Aoparok

«Mepenik cyTTeEBMX NOMPAaBOK A0 NPOTOKOJIIB KMiHIYUHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHi HTP
Ne 23 Big 06.07.2023, Ha siKi 6y/1M oTpUMaHi NO3UTUBHI BUCHOBKU eKCNepTiB»

1. OHOBNEeHMii NPOTOKOJ K/iHIYHOrO BUNPOGyBaHHA SL-372A pgocnigpxyBaHOro nikapcbKoro 3acooy
SULGEN® Spray D. pteronyssinus, Bepcis 2.0 Big 24.01.2023 poky, aHrnilicbkoto MoBOI0; OHOBNEeHuiA
CMHOMCUC MPOTOKONY KJIiHIYHOrO BUNPOOyBaHHA SL-372A pocnifkyBaHOro nikapcbKoro 3acooy
SULGEN® Spray D. pteronyssinus, Bepcis 2.0 Big 24.01.2023 poKy, YKpaiHCbKOIO MOBOIO; OHOBMeHa
Bpouwypa gocnigHuka AocnigKyBaHoOro nikapcbkoro 3aco6y SULGEN® Spray D. pteronyssinus,
Bepcifa 02 Big 25.01.2023 poKy, aHrNiliCbKOI0 MOBOIO [0 NPOTOKOJY KAiHIYHOro gocnimpkeHHs «daza IlI-111
BMMNPOGYBaHHA A5l OLHKM edieKTUBHOCTI Ta 6e3nekn CcyO6/iHrBasibHOI iMyHOTepanii y naujieHTiB, WO
CTpaxaalTb aneprielo Ha Killla AomallHbOro nNuay», Koa gocnimpkeHHs SL-372A, Bepcisa 1.0 Big 05.10.2022
p.; cnoHcop - POKCA/T MegiuiH T'm6X, HimeuunHa

3aaBHuK - POKCAJI1 MegiuiH TM6X, HimeyunHa

2. OHOB/IEHWI NPOTOKON KNiHiUHOro gocnigmkeHHsa MS200662_0001, Bepcis 14.0 Big 03 nuctonaga 2022
POKY, aHrnilicbkoo MOBOK; 3MiHa Ha3BM NPOTOKONY AocnimkeHHA: Byno: «®asza l/ll, pocnigxeHHA
nepworo 3acTocyBaHHA Yy nogeii npenapaty TL-895 3 eckanauielo Ao03M Yy nNauieHTIB 3
peungusHuMu/pedpakTepHUMM B-KNITUHHMMKM 3M10AKICHAMW 3aXBOPIOBAHHAMM Ta i3 noganblium
3aCTOCYBaHHAM Yy Maui€eHTIB 3 XPOHIYHUM niMmcoynTapHuM nenko3oMm abGo [PiGHOKMITUHHOL
nimdgouyntapHoro nimcomolo, AKi  paHille He OTpUMyBaNM JliKyBaHHA, Ta Mali€HTIB 3
peungusHumM/pecpakTepHUM XPOHIYHUM nimcounTapHum neiko3om abo
peunamBHoto/pepakTepHoO0 APIGHOKNITUHHOIO nimdouyuTapHoto nimcomoro» Crano: «Pasa /I,
B[OCNiIKEeHHA NepLLIOro 3acToCyBaHHA y ntogen npenapary TL-895 Ak MoOHOTepanii 3 eckanaui€to A03un
y nauieHTiB 3 peungusHumMmul/pedppaktepHumMn B-KNITUHHUMU 3M0AKICHUMM 3aXBOPIHOBAHHAMM Ta i3
nogasibWumMm 3acTtocyBaHHAM npenaparty TL-895 sk MOHoOTepanii Ta y pamkax KOMGiHOBaHOI Tepanil
pasom i3 HaBTeMaA/1iHOM y NMaLi€HTIB 3 XPOHIUHMM liMcpoLMTapHUM SIEiiKO30M aG0 APiIGHOK/MITUHHO
nimcgouutapHoo nimcomolo, AKi  paHiwe He OTpUMyBaNnu JliKyBaHHA, Ta MNali€eHTIB 3
peungusHuM/pecpakTepHUM XPOHIYHUM nimcouuTapHum neiikosom a6o
peunguBHoto/pedpakTepHOO ApPIOHOKNITUHHOIO niMcouymTapHolo nimcomoto»; IHpopmaudia ansa
nauieHTa i popma iHchopmoBaHoi 3rogu: MS2006622_0001 PI3 a1 OCHOBHOrO AOCAIAXEHHSA, YaCTUHA
2, ana YKpainu, pegaxuis 4.0 Big 09 ntotoro 2023 p. (MS200662_0001 LLla6noH PI3, pegakuis 10.0 Big 08
nuctonaga 2022p.), YKpaiHCbKOK, POCIACLKOK, aHrMAiiCbKOK MOBaMu A0 MNPOTOKO/Y KAIHIYHOro
BMNpo6yBaHHA «®aza I/ll, gocnimkeHHs1 NepLIoro 3acTocyBaHHs y nael npenapaty TL-895 3 eckanadieto
0031 Yy nauieHTiB 3 peungnBHuMu/pedpakTtepHMMnU B-KAITUHHUMK 3N0SIKICHUMUW 3axXBOpPHOBaHHSAMU Ta i3
nofasiblUMM 3aCTOCYBaHHSAM Yy NaLEHTIB 3 XPOHIYHMM niMcbouuTapHUM feiiko3oM abo APiIGHOKTITUHHOK
nimdoumtapHolo  slimcpomMoto,  AKi paHille  He  OoTpuMyBaM  NiKyBaHHA, Ta  MaujeHTiB 3
peunanBHUM/pedpakTeEPHUM  XPOHIYHUM  NiMdouuTapHUM  flieliko3oM abo  peuuanBHor/pedpakTepHOo
OPIGHOKNITUHHOO NiMmdpoLMTapHOO NliMboMot», Kog focnigxeHHa MS200662_ 0001, sepcia 13.0 Big, Big 02
yepsHA 2022 poky; cnoHcop - «Tenioc ®apma, IHk» [Telios Pharma, Inc.], CLLUA

3anBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiANOoBiAanbHICTI0 «MEAMENC YKPAIHA»

BYJ1IO

CTAJIO

«®a3za I/ll, gocnimpkeHHs NepLuoro 3acToCyBaHHA Y
nogein npenapaty TL-895 3 eckanauielo gosu y
nauieHtis 3 peuuavBHUMU/pedppakTepHumMn  B-
KNITUHHAMW 3M109KICHUMKW  3aXBOPHOBaHHAMN Ta i3
noganbliMM  3aCTOCYBaHHAM Yy  MauieHTiB 3
XPOHIYHMM  niMcboumTapHUM  feliko3om  abo
OPIGHOKNITUHHOK NiMcpounTapHOK NiIMAIOMOID, SKi
paHille He oTpumyBasIv JliKyBaHHSA, Ta NaLieHTiB 3
peunamBHUM/pedpakTepHUM XPOHIYHUM
nimdoumTapHNM neiiko3om a6bo
peunavBHoto/pedpakTepHOo OPiGHOKNITUHHOIO
nimgounTapHoo NiMgoMOoKo»

«®a3za I/ll, pocnimkeHHA NepLloro 3acToCyBaHHA Y
nwogeii npenapaty TL-895 Ak MoHoTepanii 3
eckanauieto [0o3un y nauieHTiB 3
peunanBHuMmn/pedpakTepHUMN B-KMiTUHHUMMN
3/105KICHMMM 3axXBOPKOBaHHSAMW Ta i3 nogasiblUunM
3acTocyBaHHAM npenapary TL-895 AK
MOHOTepanii Ta y paMkax KOMGiHOBaHOI Tepanii
pasom i3 HaBTeMag/iHOM Y NaUiEHTIB 3 XPOHIYHUM
nimcpounTapHum neiiko3om abo ApiGHOKNITUHHO

nimgoumTtapHolo  niMpomolo,  SAKi paHiwe  He
OTPUMYyBaUIM  JliKyBaHHA, Ta  NauieHTiB 3
peunaMBHUM/pedpakTepHUM XPOHIYHUM
nimgoumTapHnm neiiko3om abo

peuunamnsHoo/pedpakTepHoo
nimgooumTapHo NiMGOMOH».

OPIGHOKNITUHHO




3. 3miHa Ha3BU paHiwe 3aTBepAXEHOro Micus NpoBeAeHHs K/iHIYHOro BUNPOOGYBaHHA [0 NPOTOKOY
KMiHIYHOrO BUNPOBYBaHHA «[OCNiMKEHHA BMNAVBY cemMarnytuay Ha CepueBO-CYAUHHI YCKIa[HEHHA Yy
nawieHTiB 3 LykpoBuM giabetom 2-ro Tuny (SOUL)», Koa gocnimxeHHsa EX9924-4473, chiHanbHa Bepcia 3.0, Big,
17 nuctonaga 2020 p.; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

BYNO CTAJNIO
K.M.H. Onekcuk O.T. K.M.H. Onexcuk O.T.
3akapnaTcbKka oGsiacHa KiiHiYHa NikapHA iMmeHi | KOmyHasibHe  HeKOmepuiliHe  nigNnpueMCTBO
AHgpia HoBaka, BigfineHHs €eHOOKPUHOOTI, | «3akapnaTtcbka o6n1acHa KiiHiYHa fliKapHsA iMeHi
M. Y>Xropog, AHppia HoBaka» 3akapnaTrcbKoi 06/1acHOI paaum,
BigAiNeHHs1 eHAO0KPMHOAOTIT, M. Y)Xropoa

