Jopartok 1

«Mepenik cyTTEBMX MONpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOOYBaHb, PO3I/IAHYTUX Ha 3acifiaHHi
HTP Ne 34 Big 27.08.26, Ha siki 6y/1n OTpMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. 3miHa Ha3B Micub NPOBEAEHHA KNiHIYHOrO BUMPOOGYBaHHA [0 MPOTOKO/Y KAIHIYHOTO AOCAIAKEHHS
«baraToueHTpoBe MiXHapoAHE paHAOMI30BaHe MOABIMHO criine naaueb0-KOHTPONIbOBAHE [OC/IIKEHHS
Il cha3nm 3 ouiHKM edeKTUBHOCTI Ta 6e3nevyHOCTi iHAYKUIMHOT Tepanii AyBaKiTyroMm B Y4yacHMWKIB i3
cepeiHbOTSHKKMM abo TSHKKMM nepebirom XxBopo6u KpoHa B akTuBHIl hopmi», ko aocnigkeHHs EFC18326,
3 nonpaskoto 02, Bepcis 1 Big 28 ciuHA 2026 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement,
France (CaHodi-ABeHTic Pelleplu e [leBenonmaH, ®paHuis)

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

BYNO CTANO

nikap IeaHiwmH O.B. nikap IBaHiwvH O.B.

«YHiBepcuTeTCbKa NikapHa» pinia JepxaBHoro | YHiBepcuteTcbka nikapHs Aep)xaBHOro

HeKoMepuiiHoro nignpuemctBa «JIbBiBCbKUii | HEKOMeEpUiiHOTO  ToBapuctBa  «JIbBiBCbKuUii

HaLuioHaNIbHWI MepuYHUIA YHiBEpCcUTET | HalioHa/IbHUIA MeAuYHUIA yHiBepcuteT

imeHi [OaHuna Tlanuubkoro», TepaneBTUYHe | iMeHi JaHuna MaNMLbLKOro», KiiHika BHYTPILHIX

BigaineHHsa, M. /lbeiB XBOpPOO6, BigAiieHHA Tepanii Ta eHZOKPUHOOrIT
Kamnycy imeHi IBaHa OrieHka, M. /IbBiB

3aB. Big. 360piBcbknii A.M. 3aB. Bif,. 360piBCbknii A.M.

KomyHanbHe HeKoMepuiliHe MigNnPUEMCTBO | YHiBEpCUTETCbKa nikapHsa J[EepXXaBHOro

NbBiBCbKOT  06nacHoi pagu  «J/IbBiBCbKa | HEKOMepLjiiiHOro ToBapuctBa «JIbBiBCbKUiA

o6bnacHa KiiHiYHa  nikapHa»,  XipypriyHe | HauiOHaNbHWUIA MeguUHNii yHiBepcuteT

BigAaineHHa Nel, m. JIbBiB iMeHi [JaHuna Tlanuubkoro», KiiHika Xipyprii,
BigAineHHs HeBigKknagHol Xipyprii kamnycy
iMeHi Map’siHa MaH4yuWwunHa, M. J1bBIB

2. OHOB/IEHMI NPOTOKOJ1 K/iHIYHOrO BUMNpoGyBaHHA MK-2140-003 3 iHKopnopoBaHoto nonpaskoto 09
Bifz, 18 uepBHA 2026 pOKy, aHrNiiCbKOIO MOBOK [0 TMPOTOKO/ly KAIHIYHOTO  AOCAIMKEHHS
«baraTtoueHTpoBe, BiAKpUTE, paHOOMI30BaHe, 3 aKTUBHUM KOHTponem JochifxeHHa 2/3  dasu
3unoBeptamaby BepotTuHy (MK-2140) y kombGiHauii i3 CTaHOAAPTHUM JliKyBaHHAM Yy MauieHTIB 3
peuMaMBYIOHOID abo pedpakTepHo audysHow B-BenuKOKNITMHHOW nimdomoto (wavelLINE-003)», ko
pocnigpkeHHss MK-2140-003, 3 iHkoprnopoBaHot nonpasBkoto 08 Big 27 6epesHs 2026 poky; cnoHcop - TOB
Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/], YKpaiHa»

