Jopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne 07 Big 15.02.2024, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKUN €KCNepPTiB.»

1. 3any4yeHHA [O[ATKOBOrO AOC/iAKYBaHOIO JliKapCbKOro 3aco6y, o 6yae BMKOPUCTOBYBATUCH SIK
npenapart nopiBHsAHHA MEMETPEKCE/A-BICTA coniot (PEMETREXED-VISTA solute), kKOHUeHTpaT Ansa
NPUroTyBaHHA PO3UMHY AnA iHdysii, 25mr/mn, no 1000mr 40 mn y ¢n.Nel, BUpoGHUK: Synthon
Hispania S.L., Calle De Castello 1, Sant Boi De Llobregat, 08830, Spain 40 NpOTOKO/Y KAiHIYHOIO
JocnimpkeHHss «MixHapoaHe, 6araToLEeHTPOBe, paHA0Mi30BaHe, BigKpuTe, NOPiBHANbHE AOCNigKeHHsA dasu 3
Mo BMW3HAYEHHIO edekTUBHOCTI JAypBanymady um KombGiHauii [AdypBanymaby i Tpemenimymady i3
nnaTMHOBMICHOW XimioTepanieto ans 1-1 NiHil NikyBaHHA NaUiEHTIB 3 MeTacTaTUYHUM HeApPIOHOKAITUHHUM
pakom nerenis (HOKPJ/1) (POSEIDON)», koa gocnimpkeHHs D419MC00004, sepcia 7.0 Big 13 rpygHa 2022p.;
crnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

2. OHOBEHUIA NPOTOKON KiiHiYHOro BUNpoGyBaHHA MK-3475-585, 3 iHkopnopoBaHoto nonpaskoto 10
BiAg 20 nuctonaga 2023 poky, aHrnilicbkoto MoBoIO; Bpouypa gocnigHuka Pembrolizumab (MK-3475),
BuaaHHA 24 Big 08 nuctonaga 2023 poKy, aHrnilicbkoto moBoto; MK-3475-585, YkpaiHa, IHpopmauis 1a
JAOKYMEHT npo iHchopmoBaHy 3roay AnA nauieHta Bepcia 08 Big 29 ciuHa 2024 p. yKpaiHCbKOO MOBOIO
[0 MPOTOKONY K/HIYHOro AocnigxeHHs «PaHaomisoBaHe, NoaBiiHe-chine KiiHiuHe pocnigkeHHs 1l dhasn
nemo6ponisymady (MK-3475) Ta ximiotepanii (XP abo FP) B nopiBHsHHI 3 nnaye60 Ta ximiotepanieto (XP abo
FP) B skocTi Heoap'toBaHTHOro / af'toBaHTHOrO JliKyBaHHSA NauieHTIB 3 afeHOKapLUMHOMOK LUAYHKY Ta
LUSTYHKOBO-CTpaBoxigHoro 3‘egHaHHa (LWC3) (KEYNOTE-585)», kon pocnipkeHHs MK-3475-585, 3
iHKopriopoBaHoto nonpaskoto 09 Big 24 cepriHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiANoBigasbHicTI0 «MC/L YkpaiHa»

3. 3miHa Ha3B MicUub NPOBeAEHHA BUMPOOGYBaHHA [0 NPOTOKO/Y K/IHIYHOrO BMNPOOYyBaHHsS «BigkpuTe
JocnigpkeHHs doasu 2 ans ouiHkm 6e3nekn Ta ecpektnBHocTi MK-7684A (kombiHauiss MK-7684 [BibocTonimab] 3
MK-3475 [nembponizymab]) y y4yacHMKIB 3 peuuguByrouMMm abo pedipakTepHMMU remMaToNorivyHUMn
3/105KICHMMW HOBOYTBOPEHHAMW, Kog, AocnimkeHHst MK-7684A-004, 3 iHkopnopoBaHoto nonpaskoto 04 Big 05
cepnHs 2022 poky; cnoHcop - TOB Mepk LWapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)
3asiBHUK - TOBaApUCTBO 3 06MEXEHOH0 BignoBigasbHICTIO «MC/, YkpaiHa»

