Ckian

Oitoua peuyosuHa: itraconazole;
1 kamnicyna MicTuTh iTpakoHasoiny 100 mr;
00ONOMIJICHI pedyoBUHU: caxapo3a, rimpomeno3a Ta makporoin 20 000;

0bo10HKa kancyau: Tutany miokcup (E 171), ingurokapmin (E 132), eputpo3uH (E
127), xxenaTuH.

JIikapcbKa ¢opMma

Karmcymnu.

OCHOBHI (pi3uKo-xiMiuHI 81acmu8ocmi: TBEPMi XKeIaTUHOBI KalCyJH, III0 CKIafaloThCs
3 IIPO30POTr0 KOPIYCY POKEBOT0 KOJILOPY i HEMPO30POl CUHLO1 KpUIIIedYKu. BmicT
KaIlCyJl - TPaHyJiu KpeMoBOro abo Maiixke GiJIoro KOJILOPY.

®dapMaKoTepalneBTHYHA Irpymna

[TpoTurpuOKOBi MpemapaTu AJIs1 CUCTEMHOTO 3acTocyBaHHs. [ToxigHi Tpia3omy.
ITpakonason. Kog ATX JO2A CO2.

dapMakogHHaMiKa

ITpakOHa30JI - mOXigHa Tpia30J1y, 10 Ma€ IMUPOKUM cuekTp Ail. [JochimKeHHd in vitro
IMoKa3aJjiu, 1110 iTpaKOHa30JI IPUTHIUYE CUHTE3 €ProCTEPOITY Y KIIiTUHAX rpuOKiB.
Eprocreposn € BaxKJIMBUM KOMIIOHEHTOM KJIITUHHOI MeMOpaHu IrpubKa, IpUTrHideHH S
Moro cuHTe3y 3abe3neyye NpPoOTUTPUOKOBUM e(eKT.

CTOCOBHO iTpaKOHaA30Jly TPaHNYHi 3HaYeHHs Oynu BCTaHOBJeHI nuiiie g Candida
spp. Y pa3si noBepxHeBux MiKOoTHYHUX iHpekmin (CLSI M27-A2, rpaHuYHiI 3HaYEHHS HE
Oynu BcTtaHOBINeHi 3a MeTogosnorieio EUCAST). I'paunyHi 3Hadyenus CLSI: uyTnusi
=<0,125; uyTnuBi 0030-3a/1€XKHi

0,25-0,5 Ta pe3ucteHTHi =1 MKr/ma. 'paHnnyHi 3HaYeHHs He OyIu BCTAHOBJIEHI AJIs
MinesianbHUX TPUbiB.

HocrigzKeHH4 in vitro mokasajy, 110 iTPaKOHa30J1 IPUTHIUYE PIiCT LMIUPOKOTO CIIEKTpa
rpuOKiB, MaTOTeHHUX OJIS TIOOUHU Y KOHIIeHTpallisax 3a3Budal <1 Mkr/mi. Lle,
30KpeMa: gepmartoditu (Trichophyton spp., Microsporum spp., Epidermophyton
floccosum); gpixnxi (Candida spp., Bkmo4datouu C. albicans, C. tropicalis, C.
parapsilosis Ta C. krusei, Cryptococcus neoformans, Malassezia spp., Trichosporon



spp., Geotrichum spp.), Aspergillus spp.; Histoplasma spp., BKnto4daiouu H.
capsulatum; Paracoccidioides brasiliensis; Sporothrix schenckii; Fonsecaea spp.;
Cladosporium spp.; Blastomyces dermatitidis; Coccidiodes immitis; Pseudallescheria
boydii; Penicillium marneffei Ta iHIlIi pi3HOBUOU OPizKOXKiB Ta rPUOKiB.

Candida krusei, Candida glabrata ta Candida tropicalis 3araioM € HaMeHIII
yyTnuBuUMHU Bupgamu Candida, a gesiki i30T IEMOHCTPYIOTh PE3UCTEHTHICTh IO
iTpakKoHa3071y in Vitro.

TonmoBHUMM TUNIAaMU I'PUOKIB, SIKi HEe IPUTHIYYIOTHCS iTPAaKOHA30JI0M, € 3UTroMileTH (
Rhizopus spp., Rhizomucor spp., Mucor spp. Ta Absidia spp.), Fusarium spp.,
Scedosporium proliferans Ta Scopulariopsis spp.

Pe3uCcTeHTHICTh OO0 a30J1iB PO3BUBAETHCS IMOBUIBHO Ta 3a3BHYal € Pe3yIbTaTOM
KiTbKOX TeHeTUYHUX MyTalii. OnucaHi MexaHi3MM BKJII0UalOTh HAJAMIpHY €KCIIPECito
ERG11, akuu Konye

l4a-memetumnasy (pepMeHT-MillleHb), TOUYKOBi myTailiil y ERG11, 110 npu3BogsaTe A0
3HMKEeHHS apiHHOCTI 14a-geMeTunasu Oo iTpakoHa30Jy Ta/abo HagMipHOI eKCcITpecil
TTepeHOCHMKa, III0 B pe3y/IbTaTi IiABUIIYE BiATiK iTpaKoHa30/1y 3 TPUOKOBUX KIIITUH (a
caMe BUOaJIEHHS iTpakKOHA30J1y 3 Uoro MimieHi). IlepexpecHa pe3uCTEeHTHICTh cepef
JIiIKapCchKUX 3ac00iB IIpenCcTaBHUKIB KJIaCy a30JIiB CIIoCcTepiramgacs y Mexkax pisHOBULY
Candida, ogHaK Pe3UCTEHTHICTDh [0 OJHOTO 3 IIPEACTAaBHUKIB KJjlacy He 000B’sI3KOBO
O3Haya€ HasBHICTb PE3UCTEHTHOCTI O0 iHIuX a30s1iB. [ToBimomMiisinocs po
PE3UCTEHTHI [0 iTpakKoHa30Jy mramu Aspergillus fumigatus.

dapMaKOKiHeTHKA

3azanvHi papmakoKiHemuyHi xapakmepucmuku.

ITikoBa KOHIIeHTpallig y I1Jla3Mi KPOBI ITiC/Is IepopaibHOT0 3aCTOCYBaHHSA
iTpaKOHAa30Jly JOCSATAaEThCA ¥ MexKax Bif 2 mo 5 roguH. BHacCIimoK HenmiHilHOI
(bapMaKkoOKiHETUKM iTpaKOHA30JI KyMYJIIOETLCS Y MIJIa3Mi KPOBi micjig 6araTropa3oBoro
3acTtocyBaHHS. CTaH pPiBHOBaXKHUX KOHIIEHTPALIiH, SIK IIPaBUII0, JOCATAETHCH
BOPOOOBXK 15 mHiB 3i 3HaueHHAMU Cmax 0,5 mkr/mn, 1,1 Mkr/mn ta 2,0 MKr/mMi micias
3actocyBaHHst 100 mr 1 pa3 Ha go0Oy, 200 mr 1 pa3 Ha gob6y Ta 200 Mr 2 pa3u Ha o0y
BignosigHO. KiHIleBUM Iepion HalliBBUBEOEeHH iTpaKOHa30J1y Bapitoe Big 16 mo 28
TOOUH IIiCJIT OOHOKPATHOI mo3u Ta 30inmblIyeThcsd 0o 34-42 roguH Miciisg 3aCTOCyBaHHS
OeKIbKOX mo3. Ilicia npunrHeHHd JIiIKyBaHHS KOHIIEHTPALiA iTPaKOHa30J1y
3HUXKYETHCS OO0 PiBHS, IKUU MalzKe He BUABJISAETHCA Y I1JIa3Mi KPOBi, BHIPOJOBXK 7-14
OHIB, 3aJIeKHO Bif J03U Ta TPUBAJIOCTI JIiKyBaHHsA. CepeOHil nIa3MOBUM KIIipEeHC
ITpaKOHA30J1y IIiCJIA BHYTPIIIHEOBEHHOI'O 3aCTOCYBaHHS CTAHOBUTL 278 MII/XB.
3aBOsKY HaCU4YyBaHOMY II€4iHKOBOMY MeTa00JIi3My IIpU BUIIUX A03aX KIIipeHC



ITpaKOHA30J1y 3HUXKYETHCH.
Abcopbuis.

ITpakOHa3011 MIBUOKO BCMOKTYETBHCA IIICJIS II€POPaIbHOIO 3aCTOCYBaHHS.
MaxkcuMaJsibHa IJIa3MOBa KOHIIEHTpAallisi He3MiHEeHOTr 0 JIIKapChbKOT0 3aco0y ITicis
3aCTOCyBaHHS KallCyJl IepopabHO JOCATAETHCS BIPOOOBXK 2-5 roguH. AOGCOIIOTHA
0iogOCTYIIHICTh iITPAKOHA30JIyY CTAaHOBUTH 55 %. MakcuMasnibHa 6i0OCTYIHICTE ITPHU
3aCTOCYBaHHI BHYTPIIIHLO CIIOCTEPIraeThCA IIPU IIPUNOMI IIpelapaTty Bigpa3y micis
B2KMBaAHHSI BUCOKOKAJIOPIMHOI 12Ki.

AGcop0O11is iTpaKOHA30J1y B KalcyjaxX 3HMKeHa y MallieHTiB 31 3HUKEHOI0 KUCJIOTHICTIO
IIJTYHKY, MAIli€HTIB, IKi 3aCTOCOBYIOTH ITpeIlapaT - CyIIPeCcOpPU BUAIIEHHS IIITYHKOBO1
KucnoTu (aHTaroHictu H2-penenTtopis, iHTiOGiTOPH IPOTOHHOI ITOMITK), ab0o y Ialli€eHTiB
3 axJIOprimpi€lo, CIPUYNHEHOI0 TEBHUMHU XBopoOaMu (OuB. po3minu «OcoOIuBOCTiI
3aCTOCYBaHHsI» Ta «B3aeMois 3 iHIMMMM TiKapChKUMU 3acob0aMu Ta iHIIN BUOU
B3a€eMoO[ii»). AGcop0bilis iTpaKOHa30J/Iy HaTIIle Y TaKKUX IalliEHTiB 30iIbITYE€THCS, AKIIIO
Kancynu OpyHran® 3aCTOCOBYIOTH 3 HAIlOSIMU 3 MiABUIIIEHOI KHUCJIOTHICTIO
(HampuKan HegiETUYHOIO KOJo10). [Ipu 3acTocyBaHHI pa3oBoi mo3u 200 Mr
JlikapchKoro 3aco0y OpyHran® HaTille 3 HEJiETUYHOIO KOJIOIO ITiC/IsT 3aCTOCYBaHHS
paHiTUOUHY, aHTaroHicta H2-penenTopiB, abcopObiiisa iTpakoHa305y O6ya 3icTaBHOIO 3
TaAKOIO IiC/Is 3aCTOCyBaHHA Karcyya OpyHraan® oKpeMmo.

KoHneHTpanisa iTpakoHA30J1y IiC/Is 3aCTOCYyBaHHA V JIIKapChKii (OpMi KaIlCyi €
HU2KYOI0, HiXK MiC/IA 3aCTOCYBaHHS PO3YMHY OPaJIbHOIO YV Tik caMiid [403i (AuB. pO3Aia
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

Po3nooin.

