-151 85 Conepran’e
TTkrewis

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

CEPTHOMIKAT ARAINZY
CHMBIKOYT TYPBYXAJEP

Axcrirgitiers: 160 mzr/d, Smsr
Jixaperka dopaa: nopowrok A iranauiti, Ao30eammo

¥raraeka: no 60 no2 2 ruacrikopoMy isranaropi; no 1 inransropy 8 kapTouwiil xopodi

Homep cepli ! +.  XLBB
Hara supo@nngrsa Fpyueus - 2022
Jara sagingennn crpoxy npuparnoerd  Jnoronag - 2024
Kpaina-immoprep YrptiHa
BAOPORYRAHHSIIMETONHKA KPHTEPH NPHIEHSATTA ) PEIVIILTAT
Onne Bisyansauif aniia
Qnue inrangropa Hozarop, 110 ofcpragTses, yepsorore kansopy. Ha go-  Bianosizae

aaropi, 1o oficpraeTece, sugaenenuii kox Bpalt
Kpunnea ginoro xonsopy. Beepeuni xpiuxy snaxo-
asTecs 0°8TH pedep.

Y pikni Inauxaropa Kozyparis suano yugpy 60, Haca-
JKa Mac JoTHpH crpmxai | Moxe obepraTnes,

Onsc sMicTy Buier i Gigore mo mailixe Ginoro komeopy, nepesakio  Bimnosigae
¥ opMi OXPYIIINX IPAHYIL

Byneconia ta diopMoTepon IndpayeppoHa criekrpocKoniy

Imerrrudikarsin: Syaeconin Moswrisra iscrmgirais TlosuTHBES

Inearudiratia: doporepon TMoznnieaa inerTadikaLE Hozwrnsag

Eyaccoidix Ta gopmoTepon Pimiana xposarorpahin 2 Y ferextyBansm

Kinexicre sugnagenns: Byneconiyy 162 - 198 urfr 180 mrir

KinuricHe praiayea: 4,5=5,5 mrir 5,0 pr/r

Topaotepon

Croplsa7



AstraZeneca% Tepeknag, 3 aHFRilickkol MOBY Ha YKPAIHGBKY

Actpa3etena AD

Actpaldcneka Ab Crinen Oncpeftmuc

§E-151 85 Couepran’e
Msenia

Tear, +46 ()8 533 260 G0
thare 446 ()8 552 544 30

CEPTHPIKAT ATTAJIYY
CAMBIKOPT TYPBYXAJEP

Axtupnicrs: 160 Mzr/4,5mkr

Jdirapenra Gopya: ropomIok s inransudit, xososaemi

Vamconien; mo 60 go3 B rracTukosoMy inTansTopi; no [ imranaropy B xaprouaii xopobui

Honmep cepii
HJarn eupoSmrrea

XLBB
Tpyxens - 2022

Jovea smiivmicnns crpory npuparaoer  Jlierona - 2024

Kpaina-istoprep

BHOPOBYBAHHSUMETONHKA

Homimgu i npoayKTn
Aerpapanii Gyneconiny
Bix cyMH BCTAHOBICHHY,
CNOPIOHEHIEX HOMILLIOK

Foe-2idporcimnpednizofon

D-zostobydeconid

2 Idezidpobydeconio

14, 15-dezidpobydecorio

BT oysil HEBCTAHOBBIAX

CROPTARCHITX, NOMIINOK

Dignnigyancui HescTanonent
CTIOPIZHCHI AOMITHKH

Vupaina
KPETEPT P OHHAT TS
Pignsaa xpomarorpagin 3 YO gerckrysannam

He Ginewe gine 1.0 % pig cyMR BeTaHOBICHHR
cropizHe X A0MInIoK

Womnol ingesiayUbHOT BCTAHOBICHOL
cnopimHerol JloMinnay, 1o Hepesrmye 0.5
o %

Hormof Fmsinyamesol zeTanopneHo!
cnopinHeroi fomimeay, wo nepeemnye 0.5
oy %

JKoauol inmpisyanknol scranosnerol
cnopiEenot qomitnke, mo nepesnye .5
nonti %

Founot iMEHBIAYIIERO] BCTEHORICHOT
CNOpiNEEHOT IOMIIKH, (o Teperkuye 0,5
nouti %

He Giavrre mix 0.5 moouti % vig cymu Hepers-
HORJICHHX CHOPITHCHHX AOMIIIQK,

Kool iaMeiayank Ol HEBETAHOBREHOT SH0~
pinHenet Kondxs, wo nepesittye (.2 nnomi
%

