Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIIB KNiHIYHUX BUNPOGYBaHb, PO3rNsaHYTUX Ha 3acigaHHAX HEP Ne 10 Big 11.04.25, HTP Ne 14 Big,
11.04.25, Ha siKi 6yni1 oTpUMaHi MO3UTUBHI BUCHOBKUN EKCNEpPTiB»

1. «®a3za II-lll BunpobyBaHHA A5 OLiHKM e(peKTUBHOCTI Ta 6e3nekn MigWKIpHOT KnacTepHoOI imyHoTepanii y
naLieHTIB, L0 CTpaxX4arTb Ha afieprilo Ha Killa omMallHboro nuay», kog gocnimpkeHHa SC-3H2A, sepcis 1.0
Big 28 XOBTHA 2024 poky, crnoHcop - POKCAN MegjiuiH T'm6X, HimeuunHa / ROXALL Medizin GmbH,
Germany

®aza — I/

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifnoBifasibHICTI0 «Papmakci KniHikan Pucepu», YkpaiHa

No M.1.6. BignoBigansHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOBGYBaHHS

1. 4.M.H., npodp. KosaneHko C.B.

Ob6nacHe KOMyHaslbHE HekoMmepLiliHe nignpueMCTBO «YepHiBeLbka
ob61acHa K/iHivHa flikapHsa», BiaAiNeHHA Ny/ibMOHONOrIT, M. YepHiBui

2. nikap I'yk C.A.

KniHiuHa nikapHa «®eodpaHisg», [epxaBHOro ynpas/iHHA cripaBamu,
LEHTpP pecnipaTopHOi MmeamumHn, M. Kuis

3. nikap Amep /1.B.

KomyHanbHe HekomepuiliHe nignpueMcTBO «Micbka KiHiYHA NikapHs
Ne 27» XapKiBCbKOI MICbKOI paau, anepronoriyHe BigfisieHHs, M. XapkiB
4, Nikap flososa HO.B. 3HATO 3 po3rnggy 3a
KoMyHasibHEe HekomepLjliiHe nignpUEMCTBO «Micbka KNiHiYHA NiKapHA | pilUEHHAM 3asiBHMKA

Ne 30» XapkiBCbKOI MICbKOI paan, OTOMapUHIONOriYHE BiAAiNIeHHS,
M. XapkiB

5. nikap Cagoscbka B.B.

YHiBepcuTeTcbka KiHika BiHHWLBKOIO HauioHasIbHOro MeaMyYHOro
yHiBepcuTety iM.  M.l.  TuporoBa, amb6ynaTopHO-AiarHOCTUYHe
BigAiNIeHHs, M. BiHHMUA

6. K.M.H. [lepkay M.1.

KomyHanbHe HekomepLiliHe nignprveMcTBo «Ob6nacHa kiHiYHa nikapHs
IBaHO-®paHKiBCbKOI  06/s1acHOT  paau», LleHTp OGpoHXosereHeBux
3axBOpIOBaHb, aneprosiorii Ta iMyHosoril, M. IBaHO-PpaHKiBCbK

7. nikap Hoeocbonosa HO.€.

KomyHasnibHe HekomMepuiiiHe nignpnemcTBo «Opecbka 061acHa KniHivHa
nikapHa «Opgecbkoi 06nacHoi  pagu», BiAAINEHHS NyNbMOHOSOTNIT,
M. Ofgeca

8. O.M.H., npod. Mpuctyna /1.H.

KomMyHasibHe HekomepujiliHe nignpneMmcTBo CyMmCbKOi o6siacHOi paaun
«CymcbKa ob6riacHa KniHiuHa nikapHs», ny/ibMOHOJIOTYHE BifAiNneHHs,
CyMCbKUin gepxaBHuUiA YHIBEpCUTET, Kadheapa BHYTPIWHLOT Ta CiIMENHOI
MeAUUMHN HaBYa/1bHO-HaYKOBOI0 MEANYHOro iHCTUTYTY, M. Cymu

9. Nikap WapaeBcbka A.O. 3HATO 3 po3rngagy 3a
KomyHanbHe HekomepujiiHe nignpnemMcTBo «[lleplia Yepkacbka MiCbka | pilLEHHSM 3asiBHMKA
niKapHsA», NyNbMOHOOrYHe BiaAineHHs, M. Yepkacu

10. | nikap PygHuk B.T.

KomyHanbHe HekomepuiliHe nignpueMcTBO «Micbka KniHiYHa NikapHs
Ne 1 IBaHO-PpaHKIBCbKOI MICbKOI paaw», BiA4IIEHHA cneLiasizoBaHol
KOHCYNbTATUBHOI AONOMOrM, M. IBaHO-PpaHKIBCbK

11. | o.M.H., npoch. Yonsk B.B. 3HATO 3 po3rnggy 3a
KomyHasibHe HekomepuiiHe MignpueMcTBO J1bBIBCbKOI 06/1aCHOT pagu | pilLEHHAM 3asBHMKA
«J1bBIBCbKNA o6nacHwuii KNIHIYHWIA ~ AiarHOCTMYHWIA LEHTP»,
PerioHanbHWiA LEHTP aneprosorii Ta KAiHIYHOT imyHosorii, M. JIbBIB

12. | K.M.H. AkoBeHko O.K.

ToBapuCTBO 3 OOMEXEHOK BiAMNOBIAa/bHICTIO «KniHika aneprii Ta
KaL/iio», Nigpo3ain NpoBeAeHHs KAiHIYHUX A0CiMKEHb, M. JTyLbK

13. | K.M.H. MapHuybka A.B. 3HATO 3 po3rnggy 3a
MonikniHika UEeHTpY MeguyHMX nocnayr Ta peabéinitauil akuiOHepHOro | pilleHHAM 3asiBHMKa

MpuMiTKN




ToBapucTBa  «KOMMaHis  aBiauiiHOro Ta  pakeTHO-TEXHIYHOro
MaLLMHOBYAyBaHHS», BiAAI/IEHHS IeHHOro cTauioHapy, M. Kuis

2. «<KEYMAKER-UO01, niggocnimpkenHa 01E: napaconbkoBe gocnifxeHHs |l dhas3u 3 novyeprosumn rpynamm
JocnigpkyBaHux npenaparTiB 3 XimioTepanieto abo 6e3 Hei y KombiHaLil 3 NneMOopos1isymadbom 415 NiKyBaHHA
yyaCHUWKIB 3 BrepLue giarHocToBaHWM onepabenbHUM HepibHOKNITUHHUM pakom nereHis (HOKP/) ctagiii 1l-
B (N2)», kog pocnimpkeHHs MK-3475-01E, Bepcia 3 iHKkoprnoposaHow nonpaskoto 02 Big 13 nuctonaga
2024 poky, cnoHcop - TOB Mepk Wapn eHg Joym, CLLUA (Merck Sharp & Dohme LLC, USA)

Pa3za -l

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

No M.1.6. BigNoOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa micLs NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. avpekrtop MNapamoHos B.B.

