HHPOEKT

BucuoBok
YIIOBHOBAKE€HOT0 OPraHy 3 Jep:KaBHOI OHIHKY MeJUYHUX TEXHOJIOTI:
PUOOIUKIIIO

Hepacasna oyinka MeOUYHUX MEXHON02IU NpoBedeHa YNOBHOBANCEHUM OpP2AHOM 3
0epIHCABHOT OYIHKU MEOUYHUX MEXHOI02il 8i0n08ioH0 00 eumoe llopsoky npoeedents
0epAHCABHOI OYIHKU MEeOUYHUX MEXHOJI02IU, 3ameepoxicenoco nocmanogor Kabinemy
Minicmpie Yxpainu 6io 23.12.2020 Nel1300 ma cknaoaemvcs 3 pe3yiomamis ananizy
NOPIBHANIbHOI ehekmusHocmi (pe3yibmamugHocmi), 6e3nexu, eoekmusHocmi umpam
ma pe3yibmamie aHanizy 6naugy Ha 010xcem AiKapcbKo20 3aco0y HA OCHOBI OAHUX
3as86HUKA. BucHo8oxk ynogHosasceHo2o opeany 3 O0epIHCABHOI OYIHKU MeOUYHUX
MexHoN02il Mae pexomernoayitnui xapakmep. Haoani 0ani y 6UCHOBKY € aKmMyaibHi
CMAaHOM Ha 0amy 1020 Ni020MoBKU.

1. Indopmaniss mpo gaTy NpoOBeJeHHS AEPKABHOI OLIHKH MeIHMYHHUX
TEXHOJIOTi# 3asiBJIEHOT0 JiKapchbKoro 3acody: 16.09.2025.

2. Indgopmanis npo 3asiBJIeHNH JiKapcbKUH 3a¢i0

1) naiimenyBaHHs (mpi3Buile, iM’f, M0 0aTbKOBI) 3asiBHUKA Ta HAa3Ba
BHPOOHHUKA JIIKAPCHKOIO0 3aC00Y:

CranoM Ha 16.09.2025 B JlepkaBHOMY peecTpi JiKapChKUX 3aco0iBl:

KICKAUJII, TabneTku, BKPUTI IJIIBKOBOIO 000J10HKOI0, 10 200 Mr, mo 21 tabneTii
y Omictepi, mo 3 OiicTepu y KapTOHHINM KopoOili; mo 21 Tabnermi y Omicrepi, o 3
OJiicTepu y KapTOHHIMA KOpoOL1, 0 3 KOPOOKH y KapTOHHIN KOpOOIi;

PIT UA/18157/01/01, Tepmin aii 3 19.08.2020 no 19.08.2025.

Bupoonuk Hosaprtic Cinranyp ®apmacsiotikan Menbtodekuepinr Ilte. JITa.
(BupoOHu1TBO), Cinramyp; Hoapric ®apma I[pogakma ['M6X (4acTkOBUN KOHTPOIH
AKOCTI, TEpBUHHE Ta BTOpUHHe makyBaHHs)/HoBaptic = ®dapmachroTuka
Manydaktypiur JIJIC (BupoOHMIITBO, YACTKOBUM KOHTPOJIb SKOCTI, MEPBUHHE Ta
BTOPUHHE MMaKyBaHHs, BUMTyCK cepii), Himeuunna/Cnosenis; HoBapric ®apma [l telin
ATl (uacTKOBHI1 KOHTpPOJb SIKOCTI, IEPBUHHE Ta BTOpUHHE NakyBaHHs), LlIBelinapis;
@apmananmituka CA (dactkoBuil KOHTpoJb)/Jlek dapmackroThKanCc A.1. (YaCTKOBUM
KOHTPOJb SIKOCTI, BUMycK cepii), LlIBeinapis/Crnosenist; HoBapric ®apma I'MOX
(Bumyck cepii)/Canno3 C.P.JI. (koHTpoas sikocTi), Himeuunna/PymyHis

3aaBuuk Hosapric @apma AL, [lBeitnapis

2) TOproBeJibHA HA3Ba JIKAPCHKOI0 3aC00Y:

KICKAJII

3) Mi’kHapOAHA HENMATEHTOBAHA HA3Ba 200 CHHOHIMiUHe HAlIMEHYBaHHA:

Pu6orukmi6/Ribociclib

4) ckiaj JiKapcbKOro 3aco0y (Airdi Ta JOMOMIKHI pe4YOBUHM):

! http://www.drlz.com.ua/ibp/ddsite.nsf/all/shlz1?opendocument&stype=8FF5CF88C3303DD6C2258 ABEO03A3079
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Oiroua peuosuna: puodorukiid/ribociclib; 1 Tabnetka MicTUTH pUOOIUKIIIOY
CYKIIMHAT, 1110 €KBIBAJICHTHO pruOoIuki1ioy 200 mr;

OONOMIDICHI peqo6uHu. TEII0I03a MIKPOKPHUCTAIIdHA, KPOCHOBIAOH (THI A),
T1POKCUTIPOMIIIEII0N03a HU3bKO3aMillleHa, MarHilo cTeapaTr, KPEeMHIIO J10KCH]
KOJIOiTHUM Oe3BOIHMM, 3aii3a okcu yopHuit (E 172), 3amiza okcua uepBonuii (E 172),
JCIUTUH CO€BUM, CHOUPT MONIBIHIJIOBHIM YaCTKOBO TiAPOJII30BaHUM, TalbK, THUTAHY
niokeun (E 171), kcanTaHOBa KaMeib.

S) popma BUnIyCKY:

TabJIETKU, BKPUTI TUTIBKOBOIO 0O0JIOHKOIO.

6) cmocid 3acTocyBaHHs JiKapCcbKOro 3aco0y:

JlikyBanHus npenaparoM Kickaii NOBUHEH MOYMHATH 1 KOHTPOJIIOBATH JIiKap, SKUN
Mae€ JIOCB1Jl 3aCTOCYBaHHS MPOTUITYXJIMHHOI Teparii. PekoMeHjoBaHa 1032 CTaHOBUTH
600 Mr (Tpu TabJIeTKH, BKPUTI IJIIBKOBOIO 000JI0HKOT0, 110 200 Mr) pubouukaioy 1 pas
Ha 100y mpotaroMm 21 1HA TOCHUTH 13 TMOJANBIIOW 7-ACHHOKI TEpepBOIO, IO
CKJIaJlaTUME MOBHUM UK 3 28 nHiB. JIiIKyBaHHS CJIijl MPOJIOBKYBATH /10 30€pEKEHHS
KJIIHIYHOT €()eKTUBHOCTI a00 /10 MOSBU HEMPUUHITHOI TOKCUYHOCTI.

[Tpenapat Kickani ciijy 3aCTOCOBYBaTH y KOMOIHAIIIi 3 IETPO30JIOM Y 11031 2,5 MT.
JlikyBaHHS KIHOK B TIpe- Ta NEPUMEHONAY3aJIbHOMY TMEpIOAl CXBaJIECHUMU
KOMOIHalisiMu 3 npenaparoM Kickaial MNOBMHHO TaKOXX BKJIIOYATH AaroHICTH
JIOTETHI3YI0YOTr0 TOPMOH-PUJIIBUHT TOpMOHY (Aam - JI'PT') BiAmOBIIHO 1O MICIIEBUX
cTaHAapTiB KIiHIYHOI npakTuku. [Ipenapar Kickan MoxHa 3aCTOCOBYBaTH HE3AJIEKHO
Bil mpuiiomy iki. JlikyBaHHS TsDKKMX a00 HEMEPEHOCHMMHUX IMOOIYHMX peakiliii Ha
nmpernapar MOXe BUMaraTd THMYacOBOT'O MEPEPUBAHHS JIIKYBaHHS, 3HIKEHHS 1031 200
npunuHeHHs npuiiomy npenapary Kickami. [lo modarky JiKyBaHHS MpernapaToM
Kickami cmijg mpoBecTH 3araibHUN aHali3 KpoBi, (YHKIIOHAJIBHI MEYIHKOBI MpOOH,
eJIeKTpokapiorpadiro.

7) indopmania Npo HAABHICTH JePKABHOI peecTpauil JiKapcbKoro 3aco0y B
Ykpaini:

KICKAUJII, TabneTku, BKpUTI TUTIBKOBOIO 000J10HKO10, 110 200 Mr, 1o 21 TabneTii
y ousictepi, mo 3 OiicTepu y KapTOHHIN KopoOii; mo 21 Tabnermi y Omicrepi, no 3
OJiicTepu y KapTOHHIM KOpoOL, 0 3 KOPOOKH y KapTOHHIN KOpoOI1i;

UA/18205/01/01, Tepmin aii 3 20.07.2020 mo 20.07.2025.

UA/18157/01/01, Tepmin aii 3 19.08.2020 no 19.08.2025.

8) dapmakosioriuna gis Jikapcbkoro 3aco0y Ta KoOA 3a aHATOMO-
TepaneBTHYHO-XiMIYHOI0 KIacupikamicro:

dapmakoarHAMIKA

PuGornukii6 € cenexkTuBHUM iHTI01TOpoM muKIiH3amexHUX KiHa3 (CDK) 4 ta 6 1
npu3BoAUTH 10 iX 50% 11ri0imii (ICsp) y 6i0XiMiuHUX aHami3ax npu konuentpauisax 0,01
(4,3 wr/ma) 1 0,039 MxM (16,9 uHr/mn) BignoBigHo. Lli KiHAa3uW aKTUBYIOThCSA NPU
3B’s13yBaHHI 3 D-1IMKIIIHAMHU 1 BiAIrpaloTh BUPIIAIBHY POJIb Y CUTHAIBHUX HUIAXAX, K1
PEryJIOITh KIITHHHAN UK 1 nporidepanito kiituH. Komruieke muxitin D-CDK4/6
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peryJifoe TPOTrpecyBaHHS KIITHHHOTO NHKIY NOUIIXOM (ocdopriiroBaHHs Olika
perunoOiactomu (pRb).

In vitro puborukIi0 3MeHIyBaB dhochopumoBans pRb, mpu3BoOASYH 10 3YITHHKN
¢da3zu G1 KITUHHOTO LUKITY Ta 3MEHIIYIOYH Npostideparlito KIITHH y KIITUHHHUX JIHISX
paKy MOJIOYHOI 3aj103u. [n vivo MOHOTeparisi puOoIUKIIO0M MPU3BOIUIA 10 perpecii
MyXJIMHY, 1110 BimoBifgaio iHrioimii pochopmmroBanus pRb.

Y  nmocmipkeHHsX IN VIVO Ha MOJeli OTPHUMAHOTO BiJ  TAIi€HTa
KCEHOTpAHCIUIAHTaTa paKy MOJIOYHOI 3271031, TO3UTUBHOTO 32 PEIIENTOPAMH ECTPOTEHY
(ER+), 3actocyBanHs KomOiHaIiii pubonukiIiOy Ta aHTHUECTPOTEHIB (HAMPHUKIIAL
JIETPO30Jly) TPHU3BOAUIO A0 OUIBII BHPAXKEHOTO MPUTHIYEHHS POCTY MyXJIMHH 3i
CTIMKOIO PErpeci€ro MyXJIUHU Ta BIJICTPOYEHUM BIAHOBIIEHHAM POCTY IyXJIMHH MICIIS
NPUMMHEHHS JIIKYBaHHS MOPIBHSHO 13 3aCTOCYBaHHSM KOKHOTO TIpernapary OKpemo.

dapmakoTepaneBTU4YHa  rpyna: AHTUHEOIUTacTHUYHi  3acoOu.  [HribiTopm
nporeinkinazu. Kog ATX LO1X E42.

9) noka3aHHA 10 MeIUYHOI0 3aCTOCYBaHHS, 32 AKUM M01aBaJjiacs 3asBa:

Kickam mnokazanuii B KomOiHaIlli 3 JIETPO30JOM JUIs JIIKYBaHHS JKIHOK Y
MOCTMEHOIAay3aJIbHOMY TIEPIOJil 3 MICIIEBO MOIIUPEHUM a00 METACTaTUYHUM PaKkoM
MOJIOYHOT 3aJ7103H 3 MO3UTUBHUM cTaTycoM HR (perienTopiB ropMoHiB) Ta HETraTUBHUM
ctatrycoM HER2 (peuentopa emigepmanbHOro (paktopa pocTy JIOJWHUA 2 THILY) SIK
MOYAaTKOBa EHAOKpPHHHA Tepamis a0o s JIIKyBaHHS IHOK, $IKI TONEpPEIHbO
OTPUMYBAJI CHAOKPUHHY TEPAITifo.

10) moka3zaHHsl 10 MeIMYHOI0 3aCTOCYBAHHS BiJANOBIAHO 0 iHCTPYKUIil 1JIA
MEJAUYHOI0 3aCTOCYBaHHs, 3arBepma:keHol MO3, 3a HasiBHOCTI [ep:KaBHOI
peecTpaiii JikapcbKOro 3aco0y B YKpaiHi:

Kickam moka3zanuii B koMOiHaIli 3 1Hri01TOpoM apomaTasu abo ¢GynIBeCTpaHTOM
JUTSL TIKYBaHHSI JKIHOK 3 MICIIEBO TOIIMPEHUM ab0 METacTaTHYHUM PaKOM MOJIOYHOT
3a51034 3 MO3UTUBHUM cTaTycoM HR (perenTopiB TOpMOHIB) Ta HETATUBHUM CTaTyCOM
HER2 (peuentopa eminepManbHOTO (pakTopa poCTy JIIOAUMHHU 2 THUIY) SK MMOYaTKOBA
EHJOKpUHHA Teparis abo Juisl JIKYyBaHHS J>KIHOK, fKI TOMEPEIHbO OTPUMYBAIU
EHJOKPUHHY TEpariio.

Y kiHOK B mpemeHomay3l abo TepuMeHornay3l EHIOKPUHHY Teparii CIijl
MPOBOJIUTH Yy KOMOIHALIi 3 aroHiCTOM JIOTEiIHI3yI0UOr0 FOPMOHY PHIII3UHT-TOPMOHY
(JITPT).

11) indopmanis nmpo HasIBHICTL NMOKAa3aHb A0 MEIMYHOI0 3aCTOCYBAaHHA
JiKapChKOro 3aco0y VISt BUKOPUCTAHHA i/l Yac HATAHHS MeTMYHOT JOMOMOTH NP
CTaHaX, W0 3a3HAYeHi y MPiOPUTETHMX HAMpPsiMax PO3BHUTKY cdepu 0OXOpoHHU
3I0POB’si:

BigmoBinno no wnakazy MO3 Vkpaimu Bim 07.10.2022p. Ne 1832 «lIpo
3aTBEPKEHHS MPIOPUTETHUX HAIMPSMIB PO3BUTKY Chepu OXOpOHH 3710poB’st Ha 2023-
2025 pokw», OHKOJIOTIYHI 3aXBOPIOBAHHS BIJHECEHI JO TMPIOPUTETHUX HAMPIMIB
po3BUTKY c(ep oxoponu 310poB’s Ha 2023-2025 pokwu.
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3. BUCHOBOK YNOBHOBAa;KE€HOI'0 OpPraHy IIOAO0 Pe3yJbTATiB NOPiBHAJIbHOL
epexTUBHOCTI (pPe3yIbLTATUBHOCTI), Oe3nmekn, e(QeKTHUBHOCTI BHTPAT HAa
JiKapCcbKMid 3a¢i0 Ta aHAJII3y BIVIMBY HA OKA3HUKHU OIOKETY

1) 1aHi 010 MPIOPUTETHOCTI 3aXBOPIOBAHHS (CTAHY)

Pak wmomounoi 3amo3u (mam - PM3) - HalinmomwMpeHinie OHKOJIOT1YHE
3axBOpIOBaHHS cepex >KiHOK. IIlopoky monaa miBMUIbHOHA >KIHOK y BCbOMY CBITI
MIOMUPAE Yepe3 0 HeAyTy. Y 3arajibHiil HO30JIOTIYHINA CTPYKTYpi 3aXBOPIOBAHOCTI Ta
CMEPTHOCTI BiJ] 3JI0SIKICHUX HOBOYTBOPEHbB XKiHOUOro HaceneHHs PM3 mocinae nepiie
micie. Koxniit yerBeptiit xkinui PM3 miarnoctytots yxke Ha cramii HI-IV, xomu
e()eKTHBHICTb JiKyBaHHs 3HAYHO 3HIKYCTHCS?,

3a nanumu HamionaneHoro kanuep-peectpy Ykpainu (gam - HKPY) y 2020 p.
3apeectpoBaHo 12 824 punaaku PM3 (12 736 xinok 1 88 4onoBikiB), 3 sikux 4 998
NaIl€HTIB TTOMEPIN depe3 110 XBopooy (4 960 xiHok 1 38 yomonikiB). Ha xoxHi 10
HOBHUX BHIIAJIKiB 3aXBOPIOBAHHSA B YKpPaiHi peeCcTPyIOTh 3 CMEPTi BiJl HHOTOC,

PM3 3aiimae mepiie Miclie y CTPYKTYpl 3aXBOPIOBAHOCTI 1 CMEPTHOCTI KIHOK B
€KOHOMIYHO po3BUHEHUX KpaiHax. ll{opiuHo y CBiTI BUSBISAIOTH HE MEHIN sK 1,3 MIiIH
HoBuX BunaakiB PM3. Illopiuna 3axBoproBanicts Ha PM3 B €Bpomi cranoButh 50-105,
a cMepTHicTh - 21,5 BumaakiB Ha 100 THC. XKIHOYOrO HACEJICHHA. 3T1HO 3 JaHUMU
GLOBOCAN 3a 2018 p., PM3 0OyB niarHocToBaHuil npuOIu3HO y 2,1 MIIH KIHOK, 11O
cTaHoBUTH 11,6% 3aranbHo1 KIJIbKOCTI 3JI0SIKICHUX HOBOYTBOPEHb. L{e CBITUUTH PO Te,
0 PM3 1iarHoCTyrOTh y KOKHOT Y€TBEPTOI JKIHKH 13 3IOAKICHIM HOBOYTBOPEHHSAM®,

3ri1HO 31 3BITOM PO 3aXBOPIOBAHICTh Ha 3JIOAKICHI HOBOYTBOPEHHS B YKpaiHi 3a
2022 p. (®opma Ne 7) Llentpy rpomancekoro 3aopos'ss MO3 VYkpainu, BCbOIro
3apeecTpoBaHo xBopux Ha PM3 xkiHok (Bik crapiie 20 pokiB) 11 067 ocid; nepeBaxHa
KiIBKICTh XBOPHX - HAL[ICHTU BiKOM >25 pOKiB°. 3arajabHa KilbKiCTh XBOPHX Ha OOJIKY:
PM3 - 168 836 oci0, 13 HuX *iHOK - 167 848.

3a craructukoro BOO3, PM3 € HallOuIbll MOMIMPEHUM THIIOM CEpel ycCiX
OHKOJIOTTYHMX 3aXBOPIOBaHb y XIHOK. B Vkpaini PM3 Tex niaupye cepen KiHOUUX
OHKOJIOTIYHHX XBOPOO: IOpIYHO ~16,5 THC. )XIHOK MI3HAIOTHCS MPO CBIM J1arHo3, a
moroauHu Big PM3 momupae oiHa xxiHka. ['onoBHa mpuynHa BUCOKOT CMEPTHOCTI Yepe3
III0 XBOpoOy B Hammi KpaiHi - Mi3HSA JlarHOCTHKA. Y OUIbIMIOCTI BUIAkiB PM3
CHOpaJuvHe 3aXBOPIOBAHHS, ane y 5-10% moxe OyTH CriaIKOBUM Ta BUSABIISIETHCS YEPE3
MyTallii y reHax. Pu3uk 3HauHo miBUIyeThes miciisg 40 pokis, aje 3apa3 3aXBOPIOBaHHS
CTPIMKO MOJIOJIIAE. 3aOPYKOI0 YCHIIIHOTO JIKYBaHHS € paHHA AlarHoctuka. [Ipo ne
CBIJIUaTh PE3yJIbTaTH S5-pIYHOrO0 BMKMBaHHA XBOpuUX Ha PM3 3anexxHo Bia cTaaii
3axBoproBaHHs: cTajis [ - 92%, craxis IIA - 82%, cranist 1Ib - 65%, cramis 1A - 47%,
cramis I1Ib - 44%, cramis IV - 14%.

211I'3. 20 )XOBTHS — BCEYKPATHCBKHIA JIEHb BOPOTBBU 13 3AXBOPIOBAHHSIM HA PAK MOJIOYHOT 3AJIO3H. 20.10.2020.
https://www.phc.org.ua/news/20-zhovtnya-vseukrainskiy-den-borotbi-iz-zakhvoryuvannyam-na-rak-molochnoi-zalozi-0

% http://www.ncru.inf.ua/

4 CYUACHI IIXOJTN JIO JTATHOCTUKH 1 JTIKYBAHHS XBOPX HA PAK MOJIOYHOT 3AJIO3U. Tapamenxko O.0., Konosanenko B.®.
IHCTHTYT eKcriepHMEHTaIbHOI maToorii, oHKoorii i pagiodionorii im. P.€. KaBenpkoro HAH Vkpainn, Kni, Ykpaina.
https://www.oncology.kiev.ua/article/9320/suchasni-pidxodi-do-diagnostiki-i-likuvannya-xvorix-na-rak-molochnoi-zalozi

% 3BiT Mpo 3aXBOPIOBAHICTH HA 3/10AKICHI HOBOYTBOPeHH: B Ykpaini (dopma Ne 7). LII'3. http:/medstat.gov.ua/ukr/reports.html
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OT:xe, maToJIOTisI TPYAHUX 3aJ103 € TJIO0AIBHOI0 IPOOIEMOI0, a ii BUPIIICHHS Mae
3M1MCHIOBATHUCH CIIUJIBHUMH 3yCHJUIAMH TEpAaIeBTIB, CIMEHMHHUX JiKapiB, THEKOJIOTIB,
X1pypriB, OHKOJIOT'1B.

