Actpalenera HOK Jimiren

Cink Poax Binec ITapk, Maxkncding, Wewnp, Benuca Bpuvanin, SKI10 ZNA,

T. +44 (0)1625 582828 Dacc +44 (0) 1625 422266 astrazeneca.com

CEPTU®HKAT AHAJII3Y

@OPKCIT A 10 mr, 30 TabneTok

(BKpHTI NIiBKOBOIO 06010HK010 TA0METKH, aKTHBHICTIO 10 MI)

10 TaGnerok y 6aicrepi, no 3 Guicrepa B kapToHHiii kopo6ui

AxTHBHa pevosnna: Nanarmidaoznn (10 Mr ganarnipaosuny)

Cepin

Hara supoSannrea

Crpox npugaTHOCTI

Homep nitensii Ha BHpoGuaNTBO
Homep peecrpaniiinoro nocsinuenns

BUTTPORYBAHHA

Onue (Bisyansuuii ananis)

Inenrugixania (I4 - MINB)

InenTndikauin (BEPX)

Kinnkicre usnavenna (BEPX)

OguopiamicTh fo3oBanux oananus (BEPX)

Posnaganna Tabneror

Bona (Kapa ®imep)

RS493

11 rpyansa 2020

30 mmcTronana 2023
17901
UA/13302/01/02

KPUTEPII IPHAHATHOCTI

JoBTi, apoonykni taGneTku pomBoBuHOT
$OPMH, BKpHTI IUIBKOBOIO OGONOHKOW, 3
rpasitoBanHAM 10 3 ogHoro Goky i 1428 3
introro Goky.

Criektp BHNpPOBYBaHOrO POIUHHY MOBHHEH
BLANOBIZATH  CMEKTPY  CTAHAAPTHOMD
PO3UHHY.

Hac yTpuMyBaHHA OCHOBHOTO mMika Ha
XpoMaTorpami  BUNPOOYBAHOTO POIYHHY
NOBHHEH BiNOBIOATH Yacy YTpUMYBaHHs
miKy Ha XpoMaTorpaMi CTaHOAPTHOrO
po34nHy.

90,0-110,0 % ein HoMinanEHOL
KLNBKOCTI

[ToBuHeH BigMOBiAaTH TapMOHisOBaHIM
BuMoram (CLLIA/E€rp. api/AncoHiil

< 12 XB (3 BHKOPHCTAIKAM OHCKIR T
auetatHomy Oydepi, pH 5.4)

=54 %

= EJOUSZRASY

PEIYJOLTAT

Binnosinae

Bianosinae

Bignoeigae

98.,5% Big HOMIHANBHO!
KiILKOCTI

Bianogigae

4 xB

3.1 %

crop 1 3 2



Actpaicnexa KOK Jimirey _
Ciax Poaa Biznec Hapx, Makxncdia, Uemnp, Beauna Bparanin, SK10 2NA,
T. +44 (031625 582828 dvawce +44 (0) 1625 422266 astrazeneca.com

CEPTHOQHUHKAT AHANMI3Y

OOPKCIT A 10 mr, 30 Tabnerox
(BKpHTI MTiBKOBOIO 060.10HKOI0 TabeTkH, AKTHBRICTIO 10 MT)
10 raGnerok y Gaicrepi, no 3 GuricTepa » kapTonmiik KopoGui
AxtusHa pewopana: Manarnidpnosnn (10 mr Aanariigo3nny)

Cepin RS493

Hata Bnpo6aunrsa 11 rpyana 2020

Crpox npuaaTnocti 30 smmcTonana 2023

Homep ninensil na sapoSuanTso 17901

Homep peectpanitinoro nocsiguenns UA/13302/01/02

BUITPOBYBAHHSI KPHTEPI IPHAHHATHOCTI PE3YJIBTAT

Kpaisa noxomxenns: CLIA

Bapo6rax “in-bulk”: Actpa3enexa Oapmacsiotuxanc JIIT, CLIA, 4601 Xaityeii 62 let, Maynt Bepuon, IN,
47620, CILIA
1825662; 938368834
BupoGuux, sinnositannunii 3a KOATPoL AKOCT:
Actpa3eHeka AB
Dopckapraran 18 ta lepryHeseren
Conepran’e, 1lIseuin
15185
3.9.1-2017-050157

