Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIIB KNiHIYHUX BUNPOGYBaHb, PO3rNsaHYTUX Ha 3acigaHHAX HEP Ne 08 Big 13.03.25, HTP Ne 10 Big,
13.03.25, Ha siKi 6ynin oTpUMaHi MO3UTUBHI BUCHOBKUN EKCNepPTiB»

1. «PaHgowmi3oBaHe, nogeiliHe chine, nnaueb0-kOHTPONbOBaHe, MOAIMHO-OPIEHTOBaHE JOCAIMKEHHA (hasn 3
051 BUBYEHHS BNABY peTaTpyTuaAy Ha 4acToTy BUHUKHEHHS 3HAYHUX HECNPUSAT/IMBUX SBULL 3 6OKY CepLeBo-
CYAMHHOT CUCTEMW Ta HUPOK Y MaLEHTIB 3 iHAEKCOM Macu Tifla = 27 Kr/M? Ta aTepOCKIepPOTUYHUM CepLEeBO-
CYAVHHUM 3axXBOPIOBaHHAM i/ab0 XpPOHIYHUM 3axBOPIOBAHHAM HUPOK», KO4 pocnimkeHHs J1I-MC-GZBO,
Bepcia 3 nonpaskoto (C) Big 19 BepecHa 2024 poky, cnoHcop - Eni flinni eng Komnawi, CLWA / Eli Lilly and
Company, USA

®a3za - Il

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis

Ne MM.1.b. BignoBigansHOro gocnigHuka

n/n HasBa micus npoBeAeHHs KNiHIYHOIro BUNPOOYBaHHS

1. | o.m.H., npodp. Cepriexko O.O.

KomyHasibHe HekoMepujiiHe nignpuemcTBo JIbBIBCbKOI 06/1acHOi paan «JIbBIBCbKWI 0b6nacHwii
KNIHIYHWIA  giarHOCTUYHWMIA UeHTp», dinia «LleHTp eHAOKPWHOIONYHOTO 340PO0B'S  HAaCeNEeHHS»,
NoNiKMiHIYHE BiAAiNeHHs, JTbBIBCbKMWiA HaLjioOHa/TbHWIA MeNYHNIA yHiBepcuTeT
imeHi JJaHnna Nanvubkoro, kadeapa eHaoKpUHoNorii, M. J1bBiB

2. | nikap binoTtkau O.Y.

MeamnuHnin ueHTp ToBapucTBa 3 OOMEXEHO BiAMNOBIAANLHICTIO «EaensBelic Megike», nikyBasibHO-
npodpinakTMyHMiA Nigposain, M. Knis

3. | A.M.H., npod. MawkoBcbka H.B.

O6nacHe KOMyHas/lbHE HeKoMmepujiliHe MigNpPUEMCTBO «YepHiBeubka o6nacHa K/iHiYHa NikapHs»,
€HAOKPWHO/IOrNYHEe MNOoJiKNiHIYHE BiAAINEHHS, BYKOBUHCLKUIA AepXaBHWUA MeAMYHWUIA YHIBEpCUTET,
Kachbeapa KNiHiYHOT iMyHONOriT, anepronorii Ta eHAOKPUHoONOoril, M. YepHiBuj

4. | nikap Byraituyk O.B.

MpuBaTHe Mane NignpPUEMCTBO, MEANYHWUIA LEeHTP «ynbec», TepaneBTUYHe BigaineHHs, M. BiHHMUUSA
5. | K.M.H. babaHiHa T.B.

MeamnuHnin LeHTp «YHiBepcanbHa KhiHika «O6epir» ToBapuctBa 3 OOMEXEHOI0 BifNoBiAa/IbHICTIO
«Kanutan», KNiHiko-KOHCY/AbTaTUBHE BigAiNeHHs, M. Knis

6. | nikap YynpuHa /1.0.

MeauuHunin ueHTp ToBapucTBa 3 06MEXEHO BifgnoBifasIbHICTIO «LIeHTp ciMeliHOT MeguLUmMHM NC»,
NiKyBa/IbHO-NPOMiNaKTUYHWIA Nigpo3aia, M. Kuis

7. | nikap Yynoscbkuin B.4.

KomyHanbHe HekomepuiliHe nignpueMCTBO «/IbBiBCbke TepuTopiasibHe MeguvHe 06’eAHaHHSA
«KniHiyHa nikapHA nNNaHoBOro NikyBaHHA, peabinitauii Ta naniaTMBHOI AONOMOrM», BiA4i/IEHHA
[JEHHOro cTalioHapy BiJOKpeM/IEHOIo Niapo3ainy «4-a nikapHa», M. J1bBiB

8. | A.M.H., npocp. BnaceHko M.B.

KomyHasibHe HekomepuiiHe MiANPUEMCTBO «BiHHMLbKWIA 06G/1ACHUIA KAIHIYHUIA €HOOKPUHOOTIYHWIA
UeHTp BiHHMUBKOI o06nacHOi Pagu», TepaneBTWYHE BIAAINIEHHA KOHCY/bTATMBHOI MNOAIKAIHIKN,
M. BiHHMUS

9. | A.M.H., npodh. MaHbkoBCbKMIA B.M.

