IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

ABacTHuH ®

(Avastin®)

Cknao:
ditoua peuosuHa: bevacizumab;

1 dbmakoH (4 MJT KOHLIEHTPATY [JIs PO3YUHY A iHby3iit) mictuth 100 Mr (25 mr/mn) 6eBaruzymady
abo

1 dbnakoH (16 M1 KOHIEHTPATY OISt pO34YuHy s iHQy3iit) mictuth 400 Mr (25 mr/mi) 6eBanu3ymady;

donomidicHi peuosuHU: ®,-TPeraao3u gurimpaT; HaTpito gurigpodocdat, MOHOTiApAT; HATPilO
rigpodocdat 6e3BoguuUM; momicopdat 20; Boga [ iH' €KITIHA.

JIikapcbka ¢opma. KoHIleHTpaT A7 PO3YUHY A7g iHY3iid.

OcHoeHi (pi3uko-ximiuHi 81acmusocmi: mpo3opa abo omaseciieHTHa piguHa, 6e306apBHa abo CBiTIIO-
KOPHUYHEBOTO KOJILOPY.

(I)apMaKOTepal'IeBTI/I'-IHa rpyma.

AHTHHeOIIaCTUYHi 3aco0u. MOHOKIOHaIbHI @aHTUTINIa Ta KOH'IOTaTH aHTUTIJa 3 JTIKapChKUM
3acoboMm. [HTiGiTOpU hakTOpa POCTY eHA0TeNi0 CyauH / PeLenTopiB PaKTOPiB POCTY €HAOTEJTi0
CyOuH.

Kom ATX LO1F GO1.

®Papmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

MexaHi3M mil

BeBanu3ymab — pekoMOiHaHTHe TyMaHi30BaHe MOHOKJIOHA/IbHE aHTHUTiNIO, OTPUMaHe 3a AOIIOMOT0I0
IOHK-TexHOMOril ¥ KTiTUHAX SIEYHUKIB KUTalChKOT0 XOM'g49Ka. beBanu3ymab 3B’93yeThCs 3 PaKTOPOM
pocty enmoTernito cyouH (VEGF), kiniouoBUM (akTOPOM BaCKYJIOTE€HE3y Ta aHTioreHesy,
IPUTHIYYyI04YY, TaKuM 4uHOM, 3B’s13yBaHHS VEGF 3 1ioro perentopamu Flt-1 (VEGFR-1) Ta KDR



(VEGFR-2) Ha 1oBepxHi eHOoTeianbHUX KiIiTUH. HelTparmisaillis 6i0noriuHol akTUBHOCTI GakTopa
POCTY €HIOTENi0 CYOUH MPU3BOAUTE N0 3HUKEHHS BaCKYJspu3allii MyXJIWH, HOpMaJi3ye He ypaxeHi
MyXJINHOIO CYAVHHU, IIPUTHIYYE YTBOPEHHS HOBUX Cy[UH y IyXJIMHI, TAKUM YUHOM IIPUTHIYYIOUU PICT
yXJIUHU.

BBenenHs OeBaru3yMaby a60 #OT0 BUXiZHOTO MUIIIQYOTO aHTUTINIa B MOfeJli KCEHOTPAHCIIaHTATiB
37I0SKICHUX MyX/IUH ¥ 6€3TUMyCHUX MHUIIIEN CIPUYMHSIO aKTHBHY IIPOTUIIYXJIMHHY [Iif0 Ha JIIOACHKI
IyXJINHY, B TOMY YUCJIi Ha MyXJIMHU 000[{0BOI KUIIIKK, MOJIOYHOI 3aJ1031, TOJIOBHOTO MO3KY,
IiAIITYHKOBOI 32103 Ta epegMiXypoBoi 3ai03u. [IporpecyBaHHS MeTaCTaTUYHOTO 3aXBOPIOBAHHS
raJabMyBaJjioCs, a TaKOXK 3HUXKYBanacs IPOHUKHICTh MIKPOCYAMHHOTO pycCia.

KaiHiuHa e(pekmusHicmob

KriHiuHe mociimKeHHs ['pyny MOPiBHAHHSA 3arajpHa BuKuBaHiCTh
BHUXKUBAHICTh, [0€3
MiCSIIiB [IPOrPeCyBaHHS,
(Memiaza) MiCsIIIiB
(Memiaza)
MeTacTaTuyHUH KojlopeKTanbHuk pak (MKPP), B kom0inariii 3 ximioTepamieo (XT) Ha 0CHOBI
MOXiDHUX PTOPHIPUMITUHY
Tlepma ninis nikyBanHs MKPP* [ABactur® 5 mr/kr 1 pa3 Ha 2 20,3 (BP 0,66, |10,6 (BP 0,54,
trxHi [FL, n = 402 p = 0,00004) [p “0,0001)
[Tnane6o IFL, n =411 15,6 6,2
Ipyra minis mikyBauus MKPP*  [Asactur® 10 Mr/kr 1 pa3s 13,0 (BP 7,5 (BP 0,518,
Ha 2 Tuxui [0,751, p ©0,0001)
FOLFOX4, n = 293 p =0,0012)
FOLFOX4, n = 292 10,8 4,5
[TpomoBXKEeHHS JTiKyBaHHS ABacTun® XT Ha OCHOBI 11,2 (BP 0,81, 5,7 (BP 0,68,
GeBanu3yMaboM IicyIst IepIioro |bTopmipuMiguHy p = 0,0062) |p “0,0001)
nporpecyBaHHs MKPP* ipMHOTEKaH/OKCaJlilnaTyiH, N =
409
XT Ha 0CHOBI GTOPIiPpUMIAUHY 9,8 4,1
ipYMHOTEKaH/OKCaJlilJIaThH, N =
410
[leprra niHis NTiKyBaHHS METaCTaTUYHOT0 PAKy MOJIOYHOI 3271031
B koMGiHamii 3 makitakcenom** [Apactur® 10 mr/kr 1 pas 26,5 (BP 11,4 (BP 0,421,
Ha 2 Tuxui [0,869, p ©0,0001)
MakJTakcesn, n = 368 p = 0,1374)
[TakmiTakcen, n = 354 24,8 5,8
B komb6inanii 3 kanenutabinom |Apactur® 15 Mr/kr 1 pas BP 0,88, 8,6 (BP 0,69,
ok Ha 3tuxui [p=0,33 p = 0002)
kanenutabid, n = 409
[Tnameo6o KamnemnuTabdia, n=206 5,7

UTikyBaHHST PO3IOBCIOMIZKEHOT0 Hepe3eKTabelbHOT0, MEeTaCTaTUYHOT0 YU PELUOUBYIOYOTO
HePiOHOKTITUHHOTO PaKy JIeTeHb, IepeBakKHO IJIOCKOKIIITUHHOTO paky JiereHs, y KombiHaitii 3 XT
Ha OCHOBI IIOXIMHUX IIJTaTUHU




[lepira nmiHisa MiKyBaHHS*

ABactur® 15 mr/kr 1 pas 12,3 (BP 0,80, |6,4 (BP 0,65,
Ha 3Ttuxui [p=0,003) p ©0,0001)
KapOOIITaTHH/TIAKIIiTAKCeN, N =

444

KapOonmaTuH/maKiTakces, 10,3 4,8

n = 434

UTikyBaHHST pO3IIOBCIOMI2KEHOT0 Hepe3eKTabelbHOT0, MeTaCTaTUYHOTO a00 PelUANBYI0YO0T0

HETJIOCKOKJTIITUHHOTO HepiOHOKIITHHHOTO paKy neredb 3 EGFR-akTuBytounmu mytatisamu (EGFR —

PELenTop enifepMabHOr0 (paKTopa POCTY) Yy HOPOCIUX MAlli€eHTiB

ABacTuH® 15 MI/KT 47,0 16,0
BHYTPilIHbOBeHHO KOoxkHi 3 TvxkHi|(BP 0,81, (BP 0,54,
[lepia nmiHis MiKyBaHHS Y epnotuHi6 150 Mr/mo0y p =0,3267) |p=0,0015)
KoMOiHalii 3 epoTHHIGOM** mepopanbHo, n = 75%
EpnoTtuni6 (150 mMr/go6y 47,4 9,7
nepopaibHo), n = 77%
JIIKyBaHHS PO3IOBCIOXKEHOI'0 Ta/4Y¥ MEeTAaCTaTUYHOT0 HUPKOBOKJIITUHHOI'O PaKy
[Tepiua JiHis TiKyBaHHS Y ABactur® 10 mr/kr 1 pazHa 2  [23,3 10,2
KoMGiHallii 3 iHTepdhepoHoM TVXHI iHTepdepoH a-2a, n = 327 |(BP 0,91, (BP 0,63,
a-2a* p =0,3360) |p “0,0001)
[Tname6o iHTEephEepoH a-2a, 21,3 5,4

n = 322

UlikyBaHHSI pO3IOBCIOMIKEHOT0 eIiTeIiaTbHOTO PaKy S€YHUKIB, (annonieBol TpyOu i IepBUHHOTO

PaKy O4epeBUHU

[lepiua miHiA NiKyBaHHS y KapOornnaTuH/makiiTakcen 43,8 14,7
KoMOiHaIll 3 KapOOIIaTUHOM i |6 1uKyTiE ABacTHH® 15 MT/KT (BP 0,88, (BP 0,70,
nakIiTakcenoM** 1 pa3 Ha 3 TuXHI 10 15 p “0,0641) p “0,0001)
MiCSALIB / IPOTPEeCyBaHH,
n =623
6 LIUKIIiB: 40,6 10,6
KapOoTIaTUH/TIaK/TiTaKCcen
mIae6o go 15 micanis, n = 625
[Nepira niHis Teparmii mikyBanHs |KapOomiaTuH/makiliTakCcen 57,4 19,3
y KoMOGiHarii 3 KapbonnatiuroM i |6 mukmis ABactun® 7,5 mr/kr 1 |(BP 0,99, (BP 0,86,
MMaKIiTaKCeIoM** pa3 Ha 3 TuxkHi 7o 12 micsanis / |p = 0,8910) |p =0,0185)
IpoOrpecyBaHHsd, N = 764
KapOomnnaTuH/makiiTakcen 58,0 16,9
6 ITUKIIIB, n = 764
JlikyBaHHS mepioro peuugusy, |[emiurabin/KapOomniaTuH 33,6 12,4
3a YMOB YyTJIMBOCTI 10 6-10 ruknis ABactur® 15 mr/kr 1|(BP 0,952, (BP 0,524,
TiKyBaHHS IpernapaTaMu pa3 Ha 3 THXKHI [10 p=0,6479) |[p <0,0001)
aTUH porpecyBaHHs, n = 242
CemmuTtabin/kapOomnatun 6-10 [32,9 8,4

UKJIiB 11anebo 1o

pOrpecyBaHHs, n = 242




JlikyBaHHSI pellUauBY, 3a yMoB  |[lakiiTakceJ, TomoTeKaH abo 16,6 6,7
HEeYyT/IMBOCTI [0 JIiKyBaHHS MeriyIbOBaHUH JIiTOCOMAIbHUN (BP 0,870, (BP 0,379,
npenapaTaMy IIaTHHE** nokcopy6inue Asactur® 10 mr/krfp = 0,2711)  |p < 0,0001)
1 pa3 Ha 2 TuXHi (a60 ABacTuH"®
15 mr/kr 1 pa3 Ha 3 TUXKHI Ipu
KoMOiHAIlil 3 TOIIOTEKAHOM B
aJIbTePHATUBHOMY JO3YBaHHi),
n=179

[TakiTakces, TomoTekaH abo 13,3 3,4
[IeriTbOBaHUM JIIIIOCOMAJIbHUMA
mokcopy6inuH, n = 182

HiKYBaHHH IIePpCUCTYI0Y0r0o, pequIuBYHO4Y0I 0 ab0 MeTaCTaTHYHOTO PaKy IIUUKA MaTKU

Y koMOinatii 3 nakiitakcenoMm i |[TakmiTakces, iucIiIaTuH abo 16,8 8,3
MUCIIJIAaTHHOM abo0, MIaKJIITaKCel, TOIIOTeKaH (BP 0,74, (BP 0,66,
QJIbTePHATHUBHO, 3 ABacTur® 15 Mr/kr 1 paswa3 [p=0,0132) |p <0,0001)
[IAK/IiTAKCEJIOM 1 TOIIOTEKaHOM  |TMKHi 0 TPOTPECyBaHHs, N =
DOPOCNUM TallieHTaM, SKi He 227
MOKYTb OTPUMYBATH T€PaMilo  [[TakmiTakces, HUCIIATHH abo 12,9 6,0
MpernapaTamMy IIaTHHL* [MaKJIiTaKCes, TOIOTeKaH, n = 225
JlikyBaHHS perpuBylo4ol riaiodnactomu (ctynens IV mo BOO3)
ABacTuH® 10 MI/KT y BUTISAA] 9,3 4,2
BHYTPIIIHBLOBEHHOI iHQYy3ii KoxHi [(8,2") (2,9; 5,8)

MoHOTepaIis JTiKapChbKUM

o 2 THXKHI, n 85
3aco6oM ABacTuH abo KomCi - 58 =6
KoMOiHOBaHa Teparis OMDIHOBAHA TEPAITIA ® ol f
mikapcekuM 3acobom Asactur”  [(7,8") (4,4; 6,2)

mikapchKUM 3aco6oM ABactun"
Ta ipUHOTEKAHOM, [0
[IPOrpPeCyBaHHSA 3aXBOPIOBAHHS
200 PO3BUTKY HETIPUUHSTHOI
TOKCHUYHOCTI***

Ta ipuHOTeKaHOM (125 Mr/M” a6o
— TIJISI TIallieHTiB, IKi OMHOYaCHO
OTpUMYIOThH (DepMEHTIHAYKOBaHi
MPOTUCYOOMHI 3ac0o6u, —

340 Mr/M* BHyTDIillIHHOBEHHO
KOKHI 2 THUXHi), n = 82

*[IepBrHHA KiHIIeBa TOYKa — 3arajibHa BUKHWBAHICTh.
**[IepBHHHA KiHIIeBa TOYKA — BUXKHMBAHICTH 6€3 MPOrpecyBaHHs.

**[[epBUHHI KiHIIEBi TOYKM — 6-MiCSYHa BUKHUBaHICTh 0€3 IIPOrpecyBaHHs Ta YacTOTa 00’ EKTUBHOI
Bigmosigi (HOB) 3a pe3ynbTaTaMu He3aiekKHOI OI[iHKH.

'BepxHs foBipYa Mexa He MoxkKe GyTH BCTaHOBJICHA.

*Bcroro 6yno parmomizoBaHo 154 mamienTy (3arambauii cratyc ECOG 0 ao 1).
BP — BimHOCHUI PU3UK.

IFL — ipunoTekaH, 5-pTopypalui, TeMKOBOPHH.

FOLFOX4 — nelKOBOpUH, 5-GTOpypalui, OKCailIaTHH.

XT — ximioTeparis.

MKPP — MeTacTaTuYHUH KOJIOPEKTAIBHUN PaK.

dapmakoKiHemuka.



dapmakokiHeTHYHi fAaHi mono 0eBanu3yMaby oTpuMani B 10 KIiHIYHUX OOCTIgKEHHAX Y Malli€HTiB 3
COJIiIHUMM MyXJIMHaAMU. B ycix KiHIYHUX HOoCTimKeHHAX OeBanu3ymMab Mpu3HayaBCcs y BUTTIAI
BHYTPIIHbOBeHHOI iHGY3il. [IIBuaKicTs iHdY3il 6a3yBanacs Ha IEPEHOCUMOCTI, IIPU LILOMY I109aTKOBa
TpUBaicTh iHPY3ii cranoBua 90 xpunuH. PapMakokiHeTnKa GeBalu3ymaldy Oyia TiHiNHOO B
miana3oHi o3 Big 1 mo 10 Mr/kr.

Po3mnopin

TumoBe 3HaYeHHS LeHTPanbHOTo 00'eMy (V,) cTaHOBUTH 2,73 i 3,28 11y KiHOK i 40/IOBIKiB
BifITIOBiHO, 1110 BiAIOBifAa€ piBHIO, onrcaHomy A IgG Ta iHIIMX MOHOKTOHAIbHUX aHTUTIIL.
[Mepudepuunuit 06’em posnominy (Vp) cranoButs 1,69 i 2,35 11y XKiHOK i 400BiKiB BifiTOBigHO mpH
npu3HavYeHHi GeBanu3ymaly 3 iHIIMMU aHTUHEOIJTACTUYHUME 3acobamu. [Ticiist KoperyBaHHS
[03U 3 ypaxyBaHHSM MacH Tina y 4oJoBikiB V Ha 20 % OinbLIui, HiXK y XKiHOK.

BioTpancdopmariris

Ilics 0MHOPa30BOr0 BHYTPINIHEOBEHHOTO BBefieHHs ' I-0eBanu3yMaly KpoisM Horo MeTabomivHi
XapaKTepUCTUKU OYJIM aHAJIOTiuHI XapaKTepUCTHKaM mpupoaHoi IgG MoneKyny, 10 He 3B’ SI3YETHCS 3
VEGF. Mera6omni3M i BuBefeHHs 6eBanu3yMaly BigmoBifmae MeTabomi3My i BUBeIeHHIO €HIOT€HHOTO
IgG, TOOTO B OCHOBHOMY 3[iICHIOETHCS IIJITXOM IIPOTEOIITUYHOTO KaTaboi3My B YCiX KITiTHHAX
OpraHi3My, BKJIIOYal4YU eHAO0Te lialbHi KJIITUHY, a He IIJISXOM BUBE[eHHS HUPKaMU Ta 4yepes3
nevinky. 38’sa3yBanHs IgG 3 FcRn-pelentopaMu 3axuInae #oro Bif KIITUHHOTO MeTab0i3my i
3abe3neuye TpUBaIUH Iepiof HalliBBUBEIEHHS.

BuBenenusa

Knipenc 6eBaru3ymaly ctaHoBUTE B cepemaboMy 0,188 n/mo6y y kinok Ta 0,220 1/moby y 40omoBiKiB.
[Ticns Kopekii 03U 3 ypaxyBaHHSIM MacH Tifla KiipeHc 6eBarnu3ymMaly y 4os0BiKiB Bumui Ha 17 %,
HiXK y XKIiHOK. BigmoBigHO 10 ABOKOMIIOHEHTHOI MOAETi, TUTIOBUY IIePiof] HalliBBUBEEHHS CTAHOBUTH
18 gHiB y XKiHOK Ta 20 [OHIB y YOJIOBIKiB.

Huspkuii piBeHb anb0yMiHy i BUCOKe MyXJIMHHE HaBaHTaXKEHHS 3arajioM CBil4aTh IIPO TSIXKKIiCTh
3axBopioBaHHsA. KiipeHc 6eBanu3ymady mpubnmu3no Ha 30 % MBUALMINYN Y MAllieHTiB 3 HU3LKUM PiBHEM
anb0yMiHy B CUPOBATIIi KPOBi i Ha 7 % IIBHAIMINY B 0Ci0 3 BUCOKUM MYXJIMHHUM HaBaHTaKEHHSIM IIpU
IIOPiBHSIHHI 3 TUIIOBUM TAI[iEHTOM i3 cepefHiM piBHeM anbOyMiHy i cepefHiM 3HaUYeHHAM IYXJIMHHOTO
HaBaHTaXEHHS.

OcCo06IMBi TPYIIN MAITIEHTIB

ByB BUKOHaHWI aHasli3 MOMyA1iiiHol papMaKOKiHETUKY 3 METOIO OLiHKY BIIJIUBY AeMorpadiuaux
XapaKTepUCTUK Y NOPOCIIHUX Ta NeflaTpUYHUX ITallieHTiB. Y JOPOCIUX pe3yibTaTé I10Ka3alu
BificyTHICTH BigMiHHOCTe# y papMakoKiHeTull 6eBannusymaby 3anexkHo Bif BiKy.

ITauieHmu 3 HuUpKosow Hedocmamuicmio. ®apMakoKiHeTuKa OeBanu3yMaly He BUBYasacs B
KJTIHIYHUX JOCTIIKEHHX V TallieHTiB 3 MOPYIIeHHSIM (DYHKI1 HUPOK, OCKiJIbKY HUPKY HE € OCHOBHUM
opraHoM MeTa0o07i3My Ta BUBefeHHs GeBanu3yma0y.

ITauienmu 3 neviHkogow Hedocmamuicmio. ®apMakokiHeTuKa OeBaru3yMaby He BUBYaIacs B
KJTIHIYHUX [OCIIIXKEHHSX YV MaIli€HTiB 3 MOPYLIeHHAM (QYHKIIl IeYiHKY, OCKiTbKY IIe4iHKa He €
OCHOBHUM OpraHoM MeTaboi3My Ta BUBefeHHS OeBalu3ymadby.