BinbIlla YacTUHA iTPaKOHAa30J1y 3B’ sI3yE€ThCs 3 Oinkamu 1ma3mu (99,8 %), anbOyMiH €
TOJIOBHUM 3B’SI3YI0UMM KOMHOOHEHTOM (99,6 % mns rimpokcuMmeTtabomniTy). Takoxk BiH
Ma€ BUCOKY adQiHHICTh mo xkupiB. JIlumie 0,2 % iTpakKOHaA30/Iy B KPOBi 3a/JIUIIAETHCSA Y
BUTJISAI HE3B s13aHOI peYOBUHU. YSABHUYM 00’€M PO3MOMijly iTpaKOHA30/1y MOCUTh
3HauHuu (> 700 51), 3 YOro MOKHAa MPUIIYCTUTHU UOT0 MIUPOKUU PO3NOMiT Y TKaHMHAX:
KOHIIeHTpallil y IereHsx, HupKax, MeviHIli, KicTKax, IIIJIYHKY, CeJe3iHIli Ta M’'s3ax 0ynu
y 2-3 pa3u BUIIi 3a KOHIIeHTpallil y m1a3Mi. Hakonn4yeHHS iTpaKOHA30/1y B
KepaTUHOBUX TKaHMHAX, 0COOJIMBO B IIKipi, B 4 pa3u IMepeBUIllyBajio TaKe y IjIa3Mi
KpoBi. KoOHIIeHTpallisl y CIMHHO-MO3KOBiM pPiAWHI 3HAaYHO HUKYa, HiXK y IIJIa3Mi KPOBI,
mpoTe OyJla MpogeMOHCTPOBaHa e(eKTHUBHICTh MPOTH iH(PEKIIiH, 110 TOKaIi3yIOThCSA Y
CIIMHHOMO3KOBI! pPigunHi.

BbiompaHcpopmauis.



ITpakOHAa30J1 3HAYHOIO MipOI0 PO3IIEIIIOETLCS B IIEUiHIlI 3 YTBOPEHHSAM BEIUKO]1
KiTbKOCTiI MeTaboJIiTiB. 3rigHo 3 mocaimxeHHAIMH in vitro, CYP3A4 - rojoBHUM
dbepMeHT, 3anyyeHu mo npolecy MetaboniaMy iTpakoHa30my. ['0JIOBHUM
MeTaboJIiTOM € TimpoKCiiTpakKoHa30/, SKUM Ma€ MOPiBHIHHY 3 iTpaKOHA30JI0M
IPOTUTPUOKOBY [ito in vitro. KoHlleHTpaliil rimpokciiTpakoHa30/1y B IIJ1a3Mi IpUOIU3HO
y 2 pa3u BHIIi, Hi2K KOHIIEHTpPallil iTpaKOHa30J1y.

BuseoeHHA.

[MTpu6nmu3Ho 35 % iTpakKoOHAa30/1y EKCKPETYETHCA Yy BUTJISAAI HEAaKTUBHUX MeTabOoIiTiB i3
cedero Ta 6113bK0 54 % - 3 KajioM BIPOAOBXK 1 THUIKHSA IiCJIg 3aCTOCYBaHHS HO3U
OpasbHOTO PO34YMHY. BuBeeHHS iTpaKOHA30J1y Ta aKTUBHOTO MeTabOoIIiTy
TiOPOKCIITPaKOHA30JIy HUPKaMU IIiCJid BHYTPIIIIHLOBEHHOI'O BBEIEHHS CTaHOBUTH
MeHII HiXK 1 % go3u. BuBeneHHS He3MiHEHOl P€YOBUHHU 3 KaJIOM Bapilo€eThCA Bif 3 [0
18 %.

Ocobausi kamezopii nauieHmis.
ITeyiHkoBa HeOdocmammHicmew.

ITpakoOHa30JI ITepeBakKHO MeTab0JTi3yeThCA y MediHli. PapMaKOKiHETUYHE
OOCIIiIKEeHHS i3 3acTOCyBaHHSIM OofmHOpa30Bol o3u 100 mr itpakoHa3ony (1 kamcymna
100 mr) 6yJio mpoBegeHo 3a y4acTio 6 3opoBuX Ta 12 XBOPUX Ha IIUPO3 MalIli€HTIB.
Byno BusIBI€EHO CTaTUCTUYHO BaXKJIMBE 3MEHIIIEHHS CepeqHbOro 3HaYyeHHa Cmax (47
%) Ta 30inbIlIeHHS y 2 pa3u IIepiogy HalliBBUBEEeHHS iTpakKoHa30my (37x17 npoTtu
165 rogus) y nailieHTiB 3 HXPO30M ITOPiBHSHO 3i 37OPOBUMU AOOPOBOIBIIMHU. X04Ua
3arajibHi KOHIIeHTpallil iTpakoHa30y, Ha ocHOBI AUC, 6ynu 3icTaBHUMHU B 000X
rpymnax.

HeMmae gocTynHUX JaHUX IIOOO JOBTOTPUBAJIOr0 3aCTOCYBaHHSA iTPaKOHA30JIy
HaljieHTaM 3 IIMPO30M.

Hupxosa HedocmamHicmeb.

IlaHi 11010 3aCTOCYBaHHSA IIepOpPaJIbHOI'O iTPAaKOHAa30J1y IMaljieHTaMU 3 IIOPYIIeHHAMU
yHKI1II!T HUPOK 00MexkeHi. PapMaKOKiHETHUYHE AOCIIOKEHHS i3 3aCTOCYBaHHIM
pa3oBoi mo3u 200 Mr iTpaKoHa301y

(4 kanncynu o 50 Mr) OyJI0 MPOBEIEHO 3a y4acTio 3 IPyI Malli€HTIB i3 MOPYIIeHH MU
dyHKI1IIM HUPOK (ypeMisi: n=7, reMmofiani3: n=7, TpuBaau amOyIaTOPHUMN
epUTOHeaIbHUM [Aiaii3: n=>5). Y mali€HTiB 3 YPeMI€I0 i3 cepenHiM 3HaYeHHAM
KilipeHcy KpeaTuHiny 13 mi/xB X 1,73 M2 KoHIIleHTpaliss Ha ocHOBI AUC 0Oyina melo
HUKYOIO IIOPiBHSHO 3 apaMeTpaMHu y 3TOPOBUX HOOPOBOJIBIIB. [laHe HOCITigKeHHS He
ITPOAEMOHCTPYBaIO OyIb-IKOT0 BaXKJIMBOT'O BIIJIUBY reMofianidy abo TpuBaIoro
aMOyJIaTOPHOTO IIEePUTOHEeAaIbHOT 0 Aianidy Ha papMaKoOKiHEeTUKY iTpakoHa3ony (Tmax,



Cmax, AUCO0-8h). [1ma3mMoBi KOHIIEHTpallil B YaCOBUX NPOPiIsaxX ToKa3alu CyTTEBY
MixkCy0’€KTHY BapiabenbHICTh y BCiX 3 rpynax.

ITicnss omHOPa30BOr0 BHYTPIIIHLOBEHHOI'O BBEEHHS CepefHi 3HaUeHH KiHIIeBOT 0
nepiongy HaniBBUBeOeHHA y nauieHTiB 3 merkuMu (CrCl 50-79 mn/xB), nomipaumu (CrCl
20-49 mn/xB) Ta TaxkKuMH (CrCl “20 MJ1/XB) IOpyIIeHHAMEA QYHKIIIH HUPOK OyIu
MOmiOHMMHU IO TAaKMX Y 3[OPOBUX HOOPOBOJIBIIB (Hiarma3oH 3HaYeHb 42-49 roguH MMPOTH
48 roguH y Malli€HTiB i3 MopymeHHAMU QYHKIIN HUPOK Ta 300POBUX NOOPOBOJIBLIIIB
BimmoBigHO). 3aranbHi KOHIIEHTPAIlil iTpakoHa30/1y Ha ocHOBi AUC Oynu 3HUKEHi y
MaIi€HTIB 3 MOMIPHMMH Ta TAKKHUMU NOPYyIIeHHAMU QyHKIIM HUPOK (Ha 30 % ta 40 %
Bi[ITIOBiMHO) ITOPIiBHSITHO 3i 3HOPOBUMU ITOOPOBOIBIISIMHU.

Hemae DOCTyIIHUX OaHUX LIOO0 OOBrOTPUBAJIOrO 3aCTOCYBaHHSA iTpakKOHA30JIy
MalieHTaM i3 HopyleHHAMU QYHKIIM HUPOK. [liani3 He Ma€ BIIJIMBY Ha
HalliBBUBeOeHHs a00 KIIipeHC iTpakoHa305y abo rigpokciiTpakoHas3oiy.

Iimu.

IMaHi 111040 3aCTOCYBaHHS IIEPOPAIbHOTO iTPAaKOHA30JIy OiTAM oOMexkeHi. KniHiuHi
(bapMakKoOKiHETUYHI HOCTiAXKEHHS 3a Y4acTIO [iTel Ta MifJIiTKiB BiKOM Bif 5 MicAIliB 7O
17 pokiB npoBOOUINCS 3 3aCTOCYBAaHHSIM KallCyJl iTpaKOHAa30J1y, PO3UYUHY OPajIbHOTO
Ta PO3YHUHY OIS BHYTPIIIHBOBEHHOTO BBEOEHH. [HOUBiIAYyalbHI JO3H1 i3 3aCTOCYBaHHAM
KaIlCyJI Ta PO3YMHY OpajIbHOTO BapitoBasnu Bim 1,5 mo 12,5 Mr/kr/moby, pexum
mo3yBaHHsS - 1 abo 2 pa3u Ha 0o0Oy. BHyTpillTHbOBEHHO BBOOUIIM OJHOPA30BY A03y 2,5
MT/KT y BUrnsmi indysii abo 2,5 Mr/kr y Burmnsani ingysii 1 abo 2 pa3u Ha mody. He
OyJi0 BUSIBJIEHO 3Ha4HOI 3aexkHocTi AUC iTpaKoHa30J1y i 3araJbHOT0 KJIipeHCY Bif
BiKy mailieHTa, mpoTe OyB MoMideHUM cnabKui 3B’ 130K MiXK BiKOM mallieHTa, 06’eMoOM
po3nopiny, Cmax Ta KiHIIeBUM BUBEOEHHSIM iTpaKOHAa30/1y. YSIBHUM KJIipeHC Ta 00’eM
PO3MIOAiNy 3ajieXkajiy Biff MacH Tijla nalli€eHTa.

