Jopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne 11 Big 21.03.2024, Ha siKi 6y oTPpUMaHi NO3UTUBHI BUCHOBKUN €KCNEepPTiB.»

1. 17067 KoHTakTHa KapTKa, Bepcia 5.0 ana YkpaiHu Bif, 27 nuctonaga 2023 poKy YKpPaiHCbKOK Ta
pOCiiCbKOI0 MOBaMu, HA OCHOBiI KOHTAKTHOI KapTKu AOCNigKeHHSA, Bepcis 4.0 Big 31 TpaBHsA 2018 poKy;
17067 KopoTkuii Buknap, indhopmauii npo AocnimiKeHHA Ta AoCnigmKyBaHUii nikapcbKuii 3aci6 Bepcis
1.0 Big 20 nuctonaga 2023 poKy Ha 6a3i OCHOBHOI Bepcii AOKyMeHTY KOpoTkuii BUKnagy iHchopmauii
npo AocnifpKeHHA Ta focnigkyBaHUi nikapcbkuii 3acio Bepcia 1.0 Big 13 oBTHA 2022; Bpowypa
AocnigHuka Bepcia 15.0 Big 01 rpyaHsa 2023 3 IHTerpoBaHoto nonpaskoto 1.0 Big 11 rpyaHa 2023; 3miHa
HasBM MiCLUA nNpoBeAeHHA K/iHIYHOro BUNPOOYBaHHSA; 3MiHa BigNOBiAa/ILHOrO AocnigHMKA [0
MPOTOKO/TY K/iHIYHOrO gochigpkeHHs «dasa lll, paHgomizoBaHe, noAgiliHe cnine, nnauebo KOHTPOsibOBaHe
OOCNiKeHHA BU3HAYeHHA ed)eKTMBHOCTI Ta 6e3neyvyHOoCTi KonmaHniciéy B KoMOGiHauil 3 puTykciMabom vy
nawieHTiB 3 peunamBoM iHOONEHTHOI B-KNITUMHHOT HexomkKiHCbKOT nimdomu (IHXT) — CHRONOS-3», Koz
pocnipkeHHsa No. BAY 80-6946 | 17067, sepcia 8.0 3 iHTerposaHoto nonpaskoto 12 Big 09 nwotoro 2023 p.;
cnoHcop - «baiiep Al», HimeuunHa

3anBHUK - TOB «baiiep», YkpaiHa

BYNO CTA/IO
nikap WeBHsa C.M. nikap CnoéogaHiok I'.I'.
BiHHMUbLKNI 0GNAacHUIA KNiHiYHWI OHKONOriyHWii | KoMyHanbHe  HekomepuiliHe  NignpUeEMCTBO
[vcnaHcep, BigaineHHA ximioTepanii, M. BiHHuusa | «MoginbCcbkuili perioHanibHU LEeHTP OHKOJIOoriT
BiHHULbKOT o6nacHoi pagu»,
ximioTepaneBTUYHEe BigAiNeHHA 3 NbKKaMmu
AEHHOro nepedyBaHHSA NawieHTiB, M. BiHHMLSA

O.M.H., npodh. Kpsayok |.A. O.M.H., npod. Kpsayok LA,

HauioHanbHWUII  HCTUTYT paKy, BiagineHHs | fepxaBHe HeKkomepuiliHe niANpuMeMcTBO
ximioTepanii remo6sacTosiB Biaginy | «HauioHanbHUA  IHCTUTYT  paky», KniHika
KOHCepBaTUBHUX METOAIB /liKyBaHHA, M. KuiB XimioTepanii Ta oHKoremarosnorii, M. Kuis

4.M.H., npod. BoHaapeHko 1.M. O.M.H., npody. BoHaapeHko |.M.

