Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIB KNiHIYHUX BUNPOGYBaHb, PO3rNsAHYTUX Ha 3acigaHHAX HEP Ne03 Big 12.02.2026, HTP N206
BiA 12.02.2026, Ha siKi 6y/1n OTpUMaHi NO3UTUBHI BUCHOBKU eKCNepTiB»

1. «baraToueHTpoBe, BiAkpuTe, NpoAoBXeHe aocrimkeHHs |l dha3n o118 OUiHKM [OBrOCTPOKOBOT e(PeKTUBHOCTI
Ta 6e3neyHOCTi B Y4acCHUKIB, siki Hapasi MPOXOoAATb NiKyBaHHS B MeXax AOCNiIXeHHs1 O6en3ytudaHy
(LITESPARK-043)», koa pocnipkeHHs MK-6482-043, sepcis 00 Big 06 nuctonaga 2025 poky, CNOHcop -
TOB Mepk Wapn eHg oym, CLUA (Merck Sharp & Dohme LLC), USA

dasza - Il

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

Ne M.1.B. BignoBigabLHOro focnigHmKa
n/n Ha3ga Micus npoBefeHHA KiHIYHOro BUNPo6yBaHHS
1. 4.M.H, npodp. Ctycb B.IM.
KomyHasibHe nignpuemMcTBo «[HinponeTpoBcbka obnacHa KniHiyHa sikapHa iM. 1.1, MeuHukoBa»

[JHinponeTpoBCbLKOT 06/1aCHOT paau», BigaineHHs yposorii Ne2 (oHKosoriyHe), M. IHinpo

2. O.M.H., npod. KpmxaHicbka A.€.

KomyHasibHe HeEkOMepLUiHe NiANPUEMCTBO «IpUKapnaTCbKWi KNiHIYHWA OHKOTOTIYHWIA LEHTp IBaHoO-
dpaHKiBCbKOT 061aCHOI paamn», AeHHWI cTalioHap, IBaHO-PpaHKiBCbKUA HALIOHaUTbHWIT MeaNYHWIA
yHiBepcuTeT, Kaegpa oHKooril, M. IBaHO-PpaHKiBCbK

2. «OCHOBHMII NPOTOKO/NT PaHAOMI30BAHOrO KOHTPO/IbOBAHOIO  K/IHIYHOTO  BUMNPOOYBAHHA  KiflbKOX
chapmakosioriyHMx npenapaTiB y [AOpPOC/ANX Y4yaCHMKIB 3 MeTabonivyHO-acoUiioBaHOK CTeaTOTMYHO
XBOPO6OK NEYiHKM, SIKi MaOTb MiABULLEHNIA PUSKK PO3BUTKY TSHXKKUX HECMIPUST/IMBUX HACAIAKIB 3 BOKY MeydiHKn
(SYNERGY-Outcomes). IHTepBeHuiliHnii gogaTok N1T-MC-TZ01/N1T-MC-MALO: Tip3enartig y Tepanii
nauieHTiB 3 MACXI BUCOKOro pu3unky. IHTepBeHUiiHuii goaatok N1T-MC-RTO1/N1T-MC-MALO: PetatpyTtug
y Tepanii nauieHTiB 3 MACXI1 BUCOKOro pusnky», kog gocnimpkeHHsa N1T-MC-MALO, Bepcis 3 nonpaskoto (a)
Bif 22 BepecHs 2025 poky, 3 iHTepBeHuiiiHumMu popatkamy N1T-MC-TZ01/N1T-MC-MALO, Bepcia 3
nornpaskoto (a) Bif 22 BepecHsa 2025 poky, Ta N1IT-MC-RT01/N1T-MC-MALO, Bepcisa 3 nonpaskoto (a) Bif,
22 BepecHs 2025 poky; cnoHcop - Eni Mlinni eng Komnawi, CLUA / Eli Lilly and Company, USA

da3za - Il

3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

Ne MN.1.6. BiANOBiAa/IbLHOrO AOCNIAHMKA

n/n HasBa MicLs NpoBeAEHHS KMiHIYHOTO BUNPOOYBaHHS

1. nikap Mocton C.B.

ToBapncTBO 3 0OMEXEHOI BiAnoBiganbHicTI0O «Meabya-KniHik», MeguyHuii LeHTp, NikyBasbHO-
npoduinakTuyHmii nigpo3sain, m. Kuis

2. nikap binoTtkau O.Y.

ToBapucTBO 3 06MEXEHOI0 BiANOBIAaNLHICTIO «EAenbBelic Megike», MeanyHWA LeHTp, NiKyBaslbHO-
npodpiakTUYHMiA Nigpo3sgin, M. Kuis

3. nikap YynpuHa /1.0.

ToBapucTBo 3 0OMEXEHOI BiANOBIAASILHICTIO «LleHTp ciMeilHOi MeauumHu nac», MeaudHuii
LEEHTP, NiKyBa/IbHO-NpOopiNakTUYHUIA Nigpo3ais, M. Kuis

4. nikap LlapuHHa H.IM.