BYNO CTANO
O.M.H., npodp. Kpsauok I. A. O.M.H., npodp. Kpsauok I. A.
JepxaBHe HekomepLiiHe nignpuemcTso | [epxasHe HekomepLiHe nignNpUeMCTBO
«HauioHanbHWin ~ IHCTUTYT  paky»,  HayKoBO- | «HauioHanbHui iHCTUTYT paky», KniHika
pocnigHe BiAfjiNeHHs ximioTepanii | ximioTepanii Ta OHKoremaronorii, HaKOBO-

remo61acTto3iB Ta aj lOBaHTHMX MeTOAIB | KNiHIYHUA BigAain oHkorematonorii, BigAineHHA
NiKyBaHHAl, BiAAiNeHHA OHKoremartonorii 3 | oHkoremaronoril, M. Kuis

CEKTOPOM af IOBAaHTHUX METOAIB NiKyBaHHSA,
M. KniB

Apgpeca: Byn. HO. 3pgaHoBcbkoi 33/43, M. Kuis,
03022, YkpaiHa

nikap Horaesa J1.1. nikap Horaesa /1.1.
KomyHasibHe HeKoMepLiiiHe nignpuemcTBo | KomyHasibHe HekoMepLUinHe nignpUEMCTBO
«KniHiYHWIA LEeHTp OHKOJOTiT, remaTonorii, | «KniHivyHwni LEHTp OHKOSOriT, remaronorii,

TpaHcnnaHTonorii - Ta  naniaTMBHOI  AOMNOMOrX | TPAHCMMIAHTOMOrNT  Ta  naniatMBHOI  AOMOMOTU
YepkacbKoi obnacHoi pagun», O6GnacHui | Yepkacbkoi o6nacHoi pagu», Bigain remartonorii
NiKyBa/IbHO-AiarHOCTUYHUIA reMaTonoriuyHniA | Ta TpaHcnaHTauii KICTKOBOro Mo3ky, M. Yepkacu
LeHTp, M. Yepkacu

Afpeca: Byn. Ceatutena-xipypra flykn, 7,
M. Yepkacu, 18009, YkpaiHa

4. OHoBNeHa Gpowypa gocnigHuka 3 npenaparty Monatysyma6 BegotuH (RO5541077), Bepcisa 15 Big
XOBTHA 2023 poky; Aopatok ao IHopmauii gna naudieHta ta Popmu iHchopmoBaHoi 3rogu: 3roga Ha
albTepHaTUBHI Bi3UTU B MeXax A0CigKeHHA Nig yac YKpaiHCbKOI Kpusu, Bepcia 1.0 Big 29 nuctonaga
2023 pokKy, aHrniincbko MoBol; flogatok Ao IHopmauii gna nagieHta Ta Popmu iHopmoBaHOI
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3roau: 3rofa Ha a/ibTepHaTUBHI Bi3UTU B MeXax AOC/iMKEHHA Nif Yac yKpaiHCbKOT Kpusu, Bepcisa 1.0
Big 29 nucrtonaga 2023 poky. AnAa YKpaiHu — yKpalHCbKOK MoOBOH; AoaaTtok Ao IHcopmauil ana
nauieHTa Ta ®opmu iHthopmoBaHOi 3roan: 3rofa Ha afibTEPHATUBHI Bi3UTU B MeXax AOCAiMKEeHHSs nig,
yac ykpaiHcbKOi Kpu3u, Bepcia 1.0 Big 29 nuctonaga 2023 poky. [na YKpaiHu — pociiicbKOK MOBOIO 10
MPOTOKOMY K/IIHIYHOrO AOoCNifkeHHss «baraTtoueHTpoBe, paHAoOMi3oBaHe, NoABIHO chine, nnaue6o-
KOHTpO/IbOBaHe gocnigpkeHHs [l dasm pnia nopiBHAHHA edekTMBHOCTI Ta 6e3MeyvyHoCTi npenapary
MonaTty3symab BeAOTUH Y kOMGiHauji 3 Putykcumabom ta CHP (R-CHP) i Putykcumabom ta CHOP (R-CHOP)
Y NauieHTIB i3 AndIY3HOI KPYNHOKMTITUHHOK B-KNiTMHHOKO NiMGDOMOI0, AKi paHille He OTPUMYBasIN NiKyBaHHS»,
Koa gocnigpkeHHs GO39942, Bepcisa 7 Big 18 rpyaHs 2020 poky; cnoHcop - @. XoddmaHH-M1a Pow 14, [F.
Hoffmann-La Roche Ltd], LLBeiuapis

3asBHUK - TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»