IToxa3aHHSA

e BynbpBoBariHajabHUU KaHOUOO3;

e BUCIiBKOIIOOiIOHUI JIHINIAMN;

e IepMaTOMIKO3H, CIPUYMHEHI YYyTIUBUMMU [0 iTpaKOHAa30/1y 30yOHUKaMU
(Trichophyton spp., Microsporum spp., Epidermophyton floccosum), Hanpuknap
mepMaTo@diTis CTOI, TaXOBUM AepMaTOMiK03, mepMaTodiTis Tymnyba, mepmaTtodiTis
KHCTEH PYK;

e opodapuHTeanbHUN KaHOUA03;

e OHiXOMiKO3M, CIpUYUHEH] HepMaTodiTaMu Ta/abo OpixKaKaMu;

e TiCTOIIA3MO3;



e CHCTEeMHi MiK03u (y BUIIafgKaX, KOJIM IPOTUTPUOKOBA Tepallis Iepliol JiiHil He
MoOKe OyTU 3acTocoBaHa abo B pa3i Hee(eKTUBHOCTI JIiIKyBaHHS iHITUMU
MIPOTUTPUOKOBUMU MIpelapaTaMHu, 110 MOoxKe OyTH 3yMOBJIEHO HassIBHOIO
MaTOoJIOTi€I0, HEUYTIUBICTIO IMaToreHa abo TOKCUYHICTIO IIperapary):

0 acCnepriipbo3 Ta KaHOUOO03;

o KPUINTOKOKO3 (Y T.4. KDpUIITOKOKOBUY MEHIHTIT): JIIKyBaHHS
iMyHOOCnIa0JIeHUX MallieHTiB 3 KPUIITOKOKO30M Ta yCiX IAIliEHTIB 3
KPUIITOKOKO30M LIeHTPaJIbHOI HEPBOBO1 CUCTEMU;

o migTpuMyBaibHa Teparlis y nanienTiB 3i CHI[JoM 3 MeTo10 3anobiranus
peluarBy HasiBHOI T'pUOKOBOI iHPeKITil.

OpyHran® Tako0XK IIPU3HA4YaloTh AJI1 IPOodiTaKTUKK I'PUOKOBOI iHPEKIIil y mallieHTiB i3
TPUBAJIOI0 HEUTPOIIEHIEIO y BUMTaKaX, KOJIM CTaHOJapTHA Tepalisd € HeJOCTaTHBOIO.

ITporunnoka3aHHs

Kancynu OpyHran® npoTunoka3aHi HallieHTaM i3 BiOMOIO Tillep4uyTInuBiCTIO OO
[if0490l pedyoBHUHU ab0 OyIOb-IKO1 3 HOMMOMiKHHUX PEYOBUH.

[TpoTunokasaHo ogHOYacHe 3acTocyBaHHS OpyHrany® Ta cybctpatiB CYP3A4.
OpgHoYacHe 3aCTOCYBaHHS MOXKe COPUYMHUTHU IMiOBUILEHHS KOHILIEHTPALlil [IUX
JIiKapChbKUX 3ac00iB y IJTa3Mi KPOBI, 1110 MOXKe MPU3BECTHU OO0 ITOCUIEHHS abo
ITPOJIOHTAllil TepaleBTUYHUX Ta ITOOIYHUX peakllil i CTaHiB, III0 MOXKYTh IOTEHIIMHO
3arpoxyBaTu XKUTTI0. Hanmpukiag, 30inbllIeHi KOHIIEHTPallil IIUX JTikapChKUX 3aco0iB
MOXKYTh IIPU3BECTU OO0 NOOOBXKeHHA iHTepBasly QT Ta BEHTPUKYJISAPHUX TaXiapUTMIiH,
30KpeMa [0 TPIMOTiHHSI-MePEeXTiHHS NIJIYHOYKiB, apUTMIil 3 MOTEHUIWHUM JIeTaJIbHUM
HacnigkoM. [JaHi JlikapchbKi 3aco0u nepenideHi y po3fini «Blaemopisa 3 iHIMMu
JIiIKapChbKUMHU 3aco0aMu Ta iHIII BUOM B3a€EMOIiN».

[IpoTunokaszaHo 3acToCyBaHHs Kancyyl OpyHran® mnaijieHTam 3i IIJIYHOYKOBOIO
oucyHKITi€I0, TAKOIO K 3acCTiliHa cepileBa HeJOCTaTHICTh, ab0 3aCTiMHOIO CEPIIEBOIO
HEeJIOCTATHICTIO B aHaMHe3i, 3a BUHSITKOM JIiKyBaHHS iH(QeKIIil, 10 3arpoXKyIOTh
KUTTIO (OUB. po3min «Ocob6IUBOCTI 3aCTOCYBaHHSI»).

He cnipg 3acTocoByBaTtu Karncyiau OpyHraa® mifg 4yac BariTHOCTI, 3a BUHSITKOM
JIIKyBaHHS CTaHIB, II[0 3aTPOXKYIOTh KUTTIO BariTHOI (OUB. PO3A4iNn «3acTOCYyBaHHS y
repiof BariTHOCTI abo rogyBaHHS IPYOOI0»).

2KiHKaM penpoayKTUBHOTIO BiKy CIIif 3aCTOCOBYBaTH e(PeKTUBHI METOOHU KOHTPAaIeIllil
mig yac JIikyBaHHA KarcyjlaMu OpyHTrajI®, a TaKoXK [0 KiHI[S1 MEHCTPYaJIbHOT O LIUKITY
Iicyis 3aKiHYeHHS JIIKyBaHHS.



B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIiH

ITpakoHa30J1 IepeBaxkHO MeTaboi3yeTses mutoxpomom CYP3A4. Iumri nmpenapaTtu, ki
MeTabO0Ii3yI0ThCSA UM IIITXOM a00 MoaudikyioTh akTUBHICTE CYP3A4, MOXYTh
BIIJIMBaTU Ha papMaKOKiHETHKY iTpaKOHa30JIy. ITpakKoHa30J1 y CBOIO YEPry TaK0OXK
MO2Ke BIUIMBATHU Ha (papMaKOKiHETHUKY iHIINX cyOCTaHIii. ITpaKOHA30JI € IIOTYKHUM
inridiTopom CYP3A4 Ta

P-rnikomnporteiny. [Ipu ogHOYaCHOMY 3aCTOCYBaHHi 3 iHIIMMU JTiIKapChbKUMHU 3acoO0aMu
CJIi TaKOXK KepyBaTUCS IHCTPYKLIAMU OIS MEOUYHOTO 3aCTOCYBaHHS LIUX JIIKapPChKUX
3aco06iB m1omo ingopmartiii mpo nIsiXu MeTabosIiaMy Ta MOXKJIUBY HEOOXiMHICTh KOPEKITil
[03.

JIikapcoki 3acobu, siKi MO®CYyMb 3HUNCYBAMU KOHUEHMPAio impakoHa3oay 8 naa3mi
Kposi

JIikapchKi 3aco0u, SKi 3HUKYIOTh KUCIIOTHICTDb IIIJIYHKY (IIpenapaTH, sSKi
HEeUTpai3yloTh KMCJIOTY, TaKi SIK ajlloMiHilo rigpokcup, abo cynpecopu BUOiIEHHS
KMCJIOTH, TakKi K aHTaroHictu H2-pelenTopiB Ta iHri6iTOpu IMPOTOHHOI IOMIIH),
BILIMBAIOTh Ha abcopOirito iTpakoHa3o0Jy 3 Kancyin. Cnig 6ytTu o0epexkHUMHU ITPU
OOHOYACHOMY 3aCTOCYBaHHI HMKUYe3a3HaYeHUX JIiIKapChKUX 3ac00iB Ta KaIlCyn
ITpakKOHa3011y:

e ITPU OHOYACHOMY 3aCTOCYBaHHi iTpaKOHA30JIy Ta JiKapChKUX 3aco0iB, II10
3HUXKYIOTh KUCJIOTHICTh, Kancynau OpyHran® ciig 3aCTOCOBYBATHU 3 HAlOSIMU 3
MIiABUIIEHOI0 KUCJIOTHICTIO, TAKUMU SIK HEe[lieTUYHA KO0J1a;

e JIiKapChKi 3aco6u, 1110 HENUTPAJII3yIOTh KUCIOTY (HalpUKJial ajJTioMiHii0
TigpOKCHI), CJIif 3aCTOCOBYBaTH IlloOHaKWMeHIlle 3a 1 roguHy mo abo dyepes 2
TOOWHMU IIiCJIA 3aCTOCYBaHHA Karcys OpyHran®;

e CJIiI KOHTPOJIIOBATHU PiBeHb NPOTUTPUOKOBOI aKTUBHOCTI Ta B pa3i HEOOXimHOCTI
30iybITyBaTH O3y iTPAKOHA30ITY.

OnmHOYacHe 3aCTOCYBaHHS iTPAKOHAa30J1y 3 HOTYyXKHUMM IHOYKTOPaMu (PEepMEHTY
CYP3A4 npu3BOOuTh [0 3HUXKEHHS 0I0OOCTYITHOCTI iTpaKOHa30J/Iy Ta
TigpOKCiiTpaKOHAa30J1y, HAaCJIiAKOM 4YOT0 € 3Ha4YHe 3MeHIIeHHS e(heKTUBHOCTI
nikyBaHHSA. [laHi miKapchKi 3aco00U BKITIOYAIOTh:

e aHTHMOAKTepianbHi: i30Hia3um, pudadbyTuH (TaKoXK AUB. IMiOpo3min «JIikapchKi
3aco0u, KOHIIEHTPAllil0 IKUX Y IJIa3Mi KPOBi 30i/bIIIyE iTPAaKOHA30JI»),
pudamMITinuH;

e IPOTHUCYOOMHi: KapOaMa3seIliH (TaKoX y Imiapo3mini «JlikapchKi 3acobwu,
KOHIIEHTpaIlilo SKUX y TJIa3Mi KpoBi 30inbIIIye iTpakoHa30m»), ¢heHobapobiTar,
dbeniTOIH;

e IPOTUBIPYCHI: edaBipeHI], HEBipaIliH.



OnmHOYacHe 3aCTOCYBaHHS IOTYXKHUX IHOAYKTOPiB hepmernTy CYP3A4 3 iTpakoHa3010M
He peKoMeHaoBaHe. He ciig po3nmoynHaTy 3aCTOCYyBaHHS BUIle3a3Ha4YE€HUX JIIKiB 3a 2
THUXKHI 70, IIPOTATOM Ta BIPOAOBXK 2 TUIXKHIB IIiCJId JIIKyBaHHS iITpakKOHA30JI0M, 3a
BHHSITKOM THUX BHUIIQ[KiB, KOJIM MOKJIMBa KOPUCTh 3HAYHO IepeBaKa€ MOTEHL[INHUN
pu3uk. Ciif peTenbHO KOHTPOJIIOBATU PiBEHb MPOTUTPUOKOBOI aKTUBHOCTI Ta
30impIIUTH Y pa3i HeoOXigHOCTI MO3y iTpaKoHa30y.

Jlikapcvki 3acobu, ki 36i1bWy0Mb KOHUEHMpAauyiro impakoHasoay y naa3mi Kpoei

[MotyxHi inri6iTopu ¢pepmenTy CYP3A4 MOXKYyTh 30iMbIINTHU OIOMOCTYIHICTD
iTpakoHa3ony. Hanpuknan;:

e aHTHOAKTEepianbHi: HUIIPOdIIOKCallH, KJIIaPUTPOMIIIUH, ePUTPOMIIIUH;

e IPOTHUBIPYCHI: MapyHaBip, MOTEHIIMOBaHUY PUTOHABIpoOM, pocaMIIpeHasip,
IIOTEHI[IMOBAaHUU PUTOHABIPOM, IHOWHABIP, PUTOHABIP (TAaKOXK y Higpo3aiti
«Jlikapchki 3aco0u, KOHIIEHTPAllil0 SKUX y IIJ1a3Mi KpoBi 30ibIIIyE iTpaKOHA30II»).

