Jomatox 1

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

BUINIPOOYBaHb»
26.07.2023 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii npotokoi, Bepcis 3.0 Bixm 18 kBiTHa 2023; Indopmamis mis O6arbkiB Ta Popma
iHpopmoBanoi 3roau (st kpainu) Bix 10 TpaBHs 2023. KB Ne: 1199-0378. BICTMS_ Bepcist:
PP_06_UKRO05. MoBa Bepcis ta mara: UKRO5 ykpainceka Ta pociiiceka 01 (17 tpaBns 2023);
Iadopmaris Ta Popma iHOPMOBaHOT 3roU TSI HEMOBHOIITHIX BikoM 14-17 pokiB (s Kpainm)
Bix 10 TpaBus 2023. KB Ne: 1199-0378. BICTMS Bepcia: PA_04_UKRO6B. Mosa Bepcis Ta nata:
UKRO6B_yxpainceka Ta pociiceka 01 (17 tpaBus 2023); Indopmanis Ta @opma inhopmoBaHoi
3rou ISl EAIaTPUYHOTO MaIl€HTa, M0 JOCATHYB IMOBHOJITTS i Yac Yy4acTi y JOCIHiIKeHHI (s
kpainn) Bix 10 tpaBus 2023. KB Ne: 1199-0378. BICTMS Bepcis: M_06_UKRO06. MoBa_Bepcis ta
nata: UKRO6 ykpainceka ta pociiickka 01 (17 tpaBhs 2023)

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2947 Big 30.12.2021

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«Bigkpute MOCHiTKEHHS JOBIFOTPUBANOi OE3MEeYHOCTI Ta MEPEHOCHMOCTI MEepOpaIbHOTO
3aCTOCYBAaHHS HIHTe[aH1Oy TPUBAIICTIO HE MEHIIE 2-X POKIB Ha (POHI CTaHIAPTHOIO JIKYBaHHS Y
JiTel Ta MIJUIITKIB 3 KIIHIYHO 3HAYYHIIMMHU (P1OpO3YIOUMMH IHTEPCTHIIMHUMH 3aXBOPIOBAHHSIMHU
neredb (INPedILD®-ON)», 1199-0378, Bepcis 2.0 Big 05 cepras 2022

3asiBHUK, KpaiHa

TOB « IOKYMEJICy» («CIA IOKYME/ICy), JlatBis

CnoHcop, kpaiHa

Boehringer Ingelheim RCV GmbH & Co KG, ABctpist

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



JlopaTok 2

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

InenTudikamist CyTTe€BOI MOMPABKU

BUINIPOOYBaHb»
26.07.2023 Ne 1356
3MiHa BIAMOBIIAIBHOTO AOCIHITHIKA; 3MiHAa HA3B MICIIb MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS
bYJIO CTAJIO
k.M.H. Tpyxiu JI.B. nikap Kpacuorpyns FO.C.
KomynansHa ycranoBa «Oxecbkuii oOmacHuii | KoMyHanpHe HEKOMEpIiHHE MIIIPHEMCTBO
OHKOJIOTTYHHH JMCIIaHCEPY, cramioHap | «OnecbKuii perioHaTbHUNA KIIIHIYHU]
JICHHOT'O nepeOyBaHHs JMCIIAHCEPHO- | IPOTUITYXJIMHHUHM 1eHTp» Opecbkoi 06iaacHOl

MOJIKJIHIYHOTO Bigninenus, M. Omeca

paamy, BiieHHs xiMioTeparnii, M. Oneca

3aB. Bijg. Bontko H.JIL.
KuiBchknii MICBKMI KIIIHIYHUI OHKOJIOTIYHUN
LEHTp, BiauieHHs Ximiorepanii Ne2, M. Kuis

3aB. Big. Boitko H.JL.

KomyHanbHe HeEKOMepIiiiHE MiIIPUEMCTBO
«KuiBchbkHil MiCbKHI KITIHIYHUI OHKOJIOTTYHUHN
LEHTP» BHUKOHaB4Yoro opra"dy KwuiBcbkoi
Micbkoi pamu (KuiBchbkoi MiChKOi Jep)kaBHOT
aZMiHiCcTparii), XimMioTepaneBTHYHE
Bigminenas Ne2, m. Kuis

a.M.H. KpmxkaniBebka A.€.

Komynanenuit  3aknan  «IIpukapnarcbkuit
KJIIHIYHUHM OHKOJIOTIYHMM LIEHTp», 1 XIpypriuHe
BiineHHs, JlepkaBHUM BUIMN HaBYaIbHUI

I.M.H., ipod. KpmxaniBcbka A.€.

KomyHanbHe HekoMmeplliiiHe MiINPUEMCTBO
«IIpukapnaTchbkuil KIIHIYHUA OHKOJIOTTYHUI
neHTp IBaHo-®paHkiBChKOI 007acHOI panu»,

MaJIOIHBa3UBHOI Ta EHJOCKOIIYHOI Xipyprii,
1HTepBeHMIIHO1 paaiosorii, M. Kui

3akna)] «IBaHO-DpaHKIBCHKUN HAIIOHAJIBHUH | XIpypriuHe BIJIIUIEHHS Nel, IBano-

MEINYHUNA YHIBepcUTET», Kadenpa oHkousorii, | @paHKiBCbKUH  HallOHAIBHUM  MEIUYHUI

M. IBaHO-®DpaHKiIBChK YHIBEPCHUTET, Kadenpa OHKOJIOTII,
M. IBaHO-DpaHKiBCHK

a.M.H. Ocranenko 10.B. K.M.H. Ocranenko [0.B.

