Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIIB KNiHIYHUX BUNPOGYBaHb, PO3rNsaHYTUX Ha 3acigaHHAX HEP Ne 12 Big 25.04.25, HTP Ne 16 Big,
25.04.25, Ha ki 6ynn oTpuMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. «PaHgomizoBaHe Bigkpute gocnimkeHHs dasn 3 418 OuiHKA ePeKTMBHOCTI Ta 6e3ne4HOCTi KOMBIHOBaHOI
Tepanii npenapatamn ToGeBiGapT + enedéeipaH B yYaCHUKIB i3 XPOHIYHOK iH(pEKLiE, Ky BUKINKae BI'D
(ECLIPSE 1)», koa pocnimpkeHHss VIR-CHDV-V203, OpuriHan, Bepcis 2.0 Big 07 nuctonaga 2024 poky,
cnoHcop - Bip banotekHonogxi, IHk., CLLUA / Vir Biotechnology, Inc., USA

dasza - Il

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

Ne M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa Micusi npoBefeHHA KiHIYHOro BUNPo6yBaHHS

1. | nikap [Jo6psHcbka M.A.

TOBAPVNCTBO 3 OBEMEXXEHOIO BIAMOBIJANBHICTHO «APEHCIA EKCIN/TIOPATOPI MEAICIH»,
BioAIN KNiHIYHWUX focnimkeHb MeanyHoro LeHTpy, M. Kuis

2. «Bigkpute pgocnimkeHHs dasm 1lb 3 ogHOpas3oBMM MigBULLEHHAM [03M A1 OUiHKM 6e3ne4yHocTi,
nepeHoCcUMOoCTi, hapMakokiHETVKN Ta hapMakofuHamiku npenapaty Byaonpyrtyr (TNT119) y popocnumx
nalieHTiB i3 cMCTEMHMM 4epBOHMM BoB4Yakom (CUB)», koa mocnimpkeHHs TNT119-SLE-101, Big 17 ciuns
2025 poky, cnoHcop - Climb Bio, Inc., USA (Knaim6 bio, IHk., CLLUA)

®asza - l/lb

3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «MiMifli FOKPENH», Ykpaina

Ne MN.1.B. BignoBiganbHOro gocnigHnka

n/n Hasga Micus npoBefeHHs KiHIYHOro BUNPo6yBaHHS

1. | K.M.H. MaTiawyk I.T.

ToBapucTBO 3 0O6MEXEHOH BiAnoBigaNbHICTI0O «MeguuHnii ueHTp «KoHcuniym Megikan», KAiHiko-
KOHCy/IbTaTMBHE BigAiieHHss MeAnyHoro ueHTpy, M. Kuis

2. | K.M.H. Mechbchopg T.O.

TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAANBHICTHO «APEHCIA EKCIN/IOPATOPI MEAICIH>,
BiAAiN KNiHIYHMX gocnimkeHb MeanyHoro ueHTpy, M. Kuis

3. | 4.M.H., npodp., 3aB. kKagp. CmisaH C.1.

KomyHaslbHe  HekOoMepLiiiHe NignNpuMeEMCTBO  «TepHOMiNbCbka o6nacHa  KiHIYHA  JliKapHS»
TepHONINbLCLKOI 06M1acHOi pagun, peBMaTosioriyHe BigAineHHsA, TepHOMINbCbKWI  HauiOHasTbHWIA
MeanyHUA yHiBepcuTeT imeHi |.A. FopbayeBcbkoro MiHicTepCcTBA OXOpPOHM 340pPOB'S YKpaiHu,
Kadheapa BHYTPIiLIHLOT MeanumHn Ne2, M. TepHoninb

4. | a.M.H., npod., 3aB. kadp. CTaHicnaBuyk M.A.

KomyHasibHe HekoMepUinHe NignpueMCcTBO «BiHHMLbKa 06/1acHa KniHiuHa nikapHs im. M.I. Muporosa
BiHHMUBKOT 06n1acHOT paan», BUCOKOCNELiani3oBaHWUiA KMiHIYHWIA LleHTp peBmartosorii, octeonoposy
Ta 6ionoriyHoi Tepanii, BiHHWLbKWIA HaLiOHa/IbHUIA MeanyHWin yHiBepcuTeT im. M.l. Muporosa,
Kadpegpa BHYTPiLWHbOT MeanumHu Nel, M. BiHHMUA

5. | A.M.H., npod., 3aB. kadp. Lesuyk C.B.

YHiBepcuTeTcbka NikapHA BiHHULBKOrO HauioHasIbHOro MeuMyHoro yHisepcuteTy im. M.I. Muporosa,
TepaneBTWYHE BigAineHHs, BiHHWUbKMI HauioOHaNbHUIA MeandHUIA yHiBepcuTeT iM. M.l. Muporosa,
Kahbesipa BHYTPIiWHbOT MeanumHm No2, M. BiHHUUA

6. | A.M.H., npodp. AunnH P.1.

