Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
08.05.2025 Ne 782

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocmignuka miis okpenizymady (RO4964913, Ocrevus®), Bepcis 23 Big JucTOIana
2024 p.; OnuryBansaruk PROMISnq PFMS—15a Bepcis 2.0 Bix 07 Gepes3ns 2024 p., yKpaiHCHKOO
MOBOI0; 3MiHa Ha3BH MicClisl POBEICHHS KJIIHIYHOIO BUTPOOYBAHHS !

BYJIO CTAJIO
mikap 3axapona JLA. nikap 3axaposa JIL.A.
HepxaBHa yCTaHOBa «Ykpaincekuii | Jlep:xaBHa yCTaHOBa «YKpaiHCBKUUI

JNEp>KaBHUNH  HAYKOBO-IOCHITHUM  IHCTUTYT | JepXKaBHUN  HAyKOBO-JOCTHIAHHA  1HCTUTYT
MEINKO-COIIaIbHUX Tpo0JeM IHBANITHOCTI | MEIUKO-COLIaJbHUX TMPOOJIEM I1HBaJiAHOCTI
MinicTepcTBa OXOpPOHHU 370pOB’sl YKpaiHw», | MiHiCTepcTBa OXOpOHH 310pOB’st YKpaiHmn»,
HEBPOJIOTIYHE eKCIIepPTHO-peadimiTamiifHe | BIUTUICHHS HEBpoJiorii Ta peabimitamii 3
BiIIIIeHHS, M. JIHIpO Ilentpom Teparmii 60:r0, M. JIHImpo

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 2072 Bix 10.12.2024

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«Binkpute, OaraToleHTpOBE, AOAATKOBE JAOCIIIPKEHHS s OLIHKA CHPUHHATTA Mal[ieHTOM
(hI3UYHOTO BIUTMBY PO3CITHOTO CKJIEPO3y Ta HAJAHHS TOJAJIBIIOrO JIOCTYIY J0 OKpenizyMaly
NaIlieHTaM 3 PO3CITHUM CKJIEPO30M, sIKi paHille Opaiu ydacTb Y JOCIIJKEHHSX, CIIOHCOPOBAHUX
koMmnaHiero «Jlxenentex» Ta/adbo «®.Xodpdpmann-JIs Pour JITay» Ta, siki HE MarOTh TOCTYITHOCTI J10
IIporpamMu JOCTYIY MiCisl KIiHIYHOro BUMIpoOyBaHHs», MN45053, Bepcis 4 Bix 22 xoBTHs 2024 p.

3asiBHUK, KpaiHa

ToBapucTBo 3 00MekeHO010 BiANOBIAANBHICTIO «Pom Ykpaina»

CnoHcop, KpaiHa

®.Xodbdpmann-JIs Pour JIta, [seiuapis

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)



JonaTok 2

10 Haka3zy MiHicTepcTBa OXOPOHU 30POB’ s
Vxpainu «IIpo 3aTBepKEeHHS CYyTTEBUX
MIOTIPABOK JI0 TPOTOKOJIIB KIHIYHUX
BUIIPOOYBAaHbB

08.05.2025 Ne 782

InenTudikaist CyTTEBOI MOMPABKU

20321 Indopmariitamii tuct Ta popma inpopmosanoi 3roau Bepceis 1.0 Bix 24 Gepesns 2025 p. ans
VYkpaiau ykpaiHChKOIO MOBOIO ISl YYACHUKIB, siKi Opanu y4dacTh B gociimkeHHi 21140 ARANOTE
Ha 0a3i ocHoBHOI Bepcii IHpopmamiitHoro nucra ta ¢popmu iHpopmoBanoi 3roau Bepcis 1.0 Big
03 Oepe3nst 2025 p. nmns ydacHWKiB, siki Opamm ydacte B jgociimkenni 21140 ARANOTE;
[TomoBkeHHSI TEPMiHY TPHUBAJIOCTI KIIHIYHOTO BHIIPOOYyBaHHS B Ykpaini mo 26 uepBHsa 2028;
3anmyuyeHHs JOAATKOBOTO MICLS TPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHS:

