INPOEKT

BucnoBok
YIIOBHOBAKEHOI'0 OPraHy 3 AepP:KABHOI OLIHKU MeIMYHUX TEXHOJIOTiii:
aaparymymao

epoicasna oyinka meOUUHUX MEXHOL02T NPOBEOEHA YNOBHOBANCEHUM OP2AHOM 3 0ePIHCABHOI OYIHKU
MEOUUHUX MeXHON02IU 8i0N08IOHO 00 eumoe 11opsaoKy npogedeHHs 0epHCABHOI OYIHKU MeOUUHUX
mexHo02il, 3ameepodcenoco nocmanosor Kabinemy Minicmpie Yxpainu 6io 23.12.2020 Nel300
ma CKIA0a€Emuvcs 3 pe3yrbmamieé auanizy NOpPIGHANbHOI eheKmusHocmi (pe3yrbmamusHoCni),
besnexu, eghekmusrHocmi gumMpam ma pe3yaibmamie aHaiizy 6Nausy Ha 06r0icem JiKapcbKoeo 3acooy
Ha OCHOBI OGHUX 3AA6HUKA. BUCHOBOK YNOBHOBACEH020 OpeaHy 3 0epAHCABHOI OYIHKU MeOUUHUX
MeXHON02I Mae pekomenoayitiHutl xapakmep. Haoani oani y 6ucnosky € akmyaibHi cmanom Ha
oamy 11020 ni020MosKu.

1. Indopmanis npo aaTy NpPoOBelAeHHS JAEP/KABHOI OWIHKM MeIWYHUX TEXHOJIOrii
3asIBJIEHOr0 JiKapcbkoro 3acody: 02.06.2026

2. Indopmanis npo 3asaBaeHnil JikapcbKuii 3aci0:

1) naiimenyBaHHsi (mpi3BUIle, iM’sl, M0 0ATHLKOBi) 3asiBHUKA Ta Ha3Ba BHPOOHHKA
JIKaApCBKOro 3acody:

CranoMm Ha 02.06.2026 3a qanumu JlepskaBHOTO peecTpy JiKapchbKUX 3aco0iB:

Z[AP3AJIEKC®, KOHILEHTpAT g po3uuHy i iHGy3id, 20 mr/ma; mo 5 mia ab6o 20 mi y
¢makoHi; mo 1 ¢rakoHy y KapTOHHIH yITaKoBIIi.

PIT UA/18025/01/01 tepmin aii 3 09.04.2020 o 09.04.2027.

Bupoounux: Cinar AI', Hseiinapis; Berrep @apma-®epriryar ['M6X i Ko. KI', Himeuunna;
Snccen baitonomkukc b.B.(Bumyck cepii), Higepianau.

3asBuuk: TOB "/IxxoncoH i xoncon Ykpaina II", Ykpaina.

2) TOproBe/IbHA HAa3Ba JIKapPCHKOro 3ac00y:

JIAP3AJIEKC®,

3) Mi’kHApO/HA HENAaTeHTOBAHA Ha3Ba 200 CHHOHIMiYHe HAMEHYBaHHS:

Daratumumab.

4) ckJaax JiKapchbKOro 3aco0y (Air04i Ta J0NOMIKHI pe4OBHHM):

Oiroui peuosunu. daratumumab; 1 M KoHIIEHTpaTy MicTUTh 20 MT 1aparymymady;

OONOMIDICHI peuoguHu. KUCIIOTa ouToBa JboisHa; MaHiT (E 421); momicopbar 20; Hatpito
areTaT, TPUTIIPAT; HATPIIO XJIOPUI; BOAA IS 1H €KIITH.

5) popma BUIyCKY: KOHIIEHTpAT JJIs PO3UMHY U1 1HY31i.

6) croci0 3acTocyBaHHS JIIKAPCHKOI0 3ac00Y:

Jlap3anexc® Mae BBOIMTH Jikap B yMOBaX JOCTYIY JI0 3aC06iB peaHiMarii.

Peyuousyroua/pedppaxmepna mnoscunna mienoma.

Cxema 3acTocyBaHHS y KoMOiHauii 3 Gopre3omiOOM (peXHM 3aCTOCYBaHHSA y BUIJISAAL 3-
THKHEBUX IUKIIB): peKOMEHI0BaHa n03a TpenapaTy Japsanexc® craHoBuTs 16 MI/KT MacH Tina.
Jlikapcpkuii  3aci0 BBOJATH NUISIXOM BHYTPIIIHBOBEHHUX 1H(Y3il BIAMOBIZHO O CXEMH
3aCTOCYBaHHsI, SIKa TIPEICTaBlIeHa B Ta0IuIIl 1.

Tabauusa 1. Cxema 3actocyBanHs npemnapary Jlap3aiekc® y kombOiHalii 3 60pTe30MiOOM (pexum
3aCTOCYBAHHS Y BUIJISAL 3-TH)KHEBUX ITUKIIB)

TwxkHi Cxema 3acToCyBaHHS
Twxkni 1-9 [lotmxus (Bchoro 9 103)
Twxni 10242 KoxxHi Tpu TrKHI (BCHOTO 5 1103)

http://www.drlz.com.ua/
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Japamymymab y cknadi xombinosanoi mepanii 3 6opme3omibom i OeKcamemasonom O JIKV8AHHA O0POCIUX NAYIEHMIE 3
MHOJICUHHOIO MIENOMOIO, AKI ompumany wonaimenue oony ninito mepanii, 02.06.2026

b

3 TIKHS 25 10 MPOTPECYBaHHS 3aXBOPIOBAHHS | KosxHi 9oTHpH THXKHI
2 [epury mo3y cxeMH 3aCTOCYBaHHS KOXKHOTO 3-TH)KHEBOTO IUKITY BBOIATH HA TIKHI 10.
b [Tepury 103y cXeMH 3aCTOCYBaHHS KOXKHOTO 4-THXHEBOTO LMKJTY BBOJATH Ha THKHI 25.

Pexomenoosana cynymusa mepanis. J{ns 3MEeHIICHHS PU3UKY PO3BUTKY 1H(Y31HHUX peaxiiii
nepen Ta micas 1HQyY3il gaparymymaly CITiJl 3aCTOCOBYBATH BIJIOBITHI JIIKApChbKi 3aco0u, IO
BKJIIOYATh KOPTUKOCTEPOIH, )KapO3HNKYBAJIbHI Ta aHTHTICTaMIHHI.

Jlimu. Besneky Ta epeKTHBHICTh 3acTocyBaHHs mpenapaty Jlapsanekc® mitam (Bikom mo 18
POKIB) HE BCTaHOBIICHO. J[aHi BiCyTHI.

7) indgopmanis Mpo HASIBHICTH JeP:KaBHOI peecTpauii JiKapcbKoro 3acody B YKpaiHi:

JIAP3AJIEKC®, xonuentpar mns posuuHy mns iHdysii, 20 mMr/mio; mo 5 mim abo 20 mi y
(dnakoni; mo 1 ¢urakoHy y KapTOHHIHM YIaKOBIIi.

PIT UA/18025/01/01 tepmin aii 3 09.04.2020 o 09.04.2026.

8) dapmakosioriuna i JikapcbKoro 3aco0y Ta KoI 3a aHATOMO-TepaneBTUYHO-
xXiMiuHoOI0 KiIacupikauniero:

Haparymymad — 11e MOHOKJIOHaNIbHE aHTUTLI0 [gG1-Kkanmna moauHu, 1o 3B’ A3y€Thes 3 OLIKOM
CD38, sxuil excrnpecyeTbcs Ha BHUCOKOMY DIBHI Ha TMOBEPXHI MyXJIMHHHUX KIITHH MHOXHHHOI
MI€JIOMH, a TaKOX Ha PI3HUX PIBHAX Ha KIITUHAX 1 TKaHMHAX iHmUWX TumiB. bimok CD38 Bukonye
JeKinbKa (QyHKIIN, TAKUX SK azre3is, ON0oCepeIKOBaHa PeleNTOpaMy, CUTHAIbHA Ta ()epMEHTaTUBHA
AKTUBHICTb.

BcranoBieno, mo maparymymad CHIIBHO IHTIOye in Vivo pICT MyXJIMHHHX KIITHH, LIO
excripecytots CD38. Ha mincraBi mocmikeHs in vitro, rapaTymymald Moke BUKOHYBATH JI€KiJIbKa
edeKTOpHUX (QYHKIIIH, HACTIKOM YOro € IMyHOOIIOCEPEIKOBAaHA 3aru0eib MyXIMHHUX KIiTHH. [i
JOCHIJKEHHST J03BOJIAIOTh HPUITYCTUTH, L0 JAapaTymyMmMad MOK€ BHMKJIMKATH JII3UC IYXJIMHHHX
KIITHH —[UIIXOM  KOMIUIEMEHT-3aJIS)KHOT ~ IIUTOTOKCHYHOCTI, AHTUTUIO3AJICKHOT — KIIITHHHO-
OIIOCEPE/IKOBAHOI LIUTOTOKCHUYHOCTI, @ TaKOX AaHTUTUIO3AJIEKHOIO KIITMHHOrO (arouuTosy y
3MOAKICHUX MyXJIMHAX, o ekcrpecytors CD38. ¥V pe3ynpTati Ji3UCy KIITHH, OMOCEPEIKOBAHOTO
JapaTyMmyMaOoOM, 3MEHIIYETbCS UYUCENbHICTh MIATPYHN MIENOITHUX CYHOPECOPHUX  KIIITUH
(CD38+MDSC), perynstopuux T-xnitun (CD38+Tregs) ta B-knitun (CD38+Bregs). Sk Binomo, T-
kimituan (CD3+, CD4+ 1 CD8+) excnpecytots CD38 3amexHo BiJ cTaaii po3BUTKY Ta piBHS
aktuBaiii. [lpu mikyBaHHI AaparymMmymMaOoOM CIHOCTEpIrajgoch 3HaA4YHE 3O0LIbIICHHS a0CONMIOTHOT
kimpkocTi CD4+ 1 CD8+ T-kiiTuH, a TakoX BifcOTKa JIMQOLUTIB B nepudepuyHiil KpoBi Ta
KicTkoBoMy Mo3Ky. Kpim toro, cexBenyBanHs [IHK penentopa T-kaiTHH OiATBEpAMIIO, IO
KJIOHAJIBHICTh T-KIIITHH 30UIBLIYETHCS IMpPHM 3aCTOCYBaHHI JapaTymymaly, 110 BKa3zye Ha HOro
IMYHOMOIYJIIOIOUY /1110, SIKA MOYKE CTIPUATH KJIIHIUHINA BiMOBIAL.

Japarymymad CTHMYIIOBaB amonrto3 in vitro micias Fc-omocepeakoBaHOTo MONEPeuyHOro
3B’s13yBaHHs. KpiM Toro, naparymymal 3MmiHIoBaB (pepmeHTaTHBHY akTHBHICTH CD38, iHri0yroumn
(epMeHTaTUBHY aKTUBHICTh LIUKJIAa3H 1 CTUMYJIIOIOUN aKTUBHICTB T1poJia3y. 3HAaUeHHS IHX e(eKTiB
in vitro B KJIIHIYHUX YMOBax Ta BIJIUB Ha PICT MYXJIMHU 3’SICOBaH1 HE MOBHICTIO.

dapmakoTepaneBTUYHa rpyna: AHTHHEOIUIACTUYHI 3ac00U. [HII aHTHHEONIaCTUYHI 3ac0o0u.
MouoxknonaneH1 antutina. Japarymyma6. Kog ATX LO1X C24.

9) noka3aHHsA 10 MEeUYHOI0 32CTOCYBAHHS, 32 SIKUM I0/1aBaJIacH 3asiBa:

Jap3zanexc® npu3HA4aOTh y cKIIazli KOMOiHOBaHOI Teparrii 3 60pTe30MibOM i JeKcaMeTa30HOM
JUISL JTIKYBaHHS JIOPOCIUX MAIIEHTIB 3 MHOKMHHOIO MI€JIOMOIO, SIKi OTpUMaIM LIOHANMEHIIe OJHY
JIHIO Teparii.

10) noka3zaHHsl 10 MEAUYHOIO 3aCTOCYBAHHS BIANMOBIAHO 10 iHCTPYKUIl AJ51 MEeJUYHOIO
3acTocyBaHHs, 3aTBep:keHol MO3, 3a HassBHOCTI Aep:kaBHOI peecTpauii JJikapcbKkoro 3aco0y B
Ykpaini:

Jap3anexc® MpH3HAYAOTH:
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. y KoMmOiHarii 3 6oprezomiOoM, MendaraHOM Ta MPEeIHI30HOM JJIs JIKYBaHHS JOPOCIUX
MaIi€HTIB 13 BIEpIIC AIarHOCTOBAHOIO MHOKMHHOKO MIEJIOMOIO, SIKI HE € KaHAWJIaTaMu s
ayTOJIOT1YHOI TPaHCIUIAHTAIlil CTOBOYPOBUX KIIITHH;

*  sK MOHOTEpAIIIIO JUIsl JTIKYBaHHSI JOPOCIIHUX MAI€HTIB 3 ppMM, monepeHs Teparis sKux
BKJIFOYaJia 1HTiOITOp MpoTeacoM Ta IMyHOMOAYJIIOIOYMK 3aci®d Ta y AKHX Oylo MporpecyBaHHS
3aXBOPIOBAHHS MiJl YaC OCTAaHHBOI Teparii;

*  yCKJaJi KOMOIHOBaHOI Teparnii 3 ISHAIJOMIIOM Ta JIeKcaMeTa30HOM, abo OopTe3oMiOoM
1 JIeKcaMeTa30HOM I JIIKYBaHHS JOPOCIUX MAII€HTIB 3 MHOXHHHOIO MIEJIOMOIO, SIKI OTpUMaiH
[IOHAMEHIIIe OJIHY JIIHIIO Teparii.

11) indopmanisa npo HASIBHICTH NMOKA3aHb A0 MEIUYHOI0 3aCTOCYBAHHS JIKAPCHKOIO
3ac00y 1JIsi BAKOPUCTAHHS i/l Yac HATAHHS MEIUYHOI JOMOMOTH NMPHU CTAHAX, 0 3a3HAYEHI y
NPIOPUTETHUX HANIPSAMAX PO3BUTKY cepr OXOPOHH 310POB’s:

V nocke 3a3naueno, mo Japsanexc® nokazaHuii 1718 BAKOPUCTAHHS Mijl 4aC HATAHHS MeJUUHOT
JoTmoMOorH 1pu MHOKHHHIN Miesomi (MKX-10 C90.0), a nepmodyeprose 3a0e31eueHHs 3a paXyHOK
HasBHUX Ta JIOJAATKOBUX PECypCiB MPODITaKTHKH, PAHHBOI IarHOCTHUKH 1 JTIKYBaHHS HeiHQEKIIHHIX
3aXBOPIOBaHb, 30KpEeMa OHKOJOTIYHHMX 3aXBOPIOBaHb, BKJIIOYEHO /O MPIOPUTETHUX HANPSIMIB
po3BUTKY chep oxoporu 370poB’s Ha 2023-2025 poku BignoigHo 10 Hakazy MO3 Ykpainu Bix
07.10.2022 Ne 18322,

BinmosigHo no KoHmeriii po3BUTKY CHUCTEMHU HaIaHHS MEIUYHOI JOITOMOTH TaIlieHTaM, SKi
CTpaXIalTh Ha pinkicHi (opdanni) 3axBoproBaHHs, Ha 2021-2026 poku, MO 3aTBEp/KCHA
posnopsmkenHsmM Kabinery MinictpiB Ykpainu Bix 28 kBitHsa 2021 p. Ne 377-p Vkpaina B3suia Ha
ceOe 3000B’s13aHHs 3a0€3MCUNTH IMAIlIEHTaM, SIKi CTPaKIal0Th Ha piaKicHI (opdaHHi) 3aXBOpIOBaHHS,
3ax0qu 3 TNPO(ITAKTHKM TaKUX 3aXBOPIOBaHb, OPraHi3allil0 HAJaHHS MEIUYHOI JOIOMOTH,
Oe3nepepBHUl Ta 0€30IUIATHUN TOCTYI 0 HEOOXIIHUX JKApChKUX 3ac001B, MEAMUYHUX BUPOOIB Ta
BiJIMOBiIHUX XapUOBUX MPOIYKTIB IS CHENiaTbHOTO TiKyBaTbHOTO XapUyBaHHS" .

Takox, y J1oche 3a3HadeHo, 1o MHoxuHHA wMienoma (ORPHA:29073), npu skiif
3aCTOCOBYETHCS 3asIBIICHUH JIIKapCHKHA 3aci0, HAJEKUTh 0 Mepeliky oppaHHUX XBOPOO 3TiHO 3
nakaszom MO3 Vkpaiuu Bix 27.10.2014 poxy Ne778%,

Ynosnosasicenuii opean 000amko6o 3a3Havae, wo 8i0no8ioHo 00 Hosozo naka3zy MO3 Vkpainu
gio 15.01.2026 Ne 60 "llpo 3ameepoowcenns J{ogionuka piokicnux (opghannux) saxeoprosatv"
MHOJICUHHA MiEToMa Hanedlcums 00 opgannux 3axeopiosans iz kooom «OrphaCode» 29073°. A
32i0H0 3 Hosum Hakazom MO3 Vkpainu 6i0 30.12.2025 Ne 1976 "IIpo 3ameepodicents npiopumemHux
Hanpsamie po3sumxy cgepu oxoponu 300pos’s na 2026-2028 poxu" npiopumemnumu Hanpamkamu €
nepuiouepzoge 3abesneueHHs NPopinaKmuku, paHuboi OiacHOCMUKU [ NIKY8AHHA HeiH@eKyiiHux

3AX60PHO6AHb, 30Kpema OHKONOZTYHUX ma OPQbCIHHZ/lx 3ax€0pi06'aHb6.

3. BUCHOBOK YyNOBHOBAaK€HOI0 OPraHy 100 pe3y/bTAaTiB NOPiBHAJILHOI eeKTHBHOCTI
(pe3y1bTAaTUBHOCTI), 0e31eKH, e()eKTUBHOCTI BUTPAT Ha JIKapChLKHUH 3aci0 Ta aHATI3y BILIUBY
HA MOKA3HUKH OIO/KETY:

1) naHi MO0 NPIOPUTETHOCTI 3AXBOPIOBAHHS (CTaHy)

MHOXUHHA Mi€IOoMa — 3JI0SIKICHE OHKOJIOTIYHE 3aXBOPIOBAHHS KICTKOBOTO MO3KY, IO
XapaKTepU3yeThCSl TMATOJOTIYHUM IPOLECOM YTBOPEHHS IUIa3MOLMTIB (BHJ JIEHKOLMTIB), IO
BIJIMOBIAAIOTH 32 BUPOOJIEHHS IMyHOIJIOOYiHIB (aHTUTLI). B pe3ynbpraTi, IMyHOTI00Y/I1HH, yTBOPEHI

2 https://zakon.rada.gov.ua/rada/show/v1832282-22#n10

% https://zakon.rada.gov.ua/laws/show/377-2021-p#Text

4 https://zakon.rada.gov.ua/laws/show/z1439-14/ed20200128#Text

® Haka3 MO3 Vkpainu iz 15.01.2026 Ne 60 "TIpo 3atBepmxenns Jlopinuka pigkicHux (op(paHHMX) 3aXBOPIOBAHD"
https://moz.gov.ua/uk/decrees/nakaz-moz-ukrayini-vid-15-01-2026-60-pro-zatverdzhennya-dovidnika-ridkisnih-orfannih-zahvoryuvan

®Haxaz MO3 Vkpainu Bix 30.12.2025 Ne 1976 "ITpo 3aTBep/keHHs MPIOPUTETHUX HAMPSMIB PO3BUTKY chepr OXOPOHH 3/10poB’st Ha 2026-2028
poxu" https://moz.gov.ua/uk/decrees/nakaz-moz-ukrayini-vid-30-12-2025-1976-pro-zatverdzhennya-prioritetnih-napryamiv-rozvitku-sferi-ohoroni-
zdorov-ya-na-2026-2028-roki
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NATOJOTTYHUMHU KIIITHHAMU TJIa3MOLUTIB (MI€JOMHI KJIITUHH), BTPA4alOTh CBOI MPOTHITYXJIHHHI Ta
npoTHiH(EKIIiHI BIACTUBOCTI.

Sk 3a3Hauae 3asgBHHMK, TOYHA €TIOJIOriS MHOXKHMHHOI MIE€JIOMH J0CI HE BCTaHOBJICHA.
[TepenbavaeTbes, mo B il BUHUKHEHHI MOXYTh BifirpaBaTv poiib Pi3HI (hakTOopH, BKIHOYAIOUN
TeHETHYHI, €KOJIOTI4HI, pajiamiiiHe ONMPOMiHEHHs, XpPOHIUHE 3alajieHHs TOIO. 3a3BUYai, KIIHIYHI
IIPOSIBU BIJICYTHI Ha I0YaTKy 3aXBOPIOBAHHS, a CHUMITOMH PO3BHMBAIOTHCSA 3r0A0M, HalOLIbII
XapakTepHi 3 IKUX — OlIb y KICTKax, aHeMisl, CITa0KICTh, YpaKeHHS! HUPOK.

3a MIKHApPOJHUMH JIaHWUMH, MHOKMHHA Mi€JloMa Jemio OiIbIN TMOIMIMpPEHa Cepel YOJIOBIKIB
MOPIBHSHO 13 JKIHKaMH, a BiK, B SIKOMY JIarHOCTYIOTb MHOXXHHHY MI€JIOMY, 3a3BUYaii CTAHOBUTH
6inbime 60 pokis’. 3a nanumu HanionansHoro xaHuep-peectpy Ykpainu, B YKpaiHi CITiBBiZHOIICHHS
MIX YOJIOBIKaMH 1 KiHKaMu CcTaHOBUTH 45%/55%, a cepenHiii Bik, 3a nanumu LleHTpy MeaumdHOl
cratuctukn MO3, cTaHOBUTH 64 POKH.

CraH 3710pOB's, BIK Ta CYINyTHI 3aXBOPIOBAaHHS BHU3HAYAIOTh, YW € MAII€HT KaHIAWIATOM Ha
MPOBEACHHS TpaHCcIUIaHTallii ctoBOypoBux KiiTHH (nam — TCK). 3a MibkHapoZHUMU 1 YKpaiHCBKUMH
PEKOMEHALISIMH, BC1 MALI€HTH, SIKi MOTPEOYIOTH JIIKYBaHHS MHOKMHHOI Mi€JIOMH, TOBUHHI MTPOUTH
IHAYKIIMHY Teparilo, 1[0 MOKe BKIIOYaTH Pi3HI JiKapchki 3acO0M y ckiiaJi KoMOIHOBaHOI Teparii.
JIOCTYITHOIO TEepaneBTHYHOIO OIIII€I0, M0 HIMPOKO BUKOPUCTOBYETHCS B KIIHIYHIA TPAKTUII B
VYkpaiHi 1 sIKa € PEeKOMEHJIOBAHOI BIAMOBIAHO 1O CYYaCHMX MIiAXOIB JIKyBaHHS MHOXHHHOI
Mi€JIoOMH, € KOMOiHOBaHa Teparisi 0OpTe30MiOOM 13 JIeHATiIOMiIOM Ta aekcameTazoHoM. llicis
iHAyKuiHOoi Teparii, kauauaaram Ha TCK npoBonsate mpouenypy TCK. ¥V narieHTiB, siki oTpuMau
TCK, MoHOTEpamis JeHaNiJOMIJOM Y HU3bKIH 71031 pEeKOMEH/0BaHa SK MIATPUMYIOUYa Teparis 10
MOMEHTY MpPOTpecyBaHHS 3aXBOPIOBaHHsS. Y TMAllI€HTIB 13 MHOXXHHHOIO MIEIIOMOIO, SIKi HE €
kangunatamu s nposenerHs TCK, 3acTocoByroTh cxeMmy JiKyBaHHA —OopTe3omiOoMm,
JICHAJIIIOM1/IOM Ta JIeKCaMETa30HOM 3 MOJAJIBLIMM 3aCTOCYBAHHSM JICHAIIZIOMIY Ta J€KCAMETa30HYy
710 TIPOTPECYBAHHS 3aXBOPIOBAHHS.

Opnak, 3pemror, y OUTBIIOCTI MAalli€HTIB 3 YaCOM BUHHUKAE peI_[I/I,Z[I/IBS. Tepamist mamieHTiB 3
MHOKHHHOIO MIi€JIOMOIO, SIKi OTpUMaJIH IIOHAWMEHINIE OJHY JIiHIIO Teparii MOBUHHA BPaXOBYBAaTH
MOTIEPETHIO 3aCTOCOBAaHY TepaIliio Ta YyTJIMBICTh JI0 penapaTiB nomnepenHboi Tepamii. [lamienTH, sxi
HE JIOCSTIIN I0CTaTHHOI BIAMOBI/II Ha MEPIILy JIHIIO JIKYBaHHS MOTPEOYIOTh 3aCTOCYBAHHSI HACTYITHOT
JiHIT Teparii, mo nependavyae 3amMiHy IIOHaWMEHINE OAHOTO 3 KOMIIOHEHTIB KOMOIHOBaHO1 Teparlii.
3a BU3HaueHHIM MixHapoaHoi po6ouoi rpymnu 3 BuB4YeHHs MieaoMu (IMWG), MHOXKMHHA Mi€noMa,
1110 HE BIJNOBIJa€ Ha JIiKyBaHHs a0o0 nporpecye npotaroM 60 JHIB Micias OCTAaHHBOTO JAHS JTIKYBaHHS
Ha3MBAEThCA pedpakTepHOr0’.

TakuMm yMHOM, 32 TaHUMU 3asIBHUKA MMALII€HTH, K1 HE TOCSTIIN BiJIMOBI1 Ha TIKyBaHHS TIEPIIOO
JIHIEIO Tepanii BBAXXATUMYThCS peppakTepHUMHU 1 TOTpeOyBaTUMYTh 3aCTOCYBAHHS HACTYIHOI J1HIT
Teparlii, 30KpemMa 3aCTOCYyBaHHs JIIKAPChKOro 3aco0y AaparymyMad y ckiajli KoMOiHOBaHOI Tepamii
BIJITOBIHO J10 3asIBJIEHOT0 MOKa3aHHsA. TakoX, Ipu peuuanuBl, TOOTO y pa3i HOBTOPHOI'O BUHUKHEHHS
CHUMIITOMIB 3aXBOPIOBAaHHS y MAaLlI€HTIB, sIKI paHiIle MaJX BiJIIOBI/Ib HA JIIKYBaHHs, PEKOMEH0BAaHO
3aCTOCYBaHHSI HACTYMHOI JIiHII Teparii, 10 BKJIIOYA€ 3aCTOCYBaHHS JIIKAPCHKUX 3acO0IB HOBOTO
MOKOJIIHHA 3 TOTO X Kjacy, 110 ¥ paHime epeKTUBHHUM JiKapchbKuil 3aci0, Ta/ado MOHOKIOHATBHUX
AHTUTLI, 30KpeMa JlapaTymymaoy.

SIk 3a3Hayae 3asABHUK, 3aABJICHUN JIKapChKUH 3aci0 NPOMOHYETbCS JO 3aCTOCYBAHHS
BIJIMOBITHO JI0 3asBJICHOTO TMOKa3aHHs, y KoMOiHaIii 13 60pTe30MiOOM Ta IEKCaMETa30HOM Yy TaKoi
HiJILOBOI MONyJIsALil, IK TOPOCHi Mali€eHTH 3 MHOKUHHOIO MI€JIOMOIO, SIKI OTPUMANIX IIJOHAMEeHIIe
OJIHY JIHIIO Teparii.

" https://www.nhs.uk/conditions/multiple-myeloma/

8 BMJ Best Practice, Multiple myeloma, Approach, Authors: Matthew M. Lei, Diana Cirstea, E. Bridget Kim, Noopur Raje, Updated: 16 Aug 2024,
https://bestpractice.bmj.com/topics/en-gb/179/management-approach

® Rajkumar SV, Harousseau JL, Durie B, et al. Consensus recommendations for the uniform reporting of clinical trials: report of the International
Myeloma Workshop Consensus Panel 1. Blood. 2011;117(18):4691-4695. doi:10.1182/blood-2010-10-299487
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3asgBHUKOM TaKOX HaJaHO YTOYHEHHS, IO MPH JaHii OIIHII MEAMYHHX TEXHOJOTrii Oyio
PO3IVISIHYTO MAIl€HTIB, AKI OTPUMYBAJIM ILIOHAHMEHIIE OJHY IOMNEPEeIHI0 Tepamiloo, M0 Morja
BKJIIOYATH TIONIEPEAHIO TEPAITiI0 JICHATIIOMIJIOM y CKJIa/li KoMOiHOBaHOT a00 MiATPUMYIOUYO1 Tepartii.

[Ipu momepenHil OIIHII TMOTPEOM OXOPOHHU 370POB’S B 3asABJICHOMY JIIKAPCHKOMY 3aco0i,
3asBHUKOM OyJI0 MpOaHali30BaHO TOKA3HUKH IMOIIUPEHOCTI Ta 3aXBOPIOBAHOCTI HA MHOXXUHHY
MienoMy 3a nanumu HamionaneHoro kaunep-peectpy Ykpaiau (nami — HKPY)! ta nani Ilentpy
Meauunoi cratucTuku MO3 3a dopmoro Ne7!! Ta BcraHOBNEHO, MO MOKA3HMKM 33 JAHHUMH IHX
JoKepen Biapi3HAroThes. Tak, y 2021 porli, KiTbKICTh HOBUX BHMAAKIB MHOKHHHOI Mieqomu (MKX-
10 — C90) 3a nanumu bronerento HKPY Ne24 cranoBuia 769 namieHTiB, TOAI SK 32 JaHUMH (OpPMHU
No7 “3BiT mpo 3aXBOPIOBAaHHS Ha 3JIOSKICHI HOBOYTBOpPeHHS 3a 2021 KiIbKICTh HOBHX BHITJIKIB Y
2021 poui cranoBuia 704 namieHTH.

ToMy 3 MeTOI YHMKHEHHS MOJIMBOIO 3aHM)KEHHS PpeaJbHOi KUIBKOCTI XBOpHX, IO
noTpeOyBaTUMYTh 3aCTOCYBAaHHS 3asBJICHOTO JIIKAPCBKOTO 3aco0y, a TaKoX dYepe3 OiIbimry
JIeTai3aliio JaHuX, 3asIBHUKOM Oyi10 Bukopuctano nani HKPY mis monmansmmx po3paxyHKiB.

OTxe, U1 pO3paxyHKY KUIBKOCTI MAIi€HTIB, MO MOTPeOYBaTUMYTh 3asBIICHUH JiKapChKUH
3aci0, 3asBHUKOM OYyJIO pO3paxOBaHO CEpE/IHE 3HAUCHHs II0A0 3aXBOPIOBAHOCTI HA MHOXHHHY
MienoMy cepes Jopocioro HacenenHs 3a panmmu HKPY!? B mepiom 3 2017 mo 2021 pp., 1o
CTaHOBUTH 2,36 Ha 100 Tucsay ocid. B noganpiuiomMy 3assBHUK po3paxyBaB KiJIbKiCTb HOBOBHSIBICHUX
MAIi€HTIB 3 MHOXHHHOIO MI€JIOMOIO 3 YpaXyBaHHSIM MPOTHO3Y KUTLKOCTI IOPOCIIOTO HACEICHHS Ha
2025-2029 pp. okpemo 3a ganumu Opranizamii O0’eTHaHHX Hariit*® ta OKpEeMO 3a JIaHUMU
MiXkHapoaHOrO BamOTHOrO (GoHIY™* Ta ycepemHHB OTpHMaHi 3HaueHHs. BiMOBiAHO KimbKicTh
HOBOBHSBJICHHX TAIlIEHTIB 3 MHOXXUHHOIO MieaoMoro y 2025-2029 pokax konuBaeThes Bif 848 no
857 ocib.

