Ckian

Oito4a pevyosuHa: iTpakKoHa30I;
1 kamnicyna MicTuTh iTpakoHasoiny 100 mr;

OONOMIJCHI peuoB8uHU: yKOp cepuyuHmM (caxapo3a, KpoxMallb KyKypya3ssHUN, BOda
ouuIeHa), noinokcamep 188, rinpomenoza 6 cP, nmonokcamep 188 mMikpoHi30BaHUH,
kancyaa (ingurokapMmia (E 132), xinomninoBui xkoBTtuil (E 104), Tutany miokcup (E
171), Boma ouniieHa, XXeJlaTUH).

JIikapcbKa ¢popmMma

Karncynu.

OCHOBHI (pi3uKo-xiMiuHI 8/1acMuB0OCMIi: HEITPO30pPi TBepi KenaTUHOBI Kancynu NeO 3
KPHUIIIKOIO Ta TiJIOM 3eJIEHOT'0 KOJILOPY, 110 MiCTSITh 2KOBTO-0e2KeBi chepuyHi
MIKpOTpaHyJIu.

®dapMaKoTepalneBTHUYHA Irpyna

[TpoTurpuOKOBi IpenapaTyu OJisi CUCTEMHOT0 3aCToCcyBaHHsA. ITpakona3on. Kom ATX
JO2A CO2.

dapMakKogHHaMiKa

ITpakOHAa30J - mOXigHa pe4YOBHHA TPUA30Jly, IKa Ma€ MIUPOKUU CIEKTP Mil.
HocrmigKeHH4 in vitro mokKa3saju, 10 iTPpaKOHa30J1 IPUTHIYYy€E CUHTE3 epProcTepoiy y
KJIiTUHaX rpuOKiB. Eproctepos € BaxX/IMBUM KOMIIOHEHTOM KITITUHHOI MeMOpaHu
rpubKa, IPUTHIYEHHS UOT0 CUHTE3Yy 3abe3mnedye NpOTUrpuOKOBUM e(DEeKT.

CTOCOBHO iTpaKOHa30Jly TpaHUYHiI 3Ha4YeHHs Oy BcTaHOBNeHi nuiiie nnst Candida
spp. [Ins noBepxHeBUX MiKOTUYHUX iHPekIii (CLSI M27-A2, rpaHnYHi 3Ha4YeHHS He
Oynu BcTaHOBJIeHI 3a MeTomonorieto EUCAST) rpanuyni 3HauenHs CLSI Taki: gwyTnusi
<0,125; wytnusi no3o3anexHi 0,25-0,5 Ta pe3uctenTHi =1 MKr/Mi. I'paHuyHi
3Ha4yeHHS He OyJIM BCTAHOBJIEHI /g MillenmianbHUX TPpubiB.

HocrigzKeHH4 in vitro mokasajy, 110 iTPaKOHa30J1 IPUTHIUYE PIiCT LMIUPOKOTO CIIEKTpa
rpuOKiB, MaTOTeHHUX OJIS TIOOWHY, Y KOHIIEHTpallisax 3a3Budai <1 Mkr/mi. CriekTp
BKJItouae: nepMmaTtoditu (Trichophyton spp., Microsporum spp., Epidermophyton
floccosum), gpixnaxi (Candida spp., Bkmodatouu C. albicans, C. glabrata ta C. krusei,
Cryptococcus neoformans, Pityrosporum spp., Trichosporon spp., Geotrichum spp.,),
Aspergillus spp., Histoplasma spp., Paracoccidioides brasiliensis, Sporothrix



schenckii, Fonsecaea spp., Cladosporium spp., Blastomyces dermatitidis, Coccidiodes
immitis, Pseudallescheria boydii, Penicillium marneffei Ta iHIl pi3HOBUOU OPiXKOXKIB
Ta IpuOKiB.

Candida krusei, Candida glabrata ta Candida tropicalis 3arajioM € HallMeHIII
uyTnuBuUMU BupaMmu Candida, a gesiKi i30159TU IEMOHCTPYIOTh PE3UCTEHTHICTE IO
iTpaKoOHa30J1y in Vitro.

T'onmoBHUMM TUIlaMU T'PUOKIB, SIKi He IPUTHIUYIOTHCS iTPAKOHA30JI0M, € 3UTOMILIETH (
Rhizopus spp., Rhizomucor spp., Mucor spp., Ta Absidia spp.), Fusarium spp.,
Scedosporium proliferans Ta Scopulariopsis spp.

dapMaKOKiHeTHKa

dapMaKOKiHeTHKa iTpaKOHa30JIy JOCIiXKyBalacs 3a y4acTiO 3TOPOBUX JOOPOBOIBIIIB
Ta 0COOJIMBUX KaTeropil MallieHTiB ITiciIsi NpUioMy OHOPA30BOI Ta OaraTopa3oBUX
0o3.

AGcopbiiist

ITpakoHa30s1 MBUAKO BCMOKTYETHCS ITiCIIS I1€POPaIbHOI0 3aCTOCYBaHHS.
MaxkcuMaribHi I1JIJa3MOBi KOHIIEHTPAIlil ITiCJIsg IPUoMYy BHYTPIIIIHBO OOCSATAIOTHCS
BIIPOINOBXK 2-5 roguH. A6contoTHa 6ioJioriyHa MOCTYIIHICTD iTpaKOHa30J1y CTaHOBUTH
55 %. MakcumanbHa 0i0gOCTYIIHICTh IPU 3aCTOCYBaHHI BHYTPIITHBO CIIOCTEPIra€ThCSI
IIPY BXKUWBAHHI Bifpa3y IIicis MpuiioMy IIpernapaTy BUCOKOKAIOPiHOI 1XKi.

Pos3nonin

Binbpllla yacTMHa iTpaKOHAa30J1y 3B’3y€ThCs 3 Oinkamu mina3mu (99,8 %), npu oMy
ambO0YMiH € TOJIOBHUM 3B’ SI3yI0UMM KOMIOHEeHTOM (99,6 % mist rigpokcuMeTaboIiTy).
Takox BiH Ma€ BUCOKY adiHHiCcTh #o xkupis. Jlume 0,2 % iTpakKoHa30/1y B KPOBI
3aJIUIIAETHCS Y BUTJISA1 HE3B s13aHOI PeYOBUHU. YSABHUM 00’ €M PO3IMOIiny
iTpaKOHa30Jy JOCUTh 3HauHuM (>700 1), 1110 Ja€ 3MOTy MPUITYCTUTH MOT0 OOIIUPHUM
PO3MOiNn y TKaHWHaX: KOHIIeHTpallil y JiIereHsaX, HUpKax, MediHIli, KiCTKaX, IIIJIyHKY,
cene3iHIi Ta M's13ax Oynu y 2-3 pa3u BUILI 3a KOHIIEHTpPallil y m1a3mi. HakonmudeHHs
iTpakKOHa30Jly B KepaTUHOBUX TKAaHMWHAX, 0COOJIMBO B MIKipi, B 4 pa3u IepeBUIIyBasio
Take y Iyla3Mi KPOBI.

BioTpaHcdopmMmaliisa

ITpakOHa30JI 3HAYHOIO MipOI0 PO3IIEIIIOETLCS B ITEUiHIli 3 YTBOPEHHSAM BEITUKOI1
KinmbKoCTi MeTabostiTiB. OmHUM i3 TaKKUX MeTabOoJIiTiB € TiHPOKCH-ITPaKOHA30JI, IKUK
Ma€ MOPIiBHSIHHY 3 iTPAaKOHA30JI0M ITPOTUTPUOKOBY mito in vitro. KoHueHTpaIrii
TiAPOKCU-iTpaKOHA30JIy B IIJ1a3Mi MPUOIM3HO y 2 pa3u BHUIIi, Hi’K KOHIIeHTpalii



iITpaKOHAa3011y.

3rigHo 3 mocmimxeHHAMH in vitro, CYP3A4 - ronoBHu# GepMeHT, 3aly4eHuN 00
mmpoiiecy MeTabosi3My iTpaKoHa301y.

BuBeneHHs

[MTpubnusuo 35 % iTpakKOHa30JIy eKCKPETYETHCA Y BUTISAAI HEaKTUBHUX MeTa0OoJTiTiB i3
ceueto Ta 61u3bK0 54 % - 3 KajioM. BuBegeHHs BUXigHOI MiKapChbKOl pe4YOBUHU
HUPKaMHu cTaHOBUTH MeHIl HixK 0,03 % mo3u, Tomi IK BUBeAeHHSI He3MiHEHO1
PEeYOBUHU 3 KaJioM Bapiroe Bif 3 1o 18 %. KripeHc iTpakoOHa30/1y 3HUXKYETHCA 3a
BHUIIIMX 103 Yepe3 HaCu4YyBaHUU MedYiHKOBUM MeTaboIi3M.