HamionaneHuil 1HCTUTYT paky, BUIIUIEHHS | Jlep’kaBHE ~— HEKOMepIiiiHe  MiJIpPHUEMCTBO

«HamioHanbHUI 1HCTUTYT paKy», BIIAUIEHHS
MaJIOIHBa3UBHOI Ta EHJOCKOMIYHOI Xipyprii,
IHTepBeHLIHHOI paaioorii, M. Kuis




2 MPOJOBKEHHS 10/1aTKa 2

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 9 Bix 02.01.2019

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBaHe, MOBIMHE Clline KIiHIYHE TOCHiKeHHs dazu 3 memOponizymady (MK-3475) y
KOMOiHaIil 3 XiMiOTepari€ y MOPIBHSHHI 3 TuIanedo y KOMOIHAIIl 3 XIMIOTEepami€l B SIKOCTI
JmiKkyBaHHs Tiepmioi JiiHiI y mamieHtiB 3 HERZ2-nHeratuBHOMO, momepenHbO HEIIKOBAHOIO,
HeorepadenpHo0 a0 METaCTaTUYHOIO a/CHOKApIIMHOMOIO IUTYHKY a0o0 ractpoe3odareanbHOTo
3’eqnanag (KEYNOTE-859)», MK-3475-859, 3 inkoprnopoBaHoro mnonpaBkor 06 Bijx 28 BepecHs
2022 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHo10 BianoBiganbHicTIO «MCJl Ykpainay

CnoHncop, kpaiHa

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

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(miarmc) (Bnacwue im’st [IPI3BULLE)



JlonaTok 3

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

BUINIPOOYBaHb»
26.07.2023 Ne 1356

InenTudikariist CyTTeBOI MOMPaBKU

Omnognena 6pomrypa gociigauka s Tiparonymady (RO7092284), Bepcis 8 Bin kBiTHs 2023 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1360 Bix 10.06.2020;
Ne 2917 Bix 15.12.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane, mojBiiiHe crine, miamnedo-kouTpoiasoBane ¢asu |l gocmimkenns arezomnizymaldy
B moeaHaHHi 3 Tiparoaymabom (antu-TIGIT antutino) abo Ge3 Tiparomymaly y HamieHTIB i3
HEpPEe3eKTa0eNbHOI  IUIOCKOKIITUHHOK — KapLUUHOMOIO  CTPaBOXOXy, 4YMsA KapUMHOMa He
mporpecyBaia miciisi paguKaibHOI XiMionmpoMeHeBoi Teparmii», YO42137, Bepcia 6 Bix 08 rpymHs
2022 p.;

«PannomizoBane, mojagiiiHe ciimne, mianedo-koHTpoboBane dasu |l nocmimkenns tiparoirymady
(autu-TIGIT anTuTLI0) B KOMOIiHAaLI{ 3 aTe30713yMabOM y MOPIBHSAHHI 3 Mianebo B koMOiHaIii 3
aTe30J113yMa0dOM y Malll€HTIB 13 paHillle HeJIIKOBAaHUM MiCIIEBO-TIOUIMPEHUM Hepe3eKTadeIbHIUM a0o
MetactaTuuHUM PD-L1-cenexkTuBHUM HelpiOHOKIIITUHHUM pakoM JereHb», GO41717, Bepcis 5 Big
04 nucronana 2022 p.

3asiBHUK, KpaiHa

ToBapucTso 3 06MexkeH010 BianoBiganbHICTIO «Pomn Ykpainay

CnoHcop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIeituapis

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBCbKHI

(mmimrmic) (Bnacue im’st [IPI3BUILIE)



Jonmatok 4

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

Inentudikariist CyTTEBOI MOMPaBKU

BUINIPOOYBaHb»
26.07.2023 Ne 1356
3MiHa Ha3BH MiCIsl MPOBEICHHS KIHIYHOTO BUIIPOOYBAHHS:
BYJIO CTAJIO
I.M.H., mpod. bonnapenko .M. I.M.H., npod. bonnapenko .M.

Komynanenuit  3akman  «/lHinponerpoBchka | KomyHampHe HEKOMEpIiHE —ITiIIPUEMCTBO
Micbka OararonmpodinpHa KiiHIYHA JiKapHs | «Micbka KiliHiuHA JikapHs Nedy JIHIIPOBCHKOT
Nedy,  JTainpomeTpoBchKoi 00JACHOT  pajH, | MICBKOT paju, XiMiOTEpareBTUIHE BiIIIICHHS 3
BiIIIIEHHST XimioTeparii, Jlep)kaBHUE 3akiaj | JeHHUM CTaIliOHAPOM, JIHITPOBCHKHIA
«/laimpornieTpoBCchbka ~ MEOUYHA  aKaJeMis | JIepKaBHHM MEIUYHHIA yHIBEepcHTeT, Kadempa
MiHicTepcTBa OXOpOHHU 3J0POB’sl YKpaiHW», | OHKOJIOTIi Ta MEAUYHOI paaiofiorii, M. JIHimpo
kadenpa OHKOJOTIT Ta METUYHOI PaaioNorii,
M. JIHIpo

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1808 Bix 04.10.2018

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBane nocmimkeHHs 3 ¢as3u, M0 CKIAJAEThCS 13 ABOX YaCTHH, KOMOIHaIIl HeMimiiMady
(antu- PD-1 anTuTiNA) Ta TBOKOMIOHEHTHOI CXEMH XIMIOTeparnii MOXiIHUMU IUJIaTUHU y Teparii
Nepuioi JiHII Nali€eHTaM 13 PO3MOBCIOKEHUM a00 METacCTaTUYHUM HEeAPIOHOKITITUHHUM PaKOM
nerenp», R2810-ONC-16113, 3 mompaskoto 5 Bix 16 kBiTHs 2020 poxy