Jl1s HOJalIbIIOro po3paxyHKy MOTpeOr OXOPOHHU 3/I0POB’sl B 3aBICHOMY JiKapChKOMY 3aco0i
3assBHUKOM OyJI0 BpaXOBAaHO HACTYITHE:

- YaCTKY J1arHOCTOBAHUX MAI[I€HTIB 3 MHOXHHHOIO MIEIOMOIO, IO MOTPEOYIOTh JIIKyBaHHS
(85%)"°, ockinpku wacTuHa mamienTiB (15%) XBOpiOTH Ha “TIil0dy” MHOKHHHY Mi€IoMmy i He
N0Tpe6yBaTUMYTh TEPAITii, a JIHIIe CIOCTEPEKEHHS ™,

- YaCTKHM MAIlI€HTIB, y SIKUX MPOTPecye 3aXBOpIOBaHH micis nepmoi (61%0), npyroi (38%0),
TpeThoi (15%0) Ta yerBeproi (1%0) niHii NiKyBaHHS, 1110 BU3HAYEHI 3a JAaHUM JOCITiIKEeHHs YOong et
al., 2016

- BIZICOTOK MAaIlI€HTIB, SIK1 MONEpeIHbO OTpuMyBaiu JeHanigomia (70%) ta norpeOyBaTuMyTh
3asiBJIEHUH JIIKapChKUM 3aci0 y ckiiaJi KOMOIHOBaHOI Tepamii 13 60pTe30MiO0M Ta AeKCaMETa30HOM,
OCKUTBKM 32 JaHMMM OIMTYBAaHHS KIIHIYHUX €KCIIEPTIB, IPOBEJCHOIO 3asBHUKOM, OyJ0
BCTaHOBJIEHO, 110 MAII€HTH, K1 B MONEPEH1H JIiHIT Teparii 3 TUX YU 1HIIUX NPUYUH HE OTPUMYBAIN
nikyBaHHs JeHaminomizoMm (30%), OyayTh pO3MIAJaTUCh y SKOCTI KaHIMAATIB Ha Tepamilo 13
3aCTOCYBAHHSM JICHAJIIJIOMIY, SIK IPIOPUTETHUHN BapiaHT Teparii.

IIpu po3paxyHKax 3asiBHUKOM He OYyJ0 BPaxOBaHO MOKAa3HHUK IMOIIMPEHOCTI, OCKUJIbKU JaHi
HKPY ne BpaxoByroTh iHpOpMaIIio Mpo Nepedir 3aXBOPIOBAHHS, a TIOKa3HUK MOLIMPEHOCT] BKIIIOYAE
NAIl€eHTIB Ha PI3HHUX eTamax XBopoOu. Tomy, BpaxoBylouu BHIIECKa3aHe, Ha JYMKY 3asBHHUKA,
JOLUJIBHUM € BUKOPHUCTOBYBAaTH JaHl MPO YacTOTy Ta MIBUJKICTb IPOrpeCcyBaHHS MaIIEHTIB 10

10 BYOJIETEHD HALIIOHAJIBHOI'O KAHIIEP-PEECTPY YKPATHU Ne 24

1 Ientp MeauuHoi craTHcTUKH, Gopma Ne7 "3BiT Po 3aXBOPIOBAHHS Ha 3MOAKICHI HOBOYTBOpEHH: 32 2021"

12 http://ncru.inf.ua/

13 United Nations, Department of Economic and Social Affairs, Population Division (2024)
https://population.un.org/dataportal/data/indicators/49/locations/804/start/1990/end/2030/table

4 World Economic Outlook (April 2025) https://www.imf.org/en/Publications/WEOQO/weo-database/2025/april

15 Rajkumar, S.V., Kumar, S., Lonial, S. et al. Smoldering multiple myeloma current treatment algorithms. Blood Cancer J. 12, 129 (2022).
https://doi.org/10.1038/s41408-022-00719-0

16 BMJ Best Practice, Multiple myeloma, Approach, Authors: Matthew M. Lei, Diana Cirstea, E. Bridget Kim, Noopur Raje, Updated: 16 Aug 2024,
https://bestpractice.bmj.com/topics/en-gb/179/management-approach

1 Yong K, Delforge M, Driessen C, et al. Multiple myeloma: patient outcomes in real-world practice. Br J Haematol. 2016; 175(2):252-
264. doi:10.1111/bjh.14213


http://www.ncru.inf.ua/publications/BULL_24/index.htm
http://medstat.gov.ua/ukr/statdanMMXIX.html
http://ncru.inf.ua/
https://population.un.org/dataportal/data/indicators/49/locations/804/start/1990/end/2030/table
https://population.un.org/dataportal/data/indicators/49/locations/804/start/1990/end/2030/table
https://www.imf.org/en/Publications/WEO/weo-database/2025/april
https://doi.org/10.1038/s41408-022-00719-0
https://doi.org/10.1038/s41408-022-00719-0
https://bestpractice.bmj.com/topics/en-gb/179/management-approach
https://bestpractice.bmj.com/topics/en-gb/179/management-approach
https://onlinelibrary.wiley.com/doi/10.1111/bjh.14213
https://onlinelibrary.wiley.com/doi/10.1111/bjh.14213

Japamymymab y cxnadi xombinosanoi mepanii 3 Oopme3omibom i OekcamemazoHom Ons NIKYBAHHS OOPOCIUX NAYIEHMIE 3
MHOJICUHHOIO MIENOMOIO, AKI ompumany wonaimenue oony ninito mepanii, 02.06.2026

HACTYITHUX JIiHIA JIKyBaHHS. 3assBHUKOM TaKOX OYJIO 3a3Ha4eHO, IO B MEPIIOMY poIli moTpeda y
3asBJICHOMY JIIKAPCHKOMY 3ac001 Oyje OiIbINOI, OCKUIBKM BKJIIOYATHME MAIIEHTIB IMONEPEIHIX
POKIB, sIKi TOTPeOYIOTh 3aCTOCYBaHHS 3asiBJIICHOI 1HTEPBEHILi HE TUIBKM Ha APYTii, a i Ha TPETiH,
YeTBEPTi Ta I’ ATIH JIiHIT JiKyBaHHs. TakoX, MOYMHAIOYH 3 IPYroro poKy, MOTpedy CKIaIaTUMYTh
MAIi€HTH, SKi TOTpeOyBaTUMYTh APYTY JIHIIO Tepamii, OCKUIbKH MAaIli€HTH, 3aXBOPIOBAHHS SKHX
MIPOrpecyBalio MpHU 3aCTOCYBaHHI AapaTyMymaly B MepUIOMY polli, He OyAyTh OTPUMYBATH HOTO B
HACTYITHOMY DOII.

Takum YMHOM, BINNOBIZHO JO PO3PaxXyHKIB 3asBHUKA KIUIbKICTh MAIIE€HTIB, IO
noTpeOyBaTUMYTh 3asABICHHH JIIKapchKuii 3aci0, ctanoBiaTh 502 nmarientu y 2025 poui, 305 —y 2026
pori, 323 —y 2027 porti, 326 — y 2028 pori Ta 326 — y 2029 porti.

ITio uac npoeedenHs excnepmusu YNOBHOBANCEHUL OpP2aAH 3 O0ePAHCABHOI OYIHKU MeOUUHUX
MexHON02Il (0ali — YNOBHOBAICEHULL OP2aH) NPO8ie Bepuikayito OAHUX WoO0 PO3PAXYHKY nompedu
8 3A51681€HOMY JIIKAPCbKOMY 3aco0i (Oani — JI3) ma 3a3nauae nacmynme.

Ynoenosaoicenuii opean 36epmyscs 0o cneyianicmis 3akiaodié 0XOpoHU 300p08’s 3 Memoro
aHanizy 4acmKu NAYieHmMie 3 MHONCUHHOIO MIEOMOIO, SKI OMPUMYBAIU HA NePULill TIHIT 1eHani0oMio-
emicui cxemu ma ecmanosug nacmynmue. 3a oanumu ¢axieyie KII “Ilonmascvka obnracua kuiniuna
nikapusi im. M.B. Ckrigpocogpcoroeo Ilonmascwvkoi obnacnoi paou” ma KHII “Micvka xainiuna
nikapus Ne4” J[ninponempoecvkoi micokoi paou 90% nayienmie ompumyroms 1eHANi00MIO-8MICHI
cxemu 'y nepwiu ninii mepanii, cneyianicmu KHII “Kniniunuii yenmp oukonocii, eemamonocii,
mpancniaumonozii ma nariamusHnoi oonomoeu Yepkacwvkoi ooaacnoi paou”, J[HII “Hayionanvnuii
incmumym paxy” ma Y “Incmumym namonoeii kposi ma mpauncgysitinoi meouyunu’ HAMH
Vrpainu 3a3nauunu, wo yacmrka maxux nayicumie cmanosums 80%. A 3a oanumu ¢axisyie KII
“Pignencvka obnacua kniniuna nikapus im. FOpis Cementoka”’, Binnuyvka obnacna kuiniuna aikaphs
im. M.ILIupocosa, KHII “KMKJI Ne7” i KHII “O6nacna kniniuna nikapus leano-@pankiscokoi
obaachoi paou” 8i0cOmMoK nayicHmis, AKi OMPUMAIU NeHANI0OMIO-6MICHI cXemMu Wo0O0 NiKY8AHHS
MHOMACUHHOT mienomu, eapioombcs y medxcax 50%-70%. Tomy suxopucmaHnus 3as16HUKOM YACMKU
nayienmis, sKi nonepeoHbO OMpPUMYBAIU NeHATI0oMIO 70% € nPUHAMHUM.

Ocxkinoku noyunarouu 3 2022 poxy 6 bionemeni HKPY ne nybnikyromvca Oani w000
3axeopiosanocmi na 100 mucau HacenenHs, BUKOPUCMAHHA CEPEOHbO20 3HAYEHHS U000
saxeoprosanocmi 3a 2017-2021 poxu npu po3paxyukax nompeou 3a 8i0Cymnocmi Oi1bil akmyaibHUux
oiyiinux 0aHUX € NPUUHAMHUM.

3asenuxom He 6y10 8paxosano noxkazHuxk nowuperocmi sa danumu HKPY. I1ioxio 3aa6Huka
w000 8pAXYBAHHS )Y NEPULOMY POYI NAYIEHMIE NONEPEeOHIX POKI8, AKI Nompebdyromb 3aCmMoCy8aHHs
3as61eHoi IHmepeeHyii Ha Opyeiti ma HACMYNHUX NIHIAX NIKY8AHHSA, 3 NOOANLWUM BPAXYBAHHAM Y
Opy20My ma HACMYNHUX POKAX NPOSHO3Y8AHHA KIIbKOCMI nayicHmis, AKi nompebyeamumyms
3as61eHy iHmepeenyilo Ha Opyeill iHii mepanii € 0ONyCmMuUMUM.

B moti orce uac, y pospaxynkax 3aa8HuKa KoJiCHe NPocpecys8anHs pakmuiHo npUpieHIOEMbCsl 00
nepexooy Ha nacmynHy JaiHito mepanii. OOnak GiONo8iOHO 00 pe3yIbmamié NpoeedeHo20
VNOBHOBANCEHUM OP2AHOM ONUMYBAHHS KIIHIYHUX (DaXieyis y pealbHill KIIHIYHIU NPAKMUYi MOXCIUBE
NOBMOpHE 3ACMOCYB8AHHSA NONEPEeOHIX CXeM JIKY8AHHA 34 HASAGHOCMI 8i0N0GIOI, W0 GNIUBAE HA
PO3PAxyHOK nompeou 6 0apamymymaoi OJis IKYBAHHS 8 NOOANbUUUX POKAX NPOSHO3).

Taxum wuHoM, 36adicaroyu Ha 0coOIUBOCMI nepedicy Ma NIKY8AHH MHONCUHHOI MiETOMU, NIOXIO
3aA6HUKA OO0 PO3PAXYHKY € OONYCIMUMUM, Alle He MAE BUKIIOYAMU MONCIUBOCMI 3ACMOCYBAHHS
oapamymymady y komoinayii 3 6opme3zomioom ma 0excamemaszoHom 3 Opy2020 PoKy V NAYicHMmIs,
Wo nonepeonbo GUKOPUCMOBYBAIU Oibule HIDC OOHY JNIHII0 mepanii, wo 6i0nosioac 3asA6/eHill
yinvosiu nonyaayii. Omoice, KibKicmb nayieHmis, wo nompedy8amumyms 3aCmoCy8aHHs 3AA6/1eH020
JIKAPCbKo20 3ac00y 8 peanvHill KUIHIYHIU npakmuyi 8 YKpaini modice 8iOpi3HAmMUCS 610 NPOSHO3Y
3aA6HUKA, MOMY PO3PAXOBAHA 3ASAGHUKOM NOMPeba € OPIEHMOBHOIO.
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2) naHi MO0 AOCTOBIPHOCTI pe3yJbTATiB NMOPiBHSVIBHOI KJIiHIYHOI eeKTHBHOCTI Ta
0e3MeKHu 3asiBJIEHOT0 JIiKapcbKoro 3aco0y. Onuc (nmpeacraBjieHHs) 3a3HAYEHUX Pe3yJbTaTiB

BignosigHo 10 iHpoOpMaLii B JOCKE MIOA0 3asSBIEHOTO JIKAPChKOTO 3ac00y BUBYAINCS:

Honyasiuisi (P, population): mopocni mamieHTH 3 MHOXHHHOIO MI€JOMOIO, SIKI OTPUMAIH
[IOHAMEHIIIEe OJIHY JIIHIIO Teparii.

Brpyuanns (I, intervention): maparymyma0 y ckiaai KoMOiHOBaHOI Tepaiiii 3 6opTe30MiOoM
1 IeKCaMeTa30HOM.

Kommnaparopu (C, comparators): mnomMamigomin y CKiIaai KOMOIHOBaHOI Teparmii i3
O0opTe30MiOOM Ta AeKcaMeTa30HOM; OOpTe30Mi0 y CKJIa/li KOMOIHOBAHOI Teparii i3 JeKcaMeTa30HOM.

Kinnesi Touku (O, outcomes): BmkuBaHicTh 0€3 porpecyBanns (progression-free survival,
PFS), 3aransna BuwkuBanicTh (overall survival, OS), skicTh KUTTS, OB’ s13aHa 31 30POB’SIM (aHTIL.
health-related quality of life, HRQoL), cepiio3ui mo6iuHi peaxiii.

[Tpu oOrpyHTyBaHHI BHOOPY CXEMH MOMaioMiay i3 OopTe30MiOOM Ta JEKCaMETa30HOM B
SIKOCTI KOMIIapaTopa 3asiBHUKOM 3a3HAYEHO HACTYITHE:

- 3rifHo 3 pexoMeHpaanismMu CraHmapTy Menu4Hol aonoMorn «MHOXMHHA Mi€jgoMa Ta
3MIOSIKICHI TMJIa3MOKJIITHHHI HOBOYTBOPEHHS», 3aTBepkeHoro HakazoM MO3 Bin 24 BepecHs 2025
poky Ne 1476 (mami — CtaHmapT MEIUYHOI JOITOMOTH), TIAIIIEHTH 3 PEIUANBOM a00 pedpakTepHUM
nepediroM MHOXUHHOI MIETOMH 3/iIHCHIOIOTH JIIKYBAaHHS 32 CXeMaMU, HaBEJICHUMH y IOAATKY 8 10
nporo CtaHmapTy, IO BiAIOBIJa€ Cy4aCHUM MDKHApPOJHHM CTaHIApTaM JIIKYBaHHS, Ha SIKi TAKOX
OMMPAIOTHCS JIiKapi y CBOIH MPaKTHUIll 3TAHO 13 MPOBEACHOTO ONUTYBAHHS KIIIHIYHUX EKCIIEPTiB,
30KpeMa pekomeHnanii HamioHanpHOI 3arajgbHOi OHKOJIOTIYHOI ~ Mepexi Ta E€BpOMEHCHKOTO
TOBAapUCTBA MEIUYHOT OHKOJIOT1;

- cepen HaBeIeHUX cxeM y aoaatky 8 mo CraHmapTy MEAMYHOI JOMOMOTH, 3asBHUKOM OYIIO
BHU3HAUEHO, 110 B YKpaiHi 3apeecTpoBaHO HACTYIHI JIIKapChKi 3aco0u: O6opTe3oMild, JeHamigoMif,
ikcazoMi0, kap¢in3omib, momMamioMmia, BEHETOKIAaKe, nukiodochamin, Ttamimomin, mendana,
OEHIaMyCTHH, TOKCOPYOIIMH, BIHKPUCTUH Ta LUCIUIATHH;

- 3 HaBEJICHHMX BHWIIE JIKAPCHKUX 3ac00iB BEHETOKJIAKC, HHKIOo(ocdamil, HUCIUIATHH Ta
OCHIaMyCTHH, HE MAlOTh BIAMOBITHOTO MOKAa3aHHS JI0 3aCTOCYBAaHHS Yy MAIlI€HTIB 13 MHOKHHHOIO
MI€JIOMOIO, SIKI OTpUMAaJId IOHAWMEHIIE OJIHY JIIHIIO JIKyBaHHS, a ikca3omiO 1 kapduizomiO He
BKJIFOYEHO /10 HaIlioHanabHOTo mepesniky OCHOBHHUX JIKapChKUX 3aCO0IB YM IMEPENiKy JIKapChKUX
3ac00iB, IO 3aKYMOBYIOTHCS 3a KOINTH JEPKAaBHOTO OIO/DKETY Ui BHKOHAHHS TIPOTpaM Ta
3NIIHCHEHHS LIEHTPATI30BaHUX 3aX0/IiB 3 OXOPOHH 3/10pOB’s;

- 32 pe3ylbTaTaMd IPOBEJCHOIO0 ONUTYBAHHSA KIIHIYHUX €KCHEpPTIB 3asiBHUKOM OYJ0
BCTaHOBJIEHO, [0 Ha MepuIii JiHil Tepamii BHUKOPUCTOBYIOTH KOMOiHalil0 OopTe3oMi0y 13
JICHAJIITOMIJIOM Ta JIEKCaMEeTa30HOM, a JPYrol0 HalOUIbII MOMIMPEHO0 KOMOIHAIIEK NepuIol JiHIT
Oyna tepamis 6opre3omiOoM i3 rukiIodochamiqom Ta gexcameTazoHoM. [laiieHTiB 3 MHOKUHHOIO
MIEJIOMOIO, SIKI OTpUMaJIM IIOHAMMEHIIE OJHY JIHIKO Tepamii, 3a3BUuYail MPUHHATO JIKYyBaTH
KOMOIHOBAHOIO Teparni€ero 31 3MIHOIO IIOHAHMEHIIE OJHOTO JIIKapChKOT o 3ac00y, MPH LIbOMY MOXYTb
3aCTOCOBYBAaTUCh Pi3HI KOMOiHAIli, BUOIp SIKUX MEPEBaXHO 3aJIEKHUTh Bl (AKTUYHOI HAIBHOCTI
JKapCchKHUX 3ac00iB, MPO L0 3a3HaumiId Maixke 70% KIIHIYHUX €KCHepTiB. BiAbIIICTh ONMUTaHUX
3asBHUKOM KJIIHIYHUX ekcrepTiB (90%) 3a3Ha4ymiiv, 110 BUKOPUCTOBYIOTH MOMATIIOMIJT Y CXeMax
Tepamnii MHOXMHHOI MI€IOMHM Yy NAIl€HTIB, SIKI OTpPUMANM IIOHAWMEHIIE OJHY JIHIIO Tepamii
(mepeBaxkHo y KoMmOiHamii 13 O60pTe3oMiOOM Ta JeKCaMeTa30HOM), a TaKOXK CXeMHU Tepamii 13
ukinodocdaminom (55%).

BpaxoByroun pe3ynbTaTd ONMUTYBAaHHS KIIHIYHMX EKCIEPTIB IMOJA0 pealbHOI KIIHIYHOL
MPAKTUKU JTIKyBaHHS MHOKUHHOI Mienomu, AaHi CTaHIapTy MEIUYHOI JOMOMOTH, MIXHAPOIHUX
pPEKOMEHIalliif Ta MIePCIEKTUBY JEPKaBH, SIK TJIATHUKA, B SKOCT1 TEXHOJIOT1T TOPIBHSHHS 3asIBHUKOM
Oyno oOpaHO KOMOIHOBaHY Teparmito 60pTe30MiOOM 13 TOMATiAOMIIOM Ta AEKCAMETa30HOM.

Takox 101aTKOBOIO TEXHOJIOTIEI0 TIOPIBHAHHS 3asIBHUKOM Ha 3aIIUT YIIOBHOBKEHOTO OPTraHy
Oyno o6paHo KOMOiIHOBaHy Teparnito 60pTe30MiOOM 13 JeKCaMeTa30HOM, OCKIIBKU JaHa KOMOIHAIIis
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BKJTI0YeHa 710 CTaHAapTy MEAUYHOI JJOTTIOMOT Y, € YACTUHOIO IOTOYHOI TPAKTUKH JIIKYBaHHS B Y KpaiHi
Ta 3aKYMOBYETHCS 32 KOIITU JEPKABHOTO OIOJIKETY.

Ynoenosasicenum opeanom nposedeno gepuhixayitinuii aHaniz 8i0n08IiOHO 00 peKOMeHOayill
Hacmanosu “Jlepocasna oyinka meouunux mexnonociu”’ CT-H MO3Y 42-9.1:23, 3ameepdicenoi
naxazom MO3 Ykpainu 6i0 06.10.2023 Ne 1741 (dani — Hacmanosa), wooo eubopy 8 skocmi
KoMnapamopy nomanioomioy y ckaadi KomOiHoéanoi mepanii i3 bopme3zomibom ma
0eKcamemasoHoM ma 6CMAHOBNIEHO HACMYNHe.

3eiono 3 pexomenoayiaimu Cmaunoapmy MeOUduHOi O0NOMO2U NOMANIOOMIO Y CKIAdi
KOMOIHOB8aHOT mepanii i3 6opme30omMiOOM ma 0eKcamemazoHoMm € OOHIEI 3 NPIOPUMEMHUX CXeM NPU
mepanii pauiuie 1iKO8AHOT MHOMCUHHOL Mienomu nicis 1-3 nonepedrix ninitl, 30Kpema npu Has8HOCMi
pedpaxkmeprocmi 00 1eHANI00MIOY.

JHixapcoxi 3acobu nomanioomio, 6opmesomio ma Oexcamemason exkaoueHi 0o Ilepeniky
JIKAPCOKUX 3aC00i8, MEOUHHUX BUPOOI8 Ma OONOMIJICHUX 3AC00i8 00 HUX, WO 3AKYNOBYIOMbCS HA
BUKOHAHHSL BIONOBIOHUX Y200 (002080pi8), YKIAOEHUX 0C000I0, YNOBHOBANCEHOK HA 30IUCHEHHS
3aKynigeib y cgpepi 0XopoHu 300p08’s Ol BUKOHAHHS NPOSPAM MA 30IUCHEHHSA YeHmPAli308aHUX
3ax00i8 3 0XOPOHU 300pP08 51, 3ameepodiceHo2o nocmarosoro KMY 6i0 7 6epesusn 2022 p. Ne 216 (oani
— Ilepenix).

B moii oice uwac, eapmo 3aysasicumu, wo 8ionogioHo 0o Memooduunux pexomenoayiu
NIIAHY8AHHA MA PO3PAXYHKY NOMPeOU Y OKpeMUx JiKapCoKux 3acooax Oas HiKY8aHHs OHKONO2IYHUX
ma OHKO2emMamoJlo2iyHux xeopux, 3ameepodicenux Hakasom MO3 Vkpainu 6io 20 nromoeo 2025 poky
No289 (0ani — Memoouuni pexomenoayii), npu ¢opmysanHi nompedu 6 JIiKAPCbKOMY 3Ac0o0i
nOMAanioomio Kpumepiem 8i0N0BIOHOCMI € me, W0 NAYIEHM OMPUMAs He MeHule 080X NONEePeoHix
mepaniu, BKIOYAIOYU JIKAPCOKUU 3aciO JeHanioomio ma aikapcbKuil 3acib b6opme3omio, ma
NPOOEMOHCMPYBA8 NPO2PEC)BAHHS 3AX60PIOBAHHA Ni0 Yac 0cCMaHHboi mepanii abo npomszom 60 ouis
nicisi Hei, moOmo nayicHmu mMaioms Oymu ped)pakmepHumu 00 OCMAHHLOI mepanii ma ModICymb
nompe0Oysamu JiKY8aHHA KOMOIHAYIAMU 3 NOMANIOOMIOOM 6dce Ha mpemill, uemeepmiu Yu
HAcmynuux JiHisAx mepanii. 32i0no 3 nynkmom 3 Memoouunux pekomeHnoayii 3a He8iON08IOHOCMI
o0Homy ma Oinvue Kpumepiie npusnauenHs e peKoMeHO008AHO 8pAXy8anHs Nompeobu nayicHmia y
nomanioomioi. Ipu ypbomy, yinboeor nonyiayicro 0 3as61eH020 JIKaAPCbKo20 3acody oapamymymad
y KomMOIHayii 3 6opme30mMiboM ma 0ekcamemazoHom € 00POCi NAYIEHMU 3 MHONCUHHOIO MIENOMOIO,
AKI ompumanyu WoHatMeHue 00HY JNIHII0 mepanii, moomo MoxCyms 3acmocysamu iHmepeeHyiro 3
Opyeoi niHii mepanii.

Taxooic 8i0n06iIOHO 00 OAHUX MAPKEMUH208020 AHANI3Y PUHKY, NPOBEOEHO20 YHOBHOBANCEHUM
OpP2aHOM, 3a OaHuMu cucmemu Oocuiodcenus punxy PharmXplorer y 2024 poyi 6 cocnimanvromy
ceameHmi Oy10 3aKynjieHo 6cbo2o 17 724 euznauenux 0obosux 003 (DDD) nomanioomioy, wo oae
3mMoey 3abe3neuumu nompeby y oanomy Jnikapcokomy 3acobi auwe 73 ocobam (14,5% 6io
PO3PAxo8aHoi 3as16HUKOM nompedbu y nepuiomy poyi), a ¢ 2025 poyi — 15 400 DDD, wo dae 3mocy
3abe3neuumu nompedy y 0aHomy Jmaikapcvkomy 3acobi 63 ocobam (12,6% eio0 pospaxosanoi
3AA6HUKOM NOMPeOU y Nepuiomy poyi).

3a pesynbmamamu onumysanHsa KIiHiYHUX ¢haxieyie Oy10 6CMAHOBIEHO, WO NOMALIOOMIO Y
KOoMOIHayii 3 Oopme3omMioomM ma O0eKcamemasoHOM 3AaCMOCO8YEMbCSA 3d KOWMU O0epHCABHO20
O10001cemy nicia nepuwtoi MiHil y pasi peyuousy abo y pasi peppaxmepHocmi 3a OGHUMU YOMUPLOX
3aknadie  oxopounu 300poe’sn (KII “llonmascvka obracna kniniuna aikapus im. M.B.
Cruighocoghcorozo Ilonmascvkoi obnacuoi paou”, KII “Pisnencorka 001acHa KIiHIYHA TIKAPHA iM.
IOpia Cementoxa” POP, KHII “Kuiscvka micoka xkniniyna nixapus Ne7”, KHII “O6aacua kniniuna
nikapus Ieano-Dpankiecvkoi obnackoi paou’) 3 pisHor yacmomoio 6i0 15-20% oo 50% eunaoxis.

B mou ace uac, ¢axisyi JJHII “Hayionanvnuu incmumym paxy” ma Binnuyvkoi obaachoi
Kainiunoi nikapui imeni M.IIlupozcosa 3asznauunu, wo oana cxema 3a6e3neyyemvcs 3a KOULMuU
0epatcasro2o 00dxcemy Ha mpemill ainii mepanii, mMoOOMo AKWO NAYIEHM OMPUMAE HE MeHue 2-X
nonepeoHix mepanii, BKIOYHO 3 JeHANI00MIOOM ma Oopme3oMiOOM mMa Mas NpocpecyB8aAHHs
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3aX60pI06anH Ni0 uac ocmawHvoi mepanii abo npomsiecom 60 Owie nicia wuei. @axieyi KHII
“Kniniunuii yeump OHKONOCI, 2eMamonocii, MpaHCnAaHmMoN02ii ma naiamueHoi 0onomou
Yepracvkoi obaachoi paou” iomimunu, wo nomanioomio y KomOiHayii 3 6opmeszomioom ma
0eKCamMemasoHOM 3ACMOCOBYEMBCA Y paA3l HAABHOCMI NOMANIOOMIOY V 3aK1aodi, a 8i0N08IOHO 00
oanux 6i0 KHII “Miceka kniniuna nikapus Ned” Juinpoecvkoi micvkoi paou nompeba 8
3ACMOCYB8AHHI 3A3HAYEHOI KOMOIHayii Ha Opyeitl ma HACMYNHUX JAiHiax nikysauus cknadae 8-10
nayieHmie Ha pix, nPu Ybomy NAYIEHMU OAHO20 3aKIA0Y He OMPUMYIONb HOMATIOOMIO 30 OePAHCABHULL
KOwim.

Bapmo siomimumu, wo xniniuni axieyi Binnuyvkoi 00racnoi kuiHiuHOi niKapHi imeni
M.1I1upocosa 3a3Hayunu, wo npu HACMAHHI peyuougy uepes NoHao 6 MicAyié nicis 00CACHEHHs
pemicii Modiciuee 3acmocy8ants nonepedHix cxem. 3a Odanumu axieyie JHII “HayionanoHuil
iHcmumym paxy” eubip cxem y pasi peyuousy ma pe@pakmepHocmi 3aiedxicums 8i0 nonepeoHvoi
mepanii ma uacy JAiKYBAHHA, MOJCIUBE MAKONC 3ACMOCYBAHHA NOOBIUHUX CXeM, 30Kpema
bopmeszomiby abo nenanioomioy y komoinayii 3 dexcamemaszornom. Paxieyi KHII “Micvka xniniuna
nikapusa Ne4” JIninposcbkoi MicbKoi paou 3a3Haqunu, wo 3a KOWmu 0epicagHo2o 0100xcemy y pasi
peyuousy ma pe@dpakmepHocmi UKOPUCTIOBYIOMb MAAi00MI0 abo 60pme30Mib 3 0eKcamemazoHoM,
JIeHANIOOMIO 3 0eKCAMEMA30HOM.

Omoice, 38axcarouu Ha HegeIuKUll 00 €M 3aKynieni nomanioomioy, oomescents Memoouunux
pexkomeHoayiti ma ocodOIUB0CMi 8e0eHHs NAYIEHMIB 13 MHONCUHHOW MIEIOMOIO, NIKY8AHHS AKUX €
IHOUBIOYANbHUM MA 3aledcumyv 8i0 NOnepeoHix NiHill mepanii, HAsA6HOCMI pehpakmepHocmi 00
JIKAPCObKUX 3ac00i8, Wo 3acmoco8y8anucs paniue, ma iHuux paxmopis (8iK, HAAGHICMb CYNYMHIX
3aX680PI06AHL), YNOBHOBANCEHULl OP2aH 88aJICAE OLNbUL PeleGaAHMHUM KOMNAPAMOPOM V' OAHOMY
BUNAOKY KOMOIHayio 6opme30omidy 3 0eKcamemazoHoM, NOPIBHAHHSL 3 AKOI0 0)10 HAOAHO 3ASABHUKOM
Ha 3anUm YNOBHOBANCEHO20 OP2aH) .

IlJooo kombinayii nomanioomioy 3 0Oopme3omiOOM ma OeKCaMemazoHoOM, 6pPaxX08yIuu
pexomenoayii Cmanoapmy meouuyHoi O0onomozu, O0avi ompumawi 6i0 KIIHIYHUX ¢haxieyie, ma
HaseHicMb MiKapcvKux 3acobis y Ilepeniky, YNOGHOBANCEHUM OP2AHOM MAKONC PO3NAHYMO CXEMY
noManioomio y Kkombinayii 3 6opme3omibom ma O0excamemasoHoM, K KOMNapamop, OJis aHdli3y
NOPIBHANbHOI KIHIYHOT edhekmuenocmi, 6e3neku ma eKOHOMIYHOI OOYLTbHOCHI.

