Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Nell Big 19.03.2026, Ha siKi 6y OTpUMaHi NO3UTUBHI BUCHOBKU eKCNepTiB»

1. MpoTtokon kKniHiuHOro pocnimxeHHs PR200-104 (MK-7240-007), Bepcia 5.0 Big 29 BepecHsA
2025 poky, aHrniiicbkoio MoBOIO; [locbe AocnimkyBaHOro ikapcbkoro 3acooy MK-7240/PRA023 -
Moaynb «HAkicTb», Bepcia 08Z08B, Big 23 XOBTHA 2025 pOKy, aHIiACbLKOI MOBOI; 3as/lyyeHHsA
[0[ATKOBOI KOHLEHTpaLii Ta 06’eMy hnakoHy nikapcbKoro 3acooy MK-7240/PRA023, KOHUeHTpAT AN1A
po3unHy pana iHdysiin, 500 mr, 100 mr/imn, 5 mn; 3anyyeHHA BUPOGHMUUX MaWgaHuUKIB ANA
BUPOOHMLTBA Jlikapcbkoro 3acoby MK-7240/PRA023, KOHLEHTpaT 418 po3uuHy pns iHdysiin, 500 wmr,
100 mr/mn, 5 mn: Catalent Pharma Solutions, LLC, 726 Heartland Trail, Madison, WI 53717, USA;
Catalent Indiana, LLC, 1300 South Patterson Drive, Bloomington, IN, 47403-4828, USA; MSD
International GmbH, Dublin Road, Carlow, R93 KF74, Ireland; Catalent CTS, LLC, 10245 Hickman Mills
Drive, Kansas City, MO 64137, USA; Merck Sharp & Dohme LLC, 770 Sumneytown Pike, West Point, PA
19486, USA; Werthenstein BioPharma GmbH, Industrie Nord 1, 6105 Schachen, Switzerland; Merck
Sharp & Dohme LLC, 126 East Lincoln Ave, Rahway, NJ 07065, USA; Fisher Clinical Services Inc., 7554
Schantz Road, Allentown, PA 18106, USA; Fisher Clinical Services UK Limited, Langhurstwood Road,
Horsham, RH12 4QD, UK; Fisher Clinical Services GmbH, Steinbuhlweg 69, 4123 Allschwil,
Switzerland; Almac Clinical Services, Ltd, 9 Charlestown Road, Seagoe Industrial Estate, Craigavon,
Armagh BT63 5PW, UK; Almac Clinical Services, 25 Fretz Road, Souderton, PA 18964, USA; 3pa3ok
MapKyBaHHA KapPTOHHOI YyNaKOBKU [OOC/iAKYBaHOro JikapcbkKoro 3aco6y MK-7240/PRA023,
CTepU/IbHUIA PO3UMH AN BHYTPIlWWHbOBEHHUX iHdy3iii, 500 mr, 100 mr/mn, 5 mn, aHrniicbKo Ta
YKpaiHCbKOl0 mMoBaMu, Bif, 01 >XOBTHA 2025 poky; 3pa3oK MapKyBaHHSA (pfiakOHY AOCAigKyBaHOro
nikapcbkoro 3aco6y MK-7240/PRA023, cTepunbHUIA PO3YMH AN BHYTPILWHbOBEHHUX iHY3iii, 500 mr,
100 mr/mn, 5 Mn, aHrNINCbKOK Ta YKPaiHCbKOK MoBaMu, Big 01 )oBTHA 2025 poky; IHchbopmauis gna
nauieHTa T1a dpopma iHpopMoBaHOi 3rogu Ans YKpaiHu, aHrnilicbKoto MoBolto, Bepcis 6.0 Big 28 )KOBTHA
2025 poky; IHdhopmauia ana nauieHta Ta (popma iHpopmoBaHOI 3roau ANA YKpaiHW, YKPAiHCbKO
MOBOlO, Bepcifi 6.0 Big 28 xoBTHA 2025 poKy [0 NPOTOKO/TY K/IIHIYHOrO JocnigpkeHHs «loggiinHe cnine,
paHgoMi3oBaHe, naueb0-KOHTPO/IbOBaHE AOC/IMKEHHA 4715 OuiHKM  ed)EeKTUBHOCTI Ta 6e3neyvyHoCTi
MK-7240/PRA023 y nauieHTiB i3 CUCTEMHOK CK/IepPOfepPMIEl0, MOB’A3aHOK 3  (HTepCTULia/IbHUM
3axBoptoBaHHAM neredb (CCA-13/1)», kog pocnipkeHHs PR200-104 (MK-7240-007), Bepcis 4.0 Big
22 nuctonaga 2023 p.; cnoHcop - «lMpomeTteyc biocaliHces, IHK.» (Prometheus Biosciences, Inc.), AgodipHe
nignprmemcTBo koMnaHii «Mepk eHg Ko., IHk.» (Merck & Co., Inc.), CLLUA (USA)

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

2. OHoBneHwuii MpoToKon KNniHiuHOro BMnNpoGyBaHHA OMS906-PNH-003, MonpaBka 04 Big 18 rpyaHA
2025 poky, aHrniicbKko MoBoLo; IHhopMauisa ana naudieHTa Ta Popma iHhopmoBaHoi 3rogu, OCHOBHe
pocnipkeHHs, Bepcia 4.0 Big 16 notoro 2026 poky, A YKpaiHW, aHINIiCbKOI Ta YKPaiHCbKOLO
MoBamMu, Ha ocHOBI MaiicTep-Bepcii IHchopmauii gna nayieHta Ta PI3 aHrnilicbkoo MoBoOlO, Bepcis 5.0
Big 14 ciuHa 2026 poky; IHchopmauiiHnii nuctok Ta dPopma iHopmoBaHOI 3rogn AnAa 36opy
iHcpbopMauil Npo BariTHICTL i pe3ynbTaT BariTHoOcTi, Bepcis 3.0 Big 16 ntotoro 2026 poKy, ons YKpaiHu,
aHrNificbKol Ta YKpaiHCbKOK MOBamMu, Ha OCHOBI Maiictep-Bepcii ®PI3 gna 36opy iHopmauii npo
BariTHICTb i pe3ynbTaT BariTHOCTI aHrnilicbkoldo MoBolo, Bepcia 4.0 Big 14 ciuHa 2026 poky;
onutyBanbHuK FACIT LLkana BTomu (BapiaHT 4), Copyright 1987, 1997, Big 16 nuctonaga 2007 poky,
aHrniicbkolo moBot; OnutyBanbHuUK FACIT LUkana BTromu (BapiaHT 4), Copyright 1987, 1997, Big
07 nunHsA 2012 poKy, YKPaiHCbKOK MOBOIO 10 NPOTOKO/1Y KNiHIYHOTo AOCNiMKEHHA «Bigkpute focnigKeHHs
05 OLiHKM OOBroCTPOKOBOI 6€3neku, NnepeHocnMocTi Ta eddeKkTMBHOCTI npenapaty OMS906 y nauieHTiB i 3
NapoKCM3MasIbHOK HiYHOK reMorniobinypieto (MHMN)», koa gocnigpkeHHs OMS906-PNH-003, Monpaska 03 Big
24 6epe3sHna 2025 poky; cnoHcop - Omepoc KopnopeiiwH, CLLUA / Omeros Corporation, USA

