Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 23 Big 21.07.2022, Ha siki 6ynn OTpuUMaHi NO3UTUBHI BACHOBKU €KCNepTiB»

1. Bpowypa gocnigHuka BeHeToknakcy, BugaHHsa 14 Big 14 ciuHa 2022 poKy, aHINiAiCbKOIO MOBOIO;
Bpowypa pocnigHuka I6pyTuHIGY, BugaHHA 15 Big 10 rpygHAa 2021 poky, aHrAilicbKo MOBOIO;
IHchbopmauiiiHuii nncToK i hopma iHhopmoBaHOI 3roau nNauieHTa, WO paHile He OTPUMYBaB JliKyBaHHSA,
Bepcia V5.0UKR(uk)1.0 Big 17 6epe3Hs 2022 poKy, nepeknaj yKkpaiHCbKOIo MOBOIO Bif, 25 KBiTHA 2022
poky; IHchopmauiiiHuii nucTok i hopma 3rogn nauieHTa, WO paHille He OTPUMyBaB NiKyBaHHA, BEPCiA
V5.0UKR(ru)1.0 Big 17 6epe3Hsa 2022 poKy, nepekiiaj pocCiiicbkoo MOBOIO Bif 25 KBIiTHA 2022 poky;
IHchbopmauiiiHuiA nucTtok i dopma 3rogn nauieHta i3 peuupuByrounm/pedppakrepHumMm nepedirom
3axBOprOBaHHA, Bepcia V12.0UKR(uk)1.0 Big 17 6epe3Ha 2022 poKy, nepeknaj yKpaiHCbKOK MOBOIO
Bigz 25 KBiTHA 2022 poky; IHdopmauiitHnii nuctok | c¢opma 3roguM nauieHta i3
peungusyrounm/pedpakrepHum nepedirom saxsoproBaHHA, Bepcia V12.0UKR(ru)1.0 Big 17 Gepe3Hs
2022 poky, nepeknapg pociiicbkolo MOBOIO Big 25 KBiTHA 2022 poKy; JoaaTtkoBa iH(hopmMmoBaHa 3roga
nawlieHTa Ha BNpoOBa[)XKeHHA eKCTPeHUX 3axofiB vepes 3HauyLi nogii Ha TepuTopil YKpaiHu, Bepcia
V1.0UKR(uk)1.0 Big 28 kBiTHA 2022 poKy, nepeknaj yKkpaiHCbKoio MOBOIO Bif, 18 TpaBHA 2022 pokKy;
JopatkoBa iHpopmoBaHa 3rofa nauieHTa Ha BrMPOBa/KEHHA EKCTPeHUX 3axodiB Yy 3B’A3Ky 3i
3Ha4YyL MU noAiamMu Ha TepuTopii YkpaiHu, Bepcia V1.0UKR(ru)1.0 Big 28 kBiTHA 2022 poKy, nepeknag,
pociiicbKkolo MOBOLIO Big, 18 TpaBHA 2022 poKy; focbe AOCNIAKYBaAHOIO JliKapCbKOro 3aco6y IGpyTuHIo
(kancynu), Bepcia 9.0 Big 31 ciuHA 2022 poKy, aHIIACbKOKD MOBOI; 3a/lyd4eHHA [0[ATKOBUX
BUPOGHUUUX AiNbHULL BUpOOHULTBa AJ/13 16pyTUHI6 Y hopmi kancyn no 140 mr Ta nnaue6o AbbVie
Inc., CLUA; 3pa3oK mapKyBaHHA ana nnsweukn A/13 16pyTuHi6, kancynu no 140 mr, Big 21 ciuHa 2022
POKY YKpPaiHCbKOIO MOBOIO; 3pa3oK MapKyBaHHA Ans nnsaweuku /13 BeHeToKnakc, TaGneTku, BKPUTI
060/10HKO10, 100 Mmr, Big 25 ciuHA 2022 poKy YKpaiHCbKOKO MOBOIO; 3pa3oK MapKyBaHHA AJ13 IGpyTHHIG,
Tabnetkn no 560 mr, Big 13 ciuHA 2022 poOKy YKpaiHCbKOK MOBOLO; 3pasoK MapKyBaHHA A/13
BeHeTOKaKc, TabneTkn, BKPUTIi 0G0/TOHKOIO, B GNiCTEePHiIi ynakoBui, 24 ciuHAa 2022 poKy YKpaiHCbKOIO
MOBOIO 10 MPOTOKO/Y KAIHIYHOro BUNPOBYBaHHS «JocnigpkeHHsA dpasn 3 3 OLiHKM 3aCTOCyBaHHs iGPYTUHIGa B
KOMOGiHaLii 3 BEHETOKNAKCOM Y MauieHTiB 3 MaHTIHOKMITUHHOK Aimcpomoto (MK/T)», koA A[ocAigpKeHHs
PCYC-1143-CA, 3 iHKkOoprnopoBaHoto nonpaskoto 3 Big 25 6epesHa 2021 poky; cnoHcop - Pharmacyclics LLC,
CLA (BxoguTb B rpyny KoMnaHin «AbbVie»)

3asBHYK - MignpreMcTBO 3 100% iHo3eMHol iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