BupoGnuk, pinnosinansunii 3a HEPBHHHY Ta BTOPHHHY YNaKOBKY, BHIYCK cepil:
Actpa3enexa YOK Jlimiten, Cink Poan Bisuec Mapk,
Makicieding, SK10 2NA, Bensixa Bpurawis
MIA:UK MIA 17501
GMP Certificate Number: UK MIA 17901 Insp GMP 17901/10117-0039

Kinbkicrs: 53 714 ynakopok

HAata BEmycKy cepil: 26 xsitg 2021

Hauum miaTBepIKyeTHCH, 110 BHILEBKA3AHA iH(OpMALiT € ZOCTORIPHCIO | MpaBHIIBHO, Hana cepia Gyna surorosne-
Ha, BIOYAKOMH yNakoBKY/MapKyBaHHA | KOHTPONb SX0¢T!, 8 NOREN BiANOBiAHOCTI 3 BHMOramu GMP JOKANEHOTO

PEryAATOPHOIO OpraMy Ta 3riiHo cneungikauii peectpaniliHoro focse KpaiHH iMnoprepa, Cepiiine BHPOGHHLTEO Ta
NMPOTOKONH aHAMI3Y NepesipeHi i BCTAHOBNEHO, 110 BOHH BiANOBIAAI0TH BHMOTaM GMP.

Bunyueno {minmuc/ Jara: 02 qeppus 2021
@in C.X. Hesic, Menemxep 3 3a6eaneucnns akocri, Actpa3enexa
VroeHosakeHa ocoba
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JEPXJIIKCITYKBA
JEPKABHA CJIYXKFBA 3 JIKAPChbKHX 3ACOBIB TA KOHTPO.IIO 3A
: HAPKOTHKAMH
Y THINPONETPOBCHKINA OBJIACTI

Huinpo, nn.Cobopna,4, x. 601-605, 49005, Ten. (066)3454171
E-mail: dIs.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37070665

BHCHOBOK
Npo AKICTE BBe3eHOT0 B YKpainy JiKkapebkoro 3acoly
06.10.2021 No 58316/21/0411
©®OPKCIT A

(nalmenysanHs nikapeskoro 3acofy 3riHO 3 peECTpalifnsM HOCBiIYEHHAM)
TabJeTKH, BKPHUTI IUTiBK0BOI0 060.10HK010, o 10 Mr mo 10 Tabaerok y buicrepi, mo 3
Gaicrepu B KapToOHHIH KopoOmi

(thopma BHmyCKy, 103yBaHHA, BUI NAKYBaHHA NiKAPCHLKOTO 3ac06Y)

Homep peecrpauiiinoro noceimuenns UA/13302/01/02 crpox aii peectpauitinoro noceigwenss 01.01.2099

Cepis nixapcskoro 3acofy Ne RS493 KinskicTs BBe3eHOrO Nikapchkoro 3acoby 9594
BupoGruK Actpa3enexa YOK Jlimiten, Benuka bputanis
(naiivenyRanHa BHpoGHIKa Jikapcskoro 3acoby, kpaiua NOXOMKEHH)
BeeseHo B Ykpainy Tosaprcrso 3 o6mexenoo BianoBixaaenicTio "baJM", inenr. kox:
31816235

(matiMenypanns Ta kox 3a €JIPTIOY opamminof ocobu abo npissuie, iM's, Mo GaTekoBi
Qisuunoi ocobu - nignpuemia, T Miciie MpoXHBAHHA Ta peecrpauiiinmit HoMep obikosoi
KapTKH NMIaTHMKA NOZATKIB a60 cepin Ta HoMep macnopTa)

Ipotoxon pisyanshoro xontpose sin 05.10.2021 Ne 03-01/3294/34.