3anBHuK - TOB «APEHCIA EKCIMN/TIOPATOPI MEAICIH», YkpaiHa

3. focbe 3 AKOCTI AocnipKyBaHOro nikapcbkoro 3aco6y (IMPD) IDOR-1117-2520, Bepcis 2 Big
26 nuctonaga 2025 pokKy, aHrMiNCbKOK MOBOLO; 3a/lydeHHA [O0AATKOBOI BUPOGHUUOI AiNAHKN AnA
pocnipKyBaHoOro ikapcbkoro 3aco6y IDOR-1117-2520 ta nnaue6o: Creapharm Clinical Supplies,
Za Air Space, Avenue De Magudas, Le Haillan, 33185, France g0 npoTOKO/Y KAiHIYHOTO AOCAIAKEHHS
«baraToueHTpoBe, NoABiitHe cnine, paHAoMi3oBaHe, niaLeb0-KOHTPOIbOBaHEe AOCAIMKEHHS B NapasieslbHUX
rpynax Ass nigTBepmMKeHHs KoHuenuii, 3 12-TMXHEeBMM NiKyBaHHAM, 3 METOK BMBYEHHS edDEKTUBHOCTI Ta
6e3neyHocTi npenapaty IDOR-1117-2520 y [OpOC/AWX MAUEHTIB 3 XPOHIYHUM ONALIKOBMM NCOPia3oM Bif
cepeaHbOro 0 BAXKOro CTYMEHs1 TSHXKKOCTI, 3 MCOpiaTUYHUM apTpuToM abo 6e3 HbOro», koA AO0CAIAKEHHSN
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ID-091A201, Bepcia 2 Big 26 nuctonaga 2025 poky; cnoHcop - lgopcia ®apmactoTtikanc JiTa, LWseliyapis
/ldorsia Pharmaceuticals Ltd, Switzerland
3asaBHuK - TOB «APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

4. bpouwypa pocnigHuka Axkana6pyTiHi6 (ACP-196), BugaHHa 15.0 Big 02 niotoro 2026 poky,
AHINIACbKOK MOBOIO [0 MPOTOKOJY K/IHIYHOro AOChigpKeHHA «PaHaomizoBaHe, 6araToLeHTPOBE, BigkpuTe
pocnipkenHs I da3n Akana6bpyTiHioy (ACP-196) B nopiBHSAHHI 3 abo lgenanicibom y MOEAHAHHI 3
Putykcumabom, abo BeHgamycTiHOM y NoefaHaHHI 3 PUTykcMmabom, Ha BMGIp AOCAigHUKa, Y NauieHTIB 3
peunanBytovod abo pedpakTOpHOK XPOHIYHOK NiMdoLMTapHOK feikemieo», Koa aocnimpkeHHs ACE-
CL-309, 3 iHKoprnopoBaHO nonpaskoto, Bepcisa 8.0 Big 26 TpaBHA 2021 poky; cnoHcop - Acerta Pharma BV,
Higepnangu

3asBHUK - NignpremcTso 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

5. NopoBXeHHA TepMiHYy NpuaaTHOCTI AocnigkyBaHOro siikapcbkoro 3aco6y LFD-200 (150 mr/mn,
PO3UuH ANA iH'ekuiil) go 24 micaAuiB A0 NMPOTOKONY KMiHIYHOrO AOC/iMKEHHS «PaHfoMi30BaHe, NoABiiHe
cnine pocnimkeHHA asu la/lb, 3 nnauebo-kOHTpoNemM i akTUBHUM KOHTPOSEM, 3 OAHOKPATHUM i
GaraTtoKpaTHVMM 3aCTOCYyBaHHSIM AOC/IMKYBAHOrO npenaparty y 3pocTarumx fosax AJ/is NopiBHANLHOT OLiHKM
6€e3MeYyHOCTi, NepeHOCUMOCTI, (DapMakoKiHETUKM | (hapMakoguHamiku npenapaty LFD-200 y gopocnvx
YYacCHUKIB, SIKi € 300poBMMK 0cobamn abo MaloTb PEBMATOIAHWI apTPUT Bif CEPEeAHbOBAXKOro A0 BaXKOro
CTYNeHs TSHKKOCTI», Koa gocnimpkeHHs LFD200A11, MonpaBka 1, Bepcis 2.0 Big 16 BepecHs 2025 poky;
crnoHcop - flichopai IMmyHoTepan'toTike, IHK., CLUA [Lifordi Immunotherapeutics, Inc.], USA

3asBHuK - TOB «<APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

6. OHoBneHuiA npoTokon 230LE301, Bepcia 5.0 Big 15 rpyaHAa 2025 poky; IHhopmauiiiHuiA NUCTOK i
thopma iHhpopmoBaHoi 3rogmn, Bepcia V9.0UKR(uk)1.0 Big 06 nwoTtoro 2026 poky, nepeknag
yKpaiHCbKOlo MoBoOl1o Big, 11 ntoToro 2026 poky; IHchopmauiiinuii nuctok i dpopma 3rogym Ha MaAGYTHi
HaykoBi gocnigkeHHs, Bepcia V3.0UKR(uk)1.0 Big 06 ntoTtoro 2026 poky, nepeknaf, yKpaiHCbKOIO
MmoBoto Big 11 nwoToro 2026 poky; IHcpopmauiiiHuii nuctok i chopma 3rogu Ha nNpPoOBeAEHHS
He0GOB’sA3KOBOro gocnimkeHHsA 6iontarty, Bepcia V1.0UKR(uk)1.0 Big 06 noToro 2026 poky, nepeknag,
YKpaiHCbKOI0 MOBOIO Big, 11 ntotoro 2026 poky; 3pasoK MapKyBaHHA e/IEKTPOHHOIO NPUCTPOIO, Bepcisi
1 Big 27 ciuHa 2026 poOKy, YKpaiHCbKOL MOBOW; IHopmauiiHuii nuctok i ¢popma 3rogum Ha
He06O0B'A3KOBE BMKOPUCTaHHA 300paxeHb, Bepcia 2.1UKR(uk)1.1 Big 26 ntotoro 2026 poky, nepeknag,
YKpaiHCbKOI0 MOBOIO Bif, 26 n0oTOro 2026 poky A0 NPOTOKO/Y KNiHIYHOrO AoCAimpKeHHS «PaHaomi3oBaHe,
noAgiiHe cnine, nnaue60-KOHTPONbOBaHe, 6aratoLeHTPOBE AOCAIMKEHHS, WO CKNaAaETbCA 3 BOX YaCTUH, 3
6e3nepepBHUM NepexofoM MixX YacTMHOW A (hasa 2) Ta yacTuHoto B (dhasa 3) A4ns ouiHKM ethekTUBHOCTI Ta
6e3neyHocTi npenapaty BIIBO59 B yyacHWKIB 3 aKTUBHUM NiAroCTPUM LUKIPHUM YepBOHMM BOBYakom Ta (abo)
XPOHIYHUM LUKIPDHUM YEPBOHUM BOBYAKOM 3 CUCTEMHUMU NposiBaMu ab0 6e3 HUX, a TakoX 3 pedhpaKkTepHICTIO
Ta (ab0) HenepeHocMMICTIO aHTUManspiliHol Tepanii (AMETHYST)», kog gocnigmxeHHs 230LE301, sepcis 4.0
Big, 18 BepecHs 2024 poky; cnoHcop - Biogen Idec Research Limited, United Kingdom

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

7. OHOB/E€HUI NPOTOKOJ1 KNiHiUHOro BUNpo6yBaHHA M14-430 3 iHKOpnopoBaHUMK AQMiHICTPAaTUBHUMU
3mMiHamu 5, 6, 7 i 8 (nnwe gna Kutato) i Monpaekavn 1, 2, 3, 4, 5, 6, 7, 7.01 (nuwe gna KaHagu), 7.02
(nuwe gna YropuwuHu), 7.04 (nuwe ana AnoHii), 8, 8.01 (nmwe ana Kurtato), 9, 10, 10.01 (nMwe gns
Kutaro) i 11 Big, 10 rpygHa 2025 poky; IHchopMauia ans nauieHTa Ta iHpopmoBaHa 3rofa Ha y4yacTb y
HayKoBOMY AOC/iKEHHiI Ta HEOOOB’A3KOBOMY AOC/iMKEHHI, Bepcia 12.0 ana YKpaiHu Big 07 civHsA
2026 poky, YKpaiHCbKOlO i1 aHrniiicbkolo moBamu; ®opma iHhopMoBaHOi 3rogu ANA NPOAOBXKEHHS
NiKyBaHHA y4yacHUKIB BunpoOyBaHHA [PI3 (NpoaoBXeHHs PO3LIMPEeHOol YacTUHU NiKyBaHHA) ANs
yuyaCcHUKIB BUNpoOyBaHHA], Ana YkpaiHu Bepcii 2.0 Big 07 ciuHa 2026 poKy, YKpaiHCbKOM il
AHINIACbKOIO MOBaMU [0 NPOTOKOJTY KAIHIYHOTO JAOCAigpKeHHA «baratolueHTpoBe, paHaoMi3oBaHe, NoABiiHe
cnine, nnauebo-KOHTPO/IbOBaHE [AOBrOCTPOKOBE MNPOAOBXEHE [OCMIMKEHHS MiATPUMYHOUOI Tepanii Ans
BMBYEHHS eDeKTMBHOCTI Ta 6e3neyHocTi YnagauutuHioy (ABT-494) y nauieHTiB 3 XBOpo6o KpoHa, fki
3aBepwinam  gocnimpkeHHs M14-431 un M14-433», kop pocnimpkeHHs M14-430, 3 iHKOpnopOoBaHUMMK
AQMiHIiCTpaTMBHMMK 3MiHamu 5,6 | 7 i Monpaekamn 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02, 7.04, 8, 8.01, 9 Ta 10 Bia
11 6epesHsa 2024 poky; cnoHcop - AbbVie Inc., USA