JIiHiMHICTH/HEeTiIHINHICTD

BrHacnigok HeniHiliHO] (hJapMaKOKiHETUKHY iTpaKOHA30/I KyMYJIIOETHCS B IJIa3Mi ¥ pa3i
OaraTopal30BOro 3aCTOCYBaHHsI. PiBHOBaXHi KOHIIeHTpallil HOCATal0OThCA TPOTATOM 15
IOHiB, 3HAYEHHSA Cmax Ta AUC y 4-7 pa3siB BUllli, HiXK OiCcJIg OGHOPa30BOI'0
3acTtocyBaHHSA. CepenHiu mepion HaniBBUBEOEHHS CTaHOBUTH 40 roguH Micis
IIOBTOPIOBAHUX [03.

Oco011Bi KaTeropil maljieHTiB

[TeuiHKOBa HEOOCTaTHICTh: (papMaKOKiHETMYHE OOCIiAKEHHS i3 3aCTOCyBaHHAM
omHOopa30Boi go3u 100 mr iTpakonazony (1 kamcynu mo 100 mr) 6y1o mpoBemeHo 3a
y4acTIO 6 300poBUX Ta 12 XBOpHX Ha LIMPO3 HallieHTiB. He cnocTepiramsocs KIiHIYHO
3Hauyiol pisuui moao AUC® MiXK IIMMHK OBOMa IpynaMu. Y Halli€eHTiB i3 HUPO30M
CIIOCTepiranocs KJIiHiYHO 3HaYuMe 3MEeHIIIeHHSI cepenqHbOoil Cmax (47 %) Ta
30inbIIeHHs ¥ 2 pa3u mepiofy HamiBBUBeOeHHS iTpakKoHa3o0my (37+17 nmpotu 16+5
TOOUH).

Hemae moCTynmHUX ODaHUX LIOOO0 OOBrOTPUBAJIOrO 3aCTOCYBaHHSA iTpPakKOHA30J1y
raii€eHTaM 3 [UPO30M II€YiHKHU.

HupkoBa HeOCTaTHICTh: MOCTYIIHI 0OMeKeHi JaHi 11040 3aCTOCyBaHHS IIePOPaIbHOTO
iTpaKOHa30Jy NallieHTaMHu 3 IMOPYIIeHHAM QYHKII1 HUPOK. Crig OyTu 06epekHUMU
IIPY 3aCTOCyBaHHI Ipenapary i KaTeropil maiieHTiB.

IToxka3aHHSA

e BynbpBoBariHajlbHUU KaHOUOO3;

e BHCIBKOMOMOiOHUI JIHIIIAN;

e TIePMaTOMIKO3H, CIIPUYHMHEH] YyTJIIMBUMHU [0 iTpaKOHa30/1y 30ygHUKaMU (
Trichophyton spp., Microsporum spp., Epidermophyton floccosum), Hanlpukian



nepMaTodiTisi CTOI, TaXOBUM OepMaTOMiK03, mepMaTodiTia Tynyba, mepMmaTodiTis
KHCTEU PYK;

e opodapuHTreaIbHUN KaHOUIO03;

e OHIXOMiKO3H, CIpUYMUHEHi mepMaTodiTaMu Ta/abo OpixKoXKamu;

e TiCTONI/IA3MO3;

e CHCTEeMHi MiK03u (y BUITagKaxX, KOJIM IIPOTUTPUOKOBA Tepalris IepIiol JiiHil He
MoOKe OyTHU 3aCTOoCOoBaHa, abo y pa3i Hee(peKTUBHOCTI JTiKyBaHHS iHIITUMU
MIPOTUTPUOKOBUMU MIpelapaTaMHu, 1110 MoxKe OyTH 3yMOBJIEHO HAasIBHOIO
MaTOJIOTi€I0, HEUYTIUBICTIO MAaTOreHy abo TOKCUYHICTIO ITpernapary):

e ACIIepPriyib0o3 Ta KaHOUO03;

e KPUNTOKOKO3 (Y T.4. KDUITOKOKOBUM MEHIHTIT): JIIKyBaHHSA iMyHOOCTaOIeHuX
Malli€HTiB i3 KPUNITOKOKO30M Ta yCiX MaIi€HTiB i3 KPUIITOKOKO30M II€eHTPaIbHOl
HEPBOBO1 CUCTEMU;

e iATpUMYyBaJIbHA Tepamisd y naiienTiB 3i CHIToM 3 MeTol0 3armobiraHHs pPelruanBy
HasiBHOI rpuOKOBOI iHpeKITil.

e ITpakoHaA30/ TaKOXK ITPU3HAYaAIOTh AJI1 TPOodiTaKTUKU I'PpUOKOBOI iHPeKIIil y
MalLlieHTIiB 13 TPHUBAJIOK HEUTPOIIEHI€0 Y BUlafKaXxX, KOJIU CTaHOapTHa Teparlis €
HeOOCTaTHLOIO.

ITporunnoka3aHHs

Bigoma rimep4yTnuBiCTh OO Aif04Y0l pe4oBUHU ab0 g0 OyOb-IKOl 3 HOIIOMiXKHUX
PEYOBUH IIperapary.

[TpoTumokasaHe ogHOYACHE 3aCTOCYBaHHS iTpaKOHa301y Ta cyocTpaTtiB CYP3A4.
OnmHOYacHe 3aCTOCYyBaHHS MOXK€E CIPUYWHUTH ITiABUILEHHS KOHIIEHTPALIil IIUX
JIiKapCchbKUX 3aco0iB y IJTa3Mi KPOBi, 110 MOXKe MPU3BECTHU OO0 IIOCUIEHHS abo
ITPOJIOHTAllil TepaNeBTUYHUX i MOOIYHUX peakliii Ta CTaHiB, III0 MOXKYTh IOTEHIINHO
3arpoxkyBaTu XKUTTI0. Hanpukiayg, 30inbllIeHi KOHIIEHTPallil 11X JTiKapChKUX 3aco0iB
MOXKYTh IIPU3BECTU OO0 NOOOBXKeHHd iHTepBasly QT Ta BEHTPUKYJISAPHUX TaXiapUTMIiH,
BKJIIOUAIOU¥Y BUIIQAKM TPINOTIHHSA MEPEXTiHHS IIUIyYHOUYKiB, apUTMIil 3 HOTEHIIUHUM
JleTaIbHUM HaciigkoM. [TaHi nikapchKi 3acobu nepejtivueHi y po3mini «B3aemomis 3
IHIMMMU JTiKapChbKUMHU 3acob0aMu Ta iHII BUOU B3a€EMOMi».

3acTocyBaHHS IallieHTaM 3i HIJIyHOYKOBOIO OUC(YHKITI€I0, TaKOIO K 3aCTiliHa ceplieBa
HeIOoCTaTHICTh, a00 3aCTiliHOIO CEPIIEBOI0 HEOCTATHICTIO B aHaMHe3i, 3a BUHSITKOM
JIIKyBaHHS iHQEKIIiH, 10 3arPOXKYIOTh XKUTTIO (OUB. pPo31in «OcobauBOCTI
3aCTOCYBaHHS»).

He crig 3acTocoByBaTHu mperapar IIif Yac BariTHOCTI, 3a BUHSAATKOM JIIKyBaHHS CTaHIiB,
III0 3arpOKYyIOTh XKUTTIO BariTHOI (OUB. pO3din «3acTOCyBaHHS Y Iepiof BariTHOCTI abo
TOAYBaHHS IPYOOIO»).



KinkaM penponyKTUBHOIO BiKy, IKi IpUUMalOTh KalCyJIu iTpaKOHAa30J1y, CJIif
3aCTOCOBYBATH HafilHi 3aco61 KOHTpaLENIlil IPOTIroM yChOro KYpPCYy JiKyBaHHS A0
HaCTaHHSA IePIIol MEeHCTPYyallil Iicjs MoTro 3aBepIIeHHS.

B3aeMmofisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHU B3a€EMOIiH

ITpakoHa30J1 mepeBaxkHo MeTaboi3yeTses mutoxpomom CYP3A4. Iumni npenapaTtu, SKi
MeTabO0Ii3yI0ThCSA UM IIITXOM a00 MoaudikyioTh akTuBHICTE CYP3A4, MOXYTh
BIIJIMBaTU Ha papMaKOKiHETHKY iTpaKOHa30JIy. Tak caMo i iTpaKOHa30JI MOXKe
BIUIMBATU Ha (hpapMaKOKiHETHUKY iHIINX CyOCTaHIiN. ITpaKOHAa30J € TOTYKHUM
inriditopom CYP3A4 ta P-rinikonpoTteiny. [Ipu omHOYacHOMY 3aCTOCYBaHHI 3 iHITUMU
JIiIKapChKUMHU 3aco0aMM CIIif TaKOXK KePyBaTUCS IHCTPYKIIAMU OJIT MEAUYHOTO
3aCTOCYBaHHS IIUX JIiIKAPChKUX 3ac00iB 11010 iHdopmartiii mpo misixu MmetabosiaMy Ta
MOZKJIMBY HeOOXiTHICTh KOpPEKIIil 103.

