IHCTPYKIIA

OIS MEJUYHOT 0 3aCTOCYBaHHS JIiKapChKOro 3aco0y

OPYHTATT®

(ORUNGAL®)

Ckiaan;:

miroya pedyoBHHa: itraconazole;

1 Kamcysa MicTuTh iTpakoHa3sony 100 wmr;

IOTIOMiKHI peYOBUHU: caxapo3a, rimpomenosa Ta Makporon 20 000;

o0osioHKa Karncynu: tTutany giokcup (E 171), ingurokapwmin (E 132), eputposus (E 127), xenaTuH.

JIikapcbka ¢dopma. Kancymu.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: TBEPAi KeJlaTUHOBI KaICyJId, 10 CKIagaloThCs 3 TPO30pOTo
KOPIIYCY POXKEBOTO KOJIbOPY i HEITPO30POi CUHBLOI KpUllleyKu. BMicT Kamcyn - rpanynu KpeMoBoro abo
Maiixke 06i710ro Kombopy.

dapMakoTepaneBTHYHA rpyna. [I[poTurpubKoBi mpenapaTy AJisi CHCTEMHOTO 3aCTOCYyBaHHS.
[Toxigni Tpia3zony. ITpakona3zon. Kog ATX JO2A CO02.

Papmakono2iuHi e1acmueocmi.
dapmakoguHaMiKa.

ITpakoHa307 - moXigHa Tpia30Jy, 0 Ma€e MUPOKKUM CIeKTp Ail. [locnmigXKeHHs in vitro nmokasamny, mo
iTpaKOHa30JI MPUTHIYYE CUHTE3 eProCTePOy y KIliTHHaX I'pubKiB. Eprocteposn € BaxkJIuBUM
KOMITOHEHTOM KJIiTUHHOI MeMOpaHu rpubKa, IpUrHiueHHs M0ro CuHTe3y 3abe3neyye
IPOTUTPUOKOBUH e(EKT.

CTOCOBHO iTpaKOHa30Jly TpaHuyYHi 3HaueHHs Oyiu BcTaHoBNeHi nuite aist Candida spp. Y pasi
IOBepXHeBUX MiKoTU4HUX iHekmik (CLSI M27-A2, rpaHryHi 3HaYeHHS He Oy BCTAHOBJIEHI 3a
Metoponorieto EUCAST). I'panvuni 3Hauends CLSI: yytnusi <0,125; 4yTnuBi 1030-3amexKHi
0,25-0,5 Ta pe3uctenTHi =1 MKr/™My. ['paHUYHi 3HaAYEHHS He Oy BCTAHOBJIEHI [yIs MilleiaTbHUX
rpuOiB.

HocnigxkeHHs in vitro moka3aiy, 1110 iTpaKOHa30J1 IIPUTHIYYe PiCT IMIKUPOKOT0 CIIeKTpa IPUOKIB,
IIaTOTeHHUX [AJIS JIIOOWHY ¥ KOHIIeHTpalisx 3a3Budail <1 Mxr/mi. Lle, 30kpeMa: gepmatoditu



(Trichophyton spp., Microsporum spp., Epidermophyton floccosum); ppixaxi (Candida spp.,
Bkmiovatouu C. albicans, C. tropicalis, C. parapsilosis ta C. krusei, Cryptococcus neoformans,
Malassezia spp., Trichosporon spp., Geotrichum spp.), Aspergillus spp.; Histoplasma spp.,
BKmo4awuu H. capsulatum; Paracoccidioides brasiliensis; Sporothrix schenckii; Fonsecaea spp.;
Cladosporium spp.; Blastomyces dermatitidis; Coccidiodes immitis; Pseudallescheria boydii;
Penicillium marneffei Ta inui pi3HOBUAM OPiKOXKiB Ta IPUOKIB.

Candida krusei, Candida glabrata Ta Candida tropicalis 3aranoM € HaiMeHII YyTJIUBUMHU BUAAMU
Candida, a mesiki i30/19TH 0EMOHCTPYIOTh PE3UCTEHTHICTE 0 iTpaKOHa3071y in Vitro.

TonoBHKMMU TUTlaMU TPUOKIB, SKi He MPUTHIYYIOTHCS iTpaKOHA30510M, € 3urominetu (Rhizopus spp.,
Rhizomucor spp., Mucor spp. Ta Absidia spp.), Fusarium spp., Scedosporium proliferans ta
Scopulariopsis spp.

Pe3ucTeHTHICTL 00 a30J1iB PO3BUBAETHLCS MOBITBHO Ta 3a3BUYal € Pe3y/IbTaTOM KilTbKOX T€HETUYHUX
MyTauiii. OnucaHi MexaHi3Mu BKJIIO4alTh HaaMipHy ekcnpecito ERG11, gkuii kogye
14a-gmemeTunasy (bepMeHT-MimmeHsb), TOYKoBi MyTalii y ERG11, 1m0 nmpu3BogsaTh 0 3HUKEHHS
adinnocTi 14a-geMeTunasy 0o iTpakoHa30/1y Ta/abo HafiMipHOI eKCIIpecii mepeHoCHUKa, 1110 B
pe3yIbTaTi MigBUIINYE BiATIK iTpakoHa30/1y 3 rpuOKOBUX KIIITUH (a caMe BUAAJEHHS iTpaKoOHA30Iy 3
noro mimmeHi). [TepexpecHa pPe3WCTEHTHICTh Cepef TiKapChKUX 3ac00iB ITpefiCTaBHUKIB KJIaCy a30JIiB
criocTepiranacs y Mexax pisHoBuny Candida, ogHaK pe3uCTEHTHICTh 00 OOHOTO 3 IIPeICTaBHUKIB
KJIaCy He 000B’sI3KOBO O3HAYa€ HAsIBHICTh PE3UCTEHTHOCTI OO iHIIUX a30:1iB. [ToBimoMIIsiiocs: mpo
PE3UCTEHTHI [0 iTpakoHa3oiy mtamu Aspergillus fumigatus.

dapMaKOKiHEeTHKa.
3aranbHi (hapMaKOKiHEeTUYHI XapaKTePUCTUKHY.

