BpaxoByroun 0coOIMBOCTI 3aKOHOAABCTBA 3 PEECTPAIii JIIKAPCHKUX 3ac001B B YKpaiHi,
3aTBepKeHI MiHICTepCTBOM OXOPOHHU 3710POB’Sl YKpaiHU IHCTPYKIT 151 MEAMYHOTO 3aCTOCYBaHHS
JKapChKUX 3aC001B, 3apEECTPOBAHUX B YKpaiHi, MOXKYTh JICIIO BiAPI3HATUCS B YNHHUX
THCTPYKIIiii 710 3aCTOCYBaHHS JIIKAPCHKUX 3ac00iB, 3apeecTpoBanux B €C.

Sxmio Bam ctano BijoMo mpo BUHUKHEHHS MOOIYHO1 peakirii y Bac abo 61u3bkoi groauam, abo mpo
BHIIQJIOK BiZICYTHOCTI €(heKTy Bia Oyab-sIKOTo 3 MPOAYKTiB KoMITaHii Actpa3eHeka, Oyb jlacka,
nosinomre Tpo e 10 TOB «Actpa3eneka Ykpainay y oAuH 13 HaBeJleHHX HIK4e crocoOiB. Lle
MOXUTHBO 31McHUTH 32 Tenedorom: +38 050 382 99 89 abo eneKTpOHHOO MOMITOIO
PatientSafety.Ukraine@astrazeneca.com Takox, BU MOKETE TIOBIIOMUTH HaM JaHy iHGOpMaIlito 3a
nocusiaHHAM: https://contactazmedical.astrazeneca.com/content/astrazeneca-
champion/ua/uk/ampform.html (BuGepiTh MOBY Ta OMNIi0- «OBITOMUTH MPO TMOOIUHY PEAKIIIION).

In reliance on the effective medicines’ authorization legislation in Ukraine, the instructions for
medical use approved by the Ministry of Health of Ukraine for the authorized medicines might be
partially different from the valid instructions for medical use of medicines authorized in the EU.

If you or your relative have experienced an adverse reaction or absence of the effect on any of
AstraZeneca's products, please notify AstraZeneca Ukraine LLC in one of the following ways. This
is possible by phone: +38 050 382 99 89 or by e-mail PatientSafety. Ukraine@astrazeneca.com
Also, you can tell us this information at:
https://contactazmedical.astrazeneca.com/content/astrazeneca - champion/en/en/amp-form.html
(select a language and an option "report an adverse reaction").

3ATBEPIKEHO
Haxka3 MinicrepcrBa
OXOPOHHM 310POB’f Y KpaiHu

23.03.2026 Ne 386
PeecTpaniiine nocBigueHHs
Ne UA/5440/01/01
IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 3aC00y
DOA3JOAEKC
(FASLODEX®)

Cxian:

niroua pedoBuHa: GynsectpanT (fulvestrant);

Jit04ya pedoBrHa: | monepeaHbo 3ar0BHEHUH MINPHI] (5 MIT) MICTUTH QyiaBecTpaHTy 250 mr;
JIOTIOMI>KH1 pE4OBUHHU: €TaHoI 96 %, cnupT OeH3MI0BUH, OEH3UIIOEH30aT, OJIisl pULIHOBA.

Jlikapcbka ¢gopma. Po3uuH 115 1H’ €KIIiH.
OcHoBHI (13MKO-XIMIYHI BJIACTHBOCTI: MpO30pa, BiA 0e30apBHOrO A0 KOBTOTO KOJbOPY, B’s3Ka
piauHa.

dapmakoTepaneBTHYHA rpyna. AHTUHEOIUIACTUYHI Ta IMyHOMOYJIOI0UI 3aCO0H. AHTaroHicTu
TOPMOHIB Ta aHaJoT1yH1 3aco0u. AnTHecTporeHHi 3acoou. @ynsectpant. Kog ATX L02B A03.

Dapmakonoziuni enacmueocmi

dapMakoarHAMIKA

Mexani3Mm aii Ta dapMakoauHaMidHi eexTu
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DynBeCTpaHT € KOHKYPEHTHUM aHTaroHicToM ectporeHoBux peuentopiB (EP), 31 cnopimHeHicTro,
MOPIBHSHHOIO 3 Takow ecTpaaiony. DynBecTpaHt OJ0Kye Tpo(iuHy MdiI0 €CTpOreHiB, He
MPOSIBJISIIOYN YaCTKOBOT aroHICTHYHOI (€CTPOreHOno10H01) akTUBHOCTI. MexaHi3M Jiii OB’ si3aHui
3 HETaTUBHOIO PETYJIAIIEI0 PIBHIB OLIKIB €CTPOr€HOBUX PELENTOPIB.

KitiHivHI 1OCTIDKEHHS 3a YYacTIO JKIHOK Y TTOCTMEHOIIay31 3 IEPBUHHUM PaKOM MOJIOYHOI 3aJI03H
MoKasanu, mo (ynBecTpaHT MOPIBHAHO 3 IWIANeb0 3HAYHO 3MEHIIye piBeHb OinkiB EP mpum
nyxiuHax 13 mnosutuBHUMEH EP. Croocrepirajiocss TakoX 3HauyHE 3MCEHIICHHS eKcHpecii
MIPOTECTEPOHOBUX PEIENTOPIB, MO Y3TOMKYEThCS 3 BIJACYTHICTIO XapaKTEPHHX JUIsI aroHICTiB
ectporeHiB edekTiB. Takoxx Oys0 mokaszaHo, mo GynaBecTpadT y 1031 SO0 Mr OLIBIIOK MipOIO, HIXK
¢bynBectpant y no3i 250 mr, npurniuye EP i mapkep npomidepanii Ki67 y myxiauHax MoJI0YHOI
3aJI031 MPU HE0a1 FOBAHTHOMY JIIKYBaHH1 )KIHOK y IIOCTMEHOIAY31.

Kiiniuga Oe3nexka Ta e@eKTHUBHICTH 3aCTOCYBAHHS JIKAPCHKOro 3aco0y Ha IMI3HIX CTAMAX PaKy
MOJIOYHOI 3aJI03U

Monomepanis

Kniniuyne nocmimxenus ¢asu 3 Oyino npoBeneHo 3a ydacTio 736 KiHOK y Hepiof] MOCTMEHONAaY3H 3
MOIIUPEHNM PAaKOM MOJIOYHOI 3aJI03H, SKI Mald pEIUIUB 3aXBOPIOBAaHHS Ha TJI YW IMICHA
aJI’TOBaHTHOI EHJOKPUHHOI Teparii abo mporpecyBaHHs MICNs CHIOKPUHHOI Teparii 3 MPUBOIY
MOIIMPEHOTO 3aXBOPIOBAHHS. Y JIOCHTIDKEHHI Opanu y4dacTs 423 MaIli€eHTKH, y SKAX 3aXBOPIOBAHHS
pPELUANBYBAJI0O YU TPOTPECYBajo IiJi Yac aHTUECTporeHHoi Ttepamii (miarpyna AE), 1 313
MAIIEHTOK, Y SKAX 3aXBOPIOBAHHS PELUIMBYBAJIO YH MPOTPECYBAJIO HA TJIi JIKyBaHHA iHTi0iTOpamMH
apomarasu (miarpymna IA). Lle nocnimkeHHs nopiBHIOBaNO €(eKTUBHICTh Ta 0€3MeKy 3aCTOCyBaHHS
nikapcebkoro 3aco0y Paznonekc y 1031 500 mr (n=362) ta y no3i 250 mr (n = 374). ['onoBHOO
KIHIIEBOIO TOYKOIO Oyna BIKMBaHICTh 0e3 mporpecyBaHHs 3axBoptoBaHHsa (BBII); kirouoBi
BTOPUHHI KIiHIEBI TOYKU €(EKTUBHOCTI BKIIOYAIN 4acTOTy 00’ ekTrBHOI Bianosiai (HOB), vactoty
kininiyHOi edextuBHOcTi (YUKE) 1 3aranpny BmwkuBanicte (3B). Pesynbratu  nmocnimkeHHS
CONFIRM 110710 e(peKTUBHOCTI y3arajJbHEHO HKXK4e y Tabnumi 1.

Tabmuus 1. Y3aranpHeHHs pe3yibTaTiB aHali3y rojoBHOI KiHIeBOi Touku edpextuBHocTi (BBII) i
KJIFOUOBUX BTOPUHHUX KIHIIEBUX TOUOK epekTuBHOCTI y gociikeHHi CONFIRM

Ilepeminna Tun ouwinku; — Pasino- ®azno-  IlopiBHsAHHSA rpyn
NOPIBHSIHHSL ~ JIEKC JIeKC (Paznonexc 500 mr / Paznonekc
JiKyBaHHS 500 mr 250 mr 250 mr)
(n=362) (n=374)

CuiBBigHO- 95 % JII p-3Haye-
IIEHHS HHSA
PHU3HKIB
BBIT K-M meniana
Y MICSIIISIX;
cHiBBigHOIIIE-
HHSI pU3UKIB
Vi narieHTH 6,5 5,5 0,80 0,68; 0,94 0,006
—miarpyna AE 8,6 5.8 0,76 0,62; 0,94 0,013
(n=423)
— miarpyna [A 5,4 4,1 0,85 0,67; 1,08 0,195
(n=313)*
3B° K-M meniana
Y MICAIISX;
CHIBBigHOIIIE-
HHSI PU3HKIB
Vi narieHTu 26,4 22,3 0,81 0,69; 0,96 0,016°
—migrpyna AE 30,6 23,9 0,79 0,63; 0,99 0,038°
(n=423)
—miarpyna [A 24,1 20,8 0,86 0,67; 1,11 0,241¢
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(n=313)

[lepeminna Tun ouwinku; — Pazio- ®azno-  IlopiBHAHHS MiX IpynaMu
MOPIBHSHHS JIEKC JIEKC (Paznonexc 500 mr / Daznoaekc
JIKyBaHHS 500 mr 250 mr 250 mr)
(n=362) (n=374)

AbcomotHa 95 % I
pizaung y %

qyOB¢ % MallicHTIB

3 OB;

a0coJIroTHA

pizuuis y %
Vci maiienTu 13,8 14,6 -0,8 -5,8; 6,3
—miarpyna AE 18,1 19,1 -1,0 -8,2; 9,3
(n=296)
— miarpyna [A 7.3 8,3 -1,0 -5,5;9,8
(n=205)*
YKE* % TMalicHTIB

3 KE;

abcooTHA

pizHuLs y %
Vi mariearu 45,6 39,6 6,0 -1,1; 13,3
—miarpyna AE 52,4 45,1 7.3 -2,2: 16,6
(n=423)
— miarpyna [A 36,2 32,3 39 -6,1; 15,2
(n=313)*

? daznonekc Moka3aHUH MallleHTKaM, y SIKUX XBOpoOa peuuauByBajia abo mporpecyBaja Ha Tii
aHTHecTporeHHoi Tepamii. PesynabTatu y miarpyni IA He € ocTaTOYHUMH.

® 3nauenns 3B npeacTaBineHe Ul OCTATOYHOTO aHANI3y BUKHBAHOCTI IpH 75 % 06poOIIi JaHuX.

¢ HomiHanpHe p-3HaueHHs1 Oe3 OyAb-SIKUX KOPUTYBaHb, 3pOOJIEHUX Ui MOBTOPIOBAHOCTI MIX
NEPBUHHUMH aHali3aMM 3arajbHoi BHKUBAHOCTI mpu 50 % oOpoOli Ta OHOBIEHUMM aHali3aMu
BIKUBAHOCTI 1pH 75 % 00poO11i JaHUX.

4 yoB Oyrna mpoaHami3oBaHa y MAIl€EHTOK, BIJIMOBIAb SKHX OILIHIOBAacs HAa BHUXIJHOMY piBHI
(TOOTO BOHM Majld TpPOSBHU 3aXBOPIOBAHHS, SIKI MOXKHAa OyJIO OLIHUTH Ha BUXIJIHOMY pIBHI:
240 nmamieHTOK y TIpymi 3acTOCYBaHHS JiKapcbkoro 3acoby ®azmogexc y mo3i 500 mr i 261
MalieHTKa y TPyl 3aCTOCyBaHHs JlikapchbKoro 3aco0y Pasznoaexc y 1031 250 mr).

¢ TlamieHTH 3 Kpamorw O00’€KTMBHOIO BiJMOBIII0 y BUIJISAI MOBHOI BIANOBiAL, 3 YaCTKOBOIO
BIAMOB1/ITI0 a00 cTabimi3aIiero 3aXBOPIOBAHHS BIPOJAOBXK > 24 THKHIB.

BBII — BmwxuBaHicTh 0€3 mporpecyBaHHs 3axBoproBaHHs; UOB — yactora 00’ €KTUBHOI BiANOBIAL,
OB - o6’ektuBHa Biamoinp;, YKE — wactora wmaiuHOI edextuBHOcTi; KE — KmiHiuHA
epexTuBHICTh; 3B — 3aranpHa BmkuBaHicTh; K-M — Karutan — Meitep; [l — noBipuuii iHTepBai;
IA — inribitop apomarasu; AE — anTuecTpores.

