Jopartok 1

«Mepenik NPOTOKONIB KAiHIYHMX BUNPOOYBaHb JliKApPCbKMX 3aco6iB Ta CYTTEBUX MOMNpaBOK A0
NPOTOKOJIB KNIHIYHMX BUNPOOGYBaHb, PO3rAAHYTMX Ha 3acigaHHAXx HEP Ne 14 Big 11.07.24, HTP
Ne 25 Big 11.07.24, Ha AKi 61 OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB»

1. «[MogsiiiHe cnine, nnaueb0-KOHTPO/IbOBaHe [OCNiMKEeHHS hasn lla gna ouiHkM ehekTUBHOCTI Ta 6e3nekn
AZD7798 y nauieHTiB 3 XBOPO60t0 KpoHa Big cepeHboro Ao TSHKKOro CTyneHs BaxkkocTi (AMANITESA)», kog,
pocnigpkeHHss D9690C00005, Bepcisa 2.0 - Monpaska 1 Big 26 kBiTHA 2024 poky, cnoHcop - AstraZeneca AB,
Sweden

daza - lla

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

Ne M.1.6. BignoBigansHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHSA K/iHIYHOro BUNPo6yBaHHSA

1. | A.M.H. Tonos4eHko O.I.

ToBapncTBO 3 OOMEXEHOH BiAMOBiganbHICTIO «MegnuHuii ueHTp Xenc KniHik», MepguuHnii
KNIHIYHWIA  JOCNIgHNUBKWAIA UEHTpP, BIAA4IT racTpOeHTeposorii, renatonorii Ta eHAOKPWHOJIOTIT,
M. BiHHMUS

2. | A.M.H., npodh. ®epis O.1.

O6niacHe KOMyHaslbHE HEKOMepLUjiiHe MiANPUEMCTBO «YepHiBeLbka o6nacHa K/iHIiYHa nikapHSa»,
BIAOI/IEHHS racTpoeHTeposorii, ByKOBUHCBHKWUIA AepXaBHWUA MeguYHUA yHiBepcuteT, kadegpa
BHYTPILLUHbOT MeAULVHN, M. YepHiBLi

3. | A.M.H. FTocnogapcbkuin |.A.

TOB «MeguuHuii LeHTp «KniHika Focnogapcbkmx», TepaneBTUYHNIA Nigpo3ain, M. TepHoninb

4, nikap BapaHeHko B.M.

MeguuHnii LeHTP «YHiBepcasibHa KiiHika «O6epir» ToBapucTBa 3 0OMEXEeHOH BiANOBIAANbHICTO
«Kanutan», KNiHiKo-KOHCYbTaTUBHE BigainieHHs, M. KuiB

5. | A.M.H., npod. 3axapaw HO.M.

MeauuHuii LeHTp ToBapuCTBa 3 0OMEXEHOI BiANOBIgaIbHICTIO «ApeHcisa Ekcnnopatopi MegiciH»,
BigAiN KNiHIYHNX gocnimkeHb, M. Knis

6. K.M.H. Tomawukesny 1.

MpuBaTHe Mase NignpUeEMCTBO, MeAUYHUIA LLEHTP «ynbC», TepaneBTUYHe BiadineHHs, M. BiHHMLSA
7. | 3aB. Big. YynpuHa /1.0.

MeauuHuii LeHTp ToBapMCcTBa 3 06MeXEHOH0 BiAMNOBIAA/IbHICTIO «LIeHTp ciMeliHOT MeanumHn Nac»,
cneuianizoBaHe racTpoeHTepoorivyHe BiaadineHHs, M. Kuis

2. «[ogsiiHe cnine, paHAoMi3oBaHe, MnaLebO-KOHTPObOBAHE AOCAIMKEHHA 3  OAHOPa30BUM |
GaraTopasoBuM NpUOMOM npenapaTty ANA OUiHKM 6e3neyvyHOCTi, NepeHOCMMOCTI, (hapMakoKiHETUKM Ta
chapmakognHamikm npenapaty AB-101 (nepopanbHoro iHriGiTopa PD-L1) y 340p0BUX NaUiEHTIB Ta NaUiEHTIB i3
XPOHIYHOK iHpeKLIiED, BUKNNKAHOK BipycoM renatuty B», koa gocnimkeHHs AB-101-001, sepcis 3.0 Big
02 cepnHsa 2023 poky, cnoHcop - Arbutus Biopharma Corporation / Ap6yTyc Biodhapma KopnopeliwH, CLUA
®a3za - |, Mepwe yBegeHHA npenapaTy NIO4NHI

