Jopatok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 26 Big 18.07.24, Ha AKi 6yNn OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB»

1. OHoBneHuii NMpoTokon EX6018-4758, Bepcia 12.0, piHanbHa, Big, 04 kBiTHA 2024 p. (Protocol EX6018-
4758, version 12.0, Final, dated 04 April 2024); JonoBHeHHA | fo npoTokony: MMoGanbHWUIA nepesnik
KNIOUYOBUX CNiBPOGITHUKIB Ta BignoBigHUX Bigainie, Bepcia 7.0, cdiHanbHa, Big 08 kBiTHA 2024 p.
(Protocol Attachment I. Global list of key staff and relevant departments and suppliers of clinical
relevance, version 7.0, Final, dated 08 April 2024); luct yuacHuky gocnigxeHHsa npo Homep EU CT ta
iHcbopmauito npo nyo6nikauito, Bepcia 3.0-UA(UK), ciHanbHa, Big 03 nunHa 2024 p., yKpaiHCbKOLO
moBoto (Letter to study participant regarding EU CT number and publication information, version
3.0-UA(UK), Final, dated 03-July-2024); JIuct napTHepy y4yacHULi focnifmKeHHA npo Homep EU CT ta
iHdbopMmauito npo ny6nikauito, Bepcis 3.0-UA(UK), ciHanbHa, Big 03 nunHa 2024 p., yKpaiHCbKOIO
MmoBoto (Letter to study participant’s partner regarding EU CT number and publication information,
version 3.0-UA(UK), Final, dated 03-July-2024) no nNpOTOKONY KNiHIYHOrO BUMPOOYBaHHA «[lOCNifKeHHSA
ZEUS - Bnnme 3inTiBekiMaby MOpIBHAHO 3 naueb0 Ha CepueBO-CYAMHHI HACMigKM B Y4acHWKIB 3
OiarHOCTOBaHUM aTepoCK/IEePOTUYHMM 3aXBOPHBAHHSM CEPLEBO-CYAUHHOT CUCTEMW, XPOHIYHOK XBOPO6OHD
HUPOK | CUCTEMHUM 3ananeHHsam», Ko focnimkeHHsa EX6018-4758, sepcisa 11.0, diHanbHa, Big 17 TpasHs
2023 p. (Protocol EX6018-4758, version 11.0, Final, dated 17 May 2023); cnoHcop - Novo Nordisk A/S,
Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

2. OHOBNEHWIT NPOTOKON KJ/iHIUHOrO BUNpoGyBaHHA LTS17043 3 iHKopnopoBaHo nonpasBkoto 06,
Bepcia 1 Big 07 TpaBHA 2024 pokKy; IHchopmauia ana naudieHTa Ta coopma iHhopMmoBaHOT 3rogu, Bepcia
Ne3 Big 30 TpaBHs 2024 poKy, YKPaiHCbKOIO Ta pociliicbkoo mMoBamu; IHhopmauis npo noganblie
CMoCTepeXeHHs 3a nepeGiromMm BariTHOCTi NapTHEPKU yYacHUKa gocnipkeHHA Ta popma iHhopmoBaHOiI
srogu, Bepcia Ne3 Big 30 TpaBHA 2024 poKy, YKPAiHCbKOK Ta POCIICbKOO MOBamu [0 MPOTOKOMY
KMIHIYHOTO AOCNIMKEHHSA «IHTEPBEHLUjiHE PO3LWMpPEHe AOCAIMKEHHA (ha3n 3 A/ BUBYEHHS LOBrOCTPOKOBOI
6e3nekn Ta NepeHOCMMOCTI TONMEOPYTUMHIOY B Yy4acHMKIB i3 peunavByrOuYMM PO3CISHUM CKIEpPO30M,
NEPBVHHUM MPOrPECYHYMM PO3CIAHUM CK1Iepo30M ab0 BTOPVMHHUM MPOTrPECYHYMM  HEPELMAMBYHOHUM
PO3CiSiHUM CKNepo3oM», Kog AocnimkeHHs LTS17043, 3 iHkopnopoBaHow nonpaskoto 05, Bepcia 1 Big 21
rpyaHs 2023 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHoci-ABeHTic Pewepu
e [JeBenonmaH, ®paHuis)
3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