Byno mpoBeneHo paHaoMizoBaHE MOABIMHO ciine 3 MOABIMHUM MacKyBaHHSM MYJbTHUIEHTPOBE
nociikeHHs (a3 3 3 BUBYEHHS e(EeKTHUBHOCTI Jikapchbkoro 3acoly ®aszmogexc 500 mr y
MOPIBHSAHHI 3 aHAacTpo30JoM | Mr y KIHOK Yy IIOCTMEHOMNay3l 3 MICIEBONOLIMPEHUM abo
METAaCTaTUYHUM PAaKOM MOJIOYHOI 3aj03u 3 TO3UTHBHUMH €CTpPOreH- 1/ab0 TporecTepoH-
peuenTopamMu, sKi paHille He OTPUMYBaJIU TropMoOHoTeparii. 3araioM 462 mnamieHTku Oynu
MOCHiIOBHO paHaomizoBani 1:1 B rpymy ¢ynsectpanty 500 Mr aGo anactpo3ony 1 wr.
Panpomizanis Oyna crpartudikoBaHa 3a O3HaKaMM 3aXBOPIOBAHHS (MICIIEBOIOIIMPEHHN pak abo
METaCcTaTUYHUI), TIOTIEPETHBO MPOBEACHOIO XIMIETEpAIi€l0 y pa3i MOMUPEHOTO 3aXBOPIOBAHHS Ta
KJIIHIYHUMHU MIPOSIBaMH 3aXBOPIOBAHHS.

[lepBUHHOIO KIHIIEBOIO TOYKOK e€(EKTUBHOCTI OyJla BIKMBAHICTh 0€3 MporpecyBaHHS
3axBoproBaHHs (BBII) 3a omiakoro mocmimnuka BignmoBigHo a0 RECIST 1.1 (Response Evaluation
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Criteria in Solid Tumors). KmtodoBuMu BTOPMHHUMH TOYKaMH €()EKTUBHOCTI OyJIM MPUKAHATI
3aranbHa BIKMBaHICTh (3B) Ta yactora 06’ extuBHOI Biamosiai (HOB).

Meniana BiKy HaIi€eHTOK, 3aJy4Y€HHX Y 1€ JOCTIPKeHHs, cTaHOBMIIA 63 pokw (y Aiana3zoHi Bix 36 10
90 pokiB). Y 6inbiiocti namientok (87,0 %) cnoctepiranaca meractaTuyHa (opMa 3aXBOPIOBAHHS
Ha 1oyYatky aociimpkeHHs. ['staecat m’sate BincoTkiB (55,0 %) mamieHTOK Maiau MeTacTasu y
BHYTpPIIIHI OpraHM Ha TOYaTKy JAocihijykeHHs. 3aragoMm 17,1 % mamieHTOK OTpUMYBaIH
XiMi€Tepamilo paHilmie y 3B’A3Ky 3 MONIMPEHUM 3axBoproBaHHSAM; 84,2 % malieHTOK Maiu
BHMIipIOBaHi MPOSBU 3aXBOPIOBAHHS.

JloCcTOBipHI pe3yibTaTH CIOCTEPITAIMCSI Yy OUIBIIOCTI TAIliEHTOK 3 TIONMEPEIHHO BU3HAYCHUX
niarpyn. Y miarpymi mamieHToK 3 MeTacTazaMu He Y BHyTpiniHi opranu (n = 208), ski oTpuMyBaiu
daznonekc, nokazHuk BP (BimHomienus pusukiB) cranoBuB 0,592 (95 % HAI: 0,419; 0,837)
MOPIBHSHO 3 MAallil€EHTKaMH, SKi OTPUMYBAJIHM aHACTPO30J. Y MIArpyIli MAIlEHTOK 3 METacTa3aMu y
BHYTpilHI opranu (n = 254), ski otpumyBanu dasznoxaexc, mokazuuk BP cranosus 0,993 (95 % Al:
0,740; 1,331), mopiBHSHO 3 MAaIliEHTKaMH, SKi OTPUMYBAIX aHACTPO30J. Pesyibpratu edekTuBHOCTI
nocnimxenus FALCON naBeneno B Tabnuili 2 ta Ha rpadiky 1.

Tabmuus 2. Y3araabHeHHS pe3yJbTaTiB aHalli3y MEpBUHHOI KiHIEeBOi Touku edexTuBHOCTI (BBIT) i
KJIFOUOBUX BTOPHUHHHUX KiHIIEBHX TOUOK edektuBHOCTI y pociimkeHHI FALCON (omiHroBaHHS
JOCITi THUKOM, BUOIpKa «yci paHJOMi30BaHi Malli€HTH BiAMOBITHO J0 MPU3HAUYEHOTO JIIKYBaHHS).

daznonekc AHacTpo30J1
500 mr 1 mr
(n=230) (n=232)

Buxuanictes 6e3
IPOTPECYBaHHSI

Kinbkicte Bunaakis BBIT (%)

143 (62,2 %)

166 (71,6 %)

BBII BigHOLIEHHS pU3HKIB
(95 % AI) Ta p-3HaueHHS

BP 0,797 (0,637-0,999)

p=0,0486

Meniana BBII [micsmm (95 %
AD]

16,6 (13.8; 21,0)

13,8 (12,0; 16,6)

Kinekicts Bumnankis 3B*

67 (29,1 %)

75 (32,3 %)

3aranpHa BUKUBaHICTb
BiJHOMIEHHS pu3HKiB (95 % 1)
Ta p-3HAYEHHS

BP 0,875 (0,629-1,217)

p =0,4277

YHOB**

89 (46,1 %)

88 (44,9 %)

YOB Bignomenns maHciB (95 %
1) Ta p-3HayeHHs

BIII 1,074 (0,716-1,614)

p =0,7290

Meniana TprBaIOCTI BIAMOBI
(MicsIIIiB)

20,0

13,2

YKE (yactoTa KiiHIYHOT
e(heKTUBHOCTI)

180 (78,3 %)

172 (74,1 %)

YKE BigHOomIeHHs maHciB (95 %

BIII 1,253 (0,815-1,932)

1) Ta p-3HaYeHHA p =0,3045
*(31% 006pobxka) — anani3z 3B He € GpiHATHLHUM.
** JIns Malie€HTOK 3 BUMIPIOBAHUMHU MPOSIBAMU XBOPOOH.
I'padgix 1. KpuBa BBIl 3a Kamnmanom — Meiiepom (omiHka JociigHUKa, BHOIpKa «yci

paH0MI30BaHI MAIIEHTH BIAMOBIAHO 0 MPU3HAYCHOTO JiKyBaHH: ), nocihimkeHHss FALCON.
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Yac Big paHgomisauii (MicAwi)

JNikysanHa: ®ynsectpadT 500 Mr (n=230) ... AHactposon 1 mr (n=232) |

HinebKicTb NaUieHTIB 3 pU3HHaMK
Gbyne. 500 230 187 171 150 124 110 96 81 63 44 24 11 2 0
AHact. 1 232 194 162 139 120 102 81 B0 45 31 22 10 0 0

JBa xiiHiuHI [ociikeHHs ¢asu 3 Oynm TpoBeNeHi 3arajoM 3a ydacTio 851 JKiHKH Yy
IIOCTMEHONAy31 3 Mi3HIMU CTajiIMU PaKy MOJOYHOI 3aJ103H, SIKI Majld PELUIUB 3aXBOPIOBAHHS Ha
TJ1 94 TICIs aj’ FOBaHTHOI TOPMOHAIBHOI Teparlii ado mporpecyBaHHs Micisi TOPMOHAIBHOI Tepartii
3 MPUBOAY Mi3HIX cTafiil 3axBoproBanHsA. CiMaecsaT ciM BiacoTKIB (77 %) momymsimii TOCTiKeHHS
XBOPIUJIM HA paKk MOJIOYHOI 3aJI03M 3 MO3UTHBHUMHU €CTPOTEHOBHMH perenrropamu. Lli nociimkenHs
MOpiBHIOBAIM Oe3MeKy Ta e(heKTUBHICTh IIOMICSIYHOTO BBEJICHHS JIIKapchKoro 3aco0y dasznoaexc y
no31 250 Mr 31 mOAeHHMM BBeAE€HHSAM | Mr aHactposony (iHri0iTopa apomarasu). 3arajiom
daznonekc y momicauHii 1031 250 Mr 6yB npuHaiMHI HACTIABKHU X €()EKTUBHUM, SK aHACTPO30J,
3a MMOKa3HUKaMH BH)KMBAHOCTI 0€3 MporpecyBaHHs 3aXBOPIOBaHHS, 00 €KTUBHOI BINOBIAI 1 yacy A0
cMepTi. Mixk J1IBOMa rpyrnaMu JIIKyBaHHS He OyJIO CTATUCTUYHO 3HAYYIIOi PI3HUIIL 32 5KOJIHOIO 3 X
KIHIIEBUX TOYOK. ['OJIOBHOIO KIHIEBOI TOUYKOI Oyjla BHXKHMBAHICTh 0€3 MporpecyBaHHs
3axBoptoBaHHi. OO0’eaHaHuii  aHami3 000X  JOCHIKEHb II0Ka3aB, IO IPOrpecyBaHHs
croctepirainoch y 83 % marieHTok, siki oTpuMmyBaiu daznoaekc, mopiBHSIHO 3 85 % Malli€eHTOK, SKi
OoTpuUMyBalli aHacTpo3os. OO0’eqHaHUI aHai3 000X JOCTIKE€Hb BHUSBHUB, IO CIiBBiJIHOIIEHHS
PHU3HKIB IS JIIKApChKOTO 3aco0y Dazmoaexc y mo31 250 Mr Ta aHacTpo30idy MO0 MapaMerpa
BIKMBAHOCTI 0e3 mporpecyBaHHsl 3axBoproBaHHs crtanoBuio 0,95 (95 % I 0,82-1,10). PiBens
00’€KTUBHOI BIAMOBIAL I JiKapchkoro 3acoly Paznomexkc y nmo3i 250 mr cranoBuB 19,2 %
nopiBHsSHO 3 16,5 % nna anactposony. Meniana yacy 10 cmepTi craHoBuia 27,4 wmicsus s
MalieHToK, 5Kl oTpumyBamm Dazmogexc, 1 27,6 Micsmsd s TAIIEHTOK, SKI OTPUMYBAIA
aHactpo3oiyl. CHiBBIIHOIIEHHS PU3MKIB Jikapcbkoro 3aco0y ®asmonmexc y mo3i 250 mr Ta
aHACTPO30JTy MO0 Yacy 1o cmepti cranoBmwio 1,01 (95 % 1 0,86-1,19).

Kombinosana mepanis 3 nanboyuxnioom

MiKHapoIHE paHIOMI30BaHE TOABIHHO CJiMe MYJIbTUIIEHTPOBE JOCHIKEHH ¢asu 3 B
napajelbHUX Tpylax A BUBYCHHS 3aCTOCYBaHHS Jikapchkoro 3aco0y dPasznonexc 500 mr ruiroc
nan0onukiIio 125 Mr mopiBHSHO 13 3aCTOCYBaHHAM Jikapcbkoro 3aco0y Pasznonexc 500 mr mutoc
mianebo  mpoBogwiocs 3a  ydacTio  kiHOK 13 HR-mosutuBHuMM, HER2-neratuBHHM
MICLEBOMNOIIMPEHUM pPAaKOM MOJIOYHOI 303U, SKUH HE MIIJA€Tbes pe3ekuii abo mpoMeHeBii
Tepamii 3 JKyBaJbHOK METOI, HE3aJeKHO BiJ] CTaTyCy MEHOMAy3H, y SIKUX 3aXBOPIOBAHHS
MPOTPECYBANIO MICIS paHile MPOBEACHOT eHIOKPUHHOI Teparii y ckianai (Heo)aa 'oBaHTHOI Teparii
abo mpu MeTacrasax.

