Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

Onopnienuii mipotokos, Bepcis 3.0 Big 18 keitHa 2023; Indopmaris ans 6aTekiB Ta dopma
indopmoBaHoi 3roau (Ans kpainu) Bifg 10 TpaBHs 2023. KB No: 1199-0378. BICTMS_Bepcis:
PP_06_UKRO5. MoBa_Bepcisi Ta gata: UKRO5_ykpaiHceka Ta pociiicbka_01 (17 tpaBHs 2023);
Indopmariisi Ta ®opma iHpopMOBaHOI 3roAu AJisi HETTOBHOMITHIX BikoM 14-17 pokiB (z/1s1 KpaiHu)
Bif 10 tpaBHa 2023. KB Ne: 1199-0378. BICTMS Bepcisi: PA_04_UKRO06B. Moga_Bepcis Ta
nata: UKRO6B_ykpainceka Ta pociiicbka_01 (17 TtpaBHsa 2023); Indopmanis ta Popma
iHdbopmoBaHOI 3roAu AJis TeAiaTpUYHOrO Talli€eHTa, 110 JOCSTHYB MOBHOJMITTA Tif, yac yd4acTi y
JocnigkeHHi (mys kpainuv) Big 10 TpaBHs 2023. KB No: 1199-0378. BICTMS Bepcisi:
M_06_UKRO06. MoBa_Bepcis Ta gata: UKRO6_ykpaincbka Ta pociticeka _01 (17 TpaBHs 2023)

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2947 Big 30.12.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Bigkpute aOCTiPKEHHS JOBrOTpUBAjOi 0e3MevyHOCTi Ta TMEePeHOCHMMOCTi TMepOopaJbHOTro
3aCTOCYBaHHS HiHTeaHiIOy TPUBaMiCTIO He MeHIlle 2-X POKiB Ha ()OHi CTaH/[apTHOTO JTiKyBaHHS Y
JiTell Ta MiAITKIB 3 K/AiHIUHO 3HauymmMHu (piOpo3yroUrMH iHTEPCTULIMHUMU 3aXBOPIOBAaHHSIMU
nerenb (InPedILD®-ON)», 1199-0378, Bepcis 2.0 Bix 05 ceprins 2022

3asBHUK, KpaiHa

TOB «JIOKYMEJIC» («CIA JIOKYMEJC»), Jlatsis

CrioHCOp, KpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, ABcTpis

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKII

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTEBOI MOMpPaBKU

3MiHa BiZIMOBiIa/IbHOTO OC/TiIHMKA; 3MiHA HAa3B MiCllb TIPOBE/IEHHS K/TiHIYHOTO BUMPOOYBAHHSI:

TMOJIIK/TIHIYHOT O BiAgineHHs, M. Ozeca

BYJIO CTAJIO
K.M.H. TpyxiH /I.B. nikap KpacHorpyze FO.C.
KomyHanbHa ycraHoBa «Opecbkuii obiacHuii | KomyHambHe — HeKOMepIiiiHe — ITiJIIPUEMCTBO
OHKOJIOTiYHMM JACriaHcep», craijioHap | «OpecbKui perioHabHUN K/TiHIUHUN
JIeHHOTO nepeOyBaHHs JTUCTTIAHCePHO- | TIPOTUITYX/TMHHUH 11eHTp» Opecbkoi 06/acHOl

paju», BifgisieHHs ximioteparii, m. Ozneca

3aB. Bif. Boutko H.JI.
KuiBcbkMii MiCbKUM K/IiHIUHUN OHKOJIOTiUHUH
LIeHTp, BigzaineHHs xiMmioreparii No2, M. Kuis

3aB. Biz. Boutko H.JI.

KomyHanbHe HeKoMepLiiiiHe —MiJIpUEMCTBO
«KuiBCbKUl MiCbKHM KTiHIYHUAN
OHKOJIOTIYHMM 1IeHTP» BUKOHABUOI'O OpraHy
KuiBcbkoi Micbkoi paau (KuiBCbKOi MiChKOL
Jlep>KaBHOI aZiMiHicTpaliil), XiMioTepareBTUUHe
Bigminenns Ne2, m. Kuis

O.M.H. KpwkaniBcbka A.€.

KomyHaneHuit  3aknag — «[Ipukapnatchbkuii
K/TiHIUHUM OHKOJIOT iYHUM LIEHTDP», 1
xipypriude BiagineHHs, [lep>kaBHUM BUILMN

I.M.H., npod. KprkaHiBcbka A.€.

KomyHanbHe HekoMepLiiliHe —MiJTIPUEMCTBO
«[IpyUKaprnaTcbKuii KIiHIYHUM OHKOJIOTiUHUM
1eHTp IBaHO-PpaHKiBCbKOI 006s1acHOT pagu»,

MaJIOiHBa3sMBHOI Ta EeHJOCKOIIIYHOI Xipyprii,
iHTepBeHLIiMHOI pagiosorii, M. Kuis

HaBUa/bHUM 3aKnaj] —«IBaHO-PpaHKiIBCbKMI | XipypriuHe Biii/IeHHS Nel, IBaHO-
HalliOHATbHUKA  MeJWYHUM  YHiBepcuTeT», | PpaHKIBCbKUM  HALliOHAJIbHUA  MeJUYHUM
Kadeapa OHKOJIOTII, M. IBaHO- | yHiBepcuTeT, Kadezpa OHKOJIOT1,
PpaHKIBCbK M. IBaHO-®PpaHKiBCBK

a.M.H. Ocranenko FO.B. K.M.H. Ocranenko FO.B.