[TikoBa KOHIIEHTpALid y IIJIa3Mi KPOBI IIICIIA IIepOPajIbHOr0 3aCTOCYBAaHHS ITPAKOHA30J1y HOCATa€EThCS
y MexXax Bif 2 o 5 roguH. BHacnmigok HemiHiiHOI papMaKOKiHETUKM iTPAaKOHA30J1 KyMYJTIOEThCS Y
T71a3Mi KPOBi miciist 6araTopa3oBoro 3acTocyBaHHs. CTaH piBHOBAXKHUX KOHIIEHTpAIlil, SIK IIPaBUIIO,
OOCATa€eThCcA BIPOAoBXK 15 mHiB 3i 3HaweHHsamHu C, ., 0,5 mxr/mia, 1,1 Mr/mn ta 2,0 MKr/Mi micias
3actocyBaHHs 100 Mr 1 pa3 Ha mo6y, 200 mMr 1 pa3 Ha goOy Ta 200 Mr 2 pa3u Ha [00y BigIIoOBigHO.
Kinnesuii nepion HamiBBUBeIEeHHS iTPAKOHA30JTy Bapitoe Bif 16 mo 28 roguH micis OGHOKPATHOL K031
Ta 30inbIyeThCs 10 34-42 TOOUH IiC/Is 3aCTOCYBAHHS AeKimbKOoX 003. [Tic/sg npunuHeHHS JTiKyBaHHS
KOHIIEHTpAIligd iTpaKOHa30Jly 3HUXKYETHCS OO PiBHSA, IKUM MalKe He BUSIBIISIETHCA Y IIJIa3Mi KPOBI,
BIIPOAOBXK 7-14 [HIiB, 3aJIe3KHO Bifl 403U Ta TPUBAJIOCTI TiKyBaHHS. CepenHid 1a3MOBUU KITipEHC
iTpaKOHAa30J1y IiCJIsl BHYTPILIHBOBEHHOTO 3aCTOCYBAHHSA CTaHOBUTH 278 MJI/XB. 3aBOsKU
HACHYyBaHOMY II€4iHKOBOMY MeTab0Ii3My IIpH BUIIUX H03aX KITiPEHC iTPAKOHA30JTy 3HUKYETHCS.

AGcopOris.

ITpakKOHa30JI MIBUAKO BCMOKTYETLCS IIiC/IS IEPOPaibHOr0 3aCTOCYBaHHsA. MaKkcrHMalbHa IIJla3M0oBa
KOHIIEHTPallig He3MiHeHOT0 JTIKapChKOT0 3aco0y IiCyIa 3aCTOCYBaHHS KaIlCyJl IEPOpPabHO
MOCSTAEThCS BIPOMOBK 2-5 roguH. A6comoTHA 0i0gOCTYIHICTh iTPAaKOHA30/Iy CTaHOBUTH 55 %.
MaxkcumasnbHa 6i0IOCTYIIHICT TP 3aCTOCYBaHHI BHYTPILIHBO CIIOCTEPIraEThCS IPHU IPUHoMi
Ipenapary Bifipa3y Micjsg BXKMBaHHS BUCOKOKAJIOPIMHOI 1XKi.

A6copO11is iTpaKOHA30I1y B KalcylaxX 3HUKEHa Y HaI[ieHTiB 31 3HUKEHOI0 KUCJIOTHICTIO LUTYHKY,
TIAlli€HTIB, SIKi 3aCTOCOBYIOTH IIperapaTy - CYyIPecopyu BUiJIEHHS IITYHKOBOI KUCJIOTH (aHTaroHiCTH
H,-penieniTopis, iHriGiTOPY IPOTOHHOI TOMIK), a00 y NAlliEHTIB 3 aXJIOPTiApi€0, CIPUUYNHEHOI0
IeBHUMU XBopoOaMu (OuB. po3minu «Oco0MMBOCTI 3aCTOCYBaHHS» Ta «B3aemomis 3 iHIIuMu



JiKapChKUMU 3aco0aMu Ta iHIII BUAU B3a€MOfii»). AGcopOuis iTpakoHa30J1y HaTIle Y TaKUX MallieHTiB
30iIBIIYETHCS, SKINO Kancyau OpyHran® 3aCTOCOBYIOTE 3 HAIIOSMH 3 HiABUIINEHOI KMCIIOTHICTIO
(HampuKIIam HEeOiETUYHOIO K0JI010). [Ipu 3acTocyBaHHi pa3oBoi o3u 200 Mr JTiKapChKOro 3aco0y
Opynran® HaTIe 3 HeflieTHYHOIO KOJIOK0 IiCII 3aCTOCYBaHHs PaHITHAKHY, aHTaroxicra H,-
petieniTopiB, abcopOilisg iTpakoHa307y OyJla 3iCTaBHOIO 3 TAKOIO IiCJ/Ist 3aCTOCYBAHHS KalCyJl
Opysran® oKpeMo.

Kon1enTpanis iTpakoHa301y Mic/Is 3aCTOCYBaHHA y NTiKapChKid (POpMi KaTCyl € HUXKY0I0, HiXK Micas
3aCTOCYBaHHST PO3YMHY OPaJIbHOTO V Tii caMii mo3i (muB. po3min «OcoOIUBOCTiI 3aCTOCYBAHHS»).

Po3nodia.

Binblla yacTuHa iTpaKoHa30JTy 3B’s13yeThes 3 Oinkamu mma3mu (99,8 %), anbO6yMiH € TOT0BHUM
3B’A3yI0YUM KOMIIOHEHTOM (99,6 % mis rimpokcuMeTabostiTy). TakoXk BiH Ma€e BUCOKY aiHHICTH [0
xkupis. Jlume 0,2 % iTpakoHa30/1y B KPOBi 3a/IMIIAETHCS Y BUTISAMI HE3B 13aHO1 PEUOBUHU. YIBHUU
00’eM pO3MOominy iTpakKoHa30Jy HOCUTh 3Ha4YHUH (> 700 11), 3 4Or0 MOXKHA IPUITYCTUTH HOTO
IIMPOKUM PO3MOMIN Y TKaHWHAX: KOHILIEHTpAallil Y JIeTeHsIX, HUPKaX, MMeviHlli, KiCTKaX, IIIYHKY,
cesnesiHIi Ta M'g3ax Oynu y 2-3 pa3u BUII 3a KOHILIEHTPaIlil y maa3mi. HakomuyeHHs iTpaKOHA307y B
KepaTUHOBUX TKaHMHAaX, 0COOJIMBO B IIKipi, B 4 pa3u IepeBUIIyBasio TaKe y I1a3Mi KpOBi.
KonIeHTpalis y CIMHHO-MO3KO0BI PiivHi 3HAYHO HUXKYa, HiX Yy MJ1a3Mi KpoBi, IpoTe Oyna
IPOJEeMOHCTPOBaHa e()eKTUBHICTh IPOTH iHGEKIIN, 110 JTOKaNi3yI0ThCS y CHUHHOMO3KOBIM PigUHi.