KomyHasibHe HekomepuiiHe nignpremcTBo «O61acHa KniHivuHa flikapHst IBaHO-PpaHKIiBCbKOT 06/1acHOT
pagv», peBMartosioriyHe BigdiNeHHs, 1BaHO-PpaHKIBCbKUIA HaUiOHa/IbHWUI MEeANYHWI YHIBEPCUTET,
Kadpegpa BHYTPILWHLOT MeanumHn Nel, KniHiYHOT iMyHo1oriT Ta aneprosoriiim. akagemika €.M. Helika,
M. |BaHO-PpaHKIBCbK

3. Nlnct-po3’acHeHHsA Big, 20 noToro 2025 poky Ao NMpoTokony KniHiuHoro BunpooysaHHA TARA-002-
101-Ph2, Bepcis 4.0 Big 05 ciuHA 2024 pokKy, aHININCbKOK MOBOM; [locbe AOCNigKyBaHOIoO
nikapcbkoro 3aco6y (IMPD) TARA-002 gnsa iHTpaBe3uMKa/lbHUX iHCTUNSAUiIA, Bepcia Big GepesHs
2025 poky, aHrniiicbko MoBoOH; MpoaoBXEeHHA TePMiHY NPUAATHOCTI A0CNIAKYBaHOro NikapcbKoro
3acob6y TARA-002 ao 36 micsiiB 40 MPOTOKOY KNiHIYHOIO AoCnimpKeHHA «Pasa 2, BigKpuTe AOCNILKEHHS 3



OUiHKN 6e3nekn Ta MPOTUMIYX/IMHHOI aKTMBHOCTI IHCTWAALIA cevyoBoro Mixypa npenapatom TARA-002 y
L0pPOC/IMX NaUIEHTIB i3 M'A30BO-HEIHBA3MBHMM PakOM CEYOBOro Mixypa BMCOKOTo CTYNeHs 3/1058KiICHOCTi», Ko,
pocnipkeHHa TARA-002-101-Ph2, sepcia 4.0 Big 05 ciuHsa 2024 poky; cnoHcop - MpoTapa Tepan'toTike, IHK.
[Protara Therapeutics, Inc.], CLLUA

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

4. bpowypa gocnigHuKa Ha gocnigKyBaHuii nikapcbkuid 3aci6 NT 201, BugaHHA 24, Bepcia 1.0 Big,
14 Gepe3Ha 2025 p., aHrNiIICbKOIO MOBOK [0 MNPOTOKO/Y KAIHIYHOTO JOCHimpKeHHSA «[1pocnekTusBHe,
paHAomi3oBaHe, NoABiiiHe chine, nnayeb0o-KOHTPOIbOBaHe, baraToLeHTPOBE A0CNIMKEHHS, sSike MPOBOANTLCS
3 METO BUBYEHHSI e(peKTUBHOCTI Ta 6e3neku npenapaty NT 201 npu NiKyBaHHi CnacTUYHOCTI HMXHIX KiHLIBOK,
CMPUYMHEHOT IHCYNbTOM ab0 TpaBMaTUYHMM MOLLKOMKEHHAM MO3KY Y AOPOC/AMX MauieHTIB, 3 Nogasiblunm
BIAKPUTMM PO3LLUMPEHNM NEPIOAOM AOCIAKEHHS 3 ab0 6€3 KOMBIHOBAHOIO NiKyBaHHSA BEPXHIX KiHLiBOK», KOA
pocnipkeHHsa M602011014, sepcisa 6.0 Big 10 nunHa 2023 p. (Monpaska Nel.0, Bepcia 6.0, cneumdiyHa Ans
Ykpainn Bepcia 1.0 Big 18 sBepecHsa 2023 p.); cnoHcop - Mepy, ®apmacoktoTikans MmeX, HimeuunHa (Merz
Pharamaceuticals GmbH, Germany)

3asBHIK - TOB «BOP/IABAINL K/IHIKAN TPAINC YKP»