HarjioHanpHuii IHCTUTYT paky, BiagineHHs | [lepxkaBHe — HeKOMepLjiliHe  IiATIPUEMCTBO

«HauioHanbHul IHCTUTYT paky», BiffJineHHs
MaJIOiHBa3UBHOI Ta eHJOCKOIIYHOI Xipyprii,
iHTepBeH11iiHOI pafiosiorii, M. Kuis




2 MPOJOBXKEHHA J0jaTKa 2

Howmep Ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUMNPOOYBaHHS

Ne 9 Biz; 02.01.2019

Hasga kiiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta fara

«PanzomisoBaHe, ToBiliHe citine KiiHiuHe gociimkeHHs (a3 3 membpomnizymady (MK-3475) y
KoMOiHarjii 3 XiMioTeparieto y mopiBHSHHI 3 Tuiariebo y KomOiHalii 3 xiMmioTeparii€lo B sIKOCTi
JmikyBaHHg Tiepmioi JiHil y mauieHtiB 3 HER2-HeratuBHOO, 1omepefjHbO HeJliKOBaHOMO,
HeoriepabeslbHOIO ab0 MeTacTaTUYHOK a/leHOKapIIMHOMOK ITYHKY abo ractpoe3odareasbHOTO
3’eaHanHsl (KEYNOTE-859)», MK-3475-859, 3 iHkopriopoBaHoto rornpaBkoto 06 Big 28 BepecHs
2022 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXXeHOI0 BifnoBinampHicTI0 « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CITA (Merck Sharp & Dohme LLC, USA)

Hauanbauk ®apManeBTHYHOT0 yNnpaB/IiHHS Tapac JISICKOBCHKU

(migrmc) (Bnacue im’s ITPI3BBULLE)



HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

OnoBneHa 6portnypa gocmigauka s Tiparomymaby (RO7092284), Bepcist 8 Big kBiTHs 2023 p.

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1360 Big 10.06.2020;
Ne 2917 Bip 15.12.2020

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«PanziomisoBaHe, no/BitiHe ciine, miarie60-KoHTposboBaHe (asu 111 mocstimpkeHHs aTe30/1i3yMady
B moefHaHHI 3 Tiparomymabom (aHTu-TIGIT anTuTiNO) abo 6Ge3 Tiparosymaly y malli€HTiB i3
Hepe3eKTa0eqbHOK  TUIOCKOK/TITUHHOK — KapLUWHOMOIO — CTPaBOXOAY, 4YWsl KapIuHOMa He
rporpecyBasa Mic/is paJKaabHOI XiMiorpoMeHeBoi Tepamnii», YO042137, Bepcia 6 Big 08 rpyans
2022 p,;

«PanziomisoBaHe, mozBiiiHe ciiinie, riale60-KoHTposiboBaHe a3y 111 mocstimpkeHHs Tiparosymaoy
(autu-TIGIT aHTHTI/IO) B KOMOiHaIlii 3 aTe30/1i3yMaboM y MOPiBHsHHI 3 Mialeb0 B KOMOiHarlii 3
aTe30/1i3yMaboM y TIAIli€eHTIB i3 paHillle HeIKOBAaHUM MiCL[eBO-TIOLIMPEHUM Hepe3eKTabeTbHUM
abo meractatnuHuM PD-L1-cesleKTMBHUM He/IpiOHOK/TITUHHHAM pakoMm jereHb», GO41717, Bepcis
5 Big 04 nmucronaga 2022 p.

3asBHUK, KpaiHa

ToBapHUCTBO 3 0OMeXXEeHOI0 BifiNOBianbpHiCTIO «Porn YKpaiHa»

CrioHCOp, KpaiHa

@.Xoddmans-JIs Pou JITa, [HBelitapis

Hauvanbauk ®apmaijeBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKII

(nigruc) (Bnacue im’s TIPI3BUIIIE)



HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHs K/TiHIUHOTO BUTTPOOYBaHHS:

bYJIO

CTAJIO

[.M.H., ipo¢. bongapenko .M.

KomyHaneHui  3aknaj  «/lHinporeTpoBcbka
MicbKa OaratorpodisbHa KTiHIYHA JTiKapHS
Nod»  [IninporieTpoBcbkoi 06macHOi  pajwy,
BiffineHHs1 XimioTeparnii, /lep)kaBHUM 3ak/as
«[JHirporieTpoBCbKa  MeJWuYHa  akajiemis
MiHicTepcTBa OXOpPOHU 3[0pOB’S YKpaiHW»,

J.M.H., ipo¢. bonzpapenko .M.

KoMmyHanmbHe HekoMepLiiiiHe —MiPUEMCTBO
«Miceka KiniHiyHa jikapHsa Ned» [JHINPOBCHKOL
MIiCBKOI paju, XiMioTepareBTUUHe BiJJi/IeHHS
3 JIeHHMM CTauioHapoM, JIHINpOBCHKUM
Jlep’KaBHUM MeJIMUHUM YHiBepcuTeT, Kadezapa
OHKOJIOril Ta MeZIMUHOI pafiosiorii, M. JIHInpo

KadeZpa OHKOJIOTII Ta MeAWUYHOI pafioJiorii,
M. [THinpo

Howmep Ta fata Hakazy MO3 1ipo
TNpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1808 Big 04.10.2018

HasBa kniHiuHOTrO BUNpOOYyBaHHH,
KO[I, Bepcis Ta jara

«PanzomizoBane gocsimkeHHs 3 dasw, 1[0 CKIaZA€EThCS i3 IBOX UaCTUH, KOMOiHaIlil 1emirtiMaby
(antu- PD-1 aHTWTiNIA) Ta ABOKOMITIOHEHTHOI CXeMU XiMioTepariii MOXiJHUMU TJIATUHW Y Tepartii
nepioi JIiHil maljieHTaM i3 pO3MOBCIOKEHMM ab0 MeTacTaTUUHUM He[piOHOK/ITITUHHUM paKoM
seredb», R2810-ONC-16113, 3 monipaBkoro 5 Bif 16 kBiTHS 2020 poky