Himu. ®apmakokineTuky OeBanu3ymaby ominero y 152 miTeu, MiAIiTKIB Ta JOPOCIUX MOJIOHOTO



BiKy (Bim 7 micsuiB mo 21 poky, Bif 5,9 go 125 Kr) B 4 KITiHIYHUX OOCTIAXKEHHSX 3a
IOTIOMOT'010 TIOMYISAIINHOI (hapMaKOKiHETUUHOI Mofeni. Pe3ynbTatu apMaKOKiHETUUHUX
IOCJIiIKeHb IMOKa3all, 110 KiipeHc Ta 00’eM po3mnofiny 6eBalu3yMaby € MOPiBHIHHUMU Y
IefiaTPUYHUX Ta MOJIOAUX MOPOCTIHX MAIiEHTIB ITic/s HOpMasilallil 3a Macoio Tina i3
TEHJIEHIIE€I0 10 3MEHIIIeHHS eKCITO3UIIil 31 3MEeHIIIeHHSIM MacH Tina. [laHi cBigyaTh IIpo
BifICYTHICTb BIIJIUBY BiKy 3 ypaxyBaHHSIM MacCH Tijla Ha ¢hapMaKOKiHETUKY OeBalu3ymadby.

dapmakokineTuky 6eBanu3yMaby 0y1o mobpe BUBYEHO 3a JOIIOMOT0I0 (hapMaKOKiHEeTUYHOI Mofei
negiaTpuyuHoi monynsiii y 70 marienTiB y gocnigxenui BO20924 (ig 1,4 mo 17,6 poky; Big 11,6 mo
77,5 Kr) Ta 59 manieHTiB y KniHiuHOMy pocnigxernai BO25041 (8ig 1 go 17 pokis; Big 11,2 no

82,3 kr). YV kninivnomy gocrnigxenHi BO20924 ekcro3utlis 6eBaiu3dymady Oyia 30e0inbuioro
HUJKYOIO TOPIBHSHO 3 TAKOI0 Y TUIIOBOTO JOPOCTIOTO NallieHTa IMiCia 3aCTOCYBaHHS TakKol X [03U. Y
KiniHiuHOMY mocmimxkenHi BO20924 ekcno3utis 6eBanu3yMady Oyiia MpakKTHYHO TAKOIO X, SK Y
TUIIOBOTO IOPOCJIOTO TallieHTa ITiCJIg 3aCTOCYBaHHS TaKOl X M03U. B 000X moCigKeHHIX
cIriocTepiranacs TeHOEHIIs 00 3HUKEHHS eKCIT03UIIii i3 3MeHIIIeHHSIM MacCH Tisa.

KriniyHi xapaKTepHCTHKH.
Iloka3zanus.
JIIKy8aHHA memacmamu4yH020 KO/0PeKmaabH0o20 PAKy:
y Kom0OiHalril 3 xiMioTepari€io Ha OCHOBI IOXiTHUX QTOPIiIPUMITUHY.
JIikysaHHA memacmamu4HO20 paKy MO/0YHOI 3a103U:
mepiia JiHig miKyBaHHS y KOMOiHallil 3 MaKIiTakCcemoM;

mepiia JIiHig miKyBaHHS y KoMOiHallil 3 KanenuTtabiHoM (KOMH JTiKyBaHHS 3a iHITUMU CXeMaMu
XimioTeparrii, BK/II0Yar04Yu TaKCaHW a00 aHTPAIIMKIIIHK, BBAXKAETLCS HEMOLIMbHUM). [lamieHTam, sKi
OTPUMYBaJIi CXEMH JIiKyBaHHS Ha OCHOBi TaKCaHiB i aHTPaLMKIIiHIB B peKUMi aj] 10BaHTHOI Teparril
IIPOTSArOM OCTaHHIX 12 MicAIiB, He CIi MpHU3HaYaTH ABacTun® y KombiHallii 3 KanenutabinoM.

JIikysaHHs Hepe3ekmabeibHO20 PO3N0BCHONACEH020, MEMACMAMUYHO20 YU Peludusyoyuo20
HeOpibHOKAIMUHHO20 PAKY /1e2eHb, 3d BUHAMKOM NepesaxdcHo HeNJ0CKOKAIMUHHO20 PAKYy
/le2eHb:

Iepilia JiHig miKyBaHHS y KoMOiHallil 3 XiMioTeparliero Ha OCHOBI MOXiTHUX IJIATUHU.

JIiKyBaHHA po3noecrto0xiceHo20 Hepe3ekmabeibHo20, Memacmamu4yHo20 abo
peyudusyr4020 HeNnaA0CKOKAIMuHHO20 HeOpibHOKAIMUHHO20 paky nez2eHb 3 EGFR-
akmueyuumu mymauisimu (EGFR — peuenmop enidepmasnbH020 (pakmopa pocmy) y
dopocaux nayieHmia:

mepiia JiHig JiKyBaHHS y KoMOiHaIlil 3 eplIoTHHIO0M.

JIixyeaHHA po3noscr0HceH020 ma/uu memacmamu4yHo20 HUPKOBOKAIMUHHO20 PAKY Y
dopocaux nayieHmia:

mepiiia JiHig Teparii y koMmOiHallil 3 inTepdepoHoM anbda-2a.



JIikysaHHA po3noactodxceHo20 (cmadii III B, I1I C i IV 3a kaacugikauiero MisgcHapoOHoi pedepauii
akywepcmesa ma 2iHekos02ii (FIGO) enimeaianabHo20 paky si€uHukie, passoniegoi mpybu i
nepeuHHO20 paky ouepesuHu y OOPOCAUX NAUIEHMIB:

mepiia JiHig Tepamii y kom0OiHa1il 3 kapbonaaTUHOM i IaKJTiTaKCeIoM.

JIiKysaHHA nepwo2o peyudusy enimeniaivbHo20 paky si€YHuUKi8, (passoniesoi mpybu i nepeuHHO20
PAKy ouepesuHu, 4ym/aueoz20 00 AiKYy8aAHHA npenapamamu NAamuHu:

y KombiHaliil 3 KapOomiaTuHOM i remiutabinoM ab6o y KoMmOGiHallii 3 KapOomniaTHHOM Ta
IaKJIiTaKCelIoM y JOPOCTIUX IallieHTiB, SIKi He OTPUMYBAJIU MOIEpeHIo Tepaliio 6eBanusymabom abo
inmmMu inribitopamu VEGF um 3acobamu, Oist sKuX HampaBieHa Ha pellentop VEGE.

JlikyeaHHs peuudusyr4020 enimenianbHo20 paky A€4YHUKI8, (pasioniesoi mpybu i nepeuHHO20 PaAKy
0uepesuHU, pe3uCmeHmMH020 00 AIKY8AHHA npenapamamu NAAMuHU:

y KoMOiHalril 3 makiiTakcesnoM, TOoTeKaHoM abo MmerinboBaHUM JIiIOCOMaTbHUM
MOKCOPYOIlIMHOM Y HOPOC/IMX MAllieHTiB, sIKi OTprManu He Oifblile JBOX IOMEePeqHiX PeKUMiB
xiMmioTeparii i SIKi He OTpUMYBaJIH IoNepenHboi Teparii 6eBanu3yMabom abo iHmuMy iHribiTopaMu
VEGF u4u npemnapaTtaMu, [Iisl SKUX HamnpaBneHa Ha penentop VEGF.

JIiKy8aHHsA nepcucmyruo20, peuudugyrouo2o abo MemacmamuyHo20 paky Wulku Mamku:

y KoMGiHaril 3 IaKJiTaKCeJIOM i IUCIIaTUHOM a00, albTePHATUBHO, IMAKIiTAKCEIOM i
TOIIOTEKAHOM Y JOPOC/IUX MAlli€HTIB, AKi He MOXYTh OTPUMYBATHU Tepallilo npernapaTaMu
IIJIaTAHM.

JIikysaHHA peyudusyroyvoi 2aiobaacmomu (cmyners IV 3a BOO3):

SIK MOHOTepaIIis MiCc/s IoIePeaHbol Tepalil TEMO30JI0MiToM.

IIpomunoka3aHHs.

[TigBuieHa vyTnuBicTh K0 GeBaru3ymMaly abo 1o OyOb-KOTO0 iHIIIOT0 KOMIIOHEHTA JIiIKapChKOTO
3aco0y, mpelapaTiB Ha OCHOBI KJIITUH SIEUHUKIB KUTAMCHKOTO XOM'siKa ab0 {10 iHIIKUX peKOMOiHaHTHUX
JIFOJICBKUX 4Y¥ I'yMaHIi30BaHUX aHTUTLI. BariTHICTS.

B3aemodin 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
Bnsaue aHmuHeonsiacmu4HuUx npenapamie Ha papmakokiHemuky 6esay,uzymaby

3a pe3yabTaTaMu MOMYISALiHHOTO apMaKOKiHEeTUYHOT0 aHali3y, He CIIOCTEPIranocs KiIiHiuHO
3HAuyIIol B3aEMOZil TPU OGHOYACHOMY 3aCTOCYBaHHI xiMioTeparil Ta BIJIUBY Ha (papMaKOKiHETUKY
6eBaru3ymaly. He cnocTepiranocsi CTaTUCTUYHO 3Ha4YII0l a00 KITiHiYHO 3HAUYIIOL pi3HUII y
KylipeHci 6eBanu3yMaly y HalLi€HTiB, IKi OTPUMYyBaIK JIiIKapChKUH 3aci6 ABaCTHH® SIK MOHOTEPAIII, y
TIOPiBHSAHHI 3 NallicHTaMy, IKi 0TpuMyBaii ABacTH® y KoMGiHalii 3 inTepdepoHoM anbda-2a,
eproTuHiO0M abo iHIMME XiMiopenapaTaMu (ipuHOTEKaH, 5-pTopypanui, T1eMKOBOPUH; 5-
bTopypauus/neikoBOpuH; KapbomiaTuH/nakIiTakcen; Kanenutabiln; fokcopyOiuus abo
IIACIIATUH/TeMIuTabiH).



Bnaus 6esauyuzymaby Ha (papmakokiHemuky iHwux aHmuHeon1acmuyHux npenapamis

He cnoctepiranocs KIiHiYHO 3HAaYHOT0 BINIUBY OeBanu3yMaly Ha papMaKOKiHETHKY OBHOYACHO
3aCTOCOBYBaHUX iHTepdepoHy anbda-2a, epnoTuHiOy (i horo aktuBHOro MeTabomity OSI-420) abo
XiMioTepalneBTUYHOTO IIpenapaTy ipuHoTeKany (i ioro akTuBHOro Metabosity SN38), kanenurabiny,
OKCaJlinjaTAHY (BU3HaYEHHS IIPOBOAMIIOCS 3a BUIbHUM Ta 3arajibHUM PiBHEM IJIaTHUHM) 1
ucnaaTuHy. HeMoxkimuBo 3po0UTH BUCHOBKY MO0 BIIMBY GeBanu3yMaly Ha ¢papMaKOKiHETUKY
reMuuTabiny.

KombiHauis 6esayu3ymaby ma cyHimuHiby masamy

Y OBOX KITiHIYHUX OOCTiMXKEeHHSIX METAaCTaTHYHOI HUPKOBOKIIITUHHOI KapPIIMHOMHU TOBIOOMIISIIOCS IIPO
MIKpPOAQHTIOaTUYHy FeMOJIITUYHY aHeMito y 7 i3 19 malienTiB, fKi OTpUMyBaJiy JIiKyBaHHSA
6eBauusymabom (10 mr/kr KoxHi 2 TUKHI) B KoMOiHa1lil 3 cyHiTUHIOY ManaTtoM (50 MT Ha JeHb).

MikpoaHrionaTuyHa reMoJjIiTUYHa aHeMisd — IreMOJIiTUYHE [IOPYILIEeHHS, 110 IIPOSIBIIAETHCA
(dbparMeHTalli€io epUTPOIIUTIB, aHeMi€l0 i TpoMOoIUTOIEeHi€ID. KpiM TOTO, V IESAKUX 3 LIUX MAI[iEHTIB
CIiocTepirasnacd rinepTeHsis (y TOMy YUCIIi rinepTeH3UBHI KPU3K), MiABUIIEHHS PiBHA KpeaTUHIHY 1
HEBPOJIOTiYHi cuMOTOMH. YCi 1i cuMnToMu Oy 060POTHUMMU ITiC/Is TPUNMHEHHS JTiIKYBaHHS
OeBanu3ymMaboM Ta CyHiTHHIOY ManmaToM (OuB. po3min «OcobIUBOCTI 3aCTOCYBAHHSI»).

KombiHauis 3 mepanier Ha ocHosi naamuHu abo makcaxie (DUB. po3minu «Ocob6IUBOCTi
3acTocyBaHHS» Ta «[100i4Hi peakirii»)

30i/bIIIEHHS YaCTOTHU TAXKKOI HEUTPOIeHii, heOpunbHoi HeHTponeHil Ta iHGEKIIii 3 TAKKOI0
HeHUTpomeHiero uu 6e3 (y TOMy YMCIIi JTeTaIbHi BUMIQIKK) B OCHOBHOMY CIIOCTepirasiocs y MmalfieHTis,
SKi OTPUMYBaJIU Tepallilo Ha OCHOBI IIaTUHY ab0 TaKCaHiB IIPH JTiKyBaHHI HeIPiOHOKIITUHHOTO PaKy
JIeTeHb 1 METaCTaTUYHOT'0 PaKy MOJIOYHOI 3a/I03H.

IIpomeHesa mepanis

Beameka Ta epeKTUBHICTh OMHOYACHOTO 3aCTOCYBaHHS IIPOMEHEBOI Teparlil i TikapchbKoro 3acoby
ABacTuH® He BCTAHOBJIEHi.

MoHokaoHaneHi aHmumina 0o peuenmopie EGFR y kombiHauii 3 ximiomepanieto, 0o ckaady sikoi
exodums b6esauusymab

HocmimXeHHsT B3aEMO{Iii He TPOBOOUIKUCS. MOHOKIIOHaNbHI aHTHTINMa Ao penentopiB EGFR He crig
IpU3HAYATH IJIs JTIKYBaHHS METACTaTHYHOTO KOJIOPEKTaIbHOT0 paKy y KoMmbiHaii 3 XiMioTeparrieo,
[0 CKJIady SKoi BXomuTh OeBaru3ymal. Pe3ynbraTu pangoMizoBanux pociinxkens 111 ¢a3u PACCE i
CAIRO-2 cBifyaTs, 10 ¥ NALi€EHTIB i3 METaCTaTUYHUM KOJIOPEKTAJIbHUM PAKOM 3aCTOCYBaHHSA
MOHOKJIOHA/IbHUX aHTHUTIN fo perentopis EGFR naxitymyma0y i netykcuMaOly BifIOBIgHO Y
KoMOiHarril 3 6eBal3yMaboM i XiMioTeparrieo acouiloeThCs 3i 3HUKEHHSIM BUKUBAHHSA 6e3
IIPOTPECYBAHHS Ta/4M 3araJbHOTO BUKUMBAHHS, @ TAKOXK 31 30i/bIIEHHSIM TOKCUYHOCTI Y ITOPiBHSIHHI 3
TAKMMHU IIPU 3aCTOCYBaHHi 6eBanu3ymady 3 XiMioTeparieo oKpeMo.

Oco6.1ueocmi 3acmocyeaHHsi.
I 3a0e3nedyeHHs MTOKpallleHHs BificCTeKyBaHHS Mefu4YHUX 06i070TiYHMX MpenapaTiB Ha3Ba i HOMep

cepii BBeleHOT0 JTiKapChKOro 3aco0y MOBMHHI OYTH 4iTKO 3aIOKYMEHTOBaHi.



ITeppopauii wayHKo8o-KUWK0B8020 mpakmy ma Hopuui (OuB. po3min «[To0iuHi peakirii»)

V NallieHTiB, Ki OTPUMYIOTh ABACTUH®, iCHY€ Mi[BUILEHU PU3UK PO3BUTKY Hepdopalii ITyHKOBO-
KHMIIIKOBOT'O TPAKTY i 2KOBYHOTO MixXypa. BHyTpiliHbOYepeBHUY 3alanbHUY Ipolec € GakKTopoM
PU3UKY Nepdopaliil IUIYHKOBO-KUIITKOBOTO TPAKTY y MAIli€HTIB 3 METaCTaTUYHUM KOJIOPEKTaIbHUM
paxKoM, ToMy HeoOXiTHO TPOSBIATH 00epeXKHICTh ITPH JIIKyBaHHI TaKuX IMalli€HTiB.

[TonepenHe onpoMiHeHHS € (paKTOPOM PU3UKY Iepdopalil MIyHKOBO-KUIIKOBOTO TPAKTy Yy MAalli€HTIB,
SIKi OTPUMYIOTh JIiIKyBaHHS [IPerapaToM ABaCTHH® 3 IPUBOMY IEPCUCTYIUOr0, PEIUAUBYIY0ro abo
MEeTaCTaTUYHOTO PaKy IMUUKYN MaTKY; BCi MallieHTH 3 mepdopalieio TUIyHKOBO-KUIIKOBOTO TPAKTY
MaJiu OIIPOMiHEeHHS B aHaMHe3l. JIIKyBaHHS CIIifi IOBHICTIO IPUIIMHUTY MalliEeHTaM, V SKUX
PO3BHUHYyJACS epdopalis IUIyHKOBO-KUIIIKOBOI'O TPAKTY.

I'acmpoiHmecmuHaabHO-8a2iHAAbHI HOpuli 8 docaidxcenHi GOG-0240

TTamieHTH, IKi OTPEMYIOTh JiKyBaHHS IpenapaToM ABaCTHH® 3 IPUBOAY IEPCUCTYIYOTO,
PEeLuANBYI0Y0ro a0 MeTaCTaTUYHOTO PaKy MIMHKY MaTKX, MAlOTh MiIBULIEHUN PU3UK PO3BUTKY
HOPHIIh MiX MiXBOIO i OyOb-SKUM BiiiNOM IITYHKOBO-KHIIKOBOT'O TPAKTY (racTPOiHTECTUHAJILHO-
BariHasnbHi Hopuili). [TomepegHe oIpoMiHEHHS € OCHOBHUM ()aKTOPOM PU3UKY PO3BUTKY
raCTPOIHTEeCTUHAJIbHO-BariHaaIbHUX HOPUIlh; BCi MAlliEHTH 3 TaCTPOIHTECTUHAIbHO-BariHATbHUMU
HOPHULIMU MaJli OIIPOMIHEHHA B aHaMHe3i. PeluauB paky B OUIAHIY, fie IPOBOMUIIOCS IIOIIEPENHE
OTIPOMiHEHHS, € JOJaTKOBUM BaXKJIMBUM (PAKTOPOM PU3UKY PO3BUTKY IaCTPOIHTECTUHAJIBHO-
BariHaJIbHUX HOPUILI.

Hopuui, He nog’A3aHi 3i WAYHK0BO-KUWKOBUM mpakmoM (ouB. po3min «ITob6iuHi peakii»)

Y mauieHTiB, fKi OTPUMYIOTH JIIKyBaHHS IIpernapaToM ABacTHH®, iIBUIIIEHN} PU3UK BUHAKHEHHS
HOPHIIb.

JlikyBaHHS IIpenapaToM ABacTHH® CIIif BiIMiHMTH HalLlieHTaM 3 Tpaxeoe3odareaabHow HOPHULER abo
HopuIlelo Oyab-sIKOi JToKami3allii 4 CTymeHs.

[HdopMaliis 100 MPOAOBKEHHS 3aCTOCYBaHHS JIIKapChKOTO 3aC00y ABacTuH® maUieHTaM 3 iHIIUMH
HOpULSIMU 0OMeKeHa.

[Tpu nosiBi BHYTPIIIHBOI HOPHIIi, SKa He MMPOHUKAE B IITYHKOBO-KUIITKOBUY TPAKT, CJIifi PO3TISHYTH
NXTaHHA IPO BiMiHy NiKapChKOro 3aco0y ABacTuH®.

YckaadHenHs npouecy 3a20e€HHsA pad (OuB. po3min «[1o0iuHi peakirii»)

ABacTuH® MOXe HETaTHBHO BIJIMBATH Ha 3arOo€HHS paH. [T0BiIOMIIAIOCS PO CEPHO3Hi yCKIagHEeHHS
IIPOLIECY 3aTOEHHS paH, BKJIIOYAIOYH CBUIIl aHACTOMO3Y, 3 JIeTAJIbHUMU Hacigkamu. JIiKyBaHHSA
OeBaru3ymMa0boM He CIIiJl pO3MOYMHATH MEHIIe HiXK yepe3 28 MHiB Iicis BeIMKOT0
XipypriuHoro BTpy4aHHs a00 0 IIOBHOTO 3aTOEHHS XipypriuyHol panu. [Ipy BUHUKHEHH] TIif
Yyac JIiKyBaHHS YCKJIaJHEHb, I0B’I3aHUX i3 3arOEHHAM paHU, JIIKyBaHHS IIperapaToM
ABacTuH® HEOOXiIHO TUMYACOBO BiMIiHWTH [I0 IIOBHOI'O 3aTOCHHS paHHu. JIiKyBaHHS
HeoOXigHO MPUIMHUTY Y pPa3i MPOBeIeHHs IIJIaHOBOTO XipypriyHOT0 BTPYYaHHS.

Pigko moBimoMsno0csi mpo BUHUKHEHHS HEKPOTU3YI040oro GaciuiTy, Y TOMYy YHUCJIi 3 JIeTaJlbHUM
HaCJIiIKOM, V IallieHTiB, AKi 0gepKyBaJsly JIiIKyBaHHA IIperiapaToM ABactun’. lle#i cTaH 3BUYANHO €
BTOPUHHUM [I0 YCKJIafIHEHHS 3ar0€HHS paH, IIJTyHKOBO-KUIIKOBOI epdopaitiii abo yTBOpeHHS HOPHII.
TakuM uuHOM, ABacTHH® CIif BiIMIiHUTH IauieHTaM, y SIKAX PO3BUHYBCS HEKPOTU3YyIOuni Gacuuir, Ta



HEeBiKIJIagHO MPU3HAYUTH IM BigIIOBigHE JTiIKyBaHHS.
ApmepianvHa 2inepmen3sis (OuB. po3min «[1o0iuHi peakirii»)

Y mauieHTiB, AKi ofepXKyBalu ABactun®, CIIOCTepiranacs ImifBUilleHa YacTOTa BUHUKHEHHS
aprepianbHol rineprenail. Kniniuni gani mopo 6e3meku gal0Th 3MOTY IPUIYCTUTH, 1110 4aCTOTa
BUIIafKiB apTepianbHOl rinepTeHsii 3a1eKuTh Bif 034 GeBanu3yMaly. ABAaCTHH® MOXKHA IPU3HAYATH
JIUIIIE XBOPUM 3 MONepeIHbo KOMIIEHCOBAHOK apTepialbHOIO rinepTen3iern. Hemae maHux 1momo
BILUTMBY JIIKapCHKOT'0 3aC00y ABacTMH® y IAllieHTiB 3 HEKOHTPOJIbOBAHOI TilePTEH3i€I0 Ha Jac
noyaTKy JikyBaHH4. [1if 9ac Tepaii TiKapChKUM 3aC000M ABaCTHH® PEKOMEHYETLCS IPOBOLUTH
MOHITOPUHT apTepiabHOIO TUCKY.