5. lgeHTudikayiiiHa KapTka y4acHUKa K/iHIYHOrO [OCHiKEHHSA, ANA YKpaiHN YyKPAiHCbKOK MOBOIO,
Bepcia 2.0_00_00, 63027956 Big 05 uepBHA 2024 poky; 3anyyeHHA [0AATKOBUX npenaparis-
nopiBHsAHHA: KAPBOM/IATUH MELAK, KOHUeHTpaT Aans po3uuHy ansa iHdysii/dnakoH, 10 mr/mn,
600 mr/60 mn; MEMETPEKCEQ-BICTA COJOT, KOHUeHTpaT AJIA NPUroTyBaHHA PO3YMHY ANA
iHdy3ili/conakoH, 25 mrimn, 1000 mr/40 mn; FTEMUUTABIH «EBEBE», KOHUEHTpAT A/1A PO3UYUMHY ANA
iHdpy3iii/conakoH, 40 mr/mn, 1000 mr/25 mn; MAKNITAKCEN EBEBE, KOHUEHTpaT AN PO34YuHY Ans
iHdoy3ili/conakoH, 6 mrimn, 300 mr/50 mn; UACMNATUH-TEBA, KOHUEHTpaT pAna pPo3uuHy Ans
iHysiil/conakoH, 1 mr/imn, 100 mMr/100 mn; 3anyyeHHss BUPOGHUUMX AiNSAHOK, BiANOBiAaIbHUX 3a
BUNYCK AoAAaTKoBUX npenapaTiB-nopiBHAHHA: Medac Gesellschaft fur klinische Spezialpraparate
m.b.H, Germany; Synthon Hispania S.L., Spain; FAREVA Unterach GmbH, Austria; Pharmachemie
B.V., the Netherlands go npotokony kniHiyHoro pocnigpxeHHs «KEYMAKER-UO1, niggocnigpkeHHa O1E:
napacosibkoBe pocnimkeHHs |l hasn 3 noueprosMmMn rpynamm 0OCAiLKyBaHUX npenapartiB 3 xiMioTepanieto
abo 6e3 Hel y kombiHauii 3 memoéponiaymaGom /18 NiKkyBaHHSA y4YaCHUKIB 3 Bheplle AiarHOCTOBaHWUM
onepabensHUM HedpibHOKNITMHHUM pakom sereHiB (HOKP) cragin 1I-11IB (N2)», kog [OCHILKEHHS
MK-3475-01E, Bepcid 3 iHKoprnopoBaHow nonpaBkoww 02 Big 13 nuctonaga 2024 poky; CAOHCOp -
TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

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

6. 3MiHa Micua NpoBefeHHA KNiHIYHOro BUNPOOYBaHHA; 3aJlyYeHHA [04aTKOBOro Micusi NpoBeeHHSA
KMiHIYHOTO BUNPOGYBAHHA [0 MPOTOKO/Y K/HIYHOTO AochimpkeHHs «[loggiiHe cnine [OCMIAXeHHA B
napanensHUX rpynax Ansa BUBYEHHS MOPIBHANBLHOT etpekTUBHOCTI, 6e3neyHocTi Ta imyHoreHHocTi AVT16 a/iA
BHYTPILUHLOBEHHOIO BBEAEHHS i npenapaTy EHTMBIO® y YO/0BIKiB i XXiHOK BiKkOM Bif 18 f0 80 pokiB BKMHOYHO 3
aKTVBHUM BMPAa3KOBUM KOJITOM Bif MOMIPHOTO [0 TSXKKOrO CTyneHs», koA aocnimpkeHHs AVT16-GL-CO01,
Bepcis 4.0 (nonpaska 3.0) Big 22 nunHA 2024 p.; cnoHcop - AnBoTek Ceicc AT, Lseliyapis (Alvotech Swiss AG,
Switzerland)

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

BYNO CTANO
3aB. UeHTpy byabko T.M. 3aB. Big. byabko T.M.
KomyHasibHe HeKoMepLiiHe nignpuemcTBo | KomyHasibHe HeKoMepLUiHe nignpUEMCTBO
KuiBcbkoi o6nacHoi paaum «KuiBcbka o6nacHa | KuiBebkoi ob6nacHoi pagu  «KuiBcbka ob6nacHa
KniHiYHa NiKapHs», KNiHiYHWA LEeHTP | KNiHiYHa nikapHs», By3bKocneLlianizoBaHe
TepaneBTUYHOro npodinto, M. Knis TepaneBTUYHE BigaineHHsA, M. KuiB
Ne MM.1.B. BignoBigaIbHOro AocigHuKa
n/n HasBa Micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS

1. | 3asB. Big. Pocyn M.B.

KomyHaslbHe HeKkoMepuiiiHe NigNPUEMCTBO «YXXropoAcbka Micbka 6aratonpodisibHa KiHiYHa
niKapHa»  YXXropoAcbkoi MICbKOT paan, XipypriuHe BigaineHHs No2 BifoKpemsieHOro nigposainy
«KniHiYHa nikapHS 3 HEBIAKMAOHUX CTaHIB Ta eKCTPEHOT MeANYHOI AONOMOrn», [epxaBHuii BULLNI
HaBYaUTbHWI 3aKnag, «Y>XrOPOACLKMI HaUOHaUTbHWI YHIBEPCUTET», Kaddeapa XipypriyHux AUCLMNIH
hakynbTeTy NICAAAMNIOMHOT OCBITK Ta AOYHIBEPCUMTETCHKOI NiArOTOBKM, M. YXXropog




BYJIO CTANO MpuMiTKN
nikap NorgaHigi T.1. nikap NorpaHigi T.1. HEe peKoMeHA0BaHO
KomyHanbHe HekomepuiiHe | KomyHanbHe HeKoMepUiliHe | 0O 3aTBEpPKEHHS,
nianpnemctso KuiBCbKOi 06nacHoi | nignpuemcTtBeo KWUIBCbKOI 06GMACHOT | OCKi/IbKM 3a
pagn «KuiBcbkuii oGnacHuii UeHTp | pagu «KuiBcbka oGnacHa K/iHIYHA | PilUeHHAM 3asBHUKA
pea6GiniTayiiHoi MeAVLUHWNY, | NiKapHs», By3bKocneLljianizoBaHe | 3HATO 3 po3rnsaay
TepaneBTUYHe BigAaineHHsa, M. Kuis TepaneBTUYHE BigAineHHs, M. Kuis

