IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KAIIEBICTA

(CAPEVISTA)

CKnao:
Oitoua pevyosuHa: KamenuTaliH;

1 TabGneTka, BKpUTa IUTIBKOBOIO 0007I0HKOI0, MicTUTh KamenuTabiny 150 Mr a6o 500 Mr; donomidicHi
pevosuHU: HATPil0 KpOCKapMeso3a, 1emtono3a Mikpokpuctaniyda PH 101, mentono3a
Mikpokpuctaniyia PH 200, rimpomeno3a 5¢cP, kpeMHi# komoigauit 6e3poguuii (E 551), Marsiio
creapart (E 470b);

ckna0 obosoHKu: TimpoMeno3a 5cP, tutany miokcup (E 171), tanek (E 553b), makporon 400,
3amisa okcup yepBonui (E 172), 3amiza okcup xoptui (E 172).

JIikapcbka ¢opma. TabneTku, BKPUTI ITiIBKOBOIO 060JI0HKOIO.

OcHogHi (pizuko-ximiuHi 81acmusocmi: TaONIETKY, BKPUTI IIJTiIBKOBOIO 000JIOHKOIO, OBAIbHOI
dbopMu, CBITIO-IEPCUKOBOTO KOJIBOPY, 3 TpaBitoBaHHSIM «150» 3 ogHOTO OOKY.
[Tpu6nu3Hi po3mipu 11,4 MM x 5,9 MM;

TaOJIeTKX, BKPUTI IIJTIBKOBOIO 000JIOHKO0, MOBracToi (hopMu, MepCUKOBOT0 KOIBOPY, 3 TPaBilOBAHHIM
«500» 3 omHOrO 00KYy. [IprOnMU3Hi po3mipu 17,1 MM x 8,1 MM.

®apmakoTepaneBTHYHA I'pyna. AHTHHeomTacTuyHi 3acobu. AHTUMeTabomiTH. CTPYKTYpHi
anasnoru nipuminury. Kog ATX LO1B CO06.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

KamenuTabin - HEIIUTOTOKCUYHA MOXigHa propnipuminuHy KapbaMaTy, IepopaabHui
OTIEPEeNHUK IIMTOTOKCUYHOI CIIONyKu S5-pTopypauuny (5-0Y). KamenurabiH akTUBYETHCS B
nekinbka pepMeHTHUX eTaniB. PiHanbHe MepeTBOpeHHS 0o 5-OY BinOyBaeThCS mif

mieto TuMiguHbocdopunasu y TKaHUHI MyXJIMHY, a TAKOXK y 3M0POBUX TKaHWHAX OPTraHi3My,
IIpOTe, K IIPaBUJI0, Ha HU3bKOMY piBHI. Ha Mopesnsax pakoBUX KCEHOTPAHCIIAaHTAaTIB JIIOAUHA



KarnenuTabiH TPOJeMOHCTPYBaB CUHEPTiuHNY epeKT y KoMOiHallil 3 folleTaKCceneM, 10 MOXKe
OyTH TOB’s13aHO 3 MiIBUINIEHHSIM aKTHBHOCTI TUMiguH(pocopuna3u goueTakceneM.

Ioka3u cBigyats, 110 MeTabomi3M 5-OY aHabonmiyHUM HIIAXOM GJIOKY€E peakllilo MeTUIIOBaHHS
NEe30KCHYPHUANIOBOL KACIIOTH 10 TUMIIUIIOBOI KMCJIOTH, TAKMM YMHOM IEPEIIKOAKAIYNA CUHTE3Y
ne3okcupubonykneinosoi kuciaotu (JHK). BéymoByBauus 5-®Y takox mpurniuye cunte3 PHK Ta
nporeiniB. Ockinbku [JHK Ta PHK HeoOxigHi A gineHHs Ta pocTy KiiTuH, 5-OY Moxke CIpUUUHATH
nedinuT TUMIOUHY, 0 CcIpUse He30alIaHCOBAHOMY POCTY Ta 3arubesti kinituH. Brinmusu Ha [JHK Ta
PHK 6inbir BupaXeHi y KiiTiHax 3 6inbll iHTEHCHBHOIO Mpotidepaliieto i 3 BUIIUM pPiBHEM
MeTabomizmy 5-0Y.

dapmakokiHemuxka.

dapMakKOKiHeTHKa KanenuTabiHy Oyia BU3Ha4YeHa B miama3oHi mo3 502-3514 mr/m*/mo6y. [TapameTpu
kanenurabiny, 5'-ne3okcu-5-propruutuguny (5'-OOLT) Ta 5'-ge3o0kcu-5-bropypununy (5'-IPYP) Ha
nenb 1-# i 14-# O6ynu nmomi6buuMu. Ha mens 14-# mokasHuk AUC 5-®Y 6yB Ha 30-35 % BHUIIUM.
3HMXKEHHS M03U KaneuruTabiHy ITPU3BOIUIIO M0 3HUKEHHS eKcro3utlii 5-OY Oinblile HiXK IPOMOPIIiiHO
mo3i BHACIIOK HeniHilHOI papMaKOKiHETUKY aKTHBHOTO MeTaboJIiTy.

BcmoxkmyeaHHA.

[Ticns mepopanbHOTo MpUitoMy KaneuuTabiH MIBUAKO Ta MOBHICTIO BCMOKTYETHCS, MIiCIIST 4OTO
IPOXOOUTH Moro 6ioTpancdopmatis y metabonitu 5'-me3okcu-5-proprurunus (5'-OOLT) i 5'-TOYP.
[TpuiioM IXi 3MeHIITy€e MIBUAKICTh BCMOKTYBaHHS KarnelnuTaliHy, IpoTe He Ma€ 3HAYHOTO BIJIMBY Ha
BEJINUMHY IJIOLIi IIii KpHUBOIO «KOHIeHTpauig-yac» (AUC) 5'-[IOYP i HactynHoro MeTabomnity 5-OY.
IIpu mpu3HayeHHi npemnaparty y mo3i 1250 mr/m® micns npuiiomy ixi Ha 14-1 meHb MaKCHMaJIbHi
KoHIeHTpalil C,,, Kanenurabiny, 5'-I®LIP, 5'-NOYP, 5-OY i ®BAJI craHoBumu BigmosigHo 4,67, 3,05,
12,1, 0,951 5,46 mxr/mn. Yac mocsSrHeHHS MaKCHMalbHOI KoHIeHTpartii T,,,, nopieaioe 1,50, 2,00,
2,00, 2,001 3,34 rogunn, a AUC - 7,75, 7,24, 24,6, 2,03 1 36,3 MKI' X rof/MJI BiIIIOBiIHO.

Po3nodi.

HocnifKkeHHS Ia3MU JIIOOUHY in Vitro IpogeMOHCTPyBany, 1o s Kanenurtabiny, 5'-IOLT,
5'-IIOYP i 5-OY 3B’430K 3 OimKaMu KPOBi (TOJIOBHUM YMHOM 3 alb0yMiHOM) CTAHOBUTH
BignosigHO 54 %, 10 %, 62 % 110 %.

Memab6oaaiszm.

MertabomnizyeTscs Y MeYiHIi mif gieto kapbokcunectepasu oo metabomity 5'-IOIT, sxuit
moTiM TpaHcopmyeThes y 5'-IOYP mip mieio nuTuOMHAE3aMiHa3H, 10 3HAXOOUTHLCS B
OCHOBHOMY y II€UiHIll Ta NyXJIMHHUX TKaHUHAaX. [loganblila KaTaniTuyHa akTuBauisa 5'-[JOYP
BimOyBa€ThCS 3a paxyHOK TuMinuHdochopunasu. PepMeHTH, 3alnydeHi y KaTaliTUUHY
aKTHBAIII0, 3HaXOOAThCA K yV MIYXJIMHHUX TKaHUHAaX, TakK i B HOpMaJIbHUX TKaHUHAaX, ajie
3a3BUYall Ha HUXK4oMY piBHi. [Toganbiia pepMmerHTHa 6ioTpachopMaliisi KamenurabiHy [0 5-
OV npu3BOOUTH 00 BUIIUX KOHLEHTPALM V MYXJIMHHAX TKaHUHAX. Y BUNAOKY
KOJIOPEKTaJIbHUX [IYXJIVH 3Ha4YHa YacTUHA 5-QY JI0Kami3yeTeCs y CTPOMAJIbHUX KIIITUHAX
nyxiauHy. [Ticns mepopaabHOTO 3aCTOCYBaHHS KameluTaliHy nalieHTaMu 3 KOJIOPEeKTalbHUM
PaKoM BigHOIIEHHS KOHIIeHTpallil 5-OY y KomopeKTanbHUX NyXIMHAaX [0 KOHIIEeHTpallil y
IIPUIETTIUX TKaHWHAX cTaHoBUIa 3,2 (miama3oH Big 0,9 mo 8,0). BigHomeHHs KOHIIEHTpAIlil 5-
@Y y myxnuHi [0 KOHIeHTpalil y mi1a3Mi KpoBi ctranosusno 21,4 (miana3os Bifg 3,9 mo 59,9,
N=8), y Toii 9ac siK BifHOIIEHHS KOHI[eHTPallil y 3T0POBUX TKaHWHAaX 00 KOHI[eHTpalil y



m1a3mi KpoBi cTaHoBuno 8,9 (miamasoH Bixg 3,0 mo 25,8, N=8). [Ipu BUMipiOBaHHiI aKTUBHICTb
TuMigrHpOochopunasu Oyna y 4 pa3u BUllla Y IEPBUHHIM KOJTOPEKTalIbHIN MyXIUHI MTOPiBHSIHO
3 IPUJIETJIUMUA HOPMaJIbHUMY TKaHWHAMHU. 3a JaHUMU IMYHOTICTOXIMIYHUX OOCTIiIXKEHb
Oinpilla YacTHA TUMigUH(OCPOpUIa3u JT0KATi3yETHCS Y CTPOMAIbHUX KITITHHAX ITyX/INHH.

[Totim 5-®Y kKatabomnizyeTbcs gurigponipumiguHaaerigporenasoo (II11) 3 yTBOPEHHSIM MEHII
TOKCUYHOTO Ourigpo-5-gpropypamuny (OYH,). [lurigponipuMigrHasa po3LIETLIIOE
IipHMiTMHOBE KiNbIle 3 YTBOPEHHSIM 5-propypeimonpomrionosoi kucmotu (OYIIK). Kinuesoio
peakxliieio € posienaeHHs B-ypeigonpomriona3oi ®VIIK go a-prop-B-ananiny (PBAJI), mo
BUSIBIISIETHCS B CeYi. AKTUBHICTh AUTiAPONiPpUMigAHAETiApOreHa3u 00MeXye MBUKICTh
peaxirii. Jedinut NI Moxke MPU3BECTH OO 3POCTAaHHS TOKCHYHOCTI KamenuTabiHy.

BusedeHHH.

ITepion HanmiBBuBeneHH: (T,,) kKanenurtabiny, 5'-0OLP, 5'-[IOVP, 5-OY i ®EAJI cTaHOBUTH
Bigmosimuo 0,85, 1,11, 0,66, 0,76 i 3,23 roguuu. Kamernutabin Ta MeTabomiTH KanenuTtabiHy B
OCHOBHOMY BUBOISATHCA i3 ceuero. EKckpellid i3 ceuero - 95,5 %, 3 kajioM - 2,6 %. OCHOBHUM
MeTabosiToM y ceui € ®BAJI, skuit cTaHOBUTh 57 % Bimg mpuiHATOL 103u. [Tpubnusuo 3 %
IPUUAHATOL 403U BUBOOUTHCS i3 CeYelo Y He3MiHEHOMY CTaHi.

KombiHosaHa mepanis.

He Oyno BUSIBNIEHO BIINIMBY KaneuuTabiHy Ha apMaKOKiHETHKY [OLeTaKCely i makyiTakceny
(C,.x Ta AUC) Ta BINIKMBY [OIIETAKCENY Ta MaKIiTakceny Ha ¢GapMaKOKiHETUKY KamneluuTabiny
Ta 5'-IIOYP.

dapmakokiHemuka 8 0cob6.1uBuUX KAIHIYHUX 2pynax.

[MonynsauiitHu# papMaKOKiHETUUHUM aHai3 O0yB BUKOHAHUM Iic/s NiKyBaHHS KanenuTabiHOM y H03i
1250 mr/m” ABiui Ha Ko6y 505 HalLieHTIB 3 KOJIOpeKTaabHUM pakoM. CTaTh, HAABHICT a60 BifjCyTHICTE
MeTacTasiB y Ie4iHKy [0 IT04YaTKy JIiKyBaHHS, IHIEKC 3arajbHOI0 CTaHy IalieHTa 3a KapHOBCBHKY,
KOHIIeHTpallid 3aranbHoro 6inipy6iHy, cupoBaTKoBOTO anbOyMiny, akTuBHicTb AJIT i ACT He Manu
INOCTOBIPHOTO BIINIUBY Ha (hapMakoKiHeTuky 5'-[OYP, 5-OY i ®FBAJL. [TauieHmu 3 Memacmamu4yHum
YPAaxceHHAM neviHku. 3TigHO 3 JaHUMU (HapMaKOKiHETUYHUX OOCIiAXKeHb y Malli€eHTiB i3 IeTKUM i
TIOMipHUM CTYII€HEeM NOpYyIIeHHs QYHKII eYiHky, 3yMOBIEHUM MeTacTa3aMu, 6i0OCTYIIHICTh
Kanenurtabiny Ta ekcno3uuis 5-OY M0oXyTh IiBUIIYBATUCS MOPIBHSIHO 3 TAKOIO ¥ MallieHTiB 6e3
nopyueHs QyHKIII nedinky. [JaHi 3 papMaKOKiHETHKH LI0J0 MAIli€HTIB i3 TAKKUM MOPYIIEHHIM
byHKLil mevinku BigcyTHi. [TauieHmu 3 nopyweHHAM ¢pyHKUii Hupok. [Ipu pizHOMY CcTymeHi (Bix
JIETKOTO [I0 TS2KKOT'0) HUPKOBOI HEJTOCTATHOCTi B OHKOXBOPHX (hapMaKOKiHeTHKa HE3MiHEHOTO
npenaparty i 5-OY He 3anexuts Bif KiipeHcy kKpeaTuHiny (KK). KK BnnuBae Ha Benuuuny AUC 5'-
OOVYP (30inpmennst AUC Ha 35 % - npu 3HuxKeHHi KK Ha 50 %) i ®BAJT (36insmenns AUC Ha 114 %
npu 3uukeHHiI KK Ha 50 %). ®BAJI - MeTaboiT, 1110 HE Ma€ aHTUIIPOTihepaTUBHOI aKTUBHOCTI.
JIimuitl gik. ba3ywouunch Ha HaHUX MONYJSALiMHOT0 (apMaKOKiHETUYHOT'0 aHaMli3y, 110 BK/II0YaB
TIAIEHTIB IHMPOKOT0 BiKOBOT'O miama3oHy (27-86 pokiB), 3 skux 234 nanieHTu (46 %) 6ymu BikoM Bifg
65 pokiB, BiK He BIIMBa€ Ha ¢papMakokiHeTuky 5’ -IOYP i 5-OY. AUC ®FAJI 306inbIIyeThCs 3 BIKOM
(30inpirenns Biky Ha 20 % cympoBopxysanocs 36inbimenasM AUC ®BAJI Ha 15 %), 1110, iMOBipHO,
3YMOBJIEHO 3MiHOI0 (PYHKIIil HUPOK.