3aaBHUK - «<E66BI biothapmackloTikans 'm6X», LLseliuapis



8. OHoBneHe [ocbe AocnigKyBaHOro nikapcbkoro 3acody MK-7240, sepcis 08ZPWS5 Big 16 nuctonaga
2025 poKy, aHrniicbKolo MOBOIO; MoaoBXeHHs TepMiHy npugaTtHocTi nnaue6o Ao MK-7240 y conakoHi
Ta B nonepegHLO 3anoBHeHOMY wnpuui Ao 36 micAuiB; 36iNblIEHHA KiNbKOCTI AOCAigKyBaHUX B
YkpaiHi 3 180 go 210 oci6; 3MiHa Ha3BU MicLsl NPOBeAEeHHA KNiHIYHOro BUNPOGYBaHHA [0 MPOTOKOJTY
KMIHIYHOTO  AocnigpkeHHs «[llporpama paHAoMi30BaHUX, MNOABIMHMX CAINKUX, MNaaleb0-KOHTPONbOBaHMX
pocnigpkeHs 11l dpasun gna ouiHKM edpeKTUBHOCTI Ta 6e3nNekn TyiCOKIGapTy B y4YaCHUKIB i3 CEpeaHbO-TSHKKOK
XBOPO60I0 KpoHa B akTuBHIii dhopMi», kog gocnimkeHHs MK-7240-008, 3 iHkopnopoBaHot nonpaskoko 02 Big,
18 ntotoro 2025 poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

BYJ1IO

CTAJIO

A.M.H., npod. LWeBuyk C.B.

YHiBepcuteTcbka nikapHsa BiHHUUbKOroO
HaLioHanbLHOro MeAU4YHOro yHiBEpcuTeTy
iM. M.l. MuporoBa, TepaneBTUYHe BifAiNEHHSA,
BiHHMUbBKMIA HauioHaNbHUIA MeanYHWA yHiBEpcUTET
iM. M.I. Muporosa, katheapa BHYTPILLHLOT MeAULMHN
Ne2, M. BiHHMLA

O.M.H., npod. LWeBuyk C.B.

«YHiBEpCcUTETCbKa KNiHika» BiHHULbKOroO
HaLjioHasIbHOro MeAUYHOro yHiBEpCUTETY
iMm. M.I. MNuporoBa (nikyBasiIbHO-HaBYa&/ILHO-
HayKOBMiA LIEHTP), TepaneBTUYHE BiAA4IIEHHS,
BiHHMUBKMIA HauiOHaNIbHUIA MeauYHWiA yHIBepcuTeT
iM. M.I. Muporosa, Kadenpa BHYTPILLHLOT MeANLUHN

Ne2, M. BiHHMUSA

9. ®dopma iHchopmoBaHoi 3roau, Bepcis 7.0 ANA YKpaiHU YKpaiHCbKOI0 MOBOIO Bif, 12 ciuHsa 2026 p. Ha
OCHOBiI MavicTtep-Bepcii chopmu iHhpopmoBaHoi 3rogn pgna pocnipkeHHAa GN41851, sepcia 10, Big
04 rpypgHa 2025 p.; 3MiHa Ha3BU MicLiA NPOBeAEeHHS KiHIYHOro BUNPOGYBaHHA A0 NPOTOKO/Y KIHIYHOro
nocnimpkeHHs «BATATOLIEEHTPOBE PAHAOMI3OBAHE MOABIVHE CNINE AOCNIIXKEHHA ®A3U Il Y
MAPANENBHUX TPYMAX 3 NOABIMHUM KOHTPOJIEM M/ALEBO A9 OLIHKN E®EKTUBHOCTI TA
BE3MNEYHOCTI ®EHEBPYTUHIBY MOPIBHAHO 3 TEPU®/TYHOMIAOM Y AOPOCNX MAUIEHTIB 3
PELMNOMBYOUYNM PO3CIAHNM CKINEPO30OM», kog pocnigpkeHHsa GN41851, sepcia 8 Big 13 ntwoToro
2025 p.; cnoHcop - ®.XoddmaHH-N1a Pow iTa, LWseliyapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifnoBiAasIbHICTIO «PoLl YKpaiHa»

BYNO
O.M.H., npodp. Herpuu T.I.
KomyHanbHe  HekomepuiliHe  nignpuemcTBo
NbBIBCbLKOI 06/1aCHOT paau «/IbBiBCbKa 06/1acHa
KNiHiYHa nikapHA», HeBpoOJOriyHe BigfineHHs,
M. JIbBiB

CTANO

O.M.H., npodp. Herpuy T.I.
YHiBepcuteTcbKka nikapHa
HeKoMepuiiHoro nignpuemctBa «J/IbBiBCbKWWA
HaLuioOHaNIbHWIA MeAUYHUIA yHiBepcuTteT
imeHi JaHuna Manuubkoro», KniHika HeBponoril
Ta HeWpoxipyprii, HeBponoriuHe BigAiNeHHs
Kamnycy imeHi Map’aHa MaHunwuHa, AepxaBHe
HeKomepuiiiHe nignpuemMcTBo  «J/IbBIiBCbKUiA
HauioHaNIbHWUIA MeAUYHUIA yHiBepcuteTt
iMeHi JaHuna FrannybKoro», Kacpeppa
HeBponorii, M. J/IbBiB

JAepXaBHOTO

10. YkpaiHa, MK-2140-003, IHchopmaLis Ta AOKYMeHT npo iHpopmMoBaHy 3rody ANA nNauieHTa Ha
HajaHHA HeOoOOB’sI3KOBMX nocnyr (komnaHieo «Greenphire»), Bepcia 01 Big 03 ntortoro 2026 p.,
YKpaiHCbKOI0 MOBOLO [,0 NPOTOKO/1Y KAIHIYHOIO AOCIMKEHHS «BaraToueHTpoBe, BiAKpUTE, paH40MI30BaHe, 3
aKTMBHMM KOHTpO/sieM AocnimkeHHs 2/3 ¢asn 3unoBeptamady BepotuHy (MK-2140) y kombGiHauii i3
CTaHAAPTHUM NiKyBaHHSM y MaLiEeHTIB 3 peLmamnByoHo0 abo petpakTepHO Andy3HOK B-BENNKOKIITUHHOK
nimcomoro (waveLINE-003)», kog pocnimpkeHHs MK-2140-003, 3 iHKkoprnopoBaHow mnonpaskow 07 Bif,
09 kBiTHS1 2025 poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[, YKpaiHa»