3. OHOBANEHI po34inn A0CbE AOCNIfKYBaHOrO JlikapCbKoro 3acody ®eHe6pyTuHI6 ( S.1.1, S.1.3, S.2.1,
S.2.2,S.2.3,5.2.4,S.2.6,S.3.2,5.4.1,S.4.3,S.4.4,5.45,5.7.1,5.7.3,P.1,P.2,P.3.1,P.5.4,P.7,P.8.1, P.8.3,
A.2) Ta reHepuuHe MMnaue6o po PeHeGpyTUHIOY (P.3.1, P.7, P.8.1, P.8.3); Okpenizyma6 (P.3.1) Ta
reHepuuHe Mnaue6o go Okpenisdymady (P.3.1) Bepcia Big 04 kBiTHA 2024 p.; 3pa3kym MapKyBaHb
JocnimpKyBaHoro nikapcbkoro 3acooy Okpenisymatc 300 mr/10 mn y cdonakoHi Nel KOHUeHTpat ans
PO3UNHY AN BHYTPiLWHbOBEHHUX iH(Y3iii yKpaiHCbKOI0 MOBOIO, Big, 02 ntoToro 2023 poky Ao
NPOTOKOMNY  KNiHiYHOro  gocnimkeHHs «BATATOLEHTPOBE PAHOOMI3OBAHE TMOABIVIHE CAINE
JOCNIIKEHHA ®A3M Il Y NAPANENBHVX TPYMNAX 3 MOABIAHM KOHTPOMEM MNALEEO ONA
OUIHKN E®PEKTVBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY MOPIBHAHO 3 OKPENI3YMABOM Y
OJOPOCINX TIAUIEHTIB 3 TIEPBVHHVM TMPOIMPECYHOUMM PO3CIAHMM CKNEPO30OM», kopg
pocnigxeHHa GN41791, sepcia 7 Big 15 ntotoro 2024 p.; cnoHcop - ®.XoddmaHH-/19 Pow /114, LWBeiiuapis
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoLl YKpaiHa»

4. bpouypa gocnigHuka A/13 eHchopTymad BegotuH (Enfortumab Vedotin; ASG-22CE), BupaHHa 13 Big
17 kBiTHA 2024 poOKy, aHrNilicbKo MOBOIO; YKpaiHa, MK-3475-905, IHchopmauis Ta AOKYMEHT npo
iHbopMoBaHy 3rony Ans nauieHTa, Bepcia 4.03 Big 07 uepBHA 2024 p., YKpPaiHCbKOIO MOBOIO [10
NPOTOKONY K/IHIYHOro AocnimxeHHs «PaHgomisoBaHe pochimpkeHHs Il a3y ansa ouiHKM uMcTekTomil B
KOMOGiHaLji 3 nepionepauiinH1nm 3acToCyBaHHAM NemMopoisymady Ta 415 OLiHKM LMCTEKTOMIT B KOMOGIHALT 3
nepionepauiiHiM 3acTocyBaHHsIM eHopTyMaby BeAOTMHY Ta Nemoponisymady NOpiBHSAHO 3 NPOBEAEHHSAM
Ti/TbKN LUCTEKTOMIT /151 YYACHMKIB 3 M'A30BO-iHBA3VMBHUM PaKOM CEYOBOro Mixypa, SKUM HE MOXHa NpoBOAUTM
NiKyBaHHSA LucnnatMHom abo aki BigmoBunucs Big nikysaHHA uucnnatuHom (KEYNOTE-905/EV-303)», kof,
pocnipkeHHa MK-3475-905, 3 inkopnoposaHoto nornpaskoto 09 Bif 29 uepsHA 2023 poky; cnoHcop - TOB Mepk



Wapn eHf, Joywm, CWA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBsiganbHicTio «MC/L YkpaiHa»

