Aopartok 1

«Mepenik NPOTOKONIB KAiHIYHUX BUNPOOYBaHb JlIKAPCbKMX 3acoO0iB Ta CYTTEBUX MOMPABOK A0
NPOTOKOJIIB K/MiHIYUHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne 36 Big 22.10.26, HTP Ne 42 Bipg,
22.10.26, Ha AKi OynIn oTpMMaHi NO3UTUBHI BUCHOBKU €KCNepTiB»

1. «baratoueHTpoBe BigkpUTe JocnimKeHHsA ha3n 1/2 3i 36i1blEeHHAM 03U Ta 3aCTOCYBaHHAM npenapaTty y
paHille BCTaHOBMEHI [03i B pPO3WMPEHMX KOropTax [Ans OUiHKM 6e3neyHoCTi, hapMakoKiHETMKM,
hapMakogvHamiku Ta MNPOTUMYX/IMHHOT akTMBHOCTI npenapaty CR-001 y [opoc/ivx Y4yacHWKiB i3
MicueBonowMpeHuMn abo meTacTaTMYHUMMK  CONIAHMMU MyX/IMHaMU», Kog, JochnimkeHHs CR-001-101,
Bepcia 1.0, MNonpaBka 2, Big 10 cepnHsa 2026 poky, crnoHcop - KpeceHT Bbiochapma, IHK., CLUA [Crescent
Biopharma, Inc., USA]

®aza - I/l

3aaBHuK - TOB «APEHCIA EKCII/IOPATOPI MEAICIH», YkpaiHa

Ne MN.1.6. BigNoBiga/IbHOrO AOCNiAHMKA

n/n HasBa micL NpoBeAEHHS KNiHIYHOTO BUNPOOYBaHHS

1. | nikap JopoHiHa M.B.

TOBAPNCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTHO «APEHCIA EKCIMNOPATOPI MEAICIH>,
BiAA4IN KNiHIYHMX gocimpkeHb MeauyHoro LeHTpy, M. Kuis

2. | K.M.H. 'puuyuk P.A.

TOBAPNCTBO 3 OBEMEXXEHOHO BIAMNOBIAAJIBHICTHO «APEHCIA EKCI/TOPATOPI MEAICIH»,
BiAZINIEHHA HOBITHIX TEXHOMOrIA MeaMYHOro LeHTpy, M. IBaHO-PpaHKIBCbK

2. bpowypa pocnigHuka no npenapaty JAypsanymaé (MEDI4736), Bepcia 22 Big 05 cepnHs
2026 poKy aHrMiucbKol MoBoOW; MpoAoBXEeHHS TPUBAJIOCTI AOCNIMKEHHA B CBIiTi Ta B YKpaiHi
3 31 rpygHAa 2026 poky Ao 31 rpyaHa 2027 poKy A0 NPOTOKONY K/IHIYHOro AoCNifxXeHHs «PaHooMi3oBaHe,
BigKpuTe, GaratoueHTpoBe gocnimkeHHs Il hasn AypBanymaby Tta Tpemenimymaby B AKOCTI NepLloi MiHii
NiKkyBaHHs MauieHTIB 3 nowupeHum renatouentonspHum pakom (HIMALAYA)», Ko AOCAiMKEHHS
D419CC00002, Bepcis 9.0 Big 24 kBiTHA 2025 pokKy; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

3. OHoBneHwuii MpoTokon kniHiuHOro pocnipxeHHs DSP-5336-103, MonpaBka 2 Big 27 cepnHA
2026 poKy, aHrniicbKolo MoBoto; Bpowypa gocnigHuka gns DSP-5336 (EH3OMEHIB), BugaHHsA Ne 9.0
Bif 31 cepnHA 2026 poky, aHrNilicbkoo MoBOO; IHhopMauisa anA nauieHTa i ®opma iHchopmoBaHOI
3roAu Ha y4yacTb y HAyKOBOMY KJ/liHIMHOMY AOChAifXeHHi, AnA YKpaiHu, Bepcia 2.0 Big 25 BepecHs
2026 poKy, Ha OCHOBi Mailictep-Bepcii ®opmu iHhopmoBaHoOi 3rogun, Bepcia 4.0 Big 15 BepecHsA
2026 poKy, aHI/IINCbKOKO Ta YKpaiHCbKOIO MmoBamu; lgeHTudikayiiiHa KapTka ydyacHuUKa AOCiAKEeHHS,
Bepcisa 2.0 Big 29 BepecHA 2026 poOKy, aHrNiliCbKOK Ta YKPAIHCbKOK MOBaMu [0 NPOTOKO/Y KAiHIYHOTO
OocnimKeHHs1 «Bigkpute gocnigxeHHs dasu 1, wo cknagaeTbesl 3 3 YaCTUH, 3 METOK OLIHKMA MOTEHLiiHNX
B3aemopii npenapaty EH3oMeHi6 (DSP-5336) 3 iHWMMKU NikapCbKMMK 3acobamiu | BM3HAYEHHS BM/IMBY
NOPYLIEHHSA (PYHKUIT NeuviHKM cepefHbOro CTYMeHs TSKKOCTI Ha hapMakoKiHEeTUKY, 6e3neyHicTb |
nepeHoCMMICTb npenapaTy EH30MeHI6 y A0pOoCAMX Naui€eHTIB 3 OHKOJIOMNYHMMK 3aXBOPHOBAHHAMMU Mi3HIX
cTagjii», ko, gocnimkeHHss DSP-5336-103, Bepcid Big 25 nuctonaga 2025 poky; cnoHcop - Cymitomo ®apma
Amepuka, IHk., CLUA / Sumitomo Pharma America, Inc., USA

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

4. Bpouwypa pgocnigHuka GL-2045, Bepcis 5.0, BepeceHb 2026 poOKy, aHI/1iACbKOIO MOBOLO [0 NPOTOKO/Y
KMIHIYHOTO BMNPOOYBaHHA «[OC/MiMKEHHSA 3 MOYATKOBOI OUiHKA 6e3neyHoCTi Ta eqekTMBHOCTI npenapary
GL-2045 npu noro 6aratopa3oBOMYy 3aCTOCYBaHHi Yy BUINAAI NIAWKIPHUX iH'EKUIA Y NauieHTIB 3 iIMYHHOIO
TPOMOOLIMTOMNEHIED B MOC/IAOBHUX rpynax 3 BWKOPUCTAHHAM afanTUBHOT CXeMW [A03YBaHHSA», KOf4
pocnipkeHHs GL-2045-03, nonpaska 2, FnobanbHa Bepcis, Big 02 ntotoro 2026 poky; CNOHCOP - [iKHIK [HK.,
CWA/Gliknik Inc., USA