3aramom 521 KiHKY B mepioj] Tpe-/Tiepu- Ta MOCTMEHONAYy3H 3 MPOTPECYBaHHSIM 3aXBOPIOBAHHS
npoTsiroMm 12 micsimiB abo miciist 3aBepIIeHHs a1 I0BAaHTHOI €HIOKPUHHOI Tepamii, abo mpotarom 1
MICSIIIS UM TICIISI 3aBEPIICHHS MTONEPEIHBOI €HIOKPUHHOI Teparii MOIMMPEHOTO 3aXBOPIOBAHHS OYJI0
PaHIOMI30BaHO Y CHIBBIAHOIIEHHI 2:1 10 TPYymU 3aCTOCYBaHHS JIKapchKOro 3aco0y dasnojekc

UA-8071 Approved May 2026 5



e nanbornukinid abo mikapcebkoro 3aco0y dasmonekc rumoc 1uianedo Ta crpatudikoBaHO 3a
33JJOKYMEHTOBAHOIO UyTJIUBICTIO JI0 MOMEPEIHHOI TOPMOHAIBHOI Teparii, CTaTycoM MEHOIay3H Ha
MOMEHT BKJIIOUCHHsI Yy JOCIIDKeHHs (B mepion mpe-/mepu- abo MOCTMEHOIAay3H) Ta HAasBHICTIO
MeTacTas3iB y BHyTpilHi opranu. JKiHKM B mepiof npe-/mepuMenonay3u orpumyBanu aroict JII'PT
rozepenid. [lamieHTH® 3  NOIIMPEHUM/METACTATUYHUM, CHUMIOTOMAaTUYHHUM, BicliepaIbHUM
3aXBOPIOBAHHAM 13 pPHU3UKOM HEOE3MEeYHHX JUIA JKUTTS YCKJIAJHEHb Y KOPOTKOCTPOKOBIH
MEPCIEeKTHUB] (BKIIOYHO 3 MalllEeHTKAMHU 3 MAaCUBHUM HEKOHTPOJIbOBAHUM BHUIIOTOM [ILIEBpaIbHUM,
MepUKap/IiaJbHIM, MEPUTOHCATHHUM], JETEHEBUM JITIMQPAHTITOM 1 ypaXCHHSIM TCUIHKH ITOHA]
50 %) He Mornu OyTH 3alTyyeHl B OCIIIKEHHS.

[NamieHTKH MPOAOBKYBAIM OTPUMYBATH IPU3HAYEHE JIIKYBaHHS J0 00’ €KTHBHOTO MPOTPECyBAaHHS
3aXBOPIOBaHHS, TMOTIPIICHHS CHUMIITOMIB, HENPUHHATHOI TOKCHYHOCTI, CMEPTi a00 BiIKIMKAHHS
3roJ¥ Ha y4acTh y JociikeHHl. [lepexpecHa 3MiHa JTIKyBaHHS B Ipynax He JO3BOJISIIACS.

[NamienTkn Oynu peTenbHO PO3MOALIEHI 32 MOYAaTKOBUMHU JAeMOTrpadiyHUMH 1 MPOTHOCTHYHUMU
xapakTepuctukamu y rpymu Daznozexc mmoc nanbounukiio Tta dasnojexc Iuoc manedo.
Mepiana BiKy BKIJIIOUEHUX y JTOCIHIIPKEHHS MAIllEHTOK cTaHOBWUJA 57 pokiB (miama3zoH 29, 88). V
KOXKHIA Tpymi JiKyBaHHS OUTBIIICTh YYacCHHIb JOCITIDKCHHS HAJISKalIM JI0 €BPOINEOiTHOI pacH,
MaJll 3apeecTpOBaHy YYTJIMBICTH /O MONEPEIHbOI TOPMOHAJIbHOI Tepamii Ta Oynu B mepioai
noctmenonaysu. [Ipubmmsno 20 % namieHnTok Oynu B epioii mpe-/nepuMeHonays3u. Y ci naieHTKa
MOTepeHhO OTPUMYBAJIM CHUCTEMHY TEpariro, 1 OUIBIIICTh MAalliEHTOK KOXHOI TPYyINU JIKyBaHHS
MOTIEPETHRO OTPUMYBAIIM XIMIETEpAIii0 3 MPUBOAY MEPBHHHOTO JiarHo3y. Buiemn HiX MmojioBHHA
namieHTok (62 %) mamu ¢dynkuionansHuit cratyc 3a ECOG PS 0, y 60 % mnauienTox Oynu
METacTa3u y BHYTpiImHI opranu i 60 % marieHTok oTpuMainyu Outbine 1 mornepeaHboi TOPMOHATBLHOL
Teparnii 3 MpUBOy IEPBHHHOTO JIiarHO3Y.

[lepBUHHOIO KIHLIEBOIO TOYKOIO JOCHIIKEHHS Oyja BIKUBAHICTE 0€3 IporpecyBaHHs
3axBOpIOBaHHs, BU3HaueHoro 3a kpurepisMu RECIST 1.1, 3a ouinkoro gociinHuka. JlogaTkoBi
aHanizu BBII Oyno BH3HaueHO Ha MiACTaBl OLIHKM HE3aJE€KHOI IEHTPAIbHOI Paaloiori4HOl
excnepTu3u. BropunHni kiHuesi Touku Bkiaodanu OB, UKE, 3aransny BrxuBanicTs (3B), 6e3mexy
Ta yac A0 noripmeHHs cumnToMis (TTD) 3a KIHIIEBOIO TOUKOIO IHTEHCUBHOCTI 00JIIO.

JlocimkeHHsT JOCATIIO CBO€ET OCHOBHOI KiHIIEBOI Touku — TpuBanoi BBII 3a ominkamu nociigHuka
Ipy npoMikHOMY aHani3i 82 % 3annaHoBanux ganux BBII; pe3ynpraTl Oynu BUIIMMU 3a34aJeriib
BU3HaueHOi Mexi edekTuBHOCTI Xeibitna — [lero (o= 0,00135), neMoHCTpyrOUM CTATUCTUYHO
3Hauy1ie noaoBxkeHHs BBII 1 kininiuHO 3Hauymuit eekT JiKyBaHHS. bibin qokinaany iHPoOpMaIiio
10710 e(h)eKTUBHOCTI HAaBEACHO Y TabmuIli 3.

[Ticas cepenHbOTO MEpioly MOAAIBIIONO CIIOCTEPEKEHHS TPUBAIICTIO 45 MicsIiB OyB NpoBeneHU
3akmouHnid ananmiz 3B Ha ocHoBi 310 HeGaxkanux sBuiml (60 % paHIOMI30BaHUX MAIIEHTIB).
BusiBneno pizauito B cepenniii 3B TpuBamicTio 6,9 Micsns y rpymi 3aCTOCYBaHHS MaJIOOIUKIIIO
wioc (yaBeCTpaHT y MOpPIBHSAHHI 3 Iulanebo Miroc (yJiBecTpaHT; Led pe3yiabTar He OyB
CTaTHUCTUYHO JOCTOBIPHUM Ha 3aJaHoMy piBHI 3HauymocTi 0,0235 (omHocTtopoHHii). Y rpymi
3acTocyBaHHA Iutanebo mmoc Qynsectpant 15,5 % paHAOMI30BaHMX MAIlIEHTIB OTPUMYBAIU
najnOonuKIi®d Ta 1HII 1HTIOITOPM LMKIIH3AJIEKHOI KiHAa3M SK TMOJalblie JIKyBaHHS IICHA
MIPOTrpecyBaHHs 3aXBOPIOBAHHS.

Pesynbratu amamizie BBII Ta mani 3akmounoi 3B, oIliHeHI TOCHITHUKOM, Y JOCHIKEHHI
PALOMA3 npencrasieHo B Tabnuii 3.

Tabmuust 3. Pesynwpraté moa0 egextuBHocTi nocmipkeHas PALOMAZJ (3a omiHKOIO JOCTITHUKA,
BUOIpKa MAIli€HTIB «yCl paHOMI30BaHi MaLI€HTH BIAMOBIIHO 10 MPU3HAYEHOT'O JIIKYBAaHHSD)

OnHoBneHui aHami3
(naTa 3akiHueHHs 300py nanux — 23 xoBTHA 2015 p.)

da3zo1exc WIrC TaI00UKII0 daznonexc mwiroc mwanedo
(N =347) (N=174)

Buwxusanicts 0e3
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IPOrpecyBaHHs

Meniana [micsiB (95 %

AD)]

11,2 (9,5; 12,9) 4,6 (3,5; 5.6)

Binnomenns pusukis (95 %
1) i p-3HaueHHS

0,497 (0,398; 0,620), p < 0,000001

BTopuHHi KiHIIEBI TOYKH €()EKTHBHOCTI

OB [% (95 % JID)] 26,2 (21,7; 31,2) 13,8 (9,0; 19,8)

OB (nmposiBu 3aXBOpIOBaHHS, 33,7 (28,1; 39,7)
SIK1 T AIaI0ThCS
BHUMIpIOBaHHIO) [% (95 %

AD]

17,4 (11,5; 24,8)

YKE [% (95 % AD)] 68,0 (62,8; 72,9) 39,7 (32,3; 47,3)

3akr0vHa 3arajbHa BIKUBaHICTH (3B)
(mara 3aBepuieHHs 300py ganux — 13 kBiTHsA 2018)

Yucno noaiit (%) 201 (57.,9) 109 (62,6)

Meniana [micsis (95 % 34,9 (28.8; 40,0)
AD]

28,0 (23,6; 34,6)

Bignomenns pusukis (95 %
JI) i p-3navenns’

0,814 (0,644; 1,029)
p = 0,0429'"

YKE — gacrora xmiHiuHOI eextuBHOCTI; I — noBipumnii inTepBan; N — KuUTbKicTh marmienTi; OB —
00’ €KTHUBHA BIAIIOBIIb.

PesynbraTi BTOPHMHHUX KIHIEBHX TOYOK O0a3ylOThCs Ha MIATBEPHKEHUX Ta HEMiATBEPIKEHUX
BiAmoBiasx 3rijgHo 3 kpurepismu RECIST 1.1.

* CTaTHCTHYHO HEJOCTOBIPHO.

" OnHocTopoHHI p-3HauYeHHs, CTPaTU(IKOBaHi 3TiJHO 3 JIOr-paHTOBUM KPHTEPIEM 3a HASBHICTIO
BiCLIEpAJIbBHUX METacTa3iB Ta YyTJIMBICTIO /0 NONEPEAHbOI EHJOKPUHHOI Tepamii Ha MOMEHT
panaomizaiii.

3HIKEHHS PU3UKY MPOTPECYBaHHS 3aXBOPIOBAHHA a00 CMEpTi Ha KOPHCTh TPYINHU 3aCTOCYBAaHHS
daznonekc mIoc nNandouuKIio crocTepiranocs B yCiX OKpeMHUX MiArpynax narieHToK, BU3SHAYCHUX
3a MOKa3HMKaMH cTpaTHdikailii ¥ MmoyaTKoBUMHU Xapakrepuctukamu. Edekr OyB moka3zoBuMm y
XKIHOK y mpe-/mepumenonaysi (BP 0,46 [95 % HI: 0,28; 0,75]) Ta xiHok y moctmeHomnay3i (BP 0,52
[95% AI: 0,40; 0,66]), a Takok y HaIlEHTOK 3 MeTacTazaMu y BHyTpimH1 opranu (BP 0,50 [95 %
JI: 0,38; 0,65]) Ta mamieHToK 60e3 MeTacTtasiB y BHyTpimHi opranu (BP 0,48 [95 % JI: 0,33; 0,71]).
3a cTaHOM MeTacTa3lB KOPUCTh TAaKOX CIIOCTEpirajach HE3aJIeKHO B1Jl JIiHIM MonepeaHboi Teparii,
oyxab To 0 (BP 0,59 [95 % AI: 0,37; 0,93]), 1 (BP 0,46 [95 % [I: 0,32; 0,64]), 2 (BP 0,48 [95 % AI:
0,30; 0,76]) ado > 3 miuiit (BP 0,59 [95 % Al: 0,28; 1,22]). JonaTtkoBi mMOKa3HUKH €(EKTHBHOCTI
(OB 1 UIIB), sxi ouiHooBalIM B MIATpyHax Mali€HTIB 13 BiCIEpaJbHUM 3aXBOPIOBaHHSAM albo 0e3
HBOT0, TTIOKa3aHO y TabuIli 4.

Tabmuus 4.  Pesynbratn gocnimkenHss PALOMAS3 mono ehekTuBHOCTI MpH BiCLEpalbHOMY Ta
HEBICLIEpaJIbHOMY 3aXBOpIOBaHHI (BHOIpKa «ycl paHJOMI30BaH1 MAI[lEHTH BIAMOBIIHO [0
MIPU3HAYEHOTO JIIKYBaHH» )

BicniepasibHe 3aXBOpIOBaHHS HesicriepanbHe 3aXBOpIOBaHHS
daznoaexc wioc | Paznonekc wioc | Daznonekc mitoc | DaznogeKc mIoc
nagoonuKITio mane6o MaTOOHMKITIO mane6o
(N =2006) (N =105) (N =141) (N=69)
OB [% (95 % AI)] 35,0 13,3 13,5 14,5
(28,5; 41,9) (7,5; 21,4) (8,3; 20,2) (7,2; 25,0)
UIIB*, meniana
[MicsiiB 3.8 5,4 3,7 3,6
(mama3on)] (3,5; 16,7) (3,5; 16,7) (1,9; 13,7) (3,4; 3,7)

* Pe3ynbTaTy BIAMOBIIEH Ha MiJICTaBl MATBEPKEHUX 1 HEMIATBEPHKEHUX BIMOBIICH.
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N — kinbkicTh mamienTiB; I — noBipumii iHTepBasr; OB — 00’extuBHa BiamoBias; UIIB — wac mo
MepIIoi BiAMOBI/II MyXJIMHU.