JIikapcoki 3acobu, siKi MO®CYMb 3HUNCYBAMU KOHUEHMPAUio impakoHa3oay 8 naa3mi
Kposi

JIikapchbKi 3acobu, SIKi 3HUKYIOTh KUCJIOTHICTh IIUTYHKa (IIperapaTH, SKi
HEeUTPali3yloTh KUCJIOTY, TaKi K ajloMiHito rigpokcup, abo cynpecopu BUOiIEHHS
KUCJIOTH, TaKi K aHTaroHicTu Hz-peuenTopiB Ta iHriGiTOpU MPOTOHHOI IOMIIHN),
BILIMBAIOTh Ha abcopOirito iTpakoHa3o0y 3 Karcyin. Criig 6yTu o0epexkHUMHU ITPU
OOHOYAaCHOMY 3aCTOCYBaHHI HUKUe3a3HadYeHUX JIiIKapChKUX 3ac0o0iB Ta KalCyl
iITpakKOHa301y:

e IIPM OOHOYACHOMY 3aCTOCyBaHHI iTpaKOHA30JIy Ta JIiIKapChKUX 3ac00iB, II10
3HUXKYIOTh KUCJIOTHICTH, KAIICYJIU iTPaKOHA30J1y CJIiZl 3aCTOCOBYBaTH i3 HAIOSAMU
3 MiOBUINEHOI KUCJIOTHICTIO, TAKUMU SIK HEe[i€TUYHA KO0J1a;

e JIiKapChKi 3aco0u, 1110 HEUTPAJII3YIOTh KUCIOTY (HalpUKJIall ajJTiOMiHii0
TigpoKCH), CJIig 3aCTOCOBYBAaTH IlloOHaWMeHIle 3a 1 roguHy mo abo yepes 2
TOOVHU IIiCJI 3aCTOCYBaHHSA KAIICyJl iTPaKOHAa30I1y;

e CJIiI KOHTPOJIIOBATHU PiBeHb NPOTUTPUOKOBOI aKTUBHOCTI Ta B pa3i HeOOXimHOCTI
30iybITyBaTH O3y iTPAKOHA30ITy.

OnmHOYaCHe 3aCTOCYBaHHS iTPAKOHA30Jly 3 HOTYyKHUMM IHOYKTOPaMu PEepMEHTY
CYP3A4 npu3BOOUTh [0 3HUKEHHS 0i0OOCTYITHOCTI iTpaKOHa30/1y Ta TimpoKCHU-
iTpaKOHAa30J1y, HaCJIiAKOM 4Oro € 3HaUHe 3MEHIIEeHH e(peKTUBHOCTI JTiKyBaHHS.
Hanpuknapn:

e aHTUOAKTEpianbHi: i30Hia3um, pudadbyTuH (OUB. TAKOXK HUXKYE «JIiKapChKi
3aco0u, KOHIIEHTpAllil0 IKUX B I1JIa3Mi KpPOBi 30i/blIye iTpaKoHa30J1»),
pudamMITinuH;



e ITPOTUCYAOMHIi: KapbaMa3emniH (AMB. TaKOX HUXK4Ye «Jlikapchki 3acobu,
KOHIIEHTpAIlil0 SIKUX B MJIa3Mi KpoBi 306isnbiye iTpakoHa3oin»), pernodbapoditan,
(eniTOIH;

e IIPOTUBIPYCHI: edaBipeHl], HeBipalliH.

OmHOYacHe 3aCTOCYBaHHS IOTYXKHUX iHAYKTOPiB hepmernTy CYP3A4 3 iTpakoHa30/10M
He pekoMeHIoBaHe. He ciig po3noymMHaTy 3aCTOCYyBaHHS BUIlle3a3HaYEHUX JIiKiB
IIPOTATOM JIIKyBaHHS iTpaKOHa30JI0M, 3a BUHATKOM TUX BUIIAIKiB, KOJIX MOXKJIKBa
KOPUCTh 3HAYHO IlepeBaxa€ MOTeHUIMHUMN pu3ukK. CIIif peTeIbHO KOHTPOIIBATU
piBeHb IPOTUTPUOKOBOI aKTUBHOCTI Ta 30ilbIIUTH 3a HEOOXiOHOCTI MO3Y iTpaKoHa301y.

Jlikapcoki 3acobu, ki 36i1bWyY0OMb KOHUEHMpPAauito impakoHal3oay 8 naa3mi Kpoaei

[MotyxHi inribiTopu dpepmenTy CYP3A4 M0oXKyTh 30inbIINTHU OiOOOCTYIHICTD
iTpakoHa3ony. Hanpuknan;:

e aHTHMOAKTEPianbHi: HUIPOdIOKCAIIUH, KIIaPUTPOMIIIUH, EPUTPOMIIINH;

e IIPOTUBIPYCHI: MiACUJIEHUN PUTOHABIPOM JapyHaBip, HiACUIIEHUN PUTOHABIPOM
¢docammnpenasBip, iHaMHaBIp (OUB. TAKOXK HUXK4Ye «JliKkapchbKi 3acobu,
KOHIIEHTpaIlil0 SKUX B MJia3Mi KpOBi 30isbllly€e iTpaKOHa30J1»), pUTOHAaBIp (OUB.
TaKOXK HUXK4Ye «JlikapchbKi 3aco0u, KOHIIEHTPAIIil0 SKUX B MJIa3Mi KPOBi 30ibIITye
iTpaKOHa3011»).

Lli nikapceKi 3acobu citim mpuiMaTt 3 00epexKHiCTIO ITPU OOHOYAaCHOMY 3aCTOCYBaHHI 3
iTpakoHa30si0M. TakKux MalIliEHTIB CJIig peTesibHO 00CTEeXKYBaTU CTOCOBHO O3HAK
30inbiIeHHs abo mposioHTallil papMaKooTigHOTro eheKTy iTpaKoOHA30/Iy Ta 3a
HeoOXigHOCTi 3MeHIIIyBaTH A03y iTpaKoHa30/1y. PeKoMeHgOoBaHO KOHTPOJIIOBATH
KOHIIEHTPAIlI0 iTpaKOHAa30J1y y IJIa3Mi KPOBI.

JIikapcvki 3acobu, KOHUeHmMpauiro AKuUx 8 nia3mi Kpoei 36i1bWye impakoHas3o

ITpakoOHAa30JI Ta HOTO OCHOBHUM MeTa0OJIIT TimpOKCHU-iTPAaKOHA30JI MOXKYTh
MMpUrHiYyBaTu MeTaboii3M npernaparis, siKi MeTabomnisyoThecs pepmernToMm CYP3A4, ta
TPaHCIIOPTYBaHHSA JIiKiB P-TIiKonmpoTeiHoM, 1110 MOKe IIPU3BECTHU [0 30ibIIIeHHS
KOHIIeHTpallil 11X JIiKiB Ta/ab0 1x MeTaboiTiB y na3Mmi. Take MiABUILIEHHS IIJ1a3MOBUX
KOHIIEeHTpallill MOKe MPU3BECTU OO ITOCUJIEHHS a00 MOJOBXKEHHS TEPAIIEBTUYHOT O
edeKkTy Ta BUHUKHEHHS N00iYHUX peakiliii. [[poTunokasaHe Ipu3HauyeHHA
iTpakKoHa30J1y Ta JiKapchKux 3aco0iB, 110 MeTaboidyioTbcsds CYP3A4 Ta mOmOBXKYIOTh
iHTepBasn QT, OCKUIBKY 1€ MOXKe IIPU3BECTHU [0 BUHUKHEHHS IIJIYyHOYKOBUX
TaxiapUTMil, BKIIOYAKO4Y¥ TPIIOTIHHSA MEPEXTiHHA 3 JIeTalbHUM HacaigkoMm. ITicnsa
IIPUIIMHEHHS JIIKyBaHHSA iTpaKOHa30JI He BUABJIAETHCS B IJIa3Mi KPOBi IIPOTATOM
nepiony Big 7 mo 14 gHIB, 3a/1€KHO Biff 4O3U Ta TPUBAJIOCTI JIIKyBaHHA. Y IAli€HTIB 3
IIMPO30M MediHKu ab0 y XBOPHUX, SIKi OMHOYACHO ITpUMMaloTh iHribiTopu ¢pepMeHTy



CYP3A4, BigMmiHa mpenapaTy ITOBUHHA OyTH ITOCTYII0BOI0. OCOGIUBO 1I€ CTOCYETHCS
JIiKapchbKuX 3aco0iB, Ha MeTabo0JIi3M IKUX BIJIMBAE iTPAaKOHA30II.

JIikapchbKi 3aco0u, 1110 B3aEMOMIIIOTEH 3 iTPAKOHA30JI0M, KilacudikoBaHi K
«IIPOTUIIOKA3aHi», «<He peKOMeHOOBaHi» Ta «3aCTOCYBaHHS 3 00epexKHICTIO».