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

5. 3anyuyeHHAa gopaTKoBUX MicUb MPOBeAEHHA KNiHIYHOro BUMPOOYBaHHA [0 MPOTOKONY K/iHIYHOrO
pocnipxeHHs «PaHgomizoBaHe, noagiviHe cnine gocnimkeHHs doasm |l y napanenbHux rpynax 3 MeTOH OLiHKM
epekTMBHOCTI, 6e3nekn Ta MNEepPeHOCUMOCTi efleKorninpPoHy $K MoHoTepanii abo B KomGiHauil 3
panarnidyIosnHoOM MOopiBHAHO 3 nnauebo y p[opocnnx MauieHTiB i3 UyKpoBMM giabetom 2 Tuny



(Eluminate-1)», kog pgocnigpkeHHs D7261C00002, sepcis 1.0 Big 13 6epe3Hs 2026 poky; CnoOHcop -
AstraZeneca AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne M.I.6. BignoBiga/IbHOrO AOCNiAHMKA

n/n HasBa micus npoBeAeHHs KMiHIYHOro BUNPO6YBaHHS

1. nikap bonrapcbka C.B.

ToBapnCcTBO 3 O0OMEXEHO BiAMNoBiganbHiCTIO «MeanuHuii LeHTp «[o6pobyT-MonikniHikax,
NiKyBaIbHO-AiarHOCTUYHWIA LEeHTP «J06po6yT», LEHTP KIHIYHUX AOCAiAKEHb, M. KU1iB

2. nikap byraiiuyk O.B.

MpuBaTHe Masie NiANPUEMCTBO, MEANYHUI LeHTp «[yNnbeC», TepaneBTUYHE BiAfiNneHHs, M. BiHHUUS
3. nikap IeacbkiBa K.HO.

TOBAPVCTBO 3 OBMEXXEHORK BIANOBIAAIBHICTIO «MEA®I14», M. KniB

4. nikap Kipeesa I.J/1.

KomyHaslbHe HekoMmepuiiiHe MiAnpUEMCTBO «LleHTpasibHa Micbka KJ/liHiYHA nikapHs
PpaHKiBCbKOT MICLKOT pafin», TepanesTUyHe BigdineHHsa Nel, M. IBaHO-PpaHKiBCbK

5. nikap OcTtposcbka T.I.

ToBapuUCTBO 3 OGMEXEHOI0 BiANoBiganbHicTio «<HEMPOME/», Meanunuii uentp «<HEMPOME/[»,
NikyBaNbHO-NPOdiNaKTMYHMIA Niapo3aia, M. YXropoq

6. O.M.H., npodp. CeprieHko O.O.

YHiBepcuTeTChbKa NikapHa AepXXaBHOTO HEKOMEPLINHOrO ToBapucTBa «J/1bBIBCbKUIA HaLiOHa/TbHWIA
MeaUYHUIA yHiBepcuTeT iMeHi daHuna Fanvubkoro», KniHika BHYTPILLIHIX XBOPO6, TepaneBTuyHe
BigAiNeHHss Kamnycy iMeHi Map'aHa [laHunwmnHa, [epXaBHe HeEKOMepLUiiHe ToBapuCTBO
«JIbBIBCbKMIA HaLiOHa/TbHUIA MeAuYHWIA  yHiBepcuTeT iMeHi [aHuna [anvubkoro», kadegpa
eHaoKpuHonorii, M. JIbBiB

7. O.M.H., npod. LeBuyk C.B.

«YHiBepcuteTcbka  KNiHiKa»  BIiHHMUBKOrO  HauioOHa/IbHOro  MefU4YHOro  yHiBepcutety
iM. M.l. Muporosa (NikyBasbHO-HaBYa/IbHO-HAYKOBWIA LIEHTP), TepaneBTWYHe BigAineHHs No2,
BiHHMUBKMI HaLiOHa/IbHWI MeaunyHWiA yHiBepcuTeT iM. M.l TMuporoBa, kadegpa BHYTPILIHLOT
MeauumHm No2, M. BiHHUUA

IBaHO-

6. OHOBJ/IEHUIA NPOTOKON KJliHIYHOro BunpoGyBaHHa CT-P51 3.1, Bepcia 4.0 Big 24 nunHa 2026 p.;
Bpouwypa gocnigHuka CT-P51 [Pembrolizumab] Bepcia 4.1 Big 09 uepBHA 2026 p., aHrAiACbKOIO
moBoto; CT-P51 3.1_IHdopmauisa ana nauieHta ta popma iHhopMmoBaHOi 3rogu Ansa YKpaiHu, Bepcis
5.1.0 Big 07 cepnHAa 2026 p., ykpaiHCbKoo MoBoto; CT-P51 3.1_ IHhopmauisa ana nauieHta 1a popma
iHbopmMoBaHOi 3rogu Ha HeOOOB’A3KOBMI aHasi3 GiomapkepiB, AnAa YKpaiHu, Bepcia 3.1.0 Big
10 cepnHAa 2026 p., yKpaiHCbKolo mMoBow; CT-P51 3.1 IHchopMauis wopno BariTHOCTI Ta BariTHOI
napTtHepku T1a copma iHcphopmoBaHOiI 3rogun _ansa YKpaiHu, Bepcia 2.1.0 Big 06 cepnHAa 2026 p.,
YKpaiHCbKOI0 MOBOIO; [oCbe AOCNiAKyBaHOro nikapcbkoro 3acody CT-P51 [Pembrolizumab], Bepcis
6.0 Big 09 uepBHA 2026 p.; MoAOBXeEHHS TepMiHY NPUAATHOCTI AOCNIAKYBAHOIo NiKapCbKOro 3acooy
CT-P51 3 24 micauis ao 36 micauis; 3miHa Ha3BU Micusa NpPoBefeHHA K/iHIYHOro BUNpoGyBaHHA [0
MPOTOKOMY K/IHIYHOrO  JochigpkeHHs «[llogBiiiHe cnine, paHAOMI30BaHe, KOHTPO/IbOBaHE aKTMBHUM
npenapaTom AOCNiMKeHHs dhasmn 3, ike MPoOBOAATL Y NapasiesibHUX rpynax A/ nopiBHAHHA ehekTMBHOCTI Ta
6e3neyHocTi npenapatie CT-P51 Ta Kitpyga B KOMGiHauil 3 xiMioTepamnielo npenapatamy nAaTtuHM i
neMeTpekceoM Yy NauieHTIB i3 MeTacTaTMYHUM HENOCKOKNITUHHUM HeAPIOHOKNITUHHMM PakoM fiereHb, SKi
paHile He OTpUMyBasM NiKyBaHHS», Ko AocnigxeHHs CT-P51 3.1, Bepcisa 3.0 Big 30 ciuHa 2026 p.; cnoHcop -
CENNTPIOH IHk., Pecny6nika Kopes [Celltrion, Inc., Republic of Korea]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO

CTAJI0

nikap YepueHko K.A.

nikap YepueHko K. 4.