Lli mpenapaTu ciif 3aCTOCOBYBAaTH 3 00€PEeKHICTIO IPHU OJJHOYACHOMY 3aCTOCYBaHHS 3
iTpakoHa30y10M. TakKux MalliEHTIB CJIig peTesibHO 00CTEeXKYBaTU CTOCOBHO PO3BUTKY
CUMIITOMIB 30iibIIIeHHS ab0 MpOoJIoHTallil apMaKoJIOTiYHOTO e(eKTy iTpaKOHA30JIy Ta
y pa3i HeoOXimHOCTiI 3MEHIIUTHU OO3Yy iTpaKoHa30/1y. PEKOMeHI0BaHO KOHTPOJIIOBATU
KOHIIEHTPAIlil0 iTpaKOHAa30J1y B IIJIa3Mi KPOBI.

JlIikapcvki 3acobu, KOHUeHmpauiro AKux y naa3mi Kkpoei 36i1bwWye impakoHas3on

ITpakOHAa30JI Ta MOT0 OCHOBHUM MeTabOIiT rimpoKciiTpakoHa30JI MOXKYTh
MMpUTrHiYyBaTu MeTaboii3M npernaparis, sKi MeTabomni3yoTbcs pepmernToM CYP3A4, ta
TPaHCIIOPTYBaHHA JIiKiB P-TIiKonpoTeiHoM, 1110 MOKe IIPU3BECTU [0 30ibIIeHHS
KOHIIeHTpaIlil X JIikiB Ta/ab0 ix MeTabomiTiB y nma3Mi KpoBi. Take mimBUILIEHHS
IJIa3MOBUX KOHIIEHTPAIliil MOXKe IIPU3BECTU 10 TOCUJIEHHS ab00 MOIOBXKEHHS
TepaneBTUYHOIO e(peKTy Ta BUHUKHEHHS IMo0iYHUX peakiriii. [I[poTunoka3saHo
OOHOYACHE IIpU3HAaYEeHHS iTpaKOHAa30JIy Ta JIiKiB, 1110 MeTabonizyotbcsi CYP3A4 Ta
nomoBXKYHOTh iHTepBaa QT, OCKINIBKY 11e MOZKe IIPU3BECTU 00 BUHUKHEHHS
IIJIYHOYKOBUX TaxiapUTMil, BKJIIOUYAIO4YU BUIIQAKU TPIIOTIHHA-MEPEXTIHHSA IIIYHOYKIB
i3 meTaJbHUM HacaigKoM. [Ticias npunuHeHHS TiKyBaHHS KOHIIEHTpAallisd iTpaKOHa301y
3HUXKYETHCS OO0 PiBHS, IKUU MalKe He BUSABJISIETHCS Yy IJIa3Mi KpPOBi, BIPOAOBXK Bix 7
0o 14 pHiB, 3aJI€2KHO Bifl DO3K Ta TPUBAJIOCTI IiKyBaHHA. [lalieHTaM i3 UpO30M
rme4viHkyM abo mallieHTaM, siKi OJHO4YaCHO 3aCTOCOBYIOThH iHTiOiTOpU pepmenTy CYP3A4,
BiIMiHATHU mpernapaTy ciaif mocTymnoBo. OCoOGIUBO 1le CTOCYETHCS TiKapChKUX 3aco0iB,
Ha MeTabo0JIi3M SIKUX BIIJIMBA€E iTPaKOHA30]I.

CynyTHi miKapchKi 3acobu 3rpynoBaHoO V TaKi KaTeropii:




ITpomunoka3aHo: Hi B IKOMY pa3i He 3aCTOCOBYBaTH OMHOYACHO abo0 paHille Hixk

yepe3 2 TUXKHI ITiCJIA 3aKiHYEeHHS JIIKyBaHHS ITPAKOHAa30JI0M.

He pekomeHO08aHO: 3aCTOCYBaHHS LIMX JIiIKAPCHKUX 3aCO0iB OMHOYACHO Ta BIIPOJOBXK

2 TUXKHIB IIIC/IA IPUIIMHEHHS JIIKYBaHHS iITpakKOHAa30JIOM CJIif yHUKATU, OKPIM
BUIIA[KiB, KOJIM KOPUCTH Bif JIIKyBaHHS IlepeBaxKa€ MOXKJIMBUMN PU3UK BUHUKHEHHS
MOoOIYHUX peakilii. AKIMo OJHOYAaCHOI'0 3aCTOCYBaHHS He MOXKHA YHUKHYTH, TO TaKUX

MalieHTiB CIifl peTesbHO 00CTEXyBaTH Ha IOSIBY O3HAK YU CUMIITOMIB 30ilbilIeHHSA ab0

ITpoJIoHTalil papMaKoIoridyHoro epekTy iTpakoHa30JIy Ta y pa3i HeoOXimHOCTi
3MEHIIIyBaTH A03y iTpaKoHa30Jly. PEKOMeHI0OBaHO KOHTPOJIIOBAaTH PiBEHb

KOHIIeHTpallil iTpaKOHa30J1y B IJIa3Mi KPOBi.

3acmocosysamu 3 obepedcHicmio: peTenbHUN MOHITOPUHT PEKOMEHIOBAHO Y BUIIAOKY

OJHOYaCHOTO 3aCTOCYBaHHS 3 iTpaKOHA30JI0M. TaKuX Ialli€EHTIB CIIil PeTEIbHO

00CTexXKyBaTH LIOA0 CUMIITOMIB 30i/biIeHHS a00 mposioHTallil papMaKoIoTidyHOTO

edekTy iTpakoHa301y Ta Y pa3i HeoOXimHOCTiI 3MEeHIITyBaTU 03y iTPpaKOHA30IIy.
PekxoMeH10BaHO KOHTPOJIIOBATH KOHIIEHTPAL[II0 iITPaKOHAa30J1y B I1JIa3Mi KPOBI.

Tabnuug 1. [Tpuknanyu mikKapCchbKuUX 3aco0iB, KOHIIEHTPaAIlisl SKUX 30iIbITYETHCS ITPU

OOHOYaCHOMY 3aCTOCYBaHHi 3 iTpaKOHaBOHOM Ta peKOMeHJIaI.Iﬁ o1oa0 3aCTOCYBaHHA

Krnac nikapcbKux He 3acTocoByBaTu 3
. ITporunoka3saHo .
3aco0iB PEKOMEHI0BaHO o0epexKHiCcTIO
Anbda-610KaTopHU Tamcyno3us
AnbdeHTaHin,
oynpenopdin (mmas
JleBalleTUIIMETAIOJI _
) _ BHYTPIiIIHLOBEHHOT O
AHabreTHu4Hi (;IeBOMETAOMUII), deHTaHII ]
Ta CyOJIiIHTBaIbHOT O
MeTanoH
3aCTOCyBaHHS),
OKCHUKOIIOH
Hu3somipaMmin,
AHTHApPUTMIiYHI omodetumim, IIUTOKCHUH
OpOHEeOapoH, XiHiAWH
AuTubakTepianbHi Pudabytun?
Kymapunn,
AHTUKOATYyJISHTU Ta
. PuBapokcabaH LIMJIOCTA307I,
QHTUTPOMOOIIMTAPHI )
mabiraTpaH
[TpOTHUCYOOMHI Kapb6ama3sermin?
. . Penarminin,
[TpoTugiabeTnyHi

cakcarjainTula




AHTUTENbMIHTHI Ta

L. lanodbaunTpun [Ipa3ukBaHTEN
ITPOTUITPOTO30MHi
AcTemizorn,
AHTUTiICTAaMiHHI Mi30JIaCTHH, Eb6actun
TepdeHaguH
Arnkanoigu pixKkis, a
caMme:
OUTiAPOEepProTaMis,
) ) €proMeTpuH
[IpoTu Mirpesxi ) Enerpunran
(epronosiHn),
eproramis,
METUJIEPrOMETPUH
(MeTuIeproHoBiH)
BopTe3omiob,
OycynbdaH,
. ooLeTakcer,
IDacaTuHiO, )
. ) . epPJIOTUHIO,
AHTuHeoItacTU4Hl (I[prHOTEKaH HiJIOTHUHIO, ) )
ikca0berrinoH,
TpabeKTequH i
JanaTuHio,
TpUMeETpPEKCaT,
ankanoiny 6apBiHKY
Arnbmpa3sonam,
apHUIIiIIpa3oIl,
OpoTHu30samMm,
Jlypa3umoH, OyCITipOH,
. Miga3onam (mis rajonepumo,
AHTUIICUXOTHYHI, .
L . IIepoOpPanbHOTO Miga3onam (s
AHKCIOIiTHYHI Ta _
o . |3acTocyBaHHS), BHYTPIiIITHLOBEHHOT O
CHOMOINHO-CeIaTUuBHI | |
MiMO3u[, CEPTUHOOI, BBEIIEHHS),
TpUasojaM IIEePOCIIPOH,
KBeTialliH,
paMeJsiTeOH,
pHCIIEPUO0H
Mapasipok,
) ) iHmMHaBIipb,
[IpoTuBipycHi .
pUTOHAaBIpD,
CaKBiHaBIp
Berta-61okaTopu Hapomon




benpupnuni,

) Ianri
brnokatopu denopurris, ] )
. . . . OUTIOPOIIIPUONHY, Y
KaJIbI[iEBUX KaHAJIB |IepKaHiOuIIiH, )
. i T.4. Beparnamin
Hiconpmumin
3acobu, 110
BIIJITMBAIOTH Ha IBabpanuH, L
AJtickipeH
CepleBO-CYOUHHY paHoOIa3uH
CUCTEMY
HiypeTuku Ennepenon
3acobu, 110
BIIJINBAIOTH Ha AmnperniTaHT,
Luzanpupg
IIIJTYHKOBO- OOMIIEPULOOH
KHUIIIKOBUU TPaKT
BynecoHirn,
IIUKJIECOHI,
UKIJIOCTIOPHH,
IeKcaMeTa30H,
_ (pnyTHKa3o0H,
ImyHOCyTIpECODPU EBepomnimyc ‘
METUJIIIPEOHI30JI0H,
panaMinuH (BigoMuu
SIK CUPOJIIMYC),
TaKpoJIiMyC,
TEMCUPOJIIMYyC
3acobu, gKi
) JloBacTaTuH,
PEerynoioTh PiBEHb ATopBacTtaTuH
o CHUMBACTATUH
JimigiB
3acobu, aKi
BIJIMBAIOTH HaA CanbMmeTepon
OUXalbHy CUCTEMY
CeneKkTHuBHI
iHri6iTopu
3BOPOTHOT'O
3axOIJIeHHS PebokceTun
CEpPOTOHIHY,

TPULIMKIIIYHI Ta iHIIi
aHTHUOEeNIpPeCaHTu




®e30TepoauH,

3acobu, gKi iMmigadeHaruH,
BILJINBAIOTH Ha , cungeHadin,

, Bappoenadin ,
CEYOBUINTbHY cortipeHalnH,
CHUCTEMY Tamanadin,

TOJITEPOOUH
. AmniTpeTuHOIH (o4
Konxinuu
_ IIepopabHOro
maljieHTam 3
. ) 3aCTOCyBaHHS),
hzannnl HOPYLIEHHAMU Konxinuna
. IMHaKaJIbIIET,
(yHKIIIM HUPOK Ta
) MO3aBalTaH,
Ie4diHKHu
TOJIBAIITaH

a Takox muB. «JlikapchKi 3aco0H, gKi 3HUKYIOTH KOHIIEHTPAIlil0 iTPaKOHA30J1y B IJIa3Mi KPOBi».

b Takox muB. «JlikapchKi 3aco6u, sIKi MigBUIIYIOTH KOHIIEHTPAIil0 iTPAKOHA30J1y B IJIa3Mi KPOBi».
JIikapcvki 3acobu, KOHUeHmMpauiro AKUX 3HUNCYE iMPAKOHA301.