7. TpoTokon KNiHIYHOro AocnigxeHHs, nonpaBka 4, Bepcia 3.1 Big 21 ciuHa 2025 p.; CT-P51 1.1
IHchopmauia ansa nauieHTa Ta popma iHpopmoBaHoOI 3roan, Bepcia ansa YkpaiHum 4.1.0 Big 24 notoro
2025 p. yKpaiHCbKOKO MOBOIO [0 MPOTOKO/Y KIHIYHOro AocnimpkeHHs «loaBiiHe cnine, paH4oOMi3OBaHe,
KOHTPO/IbOBaHe akTUBHUM NpenapartoM AOCAiMKEHHA a3 1 y TpbOoX napanenbHUX rpynax g8 OLiHKM
chapmakoKiHETMYHOI NOAIGHOCTI TPbOX NiKapCbkMX dhopm nemoéponisymady (npenapaty CT-P51, npenaparty
KiTpyaa, cxBaneHoro B €C, i npenapaTy KiTpyaa, niyeHsosaHoro B CLUA) B AKOCTi af’toBaHTHOI Tepanii y
nauieHTIB i3 MOBHICTIO BUAaseHo menaHomoto ctagii 1B, IIC Ta lll», kog gocnigpkeHHs CT-P51 1.1, nonpaska
3, Bepcia 3.0 Big 30 cepnHa 2024p.; cnoHcop - «CEMNTPIOH, IHk.» Pecny6nika Kopesa (CELLTRION, Inc.
Republic of Korea)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

8. OHOB/EHUIA NPOTOKON K/iHIYHOro BUMNpooyBaHHA MK-2140-003 3 iHKOpnopoBaHOIO nonpaBKkoto 06
Big 18 nwToro 2025 poky, aHrniiicekoro MoBOKW; bBpowypa pgocnigHuka Zilovertamab
Vedotin/3nnoseptamab BepotuH (MK-2140), BupaHHa 10 Big 14 niotoro 2025 poky, aHrniicbkKoro
MOBOI0; YKpaiHa, MK-2140-003, IHcpopMaLis Ta [OKYMEHT npo iHopmoBaHy 3rogy Afs nauieHTa,
Bepcia 01 Big 13 Oepe3HA 2025 p., YKPAiIHCbKOKO MOBOK [0 MPOTOKOMY KNIHIYHOIO AOC/iAKEHHS
«baratoueHTpoBe, BigKpUTe, paHAOMi30BaHe, 3 akTUBHWM KOHTpPOMEM AOCNiMKeHHs 2/3  dasm
3unosepTtamady Be0TUHY (MK-2140) y KoMbiHaLT i3 CTaH4APTHUM JTiKyBaHHAM Y NaLieHTIB 3 peuuanByoyoto
abo pedpakTepHolo aAndy3HOK B-BenukokniTMHHOW niMdomoro (waveLINE-003)», kopg A[oCigKeHHs
MK-2140-003, 3 iHkopnoposaHoto nonpaskoto 05 Big 02 )oBTHA 2024 poky; cnoHcop - TOB Mepk Lapn eHp,
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

9. 3miHa Ha3BU MicUA NPOBEeAEHHA K/iHIYHOrO BUNPOGYBAHHA [0 MPOTOKOMY K/IIHIYHOMO AOCAISKEHHS
«PaHgomizoBaHe, noAgiiiHe crine, niaueb0-KOHTPONbOBaHe AOCAIMKEHHSA ha3n 2 ANst OUiHKM edDEKTUBHOCTI
Ta 6e3nekn SAR441344, MOHOK/OHA/IbHOTO aHTUTINAa A0 aHTaroHicta CD40L, y nauieHTiB 3 peunanByoymm
PO3CisiHUM CKepo30M», koA aocnimpkeHHs ACT16877, 3 nonpaskoto 04, Bepcia 1 Big 18 nuctonaga 2024 poky;
crnoHcop - sanofi-aventis recherche & developpement, France (CaHochi-ABeHTIC pellepwl e AeBesonMaH,
PpaHLin)

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

BYNO CTANNO
O.M.H., npody. Kanbbyc O.1. O.M.H., npodp. Kanbbyc O.1.
BigokpemneHwuii CTPYKTYpPHMUiA nigpospin | YHiBepcuteTcbka  nikapHa  JHINpOBCbKOro
«YHiBepcuTeTCbKa JNiKapHA» [IHINPOBCLKOro | AepXXaBHOro MeANYHOro yHiBepcuTeTy,
AepXXaBHOro MeauYHOro yHIiBepcuTeTy, | BigdinieHHa HeBposorii, [JHINPOBCbKWI AepXaBHWI

BiO4ITEHHS HEBPOSOrii, [HINPOBCLKUA AepXaBHUA | MEAUYHUIA  yHIBEpCUTET, kKadpegpa HEeBpOorii,
MeOUYHUIA  yHiBEpCUTET, kadpegpa HeBponorii, | M. JHINpo
M. [IHINpo