Indopmanis mono kaiHiYHOI eeKTUBHOCTI 3asIBJICHOT0 JIKaPCHhKOI0 3ac00y, 10 HAJaHA
B 10Ch€

3a pesydabTaTamMu TONIYKY 3asBHUKOM OyJO 3HAWJIEHO €AMHE TMpsME TOPIBHAJIbHE
paH/I0Mi30BaHe KOHTPOJIbOBAHE JAOCIIIKEHHS, B IKOMY MTOPIBHIOBAIM JlapaTyMyMal y KOMOIHaI1 13
60opTe30mMiOOM Ta JeKcaMeTa30HOM 13 KOMOiHalier 60pTe3oMiOy Ta JeKcaMeTa30Hy Y Malli€HTIB 3
MHOKHHHOIO Mi€JIOMOO, SIKi OTPHMAJTH IOHAMEeHIIe OHY JiHito Teparii — mocmimkeras CASTOR
(NCT02136134), pe3ynsTaTu SKOro mpejcTaBieHi y Tphox mybmikamisx (Palumbo et al., 2016,
Mateos et al., 2020*°, Sonneveld et al., 2023%°).

HocnipkenHss CASTOR e 6aratoneHTpoBUM, paHI0Mi30BaHUM, KOHTPOJILOBAHUM, BIIKPUTUM
JOCITIDKEHHAM 3 (a3u.

[NarienTH Manu MpaBoO Ha y4acTh Y JTOCIHIIKEHHI, SKIIO BOHU OTPUMYBAIIU MPUHAWMHI OJHY
MOTIEPEHIO JIIHIIO Teparnii MHOKMHHOI MI€JIOMHU, MaJld IPUHAWMHI YaCTKOBY BIJIIOB1/Ib Ha OJIHY 200
KiJIbKa MOMepeHIX Tepariid 1 MaJli JOKYMEHTAIBHO MiATBEpKeHE MPOTPECYBAHHS 3aXBOPIOBAHHS
BIJIMOBIAHO 10 KputepiiB MixkHaponHoi pobouoi rpynu 3 mieaomu (The International Myeloma
Working Group, IMWG) mix yac abo miciis 3aBepIieHHs] OCTAHHBOTO PEKUMY JIIKYBaHHS.

®palumbo A, Chanan-Khan A, Weisel K, et al. Daratumumab, Bortezomib, and Dexamethasone for Multiple Myeloma. N Engl J Med.
2016;375(8):754-766. doi:10.1056/NEJM0al1606038 https://pubmed.ncbi.nlm.nih.gov/27557302/

¥Mateos MV, Sonneveld P, Hungria V, et al. Daratumumab, Bortezomib, and Dexamethasone Versus Bortezomib and Dexamethasone in Patients With
Previously Treated Multiple Myeloma: Three-year Follow-up of CASTOR. Clin Lymphoma Myeloma Leuk. 2020;20(8):509-518.
doi:10.1016/j.clmI.2019.09.623 https://pubmed.ncbi.nim.nih.gov/32482541/

230nneveld P, Chanan-Khan A, Weisel K, et al. Overall Survival With Daratumumab, Bortezomib, and Dexamethasone in Previously Treated Multiple
Myeloma (CASTOR): A Randomized, Open-Label, Phase Il Trial. J Clin Oncol. 2023;41(8):1600-1609. do0i:10.1200/JC0O.21.02734;
https://pubmed.ncbi.nIm.nih.gov/36413710/
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KiTio40BMME KPHTEPisiIMH BHKJIIOUEHHsI Oyii: KinbKicTh Heiftpodinie 1000 a6o menmte/Mm?,
piBeHb reMornobiny 7,5 T abo MeHIIe Ha ACHHIITP, KiIbKiCTh TpoMOOIMTiB MeHIe 75 000/mm2,
KiipeHc kpeartuHiny 20 mim abo MeHIIe Ha XBMIMHY Ha 1,73 M? muomi ImoBepxHi Tina, piBeHb
anma"iHamiHoTpaHcdepasu abo acmaprataMmiHoTpaHcdepasn B 2,5 4 Oiiblne pas3iB MEPEBHUIIYE
BEPXHIO MEXY HOPMAaIBHOIO Jlialla3oHy, a piBeHb OuTipyOiHy B 1,5 ab0 Oinmblie pasiB MepeBHINYE
BEPXHIO MEKY HOPMAIILHOTO Aiarna3oHy. KpiM Toro, mamieHTH OyJid BUKIIIOYEHI, SIKIIIO BOHU MajH
3aXBOPIOBAHHSI, PE3UCTEHTHE 0 O0opTe30Mily, a00 SIKIIO BOHH MaJld HENPUHHATHI MOO1UHI eheKTn
Big 60pTe30Mi0y; SKIIO BOHH MaJIM 3aXBOPIOBAHHS, sIKE OYyJ10 pedpakTEpHUM JI0 1HIIOrO 1HTIOiTOpa
nmporeacoMu, abo SKIO0 BOHU Malu NepudepudHy HEWpomariio Ipyroro abo BHUIIE CTYMEHsS a0o
HEBpPONATUYHUH O1Ib.

[MamienTn Oynmu paHAOMI30BaHI y CHIBBiIHOIIEHHI 1:1 ais oTpuMaHHS napaTymymady B
koMOiHarii 3 6opTe3omMiOOM 1 JekcaMeTa3oHOM (rpyra napaTymymaly) abo TUIbku OopTe3omMily i
JeKcaMeTa30Hy (KOHTPOJIbHA TpyIa).

Bci namientn orpumyBanu g0 8 nukime (21 AeHb Ha IUKIT) O0pTE30Mi0y Ta JAEKCaMETa30HY.
BopTe30mi6 BBOAMIN MiAmKipHO B 1031 1,3 Mr/mM? y ami 1, 4, 8 Ta 11 nuxiis 1-8, a rekcameTa3on
BBO/IIJIN TIEpOpaIbHO a00 BHYTPIITHROBEHHO Yy 1031 20 Mry ani 1, 2,4, 5, 8,9, 11 Ta 12 i3 3aransHor0
no3oto 160 mr Ha uki. Jlo3y aexcameTazoHy MoHa 0yi10 3MeHIIUTH 10 20 Mr OAMH pa3 Ha TUXK/IEHb
JUTSI TIAIIIEHTIB BIKOM IOHA 75 pOKIB, JIJIs TAIIEHTIB 3 1HIEKCOM MAacH Tijla MeHIIe Hix 18,5, abo ms
MAIieHTiB, SKI paHille Majld HENPUUHATHI 1MOOiYHI peakuii, TOB’s3aHI 3 Tepamiero
TIIIOKOKOpTUKoinamu. [lamieHtam, paHAOMI30BaHMM O Tpynu jaaparymymaly, BBOJIMIIN
napatymymal y 1031 16 MI/Kr BHYTPIIHBOBEHHO OJIUH pa3 Ha THXIEHb (1, 8 1 15) mpoTsrom mukimis
1-3, motim pa3 Ha 3 TwxkHi (y JeHb 1) mpOTAroM LUKIIB 4—8, a TOTIM pa3 Ha 4 THUXKHI, TOKU MAIiEHT
HE BIJKIMKaB CBOIO 3T0Jy, HE HACTaJO TNPOTPECYBaHHS 3aXBOPIOBaHHA a00 HE PO3BHHYIHUCS
HENpPUIHATHI TOKCHYHI moOiyHi peakuii. [lamienTn B rpymi gapatymymaly 3a HEOOXiJIHOCTI
OTpPUMYBAJIM JIIKAPChKI 3aco0u 10 abo micns iH]y3iid maparymymaldy aisi KOHTPOJIIO peaxiii,
OB’ sI3aHUX 3 1HPY3i€H0.

IlepBUHHOIO KiHIIEBOIO TOYKOI AociipKkeHHs Oyna PFS, sika BU3Havanmacs sk 4ac Bif JaTH
paHaoMizallii 10 JaTH TPOrpecyBaHHs 3aXBOPIOBaHHS 00 cMepTi. BTopuHHUME KIHIIEBUMH TOYKaMU
nociipkeHHs Oymu OS, yac 10 mporpecyBaHHs 3aXBOPIOBAHHS, 3arajibHa 4acToTa BIAMOBIAI Ha
JMKyBaHHS, YacTKa TAIlI€HTIB, SKI JOCATIH JyXK€ XOpOIIOi YacTKOBOI BiAMOBiAiI abo Kpamioi,
TPUBAJICTh BIAMOBIAI, Yac JO HACTaHHS BIAMOBiAI, MiHIMaJgbHA 3aJIMIIKOBAa XBOpoOa Ta mpodisib
6e3neku. J[omaTkoBoO Takok BH3HAYajIach AKICTh *KUTTS 3a mkaior EORTC QLQ-C30 ta EQ-5D-
5L.

Bceboro no rpynu paparymyma0y O0yso BkiIroueHo 251 marieHt, a 10 Tpynu KOHTpouto — 247
nanieHTiB. IlamienT B rpynax mopiBHSHHS Oy/lM CIIBCTaBHUMHM 32 0a30BUMM XapaKTEPUCTUKAMHU.
ba3oBi xapakTepuCTUKY NAI[IEHTIB HABEIEHO B TaONHUIIl 2 HIKYE.

Tabauus 2. ba3oi xapakTepUCTUKU NaIli€HTIB, BKIIOUeHUX y gociipkeHHss CASTOR

Xapakrepucruka I'pyna DVd, n=251 I'pyna Vd, n=247
Bik (Mejiana, giana3oH), poku 64 (30-88) 64 (33-85)
CraniroBanus 3a ISS
- Icranis 98 (39,0%) 96 (38,9%)
- I cranmis 94 (37,5%) 100 (40,5%)
- Il cranis 59 (23,5%) 51 (20,6%)
KinpkicTs momnepenHix JiHii Tepamii:
- MepiaHa (Jiana3oH) 2 (1-9) 2 (1-10)
-1 122 (48,6%) 113 (45,7%)
-2 70 (27,9%) 74 (30,0%)
-3 37 (14,7%) 32 (13,0%)
- >3 22 (8,8%) 28 (11,3%)
[Tonepenns Tepamis iHribiTOpaMu MpoTeacom 169 (67,3%) 172 (69,6%)
[onepenns tepanis imyHoMoaymoounmu JI3 179 (71,3%) 198 (80,2%)
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Iomepennss  Tepamis  iHribitopoM  mporeacoM  Ta 112 (44,6%) 129 (52,2%)
iMyHOMOAymorounM JI3
PedpakTepHiCTh 10 OCTAaHHBOI JIiHiT Teparii 76 (30,3%) 85 (34,4%)

ISS — Mixkunaponna cucrema cramiooBanns; DVdA — mapatymymadb y komOiHamii 3 Gopre3omiOoM Ta

nekcameTa3zoHoM; Vd — 6opre3omil Ta gekcaMeTas3oH.

[Ticns Mmemianu croctepekennst 7,4 wicsmi, memiana PFS ne Oyma nmocsrayra y rpymi
napatymymaly Ta crtaHosmia 7,2 micsis (95% CI 6,2—7,9) y kouTposnbhii rpymni (HR 0,39; 95% CI
0,28-0,53; p<0,001). ITicns memianu cnoctepexxenns 40 micsmiB, mexaiana PFS cranosuna 16,7
MICSIIB y Tpy1i naparymymaly npotu 7,1 micsmi y koutpounsHiid rpymi (HR 0,31; 95% C10,25-0,40;
p<0,0001). [ns migrpynu Maimi€eHTiB, K1 MOMEPEIHbO OTPUMAIIM TUIBKW OAHY JIIHIO JIIKyBaHHS
meniana PFS cranoBuiia 27,0 micsiiB y rpymi gaparymymady npoTH 7,9 Micsiii y KOHTPOJIbHIH rpy1i
(HR 0,22; 95% CI 0,15-0,32; p<0,0001).

[Tpu meniani cnoctepesxenHs 72,6 micsuiB 3aranoM nomepnu 148 (59,0%) i3 251 mamienra B
rpyni naparymymaly y kKombOiHamii 3 6opre3omiboM Ta nekcamerazoHoMm Ta 171 (69,2%) 13 247
MaIieHTiB y Tpyni 6opre3omidy Ta nekcamerazony. HR mist cMepti mpu 3acTocyBaHHI 3asiBICHOT
IHTepBeHIIii MOPIBHAHO 3 OOpTe30MiOOM Ta aekcamera3zoHoM craHoBuB 0,74 (95% CI 0,59-0,92;
p=0,0075). Meniana OS cranoBuna 49,6 micsuis (95% CI 42,2—62,3) y rpymi japatymymaly npoTH
38,5 micsauiB (95% CI 31,2-46,2) y KOHTpPOJIbHIN Tpymi. 3a JaHUMHU aHali3y MIATPYH MAali€HTIB,
HaOIpIMi mo3uTHBHUKM BB Ha OS MpoO 3aCTOCYBaHHI 3asBJICHOI IHTEPBEHIIIl MOPIBHSHO 3
O6opTe3oMiOOM Ta JEKCAMETa30HOM Malld TAIlleHTH, SKi MOMEepeAHbO MM TUIBKU OJHY JIHIIO
nikyBauHs (HR 0,56; 95% CI0,39-0,80). SIkicTh )XHUTTs 3a pe3ysibraTamMu onmuTyBaIbHUKIB EORTC
QLQ-C30 1 EQ-5D-5L mpoTarom CHOCTEpEKEHHS CTAaTHCTUYHO HE BIAPI3HsIACH Yy Tpynax
MOPIBHSTHHSL.

OckinpKH 3asiBHUKOM OyJI0 00paHO B SIKOCTI KOMIIapaTopa CXemy MoMaJIiioMia y KomMoiHamii
3 0opTe30MiOOM Ta JeKcaMeTa30HOM, HUM OYIJIO IPOBEICHO MOIIYK SIK IEPBUHHUX, TaK 1 BTOPUHHUX
JOKEpeNl Il OLIHKK TOPIBHSUIBHOI KJIIHIYHOT e(eKTUBHOCTI. Tak sSK NpsIMHX TOPIBHSIBHUX
paHJIOMI30BaHUX KIIHIYHHX JOCITIIKeHb, a TaKOX BTOPUHHUX JDKEpENl B pe3yibTari He Oyio
BUSIBJICHO, 3asgBHUKOM IIPOBEICHO IMOIIYK JOCITIIKEHb, SKI J03BOJIIOTH IPOBECTH HENpsMe
MOPIBHSIHHS MK 3asIBJICHOI0 1HTEPBEHIIEI0 Ta IMOMANIIOMIIOM Y KOMOiHaIii 13 6opTe3omiooM Ta
JileKcaMeTa30HoM, 1110 BiANOBiAae pekoMeHaaisiM Hactanosu.

VY pesynabrari Oysno ineHTH(}IKOBAHO IBa PaHIOMI30BaHI KOHTPOJIHOBAHI JOCITIKEHHS —
CASTOR momo moOpiBHAHHS 3asBIEHOT I1HTepBEHLIi 3 KoMOiHaliero Oopre3omiOy i3
nekcamerazonom (Palumbo et al., 2016, Mateos et al., 2020, Sonneveld et al., 2023), nani 3 skoro
npencrasieHi y BucHoBKy Buie, Ta OPTIMISMM mono mopiBHSHHS 00paHOTO 3assBHHKOM
KOMIapaTopa 3 KoMOiHamiero Gopre3omiOy i3 nekcamerasonom (Richardson et al., 2019%,
Richardson et al., 2025%), 110 103BOJIMIO 3aBHUKY CAMOCTiHHO MPOBECTH HEMpsME MOpPiBHAHHS
4yepe3 CHiIbHUN KOMITapaTop.

MeTo0510T14HY AKICTh BiIIOpaHUX PaHJOMI30BaHMX KOHTPOJIbOBAHUX JTOCIIIKEHb 3aIBHUKOM
Oy70 OIlIHEHO 3a JomoMmororo iHCTpymMeHTy RoB2. B pesynbrari mpoBeAeHOi OIIHKH SKOCTI
JocTiKeHb Oyno BU3HaueHo, mo oouasa gociimkeHHs CASTOR i OPTIMISMM matots HU3bKHIA
PHU3UK CHCTEMAaTHYHOI TTIOMHUJIKH.

Hocnimkennss OPTIMISMM Ttakox Oyno 6araTolieHTpOBUM, PaHIOMI30BaHUM, BIAKPUTHUM,
nociipkeHHsaM 3 dasu, sk 1 gocaimkeHHss CASTOR. Kpurepisimu BKJIIOYeHHS TAIi€HTIB Oyiu BIiK
BiJ 18 poKiB, BCTAHOBJIECHUH JiarHO3 MHOKMHHOI MienomHu, ctatyc ECOG 0-2; marieHT oTpuMyBaB
B1Jl OJHIET 10 TPHOX IMOMEPEAHIX CXEM JIIKYBaHHS (BKJIIOYAIOUM JBa a0o OuIbIe HUKIIB JIKYBaHHS

2 Richardson PG, Oriol A, Beksac M, et al. Pomalidomide, bortezomib, and dexamethasone for patients with relapsed or refractory multiple myeloma
previously treated with lenalidomide (OPTIMISMM): a randomised, open-label, phase 3 trial. Lancet Oncol. 2019;20(6):781-794. doi:10.1016/S1470-
2045(19)30152-4 https://pubmed.ncbi.nlm.nih.gov/31097405/

2 Richardson P, Beksa¢ M, Oriol A, et al. Pomalidomide, Bortezomib, and Dexamethasone Versus Bortezomib and Dexamethasone in Relapsed or
Refractory Multiple Myeloma: Final Survival and Subgroup Analyses From the OPTIMISMM Trial. Eur J Haematol. 2025;114(5):822-831.
doi:10.1111/ejh.14365 https://pubmed.ncbi.nlm.nih.gov/39777934/
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JICHAJIIIOM1/I0M) Ta MaB IPOTPeCyroue 3aXBOPIOBAHHS i1 yac a0o Micisi OCTAHHBOT CXEMHU JIIKYBaHHS.
[TamieHTH, PE3UCTEHTHI 10 JICHAIIIOMITY, BKIOYHO 3 TUMH, XTO OTPUMYBAB JICHAJIIOMIiJ] y CBOil
OCTaHHIU MOoTepeHii cxeMi, MOTu OyTH BKItoueHi. [lamienTn, ki oTpuMyBanu 6opTe3omMiod, Maan
paBo OpaTH y4yacTh y OCIIDKEHHI, SIKIIO Y HUX He OyJIO MPOrpecyruoro 3aXBOPIOBAHHS ITiJ] 4ac
mikyBaHHs 2060 mpoTsarom 60 IHIB Micis OCTAaHHBOT 03U CXEMH, 110 MICTHTh OopTe3omib. [larienTw,
y SIKMX MPOTpecyBaHHs BiAOyBajoch mij yac abo mpotsroM 60 mHIB micis mpuiioMy 60pTe30MiOy
OJIMH pa3 Ha THXJAEHb a00 MPH 3aCTOCYBAaHHI HIDKYOI 103U OOpTe30Mily, Maiu mpaBo OpaTH y4acTh
1 PO3TIIAIAIUCS SK TOMYJIAIIS MAIIEHTIB, PE3UCTEHTHUX 10 OOopTe30MiOy, Yy JTaHOMY JTOCIIIKECHHI.
Kpurtepiamu Buko4eHHst Oynu KiipeHc KpeaTuHiHy Hmxue 30 wur/xB, morpeba B miamisi,
HasBHICTh NepudeprUIHOi HelponaTii 3 cTyneHs abo Buie, a00 2 CTYyIeHs 3 00JIeM.

[Mamientn Oynu paHAoMizoBaHi y cmiBBiaHOIEHHI 1:1 U1 3acTocyBaHHS MOMAaiOMiny y
koMOiHaIii 3 6opTe30MiOOM Ta JieKcameTa30HOM abo OopTe30MiOy 3 JeKCaMEeTa30HOM.

VYci naienTy OTpUMYBAaJH JIIKYBaHHS UKJIaMU 110 21 JeHb 10 MporpecyBaHHs 3aXBOPIOBAaHHS
260 HeNpUIHATHOT ToKcH4HOCTi. BopTe3omi6 (1,3 Mr/mM? IIIomIi MoBepXHi Tila) CoYaTKy BBOIMIN
BHYTPIIIHFOBEHHO, TIOTIM a00 BHYTPIIIHHOBEHHO, a00 miamKipHo B aHi 1, 4, 8 1 11 3 mepmoro no
BoChbMUH MK 1 B AHI 1 1 8 meB'storo nukiy i nami. Jlekcamerazon (20 mr, sikmio Bik <75 poOKiB,
iHakmre 10 Mr) 3acTocoByBaiu nepopaibHo B AHi 1,2,4,5, 8,9, 111 12 3 mepuioro no BOCbMHIA IIMKIT
1B 1ui 1, 2, 819 ge'storo nukiy i gani. [lomanigomia 3acTocoByBaiu y 1031 4 M IepoOpajbHO Ha
1-14 nHI KOXHOTO LUKITY.

[lepBUHHOK KIHIICBOIO TOYKOIO jaociipkeHHs: Oyna PFS. BropuHHMMYU KiHIIEBUMH TOYKaMU
Oymu OS, TpUBaJIICTh BIAMOBI/AI HA JIKYBaHHS Ta podinb 6e3nexu. J101aTkoBO TaKoX BU3HAYAIACH
sKicTh KUTTsA 3a mkamoro EORTC QLQ-C30 ta EQ-5D-5L.

Jlo rpynu momaiiiomiay Oyio BkirodeHo 281 marieHTa, a g0 Tpynu KoHTpoito 278. ba3osi
nemorpadiuHi moka3HUKH Oynu 100pe 30anancoBaHi Mk rpynamu (Tadbnuus 3).

Tabauus 3. ba3oBi xapakTepuCcTUKH NMAIIE€HTIB, BKIOYeHHX y gocaimkenHs OPTIMISMM

Xapakrepucruka

I'pyna PVd, n=281

I'pyna Vd, n=278

Bix (MexiaHa, qiama3oH), poKu

67 (60-73)

68 (59-73)

CraniroBanus 3a ISS

- Icrazis 149 (53%) 138 (50%)
- Il cragis 85 (30%) 90 (32%)
- I craxis 47 (17%) 50 (18%)
KinbkicTh nmomnepenHix JiHii Teparii:
- MeniaHa 2(1-2) 2(1-2)
-1 111 (40%) 115 (41%)
-2 117 (42%) 104 (37%)
- >3 53 (19%) 59 (21%)
[Monepenust Teparisi iHriOITOpaMu MpoTEACOM
- Gopre3omibd 201 (72%) 203 (73%)
- kapdigsomio 8 (3%) 11 (4%)
- ikca3oMi0 9 (3%) 5 (2%)
IMonepe st Teparist JIEHAI JOMiI0M 281 (100%) 278 (100%)
Pedpakrepricts 10 iMyHOMOIyIAITOpHOT ~ Tepamil 200 (71%) 191 (69%)
(eHamigomin)
PedpakrepnicTs 110 iHri6iTOpiB ipoTeacoM (6opTe3omibd) 24 (9%) 32 (12%)
PedpakTepHiCTh 10 OCTAaHHBOI JiHIT Teparii 196 (70%) 184 (66%)

*OJIMH MAlLl€HT, 1110 OYB paHI0MI30BaHH 10 rpynu 00pTe30MiOy y KOMOIHAIIIT 3 IeKcaMeTa30HOM, OTPHUMYBaB
nornepeHbo OiblIe HiK 3 monepeaHi JiHiil Teparii.

ISS, International Staging System — MixkHaposHa cuctema cranitoBanss; PVd — momanizomin y komOiHamii 3
0opTe3oMiOoM Ta JiekcaMeTazoHoM; Vd — 6opTe30Mi0 Ta JeKcaMeTa30H.

Henpsime mopiBHAHHS MIX AapaTyMyMaOoM y KoMOiHallii 3 60pTe30MiOOM Ta IeKCaMeTa30HOM
Ta TIOMaJIiIOMIIOM Y KOMO1HaIii 3 60pTe30MiO0M Ta IeKcaMeTa30HOM OyJIO MPOBEJACHO 3asIBHUKOM
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3a meronoM byxepa (anrn. Bucher method). Sk 3a3Hauae 3asBHUK, LIl METOJ € CTaHAAPTHUM
AHATITUYHUM IT1IX0JIOM JUISl OI[IHIOBAHHS BiTHOCHOI €()eKTHBHOCTI B yMOBAaX, KOJIU BIJICYTHI IIpsMi
paHIOMi30BaHi JOCIIIKEHHS, 0 0e3M0oCcepeTHhO MOPIBHIOIOTH JBI TEXHOJIOTII, aje KOXKHA 13 HHUX
OyJa OKpeMO MOPIBHSHA 3 OJHUM CHIBHUM KOMIIapaToOpoM, Y TaHOMY BHUIIAJIKY — 3 60pTe30MiO0OM Y
KoMOiHamii 3 jgekcamera3oHoM. OOMEXKEHHSMH METOQy € UyTIHMBICTh J0 BiAMIHHOCTEH Yy
XapaKTEePUCTUKAX TAII€HTIB 1 JU3aifHI AOCTIHKeHHS, Yepe3 Mo MeTo] byxepa € meHI HagiitHuM
MOPIBHSHO 3 IPSMUM TOPIBHAHHSAM B paMKaX PaHJOMI30BaHUX KIIHIYHUX JOCIIIKEHb.

JHani, mo Oyay BUKOPUCTAaHI 3asBHUKOM JUIsl TPOBEICHHS HEMPSMOTO TOPIBHSHHSA Ta
PE3yNIbTaTH MOPIBHIILHOT KITIHIYHOT €)eKTUBHOCTI 3asBICHOTO JIIKAPCHKOTO 3ac00y Ta MOMIOMITY
y KOoMOiHaIIii 3 JeKcaMeTa30HOM IPEICTABJICHO HUKYE Y TabuIIi 4.

Tabauus 4. BxigHi maHi A HENpsSMOTO TOPIBHSHHSA Ta PE3YJIbTaTH IMOPIBHSJIBHOI KIIIHIYHOI
e(eKTUBHOCTI 3asBJICHOI IHTEPBEHIIlI Ta mMomaiigominy y KomOiHamii 3 OoprezomiOom Ta
JIeKCaMeTa30HOM, OTPUMaHi 3assBHUKOM

Kinnena Touka | Hocaipkenass CASTOR (DVd vs Vd) | Jocaigxenns OPTIMISMM (PVd vs Vd)

PFS HR 0,31 (95% CI, 0,25-0,40)* HR 0,56 (95% CI 0,46—0,68)§
p<0,0001 p<0,001

oS HR 0,74 (95% CI, 0,59-0,92)** HR 0,94 (95% CI 0,77—1,15)§
p=0,0075 p=0,571

Pe3yabTaT Henpsimoro nopiBHssHHs DVd vs PVd
PFS HR 0,55 (95% C10,41-0,75)
0S HR 0,79 (95% CI 0,58-1,06)

* meniana cnocrepesxkenns 40 micsiis (CASTOR, ny6uikaris Mateos et al., 2020)

**memiana criocrepexents 72,6 micsai (CASTOR, ny6amikaris Sonneveld et al., 2023)

Smeniana crnoctepeskenns 64,5 micanis (OPTIMISMM, ny6aikanis Richardson et al., 2025)

Cl, confidence interval — nosipumii inTepBan; HR, hazard ratio — BimHomenns pusukis; DVd — napatymymad
y KoMOiHarii 3 6oprezomiOoM Ta jaekcamerazoHoMm; PVd — momamnizomin y komOiHatii 3 6opTe3oMiOom Ta
nekcameTa3zoHoM; Vd — 6opre3omild Ta gekcaMeTaszoH.

[Tpu HempsiMOMY MOPIBHSHHI 3asBHUKOM BCTAHOBJIEHO, L0 3aCTOCYBaHHS JapaTymMymaly y
KoMOiHamii 3 Oopre3oMiOOM Ta JeKcaMeTa3oHOM 3HayHO mnokpamye PFS mnopiBHsSHO 3
MOMaiIOMiJIOM y KoMOiHawii 3 6opTe30MiOOM Ta AekcameTa3oHOM (Mpuban3Ho Ha 45% 3HUKYe
PHU3HK TporpecyBaHHs ab0 CMeEpTi), a TaKOX JAEMOHCTpye 3a oriHkor OS (mpubmusno Ha 21%
3HWXKYE PU3UK cMepTi), ane 95% JoBipuMii 1HTEpBal MEPETHHAE OJUHMIIIO, TOMY HOPIBHSIHHS
CTaTUCTHYHO HE3HAUMME.

3asBHUKOM OyIJIO OLIIHEHO HASsIBHICTH BIAMIHHOCTEH MiXK BHIIE3a3HAYECHUMH JIOCIIKEHHIMHU
Ta BCTAHOBJIEHO, 110 OCHOBHOIO BigMiHHICTIO nociixkeHb CASTOR ta OPTIMISMM 6yna
KUTBKICTD TAIIE€HTIB, SIK1 MOMEPEAHBO 3aCTOCOBYBaNIM JeHamiaoMia. Y gochimkeaHi OPTIMISMM
e O0yso OJHUM 3 00OB’SI3KOBUX KpUTEpiiB BKItOYeHHA, ToAl K B pociimkeHHi CASTOR rtakoro
000B’SI3KOBOTO KPHUTEPII0 BCTAHOBJIEHO HE OYyJI0, OTXKE B pe3yibTaTi JIMILE YaCTHHA MAIl€HTIB B
nocmigkenHi CASTOR oTpuMyBainy MOnepeaHIo TEpamilo JEHATiIOMIJOM. 3arajoM, KidbKiCTb
MAIIEHTIB, SKI OTPUMAJHU IOMNEPEIHIO Tepariio IMyHOMOAYIIOIYUMH JTIKapChbKUMHU 3aco0aMu B
nocmijpkenHi CASTOR cranoBuna 75,7%, 3 axux 32,9% Oynu pedpaktepHUMH 10 Tepamii
IMyHOMO1YJIFOFOYMMH JIIKapChbKUMHU 3aco0amMu. KiIbKicTh Mati€HTIB peppakTepHUX 10 JEHATIOMITY
B nociimkeHHi OPTIMISMM cranoBuna 71%. Y 3B’3Ky 3 HasBHOIO BiJIMIHHICTIO XapaKTePUCTHK
MAIIEHTIB MO0 KUIBKOCTI peppaKTepHUX Mall€HTIB A0 TEparii iIMyHOMOIYIIOI0UNMU JTIKaPCHbKUMU
3aco0amMM pe3ybTaTH HENPSIMOTO MOPIBHAHHSA NOBUHHI IHTEPIIPETYBATUCS 3 00EPEKHICTIO.
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TakuMm 4YMHOM, 32 BHCHOBKAaMH 3asBHHKA MPU TOPIBHSIHHI JapaTymMmyMmaly y KoMOiHamii i3
O00opTe30MiOOM Ta JIeKCaMeTa30HOM Ta KOMOIHOBAHOIO Tepari€ero 00pTe30MiO0OM Ta IeKCaMeTa30HOM
3a pe3ysbTaTaMu PaHI0Mi30BaHOTO KOHTpoIboBaHOTO AociikeHHs: CASTOR BcTaHOBIIEHO CYTTEBE
30UIBIICHHS SIK 3arajibHOi BYDKMBAHOCTI, TaK 1 BHKMBAHOCTI 0€3 MpPOrpecyBaHHS y MAIlEHTIB 13
MHOKHHHOIO MI€JIOMOIO, SIKi OTpUMAJIA IIOHAWMEHIIIe OJHY JIIHIIO JIIKYBaHHS. 32 JaHUMH aHAJI3y
MIACPYI MAai€HTiB, HAHOUTHIIMIA TO3UTUBHUN BIUTMB Ha 3arajibHy BHKMBAHICTh MaJU TAIIEHTH, SIK1
MOTIEPETHO Mali TUIBKM OJHY JIHIIO JIKyBaHHA. 3a pe3ylbTaTaMH HENPsIMOTO IOpPiBHSHHS,
3asBHUKOM OyJIO BCTAHOBJICHO, IIIO 3aCTOCYBaHHs JaparymyMmMaly y KoMOiHaiii i3 6opre3omiOoM i
JIEKCaMETa30HOM 301IbIIY€E 3arajbHy BHKHBAHICTh Ta BUKUBAHICTH 0€3 MPOrpeCcyBaHHs MOPIBHSHO
13 KOMOIHOBAHOIO TEPAITIEI0 TTOMAJTIIOMiZIOM 13 OOPTE30MiOOM Ta IeKCaMETa30HOM.