2. bpouwypa gocnigHuka Imopysika® (I6pyTuHi6), JNJ-54179060, Bepcia 15 Big 10 rpyaHsa 2021 p.,
aHrnincbKo MoBoLo; IHhopMauia anAa yyacHMka AocnigpkeHHA 1a popma iHthopmoBaHOi 3rogu anAa
YKpaiun, Bepcia 12.0 Big 25 TpaBHA 2022p., yKpaiHCbKOK MOBOWO; IHchopmauia ansa ydacHuka
pocnipkeHHa Ta c¢opma iHhopmoBaHOI 3roan Ans YKpaiHu, Bepcia 12.0 Big 25 tpaBHa 2022p.,
pocilicbkolo MOBOO; IH(hopMauis gna yyacHuka gocnigpkeHHA Ta hopma iHhopmMmoBaHOi 3rogn ans
YkpaiHu, Bepcis 12.0 Big 25 TpaBHA 2022p., aHriicbKolo MOBO; JlOoCbE AOCNIAKYBAHOIO NiKapCbKOro
3acoby iGpyTuHIOy, pepakuia 9.0 Big 31 ciuHa 2022p., aHrNilicbKoro MOBOK; BuUpPOGHMK
pocnipkyBaHoro nikapcbkoro 3acooy Abbvie Deutschland GmbH & Co. KG, Germany; BuUpoGHuK
pocnipkyBaHoro nikapcbkoro sacooy AbbVie Inc., United States fo NnpoTokony KAiHIYHOrO AOCNIAXKEHHS
«BigkpvTe npoAoBXeHe AOCMIMKEHHS Yy MaLieHTiB BikoM 65 pokiB i cTaplie 3 XpOoHiYHUM AiMdoLMTapHUM
neiko3om (XJ1/1) a6o ApiGHOKIITMHHOW NiMdounTapHoto Aimdomoto (A1), Aki 6panu yyacTb y AOCAIAKEHHI
PCYC-1115-CA (i6pyTuHi6 y NopiBHAHHI 3 X/10paMbyuunom)», kog gocnimkeHHs PCYC-1116-CA, sepcis 3
nonpaskoto 3 Big 12 nunHA 2018 p.; cnoHcop - Pharmacyclics, LLC, USA

3anBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

3. Jocbe pocnimxyBaHOro sikapcbkoro sacody CT-P39, Po3gin «fkictb», Bepcia 5.1, aHIiACbKOLO
MOBOI0; Jlocbe Niaue6o A0 AoCNiAKyBaHOro nikapcbkoro 3acody CT-P39, Po3gin «fAkicTb», Bepcisa
2.1, aHrnificbko MOBOIO; NOAOBXEHHA TepMmiHy npugatHocti O/13 CT-P39 (po3umH gna iHekuii y
nonepegHbLO 3anoBHeHOMY wWwnpuui, 150 Mr) Ta BignoBigHOro nnaue6o Ao 24 micauiB 40 NPOTOKOY
KIiHIYHOTO  JocnimkeHHsA «[lloagiiHe cnine, paHAOMi30BaHe, KOHTPOMbOBaHe aKTUBHWM npenapaTtom
JocnimpkeHHs dhasun 3 B napanesibHUX rpynax As1s nopiBHAHHA ehekTUBHOCTI Ta 6e3neyHocTi npenapaTis CT-
P39 i Kconap y naujeHTiB i3 XPOHIYHOK CMOHTAHHOK KPOMUB'AHKOW, Y AKMX 36epiraloTbCAa CUMMNTOMMU,
He3Baxarun Ha nikyBaHHa Hl-aHTuricTaMiHHUMW nNpenapaTamu», ko4 gocnimpkeHHa CT-P39 3.1, sepcis 2.3
Big 10 cepnHa 2021 poky; cnoHcop - CELLTRION, Inc., Republic of Korea

3asBHYK - MignpremMcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»



4. OHOBMEHWiA NPOTOKON KiiHIYHOro BUNpPoGyBaHHA, Bepcia 3 Big 02 niwotoro 2022 p.; Popma
iHbopmoBaHoi 3roau, Bepcia 3.0 onA YkpaiHM yKpaiHCbKOIO Ta pociiicbkolo moBamu Big 21 ntoToro
2022 p. Ha ocHoBi maiicTep-Bepcii hopmu iHchopmoBaHOi 3roau Ana gocnimkeHHAa BP42772, sepcis 4
Big 16 ntotoro 2022 p. A0 NPOTOKO/Y K/iHIYHOrO AOCiMKEeHHS «PaHaoMi3oBaHe, chine, KOHTpPOosiboBaHe
aKTMBHMM npenaparoM JochifpkeHHa dasn |, Wo npoBoAMTLCA Y TPbOX rpynax, 3acToCyBaHHSA npenapary
RO7121661, PD1-TIM3 6icneundiyHoro aHtutina, Ta RO7247669, PD1-LAG3 6icneundiyHoro aHturina, y
MOPIBHSIHHI 3 HIBOSlyMaboM y MauieHTIB i3 MOWMPEHO abo MeTacTaTMYHOK M/IOCKOKTITUHHOK KapLMHOMOK
cTpaBoxofy», koA gocnimkeHHs BP42772, sepcis 2 Big, 21 BepecHs 2021 p.; cnoHcop - d.XodhdMaHH-/151 PoLu
Nta, Weeiuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pow YKpaiHa»