KomyHanbHuii  3aknag  «[HinponeTpoBcbKa | KOMyHanbHe  HeKoMepuiiHe  MignpPMeMCTBO
MicbKa 6araTonpodyinbHa KniHiuHa nikapHa Ne 4» | «MicbKka KniHiuHa nikapHA Ned» [HINPOBCLKOI

JAHinponeTpoBCbLKOI o6nacHoi pagu», | MiCbKOi pagu, XiMmioTepaneBTUUHe BiAfiNIeHHA 3
BiaggineHHa ximiotepanii, [epXaBHuUiA 3aKnag | A€HHUM cTauioHapom, AHinpoBCcbKni
«[HinponeTpoBCbKa MeguyHa akagemisi | gepXaBHU MeAuUYHUIA yHiBepcuTeT, Kadegpa

MiHicTepcTBa OXOpPOHU 340pPOB’A  YKpaiHW», | OHKOOrIT Ta MeguyHol paaionorii, M. JHinpo
Kadpegpa OHKoMorii  Ta MegmuHol  pagionoril,
M. [IHINpo

2. OHoBneHa bpouwypa aocnigHuka (Cemiplimab (REGN2810)), Bepcia 11 Big 15 rpypHa 2023 p.,
AHINIACbKOIO MOBOIO [0 MPOTOKOY KAiHIYHOTO AOC/iMKEHHS «PaHfgomi3oBaHe pocnimkeHHs 3 dasu, Wwo
CKNnagaeTbes i3 A4BOX YacTuH, KOMOiHaUii yeminnimady (aHTu- PD-1 aHTuTING) Ta ABOKOMMNOHEHTHOI CXEMM
ximioTepanii noxigHMMn NnaTUHKM y Tepanii NepLoi NiHil NnauieHTam i3 po3noBCHOAXEHMM ab0 MeTacTaTUdHUM
HeAPiIGHOKNITUHHNM pakoM NereHb», kog agocnimpkeHHss R2810-ONC-16113, 3 nonpaskoto 5 Big 16 kBiTHs 2020
POKy; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PepxeHepoH dapmacbtoTikanc, IHk., CLUA

3aaBHUK - TOB «KniHiuHi gocnimkeHHs ARKOH», YkpaiHa

3. 3miHa Ha3BU Micua NpoBefEeHHA KiHIYHOro BUNPOGYBaHHA [0 MPOTOKOY K/IHIYHOrO AOCNiAKEHHA
«BbaratoueHTpoBe paHAoOMi30BaHe NoAgiliHO cnine gocnimkeHHs Il dhasu, Wo NpoBOAMTLCH 3 METOH OLLIHKK
edpekTBHOCTI, 6e3neyHocTi Ta nepeHocumocTi npenapaty IMU-838 y nopiBHAHHI 3 n1aueb0 npu NikyBaHHi
Jopocnux nauieHTiB i3 peuuamByOUMM PO3CIAHUM CK1epo3oM (KogoBe no3HadeHHs: ENSURE-2)», kopg
pocnipkeHHs P3-IMU-838-RMS-02, octaTtouHa pepakuis 3.0 Bif 22 BepecHst 2022 poky; CMOHCOP - «IMMYHIK
Al» [Immunic AG], HimeuunHa

3asBHIK - TOB «BOP/IABAINL KMIHIKA TPAINC YKP»

BYNO CTA/O
O.M.H., npod. Kanbbyc O.I. A.M.H., npod. Kanbbyc O.I.
BigokpemneHuit CTPYKTYpPHUM nigposain | BigokpemneHun CTPYKTYpPHUM nigposain
«YHiBepcuTeTCbKa KiiHika»  [IHINPOBCBLKOro | «YHiBepcuTeTCbKa nikapHa» [HIiNpOBCbLKOro




AepXXaBHOro MeAU4YHOro yHiBepcuTeTy, | AepXaBHOrO MeAU4YHOro yHiBepcutety,
BigAiNeHHs HeBponorii, JHINPOBCbKUIA AepxaBHWUIA | BigaineHHA HeBposorii, JHINPOBCbKWI AepXaBHWIA
MeAVMYHUIA  yHiBepcuTeT, kadpegpa HeBpOsoril, | MeguuHuii  yHiBepcuTeT, Kadpegpa  HeBposorii,
M. [Hinpo M. [Hinpo