3a maHWMH J0CHE, HIJILOBOK MOMYJSIMIE0 € KIHKA Yy MOCTMEHOMNAay3aIbHOMY
nepioJii 3 MiciieBo nomupeHum abo metactatuuyauM PM3 1 HR(+)/HER2(-) cratycom,
SK1 TIOTIEPETHRO OTPUMYBATH a00 HE OTPUMYBATH C€HIOKPHUHHY TEPAITifo.

Bapmo 3a3nauumu, wo 6 docve 0ocnioxcysanoio inmepgenyicio € puboyukiio +
Jnempo3on. Bionosiono 0o Cmanoapmy meouunoi oonomozu “Pak monounoi 3anosu”,
sameepodcenozo naxazom MO3 Yipainu 6io 03 momozo 2025 poxy Ne 195° (oani —
Cmanoapm meouunoi 0onomoau) puboyuxnio + ineibimop apomamasu peKkoMeHO08AHO
3acmocosysamu 6 sikocmi 1 ninii mepanii 0ns aikyeanns nayienmie 3 HR(+)/HER2(-)
peyuousyouum  HepezekmabeibHumM — (IOKAIbHUM YU pecioHapHum)  abo
memacmamuynum (M1) PM3 'y ¢hasi nocmmenonayzu abo npemenonaysu i3
3acmocysanuiam abaayii abo cynpecii seuHukie (kamezopisn 1), moobmo 0.5 niKy8aHHs
nayienmis, AKi NONEPeoOHbO He OMPUMY8aANU eHOOKPUHHY mepanilo 3 Npuooy
Peyuousyroy020 HepezekmabeibHo2o abo memacmamuyno2o PM3.

Bpaxoseyiouu euweskazane, npu npogedeHHi O0epHCAGHOI OYIHKU MeOUYHUX
MexXHON02IU  JIKAPCbKO20 3aco0y puboyuknio  posensidanucs Jicihku )y  ¢asi
HOCMMEHONAY3u 3 Micyego nowupenum abo memacmamuunum PM3 i3 HR(+)/HER2(-)
CMamycom, sKi Nonepeonbo He OMPUMYBAIU eHOOKPUHHY MepPaniio.

3a JaHMMHU TPOBEACHOTO pErpeciiHOro aHauildy Ha OCHOBI TOKa3HUKIB
3aXBOPIOBAHOCTI JKIHOK BIKOBOi Kateropii BiJ 55 pokiB 3a gaHumu «lleHTpy Mennunoi
cratuctukn» MO3 Ykpainu (Gpopma Ne 7) 3 2014 mo 2023 pik’ 3a9BHHKOM B JIOChE Oy1a
po3paxoBaHa OpPIEHTOBHA KIUIBKICTh TMali€eHTOK y ¢a3i moctmeHomnay3u (~8000
namieHToK y 2024-2029 pokax).

Jam 3asBHUKOM OyJI0 BpaxOBaHO YACTKY MAIlIE€HTIB 3 JIOMIHAJIBHUM THUIIOM A
PM3 (68%), mrominaiapauM tHoM B (3,5%) Ha ocHoBi manux myoOsikamii Lao et al.,
20218 sx manientiB 3 PM3 3i crarycom HR(+)/HER2(-). BigmoigHo 10 JaHHX
HarmionansHOTO KaHuep-peectpy YKpaiHu Takox OyJio BpaxOBaHO PO3MOJILI MAIIEHTIB
3a ctagisiMu PM3 Bij 3arajibHOI KIJIbKOCTI HOBOBHUSABIIEHHX HaIlcHTIB 3 PM3.

[Tokazunuk nomupeHocti PM3 3asBHIMKOM OIIIHEHO Ha OCHOBI YaCTKH TMAIIIEHTIB 13
MIPOrpeCyBaHHSIM 3aXBOPIOBaHHs /10 MeTactatuyHoi popmu (ctazais 1V) Ha kineup 10-
ro poky 3a ganumu Lao et al., 2021: s mominansHoro TUy A 31 ctamii I ta I1—4,7%
1 16,5%, nns mominansHoro Tymy B 31 cramiii [ ta IT— 11,2% 1 30,1% BianoigHoO.

Ha nactynmHomy etami po3paxyHKy MNOTpeOHM 3asgBHUKOM OyJIO 3aCTOCOBAHO
BIJICOTOK TAIll€EHTIB, OXOIUICHUX CHeIladbHUM JiKyBaHHSAIM (opieHToBHO 80,8%)
BIJIMOBIAHO A0 AaHUX HalloHaJIbHOTO KaHIIep-peecTpy YKpaiHu Ta BiACOTOK MAIIEHTOK
3 MICIIEBO TIOIUPEHUM a00 MeTacTaTuaHuM PM3 6e3 BiciepansHoro Kpusy (87,5% 3a

® https://www.dec.gov.ua/wp-content/uploads/2025/02/smd_195_rak-molochnoyi-zalozy.pdf

7 3BiT Mpo 3aXBOPIOBAHICTH HA 3/0AKICHI HOBOYTBOPEHH: B YkpaiHi (popma Ne 7). ITI'3. http://medstat.gov.ua/ukr/reports.html

8 Lao C, Kuper-Hommel M, Elwood M, Campbell I, Lawrenson R. Metastatic relapse of stage I-111 breast cancer in New Zealand. Cancer Causes Control.
2021 Jul;32(7):753-761. doi: 10.1007/s10552-021-01426-0.


https://www.dec.gov.ua/wp-content/uploads/2025/02/smd_195_rak-molochnoyi-zalozy.pdf
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nanumu Benvenuti et al., 2023)°, ockinbku npu HasBHOCTI BiCIEPANBLHOIO KPU3Y
rOpMOHaJIbHA Teparlis He MMOKa3aHa.

TakuMm 9rHOM, Ha OCHOBI BHII[€3a3HAUEHUX JTAHUX Ta IMPOBEIEHOTO PErpeciiHOTO
aHaiizy 3agBHUKOM Oylia po3paxoBaHa KUIbKICTh TMali€eHTok 3 PM3 vy
MIOCTMEHOIIay3JIbHOMY TI€p10/i, IKUM MOKJIMBE 3aCTOCYBaHHS KOMOIHOBaHOI Tepamnii
pubomKITi6 + merpo3on (Tabmuis 1).

Ta6auus 1. CoporHo3oBaHa KiIBKICTh MAIIEHTIB 3 MICIIEBO TMOMIUPEHUM a0o0
mertactatnaauM PM3 3i ctatrycom HR(+)/HER2(-) y ¢a3i noctmenomnaysu (Bikom >55
POKIB), sika MOTpeOyBaTUME 3aCTOCYBaHHS KOMOiHAIlli puOONMKIO + JIETpo30a Mpu
3actocyBaHHI 10-pigHOTO KyMYJISTHBHOTO MOKAa3HUKA MPOTPECYBAaHHS 3aXBOPIOBAHHS
3a qanuMH mmyoaikamii Lao et al., 2021

Poxu 2025 2026 2027 2028 2029

KinpxicTe nariesTis 1013 997 981 966 950

OTtxe, 3a JTaHUMH 3asiBHUKA 3arajibHa KUIbKICTh MALIIEHTOK Y (a3l MOCTMEHONAY3H
13 micueBo nomupeHuMm abo MeractatudyHuM HR(+)/HER2(-) PM3, sikum MoxiuBe
MpU3HaYeHHs puOOIUKII0Y, Moke cTaHOBUTH Big 1013 oc16 y 2025 o 950 ocid y 2029
p.

3a niocymkamu eepupixayii ynogHo8aAMNCEHUM OP2AHOM OAHUX U000 PO3PAXYHKY
nompeou y 00CioNCy8anoMy JiKaApCcbKom) 3aco0i 6CMAHOBIEHO HACMYNHE.

Jlna  pospaxywky KilbKocmi  nayieHmie 3  MIiCYe8o  NOWUpeHum  ma
memacmamuynum PM3 6yno euxkopucmaro nokazHuK 3axeoproeaHocmi nayicHmie Ha
PM3 3 IIl ma IV cmadiero 3a danumu Hayionanvrnozo kanyep-peccmpy Yrkpainu.

3 ypaxysanmuam pexkomenoayii Cmandapmy meouuHoi oOonomoau wooo
3acmocysanus puboyuxaioy oas nayiewmie i3 HR(+)/HER2(-) peyuousyiouum
HepeszekmabenbHuM (1oKanbHum abo pecionaprum) PM3 6 nocmmenonaysanvhitl ¢asi,
BKIIOYEHHSL BCIX HOB08UAGNEeHUX nayienmie i3 Il cmadielo € cyMHIBHUM, OCKIIbKU
peyuous He € NEPBUHHUM 3ax60prlosaHHaM. Hamomicmv OoyinvHiwe epaxogysamu
NOKA3HUK NPOCPeCyBanHs X60poou y Hogosusenenux nayieumis i3 Il cmadiero PM3 oo
MemacmamuyHoi gpopmu.

Oonak, cnio niokpeciumu, wo OpaK CMAMUCMUYHUX OAHUX NPO KIIbKICMb
NayieHmis i3 MOMCIUBUM JOKATbHUM AOO0 pe2ioHapHUM Hepe3eKmabenbHUM peyuousom
YVCKIAOHIOE OYIHKY nompeou.

B axocmi nokasHuka nowupenocmi 3aA6HUKOM 8 00CbE NPEOCMABIeHO 8I0COMOK
npoepecysanus pariwe diacnocmogarnoco PM3 3i cmadiu [ ma Il 0o memacmamuunozo
PM3 3a oanumu nybaixayii Lao et al., 2021. IIpome, y oocve ma mooeni MS Excel
3ASABHUKOM He OVI0 8PaAx08aHo NoKasHUuk npozpecysanns PM3 6io 11l cmaoii (1114, I1IB,
IIC) 0o memacmamuunoi ¢opmu ceped 3a2anbHOI KIIbKOCMI HOBOBUSABNIECHUX

° Benvenuti C., Gaudio M., Jacobs F., Saltalamacchia G., De Sanctis R., Torrisi R., Santoro A., Zambelli A. Clinical Review on the Management of
Breast Cancer Visceral Crisis. Biomedicines. 2023 Apr 3;11(4):1083. doi: 10.3390/biomedicines11041083
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nayienmis i3 Il cmadieto. Hemoowcnugicmos SUKOPUCMAHHSA NOKA3HUKA 3A2ATbHOL
KIIbKOCMI nayieHmié 3a HO30.102iuHo0 pyopuxoro “‘Pax monounoi 3anosu”, sxi
nepebysaioms Ha 001iKy, 6i0n06ioHo 0o Oanux Hayionanvnozo kauyep-peecmpy
Vkpainu, onsa po3paxyHky nompeodou nosacHIOEMbCA 3ASABHUKOM 8i0CYMHICMIO PO3NOOLLY
no cmaoisix PM3, a makooxc eiocymmuicmioo oamu 6CcmaHo8leHHs 0iacHo3y OJis
npocHo3yseanus npoepecysanus PM3. Tomy 6 danomy sunaoky maxuii nioxio 3as6HuKa
00 PO3PaxyHKy nompeou € NPUUHAMHUM.

Bukopucmanns 3aasenuxom nokazuuxa "oxonneno cneyianvuum niKyeamnHAM" Ha
ocnogi Odanux Hayionanenoco kanyep-peccmpy Ykpainu moodice npuzgooumu 00
3aHUdICeHHs hakmuuHoi nompeou.

3a pezynbmamamu 36epHeHHs YNOBHOBANCEHUM OP2AHOM 00 KIIHIYHUX (axieyie 3
Memoro 3'acysanms ocobausocmeli w000 6e0eHHs NAYIEHMIB 13 00CHI0HCYBAHON0
H0307102i€10 OYN10 8CMAHOBNEHO, WO CepeoHill ik 6cmaHosieHHsa Odiacno3y PM3 y
nayienmox y @asi nocmmeHonaysu eapiroemscsi 6 medxcax 47-65 pokis, uacmka
nayienmox 3i cmamycom HR(+)/HER2(-) PM3 cmanoeumo 45-70%, y o#ciHOK Y
NOCIMMEHONAY3L PUUK NPO2PECYBAHHS 00 MICYE80 NOUUPEHO20 PAK)Y CMAHO8UmMbs 15-
25% 3a 3-5 pokis, akwo nikysanns neeghekmusne, y 20% nayienmis npozcpecy8anHs 0o
memacmamuynoeo PM3 eiobysaemucsa npomszcom 5-8 pokie; wacmka nayicHmoxk 3
MmemacmamuyHum/micyeso nowupenum PM3 HR(+)/HER2(-), y sikux 3ycmpiuaemvcs
BiCYepaIbHULl Kpu3, CmaHosums 8 mexcax 6io 5 0o 20%. Taxum yunom, suuje3a3naydeHi
pe3yrbmamu Onumy8anHs KIiHIYHUX (Paxieyié 6 nepesadicHill OLbUloCmi NOCai008HI 3
OanuMu, npeodCcmasieHUMU 3AsIBHUKOM 8 OOCHE.

Omoice, niocymosyrouu euujesdasHaiere, npeocmaesiena nompeoba € OpieHmMo8HO
MIHIMALHOM, A KIIbKICMb NAyieHmie, aKi nompeoyioms 3acmocy8ants puboyukiioy,
Modrce Oymu OibUOI, OCKIIbKIUL:

- Ha 007Ky 3a HOo30]02i4HON0 pyopuxor ‘“‘Pax monounoi 3anosu” nepebysac
3HauHa KinibKicms nayienmie (3a oanumu Hayionanvnozo kanyep-peecmpy Yxpainu -
175 565 acinox cmanom na 2023 pix'®);

- 3ACMOCYBAHHS 3ASAGHUKOM NOKA3HUKA “‘OXONJIEHO CneyianbHuM NIKY8aHHAM ~ 3a
oanumu Hayionanvrnoeo xanyep-peccmpy Ykpainu smenutye KitbKicms nayicHmis, ujo
MOICYmb nompedy8amu 3acmocy8anHs puboyuriioy.

Hesusnauenicmov wo0o Kitbkocmi nayicHmis, sKi ModiCyms nompebysamu
3as671eHol  IHmep8eHyii, 3YMOGNIeHA O0OMed CeHICmI0 CMAMUCMUYHUX OAHUX Npo
KIIbKICMb X80pUX 13 NOKAILHUM ab0 pe2ioHApHUM Hepe3eKmabenbHuM peyuousom, da
MAaKoiC HeBPAXy8aHHAM NOKA3HUKa npoepecysanus PM3 y nayieumis i3 11l cmadiero.

ImyHocicmoximiune O0CHIOMCEHHs, WO 3ACmMOco8yeEmMbCs 05l euzHavenus HR-
nosumueno2o HER2-necamueno2o cmamycy y s#cinok i3 PM3, sukonyemvcs 6 pamkax
HAOAHHS ~ MEeOUYHUX NOCAye BIONOBIOHO 00 nakemy MeOUYHUX  2apammill
“Ximiomepaneemuune JIKY8aHHA mMa CYNposi0 NAYi€HmMi6 3 OHKOJOIYHUMU
3axX60pIO6AHHAMU Y cmayionapHux ma ambyramopnux ymosax” "'t cmanom na 2025 pix

Owww.ncru.inf.ua/publications/BULL_25/PDF/str-kont_all.pdf
1 https://contracting.nszu.gov.ua/storage/editor/files/dodatok-khimioterapiya-paket-2025-1.pdf
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30 KOWMU 0epAHcasHo2o 0roxcemy, wo niomeepoAtceHo npu npo8eoeHHi ONUMmy8aHHs.
KJAIHIYHUX eKcnepmie.

2) nma”Hi 1mWOA0 JAOCTOBIPHOCTI Ppe3yabTaTiB NOPIBHAJBHOI KJIHIYHOI
epexTMBHOCTI Ta  0Oe3leKW  3afBJEHOr0 JIKApCbKOro 3acody. Omnmuc
(mpeacTaBJ/ieHHs) 3a3HAYEHUX Pe3yJbTaTIB

BignmoBigHo a0 i1H(popmaiii B J0OChE MIOAO 3asBICHOTO JIKAPCHKOIO 3aco0y
BUBYAJTHCS

Honyasinis (P, population) - xiHkH y mOcTMEHOMay3aIbHOMY TEPIOAL 3 MICIIEBO
nommpennM abo metacratmuauM PM3 1 HR(+)/HER2(-) crarycom, siki monepeaHbo
OTpUMYyBau 200 HE OTPUMYBAJIN CHIOKPUHHY TEPAITifo.

3 0ens0y ma me, wo 0O0CHIONCYBAHOW IHMEPBEHYIEID 8 O0CLE € PUOOYUKLIO Y
NOEOHAHHI 3 J1empo30]0M, a 8ionogiono 0o Cmanoapmy MeouuHoi 0onomozu
puboyukni6  pekomeHoyemvcs 0aia  mepanii  nayienmie i3 HR-nozumusenum
peyuousyouum  HepesekmabeivbHum — (oKanbHumM — abo  pecioHapHum) — abo
memacmamuynum (M1) PM3 y nocmmernonaysanvHiii ¢pasi 6 kombinayii 3 ineibimopom
apomamasu (kameeopis 1) aAx nepwa ninia JNIKy6aHHA, RAWIEHMU, AKI paiuie
OMPUMY8aIU eHOOKPUHHY Mepaniio 0ia JiKy8aHHA NOUWUPEHO20 3AX60PI0GAHH, He
MOHCYMb Oymu He MOMHCYmb OYmu PO3JIAHYMI 8 MeHcax OAHOT OUIHKU MEeOUUHUX
MmexHo102il.

Brpyuyanns (I, intervention) - puOoumkmiO, TaONETKH, BKPUTI IIIBKOBOIO
o6ononkor0, mo 200 mr Ne21. PexomennoBana ao3a ctaHoButh 600 mr (3 TabieTkn),
pubouukniOy 1 pa3 Ha 100y BnpoAoBx 21 AHS MOCHUIb 13 MOJANBIIOK 7-IE€HHOIO
MEePEPBOIO, 110 CKIAAATUME MOBHUM LMK 13 28 AHIB Y MOEHAHHI 3 JIETPO30JIOM.

Kommaparop (C, comparator) - gerpo3on (tabietku 2,5 Mr/mo0).
PexomennoBana no3a 2,5 mr 1 p/mo0y 10 nporpecyBaHHs 3aXBOPIOBaHHS.

KinneBi Touku (O, outcomes) — BwkupaHicTh 0e3 mporpecyBaHHs (PFS),
3arajgbHa BWKUBaHICTH (OS), moO14HI peakilii, SKiCTh KUTTS.

