HopaTok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

bpoiilypa gocnmigHuKa A/ AOCTIHKYBaHOTO JiikapcbKoro 3acoby SAR442168 (tolebrutinib),
ByganHdg 12 Bix 08 rpygusa 2023 poky; bpoutypa fociifHuka Ajis JOC/IIIKYBAHOI'O JIIKApCHKOrO
3acoby SAR442168 (tolebrutinib), Buganus 13 Big 18 rpyans 2023 poky; OHoBeHi po3gimu Jocbe
JOCITiKYBaHOT O JlikapceKoro 3acofy: IMPD — Quality Data Reviewer Guide, Tolebrutinib — tablet,
film-coated, Dosage strength: 60 mg, Bix micromaga 2023 poky; IMPD — Quality Data — Drug
Substance, Tolebrutinib, Bix smcronaga 2023 poky; IMPD — Quality Data — Drug Product,
Tolebrutinib — tablet, film-coated, Dosage strength: 60 mg, Bix mucromazga 2023 poky; IMPD —
Quality Data —Placebo, Placebo for tolebrutinib film-coated tablets, Big sucronaza 2023 poky

Howmep Ta fata Hakasy MO3 1ipo
TIpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 2487 Bip 17.12.2019
Ne 2243 Biz 05.10.2020
Ne 2554 Big 09.11.2020

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zjaTta

«[1oBrocTpokoBe pO3IIMpeHe [OC/i[)KeHHS 3 OL[iHKKM Oe3reku Ta e(eKTUBHOCTI Iperapary
SAR442168 y yuyacHUKIB JOC/I[)KeHHS 3 peljuMBYIOUUM PO3CIIHUM CKJiepo3oM», LTS16004,

3 nonpaskoto 09, Bepcis 1 Big 16 nvcronaza 2023 poky;

«PanzomizoBane nogBitiHe ciine gocsimkerns 111 ¢a3u 3 BUBUeHHsS e)eKTUBHOCTI Ta Oe3meuHOCTi
nipertapaTy SAR442168 y nopiBHsiHHI 3 miarjebo cepej; yUaCHMKIB 3 BTOPHHHO-TIPOTPECYHOUUM
pos3cisiaum ckiepo3oM 6e3 peruansie (HERCULES)», EFC16645, 3 monpaekoro 11, Bepcis 1 Bizg 20
ycronaza 2023p.;

«PanzomisoBane, ogitiHe ciine gocsimkeHdas 3 da3u 711 BUBUeHHS e(eKTUBHOCTI Ta 6e3rmeuHoCTi
nperiapaty SAR442168 y mopiBHsHHI 3 Tuialebo B yuyaCHUKIiB 3 TePBUHHO-TIPOTPeCYOUUM
po3cissHuM cknepo3oMm (PERSEUS)», EFC16035, 3 monpaBkoro 10, Bepcis 1 Big 12 rpyaHs 2022p.

3asiBHUK, KpaiHa

TOB «[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim KopnopetitH, CIITA)

Hauanbank ®apmaieBTHYHOT0 yIPaBJ/IiHHS Tapac JIACKOBCBKUN

(migmmc) (Bnacue im’st TTPI3BUIIE)



HJopaTtok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Hopatok go ¢gopmu iHdbopmoBaHOi 3rofu Mmif yac KpU30BOI cUTYyallii B YKpaiHi A/s AOC/TipKeHHsT
BP40657, Bepcis 2.0 g1 YKpaiHu yKpaiHCbKOR0 MOBORO Bifi 04 >xoBTHS 2023 p. Ha ocHOBI ManicTep-
Bepcil Jogatka 1 go PI3 mig yac Kpr3oBoi cutyalii B YkpaiHi, Bepcig 3.0 Big 14 nunns 2023 p.;
3anyueHHs1 0JAaTKOBOI opraHi3aiiii, sikiii crioHcop abo #oro odiriiiHui TIpe/iCTaBHUK [e/IeTyBaB
cBOi OOOB’SI3KM Ta (YHKIIii, MOB’s13aHi 3 TPOBeJeHHSM KJIiHiYHOrO BUMNPOOyBaHHS (BBe3eHHS
JOCITi/PKYBaHUX JIIKAPCHKUX 3ac00iB Ta cymyTHix MarepianiB) — TOB «CanaKic», YkpaiHa; 3miHa
Ha3BU MicClisg TTPOBe/IeHHs1 K/TiHiYHOTO BUIIPOOYBaHHSI:

BYJIO CTAJIO

sikap Kypoukin A.B. nikap Kypoukin A.B.

KomyHanbHe HekoMepljiliHe TignpuemMcTBO | KoMyHanbHe HeKOMepLjiiHe TiIIPUEMCTBO
CymMcbKoi obacHoi pagu CyMcekuii obsacHuii | Cymcekoi  obmacHoi  pagu «CyMCbKHI
KJIIHIYHUU OHKOJIOTIYHUU JMCriaHcep, | 00/acHU KITiHIYHUM OHKOJIOTiUHUNA LIEHTP»,
OHKOTOpaka/sibHe  BiggineHHs, = CyMcbKUM | OHKOTOpakKa/sibHe  BiazisieHHs,  CyMCbKUM
Jlep>kaBHUI yHiBepcuTeT, Kadeapa OHKOJIOTIi | Jep)KaBHUM YHiBepcuTeT, Kadeapa OHKOJIOTIT
Ta pagionorii, M. Cymu Ta pagionorii, M. Cymu

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 187 Big 05.02.2021

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«PanzomisoBane, baraTorjeHTpoBe, da3u IB/III gocmimkeHHs GpapMakoKiHETHKY, e(heKTUBHOCTI Ta
0e3mevHOCTi 3aCTOCYBaHHS IMiAIIKipHOI (hOopMU aTe30/1i3yMady y MOPiBHSAHHI 3 BHYTPIIITHLOBEHHOIO

dopmoro are3osizymalby y TaljieHTiB i3

paHimie JIiKOBaHMM  MiCI[€BOIIOIIMPEHUM  abo

MeTaCTaTUYHUM HeIpiOHOKTIITUHHUM pakoM JiereHb», BP40657, Bepcis 7 Big 07 yororo 2023 p.