[IpoTunoka3zaHo: Hi B SKOMY pa3l He 3aCTOCOBYBaTU OOHOYACHO 3 ITpakKOHA30JIOM 1 10
OBOX THU2KHIB MiC/IS IPUNIMHEHHA JIIKyBaHHSA ITPaKOHa30JI0M.

He pekoMeHOOBaHO: 3aCTOCYBAHHS ITUX JIIKapChbKUX 3aC00iB OMHOYACHO Ta BIPOIOBXK 2
THU2KHIB ITIC/IS IPUIIMHEHHS JIIKyBaHHS iITpakKOHAa30JIOM CJIi YHUKAaTH, OKPIM BUIIAJKiB,
KOJIM KOPHUCTH Bifl JIIKyBaHHS ITepeBaKa€ MOXKJIUBUM PU3UK BUHUKHEHHS MOOIiYHUX
peakii. AKIo OgHOYaCHOT 0 3aCTOCYBaHHS HEe MOXKHA YHUKHYTH, TO TAKUX IAIliEHTIB
CIIii peTelbHO 00CTEKyBaTH LIOAO ITOSIBU O3HAK 30i/bIIIeHHS a00 IIPOoIoHTallil
dbapmakomoriuHoro epekTy iTpakoHa30J1y Ta Y pPal3i HeoOXiMHOCTiI 3MEeHIIyBaTH 03y
iTpakoHa3omny. PeKOMeHOOBaHO KOHTPOJIIOBAaTU PiBEHb KOHIIEHTPAIlil iTpPaKOHAa30JIy y
ja3Mi KpOBi.

3acTocoByBaTHu 3 00epeKHICTIO: peTeTbHUY MOHITOPUHT PEKOMEHIOBAHO y pas3i
OJHOYACHOTO 3aCTOCYBaHHSA 3 iTpakKOHA30JIOM. TaKUX IALli€HTIB CIIi PETEJIBHO
006CcTexKyBaTU CTOCOBHO O3HaK 30inbiieHHsT a00 mposioHTallil papMaKoIoTridvHOT0
edekTy iTpakoHa305y Ta Y pa3i HeoOXimHOCTI 3MEeHIIyBaTHU 03y iTPaKOHA30Iy.
PekoMeHO0OBaHO KOHTPOJIIOBATH KOHIIEHTPALiI0 iTpaKOHAa30J1y Y Ijla3Mi KPOBi.

[MTpuknagu JTikapChbKUX 3ac00iB, KOHIIEHTPAIlid SKUX 30iIbIIYETHCSA IPU OJHOYACHOMY
IIpUioMi 3 iTpaKOHA30/I0M, HaBemeHO y Tabnuili 1 3 BinmoBigHUMU peKoMeHOallisiMHu
1100 3aCTOCYBaHHS.
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4 Takox guB. «JliKapCchKi 3aco0H, sIKi 3HUKYIOTh KOHIIEHTPAIil0 iTpPaKOHA30IIy B

Ij1a3Mi KpoBi».

b Takox ouB. «JIikapcbhKi 3aco0u, SIKi IMigABUINYIOTh KOHIIEHTPAIil0 iTpaKOHA30J1y B

ja3Mi KpoBi».

JIikapcvki 3acobu, KOHUeHmMpauiro AKUX 3HUNCYE iMpPAaKoHa301

OpHOuacHe 3acTocyBaHHS iTpakoHa3omy 3 HII3I1 MenoKCUKaMOM 3HUXKYE

KOHIIEHTpaIlil0 OCTAaHHLOT'0. MeIOKCHUKaM CJIiJl 3aCTOCOBYBaTU 3 00EePEKHICTIO

OOHOYACHO 3 iTPAaKOHA30JIOM Ta KOHTPOIIOBATH TepaleBTUYHY abo mobiuHy mito.

PeKOMeH)IyeTbCH KOPpUTYBATH OO3Yy MEJIOKCHUKaAMY.

Himu

IocmigKeHHS OO0 TiKapChKOl B3a€EMOIil MPOBOAMINCS TiIBKH 3a Y4aCTIO0 JOPOCIUX

IOOPOBOJIBIIIB.




Oc006/1MBOCTi 3aCTOCYyBaHHSA

IlepexpecHa 2inepyymausgicmb

Hemae maHux 11000 mepexpecHoOl YyTJINBOCTI MiXK iTpPaKOHa30JI0M Ta iHIINMHA
a30JIOBUMM IIPOTUTPUOKOBUMU 3acobamu. Crim OyTu o6epexxHUMU NPU ITPU3HAYeHHI
KalICyJI NaljieHTaM 3 riepyyTJIMBICTIO OO IHIIKUX a30JIiB.

Bnaus Ha cepue

Y xopi mocnimKeHb iTpaKOHA30Ty I iH €KIIiN 3a y4acTIO 3IOPOBUX HOOPOBOJIBIIIB
CIIOCTepiranaocsi TpaH3UTOPHE aCUMIITOMaTHYHE 3MEHIIIEeHHS (ppakKilil BUKUAY JIiBOTO
IIJTyHO4YKa; BOHO BiIHOBIIIOBAJIOCS Iepen HaCTYNHOI iHdy3ierw. KiniHidyHa 3HaYyIIiCTh
LIUX OJaHUX OIS IepopanlbHuX GopM He 3’'sCOoBaHa.

Bigmomo, 1110 iTpaKOHaA30J71 BUSBISE€ HETaTUBHUM iHOTPONHUYN €(DEKT, ITOBIHOMIISIIIOCS
IIPO BUIIAAKHM 3aCTiliHOI CepIlleBOl HEJOCTAaTHOCTI, ITIOB’s13aHO1 i3 3aCTOCYBaHHSAM
npemnaparty. Cepen CIOHTAaHHUX ITOBiIOMJIEHD Biff3Ha4ayacs OilbIlla YaCcTOTa BUMAOKiB
cepieBol HeJOCTAaTHOCTI y pa3i 3acTocyBaHHs 3arajbHol go3u 400 Mr Ha mo0y, HiX y
pa3i MeHI0i JOO0BOI 1O3H, 3 YOI0 MOXKHA IMPUIIYCTUTH, 110 PU3UK CEPIIEeBOI
HEeIOOCTaTHOCTi MOKe 30iJIbIIIyBaTUCS 3aJI€XKHO Bifl 3arajbHol 10O0BOI MO3U
iITpakOHa301y.

[IpemapaT He ciig MpuUiMaTH IalliEHTaM i3 3aCTiliHOIO CePIIeBOI0 HEJOCTAaTHICTIO abo 3
HasBHICTIO IIbOTO 3aXBOPIOBAHHS B aHaMHe3i, 3a BUHSATKOM BUIIaAKiB, KOJIX O4YiKyBaHa
KOPUCTb 3HAYHO IIepeBUIlYy€E ITOTEHIIIUHUYU pU3UK. [Ipu iHOUBiAyaIbHIN OLIHIT
CIIiBBIIHOIIEHHS KOPUCTL/PU3UK CJIi 3BaXKaTH Ha TaKi (aKTOpPH, SIK TAXKKICThb
IMOKa3aHHs, peXXUM OO3YBaHHS, TPUBAJIICTD JIiKyBaHHS (3arajbHa goOoBa 03a) Ta
iHOuBiOmyasnbHI pakTOpU PU3UKY BUHMKHEHHS 3aCTiliHOI ceplleBol HemocTaTHOCTI. L1i
(bakTOpPU PU3UKY BKIIOUYAIOTh HAABHICTh CEPIIEBUX 3aXBOPIOBaHb, TAKUX SK illleMiyHa
xBopoOa cepiisg abo ypaKeHHsI KJlallaHiB; TAXKKi 3aXBOPIOBAHHS JIETeHiB, TaKi sIK
OOCTPYKTUBHI ypaxKeHHS JIeTeHiB; HUPKOBa HEIOCTAaTHICTh abo iHIIIi 3aXBOPIOBAHHS,
III0 CYIIPOBOOXKYIOThCS HaOpsikaMu. TaKuX IaIlieHTiB ciif mpoiHdopMyBaTH IIpo
CUMIITOMM 3aCTiliHOI cepiieBOl HeMOCTAaTHOCTI, MTiKyBaHHS CJIiJi ITPOBOOUTH 3
00epeXKHICTIO, ITiJ Yac JIiKyBaHHS HeOOXiJHO KOHTPOIIOBATH CUMIITOMH 3aCTiliHOI
cepieBol HegoCTaTHOCTI. [Ipu mosBi WX CUMIITOMIB ITifi Yac KypCy JIiKyBaHHS
3aCTOCYBaHHS IIpernapaTy HeoOXigHO IPUIIMHUTH.

brnokaTopu KanbllieBUX KaHalliB MOXKYTh MaTH HETaTUBHUM IHOTPOIHUMN ePEeKT, SIKUU
MO2K€e IIOCHUJIIOBATH Led Ke ePeKT iTpaKOHa30/y. TaKoXK iTpaKOHa30JI MOXKe
MMpUrHidyBaTu MeTaboi1i3M O0/10KaTOPiB KalbllieBUX KaHaJliB. TOMY CIIii HOTPUMYBaTUCSI
00epeKHOCTIi ITPU OJHOYAaCHOMY 3aCTOCyBaHHI iTpaKOHa30J1y Ta 0JI0KaTOpiB
KaJbIliEBUX KaHaliB yepe3 30iNblIeHHST PU3UKY BUHUKHEHHS 3aCTilfHOI ceplieBol



HeIOOCTaTHOCTI (OuB. po3min «B3aeMomisa 3 iHIIUMHU JTiKapChbKUMH 3acoO0aMu Ta iHIIi
BUOU B3AEMOIIN»).