3asBHuK - TOBAPUCTBO 3 OBEMEXXEHOHRO BIAMNOBIAANBHICTHO «MiMi4i FOKPEH>, YKpaiHa

Ne M.1.6. BiANOBIAA/ILHOrO AOCMIAHMKA

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPOOYBaHHS

1. nikap OobpsiHcbka M.A.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «KuiBCbka Micbka KiiHiuHa sikapHsa Nel2» BMKOHABYOro
opraHy KwuiBcbkoi Micbkol pagu (KUIBCbKOI MICbKOT AepxaBHOI afMiHicTpauir), BiggineHHn
HeBigknagHoi (ekCTpeHo) MeanyHoi gonomMoru, M. Knis

3. «focnigxeHHs a3 1b ana ouiHkn 6e3neyHoCTi, hapMakokiHeTUKK, hapMakoguHaMiki Ta edPeKTUBHOCTI
KaBpoToniMoay y BUIA4I MOHOTepanii Ta y KOMGiHauisaX 3 iHWMMK NpenapaTamn y nauieHTiB 3 XPOHIYHO
iHdbekuieto Bipycy renatuty B», kog gocnimkeHHs BJT-008-001, sepcis 1.0 Big 08 TpaBHa 2024 poky, CnoHcop
- brogpxen TepanbtoTike, IHK., CLUA [Bluejay Therapeutics, Inc., USA]

®aza-Ib

3anBHuK - TOB «APEHCIA EKCIJIOPATOPI MEAICIH», YkpaiHa



Ne M.1.6. BignoBigasibHOro AocnigHvka

n/n Ha3Ba Micus NpoBeAeHHS K/iHIYHOro BUNPOOYBaHHS

1. nikap JobpsiHcbka M.A.

KomyHanbHe HekomepLiiHe nignprueMcTBo «KniBCbka Micbka K/iHiYHa fikapHa Ne 12» BUKOHABYOro
opraHy KwuiBcbkoi Micbkol pagy (KUIBCbKOI MICbKOT AepxaBHOT afMiHicTpauii), BigdineHHs
HeBiakNaaHoil (eKCTpeHOo) MeanyHOI fonomMoru, M. Knis

4. «PaHgowmizoBaHe, nMogBiliHe cnine, 6GaratOUEHTPOBE  K/iHIYHE  AOC/IMKEHHS 3  BM3HAYEHHS
hapMakoKiHETMYHOI eKBiBa/IEHTHOCTI af'toBaHTHOI Tepanii npenapatom FYB206 (kaHgupat-6ioaHanor
npenapaty Kitpyga) y nopiBHAHHI 3 npenapatom Kitpyga (nem6ponidymab), An1a AeMOHcTpauii ix
chapmakoKiHETMYHOI NOAIGHOCTI Y NaLjieHTIB 3 MOBHICTIO BuAanieHow MenaHomoto ctagii [IB/IIC a6o ctaaii 1l
(DAHLIA)», ko, gocnipkeHHs FYB206-C1-01, npoTokon 3 nonpaskoto 1 Bepcis 2.0 Big 22 ntotoro 2024 poky,
crnoHcop - Formycon AG, HimeuunHa

da3za - locnigkeHHs hapMaKoKiHETUYHOI eKBIBa/IEHTHOCTI

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

Ne M.1.B. BignoBigabLHOro focnigHmKa

n/n Hasga Micus npoBefeHHA KiHIYHOro BUNPo6yBaHHSA

1. nikap JopoHiHa M.B.