No I1.1.B. BiAMOBIMAIEHOTO JOCITITHUKA
/11 HasBa Mmiciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | nupexTop ITapamonor B.B.
Komynanbae Hexomepiiiiine mignpueMcTBo «KIliHIYHMN LEHTP OHKOJIOTii, remMarToorii,
TPaHCILIAHTOJIOT11 Ta MajxiaTuBHOI TonoMoru Yepkacbkoi o0macHo1 paany», Bigain yposortii,
Hedpoiorii Ta TpaHCIUTaHTAaIil HUPKH, M. Yepkacu
3mina BianoBiganbHOro AOCHIIHUKA B MICLII TPOBEAEHHS KIIHIYHOTO BUIPOOYBaHHS !

BYJIO CTAJIO
k.M.H. Kocroxno M.O. J.M.H., mpo¢. I'puropenko B.M.
HepxaBna ycraHoBa «lHcTUTyT Yyposorii | lepxaBHa ycraHoBa «lHcTUTYyT Yyposnorii
IMeH1 aKaJaeMika 0.9. BoszianoBa | iMeHi akajJeMika 0.]. Bo3sianona
HamionaneHoi  akagemii  MeanmuHux Hayk | HamionampHOT —akagemii  MEIMYHHUX  HAyK
VYkpainu», BiAAin1 BiIHOBHOI ypounorii Ta | YKpaiHw», BiAALA BiTHOBHOI ypomorii Ta
HOBITHIX TeXHOJOTiH, M. KniB HOBITHIX TeXHOJIOTiH, M. KuiB

Howmep Ta nata nakazy MO3 npo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«Bigkpure, OHOTPYIOBE, MOJAATKOBE JOCTIKEHHS JJisi 3a0€3TMEeUeHHs MPOJIOBKEHHS JIKYBaHHS
JapoJlyTaMiJioM TMAaIlieHTIiB, SKi OylM BKJIIOYEHI y TOMEpeaHi AOCTiKeHHS KommaHii baiiepy,
BAY 1841788/ 20321, Bepcis 2.0 3 inTerposanoto nonpaskoro 1 Big 07 sxoBTHs 2022 p.




MPOJOBXKEHHS J0/1aTKa 2

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

CnoHcop, KpaiHa

baitep Koncbromep Kep AT, llIBetinapis

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS

Ouaekcanap 'PIHEHKO

(migmuc)

(Bnacue im’st [TIPI3BUILIE)




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
08.05.2025 Ne 782

InenTudikariist CyTTeBOI MOMPaBKU

[TonoBxeHHS TEpMiHY NMPOBEACHHS KJIIHIYHOTO BUNIPOoOyBaHHs B YKpaiHi 10 31 rpynus 2027 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 621 Bin 24.09.2015

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBane, Iane00-KOHTPOJIbLOBAHE, TMOJBIMHE Ccliille, KIIIHIYHE MOCHDKeHHS 3 ¢dazu
npenapary AmnanyTamia B TO€IHAHHI 3 aHAPOTEHHOI nenpuBaniiiHoio tepamiero (ALT) y
nopiBHsHHI 3 A/IT y narieHTiB 3 METaCTaTHYHUM TOPMOH-YYTJIMBUM PAKOM IEPEIMIXypOBOi 3aJ1031
(mMHNPC)», 56021927PCR3002, 3 Amendment 5 Big 16.03.2020 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIANOBIJIAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOVYUIMENTC YKPATHA» (TOB «®PA YKPATHAY)