[JepxasHe HekomepLujiHe nignpuemcteo | [epxasHe HekomepLiiHe nignpremMcTBo
«HauioHanbHWin  IHCTUTYT  paky», BigAineHHAa | «HauioHanbHUn  IHCTUTYT  paky», BiggifeHHsA
KNiHiYHOT oHkonorii Ne 2 HayKOBO-KNiHIYHOrO | KMiHIYHOT OHKOMOrii KMiHIKM OHKOremarosorii Ta
Biaainy KNiHiYHOT OHKosoril KNiHiKN | KNiHiYHOT OHKonoril, M. KniB

OHKOremMartosorii Ta KAiHiYHOT OHKooril, M. KuiB

7. OHOBJ/IEHWIT MNPOTOKON KJ/iHIYHOrO BUNPOOGyBaHHA (nigaocnipkeHHA) MK-3475-01J, 3
iHKopnopoBaHoto nonpaskoto 01 Big 13 nunHa 2026 poKy, aHrNilicbKolo MOBO10; Bpowypa gocnigHuka
MK-2870/SKB264 (Cauuty3yma6 TupymoTekaH), BuaaHHa 8 Big 30 ciuHa 2026 pokKy, aHrniiicbKoro
MOBOI0; [locb€ AocnimKyBaHOro nikapcbkoro 3aco6y MK-2870, Bepcia 08XMH9 Big 28 cepnHA
2025 pokKy, aHrNificbKo MOBOIO; 3a/ly4eHHs JocnigKyBaHOro nikapcbkoro sacooy MK-2870/SKB264