3asiBHUK, KpaiHa

TOB «KuniniuHi gocnikeHHst ARKOH», YKpaiHa

CrnoHcop, kpaiHa

Regeneron Pharmaceuticals, Inc., USA/ Pemxenepon ®@apmackiorikaic, [ak., CIIIA

Havanbunk @apmManeBTHYHOIO YIPaBJIiHHA Tapac JIICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



Jomatok 5

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

BUINIPOOYBaHb»
26.07.2023 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

Bpomypa mociigHuka Uit TOCHTIKYBaHOTO JTikapchkoro 3aco0y Beminapu6 (ABT 888), Bumanus
17 Big 05 tpaBus 2023 poky

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PaniomizoBaHe 1u1anedo -KOHTPOIbOBaHE JOCTIKEeHHS (ha3u 3 KapOOIUTaTHHY Ta MaKIIiTakcey 3
ITAPII iuriditopom Beninapubom ta 6e3 ITAPII inribitopy Bemimapudy (ABT-888) mpu HER2-
HEraTUBHOMY METAcTaTUYHOMY a0o JIOKaJdhbHO moIMpeHoMy HeomnepabenmbHomy BRCA-
acoliiioBaHOMY paKy MOJo4yHOi 3amo3u», M12-914, 3 inkopmopoBaHUMH AJIMiHICTPAaTUBHUMHU
3miHami 1, 2, 3,4 ta 5 i monpaskamu 1, 2, 3, 4 ta 5 Big 06 ceprust 2022 poky

3asiBHUK, KpaiHa

«E060Bi biodapmackrorikans3 'm6X», [lBeiinapis

Cnoncop, kpaiHa

AbbVie Inc., CIIIA

Havanbank ®@apManeBTHYHOIO YIIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmc) (Bnacue im’st [IPI3BUILIE)



JlopaTok 6

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

Inentudikariist CyTTEBOI MOMPaBKU

BUINIPOOYBaHb»
26.07.2023 Ne 1356
3MiHa Ha3BH MiCIsl MPOBEICHHS KIHIYHOTO BUIIPOOYBAHHS:
BYJIO CTAJIO
I.M.H., mpod. bonnapenko .M. I.M.H., npod. bonnapenko .M.

Komynanenuit  3akman  «/lainporerpoBchka | KomyHampHe HEKOMEpIiHE — ITiIIPUEMCTBO
Micbka OararonmpodinpHa KiiHIYHA JiKapHs | «Mickka KiiHiuHA JlikapHs Nedy JIHIIPOBCHKOT
Nedy,  JTninponeTpoBchkoi 00JacHOiI paan», | MICBKOT paju, XiMiOTepareBTUIHE BiIIIICHHS 3
BiIIIIEHHsT XimioTeparii, Jlep)kaBHUI 3akiaj | JeHHUM CTaIliOHApOM, JIHITPOBCHKHIA
«/laimpornieTpoBCchbka ~ MEOUYHA ~ aKaJeMis | JIepKaBHHM MEIUYHHIA yHIBepcHTeT, kKadempa
MiHicTepcTBa OXOpOHHU 3J0POB’sl YKpaiHW», | OHKOJIOTIi Ta MEAUYHOI paaioforii, M. JIHimpo
kadenpa OHKOJOTIT Ta METUYHOI PaaioNorii,
M. JIHIpo

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1050 Bix 04.09.2017

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«MixHapoHe, paHa0Mi30BaHe, BIAKpHUTe qochimkenns $a3u 3 mis oninku npemnapaty REGN2810
(antutina no PD-1) mopiBHSAHO 3 XIMIOTepaIli€l0 Ha OCHOBI MpenapariB MIATHHU SIK Teparnii nepioi
JMiHIT B NAI€HTIB 13  pO3MOBCIO/DKEHUM  abo  meractatuyHuM  PD-L1-mo3utuBHUM
HEePIOHOKITITUHHUM pakoM JereHb», R2810-ONC-1624, 3 iHKOPIOPOBAaHOKO TOMPABKOIO 9 Bif
13 tpaBHsa 2020 p.

3asiBHUK, KpaiHa

TOB «Kuniniuni gocaikeHHs: AlikoH», YKpaiHa

CnoHcop, KpaiHa

Regeneron Pharmaceuticals, Inc., USA/ Pemxenepon ®@apmacerotikaie, [ak., CIIIA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Tapac JISICKOBCHKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jonmarox 7

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

BUIIPOOYBaHb»
26.07.2023 Ne 1356

Inentudikariist CyTTeBOI MOMPaBKU

VYkpaina, MK-7902-007/E7080-G000-314, Bepcis 00 Bix 30 6epesnst 2023 p., yKpaiHCHKOIO MOBOIO,
JIOTIOBHEHHS 110 iH(popMaii Ta JOKYMEHTY Mpo iH(GOpMOBaHy 3roay Ul Mali€HTa I JIiKyBaHHS
iCJIs IpOoTpecyBaHHs XBOpoOH; 3MiHa HA3BU MicCIs POBEACHHS KIIHIYHOTO BUIPOOYBaHHS:
BYJIO CTAJIO
nupektop [lapamonos B.B. nupektop [lapamonos B.B.
KomyHnaneHe HekomepiiiiHe mignpuemMcTBo | KomyHampHe HEKOMEpIiHE —ITiIIPUEMCTBO
«Yepkacbkuit obnacHui oHKoyoriyHui | «KIIIHIYHUIM 1EHTP OHKOJIOTii, TeMaToJIorii,
mucnancep» Uepkacbkoi 00iacHOi paawy», | TPAHCILIAHTOJIOTIT Ta MaTiaTUBHOI JOIIOMOTH
obmacHMi  1EHTp  KIHIYHOI  oHKousorii | Yepkackkoi  oOnacHoi  paaw», oOjacHUi
(oHKOXIMiOTEpaneBTHUHUI ), M. Uepkacu LEHTP KITIHI9HOT OHKOJIOTi
OHKOXIMIOTEpaneBTHYHMI ), M. Uepkacu

3MiHa BIAMOBIIAIBHOTO JOCIITHHUKA:
bYJIO CTAJIO

k.M.H. Tpyxin J1.B. nikap Kpacuorpyas FO.C.