5. OHOBEHMIA NPOTOKOJ K/iHIYHOTO BUNPOGYyBaHHs, Bepcis 5 Big 08 TpaBHsa 2024 p.; OHoBNeHa dopma
iHchopMoBaHoi 3rogu, Bepcis 6.0 AnAa YKpaiHu yKpaiHCbKolo MoBolo BiA 31 TpaBHA 2024 p. Ha ocHOBI
Malictep-Bepcii popmu iHchopmoBaHoOi 3roau gna pgocnipkeHHa WO042633, Bepcia 6 Big 30 TpaBHA
2024 p.; OHoBneHa ®opma iHPoOpPMOBaHOI 3roaun NPecKpuHiHry, sepcis 2.0 ansa YKpaiHu yKpaiHCbKOIo
MOBOI0 Bif 27 TpaBHA 2024 p. Ha ocHOBI mogenbHoOi hopmu iH(hOPMOBAHOI 3rogn NPEeCKPUHIHTY Ans
pocnipkeHHa WO042633, Bepcia 2 Big 07 TpaBHA 2024 p. 00 NPOTOKOAY KIHIYHOIO AOCNIAXEHHS
«PaHgomizoBaHe, noagiiHe cnine, nnauebo-KoHTPosiboBaHe gocnimpkeHHsa doasn Il ans ouiHku edhekTMBHOCTI
Ta 6e3nevyHOCTi af’toBaHTHOI Tepanii ares3onisyma6omMm abo nnauebo y KombiHauii 3 TpacTysymabom
€MTaHCUHOM Yy NauieHTiB i3 HER2-N03UTUBHNM pakoM MOJIOHHOT 3a/1031 3 BUCOKUM PU3MKOM peunamBy nicns
nepegonepauinHoi Tepanii», koA gocnimxkeHHs WO42633, Bepcia 4 Big 14 6epe3Hs 2023 p.; cnoHcop -
®.XothhmaHH-/1sa Powwu nra, LBeiuapis
3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAA/ILHICTIO «Pow YkpaiHa»

6. Marepiann pna nauieHTiB: LLloageHHMK nauyieHTa Ana peectpauii npuitomy A/, Bepcia 11.0 Big 6
yepBHA 2024 poKy (YKpaiHCbKOK Ta pociliicbkoio mMoBamu); Ta6nuua BisuTiB «[lpacpik 3axopgis
pocnipxeHHa Perseus, Bepcia 6 — NMonpaBka Ao npotokony 13», Bepcia 6 Big 6 TpaBHA 2024 poKy
(YKpaiHCbKOIO Ta POCiCbKOIO MOBaMM) 0 NPOTOKO/TY K/iHIYHOrO A0CiAKeHHs «PaHaomisoBaHe, noAagiiiHe
cnine gocnimpkeHHs 3 pasn ANsi BUBYEHHS eqpeKTMBHOCTI Ta 6e3neyHocTi npenapaTty SAR442168 y NopiBHAHHI
3 nnayebo B y4yacHUKIB 3 NEPBMHHO-NPOrPECYUNM PO3CisHUM ckiepo3om (PERSEUS)», koa AoCniopKeHHs
EFC16035, 3 iHkoprioposaHoto nornpaskoto 13 Big 20 nuctonaga 2023 poky, Bepcia 1 (eNekTpoHHa Bepcis
20.0); CroHcop - Genzyme Corporation, USA (OxeH3aiim KopnopelilH, CLWA)
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

7. OHOoBNeHa Bepcia bpolwypu gocnigHuka ans JloHanercomarponiHy, Bepcis 12.0 Big 26 kBiTHA 2024
p., aHrincbKO MoOBOLO; IHpopMaLiiHUIA NUCTOK cyG’eKTa pocnigkeHHs i ¢hopma iHchopmoBaHOI
sroau, Bepcia 3.0_cneyudpiuHa ansa YkpaiHu, Big 23 TpaBHA 2024 p., aHMIiACbKOIO MOBOIO;
IHchbopmauiiiHuii NNCTOK cy6’ekTa gocnimkeHHs i hopma iHhopmoBaHoi 3rogu, Bepcia 3.0_UA, Big
28 TpaBHA 2024 p., YKpPAIHCbKOK MOBOLO; IH(hopMaLiiHMIA NUCTOK Cy6’eKTa AOocnimKeHHs i dopma
iHcbopmoBaHoOi 3roaun, Bepcia 3.0_UA, Big 28 tpaBHA 2024 p., pOCIACbLKOIO MOBOK A0 MNPOTOKONY
KNiHIYHOro gocnimkeHHs «baraTtoueHTpoBe, BiAKpUTE, NOAOBXEHE AOCAIMKEHHSA AN OUIHKA A0BroTpuBasiol
edheKkTMBHOCTI Ta 6e3neky JIoHanercomaTponiHy y Aopocnux nauieHTiB 3 JediumMtom FopmoHy PocTy», kopg,
pocnipkeHHsa TCH-306EXT, Bepcisa 5.0 Big 16 yepsHA 2022; cnoHcop - AcueHgic ®apma EHAOKPIHOMO4KM
LiBKH A/lC (Ascendis Pharma Endocrinology Division A/S), [JaHisn
3aaBHUK - Akuesbceiops JIT4,., YroplmHa