Y GinpInocTi BUMTaKiB HOPMaJTi3allisi apTepiaabHOTO TUCKY HOCSITAEThCS MPU 3aCTOCYBaHHI
CTaHOAPTHOTO aHTUTINIEePTEH3UBHOIO JIIKyBaHHS 3aJIe’KHO Bifl KOHKPETHOI KJIiHi4HOl cuTyatil. He
PEKOMEHAYETLCA IPU3HAYaTy OlyPEeTUKY NTallieHTaM, AKi OTPUMYIOTh XiMiOTepallito Ha OCHOBI
LACIJIaTHHY. ABacTuH® CIIif BifMiHWTH, SIKIIIO apTepiaibHa TilepTeH3is, BUpaXkeHa 3 MeIUYHO]
TOYKHU 30DPY, BiTIOBIiTHMM YMHOM He KOHTPOJIIOETHCS 3a I0IIOMOI'010 aHTUTINIepTeH3UBHOI Tepartii abo
y pa3i po3BUTKY TillePTOHIYHOT0 KPU3Y YH TilepTeH3UBHOI eHlledasonarii.

CuHOpom obopomHoi 3a0HbOi eHuegasonamii (muB. po3min «ITobiuHi peakiii»)

V malli€eHTiB, Ki OTpUMyBani ABaCTHH®, PiIKO CIIOCTEpiranu CUMIITOMH, IO CBiAYaTh IPO CHHAPOM
000pOTHOI 3agHKLOI eHnedanonatii. CHHIpPOM 000POTHOI 3aJHBOI eHIledasonaTii € HeBPOJIOTiYHOIO
[IaTOJIOTIEN0, sIKa PIAKO 3yCTPIYa€ThC i IPOSABIAETHCS, 30KpeMa, TaKUMU CUMIITOMaMu: CYOOMHU,
TOJIOBHUY 0iNib, TOPYIIIEHHS IICUXIYHOTO CTaHy, MOPYIIEHHS 30pYy, KipKoBa CJIiNoTa 3 TilnepTeH3ieio un
6e3. [linTBepAUTH [iarHO3 CHHAPOMY 000POTHOI 3aiHBOI eHIledasonarii MoXHa 3a JOTIOMOTO0I0
MeTOIiB Bi3yasi3allil ToJI0BHOTO MO3KY, IIPH IIbOMY IIepeBara HaJa€TbCsl MarHiTHO-pe30HAHCHIN
ToMorpadil.

[Tpu PO3BUTKY CHHAPOMY 000POTHOI 3agHbLOI eHIledanonaTii CIi MPOBOOUTH JIiKyBaHHS crenudiuamx
CHMIITOMIB, BK/II09Al0UX KOHTPOJIb apTepianbHOl rinepTeH3il, Ta IPUIUHUTY Tepariio JTiKapChbKUM
3aco6oM ABactuH®. Ge3neka HOBTOPHOTO KypCy Tepamil TikapcbKuM 3aco00M ABacTHH® OJIS TAaKHUX
IIalli€HTIB He BCTAHOBJIEHA.

ITpomeiHypisn (ouB. po3nin «[To6iyHi peakii»)

Pu3uK po3BUTKY IPOTEIHYPil MiBUILIEHNH Y Malli€HTiB 3 apTepialbHOIO TinepTeH3i€l0 B aHaMHe3i.
HasBHi maHi cBig4aTh, 1110 MPOTEIHYPis yCix cTymneHiB (3aranbHi KpuTepii HebaxkaHUX SBULL
HauionansHoro inctutyTy paky CIIIA, Bepcis 3.0) moxe OyTu 1moB’sg3aHa 3 [103010. [[o OYaTKYy i mif
yac Teparmii TiIKapChbKUM 3aC000M ABaCTHH® PEKOMEH/YEThCS MOHITOPHHT IIPOTEIHYPil.
[TpoTeinypito 4 cTyneHs (He¢ppPOTUUHUM CHHAPOM) CIOCTepiranu y Maiixke 1,4 % mamieHTis, ki
OTPMMYBAJIH JTiKyBaHHs IpernapaTtoM ABacTuH'. IIpu pO3BUTKY HE(POTHYHOIO CHHAPOMY ABAaCTHH"®
HeoOXimHO BiMMIiHUTH.

ApmepiasbHa mpomboembois (ouB. po3min «ITo6Giuni peakirii»)
Y KJTiHIYHUX JOCTIIKEeHHSIX YacTOTa PO3BUTKY apTepianbHOl TpoMO0eMOoIil, BKIII0Yal04y iHCYIIbT,
TPAH3UTOPHY illleMiuyHy aTaky Ta iHpapKT Miokapzaa, Oyja BUILOIO V TAlli€HTiB, SIKi OTpUMYyBau

ABacTur® y KoMmbiHalril 3 ximioTepartri€io, HiXK y MallieHTiB, SKi OTpHMyBaJIH JIKIIE XiMioTeparriio.

AprepianbHa TpoMOoeMOoITisi B aHaMHe3i ab0 BikK IOHa 65 POKiB aCOIliI0IOTHCS 3 MiIBUITIEHUM
PU3KMKOM BUHMKHEHHS apTepianbHoi TpoM6oeMOoii mif yac JIikyBaHHS npenapaToM Asactur®. [Ipu



JIiKyBaHHI TaKWX Malli€HTiB HEOOXiTHO BUSBISATH 00€PEKHICTD.
IIpu PO3BUTKY apTepianbHOl TpoMGoeMboii ABacTHH® HeoOXiTHO BiIMIiHUTH.
BeHo3Ha mpomboembois (muB. po3min «I1o6iuni peakirii»)

ITig yac niKyBaHHS IpenapaToM ABaCTHH® CIIOCTEPIiraeThCs MifBUINEHUH PU3UK BEHO3HOI
TpoM6GoeMOoIil, y TOMy YuCJIi TereHeBoi eMOomii.

TTamieHTH, 9Ki OTPUMYIOTh JiKyBaHHS IIpenapaToM ABacTUH® y KoMOiHALil 3 TaKIiTakKCeIoM i
IIUCIIJIATUHOM 3 IPUBOAY IEPCUCTYIOYOT0, PELUANBYI0UOro ab0 METaCTaTUYHOT0 PaKy IMUMKYU MaTKH,
MAaIOTh IiIBUIIEHUN PU3UK PO3BUTKY BEHO3HUX TPOMO0OEMOOTiYHUX SBUIII.

JlikyBaHHs IpenapaToM ABacTHH® HeOOXigHO IPUIMHUTY IIPY BUHUKHEHHI TpoMO0oeMGortil, 1110
3arpoxkye XKUTTIO (4 CTyIeHs), Y TOMY YHCJIi 1ereHeBol TpoMOoeMOortii (3aranbHi KpuTepii
HebGaxaHux sBuil HarionansHoro iHcTuTyTy paky CIIIA, Bepcis 3.0). Y pa3i TpomboeM0O0Itil
CTymneHsl < 3 CJlig IPOBOJUTH PETENbHUY MOHITOPHHT CTaHy Ialli€HTa (3arajibHi Kputepii
HeOaxkaHux sBull] HanionanmeHOTO iHCTUTYTY paky CIIA, Bepcis 3. ).

Kposomeui (nuB. po3min «I1o6iuHi peakiii»)

Y mauienTiB, SKi OTPUMYIOTh ABacTun®, icHye mifBUILIeHUHM PU3UK BUHUKHEHHS KPOBOTEY, 0COOIMBO
TI0B’I3aHHUX i3 OyXJIMHOK. [Ipy BUHUKHEHHI KpoBoTedi 3 a0 4 cTyneHs ABaCTHH® CIIif BiGMiHUTH.

[TamieHTiB i3 03HAKaM¥ Ta CUMIITOMaMU HeJIIKOBaHUX METacTa3iB y LieHTpaIbHi HEPBOBIX CUCTeMI
(THC) He BKiIIOYaNy y KITiHIYHI HOCTigXKEHHS JTiKapCchKOTo 3aco0y ABactun® Ha OCHOBI pes3yibTaTiB
mocrigKeHb Bidyanisanil. Tomy pusuk kpoBoTedi B [IHC y Takux nauieHTiB He BUBUABCS
IIPOCIIEKTUBHO B PAHAOMI30BaHUX KIIIHIYHUX [OOCHIAKEHHAX. PEKOMEHOYETHCS MOHITOPUHT ITalli€HTIB
000 BUHUKHEHHS cUMIITOMIiB KpoBoTedi y LTHC. IIpu nosiBi BHyTPilIHEOUYEPETTHOI KPOBOTEYi
NiKyBaHHS IpenapaToM ABaCTHH® CIIif IPUIKUHUTH.

Hemae indopmarnii momo npodinto 6e3neky 3aCToCyBaHHS JTiKapChKoro 3acoby ABacTHH® HallicHTaM
i3 BpoOgKeHuM reMopariyHuM giate3oM, HabyTo0 KoaryJsonaTi€lo Ta MalfieHTaM, Ki OTpPUMYIOTh
TIOBHY [I03y aHTUKOATYJITHTIB 3 IPUBOAY TpoMOoeMOOoJIil 10 MOYaTKy JiKyBaHHS IIpernapaToM
ABacTuH®, OCKiNIbKY TaKi MalieHTH Oyu BUKJIIOUEHI 3 KITiHIYHUX OOCHiIKeHb. TakKUM YUHOM, CITif
MOTPEMYBATHCS 00epPeXHOCTI Y pa3i Mpu3HaUeHHs JIIKapChKOro 3aco0y ABaCTUH® TaKUM Ial[i€HTaM.
OpHaK y HallieHTiB 3 BEHO3HUM TPOMGO30M, Ki OTpUMyBanu ABaCTHH® Ta BapdaphH OFHOYACHO Y
IIOBHiM 031 ¥ 3B’93Ky 3 BUHUKHEHHSIM BEHO3HOTO TPOMOO3y, He CIIOCTEPIranocs MifgBUIIeHHS
YaCTOTU PO3BUTKY KPOBOTeUl 3 CTyNeHs TAXKKOCTI Ta BUIIIE.

Jleeeneaa KDOBOmella/KPOQOXGPKGHHﬂ

[TauieHTH 3 HEeAPIOHOKIITUHHUM PaKOM JIeTeHb, SIKi OTPUMYBaIH ABacTuH®, MAIOTh MiOBUIIEHUH
PU3UK CEPUO3HUX, a B IesIKUX BUNAKaX JIeTaJIbHUX JIeTeHEeBUX KPOBOTeY/KpoBoXapKaHs. [larieHTaMm,
SIKi MaJid HeLoAaBHO KPOBOTEeYi/KpoBoxapKaHHs (6inbie 2,5 M KpoBi), He Cllif mpUu3HavyaTU
Aactun®.

PoswapysaHHA apmepiu ma aHespu3mu

3acTocyBaHH# iHTi0iTOpiB (haKTOpPa POCTY €HAOTENiI0 CYIUH TalliEHTaM 3 apTepialbHOIO TinepTeH3iel0
yu 6e3 Hel MOXKe CIPHUATH YTBOPEHHIO aHEBPU3M Ta/4U PO3LIapyBaHHIO apTepii. [lepen moyaTkom
NiKyBaHHS IpenapaToM ABAaCTHH® Iieil pU3MK CIIif] peTeIbHO 3BaXKUTH y HAL[€HTIB 3 TAKUMH



dbakTopaMu PU3UKY, K apTepiaibHa rinepreHsis abo aHeBpu3Ma B aHaMHE3I.
3acmiiina cepuesa Hedocmamuicmb (guB. po3in «[TobiuHi peaxiii»)

Y KiHIYHKX OOCHIAKEHHAX MOBIIOMIISANIOCS PO 3aCTilHy CeplieBy HeJOCTaTHICTh. CIoCTepiraauch
K 0e3CUMITOMHEe 3HUXKEHHS (Ppakilil BUKUAY JIiBOr0 IUTYHOYKA, TaK i 3acTillHa cepleBa
HEeJI0OCTaTHICTh, 110 MoTpebyBaa Tepamnii abo rocmiTamnizanii. HeobximHo 3 o0epexkHiCTIO Ipu3HadYaTH
ABacTuH® malieHTaM 3 KJIiHIYHO 3HAYHMM CEpIeBO-CyIMHHMM 3aXBOPIOBAHHSAM, TAKHM SIK illeMidHa
xBopoOa cepirst abo 3acCTilfHa ceplieBa HeJOCTATHICTh, B aHAMHE3i.

Y GinbiocTi BUnagKiB 3acTiiiHa ceplieBa HeJOCTATHICTh BUHUKAJIA V MAIli€HTIB 3 MeTaCTaTUYHUM
PaKOM MOJIOYHOI 3aJI03H, SIKi ITOIlepegHb0 OTPUMYBAJIX JIIKyBaHHSA aHTPaLUKIIiHaMU, TPOMEHEBY
Tepariiio Ha JIiBy CTOPOHY I'PYAHOI KJTiTKH, a TAaKOXK 3 iHIMKUMM (paKToOpaMy PU3UKY PO3BUTKY 3aCTilHOI
CepIIeBOl HEIOCTATHOCTI.

Y mocnigxenni AVF3694(g y nami€eHTiB, sKi OTpUMyBa/I¥ aHTPALUKIIiHY, 1 Y ITAI[i€HTIB, SKi paHille He
OTPUMYBaJIM aHTPALMKIIIHU, HE CIIOCTEePiranocs MigBUIIEHHS YaCTOTA BUHUKHEHHS 3aCTilHO1
CepleBol HeOCTaTHOCTI yCiX CTYTEHIB TAKKOCTi B TPy IKyBaHHS 3a CXEMOIO aHTPalUKJIIiH
OeBanu3yMal y MOPiBHSHHI 3 MOHOTEpAIli€l0 aHTpaUMKIIiHaMHu. 3acTiliHa ceplieBa HEOOCTATHICThb

3 cTymeHst abo BuIlle [eIlo YacTille CIiocTepiranacs y mallieHTiB, SKi oTpuMyBaiu 6eBanu3ymal y
koMbiHanii 3 ximioTeparieto, y MOPiBHSAHHI 3 TaKOI0 y MAIliEHTIB, SIKi OTPUMYyBAJIHU JIHlIe XiMioTepariio.
Taki K pe3ynbTaTy Bif3HAYAIKCS B iHIIUX AOCIIXKEHHSIX METaCTaTUYHOTO PaKy MOJIOYHOIL 3271031 Y
IIallleHTIB, AKi He OTPUMYBaJIU CYIIYTHE JIIKyBaHHSA aHTPaLUKIIiIHaMU.

Hetimponenis ma ingekuii (muB. po3min «ITobiuHi peakirii»)

[Tpu Tepamii miKapChbKUM 3ac000M ABacTuH® y KOMOiHaIii 3 e IKUMH Mi€T0TOKCHYHUMHU
pexXrMaMM XiMioTepallil y IOPiBHAHHI JIHIlle 3 XiMiOTepaliel CIIoCTepiraaocs MiABUIIEHHS YaCTOTH
PO3BUTKY TAKKOI HelTporeHil, GpeOpunbHoi HelTporeHil abo iHdeKIiX 3 TIKKOI0 HEUTPOIEHI€0 Yn
0e3 (BKJTIOYa0uM BUNAAKY 3 JIeTaJIbHUM HacJigkoM). BKa3aHi siBHIlla B OCHOBHOMY CIIOCTepiraaucs
TIpY 3aCTOCYBaHHi IIKapCchKOro 3acoby ABacTuH® y KoMOiHaLil 3 XiMioTepamieio Ha OCHOBI IIIaTHHK
abo TakcaHiB I JTiKyBaHHS HEeOPiOHOK/IITUHHOTO PaKy JereHb, METAaCTaTUYHOI0 PaKy MOJIOUHOI
3as1031 i y koM0iHallil 3 makyiTakcenoM i TOIOTeKaHOM [JIs JTIKyBaHHS IIEPCUCTYI0YOTO,
PeLuANBYI040ro abo MeTaCTaTUYHOTO PaKy LINHKYA MaTKH.

Peakuii 2inepuymaugocmi (y momy uuci anapisakmuyHutl wok)/ingy3iliHi peakuyii (IUB. PO3din
«[Tobiuni peaxiii»)

IIpu Tepamii TiKAPCHKUM 3aCO00M ABaCTHH® CIOCTEPIracThCs MiBUINEHUH PU3UK PO3BUTKY
iHQy3iiiHNX peakllii Ta peakiliii MiABUIIEHOI YyTIUBOCTI (Y TOMY 4nCIli aHa]iTlaKTUYHOTO 1MIOKY). K i
IIPH 3aCTOCYBaHHi Oyab-gKUX I'YMaHi30BaHUX MOHOKJIOHAIbHUX @HTUTIJ, IIif] 4ac NiKyBaHHS
npenapaToM ABaCTHH® PEKOMEHMYEThCS PeTeIbHIUI MOHITOPUHT CTaHy NalieHTa. [Ipy BUHUKHEHHI
peaxiiii iHQy3ito cif IPUNUHUTY Ta MPU3HAYUTH BiJIOBiIHE NiKyBaHHS. 3aCTOCYBaHHS CHCTEMHOI
mpeMeauKallil € HeoOI'PYHTOBAHUM.

OcmeoHekpo3 wesenHux kicmok (mus. po3min «ITo0iuHi peakirii»)

Bumnagky oCcTeOHEKPO3y IeJIeTHUX KiCTOK 3apeeCTPOBaHi y MMallieHTiB 3 PakKoM, SKi OTpUMYyBaslu
NiKyBaHHS IpernapaToM ABaCTHH®. BilbLIiCTh BUNIAMKiB BUHUKAIIY Y TAIiEHTIB, SKi MOMEpeaHbo abo
OHOYACHO 3 JIIKAPCHKUM 3aC000M ABacTuH® 0TpuMyBanu GichochoHaTH BHYTPILIHLOBEHHO, IS
SKMX BCTAHOBJIEHO PH3UK PO3BUTKY OCTEOHEKPO3Y IeleHuX KicToK. HeobximHO 3 00epexkHICTIO



npu3HadyaTH ABaCTHH® IpPH OJHOYACHOMY 3aCTOCYBaHHI 3 GicdhochoHaTaMu BHYTPIIIHEOBEHHO 260
TIPH IOCIIZOBHOMY 3aCTOCYBaHHi JTiKapchkoro 3acoby ABacTuH® Ta 6icdocoHaris.

[HBa3MBHI CTOMATOJIOTiYHiI BTPy4YaHHS € BifOMUM (PAaKTOPOM PU3UKY BUHUKHEHHS OCTEOHEKPO3Y
IeJIeNHUX KiCTOK. JIo Mo4aTKy JiKyBaHHS IpernapaToM ABacTHH® MallieHTaM IIOTPiGHO MPOBECTH
CTOMAaTOoJIOTiyHe 00CTeKeHHS POTOBOI MOPOXKHUHH Ta IIPH HEe0OXigHOCTI mpoBecTu mpodinakTuyHe
CTOMAaTOJIOTiYHe BTPY4YaHHSs. KO MallieHT paHilie oTpuMyBaB abo oTpuMye GichochoHaTu
BHYTPIIIIHLOBEHHO, CJIil YHUKATH [IPOBEEeHHS iHBa3UBHUX CTOMATOJIOTIYHUX BTPy4YaHb.

InmpasimpeasvbHe 3aCMoOCYyB8aAHHA
ApacTur® He NOKa3aHHUI IS iHTPaBITPEAIbHOTO 3aCTOCYBaHHS.
ITopyweHHs 3 BOKY opaaHie 30py

[Tpo cepiio3Hi mopyieHHs 3 60Ky OpPraHiB 30py MOBiOOMIISIOCS TP BBEIEHHI JIIKAPCHKOT'0 3aC00y
ApacTur® 71 BHYTPIITHBOBEHHOTO 3aCTOCYBaHHS Y CKJIMCTE TiJI0 IIPK HEe3apeeCTPOBAaHOMY
TI0Ka3aHHI [JI 3aCTOCYBaHHS Y NAlli€HTIB 3i 37I0KiCHUMY NyXJIMHaMU: iHQeKUinHuN eHgo(TaabMiT;
BHYTPIIIHBOOYHE 3allajieHHs, 30KpeMa CTepUNIbHUN eHA0(TaIbMiT, YBeIT, 3anajieHHsI CKJIUCTOrO Tifna;
BiflllapyBaHHS CiTKIBK{; PO3PUB MIrMEHTHOTO EIIiTeNIii0 CITKIBKY; MiABUIIEHHS BHYTPIIIHHO0YHOT O
THCKY; BHYTPIIIHbOOUYHUY KPOBOBUJIUB, 30KpeMa KPOBOBUJIUB Y CKJIMCTE TiJI0, KDOBOBUJIUB Y CIiTKiBKY;
KPOBOBUJIUB Y KOH'IOHKTUBY. [lesKi 3 mopyIieHs 3 60Ky opraHiB 30py Oyju Cepiio3HUMHU MOOIYHIMEU
peakliaMy Pi3HOr0 CTyIEeHS TAKKOCTI BTpaTU 30PY, BKJIIOYAIOUU IIOCTIUHY CIIIOTY.