3asgBHUK, KpaiHa

ToBaprCTBO 3 0OMeXXEeHOI0 BifINMOBiaIbHICTIO «Po11 YKpaiHa»

CrioHCOp, KpaiHa

@.Xoddmann-JIs Pom JITa, [IBeiitapis

Hauanbauk ®@apmaiieBTHYHOr0 yNpaB/IiHHSA

Tapac ISICKOBCHhKHNM

(mignuc)

(Bnacue im’s TIPI3BUIIE)




HopaTtoxk 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnHoB/leHUH TIPOTOKO/ K/IiHiUHOTrO BUMpPOOyBaHHs, Bepcis 7 Big 15 BepecHsi 2023 p.; dopma
indopmoBaHoi 3roau, Bepcis 5.0 Ans YKpaiHud ykpaiHCbKOr MoBorO Bif 06 smrororo 2024 p. Ha
OCHOBIi MaticTep-Bepcii ¢hopmu iHpopmMoBaHoi 3roau A pocnimkeHHs BO42162, Bepcis 7 Bij
13 BepecHs 2023 p.; Popma iHdopMOBaHOI 3ro/I Ha TIPOBe/|eHHS a/IbTePHATUBHUX Bi3WUTIB BUI3HUM
MeJUYHUM TepCcoHanioM, Bepcis 3.0 ayisg YKpaiHu yKpaiHCbKOK MOBORO Bif 27 BepecHs 2023 p. Ha
OCHOBI MaiicTep-Bepcii ¢oopmu iHHOpMOBaHOI 3ro/jy Ha Bi3UTU BUI3HOTO MeIMYHOT'O NTePCOHANTY /ISt
nocnigkenHs BO42162, Bepcis 3 Bifg 13 BepecHsi 2023 p.; 3a/ydyeHHs 0[aTKOBOI opraHi3atiil, siKiii
crioHcop abo #oro odiuiliHMiA MpeACTaBHYK JeeryBaB CBoi 000B’s3kM Ta (yHKIi, 1oB’s3aHi 3
TIPOBE/IEHHSIM  KJTiHiUHOro BUMpOOYyBaHHSI (BBe3eHHS JOCHTi[pKyBaHUX JIiKapCbKUX 3acobiB Ta
cynyTHiX MatepianiB) — TOB «CanaKmic», Ykpaina; KopoTka XapakTepucTHKa JTiKapChKOTO0 3ac00y
Counipic (Eky/izyMa0), KOHLIEHTpAT J/Is1 PO3UKHY /151 BHY TPIillTHbOBeHHUX iH(Y3iii, 10 Mr/m, Bepcis
Biz 14 cepriag 2023 p.

Howmep Ta fata Hakasy MO3 1ipo
TIpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 2147 Bip 04.10.2021

HasBa kiHiyHOTO BUNPOOYBaHHH,
KO[I, Bepcis Ta zjaTta

«PanzomizoBaHe, BiJKpuTe, KOHTPOJIbOBaHe aKTUBHUM IperiapaToM, 6araTolieHTpoBe JOC/TiIKeHHs
daszu III ans omiHKM edeKTUBHOCTI Ta Ge3rmeuHOCTi 3aCTOCyBaHHS KpoBasiMaOy B TIOPiBHSIHHI 3
eKyJ1i3ymaboM y TallieHTiB i3 MapoKcHU3ManbHOI HiuHOM reMorobinypieto (ITHI), siki paHirie He
OTPUMYBAJIH JTIKYBaHHS iHribiTOpamMu KoMrieMeHTy», BO42162, Bepcis 6 Big 30 BepecHst 2022 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BifmoBifampHICTIO «Polil YkpaiHa»

CnoHcop, KpaiHa

@.Xodbdmans-JIs Pom JITa, [Beiiiapis

Hauanbank ®apmaineBTHYHOT0 yIPaB/IiHHS Tapac JIACKOBCHKUN

(migmmc) (Bnacue im’st TTPI3BUIIE)



Hopatok 4

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Hopatok NelO go ripotokony KiiHiuHoro gociigkeHHs: I8F-MC-GPGN Big 28 »xoBTHs 2023 poky,
aHrJIificbKoro MOBOIO; IH(hopMmallist A/ natiedTta gociimpkeHHs Ta ®@opma [HdopMoBaHoi 3roau Ha
yudacTb y [0aTKOBOMY MepioZli MPOZJOBXEHOro AOCTYIy [0 IperapaTy B YKpaiHi, Bepcisi Bij
04 rpyzus 2023 poKy YKpaiHCbKOK MOBOI; BK/IOueHHs [OJAaTKOBUX CYITYTHIX Marepiaslis:
3apsigauii pucTpiii - 2500 MAT 6Gartapes;, kosip: 6immii (Power bank - 2500 mAh battery, color:
white), [TokpuBano - marepian moJjiectep, Komip: TeMHO-3eseHuH, po3mip: 50”x60” (Blanket -
polyester material, color: forest green, size: 50”x60”)

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 700 Big 24.03.2020

HasBa kiHiuHOTO BUMPOOYBaHHH,
KO/, Bepcis Ta jara

«JJocnmipkeHHs BIUIMBY MNpenapaTy Tip3emnaris B IOpiBHSAHHI 3 IiperapatoM /[lynaraytuz Ha
PO3BUTOK 3HAUHUX HECTIPUSIT/IMBUX CepLIeBO-Cy/JUHHUX TOZiM y Malli€HTiB 3 I[yKpoBUM JiabeToM
2 tuny (SURPASS-CVOT)», IBF-MC-GPGN, 3 inkoprniopoBaHoto mnonpaBkoro (d) Big 14 rpyaHs
2021 poky