5. YkpaiHa, MK-7902-012, IHchopmauisi Ta AOKYMEHT nNpo iHhopMoBaHy 3rofy Ans nauieHTa, Bepcia 2.01
Big 07 noToro 2024 poky, yKpaiHCbKOI MOBOIO [10 MPOTOKO/Y KNiHIYHOIO JoC/iAKeHH:A «baraTtoueHTpose,
paHAoMi30BaHe, NoAgiliHe cnine, KOHTPO/IbOBaHe 3a A0MOMOrol akTYBHOIO Npenapary KiHiYHe A0CNigKEHHS
Il cha3n pna ouiHkn 6e3nekn Ta edekTMBHOCTI neHBaTuHiOy (E7080/MK-7902) 3 nemo6posisymadcom
(MK-3475) y noegHaHHi 3 TpaHcapTepiasibHo Ximioemb6onisauieto (TACE) NopiBHAHO 3 NPOBEAEHHAM TiflbKu
TACE y yyacHUKiB 3 HEBWIKOBHOI / HEMeTacTaTUYHO renartoLesoisapHor KapumHomMmoro (LEAP-012)», ko
pocnipkeHHs MK-7902-012, 3 iHkopnopoBaHoo nornpaskoto 05 Bif 28 nuctonaga 2022 poky; cnoHcop - TOB
Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

6. YKpaiHa, MK-7339-013, IHchopMaLiisi Ta AOKYMEHT npo iHhopmoBaHy 3rogy ANA nauieHTa, sepcis 1.01
BiA 29 ciuHA 2024 p., YKPAIHCbKOIO MOBOIO [0 MNPOTOKO/Y KNIHIYHOIO AOCNiMKEHHA «PaHOoMmi3oBaHe,
noZBiiiHe cnine, Niauebo-KOHTPoIboBaHe AocnimkeHHs Il dpa3un ansa ouiHkM nemoéponisymady (MK-3475) y
NoedHaHHi 3 CyMyTHLOW XiMIONMPOMEHEBOK Tepaniel 3 noAasblUMM BBEAEHHAM nembponisymady 3
onanapnoom (MK-7339) abo 6€3 HbOro y MOPIBHAHHI siMwe 3 CYNyTHbOK XiMIOMPOMEHEBOK Tepaniew B
yYyacCHVKIB 3 Helwo[aBHO AiarHOCTOBaHWM 0KanizoBaHUM OPiOHOKNITUHHUM pakom nereHis (J14P/1)», ko4
pocnipkeHHs MK-7339-013, 3 iHkoprnopoBaHoto rnonpaskoto 04 Big 12 BepecHa 2022 poky; crioHcop - TOB
Mepk LWapn eng Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

7. YKpaiHa, MK-7339-001/ENGOT-0v43/GOG-3036, IHhopmauisa Ta JOKYMEHT npo iHhopmMmoBaHy 3rony
ANA nauieHta, Bepcia 2.04 Big 29 ciuHa 2024 p. yKpaiHCbKOIO MOBOIO; 3MiHa BignoBigasibHOro
[ocnigHuKa A0 NPOTOKONY KAiHIYHOro gocnigpkeHHs «PaHaomizoBaHe, noagiiHe crine gocnigmkenHs 11l dasn
npoBefeHHs XimioTepanii 3 abo 6e3 nem6ponisymady 3 nojasiblivuM MNiTPUMYIOUUM  NiKyBaHHAM
onanapubom abo nnauebo 418 Tepanii nepLloi MiHil y nauieHTiB 3 PO3NOBCIOMKEHUM eniTeslia/IbHUM pakoMm
seyHnkiB (EPA) 6e3 myTauiin y reHi BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», Kog A0CMioKEHHS
MK-7339-001/ENGOT-0v43/GOG-3036, 3 iHKoproposaHot nonpaskoto 04 Big 07 nuctonaga 2022 poky;
crnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIBHICTIO «MC/], YkpaiHa»

BYJ1O CTANIO
| A.M.H., npoch. MOTbKO €.C. | nikap roteko 1.1O.
KomyHanbHe HekomepLjiiHe nignpuemcTeo | KomyHanbHe HekomepLiiiHe nignpueMcTBo
«LleHTpasbHa MiCbka KniHiYHa nikapHa» | «LleHTpanbHa MiCbka KNiHiYHa NikapHS»
YXrOpoACbKOi  MICbKOi  paau, TepaneBTUyHe | Y)XXTOPOACLKOI  MIiCbKOi  paau,  TepaneBTu4He
BiAAineHHs, [lepxxaBHuii BULLWIA HaBUYaSIbHWI 3aKnay, | BiAAINEeHHA, [lepXaBHuUi BULLMIA HaBYaIbHUIA 3aKnaj,
«Y)XTOPOACHLKUI  HaLiOHaNIbHUI  YHIBEPCUTET», | «YXXTOPOACBKUA  HaLjOHasIbHWA  YHIBEPCUTET»,