11. OHoBneHuii NPOTOKO/ KiiHiYHOro BunpoGyBaHHA MK-1084-001, Bepcis 3 iHKOpPNOPOBaHOLO
nonpaBkoto 13 Big 17 xoBTHA 2025 poKy, aHIr/MiiCbKOK MOBOI; OHOB/IEHUIA NMPOTOKO/ KAMiHiYHOro
BUNpo6yBaHHA MK-1084-001, Bepcia 3 iHKoprnopoBaHow nonpaskoto 14 Big 07 ciuHa 2026 poky,
aHrniicbkolo MoBoto; Bpouwypa pgocnigiunka MK-1084, BupaHHsa 6 Big 11 rpygHa 2025 poky,
aHrNincbKoOK MOBOIO; YKpaiHa, MK-1084-001, IHchopmauis Ta JOKYMEHT nNpo iHchopmoBaHy 3rogy AA
nauieHTa, Bepcis 05 Big 02 ntotoro 2026 p., ykpaiHCbKOI0 MOBOO; YKpaiHa_MK-1084-001, IHdhopmadis
Ta [JOKYMEHT Npo iHpopMoBaHy 3rogy AJ/1A nayi€eHTa Ha HEO60B A3KOBUI 0GMEXEHNI CKPUHIHT, BEPCiA
00 Big 02 ntotoro 2026 p., YKPAiHCbKOK MOBOIO; 30iNblUE€HHA KiNIbKOCTI AoCAifmKyBaHMX B YKpaiHi:
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CKpuHoBaHux 3 200 go 300 oci6, paHaomizoBaHuX 3 10 g0 23 0ci6 4,0 NPOTOKOY K/THIYHOMO JOCNIAKEHHS
«Bigkpute, 6baraToLeHTpoBe JOCNILKEHHS | ha3un ANA ouiHKM 6e3nekn, NepeHoCMMOCTIi, (hapMaKkoKiHETUKMN Ta
ecbektuBHocTi MK-1084 sk MoHOTepanii Ta K 4acTWHW Pi3HUX KOMOIHAUi MikyBaHHA Yy NauieHTiB i3
PO3MNOBCIOMKEHNUMU cOoMigHUMU nyxnMHamy 3 myTauieto KRAS G12C», kog pocnigkeHHs MK-1084-001,
Bepcia 3 iHKopnopoBaHow nornpaskoto 12 Big 04 uepsHA 2025 poky; cnoHcop - TOB Mepk Wapn eHg Joym,
CLWA (Merck Sharp & Dohme LLC, USA)

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

12. OHoOBNEHU NPOTOKON KhiHiYHOro BunpooysBaHHs [D-064A303, iHanbHa Bepcia 3 Big
13 cepnHsa 2025 p., aHrniicbKo MmoBoo; 3miHa cnoHcopa 3 Idorsia Pharmaceuticals Ltd, Switzerland
Ha VIATRIS Innovation GmbH, Switzerland; Bpouwypa gocnigHuka Ha [ocAifKyBaHUI nikapcbKuii
3aci6 Cenerimod, Bepcis 16 Big cepnHs 2025 p, aHrnilicbko MOBO1O; IHchopmaLiiiHUiA NUCT yyacHUKa
Ta hopma iHchopmMoBaHOI 3rogm, aganToBaHa AnA YKpaiHun Bepcisa 2.0 Big 04 BepecHsa 2025 p.,
aHrnificbKo Ta yKpaiHCbKolo mMoBaMu Ta Bepcis 2.1 Big 20 ntotoro 2026 p., pocCiiiCbKOO MOBOIO;
IHchopmauiiiHuiA NuCT yyacHuka Ta popma iHhopMoBaHOI 3roau ANA XiHOK, sKi 3aBariTHinM nig yac
AocnipkeHHs, aganToBaHa ANA YKpaiHu Bepcia 2.0 Big 04 BepecHA 2025 p., aHrniiicbkow Ta
yKpaiHCbKOl0 MmoBamu Ta Bepcis 2.1 Big 20 notoro 2026 p., pociiicbkolo MoBOLo; IHhopMauiiHuii nucT
Ta chopma iHchopmoBaHOi 3roau Ha 36ip AaHUX WOA[0 BariTHOCTI Ta NOJIOTIB Y XiHKW, MapTHeP AKOi 6epe
yyacTb B AOCMifKeHHi, aganToBaHa Ana YKpaiHu Bepcisa 2.0 Big 04 BepecHs 2025 p., aHr1iACbKOIO Ta
YKpaiHCbKOIO MoBaMu Ta Bepcif 2.1 Big 20 nwoTtoro 2026 p., pocilicbkolo MoBOLO; IHhopmauiiHnii
nuctok i ¢popma iHchopMoBaHOI 3roau A/ OTPUMAHHA BiALKOAYBaHHA, WO WOro crnjiadyBatume
komMmnaHis Scout Clinical, agantoBaHa gns YkpaiHu Bepcia 2.0 Big 11 nuctonaga 2025 p., aHrnilicbKoo
Ta yKpailHCbKOK MoBaMu Ta Bepcis 2.1 Big 20 ntotoro 2026 p., pociiicbkolo MoBoto; KapTka yyacHuka
KMiHIYHOTO AocCnNiMmKeHHA, Bepcia ana YkpaiHu 2.0 Big 02 BepecHs 2025., aHrNilicbKO, YKPaiHCbKOIO Ta
pociiicbkolo moBamu; Bpowypa wogo nocnyr Big Scout Clinical, Bepcia 2.0 Big 11 rpygHa 2025,
aHINiNCbKOK, YKPAiHCLKOK Ta pociiicbkolo mMoBamu; JOCLE A[OCiAKYBAHOrO JliKapCbKOro 3acooy
Cenerimod - sKicTb, Bepcia 3.1 Big 01 XoBTHA 2025 p., aHrNiNCbKOO MOBOIO; 3pa30K €TUKETOK
[OCNigKyBaHOro JlikapcbKoro 3acooy, Bepcis 2 Big 15 ciuHa 2026 p., yKpaiHCbKOIO Ta POCIilicbKOLo
MoBamMu; Bk/1loUeHHA foAAaTKOBUX MiCLib NpoBeAeHHSs K/iHIYHOro BUNnpoo6yBaHHs; 3MiHa Ha3BU MicuA
NpoBeAEeHHA KNiHIYHOrO BUNpPoGyBaHHA; 3MiHa BignoBifa/IbHOro AocnigHMKa Ta 3MiHa Ha3Bu Micus
NpoBeAEeHHSA K/iHIYHOro BUNPOGYBaHHSA 40 NPOTOKO/Y KNIHIYHOIo focnigpkeHHs «dasa 3, 6aratoueHTpoBe,
BiAKpWTE, 3 OAHIEID rPYNO, PO3LUNPEHE AOCNIAXKEHHS NS OLIHKMA 6e3nekn Ta NepeHoCMMOCTI Mpy TpUuBasioMy
3acTocyBaHHi LileHepumogy y A0pOCAnX NaLEHTIB 3 CUCTEMHUM YepBOHUM BoBYakom (CUB) cepegHboro ta
TSKKOrO CTyneHs Ha dooHi 6a30B0i Tepanii», ko gocnimpkeHHsa 1D-064A303, chiHanbHa Bepcis 2 Big 17 ciuHs
2025 p.; cnoHcop - Idorsia Pharmaceuticals Ltd, Switzerland

3asBHUK - TOB «CaHaKric», YkpaiHa

BYNO CTANO
Idorsia Pharmaceuticals Ltd, Switzerland VIATRIS Innovation GmbH, Switzerland
Ne M.1.6. BignoBigansLHOro gocnigHuka
n/n HasBa Micugs npoBeAeHHs KNiHIYHOro BUNPo6YyBaHHS

1. | K.M.H. KnebaH A.I.

KuiBcbka K/liHIYHA flikapHA Ha 3ani3HUYHoMy TpaHcnopTi Ne2 dinii «LieHTp OXOpoHW 340pOoB'A»
AKLIOHEPHOro TOBapUCTBa «YKpaiHCbKa 3aJ1i3HULSA», LeHTP KIiHIYHKUX AoC/iaKeHb, M. KWiB

2. | K.M.H. BuwHuBeLbKuii 1.1,

KomyHanbHe nignpuemctBo «JlikapHa Nol» >KMTOMUPCBKOT MICbKOT pany, KOHCY/bTaTUBHO-
NikyBa/ibHe BiaAiieHHs «HaykoBO-A0CAIAHNLBKWI LEHTP», M. XKUToMnp

3. | pokTop duinocodii «MeanumHa» Kynuk A.B.

KoMyHasibHEe HeKOMepUiiiHe nignpueMcTBO «Yepkacbka 06G/1acHa nikapHs Yepkacbkoi 061acHoi
paau», KapaiopeBMaTosioriyHe BigaineHHs, M. Yepkacu

4. | nikap 3a64eHko M.T.