8. OHoBneHi po3ginu 2.3.P.3 MANUFACTURE, 2.3.P.8 STABILITY Ta 2.3.P. Additional Drug Products
[OCbE AocnimKyBaHOro nikapcbkoro 3acody MK-1026, Bepcia 08KNHJ Big 23 kBiTHA 2024 poKy;
3anyuyeHHA AOCNifKYBaHOro JliKapCbKOro 3acooy, o BUKOPUCTOBYETLCA AK npenapar NopiBHAHHSA
Bendarabin (hnypgapa6iH hoccpart), nopowok ans pos3unHy ans iHdysiii um in’ekuiii, 50mr (BUPOGHUK:
Bendalis GmbH, Germany; MNakyBaHHA/MapKyBaHHA: Werthenstein BioPharma GmbH, Switzerland;
Fisher Clinical Services GmbH, Switzerland; Almac Clinical Services Limited, United Kingdom); 3pa3sok
MapKyBaHHA A0CNIgKYBaHOro NikapCcbKoro 3aco6y nopiBHAHHA dnypapa6iH docar (Fludarabine
phosphate Kit), Bepcisa 2.0 Big, 17 kBiTHA 2024 poOKy, aHINMIACbKOI Ta YKPAIHCbKO MOBamu; 3pasok
MapKyBaHHA A0CNIgKYBaHOro flikapCcbKoro 3aco6y nopiBHAHHA dnypapa6iH dpocar (Fludarabine
phosphate Vial), Bepcia 2.0 Big 17 kBiTHA 2024 poKy, aHTilAiCbKOI Ta YKpaiHCbKOI MoBamu; 3MiHa
HasBU Micua MpoBefeHHA KMIHIYHOrO BUMPOOGYBAHHA [0 MPOTOKO/Y K/IHIYHOrO  OOCHiIKEHHS
«PaHgomizoBaHe gocnigxkenHs Il dpasn ons nopiBHAHHA ehekTUBHOCTI Ta 6e3NeYyHOCTi HEMTabpPyTUHIOY B
MOPIBHSIHHI 3 XIMiOIMyHOTEpanieto Npu paHillie HeniKkoBaHOMY XPOHIYHOMY flimcboLuTapHomMy neiikosi/nimdomi 3
mManux nimgounTie 6e3 abepauiin reHa TP53 (BELLWAVE-008)», kog pocnigpkeHHs MK-1026-008, 3
iHKoprnopoBaHoto nonpaskoto 01 Big 16 6epesHst 2023 poky; cnoHcop - TOB Mepk Wapn eHag Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

BYNO CTANO
nikap Horaesa /1.1. nikap Horaesa J1.1.
KomyHasbHe HEKOMepLiiiHe nignpuemcTBo | KomyHasnbHe HeKomepLiiHe NigNpPUEMCTBO




«KniHiYHWi LUEeHTP OHKOJOTiT, remaronorii,
TpaHcnaaHToNorii  Ta  naniatMBHOi  AOMNOMOrK

«KniHiYHWIA LEeHTp OHKONOTT, remartosiori,
TpaHcnaaHToNnorii  Ta  naiiatuBHOl  4OMNOMOMU
UepkacbKkoi obnacHoi pagw», Biggin remaronorii | Yepkacbkoi obnacHoi pagu», Bigain remaronorii
Ta TpaHcnaHTauil KICTKOBOro Mo3sky, M. Uepkacu | Ta  TpaHcnnaHTauili  KICTKOBOro  MO3Ky 3
KaGiHeTamu ximioTepanii, M. Yepkacu