3. MpoTokon kniHiyHoro Bunpo6ysaHHa LFD200A11, Nonpaska 4, Bepcia 5.0 Big 18 uepBHsa 2026 p.,
aHrnivicbkoro MoBoto; LFD200A11_OcHoBHa IHchopmauia gnsa nauieHTa tTa dopma iHhopmoBaHOI
srogu, YactuHa 2, Bepcisa 4.0 Big 06 nunHa 2026 poKy, Ans YKpaiHW, Ha OCHOBi Malictep-Bepcii
IHcbopmauil ana yyacHuka gocnimxkeHHs Ta Popmu iHpopmoBaHoi 3roau, HYactuHa 2, Bepcis 4.0 Big,
30 uepBHA 2026 poky, aHrniicbkoio MoBow; LFD200A11 OcHoBHa IHchopmauis anA nauieHTa Ta
®dopma iHhopmoBaHoI 3roau, YactuHa 2, Bepcis 4.0 Big 06 nunHAa 2026 poky, ANnA YKpaiHU, HA OCHOBI
Maiictep-Bepcii IHpopmauii gna yuacHuka gocnigpkeHHs 1a dopmu iHpopmMoBaHoi 3rogu, YactuHa 2,
Bepcia 4.0 Big 30 uepBHA 2026 pOKY, YKpPaiHCbKOW MOBOL; 3aJ/lydeHHs [0A4AaTKOBUMX Micub
npoBefieHHA BUMNPOOYBaHHA [0 NMPOTOKOMNY KIIHIYHOrO [OCNiMKeHHS «PaHgomizoBaHe, noggiiHe chine
pocnimpkeHHs dasn la/lb, 3 nnaueb0-KOHTPOAEM i aKTUBHUM KOHTPOJIEM, 3 OAHOKPATHMM | 6aratokpaTHuM
3aCTOCYBaHHAM [OCAiMKYBaHOIO npenapary y 3pocTalnumx [o3ax A5 MOPIBHAMLHOI OLiHKM 6e3MneyYHoCTi,
nepeHocUMocTi, hapMakokiHeTUKKN i papmakoamHamiky npenapaty LFD-200 y [0pocnuxX yvacHUKIB, SKi €
300poBMMU ocobamn abo MaloTb PEeBMaTOigHWMIA apTpuT Bif CEepefHbOBAXKOr0 A0 BaXKKOr0 CTyneHs
TSDKKOCTI», KoA gocnimpkeHHa LFD200A11, Monpaska 3, Bepcisa 4.0 Big 30 kBiTHA 2026 p.; cnoHcop - Jlichopai
IMmmyHoTepan'toTike, IHK., CLUA [Lifordi Immunotherapeutics, Inc.], USA

3asBHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTHO «MMiMifi KOKPENH», Ykpaina

No MN.1.6. BignoBiganbHOro gocnigHnka

n/n HasBa micus npoBeAeHHs K/iHIYHOIro BUMPOOYBaHHS

1. | ®egoposBuy X.M.

TOBAPUNCTBO 3 OBMEXXEHOH BIAMOBIAANTBHICTHO «APEHCIA EKCIMNIOPATOPI MEAICIH>,
BigAiNIEHHA HOBITHIX TEXHOOTIE MeaMYHOro LeHTPY, M. |IBaHO-PpaHKIiBCbK




2. | KapneHko O.0O.

ToBapucTBO 3 OOGMEXEHOK BiAMNOBIAAILHICTIO «MiKHAPOAHWUIA HCTUTYT KAIHIYHUX AOCAISKEHbY,
BigAin Tepanii, peBmartonorii Ta Kapgionorii ctauioHapHoro BiagineHHsa MeguuHoro ueHTpy «Ok!
KniHik+», M. K1is

3. | Myray M.M.

ToBapncTBO 3 06MEXEHO BiANOBIAANLHICTIO «MeanyHuii ueHTp «APTEC MEJIKYM», nikyBasibHO-
JiarHocTuyHe BigaineHHs, M. Knis

4. 3miHa Ha3BM MicUs NPOBeAEHHA K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/TY KAIHIYHOTO OOCAILKEHHS
«[lMpocnekTnBHe, H6araToLEeHTPOBE, NOABIHE C/ine, 3 NOABIHOK iMiTalielo, paHAOMI30BaHe, 3 aKTMBHUM
KOHTPO/IEM, B MapasesibHUX rpynax, 3 MoCNifOBHMM BK/IOYEHHSAM Tpyn, afanTvBHE, KOHTPO/NbOBaHe 3a
nogisiMm  KNiHiYHe  AOCAIMKEHHA TpeTbol ha3n Ans  MNOPIBHSAHHA e(eKkTUBHOCTI, 6e3neyHocTi Ta
NepeHoCMMOCTi MaujiTeHTaHa 75 Mr 3 mauiteHTaHoMm 10 Mr y nauieHTiB 3 JIErTEHEBOK apTepiasibHO
rinepTeH3ielo 3 NofasibLLUMM MEepioaoM BiAKPUTOrO NiKyBaHHS MaLiTEHTAHOM 75 Mr», Kog, AOCAimpKEeHHS AC-
055-315, 3 nonpaskKoto 4, Bepcia 5, Big 04.04.2023 p.; cnoHcop - «AHCCEH ®APMALIEEBTUKA HB», benbris
3asBHuK - « AHCCEH ®APMALEBTUKA HB», benbris