4. OHoBneHwuii MpoTokon KniHiuHoro Bunpo6yBaHHss MOGO001, 3 iHKopnopoBaHOoo nNonpasBkolo 2 Big, 14
Gepe3Hsa 2022 poky; OHoBieHWI MNpoOTOKON KNiHiuHOro BUNpo6yBaHHA MOGO001, 3 iHKOpNOpPOBaHOLO
nonpaBkoto 3 Big 03 xoBTHA 2022 poKy; OHoBJieHUI MPOTOKON KNiHiYHOro BUNpo6ysaHHA MOGO001, 3
iHKopnopoBaHotlo nonpaBkow 4 Big 17 OGepesHsa 2023 poky; bBbpowypa paocnigHuka pansa
PosaHonikcisyma6 Big 06 BepecHs 2022 poky; 3MiHa Ha3BM Micusl NpoBeAeHHA BUMNPOOYBaHHS;
3anyuyeHHA popaTtkoBUX BUPOOHUKIB Mnaue6o [0  AocnigkyBaHOro NiKapCbKOro 3acooty
Po3saHonikcizyma6, po3uuH gns iHdysiii, HaTpito xnopuay po3sunH 0.9% (NaCl 0.9% wiv saline), a came:
- B. Braun Melsungen AG, HimeuuuHa; - B. Braun Medical Industries Sdn. Bhd, Manaiisia; Martepianu
Ans nauiedTiB: IHopmauia ana nauieHta i popma iH(popMOBaHOI 3rogn Ha yyacTb Yy HAyKOBOMY
KniHiuHOMY pocnigpkeHHi MOGO001, mogenb anAa YKpaiHu, Bepcia 4.0 Big 20 kBiTHA 2023 poky,
YKpaiHCbKOIO Ta pociiicbKkolo MmoBamu; IHchopmauia gna nagieHta Ta @opma iHhopmoBaHOiI 3rogn Ha
yyacTb y FreHeTUHHOMY AOCANiMKEeHHi, mogenb pgna YKpaiHu, Bepcia 2.0 Big 12 tpaBHA 2022 poky,
YKpaiHCbKOK Ta pociiicbkolo moBamu; IHchopmauisa Ta dopma iHhopMOBaHOT 3roan Ha NPoBeAeHHs
TeCTy Ha BariTHICTb Ta CNOCTEepeXXeHHA 3a nepeGirom BariTHOCTi, MoAaenb AnA YKpaiHu, Bepcis 2.0 Big,
12 tpaBHA 2022 poKy, YKpaAiHCbKOIO Ta pociiicbKoto MmoBamu; MoBigoMIEHHA 3 MeTOO iH(POpPMYBaHHSA
npo gocnigxeHHs cosMOG, Bepcis 1.1 Big 02 rpyaHsa 2022 poky, yKpaiHCbKOK Ta pOCiiCbKOK MOBaMu;
Po3apyk 3micty Be6caity MOGO001_Study Website_ UKR UKR/UKR RUS_V1_29Jun22, Bepcis 1 Big, 29
yepBHA 2022 poKy, YKpaiHCbKOK Ta pociiicbkolo moBamu; Kaptka MOGO001_Thank You Card
(Randomization) UKR_UKR/ UKR_RUS V1 19Nov21, Bepcia 1 Big 19 nuctonaga 2021 poky,
YKpaiHCbKOIo Ta pociiicbkoto moBamu; Kaptka MOG001_Thank You Card (Screen Failure)_ UKR_UKR/
UKR_RUS_V1_19Nov21, Bepcis 1 Big 19 nuctonaga 2021 poKy, YKpaiHCbKOIO Ta POCiliCbKOI0 MOBaMu;
Bpouwypa MOG001_Patient Information Brochure_UKR_UKR/ UKR_RUS_V1_19Nov21, Bepcis 1 Big 19
nucronaga 2021 POKYy, YKpaiHCbKOIo Ta pociiicbKoto MoBamu; onutyBasiIbHUK
myUCB_Pex_CloseOut_31JUL2020_Ukrainian (Ukraine)/Russian (Russia)_vl, Bepcisa 1 Big 31 nunHa
2020 POKY, YKpaiHCbKOIO Ta pocilicbKoto MoBamu; onuTyBaNbHUK
myUCB_Pex_Intro_31JUL2020_Ukrainian (Ukraine)/Russian (Russia)_v1, Bepcis 1 Big 31 nunHa 2020
POKYy, YKpaiHCbKOIO Ta pociiicbKoo MoBamu; OonuTyBanbHUK
myUCB_Pex_Middle_31JUL2020_Ukrainian (Ukraine)/Russian (Russia)_v1, Bepcia 1 Big 31 nunHs
2020 poKy, YKpaiHCbKOIO Ta pOCiliCbkolo MoBamu; IHCTPyKUis «YMOBM KOPUCTYBaHHA BeG-caiiTom»
[UCB Website terms and conditions_myUCB_Experience_Survey_final_Ukrainian (Ukraine)/Russia
(Russian)_v1], Bepcia 1, yKkpaiHCbKOIO Ta pociiicbkolo moBamu; IHCTpyKuia UCB cosMOG (MOGO001)
Patient Portal, Protocol Amd 3 (03-Oct-2022), Ukrainian/Russian v1.0, Bepcis 1.0 Big 29 6epe3sHsa 2023
poky, [UCB cosMOG (MOGO001) Patient Portal Amd 3 29-Mar-2023 v1.0 Ukrainian/Russian],
YKpAiHCbKOKO Ta pociiicbkoio MoBamu; KepiBHUUTBO «loniTuka KOHPigZEHLiAHOCTI CTOCOBHO
KniHiyHoro poceigy nauieHta Beo6-cality myUCB» [MoniTvka woao KoHduigeHuiiHocTi i cpaiinis
«cookie»/Monntnka KOHQUAEHLNaATBHOCTU N UCNOJIb30BaHus hainioB cookie, Website Privacy Policy
and Cookie Policy myUCB Pex_ FINAL_Ukrainian (Ukraine)) Russian (Russia)_v1], Bepcia 1,
YKpaiHCbKOIO Ta pocilicbkolo MoBamu; Jluct-nepesik marepianiB, siki 6yayTb HagaHi nauieHTam ans
BUKopuctaHHa [MOGO001_PatientAppreciationltems_v1.0_03Nov2021], Bepcia 1 Big 03 nucronaga
2021 poky; KepiBHuureo «Welcome to the Virtual Visit Site Guide», [Longboat Global Virtual Visits
Guide 20200612 1.0 All Languages], Bepcia 1.0 Big 12 uepBHA 2020 poKy [0 MPOTOKO/Y KAiHIYHOrO
JocnipkeHHs «PaHgomizoBaHe, MOABiHE chine, nnaue60-KOHTPOSiboBaHe, H6araToLEeHTPOBE AOCAIAKEHHS
thasn 3 3 NPOLOBXEHNM BIAKPUTUM NepPiofoM NiKyBaHHS A/151 OLiHKM eddeKTUBHOCTI Ta 6e3nevHOoCTi npenapary
po3aHonikcizaymaé y [opocivx 3 MieniH-otirogeHgpoumTtapHum raikonpoTeidn (MOG)-lgG-acouiioBaHum
OeMIENiHI3yI0YMM 3aXBOPIOBaHHAM», KOA aocnimpkeHHs MOGO001, 3 nonpaskoto 1 Big 07 BepecHs 2021 poky;
cnoHcop - KOCibi biodpapma EcApER, benbris / UCB Biopharma SRL, Belgium