9. Bpouwypa gocnigHuka Radotinib HCI, Bepcisa 11.0 Big 02 TpaBHsA 2024 pOKy, aHINiliCbKOIO MOBOIO;
NOAOBXEHHA TPUBANOCTI K/liHIYHOro BUNpo6yBaHHA B YKpaiHi o 31 rpygHAa 2027 poky; 3MiHa Ha3BU
MiCLiA NpoBeAEHHSA BUNPOOGYBaHHA 40 NPOTOKOJTY KIHIYHOTO AOCAiMKEHHS «MikHapogHe, 6araToueHTpoBe,
BigKpUTE AOCNiMKEHHST dha3n 3 3 OAHIE rPynot A/ OLiHKM edDEKTMBHOCTI Ta 6e3ne4yHOCTi pafoTUHIGY B
nauieHTiB i3 Ph-NO3UTMBHUM XPOHIYHUM MIEMOTAHUM NENKO30M Y XPOHIYHI doasi, B SKMX nonepeaHs Tepanis
iHriGiITopaMn TUPO3UHKIHA3W, BK/IKOYHO 3 iIMaTMHIGOM, Byia HeeheKTUBHOI YK BUK/IMKaIa HEMEPEHOCUMICTb,
koa pocnipkeHHs RT51KRI03, Bepcid 6.0 Big 22 ntoToro 2022 poky; cnoHcop - IL-YANG PHARM. Co., Ltd.,
Kopes

3asBHUK - MNignpremcTso 3 100% iHo3emMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

BYNO

CTANO

nikap Horaesa J1.1.

Uepkacbkoi obnacHoi pagu», (ckopodeHo: KHIM
«KLUOITMNA  Yepkacbkoi  obnacHoi  pagw»),
O6nacHuii NiKyBa/IbHO-AiarHOCTUYHUN
remMmaTosioriYHuMn LeHTp, M. Yepkacu

KomyHasbHe HekomepLiiHe nignpMeEMCTBO
«KniHiYHWiA LEeHTp OHKOJ1OT1T, remaronorii
TpaHcnnaHTonori  Ta naniaTMBHON  AOMOMOrK

nikap Horaesa /1.1.

KomyHasbHe HekomepLinHe
«KniHiYyHWiA LEeHTp OHKOJOTiT, remMaronorii
TpaHcniaHTosorii  Ta  naniaTUBHOI  AONOMOTU
Uepkacbkoi o06nacHoi pagw» (ckopoyeHo: KHIM
«KLIOI' T/ Yepkacbkoi o6nacHoi pagu»), Biggin
remartosiorii  Ta TpaHcMaHTauii KiCTKOBOro
MO3KY 3 KabiHeTamu XiMmioTepanii, M. Yepkacu