Tun pocaigxenns (S, study type) - cucremaTwuHi OTIJIAIM, MeETaaHATI3U
paH0MI30BaHUX KIHIYHUX qociimkens (nami - PKJT), PKJ a3 1111V,

[Ipu oOrpyHTYyBaHHI BHOOpPY B SIKOCTI KOMIIapaTopa JIETPO30Jy y JOChE Oyiu
BpaxoOBaH1 HACTYITHI KPUTEPIi:

- HasABHICTh JIETPO30J1y (Tabsetku 2,5 mr) B HalioHaJIbHOMY TIepestiky OCHOBHUX
JKapChKuX 3ac001B 3a HANPSMOM «AHTHUHEOIIACTUYHI Ta IMYHOCYIIPECUBHI JIIKapChKi
3aco0m»), 3aTBepKeHOMY TocTaHOBOI0 Kabinety MinictpiB Ykpainu Big 25.03.2009
p. Ne333%2;

- HasIBHICTb JIETPO30J1y (TaOJIETKH, Karcynu, apaxe 2,5 mr) y Ilepeniky J1ikapchbKux
3ac001B, MEIMYHUX BUPOOIB Ta AOMOMIDKHHUX 3aCO0IB JI0 HHX, IO 3aKYMOBYIOTHCS Ha
BUKOHAHHSI BIMOBITHUX YroJ (IOTOBOPIB), YKJIAIEHUX OCO0O0I0, YIIOBHOBXKEHOIO HA
3MIMCHEHHS 3aKymiBelb y cdepl OXOpPOHU 370pOB’S JJiS BUKOHAHHS MPOTpPaM Ta
3MIMCHEHHS IICHTPATi30BaHMX 3aXOAIB 3 OXOPOHH 370pPOB’S 3a HaIPsSMOM

12 [Mocranopa Ka6inery Minictpis Yxkpainu Bix 25.03.2009 p. Ne 333 «Jlesiki muTaHHS J€p5KaBHOTO PETY/IIOBAHHS IIiH Ha JIKAPChKi 3aC00H i BUPOOU
MeAMYHOro npu3HadeHHs». https://zakon.rada.gov.ua/laws/show/333-2009-%D0%BF#n15
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«Ximi10TepaneBTUYHI Ipenaparty, pagiopapMipenapaTy Ta npemnapaTu CynpoBOy s
JIKYBaHHS OHKOJIOTIYHUX XBOPHUX», 3aTBEPKEHOMY ITocTaHOBOI KabineTy MiHicTpiB
Vkpaian Ne 216 Binx 07.03.2022 p.%3;

- peKOMEHAIlll 3aCTOCYyBaHHS TOPMOHAIBHOI Teparii, B T.4. 13 BUKOPUCTAHHIM
JIETPO30JIy B MIXKHAPOJAHUX CTaHJapTax JKyBaHHS: 3T1IHO 3 pekoMeHaamismu ASCO,
2024 NCCN, 2024%; ASCO, 2021%; ESMO, 2021’ namientam 3 MeTacTaTHIHUM 200
mommpennM PM3, skuM mokazaHa TOpMOHAJbHA Tepamis, PEKOMEHIYIOTh
3actocyBaHHa 1HTIOITOpiB CDK4/6 y mnoennanHi 3 1Hri6iTOpamMu apomarasi,
HacamIepes 13 JIETPO30JI0M;

- HOKA3aHHS B iHCTPYKIIT JUIsl MEAUYHOTO 3aCTOCYBAHHS JIETPO30IY S,

- HASBHICTh (PAKTUYHUX 3aKyliBeNb JIETPO30Jy 32 JAHUMH EJIEKTPOHHOI
wiatgopMu MyOIIYHUX 1 JepKaBHUX 3aKymiBedb ProZorro 3a GromxetHi xomrtu JI1
«MennyHi 3akymiBiai Ykpainn»'®;

- HAsSIBHICTh PEKOMEHIAIIIH II0]I0 3aCTOCYBAHHS JIETPO30JTy Y SIKOCTI TOPMOHATBHOT
Tepanii npu JikyBaHHi PM3 y BiTun3HAHOMY YHi(iKOBaHOMY KJIIHIYHOMY MPOTOKOJI
NEPBUHHOI, BTOPUHHOI (CIELIaNi30BaHOi), TPETUHHOI (BUCOKOCHEIIaTI30BaHO1)
MEJIMYHO1 JOTIOMOTH Ta MeIMYHO1 peadimiTaiii «Pak Moiaounoi 3amo3u», 2015 p.

Haxazom MO3 Vrpainu 6io 03 ntomozo 2025 poky Ne 195 6yno zameepoicero
Cmanoapm meduynoi donomoau “Pax monounoi 3ano3u’”, 8 sKoMy HAsA6HI peKoMeHOayil
Wo0o 3acmoCcy8aHHsi eHOOKPUHHOI mepanii, 6 MOMY YUCHL 1empo30ay, 8 CKIAOl
Komniexcnozo nixkyeanns PM3%,

Tako)X 3asBHUKOM TOBIJIOMJISIETHCS, IO JIETPO30JI € 1HTIOITOpOM apomartasu
TPETHOTO MOKOIIHHS 3 BUCOKOIO CENIEKTUBHICTIO, OCKIIBKY apoMarasa B epupepruaHux
TKaHMHAX € OCHOBHUM JDKEPEJIOM €CTPOTCHIB Y JKIHOK y TIOCTMEHOIIay3i, a JIETPO30JI
HPUTHIYY€E aKTUBHICTh apOMaTa3y B IIMX TKaHWHAX 1IN VIVO Ha >99%. [Ipemapat mmpoko
BUKOPUCTOBYIOTh MPU MOIIMPEHOMY, PEIUANBYIOUOMY ab0 meTtacTtaTuaHoMy PM3 y
NaIieHTIB y TocTMeHonay31. JIeTpo30s npurHidye BUPOOJIEHHS €CTPOTCHY Ta € OLIBII
e(eKTUBHUM, HIXK IHTIOITOP E€CTPOT€HOBHX pelenTopiB TaMoKcudeH. PiBeHb
3aXBOPIOBaHOCTI HA PM3 y &IHOK y MOCTMEHOMay31 MOCTYIIOBO 3pPOCTA€, YACTKOBO
yepe3 CTapiHHS HaCeJeHHs, MiABUINEHHS o0i3HaHOCTI mojo PM3 Ta akTHBHICTH
ckpuHiHry. OJIHaK y JIITHIX MAIl€HTIB MEHII €(EKTUBHI BITHOBJICHHS KIITHUH, QYHKIIIS
OpraHiB 1 KaTaOoJi3M JiKapChbKUX 3aco0iB. TakoX 4acTO 3yCTpIYalOThCS CEPLEBO-
CYy/IMHHI 3aXBOPIOBaHHS, I[YKPOBUH aAiaber, TiNepTOHIYHA XBopoba Ta 1HII
3axBoproBaHHs. OTKe, Takl MAallEHTH Bpa3iuBl JO TOB’SI3aHOT 3 XIMIOTEpAMi€r0

B Mocranosa Ka6inety Minictpis Ykpainu Bin 07.03.2022 p. Ne 216 «Jlesiki muTaHHs 3aKyMiBITi JTiKapchbKHX 32C06iB, MEAMYHUX BUPOGIB Ta
JIOTIOMDKHHX 3ac00iB 10 Hux». https://zakon.rada.gov.ua/laws/show/216-2022-%D0%BF#Text

4 ASCO. HR — positive, HER2 — negative Metastatic Breast Cancer. Endocrine treatment and targeted therapy. Recommendations from 2024 Rapid
Recommendations updates. https://www.guidelinecentral.com/guideline/1020448/pocket-guide/1020449/#section-2848548

15 NCCN Breast cancer. 3, 2024. https://www.nccn.org/guidelines/guidelines-detail ?category=1&id=1419

6 ASCO. HR — positive, HER2 — negative Metastatic Breast Cancer. Endocrine treatment and targeted therapy. Recommendations from 2024 Rapid
Recommendations updates. https://www.guidelinecentral.com/guideline/1020448/pocket-guide/1020449/#section-2848548

1 ESMO Clinical Practice Guideline for the diagnosis, staging and treatment of patients with metastatic breast cancer. October 19, 2021. DOI:
https://doi.org/10.1016/j.annonc.2021.09.019

18 http://www.drlz.com.ua

19 https://prozorro.gov.ua/tender/UA-2023-04-14-008096-a

2 https://www.dec.gov.ua/wp-content/uploads/2025/02/smd_195_rak-molochnoyi-zalozy.pdf
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IIUTOTOKCUYHICTIO 1 MOOIYHUMHM peakilisiMu. Kpim Toro, depe3 moOOOBaHHS II0JI0
M1JBHUIIECHOTO PU3UKY XIPYPridyHOI 3aXBOPIOBAHOCTI Ta CMEPTHOCTI JIITHIM TalllEHTaM
PIIKO MPOMOHYIOTH OOIIUPHI XIpypriyHi BTpyYaHHS.

Ynoenosaosicenum opeamnom 6yno nposedeno eepudghixayiro eubopy 6 saxocmi
Komnapamopa Jnikapcokuii 3acio nemposon. llpu eepugpikayii éubopy komnapamopy
8i0n06ioHo 00 pexomendayiu Hacmanosu “/lepoxcasna oyinka mMeoudHux mexmonozii
ons nikapcokux 3acooie” CT-H MO3Y 42-9.1:2023, 3ameepooicenoi naxazom MO3
Vipainu 6io 06.10.2023 Ne 1741 (dani - Hacmamnosa), ynonosasicenum opeaHom
8CMAHOBNIEHO, WO BUOID KOMNAPAmMopa y 00CbE € KOPEKMHUM ma 8i0n08ioac yMosam
peanvHoi KIIHIYHOI NPAKMUKU CUCHEMU OXOPOHU 300p08's Ykpainu 3 nepcnexmueu
0epIAHcasHO20 NAAMHUKA.

Indopmania moao kiiHiuHoi edeKTUBHOCTI Ta Oe3mekH KomOiHAIli
puOOIMKITIO + JIETPO30J1 B MOPIBHSHHI 3 JIETPO30JIOM HaJaHa 3asBHUKOM B JIOCHE 3a
pesynsraTamu gociimkenns I gpazu MONALEESA-2 (NCT01958021)%, pesynbraTu
SKOTO MPEJICTABIICHO B MyOIiKAIIIsIX:

- Hortobagyi GN, Stemmer SM, Burris HA, Yap YS, Sonke GS, Paluch-Shimon S,
Campone M, Petrakova K, Blackwell KL, Winer EP, Janni W, Verma S, Conte P,
Arteaga CL, Cameron DA, Mondal S, Su F, Miller M, Elmeliegy M, Germa C,
O'Shaughnessy J. Updated results from MONALEESA-2, a phase |11 trial of first-line
ribociclib plus letrozole versus placebo plus letrozole in hormone receptor-positive,
HER2-negative advanced breast cancer. Ann Oncol. 2018 Jul 1;29(7):1541-1547. doi:
10.1093/annonc/mdy155 (nani - Hortobagyi et al., 2018)?;

- Hortobagyi GN, Stemmer SM, Burris HA, Yap YS, Sonke GS, Hart L, Campone
M, Petrakova K, Winer EP, Janni W, Conte P, Cameron DA, André F, Arteaga CL,
Zarate JP, Chakravartty A, Taran T, Le Gac F, Serra P, O'Shaughnessy J. Overall
Survival with Ribociclib plus Letrozole in Advanced Breast Cancer. N Engl J Med. 2022
Mar 10;386(10):942-950. doi: 10.1056/NEJMoa2114663. PMID: 35263519 (nami -
Hortobagyi et al., 2022)%,

VY 0GararoneHTpoBOMY TOJBIHHO 3acCiiIUICHOMY IUIaie00-KOHTPOILOBAHOMY
panzomMizoBaHoMy KiiHIYHOMY nociimkeHHi ¢aszu [II MONALEESA-2 npuitmanu
y4dacTb kiHku 3 nomupeHuM PM3. Cepen 668 namientok (1:1) 334 Oynu BKIIIOUEHI 10
rpynu pubonukiioy + jgerposoi, 334 no rpynu mianedo + aerpo3on. Jemorpadiuni Ta
BUXIJIHI XapaKTePUCTUKN 3aXBOPIOBAHHS MAIlEHTIB Oyl 30alaHCOBAaHUMHU Yy TpyIiax
JIOCITIKEHHS.

Cepen kpuTepiiB BKJIIOUEHHS OyJIM MALIEHTKH Y (a3l MOCTMEHONay3u (monepeaHs
IBOO1YHA OBapioeKToMis; Bik >60 pokiB; Bik <60 poKiB Ta ameHOpes BIPOJ0BXK >12 mic.
3a BIJICYTHOCTI XiMioTeparii, TaMOKcudeHy, TopeMipeHy ado NpUrHIYEHHS SIEUHUKIB);
TICTOJIOTIYHO Ta/a00 IUTOJOTIYHO MIATBEPHKECHUN MICIIEBOIO Ja0OpaTOpPi€r0 JaiarHo3
PM3 i3 cratrycom HR+/HER2(-); BumiproBane 3axBOpIOBaHHS BiATOBIIHO KPUTEPIiB

2 https://clinicaltrials.gov/study/NCT01958021
22 https://www.annalsofoncology.org/article/S0923-7534(19)32105-2/fulltext
2 https://www.nejm.org/doi/full/10.1056/NEJM0a2114663
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RECIST 1.1 abo mnpuHailMHI OJHE TEPEBAXXHO JITHYHE YpPaXKEHHS KICTKH;
¢ynkuionansHuit craryc 0 abo 1 3a kiacudikamiero CXiIHOI KOONEPATHUBHOL
onkoJjoriynoi rpymnu (ECOG).

Pubonukai6 3actocoByBaBcs nepopaibHo y 1031 600 mr (3 tabnerku mo 200 mr)
BIPOAOBXK 21 mHs muroc 1 TWXKIeHb nepepBu, GopMytoun 28-1eHHUN TepareBTUYHUMA
kI, Y KoMmOiHamii 3 pUOOMHMKIIOOM 3aCTOCOBYBABCS JIETPO30J IEPOPATBHO Y
no3yBaHH1 2,5 Mr 1 pa3 Ha 100y Oe3mepepBHO MPOTATOM YChOTO ITUKITY.

IlepBuHHA KiHIleBA TOYKA:

- BWOKUBAHICTh 0€3 mporpecyBaHHsS (Yac BiA papaoMi3amii 10 MEpIIoro
3aJIOKYMEHTOBAHOTO MPOTpecyBaHHs 3axBoproBanHs, BianoBiaHo 10 RECIST Bepcii 1.1
ab0 cMepTI 3 Oy1b-IKO1 MPUYNHHM).

BropuHHi KiHIeBI TOUKH:

- 3arajibHa BIDKMBAHICTh (Yac BiJl IaTH paHIoOMI3alli 10 AaTH CMEPTi 3 Oyab-aKoi

PUINHH);
- 3aranbHui piBeHb BiAnoBiai (ORR) - moBHa abo yacTkoBa BiIOBI/Ib;
- moKa3HUK KJiHIYHOI edextuBHOCTI (CBR) - 3arampHa BIANOBIAL TUIIOC

cTabimi3alis 3aXBOPIOBaHHS IPOTATOM 24 THKHIB Ta OUIBIIIE;

-4ac JI0 OCTATOYHOIO MOTIpIIeHHS (YHKIIOHATIHLHOTO CTaHy 3a Kiacu(]iKalli€ro
ECOG nopiBHSIHO 3 BUX1THUM PIBHEM;

-4ac 10 ocTaro4yHoro mnoripmeHHsa Ha 10% 3araJbHOro CTaHy 370pOB’SI/SKOCTI
YKUTTS 32 IIKAJIOK0 OCHOBHOT'O ONUTYBAJIbHUKA IKOCTI )KUTTSI €BPOINEUCHKOT OpraHi3alii
3 pociimpkeHHs Ta JikyBanHsa paky (EORTC QLQ-C30);

- Oe3rmeka.

AHani3 pe3ynbpTaTiB 0ys10 npoBeaeHo st 3aranbHoi nomymsauli (ITT-nomymsiis).
3a manmmu myOumikamii Hortobagyi et al.,, 2018 (3pi3 manux 02.01.2017, memiana
nepioly crocTtepekeHHs 26,4 wmic.) Oyn0 BCTAHOBJEHO HAsBHICTh IEpEBarv Io
1o jikyBanHs nomupenoro PM3 3i crarycom HR(+)/HER2(-) y ¢ha3i moctmenonays3u
3a ominkoro PFS mpu 3actocyBanHi puboIukiiOy + JeTpo30i MOpiBHSAHO 3 Tuianedo +
nerposon (HR 0,568; 95% CI: 0,457-0,704; p = 9,63x10®). Meniana PFS B rpymi
pubomukIoy + meTpo3oi cranoBuia 25,3 mic. (95% CI: 23-30,3) npotu 16,0 mic. (95%
Cl: 13,4-18,2) B rpymi muaneb6o + nerpo3oi. Takoxk OyJi0 BCTAaHOBJICHO HAasBHICTh
KJIIHIYHOT MepeBaru Biji 3aCTOCYBaHHS KOMOIHAIlT puOOLUKIIIO + JIETPO30J1 y MIArpynax
nanieHTiB (¢pynkumionanpHui ctatryc ECOG, Bik, paca, HR-craryc (ER+ ta PgR+ a6o
1HIIE), JIOKadi3alis MeTacTa3liB B TMeEuiHll a0 JIereHsAX, BIACYTHICTh Ypa)KeHHS
BUKJIIOYHO KICTOK, HOBOBHSBJIEHE a00 ICHYIOU€ 3axBOPIOBaHHS, IOINEPEIHE
3aCTOCYBaHHA (HEO0)aJ IOBAaHTHOI EHJIOKPUMHHOI Tepamii a0o (Heo)aJ FOBAHTHOI
xiMioTeparii).

3a manumu Hortobagyi et al., 2022 (3pi3 nqanux 10.06.2021, meaiana TpUBaIOCTI
cnoctepexxenHs 80 micsmiB) memaiana OS y rpymi pubonukiiOy crtaHoBuia 63,9 wic.
(95% CI: 52,4-71,0) mpotu 51,4 mic. (95% CI: 47,2-59,7) y rpymi mare6o (HR 0,76;
95% CI: 0,63-0,93; nBoGiunuii p = 0,008). 3aranpHa BmwkuBaHicTh (OS), omiHeHa 3a
kpuBumE Kamnana-Meiiepa, uepes 60 micsiiiB crioctepeskenns cranoBuia 52,3% (95%
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CI: 46,5-57,7%) y rpymi pubouukmiOy ta 43,9% (95% CI: 38,3-49,4%) y rpymni
miane6o, a yepes 72 micsil - BianosigHo 44,2% (95% CI: 38,5-49,8%) 1 32,0% (95%
CI: 26,8-37,3%).

[Toka3HMKHU SIKOCTI KUTTS B JOChE MIPEACTaBIIEHI 3a JaHUMHU myOJikaiii Verma S,
O'Shaughnessy J, Burris HA, Campone M, Alba E, Chandiwana D, Dalal AA, Sutradhar
S, Monaco M, Janni W. Health-related quality of life of postmenopausal women with
hormone receptor-positive, human epidermal growth factor receptor 2-negative
advanced breast cancer treated with ribociclib + letrozole: results from MONALEESA -
2. Breast Cancer Res Treat. 2018 Aug;170(3):535-545. doi: 10.1007/s10549-018-4769-
z. Epub 2018 Apr 13. PMID: 29654415; PMCID: PMC6022531%. Byno BCTaHOBJIEHO,
110 3aCTOCYBaHHS PUOOLMKIIOY HE MPU3BOJUIIO JO MOTIPIICHHS MOKA3HUKIB SIKOCTI
KUTTS Ta MO3UTHBHO BIUIMBAJIO HAa 3MEHIIECHHS OOJHOBUX BIMYYTTIB y MAIlIE€HTIB 3
nocnimxeHHss MONALEESA-2.

s npoBeneHHsi (apMaKoeKOHOMIYHOr0 aHaJi3y Oyiau BHUKOPHCTaHI
BUIIICBKA3aHI MMOKa3HUKU KIiHIYHOT eeKTuBHOCTI 3a orinkoro PFS Ta OS 3a nanummu
nocnimxeHHss MONALEESA-2.

OTtxe, 32 BUCHOBKaMU 3assBHUKA MPOBEACHUI MOPIBHSUIBHUM KITIHIYHUM aHai3
e(eKTUBHOCTI 3aCTOCYBaHHS pUOOLUKIIIOY Y MOE€JHAHHI 13 TOPMOHAIBHOIO TEPAIIEIO Ta
JUIIe TOPMOHAIBHOI Tepamii y JOpPOCIUX JKIHOK B TIOCTMEHOIAy3l 13 MICLEBO
nomupeHuM un metactatuuauM PM3 1 HR(+)/HER2(-) Ha oCHOBI paHaI0Mi30BaHOTO
MOJBIMHOTO CJINOT0 IIane00-KOHTPOJIbOBAHOTO 0araToleHTPOBOrO  KJIIHIYHOTO
nocimikeHHs: MONALEESA-2 Bu3zHauuB BUILY €(EKTUBHICTb PUOOIMKIIOY Yy
MO€HAHHI 13 TOPMOHAIBHOIO Tepamnieto 3a nokasHukamu PFS (HR 0,568; 95% CI10,457-
0,704, p = 9,63x10®; mexiana B rpyni pubonukniOy cranosuna 25,3 mic. mporu 16,0
Mic. B rpymi miane6o) 1 OS (HR 0,76; 95% CI 0,63-0,93; npo6iunumii p=0,008; meaiana
B Tpyni puborukiiOy cranoBwia 63,9 mic. mpotu 51,4 mic. B rpymi miane6o) 3i
CTATUCTUYHO 3HAUYIIOI PI3HUIICIO B pe3yibTaTax.

IIpodinb Oe3nmexku pudOIMKIIOYy y KOMOIHAII 3 JIETPO30JIOM B TMOPIBHSHHI 3
JETPO30JIOM y KIHOK Yy (a3l mOCTMEHOIay3u 3 MICIIEBO MOIIUPEHUM abo
metactatnuauM PM3 3 HR(+)/HER2(-) ctaTycoM B 0Che mpeacTaBiicHa 3a JaHUMH
nyouikamnii Hortobagyi et al., 2022, ockinibku B 3a3Ha4eHil myOJTikallii HasBHI OHOBJICHI
nani  pesynbtaTiB - gochimxkeHHs MONALEESA-2 3 nHalijoBmiuM  mepiofom
crioctepexeHHs (80 micsIiB).