KomyHasibHe HekomepLiiiHe niagnpuemMcTBO «KAiHIYHWIA LEHTP OHKOAOTIT,
reMaTonorii, TpaHCNAaHTOoOorii Ta NaniaTMBHOI Aonomory Yepkacbkol
obnacHoi pagu», Bigain KNiHIYHOT OHKONOFIT (OHKOXIMIOTEpaneBTUYHWIA),
M. Yepkacu

2. | 3aB. BiggineHHs boiiko B.B.

KomyHanbHe HekoMepuiiHe nignpuemcTBo «lMpukapnaTCbKnii KAiHIYHWIA
OHKOJIOTYHMI UeHTp IBaHO-PpaHKiBCbKOT 06n1acHOi paaw», XipypriuHe
BiaAineHHa Ne2, M. IBaHO-PpaHKIBCbK

3. | nikap Koponb HO.I.

KomyHasnibHe HekomepuiliHe mignprueMcTBO «JIbBIBCbKE TepuTOpiasibHe
MegudHe o6’egHaHHA «BaraTonpocinbHa KiHiYHa NiKapHSA IHTEHCUBHUX
MEeTOAIB /liKyBaHHS Ta LUBMAKOT MeAMYHOT A0MOMOrn», LIeHTp oHkonorii
BigOKpemieHoro nigpo3ainy «JlikapHa CeaToro [MaHTeneiiMoHa,
M. JIbBiB

4. | K.M.H., 3aB. BiggineHHs Mputynsak C.M.

KomyHasibHe HekoMepUiiHe nignprueMcTBO «MofinbCbKniA perioHasIbHWiA
LEHTP OHKOJOriT BiHHULBKOT 06/1acHOT paauy», TopakasibHe BifgineHHs,
M. BiHHMUS

5. | A-p dinoc., 3aB. BigaineHHs TapaceHko T.€. 3a3HayeHe MIIB He
ToBapucTBO 3 OOMEXEHO BiAMOBigaNbHICTIO «BikxH MapTHep», | Moxe 6yTH
BifineHHs ximiotepanii, M. Kuis pekomeHA0BaHo o
3aTBepKEHHS, OCKINbKM
BiCYTHSA MOX/IMBICTb
NpoBeAEHHSA
XipypriuHoro nikyBaHHs,
sKe nepenbavyeHo
NPOTOKOSIOM  KNiHIYHOrO
BMMPOOYBaHHS.

MpuMiTKN

6. | 3aB. BiggineHHs 3ybkos O.0.

[epxaBHa ycTaHoBa «HauioHa/lbHUIA HaykOBWUIA LEHTP Xipyprii Ta
TpaHcnnaHTonorii  iMmeHi O.O. LWanimoBa HauioHanbHOT akazemil
MeAVNYHNX HayK YKpaiHW», BiagiNeHH oHKonorii, M. K1is

3. «KniHiuHe B1NpobyBaHHSA 3 OLHKM GioekBiBa/IEHTHOCTI Nikapcbkmx 3acobis MFipgasenam, Tabnetkm no 0,05 r
(AT «Papmak», YkpaiHa) Ta lNgasenam IC®, Tabnetkn 0,05 r (TAB «IHTepXiM», YKpaiHa) 3a y4yacTio 340p0BuX
[06pOoBO/IbLIB NPY 04HOPA30BOMY NpUiOMI HaTLWe», kog aocnipkeHHs FKIGDZ_50/24, sepcis MNpoTtokony Ne2
Big 19.03.2025 p., cnoHcop - AT «®apmak», YkpaiHa

da3za - gocnimkeHHs1 6ioekBiBa/IEHTHOCTI

3aaBHuK - AT «Papmak», YkpaiHa

Ne M.1.6. BigNOBiAa/IbLHOrO AOCAIAHMKA

n/n HasBa MicLs NpoBeAEeHHS KNiHIYHOTO BUNPOOYBaHHS

1. O.M.H., npodp. 3ynaHeub |.A.

MpuBaTHe MiANPMEMCTBO MNPMBATHOI BUPOOHMYOI hipMn «AUUHYC», JliKyBasibHO-AiarHOCTUYHNIA
LLeHTP, BiAAINEHHS KAIHIYHMX gocnimpKkeHb, M. KpONMBHMLbKNMIA

2. K.6.H., 3aB. naboparopieto Cabko B.€.




BioaHaniTMyHa nabopatopisi ToBapucTea 3 0OMEXEHOH0 BiAnoBigasbHICTIO «KnaiHhapm», M. IpniHb,
KuniBcbka 06n1acTb

4. «KniHiYHe [OCNifKeHHS 3 OLiHKM Bi0eKBIBaUIEHTHOCTI NliKapCbkMX 3ac06iB MeTunnpeaHi3onoH, TabneTtku,
16 mr (AT «®apmak», YkpaiHa) Ta Megpon®, tabnetku, 16 mr (Pfizer, spol. s r. 0., Uecbka Pecny6nika) 3a
y4acTH 340p0BUX 406POBO/ILLIB NPV OAHOPA30BOMY NPUIAOMI HaTLLLE», koA gocnigkeHHss FKIMPZLI24, sepcis
Mpotokony Nel Bifg 21.01.2025, cnoHcop - AT «dapmak», YkpaiHa

daza - gocnimkeHHs1 6GioeKBiBa/IEHTHOCTI

3aaBHuK - AT «Papmak», YkpaiHa

Ne M.1.6. BiANOBIAA/ILHOrO AOCIAHMKA

n/n HasBa MicLs NpoBeAeHHSs KNiHIYHOTO BUNPOOYBaHHS

1. O.M.H., npodp. 3ynaHeup I. A.

MpuBaTHe NigNPMEMCTBO NPUBATHOI BUPOOHMYOT hipMM «AUMHYC», JlikyBanbHO-AiarHOCTUYHUIA
LEHTP, BiAAINEHHS KAIHIYHNX AoCAimKeHb, M. KDOMMBHULLKWIA