3asBHUK, KpaiHa

TOB «KniniuHi focnifiykeHHss AMKOH», YKpaiHa

CrioHCOp, KpaiHa

Regeneron Pharmaceuticals, Inc., USA/ Pemxenepon @apmaceroTikanc, Iak., CIITA

HauanbHuk ®@apManeBTHYHOr0 YIpaB/lIiHHA

Tapac JITICKOBCHKUI

(nignuc) (Bnacwe im’st TTIPI3BUIIIE)



HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

Bporirypa gocigHyKa A/1st JOCipKyBaHOTo Tikapcbkoro 3aco0y Benimapub (ABT 888), BumanHs
17 Big 05 TpaBHs 2023 poky

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PanzomizoBaHe 11are60 -KOHTPOJ/IbOBaHe AOCTiKeHHs da3u 3 KapOoriaThHy Ta TaK/IiTakceny 3
[TAPII inri6iTopom Benimapubom ta 6e3 ITAPII inribitopy Benimapuby (ABT-888) mpu HER2-
HETaTUBHOMY MeTacTaTUYHOMY abo JOKanbHO TiolMpeHoMy HeoriepabenbHomMy BRCA-
acoLiiloBaHOMY paky MOJIOUHOI 3an03u», M12-914, 3 iHKOpropoBaHUMHU A/IMiHiCTPaTUBHUMU
3miHamu 1, 2, 3, 4 Ta 5 i nonpaBkamu 1, 2, 3, 4 ta 5 Big 06 cepriasg 2022 poky

3asBHUK, KpaiHa

«E606Bi biodapmacktoTikan3 I'm6X», IlIBefitapis

CrioHCOp, KpaiHa

AbbVie Inc., CIITA

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKII

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHs KJTiHIUHOTO BUTIPOOYBaHHS:

BYJIO CTAJIO
J.M.H., ipo¢. bongapenko .M. [.M.H., ipod. bonzpapenko .M.
KomyHaneHuii 3aknazs  «/lHinporerpoBcbka | KomyHanbHe HekoMepLiiiiHe —MiJTIPUEMCTBO
MicbKa OaraTorpodinbHa KiiHiuHa ikapHs | «MickKa KiiHiuHa jlikapHs Ned» JIHITpOBCHKOL
Ned» JIHimporieTpoBchbKOi 0067acHOI  pafin», | MiCbKOI pajiyi, XiMioTeparieBTUUHe BifieHHs
BiffineHHs1 ximioreparii, /lep>kaBHUM 3akaaf | 3 [J€HHMM  CTalioHapoM, /IHIMpOBCHKUM
«[lHinponeTpoBCbKa ~ MeJMuYHa  akKajeMisl | Jlep>KkaBHUM MeJUUHWI yHiBepcuTeT, Kadeapa
MiHicTepcTBa OXOpPOHM 370pOB’S YKpalHW», | OHKOJIOTII Ta MeAU4HOI pajiosiorii, M. IHirpo
KadeZpa OHKOJIOTII Ta MeAWUYHOI pafioJiorii,
M. [THinpo

Howmep Ta fata Hakazy MO3 1ipo
TNpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1050 Big 04.09.2017

HasBa kniHiuHOTrO BUNpOOYyBaHHH,
KO[I, Bepcis Ta jara

«Mi>kHapo/iHe, paHZ|OMi30BaHe, BiIKpUTe J0CTiAKeHHs (a3u 3 AJis ouiHku npenapaty REGN2810
(antutina o PD-1) nopiBHsiHO 3 XiMioTepari€ro Ha OCHOBI MpernapariB MJaTUHU sIK Teparlii nepiioi
AMiHii B Tali€HTiB i3  pO3MOBCIO/KEHMM abo  MeTacTaTUUYHUM  PD-L1-mo3uTHBHUM
He/IpiOHOK/TITHHHUM pakoM JiereHb», R2810-ONC-1624, 3 iHKOPIIOPOBaHOIO IOTPaBKOK 9 Bif
13 tpaBnsa 2020 p.

3asiBHUK, KpaiHa

TOB «KniHiuHi fochiaKkeHHs AMKOH», YKpaiHa

CnoHcop, KpaiHa

Regeneron Pharmaceuticals, Inc., USA/ Pemyxenepon @apmackroTikanc, IHk., CIITA

Hauanbauk ®apManeBTUHYHOT0 ypaB/IiHHS Tapac JISICKOBCHKUM

(migrmc) (Bnacue im’s ITIPI3BULLE)



Hopatok 7

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ S
Ykpainu «IIpo 3aTBepaKeHHsI CYTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpPaBKU

Ykpaina, MK-7902-007/E7080-G000-314, Bepcisi 00 Bixz 30 6Gepe3ns 2023 p., yKpaiHCHKOIO
MOBOIO, [IOTIOBHEeHHs1 /10 iHdopMaljil Ta A0KyMeHTy Tpo iHdopMoBaHy 3rofy /il MallieHTa AJisi
MKyBaHHSI TIiC/IA TPOrpecyBaHHS XBOpoOW; 3MiHa Ha3BU MICIs TIPOBe/IeHHS KJIiHIUHOTO
BUTNIPOOYBaHHS:

BYJIO CTAJIO
zupextop Ilapamonos B.B. zupektop IlapamoHos B.B.
KomyHaneHe HekoMmepLiviHe mignpueMcTtBo | KoMyHanbHe HeKOMepLiiHe —IiIIPUEMCTBO
«YepKacbkuii obsiacHui OHKOJIOTiYHMM | «K/MiHIYHMM LIeHTp OHKOJIOTii, TeMaToJIorii,
mucriaHcep»  Uepkackkoi 067acHOi  pafiu», | TPAHCIIAHTOJIOTII Ta TMasliaTUBHOI AOTIOMOTH
obsacHU  UeHTp  KiIiHiYHOI  oHKosorii | Yepkackkoi  obsacHOi  pagw»,  obmacHui
(oHKOXiMioTepaneBTUUHMIT), M. Uepkacu LIEHTP KJIIHIYHO}I OHKOJIOTi1
OHKOXiMioTepaneBTHUHHUI), M. Yepkacu