CnoHncop, kpaiHa

«IHCCEH ®APMANEBTHUKA HB», benbris

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jonmatok 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
08.05.2025 No 782
InenTudikaris cyTTeBoi monpaBky | 3MiHa Ha3BU MICLS IPOBEJACHHS BUIPOOYBaHHS:
BYJIO CTAJIO
n.M.H., mpod. [llepuyk C.B. n.M.H., mpod. leBuyk C.B.
KniHika  HayKOBO-IOCHIAHOTO  IHCTUTYTY | YHIBEPCHUTETChKA  JIIKapHS  BiHHHMIIBKOTO
peaObimiTalii oci0 3 iHBaNIAHICTIO (HABYAJIbHO- | HAI[IOHAILHOTO  MEAUYHOTO  YHIBEPCHUTETY
HAYKOBO-JTIKyBaJIbHUN komruiekc) | im. M.I. TluporoBa, TepaneBTHYHE BiIIICHHS,
BiHHMIIBKOTO ~ HAI[IOHATBHOTO  MEAMYHOTO | BiHHUIIBKHIA HaI[lOHATTbHUI MeAUYHUN
yHiBepcutrery im. M.I. Iluporoma, Bimamin | yniBepcurer im. M.I. Iluporosa, kadenpa
Teparii Ta KITIHIYHOT peBMATOJIOrl, | BHYTPIIHbOI MeAuIIMHNA Ne2, M. BiHHUIISA
pPEBMATOJIOTIYHE  BULIIICHHS, BIHHUIBKHAN
HAI[lOHAJTLHUN MeAUYHUN YHIBEPCUTET

im. M.I. Iluporoma, kadempa BHYTpPIIIHBOT
Megunuau Ne2, M. Binuuis

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1773 Bix 20.08.2021

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«bararoneHTpoBe, paHI0Mi30BaHe, MOABIIHE crine, MmIane00-KOHTPOIbOBaHe JOCTiKeHHs hasu 3
JUTSL OIIHKK €(EKTUBHOCTI Ta O€3MeYHOCTI MIAIIKIPHOTO BBEIEHHS aHipporaymaldy I0pocium
MaIie€HTaM 3 CHCTEMHUM 4epBOHUM BoBuakom», D3465C00001, sepcis 4.0 Big 14 uepsHs 2023 poky

3asiBHUK, KpaiHa

[TinmpuemctBo 3 100% 1HO3eMHOIO 1HBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(minmc)

(Bnacue im’st [TIPI3BULLLE)




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
08.05.2025 Ne 782

Inentudikariist CyTTEBOI MOMPaBKU

301IbIIeHHS TEPMiHY IPHUIATHOCTI JTOCHIKYBAHOTO JiiKapchkoro 3aco0y Capymapu6 (Saruparib,
AZD5305) 5 mr 3 48 MicsniB 10 54 MicsiiB; 30UTIICHHS TEPMIHY MPUIATHOCTI JOCIIIKYBaHOTO
nikapcbkoro 3aco0y Capymnapu6 (Saruparib, AZDS5305) 20 mMr 3 48 wmicamiB g0 54 MicsiB;
OmnosiieHHst po3aumiB  Jlocke mOCHIIKYBaHOTO Jlikapchkoro 3aco0y Saruparib (AZDS5305)
aHrmificekor0 MoBowo: Beryn Jlocke mocmipkyBaHOTro Jlikapebkoro 3aco0y Saruparib (AZDS5305),
Bepcis Big Oepesns 2025 poky; P.8.1 Koporkuii onuc cTabiIbHOCTI TOCTIIKYBaHOTO JTIKapCHKOTO
3aco0y AZD5305, TaGneTku, BKpUTI IJTIBKOBOIO 000J10HKOM0, Bepeis 12.0 Big 14 mororo 2025 poky;
P.8.1 BucHOBOK 1mI0A0 CTaOUIBHOCTI TOCIIIKYBAHOTO JiKapchkoro 3acody AZDS5305, Tabnerkw,
BKpUTI TUIIBKOBOIO 00o0NoHKOIO, Bepcis 12.0 Big 19 mororo 2025 poxy; P.8.3 [ani momo
CTaOLIBHOCTI JOCHIKYBAHOTO JiKapchkoro 3acod0y AZDS5305, TaGneTku, BKpPHUTI IUTIBKOBOIO
o6ononkoro, Bepcis 12.0 Big 19 moToro 2025 poky