2. K.6.H., 3aB. naboparopieto Cabko B.€.

BioaHaniTnyHa nabopaTopis ToBapucTBa 3 06MEXEHOI0 BiANOBIAaNbHICTIO «KniHdhapm», M. IpMiHb,
KuniBcbka 061acTb

5. OHoBneHwuit MpoTokon KniHiuHoro gocnigkeHHss PLATFORMPACAN1001-64264681LYM1001 ISA 2
(PLATFORMPACAN1001-AM-EEA-1 - AM3-ISA2-64264681LYM1001): MaiicTep-npoTokon
PLATFORMPACAN1001, da3a 1b, Bepcia — Nonpaska EEA-1, Big 10 BepecHs 2024 poky, pasom 3
CneuudcpiuHum goaatkom 64264681LYM1001 ISA 2, dasa 1, Bepcia - NonpaBka 3, Big 11 rpyaHs
2024 poKy, aHrMiCbKOID MOBOIO A0 NPOTOKO/Y KAIHIYHOTO AochigpkeHHss OCHOBHa Ha3Ba (LOCiIKEHHS-
nnarcopma): «BigkpuTe AocnimKeHHs-nnatgopmMa 3 y4vyacTio MauieHTiB, nepeBefeHnX 3 nonepeaHix
OocnimpkeHb ANst NPOAOBXEHHS AOCAIAKYBAHOIO JlikyBaHHS Ta MOAasIbLUOrO MOHITOPUHIY 6e3nekns»
Hassa nignpotokony (Intervention Specific Appendix (ISA) 2): ISA 2: «CneundpiuHnii [ogatok 4o mancrep-
npotokony PLATFORMPACAN1001 — AOBrocTpoKoBe NPOAOBXEHHS AoCnimkeHHs1 64264681LYM1001», koa
pocnipkeHHs PLATFORMPACAN1001 64264681LYM1001 ISA 2, PLATFORMPACAN1001, Bepcia —
OpuriHan, Big 09 nunHa 2024 poky; 64264681LYM1001 ISA 2, Bepcis - Monpaska 1, Big 14 cepnHa 2024 poky;
crnoHcop - AHcceH ®apmaueBTuka HB, benbris / Janssen Pharmaceutica NV, Belgium

3anBHuK - TOB «APEHCIA EKCIMNJ/IOPATOPI MEAICIH», YkpaiHa

6. OHOB/EHWI NPOTOKON KNiHiYHOro pocnipkeHHs ACT16877, 3 nonpaBkol 04, Bepcia 1 Big
18 nuctonaga 2024 poky; IHopmauia ana nauieHta i popma iHcpopMmoBaHOi 3rogu, Bepcia Ne5 Big
30 ciuHA 2025 poKy, YKpaiHCbKOK Ta pociicbkoo moBamu; IHdopmalis npo noganblue
CMOCTEepPEXEHHSA 3a NnepeGiromM BariTHOCTi NapTHEPKMU yYacHUKa gocnigkeHHA Ta oopma iHhopmoBaHOiI
3rogun, Bepcia Ne3 Big 30 ciuHA 2025 poKy, YKpaiHCbKOIO Ta pocificbKolo moBamu; OHoBneHa Bpouwypa
AocnigHuKa ana aocnigpkyBaHoro nikapcbkoro 3acooy frexalimab SAR441344, BupgaHHA 7 Bif, 22 ciuHA
2025 poky; 3MiHa Ha3BU MicLA NpoBeAeHHA BUMPOOGYBaHHA [0 MPOTOKOY K/IHIYHOrO AOCNILKEHHS
«PaHpowmizoBaHe, noAgiliHe crine, nnaue60-KOHTPOIbOBaHe AOCAIMKEHHS dha3n 2 A5 OLHKM eDEKTUBHOCTI
Ta 6e3nekn SAR441344, MOHOK/IOHANBHOIO aHTUTINAa A0 aHTaroHicta CD40L, y naujieHTiB 3 peLuanByounm
PO3CiiHUM CK1epo30M», Ko aocnimkeHH ACT16877, 3 nonpaskoto 03, Bepcia 1 Big 16 nuctonaga 2023 poky;
cnoHcop - sanofi-aventis recherche & developpement, France (CaHoci-ABEHTIC pellepll e AeBesionMaH,
®paHuin)

3aasHuK - TOB «MAPEKCE/ YkpaiHa»

BYNO CTANIO
nikap 3axaposa J1.A. nikap 3axaposa J1.A.
[epxaBHa ycTaHoBa «YKpaiHCbKMA OepXaBHWi | [lepaBHa YCTaHOBa «YKPATHCbKUIA AepXaBHUIA
HayKOBO-AOCMIOHUA IHCTUTYT MeAMKO-COUiaNibHUX | HAYKOBO-AOCAIAHWIA IHCTUTYT MeAMKO-CoLjia/lbHUX
npobnem iHBanigHOCTI  MiHiCcTepcTBa OXOPOHM | NPO6sieM  iHBa/ligHOCTI  MiHICTepCTBa  OXOPOHMU
3[40pOB’A  YKpaiHu», HEBPO/OriYHe eKCnepTHO- | 340pOB’'s YKpaiHu», BigAiNeHHA HeBpPoOsorii Ta
peabiniTauiiHe BigaineHHa, M. JHINpo peaGinitauii 3 LUeHTpom Tepanii 60110, M. IHINpo

7. bpowypa pocnigHUKa AnNA  AOCNIAKYBaHOro  nikapcbKoro 3acoby Topunanimat
(JS001/TAB001/CHS-007), BuAaHHs 9.0 Big 06 ntotoro 2025 poky [0 NPOTOKOSY KNiHIYHOIO JOCNioKEHHSA
«PaHgowmizoBaHe, noAgiiHe cnine, nnauebo-kOHTPOIbOBaHe, My/IbTUPErioHasIbHE K/iHIYHE gocnigxeHHs Il



hasn 3 ouiHKM Topunanimaby npu Oro 3acTocyBaHHi y BWUrNsA4i MoHoTepanii abo y KombGiHauii 3
Tnpuemanimaéom (JS004/TAB004) B AKOCTI KOHconigauiiHOI Tepanii y nauieHTiB 3 loKasli30BaHUM
OPIGHOKNITUHHMM pakom sfereHb 6e3 nporpecyBaHHSA 3axBOPIOBAHHA MiCNA NPOBEAEHOT XiMiONPOMeEHEBOI
Tepanii», kog gocnimxkeHHs JS004-008-111-SCLC, Bepcis 3.0 Big 28 TpasHa 2024 poky; cnoHcop - «LlaHxai
LIstoHbLi BaliocaiieHces Ko., JItg.», Knutain [Shanghai Junshi Biosciences Co., Ltd., China]