5. MofaoBXeHHA TPUBAIOCTI K/iIHIYHOro BUNPoGyBaHHA B YKpaiHi o 31 rpyaHsa 2022 poKy [0 NpOoToKoy
KNIHIYHOTO  AOCNiMKEHHS  «[MpocnekTMBHe paHAOMi3oBaHe 6GaraTtoueHTpoBe BiAKpUTE  MNOPIBHAMbHE
JocnimpkeHHa asn 3, Wwo NpoBoAUTLCA B NapanenbHUX rpynax i3 3acninieHnm LeHTpasibHUM OLiHIOBaHHAM 3
METO0 BU3HAYEHHA eheKTUBHOCTI, 6e3ne4HOCTi Ta NepeHOCUMOCTi KOMBiHaLil a3TpeoHam-aBi6akTam (ATM-
AVI) tmeTpoHigazon (MTZ) y nopiBHAHHI 3 MeponeHemtkonicTuH (MER+COL) ans nikyBaHHSA Cepiio3Hmx
iH(peKUii, 3yMOB/IEHMX TpPaMHEraTUBHUMUN OGakTepisaMKu, BK/IKYHO 3i CTiiKMMKW A0 6araTOKOMMNOHEHTHMX
niKkapcbkmx 3acobiB 36yaHMKamu, WO NPOAYKYIOTb MeTasio-6eTa-naktamady (MBL), N8 Skux BapiaHTu
NikyBaHHs1 06MeXeHi abo BiACYTHI», koa gocnigxeHHs €3601002, 3 nonpaskoto 1 Big 05 nunHsa 2018 poky;
cnoHcop - «Paiizep IHK.», CLUA / Pfizer Inc., USA

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

6. IHopmaLiiHMiA NUCTOK ANA G6aTbKiB — OHOBJ/IEHHA iHopmauii WoAo KOHdigeHUiliHOCTI ans
AucTaHUifiHOT nepeBipku iHhopMaLii 3 nepBUHHOT fOKYMeHTaLii, maiicTep Bepcia ana Ykpaitu 1.0 Big
20 TpaBHsA 2022 poKy, YKpPAiHCbKOKO Ta POCIACbKOIO MOBaMu [0 MPOTOKO/Y KAIHIYHOTO A0CNIAKEHHS
«[pocnekTuBHe BiAKpUTE HENOpPiBHA/IbLHE 6GaraToueHTpoBe AocnimpkeHHa 1l da3n  gnia  OuiHKK
(hapmakoKiHETUKN, edPeKTUBHOCTI, NepeHOCUMOCTI Ta 6e3neyHoCTi npenapaty iMyHOrn06yniH AanHn s
nigLwkipHoro BeefeHHsA (HbroHOPM) Y NauieHTiB i3 NePBUHHUMU iMyHOAEDILUTHUMY 3aXBOPIOBAHHAMU», KO,
pocnipkeHHs NORM-01, Bepcia 04 Big 23 cepnHsa 2021 poky; cnoHcop - «Oktadapma dapmaueBTuka
MpopykTioHcl'ec M.6.X» (Octapharma Pharmazeutika Produktionsges.m.b.H.), AcTpis

3aaBHuK - TOB «[Mpem’ep Pecepu YkpaiHa»

7. fjopAaTtoK A0 NPOTOKOY KNiHiuHOro gocnigpkeHHs 67652000PCR3002: KepiBHULTBO 3 NpOBeAEHHA
KNiHIYHOro AocnimKeHHA MNif yac Be/IMKOro NoTpAciHHA Big 01.06.2022 p. 40 NPOTOKONY KAiHIYHOrO
pocnipkeHHa «PaHgomisoBaHe, nnauebo-kOHTpoNboBaHe, NOABIViHE chine KAiHiYHe AOCNiMKeHHs 3 dhasm
npenapaTy Hipanapu6 B Komb6iHaLil 3 abipaTepoHa aLeTatoM Ta NpefHi30HOM Y MOPIBHAHHI 3 abipatepoHa
auetatom Ta MPefHi30HOM [AONA  NiKyBaHHA MauieHTiB 3 MeTacTaTUYHUM  KacTpaTr-Y4yT/IMBMM  PakoMm
nepeamixyposoi 3as1031 (MCSPC) 3i WKiANMBOK repMiHasibHOIO abo COMATWYHOK MYyTali€ TeHiB, Lo
BIAMOBIfaOTE 3@ penapauiio  WASAXOM  FOMOJONYHOI  pekombiHauii  (HRR)», «kog — [ochigpkeHHs
67652000PCR3002, 3 lMonpaskoto 2 Big 25.10.2021 p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB»,
Benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

8. NMonpaBka A0 AOCbLE AocCNimKyBaHOro nikapcbkoro sacod6y GDC-0077 (RO7113755), Bepcia Big
6epes3Hna 2022 p.; AopaTtok 1, Bepcia Big TpaBHA 2022 p., go 6powypu gocnigHuka gna GDC-0077
(RO7113755), Bepcisa 6 Big cepnHa 2021 p. [0 NPOTOKO/Y K/iHIYHOro gocnigxeHHs «PAHAOMI3OBAHE,
MOABIAHE CAIMNE, MALEBO-KOHTPO/IbOBAHE AOC/IIXKEHHSA ®A3U 1l 3 OLIHKW E®EKTUBHOCTI
TA BESMEYHOCTI KOMBIHALLII GDC-0077 3 MA/IEOLKNIBEOM TA ®Y/IBECTPAHTOM Y NMOPIBHAHHI 3
KOMBIHALIED NNALEBO 3 MANBOUUMKIIBEOM TA ®YNBECTPAHTOM Y MALIEHTIB 3 MYTALIEKO
FEHA PIK3CA, TOPMOH-PELIEMNTOP-MO3NTUBHNM, HER2-HEFTATUBHWM MICLIEBO-NOWMNPEHM
ABO METACTATUYHUM PAKOM MOJIOYHOI 3ANT03W», koa gocnimkeHHs WO41554, sepcis 4 Big 03
nuctonaga 2020 p.; cnoHcop - ®.XodhdmaHH-/1a Pow fita, LWeenuapis

3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «PoL YKpaiHa»