4. bpowypa gocnigHuka, npenapat HooHopm, BugaHHAa 04 Big 18 rpyaHsa 2023 poKy, aHIiiCbKOLO
MOBOIO [0 NPOTOKONY K/iHIYHOro AOCNiMKeHHA «[1poCnekTUBHe BiAKpUTE HENOPIBHA/IbHE GaraToLeHTpoBe
pocnigpkenHs 1ll cdasn pgna ouiHkM hapmMakoKiHETMKK, €(EKTMBHOCTI, MEPEeHOCMMOCTI Ta 6e3neyHoCTi
npenapaty iMyHOrno6yniH AAMHU ONs NigWKIpHOro BeBefeHHs (HblOHOPM) y nauieHTiB i3 NepPBUHHUMMU
iMyHoA4ehiUUTHUMI 3axBOPHOBaHHAMW», koa gocnigpkeHHss NORM-01, Bepcia 04 Big 23 cepnHs 2021 poky;
cnoHcop - «Okrtathapma dapmauestvka [pogykTioHclec M.6.X» (Octapharma Pharmazeutika
Produktionsges.m.b.H.), ABcTpis

3asaBHuK - TOB «lNpem’ep Pecepy YkpaiHa»

5. 3miHa micua npoBeAeHHs KNiHIYHOro BUNPOOGYBaHHSA; JIMcT A0 nauieHTa gocnimpkeHHs FENtrepid,
motuii 2024 p.; Nam’aTka NS NayieHTa WOAO0 HOBUX CUMMTOMIB a6G0 MOripWEHHA BXe HaABHUX
cumnTomiB, Bepcia 1, 24 ciyHAa 2024 p. [o NPOTOKO/Y KNiHiYHOro BunpobysaHHA «BATATOLEEHTPOBE
PAHAOMI3OBAHE MO/ABIVIHE CAIME AOCNIMKEHHA ®A3M Il Y MAPANENBHUX TPYMNAX 3
MOABINHAM KOHTPOJNIEM MMALUEBO ANA  OLIHKM E®EKTUBHOCTI TA BE3MEYHOCTI
®EHEBPYTUHIBY TOPIBHAHO 3 OKPEJIISYMABOM Y [AOPOC/INX MAUIEHTIB 3 MNMEPBUHHWM
MPOIrPECYHOUMM PO3CIAHVM CK/IEPO30OM», kog gocnimkeHHs GN41791, sepcis 6 Big 08 ntoToro
2023 p.; cnoHcop - ®.XodhdmanH-/1a Pow /T4, LBeliuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pow YKpaiHa»

BYNO CTANIO
O.M.H., npody. MockoBko C.I1. A.M.H., npody. Mockogko C.I1.
MeguuyHnii  LeHTp ToBapucTBa 3 O0OMEXeHOW | MeanyHuiA  LeHTp ToBapuctBa 3 0OMEXEHOH
BiANOBiganbHicTIO «MeguyHuin LeHTp «CantoTem», | BigNoBiAa/bHICTIO «MeAnyHunii ueHTp «CantoTem»,
NiKyBa/IbHO-NpoiNakTUYHUiA Biagain, M. BiHHuus | nikyBa/ibHO-AiarHOCTUYHMIA Bigain, M. BiHHMUA

6. 3miHa micus nNpoBeAeHHA KNiHIYHOro BUNPOGYBaHHA; JIucT Ao nauieHta gocnimkeHHa FENhance,
moTnin 2024 p.; NMam’ATka ANA NalgieHTa WoAO0 HOBMX CUMNTOMIB a6G0 MOripWEHHS BXX€ HasABHUX
cuMmnToMmiB, Bepcia 1, 24 ciyHa 2024 p. [0 NPOTOKONY K/iHiYHOro pgocnigxkeHHa «bAFATOLIEEHTPOBE
PAHIOMIZOBAHE MOABIVHE CAINE AOCAIKEHHA ®A3M Il Y MAPANIE/IbHUX TPYMAX 3
MOABIMHUM  KOHTPOJNIEM MAALUEBO [ONA  OUIHKWA  E®PEKTUBHOCTI TA BE3MEYHOCTI
®EHEBPYTUHIBY MNMOPIBHAHO 3 TEPN®/TYHOMIAOM Y JOPOCINX MALUIEHTIB 3 PELUVAVBYHOUMM
PO3CIAH/M CK/NEPO30M», kog gocnigxkeHHs GN41851, sepcisa 6 Big 08 ntotoro 2023 p.; CNOHCcOp -
®. XohdpmaHH-/1a Pow fiTa, LWBenuapis