Emmiyni pakmopu. ITicys IepopaIbHOro 3aCTOCyBaHHsA 825 Mr/M’ KanenuTabidy ABidi Ha Ko0y
npoTsaroM 14 gHiB y malieHTiB SmOHCHKO1 HanioHanbHOCTI (N=18) C, ., KanenuTtabiny Oyma

max



HUXK4Y010 Ha 36 %, a AUC - Ha 24 % mOpiBHSHO 3 TAKOIO y MalliEHTiB €BPOIEOITHO] pacu
(N=22). A takox nns ®BAJI, maiieHTy SMOHCHKO] HallioHanbHOCTI Manu C,,, KanenuTabiny
HUXKYY Ha 25 % 1 AUC HuXk4y Ha 34 % MOPIBHSHO 3 MAal[iEHTaMU €BPOIEO0ITHOL pacH.
KniniyHa 3HA4yLIiCTh i€l pisHUIl HeBimoMa. He crocTepiraeTbcs CyTTEBOL Pi3HULII B
ekcrno3utrii iHmux Mmetado:nitis (5'-IOLT, 5’ -IPYP i 5-0Y).

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.
Pak 06000801 KuWKU, K0/I0peKmMasavHull pak:

- pak 006070BOI KMIIIKY, B afi TOBAHTHI Teparmii micis xipypriunoro nikyBauHs paky III cramii
(ctamia C 3a IproKOM);

- MeTaCTaTU4YHUN KOJIOPEKTaIbHUY paK.
Pax wayHka:

- mpemnapar AjIs [Meploi NMiHii TiKyBaHHS pPO3MOBCIONXKEHOT0 paky IUTyHKa, y KoMOiHaIril 3
npernapaTaMy Ha OCHOBI IJIaTUHU.

Pax Mos04HOI 3a103U:

- MiclleBHUH PO3MOBCIOAKEHNHM a00 MeTacTaTUYHUM paK MOJIOYHOI 3aJ103H, Y IOENHAHHI 3
IoleTaKCcesIoM Iicis Hee()eKTUBHOI XiMioTeparil, 10 BKJII0OYa€E IpenapaTyé aHTPALUKIiHOBOTO PAAY;

- MicIleBHUH PO3MOBCIOAKEHMUM a00 MeTacTaTUYHUM paK MOJIOYHOI 3aJ103H, K MOHOTepallisd mics
Hee@eKTUBHOI XimMioTeparii, 110 BKJTI0Ya€ TaKCaHH i IpenapaT aHTPAIUKIIiHOBOTO psiay, abo mpu
HasIBHOCTI IPOTUIIOKa3aHHA [0 Tepalil aHTpaluKIIiHaMu.

IIpomunoka3aHHA.

TskKi, y TOMY YKCIli HeO4iKyBaHi peakliii Ha JTiKyBaHHS (QTOPIipUMIIXMHOM B aHaMHe3i.
linepuyTnusicThk Ko KanenuTtabiHy abo mo Oyab-IKOT0 KOMIIOHEHTa Ipenapary, abo ¢pTopypaiumiy.
Bigoma moBHa BifiCyTHICTh aKTUBHOCTI gUTigponipuMiguaaerigporesasu ([II1[1) (quB. po3min
«OCc06IUBOCTI 3aCTOCYBAHHS»).

[Tepiog BariTHOCTI ab0 rogyBaHHS T'PYOOIO.

Tsi2KKa JTeNMKOIeHist, HEUTPOIeHiss, TPOMOOITUTOIEHis.

TsaxKi mopyieHHs QYHKIIIl IeYiHKHU.

Ts2KKka HUPKOBa HEeIOCTATHICTh (KJlipeHC KpeaTHHiHY < 30 MJI/XB).

HemrogaBHe ab0 CymyTHE JiKyBaHHS OpuByAUHOM (IuB. po3minu «OcoONMMBOCTi 3aCTOCYBaHHS» i
«B3aemogis 3 iHIIUMY JTiKapCbKUMHU 3aco0aMu Ta iHII BUOW B3a€EMOfil» 3 IIPUBOMY B3a€EMOfIl 3
iHITMMHM JTiIKapCbKUMM 3aC00aMHu).



[TpoTunokasaHHs [Jis 3aCTOCYBaHHS OYOb-SKOT0 JIiKapChKOTro 3aco0y, 1[0 3aCTOCOBYIOTH Y
KOMOiHaIrii.

Oco01uei 3axo0u 3 6e3nexu.

Ymuanisauisa HesukopucmaHo20 npenapamy ma npenapamy i3 npocmpoyeHuUM mepMiHOM
npudam+ocmi: HaIXOOXKEHHS JIiKapChKOTr0 3ac00y y 30BHIIIHE cepeloBullle HeOOXiTHO 3BECTH
no minimymy. JlikapchKuii 3acib He CIifl BUKMOATU y CTiYHi Bogu i moOyToBi Bigxomu. [Iis
yTui3anil HeoOXifHO BUKOPUCTOBYBaTH TaK 3BaHY «CUCTEMY 300Dy BiIXOAiB» NpU HaABHOCTI
TaKoOLl.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodill.

HocnimxeHHS B3aeMofiii OyIu BUKOHAHI JTHIIe ¥ JOPOCIIUX TAI[iEHTIB.

B3aemomis 3 iHIMIMMY TiKaPCHKUMH 3ac0o0aMu.
BpusyouH.

OmnucaHa KIiHIYHO 3HaYYyIlla B3aEMOIis MiXK OpUBYIMHOM Ta QTOPHipHMiTUHAMU
(HampuKmag, KaneuutabinoM, 5-bTopypalunom, TerabypoM) y pe3ynbTaTi MIPpUTrHiYeHHS
OUTifpOmipUMifUH-IerifporeHa3u OpuByAUHOM. LI B3aEMofis, 110 CIPUYUHSIE TiABUIIIEHHS
TOKCHAYHOCTI PTOPHipUMIANHY, IOTEHIIMHO MOXKe IIPU3BECTHU [0 JIETaJIbHOI0 HACTIAKY.
TakuM 4rHOM, OPHUBYIMH He MOXKHAa 3aCTOCOBYBATH OJHOYACHO 3 KameluTabiHoM (IuB.
po3ninu «IIpoTunokasanHsa» Ta «OcoOIUBOCTI 3acTOoCyBaHHS»). [IoBUHEH OyTH Tepion
O4YiKyBaHHS ITIOHAWMEHIIE MPOTAToM 4 THXHIB MiXK 3aBepIIeHHSIM JIiKyBaHHS OpUBYOUHOM Ta
II0OYaTKOM Teparrii KanmernuTtabinoM. JIikyBaHHS OPUBYIMHOM MOXKHA PO3MOoYaTy yepes 24
TOIWHMY IIiCIII MPUMOMY OCTAHHBOI 103U KarnenuTabiny.

Cybcmpamu yumoxpomy P450 2C9.

IocmimXeHHs 010 B3aeEMOIiil KanenuTabiny Ta iHIIKUX ITpelaparis, 10 MeTab0I1i3yI0ThCsS
i3opepmenToMm 2C9 cucremu nuroxpomy P450, 3a BUHATKOM BapdapuHy, He IPOBOAUIIN.
Heo0OxigHO 3 00epekHiCTIO Mpu3HavYaTy KaneluTalid i3 nuMy npemnapataMu (Halmpukiapm 3
(beHiTOIHOM).

AHMuKodazyAsHMU KyMapuHo8020 psoy.

KanenuuTabil ITOCUITIOE €(eKTH HENIPSIMUX aHTUKOATyISHTIB (BapdapuH i PeHIPOKYMOH), 110
MOKe IIPU3BECTH [0 MOPYIIEeHHS TOKa3HUKIB 3rOPTaHHS i BAHUKHEHHS KPOBOTEY Yepes
meKinbKa gHiB ab0 MicSIIiB Bifl MOYaTKY Teparil KamenuTabiHOM, i B OKpEMUX BUIIaAKaX -
IpOTATroM 1 Micsins micis 3aKiHYeHHS JiKyBaHHS KanenuTabiHoM. YV KiiHiYHOMY
(dhapMaKOKiHETUYHOMY OOCTiIKeHHI B3a€MO[Iil IicJIsT OMHOPA30BOT0 BBEOEeHHS S-BapdaprHY B
no3i 20 mr mikyBaHHS npenapaTtoM KATTEBICTA npu3sBoauino mo 30insmenHs AUC
Bapdapuny Ha 57 % i MHO Ha 91 %. Ockinbku MmeTabomniam R-BapdaprHy He IOpPYIITyBaBCH,
BKa3aHe CBiOYHUTh, 110 KameluTabin npurHiuye izopepment 2C9 Ta He BIUIMBAE Ha



izodepmenTu 1A2 ta 3A4. YV mallieHTiB, SKi O0HOYACHO IPUINMAIOTh KaneuuTabiH i
IIepopasbHi aHTUKOATYISHTH - MOXigHI KyMaprHY, He00XiqHO TPOBOOUTHU e TalbHUMN
MOHITOPUHT IIOKa3HUKIB 3rOPTaHHS KPOBi (MiKHapogHuM KoedilieHT HopMatisaiiii abo
npoTPOoMOiHOBHMIM Yac) i migbupaTu f03y aHTUKoarynsHTa. PeHimoiH.

[Tpu omHO4YacHOMY 3acTtocyBaHHi npenapaTy KATIEBICTA Tta Ta ¢eHiTOIHY IOBIZOMIISNIA TIPO
OKpeMi BUTIagKM IiABUIeHHS KOHILIEHTpallil (eHiTOIHY y IIa3Mi KPOBi, 110
CYIIPOBOAXKYBaIKCSI BUHUKHEHHSIM CHMIITOMIB iHTOKCHKAIil PeHITOIHOM. Y HaIli€HTiB, SKi
IpUNMalTh KaneuuTabid omHOYaCHO 3 GeHITOIHOM, PEKOMEHAYETLCS PETYIIIPHO
KOHTPOJIIOBAaTH KOHIIEHTPallil0 PeHITOIHY Y M1a3Mi KPOBi.

dosiHosa Kucaoma/goaiesa Kucioma.

®orniHoBa KMCJIOTa CYTTEBO He BIIJIUBA€ Ha (hapMaKOKiHETHKY KaneuuTabiHy Ta #Oro
MeTabomniTiB. OgHak ¢GoiHOBa KHCIIOTa BIJIUBAE Ha papMaKofuHaMiKy Iperapary
KATIEBICTA, 110 MoXke Ipu3BeCTH [0 30iNblIeHHS TOKCUYHOCTI KanenuTabiny:
MaKCHMaJlbHa IepeHocuMa f103a KanenuTabiny y pexXruMi MOHOTepallii mpu nepepuBYacTii
cxeMi f03yBaHHs cTaHoBuTh 3000 Mr/M* Ha mo0y, a Ipu KOMOIHOBAaHOMY 3aCTOCYBaHHi 3
domiroBoI0 KuCI0TOI0 (30 MI IEepopanbHo ABidi Ha moly) - mume 2000 Mr/M° Ha Ko0y.
[TigBuIlleHa TOKCUYHICTE MOXKJIUBA IIpu epexoni 3 5-FU/LV Ha cxeMy niKyBaHHSA
KarerutabiHoM. Ile TakK0K MoXkKe CIIOCTEPIraTUCS MPU 3aCTOCYBaHHI (OTIEBOI KUCIOTH 3
MEeTOI0 YCyHEHHS AediuTy (OoIi€eBOl KUCIOTH Yepe3 CX0XKIiCTh MixK (OJIiHOBOIO Ta (OITiEBOIO
KUCJIOTaMH.

AHmauyuodu.

BuBYanu BIIWB aHTALUIIB, 110 MICTSITh aJllOMiHIiI0 Ta MarHiio rigpoOKCH, Ha
dbapMakKoKiHEeTHKY KanelnuTabiHy. AHTAIIUOH, 110 MIiCTSTh a/TFOMiHiI0 Ta MarHiio TiTpoKcunm,
He3HAYHO IiIBUIIYIOTh KOHIIEHTPallil KaneluTabiny i omHoro #ioro Mmetabomity (5'-OOLIP) y
TI71a3Mi KpPoBi; Ha Tpu 0CHOBHMX MeTabomnitu (5'-IOYP, 5-0Y i ®BA) kamnernutabiHy BOHU He
BIIJIMBAIOTh.

AsonypuHoa.

CroocTepiranacs B3aEMOZiS MiXK aJ0IypPUHOIOM Ta 5-)TOPypaluiIoM 3 MOXKJIUBUM
3HUXKEHHAM e(peKTUBHOCTI S5-GpTopypanuny. Y 3B’93Ky 3 UM CJIifi YHUKQTHA OTHOYaCHOTO
3aCTOCYyBaHHA KalleluTabiHy Ta aJ0MypUHOIY.

InmepgepoH anva.

MakcuMasnbHa IepeHocuMa [o3a Jikapcbkoro 3aco6y KATIEBICTA craroButs 2000 Mr/mM” Ha
no6y mpu KoMGiHOBaHOMY 3aCTOCYyBaHHi 3 iHTepdepoHoM anbda-2a (3 Mg MO/M” Ha §oby)
nopisHsAHO 3 3000 Mr/mM’ Ha 00y IpK 3aCTOCYBaHHI KanenuTabidy y pexuMi

MOHOTeparii. [IpomeHesa mepanis.

MakcuManbHa IepeHocrMa 03a KanenuTabiHy y pexXuMi MOHOTepallil Ipy epepruBYacTii
cxeMi [03yBaHHs cTaHoBUTh 3000 Mr/M’ Ha mo0y, Ip4 KOMGIHOBAHOMY 3aCTOCYBaHHI 3
IIPOMEHeBOI0 Tepalli€lo paky npsaMoi Kummky - 2000 Mr/m” Ha go0y Ipu 6e3nepepBHOMY KypCi
IIpOMeHeBOI Teparil abo mogeHHOMY 6-THXKHEBOMY KypCi IpOMeHeBoi Teparil y mepion 3



IIOHEeMOiNIKa II0 I’ STHUIIIO.
OKcaainaamuH.

[Tpu koMOGiHOBaHOMY 3aCTOCYBaHHi KameluTabiHy Ta oKcalinnaTuHy 3 abo 6e3
OeBanu3ymaly He Bil3HaY€HO KJIiIHIYHO 3HAUYINOI Pi3HUIN B eKCI03ullii KanenuTtabiny abo
110T0 MeTaboMiTiB, BiIbHOI IIJIATUHY i CyMapHOI IJIaTUHH.

Beesayusymab.