3asgBHUK, KpaiHa

«Eni Jlinyi Boctok CAy, I1IBelapis

CnoHcop, KpaiHa

Eni Jlinni enn Komnawi, CIIIA / Eli Lilly and Company, USA

HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Tapac JISICKOBCHKUM

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HJopaTtok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

bpoiypa mocnignvka st tpactysymaby (HERCEPTIN®, RO0452317), Bepcist 24 Bif »KOBTHS
2023 p.; HopaTtok mo ¢opmu iHbopMoBaHOi 3rofu TMiJ yac Kpu30BOi cuTyauii B YKpaiHi st
nocaimkenas M0O29406, Bepcist 2.0 a1 YKpaiHu yKpaiHCbKOR0 MOBOYO Bij 06 nmuctomnaga 2023 p. Ha
OCHOBI MaricTep-Bepcii gogaTka 1 no ®I3 mijg yac Kpr30BOi cuTyallii B YKpaiHi, Bepcis 3.0 Big 14
qunHsg 2023 p.; 3anyueHHS A0JAaTKOBOI oOpradizariii, skiii crioHcop abo #oro odirmitiHmit
TIpe/ICTaBHUK JieJieTyBaB CBOI 00OB’SI3kM Ta (YHKIIii, MOB’si3aHi 3 TMPOBeJEHHSAM K/IiHiUHOTO
BUTIPOOYBaHHS (BBe3eHHSI JOC/iPKyBaHUX JIiKApCBKUX 3acobiB Ta CyIyTHiIX MaTepiamiB) —
TOB «CanaKiiic», YkpaiHa

Howmep Ta fata Hakasy MO3 1ipo
TIpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1403 Big 14.06.2019

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«baraTouieHTpOBe, B OZHIM TIpymi CXemMH JIKyBaHHS, BiJIKpUTe TPOJOBXEHe [OC/IiIKeHHs
nepTy3yMaly B peXXrMi MOHoTepariii abo y KoM0OiHallii 3 iHIMMMU MPOTUTTYX/IMHHUMU 3aco0aMu y
TMaljieHTiB, 110 paHillle TpUAMaNM ydacTb y BUINPOOYBaHHSIX MepTy3ymaly, CIIOHCOPOM SIKUX
BUCTYyTIa/Ia KommaHisg Xoddman-JIa Pori», M0O29406, Bepcist 3.0 Big 14 nuctomaza 2019 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BifmoBifampHiICTIO «Polil YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmans-JIs Pom JITa, [Beiitiapis

Hauanbank ®apmaieBTHYHOT0 yIPaBJ/IiHHS Tapac JIACKOBCBKUN

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HJopaTtok 6

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

3MiHa BiflIOBiAanbHOr0 AOC/iTHUKA:
BYJIO CTAJIO
Jikap MarjiteBceka I.B. nikap [Ixaiaepman IT.1O.
KomyHaneHe HekoMepliliHe mignpuemMcTBO | KoMyHanbHe HeKOMepljiiHe TiJIIPUEMCTBO
«[TopmiNbCHKMI perioHa/bHUHN 1IeHTP OHKOJIOTIT | «[ToiTbChKUM perioHaJbHUM 1eHTP OHKOJIOTii
BiHHUIIBKO] obmacHoi pazu», | BiHHHIIBEKOT obmacHoi paan»,
XiMioTepaneBTUYHeE BiffineHHs, M. BiHHULS XiMioTepaneBTHUYHeE BifineHHs, M. BiHHULS

Howmep Ta gatra Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 70 Big 31.01.2017

Ha3sga kstiHiuHOTO BUTNIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«PaHgomizoBaHe, miozBiliHe-ciaine pocmimkeHHs Il ¢da3u  [gas  TOpiBHAHHA — JIIKyBaHHS
nemOpostizymabom (MK-3475) y kom0iHalii 3 riperapaTamu XiMioTepartii Ta JliKyBaHHs T/1arie60 y
KOMOiHaL[ii 3 TmperapaTaMu XimioTepamii y TaL[i€HTIB 3 paHille HeJIKOBAHUM MiCLeBO-
peLMANBYIOUMM HeoriepabenbHUM ab0 MeTacTaTUYHWM IOTPiliHO-HeraTUBHUM PAakOM MOJIOUHON
3am03u (KEYNOTE-355)», MK-3475-355, 3 iHKopriopoBaHoro norpaBkoro 07 Bif 17 uepBHSA
2022 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BizinoBiganpHicTIO « MCJI YKpaiHa»

CrioHCOp, KpaiHa

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

Hauanbauk ®@apmaiieBTHYHOr0 yNpaB/IiHHSA Tapac JITICKOBCHKUI

(mignuc) (Bnacue im’s TIPI3BUIIE)



HopaTtok 7

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Ykpaina, MK-3475-811, Indopmaliis Ta JOKyMeHT Mpo iHPOpMOBaHy 3roy AJis Talli€eHTa, Bepcist
13 Big 06 nroToro 2024 p., yKpaiHCbKOX MOBOKO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 9 Big 02.01.2019

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PangowmizoBane, III da3u, mozgiiiHe cine gocimpkeHHsT KOMOiHaIlil TpacTy3ymaby, XimioTepartii Ta
neMOposTi3ymMaly y MopiBHsIHHI 3 KOMOiHal[i€ro TpacTy3ymady, XiMioTepartii Ta riaiebo K Tepartii
niepioi JiiHil y marjiedTie 3 HER2-T03UTUBHOIO MeTaCTaTUUHOIO a/[eHOKapLIMHOMOIO IIUTYHKY abo
n1yHKOBO-cTpaBoxifHoro 3'eqHanus (KEYNOTE 811)», MK-3475-811, 3
iHKopriopoBaHoto norpaskoro 09 Bizg 08 BepecHs 2022 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXeHO0 BinoBiganpHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Hlapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