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

BYNO CTANO
4.M.H., npody. Mockosko C.IM. 4.M.H., npody. Mockosko C.IM.
MeguuHuii  UeHTp ToBapucTBa 3 O0OMEXeHOow | MeauuHuii  LEeHTp ToBapuctBa 3 OOGMEXEHOH
BigMNoBigasibHICTI0O «MeanyHuii UeHTp «CantoTeM», | BiAnoBigasibHICTIO «MeguuHuin ueHTp «CanmoTem»,
NiKyBanbHO-NpodinakTM4Huii Bigain, M. BiHHMUS | nikyBasibHO-AiarHOCTUYHWIA Bigain, M. BiHHULS

7. Bpowypa gocnigHuka gna JloHanercomarponidy, Bepcia 11.0 Big 18 rpyaHa 2023 p., aHrnificbKoo
MOBOIO 10 NPOTOKONY KNiHIYHOTO AocnimkeHHs «baratoueHTpoBe, BigkpuTe, NOAOBXEHE AOCAIMKEHHA AN
OLjiHKM fOBroTpmBanol edpekTUBHOCTI Ta 6e3nekn JlIoHanercomaTponiHy y Jopocnunx nauieHTis 3 Jediuntom
FopmoHy PocTy», koa gocnigxkeHHs TCH-306EXT, sepcis 5.0 Big 16 uepsHs 2022; cnoHcop - AcueHaic dapma
EHpokpiHonomxku AisixH A/C (Ascendis Pharma Endocrinology Division A/S), [aHis

3adaBHUK - AKuensciops /1T4., YropwuHa

8. Bpouwypa gocnigHuka ana npenapaty STELARA® (ustekinumab), BugaHHsa 25 Big, 15 ntotoro 2024
POKY [0 NPOTOKONY KAiHIYHOro A0CiapKeHHs1 «PaHaomi3oBaHe, NoaBiliHe crine, nnauebo-KoHTPoiboBaHe Ta 3
aKTMBHMM KOHTpOJsiIeM, H6araToueHTpoBe AOCNiMKEHHS hasu 2/3, Wo NpoBOAUTLCA Y napasieibHUX rpynax 3
METO0 OLiHKM edDEKTUBHOCTI Ta 6e3neyHOCTi rycesibKymaty y nauieHTiB i3 XxBopo60oto KpoHa B akTuBHili thasi



Bif, CepeHbOro A0 BaXKKOro CTyNeHs TSHXXKOCTi», ko4 aocnigpkeHHss CNTO1959CRD3001, 3 nonpaskoto 5 Big 12
nvnHa 2022 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium / AHcceH ®apmaueBTuka HB, Benbris
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

9. OHoB/eHe Jlocbe AOCNIAKYyBaHOro nikapcbkoro 3aco6y (IMPD): IMU-838 ta6netku 5 mr / 15 mr / 22,5
mr [ 30 mr | 45 mr, Jlikapcbka cy6eTaHuin: Bigodnyaimyc kanbuii gurigpar (IM90838), sBepcis 14 Big,
rpyaHa 2023p., aHrniicbkolo MoBoto; OHoBrneHe focbe (IMPD) Ha Mnaue6Go gns AocnipgxyBaHOro
nikapcbkoro 3aco6y IMU-838 ta6netku (Bigodnyaimyc kanbuito), Bepcia 9 Big rpygHa 2023p.,
aHrNificbKOK MOBOI [0 MPOTOKOMY KNIHIYHOIO AOCAIMKEHHS «baraToueHTpoBe paHAoMi3oBaHe NOABINHO
cnine gocnimkexHs Il dpasun, Wwo NnpoBoANTLCS 3 METOH OLHKN eDEeKTUBHOCTI, 6€3NeYHOCTi Ta NePeHOCUMOCTI
npenapaTy IMU-838 y nopiBHAHHI 3 Nnaueb0 npu NikyBaHHI 4OPOCMX NaLEHTIB i3 peunanBytovmMM po3CisHUM
cKnepo3om (Kogose nosHadyeHHsA: ENSURE-1)», kog, gocnigxeHHs P3-IMU-838-RMS-01 (ENSURE-1), Bepcis
3.1 Big 19 BepecHs 2022 p.; cnoHcop - «IMMyHik Al [Immunic AG], HimeuunHa