[HinponeTpoBCbKOi 06/1aCHOT pagu», BiA4iI/TEHHS
Kapgionorii, OHINPOBCbKWIA LepXaBHWI MeaNYHUIA

BY/NO CTANO
K.M.H. BacunbeBa J1.1. K.M.H., aou. Bacunsesa J1.1.
KomyHanbHe nignpuemcrteo | KomyHanbHe HekoMepLiliHe TOBapuUCTBO
«[HINPONETPOBCbLKUIA  06GMAacHUA  KNiHIYHUA | «[HINPONETPOBCbKUIA  06GMacHUii  KAiHIYHUIA
LLeHTp AiarHoCTUKM Ta NiKyBaHHA» | LEHTP [iarHOCTUKM Ta NiKyBaHHA»

[HinponeTpoBCbKOi 06/1acHOT pagu», Bio4iEHHS
Kapgionorii, [HINPOBCbKNI [epXaBHWUI MeaNYHNIA

yHiBEpcUTET, Kathegpa BHYTPILHBLOI MegUULUHU
Ne3, M. [JHinpo

YHiBEpPCUTET, Kathegpa BHYTPIWHLOI MeAULVHU
3, M. [IHinpo

5. Komnnekt marepianiB AnAa nauieHTtiB: LLloaeHHUMK BBeAeHHA iHCynNiHy — 1.2 (iH’eKuii iHcyniHy),
Bepcia 1.2 Big 24 4epBHA 2026 poky YyKpaiHCbKO MoBot (14V-MC-JAJK Insulin Dosing
Diary_Manual_v1.2_Trans_Paper_Ukrainian-UA_24Jun2026 #251-D1691C-EILV); WWoaeHHuk ALl i HIII
- 1.2 (aBTOMaTU30BaHa AoOCTaBKa iHCYNiHY | HenepepBHa NigwkipHa iHdy3ia iHcyniny), Bepcia 1.2 Big,
24 d4epBHA 2026 poKy YyKpaiHCbKOl MoBol (l4V-MC-JAJK Insulin Dosing Diary AID and
CSll_v1.2_Trans_ Paper_Ukrainian-UA_24Jun2026 #251-D1691A-EILV); Dexcom G7: KopoTkuii
nociGHMK y4yacHuka, Bepcia 02 Big 30 kBiTHA 2026 poKy yKpaiHCbKow MoBoik (14V-MC-JAJK,
Participant guide, Version No. 02, Version Date 30Apr2026) 00 NpOTOKO/AY K/IHIYHOTO AOCMIAXEHHS
«PaHgomizoBaHe, noggiHe cnine, nnauebo-koOHTPosIboBaHe pocnimkenHs Il dpasmn Tepanii 6apiyTUHIGOM
3 MEeTOow 36epexeHHs1 (PyHKUIT GeTa-kMiTMH y MauieHTiB BikoM Big 1 poky go < 36 pokiB, SIKMM BrepLle
giarHocTtoBaHo Uykposuii pgiabetr 1 tuny (BARICADE-PRESERVE)», kog pocnigpkeHHs 14V-MC-JAJK,
Bepcis (b) Big 09 ciuHa 2026 poky; Bepcia (c) Big 18 ntoToro 2026 poky; cnoHcop - Eni Ninni eng Komnai,
CLWA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LUBeliyapis

6. 3MiHa 3afBHMKA KNiHIYHOro BUNPOGYBaHHA B YKpaiHi 3 ToBapucTBO 3 OOMEXEHOIo
BignoBiganbHicTio «MNBP YKPAIHA» Ha ToBapucTBO 3 OGMEXeHOK BignosiganbHicTio «AJIIOCEHT
YKPAIHA» [0 NpOTOKONY KAiHIYHOrO BUNPo6yBaHHA «JocnimkeHHs | a3 ana ADI-001, cTBOpeHOro 3a
[JOMOMOrOK0 FeHHOT iHXeHepii asioreHHMn ramma-gensta (yd) CAR-T-kniTMHamu, CnpsiMOBaHUMMK NPOTU
CD20, y popocnvx niogei i3 igionaTuyHuMmn 3anasibHMUMU MionatiaMu», Kog gocnigkeHHs ADI-001-105,
Bepcia 1.0 Big 06 nuctonaga 2024; cnoHcop - Adicet Therapeutics, Inc., USA «AgiceT TepanbtTiKC, IHK.»,
CnonyueHi wratn AMepukn