HauanbHuk ®@apManeBTHYHOT0 yIpaB/IiHHS Tapac JISICKOBCHKHUM

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HopaTtok 8

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Ownosnienuit Ilporokos KriiHiuHOoro BuripoOyBaHHsS YH25448-301, Bepcisi 3 Big 17 >KOBTHs
2023 poky; 3pa3oK MapKyBaHHsS TIepBHHHOI (BHYTPIIIHBOI) YIIAKOBKHM JiKAapChKOTO 3aco0y
rediTinib, 250 mr, momimeHuit y kamcyau, 24 karcynu, (yKpaiHCbKoio MoOBorw), (Label ID#:
YUH2509.2 updated 12/6/2023); Indbopmatiis g5 narjieHTa Ta @opma iHpopmMoBaHOi 3roAu, MOZie/b
nnst Ykpainu, Bepcis 7.0 Big 30 muctonaga 2023 poky (YKpaiHCBKOKO Ta pOCiHCHKOH) MOBaMM);
Indopwmatiis a5 natjienta Ta @opma indhopmoBaHoi 3roau ([TepexpecHe AoCTiAKeHHS), MOJie/b /IS
Ykpainu, Bepcis 7.0 Big 30 nucronaza 2023 poky (yKpaiHCBKOIO Ta pOCiHiCbKOH MOBaMH)

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 2243 Biz 05.10.2020

HasBa kiHiuHOTO BUMPOOYBaHHH,
KO/, Bepcis Ta jara

«PanzomisoBane, nmozgiiiHe ciine gocmimkenns ®a3u 111 g5t oiHKK e eKTUBHOCTI Ta 6e3rmeyHocCTi
na3epTiHiby B mopiBHsAHHI 3 TediTiHiOOM 5K Teparii mepiioi JiHil B MaI[ieHTiB 3 MiCIieBO-TIOLIMPEHUM
abo MeTacTaTUYHUM HeJPiOHOKTITUHHUM PAaKOM JIereHiB 3 MyTalli€lo, 0 CeHCUTU3YE PEriernTop
eniflepmanbHoro dakropa pocty», YH25448-301, Bepcis 2 Bizg 03 BepecHs 2020 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Yuhan Corporation, Republic of Korea / FOxan KopnopeiiiiH, Peciy6siika Kopest

HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Tapac JISICKOBCHKUM

(mignuc) (Bnacue im’s TTIPI3BUILLE)



Hopatok 9

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

®opMa «Bu3HaHi MeToAM HaZiliHOT KOHTpalenii», Bepcis 3.0 Big 06.07.2023 poky, yKpaiHCbKOIO
MOBOR; Popma «OnuryBanbHUK aneprii», Bepcid 3.0 Big 06.07.2023 poky, yKpaiHCbKOHO MOBOIO;
[IIkana «PeTpocrnieKTUBHUI Oan cUMNTOMIB PUHOKOHTOKTHBITY RRTSS», Bepcis 3.0 Bifg
06.07.2023 poky, ykpaiHcbkoro moBoro; Popma «Worksheet», Bepcis 4.0 Big 15.02.2024 poky,
yKpaiHCbKOI0 MOBOR; OHOBjieHa «IH(opmanisi gns nauieHTiB Ta Popma [HpopmoBaHoi 3roan»,
Bepcid 3.0 Bix 12.02.2024 poky, yKpaiHCbKOK MOBOO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1111 Big 19.06.2023

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«®a3a II-I1I BunpoOyBaHHs /151 OLIIHKU eeKTUBHOCTI Ta Oe3reku cybsiHrBaabHOI iMyHOTepartii y
TMaLli€HTIB, 10 CTPa)KJarTh ajlepri€ro Ha Kiilla AoMaimHboro nuiay», SL-372A, Bepcig 3.0 Bif
07.06.2023 poky

3asgBHUK, KpaiHa

POKCAJUJI Mepitin I'm6X, HiMmeyunHa

CnoHcop, KpaiHa

POKCAJIJI Mepiuin I'm6X, HimeuunHa

HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Tapac JISICKOBCHKHUM

(mignuc) (Bnacue im’s TTIPI3BULLE)



Hopatok 10

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnopsieHu#t TIpoTOKOJ KiiHiuHoro BurpobyBanHs EFC16035, 3 iHKOpPIIOpOBAHOO TOTPABKOIO
12 Big 28 BepecHs 2023 poky, Bepcis 1 (enekTpoHHa Bepcis 18.0); OHOBIeHW IPOTOKOJ K/IIHIYHOTO
Buripo6yBanHs EFC16035, 3 inkopriopoBaHoto riornpaBkoro 13 Bif 20 smcrtornaga 2023 poky, Bepcist
1 (enektponHa Bepcis 20.0); Indopmatiis a5 nauieHTta Ta ¢opma iHpoOpMOBaHOI 3rosiv, Bepcis
12 Big 27 mucronaza 2023 poky (YKpaiHCBKOIO Ta pOCiliCbKOI0 MOBaMM); MaTepiasiu /iJis NalLli€HTiB:
JIuct-nozsaka g nauienra, Bepcis 3.0 Bixg 01 rpyana 2023 poky (YKpalHCBKOKO Ta POCIMCHKOIO
MOBaMH)

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 2554 Big 09.11.2020

HasBa kiHiuHOTO BUMPOOYBaHHH,
KO/, Bepcis Ta jara

«PanzomisoBaHe, oBitiHe ciine gocsimkeHHs 3 (a3 711 BUBUeHHS e(eKTUBHOCTI Ta 6e3rmeuHoCTi
nperiapaty SAR442168 y mopiBHsHHI 3 Tulalebo B yuyaCHUKIB 3 TePBUHHO-TIPOTPECYHOUUM
po3cissHuM cknepo3oM (PERSEUS)», EFC16035, 3 monpaBkoto 10, Bepcis 1 Big 12 rpyaHs 2022p.