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

10. Bpolwypa gocnigHuKa gocnigxyBaHoro nikapcbkoro sacooy JNJ-67896062 (Macitentan), BugaHHA
21 Big 01 rpyaHA 2023 p., aHrificbKolo MmoBoto; AC-055-312_/lonoBHeHHA fo OCHOBHOI IHhopMaluii Ta
cthopmu iHchopmoBaHoi 3rogn ans 6aTtbkiB | IHhopmauil Ta hopmu iHchopMoBaHOI 3roaun ANA NaLieHTIB,
AKMM BuMNoBHUMocb 18 pokis | IHbopmauii Ta hopmu iHchopMmoBaHOT 3roau Ansa nayieHTiB Bikom Big 14
A0 18 pokiB (40 MOMeHTY AOCArHeHHA 18 pokiB)_Bepcia 1.0_ ansA YkpaiHu aHrniicbkoo MoBoto Big, 02
nTtoro 2024 p.; AC-055-312_[lonoBHeHHA A0 OcHOBHOI IHchopmauii Ta hopmu iHhopmoBaHOi 3rogu
Ana o6artbkiB | IHhopmauii Ta hopmu iHhopMoBaHOT 3rogn ANA NayieHTiB, AKUM BUMNOBHUIOCL 18
pokiB | IHchopmauii Ta chopmu iHchopmoBaHOi 3rogn Ana nauieHTiB BikoMm Big 14 ao 18 pokis (go
MOMEHTY AOCArHeHHs 18 pokiB)_Bepcia 1.0_ ansa YKpaiHu yKpalHCbKOI MOBOLO Big 02 ntotoro 2024 p.;
AC-055-312_[lonoBHeHHsA A0 OcHoBHOI IHchopmauii Ta chopmu iHcpopmoBaHOi 3roan ANA 6aTbKiB /
IHchbopMmauii Ta hopmu iHpopMoOBaHOIT 3roau A/A NauieHTiB, AKMM BUNOBHUNOCHL 18 pokiB / IHchopmauii
Ta popMmu iHhopmoBaHOI 3roau ANA nauieHTiB Bikom Big, 14 Ao 18 pokKiB (0 MOMEHTY AOCArHeHHA 18
pokiB)_Bepcia 1.0_ gna YKpaiHu pociiicbKolo MOBOI0 Big 02 ntotoro 2024 p. A0 NPOTOKOY KAiHIYHOTO
pocnigpkeHHs «barartoueHTpoBe, BigkpuTe, paHAoOMi3oBaHe [OOC/IMKEeHHA 3 [04ATKOBUM NepiofioM, sike
NPOBOANTBLCA B OfHIA Tpyni 3 METOK OLiHKM hapMakoKiHETUKM, 6e3neyYHOCTi Ta edPEKTUBHOCTI npenapaTy
MauuTeHTaH B NOPIBHAHHI 3i CTaHAAPTOM NiKyBaHHS y iTei 3 NereHeBow apTepiasibHOK TinepTeHsIE», Kog,
pocnigpkeHHss AC-055-312, Bepcis 9 Big 23 nuctonaga 2021 p.; cnoHcop - ACTELION Pharmaceuticals Ltd.,
Switzerland

3aasHuK - TOBAPUCTBO 3 OBEMEXKEHOHO BIAMOBIAANBHICTHO «MiMifi FOKPEMH», Ykpaina

11. NoAoBXEeHHA TPUBAJIOCTI KNiHIUHOro BUNPOOYBaHHSA B YKpaiHi Ao 01 ciuHsa 2026 poky A0 NpOoToKoy
KniHiuHoro BunpobyBaHHA «JocnigkeHHss «PROSPER»: MixHapoaHe, paHAoMi3oBaHe, noABiliHe chine,
nnauebo-KOHTPOIbOBaHe AOCNimKeHHA ha3n 3 0NA OLUiHKM edeKTUBHOCTI Ta 6e3nevyHoCTi eH3anyTaMmigy y
NauieHTiB 3 HEMeTacTaTMYHUM KacTpaT-pe3nCTEHTHNM PakoM MnepeaMiXypoBOi 3a/103M», KoL AOCAIAKEHHS
MDV3100-14 (C3431005), Bepcia 5 Big 26 ciuHa 2018 poky 3 iHKOPNOPOBAHOK NONPaBKol 4; CroHCop -
«MegiBenwH, IHk.» (Medivation, Inc.), go4ipHA KOMnNaHis, WO nepebyBae y MOBHI BAACHOCTI KOMMaHii
«[Mdpaiizep IHK.» (Pfizer Inc.), CLUA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA)
3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjelo «ANK'HOBIA PAC YkpaiHa»