PEIYILTAT

0,1 nnomta %

<0,05 mnown %

<0,05 naowa %

<005 znoua %o

<0,05 nroma %

<0,05 mnowoe %

<005 nnoun %

Crop237



AstraZeneca%) FlepeKIIaz 3 AHFTHICHKO MOBU Ha YKPETHCbEY
Actpa3erera AR
Acrpaderexa AB Ceinerr Onepeliume

SE-151 85 Conepran’e
Ulpemis

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

CEPTHOIKAT AHAJIZY
CHOMBIKOPT TYPBYXAJEP

Avmnenicrs: 160 mxr/4,5mer
Jikapenra dopara; nopowok s IHrULiE, nozosaunii, 160 Mrn/d,Smer/aoza

Ynaxonxa: no 60 403 1 YNaciHXOBOMY iHTansTopi; 10 1 iHransropy b kaproHeii xopobui

Honrep cepii XLEB
Hara supobminrna Tpyaees - 2022
Jara sarinzenus erpoxy apugarioctt  Jhieronan - 2024

Kpaina-ismoprep Yupaina

BHINPOEYBAHHS/METOIHKA KPETEPH IR HIHATTA PEIVIILTAT
Jominrcn | mponyierin gerpapandi - I'paziesrran tor-napra xposarorpadis 3 Vb
Dopaorepony HETCKTYBRHHAM
Bin cyns BoTaHoBNeHIIX Bin cymu giznoio snicty dopmotepony 03%
CopinEeHHX AoMitmoK diymapary murinpary. He inswe nix 1.0 %
D2537 He Ginvwe nix 0.4 9% (v/a1) 0,1 % m/m

mix A oanoT ingprigyanstol BeranoBacHoT ciopi-  <0,02 o %

Jnerol gomiures, o wepesimrye .4 nnowmi %

ik B Jomtol inAnBILyanbHaT BEFHOBACHOL CIIOPI- 0,0 ronga %
Anenol ZoMIIEKH, 10 mepepiutye 0.4 o %

HKonmof inuiBigyaTsHOT BETRHORNCHAT CNOPI- (9 by 7

mix C il ?

Jesenol AoMiwsk, wo nepemiaye 0.4 mowi %
Komuci inansinyanemnol HKomuol immeigyansnol HescTAHORNGHOT 0.0 o
HCBCTAHORICHOT ZOMILIKH cnopizmeroi JominiH, mo nepesimiye 4.3 AL

o %.

Crop337



AStl’BZ@ﬂEC&% Mepeknas 3 aHFMIAcLKOT MOBK Ha YKPaiHCLKY

Actpadeuexa AD

Actpa3encka AB Ceinen Onepelinne

SE-151 85 Cogepranr’e
Iseuin

Ten, +46 (0)8 553 260 00
Darc +46 (0)8 552 544 80

CEPTHDIKAT AHANIZY

CAMBIKOYT TYPBY XAJEP

AvTnemicts: [60 Mrr/4,Smxr

Jirapesra opan; nopomoK Ang iHFanmug, Aosonannii

¥naxorra: na 60 Aoz & naactixosoMy inranaTopi; Ao 1 iHransTopy B kaproHmilt xopofud

Homep cepB
Jata Bipotumirmsa

XLBB
T'pyachs - 2022

Jara saringenns erpory npunarnoci  Jneronan - 2024

Kpataa-ismoprep

BRMNPORYBAHHA/METOIRKA

To3nip HaeToR JKTo3n Motiorigpa-
‘ra Buutysay Kyanrepa)

Cepenuiii gioMeTp YacTox 30 MACOIO

LiacTrn 3 MiaMoTponM 7 SIKM UH MeHIIC

Posmip nacrok Gynecontiga (3sury-
ean KyaeTepa)

Cepepniit niamerp 2acTOK 30 MacCIo

&y

Hacriu 3 diaMerpos 7 ameM M MGHIIEC

Poamip uacror hopatorepona yma-
para aurigpata Guutyeay Kyawre-
pa)

Cepetii lamerp TacTox 38 MACoOI0

Waetmen 3 giametpom 7 MEM TH MCHIUG

Maca eaicTy

Yupotan
KPATEPI IPHUHSITTS
MeTon eNeRTPHTHON SYHTYBAHTS 30HS
Cepenuiil giaMerp TCROK 38 MaCOI0 IGRH-
HeH GyTH Merme nix 3 MM,

He semae 95 % {(m/m) wacTox monsmmi aa-
Tit Afasterp 7 sinr abo sienme,

MeToH CNeKTPHYHOTO 3UILTYBAHES FOHH

CepemHilt siaMerp YacTOR 32 M2CO0 TOBH-

« HeH GYTH MSHLUIC HiK 3 MRM.