He Bim3Ha4YeHO KJTiHIYHO 3HauyINol Ail 6eBanu3yMady Ha ¢hapMaKOKiHETUYHI ITapaMeTpu
KarmenuTabiHy i #1oro MeTaboiTiB MPUCYTHOCTI IIPY HAasIBHOCTI OKCAliMIaTUHY.

B3aeMomis nikapchkuii 3acib - ixka.

Ockinbku HasgBHi maHi momo 6e3neky Ta eheKTUBHOCTI 0a3y0ThCS Ha 3aCTOCYBaHHi
KarneluTabiHy 3 ikelo, peKoMeHAyeThcs npuiiMaTy npemnapat KAIIEBICTA 3 ixero.
[Tpuitom nikapcbkoro 3acoby KAITEBICTA 3 ixkelo MpU3BOOUTh 0 CIIOBiITbHEHHS ITBUAKOCTI
BCMOKTYBaHHS Kanenutabiny.

Ocob.1ueocmi 3acmocy8aHHs1.
TokcuyuHa 0is, wo 3a1excums 8i0 003U.

TokcuyuHa misi, 110 3aJIeXKUTh Bif O3, BUPAXKa€EThCS y fiapel, 6010 y KUBOTI, HYHOTI,
CTOMATUTi, HOJIOHHO-igOIIOBHOMY CUHAPOMI (JONOHHO-IIOIIOBHI WIKipHi peakilil, JOIOHHO-
IiJOoII0OBHA ePUTPOAU3ecTe3ist). binbuiicTs MoOiYHUX peakiliii 000POTHI i He MOTPEOYIOThH
TIOBHOI BifMiHU IIpemnaparTy, Xo4a MOXe BUHUKHYTH HEeOOXigHICTh Yy KopeKlii no3u abo
TAMYacOBiY BiIMiHi Ipenapary.

Liapes. 3a XBOPUMU 3 TSIKKOIO Oiapee€ro CIIiJ yBaXKHO CIIOCTEPiraTy, MPOBOASUN 1M
perigparTatiiio i BifTHOBJIeHHS BTPaTHU €JIEKTPOJIITiB Ipy Aerigparailil. MoxyTb 0yTu
Ipu3HaYeHi CTaHOapPTHI IpOTUOiapeliHi penapaTy (Hanpukiag, donepamin). [diapes 11
CTyIleHd 3a KputepisMmu HarionansHoro oHkosoriyHoro inctutyty Kanagu (NCIC CTC,
BepcCis 2) BU3HAYAEThCS K 30inbIIeHHS KinbKOCTi fedekalii o 4-6 pasiB Ha o0y abo
nedekartii BHOUi; miapes III cTynens - gk 30inblIeHHS KiMbKOCTi medekariiit mo 7-9 pasiB Ha
no0y abo HeTpuMaHHS Kainy i ManbaOcopOiris. diapes 4 CTymeHsI BU3HAYAETHCS SIK
30inbiIeHHS KinbKOCTi medekarriii = 10/moby abo MacuBHa fiapes 3 JOMilIKaMu KpoBi, abo
HeoOXigHICTh MPU3HAUYEHHS MTapeHTepaIbHUX BIUBaHb. [Ipy HeoOXigHOCTI O3y Impemnaparty
ciim 3MeHIUTH (IuB. po3ain «Crmocib 3acTOCyBaHHS Ta HO3U»).

Ile2iopamaujis. HeobximHO momepenKyBaTy PO3BUTOK [IeTifpaTallii Ta 30iiCHIOBATH
KOPEKIIiio flerifpaTariil y pa3i il BUHUKHeHH. [lerigpaTallis MoXke IMBUIKO PO3BUHYTHUCH Y
TIaIliEHTIB 3 aHOPEKCi€l0, aCTeHi€0, HyNO0ToI0, OMoBaHHAM abo0 fiapeeto. [lerimpaTallis Moxe
CIIPUYUHUTU TOCTPY HUPKOBY HEJOCTATHICTh, 0COOIMBO y MAI[iEHTIB 3 yXKe iCHYI0UUM
OPYIIEeHHAM QYHKIII HUPOK ab0 AKIIo KanenuTabiH 3aCTOCOBYBaTH OJHOYACHO 3
nmiKapChKUMU 3aco0aMu 3 BimoMoi0 He(PPOTOKCUYHOIO Hi€io. ['0cTpa HUPKOBa HENOCTATHICTD Y
pe3ynbTaTi merigparaitii Moxe OyTHU IIOTEHIINHO NeTanbHO0. [Tpu mosBi merimpaTartii 11



cTyneHs (abo Bullle) Tepalilo KanenuTabiHOM CJIiff HeTallHO IPUNUHUTHU Ta IPOBECTHU
KOpEKIIilo ferifpaTariii. BigHOBIEeHHS NMiKyBaHHS MOXKJIMBE IIPU afeKBaTHI KOPEKIIil
merigparariil Ta KOpPeKIlii/KOHTPOJI MPUYKH mnpelunitalii (1uB. po3min «Crocib 3acTocyBaHHS
Ta [03u»). Kopekiio 03U y pa3i BAHUKHEHHS MPELUIITYI0OUnX M0OIYHNX SBUIL IPOBOAUTH Y
pa3i HeoOXimHOCTI.

I1010HHO-NI0OWOBHUU CUHOPOM.

T0NOHHO-TTIMOIIIOBHUYM CHHIPOM TAaKOXK BilOMMUM SIK MOJIOHHO-IIIOIIOBHI MIKipHi peakiril abo
IOOJIOHHO-TIiNOIIOBHA ePUTPOIN3eCTe3isA, abo nepudepriHa epuTeMa, CopuYnHeHa
ximioTepartieo. [[0IOHHO-TIIAOMIOBHNY CUHAPOM | CTyIIEeHS He MOPYIIYE IMIOgeHHOl aKTUBHOCTI
MallieHTa i TPOSBISETHCA OHIMIHHAM, IapecTe3isiMU, AU3eCTe31IMHU, ITOKOTI0BAaHHSM,
06e300micHUM HaOpPsSKOM ab0 ITOYEePBOHIHHSIM HOJIOHE i/abo mimornoB i/abo qucKoMpOpPTOM.
IOMOHHO-TIIiAOUIOBHUY CUHAPOM II CTymIeHs MPOSBISIEThCS OOTICHUM ITOYEPBOHIHHSM i
HabpsiKaM¥ KUCTi PyK i/a00 MigoIIoB; COPUYMHEHUH ITUMHU ITPOSIBAaMU JUCKOMGOPT MOPYIIIYE
IIIOleHHY aKTUBHICTBD Ialli€HTa.

HomouHO-IigOIIOBHUY CUHAPOM III cTyneHs BU3HaYa€ThCA K BOJIOra AeCKBaMallis,
YTBOPEHHS BUPa30K, IOsiBa MyXUPiB i rocTpuid 0inb mOIOHE i/abo mifo1oB, i/abo TAXKKUM
nuckoMbOopT, 110 He Jla€ MOXKJIMBOCTI MallieHTaM IIpaloBaTi a00 3aiiMaTUCS MTOBCSIKIEHHOO
nisimpHicTIO. [TepcucTytouuit abo TSXKKUHM TOTOHHO-IIIMOIIOBHUM CUHAPOM (CTymeHs 2 abo
BHUIIl€) MOXKEe 3PEITOI0 IPHU3BECTH [I0 BTPATHU BiMOMTKIB MaIbIliB, III0 MOXKE BINIMHYTH Ha
imenTudikarito marieHTa. Y pasi mosBu JOJOHHO-TimoI0OBHOr0 cuaapomy II abo III crymens
IPUOM KaneuuTaliHy CIifl MPUIUHUTY A0 3HUKHEHHS CUMIITOMIB a00 iX 3MeHIIeHHS [0 |
CTYTIeHs; IPU HaCTynHiu mosiBi curppomy lII ctynens mo3y KanenurabiHy MOTPiOHO
3MeHIUTH. [lanieHTaM, gKi OHHOYACHO OTPUMYIOTh KanenuTaliH i UCIIaThH, 3aCTOCYBaHHS
BiTaMiHy B, (ipHooKCHH) He pEKOMEHOYETHCS 3 METOI0 CUMIITOMATAYHOTO ab0 BTOPUHHOTO
IpoGinakKTUYHOTO JiKyBaHHS OOJIOHHO-MiJOIIOBHOT'0 CHHAPOMY, OCKiIbKM ONy0IliKOBaHi maHi
CBiiuaTh, 110 1le MOXKe NMPU3BECTH A0 3HUXKEHHS e()eKTUBHOCTI IUCITATUHY. [lesKi maHi
CBiluaTh PO Te, 10 eKCIaHTEeHOI e(peKTUBHUY IJIs MPO]iNaKTUKU OOIOHHO-IIiJOIIOBHOTO
CHHIPOMY V Halli€HTIB, SIKi OTPUMYBasd KanenuTaoiH.

KapodiomokcuuHicmeb.

CrekTp KapAioTOKCUYHOCTI IIPH JIiKyBaHHI KaneuuTabiHOM aHaJIOTiYHUY TaKOMY IIpU
3aCTOCYBaHHI iHIIMX (PTOPHIPUMIOUHIB i BK/II0O4Ya€ iHpapKT MioKapaa, CTeHOKap/ilo, apuTMil,
KapOiOTeHHUM 10K, PAllTOBUM JIeTaJIbHUY HACIIIOOK, 3yIIMHKY CepLs, CeplieBy HeIOCTaTHICTh
i 3minm EKT (BKmio4aiouu gyxKe pifKicHi Bumagku nopoBxeHHS inTepBany QT). Li moGiuni
eeKTH YacTillle XapaKTEPHi [JIs MaIli€EHTIB 3 illtleMivHOI0 XBOp00oIo cepus. [Ipu
3aCTOCYBaHHI KaneuuTabiHy MOBiIOMIISIIN PO BUMTAAKKU CEPLIEBUX apUTMil (BKIIIOHUal0Un
Gbibpunsiiio MTyHOYKIB, MpPyeTHY IITYHOYKOBY Taxikapfito, 6pamuKapmilo), CTeHoKap/il,
iH(dapKTy MioKapfa, ceplieBol HEOOCTATHOCTI, KapaioMiomnartil. [Ipu mpu3HadeHHi Teparril
KareluTabiHOM MallieHTaM i3 KJTiHiYHO 3HaYyIIUM 3aXBOPIOBAHHSIM CEPIs, apUTMIisIMH i
CTeHOKapMieo HeoOXimHO MPOBNISATH 00EPEeXKHICTS.

I'ino- abo 2inepkasavuiemis.

[Tig yac nmikyBaHHS KameluTabiHOM MTOBigOMIISINIM TIPO Tino- abo rinepKanbIlieMilo.



3axeoprsaHHs UeHmpaabHoi abo nepugpepuyHoi Hep8osoi cucmemu.

[Tpu npusHavyenHi nikapcbkoro 3aco0y KAITEBICTA namieHTaM i3 3aXBOPIOBAHHSIM
IIeHTpaibHOl ab0 epudepryHol HEPBOBOL CUCTEMHU, HAIPUKJIIa[, MeTacTa3aMU y TOJIOBHUM
MO30K YU HEBPOIIaTi€l0, HEOOXiTHO IPOSBISATH 00€PEKHICTD.

Llykpoauli diabem abo nopyweHHs pisHs esekmpoaimis.

[Tpu npusnavyenHi npenapaty KAIIEBICTA marienTam i3 iiykpoBuM fiabeToM a6o
MIOPYIIEHHSM PiBHS €JIEKTPOJIiTiB HEOOXiIHO MPOSIBIITHA 00€PeXKHiCTh, OCKITbKU
3aCTOCYBaHHS KaneuuTaOiHy MoxKe MPU3BOIUTH [I0 IOTipIIeHH iX mepeoiry.

AHMuUKoaz2yaaHmMu - NnoxioHi KyMapuHy.

Y mocnipkeHHi B3aEMOIil 3 0IHOPa30BUM 3aCTOCYBaHHSM BapdapuHy CIIOCTEPIranocs CyTTEBE
30iNTbINIEHHS CepeHbOl BeIMUMHMY TIJIOII il KPUBOIO «KOoHIeHTpalisg-yac» (AUC) S-Bapdapuny (Ha
57 %), 1110 CBigYUTD ITPO HASIBHICTb B3a€EMO{Iii, BipoTigHO, y pe3ybTaTi NIpUrHideHHs KaneuutabinoM
izopepmenToMm 2C9 cucremu nutoxpomy P450. V maifieHTiB, fKi 0mHOYACHO IPHUKUMAIOTh KamenuTa0in
i mepopanbHi aHTUKOATYJISHTH - IOXigHI KyMapuHy, Heo0XiIHO IPOBOOUTH AEeTalbHUM MOHITOPUHT
TIOKA3HUKIB 3rOPTaHHs KPOBi (MizKHapogHe HOpMaJsli3oBaHe CIiBBiIHOIIEHHS a00 MPOoTpoMOiHOBUM
yac) i migbupaty 0o3y aHTUKOATYISHTY.

BpugyouH.

BpuBynuH He MOXKHA OOHOYACHO 3aCTOCOBYBaTH 3 KamenuTtabinoM. ITiciist Takoi mikapchKoi
B3a€EMOJil MOBiqOMIISITIM IIPO JleTasbHi Bulafku. [ToBuHEH OyTH mepion o4ikyBaHHS
IIIOHAMMEHIIIE TTOTITOM 4 TUXHIB MiXK 3aKiHUeHHSIM JTiKyBaHHSI OPHBYOUHOM Ta IIOYaTKOM
Teparil KaneuutabinoM. JIikyBaHHS OpMBYAMHOM MOXKHa PO3M0YaTH yepe3 24 TONUHM MiCIs
IIPHUOMY OCTaHHBOI 703U KamnenuTabiny (guB. po3minu «I[IpoTunoka3anus» i «Blaemonis 3
iHIIMMY JTiKapChbKUMU 3aco0aMu Ta iHIi BUIYM B3a€MOTii»).

Y pasi BumafikoBOro npuiioMy OpUBYAKMHY NallieHTaM, IKi OTPUMYIOTh JIiKyBaHHS KaneuuTabiHoOM,
ciip BXXKUTH epeKTUBHUX 3aXOMiB 3 METOI0 3MEHIIEeHHSI TOKCUYHOCTI KanenuTabiny. PeKoMeHay€eThCs
HeralHa rocmirtanisamnis. Crig po3noyaTy yci HeoOXifgHi 3aX0K 3 METOI0 MOMepeKeHHSI CUCTEMHUX
iHdekIiy Ta gerimparariil.

ITopyweHHA pYHKYII neyviHku.