3a pesynpTaTamMM [JEPXKABHOTO KOHTPOIK) BCTAHOBNEHO, INO Jikapcskudi 3acif BBe3eno B VYkpainy 3

AOTPHMAHHHAM BHMOT 3aKOHOAABCTBA 1070 3a6e3MeYeHHA AKOCTI NiKapCHKHX 3ac0o6iR,
5

e
B.o. navansHuka JlepxaBnol cayx0u 3
JIKapchKHX 3ac00iB T4 KOHTPOJIIO 32
p . TPOJIIO 3 €rop BOJIKOB
HapKOTHKaMmH y JIHIIpOneTpoBChKiii
o0macTi /
(mocanona ocoba oprany AepKaBHOTO KOHTPOIO) (migmuc) (ixinianu ta npissyige)
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NEP)KABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA
Y JHINPONETPOBCBHKIN OBJACTI

Juinpo, nn.CoGopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €JIPTIOY 37070665

BUCHOBOK
npo sikicTe BBe3eHoro B YKpaiHy JikapchKoro 3acoGy
13.07.2023 Ne 35429/23/0411
DOPKCIT'A

(HaliMeHyBaHHS Aikapcekoro 3acoBy s3rinHo 3 peectpauifiHAM MIOCBIAYCHHSAM)
TaGIeTKH, BKPHTI ILTiBKOBOIO 060/10HK010, 10 10 Mr no 10 Tab1eToK y dJicrepi, mo 3 Gaicrepu
B KaApTOHHIH KopoOui

(thopma BUITYCKY, I03YBHHS, BHJI NIAKYBAHHA TiKapcbkoro 3acoly)

Homep peectpauiiinoro nocsinuenns UA/13302/01/02 crpox aif peecTpauiiinoro nocsiaieHns 01.01.2099

Cepis nikapcpkoro sacofy Ne SH313 KiNbkicTs BBE3€HOTO dikapchkoro 3acoby 21194
BupoGHHK Actpa 3eneka IOK Jlimiten, Benuka bputanis
(ualiMenyBaHHsg BUPOCHUKA NikapceKkoro 3ac00y, kpalHa [IOXOJDKEHHA)
BeeseHo B Ykpainy TosapucTBo 3 00MekeHOI0 BiAMoBiaanbHicTIo "Ba/IM", inent. xox:
31816235

(Haﬁmeﬂyaaﬂﬂﬂ ta k01 32 CAPIIOY topuauuHoi ocoGH aGo npisenwe, iM'a, no GarbkoBi BisnHOT
0co0M - mianpHeMus, i micue NPOKHBAHHA Ta pcecmaumnnﬁ HoMep 0071iKOBOT KapTKH [IaTHHKa
nozatkis abo cepia Ta HomMep nacropTa)

MpoTokon Bizyanbnoro kourpoako sin 12.07.2023 Ne 07-01/1989/2.

3a pesynsTaTaMH JACPXKABHOTO KOHTPONKY BCTAHOBJICHO, IO mikapchkui  3aci0 BBeseHO B YKpaiHy 3

AOTPHMAHHSAM BUMOT 3aKOHOJABCTBA LLOJIO 3afe3neueHHs AKOCTI JIKapChKHX 3acobiB.

