Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIIB KNiHIYHUX BUNPOGYBaHb, PO3rNsaHYTUX Ha 3acigaHHAX HEP Ne 06 Big 21.02.25, HTP Ne 07 Big,
21.02.25, Ha ki 6y oTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. «PaHgomi3oBaHe noggiliHe cine JOCMIMKEHHS O/18 OLiHKM eheKTUBHOCTI, 6€3Ne4YHOCTi Ta iIMyHOreHHOCTI
npenapaty ABP 206 y nopiBHsiHHI 3 npenapatoM OPDIVO® (HiBolyMab) y NauieHTiB 3 Hepe3eKkTabeibHO
abo MeTacTaTMYHOK MEeflaHOMOM, SIKi paHille He OTpUMyBanu MiKyBaHHS», KoA AocnimpkeHHs 20210031,
Bepcis 3.0 Monpaeka 2 Big 08 ntotoro 2024 poky, cnoHcop - AMmxeH IHk., CLUA [Amgen Inc., US]

dasza - Il

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

Ne M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa Micusi npoBefeHHA KiHIYHOro BUNPo6yBaHHS

1. | nikap JopoHiHa M.B.

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

2. bpouwypa gocnigHuka (neméponisymat), Bepcis 25 Big 10 xoBTHA 2024 p., aHINMiiICbKOIO MOBOIO;
OHOBMeHe MapKyBaHHA [OCNIgKYyBaHOro Jiikapcbkoro 3aco6y EHkopacpeHi6 75 mr kancynu Big
07 xoBTHA 2024 p.; OHOB/IEHEe MapKyBaHHA [OC/iAKYBaHOro /liKapcbKoro 3aco6y BiHimeTiHI6 15 mr
TabneTkn Big, 27 BepecHs 2024 p. A0 NPOTOKONY KMIHIYHOro AOCAiMKEHHS «PaHaomi3oBaHe noAgiliHe chine
pocnimpkeHHs a3y 3 eHkopadpeHioy Ta GiHiMeTiHiIGY B noeAHaHHI 3 NemMbponizymabom y NopiBHSHHI A0
nnauedo B NOEAHaHHI 3 NeEMOPONI3ymMaboM y NauieHTIB i3 MeTacTaTuyHo abo HeonepabenbHOK MiCLEBO
MOLLUMPEHO0 MeSTaHOMOt0, MO3UTUBHOLO A0 MyTauin BRAF V600OE/K», koa gocnigpkeHHs C4221016, octatouHa
Bepcisi npoTokosy, MNonpaska 5 Big 09 xoBTHA 2023 poky; cnoHcop - Mdaiizep IHk., CLUA

3anABHuK - MNdpaizep IHk., CLUA

3. Bpouwypa gocnigHuka bensytudan (MK-6482), BuaaHHa 12 Big 14 ciuHAa 2025 poKy, aHriiCbKOLO
MOBOIO 10 MPOTOKONIB K/IHIYHUX AOCNIMKEHb: «BiakpuTe, paHaoMizoBaHe focnimpkeHHa 3 hasun npenapary
MK-6482 B nopiBHSAHHI 3 NpenapaTroM eBepPOIiMYC Y yHaCHMKIB 3 NOLUMPEHNM HUPKOBO-KNITUHHUM PakoMm, SKWi
nporpecysas nicnsa nonepegHeoi PD-1/L1 Ta VEGF-TapreTHoi Tepanii», ko gocnimpkeHHsa MK-6482-005, 3
iHKoprnopoBaHoto nonpaskoto 09 Big 14 nuctonaga 2024 poky; «BigkpuTte, paHaomizoBaHe AOCNIAXKEHHS
Il dasn pgna ouiHkM edekTMBHOCTI Ta 6e3neyHocTi nem6ponisymady (MK-3475) y kKombGiHauii 3
6ensytngaHom (MK-6482) Ta neHaTuHioom (MK-7902), a6o MK-1308A y kombGiHauii 3 /feHBaTUHIOOM
NOpiBHAHO 3 Membponizymabom i fieHBaTMHIOOM B SKOCTI Neploi AiHil Tepanii Ana  yyacHukiB 3
PO3MNOBCIOKEHOK CBIT/IOKNITUHHOK HUPKOBO-K/TITUHHOK KapLMHOMO», Kog Aoc/nimkeHHs MK-6482-012, 3
iHKopriopoBaHoto nonpaskoto 05 Big 04 yepsHA 2024 poky; cnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/[, YkpaiHa»