He stente 95 % (M/M) vacrok rosimiai ma-
H iamerp 7 sxar afo Menme,

MeToz CreKTPHMEOTO 3HITTYBRHHAS J0HH

Cepenrilt fiaserp 9acTox 28 MaCoIO TOBH-
sen Oyt Menme BiK 3 MEAM.

He memme 95 % (a/M) yacToR IOBHHAT Ma-
' piasterp 7 MEpM 2fo MeHIDe,

He mMerme (00 mr.

PEIVILTAT

2,7 MM

100% no maci

2,0 MM

100% no maci

1,7 areens

100% ro maci

Binnosizae

Crop4a?



AstraZeneca% Mepeknam 3 aRriACLKOT MOBY Ha YKPaIHCLKY
Actpa3erexa AD
Actpadereka AB Caijew Onepeitmine
SE-151 85 Conepran’e
Ilpeuin

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

CEPTHOIKAT AHAJIZY
CHMEIKOPT TYPEYXAJEP

ARTHEHICTR: 160 Mxr/4,SMir
Jlirepeska dopaa: nopowox ans isransuii, Aozosamsi

¥naxosra: nto 60 7103 B HHACTHKOBOMY IHranSTOPI; MO 1 iHranaropy B KapTOMHiH xopobui

Heatep copii XL.BB
Jnra supoimmysa Tpynens - 2022
JaTa azrinuenng erpoky npagtaveaeri  Jhicronan - 2024
Kpaina-istmoprep Yipaina '
BREINPOGYRAHHSI/MLTOOHKA KPATEPI] NPHEBHATTSI PEIVIILTAT
Hosa, mo zocrasnnernen YO cnexrpomerpin Ta Pigrsaa xposmarorpacia 3
YO perexrysarinam
Heaa, o nocrasnmerses CepesiHe sHaucHHA 3 BHpobyBaHn ofopiapocti 157 Mer/nosa

Gyneconina, cepenrc anayerng (10 afo 30 mo3) sHaxommILCs B MeKax 128 - 192
MKr BynecoHify Ha o3y

Hoza, Mo HocrapnseTsen Cepeane 3navcHHA 3 BrmipoGyBan, ogHopinsocrt 4,2 mMrr/Hosa
Popmotepony diymapary auri- {10 aBo 30 noz) snaxomnmsees o Mesax 3,6 - 5.4

APATY, CCPeUse SHAMCHILR MKr Gopmorepony dyMapaTy INFiApaTy Ha KO3Y.

JHoaa, 1[0 AOCTARNAETLCA Hna wowstoro iz 10 inrangropip, micna exopamsis Bigmosinas
{caHopinHicTR) DB0X 103, KitbkicTs Gyzeconiny i dopMoTepony

thyMAPaTY MTIpaTy, e JOCTABIAETECH 3 HACAR-
KH [OTOKOM Nositpa 60 nfxe BHMIPIOWTL Bigmo-
BIAHO IO HABCACHOT HIDkue TABIHUE, OnisowL
Taki KosH 8 inransTepis 1-10:
ImranaTop Hosa Ne
I
2
3
9
30
3
32
58
59
60

0% =) O th £ L) KD

= AD
=]

Lrop5a37?



ASTF&ZGI‘IEC&% Mepexnan, 3 aHFNITICHKOT MOBI Ha YKPaTHCEKY

AcrpaJeucka AB

Acrpa3cteka AB Crixen Oncpelinmc

SE-151 85 Conepran’e
lffeemnin

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

CEPTHROIKAT AHAJIIY
CUMEIKOPT TYPEYXAJEP

Awvrinmicrs; {60 MeT/d,Snrr

Jizapcuka dopma; nopowok ans imranauiit, osopaunii

¥naxoska: no 60 ko3 B macTHKOBOMY IHFARATOPI; ne 1 iHranzropy E kapro#aii kopobul

Homep cepii
Hara supefimras

XLEB
Upyaens - 2022

Jara zacheenns crpoky npsaatiecri  Jlneronan - 2024

Kpaina-ismoprep

DIHIPOBYBAHHAIMETO IHIA

Jpsa, o NpeICTABNANA YRCT
KAMI MAROIO PO3MIpY

Jioza, Ine NpCRCTARIEH UACTRAMI
MIUIOTO pozMipy Gyneconimy

Joza, 1o npeAcTanicHa SacTKAMIL
Manoro posMipy dopyorcpony

Mixpobiosoriyns uneroTa

Vipaing
KPATEPT NPHIHHATTSI

BHMOrI BIKOHYIOTESH, AKIO f7Is OYIE-AK0T 4 AXTHREIR
pedonma He Bitswre Hixe [ iz 10 zraucHs RIORETL 22 Me-
7 £ 25 % Bilt cepeORBOTO 3HAMCHILY, 1 HI 0FHE I3 3HAYCHE
Ee BHXOAHTE 32 Meki = 35 % nin cepenHboro snaueHs,