Y 3B’43KY 3 BiICYyTHICTIO laHUX 3 6e31eKu Ta e(eKTUBHOCTI y MalliEHTIB 3 MOPYIIEHHAM
GyHKIIl Te4iHKK 3aCcTOCYBaHHS KaneluTabiny HeoOXigHO peTeIbHO MOHITOPUTH Y TIAlli€HTIB
3 OPYIIEHHAM (QYHKIIiI TEYiHKU JIETKOTO Ta CEPEeHbOT0 CTYTEHS TSIXKKOCTiI He3alIeXKHO Bif
HasIBHOCTI a00 BiffCyTHOCTi MeTacTa3iB y eYiHKy. fAKIIo B pe3ybTaTi TiKyBaHHS
KarmenuTabGiHOM CIIOCTepiraeThes rinepbinipybiHeMis, 110 TEPEBUILYE BEPXHIO MeXKY HOPMU
OinbiI HiK ¥ 3 pa3u, abo MiABUINYETHCS aKTUBHICTh ITeYiHKOBUX amMiHOTpaHCchepa3 (AJIT,
ACT) 6inbie HiXK y 2,5 pa3a MOPiBHSHO 3 BEPXHBOIO MEKEI0 HOPMHU, 3aCTOCYBaHHS
KamenuTabiHy ciif npu3ynuHuTH. JIiKyBaHHS KanenuTa0iHoM sIK MOHOTepaIi€n MOXKHa
BiJHOBUTH NIPU 3HUKEHHI piBHA 6inipybiHy Ta aKTHBHOCTI IIEYiHKOBUX TpaHCaMiHa3 HUXK4e
3a BKa3aHi MexXi.

ITopyweHHsA pYHKUIT HUPOK.



YacTtoTa BUHUKHEeHHS M06iuHuX peakiu III Ta IV cTymeHs y MallieHTiB i3 IOPYIIEHHSIM
GYHKITI HUPOK MTOMIPHOTO CTYTIEHS TSKKOCTi (KnipeHc KpeaTuHiny - 30-50 MJ1/xB)
MifiBUIlleHa MTOPiBHSAHO 3 TAKOI0 Y 3arajbHid I'PyIi Malli€HTiB.

Hepiuum duezidponipumiouHoeziopozeHasu (OI1).

AxkTusaicts [II1]] € hakTOpoM, siKui 06Mexkye KaTa0oi3aM 5-hropypauusny (OuB. PO3min
«PapMakKoIoriyHi BIacTuBOCTI»). Tomy manieHTH 3 gedinurom I MaioTh MigBUILEHUN PU3UK
BUHUKHEHHS T10B’S3aH01 3 GTOPIipUMifHaMU TOKCUYHOCTI, III0 IPOSIBIISIETHCS, 30KPEMa,
CTOMATHUTOM, [iape€ro, 3alajeHHsIM CIU30BUX 000JI0HOK, HEUTPOIIEHi€0 Ta

HerpoTokcuuHicTio. [ToB 13aHa 3 medimurom [II]] TOKCHYHICTh 3a3BHYail BUHUKAE IIif] Yac
IIePILIOT0 KypCYy JiKyBaHHS ab0 IMicIs MigBUILleHHS HO3U.

[MoBuuit pedinut OII]I.

[ToBuwuit mediuut OII]I € pigkicaum ctarom (0,01-0,5 % ocib eBpomneoigHoi pacu). ITallieHTH 3 TOBHUM
nedimurom I Mal0Th BUCOKUHM PU3UK HEOEIMEeUHOI IS XKUTTS, V T. 4. JIeTATbHOI, TOKCUYHOCTI Ta
He MTOBHMHHI OTpUMYBaTH KanenuTabin (quB. po3min «IIpoTunokal3anHs»). Yactkosus medirut ITI]I.

3a po3paxyHKamu, yacTkoBui gedimut [III1 cnocTepiraetscs y 3-9 % €BpOmeoigHOl MOMYJIALil.
[TamienTtu 3 wacTkoBuM gedinuTom I MaloTh MigBUILIeHNY PU3UK BUHUKHEHHS TAKKOI Ta
IIOTEHIIIMHO He0e3MevHol I KUTTS TOKCUUHOCTI. [ 0OMeXKeHHS Ii€l TOKCUYHOCTI CIIif
PO3TISHYTU NMUTAHHS NP0 3HMKEHHS M0o4aTKoBOI 10o3u. HedimuT OIIII crig BBaxkaTH GaKTOPOM, SKU
NOTPiOHO Bpax0OBYBaTH B MOENHAHHI 3 iHIMMMYU PYTUHHUMY ITOKa3HUKAMU [IPY BUPIIEHHI TUTaHHS
IIPO 3HUXKEHHS N03U. 3HUXKEHHS [T0YaTKOBOI 03X MOXKe BIJIMHYTU Ha e(EeKTUBHICTD JIiKyBaHHSA. Y
pa3si BiiCyTHOCTi cepi03HOI TOKCUYHOCTI IOAaIbIIi 1031 MOXKYTh OyTH 30i/blIeHi 32 YMOBH
PETEeNbHOr0 MOHITOPUHTY.

TectyBauusg Ha gedimut I,

[TepIn HiXK PO3MOYATH JTiIKYBaHHS KameluTa0iHOM, peKOMEHIYEThCS ITPOBECTU BU3HAYEHHS QEHOTUITY
Ta/ab0 TeHOTUIy, He3BaXKalyy Ha HEBU3HAYEHICTH 100 ONITUMAJIbHUX METO[IiB TECTYBaHHS Iepe[
nikyBaHHSIM. CJIii BpaxOBYyBaTH BifIIOBigHI KIiHiYHI peKoMeHpallil. [eHOTUIiYHa XapaKTepPUCTHKA

nedinuty [T,

TectyBanHs Ha pigkicHi myTalil reHa DPYD nepepn nikyBaHHAIM MOXKe ifeHTHU(}IKyBaTH IAIi€HTIB 3
nedimurom IITIT.

Yortupu Bapiarii DPYD - ¢.1905 1G > A [takox Bimomuii ik DPYD*2A], ¢.1679T > G [DPYD*13],
€.2846A > T ta c.1236G > A/HapB3 - MOXYyTh CIPUYMHUTH ITOBHY BiICyTHICTL a00 3HUKEHHS
dbepmenTaTuBHOI akTUBHOCTI [OI1[I. IHIIi pigkicHi Bapiamii TaK0X MOXYTh OyTH II0B’s13aHi 3
TiIBUIIIEHUM PU3UKOM TSIKKOI, Y T. 4. HeOe3MeyHoi A1 KUTTS TOKCUYHOCTI. Bimomo, 110 nesHi
roMo3uroTHi abo komMOiHOBaHi reTepo3uroTHi MyTatii y nokyci redra DPYD (wanmpuknapn kom6inarii 4
Bapialli# 3i ujoHaMenIe ogHuM aneneM €.1905 1G > A a6o ¢.1679T > G) cupu4YuHSIOTE IOBHY a0
Maiixke MOBHY BiICyTHICTh (hepMeHTaTUBHOI aKTUBHOCTI [II[1. TlallieHTH 3 IeBHUMU
retepo3uroTHUMU Bapiamismu DPYD (30kpema, Bapiarii ¢.1905 1G > A, ¢.1679T > G, ¢.2846A > T i
€.1236G > A/HapB3) MaloTh MifiBUIIEHNY PU3UK TSKKOl TOKCUYHOCTI ITifl Yac JIiKyBaHHS
dbToprnipuMiguHaMH.

Y nari€eHTiB €BPONIEOIAHOI paCH 4acTOTa reTepo3uroTHoro resoruny c.1905 1G > A B reni DPYD
CTaHOBUTH nmpuonmu3Ho 1 %, c.2846A > T - 1,1 %, Bapiamii ¢.1236G > A/HapB3 - 2,6-6,3 % Ta
¢.1679T > G - Big 0,07 mo 0,1 %.



aHi mopmo yacToTy 4oTHPLOoX Bapiauid DPYD B iHIMMX nomynsnisx, KpiM €BPOIEOITHOI pacH,
obmexeHi. Ha ne#t yac wotupu Bapiarii DPYD (¢.1905 1G > A, ¢.1679T > G, c.2846A > Ti
c.1236G > A/HapB3) BBaxKalThCA IPAKTUYHO BiACYTHIMH Yy TaILi€HTiB ahpUKaHCHKOTO
(amepuKaHCHKOT0) a00 a3ifiCHKOT0 MOXOMKEHHSI.

QeHoTHOIUHA XapaKTepucTuKa medinuty 11

g deHoTunivyuol xapakTepuctuku aedinuty OI1I1 peKOMeHOy€eThCSA eper TiKyBaHHSIM BU3HAUUTH
piBeHb eHporeHHOro cybctparty AT ypauumny y miaa3Mi Kposi.

Bucoki KOHLIeHTpallil ypauuiy nepeq JiKyBaHHSM II0B’93aHi 3 MigBUIEHUM PU3UKOM TOKCUYHOCTI.
He3Baxkalouu Ha HEBU3HAUEHICTh IOPOrOBUX 3HAUEHb YPally, 1110 BKa3yloTh Ha TOBHUM abo
yactkoBuu gedinut [I1]I, cmig BBaXKaTH, 110 PiBeHb ypaluiy y Ijla3Mi KpoBi = 16 HI/Mn Ta

< 150 #r/™Mn cBiguuTh Mpo YacTtkoBuu Aedinut II1]I i moB’g3aHuil 3 MiABUIEHUM PU3UKOM
TOKCUYHOCTI propnipuminuny. PiBeHs ypauuny y Kposi = 150 HI/MJI CJIiff BBakaTH 03HAKOIO IIOBHOTO
nedinuty OI1]1 Ta moB’'s13yBaTH 3 pU3UKOM HEOE3MEYHOI /IS XKUTTS, Y T. Y. JIETAIbHOI, TOKCUYHOCTI
dbTopmipuminguny.

[MopymenHs QyHKIII HUPOK CYIPOBOKYETHCS MiABUILEHHSIM PiBHS ypauuily B KPOBi, 1[0 MoXxe OyTH
IPUYUHOIO IIOMUIKOBOTO HiarHo3y gedinuty [II]I i, IK HACMigoK, MpU3HaYeHHS HeJIOCTaTHOL fO3U
KamenuTa0iny.

O¢pmanbmon02iyHi YCKAAOHEHHA.

CraH MallieHTiB CHif peTeIbHO KOHTPOJIIOBATH L[0A0 0()TaIbMOJIOTiYHUX YCKITafHEeHb, TAKUX
K KepaTuT abo mopyiieHHs 3 60Ky poroBoi 000JI0HKY, 0COOIMBO IIPU HAsIBHOCTI IIOPYIIEHb 3
00Ky opraHiB 30py B aHaMHe3i. [Ipu KJTiHiuHiN He0OXigHOCTI CJIif po3mnoYaTy JTiKyBaHHS
IIOPYIIEHb 30DY.

Ts%CKI WKIpHI peakuii.

3acrocyBanHs npemnapaty KATIEBICTA Moxke COPpUYMHUATHU TSXKKI IIKipHI peakilil, Taki K CHHOPOM
CriBeHca-]]?)KOHCOHA Ta TOKCUYHUY ellifepMaJbHUY HEKPoli3. CIil 0CTaTOYHO IPUIIUHUTHU
3aCTOCyBaHHS KanenuTaliHy malieHTaM, y IKUX PO3BUHYJIKCS TSXKKi IIKipHI peakiii mMpoTAromM
3aCTOCYBaHHA IIpemnapary.

Tabnetku npenapaty KATIEBICTA e crig mopmpiOHioBaTH ab60 po3pizatu. IIpu KOHTaKTI
nariesta abo gornsimada 3 nogpioHeHuMu abo po3pizaHuMu TabIeTKaMU IIperapary
KATIEBICTA MoxyTbh BUHUKATH 00iYHi peakiril (quB. po3min «I1o6iuHi peakii»).
Ilankpeamum.

Y nmiTepaTypi € NOBiIOMJIEHHS IIPO BUNAAKHU ITaHKPEATUTY ITiCJIA 3aCTOCYBaHHA
KarnenuTabiny.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

KIHKY PenponyKTUBHOIO BiKY/KOHTpAIIENIIisd V YOIO0BIKIB Ta XKIHOK.

2KiHKaM pempogyKTUBHOTO BiKY CIIijJ] TOpPaAUTH 3arnobiraT¥ BariTHOCTI IPOTSITOM JIiKyBaHHS
kKarmenuTabinoM. [Ipy HacTaHHI BariTHOCTI IPOTATOM JIiKyBaHHS CIIifl PO3’SICHUTH TaIli€HTII



MOTEHIINHNY HETaTUBHUY BIIUB Ha IutiA. Crif 3acTocoByBaTH e(PEKTHBHI METOIM KOHTpPAIEMIil
IIPOTSATOM JIiKyBaHHS Ta MPOTSATOM 6 MicsLiB micisi mpuiioMy OCTaHHbLOI 703U KanmeuuTtabiny. 3 ornsamy
Ha pe3y/lbTaTH AOCIiIXKEeHb Ha TeHOTOKCUYHICTh, MMallieHTaM 40JIOBiUOl CTaTi i3 MapTHepKaMu
PENpPOOYyKTUBHOIO BiKY CJIiff 3aCTOCOBYBaTH e(eKTHUBHI METOAM KOHTPALEIIlil IPOTArOM JTiKyBaHHS Ta
IPOTSATOM 3 MiCSIIiB MiC/Is OCTaHHBOI [03U KaleluTa0iHy.

BariTHiCTb.

3acTocyBaHHS KanenuTabiHy BariTHUM He BUBYaJIM, OMHAK MOXKHA IIPUIIYCTUTH, 1[0 3aCTOCYBaHHS
npenapaty KATTEBICTA mozxke OyTy IIKiIIMBUM AJIS IIJI0fla IIPU 3aCTOCYBaHHi BariTHUM.

Y mocnifKeHHSIX PePOAYKTUBHOI TOKCHYHOCTI Y TBapUH KamelnuTaliH CIPpUYHHSB
eMOpioJieTanbHICTh Ta TEPATOTEHHICTD, SIKi € 04iKyBaHUMHU edeKTaMy NOXiTHUX PTopHmipuMigury. Y
nepion BariTHOCTI He Cyifl 3acTocoByBaTH Nikapcbkui 3aci6 KATIEBICTA.

ITepion rogyBaHHS TPYONIO.

Hesigomo, yu IpoHMKAE KanenuTabiH y rpyaHe MOJIOKO JTIOAUHU. [JOCTiIKeHHS 000 BIJIUBY
KarnelnuTabiHy Ha JlaKTallilo abo MPUCYTHOCTI KamenuTabiHy y TpyIHOMY MOJIOLI JIIOAUHY He
IIPOBOOYIIH. Y IPYOHOMY MOJIOI JIAaKTYIOUMX MUIIeH OyTy BUSIBIIeH] 3HAYHI KiTbKOCTI KameuTa0iHy
Ta #oro MeTtabomiTiB. OCKinbKY MOTEHIHA IIKOAA AJIsT HEMOBIIAT, SIKi OTPUMYIOTh TPyIHE
rofyBaHHS, HEBiOMa, CJIifi MPUIIMHUTH FONyBaHHS I'PYOAIO0 i Yac JIiKyBaHHS KamenuTaOiHOM Ta
IIPOTSTOM 2 TUXKHIB ITiC/Ig IPUNAOMY OCTaHHbBOI I03H.

DepTUNLHICTD.