4. 3miHa BignoBiganLHOro AocnigHuUKa y micui npoBeAeHHS K/iHIYHOro gocnigkeHHs; Jliuct-noaska
nauieHToBi 3a yyacTb y gocnimkeHHi SURPASS-CVOT, yKpaiHCbKOKO MOBOK [0 MPOTOKOJY KAiHIYHOrO
BMNPOGYBaHHA «[ocnimpkeHHs BNMBYy npenapaty Tipsenartif B NOPIBHAHHI 3 npenapaTtom Aynarnytug Ha
PO3BMTOK 3HAYHMX HECMNPUAT/IMBUX CEPLEBO-CYAUHHUX MOAi Yy nauieHTiB 3 LYyKPOBMM AiabeTom 2 Tuny
(SURPASS-CVOT)», koa pocnipxkeHHs I8F-MC-GPGN, 3 iHkopnopoBaHot nonpaekoto (f) Big 16 KBiTHA
2024 poky; cnoHcop - Eni Ninni eng Komnawi, CLWA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LBeliyapis

BYNO CTANIO
A.M.H. lleByeHko O. M. nikap KysHeuosa O.M.
KomyHasibHe HekomepLiiiHe nignpuUeMCTBO | KoMyHasbHe HekomepLjiiHe nignpueMCTBO

«Opecbka ob6nacHa KiiHiYHa nikapHa» Opecbkol | «Opecbka ob6nacHa KiiHiYHa nikapHsa» OpgecbKoi
obnacHoi paamn», NONiK/MiHIYHE BigAiNeHHA, M. Ogeca | o6nacHoi pagu», nonikNiHiyHe BiagineHHsa, M. Ogeca

5. OHoBeHa Gpowypa gocnigHuka Ha AoCnimpKyBaHUin nikapcbKkuii 3aci6 AypBanymat (MEDI4376)
BugaHHa 20 Big 29 nunHa 2024 poky; IHchopmauia npo gocnimkeHHs 1a chopma iHpopmoBaHOI 3rogu
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ANA gopocnux nauieHTie, Bepcia 13.0 Big 07 noTtoro 2025 p., aHrnificbkoo MoBowo; IHopmaLia npo
pocnipkeHHs Ta oopma iHthopmoBaHOi 3roan Ans AOPOCIUX NauieHTiB, Bepcisa 13.0 Big 07 niotoro
2025 p., nepeknaj YKpaiHCbKOKO MOBOK Ans YkpaiHu 10 nwoTtoro 2025 p.; IHchopmauia npo
pocnipkeHHa Ta dpopma iHhopMmoBaHOi 3rogu Ana fopocnux nauieHTie, Bepcia 13.0 Big 07 niotoro
2025 p., nepeknag pociiicbkoio MOBOlo A YKpaiHu Big 10 ntotoro 2025 p.; MogoBXeHHA TEPMiHY
npoBefeHHs1 K/iHIYHOro BUNPOOGYyBaHHA B YKpaiHi; JIUCT-po3’sACHeHHA Big 29 ciuHa 2024 p. Ago
npoTokosy, Bepcis 5 Big 09 rpyaHs 2021 poky aHrIiicbKOK MOBOIO; OHOBJIEHi pekoMeHAauil Woao
YCYHEHHAA TOKCMYHOCTI gna [AypBanymady ta Tpemenimymaly, Bepcia Big 06 cepnHa 2024 p.;
OHOBMeHe MapKyBaHHA AOC/iAKyBaHOro nikapcbkoro 3aco6y Aypsanymatc (MEDI4736) 50 mr/imn
KOHLEHTpAT ANA po3uunHy ans iHdysin (carton and vial labels), Bepcia 1.0 Big 28 xxoBTHA 2024 poKy;
3pa30K MapKyBaHHA CynyTHbOI Tepanii gna npenaparty IHdnikcumaé 100 mr/cpnakoH, Mopolwok ansa
KOHLEHTpaTy A/ po3uunHy ans iHdysin Bepcia 1.0 Big 05 nuctonaga 2023 poKy; 3pa3ok MapKyBaHHSA
cynyTHbOI Tepanii ana npenapaty MikoceHonat kancyn(-al-u) 250 mr (Blister Card and Carton labels)
Bepcia 2.0 Big 06 TpaBHA 2023 poKy [0 NPOTOKO/Y KNIHIYHOTO [OCNIOAXKEHHSA «PaHOoMmi3oBaHe,
baraToLeHTpoBe, MOABIViHO chine, MixHapogHe pocnimkeHHsa |l dasm gna BUBYEHHS edheKTUMBHOCTI Ta
6e3neyHocTi KOMOIHOBaHOI Tepanii AypBajiyma6om i3 osilanapiéom Yy MOPiBHAHHI 3 MOHOTepanieo
OypBaniyMaboM y AKOCTI NigTPUMYBaUTbHOT Tepanii y nauieHTiB 3 HeApiGHOKNITMHHUM pakoM nereHis 1V cragil,
AKi OTpUMyBa/IM Tepanito nepLuoi NiHil, B AKMX XxBopoba He nporpecysasna nicnsa craHgapTHOI XimioTepanii
npenapaTom nnatuHu 3 gypsanymadom (gocnigxkeHHss ORION)», kog gocnigpkeHHs D9102C00001, sepcis 6.0
Big 31 TpaBHA 2024 p.; cnoHcop - AstraZeneca AB, LBseuis