10. OHoBneHuit po3gin 3.2.P «JopaTkoBuii nikapcbkuii 3aci6» flocbe AJ13 MK-7902, Bepcis 08S2L4 Bipg,
12 nroToro 2025 p. (igeHTuddikayiiiHmii Homep 08RL27), aHrNiNCbKOK MOBOIO; 3a/ly4eHHs A04aTKOBUX
nikapcbkux 3aco6iB: 5 FU medac, 50 mr/mn, po3uunH gns iH'ekuin, Bendafolin, 10 mr/mn, po3unH gns
iH'ekuiii (calcium folinate hydrate); 3anyueHHA [OAATKOBUMX BUPOGHMKIB AOAATKOBUX NiKapCbKUX
3aco6iB 5 FU medac ta Bendafolin: Medac Gesellschaft fuer klinische Spezialpraeparate mbH,
Germany, Theaterstrasse 6, Wedel, Schleswig-Holstein, 22880, Germany; Bendalis GmbH, Germany,
Keltenring 17, Oberhaching, Bavaria, 82041; 3pa3ku MapKyBaHHA [O0CNigXYBaHOro JlikapCbKoro
3aco6y: 5-dnyopoypauun 50 mrimn Kit, Vial, Bepcia Big 14 niotoro 2025 poKy, aHrnificbKol Ta
yKpaiHCbKOol0 MoBaMu; 3MiHa BignosiganbHoro pgocnigHuka B MIMB [0 npoTOKO/y  K/iHIYHOrO
JocnipkeHHs «PaHgomizoBaHe pgocrimkeHHsa Il dasm gns ouiHkM  eqIeKTUBHOCTI Ta 6e3neyHocTi
nemo6ponisymady (MK-3475) y kombiHauii 3 neHBaTuHioom (E7080/MK-7902) i XimioTepani€to NOPiBHSIHO 3i
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CTaHAAPTHUM JliKyBaHHAM B SAKOCTI MepLuol NiHil Tepanii An1a yY4acHWKIB 3 MeTacTaTUYHOK KapLMHOMOK
cTpaBoxopy», ko pocnimpkeHHs MK-7902-014 (E7080-G000-320), 3 iHKoprnopoBaHoo nonpaskoto 08 Big
10 nunHsa 2024 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasbHicTIo «MC/L YkpaiHa»

BYNO CTANO

nikap bosipcbkuii 0.0.

KomyHasibHe nignpuemcTBo «PiBHeHCbka o6nacHa
KniHiyHa  nikapHa  iMeHi  HOpia  CemeHioka»
PiBHeHCbkOT o6nacHoi pagu, O6nacHuiA LeHTp

KapAioTopakasibHOI Xipyprii, M. PiBHe

nikap Ko6ses O.l.

KomyHasibHe nianpruemcTBo «PiBHeHCbka o6nacHa
KniHiyHa  nikapHa  iMeHi  HOpia  CemeHioka»
PiBHeHCbkOT o6nacHoi pagu, O6nacHuiA LeHTp
KapAioTopakasbHOI Xipyprii, M. PiBHe

11. 3miHa Ha3BU MicuAa NPOBeAEHHA KNiHIYHOro BUNPOGYBaHHA A0 NPOTOKO/Y K/IHIYHOIo AOCAIMKEHHS
«|HTepBeHLjliHe po3LmMpeHe JOCNiMKEHHS ha3un 3 419 BUBYEHHS [AOBrOCTPOKOBOI 6e3Mneky Ta NnepeHoCUMOCTi
TONE6GPYTUHIOY B y4aCHMKIB i3 peunanByOUUM PO3CISHUM CKNEePO30M, MEPBUHHMUM NPOrPECYOHNM PO3CISHAM
CK/1epo30M ab0 BTOPUHHWM MPOrpecyoUnM HepeLuavByUMM PO3CISHUM CKIEpP030M», KOg, AOCAILKEHHS
LTS17043, 3 inkopnopoBaHoto nonpaskoto 08, Bepcia 1 Bif 27 BepecHA 2024 poky; cnoHcop - Sanofi-Aventis
Recherche & Developpement, France (CaHoi-ABeHTic Pewwepw e leBenonmad, dpaHLis)

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

BYNO
O.M.H., npod. Kanboyc O.I.
BigokpemneHunii CTPYKTYPHUWA
«YHIiBEpCUTETCbKA  JliKapHA»
AepXaBHOro MeAUYHOro

CTANO
A.M.H., npod. Kanebyc O.1.
YHiBepcuteTCbKa  JliKapHs AHinpoBCcbLKOro
OepXXaBHOro MeANYHOro yHiBepcuterty,
BigAiNneHHs1 HeBposoril, JHINPOBCbKUA AepXaBHUIA

nigposain
AHinpoBCcbLKOro
YHiBepcurery,

BiAAINEHHS HEBPONOril, [HINPOBCbKWIA AEpXaBHUA | MEANYHWIA  yHIBepcuTeT, Kadpegpa HEBPOSOTril,
MeauYHUA  yHiBepcuTeT, Kadbeapa Hesponorii, | M. AHINpo
M. [Hinpo