BipcyTHi mani npo BnnuB KanenuTabiny Ha ¢hepTUIbHICTh. Y 6@30Bi JOCTigXKEeHHS 3aCTOCYBaHHS
npemnapaty KATIEBICTA 6ynu BKITIOYEHi TiIbKYU Ti )KiHKW PENPOAYKTUBHOTO BiKY Ta YOJIOBIKH, SKi
IIOTO/IKYBaJIMCS 3aCTOCOBYBATH IIPUMHSATI METOAYU KOHTPOJIIO HAPOAXKYBaHOCTI [i7ig 3anobiraHHs
BariTHOCTI IPOTATOM JOCTIiAKEHHS Ta BiOIOBIAHUY TEPMiH IOTOMY. Y JOCTIOXKEHHSIX HAa TBApPUHAX
CIIOCTepiraBcs BIJIUB Ha (DEPTUIIBHICTE.

30amuicmb 8niusamu Ha weudKicmb peakuyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

[TpemapaT Ma€e He3HaYHUM a00 MOMipHKY BIJIUB Ha 3MaTHICTh KEPyBaTU TPAHCIOPTHUMU 3acobaMu
Ta MpaloBaTH 3i CKIagHuMU MexaHidMamu. Jlikapchkuit 3aci6 KATIEBICTA mMoxe CIPUYUHUTU
3alraMoOpPOoYeHHsI, clnabKicTh i HyOTY.

Cnoci6 3acmocyeaHHss ma do3u.

Jlikapcokuit 3aci6 KATIEBICTA Moxe npu3HayaTH JIuIle KBasihikoBaHUM JIiKap, SKUi Ma€ I0CBia
3aCTOCYBaHHS aHTHHEOIIaCTUYHUX JTiKapChKuX 3aco0iB. 17151 BCiX mallieHTiB peKOMeH0BaHUH
peTeNbHUM MOHITOPUHT IPOTATOM IIEPIIOT0 UUKIY JIiKyBaHHSA. JIIKyBaHHS CIIi BIAMIHUTHU IPU
IIporpecyBaHHi 3aXBOPIOBaHHS ab0 PO3BUTKY HEMPUUHSATHOI TOKCHYHOCTI. [TpemapaTt KAITIEBICTA y
tTabeTKax MPUUMaTH IePOPAsbHO LITUMHY, He Mi3Hime Hix yepe3 30 XBUINH ITiC/IsT BXKUBAHHS 1Xi,
3anuBaoyu Bopoio. Tabnetku mpenapaty KATIEBICTA He crig mogpibHioBaTH ab0 po3pi3aTy.

Ocobaugi 3anobidxcHi 3axo0u npu ymuisayii ma iHwi 0cob6.1u8ocmi N0BOONHCEHHS 3
npenapamom CJifi HOTPUMYyBaTHUCS MpOoIenyp 0e3MeYHOr0 IOBOAXKEHHS 3 IUTOTOKCUUHUMU



TMiKapChKUMH 3aC00aMHU.

Monomepanis.

Pak 06000801 KuwiKu, Kos0peKkmasavHull pak ma pak Mo/04Hoi 3as103u. PEKOMeHO0OBaHa mo4aTKOBa
noboBa no3a npenapaty KAITEBICTA sk af’'toBaHTHOI Teparlil CTaHOBUTD

2500 mr/M* IIOBEPXHI Tisla. 3aCTOCOBYBATH Y BUTJIAAl TPUTUXKHEBUX [IUKJIIB: IPUAMATH L[OTHS
IIPOTSATOM 2 TUXKHIB, ITiC/I 4OoTr0 poOUTH TUXKHEBY IepepBy. CymMapHy 1000BY H0O3y
KanenutabiHy po3mofiATyH Ha 2 npuitoMu (1o 1250 Mr/M° moBepxHi Tijla 3paHKy i BBedepi).
PekoMeH[IOBaHa 3arajbHa TPUBAJCTh aj] I0BaHTHOI Tepallil y malieHTiB 3 pakoM 06000BO1
kuiku 111 cTtapmil cTaHOBUTE 6 MiCSIIiB.

KombiHogaHa mepanis.

Pak mosnouHoi 3an03u. Y KoMm0OiHalii 3 goiieTakceioM peKoOMeHI0BaHa 1T04YaTKoBa [403a [JIs JiKyBaHHS
MEeTaCTaTHYHOT0 PaKy MOJIOYHOI 371034 CTAHOBUTE 110 1250 Mr/M* 2 pa3u Ha fo0y IPOTAroM 2
THUXKHIB 3 IOJAbIIOK TUXKHEBOI IIePEePBOI0 (Y MOEAHAHHI 3 AOLIETaKCEIOM 75 mr/M° 1 pa3 Ha 3 TUXKHI
y BUTJISIAI BHYTPIITHROBEHHOI iHPY3il). [IpemMenuKailiito nepopaabHUMUA KOPTUKOCTEPOITaMH, TaKUMU
SIK IeKcaMeTa30H, IPOBOMUTH IIepefl BBEOEeHHSIM [OLIeTaKCey BiTIOBIIHO OO iHCTPYKILIl [y
3aCTOCYBaHHS HOLIeTAaKCeNy MallieHTaM, sSIKi OTPUMYIOTh KoMOiHaIio KaneuTabil mIoc goleTakcer.

Pak 06000801 KuwKu, K010peKmaavHull pak, pak wiayHka. Y pexkuMi KoMOiHOBaHOTO JTiKyBaHHS
II0YaTKOBY [103y KanenuTabiny HeoOxigHo 3MeHmuTd 1o 800-1000 mMr/M° 2 pasu Ha

no6y IPOTATOM 2 THXHIB 3 IOJAIbIIOKN TUAKHEBOIO IIepepBoio abo fo 625 Mr/M* 2 pa3u Ha
no0y mpu Ge3nepepBHOMY 3acTocyBaHHi. IIpu kombiHamii 3 ipuHOTeKanoM (200 Mr/M° y IeHb
1-ii) peKOMeH[0BaHa I0YaTKOBa f03a CTaHoBUTh 800 Mr/M° 2 pa3u Ha f06Y IPOTATOM 2
TUKHIB 3 TTOAAJIBIIOI0 TUKHEBOIO IePepPBO0. BktoueHHs 6eBanu3yMady y cxeMmy
KOMOiHOBaAHOTO JTIiKyBaHHS He BIIJIUBA€ Ha IT0YaTKOBY 03y KamenuTabiHy.

[IpoTu6moBanbHi 3aCo0U Ta MpeMeuKallito [ 3a0e3neyeHHs afleKBaTHOI rigpaTatii
IIpH3HaYaTH IMalliEHTaM, SKi OTPUMYIOTh Tepaliio KanelruTabiHoMm y KoMmbiHaIllil 3
IIUCIITIATUHOM ab0 OKCaslilaTuHOM Iiepel BBeJeHHSIM LUCIIaTUHY BiNIOBIAHO [0 iHCTPYKIIil
IJIS1 3aCTOCYBaHHS IUCIIJIaTUHY Ta OKCAJIIaTUHY. 3arajibHa peKOMeHJ0BaHa TPUBAJIiCTh
aj’I0BaHTHOI Teparii y naiieHTiB 3 pakoMm 06omgoBoi kuiku 111 cTafil cTaHOBUTE 6

MmicauiB. [1o3y npenapaty KAITEBICTA po3paxoByBaTH 3a/leXKHO Bif IJIOLLi TOBEPXHI

tina. ¥ Tabnuusx 1, 2 HaBeleHO PO3PaXyHKX CTaHAAPTHOI Ta 3HUKEHOI (nuB. «Kopekiris
031 Y TIPOIECi MiKyBaHH») I049aTKOBOI f03u npenapaTy KAITEBICTA 1250 mMr/m° un

1000 mr/m’.

Po3paxyHKY CTaHAAPTHOI Ta 3HUXKEHOI II0YaTKOBOI I03U JIiKapChKOT0
3aco6y KATIEBICTA 1250 Mr/m” 3a1eKHo Bif IJI0IIi HOBEPXHi Tia

Tabnuis 1

[Tosa 1250 mr/™® (2 pasu ma 7o6y) |




[Trmoma moBepxHi |[IoBHa mo3a Kinpkicts Tabnetox 150 |3HMXKeHa qo3a SHMKeHa go3a
Tima, M° 1250 mr/™* Mr i/a6o 500 Mr Ha (75 %) 950 mr/m* (50 %) 625 mr/m
KOXK€eH IIPUUOM (3paHKy
i BBeuepi)
[lo3a Ha 150 mr 500 mr [To3a Ha [lo3a Ha
1 opuriom, Mr 1 oputioMm, Mr 1 oputiom, Mr
< 1,26 1500 - 3 1150 800
1,27-1,38 1650 1 3 1300 800
1,39-1,52 1800 2 3 1450 950
1,53-1,66 2000 - 4 1500 1000
1,67-1,78 2150 1 4 1650 1000
1,79-1,92 2300 2 4 1800 1150
1,93-2,06 2500 - 5 1950 1300
2,07-2,18 2650 1 5 2000 1300
=2,19 2800 2 5 2150 1450

Po3paxyHKU CTaHAApPTHOI Ta 3HKUKEHOI II0YaTKOBOI 103H NiKapchkoro 3aco0y KAITEBICTA
1000 mr/mM* 3a/1e2KHO Bif IJIOIII IOBEpXHi Tina

Tabmuig 2
TInoma noBepxHi |do3za 1000 mr/m° (2 pasu Ha go6y)
Tina, M’ [ToBHa m0o3a KinpkicTs TabneTox [3HUXKeHa mo3a SHUXKeHa 003a
1000 mr/™* 150 mr i/a6o 500 mr (75 %) 750 mr/m*  |(50 %) 500 mr/m>
Ha KOXEH MPUUoM
(3paHKYy i BBeuepi)
[To3a sa 1 npuniom, [150Mr [500 mr  |o3a Ha 1 mpuiiom,|[lo3a Ha
MT MT 1 npuiiom, Mr
< 1,26 1150 1 2 800 600
1,27-1,38 1300 2 2 1000 600
1,39-1,52 1450 3 2 1100 750
1,53-1,66 1600 4 2 1200 800
1,67-1,78 1750 5 2 1300 800
1,79-1,92 1800 2 3 1400 900
1,93-2,06 2000 - 4 1500 1000
2,07-2,18 2150 1 4 1600 1050
= 2,19 2300 2 4 1750 1100

Kopekuia 0o3u y npoueci niKy8aHHA.

3azanvHi pekomeHOaul.

fIBMIlIa TOKCUYHOCTI IIPU 3aCTOCYBaHHI KaneuTabiHy MOXHA YCYHYTH CUMITOMATUYHOIO TEPAIIi€n
i/abo 3minoto mo3u npenapaty KATTEBICTA (nepepBaBiiu JliKyBaHHS a00 3MEHIIUBILY 103y
mpernapary). JdKIo go3y J0BeIocst 3MEeHIITUTH, Hafarti il He ciig 36inmeiryBatu. [lpu sBUIax
TOKCUYHOCTI, SKi, Ha IYMKY Jlikapsi, MaJIOMMOBIpHO MOXKYTb OyTH Cepio3HUMU ab0 MOXKYTh
3arpoXyBaTy XKUTTIO, HAIIPUKJIIaf, ajonelis, 3MiHa CMaKOBUX BIYyTTIiB, 3MIHU HII'TiB, 3aCTOCYBaHHS
mpernapaTy MOXHa IPOAOBXKYBaTH B Tiil caMild 1031, He MepepruBal0yy JTiKyBaHHSA Ta He 3MEHIIYIOYN

03y Tpemnapary.

[NauieHTiB, siKi oTpuMy0Th iKyBaHHS npenapaToM KATIEBICTA, HeoOXigHO OEPENUTH, 110



JIIKyBaHHS MOTPIOHO MPUIIMHUTH ¥ Pa3i PO3BUTKY IMOMIpPHUX a0 TSIKKUX TOKCUYHUX peakiiil. AKino
yepes3 TOKCUYHi siBulla Oyi0 IPONyIIeHo Kilbka MpuiioMiB KameuuTabiHy, To IPOMyIleHi 103U He
IIOTPiOHO 3aCTOCOBYBATH NOAATKOBO.

I'emamosoziuHa mokcu4yHicme.

ITamiedTaM i3 m049aTKOBUM piBHeM HeliTpodinis < 1,5 X 10°/1 i/a6o TpomboruTis < 100 X 10°/1 He
MOKHa IIpU3HaYaTH Tepariio KaneuutabinoM. Teparito CIif TPU3YIUHUTH, SIKIIO V XOMi JTiKyBaHHS
i Yac mo3aljlaHOBUX JTaO0PaTOPHUX MOCTiAKEHb BUSBIIEHO 3HUKEHHS PiBHS HeuTpodiniB < 1,0 X
10°/1 a6o TpomBonuTiB < 75 X 10°/71.

Huxde HaBOOSATHCS PEKOMEHAIlil O0A0 3MiHM AO3U Y Pa3i TOKCUYHUX SBUII BiIIOBIOHO [0
KPUTEPiiB 03HAK TOKCUYHOCTi. KpuTtepii po3pobneni HallioHanbHUM OHKOJIOTiYHUM
incrutyroM Kanapu (NCIC CTC, Bepcis 1).

CxeMa 3HUKEHHS [03u JikapcbKoro 3aco0y KATIEBICTA (TpuTHKHeBUM IUKI abo Oe3nepepBHe
JIIKyBaHHS).

Tab6muig 3
CTymiHb TOKCUYHOCTI* 3MiHU DO3U IIPOTATOM KypCy Teparil KoperyBaHHS 003U OJIg
HaCTyIIHOTO LUKy (%
[MOYATKOBOI MO3HU)

CmyniHb [ [103y He 3MiHIOBaTU 1103y He 3MiHIOBaTh
CmyniHb 1]
- 3 IIEPIIO0I0 0SB0 03HAK [[pUNMHUTH Tepalriio, TOKKA 03HAKU 100 %
TOKCUYHOCTI TOKCAYHOCTI He 3MEHIIaTLCA [0 CTYIIeHS
- 3 IPyTOI0 IOSBOI0 03HAK 0-1 75 %
TOKCUYHOCTI
- 3 TPETHOIO [I0IBOI0 O3HAK 50 %
TOKCUYHOCTI
- 3 YeTBEPTOI0 MOSBOI0 03HAK BigMiHuTH npenapar He 3aCTOCOBYyBaTHU
TOKCUYHOCTI
Cmyninb 111
- 3 [IePIIOo0 ITOSBOI0 03HAK [[pUNIMHUTHU Tepallilo, IOKU 03HAKU 75 %
TOKCUYHOCTI TOKCUYHOCTI He 3MEHIIAThCA 0 CTYIEeHs
- 3 IPYTOI0 IIOSIBOIO O3HAK 0-1 50 %
TOKCUYHOCTI
- 3 TPETHOIO MOSIBOI0 O3HAK BigMiHuTH npenapar He 3aCTOCOBYyBaTHU
TOKCUYHOCTI
CmyniHb IV
- 3 [IePIIO00 ITOSABOI0 03HAK BimMinuTu nmpemapart abo, SKIIo B 50 %
TOKCHUYHOCTI iHTepecax IMallieHTa JIiKyBaHHS He0OXiIHO

[IPOMOBXKUTHU, IPUIMHUTHU TePalliio, IIOKU

03HAKW TOKCUYHOCTI He 3MEHIIAThCA 0

crynens 0-1
- 3 OPYTOI0 IIOSIBOI0 O3HAK BigMiHUTH npenapar He 3aCTOCOBYBaTH
TOKCUYHOCTI

* 8iOnos8iOHO 00 3a2a/nbHUX Kpumepiie mokcuyHocmi (8epcia 1) epynu cneyianicmia 3 KAIHIYHUX
docaidxceHb HauioHanavHoz20 iHcmumymy paky Kanaodu (NCIC CTG) abo 3azaavHux Kpumepiia
OUiHKU cmyneHs msadxckocmi nobiuHux peakuili (CTCAE) npoepamu ouiHku mepanii paky
HauioHanvHo20 iHcmumymy paky CIIIA, sepcis 4.0. IHpopmauito w000 00A10HHO-NIOOWOBHO20



cuHOpomy i 2inepbinipybiHemii dus. y po30iai «Ocobaugocmi 3acmoCyB8aHHA».