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»



BYNO CTA/O

A.M.H., npodp. Wkpo6oT C.I. O.M.H., npod. LWkpo6oT C.I.
KomyHanbHe HekomepLiiiiHe nignpuemcTeo | KomyHanbHe HekomepUiiHe nignpuemMcTeo
«TepHonifbecbka obnacHa KNiHiYHa | «TepHoninbCcbka obnacHa KniHiYHa

NMCUXOHEBPOJ/IONiYHa  JlikapHA»  TepHONISIbCbKOT | MCUXOHEBPOSIONYHa  JlikapHA»  TepHONI/IbCbKOT
obnacHoi pagw, HesponoriyHe BiggdineHHa Nel, | o6nacHoi pagwn, HeBposoriyHe BigdineHHa Nel,
TepHONINbCbLKUIA  HaUWiOHaNbHWUIT  MeguYHWUiA | M. TepHoninb

yHiBepcuter imeHi |LA. T[opb6aueBCbKOro
MiHicTepcTBa OXOpPOHU 340pOB'A  YKpaiHu,
Kadpeapa HeBponorii, M. TepHoNi/ib

5. OHoBneHa Gpowypa gocnigHMKa Ha focnigKyBaHUi nikapcbkuii 3acio Aypsanymaé (MEDI4736)
BugaHHa 18 Big 01 nuctonaga 2022 poky; OHOB/NeHa Opowypa AocnigHuKa Ha [ocnigkyBaHui
nikapcbkuii 3acié Onanapi6 (Olaparib), BugaHHa 22.0 Big 26 ciuHs 2023 poky; OHOBNeHui po3gin 2.3
«Clinical Study and Previous Human Experience Data» Jlocbe npenaparty nopisHaHHs (IMPD) Olaparib,
BugaHHa 21 Big 08 ntotoro 2023 poky; OHOBMEHi pekomeHAauil WoA0 YCYHEHHA TOKCUUYHOCTI AnA
AypBanymaoy Ta Tpemenimymaoy, Bepcis Big 28 oBTHA 2022 p.; IHhopMauis Npo AocnigKeHHA Ta
®dopma iHhopmoBaHOi 3rogu AnAa gopocnux, sepcia 10.0 Big 10 kBiTHA 2023 poKy aHI1iiCbKOIO MOBOIO;
IHcbopmaunia npo gocnipkeHHAa Ta Popma iHpopmoBaHoOI 3rogu ans aopocnux, sepcia 10.0 Big 10
KBiTHA 2023 poky. MNepeknapeHo yKpaiHCLKOIO MOBOIO A/A YKpaiHu 14 kBiTHA 2023 p.; IHchopmauis npo
pocnipkeHHa Ta dopma iHhopMoBaHOi 3rogn aAna gopocnux, sepcia 10.0 Big 10 kBiTHA 2023 poOKy.
MepeknageHo Ha PociicbKy MOBY AJist YKpaiHu 14 kBiTHA 2023 p. 40 NPOTOKO/Y K/TiHIYHOTO AOC/TiAKEHHS
«PaHpomizoBaHe, GaraTOLEHTpOBe, MOABIAHO cnine, MixHapogHe AochigxeHHs |l da3m gns BUBYEHHS
edheKkTMBHOCTI Ta 6e3ne4yHoCTi koMGiHOBaHO! Tepanii gypBanyMma6boM i3 onanapibom y MOPIBHSHHI 3
MOHOTepanielo aypsasiymaboM y SIKOCTi NiATPMMYyBasIbHOT Tepanii y nauieHTiB 3 HeAPIOHOKNITUHHIM pakoMm
nerexiB IV cTagji, Aki oTpuMyBasiM Tepanito NepLuoi AiHii, B IKMX XBOpo6a He nporpecysasa nicnsa ctaHgapTHOT
ximioTepanii npenapatoM nnatuHu 3 Aaypsanymabom (gocnimpkeHHs ORION)», ko4 —AOCNiLKEHHS
D9102C00001, Bepcis 5.0 Big 09 rpyaHa 2021 poky; cnoHcop - AstraZeneca AB, LUseuis