HalinommpeHimow moOiYHOI0 peakiiero cTyneHs 3-4 Oyna HeUTpomeHis, sika
BUHUKIA y 63,8% marieHTiB rpynu puborukiioy 1y 1,2% mnaiienTtiB rpynu miameoo.
J101TaTKOBUMU KJIFOUOBUMU MOOIYHUMU PEAKIIIMH CTyNeHs 3-4 y rpynax puOouuKiIioy
Ta 1uiane0o Oynu renatoOuTiapHi TokcuuHi epextu (14,4% npotu 4,8%) 1 NOIOBKEHHS
QT-iaTepBany (4,5% mnpotu 2,1%). IarepcTuitiansua xBopoba yerens (mam - [XJI)
ctymnens 3 abo mHeBMOHIT BUHUKIH Y 2 marieHTiB (0,6%) rpynu pubomukmaioy. Y rpymi

2https://www.researchgate.net/publication/345686772_Health-related_quality_of life_ HRQoL_of postmenopausal_women_with_hormone_receptor-
positive_HR_human_epidermal_growth_factor_receptor_2-negative_ HER2-_advanced_breast_cancer_ABC_treated_with_ribocicli
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puborukIi0y He BiJ3HA4YaldM TMOOIYHI peakilli cTymneHs 4 abo JieTaJbHUX BHUIIAJIKIB,
noB's;3anuXx 13 IXJI a60 THEBMOHITOM.

Jlns ananmizy Oynu BiiOpaHi moO1uH1 peakilii cTyneHs 3-4, aKi MaJi BIpOT1IHICTh
BUHUKHCHHS >1% x04a 0 B OfHil 13 Tpy (Tabnuis 2).

Ta6auus 2. [loOiuni peakmii CTyNmeHS TSKKOCTI >3 3a JaHUMH JOCTIIHKCHHS
MONALEESA-2 (Hortobagyi et al., 2022) mpu 3actocyBaHHi puOOIUKIIOy abo
miane6o y >1% marienTiB

Io06iuni peakuii Pubouuxiio +iaerpo3o Inaue6o + JeTpo30.a
(N =334) (N =330)

n % n %
Heitrponenist 174 52,1 3 0,9
Hynora 9 2,7 3 0,9
Broma 11 3,3 3 0,9
Aptpanris 5 15 6 1,8
Hiapes 8 2,4 3 0,9
BroBanHs 13 3,9 3 0,9
3akpen 4 1,2 0 0
Bine y cimHi 11 3,3 4 1,2
Anemis 12 3,6 6 1,8
3MEHIIIeHHS YUClia HeUTpoPiiB 61 18,3 1 0,3
3HIKCHHS alleTUTY 5 1,5 1 0,3
AprtepianbHa TiepTeH3is 52 15,6 47 14,2
3HIKCHHS YnCIIa 01X KPOB’ SIHUX TLTEIh 46 13,8 2 0,6
Migsumenss piast ATAT 38 11,4 4 1,2
MMigsumenss pisast AcAT 21 6,3 4 1,2
JlelikoneHis 33 9,9 2 0,6
IHdexii ce4oBUAITBHOT CHCTEMH 5 15 0 0
HucnHoe 8 2,4 2 0,6

Ji1st po3paxyHKy BiTHOCHOTO pu3uKy (relative risk, RR) 1 BinmiHHOCTI pusuky (risk
difference, RD) 3a manumu myOmikarii Hortobagyi et al.,, 2022 3asBaukoM Oyio
BHKOPHMCTAHO OHJIANH KaNbKyIaTOp? (Tabmuus 3).

Tabauus 3. PesynpTatu omucy Ta y3araJdbHEHHS aHamizy O€3MEeKH 3acTOCYBAHHS
puboIukIio + 1eTpo3ona 1 mianedo + nerpo3on y pociimxenai MONALEESA-2

Byno mpoBeneno anani3z nepioguyHoro 3BiTy 3 13.03.2022 mo 13.03.2023 pp. npo
OILIIHKY TepeBar 1 pu3uKy 3actocyBaHHs pubOouukniOy (PSUR). Anami3z gaHux mpo

2 http://www.neoweb.org.uk/Additions/compare.htm
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IToxa3nuk Pubouuk.iio + Iinane6o + geTpo3on RR RD
aerposoa (N =334) (N =334) (95% CI) (95% CI)

3arajpHa KUTBKICTE MOOIYHUX 331 323 1,025 0,024
peakuiit 1,002-1,048 0,002-0,046
3aranpHa KiTBKICTh CEPHO3HIX 71 39 1,821 0,096
NnoOIYHKUX peakuiid (BiporigHO 1,27-2,609 0,04-0,152
OB’ sI3aHUX 13 3aCTOCYBaHHSAM
J3)*
3aranbpHa KiJIbKICTH CMepTei, HJ ** HI** - -
MOB’sS3aHUX 13  MOOIYHUMU
peaxIisiMu
3araipHa KiJIbKICTh MOOIYHHIX 37 9 4,111 0,096
peaxIiif, sKi MPHU3BOIATH [0 2,016-8,383 0,046-0,122
TAMYacoBOi a00 MOCTiIHHOT
BiIMIHHM JTIKYBaHHS;
3arajibHa KiIbKICTh MAIi€HTIB, HJT** H** - -
SIKI BIAMOBWIINCH BiJ y4acTi y
JOCITIDKeHHI 4epe3 TOO0iuHi
peaxii
*Jlani i3 ClinicalTrials.gov: Tabmuus «Serious Adverse Events» (NCT01958021).
HJI** - mani HemocTymHi (y mOAOBXKEHOMY criocTepekenHi gociimkenasts MONALEESA-2 (my6nikamis Hortobagyi et
al., 2022) sixcyTHi maHi mo10 3araibHOI KUTBKOCTI CMEpTEil, OB’ A3aHUX 13 MOOIYHUMH PEAKI[iSIMH, 3arajJbHOI KiTbKOCTI
MOOIYHUX PEaKIliH, IKi MPU3BOIATH 10 TAMYACOBOT a00 MOCTIHHOT BiAMiHU JIIKYBaHHS, 3aralbHOI KiJIbKOCTI MAIi€HTIB, SKi
BiIMOBIJIMCH BiJl YUacCTi y TOCTIKCHHI Yepe3 MmoOidHi peaKilii).

e(eKTUBHICTh 1 O€3IMeKy II0Ka3aB, 110 3arajlbHUN Npo(dUIb KOPUCTI Ta PHUBHKY
pUOOIMKITIOY 3aJTUIIAETHCS CIIPUSTIUBUM.

Ouinka Metoaosoriynoi sikocti nociimkenus MONALEESA-2 Gyna npoBeaeHa
3asBHUKOM 3a 1kanoro Jkanan. 3a 5-OanbHoro mikanoro J[kaman Oysio BCTAaHOBJIEHO
BHCOKY SIKICTh JOCHII>KeHHS (4 Oanu 3 5) Ta, BIAMOBIAHO, HU3bKUH PIBEHh CUCTEMHHUX 1
BUITAJIKOBHUX MOXUOOK y pe3yibTaTax JOCIHIKEHHS.

3a pesyrvmamamu nposedenoco amanizy oocniodcennsi MONALEESA-2
(Hortobagyi et al., 2018 ma Hortobagyi et al., 2022), wo npedcmasieHo 8 00Cbe,
VNOBHOBANCEHUM OP2AHOM OVI0 BCMAHOBNIEHO HACMYNHE.

Memoro odocniosxcenns MONALEESA-2, wo 6yno eidibpano 3asa8Huxom, 0yno
BU3HAYUMU KILIHIYHY eqheKMUBHICMb ma Oe3nexy 3acmocy8anHsa KoMoOiHayii puboyukiio
+ 1empo30on 6 nopiGHAHHI 3 KOMOIHAYIE niayebo + 1empo30.l 8 AKOCmi nepuioi Ainii
NKy8anHs nayienmie 3 nowupernum PM3 3i cmamycom HR+/HER2(-) y ¢asi
NOCMMEHONAY3U, AKI He OMPUMYBAIU NONEPeOHE CUCMeMHe JNIKY8AHHA 3 NPUBoody
HOWUPEHO20 3AX680PIOBAHHSL.

o oocniooscennss MONALEESA-2, sike € 3a8epuienum, OYI0 3a1y4eHO JHCIHOK )
Gazi nocmmenonaysu 3 ROWUpeHUM (Micye8o peyuousyryuM abo mMmemacmamudHum)
PM3 3i cmamycom HR(+)/HER2(-), siKi paniuie He OmMpumy8aiu CUcmemHy mepanito
(copmoHanvbrha mepanis ma ximiomepanis) 3 npugoody nowiuperoz2o PM3.

Bpaxoeytouu, wo cepeo exnouenux nayieumie 6 oocniodcenni MONALEESA-2,
99% manu memacmamuyry gopmy PM3, pesynemamu kuiniunoi epexmugnocmi wo0o
3acmocyeants puboyuxnioy + nempo3on 6 NopieHanHi 3 niayebo + nempo3on 3a
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oanumu oocniodcensi MONALEESA-2 nasaeui 0ns nayienmis 3 MemacmamuyHoo
Gopmoro PM3 31 cmamycom HR+/HER2(-) y ¢hasi nocmmenonaysu. Takoor, eapmo
niokpecaumu, wo nayienmu 3 oocuioxcenuss MONALEESA-2 éionosioaioms 3a3HayeHitl
Yinb0o8ill Nonyaayii 8 00CbE 8 acmyi mux NayieHMmMoK, ki nonepeoHbo He OMpUM)8aiu
EHOOKPUHHY mepanito 3 Npueody JNiKY8aHHs HNOWUPEHO20 3AXBOPIOBAHHSA Ma
pexomernoayiam Cmanoapmy mMeouuHoi 00NOMO2U.

3a oanumu docnioxncenuss MONALEESA-2 npu mediani cnocmepedicenns 26,4 mic.
(Hortobagyi et al., 2018) 6yno niomeepodiceno HasABHICMb KIIHIYHOI nepesazu
puboyuxnioy + nempo3on nopieHano 3 niayebo + jaempo3on 3a oyinkoio PFS 3i
CMamMuCmuyHo 3HAYYWjoI0 Pi3HUYeI0 8 pe3yibmami, Wo NPU3B00UI0 00 NOOOBIHCEHHS.
meoianu PFS na 9,3 mic. ma 3meruients pusuxy npozspecy8ants 3axeoprosants na 43%
(HR 0,568; 95% CI 0,457-0,704; log-rank p=9,63x1078).

Pezynomamu  ¢hinanvnozo awnanizy 3a2anvHoi  GUINCUBAHOCMI  OOCHIONCEHHS.
MONALEESA-2, ski 6yau nonepednvbo 6uU3HAYEHI NPOMOKOIOM, NPeOCMmAGleHi 8
nyonixkayii Hortobagyi et al., 2022 3 natiooswuum nepiooom cnocmepedicents (mediana
cnocmepedcernsi 6,6 pokig). Byno ecmanoséneno, wo 3acmocy8ants puboyuxnioy +
JIempo30J1 NOPIBHAHO 3 Naayebo + 1empo30oi Npu3eooUuUms 00 NOOOBHCEHHS 3A2aNbHOT
sudcusarnocmi Ha 12,5 mic. ma 3Hudxcye pusux cmepmi Ha 24% 31 cmamucmuyHo
3Hauyworo pizHuyero 8 pesynomami (HR 0,76, 95% CI 0,63-0,93,; 0socmoponniti p =
0,008).

Taxum yunom, 3a pesynomamamu 0ocnioxcennsi MONALEESA-2 ynoenosasicenum
opeanom OY10 BCMAHOBNEHO HAABHICMb KAIHIYHOI nepesazu w000 3aCmOC)8aAHHS.
puboyuknioy + 1empo3o. nopigHano 3 niayebo + remposon 3a oyinkamu PFS ma OS 3i
CMamuCmuyHo  3HAYYWOl0  pI3HUYero 6  pe3yibmamax Y — NAyi€Hmie y
NOCMMEHONAY3aNbHOMY —Nepiodi 3 Nowupenum (Micyego peyuougyiouum aoo
memacmamuynum) PM3 30 HR(+) ma HER2(-). Bxaiouenus euwe3asHaueHux
pe3yaibmamie  KMiHiuHOi  epexkmusnocmi  3a  oyinkoro PFS ma OS 0o
PapmaKoekoHOMIuHO20 aHaNi3y € KOpeKmHUM ma eionogioac eumozam Ilopsoky
NPOBeOeHHs 0ePAHCABHOT OYIHKU MEOUUHUX MEXHON02IU I3 3MIHAMU, BHECEHUMU 3210HO 3
Ilocmanosoro KMY Ne 1365 gio 22.12.2023 ma Hacmanosu.

Ha sunaoox, axwo 3arumwaemo npo ORR ¢ OEA

Taxooe 6 Oocniodcenni MONALEESA-2 npeocmaeneni pesynomamu  3a
BMOPUHHOIO KIHYEB0I0 MOUKOIO KAIHIYHOI eghekmusrnocmi “‘3aeanvhuil pigeHb 8i0nosioi
(ORR)”. Byno ecmanogneno, wo npu 3acmocy8arHi puboyukiioy y nayieHmis 3
nowtuperum (micyeso peyuougyiouum abo memacmamuynum) PM3 HR(+) ma HER2(-)
y ¢hazi nocmmenonaysu 30epicacmvbcsi meHOeHYis Wo0o HAA8HOCMI KIIHIYHOI nepesacu
31 cmamucmu4Ho 3Ha4yworo pizHuyero  pesyromamax 3a oyinkoro ORR ax npu mediani
cnocmepedicenns 15,3 micayi (3a oanumu nybnixayii Hortobagyi et al., 2016%: 40,7% ¢
epyni puboyuknioy npomu 27,5% 6 epyni niayeoo, p<0,001), max i npu no0ogxiceHomy

% Hortobagyi G.N., Stemmer S.M., Burris H.A., et al. Ribociclib as First-Line Therapy for HR-Positive, Advanced Breast Cancer. N Engl J Med. 2016
Nov 3; 375 (18): 1738-1748. doi: 10.1056/NEJM0a1609709 https://www.nejm.org/doi/10.1056/NEJM0al609709?url_ver=239.88-
2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200www.ncbi.nlm.nih.gov
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nepiodi cnocmepedicents (mediana 26,4 micayi) 3a oanumu nyonikayii Hortobagyi et
al., 2018 (42,5% e 2pyni puboyuxniby npomu 28,7% 6 epyni naayebo (p = 9,18 x107°).

3a pesyrnomamamu npoedeHo2o aHANi3y Npo@ino Oe3neKu 3acmocy8aHHs
puboyuxnioy sza Oavumu Oocnioxcenusi MONALEESA-2 3 Hatiooswum nepiooom
cnocmepedicennss (Hortobagyi et al, 2022) ynosnosadxcenum opeanom 0y10
8CMAHOBIEHO, WO HAUNowuUpeHiuow nodiyHow peakyielo cmynens 3-4 6Oyia
Heumponenia. Taxooc eenamobiniapui moxcuurni egexmu ma noooeicenns QT-
IHmepsany uacmiuie BUHUKAIU 8 2pyni puboyukaioy. 3a OaHuMu ananizy nepiooutHo2o
36imy npo OYiHKY nepeeaz i pusuKy 3AcCmoCcy8aHHs puboyuxiioy 06yio 6CmanoeieHo
CRPUAMAUBUL NPOPITL KOPUCI MA PUSUKY.

Vnoenosasicenum opeanom 60yn0 npogeoeHo OYIHKY MemoOO0N02IYHOI SAKOCMI
oocnioxcenuss MONALEESA-2 3a niucmom oyinku 015 nposedeHHs (haxoeoi excnepmusu
0EpPAHCABHOI OYIHKU MEOUUHUX MEXHON02IU Ma BCMAHOBIEHO BUCOKY MemoOO002IuH)
AKICMb, OCKLIbKU O0CTIONCEHHA BUBYATIO YIMKO 8U3HAYEHE KIIHIUHe NUMAHHS, PO3NOOL
nayienmis 00 epyn aiKy8auHs 0Y8 paHOOMI308aHUl, NAYIEHMU MA OOCTIOHUKU OYIU
3acninneni, 003Y8aAHHA MA CHOCIO 3ACMOCY8AHHA IHMEPGEeHYii ma MmMexHoN02ii
NOpieHAHHA Oynu OemaibHo 6usHaueHi. bazosi xapaxmepucmuku 3azaiom OyiIu
banancosamni Migxc epynamu 3 He3HAYHUMU BIOMIHHOCMAMU WOO00 NONEPeoHbO20
3acmocy8ans 1empo30.y, eK3eMecmany ma aHacmpo3oy 8 AKocmi (Heo)ao toeanmmuoi
EHOOKPUHHOI mepanii, KilIbKOCMI Memacmamuytuux YpadceHb ma JoKalizayii
memacmasie. Pospaxoeysanuce cmamucmuyna nomyxcHicms ma po3mip 6UOIpKu,
pe3yabmamu KiiHIYHOI egheKmusHocmi npedcmasiieti 3a 6Cima U3HAYeHUMU KIHYe8UMU
MOYKAMU.

Pubonukni6 He BkiItoueHui 10 Ba3oBoro mepesiiky OCHOBHMX JiKapChbKHX
3aco0iB BOO3, 2025 poxy (WHO Model List of Essential Medicines)?’.

JI3 puboumkni6 He BKIOYEHHWH 10 uMHHOTO 17 BHmMycKy Jlep:kaBHOrO
(dopmyasipa JikapcbKuXx 3aco0iB (Hakas MO3 Vkpainu Bix 13.06.2025 Ne971)%,

VY peecTpi MeauKO-TEXHOJIOTIYHMX JOKYMEHTIB 3i cTaHAapTU3aLii MeIUYHOI
JAOMOMOIM HAasiBHUM CTaHAApT MEIMYHOI Jomnomoru ‘“Pak MoOJOYHOI 3ayio3u’,
sarBepmkennii Hakazom MO3 Vkpainm Big 03 motoro 2025 poky Ne 195%. V
3a3HAYEHOMY CTaHJapTI PEKOMEHJ0BaHO 3actocoByBaTH iHTIOITopu CDK 4/6
(man6ouukio, pudonMKIIO) y marieHTiB 3 JroMiHansHUM PM3 31 ctatycom ER(-) i/a60
PR(+) Ta HER2(-) 3a BiicyTHOCTI BicliepaJbHOTO KpHU3y + ropMoHOTEepanis (1Hrio1Top
apomatasu abo (ynBecTpaHT) y a3l MOCTMEHOMAy3u Ha TepiIii ado apyrik jiHii
tepamnii (sikuo 1Hrioitop CKD4/6 He 3acTOCOBYBaBCS paHille).

YHoBHOBaXEHUM OpraHoM OyJ0 TMpOaHaTi30BaHO MIDKHAPOAHI  KIIIHIYHI
pEKOMEeH/Iallli Ta HACTAHOBHU II0JI0 JIIKYBaHHS KIHOK Y TOCTMEHOIAY3aJIbHOMY Mepioi
3 MOIIMPEHUM (MiCLIEBO peluanByroUYnM abo metactatiunum) PM3 3 HR(+)/HER2(-),
SK1 TIOTIEPETHHO HE OTPUMYBAIHM CHIIOKPUHHY TEPaIlito, 10 MPECTABIEH] y TOChE:

2hitps://iris.who.int/bitstream/handle/10665/382243/B09474-eng.pdf?sequence=1
Bhitps://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
hitps://www.dec.gov.ua/wp-content/uploads/2025/02/smd_195_rak-molochnoyi-zalozy.pdf
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1. Kuiniyni mnpakTuyni  pexomenaaunii  HamioHaabHOI  3arajibHOI
onkoJioriunoi Mmepexi (NCCN), Pak mosaounoi 3ai103u (NCCN Clinical Practice
Guidelines in Oncology (NCCN Guidelines) Breast Cancer, Version 3.2024)%

Vnosnosasicenum opeamom 6yn0 3HAUOEHO OHOBNEHY B8epCilo  KIIHIYHUX
npakmuuHux pexomenoayiu Hayionanvroi 3azanvHoi onxonoeiunoi mepesci (NCCN),
Pax monounoi sanosu, Bepcisa 3. 2025 (NCCN Clinical Practice Guidelines in Oncology
(NCCN Guidelines) Breast Cancer)3!

B saikocmi cucmemnoi mepanii ons nikyeanns nayienmis 3 HR(+) peyuougyrouum
HepezekmabenvHum (ToKaIbHUM Yu pecionanrvhum) aoo 1V (M1) cmaodieio PM3 y ¢azi
NOCMMEHONAY3U PEKOMEHOOBAHO 3ACMOCO8Y8AMU:
ineibimop apomamasu + in2ibimop CDK4/6:

- ineibimop apomamasu + puboyuknio (kamezopis 1%*);

- iHeibimop apomamasu + abemayuxnio;

- iHeibimop apomamasu + narboyuxiio

2. ASCO. HR+/HER2- MeracTaTHuHuii pak MOJIOYHOI 3aJ103M.
EnpoxkpunHe JIiIKyBaHHSl Ta TaprerHa Ttepamia. Pexomenpamii 3 OHOBJIEHHMX
mBUAKKAX pexomennaniii 2024 poxky (ASCO. HR - positive, HER2 - negative
Metastatic Breast Cancer. Endocrine treatment and targeted therapy.
Recommendations from 2024 Rapid Recommendations updates), 202432

JIikyBaHHS MALIIEHTIB 3 MOMUPEHUM 200 METACTATUYHUM PAKOM MOJIOYHOI 3aJ1031
3 HR(+)/HER2(-) ctaTycoMm B moCcTMEHOIay31

[lepma niHIS JIIKYBaHHSI: PEKOMEHAOBaH1 1HTIOITOp apomara3u y KoMOiHamiii 3
iHrioiTopom CDK4/6.