KomyHnaneHe HekomepiiiiHe mignpuemctBo | KomyHanpHe HekoMepliiiHE MiJIpUEMCTBO

«Opnecpkuit perioHanbHUM KIHIYHUH | «Onechkuit perioHabHUN KJITHIYHUH

OPOTUITYXJIMHHUHN LeHTp» Ojecbkoi 00JacHOI | NPOTUIYXJIMHHUHN LeHTp» Opecbkoi 06igacHOT

paauny, BiaauieHHs ximioTepaii, M. Oneca paamny, BiauIeHHs ximioTeparii, M. Oneca

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 727 Bin 04.04.2019

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«PannomizoBane, nojasiitae ciine gociimkeHHs 11 ¢pazu komoOiHarii nemoponizymady (MK-3475) 3
ab6o Oe3 nenBatmHiba (E7080/MK-7902) y panimie HETKOBAaHUX TMAII€HTIB 3 METAaCTAaTUYHUM
HeapiOHOoKTITHHHUM pakoM nerensb (H/IKPJI) 3 mokaznukom nponopii myxiuau (TPS), mo Ginbiie
abo nopisutoe 1% (LEAP-007)», MK-7902-007, 3 inkopriopoBaHoto momnpaBkoro 07 Bix 18 ceprHs
2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexxeHoto BianosiganpHicTIO «MCJI Ykpaina»

CnoHcop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

Havanbank @apmManeBTHYHOIO YIIPaBJIIHHSA Tapac JIAICKOBChKHI

(i armc) (Bnacue im’st ITIPI3BUILIE)



JlomaTok 8

110 HaKazy MiHiCTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBepIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
26.07.2023 Ne 1356

InenTudikamist CyTTe€BOI MOMPABKU

3MiHa BiAMOBIAAIBHOTO JOCTITHUKA Y MICIIi IPOBEACHHS KJIHIYHOTO BUIPOOYBaHHS Ta 3MiHA HA3BU
MiCLsl TPOBEICHHS] BUIPOOYBaHHS

BYJIO CTAJIO
3aB. Bif. JIutBuH [.B. nikap 3BoHaproBa H.T'.
Komynanbuuit 3aKmaj «Kniniyanii | KomyHaneHe mianpueMcTBo «JIHITPOBCHKUI
OHKOJIOT1YHUM aucrnancepy | obmacHui KJIIHIYHAT OHKOJIOTTYHUHI
JIHITpOonIeTpOBCHKOT obacHoi panu, | nucnancep»  J{HimpomerpoBchkoi  06macHOT
BIIIIICHHS XiMioTeparrii, M. J{Himpo paav, OHKOXIMIOTEPAIIeBTUYHE BiJJIIJICHHS,
M. JlHinpo

3MiHa BiNOBIAATBLHOTO JOCTIIHUKA y MICIII POBEICHHS KIIHIYHOTO BUMPOOYBAaHHS Ta 3MiHA MiCIIs
MIPOBEJICHHS] BUTTPOOYBAHHS:

bYJIO CTAJIO
k.M.H. Tpyxiu JI.B. nikap Kpacuorpyas FO.C.
KomynanbHa ycranoBa «Opecbkuii obnacHuil | KomyHanpHe HekoMepliiiHEe MiJIpUEMCTBO
OHKOJIOTTYHUI JUCIIAaHCEDPY, crarioHap | «Onecbkuii perioHabHUN KJITHIYHUH
JIEHHOTO nepeOyBaHHS JMCTIAHCEPHO- | IPOTUITYXJIMHHUHN LeHTp» Opecbkoi o6i1acHOT
MOIKJIIHIYHOTO BiguieHHs, M. Oneca paauy, BiaauieHHs ximiotepamnii, M. Oneca

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1465 Bix 08.08.2018

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«PannomizoBane, Bigkpure KiaiHiune gocmimpkenns 11 dasu tpudnypuauny/rumipanuty (S 95005)
y KoMOiHaIii 3 6eBaru3ymMadoM y MOPIBHSAHHI /10 KaneuuTadiny y koMmOiHamii 3 OeBau3symMadbom y
nepurid JiHii JIIKYBaHHS TMAlll€eHTIB 3 METACTaTUYHUM KOJIOPEKTAJbHUM pPaKoM, sIKI HE €
KaHauaaTamu Juis inTeHcuBHOI Tepamii (mochimkenHs SOLSTICE)», CL3-95005-006, dinansHa

Bepcis 5 Bix 12 xoBTHs 2022, 3 1HKOPIIOPOBAHOIO CYTTEBOIO mompaBkoro Ne 5. Bix 12 >KOBTHs
2022 poky

3asiBHUK, KpaiHa

ToBapuctso 3 oomexkeHoto BianosiganbHIcTIO «KILIP Ykpaina»

CnoHcop, kpaina

Iactutyt MikHapoanux nociimkenb «CEPB’€» (Institut de Recherches Internationales Servier
(LR.L.S.)), ®panis

Havanbank @apmManeBTHYHOIO YIIPaBJIIHHSA Tapac JIICKOBChKHI

(i armc) (Bnacue im’st ITIPI3BUILIE)