3MiHa BiNOBIJa/IbHOIO JOC/IiJHUKaA:

BYJIO CTAJIO
K.M.H. Tpyxiu [.B. nikap Kpacuorpyzs FO.C.
KomyHanbHe HeKkoMmepijitiHe mignpueMcTBo | KoMyHanbHe HeKOMepijifiHe —TIiITPUEMCTBO
«Opecbkui perioHasbHUN KIiHiuHuN | «Opecbkui perioHaabHUN K/TiHIUHUW
MIPOTUITYX/IMHHUN 1[eHTp» OJechbKol 00/1acHOI | IPOTUNYX/IMHHUN 11eHTp» OjechbKoi 00s1acHOl
paju», BigaineHHd ximiorepanii, M. Ozeca pazu», BigaineHHs ximiorepamnii, M. Ozeca

Howmep Ta gata Hakasy MO3 npo
TNpOBe/leHHs KJIIHIYHOT O
BUIIPOOYBaHHS

Ne 727 Bip 04.04.2019

Has3Ba kiHiuHOr0 BUNPOOYBaHHS,
KO[j, BepCid Ta jara

«PangowmizoBaHe, noggiiiHe crine gocaimkenns 111 da3u kombiHarlii membpostizymady (MK-3475)
3 abo 06e3 senBatuHiOa (E7080/MK-7902) y paHillle HeliKOBAaHUX TAl[i€HTIB 3 MeTaCTaTUYHUM
HeZpiOHOK/MITUHHUM pakoMm nereHb (HIAKPJI) 3 mokasHukoMm mpornopiii myxmuau (TPS), mio
Oisbire abo mopiBHioe 1% (LEAP-007)», MK-7902-007, 3 iHkopriopoBaHo rornpaBkoro 07 Bif 18
cepriHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BifnoBiganpHicTI0O « MCJI YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®@apmaiieBTHUHOr0 yNpaB/IiHHSA Tapac JISICKOBCHKHU




(migrmc) (Bnacue im’s TTIPI3BULLIE)



HopnaTok 8

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[,0pPOB’S
Ykpainu «IIpo 3aTBep/KeHHs CyTTEBUX
TIOIIPaBOK /10 MPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MOMpPaBKU

3MiHa BiJIMOBiJa/ILHOTO AOCTIJHUKA y MICI]i TIPOBEIEHHSI K/IiHIYHOTO BUITPOOYBaHHS Ta 3MiHa
Ha3BU MicClisg TPOBe/IeHHs1 BUTIPOOYBaHHSI:

bYJIO CTAJIO
3aB. Bi. JIuteuH 1.B. jiikap 3BoHapboBa H.I'.
KomyHaneHum 3aK/1a, «Kniniyanii | KomyHaneHe miAgnpuemMcTBO «/IHIMPOBCHKUIA
OHKOJIOTiUHUM JUcriaicep» | obmacHui K/TiHIUHUN OHKOJIOTiYHUM
JIHIrporneTpoBChKOL obsiacHoO1 paay, | mucnaHcep»  JIHimporieTpoBckKoi  061acHOT
BiffjisleHHs XimioTepartii, M. JIHIirpo pasyu, OHKOXiMiOTeparieBTUUHE BiJ/i/IeHHS,
M. IHinpo

3MiHa Bi/JTIOBiJJa/IbLHOTO AOC/IHUKA y MICIi TIPOBe/IeHHS KJIiHIYHOTO BUITPOOYBaHHS Ta 3MiHa
MiCIisl TPOBeJieHHs] BUTIPOOYBaHHSI:

BYJIO CTAJIO
K.M.H. Tpyxiu [.B. nikap Kpacuorpyzs FO.C.
KomyHanbHa ycraHoBa «Opecbkuii obnacHuii | KomyHambHe — HeKOMepIiliHe — ITiITIPUEMCTBO
OHKOJIOTiUHUM JCraHcep», craijioHap | «OpmecbKuii perioHabHUN K/TiHIUHUN
JIEHHOT'0 nepeOyBaHHs JTUCTTAHCEPHO- | TIPOTUITYX/IMHHUH 11eHTp» Opecbkoi 06/acHOl
MOJIIK/IIHIYHOT O BifzisieHHs, M. Ofieca paju», BifgisieHHs ximioTteparii, M. Ozneca

Howmep Ta gata Hakazy MO3 mipo
MPOBeeHHS K/TIHIYHOTO
BUIPOOYBaHHS

Ne 1465 Big 08.08.2018

Ha3Ba k/iHiYHOTO BUIIPOOYBaHHS,
KO/, BepCis Ta ara

«PangomizoBaHe, Bigkpute kiiHiuHe gociaimkenss 111 ¢asu tpudnypuguny/tunipanuny (S 95005)
y KOMOiHarlii 3 6eBar3ymMaboM y TIOpiBHAHHI /10 KarnerutabiHy y KombiHarlii 3 6eBaijusymadbom y
MepIilii JiHii J/iKyBaHHS TAL[i€HTIB 3 MeTaCTaTUYHUM KOJIODEKTa/lbHUM pakoM, $SIKi He €
KaHAugataMu Jst iHTeHcuBHOI Teparii (gocmigkeHHs SOLSTICE)», CL3-95005-006, diHanbHa
Bepcisa 5 Bifg 12 xoBTHA 2022, 3 IHKOPIIOPOBAHOK CYTTEBOK TOMNpPaBKor Ne 5, Bif 12 KOBTHSA
2022 poky

3asiBHUK, KpaiHa

ToBapHCcTBO 3 0OMeXKeHOr0 BifmnoBiganpHicTIO «KIIP YKpaiHa»

CnoHcop, KpaiHa

IHcTUTYT Mi)KHapogHuX mociimkeHb «CEPB’Ex» (Institut de Recherches Internationales Servier
(LR.1.S.)), ®paHiiis