Katbegpa OHkonoOrii Ta pagionorii  goakynbTeTy
nicnAguNIOMHOT  OCBITM  Ta  [0YHIBEPCUTETCHKOI
NigroToBKK, M. YXropof

Kadpefpa OHKonorii Ta pagionorii - pakynbTeTty
nicnAgunIIOMHOT  OCBITUM  Ta  [OYHIBEPCUTETCHKOI
NiAroToBKW, M. YXXropog,

8. YkpaiHa, MK-3475-641, IHchopmauisi Ta [OKYMEHT Npo iH(hopmoBaHy 3roay ANA nauieHTa, Bepcis 3.02
Bif 29 ciuHa 2024 p., yKpaiHCbKOIO MOBOIO; 3MiHa Ha3BU MicuUA NPoBeAeHHA K/1iHIYHOro BUNPoGyBaHHA
00 NpOTOKO/y KAIHIYHOTO  JOochnimpkeHH «PaHgomizoBaHe, noggiiHe cnine pocnigkeHHs I dhasu
nem6ponisymady (MK-3475) y kombGiHauii 3 eH3a/lyTaMigoM MOPIBHAHO 3 eH3alyTamigom 3 nnauebo y
YYaCHMKIB 3 MeTacTaTU4HUM KacTpauiliHO-pe3nCTEHTHUM pakoM nepeamixypoBoi 3ano3nm (MCRPC)



(KEYNOTE-641)», kog pocnimkeHHsa MK-3475-641, 3 iHkopnopoBaHoto nonpaskoto 09 Big 22 TpasHA 2023
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

Uepkacbkoi ob6nacHoi paau», O6GMacHuWil LEeHTp
KNiHiYHOT OHKosorii (OHKOXiMiOTepaneBTUUHUIA),
M. Yepkacu

BYNO CTANO
avpekTop MapamoHos B.B. avpekTop MapamoHos B.B.
KomyHasnbHe HekoMepLiiHe nignpuemMcTBo | KoMmyHanbHe HekoMepLiiHe nignpUeEMCTBO
«KniHiYHMiA LEeHTp OHKOSOriT, rematonorii | «KniHiuHuin LEeHTp OHKOJOTiT, remaroJsiorii,
TpaHcnaHToMorii  Ta  nasiaTMBHOI  AOMOMOMM | TPpaHCNIAHToNOri  Ta  naniatMBHOI  4OMNOMOTU

Uepkacbkoi o6nacHoi pagu», Bigain KiHIYHOI
OHKonorit (oHKOXiMiOTEepaneBTUYHNIA),
M. Yepkacu

9. YKpaiHa, MK-7902-001, IHchopmauis Ta AOKYyMEHT npo iHhopmoBaHy 3rogy A/1s nauyieHta, Bepcia 08
Big 29 ciuHA 2024 p., YKPAIHCbKOIO MOBOIK [0 MNPOTOKO/Y KNIHIYHOIO AOCNiMKEHHS «PaHOoMi3oBaHe,
Bigkpute pocnimkeHHs Il a3 nemo6ponisymady (MK-3475) y noegHaHHi 3 neHsaTuHiGom (E7080 /
MK-7902) y nopiBHAHHI 3 XiMioTepanieto nepLuoi AiHil NikyBaHHSA NpY PO3NOBCIOLKEHI abo peLunanByrovili
kapuuHomi eHgomeTpia (LEAP-001)», kog, gocnigxkeHHs MK-7902-001, 3 iHkopnopoBaHoto rnonpaskoto 06 Bif
08 nunHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

10. YkpaiHa, MK-4280A-007, IHchopMmauiis Ta AOKYMEHT Npo iHthopMoBaHy 3rogy AN nayieHTa, Bepcia
1.03 Big 29 ciuHsa 2024 p., yKpaAIHCbLKOK MOBOIO 10 NPOTOKO/TY K/IHIYHOIro BUNPOGYBaHHA «JocnimkeHHs 1l
thasn MK-4280A (kombiHauisi chaBesenimady [MK-4280] 3 nemGponizymadoom [MK-3475]) y NOpiBHSAHHI 3i
CTaHAAPTHUM  NiKyBaHHSAM MpU  paHille BXe JflikoBaHOMY MeTactaTuyHomy PDL1-no3nTuBHOMY
KO/lopekTanibHOMY paky», kog, gocnigpkeHHsa MK-4280A-007, 3 iHKoprnopoBaHoto nonpaBkoto 04 Big, 22 TpaBHA
2023 poky; cnoHcop - TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