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

8. Bpouwypa pgocnigHuka gna npenapary STELARA® (ustekinumab), BugaHHa 26 Big 12 niotoro
2025 poKy [0 nNPOTOKOMY K/IHIYHOrO AOChimpKeHHA «PaHaomizoBaHe, MoAgiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe Ta 3 aKTMBHUM KOHTPO/EM, b6araTtoueHTpoBe AOCAifAXeHHs ha3n 2/3, Wo npoBOoAUTLCA Y
napanesibHUX rpynax 3 MeTor OLiHK1 edheKTUBHOCTI Ta 6€e3neYHOCTi rycenibKymaoy Yy nawieHTiB i3 XBopoboto
KpoHa B aKkTuBHin pasi Big cepedHbOr0 [0 BaXKOrO CTYMEHS TSHKKOCT», KOA  [AOCAimKEHHS
CNTO1959CRD3001, 3 nonpaskoto 5 Big 12 nunHa 2022 poky; crnoHcop - Janssen Pharmaceutica NV,
Belgium / AHcceH ®apmalesTuka HB, Benbris

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

9. Bpowypa gocnigHuka MK-1084, BupgaHHsa 5 Big 09 ciuHA 2025 poKy, aHI1iiCbKOKO MOBOIO; YKpaiHa,
MK-1084-004, IHchopmauia Ta OOKYMEHT nNpo iHpopmoBaHy 3roay Ans nauieHTa, Bepcisa 1.01 Big
17 6epe3Hsa 2025 p., yKpaiHCbKO MOBOLO; Martepianu gna naudieHta: MK-1084-004_IMociGHMK Wwopno
Bi3UTIB nauieHTa_ana YKpaiHM_yKpaiHCbKOolo MOBOIO_Bep. 02.2; 3miHa BignoBigasbHOro gocnigHuka
[0 MPOTOKONY K/IHIYHOro gocnigxeHHs «PaHgomisoBaHe, NoABiiHe cnine, GaraToOLEHTPOBE AOCAIMKEHHS
[l dpa3n kombGiHauii MK-1084 3 nemGpoisyMmaboM NopiBHSAHO 3 KOMbGiHaLieo nembponizymady 3 nnayebo Sk
NiKyBaHHA NepLlol NiHii ANA yY4acHUKIB i3 MeTacTaTUYHUM HefpiGHOKMTITUHHUM pakoM JlereHiB 3 MyTauieto
KRAS G12C T1a ekcnpecieto PD-L1 TPS >50%p», kog pocnipkeHHs MK-1084-004, 3 iHKOpNoOpOBaHO
nonpaskoto 02 Big 04 xo0BTHA 2024 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme
LLC, USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/[, YkpaiHa»

BYNO CTAJIO
3aB. Big. Ko63es O.l. nikap Bosipcbkuii 0.0.
KomyHasibHe nignpruemcTBo «PiBHeHCbka obnacHa | KomyHasibHe nignpruemMcTBO «PiBHeHCbka obnacHa
KniHiyvHa  nikapHa  imeHi  HOpia  CemeHioka» | KiHiYHA  nikapHA  iMeHi  HOpia  CemeHoka»
PiBHEHCbKOT 061acHOI paan, o6nacHuii UeHTp | PiBHEHCbKOI 061acHoOi pagn, 06NacHUn  UeHTp
KapaioTopakasibHOI xipyprii, M. PiBHe KapaioTopakasibHOI Xipyprii, M. PiBHe

10. Bpowypa gocnigHuka, npenapar OCTA C1-INH, BugaHHs 07 Big 23 ciuHs 2025 poKy, aHrilicbKoo
MOBOIO /10 MPOTOKO/Y KMiHIYHOro AocnigkeHHs «MpocnekTMBHe, 6araToLeHTPOBe, paHAoMi30oBaHe, NoaBiliHe
cnine, nnaye6b0o-KOHTPOIbOBaHe AOCAIAKEHHSA 3 NapasielbHUMKM rpynamm dhasu 3 AN ouiHk1 epeKTUBHOCTI Ta
6e3MeYyHOoCTi BHYTPILUHLOBEHHOTO BBEAEHHSA KOHLEHTpaTy iHriditopa Cl-ectepasu (C1 INH), BugineHoro 3
NOACBLKOT Nnasmu, B y4acCHUKIB i3 BpPOMKeHow HepocTartHicTio C1-INH gnsa nikyBaHHA Ta gonpouefypHor
NPogiNakTUKM rocTPMX Hanafis cnagxkoBOro aHrioHEBPOTUYHOTO HabpSAKy» , Koh pocnigxeHHs CONE-02,
Bepcia 5.0 Big 11 rpyaHs 2023 poky; croHcop - «Oktaapma Papmauestuka MpogykTioHcl'ec M.6.X»
(Octapharma Pharmazeutika Produktionsges.m.b.H.), ABcTpis

3aaBHuK - TOB «[pem’ep Pecepy YkpaiHa»

11. OHoBNeHa Opoluypa gocnigHuka no npenapaty bakcgpoctar (Baxdrostat, CIN-107), Bepcisa 7.0 Big,
17 noTtoro 2025 poKy, aHrilicbkolo MoBotoO; IHthopmauis npo gocnipkeHHA Ta popma iHthopmoBaHOiI
3rogn, nokasbHa Bepcia Homep 3.0 AnA YKpaiHUM YKpaiHCbKOK MOBOLO, gata Bepcii 13 6epesHs
2025 poky Ha ocHoBi MacTtep Bepcii Homep 3.0 Big 05 6epe3Ha 2025 poky [0 NPOTOKO/Y KAiHIYHOMO
JocnigxeHHs «PaHgoMi3oBaHe, NoABiiHe cnine, nnaueb0-kOHTPO/IbOBaHe, KepoBaHe MOAISAMU AOC/iAKEHHS
hasn 3 ana ouiHkM BnauBy Bakcgpoctatry B koMGiHauii 3 [Janarnidpo3uHOM MOPIBHAHO fivwle 3
Janarnidp/io3MHOM Ha pu3nK PO3BUTKY BUMNaLKIB BrepLUe BUSABMNEHOI CepLeBOi HefoCTaTHOCTI Ta cepLeBo-
CYAVHHOI CMepTi B yYaCHMKIB i3 MiABULLLEHUM PU3MKOM PO3BUTKY CEPLLEBOI HEAOCTATHOCTI», KOA, AOCTIKEHHS
D6973C00001, sepcis 2.0 Big 25 nuctonaga 2024 poky; crnoHcop - AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