12. OHOBEHUII NPOTOKON KNiHiYHOro Bunpo6ysaHHs MK-7684A-006 3 iHkopnopoBaHOK nonpasKoto 04
Big 07 nwTtoro 2025 poky, aHrniiicbkoilo MoBow; bBpouwypa pocnigHuka MK-7684IMK-7684A
(Vibostolimab), BuaaHHAa 14 Big 28 ciuHa 2025 poKy, aHrnilicbkoo MOBOMO; YKpaiHa, MK-7684A-006,
IHhbopMauia Ta AOKYMEHT npo iHhopmoBaHy 3rogy ANA nauieHTa wWoAo 3MiH Yy AOCAiMKeHHI ans
nauieHTiB, sIKi 3HaXoAATbLCA Ha NikyBaHHi, Bepcia 00 Big 21 Gepes3Hs 2025 p. yKpaiHCbKOIO MOBOIO;
3miHa BignoBiganbHUX pocnigHukie B MIMB [0 npoToKoNy KNIHIYHOTO [OCHIMKEeHHA «Bigkpute
pocnigpkenHs |l dhasm MK-7684A (kombiHauis npenaparis BibocTonimaby Ta nembéposizymaby) y komoGiHau,i 3
KOHKYPEHTHOK XiMIONPOMEHEBOK Tepani€n Ta Nodasblo Tepanieto npenapatom MK-7684A MoOpiBHSHO 3
NpoBeAeHHSAM KOHKYPEHTHOT XiMionpoMeHeBOi Tepanii 3 NoAasibLUMM BBEAEHHAM AypBasiymatdy y nauieHTiB 3
HepesekTabenlbHMM  MICLEBOMOLWIMPEHUM  HEeApiOHOKNITUHHUM  pakom  neredis  (HAPJ) 1l cTagjii»
(KEYVIBE-006), koa gocnigpxkeHHs MK-7684A-006, 3 iHkopnopoBaHoto nonpaskoto 01 Big 15 BepecHst 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYJIO

CTANIO

nikap Ko6ses O.l.

KomyHasibHe nignpruemcTso «PiBHeHCbka obnacHa
KniHiyHa  nikapHa  iMeHi  HOpia  CemeHloka»
PiBHeHCbkOT 06s1acHOi pagun, 06nacHUin  UeHTp
KapaioTopakanbHOI Xipyprii, M. PiBHe

nikap Bosipcbkuii 0.0.

KomyHasibHe nignpuemcTBo «PiBHEHCbka obniacHa
KniHiyHa  nikapHa  iMeHi  HOpia  CemeHioka»
PiBHeHCbkOT 06s1acHOi pagun, 061acHUin  LUEeHTp
KapaioTopakanbHoi Xipyprii, M. PiBHe

| nikap Wmwura O.10. |

MeamnuHnin LEHTP «YHiBepcasibHa KniHika «O6epir»
ToBapuctBa 3 OOMEXEHOH  BigNOBIAA/ILHICTIO
«Kanutan», KniHiKO-KOHCY/IbTaTUBHE  BiALINIEHHSA,
M. Kunis

nikap benikosa A.M.

MeamnuHnin LEHTP «YHiBepcasibHa KniHika «Ob6epir»
ToBapucTBa 3 OOMEXEHOKW  BiAMNOBIAA/ILHICTIO
«Kanutan», KiHiKO-KOHCY/IbTaTUBHE  BiAAiNEeHHS,
M. KniB

13. Bpowypa pocnigHuka TULISOKIBART (MK-7240), BupaHHa 7 Big 11 nwoTtoro 2025 poky,
aHrniicbkol MoOBOM; YKpaiHa, MK-7240-001 - [AocnigkeHHA 1, IHopmauia Ta [OKYMEHT npo
iHbopMoBaHy 3rofly AnA naujieHTa, Bepcia 1.02 Big 19 6epesHsa 2025 p., yKpalHCbLKOIO MOBOIO; YKpaiHa,
MK-7240-001 - AocnigxeHHa 2, IHhopmauis Ta AOKYMEHT Npo iHopmoBaHy 3roay A1 NauieHTa,



Bepcia 1.02 Big 19 Gepe3HA 2025 p., yKpaiHCbLKOID MOBOK [0 NPOTOKO/Y KAIHIYHOrO AOCiAKEHHS
«[lMporpama paHAoMi30BaHWX, NOABINHMX CAINMUX, NaaLeb0-KOHTPONbOBaHMX focnimkeHb Il dasun ans ouiHku
ecbekTuBHOCTI Ta 6e3nekn MK-7240 B y4yacCHUKIB i3 CepefHbO-TSHKKAM BMPA3KOBMM KOJITOM B aKTWBHIl
dopmi», kof pocnimxkeHHs MK-7240-001, 3 iHkopriopoBaHow nonpaskoo 04 Big 04 rpygHa 2024 poky;
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