11. bBpouwypa gocnigHuka npenaparty TeueHTpuK (Tecentriq) (ATesonisymao (Atezolizumab)), Bepcis 20
Bif 27 nunHA 2023 poKy aHINilicbKOIO MOBOLO; [lOCbE 3 AKOCTI [OC/IiAXKYBAHOrO /liKapCbKOro 3acody
(Quality IMPD), Ka6o3aHTiHi6/Cabozantinib (XL184), Ta6neTkn, Bepcia 6.0 Big 09 xoBTHA 2023 poky
aHrniicobKko MOBOLO; CnpoLleHe A0CbE AOCNIMAKYBAHOIO NMikapcbKoro 3aco6y (Akictb) EH3anytamipg,
(Enzalutamide) 40 mr, kancynu, Bepcis 1.1 Big, 04 )oBTHA 2023 pOKY aHIrNilicbKOK MOBOLO; 3a/lyuyeHHsA
[0AaTKOBOI BUPOGHUUOT AINAHKN ANA npenapaTty nopiBHAHHA EH3anyTtamig (Enzalutamide) /| Kctangi
(Xtandi); ENZALUTAMIDE; kancynu; 40 wmr: Almac Clinical Services, CLUA; CnpolieHe p[ocCbe
pocnipxysaHoro nikapcbkoro 3aco6y (Akictb) MpepgHi3oH (Prednisone) 5 mr, Ta6neTku, Bepcis 2 Big 04
XXOBTHSI 2023 aHrNiiCbKOI0 MOBOIO; 3aslyueHHA [A0AATKOBMX BUPOGHUUUX AINSAHOK ANA npenapaTty
nopiBHsAHHA MpepgHi3oH (Prednisone) | Decortin (PREDNISONE); Ta6netku; 5 mr: PCI Pharma Servies,
CLUA; Almac Clinical Services, CLUA [0 npoTOKO/Yy KNiHIYHOTO A0CMIIKEHHA «PaHfoMi30oBaHe BigkpuTe
KOHTpO/IbOBaHe AocnimkeHHa a3 3 3 ouiHku 3acTtocyBaHHA Kab6o3aHTiHiOy (XL184) y kombGiHauil 3
ATe30/Mi3yMaboM Yy MOPIBHSAHHI 3 HOBITHLOK rOpMOHaUibHOKW Tepanieto (HIT) apyroi AiHil y nauieHTis 3
MeTacTaTUYHUM KacTpauiiHO-PE3UCTEHTHUM PakoM NepeamixypoBOi 3a/1031», KoL, AocnimkeHHs XL184-315,
nonpaska 5.0 Big 24 ciuHa 2023 poky; cnoHcop - Exelixis, Inc., CLUA
3aaBHnKk - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIAANTBHICTIO
ACCOYLIVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

«PAPMACBIOTIKAT PICEPY

12. bpouwypa gocnigHuka JNJ-54767414 (OapaTtymyma6), BuaaHHsa 20 Big 18.12.2023 p.; 3miHa Ha3BuU
Micusl NpoBeAeHHSA KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOIO AoC/iMKeHHSA «baraToueHTpoBse
BigKpUTE K/iHIYHE pocnimxkeHHa 3b a3y TpUBasioro MPOAOBXEHHA JiKyBaHHA [AapaTyMmymabéom», Kon
pocnipkeHHa 54767414MMY3030, 3 nonpaskoto 2 Bif 26.04.2023 p.; cnoHcop - «AHcceH PapmaueBTuka
HB», benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYJIO CTAJIO

nikap Horaesa J1.1. nikap Horaesa J1.1.