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BifMNOBigasbHICTIO «AJTIOCEHT YKPAIHA»

BY/NO
ToBapucTBO 3 OGMEXEeHOlo BifNoBifa/IbHICTIO
«MNBP YKPAIHA»

CTANIO
ToBapucTBO 3 OGMEXeHolo BifNoBifaNbHICTIO
«ANMIOCEHT YKPAIHA»

7. 3MiHa 3aABHMKA KMiHIYHOro BUNPOOYBaHHA B YKpaiHi 3 ToBapucTtBo 3 OGMEXEHOH
BiAnoBifa/bHicTI0 «MBP YKPAIHA» Ha ToBapucTBO 3 06MeXeHOK BignoBiganbHicTio «AJIIOCEHT
YKPAIHA» [0 npoToKosly KNiHiYHOrO pocnimpkeHHs «®asa 1 JocnipkeHHs ADI-001 AHTu-CD20 CAR-



iHKeHepHUx AnoreHHux [amma-Oenbta (yd) T Knitme y [Oopocnux 3 BosuyakoBum Hedputom abo
CncteMHum YepBoHUM BoByakom 3 Mo3aHMPKOBUM YpaxKeHHAM», kog, gocnigpkeHHs ADI-202300103, Bepcis
2.2 Big 23 xo0BTHA 2024 poky; cnoHcop - Adicet Therapeutics, Inc., USA «AgiceT TepanbloTikc,
[HK.», CrnosyyeHi wratu AMepuku

3anBHUK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBiganbHICTIO «AJIIOCEHT YKPAIHA»

8. 3miHa 3aABHMKA K/iHIYHOrO BUNPOGYBaHHA B YKpaiHi 3 ToBapucTBO 3 OOGMEXEHOI
BignosigancHicTio «MBP YKPAIHA» Ha ToBapucTBO 3 0GMeXeHOo BianosiganbHicTio «AJIOCEHT
YKPAIHA» [0 NpOTOKOMY K/IHIYHOTO AoChimKeHHs «JocnimkeHHs | dasum ans ADI-001, cTBOpeHoro 3a
[OMOMOrOK TFEeHHOT iHXeHepii anoreHHMn ramma-gensta (yo) CAR-T-kniTMHamu, cnpsMOBaHMMW MPOTU
CD20, y popocnux nogein i3 cUcTeMHMM CKNepo3om», ko gocnimkeHHs ADI-001-104, sepcis 1.0 Bif
04 nuctonaga 2024; cnoHcop - Adicet Therapeutics, Inc., USA «AgiceT TepanbloTikec, IHK.», CnonyyeHi
wratn AMepuku

3asBHUK - TOBAPMCTBO 3 06MEXEHO!0 BiAnosiganbHicTio «AJIIOCEHT YKPAIHA»

bBY/IO CTAJNIO
ToBapuCTBO 3 OGMEXeHOlo BifiNOBifa/IbHICTIO | TOBApMCTBO 3 OGMEXeHOK BignoBiAanbHICTIO
«MBP YKPAIHA» «ANOCEHT YKPAIHA»

9. OHOBJ/IEHUIT NPOTOKON KiiHIYHOro BUnpo6yBaHHsA ID-064A302, chiHanbHa Bepcia 5 Big 13 nunHA
2026 p., aHrniicbkoo MOBOO; IH(hopmaLiiHMiA NUCTOK yyacHMKa Ta popmMa iHPOPMOBaHOI 3roau Ha
BigluKoAyBaHHA BuUTpaT KomnaHieto Scout Clinical, agantoBaHa gna YkpaiHu Bepcia 3.0 Big 25
yepBHA 2026 p., aHIIACLKOIO MOBOIO Ta agantoBaHi Ana YkpaiHu Bepcii 3.0 Big 02 nunHa 2026 p.,
YKPaAiHCbKOIO Ta POCilicbkolo MoBamu; [OCbe [OCAiAKyBaHOro sikapcbkoro sacoby Cenerimod -
AKiCTb, Bepcifa 2.2 Big 01 uepBHA 2026 p., aHIrNiliICbKOK MOBOK A0 NPOTOKO/Y K/iHIYHOrO A0CAIIKEHHS
«®aza 3, 6OaratoueHTpoBe, paHAOMI30BaHe, MOABIHO 3acninneHe, nnauebo- KOHTpPo/ibOBaHe, B
napanenbHuUX rpynax AOCAIMKEHHS ANS OUiHKKM edheKTUBHOCTI, 6e3nekn Ta nepeHocumocTi LieHepumop, y
O0pOoC/IMX NauieHTiB 3 CUCTEMHUM 4epBOHUM BoBYakoM (CUB) cepefHbOro Ta TAXKOrO CTYMeHs Ha POHi
6a30Boi Tepanii», ko4 pocnipkeHHa 1D-064A302, chiHanbHa Bepcia 4 Big 13 cepnHa 2025 p.;
crnoHcop - VIATRIS Innovation GmbH, Switzerland