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1469 Bix 21.08.2024

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«MonynpHa (a3za I/Ila, BimkpuTe OaraTroleHTpOBE JOCHI/KEHHS IS OI[HKKA Oe3meKH,
MIEPEeHOCUMOCTI, apMaKOKIHETHKH, (hapMaKoIMHAMIKU Ta MONEePeaHbOI €EeKTUBHOCTI 3pOCTAIOUNX
103 AZDS5305, sk MoHOTepamii Ta B KOMOiHAIii 3 NPOTUIMYXJIMHHUMHU 3ac00aMM y TAIIEHTIB 3
MPOrPECYOYUMH COJIIIHUMHU 370siKicHUMU HOBOYTBOpeHHsMH (PETRA)», D9720C00001, Bepcis
12.0, monpaska 11.0 Bix 16 cepnnst 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
08.05.2025 Ne 782
InenTudikaris cyTTeBoi monpaBky | 3MiHa Ha3BU MICLS IPOBEJACHHS BUIPOOYBaHHS:
BYJIO CTAJIO
I.M.H., pod., 3aB. kad. [lleBuyk C.B. n.M.H., mpod. leBuyk C.B.

Kninika  HaykoBo-mocnmiHOTO — IHCTHTYTY | YHIBEPCHTETChKA  JIIKapHS  BiHHHMIIBKOTO
peaObimiTarii oci0 3 iHBaNIAHICTIO (HaBYAJIbHO- | HAI[IOHAILHOTO  MEAUYHOTO  YHIBEPCHUTETY

HAYKOBO-JTIKyBaJIbHUN komruiekc) | iMm. M.I. Tluporosa, TeparneBTHYHE BiIiICHHS,
BiHHMIIPKOTO  HAIlOHAJIBHOTO  MEAWYHOTO | BiHHMIBKUIA HalliOHAIbHUH MEIUYHUHI
YHIBEpCUTETY im. M.L [Muporona, | yaiepcurer im. M.I. Iluporoma, kadempa
TepaneBTUYHE BiIIJIEHHS, Binaunpkuil | BHYTpiHb0i MeauHu Ne2, M. BiHHUIIS
HaIllOHAJIbHUH MeAUYHUN YHIBEpCHTET

iMm. M.L. Tluporosa, kadeapa BHYTpPIIIHBOT
Mmegunyan Ne2, M. Binuuis

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 641 Bin 16.04.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBaHe, TMOjBIHE ciine, OaraTouneHTpoBe nocuipkeHHs dazu Il gas  omiaku
JIOBFOCTPOKOBOI €(peKTHUBHOCTI Ta Oe3neuHocTi npenapary ABX464 npu 3actocyBaHHi B 1031 25 Mr
a6o 50 mr oauH pa3 Ha 100y SK NIATPUMYBAIbHOI Teparlii B MAlI€HTIB 13 aKTUBHUM BHPA3KOBUM
KOJIITOM BiJ] CEpPEAHbOTO J0 TSXKKOTO CTymneHs TshKkocTy, ABX464-107, Bepcis 5.0 Bix 10 kBiTHS
2024 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO 1IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

ABIVAX, ®panitis

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
08.05.2025 Ne 782

Inentudikariist CyTTEBOI MOMPaBKU

Omnogsnena bpomypa nociigauka o npenapary Olaparib (AZD2281, KU-0059436), Bepcis 24.0 Big
05 6epesns 2025 poky, aHrmiichbkor0 MOBOIO; OHoBIeHMI Po3min 2.3 Kiiniune BUMpoOyBaHHS Ta
MOTIEPEIHIH TOCBIJT 3aCTOCYBaHHS Ha JTIOAX (KITiHIYHA GapMaKosIoris, KiiHigyHa hapMaKOKiHETHKA,
3aCTOCYBaHHS Ha JIIOJISX Ta CITIBBITHOUICHHS pU3UK/KOPUCTH) Jl0Che Ha TOCHIKYBaHUH JTIKapChKUIH
3aci0 Omamapu6 (Olaparib, AZD2281, KU-0059436), Bepcis 23 Big 05 OGepesnst 2025 poky,
AHTITIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, MojBiiiHE ciire, Tane00-KoHTpoaboBane, nociimkenns 111 dhasu miarpumyrodoi
MoHoTeparii onanapuoom y yuacuukis 3 BRCA Wild Type posnoscromkennm (FIGO crazis II-1V)
CEpO3HUM ab0 €HJIOMETPIOTTHUM PaKOM SEYHUKIB BUCOKOTO CTYTICHIO 37I0SIKICHOCTI TICHIS BiJIMOBI I
Ha CTaHIApTHY IUIATHHOBMICHY Ximiorepamito mepmoi minii (MONO-OLAL)», D9319C00001,
Bepcis 2.0 Big 09 ceprias 2023 p.