9. OHoBneHa Bpouypa gocnigHuka 3 npenaparty 3aHy6pyTiHi6 (BGB-3111), BugaHHsa 9.1 Big, 05 ciuHA
2022 poky; IHchopmauiiiHuii nucToK nauieHTa Ta ®opma iHchopmoBaHoI 3rogu ans YKpaiHu, Bepcis 4.0
Bifg 25 Gepe3Hs 2022 poKy, aHrailicbkolo MOBOW; IHpopmauiiHMA NUCTOK nauieHTa Ta dopma
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iHdbopMoBaHoI 3rogu ansa YkpaiHu, Bepcisa 4.0 Big 25 6epesHs 2022 poky. MNepeknageHo yKpaiHCbKOKO
MOBOIO A8 YKpaiHu 09 TpaBHsa 2022 poky; IHchopmauiiiHuii nMcTOK nayieHTa Ta dopma iHhopmoBaHOT
3roau gns YkpaiHu, Bepcia 4.0 Big 25 6epe3Ha 2022 poky. MepeknageHo pociicbKO MOBOKO A/A
YkpaiHun 11 TtpaBHA 2022 poky; foaatkoBa dopma iHpopMoBaHOI 3roan AnAa YkpaiHu - BigmoBa
nauieHTa Bif yyacTti B gocnigkeHHi, Bepcia 1.0 Big 25 6epe3HA 2022 poKy, aHrNilicbKOO MOBOLIO;
JopatkoBa dPopma iHhopMoBaHOI 3roau Ana YKpaiHu - BigmoBa nauieHTa Big yyacTi B fOCioKeHHi,
Bepcis 1.0 Big 25 6epe3sHsa 2022 poky. MepeknageHo YKPaiHCbKOIO MOBOIO AJis YKpaiHu 09 TpaBHsA 2022
poky; LopatkoBa dopma iH(popmMoBaHOiI 3roau AnA YKpaiHu - BigmoBa nauieHTa Big y4yacTti B
pocnipkeHHi, Bepcifa 1.0 Big 25 6epe3Hsa 2022 poky. MNepeknageHo pociicbKoo MOBOIO AnA YKpaiHn 11
TpaBHA 2022 poky; [AopatkoBa dPopma iHchopmoBaHOI 3rogu Ansa YKpaiHm - HeoGoB’sA3koBa
iHbopmoBaHa 3rofa Ha 36epiraHHs Ta MaiiGyTHE focCnigKeHHA GionoriyHux 3paskis, Bepcia 1.0 Big 25
Gepe3HA 2022 poKy, aHrnificbkoo MoBow; flogatkoBa Popma iHchopmoBaHOI 3rogn Ans YKpaiHu -
HeoGoB’sAA3koBa iH(hopMoBaHa 3roga Ha 36epiraHHA Ta MaiiGyTHE AOCNifHKEHHA GioNoriYHNX 3pasKis,
Bepcis 1.0 Biag 25 6epesHa 2022 poky. NMepeknageHo yKpaiHCbKO MOBOIO A1s YKpaiHu 09 TpaBHsA 2022
poky; JopaTkoBa dPopMa iHthopmoBaHOi 3roaun Ans YKkpaiHu - Heo6oB’siskoBa iHhopmoBaHa 3roga Ha
30epiraHHA Ta MaiiGyTHE AocnifkeHHA GionoriyHux 3paskiB, Bepcisa 1.0 Big 25 6epe3Hs 2022 poky.
MepeknageHo pociicbkold MoBOK AnA YKpaiHu 11 tpaBHA 2022 poKy [0 NPOTOKO/Y KAiHIYHOro
JocnimpkeHHs «PaHaoMi3oBaHe, BigkpuTte, 6aratoueHTpoBe AocnimkeHHs dhas3n 3 A1 BUBYEHHS KoMGiHaLT
3aHyOpyTiHiGy (BGB-3111) 3 pyTykcMMaboM Yy NOPIBHSAHHI 3 KOMOIHALIE 6GEHAAMYCTUHY 3 pUTYKCUMabom y
nauieHTIB 3 paHille He JIKOBAHOK MaHTIMHOK/TITUHHOK /1iMOMOI0, SKMM HE MokasaHa TpaHcnaaHTauis
CTOBOYpOBUX KiTUH», KOA gocnimpkeHHs BGB-3111-306, Bepcis 3 nonpaskoto 2.0 Big 16 rpygHsa 2020 poky;
crnoHcop - belilxeH Jita [BeiGene Ltd], CLLUA

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasibHICTIO «/TABKOPTT KMIHIKA AEBE/NIOMMEHT YKPAIHA»