3. Kainiuni pexomenaanii SEOM-GEICAM-SOLTI uio10 nommupeHoro
paky moJiounoi 3ai03u (2022) (SEOM-GEICAM-SOLTI clinical guidelines in
advanced breast cancer (2022). CLINICAL GUIDES IN ONCOLOGY. 2023),
2023%

Pexomenariii mo/o sikyBanHs nommperHoro PM3 i HR(+)/HER2(-)

3aBAsSKA BHUCOKIA €(QEKTUBHOCTI, NPUUHATHOMY MPOQIII0 TOKCHUYHOCTI Ta
TIOJIIMIIIEHHEO SIKOCT1 )KUTTSI €HIOKPUHHA Teparis y noeaHanHi 3 inriditopamu CDK4/6
(CDKA4/61) — cranmapt nepiuoi ainii gsikyBanass HR(+)/HER2(-) nommpenoro PM3. ¥V
nepmiii miHii Tepamii CDK4/61 pekoMeHIO0BaHO 3acTOCOBYBATH B KOMOIHAIil 3
1HT101TOPOM apomaTasu.

4. Kainiyni nmpakTuyni pexkomenmaunii ESMO moao aiarHocTukwu,
BHU3HAYCHHS CTAdil TA JIKyBaHHSA MALICHTIB i3 METACTATUYHMM PAKOM MOJIOYHOI
3as03u (ESMO Clinical Practice Guideline for the diagnosis, staging and treatment
of patients with metastatic breast cancer. October 19, 2021), 202134

[Tepmra minis Teparmii

% NCCNBreast cancer. 3, 2024. https://www.nccn.org/guidelines/guidelines-detail?category=1&id=1419
31 https://www.nccn.org/professionals/physician_gls/pdf/oreast.pdf

32 https://www.guidelinecentral.com/guideline/1020448/pocket-guide/1020449/#section-anchor-3678643
33 https://link.springer.com/article/10.1007/s12094-023-03203-8

3 https://www.annalsofoncology.org/article/S0923-7534(21)04498-7/pdf
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[ariditopu CDK4/6 y mnoegHanHl 3 1HTIOITOPOM apomaTa3d € CTaHAapTOM
nikyBanHs HR(+)/HER2(-) PM3; Takuii niaxia JeMOHCTPY€E MOKPAIICHHS MOKa3HUKIB
BIDKMBAHOCTI O€3 MpOTrpecyBaHHs, 3arajbHOi BIKMBAHOCTI 1 MalOTh aHAJIOTIYHY abo
Kpallly KJI1HIYHY €(DEKTUBHICTb IMOPIBHIHO 13 XIMIOTEPAIII€I0 1 ACOIIIOIOTHCS 3 MEHIIIOI0
TOKCHYHICTIO, III0 POOUTH IF0 KOMOIHAIIIO KpallldM METOJIOM JIIKYBaHHS 3a YMOBH,
AKIIO Y TAIli€EHTa HEMA€e OPTaHHOT HEIOCTATHOCTI.

[ari6itopu CDK4/6 edexkTuBHI pu BIEpiie BHUIBICHOMY a00 PEIUAUBYIOUOMY
PM3, nmpu mnepBuHHIM a00 BTOPUHHIN EHAOKPUHHIN PE3UCTEHTHOCTI Yy XKIHOK Y
nmocTMeHomnay3i. Puborukiib pekoMeH10BaHO KOMOIHYBATH 3 €HIOKPUHHOIO TEPAITIETO,
ockinpku JI3 He mpoaeMOHCTpyBaB €()EKTUBHOCTI B SIKOCTI MOHOTEpamii [oIliHKa
ESMO-MCBS v1.1: 3].

Ynosnosasicenum  opeanom  6yno  0o0amko8o  3HAUOEHO  IHGoOpmayito
€s8poneticbk020 Mo8apucmea 3 MeOUdHOi OHKONO02I w000 HAAGHOCMI KIIHIYHOL
eheKmusHoCmi 3aCMoCy8anHs NIKAPCbKo20 3acoby puboyukiio. 3a wKaiow eeiuyunu
K1iHiuHoi kopucmi €@poneticbkoeo mogapucmea 3 meouynoi owxonolii (ESMO -
Magnitude of Clinical Benefit Scale) JI3 puboyuxni6 O0Ona 1iKY8AHHA MHCIHOK 3
HR(+)/HER2(-) micyeso nowupenum (locally advanced) abo memacmamuunum PM3 y
Gasi nocmmeHnonaysu, AKi pariuie He OMPUMYBAIU eHOOKPUHHY Mepaniro, 3a OaHUMU
oocniodcennsi MONALEESA-2 ¢hazu Il (NCT01958021) ompumas oyinky 4 6anu 3 5
(cymmesa xopucmub)®.

Omorce, 8I0N0BIOHO 00 KIIHIYHUX NPAKMUYHUX pekomenoayiu Hayionanonoi
3a2a1bHOI  OHKOA02TUHOI Mepedci, 2024, Amepuxancbkoeo moapucmea KIiHiYHOI
onxonoeii, 2024, Icnancvkoco mosapucmea meouuroi onxonoeii, 2022, €sponeticbkoeo
moesapucmea meoOuyHoi onkonozii, 2021 puboyuxkiib pekomeH008aHo 3acmocosysamu 8
AKocmi nepwioi ninii mepanii 051 IKY8AHHA HCIHOK 3 nowupenum PM3 3i cmamycom
HR(+)/HER2(-) y ¢pazi nocmmenonaysu 6 kombinayii 3 ineibimopamu apomamasu.

3) maHi W00 €KOHOMIYHOI JOUIJIBLHOCTI B 4acTHHI eQeKTHBHOCTI BHUTPAT
BUKOPUCTAHHS JIIKAPCHLKOro 3aco0y BIANMOBIIHO /0 PEKOMEHJAOBAHOI IIKAJM
rPAHMYHUX 3HAYeHb IHKPEMEHTAJbLHOI0 NOKa3HUKA e(QeKTHUBHOCTI BUTPAT B
Ykpaini

EdexTuBHicte BuTpar pubonukiiOy y KoMmOiHAIil 3 JETPO30J0M MOPIBHSHO 3
JIETPO30JI0M B JIOChE OyJia OI[IHEHA 13 3aCTOCYBAaHHSM METO/IB “BUTPATU-E€()EKTUBHICT
(cost-effectiveness) Ta “BUTpaTH-KOPUCTL” (cost-utility), y SIKHX OI[IHIOBAJIUCS JIO/JaHi
poku xuTTs (LYQG) Ta nogani poku kutTd, ckopurobasi Ha sikictb (QALY), axi1 nonae
Nali€HTy 3acTOCYBaHHs puOONUKIIOY y KomOiHaIii 3 jeTpo3osioM. Bubip merony
(apMaKkOEKOHOMIYHOTO  aHali3zy  “BUTpaTU-e(PEKTUBHICTH  ~ OyB  3yMOBJICHUUI
BH3HAYCHOIO CTATUCTUYHO 3HAYYIIOIO PI3HUIICIO B TOKA3HUKAX 3arajibHOT BIKMBAHOCTI
y KIHOK B IOCTMEHOMNAy3l 13 MICII€BO MOMIMPEHUM ab0 METaCTaTUYHHUM pPaKkoM
mosouHoi 3ai03u i HR(+)/HER2(-), sika mocsraeTbcsi 3aCTOCYBaHHAM PUOOIUKITIOY Y
KOMOIHAIIi1 3 JIETPO30JIOM MOPIBHSIHO 13 3aCTOCYBAHHSIM JIMILE JIETPO30Jy Ha eTari

% https://www.esmo.org/guidelines/esmo-mcbs/esmo-mcbs-for-solid-tumours/esmo-mcbs-scorecards/scorecard-9-1
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KJIIHIYHOTO aHam3y. MeTton (hapMakOeKOHOMIYHOTO aHAI3y «BUTPATH — KOPHUCHICTHY
SK OKpeMHUH BHUJ aHaji3y €(EeKTUBHOCTI BUTpAT OyB OOIpYHTOBaHUN BU3HAYCHUMH B
JiTeparypl TOKa3HUKaMHU KOPHCHOCTI B CTaHax 3J0pOB’S MAIll€EHTOK «0e3
OPOrPECYBAHHSI» Ta  «IPOTPECYBaHHS» MPU  MICHEBO  IMOUIMPEHOMY  abo
METAaCTaTUYHOMY PaKy MOJIOYHOI 3aJI03H.

®apMaKOEKOHOMIUHI ~ PO3PaxyHKH METOJOM  “‘BUTpaTH-C(PEKTUBHICTH  Ta
“BUTpPaTU-KOPUCTDH 633y}OTBC}I Ha MOJIei MapKOBa 3 MUKJIAMH TPUBATICTIO 28 THIB Ta
YaCOBUM TOPH3OHTOM TpI/IBaJIICTIO 35 pokiB, 110 BiAMOBIAA€E TMOXUTTEBOMY TOPH3OHTY,
MOYaTKOBUHN cepefHiil Bik mamieHTa — 60 pokiB. Y MoOJeni MOKa3HWKH BHUTpAT i
edeKkTUBHOCTI OynM NUCKOHTOBaHiI 3a craBkoio 3%. Ilpu po3paxyHkax y MoJenb
BKJIFOYEHO TIJIBKH MPSIMI BUTPATH.

Po3pobnena mozxens MapkoBa A03BOJISIE MPOTHO3YBaTH PO3BUTOK XBOPOOU Yy
TPHOX B3aEMOBUKIIFOUYHUX CTaHax “Oe3 mporpecyBaHHs’, “iporpecyBaHHs” 1 “CMepTh .
Cran “06e3 nmporpecyBanHs” B MOjiesli MapkoBa BU3HAUaBCs SIK 4ac BiJ] IOYATKY PYXY B
MOJICNII 70 TPOrpecyBaHHs 3aXBOpIOBaHHSA abo cmepti. Ilicias Toro, Sk maIllieHT
NepeuInoB 0 CTaHy “IporpecyBaHHs’, BIH HE MOXKE MOBEPHYTHChH JI0 CTaHy ‘‘0e3
nporpecyBants’”’. CtaH “nporpecyBanHs’” OyB BUSHAUEHHH SIK 4ac BiJl MPOrpeCcyBaHHS
3aXBOPIOBaHHS 70 HAacTaHHs cMepTi. [licias mporpecyBaHHs 3aXBOPIOBaHHS MAI[IEHT
MOX€E 3aIMIIUTUCh Y TOMY  CTaHl 3JI0poB’s ab0 mMepelTH y cTaH ‘‘CMepTh’ .
IlepeOyBanHs marieHTa B CTaHl ‘“‘IporpecyBaHHs’’ mependayvano 3acTOCYBaHHS
HACTYMHHOI JIHII Tepamii paKy MOJO4YHOI 3an03u. Ilicas Toro, SIK malieHT nepernion y
CTaH “CMepTh’, BIH 3aJMIIAETHCS Y HHOMY JIO KIHIISI MOJETIOBAHHS.

PesynbraTti (hapMakO€KOHOMIUHOTO aHadi3y 13 3aCTOCYBaHHSIM Mojeni MapkoBa
3a JaHUMU 3asiBHUKA HAaBEACHO Yy Ta0iuIll 4.

Tabauus 4. Pesynbratu hapMakoeKOHOMIYHOTO aHAJI3y PUOOIMKIIOY y KOMOIHAaIIIT 3
JIETPO30JI0M 13 3aCTOCYBaHHSAM Mojiei MapKoBa 3a TaHUMH 3asBHUKA

Eran Po3nin Onuc

1 Beryn Oyintosana mexnonozis; puOOIMKIIO y KOMOIHALT 3 JTETPO30JIOM.
Komnapamop: netpo3onn.
Monens nepexoy Mix cranamu Mapkosa Oyio mooynoBano B MS Excel.

2 KonTeker Jlopocii  KIHKM Yy TOCTMEHOMNay3i 13 MICLEBO MOLIMPEHUM abo
nocnipkenns | meracratuaauM PM3 i HR(+)/HER2(-)

dapMakOeKOHOMIYHUN aHaji3 MPOBEIEHO 3 MEPCHEKTHBH JEpPKABHOTO
IJIaTHUKA Y SIKOCT1 MOTEHIIIHOTO /pKepena (piHaHCYyBaHHS TEXHOJIOTIH.

TpuBamicTh MUKy MOACITIOBAHHS CTAHOBUTD 28 JTHIB, YaCOBHI TOPU30HT
— 35 pokiB. IlouaTkoBuii cepenHiif BiK MaIieHTOK B Mojeni OyB
BH3HAYEHUN HA OCHOBI aHaN3y 3BITY MPO 3aXBOPIOBAHICTH HA PaK

19



Puboyuxnio6 nokaszanuii 6 KomOiHayii 3 1empo30iom 015 JIKVEAHHS JICIHOK Y NOCMMEHONAY3AIbHOMY Nepiodl 3 MICYe8o NOWUPEeHUM (MICYego
peyuousylouum) abo MemacmamuiHuM paKom MOI0YHOI 3an03u 3 nosumuenum cmamycom HR (peyenmopie copmonis) ma necamusnum cmamycom HER2
(peyenmopa enidepmanbo2o paxkmopa pocny 1oOuHy 2 Muny), SKi HOnepeoHbo He OMPUMYEAU eHOOKDUHHY MEPAniio 3 NPUBOOY NIKYBAHHSA NOUUPEHO20
saxsoprosannsi, 16.09.2025

MoJouHoi 3ano3u LlenTpy rpomancekoro 3a0poB’st MO3 Vkpainu 3a
2022 pix* Ta npuitnaTuii 3a 60 pokis.

CraBka IMCKOHTYBaHHSA I BUTPAT Ta pe3ynbTariB — 3%.

Jani mono edextuBHOCTI Ta Oe3neku: gociimxeHHs MONALEESA-2
(my6mnikauii Hortobagyi et al., 20197, Hortobagyi et al., 2022%).
Jani momo kopucrocti: Suri G et al., 2019%, Mistry R. et al., 2019%.
3a pe3ynbTaTaMH €KOHOMIYHOI OIIIHKH y MeXax 35-piyHOro 4acoBOTO
TOPHU30HTY OYJIO OTPUMAHO PE3yJIbTaT:

e 569 LYG Ta 3,73 QALY mns pubomnukmnidy y komOiHamii 3

JIETPO30JIOM;

o 481 LYGTa294 QALY nns netpozodny.
PuGonmkni6 y xombinHamii 3 jerpo3onom 3abesneuye pomatkosi 0,88
LYG 1a 0,79 QALY mis nopociux KiHOK y TOCTMEHOTAY31 13 MiCIIeBO
nonmpenuM abo MetactatnaauM PM3 i HR(+)/HER2(-).

3 Po3paxynok Kareropii BuTpar, 1o BKJIOYEHI B MOJICTIb:

BUTpAT — BUTpATH Ha KypC Teparlii JIKapChKUMH 3aco0aMH MpPHU 3aCTOCYBaHHI
3asBJICHOT MEIMYHOI TEXHOJIOT1] Ta KOMIIapaTopa;

— BUTPATHU HA JIIaTHOCTUYHI MPOLICTYPH;

— BUTpATH Ha IPU3HAYCHHS 1 MOHITOPUHT TEPAITii;

— BUTpATH Ha JIIKYBaHHS MOOIYHUX PEAKIIiH 3 ypaXyBaHHIM HMOBIpHOCTI
1X BUHUKHEHHS,

— BUTPATH HA JIKyBaHHS MOJAIBIIOT0 IPOTPECYBaHHS XBOPOOH (JIUIIE B
MeXaX 3MOJIEIbOBAHOTO aHATI3Y).

Henpsimi BUTpaT B aHasi3 BKJIIOYEHI HE OyIIH.

3asBieHa KOH(DIJEeHI1I{HA IIHOBA IPONO3HUIisl CTAHOBUTH 1}3H
3a TabJIETKH, BKPUTI MIIBKOBOIO 000510HKO10, 200 Mr Ne 63, 1110 Ha %
HIDKYE 3a 33JeKJIapOBaHy ONTOBO-BIAIMYCKHY IiHY, sKa CTaHOBUTH 76
022,51 rpH (Hakaz MO3 mpo aexjgapyBaHHS 3MiH ONTOBO-BIAIYCKHOT
I[iHU Ha JikapchbKi 3acobu Bix 03.04.2024 Ne 566). Llina Ha pubouuMKIio 3
ypaxyBaHHSM TPAaHUYHOI NTOCTAYaIbHUIIBKO-30yTOBO1 Haj0aBku 10% Ta
IIAB 7% cTaHOBUTH _ rpH. BapTicTe nerposzony, TabneTok,
BKPUTHX TUTIBKOBOIO oOosioHKOw, 2,5 mr (JIETEPO®), po3paxoBaHa
3aBHHKOM Ha OCHOBI [JaHMX €JIEKTPOHHOI CHCTEMH MYyOJIYHHUX
3akymiBenb Prozorro ta cranoButh 1,549 rpH 3a oaHy Tabnetky4l, a 3
ypaxyBanHsM [1/IB 7% uina 3a oqny Tabnerky — 1,657 rpH.

Butpaty Ha HUKI 3acTocyBanus nerpo3ony cranopiath [ rpH, a Ha
puboIMKIIIO Yy KOMOiHaLii i3 IETPO30JIOM — IPH.

% http://medstat.gov.ua/ukr/reports.html

3" Hortobagyi G.N., Stemmer S.M., Burris H.A. et al. Updated results from MONALEESA-2, a phase 111 trial of first-line ribociclib plus letrozole
versus placebo plus letrozole in hormone receptor-positive, HER2-negative advanced breast cancer. Ann Oncol. 2018 Jul 1; 29 (7): 1541-1547. Erratum
in: Ann Oncol. 2019 Nov 1; 30 (11): 1842.

% Hortobagyi G.N., Stemmer S.M., Burris H.A. et al. Overall Survival with Ribociclib plus Letrozole in Advanced Breast Cancer. N Engl J Med. 2022
Mar 10; 386 (10): 942-950.

% Suri G., Chandiwana D., Lee A., Mistry R. Cost-effectiveness Analysis of Ribociclib plus Letrozole versus Palbociclib plus Letrozole in the United
Kingdom. JHEOR. 2019; 6 (2): 20-31.

40 Mistry R., May J.R., Suri G. et al. Cost-Effectiveness of Ribociclib plus Letrozole Versus Palbociclib plus Letrozole and Letrozole Monotherapy in
the First-Line Treatment of Postmenopausal Women with HR+/HER2— Advanced or Metastatic Breast Cancer: A U.S. Payer Perspective. J Manag Care
Spec Pharm. 2018 Jun; 24 (6): 514-523.

4% https://prozorro.gov.ua/tender/UA-2024-04-12-011083-a?oldVersion=true

20



Puboyuxnio6 nokaszanuii 6 KomOiHayii 3 1empo30iom 015 JIKVEAHHS JICIHOK Y NOCMMEHONAY3AIbHOMY Nepiodl 3 MICYe8o NOWUPEeHUM (MICYego
peyuousyouum) abo MemacmamuiHuM pakom MoI04HOI 3a103uU 3 nosumusHum cmamycom HR (peyenmopie copmonie) ma necamuenum cmamycom HER2
(peyenmopa enidepmanbo2o paxkmopa pocny 1oOuHy 2 Muny), SKi HOnepeoHbo He OMPUMYEAU eHOOKDUHHY MEPAniio 3 NPUBOOY NIKYBAHHSA NOUUPEHO20
saxsoprosannsi, 16.09.2025

Butpatu 3a pe3ynabTaraMu MOAETIOBAHHS:

CykymnHi BUTpaTH Ha 3asBJICHY MEIMYHY TEXHOJOTiII0 Ha TOPU30HT
MOJICTIOBAHHS 35 POKIB 13 TUCKOHTYBAaHHAM 3%: _ I'PH.
CykymnHi BUTpaTH HAa MEIWYHY TEXHOJOTIIO MOPIBHSHHS HAa TOPH30HT
MOJIeTIOBaHHs 35 POKiB 13 IUCKOHTYBaHHSIM 3%: I'PH.
Pisunus Butpat: ||| o=

4 PesynbTatu [axpemenTanpamii mokasHuk edexruBHocti BuTpat ICER:

o - rpa/LYG,

° rpa/QALY.
Amnaii3 4yTJIMBOCTI
OpnodakTopHuii aHami3 4YyTJIMBOCTI OyJ0 MPOBEACHO 31 3MIHOIO
BXiZIHUX mapamerpiB Ha +/- 20%, 3MiHOIO Ha +/- 5 POKiB TOPU3OHTY
MOJIETIIOBAHHS Ta 3MIHOIO MOKa3HUKIB KOPUCHOCTI B MEXKax Jiana3oHy
3HAYECHb.
3a BHCHOBKOM 3asiBHUKA, IPOBEJCHUNH OJHO(AKTOpHUI aHami3
YYTIIMBOCTI BUSBUB HAWOINBII BIUIMBOBI TapaMeTpH MOJENi: IliHA
puboIMKIIIOy Ta cTaBKa TUCKOHTYBaHHs, pu 1boMy ICER konuBaeThscs
y mexax || 52 rpr/QALY 1o | rpv/QALY.
[IpoBeneHuii 3asgBHUKOM aHajli3 YYTIMBOCTI BHSBUB  CTIHKICTb
(hapMaKOEKOHOMIYHOI MOJIENI JI0 3MIHH BXiJHHUX KJIIFOUOBHX HapaMeTpiB.
TexHounorist 3acTocyBaHHsI pUOOLUKIIOY Y KOMOIHAIT 3 JIETPO30JIOM Y
KIHOK B TOCTMEHOMAY31 13 MiCIIEBO MOMIUPEHUM YU MeTacTaTHyHIM PM?3

1 HR(+)/HER2(-) 3anumiaeTbcs OB BUTPATHOIO Ta OJHOYACHO OLIBII
e(eKTUBHOIO 32 MOKa3HUKOM QALY mopiBHSHO 13 JIETPO30JIOM.

5 [Tpunymenns | [{nst npoBeneHHs: po3paxyHKiB 0yJ10 3p00JI€HO HACTYIHI NPUIYIIEHHS:
a”ayizy Ta | 1. OckinbKu y (hapMakOEKOHOMIYHOMY aHalli3l Oynu OLiHeHI MoOiuHi
O0OMeXEeHHS peaxuii 3 1 4 cTyneHiB BaXKOCT1, OyJi0 3po0sieHe MPUIYILIEHHs, [0 TaKi
aHayizy noOi4Hi peakuii moTpeOyroTh CTalliOHApHOTO JIKYBaHHS.