KomyHasibHe HekomepLinHe nignpuemcTeo | KomyHanoHe HekomepLUiiHe nignpUeEMCTBO
«KniHiYHWA LEeHTp OHKOJOTiT, remaTonorii, | «KniHivHwia LUEeHTp OHKONOTiT, remartosiorii,
TpaHCMaHToMOri  Ta  naniaTMBHOI  AOMOMOIM | TPAHCNNAHTOMONT Ta  MNaniaTtMBHOI  AONOMOrU




UepkacbKoi ob6nacHoi pagun», O6nacHuii | Yepkacbkoi o6nacHoi pagu», Biggin remaronorii
NiKyBaNbHO-AiarHOCTUYHNA remMartosioriyHuii | Ta TpaHcnaHTauil KIcCTKOBOro Mo3sKky, M. Uepkacu
LLleHTp, M. Yepkacu

13. JopaTok Ned, JlokanibHa Bepcia HoMmep 4.0 yKkpaiHCbKO0 MOBO1O, faTa Bepcii 15 ciuHa 2024 poky, Ha
ocHoBi MacTtep Bepcii Big 01 rpygHa 2023 poky ao IHdopwmadii Ta hopmu 3roau ans fopocnux
y4YyacHUKIB gocnigkeHHs, NoKasibHa Bepcis Homep 4.1 ans YKpaiHu yKpaiHCbKOI0 MOBOIO, AiaTta Bepcil
08 kBiTHsA 2022 poKy, Ha ocHOBi MacTtep Bepcii Homep 5.0 Big, 24 nunHa 2018 poky; OHOBieHa Gpoluypa
pocnigHuka no npenapaty AZD6094 (HMPL-504, savolitinib), Bepcis 10.1 Big, 26 xoBTHA 2023 pOKY;
OHoBeHa 6powypa gocnigHuka no npenapary AZD6094 (HMPL-504, savolitinib), Bepcis 10.2 Big 14
nuctonaga 2023 poky; Po3gin 2.2 fokniHiuHuiA ornag Aocbe Ha focnigKyBaHUiA NiKapCcbKuii 3acio
CaBoniTiHiG, Bepcia Big 2 cepnHa 2023 poky; OHoBneHuii Po3gin 2.3 KniHiuHe BUNpoGyBaHHA Ta
nonepegHii JOCBif, 3acTOCyBaHHA Ha nogax (kniHivHa dpapmakonoris, KniHiuHa cpapMaKkokiHeTuKa,
3acToCyBaHHSl Ha NOAAX Ta CNiBBiAHOWEHHA pU3nK/IKOpucTb) [locb€e Ha focnimKyBaHWiA NiKapCcbKuii
3aci6 CaBoniTiHi6, Bepcia Big 06 oBTHA 2023 poKy [0 NPOTOKO/Y K/IHIYHOrO AoC/imkKeHH:A «Bigkpure,
paH4oMi30BaHe, NopiBHIOBa/IbHE, BaratoueHTPoBe K/iHIYHEe AO0CNimKeHHA dha3n 3 OuiHKM edpeKTUBHOCTI Ta
6e3neky CaBoONITIHIOY B MopiBHAHHI 3 CyHiTiHIGOM y nauieHTiB 3 MET-no3uTuBHOW, HeornepabesbHO Ta
JIOKaNIbHO-NOLINPEHOI, abo MeTacTaTMYHO NanisIgPHO HUPKOBO-KNITUHHOKW KapuunHomow (NHKP)», kop,
pocnigpkeHHa D5082C00003, sepcia 6.0 Big 19 rpyaHa 2018 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

14. OHoBneHa 6polwypa gocnigHuka no npenapaty Tpemenimyma6o (Tremelimumab), Bepcia 11 Big 20
XOBTHA 2023 pokKy; IHthopmauis Ta chopma 3rogm ons AOPOCAMX yHYaCHUKIB gocnigkeHHA JlokanbHa
Bepcia Homep 9.0 anA YKpaiHu yKpaiHCbKOK MOBOLO, faaTa Bepcii 08 ciuHA 2024 poky Ha ocHOBiI MacTtep
Bepcii Homep 10.0 Big 23 nuctonaga 2023 poky; NMpoAoBXeHHA TPUBANOCTi KNiHIYHOro BUNPOGYBaHHA
B CBiTi Ta B YKpaiHi 3 31 O6epe3Hs 2024 poky po 31 Gepe3Hs 2025 poKy [0 NPOTOKOMY KAiHIYHOro
JocnipkeHHa «PaHfomizoBaHe, GaratoueHTpoBe, BigKpuUTe, MOPiBHANbHE pocnigxeHHsa 1l da3n ana
BM3HauYeHHA edhekTMBHOCTI AypBanymaby um kom6iHauii JypBanymaby i Tpemenimymaby y komoGiHauji 3
NIaTMHOBMICHOK XiMioTepanieto y nepLuiin AiHii NikyBaHHA NauUieHTIB 3 NOWMPEHUM APIGHOKTITUHHUM PakoM
nereHis (OPJ1) (KACMIAH)», kog gocnimpkeHHs D419QC00001, sepcia 6.0 Big 16 ciuHa 2020 p.; cnoHcop -
AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