10. Bpowypa gocnigHuka Lenvatinib (E7080), BugaHHa 19 Big 23 TpaBHA 2022 poKy, aHI/iliCbKOIO
MOBOIO [0 MPOTOKO/IB K/iHIYHMX BUNpobyBaHb: «PaHaomizoBaHe, noAsiiiHe cnine gocnigpkeHHs 1 dhasu
KOMOGiHaujii nembéponizymady (MK-3475) 3 abo 6e3 neHBaTuHi6a (E7080/MK-7902) y paHille HenikoBaHUX
nawieHTiB 3 MeTacTaTUYHUM HeApiGHOKNITUHHUM pakom niereHb (HAKPJT) 3 nokasHukoM nponopuii nyxXanHu
(TPS), wo 6inbwe abo popisHoe 1% (LEAP-007)», koa pocnimkeHHs MK-7902-007, 3 iHKOpPNopoBaHO
nonpaekoto 06 Big 15 BepecHa 2021 poky; «baratoueHTpoBe, paHAOMI30BaHe, NoABiiHE chine,
KOHTPO/IbOBaHe 3a AOMOMOroK akTUBHOMO npenapary KiiHiuHe gocnimkeHns [l dhasm gns ouiHkm 6e3nekn Ta
ehekTBHOCTI neHBaTuHI6y (E7080/MK-7902) 3 nemb6ponisymabom (MK-3475) y noefgHaHHI 3
TpaHcapTepiasibHO Xximioembonizauieto (TACE) nopiBHSHO 3 npoBefeHHsM Tinbkn TACE y yyacHuKIB 3
HEBW/IKOBHOIO / HeMeTacTaTMYHOK renaTouesntonspHo KapuuHomow (LEAP-012)», kog [OCAIIKEHHS
MK-7902-012, 3 iHkopnoposaHoto nonpaskoto 03 Bif 28 TpasHa 2021 poky; «Bigkpute KiHivYHe JocnigxeHHs ||
chasu, o NpoBOANTLCS B OAHIN rpyni ANs OUiHKM NeMbponidymMaby B KOMOGiHaLl 3 JIeHBATUHIGOM B SIKOCTI
nepLuoi MiHil NikyBaHHA B YYaCHWKIB 3 PO3MNOBCIOKEHOK / MEeTacTaTUYHOK HECBIT/IOKNITUHHOK HUPKOBO-
KNiITUHHOK  KapuuHomor  Hupkn  (HCkHKKH) (KEYNOTE-B61)», kog pocnigxeHHs MK-3475-B61, 3
iHkopnoposaHoto nonpaskoto 02 Bif 25 cepriHA 2021 poky; «BigkpuTe, paHgomizoBaHe gocnigpkeHHs [l dasu
ONS OUiHKM edeKTMBHOCTI Ta 6e3neyHocTi nemb6ponizymady (MK-3475) y komb6iHauii 3 6ensytudaHom
(MK-6482) Ta neHBatuHioom (MK-7902), a6o MK-1308A y komOiHauil 3 /ieHBaTUHIOOM MOPIBHAHO 3
nembponiaymabom i neHBaTvHIBOM B SAKOCTI neploi fliHii Tepanii gns y4YacHWKiB 3 PO3MNOBCHOIXEHO
CBIT/IOK/TITUHHOO HUPKOBO-KIITUHHOK KapLMHOMOI», Kog AochnigxeHHsa MK-6482-012, 3 iHKoprnopoBaHo
nonpaskoto 03 Big 10 rpyaHs 2021 poky; «JocnigkeHHs b/l dpasn kombiHOBaHOT Tepanii 3 nemMbponizymabom
(MK-3475) npu nikyBaHHI MeTacTaTUYHOIO KacTpaujiliHO-pPe3MCTEHTHOIO paky nepeamixypoBoi 3a103u
(MKPPIM3) (KEYNOTE-365)», kog gocnigpkeHHss MK-3475-365, Bepcis 3 iHKOpnopoBaHOH nonpaskot 12 Big
29 6epes3Hs 2022 poky; «PaHgomizoBaHe gocnimpkeHHs Il ha3m ans ouiHkM edeKTUBHOCTI Ta 6e3neyYHoCTi
nemoponizymady (MK-3475) y kombiHauii 3 neHBaTtuHioom (E7080/MK-7902) i ximioTepanieto NOPIBHAHO 3i
CTaHAAPTHUM NiKyBaHHAM B SKOCTI MepLUOi fiHii Tepanii A/1a y4YaCHUKIB 3 MeTacTaTUYHO KapLWHOMOK
cTpaBoxopy», koA gocnigxkeHHs MK-7902-014 (E7080-G000-320), 3 iHkoprnopoBaHoto nonpaskoto 05 Big 01
6epesHa 2022 poky; cnoHcop - «Mepk Wapn EHg doym Kopn.», AodipHe nignpuemcTtBo «Mepk EHA, Ko., [HK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

11. OHoBneHa Bpouwypa gocnigHuka (Cemiplimab (REGN2810)), Bepcia 09 Big 21 kBiTHA 2022 p.,
aHrNificbKOK MOBOIKO [0 NPOTOKO/Y KMiHIYHOrO BUNPObyBaHHA «PaHaoMizoBaHe AochigpKeHHs 3 hasm, Lo
CKafaeTbCsl i3 ABOX YaCTuH, KOMGiHaUil ueminaimady (aHTu- PD-1 aHTuTINa) Ta ABOKOMMOHEHTHOI CXEMU
ximioTepanii noxigHMMW NnaTUHKW y Tepanii NepLuol NiHil nauieHTam i3 pOo3noBCHOAKEHUM ab0 MeTacTaTUdHUM
HeAPiIGHOKNITUHHUM pakoM NereHb», ko4 gocnimpkeHHs R2810-ONC-16113, 3 nonpaskoto 5 Big 16 kBiTHA 2020
poKy; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PepxeHepoH dapmacetoTikanc, IHk., CLUA

3asaBHUK - TOB «KniHivHi gocnigpkeHHs AKoH», YKpaiHa



12. OHoBneHa bpowypa aocnigHuka (Cemiplimab (REGN2810)), Bepcia 09 Big 21 kBiTHA 2022 p.,
aHrnificbkor MoBOK; 3MiHa BigNOBIga/ILHOIO AocnigHWKAa y MiICLi nNpoBeAeHHA KNiHiYHOro
BUNPOGYBaHHA [0 [MPOTOKO/Y K/IHIYHOrO JochifjkeHHa «MibkHapoaHe, paHAoMi30BaHe, Bigkpute
pocnimpkeHHs hasu 3 ansa ouiHkm npenapaty REGN2810 (aHTuTina go PD-1) nopiBHAHO 3 XiMioTepanieto Ha
OCHOBI NpenapartiB N1aTUHN AK Tepanii nepLuol MiHiT B NauieHTiB i3 po3noBcogkeHnM abo metactaTuyHum PD-
L1-n03UTUBHUM HELPIGHOKTITUHHM pakoM fiereHb», Kog gocimkeHHs R2810-ONC-1624, 3 iHKOpNopoBaHOH
nonpaskoto 9 Big 13 TpaBHA 2020 p.; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PepxeHepoH
dapmachbloTikanc, IHk., CLUA