Bnaue Ha neviHKy

ITpu 3acToCyBaHHI KalCyJl iTpaKOHAa30J1y AyXKe PigKO CIiocTepiragacsa TAXKKa
rernaTOTOKCUYHICTD, BKIIIOYAIOYU I'OCTPY JIETAJIbHY [IeYiHKOBY HEJOCTaTHICTE.
3me0inbIIoro Ii BUNaAKK CIIOCTEPIrajuCh Y IMalliEHTIB i3 3aXBOPIOBAaHHAMU MTE€YiHKU B
aHaMHe3l, AKi JIIKyBaJIUCA 3a CUCTEMHUMU IOKa3aHHSAMU, MaJIu iHI Cepruo3Hi
3aXBOPIOBaAHHS Ta/abo IMpuMMaIy iHII renaTOTOKCUYHI ITpenapaTu. Y OesaKux
naiieHTiB He Oyn0 oueBUOHUX (PaKTOPiB PU3UKY 3aXBOPIOBaHb MEYiHKU. [lesdKi 3 1Iux
BUNIAAKIB CIIOCTEPIraJUCh NIPOTATOM IIEPILIOr0 MICALM JIIKyBaHHs, Y TOMY YHCJIL
nmepiioro TuxkHsA. Tomy 6aKaHO IPOBOAUTY MOHITOPUHT (PYHKIIIl MEeYiHKU y MAlli€HTIB,
sIKi mpuiiMaloTh npemnapar. [lalieHTiB He0OXiIHO TOIepegUuTH IPO HeOOXiOHICTD
TEePMIHOBOT'O 3B€PHEHHS [0 JIiKaps y pa3i IposiBy CUMIITOMIB reliaTUTy, a caMe:
aHOpPeKCcil, HymoTu, O/II0BaHHS, BTOMJIIOBAHOCTi, 00110 y KMBOTi ab0 MOTEMHIHHS Cedi.
3a HasIBHOCTi IIUX CUMIITOMIiB HEOOXiTHO HETaHO NPUIIMHUTHU JIIKyBaHHS i IIPOBECTU
OOCITimKeHHs Ie4YiHKoBOl QpyHKIIil. [TallieHTaM i3 migBUIlleHUM piBHEM MEe4YiHKOBUX
dbepMeHTiB, aKTUBHUM 3aXBOPIOBAHHSIM ITe4YiHKK a00 3 MposiBaMU I'ellaTOTOKCUYHOCTI
BHACJIIIOK 3aCTOCYBaHHA IHINUX IIpelaparTiB JIIKyBaHHS PO3NOYMHAIOTH TIJIBKU 3a
YMOBH, LII0 OYiKyBaHa KOPUCTbH IIE€PEBUILYE PU3UK YParkKeHHS MeYiHKU. Y TaKOMY pa3si
HeOoOXigHUIM MOHITOPUHT IMEeYiHKOBUX (EpPMEHTIB.

3HUIHCeHHA KUC/A0MHOCMI WAYHKA

[Tpu 3HUKEHINM KMCIIOTHOCTI IITYHKa abcopOilisi iTpaKoHa30/1y 3 KalCyJl
noripiryetbes. ITamierTH, gKi omHo4YacHO 31 CIIopakKCOIOM 3aCTOCOBYIOTh IpelapaTu
OJ1s 3HU2KEHHS KUCJIOTHOCTI (TakKi sIK a/JIlOMiHi0 TiAPOKCHUI), MOBUHHI JOTPUMYBaTUCh
IIIOHAMMEHIIe 2-TOOUHHOI IepPepPBU MiX ITpuiioMaMu IUX TiKapChKUX 3ac00iB.
[TamierTaM 3 axyoprigpieto, Hanpukiag xBopuM Ha CHIJI 41 TuM, XTO IpuiiMae H2-
6510kaTOopu abo iHriGiTOPU IPOTOHHOI ITOMITHM, PEKOMEHAYETHCS ITPUNMaTU KallCyIu
CriopakcoJly 3 HallOsIMU THUILY KOJia.

3acmocysaHHs 0imsM.

OCKIIbKY HEOOCTaTHBO KITIHIYHUX JaHUX II0O0 3aCTOCYBaHHS KaIllCyJl iTpaKOHa30J1y
Hali€eHTaM OUTSYO0ro BiKy, KallCyJId iTPaKOHa30Jly TaKUM XBOPUM MOXKHAa IIpuU3HadYaTu
JIMIEe Yy Pa3i, KOJIU MOXKJIMBa KOPUCTh 3HAYHO IepeBakKa€ IOTEHI[INHNYN PU3UK.

ITauieHmu AiMHBLO20 BIKY

Y 3B’a3Ky 3 00MeXKeHUMH KIIiHIYHUMU JaHUMH IIOA0 3aCTOCYyBaHHS iTpaKOHAa30JIy
JIITHIM XBOPHUM, IIpernapaT CJIif 3aCTOCOBYBATH IIill KaTeropil NaIi€HTiB y pa3i, KOIu
O4YiKyBaHa KOPUCTh 3HAYHO IIepeBaxKa€ IMOTEHIIUHI pU3uKU. [[o3yBaHHS OJIS IalLliEHTIB



JIITHBOT'O BiKy PEKOMEHAYEThCS MigdupaTy, BPaXx0oBYIOYH MiBUIIEHY YaCTOTY
3HMXKEHHS QYHKIIII ITevinku, HUPOK abo ceplls, a TaAKOXK CYITyTHi 3aXBOPIOBAHHS i
JIIKyBaHHS iHIIMMHY JIIKapChbKUMHU 3acobaMu.

ITopyweHHs ¢pyHKUII HUPOK

IHOCTyIHI maHi IIOA0 3aCTOCYBaHHS IIepOopasIibHO ITPAKOHA30J1y MallieHTaM 3
MMOPYIIEeHHIM QYHKII1 HUPOK € oOMexkeHUMHU. Ciim OyTu oOepexkHUMU MIPHU
3aCTOCyBaHHI IIpenapary Liil KaTeropil namieHTiB. BiogoCTymnHICTE iTpaKOHA30/1y IpU
IIepopaIbHOMY 3aCTOCYBaHHi y IaIliEHTIB 3 HUPKOBOIO HEOOCTATHICTIO MOXKe OyTHU
3HKXKEHa. Y IbOMY BUIIaAKy MOXKHa pO3rjggaTy MUTaHH 11000 KOPUT'YBaHHS OO3H.

Bmpama cayxy

Bynu noBifoMIieHHS IPO TUMYaCOBY YU CTIUKY BTpaTy CIIyXy y Halli€HTiB, AKi
MMPUUMalOTh iTPaKOHAa30/. Y mesiKuX BUMNaKaxX BTpaTa CIIyXy BigOyBasach Ha TiIi
OOHOYACHOTO 3aCTOCYBaHHS 3 XiHIAUHOM, SKWU IPOTUNOKAa3aHUM (OUB. PO3OiN
«B3aemogis 3 iHIMMM TiKapCchbKUMM 3acoO0aMu Ta iHIIN BUOU B3aeMomini»). Ciyx
3a3BUYal BiMTHOBIIOETHCS ITiCJIA 3aKiHUYEeHHS Teparil mpemapaToM CIlopakcoJ, OoHaK y
OesIKUX MalliEHTiB BTpaTa CIyXy € He0OOpPOTHOIO.

ITauieHmu 3 iMyHHO HeAOCMAamHicmioo

Y mesikux malli€eHTiB 3 iIMyHHOIO HEIOCTaTHICTIO (HalpUKJiaf, IMali€eHTHa 3
HenTponeHiew, CHIIoM 41 TpaHCIIJIAaHTOBAaHUMH OpraHaMM) IepopasbHa
b6iogocTymnHicThk npemnapaTy Criopakcoi Moxe OyTH 3HUKEHaA.

ITauienmu i3 cucmemMHuUMU 2pubkosuMu iHpeKuiamu, u,o 6e3anocepedHbo
3a2posCyromsb HCUMMH

Yepes (papMaKOKiHETHYHI BIaCTUBOCTI (AUB. po3min «PapMaKOKiHETHKa») KalCyJix
CropakcCoJyl He peKOMEHOY€EThCSI 3aCTOCOBYBaTHU [JIsl IIEPBUHHOI Tepallil HeBigKIagHUX
CTaHiB, CIPUYUHEHUX CUCTEMHUMHU I'PUOKOBUMHU iHPEKITITMU.