15. MopoBXeHHA TPUBAIOCTI NpoBeAeHHSA KiHIYHOro BMNPOGYBaHHA y CBIiTi Ta B YKpaiHi go 31
Gepe3HAa 2027 p. A0 NPOTOKOMY KMiHIYHOrO AoCnigkeHHs «PaHaomisoBaHe noABiiHO cnine nnauebo-
KOHTpO/SiIbOBaHe 6GaratoueHTpoBe AOCAiMKEHHA 3 a3y 3 OUiHKM NigTpuMytoyoi Tepanii Hipanapuoom y
naLieHToK i3 NOWMPEHUM PakoM AEYHUKIB, Y SKMX BY/10 3apeecTpoBaHoO BiANOBIAL HA Tepanito NepLloi NiHil i3
3aCTOCYBaHHAM XiMioTepaneBTUYHWX NpenapartiB Ha OCHOBI NnaTtuvHW», Koh pocnigkeHHs PR-30-5017-C,
pepakuis 7.0 3 Monpaskoto Ne06 Big 28 ciuHa 2022 p.; cnoHcop — « TECAPO IHkopniopeiTtea», CLUA
3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

16. 3miHa BignNoBiganbHOro AocnigHuKa Ta 3MiHa MicUus NPoBeAeHHS BUNPOGYBAaHHA [0 MPOTOKOY
KMiHIYHOro pgocnimkeHHs «baratoueHTpoBe, paHAOMI3oBaHe, MoABiiHE cnine, niaueb0-KOHTPONbOBaHe
pocnimpkeHHss dasn lllb ana ouiHkM edieKTUBHOCTI Ta 6e3neyHoCTi npenapaty OKpenisymab y Aopocnnx
nauieHTIB 3 NEPBMHHO-MPOrPECYOUNUM PO3CISIHUM CKIep0o30M», Kog aocnimkeHHs WA40404, sepcisa 5 Big 13
XOBTHSA 2022 p.; cnoHcop - ®. XoddpmaHH-/1a Pow 114, Weeiuapis (F. Hoffmann-La Roche Ltd, Switzerland)
3asBHuK - TOBAPVCTBO 3 OBEMEXXEHOHR BIAMNOBIAANBHICTHO «MiMi4i FOKPEWH>, YKpaiHa

BYNO CTA/O
A.M.H., npoch. MockoBko C.IM. K.M.H. MockoBko I'.C.
MeguuHuin  UeHTp ToBapucTBa 3 OOMeXeHol | MeanyHuii  UeHTp ToBapucTBa 3 0OMEXEeHOH
BigNoBiganbHICTIO «MeauuHuii LeHTp «CanioTeM», | BiANOBiJaNbHICTIO «MeauyHuii LeHTp «Caniotem»,
NiKyBa/IbHO-NpodiNakTUUHUIA BigAin, M. BiHHMUS | NliKyBalbHO-AiarHOCTUYHWIA Bigain, M. BiHHMUSA

17. 3miHa micuA NpoBeAeHHA KJiHIYHOrO BUMPOGYBaHHA [0 MPOTOKO/Y K/IHIYHOMO AOCHIAKEHHS
«bararoueHTpoBe, NpocTe, BiAKPWUTE, PO3LIMPEHe [A0AATKOBE [AOC/iMKEHHS ANS OUiHKM [O0BrOCTPOKOBOI
6e3neyvyHocTi Ta edhekTMBHOCTI OKpenizymady Yy naui€eHTiB 3 PO3CISHMM CK1epOo30M», KOA AOCiAKEHHS



MN43964, sepcis 1 Big 25 nuctonaga 2021 poky; cnoHcop - «®. XOPOMAHH-1A POLU 1T A», Weeiiuapis (F.
HOFFMANN-LA ROCHE LTD, Switzerland) .
3aaBHuK - Mignpnemctso 3 100% iHo3eMHoto iHBecTuuieo «ANK'FOBIA PAC YkpaiHa»