BiompaHcgpopmauis.

ITpakOHa30J1 3HAYHOI0 MipOI0 PO3IIEIIIOETLCS B II€UiHIli 3 YTBOPEHHSAM BEJIUKOL KiTbKOCTI
MeTabomiTiB. 3rimHo 3 mocmimxkenusMu in vitro, CYP3A4 - ronoBHui pepMeHT, 3anydyeHui 10
mpotiecy MeTa0os1i3aMy iTpakoHa305y. ['0710BHUM MeTab0IIiTOM € TiIpoKCiiTpaKOHa30JI, SKUi Mae
TIOPiBHSIHHY 3 iTPaKOHA30JI0M IPOTUTPUOKOBY fifo in vitro. KoHIeHTpallii rigpokciiTpakoHa3oimy B
na3Mi mpubIu3HO y 2 pa3u BUII, HiXK KOHI[EHTPAIlil iTpaKOHa307Ty.

BusedeHHA.

[Tpubnu3no 35 % iTpakoHa30Jy EKCKPETYETLCSA Y BUTTIANI HeakmusHux memaboaimis i3 ceuero ma
6.1u3vko 54 % - 3 Kasnom 8npo0osxc 1 MudIHCHA nicas 3acmocyB8aHHA 003U 0PANbHO20 PO3UUHY.
BusedeHHs impakoHa3oay ma akmueHo20 Memaboaimy 2i0pokciimpakoHasony HUpKamu nicas
8HYMPIiWHbOBEHHO20 88e0EHHA CMAHOB8UMb MeHW Hixc 1 % 0o3u. BugedeHHA He3MiHEHOI pe4OBUHU
3 KanoMm BapitoeThbcs Bif 3 1o 18 %.

Oco6nuBi KaTeropii marji€eHTis.
ITevinKosa HedocmamHicme.

ITpakoHa30JI mepeBaxkHO MeTaboli3yeThCcs y medinii. PapMakKoKiHETUYHE HOCTiAXKEHHS i3
3aCTOCyBaHHSM OfHOPa30Boi 7o3u 100 Mr iTpakonasony (1 kamcymna 100 mr) 6yno mpoBefeHo 3a
y4acTio 6 300poBUX Ta 12 XBOpUX Ha LUUPO3 NalieHTiB. Bysi0 BUSBIEHO CTaTUCTUYHO BaXKJIUBE
3MeHIIeHHS cepegHboro 3HaueHHd C,,, (47 %) Ta 30iblIeHHS y 2 pa3u Nepiofy HaliBBUBENEHHS
iTpakoHa3ony (37+17 npotu 16+5 roguH) y Nami€HTiB 3 HUPO30M MOPIBHSAHO 3i 3IOPOBUMU
noOpoBonbLsIMU. X04a 3arajibHi KOHIIeHTpallil iTpakoHa30iy, Ha ocHOBI AUC, Oynu 3iCTaBHUMU B
000X rpymax.

HeMmae goCcTymHUMX JaHUX MO0 HOBrOTPUBAJIOTO 3aCTOCYBaHHS iTPAKOHA30JIy MALliEHTAM 3 IUPO30M.

Hupkxosa HedocmamHicme.



[aHi momo 3acToCyBaHHS [TepPOPaIbHOTO iTPAKOHA30J1y NallieHTaMU 3 MOPYIIEeHHIMHU QYHKIIA HUPOK
obMmexeHi. PapMaKOKiHETUYHE HOCTiIKEHHS i3 3aCTOCYBAHHSIM pa30Boi mo3u 200 Mr iTpakoHA30Iy
(4 xancynu o 50 Mr) 6y0 IPOBeEHO 3a y4acTio 3 TPYII MallieHTiB i3 mopyiIeHHAMY QYHKIIN HUPOK
(ypeMis: n=7, remopniani3: n=7, TpuBanuit aMOy1aTOPHUYN IIepUTOHEaNbHUY Oiami3: n=>5). Y maliieHTiB
3 YpeMi€lo i3 cepefHiM 3HaYeHHAM KIIipeHCY KpeaTuHiHy 13 Mi/xB X 1,73 M® KOHI|eHTpallis Ha OCHOBI
AUC 0Oyrna pelio HUKYO0IO IIOPiBHSAHO 3 TapaMeTpaMu ¥ 300p0BUX NOOPOBOIBIIB. [laHe HOCTiIKeHHS
He NIPOEMOHCTPYBaio Oyab-KOTO BaXKJIMBOTO BILIMBY reMofiasi3dy abo TpuBasoro aMm0y1aTOpHOTO
IIepPUTOHEATBHOTO iani3y Ha ¢hapMakoKiHeTHKY iTpakoHa30my (T, C.o AUC,q,). [T1a3mosi
KOHIIeHTPaIlil B YaCOBUX NMPOGinsax moKa3anyu CyTTEBY MixKcy0’'eKTHY BapiabelbHIiCTh ¥ BCiX 3 rpymax.