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb
08.05.2025 Ne 782

Inentudikariist CyTTEBOI MOMPaBKU

Onognena Opomrypa gociigauka o npenapary To3zopakimab (Tozorakimab MEDI3506), Bepcis 6.1
Bix 16 cepnust 2024 poky aHTIIMCHKOI0 MOBOIO; 3MiHa KOHTaKkTHOI ocobu CroHcopa KIIHIYHOTO
BUIIPOOYBaHHS:

BYJIO CTAJIO
[1.I.b. konTakTHOT 0OcoOu: Anna Tinnerberg I1.Lb. xontakTHOi ocobu: Hayley West
Micue3Haxo/pKkeHHST I0puarndHol ocobu/Micue | Miclie3HaXxOMKeHHs IOPUIANYHOI ocoOu/Micie
npoxuBaHHs (izuuHoi ocobu: SE-151 85 | npoxuBanus ¢izuunoi ocobu: SE-151 85

Sodertélje, Sweden Sodertilje, Sweden

KonrakTauii Tenedon: +46730691397 Konraktauii Tenedon: +0044 7876398360
daxc: +46730691397 daxc: -

Anpeca €JIEKTPOHHOT nomTu: | Aapeca €JIEKTPOHHOT MOLITH:
anna.tinnerberg@astrazeneca.com hayley.west@astrazeneca.com

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1598 Bix 17.09.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBaHe, 6araToleHTPOBE, MOBIHHE CIIile, TPUBAJIOTO MPUIOMY, B MapajleIbHUX TPYIax,
iane6o-koHTponboBane gociikeHHs 11 ¢as3u ominku epekTHBHOCTI Ta Oe3neku To3opakimMaly
JUISL YYAaCHUKIB 13 CUMIITOMaTUYHUM XPOHIYHUM OOCTPYKTUBHHUM 3aXBOpIOBaHHSAM JiereHb (XO3J)
13 3aroctpenusmu XO3JI B anamue3zi (MIRANDA)», D9180C00012, Bepcis 2.0 Bix 12 yepBHS
2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
08.05.2025 Ne 782