CucmeMHi epekmu nicasa 88edeHHA AiKapcvko20 3acoby AsacmuH® y ckaucme miao

3HUKEHHST KOHIIEHTpPallil IXPKYITI00Y0ro ¢dakTopa pocty engoTenito cygus (VEGF) Oymno
IIPOJIEMOHCTPOBAHO ITicyis BBemeHHs iHri0iTopiB VEGF y ckmucte Tino. ITicns in’ekil inribiTopis
VEGF y cknucTe Tiio MOBigOMIISANIOCS IIPO CUCTEMHI peakilil, y TOMy 4YHUCJIi IpO KPOBOTeYi He 3
opraHa 30py i aprepianbHi TpoMO0oeMOOITii.

3e2acanHA PyHKUII AEUHUKIB/(bepmuUabHICMb

ABacTiH® MOXe IOPYIIyBaTH (GEePTUIILHICTh Y XKIHOK (IUB. PO3MiNU «3aCTOCYBaHHS y Iepiof
BariTHOCTI a60 romyBauus rpymmo», «[106iuHi peakiii»). ToMy mepen mo4aTKOM JIiKyBaHHS
npenapaTtoM ABacTHH® HeoOXiTHO 0OrOBOPHUTH 3 HAllieHTKAMHU PEpPOAyKTUBHOTO BiKy
cTparteril 30epekeHHs QEePTUIHHOCTI.

Bmicm Hampito

Lle#t mikapcekui 3acib mictuTh MeHire 1 MMmonb (23 Mr)/dnakoH HaTpito, TOOTO TPAKTUYHO
BIIbHUY Bifl HATPIlO.

ImyHo2eHHiCMDb

[MTauienTu B ABOX mocmigxkeHHX III pa3u 3 BUBUeHHS af I0BAHTHOTO JIiKyBaHHS PaKy 000[10BOI KUIITKU
00CTeXKyBaIUCh METOIOM iMyHOJIOTIYHOT'0 aHaJIi3y Ha MPeaMeT aHTHUTIJ IO JIiKapChKOro 3acoby
ABactun®. I3 mux 2233 namieHTiB NO3UTUBHUIL pe3ynbraT OyB BusBineHnuit y 14 marienTis (0,6 %), y
TPBLOX 3 IKUX Oy/IU BUSBJIEHI HEUTPasi3yooui aHTUTIa.

KriniuHe 3HaYeHHS TaKOl iMyHHOI peakilil Ha ABactur® HeBimoMme. OmHAK XooHe HebaxkaHe SBUIIE y
Oy/mb-IKOro0 HAllieHTa, Y IKOr0 PO3BUHYIMCh aHTHUTINA 0 JIiKapChKOoro 3acoby ABacTHH', He GYII0



II0B’513@HO i3 peakKIli€lo rinepuyTauBocTi [ Tuny abo iMyHOKOMIIIEKCHOIO peakirieto 111 Tumy.

[laHi 110710 iIMyHOT€HHOCTI 3HAYHO 3aj1eXaTh Biff YyTIMBOCTI Ta CIenu(piYHOCTi 3aCTOCOBYBAHOT O
aHaumi3y i TakoXK MOXKYTh 3a/eKaTH Bif Takux (pakTopiB, 1K 060pobKa 3pa3kKiB, yac Bigbopy 3paskKis,
B3a€EMOIig 3 iHIMMMMU JTiIKapChKUMHU 3ac00aMu, CYIyTHE JTiKyBaHHS Ta OCHOBHE 3aXBOPIOBAHHS. 3 L€l
NPUYMHY NIOPIiBHSAHHS YaCTOTH BUHMKHEHHS aHTHUTII [0 JTiKapChKOro 3aco0y ABaCTHH® IIPH Pi3HUX
IMOKa3aHHSIX a00 i3 4aCcTOTOI0 BUHUKHEHHS aHTHUTIJ [0 iHIIUX TepaneBTUYHUX OiIKiB MOXKe ITPUBECTH
0o XuOHUX BUCHOBKIB.

3acmocyeanHs y nepiod eazimnocmi aéo 200y8aHHs 2pyodio.
2KiHKu penpo0yKkmusHo20 8IiKY

2KiHKaM penponyKTUBHOTO BIKY ITifl Yac JIiKyBaHHS Ta IPOTATOM 6 MICALIB IiC/id 3aBepIIeHHS
JIiKyBaHHS CIIiJ] 3aCTOCOBYBATH HafliiHi METOOU KOHTpAIEIIIil.

BazimHicmb

Hemae maHuX KITiHIYHUX JOCTiAXKEHb II[0JI0 3aCTOCYBAHHS JTIKapChKOTO 3aco0y ABacTur® BariTHUM
XKiHKaM. JlocnigKeHHs Ha TBapuHaX IIPONEMOHCTPYBaIN PENPOLYKTUBHY TOKCUYHICTh, Y TOMY YHUCIIi
MOXKJIUBICTh BUHUKHEHHS BpoaxKeHux Bag. Bimomo, mo IgG npoHuKaTh yepes IlaleHTapHul
Gap’ep, i ABacTHH® MOXe IPUTHIYyBaTH aHTiOreHe3 IJIofa. Y 3B’A3KY 3 IIUM € Mif0o3pH, 0 ABaCTHH®
CIIpUYMHSE CEPUO3HI Bai PO3BUTKY IJIOJA IIPU 3aCTOCYBAHHI BariTHUM. Y HicCIsgpeecTpaliiHui
Iepiof 3aCTOCYBaHHSA IIpenapary CIoCTepirajucs BUIIaAKU aHOMaJIid 1J10Ja y XKiHOK, AKi
OTPUMYBaJu JIiKyBaHHS OeBalr3yMaboM sIK MOHOTepario abo y KombiHallil 3 xiMmioTepaneBTUYHUMU
IpenapaTaMy 3 BiloMOI0 eMGPiOTOKCHYHOI0 Aiclo (AuB. po3min «[To6iuni peakiii»). ABacTuH®
MIPOTUIIOKA3aHUY ITPHU BaTiTHOCTI.

I'odyeaHHA 2py00to

Hesinomo, yu GeBarm3ymab IpOHUKAE (EKCKPETYEThCS) B IpyAHe Moyoko. Ockinbku IgG mMaTepi
eKCKPETYIOThCS 3 TPYIHAM MOJIOKOM, @ ABaCTHH® MOXKe [OPYIIYBaTH PiCT i PO3BUTOK HEMOBIISATH,
XKiHKaM CIIil pEKOMEHyBaTH IPUIMHUTYU TOOYBaHHS TPYAAI0 IPOTITOM Teparii JIIKapChbKUM
3ac060M ABacTUH® i IK MiHIMyM IIPOTSATOM 6 MiCSIIiB IiC/IsT OTPEMAHHS OCTAHHBLOI 103K
NiKapchKOro 3acoly ABacTuH®.

®epmuabvHicmb

ocnigKeHHsI TOKCUYHOCTI Ha TBapMHAaX II0Ka3aJjiy, 1110 IIPY 3aCTOCYBaHHI TIOBTOPHUX 103
6eBanu3ymMab MoxKe IIKiIIMBO BIIMBATH Ha GePTUNIbHICTE V¥ caMoK. Y mocrmimxkenHi 111 ¢pa3u
aj'10BaHTHOTO JIiKyBaHHS IAIliEHTIB 3 pakKoM 000/I0BOI KHIIIKK Y KiHOK V¥ IIpEMeHOIIay3HOMY Iepiomi
crocTepiranocs 30iNbIIeHHS YaCTOTH BUHUKHEHHS HOBUX BUIIAAKiB 3racaHHs QYHKI1 S€YHUKIB y
rpy1mi 6eBanu3yMaly y IOPiBHSHHI 3 KOHTPOILHOO rpymolo. [Ticis BigMiHU JTiKyBaHHSA
OeBanu3yMaboM QYHKIIS T€UHUKIB BiTHOBUIACS Y OinbIIOCTi manieHTiB. [IOBrOTPUBAIN BIIJIUB
nikyBaHHS OeBanu3ymMaboM Ha GepTUIBHICTh HEBiIOMMUIA.

30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.



ABacTuH® He Ma€ BIUIMBY a00 Ma€ He3HAUHHI BIJIMB Ha 3[aTHICTb KePyBaTH TPAHCIOPTHUMH
3acobaMu Ta IpallloBaTH 3 iHIMMMM MeXaHi3MaMu. TaKi CUMIITOMH, SIK COHJIUBICTh Ta
CUHKOIIE, CIIOCTePiranucs Ipu 3acTOCYyBaHHi iKapchkoro 3aco6y ABacTuH® (IUB. PO3LIIT
«ITo6iuHi peakirii»). fIKIIO malieHTH BiTYyBalOTh CUMIITOMH, 110 BIJIMBAIOTh Ha IXHi# 3ip,
KOHIIEHTPAI[iI0 YK 3[aTHICTh pearyBaTH, He CJIij KepyBaTh TPAHCIOPTHUMHU 3aco0aMu Ta
IpaloBaTH 3 iHIIMMYU MeXaHi3MaMH, JOKU CUMIITOMUA He MUHYTh.

Cnoci6 3acmocyeaHHss ma do3u.

JIikyBaHHS IIpenapaToM ABacTHH® MOXHa IPOBOAMTH TiIbKH IIifl CHOCTEPEKEeHHAM JIiKapsi, SKUH Mae
IOCBig 3aCTOCYBaHHS MIPOTUIYXJIMHHOL Teparil.

He pekoMeHOyeThCS 3HUAKYBATH 003y OeBaln3ymady yepe3 mo0iuHi peakiiil. 3a moTpebu JiKyBaHHS
npenapaToM ABaCTHH' IOTPIOHO IOBHICTIO a60 THMYaCOBO IPUIMHUTH (OMB. PO3Min «Oco6IMBOCTI
3aCTOCYBaHHS»).

CTaHOapTHUY PEXKUM [N03YBaHHS
MemacmamuuHutl Kos1opeKkmanvHul pak

5 mr/kr ab6o 10 Mr/kr macu Tina 1 pa3 Ha 2 TuxHi yu 7,5 Mr/kr abo 15 mr/kr macu Tima 1 pa3s
Ha 3 THUXKHI y BUTJIAMI BHYTPIIIHbOBEHHOI iHQY3il.

JlikyBaHHS IIpenapaToM ABaCTHH® PEKOMEH[IYETLCS IPOAOBXYBATH 0 IPOrPeCyBaHHs OCHOBHOTO
3aXBOPIOBaHHS ab0 PO3BUTKY HEIPUUHSITHOI TOKCUYHOCTI.

MemacmamuuHutl paKk MO10YHOI 3a103U

10 mr/kr macu Tina 1 pa3 Ha 2 TuXKHI yu 15 Mr/Kr Macu Tina 1 pa3 Ha 3 TUXKHI y BUTTISAA]
BHYTPILTHEOBEHHOI iHY3ii.

JlikyBaHHSs npenapaToM ABacTHH® PEKOMEHIYEThCS MIPOOOBXKYBATH [0 IPOrPeCyBaHHS
OCHOBHOT'O 3aXBOpIOBaHHSA a00 PO3BUTKY HEMPUUHSATHOI TOKCUYHOCTI.

HeOpibHokaimuHHUll pak ne2eHb

ITepwa niHis AiKyBaHHA HENAOCKOKAIMUHHO20 HEeOPiOHOKAIMUHHO20 PAKY Ae2eHb Y KOMOIHauii 3
ximiomepani€w HA 0CHOBI NOXiOHUX NAAMUHU

Y xomOGinarril 3 ximioTeparrielo Ha OCHOBI MOXiIHUX IJIATHHU MIPOTSATOM [0 6 KypcCiB JTiKyBaHHS 3
HaCTYIIHUM 3aCTOCYBaHHSM JIIKapChKOTo 3aco0y ABacTHH® K MOHOTepaIii 10 MOsBA 03HAK
IIPOrpecyBaHHS OCHOBHOI'O 3aXBOPIOBAHHS.

7,5 Mr/Kr uu 15 Mr/Kr Macu Tina 1 pa3 Ha 3 THXKHI y BUTJISA1 BHYTPIITHEOBEHHO!L iHPY3il.

KrniniyHa KOpUCTD Yy MalieHTiB 3 HeAPIOHOK/TITUHHUM PAaKOM JIeET€Hb IPOIEMOHCTPOBaHa MTPU
3acTocyBaHHi 060X 103 — 7,5 Mr/kri 15 Mr/kr.

JlikyBaHHS IIpenapaToM ABaCTHH® PEKOMEH[IYETLCS IIPOfOBXYBATH 0 IIPOrPeCyBaHHs OCHOBHOTO
3aXBOPIOBaHHS ab0 PO3BUTKY HEIPUUHSITHOI TOKCUYHOCT.



ITepwa niHis AiKyBaAHHA HENAOCKOKAIMUHHO20 HEeOPiOHOKAIMUHHO20 paky aezeHb 3 EGFR-
aKkmueynyumu mymauiamu y kombiHauii 3 epsomuHibom

HocmimxenHs momo MyTanii EGFR ciig mpoBoguTy 0o mo4yaTKy KOMOiHOBAHOTO JTiKyBaHHS
npenapaToM ABacTHH® i eprIoTHHIOOM. Baxk/IMBO 3aCTOCOBYBATH Baslif[OBAHMI i HailHUM METOT 3
MEeTOI YHUKHEHHST XUOHUX pe3yIbTaTiB.

PekoMeH[j0BaHa 103a JIIKapChKOro 3aco0y ABaCTHH® IIpM 3aCTOCYBaHHI y KOMOIHALI 3 epIoTuHIGoM
CTQHOBUTH 15 MI/KT MacCH Tijla OOMH pPa3 KOXKHi 3 TUXKHi y BUTTIIA] BHYTPIIIHOBeHHOI iHDy3il.

PeKOMEHI0BaHO IIPOJOBXKYBaTH KOMOiHOBaHe JTiKyBaHHS IperapaToM ABaCTHH® Ta eplIOTHHIGOM 10
IIPOTPECYBaHHS 3aXBOPIOBAHHS.

3a indopwmarriero om0 mo3yBaHHS i crIoco0y 3aCTOCYBaHHS epJIOTUHIOY 3BepTalTeCs 0 iHCTPYKLil
[IJIsT MEAUYHOTO 3aCTOCYBAHHS €PJIOTUHIOY.

PosnoscrodaceHutl ma/4yu MemacmamuyHull HUPKOBOKAIMUHHUU pak
10 mr/kr Macu Tina 1 pa3 Ha 2 TUXKHi y BUTTIIA1 BHYTPIIIHbOBEHHO1 iHDy3il.

JlikyBaHHS npenapaToM ABaCTHH® PEKOMEHMIYETHCS IPONOBXKYBATH 10 IIPOrPecyBaHHs OCHOBHOTO
3axBOPIOBaHHS a00 PO3BUTKY HENIPUUHSATHOI TOKCUYHOCTI.

EnimeaianvHull pak seuHukie, pansoniegoi mpybu i nepguHHUl pak oyepesuHu

Iepwa aiHis aiKysauHs: y KoMOiHaIlil 3 KapOOIIaTHHOM i MaKTiTaKCeI0M IIPOTITOM [0 6
KyPCiB JTiKyBaHHS 3 HACTYIIHAM 3aCTOCYBAHHSIM JiKapChKOro 3aco0y ABacTuH® SIK MOHOTEpaIlii
10 TPOTPeCcyBaHHs OCHOBHOTO 3aXBOPIOBaHHSA a00 MPOTSATroM MakKCcHManbHO 15 Mics1is, abo o
PO3BUTKY HETIPUMHSATHOI TOKCUYHOCTI, 3aJIe3KHO Bifi TOTO, 1[I0 HACTYNIUTh paHillle.

PekoMeH[i0BaHa 03a JIKapChKOro 3aco0y ABacTUH® CTaHOBUTH 15 MI/KT MacH Tina 1 pa3 Ha 3 THXHI
y BUTJIAA1 BHYTPIIIHBOBEHHOI iHDYy3il.

JlikysanHsa peyudusy 3ax80p8aHHA: ABaCTHH® MpU3HayalTh y KoMOiHamil 3 KapOOoIIaTHHOM Ta
remiuTabiHoM npoTarom Bif 6 mo 10 KypciB nmikyBaHHS ab60 y KoMOiHalil 3 KapbomaaTuHOM i
IIaKJIiTaKCeJIOM IIPOTATOM Bifl 6 M0 8 KypCiB JIiIKyBaHHS 3 HACTYIIHUM 3aCTOCYBaHHAM
NiKapchKOro 3acofy ABaCTHH® JOBIOCTPOKOBO SIK MOHOTEPAIIil 10 IPOrpeCyBaHHs 3aXBOPIOBAHHSI.
PekomeH0BaHa [I03a JIiKapChKOT0 3aco0y ABacTuH® CTAaHOBHUTH 15 MI/KT MacH Tina 1 pas KoxHi 3
TUXKHI Yy BUTJISIA1 BHYTPILIHEOBEHHOI 1HPY3il.

JIikysaHHsa pe3ucmeHmHo20 00 0il npenapamis niamuHu peyudusyryo20 3ax80PBAHHA: ABACTHH®
3aCTOCOBYIOTH B IIOEQHAHHI 3 OMHUM 3 TaKUX IIpelapaTiB: MaKiiTaKCeJsl, TOIOTeKaH (Ipu
3aCTOCYBaHHI IOTUXKHS) ab0 merinboBaHuM JIiMOCOMaIbHUN TOKCOPYOilnH. PeKoMeHIoBaHa
[03a NiKapchKoro 3aco0y ABacTuH® B TAKHX BHIIQ[KaX CTAHOBUTHL 10 MI/KI MacH Tila OOuH pa3
Ha 2 THXKHi V BUTJISIA1 BHYTPIITHEOBEHHO] iH(}y3ii. Komu ABacTuH® Mpr3Ha4aoTh B KOMOiHAIIi1
3 TOIoTeKaHoM (y gHi 1-5 KOoXKHIi 3 TUXKHI), peKOMeHI0BaHa f03a IpenapaTy CTaHOBUTH 15
MT/KT MacH Tijla OOUH pa3 Ha 3 TUXKHIi Y BUTJIAA1 BHYTPIilIHOBEHHOI iH(Y3il. PeKoMeHnoOBaHa
TPUBAICTD JIiIKYBaHHS — [I0 IIPOTPECYBaHHS 3aXBOPIOBAHHS a00 M0 PO3BUTKY HEIPUUHSITHOIL
TOKCUYHOCTI.

Pak wutiku mamku



ABactur® 3aCTOCOBYIOTh Y KOMOiHaIlii 3 OMHUM 3 TaKHX PeXUMIB XiMioTeparrii: makiiTakcerr i
IIACIUIATHH a0 MaKIiTaKCcesl i TOIIOTEeKaH.

PexomeH0BaHa [I03a JIiKapChKOTo 3aco0y ABacTuH® CTAaHOBHUTbH 15 MT/KT MacH Tina, SIKy BBOOATD
OIVH pa3 KOXKHi 3 TUXKHI y BUTJISIAI BHYTPIIHEOBEHHO] iHPY3il.

JIikyBaHHSI peKOMEHYETHCS MTPOIOBXKYBATH O IPOTPECYBAHHST OCHOBHOTO 3aXBOPIOBAHHS a0
PO3BUTKY HEIPUMHSATHOI TOKCHYHOCTI.

Peyudusyrua 2aiobracmoma

PekomeH0BaHa [i03a JIiKapChKOTo 3aco0y ABacTuH® CTaHOBHUTH 10 MT/KT MacH Tijla KOXKHi 2 THXHI y
BUTJISIMi BHYTPIIIHbOBEHHOI iH(Y3il. PeKOMeHyEThCS TPOOOBXKYBATH JIIKyBaHHS IIpernapaToM
ABacTuH® [0 IPOrpecyBaHHs 3aXBOPIOBAHHSA. 3aCTOCYBaHHs MO3K 15 MI/KT KOXHi 3 THXKHI He
HNiATPUMYETHCSI HAsIBHUMU JaHUMU.

Ocobausi epynu nauieHmis

ITauieHmu AiMHbO20 BiKY: XBOPUM JIITHROT'O BiKy KOPEKIIisl 03U He OTpiOHa.

ITopyweHHs ¢pyHKUiI HUPOK: Oe3leKa Ta epeKTUBHICTh 3aCTOCYBaHHS MallieHTaM 6eBanu3ymMady 3
TIOPYILIEHHSM (QYHKIIii HUPOK He BUBYAJIUCS.

ITopyweHHs pyHKuii neuinku: 6e3meKa Ta e(eKTUBHICTb 3aCTOCYyBaHHS OeBalu3yMabdy
nali€eHTaM 3 HOPYILIeHHAM (QYHKII1 IeYiHKY He BUBYAIUCS.
imu

Beameka Ta eeKTUBHICTh 3aCTOCYBaHHs GeBalu3ymaldy miTsaM (BikoM g0 18 pokiB) He BCTaHOBIIEH.
HasiBHi naHi HaBefeHi y po3pinax «I1o6iuni peakiii» Ta «PapMaKOJIOTiuHi BIaCTUBOCTI», IPOTE BOHU
He JaloTh MOXKJIUBOCTI Oyab-IKAX peKOMeHallill 010 [03yBaHHS.