Byno 3i06pano iH}opmaliiro mpo CUMITOMH, IIPO K1 TOBIJOMIISIIA MAIIEHTH, 1 MPOBEACHO 3arajibHy
OLIIHKY SIKOCTI JKUTTS 3 BHKOPHCTAHHSAM AaHKETH, PO3p0o0JieHOi €BPONEHCHKOIO OpraHi3aliero
nociikeHs 1 JaikyBanHs paky (EORTC) (QLQ)-C30, i moxymst as paky Monounux 3aino3 (EORTC
QLQ-BR23). 3araiiom 335 mamieHTiB i3 TpynH 3acTOCYyBaHHS JiKapchbkoro 3acoly dasnopekc 3
najgoonuKIiooM 1 166 marieHTiB 13 rpynu 3aCTOCYBaHHS JIIKapChKOTO 3aco0y da3zonekc 3 miamnedo
BIJIIOBIJIM HA aHKETY Ha MOYATKYy JOCIIIKEHH 1 MPUHANMHI MTif] yac 1-ro Bi3UTY Micis MOYATKY.

Yac no moripmieHHs OyB 3a3[ajeriib BCTAHOBJICHHWM SK 4Yac MK IOYAaTKOBHM piBHEM OO0 i
NepUIMM BUHUKHEHHSAM 30i1bmeHHs > 10 6aniB y MOpIBHSIHHI 3 MOYATKOBUM CTAaHOM 3a IIKAaJOIO
00JbOBOTO CHUMIITOMY. BKiIroueHHS nanOonukiiOy 10 CXeMH JKyBaHHS JIIKAPCHKUM 3aCO000M
daznonexc MpU3BEIIO 0 3HAYHOT 3aTPUMKHU 4Yacy 0 MOTIPIICHHS] CUMIITOMIB OOJIIO B MOPIBHSHHI 3
3aCTOCYBAaHHSAM JiKapcbkoro 3aco0y dasznogexkc mitoc Tuianebo (B cepenubomy 8,0 Micsus
nopiBHsHO 3 2,8 micsi, BP 0,64 [95 % J1: 0,49; 0,85]; p <0,001).

Bnaue na enoomempiii y nocmmenonay3sanvHuil nepioo

JIOKJIiHIYHI TaH1 CBiAYaTh MPO BIICYTHICTH CTHMYJIIOIOUOTO BIUIMBY (DyJIBECTPAHTY Ha €HIAOMETpPIi
y IOCTMEHOIay3albHui nepio. J{BOTHKHEBE TOCITIHKEHHS 33 Y4acTIO 3I0pPOBUX JOOPOBOJIBIIIB Yy
MIOCTMEHOMAY3aJIbHOMY TIepioJli, sKi OTPHUMYyBAJIM €THUHUIECTpamion y mo3i 20 Mkr Ha 100y,
MO0Ka3ajo, 10 MOPIBHAHO 3 MOIMEPEIHIM JIIKYBaHHAM IUIale0o0 MomnepenHe JiKyBaHHS JIIKapChKUM
3acobom dDaznonekc y 1031 250 Mr npu3BOAMIO IO 3HAYHOTO 3MEHIIEHHS CTUMYJIIOIOUOTO BIUTHBY
Ha CHJIOMETPiil y IOCTMEHONAay3aJbHUH IepioJl 3a JaHHMHU YIbTPa3BYKOBOTO BHMIpIOBaHHS
TOBIIMHHA CHIOMETPisl.

Heoan’toBaHTHe JNiKyBaHHS TPUBAIICTIO 0 16 THKHIB Y MAI[IEHTIB 3 pAaKOM MOJIOYHOI 3all03H, SIKi
OTpUMYBaJIM JIIKyBaHHS a00 JikapchbkuM 3acobom daznonaexc y 1031 500 mr, abo daznoaexc y 1031
250 Mr, He MPU3BOJMIO A0 KIIHIYHO 3HAYYLIMX 3MiH y TOBILMHI €HIOMETpid, 110 BKa3yBajlo Ha
BIJICYTHICTh aroHiCTMYHOro BIUIMBY. Ha chorogHi Hemae [oka3iB HeOa)XxaHOro BIUIMBY Ha
€HJIOMETPI Ipu JIiKyBaHHI NAalliEHTOK 3 PakoM MOJIOYHOI 3ano3u. Hemae nOCTymHHMX JaHMX
BIZIHOCHO MOP(OJIOTIYHOT CTPYKTYPH €HIAOMETPIS.

VY ABOX KOPOTKOCTPOKOBUX JociikeHHsX (1 1 12 THKHIB) 3a y4acTIO MAIIEHTOK y MPeMeHomnay3i 3
NOOPOSKICHUMH T1HEKOJOTTYHUMHM 3aXBOPIOBAHHAMM MDK TpyNaMH JIIKYBaHHS (YJBECTPAHTOM 1
wianebo He crocTepiragocs KOAHMX CTATUCTUYHO 3HAYYIIUX BIAMIHHOCTEH 3a TOBIIUHOIO
€HJIOMETPIs, 10 OYJIO MIATBEPIKEHO JAaHUMHU YJIBTPA3BYKOBOTO OOCTEKEHHS.

Bnaue na xicmxu

JIOBrocTpoKOB1 JlaHI CTOCOBHO BIUIMBY (YJBECTpaHTy Ha KICTKM BiacyTHI. Heoan’roBaHTHe
JIKyBaHHA TPUBAIICTIO 10 16 THXKHIB Yy MAI[iEHTIB 3 PAaKOM MOJIOYHOI 303U, SIKI OTPUMYBAIU
nikyBaHHs 60 Paznmoaexcom y m031 500 mr, ado daznogekcom y mo3i 250 Mr, He MPU3BOAWIO 10
KIIIHIYHO 3HAYYIIMX 3MIH Y PIBHSAX CHPOBAaTKOBHX MapKepiB KICTKOBOTO PEMOJICITIOBAHHS.

[egiaTpuyHa nonyJasis

daznonexkc He NOKa3aHWW Ui JIKyBaHHA JiTel. €Bpomelchbka areHuis JIKapcbKUX 3aco0iB
JI03BOJIMIIA HE TI0JIaBaTH PE3YJIbTATH JOCHIKEHD 13 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y Dazmomexc
B YCIX MiArpynax Mami€eHTIB IUTAYOr0 BIKYy 3 pPakoM MOJIOUHOi 3ano3u (iHpopMariiio Ipo
3aCTOCYBaHHSI JIIKAPCHKOTO 3aC00Y MITAM UB. Y po3auii «Croci0 3acToCyBaHHS Ta J03M»).

VY BiAKpUTOMY JOCHiKEeHHI 2 ((a3u BuUBYAIM Oe3MeKy, eQeKTHBHICTh 1 (apMaKOKIHETHKY
¢dbynBectpanty y 30 miBuatok BikoM Bif 1 10 8 pOKiB 3 HApOCTAIOUMM IMEPETIACHUM CTATEBUM
J03piBaHHSM, TOB’s13aHUM 13 cuHapoMoM Mak-K’rona-On6paiita (MAS). IlamienT qUTI40rO BiKYy
OTPUMYBAJIM IIOMICSYHO BHYTPIITHBOM 5130BO 4 MI/Kr (ynBecTpanty. Y 1mboMmy 12-MicsuHOMY
JOCIIJKEHH] BUBYABCS CHEKTP KIHIEBUX TOYOK HIOZO0 €(PEKTHUBHOCTI 3aCTOCYBAHHS JIIKAPCHKOTO
3aco0y pu MAS. Pe3ynbratl JOCTIHKEHHS TTOKa3aJId 3HWKEHHS YaCTOTH BariHaJIbHUX KPOBOTEY 1
3HIWKEHHSI TEMITIB J03piBaHHsA KicTKOBOro BiKy. CTiliki MiHIMaJIbHI KOHLIEHTpAIil (QynBecTpaHTy B
PIBHOBOXXHOMY CTaH1 B IIT€H y IIbOMY JTOCIIIPKEHHI BIMOBIIAIN KOHIIEHTPAIISM Y JOPOCIHX (IHUB.
po3nin «®DapmakokiHeTukay). JKOIHUX HOBUX MHTaHb, MOB’S3aHUX 13 OE3MEKOI0 3aCTOCYBAHHS
UA-8071 Approved May 2026 8



JIKapChKOTO 3ac0o0y, HE BHUHUKIO Y XOJ1 TPOBEICHHS IIHOTO HEBEJIHWKOTO TOCIHIKEHHS, OJHAK
I’ ITUPIYHI JaH1 111e HeIOCTYTIHI.

dapMakoKiHETHKA

BcmokTyBaHHSA

[licns BBemeHHs Jikapcbkoro 3aco0y Dasznmonexc y BHIUIAAI BHYTPIIIHBOM S30BOi 1H’ €Ki
MIPOJIOHTOBAHOT i1 (PyJIBeCTpaHT MOBIILHO BCMOKTYETHCS, & MaKCUMaJIbHA KOHIICHTPAIlis Y TUIa3Mi
KpOBi (Cmax) OCSTAETHCS MPUOIM3HO Yepe3 S5 nHiB. [Ipu pexumi 3acTocyBaHHS JTIKapCHKOTO 3aC00y
®daznmonekc y m031 500 Mr piBHI €KCIO3MINI PIBHOBAKHOTO CTaHy a00 OJM3BKOTO J0 HBOTO
JOCSTAIOTHCS MPOTATOM TEpIIOTO MicsIs JIiIKyBaHHS (cepenHe 3HAueHHS [KoedimieHT Bapiarii
(KB)]: AUC 475 [33,4 %] wur.gai/mia, Cmax 25,1 [35,3 %] wr/mia, Cnin 16,3 [25,9 %] Hr/mn
BIJNIOBITHO). Y PIBHOBXHOMY CTaHI KOHIEHTpalii (yJIBECTpaHTy Y Iia3Mi KpoBi 30epiratoTbCst y
MEXax BiTHOCHO BY3bKOTO Jiana3oHy 13 NPUOJU3HO TPUPA30BOIO PIZHUIICIO MK MAaKCUMAJILHOIO Ta
MiHIMaJIHOIO KOHIIEHTpalisiMu. [licast BHYTpIIIHROM S30BOTO BBEIEHHS B Jliana3oHi 103 Big 50 10
500 Mr ekcrio3ulIlis € TPUOIU3HO MPOMOPIIIHHOIO 0 JTO3H.

Posnmomin
@dynBecTpaHT EKCTEHCHBHO 1 IIBUAKO PO3NOIUIAETHCS. 3HAYHUW YSBHUH 00’€M pO3MNOJIUTYy B

piBHOBaXxHOMY cTaHi (Vdss), 10 CTAHOBUTH MPHUOIM3HO Bix 3 10 5 J/KT, CBIAYUTH MPO MEPEBAKHO
€KCTPaBaCKyJISIPHUI pO3MOIL.

OdynBecTpaHT 3Ha4HOKO Miporo (99 %) 3B’sa3yeThess 3 OuLIKamMu TuTa3Mu  KpoBi. ['onoBHUMH
KOMIIOHEHTaMU 3B’s3yBaHHS € ¢pakiii minonporeiniB myxe HU3bkoi mimbHOcTi (JITTIHIL),
minonporeiniB Hu3bkoi mipHOCTI (JIITHI) 1 minmompoteiniB Bucokoi mimsHOCTI (JITIBLL).
JochimkeHHss B3aeMOil IIOAO KOHKYPEHTHOTO 3B’S3yBaHHs OLIKIB HE NPOBOIWIHNCH. Poib
rio0yiHy, o 3B’ s13y€eThes 13 crareBuMu ropmonamu (I'3CT7), He BcTaHOBIICHA.

biotpancdopmartis

Merabomnizm (ynaBeCTpaHTy IOBHICTIO HE BHUBYEHMM, ajie BKJIIOYAE KOMOIHAII0O YHMCICHHHUX
MOKJIMBUX MeTaOOJIIYHUX HUIAXiB OloTpaHcdopmarlii, IO € aHAJIOTIYHUMM 10 METabOIIYHUX
HUIAXiB OloTpaHcopmalii eHAOreHHUX cTepoiniB. [neHTudikoBaHi MeTaboITH (BKIOYAIOUU
MmetabomnitTi 17-keToH, cyiab(oH, 3-cynbdar, 3- i 17-MI0KypOHia) B aHTUECTPOTCHHUX MOJIENAX €
abo MeHII aKTUBHUMH, a00 IEMOHCTPYIOTh MOJIOHY /10 (yJIBECTPaHTY aKTUBHICTb. JlOCII)KEHHS 3
BUKOPHUCTaHHAM TIIpenapariB MEYiHKU JIIOJUHM Ta PEKOMOIHAaHTHHMX JIOACBKUX (DepMeHTIB
noka3yioTs, Mo CYP3A4 € emunum i3odepmentom P450, mo Oepe ydacth B OKHCIIEHHI
¢dynBecTpaHTy; OJHAK BBAXKAEThCS, L0 in Vivo TepeBaxaloTh He NoB’s3aHi 3 P450 musixu
MeTaboi3my. In vitro aaHi cBiT4aTh, mo GynaBecTpaHT He npurHiuye i3odhepmentu CYP450.