AKUiOHEpHE TOBapMCTBO «KoMNaHis aBialiiiHOro Ta pakeTHO-TEXHIYHOTO MallMHOBYAyBaHHS», LIeHTp
MeAMYHUX NOC/YT Ta peabiniTauii, BigaiNneHHss AeHHOro cTauioHapy, M. Kuis

10. | K.M.H. BuwuHmnBeupKwii 1.1.

KomyHasnbHe nignpnemcTBo «JlikapHsa Nelx» )XUTOMUPCLKOT MiCbKOT pagu, KOHCYIbTaTUBHO-MiKyBaslbHE
BigAiNeHHs1 «HaykoBO-A0CAIAHNLBKWIA LEHTP», M. XKutomup

11. | K.M.H. O6epTuHcbkKa O.T.

ToBapucTBO 3 0OMEXEHOI0 BignoBigabHICTIO «MeaguyHuii LieHTp Xenc KniHik», MeanuHuii KniHiyHuia
JocnigHMUBbKWIA LEHTP, BiAA4in kapaionorii Ta peemartonorii, M. BiHHMUS

12. | nikap TomeHeBa K.C.

ToBapucTBO 3 0OMEXEHOI BiAMNOBIAANbHICTIO «KiHikO-[iarHOCTUYHWUIA UEeHTP», MeguyHuin LEeHTp,
noikNiHivYHe BiAAiNeHHs, M. IBaHO-PpaHKiBCbK

13. | K.M.H. BepeHdpyc B.A.

ToBapncTBO 3 O6MEXEHOI BignoBiganbHicTIo «BANC K/IHIK», Meguunnii LeHTp, TepaneBTuuHe
BiAAiIEHHSA, M. |IBaHO-PpaHKIiBCbK




14. | A.M.H. 3iHny O.B.

JepxaBHa ycTaHoBa «lHCTUTYT eHOOKpuHonorii Ta 06MiHy pedvoBuH iMm. B.M. KomicapeHka
HaujioHanbHOT akagemii MeauMyHUX Hayk YKpaiHu», BigAin BIKOBOI eHOOKPWHOJONT Ta KNiHIYHOT
hapmakonorii, M. Kuis

15. | nikap MNocton C.B.

ToBapucTBO 3 0OMEXEHOW BiANoBiganbHicTo «Mepnbya-Kninik», MegnuHwii LeHTp, NiKyBaslbHO-
NpoqifIaKTMYHWIA Nigpo3gin, M. Knis

2. «KKEYMAKER-UO1 — nignocnimpkeHHs 01G: napacosibkoBe gocnimkeHHs |l dpasu 3 noueprosrmm rpynamm
OS5 BUKOPUCTaHHA JOC/iAKyBaHUX 3ac06iB y kKOMbiHaLii 3 nemoéponisyMmadom i3 fogaBaHHAM XimioTepanii Ha
OCHOBI NNatnMHM abo 6e3 Hei y paHille HesnikoBaHWX Y4YaCHWKIB i3 HegpiOHOKNITUHHUM PakKOM JlereHb
IV cTagii», kog gocnigpkeHHs MK-3475-01G, Bepcis 00 Big 16 BepecHsi 2024 poky, cnoHcop - TOB Mepk LWapn
eHg Aoym, CLLUA (Merck Sharp & Dohme LLC, USA)

Pa3za -l

3aaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»

Ne . . .
n/ M.1.B. BignosigasbHOro gocnigHuka, MoUMiTKA
n Hassa micus npoBefeHHs KiHIYHOro BUNPOGYBaHHS P

1. | aupekTop MNapamoHos B.B.

KomyHasibHe  HekomepuiiHe  MAgnpUEMCTBO  «K/IHIYHMIA  LEHTP  OHKOJIOrIT,
remaToorii, TpaHCnNaHToNorT Ta naniaTUBHOI Aornomorn Yepkacbkoi o6nacHol
paaw», Biaain KNiHIYHOT OHKONOTIT (OHKOXIMIOTEpaNneBTUYHMIA), M. Yepkacu

2. | 3aB. BigaineHHs boiiko B.B.

KomyHaslbHe  HekoMepujiiiHe  nignpuemcTBO  «[pukapnaTCbKUil  KAiHIYHWIA
OHKOJIOTiYHWIA UeHTp |BaHO-®paHKIiBCbKOT 061acHOT pagu», XipypriyHe BiggineHHs
Ne2, M. IBaHO-PpaHKIBCbK

3. | 3aB. obnacHoro ueHTpy Kob3es O.I. 3HATO 3
KomyHasibHe  nmignpueMcTBO  «PiBHEHCbka  o6nacHa  KiHiYHA  AiKapHAa | po3rnsay 3a
imeHi HOpis CemeHioka» PiBHEHCbkOT o6nacHoi paan, 06MacHWiA  LEHTP | pilleHHAM
KapgioTopakabHoi Xipyprii, M. PiBHe croHcopa
4. | K.M.H., 3aB. BiggineHHs Mputynsak C.M.