BipmoBinHi maHi momo 3actocyBaHHs 6eBanu3yMaly OiTAM [7g TiKyBaHHS KOJIOPEKTAIbHOTO PaKy,
paKy MOJIOYHOI 3aJI03H, PaKy JIeTeHb, paKy S€YHUKIB, (asomnieBoi TpyOu i IEpBUHHOTO paKy
OYEepEeBUHH, IIUUKYU MaTKU Ta HUPOK, BiICYTHI.

Cnocib s8sedeHHA

[ToyaTKOBY 103y IIpemnapaTy BBOASATH MpoTsAroM 90 XBUIMH Y BUTJIAMI BHYTPIIIHHOBEHHOI iHDY3ii.
fAxmo nepura iH}y3ia gobpe MepeHOCUTLCS, TO OPYre BBEAEHHSI MOXKHAa IIPOBOAUTH

IIPOTATOM 60 xBuuH. AK110 iHQY3ig npoTarom 60 XBUIMH J00Pe IEPEHOCUTHCS, TO BCi
HACTYIIHiI BBe[leHHS MOXKHa IIPOBOLUTHU IPOTATOM 30 XBUJIUH.

BBoauTH NTiKapchKHH 3aci0 ABaCTHH® BHYTPiIIHEOBEHHO CTPYMHHHO 4H 00JII0CHO He
MOXKHa!

3MeHIIeHHs N03H1 B 3B’S3KY 3 HeOaKaHUMH PeakllisIMy He PeKOMeHAYEThCS. 3a HasIBHOCTI IT0OKa3aHb
Tepariio C/Iil 0CTaTOYHO BiIMiHUTH a00 THMYACOBO MPU3YIUHUTH (IUB. po3min «ITobiuHi peakiii»).

3acmepediceHHA UL000 3dCMOCYBAHHA MA 88e0eHHA NiKAPCbKO20 3aCO0Y Asacmun®

ABacTun® MTOBUHHI rOTYyBaTH [0 3aCTOCYBaHHS MEAWYHI CIIeliaiCTy B aCEIITUYHUX YMOBax [AJId
3abe3neyeHHs CTEPUIBHOCTI IPUTOTOBAHOTO PO3YUHY. [ IPUTOTyBaHHS JIiIKapChKOT0 3aC00y



ABaCTI/IH® 00 BBE€OEHHA 3aCTOCOBYIOTh CTepI/IJ'IBHi TOJIKY i IIITPHII.

Apactur® y BUTIAAi iHQY3iit He MOXKHa BBOMUTH a60 PO3BOMUTH 3 PO3YMHAMHE ITI0OK03H. [Ipemapar He
MOXKHA 3MilllyBaTH 3 iHIIMMU JTiKapchKUMH 3acobamu, 3a BUHATKOM 0,9 % po3umHy HATPii0 XJIOPUAY
OIS iH €eKITiN.

HeoOxigHy KinbKicTh OeBalu3ymaby ciif BigibpaTu Ta po3BeCTH 0O HeoOXimHOTO O
BBeieHHS 00’emy 9 mr/mi (0,9 %) po3unHOM HaTpito XIOPUNY OJIs iH €Ki, KoHIeHTparis
6eBanu3ymMaly y IPUTOTOBAHOMY PO34MHi OBUHHA OyTH B Mexkax 1,4-16,5 mr/mi. ¥V GinmbInocTi
BHIIA[IKiB HEOGXiAHY KilbKiCTh JIIKAPCHKOr0 3ac00y ABacTHH® MOXKHA po3BecTd 0,9 % po3unHOM
HATPI0 XJIOPUAY A7 iH €KIi# m0 3arambHOro 06’eMy 100 M.

[Tepen 3acTOCYBAHHSIM PO3YUH HEOOXiMHO OTJISIHATH IOA0 HAsSBHOCTI MEXaHIYHUX BKIIOYEHb Ta 3MiHU
KOJIbODY.

ABacTvH® IpU3HAYeHHUH TiTBKY A7 OGHOPA30BOr0 3aCTOCYBAHHS, OCKINILKH JIIKApChKHMA
3acib He MiCTUTH KOHCepBaHTa. HeBUKOpuCcTaHul npemnapat abo BiIXo[u CIif yTUilyBaTH
3TiMHO 3 MICIIEBUMU BUMOT'aMHU.

He crocTepiranocs HECyMiCHOCTI nikapchkoro 3aco0y ABaCTHH® i3 makeTaMH 3 MOJIBIHIIXIOpULY
abo momionediny, a TaKoX i3 cucTeMaMu A iHO y3ii.

XimiyHa Ta ¢izuyHa cTabiNbHICTH IPUTOTOBIEHOTO PO3UKNHY 30epiraeTbcs NpPoTsIrom 48 roguH npu
temnepatypi Big 2 go 30 °C y 9 mr/mn (0,9 %) po34yuHi HATPitO XIOPUAY A iH €K, 3
MiKp00ioIoTiyHOl TOUKHU 30py IpemaparT CJIifi BAKOPUCTATH Bifipady. AKIIo pemnapat He
BUKOPHUCTAHUH Bifipa3y, TO 3a Yac Ta yMOBHU 30epiraHHs IPUTOTOBJIEHOTO PO3YHMHY BifTIOBiae
KOPHUCTyBay. 36epiraTu roTOBUM PO3UYMH MOXKHA IIPOTATOM He Oinbiie 24 TOOWH NPY TeMIlepaTypi Bix
2 po 8 °C, gKI11I0 pO3BEeeHHs IPOBOAATL Y KOHTPOJIbOBAHUX Ta BaJlifOBaHUX aCEIITUYHUX YMOBaX.

Himu.

Be3neka 3acTOCyBaHHA JIIKApChKOro 3aco0y ABaCTHH" [iTAM i HifJliTKaM He BCTAHOBJICHA.

Ilepedo3yeanHs.

[Ipu npu3HadeHH] npenapaTy B MakKCUMasbHii 1031 20 MI/KI Macu Tijla BHYTPIIIHBOBEHHO
KOXKHi 2 TUXHI Y IeKinbKoX malieHTiB 6yna 3apeecTpoBaHa MirpeHb TSXKKOT'0 CTYIIEHS.
CroemnudiyHoro anTuAoTY HeMae. JIikyBaHHS CUMITOMaTUYHE.

ITo6iuni peakuii.

3aranbHui Tpodins Ge3MeKH ikapchKoro 3aco0y ABacTHH® (a3yeThCs Ha JAHUX
3actocyBaHHs OGinbire Hixk 5400 namieHTaM 3 pisHUMHU 37TOSIKiICHUMY NyXJIMHAMHU, SIKi, y KITiHIYHIX
MOCIIi?KeHH X, OTPUMYBAJIH JIIKyBaHHSA ITepeBaXHo JIIKapChKUM 3aC000M ABacTuH® y KoMOiHaii 3
XimioTepariero.



Haii0inbIn cepito3HUMY MOOGIYHMMY peakuisMu Oynu: nepdopailil IITyHKOBO-KHAIIKOBOTO
TPaKTy, KPOBOBHUJIUB, BKJIIOYAlO4YU JIeT€HEeBl KPOBOTEYi/KpOBOXapKaHHs, 1110 YacCTille
CIocTepiranaucs y mallieHTiB 3 HegPiOHOKIIITUHHUM PaKOM JIeTeHb, apTepiaibHa
TpoMOoeMOomis (muB. po3min «OCoOIMBOCTI 3aCTOCYBAHHS»).

B kniHIYHUX [DOCHIIKEHHAX Y NALlE€HTIB, SIKi OTPUMYBaIA ABacTur®, HalGiIbII YaCTO CIocTepiranucs
IiABUINIEHHS apTepialbHOT0 TUCKY, CI1abKiCTh UM acTeHis, giapes Ta Ginb y XKUBOTI.

AHani3 gaHux 3 KJIiHiYHO1 6e3MeKu CBiqYUTh, 110 IiABUIIEHHS apTepiasbHOT0 TUCKY Ta PO3BUTOK
IPOTEIHypil IpH Teparil TiIKapChbKUM 3aC000M ABacTHH®, iMOBIPHO, MalOTh H0303aJIeKHUM
XapakTep.

[To6iuHi peaxiiil, mepeidyeHi y 1bOMy PO3Aisi, iNATHCS 3a YACTOTOIO Ha Taki KaTeropil: Jyxe
nomupeHi (=1/10); momwupesi (Big = 1/100 go < 1/10); HenommpeHi (Big = 1/1000 go <
1/100); pimko nowwupeHi (Big = 1/10000 mo < 1/1000); oyxe pigko mommpeni (<1/10000);
YacTOoTa HeBigoMa (HEMOXKJIMBO OLIHUTHU 3a HasiBHUMY JaHUMHU). Y KOXKHIU TPyIIi 3a
YacTOTO HeOaxkaHi peakllii MpefCcTaBlIeHO B MOPSIKY 3MEHIIeHHS CePHO3HOCTI.

Iesiki 3 HebaXaHUX Peaklliii € TAaKUMH, SIKi 3a3BUYal CIIOCTePiraioTh y 3B’43Ky 3 XiMioTeparieo;
npoTe ABacTHH® MOXKe IIOCHUIIUTH Ili peakllii Ipy 3aCTOCyBaHHiI B KoMOiHa1lii 3
XiMioTepaneBTUYHUMHU IIperapaTaMu. [Ipuknanu HebakaHUX pPeaklliil BKII04Yal0Th B cebe
CHHIPOM AOJIOHHO-IIiOOIIOBHOI EpUTPOAM3€eCTe3il Y pa3i 3aCTOCyBaHHSA 3 IETiTbOBAaHUM
JimocomManbHUM OOKcopyOinmHoM abo KamneluTabiHoM, nepudepryHy CEeHCOPHY HEWpOIaTiio
y pa3i 3acTOCyBaHHS 3 MMaKIiTaKCceI0M ab0 OKCaliIIaTUHOM, ITOPYIIeHHS 3 00Ky HirTiB abo
aJIoIeliio y pa3i 3aCTOCYBaHHA 3 IAaKJIiTAKCEJIOM Ta IIapoHiXiil TPy 3aCTOCYBaHHi 3 €pIOTHHIOOM.

Huxxue HaBemeHo mo0ivyHi peaxirii, SKi acoIlil0I0OTHCS i3 3aCTOCYBaHHSIM JIiIKapCHKOTO 3aC00y
Apactur® y KOMGiHaIlii 3 pi3HUMHK CXeMaMH XiMioTeparii Ipy Pi3HUX MOKa3aHHIX [ 3aCTOCYBaHHS.

[ToGiyHi peaxiiii, 3apeecTpPoBaHi y MicIIpeeCcTpaliiHul [Iepiof CIIOCTEPEeKEHHS, BKIIOUEHO Y
BigmoBigHi rpynu. [leTanbHy iHGOpMaIiio Ipo peakuii, 3af0KyMeHTOBaHi y MicIapeecTpaniiaui
nepiof CIoCTepexkeHHs, HaBeIeHO HUX4Ye Y BiATIOBIIHOMY MigpPO3Misi.

[To6iyHi peaxiiii 3a YaCTOTOK

Huxue nepeniueHo Bci HeOaxkaHi peakilii 3a IXHbOI0 YaCTOTOIO, 5IKi OyIM BU3Ha4eHi 9K TakKi, 110
MarTh IPUYMHHO-HACTIIKOBUH 3B’ 30K i3 3aCTOCYBAaHHSM JiKapChKoro 3acoby ABacThH®, 1[0 OB
BCTAHOBJIEHUU:

. IIPY TIOPiBHSIHHI YacTOTH HeOaXKaHUX peakllidl, AKi Bif3Ha4Yanu B KITiHIYHUX JOCITIIXKEHHSX, Y
rpymax jiKyBaHHS (pi3HuUL He MeHIIe 10 % MOpiBHAHO 3 KOHTPOJIBHOIO TPYTIO0 OJIS1 peaKIii
crynens 1-5 3a NCI-CTCAE (3aranbHi KpuTepii HebaxkaHux sBull HallioHanbHOTO iHCTUTYTY pPaKky

CIIIA) abo He meHIIe 2 % TOPIBHSIHO 3 KOHTPOJILHOIO TPYIIO0 IJIsl peakirid crymnens 3-5 3a NCI-
CTCAE;

. y MicnsipeecTpaliiHuX JOCTIIXKeHHIX 0e3MeKH;
. i3 CIIOHTAHHUX MOBiNOMJIEHD;

. B eNifeMioIoTiuHUX JOCTimKeHHIX/HEeIHTEePBEHIIINHNX a00 00CcepBaLitHUX JOCTiAXKEHHSX;



. yepes OLIHKY OKPEMUX KITiIHiYHUX BUMAKIB.

Ingekuii ma ineasii: IomMpeHi: cemncuc, GprermMoHa, adciec™, 3ananeHHs MiAMKIpHOI
KJTITKOBUHY, iH(DeKIIi], iH(peKIil CeYOBUBITHUX IIISXiB; PifiKO momupeHi: HEKPOTUIYIOUUI
dbaciuit’.

3 60Ky Kposi ma aimpamuuHoi cucmemu: OyXKe MOMIUPEHi: pedpuIbHa HEUTPOIIEHIS,
JNIefiKOIIeHisl, HeTpomeHis’, TPOMOOLUUTOIEHis; momupeHi: aHeMis, TiMpOmeHis.

3 6oky imyHHOT cucmemu: TIOMIUPEHI: TinepuyTAUBiCcT, iHY3iitHi peakmii*™’; pigko momupesi:
aHadiTakKTUYHUH LI0K.

3 60Ky 06MiHY peuo8uH ma xapuyeaHHs: OyXKe MOLUPEeHl: aHOPEKCid, rinoMartieMis,
rinoHaTpieMis; IOIIMpPEHi: 3HEBOJHEHHS.

3 60Ky Hepeogoi cucmeMu: OyxKe MOIIKUPEHi: TepudepudHa CeHCOPHA HeﬁponaTiﬂb, Ou3apTpis,
TOJIOBHMH OiNlb, MUCTEB3is; MOIINPEHI: MOPYIIEHHSI MO3KOBOI0 KPOBOOOGIry, HEIIPUTOMHICTS,
COHJIUBICTB; PiIKO IOMIKPEHi: CHHAPOM 060POTHOI 3afHbOI eHLledanonaTii*™"; myxe pigko
MOWMpeHi: TiIepTeH3uBHA eHIedanonaTisic.

3 60Ky opeaHie 30py: OyXKe TOLIXPEHi: po3naau 3 60Ky o4yel, miABUIleHa CTbO30TeYa.

3 6oky cepuys: TIOMIKPEHi: 3acTiliHa cepleBa HeJoCTaTHICTE ", HaAUITyHOYKOBa TaxikKapmis.

3 6oky cyOuH: OyxKe MOIIMPEHi: apTepiayibHa rineprensis™, TpomGoeMOonis (BeHO3Ha)™;

moIupeHi: TpoM0O0eMO0ITis (apTepiaJ'H:Ha)b'd, KpOBOTeqab’d, TpoM003 ITUGOKKX BEH; 4acTOTa

HeBifoMa: HUPKOBa TPOMGOTHYHA MiKpoaHTionaTisf®’, po3mapyBaHHs apTepiil Ta aHeBPU3MH.

3 60Ky duxavbHOi cucmemu, op2aHie epyoHOI KaimKu ma cepedocmiHHA: OyXKe MOLUPEeHi:
3aAulllKa, pPUHIT, HOCOBa KPOBOTEeYa, KallleJlb; IOIIKUPEHi: IeTeHeBa KpoBoTeya /

a

KpoBoxapKaHH"', TpoMGoeMboTis TereHeBoi apTepil, rimokcis, guchoria®; yacToTa HeBimoMa:

JIeTeHeBa TinepTeH3id’, mepdopallis HOCOBOI TePeropouKu’.

3 60Ky WAYHK0B0O-KUWKOB020 MpAKmy: OyxKe MOIINPEHi: peKTalbHa KPOBOTEeYa, CTOMATHUT, 3aIlop,
miapes, HyOoTa, 60BaHHS, 0ilb y XKHUBOTI; MOIIKPEHi: epdopallis LIIyHKOBO-KUIIKOBOTO
TpaKTy’b'd, nepdopallis KUIIeYHrKa, ileyc, HeIpoXifHiCTh KUIIeYHNKa, PeKTOBariHanibHa HOpHUIA™,
IIJTYHKOBO-KMIITKOBI PO3/Iafid, MPOKTAJTisl; 4aCTOTa HEBIOMA: IITyHKOBO-KHUITKOBI BI/Ipa3KI/Ia.

3 60Ky neuiHKu ma 2#o8408uBiOHUX WsAXi8: 4acTOTa HeBifoMa: epdopaliis KoBYHOro Mixypa™.

3 6oky wKipu ma nidwkipHoi KAIMKOBUHU: IyXe MOMKpPeHi: YCKIIafHeHH 3aTO€HHS paHu’™,
ekchomiaTUBHUM IePMaTHUT, CYyXiCTh IIKipH, IOPYIIeHHS 3abapBlIeHHs IKipH; MOIKUPEHi:
CHHIPOM IOJIOHHO-IIIOIIIOBHOI €PUTPOAN3ECTE3il.

3 60Ky CKesemHo-M’A30801 cucmemu i CnoAYYHUX MKAHUH: TyXKe MOIIKUPEHi: apTpairis, Mialris;
ToMmKpeHi: Hopunsa™’, M’s30Ba c1abKicTh, 6ib Y CIMHI; 9acTOTa HEeBioMa: 0CTEOHEKPO3
menenyu®’, 0CTEOHEKPO3 3 JI0Kali3allieio 103a HUXKHBOIO IIeenon™.



3 60Ky HUPOK i ce408uBiOHUX W.AAXi8: AyXKe MOIIKPeHi: mpoTeinypia™.

3 60Ky penpodykmueHoi cucmemu i MOA0YHUX 3a103: ByXKe MOLNUPEeH]: HeJOCTaTHICTh
seyHuKiB""; mommpeHi: 6i1b B AiNAHII Ta3a.

BpodasiceHi, cimetiHi ma eeHemuyHi po3aadu: 4aCTOTa HEBiloMa: aHOMaJTil Hnonaa'b.
Ob6cmediceHHs: OyKe MOIINPEHI: 3HUKEHHS MacH Tija.

3azanvHi nopyweHHA ma peakuii y Micui e8e0eHHA: nyKe MOLUINPEHi: acTeHis, c1abKiCTs,
rineprepwmis, 6ib, 3amasieHHs CIKM30BO1 000JIOHKH; MOIIHPEHi: 3aralbMOBAHICTb.

Konu npoTAroM KiiHigHUX AOCTiAXKeHb QpikcyBanu mobiuHi peakiril BCiX CTymeHiB, BKIIOYHO i3
ctyneHeM 3-5, TakKoxK ¢iKcyBasacs HallBUIlla YaCTOTa BUHUKHEHHS MOOIYHUX peakiid. [laHi He
CKOpPUTOBaHi 1100 Pi3HOTO Yacy JIiKyBaHHS.

*IIuB. TaKOXK Mimpo3min «ITo6iuHi peakirii, 3apeecTpoBaHi y micaspeecTpalliifHuii mepiom» HUXKYE.

"TepMiHHM BifoOpakaiOTh IPYIY SBHII, SKi OMUCYIOTh MeIUYHE IIOHATTS, a He ONUH TibKH CTaH abo
TEepPMiH ITepeBaxKHOro BUKOpucTaHHS 3a MedDRA (MeguuHu CIIOBHUK [OJ1S PETYISTOPHOL
mistmbHOCTI). LIg rpyma MeguYHuX TepPMiHiB MOXKe MaTH OgHAaKOBY 0a30By maTodisionoriio (Hanpukian
aprepianbHi TPpOoMOoeMOOTiYHI peakilii, y TOMY YKCIIi TOPYIIEHHS MO3KOBOTO KPOBOOOiry, iH(papKT
MioKapfa, TpaH3UTOPHaA illeMiyHa aTaka Ta iHIIIi apTepianbHi TpoMO0eMOOTiuHi peakiiii).

‘Ha ocHOBI migmocmimxeHHs, sske mpoBogunn y pamkax NSABP C-08 (HarioHampHOI Tporpamu 3
aj'10BaHTHOI Tepallil paKy MOJIOYHOI 3aJI031 i TOBCTOI KMUILIKM) 3a y4acTio 295 malfieHTis.

‘TTuB. TaKOXK Mimpo3nin «OKpeMi cepito3Hi Mo6iuHi peakIii».

‘PekTOBariHaibHI HOPULi € HAUOINBII TOMIUPEHUMH B KaTEropil «racTpoiHTeCTHHAIbHO-BariHalbHi
HODHUIII».

‘CniocTepirany nume y miteii.