(sac-TMT Cauyuty3symadé TupymoTekaH), 160 mr Ta 200 m™Mr, nOpowoOK niodpinizoBaHuii AnA
BHYTPilWWHbOBEHHUX iH(y3ili/hbnakoH; 3anyuyeHHA BUPOOGHMUUX [INAHOK, BigNOBIJa/IbHUX 3a
BUPOGHULTBO, MNaKyBaHHA, TeCTyBaHHA, MapKyBaHHs AOC/iAKyBaHOro JiiKapCbKOro 3acoby
MK-2870/SKB264 (sac-TMT CauuTty3symad TupymoTtekaH), 160 mr tTa 200 mr, nopoLokK siodinisosaHunii
[ANA BHYTPiWHbOBeHHUX iHdy3il/dhnakoH: WuXi XDC Co., Ltd., No.11 Xinhuihuan Road, Xinwu District,
Wuxi, Jiangsu, 214028, China; WuXi Biologics (Shanghai) Co., Ltd., 31 Yiwei Road, Pilot Free Trade
Zone, Shanghai 200131, China; Werthenstein BioPharma GmbH, Industrie Nord 1, 6105 Schachen,
Switzerland; Fisher Clinical Services Inc. 7554 Schantz Road Allentown, PA 18106 USA; Merck Sharp &
Dohme LLC, 770 Sumneytown Pike, West Point, PA 19486, USA; Almac Clinical Services 25 Fretz Road
Souderton, PA 18964, USA; Almac Clinical Services Limited Seagoe Industrial Estate, 9 Charlestown
Road, Craigavon, County Armagh, BT63 5PW, United Kingdom; Fisher Clinical Services GmbH
Steinbuhlweg 69 4123 Allschwil, Switzerland; Fisher Clinical Services UK Limited Langhurstwood
Road, Horsham, RH12 4QD, United Kingdom; Merck Sharp & Dohme LLC 126 East Lincoln Ave,
Rahway, NJ 07065, USA; 3any4yeHHA [OMOMIKHOroO NiKapcbKOro 3aco6y (npenapaty A/ YCYHEHHS
HeGaxXaHUX ABULW) [lekcameTa3oH nepopasibHUi po3unH, USP (Dexamethasone Oral Solution, USP),
0.5/5 mrimn, 50 mr/500 mn, onoJslickyBay A/ POTOBOI NOPOXHUHUI(pNaKOH; 3anyyeHHS BUPOGHUUNX
AiNAHOK, BignoBiga/lbHUX 3a BUPOOGHULTBO, NaKyBaHHSA, TeCTyBaHHS, MapKyBaHHS AOMNOMIKHOro
NiKapCbKOro 3acooy, nikapcbKoro 3acoo6y (npenaparty A1 YCYHeHHA He6axaHux ABul) JekcameTa3oH
nepopasibHuii po3unH, USP (Dexamethasone Oral Solution, USP), 0.5/5 mr/mn, 50 mr/500
MJ1, ononickyBa4 ans poToBoi nopoxHuHu/cpnakoH: Hikma Farmaceutica (Portugal) S.A., Estrada Rio
Da Mo No 8 8 A E 8 B, Fervenca, Terrugem Snt, 2705-906, Portugal; Hikma Pharmaceuticals USA Inc., 2
Esterbrook Lane, Cherry Hill, New Jersey (NJ) 08003, United States (USA); Thymoorgan Pharmazie
GmbH, Germany, Schiffgraben 23, Vienenburg, Goslar, Lower Saxony, 38690, Germany;
3anpoBag)keHHs 3pa3KiB MapKyBaHHs AOCMiMKyBaHOro ikapcbKoro 3aco6y: Onuc 3micty
MapKyBaHHA nikapcbkoro 3aco6y MK-2870, nopowok sioginisoBaHnii gnA BHYTPilLHbOBEHHUX
iHy3ili, 1 dpnakoH, Outer Package, Big 31 cepnHA 2026 p., aHrNiliCbKOIO Ta YKPAIHCbKOK MOBaMu;
onuc 3MicTy MapKyBaHHA nikapcbkoro 3acody MK-2870, nopowok niocpinisoBaHuini  gns
BHYTPilWHbOBEHHUX iH(y3ili, Immediate Container, Big 31 cepnHa 2026 p., aHrNiliCbKOK Ta
YKpaiHCbKOI0 MoOBamu; Onuc 3MicTy MapKyBaHHA nikapcbKoro 3acoGy MK-2870, nopoLuoK
niocpinizoBaHuii ana BHYTPilWIHbOBeHHUX iHy3iiA, 1 chnakoH, Outer Package, Big 01 uepBHsa 2026 p.,
aHrNiNCbKOK Ta YKpaiHCbKO MoBamu; Onuc 3MmicTy MapKyBaHHsl nikapcbkoro 3aco6y MK-2870,
nopoLwokK niocpinizoBaHuii ANA BHYTPiWHbOBEHHUX iHY3iii, Immediate Container, Big 01 uepBHA
2026 p., aHrNINCbKOK Ta YKpaiHCbKO MoBaMu; Onuc 3MicTy MapKyBaHHsl JliKapCbKOro 3acoby
MK-2870 200 mr, nopolwok niodinizoBaHnii ANA BHYTPilUHbOBEHHUX iHdy3iii, 1 ¢nakoH, Outer
Package, Big 25 niotoro 2025 p., aHIMINCbKOIO Ta yKpaiHCbKO MoBamu; Onuc 3MicTy MapKyBaHHSA
nikapcbkoro 3aco6y MK-2870 200 mr, nopowoK niocpinizoBaHuii ANA BHYTPILUHbOBEHHUX iHY3Iid,
Immediate Container, Big 25 ntotoro 2025 p., aHMMIiNCLKOIO Ta YKPAIHCLKOKO MoBamu; Onuc 3micty
MapKyBaHHSA nikapcbkoro 3aco6y MK-2870 160 mr, nopoluokK niodyinisoBaHnii Ans BHYTPiLUHbOBEHHUX
iHdy3iii, 1 conakoH, Outer Package, Big 06 xoBTHA 2025 p., aHrNifiCbKOKO Ta YKPAiHCbKOIO MOBamMu;
onuc 3micty MapkKyBaHHs Jflikapcbkoro 3aco6y MK-2870 160 mr, nopowok niocinisoBaHuini ana
BHYTPilWHbOBEHHUX iHy3ili, Immediate Container, Big 06 >0BTHsA 2025 p., aHrnilicbkol Ta
YKpaiHCbKOI0 MOBaMu; 3anpoBamKeHHA 3paskiB MapKyBaHHS AONOMIKHOrO NliKapcbKoro 3aco6y: Onuc
3MiCTY MapKyBaHHs nikapcbkoro 3acoby [lekcameTtasoH 0.5 mr B 5 mn, 500 mn. OnonickyBay Ans
poToBoi NnopoXxHuHu, Outer Package, Big 12 cepnHsa 2025 p., aHINMiNCbKOKO Ta YKPATHCLKOIO MOBaMu;
onuc 3micTy MapKyBaHHs JlikapcbKoro saco6y flekcameTtasoH 0.5 mr B 5 ms1, 500 mn. OnosickyBayd ans
poToBoi NnopoXHUHU, Outer Package, Big 20 BepecHsi 2025 p., aHI1iACbKOIO Ta YKPAIHCbKOK MOBaMu;
YkpaiHa, MK-3475-01J, IHchopMmauift Ta AOKYMeEHT npo iHhopMoBaHy 3roay AN nauieHTa, Bepcisa 03 Big,
27 cepnHAa 2026 p., YKpaiHCbKOIO MOBOIO; YKpaiHa, MK-3475-01J, IHcphopmauiss Ta [OKYMEHT npo
iHhopMoBaHy 3rogy A1 nayi€eHTa HA HeOGOB’A3KOBU OGMEXeHU CKPUHIHT, Bepcis 02 Big 27 cepnHA
2026 p., YKpaiHCbKOIO MOBOIO; YKpaiHa, MK-3475-01J, IHdopMauiliHuii NINCTOK i [OKYMEHT npo
iHbopmoBaHy 3rogy Ha MaiibyTHe GiomeauuHe pocnipkeHHs, Bepcia 01 Big 27 cepnHAa 2026 p.,
YKpaiHCbKOIO MOBOIO; YKpaiHa, MK-3475-01J, IHchopmauisa Ta 4OKyMeHT npo iHhopmoBaHy 3roay Ans
nauieHTa Ha HagaHHA HeoOOB’A3KOBUX Nocnyr (KkomnaHiew «Suvoda»), Bepcia 01 Big 27 cepnHsA
2026 p., YKpaiHCbKOIO MOBOIO; 3aJlydeHHs MartepianiB gna nauieHta: flekcameTtasoH, 0,5 mr/5 mn
PO3UMH A5 NepopasibHOro 3acTocyBaHHA, Papmakones CLUA (cTepoigHuii ononickyBay A1 poToBoi
NOpPOXHUHU). IHCTPYKLiT i3 3acTocyBaHHs npenapaty, Bepcia 2.0_30 ciyHA 2026 p., yKpaiHCbKOIO
MoOBoOl0; Balwl nociGHMK wWopo cromaTuty Bepcis 1_17 XoBTHA 2024 p., YKpPalHCLKOIO MOBOIO;
MK-3475-01J_lNpeamMmeTn ANA y4yaCHUKIB AOCAIgKEHHA_CyMKa AnAa nauieHTta: “9910084164 Study
Carryall Bag - Urban Passage Zippered Tote No Imprint”; MK-3475-01J_lNpeameTn Ansi y4acHUKIB
[OCNifKEeHHA_rpapyiioBaHNi MipHUIA CTaKaHYUK A4S NiKiB i3 WUPOKUM ropsom: “63034932 - Wide
Mouth Graduated Medicine Cup, 1 0z.” [0 nNpoTOKOAY KAiHiYHOro pocnimkeHHsa «KEYMAKER-UO1
nigaocnigxeHHa 01J: PaHfomizoBaHe napacosibkoBe pAochifpkeHHa |l dasn 3 noyeprosumMu rpynamu
AocnimpKyBaHNX npenaparTis, 418 NepLoil AiHii NiKyBaHHS yYaCHUKIB i3 pO3NOBCIOMKEHNM abo meTacTaTUYHUM
HEM/I0CKOKMITUHHUM  HeApPiOHOKNITUHHUM pakoMm nereHisB (HOKP/) 3 wmytauismm KRAS G12C», kopg



pocnipkeHHs MK-3475-01J, sepcis 00 Big 12 cepnHsa 2025 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA
(Merck Sharp & Dohme LLC), USA
3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANoBiganbHICTI0O «MC/, YKkpaiHa»