Busenenus
@OynBecTpaHT BUBOJUTHCS MEPEBAKHO y MeTabomi30BaHiil ¢popmi. OCHOBHUHN HIISAX BUBEIEHHS — 3

KaJoM, mpu 1boMy MeHime | % BuBOIUTHCS 13 ceyero. DynBeCTpaHT Mae BHUCOKHH KIIpeHC,
11+ 1,7 Ma/XB/KT, 110 CBIAYWTH MPO BHCOKUN MEYIHKOBUI KoedimieHT ekcrpakuii. KiHueBui
nepio]; HamiBBUBEACHHS (t12) MICIS BHYTPIIIHBROM S30BOTO BBEJCHHS 3QJICKUTH BifJl MIBUIKOCTI
abcopOrtii 1 ctanoBUTH 50 THIB.

Oco6uBI TPYIU NAlli€HTIB

[Ipn nomynsmiiiHoMy (apMakoKiHETUYHOMY aHalli3l JaHWX JOCHIKeHb (a3 3 He BHUSABICHO
BIIMIHHOCTEH y (papMakoKiHETUYHOMY Ipodini (hyJIBECTpaHTy 3 OISy Ha BiK (Iiama3oH Bix 33 10
89 pokiB), macy Tina (Big 40 go 127 xr) abo pacoBy HaJIEKHICTb.

THopywenus ¢ynxyii HUpox
CrymiHp BIUIMBY JIETKOTO a00 TOMIPHOTO TOpYIICHHS (YHKIT HUPOK Ha (PapMaKOKIHETHKY
(bynBecTpaHTy HE AOCSTAE KIIHIYHO ICTOTHOTO 3HAYCHHS.

Topywenus ¢hynkyii nevinku

dapmakokiHeTHKa (yIBECTPAHTY OLIHIOBATACh Y KIIHIYHOMY JOCIHIPKEHHI 3 BUKOPUCTAHHSAM
OJTHOPa30BO1 J03M JIIKAPChKOTO 3ac00y, MPOBEACHOMY 3a YYacTIO JKIHOK 3 JIETKUM Ta TOMIPHHM
nopyuieHHsM ¢GyHKIiT nedinku (knac A ta B 3a Yaitngom — I1°10). 3acTocoByBaiy BHCOKY 03y
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JKapChKOTO 3ac00y sl BHYTPIIITHBOM SI30BUX 1H €KITIA KOpoTmoi TpuBanocTi nii. I[lopiBHsHO 31
3I0POBUMHU 0CO0aMH y KIHOK 3 MOPYLICHHAM (YHKIIi HeuiHKu crioctepiranocs 30uibmenHss AUC
Maibke y 2,5 paza. OuikyeTbes, M0 301IBIIIEHHS KCITO3UIIIT 10 TaKOi BETUYMHHU Y MAIIEHTIB, SIKUM
BBOUThCS Dasnonekc, Oyne noOpe mepeHOCHTHCh. JKIHKM 3 TSDKKMM HOPYHICHHSM (YHKIIi
neuinku (xrac C 3a Yaiingom — [1°10) He omiHIOBAJIHCS.

Ileoiampuuna nonynayis

dapmakokiHeTHKa (yJaBECTpaHTy OIIHIOBAJIACh Y KIIHIYHOMY JOCTIDKEHHI, IPOBEICHOMY 3a
yuactio 30 aAiBUAaTOK 3 HApOCTAIOYMM IIEpeIYacHUM CTAaT€BUM JO3piBaHHSAM, IIOB’S3aHUM i3
cuaapomMoM Mak-K’rona-Onbpaiita (nuB. po3ain «®apmakoauHamikay). TlamieHTH TUTAYOTO BIKY
Oynu BikoM BiJ 1 710 8 pOKiB 1 OTpUMyBajlu BHYTPIIIHBOM S130BO (pynBecTpaHT y 1031 4 MI/KT
momicsns. ['eomerpudHa cepenHs (CTaHAApTHE BIIXWICHHS) MiHIMaJIbHA KOHIIGHTpAIisS ¥y
piBHOBaXXHOMY CTaHi (Cmin, ss) 1 AUCss cranoBwiu 4,2 (0,9) ar/min i 3680 (1020) Hr*roa/mi
BiAMOBiIHO. X04Ya OTpUMaHi JaHI 0OMEXeHi, pIBHOBa)KHI MiHIMAJIbHI KOHIICHTpAIlii QyJIBeCTpaHTy
y IiTeH, IMOBIPHO, Y3TOJUKYIOTHCS 3 TAKUMH Y JOPOCITHUX.

Kuainiuni xapakrepucTuku

Ilokasanna

Da3n0aeKC NOKa3aHUM:

* IK MOHOTEpaIis JJs JIIKyBaHHS MICLEBOIIOIIUPEHOr0 a00 METACTATUYHOTO PaKy MOJIOUHOT 3aJ103U
3 €CTPOTEH-TTO3UTHBHUMH PEIETITOPAMH B KIHOK y TOCTMEHOIIAY31:

- SIK1 paHillle He OTPUMYBAJIH €HIOKPUHHY Teparito, abo

- y pa3i penmauBy XBOPOOM [ Yac YW IICJIsA aj IOBAaHTHOI aHTHECTPOTEHHOi Teparii abo
IIpOrpecyBaHHs XBOPOOH ITiJ] 4aC aHTUECTPOr€HHOI Teparii;

* y xomOiHamii 3 manOommkiiOOM st JIKyBaHHS TOpMOH-penentop-mo3utuBHoro (HR-
MO3UTUBHOT0), HETaTUBHOIO 3a PELENTOpoOM emigepMmaibHoro ¢axropa pocry moaunu 2 (HER2)
MICIIeBOIIOIIMPEHOT0 a00 METacTaTMYHOTO paKky MOJIOYHOI 3aJI03U B JKIHOK, SKI OTPHUMYBAJIA
MIOTIEPETHIO €HIOKPUHHY Teparito (AUB. po3ail «PapMakoanHAMIKaY).

VY XKIHOK y NpeMeHomnay3i abo nepuMeHomnay3i KOMOIHOBaHE JIIKyBaHHs 3 MalOOLMKIIOOM CIij
MIPOBOAUTH B KOMOIHAIIIT 3 arOHICTOM JIOTETHI3yI0YOr0 TOPMOH-PHIII3UHTI0BOro ropmony (JII'PT).

Ilpomunokazanuus

NnepyyTauBICTh 10 10401 peYOBUHU 200 A0 OYIb-5IKOT 3 JOMOMIKHUX PEYOBHUH.

BaritHicTs 1 nakTaris (AUB. po3/ia «3acTOCYBaHHS y MEPioj] BariTHOCTI a00 TOAYBaHHS TPYIIO»).
Tsokka  mewiHKoBa — HeMOcTaTHICTh  (auB.  po3aimu  «OcoOnMBOCTI  3aCTOCYBaHHSI» 1
«DapMaKOKIHETUKAY ).

B3aemooia 3 inwmumu nikapcoKumu 3acovamu ma inuwii 6uou 83acmooiii

HocnimkenHs KiiHiYHOT B3aeMo/ii 3 Migazonamom (cydcrpatom CYP3A4) npoaeMoHCTpyBaio, Mo
¢dbynBectpant He mnpurHiuye CYP3A4. JlocmipkeHHS KIHIYHOI B3aeMomili 3 pubaMITIIIHHOM
(inmykropom CYP3A4) Tta kerokonazonoMm (inribitopom CYP3A4) He mnokazanu KIiHIYHO
3HAUyIUX 3MIH KJipeHcy ¢ynBecTpanTy. Takum 4YHMHOM, /A TAI€HTIB, SIKUM OJHOYAaCHO
npU3HaYeHo QyiBecTpaHT Ta iHridiTopu abo inaykTopu CYP3A4, xopekiis 1034 He TOTpiOHA.

Ocobnueocmi 3acmocyeannsn

daznogekc ciif 3 00epekHICTIO 3aCTOCOBYBATH MAalllEHTaM 3 MOPYILIEHHAM (YHKIIT MEYiHKH BiJ
JIETKOTO JI0 TOMIPHOTO CTYMEHS TSDKKOCTI (muB. po3nimu «Croci® 3acToCyBaHHS Ta J03W»,
«IIporumnokazanus» 1 «DapMakoKiHETHKAY).

daznonekc ¢ 3 00epeKHICTIO 3aCTOCOBYBATH MALlIEHTAM 3 TSHXKKUM MOPYLICHHSM (DYHKIIT HUPOK
(xkmipeHc kpeaTuHiny MeHIie 30 Mir/xXB).

3BakalouM Ha BHYTPIUIHHOM SI30BMH HUIAX BBeAeHHs, Pasznomekc ciix 3  00epexHICTIO
3aCTOCOBYBATH IPH JIIKYBaHHI IMAIIEHTIB, XBOPUX HA TEMOpPAriuHUi JiaTe3, TPOMOOIMTOIEHII0, Ta
TUX, XTO IIPUMMAE aHTUKOATYJISTHTH.
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TpoMOoemOomiuHI peakiii 3a3BHYall CIOCTEPITAIOTHCS Y JKIHOK 3 TMOIIMPEHUM PAaKOM MOJIOYHOT
3a71034 1 OyJIM 3apeecTpoBaHi y KIHIYHUX JOCHIDKEHHSX JiKapchKoro 3aco0y daznonexc (auB.
po3ain «IloGiuni peakmii»). Lle cmia BpaxoByBaTH NpH NpPH3HAYEHHI JIIKAPCHKOTO 3acoly
da3noeKe NaIieHTaM, sKi BXOJIATh J0 TPYIH PU3UKY.

[Ipu BBeneHHi sikapchkoro 3aco0y dazyojekc MOBIIOMILUIM PO peakiiii, MOB’sA3aHl 3 MicCIeM
1H’€eK1ii, BKJIIOYAIOYH imIiac, HEBpAITiio, HeHponaTHuHuil 611k Ta nepudepuyny Heiponarito. Ciixn
JOTPUMYBATUCST 00EPEKHOCTI TPU BBEACHHI JIKapChKOTO 3aco0y Da3inofekc y A0pCOrIiTealbHy
JUIIHKY 4Yepe3 OJM3bKICTh PO3TAlIOBAHOTO HWXKYE CIAHMYHOTO HepBa (auB. po3aimm «Cmocid
3aCTOCyBaHHs Ta 103u» Ta «[10014H1 peakiii»).

He icHye maHMX JOBrOCTPOKOBHX JOCIHIKCHb IOJO BIUIMBY (YJIBECTpPaHTY Ha KicTku. Yepes
MeXaHi3M JIii QyJIBECTPaHTy ICHY€E MOTEHIIMHUA PU3HK PO3BUTKY OCTEOIOPO3Y.

besneka 1 epeKTUBHICTH 3aCTOCYBaHHS JiKapchkoro 3aco0y daszionekc (K MOHOTeparis ado B
KOMOiHaIi1 3 manbonuKIiOoM) MaIlieHTaM 13 KPUTHYHUM 3aXBOPIOBAHHSM BHYTPILIHIX OpraHiB He
JOCTIKYBAJTHCS.

IIpn xkomOiHamii dikapcbkoro 3acody Daznmonekc 13 MNamOOUMKIIOOM JAMB. TAaKOX KOPOTKY
XapaKTePUCTHKY JIKapCHKOTO 3ac00y ManOonukIioy.

Bnnue na oocnioscenns ecmpaodiony 3a 00nomo200 aHmumin

UYepes CTpyKTypHY MOAIOHICTH (yJIBECTPAHTY Ta eCTpamiony (yJIBeCTpaHT MOXKE BIUIUBATH HA
pe3yNbTaTh AOCHIKEHb PIBHS €CTPajioiy, L0 MPOBOASATHCS HAa OCHOBI PEakIlii 3 aHTUTLIAMH, 1
CIPUYUHATH OTPUMAHHS XHOHO ITiIBUIIIEHUX PIBHIB €CTPAIIONy.

Emanon

daznoaexc mictuth 10 % Mac./00. eTaHOMy (CIIUPTY) K JOMOMIXKHY PedoBUHY, TOOTO 10 500 Mr B
OJHIN 1H’eKMii, 0 ekBiBaJeHTHO 12 mul muBa 4M 5 M1 BuHA. Lle Moke HAMIKOJUTH THM, XTO
CTpaX</1a€ B1Jl aJKOTOJI3My, a TaKOX 1€ MOTPIOHO BPAaXOBYBATH IMAlLlI€EHTAM 3 TPYIN BHCOKOIO
PHU3HUKY, 30KpeMa Malli€eHTaM 3 ypaXKeHHSM MEeUYiHKHU Ta eMIeNCi€er0.

benzunosuii cnupm
da3n07eKc MICTUTh OCH3WIOBUHN CIUPT K JONOMI)KHY PEYOBHHY, 1110 MOKE CIPUYUHATH ajlepriuHi
peaxiii.