KomyHanbHe HekomepuiliHe nignpueMcTBO «IMOAINbCbKUIA perioHaNbHUiA LEeHTp
OHKos0riT BiHHMLbKOT 06/1aCHOT paan», TopakasibHe BigdiNeHHs, M. BiHHMUA

5. | 3aB. BigaineHHs 3yo6kos O.0.

[JepxaBHa ycTaHoBa «HaLioHa/IbHWIA HayKOBWIA LLEHTp Xipypril Ta TpaHcnAaHToNoril
imeHi O.O. LWanimoBa HauioHanbHOT akageMil MeguyHuX HayK YKpaiHu», BigaineHHs
OHKonorii, M. Kuis

3. bpowypa AocnigHuka IJNJ-67896062 (macitentan), BugaHHsa 22 Big 02.12.2024 p. [0 NPOTOKONY
KMNiHiYHOro pgocnimkeHHs «lpocnekTMBHe, OaraToueHTpoBe, MNoABiiHE cnine, 3 MOABIAHOK iMiTaui€t,
paH4oMi30BaHe, 3 aKTMBHUM KOHTPONEM, B napaneflbHux rpynax, 3 NOCNiAOBHUM BK/KOUYEHHAM rpynm,
aganTuBHe, KOHTPO/IbOBaHe 3a NOoAIAMN KAiHIYHE A0CNiMKEHHA TPeTboT ha3m Ansi NOPiBHSHHA eheKTUBHOCTI,
6€e3MneyHoCTi Ta NEepeHOCMMOCTI MaujiTeHTaHa 75 Mr 3 mauiteHTaHoM 10 Mr y nauieHTiB 3 JIereHeBOoK
apTepiasibHOIO TinepTeH3ielo 3 NojasibluMM NepiofoM BIOKPUTOrO JliKkyBaHHA MauiTeHTaHOM 75 Mr», Koj,
pocnigpkeHHs AC-055-315, 3 nonpaBkow 4, Bepcis 5, Big 04.04.2023 p.; cnoHcop - «AHCCEH
SAPMALIEBTUKA HB», besnbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

4. 3miHa BignoBiganbHNX AOC/NIAHNKIB Ta Ha3B ABOX MiCLb NPOBEAEHHSA KNiHIYHOro BUNPOGYBaHHA [0
NPOTOKONY KNIHIYHOrO JocnimkeHHs «MonarchE: PaHgomizoBaHe, Bigkpute gocnimpkeHHs Il dpasn tepanii
abeMauikniéom B kOMOGiHaL|ii 3i CTaHAApPTHOK af'toBaHTHOK rOPMOHOTEpPAnNIel0 B MOPIBHAHHI 3i CTaHAAPTHO
aA'toBaHTHOK TOPMOHa/IbHOID MOHOTEpanield y MalieHTiB i3 MOYaTKoBOK CTafietd rOpPMOH-pelenTop-
NO3UTUBHOIO, 3 HErATUBHUM PELENTOPHMUM CTaTyCOM JIIOACHKOro enigepmasibHoro dpaktopa pocTy 2-ro tmny,
NaxBoBuX NiMaTUYHKUX BY3NiB NO3UTUBHOIO pPaky MOJIOYHOI 3a/103M BUCOKOrO PU3UKY», KOZL AOCHIIKEHHS
I3Y-MC-JPCF, 3 iHKoprnoposaHoto nonpaskoto (h) Big 20 ntotoro 2024 poky; cnoHcop - Eni linni eng Komnai,
CLWA

3anaBHuK - «Eni Nlinni Boctok CA», LUBseiiyapis



BYNO

CTANO

A.M.H. ToTbkoO €.C.

LleHTpasibHa MicbKa KhiHiYHa nikapHs, Micbkuii
OHKOJIOFiYHUIA  UeHTp, [epxaBHuii  BULLKWIA
HaBYasibHW 3aKnag, «YXropoAcbkuin HalioHanbHui
yHiBepcuteT», kadpeapa OHKosorii Ta pagionorii
hakynbTeTy nicNAAUnNIOMHOI OCBITU Ta
[OYHIBEPCUTETCHKOT NiArOTOBKU, M. YXXropog,

nikap Forbko 1.10.

KomyHanbHe  HekomepuiiHe  NignpUeEMCTBO
«Y)ropoacbka Micbka 6araronpodinbHa
KNiHIYHa NikapHA» Y)XropoAcbKOi MiCbKOi paau,
OHKOJIOTiYHe BiggineHHsA BifOKpemMneHoro
nigposainy «KniHiuHa nikapHA 3 HeBigKNagHUX
CTaHiB Ta EeKCTPeHOi MeAUYHOI [0NOMOru»,
JepxaBHuii BULLAT HaBYasIbHUIA 3aknag
«YXXropoAcbknii  HauioHanbHWiA  yHiBEpCUTET»,
Kachegpa oOHkonorii Ta pagionorii - pakynbTeTy
nicNSAMnIOMHOI  OCBITM Ta A0YyHIBEPCUTETCbKOI
NigroToBKK, M. YXropoz

nikap Bep3oii O.A.
KomyHanbHa ycTtaHoBa
KNiHiYHa nikapHa»,
xipyprii, M. Ogeca

«Opecbka o06GnacHa
BiOAIIEHHA  TOpaKasibHOI

nikap CrtpemoGiuybka H.B.