3MiHa 003u y pasi BUHUKHEHHS A8UW, MOKCUYHOCMI Npu 3acmocy8aHHi KaneuumabiHy npoms2om
MpUMUHCHeB8020 UUKAY Y KOMOIHAUiT 3 iHWUMU AiKapCbKuMUu 3acobamu.

3MiHY 03U [IpU BUHUKHEHHI SIBUILl TOKCUYHOCTI IIpU

3aCTOCyBaHHI KanenuTaliHy NpOTATOM TPUTHKHEBOT0 UKy Y KOMOiHallil 3 iHIIMMY JIiKapCbKUMU
3acobamu HeoOXiTHO TPOBOAUTH BigIOBigHO [0 Tabnuii 3 oy KaneluTabiHy Ta BigIlOBigHO [0
iHCTPYKLi# AJIs MEOUYHOTO 3aCTOCYBAHHS iHIIKX JliKapchbkux 3aco6iB. Ha moyaTky Kypcy JiKyBaHHS
pu HeoOximHOCTI BinTepMinyBaHHS Teparil npernapatoM KATIEBICTA a6o iHIIMM JTiKapChbKUM
3aco60M CJIif BiiTepMiHyBaTH TaK0XK IMPU3HAUYEHHS iHIIMX IIpelapaTiB 4o Mepiogy MOXKIUBOCTI
[IpU3HaYEeHHS BCIX KOMIIOHEHTIB cxeMu. [Ipy BUHUKHEHH] TOKCUYHUX SBUIL ITif] Yac JIIKyBaHHA, AKi,
Ha OyMKY Jlikaps, He IIOB’g3aHi i3 3acToCyBaHHSM KaneluTabiHy, Teparliio IpernapaToM
KATIEBICTA HeoOXifHO IIPOMOBXKYBATH Ta IPOBECTU KOPEKIIIO J03H iHIKX JIiIKapChKUX 3ac0obiB-
KOMIIOHEHTIB CXE€MU BiAMIOBIAHO A0 IHCTPYKLiX AJII MEOUYHOI'O 3aCTOCYBaHHS.

Y pasi Heob6xigHOCTI BigMiHM iHIMX JTiIKaPCHKUX 3aC00iB-KOMIIOHEHTIB CXeMU
JMiKyBaHHS KaneuuTabiHOM MOXKHA ITPOANOBXKUTHU IIPU NOCITHEHHI HEOOXiqHUX YMOB OJI51 IOBTOPHOTO
npusHaueHHs npenapaty KAIIEBICTA.

Yka3aHi peKOMeH[allil CTOCYI0ThCS BCiX II0Ka3aHb AJIs1 3aCTOCYBaHHS Ta BCIX IPYII MAIi€HTiB. 3MiHa
003U npu BUHUKHEHHI ABUW, MOKCUYHOCMI npu 6e3nepepeHoOMY pexcumi 3aCmocy8aHHA
KaneyumabiHy y KoMbiHauii 3 iHWUMU AiKapcbKumu 3acobamu.

3MiHy 103U IIpY BUHUKHEHHI SBUIL TOKCUYHOCTI TP 6e31epepBHOMY PeXUMi 3aCTOCYBaHHS
KarmenuTabiHy y KomOiHallii 3 iHIIMMH JIiKapCbKUMU 3aco0aMu HeoOXigHO MTPOBOJUTH BigIIOBIIHO [0
tabnmuii 3 g KanenuTabiHy Ta BigMOBigHO [0 iHCTPYKIIN O MEIUYHOTO 3aCTOCYBaHHS iHIINX
nmiKapchKuX 3acobiB.

Kopexkuis 0o3u 8 ocobausux sunadkax.
ITauienmu 3 nopyweHHAMU (QYHKUII NneyviHKU.

Hanux 3 6e3neky Ta eeKTUBHOCTI /IS MAIliEHTIB 3 MOPYIIeHHIM QYHKIIII TeYiHKY HEJOCTAaTHLO [T
HaJaHHS peKOMeHpallill Moo Kopekilil fo3u. HeMae iHdopMmarlil mpo mopymeHHs GYyHKII Ie4iHKA
BHACJIigOK LUPO3y abo remaTury.

ITauienmu 3 nopyweHHAMU pYyHKUII HUDOK.

Kamertabin TPOTUIIOKA3aHUY MalliEHTaM 3 MOPYIIeHHIM (PYHKIIil HUPOK TSKKOTO CTYIIeHS
(kmipeHc KpeaTuHiHy HuUXKYe 30 Mi/xB 3a KokpodToM-I'01TOM Ha MOYaTKOBOMY PiBHi).
YacTtoTa BUHUKHEHHS OOIYHUX peakiiii 3 ado 4 CTyNeHiB y NallieHTiB 3 TOMipHUM
OpYyIIeHHAM GYHKIII HUPOK (KimipeHc KpeaTuHiny 30-50 M1/XB Ha ITOYaTKOBOMY DiBHi)
HMiABUIYETHCA IOPIBHAHO 3 TAKUM Y 3arajbHid MOMyaALil. [J1g Iami€eHTiB 3 T0YaTKOBOO
IIOMIPHOI0 HUPKOBOI HEOOCTATHICTI0O PEKOMEH0BAHO 3MEHIIIUTH IOYAaTKOBY 403y H0 75 %
Big cTraHmapTHOI (1250 mr/m®). I malieHTiB 3 T0YaTKOBOIO IIOMipPHOI HUPKOBOIO
HEIOCTATHICTIO 3HMXKEHHS MoYaTKoBoi o3u 1000 mr/M* He nmoTpibHe. [TarieHTam 3
HUPKOBOI) HEJOCTATHICTIO JIETKOTO CTYNEHS TSIXKKOCTI (KIipeHC KpeaTuHiHy 51-80 M1/xB)
KOPEKIIisl T0YaTKOBOI 703U He MOTpi0Ha. PeKOMeHAYy€EThCS pETEeNbHUY MOHITOPUHT Ta
HeTalHe IlepepHBaHHS JIiKyBaHHS PU BUHUKHEHHI mo0iuyHux sBuIl 2, 3 abo 4 CTymneHis, a



TaKOX T0fasibllle KOPUTYBaHHS [03H BifoBigHO [0 Tabnuui 3. [Ipy 3HUKEHHI piBHSA
KpeaTuHiny MeHie 30 MJI/XB Tepariio KanenuTabiHOM CIIifl MpUNIUHUTH. PeKoMeHpaallii 11010
KOPEKIIil 103U IIpY MOMIipHii HUPKOBiM HEIOCTaTHOCTI ONHAKOBI K IPU MOHOTEpAaIil
KanenuTtabiHoM, Tak i mpu KoMOiHOBaHiM Teparril.

ITayieHmu AiMHb0O20 BIKY.

KopuryBaHHS I04aTKOBOI 03U IPU MOHOTeparii kameuutabinoMm He moTpidHe. [IpoTe y mauieHTiB
BikoM = 60 pokiB moOiuHi peakuii 3 Ta 4 CTyneHiB, IOB’A3aHi 3 JIiKyBaHHSIM, PO3BUBAJIUCS YacCTillle,
HiX y MOJIO[IINX ITalli€HTIB.

[Tpu 3acTocyBaHHi KanenuTabiny B KoMOiHallil 3 iHIMMY JTiKapchKUMHU 3acobaMu y Talli€eHTiB

JTHBOTO BiKYy (= 65 poKiB) Bim3Havasnacs Oinbiia 4acToTa MoGiYHUX peakilii 3 Ta 4 CTyIeHiB

TOKCUYHOCTI, fIKi IIPU3BENIX [0 BiAMIiHM JIIKyBaHHS, [IOPIBHAHO 3 IAl[leHTaMU MOJIOLIIOTO BIKY.
PexoMeHIy€eThCS peTebHIUY MOHITOPUHT CTaHY MAli€HTIB BIKOM = 60 pOKiB.

IIpu aikyearHi npenapamom KAITEBICTA y kombiHauii 3 douemakcesom y TAlll€HTIB BIKOM IIOHAL
60 poxkiB Big3Hauanocs 30i/bIIEHHS YacTOTH MOOIYHUX peakilii 3 Ta 4 CTyIeHiB
TOKCUYHOCTI. [TarfieHTaM IIi€i BiKOBO1 KaTeropil mpu KoMOiHOBaHi# Tepamil KanenurtabiHoM Ta
[OLIeTaKCeJIOM PEKOMEHIYVEThCS 3MEHIINUTH I104aTKOBY f03y npenapaTty KAITEBICTA mo

75 % (950 mMr/M’ aBidi Ha [06y). [IpH BifCYTHOCTI SIBUIL TOKCHYHOCTI IIPH JTiKyBaHH]
TaIfieHTiB BikoM = 60 poKiB 3HMKEHOI0 II0YaTKOBOIO 103010 KamneluTabiny y KomOiHa1ii 3
MOIleTAaKCeIoM 103y KanenuTabiHy MoKHa IOCTYIIOBO 30ipmuTy go 1250 Mr/M’° aBidi Ha
no0y.

Himu.

Beamneky Ta epeKTUBHICTh KanenuTabiny s [iTell He BUBYAJIH.

Ilepedo3yeanHus.

Cumnmomu. CUMIITOMU TOCTPOTO ITepefo3yBaHHs: Hyg0Ta, O/i0BaHHS, Iiapesi, MyKO3HUT,
Oofipa3HeHH IIYHKOBO-KUIIKOBOTO TPAKTY Ta KPOBOTEYi, @ TaKOXK IMPUTHIYEHHS KiCTKOBOTO
MO3KY.

JlikyeanHs. JIiKyBaHHS IIOBUHHO BKJIIOYATU CTAHOAPTHI TepaleBTUYHI Ta MiATPUMYBaJIbHI
3ax0f¥ 3 METOI0 KOPEKIIil KITiHiYHUX MPOSIBiB Ta 3amnobiraHHs MOXKJIMBUX YCKIagHEHb.

ITo6iuni peakuii.

Pesiome npodinio 6e3meku.

3aranpHuM Mpodins 6e3neku 6a3yeThcs Ha 0CHOBI maHux Oinbire 3000 mallieHTiB, SKi OTpUMyBau
JiKyBaHHS KaneuuTabiHOM y pexkuMi MoHOTepatrii abo y KoM0iHallil 3 pisHUMHU cxeMaMH XiMioTeparil
[JIs Pi3HUX [TOKa3aHb [JId 3aCToCyBaHHS. [Ipodins 6e3mekyu MOHOTepaIil KanernuradiHoM Ipu
MEeTaCTaTUYHOMY paKy MOJIOYHOI 321031, METaCTaTUYHOMY KOJIOPEKTAIbHOMY paKy Ta paky 000740Bo01



KWIIKY B a7l IOBaHTHIN Teparil € mopiBHAHHUM. HaltyacTimumu Ta/ab0 KIIiHIYHO 3HAYYIIAMU
n00iYHMMHM peakIlisiMy, TI0B’I3aHUMU 3 TiKyBaHHSIM, OyIu peakiii 3 60KY IIUTYHKOBO-KHUIIIKOBOTO
TPaKTy (miapes, HymoTa, 6/toBaHHs, 6iflb Y JKMBOTi, CTOMATHT), OOJIOHHO-IIIOIIIOBHUY CUHIPOM
(mONIOHHO-ITIOIIIOBHA €PUTPOAN3ECTE3isT), C1abKiCTh, aCTeHiss, aHOPEKCist, KapaiOTOKCUYHICTh,
IIPOTpeCcyBaHHS MOPYLIEHHS HUPKOBOI QYHKIII y MaIlieHTiB 3 HUPKOBOIO HEJOCTATHICTIO,
TpoM0O03/eM0Oortis. [106iuHi peakiril, SiKi, Ha OyMKY JOCIifHNWKA, PO3T/ISAANU SK MOXKIINBI, iMOBIpHO
abo BigmanmeHo MOB’s3aHi i3 3acTocyBaHHAM Ipenapaty KAIIEBICTA, Gynu oTpuMaHi y KJIiHIYHUX
IOCITiIXXKEeHHSX MOHOTeparii KamenuTabiHOM Ta B KJTiHIYHUX OOCTIIXKEHHAX 3aCTOCYBaHHS
KarmenuTabiHy y KomOiHallii 3 pisHUMM cxeMaMu XiMioTepartii fjis pisHuX IMoKa3aHb OJIs
3aCTOCYBaHHA.

I onucy 4acToTH MoOIYHUX peakilii BUKOPUCTOBYIOTHCS HACTYIIHI KaTeropil: myxe dacti (= 1/10),
vacTi (Big = 1/100 go < 1/10), mewacri (Bim = 1/1000 mo < 1/100), pipxi (Bim = 1/10000 mo < 1/1000),
nyxe pifki (< 1/10000). Y koxHil rpymi 3a YacToToio M00iYHi peakiiii mpefcTaBieHi y MOPSAAKY
3MEHIIEeHHS TIXKKOCTI ITPOSBIB.

MoHomepanisa kaneuyumabiHoM.

Huxue HaBemeHo moOivyHi peakirii, moB’'si3aHi 3 MOHOTEepaMi€o KamenuTaOiHOM, Ha OCHOBI
00’eMHAHOTO aHai3y JaHuX 0e3MeKH, ONepKAHUX Y XOIi TPHOX OCHOBHUX AOCITiAXKeHb 3 y4acTio 1900
namienTiB (M66001, SO14695 ta SO14796). [To6iuHi peakiii BHeCeHi y BifmoBigHY rpymy 3a
YaCTOTOIO 3TigHO 3 3arajibHOI0 YaCTOTO B 00’'€MHAaHOMY aHai3i.