3asBHUK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»

6. MpoTokon KniHiuHOro BuNnpo6yBaHHA MK-2140-010, 3 iHkopnopoBaHoto nonpaBkoto 01 Big 09 rpyaHA
2024 poky, aHrniicbkoto moBoto; MK-2140-010 ManepoBa aHKeTa LWOA0 CTaHy 340POB’A, Bepcia Ans
3acTocyBaHHA iHTepB’loepom (EQ-5D-5L), Bepcis 1.1, ykpaiHCcbKoto moBoto; MK-2140-010 CueHapiii
npoBefieHHs1 ONUTYBaHHA iHTepB'toepomM, Bepcia 1, Big 08 TpaBHA 2024, yKpaiHCbLKOIO MOBOK [0
NMPOTOKONY KNIHIYHOTO AOC/iAKeHHA «PaHAoMi3oBaHe, Bigkpute, GaratoueHTpoBe gochimkeHHs Il dasm
3unoseptamady BefoTuHy (MK-2140) y kom6iHau,ii 3i cxemoto R-CHP nopiBHAHO 3 JlikyBaHHAM 3a CXeMOH0
R-CHOP y yyacHuKiB 3 paHille HenikoBaHoW AUdy3HOW B-BennkoKNiTUHHOK niMcomoro (waveLINE-010)»,
koA pgocnigpkeHHss MK-2140-010, sepcis 00 Big 27 cepnHa 2024 poky; crnioHcop - TOB Mepk Wapn eHg Joywm,
CLWA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

7. OHoBneHi po3ginu P.3.1., P.5.4 locbe pocnigxyBaHOro nikapcbKkoro sacooy AZD5718, Bepcis 1.0 Big,
11 rpypgHa 2024 poky; OHoBneHuii po3gin P.3.1. flocbe Mnaue6o A0 [OCNiAKYBAHOIO J1iKAPCbKOro
3acoby AZD5718, Bepcia 1.0 Big 11 rpyaHa 2024 poky; 3anydyeHHSI [04ATKOBUX BUPOOGHUKIB
pocnigxysaHoro nikapcbkoro 3acooy AZD5718, Ta6netku, 125 mr: Almac Pharma Services Limited,
Benuko6puTtaHisi; Fisher Clinical Services UK Limited, Benuko6purtaHifa; 3any4yeHHs fofaTtKoBUX
BUPOGHUKIB nnaue6o A0 AocCnigKyBaHOro siikapcbkoro 3acody AZD5718, tabnetku, 125 mr: Almac
Pharma Services Limited, Benuko6putaHisi; Fisher Clinical Services UK Limited, Benuko6purtaHisi;
Po3gpyk 3micTy ekpaHy (CKpPiHLWIOTW eneKTPoOHHOro onutyBanbHuka) «Clario Core Handheld
Screenshots - Ukraine/Russian» [1.0 Syndication Ukrainian/ Russian _v1.00 1.00 25-Feb-16], Bepcis
1.00 Big, 25 ntoTtoro 2016 poky, (YKpaiHCbKOIO Ta POCilicbKoo MoBamu); 3MiHa HA3BU MiCLIAA MPOBeAEHHA
BUNPOOYBaHHA [0 MPOTOKO/Y KIIHIYHOrO AocnimkeHHs «PaHgomisoBaHe, noggiiiHe cnine, nnaue6o-
KOHTpPO/IbOBaHe [AOCNiMKEHHA a3y 2a 3 METOH OLiHKM edIeKTMBHOCTI | 6e3neyHocTi npenaparty
atynichnanoHy npwu iAoro nepopasibHOMY 3aCTOCyBaHHI OAMH pa3 Ha 00y NPOTArom 12 TUXHIB Y AOPOCNX
NauieHTiB 3 HEKOHTPO/IbOBAHOK OPOHXia/IbHOK aCTMOK CepeAHbOro i BaXKKOr0 CTYMEHIB BaXKOCTi», Kopg,
pocnipkeHHsa D7552C00001, sepcia 6.0 Big 14 nuctonaga 2023 poky; cnoHcop - «AcTtpa3eHeka Ab»,
Lseuis / AstraZeneca AB, Sweden