Bararocrynizuatiit pinsmunit ivmiemsep Ta BEPX/VO

Kineiere GyHccodiny Ha N0y CENANACTECS 3 YACTOK 3
GCPOFHMHAMIYAKM LIEMETPOM MeHIDe 5 MM, RMKOpHCTO-
Bytount GaraTocryminuacntl pifuisnii imoingkep npa
moToxi nopitpa 60 w/xe (BHnpoGoRyIoTE cyminr 3 10 mep-
WHX 03, MiCHA CKHAAHHA 2 7103, OGTHCNIOTL Cepelie
SRAYSHHA JUIN 3 IHTANsTOpiE).

64-101 amrinoza.

Kinekicts ¢opmorepona ¢ymapara anrigpara H1 JIo3y
CKHAMAETECH 3 HACTOK 3 acpomuHamianHM ZiaaeTpoM
MCHIIC ¥ MKM, BHKOPHCTOBYIOWII Gararocrynimtacruit
pignesnit ivmimmrep npo poroul nosivpa 60 a/xe
{sunpoGorytors cyMinr z 10 neptnex o3, Mmens CKHAAHES
2 fo3, OGYHCHIOIOTE cepefHE  shadenMHs i 3
inrangropin), 1.5-2.7 smr/nosa

€sp, Dapm.

Teet HPOBRORUTHEA LT ROKHOT Becsrol cepii.

Bixtnosinae sumoram Epp, Sapu (Saranphuit psicr Tee-
TY10Th Ha moHaitvenmze 10 SHramaropax).

Jinst 3araneHol ximbkocri acpoGanx MikpoGis Ta saraneact
CYMApHOT KITEROCT] APHIUDKOBHX T8 IRiACEUX TpHEiB

PE3YALTAT

092 mur/nosa

2.3 mrr/nosa

He recrysanocs

Crop6z7



ASTTHZEHE‘C&% Mepeknan 3 aHriRcLKOT MOBY HA YKPATHOLKY

Actpa3ereka AB

Acrtpa3enera AB Ceinen Onepeiinnic
SE-151 85 Conepran’e

IHseuia

Ten. +46 (¥)3 553 260 00
Daxe +46 (0)8 552 544 80

CEPTH®IKAT AHAMIY
CHMBIKOPT TY¥YPEYXAJIEP

Arrinpicrs: 160 MrO/, MK
Jliraperra dopua: popoLox Ailg igranauiit, Jososamei

¥naxopra: no 60 103 B nmacTHxoBoMY aranaropi; no I frransropy » kapTonmEilt Ropodni

Hoatep cephi XLEBB

Jara supobwwurss Ipyners - 2022
Aara sacivuennd erpoxy npnaaraecri  JIneronan - 2024
Kpaina-nmoprep VKpaTHa

Komewrrapi Kpatna goxomaenns: Dsenin
Pecerpantittie nocainvrennn: UA/S433/01/02

Wopaynamet FLIKY, YIAKOBKA, KONTPOIL AKOCT T BIIYCK cepiit
Acrpa3enera AB

thopexapraran 18

15185 Conmepran’e

Hipeuin

Cepradixay GMP Ne 5.9.1.2022-019455

Jiwenais wa pupotunree Ne 5.9,1-2022-019455

HAanumM MiNTBepRIYETLEA, N0 BINNSBKaIAHA InhopMantis ¢ nocToBipHOK | npasimmHoio, Nawa cepia Byna
BAFOTOBNEHA KA BHULCBKA3AHI BupofHuYiil mingmi, prmoUEIONH YNAKODKY/MAPKYRAHHE § KORTPONS
aKocTi, B nopHii signosimnocti 3 sumorami GMP micuesore PeryastopHol oprany i coensdizarisym
peecrpaiitaoro esigourma kpafum - imnoprepa. Cepifine BUpOGHIIITEG TA NPOTOXOMK aHANISY Nepenipe-
Hi | BCTRHORIEHD, O BORH BiflFIOBIAAIOTE BUMOTrEM GMP,

Peectpanifine crizouTro rukAIOac nocTansy b QiHAsHAIG, YTopiunHy

Kinexictn: 48 862 yn. '
Tlignne; idnye Hata nixnncy: B4 moniozo 2023
Iv'g: Mepia Taren
Yropnosarena 0006 srinno sumvor Oupexrnen 2001/83/6€C
Bimyer exnancHo: Bvopu Bacpsaren Vnoesorasxea ocoba
Yrnosuosaxena ocola arigxo sunor Jupextinu 2001/83/6C
Bimyieno; 20 ciaun 2023

Crop7s7
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