MeguuHuii ueHTp ToBaprcTBa 3 0OMEXEHOI0 BignoBigasibHICTIO «ApeHcis Ekcnnopartopi MegiciH»,
BioAiN KNiHIYHUX focnimpkeHb, M. Kuis

5. «KniHiuHe gocnifgKeHHs 3 OLUiHKM 6i0eKBIBa/IEHTHOCTI Mikapcbkmx 3acobis MeTdopmiH, TabneTtkn, BKpUTI
naiBKOBOK 060/10HKOI0 No 500 mr (AT «KuiBmeanpenapat», YkpaiHa) Ta [nokodax, Tabnetku, BKpUTI
NNiBKOBOK 060/10HKOI Mo 500 mr (Mepk, C/1, IcnaHis) 3a yyacTi 340p0BUX A06POBO/IbLIB NICAS NPUAOMY TXKix»,
Koa gocnigpkeHHs ARMET500, sBepcis: 1.0 Big 15.01.2024 p., cnoHcop - AT «KuiBmeanpenapat», YkpaiHa
da3za - gocnigkeHHs 6i0ekBiBaSIEHTHOCTI

3adaBHUK - TOB «APTEPIYM NTO», YKpaiHa

Ne M.1.B. BignoBiganbHOro gocnigHmka
n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNPo6yBaHHS
1. ronioBHuiA nikap Aptuw b.1.
MepguuHnii  ueHTp TOB «Knivika IHHO®AP — YkpaiHa IHHOBeliTiB ®apma Pecepu»,

UepHiBelbka 06/1., HoBOCENMLBbKMIA p-H, C. BosiHK

2. K.6.H., 3aB. na6. Cabko B.€.
TOB «KniHthapm», Kniscbka 061., M. IpniHb

6. MopoBXeHHA TPUBANOCTI KNiHIYHOro BUNPoGYyBaHHA B YKpaiHi Ta B ¢BiTi A0 30 KBiTHA 2025 poky [0
NMPOTOKONY K/IHIYHOTO [OCNIAKEHHA «MikHapoaHe, paH4oMi3oBaHe, BifkpuTe AochifkeHHa dasn 3 ana
ouiHku npenapaTy REGN2810 (aHTuTiNIa g0 PD-1) NnopiBHAHO 3 XiMioTepanielo Ha OCHOBI NpenaparTiB naaTuHu
AK Tepanii nepwoi NiHii B nNauieHTiB i3 po3nosclomkeHuM abo meTtactaTuyHuM PD-L1-no3nTuBHUM
HeAPiOHOKNITUHHUM pakoM fereHb», ko4 AocnimkeHHs R2810-ONC-1624, 3 iHKOpNnopoBaHOK nornpasko 9
Big 13 TpaBHA 2020 p.; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PempxeHepoH ®apmachioTikasic,
[HK., CWA
3anBHUK - TOB «KniHiuHi gocnigkeHHs AKOH», YkpaiHa

7. OHOB/IEHNI NPOTOKOJ1 KNiHiYHOro gocnimkeHHs P3-IMU-838-RMS-02, octaTouHa pegakuis 4.0 Big 18
Gepe3Hs 2024 poKy, aHrniicbKo MOBO; OHOBNEeHuiA CUHONCUC NPOTOKOAY K/iHIUHOTO AOC/ifXEHHA
P3-IMU-838-RMS-02, octatouHa pepgakuia 4.0 Big 18 Gepe3Ha 2024 poKy, YKPAIHCbKOKO MOBOIO;
IHhopMmauia anAa nauieHTa Ta dpopma iHchopmoBaHoOi 3rogu, Bepcia 5.1 Ana YkpaiHu Big 26 6epesHs
2024 p., aHrNificbKol Ta YKpaiHCbKOK MoBamu; IHchopmauiiiHnii nucTok gnsa 36opy AaHMX Npo
BariTHICTb i nonoru (ana BariTHOi NapTHepKX a6o BariTHOI ydyacHuui), Bepcia 3.1 ana YkpaiHu Big 26
Gepe3HA 2024 p., aHIIACbKOK Ta YKpaiHCbKOK MoBamu; PopMa MOBTOPHOI 3rogn ydyacHuKa
pocnipxeHHs, Bepcia 2.1 ana YkpaiHu Big 26 6epe3sHa 2024 p., aHriACbKOIO Ta YKPAIHCbKOIO MOBamMu;
OHoBneHa Bpouwypa gocnigHvka gna AocnigmKyBaHOro slikapcbKoro 3aco6y IMU-838 (Bigodnygumyc
Kanbuito), Bepcia 9.0 Big 13 Gepe3Hsa 2024 pOKY, aHIMINCbKOK MOBOIO; 306i/IbLIEHHSA KiSIbKOCTI
pocnipkyBaHux B YKpaiHi 3 450 go 460 oci6 A0 NpoTOKOAYy K/iHIYHOrO AOCNiaXeHHs «baraToueHTpoBe
paHAomi3oBaHe MoABIHO cnine gocnimkeHHs [l dha3n, Wo npoBOAUTLCS 3 METOHK OLHKWM e(EKTUBHOCTI,