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

BYNO CTAJIO

K.M.H. CnenyeHko H.C. K.M.H. CnenyeHko H.C.

KomyHasbHe HekomepLiiHe nignpvemMcTBo | KoMyHasbHe HekomepuinHe nignpruemMcTBO

«BiHHMLBKa MiCbKa K/liHiYHa nikapHa Nel», kniHidHe | «BiHHMLUbKa Micbka KniHiYHa nikapHA Nel», KniHiuHe

TepaneBTuyHe BiaaineHHa Nol M. BiHHMLUSA TepaneBTMyHe  BiggiieHHs Nel, BiHHULbKWIA
HauioOHa/IbHUW MegUuUYHUi YHiBepcurter
iMm. M.l. MuporoBa, Kacegpa nponeseBTUKU
BHYTPiWHbOI MeAULMHU, M. BiHHMUA




8. 3miHa Ha3Bu MicLA NpoBeAeHHs KNiHIYHOro BUNpPooGyBaHHs; MO[0BXEHHA TPUBAJIOCTI K/liHIYHOrO
BUNPOGYBaHHA B YKpaiHi Ao 29 TpaBHA 2026 poOKy [0 MPOTOKO/Y KAIHIYHOTO [OCHiAKEHHSA
«PaHpgomizoBaHe, noggiiHe cnine pgocnigxeHHa 1l casm nposefeHHA XximioTepanii 3 abo 6e3
nemoposisymMady 3 nogasbluvm NigTpUMyouMM nikyBaHHAM oflanapubom abo nnauebo a8 Tepanii nepLlot
NiHIT y nauieHTiB 3 PO3MNOBCHMKEHVMM eniTeslia/lbHNM pakoM sieyHukiB (EPH) 6e3 myTtauiin y reHi BRCA
(KEYLYNK-001 / ENGOT-0v43/GOG-3036)», kog gocnimkeHHss MK-7339-001/ENGOT-ov43/GOG-3036, 3
iHKoprioposaHoto nonpaskoto 04 Big 07 nuctonana 2022 poky; cnoHcop - TOB Mepk Wapn eHg Aoym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

BYNO CTANO
nikap rotbko 1.1O. nikap rotbko .10,
KomyHanbHe HekomepuiiHe nignpMemMcTBo | KOMyHaslbHe  HeKoMepuiliHe  NignpPUeMCTBO
«lleHTpannbHa MicbKa  K/iHiUHAa  fliKapHA» | «Y)Xropoacbka MiCcbKa G6araronpodinbHa
YropogcbKoi MiCbKOi paau, TepaneBTUYHEe | K/liHIYHA NiKapHA» Y)XXropoAcbKoi MiCbKOT paaw,
BigAineHHa, [epxaBHUA BUWMIA HaBYa/IbHWIA | BigoKpemaeHui nigpo3ain «KniHiuHa nikapHsa 3