12. MpoTtokon KniHiuHOro BunpooyBaHHA NN7415-4307 (Explorer 8) «EdheKTUBHICTb Ta Ge3neka
npodcpizaKTUUHOro 3acTocyBaHHA KoHUM3yMmaby y nauieHTiB 3 remodpinieto A um b, He ycKnagHeHoO

4



iHriGiTopamu», chiHanbHa Bepcis 8.0 Big 31 CiuHa 2025 (Protocol NN7415-4307 (Explorer 8), version 8.0,
Final, dated 31 January 2025); IHchopmauis ana yyacHuka i Popma 3rogm Ha yyacTb A1 AOPOCUX,
thiHanbHa Bepcisa 8.0-UA(UK) Big, 26-TioToro-2025, ykpaiHCbKoto MOBOIO; IH(hopmaLia Ans ydacHuka i
dopma 3rogu Ha yudacTb AnA gopocnux dQiHanbHa, Bepcia 8.0-UA(RU) Big 26-/Tiotoro-2025,
pociiicbkolo MOBOIO; IHchopmauisa ana yyacHuka i Popma 3rogu Ha y4dacTb A 6atbKiB, piHanbHa
Bepcia 9.0-UA(UK) Big 26-/Tt0oToro-2025, ykpaiHCbKOo0 MOBOIO; IHhopmauis AnAa yyacHuka i dopma
3roAu Ha y4yacTb A5 6aTbKiB, (hiHanibHa Bepcis 9.0-UA(RU) Big 26-/1totoro-2025, pociiicbKoto MOBOI0;
IHchopmauia ana yyacHuka ta dopma 3roam Ha yyacTb Yy AOCAiMKEHHI AnA nigniTkie (14-17 pokis),
thiHanbHa Bepcis 8.0-UA(UK) Big 26-/Ttotoro-2025, ykpaiHCbKO MOBOI0; IHhopmauis a4nsa yyacHUKa 1a
dopma 3rogun Ha yuacTb y AocnimKeHHi ana nignitkis (14-17 pokiB), piHanbHa Bepcia 8.0-UA(RU) Big,
26-J/1roTOro-2025, pociiicbkoro MoBOIO; IH(hopmauia ana yyacHuka ta Popma 3rogun Ha BUKOPUCTaHHA
3pas3KiB KpoOBi Ans MallbyTHiX agocnigpkxeHb, piHanbHa Bepcia 8.0-UA(UK) Big 26-/ltoToro-2025,
YKpaiHCbKOI0 MOBOIO; IHhopmauis ana yyacHuka ta dopma 3roan Ha BUKOPUCTaHHS 3pa3KiB KpoBi ANns
MaiiGyTHIX gocnimpkeHb, piHanbHa Bepcia 8.0-UA(RU) Big 26-/llotoro-2025, pociiicbKolo MOBOLO;
MpoaoBXeHHs TepMiHY NpoBeAeHHs KNiHIYHOro BUNPoGyBaHHA B YKpaiHi A0 21 JlioToro 2028 poky 10
NPOTOKONY K/IHIYHOTO AOocCnifkeHHA «EdekTuBHiCTb Ta 6e3neka npodinakTMYHOro 3acToCyBaHHSA
KoHuun3ymaby y nauieHTiB 3 remodoisiieto A un b, He yCknagHEeHO!0 iHriGiTopaMmu», kog, focnigxkeHHss NN7415-
4307, chinanbHa Bepcia 6.0 Big 22 yepsHA 2023; cnioHcop - Novo Nordisk A/S (JaHis)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

13. Bpowypa gocnigHuka, TL-895, Bepcis 8.0, 29 cepnHsa 2024 poKy, aHrNilicbKkoo MoBo1o; IHhopmauis
Ana nauieHta i Popma iHchopmoBaHoi 3rogn ansa ¢asm NpPoaoBXKEeHHA NikyBaHHA: MS200662_0001
OcHoBHa ®I3 ana a3 npoaoBXEeHHA NiKyBaHHSA, ANA YKpaiHn, pegakuia 2.0 Big 23 rpyaHa 2024 poky
(MS200662_0001 MaiicTep-Bepcisa gopaTtky ao ®I3 gns yyacTti B (hasi NpoaoBXeHHs NiKyBaHHs, Bepcis
2.0 Big 05 rpyaHs 2024 poKy), YKpaiHCbKOLO, POCilicbKO0, aHrnificbkoro moBamu; ETuketkun ans TL-895,
6nictepu: eTukeTKa Big 05 ntotoro 2025 poKy, KapTOHHa ynakoBKa: eTuKeTka Big 05 ntoToro 2025 poky
[0 NPOTOKO/Y KIHIYHOrO gocnimpkeHHs «Pa3za I/ll, gocnifKeHHs NepLIoro 3acToCyBaHHS Yy Ntodei npenapaty
TL-895 Ak MOHOTepanii 3 eckanauielo [03M Yy MauieHTiB 3 peuuamBHUMu/pedpakTepHuMu B-KniTMHHUMK
3/109KICHMMIY 3aXBOPIOBAHHAMM Ta i3 nojanblUunMM 3acToCcyBaHHAM npenapaty TL-895 Ak moHoTepanii Ta y
pamkax KOMb6iHOBaHOI Tepanii pa3oM i3 HaBTEMaA/iIHOM Y MaUEHTIB 3 XPOHIYHMM AiMA)OLMTAPHMM 1EAKO30M
abo ApiGHOKMITMHHOK NiMJIOUMTAPHOK NIMAIOMOL0, SKi paHille He OTpUMYBaUIM fliKkyBaHHS, Ta NauieHTiB 3
peunanBHuM/pedopakTepHMM  XPOHIYHUM  AiMd)ouUTapHUM  N1eiko3oM abo  peuunamBHow/pedpakTepHO
[OPIGHOKNITUHHOK NiMdboumTapHOK NiMd)OMOI», Koa, aochimpkeHHs MS200662_0001, sepcis 15.0 Big Big
01 nunHAa 2024 poky; cnoHcop - «Tenioc ®apma, IHk» [Telios Pharma, Inc.], CLLUA

3anBHVK - TOBApUCTBO 3 06MEXeHOI0 BignoBiganbHicTio «MEAMENC YKPAIHA»