[leniaTpuyHa MOMyIsILis

da3nogexc He PEeKOMEHAYEThCS JUIsl 3aCTOCYBaHHS AiTAM (BikoM 10 18 pokiB), OCKIIBKM HOTO
O0e3neKky Ta eQEeKTUBHICTh JUId 1i€i BIKOBOI TIpyNHM HE BCTAHOBJIEHO (AMB. pO3ALI
«DapmakoIuHaAMIKAY).

3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoor

JKiHKH penpoOYKTUBHOIO BIKY

[NamieHTKH PEenpoyKTUBHOTO BiKY MOBHHHI BUKOPHCTOBYBAaTH €(DEKTHBHI METOIM KOHTpAaLEemIii
MiJ 4Yac JIKyBaHHS JikapcbkuM 3acoOom dasznogekc Ta MpoTaroM 2 pOKIB TMICis BBEAECHHA
OCTaHHBOI J103U.

BaritHicTh

daznonexkc NPOTUIIOKA3aHWM y mepion BariTHOCTI (auB. posnin «IIporumnokaszanus»). Bymo
MOKa3aHo, M0 (YJIBECTPAHT TPOXOJUTHh dYepe3 IUIAlleHTapHUN Oap’ep TICIas OIHOPA30BOTO
BHYTPIIIHBOM SI30BOT'O BBEJICHHS JIIKAPCHKOT0 3ac00y y LIypiB 1 kpouiB. JlocnipkeHHs Ha TBapUHaX
BUSIBUJIM PEIIPOTYKTUBHY TOKCHYHICTh, BKIIOUAIOUN 3POCTAHHS YaCTOTH aHOMAJi 1 CMepTi Ij10/1a.
Skmo mamieHTKa 3aBariTHiNA y Tepiof JIKyBaHHS JiKapchkuM 3acoboM Dasmonmekc, ii cmix
npoiHGOpMYBaTH PO TMOTEHINHY HeOe3MeKy Ui IUIoJa Ta MOTEHIIMHWM PHU3UK TepepUBaHHS
BariTHOCTI.

I'pyaHE BUTOJIOBYBaHHS

UA-8071 Approved May 2026 11



[lin wac mikyBaHHS JKapChbKUM 3aco0oM Dazyiofexc TrpyJHE BUTOJOBYBAHHS CIiJ TMPUITHHUTH.
@DynBeCTPaHT EKCKPETYETbCA B MOJOKO Yy JAaKTylo4uux miypiB. HeBimomo, 4 BUALISETHCA
(bynBeCTpaHT y rpyJHE MOJIOKO JIOJMHH. 3BayKalOUM Ha MOXJIMBICTh BUHUKHEHHS Y HEMOBJIAT, SIKi
3HAaXOIAThCA Ha TPYIHOMY BHIOJOBYBaHHI, CEpHO3HMX TOOIYHUX peaklid, CHPUYMHEHUX
GbynBecTpaHTOM, TPOTATOM NEpioAy TOMyBaHHS TPYIII0 NPOTHIIOKa3aHE 3aCTOCYBAHHS LHOTO
JKapchKOTo 3aco0y (muB. po3ain «IIpoTunoka3zans»).

DepTUIILHICTD
Brumus nikapcbkoro 3aco0y Pasznojieke Ha GepTUIBHICTD Y JIFOIUHU HE TOCIIKSHUN.

30amuicms enausamu Ha WIBUOKICMb peaKyii npu KepyeaHHi a6mompancnopmom aoo inuumu
Mexanizmamu

da3nonexc He BrUMBae ab0 Mae€ HE3HAYHWH BIUIMB Ha 3/aTHICTh KEPyBaTH TPAHCIOPTHUMHU
3aco0aMy Ta MpAIfOBaTH 3 IHIMMMU MexaHi3MaMu. OjHaK, OCKUIbKH TPH JIIKYBaHHI JIKapCHKUM
3aco0oM DazioAeKc MOBIIOMIISIIOCS PO Ty’Ke YacTi BUMAJKHU acTeHIil, MaIli€eHTaM, y SKHUX ITiJ1 9ac
KepyBaHHS TPAaHCHOPTHUMHU 3acobamMu abo poOOTI 3 IHIIUMHU MeXaHi3MaMH PO3BHUHYJIACAd L
noOiYHa peakiis, CIIiJ JOTPUMYBATHCS 00EPEKHOCTI.

Cnoci6 3acmocysannsa ma 0o3u

2 !03 YBAHHS

Jlopocni scinku (6xnrouaroyu ocio 1imubo2o 6iKy)

PexomennoBana go3a craHoBuTh 500 Mr, SIKy 3aCTOCOBYIOTH 3 IHTEPBAJIOM OJMH MICSIb, Yepe3 Ba
THOKHI TICJIA IepIIoi iH €K1l BBOAUTHCS JoaaTKoBa jg03a S00 mr.

[Ipu 3acTocyBaHHi Jikapcbkoro 3aco0y daznomekc y koMOiHAIii 3 MamOOIUKIIOOM TaKOX JUB.
KOPOTKY XapaKTEepUCTUKY Nan0OIMKII0y.

XKinkam y npe-/mepuMeHonay3aibHUil Nepioj nepej NoyaTKkoM Ta Mijf 4ac KOMOIHOBaHOI Teparii
JmiKapchbkuM 3acoboMm  dDaznmogekc Ta mNamOoouukiaiooM crming 3actocoByBaTd aronictu JITPI
(JIFOTETHI3yI0UOr0 TOPMOHY PUIII3UHT-TOPMOHY) BIJIIMOBIHO 10 JOKAJIbHUX CTaHAAPTIB KIIHIYHOT
MPAKTHKH.

Oco0JIMBI I'PYIIM HALECHTIB

Topywenns ¢ynryii Hupox

Jlns mainieHTiB 13 MOpPYWEHHSIM (YHKIIi HUPOK BiJ JIETKOTO JO TMOMIPHOTO CTYIEHS TSKKOCTI
(xmipeHc KpeaTuHiHy > 30 mi/XB) KOpuryBaTu 103y He mNoTpiOHO. EdextuBHicTh Ta Oesneky
JKapCchKOro 3aco0y He OLIHIOBATIM Y MALi€HTIB 3 TSXKKUM MOPYIIEHHSAM (QYHKLII HUPOK (KIipeHc
KkpeaTuHiHy < 30 MJI/XB), TOMYy TakuM TMalli€HTaM JIKapchbKui 3acid ciif 3acTOCOBYBaTH 3
obepesxkHicTio (AuB. po3ail «OcoOIUBOCTI 3aCTOCYBAHHS).

Topywenus ¢hynkyii nevinku

Jlns marieHTiB 3 MOPYIIEHHSAM (YHKII{ MEYiHKU Bif] JIETKOTO O MOMIPHOTO CTYNEHS TSXKKOCTI
KOpUTYBaHHSI 103U He moTpioHO. OpHak TakuM mariieHTam dasznojexc Cimijg 3acTOCOBYBaTH 3
00EpPEeXKHICTIO 3 OISy Ha MOXKIIMBE 3pOCTaHHA eKcrno3ulii ¢ynsectpanTy. JlaHi 1m10/10 MalieHTIB 3
TSOKKUM MOPYIICHHAM (pyHKLIT MediHKu BiACYTHI (AuB. po3aum «lIpotunokazanus», «OcobImuBoCTi
3acTOCyBaHHA» 1 «DapMaKOKIHETHKAY).

Cmocib 3acTocyBaHHS
da3nofeKkc CliJ BBOAUTU y BHUIJISAL JBOX MOCIIJOBHHX MOBUILHUX (1-2 XBWJIMHU Ha 1H’ €KIIiIO),
BHYTPIIITHBOM ’SI30BUX 1H €KITIN 110 5 MJI, TIO OAHIN Y KOXKHY CIIHHINO (JOPCOTITIOTCANIbHY AUISTHKY ).

Crnin  nmoTpumyBaTHCs OOEpeXHOCTI TMpH BBEACHHI JiIKapchbkoro 3aco0y dasmonmekc y
JOPCOTIIIOTEAIbHY JTUISTHKY Yepe3 OJM3bKICTh PO3TAIIOBAHOTO HUXKYE CIIIHUYHOTO HEPBA.

IHCTDVKHi?I JJI1 BBEACHHSA
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Jlikapcbkuit  3acid  cimig  BBOAWTH — BIAMOBIAHO JO  MICIIEBUX  TpaBWUJI  IPOBEICHHS
BHYTPIIIHBOM SI30BUX 1H €KIIIH BEJIUKOTO 00’ €My.

[TPUMITKA. UYepe3 OMu3bKICTh pPO3TAIIyBaHHS CIIHAYHOTO HEpBAa CIiJ JOTPUMYBATHUCS
00EepeKHOCTI MPH BBEJIEHHI JIIKapChbKoro 3aco0y PasiofeKkc y JAOpCOTIIOTEeaNnbHY AUISHKY (IMB.
po31i1 «OCcoOIMBOCTI 3aCTOCYBAHHS ).

3acmepesicennsa: HE CTEpUIII3yBaTH B aBTOKJIABI Oe€3MEUHy TOJIKY (BKPUTY KOBINAUKOM MiAIIKIPHY
roaky «BD SafetyGlide™) nepen BUKOpUCTaHHSIM.
YHponoBX ychOro yacy BUKOPUCTAHHS Ta BUAAJICHHS PyKU MOBUHHI 3HAXOIUTHUCS 10321y TOJIKH.

J1y1s1 KOYKHOTO 3 ABOX IITIPHIIIB:

* BuTarnytd CKISHMA UWIHAP MIOpUna 3 KapTpumka i Pucynoxk 1
MEePEBIPUTH, UM BiH HE TOIIKOKEHHUH. A
* Binkputu 30BHIIIHIO yNakoBKy Oe3nednoi ronku («BD

SafetyGlide™).

* Po3umHM s mapeHTEpaTbHOrO  BBEIEHHS — Tepen
3aCTOCYBAaHHSM CIIiJ] TEPEBIPUTHU Bi3yaJlbHO HA HAsBHICTb
TBEPAMX YaCTUHOK 1 3MiHU KOJBOPY.

* Tpumaru mmpur pedpucroro yactuHow Bepx (C). Inmioro
PYKOIO B3ATH KOBMAa4YOK (A) 1 00epeXHO HaXWJSATH Hazaj i
BIIEpE]] 10 TUX Tip, KOJIM KOBIAYOK BiJ €IHAETHCA 1 HOTrO
MOXXHa OyJie 3HATH, He KpyTUTH (IUB. puc. 1).

T, X
NE

Pucynok 2

A
* 3HATH KOBHAUOK (A), pyxarouu Horo y HanpsMKy BBepX. Jlis
30epekeHHs CTEPUIILHOCTI HE TOPKATHCS HAKOHEYHHKA

mmpuna (B) (quB. puc. 2).

o3

B

* Ilpuennatu Oe3neuyHy roiky Jo Hacagku Jloepa 1 Pucynok 3
MPOKPYTHUTH 0 IIJIBHOTO MPWIATaHHs (IUB. puc. 3).

* IlepeBiputu, o0 ronka Oyna 3aKpiruieHa Ha HAKOHEYHUKY
mmpuna Jlroepa, mepen MNepeMillleHHSIM 3 BEPTUKAIbHOI
TUTOIIHHH.

* BuTarHytu 3axuUcHMH KOBIQYOK 3 TOJIKM MpsMO, II100
YHUKHYTH TTOIIKO/DKEHHS KIHYMKA TOJIKH.

* Habnu3uTH 3amoBHEHUH ITPUILL A0 TOUYKH BBEJCHHS.

* 3HSTH 3 TOJIKH KOBITAYOK.

* BunanuTu 31 mmpuna HauIMIoK HOBITPSL.

* BBoiMTH NOBUJIBHO BHYTPIIIHBOM 513080 (12 PrcyHok 4
XBUJIMHH/1H €KIII10) Y CITHUIO (OPCOTIIIOTEATbHY TUISTHKY ).

J11g 3py4HOCT1 KOPUCTYBaya 3pi3 TOJIKU MTOBUHEH OyTH

HanpaBJICHUH Ha TUIeYe BaXens (IuB. puc. 4).

* Onpa3sy Ticis BBEAEHHS iH’€KIlii HATUCHYTH OJHUM MalbIEM PrACYHOK 5

Ha IUleye BaXkels, 00 aKTUBYBATH 3aXUCHUU IOPLUIHEBHH
MEXaHI13M (ZIUB. puc. 5).

[MTPUMITKA. TIpu akTuBaIlii TPUMATH TOJIKY HAIpaBJICHOIO Y
01k Bix ceOe Ta iHmmXx. [IpucimyxaTucs 10 KiIamaHHs Ta
Bi3yaJIbHO MEPEKOHATHCS, 1110 KIHYUK TOJIKA OBHICTIO
3aKpUBCS.
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Vrunizamis
[TonepeHpO 3aMOBHEH1 MIMPUI MPU3HAYCH] TUIBKHU JJI1 OTHOPAa30BOT0 BUKOPHCTAHHS.