KomyHanbHe HeKkomepLiliHe  nNigNpPUEMCTBO
«Opecbka o6n1acHa KniHiyHa nikapHsa» OpecbKol
o6nacHoOI pagu», BifiNeHHA TopakasibHOI Xipypri,
M. Oneca

5. 3miHa Ha3BU Micusa nNpoBeAeHHA KiiHiYHOro Bunpo6yBaHHA; MK-2140-003 MOCiGHMK WOAO0 Bi3UTIB
AN nauieHTa, Koropta A, Ana YKpaiHu, YKpaiHCbKOO MOBOI, Bepcifi 05.1 [0 NpOTOKO/Y K/IiHIYHOro
JocnipkeHHs «baratoueHTpoBe, BigkpuTe, paHAoMi30BaHe, 3 aKTUBHUM KOHTPOJIEM AOChifxXeHHA 2/3 das3u
3unoBeptamady BepoTuHy (MK-2140) y kombGiHauii i3 cTaHAApPTHMM JiKyBaHHSAM Y Nali€eHTIB 3
peunauByovold abo pedipakTepHor Andy3HO B-BeNMKOKNITMHHOW niMdomoto (waveLINE-003)», kopg
pocnipkeHHss MK-2140-003, 3 iHkoprnopoBaHoto nonpaBkoto 05 Big 02 )oBTHA 2024 poky; cnioHcop - TOB Mepk
Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

OHKoremartonorii, M. Kuis

BYNO CTANO
O.M.H., npodh. Kpsayok |.A. O.M.H., npod). Kpsayok LA,
JepxaBHe HekomepLUiiHe nignpuemcTeo | JepxasHe HekoMepLiiHe nignpueMCTBO
«HaujioHanbHuiA IHCTUTYT  paky», KniHika | «HauioHanbHwui iHCTUTYT paky», KNiHika
ximioTepanii Ta OHKOremMarosiorii, HaykoBO- | OHKOremaTonorii Ta KNiHiYHOT OHKOJOrii, HayKOBO-
KNiHIYHWIA  BigAiN  OHKOremartonorii, BigAiNeHHs | KAiHIYHWA  Bigain  OHKOreMaTosiorii,  BiAAi/ieHHs

OHKoremartosorii, M. Kuis

6. Bpowypa gocnigHuka, npenapat HotoHopM, BugaHHsa 05 Big 18 rpygHAa 2024 poKy, aHriiCbKOKO
MOBOIO [0 MPOTOKONY K/IHIYHOro AocnimXkeHHs «[poCneKkTMBHE BiAKPUTE HEMNOPIBHS/IbHE GaraToLEHTPOBE
pocnimpkeHHs 1l da3n ana ouiHku dapMakoKiHETUKK, eeKTUBHOCTI, NepeHOCUMOCTi Ta 6e3neyHocTi
npenapaTty iMyHOrnobyniH nwoanHn ans nigwkipHoro BeefeHHs (HbOHOPM) Yy nauieHTiB i3 NepBUHHUMM
iMyHOAEILUTHUMKN 3axBOprOBaHHAMMU», kof, gocimkeHHs NORM-01, sepcis 05 Big 03 cepnHa 2023 poky;
cnoHcop - «OkTachapma ®dapmauesTuka [popgykTioHnclec M.6.X» (Octapharma Pharmazeutika
Produktionsges.m.b.H.), AscTpist

3asaBHUK - TOB «[lMpeM’ep Pecepy YkpaiHa»

7. 3MiHa BignoBiganbHOro AocnigHMKa 10 NpoTOKO/Y KNiHIYHOrO AocnigkeHHs «PaHaomizoBaHe, 11l dasu,
noZBiiHe crine [OCNifpKeHHS KOMObiHauil TpacTy3ymMaly, ximioTepanii Ta nembposnisymaby y NOpiBHSAHHI 3
KOMbiHaLjieto TpacTy3ymaby, ximioTepanii Ta nfaue6o sk Tepanii nepLoi niHil y nauieHTis 3 HER2-no3nTmBHOW
MeTacTaTUYHOH afeHOKaPLMHOMOH LLTYHKY ab0 LU/TYHKOBO-CTpaBoxigHoro 3'eaHaHHa (KEYNOTE 811)», kog,
pocnipkeHHss MK-3475-811, 3 iHkoprnopoBaHoto nonpaskoto 09 Big 08 BepecHa 2022 poky; cnoHcop - TOB
Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3anBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBifanbHicTio «MC/L YkpaiHa»