12. KapTka nogsikm Ta HaragyBaHHsl Npo Bi3uT, Bepcia V2.0 Big 12 noToro 2024 poKy, yKpaiHCbKOH
MOBOI0; HafaHHS NaLieHTaM NAAWKY ANA BOAW; 3MiHa Ha3BU MicLiAA NPpoBeAeHHS BUNPOOYBaHHSA; 3MiHa
BiANoOBiganbLHOro gocnigHUKa Mmicusa npoBegeHHA BUNPOOGYBaHHSA [0 MPOTOKOSY K/iHIYHOTO A0CNIAKEHHSA
«[MopgiliHe cnine, paHAoMmi3oBaHe, nnaLeb0-KOHTPO/bOBaHe, bGaraTtoueHTPoBe AOCAIMKEHHS A1 OLHKK
BMN/IMBY €BOJIOKYMaOy Ha Cepiio3Hi CepueBo-CYANHHI YCKNaAHEHHS Y NaLi€HTIB 3 BUCOKMM PU3NKOM PO3BUTKY
cepLeBOo-CyAVHHMX 3axBOpIoBaHb 6e3 nonepefHbO NepeHeceHoro iHgapkTy Miokapaa abo iHCyNbTy», KoA,
pocnigpkeHHs 20170625, iHKOpPNopoBaHUiA OHOB/IEHOK Monpaekow 6, Big 12 yepBHa 2023 poky; CNOHCOp -
«AMXeH IHK.» (Amgen Inc.), CLLA

3asBHYK - MignpremcTso 3 100% iHo3eMHo0 iHBecTULjel «AVK'IOBIA PAC YkpaiHa»

BYNO CTANO
A.M.H., npod. Lienyiiko B.J. A.M.H., npod. Lienyiiko B.J.
KomyHanibHe HekomepuiiHe nignpuemcTBo «Micbka | KOMyHanbHe HekomepuiiHe nignpueMcTBo «Micbka
KniHiyHa nikapHs Ne 8» XapkiBCbKOi MICbKOI paau, | KniHiYHa NikapHA Ne 8» XapkiBCbKOi MICbKOI pagu,
KapAiosoriyHe Bifi/IEHHS 018 XBOPWUX HAa iH(apKT | KapAiosoriyHe BIfISIEHHA ANA XBOPWUX Ha iHapKT




Miokapga Neo2, XapkiBCbka MeguuHa akageMmis | Mmiokapga Ne2, m. XapkiB
nicnagunNiIoMHOI OCBITWU, Kadpegpa Kappgionorii
Ta (PYHKLiOHa/IbHOT AiarHOCTUKU, M. XapkKiB

BYNO CTANO
K.M.H., AoueHT CnenyeHko H.C. nikap MenaweHko HO.T.
MpvBaTHe Masie MiANPWEMCTBO, MeauyHuii ueHTp | MNpruBaTHe Masne MiANPUEMCTBO, MEAMYHWIA LEeHTP
«[ynbCc», TepaneBTUYHe BigAiNeHHs, M. BiHHWLS «[ynbCc», TepaneBTUYHe BiaAiNeHHs, M. BiHHMLSA

13. 3miHa Micua npoBegeHHs K/IHIYHOTO BUMPOGYBAHHA [0 MPOTOKO/MY K/IHIYHOTO AOC/iIAXKEHHS
«BigkpvTe NogoBXeHe AOCiMKEHHS YONITYKCUMAaOoy Yy NaLieHTIB i3 peuuanBHNM PO3CISSHAM CKIEPO30M», KOZ
pocnipkeHHs TG1101-RMS303, sepcisa 3.0 Big 19 rpygHa 2022 poky; cnoHcop - Tiku TepanbioTuKe, IHK.,
CWA (TG Therapeutics, Inc., USA)