Ileir mikapchkui 3acid MOK€ CTAaHOBUTH HeOE3NeKy JJIS BOJHOTO cepenoBuina. bynb-skuit
HEBUKOPUCTAHUHN JIIKAPChKUI 3acid abo #oro BiAXoau HEOOXiAHO YTHIII3YBaTH BiAMOBIIHO [0
MICIIEBUX BAMOT.

Himu

besneka Ta epeKTUBHICTH 3aCTOCYBAaHHS JIIKAPCHKOTO 3ac00y Da3ioaeKce IiTSM BiJl HAPOIKEHHS 10
18 pokiB He BcTaHOBIEHI. JlOCTymHMX Ha CBOTOJIHI JaHMX, IO OINHKCaHI B PO3JAUIaX
«®DapmakokineTnka» i «DapMakoaMHaMiKa», HEJOCTATHBO, 00 BCTAHOBUTH PEKOMEHIAMIi 11010
J03YBaHHS JITSM.

Ilepeoo3ysannsn

€ oKpeMi TIOBIIOMJICHHS PO BHITAJIKU MTEPEI03yBaHHS JTiKapchbkoro 3aco0y dasnoaekc y moaeit. Y
pa3i mepeno3yBaHHS PEKOMEHJY€ThCSl MPOBOAUTH CUMITOMATHYHE MiATPUMYBAJbHE JIIKYBAaHHS.
JlocimipkeHHsT Ha TBapHHAX BKa3ylOTh Ha BIIACYTHICTH €(EKTiB BUIIMX 1103 (DyJIBECTpaHTY, OKpIM
THUX, 1110 0e3110cepeIHbO YK ONOCEPAKOBAHO OB’ A3aH1 3 aHTHECTPOT€HHOIO JI€10.

Ho6iuni peakuii

PesroMe nipodisiro 6e3nexu

Monomepanisn

Y 1mpoMy po3niii HaBeACHO 1H(OPMAIIIO IIOA0 BCIX MOOIYHMX PEAKIlii, IMOBITOMIICHHS PO SKi
OTPUMAHO 3 KJIIHIYHUX JIOCHI/DKCHb, IMICIAPEECTPAIHHUX JIOCHIPKeHh a00 CIOHTaHHUX
noBizomsieHb. B 00’eananiit BUOipIi AaHUX MOHOTepamii (yJIBECTPAHTOM MOOIYHUMH pPEaKIlisiMH,
Ipo SIKI MOBIIOMJISIETbCS HaifuacTile, € peakiii y MICIi 1H €Ki, acTeHis, HyA0Ta Ta 30UIbLICHHS
PiBHIB NEeY1HKOBHUX (bepMeHTIB (AJIT (amaninamiHoTpaHcdepasa), ACT
(acmapramaminoTpaHcdepasa), JID (imyxHa pocdarasa)).

VY tabnuui 5 3a3HauyeHi KaTeropii 4acTOTH BUHUKHEHHS MOOIYHMX peakuiid Oynu po3paxoBaHi Ha
MiJCTaBl JaHUX I'PYNHU JIIKYBaHHS JiKapcbkuM 3aco0oM Pasnoaekc 500 Mr 3 00’eTHAaHOTO aHaANI3y
Oe3rexku A0cTiKeHb, ae nopiBHoBamucs dazmonekc 500 mr ta daznogexkc 250 mr [CONFIRM
(mocmimxennss  D6997C00002), FINDER 1  (mocmimkenns D6997C00004), FINDER 2
(mocmimkenass D6997C00006) ta NEWEST (mocmimkenns D6997C00003)], abo x 3 OKpemoro
nocmijpkenHss FALCON (mocnimkenHs D699BCO00001), y skomy nopiBHIoBanucs Pasnonekc
500 mr Ta anactpo3on 1 Mr. Skio yactora noOIYHUX peakuii y 00’ eJHaHOMY aHaJli31 Oe3MeKu Ta y
FALCON BigpizHsanaca, To Opanu HaiBuiry yactory. Yacrota y HaBeaeHid Tabmumi 5 Oyrna
BH3HAYEHA Ha IMiJICTaBl JaHUX MO0 YCIX MOBITOMJICHHX MOOIYHUX PEaKITiii, HE3aJIeKHO BiJl OI[IHKH
JOCIITHUKOM HPUYMHHO-HACIIAKOBOIO 3B’s13Ky. MeiaHa TPUBAJIOCTI JIIKYBaHHS (pyJIBeCTpaHTOM
500 mr B 00’emHaHii BUOIPI HaHUX (30KpeMa B HaBEACHUX BUIIE JOCTIDKCHHSIX Ta JOCIIHKEHH]
FALCON) cranoBuna 6,5 MicsIis.

Ilepenik noOIYHUX peakIiii v BUMJIsLIl TaOiauIl

Haseneni Hmxue moOivHi peakiii kjacu(ikoBaHi 3a YaCTOTOIO Ta KJIacaMH CHCTeM oprais. [ pymnu
3a 4aCTOTOI BU3HAUEHO 3TITHO 3 TaKUMH KpuTepisMmu: ayxe dacto (> 1/10), wacro (> 1/100 mo
< 1/10), mewacto (= 1/1000 mo < 1/100). ¥ mexax rpynu 3a 4acTOTOIO IMOOIYHI peakilii 3a3HaYeHO Yy
MOPSIIKY 3MEHIIEHHS iXHbOT CepHO3HOCTI.

Tabmuus 5. [ToOivHi peakiiii, Mpo sAKi MOBLAOMIIAIOCS Y MAIIEHTIB MiJ] 4aC MOHOTEpAaIlii JiKapChbKUM
3acooom Dasonexc

[ToGiuni peakuii, kjacuikoBaHi BiAMOBIAHO 10 YaCTOTH 1 KJIaCy CUCTEM OpraHiB

Iadexuii Ta iHBa3ii Yacto [HdexIii ce40BUBIIHUX NUISIXIB

3 60ky kpoBi Ta jJimparuanoi | Yacto 3HWKEHHS KUTBKOCTI TPOMOOIIUTIB®
CUCTeMH

3 60Ky IMyHHOI CUCTEMU Jlyxe gacTo Peakii rinepuytnmBocTi®
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Heuacto AHadirakTH4HI peakiii
3 00Ky MeTabomizMy Ta Yacto AHopexkcis?
Xap4yyBaHHS
3 60Ky HEpBOBO1 CUCTEMHU Yacto ["onoBHUM O171h
3 O0OKy cyauH Jyxe yacTo [Tpuniausu®
Yacto Benosna tpomboembo0tisn?
3 OOKy TpaBHOI'O TPAKTy yxe gacTo Hynora
Yacto bmroBanns, niapes

3 00Ky MeYiHKH Ta
’KOBUOBHBITHUX ILISAXIB

Hyxe gacto

[TinBuIeHHs piBHIB MEYIHKOBUX (DEpMEHTIB
(AJIT, ACT, JI®)*

Yacto ITinBuieHHs piBHIB O1TIpyOiHY?
Heuacto [TeuinkoBa HemocTaTHicTs® |, remarut’,
TT1IBUILICHHS PIBHIB rrTt
3 Ooky mikipu Ta miamkipaoi | Jlyxke gacto Bucun®

KJIITKOBUHU

3 OOKy CKeleTHO-M 30BO1

Jyxe gacto

Binb y cyrno6ax Ta cKeIeTHHX M’si3ax’

CUCTEMH Ta CHOJIYYHOI Yacro binb y ciuni®

TKaHUHU

3 60Ky penpoIyKTUBHOL Yacro Barinanbna kpoBoTeya®

CHCTEMH Ta MOJIOYHHUX 3a5103 | Hewacro Barinanpuuii kaugunos', neitkopes’
3aranpHi po3ianu Ta ctann y | Jlyke 9acto Actenis®, peakii y Micii in’ekiii®
MicIli BBeJIeHHS Jlikapcbkoro | Yacro [Tepudepuyna Heriponaris®, inriac®
3aco0y Heuwacro I'emoparii y micui in’exiii’, remaromu y

c,f

Micti in’exii’, HEBpAJITisA

# BruiroueHo moOiyHi peakiii, s sIKUX 3B’S30K 13 JiKapchbKuM 3acobom Da3znoaexc He Moxke OyTH
BCTaHOBJICHUH Yepe3 OCHOBHE 3aXBOPIOBAHHSI.

® Tepmin «peakmii y micui in’exiii» He BKIOYac B cebe TepMiHH «reMoparii y Micmi il exmii» i
«reMaToMa y MICII 1H €KI11», «11Iiac», «HEBpaITisny, «repudepruuHa Helponartis».

¢ Peakiis He cmoctepiranacs y Benukux kiiHivHUX nociipkeHHsx (CONFIRM, FINDER 1,
FINDER 2, NEWEST). Yacrora Oyna po3paxoBaHa 3 BHKOPHCTAaHHSIM BepxHbOi Mexi 95 %
JIOBIPYOTO 1HTEPBAy JJIsl OLIIHKK TOuku. BoHa po3paxoByBanacs sik 3/560 (me 560 — 1e KIIbKICTh
MAIIEHTIB Y BEJMKUX KIIHIYHUX JOCTIIKEHHSX ), IO BIJMOBI/Ia€ 4YaCTOT1 KATETopii «HEeUacToy.

4 Bkirouae apTpasIriro Ta MEHIT YacTo — M’ A30BO-KiCTKOBHIA 6ilTb, Mianrito Ta 6i1b y KiHIiBKaX.

¢ IcHYIOTh J1esKi BIIMIHHOCTI MK 4acTOTO MOOIYHMX peaklii y BIJMOBITHUX KAaTEropisx LI0A0
00’ equanux maHux 3 Oesmexu ta mocuimkeaai FALCON.

"To6iuni peaxuii ne coctepiranu B gocnimxenai FALCON.

Onuc okpeMux Mo6iuHUX PeaKilii.

HaBenenuit Hiwkde onuc 06a3yeTbcs Ha aHami3i Oe3mekd rpynu 3 228 malieHTOK, sKi OTpUMAalU
moHaimenie oaHy (1) mo3y dynBectpanty, Ta Tpynu 3 232 MaI€EHTOK, SKI OTPUMAJH
moHaiiMentie onHy (1) no3y anactposoiny B pociikenHi ¢pazu 3 FALCON.

binv y cyenobax ma xicmrkoso-m’azoeutl 6ine

3a nanumu gocaimkenHss FALCON, KifgbKiCTh Malli€HTIB, SKi HOBIIOMWIM Mo OUIb y cyriodax Ta
KICTKOBO-M’si30BUid O11b, cTaHoBUia 65 (31,2 %) Ta 48 (24,1 %) npu npuitomi QynBecTpanTy Ta
aHaCTPO30Jly BIANOBiAHO. [3 65 mamieHTOK, siki oTpumyBanu Pasznoxaekc, 40 % (26/65) nmarieHTOK
BiIMIYaJId CYIJIOOOBUH Ta KICTKOBO-M S30BHi O1J1b BOPOAOBXK MEPIIOr0 Micslls JTiKyBaHHs, 66,2 %
(43/65) manieHTOK — BIPOAOBXK MEPIIMX 3 MicALIB JiKyBaHHS. JKoJIeH 3 Malli€eHTiB HE TOBITOMIISB
npo Bumanku cryneHs >3 3a CTCAE abo mpo Bumaaku, mo mnoTpeOyBaau 3HUKEHHS JI03H
JKapCchKOro 3aco0y, THMYacOBOTO NMPUIHMHEHHS NpUiloMy ab0 BiAMIHU JIIKYBaHHS JIIKapCHKUM
3acO000M Y 3B’SI3KY 3 ITUMU TOOIYHUMH PEAKIIISIMHU.

Kombinosana mepanis 3 narboyuxnioom

3aranebHuil ipodisne Oe3neku ¢yIBECTpaHTy MPH 3aCTOCYBaHHI B KOMOIHAINI 3 MaJIOOIUKIIIOOM,

IpyHTY€ETbCs Ha naHux 517 namientok i3 HR-nozutuBauM, HER2-HeraTuBHUM MiCIIEBONIOIIMPEHUM
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a00 MeTacTaTUYHHUM PaKOM MOJIOYHOI 3a103U B paHaoMizoBaHomy nociuimkeHHi PALOMA3 (nuB.
po3nin «®apmakoauHamikay). Haitbinem mommpenumu (> 20 %) moOIiYHUMHU peakIissMu OyIb-
SIKOTO CTYTIEHS, TIPO SIKI MOBIIOMJISIIOCS B TAIIIEHTOK, SIKI OTPUMYBAJIK (pyIBECTpaHT y KOMOiHAITT 3
nanbonukiaioom, Oynu HEHTpomeHis, NeiikomneHis, iH(eKIii, BToMa, HyJI0Ta, aHEMis, CTOMATHT,
niapes, TpoMOouuToneHid 1 6oBanHs. HaiiGibi nomupenumu (> 2 %) no6iYHUMH peakiisMu > 3
CTymeHss Oynu HEUTpomeHis, JielkomneHis, iHdekmii, anewmis, miaBumeHHs piBHt ACT,
TPOMOOILIUTOIIEHIS Ta BTOMA.