[Ticns 0@HOPa30BOI'0 BHYTPIIIHLOBEHHOI'O BBEEHHS CEpEeHI 3HaueHH KIHIIEBOr 0 Iepiony
HaniBBuBefeHHd y nauieHTiB 3 jerkumu (CrCl 50-79 mn/xB), nomipaumu (CrCl 20-49 mi/xB) Ta
TsikKUME (CrCl 20 M1/xB) mopyireHHsIME QYHKIIH HUPOK Oy/Tu MOTiIOHMMH [0 TAKKUX ¥ 3TOPOBUX
moOpoBOIBLIiB (Hiama3oH 3HaYeHb 42-49 rogus mpoTH 48 rogWH y Malli€HTIB i3 MOPYIIEHHIMU
GbyHKIII# HUPOK Ta 300POBUX OOOPOBOJIBIIB BifMOBigHO). 3araibHi KOHIEHTpPALlil iTpaKoHa30JTy Ha
ocHoBi AUC Oynu 3HUXKEHI y MaIlieHTiB 3 MTOMIPHUMH Ta TSXKKUMU IOPYIIeHHAMHU QYHKIIIN HUPOK (Ha
30 % ta 40 % BigTOBiMHO) MOPIBHSIHO 3i 3HOPOBUMU NOOPOBOJIBIISIMH.

HeMmae gocTynHUX JaHUX LION0 JOBIOTPUBAJIOTO 3aCTOCYBaHHS ITpaKOHA30J1y NallieHTaM i3
NopylIeHHAMH GYHKLINM HAPOK. [liasi3 He Ma€ BIIMBY Ha HalliBBUBe[eHHS abo KlipeHC iTpaKOHA301y
abo rigpokciiTpakoHa3oy.

Himu.

IaHi 11010 3aCTOCYyBaHHS [TePOPabHOTO iTpaKOHa30y AiTsIM obMexeHi. Kniniuni papmakokiHeTHuHi
OOCIIXKeHHS 3a y4acCTIO AiTel Ta MifJIiTKiB BIKOM Biff 5 MicsALiB 10 17 POKiB IPOBOJUIIKCS 3
3aCTOCYBaHHSM KallCyJ iTpaKOHa30J1y, PO3YMHY OpaJbHOTO Ta PO3YUHY [JIs BHYTPILIHHEOBEHHOT O
BBeleHHS. I[HOUBiNyasbHi 103U i3 3aCTOCYBaHHAM KallCyJl Ta PO34YUHY OpabHOTO BapitoBanu Bifg 1,5
no 12,5 mr/kr/mo0y, pexxum no3yBaHHs - 1 abo 2 pa3u Ha fo0y. BHYTpilIHEOBEHHO BBOLUIIU
OJHOPA30BY 03y 2,5 MI/KT y BUrIsAmi indysii abo 2,5 Mr/kr y Burnsapi ingysii 1 abo 2 pa3u Ha 700y.
He Oymo BusiBneHo 3HayHOiI 3anexkHocTi AUC iTpakoHa30Ty i 3arajbHOTrO0 KJTipeHCY Bifl BiKy NallieHTa,
npoTte OyB IoMiueHuY c1abKui 3B’930K MiXK BiKOM nalieHTa, 00’eMoM po3mnofiny, C,.. Ta KiHI[eBUM
BHBE[IEHHSIM iTpaKOHa3011y. YSIBHUM KJTipeHC Ta 00’€M PO3MOAiNy 3ajexKajy Big MacH Tifla mallieHTa.

Kniniuni xapakKTepuCTHKH.
ITokasaHHA.

- BynbBoBariHanbHUY KaHAUAO3;
- BHUCIBKOIIOLiIOHHUY JHIIAHN;

- IepMaToMiKO3H1, CIpUYMHEHI YyTIUBUMU [0 iTpakoHa3oy 306ynuukamu (Trichophyton spp.,
Microsporum spp., Epidermophyton floccosum), Hanpuknan gepMaTodiTisi CTOII, maxoBui
IepMaTOMiK03, mepMaToQiTia Tynyba, oepMaTodiTis KUCTEN PYK;

- opodaprHreaabHUY KaHOUOO3;
- OHIXOMiKO03H1, CIpUYMHEHI JepMaTodiTaMu Ta/abo gpiKaKamy;

- TiCTOII/Ia3MO03;



- CUCTEMHi MiK0O3¥ (y BUITafiKax, KOJIU IIPOTUTpUOKOBa Tepallis IepIuoi JiHil He Moxke 6yTu
3acTocoBaHa abo B pa3i Hee(heKTUBHOCTI JIIKyBaHHS iHIIUMU TPOTUTPUOKOBUMU IIpenapaTamMi, 110
MoKe O6yTU 3yMOBJIEHO HasBHOIO ITATOJIOTI€I0, HEUYTIUBICTIO MaToreHa ab0 TOKCUYHICTIO ITpemnapary):

- acneprinbos Tda KaHOUOO03;

- KPHUITOKOKO3 (y T.4. KpUNITOKOKOBUM MEHIHTIT): TiKyBaHHS iMyHOOCTa0IeHUX MAIliEHTIB 3
KPUIITOKOKO30M Ta YCiX MAI[i€HTiB 3 KPUITOKOKO30M LIeHTPAaIbHOl HEPBOBOL CUCTEMU;

- migTpUMyBalbHa Tepalis y manienTiB 3i CHI[loM 3 MeTo10 3ano0iraHHs pelyuguBy HasgBHOI
rpubKoBoi iHpeKil.

OpyHran® TaKoX IPU3HAYaKTh [y IPodinakTHKY rpubKOBOI iHGeKIi y HalieHTiB i3 TprBaIow0
HEUTPOIIeHi€0 y BUMlaikax, KOJIM CTaHAApPTHa Tepalisi € HEAOCTATHHOIO.

IIpomunokasaHHA.

Kancynu OpyHraH® IIPOTUIIOKA3aHi NallieHTaM i3 BifoMOI0 TinepyyTauBiCTIO 0 [IiI040l pe4oBUHU abo
Oymb-sIKOI 3 JOTIOMiKHUX PEYOBHH.