3asBHMKA, 1O | 2. Jlisi mpoBeAeHHS pO3paxyHKIB Oysio 3poOseHe MPHUITYIICHHS, M0
MaloTh BIUIUB | BOIPOAOBXK KypCy JIIKYBaHHS MpHHalMHI ojHA MOOIYHA peakuid 13
Ha pe3yJIbTaTu | BU3HAYEHOIO HMOBIPHICTIO BUHUKHE B OJIHOTO MAIli€HTA.

a”ayizy 3. VIMOBIpHICTh 3aJUIIUTHCh B IOTOYHOMY CTaHI BH3HAYAETHCS SK
e(eKTUBHOCTI | pI3HUL MIDX OJMHHUIEI0 Ta CYMOK HMOBIPHOCTEM mepexody B I1HIII
BUTpAT CTaHHU.

4. TlonepenHe mikyBaHHS Ta Horo e(EKTHBHICTb y TMAalll€HTa, SKHUM
MOYMHAE PyX y MOJIETIi, He OepeThes 10 yBary.

B oocnioscenni  MONALEESA-2, Ha  axomy  IpDYHmMYeEmMbCs
GapmaxoekoHoOMIuHUU aHANi3, pubOYUKIIO Y KoMOIHayii i3 1empo3010m
sukopucmogyemocsi Ak nepwia  niHia - mepanii  HR(+)/HER2(-)
NOUUPEHO20 PAKY MOLOYHOI 3a7103U. 32I0HO 3 KpUMEPIAMU BKIIOUEHHS 00
00CNIOMNHCEHHS, NAYIEHMU He Mo21u Oymu paniule npoaikosami 3 npueoody
nOWUPeH020 paxy Mono4Hoi 3anro3u ineioimopamu CDK4/6, cucmemnoro
Ximiomepanieio abo eHOOKPUHHOIO MEPAnicio.

5. BikoBi koe(illieHTH CMEPTHOCTI B YKpaiHi 1715 HIEBHOT BIKOBOT KOTOPTH
Oynu BUKOpHCTaHI K peepeHTHI 3HAYCHHS /I MTOKa3HUKIB 3araibHOL
CMEPTHOCTI 3 pe3yNbTaTiB KIIHIYHUX JOCIIIKEHb.
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6. Tloka3HUKH KOPUCHOCTI JUIS CTaHIB MOJEINI € CTaJUMH BIIPOIOBXK
3aCTOCYBAaHHS TOPMOHAIILHOI Tepartii.

7. IMoBipHOCTI mepexo1iB 3MiHIOIOThCS BIIPOJOBK YACOBOIO FOPH3OHTY,
OCKUTbKM 1€ BiamoBimae xkpuBuM Karmmana — Meiiepa Ta pe3yiabTatam
MaTEeMaTHYHOTO MOJICITFOBAHHSI.

OOMexeHHs JOCHTIKEHHS:

1. OdiniiHUX AaHUX IIOAO BIKOBOTO PO3MOAUTY, MEHOMAY3aJIbHOTO
cTaTrycy Ta KiIbKOCTI XBOpuX Ha PM3 3 TOpMOHAJIBHHM CTaTycoM
HR(+)/HER2(-) B Vkpaiui nemae. ToMy cepenHiii BiK Hami€HTIB is
MOJIC/IIOBaHHs OyB BHM3HAUCHWI Ha OCHOBI JaHUX 3BITYy MpO
3aXBOpIOBaHHS Ha 3JI0sIKiICHI HOBOyTBOpeHHs (dopma Ne 7) ILlentpy
rpoMajgcekoro 3a0poB’st MO3 VYkpainu 11010 BIKOBOTO PO3IMOALLY
nanieHTiB 3 PM3 3a 2022 pik 1 ckiaB 60 pokiB.

2. YUepe3 BiACYTHICTh MOKa3HUKIB KOPHCHOCTI JUIs MAIliEHTIB B YMOBax
VYkpainu, 30kpema Ui )KIHOK y IIOCTMEHOIIay31 3 MeTacTaTuuHuM PM3,
[IPU MOJICTFOBAaHHI 0YJIO BUKOPUCTAHO MTOKA3HUKU KOPUCHOCTI ISl CTaHIB
3JI0pOB’s 3 MOJIei, po3pobiieHol st ymoB Benmkoi bpurawnii.

OTxe, 3a po3paxyHKaMH 3asBHHMKA JOJIaBaHHS PUOOLUKIIOY 10 JETPO30Iy
3a0e3neuye nogatkosi 0,88 LYG Tta 0,79 QALY mnopiBHSHO 13 3aCTOCYBaHHSM JIMIIE
netpo3oiy. CyKynHi1 BUTpaTH Ha JOJAaBaHHs PUOOIMKIIOY 10 JETPO30J1y (

I'pH) € Ha I'PH OUIBILIMMHU TOPIBHSIHO 13 CYKYITHUMU BUTPATaMH Ha JIETPO30J1

TpH).

3rigHo (hapMaKOEKOHOMIYHOI MOJIENl 3asiBHUKA 3HAYEHHS 1HKPEMEHTaJIbHOIrO
noka3nuka epexktuBHOCTI BUTpaT (ICER) miist pubonmkinioy y koMOiHaIlii 13 JIETPO307I0M
JUTSL JOPOCIIUX KIHOK Y MOCTMEHOTAay31 13 MICIIEBO MOMIUPEHUM a00 METaCTaTUYHUM
PM3 i3 HR(+)/HER2(-) nmopiBHSAHO i3 JIETPO30JIOM CTAHOBUTH _ TPH Ha PiK
nonanoro xurts (LYG) ta ||l rpe sa pix nonasoro sxurrsa, ckopurosanoro na
axictb (QALY).

BignoBigHo m0 mkaaum pekoMeHaoBaHuX rpannuHux 3HadeHb ICER B Ykpaini
3aCTOCYBaHHS pUOOIUKIIIOY Y KOMOIHAIIIT 3 IETPO30JI0M IIPHU MICIIEBO MOMIMPEHOMY a00
metactatudyHomy PM3 13 HR(+)/HER2(-) y *1HOK B TOCTMEHOIIay31 XapaKTePU3YEThCS
HeepexkTuBHUM piBHEM BUTpAT Ha 1 QALY mnopiBHsiHO 3 nuie netposonom (ICER
nepesunrye 5 BBII Ha aymy HacenmeHHs, mo ctaHoBuTh 659 720,00 rpH), oxHak
3a0e3neuye OUIbIIE IKICHUX POKIB KUTTS MPHU 3HAYHO OLIbIIOMY 00CsI31 BUTpAT.

s po3paxyHky rpannunux 3HadyeHb ICER Oyno Bukopucrano nani BBII Ha
noymy HaceneHHsi ctaHoM Ha 2021 pik, mo omyOmnikoBaHi Jlep:kaBHOIO Ciy:k0010
craTMcTUKN YKpainu Bix 11.03.202242,

YN0oBHOBa:KEHMM OPraHOM NMPOBEAEHA OLIHKA €KOHOMIYHOI0 PO3AilLy 10ChE,
3a pe3yJbTaTaMH SIKOI BCTAHOBJICHO (paKTOp, AKUI Ma€ BIUIMB Ha pe3yJbTar
aHaJi3y e(peKTUBHOCTi BUTPAT:

42 https://ukrstat.gov.ua/express/expr2022/03/25.pdf
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s po3paxynky pokie sHcummisl, CKOpU2O8aAHUX Ha AKICMb, 3As18HUK BUKOPUCTNAS
ons cmany “llpoepecysanusn’ noxasHuk xopucrHocmi 3 nyoaixkayii Suri et al, 2019, axa
bazyeanace Ha pamiwe onyonikosanin nyonikayii Lloyd et al., 2006. Y 3a3naueniu
nybonikayii 6yau npedcmasieni Oaui CMmoco8HO NOKA3HUKIE KOPUCHOCTI OJisl NAYIEHMOK
3 memacmamuynum PM3, axi npoxoounu nikyeanus ximiomepaniero. I[lpome 6i0nogiono
0o Cmanoapmy meoudHoi oonomo2u OJisi JIKY8AHHS NAYIEHMOK 3 MemAacmamudHum
paxom monounoi 3ano3u 3 HR(+)/HER2(-) ximiomepanito uxopucmosyoms auuie 3a
ymMoeu nompebu y wBUOKIU BIi0N08i0i Ha JNIKYBAHHA uepe3 HEMUHYYY OpP2aHHY
He0OCMAamHicmy, Y 6CIX THUUX BUNAOKAX Nepesaza HA0AEMbC sl 20PMOHANILHIU Mepanii.
Tomy noxasuuxu KOpucHocmi Ons NAYIEHMOK, SKI OMPUMYIOMb NIKY8AHHA NICI
npozpecy8amnts 6 YM08ax peanbHoi KIIHIYHOI npakmuku 6 Ykpaiui, mooxcymo
BIOPIZHAMUCL B8I0 NPeOCMABNeHUX 3AA6HUKOM, WO MONCE HE3HAYHO GNJIUHYMU HA
po3paxosani 000aHi POKU IHCUMMS, CKOPUSOBAHI HA SKICMb, mMd, 6I0N0GIOHO, HA
PO3PaAxo8aHull 3as86HUKOM [HKDEMEHMALbHUL NOKA3HUK epheKmueHoCmi umpam.

Taxooic ona cmany ‘“bez npoepecysannsa’ 3asaenuxom Oyn0 UKOpUCMAHO 084
NOKA3HUKA KOPUCHOCMI: Ol NAYIEHMIB, AKI Maau 8i0N08i0b HaA JIKY8AHHS, MaA OJis
nayienmis 3i cmabilbHUM 3AX80PI0GAHHAM. [ 8paXy8aHHs 4acmKu NAyicHmis, sKi
manu 8ionogiov Ha JNiKy8aHHs, OYI0 GUKOPUCAHO 3A2allbHULL PiéeHb 8i0N06i0i Ha
JiKyeanns 3 nyonixayii Hortobagyi et al., 2018 (cepedns mpueanicmes cnocmepesicenms
6 oocnioxcenni MONALEESA-2 — 26,4 micayi), e 8i0comox nayicHmis, sKi manu
8i0N06I0b HA NIKYBAHHA ceped YCIX NayieHmis 3 00CHIONCeHHS, 8 epYni puboOyuxiioy y
NOEOHAHHI i3 nempo3onom cmanosus 42,5%, a 6 epyni nempozony — 28,7%. Ilpome
3a3HaA4aemMo, wjo 6i0N06i0b HA JIKYBAHHA € KYMYIAMUSBHUM NOKASHUKOM, KU
3MIHIOEMBCS 3 YACOM, MOM) YACMKA NAYIEHMIB, WO MAOmb 810N0BI0b HA NIKYBAHHS, He
3 nepuioco YuKIy Mooeni CmaHogumume 6i0comku 3a3Hayeni euwe. Takoowc 8
00CNiOJCeHHI npedcmasienull 8i0COMOK PO3PaAxo8y8ascs ceped VCix nayienmis, mooi
SAK 3AA6HUK BUKOPUCMAG 11020 01 Ko2opmu nayicumis, axi oyiu 6 cmani “bes
npocpecysanus’’, o 3aHUICYE 4acmKy NAYiEHmMi8 3 6iON0BI00I0 HA JIIKYBAHHS 8 CIAHI
“be3 npoepecysanus’ ma 6NIUBAE HA PO3PAXOBAHI PE3VTbIMAMU.

Kpim moeo, 6iocomku nayienmis, saxi maau cmabiibHe 3aX80PIOBAHHS 3ASIBHUKOM
0y10 pospaxosaro sx piznuys migwe 100% nayienmis y cmani “be3 npoepecysanns’ ma
YaCmMKO0 NAYIEHMIB, WO MAlU 8i10n08i0b Ha NiKyeanHs. IIpome 6 nybnikayii 3a3Ha4eHo
8I0COMOK NAYIEHMIB, AKI MalU cmabiibHe 3aX80PIOBAHHS K OJIsl 2PYNU NAYIEHMIB, 5K
nputimany puboyukiio ma 1empo3o., max i epynu nayicHmis, sIKi Ompumy8anu iuuie
JIempo301, Wo ModicHa 0y10 suxopucmamu Ol PO3PAXYHKY UYACMKU NAYIEHMIB 31
cmabinbHUM 3ax80prodanuam 6 cmaui “‘bez npoepecysanns”.

Bionosiono, euxopucmanHs 3asA6HUKOM CMAN020 BIOCOMKY GION0B8I0I Ha
JUKYBAHHS, A MAKONC HEKOPEKMHE 8PAXY8AHHS YaACMKU NAYIEHMIB, WO MAIU cmMabilbHe
3axX60PI0BAHHS, HE 8i000PANCAE MONCIUBUX KOIUBAHL YACMKU NAYIEHMIB, AKI MAOMb
8i0no06iob Ha 1iKyeaHHs abo cmabinbhe 3axeoprogamusa. Ilpome euwezaznauene
HEe3HAYHO BNIUBAE HA PO3PAXOBAHULL 342ANbHUL NOKAZHUK KOpUucHocmi 011 cmany "be3
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npoepecysanusn" ma, 6iON0BIOHO, HA PO3PAXOBAHUU 3AAGHUKOM I[HKDEMEeHMANbHULL
NOKA3HUK egheKmueHocmi umpam.

Omoice, 3a pe3yrbmamamu Npo8eOdeHOi OYIHKU eKOHOMIYHO20 OOCNIONHCEeHHs
YNOBHOBANCEHUM OP2AHOM DYI0 6CMAHOBIEHO, WO HABeOeHUl 8ulye (haKmop He3HAUHO
BNIUBAE HA PO3PAXOBAHUL 3ASBHUKOM IHKPEMEHMANbHUU NOKAZHUK epeKkmueHoCcmi
sumpam (ICER), 3nauenns saxoeo 3a 3as61eH010 KOHGIOeHYIlUHOW YIHOW nepesuuyye 5
BBII na oywy mnacenenns, wo sionosioac pieuto Heepexmusnux sumpam. OOHAK
OCKLIbKU 8 AHANI3] YYyMAUBOCMI 3MIHA NOKA3HUKIE KOPUCHOCMIT MAE HE3HAYHUU GNJIUE HA
IHKpemeHmanvHull nokasHuk epexmusnocmi eumpam ICER, sumpamu na puboyuxnio
s3anuwamocs Heepexmuenumu, a noxasnux ICER, timogipno, 6yoe HabaudiceHuti 00
PO3Paxo8an020 3a56HUKOM.

Jlooamkoso 3aznHauaemo, wo O00CACHEHHs NOpo2y e@eKmusHOCmi eumpam 3d
WKAN00 pexomMeHoo8anux epanuynux sHavens ICER 6 Yxpaini 6i0nosiono 0o Hadanoi
3AABHUKOM MOOel (PapMaKOeKOHOMIYHO20 aHANI3Y puboyuxnioy y xomoOiHayii 3
JIlempO3010M NOPIGHAHO 13 NeMpO30JI0M MONCIUGe, AKWLO YIHA HA AIKAPCbKUU 3acio
PUOOYUKTIO OyOe 3HUNCEHA He MeHULe HIdC Ha -V 810 3a56/1€eHOi YIHOBOI NPONoO3UuYii
00 pisHs _ 2PH 3a YNAaKoeKYy (0Jis1 00CseHeH s nopo2y Ha pieHi 5 BBII na oyury
Hacenenus — 659 720,00 epn), ma ne menwie Hidc Ha -% 8I0 3a5671€HOT YIHOBOT
nponosuyii 00 pieHs _ 2PH 3a YNAKoBKy (0151 00CACHEeHHSI NOPO2y HA Pi6HI 3
BBII na oywy nacenennsi — 395 832,00 epmn).

4) na”i m0A0 pPe3yJabTATIB €KOHOMIYHOI JMOULIBHOCTI B YACTHHI AHAJI3Y
BILIMBY HA NOKAa3HUKHU OKO/KETY

3asBHUKOM OYJIO MPOBEJEHO aHaji3 BIUIMBY HA MOKA3HUKH OIOJKETY JO/IaBaHHS
puboIuKIIOy 10 JIETPO30Jy MOPIBHAHO 13 JETPO30JIOM Ha MiJCTaBl 3MOJIEIbOBAHUX
HEJMCKOHTOBAHUX BUTPAT JJIS JIIKYBAHHS TOPOCIUX KIHOK Y TOCTMEHOTAY31 13 MICIIEBO
nommpeHuM abo meractarnaauM PM3 i3 HR(+)/HER2(-).

3asgBHUKOM OyJ0 TOOYJOBAaHO CIIEHApiii IMOBHOTO TIEPEeXOAy TMAIll€HTIB Ha
3aCTOCyBaHHA pHOOIUKIIOYy y KOMOIHAIi 13 JIETPO30JOM MPOTIATOM IT'SITU POKIB.
Po3paxyHOK KiJBKOCTI MAIllE€HTIB, 10 OyB 3M1WCHEHUN 3asBHUKOM, MPEACTABICHO y
nyHkTi 3.1 gaHOro BHUCHOBKY. BiamoBimgHO 10 pPO3paxyHKIB 3asBHUKA OPIEHTOBHA
KUTBKICTh HOBUX MAIlI€HTIB, SIKI MOTPEOYBaTUMYTh JIIKYBAaHHS 3asBJICHUM JIIKAPCHKUM
3aco0oM, Oyne kosmBaTuCh y Mexax Bij 1013 mo 950 ocio.

AHani3 BmIMBY Ha Omomker OyB MPOBEACHHM 3 ypaXyBaHHSM IapaMeTpiB 1
pe3yNbTaTiB 3MOJACIHLOBAHOTO aHaNi3y, KW BpPaXxOBYBaB KOTOPTHE PO3MOALICHHS
NaIl€HTIB BOPOAOBXK JIIKYBaHHS pHUOOLMKIIOOM y KOMOIHAIIIT 3 JETPO30JI0M Ta JIUIIE
netpo3osoM. OTke, 3MOJIETLOBAaHUM aHa13 JO3BOJISIE BpaXyBaTh KUIbKICTh MAalllEHTOK,
AK1 HA TOYATKY TIMOTETUYHOIO POKY MOYHYTh OTPUMYBATH pUOOIMKIIIO y KOMOIHAIIT 3
JETpo30JI0M abo JUIIE JIETPO30Jd, a A0 3aKIHYEHHsS MNEepIIOro POKY JIKyBaHHS 13
BHU3HAYCHOIO WMOBIPHICTIO 3aJIMIIATHCS B CTaHI «0€3 MPOrpecyBaHHs», MEPEHIYTh 110
CTaHy «IIPOTPECYBaHH:» a00 B CTaH «CMEPTHY.

BpaxyBaHHs1 pe3ynbTaTiB 3MOJI€JIbOBAHOTO aHAJI3y Aa€ YSABICHHS MPO LIOPIYHY
KUIBKICTB )KHBHUX Ta TIOMEPJINX MAIlI€EHTIB, TOMY Ha €Tari BU3HAYCHHS PO3MIpY HUITHOBOT
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MOMYJIALIT HEeMae MOTPeOM BHUKIIOYATH 3 PO3PaXyHKYy IMAIli€HTIB, SKI MOMHUPAIOTh
mopoky. KpiM Toro, 3 ormsay Ha pe3yiabTaTH MOJCIIOBAHHS B aHAaNi3l BIUIUBY Ha
O10JKeT, MOYKHA BpaxyBaTH Pi3HY KUIbKICTh MAIlI€EHTIB JIJIs MPEJICTABICHUX MEIUYHUX
TEXHOJIOTIH, SK1 3a pe3yibTaTaMHU KIIHIYHOTO aHaJi3y XapaKTepU3yHThCS PI3HUMHU
MOKa3HUKAMH BH)KUBAHOCTI.

VY anHani3i BIUIMBY Ha MOKAa3HUKHU OIOJIKETY 3aIBHUKOM OYJIO TOCIIKEHO “MII0Unid
CIIEHapii”, 3a AKOTO BCl MAI[IEHTKH OTPUMYIOTh JIETPO30J1, Ta “HOBHUI CIIeHapii”’, IKU
nependayae, 1o BCl Mali€EHTKA OTPUMYIOTh pUOOIIMKIIIO Yy KOMOIHALIT 13 IETPO30JIOM.