Indopmanis mono npogisiro de3nexku 3asBIEHOI0 JiKAPChKOro 3aco0y, 1110 NpeACTaBIeHA
y 10Ch€

Oninky nNOOIYHMX peakilii, 10 BHHUKAIOTH TPU 3aCTOCYBAHHI 3asBJICHOI IHTEPBEHI]
MOPIBHSAHO 13 TOMAJIIIOMiZOM Yy KOMOiHaIii 3 60pTe30MiOOM Ta JEeKCaMETa30HOM IIPE/ICTaBIICHO
3aBHUKOM 3a JaHUMH OKpeMux paHgoMmizoBaHux npociimkesb CASTOR 3 memianoro
cnioctepeskenns 72,6 micsuis (Sonneveld et al., 2023) ta OPTIMISMM 3 MemiaHo0 CIIOCTEPEIKEHHS
64,5 micauis (Richardson et al., 2025).

3a nanumu nocnimxenass CASTOR, cepito3ni mo6iuHi sSIBUIA, 1110 BUHUKIIH 1] Yac JIIKyBaHHS,
cnoctepiramucs y 134 (55,1%) mnamieHTiB, ski OoTpuMyBanu JapaTymymad y KomOiHamii 3
6opte3zomiOom Ta nekcamerasoHoMm, 1 y 81 (34,2%) marienta, siki oTpuMyBasid O6opTe3omid Ta
JIeKCaMeTa30H; HaHMomMpeHimmmM cepe] Hux Oyna maesmoHis (10,7% 1 10,1% BignosigHo). YacTka
MAIIEHTIB 13 TOOIYHUMHU SBUILAMHU, SIKI TPU3BEIH O IPUIMHEHHS JTIKyBaHHS, 3aj1HIlIanacs HU3bKO
Ta MOAIOHOI0 MK TpylaMd MPOTATOM BCHOTO AOCHiKeHHs (Tpyma mapatymymady — 10,7%;
KOHTpoJbHA rpyna — 9,3%). JlikyBanus Oyno npunuHeHe yepes iHdekii y 7 (2,9%) naiieHnris y
rpymi gaparymymaoy ta 'y 5 (2,1%) narmieHTiB y KOHTPOJIBHIH Ipyi.

3a manmmu pociimkeHHs OPTIMISMM, cepito3Hi moOiyHi sBWINA, [0 BUHUKIM I Yac
JiKkyBaHHsA, cnoctepiramucst y 177 (63,7%) mamieHTtiB y Tpymi nmomaimioMminy y kKoMmOiHamii 3
6oprezomiOoM Ta JekcamerazoHoM Ta y 119 (44,1%) mnauieHTiB y rpymi OopTe3oMmiOy Ta
JIeKCaMETa30HY; MHEBMOHIS Oyia HaWMOMKUPEHIIIUM CEPHO3HUM MOOIYHUM SBULIEM 1 Tparuisiacs y
34 (12,2%) ta 17 (6,3%) mamientiB BignosiaHo. [ToGivyni peakii, 0 MpU3BEIN A0 MPUIHHEHHS
JikyBaHHS, BUHUKIN Y 92 (33,1%) marieHTiB y rpyni nomanijiomiay y KoMOiHaiii 3 6oprezomioom
Ta naekcamerazoHoM Ta y 53 (19,6%) mamieHTiB y rpymi OopTe3omiOy Ta JeKcaMmeTa3oHy;
HaW4acTIow Mo0IYHOI peakiiero Oyma mepudepudyna ceHcopna Hewpomatis (11,2% 1 8,1%
BIJIMTOBI/THO).

Jani mo0 HaO1IbII NOMMPEHNX MoOIYHUX peakuiid 3/4 cryneHto (>1%), 1110 BUHUKIM Mij
Yac JiKyBaHHS, HABEJIEHO B TaOMHIIi 5.

Tabauusa S. Hait6inem nommupeni nodiyni peakuii 3/4 crymnento (>1%), 1m0 BUHUKIM MiJ 4ac
JiKyBaHHS, 3a JanuMu gociipkerb CASTOR (Sonneveld et al., 2023) ta OPTIMISMM (Richardson
et al., 2025)

IMo6iuna peakuis CASTOR OPTIMISMM
DVd (n=234), % Vd (n=237), % PVd (n=278), % Vd (n=270), %
Hetitpornienis 13,6 4,6 47,1 8,9
Amnewmis 16,0 16,0 15,1 14,4
TpomOonuToneHIst 46,1 32,9 28,1 29,3
Jlimdonenis 10,3 2,5 - -
ITaeBmonis 10,7 10,1 12,2 6,3
Hiapes 41 1,3 7,9 3,7
Btoma 53 3,4 9,7 4.1
Iepudeprnuna ceHcopHa 45 6,8 8,3 4.4
HeBponaris
l'inepreHnsis 7,4 0,8 - -
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Tlepudeprunmii HaOPsIK 0,4 0 1,8 0,7
Iipekcis 2,1 1,3 2,2 0,7
3akpen 0 0,8 2,5 0,4
Binp y crimai 2,5 1,3 1,4 1,5
Aptpanris 1,6 0 - -
3aaumka 41 0,8 2,9 1,1
Besconns 0,8 1,3 1,8 0,7
Idexmis BepxHiX 2,5 0,4 1,4 1,1
IUXaJbHUX IIIAXIB

Bponxir 2,9 1,3 - -
Acrenis 0,8 2,1 - -

3asBHHUK 3a3Hayva€, MO0 OOMEKECHHSIMHU IOPIBHSUIBHOI OE€3MEeKH 3asBJICHOI IHTEPBEHINI Ta
noMaiiiomMiny y kKomOiHarii 3 60pTe30MiOOM Ta JeKCaMETa30HOM € TeTepOreHHICTh MOMYJISIii Y
nociipkeHHax CASTOR ta OPTIMISMM, pi3Ha KiIbKICTh TIOTIEPEIHIX JIiHIN Tepamii Ta MmamieHTiB
pedpakTepHUX 10 IMYHOMOIYJIOIOYHMX JIIKAPCHKUX 3aC00iB, a TaKOXK BIJIMIHHOCTI y TPUBAIOCTI
CIIOCTEPEeXKEHHSI Ta METOoJaxX OILIHKM MOOIYHUX peakiiil. BincyTHICTh NPSIMHUX JIOCHIIKEHb
YHEMOJKJIMBIIIO€ TOYHE TIOPIBHSHHSA MPO(DiTiB O€3MEKH, TOMY PE3yJIbTaTH MOPIBHIIEHOI O€3MEKH CITiJT
IHTEPIPETYBATH 3 00EPEKHICTIO.

3arasioM 3asBHUKOM OyJI0 BCTaHOBJICHO NPUHHATHHNA Tpodias Oe3neKd 3asBICHOTO
mikapcbkoro 3aco0y. OCHOBHUMH TOOIYHMMH peakuisMu Oyaud TPOMOOLIUTONEHIs, aHeMis,
HelTporeHis, aimdoreHis, nepudepruyHa CEHCOpHA HEUPOIIaTisl, MHEBMOHIS Ta AEsKi 1HIII.

Takosx BIAMOBIIHO O peKOMEHAAI HaBEACHUX B IHCTPYKLII AJI1 MEIUYHOTO 3aCTOCYBaHHS
JKapCchKOro 3aco0y AapaTyMmyMmal, 3assBHUKOM 3a3HAa4€HO, 110 HOTO0 BUKOPHCTAHHS MOTpeOyBaTHMe
MOHITOPUHTY CTaHy MallieHTa B MpOILECi JIKyBaHHS, OCKUIbKH JapaTymMymald MOKe CIPHUUYMHUTH
cepiio3Hi iH(Y3iiHI peakii, BKiItoYaoun anaginaktuyHi peakii. [IpoTsrom BBeAeHHS npenapaTy
HEOOXITHO KOHTPOJIOBAaTH CTaH TMAall€HTIB MIOA0 BHUHUKHEHHs 1H(Y3iiHuUX peakuid. Ilepen
3aCTOCYBAaHHSM JapaTymMyMaly TaIi€HTaM CIIiJl TIONepPeIHbO 3acTOCOBYBATH AaHTHTICTAMiHHI
mpernapaTH, >Kapo3HIKYBaJIbHI 3aCO0M Ta KOPTUKOCTEPOIAM, HI00 3HU3UTH PU3UK BUHUKHEHHS
1H(Y31HHUX peakii.

Vnoenosasicenuti  opean npogie eepugpikayitinutl aHaniz - NpPeocmagieHux  3asA6HUKOM
pe3yiomamis KliHiuHOI epexmusHocmi Oapamymymady y CcKiadi KombiHosanoi mepanii 3
bopme3omibom i OeKkcamemazoHoM HNOPIBHAHO 3 6OpMe30MiOOM Y KOMOIHayii 3 0eKcamemaszoHoOM
ma nopieHAHO 3 NOMAIOOMIOOM Y KOMOIHAYIi 3 6Opme30MiOOM ma 0eKcamema’oHoM ma 3a3Havac
Hacmynne.

1l]o0o nopiensanns 3as61eH0i iHmepeenyii 3 60pmMe30MiooM y KOMOIHAUII 3 OeKCaMemazoHom
npu eepuikayii NOWYKy YNOBHOBANCEHUM OP2AHOM He 0Y10 3HAUOEHO THUUX 00CAI0NHCeHb, AKI O
8I0N06I0AIU BU3HAUEeHOMY KIIHIYHOMY numaHnHio 3a cxemoro PICO. Jlocnioocenns CASTOR,
pe3yrbmamu K020 npeocmasieri y mpvox nyonikayisx (Palumbo et al., 2016, Mateos et al., 2020,
Sonneveld et al., 2023) cmanom Ha 0amy ni020mMo6KU BUCHOBKY € EOUHUM QOCAIOHNCEHHAM KIIHIYHOT
epexmuernocmi ma Oe3nexku oapamymymady y ckiadi Kombinosanoi mepanii 3 6bopmezomioom i
0eKCcamemasoHOM NOPIBHAHO 3 OOpmMe30MiOOM Y KOMOIHAYii 3 0eKxcamemasoHOM Y NAayieHmis 3
MHOJICUHHOIO MIENOMOI, SKI OMpUMAnu WoOHalMeHule OOHY JIiHII0 mepanii, wo 32i0H0 3
ClinicalTrials.gov € 3asepuwenum (NCT02136134)%.

Vnosnosasicenum opeanom nposedena OYiHKA MemOOO0N02IUHOI AKOCMI  OO0CHIONCEHHS
CASTOR, wo onucane y nyonixayiax Palumbo et al., 2016, Mateos et al., 2020, Sonneveld et al.,
2023 3a nucmom oyiHku w000 npogedenus Oepxcasnoi OMT na emani ¢haxosoi excnepmu3u
(0ooamok 2 Hacmarnosu). OcKinvku O00CHIONCEHHS MAN0 BIOKpUMUL OU3AUH, 34 pe3yabmamami
OYIHKU 6CIAHOBIEHO NPUUHAMHY MEeMOO0I02iUHY AKICMb.

Zhitps://clinicaltrials.gov/study/NCT02136134
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YV 0ocniooscenni CASTOR panoomizayis nayicHmie 3 MHONCUHHOIO MIELOMOIO, IKI OMPUMATU
woHaliMenule 0OHY NiHit0 mepanii, nposoouracs 3i cmpamugixayiero 3a cmadiamu ISS (I, 11, 111
cmaodii), Kinbkicmio nonepeouix ainit mepanii (1, 2, 3 abo 6invuwe 3) ma nonepeonim niKY8AHHAM
bopmeszomibom (max abo Hi).

3ei0n0 3 6azoeumu xapaxmepucmukamu nayienmis, exmouenux y oocuiodcennsi CASTOR,
ou3vko 60% nayicHmie nonepeoHbO OMpUMYBAIU AYMON0IUHY MPAHCNIAHMAYII0 2eMONOEMUYHUX
cmogbyposux kaimun (aymo-TI'CK). 3a Oanumu xniniunux ¢haxisyis, wo Oyiu ompumaui 3a
Pe3VIbmamams npo8e0eH020 YNOBHOBANCEHUM OP2AHOM ONUMYBAHHS, YACMKA NAYIEHMIE 3 nepuie
BCMAHOBIEHOI MHONICUHHOIW Mienomoro 6 Ykpaini, akum nposooumvcs TI'CK eapiroemovcsa midnc
3aK1a0amu 0XOpoHU 300pos’si ma ckaaoac 6io 15% oo 60%.

LlJo cmocyemubcs nonepedHb020 00C8i0Y NIKY8AHHS, 8APMO GIOMIMUMU, W0 32I0HO 3 0A308UMU
Xapakxmepucmuxamu exnrouenux nayicumis y oocniodcenus CASTOR mediana kinokocmi nonepeouix
JMHIU mepanii cmanosuna 2 (dianazon 6i0 1 0o 10). 3acanom 95,6% nayicumie y epyni
oapamymymady ma 90,7% y KOHMpPONbHIU 2pYni paHiule OMpuMy8dalu NiKY8aHHs ANKLIVIOUUMU
azenmamu, 065% ma 066% ionogiono — 6Gopmezomioom;, 70% ma 80% 6ionogiono —
IMYHOMOOYIOIYUMU TIKAPCOKUMU 3acodamu (Mmanioomioom ma 1eHanioomioom).

Bpaxoeytouu ompumani 6ionogioi i0 kniniunux ¢axisyie ma me, wo 8uuje3a3HA4eHi 1iKapCobKi
3acobu exnoueno 0o Ilepeniky nikapcvkux 3aco6is, wjo 3aKyno8yiomucs 3a KOUMU 0epiHca8HO20
010001cemy, MOJICHA 88axcamu, wo nonepeoHii 00cei0 JNIKY8AHHs NAYIEHMI6 ma UYacmoma
npogedenns TI'CK y 0ocniddiceni € HabaudCeHUMU 00 peanbHOoi KIiHIYHOI npakmuku 8 Ykpaini ma
8I0N06I0A€E YiNbosill NONYIAYIL.

Ha uac ananizy 3 medianoro cnocmepexcenns 40 micayie (Mateos et al., 2020) éci nayicnmu
000x epynax nikyeéamHsa 3asepuiunu 8 Yuxnuie NiKY8amHs OOpmMe30MiOOM ma OeKcamemazoHOM,
nepeobaueHux NpomoKoIoM, AaO0 NPUNUHUIU OOCHIONCY8aHe JIKY8auHA. Y nayichmie 2pynu
oapamymymaby mediana PFS cmanosuna 16,7 micayie ma Oyna 3HaA4HO 008UION0 NOPIGHAHO i3
KOHmMpONbHol0 2pynowo — 7,1 micayie; pusux npozpecy8aHHs 3aX60pH6aHHs ab0 cmepmi npu
3acmocy8anti 0apamymymaoy y Komoinayii 3 6opme3omioom ma 0excamema’zoHom 0)8 HUNCHUM HA
69% (HR, 0,31, 95% CI 0,25-0,40; p<0,0001) 3i cmamucmuuno 3nauyworo piznuyero. llepesaza
3acmocy8antsl 3aa61enoi inmepeenyii 30epicanacs 3a oyinkoio PFS y ecix nonepeonvo suznauenux
cmpamugikayitinux nioepynax nayicHmie, 30Kpema i He3anedcHo 6i0 KiIbKOCmi nonepeoHix NiHill
mepanii. Boonouac eupadsicenicmov eghexkmy Oyna Oinbwior0 y nayieHmis i3 MeHUuLol KLIbKICmIO
nonepeoHix NiHill NiKY8aHHA: Y Nio2pyni nayienmis, sKi NONepeoHb0 OMPUMAIU OOHY JIHII0 NIKY8AHHSA
(n=235) — HR 0,22, 95% CI 0,15-0,32; y nioepyni nayieumis, SKi nonepeonbo ompumanu O8i JiHii
(n=144) — HR 0,46, 95% CI 0,30-0,72.

3eiono 3 ginanvrumu pezyromamamu OS npu mediani cnocmepedicents 72,6 micayi (Sonneveld
et al, 2023), mediana OS byra ooswioro 6 zpyni dapamymymady ma cmanosuna 49,6 micayie
nopiensano 3 38,5 micayie (95% CI 31,2—46,2) y konmponvHitl epyni, a puzuk cmepmi 6y8 HUNCUUM HA
26% (HR 0,74, 95% CI, 0,59-0,92; p = 0,0075) 3i cmamucmuuno 3navyworo pisnuyero. Ananiz OS y
niozpynax 3anexcHo 8i0 KilbKoCcmi nonepeoHix NiHill mepanii noxasas, wo Haubilbuwia nepesaca
3as61eHoi iHmepgenyii cnocmepieanacs y nayicHmis, Ki ompumany iuuie 0OHY JIHII0 JIKYBAHHSL:
mediana OS y epyni oapamymyma0by He Oyaa 00csieHyma NopisHAHO 3 47,1 micays y KOHMpOobHill
epyni (HR 0,56; 95% CI 0,39-0,80). V nayienmis i3 0soma nonepeoHiMu JIHIAMU MAKONC
BI03HAYANACA MEHOEHYIsl HA KOPUCMb IHmep8eHyil, 00HaK 6e3 cmamucmuyro 3uadyuoi piznuyi (HR
0,87; 95% CI 0,57—-1,32). Hamomicmo y nidepynax iz mpvoma i Oinbuie nonepeoHimu AiHisMU
mepanii 3uavenns HR nepesuugysano 1, ujo modxce cgiouumu npo 6i0CymHicmo nepesazu 3asa6/1eHoi
iHmepeenyii, 0OHax npu IiHmepnpemayii OAHUX pe3VIbMAMiI6 6apmMo 6paxoeyeamu He3HAYHY
KIbKiCmb nayienmis. ompumanu nonepeonvo 3 ninii — 69 (13,8%), ompumanu nonepeonvo Oinbute
3 niniti — 50 (10%).

Baowcnueo  3a3nauumu, wo OCKiIbKU 3a30a1e2i0b 6USHAYEHY CMAMUCMU4Hy Medxcy O
nepsunHoi kinyegoi mouxku PFS Oyno nepemnymo Ha MoMeHmM NPOMINCHO20 AHANI3Y NpU MediaHi
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cnocmepedicenns 7,4 micayi (Palumbo et al., 2016), nezanesicruti komimem 3 MOHIMOPUHSY OAHUX MA
be3neku pexomenoy8as O0OCMPOKOBO PO3KPUMU OOCHIONCEHHS | 3anponoHy8amu MOHOMEPanito
oapamymymabom nayicHmam KOHMPONbHOI 2pynu, y SAKUX CHOCMEPIeanocs Npocpecy8amHsl
3aX680PIOBAHHSL.

3acanom 3a danumu ananizy npu meodiani cnocmepedicenus 72,6 micayi (Sonneveld et al., 2023)
161 (66,3%) 3 243 nayienmis y epyni Odapamymymady ma 200 (84,4%) 3 237 nayieumis y
KOHMPONbHILL 2pyni ompumanu nodaivusy mepaniio. Haunowupeniuioio nepuioo HACMYNHOI
mepanicto Oy KOMOIHAYis eHanioomioy ma oekcamemasony y epyni oapamymymaoy (23,9%) ma
Monomepanis oapamymymadom (22,4%) abo kombinayis renanioomioy ma oexcamemasony (18,9%)
V KOHMPONbHIU epyni. 3acmocy8anHs MOHOmMepanii 0apamymymadom 8 AKOCmi HACMYNHOL JIHIi
O00NYCKANOCs auwe y epyni nayicHmis, wo ompumysaiu 6opme3omio 3 0eKcamemasoHom 8 IKoCmi
oocnioicysanoeo nikysanns. Omowce, Hagimv nonpu me, wjo 22,4% nayienmie KOHMpOIbHOI epynu
HAO0Ai OMpuMy8aiy MOHOMePanito 0apamymymaoy 8 axocmi HacmynHoi ninii nikyeanus, ananiz OS
8 ITT-nonynayii npooemoncmpysas cmamucmuyHo 3Hayywy nepegazy oapamymymaoy y Komoinayii
3 bopme3omibomM ma O0eKCamMemazoOHOM NOPIGHAHO 13 NOOGIUHONW KOMOIHayielo bopme3omiby ma
0eKcamemasoHy y Nayi€eHmie 3 MHOMCUHHOK MIENOMOI0, AKI OMpUMAanu WoHAatMeHule 0OHY NIHII0
mepanii.

YV 0ocniooicenni 6yno nepeobaueno maxoc oodamxosuii ananiz PFS, axuil exnouas oawi 6i0
yacy pamoomizayii 00 npoepecyeants abo cmepmi, NOKU NAYIEHMU OMPUMYBANU HACMYNHY JIIHIIO
mepanii (ananiz PFS2). Meoiana uacy 0o noodanvwioi mepanii 6yna 3HA4HO 008WiON ) epyni
oapamymymaby ma cmanosuna 25,4 micayi npomu 9,7 micayie y konmpoawnit epyni (HR 0,27, 95%
CI 0,21-0,34;, p<0,0001). PFS2, eusnauena sx uac 6i0 pPAaHOOMI308AHO20 PO3NOOJINY 00
npoepecy8aHts Ha HACMYNHIU NiHII mepanii, 6y1a 3HAYHO 00BULOI0 NPU 3ACMOCYBAHHI 3A561€HOT
iHmepeenyii nopieHsAHo 3 Oopme3oMibom Y KOMOIHayii 3 OeKxcamemaszoHOM 3i CMamucmuiHo
sHauyworo pisHuyero (mediana 37,7 npomu 19,9 micayis;, HR 0,43; 95% CI 0,34-0,54,; p<0,0001).

LJooo npoghinto 6e3nexu, mo 3a pesyromamamu oocrioxcenus CASTOR naunowupeniviumu
(> 10 %) nobiunumu seuwamu 3/4 cmyneus, wo SUHUKIU NIO YAC JNIKYBAHHS, NPU 3ACMOCYEAHHI
3as61eHoi  iHmepeeHyii NopieHAHO 3 KoMOiHayielo Oopme3omiby ma OeKkcamemaszoHy Oyau
mpomboyumonenis (46,1% npomu 32,9%), anemisn (16,0% npomu 16,0%), nerimponenis (13,6%
npomu 4,6%), rimghonenis (10,3% npomu 2,5%) ma nneemonis (10,7% npomu 10,1%). Inghexyii 3/4
cmynens sunuxkau y 72 (29,6%) nayicumie y epyni oapamymymaby ma y 45 (19,0%) nayienmis y
koumponvHitl. Cepiiosni nobiuni aeuwa, wo SUHUKIU Nio Yac aikyeanHs, cmanuce y 134 (55,1 %)
nayienmie epynu oapamymymaoy ma y 81 (34,2 %) nayienmie KOHMpOIbHOI 2pynu, HAUYACMIULON0
oyna nneemonis (10,7 %o ma 10,1 % 6ionogiono). Yacmka nayicnmis, wo npunuHuIU J1iKy8aHHs yepe3
noobiuHi asuwa, 6yia Hu3bKow ma nodionoio 6 0box epynax (10,7% ma 9,3%). B mou sce uac, npu
MPUBAIOMY CnocmepediceHHi (Mediana cnocmepedicents 72,6 micayi) 6y10 ussieHo, wo yacmoma
8MOPUHHUX 3/I0AKICHUX HOB0YMEOPEHb (WKIPHUX, THBAZUSHUX Ma 2eMamon02iunux) cmanosuna 8,2%
v epyni oapamymyma6y ma 2,1% y KoHmponvHiii epyni.

Peaxkyii, nos'azani 3 inghysicro, 6y0b-aKoco cmynens, wo 0yIU NOB8 SA3aHi i3 3ACMOCYBAHHAM
oapamymymaoby, 6ynu 3apeccmpogani y 45,3 % nayienmis; y 98,2 % eunaokie 6oHu UHUKIU NiO Yac
nepwioi inghysii. Ilepesasicno peaxyii, nog ’azami 3 ingysiero, oOyau 1 abo 2 cmynens,; npuHatMHi 0OHe
nobiune asuwe 3 cmynens 6yn0 sapeccmpogane y 21 nayienma (8,6 %), a nobiynux seuuy 4 cmynemns
3apeecmposano He 6yno. Havunowupenivuumu ceped nux oyau oucnwnoe (10,7 %), oponxocnasm (9,1
%) ma xawens (7,0 %). /lgoe nayienmis npununuiu 1iky8auHs yepes peaxyii, nos'asamui 3 ingysicro:
oponxocnasm y 1 nayienma ma 6poHXOChA3M, HAOPAK 20pMAaHi ma ucun y iHuio2o nayienma. Bapmo
gioMimumu, wo maxi peaxkyii Oyau ouiKy8aHumu i nayicHmu 2pynu 0apamymymady ompumyeanu
JIKApcvKi 3acobu 00 abo nicas iHQy3iu oapamymymady 3a nompedu Ons NiKYSaAHHA peaxyil,
nos'azanux 3 ingy3icio, wo makoxc nepeddoayacmovcs IHCMPYKYIEIo 0N MEeOUYHO20 3ACMOCY8AHHSL
3a516811€H020 IKAPCLKO20 3AC00Y.

17



Japamymymab y cxnadi xombinosanoi mepanii 3 Oopmesomibom i OekcamemazoHom Oasl MiKY8AHHA OOPOCIUX NAYIEHMIE 3
MHOJICUHHOIO MIENOMOIO, AKI ompumany wonaimenue oony ninito mepanii, 02.06.2026

Taxum uunom, 8i0nogioHo 00 Oanux oocniodcenusi CASTOR 6yno ecmamnosieno, wo
3ACmMoCy8anHs 0apamymymaoy y ckiadi KomoiHosanoi mepanii 3 bopme3omioom i dekcamemazoHom
NOPIBHAHO 13 NOOGIUHOI KOMOIHayicio b6opme3omidy i dekcamemasony y OOPOCIUX NAYIEHMI 3
MHOJCUHHOIO MIEOMOIO, SKI OMPUMAIU WOHAUMEeHWe OO0HY JiHil0 mepanii, npu Mmeodiawi
cnocmepedicennss 40 micayie (Mateos et al., 2020) npuzeooums 00 3HauH020 30iMbUIEHHS MediaHU
sudicusarnocmi 6ez npoepecysarts (16,7 npomu 7,1 micsys) 3i 3HUNCEHHAM PUSUKY NPOSPECYBAHHS
3axeopiosantns abo cmepmi Ha 69% (p<0,0001). Kpim moeo, He3gadxcaruu Ha me, wWo 3HAYHA
yacmuHa NayicHmie KOHMPONbHOI 2PYNU OMPUMYBALA MOHOMEPAnio 0apamymymabom 6 sAKocmi
HACMYNHOI NUHIT JNIKY8AHHSA, pe3yIbmamu OYIHKU 3A2a1bHOI  BUNICUBAHOCMI OeMOHCIMPYIOMb
CMAMUCMUYHO 3HAYYUWe NOO0BHCEHHS MeOlaHUu 3a2albHOI BUICUBAHOCMI NPU  3ACMOCYBAHHI
3asenenoi inmepsenyii (49,6 npomu 38,5 micaysn) ma 3uudicenHs puzuxy cmepmi Ha 26% nopieHano
3 MoOGiliHO KoMbOIHayicto bopme3omioy ma Oexcamemasony (p=0,0075). Ilpoghine 6Gesnexu
3asa6/1eH0i KOMOIHaYii Xapakmepusyemvcsa UWOI0 YACMOMON 2eMaAMON02IYHUX NOOIYHUX peaKyill,
iHgexyitl ma cepuo3nux Hebadicanux nooiu. Ilpu ybomy, npununerHs 1iKy8anHs yepes MOKCUYHICMb
8i00ysanocs pioko, a IH@y3itHi peakyii OVIu NepesadcHo JecKumu ma oyikysawumu. Boonouac
8I03HAYEHO MeHOeHYi0 00 OiNbUIOT Yacmomuy GUHUKHEHHS 8MOPUHHUX 3/I0SKICHUX HOB0YMEODEHb.

s oyinku xniniumoi egpexmusnocmi dapamymymady y ckiadi KomOiHO8awoi mepanii 3
bopme3omibom [ OeKcamMemdazoHOM MNOPIGHAHO (3 NOMPIUHOW KOMOIHAUIEID NOMANIOOMIOYy 3
Oopme3omioom ma O0eKcamemazoHoOM 3as8HUKOM 0)]10 NpPOGeOeHO Henpsme NOPIGHAHHS yepe3
ChibHULL KomMnapamop 3a memooom byxepa 3 eukopucmannsam pesyibmamis 080X paHOOMi308aHUX
oocniodcerv (CASTOR ma OPTIMISMM). Bapmo 3aysasicumu, wo OaHuti Memoo He 8paxosye
Gakmopu, wo eniusame Ha epeKmuHicmy iKy8aHHs (an. treatment confounders), siKi Mmoscyms
BIOPI3HAMUCS ) OOCTIONCEHHSAX, 30KpemMa 6iK NayieHmis, cmaolis abo MANCKICMb 3aX80PI08AHHS,
nonepeoHitl 00Csi0 NiKy8anHs ma iHwii, Ha 8i0MIHY 610 Memodis, Wo nepeobayaromes MONCIUBICMb
Kopueysanusi 6azoeux xapakmepucmux nayicumie (anen. matching-adjusted indirect comparison,
MAIC)?* 2. Tomy npu nenpsmomy nopieusuui 3a memodom Byxepa ons neynepedsicenoi oyinxu
OMPUMAHUX Pe3VTbMAMIE 8ANCIUBO OOMPUMYBAMUCL OCHOBHUX NPUNYUWEHb NPO OOHOPIOHICMDb,
NnOOIOHICMb 00CNIONCEHb MA Y3200HCEHICb O0KA3IE.

THayienmu, wo Oynu 6xnoueHi y 00CIIOHNCEHH 0apamymymaoy y Komoinayii 3 bopmeszomioom
ma oexcamemasaonom (CASTOR) ma Oocniodicenus nomanioomioy y komoinayii 3 bopme3omioom
ma oexcamemasonom (OPTIMISMM) nonepeonvo ompumysanu 30e0inouio2o 0ony abo 08i niHii
mepanii  (npubausno 76% ma 80% 6i0nogiono), oOHaxk manu neeHi BIOMIHHOCMI OO0
pegpaxkmeprnocmi 00 nepeonvbo2o NiKy8auHs. 3o0kpema, wooo peghpakmeprHocmi 00 1eHanioomioy,
ockineku y docniodcenni CASTOR uacmka maxux nayienmis cmanosuna 24%, a 6 00CnioxceHHi
OPTIMISMM — 71%. I1]Jooo pegppakxmeprocmi 0o bopme3zomidy, mo maxi nayicHmu Oyiu GUKIIOYeHi
vy oocnioxncenni CASTOR, 6 moii uac sixk y oocnioxcenni OPTIMISMM exntouenus maxkux nayicHmie
oonyckanocwy: 3azanrom 13% nayienmie 6ynu peppaxmepni oo ineioimopie npomeacom, a 9% oynu
pedppaxmepHi came 00 6opme3omioy.

32i0H0 3 pesynbmamamu NPo8eOeHO20 3AABHUKOM HENpIMO20 NOPIGHSIHHS 3ACMOCYSAHHS
oapamymymady y ckuaodi KomOiHosanoi mepanii 3 Oopme3omibom [ OekcamemazoHom ma
nomanioomioy y xomobinayii 3 60pme3omioomM ma O0excamema’oHOMY NAYIEHMIB i3 MHONCUHHOK
MIENOMOIO, AKI OMPUMATU WOHAUMEHULe OOHY NIHII0 Mepanii, Moxce 3HUUMU PUSUK NPOSPECy8AHHSL
na 45% (HR 0,55, 95% CI 0,41-0,75) 3i cmamucmuuno 3Ha4yujoro pisHUyero ma 3HUNCYe PU3uK
cmepmi na 21% (HR 0,79, 95% CI 0,58—-1,06) 6e3 cmamucmuuno 3sHawywoi piznuyi.

Pezynomamu wooo npoginio besnexu 3as6n1eHoi inmepaenyii NOPiBHAHO i3 NOMANIOOMIOOM Y
KOoMOIHayii 3 Oopme3omMiboM ma 0eKcamemazoHOM HABEOeHO 3AfA6HUKOM ONUCO80 34 OAHUMU
OKpeMUx 00CNiOHCeHb, Oe3 8U3HAUeHHs 8BIOHOCHUX NOKA3HUKIS.