8. Bbpowypa pocnigHuka: KarXT, BMS-986510 (KcaHomeniH + Tpocniio xnopug), KcaHomeniH
(BMS-986519), Tpocnito xnopupg, (BMS-986520), Bepcis 14 Big 04 cepnHs 2026 p., aHrNificbKOIO MOBOLO;
CNO012-0038_IHchopmauisa ana naudieHTa Ta dopma iHhopmoBaHOI 3roau, YkpaiHa, Bepcia 3.0 Bif
31 cepnHa 2026 p., yKkpaiHCbKOIO MOBOI0; KapTka-nam’siTka ydacHUKa BUNPOOYBaHHA, YKpaiHa, Bepcia
1.0 Big 17 nunHa 2026 p., [DOC-712015, Bepcia 4.0], ykpalHCbKOO MOBOI; [OCIOHUK 3i
CTPYKTYpOBaHOro iHTepB’t0 3a wWkKasol HAHra pana ouiHku Madii [YMRS_Structured Interview
Manual_UKR(UKR)_22Jul2026], ykpaiHCbKOl0 MOBOL0; MOCIGHUK 31 CTPYKTYpPOBaHOro iHTEpB’l0 3a
wkanot Adra ana ouiHkm maHii [YMRS Since Last Evaluation_vl_ukUR_22Jul2026], ykpaiHCbKOIO
MOBOI0; 3HIMOK eKpaHy: MOCiGHUK 3i CTPYKTYPOBAHOrO iHTEPB’I0 3a LWKas1010 AHra AJ/19 OLiHKU MaHii,
Bepcia 2.0 Big 26 cepnHa 2026 p. [BMS246668 CN012-0036_0037_0038 YMRS - Since Last
Evaluation_Rater_Station_Screenshots_Ukrainian (Ukraine)_v2.0_26_Aug_2026], YKpaiHCbKOIO
MOBOI0; 3HIMOK eKpaHy: MOCiOHUK 3i CTPYKTYPOBAHOIO iHTEPB’I0 3a LWKano AHra AnA OUiHKA MaHil,
Bepcia 2.0 Big 26 cepnHa 2026 p. [BMS246668_CN012---0036_0037_0038_YMRS - Past
Week_Rater_Station_Screenshots_Ukrainian (Ukraine)_v2.0_26_Aug_2026], yKpaiHCbKOIO MOBOIO;
3HiMOK ekpaHy: HaragyBaHHs npo wkany BAC, Bepcia 1.0 Big 08 TpaBHsa 2026 p. [BMS246668_CNO012-
0036_0037_0038_ BAC Reminder_Rater_Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_ May_
2026], ykpaiHCbKOO MOBOI; 3HIMOK eKkpaHy: [emorpacpiuHmii onuTyBasibHUK, Bepcia 1.0 Big
08 TpaBHA 2026 p. [BMS246668 CN012-0036_0037_ 0038 Demographics Questionnaire_Rater_
Station_Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOIO MOBOI0; 3HIMOK eKpaHy:
JocTpokoBe 3aBeplUeHHs1 YyuyacTi- BigKIUKaHHA 3roan, Bepcia 1.0 Big 08 TpaBHA 2026 p.
[BMS246668_CN012-0036_0037_0038 REQUIRED - ET - Withdrawn Consent?_Rater_Station_
Screenshots_Ukrainian (Ukraine)_v1.0_08_May_2026], ykpaiHCbKOI0 MOBOIO; 3HIMOK ekpaHy: LUKAJIA
AHOMA/IbHNX MUMOBINTIbHUX PYXIB (AIMS), Bepcia 1.0 Big 01 nunHa 2026 p. [BMS246668_
CNO012-0036/0037/0038_AIMS_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026],
pociiicbkolo MOBOIO; 3HIMOK eKpaHy: HaragyBaHHA npo 3anoBHeHHA wkanu BAC, Bepcis 1.0 Big
02 nunHa 2026 p. [BMS246668 CN012-0036/0037/0038_BAC Reminder_Rater_Station_Screenshots_
Russian (Ukraine)_v1.0_02_Jul_2026], pociiicbkolo MOBOI0; 3HIMOK eKpaHy: Llikana ouiHKu akaTtusii
BapHca (BARS), Bepcia 1.0 Big 01 nunHa 2026 p. [BMS246668 CN012-0036/0037/0038_BARS
Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkol0 MOBOI; 3HIMOK
eKpaHy: KopoTkuii onuTyBa/IbHUK A/151 OLiHKM SIKOCTi XXUTTA npu GinonsipHomy posnagi (BriefQoL.BD),
Bepcis 1.0 Big 02 nunHAa 2026 p. [BMS246668 CN012-0036/0037/0038 _Brief QOL.BD_Rater_Station_
Screenshots_Russian  (Ukraine)_v1.0_02_Jul_2026], pociicbkol0 MOBOIO; 3HIMOK €KpaHy:
onuTyBaJIbHUK 3arasibHi KNiHiYHi BpaXeHHA — 6inonspHuii po3napg, (CGI-BP) — 3 MOMeHTY nonepegHboOi
ouiHku, Bepcia 1.0 Big 01 nunHA 2026 p. [BMS246668_CN012-0036/0037/0038_CGI-BP - Since Last
Evaluation_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociliCbkol0 MOBOIO;
3HIMOK eKpaHy: onuTyBaJ/ibHUK 3arasibHi K/iHi4YHi BpaXeHHs — GinonspHuii po3nag (CGI-BP) - 3a
MUHYNWA TXKAEHb, Bepcia 1.0 Big 01 nunHa 2026 p. [BMS246668 CN012-0036/0037/0038 _CGI-BP -
Past Week_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkol0 MOBOLIO;
3Himok ekpaHy: LUKAJIA OLLIHKN TS)KKOCTI CYILMAY KONMYMBIACbKOIO YHIBEPCUTETY (C-SSRS).
Bepcis 3 MOMeHTy oOcCTaHHbOro Bi3uTy, Bepcia 1.0 Big 01 nunHa 2026 p. [BMS246668 CNO012-
0036/0037/0038_C-SSRS SLV_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026],
pocilicbkolo MOBOI; 3HiMOK ekpaHy: LUKAMA OLIHKM TSDKKOCTI CYiUnAayY KONYMBIACbLKOro
YHIBEPCUTETY (C-SSRS). BuxigHilCkpuHiHroBi paaHi, Bepcia 1.0 Big 01 nunHa 2026 p.
[BMS246668 CN012-0036/0037/0038 C-SSRS BLScr_Rater_Station_Screenshots_Russian (Ukraine)_
v1.0_01_Jul_2026], pociiicbkoio MOBOI0; 3HIMOK eKpaHy: JemorpadiuHuii onutyBasibHUK, Bepcia 1.0
Big 01 nunHAa 2026 p. [BMS246668_CN012-0036/0037/0038_Demographics Questionnaire_Rater_
Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkol0 MOBOI; 3HIMOK €KpaHy:
onuTyBaNbHUK NPO cTaH 3g0poB’ss EuroQoL 5-Dimension 5-Level (EQ-5D-5L) — pnsa camocTiiiHoro
3anoOBHEHHS, Bepcisa 1.0 Bij 01 NINNHA 2026 p. [BMS246668_CNO012-
0036/0037/0038_EQ-5D-5L_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026],
pociiicbkolo MOBOIO; 3HIMOK eKkpaHy: KapTka OLiHKM CKapr XBOpOro foG6posiKicHOKo rinepnnasieto
nepeamMixypoBoi 3ano3u, Bepcia 1.0 Big 01 nunHa 2026 p. [BMS246668 CN012-0036/0037/0038_I-PSS -
Past Month_Rater_ Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkol0 MOBOI0;
3HiMOK ekpaHy: KapTka OLiHKN cKapr XBoporo Ao6poskKicHOo rinepnnasielo nepegmixypoBoi 3a103u,
Bepcisa 1.0 Big, 01 nunHAa 2026 p. [BMS246668_CN012-0036/0037/0038_I-PSS - Past
Week_Rater_Station_ Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pocilicbkolo MOBOLIO;
3Himok ekpaHy: M.I.N.I. 3aknitoueHHs npo giarHos, Bepcis 1.0 Big 01 nunHa 2026 p. [BMS246668 _CN012-
0036/0037/0038 _M.LN.L Diagnostic Conclusions_Rater_Station_Screenshots_Russian
(Ukraine)_v1.0_01_Jul_2026], pociiicbKOl0 MOBOL0; 3HIMOK ekpaHy: KepiBHULTBO MO CTPYKTYpPOBaHOMY
iHTEepB’I0 ANA WKanun ouiHku genpecii MoHTromepi-AcGepr (SIGMA), Bepcia 1.0 Big 01 nunHsa 2026 p.
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[BMS246668 CN012-0036/0037/0038 MADRS - Past Week Rater Station_Screenshots_Russian
(Ukraine)_v1.0_01_Jul_ 2026], pociiicbkoio MOBOI; 3HIMOK eKpaHy: KepiBHULUTBO 1O
CTPYKTYpOBaHOMY iHTEpPB’I0 A/IA WKanu OuiHKM pgenpecii MoHTromepi-AcGepr (SIGMA), Bepcis: 3
MOMEHTY OCTaHHbOI oLiHKM (SLE), Bepcis 1.0 Big 01 nunHsa 2026 p. [BMS246668_CN012-0036/0037/0038
_MADRS - Since Last Evaluation_ Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026],
pociiicbKolo MOBOL0; 3HIMOK eKpaHy: 3arasibHa ouiHKa TsHKKOCTi cuMmnTomiB nauieHTom (PGI-S), Bepcis
1.0 Bif 01 nvnHa 2026 p- [BMS246668_CN012-0036/0037/0038_PGl-
S_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_ 01_Jul_2026], pociiicbkolo MOBOI0; 3HiMOK
eKkpaHy: LWkana CimncoHa-AHryca AnA OLIHKW eKcTpanipamigHuX noGiyHux edpekTiB (SAS), AKy
3anoBHIOE nikap, Bepcis 1.0 Big 01 nunHA 2026 p- [BMS246668 CN012-
0036/0037/0038_SAS_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_ 01_Jul_2026],
pociiicbKol0 MOBOIO; 3HIMOK ekpaHy: OnuTyBasibHUK NepeaByacHe 3aBePLUEHHSA y4acTi Y AOCiMKEHHI
- BigKnukaHHsA 3roau, Bepcisa 1.0 Big 01 nunHsa 2026 p. [BMS246668_ 0036/0037/0038_REQUIRED - ET -
Withdrawn Consent?_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociicbKoto
MOBOI0; 3HIMOK eKpaHy: KepiBHULTBO 3 NpoBeAEHHA CTPYKTYPOBAHOIro ONUTYBaHHA AMS1 OLiHKM MO
wkani maHii fAHra, Bepcia 1.0 Big 01 nunHa 2026 p. [BMS246668 CN012-0036/0037/0038 _YMRS - Since
Last Evaluation_Rater_Station_Screenshots_ Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkoto
MOBOI0; 3HIMOK eKpaHy: KepiBHULTBO 3 NpoBeAEHHA CTPYKTYPOBAHOro ONUTYBaHHA ANS1 OLiHKM NO
wkKani maHii AHra, Bepcia 1.0 Big 01 nunHAa 2026 p. [BMS246668_CN012-0036/0037/0038_YMRS-Past
Week_Rater_Station_Screenshots_Russian (Ukraine)_v1.0_01_Jul_2026], pociiicbkolo MOBOIO [0
NPOTOKO/Y KNiHIYHOIo AochifpkeHHA «BigkpuTe nofoBxeHe A0CNimpKeHHA dha3un 3 AN OUiHKM LOBroCTPOKOBOI
6e3neyHocTi npenapaty KarXT npu sikyBaHHi MaHii abo MaHii 3i 3MillaHMMu 03Hakamu npu 6inonspHomy
po3nagi | Tuny (BALSAM-3)», kog gocnigpkeHHs CN012-0038, nonpaska o npotokony 03 Big 13 TpaBHa 2026
p.; CMOHCOp - TOBapUCTBO 3 HEOOMEXEHOHO BiANOBIgaNbHICTIO bpicTon-Maiepc Cksi66 Cepgices, IpnaHgis
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