HauanbHuk ®apManeBTHYHOT0 ypaB/IiHHS Tapac JISICKOBChKUM

(migrmc) (Bnacue im’s ITIPI3BULLE)



HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

Bporirypa gocstigHyKa /i71s1 Tipernapary 3inTiBekimab s mignkipHoro BBefeHHs, poekT NIN6018,
BUjaHHs 6, Bepcis 1.0, dinanbHa, Big 01 yepBHsa 2023 poky, aHr/itickkoro MoBoro (Investigator's
Brochure Ziltivekimab subcutaneous administration; Project: NN6018; Edition 6; version 1.0,
final, dated 01 Jun 2023)

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 2237 Bip 18.10.2021

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«docnimkenns ZEUS - BruuB 3inTiBekimaOy mopiBHsIHO 3 miarie60 Ha ceprieBO-CyAWHHI HaCTiIKK
B YUYaCHUKIB 3 [1iarHOCTOBAaHUM aTePOCK/IEPOTUUHUM 3aXBOPHOBAHHSIM CEPLIEBO-CYJAUHHOI CUCTEMH,
XPOHIYHOIO XBOPOOOIO HUPOK i CCTeMHUM 3artaneHHsiM», EX6018-4758, Bepcis 9.0, diHanbHa, Bif
30 nucronaga 2022 p. (version 9.0, Final, dated 30 November 2022)

3asiBHUK, KpaiHa

TOB «Hoso Hopaick YkpaiHa»

CnoHcop, KpaiHa

Novo Nordisk A/S, Denmark

Hauanbauk ®apManeBTUYHOr0 yNnpaB/IiHHS Tapac JISICKOBCHKUM

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa [gociifHuKa [oCTimKyBaHOro JiikKapcbkoro 3acoby JNJ-56021927 (apalutamide),
BuaHHs 17 Big 31 6epe3nst 2023 poKy aHrIiMcbkoro MoBoto; [logaTok A0 IHdopmaliiiiHoro mm1cTka
nanienta i ®opmu iHdbopmoBaHoi 3roau, Bepcis 8.0 Bix 12 TpaBHsa 2023 poKy yKpaiHCBKOIO Ta
POCiMCBKOI0 MOBaMU

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 621 Big 24.09.2015

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, T1alle00-KOHTPO/IbOBaHe, MOABiMHe cJiimne, KiiHiuHe fAocaimkeHHss 3 dasu
rperiapaTy AmnasyTamiZi B TO€[AHAaHHI 3 aH/APOreHHOW JenpuBauiiiHow Tepamiero (AT) y
nopiBHaHHI 3 A/IT y mauieHTiB 3 MeTacTaTUYHUM T'OPMOH-UYT/IMBUM pPakOM [epeaMixypoBOiL
3an03u (MHNPC)», 56021927PCR3002, 3 Amendment 5 Biz 16.03.2020 p.

3asiBHUK, KpaiHa

TOBAPNCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

CrioHCOp, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

Hauvanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKUI

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

OHoB/IeHHIT TPOTOKOJ KIIiHIYHOTO BUIpoOyBaHHS, Bepcis 6 Bim 15 Gepe3ns 2023 p.; dopma
indopmoBaHOi 3roau Ha yuyacTb y ¢asi mpeckpuHiHry, Bepcisg 5.0 Ans YKpaiHud yKpaiHCBbKORO
MoBot Bif 12 TpaBHsa 2023 p. Ha ocHoBi MaticTep-Bepcii ¢dopmu iHhopMOBaHOi 3rofu Ha y4acTb y
da3i mpeckpuHiHry A1 mociimkeHHs BO042843, Bepcis 5 Big 16 6epesnst 2023 p.; dopma
iHdopmoBaHoi 3ro/iv Ha y4acTh y (asi Harsay, Bepcist 5.0 47151 YKpaiHU YKpaiHChKOK MOBOIO Bif
12 TpaBH# 2023 p. Ha ocHoBi Maiictep-Bepcii ¢opmu iHhopMoBaHOI 3rou Ha ydacTh y (asi
Harnsay s pocotimpkenHs BO42843, Bepcis 5 Big 16 6epesnst 2023 p.; ®opma iHGopmoBaHOi
3roJii Ha y4acTb y ¢a3i nikyBaHHS, Bepcis 5.0 A1 YKpaiHM yKpaiHCHKOHO MOBOIO Bifi 12 TpaBHS
2023 p. Ha ocHoBi Mmaiictep-Bepcii dhopmu iHbopMoBaHoi 3roau Anasi gocaimkeHHs BO42843,
Bepcis 5 Bif 31 6epesns 2023 p.

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1012 Bif 24.05.2021

HasBa kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PanzomizoBane, mofBiliHe cutine, OaratorjeHTpoBe (a3u Il mocsifkeHHS 3acTOCYBaHHS
ate3onizymaby (aHTtu-PD-L1 aHTHTi/I0) TIpoTH TIaiebo K aJ’FOBaHTHOI Tepariii y TallieHTiB 3
M’S130BO-IHBa3MBHUM pakOM CE€UYOBOI'0 MiXypa BHMCOKOIO PU3MKY 3 HasiBHOI LIMpKy/rorouor THK
NyXJIMHU Mic/s qucrekroMii», BO42843, Bepcis 5 Big 22 nunHg 2022 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BifmoBiampHICTIO «Por YKpaiHa»

CnoHcop, KpaiHa

®. Xodpdbmann-JIs Porw JITa, [lIBetitapisi

Hauanbauk ®@apManeBTUYHOr0 yNpaB/IiHHS Tapac JISICKOBChKUM

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Bi/INOBIIAILHOTO AOC/TiIHUAKA:

bYJIO

CTAJIO

3aB. BiA. JIutBuH [.B.