IHpekuii ma iHeasii: 9acTi - repuec (BipycHa iH(eKIis), Ha30papuHTiIT, iHPeKIIil HUXKHIX
OVXaTbHUX IIISXiB; HEeYaCTi - CEIICUC, iHPEKIIil CeHOBUX LIJISIXIB, I[ENTIOMNIT (3anaseHHs TyXKol
KJIITKOBHMHM), TOH3UIIIT, (apUHTIT, KAHAKI03 POTOBOI MTOPOXKHUHY, T'PHUII, TaCTPOEHTEPHUT,
rpuOkoBa iHdekIris, iHdekis, abciuec 3y06iB.

HoesoymeopeHHs 000posKiCHI, 3/1051KICHI ma HeymouHeHi (8Kaouarnyu Kicmu ma
nosinu): He4yacTi - JinoMa.

3 6oky cucmemu kposi ma aimgpamuyuHoi cucmemu: 9acTi - aHEMisd, HEUTPOIIEHis;

HeyacTi - peOpuIbHa HEUTPOIIEHis, TAHITUTOIEHIs, TPaHYJIOUTOIEeHis, TPOMOOIUTOIEHis,
JeWKOIIeHist, TeMOJIiTUYHA aHeMist, 30ibIIeHHST Mi2KHaPOIHOT'0 HOPMaJIi30BaHOT0
criBBigHOUIeHHs (MHB)/momoBxkeHHS MPOTPOMOiHOBOTO Yacy.

3 6oky iMyHHOT cucmemu: He4acCTi - peakliil MigBUILeHO] YYTIUBOCTI, PigKoO -
AQHTIOHEBPOTUYHUYU HAOPSIK.

3 6oky 06MiHYy peuosuH, memaboaizmy: OyKe 4acCTi - aHOPEKCIidA; YacTi - Jerigparatis,
3MEeHIIIeHHS MaCH Tijla; He4acTi - yKpoBul AiabeT, rimokaniemis, po3yafu aleTury,
He[OolJaHH, TiMepTPUrIilepugemis.

3 60Ky ncuxiku: 4acTi - 0e3COHHS, [elpecis; HevacTi - CIIyTaHiCTb CBiIOMOCTi, TOCTPUH
TPUBOXKHUY CTaH 3 Peaklli€lo MaHiKu, JepeCUBHUN HaCTPil, 3HUKeHHS Nibino.

3 60Ky Hepsosoi cucmemu: 4acCTi - TOJIOBHUM 0iflb, 3aTaJIbMOBaHiCTh, 3allaMOPOYEHHS],
nmapecTesil, CIIOTBOPEHHSI CMaKy; HedacTi - ada3is, HOpyIIeHHs [1aM’ qaTi, aTaKCis, CHHKOIIE,
TIOPYIIEeHHS PiBHOBArW, YyT/IUBI po3aau, neprudepryHa Helponaris; gyxkKe pifiko - TOKCUYHa
JleKoeHnedanonaris.



3 60Ky opaaHis 30py: 4acTi - CTbO30TOYMBICTh, KOH IOHKTHBIT, TOIPa3HEHHS OPraHiB 30py;
HeYacCTi - 3HUKEHHS TOCTPOTHU 30PY, OUIIIOINIS; PigKO - CTEHO3 CJIi3HOI TPOTOKHU, TTOPYIIEHHS PYHKIIii
POTiBKH, KEPATUT, TOUKOBUM KEePaTUT.

3 60Ky opaaHis cayxy ma aabipuHmy 8yxa: HeYacTi - 3allaMOpoYeHHs, 6islb ¥ ByXax.

3 60Ky cepueso-cy0uHHoi cucmemu: He4acTi - HecTabislbHa CTeHOKapPAis, CTEHOKapHis,
imeMisi/inpapkT Miokapaa, Gpibpunsiis mepencepab, apuTMis, Taxikapfis, CHHYCOBa
Taxikappis, BimuyTTsa cepueOuTTs; PigKo - GhiOpumnsIlis UIIyHOYKiB, TONOBXKEHHS iHTEpBaLy
QT, mipyeTHa LITyHOYKOBa TaxiKappis, OpagrKapmis, Ba3ocnasM.

3 60Ky cyOuH: 4acTi - TpomOodiiedit; HevacTi - TpoMO03 rmuOOKUX BEH, apTepiaabHa
rimepTeH3is, meTexil, apTepiajiibHa TiOTeH3is, MPUIIKNBY, TIEpUPEPHUYUHE BiTUyTTS XOIOTY.
3 60Ky pecnipamopHoi cucmemu, opaaHie 2pyOHOI KaimKu ma

cepedoCMiHHA: 4aCTi - 3aJUIIKa, HOCOBi KPOBOTEYi, Kallle]lb, pUHOPEes; HedacTi - JleTeHeBa
eM001isl, THEBMOTOPAKC, KPOBOXapKaHHS, aCTMa, 3afXIlIKa TPy (i3MYHOMY HaBaHTaXKeHHi.

3 60Ky WAYHK0BO-KUWKOB020 MPAKMYy: My¥Ke YacTi - miapes, 60BaHHS, HYIOTa, CTOMATHUT, Oinb y
JKMBOTI; YacCTi - IITYHKOBO-KHUIIIKOBI KPOBOTEYi, 3armopu, 6i/b y BepXHixX Bifinax xKHUBOTA, JUCIIEIICIs,
MEeTEeOPHU3M, CYXiCTh y POTi; HeYacCTi - KMIIKOBa HETPOXiHICTh, aCIUT, EHTEPUT, TaCTPUT, Aucdaris,
Oinb y HMKHIX Bigfinax XK1WBOTa, e30(dariT, abpominanbHUM AUCcKOMGOpPT, racTpoe3odareanbHa
pedriokcHa xBopoba, KOMiT, KpoB ¥ dheKamisix.

3 6oky eenamobisiapHoi cucmemu: 4acTi - rinepbinipybiHeMist, BimxuneHHs piBHA
(yHKIIIOHaTbHUX IT€YiHKOBUX TECTiB; HEYACTi - XKOBTSIHHUIII; PigKO - MEeYiHKOBa
HEeJOCTATHICTb Ta XOJIECTAaTUYHUH TrellaTUT.

3 60Ky wKipu ma nidwkipHoi KaimkosuHu: OyKe 9acCTi - CAHIPOM [OJIOHHO-TiAOIIOBHO1
epUTpOIU3ecTe3ii (Ha OCHOBI TOCTMAPKETUHTOBOT'O JOCBINy, IIEPCUCTYIOUMM a00 TIXKKUN
CHUHOPOM LOJIOHHO-TIIOIIOBHOL €PUTPOAN3ECTE3il MOXKE 3PEIITO0 IPU3BECTU [0 BTPATH
BigOUTKIB nanbiB (quB. po3min «OcobIMBOCTI 3aCTOCYBaHHS»); YaCTi - BUCUIIAHHS,
aJiomeliisi, epuTeMa, CyXiCTh IIKipH, CBepOiXK, rinmepnirMeHTalis WKipy, MaKyIsapHe
BUCHUIIaHHS, 3/IyIIeHH IIKipH, [epMaTUT, IOPYIIeHH IirMeHTallil, mopyleHHs 3 60Ky
HIT'TiB; HEYACTI - YTBOPEHHS IIyXUPIiB Ta BUPA30K Ha IIKipi, BUCUIIaHHS, KPDONIUB THKA, peakilil
(OTOUYTNIUBOCTI, epUTEMA [I0JI0HB, HAOPAK 00IMYYs, MypIypa, 000POTHUM ITPOMEHEBUM
CHHIPOM; PidKO - IMKipHUM YePBOHUM BOBYAK; MyKe PiIKO - TSAXKKi MIKipHi peakilil, Taki K
cuapapoM CriBeHCa-[[XKOHCOHA 1 TOKCUYHUM ellifilepMaibHUY HEKPOJIi3.

3 60Ky 0nopHO-pyx080i cucmemu ma cnoay4yHoOi MKAaHUHU: 9acTi - Oinb ¥ KiHIliBKaX, 6i/b y CIINHI,
apTparis; HevacTi - HabpsK cyrnobiB, 6inb y KicTKax, 6ib 061MYYSs, PUTITHICTH OTIOPHO-
PYX0BOi CUCTEMH, CNTAOKIiCTh ¥ M’g3aX.

3 60Ky HUPOK Mma ceuo8udinbHOi cucmemu: HE4acCTi - TiTpoHePPO3, HETPUMaHHS Cedi,
reMarTypis, HIKTypid, IigBUIeHHS PIBHA KPeaTHUHIHY KPOBI.

3 60Ky penpodykmueHoi cucmemu ma MO/A0YHUX 3d/103: HEYACTi - BariHambHi

KpoBOTeUi. 3a2anbHi po3aadu: myXe 4dacTi - cabKicTh, acTeHis; 4acTi - rineprepmisi, mepudepuyHi
HaOpsKY, He3[yKaHHs, Oinb ¥ rpyOHilM KITiTili; HedyacTi - HaOpsK, rapsyka, IPUNONonibHi CUMIITOMH,
03HO00, MiBUIIIEHHS TeMIIepaTypH Tifa.



Y maHOMy KOHTEKCTi «4acTi mobigHi peakiii» y migpo3aini «MoHoTeparia KamenuTabiHoM» BKa3aHi
TsKKi M0o6iyHi peakii Ta/abo mobiuHi peakilii, 0 3arPoXKyIOTh XKUTTIO (3-4 CTyneHs), abo MegUYHO
3HauyImi mobiuHi peaxkiril.

Komb6iHosaHa mepanisi.

Huxxue HaBeneHi mobiyHi peakilii, 3apeecTpoBaHi IIpX 3aCTOCYBaHHi KaneuruTabiny y koMmOiHatiii 3
pi3HMMHU cxeMaMU XiMioTeparlii py Pi3HUX ITOKa3aHHSX 10 3aCTOCYBaHHS Ha OCHOBI laHuX 3 6e3meKu
Big 6inbir Hixk 3000 maiieHTiB, 4OJATKOBO M0 BXKE 3apeeCTPOBaHUX IIPH MOHOTeparrii i/a6o
CIIOCTEPIramucs 3 BUIIOI YaCTOTOI0 Y OyOb-IKOMY 3 OCHOBHUX KJTIHIUHMX HOCTiXKeHb. [leski mobiuni
peaxllil 4aCTO CIIOCTePiraloThCs IPH XiMioTeparil (HalpuKiaf, nepudeprida 4yTarBa HEBPOIaTis
IIPY 3aCTOCYBaHHI fgolieTakceny abo OKCaliliIaTAHY, peakilil mifiBUILIeHOI YyTIUBOCTI IpH
3acTocyBaHHi OeBanu3ymaby). OfmHaK He MOXKHa BUKJIIOUUTH IIOCUJIEHHS BKa3aHUX IO0IYHUX peakIlii
npu 3acTtocyBaHHi npenapaty KATIEBICTA.

IHpekuii ma iHeasii: 4aCTi - onepi3yBalibHUY NUIai, iHPEeKIlii CeYOBUBITHUX IISIXIB,
KaHOWI03 POTOBOI IIOPOXKHUHMY, iH(PEKITil BEPXHIX OUXAJIbHUX IIJISIXiB, PUHIT, Tpull, iHGeKIIil*,
repriec poToBOl MOPOKHUHM.

3 boky cucmemu Kkpogi ma aim¢pamuyHoi cucmemu: OyKe 4acTi - HEUTPOIEHiT*, IEeUKOIeHiq*,
HEeUTpPOINeHiuHa rapsdyka*, TPOMOOIIUTONEHI*, aHeMis*; YacTi - IPUTHIYeHHS KiCTKOBOTO
MO3KY, (heOpubHa HEUTPOIEHisT*,

3 60Ky iMyHHOT cucmemu: 4acCTi - peakilil MiABUIIEHOl YyTIUBOCTI.

3 60Ky 06MiHy peuoguH, memaboaizmy: OyXKe 4acCTl - 3HUXKEHHS alleTUTY; 4acCTi - TinoKalieMis,
rinoHaTpieMis, rimoMarHiemis, TiloOKasblieEMis, TiIeprilikeMisd.

3 6oky ncuxiku: 4acCTi - pO3JIafy CHY, HECIIOKIH.

3 60Ky Hepsosoi cucmemu: TyXkKe 4acTi - MapecTesii Ta gu3ecTesii, mepudepruyHa HelpoImarid,
nepudepuyHa YyTIUBa HEHPOIATisl, CHOTBOPEHHS CMaKy, TOJIOBHUY 0ifb; 4acTi -
HEMPOTOKCHYHICTh, TPEMODP, HEBPATis, peakilil MigBUIlleHO0l Yy TIUBOCTI, Tinecresis.

3 60Ky opaaHie 30py: OyKe YacTi - CJIbO30TOUMUBICTh; YaCTi - IIOPYIIEHHS 30PY, CYXiCTh o4yei, ik B
o4ax, IOPYIIeHHS 30PY, PO3IINBYATICTH 30DY.

3 60Ky opaaHis cayxy ma aabipuHmy 8yxa: 9acTi - I3BiH y ByXaX, 3HUKEHHS CITyXY.

3 60Ky cepueso-cyOuHHoi cucmemu: 4acTi - GiOpumnsIlisa nepencepns, irmeMis/iHpapkT
Miokappaa. 3 60Ky cyOuH: myKe 4acTi - HaOPsSKKM HUXKHIX KiHITIBOK, apTepialbHa TiIepTeHs3is,
TpomO03/eMO0JTiST*; YaCTi - MPUIIIUBY, apTepiaabHa TinoTeH3is, rinepTeH3uBHUM KPU3,
rinepewmisi, hme0iT.

3 60Ky pecnipamopHoi cucmemu, opeaHie 2pyoHoi KaimKu ma cepe0ocmiHHA: AyXKe YacTi - aHTiHa,
OM3eCcTe3is IJIOTKHU; YacTi - TMKaBKa, (papUHTOIapUHTeaNlbHUK 0iflb, AUCHOHIS.

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY: NyKe YacCTi - 3aIop, AUCIIENCis; YacTi - KPOBOTEUi 3 BepPXHix
BifIZi/TiB ITyHKOBO-KUIIKOBOTO TPAKTYy, BUPAa3KX CIM30BOI 000JIOHKY POTOBOL TOPOKHUHY, TaCTPUT,
3OyTTS KHBOTa, racTpoe3odareanbHa pedroKcHa xBopoba, 0inb v poTi, aucdaris, pekranbHa
KpOBOTeYa, 0inb y HUXKHIX Biffinax xK1UBOTa, AU3eCTe3il pOTOBOI TOPOKHUHY, IIapecTesii pOTOBO1



TIOPOXKHUHM, TilleCTe3isT POTOBOI OPOKHUHY, UCKOMGOPT Y KUBOTI.

3 6oky eenamobiniapHoi cucmemu: 4acCTi - BiGXUJI€HHS PiBHA QYHKIIIOHAIBHUX IIEYiHKOBUX
TeCTIB.

3 6oky wkipu i nidwkipHoi KaimkoguHu: TyKe 9acCTi - ajomnellis, IOPYIIeHHs 3 00Ky HirTiB;
YacCTi - Timeprigpos, epuTeMaTo3Hi BUCUIIaHHS, KPOIIUB' THKA, HiuHa IiiBUILeHa TiTIUBICTE.