nignpUeEMCTBO

10. OHoBneHwuii MpoTokon KniHiyHoro Bunpo6yBaHHA TARA-002-101-Ph2, Bepcis 4.0 Big 05 ciuHs
2024 poky, aHrniiicbkoro mMoBOIO; 3MiHa Ha3BM K/iHIUHOrO BUNPoOyBaHHA Ha «®Pasa 2, Bigkpute
[OCNiHKEHHA 3 OUIHKM Ge3nekn Ta MPOTUMYXJ/IMHHOI aKTMBHOCTI iHCTUAALUIA ce4yoBOro Mixypa
npenapatom TARA-002 y popocnux naui€eHTIiB i3 M'I30BO-HeiHBasSUBHUM pakoM ce4yoBOro Mixypa
BUCOKOrO CTYMeHA 3M10sKICHOCTi»; 3MiHa KofoBaHOro Homepa NPoOToKoy K/iHIYHOro BUNPOGYBaHHS
Ha TARA-002-101-Ph2; INuct-po3’sicHeHHA Big 20 notoro 2024 poky po lNpoTokosay KiiHiYHOro
BunNpo6yBaHHA TARA-002-101-Ph2, Bepcis 4.0 Big 05 ciuHa 2024 poky, aHrNMilicbKotlo MOBOIO; [locbe
pocnipkyBaHoro nikapcbkoro 3aco6y (IMPD) TARA-002 gns iHTpaBe3vKa/lbHUX iHCTUIALIN, Bepcis Big,
G6epe3HA 2024 poky, aHIMiNCbKOK MOBOIO; Po3ginu 2.2 lokniHiuHi hapMaKo1oriyHi Ta TOKCUKONOTIYHi
AaHi, 2.3 flaHi KniHiYHUX gocnigKeHb Ta nonepegHbLOro AOCBiAY Ha nogax focbe AocniAKyBaHOro
nikapcbkoro 3aco6y (IMPD) TARA-002 pns iHTpaBe3uKasibHUX IHCTUNAUiIA, Bepcia Big 6epes3Hs
2024 poKy, aHrnilcbKow MOBOK; TeKCT MapKyBaHHA MepBUHHOI YynakoBku (chnakoHa) Ansa
pocnigxyBaHoro nikapcbkoro sacoéy TARA-002, pnsa Ykpainu, 40 KO, niochinizoBaHuii nopowok gns
po3BefEeHHSA, ANsl BHYTPiLLHbOMiXypoBOi iHCTUNALT, Bepcis 2.0 Big 06 ntotoro 2024 poky, aHrnificbKoo
Ta YKpaiHCbKOI MoBamu; CnpolyeHuii TeKCT 3paska MapkyBaHHA ana 0,9% NaCl, Bepcia 2.0 Big,
05 niotoro 2024 poKy, aHINiACbKOIO Ta YKpaiHCbKO MoBamu; IHpopmauia Ans nauieHta i dopma
iHdbopmoBaHoi 3roaun, TARA-002-101-Ph2, OcHOBHa, Ans YKpaiHu, Bepcis 4.0 Big, 28 noToro 2024 poky,
aHrNiNcbKO Ta yKpaiHCbKOlo moBamu; flogaTok Ao IHchopmauii ansa nauieHta i ®opmu iHhopmoBaHOi
3roau, TARA-002-101-Ph2, OcHOBHOI, a1s YKpaiHu, Bepcis 2.0 Big 28 ntoToro 2024 poky, aHriicbKoK
Ta yKpaiHCbKOlo MoBamu; dopma iHpopmoBaHOI 3roan Ans BariTHOi napTtHepku, TARA-002-101-Ph2,
AnAa YKpaiHu, Bepcia 2.0 Big 13 nwoT1oro 2024 poKy, aHrNifiCcbKO Ta YKPAiHCbKOK MOBaMu;
lgpeHTudpikadivina (IH) kapTka yyacHWKa AOCHiMKeHHs, ANnA YKpaiHu, Bepcia 2.0 Big 07 nwotoro
2024 poKy, aHINiNCbKOIO Ta YKPAiHCbKOK MmoBamMu; JIUCT [0 nikapsa 3arasibHoi npakTuku, TARA-002-101-
Ph2, ana Ykpainn, Bepcia 2.0 Big 07 ntotoro 2024 pokKy, Ha ocHOBi MalicTep-Bepcii 02 (ocTaTtouHOI) Big
24 ciuHa 2024 poKy, aHrNiCbKOK Ta yKpaiHCbKOl MoBamu; MpoaoBXeHHA TepMiHy NpoBefeHHSA
KNiHiYHOro BMNpOOyBaHHSA B YKpaiHi Ta B yCiX KpaiHax, fie NpoBOAUTLCA K/liHiYHEe BUNPOGYBaHHA A0
5 pokiB; 36iNbLUeHHs KifIbKOCTi NauieHTiB B YKpaiHi 3 20 f,0 40 oci6 40 NPOTOKO/Y KNiHIYHOIO AOC/IAKEHHS
«®aza 1b/2, BigkpuTe pocCnimKeHHA 3 NOAa/IbLIOTO BUBYEHHA PEKOMEHA0BaHO! 03U AOCNiKyBaHOro
npenapaTy 3 MeTOH OLLiHKM 6e3nekn Ta NPOTUNYX/IMHHOT aKkTUBHOCTI IHCTWUASLIV Ce4OBOro Mixypa npenaparom
TARA-002 y gopocnvx nauieHTiB i3 M'A30BO-HeiHBa3MBHWM pakoM CEYOBOro MiXypa BWCOKOIO CTyMeHs
3/10§KiCHOCTi», Kog, gocnigpkeHHss TARA-002-101-Ph1b/2, sepcia 3.0 Big 07 ntotoro 2023 poky; CNoHcop -

Mpotapa Tepan'toTikc, IHK. [Protara Therapeutics, Inc.], CWA
3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa
| BY/IO | CTAJIO |




®aza 1b/2, BiOkpume  OOC/IiIOXEHHA 3
nooasibwWio20 BUBYEHHSI PEeKOMeHOO0BaHOI do3u
doc/lidXXysaHo20 npenapamy 3 Memor OYiHKU
6esrneku ma npomunyx/;IUHHOI akmusHocmi

Paza 2, BiOKpume OOC/OXeHHS 3 OYiHKU
6esreku ma npPomMunyx/JiUHHOI akmusHoCcmi
iHCcmunsyiti cedyoso2o mMixypa npenapamom
TARA-002 y dopocaux nayieHmis i3 M'si3080-

iHcmunsyit ce4yosoz20 mMixypa npenapamom
TARA-002 y dopoc/sux nayieHmis i3 M'si3080-
HeiHBa3UBHUM  pPakoM  Ce4yoBO20  Mixypa
BUCOKO20 cmyreHs1 3/10iKicHocmi