KomyHanbHe mignpueMcTBO «/JHIPOBCHKUM
obacHuit KJIIHIYHUA OHKOJIOTIYHUA
gucriaHcep»  JIHirporieTpoBcbKoi  o6siacHOT
paju», OHKOXiMiOTeparieBTU4He Bi/Jli/IeHHs,
M. THinpo

nikap I'amsin C.IO.

KomyHanbHe nignpueMcTBO  «/JHIPOBCHKUM
obmacHui KJTiHIUHUN OHKOJIOT1YHUU
aucriaHcep»  JIHIrporeTpoBCcbKoi  06siacHON
pazn», OHKOXiMiOoTeparieBTU4He Bi/Ji/IeHHs,
M. JIHinpo

3MiHa Ha3B MiCI[b MPOBe/IEHHSI K/IiHIYHOTO BUMTPOOYBaHHS:

BYJIO CTAJIO
pupektop Ilapamonos B.B. nupektop Ilapamonos B.B.
KomyHanbHe HekoMmepLiiiHe mignpueMcTBo | KomyHanbHe HeKOMepLiiiiHe —MiJIpUEMCTBO
«Yepkacbku obsacHuiA OHKOJIOTIYHMH | «KUTIHIYHMI LIeHTp OHKOJIOTii, TremMaToJIorii,
mucriadcep»  Yepkacbkoi 00/1acHOI  paju», | TPAHCILIAHTOJIOTII Ta TMa/liaTUBHOI JIOTIOMOTH
obmacHuii  UeHTp  KiiHiYHOT  oHKosorii | YUepkackkoi  obsacHOi  pagw»,  obmacHui
(oHKOXiMiOTepamneBTUYHUI), M. Uepkacu LIeHTP KJTiHiuHO1 OHKOJIOTi1

(oHKOXiMiOTepaneBTUUYHUM), M. Yepkacu

I.M.H., ipod. Ctycs B.IL.

KomyHnanbHe TiATIPUEMCTBO
«/IHITIpOTIeTPOBCHKA obacHa KJ/IiHIYHa
JiKapHs M. LI MeuHuKOBa»
THITIpoTeTpoBCHKOI obmacHol pajin»,
BiaginenHss ypoJsorii No2  (OHKoOJIOTiuHe),
JHITTpOBCHKUIM Jlep>KaBHUN MeJUUHUI
yHiBepcuTeT, Kadepa yposiorii, M. [IHinpo

IO.M.H., mpod. Ctycs B.IL.

KomyHnanbHe MiATIPUEMCTBO
«/IHITIpOTIeTPOBCHKA obmacHa K/IiHIYHa
JIiKapHs im. LI MeuHuKoBa»
THITIpOTIeTPOBCHKOI obmacHol pagu»,
BiazineHHsi yposorii Ne2  (OHKoOJIOTiuHe),
THITIpOBCHKUIM Jlep>KaBHUH MeJUUHUI
yHiBepcuteT, Kadenpa xipyprii Nel Ta

ypoJorii, M. JIHITIpo




MPOJOBXKEeHH JojaTKa 12

J.M.H., ipo¢. CtaxoBcbkuii E.O.

JocigHe BiZTi/IeHHS TJIaCTUYHOIL
PeKOHCTPYKTUBHOI OHKOYpos1orii, M. Kui

HarjioHanpHuii  iHCTUTYT pakKy, HayKOBO-

Ta

J.M.H., ipo¢. CtaxoBcbkuii E.O.

Hep>kaBHe  HeKOMepIliiiHe  IiAMPHUEMCTBO
«HarjionaneHui IHCTUTYT paky», HayKOBO-
JIOoCaigHe BiZlIiIeHHSA [IaCTUYHOL Ta
PEKOHCTPYKTUBHOI OHKOYposiorii, M. KuiB

Howmep Ta gara Hakasy MO3 npo
NpOBe/leHHsI KJIIHIYHOT 0
BUIIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3Ba k/iHiuHOr0 BUNIpOOYBaHHS,
KO[|, BepCisd Ta jara

«PanzomMi3oBaHe, miozBiliHe ciiine pochimkeHHs III dasu gns oliHKM  TepionepariiiHOro
3acTocyBaHHs1 TieMOposnizymaby (MK-3475) y komb6iHarilii 3 Heoa/tOBaHTHOIO XiMiOTeparti€ro
MOpIiBHSHO 3 TMepiorepalfiiHuM 3acToCcyBaHHsIM I11ariebo y KomOiHallii 3 HeoaZ'FOBaHTHOIO
xiMioTepari€o B y4aCHUKIB 3 M'I30BO-IHBa3sMBHHMM pPAaKOM CeUYOBOI'0 Mixypa, MpUJATHUX [JId
nikyBaHHs uucriatiHoM (KEYNOTE-866)», MK-3475-866, 3 iHKopriopoBaHow0 moripaBkoro 05

Bizg 04 ciunsa 2023 poky

3asiBHUK, KpaiHa

ToBaprcTBO 3 06MeXKXeHOI0 BifmoBifampHicTI0O «MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)

HavanbHuk ®apmalneBTHUHOr0 yrpaB/iHHSA

Tapac JIICKOBCHKUM

(mignuc)

(Bnacse im’st TTPI3BUIIIE)




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 135

InenTudikallis CyTTEBOI MOMpPaBKU

3MiHa BiJIOBIla/IbLHOTO AOC/IiTHUKA:

MIPOTUITYX/TMHHUH 11eHTp» OpecbKoi 06/1acHOT
paju», BifisieHHs ximioTteparii, M. Ozneca

BYJIO CTAJIO
K.M.H. TpyxiH /I.B. nikap KpacHorpyze FO.C.
KomyHaneHe HekoMepLjifiHe MignpueMcTBO | KoMyHanbHe HeKOMepLjiliHe —TiJIIPUEMCTBO
«Opecbkui perioHaabHUN KniHiuaui | «Opecbkuii perioHabHUN K/TiHIUHUN

MIPOTUITYX/TMHHUH 11eHTp» Ofiecbkoi o6sacHOI
paju», BifgisieHHs ximioteparii, M. Ozneca