3asiBHUK, KpaiHa

TOB «[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim KopnopetitH, CIITA)

Hauanbank ®apMaieBTHYHOT0 yIpaB/IiHHS Tapac JIACKOBCBKUN

(migmmc) (Bnacue im’st TTPI3BUIIE)



Hopatok 11

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Ykpaina, MK-3475-689, Indopmaliis Ta JoOKyMeHT Mpo iHPpOpMOBaHy 3roy AJis Talli€eHTa, Bepcist
11 Big 06 nroToro 2024 p., yKpaiHCbKOX MOBOKO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 342 Big 26.02.2018

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PangowmizoBaHe, Bigkpute pocmimkenHs III da3u s ouiHku nembposizymaby B SKOCTI
HeoaZ'’oBaHTHOI Tepartil Ta B KOMOiHaIlil 3i CTaHjapTHUM JTiKyBaHHSIM B SIKOCTi a/I'FOBaHTHOI Tepartii
nipy orniepabeTbHOMY JIOKOPerioHaIbHO PO3MOBCIOPKEHOMY TIJIOCKOK/TITUHHOMY paKy r0JIOBU Ta LIUi
ITI-TVA cragii», MK-3475-689, 3 inkopnopoBanoro nonpaBkoro 08 Binm 07 BepecHs 2023 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifgmnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

Hauanbank ®apMaieBTHYHOT0 yIpaB/IiHHS Tapac JIACKOBCHKUN

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 12

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

InentTudikaiiisi cyrreBoi nonpaBku | YkpaiHa, MK-3475-992, Indopmaliisi Ta JOKyMeHT 1Ipo iHOpMOBaHYy 3rofly /s MaijieHTa, Bepcis
07 Bim 06 mororo 2024 p., yKpaiHCBKOK MOBOIO; 3MiHa Ha3B MICLb TPOBeJeHHS KJIIHIYHOrO

BUTIPOOYBaHHS:

BYJIO

CTAJIO

JI.M.H., pod. CraxoBckkuii E.O.

[epxaBHe  HeKOMepLliiiHe  MiJNPUEMCTBO
«HanjionanpbHui iHCTUTYT paky», HayKOBO-
JociiaHe Bif|/Ti/IeHHS M/1aCTUYHOT Ta
PEKOHCTPYKTHUBHOI OHKOYpOJorii, M. KuiB

I.M.H., npod. CtaxoBchkuii E.O.

[ep>xaBHe  HeKOMepLliliHe  MiJNPUEMCTBO
«HauioHanbHUM IHCTUTYT paky», HayKOBO-
KJ/TiHIYHUU Bigmin [J1IaCTAYHOI Ta
PEeKOHCTPYKTHMBHOI OHKOYPOJIOTii, M. K1iB

4.M.H. CBrHapeHKo A.B.

[epxaBHa ycTaHOBa «IHCTUTYT MeJUYHOL
pagioJiorii iMeHi C.IL I'purop’eBa
HanjjonaneHol  akazemii MeJWUHUX  HaykK
YKpaiHu», BifJileHHs NIpOMeHeBOi Tepartii,
M. XapKiB

4.M.H. CBrHapeHKo A.B.

[epxaBHa ycTaHOBa «IHCTUTYT MeLUYHOL
paaioJiorii Ta onkoiorii imeHi C.I1. I'purop’esa
HamionanpHol  akazemii MeJWUHUX  HayK
YKpainu», BiAfiieHHs pajialiiHOI OHKOJIOTI,
M. XapKiB

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

Ne 1143 Big 15.05.2020

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Panziomi3oBaHe, ToBiliHe ciiine, M/ane60-KOHTPOIbOBaHe KiiHiuHe gociimkeHHs 11T da3u ans
BUBUeHHs e(deKTUBHOCTI Ta Oe3meuHocTi membpomizymaby (MK-3475) y kombiHarii 3
ximionnpomeHeBoro Tepamnieto (XIIT) y nopiBHsHHI /viie 3 XiMionpoMeHeBoro Teparnieto (XIIT) B
yUaCHUKIiB 3 M’SI30BO-iHBa3sMBHUM pakoM ceyoBoro wmixypa (MIPCM) (KEYNOTE-992)»,
MK-3475-992, 3 inkopriopoBaHor0 nornpaskoro 04 Biz 15 rpyaHs 2022 poky

3asiBHUK, KpaiHa ToBapucTBO 3 00MeXXeHO0 BifnoBiganpHicTIO « MC/I YKpaiHa»

CrnioHcop, KpaiHa TOB Mepk Illapn enp foym, CIIA (Merck Sharp & Dohme LLC, USA)

HauanbHuk ®apManeBTHUHOI0 yIpaB/IiHHS Tapac JIICKOBCHKUM




MpoOAOBXeHHA 404dTKa 1
(miznmc) (Bnacse im’st TTPI3BULIE)



HopaTok 13

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Bpomypa gocnignvka Pembrolizumab (MK-3475), Buganus 24 Big 08 mucromaga 2023 poky,
aHTJIiicbKOI0 MOBOMO; YKpaiHa, MK-7339-012, Iudopmatiisi Ta foKyMeHT npo iHhOpMOBaHY 3rofy
J1s1 TiawjienTa, Bepcis 2.07 Big 05 ymotoro 2024 p. yKpaiHCbKOK MOBORO