3aknap, «YXXropoAcbKuii HauioHa/IbHWI1 | HEBIQKNAAHUX CTaHIiB Ta €KCTPeHOI MeAWYHOI
yHiBepcuTeT», kadegpa OHKO/Orii Ta pagionorii | onomMoru», OHKonoriyHe BipgAineHHs,
hakynbTeTy nicNAAUNIOMHOT OCBITU Ta | JepxaBHuii BULLUIA HaBYaJ/TbHWI 3aKnag,
[OYHIBEPCUTETCLKOT MiATOTOBKM, M. Y)Xropoz «Y)XXTOPOACBKUA  HaUiOHAa/IbHWIA  YHIBEPCUTET»,

kachefnpa oOHkonorii Ta pagionorii - pakynbTeTy
nicNaAuWnIOMHOI  OCBITM Ta [OYHIBEPCUTETCLKOI
niaroToBKW, M. YXXropog,

9. 3miHa BigNOBiAa/ILHOIO AOCAIAHNKA 40 NPOTOKO/Y KNiHIYHOro AoCimpKeHHS «PaHgomizoBaHe, noaBiliHe-
cnine KnNiHivHe gocnigxeHHs 1l pasn nemoponizymady (MK-3475) Ta ximiotepanii (XP abo FP) B NOpiBHAHHI 3
nnaue6o Ta ximiotepanieto (XP a6o FP) B AKoCTi Heoaz'toBaHTHOro / af'toBaHTHOIO NiKkyBaHHA MauieHTiB 3
afieHoKapLUMHOMOK LUYHKY Ta LWIYHKOBO-CTpaBoxigHoro 3‘egHaHHsa (LWC3) (KEYNOTE-585)», kof
pocnipkeHHs MK-3475-585, 3 iHkopnopoBaHoto nonpaskoto 10 Big 20 nmctonaga 2023 poky; CnoHcop -
TOB Mepk Wapn eng doym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO CTANO
nikap InbiH €.0. nikap KeumaH P.B.
KomyHasibHe HekomepLiiHe nignpuemcTso | KomyHanbHe HekomepLiiHe nigNpUeEMCTBO
«O6MacHNA  LEHTP  OHKOMOTi»,  OHKOXIpypriyHe | «O6G/1aCHUn  LUEHTP  OHKOJIONii»,  OHKOXipypriuHe
BiAJINEHHS1 OpraHiB YepeBHOI NOPOXHNHW, M. XapKiB | BiAAi/IEHHS OpraHiB YepeBHOT MOPOXHUHKN, M. XapKiB

10. Jopatok 1 Big 23 BepecHA 2024 poky Ao bBpowypa gocnigHuka [BOCAiAKYBaHOr0O JliKapCbKOro
3acoby JNJ-56021927 (apalatumide), BugaHHsa 18 Big 01 KBiTHA 2024 pOKy aHr/iACbKOKO MOBOK [10
NPOTOKONY KiHIYHOTO AocnimkeHHs «PaHaomizoBaHe, niauebo-KoOHTPoiboBaHe, NoAgiliHe chine, KAiHiuHe
pocnigxeHHs 3 pasu npenapaTy AnanyTtamig B NOELHAHHI 3 aHAPOreHHO AenpuBadiiHoto Tepanieto (ALAT) y
NOpPIBHAHHI 3 AAT y NauieHTiB 3 MeTacTaTMYHUM FOPMOH-YYT/IMBUM pakoM nepeamixyposoi 3a103u (MHNPC)»,
ko4 pocnipkeHHa 56021927PCR3002, 3 Amendment 5 Big 16.03.2020 p.; crnoHcop - «AHCCEH
SAPMALEBTUKA HB», Benbris

3asBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMNOBIOANBHICTHO «d®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

11. MopoBXEHHA TPUBAJIOCTi K/iHIYHOrO BUNPOGYBaHHA B YKpaiHi Ao 29 TpaBHA 2026 poKy [0
NPOTOKONY  KAiHIYHOrO  AoChifpKeHHs «PaHgomizoBaHe, noAgiiHe cnine  gocnimpkeHHsa Il dasu
nemo6ponisymady (MK-3475) y koMGiHaUil 3 eH3a/lyTamigoM MOPIBHAHO 3 eH3anyTaMigom 3 nnauebo y
yYaCHMKIB 3 MeTacTaTU4YHMM KacTpauiiHO-pe3MCTEHTHMM pakom nepeamixyposoi 3as103n  (MCRPC)
(KEYNOTE-641)», kopn pocnigxkeHHs MK-3475-641, 3 iHkoprnopoBaHow nonpaskoo 09 Big 22 TpaBHA
2023 poky; cnoHcop - TOB Mepk Wapn eHg Jdoym, CLUA (Merck Sharp & Dohme LLC, USA)