9. OHOBNEHWIA MNPOTOKON KiiHiYHOro BuNpoGyBaHHA C-1300-02, Bepcia 2.0 Big 10 cepnHsa
2026 (aHrniicbkoto MmoBo1o); IHhopmauiliHKii NUCcT Ans naudieHTa Ta chopma iHpopmoBaHOi 3rogu Ha
yyacTb Y KNiHiYHOMY focnigkeHHi Ta f03BiN Ha PO3KPUTTA MeauUHOoI iHhopmauii, ona YkpaiHu, Bepcia
2.0 Big, 02 BepecHs 2026, Ha ocHOBiI MalicTep-Bepcii ®I3 2.0 Big 26 cepnHA 2026 (yKpaiHCbKOIO Ta
aHrnificbkoo mMoBoto); MpoaoBXEHHA TePMiHYy TPUBAIOCTI KNiHIYHOro BUNPOGYBaHHA B YKpaiHi [0
01 uyepBHA 2028 poky; 3MiHa Ha3BU Micusi NMPOBEAEHHS KNiHIYHOro BUNPOGYBaHHA [0 MPOTOKOSY
KNiHiYHOro gocnimkeHHs «®dasa 2 afanTMBHOINO paHAOMIi30BaHOro naaueb0-KkoOHTPOIbOBAHOIO AOCNIKEHHS
npenapaTy agenT-797 + cTaHAapT JiKyBaHHS MOPIBHAHO 3 niauebo + cTaHAapT AiKyBaHHA NP TSXKKIl
MHEBMOHIi 3 MOMIPHOK ab0 TSHKKOK TOCTPOH TIMOKCEMIYHOK AuxanbHOK HegocTatHicTio (MMAH) 3a
rnobasibHuMK kputepiamu MPAC», kog pocnigxkeHHs C-1300-02, sepcia 1.0 Big 15 ciuHa 2026; cnoHcop -
MiINK Therapeutics, Inc. (MiHk Tepamn’toTikc, IHk.), CLUA