OmHOYacHe 3aCTOCYyBaHHS ITPaKOHA30JIy 3 MEeJIOKCUKaMOM 3HUXKY€E KOHIIEHTpAallilo
OCTaAHHBOT0. MeIOKCUKaM CJIif Mpu3HadaTy 3 00epeKHICTIO IIPU OOHOYaCHOMY
3aCcTOCyBaHHIi iTpakKOHa30JIy Ta KOHTPOJIIOBATH TEPANEeBTUYHY i TOOIYHY [ito.
PekoMeHy€THCS KOPUTYBATU 003y MEJIOKCUKaAMYy.

Iimu.

[ocmigKeHHs III0A0 TiKapChKOl B3a€MOZil IPOBOOUIIKUCS TiIbKU 3 y4aCTIO HOPOCIIUX.
Oco006/1MBOCTi 3aCTOCYBaHHS

IlepexpecHa 2inepuymaugicme.

Hemae maHux 1100 mepexpecHol YyTJINBOCTI MiXK iTpaKOHa30JI0M Ta iHIINMU
a30JI0BUMU IPOTUTPUOKOBUMHU 3acobamMu. Crig 6yTu 06epeXKHUMU TPU IPU3HaAUYeHHi

®

Karcysn OpyHrasn -~ IamieHTaM 3 IinepuyyTInBICTIO OO IHIIIUX a30JIiB.

Bnaues Ha cepue.

® OJIA BHYTpiI_HHbOBeHHOFO BBE€OEHHA 3ad y4adCTIO

Y mocnigxkeHHAX npenapaty OpyHran
300pPOBUX OJOOPOBOJIBIIIB CIIOCTEPITrasocss TPAH3UTOPHE aCUMIITOMAaTUYHE 3MEHIIIEHHS
(paxkiiil BUKUOY JIIBOTO IIIIYHOYKA; BOHO BiJHOBIIIOBAIOCS Iepen HACTYIIHOIO iH]Yy3i€ro.

KriniuyHa 3Ha4yNIicTh UX JaHUX [OJIS epopalbHUX (OpPM He 3’sicoBaHa.



Bimomo, 1110 iTpaKOHa30J1 BUSBISE HETAaTUBHUM IHOTPOITHUM €(EeKT, ITOBIiHOMIISAIIOCS
PO BUIIQAKHU 3aCTiMHOI CepIeBOl HEJOCTAaTHOCTI, IOB’sI3aH0l i3 3aCTOCYyBaHHSAM
OpyHraJIy®. Cepen CIIOHTAHHUX IIOBiIOMJIEHb YaCTOTa BUHUKHEHHS 3aCTiAHOI
cepleBOl HegoCTaTHOCTI OyJla BUILOIO TP 3araibHiit 7o6oBik mo3i 400 Mr Ha mooy,
HiXK y pa3i 3acTocyBaHHS MeHIII01 Ho60Bo1 A03u. OTKe, PU3UK CEPLIEeBOl HEJOCTATHOCTI
MO2Ke 30iTbITyBaTHUCS 3aJIe’KHO Bif 3araibHOI J0O0BOI M03H1 iTPAaKOHA30IY.

[IpenapaT He CJifg IpuUiiMaTH IalliEHTaM i3 3aCTiMHOIO CePLIeBOI0 HEJOCTATHICTIO abo 3
11 HasBHICTIO B aHAMHe31, 3a BUHATKOM BHUIAJKiB, KOJIU OYiKyBaHa KOPUCTh 3HAYHO
MepeBUIIy€E NOTEHUIWHUYA PU3HKK. [Ipu iHOMBiAyaIbHIN OLIIHII CITiBBIiTHOIIEHHSA
KOPHUCTB/PU3HUK CJIil BpaxOByBaTHU TaKi (GaKTOPHU, AK TAKKICTh OiarHO3y, PEXKUM
OO3yBaHHS Ta TPUBAJIICTh IiKyBaHHSA (3arajibHa Jo0oOBa 403a), a TaKOXK iHOMBiOyasbHi
(bakTOpPU pPU3UKYy BUHMKHEHHS 3aCTiliHOI CepIlleBOl HemqocTaTHOCTI. Lli ¢pakTOpU pU3UKY
BKJIIOYAIOTh HasIBHICTh CEPIIEBUX 3aXBOPIOBaHb, TAKUX SK illleMiuyHa xBopoba cepiis abo
ypaxkKeHHSs KJlallaHiB; TSXKKi 3aXBOPIOBAHHS JIET€HIB, 30KpeMa XpOHiuHe 0OCTPYKTUBHE
3aXBOPIOBAHHS JIeT€HiB; HUPKOBa HeJOCTaTHICTh abo iHIIIi 3aXBOPIOBAHHS, 110
CYIIPOBOMXKYIOThCSA HaOpsiKaMu. TaKuX MAlli€HTIB CIIi MPoiHGOpMyBaTH IIPO CUMIITOMU
3aCTiliHOI cepIieBOl HEIOCTATHOCTI, TiKyBaHHS MOTPiOHO IMMPOBOAUTH 3 00€pPEeKHICTIO Ta
KOHTPOJIIOBAaTH CUMIITOMHM 3aCTiHOI CepIrieBOl HegoCTaTHOCTI. [Ipu mosBi ux

®

CUMIITOMIB ITiff Yac KypcCy JIiKyBaHHS 3aCTOCYBaHHs IpemnapaTy OpyHran— HeoOXimHO

IIPUIIMHUTH.

brnokaTopu KanbliieBUX KaHalliB MOXKYTh MaTU HETaTUBHUM IHOTPOIHUMN €(PEKT, SIKUU
MO2Ke ITOCUJTIOBATHU 1el XKe epeKT iTpakoHa30/1y. TaKoxkK iTpaKOHa30/I MOXKe
MMPUTHiYyBaTU MeTabosi3M 6JI0KaTOPiB KalbIlieBUX KaHaJiB. ToMy CiIii HOTPUMYBaTHUCS
00epexKHOCTI ITPU OMHOYACHOMY 3aCTOCYBaHHI iTpaKOHa30j1y Ta 6JI0KaTOPiB
KaJIbIliEBUX KaHAJIiB yepe3 30iIbIlIeHHS PU3UKYy BUHUKHEHHS 3aCTiliHOl ceplieBoil
HeIOOCTaTHOCTi (OuB. po3min «B3aeMomisa 3 iHIIUMHU JTiKapChbKUMU 3acob0aMu Ta iHMIi
BUOU B3aEMOMOIN»).

Bnaue Ha neviHKy

® Iyxe pifKO MOBIOMIISIIOCS IIPO TSKKY

IIpu 3acTocyBaHHi Kancyn OpyHrain
reraTOTOKCUYHICTD, ¥ T.4. TOCTPY II€YiHKOBY HELOCTATHICTh 3 JIeTaJIbHUM HACJIIIKOM.
3m0e0inbIIoro 11i BUNaAKK CIIOCTEPIrajaucs y MalliEHTIB i3 3aXBOPIOBAaHHSMU ITE€YiHKHU B
aHaMHe3i, AKi JiKyBaJuCsa 3a CUCTEMHUMHU IOKa3aHHSIMM, MaJlH iHIIl Cepuo3Hi
3axXBOPIOBaHHS Ta/a00 MpUMMaIH iHIII renaTOTOKCUYHI ITpernapaTu. Y gesaKux
naiieHTiB He Oy/I0 o4eBUOHUX (PaKTOPiB PU3UKY 3aXBOPIOBaHb IMeYiHKU. [lesdKi 3 1ux
BUMOAAKIB CIIOCTEPIraJuCh IPOTATOM MEPIIOr0 MIiCALS JIIKyBaHHS, Y TOMY YHCIIi
MepIroro TuxKHA. Tomy 6aKaHO ITPOBOAUTH MOHITOPUHT (GYHKIII MEeYiHKU y Malli€HTIB,
SIK1 IPUMMaloTh OpyHraH®. [TarieHTiB HEOOXiMHO MONepPenuTHU NTPO HEOOXimHICTh

TEPMIHOBOT'O 3BEPHEHHS 10 JIIKaps y pa3i II0IBU CUMIITOMIB I'e€IlaTUTY, a caMe:



aHoOpeKcii, HymoTH, GJII0BaHHS, BTOMJ/IIOBAHOCTI, 00110 Y )KMBOTi ab0 MOTEeMHiHHS cedi.
3a HAasIBHOCTIi IIUX CUMIITOMIiB HEOOXiMHO HETaWHO NPUIIMHUTHU JIIKYBaHHS i ITPOBECTHU
OOCHIAKEeHHS IMe4YiHKOBO1 (PyHKIIil.

IMaHi 11040 3aCTOCYyBaHHS MepopajlbHUX (OPM iTpaKOHA30Iy IMallieHTaM 3 IIe4YiHKOBOIO
HeIOocTaTHiCTI0O oOMexkeHi. Crif 3 00epekKHICTIO 3aCTOCOBYBaTH 1IeM TiKapChKUM 3acib
OaHill KaTeropil naiieHTiB. PeKOMeHOOBaHKY pPeTENbHNIN MOHITOPUHT CTaHy Malli€HTIB
3 IOPYIIEeHHSIMHU (PYHKITil EeYiHKY, SIKi IPUUMaIOTh iTpaKoHa301. [1pu npuiHATTI
pillleHHs IPO JIiKyBaHHS iHIIIUMHU JIiKapPChKUMM 3acoO0aMu, sIKi MeTab0/Ii3yoThCs
CYP3A4, pekoMeHIoOBaHO OpaTHu OO yBaru IMOOOBXKEHUM IIepion HalliBBUBEIEHHS
ITpakKOHa30J1y, 110 CIIOCTepPIraBCcA y KIIIHIYHUX OOCIIIAZKEHHIX 3a y4acTIO [Ialli€HTiB,
XBOPUX Ha LIUPO3, IKMM 3aCTOCOBYBaJIM OJHOPA30Bi JO3M KaIICyJl iTpaKOHAa30J1y.

[NamieHTaM i3 migBUIIEHUM PiBHEM MEYiHKOBUX (P€PMEHTIB, aKTUBHUM 3aXBOPIOBAHHAM
neviHnky abo 3 IposgBaMU IellaTOTOKCUYHOCTI BHACJIAOK 3aCTOCYBaHHS iHIIIUX
IperapariB JIIKyBaHHS PO3IIOYUHAIOTh TUIBKM 3a YMOBH, 1110 OYiKyBaHUU pe3yJibTaT
IIePEeBUIIYE PU3UK YpaKeHHS NediHKU. Y TaKUX BUMaOKaxX HeOOXigHUYW MOHITOPUHT
pyHKIIIN TTeYiHKH.