3anBHUK - TOB «KniHiuHi gocnigxeHHs ARKOH», YKpaiHa

BYNO
3aB. Big. Ko63eB O.l.
KomyHasnbHe HekomepLiiHe nigNpPUEMCTBO
«O6MacHUn  UEHTP  OHKOJIONii»,  OHKOXipypridyHe

Bifi/IEHHS OpraHiB rpyAHOT NOPOXHWUHK, M. XapKiB

CTANO
nikap leoHosa B.B.
KomyHanbHe HekomMepUiiHe nignpUeEMCTBO
«O6nacHMA  LEeHTP  OHKONOri», OHKOXipypriyHe

BifAi/IEHHS OpraHiB rpyAHOI NOPOXHUHK, M. XapKiB

13. 3anyueHHs [O[AATKOBOro BUPOGHUKA NliKapCbKOro 3acoby ®dnyopecueiH 10% po3unH ansa iH’ekuiii:
Alcon Laboratories Inc., USA [0 npoTokony KAMiHIYHOrO gochifpkeHHs «PaHAomi3oBaHe nogsiiiHe cnine
baraTtoueHTpoBe [OCNIMKEHHA da3n 3 451A NOPIBHAHHA ehbeKTUBHOCTI Ta 6e3neyHocTi npenapaty FYB203,
3anponoHoBaHoro 6ioaHasnora aciibepcenty, Ta npenapaty AniS® y nauieHTiB i3 HEOBaCKY/IIPHO BIKOBOH
mMakynoauctpoduieto (MAGELLAN-AMD)», kog, nocnimpkeHHs FYB203-03-01, sepcisa 2.0 Big 16 rpyaHa 2019
pokKy; cnoHcop - Bioeq GmbH, Germany

3anBHuK - MignpremcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

14. 3miHa BignoBiganbLHOro gocnigHuKa B Micui npoBeAeHHs BUNPOOYBAHHA [0 NPOTOKOY KAiHIYHOMO
JocnimkeHHs «35 hasa, BigkpuTe, paHAoMi3oBaHe AOCAIAXEHHA A8 OUiHKM eddeKTMBHOCTI Ta 6e3neku
npenapaty Atesonisymat (ANTI-PD - L1 aHTUTINO) B NOPIBHAHHI 3 ONTUMa/ILHOIO NIATPYMYIOUO0 Teparnieto
nicna afg’toBaHTHOI XxiMmioTepanii ocHoBaHO! Ha LucnnaTwHi y nauieHTiB 3 MNOBHICTIO pe3ekTabesibHUM
HeApiGHOKNITMHHUM pakom nereHb IB-IIIA cTagii», Kog pocnigpkeHHa GO29527, sepcia 10 Big 03 nwoToro
2022 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland («®. XododpmaHH-/1a Pow J1Ta», LWBeliuapis)
3asBHMK - ToBapucTBo 3 O6MexXeHo BianosiganbHicTio «KOHTpaKTHO-AOCiAHMLbKA OpraHizauis IHHoDapm-
YkpaiHa»

BYJIO

CTAJIO

3aB.Big. Koo63ses O.l.

KomyHasibHe HekomepLinHe nigNnpUeEMCTBO
«O6nacHUii  LEeHTP  OHKONOrii»,  OHKOXIpypriyHe
BiAINEHHSI OpraHiB rpygHoO1 NOPOXHMHKN, M. XapkiB

nikap leoHosa B.B.

KomyHasibHe HekomepLinHe nigNnpUeEMCTBO
«O6NnacHUii  LEeHTP  OHKONOrii»,  OHKOXIpypriyHe
BiAZINEHHSI OpraHiB rpyAHOT MOPOXHWHK, M. XapKiB

15. flopatoK AnAa YKpaiHu A0 NpoTOKOJ1y K/iHIYHOro BUNpoGyBaHHA, Bepcia 1 Big 11 TpaBHA 2022 poKy
aHrnificbkolo MoBol; MapKkyBaHHA chnakoHy 10 mn AypBanymady (MEDI4736) KoHueHTpaTy Ans
po3unHy pnsa iHdysii. 50mr/mn (500 mrichnakoH), Bepcia 2.0 Big 10 BepecHsa 2019p.; MapKyBaHHA
nakysaHHA 10 mn Aypsanyma6y (MEDI4736) KoHueHTpaTy AnA po3yunHy Ansa iHdysii. 50mr/mn (500
Mr/chnakoH), Bepcisa 2.0 Big 10 BepecHA 2019p. A0 NPOTOKONY K/iHIYHOrO AOCNIMKEHHA «PaHooMi3oBaHe,
BigkpuTe, 6aratoueHTpoBe gocnimkeHHsa Il dasn AypBanymady Tta Tpemenimymaby B AKOCTI NepLloi fiHii
NiKyBaHHA nNaujeHTiB 3 nowmpeHum renartouenonapHum pakom (HIMALAYA)», kof [OC/iOXKEHHS
D419CC00002, Bepcisa 7 Big 22 BepecHa 2021 poky; crnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