B. 0. HayansHuKa JlepixaBHoOi cyx6H 3
JTIKApChKMX 3aCODIB Ta KOHTPOJIO 32

. @ €rop BOJIKOB
HapKOTHKAaMH Yy ﬂHalOHGTpOBCLKlI/I
obmacri
! F v % .
(nocanosa ocofa opraiy ACPKaBHOIO KOHTPOIIO) : {nignuc) (imiuianu Ta npizBuwe)
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Mepexkaaa 3 aHIAIRCHKOT MOBM HA YKPATHCLKY

Actpa3enexa HOK Jimiven
Cinx Poan Bhuec Mapk, Magknedinn, Yemup, Beaucs Bpurania, SK10 2NA,
T. +44 (0)1625 582828 Daxe +i4 () 1625 422266 astrazenecd.com

CEPTHDIKAT AHAJII3Y

r EDOUSZRIISY
&

@®OPKCIT'A 10 mr, 30 TaGreTox
(rabneTxkn BKpUTI NAiBKOBOIO 060J10HKOKQ, N0 10 Mr)
no 10 Tabneroxk y Gaicrepi, mo 3 Guicrepu y xapronuiit xopoGui
AxTHeHaa pedoBrua: Janariaiguaosun (1¢ mr nanarnidaosnuy)

Cepia SH313

JarTa sHpoSHANTBA 15 rpyaus 2022

Tepmin DpuAATHOCTI 30 amcronaga 2025

Homep ainensil Ba BHpOOSHUNTBO 17901

Homep peccrpaniiinoro nocpiaMeHAs UA/13302/01/02

BHITPOFYBAHHA KPHUTEPI OPUAHATHOCTI PE3YJBTAT
Onnc (Bisyansaaii ananis) XKoeti, aeoomykni Tabnerkn pomboBunHOi Binnosinae

¢opMH, BKpHTi I1iBKOBOIO OOO/MOHKOIO, 3
rpasitosaiHaM 10 3 omHoro Ooky i 1428 3
inmoro 6oky.

InenTudixaunis (4 - III1B) Cnexktp BunpobyBaHOro posqHHHy noeiHeH Biamosinae
BiANOBIA&TH COICKTPY CTAHAAPTHOrO POIUMHY.

Yac yTpuMyBaHHS OCHOBHOro Tmiky Ha

InenTagikanis (BEPX) XpoMarorpaMi  BURpPOOYBAaHOTO  PO3HMHY Do
' NIOBHHEH BiANOBIJATH Hacy YTPHMYBAaHHA MKy
Ha XpOMATOrpaMi CTaHAaPTHOrO PO34HHY.
Kinnkicae Basnauenns (BEPX) 90,0 - 110,0 % Bin HoMiHanBEHOT 99,8 % Bix HoMiHaNBEHOT
KinbKoCTi KiNnbKOCTI
‘OpnopiaxicTs A030BAAHX OAHBHIL [ToBHHEH BiAMOBIAATH rapMOHI3OBAHHM Bignosiaae
(BEPX) pumMoram (CILIA/Crp.Dapm./Snonil)
Posnagauna tabnerox He Ginpiue 12 xB (3 BHKOpHCTaHHAM JHCKIBB 5 X8
aueratrHoMy Gydepi, pH 5.4)
Bopga (Kapn ®imep) He 6insie 5,4 % 28%

crop 1 3 3



epernaa 3 aHrAIRCHLHOT MOBM Ha YKRAIHCEHY

Acrpalenexa 10K Jlimimea
Clak Poap Bisuec Tapk, Makkneging, Hemap, Beanka Epuranin, SK10 2ZNA,
T, +44 (0)1625 582828 Dawce +44 (0) 1625 422266 astrazenecacom

CEPTH®IKAT AHAJII3Y

QOPKCIT A 10 mr, 30 Tabaerok
(TabneTKR BKPHUTI MIiBKoBoIO 060/M0HKOIO0, N0 10 Mr)
o 10 Ta6ierox y Gaictrepi, no 3 Gricrepu y xaprouuiit kopobui
AxTnBHa pevosuna: Hanaraipaosun (10 mr ganaraipaosuny)