BYNO CTANO

nikap InbiH €.0.
KomyHasibHe
«ObnacHuii

nikap KeumaH P.B.
KomyHanbHe HekomepLUiiHe
«O6nacHUii  LLeHTP  OHKOMOrii»,

HekomepLUiiHe
LEeHTP  OHKOJIOTii»,

nignpUeMCTBO
OHKOXipypriyHe

nignNpUeMCTBO
OHKOXipypriyHe




| BigAineHHs opraHiB YepeBHOI MOPOXHUHM, M. XapkiB | BiafineHHs opraHis YepeBHOT MOPOXHUHMU, M. XapkiB |
8. Bpowypa gocnigHuka R0O4964913, Ocrelizumab/Ocrevus®, Bepcia 23 Big nucronaga 2024 poky,
aHrNikcbKo MOBOK; 3pa30K TEKCTY MapKyBaHHA AOCiAKyBaHOro NnikapcbKoro 3acody Okpenisymao,
KOHLIEHTpAT A1 PO3UMHY A1 BHYTPilWHbOBEHHMX iHy3iit, 300 Mr/10 mn y cpnakoHi, CLT-MLT000099-
vl-GML BKL-UA-uk-UA-KAU 1.A (Approved), yKpaiHCbKOKO MOBOI [0 MPOTOKONY KiHIYHOIO
pocnimpkenHs «BATATOLIEHTPOBE PAHAOMI3OBAHE MOABIVHE CAINE AOCNIIKEHHSA 11l ®A3M 3
MOABIAHOK IMITALIED ANA OLIHKA BE3MNEYHOCTI TA E®EKTUBHOCTI OKPEMI3YMABY Y
MOPIBHAHHI 3 ®IHFONIMOAOM Y AITEM TA MIANTKIB 13 PELMAMBYOUO-PEMITYHOUNM
PO3CIAHM CKNEPO30OMs, kog gocnigkeHHss WN42086, sepcis 4 Big 28 6epesHs 2023 poky; CMOHCop -
®. XochdpmanH-/1a Pow /114, Weeiiyapisa (F. Hoffmann-La Roche Ltd, Switzerland)

3anBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAANBHICTIO «MiMifli KOKPENH», Ykpaina

9. MpoToKon KniHiuHOro pgocnipkeHHa J2G-MC-JZJC, Bepcia 3 iHkopnopoBaHoto nonpaskoto (f) Big,
12 nuctonaga 2024 poky aHrniicbKo MoOBOK; Bpowypa gocnigHuKa focnigKyBaHOro nikapcbKoro
3aco6y CennepkartiHio, Bepcia Big 23 XOBTHA 2024 poky aHrailicbkoro mMoBoR; IHdopmauia ans
nauieHTa gocnimpxeHHs Ta Popma IHchopmoBaHoi 3roau Ans yvacTi y AOCNIMKEHHI ANA BUKOPUCTAHHSA
B YKpaiHi, Bepcia Ne 8.0 ykpailHCbKOIO MOBOI Bif 23 ciuHa 2025 poky; IHdopmauia ans nauieHTa
pocnipkeHHa Ta Popma IHpopMmoBaHOi 3rogn Ans yyacTi y nepexigHOMy nepiogi AoCNifKEeHHA AN
BUKOPUCTAHHA B YKpaiHi, Bepcia Ne 8.0 ykpaiHCbKOO MOBOIO Bif, 23 ciuHA 2025 poKy [0 NPOTOKO/Y
KniHiyHoro gocnigpxkeHHsa «LIBRETTO-431: baraToueHTpoBe, paHaoMizoBaHe, Bigkpute gocnimpkeHHs Il dpasu
NOPIBHSAHHA Tepanii npenapartom CesninepkaTiHié 3 Tepanielo npenaparamu Ha OCHOBI MOXiAHMX NAaTVHU B
noeAHaHHi 3 nemeTpekceaom B abo 6e3 koMOGiHaLii 3 npuiomMomM nemoposisymaba B AKOCTI mepLloi NiHii
NiKyBaHHS1 NOLLUMPEHOr0 YN MeTacTasyruoro HeApibHOKNITUHHOIO paky fiIereHi 3 HasiBHICTIO riGpUAHOro reHa
RET», kog gocnimpkeHHs J2G-MC-JZJC, Bepcisi 3 iHKOPNopoBaHO nonpaskoto (€) Big 15 cepnHsa 2023 poky;
crnoHcop - Eni Ninni eng Komnari, CLUA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LUBseliyapis

10. Bpowypa pgocnigHuka MK-1084, BugaHHs 5 Big 09 ciuHa 2025 poKy, aHrnilicbKOK MOBOO; YKpaiHa,
MK-1084-001, IHchopMmauia Ta [OKYMeHT npo iHcopmoBaHy 3rogy A/ nauieHTa, Bepcia 03 Bif
06 ntotoro 2025 p., yKpaiHCbKOI MOBOIO; 3pa3ku MapKyBaHHSA AOC/iAKyBaHOro MiKapCbKoro 3acooy
MK-1084 25 wr Big 07 niotoro Ta 10 notoro 2025 poky, aHrNiliCbKOK Ta YKpPaiHCbKOK MOBamu [0
NPOTOKO/Y KNIHIYHOTO JOC/iMKEHHS «Bigkpute, 6aratoueHTpoBe JocnimpkeHHs | ha3u 4ns ouiHkm 6e3neku,
NepeHoCMMOCTi, hapMakoKiHETMKM Ta edektuBHOoCTi MK-1084 sk MOHOTepanii Ta SKK YaCTUHWU Pi3HUX
KOMOiHaLili NiKyBaHHS y NaLUEHTIB i3 PO3NOBCIOMKEHNUMN COMIAHNMN NyXMHaMu 3 MmyTauieto KRAS G12C»,
Koa pocnimkeHHs MK-1084-001, Bepcisi 3 iHkopnopoBaHoto nonpaskoto 10 Big 16 kBiTHA 2024 poKy; CMOHCOp -
TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3anBHUK - TOBApUCTBO 3 0OMEXEHO0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNO CTAO
I = Component ID: XXXX I0eHmudpikayitiHut | | = Component ID: COMPXXXX
Homep KOMMOHeHmMy: XXXX I0enmudpikayitiHuii Howmep KoMnoHeHmy:
M = Lot Trace ID: XLXXXXXXXX | COMPXXXX
I0enmudpikayitiHuti Homep cepii: lll = Batch Number: LOTXXXX Homep napmii:
LOTXXXX:

11. OHOBNEHUI I NPOTOKON KJliHIYHOro BUnpoo6yBaHHsa MK-6482-012, 3 iHKOpnopoBaHOIO NMOMPaBKOK
06 Big 29 ciuHA 2025 poKy, aHINMifiCbKOK MOBOLO; YKpaiHa, MK-6482-012, IHchopMau,is Ta OKYMEHT Npo
iHcbopmoBaHy 3rofy AN nauieHTa, Bepcia 4.03 Big 10 ntotoro 2025 p. ykpaiHCLKOO MOBOLO; 3pa3okK
MapKyBaHHA AOCNIAKYBAHOro JliKapCbKoro 3acoOy JleHBaTuHIO 4 mr Big 29 ciuHa 2025 poky,
aHrniicbKo Ta yKpaiHCbKOI MoBaMu; 3pa3oK MapKyBaHHSI AOC/ifKyBaHOro NikapcbKoro 3acoo6y
NeHBaTtnHi6 10 Mr Big 29 ciuHA 2025 poOKy, aHrMiNCbLKOK Ta YKPAiIHCbKOK MOBaMMu [0 MNPOTOKOY
KNiHIYHOrO pJocnimpkeHHa «Bigkpute, paHgomizoBaHe gocnimkeHHs Il dha3u ansa ouiHky edyekTUBHOCTI Ta
6e3neyHocTi nem6ponisymady (MK-3475) y kombGiHauii 3 6ensytucaHom (MK-6482) Ta neHBaTvHIOOM
(MK-7902), abo MK-1308A y koM6iHauji 3 /ieHBATUHIOOM NOPIBHAHO 3 NemM6poizyMadboMm i IeHBaTUHIOGOM B
AKOCTI MepLuoi fliHil Tepanii oNA yyaCcHUKIB 3 PO3MOBCIOIKEHOI CBITNOKIITUHHOK HUPKOBO-KNITUHHO
KapLuMHOMOIO», Koa, gocnimkeHH MK-6482-012, 3 iHkopnoposaHoto nornpaskoto 05 Big 04 uepBHA 2024 poky;
CMoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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



12. OHoBNEHMii NPOTOKON KNiHiYHOro Bunpo6yBaHHAa MK-3475-905, 3 iHkopnopoBaHO nonpaskoto 11
Bif 16 ciuHA 2025 poKy, aHINMINCbKOK MOBOIO [0 MPOTOKOY K/HIYHOIO AOC/iMKeHHS «PaHaoMi3oBaHe
pocnigxkeHHa Il dasn ana ouiHky uucTekTomii B KOMOGIHaUil 3 nepionepauiiHUM 3acTOCyBaHHAM
nem6ponisymaby Ta [A18 OUiHKM UWCTEKTOMIT B KOMOIHauUii 3 nepionepayiiHum 3acTOCyBaHHSM
eHdopTymMady BefOTUHY Ta NemMoponisymady NopiBHAHO 3 NPOBEAEHHAM Ti/IbK/ LIUCTEKTOMIT 419 YYaCHUKIB
3 M'I30BO-iHBA3NBHUM PakoOM CEYOBOTr0 MiXypa, SKMM HE MOXHa MPOBOAMTU NiKyBaHHSA LUMCMIATUHOM abo SKi
BigMoBunuca Big nikysaHHA uucnnatnHom (KEYNOTE-905/EV-303)», kog pocnimpkeHHs MK-3475-905, 3
iHKoprnopoBaHoto nonpaskoto 10 Big 06 BepecHsi 2024 poky; cnoHcop - TOB Mepk Wapn eHa Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[], YKpaiHa»