3 60Ky 0OnopHO-pyx080i cucmemu ma cno/y¥Hoi mkaHuHu: OyKe 4acTi - apTpanrii, mianrii, 6inb y
KiHITiBKaX; 4acTi - Oinb y mienemnax, M'sg30Bi cria3Mu, TpU3M, ClIabKIiCTh y M's13ax.

3 60Ky HUPOK Mma ceuo8udinbHoi cucmemu: 4acTi - TEMATYPis, IPOTeIHypisl, 3HUKEHHS KITipeHCy
KpeaTUHIHY HUPKaMU, AU3ypis; PigKo - roCTpa HUPKOBA HEJOCTATHICTh BHACIIILOK
3HEeBOJHEHHS (IuB. po3Min «OcoOIMBOCTI 3aCTOCYBaHHS»).

3azanvHi po3aadu: OyxKe 4acTi - MiABUIIEHHS TEMIIepPaTypH Tina, clabKicTs,
3arajabMOBAHICTE*, YYTIUBICTDb OO MiABUINEHO] TEMIIEPATyPU; YacTi - 3aMajeHHs CIIM30BUX
000710HOK, 6inb y KiHI[iBKax, 00JIb0Bi BifuyTTs, 03HO0, 6ifib ¥ 'PYAHIN KIiTLi, FPUIONOAiIOHI
CUMIITOMHU, Tapsg4Ka*, iHQy3iiiHi peakuii, peakuii y Micui BBegeHHs, 6inb y Micti iHdy3ii, 6inb
y micti in’ekil. ITowkodaceHHA (mpasmu, paHu), OMpyeHHA: 9acTi - 3a0ii.

*JacToTa BKJIIOYAE BCi CTYIEHi TSAKKOCTi, 3a BUHATKOM MTOOIYHUX Peakiliii, Bif3HaUeHUX 3HAKOM «*»,
110 BKJTIOYasIu iuine nobiyHi peakuii 3-4 cTymneHs.

Okpewmi mo6iuHi peakirii.

Il0/10HHO-NI0OWOBHUU CUHOPOM.

IIpu 3acToCcyBaHHi KamenuTabiny y go3i 1250 mr/m’ Biui Ha 00y IPOTATOM 2 THXKHIB 3 MOAJIBIIOK
TUXKHEBOI II€PEPBOI0 NOJIOHHO-MTIIOIIOBHUYN CUHAPOM YCiX CTYIIEHIB TSAXKKOCTI B AOCIIIXKEHHSAX
MOHOTepaIil (afi''oBaHTHOI Teparii paky 06010B0Ol KUIIIKHY, TiKyBaHHS METaCTaTUUHOTO
KOJIOPEKTAIBbHOTO PaKy, JIiKyBaHHS PaKy MOJIOYHOI 3aJ1031) peecTpyBaBcs ¥ 53-60 % maiji€eHTiB Ta y
63 % XBOpPUX i3 MeTaCTaTUYHUM PAKOM MOJIOYHOI 3aJI03H Y Py TiKyBaHHS
KanenuTabigoM/monerakcenoM. [1pu 3acTocyBaHHi KanenuTabidy B mo3i 1000 mMr/m” iBiui Ha moGy
IIPOTATOM 2 THKHIB 3 ITOAAJIBIIOK TUKHEBOI IIEPEPBOI0 JOJIOHHO-TIIIOMIOBHUYA CUHAPOM YCixX
CTYTIEHiB TSIKKOCTi cocTepirascs y 22-30 % mnaiieHTiB, siKi oTpuMyBaiu KOMOiHOBaHe JiKyBaHHS 3
KanenurabiHoM.

MetaaHani3 faHux, oTpuMaHuXx Bif oHap 4700 marieHTiB y xoai 14 KIiHIYHUX OOCTIgXKEHD,
IIPOAEMOHCTPYBAB, 110 AOJIOHHO-IIAOMIOBHUN CUHIPOM yCiX CTYIEeHIB TSKKOCTI IIPU
3aCTOCYBaHHI KanenuTabiny y pexxuMi MoHOTeparii abo KoM6iHOBaHOTO JIiIKyBaHHS 3
pi3HUMM cXxeMaMu XiMioTeparlil Ipu pPi3HUX IMOKa3aHHSX [JIS 3aCTOCYBaHHS (pak 060740BO1
KUIIIKY, KOJIOPEKTAIbHUY PakK, pak IITyHKa, pakK MOJIOYHOI 3a1031) BUHUKaB y 43 % (2066)
TallieHTiB y cepelHbOMY depe3 239 OHiB micisa moyaTKy JiKyBaHHS Kanenurtabinom (95 % I
201-288). 3 migBuIileHUM PU3UKOM PO3BUTKY [OJIOHHO-MIIOIOBHOIO CUHAPOMY IIPH BCiX
IOCTiIKeHUX KOMOiHAIliIX CTaTUCTUYHO JOCTOBIpHO OyNM MOB’g3aHi HACTYIHI KOBapiaHTH:
30ibIIIeHHS TT0YATKOBOI 103U KamenuTabiny (y rpaMax), 3MeHIIEHHST KyMYISTUBHOL 003U
karnenuTtabiny (0,1*Kr), 30imbIIeHHS BiTHOCHOI iIHTEHCUBHOCTI AO3U y MepIli 6 TUXKHIB
NiKyBaHHS, 30ibIIIEHHST TPUBAJIOCTI JIiIKYBaHHS (TUXHi), 30iNblIeHHS BiKY MallieHTa (IpupicT
Ha 10 pokiB), XKiHo4Ya cTaTh, OOPUYM OYATKOBUM 3arajbHUM cTaTyC maiienTa (0 mpotu = 1).



Hiapes.

BunukHeHHS miapel mig yac Teparmii kanenurabiHoM criocTepiranu y Marizke 50 % maiieHTiB.

3a pe3ynbTaTaMU MeTa-aHaJi3y JaHWX, OTPUMaHUX Bif Oinbi Hixk 4700 natieHTiB y xomi

14 xniHIYHYUX OOCHIAXKEHD, 3 MiABUIIEHUM PU3UKOM PO3BUTKY Hiapel IPU BCiX HOCTiIKEHUX
KoMOiHalisX CTaTUCTUYHO JOCTOBIpHO OyNM MOB’s13aHi HACTYIIHI KOBapiaHTH: 306iNnbIIeHHS I0YaTKOBOI
no3u KarenuTabiny (y rpaMax), 30iibllIeHHST TPUBAJIOCTI JTiKyBaHHS (THXKHi), 30ibIIeHHS BiKy
nanienTa (mpupict Ha 10 pokiB), XKiHOYa cTaTh. 3i 3HUKEHHIM PU3UKY PO3BUTKY Aiapei CTaTUCTHYHO
IOCTOBipHO OyJTH IOB’SI3aHi HACTYIIHI KOBapiaHTU: 3pOCTaHHS KyMYJIATUBHOI 103U KaneuuTabiny
(0,1*kr) Ta BiZTHOCHOI iHTEHCUBHOCTI 103U Y IeplIi 6 TUKHIB JIiKyBaHHA. KapdiomokcuuHicmb.

OxpiM BKasaHUX KapAianbHUX MOOIYHUX peakiii, Oyau 3apeecTpoBaHi HACTYIIHI OGIYHI peakiii 3
yactoToio MeHIe 0,1 % mpu MoHOTeparmil KanenuTa6iHOM Ha OCHOBI 06’€JHAHOTO aHAJi3y AaHUX 3
0e3neky, OTpUMaHuX Bifl 949 maIlieHTiB - y4acHUKIB 7 KITiHIYHUX mocmimxkeHs (2 - ¢as3u III i

5 - ¢a3u 1l npu MeTacTaTUYHOMY KOJIOPEKTaIbHOMY PaKy Ta METaCTaTUYHOMY pakKy MOJIOYHOL
3a/1031): KaphaioMionarTisi, ceplieBa HeJOCTATHICTh, IITyHOUYKOBI €KCTPACUCTOJIU, PAllTOBUY JIeTalbHUI
HACJIiOOoK.

EHueganonamis.

OkpiM ykKa3aHux MoOIYHUX peakiliii, MOHOTepallis KamenuTaOiHOM Ha OCHOBi 00’€JHAHOTO aHAaJIi3y
maHuX 3 0e3MeKy, OTPUMAHUX ¥ XOfi 7 K/IiHIYHUX HOCTiAXKeHb, acollifoBanach i3 BAHUKHEHHIM
eHuedarsnomnarii 3 yactoroio MeHuIe 0,1 %.

Koxmaxm i3 nodpibHeHumu abo po3pidaHumu mabiemkamu KaneyumaobiHy.

Y pasi KoHTakTy 3 nogpibHeHUMHU ab0 po3pizaHuMM TabneTKaMu KanenuTabiny MOBigoMIISIN IIPO
HACTYIHI MO6GiYHi peakilil: mogpa3HeHHs o4yel, HaOpSIK o4del, BUCHUII Ha IIKipi, TOOBHUM Gifb,
mapecTesis, miapes, HYOOTa, IOOPa3HEHHS IITyHKa Ta OIMI0BaHHS.

ITobiuHi peakuii 8 ocobausux 2pynax nauieHmis.

ITayieHmu aimHbo20 8iKy. Y nanieHTiB BikoM = 60 poKiB, gKi 0OTpUMYyBaJIl

MOHOTepaIiio KamenuTadiHoM Ta KOMOiHOBaHe JIiKyBaHHS KaneuuTabiHOM Ta JOIeTaKCeloM,
CIIOCTepiraBCs MigBUIIEHUN PU3UK YaCTOTH BUHMKHEHHS MOOIYHNX peaklid 3 Ta 4 CTymeHd Ta
Cepro3HUX MOGIYHUX Peakllilt, MOB’ I3aHUX i3 JIIKyBaHHAM, MIOPIBHSAHO 3 MallieHTaM¥ BiKOM

< 60 pokiB. ¥ 6inbiroi KinbKoCTi marfieHTiB BikoM = 60 pokiB, siKi oTpuMyBanu KoMGiHOBaHe
JiKyBaHHS KamneuuTabiHOM Ta JolleTaKCeJioM, CIIocTepiranocs Oinblll paHHE TPUIUHEHHS JTiKyBaHHS
BHACJIiOOK MOOiYHMX peakiliit mMopiBHSHO 3 HalieHTaMu BikoM < 60 pokiB. MeTa-aHalli3 JaHUX Bif
6inbin Hik 4700 malfiedTiB - y9acHUKiB 14 KTiHIYHUX HOCTiAXKEHb IPOLEMOHCTPYBaB, 110 Y
MOCTimKEeHHX ycix KoMmOiHamii 3 BikoM (30inbuieHHs Biky Ha 10 pokiB) criocTepiranu CTaTUCTUYHO
MOCTOBipHE 30iNblIEHHST PU3UKY PO3BUTKY HOJIOHHO-TIIOMIOBHOTO CUHAPOMY Ta Aiapei, a TaKoxk
3HUKEHHS PU3UKY PO3BUTKY HEUTPOIIEHil.

Cmame.

MeTa-aHani3 gaHux Big moHan 4700 maIfieHTiB - y9acHUKIB 14 KITiHIYHUX HOCTiIXKeHb Mpu 00’ eqHaHHI
[NAHUX YCiX NOCIiOXKeHb IPOLEeMOHCTPYBaB, 110 XKiHO4Ya CTaTh CTATUCTUYHO NOCTOBIPHO I10B’3aHa 3
MigBUIIEHNM PU3UKOM PO3BUTKY HOJIOHHO-MIIOIIOBHOTO CHHAPOMY Ta Jiapel, a TaK0XK 3HUKEHHSIM
PU3UKY PO3BUTKY HEUTPOIEHII.

ITauieHmu 3 nopyweHHAM (PYHKUil HUPOK.



Y nartfieHTiB 3 mopyieHHsAIM QYHKIII HUPOK M0 IMOYaTKY TiKyBaHHS, SKi OTpUMYBau

MOHOTEePAIi0 KameruTa0iHoM (3 TPUBOIY KOIOPEKTAIbHOT'0 PaKy), CIIOCTePiranocs migBUIIeHHS
yacTOoTH Mo6ivyHUX peakiii 3 i 4 CTyneHs, OB’ A3aHUX i3 JIiKyBaHHSM, TIOPIBHSHO 3 MallieHTaMu 3
HOpPMabHOW QyHKITiEI0 HUPOK (36 % - y marrieHTiB 6e3 mopyiieHHs ¢yHKII HUPoK (N=268), 41 % -y
MAIi€HTIB 3 HUPKOBOI HEOOCTATHICTIO JIerkoro ctyneHns (N=257) ta 54 % - y nmaIji€HTiB 3 IOMipHOIO
HUPKOBOIO HemocTaTHiCTIO (N=59)). V naifieHTiB 3 mOMipHOI0 HUPKOBOIO HEJOCTATHICTIO YaCTillle
BUHMKAaJla HeoOXigHICTh y 3HUXKeHHi no3u (44 %) nopiBHsAHO 3 33 % Ta 32 % naiieHTiB 663 HUPKOBOI
He[0CTaTHOCTI Ta HUPKOBOI HEJOCTATHICTIO JIETKOT0 CTYIEHS BiAIOBIOHO, Ta YacCTille
CIiocTepiranacs mepegdyacHa BigmiHa mikyBaHHS (Y 21 % marfi€eHTiB mif yac mepImmx gBOX KypCiB)
NOPiBHSHO 3 5 % Ta 8 % y mallieHTiB 3 BiACyTHICTIO MOPYyIIeHHS QYHKII HUPOK Ta HUPKOBOIO
He[0OCTaTHICTIO JIETKOTO CTYIIEHS.

ITogidomaeHHs npo Ni003pr8aHi nobiuHI peakuii.

[ToBimomneHHs mpo mobiuHi peakiril micis peecTpatlii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0OX IaliieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif] IOBiJOMJISITH IIPO YCi BUMTAAKU Mif03PI0BaHUX MOOIYHNX Peakllii Ta
BificyTHOCTi e(heKTHUBHOCTI JIiKapchKOTO 3aco0y yepe3 ABTOMaTH30BaHy iH(popMalliiiHy cucteMy 3
(dbapMakoHarasAagy 3a nocuinaHHAM: https://aisf.dec.gov.ua

Tepmin npudamuocmi.

3 POKH.

YMoBu 30epiranHsi.

36epiratu nmpu Temmepatypi He Buine 30 °C y HEOOCTYIIHOMY OIS MiTe# MicIi.

VYnaxoBka.

o 10 tabneTok y 6micTepi; mo 6 6mictepiB (ot mo3yBanHs 150 mr) a6o mo 12 6ictepis (s
no3yBaHHs 500 Mr) y mayiyi 3 KapToHY.

Kareropis Bigmycky.

3a perenTom.

BupoOHHK.

Pemepika JIiMmiTen



Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MiCIsi IPOBaIKeHHs MOro JisIbHOCTI.

Byn. AxapHoH, Jlimacon Ingactpian Ecteur, Jlimacon, 3056, Kimnp.