Cepin SH313

JlaTa BHpoOHENTEA 15 rpyans 2022

Tepmin npagaTrOCTI 30 aucronaga 2025

Homep xinen3if #a BEpOOHANTEO 17901

Howmep peccTpaniiiHoro nocsinuenns UA/13302/01/02

BHIIPOBYBAHHS KPHTEPIi NPHHHATHOCTI PE3VJILTAT

Kpaina noxoxxenns: CIIA

Bupo6unk “in-bulk”: Actpa3eneka Qapmacsioruxanc JII1, CIIIA, 4601 Xafiseii 62 lct, MaynT Bepros, IN,
47620, CIIIA
1825662; 938368834

Bapo6rux, sixnosigaasuuit 3a KORTPOIL AKOCTE:
Acrtpa3eneka Ab
Qopcexkapratad 18 Ta ['epryueseren
Copepran’e [lsenisa
15185
5.9.1-2017-050157

Bupobuuk, siAnosigansunii 38 AePERAHY T8 BTOPHHHRY YIAKOBKY, BHOYCK Cepil:

Actpa3eneka FOK Jlimiten, Cink Poaa Biznec Mapk,

Maxkxncding, SK10 2NA, Bennka Bputanis

MIA: UK MIA 17901

GMP Ne: 232235408, [nenmudixauitfinuit Homep niznpuemcrsa:3002850317
Kinukiers: 58 050

JaTa BEnycky cepil: 21 ksiTHa 2023

Sl migTBepmKYlO, WO BHILEBKA3aHA iHGOpPMaLia € AocToBipHolo i mpamuieHoto. [JlaHa cepiz Oyna BUrOTOBJICHA,
BK/IIOYAIOMH YTIAKOBKY/MAPKYBaHHS | KOHTPONL SKOCTI Ha BHUICBKa3aHilt Ainaxui(-xax), B MOBHiM BiANOBiAHOCTI 3
gamoraMd GMP [OKanbHOTO PEryASTOPHOTO OpraHy Ta 3rigHo cnenudikaiiif peectpauiffinoro aocke KpaiHH

imnoprepa. Cepifine BupOGHULTBO TA IPOTOKONM aHAI3y NepeBipeni i BCTAHOBIEHO, L0 BOHK BIANOBIAAIOTh BUMOram
GMP,

Bunycw expaneno: din C.X. Jlesic Menemkep rpynH 1a6e3neHeHHA AKOCTI

YnosHopaxkeHa ocoba

cTop 2 = 3
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Nepexnan, 3 aHrATACEKOT MOBYW HA YHPAIHCbRY

3aTBepKCHHA JOKYMEHTY

3aTBepKEHHA 3 CTOPOHM AKOCTi

®in C.X, HOesic

Phil.CH.Davies@astrazeneca.com
23 Tpaana 2023 15:13:29 GMT+H000

crop 3 = 3



JEPYKABHA CJIYAKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM ¥ KHIBCHKIN OBJIACTI

npos. Ceimmuroi Hanii, 3, m.Kuis, 02099, ren/daxe: (044) 363-06-50
E-mail: dls ko@d!s.gov.ua, Kog EAPIIOY 37078774

BUCHOBOK
Hpo AKiCTH BBE3eHOTo B YKpaiHy JiKapchroro 3aco0by

10.10.2023 Ne 49272/23/10

DOPKCIT A

(maliMeHyBAFTA SiKAPCHKOrD 3200y 3riXHO 3 peECTPariiEUM TIOCBIAeHHANM)
TabneTkH, BKPHTI IWTiBKoBoI0 060J10HK00, N0 10 Mr; o 10 TabneTox y oaicrepi; mo 3
Gaicrepn y kapTonHiil kopofui

(opMa BIEIYCKY, AOIYBAHNT, BHI NAKYBAHNA AixapCrkoro 3acoby)

Howmep peectpartiitrioro nocsipvestin UA/13302/01/02 crpox xii peectpanifinoro nocnindensa 01.01.2099