16. JopatkoBa iH(hopMoBaHa 3roga nauieHTa Ha BNpoBaJ)KeHHA eKCTPEHUX 3aX0oAiB vuepes BiliCcbKOBY
arpecito PociiicbKoi @eaepauii Ha TepuTopii Ykpaiiu, Bepcisa V1.0UKR(uk)1.0 Big 15 uepBHsa 2022 poky,
nepeknapg ykpaiHcbKoro MoBoto Big 30 uepBHsa 2022 poky; flogaTkoBa iHhopMoBaHa 3rofa naylieHTa Ha
BMNPOBa)KEHHA E€KCTPEeHUX 3axopfiB uepes3 BilicbKOBY arpecito Pocilicbkoi degepauii Ha Teputopii
YkpaiHu, Bepcia V1.0UKR(ru)1.0 Big 15 uepBHA 2022 poky, nepeknapg pociiicbkoio Mmoot Big 30
yepBHA 2022 poKy A0 NPOTOKOY KAIHIYHOrO AOCNIMKEHHA «3acTocyBaHHA nemadpioparty A1 3MeHLIEeHHS
CepuUeBO-CYANHHMX YCKMa[HEHb 3@ PaxXyHOK 3HWKEHHA PiBHA TPUILEpUAiB Yy NauieHTiB i3 LYKpOBUM



fdiabetom», Kof pocnimpkeHHs K-877-302, Bepcisa 3 3 iHKOpnopoBaHOo nonpaskot 2 Big 18 6epesHs 2020
poky; cnoHcop - Kowa Research Institute, Inc., United States
3aaBHuK - Mignpuemctso 3 100% iHo3emHoto iHBecTuuieo «ANK'IOBIA PAC YkpaiHa»

17. OHOBNEHMiA NPOTOKON KAiHIYHOrO BMNpoGyBaHHA M19-388, Bepcis 5.1 (Tinbkn ana Ykpainn) Big 06
yepBHA 2022 pokKy; IHchopmauiiiHuii NMCT nauieHTa CTOCOBHO Aili B ymMoBax naHgemii (Takoi sk
COVID-19) a60 iHWNX BOX/IMBUX NOAIN, AKi BNAMBaOTb Ha yyacTb y gochnigkeHHi [IHchopmauiiHnii
JINCT gNs yyacHuKa KiiHiYHOro BMNpoGyBaHHA], Bepcia gna YKpaiHu Big 26 6epe3Hsa 2022 poky,
YKpPAiHCbKOIO Ta POCiiAiCbKOI0 MOBaMM [10 NPOTOKO/Y KAiHIYHOro AocnimkeHHs «MpoaoBXeHe A0CAIMKEHHS
BEHETOK/NIaKCy Yy MauieHTiB, SKi 3aBepwimaM y4vactb Yy nNonepeaHboMy  KAiHIYHOMY BMNPOOYBaHHI
BEHETOoKNaKcy», kog aocnimpkeHHs M19-388, Bepcis 5.0 Big 27 BepecHs 2021 poky; CnoHCop - «EGOBI IHK»,
CLIA / AbbVie Inc., USA

3anaBHuK - E66BI BiodhapmachtoTikan3 Mm6X, LLseiilapis

18. OHOoBNEeHuii NpoTOKON KNiHiYHOro gocnimxkeHHs D910FC00001, Bepcis 4.0 Big 12 kBiTHA 2022 poKy;
Bpowypa gocnigHuka Durvalumab (MEDI4736), BugaHHa 17 Big 18 xoBTHA 2021 poKy, aHrNilicbKoo
MoBOI0; flogaTtoK A0 npoTtokony_PekomMeHAauii WoOAO0 KOHTPOJIIO ToKcuyHocTi (TMGSs), Bepcia Big 28
)XOBTHSA 2021 poKy, aHrnificbkoto MoBoto; IHthopmauiiiHuiA nncToK i hopma iHchopmoBaHoOi 3roau ana
nauieHTiB, AAKi He OTPUMYIOTb JliKyBaHHA a60 nNepedyBalOTb Y NMepiogi NnoAasIbLIOro CNOCTEePEXEHHs,
Bepcia V8.0UKR(uk)1.0 Big 18 6epe3Hsa 2022 poky, Nnepeknag YKpaiHCbKOo MoBoOIo Big 30 TpaBHA 2022
poky; IHchopmauiiHniA nuctok i popma iHchopMoBaHOI 3rogn ANA NaUieHTIB, sAIKi He OTPUMYIOTb
NiKyBaHHA a60 nepebyBaloThb Y Nepiogi NoganbLLWOro cnocrepexeHHs, sepcia V8.0UKR(ru)1.0 Big 18
Gepe3Ha 2022 poKy, nepeknag pocilicbkoro MoBok Big 30 TpaBHA 2022 poKy; OCHOBHWIA
iHpopmauiiiHuiA nucToK i chopma 3rogn ANA NauieHTIB, AKi OTPUMYIOTb JlikyBaHHSi abo NMOBTOpPHEe
nikyBaHHSA, Bepcia V7.0UKR(uk)1.0 Big 18 Gepe3Hs 2022 pokKy, nepeknag yKkpaiHCbKo MOBoOIO Big 30
TpaBHA 2022 poKy; OcHOBHMIA iHthopMaUiiiHUii NMCTOK | hopma 3roaun A/s NaUieHTIB, iKi OTPUMYIOTb
niKkyBaHHA abo NOBTOpHe JfiKyBaHHA, Bepcia V7.0UKR(ru)1.0 Big 18 6epe3Hsa 2022 poky, nepeknapg,
pociiicbkolo moBoto Big 30 TpaBHA 2022 poKy; Moaynb «AKicTb» [Jocbe AOCNIAKYBAHOIO JIIKApCbKOro
3aco6y MEDI4736 Big uepBHs 2021 poKy, aHrNificbKO0 MOBOIO; 3MiHa Ha3BU BUPOGHUMKa /13 KomnaHii
Medimmune Pharma BV, Netherlands Ha AstraZeneca Nijmegen B.V., Netherlands; BkntoueHHs
KoMnaHii «Actpa3eHeka AB» (AstraZeneca AB), LLUBeuif, K 04aTKOBOI BUPOGHNUOT AinbHULI; 3pa3ok
MapKyBaHHA Big 10 BepecHsA 2019 poky A3 chnakoHy AypBanymady (MEDI4736) 10 mn, KOHLUeHTpaT
Ansa posunHy ana iHdy3sii 50 mr/mn (500 mr/chnakoH), yKpaiHCbKOK MOBOLO; 3pa3oK MapKyBaHHA Big 10
BepecHs 2019 poky A/13 kopo6ku AypsBanymady (MEDI4736) 10 M, KOHUEHTpAT A/A PO3UMHY ANs
iHdy3iT 50 mr/imn (500 mrichnakoH), YKpaiHCbKOK MOBOK [0 MPOTOKO/Y KAIHIYHOrO A0C/iAKEHHS
«Bigkpute, 6GaraToueHTpPoBE, MiDKHAPOAHE [OCNIMKEHHSA [N15 OLUiHKM [OBroCTPOKOBOI 6e3MneyHoCTi Ta
epekTMBHOCTI Yy nauieHTiB, SKi 3aCTOCOBYOTb ab0 paHille 3acTOCOBYBa/IM AypBasiymad 3a iHLWMMU
npoTtokonamu (WAVE)», kog gocnigxkeHHs D910FC00001, sepcia 3.0 Big 25 BepecHa 2019 poky; crnoHcop -
AstraZeneca AB, Sweden