MpuBaTHe Mase NiaANnpPUEMCTBO, MEANYHUIA LIeHTP «[ynbC», TepaneBTUYHe BiAAineHHs, M. BiHHMLSA
5. | A.M.H., npodp. XimioH /1.B.

KoMyHasibHe HekomepuiiiHe nianpuemcTBo KuiBCbKoi 06s1acHOi paan «KuiBcbka o6sacHa KiiHivuHa
NiKapHs», KOHCYbTATUBHO-AiarHOCTUYHWIA LLEHTP, M. KniB

6. | K.M.H. ¥Ypcon H.B.

KomyHanbHe HekomepuiliHe MignpueEMCTBO «XMeflbHuLbKa O6nacHa JlikapHa»  XMenbHULbKOT
o061acHoi pagu, peBmatosoriyHe BiafineHHs, M. XMeNbHULbKUIA

7. | A.M.H., npod. Yonsk B.B.




YHiBepcuTeTCbKa /iKapHSA AepXXaBHOrO HEKOMEpLIAHOro nignpueMcTBa «J/1bBIBCbKNA HaLliOHAIbHWIA
MeaNYHWIA  yHiBepcuTeT iMeHi [JaHvuna [anuubkoro», peBMAaTosIorivyHe BiAAINEHHS Kammycy
iMeHi Map’sHa MaHunwuHa, [epxaBHe HekoMepuiiHe NignpMEMCTBO «JIbBIBCbKWI HaLiOHasbHUIA
MeANYHWIA yHIBepcuTeT iMmeHi JaHuna Manvubkoro», kadeapa kniHivHoT iMyHOOTiT Ta aneprosiorii, M.
JlbBiB

8. | K.M.H. AgapiueB B.B.

[JepxaBHa ycTaHoBa «HaLiOHa/IbHUIA HayKOBUIA LEHTP «IHCTUTYT KapAionorii, KAiHIYHOI Ta
pereHepaTUBHOI MegUUUHK iMeHi akanemika M.[. CTpaxecka» HauioHasbHOI akagemii MegnyHux
HayK YKpaiHu», Biffdi HEKOPOHAPHUX XBOPO6 ceplsl, peBMaTonorii Ta Tepanii, M. Kuis

9. | A.M.H., npoch. Abparamosuy Y.O.

ToBapncTBO 3 OOMEXEHO BigNoBiAa/IbHICTIO «KanvMHa. LleHTp cydacHO! mMeauunHn», MeanyHui
LEeHTpP, M. JIbBiB

10. | K.M.H. Ko3ak H.T1.

ToBapncTBO 3 OOMEXEHOW BiAMNOBiAANbHICTIO «KanuTan», KiHIKO-KOHCY/bTaTUBHE BiAAiNeHHs

MEeAMYHOro LEHTPY «YHiBepcasbHa KiiHika «Obepir», M. Kuis

BYNO CTA/O

O.M.H., npodp. ApemeHko O.b. O.M.H., npod. ApemeHko O.b.
KomyHasbHe HekomepLiiHe NignNpPUeEMCTBO | KoMyHasbHe HekoMepLiiiHe NignpPUEMCTBO
«KuiBcbka  Micbka  KiHiYHA  nikapHa  Ne3» | «KuiBCcbka  Micbka  KAiHiYHa  nikapHa  Ne3»
BMKOHaBYOro opraHy KuiBCbKOI MICbKOI paau | BUKOHABYOro opraHy KuiBCbkOi MiCbKOT paam
(KviiBcbKOT ~ MiCbKOT  AepaBHOT — aAmiHicTpauir), | (KMIBCbKOI  MICbKOT  AepXaBHOI  afgMiHicTpauir),
Big4iIeHHs  Tepanii, HauioHanbHWA MeanyHWiA | BiA4iNeHHs Tepanii, HauioHanbHWA  MeanyHWiA

yHiBepcuteT imeHi O.O. Boromonbus, kadeapa
BHYTpIiWHbLOT MeguunHn Ne3, M. Kuis

yHiBepcuteT iMmeHi O.O. Bboromosnbud, kKadpegpa
BHYTPILWHbLOI MeAULUHN 3 KYPCOM Kappgiosiorii Ta
peBmaronorii, M. Kuis

iMm. M.I. Muporosa, katheapa BHYTPILLUHLOT MeANULMHN
Ne3, M. BiHHMLA

BYNO CTANO
O.M.H., npod. feHectok B.l. K.M.H. Bapcbka O.B.
KomyHasbHe HeKoMepLiiHe nignpuemcTBo | KomyHasbHe HekomepLiiHe nigNnpUeEMCTBO
«BiHHMUbKA Micbka  KniHiYHa  nikapHa  Nel», | «BiHHULUbKa Micbka KniHiuHa nikapHs Nel», KfiHiuHe
BigAineHHsA Tepanii Nel, BiHHMUbKWIT | TepaneBTUYHe BigaineHHA Nel, BiHHWUbKWI
HauioHasTbHWI MeaNYHWIA YHIBEpPCUTET | HaLioHaNbHWUIA MeanYHnin yHiBEpcuTeT

iMm. M.I. Muporosa, katheapa BHYTPILLHLOT MEAULIMHN
Ne3, M. BiHHMUSA

13. Ykpaina, MK-3475-587, IHchopmauis Ta 4OKYMEHT nNpo iHchopmoBaHy 3rofy AN nauieHTa, Bepcis
5.00 Big, 03 nioToro 2026 p., yKpaiHCbKOI MOBOIO; 3pa3ku 30BHILUHLOIO Ta BHYTPILUHLOro MapKyBaHHS
JocnimpKyBaHoro nikapcbkoro 3aco6y MK-3475, 25 mr/mn ctepunbHUA PpO3YUH ANA BHYTPILLHbOBEHHUX
iHy3iii, Outer Package Ta Immediate container, Big 18 »xoBTHsA 2024 p., aHINiACBKOIO Ta YKPAIHCbKOLO
MOBOI0; 3pa30K 30BHILUHLOr0 MapKyBaHHA AOC/iAKYBaHOro NikapcbKoro 3aco6y J/leHBaTuHio, 10 mr,
kancynu, Outer Package Big 10 nuctonaga 2025 p., aHrMiliCbKOIO Ta YKPAiIHCbKOIO MOBOIO; 3pa3ok
30BHIlWIHBLOIO MapKyBaHHA [OCAIAKYBAHOIO JlikapcbkKoro 3aco6y JleHBaTuHIO, 4 mr Kancynm, Outer
Package Big 02 rpygHa 2025 p., aHrNilicbKol Ta yKpaiHCbKOK MOBOM; 3MiHa BignoBiga/ibHOro
pocnigHuka 3 K.M.H. OctaneHko HO.B. Ha Mauko B. B. Ta 3miHa Ha3BU Micus NpPoBeAeHHA K/iHiYHOro
BUNPOGYBaHHA; 3MiHa Ha3BM Micus NPoOBeAEeHHS K/iHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y KAiHIYHOro
pocnipkeHHa «baraToueHTpoBe, BigkpuTe gocnimxkeHHs 11l dpasn 4N ouiHKM AOBroCTPOKOBOI 6e3MeyHOoCTi Ta
epeKTVBHOCTI B y4acCHUKIB, AKUM Hapasi MPoBOAMTLCA NiKyBaHHA ab0 CMOCTEPEXEHHS Y OOCMNIIXKEHHSX, L0
BKNIOYaOTb nemoéponizymad», ko pocnigkeHHs MK-3475-587, 3 iHkopriopoBaHow nonpaskoio 08 Bif
25 ntoToro 2025 poky; cnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO
3aB.Bif., K.M.H. OcTtaneHko H.B.

CTAJIO

nikap Mauko B.B.

[epxaBHe HeKkoMepLUiiHe nignpuemcTao | [epxaBHe HeKoMepLiiiHe nigANnpUeEMCTBO
«HaujoHanbHUiA  IHCTUTYT  paky», BiggineHHa | «HauioHanbHWiA IHCTUTYT paky», KNiHiKa
MaJIOiHBa3MBHOI Ta €HAOCKOMIYHOI Xipyprii, | OHKOremaronorii  Ta  K/AiHiYHOT  OHKONOrii,

iHTepBeHUiiHOI pagionorii, M. Kuis BigAiNneHHA KNiHiYHOI OHKonorii, M. KniB




BYNO CTA/O

K.M.H. Agamuyk I".A. K.M.H. Agamuyk I".A.