3aaBHUK - TOB «CaHaKnic», YkpaiHa

10. OHOBNEeHWIA NPOTOKOJ KiiHIYHOro pocnigpkeHHa EFC17919, 3 nonpaBkow 07, Bepcia 1 Bipg
22 tpaBHA 2026 pokKy; IHchopmauia ana naudieHta ta popma iHpopmoBaHOI 3roau, Bepcis Ne5 Big,
30 uepBHA 2026 poky (Ha ocHoBi OCHOBHOI IH®OPMALII NPO AOC/NIAKEHHA TA ®OPMU
IHOOPMOBAHOI 3roAW sepcii 6 Big 27 TpaBHa 2026 p.), YKPAiHCbKOK Ta POCIICLKOIO MOBaMMu;
Matepianu ana nauieHTiB: IHCTPYKUIT AnA AoMalwHiX ouiHOBaHb y pocnimkeHHi FREXADigitalAl 3
Kelvin Reach, Bepcis 1.1 Big 27 TpaBHs 2026 pOKy, yKpaiHCbKOIO MOBOIO; IHchopMauiiiHa nucTiBKa
«JlackaBo npocumo Ao pocnimkeHHsa FREXADigital Al», Bepcia 1.1 Big 27 TpaBHA 2026 poOKy,
yKpaiHCbKolo MoBoOWo; lMoniTvka KoHdpigeHuUiliHOCTi 3acTocyHky Kelvin | TFO1 (2.3), Bunyck 17,
yKpalHCbKolo MoBoto; [MoniTuka ynpasniHHA pgaHuvu gna Kelvin | TFO1 (2.X), Bunyck 11,
YKpaiHCbKOIO MOBOI; YMoBU BukopuctaHHs ansa Kelvin | TFO1 (2.x), Bunyck 11, yKpaiHCbKOIO
MoBoto; Moci6Huk kopuctyBaua ana Kelvin Reach | TF01 (2.10), Bunyck 3, yKpaiHCbKOIO MOBOIO;
Martepianu gna yyacHukies wopo Kelvin Reach - TF03 PF09 EFC17919 - FREXALT, Bepcia 1.1,
YKpalHCbKOI0 MOBOHO; «Llkana ouiHKM xoAab06u nNpu po3ciasHoMy ckneposi (MSWS-12v2)», rno6anbHa
Bepcia 2 Big 6epesHa 2006 poKy, nepeknapg, ykpaiHcbkoto moBoto [MSWS-12v2 - Ukraine/Ukrainian -
Version of 03 Jul 2026 - ICON] Big 03 nunHA 2026 pOKy, YKPAIHCbKOIO MOBOIO;
Po3gpyk 3micTy ekpaHy «MSWS12v2 e COA Tablet Screenshots», Bepcia 1.00 Big 14 nunHa 2026
POKY, YKpaiHCbKOHO MOBOI [0 MPOTOKO/lY KAIHIYHOrO A[ochigpkeHHss «OCHOBHMIA MPOTOKON ABOX
He3asIeXHWX, paHAoMI30BaHUX, NOABIMHMX CAiNUX AochimkeHb a3 3 ANs NOpPiBHAHHA edeKTMBHOCTI Ta
6e3nekn cpekcanimady (SAR441344) 3 TepihNyHOMIZOM Y [AOPOC/AMX YYACHWKIB 3 peuuavByrOYMMU
hopmamMm poO3CISSHOrO CKIepo3y», koA pocnigxkeHHsa EFC17919, 3 iHKOPNOpOBaHO
nonpaskoto 06, Bepcia 2 Big 30 nunHa 2025 poky; crnoHcop - Sanofi-Aventis Recherche & Developpement,
France (CaHodi-ABeHTic PellepLs e leBenonmaH, ®paHLis)