ITauienmu, xeopi Ha CHI/]

IInsa mauienTiB, xBopux Ha CHIJI, gKi nmikyBanu cucTeMHy rpuOKOBY iH(MEKIIiI0, TaKy K
CIIOPOTPUX03, 67TaCTOMIKO03, TiCTOIIJIa3M03 UM KPUIITOKOKO3 (MEeHIiHrealbHUM YU
HeMeHiHreaJIbHUM), Ta y SIKUX iCHY€ 3arpo3a peluauBy, JIikap IOBUHEH OL[IHUTHU
HeOoOXimHIiCTh MiATPUMYIOYOTO JTiIKyBaHHS.

Hetiponamisa

[Tpu BUHUKHEHHI HelpoIiaTii, IToB’si3aHO] i3 3aCTOCyBaHHAM KarcyJs CIiopakcoJ, CJIif
MPUIIMHUTH JIIKyBaHHS.



Po3siadu 8yeneeo0H020 06MiHY

[MTamieHTH 3 PigKICHUMU CIIaAKOBUMM CTaHAMM HEIIEPEeHOCUMOCTI QPYKTO3H,
MaJibaOCoPOIIi€I0 IITI0OKO3U-TaJIaKTO3M YM caXxapa30-i30MaJbTa3HOI0 HeJOCTAaTHICTIO He
TTOBUHHI 3aCTOCOBYBaTH 1€l JTiKapChKul 3acio.

IlepexpecHa pe3aucmeHmMHicmb

AK110 TPY 3aXBOPIOBAHHI Ha CUCTEMHUM KaHOUOO03 € IIigo3pa Ha Te, III0 BUOu rpubiB
Candida, aKi BUKJIUKaIOTh 3aXBOPIOBAHHS, PE3UCTEHTHI A0 (JIyKOHA30Jly, He MOXKHa
CTBEPKyBaTH, 1110 BOHU OyOyTh YYTIMBUMU A0 iTpaKoHa305y. ToMy HeoOXigHO
BUKOHATU TECT Ha YyTJIUBICTH IIepel I04YaTKOM JIIKyBaHH KaricyjaaMu CIopakcoIl.

ITomeHuian 83aemo0ii

3acTocyBaHHS iTpaKOHAa30Jy OOHOYACHO 3 IIEBHUMM JIiIKapChbKMMU 3aco0aMu MOXKe
MIPU3BECTH [0 3MiH e(peKTUBHOCTI iTpakoHa30/1y Ta/abo IIpenaparis, 110
3aCTOCOBYIOTHCSI OOHOYACHO, J0 edeKTiB, 0 3aTrPOXKyI0Th JKUTTIO, Ta/abo 4O parmToBOl
CMEPTi.

[IpemapaTu, IpOTUIIOKa3aHi, He peKOMeHI0BaHi abo peKoMeHO0BaHi 40 3aCTOCyBaHHS
3 00epekKHICTI0O OMHOYACHO 3 iTpaKOHA30JI0M, HaBeIeHO B po3[ini «B3aemomis 3
IHIMUMUY JTiIKapChKUMHU 3aco0aMM Ta iHII BUOU B3aEMOMIiN».

3maTHiCTH BIVTHBATH Ha MIBHIKICTH peakiIiii mIpu KepyBaHHiI aBTOTPaHCIIOPTOM
a00 iHImMMMMHU MexaHiZMaMHu

IocmimXeHHs BIJIMBY Ha MIBUAOKICTH peakilil mpu KepyBaHHI aBTOTPaHCIIOPTOM abo
po06oTi 3 iHIMMHU MeXaHi3MaMu He mpoBoaunucsa. Ciig naM’siTaTyu ITPO MOKJIUBICTh
BUHUKHEHHS TaKUX IMOOIYHUX peaklliii, K 3allaMOPOYEeHH s, pO3JIagu 30Py Ta BTpaTa
cnyxy (ouB. po3min «ITobiuHi peakiiii»), 10 MOXKe IIPU3BECTU 10 HETAaTUBHUX HACJIiOKIB
IIig Yac KepyBaHHS aBTOTPAHCIIOPTOM Ta POOOTH 3 iHIIMMU MeXaHi3MaMHu.

3acTocyBaHHs y nepion BariTHOCTi a0o rogyBaHHS IPyaaio

BaeimHicmb

CropakcoJl He CIIig Npu3HadYaTHU BariTHUM, OKPIM BUIMIAAKIB CUCTEMHUX JIEMKO31B, SKi
3arpoKyioTh XKUTTIO, KOJIY MMOTEHIIiiHa KOPUCTD OJIS BariTHOI ITIEPEBUIIYE PUIUK
HeraTUBHOI'O BIJIUBY Ha MJIif (OUB. po3ain «IIpoTUIOKa3aHHI»).

Y xopi gocninXkKeHb Ha TBapuHAaX iTpaKOHAa30JI BUSIBUB PENPOOYKTUBHY TOKCUYHICTD.



IcHyoTh OOMesKeHi maHi 1omo 3acToCyBaHHS mmpenapaTty CIopakcost Imig gac
BariTHOCTI. BOpOogoBXK MOCTMapKETUHIOBOT' O IEPIOAY IIOBIAOMIISIJIOCS PO BUAAKU
aHOMaJIi pO3BUTKY, LII0 BKJIIOYaJIM BaJgu PO3BUTKY CKeJjieTa, CE40CTaTeBOro TPakKrTy,
CepleBO-CYIUHHOI CUCTEMH Ta OpPraHiB 30Py, a TaK0XK XPOMOCOMHi aHOMaJlil Ta
MHOXKWHHI BaJy PO3BUTKY. [I[pUYMHHO-HACJIIOKOBUM 3B’SI30K i3 3aCTOCYyBaHHSAM
iTpakoHazony He OYB BCTAHOBIIEHUH.

EnigeMmionoriuHi maHi 111040 BILJIMBY iTpaKOHA30J1y Y IepLIOMY TPUMECTPi BariTHOCTI
(mepeBaxKHO y IMAIIEHTOK, SKi 3aCTOCOBYBAJId MOTO AJIsI KOPOTKOYACHOTO JIiKyBaHHS
BYJIbBOBariHaJIbHOTO KaHOWU03Y) He BUSBUIIMN 30iIbIIIEHOTO0 PU3UKY Ba[ PO3BUTKY
IIOPIBHSHO 3 TaKUM Yy XKIHOK, SIK1 He 3aCTOCOBYBAaJIU IIpenapaTy 3 TepaTOreHHUM
edeKTOoM.

2KiHKu penpodyKkmueHo020 8iKy

KinkaM pernponyKTUBHOIO BiKy, K1 IpUUMaroTh Kancyau Cropakcosl, Ciif
3aCTOCOBYBATH HafiliHi 3aco0M KOHTpaLENIlil IPOTIroM yChOTo KYPCYy JiKyBaHHS A0
HaCTaHHS IepIIol MeHCTpYyallil micas Moro 3aBepIIeHHS.

ITepiod 200yB8aHHA 2py00t0

Ily>xe He3Ha4HI KiJIBKOCTI iTpaKOHA30JIy BUOIIAIOTECS y TPYAHE MOJIOKO. ToMy ¥
repion rogyBaHHS T'PYOOI0 HEOOXiMHO 3iCTaBUTU MOXKJTUBUM PU3UK [JISI OUTUHU 3
O4YiKyBaHOIO KOPHUCTIO Bif JIIKyBaHHS IpenapaTtoM CIopakcoi Ojisd MaTepi. Y pasi
HeOoOXigHOCTi MiKyBaHHS XKIiHIi CIIiI IPUNIUHUTY TOAyBaHHSA I'PYOOIO.

Cmocid 3acTocyBaHHsS Ta I03H

3aCTOCOBYIOTH BHYTPIlIHBO. [171s1 onITHMaIbHOI abcopOilii mpenapaTy HeoOXigHO
3acTocoByBaTH Karcynu CriopaKcoi Bigpa3dy mmicins igu. Kancynu ciiig KOBTaTH LiJTUMHU.