3anBHUK - TOBapMCTBO 3 06MEXEHO0 BiANoBigasbHiCcTI0 «MC/L YkpaiHa»

12. Bpowypa gocnigHuka Posaconazole (MK-5592), BupgaHHa 28 Big 19 rpyaHs 2024, aHrniicbKow
MOBOIO 0 NPOTOKO/Y KAIHIYHOro AocnigXeHHs «BigkpuTte, nocnifoBHe naHesibHe AoCNimpKeHHA 1l dhasu, wo
NPOBOAMTLCSA B OAHIN rpyni Ana OUiHKM dapMakoKIHETMKKM, GEe3NeYHOCTi Ta NePEHOCMMOCTI MOCaKOHA30/1y
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(POS, MK-5592) nns BHYTPILWHLOBEHHOTO BBEAEHHS Ta MOPOLLKY AJ/19 NPUTOTYBaHHA OpasibHOI CycneHsii y
JiTe BikOM Bif HAPOMKEHHA 4,0 2 POKIB 3 MOX/IMBOLO, IMOBIPHOIO ab0 MiATBEPAKEHO IHBA3MBHOIO rPYBKOBOIO
iHdpekuieto», kog pocnimkeHHa MK-5592-127, 3 inkoprnoposaHoto nonpaskoto 03 Big 14 BepecHs 2023 poky;
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/], YKkpaiHa»

13. NopgoBXeHHA TPMBAOCTI KNiHIYHOro gocnigxeHHA B YKpaiHi Ta cBiTi A0 30 uepBHA 2025 poky [0
NPOTOKONY KAiHIYHOrO BMNPobyBaHHA «JocnimkeHHs 1l dasn ans nemoponisymady y KomGiHauil 3
nemeTtpekceaoMm / npenapartom nnatuHM (kap6onsaTuH abo umcnnatvH) 3 noAasibluMM  BBEAEHHSIM
nemoéponizymady y KombGiHaujii 3 nigTpMMyrouMM fikyBaHHAM onanapnbom abo nemeTpekceaom B SKOCTI
Tepanii nepLoi NiHiT y NauieHTIB i3 MeTacTaTUYHUM HEMTIOCKOKMITUHHUM HEeAPIGHOKMITUHHUM PakoM JIereHiB»,
kog pocnigxkeHHs MK-7339-006, 3 iHkoprniopoBaHot nornpaskoto 08 Big 17 xoBTHA 2024 poKy; CNoOHCop -
TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

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

14. YkpaiHa, MK-7240-001 - OocnimxeHHs 1, IHhopmauia Ta AOKYMEHT npo iHhopMoBaHy 3rogy AN
nauieHTa, Bepcia 1.00 Big 27 ciuHA 2025 p., yKpaiHCbKOIO MOBOW; YKpaiHa, MK-7240-001 -
HocnipxeHHsa 2, IHopmauis Ta AOKYMeHT npo iHhopMoBaHy 3rofy Ans nauieHta, Bepcia 1.00 Bipf,
27 ciuHAa 2025 p., yKpaiHCbKOIO MOBOIO; YKpaiHa, MK-7240-001, IHchopMaLiiiHWii TINCTOK Ta JOKYMEHT
npo iHchopmoBaHy 3roay Ha HEOGOB’A3KOBY Gioncito - flocnigkeHHa 1 Ta JocnigkeHHA 2, Bepcia 00 Big
27 ciuHna 2025 p., yKpaiHCbKOK MOBOIO; IHCTPYKLIiT ANnA npoBefeHHs TeCTY Ha BariTHICTb (CTpyMeHeBuUii
TecT ceui Ha XI'/1 (INSTANT-VIEW), ctaHgapTusoBaHo 3a MixxHapogHumMm ctaHgaptom BOO3 75/537, 3-14
Bepcis), yKpalHCbKolo MoBolo; lMpegmeTy [NA nNauieHTIB: CyMKa ANA NepeHeceHHA Martepianis
BOCNIHKEHHA [0 MPOTOKO/Y KAIHIYHOrO AocnimpkeHHs «[lporpama paHAOMi30BaHMX, NOABIMHMX CAINMX,
nnaue60-KoHTPOoboBaHUX gochigxeHsb Il ha3un ansa ouiHkn eddekTUBHOCTI Ta 6e3nekn MK-7240 B y4acHUKIB i3
cepeAHbO-TSHKKMM  BMPA3KOBMM  KOJTITOM B aKTUBHIA dopmi», Kog gdochigpkeHHs MK-7240-001, 3
iHKoprioposaHoto nonpaskoto 01 Big 23 cepriHa 2023 poky; crnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