6e3neyHocTi Ta nepeHocumocTi npenapaty IMU-838 y nopiBHAHHI 3 niaue6o npu NikyBaHHI AOPOCNX
nawieHTiB i3 peunamByouMM poscissHUM cknepo3om (kogoBe no3HayveHHs: ENSURE-2)», kog, gocnigpkeHHs
P3-IMU-838-RMS-02, octaTouHa pegakuisa 3.0 Big 22 BepecHA 2022 poky; CnoHCop - «IMMyHIK Al» [Immunic
AG], HimeuunHa
3asBHIK - TOB «BOP/IABAINL K/IHIKA TPAINC YKP»

8. 3miHa CnoHcopa 3 «Ci Ti Aii bio®apma KopnopeiiwH» [CTI BioPharma Corp.], CLUA Ha «CoGi
IHKopnopeiiteg» [Sobi Inc.], CLUA 00 NpOTOKOAY KAIHIYHOrO AOCAIMKEHHS «PaHaoMi30BaHe KOHTPO/IbOBaHe
pocnigpkeHHs Il dpa3m 3 MeTo NOPIBHAMBHOI OLHKM MAaKPUTUHIOY Ta npenapaTy 3a BMOOPOM Aikapsi npu
NiKyBaHHI NaUiEHTIB i3 NePBUHHMM MieNodibpo3om abo Mienogibpo3om, WO PO3BMHYBCS MiCNSA CNPaBXHbOT
noniyMTeMii Yn eceHujiasibHOT TpOMOOUUTEMIT, B SKMX BiA3HAYa€ETbCs TshKKa TpomboumToneHis (piBeHb
TpombouuTiB <50 000/mMKN)», kog focnimkeHHsa PAC303, pepakuin 3 Big 21 BepecHsa 2023 p.; cnoHcop - «Ci Ti
Al Bio®apma KopnopeiLwH» [CTI BioPharma Corp.], CWA
3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I11 EC A-YKPAIHA»

BYNO CTANO
«Ci Ti AU bBio®apma KopnopeliwH» [CTI | «Co6ilHkoprnopelimed» [Sobi inc.], CLUA
BioPharma Corp.], CLUA

9. 36inbLIEHHA KiNIbKOCTI AOCAifKYBaHNX B YKpaiHi o 260 oci6 A0 NPOTOKOJY KAIHIYHOMO AO0CAIAKEHHS
«baraToueHTpoBe, paHAoOMi30BaHe, noAgiiHe cnine pocnipkeHHsa |l dasm kombiHauii MK-7684 3
nemo6ponisymaoom (MK-7684A) nopiBHAHO 3 MOHOTEpanieto NneMoposiisymaboM B SIKOCTI NepLUoi NiHil Tepanii
ANs yyacHukiB 3 PD-L1-n0O3UTUBHMM MeTacTaTUYHUM HeApPIOHOKNITUHHMM pakoMm nereHie» (KEYVIBE-003),
Koa pocnigpkeHHss MK-7684A-003, 3 iHkopnopoBaHoo nonpaskoto 04 Big 08 nuctonaga 2022 poky; CNOHCOP -
TOB Mepk Wapn eHg  Joym, CWA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