PesynbraTi aHami3y BIUTMBY Ha TIOKA3HUKHU OFOJKETY MOPIBHIOBAaHUX TEXHOJIOTIN
JUIA JIKyBaHHS JOPOCITUX >KIHOK y TOCTMEHOMAay3l 13 MICIIEBO MOIIKUPEHUM abo
MetactatuayHuM PM3 13 HR(+)/HER2(-) HaBeaeHo y tabmuiii S.

Taboauus S. Pesynpraty aHanizy BIUIMBY Ha TMOKa3HUKU OIOJKETY MOPIBHIOBAHUX

TEXHOJIOTIH 3a JaHUMHU 3asiBHUKA

Pik 1 Pik 2 Pik 3 Pik 4 Pik 5
Kinexictsb HOBHX 1013 997 981 966 950
MAli€HTOK  ILOPOKY,
SAKi oTpedyoTh
JKYBaHHS
3asgBieHuM JI3
Hitounii cueHapii — 1013 997 981 966 950
0e3 BTPYYaHHS:
KiJIBKICTB HOBHX
MAaI€HTOK, SIK1
BUKOPHUCTOBYIOTH
CTaHJApPTHY TEPAIIito
(etpozomn)

Hirounii cueHapiii - 0 0 0 0 0
6e3 BTPYYaHHS:
KIJIBKICTE HOBHX
MAaI[i€HTOK, IS SKUX
IUTAHYEThCSI
BUKOPUCTOBYBATH
pubonukIio+
JIETPO30JT

Hoswmii cuenapiii - 3 0 0 0 0 0
BTPYYaHHSIM:
KiJIBKICTD HOBHX
MAaIEHTOK, K1
BUKOPHCTOBYIOTh
CTaHJApPTHY TEpaIiio
(;teTpo3omn)

HoBuit cuenapiii - 3 1013 997 981 966 950
BTPYYaHHSIM:
KIJIBKICTB HOBHX
MAaIl€HTOK, IS SKUX
TUTAHYETHCSI
BUKOPUCTOBYBATH
prOOIHKITIO+
JIETPO30JT

Burparu Ha BCIO MOMyJISINil0 NANI€HTIB, TPH
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Hirounii cuenapiii -
BUTpaTh Yy  CXeMi
JKYBaHHS 6e3
3asIBIICHOTO
JIKapChKOTO 3ac00y
HoBuii cuenapiii —
BUTpAaTH Ha HOBY
MEINYHY TEXHOJIOTII0
y cxeMmi JKyBaHHA 3
JIOCITIIKYBaHIM
3asBJICHUM
JIKapCbKUM 3aco00M
(puboruKIio)

3 HMX — BUTpaTH Ha
pHOOIHKITIO y
KOMOIHaIIi1 3
JIETPO30JIOM

3 HAX — BUTpaTH Ha
puOOIHKITIO
JlonaTkoBHii BILIMB
Ha oroIKeT
puOOUMKJIiOY, TPH

i\
il
il
il

Otxe, 3a pe3yibTaTaMU aHaji3y BIUIMBY Ha MOKA3HHMKHU OIOHKETY BCTAHOBIIEHO
JOJTATKOBHI BIUIMB HA OIOJKET MPU MOBHOMY IEPEX0/l HOBUX MAalll€EHTIB HA TEPAIiio
pUOOLMKIIO0M Y KOMOTHAIIT 3 JIETPO30JIOM, SIKUI KOJIMBAETHCS BT rp
10 | o nporsrom 5 pokis ananisy.

BianoBigHo 10 peKOMEHIOBAHOT IITKAIX OI[IHKHM BILIMBY Ha OIOJKET MO0 BUTPAT
Ha 3asBJICHUN JIIKapChbKUi 3aci® B YKpaiHl Ha MiACTaBl JaHUX JEp>KaBHUX BUTPAT Ha
Jikapcebki 3acobu y 2021 poiri, mokazaHo, 110 MPU MTOBHOMY NIEPEXO0/i Ha pUOOIHKIIO y
KOMOIHAIIIT 3 JETPO30J0M BIUIMB Ha OFOKET MO0 BUTPAT HA 3asBICHUMN JIIKAPCHKUN
3aci0 y Bci poku Oyne Benukum (Oinbine 100 MaH rpH) Ta mepeBUITyBaTUME TOPIT
¢iHaHcoBoi goctynHocTi (176 MiH TpH) y --- pasiB, 3aJEXKHO BIJI POKY
MIPOTHO3YBaHHS.

Takox 3asBHUKOM OYJI0 TOAATKOBO MPEICTAaBIECHO NOCTYNOBUH 1mopiuauii 30% —
50% — 70% — 80% — 100% mepexia MaIi€HTIB Ha 3aCTOCYBaHHS PHUOOIMKIIOY Y
KOMOIHaLIi 3 JEeTPOo30JOM NpoTAroM I’sth pokiB. [lpm moctynmoBomy mnepexoni
JOJATKOBUI BIUIMB Ha OIOJKET KOJIMBAETHCS y MEXKax Bif TpH 10

I'PH NPOTATOM 5 POKIB aHaji3y, a BIUIMB Ha OIOKET II0J0 BUTpAT Ha
3asBJICHUN JIIKapChKUW 3acid y Bcl poku Oyzae Benwkum (Outbmie 100 MiaH TpH) Ta,
MMOYMHAIOYH 3 JPYTOro POKY, MepeBUIlyBaTUME MOPIT (HiHAHCOBOI mocTymHOCTI (176
MJIH TPH) Y ---pa3iB, 3aJIeKHO BiJ POKY MPOTHO3YBaHHS.

Taxum yunoMm, 3a pe3yTbmamamu ananizy 6NIU8y Ha 0I00Hcem CMAHOBIEHO, WO
3acmocy8ants puboyukaioy y Kombinayii 3 1empo3010m npu3800unb 00 000AMKOBUX
BUMPAM NOPIBHAHO 3 GUMPAMAMU HA JIeMPO30.1 8 OIana3oHi 8i0 _ 2pH 00

2PH npoms2coM 5 poKie anaizy npu nOGHOMY nepexooi Ha puboyukiio
y KombOinayii 3 nempo3zonom. llpome sax 6yno 3a3nauweno y nionynkmi 1 nynkmy 3
BUCHOBKY, PO3PAXYHOK WOO0 NONEepeoHboi nompebu 0XopoHu 300p08's Y 3a561eHOMY

)
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JIKAPCbKOMY 3AC00i 8 00CbE NPEeOCMABIeHO OJisl OPIEHMOBHO MIHIMANbHOI KIIbKOCMI
nayienmie 3 00CniOHCy8anow Hozonozier. Peanvna nompeba oxoponu 300pos's y
3A61€HOMY  JIIKAPCbKOMY 3Aco0i Modce Oymu Oilbuloro, momy, 8i0Nn08ioHo,
000amKo8uUll 8NIUE HA OI00Ccem pUbOYUKILiOYy medxc modice 6ymu OilbUUM.

5) mani moao kKopekTHOCTI iHGopmamii Mpo HasiBHICTH a00 BiICYTHICTH
€KOHOMIYHHUX Ta KJIHIYHHX TMepeBar 3acTOCYBAHHA JIKapCbLKOro 3acody
NOPIBHAHO 3 IHIIMM JiKAPCHKHUM 32c000M 200 IHIIOK0 MeIMYHOK0 TEXHOJIOTi€0 (200
iX BiICYTHOCTI), Ha/IaHi 32aABHUKOM

[lopiBHsibHA KiIiHIYHA €(EKTUBHICTh, Oe3leka Ta EKOHOMIYHAa JOIUIbHICTh
pubonmkIiOy B KOMOIHAIi 3 JIETPO30JIOM Y JOChE TPEIACTaBIeHA TIOPIBHIHO 3
netpo3osioM. Bubip koMmaparopa y 10Ch€e € 0OOTpYHTOBAHUM Ta KOPEKTHHUM.

PesynbraTy 110710 HasSBHOCTI TepeBar KIHIYHOI €(pEeKTUBHOCTI pUOOLUKIIOY +
JETPO30J1 TMOPIBHAHO 3 JIETPO30JOM IMPEICTaBICHO B JOCh€ 32 JIaHUMHU
0araToneHTPOBOIrO MOABIMHO 3aciiruieHoro rmiamnedo-kouTpossoBanoro PKJ[ dazu 111
MONALEESA-2 (Hortobagyi et al., 2018 ta Hortobagyi et al., 2022) npoBeneHoro
cepell Mali€HToK 3 MOMUPEHUM (MICIIEBO PEIUANBYIOYMM 200 METACTATUYHUM) PAKOM
MoJiouyHOi 3ano3u 31 ctatrycoM HR(+)/HER2(-) y ¢da3i moctmeHonays3u. 3a JaHuUMU
nocimimxeHHs: MONALEESA-2  BcTaHOBJIEHO HasBHICTh KIIIHIYHOT —IepeBaru
3aCTOCYBaHHS pUOOIUKIIOY TOPIBHAHO 3 IUIAE00 31 CTATUCTUYHO 3HAYYIIOIO
PI3HHUIICIO B pe3yibTaTax 3a OI[IHKOIO:

-PFS (HR 0,568; 95% CI: 0,457-0,704; p = 9,63x107%), memiana PFS B rpymi
pubouukidy + netpo3on cranoBuia 25,3 mic. (95% CI: 23-30,3) npotu 16,0 mic. (95%
Cl: 13,4-18,2) B rpymi miarne0o + ieTpo3on 3a nanumu Hortobagyi et al., 2018 (meniana
crioctepexeHHs 26,4 mic.);

-OS (HR 0,76; 95% CI: 0,63-0,93; nBoGiunwmii p = 0,008), memiana OS y rpymi
puborukidy ctanoBuia 63,9 mic. (95% CI: 52,4-71,0) npotu 51,4 mic. (95% CI: 47,2-
59,7) y rpymi miane6o 3a nanumu Hortobagyi et al., 2022 (meniana cioctepesxenns 80
Mic.).

Ananiz npodino Oe3meKkd IMOA0 3aCTOCYyBaHHSA PUOONMKIIOY B KOMOIHAIT 3
JICTPO30JI0M IMPEJICTABIICHO 3asBHUKOM 3a JaHuMHM myosikaitii Hortobagyi et al., 2022
(mocmmxennss MONALEESA-2). HaiinomupeHimow MoO0IYHOI peakiiclo IMpu
3aCTOCYBaHHI pUOOLMKIIOY Oyna HelTpomneHis. ['emaToOuTiapHi TOKCHYHI €PeKTH Ta
nonoBxkeHHa QT-iHTepBally yacTille BUHUKAJIH B Iyl puOOIUKIiOy. 3a pe3ynbTaTaMu
NEepioJIMYHOro 3BITY MPO OLIHKY MEpeBar 1 pU3uMKy 3aCTOCYBaHHS pUOOLMKIIOY OyIio
BCTAHOBJICHO CNIPUSATIMBUN MPOPLIb KOPUCTI T PUBHUKY.

Po3paxyHOK 1110/10 onepeIHbO1 OLIHKK MOTPEOH OXOPOHH 3/I0POB'Sl y 3aIBICHOMY
JKapChbKOMY 3ac001 € MOCTIIOBHUM 3 aHAII30M BIUIMBY Ha MTOKa3HUKU OIOKETY, OJHAK
notpeda Moxke OyTH OUIBIIOI0, BPaXOBYIOUYHM 3HAUHY KUIbKICTh MalieHToK 3 PM3, siki
nepeOyBatoTh Ha 00J1iKy. Ha HeBU3HAUEHICTh I10A0 KIJIBKOCTI MAalli€HTIB, SIKI MOXKYTh
noTpeOyBaTH 3aCTOCYBaHHS JOCTII)KYBaHOI I1HTEPBEHIIll, BITUBAE OOMEKEHICTh
CTaTUCTUYHHMX JIAHUX IIOAO0 TAIEHTIB 13 JIOKATbHUM ab0 perioHapHUM
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Hepe3eKTa0eIbHUM PELUIUBOM, & TaKOK HEBPAXyBaHHS MOKAa3HHMKA IMPOTPECyBaHHS
3aXBOproBaHHA y marlieHTiB 13 III cTamiero paky MOJI04HOI 3a5103H1.

Pe3ynbTaTi mpoBeIEHOT0 3asiBHUKOM aHali3y €(peKTUBHOCTI BUTPAT CB1IYATh PO
Te, 110 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y puOOIMKIIO y KOMOIHAIIIT 3 JIETPO30JIOM Ma€
JI0JIaHy KOPHUCTb, MPOTE € OIbII BUTPATHUM TOPIBHSIHO 13 JIETPO30JIOM, IO €
KOpeKTHUM. [HkpemeHTanbHuil moka3Huk edektuBHOCTI BUTpaT (ICER) cranoBuTh

rpu Ha pik gomanoro xutti (LYG) ta ||l rpr na pix nozawsoro
KHUTTSI, CKOpUTOBaHOTO Ha sKicTh (QALY), mo nepesuiye 5 BBII Ha qymry HaceneHHs,
Taki BUTpaTu € Hee(h)eKTUBHUMHU BIATOBIAHO IO IIKAJTH PEKOMEHJIOBAHMX TPAHUYHHUX
3nayeHb ICER B VYkpaini. JlocrHEHHS MOpPOTy €(PEeKTUBHOCTI BHUTpAT 3a IIKAaJO0
pekoMeHJoBaHuX rpaHnuHux 3HaueHb ICER B VYkpaini BiANOBIIHO 10 HaAaHOI
3asIBHUKOM Moeli (apMaKOEKOHOMIYHOTO aHali3y pUOOIMKIIO y KoMOiHAIll 3
JIETPO30JI0M TOPIBHSAHO 13 JIETPO30JIOM MOXKJIMBE, SIKIIO IiHA Ha JIKaApChbKUU 3aci0
prbommki6 6yne smmkena ne mere Hix Ha o Bix sassnenoi ninosoi npomosuii
710 p1BHS _ I'PH 32 YIaKOBKY (JU1s JOCATHEHHS nmopory Ha piBHi 5 BBII Ha gymny
HacenmeHHsa — 659 720,00 rpH), Ta He MEHIIIE HDK Ha -% B1JI 3asBJIEHOI I[1HOBOI
MPOIIO3UIIIT 10 PiBHS _ TPH 32 YIaKOBKY (7151 JOCSITHEHHSI TIOPOTY Ha piBHI 3
BBII na nymry nacenenns — 395 832,00 rpn).

3a pe3yapTaTaM aHalli3y BIUIMBY Ha OIOJKET BCTAHOBJICHO, 110 PUOOIUKIIO y
KOMOIHALIi 3 JIETPO30J0M € OLIbII BUTPATHUM MOPIBHSIHO 13 JIUIIE JIETPO30JIOM, IO €
KOpPEKTHUM. J{0AaTKOBUI BIUIMB Ha OFOJKET MPHU MMOBHOMY MEPEXO/I HOBUX MAI[IEHTIB
Ha Tepamito puOOIUKIIOOM y KOMOIHAII 3 JIETPO30JIOM KOJIMBAETHCA Y MEXKaxX BIJ
TPH 10 I'PH MPOTIroM 5 pokKiB aHamizy. BiamoBigHo
70 PEKOMEHIOBAHOI MIKAJIX OI[IHKK BIUIMBY Ha OIOJKET 100 BUTPAT HA 3asBICHUN
JiKapchbku 3aci0 B YKpaiHi Ha MiJCTaBl JaHUX JIEPKABHUX BUTPAT Ha JIIKAPCHKI 3aCO0U
y 2021 porii, moka3zaHo, 0 MPH MOBHOMY MEpeXojal Ha pUOONHKIIO y KoMOiHaIi 3
JIETPO30JI0M BIUTMB Ha OIOJKET II0JI0 BUTPAT HA 3asBJICHUM JIIKapChKHM 3aci0 y BCl
poku Oyzae BenukuM (Oinbine 100 MuTH TpH) Ta mepeBHIyBaTUME MOPIr (iHAHCOBOT
noctynHocTi (176 MiH TpH) y - pasiB, 3aJEXKHO B POKY NMPOTHO3yBaHHS.
[Ipote BpaxoBytOUH, 10 3aIBHUKOM IPEJICTABICHO OPIEHTOBHO MiIHIMAJIbHY KiJIBKICTh
MAIIEHTIB 3 JIOCTIPKYBAHOIO HO30JIOTI€I0, pealibHa ToTpeda OXOPOHH 37I0POB'S Y
3asBJICHOMY JIIKAPCBKOMY 3aco01 MOXe OyTH OLIbIIOI, a BIAMOBIIHO MOXE
301JIBIIINUTHCH 1 BIUIUB Ha OIOKET.

4. PexomeHaauii m0/10 BKJIKYEHHS (BUKJIKYEHHS) JiKapCbKOro 3acody 10 (3)
HanionanbHOro nepeJiiky OCHOBHHX JIIKAPCbKHUX 32¢00iB Ta (a00) mepeikis, 1m0
3aKYNOBYIOTHCSl 32 KOIITH JEPKABHOTO OIOMKETY /IJisi BUKOHAHHSI MPoOrpaM Ta
3MiCHEHHS EHTPAJi30BAHUX 3aX0/1iB 3 0XOPOHHU 3/10POB’sl, Ta (200) peKoMeHaAMil
IIOJA0 3aCTOCYBAHHS JJIfl Lijleil OXOPOHHU 30POB’sl JIKApPChKOro 3acody, omiara,
3aKymiBJsi a00 BiAIIKOAYBAHHA BApPTOCTI SIKOI0 3IIMICHIOETHCA 3 METOI0
BHKOHAHHSA PEriOHAJbHHUX HLIbOBUX MPOTrPaM 3 OXOPOHHM 3/10POB’sl, 110 MOBHICTIO
YHM YaCTKOBO (PIHAHCYHOTHCH 32 PAXYHOK KOWITIB MicHeBHX OrOMkeTiB, Ta (a00)
pexkoMeHaaNlil 00 YKJIaJAeHHs a00 NMPOoa0OB:KeHHs il (IMpoJioHrauii) 10roBopis
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KEPOBAHOIO0 A0CTYyny Ta (a00) iHIII pexkoMeHaanii y pa3i HeoOXiIHOCTI yXBaJIeHHA
pillieHb B CHCTEMi OXOPOHHM 310POB’sI

Bianoinno no nm.2 n.6 I[lopsiaky mpoBeneHHs JEp>KaBHOI OLIIHKKA MEIMYHUX
TEXHOJIOT1H, 3aTBepkeHoro nocranoporo KMV Big 23.12.2020 Nel1300 31 3miHamu,
OyJi0 3MIMCHEHO JepKaBHY OLIHKY MEIWYHOI TEXHOJIOTIi IS JIIKapChKOTO 3acoly
KICKAJII — puborukini6 (TabaeTku, BKPUTI MITIBKOBOIO 000710HKOT0, 110 200 MT, 10 21
Tabnetmi y 6micrepi, 1o 3 GmicTepu y KapTOHHINA KOpoO1ti; mo 21 Tabnerii y GmicTepi,
no 3 Omictepu y KapTOHHIN KopoOmi, mo 3 KOpoOku y kapToHHINA kopoOr; PII
UA/18205/01/01, tepmin aii 3 20.07.2020 mgo 20.07.2025 ta PIT UA/18157/01/01,
tepmin aii 3 19.08.2020 o 19.08.2025), 3anpornoHoBaHOTO B KOMOIHAITT 3 IETPO30JI0M
3a MOKa3aHHSM JJIA JIIKyBaHHS KIHOK Yy IOCTMEHONAay3aJlbHOMY IEpIOAl 3 MICIEBO
NOIMUPEHUM a00 METACTATUYHUM PaKOM MOJIOYHOT 3aJ7103H 3 MO3UTUBHUM cTarycoM HR
(peuentopiB ropMoHiB) Ta HeraTuBHUM ctarycoM HER2 (peuenrtopa eninepmaibHOTO
dakTopa pocTy JIOUHU 2 TUITY) SIK TOYAaTKOBA EHJOKPUHHA Tepartisi ado JJIs JTIKyBaHHS
KIHOK, SIKI TIOMEPEAHhO OTPUMYBAIM EHJOKPUHHY TEpamito, II0JI0 MOKJIUBOCTI
BKJIOUeHHS JI3 710 meperniky JiKapchKux 3ac001B, METUYHUX BUPOOIB Ta TOMOMINKHUX
3ac001B /10 HUX, IO 3aKYIMOBYIOTHCS 32 KOIITH JEPKABHOTO OIOJIKETY ISl BUKOHAHHS
Iporpam Ta 371HCHEHHS [EHTPaII30BaHUX 3aXOIB 3 OXOPOHU 370pOB’S 32 HAIPSMOM
“XiMmioTepaneBTUYHI IpenapaTH, pagaiodapMIipernapaTty Ta npenapaTtu CynpoBOy s
JIKYBaHHS OHKOJIOTIYHUX Ta OHKOI'€MAaTOJIOTIYHHUX XBOPUX~ Yy TOMY YHCII, HUIAXOM
YKJIaJIeHHS JJOTOBOPIB KEPOBAHOTO JOCTYITY.