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

15. IHdhopmauisa ana nauieHta Ta popma iHchopmoBaHoi 3rogu (YacTuHa 3: YUaCHUKM 3 XPOHIUHUM
renatutom B), Bepcia 3.1 aHrNiicbKo MOBOK Ans YKpaiHu Big 27 ciuHa 2025p.; IHhopmauisa gnsa
nauieHTa ta cpopma iHchopmoBaHoi 3rogu (HacTuHa 3: YUacHUKM 3 XPOHiYHUM renatutom B), Bepcia 3.1
YKpaiHCbKOI MOBOIO A/151 YKpaiHu Bif, 27 ciuHA 2025p. 40 NpOTOKO/Y KAiHIYHOTO AocnigxeHHs «lMoaBgiiHe
cnine, paHAomi3oBaHe, nnaleb0o-KOHTPONIbOBaHe AOCAIMKEHHS 3 OAHOPA30BMM i 6araTopasoBMM MPUIOMOM
npenapaty Ans OUiHKM 6e3neYyHOoCTi, NepeHoCMMOCTi, (hapMakoKiHeTUKM Ta hapMakoguHamiku npenapaty
AB-101 (nepopanbHoro iHriéitopa PD-L1) y 300p0OBUX MauieHTIB Ta MaLieHTIB i3 XPOHIYHOI iHdeKLUi€ero,
BMK/MKAHOIO Bipycom renatuty B», ko gocnigpkeHHa AB-101-001, sepcisa 4.0 Big 12 uvepBHA 2024 poky;
cnoHcop - Arbutus Biopharma Corporation / ApbyTtyc Biochapma KopnopeiiwH, CLUA

3anBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAABLHICTIO «MiMifli KOKPENH», Ykpaina

16. OHOBMEHMI MNPOTOKON KiHIYHOrO BuUNpoOyBaHHsA, Bepcia 8.0 Big 17 uepBHA 2024 poky
aHrniicbkoto moBoto; OHOBeHa Gpoluypa gocnigHuka no npenapary Tpemenimyma6o (Tremelimumab)
Bepcisa 12 Big 05 rpyaHA 2024 poKy aHrMiicbKoK MOBOKO; MapKyBaHHA nakyBaHHA 10 ma JypBanymat
(MEDI4736) KoHueHTpaT ansa po3uuHy ana iHdysii. 50mr/mn (500 mrichnakoH), Bepcia 1.0 Big 27 nunHaA
2023 p.; MapkyBaHHs conakoHy 10 mn Aypsanyma6 (MEDI4736) KoHueHTpaT Ans po3uuHy Ana iHdysii.
50mr/mn (500 mridonakoH), Bepcia 1.0 Big 27 nunHa 2023 p.; MapkyBaHHA nakyBaHHA 1,25 mn
Tpemenimyma6 KoHueHTpaTr gns posumHy ana iHdysii. 20 mrimn (25 mricdnakoH), Bepcia 1.0 Big,
08 cepnHa 2023 p.; MapkyBaHHA hnakoHy 1,25 mn Tpemenimymaé KoHueHTpaT ANnA po3uuHy Ans
iHdpy3ii. 20 mr/mn (25 mrichnakoH), Bepcia 1.0 Big 08 cepnHs 2023 p. 40 NPOTOKO/Y KAIHIYHOIO AOCNIAKEHHSA
«PaHgomizoBaHe, Bigkpute, b6aratoueHTpoBe gocnigpkenHs Il dasm AypBaniymaby Ta Tpemenimymady B
AKOCTI MepLloi NiHiT NikyBaHHA MauieHTIB 3 nowmpeHuM renatouentonsapHum pakom (HIMALAYA)», kopf,
pocnipkeHHss D419CC00002, Bepcis 7 Bif 22 BepecHs 2021 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»