JlonmaTok 9

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

BUINIPOOYBaHb»
26.07.2023 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

Bpomypa mociigHuka 1 nmpenapary 3uUITiBeKiMa0 Ui MiIIIKIpHOTO BBeAeHHs, TpoeKT NN6018,
BuganHa 6, Bepcis 1.0, ¢inanbha, Bin 01 wepsusa 2023 poky, anrmiiicbkoro MoBoro (Investigator's
Brochure Ziltivekimab subcutaneous administration; Project: NN6018; Edition 6; version 1.0, final,
dated 01 Jun 2023)

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2237 Bix 18.10.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Jocnimkenns ZEUS - Brmus 3inTiBekiMaOy TOPIBHSHO 3 TU1ae00 Ha CePIIeBO-CyAUHHI HACITIIKT
B YYACHHMKIB 3 JIarHOCTOBAHUM aT€POCKICPOTUYHUM 3aXBOPIOBAHHSIM CEPIIEBO-CYAUHHOI CUCTEMH,
XPOHIYHOIO XBOPOOOIO HUPOK 1 CUCTEMHHM 3anasieHHs My, EX6018-4758, Bepcis 9.0, dpinanpHa, Bix
30 mucronanaa 2022 p. (version 9.0, Final, dated 30 November 2022)

3asiBHUK, KpaiHa

TOB «Hoo Hopaick Ykpaina»

CnoHcop, kpaiHa

Novo Nordisk A/S, Denmark

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st ITPI3BUILLE)



Jonarok 10

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

26.07.2023 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

Bpomypa nociigauka oCiipKyBaHOTO Jikapcebkoro 3aco0y JNJ-56021927 (apalutamide), Bumanus
17 Bix 31 Gepesns 2023 poky aHrmiicbko MOBOIO; Jlogatok 1o [HdopmariifHOro JMCTKa narienTa
1 ®opmu iHDopMoBaHOi 3roau, Bepeis 8.0 Bix 12 TpaBHs 2023 poky yKpaiHCBKOI Ta pOCIHCHKOIO
MOBaMH

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 621 Bix 24.09.2015

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, MmIane00-KOHTPOJILOBAHE, MOJBIHHE CIiNe, KIIHIYHE IOCTiKeHHS 3 ¢asu
npemnapaty AnanyTamia B TO€IHAHHI 3 aHAPOTEHHOIO [enpuBaiiiiHolo Tepamiero (AT) y
nopiBasHHI 3 AJ[T y marieHTiB 3 METaCTATHYHUM TOPMOH-IYTIIMBUM PAKOM TIEPEIMIiXypOBOI 3271031
(mHNPC)», 56021927PCR3002, 3 Amendment 5 Bix 16.03.2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIITOBIJAJIBHICTIO «®APMACBIOTIKAJI PICEPY
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

Cnoncop, kpaiHa

«IHCCEH ®APMAIIEBTHUKA HBy», benbris

Havanbank @apmManeBTHYHOIO YIPaBJIiHHA Tapac JIAICKOBChKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



Jomatok 11

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

BUINIPOOYBaHb»
26.07.2023 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

OHOBJIEHUH TIPOTOKOJ KJIIHIYHOTO BUIPOOyBaHHs, Bepcis 6 Big 15 Oepesns 2023 p.; dopma
iH(bopMOBaHOi 3roiu Ha yyacTb Yy (asi mpeckpuHinry, sepcis 5.0 s Ykpainu yKpaiHChKOI MOBOIO
Bix 12 tpaBHs 2023 p. Ha ocHOBi maiicTep-Bepcii ¢hopmu iHGOpMOBaHOT 3rou Ha ydacTh y (asi
MpEeCKpUHIHTY 1T gociimkeHHs BO42843, Bepcis 5 Bix 16 6epesns 2023 p.; Dopma indhopmoBaHOT
3roy Ha ydacThb y ¢asi Harsny, Bepcis 5.0 mis YkpaiHu yKpaiHChKOIO MOBOMO Bij 12 TpaBHS
2023 p. Ha ocHoBi maiicrep-Bepcii ¢opmu iHbopMOBaHOI 3roan Ha y4acTh y (asi Harmsamy ams
nociimkenns BO42843, sepcis 5 Bin 16 6epesns 2023 p.; @opma iHPOpMOBaHOT 3r0 11 HA y4aCTh Y
¢a3i mikyBanHs, Bepcis 5.0 ans Ykpainu ykpaincbkoro MoBoro Bif 12 tpaBus 2023 p. Ha ocHoBi
Maiictep-Bepcii dopmu iHpopmoBaHoi 3roau 1 nochimpkenns BO42843, sepcis 5 Big 31 Gepesns
2023 p.

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1012 Bix 24.05.2021

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«PannomizoBane, mnojnBiiiHe ciine, OararoneHtpoBe (a3u Il nmocnmikeHHS 3acTOCYBaHHS
are3onizymady (antu-PD-L1 anTuTiio) mpoTu mianebo sK aa’rOBaHTHOI Tepamii y Malli€eHTIB 3
M’S130BO-1HBa3UBHUM PAaKOM CEUOBOT'0 MiXypa BHCOKOI'O PU3UKY 3 HasgBHOIO Iupkyiorodoro JTHK
NYXJIMHU micis nuctekTomiin, BO42843, Bepcis 5 Bin 22 aunnus 2022 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEXKEHOI0 BiANOBiAaIbHICTIO «Pom1 Ykpainay

CnoHcop, KpaiHa

®.Xodbdpmann-JIs Powr Jlta, [seiuapis

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Tapac JISICKOBCHKHI

(i gumc) (Bnacue im’st [IPI3BUILE)