Cepix nixapcskoro 3acofy Ne SJ999 Kinsxicts BReedoro mkapesxoro sacoby 3330
Bupobhux Acrpa3enexa IOK Jlimiten, Bemixa Bpurasis
(BaiiMcHyBasnks aipofHuKa JiKapcEKoro 3acoly, kpaida TIOXOMKEHHS)
Baeseno 3 Yipainy Crifbie yKpaiHCHKO-eCTOHCHKE MIIBPHEMETEO Y (opmi TOBAPHCTBA
3 ofMexenolo BixnoBigaasnicTo "OnriMa-Papm, JITH", inent. xox:
21642228

(Hafiveuysanua T koj 3a €JIPTIOY opmmanel ocoGH 260 npiapnme; ', 1o Garsrori Gizirnol
ccobH - marpHeM, §i Mictle MPoXIBasH Ta peccTpaniinii HoMep ofnikoBol KapTXH TIATHHKD
ROAATKIB afio cepin T HOMEp nacmopTa)

HpoToxea sisyarsroro xonrponio six 06.10.2023 Ne 3157/20.

3a pesynETataMH JEPAABHOTO KOHIPOMIO BCTAHOBALHO, IO nikapepkuit  3aci6  pReseHo B YKpaiHy 3
HOTPHMAHHAM BIMOT 3aKOHOAABCTER OO 3abeanene s sxocTl JRapesKuX 3ac06is.




Acrpaleneka 0K Jlivitea

Mepexnag 3 aHrAiRCsEKOT MOBY Ha YKpaTHCbKy

Chnx Poan Bizaec Iapk, Makka eipisur, Yenanp, Bermnca Gpuranin, SK10 2NA,
T. +44 (0)1625 582828 Paxc +44 (0) 1625 422266 astrazencea.com

CEPTH®DIKAT AHAJII3Y

DOPKCITA 10 mr, 30 Tabaerok

(rabaeTkn BKpUTI NIiBKOBOIO 0060:10HK00, MO 10 M)

no 10 rabrerok y Guicrepi, mo 3 G.ricrepn y kapronuiii Kopo6igi
AXTHBHA peuoBuna: Janartidurosun (10 mr panaraiguiozuny)

Cepin

Jdara BupoSunnTRa

Tepmin npunarrocTi

Homep aitensii na BHpPOOURUTEO
Homep peecrpauniitnoro nocsiguenns:

BUTIPOBYBAHHSI

Onnc (Bisyanbuuii anauis)

Inentndikauia (11 - NNB)

Inestudixania (BEPX)

KitekicHe Busnavenun (BEPX)

Ouxnopianicrs gozoBaunx onumums
(BEPX)

Posmagauus rataerox

Boaa (Kapa ®imep)

[ ar SR5YE

SJ999

17 KsiTuna 2023
31 Bepesnsn 2026
17901
UA/13302/01/02

KPATEPII NPHUHATHOCTI

Korri, neoonykmi Tabnerku pomboBraHOT
dopmn, BKpuTi MNIBKOBOKO obonoxkow, 3
rpaiioannaM 10 3 ogmoro Goxy i 1428 2
inworo Goky.

Cnexrp BunpoGysaworo posumsy noeumen
BIANOBIZATH CNIEKTPY CTAHIAPTHOrO PO3YHHY.