3aasHuK - TOB «MAPEKCEJT YkpaiHa»

11. OHOBNEHNIT NPOTOKO/ KAiHIYHOro BUnpooyBaHHs MK-6482-043, 3 iHKOPNOPOBaHOO MOMNPaBKOIO
01 Big 22 uepBHA 2026 pPOKy, aHIMINCbKOK MOBOK; 3a/lydYeHHA [0[aTKOBOro AOCNifKYBaHOro
nikapcbKoro 3aco6y: JleHBaTuHi6, Lenvatinib, Lenvima®, Kisplyx®, E7080, MK-7902, 4 mr, Kancynu;
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lNeHBaTuHi6, Lenvatinib, Lenvima®, Kisplyx®, E7080, MK-7902, 10 mr, kancynu; Bpolypa gaocnigHuka
Lenvatinib (E7080/ MK-7902), BugaHHA 23 Big 28 TpaBHA 2026 pOKy, aHI/NiACbKOIO MOBO; [locbe
pocnipkyBaHoro nikapcbkoro 3aco6y Lenvatinib (E7080/ MK-7902), Bepcia 08PW3P Big 22
nuctonaga 2024 p., aHrAiACbKOK MOBOI; 3a/lydeHH BUPOOHUYUX AINAHOK A[AOCNigKyBaHOro
nikapcbKoro 3aco6y fleHBaTuHi6, Lenvatinib, Lenvima®, Kisplyx®, E7080, MK-7902, 4 mr, Kancynu;
IlenBaTuHiI6, Lenvatinib, Lenvima®, Kisplyx®, E7080, MK-7902, 10 mr, kKancynu: Patheon Inc, Toronto
Region Operations, Patheon Inc., 2100 Syntex Court, Mississauga, Ontario L5N7K9, Canada; Eisai
Co., Ltd., Kawashima Pilot Plant, 1 Kawashimatakehaya-machi, Kakamigahara-shi, Gifu-ken 501-6195,
Japan; Eisai Co., Ltd., Kawashima Plant, 1 Kawashimatakehaya-machi, Kakamigahara-shi, Gifu-ken
501-6195, Japan; Catalent Pharma Solutions LLC (Philadelphia), 10381 Decatur Rd., Philadelphia, PA
19114, USA; Almac Clinical Services Ltd., Seagoe Industrial Estate, 9, Charlestown Road, Craigavon,
Co Armagh, BT63 5PW, United Kingdom; Almac Clinical Services, 25 Fretz Road, Souderton
PA18964, USA; Eisai GmbH, Edmund-Rumpler-Strasse 3, Flughafen, Frankfurt Am Main, 60549,
Germany; Almac Clinical Services (Ireland) Limited, Finnabair Industrial Estate, Dundalk, A91P9KD,
Ireland; Manufacturing Packaging Farmaca (MPF) B.V., Neptunus 12, Heerenveen, 8448CN,
Netherlands; Sharp Clinical Services (UK) Limited, Unit 28, Heads of the Valley Industrial Estate,
Rhymney, Tredegar, NP22 5RL, United Kingdom; Sharp Clinical Services Inc, 2400 Baglyos Circle
Bethlehem, PA 18020, USA; Fisher Clinical Services UK Limited, Langhurstwood Road, Horsham,
RH12 4QD, United Kingdom; Fisher Clinical Services Inc., 7554 Schantz Road, Allentown, PA 18106,
USA; Fisher Clinical Services GmbH, Steinbuhlweg 69, 4123 Allschwil, Switzerland; Merck Sharp &
Dohme LLC, 770 Sumneytown Pike, West Point, PA 19486, USA; Werthenstein BioPharma GmbH,
Industrie Nord 1, 6105 Schachen, Switzerland; 3anpoBamkeHHA 3paskiB MapKyBaHHA
[OCNiopKYyBaHOrO JlikapCcbKOro 3acoGy Lenvatinib, kancynu, ansa nepopanbHOro sacrocyBaHHs, Outer
Package, Big 06 TpaBHa 2026 p., aHrNilicbKOKO Ta YKPaAiHCbKO MOBamMu; 36iNblIE€HHs 3anaHOBaHOI
KiNNbKOCTi CyG’€KTIiB AOCNiMKEHHA ANA BK/IIOYEHHSA Y K/iHiYHe BUMNPOOGYyBaHHA B YKpaiHi 3 2 Ao 5 ocio;
YkpaiHa, MK-6482-043, IHchopmaLis Ta AOKYMEHT npo iHhopmoBaHy 3rogy Ans nauieHTa, Bepcia 01
BiA 27 nunHA 2026 p., yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-6482-043, Heo6oB’siskoBa iH(hopmoBaHa
3roga A/1a nauieHTa Ha BUKOpUCTaHHA nocnyr, sepcis 00 Big 27 nunHsa 2026 p., yKpaiHCbKOIO MOBOIO
00 MPOTOKOJY K/iHIYHOrO BMNPOBYyBaHHA «baratoueHTpoBe, BigKpUTe, NPoAoBXeHe aocrimkeHHa 1l dasm
0N OUiHKN AOBrOCTPOKOBOI e(pekTMBHOCTI Ta 6e3MeyYHOCTi B yYaCHUKIB, AKi Hapasi NpoXoasTb JliKyBaHHA B
mMexax gocnimkeHHs 6ensytucpany (LITESPARK-043)», koA pocnimxkeHH MK-6482-043, Bepcis
00 Big 06 nuctonaga 2025 poky; cnoHcop - TOB Mepk LWapn eng Joym, CLUA (Merck Sharp & Dohme LLC),
USA