ToBapncTBO 3 OOMEXEHOK BIAMNOBIAANbHICTIO «MiKHApPOAHWIA IHCTUTYT KAIHIYHUX OOCAILKEHb,
MegaunuHunin ueHTp «Ok!KniHik+», cTalioHapHe Bif4i1eHHS, BIiA4I racTPOEHTEPONOriT Ta renaTonorii,
M. Knis

5. K.M.H. epacnmeHko O.M.

ToBapncTBO 3 OOMEXEHOI0 BIAMNOBIAANBHICTIO «MegnyHuin LeHTp «KoHeuiiym Megikan», MeanyHuii
LLeHTP, K/iHIKO-KOHCYIbTaTMBHE BigaineHHs, M. Kuis

3. «KniHiyHe pocnimkeHHs 3 OuiHKN BIOEKBIBaSIEHTHOCTI NikapCbkoro 3acoby «KOKCiGiym», TabneTku, BKpUTI
NNiBKOBOIO 060/10HKOI MO 120 Mr, BUpo6HULTBa AT «KUNIBCHKI BITAMIHH/A 3ABO/J» Ta pedhepeHTHOro
nikapcbkoro 3aco6y APKOKCIA®, TabneTtku, BKPUTI NAiBKOBOK 060/10HKOK Nno 120 mr, BUpoGHMLTBA Mepk
Wapn i Joym B.B., HigepnaHgn/OpraHoH Xeict 6B, Benbria, 3a yyacTio 340p0BMX A0OOPOBO/bLIB», KOA



pocnipkenHs KVZ-ETO, sepcia 02 Big 22.01.2026 p., cnoHcop - AT «KUIBCbK/IA BITAMIHHWIA 3ABO/»,
YkpaiHa

da3za - gocnimkeHHs 6i0ekBiBaSIEHTHOCTI

3asBHIK - AT «KUIBCbKUIA BITAMIHHUIA 3ABO/», YkpaiHa

No M.1.6. BigNOBiA&/ILHOrO AOCNIAHVKA,
n/n HaszBa micus npoBeAeHHs KNiHIYHOro BUNpo6yBaHHS
1. ro/fIoBHWIA fiikap Aptuw B.1.

TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOA/IBHICTIO  «K/IHIKA  IHHO®AP-YKPAIHA
IHHOBEWMTIB ®APMA PECEPUY», Meanunuii LeHTp, YepHiseubka 067., HOBOCENULLKMIA p-H,
c. bosiHn

2. K.6.H., 3aB. naboparopieto Cabko B.E.

bioaHaniTMyHa nabopartopiss ToBapucTBa 3 06MEXEHOI BiANOBIAAbHICTIO «KniHdhapm», M. IpniHb

4. OHOBNEHUI NPOTOKOJ1 KJ/iHIYHOro BUMNpPOOyBaHHA, Bepcia 2.0 — nonpaBka 1 Big 08 rpygHs
2025 poky aHrniicbKkol MoBolo; OHOBJ/IeHa Gpollypa gocrigHuka no npenapaty AZD7798, pepakuis
3.0 Big 12 BepecHs 2025 poKy aHrnilicbkolo MoBOW; IHhopmauis npo agocnimkeHHs Ta dopma
iHcbopmoBaHoi 3roau, JlokanbHa Bepcis Homep 2.0 Big 23 rpyaHA 2025 poky Ans YKpaiHM YKpaiHCbKOo
MOBOI0 Ha ocHOBi MacTtep Bepcii Homep 3.0 Big 17 rpyaHa 2025 poky; IHthopMauis Npo onuioHa/ibHe
[OCNipKEeHHA B MeXaxX iHiyiaTuBu 3 BUBUEHHSA FeHOMiKU Ta ¢popma iHhopmoBaHOT 3roau, JlokasibHa
Bepcia Homep 2.0 Big 23 rpyaHsa 2025 poKy AnA YKpaiHU YKpaiHCbKOK MOBOKO Ha OCHOBI MacTtep Bepcil
HoMmep 2.0 Big 17 rpyaHsa 2025 poky; NMpoaoBXeHHA TPMBAIOCTi K/iHIYHOro BUNPoGyBaHHA Y CBIiTi Ta B
YKpaiHi o 21 nunHa 2027 poKy [0 NPOTOKOY KAIHIYHOro AocnimkeHHs «Crine gnsa yyacHuka Ta 4ocnigHuka,
paHgoMi3oBaHe, nnauebo-KOHTPoNboBaHe AOC/imKeHHA asn Il ona ouiHkM 6e3nekn, NepeHoCcMMOcCTi Ta
BiQHOBNEHHSA C/NM30BOT 060/I0OHKM NpU BUKOPUCTaHHI AZD7798 y nauieHTiB 3 akTMBHOI XBOpPO6OK KpoHa
Kny60BOI KuWKKM Ta ineoctomoro (CALLISTO)», kog pocnigxeHHs D9690C00006, sepcia 1.0 Big 16 TpasHS
2024 poky; cnoHcop - AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