HeiHBa3UBHUM  pakoM  ce4oBo20  Mixypa
BUCOKO20 cMmyreHs1 3/1051KicHoCmi

BYJ1IO
TARA-002-101-Phi1b/2

CTAJIO
TARA-002-101-Ph2

11. OHoBneHui npotokon LCCI/IGTISRIBS - 02, Bepcis Ne 4 Big 21.05.2024 p.; OHOBNE€HNI KOPOTKUWA
BUknag 3micty (cuHoncuc) npotokony LCCIIGTISRIBS - 02, sepcis Ne 4 Big 21.05.2024 p.; OHOBfeHa
IHauBigyanbHa peecTpauiiiHa popma, Bepcifa Ne 4 Big 21.05.2024 p.; OHoBneHwuii IHcbopmauiiHnia nucT
yyaCcHUKa gocnimpxeHHs Ta dopma iHOpMOoBaHOI 3roau nauieHTa Ha y4yacTb Yy AoCAifKeHHi, Bepcis Ne
4 Bipg 21.05.2024 p.; OHOBANEHI 3pa3Kn MapKyBaHHSA AOCAIfKYBaHOro nikapcbKoro 3aco6y Fineptpun,
PO3UMH ANA iH'ekuiid 5 mr/ma no 2 ma B amnyi, Bepci Ne 2 Big 27.05.2024 p.; OHOBJIEHi po34inn f0OChE:
8.2. Nikapcbkuii npenapar; 8.2.6 KoHTponb nikapcbKoro npenapary, Bepcia Ne 2 Big 27.05.2024 p.;
8.2.9. CrabinbHictb, Bepcia Ne 2 Big 27.05.2024 p.; NOAOBXEHHs TepMiHY NPUAATHOCTI
AocnigpKyBaHOro nikapcbKoro 3aco6y FinepTpun, po3uuH N iH'ekuii 5 mrimn no 2 mn B amnyni 3 24
MicauiB Ha 36 micAuiB; 3MiHa Ha3BU MicUA NMPOBeAEHHs K/iHIYHOro BUMPOGYBaHHA [0 NPOTOKO/Y
KNiHIYHOro gocnigpkeHHsa «Bigkpute AOCnigKeHHS 3 BUBYEHHSA e(PeKTUBHOCTI Ta NepeHOCUMOCTi npenapary
FinepTpun, po3uuH ans iH'ekuii BUpo6bHnuTBa MpAT «Jlekxim-XapkiB» 3a yyacTio HBO «®dapmarpoH»,
BMKOPUCTOBYBAHOIO B PIi3HUX [A03YyBaHHAX Y MaUi€EHTIB 3 TiNepTOHIYHOK XBOPOOOIO», KOA AOCAIAKEHHS
LCCIIGTISRIBS - 02, Bepciss Ne 3 Big 21.06.2022; cnoHcop - lNpuBaTHe akUioOHEpHE TOBApPUCTBO «J1EKXiM-
XapkiB», YkpaiHa
3aaBHUK - MNMpuBaTHe akLUioHepHe TOBApUCTBO «J1ekxim-XapkiB», YkpaiHa

BYNO
O.M.H., npody. Bisip B.A.
KomyHasnbHe HekomepuiiHe nignpMemcTBo «Micbka
No7»

CTANO
O.M.H., npodp. Bisip B.A.
KomyHanbHe HekomepuiiiHe nignpnemctBo «Micbka

nikapHs 3anopisbkoi  MicbkOoi  pagum, | nikapHa  Ne7»  3anopi3bkoi  MiCbkOi  pagu,
TepanesTUYHe BigOiNTIeHHS, 3anopi3bKuii | TepaneBTNYHe BiO4j/TIEHHS, 3anopisbkuii
OepXaBHMIA MeAUUYHWIA YHiBepcuTeT, kadeapa | AepXaBHWii MeauKo-thapmaLeBTUUHMIA

BHYTPILUHIX XBOPO6 2, M. 3anopidoks YHiBepcuTerT,

M. 3anopixxs

Kathepa BHYTPILIHIX XBOPOO6 2,