3MiHa Ha3BM MiCI[sl POBe/IeHHs K/IiHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO
zupektop Ilapamonos B.B. zupektop Ilapamonos B.B.
KomyHanbHe HekoMmepliiliHe mignpueMcTBo | KomyHanbHe HeKOMepLliiiHe —TiANPUEMCTBO
«YepKacbKui obsiacHu OHKOJIOTiYHMM | «KUIiHIYHMIM LIeHTp OHKOJIOTii, TremMaroJIorii,
mucriaicep» Yepkackkoi 001acHOI  paju», | TPAHCILIAHTOJIOTII Ta Ma/liaTUBHOI ZIOTIOMOTH
obsacHMii  UeHTP  KiiHIYHOI  oHKosorii | Yepkackkoi  obsacHOi  pagu»,  0oOacHMA
(oHKOXiMiOTepaneBTHUYHUI), M. Uepkacu LIEHTP K/TiHiuHOI OHKOJIOTi1

(oHKOXiMiOTepaneBTUUHHUI), M. Uepkacu

Howmep Ta fara Hakazy MO3 1ipo
MPOBeIeHHsT K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1593 Big 09.07.2019

Ha3Ba kiHiuHOr0 BUNIpOOYBaHHS,
KO[|, BepCisd Ta fara

«docrmimkenns: 111 da3m gns nmembposizymaby y kKoMOiHarlii 3 remMeTpekcesioM / TIperapaTom
T1aTUHU (KapOoryiaTuH abo LMCIIIATHH) 3 MOa/IbIINM BBeIeHHSIM 1eMOpostizymady y kombiHarii
3 MiATPUMYIOUMM JIiIKyBaHHSIM OJiariapubom abo memMeTpeKkceZioM B sIKOCTi Tepartii 1epioi iHii y

TaLli€HTIB

i3 MeracTaTUUHMM HeIUIOCKOK/IITHHHUM He/IpiOHOK/IITHHHHAM pakoM JiereHiB»,

MK-7339-006, 3 iHKopriopoBaHot0 nonpaBkoro 06 Bij 07 >koBTHs1 2022 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BiznoBifanpHicTI0O «MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA

Tapac ISICKOBCHhKHNM

(migruc)

(Bnacue im’s TIPI3BUIIIE)




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

MK-3475-B15 306paxkeHHs1 Ha eJIeKTPOHHUX 1[0/[eHHUKAX Jyis narfienTta (Instrument Screenshots:
EORTC QLQ-C30; BCI (Bladder Cancer Index); EQ-5D-5L Health Questionnaire; Standard
Application Screenshots; Version History) ans YkpaiHu yKpaiHCbKOIO MOBOO, Bepcis 3.0 Bij
16 TpaBnsa 2023p.

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«PaHgomizoBane, Bigkpute fociizpkeHHsi 111 dasu A/ oLiHKM TepiornepaliiHOro 3acTOCyBaHHS
eHdoprymaby BemoTuHy Yy KomOiHauii 3 memOposizymabom (MK-3475) mnopiBHsSHO 3
HEeOoa/'’toBaHTHOK) Tepariie€l0 reMiuTabiHOM Ta LMCIUIATUHOM y YUYaCHUKIB 3 M'SI30BO-iHBa3MBHUM
pPakoM Ce4y0oBOro Mixypa, npujaTHUX A jaikyBaHHs LucmiatiHoM (KEYNOTE-B15 / EV-304)»,
MK-3475-B15, 3 inkopriopoBaHoto nonpaBkoro 03 Big 06 mrotoro 2023 poky

3asBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBifanbpHicTI0O « MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

Hauvanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKUI

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Honmatok 15

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

OHoB/eHu# TIPOTOKOJ KiiHiuHOTo BUMpoOyBaHHs MK-3475-641 3 iHKOPIIOpOBaHOI TIOMPABKOIO
09 Big 22 tpaBHs 2023 poOKy, aHI/IiMCBKOIO MOBORO; YKpaiHa, MK-3475-641, [JomoBHeHHs1 /10
indopmalii Ta Jo0KymMeHTy npo iH(pOpMOBaHy 3rofy AJis mnaijieHTta, Bepcis 00 Big 15 uepBHs 2023
., YKpaiHCbKOIO0 MOBOIO; 3MiHa Ha3BH MiClisl IPOBe/IEHHSI K/IiIHIYHOTO BUITPOOYBaHHS:

BYJIO CTAJIO
mupektop Ilapamonos B.B. mupexkrtop Ilapamonos B.B.
KomyHaneHe HekoMepLitiHe mignpueMcTBo | KoMyHanbHe HeKOMepLjiliHe —TMiJIIPUEMCTBO
«UepKacbKuii obnacHU OHKoJioTiyHui | «K/iHiYHMI LleHTp OHKoJIorii, remaToJiorii
mucriaHcep  Yepkacbkoi  0071acHOT  pafii», | TPAHCIUIAHTOJIOTII Ta MajliaTUBHOI OTIOMOTH
Ob6nacHuii  1eHTp  KiiHiyHOi  oHKoJjorii | Uepkacbkoi ob6macHoi paau», O6macHuit
(oHKOXIMiOTepareBTUUHMM), M. Yepkacu LIeHTP KJIIHIYHO}I OHKOJIOTi1
(oHKOXimMiOTepanieBTUUHUI), M. Yepkacu

Howmep Ta fata Hakazy MO3 1ipo
MPOBeeHHS K/TIHIYHOTO
BUIIPOOYBaHHS

Ne 833 Big 28.04.2021

Ha3Ba k/iHiyHOTO BUIIPOOYBaHHS,
KO/, BepCis Ta ara

«PanzpomiszoBane, mopgiiiHe ciine pocmimkeHds III dasu nembposizymaby (MK-3475) vy
KOMOiHaI[ii 3 eH3a/yTaMmiJOM TIOPiBHAHO 3 €eH3a/yTamiZoM 3 TIulalebo y YYacCHHWKIB 3
MeTacTaTUYHUM KacTpalilHO- pe3WCTeHTHUM pakoM mnepeAmixypoBoi 3ano3u (mCRPC)
(KEYNOTE-641)», MK-3475-641, 3 inkopriopoBaHoo norpaskoro 08 Big 02 nmucronaza
2022 poky