14. NpoTtokon EX6018-4758, Bepcia 14.0, chiHanbHa, Big 16 rpyaHAa 2024 p. (Protocol EX6018-4758,
version 14.0, Final, dated 16 December 2024); IHchopMmaLif oNnA ydacHUKa Ta dopmMa 3rogu Ha yyacTb Y
pocnipkeHHi, piHanbHa Bepcis 8.0-UA(UK) Big 27 ciuHa 2025 p, ykpaiHCbKOIO MOBOIO; IHthopMmauis ans
yyacHMKa [OC/iAKEHHA Ta dopmMa 3roau Ha HafiaHHA 3pasKiB KPOBi A1 MaWOYTHIX AOCNiAKEHD,
thiHanbHa Bepcia 4.0-UA(UK) Big 27 ciuHa 2025 p, yKpaiHCbKOO MoOBOIO; Ornspg BisuTiB, hiHanbHa
Bepcis 2.0-UA(UK) Big 04 6epe3Hs 2025 p.; lpeHTudikauiiHa kaptka, Bepcis 2.0-UA(UK) Big 04 6epe3Hs
2025 p.; KuweHbKOBMIA AOBIAHMK NaLlieHTa WOAO Bi3uTIB, (hiHanbHa Bepcia 2.0-UA(UK) Big, 04 6epe3Hs
2025 p.; Nuct po cimeitHOro nikapAa WoAo yTPpMMaHHsA nauieHTa, (piHanbHa Bepcia 1.0-UA(UK) Big
04 6epe3Hs 2025 p.; Bac BiTae 5-ii Bunyck intpopmauiiiHoro 6roneteHa ZEUS, Bepcis 1.0-UA(UK) Big 18
rpyaHs 2024 p.; Bac BiTae 6-i1 BunycK indbopmauiviHoro 6toneteHs ZEUS, Bepcis 1.0 -UA(UK) Big 18
rpyaHs 2024 p. 00 NPOTOKOMY K/iHIYHOrO BUNPOBYBaHHA «[ocnimkeHHs ZEUS - Bnnus 3intiBekimaody
MOpPIBHAHO 3 nnauebo Ha cepueBO-CYAMHHI HACMIAKM B YYaCHVKIB 3 AiarHOCTOBaHWM aTepoCK1epOTUYHUM
3aXBOPIOBaHHAM CepLeBOo-CYAUHHOI CUCTEMMW, XPOHIYHOK XBOPOOOI HUPOK | CUCTEMHUM 3anasieHHAM», KOZ
pocnipkeHHsa EX6018-4758, sepcia 12.0, chiHanbHa, Big 04 kBiTHA 2024 p. (Protocol EX6018-4758, version
12.0, Final, dated 04 April 2024); cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

15. YkpaiHa, MK-6482-005, IHchopmauis Ta OKyMeHT npo iHhopmoBaHy 3rogy ANA nauieHTa, Bepcia
2.05 Big 11 Gepe3HAa 2025 p., YKpAiHCbKOIO MOBOI [0 NPOTOKO/Y K/IHIYHOTO AOCAiMKEHHS «Bigkpute,
paHgomizoBaHe pgocnigpkeHHs 3 da3u npenapaty MK-6482 B nopiBHAHHI 3 npenapatom eBeposnimyc y
YYaCHVKIB 3 MOLUMPEHNM HUPKOBO-KAITUHHUM pakoM, siKiiA nporpecyBas nicnsa nonepegHboi PD-1/L1 Ta VEGF-
TapreTHoi Tepanii», ko4 gocnigpkeHHa MK-6482-005, 3 iHkoprniopoBaHoto nornpaskoto 09 Big 14 nuctonaga
2024 poky; cnoHcop - TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»



16. Bpouwypa gocnigHuka gocnigKyBaHoro snikapcbkoro saco6y ARGX-113 (Efgartigimod), BupgaHHA
13.0 Big 19 rpyaHa 2024 p., aHrAiicbko MOBOI; 3MiHA HasBM Micusi NPOBeAEHHA KNiHiYHOro
BUNPOGYBaHHA [0 NPOTOKOMNY KIIHIYHOTO AOCNIMKEHHA «BigkpuTe npofosxeHHA pocnimpkeHHa ARGX-113-
1802 pnA BMBYEHHA [OBrOCTPOKOBOI 6e3neyvyHocTi, MNepeHOCMMOCTi Ta e(eKTUBHOCTI npenapaty
EdrapTirimog PH20 ansa nigwkipHOro BBeAEHHA Yy NaAUiEHTIB i3 XPOHIYHOK 3anasibHOK [AeMiENiHi3y40o0
noniHeponartieto (X34M)», kog gocnimkeHHs ARGX-113-1902, sepcis 8.0 Big 02 nunHsa 2024 pokKy; CNoHCOop -
argenx BV, Belgium/ apgpxeHkc BB, benebrisi

3asBHIK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifli KOKPEWH», YkpaiHa

BYNO

CTAJNI0

nikap 3axaposa J1.A.

[epxaBHa ycTaHOBa
HayKoBO-40CNigHNIA
npo6sem  iHBasiAHOCTI
300poB’A  YKpaiHn»,
peaGiniTaujiiiHe BigaineHHs, M. [IHINpo

«YKpaiHCbKNIA  AepXaBHWi

MiHicTepcTBa  OXOpPOHU

IHCTUTYT MeAMKO-COLias/TIbHUX

HEBPOHOFilIHe €KCNnepTHO-

nikap 3axaposa J1.A.
JepxaBHa YycTaHOBa «YKpaiHCbKNA OepXaBHUI
HayKOBO-AOCMIAHWIA IHCTUTYT MefMKO-CcoLiasibHUX
npo6nem iHBanigHOCTI  MiHiCTepcTBa  OXOPOHM
3[0pOB’'A YKpaiHn», BiggineHHA HeBponorii Ta
peabGinitauii 3 LleHTpom Tepanii 6onto, M. 1HINPo

17. 3miHa Ha3BU Micusl NPOBeAEHHA KNiHIYMHOro BUNPOGYBaHHA [0 NPOTOKOJY K/IIHIYHOIO OOCAIIKEHHSA
«PaHgomizoBaHe, noggiiHe cnine pocnigmxkeHHs Il dasm gna ouiHkM nepionepauinHoro 3acTocyBaHHS
nem6ponisymadby (MK-3475) y kombiHauji 3 Heoa'toBaHTHOK XiMiOTepanielo NOPiBHAHO 3 nepionepauinHim
3acTocyBaHHAM Mnauebo y koMmbiHauii 3 Heoaa'toBaHTHO XiMioTepanielo B yYaCHUKIB 3 M'130BO-iHBA3VBHUM
pakoM Ce4yoBOro Mixypa, npuagaTHux Ans nikyBaHHsA umcnnatnHom (KEYNOTE-866)», kof AOCNiaXeHHs
MK-3475-866, 3 iHkopnopoBaHoto nonpaBkoto 06 Big 14 cepnHa 2023 poky; cnoHcop - TOB Mepk LWapn eHg,

Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNO

CTANO

O.M.H. AHTOHSAH .M.