2https://www.ispor.org/docs/default-source/presentations/91031pdf.pdf?sfvrsn=fa53447¢_0
% https://ebm.bmj.com/content/30/2/130
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IIpu yvomy eapmo Giomimumu, wo 3AsA6HUKOM OYIU BUKOPUCMAHI pe3yrbmamu, wjo Oyiu
ompumani npu pizHux nepiooax cnocmepedxcenus oocniodxcen CASTOR ma OPTIMISMM: ons
oyinku PFS 6ynu suxopucmani pezyiomamu npu medianax cnocmepedicennsi 40 micayie ma 64,5
micayi 8i0nosiono, a ona oyinku OS ma npoghinto besnexu — npu medianax cnocmepedicerus 72,6
micayi ma 64,5 micayi 8i0nosiono.

Vnoenosasicenum opeanom 0y10 npogedeHo OUYIHKY AKOCMI NPOBEe0eH020 3ASGHUKOM
HeNpaMO020 NOPIGHAHHS 34 TUCMOM OYIHKU 00CbE U000 npogedenHs oepxcasnoi OMT na emani
gaxosoi excnepmuzu (0ooamox 2 Hacmanosu) ma 6CmMaHo81eHO NPUUHAMHY MEMOOON02IUHY
AKICMb.

Taxkum uyunom, pe3yibmamu NPO8eOeHO020 3AABHUKOM HEnpsAMO20 NOPIGHAHHA c8i04amb npo
nomenyitiny nepesazy oapamymymady y xomoOinayii 3 6opme3omioom i OeKxcamemdazoHOM Ha0
nOMANiOOMIOOM Y 8I0N0BIOHIU KOMOIHAYIT W00 ZHUINCEHHS PUSUKY NPOSPECYBAHHSA MA MeHOEHYII0
00 3HUdICEeHHs puzuky cmepmi. Haulbinow nowwupeni nobiuni ssuwa 3/4 cmynento (>1%) oOynu
NOOIOHUMU MIJIC 3A56]IeHOI0 [HMEPBEHYIEID MA NOMATIOOMIOOM V KOMOIHayii 3 Oopme3omioom i
0eKCamemasoHoM, A 4ACMKA NAYIEHMI8 i3 NOOIYHUMU A8UWAMU, SKI Npu3eeiu 00 NPUNUHEeHHs.
JIKY8anHA Oy1a 6uUW0I0 NpU 3ACMOCYB8AHHI NOMANIOOMIOYy Yy KOMOIHayii 3 Oopmesomioom i
oexcamemazoHom. OOHAK OCKINbKU pe3yibmamu wooo NOPIHANLHOI KNIHIYHOI ehekmusHocmi ma
be3nexu epyHmyomuscs Ha OAHUX 080X OO0CNIONCEHb 3 PIZHUM NEPIO0OM CNOCMEPENCEHHS, A MAKOHC
8PAX08YI0UU NeBHI BIOMIHHOCMI Y XAPAKMePUCMUKAX 8KIIOYEHUX NAYIEHMIB, YNOBHOBANCEHUL OP2aH
3a3Hayvae, wo ix OOYiIbHO po32nA0amu AK Maxi, o Manms 00MenHceHy 00CMOGIPHICIb.

Hapatymymab He BKiItoueHui 10 24 Bumycky ba3oBoro mepeiiiky 0CHOBHHX JIIKapChKUX
3ac06iB, pekomennoBanomy BOO3, 2025 poxy (WHO Model List of Essential Medicines)?.

Cepen ramy3eBUX CTaHAApTIB Yy cdepi OXOPOHM 3J0poB's YKpaiHM JapaTymymald He
BKiItoueHUN 10 17 Bumycky JlepxaBHoro dgopmy/sipa JiKapcbKuX 3ac00iB, 3aTBEPIKEHOIO
nakazom MO3 Vkpaiuu Bix 13 gepsus 2025 Ne 9717,

3asgBHUKOM OYII0 3a3HAYEHO, 110 32 JJAHUMH PEECTPY MEAMKO - TEXHOJOTIYHUX JTOKYMEHTIB 31
CTaHJapTH3alii MeAW4YHOI JormoMoru HasBHUA CTaHIapT MeIMYHOI J0nmoMOru “MHOKMHHA
Mi€JloMa Ta 3JI0fIKiCHi NJA3MOKJITHHHI HOBOYTBOpPeHHs”, 3aTBep/keHuil HakazoMm MO3
Vpainn Nel476 Bin 24.09.2025%8, 3rigno 3 qanum CTaHAApTOM MEIMYHOT JOMOMOTH TIAIIECHTAM 3
peuuauBoM abo pedpakTepHUM IMepediroM MHOXKWHHOI MI€JOMH micist 1-3 momepemHix Tepariit
3/IIACHIOIOTD JIIKYBAaHHS 32 HACTYITHUMH CXEMaMHU:

1) pedpakTepHuii 10 6opTe30Mily:

- JapaTyMmymMmab/IeHaniIoMij/IeKcaMeTa3oH;

- nmaparymymab/kapdiizomid/gexcaMmerason;

- Kap¢in3omid/neHaniiomMia/ rekcaMmeTa3oH;

- kapdu130Mi6/TTOMAaITI IOM1]T/ IEKCAMETa30H;

[Ticnsa oagHOrO MONEPETHBOrO Kypey Teparmii, BKIIOYHO 3 JICHATAOMIZIOM Ta iHribiTopaMu
MIpOTEacoM: JapaTymyMad/moManijoMiJI/JeKCaMeTa30H.

2) pedpakTepHuil A0 JEHATIAOMITY:

- naparymymad/kapdiizomid/nexcamerasoH;

- napatymymab/6opTe3oMil/aeKcaMeTas3oH;

- moMastigomMii/6opTe3omid/nexcaMeTasoH;

- Kap¢in3omid/moManiiomMi/ AeKcaMmeTa3oH;

[Ticnst omHOrO MOMEPEeNHBOTO KypCy Teparii, BKIOYHO 3 JICHAJIIJOMIJIOM Ta IHTIOITOpamMu
poTeacoM: JapaTyMyMal/moMatiIoMiJ/IeKCaMeTa30H.

% https://iris.who.int/server/api/core/bitstreams/7eb03ead-ch01-45ca-b4fe-a50d698f049d/content
2hitps://moz.gov.ua/uk/decrees/nakaz-moz-ukrayini-vid-13-06-2025-971-pro-zatverdzhennya-simnadcyatogo-vipusku-derzhavnogo-
formulyara-likarskih-zasobiv-ta-zabezpechennya-jogo-dostupnosti

2 https://www.dec.gov.ua/mtd/mnozhynna-miyeloma/
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[H1I11 peKOMEHJ0BaH1 CXEMH BKIIIOYAIOTh:

- kap(di30Mi0 (1BiUI HA THXKACHB)/ACKCaMETa30H

- 6opte3omib/nukiodocdamin/ qekcaMmeTasoH,

- bopre3omib/eHaniJomi/ neKcaMmeTasoH,

- napatymymab/mukmnodocdamin/dboprezomid/nekcameTasoH,
- neHamigoMi/mukiIodocdamin/aexcamerasoH,
Kapdin3omid/neHanizomia/ rekcameTasoH,
romastiiomMizi/6opre3omid/ reKcaMmeTasoH,
1Kca30M10/IeHaI JoMiI/ feKcaMeTa3oH,

- ikcazoMib/muknodochamin/aexcamerasoH,

- ikca3zomi0/moMaiTomi I/ IeKcaMeTa3oH.

KopucHummu  cxemamu 32  TEeBHUX  OOCTaBUH €. OOpTe30Mi0/meKkcameTas’oH,
O6opTe30Mib/TinocoMaTbHHIMA JIOKCOPYOIIIMH/IeKCaMeTa30H, JICHAJT1 TOMI ]I/ IeKCaMeTa30H,
kapdimsomib/aekcamMera3oHn, jgaparymymad, BEHETOKJIAKC/JIeKcaMeTa3oH =+ JgapaTymMymMald 49w
1HTI0ITOp MpOTEacoM TiJbKH JIs marienTiB i3 t (11;14).

VY nocwke mpeAcTaBieHl HACTYIHI MiKHAPOAHI KJIiHIYHI pexkoMeHaanii, HACTAHOBH I110/I0
BEJICHHS TAIIIEHTIB 13 MHOXXHHHOIO Mi€JIOMOIO, B SIKAX 3Taly€ThCS AapaTyMmymao.

1. HacranoBu 3 kJiHiyHOI mpakTtuky HamioHaabHOI 3arajibHOI OHKOJIOTIYHOL
Mepexi: Muoxkunna miessoma (The National Comprehensive Cancer Network (NCCN) Clinical
Practice Guidelines in Oncology, Version 2.2024 - Multiple Myeloma). I7io uac sepugirayiiinozo
AHanizy YnoBHOBANCEHUM OP2AHOM 3HAUOeHa OHosneHa eepcis Version 5.2026, 09.01.26%, oani 3 axoi
npeocmaeieHi Hudicue.

Teparrist panimie JIiKOBaHOI MHOXXHHHOT Mi€JIOMH (penuauByode/pedpakTepHe 3aXBOPIOBAHHS
micis 1-3 monepenHix Tepariii).

V pasi pe¢hpakmeprocmi 0o 6opme3omidy nepesadcHumu peKoMeHOOBAHUMU CXEMAMU €

- kapdin3omid/neHamitomia/nekcamera3on (kareropis 1);

- napatrymymab/kapdinzomibd/nexcamerazon (kareropis 1);

- DapaTymymMmab/neHaniiomia/aekcamerasoH (kateropis 1);

- 13aTykcumab/kapdinzomid/nexcameraszon (kareropis 1);

- Kapdim30Mi0/TOMaiIOMiI/ IeKcCaMeTa30H.

[Ticns omHOrO MoOmepenHBOrO Kypey Teparii, BKIOYHO 3 JICHAJIIOMIJIOM Ta IHTIOITOpamMu
IpOTeacoM: JapaTyMyMad/moMaiJoMiJl/ ieKcaMeTas3oH, 1apaTymymad/Texnicrama0 (kareropis 1).

[Ticns gBOX moOmepeaHiX KypciB Teparii, BKIIOYHO 3 JICHAIIIOMIIOM Ta 1HTIOITOpaMu
MPOTEACOM: 13aTyKcuMab/moMantiiomMijy/aekcaMmeTa3oxn (xaTeropis 1),
€JI0Ty3yMad/moMaltiI0MiJ1/ IeKCaMeTa30H.

Y pasi pe¢hpaxmeprocmi 0o nenanioomioy nepesarcHumu peKoMeHO08AHUMU CXEMAMU €:

- nmaparymymabd/6opre3omib/nekcameTason (kareropis 1);

- naparymyma6/kap¢in3zomid/aekcameTas3on (kareropis 1);
13arykcumab/kaphin3omid/nekcameTason (kareropis 1);

- momaJiomisi/6opTe3omibd/nekcamerazon (kareropis 1);

- Kap$1130M16/IIOMaNiIOM1J1/ IeKCaMETa30H.

[Ticns omgHOrO TMOMNEPETHBOrO Kypey Tepamii, BKIIOYHO 3 JICHATAOMIZIOM Ta iHriOiTopaMu
MpoTeacoM: JapaTymyMal/momaniioMiJl/ IeKcaMeTa3oH, qaparymymMmad/Texinicramad (kareropis 1).

[Ticns nBOX momepeAHiX KypciB Teparii, BKIIOYHO 3 JIGHATAOMIZOM Ta 1HTIOiTOpamMu
MIPOTEACOM: 13aTykcuMab/moManiiomMijl/iekcaMmeTa3oxn (xaTeropis 1),
€JI0TYy3yMa0/ToMaliToMiJl/IeKCaMeTa30H.

[Ticns nBOX momepenHiX KypciB Tepamii, BKJIIOYHO 3 IMYHOMOJYJIIOIOYMMH JIIKApChKUMH
3aco0amMM Ta iHriOITOpaMu MPOTEACOM, 1 B pa3i MPOrpecyBaHHS 3aXBOPIOBAHHS i/l YaC OCTAHHBOTO

2 https://www.ncen.org/guidelines/guidelines-detail?category=1&id=1445

20


https://www.nccn.org/guidelines/guidelines-detail?category=1&id=1445

Japamymymab y cknadi xombinosanoi mepanii 3 6opme3omibom i OeKcamemasonom O JIKV8AHHA O0POCIUX NAYIEHMIE 3
MHOJICUHHOIO MIENOMOIO, AKI ompumany wonaimenue oony ninito mepanii, 02.06.2026

Kypcy Tepamii abo MPOTSTOM 60 TTHIB iCIst noro 3aBEPILECHHS:
1Kca3omi0/mmoManitoMiz/ fekcaMeTa3oH.
2. Pexomengauii Mixxnapoanoi po0o4oi rpynu 3 Mi€JloMH II0A0 JiKyBaHHS

peunauBHOI Ta pedpaxkTepHoi MHOKMHHOI Miejsomu, 2021 (Treatment of relapsed and
refractory multiple myeloma: recommendations from the International Myeloma Working
Group (IMWG), 2021)%,

PexoMenparii o0 JiKyBaHHS MAIi€HTIB 13 PEIUINBYIOY0I0/pepaKTEPHOI0 MHOXKHUHHOIO
Mi€esIoMO¥0 Ticis 1 JiHii monepeaHpOro JiKyBaHHS HACTYITHI.

Jlnst mamieHTiB, sIKi He pedpakTepHi 0 JICHATIIOMITy PEKOMEHJOBAHO: Aaparymymad i3
neHagigoMizioM Ta nekcamerazoHoM (piBeHb 3a GRADE 1A); maparymyma0 i3 Gopre3omiOom Ta
nexcamerazonoM (piBerb 3a GRADE 1B); maparymyma6 i3 kap¢in3oMiOoM Ta JeKcamMeTa30HOM
(pieens 3a GRADE 1B).

Jns mamieHTiB, sKi pedpaxTepHi A0 JIEHATIIOMIZY PEKOMEHIOBAHO: Japarymymad i3
kapdimomioom Ta nekcamerazoHoMm (piBeHb 3a GRADE 1A); naparymyma0 i3 60opTe3omMiOoM Ta
nexcameta3zoHoM (piBeHb 3a GRADE 1B); maparymyma0 i3 moMaiioMiIoM Ta JEKCaMeTa30HOM
(piBenb 3a GRADE 1C).

3. Pexomennauii 1mogo IiarHOCTHKH, JOCTIIKEHHS Ta MOYATKOBOIO JIIKYBaHHS
MmiesioMn Bpurancbkoro roBapucrea reMaroJiorii/®@opymy 3 muraHb MiejgomMu y Besamkii
Bpuranii (Guidelines on the diagnosis, investigation and initial treatment of myeloma: a British
Society for Haematology/UK Myeloma Forum Guideline, 2021)3L,

JlikyBaHHSI CHil mIOMpaTH 3 ypaxyBaHHSIM iHAMBITyanbHUX (DaKTOpIB MalieHTa, mi00
MaKCHUMi3yBaTy TTTMOMHY Ta TPUBATICTH BiNOBI/1, MIHIMI3YIOUH TOKCUYHICTh, 3 METOIO MTOOBKEHHS
BIDKUBAHHS, TOJIIIICHHS SKOCTI YKUTTS, TOJCTIICHHS CUMITOMIB Ta 3alo0iraHHs IMOJAIBIIOMY
ypaXXeHHIO OpraHiB (piBeHb pekoMeHAamii 1A).

Jns  mamieHTiB, SKi JOCATIM MEHINOI BIAMOBIAI HIDK YacTKOB, MOYHA pO3TIISTHYTH
IbTePHATUBHUM PEXXHUM JIKYBaHHS 3 METOIO MOTTIUOIEHHS BiAnoBiai (piBeHb pekomenaaiii 2C).

JlapaTymyMma6 106pe MepeHOCHThCS 1 TTOKPAIYE TOKA3HUKU BiAMOBIAi Ta BikuBaHocTi. Moro
MO’KHa J10/1aBaTH J0 KOMOIHOBaHMX PEXHUMIB JIIKYBaHHS BIAMOBIAHO A0 IHCTPYKILIT 51 METUYHOTO
3acTOCyBaHHS (piBeHb pekoMeHaawii 2A).

4. MHoxXnHHa Mi€jIoMa: KJiHiYHa HacTaHoBa C€BpomneicbKOi reMaToJIOriYHOL
acomianii Ta €Bponeiicbkoro TtoBapucrBa MeauuHoi onkoJorii (EHA-ESMO) wmono
AiarHOCTMKH, JIKyBaHHA Ta cnocrepe:xkeHHsi, 2021 pik (Multiple myeloma: EHA-ESMO
Clinical Practice Guidelines for diagnosis, treatment and follow-up, 2021)%.

PexomeHpanii 11010 JIKyBaHHS pelMIUBYIOUOi/pedpakTepHOT MHOKHHHOI MIETOMU TMicCIs
OJIHIET JTIHIT onepeHboi Tepanii koMOiHaIie 60pTe30Mi0/IeHaTIIOMIJI/ IeKCaMeTa30H HACTYIIHI.

VY pa3i 30epekeHHs YyTIUBOCTI 10 JCHAIIIOMIly PEKOMEHI0BAaHO TaKi CXEMHU:

- kapdu3omid/neHanitomi/aekcamMmeTa3on (kareropis 1);

- DapaTymymab/neHaniiomia/aekcamerasoH (kateropis 1);

- eJI0Ty3yMab/neHaniioMiy/qekcameTa3oH (kareropis 1);

- momaJiomisi/6opTe3omibd/nekcamerazon (kareropis 1);

- nmaparymymab/kapdinzomid/nexcamerazon (kareropis 1);
13aTykcumab/kapdinzomid/aexcameTa3oH (kateropis 1);
1Kkca3zomi0/neHaitomMi/ nekcamMera3zoH(kareropis 1);
celliHeKcop/JIeHaiioMif/1ekcamera3oH (kateropis 1).

V pa3i pedpakTepHOCTI 0 JICHATIIOMITYy PEKOMEHIOBAHO TaKi CXEMU:
- momaJiomisi/6opTe3omibd/nekcamerazon (kateropis 1);

https://www.jons-online.com/special-issues-and-supplements/2022/2021-year-in-review-multiple-myeloma/4354-international -
myeloma-working-group-recommendations-for-the-treatment-of-patients-with-rrmm
Sthttps://ukmyelomasociety.org.uk/wp-content/uploads/2022/03/Guidelines-on-the-diagnosis-investigation-and-initial-treatment-of-
myeloma-a-British-Society-for-HaematologyUK-Myeloma-Forum-Guideline-March-21.pdf
hitps://www.annalsofoncology.org/article/S0923-7534(20)43169-2/fulltext
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- naparymyma6/kap¢in3zomid/gekcameTa3on (kareropis 1);

- 13aTykcumab/kapdinzomid/nekcameraszon (kareropis 1);

- cemHekcop/6opTe3omibd/nexcameTa3oH (kareropis 1).

V pa3si 30epexeHHs YyTIAUBOCTI 0 00pTE30Mi0y PEKOMEHIOBAHO TaKl CXEMHU:

- Kap¢in3zomibd/neHaniomia/ nekcamerazon (kareropis 1);

- JaparyMmymal/IeHalniioMi)/ IekcameTa3oH (kareropis 1);

- eJI0Ty3yMal/IeHaioMi/qekcameTa3on (kareropis 1);

- momasigomin/6opre3omid/nexcamerazon (kareropis 1);

- napatrymymab/kapdinzomibd/nexkcamera3zoH (kareropis 1);

- nmaparymymabd/0opre3omib/nekcameTasoH (kareropis 1);

- 13arykcumab/kapdinzomid/nekcamera3zoH (kareropis 1);

- ceninekcop/0opre3omib/nekcameTasoH (kareropis 1).

VY pasi pedpakTepHOCTi 10 60pTEe30Mi0y Ta JIEHATIIOMiAY PEKOMEHIOBAHO TaKi CXEMHU:

- nmaparymymab/kapdinzomid/nexcamerazon (kareropis 1);

- i3aTykcumab/kaphinzomid/nekcameTa3on (kareropis 1).

Jlooamkoso ynosHosadxicenum opeanom nio wac eepugixayitino2o ananizy 0yio 3HauoeHo ma
npoananizoéaro Kniniuni npaxmuuni pekomenoauii ciuyxicou oxoponu 300poe's Anvoepmu ui000
JMIKY8aHHA peuuougyrouoi/pedppakmepnoi muoxcunnoi mienomu, 2023. (Multiple Myeloma:
Management of Relapsed/Refractory Disease: Alberta Health Services Cancer Guidelines)

TI'CK pexomeHOyembcsa nayicHmam, sKi nioxoosamv 018 MPAHCHAAHMAYii i He Npoxoounu
TT'CK 6 pamkax nouamkogoi mepanii.

Aumu-CD38 monoKnoHanbHi anmuming y no€OHAHHI 3 JeHanioomioom abo bopme3omioom
(Oapamymyma6) abo nomanioomioom abo kapghinzomioom (izamyxkcumab) i OeKcamemazoHoMm Cio
3acmoco8ysamu npu nepuomy ado HaCMynHuxX peyuousax y nayicHmis, sAKi paniuie He ompumy8aiu
oapamymymad abo izamyxcumao.

Kombinayii 3 06oma abo mpvoma nikapcoKumu 3acobamu, wo MicCmames NOMAIioomio i
Kapinzomiob, € eapianmamu Oas nayienmis, peppakmepHux 00 JeHanioomioy ma iHeibimopie
npomeacomu.

Ilpu nacmynnux peyuousax 6i0noGioHi cxemu 1iKy8auHs 6y0ymsv 0a3y8amucs Ha NONepPeoHix
mepanisix ma nosunti exuroyamu awmu-CD38 moHoKIOHAIGHE aHMUmMino, AKUO0 80HO paHiuie He
3acmoco8ysanocs i € npudamuum OJisl 3aCMocCy8aHH.

Omoice, 3a pe3ylbmamom aHANI3Y MINCHAPOOHUX PEeKOMEHOayili 6CMAHOBIEHO, WO
oapamymymad y KombOiHayii 3 bopme3omMioom ma 0eKcamema’OHOM € PeKOMEHO0BAHOI) CXEMOK
JUKYBAHHA NAYieHmie i3 peyuousyouo/peppakxmepnoro MHONCUHHOW Mi€nomolo nicia 1-3
nonepeoHix JNiHiU mepanii, 30Kkpema y pasi pegpaxkmepHocmi 00 AeHANIOOMIOYy ma 3a YMOSU
30epedcents yymaugocmi 00 6opme3omioy; npu ybomy 6ionogiono 0o pexomenoayiu IMWG, 2021
POKY 0aHa cxema pPeKOMeHO08aHA SK Ol JIeHANIOOMIO-YYMAUeUx, max i O JeHANi0oOMIO-
pedpakmepHux nayieHmia niciisi nepuioi 1inii mepanii.

3) AaHi 010 eKOHOMIYHOI JOUIILHOCTI B YaCTHHI e()eKTMBHOCTI BUTPAT BUKOPHCTAHHA
JIKapchbKOro 3aco0y BiIlOBiIHO [0 PpPEeKOMEHIOBAHOI IIKAJIH TPAHMYHUX 3HAYEeHb
iHKpeMeHTAJbHOI0 MOKAa3HUKA e)eKTUBHOCTI BUTPAT B YKpaiHi

EdexTuBHicTh BUTpaT Aaparymymaldy y KomOiHawii 3 OopTe30MiOOM Ta JeKCaMeTa30HOM B
Jocbe Oyna OIliHEHa 13 3aCTOCYBaHHSAM METOJIB “BUTpaTu-eeKTHBHICTH (cost-effectiveness) Ta
“BUTpaTH-KOpUCTH (cost-utility), y sikux ouiHtoBanucs noaai poku xurtsa (LYQG) Ta noxani poku
XKUTTS, ckopuroBaHi Ha skicTh (QALY), siki momae maii€eHTy 3acTOCYBaHHS JaparymMymady y
KoMOiHaIlii 3 60pTe30MiO0OM Ta JeKCaMeTa30HOM JUIsl JIIKYBaHHS JOPOCIUX MAIi€EHTIB 3 MHOXKHHHOIO
MIEJIOMOIO, SIKI OTPUMAaJd IIOHAWMEHINEe OJHY JIIHIKO Teparii, MOPIBHAHO 13 OopTe3oMiOoM y
KOMOiHaIIi1 3 IeKCaMeTa30HOM Ta MOMAaIliIOMiJIOM Yy KOMOiHaIlii 3 60pTe30Mi0OM 1 IeKcaMeTa30HOM.
BuOip 3assBHUKOM MeTO/IB (papMaKOEKOHOMIUYHOTO aHali3y “BUTpAaTH-e(EKTUBHICTH Ta “BUTPATHU-
KOPUCTh” OOIDYHTOBYETHCSI BH3HAUEHUM 3a pe3yJbTaTaMu IPOBEICHOTO KIIHIYHOTO aHaji3zy

22



Japamymymab y cxnadi xombinosanoi mepanii 3 Oopmesomibom i OekcamemazoHom Oasl MiKY8AHHA OOPOCIUX NAYIEHMIE 3
MHOJICUHHOIO MIENOMOIO, AKI ompumany wonaimenue oony ninito mepanii, 02.06.2026

BIUIMBOM 3asiBJICHOTO JIIKapChKOI0 3aco0y Ha 3arajbHy BW)KMBAHICTh Ta BIJKMBAHICTH 0e€3
MIpOrpecyBaHHsl, a TAKOXK HAasIBHICTIO MOKa3HUKIB KOPUCHOCTI B cTaHax “Ilepen mporpecyBanHsaM™ Ta
“ITicns mporpecyBaHHs JIs MALIEHTIB 3 MHOKMHHOIO MI€JIOMOIO, SIKi OTPUMaJIH IIOHAWMEHIIIE OJTHY
JIHIIO Teparii.

Monens ¢papMakOeKOHOMIYHOTO aHANI3y € aJanTOBAaHUM BapiaHTOM II00ATbHOI €KOHOMIYHOT
MojIeNi, po3po0IIeHOT 3asIBHUKOM, B OCHOBY SIKOT MMOKJIQJICHO MOJIEJIb PO3/I1IIEHOT BUKMBAHOCT1 (QHTJL.
partitioned survival model). IIpu moaemtoBanHi a5 Japarymymady y koMmOiHaii 3 6opre3omioom i
JeKcaMeTa30HOM Ta OopTe3omMiOy B KOMOiHamii 3 JeKCcaMeTa30HOM 3asBHUKOM  Oyid
eKCTPaNoIbOBaHi MapaMeTpUyHi KPUBI 3arajbHOI BIJKUBAHOCTI Ta BUKMBAHOCTI 0€3 MPOTrpecyBaHHS
3 BUKOPHCTAHHSM JIaHMX Ha piBHI mamiedTa (aHri. patient-level data) 3 mocmimkenas CASTOR nHa
MOMEHT OCTaHHBOTO OHOBJICHHS AaHUX (BepeceHb 2022). A Mozenb po3aiJIeHOT BUKUBAHOCTI IS
noMasiioMiny y komOiHarlii 3 6opre3omiooM Ta AekcaMmeTazoHoM Oyia 3podiieHa 3 ypaxyBanasam HR
JUISL 3araJibHO1 BM)KMBAHOCTI Ta BHIKMBAHOCTI 0€3 MporpecyBaHHs JUisd KOMOiHaLIi momanigominy,
O0opTe3oMiOy Ta JeKcaMeTa30Hy MOPIBHAHO 3 KOMOIHAIEr0 60pTe30Mi0y Ta IeKcaMeTa30HY, B3STOTO
3 nocnimkeHast OPTIMISMM. 3asBHUK 3a3Hauae, 10 MOXKIUBICTh BUKOpHCTaTH 3HayeHHsS HR 3
nocaimkenas OPTIMISMM 6a3yeTbcst Ha OCHOBI METOAY nyepa33 1010 HEMPSIMOTO TIOPIBHIHHSI.

TpuBanmicTe MKy B MOJIEJi CTAHOBUTH | THXKIIEHb, a TPHUBAIICTh YacOBOTO Topu3oHTY — 30
POKIB, 1110 BiJNOB1/Ia€ MOKUTTEBOMY TOPU30HTY. Y MOJI€Ji MOKa3HUKU BUTPAT 1 €PEeKTUBHOCTI OyIu
JTMCKOHTOBaHI 3a cTaBko 3%. Y Mojenp BKJIIOYEHO TUIBKA TpsAMi BHTpAaTH. TakoX IpH
MOJIeTIIOBaHHI OyJ0 BpaxoBaHO, Maca Tija maiieHTa - 77,69 xr, miomia nosepxHi Tina — 1,86 M, a
MOYaTKOBHH Cepe/IHIN BiK mamieHTa — 63 poKu.

[ToOynoBaHa eKOHOMIYHA MOJENb BPAaxOBYE€ TPU B3AEMOBHUKIIOUHI CTaHU, B SKHX MOXKE
nepeOyBaTH Mali€eHT, a came: ctad “Tlepen nmporpecyBanusam”, ctad “Ilicis mporpecyBaHHs 1 cTaH
“CMmepTth”. Bei nmamieHTH B Mo/ieTi OYKHaOTh 31 ctany “Ilepen mporpecyBaHHaM”, KUl BpaxoBye
MAIiEHTIB 31 CTAOUTLHUM 3aXBOPIOBaHHAM a0o0 0e3 mporpecyBaHHs 3axBoproBaHHS. Ctan “Ilicis
mporpecyBaHHs” BpaxOBYBaB JKMBHX IMAllI€HTIB, SKI Majld MPOTPEeCyBaHHS 3aXBOPIOBaHHA abo
permaus. [licns mepexony y cran “CMepTh”’ MAIiEHTH 3aIHUIIAIOTHCS B JAHOMY CTaHI JIO KiHIISA
4acOBOI'O TOPU30HTY.

Pesynbrati  (papMako€KOHOMIYHOTO aHaMi3y 13 3aCTOCYBaHHSIM MOJENI  PO3IIICHOL
BIDKMBAHOCTI HaBeJIeHO y Tabnuili 6.

Tabauusa 6. Pesynbrat (apMakoeKOHOMIUHOTO aHamizy Japarymymaly y KoMOiHamii 3
00pTe30MiOOM Ta JIEKCAaMETAa30HOM 13 3aCTOCYBAHHSIM MOJIENI PO3/IIJIEHOT BUKUBAHOCTI 32 JaHUMU
3asBHUKA

Era | Po3ain Omnuc

II

Oyintosana mexnonozia: naparymymad y koMmOiHauii 3 6opre3omMioom
1 | Beryn Ta JIEKCAMETA30HOM.

Komnapamopu: 6opte3omi0 y KoMOiHAIIIT 3 1eKCaMEeTa30HOM;
oMaJIiIoOMiJ1 y KOMOiHaIii 3 60pTe30MiO0M Ta JeKCaMeTa30HOM.
Mopens po3fisieHoi BUKHBaHOCTI Oyno nodynoBano B MS Excel.

2 KonTeker [inpoBa MOMyIALIS: AOPOCIi MAIIEHTH 3 MHOKUHHOIO MI€JIOMOIO, SIKi
TOCIIIHKEHHS OTPUMAJIY IIIOHAMEHTIIIE OHY JIIHIIO Teparii.

dapMaKOEKOHOMIUYHUN aHaji3 MPOBEICHO HJs JIOKAIbHHUX YMOB
VYkpaiHu 3 MEpPCIeKTHUBU CHUCTEMH OXOPOHHU 3A0pOB’s (IJIATHHKA Y
chepi OXOPOHH 30POB’S).

3 Bucher HC, Guyatt GH, Griffith LE, Walter SD. The results of direct and indirect treatment comparisons in meta-analysis of randomized controlled
trials. J Clin Epidemiol. 1997;50(6):683-691. doi:10.1016/s0895-4356(97)00049-8
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YacoBuii ropu3oHT MojentoBaHHS craHoBHTH 30 pokiB. Ha ocHOBI
nanux ®opmu Ne 7 «3BiT mpo 3axXBOPIOBAHICTh, Ha 3JIOSAKICHI
HOBOYTBOpeHH:» LlenTpy Mmeanunoi cratuctuku MO3 Ykpainu y 2022
poui** GyB BHM3HAUeHHIl NMOYATKOBMII CepeiHiii BiK NalieHTa Ta
PO3MOLN 32 CTATTIO: IOYATKOBUI cepeHiil Bik CTAaHOBHUTH 63 POKiB, a
CIIBBIAHOIIEHHS 4YOJIOBIKIB Ta JKIHOK cTaHOBUTL 45% Tta 55%
BiJIMTOBITHO.