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/, YKkpaiHa»

12. OHOBMEHMI NPOTOKOJ KNiHiYHOro BMNpoGyBaHHA MK-7240-001, 3 iHKOPNOpPOBaHO MONPAaBKOIO
08 Big 23 nunHa 2026 poKy, aHrNiINCbKOK MOBOK A0 MPOTOKO/Y K/iHIMHOrO A0CnimXeHHs1 «lMporpama
paHOoMI30BaHMX, MNOABIMHMX CAiNUX, nnauebo-KOHTPONboBaHMX AochigpkeHb Il asm gna  ouiHkm
etbektuBHOCTI Ta 6e3nekn MK-7240 B y4yacCHUKIB i3 cepefHbO-TSXKMM BMPA3KOBMM KOJITOM B aKTWBHIi
dopmi», Kog pocnimxkeHHs MK-7240-001, 3 iHkopriopoBaHot nonpaskoo 04 Big 04 rpygHa 2024 poky;
crnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOH BiANOBIAasIbHICTIO «MC/[], YkpaiHa»

13. OHOBNEHNIT NPOTOKON KAiHIYHOro BunpooysBaHHs MK-1026-008, 3 iHKOpNOpoOBaHO MOMNPaBKOIO
04 Big 22 nunHA 2026 pPOKy, AaHrIACBLKOKO MOBOK [0 MPOTOKO/Y K/IHIYHOTO  AOCAIMKEHHS
«PaHgomizoBaHe gocnimpkeHHs Il pa3m gna nopiBHAHHSA edEKTMBHOCTI Ta 6e3neYHOCTi HeMTaGpPYTUHIGY B
MOPIBHSAHHI 3 XiMiOIMyHOTEpanielo Npu paHille HeslikoBaHOMY XPOHIYHOMY NiMdoLuTapHOMY fieiikosi/nimdoomi
3 Manmx nimdouuTtie 6e3 abepauiii reHa TP53 (BELLWAVE-008)», kog gpocnimpkeHHs MK-1026-008, 3
iHKoprnopoBaHoto nonpaskoto 03 Big 05 6epesHa 2026 poky; crnoHcop - TOB Mepk Wapn eHg Aoym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/, YKpaiHa»

14. 3miHa BignoBiga/IbHOrO AOCAIgQHUKA [0 MPOTOKOAY KIIHIYHOrO BUNpobyBaHHA «PaHgomizoBaHe,
noAgiviHe cnine, nnaue60o-KkOHTPOIbOBaHe AoCimKeHHsT dha3n 2b, Lo npoBoANTLCS Y NapasiesibHNX rpynax 3
METOI OLjHKM edieKTMBHOCTI Ta 6e3neyHocTi BepekiTyry (UPB-101) B Yy4yacCHMKIB i3 XPOHIYHUM
OGCTPYKTUBHMM 3aXBOPIOBaHHAM fiereHb (XO3J/1) nomMipHOro abo TSHKKOro CTyneHs», kog gocnigpkeHHs UPB-
CP-06, Bepcis 2.0 Big 13 nuctonaga 2025 poky; cnoHcop - Upstream Bio, Inc., USA/AncTpim bBio, IHk., CLUA
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

| BY/IO | CTA/IO |




A-M.H. Kypuk J1.M.