3asBHUK - TOBAPMCTBO 3 06MEXEHOI0 BiAnoBiAasbHICTIO «/TABKOP KNIHIKAT AEBE/IONMMEHT YKPAIHA»

6. OHOB/IEHMIT1 NPOTOKO KMiHiYHOro BunpoGysBaHHa M16-191, Bepcis 7.0 Big 23 Gepe3HAa 2023 poky;
IHcbopmania ana naudieHtTa Ta iHpopMoBaHa 3roga Ha yyacTb Y HayKOBOMY [AoOChnigXeHHi Ta
HeOGOB’sAI3KOBOMY [OC/IiKEHHI, BepciAa 6.0 ana YkpaiHn Big 19 kBiTHA 2023 poKy, YKpPaiHCbKOIO Ta
pocilicbkol0 MOBaMu [0 NPOTOKO/Y KNIHIYHOTO AOCAiAXeHHs «PaHaoMizoBaHe noAgiiHe cnine nnaue6o-
KOHTPO/IbOBaHe AOCAiMKEHHSA 3 (ha3n 3 BUBYEHHS HABITOK/IAKCY B NOEAHAHHI 3 PYKCOMITUHIGOM MOPIBHSAHO 3
PYKCOMITUHIOOM y nauieHTiB i3 mienodpiopo3om (TRANSFORM-1)», kog gocnigxkeHHs M16-191, sepcis 6.0 Big
31 6epesHs 2022 poky; cnoHcop - «E66BI IHk», CLLA / AbbVie Inc., USA

3anBHUK - «<E66BI BioghapmacktoTikans FTmM6X», LLseliuapis

7. OHoBneHuii npotokon 3 MonpaBkoto 3 Big 09.02.2023 p.; Bpowypa gocnigHuka CINJ-67652000
(niraparib/abiraterone acetate fixed-dose combination), BugaHHa 3 Big 11.08.2022 p.; Bpowypa
pocnigHuka CJINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), BugaHHsa 4 Big
04.01.2023 p.; IHcdopmaunis pna naugieHta Ta dPopma iHdopmoBaHoi 3roau - [poTtokon
67652000PCR3002, Bepcis 7.0 ykpaiHCbKOIO MOBOIO AN YKpaiHu Big 05.05.2023 p.; IHdopmauia gns
nauieHta Ta ®opma iHchopmoBaHoOi 3rogn — Mpotokon 67652000PCR3002, Bepcia 7.0 pociiicbKolo
MOBOIO AnA YKpaiHu Big 05.05.2023 p.; 3pa3ok mMapKyBaHHA AOCNIf4KYBaHOro JliKapCbKOro 3acooy
Hipanapu6, 100 wmr, kancynu; 3pa3oK MapKyBaHHA AOCNiIfKYBaHOro JlikapCbKoro 3acooy
CJNJ67652000 (G010), chikcoBaHa KomOiHauifa fo3n 100/500 mr, TaG1e€TKU BKPUTI 0G0/TOHKOI; 3pa3okK
MapKyBaHHSAl [OC/ifKYBaHOro jlikapcbkoro 3acody AbGiparepoHa Auetar, 250 mr, Ta6seTku; 3pasok
MapKyBaHHA AOCAigKyBaHOro nikapcbkoro 3acooy CJINJ67652000 (G009), cdikcoBaHa KomMOGiHauiA
posu 50/500 Mr, TaGneTkn BKPUTIi OOONOHKOK; 3MiHa HasBU MiClb NpPoOBefAEeHHs KJ/iHIYHOro
BUNPOOGYBaHHA [0 MPOTOKONY KAiHIYHOIO [OCNiMKeHHA «PaHAomizoBaHe, nnauebo-KoOHTPosiboBaHe,
noZBiiiHe cnine kiHivHe gocnigpkeHHa 3 hasn npenapaty Hipanapu6 B kombiHauii 3 abipaTepoHa auetaTom
Ta NpefHi30HOM Yy MOpPIBHAHHI 3 abipaTepoHa aueTaToM Ta MNPeAHI30HOM AN NiKyBaHHA NauieHTiB 3
MeTacTaTMYHUM KacTpaT-4yT/IMBUM pakoM nepeamixyposoi 3as103u (MCSPC) 3i WKiAIMBOK repMiHa/IbHO
abo comaTu4HOK MyTali€to reHiB, WO BiAMNoOBigaOTL 3a penapaudiio LWASXOM roOMOJOMNYHOT pekoMbiHaL,i
(HRR)», koa pgocnimkeHHs 67652000PCR3002, 3 Monpaskoto 2 Big 25.10.2021 p.; cnoHcop - «AHCCEH
SAPMALEBTVKA HB», benbris

3anBHuK - «AHCCEH ®APMALEEBTWKA HB», Benbris



BYJIO

CTAJI0

A.M.H., npody. CtaxoBcbkuin E.O.

HauioHanbHWi iIHCTUTYT paKy, HayKoBO-AocC/iaHe
BIOOI/IEHHA  MaCTMYHOT Ta  PEKOHCTPYKTUBHOI
OHKoyposorii, M. Knis

O.M.H., npody. CtaxoBcbkuii E.O.