Tabnuisa 2

Cxemu J'IiKYBaHHH OJOPOCIJINX OJIAA KOZKHOT'O ITIOKa3aHHA:

I[Toka3aHHSA O )
IHo3a TpusaicTts
3aCTOCyBaHHSA

ByneBoBariraneHun| 200 Mr 2 pa3u
1 meHb
KAaHOUO03 Ha 100y




BuciBkonomiouuu

200 mr 1 pa3 Ha

- 7 OHIB
nuian mo0y
100 mr 1 pa3 Ha .
ITaxoBui 106y 15 nwis
oepMaTOMIKO3,
mepmaTodiTisa
TyTy6a 200 mr 1 pa3 Ha 7 nmis
noGy
epMaTodiTia
Hlep ¢ .. 1100 mr 1 pa3 Ha .
CTOII, JepMaToQiTis 5 30 gHiB
0
KUCTEeUN PYK HODY
OpodapunreansHi (100 mr 1 pa3 Ha .
15 gHiB
KaHOUI03U no0y

Cnin 36inbimuTu mo3y go 200 mr 1 pa3 Ha o0y

BIIPOMOBXK 15 OgHIB malieHTaM i3 HeUTpoIeHie abo
CHIIlom yepe3 nopylneHHss abcopOilil mperapaTy B

IIMX IIAIli€HTIB.

OHixoMiKO3H
(ypaxeHHs
HIr'ThbOBUX
IIJIAaCTUHOK Ha
IaJbIsIX HIT SK 3
YpaxKeHHSM HirTiB
Ha pyKax, Tak i 6e3
HBOT0)

200 mr 1 pa3 Ha
noGy

3 Mmicsairi




OnTuManbHi KiIiHiYHI Ta MiKOonIOTiyHI ehekTn
OocCsaraloThCs yepe3d 1-4 THKHI Oiciisa 3aKiH4eHHS
JIIKyBaHHSA iH(QEKIiU IKipHU, ByJIbBOBariHaJIbHUX Ta
opodapuHTealbHUX KaHOUOO3IB Ta 4yepe3

6-9 Mics1iB Iicsig 3aBepIlIeHHS JIiIKyBaHHS iHPeKIil
HIrTbOBHUX IIJIACTUHOK. lle 1moB’sI3aHO 3 THM, IO
BUBEEHHS iITpaKOHA30JIy 3 TKAHUWH IIKIpU, HITTIB 1
CIu30BUX 000JIOHOK BifOyBa€eTHCS IOBiMbHIIIIE, HiX
i3 1J1a3MU KPOBI.

TpuBamicTh JIiIKyBaHHS CUCTEMHUX I'PUOKOBUX ypazkKeHb KOPUTYIOTh 3aI€XKHO Bifl
MIiKOJIOTi9HO] Ta K/IiHI4YHOI BiAIIOBifi Ha Tepariio.

Tabnuisa 3

CucrteMHi MiKO3U:

IToka3aHHA OJIsd 1

Ho3yBauHs~ |[IpumMiTKH
3aCTOCYBaHHSA

30iIbIIIEeHHA
mo3u mo 200 mr 2

6
200 mr 1 paz [Poon HAAODYY

Acnieprinso3s pa3i iHBa3UBHOI'0O
Ha Jo0y
abo

OUCEeMIHOBAHOT O
3axXBOPIOBaHHS

30iIbIIEHHS
mo3u mo 200 mr 2

100-200 wr 1 [P33% Ha 200y y

Kaungumos pa3i iHBa3UBHOTO
pa3 Ha moby 260

OUCEeMiIHOBAHOT O
3aXBOPIOBaAHHS




KpunTokoko3

200 mr 1 pa3
(6e3 o3HaK
y Ha o0y
MEHIHTITY)
[ligTpuMyBanbHa
Teparis (ous.
Kpunrokokosuu 200 mMr 2 pa3u b , (n
MEHIHTIT Ha go0y POSALE
«0Oco06IUBOCTI
3aCTOCyBaHHS»)
Big 200 mr 1
IicTonna3smo3s pas Ha 1oy
icTomna3m
mo 200 mr 2
pa3u Ha mo0y
[TlinpTpuMyBasbHEe VB, IPUMITKY
JIIKyBaHHSA 200 mr 1 pa3 [momo
MalieHTiB 31 Ha go0y IIOPYILIEeHHA
CHIOom abcopOirii HHUXK4Ye
IIpodinakTuka [IuB. IPUMITKY
) . 200 mr 1 pa3 |momo
y Ialli€EHTIB
Ha go0y TTOPYILIEHHS

3 HEUTPOIIEHIEIO

abcopOi1ii HuXKYe

1TpI/IBaJ'IiCTb JIIKyBaHHA CJIi KOPUTI'yBaTU

3as1eKHO Bif KitiHiuHO]I Bignogini. [TopyiieHHs
abcop6ii y nmamienTis 3i CHIJoMm Ta 3
HEUTPOIIEeHI€I0 MOXKe IPU3BECTHU 00 HU3BKOIL

KOHIIeHTpallil iTpaKOHa30J/Iy B KPOBi Ta

3HUXKEHHS e(PeKTUBHOCTI. Y TaKuX BUMAIKaX

PEKOMEHOY€EThCSI MOHITOPUHT PiBHSA

iTpaKoHa30J1y B KPOBi Ta 3a HEOOXimHOCTI

36inmbmierHs go3u mo 200 mr 2 pa3u Ha go0y.

ITauieHmu AiMHbLO20 BIKY




OcCKinbKHY KJTiHIYHI OaHi 1100 3aCTOCYBaHHS KallCyJl iTpaKOHAa30J1y mallieHTaM
JIITHBOTO BiKy 0oOMezkKeHi, peKOMeHAOYEThCS ITPU3HavYaTH ITpenaparT IIUM HallieHTaM
JIMILIEe TOMi, KOJIM OYiKyBaHMWU IIO3UTHUBHUU €(EKT IlepeBaxka€ MOXKIUBUU PU3HUK.

CriopakcoJi He CJIifi IpU3HavyaTHy IaljieHTaM JIITHBOI'O BiKy, OKpiM BUIIAAKiB, KOJIU
OUiKyBaHa KOPHMCTb 3HAa4YHO IlepeBazka€ NOTEeHIiWHI pu3uKHU (OuB. po3minn «OcobImBOCTI
3aCTOCYBaHHS»).

ITauienmu 3 nopyweHHAMU PYHKUIl HUPOK

BiomocTynHicTh IpenapaTy ONpu IepopaabHOMY 3aCTOCYBaHHI MoxKe OyTH 3HUXKEHA Y
Malli€HTiB 3 HUPKOBOIO HEOOCTaTHICTIO, CJIif] PO3TJISHYTU IIUTAHHS IIPO KOPUT'YBaHHSA
no3u (auB. po3minn «OcobIMBOCTI 3aCTOCYBaHHSI»).

IMauyieHmu 3 nopyweHHAMU PYHKUII nediHKu

IlaHi 111010 3aCTOCYBaHHS IIEPOPATILHOTO iTPAKOHA30Jy MalliEHTaM 3 ITe49iHKOBOIO
HepocTaTHiCTI0O oOMexkeHi. Crig 3 06epeXKHiCTIO 3aCTOCOBYBaTHU IIpenapaT TakKuM
rnarieHTaM.

itk

OckinbKu KJTiHiYHI gaHi 111040 3aCTOCYBaHHS KaICyJl iTpaKoHa30J1y OiTsIM 0OMeIKeHi,
CriopakcoJi He CJIif Ipu3HadaTy OiTsAM, OKpPiM BUNIaOKiB, KOJIU O4iKyBaHa KOPUCTh
3HAYHO IlepeBaXKa€ MOTEHIiNHI pu3uKu (OuB. po3mdin «OcoBIMBOCTI 3aCTOCYBAaHHS»).

Ilepego3yBaHHA

Cumnmomu. IIposiBu nepeno3yBaHHs Oynu mogibHi mo mobiyHuX peakilii, 1o
CIIOCTepiranmcs Ipu 3aCTOCyBaHHI IIpenapaTy y PeKOMeHIOOBaHMX [03ax (OUB. PO3Tis
«ITobiuHi peakirii»).

JIiKyBaHHA. Y pa3i BUIIafKOBOI'O IIepeao3yBaHHA CJIi BXKUTHU HiATPUMYBaJIbHUX
3axopiB. fKIo 1le BUIIpaBaaHO, MOXKHa IIPU3HAYUTU aKTUBOBaHE BYTLIIIA.
ITpakOHa30J1 He BUBOOUTHCSA 3 OpPraHi3My IIIsIXoM remopianidy. Crenugiaaoro
aHTUIOTY HEMAE.

IToOiuHi peakmii

Haii6inbIir yacTuMU NOOIYHMMM peakllisiMU IIPU TiKyBaHHi KallCyJlaMu iTpaKOHa30JIy
i Yac KIiHIYHUX JOCIiAXKeHb Ta/ab0 IOBimOMIEHUMU CIIOHTAHHO OyJIM T'OJIOBHUM
0inb, 6i51b y 2KUBOTI Ta HypmoTa. HanbinbIll cepiio3HUMY ITOOIYHMMU peakiisiMu Oynu
TSI2KKi aJlepridyHi peakilil, cepileBa HeJOCTaTHICTh/ 3aCTiiHa cepileBa HEOOCTaTHICTh/
HaOPpsK JIereHiB, TIaHKpPeaTUT, CePHo3Ha IrermaTOTOKCUYHICTD (BKJIIOYa04YH OesKi



BUIIaAKM JIeTaJIbHOl TOCTPOI MEYiHKOBOl HEJOCTATHOCTI) Ta TAXKKI IIKIPpHI peakiiil.
IMomaTkoBy iHdopMaliito mpo iHIIi cepiio3Hi edpekTu OuB. y po3gini «OcobmuBoCTi
3aCTOCyBaHHS».