BignoBimno no m. 22 Ilopsiaky mTpoBeIEHHS JEp>KaBHOI OLIIHKA MEIUYHHUX
TEXHOJIOT1H, 3aTBepakeHoro nocrtaHoBoro KMY Bix 23.12.2020 Ne 1300, BHUCHOBOK
YIOBHOBA)XEHOTO OPTaHy Ma€e peKOMEHAALIMHUI XapakTep.

3a pe3ynbTaTamMu po3riisly MPOEKTY BUCHOBKY YIIOBHOBAKEHOTO OPTaHy 3 OIIHKH
MEIUYHUX TEXHOJIOT1M, OIlHKK (aHali3y) pe3yJbTaTiB MOPIBHSIBHOT KIIHIYHOI
e(eKTUBHOCTI, O€3MeKH Ta €KOHOMIYHOI JOIUIBHOCTI pUOONMKIIOYy B KOMOIHamii 3
JIETPO30JIOM I JIIKYBaHHS KIHOK y TIOCTMEHOIAy3aJlbHOMY TEpiofil 3 MICIEBO
MOIIHUPEHUM (MICIIEBO PEIUANBYIOYMM) 200 METaCTATUYHUM PAKOM MOJIOYHOT 3aJI03U 3
no3utuBHUM ctatycoM HR Ta weratuBHum cratycom HER2, skxi momepenHro He
OTPUMYBAJIU €HJIOKPUHHY TEPaIliio 3 MPUBOTY JIKYBaHHS MOITUPEHOTO 3aXBOPIOBAHHSI,
ExcniepTHUM KOMITETOM 3 OI[IHKM MEAMYHUX TEXHOJOr1i [[epkaBHOro MmiANMpUEMCTBA
“Jlep»aBHUI eKCTIepTHUN 1eHTp MiHicTepcTBa OXOPOHM 310poB'ss YKpainu™ (mam -
ExcniepTHuii koMiTeT) Oys10 3a3HaY€HO HACTYITHE.

Pesynvmamu nopisnanvHoi kniniunoi eghekmuenocmi (pe3yibmamueHicms):

3a pesynbraramu gociikeHHs MONALEESA-2 yrnoBHOBa>k€HUM OpraHoM 0yJ1o
BCTAHOBJICHO HASBHICTh KJIIHIYHOI TepeBaru W00 3aCTOCYyBaHHS pUOOIUKIIOY +
JIETPO30J1 MOPIBHAHO 3 IIanebo + erpo3on 3a ominkamMu PFS ta OS 31 cTaTuCTHYHO
3HAYYIOI0 PI3HUIICIO B PE3YJIbTaTaxX y MAalll€HTIB Y MOCTMEHOMNAYy3albHOMY MEPIoi 3
nommpeHnuM (MiciieBo peruauByrounM adbo metactatuaaum) PM3 31 HR(+) Ta HER2(-
). BkimrouenHs BUIe3a3HadeHUX Pe3yIbTaTiB KITHIYHOT e(peKTUBHOCTI 3a omiHkoio PFS
ta OS 10 (hapMakOEKOHOMIYHOTO aHaNi3y € KOPEKTHHM Ta BIATOBIAA€ BUMOTaM
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[Topsinky mpoOBeleHHS JAEpPXKABHOI OIIHKM MEIUYHMX TEXHOJIOTIM 13 3MiHamH,
BHECEHHUMH 3T1AHO 3 nocTaHoBo0 KMV Ne 1365 Big 22.12.2023 ta HactaHoBH.
besneunicmo:

3a pe3ylbTaTamMH MPOBENCHOIO aHamizy mnpoduiro Oe3MeKh 3aCTOCYBAHHS
puborukiiOy 3a ganumu aociimkeHHs MONALEESA-2 3 HaijoBmuM mepiogom
cnocrepexkennss  (Hortobagyi et al., 2022) ymoBHOBakeHMM oOpraHoMm OyJio
BCTAHOBJICHO, III0 HAWMONIMPEHINIOW TOOIYHOI0 peakiiero cryneHs 3-4 Oyna
HelTponeHis. Takox rematoOimiapHi TokcuuHi egextu Ta nonosxenns QT iHTepBamy
yacTille BUHUKAIHN B rpyIi puOonukimily. 3a TaHUMU aHalli3y NepioANYHOTO 3BITY MPO
OIIIHKY TIepeBar i pu3uKy 3aCTOCYBaHHS PUOOIMKITIOY OyJI0 BCTAHOBJICHO CIIPUSATINBUAN
podiIb KOPUCTI TA PU3UKY.

Egexmuenicmo eumpam na 3asa6n1enuti 1ikapcoKuil 3acio i ananiz niugy maxux
sUMPAm HA NOKA3ZHUKU 01004cemy 8i10N0BIOHO 00 PEKOMEHOO0BAHOI WKAAU SPAHUYHUX
3HAYeHb [HKPEeMEeHMANbHO20 NOKA3HUKA eQheKmU8HOCMI GUmMpam ma WKai ix eniugy
HA 0epacasHull 0100xicem:

3riTHO MOJIEJ 3asBHUMKA 3HAYCHHS IHKPEMEHTAIBHOTO MOKa3HUKa €(heKTUBHOCTI
ButpaT (ICER) nnst pubonmkiniOy y koMOiHaIIIT 13 JETPO30JIOM IS TOPOCTUX KIHOK Y
MOCTMEHOIMAY31 13 MICIIEBO MOMUpeHUM abo meTtactaTiuauM PM3 i3 HR(+)/HER2(-)
nopisuso i3 nerposonom cranosuts || tpH Ha pik noaasoro xurrs (LYG) Ta

IPH Ha pIK JOAAHOTO >KHUTTS, CKOpuroBaHoro Ha skicth (QALY).
JlocsiTHeHHST TIOPOTY €()EeKTUBHOCTI BUTpAT 3a IIKAJIO PEKOMEHIOBAHUX TPAHUYHUX
sHaueHb ICER B  Vkpaini BIiANOBIZHO 10 HaJaHOi 3asgBHUKOM  MOJENl
(hapMaKOEKOHOMIYHOTO aHali3y pUOOIUKIIOY y KOMOIHALII 3 JIETPO30JI0M MOPIBHAHO
13 JIETPO30JIOM MOJKJIMBE, SIKIIO 1[1HAa Ha JIIKApChKUM 3aci0 pubouukmd Oyae 3HMKeHa
HE MCHIIIC HIXK Ha -% B1J1 3asIBJICHOT I[IHOBOI MPOMO3HUIIii (IS JOCSITHEHHS ITOPOTY
Ha piBHI 5 BBII Ha nymnry HacenenHs), Ta He MEHIIE HDK Ha -% BiJl 3asBJICHO1
IIIHOBOT Mpono3ullii (11 1ocsirHeHHs nopory Ha piBHi 3 BBII Ha nymry HaceneHHs).

3a pesynbTaTamM aHali3y BIUIUBY Ha OOJKET BCTAHOBJICHO, IO 3aCTOCYBAHHS
pubonukmiby y KoMmOiHaiii 3 JIETPO30JIOM MPHU3BOAUTH JO AOJATKOBUX BUTpAT
nopiBusio 3 Butpatamu Ha nerposon B mianasoni Bix |G s o
TPH IPOTATOM 5 POKIB aHAJI3y MPU MOBHOMY MEPEX0/1i Ha pUOOIMKITIO
y KoMOiHaIlii 3 1eTpo3osoMm. [IpoTe po3paxyHOK 11010 MOMEPEHBOT TOTPEOU OXOPOHU
3I0POB'S Y 3asBJICHOMY JIIKAPChKOMY 3ac001 B J0ChE MPEACTABICHO JJIsi OPIEHTOBHO
MIHIMaJIbHO1 KIJIBKOCTI MAIllEHTIB 3 JOCIIKYBAaHOI HO30Ji0Ti€r0. PeanbHa moTpeda
OXOPOHH 3JIOPOB'S y 3asABJIEHOMY JIKapChbKOMY 3ac001 MOke OyTH OLIBIIOI0, TOMY,
BIJIMOBIAHO, TOAATKOBUM BILJIUB HA OIOKET pUOOIUKITIOY TEX MOXKE OYTH OUTBIINUM.

AHxicmob 0okazosux Oanux:

YTIOBHOBaKEHUM OpPraHoM OyJi0 MPOBEACHO OILIHKY METOAOJOTIYHOT SKOCTI
nocimimxeHHss MONALEESA-2 3a nauctoMm OmiHKA AJis  TIpOBeneHHS (HaxoBoi
EKCIIEPTU3H JIEP)KaBHOI OIIHKKM MEAMYHUX TEXHOJOTIA Ta BCTAHOBJEHO BHCOKY
METO/IOJIOTIYHY SIKICTh, OCKUIBKH JOCIIKEHHSI BHBYAJIO YITKO BHU3HAYCHE KIIIHIYHE
MUATaHHA, PO3MOJILT MAIIEHTIB IO TPYII JIKyBaHHS OyB paHIOMI30BaHWM, MAIIEHTH Ta
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JTOCTITHUKA Oy 3acliIUIeH], JI03yBaHHSA Ta CIOCiO 3acTOCYBaHHsS 1HTEPBEHIIT Ta
TEXHOJIOT1i MOPIBHSHHS OYyJIM JeTaJIbHO BU3HA4YEHI. ba3oBl XapaKTEPUCTUKH 3arajom
Oynu OajaHCOBaHI MK IrpyrnamMy 3 HE3HAYHHMHM BIAMIHHOCTSIMH IIIOJI0 TIOTIEPEIHHOTO
3aCTOCYBaHHS JIETPO30Jy, €K3€MECTaHy Ta aHACTPO30Jy B SIKOCTI (HEO)aJ tOBaHTHOI
€HJIOKPHUHHOI Tepariii, KIJIbKOCTI METaCTaTUYHUX Ypa)KeHb Ta JIOKaJli3allli MeTacTasiB.
Po3paxoByBasinch CTaTHCTUYHA MOTY>KHICTH Ta po3Mip BHOIPKHU, pe3yAbTaTH KIIHIYHOT
e(eKTUBHOCTI MPE/ICTABIICH] 32 BCiMa BU3HAYCHUMH KiHIIEBUMH TOYKAMHU.

Opeanizayiuni kpumepii

Y peectpi MEIMKO-TEXHOJOTIUYHUX JOKYMEHTIB 31 CTaHAapTH3alii MeIudHOi
JIOTIOMOTU HAsIBHUM CTaHAApT MeAU4YHOi jomomoru ‘“‘Pak Momounoi 3ano3u”,
3arBepkeHuid HakazoM MO3 VYikpainum Bim 03 mrororo 2025 poky Ne 195. VYV
3a3HAYEHOMY CTaHJapTi PEKOMEHJI0BaHO 3acTtocoByBaTH iHriOiTopu CDK 4/6
(manborukio, pudbonrkiIi0) y namieHTiB 3 mominanbHuM PM3 31 ctatycom ER(-) 1/a60
PR(+) Ta HER2(-) 3a BifiICyTHOCTI BiCIIEpaJIbHOTO KPHU3y + ropMOHOTepartist (1Hri6iTop
apoMarasu abo QynBecTpaHT) y (a3l MOCTMEHOIAy3W Ha mepurid abo Apyrii JiHii
tepanii (sikuro 1HridiTop CKD4/6 He 3acTOCOBYBaBCs paHillie).

Enioemionociuni noxkasHuku w000 OKpeM020 3aX60PIO6AHHA HOWUPEHOCHI,
3axX680pO6AHOCMI Ma cMepmHocmi 8 YKkpaini

3a nanumu HanionanbHoro kanuep-peectpy Ykpaiau 'y 2020 p. 3apeectpoBaHo 12
824 punanku PM3 (12 736 xiHok 1 88 40iOBIKIB), 3 AkuX 4 998 mailieHTiB omMepaun
yepes 10 xBopoOy (4 960 sxinok 1 38 wyososikiB). Ha koxkHi 10 HOBUX BHUIAIKIB
3aXBOPIOBaHHS B YKpaiHl peecTpyroTh 3 cMepTi Bil Hboro. PM3 3aiimae nepiie micue
y CTPYKTYPi 3aXBOPIOBAHOCTI 1 CMEPTHOCTI JKIHOK B €KOHOMIYHO PO3BHHECHHX KpaiHax.
[IlopiuHo y CBITI BUSBJISIIOTh HE MeHII AK 1,3 MiH HoBuX Bunaakie PM3. lopiuna
3axBoproBaHicTh Ha PM3 B €Bpori ctanoBuTh 50-105, a cMepTHICTB - 21,5 BUNaaKiB Ha
100 Tuc. xinovoro HaceneHHs. 3rigHo 3 nanumu GLOBOCAN 3a 2018 p., PM3 6yB
J1arHOCTOBAaHUM NpuOIM3HO y 2,1 MIIH KIHOK, 10 cTaHoBUTH 11,6% 3arampHOl
KUTBKOCTI 3JIOSIKICHUX HOBOYTBOpeHb. e cBimuuth mpo te, mo PM3 miarHocTyroTh y
KOXHOI 4YeTBEPTOi KIHKH 13 3JI0AKICHUM HOBOYTBOPEHHSIM. 3TiJHO 31 3BITOM IIPO
3aXBOPIOBAHICTh Ha 3JIOAKICHI HOBOYTBOpeHHS B YkpaiHi 3a 2022 p. (Dopma Ne 7)
Hentpy rpomaacekoro 310poB's MO3 Ykpainu, BCbOro 3apeecTpoBaHo XBopux Ha PM3
x1HOK (Bik ctapuie 20 poki) 11 067 oci0; mepeBaxHa KUIbKICTh XBOPHX - MALlEHTH
BIKOM >25 pOKiB. 3arajibHa KUIbKICTh XBOpUX Ha 00diky: PM3 - 168 836 oci0, 13 Hux
K1HOK - 167 848. 3a craructukoro BOO3, PM3 € HallO11b111 TOMUPEHUM THIIOM CEpeT
yCiX OHKOJIOTIYHHUX 3aXBOpIOBaHb y XiHOK. B VYkpaini PM3 Ttex nigupye cepen
KIHOUYMX OHKOJIOTITYHUX XBOpPOO: HIOpiyHO ~16,5 THC. KIHOK II3HAIOTHCA MPO CBii
niarHos, a moroauHu Big PM3 momupae onHa skxiHka. ['oioBHa mpuyYMHA BUCOKOI
CMEPTHOCTI uepe3 10 XBOpoOy B HaIIii KpaiHi - Mmi3HSA JlarHOCTUKA. Y OUIBIIOCTI
BumnaakiBe PM3 criopaguune 3axBoproBaHHs, ane y 5-10% moxke OyTH CIagkoBUM Ta
BUSIBIISIETHCS Uyepe3 MyTallii y reHax. Pusuk 3HauHo migBuiryeThes micis 40 pokis, ane
3apa3 3aXBOPIOBAHHS CTPIMKO MOJIOJIIIAE.
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3a aHMMHM 3asBHUKA 3arajibHa KUJIbKICTh MAaIllEHTOK y (a3l MOCTMEHOMay3u 13
MiciieBo mommpeHuM abo meractatmdHuM HR(+)/HER2(-) PM3, skum MoxiuBe
pU3HAYCHHS puOOIUKITIOY, Moke cTaHOBUTH BiJl 1013 oci6 y 2025 1o 950 oci6 y 2029
p.

Coyianvni, emuyni, Op2auizayiuni ma iHWi ACNeKmu.

JI3 pubonukii0 He BKIIOUEHUH 10 unHHOTO 17 Bumycky JlepxkaBHoro popmyssipa
nikapcbkux 3aco0iB (Hakaz MO3 Vkpainu Bix 13.06.2025 Ne971). ¥V peectpi Meauko-
TEXHOJIOTIYHUX JTOKYMEHTIB 31 CTaHAApTU3aIlli MEIUYHOI JOTTOMOTH HassBHUN CTaHIapT
Meau4Ho1 ponomoru “Pak MonouHoi 3anmo3n”, 3arBepaxkennilt Hakazom MO3 Ykpainu
Bin 03 motoro 2025 poky Ne 195. V 3a3HaueHOMYy cTaHOapTi PEKOMEHIOBAHO
3actocoByBaTu 1HriOITOp CDK 4/6 (manbomukiid, puOonukimid) y NalieHTIB 3
momiHabiuM PM3 31 ctatycom ER(-) 1/a6o PR(+) ta HER2(-) 3a BimacyTHOCTI
BiCIIEpaJIbHOTO Kpu3y + ropMmoHoTteparis (1HrioiTop apomatasu abo (ynBecTpaHT) y
¢a3i nocTMeHonay3u Ha nepiriit abo apyrii diHii Tepanii (skio iHriditop CKD4/6 He
3aCTOCOBYBABCS PaHIIIIE).

BignoBigHo 10 KIIHIYHUX MPaKTHYHUX peKoMeHmarii HarioHanasHOI 3araiabHOT
OHKOJIOT14HOT Mepexi, 2024; AMEepUKaHCHKOTO TOBAPUCTBA KJIIHIYHOT OHKOJIOT1, 2024;
Icnancekoro ToBapucTBa MenU4HOi OHKOJOrii, 2022; €BponechbKOro TOBApUCTBA
Meau4yHoi oHKouorii, 2021 puOonuKII0 pPEKOMEHIOBAHO 3aCTOCOBYBATH B SIKOCTI
nepuioi JiHii Tepamii AJig JIKyBaHHS >KIHOK 3 mnommpeHuM PM3 31 crarycom
HR(+)/HER2(-) y da3i moctMeHomnay3u B KOMOIHaIIi1 3 iHT10iTOpaMu apoMaTasy.

3a pesynbTaTaMu 3acilaHHsg EKCHEpTHOrO KOMITETY 3 OLIHKM MEIMYHUX
TexHoJorii  [lepkaBHoro  mianmpueMctBa  “/lep>KaBHUN ~ €KCHIEPTHUH  LEHTP
MiHicTepcTBa 0XOpOHU 310poB’st YKpainu”, mo Bioynock 11.09.2025, 6yno HamaHo
HACTYIHI pEeKOMEH1allii.

BpaxoByroun pe3ynapTaTd OIIIHKM KITIHIYHOI e()EeKTUBHOCTI, Oe€3meku, sKi
0a3yroThCsl Ha JOKA30BUX JIaHMX, CIIJIEMIOJIOTIYHI JaHl MO0 MomupeHocti PM3,
PEKOMEHJIOBAHO BKJIIOUMTH Jikapchkuil 3acid pubonukmnd (TH KICKAJI) nmns
JTIKyBaHHS JJig JIIKYBaHHS KIHOK y TIOCTMEHOIAy3aJlbHOMY TEpioJil 3 MICIEBO
HOLIMPEHUM a00 METAaCTATUYHUM PaKOM MOJIOUHO] 3aJ103H 3 NO3UTUBHUM cTaTrycoM HR
(peuentopiB ropMoHiB) Ta HeraTuBHUM ctarycomM HER2 (peuenrtopa emninepmaibHOTO
(akTopa pocTy JIOMHU 2 THUITY) K1 IONEPEAHBO HE OTPUMYBAJIU €HJIOKPUHHY TEPAIit0
3 IPUBOJY JIIKYBaHHS MOLIMPEHOTO 3aXBOPIOBaHHS Teparito 10 [leperniky JikapcbKux
3aco0iB, MEIMYHUX BUPOOIB Ta JOMOMIKHUX 3aCO0IB J0 HHX, IO 3aKYyIMOBYIOThCS 3a
KOIITA JEp)KAaBHOTO OMOKETYy JUIsi BHUKOHAHHS TpoTrpaM Ta  3IiHCHEHHS
LEHTPAII30BaHUX 3aXOJIIB 3 OXOPOHH 3J0pOB’S, 3a HANpPSIMOM «XiMIOTEepareBTHYHI
npenapatd, paaiodapMipenapatd Ta Ipenapatd CyopoBOAY I  JIIKYBaHHS
OHKOJIOTIYHMX XBOPHMX» U 3aKyIiBJl 13 3aCTOCYBaHHSIM MEXaHI3My JOTOBOpIB
KEpOBAHOI'O JIOCTYILY.

5. Indopmanist 100 cTPOKY il BACHOBKY YIIOBHOBAKEHOI'0 OPraHy
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Puboyuxnio6 nokaszanuii 6 KomOiHayii 3 1empo30iom 015 JIKVEAHHS JICIHOK Y NOCMMEHONAY3AIbHOMY Nepiodl 3 MICYe8o NOWUPEeHUM (MICYego
peyuousyIouUM) abo MEMAacmamuyHumM paKom MOIOUHOI 3a103u 3 no3umusHum cmamycom HR (peyenmopis copmonis) ma necamuenum cmamycom HER2
(peyenmopa enidepmanbo2o paxkmopa pocny 1oOuHy 2 Muny), SKi HOnepeoHbo He OMPUMYEAU eHOOKDUHHY MEPAniio 3 NPUBOOY NIKYBAHHSA NOUUPEHO20
saxsoprosannsi, 16.09.2025

Bignosigno mo m. 21 Tlopsaky BHCHOBOK YHMOBHOBa)XKEHOTO OpPraHy CTOCOBHO
BIJIMOBIAHOT MEIMYHOI TEXHOJIOT11 BBAXKAETHCS YUHHUM JI0 MOMEHTY ITPOBEJICHHS HOBOI
JIep>KaBHOI OI[IHKU MEIUYHOT TEXHOJIOTi.

33