KomyHanbHe nignpuemctBo «Kpuopisbkuii | KomyHanbHe HeKoMepLiliHe TOBapuUCTBO
OHKOJIOTiYHUiA AucnaHcep» [lHINpPoneTpoBCbKOI | «KPUBOPI3bKMIA  OHKOMOrYHMIA  AucnaHcep»
oGnacHoi pagu», xiMioTepaneBTUYHe BigdineHHs, | AHiNponeTpoBCbLKOT o6nacHoi pagu»,

M. Kpmsuia Pir XiMioTepaneBTuYHe BiggisieHHs, M. Kpyneuia Pir

14. 3miHa BignoBiganbHOro pocnigHukKa; 3miHa Ha3BM MicUSl NPOBEAEHHS KMIHIYHOTO BUNPOGYyBaHHSA
[0 NPOTOKO/TY KNiHIYHOro BUNpo6yBaHHA «JocnigpkeHHs |l hasn nemoponisymady (MK-3475) y kombGiHau,i 3
CYNyTHbLOI XiMIOMPOMEHEBO Tepanieo 3 NoganbLUMM BBEAEHHSIM NemMoposiisymaty 3 onanapnbom abo 6es
HbOr0 MOPIBHSIHO 3 CYNYTHbLOK XiMIOMPOMEHEBOK Tepaniew 3 noaasibluMM BBEAEHHAM AypBasiymaby B
YYacCHUKIB 3 HeonepabeslbHUM fIOKa/IbHO PO3MNOBCIOMKEHUM HEeApPIOHOKMITUHHMM pakoMm nereHiB Il cTagii
(HAPNM)», kop pocnipkeHHs MK-7339-012, 3 iHkoprnopoBaHot nonpaskoto 08 Big 15 kBiTHA 2024 poky;
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO CTANO

K.M.H. OcTtaneHko HO.B.

nikap Mauxko B.B.

JepxaBHe HekomepLiiHe nignpuemcTeo | JepxasHe HekomepLUiiHe nignpUeMCTBO
«HauioHanbHWn  IHCTUTYT  paky», BigAineHHAa | «HauioHanbHWi iHCTUTYT paky», KNiHika
MaJlIoiHBa3MBHOI Ta eHAocKoniyHol Xipyprii, | OHKoremaTtosiorii  Ta  KMiHIYHOI  OHKONOril,

iHTepBeHUiHOT paaionorii, M. KuiB BigAaiNieHHA KNiHIYHOT OHKosoril, M. KniB

15. 3miHa Ha3Bu gocnimkeHHs «PaHgomizoBaHe, nogBiiiHe crine, nnaue60-KOHTPOIbOBaHe, NOAiHO-
opieHTOoBaHe pgocnimkeHHA Il casn 3 meTOO BUBYEHHA BNAMBY OPGOPrAinpoHy Ha 4acTtoTy
BMHUKHEHHS1 3HAYHUX HECNPUATINBUX ABULL 3 GOKY cepLeBO-CYAMHHOI CUCTEMMU Y MauieHTiB 3
BCTAHOB/IEHUM aTepPOCK/NEPOTUYHMM CepueBO-CYAUHHUM 3axBOPIOBaHHAM i/a60  XPOHIYHMM
3axBoproBaHHAM HupoK (ATTAIN-Outcomes)»; 3aslyyeHHA HOBUX MicLub MPOBeAEeHHA KIliHIYHOro
BUNPOGYBaHHA; KomnnekT nauieHTCbKuX martepianis: MOCiGHUK i3 nofonaHHA NOGIYHUX edpeKTiB i3
GOKy LWYHKOBO-KULIKoBoro Tpakty (LUKT), Bepcis 1 Big 02 »xoBTHA 2025 poKy yKpaiHCbKOIO MOBOIO
(CT_GI-AE-Brochure_Master_vl_020ct2025_CZ-UK); Moci6HUK i3 nogonaHHA NoGiYHUX edpekTiB i3
GOKy LIYHKOBO-KMIWIKOBOro Tpakty (LUKT), Bepcis 1 Big 21 uepBHa 2025 poOKy aHrniiicbkoo MOBOIO
(CT_GI-AE-Brochure_Master_v1_21Jun2024_GB-EN); ®opma «Cnucok nokynok» Bepcis 1 Big 30 ciuHa
2023 poKy YyKpaiHCbKOW Ta aHrniiicbkoro moBamu (CWM_SHOPPING-LIST_MASTER_V1_
30JAN2023_UA(UK)) £o npoTOKOMy KIIHIYHOrO JocnigpKeHHs «PaHfomizoBaHe, noggiiHe cnine, niauebo-
KOHTPO/IbOBaHe, NOAiHO-0pieHTOBaHe AocnimkeHHs |l dha3n 3 MeTOH BMBYUEHHS BN/IMBY OpPOPrainpoHy Ha
YacTOTy BUHWKHEHHS 3HAYHWX HECMNPUATIUBUX SBULL, 3 OOKY CepLeBO-CYAMHHOI CUCTEMMU Y NaLjieHTIB 3
BCTAHOB/IEHUM aTEPOCKNEPOTUUYHNM CEPLEBO-CYANHHUM 3aXBOPHOBAHHSAM i/ab0 XpPOHIYHUM 3aXBOPIOBAHHSAM
HUPOK», Kog gocnipkeHHs J2A-MC-GZPW, Bepcis 3 nonpaskoto (a) Big 26 BepecHs 2025 poky; CNoHCop -
Eni Ninni eng Komnawi, CLWA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LBeiiyapis

BYNO

CTANO

«PaHpgomizoBaHe, cnine, nnaue6o-
KOHTPO/IbOBaHe, noAiliHo-opieHToBaHe
pocnipkeHHa Il dpasn 3 MEeTo BMBYEHHS BM/IMBY
OphoprainpoHy Ha 4YacToTy BWHWUKHEHHS 3HAYHUX
HECMPUATIMBUX SBULLY, 3 GOKY CepLeBO-CYAVMHHOI
cuctemu y nauieHTiB 3 BCTAHOBJ/IEHUM
aTepoCKNepOTUYHUM CepueBOo-CyANHHUM
3aXBOPIOBAHHAM i/ab0 XPOHIYHUM 3aXBOPHOBAHHAM
HUPOK»

noAgiHe

«PaHpgomizoBaHe, noggiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe, NoAjiHO-OpiEHTOBaHe
pocnimpkeHHa Il dasn 3 METo BUBYEHHSA BM/IMBY
OpPMOPrAINPOHY Ha YacToTy BWHWUKHEHHS 3HAYHUX
HECMpUSAT/IMBNX SBULY, 3 GOKY CepLeBO-CYAVMHHOI
cuctemu y naujieHTiB 3 BCTAHOBJ/IEHUM
aTepoCKNePOTUYHUM CcepueBo-CyAUHHUM
3axXBOPHOBAHHAM i/ab0 XPOHIYHUM 3aXBOPHOBAHHSAM

HUpoK (ATTAIN-Outcomes)»

No M.1.6. BignoBigasbHOro gocnigHvka

n/n

HasBa Micus npoBefeHHs KIiHIYHOro BUNPO6YyBaHHS

1. | A.M.H., npodp. KomicapeHko HO.I.

KomyHanbHe HekomepuiiiHe nignpnemcTBo «KuiBcbka Micbka kiHidHa nikapHa Nel8» BUKOHABYOro
opraHy KuiBcbKoi Micbkoi pagu (K1iBCbKOi MICbKOI fepXaBHOI aaMiHicTpauil), EHAOKPWHOAOTIYHNIA




LeHTp, HauioHanbHWii megnuHmnii yHiBepcuteT iMeHi O.0. boromosbls, Kadeapa eHaoKpUHOOTI,
M. Knis

2. | o.Mm.H., npodp. CeprieHko O.O.