CraBka JIUCKOHTYBaHHS I BUTPAT Ta pe3ynbTariB — 3%.

Hani mono edexruBHocTi: pociimxenns CASTOR (mani Ha piBHI
MalieHTa 3 OCTAaHHBOTO OHOBJICHHS JdaHuX (KoBTeHb 2022)),
nocrimxenns OPTIMISMM (my6uixanis Richardson P. et al., 2025%).
Hani momxo 6e3neku: pociimkeHass CASTOR (my6aikarist Sonneveld
P.etal., 2022%), nocnimxenns OPTIMISMM (myGnikarris Richardson
P.etal., 2025).

Jani momo kopucHocTi: gocmimkenas CASTOR, 3sit NIHR TA171%,
nyomikariist Lloyd A. et al., 2006%

3a pe3ynabTaTaMy €KOHOMIYHOI OI[IHKH y Mekax 30-pigHOro 4acoBOTO
TOPHU30HTY OYJIO OTPUMAHO Pe3yJIbTaT:

e I 1YG s gaparymymaby B komGimamii 3
00pTe30MiOOM Ta IEKCAMETa30HOM, LYG nns 6oprezomiOy
B KoMmOiHamii 3 JgeKcaMeTa3oHOM Ta LYG pnsa
oMasiJoMily B komOiHalii 3 6opTe30mMiboM Ta JeKcaMeTa30HOM;

e I 0ALY s naparymymaby B koMmGiHamii 3
OopTe3oMiOOM Ta  JIEKCAaMETa30HOM, QALY s
O0opte3omiOy B KOMOIHAIT 3 JIEKCAMETa30HOM Ta QALY
JUIS ToMaltiioMiny B koMmOiHalii 3 60pTe30MiOOM Ta JeKcaMeTa30HOM.
HNapatymymad y koMOiHaiii 3 OopTe3oMiOOM Ta JEKCaMETa30HOM

sa6esnesneuye gomarkozo || LYG - | QALY

MOPIBHAHO 3 Oopre3omMiOOM B KOMOIHAIli JEKCaMETa30HOM 1
B G2 QALY nopisrsHo 3 moMastinomizom B
KoMOiHamii 3 OopTe3omiOOM Ta JeKCaMeTa30HOM [UIsl JIOPOCIIHX
MAIE€HTIB 3 MHOXMHHOIO MI€JIOMOIO, SIKI OTpUMAalM IIOHAMEeHIIe
OJIHY JIHIIO Teparii, BpaXOBYIOYH JUCKOHTYBaHHS.

3 Po3zpaxyHok Kareropii npsMux BUTpaT, 1110 BKJIIOYEHI B MOJIEIIb!

BUTpAT ° BUTpATH Ha Kypc Teparlii JiKapcbKUMHU 3ac00aMu;

° BUTPATH Ha BBEJCHHS JIIKAPCHKUX 3aC001B;

° BUTpATH Ha CYIyTHI JIIKApChK1 3aCO0M;

° BUTPATH Ha MEAWYHI MOCIYTH Ta MIarHOCTUYHI MPOUEAYpPH, SIKi
CYNMPOBOKYIOTh MOHITOPUHT Teparlii;

° BUTPAaTH Ha JIKyBaHHSA MOOIYHUX peakliil 3 ypaxyBaHHSAM
WMOBIPHOCTI 1X BUHUKHEHHS,

° BUTPATH HAa MOJAJIbIIE JIKYBaHHS.

34 http://medstat.gov.ua/ukr/statdanMMXIX.html

% Richardson P, Beksa¢ M, Oriol A, et al. Pomalidomide, Bortezomib, and Dexamethasone Versus Bortezomib and Dexamethasone in Relapsed or
Refractory Multiple Myeloma: Final Survival and Subgroup Analyses From the OPTIMISMM Trial. Eur J Haematol. 2025;114(5):822-831.
doi:10.1111/ejh.14365

% Sonneveld P, Chanan-Khan A, Weisel K, et al. Overall Survival With Daratumumab, Bortezomib, and Dexamethasone in Previously

Treated Multiple Myeloma (CASTOR): A Randomized, Open-Label, Phase 111 Trial. J Clin Oncol. 2023;41(8):1600-1609.
doi:10.1200/JC0.21.02734

37 Brown 2013/Partial Review TA171 (Bacelar 2014) https://fundingawards.nihr.ac.uk/award/13/07/01

% Lloyd A, Nafees B, Narewska J, Dewilde S, Watkins J. (2006) Health state utilities for metastatic breast cancer. Br. J. Cancer

95(6):683-690.
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Henpsimi BUTpaTH B aHasi3 BKJIIOYEHI HE OYJIH.

asBrena xougizenmiiina minosa nponosuuis cranosuts [EGEGR
IPH 3a KOHLEHTPAT JUIA PO3uuHy 1 iHQy3id, 20 mr/mu, 20 mia y
(bnakoHi, Ta _ I'PH 32 KOHIICHTPAT JUIsl PO3YUHY IS 1HDY31H,
20 mr/mi, o 5 M y ¢aaxoni. Kondinenuilina niHoBa npomno3uLis €
Ha HIDKYOIO 3a 3aJIeKJapoBaHy IiHy B HarioHanpHOMY
Karanos3i LiH, fKa CTaHOBUTH 66 531,39 rpH 3a KOHIEHTpAT Ui
po3uuny s iH}y3ii, 20 mr/mn, 20 v y daakoni (Hakaz MO3 mpo
NeKIapyBaHHS IiHU Ha JTikapcbkuit 3aci6 Bix 01.07.2025 Ne 1041).
Bapricte  momamimomimy, OopTe3oMiOy Ta  JIeKCaMETa3oHY
po3paxoBaHa 3asBHUKOM Ha OCHOBI JIaHUX EJIEKTPOHHOI CHCTEMH
myOJIiyHUX 3aKyImiBenb Prozorro. I{ina momanigoMiny, Kancysim TBEpIi
o 4 mr (TH IIOMAJIIAOMI/I-BICTA) cranoButs 144,97 rpu 3a 1
Kancyny >; mina 6opre3omiby, miodinizaTy s po3UMHY [T iH'€KIiH
o 3,5 mr, 1 dnakon 3 miodinizatom (TH MO3ETPOKC) cranoBUTH
503,99 rpu 3a 1 q)naKOH‘w; IiHa JIeKcaMeTa3oHy, TabaeTok, 20 mr Nel0
(TH AEKCAMETA3OH KPKA) cranoButs 695,58 rpH 3a Gmicrep.
3agBHUKOM OyJ0 BpaxoBaHO, MI0 TPUBAIICTh 3aCTOCYBAHHS
Oopre3omiOy Ta JeKcaMeTa30Hy B KOMOiHamii gapaTymymaoy,
Ooopre3omiOy Ta JekcameTa3zoHy 1 KombOiHamii Oopre3omiOy Ta
JIEKCaMETa30Hy He IepeBuiyBana 8 mukiiB (21 meHs).

CykymHi BHTpaTH Ha 3asBIEHY IHTEpBEHIIIO (Iaparymymald B
koMOiHamii 3 OopTe3omMiOOM Ta JEKCaMETa30HOM) Ha TOPH30HT
mozemosanns 30 pokis i3 muckonrypanusM 3%: || o=
CykynHi BUTpaTu Ha MEIUYHY TEXHOJIOT10 OPIBHAHHSA 00pTe30Mib B
KOMOIHAIIi1 IeKcaMeTa30HOM Ha TOPU30HT MojeoBaHHs 30 poKiB i3
JUCKOHTYBaHHAM 3%: _ IPH.

CykyIiHI BUTpaTH HA MEIUYHY TEXHOJIOT1I0 TTOPIBHSIHHS TOMaJIiJOMI]I
B KoMOiHamii 3 Oopre3omiOOM Ta JeKkcamMeTa30HOM Ha TOPU3OHT
monemoanns 30 pokis i3 uckontyansam 3%: || o=

Pi3nuns Butpar:
([ ]
JeKCaMETa30HOM;

e N - opisusHO 3 nmoManizoMizoM B KOMGiHaii 3
60pTe30MiO0OM Ta IEKCaMETa30HOM

IpH TOpPIBHAHO 3 Oopre3omiOOM B KOMOiHAIil

4 Pesynbratn

° rpu/LYG,
° rpa/QALY.

[nkpemeHTanbHUN oka3HuK egexTuBHOCTI BUTpaT (ICER) nopiBHsHO
3 0opTe30MiOOM B KOMOIHAIIT IleKCaMEeTa30HOM:

o - rpr/LYG,

° rpa/QALY.

IakpemenTanpHMii noka3Huk epextuBHOCTI BUTpat (ICER) mopiBHsSHO
3 MOMAaJIIIOMIZIOM B KOMOiHAIIi 3 00pTe30MiIOOM Ta JEKCaMETa30HOM:

AmHaii3 4yTJIMBOCTI
3asiBHUKOM JUTS OLIIHKHU HEBU3HAYEHOCTI napaMmeTpiB
(hapMaKOEKOHOMIYHOTO aHaJli3y Ta BU3HAYEHHS CTYNEHs CTIMKOCTI

% https://prozorro.gov.ua/uk/tender/UA-2025-10-31-005051-a
40 https://prozorro.gov.ua/uk/tender/UA-2024-07-12-010014-a
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OTPUMAaHUX pe3yiabTaTiB Oyli0 TPOBENEHO OAHO(MAKTOPHUMA Ta
WMOBIpHICHHI aHAJII3! YyTJIMBOCTI.

OpaodakTopHHMIA aHAN3 YYTIUBOCTI OYJIO MPOBENEHO 31 3MIHOIO
BX1HUX napameTrpiB Ha +/- 20%. [Ipu npoBeaeHHi 0AHO(AKTOPHOTO
aHamizy uwynmBocti mokazHuk ICER/QALY mns  komOiHamii
naparymymady 3 OopTe3oMiOOM Ta JEKCaMeTa30HOM IOPIBHSIHO 13
KoMOiHaIiero 0opTe30Mi0y Ta JIEKCaMETa30Hy KOJMBAETHCS Y MEXax
Bi/1 [ ro2/ QALY o I rp+/QALY ra 6yB Haii6insm
YyTJIIMBUN 110 3MiHM NapaMeTpHu3alii po3NoAlTy MpU MOJEIIOBaHHI
3arajbHOl  BWDKMBAHOCTI JUIsl  JaparymMymady B KoMmOiHamii 3
60opTe3oMiOOM Ta JIeKCaMeTa30HOM, MapaMeTpu3auii po3noaiay Hpu
MOJICITFOBaHHI 3arajibHOI BUKHUBAHOCTI JIsl O0pTe30MiOy B KOMOIHAITI
3 JeKcaMeTa30HOM Ta WLiHM Ha gaparymymad. Ilpum mnpoBenenHi
onHo(dakTopHOoro anamizy uymmBocTi nmokasHuk ICER/QALY mns
KoMOiHamii maparymymadb y xomOiHamii 3 Ooprezomibom Ta
JEKCaMETa30HOM TMOPIBHSAHO 13 MOMalioMiioM Yy KoMOiHamii 3
Oopre3omiOOM Ta JCKCAMETa30HOM KOJHMBAETHCS Yy MEXKax BiJ
I QALY o [ rp2/QALY ta 6yB HaiiGinsur
YyTIIMBUN 110 3MiHU TMapaMeTpHu3alii po3MoAlTy TMpH MOJIEIIOBaHHI
3aranbHOi BIDKMBAHOCTI [ JapaTymymMaldy B KomOiHamii 3
Ooopte3omiOoM Ta JekcameTa3oHoOM, NokazHuka HR s 3arambHOl
BIDKMBAHOCTI Juis KoMOiHamii momanigominy, Oopre3omiOy Ta
JIeKCaMeTa30Hy IOpPIBHAHO 3 KOMOiHamiero OopTe3oMiOy Ta
JeKCaMETa30Hy Ta TMapaMeTpu3alii po3MoAlLly MpH MOJETIOBaHHI
3arayibHOI  BWDKMBAaHOCTI Uit Oopre3omiOy B KoMOiHamii 3
JIEKCaMETa30HOM.

3a pesynbpTaTaMH IMOBIpPHICHOTO aHanizy uyTiauBocTi micius 1000
irepaiit  mokasuuk ICER  cranosuts || roe/QALY
MOPIBHSIHO 3 OOpTe30MiOOM B KOMOIHAIll JE€KCaMeTa30HOM, Ta
I /QALY nopisasHO 3 moMamizomizom y komGiHamii 3
060pTe30MiO0OM Ta IEKCaMETa30HOM.

Bapmo 3aysasicumu, wo ax oOnoghaxmopruti ananiz yymuueocmi, maxk
i UMOBIPpHICHUU AHANI3 YYMIUBOCMI, NPOBEOEHI 3AABHUKOM, C8IOUAmD,
wo  Odapamymymab y  KomOimayii 3  Oopme3omibom  ma
0eKcamemasoHoM 3anumamumemscs Oilbul UMpamuolo i Oinbuw
eexmueHo MexXHON02IEI0 NPU 3MIHI KIIOYO8UX napamempie Mooeii,
a sumMpamu 3aIUUAMUMYMbCsL HeeEeKMUSHUMU K NPU NOPIGHAHHI 3
bopmezomibom y  KOMOIHayii  OekcamemazoHOM, mak [ 3
nomanioomioom y komoinayii 3 bopmezomioom ma 0eKkcamemazoHoM.
JlogaTkoBO 3asBHUKOM OyJIO NpPOBEAEHO aHami3 2 CHeHapiiB, je
MOPIBHIOBABCS BIUIMB OOpPaHOTO BapiaHTy MOJCIIIOBAHHS Yacy [0
npunuHeHHs JikyBaHHS Ha 3HadeHHd ICER/QALY: Ha ocHOBI
MeJllaHi TPUBAJIOCTI 3aCTOCYBAHHSI JIIKAPCHKHUX 3aC001B 3 TOCTIHKCHB
CASTOR i OPTIMISMM (I rpw/ QALY nopisusno 3
6opresomiom B komGinanii nexcamerazonom, || ror/QALY
MOPIBHSAHO 3 TOMAaliOMiJIoM y KoMmOiHalii 3 OopTe3oMiOOM Ta
JIEKCAaMETa30HOM), AaNMpPOKCUMYBaHHS Ha OCHOB1 1HJMBIAYyaTbHUX
JaHUX MAIi€HTIB A JapaTymyMady B koMOiHallii 3 6opre3omMiOoM Ta
JeKCaMeTa30HoM 1 60pTe30Mi0y B KOMOIHAIIT 3 IEKCAaMEeTa30HOM Ta Ha
OCHOBI BIJHOIIEHHS PU3MKIB 4Yacy JI0 NPUIHHEHHS JIKYBaHHS 0
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BIKMBAHOCTI 0€3 MporpecyBaHHs JUIsl MOMaIioMiay B KOMOiHaIll 3
ooprezomibom ta nexcamerazonoM ([l o=/ QALY nopisrano
3 Oopre3oMiOom B KOMOiHaIli JEeKCaMETa30HOM,

rpa/QALY mopiBHSHO 3 TOMaNAOMIZIOM Yy  KoMOiHarii 3
O60pTe30MiOOM Ta JEKCaMETa30HOM).

[Tpunymennst | Ilpu moOGymoBi Moaem Oyiio 3po0JIEHO KUTbKa MPUITYIICHb:

S aHaJizy Ta ° BpaxoByroun BiJICYTHICTb AOCTYIY [0 NESIKUX IHHOBAIlIHHX
00OMEeXeHHS TEXHOJIOTiM JIIKyBaHHS 3 MEPCHEKTUBU JEPXKaBH SK IUIaTHUKA B
aHawizy VYkpaiHi, a TAKO>X MO>KJIMBI JIOKaJIbHI 0COOJIMBOCTI BUOOPY HACTYITHUX

3asIBHUKA, 10 | JIIHIA JIIKyBaHHS, 3asBHUKOM OYJI0 3pOOJICHO MPHUIYIICHHS 100
MaroTh BIUIMB | pO3MOAUTYy  MOJAIBIIOTO  JIKYBaHHA  HpPU  [POrpecyBaHHI
Ha Pe3yJIbTaTH | 3aXBOPIOBAaHHS, sIKEe OyJI0 3aCHOBAaHO Ha OCHOBI JaHUX JOCIIKEHb

aHawizy CASTOR i OPTIMISMM, a Takox Ha AaHUX ONMUTYBaHHS KIIHIYHHX
e(EeKTUBHOCTI | EKCHEPTiB I0JI0 MOTOYHOI MPAKTHKH JIIKYBaHHS XBOPUX HA MHOXKUHHY
BUTpAT MIEIOMY 3 YpaxyBaHHSIM TMEPCHEKTUBU JEpXKaBH SK IUIATHHKA.

[IpunyckaeTscsi, M0 MiC/IS MPOTPECYBaHHS 3aXBOPIOBAHHS YacTHHA
MaIieHTIB Ha HACTYNHHUX JIHIAX Tepamii OoTpuMae KOMOIHOBaHY
Teparnito, 0 CKJIAJTA€ThCS 3 IBOX KOMITIOHEHTIB. BiIbIIICTh MaIi€eHTIB
OTPUMAIOTh KOMOIHOBaHy Tepamilo, 30KpeMa i3 BHUKOPUCTaHHSIM
uukinodochaminy, momamigomiay, 6opre3oMiOy Ta JeKcaMeTa3oHY,
SIK1 BIIIIKOJTIOBYIOTHCSA 32 PaXyHOK JIEpKaBH.
° OcCkilbKM J1aHi 100 TPHUBAIOCTI JIKYBaHHS MOJANbIINMU
TiHisIMH Teparnii Oyiau oOMeXeHi, 3aSBHUK MPHUITYCKAE, IO BCI CXeMHU
MOAAJBIIOrO JIKYBaHHS penuauByrouoi Ta/abo pedpakTepHOi
MHOXMHHOT MI€JIOMH MarOTh OJHAKOBY TpHBaIicTh. [lpu mpomy
MefiaHa 3arajibHOI BIIKMBAHOCTI JJISl MAIll€HTIB, IO OTPUMYIOTh
JTIKyBaHHS Ha TPETi Ta HACTYNHHX JiHISIX BHUKOPUCTOBYETHCS SIK
HaOJMMKEHUH BaplaHT MeJiaHM TPHUBAJIOCTI MOJAJBIIOTO JIIKYBaHHS.
Ha ocHOBI 1poro mnpuitHATO, 10 B MOJENI TMOCTIHHA YacToTa
MPUITMHEHHS OJAJIBIIOrO JIIKYBaHHS.
° [Tpu nporpecyBaHHI 3aXBOPIOBAaHHS PO3MOJILT MOJAIBIIUX CXEM
Teparnii OyJie CX0KUM MIXK IHTEPBEHIII€0 Ta KOMIApaTOPOM.
° [lpy MopenroBaHHI BHUTpPATH Ta MOKA3HUKH 3HWKECHHS
KOPHUCHOCTI TpH BHHHUKHEHHI MOOIYHMX peakliii BpaxOBYIOTbCS
OJTHOPA30BO B MEPIIOMY IIHKJII MOJIEIT.

3asBHUK TaKOX 3a3Hayvae, 110 00MEXKEHHIM
(apMaKOEKOHOMIYHOTO aHali3y MpU MOPIBHSHHI 3 KOMOIHAII€l0
nomainigominy, Oopre3oMi0y Ta JeKcaMeTa3oHy € BiACYTHICTh
MPSIMOTO TOPIBHSAHHS €(EeKTUBHOCTI JapaTymyMady B KoMmOiHarii 3
O6opTe3oMiOOM Ta JIeKCaMeTa3oHOM 1 MoMaiioMigy B KoMmOiHaIii 3
O0opre3omiOOM Ta JEKCaMETa30HOM, a BUKOPHUCTAHE HEINpsiMe
MOPIBHIHHS OyJnO OOMEXEHWM BHACTIAOK BiIMiHHOCTEH B 0a30BHX
XapaKTEPUCTUKAX MAIIEHTIB Y KITHIYHUX JTOCITIPKCHHSIX.

OTxe, 3a po3paxyHKaMH 3asiBHHKA 3aCTOCYBaHHS JapaTyMmyMaly B KOMOiHaIlii 3 6opTe3omiOom
Ta JIEKCaMeTa30HOM JIJIsl JIIKYBaHHS JOPOCIIUX MAI[IEHTIB 3 MHOXHUHHOIO MI€JIOMOIO, SIKI OTPHUMAJIH
[IOHAMMEHIIIE OJIHY JIIHIIO Teparnii, 3a0e3nedye J01aTKOBI -LYG Ta - QALY
MOPIBHSIHO 3 OOpTe30MiOOM B KOMOiHAIIIT JeKcaMeTa30HOM i LYG ta QALY
MOPIBHSIHO 3 MOMAaJIIZIOMiJIOM B KoMO1HaIlii 3 6opTe3omiObom Ta nekcameTa3zoHoM. CyKyIHI BUTpaTH
HAa 3aCTOCYBaHHs 1aparymMyma6y B kombinanii 3 Gopresomicom Ta nexcamerasonom (N rox)
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W IpH OUTBIIMMU 32 CYKYITHI BUTpAaTH Ha O0pTe30Mi0 B KOMOIHAIIIT 3 leKCaMeTa30HOM
IrPH) Ta Ha _ IpH OLIBIIMMHU TIOPIBHSHO 3 CYKYITHUMH BHUTpaTaMd Ha

nomanizomin B kombinanii 3 6opresomicom ta nexcamerazonom ([ o»).
3rizHo Moneni 3asBHUKA 3HAYEHHS IHKPEMEHTAJIBHOTO IOKa3HHKa €()EeKTUBHOCTI BHUTpPAT
(ICER) npu 3acrocyBaHHi naparymymaly B KoMmOiHAIil 3 60pTe30MiOOM Ta JE€KCaMEeTa30HOM IS
JIIKYBaHHS JOPOCIIUX TMAII€HTIB 3 MHOKHMHHOKO MI1€JIOMOIO, SIKI OTPUMAIIH IOHANMEHIIIE OJIHY JIIHIIO
Teparii, mopiBusHo 3 Gopresomibom B kombGinamii 3 gexcamerazonom cranosuth ||| rox: va
PIK IOAAHOTO XHUTTS 1 IPH Ha piK JOAAHOTO XHUTTS, CKOPUTOBAHOTO Ha SKICTh, Ta
MOPIBHSHO 3 TMOMalioMioM B KoMOiHaIii 3 Oopre3omMiOoM Ta JeKCaMeTa30HOM CTaHOBHUTH
I'PH Ha PiK JJOAAHOTO XUTTS Ta T'PH Ha PiK JOAAHOTO JKUTTS, CKOPUTOBAHOTO

Ha SIKICTb.

BianmoBigHo A0 mikanu pekoMeHnoBaHuMX TpaHndHuX 3HadeHb ICER B Ykpaini BuTpatu Ha
3aCTOCYBaHHS JapaTymymalOy B KoMmOiHamii 3 60pTe30MiOOM Ta JAEKCAMETa30HOM IOPIBHSIHO SIK 3
Ooopre3oMiOOM B KOMOIHAIi 3 JeKcaMeTa3oHOM, TakK 1 3 MOMaliIOMIZIOM B KOMOiHamii 3
0opTe30MiOOM Ta JeKCaMeTa30HOM € Hee(DeKTUBHUMU, OCKTBKY 3HAYCHHS MTOKa3HUKA e()eKTUBHOCTI
Butpat ICER nepesuinye 5 BBII na aymry nacenenss (659 720,00 rpu). 11t po3paxyHKy TpaHUYHHX
3nadeHp ICER Oymo Bukopucrano mani BBII ma gymy nacenennst cranom Ha 2021 pik, mo
onyOmikoBaHi Jlep:kaBHOO ciyk0010 ctaTucTUKU YKpainu Big 11.03.2022.

YnoBHOBa:KeHMM OPraHoM IMPOBeJleHA OI[iHKA Po3aijly (papMaKoeKOHOMIYHOr0 aHATI3y
JA0CHE, 32 pe3yJIbTATAMHU SIKOI BCTAHOBJIEHO GAKTOPH, AKi MAIOTh BILUIMB Ha Pe3yJbTAT AHAJI3Y
e()eKTHBHOCTi BUTPAT:

Cmoco6Ho nopieHAHHA i3 DOPME30MIOOM 8 KOMOIHAUIT 3 0eKCaMemazoHoM:

V' dapmarxoexonomiunomy ananizi npu moOoenr08anHi 3aA6HUKOM OYIO BUHAYEHO Hac 00
NPUNUHEHHs JIIKYBAHHA HA OCHOBI CNIBBIOHOWEHHS PU3UKIE Hacy NPUNUHEHHs JIKYBAHHA |
sudxcusanocmi 6e3 npozpecyéanus. B cyenapnomy awnanizi wymausocmi 3asa8HUKOM O000AMKOBO
npeocmasieHo albMepHAMUBHi NiOX00U: BUKOPUCAHHA MediaHu mpueanrocmi 3acmocy8amHHs 3
oocnioacernb CASTOR i OPTIMISMM, a maxoac anpoxcumy8anHs Ha 0OCHOBI IHOUBIOYANbHUX OAHUX
nayicHmie ma Ha OCHOBI GIOHOWIEHHSL PUUKIB 4acCy 00 NPUNUHEHHS NIKY8AHHS 00 8UNCUBAHOCMI De3
npoepecysanus. OOHAK wje OOHUM MONCTUBUM NIOXO0OM € MOOEN08AHHS 4acy 00 NPUNUHEHHS
JUKY8AHHS 8i0ON0GIOHO 00 NPOMOKOY O0CNIONCEHb. 34 MAK020 NIOX00Y 3HAYEHHS IHKPEMEHMAIbHO2O0
noxasnuxa egpexmusnocmi eumpam cmarnosumo || ] 20/ 0ALY nopisnano 3 xoméinayiern
bopme3omiby ma OeKkcamemaszowy, d SUMpAmMu 3AIUUAOMbCs  HeepexmusHumuy. Bapmo
3aY8anCUmMu, wo maxKui nioxio € MOOeIbHUM, WO 8i000paX}cAc NeCUMiCMUYHUL CYeHapill 3 MoyKu
30py eghekmusHOCmi sumMpam, OCKIIbKU He 8paX08Ye NPUNUHEHHS JIKY8AHHS Yepe3 NoOIuHi peaxyii
abo MW NpuYUHY, KPIM NPOSPEeCcYB8aHHs 3aX60DPIOBAHHS, W0 MOdce Npuzeecmu 00 nepeoyinKu
mpueanocmi NiKy8aHHs, sUmMpam Ha JiKY8aHHs mMda, GION0GIOHO, 30ilbUleHHs 3HAYEeHH NOKA3HUKA
epekmusnocmi eumpam. Taxkum uunom, eepxus mooxciusa medxca ICER/QALY nopisnsano 3
KoMOIiHayieo 6opme3omidy ma 0eKcamemasoHny 3a pe3yibmamamil CYeHAPHO20 AHANI3Y YYMAUBOCMI
0yOe Oinbuloro HidIC NPeoCcmasieno 3da6HUKOM, Npome He 3MIHUMb GUCHOBKI8 3a pe3ylbmamamu
NpPOBeOeH020 aHAli3).

Cmoco6Ho nopieHAHHA i3 KOMOIHAYIEI0 NOMANIOOMIOY, GOpmMe30MiOy ma 0eKcamemazony:

s nposedenHs papmaxkoeKoOHOMIUHO20 aHANI3Y NOPIGHAHHA KOMOIHayii oapamymymaoy,
bopme3zomiby ma O0excamemasoHny i KoMOIHayii nomanioomioy, 6opme3omioy ma 0ekcamemasoHy
3AAGHUKOM OYI10 BUKOPUCMAHO KIIHIYHI OQHI HENpsAMO20 NOPIGHSAHHS, CAMOCMIUHO NPOBEOeHO20
3AA6HUKOM HA OCHO8I memody byxepa, Axuii IpyHmyemvcs HaA NPUNYWeHHi npo ChiCMAaGHiCMb
ehexmis 00HaK0B8020 NIKYBAHHS 8 PI3HUX docnioxcenHsx. [Ipome, ax Oyi0 3a3Haveno @ nionynkmi 2
nyHkmy 3, 06a308i xapakmepucmuku yilib080i NONYIAYIL 8 O0CTIONCEHHAX GIOPIZHANUCH, A Nepioou
CnocmepedicenHs Oyau pi3HUMU, MOMY OMPUMAHI pe3yIbmamu Henpsamo20 HNOPIGHAHHA €
HegusHaueHumu. Bpaxoeylouu euwezasnauene ma 3HayHuil enaug nokasHuka HR onsa 3azcanvHoi
gudCUBAHOCMI 011 KOMOIHayii nomanioomioy, b6opmesomioy ma O0eKcamMemdaszoHy NOPIGHAHO 3
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KOMOIHayieo 6opme30midy ma 0ekcamemasony 6 aHali3i Yymiueocmi, 3HA4eHHsl IHKPeMeHMAalbHO20
NnoKasHuxka eghekmugHocmi modwce GiOpisHAMUCL. Tomy YNOBHOBAdCEHUl Op2aH 3A3HAYAE, WO
pe3yibmamu  amanizy egekmugHocmi sumpam KomOiHayii Ooapamymymaby, Oopmezomiby ma
0eKCaMemasony HNOPIBHAHO 3 KOMOIHAYIED NomManioomioy, 6Oopmesomidy ma O0eKxcamemasoHy
O0YINILHO PO32NIA0AMU SIK MAKI, WO MAiomsb 00MediceHy 00CMOBIPHICMb, 0OHAK HABIMb 3 YPAXYBAHHAM
yiei HeguUHaAYeHOCMI UMpPamu Ha 0apamymymaod 3a1uuamscs HeegheKmugHUMU.

Omorce, 3a pe3yrbmamamu npo8edeHoi OYiHKU eKOHOMIYHO20 OOCTIONCEHHS YNOBHOBAINCEHUM
opeaHom 0Y10 6CMAHOBNIEHO, WO HABeOeHUll Guuje (akmop modxce Mamu 6HIUE HA pe3ylbmam
amanizy eghekmusHocmi eumpam npu NOPIeHAHHI KoMOIHayii dapamymyma0dy, Oopme3omioy ma
deKxcamemasony 3 KOMOIHayielo nomanioomioy, 6opmesomioy ma oOekcamemasony. 3o0Kpema,
BUKOPUCMAHHA  OAHUX HENnpsAMO20 HNOPIGHAHHA CMEOPIOE HEBUSHAYEHICb U000 OMPUMAHUX
pe3yibmamie NOopieHAHHA KoMOIHayil Oapamymyma0by, Oopme3omioy ma OeKcamemasoHy i
KOMOIHayii nomanioomioy, bopme3omioy ma O0eKcamemaszony, npome sumpamu Ha 0apamymymao
3anUamsbcs HeeheKMmuGHUMU.

Ockinvku 6 nionynkmi 2 nynkmy 3 6)10 3a3Ha4eHo, wo npu nPoeederi 0aHoi OYIHKU MeOUYHUX
MexHoN02il KoMOIHayis Oopme3oMiby ma 0eKcamemaszony € Oibll peleaHmHUM KOMNAPAmMopoM,
O0aHi NOpiBHANbHOI KIIHIYHOI ehekmueHocmi Ol NOPIGHAHHA 3 KOMOIHayicto Oopme3omioy ma
oeKcamemasony IPYHmMYymMsbCs Ha OAHUX NPAMO20 PAHOOMI308AH020 KAIHIYHO20 00CNI0NCEeHHs, md,
BIONOBIOHO, pe3yibmamu auanizy eQekmueHocmi GUMpPAam MNOPIGHAHHA 3A6IeHOI MeOUUHOI
MexHoN02ii 3 KOMOIHayielo bopme3omioy ma 0ekcamemasoHy maxKoxc € Oiibll HadIlUHUMU, MO came
0151 OCHOBHO20 CYUEHAPII NOPIGHAHHA 3 KOMOIHayielo 6Oopme3omidy ma Oexcamemasony Oyia
PO3paxosana yina oapamymymady, HeoOxXiona 0l O0CACHEHHS NOPocy eeKmMUsHOCMi UMpan.