Tsixki mo6ivHi peakiii 3a YaCTOTOO

TsakKi peakilii BU3Ha4yalTh K He0axKaHi SBHUIIA 3 Pi3HUIEI0 Y YAaCTOTi He MeHIe 2 % MOPiBHSIHO 3
KOHTPOJILHOIO TPYIION0 B KITIHIYHUX MOCTIIIKEHHSX Ta i3 TAKKICTIO CTymeHs: 3-5 3a Knacudikailliero
3araJibHUX KpuTepiiB HebOakaHux gBulll HalioHanpHOT0 iHCTUTYTY paky (NCI-CTCAE). Cionu
TAKOXK BKJIIOUeHO HebaxkaHi peakiii, gKi pO3rIsifaloOThCS BIAaCHUKOM PEECTPAlifHOTO IIOCBiTYeHHS
SK TaKi, 110 € KJTiHiYHO 3HauymuMu abo TsxkkuMu. Li kminiuHo 3Hauyni HeOaxaHi peakiii Oymu
3apeeCTPOBaHi y KITIHIYHUX JOCTiAKEHHX, ajle 4aCToTa Peakliil CTyneHs 3-5 He AocsArany Pi3HULi 2
% TIOpiBHSHO 3 KOHTPOJIBHOIO rpymnoi0. HaBefeHi HMXK4e faHi TaK0XK BKJTIOYalOTh B cebe
KJTiHiYHO 3HauyIi HebaxaHi peakxilil, SKi CIocTepiranu TiMbKu y mepiox
IiCNIIpe€eCTPaLifHOr0 3aCTOCYBaHHA IIpenapaTry, TOMy 4acToTa i cTymneHi peakuin 3a NCI-
CTCAE nesBigoMi. OTXKe, 1Ii KTiHIYHO 3HAYYINi peakilii 6y10 BKIIOUYEHO 00 I'PYIH «4acToTa
HeBimoMa».

[Hpekuii ma iHeasii: IOIMUPEHi: CENICUC, 3aMaleHHs MiAMKIPHOI KIIiITKOBUHH, a6cueca'b,



indexirii, iHdeKIril ceYoOBUBIMHUX IIISIXiB; 4aCcTOTa HeBioMa: HEKPOTU3YIOUni Gaciuit’.

3 60Ky Kposi ma aimpamuyHoi cucmemu: gyxe moumperi: peOpUIbHa HEUTPOIIEHIs, TEUKOIIEeHis,

HeﬁTponeHiﬂa, TPOMOOITUTOIIEHIs; IOMKUPEHI: aHeMis, mimMdomneHis.

3 6oky iMyHHOI cucmemu: TIOMIKMPEHi: YaCTOTa HEBigOMa: MigBUINEHA Yy TIUBICTS, iHQY3inHi

wa,b,c,

peaxmil™”™’; pigKo momupeHi: aHapinaKTUYHUN LIOK.
3 60Ky 06MiHY peuoBUH Ma Xap4yBaHHA: TIOIIUPEHi: 3HEBOJHEHHSI, TiMOHATPIiEMIS.

3 60Ky Hepsosoi cucmemMu: myxe MOIIKpPeHi: TepudeprudHa CEHCOPHA HeﬁponaTiﬂa; MIOIIMPEHI:

IIOpPYIIeHHS MO3KOBOT'0 KPOBOOOITy, HEIIPUTOMHICTh, COHJIUBICTh, TOJIOBHUM 0ijlb; 4aCTOTa HEBimoMa:

«a,b,c

CHHIPOM 000POTHOI 3aHbOI eHIledasnonaTii””, rinepTreH3uBHA eHIledaonaTisa .

a,b

3 6oky cepus: momupeHi: 3aCTiliHa CeplieBa HeAOCTaTHICThL ', HAAIUIIyHOYKOBa TaXiKapmis.

3 60Ky cyOuH: myXKe TIOUINPEeHi: rinepTeﬁsiﬂa'b; TIOIIKPEeHi: TpoMOoeMOoTis (apTepiaana)a'b,

KpOBOTe‘{aa’b, TpoMOoeMOoTis (BeHOBHa)a’b, TpoM603 TMuOOKKX BEH; YACTOTa HEBijOMa: HUPKOBa
TPOMOOTHYHA MiKpPOAHTiONaTisA™®, po3apyBaHHs apTepiil Ta aHeBPU3MHU.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOI Kaimku ma cepedocmiHHA: TIOUIUPeHi: JIeTeHeBa
KPOBOTeuYa/KpOBOXapKaHHSA"", TpoMGoeMBoIis TereHeBoi apTepii, KpoBoTeda 3 HOCA, 3a/IUIIKa,
rimokcisi; 9aCTOTa HEBiloMa: JIereHeBa rinmepTeH3is’, mepdopallis HOCOBOI MEePeropoaKy”.

3 60Ky WAYHKOBO-KUWKOB020 mpakmy: MyKe TOUIUPeHi: miapes, HygoTa, OM0BaHHs, 6ifb y
JKUBOTI; MOIIMPEH]: mepdopallis KUIIeUHWKa, i71eyC, HeMPOXifHICTh KUIIeYHNKa, PEKTOBariHalbHa
HOpUIA®’, IITYHKOBO-KUIIKOBI PO3/IafH, CTOMATHT, IPOKTaITis; YacToTa HeBigoMa:
nepdopariis IIyHKOBO-KHUIIIKOBOTO TPAKTY"’, IIIJIYHKOBO-KHUIITIKOBI BUPA3KK , PEKTaJIbHI
KpPOBOTEUYI.

3 60Ky neuiHKu ma x#o8408usiOHUX WAXi6: 4acToTa HeBifoMa: mepdopallis K0BIHOTo Mixypa™*.

3 60Ky wkipu ma niOwkKipHoi kaimkoeuHu: TIOLIXPEH]: YCKIIafHEHHS 3aTr0€HHS paHI/Ia'b, CUHIPOM
IOJIOHHO-TIigOIIIOBHOI epUTPOaAU3eCcTe3il.

, . . . b . .
3 60Ky ckesnemHo-M’A3080i cucmemu i CnOAYYHUX MKAHUH: TIOMIKXPEHi: HOPHUIISA ™, Mianris,
apTpanris, M’a30Ba cIa0KiCTh, 6i1b y CIMHI; YaCTOTa HEBijoMa: OCTEOHEKPO3 IIeeny .,

3 60Ky HUPOK i ceyosusiOHUX W1sXi8: MOMKPeHi: IpoTeiHypis™’.

3 60Ky penpodykmusHoi cucmemu i MOAOYHUX 3d103: TIOIIUPEHi: Oinb B MiNSHIN Ta3a; YacToTa
HeBimoMa: HeOCTaTHICTb T€YHUKIB’.

Bpodsiceni, cimeliHi ma 2eHemuyHi po3aadu: 4acTOTa HeBigoMa: aHOMaJIii mioma™.

3azanvHi nopyweHHs ma peakuii y micui e8edeHHs npenapamy: OyXKe IOIIKUPEHi: aCTeHis,
cnmabKicTh; mommupeHi: 6iy1b, 3aralbMOBaHICTh, 3alaJIeHHST CIIM30BOI 000JIOHKH.

“TepMminu Bimo6pazkaioTh TPYITy SIBUII, SIKi OIMKCYIOTh MEIWYHE IIOHSTTS, a He ONUH TiJIbKK CTaH abo



TEPMiH IepeBaXkHOro BUKopucTaHHsS 3a MedDRA (MeguuHuii CIOBHUK [JIS PETYISTOPHOL
mistmbHOCTI). LIg rpyma MeguYHuX TePMiHiB MOXKe MaTH OOHAKOBY 0a30BYy maTodisionorito (Hampukian
aprepianbHi TPOoMOoeMOOIIUHI peaxilii, 10 BKIIIOYAIOTh B cebe MOPYIIeHHSI MO3KOBOTO KPOBOOOiry,
iHdapKT MioKapaa, TPAaH3UTOPHY illleMiYyHy aTaky Ta iHIII apTepianbHi TpoMOoeMOOITiuHI peakiii).

*IluB. TakOXK Mifpo37in «OKpeMi cepito3Hi MOGiuHi peakiii».

‘IIuB. TakoXK mimpo3min «IToOiuHi peakirii, 3apeecTpoBaHi y micaspeecTpaliiHui mepiom».

d PexToBariHaibHi HOPUIl € HaWOiIbII MOMKXPEHNMHU HOPUIISIMU B KaTeropil «racTpoiHTEeCTUHAILHO-
BariHaJIbHI HOPHULi».

Oxpemi ceptio3Hi nobiyHi peakuii

Hopuui wayHKogo-Kuwkogo20 mpakmy (ouB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»)

JlikyBaHHs IIpenapaToM ABacTHH® acoOLi0BANOCs i3 TSXKUMY BUIaAKaMH Hepdoparil ITyHKOBO-
KUIIIKOBOTO TPaKTYy.

Y KJTiHIYHUX JOCHIXKEHHIX Iepdopatii IIyHKOBO-KUIIIKOBOTO TPAKTY CIIOCTepiraaucs MeHIIe HiXK y
1 % maIfieHTiB 3 HEMJIOCKOKIITUHHAM HeAPiOHOKITITUHHUM pPaKOM JiereHb, mpubnusuo y 1,3 %
NallieHTiB 3 METaCTaTUYHUM PaKOM MOJIOYHOI 321034, puOnu3Ho y 2,0 % malfieHTis 3
MeTaCTaTUYHUM HUPKOBOK/TITUHHUM pPakoM abo IallieHTiB 3 paKoM S€YHUKIB, SAKi
OTPUMYBAJH JIiKyBaHHS IEPIIO] JTiHii, Ta mpubIu3HO y 2,7 % Nali€HTiB i3 MeTaCTaTUYHUM
KOJIOPEKTaIbHUM PaKOM (BKJIOYAl0YX raCcTPOiHTEeCTHHAIbHY HOPHUIIO Ta abcuec). YV xomi
KJTIHIYHOTO MOCITiI>KEeHHS 3a yYaCTIO HAIli€HTiB 3 MEePCUCTYIOUUM, PEIUAUBYIOUUM ab0
MeTaCTaTUYHUM PaKOM IINKWKY MaTK{ BUNAAKU epdopaliil MITyHKOBO-KUIITKOBOTO TPAKTY
(Bcix cTyneHiB) Oynu 3apeecTpoBaHi y 3,2 % mauieHTiB, TOOTO y BCiX MAIliEHTIB, IKi Manau B
aHaMHe3i [IoIlepenHe ONIPOMiHEHHS B OiIAHII Ta3a.

BUHUKHEHHS WX SBUII Bapil0BaJIo Bif 03HaK BiJIbHOTO ra3dy Mpu peHTreHorpadil yepeBHol
TIOPOXXHUHM, IKUY 3HUKAB 0€e3 JIiKyBaHHS, [0 nepdopallil KUIIeYHUKY 3 JIeTaJTbHUM
abcliecoM 4epeBHOI TOPOXKHUHU. Y OesKUX BUIaIKaX CIIOCTepirasocs BHYTPIIIHbOUYEPEBHE
3arajieHHs, Ke BUHUKAJIO B pe3yJIbTaTi BUPa3K0BOl XBOPOOU LINYHKA, HEKPO3Y IMyX/INHH,
OUBEPTHUKYIIITY ab0 KOMiTY, acoliioBaHOT0 3 XiMioTeparieo.

JletanpHuMU Oyau TPUOIU3HO TPETHHA CEPUO3HUX MTepdopalliil HIIyHKOBO-KUIITKOBOTO TPAKTY, TOOTO
y 0,2-1 % ycix maui€eHTiB, AKi OTpUMYBaJl ABacTun®.

Y KJTiHIYHUX [OCII>KEeHHSIX 3aCTOCYBaHHS JIiIKAPChKOTO 3aC00y ABacTun® BUNANKHA LIIJTYHKOBO-
KUIITKOBOI HOPHUIIi (BCiX CTymeHiB) Oy/I0 3apeecTpoBaHO 3 YaCTOTO M0 2 % y Malli€HTiB 3
MeTaCTaTUYHUM KOJIOPEeKTaJlIbHUM PakKoM Ta PaKOM SI€EYHUKIB; 3 MEHIIIOK 4aCTOTOIO
CIIOCTEepIraocs y Malli€HTIB 3 IHIIUMU TUIIAMU PaKy.

I'acmpoiHmecmuHavbHO-8aRiHAAbHI HOpuui 8 docaidxceHHi GOG-0240

Y mocmigxkeHHi 3a y4acTiO MALiEHTIB 3 IEPCUCTYIOYUM, PEIUANBYIOYUM a60 METACTATUYHUM PaKOM
IIUAKY MAaTKM YaCTOTa BUHUKHEHHS raCTPOiHTeCTUHANIbHO-BariHaIbHUX HOPHUIIh CTaHOBUMA 8,3 % y
TaIi€HTIB, IKi OTPUMYyBaH JiKyBaHHs npenapaToM Asactur®, Ta 0,9 % y HaIli€eHTiB KOHTPOJIBHOI



rpynu, ToOTO ¥ BCiX IaIli€HTiB, SKi Malu B aHaMHE3i IToIlepegHe OMPOMiHEeHHS B OiMSHII
Ta3a. YacToTa BUHUKHEHHS raCTPOIHTECTUHAJIbHO-BariHaJIbHUX HOPULG B I'PYII, fKa
oTpuMyBaia ABacTuH® XiMioTeparito, 6yja BHIIO V MAIiEHTIB 3 PEIUAUBOM B MiISHII
IIONepeqHbOro onpoMiHeHHS (16,7 %) mOPiBHAHO 3 HallieHTaMM, B IKUX PEIUOUB
CIIOCTepiraBcs 3a MeXaMH OUISTHKY IoIlepeIHbOro onpoMineHH (3,6 %). BigmoBimHi
YaCTOTU B KOHTPOJIBHIN I'PYIIi NAIIEHTIB, SKi OTPUMYBAJIX JIUIIEe XiMioTepallito, CTAHOBUIU
1,1 % nopiBasAHO 3 0,8 %. [TallieHTH, B AKX PO3BUHYIMCS raCTPOiHTECTHHAJIBHO-BariHAIbHI
HOPWUII, MOXKYTh TAKOXK MaTHU KUIIKOBY HEIIPOXiOHICTh i MOTPeOyIOTh XipypriyHoro
BTPY4YaHHS HapsAOy i3 BUBEOEHHSM CTOM.

Hopuui, He nog’s3aHi 3i wayHko8o-Kuwkosum mpakmom (muB. po3min «OcobIuBOCTI
3aCTOCYBaHHSI»)

JlikyBaHHS npenapaToM ABacTHH® OyJI0 [IOB’s3aHe 3 CepHO3HUMHY BUIAJKaMy YTBOPEHHS HOPHIb,
BKJIIOYAIOYM JIETAJIbHI.

Y xomi KTiHIYHOT'0 JOCTigXKEeHHS 3a Y4aCTIO MaIliEHTiB 3 IePCUCTYIOYUM, PEIUIUBYIOYHM a00
MeTaCTaTU4YHUM PAaKOM IIUUKYU MaTKu y 1,8 % mallieHTiB, fKi OTpUMyBau JiKyBaHHS IIperapaToM
Asactur®, Ta y 1,4 % malieHTiB KOHTPOJILHOI IPYIHX CIOCTEpiraaucs HOPUI IMiXBH, CEY0BOr0 MiXypa
ab0 XiHOUMX CTaTEBUX IIIAXiB, HEe TIOB’g3aHi 31 IUTYHKOBO-KUIIIKOBUM TPAKTOM.

Heuacto (Big = 0,1 % 10 < 1 %) mOBiZOMISAIOCS PO HOPHUIIi, IIPYU SIKUX Y IIPOLIEC 3alydanucs
iHIIi gingHKY Tina (Hampukiiam OpOHXOIJIEBpaIbHi HOPUIl Ta HOPHI XKOBYOBUBITHUX
IISIXiB), i 4ac 3aCTOCYBaHHS MIPH Pi3HUX MOKa3aHHSX. [Ipo YyTBOPEHHS HOPUIb TaK0XK
MIOBIIOMIISINIOCS B MiCASIPEECTPALIMHUN TIePiof.

[Tpo HOpUII TOBIIOMJISAIY B PI3HUU Yac MIPOTATOM JIIKyBaHHS: 9K 4yepe3 1 TUXKeHb, Tak i yepe3 1 pik
Ta Mi3Hile MiCJIsA M0YaTKy JIiKyBaHHS IpenapaTtoM ABacTHH®, OibIIiCTh peakiiii BUHUKAIO IPOTArOM
nepumx 6 MicsAIiB Teparmii.

3azo0eHHA paH (muB. po3min «OcoBIUBOCTI 3aCTOCYBaHHS»)

Ockinbky ABacTHH® MOKe HEraTHBHO BIIMBATH Ha 3arO€HHS PaH, HAlli€HTIB, SKUM IIPOBOAHUIOCH
BeJIMKe OIlepaTUBHE BTPYYAHHS IIPOTSATOM OCTaHHIX 28 mHiB, 6y/10 BUKIIOYEHO 3 KITiIHIYHUX
nocnigxens 111 dhasu.

YV k7TiHIYHUX JOCTIIXKEHHSIX MeTaCTaTUYHOT0 KOJIOPEKTaIbHOTO PaKy He CIocTepiranocs 30i/blIeHHS
PU3HUKY IicIsgonepaniiHuX KpoBoTed abo MopyIleHb 3arOEHHS PaH y MallieHTiB, SKMM IIPOBOAMIOCH
BeJIMKe OllepaTUBHE BTPYYaHHS IPOTATOM OCTaHHIX 28-60 [HIB A0 MOYaTKY JIiKyBaHHS IIpernapaToM
Apactur®. 36imBbIIEHHS YACTOTH MiCISONepaliiiHuX KpoBOoTed ab0 yCKIafHeHHs 3aTOCHHS paH
npoTAaroM 60 gHIB MiCIa BEIMKOT0 ONIEPATUBHOIO BTPYYaHHS CIIOCTEPIranocs, sSKIIo NalieHTH
OTPUMYBaIH JiKyBaHHS IIpernapaToM ABacTUH® IIif yac Xipypriusoro Brpy4asHs. YacToTa BKa3aHHUX
cepro3HuX mobiynux sBuil BapiroBaaa Mixk 10 % (4 3 40 marienTiB) i 20 % (3 3 15 marieHTiB).

[ToBimOMIISINIOCS IPO CEPHO3HI YCKIIagHEHHS 3arO€HHS paH, BK/II0Yal04Yl aHaCTOMOTUYHI
YCKIafgHEHHS, JesKl 3 HUX MaJiy JIeTaJIbHi HaCTigKu.

Y mocnifKeHHSX MiClIeBO PeIUIUBYI0YOT0 Ta METACTaTUYHOI0 PaKy MOJIOUHOI 3aJI03U YCKIagHEeHHS
3-5 CTyIleHs, I0OB'A3aHi i3 3aroeHHAM paHu, crnocTepiranuch y 1,1 % nauieHTis, aKi 0OTpUMyBaiu
Aactur®, y nopiBHsaHHi 3 0,9 % XBOPHX KOHTPOJILHUX IPYIL.



Y KTiHIYHUX OOCTIOXEHHAX PaKy S€4YHUKIB YCKIagHEHHs 3-5 CTyIeHs, 10B’s13aHi i3 3aTOEHHIM paHy,
cnoctepiranucs y 1,2 % marttienTis B rpymi nikyBauHs 6eBauu3ymabom y nopiBasHHL 3 0,1 % B
KOHTPOJIbHIN T'PYIIi.

ApmepiaavHa 2inepmen3sisa (uB. Po3Min «OcoOIUBOCTI 3aCTOCYBaHHSI»)

Y KiHIYHKUX OOCHIAXKEHHSIX, 3a BUHITKOM fociigxeHHsa JO25567, 3aranbHa 4aCTOTa apTepiaabHOI
rineprensii (ycix crymenis) gocsarana 42,1 % y rpymnax JiKyBaHHS 3a CXeMaMH, 110 MiCTH/IX ABacTHH®,
y nopiBHAHHI 3 14 % B KOHTPONIBHUX Ipymax. 3arajibHa 4aCTOTa apTepianbHOl rinepTensil 3 i 4
crynens NCI-CTC (3aranbHi Kputepil HeOaxkanux sgBull] HailioHaneHOTO iHCTUTYTY paky CIIIA) y
IallleHTIB, SKi OTpUMYyBau ABactur®, BapitoBaina Bif 0,4 mo 17,9 %. ApTepianbHa rineprensis 4
CTyIeHs (TimepTeH3WBHUE KPU3) CIIOCTepiranack y Maiizke 1 % HallieHTiB, SKi OTpUMyBai ABaCTHH®
1 ximioTeparmito, nopiBHAHO 3 0,2 % mNalLieHTiB, 9Ki OTPUMYBAJIX JIUIe XiMiOTepalliko.

Y mocnigxensi JO25567 aprepianbHa TillepTeH3is yCix cTyneHiB cnocTepiranacsa y 77,3 % mnali€eHTis,
SIKi OTpuMyBasd ABacTHH® y KOMOiHAIlil 3 epIOTHHIOOM K MepIy JIiHII0 JTiKyBaHHS
HETJIOCKOKJIITUHHOTO HePiOHOKTITUHHOTO pPaKy jeredb 3 EGFR-akKTHBYI0UMMHU MyTalliIMu, Y
nopiBHSAHHI 3 14,3 % malli€eHTiB, AKi OTpUMYyBaIu Juile eploTuHiI0. ApTepianbHa rinepreHsis 3
CTyIeHs crocrepiranacs y 60 % malieHTiB, SKi oTpuMyBani ABacTHH® y KoMOiHaIlii 3 epnoTuHiGoM, y
nopiBHSAHHI 3 11,7 % mailiedTiB, AKi OTpUMYyBaIy Kille eploTHHIO. ApTepianbHa rinepTeHsid 4 abo 5
CTyIIeHsI He CIIoCTepiranacs.