[IpoTUIOKa3aHO OJHOYACHE 3acTocyBaHHa OpyHrany® Ta cyGcrpaTis CYP3A4. OpHodacHe
3aCTOCYBaHHS MOXKe CIPUYMHUTH MigBUINEHHS KOHIIEHTPALiX I[UX JIiKapChbKuX 3aco0iB y maa3mi
KPOBI, 1110 MOXe IIPHU3BECTH [I0 ITOCUIIeHHS ab0 IPOJIOHTallil TepaleBTUYHUX Ta MOOIYHUX peakilin i
CTaHiB, IIT0 MOXYTh IOTEHIIMHO 3arPOKyBaTH XKUTTI0. Hanpukiag, 30inbIneHi KOHIeHTpalil Iux
JiKapChKUX 3aC00iB MOXKYTb TPHU3BECTH [0 MOIOBXKeHHs iHTepBany QT Ta BeHTPUKYISIPHUX
TaxiapuTMil, 30KpeMa [0 TPIIOTIHHSA-MEPEeXTiHHSA IITYHOYKIB, apUTMIil 3 TOTEHUIMHUM JIeTaJIbHUM
HacnigkoM. [laHi mikapceKi 3acobu mepesiyeHi y po3aini «B3aeMopist 3 iHIMME TiKapChKUMU
3aco0aMy Ta iHII BUOU B3aEMOMIN».

[IpoTUIIOKAa3aHO 3aCTOCYBaHHs Kancyl OpyHraa® HalieHTaM 3i IUIyHOYKOBOK AUC(YHKINEIO, TAKOK
sIK 3aCTiliHa cepIieBa HeIOCTaTHICTh, ab0 3aCTilHOIO CEePIIEBOI0 HEIOCTATHICTIO B aHAMHe3i, 3a
BUHSTKOM JIiKyBaHHS iHGEKIIiH, 110 3arpoXKYyI0Th XKUTTIO (AXB. po3His «OCoBIUBOCTI 3aCTOCYBAHHSI»).

He crig 3acTocoByBaTu Kamcyiau OpyHraH® IIil 4ac BariTHOCTI, 3a BUHATKOM JIIKyBaHHS CTaHiB, 1110
3arpoxKyioTh XKHUTTIO BariTHOI (UB. po3[in «3acTOCyBaHHS y Iepiof] BariTHOCTi abo rofmyBaHHS
TPYLLIO»).

2KiHKaM pempogyKTUBHOTO BiKy CIIiJ] 3aCTOCOBYBaTH €(PeKTUBHI MeTOOU KOHTpAIeMIlil iyl 4ac
NiKyBaHHA Kancynamu OpyHran®, a TakKoX M0 KiHIlg MEHCTPYalIbHOrO IMKITy IICJIs 3aKiHYeHHS
JIiKyBaHHS.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

ITpakoHa30J mepeBaxHO MeTabomi3yeTscs uToxpoMoM CYP3A4. [nmii mpemaparty, sKi
MeTab0mi3yI0ThCs UM HUISTXOM abo MoaudikyoTs akTHBHICTE CYP3A4, MOXKYThH BIJIMBATH Ha
(hapMakKOKiHETHKY iTpaKOHA30y. ITpaKOHa301 ¥ CBOIO0 YePry TaKOoXK MOXKe BIIJIMBATH Ha
(dhapMakoOKiHeTUKY iHIKUX CyOCTaHIiK. ITpakoHa301 € mOTyKHUM iHTi6iTopoM CYP3A4 Ta



P-rnikomporeiny. [Ipu omHOYACHOMY 3aCTOCYBaHHI 3 iHIMMMU TiKapChKUMU 3ac006aMu CJIifi TaKOXK
KepyBaTUCS iHCTPYKLIIMU [JI MEIUYHOTO 3aCTOCYBaHHS LIMX JIiKapChKUX 3aco6iB 1mono iHpopmarrii
PO IMIIAXM MeTaboi3My Ta MOXKJIMBY HEOOXiHICTh KOPeKIii 103.

Jlikapcuki 3acobu, sKi MOXCYMb 3HUNHCYBAMU KOHUEHMPAUI0 imMPaKoHa30.1y 8 naas3mi Kposi

JlikapceKi 3aco0H, IKi 3HUXKYIOTh KUCJIOTHICTE IIJTYHKY (MIpemnapaTH, Ki HeUTpanmi3yloTh KUCIOTY,
TaKi K aloMiHiio rimpokcup, abo cympecopu BUAiIeHHS KUCJIOTH, TaKi K aHTaroxictu H,-
pellenTopiB Ta iHribiTOpU MPOTOHHOI ITOMIIYM), BIUIMBAIOTh Ha aOcopOilito iTpakoHa30y 3 Kancyn. Crifg
OyTu 00epeKHUMHU IIPU OFHOYACHOMY 3aCTOCYyBaHHI HUXKYe3a3HaueHUX JIiIKapChbKuX 3aco0iB Ta
Karcyn iTpaKoHa301y:

- IIPY OJHOYAaCHOMY 3aCTOCYBaHHI iTpaKOHa30J1y Ta JIiKapChKUX 3ac00iB, 1[0 3HUXKYIOTh
KHCJIOTHICTh, Karcynd OpyHran® CIIifi 3aCTOCOBYBATH 3 HAIOSIMH 3 MiABUIIEHOI KMCIOTHICTIO,
TaKMMHU SIK HeJi€TU4YHA KOJa;

- JiKapchKi 3ac00u, 10 HEUTPaIi3y0Th KUCIOTY (HAIPUKIIaM aTloMiHi0 TiIpOKCHI), CIIia
3aCTOCOBYBaTH IIOHalMeHIIe 3a 1 roquHy 0o abo yepes 2 TOAMHMU MiCIIA 3aCTOCYBaHHS KalCyl
Opy#nran®;

- CJIiJl KOHTPOJIIOBATH PiBeHb IPOTUTPUOKOBOI aKTUBHOCTI Ta B pa3i HeoOxigHOCTi 36imbIyBaTH
103y iTpaKOHa30Iy.

OpgHOYacHe 3aCTOCYBaHHS iTPAKOHA30Jy 3 IOTYKHUMHU iHOAyKTOpamMu GpepMenTy CYP3A4 npu3BoguTh
Mo 3HUKEeHHS 610M0CTYIIHOCTI iTpaKOHA30Ty Ta TiIpPOKCiiTpaKoOHA301y, HACTiIKOM Y0T0 € 3HaYHe
3MeHIIeHHST e(eKTUBHOCTI JIikyBaHHs. [laHi ikapchbKi 3aco0u BKITIOYAIOTh:

- aHTtubakTepianbHi: i3oHia3um, pudalbyTuH (TaK0XK AUB. Mimpo3min «Jlikapchki 3acobu,
KOHIIEHTPAIlil0 KUX y IJ1a3Mi KpoBi 30i/bllye iTpakoHa30/1»), pudaMIinmH;

- IPOTUCYHOOMHI: KapOaMa3eriH (TakoxX y mimpo3mini «JIlikapchbki 3acobu, KOHIIEHTpAIliio IKUX y
na3Mi KpoBi 30inbIye iTpakoHa3om»), herHobapbiTan, GpeHiToiH;

- IPOTUBIPYCHi: edaBipeHI], HEBipaIliH.