InenTudikamist CyTTe€BOI MOMPABKU

Honarox UA-1 mis Ykpainu 10 MpOTOKOIY KIIiHIYHOTO BUIpoOyBaHHs, Bepcis 1.0 Bix 24 moToro
2025 poky aHrIiichbko0 MoBow; OHOBIeHa Opoirypa AOCTigHUKA 1O mpermapary bakcapocrar
(Baxdrostat), Bepcis 7.0 Bim 17 mrotoro 2025 poky aHriiiicbkolo MoBow0; IH(opmaris mpo
JOCITiDKeHH Ta hopma iHDopMoBaHOT 3ToAH, IoKaibHa Bepcis Homep 3.0 Big 07 6epesnst 2025 poky
st YKpaiHu yKpaTHChKOI MOBOIO Ha ocHOBI Mactep Bepcii Homep 3.0 Bix 24 mortoro 2025 poky;
3amyueHHsl HEIOCIHIKYBaHOro Jikapcbkoro 3aco0y Jlokenma (Lokelma), moporok mist opanbHoT
cycriensii 5 r, BupoOHHMKHU: AstraZeneca AB, Gartunavagen, Sodertalje, 152 57, Sweden;
AndersonBrecon Inc., 4545 Assembly Drive, Rockford, Illinois (IL) 61109, United States (USA);
3anydeHHsT HeOCIKYBaHOTO JTiKapchkoro 3aco0y Jlokenmma (Lokelma), mopormok st opaibHOT
cycriensii 10 r , BupoOHuku: AstraZeneca AB, Gartunavagen, Sodertalje, 152 57, Sweden;
AstraZeneca Pharmaceuticals LP, 587 Old Baltimore Pike, Newark, Delaware (DE) 19702, United
States (USA); KopoTka xapakTepuctuka nikapcbkoro 3aco0y Jlokenma (Lokelma), mopomok st
opaneHoOi cycnensii 5 r ta 10 r, Bepcis Bix 6epe3ns 2025p., mepexaj yKpaiHChKO MOBOIO; JIMCTOK-
BKuiagka: [ndopmanis ans nanienta Jlokenma (Lokelma), mopomiok st opanbHOI cycneHsii 5 r ta
10 1, Bepcis Big Oepesns 2025p., mepeknan yKpaiHCbKO MoOBO; CrHpolleHe MapKyBaHHS IS
HeJOCTIKyBaHoTo Jikapchkoro 3aco0y Jlokenma (Lokelma) 5 r ta 10 r, Bepcis Big 26 Gepe3Hs
2025 poky

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1904 Bix 13.11.2024 y penaxuii Hakazy MO3 Vkpainu Ne 1941 Bix 19.11.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«PangomizoBaHe, MOJBIMHE Clline, Tu1anedo0 KOHTPOJIbOBaHE, KEPOBaHE MOIISIMHU, JOCTIHKeHHS (pa3u
3 nns ouiHkM edeKkTHBHOCTI, Oe3mekdn Ta NepeHOCMMOcTi bakcapocraty B KomOiHamii 3
Janarmnigno3nHoM nopiBHsAHO uiie 3 Jlanariiguo3nHoM 110,10 HUPKOBUX HACTIAKIB Ta CMEPTHOCTI
BiJl CEpLEBO-CYJMHHHUX 3aXBOPIOBaHb B YYAaCHMKIB 13 XPOHIYHOIO XBOPOOOIO HUPOK 1 BHCOKHUM
KpoB’stHUM THCcKOM», D6972C00002, Bepcis 2.0 Bix 12 nuctonaga 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jonarok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

Inentudikariist CyTTEBOI MOMPaBKU

BUIIPOOYBaHb»
08.05.2025 No 782
BxiroueHHs J0JaTKOBOTO Miclisl TPOBEICHHS KJITHIYHOTO BUITPOOYBaHHS:
No ILLB. BiAMOBiJAIEHOTO AOCITHUKA
/11 HazBa Micuis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | n.m.H., mpod. Yomeii [.B.

KomyHanbHe HekoMmepliiiHEe MiANPHEMCTBO «YXKTropoichbka Michbka OaraTornpodiibHa
KIIIHIYHA JIIKapHsI» YKTOPOACHKOI MICHKOI pajau, TeparneBTUYHE BiIIICHHs, JlepkaBHUA
BUIIMI HaBYABHHUIA 3aKiaj] «YKrOpOJIChKUHN HAIOHAIBHUI YHIBEpCUTET», Kadenpa
Tepanii Ta CiMeHOT MEJIMIIMHU, M. YKTOpoa

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2012 Bix 03.12.2024

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«PangomizoBane, 1maaned0-KOHTPOJILOBAHE, MOJBIMHE CIINE KIHIYHE AOCTIDKeHHS 3 da3zu s
OLIIHKM eeKTUBHOCTI Ta Oe3neku MosHymnipaBipy (MK-4482) y HerocmitanaizoBaHUX JOPOCIHX 13
COVID-19 3 BuCOKHM pU3HUKOM IIporpecyBaHHs XBopoom», MK-4482-023, Bepcis 00 Big 27 ceprHs
2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

TOB Mepk lapn ean Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