Hocsenenns nopoey epekmusHocmi gumpam 3a WKai00 peKkOMeHO08AHUX SPAHUYHUX 3HAUEHD
ICER 6 VYkpaiui 6i0nogiono 00 HAO0AHOI 3asA6HUKOM MOOeNi (apMaKoeKOHOMIUHO20 aHANI3Y
oapamymymady 6 kombinayii' 3 bopme3omiobom ma dexcamemaszoHom NOpIGHIHO 3 bopme30Mioom 8
KOMOIHAYIl O0excamemasoHom Modxcause, AKWO YiHa Ha JAiKApcoKull 3acib6 oapamymymadb 6Oyoe
SHUJICEHA He MeHue HIJIC Ha _ 810 3as6/1eH0i YIHOBOI npono3uyii 00 pieHs 2pH
3a KoHyenmpam Oas po3uuny 0aa ingysziu, 20 me/mn, 20 mn y ¢grakoni ma 2pH 3a
KOHYenmpam OJist pO3YUHy 0as inghy3iu, 20 me/mn, 5 ma y ¢hrakoui (0nsa 0ocsicneHHs Nopo2y HA PiGHI
5 BBII na oywy nacenenns — 659 720,00 epr), ma He menute Hide Ha 810 3a518/1eH0i YiHOBOT
npono3uyii OW 2PH 3a KOHYeHmpam 01s po3uuny ons ingyziu, 20 me/mn, 20 ma y
@raxoni ma 2PH 3a KOHYyenmpam OJisl pO34uny oas ingysiu, 20 me/mn, 5 ma 'y graxoni
(0151 Oocsienenns nopoey na pisti 3 BBII na oyuy nacenennsi — 395 832,00 epn).

4) naHi mWOA0 pe3yabTATIiB €KOHOMIYHOI JOUIIbHOCTI B YACTHHI aHAJi3y BIJIMBY Ha
MOKA3HUKH OHOKETY

3asgBHUKOM OyllO TPOBEACHO aHaji3 BIUIMBY Ha TOKA3HUKUA OIOKETYy 3aCTOCYBAHHS
naparymymady B KoMOiHalii 3 O0opTe30MiOOM Ta JEKCaMETa30HOM IOPIBHSHO 13 3aCTOCYBAaHHSM
6opre3omiOy B KOMOiHALT 3 JEKCaMEeTa30HOM Ta MOMaiIOMily Yy KOMOiHalii 3 IeKcaMeTa30HOM Ha
IMIJICTaBl 3MOJICIbOBAHUX HEIMCKOHTOBAHHMX IMPSMHUX MEIWYHUX BUTPAT JJIS JIIKYBAHHS JTIOPOCIIAX
MAII€HTIB 3 MHOKUHHOIO MI€JIOMOIO, SIKI OTPUMAJIH IIOHAWMEHIIIE OJHY JiHII0 Teparii.

3asBHUKOM TMOOYJOBAaHO CIIEHApIA TOBHOTO TMEpPEeXo]y IUIbOBOI KOTOPTH TAIlI€EHTIB O
3aCTOCYBaHHA JaparymMmymal0y B KoMOiHaIii 3 OopTe3omMiOOM Ta JexcameTa3oHOM. Po3paxyHOk
KUTBKOCTI MAIIIEHTIB, 10 OYB 311HCHEHMIA 3asIBHUKOM, TIPEICTABIICHO Y TyHKTI 3.1 TaHOTO BUCHOBKY.
3a po3paxyHKaMu 3assBHHKA MIOPIYHO KUTBKICTh JOPOCITHX MAII€HTIB 3 MHOXHUHHOIO MIEIOMOIO, SIKi
OTpUMaJIM IIOHAaWMEHIle OJHYy JIIHII0 Tepamii Ta BHeplIe MNOTpeOyBaTUMYTh 3aCTOCYBAHHS
napaTymMmyMa0y y KomOiHalii 3 60pTe30mMiOOM Ta JIeKcaMeTa30HOM, MOXe cTaHOBUTH 502 ocobu B
nepuui pik nporao3ysanHs, 305 ocid — B npyrwuii, 323 ocoOu — B TpeTiit, 326 ociO — B 4eTBepTHil Ta
326 ocib — B I’ ATHIA.

AHani3 BIUIMBY Ha OIO/UKET OyB NMPOBEACHUHN 3aSBHUKOM 3 ypaxyBaHHSM 3MOJIEITHOBAHUX
HEJNCKOHTOBAaHUX BHUTpAT, TOMY Ha €Tali BU3HAUEHHS PO3MIpy LITBOBOI MOMYJISAIii 3asBHUK HE
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BUKJIIOYAB 3 PO3PaxyHKY MAIli€HTIB, SKI MOMUPAIOTh HIOPOKY, OCKUIBKH Y 3MOJICTbOBAHUX BUTPaTax
B)KE BPaxOBaHO [TOKAa3HUK CMEPTHOCTI. [IpoBeieHmii 3assBHUKOM aHaIi3 BIUIMBY Ha OI0/DKET BPaXOBYE
BCI IIPsIMi METMYHI BUTPATH, ITOB’A3aHI 13 3aCTOCYBaHHSAM MOPIBHIOBAaHUX TEXHOJIOTIH.

Pe3ynpraTn aHamizy BIJIMBY Ha MOKAa3HUKM OIOJDKETY 3aCTOCYBaHHS JapaTymMymady B
KoMOiHarii 3 OopTe3omiOOM Ta JeKcaMeTa30HOM IOPIBHSAHO i3 3acCTOCyBaHHSIM OopTe3oMilOy B
KOMOIHaIi1 3 IEKCaMeTa30HOM HaBEICHO y TaOuII 7.

Ta6auus 7. Pe3ynbpratu ananizy BIUIMBY Ha MOKa3HHUKH OIOJKETY 3aCTOCYBaHHS naparymymaly B
KoMOiHarii 3 OopTe3omiOOM Ta JeKcaMeTa30HOM IOPIBHSHO 13 3aCTOCyBaHHSIM OopTe3oMilOy B
KOMOIHAIl] 3 ITeKCaMeTa30HOM 3a JaHUMU 3asIBHUKA

Pik
Pik | | Pik 2 | Pix 3 | Pix 4 | Pik 5
KinpkicTe marieHTiB

KinpKicTh maIi€eHTiB, 502 305 323 326 326
AKi Briepiie
noTpeOyBaTUMYTh
JKyBaHHSI
3as1BJICHOIO
MEITMIHOI0
TEXHOJIOTI€I0
Jitounii cuenapiii - 502 305 323 326 326
KIJIBbKICTh IALIEHTIB,
SIKi BHKOPHUCTOBYIOTh
KOMOIHAIIIO
Ooprezomily Ta
JIeKCaMeTa30Hy
Jirounii cuenapii - 0 0 0 0 0
KiJIBKICTh TAIiEHTIB,
AK1 OYIyTh
BUKOPHCTOBYBAaTH
napatrymymab y
KOMOIHAwT 3
OoopTe3oMiOoM Ta
JIeKCaMeTa30HOM
HoBuii cuenapiii - 0 0 0 0 0
KiJIBKICTh TAIIEHTIB,
AKi OyIyTh
BUKOPUCTOBYBAaTH
KOMOIHAIIIO
0opTe3omily Ta
JIeKCaMeTa3oHy
HoBuii cuenapiii - 502 305 323 326 326
KiIBKICTh TAIIEHTIB,
SKi BriepIie
MOTpeOyBaTUMYTh
3aCTOCYBaHHS
JnapatymymaOly y
KoMOiHamii 3
oopTe3omibomM Ta
JIEKCAaMETa30HOM

BuTpaTy Ha BCIO MOIYJIALIIO MALi€HTIB, TPH

saranni werpars | | | | | I
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(nirounii cueHapiii),
TPH

3aranabHi BUTpaTu
(HoBMIi cuieHapiii),
TPH

- B T.4. BUTPATH Ha
KoMOiHali, TpH

- B T.4. BUTPATH Ha
Japarymyma0b, TpH
JlonaTkoBuii BUIUB
Ha 0I0/1KeT
AapaTtymymady, rpH

OTxe, 3a pe3ylbTaTaMy aHaNi3y BIUIMBY Ha NMOKa3HUKH OFOJKETY, IPEACTABIICHI 3aBHUKOM,
3a CIICHapieM MOBHOTO Mepexoay 3 KoMOiHaIlii 0opTe3omMi0y Ta JeKcaMeTa3oHy Ha JaapaTymymad y
KoMOiHarii 3 60pTe30MiOOM Ta JIEKCaMETa30HOM BCTAaHOBJICHO, IIIO JIOAATKOBHUM BIUIUB Ha OFOJKET
xomuBaerbes y Mexkax Bi/t || N ro: zo I rp:. 3anexu0 Bin poxy ananisy.

BinmoBigHO 10 pPEKOMEHIOBAHOI IIKAIM OIHKM BIUIMBY Ha OFOJDKET IIOJO0 BUTpPAT Ha
3asIBJICHUN JIIKapChKUH 3aci0 B YKpaiHi HA MiJICTaBi JaHUX JIEP)KaBHUX BUTPAT HA JIIKAPCHKI 3aCO0U
y 2021 poui, mokazaHo, 10 MPHU CLEHapii MOBHOIO MEPEXOy Mali€HTIB MPOTIroM 5 POKIB Ha
3aCTOCYBaHHS JlapaTryMmyMmaly y KOMOiHaIii 3 00pTe30MiOOM Ta JeKCaMeTa30HOM BIUIMB Ha OFOJKET
napaTymyMaly IpoTSAroM I'SiTH pokiB Oyzae Benukum (O6ubiie 100 MiIH rpH) Ta MepeBUILyBaTUME
nopir (irancoBoi qoctymHOCTi (176 MITH TpH) Y _ pa3u 3aJIeKHO BiJl POKY IPOTHO3YBaHHS.

Takox 3asiBHUKOM OYB IPE/ICTaBICHUI 3MOJICIIbOBAHUH ClIeHApil aHaJi3y BIUITMBY Ha OFOJIKET
3aCTOCYBAaHHS 3aCTOCYBaHHS JapaTymMymalOy B KoMOiHamii 3 OopTe3omiOOM Ta JeKcamMeTa3oHOM
MOPIBHSIHO 13 3aCTOCYBaHHSM IMOMAaiIOMily B KoMOiHalii 3 60pTe30MiOOM Ta JIeKCaMeTa30HOM
HaBEJICHO y Tabnui 8.

Tabauus 8. PezynpTaTy aHani3y BIUIMBY Ha NMOKAa3HUKU OIO/DKETY 3aCTOCYBaHHS JapaTymymaly B
KoMOiHaIii 3 60opTe30MiOOM Ta JIeKCaMEeTa30HOM IOPIBHSHO 13 3aCTOCYBAHHSAM IOMAiJIOMiTy B
KOMOI1HaIli1 3 60pTe30MiO0OM Ta AEKCAMETa30HOM 3a JAHUMH 3asiBHUKA
Pik
Pik | | Pix 2 | Pix 3 | Pix 4 | Pik 5
KinpkicTs marieHTis

KiabKiCTh HALIIEHTIB, 502 305 323 326 326
SIK1 BIEPIIIE
MOTpeOyBaTUMYTh
JKyBaHHS
3asIBJICHOIO
MENYHOI0
TEXHOJIOTI€I0
Jirounii cuenapiii - 502 305 323 326 326
KIIBKICTh TAIIEHTIB,
SK1 BHKOPHUCTOBYIOTh
oMaiioMia y
KOMOIHAIIIT 3
O6opTre3omiOoM Ta
JIEKCAaMETa30HOM
Jirounii cueHapii - 0 0 0 0 0
KIIBKICTh TAIIEHTIB,
AK1 OYIyTh
BUKOPHCTOBYBAaTH
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naparymyma y
KoMOiHaii 3
OoopTe3oMiOoM Ta
JIEKCAMETa30HOM
Hoguii cuenapiii - 0 0 0 0 0
KIJIBKICTh MAII€HTIB,
AK1 OyIyTh
BUKOPUCTOBYBATH
MOMaJiIoOMiz y
KOMOiHaIii 3
ObopTe3oMiOoM Ta
JICKCAMETa30HO
Hosuii cuenapiii - 502 305 323 326 326
KIJIBKICTh TAIIE€HTIB,
SIK1 BITEPIIIC
noTpedyBaTUMYTh
3aCTOCYBaHHS
Iaparymymaly y
KoMOiHaii 3
oopTe3omiOoM Ta
JIEKCaMeTa30HOM

Butparu Ha BCIO MOS0 TAIIEATIB, TPH

3araJibHi BUTpaTH
(nirounii cueHapiii),
TpH

3araabHi BUTpaTu
(HoBwHii cueHapiii),
TPH

- B T.4. BUTpATHU Ha
KoMOiHaIlio, TpH

- B T.4. BUTPaTH Ha
Japatymyma0, rpH
JonaTkoBuii BIJIUB
Ha O10KeT
aaparymymady, rpH

OTxe, 3a pe3ynbTaTaMu aHaJi3y BIUIMBY Ha MOKA3HUKU OIOKETY, MPEACTABIEH] 3asBHUKOM,
3a CIIEHapleEM TIOBHOTO MEPEX0J1y 3 moMaiijominy B KomOiHaiii 3 60pTe30MiOOM Ta JAeKcaMeTa3oHOM Ha
naparymymad y komOiHarii 3 00pTe30MiOOM Ta JEKCaMEeTa30HOM BCTAaHOBJICHO, IO JOJATKOBUMN
st Ha Gromket komupaerses y Mexax il [ N ro= zo [ o=, 3anexs0 Bix poxy
aHamizy.

YNOBHOBAaKEHHM OPraHOM IPOBEACHA OLIHKA PO3AiTy (papMaKOCKOHOMIYHOIO AHAJI3Y
JA0CHE, 32 pe3yIbTAaTaAMHU SIKOI BCTAHOBJICHO (aKTOPH, AKI MAIOTh BILIMB HA Pe3yJbTAaT aHAJI3y
BILIMBY HA MOKA3HUKH OIO/KETY:

1. Ak 06yno 3a3naveno y nionyukmi 1 nynkmy 3 6UCHOBKY, pO3PAXYHOK W000 HONepeoHbol
nompeodu O0XOpOHU 300p08's Y 3AsA61eHOMY JIKAPCbKOMY 3aco0i 68 00Cbe NpeodcmasieHo O
OPIEHMOBHOI KIMbKOCMI nayienmis 3 00Cai0NCY8AHON Ho30.102ic0. Peanvna nompeba oxoponu
300p08's Y 3a561eHOMY NIKAPCLKOMY 3AC00i MOdice GIOPISHAMUCH I, 8i0N0GIOHO, 000AMKOBULL BNIUG
Ha 61002cem 0apamymymany mexnc Moxce IOPIZHAMUCD.

2. 3 oensdy Ha me, wo y aHanizi GNIU8Y HA NOKASHUKU 0100xCemy 3as8HUKOM
BUKOPUCTNAHO 3MO0eNb08aHi sumpamu 3 mooeii Mapkoea, SUKOPUCMAHHA OAHUX HENPIMO20
NOPIGHAHHA Ol OYIHKU NOPIGHANLHOI KIIHIYHOI eghekmueHocmi 3asa61eHoi MeOuuHoi mexHonozii 3
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KOMOIHAYIE0 noManioomioy, bopmesomioy ma oekcamemasony ma, 8i0n08IOHO, BUKOPUCIAHHS YUX
O0anux Ol NPOBEOEHHs AHANIZY eheKmUBHOCMI GUMpPam, a MAKONC AHANI3Y 6NAUBY HA 0I0JJHCem
BNIUBAE HA OOCMOBIPHICMb pPe3YIbmamie NPoseoeHUux po3paxyukie. Takum yunom, pe3yibmamu
amanizy enaugy Ha 0r0Jcem 3ACmOCY8aHHs 0apamymymady 6 Komoinayii 3 bopmezomioom ma
0eKcamemasoHOM NOPIBHSHO 13 3ACMOCYBAHHAM NOMANIOOMIOY 8 KOMOIHayii 3 bopme3omioom ma
0eKCAMema3OHOM MAaKoNC OOYLILHO PO32a0amu K MAKi, Wo MAams 00MedCeHy 00CMOBIPHICb.
Omorce, 3a pe3yibmamamyu aHanizy 6nausy Ha 000Xdcem 6CMAHOBIEHO, WO 3ACMOCYBAHHS
oapamymymady 6 KomoOinayii 3 bopme3omioom ma 0ekcamemazoHoM npu3eo0ums 00 000AMKOBUX

gumpam y 0ianazomi 6io _ 2pH 00 _%opllemmo i3 3aCMOCY8AHHAM KOMOTHAYTT
bopme3zomiOy ma dekcamemasony ma y Olanasomi 6io 2pH 00 _ 2PH NOPIBHAHO
i3 3aCMOCY8AHHAM NOMATIOOMIOY 8 KOMOIHAYIL 3 bOpmMe30MibOM Ma 0eKcamemazoHoM Npu NOBHOMY
nepexooi Ha oapamymymad y Komoinayii 3 bopme3zomioom ma 0ekcamemaszoHoM, 3a1eHCHO 8i0 POKY
aHanizy.

Bionogiono 0o pexomendosanoi wixanu oyinku 6naugy Ha 0w00dcem wooo eumpam Ha
3as1681eHUll TIKApCcbKull 3acio 8 Yxpaini na niocmaegi 0anux 0epiucasHUX UMpam Ha JiKApCoKi 3acoou
y 2021 poyi, noxazano, wo npu cyeHapii noeHo2o nepexody NAyicHmie NPomscom 5 poKié Ha
3acmocy8ants oapamymymabom y KomoOinayii 3 6opme3omMibom ma O0eKcamemda3oHOM 6NIUE HA
O10001cem Odapamymymab npomszom n’smu pokie 0yoe eenuxkum (binowe 100 manw epn) ma
nepesuuwyygamume nopie inancosoi docmynnocmi (176 man epn) y _ pasu 3anexicHo 6i0
POKY NPOCHO3YBAHHSL.

5) nani mono kopexkTHOCTI iH(popMalii NpPo HAABHICTH 200 BiACYTHICTH €KOHOMIYHHX Ta
KJIIHIYHUX MepeBar 3acTOCYBAHHS JIKapChbKOro 3aco0y NOPIiBHAHO 3 IHIIMM JIIKApCbKHUM
3aco000M a00 iHIIIOI0 MeINYHOI0 TEXHOJIOTi€I0 (200 iX BiICyTHOCTI), HA/laHi 3asiIBHUKOM

Y nocee AN MPOBENEHHS aHali3y MOPIBHSUIBHOI KIIIHIYHOI e€(eKTHUBHOCTI, Oe3leKku Ta
€KOHOMIYHOI JIOIIBHOCTI 3asBJICHOTO JIKapCchKOTo 3aco0y naparymymad y ckiaai KOMOIHOBaHOL
Tepamii 3 00opTe30MiOOM 1 JIeKCaMeTa30HOM sl JIKyBaHHS JOPOCIUX MAali€HTIB 3 MHOKHUHHOIO
MIEJIOMOIO, SKi OTpUMalli IIOHAWMEHIe OJHY JIHII0 Teparii, 3asBHHKOM KOMIIapaTopoM OyIo
BHU3HAYEHO MMOMAJIIOMIZ y CKJIaJi KOMOIHOBaHOI Tepamii 13 00pTe30MiOOM Ta JIeKCaMeTa30HOM, Ta
JIOJJaTKOBO TIPOBEIEHO aHajli3 MOPIBHAHO 13 KoMOiHalieo OopTe3omiOy 3 JAeKCaMeTa30HOM.
BpaxoByroun HeBenUKHil 00’ €M 3aKyMiBIl TOMaIiAoMiTy, 0OMexeHHsT MeTOTUYHUX PEeKOMEH Il
Ta 0COOJIMBOCTI BEACHHS MAaLlI€HTIB 13 MHOKHUHHOIO MI€JIOMOIO, O1JIBII PEIEBAHTHUM KOMIIapaToOpoM
y JaHOMY BUIIQJIKy € KOMOiHaIis 60pTe30Mi0y 3 JeKCaMeTa30HOM.

[ndopmaris moa0 MOPIBHSUIBHOI KIHHIYHOI €(PEeKTHUBHOCTI 3asiBIEHOTO JIIKAPCHKOIO 3ac0o0y
napaTymMmyMaly y ckjaji KoMOiHOBaHOi Tepamii 3 OOpTe30MiOOM 1 JIeKCaMeTa30HOM Ta MOABIHHOT
KoMOiHa1ii Oopre3omiOy 3 JEKCaMETa30HOM IIPEJCTaBiI€Ha 3a JaHMMM paHJAOMI30BAaHOTO
koHTponboBaHoro npociuimkenHs CASTOR (NCT02136134), mo ctanoM Ha [aTy MiATOTOBKH
BHCHOBKY € €IMHUM JOCIIDKEHHSIM, 10 BIAMOBIAA€ KIIHIYHOMY MUTAHHIO BIJIMOBIHO JI0 CXEMU
PICO. 3rigno 3 peectpom ClinicalTrials.gov nane 1ociniaykeHHs € 3aBEpLICHUM.

3a pesyabTatamu aociigkeHHss CASTOR Oyno miaTBepakeHO HasBHICTh KIIHIYHUX MepeBar
3asBJICHOTO JIKapChKOro 3aco0y JapaTyMmymal y cKjaJi KOMOIHOBaHOI Teparii 3 60pre3omiOoM i
JIEKCaMETa30HOM IMOPIBHSIHO 13 KOMOIHalli€0 OopTe3omiOy 3 JeKcaMeTa30HOM Yy MAlll€HTIB 3
MHOKMHHOIO MI€JIOMOIO, SIKIi OTpUMalM IIOHAWMEHIEe OJHYy JMiHil0 Tepamii. 30kpema Oyio
BCTAHOBJICHO, IO MPHU MefiaHi crocTtepekeHHss 40 MICSIIB 3aCTOCYBaHHS 3asBJICHOI KOMOIHAITIT
MPU3BOJUTH 10 CTATUCTHUYHO 3HAUYLIOrO 30UIBIIEHHS MEIiaHW BMXKMBAHOCTI 0e3 MpOorpecyBaHHS
MOPIBHSHO 13 MOABIHHOIO KOMOIHAIIE€I0 O0pTe30Mi0y Ta AekcameTa3ony (16,7 mpotu 7,1 micsis) 31
3HIKEHHSIM PHU3HMKY MPOTPECYBaHHs 3aXBOpPIOBaHHs abo cmepTi Ha 69% (p<0,0001). PesynpraTn
OLIIHKM 3arajbHOi BIJKMBAHOCTI TPU MeJNiaHl CHOCTEPEeKEHHs 72,6 Micdlll JIEeMOHCTPYIOTh
CTaTUCTHYHO 3Hauylle MOJOBXKeHHs MeniaHu OS mpH 3acTOCyBaHHI 3asBieHOI 1HTepBeHIii (49,6
npotu 38,5 Micsls) Ta 3HWKEHHS PU3UKY cMepTi Ha 26% MOPIBHSHO 3 MOJBIHHOI KOMOIHAIIIEIO
6opte3omiOy Ta nekcamerazony (p = 0,0075). Bapro 3a3HaunTu, nepeBara 3asBIICHOT iHTEPBEHIIIT
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IIOZ0 3arajbHOI BIKMBAHOCTI IMPOJEMOHCTPOBAaHA IOMNPH Te€, L0 3HAYHA YaCTHHA NAIli€HTIB
KOHTPOJIBHOI TPyIH OTpUMYyBajia MOHOTEpAIlii0 JdapaTymMymMaboM B SKOCTI HACTYIMHOI JIiHI{
nikyBauHs. [[{omo mpodimio Ge3neku, To 3acToCyBaHHs KOMOIHAIT JapaTymyMaldy 3 6opre3oMiOom
1 JIeKCaMeTa30HOM XapaKTepPHU3yBaBCs BUIIOI0 YaCTOTOK OKPEMHUX TIeMaTOJOTIYHUX MOOIYHUX
peakuiii 3/4 cTymeHs, 30KpemMa TPOMOOIMTONEHI1, HEUTpoIIeHii Ta liMponeHii, a TakoXK 1HPEKITIH,
MOPIBHSHO 3 TIO/IBIifHOIO KOMOIHaIi€r0 OopTe30MiOy 1 ekcameTazoHy. YacTka BUTIAIKIB TPUITUHEHHS
JMiKyBaHHS yepe3 1mobiuHi mojii Oyla HU3BKOIO Ta MOAIOHOI MK Tpynamu.YacToTa BUHUKHCHHS
BTOPHUHHUX 3JI0OSKICHUX HOBOYTBOPEHb Oyja 3ICTaBHOIO MK TpylmamH, a peakiiii, MoB’si3aHi 3
iH(Yy3i€er0 maparymymaly, CriocTepiraaucs mepeBa)xHo mia yac nepmioi indys3ii, Oymu 31e011b110ro
JIErKoro a00 MOMIPHOTO CTYIIEHS Ta BIATNOBIAAIIM OYIKyBaHOMY Mpodiiato Oe3neKH JIiKapChKOTro
3aco0y.

TakuM YuHOM, 3afBHUKOM OyJ0 KOPEKTHO BH3HAUYEHO HASBHICTh KIIHIYHUX IIepeBar
3aCTOCYBAaHHS JIKapcbkoro 3aco0y y ckimani koMmOiHOBaHOi Tepamii 3 Oopre3omiOoMm i
JIEKCaMETa30HOM IOPIBHSIHO 3 MOJBIMHOIO KOMOIHAIliEI0 00pTe30Mi0y 3 JeKCaMETa30HOM.

Jns ouiHkM KJIiHIYHOI e(EeKTUBHOCTI naparymymaly y CKiaai KOMOiHOBaHOI Tepamii 3
O6opTe3omiOOM 1 JIeKCaMeTa30HOM TOPIBHAHO 13 MOTPIHHOI KOMOIHAIEI0 MOMATIIOMINY 3
O6opre3omMiOOM Ta JEKCaMEeTa30HOM 3asBHUKOM Oylio IMPOBEACHO HEIpsIME MOPIBHSHHS uepes
CHUIbHUI KOMITapaTop 3a MeToJIoM byxepa 3 BUKOpUCTaHHSIM PE3yJbTaTiB ABOX PaHIOMI30BaHUX
nocmimkenb (CASTOR Ta OPTIMISMM). 3rimHo 3 #oro pe3ynbraTaMH 3acTOCYBaHHS
napatymymaly y KomOiHamii 3 OopTe3omiOoM 1 JAeKCaMeTa30HOM Yy MAaIi€HTIB 13 MHOKHUHHOIO
MI€JIOMOIO, SIKi OTPUMAaJIM IIOHAWMEHIIE OJHY IOTIEPEeIHIO JIIHII0 Teparii, Moxke OyTH TOB’sI3aHe 3
HUKYUM PU3HKOM TIPOrPECYBaHHS Ta CMEPTI MOPIBHSHO 3 MOMAIIIOMIIOM y KOMOiHamii 3
O6oprezomiOOM i JekcameTa3oHOM. Pe3ynbpraté moao npodinto Oe3meKkH 3asBICHOI iHTEepPBEHIIi
MOPIBHSIHO 13 TMOMAaigOMIIOM y KomOiHamii 3 OopTe3omMiOOM Ta JeKCaMeTa30HOM HAaBEICHO
3assBHHKOM OITMCOBO 32 JaHHUMH OKPEMHUX JOCIIKeHb, 0€3 BH3HAYCHHS BIJHOCHHX IOKAa3HHKIB.
Boanouac HaBeneH1 pe3yapTaTH 11010 MOPIBHSIBHOI KITHIYHOT e()eKTUBHOCTI Ta O0€3MeKH TOIIbHO
pO3TISIIAaTH AK Taki, IO MalTh OOMEXEHY IOCTOBIPHICTh, BPAaXOBYIOUM pi3HY TPHUBAIICTh
CTIIOCTEPEXKEHHS y JOCTIIKEHHSX Ta MEeBHI BIIMIHHOCTI B XapaKTEPUCTHKAX BKIFOUYEHUX TMAIli€HTIB.

PesynbpTaty mpoBeAEHOrO 3asBHUKOM aHali3y €(pEeKTUBHOCTI BUTpAT CBIIYaTh MpPO TeE, IO
3aCTOCYBaHHA JapaTymyMaly B KOMOiHaIii 3 OopTe3omiOoM Ta JeKcaMeTa3oHOM Ui JIKyBaHHS
JIOPOCIIUX MAIli€EHTIB 3 MHOKUHHOKO MI€JIOMOIO, SIK1 OTpUMaJId IIIOHaiMEHIIIe OJIHY JIIHIIO Teparii, Mae
no7aHy e(eKTUBHICTh Ta KOPUCTb, MPOTE € OUIbIl BUTPATHUM MOPIBHAHO i3 OGopTe3omiOboM B
KOMOIHAIII1 JleKcaMeTa30HOM, 110 € KOPEKTHUM. [HKpeMeHTaIbHII NOKa3HUK €(PEeKTUBHOCTI BUTPAT
(ICER) cranosuts || rpx 52 pix nonanoro xurrs i ||l rpx sa pix nonanoro xurrs,
CKOpUIOBaHOTO Ha fAKICTb, 10 nepeBuiye 5 BBII Ha nymy HaceneHHs, TOOTO Taki BUTpaTH €
Hee(EeKTUBHUMU BIAMOBIAHO 10 IIKAJIM PEKOMEHI0BaHUX rpaHndHuX 3HaueHb ICER B YkpaiHi.

Po3paxyHok 11070 monepeaHbOi OLIHKM NOTPeOHM OXOPOHU 3/I0pOB'S Yy 3asBICHOMY
JKapcbKOMY 3ac00i1 € OCIIOBHUM 3 aHaJIi30M BIUIMBY Ha MOKa3HUKH Orokety. [lorpeda oxopoHu
3I0pOB’sl B 3asIBJICHOMY JIIKAPCHKOMY 3ac001, po3paxoBaHa 3asBHUKOM, € OPIEHTOBHOIO, OCKUIBKU
YaCTKHU MALI€HTIB, Y KX 3aXBOPIOBAHHS MPOrPECye MICIs MepIloi Ta HACTYMHMX JIiHIH, Ta yacTka
TMAIIE€HTIB, K1 TPUHUMAIOTh JICHAIOMII-BMICHI CXEMH, MOKE BIAPI3HATUCA B PEAIbHIN KIIIHIYHINA
MPaKTULl B YKpaiHi.

3a pe3ynbTaTaMH aHaJli3y BIUIMBY Ha OIO/XKET BCTAHOBJIEHO, 1110 3aCTOCYBaHHS AapaTyMmymaly
B KOoMOiHaii 3 0opTe30MiOOM Ta JIeKCaMETa30HOM € OUTbII BUTPATHUM MOPIBHIHO 13 KOMOIHAIIIEO
O6opTe3oMiOy Ta JeKCaMeTa30HY, IO € KOPEKTHUM. J[01aTKOBUY BIUIUB Ha OIOKET TIPH MOBHOMY
Mepexo/ii Ha 3acTOCYBaHHs Jaaparymymaly B KomOiHamii 3 OopTe3omiboM Ta JIeKcameTa3oHOM
KOJIMBA€EThCS Y MeXax BiJ TPH 10 _ TpH, 3aJ€XHO BiA poky aHamizy. [lpu
CIIeHapii MOBHOTO TMEpexoJy MAaIlieHTIB Ha 3aCTOCYBaHHA JapaTymMymMaboMm y KoMmOiHamii 3
60pTe30MiOOM Ta JI€KCAMETa30HOM BIUIMB Ha OIOKET JapaTymyMald MpOTSAroM ITSITH POKIB Oyze
BeUKUM (O1b1ie 100 MITH TPH) BIAMOBIAHO 10 PEKOMEHI0BAHOI IIKAJIN OI[IHKHU BIUTUBY Ha OIOKET
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IIOZI0 BUTpAT Ha 3asBJICHUH JIKapchKUi 3acid B YKpaiHi Ta mepeBUIIyBaTUME MOpIr (piHaHCOBOT
noctyrHocTi (176 MIIH TpH) y _ pasu 3aJICKHO BiJl POKY ITPOTHO3YBaHHSI.