BYNO CTA/O
O.M.H., npod). Mockosko C.IM. O.M.H., npody. Mockosko C.IM.
MeauyHnii  UeHTp ToBapucTBa 3 0OMEXeHow | MeauuHuiA LeHTp ToBapucTBa 3 OOMEXEHO
BigNoBiganbHICTI0O «MeanyHuii ueHTp «CanioTtem», | BiANOBIAA/IBHICTIO «MeguyHuin LeHTp «CanoTems,
niKyBasibHO-npodinakTUYHUiA Bigain, M. BiHHMUA | niKyBanbHO-AiarHOCTUYHUIA Bigain, M. BiHHMUSA

18. 36inbLUEHHA 3aMJIaHOBAHOI KiIbKOCTI AOCNIAKYBaHUX A1 BK/IOUEHHS Y BUNPOOYBaHHSA B YKpaiHi 3
270 po 350 oci6 a0 NpoToKo/Y KiHIYHOro AocnimpkeHHs «baraToleHTpoBe paHAoMi3oBaHe, NoABiiHO chine,
nnaueb0-KoHTposIboBaHe gocnimkeHHs Il dpasn 3 METOH0 OLUIHKM O3aHimopy AN NpUinomy nepopasibHO Npu
NpoBeAEeHHI iHAYKUINHOT Tepanii nauieHTam i3 cepefHbOTSXKKMM abo TSHKKMM nepebirom xBopobu KpoHa B
aKkTUBHIN chopmi (gocnimpkeHHs Nel 3 ouiHKM IHAYKUIRHOT Tepanii)», kog gocnigpkeHHs RPC01-3201, pepakuis
6.0 Big 14 uepBHA 2021 p.; crnoHcop - «CenmxeH IHTepHewHn Il Capn» (Celgene International Il Sarl),
LLseiiyapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

19. OHOBMEHUIA NPOTOKON KNiHiYHOro BMNpooyBaHHsAs ABX464-108, octaTtouHa Bepcia 5.0, 5 rpyaHsa
2023, aHrniicbKkol MoBOW; CTUCNWiIi BUKIafZ OHOBJ/IEHOTO MPOTOKOJIY KNiHIYHOrO BUNPOGYBaHHA
ABX464-108, octaTtouHa Bepcisa 5.0, 5 rpygHa 2023, yKpaiHCbKOIO MOBOW; Bpowypa gocnigHuka
O6edasimop (ABX464), Bepcia 9.1, 28 BepecHsa 2023, aHrNiiCbKOO MOBOIO; IH(hopMaLiiiHMA NNCTOK
nauieHTa ta ¢hopma 3rogm, Bepcia 6.0 Big 25.01.2024, yKpaiHCbKOIO MOBOK AnA YKpaiHu (ABX464-
108_PIS/ICF - Ukrainian, UA - V6.0 —-25-JAN-2024); BariTHicTb napTHepa/BariTHiCTb yyacHuui: 3roga
Ha noganblle AOCNIMKEHHA 3a YMOBM BariTHOCTI, Bepcis 5.0 Big 25.01.2024, ykpaiHCbKOIO MOBOIO ANS
Ykpainn (ABX464-108_Pregnancy FU ICF - Ukrainian, UA_V5.0_ 25-JAN-2024 (previously «Pregnant
Partner ICF»)); IHchopmauiiiHnii nuct ana nikapsa nauieHTa, Bepcia: 3.0 octatouHa Bepcis Bipg,
08.12.2023, ykpaiHcbKkoto moBolo (Letter for the patient’s doctor, Protocol: ABX464-108 - Version: V3.0
Final, Ukrainian - Date: 08 Dec 2023); KapTka nauieHTa, ocTaTouyHa Bepcia 4.0 Big 08.12.2023,
yKpaiHCcbKolo MoBoto (0281, Patient Card_Final 4.0, 08-Dec-2023, Ukrainian) [0 NpOTOKO/Y K/iHIYHOIO
JocnipkeHHs «Moganblie BigkpuTe AOCAIMKEHHS (ha3n 2 418 OLIHKU AOBrOTPMBa/IOro npocdpisito 6e3neyHoCTi
Ta edpeKkTMBHOCTI npenapaty ABX464 npu 3acTocyBaHHi y [03i 25 Mr Oo4uMH pa3 Ha AeHb nauieHTamu i3
aKTMBHMM BMPA3KOBMM KOMITOM CepefHbOro Ta TSHKKOTO CTyMeHw», Kog gocnigpkeHHs ABX464-108,
ocTaTo4yHa Bepcis 4.0, 6 yepBHsi 2023; cnoHcop - ABIVAX, dpaHuis

3anBHUK - «Ckoyn IHTepHewHn Al», HimevunHa