5. 3miHa HalimeHyBaHH# 3 BeiibxeH JlTg [BeiGene Ltd], CLUA Ha BiBaH Megicins /1t [BeOne Medicines
Ltd], LLiBeiiuapia Ta agpecu cnoHcopa KNiHiYHOro BUNpoGyBaHHs; OHOBJIEHE A,0CbE AOCNioKYyBaHOIO
npenaparty 3aHyopyTiHi6 (BGB-3111), Bepcisa 12.0 Big 18 BepecHs 2025 poky; 3asiyueHHA [04aTKOBUX
BUPOOHMUNX AINAHOK ANA AociimKyBaHoro npenapary 3aHyo6pyTiHio (BGB-3111), kancynu: BeOne
Pharmaceutical Suzhou Co., Ltd (BeOne Suzhou (Jinhai Road)), Kutaii; 3miHa HaliMeHyBaHHS
BUPOOHMUYUNX AiNAHOK ANA focnifiKyBaHoro npenapaty 3aHyopyTiHi6 BGB-3111), kancynu: 3 BeiGene
(Suzhou) Co., Ltd, Kutaii Ha BeOne Pharmaceutical (Suzhou) Co., Ltd. (BeOne Suzhou (Sangtian
Street)), Kutaii; 3 BeiGene Germany GmbH, HimeuunHa Ha BeOne Medicines Germany GmbH,
HimeuunHa; OHOB/IEHWUI TEKCT MapKyBaHHA [OCNIOKYBaHOrO JliKapCbKOro 3aco6y 3aHyG6pyTiHio,
kancynu no 80 mr, Bepcisa 1 Big 06 cepnHA 2025 poky; OcHOBHMIA iHthopmauiiiHuiA TMCTOK NayieHTa Ta
dopma iHchopMmoBaHoi 3rogu ana YKpaiHu, sepcia 9.0 Big 29 cepnHA 2025 poKy, aHIMNiliCbKOK0 MOBOIO;
OCHOBHWUII iHthopMauiiiHWii NNCTOK nauieHTa Ta Popma iHhopMoBaHOT 3roau AnAa YKpaiHu, Bepcis 9.0
Big 29 cepnHA 2025 poky. MepeknageHo yKpaiHCbKO MOBOIO A1l YKpaiHu 29 cepnHsa 2025 poky;
OcCHOBHUII iHthopmauiiiHuii NMcToK nauieHTa Ta Popma iHthopmoBaHOi 3roau ans Ykpaiiu, sepcis 9.0
Bif 29 cepnHA 2025 poky. MepeknageHo pociiicbKolo MOBOIO A/sl YKpaiHu 29 cepnHsa 2025 poky Ao
NPOTOKOY KMiHIYHOro focnimpkeHHs «PaHaomi3oBaHe, BigkpuTe, 6aratoleHTpoBe AOChifpKeHHsA dhasn 3 ans
BMBYEHHA KOMOiHaLji 3aHyOpyTiHiOy (BGB-3111) 3 puTyKcumMabom Yy MNOPIBHAHHI 3 KOMGiHaUie
6eHAaMyCTUHY 3 PUTYKCUMab0oM Yy NauieHTIB 3 paHille He JTiKoBaHOK MaHTINHOKNITUHHOK iM)OMOL0, SIKUM He
nokasaHa TpaHcnnaHTalis cToBOypoBuMX KNiTUH», ko4 focnimkeHHs BGB-3111-306, sepcia 3 nonpaskoto 5.0
Bif, 26 rpygHs 2024 poky; cnoHcop - beiixeH Jitg [BeiGene Ltd], CLUA

3anBHUK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

BYJ/10 CTA/IO
Bel AxeH JTImo [BeiGene Ltd] BiBaH MediciH3 /Imo [BeOne Medicines Ltd]
c/o BeiGene USA, Inc. Aeschengraben 27, 4051 Basel, LLigeliyapis

1840 Gateway Drive, 3rd Floor
San Mateo, CA 94404 CLLA

6. Bpowypa gocnigHnka MK-1084, BugaHHs 6 Big 11 rpyaHs 2025 poky, aHrilicbkoo MoBoto; Bpolwypa
pocnigHuka MK-3475A, BugaHHA 5 Big, 28 )x0BTHA 2025 poKy, aHIilicbKolo MOBOIO; YkpaiHa, MK-1084-