OpHOYacCHe 3aCTOCYBaHHS MOTYXKHUX iHAYKTOPiB (hepMmeHTy CYP3A4 3 iTpakoHA30/I0M He
pekomeHnpnoBaHe. He cif po3noyrHaTy 3aCTOCYBaHHS BUIlle3a3HauYeHUX JIiKiB 3a 2 TUXKHI [0,
IIPOTATOM Ta BIPOJOBXK 2 THKHIB IIiCJIA JIIKYBaHHS iTPAaKOHA30JI0M, 3a BUHATKOM THX BUIIQKiB, KOJIU
MOKJIMBa KOPKCTh 3HAYHO IIepeBaxae MOTeHIinHuM pu3ukK. CIlifl peTeabHO KOHTPOJIIOBATH PiBEHD
TPOTUTPUOKOBOI aKTUBHOCTI Ta 30iMbUINTH ¥ Pa3i He0OXiIHOCTI 703y iTpakKOHA30Iy.

Jlikapcuvki 3acobu, siki 36i1bWYHOMb KOHUEHMPAauio impakoHas3oay y naa3mi Kposi

[TotyxHi inri6iTopu dhepmenty CYP3A4 MoxXyTh 30inbIIuTH Oi00OCTYIHICTD iTPAaKOHA30MY.
Hampuknan:

- a"TuOaKTepianbHi: MUIPOGIOKCALMH, KJIIAPUTPOMIIIMH, €PUTPOMIIINH;

- IPOTHUBIPYCHI: fapyHaBip, MOTeHI[INOBaHNY PUTOHABIpOM, (hocaMIIpeHaBip, IOTEHIIOBaHUM
PUTOHABIpOM, iHOWHABIP, PUTOHABIP (TaKOXK Y mimpo3mini «JIikapcbKi 3acobu, KOHUEeHMpayir AKuUx y
naasmi Kposi 36i1bWye impakoHason»).



Lli npemapaTH CJIifi 3aCTOCOBYBaTH 3 00€PEKHICTIO IPU OJHOYACHOMY 3aCTOCYBaHHS 3
iTpakoHa305oM. Takux MallieHTiB CIIif peTenbHO 06CTeXKyBaTH CTOCOBHO PO3BUTKY CUMIITOMIB
36inbpeHHs abo mpoJsoHralii hapMakooTiyHOro edeKTy iTpaKoHA30Iy Ta Y pa3i HeoOXimHOCTI
3MEHIIUTH J03Yy iTpaKoHa30i1y. PEKOMEH0BaHO KOHTPOIIOBATH KOHIIEHTPALIil0 iTpaKOHA30J1y B
I1J1a3Mi KPOB.

JlikapcuKi 3acobu, KOHUeHmMpaui AKuUx y naasmi kposi 36iabwWye impakoHaso

ITpakoHa30J1 Ta BOT0 OCHOBHUM MeTaboiT rifpokciiTpakoHa30/1 MOXKYTh IPUTHIYYBaTH MeTa00Ii3M
npernaparis, gKi MeTabomnisyioTecs pepmerTom CYP3A4, Ta TpaHCIOPTYBaHHS JIiKiB P-
TJIIKOIIPOTEIHOM, ITI0 MOXKe MTPU3BECTH 0 30iIbIIeHHS KOHIIEHTPAIlil ITuX JIiKiB Ta/abo ix MeTabosIiTiB
y m1a3Mi KpoBi. Take MifBUIIIeHHS M1JTa3MOBUX KOHI[EHTPAIlill MOXKe IIPHU3BECTH [0 MTOCUIEeHHS abo
IIOIOBXKEHHS TePAIlleBTUYHOTO e(peKTy Ta BUHUKHEHHS MOOIYHUX peakiliil. [IpoTUIIOKa3aHo
OJHOYACHe IPU3HAYEeHHS iTPaKOHA30Iy Ta JIiKiB, 1m0 MeTabomi3yioTscss CYP3A4 Ta mogoBXKYyoOTh
inTepBan QT, OCKiIbKY Lie MOXKe NPU3BECTU [0 BUHUKHEHHS LIJTyHOYKOBUX TaXiapUTMIid, BKIIOYAOUN
BUTIA[KU TPINOTiHHSA-MEPEXTIHHSA IIJIYHOYKIB i3 JIeTaJIbHUM HacJligkoM. [licig npunuHesHs
JIiIKyBaHHSI KOHLIEHTpAllisl iTpaKOHA30Jly 3HUXKYEThCSA [0 PiBHS, IKUU MaiiKe He BUABJISIETHCS Y
I1a3Mi KpoBi, BIPOXOBXK Bif 7 mo 14 nHiB, 3a/1€2KHO Bifi 03U Ta TPUBAJIOCTI JIiKyBaHHA. [lallieHTaMm i3
IIMPO30M IeuiHKY abo malieHTaM, SKi OTHOYacCHO 3aCTOCOBYIOTH iHTiOiTopu pepmenty CYP3A4,
BiIMiHSTH IIpenapary ciif mocTymnoBo. OCco6IMBO I1e CTOCYETHCS JIiKapchKUX 3aco6iB, Ha MeTaboi3M
SIKUX BIIJIUBA€ iTPaKOHAa30J1.

CymyTHi nmiKapchKi 3aco0u 3TpymoBaHO y TaKi KaTeropii:

ITpomunoka3aHo: Hi B IKOMY pa3i He 3aCTOCOBYBaTH OJHOYACHO a0 paHillle HixX yepe3 2 THXKHI
IIicJIs 3aKiHYeHHs JIIKyBaHHS iITPAKOHA30JI0M.