3HUCEeHHA KUC/A0MHOCMI WAYHKY.

[Tpu 3HUAKEHiNW KUCIIOTHOCTI NITYHKY abcopOIIist iTpaKoHAa30/1y 3 KallCyJl OpyHran®

noripiyetbed. [lamieETaM 31 3HU2KEHOI0 KUCIIOTHICTIO LIIJIYHKY, CIPUYUHEHOO
XBOpPO0OOI0 (HaIlpuKad axJIopriapieo) abo ogHOYaCHUM 3aCTOCYBAHHSM iHIITUX
npemnapariB (HallpuKiIamd, OJisd 3HUKEeHHS KUCIIOTHOCTL), peKOMEeHOO0BaHO NIpUiiMaTH
KallCyJiu OpyHraH® 3 HaANOSIMU 3 IIiABUIIEHOI KUCJIOTHICTIO (HallpUKiazg 3
HeOiETUYHOIO KOJIO) (OUB. Po3[isl «B3aemMomist 3 iHIIMMHY JTiIKapChbKUMU 3aco0aMu Ta
iHIIII BUAM B3aeMopii»). Ciig BeCTM MOHITOPUHT MPOTUTPUOKOBOI aKTUBHOCTI Ta
30iTBIIUTHY 003y iTPAaKOHA30/Iy 3a HeoOXimHOoCTi (OuB. po3min «B3aemomist 3 iHIIMMu
JIIKapChbKUMHU 3aco0aMu Ta iHIIi BUOM B3aEMOIiN»).

[TarieHTH JIITHBOTO BiKY.

KriniyHI maHIl 100 3aCTOCYBaHHS KallCyJl OpyHraH®

®

rarieHTaM JIITHBOI'O BiKy
ob6mexkeHi. Karcynu OpyHran— He CJIil 3aCTOCOBYBATH MalliEHTaM JIiTHBOTO BiKY,

SIKITO TiJIbKY KOPHUCTH Bill 3aCTOCYBaHHS He IlepeBaXa€ MOTEeHIIWHUU PU3UK.
[MopymeHHS QPYyHKIII] HEYiHKU.

IocTtynHi oOMexKeHi maHi 00 3aCTOCYBaHHS ITepOpPaIbHO iTPAaKOHA30JIy ITalliEHTaM 3
nmopyiieHHsaM GyHKIII nedinku. Crig 6yTu o0epekHUMY ITPU 3aCTOCYyBaHHI IIpernapary
I1ili KaTeropil maili€HTiB.

[MopymieHHES QYHKII1 HUPOK.



IaHi 11040 3aCTOCyBaHHS iTPaKOHA30JIy IIepOPaJbHO NalliEHTaM 3 MOPYILIEeHHSIM
dbyHK11il HUPOK 0OMexkeHi. BiomoCTymHICTh iTpaKOHA30/Iy IIPU IEPOPaTbHOMY
3aCTOCYBaHHI y IMalliEHTiB 3 HUPKOBOIO HEIOCTATHICTIO MOXKe OyTu 3HuXKeHa. Crif
OyTu o0epexKHMMU ITPU 3aCTOCYBaHHI Ipernapary il KaTeropil maiieHTiB Ta
PO3TJIIHYTU NUTAHHSA 1100 KOPUT'YBaHHS OO3MU.

Bmpama cayxy.

[ToBimoMIsAyIOCS PO BUMIAAKW TUMYaCOBOl UM CTiMKOl BTpATH CIyXy y IMAlli€HTIB, IKi
IIpUMMany iTpakKoHa30J. Y OesiKUX BUIIAKaX BTpaTa CIyxXy BimOyBajiach Ha TIIi
OOHOYACHOTO 3aCTOCYBaHHS 3 XiHIAMHOM, KWW NPOTUNOKa3aHUM (OUB. PO3ALT
«B3aemMogpisa 3 iHIIMMM TiKapChbKMMM 3acob0aMu Ta iHII BUOU B3aeMomii»). Ciyx
3a3BUYal BiMHOBIIIOETHCS MiC/IsA 3aKiHYEHHS Tepallil IIpernapaTom OpyHraH®, OOHaK y

OesIKUX MalIliEHTiB BTpaTa CIyXy € He0OOPOTHOIO.
IlTauienmu 3 iMyHHOW HedocmamHicmio.

Y mesikux malli€eHTiB 3 iIMyHHOIO HEJOCTATHICTIO (HallpuKiiafd, MalliEHTH 3
HenTponeHiew, CHIIIoM 41 TpaHCIIJIaHTOBaHUMH OpraHaMM) IepopasbHa

®

6iogoCTyIHICTh iTpaKOHa30y 3 Kancysl OpyHrana— MoxKe OyTHU 3HUIKEHa.

ITauienmu i3 cucmemMHuUMU 2pubkosumu iHpeKuiamu, u,o 6eanocepedHbo
3d2poJCcyromb Hcummio.

Yepe3 hapMaKOKiHETHYHI BJIaCTUBOCTI (OuUB. po3min «PapMaKoOKiHETHUKa») KallCyIun

®

OpyHran~ He PeKOMEHOY€EThCS 3aCTOCOBYBATH OJI IEPBUHHOI Tepallil HeBiOKIagHUX

CTaHiB, CIPUYNHEHUX CUCTEMHUMU I'PUOKOBUMMU iHPEKITISIMHU.
ITauienmu, xeopi Ha CHI]].

Ins nauienTiB, xBopux Ha CHIJI, gKi mikyBanu cucTeMHy IpuOKOBY iH(}EKIIiI0, TaKy SK
CIIOPOTPUX03, 6JIaCTOMIK03, riCTOIIa3M03 Y KPUIITOKOKO3 (MEHIHTeaIbHUM 4n
HeMeHiHTeallbHUM), Ta y IKUX iCHY€E 3arpo3a peluauBy, JiKap IIOBUHEH OLIIHUTHU
HeOoOXiOHICTh NiATPUMYBaJILHOTO JIiIKyBaHHS.

Hetponamis.

®

[Tpu BUHUKHEHHI HeWpoIiaTil, ITOB s13aHO] i3 3aCTOCyBaHHAM Karcyn OpyHran -, Ciif

MIPUIIMHUTY IIPUHOM TIpenapary.
Po3snadu 8y2neso00H020 0OMiHY.

[MTamieETH 3 PiAKICHUMH CIIaAKOBUMM CTaHAMM HEIIEPEHOCUMOCTI QPYKTO3H,
MaJibabCcoPOIli€I0 IITI0OKO3U-TaJIaKTO3U YU caXxapa30-i30MabTa3HOI0 HeJOCTATHICTIO He
TTOBUHHI 3aCTOCOBYBaTH 1€l JTiKapChKul 3acio.



IlepexpecHa pe3ucmeHmHicme.

SIKII0 ITPU 3aXBOPIOBAHHI Ha CUCTEeMHUM KaHOUOO03 € Mifo3pa Ha Te, 1110 Buau rpubis
Candida, saKi BUKJIUKAIOTh 3aXBOPIOBAHHS, PE3UCTEHTHI 00 (QJIyKOHA30Jly, He MOXKHa
CTBEPAXKYBAaTH, 1110 BOHU OyAyTh YYTIUBUMU OO0 iTpakKOHa30Jy. ToMy HeoOXigHO

BHKOHAQTH TECT Ha qYTHHBiCTb Imepen rmo4YaTkoM J'IiKy'BaHHH KaIICyJlaMH OPYHl"aJ'I@.

B3aemoszamiHHIiCcmMb.

He pekoMeHOy€ETHCS B3AaEMHO 3aMiHIOBATH JIiKapChKi 3acobu OpyHraH®, KalCyau, Ta

OpyHran®

no3 0i0mOCTYIHICTh PO3YUHY OPaIbHOTO € BUIIOIO.

, PO3YKH OpaJIbHUU, OCKIJIbKU IIPU IIepopaibHOMY 3aCTOCYBaHHI OJHAKOBUX

ITomeHuian 83aemo0ii.

OnmHOYacHe 3aCTOCyBaHHS iTpaKOHA30JIy Ta MEeBHUX JIIKapChbKUX 3ac00iB MOxKe
ITPU3BECTH 00 3MiHU e(peKTUBHOCTI iTpakKoHa30/1y Ta/abo JiKapCchKoro 3acody, I11o
3aCTOCOBYETHLCS OOHOYACHO 3 HUM, MOOIYHUX pPeakilil, 1110 MOXKYTh 3arpoKyBaTu
XKUTTIO, Ta/abo parToBOTO JIeTaIbHOTO HACHiaKy. JIikapchKi 3acobu, sKi
ITPOTUIIOKAa3aHO, He PEKOMEHI0BaHO ab0 peKOMeHA0BaHO 3aCTOCOBYBATHU 3
00epeXKHICTI0O OOHOYACHO 3 iTpaKOHAa30JI0M, HaBefieHi y po3ini «B3aeMogis 3 iHIIIUMU
JIiIKapChKUMHU 3aco0aMM Ta iHIIIi BUOU B3aEMOIIN».

3maTHiCTH BIUTHBATH Ha MIBHIKICTH peakiIlii mIpu KepyBaHHiI aBTOTPaHCIIOPTOM
a00 iHImMMMMHU MexaHiZMaMHu

IMocnigKeHb 100 BIJIWBY Ha MIBUAKICTH peakiiil ITpy KepyBaHHI aBTOTPAHCIIOPTOM
a6o po6oTi 3 iHMKUMU MexaHi3MaMu He ImpoBoausocs. Ciig mamM’sTaTH PO MOXKJIUBICTh
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 nepios BariTHOCTi a0o rogyBaHHS IPyaaio

BaeimHicmb.

OpyHran® He CIIif IpU3HayYaTyU BariTHUM, OKPIM CTaHIB, 110 3arPOXKYIOTh XKUTTIO,
KOJIM TIOTEHIIiHa KOPUCTh [JIs1 BariTHOI MePEeBUIIyE PU3UK HETAaTUBHOTO BIJINBY Ha
omig (ouB. po3nin «IIpoTunoka3aHHSI»).

Y mocnigKeHHSX Ha TBapHWHAX iTpaKOHa3OT[ BHUABUB PEIIPOOYKTHUBHY TOKCHUYHICTb.

IMaHi mmomo 3acTocyBaHHs npenapaty OpyHran® y mepiof BariTHOCTI oOMexkeHi. ¥
IIOCTMapKETUHIOBUY IEePiof MOBIOOMJISAIIOCS IIPO BUIMIAAKHU aHOMAaJIi PO3BUTKY, TaKi



sIK BaW PO3BUTKY CKeJieTa, CEeY0CTAaTEBOT0 TPAKTy, CEPIIEBO-CYOIUHHOI CUCTEMHU Ta
OpraHiB 30py, a TAKOK XPOMOCOMHIi aHOMaJIil Ta MHOXKHWHHI Bagy PO3BUTKY.
[MpuuyuHHUY 3B’130K i3 Karncynamu OpyHran® He OyB BCTAHOBIEHUM.