007, Inchopmauis Ta AOKYMEHT nNpo iHhopmoBaHy 3roay A1 nayieHTa, Bepcia 02 Big 13 ciuHa 2026 p.,
YKpaiHCbKOIO MOBOIO; YKpaiHa, MK-1084-007, IHchopmauis Ta AOKYMEHT npo iHchopmoBaHy 3rogy AnA
nayieHTa Ha HeOGOB’sAI3KOBUII 0OMeXeHUil CKPUHIHT, Bepcia 02 Big 13 ciuHa 2026 p., yKpaiHCbKOIO
MOBOI0; YKpaiHa, MK-1084-007, IH(hopMaLis Ta JOKYMEHT Npo iHPopmMoBaHy 3rogy ANns nauieHTa ansa
NiKyBaHHA nicnsi nporpecyBaHHs XBopoo6wu, Bepcis 01 Big 13 ciyHA 2026 p., YKPATHCLKOIO MOBOIO;
MK-1084-007__ MNMnakat ansa nauieHta_EMEA_ansa YKkpaiHu_ yKpaiHCbKolo MoBoto_Bep. 00.1_30 yepBHA
2025 p.; Moci6HuMK woao Bi3UTIB pAnNA  y4dacHuka, MK-1084-007_PVG Ilpyna A_ pnA
YKpaiHu_yKpaiHCbKoo MmoBoto_Bep. 00.1_ 27 yepBHs 2025 p.; MOCiGHUK WoOAO0 Bi3UTIB A1 y4acHUKA,
MK-1084-007_PVG_TIpyna B_pnsa YKpaiHU_ykpaiHCbKOo mMoBoro_Bep. 00.1_ 27 yepBHA 2025 p.;
MK-1084-007_Bpowypa nauyieHta_EMEA_ ansa YKpaiHU_yKpaiHCbKOl MoBotko_Bep. 00.3_27Jun2025;
LWoaeHHUK peecTtpauii npuiiomy npenapaty MK-1084, Bepcis 1.0 Big, 13 ciuHa 2026 poKy, YKpaiHCbKOIO
MOBOIO; 3a/ly4eHHs1 BUPOOHMKA JliKapCbKOro 3acoly, L0 BUKOPUCTOBYETLCA SAK npenapar
nopiBHsAHHA: KapoonnatuH — Accord Healthcare Single Member S.A., 64th Km National Road Athens
Lamia, Schimatari, 320 09, Greece; 3pa3ok MapKyBaHHs 1iKapCbKOro saco6y LiucnnartuH, KOHUeHTpaT
ONs po3uuHy Ansa iHdysiiildnakoH, Outer Package, Big 04 rpygHa 2025 poKy, aHrniicbkow Ta
YKpalHCbKOI0 MoBamu; 3pasoK MapKyBaHHA nikapcbKoro 3acoOy LiucnnatuH, KoHUeHTpaTr Ans
po3unHy ansa iHdysiii, Inmediate Container, Big 04 rpygHa 2025 poKy, aHIMiNCbKOIO Ta YKPAIHCbKOO
MoBamMu; 3pa3oK MapKyBaHHA JlikapcbKOro 3aco0y lemeTpekcepn, nopowok niodinizoBaHuini gns
BHYTPilWWHbOBEHHUX iHy3il/cpnakoH, Outer Package, Big 02 rpyaHa 2025 poKy, aHrnificbkoro Ta
YKpaiHCbKOI0 MoOBamMu; 3pa3oK MapKyBaHHA JliKapCcbKOro 3acoly [lemeTpekces, MOPOLLOK
niodinizoBaHnii gnA BHYTPilWWHLOBEHHUX iH(y3iil, Imnmediate Container, Big 02 rpygHa 2025 poky,
AHrNIfCbKOK Ta YKpaiHCbKOW MoBaMu; 3pa3oK MapKyBaHHA JliKapCbKoro 3acoby MK-3475A,
165 mr/mn, cTepunbHUA PO3UnH Ansa iH’ekuin /pnakoH 2,4 mn, Outer Package, Big 14 kBiTHA 2025 poky,
aHINiNCbKOK Ta YKpalHCbKOW MoBamMu; 3pa3oK MapKyBaHHS JiKapcbKoro 3acoby MK-3475A,
165 mr/mn, cTtepuibHU Po3unH Ans iH’ekuin 2,4 mn, Immediate Container, Big 14 kBiTHA 2025 poky,
aHrNINCbKOK Ta YKpaiHCbKOKO MoOBamu; 3pa3oK MapKyBaHHA nikapcbkoro 3acoby MK-3475A,
165 mr/mn, cTepunbHU PO3UKH Ans iH ekuiin /dhnakoH 4,8 mn, Outer Package, Big 14 KBiTHA 2025 poky,
aHrNINCbKOK Ta YKPaAiHCbKOKO MoOBamu; 3pa3oK MapKyBaHHA nikapcbkoro 3acoby MK-3475A,
165 mr/mn, ctepunbHUiA po3unH anAa iH’ekuiii 4,8 mn, Immediate Container, Big 14 kBiTHA 2025 poky,
aHrNINCbKOK Ta YKPAiHCbKOI MOBaMu; 3pa3oK MapKyBaHHS JliKapCcbKoro 3acoGy KapGonnaTuH,
10 mr/imn, KOHUEHTpPaT ANA PO3UuMHY Ansa iHdysii/dnakon 60 mn, Outer Package, Big 16 BepecHs
2025 poKy, aHI/IACbKOK Ta YKPaiHCbKO MoOBaMu; 3pa3oK MapKyBaHHA JliKApCbKOro 3acoby
Kap6onnatuH, 10 mr/mn, KOHUEHTpaT Ans po3uunHy ansa iHdysin 60 mn, Imnmediate Container, Big
16 BepecHa 2025 poOKy, aHIMiCbKOK Ta YKPAIHCHLKOK MOBaMW A0 NPOTOKO/Y KAiHIMHOTO AO0CAIMKEHHS
«PaHgomizoBaHe, Bigkpute, GaraTtoueHTpoBe KhiHiyHe pocnimpkeHHs Il a3 ans ouiHkm 6e3nekn Ta
edekTmBHOCTI MK-1084 y kombGiHaujii 3 MigWwKipHMM BBEAEHHSIM nNemo6ponizymaby Ta 6GepariasiypoHigasu
anbtha (MK-3475A) y nopiBHAHHI 3 MK-3475A y KombGiHaUil 3 npenapataMu XimioTepanii nemeTpekcesom /
nnatuHow (kapbonsiaTMHOM abo UMCMIaTUHOM) Y SKOCTI NiKyBaHHSA nepwloi AiHil AN yyacHWKiB i3
PO3NOBCIOMKEHNM ab0 MeTacTaTUYHUM  HEMIOCKOKMITMHHUM  HAOPN i3 myTauieto  KRAS G12C
(KANDLELIT-007)», kog pocnigpkeHHa MK-1084-007, sepcia 00 Big 27 uepBHA 2025 poky; cnoHcop - TOB
Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