He pexomeH008aHO: 3aCTOCYBaHHS ITUX JTiKAPChKUX 3aC00iB OMHOYACHO Ta BIPOMOBK 2 THUXKHIB MiCs
IIPUIIMHEHH JIIKyBaHHS iTPaKOHA30JI0M CJIifi YHUKATH, OKPIiM BUIIAAKiB, KOJIU KOPUCTH Bif JIiKyBaHHS
nepeBaka€ MOXKJIMBUM PU3UK BUHUKHEHHS MOGIYHUX peakiiii. dKIo 0qHOYaCHOTO 3aCTOCYBAaHHS He
MOXKHa YHUKHYTH, TO TAKUX IAI[iEHTIB CJIif peTebHO 00CTEXKYBaTH Ha MOSBY 03HAK YU CHMIITOMIB
30inpmeHHs abo mposoHTalil hapMakoIoriyHOro edeKTy iTpaKoHa301y Ta Y pa3i HeoOXimHOCTI
3MEHIIYBaTH J03Y iTpaKOHa30/1y. PEKOMEHI0BaHO KOHTPOJIIOBATH PiBEHb KOHIIEHTPAllil iTpaKOHA301Ty
B I1JIa3Mi KPOBI.

3acmocosysamu 3 obepedcHicmi0: peTeIbHUY MOHITOPUHT PEKOMEHIOBAHO Y BUMAAKY OHOYACHOTO
3aCTOCYBaHHS 3 iTpakoHa30J10M. TaKuX MallieHTiB CIifl peTenbHO 06CTeXKYyBaTH LI0N0 CUMIITOMIB
36inmbInenHs abo mposoHrarii papmakonorigsoro edekTy iTpakoHa301y Ta y pa3i Heo6xigHOCTI
3MEHINYBaTH J03Y iTpaKoHa30J1y. PEKOMEHI0BaHO KOHTPOJII0OBATY KOHLIEHTPALlil0 iTpaKOHAa30J1y B
I1J1a3Mi KPOB.

Tab6muig 1

[Tpukagu MiKapCchbKUX 3ac00iB, KOHIIEHTPAIliS SKUX 30iMbIIyEThCS IPY OOHOYACHOMY 3aCTOCYBaHHI 3
iTPaKOHA30JI0M Ta peKOMeHAallil I[0fI0 3aCTOCYBaHHS



K 1ac nikapcbkux IIpomunoka3aHo He 3acmocosysamu
3acobie [pexkomendoeano |3 obepedicnicmio
A 1vha-6.10kamopu [TaMCy103uH
AHa1b2emuyHi JleBalleTUIMETam0 deHTaHIN AnbdeHnTaHin, 6ynpeHopdin
(1eBoMeTammuiI), MeTanoH (m71st BHYTPIIIHBOBEHHOTO
Ta CyOJIiHTBaIbHOTO
3aCTOCYBaHHS), OKCUKOMOH
AHMUapummIiyHi [u3omipamin, godpeTunif, J[IMTOKCHUH
OpOHEeJapOoH, XiHiAuH
AHmMubakmepianvHi PudabyTun’
AHMuKoazy1aHMuU ma PuBapokcabaH KyMapuHu, II1I0CTa307,
aHmumpomboy,umapHi mabiratpax
[Tpomucy0omHi KapOamazermin®
ITpomudiabemuyHi PemnarmiHif, cakCaryinTuH
AHmueeabmiHmui ma |amopaHTpuH [Ipa3vkBaHTeNn
npomunpomo30uUHi
AHMUuU2icmamiHHi AcTeMi3oJ1, Mi30J1acTHH, EbacTun
TepdeHaguH
[Ipomu mi2peHi ATIKanoigu pixkkiB, a EneTpuntan
caMe: OUTigpoeproTaMiH,
eProMeTpuH (eproHoOBiH),
eproTaMis,
METHUJIEPTOMETPUH
(METHIEePTrOHOBIH)
AHmuHeonaacmuy4Hi  [[ppuHOTEKaAH ITacaTtuHib, BopTe3omi0, 6ycynbdaH,
HiTOTHHIO, moleTakces, epiIoTUHIO,
TpabeKTeuH ikcaberminon, namnaTuHio,
TpUMeTpeKCaT, alKaloian
OapBiHKY
AHMUNCUXOMUYHI, Jlypa3unon, Miga3onam AnTBIIpa3onam,
AHKCIOAIMUYHI ma (o5 mepopanbHOTo apuIinpa3os, 6poTu3onam,
CHOOIlUHO-ceOamueHi  [3aCTOCyBaHHS), IMO3UL, OyCHipoH, rasonepumor,
CEPTUH[OJI, TpHa30JiaM MinasonaM (mns
BHYTPIIIHEOBEHHOT'O
BBEJIEHHS), IEPOCIIPOH,
KBETIialliH, paMeJITeOH,
PUCIIEPUIOH
IIpomugipycHi MapaBipok, iHguHaBIp”,
puTOHAaBIp®, cakBiHaBIp
[bema-610Kkamopu Hanmonon
b 10Kamopu Benpunun, penogumis, [HIII OUTIOPONIPUAVHY, Y
Ka/bUiegux KaHa1ia JIepKaHigUIliH, HICONOUIIH T.4. BepamnaMin
3acobu, w,o [BabpafuH, paHOIa3uH ATicKipeH
B8Nn/uBAMb HA
cepueso-CyOuHHY
cucmemy
/liypemuku ErnnepeHon
3acobu, wo [Iu3amnpupm ATIDEIIiTaHT, HOMIIEPUOOH
Bn/uBaMb Ha
W/1YHKOBO-KUWKOBUU
mpakm




3 IOPYIIEHHAMU QYHKIIIN
HUPOK Ta MeYiHKN

IMyHOCYynpecopu EBepoiimyc BymecoHin, UUKIIECOHIT,
[IMKJIOCTIOPHH,
meKcaMeTa3oH,
(byTyTHKA30H,
METUINPEOHI30I0H,
panaMilnuH (BimoMuil K
CHPOJIIMYC), TAaKPOJIIMYC,
TEMCHUPOJIIMYC