14. [ocbe pocnigxyBaHOro nikapcbkoro 3aco6y JMAekcnpaminekcon (IMPD), Bepcia 8.0 Bipg
21 notoro 2025 p., aHrNilicbKOK MOBOIO [0 NPOTOKO/Y KIHIYHOrO AoChimKeHHsA «Bigkpute, Tpuane,
noaoBxeHe pocnimkeHHs a3 |ll, [ona  OuiHKM  AOBroTpMBasiol  6E3MeYHOCTI Ta MNepeHOCUMOCTI
AeKcnpaminekcony y nauieHTiB 3 TSHXKKOK eo03uHodpinbHo actmoto (EXHALE-5)», ko AoChifKeHHs
AR-DEX-22-04, Bepcis 3.0, nonpaska 2, Bifg 28 »oBTHA 2024 p.; cnoHcop - ApeTes Tepam'toTikc IHK., CLLUA
(Areteia Therapeutics, Inc., USA)

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

15. OHoBneHwuii MpoTokon KniHiyHOro Bunpo6yBaHHA SGR-1505-101, Bepcia 13.0 Big 17 GepesHs
2025 poky, aHrniincbLKol MOBOM; KapTka yyacHuka pgocnipxkeHHs, SGR-1505-101, Bepcia 4 Big
17 6epe3Hsa 2025, aHrNificbKOIO Ta YKPAIHCbKOK MOBOLO [0 NPOTOKO/Y KMIHIYHOIo AoChigpKeHHs «DA3A 1,
BIOKPUTE, BATATOUEHTPOBE AOCNIAXEHHA 3 ECKANAUIEKD A0O3W ANA OUIHKW NMPENAPATY
SGR-1505 NPV MO0 3ACTOCYBAHHI AK MOHOTEPAMI Y TMALIEHTIB 31 3/10AKICH/MUN
HOBOYTBOPEHHAMW 31 3PI/INX B-KNITUH», kog, gocnigpkeHHs SGR-1505-101, sepcis 11.0 Big 13 rpyaHs
2024 poky; cnoHcop - WpbopaiHrep, IHK., CLUA [Schrodinger, Inc., USA]

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

16. MNoaoBXeHHsA TPUBANOCTi KNiHIYHOro BUNpPooGyBaHHA B YKpaiHi Ta cBiTi A0 31 TpaBHA 2026 poKy [0
MPOTOKOJY KNiHIYHOTo [OCNiMKeHHS «PaHaomizoBaHe, noAgiiHe crine gocnimkeHHs |l dasm gnia ouiHkm
nem6posisymaty nopiBHAHO 3 Nauebo y koMGiHauji 3 af'toBaHTHOK XiMioTepanielo 3 abo 6e3 NPOMeHeBOT
Tepanii 419 NikyBaHHA NauieHTOK 3 HeaBHO AiarHOCTOBaHWM pakoM eHAOMETPis 3 BUCOKUM PU3UKOM Nicns
onepadii 3 nikysasibHo MeTow (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», Kog [OCHifXEHHSA
MK-3475-B21 | ENGOT-en11 | GOG-3053, 3 iHKkopnopoBaHo nonpaskoto 03 Big 25 cepnHa 2022 poky;
crnoHcop - TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

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

17. 3miHa Ha3BM MicLUA NpoBeAEeHHA BUMMNPOGYBaHHA 4O MPOTOKO/Y KANiHIYHOrO AocnimkeHHs «loggiliHe
cnine, paHAoMmi3oBaHe, MaLeb0-KOHTPOIbOBaHe, OGaraToueHTpoBe [OC/IMKEHHA [/19 OUiHKA BNAUBY
€BOJZIOKyMaly Ha Ceplio3Hi CepueBO-CYAMHHI YCKNaAHEHHs Yy MauieHTIB 3 BUCOKAM PU3NKOM PO3BUTKY
CepueBOo-CyaNHHMX 3axBoptoBaHb 6e3 nonepefHbo NepeHeceHoro iHpapkty miokapda abo iHCynbTy», Kof
pocnigpkeHHs 20170625, iHKOpPNoOpoBaHUiA OHOB/IEHOK Monpaekok 6, Big 12 yepBHA 2023 poky; CNoHcop -
«AMXeH IHK.» (Amgen Inc.), CLLA

3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjelo «AVK'IOBIA PAC YkpaiHa»

BYNO CTANO
nikap Anekceesa J1.3. nikap Anekceesa J1.3.
KomyHanbHe HeKkomepuiiHe nignpMemMcTBo | KOMyHaslbHe  HeKoMepuiliHe  NignpPUeMCTBO
«OnekcaHgpiBCbKa KNniHiuHa nikapHa M. Kuesa» | «CBATO-Muxanniscbka KniHiyHa nikapHs

BUKOHaB4YOro opraHy KuiBCcbKkoi MicbKOi paau | M. KneBa» BUKOHaBUYOro opraHy KuiBCbKOi
(KuiBcbKOi MiCbKOi fAepXaBHOI agMmiHicTpauii), | micbkoi pagn (KWiBCbKOI MiCbKOi AepXaBHOI
BiO4i/IEHHS TOCTPUX KOPOHAPHUX CTaHiB, M. K/iB aaMiHicTpauil), BigdiNeHHA TOCTPUX KOPOHapHUX
CTaHiB, M. KniB