VY Tabnuii 6 HaBeACHO JaHi o MOOIYHI peakilii, o Big3Havanucs B gociipkenHi PALOMAZ.
Meniana ikyBaHHsS ~ (ynBecTpaHToM craHoBWiaa 11,2 micsngs  y  rpymi 3aCTOCYBaHHS
dynBectpanTy + nanborukiaioy ta 4,8 Micslsg y Tpymli 3acTOCYBaHHS (yJIBECTpaHTy + Turane6o.
CepenHsi TpUBAIICTh JIIKYBaHHS NajlOONMKIIOOM y Tpymi 3acToCyBaHHA (yJIBECTpaHTY +
nanbonuknioy cranoBuia 10,8 micsiis.

Tabmuus 6. [To6iuni peakii 3a qanumu gociimpkeaHs PALOMA3 (N = 517)

®daznonexc + [Manbormkinio| daznonekc + mianedo

Kiac cucrem opranis (N = 345) (N=172)
Yacrota VYci cryneni| Cryniab > 3 VYei Cryminp > 3
Tepmin nepeBa)XHOTO BUKOPUCTAHHS" n (%) n (%) CTYIIEHI N n (%)
(%0)

[ ekl Ta napa3uTapHi 3aXBOPIOBAHHS
V{yoice uacmo

Iadekuii® 188 (54,5) 19 (5,5) 60 (34,9) 6 (3.5
[Topymenns 3 60Ky KpoBi Ta JJiMpaTHIHOT CUCTEMHU
/[yorce uacmo

Heiitponenis® 290 (84,1) | 240 (69.,6) 6 (3.5 0

Jleiikonenis® 207 (60,0) | 132 (38,3) 9,2 1 (0,6)

Anemis® 109 (31,6) 15 (4,3) 24 (14,0) 4(2,3)

Tpom6ouuTOneHis 88 (25.5) 10 (2,9) 0 0
Heuacmo

@eOpuiibHa HEUTPOTIEHIs 3(0,9 3(0,9 0 0

[lopy1ieHHs 3 00Ky 0OMiHY PEYOBHH 1 XapuyBaHHS

/[yorce wacmo
[ToripiieHHs aneTuTy 60 (17,4) 4 (1,2) 18 (10,5) 1 (0,6)
[TopyieHHs 3 00Ky HEPBOBOI CUCTEMH

Yacmo
Jlucresist 27 (7,8) 0 6 (3,5) 0
[TopyuieHHs 3 60Ky OpratiB 30py
Yacmo
ITifBHIIIEHE CILO30BUIIIICHHS 25(7,2) 0 2(1,2) 0
HeuitkicTb 30py 24 (7,0) 0 3 (L7 0
Cyxictp oueit 15 (4,3) 0 3(1,7) 0
[lopy1ieHHs 3 00Ky opraHiB AMXaHHS, TPYJHOI KJIITKH Ta CEPEAOCTIHHS
Yacmo
HocoBa kpoBoTeua 25(7,2) 0 4(2,3) 0

Poznaan 3 60Ky IUTYHKOBO-KHIIIKOBOT'O TPAKTY

/[yorce uacmo

Hynota 124(359)| 2(0,6) [53(30.8)] 1(0,6)
Cromatut® 104(30,1) | 3(0,9) |24 (14,0) 0

Tliapest 94 (27,2) 0 35(20.3)]  2(1,2)
BitoBanHs 75 (21,7) 2(0,6)  [28(163)] 1(0,6)

[TopymienHs 3 00Ky MIKIpH Ta MAMKIPHOT KIIITKOBUHU
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/[yorce uacmo

Anornenis 67 (19,4) He 11(6,4) He
3aCTOCOBYETHCS 3aCTOCOBYETHCS
Bucun" 63 (18,3) 3(0,9) 10 (5,8) 0
Yacmo
CyXICTh HIKIpH 28 (8,1) 0 3(1,7) 0

3aranpHi MOPYIICHHS T4 PEAKIIil B MICIIl BBEJICHHS
/[yorce uacmo

Broma 152 (44,1) 9(2,6) 54 (31,4) 2(1,2)

JInxomanka 47 (13,6) 1(0,3) 10 (5,8) 0
Yacmo

AcreHis 27 (7,8) 1(0,3) 13 (7,6) 2(1,2)

Pe3ynbpTaTu 7a00paTOPHUX JTOCIIKEHb
/[yorce uacmo

[Tinumienns pisus ACT 40 (11,6) 11 (3,2) 13 (7,6) 4(2,3)
Yacmo

[Tinsumienns pisas AJIT 30 (8,7) 7(2,0) 10 (5,8) 1 (0,6)

AJIT — ananinaminorpancdepaza; ACT — acmapraraminoTrpancdepasza; N/n — KUIBKICTh

MAIiEHTIB.

4 3aznauyeno nepeBaxkHi TepMminu (I1T) ans peaxuiit 3rigno 3 MedDRA 17.1.
®Vei [T, mo nanexats 10 knacy «Indekuiiiai Ta mapasuTapHi 3aXBOPIOBAHHSY.
¢ Heitponenis Bkiatouae Taki [1T: HelTporeHis, 3HUKeHa KUTbKICTh HEUTpOodimiB.
4 JTeitkomenis BriroUae Taki I17T: eHKOMeHis, 3HMKEHA KUTbKICTh JICHKOIUTIB.
¢ Amemis Bkmowae Taki [IT: aHewmis, 3HIKEHHS piBHA TeMOTJOOIHY, 3HMKEHHS pIiBHSA
TeMaTOKPUTY.
fTpom6oruronenis Brimoyae Taki [1T: TpoMGOUUTONEH S, 3HUKEHA KiTbKICTh TPOMOOIHUTIB.
¢ Cromarur Bkitouae Taki [IT: adTo3Huil cromMaTuT, XEHMIIT, IJIOCUT, TJIOCOAMHIS, BUPA3KH B
pPOTOBIf MOPOXKHMHI, 3amajeHHs CIU30BUX OO0OJOHOK, OLIb Yy pOTOBIH IMOPOKHUHI,
opodapuHreaqbHul AMCKOMMOPT, opodapuHreabHU O61J1b, CTOMATHUT.

Bucun Britouae Taki IIT: Bucum, makynonanmyiabO3HMH BHUCHII, BHCHUII 31 CBepOekeM,
€pUTEeMaTO3HUI BHCHII, MAIyJbO3HUIA BHCHUI, EPMATHT, BYTPEMOAIOHUI EPMATHT, TOKCHYHI
HIKipHI BUCHIIH.

Onnc okpeMux MoOIYHUX peaKIii

Heumponenis

VY nocnimxenni PALOMA3, y sxoMy 3acTOCOBYBaiu (hyJIBECTPAHT Yy MOEIHAHHI 3 TAJIOOMKIIO0M,
MOBIIOMJISUIOCST TIPO  HeWTpomeHito Oyab-skoro crynens y 290 (84,1 %) mnamieHris, mpo
HenTponeHito 3 crymens — y 200 (58,0 %) mamienriB, a npo HedTponeHito 4 crymneHs — y 40
(11,6 %) marienTiB. Y rpymi 3acTocyBaHHs ¢yiBecTpaHTy + miaanebo (n = 172) moigomisiocs
npo HeirponeHito Oyab-skoro ctyneHs B 6 (3,5 %) namientis. [Ipo Bumaaku Heitponenii 3 1 4
CTYIEHs y TpyIi 3acTocyBaHHs (pyJBeCcTpaHTy + Iuianedo He MOBiTOMIISIIOCS.

VY mnamieHTiB, sKi OTpUMyBaiu (yJBECTpaHT y KOMOiHauii 3 mamOouMKIiOOM, MeliaHa yacy J0
MIEPILIOTO eMi30y HelTporeHii ctanoBuia 15 nHiB (miana3zon: 13—-512 gHiB), a MeiaHa TPUBAIOCTI
HelTponeHii crynens > 3 craHoswia 16 auiB. Y 3 (0,9 %) naiienTis, sKki OTpUMyBaiu QyJIBECTPAHT
y KoMOiHalii 3 TanOoMKII00M, MOBIJOMIISIIOCS PO BUMAAKU (PeOpUIbHOT HEUTPOMEHi.

[ToBigOMIICHHS PO MiI03PIOBaHi MOOIYHI peakilii

[ToBimomieHHs Tpo MOOIYHI peakiii MiCs PeecTpallii JJIKapChKOro 3aco0y Ma€e BaXJIMBE 3HAYCHHS.
Ile nmae 3Mory mpOBOAUTH TMOCTIHHUM MOHITOPUHI CIIBBIIHOIIEHHS KOPUCTBH/PU3UK MPH
3aCTOCYBaHHI IIBOTO JIIKAPChKOTo 3aco0y. MenuunuM Ta ¢GapMarieBTHYHUM TpaIliBHUKAM, & TaKOXK
naiieHTaM  abo iXHIM 3aKOHHUM MPEICTAaBHUKAM CIiJ TOBIJOMIISITH TMPO YCi BUMAJIKH
MIIO3PIOBAHUX MOOIYHUX peakIlii Ta BiACYTHOCTI €(QEKTHBHOCTI JIKapChKOro 3acoly dYepes
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ABTOoMatu3oBany  iH(dopmariiiHy  cucreMy 3 ¢apMakoHarUIIy 32 IOCHJIAHHSIM:
https://aisf.dec.gov.ua.

Tepmin npuagaTHocTi
4 poku.

YmoBH 30epiranus

30epiratu npu Temmneparypi Big 2 o 8 °C.

30epiraTy y HEIOCTYITHOMY JJISL IITeH MicCIIi.

30epiraTu monepeIHbO 3aI0BHEHI IIMTPUIIM B OPUTiHATBHIN yIaKOBII I 3aXUCTY BiJ] CBITJIA.

TemnepatypHi KoJMBaHHS 1032 Aiana3oHoM Bix 2 10 8 °C moBuHHI OyTH oOMexeHi. [Ipu mpomy
cItif yHukaTu 30epiranss npu temneparypax sumie 30 °C i He nepeBuiyBaTu 28-1€HHOTO Tepioay,
IIPU IKOMY CEpeIHsl TeMIlepaTypa 30epiraHHs JKapCchbKOTO 3aco0y cTaHOBUTH HIbk4e 25 °C (ane
Bumie 2-8 °C). Ilicns KoJMBaHbP TeMIIEpaTypu JIKApChbKUI 3acid TMOBMHEH OyTH HeraiHO
MOBEPHYTHH Y PEKOMEHIOBaH1 YMOBH 30epiranHs (30epiranHs i TpaHCIIOPTYBaHHS B XOJIOAUIbHUKY
npu temmepatypi Binm 2 mo 8 °C). TemmeparypHi KOJMBaHHS YMHATH KyMYJISITUBHUH e(deKT Ha
SKICTh JIIKAPCHKOT0 3ac00y, 1 28-1eHHMII epio/1 HE MOBUHEH MEPEBUILYBATHCS IPOTATOM 4-piyHOTO
TEPMiHYy HTPUIATHOCTI JiKapcbkoro 3acody ®aszmoxexkc. BrmmB temneparyp Hmwkue 2 °C He
MPU3BOAUTH O TOIIKO/KEHHS JIKapCchbKoro 3aco0y 3a YMOBHM, IIO JIKApChKUU 3acid He
30epiraetscs mpu Temnepatypi Hmxae —20 °C.

HecymicHicTn
OCKiTbKH AOCTIIKEHHSI CyMICHOCTI BIJICYTHI, IIe¥ JIKapChbKui 3aci0 He ciif 3MIIIyBaTH 3 1HIIUMU
JKapCHKUMHU 3aCO0aMHU.

Ynakoska

I[Io 5 M po3uMHy B MONEPEIHBO 3alOBHEHOMY CKJISHOMY UIMNPHUII 3 KOHTPOJIEM MEPIIOro
BIIKPUTTS; MO 2 MONEpPEeJHbO 3alOBHEHI HIMPHUIM B KOHTYPHIM YapyHKOBiM ymakoBIi 3 JBOMa
6esneunnmu roikamu «BD SafetyGlide™»; mo 1 koHTypHiil YapyHKOBi yHakoBIlI B KapTOHHIN
KOpoOL11i 3 MapKyBaHHIM YKPaiHCBKOIO MOBOIO.

Kareropis Binmycky
3a perientom.

Bupoouuk
Actpa3eneka FOK Jlimiten.

Micue3HaxoaxeHHs BHUPOOHUKA TA ajgpeca Micusi IPOBAZKeHHsI HOro AislJIbHOCTI
Cink Poan biznec Ilapk, Makkicohing, SK10 2NA, Benuka bpuranis.

JlaTa 0CTAaHHBOIO MeperJasiay
23.03.2026
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