YHiBepcuTETCbKa MiKapHA AepXaBHOro HEKOMEPLNHOro nignprmemMcTBa «/IbBIBCbKWIA HaLOHabHWIA
MeaWYHUIA  yHiBepcuTeT  iMmeHi  Janwna  [anuubkoro»,  KniHika  BHYTPILWHIX — XBOPOO,
racTpoeHTEepPO/IOriYHe BigAiieHHA kamnycy iMeHi Map'aHa MaHuvwmnHa, [lepxaBHe HekomepuiiHe
nignpuemcTBo «/IbBIBCbKWI HaLiOHa/IbHUIA MeAWYHUIA yHiBepcuTeT iMeHi JaHuna anuubkoro»,
Kadpeapa eHaoKpuHoNorii, M. J1bBiB

16. Bk/IIOUEHHA [0AATKOBOro MicUA MPOBEAEHHA K/IHIYHOrO BUNPOOyBaHHA; Martepiann pgns
nauieHTiB: EFC18325/EFC18359. IHCTpyKLia 3i 360py 3pa3KiB Kany B AOMAalUHiX yMoBax, peg. 1.0 Big
19 ciuHAa 2026 p., OCTATOUHUI Nepeknag 3 aHrniiCbKoi MOBM Ha YKpaiHCbKy MoBYy Big 02 niotoro
2026 p., YKpAiHCbKOIO MOBOIO [0 MPOTOKO/Y KAIHIYHOTO AOCAiMKEHHS «baraTtoueHTpoBe MiXHapoAHe
paHAomi3oBaHe NoABIHO chine nnauebo-KoOHTpoiboBaHe AochigxeHHs 1l asn 3 ouiHkKM edpekTUBHOCTI Ta
6e3neYyHoCTi NiATPUMYBasIbHOI Tepanii AYBaKiTYromM B yYaCHUKIB i3 CepeHbOTSHKKUM ab0 TSHXXKUM nepebirom
BMPa3KOBOrO KOMITY B akTMBHIl chopmi», kog pocnigpkeHHs EFC18359, 3 nonpaskoto 01, Bepcis 1 Big,
01 BepecHAa 2025 poky; crnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTIC
Pewepw e leBenonmaH, ®paHis)

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

No M.1.b. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | nikap Cknbano C.A.

ToBapnCcTBO 3 06MEXEHOI0 BiANOBIAATbHICTIO «MiXXKHAPOAHWI IHCTUTYT KAIHIYHUX AOCAIOKEHBb, BIAAI

racTpPOEHTEPOsIOrii Ta renatonorii crtauioHapHOro BigAieHHs MeandHoro ueHTpy «OK!KiHiK+»,
M. KuiB

17. BKIOUEHHA [0AATKOBOro MiCUA NpPOBeAeHHA KAiHIUHOro BUNpoGyBaHHA; Martepianm ansa
nauieHTiB: EFC18326/EFC18327. IHCTpYKLif 3i 360pYy 3paskiB Kaly B OMALLHIX yMoBax, pea. 1.0 Big 19
ciuHa 2026 p., ocTaToOuHMI Nepeknag 3 aHrniicbkoi MOBM Ha YKpaiHCbKy MOBY Big 02 nioTtoro
2026 p., YKpalHCbKOKO MOBOIO [0 MPOTOKO/Y KNiHIYHOIO AochifjkeHHA «baraToueHTpoBe MixHapoaHe
paHAoMi30BaHe NoABiHO cnine nnauebo0-KoHTposiboBaHe AocnimkeHHs Il da3n 3 ouiHku edpekTMBHOCTI Ta
6e3MeYyHoCTi NiATPUMYBasIbHOI Tepanii AyBaKiTYroM B YYaCHVKIB i3 CepeHbOTXKKMM ab0 TAXKUM nepebirom
XBOpO6Y KpoHa B akTuBHIN chopmi», kog gocnimpkeHHs EFC18327, 3 nonpaskoto 01, Bepcisa 1 Big 01 BepecHs
2025 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTic Pelleplu e
JesenonmaH, ®paHuis)

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

No M.1.6. BigNOBiAa/IbLHOrO AOCNIAHMKA

n/n HasBa micLs NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. | nikap Cknbano C.A.

ToBapnCTBO 3 OOMEXEHOK BiANOBIAASIBHICTIO «MDKHAPOAHUA IHCTUTYT KAIHIYHUX [OCAIIKEHb,
BigAiN ractpoeHTeponorii Ta renaTonorii cTayioHapHOro BigAieHHs MeanyHoro ueHTpy «OK!
KniHik+», M. KniB

18. Aocbe pocnigxyBaHOro snikapcbkoro 3aco6y: CT-P51 (Mem6ponisymad) Bepcia 4.0 Big 29 ciuHs
2026 poky [0 MPOTOKONY K/HIYHOrO AocnigpkeHHs «[MoagiliHe cnine, paHAOMi30BaHe, KOHTPOJSIbOBaHe
aKTMBHMM MpenapaTom JoCAimpKeHHA ddasn 1y TpbOx napanesibHuX rpynax AJis ouiHKM hapMakoKiHETUYHOI
nofibHOCTI TPbOX Jlikapcbknx ¢opm nem6ponisymady (npenapaty CT-P51, npenapaty Kitpyaa,
cxBasieHoro B €C, i npenaparty Kitpypga, niueHzosaHoro B CLLA) B KOCTi af,'t0BaHTHOI Tepanil y nauieHTiB i3
MOBHICTIO BUAaneHow menaHomoto ctagii [IB, 1IC ta lll», kog gocnigxeHHs CT-P51 1.1, nonpaBska 5, Bepcisi 4.0
Bifg, 29 KBiTHA 2025 p.; cnoHcop - «CEMNTPIOH, IHK.» Pecny6nika Kopes (CELLTRION, Inc. Republic of Korea)
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

19. bpowypa pocnigHuka MK- Cauutysyma6 tupymortekaH (MK-2870/SKB264), BupaHHa 8 Bipf
30 ciuHA 2026 pokKy, aHrNiNCbKOW MOBOM; YKpaiHa, MK-2870-032, IHdopmauifas Ta AOKYMEHT npo
iHhopMoBaHy 3rogy ANA nauieHTa, Bepcis 03 Big 17 notoro 2026 p., yKpaiHCLKOIO MOBOIO; 3pasKu
30BHIWWHBLOrO0 Ta BHYTPIWHLOrO MapKyBaHHSA AOC/iAKYyBaHOro Jlikapcbkoro saco6y [Maknitakcen



6 mrimn, 16,7 mMn KOHUEHTpaT AnAa po3uvHy ansa iHdysiil/cdnakoH, Outer Package Tta Immediate
Container Big 5 rpyaHa 2025 p., aHIMIACbKOI Ta YKPaiHCbKOK MOBOK [0 MNPOTOKO/Y KAiHIYHOrO
pocnipkeHHa «PaHgomizoBaHe, Bigkpute gocnimkeHHs Il a3 ansa ouiHku epekTMBHOCTI Ta 6e3neyHocTi
sac-TMT (Cauyutysyma6é TupymortekaH, MK-2870), y noefHaHHi 3 KapbonnatuHom/naknitakcesiom
NOpIBHAHO 3 XiMioTepanieto, 06uaBa B KOM6GiHaLiT 3 neMbposizymadoM B AKOCTI Heoa ' toBaHTHOI Tepanii ans
TPpWYi HEeraTMBHOTO paky MOJIOYHOI 3a/103M 3 BUCOKMM PU3WKOM, Ha PaHHiin ctagii abo ropmoHasibHUM
peLuenTop-HU3bKAM NO3UTUBHUM PakoM MOJIOYHOT 381031 /pakoM MOJIOYHOT 381031 peLLenTop-2 HeraTMuBHNM
[0 MI0ACBKOro enifepMasibHoro oaktopy pocTy», kog nocnimkeHHs MK-2870-032, sepcia 00 sig 18 noTtoro
2025 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