13. OHoBneHwuii MpoToKos KhiHiuHOro BuNpoGyBaHHA BJT-008-001, Bepcia 3.0 Big 23 rpygHs
2024 poky, aHriicbKolo MOBOK; 3MiHA Ha3BU K/TiHIYHOrO BUNPOGYBaHHsA Ha «[ocnigkeHHsA chasu 1b/2
ANA OUiHKM Ge3neyHocTi, hapMaKoKiHeTUKM, hapmakogMHaMiky Ta edheKTMBHOCTI KaBpoTo/limoay Yy
BUrNAAi MoHoTepanil Ta y KOMOGIHaLisX 3 iIHWMMW NpenapaTtaMy y nayieHTiB 3 XPOHIYHOIO iHeKLieo
Bipycy renatuty B»; lgeHTudpikauiiHa kapTka y4yacHUKa AocnigKeHHA, Bepcia 2.0 Big 07 nuctonaga
2024 poky, aHrnificbKolo Ta yKpaiHCbKOI MoBamu; IHhopmaLia Ana ydyacHuKa fgocnifmkeHHAa /dopma
iHcbopmoBaHOi 3rogn, OcHOBHe AocnimkeHHs — YacTuHa A, Bepcisa 3.0 Big 16 ciuHa 2025 poky ans
YKpaiHu, Ha OCHOBI rno6asbHOI MaiicTep-Bepcii IYA/PI3, ana YacTuHu A OCHOBHOro [OCNigXEHHS,
Bepcia 3 Big 23 rpyaHsa 2024 poKy, aHIMilicbKOK Ta YKpaiHCbKOKO MmoBaMu; IHchopmauia ansa ydacHuka
pocnipkeHHa /dopma iHhopmoBaHoi 3roau, OcHOBHe agocnimkeHHAa — YactuHa B, Bepcia 3.0 Big
16 ciuHa 2025 poKy gns YKpaiHu, Ha OCHOBi rno6anbHoOi Malictep-Bepcii IYA/PI3, gna YactuHu B
OCHOBHOTO gocnigpkeHHs1, Bepcisa 3 Big 23 rpyaHAa 2024 poKy, aHINifiCbKOI Ta YKPAiHCbKOIO MOBaMu;
IHchopmauia gna yyacHuka pocnigkeHHs /dopma iHpopmoBaHOi 3roan, OCHOBHE AOC/IAKEHHA —
YacTtuHa C, Bepcia 1.0 Big 16 ciuHa 2025 poKy ansa YKpaiHu, Ha OCHOBI r106a/bHOT MaiicTep-Bepcii
IYAI®PI3, pna YactnHm C OCHOBHOrO gochnigkeHHs, Bepcia 2.0 Big 23 rpyaHa 2024 poky, aHrNilicbKoto
Ta yKpaiHCbKOK MoBamu; IHhopmauis ans ydyacHuka gocnigkeHHs /Popma iHhopmoBaHOI 3roau,
OcHoBHe gocnimkeHHs1 — YactuHa D, Bepcia 1.0 Big 16 ciuHa 2025 poky ansi YKpaiHM, Ha OCHOBI
rnoGasibHOI Maiictep-Bepcii IYA/PI3, gna YactuHu D OCHOBHOro pocnigkeHHs, Bepcia 1.0 Big
08 nuctonapga 2024 poKy, aHrNilACbKOK Ta YyKpaiHCbKol MoBawmu; IHcopmauisa pna ydyacHuka
pocnipkeHHa i ®opma iHhopmMOBaHOI 3rogu Ha ydyacTb Yy HEOOOB’SI3KOBOMY MalilGyTHbLOMY
pocnipkeHHi, Bepcia 2.0 Big 02 ciuHa 2025 poKy gns YKpaiHu, Ha OCHOBI I106a/1bHOT MalicTep-Bepcii
IYQl/®I3 Ha yyacTb Yy HEO60B’AI3KOBOMY MailOyTHbOMY AoOchimkeHHi, Bepcia 2.0 Big 08 nucrtonaga
2024 poKy, aHIMINCbLKOIO Ta YKpaiHCbKo MoBamu; IHchopmauis gns yyacHuui gocnigxkeHHsa /dopma
iHpopMoBaHOI 3rogM Ha BUNaAOK BariTHOCTI yyacHuUi pocnigkeHHA a60 napTHEpPKUM Yy4dyacHUKa
pocnipxeHHs, gnsa Ykpaiiu, Bepcia 2.0 Big 02 ciuHa 2025 poKy, Ha OCHOBI rno6anbLHOT Maiictep-Bepcii
IY4/®PI3 Ha BUNafoK BariTHOCTi yd4acHULi AoCNiAKEeHHA a60 NapTHEPKU yYaCcHUKa AOCNifKEeHHs, Bepcif
2.0 Big 08 nuctonaga 2024 pokKy, aHrMiicbKOIO Ta YKpaiHCbKol MoBamu; flopatok o IHopmauii gns
y4yacHuKa pgocnigxeHHa /Popmun iHpopmoBaHoi 3roau, OCHOBHe gocnigxkeHHA — YactuHu A, B, C Ta
YacTtuHa D, ana Ykpainu, Bepcisa 2.0 Big 16 ciuHa 2025 poKy, aHrNificbKoo Ta YKPaiHCbKOI0 MOBamu;
BK/1IOUEHHA J1iIKAPCbKOTO 3aco0y, WO BUKOPUCTOBYETLCA AK MNpenapar mnopiBHAHHA OPDIVO
(OPDIVO®, nivolumab, Nivolumab, HiBonyma6, HiBonyma6, OMNAMNBO) 10 mr/mn, KOHUEHTpaT Ans
po3unHy panAa iHdysiii, 4 mn npenapaty Mictutb 40 mMr HiBonymady, ANA BHYTPilLHbOBEHHOrO
BBeAeHHs; KOpoTKa xapakTepucTuka nikapcbkoro sacoéy OPDIVO (ONAMBO, nivolumab, HiBonymao)
10 mr/mn, KOHUEHTpaT ANA pPO3UuHYy AnA iHy3iid, WO MICTUTb IHCTPYKLUil0O 3 3aCTOCYBaHHA,
aHrNiicbKo MOBOD; BKIHOUEHHAA BUPOGHUUMNX AINSTHOK A nikapcbkoro 3acoéy OPDIVO (OPDIVO®,
nivolumab, Nivolumab, HiBonyma6, HiBonymao, OMNAVBO) 10 mr/mn, KOHUEHTpaT ANns po3uuHy Ansa
iHpy3iit, ANA BHYTPiIlWHbOBEHHOTO BBeAeHHA - Swords Laboratories Unlimited Company trading as
Bristol-Myers Squibb Cruiserath Biologics, Ireland (Cruiserath Road, Mulhuddart, Dublin 15, D15 H6EF,
Ireland) Ta Catalent CTS (Singapore) Private Limited, Singapore (1 Jalan Kilang, #02-01/02, #03-01/02,
#07-01/02, Singapore 159402); TeKcT 3paska MapKyBaHHA A1 NepBUHHOI (pnakoH) i BTOPUHHOI
(xkapTOoHHa KOpOGKa) ynakoBKU Ans nikapcbkoro sacod6y OPDIVO (ONAMBO, nivolumab, Nivolumab,
HiBonyma6, HiBonyma6) 10 mr/mn, KOHUEHTpaT ANA PO3UYuMHY ANns iHQYsiA, 4 Mn npenapaty MiCTUTb
40 mr HiBonymalGy, ANA BHYTPIWWHbOBEHHOrO BBeAeHHs, hiHasibHa Mavictep Bepcia 1.0 Big
25 nuctonapga 2024 poKy, aHrNifiCbKOK Ta YKPATHCbKOIO MOBaMun; BKnoueHHsA A00aTKOBOI NiKapCbKOI
copmu ana npenapaty Kasportonimog AST-008, po3uvMH AnA nigwkKipHuMx iv’ekuin 0,6 mn/cpnakoH,
20 mr/mn; TeKCT 3pa3ka MapKyBaHHA AN1A NepBUHHOI (h/1akoH) i BTOPUHHOI (KapTOHHA KOpPOGKa)
ynakoBKU pochnimpkyBaHoro npenapaty KaBpotonimog AST-008 po3uvH AN NigLKipHUX iH’EKUiiA,
0,6 mn/dpnakoH, 20 mr/mn, Bepcisa Big 11 nuctonaga 2024 poKy, aHMNifiCbKOIO Ta YKPAiIHCbKOIO MOBaMu;
BKIOUEHHA BUPOGHMUUX AINAHOK ANA nikapcbkoro 3aco6y KaeBpotonimop AST-008 po3unH gns