3asBHUK, KpaiHa

ToBaprcTBO 3 06MeXXeHOI0 BifnoBifampHicTIO «MCJI YKpaiHa»

CrioHCOp, KpaiHa

TOB Mepk Ilapn eng Joym, CIITA (Merck Sharp & Dohme LLC, USA)

Hauvanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHS Tapac JIACKOBCBKUN

(nignuc) (Bnacwe im’st TTIPI3BUIIIE)



HonaTok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

[ndopmariisi aia naijieHTa Ta dopma iHbopMoBaHOI 3rofu A/ YKpaiHH, aHIVTiIMCBbKOIO MOBOIO,
Bepcist 9.0 Big 05 uepBHs 2023 p.; [HbopMariis Ans maiieHTa Ta dopMa iHbopMoBaHOT 3rou A/s
Ykpainu, ykpaiHcbKor MoBowo, Bepcis 9.0 Big 05 uepBHs 2023 p.; [HdbopMalis f/1s naiieHTa Ta
¢dopma iHpopmoBaHoi 3roju AJst YKpaiHu, pociiicbkkoro MoBoto, Bepcis 9.0 Big 05 yepsHs 2023 p.;
COVID-19 Hopatok Bepcii C9 Big 05 uepBHst 2023 p. go Indopmauii ans maiiedta i popmu
indbopmoBaHoi 3roau A7 YKpaiHW, aHT/iNchKO MoBoOwo, Bepcisi 9.0 Bim 05 uepBHs 2023 p.;
COVID-19 Hopatok Bepcii C9 Big 05 uepBHsi 2023 p. go Indopmarii ans maiiedta i popmu
iHdopMmoBaHoi 3roau Ans YKpaiHu, yKpaiHCbKOrO MoBoro, Bepcisi 9.0 Big 05 uepBHsi 2023 p.;
COVID-19 Hopatok Bepcii C9 Bixg 05 uepBHst 2023 p. go Indopmaii ans naniedta i popmu
indopmoBaHoi 3roau /151 YKpaiHu, pociiickkoro MoBoto, Bepcist 9.0 Bix 05 uepBHs 2023 p..

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1360 Big 10.06.2020

HasBa kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«Bigkpute npogoBxeHHs1 pgociaigpkeHHs ARGX-113-1802 pais BUBUEHHS [IOBTOCTPOKOBOIL
Oe3nevHOCTi, IepeHOCUMOCTI Ta edekTrBHOCTI Tiperaparty Edrapririvog PH20 gis migmkipHoro
BBe/IeHHS y MaLli€HTIB i3 XPOHIYHOIO 3amajbHOI0 JeMiesiHi3ytouoto mnosiHeliponatiero (X3IT)»,
ARGX-113-1902, Bepcis 6.0 Biz 28 BepecHs 2022 poky

3asiBHUK, KpaiHa

TorapuctBo 3 OOmexeHoro BignosiganeHicTio «KoHTpakTHO-[ocmigaunpka Opranisalis
IHHOdapM-YKpaiHa»

CrioHCOp, KpaiHa

argenx BVBA, Belgium/ apgykenkc EBBA, benbris

Hauvanbauk ®apmaiieBTHUYHOr0 yIpaB/IiHHSA Tapac JITICKOBCHKUI

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.07.2023 Ne 1356

InenTudikallis CyTTeBOI MONpaBKU

[Tpotokon kmiHiuHOrO BUTpoOyBaHHs C3661001, morpaBka 9 mo mportokony Big 03 GepesHs
2023 poky aHrJiiicbkoro MOBO0; CHHOIICHC TIPOTOKO/Y KJiHiYHOTO BHUrpoOyBanHsi C3661001,
rmormpaBka 9 go mpoTtokony Bim 03  Gepesns 2023 pOKy YKpaiHCBKOIO — MOBOIO;
C3661001_Indopmariis ans naiieHTa Ta ¢opma iHPOpPMOBaHOI 3roju Ha y4acTb Y HayKOBOMY
JocimkeHHi_YkpaiHa_Bepcig 12.12.0 Bixm 15 Oepe3ns 2023 p. yKpaiHCBKOK Ta POCIHCHKOIO
MoBamu; AHKeTa /i Oprasisanjii Moi3JKu Ta HaJaHHSA 3roAu_YKpaiHa_epcis 1.1_20230223
YKPaiHCbKOK MOBOIO

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 2616 Big 24.11.2021

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO[I, BepCisi Ta faTa

«PO3LIWPEHE AOOCJ/IHIXEHHA PA3U 1/2a 31 3BUVIBIHEHHAM A03U AJIA OLIIHKU
BE3IIEYHOCTI, IEPEHOCUMOCTI, ®PAPMAKOKIHETUKN, PAPMAKOJINHAMIKUN TA
[MPOTUITYXJIMHHOI ~ AKTMBHOCTI  TIPEIIAPATY  PF-06873600 B  SIKOCTI
MOHOTEPAIIII TA ¥ KOMBIHAILII 3 EHIOKPMHHOIO TEPAIIIEIO», C3661001, nonpaska
7 no ripotokosy Biz 07 yepBHs 2021 poky

3asiBHUK, KpaiHa

[Ndatizep Iuk., CIITA

CnoHcop, KpaiHa

Idarizep Iuk., CIITA

Hauanbauk ®apManeBTUYHOI0 yNpaB/IiHHS Tapac JISICKOBCHKUM

(miparmc) (Bnacue im’s TTPI3BUIIIE)