BukopucranHs JaHMX HENPSMOrO TOPIBHSAHHA JJS OIIHKH IMOPIBHSUIBHOI KIIHIYHOI
e(hEeKTUBHOCTI 3asiBJICHOI MEIMYHOI TEXHOJOTii 3 KOMOIHAIli€l0 ToMalliaoMiay, Oopre3oMiOy Ta
JIeKCaMEeTa30Hy Ta, BIAMOBIIHO, BUKOPUCTAHHS IIMX JAHUX JJIs MIPOBEJCHHS aHaNi3y e(peKTHBHOCTI
BUTPAT, & TAKOX aHAII3y BILUTUBY Ha OFO/DKET BIUIMBA€E HA JOCTOBIPHICTH PE3yJbTATiB MPOBEIACHUX
3aBHUKOM pO3paxyHKiB. TakuM uYmHOM, pe3yibTaTh aHamizy e()eKTHBHOCTI BHTpAT Ta aHAJi3y
BIUIMBY Ha OFOJKET 3aCTOCYBaHHS 1apaTymMmyMmaly B KoMOiHaIli 3 60pTe30MiO0OM Ta IeKCaMeTa30HOM
MOPIBHSHO 13 3aCTOCYBaHHSM IOMANIiJOMiqy B KOoMOiHamii 3 OopTe3oMiOOM Ta JEeKCaMeTa30HOM
JOIUTHHO PO3IIISIATH K TaKl, IO MalOTh OOMEKEHY JIOCTOBIPHICTb.

4. PexoMenpamii 1mo0a0 BKJWYEHHSI (BUKJIKYEHHS) JIKapcbKOro 3acody a0 (3)
HanionanbHoro mnepesiky OCHOBHHMX JIKapchbKHX 3aco0iB Ta (ado) mepedikiB, 1o
3aKYNOBYIOThCSI 32 KOLITH JI€P:KAaBHOI0 OIOKeTy JJI BUKOHAHHS NMPOrpaM Ta 3AiCHEHHS
LHEeHTPAJIi30BaHUX 32X0/1iB 3 0XOPOHU 3/10POB’sl, Ta (200) peKoMeH1alii I110/10 32CTOCYBAHHS IS
nijled OXOPOHM 30POB’Sl JIIKAPCBKOro 3acoly, OIiaTa, 3aKymiBjisi a00 BiIIIKOXYBAHHS
BapTOCTi AIKOro 3ilCHIOETHCSI 3 MeTOI0 BHUKOHAHHS PerioHaJIbHUX WiJTbOBHX MpOrpam 3
OXOPOHM 310POB’sl, IO NMOBHICTI0 YM YACTKOBO (PiHAHCYIOTHCH 32 PaXyHOK KOIITIB MiCleBHX
O10/1keTiB, Ta (a00) pexoMeHaaulii 10A0 yKJIaJeHHs] 200 NMPOJOB:KeHHA il (MpoJIOHTraIlii)
JAOrOBOPiB KepPOBAaHOIo AocTyny Ta (a00) iHmi pexkoMeHaauii y pa3i HeoOXiZHOCTI yXBaJIeHHS
pilleHb B cHCTeMi OXOPOHH 3/10POB’l

Binnosiano g0 nm.1 ta 2 1.6 [lopsaaky npoBeneHHs AepKaBHOI OI[IHKK MEIUYHUX TEXHOJIOT1H,
3aTBepKEHOro moctaHoBolo Kabinery MinictpiB Ykpainu Big 23.12.2020 Ne1300 Oymo nmpoBeaeHo
nepxaBay OMT s nikapebkoro 3aco0y naparymyma0, KOHIEHTPAT JUIs pO3YHHY i 1H)Y31i, 20
Mr/mi1, o 5 mut abo 20 M1 y iakoHi, OO MOKIMBOCTI BKJIIOUEHHS 10 HamioHansHOTO mepemiky
OCHOBHUX JIIKapchkux 3aco0iB, [lepemniky nmikapchkux 3aco0iB, MEIUYHUX BHPOOIB Ta TOMOMIKHUX
3ac00iB /10 HUX, IO 3aKYIOBYIOTHCS 32 KOIITH JIEP>KaBHOTO OIOJDKETY JJIsi BAKOHAHHS MPOrpam Ta
3NIIHCHEHHS IEHTPaJII30BaHUX 33aXO0/[iB 3 OXOPOHHU 3JI0POB’sl, 3aTBEP/LKEHOr0 1nocTaHoBoto KaliHery
MinictpiB Ykpainu Big 7 6epe3ns 2022 p. Ne 216, 3a HanpsiMoM «X1MIOTEpaneBTUYHI Npenapary,
paniopapmnpenapaTd Ta OpenapaTd  CyNpoBOAY s JIKyBaHHS  OHKOJIOTIYHMX — Ta
OHKOT€MaTOJIOTIYHUX XBOPUX» B T.4. Yepe3 3aCTOCYBAHHS IPOLEIYPH JOTOBOPIB KEPOBAHOTO
JOCTYIy, a TaKOX JIO0 BIANOBIAHMX MEpeNiKiB A 3AIHCHEHHS 3aKyIiBii JIIKApCHKUX 3aco0iB
CTPYKTYPHUMHU TIAPO3AUIaMH 3 THTaHb OXOPOHHU 370poB’st oOjacHOi Ta KuiBCbKOi MICHKOI
JepKaBHOI aIMiHICTpaIlii 715 MPOBEACHHS 3aX0/11B PET10HAIBHUX I[LIBOBUX MPOTPAM.

3a pe3ylbTaTaMHM pPaHIOMI30BaHOTO KOHTpodboBaHoro mgociimkeHHs CASTOR Oymo
BCTaHOBJIEHO, 110 3aCTOCYBaHHS JlapaTyMymaly y CKJajai KOMOIHOBaHOI Teparii 3 60opTe3oMiooM i
JIeKCaMETa30HOM IOPIBHSHO 13 MOABINHOIO KOMO1IHAIiEr0 00pTEe30Mi0Y 1 IeKCAMETa30HY Y JOPOCIUX
MAIIE€HTIB 3 MHOXKHHHOIO Mi€JIOMOIO, SIKi OTpUMAaJH IIOHAIMEHIIe OJIHY JIiHIIO0 Teparmii, Ipyu MeiaHi
cnocrepexxeHHs1 40 micsuiB (Mateos et al., 2020) npu3BoIUTH A0 3HAYHOTO 30UIBILIEHHS MEAlaHU
BIKMBAHOCTI 0e3 mporpecyBanHs (16,7 npotu 7,1 Micsns) 31 3HKEHHIM PU3UKY IPOTPECYBaHHS
3axBoproBaHHs1 a6o cmepti Ha 69% (HR, 0,31, 95% CI 0,25-0,40; p<0,0001) 31 craTuCTUYHO
3Hauymow pizHunew. Kpim Toro, 3rigHo 3 ¢iHampHUMH pe3ynabTatramMu OS mpu  Meniadi
crioctepexkeHHss 72,6 micsui (Sonneveld et al., 2023), menmiana OS Oyna m0BHIOK B Tpymi
napaTymymaOy Ta craHoBuia 49,6 MicsauiB mopiBHsHO 3 38,5 micsauiB (95% CI 31,2-46,2) y
KOHTPOJIbHIN TpyIi, a pu3nuK cMepti OyB HIK9IHM Ha 26% (HR 0,74, 95% CI, 0,59-0,92; p = 0,0075)
31 CTaTUCTMYHO 3HAUYYLIOI PI3HUIICI0, HE3BAKAOUM Ha Te, IO 3HAYHAa YacTHHA Malli€HTIB
KOHTPOJBHOI TPYNMU OTpUMYyBajla MOHOTEpAIil0 JapaTymMyMaOOM B SKOCTI HACTYMHOI JIiHii
JiKyBaHHSA. 3acTOCyBaHHS Japarymymaly y KomOiHamii 3 OopTe30MiOOM 1 JeKcamMeTa3oHOM
CYIIPOBO/KYBAJOCh BHUIIOI0 YAaCTOTOK IeMaTOJOTIYHUX MOOIYHUX peakiiil 3/4 crymeHs, 30Kpema
TpoMbonuroneHii (46,1% npotu 32,9%), neitrponenii (13,6% mnpotu 4,6%) ta nimponenii (10,3%
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mpotu 2,5%), a Takox iHGekmiid 3/4 crymens (29,6% mporu 19,0%) mopiBHSHO 3 MOJABIHHOIO
koMOiHaiiero 6opTe3omMiOy Ta aekcamerasoHy. YacTora cepilo3HHMX MOOIYHUX IMOIIN TakoX Oyra
BHIIOKO y Tpy1i naparymymaoy (55,1% npotu 34,2%), Toai Ik IPUIUHEHHS JIIKYBaHHS Yyepe3 mo0iuH1
SIBUILIA CIIOCTEPIralioch piiko Ta Oyno noaioHum mix rpymnamu (10,7% npotu 9,3%). [Ipu Tpusaiomy
CIIOCTEPEKEHH1 y TPYIIi JapaTyMymMaldy TaKoX Bi3HAYalach BUIA 9aCTOTA BTOPUHHUX 3JIOSKICHUX
HOBOYTBOpeHb (8,2% npotu 2,1%).

om0 mopiBHAHHS 3asBI€HOI KOMOiHAWii TOPIBHAHO 13 TOTPIHHOI KOMOiIHAIIE0
nomainigominy 3 O6opTe3omibOM Ta JEKCaMeTa30HOM, TO PE3YJIbTaTH IPOBEICHOTO 3asBHUKOM
HENpsSIMOTo MOpPiBHAHHA 3a MeTonoM byxepa Ha ocnoBi nocmimkxenb CASTOR ta OPTIMISMM
JEMOHCTPYIOTh MOXJIMBY IIepeBary gaparymymady y KomOiHarii 3 60pTe30MiOOM 1 JeKcaMeTa30HOM
HaJ TIOMAiAOMIIOM Yy BIAMOBIAHINA KOMOIHAIii y MAaIi€HTIB 13 MHOXXUHHOI MI€JIOMOIO IICHS
IOHAMMEHIIIE O/IHI€T JIiHIT Tepamii o0 MporpecyBaHHs 3aXBOPIOBAaHHS Ta BIKKUBaHOCTI. [Ipodins
0e3meKkn Mk cxemMaMu OyB 3arajioM Mo i0HIM, OHAK MPUITMHEHHS JIIKYBaHHS Yepe3 MoOiuHi SBUIIA
YacTillle CIOCTepIrajioch MpPH 3acTOCYBaHHI TomainigoMminy. BomHodac pesyiabTaTH JOLUIBHO
pO3TISIIATH AK Taki, MO0 MAalOTh OOMEXKEHY TOCTOBIPHICTh Yepe3 METOMOJIOTIYHI OOMEXKEHHS
HENpsIMOTO  TOPIBHSIHHS, BIIMIHHOCTI Yy XapakTepUCTUKAaX TMAIli€HTiB (30Kpema  II0J0
pedpakTepHOCTI 1O JeHamimoMimy Ta Oopre3omiOy) Ta pi3HI NEpiogu CIOCTEPEKEHHS Y
JIOCIIIKEHHAX.

3a po3paxyHKamH 3asBHUKA 3aCTOCYBaHHs JapaTymMmymaly B KoMOiHamii 3 6opre3omibom Ta
JeKCaMeTa30HOM 3a0e3leuye J0JaTKOBI _ LYG Ta _ QALY mnopiBHsHO 3
6oprezomiOoM B KoMOiHaIlii fekcameTazoHoM. CyKyIiHI BUTPATH Ha 3aCTOCYBaHHS Japarymymaly B
kom6inarii 3 6Gopresomicom ta nexcamerazonoM € Ha ||l rps 6insumnmg sa cyxynni BuTparn
Ha Oopre3omi0 B KOMOiHAmii 3 JAEKCAaMETa30HOM. 3TiIHO MOJeNi 3asBHUKA 3HAYCHHS
iHKpeMeHTanpHOro nokaszHuka edexktuBHOCTI BuTpar (ICER) mpu 3actocyBanHi naparymymaly B
KoMOiHaIlii 3 60pTe30MiOOM Ta eKCaMETa30HOM JIJIsl JIIKYBaHHS JOPOCIINX MAIIEHTIB 3 MHOXHHHOIO
MI€JIOMOIO, SIKI OTpUMAM I[OHAWMEHIIE OJHY JIHIIO Teparii, TOpiBHAHO 3 OopTe3omiOoM B
xom6inaii nexcamerasonom cranosuts ||l rox va pix nonasoro swurrs i || s sa
PIK JI0JITAaHOTO KUTTS, CKOPUTOBAHOTO Ha SIKICTh. BiMOBIIHO 10 KA PEKOMEHI0BaHUX IPAaHUUHUX
3HaueHb ICER B YkpaiHi BUTpaTH Ha 3acTOCYBaHHI AapaTyMmyma0y B KoMOiHalii 3 0opTe3omMiOoM Ta
JIEKCaMETa30HOM TOPIBHSIHO 3 O0opTe30MiOOM B KOMOIHAIlli JeKCaMEeTa30HOM € Hee(eKTHBHUMH,
OCKUIbKY 3HauUeHHA Noka3zHuka epexkruBHocTi BuTpat ICER nepesuiye 5 BBII Ha nyiry HaceneHHs
(659 720,00 rpH).

3acTocyBaHHs Aaparymyma0y B KoMOiHamii 3 OOpTe30MiOOM Ta JEKCaMETa30HOM € OLIbII
BUTPAaTHUM IOPIBHAHO 13 KOMOiHaIi€t0 60pTe30MiOy Ta JieKcaMeTa30Hy, MPU MOBHOMY MEPeXoii 3
KoMOiHaiii 6opTe3omi0y Ta JAeKcaMeTa30HYy Ha 3acTOCyBaHHS Japarymymady B KoMmOiHamii 3
60pTe30MiOOM Ta JEKCaMEeTa30HOM JOJaTKOBHUN BIUIMB Ha OIOJUKET KOJIMBAETHCS Yy MEXax Bif
B - c B . >acxH0 Bin poky amanmisy. BinmosizHo 10 pekomenaoBaHoi
IIKaJIM OLIHKM BIJIMBY Ha OIOJDKET IIOAO0 BUTpPAT Ha 3asBIEHUH JiKapchkuil 3aci0 B YkpaiHi npu
CIieHapli TMOBHOTO IMEpexojay NAaIlleHTIB Ha 3acTOCYBaHHA JapaTymMymaboMmM y KoMmOiHamii 3
60pTe30MiO0OM Ta AEKCaMeTa30HOM BIUIMB Ha OIO/DKET MPOTATOM I’ SITU pOKiB Oyze BETUKHUM (Oliblie
100 MH rpH) Ta nepeBUIlyBaTUME NOpPIT PpiHaHCOBOT TocTynHOCTI (176 MiH rpH) y _ pasu
3aJIeKHO BiJl POKY POTHO3YBaHHS.

3 orisay Ha Te, 1O MPH MPOBEAEHHI aHami3y e€(eKTHBHOCTI BUTpAT Ta aHali3y BIUIMBY Ha
OromkeT maparymymaby B KomOiHamii 3 Oopre3oMiOOM Ta JEKCaMeTa30HOM TIOPIBHSHO 3
noMaiiioMizioM y KomOiHamii 3 OopTe3oMiOOM Ta JeKCaMeTa30HOM OyJi0 BHKOPHCTAHO JaHl
HEMpsIMOTO TIOPIBHSIHHS, IO Ma€ METOJOJIOTiuHI OOMEeXeHHs, a TakoX Te, o 0a30Bi
XapaKTePUCTUKHU LLILOBOI MOMYJIALI] Ta MEpioJu CIIOCTEPEXKEHHS B JAOCITIIKEHHSIX BIIPI3HSINCH,
OTpHUMaHi pe3yabTaTy aHaji3y ePeKTUBHOCTI BUTPAT Ta aHaNi3y BIUIMBY Ha OIODKET MPH MOPIBHSAHHI
3asBJICHOT METUIHOT TEXHOJIOTI 3 MTOMaJIiIOMIZIOM Yy KOMOiHaIli 3 00pTe30MiOOM Ta JeKCaMETa30HOM
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JOLUTBHO PO3MIIAAATH SIK TaKi, 10 MalOTh 0OMEXEHY JOCTOBIPHICTb, OJIHAK HABITh 3 YpaxyBaHHSIM
i€ HEBU3HAYEHOCTI BUTPATH Ha JapaTyMmyMa0 3aiuiuaTbcs Hee(eKTUBHUMU.

Orxe, 3a pe3ylbTaTaMd JIEpP>KaBHOI OIIHKM MEIWYHUX TEXHOJIOTIH IIMOJ0 MOXKIIUBOCTI
BKJIFOUEHHS JIIKApChKOTO 3aco0y mapaTrymymad no HamioHambHOTO mepeiKy OCHOBHUX JIKapChKUX
3ac00iB, MEPEiKy, 0 3aKYIOBYIOTHCS 33 KOLITH JEPKaBHOTO OIOJKETY JJIs1 BAKOHAHHS ITPOrpam Ta
3JIIACHEHHS LIEHTPaIi30BaHUX 3aXO0/IB 3 OXOPOHHU 370POB’s, B T.4. YEPE3 3aCTOCYBAHHs IPOLIETYpPH
JIOTOBOPIB KEPOBAHOTO JIOCTYITY, a TAKOX JO BIJMOBIAHUX MEPENiKiB sl 3MIHCHEHHS 3aKymiBii
JIKapChKUX 3aC00IB CTPYKTYpPHUMH MiAPO3JiJIaMd 3 TUTaHb OXOPOHHM 3JI0pOB’sl 0O0JIACHOI Ta
KuiBchbKOi MICHKOI JIep)KaBHOT aaMIHICTpalii Ui MPOBEICHHS 3aXOIIB pEerioHaIbHHUX ILIOBUX
IIporpam /st JJiKyBaHHS JOPOCIINX MALI€HTIB 3 MHOKUHHOIO M1€JI0MOIO, SIKI OTPUMAJIH IIOHAWMEHILIe
OJIHY JIHIIO Teparlii BCTAHOBJICHO HACTYITHE.

Pezynomamu nopieusnonoi kniniunoi epexmusnocmi (pe3yibmamueHocmi)

3a pesynbraramu gociikeHHss CASTOR BcTaHOBIEHO, IO 3aCTOCYBAaHHS JapaTymMmyMaly y
KoMOiHamii 3 O00pTe30MiOOM 1 JIeKCaMETa30HOM Yy TAIIE€HTIB 13 MHOXHHHOI MIE€IOMOIO ITiCIIS
IIoHaliMeHIe ofHiel JiHii Tepamii JOCTOBIPHO TMOKpaIlye BHKHUBAHICTh 0€3 MPOTpecyBaHHS Ta
3arajbHy BHIKHUBAHICTh TMOPIBHAHO 3 KOMOiHaIi€ro Oopre3omiOy i1 JekcameTa3oHy, 31 3HaYHUM
3HIDKEHHSIM PH3HKY ITPOTrpECyBaHHs 3aXBOPIOBaHHS a00 cMepTi Ha 69% (p<0,0001) Ta pusuky cmepTi
Ha 26% (p = 0,0075).

[IpoBeneHe 3asBHUKOM HENpsiMe MOPIBHSHHS 3a METOJOM byxepa Ha OCHOBI JOCIHIIKEHb
CASTOR Tta OPTIMISMM pneMoHCTpye MOXJIMBY IepeBary naaparymymaly y komOiHamii 3
060opTe3omMiOOM 1 JIeKcaMeTa30HOM HaJ MOMAiIOMIIOM y BIAMOBIAHIN KOMOiHAIil y Mali€eHTiB i3
MHOXHHHOIO MIEJIOMOFO TIICJIs IIOHAMMEHIEe OJHI€ET JIiHIi Teparii 3a OI[IHKOI BHXKHMBAHOCTI 0€3
MIPOTPECYBaHHs Ta 3arajbHOI BUYKMBAHOCTI, OJIHAK JIaHI pe3yabTaTh JOIIFHO PO3IJISAATH SK TaKi,
10 MalOTh OOMEKEHY JOCTOBIPHICTh Yepe3 METOAOJOTIYHI OOMEKEHHS HEeTIPSMOTro MOPIBHSIHHS Ta
BiJIMIHHOCTI Mi>K JOCJI/DKEHHSIMH, 30KpeMa Pi3Hi ePioH CIIOCTEPEIKCHHS.

besneunicms

[Tpodine Oesmeknm 3asBiIeHOi KOMOiHAIli MOPIBHAHO 13 KoMOiHaImiero OopTe3omiOy Ta
JIEKCaMETAa30HY XapaKTEePHU3y€ETHCS BUIIOI YACTOTO TeMaTONOTIYHUX MOOIYHUX peakiliil, iH}ekiii
Ta cepio3HuMX HeOaxaHux mnofid. [lpm 1bOMy, NPUNMHEHHS JIKyBaHHS Yepe3 TOKCHUYHICTh
BiIOyBasloCs piko, a 1HQY31HHI peakuii OynaM mepeBakHO JIETKMMM Ta O4YiKyBaHMMHM. BojHouac
BI/I3HAYEHO TEHICHINIO 10 OLIBIIOI YaCTOTH BUHUKHEHHS BTOPUHHUX 3JIOSAKICHUX HOBOYTBOPEHbB.
IIpu nopiBHSAHHI 3asBiIeHOi KoMOiHamii Ta momamigominy y komOiHamii 3 OGopTe3oMmiboM i
JieKcaMeTa30HoOM Mpodiib Oe3nmeku 000X cxeMm Teparii OyB 3arajioM 3iCTaBHHUM, IPOTE YacToTa
NPUITMHEHHS JIIKyBaHHA 4epe3 NoOiuHI sBUINA Oyja BUILOK IpPHM 3aCTOCYBaHHI KOMOiHamii 3
MTOMaJIiIOMI1JIOM, OJTHAK IIi pe3yJbTaTh MalOTh OOMEKEHY JIOCTOBIPHICTb.

Edexmusnicmv sumpam ua 3aseneHutl 1ikapcvKuii 3aci6 8i0N08IOHO 00 PeKOMeHO08AaHOT
WIKAIU 2PAHUYHUX 3HAYEHb [THKPEMEHMANbHO20 NOKASHUKA epeKmusHocmi sumpam

PesynpTaty aHanmizy e(peKTMBHOCTI BUTpPAT MPHU 3aCTOCYBaHHI Japarymymaly B KOMOiHalii 3
O60pTe30MiOOM Ta JI€KCaMETa30HOM IMOpPIBHAHO 13 KoMOiHaliero OopTe3omiOy Ta JeKCaMeTa3oHy,
CBiuaTh, 10 BUTPATH Ha 3asBJIEHY MEANYHY TEXHOJIOTIIO € Hee()eKTUBHUMHM BIAMOBIIHO A0 MIKAJIU
pexomeHnoBanux rpannyHux 3HadeHb ICER B VYkpaini, ockinbku 3HaueHHs [CER (_
rpa/QALY) nepesuiye 5 BBII Ha nynry Hacenenns (659 720,00 rph).

Pesynbratu aHamizy epeKTUBHOCTI BUTpAT MPHU MOPIBHIHHI 3asBJIEHOT MEIUYHOI TEXHOJIOTIT 3
MOMaJTiIOMiIOM Y KoMOiHaiii 3 60pTe30MiOOM Ta JIeKCaMeTa30HOM JIOIIIBHO PO3MIIAIATH SIK TaKi,
0 MalTh OOMEXEHY JOCTOBIPHICTh 3 OISy Ha BHUKOPHUCTAHHS BXIAHMX JaHMX MOPIBHSUIbHOT
KJIIHIYHOT €()eKTUBHOCTI, 1110 IPYHTYIOThCS Ha JAHUX HETPSMOT0 OPIBHIHHS.

Pezynomamu ananizy eniuey na nokazuuxu 000xcemy iono8iOHO 00 PeKOMeHO0B8AHOT WKAIU
OYIHKU 8NIUBY HA O0DdHCem

3a pesynbTaTaMy aHali3y BIUIMBY Ha IOKa3HUKU OIOKETy IMpU IOBHOMY IEpexonal 3
KoMOiHaIii OopTe3oMi0y Ta JeKcaMeTa30oHy Ha 3acTOCyBaHHA jaaparymymMalOy B KomOiHamii 3
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O0opTe3oMiOOM Ta JEKCAMETa30HOM JOJATKOBUW BIUIMB HA OIOJDKET KOJIHMBAETHCS Y MEXKaxX Bif
B o o B -, a0cxH0 Bix poky ananisy. Brumus Ha 610KeT MO0 BUTPAT Ha
napaTymyMmal IpH TIOBHOMY IEPEXOIi Ha 3asiBICHUI JIIKapchKuii 3acid Oyae Benmukum (6umbine 100
MJIH TPH) Ta TEPEBHUIyBaTUME MOPIr ¢iHaHCOBOI M0CcTymHOCTI (176 MiH TpH) ¥ _ pasu
3aJIeKHO BiJl pOKY IPOTHO3YBaHHS.

PesynpTaTy aHamizy BIUIMBY Ha OFOJDKET MPHU MOPIBHSIHHI 3asiBICHOI MEAUYHOI TEXHOJOTIT 3
MOMAJTiIOMIJIOM Y KoMOiHaii 3 60pTe30MiOOM Ta JeKCaMeTa30HOM JIOIUIBHO PO3TIISIATH SK TaKi,
0 MarOTh OOMEXEHY JOCTOBIPHICTh 3 OIVIAYy Ha BUKOPUCTaHHS BUTpAT 13 Mojeni MapkoBa, 1110
Oyl po3paxoBaHi 13 BUKOPUCTAHHSAM BXIJIHUX JAHUX MOPIBHSUIbHOI KIIHIYHOI €(EeKTUBHOCTI, 110
IPYHTYIOTbCSI Ha JJAHUX HENPSIMOTO MOPIBHSIHHSL.

Akicmb 00Kazo8ux oanux

[IpuiinaTHa METOJOJIOTIYHA SIKICTh 000X TMPEACTaBICHUX NOPIBHAHB (PaHIOMI30BaAaHOTO
KoHTpoiboBaHOTO nociimkeHHs CASTOR Ta HenpsiMOro TOpIBHSHHS, 00 OYJIO MPOBENEHO
3a5BHUKOM).

Enioemionozciuni nokasnuxu uwjo0o okpemo2o 3ax80pr6anHs. NOWUPEHOCI, 3aX80PI08AHOCI
ma cmepmuocmi 8 Yxpaini

CepenHe 3HauYeHHsS MO0 3aXBOPIOBAHOCTI HAa MHOXXHHHY MI€IOMY CE€pell TOpOCIOro
HacelleHHs 3a JaHuMHu HarioHaneHoro KaHuep-peectpy Ykpainu B nepioa 3 2017 mo 2021 pp., mo
cranoButh 2,36 Ha 100 THcsu oci6. OpieHToBHA mMOTpeda B JIKApChKOMY 3aco0i gaparymymad
BIJIMOBIAHO 10 iH(OpMAaIIiil 3 1ocke cTaHOBUTHME 502 mallieHTH y mepuioMy poii aHamizy, 305 —y
npyromy, 323 —y Tpetbomy, 326 — y ueTBepromy Ta 326 — y 1’ siTomy.

Coyianvhi, emuuni, opeanizayitini ma iHuwi acnekmu

Binnosinno no nakasy MO3 Vkpainu Bin 15.01.2026 Ne 60 "IIpo 3aTBeppkenHs [loBigHuka
pinkicHuX (opdaHHMX) 3aXBOPIOBaHb" MHOKMHHA MI€JIOMa HAJICKUTH 10 OpPaHHUX 3aXBOPIOBAHb 13
kogoMm «OrphaCode» 29073. A srigao 3 Hakazom MO3 Vkpaiau Big 30.12.2025 Ne 1976 "IIpo
3aTBEpKEHHSA MPIOPUTETHUX HAMPSAMIB PO3BUTKY cepu 0XOpoHHU 3710poB’st Ha 2026-2028 poku"
MPIOPUTETHUMH HANPSIMKaMH € MepIIoyeprose 3ade3neueHHs mpodislakTHKH, paHHBOT T1arHOCTHKH
1 JIIKyBaHHsI He1H(EKIIHHUX 3aXBOPIOBaHb, 30KpeMa OHKOJIOTIYHUX Ta OP(PAHHUX 3aXBOPIOBAHb.

3asiBIEeHUN JIKapchbKUi 3acid He moTpedye OCOONMBUX YMOB HOTO BBEIEHHS B KIIHIYHY
MIPAKTUKY, BOAHOYAC BapTO BPaxOBYBAaTH IO BiJMOBIAHO JO 3asBIECHOTO MOKa3aHHA AapaTyMmymad
3aCTOCOBYETBCSI y CKJIaal KOMOIHOBaHOI Tepamii y 3B’SI3Ky 3 4UM Mae OyTu 3ale3neueHuit
OJTHOYACHUH 10CTYM 70 60pTe30Mi0y Ta IeKcaMeTa30Hy.

Takum YMHOM, BPaxOBYIOUM HasBHICTH KJIIHIYHOI MEpeBarud 3aCTOCYBaHHS JapaTymMyMaly y
KoMOiHaIlii 3 6opTe3omMiOOM Ta JeKcaMeTa30HOM, 30KpeMa 3HAYHOTO MOKPAIEHHS BUKUBAHOCTI 0e3
MPOTPECYBaHHsI Ta TOJOBXKEHHS 3arajibHOI BHKHMBAHOCTI Y JOPOCIMX MAIIEHTIB 13 MHOXHHHOIO
MIEJIOMOIO TIiCIIs IIOHAaWMEHIe O/HIET JIiHII Tepamii MOpiBHAHO 13 KOMOiHali€ro OopTe3oMi0y Ta
JIeKCaMETa30Hy, NPUUHATHUNA Npodiib OE3MEKH 3 OIVIAly Ha XapakTep Ta TSKKICTh 3aXBOPIOBAaHHS,
Hee(eKTUBHICTh BUTPAT BIAMOBIAHO 0 PEKOMEHIOBaHOI miKanu TpaHnuHux 3HaueHb ICER B
VYkpaiHi, 10JaTKOB1 BUTPATH Ta BEJIMKUI BIUIUB Ha OI0/KET 3asIBJICHOT MEIUYHOI TEXHOJIOT11, a TAKOX
T€, 110 3asBHUKOM OYJI0 HaJIaHO 10 PO3IIIsAy KOH(DIIEHIIHHY IHOBY MPOIMO3HUIIiI0, PEKOMEHJOBAHO
PO3TIISIHYTH MOJKJIMBICTH TPOBEACHHS TEPETOBOPIB IOMO JIOTOBOPIB KEPOBAHOTO JOCTYIY MJISt
JKapchKOro 3aco0y AapaTrymymad, KOHLEHTpAT A pO3uuHy Juid iHQy3ii, 20 mr/mi, mo 5 mi abo
20 M y ¢uakoHi, AJs JIIKyBaHHS JOPOCIHX MAIIEHTIB 3 MHOKHHHOKO MIEJIOMOIO, SIKI OTpUMAaIA
[IOHaMEeHIIIe OJTHY JIIHIIO Tepamii.

BigmoBimno no m. 22 Tlopsiaky TpOBENEHHS Ep)KaBHOI OIIHKKM MEAWYHHMX TEXHOJOTIH,
3aTBepkeHoro nocraHosoro KMV Bix 23.12.2020 1300, BUCHOBOK YHOBHOBa)KEHOT'O OpTraHy Mae
pEeKOMEHIaLiIiHUN XapaKTep.
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5. Indopmanisi mog0 CTPOKY Aii BUCHOBKY YIIOBHOBAKEHOI'0 OPraHy
BignosigHo g0 n. 21 Ilopsaky BUCHOBOK YINOBHOBA)XXEHOI'O OpraHy CTOCOBHO BiJIOBIIHOL

MEIWYHOI TEXHOJOTii BBa)KA€THCS YMHHUM JIO MOMEHTY HPOBEIEHHS HOBOI JEP)KaBHOI OIIHKH
MEIUYHOI TEXHOJIOIII.
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