JlonaTok 12

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

BUINIPOOYBaHb»
26.07.2023 Ne 1356
Inentudikariis cyTTeBoi monpaBku | 3MiHa BIAMOBIIAIBLHOTO JOCTITHUKA:
BYJIO CTAJIO
3aB. Bix. JlutsuH 1.B. nikap ['amzin C.1O.
Komynanene mianpuemctBo «JlHinmpoBcekuii | KomyHaneHe mianpueMcTBO «JIHITPOBCHKUI
obnacHui KIIHIYHUAN OHKOJIOT1YHUN | 00JaCHUN KJITIHIYHAH OHKOJIOTTYHUH
mucnancep»  JlHimpomneTpoBchkoi  00jacHOi | mucmancep»  JIHIIPONETpoBChKOi  00JacHOT

paau», OHKOXIMIOTEpalleBTHYHE BiJUTIIJICHHS,
M. JlHinpo

paau», OHKOXIMIOTEpalleBTHYHE BIJJIIJICHHS,
M. JlHinpo

3MiHa Ha3B MiCllb IPOBEJICHHsI KJIIHIYHOTO BUIIPOOYBAHHS:

bYJIO CTAJIO
nupexrtop I[lapamonos B.B. nupektop [lapamonos B.B.
Komynanene Hekomepiiiine minnmpuemMctBo | KomyHampHe HEKOMEpIHE —ITiIIPUEMCTBO
«Yepkacbkuit o0nacHUM OHKoJIOTTYHUH | « KiTiHIYHMI HEeHTp OHKOJIOril, IreMaToJorii,
nucnancepy Yepkacbkoi 007acHOi paawy», | TPAHCIUTAHTOJIOTII Ta MaliaTUBHOI JOTIOMOTH
obOmacHMM  meHTp  KiIiHIYHOI  oHKojorii | Yepkacbkoi oOsacHOi  pagu», oOnacHui
(oHKOXIMIOTEpaneBTHUHUI), M. Uepkacu LEHTP KJIIHIYHO1 OHKOJIOT11

(oHKOXIMiIOTEpaneBTUUHUN), M. Yepkacu

I.M.H., mpo¢. Ctycs B.IL

KomyHnanbue HiAPUEMCTBO
«JIHimporneTpoBCchKa 001acHa KITIHIYHA JIIKapHS
iMm. LI MeunukoBa» JIHIIPONETPOBCHKOT

oOnacHOi pamgw», BigAUIeHHS yposorii Ne2
(onkomoriyne), JIHIMPOBCHKUE  JeprKaBHUMN
MEIMYHUN YHIBEpCUTET, Kadeapa ypoJorii,
M. [THinpo

I.M.H., ipo¢. Ctycs B.IL

KomyHnanbhe HANTPUEMCTBO
«JlHimponeTpoBchKa 001acHa KITIHIYHA JIIKAPHS
iMm. LI MeunukoBa» JIHImIpomeTpoBCHKOT

obmacHoi pamm», BigauleHHS ypoJorii No2
(onkomoriune), JIHIIPOBCHKUI  Aep>kaBHUM
MeANYHUN YHIBepcuTeT, Kadenpa xipyprii Nel
Ta yposorii, M. JlHinpo




2 MPOJOBXKEHHS 10JaTKa 12

I.M.H., ipod. CraxoBcekuit E.O. I.M.H., po¢. CraxoBcbkuii E.O.
HamionanpHuili  iHCTHTYT paky, HaykoBo- | JlepkaBHe  HEKOMEpLiliHE  MiANPUEMCTBO
JOoCHigHe  BimguleHHs — miuactu4Hol  Ta | «HamioHanbHMH 1HCTUTYT paky», HayKOBO-
PEKOHCTPYKTHBHOI OHKOYpostorii, M. Kui JOCHiHEe  BULAUICHHS  IUIACTMYHOI  Ta
PEKOHCTPYKTUBHOI OHKOYpoJiorii, M. KuiB

Howmep Ta nata nakazy MO3 nipo
MIPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 1896 Bix 27.08.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, mojsiiiHe ciine pociaiypkeHHs Il ¢asuw s omiHkm mepiomepariiHoro
3actocyBaHHa neMmOponizymady (MK-3475) y komOiHaimii 3 HE0aI'OBaHTHOIO XiMioTepamiero
MOPIBHSHO 3 TMepionepariifHuM 3acTOCyBaHHAM IuTanebo y KomOiHamii 3 Heoaa'FOBaHTHOIO
ximMioTepami€lo B YYacCHHMKIB 3 M'S30BO-IHBa3UBHHM PaKOM CEYOBOTO MiXypa, MPHUAATHUX IS
nikyBanHs nucratuaoM (KEYNOTE-866)», MK-3475-866, 3 inkopriopoBaHoto monpaBkoro 05 Bif
04 ciyns 2023 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo010 BianoiganpHicTIO «MCJ] Ykpainay

CnoHcop, kpaiHa

TOB Mepk Illapm enn Joym, CIIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st ITPI3BUILE)



Jonatok 13

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

BUINIPOOYBaHb»
26.07.2023 Ne 1356
InenTudikamist cyTTeBOi MONpaBKu | 3MiHA BiANOBIJAIBHOTO JOCIHITHUKA!
bVYJIO CTAJIO
k.M.H. Tpyxiu JI.B. nikap Kpacuorpyns FO.C.
Komynanene Hexkomepriiine mianpuemctBo | KoMmyHanbHe HeKOMepIliifHE MiANPUEMCTBO
«Opnecpkuit perioHaTbHUN KIiHIYHUH | «Onechkuit perioHaTbHUNA KIIIHIYHU]

NPOTUIYXJIMHHUN 1eHTp» Onechkoi obnacHol
paamy», BiLTIICHHS XiMioTepanii, M. Oneca