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

7. Bpowypa gocnigHnka MK-1084, BugaHHs 6 Big, 11 rpygHa 2025 poky, aHrNiicbKOK MOBOLO; YKpaiHa,
MK-1084-013, IHhopmauis Ta OKYMEHT Npo iHopmoBaHy 3roay AnA nauieHta, Bepcis 01 Big 23 ciuHsa
2026 p., YKpAIHCbKOI0 MOBOIO; 306paKeHHSA Ha eNIeKTPOHHUX WoAeHHMUKaxX AnAa nayieHta MK1084-013
eCOA Tablet Screenshots, Ukrainian (Ukraine), Bepcia 2.00 Big 19 rpyaHa 2025 poKy, YKPpaiHCbKOIO
MOBOI0; ATecTalifi OUiHKM Ha nanepoBOMY HOCIii AN 360py AaHUX 3 METOK €J/IEKTPOHHOI OLiHKU
pesynbTartiB nikyBaHHs (eCOA), Bepcia 1.0 Big 27 cepnHsa 2025 p., yKpaiHCbKOO MOBOIO; AHKeTa LWoA0
cTaHy 340poB’s, Bepcia 1.1 (© 2021 EuroQol Research Foundation. EQ-5D™ is a trade mark of the
EuroQol Research Foundation. Ukraine (Ukrainian) v1.1), ykpaiHCbKOIO MOBOIO; 3aslyyeHHsI
[0[AaTKOBUX NiKapCbKUX 3aco6iB, WO BUKOPUCTOBYIOTLCA K Npenapatu nopiBHAHHA: Cisplatin Teva®
(UucnnatuH, Cisplatin), 1 mr/mn, KOHUeHTpaT ANA Po3uuHy AnA iHdysiii | dnakoH; Pemetrexed
Fresenius Kabi (Memetpekcesn, Pemetrexed) 25 mMr, KOHLUEHTpaT ANA PO3UMHY ANA iHQY3iil | hnakoH;
Kap6onnatuH «EGeBe» KOHLUEHTPAT A5 PO3UUHY ANnA iHdy3ii, 10 mr/imn no 45 mn (450 mr) y donakoHi;
no 1 chnakoHy y Kopooui; 3asly4eHHS BUPOGHNUMX AiNAHOK, WO BiANOBiAAl0TbL 3a BUNYCK A04aTKOBUX
NiKapCbKUX 3ac06iB, W0 BUKOPUCTOBYIOTbLCSA AK Npenapartu nopiBHAHHA: Cisplatin Teva® (UucnnartuH,
Cisplatin) - Pharmachemie B.V., Netherlands, Swensweg 5, Haarlem, 2031, GA, Netherlands;
Pemetrexed Fresenius Kabi (Memetpekcen, Pemetrexed) - Fresenius Kabi Deutschland GmbH,
Germany, Freseniusstrasse 1, Friedberg (Hessen), 61169, Germany; Kap6onnatuH «E6ese» - PAPEBA
Yurepax 'M6X (FAREVA Unterach GmbH), MoHa3eecwTpacce 11, 4866 YHTepax am ATTep3e€e, ABCTpiA
(Mondseestrasse 11, 4866 Unterach am Attersee, Austria); 3any4yeHHs1 BUPOOGHUYOI AiNAHKW, WO
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BiANoBigae 3a BUNYCK AOCNifAXYBaHOro NiKapCcbKoro 3aco6y, WO BUKOPUCTOBYETLCA SIK npenapar
nopiBHsiHHA: Carboplatin Accord, Kap6onnatuH Akkoppg - Accord Healthcare Single Member S.A.,
Greece, 64th Km National Road Athens Lamia, Schimatari, 320 09, Greece [0 NPOTOKO/Y KNiHIYHOrO
pocnipxeHHa «PaHgomizoBaHe, noggiiHe cnine gocnigpkeHHs Il a3y ag'toBaHTHOI Tepanii MK-1084 B
KOMOiHaL,i 3 NiALWKIpHUM BBEAEHHAM Nemobponizymady Ta 6eparianypoHigasu ansga (MK-3475A) NopiBHAHO 3
aj'loBaHTHOK Tepanieto nnauebo y kombiHauii 3 MK-3475A y yyacCHUKIB i3 MNOBHICTIO pe3eKTOBaHUM
HeapiGHOKNITUHHUM pakom nereHis (HAP) ctagii HA-IIIB (N2) 3 myTauieto KRAS G12C nicna oTpyUMaHHS
Heoag toBaHTHOI Tepanii neM6ponisymabom y MOeAHaHHI 3 XimioTepanield abo af’toBaHTHOI ximioTepanii
(KANDLELIT-013)», koa pocnimkeHHss MK-1084-013, Bepcia 00 Big 03 nuctonaga 2025 poky; CMOHcop -
TOB Mepk Wapn eHg fdoym, CLUA (Merck Sharp & Dohme LLC), USA

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

8. OHOBIEHMIA NPOTOKOJ KJiHIUHOrO BUNpoGyBaHHA Sevabertinib (BAY 2927088) | 22615 Bepcis 3.0 3
nonpaBkoto 6 Big 09 rpygHa 2025 poky; Bpowypa [MOocnigHuka npenapaty BAY 2927088
(ceBabepTuHIO) Bepcia 5.0 Big 17 xoBTHA 2025; AocnigkeHHa 22615 IHchopmauis Ana nauieHTa Ta
thopma iHchopmoBaHOi 3roau, Bepcis 3.0 Big 05 ciuHAa 2026 p. AnA YKpaiHM YKPATHCbKOIO MOBOIO Ha 6asi
OCHOBHOI Bepcii IHopmauii ana nauieHta Ta c¢opmu iHopmoBaHoi 3roau, Bepcia 7.0 Big
10 rpygHs 2025 p.; JocnipkeHHA 22615 IHhopmauis anAa nauieHTa Ta popma iHPoOpmMoBaHOI 3roau Ha
36ip AaHUX NPO BariTHICTb Ta NOJIOrY AJIA yYaCHMUL,i )XiHO4OI cTaTi, Bepcis 2.0 Big 05 ciuHAa 2026 p. gnA
YKpaiHu YKpaiHCbKOK MOBOK, Ha 06a3i OCHOBHOI Bepcii IHdopmauii ana nauieHta Tta dopmu
iHcbopMoOBaHOI 3roaun Ha 36ip AaHMX NPO BariTHICTb Ta NOJIOrN AJ1IA y4acHUL, XiHOYOI cTaTi, Bepcif 4.0
Big 02 rpygHa 2025 p.; JocnigkeHHA 22615 IHchopmauia gna nauieHTa Ta coopma iHhopmMmoBaHOi 3rogu
Ha 30ip AaHMX NPO BariTHICTb Ta NONOrM ANA y4YacHUKIB 40ooBivoi cTaTi, Bepcia 2.0 Big 05 ciuHA
2026 p. pna YKpaiHu yKpalHCbKOKO MOBOIO, Ha 6a3i OCHOBHOI Bepcii IHopmauii gna nayieHta Ta
thopmu iHchopmoBaHOT 3roamn Ha 36ip JaHUX NPO BariTHICTb Ta NOJIOrN A1 y4aCHUKIB YO/10BIYOI cTarTi,
Bepcia 3.0 Big 02 rpyaHa 2025 p.; KopoTka xapakTepucTuka A0CNigKyBaHOro nikapcbKoro 3acooy
Mem6ponisymad (Kitpyga) 25 Mr/Mn KOHULEHTpAT ANA po3uuHy Ans iHdysii Big 03 rpyaHs 2025 p.; 3MiHa
KOA0BAHOro HOMepy NPOTOKOJ1y K/iHIYHOro BUNpoGyBaHHA 3 BAY 2927088 |/ 22615 Ha Sevabertinib
(BAY 2927088) | 22615 [0 npOTOKOMY KAiHIYHOrO AOChifXeHHA «Bigkpute, paH4oOMi30BaHe, akTUBHO
KOHTPO/IbOBaHe, GaratoLeHTpoBE AOC/iMKEHHS 3 dha3mn ANs OuiHKM eDEKTUBHOCTI Ta 6e3nekn NnepopasibHOro
BBeAeHHA BAY 2927088 y NopiBHAHHI 3i CTaHAAPTHUM J1iKyBaHHAM Y AKOCTI Tepanii nepLuoi NiHil y naLieHTis 3
MiCL,eBO-MNOLIMPEHNM ab0 MeTacTaTUYHUM HeAPIGHOKNITUHHMM pakom nereHb (NSCLC) 3 HER2-akTuByroummun
MyTauismu», kog, gocnimkeHHs BAY 2927088 | 22615, sepcis 2.1 3 IoKasibHOK nonpaskoto 5 Big 12 yepBHA
2025 p.; cnoHcop - baiep Al, HimeuunHa