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1468 Big 26.06.2020

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«docnimkenns 111 da3u nembposnizymady (MK-3475) y kom0iHallii 3 CymyTHBOO XiMiOIIPOMEHEBOI0
Tepariero 3 MofasbIIMM BBeleHHsIM neMOpotisymaly 3 osariapubom abo 6e3 HbOTO MOPiBHSHO 3
CYIyTHBOK XiMiOTIDOMEHEBOIO Teparli€lo 3 TMOo/alblIMM BBeJEHHSIM AypBasiyMady B yYaCHUKIB 3
Heoriepabe/TbHUM JIOKaZTbHO PO3TMOBCIO/PKEHUM HeIpiOHOK/IITUHHUM pakoM JiereHiB III cramii
(HAPJI)», MK-7339-012, 3 iHKopriopoBaHo10 rioripaBkoro 07 Big 11 xoBTHSI 2022 poKy

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifgmnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

Hauanbank ®apMaieBTHYHOT0 yIpaBJ/IiHHS Tapac JIACKOBCHKUN

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 14

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnoBsieHU# TIPOTOKOJ KJIiHiUHOTO BUIipoOyBaHHS, Bepcis 9 Big 15 koBTHa 2023 p.; dopma
iHdopmoBaHoi 3rogu Bepcis 12.0 a1 YKpaiHM yKpaiHCbKOIO MOBOM Bif 04 rpygns 2023 p. Ha
OCHOBIi MaiicTep-Bepcii dopmu iHpopMoBaHOI 3roau Ajs gociimkeHHss BO28984, Bepcis 14 Bix
14 xoBTHA 2023 p.

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PaHgomi3oBaHe, GaraTolleHTpoBe, a3y 3, BifIKpUTe AOC/iKeHHs aneKTUHiIOy y MopiBHSHHI i3
KPU30THUHIOOM TIpU JTiKyBaHHI TOIIMPEHOT0 HepiOHOK/IITHHHOTO PaKy JieTeHb, MO3UTUBHOTO [0
KiHa3M aHarIacTUYHOI TiM(pOMH, 3 MPUBO/Y SIKOTO paHillle He TPOBOAUIIOCS JiKyBaHH:s», BO28984,
Bepcis 8 Big 18 ciuns 2022 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXXEeHOI0 BiToBifampHICTIO «PoIil YkpaiHa»

CnoHcop, KpaiHa

«®. Xoddmann-JIs Pour JIta» (F. Hoffmann-La Roche Ltd), [IBeiiiapisi

Hauanbank ®apMaieBTHYHOT0 yIpaBJ/IiHHS Tapac JIACKOBCHKUN

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HopaTtok 15

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnHoBJleHUH MPOTOKO/ KJIiHiuHOrO BUNpoOyBaHHS, Bepcis 7 Bia 14 mucromaza 2023 p.; ®opma
iHdopmoBaHoi 3roau, Bepcis 7.0 g YkpaiHu ykpaiHCcbKor MoBorO Bif 06 rpyzans 2023 p. Ha
OCHOBi MaticTep-Bepcii dopmu iHdbopmoBaHoi 3roau s gociaimkeHHss GO41717, Bepcisi 7 Bif,
14 macromama 2023 p.; 3amyueHHsI [JOJATKOBOI OpraHisaiii, sikili croHcop abo ¥oro odirifiHuit
TIpe/ICTaBHUK JieieryBaB CBOi OOOB’sI3KM Ta (PYHKIIii, TMOB’si3aHi 3 TIPOBe/eHHSIM KJIiHIUYHOTO
BUMIPOOYBaHHs (BBe3eHHS [OCTi[PKyBaHMX JIKAPCBKUX 3aco0iB Ta CymyTHiX MaTepiamiB) —
TOB «CanaKuiic», Ykpaina

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1360 Biz 10.06.2020

HasBa kiHiuHOTO BUMPOOYBaHHH,
KO/, Bepcis Ta jara

«PanziomisoBaHe, mozBikiHe ciiine, raiebo-KoHTpomboBaHe dasu 111 gocsimkeHHs Tiparoaymaby
(auTu-TIGIT aHTHTiNIO) B KOMOiHaLil 3 aTe30/i3ymMaboM y MOpiBHsHHI 3 M1ale6o B KomMObiHallil 3
aTe30/1i3yMaboM y Talli€HTIB i3 paHillle HeJTIKOBAaHUM MiClIeBO-TIOIIUPEHUM Hepe3eKTabeslbHUM abo
MeTactaTuuHUM PD-L 1-cenekTBHUM HeJpiOHOKJTITUHHHUM pakoM jereHb», GO41717, Bepcis 6 Bif
02 yepsHs 2023 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXKEHOI0 BifmoBifampHiICTIO «Polil YKpaiHa»

CnoHcop, KpaiHa

@.Xodbdmans-JIs Pom JITa, [Beiitiapis

Hauanbank ®apmaieBTHYHOT0 yIPaBJ/IiHHS Tapac JIACKOBCBKUN

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HopaTtok 16

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

3MiHa Ha3BM MiCLlb NPOBEAEHHS K/IIHIYHOTO TOC/IiPKEHHS:

bYJIO CTAJIO
I.M.H., ipod. IaHoB B.II. I.M.H., pod. IBanoB B.I1.
KomyHanbHe HekoMepljiiHe mignpueMcTBo | KoMyHanbHe HeKOMepILjiliHe —TMiIpPUEMCTBO
«BiHHUIIbKa MichbKa KiiHiuHa JikapHs Nel», | «BiHHUIIbKa MicbKa K/iHiuHa JikapHs Nel»,
racTpOeHTepoJIoriyHe Bifili/IeHHs, | K/IiHIUHe  TepareBTUYHe BiffgisieHH  Ne2,
BinHULbKMI HalliOHaTbHUM MeIUUHUM | BiHHMI[bKU HallioHaTbHUM MeIUUHMUI

yHiBepcuter iMm. M.I. T[luporoa, kadezapa
BHYTPILIHLOI MeJULIMHU Ne3, M. BiHHMIS

yHiBepcurer iMm. M.I. TluporoBa, kadezapa
BHYTPILIHBLOT MeguLIMHU Ne3, M. BiHHMIS

nikap Jlorganiai T.I.

KomyHaneHuit  3aknag  KuiBcbkoi  obacHoi
pagn  «KuiBcbka o6macHa sikapHS Ne2»,
TeparieBTUYHe BiagiieHHs, M. KuiB

nikap Jlorganiai T.1.
KomyHanmbHe HeKoMepLiiiiHe —MiJAIpUEMCTBO
KuiBcbkoi  ob6sacHoi  pagu  «KUIBCbKUH

obacHMI 1[eHTp peabistiTariitHOI MeAUIMHM»,
TeparieBTUYHe BiffineHHs, M. Kuis

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 838 Big 10.12.2015

Has3ga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«Bigkpure, GaraTorneHTpoBe, pO3IIMpeHe [OC/i/pKeHHs ¢da3u 3 [ BUBUEHHSI IepOpabHOTO
3actocyBanHss RPC1063 B sKocTi Teparii y marjieHTiB 3 TOMipHUM ab0 TS)KKUM BHPa3KOBUM
kostitom», RPC01-3102, pepaxkiiist 10.0 Big 10 cepriag 2022 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AM1-YKPATHA»

CrioHCOp, KpaiHa

«Cenmxken IaTeprerns 11, Capa» (Celgene International 11, Sarl) («CIC II»), I1IBetitiapis

Hauanbauk ®@apmaieBTHYHOT0 yIpaB/IiHHSA

Tapac ISICKOBCHhKHN

(mignuc)

(Bnacse iv’st ITPI3BUILIE)




Hopatok 17

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Onognenutit [Iporokos KniHiuHoro Buripo6yBanHs CT-P53 3.1, Bepcis 2.2 Big 29 rpyaus 2023 poky,
aHIJIIMCBKOK MOBOO; JIuct-po3'sacHenns o IIporokosny Bix 29 ciung 2024 poky, aHIJIIMCBKORO
MoBoto; [Hdopmaliisi A nauieHta i @opma iHpopmoBaHoi 3rogu, OCHOBHe AOC/TiZPKeHHsI, BepCist
3.0 Big 23 ciuna 2024 poky, Ans YKpaiHW, aHIVIIMCBKOIO Ta YKpPAlHCBbKOKO MOBaMH, Ha OCHOBI
Marictep-Bepcii [Hdopmatiii Ay naiiedta i PI3 anrmilickkoro MoBoto, Bepcist 3.1 Big 23 ciuns
2024 poky

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 2080 Big 07.12.2023

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«®aza 1/3, nozBiiiHe ciine, paHJOMi30BaHe, 3 aKTUBHUM KOHTpPOJIEM, y MapajefbHUX Trpyrnax
JOCTiKeHHsT [7IsT TIOPiBHSIHHS e(peKTUBHOCTI, (hapMaKOKiHETHKH, (hapMaKOJWHAMIKK Ta Oe3reKu
nperiapaty CT-P53 i nipenapaty OkpeByC y MaLli€HTIB 3 peLUAMBYHOUYO-PEMITYIOUMM PO3CiSTHUM
cksiepo3om», CT-P53 3.1, Bepcig 2.1 Biz 06 xoBTHA 2023 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», YKpaiHa

CnoHcop, KpaiHa

CEJIJITPIOH, Tuk., Pecriy6nika Kopes (ITigenna Kopest) / CELLTRION, Inc., Republic of Korea
(South Korea)

HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Tapac JISICKOBCHKUM

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HopaTok 18

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

3MiHa BiAMOBiZanbHOTO AOCTIAHMKA B MICLi TpOBe/eHHs BUMPOOyBaHHS; 3MiHa Ha3BH MiCIs
TIPOBE/IEHHS] BUMTPOOYBaHHS:

BYJIO CTAJIO
| .M. H., ipo@d. 'otbko €.C. | nikap I'oteko I.FO.
IleHTpanbHa MichbKa K/iHiuHa jikapHs, micekuii | KOMyHaibHe — HeKOMepLiiiiHe —ITiANPHEMCTBO
OHKOJOTiuHMI 1ieHTp, /[lepkaBHuii Buiuii | «LleHTpanbHa Micbka KIIiHiUHAa  JTiKapHs»

HaBua/IbHUIA 3aKmaz «YKropo/icbKHii | Y’KIOPOZCbKOI MIChKOI pajiyl, TepaneBTHYHE
HaljioHaMbHUI  yHiBepcuTeT»,  Kadeppa | BiAAlneHHs, [lep)XaBHUI BULIMK HaBYaTbHUAN
papioJiorii Ta OHKOJIOTiI Inctutyty | 3aK/1aj «YIKrOpOZCHKHIH HaLlioHa/IbHNN
l'IinIHAI/IHJIOMHOI OCBITU Ta YHiBepCI/ITET», Ka(b eapa OHKOJIOTi1 Ta

JOyHIBepCUTETCHKOI TirOTOBKY, M. Yskropog, | pagionorii  dakynbTety — MiC/IsSAUIUIOMHOL
OCBITM Ta [IOyHIBEpCUTETCHKOI ITiJFOTOBKH,
M. YKropof

Howmep Ta gara Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ha3sga kstiHiuHOTO BUTNIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«ocnimkenns: «PROSPER»: MixHapoJHe, paHJoMi30BaHe, TI0/BiliHe ciiire, Tuiarebo-
KOHTPOJ/IbOBaHe A0C/imKeHHsT $ha3u 3 i OIiHKK e(eKTUBHOCTI Ta 6e3MeuHOoCTi eH3a/lyTaMiay y
MaljieHTiB 3 HeMeTaCTaTUYHUM KaCTpaT-pe3WCTeHTHHM pakOM TepeAMiXypoBOi  3a/o3u»,
MDV3100-14 (C3431005), Bepcisi 5 Biz 26 ciunsg 2018 poKy 3 iHKOPIIOPOBaHO MOMNPaBKOI0 4