[depxaBHa ycTaHoBa «HalioHaNbHUA HayKoBWUiA
LeHTp dTusiaTpii, NynbMoHoOriT Ta aneprosorii
iMeHi @.I'. AHoBCbKkOro HaujioHanbHOT akagemii
MeAnYHUX Hayk YKpaiHun», BigAiNneHHs
BPOHX006CTPYKTUBHUX XBOPO6 slereHb, M. Kuis

K.M.H. Mpumywko H.A.

[epxaBHa ycTaHoBa «HalioHanbHUn HayKoBWiA
LeHTp pTusiatpii, nynbmMoHonorii Ta anepronorii
iMeHi ®.I'. AHoBcbkoro HaujioHanbHOT akagemii
MeAnYHNX HayK YKpaiHu», Big4iNTeHHA
BGPOHX006CTPYKTUBHUX XBOPO6 siereHb, M. Kuis

15. OHOBNEeHUit NPOTOKON KiHIYHOro BUNpo6yBaHHA MK-7240-008, 3 iHKOPNOPOBaHOIO MOMPaBKOK
03 Big 17 nunHa 2026 poOKy, aHIiINCbKOK MOBOK [0 MPOTOKO/Y K/IHIMHOrO AOCMimXeHHS «[Mporpama
paHAoMi30BaHMX, MNOABIMHUX cninuX, Mnauebo-KOHTPO/IboBaHMX gocnimpkeHs Il dasm gna  ouiHku
edheKTMBHOCTI Ta 6e3nekn TynMiCoKiGapTy B YYaCHUKIB i3 CepeAHbO-TSXKKOI XBOPOOOK KpoHa B akTUBHIl
chopmi», koa gocnipkeHHs MK-7240-008, 3 iHkopnopoBaHow nonpasko 02 Big 18 ntoToro 2025 poky;
crnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI BignoBifasibHICTIO «MC/L YKpaiHa»

16. OHOBJ/IEHWI NPOTOKON K/iHIYHOrO BUNpoGyBaHHA MK-3475-U01, 3 iHKOPNOPOBaHOK MONPaBKOIO
17 Big 13 nunHAa 2026 poky; YkpaiHa, MK-3475-U01, nigaocnimxeHHa MK-3475-01A, IHcpopmauis Ta
[OKYMEeHT npo iHhopmoBaHy 3rofy ONs nauieHTa Ha HagaHHS HeOOOB’AI3KOBUX Mocnyr (KOMnNaHiero
«Suvoda»), Bepcisa 01 Big 03 cepnHAa 2026 p., yKpaiHCbKOO MOBOIO; MocCi6HuK 3 iHchopmauicto ans
yyacHMKa KJ/iHIYHOro [AOCHiAKEeHHs1 CTOCOBHO iHTEpPCTULiaNbHOrO 3axBOPIOBaHHA JliereHb
(13N)InHeBmoHiTy HER3-DXd, Bepcia 5, Big ntotoro 2026 poky, yKpaiHCbKOO MOBOL0; KuweHbkoBa
KapTKa y4YacHMKa KNiHIYHOro gocnigkeHHs, Bepcia 5, Big notoro 2026 poky, yKpaiHCbKOK MOBOIO [10
NPOTOKONY  KNiHiYHOrOo  gocnimkeHHs «KEYMAKER-UO1l, OcHoBHe AOCAIMKEHHS: MapacosbKoBe
pocnigpkeHHs /Il a3 3 nouyeproByMmn rpynamu AoChifkyBaHUX Mpenaparis, nemoponizymadom Ta
ximioTepanieto, ik MOHoTepanis abo y ckiafi KoMbiHaLili npenapartis, B yYacHWKIB 3 HeApiGHOKNITUHHM
pakom nereHis (HAKP)»; «KEYMAKER-UO01, nigaocnigpkeHHa 01A: napaconibkose pochimpkeHHs I/l das 3
noyeprosMMu rpynamm gocnifxysaHux npenaparTis, 3 nemoéponisymaéoM y KombiHauii 3 XimioTepanieto abo
6e3 Hel, y paHille HesikoBaHUX y4yacCHUKIB 3 HeApiOHOKMITUHHUM pakoMm nereHis (HOKP/) IV cragii», koa
pocnipkeHHa MK-3475-U01, 3 iHkopnopoBaHow nonpaskol 16 Big 21 ksiTHA 2026 poky; MK-3475-01A, 3
iHKopriopoBaHo nonpaskoto 12 Big 21 kBiTHA 2026 poky; cnoHcop - TOB Mepk Lapn eHg Ooym, CLUA
(Merck Sharp & Dohme LLC), USA

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