NPOTHITYXJIMHHUHN 1eHTp» Opechkoi o0aacHOl
paamy, BiieHHs xiMioTeparii, M. Oneca

3MiHa Ha3BH MiCIIsl MPOBEIEHHS KJITHIYHOTO BUIIP

00yBaHHSI:

BYJIO CTAJIO
nupektop [lapamonos B.B. nupextop Ilapamonos B.B.
KomyHnanene HekomepiiiiHe mignpuemMcTtBo | KomyHanmpHe HEKOMEpIiiHE —IMiJIPHEMCTBO
«Yepkacbkuit obnacHui oHKoyOTiYHUH | «KIIHIYHUKA TEHTP OHKOJIOTil, TIeMaToJIorii,
mucnancep» Uepkacbkoi 00iacHOi paawy», | TPAHCIUIAHTOJIOTIT Ta IMaTiaTHBHOI JOMOMOTH
oOnmacHUil  meHTp  KIiHIYHOI  oHKojorii | Yepkacekoi  oOmacHoi  panu», oOjacHUi
(oHKOX1MiOTEpaneBTHUHUM), M. Yepkacu LIEHTp KJIIHIYHOT OHKOJIOT1i

(oHKOXIMIOTEpaneBTUYHUM), M. Yepkacu

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1593 Bix 09.07.2019

Ha3Ba kuiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta jara

«docmmkenns Il da3um ans memOponizymaldy
miaTuHA (KapOornaTiH abo MUCIUIATHH) 3 IO

y KoMmOiHauii 3 meMeTpekceaoM / IpernapaToM
BIIIMM BBEJICHHIM MeMOpouizyMaldy y koMOiHamii

3 MIATPUMYIOUUM JIIKYBaHHSIM OJIarniapuooM abo meMeTpeKceqoM B SIKOCTI Tepamii mepuioi JiHii y

MaIl€HTIB

13 MeTacTaTUYHUM HEIUIOCKOKIITUHHUM HEAPIOHOKIITUHHUM PaKkoM JIETE€HIBY,

MK-7339-006, 3 inkopriopoBaHoto norpaBkoro 06 Bijx 07 sxoBTHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeHo0 BianoBiganbHicTI0O «MCJI Ykpaina»

CnoHcop, KpaiHa

TOB Mepk Illapn ena Joym, CHIA (Merck Sharp & Dohme LLC, USA)

Havanbunk ®@apmManeBTHYHOI0 YIPaBJIiHHSA

Tapac JSICKOBCbKHUH

(mimmc)

(Bnacue im’st [IPI3BUILE)




Jonmarox 14

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

26.07.2023 No 1356

Inentudikariist CyTTEBOI MOMPaBKU

MK-3475-B15 300paxeHHs1 Ha €IEKTPOHHUX IIOJACHHUKAX I namienTa (Instrument Screenshots:
EORTC QLQ-C30; BCI (Bladder Cancer Index); EQ-5D-5L Health Questionnaire; Standard
Application Screenshots; Version History) mis Ykpainu ykpaiHCbKOWO MOBOO, Bepcis 3.0 Bin
16 Tpasust 2023p.

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 516 Bix 22.03.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, Bimkpute mociuimkenns |l dasm s omiHKK mepionepariiHoro 3acTOCyBaHHS
eHpoptymaly BemoTuHy Yy komOiHamii 3 memOponizymabom (MK-3475) mnopiBHSHO 3
HEO0a'TOBAaHTHOIO TEPAIi€0 TeMIUTa0iHOM Ta IHMCIUIATUHOM Y YYacCHHKIB 3 M'SI30BO-iHBa3WBHUM
paKoM Ce4oBOro Mixypa, npuaatHux s JgikyBanss muciuiatuaom (KEYNOTE-B15 / EV-304)»,
MK-3475-B15, 3 inkopriopoBanoto nonpaskoro 03 Bix 06 srotoro 2023 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHo1o0 BianoBiganbHicTIO «MCJl Ykpainay

Cnoncop, kpaiHa

TOB Mepk Illapn ena loym, CIHA (Merck Sharp & Dohme LLC, USA)

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



Jlomatok 15

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

BUINIPOOYBaHb»
26.07.2023 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

OnoBneHu#t mpoTokoi KiaiHigyHOro BunpooyBanHs MK-3475-641 3 inkopnopoBaHoto nornpaBkoro 09

Bin 22 tpaBHa 2023 pokKy, aHMNIIHCHKOIO MOBOW; YkpaiHa, MK-3475-641, JlomoBHeHHS a0

iHdopmartii Ta JokyMeHTy npo iHhopMoBaHy 3roay A namienta, Bepcis 00 Bix 15 gepsus 2023 p.,
KpaiHCHKOI0 MOBOI0; 3MiHa Ha3BHU MiCIsl IPOBEICHHsI KJIIHIYHOTO BHIIPOOYBaHHS:

bYJIO CTAJIO
nupexrop [Tapamonos B.B. nupekrop [Tapamonos B.B.
KomyHnanbHe HekomepuiiiHe mignpuemctBo | KomyHanpHe HekoMepuiiiHe —MiJIPUEMCTBO
«Yepkacbkuit o0acHMit oHKoOTiyHMH | «KITiHIYHUIA IIEHTp OHKOJIOTii, TremMarToJorii

nucriancep Yepkacbkoi  00JlacHOT  pajamy, | TPAHCIUIAHTOJIOTII Ta MaJIaTHBHOI JIOIIOMOTH
Ob6nacanii  meHTp  KiiHiUHOi  OHKoJorii | Yepkacekoi oOmacHoi pamm», OOnacHuit
(oHKOXIMiOTEpaneBTUYHUI ), M. Uepkacu HEHTP KJIIHIYHO1 OHKOJIOT'11
(oHKOXiMIOTEpaneBTUYHUH), M. Yepkacu