3anBHUK - TOB «baliep», YkpaiHa

9. BKNoYeHHs [0[aTKOBOro Micusi NpoBeAeHHs KMiHIYHOro BUMMNPOOGYBaHHA [0 MPOTOKOY K/iHIYHOrO
pocnigxeHHs «PaHaoMizoBaHe, noggiiHe cnine, nnaue60-KOHTPO/IbOBaHe, My bTUPErioHaNlbHE KAiHiuHe
pocnigxerHs |l dpasm 3 ouiHki Topunanimady nNpu Moro 3acTocyBaHHi y BUIrAs4i MOHoTepanii abo y kombiHaL,i
3 Tndyemanimabom (JSO004/TABO04) B SKOCTI KOHCOMAAUIMHOT Tepanii y MauieHTiB 3 sIoKai30BaHUM
OPIGHOKNITUHHMM pakom siereHb 6e3 MpPorpecyBaHHS 3axBOPIOBAHHSA MiCNA NPOBEAEHOT XiMiONPOMEHEBOI
Tepanii», kog, gocnigpkeHHs JS004-008-111-SCLC, sepcisa 3.0 Big 28 TpaBHs 2024 poky; CnoHcop - «LlaHxaii
ListoHbLi BanocaieHces Ko., JIta.», Kutaii [Shanghai Junshi Biosciences Co., Ltd., China]

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

Ne M.1.6. BignoBigasibHOro AocnigHMkKa

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPO6YBaHHS

1. K.M.H. Npuuumk P.A.

TOBAPNCTBO 3 OBMEXEHOK BIAMOBIAA/IBHICTIO «APEHCIA EKCI/TIOPATOPI
MEJICIH», BiafiNeHHs HOBITHIX TEXHONOri MeaMYHOro LeHTpy, M. IBaHO-PpaHKIBCbK

10. Jocbe pocnimxyBaHoro sfikapcbkoro 3aco6y (IMPD) [Ublituximab Drug Substance]: Ublituximab
high concentration 200mg/mL Big nunHa 2025 p. (v05-IMPD-DS); locbe AoCniAKyBaHOro nikapcbKoro
3aco6y (IMPD) [Ublituximab Drug Substance]: Ublituximab high concentration 200mg/mL Big rpyaHa
2025 p. (v06-IMPD-DS); [Mocbe pocnigKyBaHOro nikapcbkoro 3aco6y (IMPD) [Ublituximab Drug
Product]: Ublituximab Solution for injection (200 mg/ml) Big nunHsa 2025 p. (v05-IMPD-DP); Aocbe
pocnigxysaHoro nikapcbkoro 3aco6y (IMPD) [Ublituximab Drug Product]: Ublituximab Solution for
injection (200 mg/ml) Big rpyaHa 2025 p. (v06-IMPD-DP); locbe AocCnigXyBaHOro flikapcbKoro 3acooy
(IMPD) [Ublituximab Solution for injection 200 mg/mL] Appendices Big rpygHa 2025 p. (v02-IMPD-AP);
Aocbe gocnigkKyBaHoro nikapcbkoro 3acooy (IMPD) [Ublituximab Drug Substance]: Ublituximab Drug
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Substance Big kBiTHA 2025 p. (v04-IMPD-DS); [locbe gocnimxyBaHoro nikapcbkoro saco6y (IMPD)
[Ublituximab Drug Substance]: Ublituximab Drug Substance Big »xoBTHs 2025 p. (v05-IMPD-DS); Jocbe
pocnipkysaHoro nikapcbkoro 3aco6y (IMPD) [Ublituximab Drug Product]: Ublituximab Concentrate for
Solution for Infusion (Injection for IV Administration, 150 mg/6 mL) Big kBiTHA 2025 p. (vO5-IMPD-DP);
[Jocbe pocnipgxyBaHoro Jikapcbkoro 3aco6y (IMPD) [Ublituximab Drug Product]: Ublituximab
Concentrate for Solution for Infusion (Injection for IV Administration, 150 mg/6 mL) Bif, XOBTHA
2025 p. (v06-IMPD-DP); MopoBXeHHA TepMiHy NMPUAATHOCTI [OC/ifAKYBaHOro iKapCbKoro 3acooy
Yo6nitykcuma6 (TG-1101), po3umH Ans in’ekuiii, 400 mr/2 mn (200 mr/mn) 3 12 o 24 micauiB 40 NPOTOKOY
KMNiHIYHOro gocnimkeHHs «PaHaoMi3oBaHe BigKpuTe 6aratoueHTpoBe gocnimkeHHs Il dasu, wo npoBoanTbLCS
3a4/151 AOBEAEHHS HE MEHLLOI e(PEeKTUBHOCTI, a TakoX OUIHKM dhapMaKOKIHETUUHKX | hapMakognHaMivYHNX
napameTpiB, 6€3Ne4YHOCTI, PagionorivYHNX i KAIHIYHMX eddekTiB yoniTyKcumaoy Ans NigWwKipHOro BBEAEHHS
NOPIBHAHO 3 YOMITYKCMMaboM Ansi BHYTPILLHbOBEHHOIO BBEAEHHSI B NapasieflbHMX rpynax nauieHTiB i3
PO3CITHUM CKepo3oM», Kof pocnimkeHHs TG1101-RMS-SC301, pepakuis 3.0 Big 08 BepecHs 2025 p.;
cnoHcop - «Tifxu Tepan'toTike, IHK.» [TG Therapeutics, Inc.], CLLUA