Enipemiosnoriuni gaHi mono BIjiMBYy IpenapaTty OpyHraa® Ha XIHOK Y IepLIIOMY
TPUMECTPIi BariTHOCTI (3aCTOCOBYBasu IIpernapaT IepeBaXxHo OJIs1 KOPOTKOYaCHOI'O
JIIKyBaHHS BYJIbBOBAriHaIbHOTO KAaHAWA03Y) He BUSBUIIY 30ibIIIEHOTO PU3UKY Bag
PO3BUTKY IIOPIBHSHO 3 TAKUMMU Yy XKIHOK, sIKi He 3aCTOCOBYBaJiu IpenapaTru 3
TepaTOreHHUM e(PEeKTOM.

KiHKu penpodyKkmueHo20 BIKY.

XKinkaM penpoayKTUBHOIO BiKy, SIKi IpuKMaroTh Kancynu OpyHran®, ciifg
3aCTOCOBYBaTH HafiliHi 3ac00M KOHTpPAIIENIil ITPOTATOM yChOT0O KypCy JIiKyBaHHS O
HaCTaHHS IepIIol MeHCTPYyallil Micas KOT0 3aBepIIeHHS.

ITepiod 200yB8aHHA 2pydo1o.

Ily>xe He3Ha4HI KiJIbKOCTI iTpPaKOHA30J1y BULOINIAIOTECS Y TPYAHE MOJIOKO. ToMy ¥
repion rogyBaHHS T'PYAOI0 HEOOXiMHO 3iCTaBUTU MOKJIMBUM PU3UK [JIS OUTUHU 3
O4YiKyBaHOIO KOPHUCTIO Bif IiKyBaHHSA npemnapaTtoM OpyHran® pjsg matepi. Y CyMHIBHUX
BUIIaJKax XKIHII CIIif IPUNIWHUTU TOOYBaHHS I'PYOALO.

Cmocib 3acTocyBaHHSI Ta I03H

Kamncynu OpyHran® 3acTOCOByBaTH IIepOpPaabHO Bigpa3y micis iou A 3abe3nedeHHs
MaKcuMalabHOl abcop0biiil mpemnapaTy. Kamcynu ciifg KoBTaTy LiIUMU.

Ta6J'II/IL[H 2. CxeMmu J'IiKy'BaHHSI OJOPOCIHUX OJIAA KOZKHOT'O ITOKAa3daHHA:

Iloxa3zaHHsa o1 ] .
Ho3a TpuBagicTs IIpumiTkn
3aCTOCYBaHHS
BynbBOBariHaabHUU 200 Mr 2 pa3u Ha
1 menp
KaHIUI03 noGy
. . . . |200 mr 1 pa3 Ha .
BuciBkonomiOHuM numam 7 OHIB
noGy
100 mr 1 pa3 Ha )
. i 15 guiB
[TaxoBUM JepMaTOMIKO3, moby
nepMmaTtodiTisa TymyOa 200 Mr 1 pa3 Ha )
7 OHIB
noGy
HepMmaTodiTis cTor, 100 mr 1 pa3 Ha ,
.. o 30 gHiB
nepMaTodiTisg KUcTed pykK |Ooo0y



Cnipg 30inpmIuTH
mo3y go 200 mr 1
pa3 Ha goby
BIPOOOBXK 15 AHIB

OpodapuHreanbHi 100 mr 1 pa3 Ha ) rnaiieHTam i3

KAaHOUO03U mo0y 15 mais HeuTporneHieo abo
CHIIoMm gepes
MMOPYyIIeHHS
abcopOi1ii mpemnapaty
B IIMX HAIlI€HTIB.

OnixoMiko3u (ypaXeHHS

HITTHOBUX IIJIACTUHOK Ha

. 200 mr 1 pa3 Ha _ .
MManblsaX HIT K 3 3 micsi

ypaXXKeHHsM HIr'TiB Ha
pyKax, Tak i 6e3 HbOTO)

noGy

OntuMarnbHi KITiHiYHI Ta MiKOJIOTi4Hi epeKTHu mocAaraioThCs depe3 1-4 THUXHI micns
3aKiHYeHHS JIiIKyBaHHS iH(QEeKIIiY MIKipKu, By/IbBOBariHaJIbHUX Ta OpodapruHTeaTIbHUX
KaHOUAOo3iB Ta yepe3 6-9 MiCAIliB ITiC/Is 3aBepIIeHH JTiKyBaHHS iH(EKIlil HiIrThOBUX
[JIaCTUHOK. lle 1oB’sa3aH0 3 TUM, 110 BUBEOEHHS ITpaKOHA30Jly 3 TKAHWH LIKIpU, HIrTiB

i cmu3oBUX 000JIOHOK BimOyBa€eThCS IMOBiNBbHIiIIIE, HiXK i3 ITJTa3MU KPOBI.

TpuBamicTh JIiIKyBaHHSI CUCTEMHUX I'PUOKOBUX ypaXKeHb NOTPiOHO KOPUTYBaTHU
3aJIe’KHO Bif MIKOJIOTiYHOI Ta KJIiHiYHOI BiIIOBiAi Ha Teparriio.

Tabnuia 3. CucTteMHi MikKo3u

IToka3aHHS OJIs1
3aCTOCyYyBaHHSA

Ho3yBanHsa 1

IIpumiTknu

Acneprinbpo3

200 Mr 1 pa3 Ha moby

30inbimenHsa go3u mo 200 Mr 2
pa3u Ha moOy y pasi
iHBa3MBHOTO a00
OUCEeMiHOBAHOT'O 3aXBOPIOBAHHSI

Kangumo3s

100-200 mr 1 pa3 Ha
noGy

30inbimenHs go3u mo 200 Mr 2
pa3u Ha moby y pasi
iHBa3uBHOTO ab0
ONCEeMiHOBAHOI'O 3aXBOPIOBAHHS

Kpuntokoko3 (6e3 o3HaK
MEHIHTITY)

200 Mmr 1 pa3 Ha moOy




[linTpuMyBasibHa Teparmis (Ous.
KpunrtokokoBuit MeHiHTiT (200 Mr 2 pa3u Ha moby [po3gin «Ocob6muBoOCTi
3aCTOCyBaHHS»).
Big 200 mr 1 pa3 Ha
IicTomna3smos no6y mo 200 Mr 2 pa3u
Ha 100y
[linTpuMyBasibHE JIIKyBaHHS [uB. IPUMITKY 1000
) o 200 Mmr 1 pas Ha goOy
narieHTiB i3 CHIom TIOPYIIIeHHST abcopOIIil HUXK4e.
[TpodinakTrka
. . IIuB. IPUMITKY IIIOOO
y Hali€eHTiB 200 mr 1 pa3 Ha o0y P Y
MopyIIeHHsa abcopOiIil HuXK4e.
3 HEUTPOIEHIEIO

1 TpuBaJicTh IiKyBaHHS CJIif KOPUTYBATH 3ajIe2KHO Bif KiiHivyHOI Bimmogimi. [Topymienss abcopoOirii y
nauienTiB 3i CHI[JoM Ta 3 HEUTPOIIEHi€I0 MOXKe ITPU3BECTH N0 HU3bKOI KOHIIEHTpallil iTpakKoHa3011y B
KPOBi Ta 3HM>KEHHS e(EeKTUBHOCTI. Y TaKUX BUNaOKaX PEKOMEHOYEThCSI MOHITOPUHT PiBHA
iTpakoHa30/1y B KPOBi Ta 3a HeoOximHOCTi 36inbirerHs mo3u go 200 mr 2 pa3u Ha mo0y.

ITauieHmu AiMHBLO20 BIK).

3acTtocyBanHs OpyHrany® mnaiieHTaM JIiITHBOTO BiKy HE PEKOMEHOY€EThCS (OUB. PO3MiNn
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

INauienmu 3 nopyweHHAMU (PYHKUIU HUPOK.

KriniuHi maHi 3acTocyBaHHS IepopanbHUX (GOPM iTpaKOHA30/y IalliEHTaM 3
MOPYyIIeHHAMY QYHKIIIM HUPOK oOMexKeHi. BiomocTynHicTh mpenapaTy npu
IMepopabHOMY 3aCTOCYBaHHi MOxKe OyTH 3HUKEeHa y MalliEHTiB 3 HUPKOBOIO
HemocTaTHicTIO. Crig 6yt 00epeXXHUMU IIPU 3aCTOCYBaHHI ITbOTO JTIKapChKOT'0 3aco0y
TAaKMM MallieHTaM Ta PO3IJISHYTU MUTAaHHS IIPO KOPUT'YBAHHS OO3MU.

IMauieHmu 3 nopyweHHAMU (PYHKYIU NeyviHKU.

KriniuHi maHi 3acTocyBaHHS IepopanlbHUX (GOPM iTpaKOHA30/y IalliEHTaM 3
nopyiieHHsIMu GyHKIIN rmedinku ooMmexeHi. Cnig OyTu o6epexxHUMU MpHU
3aCTOCYBaHHI IIbOT0 JIIKapChKOT0 3aCO0y TaKUM MallieHTaM (OUB. PO3Mis
«®apMaKoJIOTiuHi BTacTuBOCTi. PapMaKOKiHETUKA»).

OiTu



3actocyBanHsa OpyHrany® miTsaMm He peKOMeHOyeThCs (OuB. po3min «OcoOmIuBOCTI
3aCTOCyYBaHHS»).

Ilepego3yBaHHs

3aranoM noOiyHi peakiiil, IPo AKi IOBIAOMIIANIOCS y pa3i mepeno3yBaHHs, Malu
CX0kKUM podinb 3 MOGIYHUMM peakIlisiMu, 110 BUHUKAJIU IIPU ITPUKOMIi iTpaKOHa30Ty
(muB. po3min «ITobiuHi peakirii»).

Y pasi nepeno3yBaHHS CJIif BXKUTH IIIATPUMYBaJIbHUX 3aXO0niB. fKII0 11e BUIIpaBOaHo,
MOXKHa ITPU3HaYUTHU aKTUBOBaHe BYTi/I/sg. [TpaKOHa30J/I He MOKHAa BUBECTH LIJISIXOM
remopgianidy. CrienmpidyHOT0 aHTUAOTY HEMAE.

ITo6iuni peakmii

HavuacTimumu mob6ivHUMHU peakIlisiMU IPU 3aCTOCYBaHHI Kancysn OpyHran®, npo sKi
MMOBiIOMJISIJIOCS ¥ XOMi KITIHIYHUX OOCHIXKEeHb Ta Y CIIOHTAaHHUX MOBiAOMIIEHHIX, OyJn
roJIOBHUM Oinb, 6i71b y 2KMBOTI Ta HymoTa. Haulbinblll cepiio3HUMU NOOIYHUMU
peaxiismu OyIu ceplio3Hi anepriuyHi peakiiii, ceplieBa HeloCTaTHICTh/3acTiiHa
cepiieBa HeIOCTAaTHICTh/HAOPSK IereHiB, MaHKPEATHUT, TSIXKKa rellaTOTOKCUYHICTh
(BKJII0OUAIO4YM OeKiTbKa BUIIAOKiB IOCTPOl IEeYiHKOBOI HEJOCTATHOCTI 3 IeTaJIbHUM
HaCJIiOKOM) Ta TSIKKi peakilil 3 00Ky mikipu. YacToTa ImobGiYHUX peakilil Ta iHImi
nmoOiuHi peakilil HaBeoeHi HUXKYeE.