KomyHasnbHe HekomMepLiiHe nignNpUeEMCTBO
XapkiBCbKOT obnacHoi pagu «ObnacHuii
MEAVNYHUIA KIIHIYHWIA LeHTp yponorii i Hedponorii
imeHi B.l. Lllanosana», yponoriyHe BiaAifIeHHs
Ne5, XapkiBCbKa MeauyHa akagemis
nicnaAMNAOMHOI OCBITU, Kadhegpa 3aranbHOI,
[NTAYOI Ta OHKOJIOTiYHOI yponorii, M. XapkiB

O.M.H., Npodd. AHTOHSH |.M.

KomyHanbHe HekomepLUiiHe nignpuemcTBo
XapkiBcbkoi 0b6n1acHoi pagn «O6iacHWii MmeanyHuii
KMIHIYHWA ~ ueHTp  yponorii i Hedpponorii
imeHi B.l. WanoBana», BiggiIeHHA OHKONOriYHOT
yponorii  Ne5, XapkiBCbKWI  HauiOHaJIbHUIA
MepM4YHUiA yHiBepcuteT, Kadegpa ypoJsiorii Ta
ANTAYOI yponorii, M. Xapkis

18. 3miHa BignoBiganbHOro AocnigHMKa A0 NPOTOKOAY K/HIYHOro AocnimpkeHHs «[lloaiHe cnine
pocnipkeHHs 1ll dasn, Wo npoBoAUTbCS B ABOX rfpynax Ansa OuiHKM 6e3nekn Ta edqeKTUBHOCTI
nem6ponisymady (MK-3475) y nopiBHAHHI 3 niauebo B SAKOCTI af'toBaHTHOI Tepanii y Y4YacHWKIB i3
renaTouestoNsipHO KapUUHOMOK Ta MOBHOK PafionoriyHo BiAMNOBIAA Nicns XipypriyHoi pesekuii abo
nokansHoi abnauji (KEYNOTE-937)», koa pocnigpkeHHa MK-3475-937, 3 iHkoprniopoBaHoto norpaskoto 08 Big
08 rpyaHsa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Odoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/[, YkpaiHa»

BYNO CTANO
nikap benikosa A.M.

MeanyHuii LeHTp «YHiBepcasibHa KiHika «O6epir»

nikap Wmwura O.HO.
MeamnuHuin LeHTP «YHiBepcasibHa KniHika «Obepir»

ToBapuctBa 3 OOMEXEHOW  BiAMOBIAA/ILHICTIO | TOBApUcTBa 3  O0OMEXEHOH  BignoBiAAsIbHICTHO
«Kanutan», KiHiko-KOHCYNbTaTUBHE BiadineHHs, | «KanuTtan», KMiHIKO-KOHCYNbTATUBHE  BiffiNeHHs,
M. Kuis M. Kni

19. 3miHa Ha3BU Micusa NPOBeAEHHA KNiHIYHOro BUNPOGYBaHHA A0 NPOTOKO/Y K/IHIYHOIo AOCAIMKEHHS
«PaHpomizoBaHe pocnigpkeHHs [l da3n gns ouiHkM LUMcTekToMii B KOoMGiHauii 3 nepionepauiiHnm
3aCcTOCyBaHHAM Nembponisymaby Ta o5 oLiHKV LMCTEKTOMIT B KOMOGiHaUIT 3 nepionepauiiHum 3aCTOCYBaHHAM
eHdopTyMady BeAOTUHY Ta NeMOpPOoi3ymMady NopiBHSAHO 3 NPOBEAEHHSM TifIbKU LUCTEKTOMIT 47151 yHaCHWKIB
3 M'A30BO-iHBa3NBHUM pPakoM CEYOBOro Mixypa, AKMM He MOXHa MPoBOAMTU NiKyBaHHA LMCMIaTUHOM abo ki
BigMoBunuca Big nikysaHHA uncnnatnHom (KEYNOTE-905/EV-303)», kog pocnimkeHHs MK-3475-905, 3



iHKopropoBaHoto nonpaekoto 11 Bifg 16 ciuHga 2025 poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck

Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

MEOUYHUIA KNIHIYHWIA LeHTp yponorii i Hedhponorii
imeHi B.l. lllanosana», yponoriuHe BiaAifIeHHs
Ne5, XapkKiBCcbKa MeguyHa aKkagemis
nicnAaaMNIOMHOI OCBIiTH, Kadhegpa 3aranbHOI,
[MNTAYOI Ta OHKOJIOTiYHOI yponorii, M. XapkiB

BYNO CTANNO
O.M.H. AHTOHSH |.M. O.M.H., npodd. AHTOHSH |.M.
KomyHausibHe HekoMepLiiHe nignpuemMcTBo | KoMmyHanbHe HekoMepLiiHe nignpUeEMCTBO
XapkiBCbKOT obnacHoi paau «O6acHuin | XapKiBCbKOT obnacHoi pagu «O6nacHui

MEOUYHUIA KAIHIYHWIA LeHTp yponorii i Hedhponorii
imeHi B.l. WWanosana», BigQiIeHHA OHKONOriYHOT
yponorii  Ne5, XapkiBCbKuUiA HauiOHaNIbHWUIA
MeguUHUiA yHiBepcuteT, Kadegpa yposorii Ta
[NTAYOI yponorii, M. XapkiB

20. 3any4yeHHs pocnigHUKa-KkoopAuHaTtopa B YKpaiHi — A.M.H. MiweHko Jlapuca AHaTtoniiBHa [0
MPOTOKOJ/TY KNIHIYHOrO AoCnigpkeHHs «PaHgomizoBaHe, NoAgiiiHe crine AoCAimKeHHs da3n 3 A1 OLiHKM
BnAvMBY npenapaty BanuuHpeHoH/Oanarnicpso3MH nNopiBHAHO fvwe 3 Aanarnipno3MHOM Ha PUsnK
BMHUKHEHHA $BULL, CepueBOi HeAOCTATHOCTI Ta CepLeBO-CYAMHHOI CMepTi Yy nauieHTiB i3 cepueBolo
HeJOCTaTHICTIO Ta NopyLUEeHHAM (PYHKUIT HAPOK», ko4 AocnimkeHHsa D6402C00012, sepcia 2.0 Big 11 ciuHA
2024; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