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I11 EC A-YKPATHA»

11. Bpowypa pgocnigHuka MK-1084, BupgaHHa 6 Big 11 rpypgHsa 2025 poKy, aHrMiliCbKOIO MOBOIO;
YkpaiHa, MK-3475-01J, IHchopmauisi Ta JOKYMEHT Npo iHhopMoBaHy 3rogy Ana nauieHTa, sepcia 01 Big,
30 rpyaHa 2025 p., yKkpaiHCbLKOI MOBOIO; YKpaiHa, MK-3475-01J, IHchopmauifs Ta [OKYMEHT npo
iHcbopmoBaHy 3rogy ANA naulieHTa Ha HEOGOB’A3KOBUIT 0GMEXeHU CKPUHIHT, Bepcia 00 Big 30 rpyaHa
2025 p., YKpaiHCbKOIO MOBOI0O; YKpaiHa, MK-3475-01J, IHchopmauis Ta AOKYMEHT npo iHhopmoBaHy
3rogy ANA NauieHTa gnsa nikyBaHHA nicns nporpecyBaHHA XBopoou, Bepcia 00 Big 30 rpygHa 2025 p.,
YKPAiHCbKOIO MOBOI [0 MPOTOKOJY KAiHiYHOro gocnimkeHHs «KEYMAKER-UOL nigaocnimpkeHHs 01J:
PaHaoMi30BaHe napacosibkoBe Aoc/imkeHHs |l dhasn 3 noyeproBumu rpynamu AocnifxyBaHux npenaparis,
ONA nepwoi MiHil NikyBaHHA Y4YacHWKIB i3 pO3MNOBCIOAKEHUM ab0 MeTacTaTUYHUM HEenIOCKOKAITUHHUM
HeApiGHOKNITUHHUM pakoM nereHiB (HOKP/) 3 mytauismu KRAS G12C», ko pocnigpkeHHs MK-3475-01J,
Bepcia 00 Big 12 cepnHa 2025 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC),
USA

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

12. OHoBneHuVi [NoGanbHMW MNPOTOKON KiiHiuHOro pocnimkeHHs I[D-091A201, Bepcia 2 Big
26 nuctonaga 2025 poKy, aHrNiicbKOK MOBOIO [0 NPOTOKO/TY K/iHIYHOTo AOCAIMKEHHSA «baraToleHTpoBe,
noagiHe cnine, paHAoMi3oBaHe, NaLeb0-KOHTPONbOBAHE [AOCNIMKEHHS B NapasieNnibHMX rpynax Aans
NigTBEPAKEHHST KOHUEeNuji, 3 12-TXXHEBUM NiKyBaHHSIM, 3 METOK BUBYEHHS e(PeKkTUBHOCTI Ta 6e3neyYHOoCTi
npenapaTy IDOR-1117-2520 y A0OpOC/IUX MaLi€HTIB 3 XPOHIYHUM BASALIKOBMM Ncopia3oM Bif, cepefHbOro 40
B&XKKOr0 CTYMEHS TSAXKOCTI, 3 ncopiaTuyHUm apTputom abo 6e3 Hboro», kog pocnimkeHHs 1D-091A201,
rno6anbHa Bepcia 1 Big 03 BepecHa 2025 poky; cnoHcop - laopcia ®apmactoTikasic ITa, LWseiyapis /Idorsia
Pharmaceuticals Ltd, Switzerland

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

13. OHoBneHwnii posgin 3.2.P. DRUG PRODUCT [ocb€e AocChnigKyBaHOro JliKapCbKOro 3acooy
MK-3475, Bepcia 090QQN Big 06 ciuHa 2026 p., aHIrNIiCbKOKO MOBOK; 3a/lyueHHA [04aTKOBUX
NiKapCbKUX 3aco006iB, WO BMKOPUCTOBYHOTLCA AAK NMpenapaTtu nopiBHAHHA: Kap6onnatuH (Carboplatin
Accord), Accord Healthcare Polska Sp. zo.0., KOHUeHTpaT AnA po3unHy ans iHdysin, 10 mr/mn/cnakoH;
Kap6onnatuH (Carboplatin-GRY®), Teva GmbH., KOHUeHTpaTr pfAfis po3unHy Ana iHdys3iid,
10 mr/mnidpnakoH; 3any4yeHHs1 BUPOOGHUKIB NiKApCbKUX 3ac06iB, L0 BUKOPUCTOBYIOTLCS AIK Npenaparu
nopiBHsAHHA: Kap6onnatuH - Accord Healthcare Polska Sp. z o.0., Ul. Lutomierska 50, Pabianice,
95-200, Poland; Kap6onnatuH - Accord Healthcare Single Member S.A., 64th Km National Road Athens
Lamia, Schimatari, 320 09, Greece; Kap6onnatuH - Pharmachemie B.V., Swensweg 5, Haarlem,
2031 GA, Netherlands fo npotokony kniHiyHoro gocnigpkeHHs «<KEYMAKER-UO1 — nigaocnigkeHHs 01G:
napacosibkoBe gochigpkeHHs |l pasu 3 noyeproBuMm rpynammu anasi BAKOPUCTaHHA AOCAigKyBaHMX 3aco0iB y
KoMbGiHaLii 3 nem6ponisymabom i3 fofaBaHHAM XimioTepanii Ha OCHOBI niiaTHM abo 6e3 Hei y paHiwe
HesiKOBaHMX y4YacCHMKIB i3 HeApiOHOKNITMHHUM pakom nereHb IV cTagii», kog gocnigpkeHHs MK-3475-01G, 3
iHKoprnopoBaHoto nonpaskoto 01 Big 15 xoBTHSA 2025 poky; cnoHcop - TOB Mepk Wapn eHa Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