YHac  yIpuMyBaHHA OCHOBHOTO niky wa
XpoMaTorpami  BUNpPOGYBAHOTO  pO3UHMHY
NOBHHEH BIATIOBILATH Yacy yTPUMYBaHHS MKy
Ha XpOMAaTorpami CTaHAAPTHOTO PO3HHHY,

20.0 - 110.0 % sim HOMiHaRBHOL
KinpkoCTi

Iloruren signosinaTy FapMOHIZ0BaHUM
BuMoram (CILA/Esp.Papu./Anonii)

< 12 xB (3 BUKOpPUCTAHHAM AUCKIE B
aueratHoMy Oydepi, pH 5.4)

<54 %

S8 O2AF

=7 DaUIZelISY

PE3YJIBTAT

Bianoeimae

Bianorinae

Binnorinae

09.4 % Bix HOMiHANBHOT

KIABKOCTI

Bianosinae

5 xB

3.0%

crop 1 3 3




MNepeknag 3 aHrNiACLKOT MOBK Ha YKpaiHCbKY

Actpalenera IOK Jismiren
Cink Poay Biznec Tlapx, Maxwacding, Yemnp, Bexnea Bpurauis, SKI0 2NA,
T. +44 (071625 582828 Maxc +44 (0) 1625 422266 astrazeneca.com

CEPTH®IKAT AHAJIIZY

DOPKCII'A 10 mr, 30 Tadiaerok
(rabreTku BRpRTI I1iBKOBOI0 060T0OHKOI0, 110 10 MT)
no 10 rabaerox y 6aicrepi, no 3 Gnicrepn Y KapTonmuiit kopo6ui
AxTHBHA pesoBuna: Janarmipaosun (10 Mr ganarniguaosnmy)

Cepia S5J999

Hara BapobumnTea 17 Kitus 2023

Tepmin npugaruocti 31 Bepesna 2026

Homep nitensii ua Bupoduuureo 17901

Homep peectpauniitoro mocsiguenus UA/13302/01/02

BHITPOGYBAHHS KPUTEPI DPUIAHSITHOCTI PE3YJLTAT

Kpaiua noxomxenns: CIIIA

Bupobuuk “in-bulk”: Actpa3eneka GapMackiOTHKANC JIT, CHIA, 4601 Xaitgeit 62 Ier, Maynr Bepron, IN,
47620, CLL1A
1825662; 938368834

Bupobunk, sinnosinansuuii 3a KOHTPO/L AKOCTI;
Actpa3enexa AB
@opckapraras 18 Ta [epryneseren
Cogaepran’e Wsenia
15185
5.9.1-2017-050157

BupoOunk, pianosinans uuii 3a MEPBUHAY T2 BTOPHHHY YNAKOBKY, BHIyCK cepii:
Actpa3enexa FOK Jlimiten, Cink Poaa Biznec IMapx,
Maxxncding, SK10 2NA, Benuka Bpurauis
MIA; UK MIA 17901

GMP Ne: 232235408, Inentndyikariinumit Homep mianpueMctsa: 3002850317
Kinnkicrs: 93 240

Mata Bunycky cepii: 14 Ceprusg 2023
Sl minTeepmkyio, wo BulNeBKasaHa iHopmania € AOCTOBIPHOIO | IPaBHMABHOIW. Hana cepis 6yna murorosmena,
BXITOYAONH TIAKYBAaHHA/MAPKYBaHHs | KOHTPOIb AKOCTI HA BHHIEBKA3AHIii Zinguui{-kax), B noeHil BignosigHocti 3

Bimoramn  GMP  noxanesoro perynatoproro Oprany Ta 3rizmo cneuudixanii peecTpauiiinoro gocee kpaiuu

imnoprepa. Cepiitue BUpoGHULTEO Ta [POTOXOMIM aHANi3y nepeBipeHi i BcTanoBIeHO, 10 BOHM Bi IMOBI/@IOTE BUMOraMm
GMP.

Bunyck cxpaneno: ®in C.X. flepic . Menemxep rpynu sabe3nevuenns axkocTi

crop 2 3 3
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epeknaa 3 aHrikcbkol MOBM Ha YKpaiHChKyY

3aTBEPIKEHHA IOKYMEHTY

3aTBep/UKEHHA 31 CTOPOHM AKOCTI Oin C.X. Hegic

Phil.CH .Davies@astrazeneca.com
08 Bepecns 2023 12:57:09 GMT+0000
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