3aaBHuK - TOB «K/NIHIYHI BUTIPOBYBAHHA», YKpaiHa

BYNO CTANO
A.M.H., npody. Mockosko C.I1. O.M.H., npod. Mockogko C.I1.
MeanyHuin - UEHTP ToBapucTBa 3 O0OMEXeHOW | MeauyHuiA  LeHTp ToBapucTBa 3 OOMEXEeHO
BigNoBiganbHicTio «MeanyHuii UeHTp «CanoTem», | BiANOBiAa/IbHICTIO «MeauyHuii LueHTp «CanoTems,
NiKyBa/IbHO-NpodiNnakTUYHUiA Bigain, M. BiHHMUA | NiKyBa/IbHO-AiarHOCTUYHMIA Bigain, M. BiHHMUA

14. OHoBneHwuii MpoTokon KniHiuHoro gocnimxeHHs SOR102-101, octaTtouHa Bepcis 4.0 Big 18 ciuHs
2024 poky, aHrniicbkolo MoBoto; IHpopmauLiiHMi NucToK | dopma IHPOPMOBaHOI 3rogu ydacHuKa
pocnipkeHHsa, SOR102-101, ana YKpaiHu, Bepcia 2 Big 26 ciuHa 2024 poky, Ha OCHOBi 6a30BOro
wabsoHy PI3, Bepcia 2 Big 26 ciuHa 2024 poKy, aHINifiCbKOIO Ta YKpPAiHCbKOO MoBamMu; JlogaTok Ao
IHhopMmauiiHoro nuctka i Popmu iHhopmoBaHOI 3rogM yyacHuka gocnipxkeHHs, SOR102-101, ansa
YKpaiHu, Bepcia 2 Big, 26 ciuHA 2024 poKy, aHrNifiCbKOI Ta YKpaiHCbKOK mMoBamu; IHopmauliiHuii
nnctok i Popma iHhopmoBaHOiI 3rogM Ha Nogasiblue CNOCTEPEXEHHS 3a Nepesirom BariTHOCTI Y 3B'AA3KY
3 yyacTio Yy KNiHIYHOMY AOCAifKEeHHI gNnsa BariTHUX ydYacHULb AOCAiMKEHHA a60 BariTHUX NapTHEpPOoK
yyacHuKIiB gocnigkeHHs, SOR102-101, ana YKpaiHu, Bepcia 2 Big 26 ciuHA 2024 poKy, Ha OCHOBI
6a30B0Oro wabnoHy ®I3 Ha noganblle cnocTepeXeHHs 3a nepebirom BariTHOCTi, Bepcis 2 Big 26 ciuHA
2024 poky, aHrNificbKo Ta yKpaiHCbKO MoBaMu; [locbe [OCiAXKYBaHOrO JlikapcbKkoro 3aco6y (IMPD)
SOR102, BupaHHa 3 Big 15 ciuHa 2024 poKy, aHrnilicbkolo MoOBO; [MPOAOBXEHHA TepMiHy
NpuAATHOCTI AoCiAKyBaHOro nikapcbkoro sacooy SOR102 ta Mnaue6o Ao 24 micauiB; IHCTPyKuUina 3i
B3ATTA 3pas3Ka Kasy B ioMallHixX ymoBax, SOR102-101, ana YkpaiHu, octatouHa Bepcis 1.0 Big, 29 ciuHa
2024 poKy, aHI/IIACbKOK Ta YKPAlHCLKOID MOBaMW [0 MPOTOKO/Y  K/IHIYHOTO  AOCHIAKEHHS
«PaHgomizoBaHe nogBiiiHe criine pochimpkeHHs a3y | Neplioro 3acTocyBaHHS npenapaty y /avHu 3
OLHOKPaTHMM 3aCTOCYBaHHAM y 3pocTaloumx fo3ax Ta baraTokpaTHMM 3acTocyBaHHAM npenapaty SOR102
ONS BUBYEHHST 6E3MeYHOCTI, NepeHOCUMOCTi Ta ddapMaKOKIHETMKM Yy 3[0POBUX AOPOC/IMX YYaCHUKIB Ta
nauieHTiB-406POBO/IbLIB 3 BUPA3KOBMM KOITOM Bifl NEIKOro A0 BaXXKOr0 CTYMEHS TSHXKKOCTI», KOA AOCAIIKEHHS
SOR102-101, octato4uHa Bepcis 3.0 Big 29 BepecHs 2023 poky; cnoHcop - Coppico dapmac’totTmkans, IHK.,
CLWA / Sorriso Pharmaceuticals, Inc., USA

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa