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

14. IHchopmauis npo gocnigpkeHHA Ta popma iHhopMOBaHOI 3roau, IoKanbHa Bepcis Homep 2.2 Big, 14
ciuHA 2026 poky pnA YKpaiHM YKpaiHCbKOK MOBOKO Ha OCHOBi Mactep Bepcii Homep 4.0 Bipg
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01 rpygHAa 2025 poKy [0 NPOTOKOMY K/iHIYHOrO JochifjkKeHHA «baraToueHTpoBe, B napasefibHuX rpynax,
paHAoMi30BaHe, NoABiiiHe crline AOCAIMKEeHHA a3 2 B HOTMPLOX rpynax A5 OUiHKM edqIeKTUBHOCTI Ta
6e3nekn AZD1163 y y4yacHUKIB 3 peBMaTOoiAHMM apTPMTOM Bif, MOMIPHOT A0 BUCOKOT akTMBHOCTI (LaunchPAD-
RA)», koa gocnigxeHHsa D9640C00003, sepcia 2.0 Bia 30 BepecHs 2025 poky; cnoHcop - AstraZeneca AB,
Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

15. 3aranbHa Gpouwypa gocnigHuka AsetykasiHep (XEN1101), Bepcia 9.0 Big 07 ciuHa 2026 poky,
aHrNificbKo MOBOIO A0 NPOTOKONY KNiHIYHOrO AocnimkeHHs1 «PaHaomisoBaHe, noagiliHe-cnine, nnauebo-
KOHTpO/SIbOBaHe, bGaratoueHTpPoBe AOCAIMKEHHA ANS OUiHKM 6e3nekn, NepeHOCUMOCTi Ta edeKTUBHOCTI
npenapaty XEN1101 B sikOCTi AONOMDKHOI Tepanii npu eninencii 3 d)okasibHUM [e6HTOM, 3 BiAKPUTOO
noAoBXeHow hasol», Ko gocnimkeHHs XPF-008-201, sepcisa 8.0 Big 23 BepecHs 2024 poky; cnoHcop -
KceHoH ®apmac'toTikans IHK., KaHaga/ Xenon Pharmaceuticals Inc., Canada

3asaBHuK - TOB «APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

16. MB11-C-01-25_IHcpopmaniss ana naudieHTa Ta copma iHopmoBaHOI 3roau ANnA  YKpaiHu,
aHrniicbKo MoBolo, Bepcia 1.1 Big 07 ciuHa 2026 p.; MB11-C-01-25_IHdopmaunia gns nauieHta 1a
thopma iHchopmoBaHoOi 3roan ans YKpaiHu, yKpaiHCbKOIO MOBOlIO, Bepcia 1.1 Big, 07 ciuHa 2026 p. [0
NPOTOKONY KNIHIYHOTO AoCnimkeHHs «PaHgomisoBaHe, 6GaraTOLEHTPOBE, MiXHapoaHe, NoABiiHe chine
KOMM/IEKCHE AOCIMKEHHST AN NOPIBHAHHA ddapMaKOKiHETUKN, e(PeKTUBHOCTI, 6€3NeYHOCTi Ta iIMyHOreHHOCTI
npenapaty MB11 (3anponoHoOBaHwUi 6iocuminsp HiBonymaby) B NOPIBHAHHI i3 3apeecTpoBaHum y €C Ta CLUA
nikapcbkum  3acobom Ongiso (Opdivo®) B nauieHTiB 3 paHille HenikoBaHOW MNPOrpecyryoro
(HepesekTabenbHOlO abo MeTacTaTUyHOKW) MenaHoMmow (gocnimpkeHHs LEON)», kof  AochigKeHHs
MB11-C-01-25, Bepcis 1.1 (nonpaska 1) Big 04 yepBHA 2025 p.; cnoHcop - MAGKcalieHc Pecepu C.J1., IcnaHis
(mAbxience Research S.L., Spain)

3asBHIK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifi KOKPENH», Ykpaina

17. OHoBneHnii npotokon BO40729, Bepcisa 9 Big 07 nuctonaga 2025 poKy aHrAiicbKo MOBOIO;
Bpowypa gocnigHuka, RO5541267, Tecentriq (ATesonisyma6/ Atezolizumab), Bepcisa 22 Big 24 nunHs
2025 poKy aHriicbKoro MoBOLO; IHchopmauiiiHuii NMCTOK nauieHTa Ta hopma iHthopMmoBaHoi 3roau gns
YKpaiHnn, Bepcifa 8.0 Big 16 rpyaHa 2025 poKy YKpaiHCbKOKO Ta POCIiliCbKOKO MOBamMu [0 MPOTOKOsYy
KMiHIYHOrO  JocnimkeHHs «BigkpuTe 6GaraToueHTpoBE [A04aTKOBe [AOCAIMKEHHA B NauieHTiB, paHiwe
BK/THOUEHNX [0 AOCAIMKEHHS npenapaTty ATe30i3ymMab, cnoHCcopoM sikoro € Genentech Ta/a6o F. Hoffmann-
La Roche Ltd (IMBRELLA B)», kog gocnimkeHHss BO40729, sepcis 8 Big 27 BepecHs 2024 poky; cnoHcop - F.
Hoffmann-La Roche Ltd. /®. XogocpmaHH-/1a Pow J/1T4., LBeliyapis

3asaBHuk - TOBAPVWCTBO 3 OBMBEXEHOKD BIAMNOBIJAJIBHICTIO «®APMACBIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)