JepxaBHe HeKoMepLiliHe nignpuemMcTeo
«HauioHanbHUiA  IHCTUTYT  paky», HayKOBO-
pocnigHe BigineHHn nnacTU4Hol Ta

PEKOHCTPYKTMBHOI OHKOYponorii, M. Kuis

AvpekTop MapamoHos B.B.

KomyHanbHe HekomepLiiHe nignpuemMcTso
«YepKacbkuii o6nacHwii OHKOJOTiYHUNIA
pucnaHcep Yepkacbkoi 06/n1acHOI  pagu»,

O6/1acHU LEHTP NIaCcTUYHOT PEKOHCTPYKTMBHOI Ta
MaU10iHBa3UBHOI OHKOYpOorii, M. Yepkacu

anpekTop MapamoHos B.B.

KomyHasnbHe HekomepLjiiHe nignpPUeEMCTBO
«KniHiyHMiA UeHTp OHKoOnNOrii, remaronorii,
TpaHcnaHTosIOrii Ta naniaTUBHOI Aonomoru
YepkacbKkoi o6nacHoi pagu», Ob6nacHuii LeHTp
NNacTUYHOI, PEKOHCTPYKTMBHOI Ta MasiOiHBa3UBHOI
OHKoyponorii, M. Yepkacu

npod., A.M.H. Cakano B.C.

npod., A.M.H. Cakano B.C.

KomyHasibHe HekomepLiiHe nignpunemcTteo | KomyHasibHe HeKoMepLUiiHe nignpUeEMCTBO
«KWTBCbKMIA MiCbKWiA KNiHIYHWUIA OHKONOTYHWIA LEeHTP» | «KUTBCLKUIA MICLKUIA KNiHIYHWA OHKOMOTYHWIA LIEHTP»
BMKOHaBYOro opraHy KuiBCbkOi MICbKOT pagun | BUKOHaABYOro opraHy KuiBcbkoi Micbkoi  paam
(KviBcbkol  MicbkOi  AepxaBHOi  aaMmiHicTpauil), | (KUiBCbkOi  MIiCbKOI  AepxaBHOT  agMmiHicTpau,r),
yporsoriyHe BiggineHHa, AY «lHCTUTYT yponoril | yponoriyHe BigdineHHs, JQepxaBHa YycTaHOBa
HAMH YkpaiHu», Bigain oHkoyponorii, M. Knis «lHCTUTYT yponorii iMeHi akagemika

O.®d. BosiaHoBa HauioHanbHOi  akagemii

MeAVMYHUX HayK YKpaiHu», BiAA4i1 OHKOYpPOsorii,
M. KniB

8. OHOB/EHUI MNPOTOKON KAiHIYHOrO BMNpoGyBaHHA C4221016, ocTtatoyHa Bepcia MNPOTOKOIY,
MonpaBka 4 Big, 14 ntotoro 2023 pokKy, aHrNiicbKo MOBOIO; CTOpiHKa nignucy npotokony C4221016 3
nonpaBKkol 4, nignucaHa cnoHcopom 14 niotoro 2023 poKy, aHrNilicbkolw MOBOI; CUHoONcUc
NPOTOKOJY KNiHIYHOro gocnigxkeHHa C4221016 3 iHKopnopoBaHoIO nonpaskoto 4 Big, 14 notoro 2023
POKy, aHrnificbkoro MoBow; CHHONCUC NPOTOKOMY KNiHiYHOrO pocnipkeHHs C4221016 3
iHKOpnopoBaHoto Nonpaskoo 4 Big, 14 ntoToro 2023 poky, yKPaiHCbKOK MOBOIO [0 NPOTOKO/TY KNiHIYHOTO
pocnigxeHHa «PaHgomizoBaHe noAgiiHe cnine gocnigpkeHHs hasu 3 eHKopadpeHiGy Ta GiHIMETIHIOY B
noefHaHHi 3 NnemMbponizymaboM y MOPiBHAHHI A0 Nnauebo B NOEAHAHHI 3 NeMOponisyMabom y nauieHTis i3
mMeTacTaTuyHo abo HeonepabeslbHOK MICLEBO MOLIMPEHOK Me/TaHOMOK, MO3UTMBHOK A0 MyTauii BRAF
V600E/K», ko pocnimkeHHs C4221016, octaTtoyHa Bepcis npoTokony, MNMonpaska 3 Big 08 uepBHA 2022 poky;
cnoHcop - Mdpaiizep IHk., CLUA

3asnBHuK - Mdoansep IHk., CLUA

9. 3MiHa micuA NpoBeAeHHA BUNPOGYBaHHA [0 MPOTOKOJY KAiHIYHOrO AoChigKeHHs «baraToueHTpoBe,
paHAomi3oBaHe, MNOABIHE chnine, KOHTPOsibOBaHe pAochimpkeHHs dhasmn lllb gna ouiHkM ed)eKTUBHOCTI,
6e3neyHoCcTi Ta (hapMakoKiHETUKM BULLMX [03 OKpenisymady y [Oopoc/ivX 3 NePBUHHUM MPOrpecytounm
pO3CitHUM Ck/lepo30oM», Kog pocnimkeHHs BN42083, sepcia 3 Big 28 xoBTHA 2021 p.; cnoHcop -
®.XodhdmaHH-/15 Pow fTa, LBeiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