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

19. OHOB/EHUIT NPOTOKON K/iHIYHOro BUNPOGYBaHHA, KOo4 BUNnpooyBaHHs: KVZ-STMh, Bepcia 3.0 Big
05.07.2022 p.; 3miHa Micua BuNpoGyBaHHA (GioaHaniTMuHa naGoparopif) A0 NPOTOKONY KAIHIYHOIO
pocnimpkeHHss «KniHiyHe BuNpobyBaHHA 3 OLHKM GiOEeKBIBASIEHTHOCTI ikapcbknx 3acobis TUHOBIA M,
Ta61eTKN, BKPUTI NIIBKOBOKO 060/I0HKO, o 50 mr / 1000 mr, Bupo6HuLTBa AT «KUIBCbKUA BITAMIHHIN
3ABO[», YkpaiHa Ta fAHymeT, TabneTkun, BKPUTI NAiBKOBOK 060/10HKOK, no 50 mr / 1000 mr, BUpobHMLTBA
Mepk LWapn i Ooym B.B., HigepnaHgn B ymoBax O4HOPa30BOr0 MepopasibHOro npuiiomMy 340POBMMM
[06POBONbLAMMY», Kof AochimkeHHs KVZ-STMh, sepcia 2.0 Big 28.10.2021; cnoHcop - AT «KUIBCbKUI
BITAMIHHNW 3ABO/», YkpaiHa

3asBHUK - AT «KNIBCbKWY BITAMIHHWY 3ABO[», YkpaiHa

BYNO CTANIO
K.0.H. /liciHa B.B. K.0.H., 3aB. naboparopieto Cadko B.€E.
Na6Gopartopisa capmakokiHeTukn (M. XapkiB) AN | BioaHanitTuuHa naGopartopia TOB «KniHchapm»,
«flepxaBHuii ekcnepTHU UeHTP MiHicTepcTBa | KniBcbka 061., M. IpniHb
OXOPOHU 340POB’A YKpaiHu», M. XapkKiB

20. OHOBJ/IEHUI NMPOTOKO/ K/MiHIYHOrO BUNPOOYBaHHA, Kog, BunpoobyBaHHa: KVZ-STM, Bepcia 3.0 Big
05.07.2022 p.; 3miHa Micua BuNpoGyBaHHA (GioaHaniTMuHa nadGoparopif) A0 NPOTOKONY KAIHIYHOIO
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pocnipkeHHa «KniHiyHe BMNpoOyBaHHA 3 OLiHKM 6GioekBiBaNIeHTHOCTI fikapcbknx 3acobis TUHOBIA M,
TabNeTK, BKPUTI NNIBKOBOK 060/10HKOI0, Mo 50 mMr / 500 mr, Bupo6HuuTea AT "KUIBCbKIA BITAMIHHAW
3ABO/[", YkpaiHa Ta AHyMeT, TabneTku, BKpUTI NNiBKOBOKO 060/10HKO0, No 50 mr / 500 mr, BUpo6HULTBa Mepk
Wapn i Jdoym Bb.B., HigepnaHan B ymMoBax OJHOpPa30BOr0 MEepPOpPasibHOr0 NpUiioMy 340POBMMM
[06POBONLLAMUY», KO, AochimpkeHHa KVZ-STM, sepcis 2.0 Big 28.10.2021; cnoHcop - AT «KUIBCbKUIA
BITAMIHHNW 3ABO/», YkpaiHa

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

BYNO CTANO
K.G6.H. MliGiHa B.B. K.G.H. 3aB. na6éoparopieto Cadko B.€.
Na6opartopisa capmakokiHeTukn (M. XapkiB) AN | BioaHanitTuuHa naGoparopia TOB «KniHchapm»,
«JepxaBHUiA ekcnepTHUiA UeHTpP MiHictepcTBa | KuiBcbka 061., M. IpniHb
OXOPOHU 340pPOB’A YKpaiHu», M. XapkKiB