nigwkipHux iH’ekuiin, 0,6 mni/cpnakoH, 20 mr/imn: Nitto Avecia Pharma Services, USA (4-Chrysler,
6-Vanderbilt, 10- Vanderbilt, Irvine, CA, 92618, USA); Almac Clinical Services, USA (25 Fretz Road,
Souderton, Pennsylvania, 18964, USA); Almac Clinical Services, United Kingdom (9 Charlestown Road,
Seagoe Industrial Estate, Craigavon, Northern Ireland, BT63 5PW, United Kingdom); flocb€e 3 AKOCTi
JocnifgKyBaHoro nikapcbkoro 3acooy (IMPD) BJT-778, Bepcis 2 Big 20 nuctonaga 2024 p, aHrniiicbKowo
MOBOI0; 36iNbLUEHHSA TEPMiHY NPUAATHOCTI AOCNIAKYBaHOro NikapcbKoro 3acoby BJT-778 (BLW-001)
A0 30 micsAuiB; 36isbLIEHHA KiJIbKOCTi CKPMHOBaHUX NauieHTiB B YKpaiHi 3 50 go 130 oci6 40 npoToKoy
KMIHIYHOTO  gocnimkeHHs  «JocnimkeHHa dasm  1b  gna  ouiHkm  6e3nedyHocTi, hapMakOoKIHETUKM,
hapmakoanHamikn Ta edPeKTMBHOCTI KaBpoOToJlimoay Y BUrNs4i MOHOTepanii Ta y KOMGiHaUifX 3 iHWWUMK
npenapaTamm y NayieHTiB 3 XPOHIYHOLO iHGhEeKLUIED Bipycy renatuty Bx», kog gocnigpxkeHHs BJT-008-001, sepcis
1.0 Big 08 TpaBHA 2024 poKy; cnoHcop - braomxei TepanbloTike, IHK., CLUA [Bluejay Therapeutics, Inc., USA]
3asBHuK - TOB «<APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa
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