10. 36inbLeHHsA KiNbKOCTI NauieHTiB B YKpaiHi 3 20 Ao 40 oci6é A0 NpPOTOKOJY KMiHIYHOTO JOCiAKEHHSA
«PaHgomizoBaHe noggiiHe cnine gocnimpkeHHs hasv | neplioro 3acTocyBaHHA npenapaty y Sl0gvHA 3
OJHOKpPAaTHUM 3aCTOCYBAHHAM Yy 3pOCTalounx fo3ax Ta baratokpaTtHMM 3acTocyBaHHAM npenapaty SOR102
0N BUBYEHHS 6Ee3MeyYHOCTi, NePEeHOCUMOCTI Ta (hapMakoKIHETUKU Yy 340POBMX AOPOC/IMX YYaCHWKIB Ta
navieHTiB-406pOBO/IbLIB 3 BUPA3KOBUM KOMITOM Bif IETKOTO 40 BXKKOIO CTYNEHS TSHXKKOCTI», KOA, AOCILKEHHS
SOR102-101, octaTo4yHa Bepcis 4.0 Big 18 ciuHsa 2024 poky; cnoHcop - Coppico ®apmac’toTukans, IHk., CLUA /
Sorriso Pharmaceuticals, Inc., USA
3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

11. OHOBMEHWI NPOTOKO/ KAiHiYHOro pocnimkeHHAa P3-IMU-838-RMS-01 (ENSURE-1), diHasibHa
Bepcia 4.0 Big 18 GepesHs 2024 poKy, aHr/MiACbKOO MOBOI; OHOBNeHwuii CUHOMCUC NPOTOKOY
KniHiyHoro pocnigpkeHHa P3-IMU-838-RMS-01 (ENSURE-1), diHanbHa Bepcis 4.0 Big 18 GepesHsA
2024 poky, yKpaiHCcbKol MOBOIO; IHhopmauisa ana naudieHta Ta popma iHpopmMmoBaHOi 3roaun, Bepcis
5.1 gnA YkpaiHu Big 26 6epe3HA 2024 p., aHrNificbKol Ta yKpaiHCbKOl MoBamu; IHchopmayiiiHuiA
JINCTOK AN 360py AaHUX NPO BariTHICTb i NosIoru (ANA BariTHOT NapTHEPKU a60 BariTHOI yyacHuL,),
Bepcia 3.1 ana YkpaiHu Big 26 Gepe3HsA 2024 p., aHIMIACbKOIO Ta YKpPaiHCbKO mMoBamu; Popma
NOBTOPHOI 3rogM y4yacHMKa [oOcCnigKeHHs, Bepcia 2.1 gna YKpaiHn Big 26 OepesHa 2024 p.,
aHrniicbKkol Ta yKpaiHCbKOl mMoBaMu; OHoBnieHa Bpolwypa gocnigHuka Ana AoCNifKyBaHOro
nikapcbkoro 3acooy IMU-838 (Bigochnygumyc kanbuito), Bepcia 9.0 Big 13 6epe3Hsa 2024 poky,
aHrniicbKo MOBOIO; 36i/IbLUEHHS KiNIbKOCTi focnigKyBaHMX B YKpaiHi 3 400 go 435 oci6 a0 npoTokosny
KMiHIYHOTO JocnigkeHHs «baraToueHTpoBe paHAoMi3oBaHe MoABIHO chine gocnigxkeHHs Il dasm, wo
NPOBOAMTLCA 3 METOK OUiHKM edekTUBHOCTI, 6e3nevyHocTi Ta nepeHocumocTi npenapaTty IMU-838 vy
NOPIBHAHHI 3 Naauebo npu nikyBaHHI AOPOCANX NALUEHTIB i3 peunanBytoumMM po3cisHUM CKlepo3oM (KogoBe
nosHayeHHa: ENSURE-1)», kog, gocnigxeHHs P3-IMU-838-RMS-01 (ENSURE-1), sepcia 3.1 Bif 19 BepecHs
2022 p.; croHcop - «IMMYHIiK Al» [Immunic AG], HimeuunHa
3anBHuK - TOB «BOPABAINA, KNIHIKAS TPAISIC YKP»