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHosemHoro iHBectHiiclo «AMKTOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa

«MepiBetitiH, IHk.» (Medivation, Inc.), modipHsi KomraHisi, 1[0 TilepeOyBa€ y TIOBHi{ BIaCHOCTI
komraHii «[Idaiizep Iuk.» (Pfizer Inc.), CIIIA (Medivation, Inc., a wholly owned subsidiary of
Pfizer, Inc., USA)

Hauanbauk ®@apmaiieBTHYHOr0 yNpaB/IiHHSA Tapac JITICKOBCHKUI

(mignuc) (Bnacue im’s TIPI3BUIIE)



HopaTok 19

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

3aranbHa Opormypa gocmiganka XEN1101, Bepcis 7.0 Big 20 rpyans 2023 poky, aHIJIiHCBKOIO
MOBOIO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1924 Bip 21.08.2020

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PanziomizoBaHe, mo/BiliHe-cine, rale60-KOHTPOIbOBaHe, OaraToLieHTPOBe AOC/iPKeHHS AJist
OLIiIHKM Oe3meKkH, repeHOCHMMOCTi Ta edekTHBHOCTI mpernapaTy XEN1101 B sKOCTi AOmOMiKHOT
Tepartii npu erisienicii 3 ¢pokanbHUM [1e0F0TOM, 3 BiJKPUTOIO TIOJ0BXKeHOoI0 (a3oro», XPF-008-201,
Bepcis 6.0 Big 05 cepriag 2022 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», YKpaiHa

CnoHcop, KpaiHa

Kcenon ®apmac'torikans k., Kanazga/ Xenon Pharmaceuticals Inc., Canada

Hauanbank ®apMaieBTHYHOT0 yIpaB/IiHHS Tapac JIACKOBCHKUN

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 20

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

bpoiypa gocnignvka Belzutifan (MK-6482), Buganns 11 Big 22 ciuns 2024 poky, aHIJIiHCBEKOIO
MOBOIO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 767 Big 02.04.2020
Ne 762 Big 20.04.2021

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zarta

«Bizgkpure, panzomizoBane gociifkeHHs 3 ¢asu npenapaty MK-6482 B nopiBHsHHI 3 IpeniapaToM
€BepoJIIMyC Y yYaCHUKIB 3 TOIIMPEHWM HHUPKOBO-KJIITHHHHUM DakKOM, SIKAWA TPOrpecyBaB MiC/s
ronepeguboi  PD-1/L1 Tta VEGF-tapretnoi Tepanii», MK-6482-005, 3 iHKOpPIIOpOBaHOO
rioripaBkoro 06 Bif 13 mmnHa 2022 poky;

«Bigkpure, panzomizoBaHe gociimkeHHsi III da3u ayia oriHku edeKTUBHOCTI Ta Oe3rmeyHocCTi
nembpomnizymaby (MK-3475) y kombiHauii 3 Oensytudanom (MK-6482) Tta seHBaTHHIOOM
(MK-7902), abo MK-1308A y kombiHaLii 3 sieHBaTMHIOOM TOpPiBHSAHO 3 remMOposisymabom i
JIeHBaTHHIOOM B SIKOCTI TIEPIIOi JTiHil Tepartii AjisT yYaCHHUKIB 3 PO3MOBCIO/IKEHOIO CBIiT/IOK/TITHHHOIO
HYPKOBO-KJIITUHHOIO KapLuHoMmorw», MK-6482-012, 3 iHkopriopoBaHow mnorpaBkor 04 Bif
12 BepecHs 2022 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifgmnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

Hauanbank ®apmaieBTHYHOT0 yIPaBJ/IiHHS Tapac JIACKOBCBKUN

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 21

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

28.02.2024 Ne 333

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnoBjieHU# TIPOTOKOJ KiiHiuHOro BUMNpoOyBaHHs MK-1026-003 3 iHKOPIIOpPOBAHOIO TOTIPABKOIO
07 Bizg 04 ciunst 2024 poky, aHI/TiICEKOI0 MOBOIO; 30i/bIIIeHHS Ki/TbKOCTi IOC/i/HKyBaHUX B YKpaiHi
20 go 33 ocib; Ykpaina, MK-1026-003, IHdopmariisi Ta OKYMeHT Tpo iHGopMoOBaHy 3rofy AJis
natjienra koroptd A-H, Bepcia 2.01 Big 02 mrororo 2024 p. yKpaiHCBKOIO MOBOIO; YKpaiHa,
MK-1026-003, IHpopMmaLliiiHU1I TUCTOK i JOKYMEHT PO iHPOpPMOBaHY 3roJy Ha B3STTS [J01aTKOBUX
3pa3kiB, Bepcisi 1.01 Big 02 moTtoro 2024 p. yKpaiHCbKOI MOBOIO; 300paKeHHsI Ha e/IeKTPOHHHX
mjogeHHukax gs maniedHta (EORTC QLQ-C30 (version 3), AHKeTa W00 CTaHY 3/0DOB’s
EQ-5D-5L), Bepcis 3.0 Big 18 ciung 2024 poky, yKpalHCbKOI MOBOIO

Howmep Ta fata Hakasy MO3 1ipo
TIpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1966 Big 15.09.2021

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«Hdocnimkennsi 11 ¢da3u ouinku edexktrBHOCTI Ta 6e3neuHocti MK-1026 y martjieHTiB 3
remMaTOJIOTiYHUMH 3/105IKiCHUMHM 3aXBOproBaHHAMU», MK-1026-003, 3 iHKOPIIOpOBaHO0 MONPABKOI)
06 Big 10 yunHsa 2023 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXeHO0 BinoBifanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Tapac JISICKOBCHKUM

(mignuc) (Bnacue im’s TTIPI3BUILLE)