B minmomMy apTepianibHa rinepTeH3sis afeKBaTHO KOHTPOJIIOBAJIACA 3a OOIIOMOI0I0 IIepOpaIbHUX
aQHTUTINEPTEeH3UBHUX 3aC00iB, TAaKUX AK iHTiOITOPU aHTiI0TEH3UHIIEPETBOPIOBAILHOTO (PEPMEHTY,
niypeTuky Ta 6710KaTOPU KasbllieBUX KaHalliB. ApTepiaibHa TinepTeH3is pifko mpu3BoAuIa 0
BiIMiHM JTiKyBaHHs IpernapaToM ABaCTHH® 4M rociTamisalii.

IyXKe pigKo MOBiIOMIIAIOCH IIPO BUNAAKY TiepTeH3uBHOI eHIledanomnarii, gesiki 3 Hux 0ynu
neTanbHUMU. PU3KK BUHUKHEHHS apTepialbHOI rinepTeH3il, acoliiioBaHol i3 3aCTOCYBaHHAM
NiKapChKOro 3aco0y ABacTHH®, He KOPEJIBaB 3 HOYAaTKOBAMH XapaKTepHCTUKaMH MallicHTiB,
OCHOBHUM 3aXBOPIOBAHHSIM YU CYIIyTHHOI Tepalli€lo.

CuHOpom 060pomHoi 3a0HbOI eHuedasonamii (auB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»)

V malieHTiB, fKi OTpEMyBanu ABaCTHH®, PiIKO CIIOCTEPIraaucsi CUMITOMY CHHAPOMY 000POTHOI
3a[HbOI eHIledasnomnaTii. CuHIpoM 060pOTHOI 3agHLO1 eHIedanonarii € HeBPOJIOTiYHOIO IIATOJIOTIED,
sKa PifKo 3yCTpivaeThCs i MPOSABISETHCS TAKUMU CHMIITOMaMu: CyJOMH, TOJIOBHUM Gifb, TIOPYIIeHHS
IICHXIYHOTO CTaHy, MOPYIIEHHS 30py, KipKOBa CJIINOoTa, 110 MOXKYTh CYyIIPOBOAXKYBaTHCS ab0 He
CYIIPOBOIXKYBATHCS TinepTeH3ieto. KiminiyHi mposBu cuHapoMy 000pOTHOI 3aAHBOI eHlledanonarii
4YacTo € HecnelUpiyHUMHU, TOMY IiATBEPAUTH I[eH [AiarHO3 MOXKHA 3a [I0IIOMOT0I0 METOIB
Bi3yarisallil TOJIOBHOT'O MO3KY, IIPH LIbOMY IlepeBara Hafla€ThCs MarHiTHO-Pe30HaHCHiM ToMorpadil.

Y pazi po3BUTKYy cHHAPOMY 000POTHOI 3agHbOI eHIledanonaTii peKOMEHAYETLCS PaHHE
pO3mi3HaBaHHA Ta IIBUAKE JiKyBaHHS CHeLU(pIYHUX CUMIITOMIB, BKII0Yal04y KOHTPOJIb apTepianbHOl
rimepTeH3il (P HAsSIBHOCTI TSKKOI HEKOHTPOJILOBAHOI rinepTeHaii), i mpunuHeHHs Tepaii
NiKapCLKUM 3aco00M ABacTiH®. CUMITOMYM 3a3BMYaii 3HUKAIOTh 00 3MEHIIYIOTLCS IPOTATOM
HaMOIMKYMX [HIB MMiC/Is MPUNIUHEHHS JiKyBaHHS, X04a y [esKUX MaIliEeHTiB MOXKYTh CIIOCTEPIiraTucs
nesKi HeBPOJIOTiuHi HacyifiKu. Besneka MOBTOPHOro NpU3HAYeHHs JIIKapChKOr0 3aC00y ABacTHH®
malfieHTaM i3 CHHIPOMOM 000POTHOI 3aHbOI eHIledasonaTii B aHaMHe3i HeBigoma.

V k7TiHIYHUX JOCTIIXKEHHSIX 3apeeCcTpoBaHi 8 BUMaIKiB CUHAPOMY 000POTHOI 3aAHbOI eHIledanonarii.
Y nBoX i3 BOChMU BUIIQMKiB He 0yJI0 OTPHMaHO PEHTTEHOJIOTiYHOTO0 MiATBEPAXKEHHS METOI0M



MarHiTHO-Pe30HaHCHOI ToMorpadii.
ITpomeiHypisa (muB. po3min «Ocob6IUBOCTI 3aCTOCYBaHHS»)

Y kJTiHIYHUX [OCHIXKEHHSIX IPOTeinypis crocTepiranacsa y 0,7-54,7 % malieHTiB, SKi OTpUMYyBaIn
ABactun®.

3a cTymeHeM TSKKOCTi IPOTeiHypis BapitoBasa Bif KIiHiuHO 6€3CUMITOMHOT0 TPAH3UTOPHOTO
BUSIBJIEHHS CTTifiB Giyka B cedi 10 HePOTUYHOTO CHHOPOMY, IIPH IIbOMY V GiTBIIIOCTI BUMTAKiB
TIOBifOMIISANIOCS TIPO ImpoTeinypito 1 crynensd. [Iporeinypis 3 crynens crnocrepiranaca y 8,1 %
nauieHTiB. [IpoTeinypis 4 ctynens (HehpoTUYHUN CUHAPOM) criocTepiranacsa y 1,4 % mariienTis, sAKi
OTPUMYBaNH JiKyBaHHS. J]0 MOYaTKy Tepamii TiKapCchbKUM 3aC060M ABAaCTHH® PEKOMEHIYEThCS
IIPOBOAMTY aHalli3 cedi 00 BUSBIIEHHS MPOTeIHypil. B OinblIocTi KITiHIYHUX JOCHiXKEHDb PiBEHb
6inka B ceui = 2 r /24 rox BMMAaras BifMiHK Tepamii TikapChKuM 3aco00M ABacTHH® 10
3HMXKeHHS Oifika B cedi 0 piBHA < 2 T / 24 rof.

Kposomeui (nuB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS»)

Y KiHIYHUX OOCTImXeHHAX 3arajibHa 4aCcTOTa BUHUKHEHHS KPOBOTed 3-5 CTyIeHs 3a Kiacudikali€ero
3arajibHUX KpuTepiiB HeOakaHux iUl HarionaneHoro incTuTyTy paky (NCI-CTC) npu npuiiomi
NiKapchKOro 3aco0y ABacTuH® 3a yciMa ImoKa3aHHsSMM cTaHoBuia 0,4-6,9 % y TOpiBHSAHHI 3 4,5 %
IaIli€HTIB Y KOHTPOJIbHIY TPyl OTpUMaHHS XiMioTeparril.

Y xomi KTiHIYHOTO JOCTigXKEeHHS 3a y4acTIO MallieHTiB 3 IePCUCTYIOYUM, PELUAUBYIOUUM abo
MeTaCTaTUYHUM PaKOM IIMUKK MaTKM BUIAAKU KPoBOTedi 3-5 cTyneHs Oynu 3apeectpoBaHi y 8,3 %
IallleHTiB, AKi OTPUMYyBaJIH JIiIKyBaHHS IIperapaToM ABactun® y KoMmbOiHalril 3 makmiTakcenom i
TOIIOTEKAHOM, Y IIOPiBHSAHHI 3 4,6 % MalieHTiB, SKi OTPUMYBaJIX JIIKyBaHHS IaKJIiTaKCEIOM i
TOIIOTEKAaHOM.

Haiiuacriie KpoBoTedi, IKi ciocTepiranucs B KIJIiHIYHUX [OCHIXKEHHSIX, OyJIM OB’ sI3aHi 3 IyXJIMHOIO
gy OyM HEBEIMKUMHU CIM30BO-IIKipHUMHU (HalpPUKJIaf HOCOBa KPOBOTEYA).

Kposomeui, acouiiiosaHi 3 nyxauHor (AUB. po3Min «Oco0IMBOCTI 3aCTOCYBaHHS»)

3HayHi a00 MaCHBHI JleTeHEeBi KPOBOTeUi / KpOBOXapKaHHS Y OOCIIIXKEeHHAX CIOCTEpIramucs
TIepeBaXKHO y MallieHTiB 3 HeAPIOHOKTITUHHUM PakoM JieTeHb. MOXIUBUMU (paKTOPaMU PUIUKY
JIeTeHEeBUX KPOBOTEY / KPOBOXapKaHb € IJIOCKOKJIITUHHA TiCTOJIOTIS KIIITHH, TiKyBaHHSI
IPOTHPEBMaTUYHUMU/IPOTU3AaIbHUMY IIpeniapaTaMy, aHTAKOAryIssHTaMy, IIoIepeqHs IpoMeHeBa
Teparlis, Teparis JTikapCbKUM 3ac000M ABaCTHH®, aTePOCKIIEPO3 B aHaMHe3i, IeHTpaJibHe
PO3TalllyBaHHS MyXJIUHU, YTBOPEHHS KaBEPHHU MyXJIUH [0 abo Mmif yac nikyBaHHS. [Ipu 11boMy
CTATHCTUYHO MOCTOBIPHUI 3B’130K 3 KPOBOTEYEI0 IIPK 3aCTOCYBaHHI JIIKapChKOro 3aco0y ABacTHH”
NOBEHOEeHUH JUIle MIPY IJI0CKOKIIITUHHIN ricTomnorii KimituH. ITamieHTy 3 HegpPiOHOKITITHHHUM PaKOM
JIET€eHi 3 BiOMOI0 MepPeBaKHOI0 MIOCKOKIIITUHHOI TiCTONOTIYHOI0 KaPTUHOK YU 3MilllaHUM
KJIITUHHUM THUIIOM 3 TIepeBazkHO IIJIOCKOK/IITUHHOIO TiCTOIOTiYHOI0 KApPTUHOI0 Oy BUK/TIOUEHi 3
HaCTyIHUX gociigxkens III pa3u, Toxi AK malieHTH 3 HEBILOMOIO TiCTOJIOTiYHOI0 KAPTUHOIO IyX/INHU
Oynu BKITIOUEH] y [OCTigXKeHHS.

Y mairienTiB 3 HegPiOHOKTITUHHUM PaKOM JIeT€Hb, 32 BUHSITKOM II€PEBaXKHO MIOCKOKITITHHHOI
TiCTONIOTiYHOl KAPTHUHH, SIBUIIA YCiX CTYNEHIB TIXKKOCTI CIOCTEPIranucs 3 4acToToo 1o 9,3 % npu
JNiKyBaHHI IpenapaToM ABacTuH® y KoMOiHail 3 XiMioTeparmieo, HOpiBHAHO 3 5 % XBODHX, [Ki
OTPUMYBAaJIU JIUIIe XiMioTeparmiwo. fABuilla 3-5 CTyeHs crnocrepiranucs y 2,3 % XBOpux, ski
OTPUMYyBaJIH JTiKapChKui 3aci6 ABacTuH® B KOMOiHaLil 3 XiMioTepaieo, IOpiBHAHO 3 < 1 % XBOPHX,



SIKi OTpUMYyBaJIH JIMIIe XiMioTeparrito. 3HayHi ab0 MaCHBHi JIereHeBi KPOBOTEUi/KPOBOXapKaHHS
MOXKYTh BUHMKATH PAITOBO, i IO IBOX TPETUH CEPHO3HUX JIETEHEBUX KPOBOTEY OyIIM JIETAIbHUMHU.

Y mairieHTiB 3 KOJIOPEKTAIbHUM PAKOM PEECTPYBAIACS KPOBOTEUi IITYHKOBO-KUIIKOBOTO TPAKTY,
TIOB’sI3aHi 3 IMyXJIMHOI0, B TOMY YHCJIi peKTaJlbHi KDOBOTEUi Ta MeJleHa.

AcoriiioBaHi 3 MyXJIMHOIO KPOBOTEYi PiIKO CIOCTepiranucs Npy iHIMKWX TUIaX MyXIuH i X JoKasisanil
i Bkmovanu kpoBoTedi y ITHC y marienTiB 3 Metactazamu B IIHC (muB. po3min «OcoO6muBoCTi
3aCTOCYBaHHS»).

YactoTa KpoBoTeu y LTHC y naijieHTiB 3 HenikoBaHUMHU MeTacTa3aMu B LTHC, ki oTpuMyBanu
6eBanu3yMal, TPOCIEKTUBHO HE BUBYAIACS B PAHIOMi30BaHUX KITIHIYHUX OOCTTiIXKEeHHIX. ¥
OOCIIIAHULIBKOMY PETPOCIIEKTUBHOMY aHaJli3i jaHux 13 3aBeplleHUX paHA0Mi30BaHUX OOCIIIAXKEHD 3a
y4acTIO Iali€HTiB 3 pisHuMu Tunamu nyxiauH y 3 3 91 (3,3 %) xBoporo 3 MeTacTa3aMu B TOJIOBHUU
MO30K po3BuHynucsa KpoBotedi B LIHC (Bci 4 cTyneHi) npu nikyBaHHi OeBaru3ymMaboM mopiBHAHO 3 1
BUIAAKOM (5 cTymneHs) cepen 96 marrienTiB (1 %), ki He oTpuMyBanu 6eBanu3ymad. Y gBox
HaCTYIIHUX JOCIIiAXKEeHHIX 3a Y4aCTIO MTalli€HTiB 3 JTIIKOBaHUMU MeTacTa3aMy B TOJIOBHUU MO30K
(mpubnu3no 800 nauieHTiB) 6yB omuH Bumagok KpoBoTedi y ITHC 2 cTtyneHns TsaxkKocTi cepen 83 ocib,
gKi orpuMyBasu 6eBanu3ymab (1,2 %), 3a JaHUMU IPOMIXKHOTO aHali3y 6e3neKwu.

V BCiX KJIiHIYHHUX JOCTIIXKEHHAX TiKapChKOro 3aco0y ABaCTHH® KPOBOTEUi CIIM30BUX 000JIOHOK Ta
IKipy crocTepiranucs y Maiixe 50 % XBOPHX, SIKi OTpuMyBaii ABacTiH®. YacTille CIocTepiraauch
HocoBi KpoBoTeui 1 ctynens 3a NCI-CTC TpuBamicTio MeHIIe 5 XB, SIKi IPUNUHSIIUCH 6€3 METUYHOTO
BTPy4YaHHS Ta He MOTpeOyBalu 3MiHM PeXUMY JIiKyBaHHS IpenapatoM Asactud®. [JaHi 3 KIiHigHOI
Oe3meKku CBigyaTh, 1110 YaCTOTa He3HAYHUX KPOBOTEY CIM30BUX 000JIOHOK Ta IIKipu (HampuKIIaf
HOCOBUX KPOBOTEY) MOXKE 3a/ieKaTH Bif [O3H.

Takox MeHII yacTuMu OyIM HE3HAYHI KPOBOTEUi IIKipH Ta CIIM30BUX 000JIOHOK iHIIOI JIOKai3aliii,
Taki K KpOBOTeUi ssiceH a0o BariHaabHi KPOBOTEUI.

Tpomboembois (muB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»)

ApmepiaavbHa mpomboemb0.is. 30inbIIeHHS YaCTOTH BUHUKHEHHS apTepialbHOI TpoMboeMOoTii,
BK/IIOUAIOYY iHCY/IbT, TPAH3UTOPHY ilIeMiYHy aTakKy, iHpapKT MioKapAa TOIIO, CIIOCTepiranocs y
TMaIi€HTIB, IKi OTPEMYyBaIX ABaCTHH® IIPH Pi3HMX MOKA3aHHSIX.

Y kniHIYHYX DOCTigXEHHSIX 3arajbHa YacToTa apTepianbHUX TPOMO0EeMOOTIYHIX peaklliit BapitoBasa
Big 3,8 % B rpynax JiKyBaHHS, 110 BKJIIOYAJIO0 ABactun®, 10 2,1 % B KOHTPOJIBHUX I'pyIax
ximiotepamii. JleTanbHi Hacmigky crocTepiranucs y 0,8 % malieHTis, SKi 0TpuMyBaai ABaCTHH® ¥
kKoMOiHarii 3 ximioTeparieo, mopiBHo 3 0,5 % XBOPUX, AKI OTPUMYBAJIU JIUIIE XiMioTepaIlio.
[HCYTIbT (BKTIOYAIOUX TPAH3UTOPHY illIeMiyHy aTakKy) OyB 3apeecTpoBaHui y 2,7 % MaIieHTiB,
SIKi OTPHMYyBAaJIH JIiIKyBaHHS IIpernapaToM ABacTHH®, mopiBHAHO 3 0,5 % XBOPHX, IKi OTPUMYBaIH
TiTIBKY XiMiOTepario, iHpapKT MioKapaa crnocTepiraBcs y 1,4 % mauieHTiB, ki oTpuMyBanu
ABacTun® y KoMmbOiHalril 3 ximioTepartrieio, mopiBHsAHO 3 0,7 % Malli€eHTiB, SKi OTPUMYBaIH TilMbKU
XiMioTeparrito.

B ofHe KiiHiYHe HOCTiIXXEHHs OIHKHM JiKapchKoro 3aco0y ABacTuH® y KoMOiHamil 3 5-
dbropypauuom / ¢posieBoio Kucnotow (AVF2192g) Oynu BKIIOYEHI MaIlieHTH 3 METAaCTaTUYHUM
KOJIOPEKTaIbHUM pakoM, siKi He Oy/Td KaHOWOATaMU [JIS JIIKyBaHHS ipUHOTEKaHOM. Y I[bOMY
IoCTimKeHHi apTepianbHa TpoMboeMOotis cioctepiranach y 11 % (8 11 3i 100) nauieHTiB MOpiBHAHO
35,8 % (B 6 3i 104) mamieHTiB Yy KOHTPOIBHIN I'pymi XiMioTeparrii.



BeHo3Ha mpomboemboisi. YacToTa BeHO3HOI TpoMO0eMO0Tii B KITIHIYHUX JOCITimXKeHHIX Oyia
TOPIiBHAHHOI y TAIiEHTIB, IKi OTPEMYyBaH JiKyBaHHS IpenapaToM ABacTuH® y KoMOiHamil 3
XiMioTepari€io, Ta MallieHTiB KOHTPOJIbHOI TPYIH, SKi OTPUMYBaIM JIUIle XimMioTeparnito. BeHo3Ha
TpoMOGoeMOOJIist BKITIOYA€E IereHeBy eM0O0Iii0, TpoM003 rimuboKuX BeH i TpomMbodaesiT.

YV KmiHIYHKMX JOCTiAKEeHHIX Pi3HUX [TOKa3aHb [IJIS 3aCTOCYBaHHS 3arajibHa 4aCcTOTa BEHO3HUX
TpoM6oeMOoIiil BapiroBana Bif 2,8 1o 17,3 % B I'PyIMi JiKyBaHHS, [0 BKJIIOYaIa ABaCTHUH®,
MOPIBHSHO 3 3,2-15,6 % B KOHTPOIBHUX TPyIaXx.

Benosni Tpomboembortii 3-5 cTymneHs Oynu 3apeecTpoBaHi y 7,8 % mallieHTiB, SKi

OTPUMYBaH ximioTepamito 6eBarnu3ymab, mopiBHSIHO 3 4,9 % XBOpPUX, K1 OTPUMYBaIU
JIMIIIe XiMioTeparriio (3a yciMa IToKa3aHHSIMHU, 3a BUHSATKOM II€PCHUCTYI04YO0T0, PELUAUBYI0YO0TO
ab0 MeTacTaTUYHOIO PaKy LINUKU MaTKH).

Y xomi KNMiHIYHOT'0 JOCTigXKEeHHS 3a Y4acCTIO MaIlieHTiB 3 IePCUCTYIOYUM, PEIUIUBYIOUNM abo
MeTaCTaTUYHUM PaKOM IIMUKK MATKM SIBUIA BeHO3HOI TpoMboeMObortii 3-5 cTyneHs Oynu
3apeecTpoBaHi y Maiixke 15,6 % mallieHTiB, Ki OTPUMyBaIH JTiKyBaHHSA pernapaToM ABacTUH® y
kKoMOiHalii 3 maksiTakcenoM i IUCIIIaTHHOM, Y TOPiBHSHHI 3 7,0 % MallieHTiB, SKi OTPUMYBaIH
JIIKyBaHHA MaKJIITAKCEJIOM 1 IIUCIIJIaTUHOM.

Y nmarieHTiB, y IKHX BUHMKAIU BeHO3Hi TpoMO0oeM0OoIil, icCHY€e MigBUINEHNW PU3UK PELUAUBY IIPH
NiKyBaHHI IpernapaToM ABacTHH® Ta XiMiOTepaieo MOPiBHAHO 3 TAKMMHU IIPK 3aCTOCYBaHHI JIKIIIE
ximioTeparii.