BYNO
KepiBHWK LUeHTpy ApoboTeHko B.I.
KomyHanbHe  HekomepuiiiHe
«Yepkacbka o6GnacHa JliKapHs

CTANO
3aB. Big. Jpo6oTeHko B.1.
KomyHanbHe  HeKkomepuiiiHe NiANPMEMCTBO
«M"AaTnih YepkacbKUii MiCbKWUii LEHTP NEPBUHHOT

nignpMemMcTBO
YepkacbKoi

o6nacHoi pagu», 06NacHUii LEHTP AiarHOCTUKX | Me[UKO-CaHiTapHOI [OMOMOTun», K/iHi4YHe
Ta NiKyBaHHA pPO3CiAHOrO CK/1epo3y Ha 6asi | BiagineHHsA BiAHOBHOIO NiKyBaHHA Ta
HEeBPOJIOriYHOro BigaiNneHHA, M. Yepkacu HelipopeaGinitauii 3 LeHTpom pos3cisHoro

CKniepo3y Ta Bigainom KniHiYHUX BUNPOGYBaHb,
M. Yepkacu

10. OHoBNEHI po3ainu Jocbe fOCNIAKYBaAHOIO JliKapCbKOro 3acody LY3527723, Bepcis Big KBiTHA 2023
poky: S.4.1 «Cneuudikauii», S.5 «CtaHgapTHMIA 3pa3oK a6o MaTepiann», S.7 «CtabinbHicTb»; P.3.1
«BupoGHUKu», P.8 «CTtabiNnbHiCTb», aHrniicbkolo MoBO; [MoAOBXEHHS TepMiHYy NpPUAATHOCTI
[ocnipKyBaHOro slikapcbKoro 3acooy LY3527723, kancynu ans nepopasibHOro 3actocyBaHHs, Ao 48
MicALiB [0 NPOTOKOAIB KMiHIYHMX focnigxeHb: «LIBRETTO-431: baraToueHTpoBe, paHAoMi3oBaHe, Bigkpute
pocnigpxkeHHs 11l dha3m nopiBHAHHA Tepanii npenapatom CennepkaTiHiG 3 Tepanielo npenaparamMn Ha OCHOBI
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NOXiZAHUX NAATUHW B MOEAHAHHI 3 NeMeTpekce0M B abo 6e3 kombiHau,ii 3 npuitoMom nembponizymaba B IKOCTi
nepLuoi NiHii NikyBaHHA MOLUMPEHOro YM MeTacTasyluoro HeApibHOKNITMHHOIO paky fereHi 3 HasBHICTIO
riGpuagHoro reHa RET», koa pocnigpkeHHs J2G-MC-JZJC, Bepcis 3 iHkoprnoposaHoto nornpaskoto (d) sig 18
nuctonaga 2020 poky; «LIBRETTO 432: lNnaue6o-KOHTpO/SbOBaHe MNoABiiHe chine paHAoMi3oBaHe
jocnipkeHHs 3 a3y ona  OUiHKM - af’toBaHTHOI Tepanii  cennepkaTtuHIGoOM nic/is  pafukasnbHOT
JNlokoperioHapHoi Tepanii y nauieHTiB 3 HeApiGHOKMTITUHHUM pakoM nereHi cragii IB—IIIA 3 HasABHICTIO
ribpugHoro reHa RET», kog, gocnigpkeHHs J2G-MC-JZJX, Bepcisa 3 nonpaskoto (f) Big 03 cepnHs 2022 poky;
cnoHcop - Eni Ninni eHg Komnari, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

11. 36inbleHHA KiNbKOCTI gocnigkyBaHux B YKpaiHi 3 13 go 25 oci6; 3miHa BignoBigaibHOro
pocnigHuKa A0 NPOTOKONY KAIHIYHOro AOCNimKeHHs «BigkpuTe 6araToueHTpoBe KNiHiYHe AocChifKeHHs |
hasn 6e3 rpynn MNOPIBHAHHA  ONA  OUHKM  ©e3neku, MepeHocMMOocCTi Ta  hapMakoKiHETUKM
uedptonosaHyltazo6akramy (MK-7625A) y Aiteii 3 HO30KOMia/lbHOK MHEBMOHIED», KOA [AOCiAKEHHS
MK-7625A-036, 3 iHkopriopoBaHoto nornpaskoto 02 Big 12 rpyaHa 2022 poky; cnoHcop - TOB Mepk LWapn eHg,
Joywm, CLLIA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

BY/O

CTAJIO

A-M.H. Bnacos 0.0.

KomyHasibHe nignpUeEMCTBO «PerioHasbHWI
MeLNYHWIA LEeHTp POAVMHHOTO 3/10POB’A1»
[HinponeTpoBcbkoi 06nacHoi paav», BiAAiNEHHSs
iHTEHCMBHOI Tepanii HOBOHApPOAXXEHMX 3 BUI3HOMD
HEeOHaTo/10rivYHOK 6puragoto, M. JHinpo

K.M.H. KanycTiHa O.I".