[Tpo mobiuHi peakilii, HaBeJeHi HUXKYe, ITOBITOMJISIJIOCS ¥ XOAi BIIKPUTUX Ta MOABIMHUX
crinux KiiHivHUX BUIPOOyBaHb Karicyn OpyHran® 3 yyactio 8499 mailieHTiB, sKi
OTPUMYBAJIU iTPAKOHA30II [JIs JIIKYBaHHS IepMaTOMiK03iB a00 OHiXOMiK03iB, Ta 3i
CIIOHTAHHUX II0BiIOMJIEHb.

[ToGiuHi peakilil, HaBeJeHi HUXK4Ye, 3TPYIIOBaHi 3a CUCTeEMaMU OpraHiB, BcepeguHi
KOJKHOI I'pyIiu 3a CUCTEMaMHU OpraHiB BKa3aHi 3a 4acTOTO10. HYacToTa BU3HAYAETHCS K
nyxe 4dacto (= 1/10), gacto (= 1/100, < 1/10), HeuacTo ( = 1/1000, < 1/100), pigko (=
1/10 000, < 1/1000), myxe pigko (* 1/10 000).

IHgexkuii ma iHBasiI:

HedacTO - CUHYCHT, iH(peKIlil BepXHiX AUXaJIbHUX MIJISIXiB, PUHIT.
3 60ky Kpoei ma aiMmpamuyHoi cucmemu:

PigKoO - TeuKOIIeHis.

3 6oky iMmyHHOI cucmemu:



HeyacToO - TinepyyTIUuBICTh*;

pimKo - cupoBaTKOBa XxBOpo0Oa, aHTiOHEBPOTUYHUYM HAOPSK, aHadiTaKTUYHI peakiril.
3 6oky memaboaizmy:

PIOKO - TIepTPUTJIiLePUuaeMis.

3 6oky Hepsosoi cucmemu:

YacCTO - T'OJIOBHUH Oifnb;

PiOKO - mapecTesis, rinoecresisa, OIUCTreB3id.

3 60Ky opaaHis 30py:

PiOKO - MOpPYILIEeHHs 30PYy (Y T.4. QUIJIONIA Ta IOMYTHIHHS 30pPY).
3 60Ky opeaaHia cayxy ma eecmubyasipHO20 anapamy:

PioKO - TMUM4YacoBa UM CTiliKa BTpaTa CIyXy, IIIyM y ByxaX.

3 60Ky cepusi:

HEeBIOOMO - 3aCTiliHa ceplieBa HeJOCTaTHICTh*.

3 60Ky OuxasavHoOi cucmemu:

PiOKO - OUCIHOE.

3 60Ky mpasHoi cucmemu:

4acTo - Oifib y KUBOTI, HyJOTa;

HevacTo - fiapes, 67110BaHHSA, 3a1lop, AUCIEICisl, METEOPU3M;
PigKO - maHKpeaTHur.

3 60Ky 2enamobiniapHoi cucmemu:

HedYacTo - IOPYIIeHHs PYyHKIiNW IeYiHKY;

PiOKO - TSI2KKa renaTOTOKCUYHICTS (y T.4. AeKilbKa BUIIQAKiB TSA2KKOI TOCTPOI
MMe4YiHKOBOl HEIOCTATHOCTI 3 JTeTaJIbHUM HacJigkKom)*, rinepbimipyoinemis.

3 60Ky wkKipu ma niOwWKIipHOI KAIMKOBUHU:

HedYacTo - KPONUB'IHKa, BUCUIIAHHSI, CBepOixK;



PIOKO - TOKCUYHUU ellilepMaibHUN HEKPOoJIi3, cuHaApoM CTiBeHca-II?KOHCOHA, TOCTPUN
reHepasi3oBaHUU €K3aHTEMaTO3HUU TyCTY/Ib03, MyJIbTU(OPMHA €PUTEMA,
eKcosTiaTUBHUY JepMaTUT, JIEUKOLMTOKIaCTUYHUM BaCKYJIiT, aJIoONellis,
CBITJIOYYTJIUBICTb.

3 60Ky ceuosulinbHOI cucmemu:

PiOKO - mojiakiypis.

3 60Ky penpodyKkmueHOi cucmemu ma MO/A0YHUX 3d/103:
HEe4YacCTo - PO3JIagd MEHCTPYaJIbHOT 0 [UKILY;

HEBIIOMO - ePEeKTUJIbHA OUCOHYHKILIS.

3azanvHi po3aadu:

HedacTo - HaOpsKH.

JlabopamopHi 00CAiOHCEeHHS:

PiOKO - MiABUIIIEHHS PiBHS KpeaTUHPOCPOKiHaA3M y KPOBI.

* muB. po3main «OcoOGIMBOCTiI 3aCTOCYBaHHS».
Onuc okpemux nobivHUX peakuitl.

Hux4e HaBemeHo 1mobiuHi peaxiiii, acoirifioBaHi i3 3acToCyBaHHSM iTpPaKOHA3011y, PO
SIK1 TTOBIOMIJISAJIOCS Y XOM1 KIIiHIYHUX gociaiakeHb OpyHrany®, po34yuHy OpajibHOTO Ta
PO3UYUHY [ BHYTPIIIHEOBEHHOI'O 3aCTOCYBaHHS, 3a BUHATKOM 3allajIeHHA Y MICIIi
iH’€eKI1Iil, OCKiNMbKY 11 1oOiYHa peakilia € cuerudiyHoo Iullle Oasi PO3YUHY I
BHYTPIILIHBOBEHHOI'O BBEIEHHS.

3 60Ky Kpoei ma aiMpamuyHoi cucmemu: TPAHYIOLMUTOIIEHIsI, TPOMOOIIUTOIIEHsI.
3 60Ky imyHHOI cucmemu: aHadinakToIgHI peakxirii.

3 60Ky mMemaboai3my: rinepriikemis, rimepkanieMis, rimokaniemisi, rimoMmarHiemisi.
3 60Ky ncuxiku: CIIIyTaHIiCTb CBiJOMOCTi.

3 60Ky Hepsosoi cucmemu: nepudeprudHa HeUpomaTisa*, 3aTaMOPOYEHHSI, COHJIUBICTD,
TPEeMOop.

3 60Ky cepus: ceplieBa HEOCTATHICTh, HEIOCTATHICTD MiBOTO IITYHOYKA, TaXiKapmis.



3 60Ky cyOuHHOI cucmemu: apTepianbHa rinnepTeH3isi, apTepianbHa rinoTeH3is.

3 60Ky OuxasavHoi cucmemu: HaOPSIK nereHiB, muchOHisI, KaIllelb.

3 60Ky mpasHoi cucmemu: IMITyHKOBO-KUIIIKOBI PO3JIaiu.

3 60Ky 2enamobisiapHoi cucmemu: Me4YiHKOBa HEOOCTATHICTLY, remaTuT, JKOBTSTHUIIS.
3 60Ky wKipu ma niowkKipHOI KAIMKOBUHU: epUTEMATO3Hi BUCHUIIAHHS, Tilleprigpos.

3 60Ky M’513080-CKe1emHoi cucmemu: Miairis, apTpanris.

3 60Ky ceuyosulinbHOI cucmemu: MopyleHHs GYHKIIN HUPOK, HETPUMaHHS Ccedi.

3aezanvHi po3aadu ma peakuii y micui eeed0eHH: TeHepai3oBaHUM HaOpPsK, HaOPsK
o6nuyys, 6iy1b y TPyOHiM KIiTLi, rapsg4ka, 0i7b, BTOMJIEHICTb, 03HOO.

JlabopaTopHi mocmimKeHHsI: MigBUINEeHHS PiBHSA alaHiHaMiHoTpaHcdepasy,
MiABUIIIEHHS PiBHA aclapTaTaMiHOTpaHcdepa3H, MigBUILEeHHSA PiBHS JTY2KHOI
docdaTas3u, migBUlleHHA PiBHA NaKTaTOETiAPOTriHa3H, MiABUIIEHHS PiBHSA raMMa-
royTaMinrtpaHcdepasu, TigBUIIEHHS PiBHA MeYiHKOBUX (ePMEHTIB, BiIXUIE€HHS B
pe3yJbTaTax aHali3y ceui.

Himu.

Besneka 3acTtocyBaHHA Kancyn OpyHraa® pgocrimzKyBajacs 3a ydacTio 165
neniaTPpUYHUX NAllieHTiB BikoM Bix 1 mo 17 pokis, siki Opanu y4acTh y 14 KiliHigHUX
OOCITimXKeHHsIX (4 MOABIMHUX CIIINUX, IIared0-KOHTPOJIbOBAHUX OOCITiIXKEeHHSs; 9
BiIKPUTHUX OOCIiOXKeHb; 1 DOCITiAXKeHHS 3 BiOKPUTOIO (a3010, 3a SIKOIO CIIioyBaja
noasiiHa ciina ¢gasa). Lli mamieHTH oTpuManu oHauMeHIIe 1 D03y KalcCyJl
OpyHran® ps nmikyBaHHS rpuOKOBUX iHGeKIIiM, Oynu 3i0paHi gaHi 3 Oe3IeKH.

Ha ocHOBi 3BefieHUX faHUX 3 0€3MeKH, OTPUMaHUX y ITUX KIIiHIYHUX JOCHIIXKEeHHX,
MOOIYHMMM peakIlisiMu, IIPO SIKi YacTO MOBiMOMIIAIOCS, V AiTel Oyu: TOJIOBHUM Oilb
(3,0 %), 6moBanHs (3,0 %), 6inb v kuBOTi (2,4 %), oiapes (2,4 %), moOpyIIeHHS
¢ynkuii nevinku (1,2 %), aprepianbHa rinoten3sis (1,2 %), uymota (1,2 %) Ta
kponuB’siHKa (1,2 %). 3aranom npodinb mobivHUX peakiliii € CXOXKUM 3 TaKUM Yy
OOPOCJINX, ITPOTE YacTOTa 1X BUHUKHEHHS € BUIIOIO y IiTeu.

TepMmin npuagaTHOCTI
3 POKH.

VYMmoBHu 30epiranHs



30epiraTtu B HEOOCTYIIHOMY [JIs miTel Micii nmpu TeMmmepatypi He Buite 30 °C.
VYnakoBka

ITo 5 karmcyn y 6ticTepi, mo 3 6/1icTepy B KAPTOHHIM KOPOOIIi.

KaTeropis Bignycky

3a peLenTom.

BupoOHUK

Auccen-Cinar C.m.A./Janssen Cilag S.p.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoBaaKeHHsI
IisIIHBHOCTI

Bia C.4duccen, 04100 Bopro Can Mimens, JlaTtina, Itamis/Via C. Janssen, 04100 Borgo
S. Michele, Latina, Italy.

[Ixkepeso iHCTPYKITil

[HCTpPyKIIifo TiKapChKOTro 3aco0y B31TO 3 0illiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JTiIKapChKHX 3ac00iB YKpalHu.



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