3acmiliHa cepuesa HedocmamHicmb

[oTenep y K/IiHIYHUX OOCIIIXKEHHAX 3aCTiiiHa ceplieBa HeJOCTaTHICTh BUHUKAJIA IIPU 3aCTOCYBaHHIL
NiKapchKoro 3aco0y ABacTHH® 3a BCiMa IIOKa3aHHSMH IIPU PakKy, aje B OCHOBHOMY IIPH
MeTacTaTUYHOMY PaKy MOJIOYHOI 3a7103u. Y 4oTuphox gocuigxkerHax III ¢pasu (AVF2119g, E2100,
B017708 Ta AVF3694() y naIfi€HTiB 3 MeTaCTaTUYHUM pPaKOM MOJIOYHOI 321034 3aCTiliHa ceplieBa
HEIOCTaTHICTh 3 CTyHeHs abo BHIIe crocTepiranacs y 3,5 % HallieHTiB, SKi 0OTpUMyBaIi ABaCTUH® y
koMmbiHanii 3 ximioTeparmieto, y mopiBHsHHI 3 0,9 % B KOHTPOJILHUX TPyNax. Y Nali€HTiB — YYaCHUKIB
nocrimxenHst AVF3694¢, ki oTpuMyBaIu aHTPAIMKIIiHY OOHOYACHO 3 GeBalu3ymMaboM, 4acToTa
BUHUKHEHHS 3aCTilHOI ceplieBol HeJOCTaTHOCTI 3 CTyneHs abo Bullle B rpyliax OTPUMaHHS
OeBanu3ymMaly i KOHTPOIBHUX I'Pymax Oyia IOPiBHAHHOIO 3 TAKOIO B iHIIKMX JOCITigKEHHIX
MeTaCcTaTUYHOTO PaKy MOJIOYHOI 3amo3u: 2,9 % B rpymi aHTpanukJiid 6eBanu3dyMab i 0 % malfieHTiB B
TPy aHTpanuKIIiH mranebo. Kpim Toro, y gocnigxenHi AVF3694g yacToTa BUHUKHEHHS 3aCTilHOI
CepleBOl HeIOCTATHOCTI yCixX CTyIeHiB TAXKKOCTi Oysa mofgibHOI0 B rpymnax JIiKyBaHHS 3a CXEMOI0
aHTpaLuKIIiH ABacTuH® (6,2 %) Ta aHTpaIMKIiH miane6o (6,0 %).

Y GinbpIIocTi MaIlieHTiB, ¥ SKUX PO3BUHYJACS 3aCTiliHa ceplieBa HeIOCTATHICTh ¥ XOMi MOCIiIXKeHHS
MEeTaCTaTU4YHOT0 PaKy MOJIOYHOI 3aJ103H, CIIOCTEPIrasocs MoKpalleHHs CUMIITOMIB Ta/4u QyHKIIil
JIIBOTO LIJTyHOYKA IIiCJIS BIOMIOBIZHOIO MEAUKAMEHTO3HOI0 JIiIKyBaHHS.

3 GiNBIIOCTI KNTiHIYHUX AOCTIAXKEeHb JTiKapChKOro 3aco0y ABaCTHH® HAIlieHTH 3 iCHYIOUYOX0 3aCTilHOI0
cepieBoio HepocTaTHicTio [I-1V Kimacy 3a Knacudikaiiieio HLIO-PIopKCBKo'i KapIionoriyHoi acoriatii
Oynu BuKmModeHi. TakuM yuHOM, HeMa€e iH(opMallil 11100 PU3UKY 3aCTilHOI CepIeBOl HEIOCTAaTHOCTI
y LIUX TIal[i€HTIB.

[TonepenHs Tepallis aHTPALUK/IiHAMY Ta/4u MOMePeOHs IpOMeHeBa Tepallisl Ha OiMSHKY TPymHOl
KJITKY € (haKTOpaMy PU3UKY PO3BUTKY 3aCTiMHOI CeplieBOl HEAOCTATHOCTI.



[TigBuIIeHHS YaCTOTY BUHUKHEHHS 3aCTilHOI CeplleBOol HeJJOCTATHOCTI CIIOCTEpiranocs B KIIiHIYHUX
MOCTiIXKEeHHSX MalieHTiB 3 fudy3Ho0 B-BeMMKOKITITUHHOO TiMdoMoIo, Ki oTpuMyBamu 6eBanusymad
i3 KyMy/IITUBHOIO 03010 JOKCOPYOirnuHy, gKa nepesumysana 300 mr/M°. B oMy KiIiHiuHOMY
nocmimxenHi III ¢pa3u nopiBHIOBaBCS puTykcumab / nukmodpochamin / mokcopyOiruH /

BinKkpucTHuH / mpenHi3onoH (R-CHOP) 6eBanu3ymab i R-CHOP 6e3 GeBanu3zymaby. YacToTa
BUHUKHEHHS 3aCTifHOI CeplieBoi HeJOCTaTHOCTI B 060X rpynax OyJa BUIIOIO, HiXK paHile
crocTepirasnacs Ipu Teparii JoOKCOpyOillMHOM, IIPH I[bOMY YaCTOTa BUHMKHEHHS 3aCTiliHOI cepiieBol
HegocTaTHOCTI Oyna Buioio B rpymi R-CHOP 6eBauu3ymab. Lli pe3ynbTaTl CBig4aTh, 10 3a
TMalieHTaMH, SIKi OTPUMYIOTh KyMYJISITUBHY 103y HOKCOpyOinuHy moHan 300 Mr/M’ y KoMGiHaii 3
OeBanu3yMaboM, CIIi PeTEeIbHO CIIOCTEPiraTv Ta MPOBOOUTH BigIOBiTHE 00CTEXKEHHS CepIIs.

Peakuii e2inepuymaugocmi (y momy uuci aHagisakmuyHutl wok)/iHgy3iiiHi peakuyii (DUB. PO3AiIU
«Ocob6uBOCTi 3acToCcyBaHHA», «[106iuHi peakiiii, 3apeecTpoBaHi y micispeecTpaliiuuii
mepiomg»)

Y mesikuX KITiHIYHUX OOCTiIXKEeHHSIX BUHUKHEHHS aHa(iTaKTUYHUX peakIlill i peakmin
aHaQiTaKTUYHOr0 TUIY CIIOCTEPIrasocs YacTillle y HallieHTiB, IKi OTPUMyBaid ABaCTUH® y
kKoMOiHatii 3 ximioTeparieto, y IOpiBHSHHI 3 MallieHTaMHu, sIKi OTpUMYyBaJu JIKIIe XiMioTepariio. 3a
YaCcTOTOI0O BUHUKHEHHS 1Ii peakiii € momupeHuMu (o 5 % mallieHTiB, AKi oTpuMyBanu 6eBann3yma).

Ingpexuii

Y xomi KTiHIYHOT'O JOCigXKEeHHS 3a Y4acTIO MAllieHTiB 3 IEPCUCTYIOYUM, PeluauBylounuM abo
MeTaCTaTUYHUM paKOM IIMWKKA MaTKM BUNAOKM iHQeKIid 3-5 cTtynens O6ynu 3apeecTpoBaHi v 24 %
Tali€HTiB, AKi OTPUMYBa/IH JIiKyBaHHSA MpernapaTtoM ABacTHH® y KoMOiHallil 3 MaKJIiTaKCeIoM i
TOIIOTEKaHOM, y OPiBHAHHI 3 13 % nalieHTiB, sKi OTpUMyBaJIu JIiKyBaHHS IaKJIiTaKCEIOM 1
TOIIOTEKaHOM.

3eacanus QpyHkuii aeuHukie / pepmuavHicms (ouB. po3minu «OcoOIUBOCTI 3aCTOCYBAHHS» i
«3acToCyBaHHS Y Ilepiof BariTHOCTI ab0 rogyBaHHS TPYIII0»)

V gocnimxensi I1I pasu NSABP C-08 3acToCyBaHHS JTiKapChKOro 3aco0y ABacTHH® B afl lOBAHTHOMY
JiKyBaHHI MallieHTiB 3 paKoM 000I0BOi KUIIIKKA YaCTOTa BUHUKHEHHS HOBUX BUIAJKIB 3raCaHHs
GYHKIII S€YHUKIB, SKi BU3HAYAIUCS K aMeHopes IPoTAroM 3 MicsiiiB abo Oinblile, piBeHb
bonikymoCcTUMYMI0I0Y0ro ropMony = 30 MMO/MiI 1 HeraTHUBHI pe3yabTaTH TECTy Ha BaTiTHICTH 3a
[OIIOMOT 010 B3HAUYEHHS P-TII0ACHKOTI0 XOPiOHIYHOT0 TOHAAOTPOIIHY, BUBYanacs y 295 KiHOK B
npeMeHomnay3i. HoBi Bunagku 3racaHHs QYyHKII S€9HUKIB 3a(hiKCcOBaHO ¥ 2,6 % Malli€eHTiB B IpyIi
mFOLFOX-6 y nopiBusiaHi 3 39 % narienTiB y rpyni mFOLFOX-6 6eBaru3ymab. ITicns BigMinu
nmikyBaHHs GeBalu3ymMaOoM QYHKIIS S€YHUKIB BigHOBUIACS ¥ 86,2 % XKiHOK. [JOBrOTpUBaINi BIJIUB
nmikyBaHHS OeBalu3ymMaOoM Ha GepTUIbHICTh HEBIIOMUIA.

ITopyweHHs 3 60Ky 1abopamopHUX NOKA3HUKI8

3MeHIIeHHS KiTbKOCTi HeUTpo(isniB, TeMKOUUTIB Ta HasBHICTH Oifika B ce4i MOXKe acoliloBaTUCS 3
JNiKyBaHHSM IIpernapaToM ABacTHH®.

Y kJTiHIYHUX JOCTIAXKEHHIX HUXK4Ye3a3HaueHi BiixuieHHa 1abopaTOpHUX TOKA3HUKIB 3 i 4 cTyneHs
(NCI-CTCAE v.3) cnocTepiranocs i3 pi3Hulieio moHauMeHIle 2 % y XBOpUX, sKi OTpUMyBalu
NiKyBaHHS IpenapaToM ABaCTHH®, MOPIBHAHO 3 XBOPUMH KOHTPOJIBHHUX TPYIL: TillepriikeMis,
3HUKEHHS PiBHSA reMorjiobiny, rimokanieMis, rimoHaTpieMisi, 3HUKEHHS YUCTIa JIEHKOIUTIB,
36inbIIeHHST MiZKHAaPOJHOT0 HOPMaJli30BaHOT0 CHiBBigHOIIEeHHA (MHC).



Kniniyni gocigkeHHS IPOIEeMOHCTPYBaIM OB’ sI3aHe i3 3aCTOCYBaHHSIM JIiIKapChKOT0 3ac00y
ApacTuH® TpaH3UTOPHE HiABHUINEHHS PiBHS KpeaTHHIHy B CHpOBaTIi KpoBi (B 1,5-1,9 pa3a suiie
II0YaTKOBOT'O PiBHS), SIK 3 MIPOTEIHYpi€to, Tak i 6e3. Take MiBUINEHHS HE aCOIiI0BAIOCS 3 BUILIOIO
YaCTOTOIO KJIiIHIYHUX MPOSBIB MOPYIIeHHS (YHKI[il HUPOK Y MAaIi€HTIB, AKi OTPUMYBaIy JIiKyBaHHS
npenapaToM ABacTHH®.

Oco6nuBi TPpyIy NallieHTIB

ITayieHmu AiMHbO20 BiKY

Y panpomi3oBaHUX KITiHIYHKX OOCIIIXKEHHSIX BiK MHalli€HTa IMOHAaA 65 POKiB acoOIlifoBaBCA 3
IiABUIIEHUM PU3UKOM BUHUKHEHHS apTepianbHOl TpoMO0eMO0Itii, BKTI0Yalouy PO3BUTOK iHCYIBTY,
TPAH3UTOPHOI illIeMi4yHOl aTaky, iHpapKTy MioKapaa. Y mallieHTiB BiKoM IMoHaf 65 POKiB TaK0OXK 3
BUIIOI0 YaCTOTOIO CIIOCTEPIramucs nerkoneHisa 3-4 cTyneHs Ta TpPOMOOIIMTONEHIS, @ TaKOXK
HEUTPOIeHis (BCiX CTyneHiB TAXKKOCTI), Aiapes, Hy0Ta, TONOBHUY 6inkb i cmabKicTh y mOpiBHSAHHI 3
TaIieHTaMH BiKoM < 65 POKiB, SIKi OTPMMYBAJI JIIKyBaHHS IIpernapaToM ABacTUH® (IUB.
po3minu «Ocob6muBOCTI 3acTocyBaHHS» i «[100iyHi peakiii»). B ogHOMY KIliHiYHOMY
MOCIigXKEeHHI YaCTOTa BUHUKHEHHS apTepianbHOI TinepTeH3ii = 3 cTymneHs TsSkKKOCTi Gyia
BOBiUi BUINOIO y MAalli€HTiB BIKOM ITOHaA 65 POKIiB, HiXK y MallieHTiB BIKOM <65 pOKiB. Y mOCTigXKeHH]
3a y4acTIio Malli€HTiB 3 PELUONBYIOUNM PAaKOM SIEYHUKIB, PE3UCTEHTHUM [IO0 [iii TpemapariB MJIaTUHH,
TakoXk OyJ10 3apeeCcTpOBaHO BUIIQ[IKHU aJioNellii, 3amaneHHs CIM30BUX 000JI0HOK, Tepu(pepruiHol
CEHCOPHOI Helpomnaril, IPOTelHypil Ta apTepialbHOl TinepTeHs3i, SKi CrocTepiraaucs 3 4acToTo,
IpUHAUMHI Ha 5 % BHUILOIO Y TPYIIi JTiKyBaHHs OeBau3yMaOdoM 3 xiMioTepari€eio maIieHTiB BiKoM =
65 pokiB, sIKi oTpuMyBanu 6eBanu3yMal, IIOPIBHSIHO 3 MallieHTaMu BiKOM < 65 pOKiB, sIKi oTpuMyBaiu
6eBanu3ymab.

YacToTa po3BUTKY iHIIKX MOGIYHUX peakilii, y ToMy yucii nepdopatiil IITyHKOBO-KUIIIKOBOTO TPAKTY,
YCKJIagHEeHHS 3arO€HHS PaH, IPOTeIHypil, 3aCTiiHOI cepleBOl HEJOCTATHOCTI i KPOBOTEYi, y Malli€HTiB
JNITHBOTO BiKy (MOHaR 65 POKIB), AKi oTpuMyBanu ABacTHH®, Gy/a IMOPIBHAHHOK 3 TAKOK Y HAllicHTIB
BiKOM <65 pOKiB.

Himu

Besneka 3aCTOCYBaHHS JIIKApCHKOTr0 3ac00y ABaCTMH" [iTsM i MifUliTKaM He BCTaHOBJIE€HA. ABACTHH®
He CXBaJIeHWH [JIs1 3aCTOCYBaHHS IallieHTaM BikoM 1o 18 pokiB. Ony0ikoBaHO faHi Ipo Te, IO Yy
TMalieHTiB BiKOM 70 18 pOKiB, fIKi OTpYMyBaIH JIiKyBaHHS IIpenapaToM ABaCTHH®, CIIOCTepiraau
BUTIAIKX OCTEOHEKPO3Y 3 JIOKaIi3alli€r no3a HUXKHbBO 1LIeJIenolo.

[To6iyHi peaxiiii, 3apeeCcTPoBaHi y MmicispeecTpallinHuii mepion

[Hpexkuii ma iHeasii: PiIKO MOMKXPEHi — HEKPOTU3yIouni (HacIyiT, 3BU4aiiHO BTOPUHHUH [0
yCKJIaflHeHHS 3aTO€HHS paH, LITYHKOBO-KHUIITKOBOI nepdopallil Ta yTBOPEHHS HOPUIIi (OUB.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

3 6oky imyHHOT cucmemu: TIOIIMPEHi: peakilil rinepuyTaIXBOCTi, iHQY3iitHi peakiii (YacToTa
HeBigoMa) 3 MOXKJIMBHMU CYIIyTHIMU IIPOSIBaMM: 3afUINKa / YTPYOAHEHe OUXaHHS, IPUTLINBHY /
IIOYEePBOHIHHS / BUCUIIAHHS, apTepiaibHa rimoTeH3isg abo apTepiasibHa TinepTeHsis, necaTypaiis
KMCHIO, 6ifb y TPyOHiM KmiTHi, 03HOO0, HynoTa/6moBaHHs (quB. po3Min «Oco6IMBOCTI 3aCTOCYBaHHS»).

Pigko nomrupeHi: aHadinakTHYHUM 10K (OuB. po3Min «Oco6IMBOCTI 3aCTOCYBaHHS»).



HeaposoeiuHi po3aadu: OyXe PigKo MOLUIMPEHi — TrinepTeH3uBHa eHlledanonarTis (AUB. PO3Iin
«Oc0o6IMBOCTI 3aCTOCYBAHHA»); PiOKO MOIIUPEHI — CHHAPOM 000POTHOI 3afHBO1
eHnedanomnarii (muB. po3Mmin «Oco6IUBOCTI 3aCTOCYBaHHS»).

3 60Ky cyOuH: HUPKOBAa TPOMOOTHYHA MiKPOAHTIOMaTis, 110 MOXKe KITiHiYHO IPOSIBIISITHUCS
poTeinypi€elo (YacToTa BUHUKHEHHS HEBiloMa), IIPU CYyIyTHLOMY 3aCTOCYBaHHI CyHITHHIOY uu 6e3
Takoro (muB. po3minu «OcobmuBOCTI 3acToCcyBaHH», «I106iuHi peakirii»).

3 6oky duxaavHoi cucmemu, opeaHie 2pyoHOI Kaimku ma cepedocmiHHs: TIOMKUPEH]I — OUCOHOHIS;
YacTOoTa HeBimoMa — rnepdopallis HOCOBOI TEPEeropoaKy, JiereHeBa rinepTeHsis.

3 6oky eenamobisiapHoi cucmemu: 9aCTOTa HeBifoMa — mepdopallis JKOBUHOTO MixXypa.
3 60Ky WIYHKOBO-KUWIKOB020 MPAakmy: 4acTOTa HEBifoMa — BHpa3Ka IIIYHKOBO-KUIIKOBOTO TPAKTY.

3 60Ky onopHO-pyX080i cucmemu ma cno/AyYHOI MKAHUHU: BUTIAAKHA OCTEOHEKPO3Y LIETIEMTHUX KiCTOK
CIIOCTepiranucs y MalieHTiB, gKi OTPUMyBalH JiKyBaHHS IIpenapaToM ABacTUH®. BilbIIiCTL TaKUX
BUMAJKIB 3apeeCTPOBAHO Yy MAlli€eHTIiB 3 BiTOMUMHU (paKTOpaMU PU3UKY BUHUKHEHHS OCTEOHEKPO3y
IIeJIeNTHUX KiCTOK, 30KpeMa y TallieHTiB, sIKi oTpuMyBanu OichochoHaTy Ta/abo Maiu MaToJOTii0 ICEH
B aHaMHe3i i moTpebyBasy iHBa3MBHOI'0 CTOMATOJIOTIYHOT0 BTpy4YaHHs (IUB. po3min «Oco6auBOCTi
3aCTOCYBaHHS»). Bunagkyu 0CTEOHEKPO3Y 3 JIOKaJli3alli€lo 103a HUXKHBOIO IIeJIeNo0 CIOoCTepIranu y
miTel, SIKi OTPUMYyBasIM JIIKyBaHHS IIpenapaToM ABacTHH®.

BpodoiceHi, cnadkosi ma eeHemuuHi po3aadu: CIOCTePiraaucs BUNAAKY aTOJIOTIN II0da y
XIHOK, SIKi OTpUMYyBaJu JliKyBaHHS OeBalln3ymMaO0M SK MOHOTeparniio abo y koMmOiHaii 3
XiMioTepaneBTUYHUMHU IIpPellapaTaMy 3 BifoM0oi0 eMOPiOTOKCHYHOIO [Ii€to (OUB. PO3AiN
«3acToCcyBaHHS y Iepiof BariTHOCTI abo rofyBaHHS I'PYIOI0»).

[ToBimoMnenHs npo nmobiuHi peakilil micnis peecTpariii 1ikapchbKoro 3aco0y Ma€e BaXKjIMBe 3HAUYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif] TOBiOMJISITH TIPO YCi BUMTAAKHU if03PI0OBaHUX IMOOIYHNX Peakllii Ta
BiICyTHOCTI e(peKTUBHOCTI JIiIKApChKOT'0 3aC00y Uepe3 aBTOMATH30BaHy iHGOPMaliiiHy CUCTEMY 3
dbapMakoHarnsAaoy 3a MocunaHHsaM: https://aisf.dec.gov.ua/.

Tepmin npudamuocmi. 3 POKU.

YMmoBH 30epiranssi.

30epiratu npu TeMiepaTypi Big 2 mo 8 °C B 3axullleHOMY Bifi CBiT/Ia MicIii. 30epiratu y
He[IOCTYIIHOMY [Jis OiTeu Micui. He 3amopoxKyBaTu.

HecymicHicmo.

JlikapchKu# 3aci0 He MOXKHA 3MilllyBaTH 3 iHIMMU npenapaTamy, 3a BUHATKOM 0,9 % po3unny
HaTpito xjmopuny mis in’exkuii. ITpu po3BenenHi 6eBalu3ymady 5 % po3YMHOM TIIOKO3H


https://aisf.dec.gov.ua/

cIocTepirascs Ipoliec gerpapatiii TikapcbKoro 3acoby ABacTun®, 3aJI€3KHUH Bi KOHIIeHTpallil.

He cmocTepiranocs HeCyMiCHOCTI JTiKapChKOTro 3aco0y ABaCTHH® 3 makeTaMu 3
noJiBiHinXITOPHUAY abo momionediny, a TakKoXK i3 cucremamu [ys iHOY3ii.

YnakoBka.

I[To 100 mr / 4 mi a6o 400 mr / 16 M1 y ¢nakoHi. 1 ¢p1akoH B KapTOHHIN KOPOOIIi.

Karteropist Bimmycky. 3a pelenToM.

BupoOHUK.
@ Xopdpmann-JIs Pom JIth

Pom HiarHocTukc I'Mm6X

Micue3HaxoKeHHsI BHPOOHHKA Ta ajipeca Micls MpoBaIXKeHHS HOro Tis/IbHOCTI.
Bypwmicser, 4303 Kaiicepayrcrt, llIBeiinapis

Cangxodepirrpacce 116, 68305 Mannxarm, HimeuunHa