KomyHasibHe nignpMeEMCTBO «PerioHasbHWi
MeaNYHNIA LEeHTp POAVHHOTO 3/10POB’s1»
[HinponeTpoBCcbkOi 06nacHoOi paaw», BigAiNeHHs
iHTEHCMBHOI Tepanii HOBOHApPOAXXEHMX 3 BUI3HOMD
HEeOoHaTo/10ri4YHOo 6puragoto, M. JHINpo

12. Mpotokon kniHi4YHOro BunpooyBaHHs DF-006-1001, Bepcis 8.0 Big 25 TpaBHA 2023 poky,
aHrNiNcbKOK MOBOLO [10 NPOTOKOY KAIHIYHOrO AocnimkeHHs «IMogBiiiHe cnine, paHAomi3oBaHe, nnauebo-
KOHTpOJIbOBaHe AocimkeHHa 1 hasu 3 neplumm 3acTocyBaHHAM nepopasibHoro npenapaty DF-006 y nogei
4ns ouiHKM 6e3nekn, NepeHOCMMOCTi | hapMakoKiHETMKM MiCNS NepopasibHOr0 NPUNOMY OJHOKPATHOI 403U i
baraTokpaTHux 03 npenapaty DF-006 y 3q0poBux oci6 (HacTuHa 1 i YacTuHa 2) Ta y nauieHTiB 3 XPOHIYHUM
renatutom B (HactuHa 3)», kog gocnigpkeHHss DF-006-1001, sepcis 7.0 Big 01 6epe3Hsa 2023 poky; CNoHcop -
UxeussaH Ho KOaHb baiioTexHonomxi /ita. (Takox Bigoma sk komnaHis «[par ®apm»), Kutali /Zhejiang Yao
Yuan Biotechnology Ltd. (also known as Drug Farm), China

3anaBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

13. 3miHa MicuA npoBeAeHHA KiHIYHOro BUNPOOGYBaHHA [0 MPOTOKO/Y K/IHIYHOTO AOCNIMKEHHS
«baraToueHTpoBe, NpocTe, BiAKpUTEe, po3LMpeHe [oJaTKOBe OOCMNIMKEHHSA AN OLHKM [OBroCTPOKOBOT
6e3neyHocTi Ta eheKTMBHOCTI OKpenizymady Yy nauieHTiB 3 pPO3CISHUM CKNepOo30M», KO AO0C/iAKEHHS
MN43964, sepcis 1 Big 25 nuctonaga 2021 poky; cnoHcop - «®. XOPOMAHH-1A POLW NTA», Weeiiuapis (F.
HOFFMANN-LA ROCHE LTD, Switzerland)

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

BYJIO CTAJIO

O.M.H., npod)., 3aB. kachegpu Kansbyc O.I.

A.M.H. Kanbbyc O.l.

KomyHanbHe nignpuemcTBo | BigokpemneHnii CTPYKTYPHUIA nigposain
«JHIiNnponeTpoBCcbKa OoG/lacHa K/iHiUHA NiKapHsa | «YHIiBepcuUTeTcbKa KiiHika»  [IHiNPOBCbLKOro
im. L. MeuHukoBa» [HINPONETPOBCLKOI | AepXaBHOro MegUUYHOro yHiBepcureTy,

o6nacHoi paau», BiggineHHA HeBponorii Nel,
[HINPOBCLKNIA AepXXaBHUA MeANYHWIA yHIBEpPCUTET,
Kathbeapa HeBponorii, M. JHinpo

BipgAineHHAa HeBponorii, JHINPOBCLKNIA AepXaBHNIA
MeAMYHUA  yHiBepcuTeT, Kadeapa HeBpPOOril,
M. [JHinpo

14. Bpowypa gocnigHuka, BugaHHsa 8 Big 20 kBiTHA 2023 poKy, aHrNilicbKOO MOBOIO; 3MiHa Ha3BU
MicusA npoBefeHHA BUNPOOGYBaHHA [0 NPOTOKO/Y KNiHIYHOrO BUNPOOGYBaHHA «JocnimkeHHA das3n 2
3acTocyBaHHA npenapaty INCB086550 (iHri6itopa PD-L1 gsa nepopanbHOro npuiioMy) B YYacHWKIB
OOCNiMKEHHS i3 BUOpPaHUMKU CONIAHUMMK MyX/IMHAMM, L0 paHille He OTpUMYyBasIM fliKyBaHHSA iHribiTopamm
iIMYHHUX KOHTPOJIbHUX TOYOK», koA aocnigpkeHHs INCB 86550-203, Bepcis 2 3 iHKOpNopoBaHOoK nonpaskoro 1
Big 08 6epesHs 2021 poky; cnoHcop - Incyte Corporation, United States

3asBHYK - MignpremMcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»



BYNO CTANO
nikap CiHenbHikoB |.B. nikap CiHenbHikoB |.B.
KomyHanbHe nignpuemMcTBO «BonuHcbKkuii | KomyHasibHe  nignpuemctBo  «BonuHcbka
o6nacHwmii MenUYHUIA LeHTp OHKONorii» | o6nacHa KkniHiyuHa nikapHA» BosIMHCBKOT
BonuHcbKOi o6GnacHoOi  papu, OHKOJOriyHe | o6nacHoi pagu, OGnacHWi MegUUHUIA LEeHTpP

XimioTepaneBTUYHe BigAineHHA, M. JlyLbK

OHKoOnNorii, OHKOJ/IOriYyHe XiMioTepaneBTU4YHE
BigAaineHHsa, M. Jlyubk