HebaxaHi peakiiil 3rpynoBaHO 3a CUCTEMaMM OpPTaHiB Ta 3a YaCTOTO0. Y KOXKHil
rpymi 3a 4acToToi0 HebaxkaHi peakllil IpeaCcTaBJIeHO y HOPSIAKY 3MEeHIIIeHH S
Cepuo3HOCTi. HacToTa BU3HAYAETHCA SIK AyxKe dacTto (= 1/10), gvacTto (= 1/100, <
1/10), meuacTo ( = 1/1000, < 1/100), pigko (= 1/10 000, < 1/1000), nyxe pigko (°
1/10 000).

IH¢eKuii ma iHeasii: HeyacTo - iH(eKIIil BepXHiX OUXaIbHUX IIISIXiB, CHHYCUT, PUHIT.
3 60ky aimMpamuyHoi cucmemu ma Kposi: pimKo - TeUKOomIeHis.

3 60Ky iMyHHOI cucmemu: He4acCTO - TillepUYyTIUBICTD ; PiAKO - CHpOBaTKOBa XBOP00a;
aHTiOHEBPOTUYHUM HaAOpAK; aHadinmakTUYHI peakiiii.

3 60Ky memaboai3My: PioKO - TiepTPUTIIiLlepuaeMis.

3 60Ky Hepsosoi cucmemu: 4acTo - TOJIOBHUM Oifib; pimKo - rmapecTesis, rimoecresis,
OUCTEeB3is.

3 60Ky opeaaHie 30py: PiOKO - MOPYIIEHHS 30PY, BKIIOYAI0YM IOMYTHIHHS 30Dy Ta
OUIIJIOIIiIO.

3 60Ky opaaHis cayxy ma secmubya51pHO20 anapamy: PilIKo - TUHIT, TUMYacoBa YU
.o k3
CTiliKa BTpaTa CIyXy .

. ‘o . *
3 60Ky cepusi: pigKo - 3acTiiHa cepieBa HeOOCTATHICTh .
3 60Ky OuxasnvHOi cucmemu: PigKo - OUCIHOE.

3 60Ky mpasHoi cucmemu: 4acTo - OifTb Yy )KUBOTIi, HyJOTa; HEYaCTO - OJIIOBaHHS,
OUCTIETICist, miapesi, 3amop, 3OYTTSA XKUBOTA; PiIKO - TaHKPeaTuT.

3 60Ky 2enamobiniapHoi cucmemu: He4acTo - IIOPYLIeHHS PyHKIIIl NediHKH; PigKo -
TS2KKA TeaTOTOKCUYHICTh (BKITIOYAIOYX ITOOOUHOKI BUNAOKHU JIETAJIbHOI TOCTPO1
IMe4iHKOBOl HEIOCTATHOCTI)*, rinepobinipybinemis.

3 60Ky wKipu ma ii noxiOHuUX: He4acTo - KPOIUB ' sTHKA, BUCHUIIAHHS, CBepOiXK; pimKo -
TOKCUYHUU ellifepMalbHUN HEKPOJIi3, cuHOapoM CTiBeHca - [[?KOHCOHa, TOCTpUM
reHepasi3oBaHUU €K3aHTEMaTO3HUU ITyCTYIb03, MyIbTU(OPMHA epuTeMa,
eKC(}OoIiaTUBHUY OepPMaTUT, JIEeUKOIIUTOKIaCTUYHUM BACKYJIIT, CBITJIOYYTJIUBICTE,
aJionernis.

3 60Ky ceuosuldinbHOI cucmemu: PigKo - MOJIaKiypis.



3 60Ky penpodyKkmueHOi cucmemu ma MO/104YHUX 3d/103: HEYAaCTO - PO3JIafu
MEHCTPYaJIbHOTO ITUKIY; PiOKO - epeKTuIbHa OUCHYHKIIIS.

3aezanvHi po3aadu: PigKo - HAOPSKU.
JlabopamopHi 0ocaiddceHHs: PigKo - 30inbineHHs piBHSI KpeaTuHdOCc)OKiHaA31 KPOBI.
*[uB. po3min «OcobIMBOCTI 3aCTOCYyBaHHSI».

Huxve 3a3HaveHo mobiuHi peakiiii, acoriifioBaHi 3 iTpaKoHa30JI0M, PO SKi JOAAaTKOBO
MMOBIDOMJISIJIM ITifl YaC KJTIHIYHUX OOCIIiAKEeHb iTpaKOHa30/1y ¥ (popMi pO3UuHy
OpayIbHOTO Ta/ab0 PO3YMHY [JIsI BHYTPIIITHLOBEHHOT'O0 3aCTOCYBaHHS.

3 60Ky Kpoei ma aiMpamuyHoi cucmemu: TPAHYIIOIUTOIIEHis, TPOMOOIIUTOIIEHisI.
3 60Ky iMmyHHOI cucmemu: aHadinakToImHI peakirii.

3 60Ky memaboaidmy: Tinepriikemis, rimepkamiemis, rimomaruieMis, rinokamiemis.
3 60Ky ncuxiku: CIIIyTaHiCTb CBiOMOCTi.

. . o .k
3 60Ky Hepsosoi cucmemu: COHNIUBICTD, TepudepryHa HENUPOIIATisI , 3alIaMOPOYEHHS,
TPEMOoDP.

3 60Ky cepusi: ceplieBa HeOCTATHICTh, JTiBOIIIYyHOYKOBA HEOOCTATHICTh, TaxXiKapmis.
3 60Ky cyOuHHOI cucmemu: apTepianbHa rinepTeH3is, apTepianabHa TinoTeH3id.

3 60Ky duxanbHoi cucmemu: HaOPSK JTereHb, oUChOHis, Kallleb.

3 60Ky WAYHKOBO-KUWKOB020 MpAaKmy: IIITyHKOBO-KUIIIKOBI pPO3JIafu.

3 60Ky eenamobisiapHoi cucmemu: me4iHKOBa HEIOCTATHICTh , TENATHT, KOBTSHHUL.
3 60Ky wkipu ma nidwWKipHUX MKAHUH: ePUTEeMaTO3Hi BUCUIIAaHHS, Tileprigpos.

3 60Ky ONOpPHO-PYX08020 anapamy: Mianrist, apTpanris.

3 60Ky ceuosulinbHOI cucmemu: MOPYIIeHHS GYHKIII HUPOK, HETPUMAHHS Cedi.

3aezanvHi po3aadu ma po3aadu y Micui 3acmocye8aHHsi: TeHepali30BaHuM HaAOPSK,
HaOpsik ob6nuyus, Oinb y rpynsx, mipekcis, 6inb, BToMa, 03HOO.

3 60Ky nabopamopHuUX NOKA3HUKIG: TIiIBUIIIeHHS PiBHS ajlaHiHaMiHOTpaHcdepaswu,
ITiABUIIIEHHS PiBHSA acnapTaTaMiHOTpaHcdepas3H, MigBUIEHHS PiBHS JTY2KHOI
¢docdaTa3u KpoBi, mMiOBUILIEHHS PiBHS NaKTaT-OerigporeHa3u KPOBi, MigBUIIEHHS PiBHSI
CEeYOBWHM KPOBI, MABUILIEHHS PiBHS raMMa-TriIyTaMinTpaHcdepasy, OigBUIIIEHHS PiBHSI



IMe4YiHKOBUX (DEPMEHTIB, BiIXUJIEHHS BiJ HOPMU NOKa3HUKIB aHaIi3y cedi.
TepMiH NpHIaTHOCTI

2 POKH.

YMoBHu 30epiranus

36epiraTu B OpUTiHAJIBHIN YIAKOBIi IpKU TeMIepaTypi He Bume 25 °C. 36epiratu B
HEeOOCTYIIHOMY IJIS OiTeM MicCIi.

YnakoBka

[To 5 kamcyn y cTpuri, I1o 2 CTPpUIIU B KapTOHHIN IayIii.

KaTeropist Bignycky

3a penemnTomM.

Bupo6HuK

Jlabopatopioc JIikouca, C.A., Icnaniss/Laboratorios Liconsa, S.A., Spain.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoBaaXKeHHSI
IisTIHLHOCTI

ITpocnekT Mipanskamio, 7, [lonirono Iagycrpians Mipanbkamno, Acykeka-ne-EHapec,
19200, I'aganaxapa /Avda. Miralcampo, 7, Pol. Ind. Miralcampo, Azuqueca de
Henares, 19200 Guadalajara.

[Ixepeso iHCTPYyKIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mkepesia — [lepKaBHOTO PEECTPY

JIIKapChbKUX 3aC00iB YKpalHH.



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