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANoBiAaIbHICTIO «Kpomocdapma YkpaiHa»

BY/NO CTANO
nikap OpnunHcbka X.M. Nikap OpnuHcbka X.M.
KomyHanbHe  HekomepuiiiHe nignpuemctBo | ®Pinia  «/likapHa CsaToro [lMaHTeneiiMmoHa»
«/lbBiBCbKe TepuTopiasibHe MeguyHe | KOMyHanbHOro HekoMepuiiiHOro ToBapuCcTBa
06’eHaHHA «bararonpodinbHa KniHiyHa | «Mepwe KkniHiYHe TepuTopiaslbHe Me[u4He
NiKapHA iHTEHCUBHUX MeTOAiB nNiKyBaHHA Ta | 06’eQHaHHA M. NbBoOBa», Big4iNneHHn
WBUAKOT MeAUYHOT AOoMOMOru», BiAAISIEHHA | aHecTe3ioNorii Ta iHTeHCMBHOI Tepanii, M. JIbBIiB
aHecTes3io/10rii Ta iIHTeHCUBHOI Teparnil, M. JIbBiB

10. OHoBneHui MpoTokon khiHiYHOro BuNpo6yBaHHA XPF-008-201, Bepcia 9.0 Big 31 nunHA
2026 pokKy, aHrnificbkoro MoBot; ApgMiHicTpatuBHuii nmct Ne 2, Big 28 cepnHsa 2026 poky, A0
MpoTokony KniHiyHoro pgocnimxkeHHa XPF-008-201, sepcia 9.0 Big 31 nunHa 2026 poKy, aHrNilicbKoro
moBoto; flogatok 1, Bepcia 1.0 Big 17 nunHAa 2026 poKy Ao 3aralbHOI Opowypu [ocriigHuKa
AseTtykasniHep (XEN1101), Bepcisa 9.0 Big 07 ciuHAa 2026 poKy, aHrniiicbKkoo MoBoO0; JloaaTtok 2, Bepcia
1.2 Bif 22 BepecHs 2026 poKy A0 3aranbHoi 6polypu gocnigHuka AsetykanHep (XEN1101), Bepcis 9.0
Big 07 ciuHa 2026 poKy, aHrnificbkolo MoBoOO; IHhopMauia gns nauieHta Ta dopma iHhopmoBaHOi
3roam, Ana YKpaiHu, sepcis 8.0 Big 02 BepecHs 2026 poKy, Ha ocHOBI maiicTep IN®I3, Bepcisa 10.0 Big 07
cepnHsa 2026 poKy, aHrNificbKOK Ta YKpaiHCbKolo MoBamu; logaTok go IHdhopmauii ana nauieHta ta
®dopmu iHchopmoBaHoOiI 3rogu, ansA YkpaiHu, Bepcia 8.0 Big 02 BepecHs 2026 poKy, Ha OCHOBI maiicTep
IN®I3, Bepcia 10.0 Big, 07 cepnHa 2026 pokKy, aHrNiliICbKOK Ta YKpaiHCbKO MoBamu; [ocnigKeHHs
XPF-008-201 LlopeHHMK AnA peecTpauii eninenTMYHUX HanagiB, Bepcia 5.0, aHrniicbKkol Ta
yKpaiHCbKolo MmoBaMu; MpoaoBXeHHA TPpUBaoOCTi AocnimkeHHA B YKpaiHi Ta y cBiTi o 9 pokiB 5
MicsALiIB 4O NPOTOKOJTY KAIHIYHOTO JOCNIMKEHHS «PaHgomizoBaHe, noggiiHe-chine, nnaueb0-kOHTPoIbOBaHe,
6araTtoueHTpoBe AOCNIMKEHHS A1 OLIHKK 6e3nekun, nepeHoCcMMOocCTi Ta edpekTUBHOCTI Nnpenapaty XEN1101 B
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AKOCTI AOMOMIKHOT Tepanii npu eniniencii 3 yokasibHUM 4e60TOM, 3 BiAKPUTO MOAOBXEHO (ha3or», Ko
pocnigpxeHHs XPF-008-201, sepcia 8.0 Big 23 BepecHsa 2024 poky; cnoHcop - KceHoH dapmac'toTikan3 IHk.,
Kanaga/ Xenon Pharmaceuticals Inc., Canada

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

11. OHoBneHe J[Jocbe pocnigKyBaHOro Jikapcbkoro 3aco6y MK-2870, Bepcia 097B7S Bip
02 BepecHsi 2026 p., aHrnificbkol MoBOK; MOAOBXeEHHS TepMiHY NPUMAATHOCTI [OCAiAXKYBaHOro
nikapcbkoro 3aco6y MK-2870, nopowok niodiinizoBaHnii ANA  BHYTPIlUHbOBEHHUX iHY3iN
00 48 micauiB; 3pa3ok MapKyBaHHs nikapcbKoro 3aco6y MNemeTpekcen, KOHLEeHTpaT AN PO3UUHY ANS
iHdpysiil, Outer Package, Big 17 BepecHs 2026 poKy, aHI/iAiCbKOIO Ta YKpPAiHCbKOIO MoBaMu; 3pa3ok
MapKyBaHHSA JliKapCcbKOro 3aco6y lMNemeTpekcen, KOHUEHTPAT AJIA PO3UMHy Ans iHdysiii, Immediate
Container, Big 17 BepecHsi 2026 poKy, aHI/TIACbKOIO Ta YKPAIHCbKOK MOBamMM1 [0 MPOTOKOSY KAiHIYHOIO
pocnipkeHHs «KEYMAKER-UO1, nignocnigpkeHHsA 01E: napaconbkoBe gocnimkeHHs Il dha3mn 3 noueprosumm
rpynamu gocnigxyBaHux npenapariB 3 ximioTeparnieto abo 6e3 Hei y KoMbiHauji 3 nemGponisymadoom ans
NiKyBaHHS1 Y4aCHUKIB 3 BNepLUe AiarHoCToBaHMM onepadenbHUM HeapibHOKAITUHHUM pakom nereHis (HAKPJT)
ctagin II-IlIB (N2)», koa pocnimkeHHss MK-3475-01E, 3 iHKopriopoBaHok nonpaekoto 04 Big 02 nunHs
2026 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