21. 36iNblEHHA KiNbKOCTi paHaoMi3oBaHMX NauieHTIB B YKpaiHi 3 26 go 30 ocio; 3MmiHa Ha3Bu Micus
npoBefeHHsA K/iHIYHOro BUNPOOYBaHHA [0 MPOTOKO/Y KNiHIYHOrO BMNPO6yBaHHs «JocnigxeHHs |l dasm
OUiHKM edheKTMBHOCTI Ta 6e3neyHocTi MK-1026 y nauieHTiB 3 remMaToNoriyHuMn  3/108KICHUMU
3aXBOPIOBaHHAMU», Kof pocnifixeHHs MK-1026-003, 3 iHkopnopoBaHolo nonpaskow 08 Big 16 TpaBHS
2024 poky; cnoHcop - TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO
O.M.H., Nnpod)., 3aB. KNiHikowo Kpayok LA,

CTANO
O.M.H., npodh. Kpsayok |.A.

[epxaBHe HekomepuiiHe nigNpueMcTBO | [lepxxasHe HekomepuinHe niANpUeEMCTBO
«HauioHanbHWi IHCTUTYT Paky», Kninika | «HauioHanbHwWi IHCTUTYT Paky», Kninika
ximioTepanii Ta OHKOremartosnorii, HayKOBO- | OHKOrematosiorii Ta  K/iHIYHOI  OHKonNoOril,
KNiHIYHWIA  BIQ4I1  OHKOreMaTosorii, Big4INEHHS | HAYKOBO-K/iHIYHWIA BiAgin OHKOremartonorii,

OHKoremaronorii, M. Kuis BigAiNeHHs1 OHKoremaronorii, m. Kuis

22. bpowypa gocnigHuka PaniHenar (APD811), Bepcis 14 Bif, 22 ciuHA 2025 poKy, aHrNilicbKOK0 MOBOIO;
IHchopMmauiviHuii nucTok i chopma 3rogu, Bepcia V4.4UKR(uk)1.0 Big 05 6epe3sHs 2025 poky, nepeknap,
YKpaiHCbKOI0 MOBOKO Bifg, 13 G6epe3Hsa 2025 poKy [0 MpPOTOKOY KAiHIYHOro gochigxeHHsa «ADVANCE
EXTENSION BigkpuTe poswmvpeHe AOCMIMKEHHA 3 OLiHKM AOBrOCTPOKOBO! eddeKTUBHOCTI Ta 6e3neyHOCTi
paniHenary B nauieHTiB i3 JiereHeBOK apTepiasibHOW rinepTeHsieo», ko pocnipkeHHs ROR-PH-303
(APD811-303), 3 iHkoprnopoBaHoto nonpaskoto 5 Bifg 30 cepnHa 2024 poky; cnoHcop - «KOHaiTen Tepan'toTike
KopnopeliwH» (United Therapeutics Corporation), United States

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

23. OHOBJ/IEHUII NPOTOKOJ KiiHIYHOro gocnimxkeHHsa EFC17504, 3 nonpaBkoto 03, Bepcia 3 Big

19 nuctonaga 2024 poKy; OHOBAEHUIT NPOTOKO KIliHIYHOro gocnigkeHHs EFC17504, 3 nonpaBkoto 04,
Bepcifa 2 Big 22 ciuHA 2025 poky; IHhopmauisa ana nauyieHta Ta oopma iHhopmoBaHOiI 3rogun, Bepcisa
Ne2 Big 10 ntotoro 2025 poKy, YKpaiHCbKOK Ta pocilicbkoo MoBamu; IHchopmauisi npo nopanblue
crnocTepeXeHHs 3a nepeGiromM BariTHOCTi NApTHEPKU yYacHUKa AochimxeHHA Ta hopma iHhopmoBaHoi
3rogu, Bepcis Ne2 Big 10 ntotoro 2025 poKy, yKpaiHCbLKOI Ta pociiicbkolo MoBamu; IHchopmauia ans
nauieHTa Ta dopma iHhopmMoBaHoOi 3rogu, JopaTtkoBa chopma 3roan ANA NPOAOBXEHHS y4yacTi B
pocnipkeHHi nicna KNiHiYHOro peuuguBy a6o nporpecyBaHHA 3axBOPHOBaHHA, Bepcisa Nel Big
10 notoro 2025 poKy, YKpPaiHCbKOIO Ta POCiliCbKOIO MOBaMu; 36i/IbLUEHHA KiNIbKOCTI NaLi€HTIB, AKi
npuiimaloTb yyacTb y KJliHiIMHOMY BUNPOOYBaHHi Ha TepuTopii Ykpaiiu, 3 80 go 115 oci6; OHOBMEHHSA
cekuin «fkictb» Jocbe AocnimKyBaHOro nikapcbkoro 3aco6y frexalimab (cpekcanimab) Tta
BignosigHoro Mnaue6o: IMPD QUALITY DATA, DRUG SUBSTANCE, frexalimab (150 mg/mL solution),
BuAaHHA Big 29 nuctonaga 2024 poky; IMPD QUALITY DATA, DRUG PRODUCT, Frexalimab solution
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for injection, Dosage strength: 1200 mg/8mL (150 mg/mL), BugaHHs Big 03 rpyaHsa 2024 poky; IMPD
QUALITY DATA, Placebo matching frexalimab solution for injection, 8 mL/vial, BugaHHs Big 03 rpyaHs
2024 poky; A.2 ADVENTITIOUS AGENTS SAFETY EVALUATION, Frexalimab, solution for injection,
150 mg/mL, BugaHHsa Big 02 rpyaHs 2024 poky; OHoBneHa Bpoluypa gocnigHuka ans aocnifpKyBaHoro
nikapcbkoro 3acooy frexalimab SAR441344, BuaaHHaA 7 Bif, 22 ciuHA 2025 poKy [0 NPOTOKO/Y KNiHIYHOro
JocnipkeHHs «PaHgomizoBaHe MogBiiiHe criine JochimpkeHHa dpasyn 3 [ NOpPIBHAHHA edekTMBHOCTI Ta
6e3nekn cppekcanimady (SAR441344) 3 nnauebo y AOPOC/IMX YHYaCHUKIB 3 HEpeuuanBytounM BTOPUHHO-
NporpecyyMmM po3CiiHUM CK1epo3oM», koa aocnigkeHHs EFC17504, 3 nonpaskoto 01, Bepcida 1 Big 07 rpyaHA
2023 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTic Peweplu e
JesenonmaH, ®paHuis)

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»