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 833 Bix 28.04.2021

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBane, noagiitne ciine pocaixeHHs [ gaszu nem6ponizymady (MK-3475) y komOiHamii
3 EH3&JIyTaMiZloM TMOPIBHAHO 3 €H3alyTaMiioM 3 Iulanebo y Yy4YacHHUKIB 3 METacTaTHUYHUM
KacTpaliiHO- PE3UCTeHTHUM pakoM mnepeamixyposoi 3amo3u (MCRPC) (KEYNOTE-641)»,
MK-3475-641, 3 inkopnopoaHoo nonpaskoro 08 Bix 02 aucronanga 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo10 BianoBiganbHicTIO «MCJl Ykpainay

CnoHcop, KpaiHa

TOB Mepk Illapn ena Joym, CHIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Tapac JISICKOBCHKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



JlonaTok 16

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

BUINIPOOYBaHb»
26.07.2023 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

[adopmaris s namienta ta ¢popma iHGOpMOBaHOI 3roau Il YKpaiHH, aHTIIHCBKOI MOBOIO,
Bepcia 9.0 Bix 05 wepBHs 2023 p.; Indopmaris 1 nanieHTa ta Gopma iHGopMOBaHOT 3roau A
VYkpaiau, ykpaiHcbkoro MoBor, Bepcis 9.0 Big 05 uepBus 2023 p.; [Hdopmariis mist naiieHTa ta
¢dopma iHpOpMOBaHOi 3roau it YKpainu, pociiicbkoro MoBoro, Bepcis 9.0 Bix 05 uepsus 2023 p.;
COVID-19 Homarok Bepcii C9 Bim 05 uepBHs 2023 p. no Indopmarii ans namienta 1 hopmu
iHpopmoBaHOi 3roam ast YKpaiHu, aHTIIHCbKOI0 MOBOR0, Bepcis 9.0 Bim 05 wepmHs 2023 p.;
COVID-19 Homatok Bepcii C9 Bix 05 uepBHs 2023 p. mo Iadopmanii mia manienta i Gopmu
iHpopMoBaHOi 3roam Uit YKpaiHu, YKpaiHChKOIO MOBO, Bepcis 9.0 Bim 05 wepsHs 2023 p.;
COVID-19 Homarok Bepcii C9 Bix 05 uepBHs 2023 p. mo Iadopmanii mia manienta i Gopmu
iHpopMOBaHoOi 3rou st YKpaiHu, pociiicbkoio MoBoIo, Bepcist 9.0 Bix 05 uepsus 2023 p..

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1360 Bix 10.06.2020

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«Bigkpure mnpomomxkenns jgocmipkeHHS ARGX-113-1802 g BHBYEHHS JIOBrOCTPOKOBOI
0e31meyHoCTi, nepeHocuMocTi Ta edekTuBHOCTI npenapary Edrapririmon PH20 s miamkipHoro
BBEJICHHS Yy MAlll€HTIB 13 XPOHIYHOIO 3alajibHOI0 JeMIieiHI3yIouor0 nomiHeponariero (X3/I1)»,
ARGX-113-1902, Bepcis 6.0 Bix 28 BepecHs 2022 poky

3asBHUK, KpaiHa

ToBapucteo 3 OOmexeHoro BinnosinansHicTio «KonTpaktHO-Zlocmigaunbka OpraHizanis
InHOQapM-YkpaiHa»

Cnoncop, kpaiHa

argenx BVBA, Belgium/ apxenkc BBBA, benbris

Havanbunk @apmManeBTHYHOIO YIIPaBJIiHHSA Tapac JIAICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)



Jomatok 17

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

BUINIPOOYBaHb»
26.07.2023 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

[Ipotokon kiminiuHoro umpoOyBanHs C3661001, mompaBka 9 mo mportokony Bim 03 OepesHs
2023 poky aHTiCcbKOI0 MOBOI; CHHOICHC MPOTOKONY KiiHiYHOTO BUnpoOyBanus C3661001,
nonpaBka 9 o mporokoiy Bix 03 6epesnst 2023 poky ykpaincbkoro MoBoro; C3661001 Iadhopmartis
JUTs TIaIienTa Ta popma iHpOpMOBAHOI 3T0O/IM HA YIACTh y HAYKOBOMY JIOCTIKEHHI _YKpaiHa Bepcis
12.12.0 Big 15 Oepesnst 2023 p. ykpaiHChKOIO Ta POCIHCHKOIO MOBaMH; AHKeTa Ui opraHizaiii
Moi3/1KM Ta HajaHHA 3roau_Ykpaina Bepcis 1.1 20230223 ykpaiHChKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2616 Bix 24.11.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PO3LIUPEHE HNOCIHIIXEHHA ®A3U 1/2a 31 3BUIBLHEHHAM J03MW [AJIA OLIHKU
BE3IIEYHOCTI, TIEPEHOCUMOCTI, ®PAPMAKOKIHETUKHN, ®PAPMAKOAMHAMIKN TA
MPOTUITY XJIMHHOI AKTUBHOCTI ITPETTIAPATY PF-06873600 B AKOCTI MOHOTEPAIIII
TA Y KOMBIHALII 3 EHAJOKPUHHOIO TEPAIIIEIO», C3661001, nonpaska 7 10 IPOTOKOIY
B1J1 07 uepBHs 2021 poky

3asiBHUK, KpaiHa

[¢aiizep Iuk., CIIIA

CnoHcop, kpaiHa

[aiizep Iuk., CIIA

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBCbKHI

(mmimrmic) (Bnacue im’st [IPI3BUILIE)