12. KapTka yyacHuKa KfiHiYHOro gocnigxeHHsA — NpoTtokon 42756493BLC3001, Bepcia YKpAIHCbLKOO
MoBolo Big 18.09.2026 p.; KapTka y4acHuUKa KniHiYHOro gocnimkeHHa — NMpoTtokon 42756493BLC3001,
Bepcif pocilicbkoto MoBoto Big 18.09.2026 p.; MpoaoBXeHHA TepMiHy NPOBEAEHHA KiHIYHOro
BUNPOGyBaHHA A0 31.12.2027 p. B YKpaiHi Ta CBIiTi 0 NPOTOKOY KNiHIYHOrO BUNPOOYBaHHSA «0CNigKEHHS
3 dhasn gn1sa ouiHkM eppaddiTiHIGY Y NOPIBHAHHI 3 BiH/IYHIHOM abo goueTakceniom Yn nemoponisymabom y
NauieHTIB 3 MOLLIMPEHOK YPOTENia/IbHOK KapLUUHOMOK Ta OKPEMMMMK FeHEeTUYHMMK abepauisiMi peLenTopis
chakTopy pocTy dhibpobnacTiB», Koa gocnigxeHHs 42756493BLC3001, 3 nonpaskoto 6 Big 20.01.2023 p.;
CrnoHcop - AHcceH dapmaueBTuka HB, benbris

3aaBHUK - «AHCCEH ®APMALEEBTUKA HB», Benbris

13. OHOoBNEeHMii NPOTOKON KNiHiYHOro BUNpo6yBaHHsa MK-7339-013, 3 iHkopnopoBaHO0 nonpaskoto 07
BiA 01 BepecHs 2026 pOKy, aHTNilAiCbKOIO MOBOIO A0 MPOTOKOJ1Y K/iHIYHOrO JOCMIAXKEHHS «PaHgomizoBaHe,
noagiviHe cnine, nnaueb0-kOHTPO/IbOBaHe aocnimkeHHs |l hasu ans ouiHkm nemoponisymadcy (MK-3475) y
MOEAHaHHI 3 CYMyTHbOK XIMIOMPOMEHEBOK Tepaniel 3 nogasibluMM BBEAEHHAM nembponizymaby 3
onanapuéom (MK-7339) abo 6€3 HbOro y MOPIBHSIHHI NULE 3 CYMYTHLOK XiMIOMPOMEHEBOK Tepaniel B
YYaCHUKIB 3 HELLO0AaBHO AiarHOCTOBaHMM JfI0Kani30BaHWM OPIGHOKMITUHHUM pakom nerexis (JIAP/)», kog
pocnipkeHHss MK-7339-013, 3 iHkoprnopoBaHoto nonpasBkoto 06 Big 25 ntotoro 2026 poky; cnoHcop - TOB Mepk
Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigabHICTI0O «MC/[, YKpaiHa»

14. BknoyeHHA foAaTKOBUX MicUb NMPOBeAEeHHA KNiHIYHOro BUMPOOYBaHHA [0 MPOTOKOY KNiHIYHOro
JocnipkeHHa «PaHaomizoBaHe, BigkpuTe, 6aratoueHTpoBe K/iHiYHe pocnimkeHHa [l dpa3u 4nsa ouiHku
6e3neyHocTi Ta ediektuBHOCTi MK-1084, ueTtykcumady Ta cxemun MFOLFOX6 NOpiBHAHO 3i CXemol
MFOLFOX6 3 gofasaHHAM 6eBaun3ymady abo 6e3 HbOro B AKOCTI MepLUoi MiHii Tepanii 1A yyacHukiB 3
NOK&/IbHO PO3MNOBCIOKEHUM HeonepabesibHUM abo MeTacTaTUYHUM KOSIOPEKTa/IbHUM PakoM 3 MyTaui€ro
KRAS G12C (pocnigxeHHs KANDLELIT-012)», kog pocnimkeHHsa MK-1084-012, 3 iHKOprnopoBaHo
nonpaskoto 04 Big, 27 kBiTHA 2026 poky; cnoHcop - TOB Mepk Wapn eHa Ooym, CLUA (Merck Sharp & Dohme
LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/J, YKpaiHa»

Ne M.1.6. BignoBigasbHOro gocnigHvka

n/n HasBa micus npoBeAeHHs KNiHIYHOro BUNPO6YBaHHS

1. | OcuHcbkuii A.C.

KomyHasibHe HekoMepLiiiHe MigNPUEMCTBO «KWIBCbKMIA MICbKWIA K/iHIYHWIA OHKOMOFMYHUIA LEHTP»
BMKOHaBYOro opraHy KuiBcbKoi Micbkol pagu (KWIBCbKOI MICbKOT AepXaBHOi aaMiHicTpauir),
xiMioTepaneBTu4YHe BigAinieHHs Ne3 (3 nixxkamu AeHHOoro nepebysaHHs), M. Kuis

2. | K.M.H., goueHT Wnapuk A.B.

KomyHasibHe HekomepuiiHe MignpueMCTBO JIbBIBCbKOI 06/1aCHOI pagn «J/1bBIBCbKUIA OHKOMOTIYHWIA
perioHasibHWI NiKyBasIbHO-AiarHOCTUYHMWIA LLEHTP», XiMioTepaneBTUYHE BiaAiNeHHs, M. JIbBIiB




15. NpoTokon gocnipxkeHHA 2024-SClg-BP, Bepcis 1.2 Big 15.09.2026; bpowypa gocnigHuka A/13 2024-
SClg-BP 20%, Bepcia 1.2 Big 03.09.2026; 3miHa Ha3Bu MIMB [0 NpOTOKOMY KNIHIYHOIO AOCHIAKEHHA
«BigkpnTe, 6aratoueHTpoBe, AO0C/iMKEHHS] MEePEeHOCMMOCTI, 6e3neYyHOCTi Ta hapMakoKIHETMKN MiKapCbKoro
3acoby BP-SCIG 20% (IMyHOrno6yniH noaMHU HOpMaslbHUIA ANns NifglWKIpHOro BBEAEHHS), BUPOOHULITBA
TOB «BIO®APMA MNA3MA>» 3 N0Aa/bLLOK OLHKOK e(PEKTUBHOCTI NpY TPMBaNIOMY 3aCTOCYBaHHI y NaLi€HTIB
3 nepBuHHUM iMyHoaedbiuuTom (MI4)», koa pocnimkeHHsa 2024-SClg-BP, sepcis 1.1 Big 05.09.2025 p.;
crnoHcop - TOB «BIO®APMA TJTASMA», YKpaiHa

3asaBHUK - TOB «BIO®PAPMA MMNA3MA», YkpaiHa

BYNO CTANO
K.M.H. CTenaHoBcbkuid HO.C. K.M.H. CTenaHoBcbkuid HO.C.
KomyHasnbHe HenpubyTkoBe nignNpUeMcTBo | KoMyHasbHe HenpuobyTkoBe nignprUeEMCTBO
«KuiBcbka Micbka AMTsiYa@ KiiHiuHa nikapHa Nel», | «KuiBcbka Micbka AuTAYa KniHiYHa sikapHsa Nels,
BiggineHHA nepgiartpii, M. Kuis BigaineHHa negiarpii Ne2, m. Kuis