20. 3BiT 300paxeHb iHTepdeiicy onuTyBasibHUKaA A/1A nauieHTa, MK-1026-008 gna YkpaiHu, Bepcia 1
Bif 20 uepBHsA 2022 poKy, POCICbKOK MOBOIO [0 MPOTOKOMY K/HIYHOIO AOCAimpKeHHs «PaHaomizoBaHe
pocnipkeHHa 1l casn gna nNopiBHAHHA edekTUBHOCTI Ta 6e3MeYHOCTi HEMTaOGpPYTUHIOY B MOPIBHAHHI 3
XiMmioiMyHOTepanielo nNpu paHille HeslikoBaHOMY XPOHIYHOMY niMdpouuTapHoMy neikosi/nimcomi 3 manmx
nimcpounTie 6€3 abepaduiii reHa TP53 (BELLWAVE-008)», koa gocnigkeHHs MK-1026-008, 3 iHKopnopoBaHOto
nonpaskoto 02 Bifg 20 BepecHs 2024 poky; crnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme
LLC, USA)

3anBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfAUIBHICTIO «MC/], YkpaiHa»

21. 3miHa Ha3BMW MicuA NpoBeAeHHA K/iHIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y KIHIYHOIO AOCAIAKEHHS
«PaHgomizoBaHe, noggiliHe cnine gocnigkeHHs Il cpasn ximiopagiotepanii y koMmbiHaLii 3 neméponisymaéom
abo 6e3 HbOro A1 NiKyBaHHS /I0Ka/IbHO PO3MOBCIOAKEHOTO pakKy LUMIAKUA MaTKM 3 BUCOKMM CTYMEHEM PU3NKY
(KEYNOTE-A18/ENGOT-cx11/GOG-3047)», kop pocnimkeHHs MK-3475-A18/[ENGOT-cx11/GOG-3047, 3
iHKopriopoBaHoto nonpaskoto 04 Big 08 nuctonaga 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA
(Merck Sharp & Dohme LLC, USA)

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

OHKOJ10TIYHWIA perioHaNbHWiA NiKyBasibHO-
[iarHOCTUYHWIA LEeHTP», OHKOJIOriYHe riHeKosoriyHe

BYNO CTANO
O.M.H., npod. Bonogbko H.A. O.M.H., npod. Bonoabko H.A.
KomyHasibHe HekomepLinHe nignpuemcTso | KomyHasnbHe HekomepLiiHe nigNnpUeEMCTBO
JbBiBCLKOT obnacHoi pagn «J1bBIiBCbKUIA | JIbBIBCHKOI obnacHoi paam «J1bBIBCbKUIA

OHKOOTIYHWIA perioHanbHWiA NiKyBaJIbHO-
OiarHOCTUYHWIA LLEeHTP», OHKOJ/IOriYHe riHeKosoriyHe

BigdineHHs Nel, JIbBiBCbKUIA HauiOHanbHWiIA | BigdineHHa Nel, [JepxaBHe HeKomepuiiiHe

MepUYHUIA YHiBepcuter iMeHi | nignpnemcTBo  «J/1bBiBCbKWUii  HauioHaNbHWiA

DaHnna Tanuubkoro, kadegpa OHKOMOriT i | MeguUHWIA yHiBepcuteT iMeHi

pagionorii  dpakynbTeTy nicnAaunAoOMHOI OCBiTW, | AaHuna T[anuuybkoro», kadegpa oOHkonorii i

M. JIbBiB pagionorii  haky/bTeTy nicnAgunIOMHOT  OCBITH,
M. JIbBiB

22. 36inbleHHSA 3an/1aHOBaHOI KiJIbKOCTi JOCiAXYyBaHUX AN BKNOUYEHHS Y K/liHiYHe BUNPOGYyBaHHA B
YKpaiHi 3 25 ao 30 oci6 f0 NPOTOKO/Y KAIHIYHOIO JOCNIIKEHHS «baraToLeHTpoBe, BiAKPUTE, paHA0Mi30BaHe,
3 aKTVBHUM KOHTPOJIEM AOCMiMKEHHS 2/3 ha3n 3unoBepTamady BeJOTUHY (MK-2140) y
KOMOGiHaLji i3 cTaHAApPTHMM JiKyBaHHAM Y MaUIEHTIB 3 peunanByoHo0 abo pedhpakTepHolo andysHow B-
BE/INKOKNITMHHOWO nimdiomoto  (waveLINE-003)», kop pocnimpkeHHs MK-2140-003, 3 iHKOpNopoBaHO
nonpaskoto 07 Big 09 kBiTHA 2025 poky; cnoHcop - TOB Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme
LLC, USA)

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

23. KapTka ana nauieHTa WoAo po3cilin/ieHHA NikyBaHHA, Bepcia 1.0 Big 01 rpyaHa 2025 poky,
YKpaiHCbKOI0 MOBOIO [0 NPOTOKO/TY KAIHIYHOTO AOCNigKEHHS «baraToueHTpoBe, paHA0Mi30BaHe, NOABiHe
cnine, nnaye60-KOHTPOIbOBaHE AOCNIMKEHHS ha3un 3 ANs OLiHKM e(hekTMBHOCTI Ta 6e3neYHOCTi NifLWKipHOro
BBEAEHHSA aHipposiymaby [OPOCUM NauieHTam 3 CUCTEMHUM YEPBOHMM BOBYAKOM», KO LOCIIKEHHS
D3465C00001, sepcis 4.0 Big 14 yepBHA 2023 poky; cnoHcop - AstraZeneca AB, Sweden

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTULje «AVK'IOBIA PAC YkpaiHa»



24. OHoBneHwuii npotokon BepciAa Ne 3 Big 19.01.2026 ykpaiHCbKOO MOBOI; OHOBNeHuii CuHoncuc
npoTtokony Bepcisa Ne 3 Big 19.01.2026 ykpaiHCbKOIO MOBOIO; OHOB/ieHa IHAuBIiAyanbHaA peecTpauiiHa
topma, Bepcia npotokosty Ne 3 Big 19.01.2026 ykpalHCbKOO MOBOK; OHoBneHa IHhopmauia ansa
yyacHuKa pocnimxkeHHs i dopma iHpopmoBaHol 3roan, Bepcia Ne 4 Big 19.01.2026 yKpaiHCbKOIO
MoBot0; OHoBeHUi LLloaeHHMK NauieHTa, Bepcis npoTtokosy Ne 3 Big 19.01.2026 yKpaiHCbKOIO MOBOIO;
3MiHa Has3BM MicuA NPOBeAEHHSA KMiHIYHOrO BUNPOGYBaAHHA [0 MPOTOKO/TY KAIHIYHOTO AOCAIAKEHHS
«BbaraToueHTpoBe, NoABiliHe criine, paHAoMi30BaHe, niaueb0-KOHTPO/IbOBaHe AOCNIKEHHS eDEKTUBHOCTI Ta
nepeHocumocTi npenapaty C007/1, Tabnetkn no 1 1a 2 mr, BupobHuutea TAB «IHTEPXIM» (YkpaiHa), y
nauieHTiB 3 60/1bOBOK AiaGeTUYHOK MoMiHeponaTieto», Kogd, AocnimkeHHs IC- C007/1 — DN/2, Bepcid
npotokony Ne 2 Big 11.03.2025; cnoHcop - ToBapuCTBO 3 A0AATKOBOK BiAnoBigasibHICTIO «IHTEPXIM»,
YKpaiHa

3asiBHUK - TOBaApUCTBO 3 A0AAaTKOBO BiAnoBigasbHICcT0 «IHTEPXIM», YkpaiHa

BYNO CTA/O
O.M.H., npodp. BnaceHko M.B. O.M.H., npod. BnaceHko M.B.
KomyHasbHe HekomepLiiHe NignNPUeEMCTBO | KoMyHasbHe HekoMepLUiiHe nignpPMeEMCTBO
«BiHHWLbKWIA obnacHuii KNiHIYHWIA | «BiHHULbKNT obnacHuii KNiHIYHWIA
€HAOKPUHOMOTYHNIA  LeHTP BiHHMUBKOT 061acHOi | eHAOKPUHONONYHMIA UeHTp BiHHMUBKOT 06nacHoi
Paan», TepaneBTUYHE BigAineHHs | Pagn», TepaneBTUYHUIA BifAin KOHCYIbTaTUBHOI
KOHCY/IbTaTUBHOI NOAIKAIHIKN, M. BiHHMUSA NONiKNiHIKN, M. BiHHMUSA