18. 3miHa Micua npoBeAeHHA KNiHIYHOro BUNPOGYBAHHA [0 NPOTOKO/Y KAiHIYHOTO AOC/iAKEHHSA
«BigkpuTe, paHOOMi30BaHe, akTMBHO KOHTPO/IbOBaHe, GaratoueHTpoBe A0C/imKeHHSA 3 hasn AN1s OLUiHKK
ehekTMBHOCTI Ta 6e3nekn NepopasibHOro BBeAeHHS BAY 2927088 y NOpiBHSHHI 3i CTAaHAAPTHUM JTliKyBaHHAM Y
SKOCTI Tepanii nepLuoi NiHii y NauieHTiB 3 MiCLLeBO-NOWNPEHNM abo MeTacTaTUYHUM HeAPIOHOKNITUHHM pPakoMm
nereHb (NSCLC) 3 HER2-akTBYOUMMM MyTalisiMu», kog gocnimpkeHHs BAY 2927088 | 22615, sepcisa 1.0 Bia
04 6epe3sHa 2024 p.; cnoHcop - baiiep Al', HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa



BYJIO CTAJIO

nikap Ko63es O.l. nikap Ko63es O.l.
KomyHanbHe nignpuemMcTBOo «PiBHeHcbka | KOMyHanibHe  nignpuemMcTBOo  «PiBHEHCbKWUIA
o6nacHa KNniHiyHa nikapHsA iMeHi | o6nacHwuii NPOTUNYX/IMHHWIA LEeHTp»

HOpis CemeHioka» PiBHEHCbLKOI o6Gs1acHOI paau, | PiBHeHCbKOI o6GsilacHOi pagu, a6goMiHalbHe
OGnacHWUi LEeHTP KapaioTopakasibHOI Xipyprii, | BigaineHHs, m. PisHe
M. PiBHe

19. OHOBMEHMII NPOTOKOJI KNiHIYHOTO AocnimkeHHsA, Bepcis Ne 2 Big 11.03.2025; OHoBneHuit CuHoncuc
NPOTOKOJIYy KJiHIYHOrO AocnimkeHHs, Bepcia Ne 2 Big 11.03.2025; OHoBneHa IHAuBIgyanbHa
peecTpauiitHa popma, Bepcisa npotokony Ne 2 Big 11.03.2025; IHhopmauis Ansa ydacHUKa [OCiSKEHHA
i hopma iHchopmoBaHoi 3rogn, Bepcisa Ne 3 Big 11.03.2025; OHoBneHwuid LLloaeHHUK nayieHTa, Bepcis
npotokony Ne 2 Big 11.03.2025; OHOB/I€HU 3pa30K MapKyBaHHSA [OC/iAKYBaHOro NliKapCbKOro 3acooy
C007/l-nnaye6o, Bepcia npotokony Ne 2 Big 11.03.2025; 3miHa Ha3BU Micusl NPOBeAEHHS KNiHIYHOro
BMNPOGYBaHHSA [0 NPOTOKO/TY KAIHIYHOTrO AocnigkeHHs «baraTtoueHTpoBe, noAgiliHe cnine, paH4oMi30BaHe,
nnaueb0-KoOHTPOIbOBaHe AOCNIMKEHHA e(eKTUBHOCTI Ta nepeHocuMocTi npenapaty CO007/I, TabneTkn no
1 1a 2 wmr, BupoGHMUTBa TAB «IHTEPXIM» (YKpaiHa), y nauieHTiB 3 60/1b0BOI0 AiaGeTUYHO
nosiHeiponaTieto», kog gocnigpkeHHs IC- C007/1 — DN/2, sepcis npotokony Ne 1 Big 01.11.2024; cnoHcop -
ToBapuCTBO 3 A04ATKOBO BignosiganbHicTio «IHTEPXIM», YkpaiHa

3asABHUK - TOBApUCTBO 3 A0AATKOBO BiAnosigasibHicTio «IHTEPXIM», YkpaiHa

BYNO CTAJIO
O.M.H., npod. Mepuesa H.O. O.M.H., npod. Mepuesa H.O.
BigokpemneHuit CTPYKTYpPHUii nigpo3ain | YHiBepcutetcbka  NikapHs JAHIiNpoBCbLKOro
«YHiBepcuteTCcbKa KiiHika» [IHINPOBCLKOro | AepXXaBHOro MegUUYHOro yHiBepcureTy,
LepXXaBHOro MeAUYHOro YHiBepcuTeTy, | BigdineHHs €HA0KPWHOAOTIT, [HinpoBCbKNin
BigAiNeHHs €HA0KPUHOAOTIT, [HINPOBCbKNA | AepXaBHUI  MeanYHUin  yHiBepcuTeT, kadiegpa
JepXaBHUIA  MefauuHWiA  yHiBepcuTeT, Kadiegpa | eHAoKkpuHonorii, M. AHinpo
eHAOoKpUHoorii, M. AHiNpo