3acobu, Aki JIoBacTaTHH, ATOPBaCTaTHH

pe2y11mb piBeHb CHUMBACTATHH

1iniois

3acobu, ski CanbMeTeport

8n1uBarOmMbv Ha

JuxasnbHy cucmemy

CenekmueHi PebokceTnH

iHeibimopu

380POMHO20

3aX0N/NeHHA

CepOMOHIHY,

MPUUUKATYHI ma THWi

aHmudenpecaHmu

3acobu, skKi BappmeHadin de3o0TeponuH,

8n/uUBaArOMb HA iMmimadeHaluH,

ceuosulisibHy cucmemy cunpmeHadin, comideHalrH,
Taganadin, TonTepoaguH
THWwi KonxinuH nalieHTaM Konxinua ATTiITPETUHOIH ([T

[IepPOPaIbHOTO
3aCTOCYBaHHS),
[UHaKaIbleT, MO3aBallTaH,

TOJIBAIITAH

*Takox mguB. «JlikapchKi 3aco0u, sIKi 3HUKYIOTh KOHIIEHTPAIIil0 iTPAaKOHA30I1y B IJIa3Mi KPOBi».

> TakoX IuB. «JIikapchKi 3ac00H, SKi MiBUIYIOTh KOHIIEHTPAllil0 iTpaKOHA30J1y B IIJIa3Mi KPOBi».

Jlikapcuvki 3acobu, KOHUEHMpauio AKUX 3HUNHCYE impPakoHa3oa.

OmHoYacHe 3aCTOCYBaHHS iTPaKOHA30Jy 3 MEJTOKCHKAMOM 3HUXKYE KOHIIEHTPAIlil0 OCTAHHLOTO.
MesoKcHKaM CJIifl Ipu3HayaTy 3 00€PeKHICTIO IPH OOHOYACHOMY 3aCTOCYBaHHI iTPaKOHA30JIy Ta
KOHTPOJIIOBATH TEPANEBTUYHY i MOOIUHY [Iifo. PEKOMEHOYETHCS KOPUTYBATH 03y MEJIOKCHKAMY.

Himu.

HocmimKeHHS 000 JTiKapChKOol B3aEMOIil TPOBOJUIINCS TilIbKU 3 Y4aCTIO JOPOCTIUX.




Oco6.1ueocmi 3acmocy8aHHs1.
ITepexpecHa 2inepuymaugicme.

Hemae maHuWX 1IIOMO MTepexXpecHol YYTIUBOCTI MiXK iTpaKOHA30JI0M Ta iHIIMMH a30JI0BUMHU
IPOTUrprOKOBUMH 3acobamu. Crif 6yTH 06epeXXHUMY IpH NpU3HadeHHi Kancyn OpyHran®
maljieHTaM 3 rinepyyTauBiCTIO J0 IHIIKUX a30JIiB.

Bnaus Ha cepue.

V gocruimkeHHAX npemnapaty OpyHran® [Jis BHYTPIIIHLOBEHHOIO BBEHEHHS 3a y4aCTIO 3[[0POBKX
noOpOBOJIBIIIB CIIOCTEPITranocss TPAH3UTOPHE aCUMIITOMATUYHE 3MEHIIEHHS PpakKilil BUKUAY JiBOT'O
IIJTyHOYKa; BOHO BiTHOBIIIOBAIOCS Ilepel HacCTYNHOIO iH(y3iero. KniHiuHa 3HaUymiCTh OUX DaHUX OJIS
nepopanbHuX (HopM He 3'1CoBaHa.

Bigomo, 1110 iTPAaKOHA30J1 BUSIBIISIE HETATUBHUY iHOTPOITHUM e(PEKT, IOBIMOMIISIIOCS IIPO BUIIAOKU
3aCTilHOI CepIieBol HeOCTATHOCTI, OB’ g3aHo] i3 3acTocyBanHaM OpyHrany®. Cepes CIIOHTaHHKUX
IIOBiIOMJIEHD YaCTOTa BUHUKHEHHS 3aCTilHOI CeplleBoi HeJOCTaTHOCTI Oyya BUIO0 MIPU 3arajIbHil
no6ogit no3i 400 mMr Ha K00y, HiXK y pa3i 3acToCcyBaHHS MeHIIOI 060801 fo3u. OTXKe, pU3UK CepleBol
HeIOCTATHOCTI MOXKe 30ibIITyBaTUCS 3aJIeXKHO Biff 3arajibHOI f00O0BOI 103U iTpaKOHA307y.

[Tpenapat He Cif TpUMMaTH MalliEHTaM i3 3aCTiliHOIO CePIIEBOI0 HEMOCTaTHICTIO abo 3 il HAasBHICTIO B
aHaMHe3i, 3a BUHSATKOM BUIIQ[IKiB, KOJIM O4iKyBaHa KOPUCTb 3HAYHO II€PEBUILY€E OTEHIIMHUN PU3UK.
[Tpu iHpuBiOyanbHIN OLiHII CHiBBiIHOIIEHHS KOPUCTL/PU3UK CJIil BDaX0BYBaTH Taki (akTopH, K
TSKKICTh AiarHO3y, PeXUM [03YBaHHS Ta TPUBAJIICTh JIiKyBaHHS (3arajbHa m060Ba 403a), a TaKOX
iHOuBigyanbHI PaKTOPM PU3UKY BUHUKHEHHS 3aCTiMHOI CepIieBol HefocTaTHOCTI. Lli ¢pakTopu pusuky
BKJ/TI0HAIOTh HasIBHICThL CEPIIEBUX 3aXBOPIOBaHb, TaKUX fK illleMiuHa XxBopoOa ceplist abo ypaxKkeHHS
KJIallaHiB; TSXKKi 3aXBOPIOBAHHS JIETE€HiB, 30KpeMa XpOHiuHe 00CTPYKTHBHE 3aXBOPIOBAHHS JIETEHIB;
HUPKOBa HEJOCTATHICTh abo iHIIT 3aXBOPIOBAHHS, 1[0 CYIIPOBOAXKYIOThCS HabpsskaMu. Takux
MAIiEHTIB CIif MPOiHPOPMYBaTH PO CUMIITOMH 3aCTiiHOI CEPLIeBOI HEJOCTATHOCTI, JTIiIKyBaHHS
OTPiOHO MPOBOOUTH 3 00EPEKHICTIO Ta KOHTPOJIIOBATH CUMIITOMM 3aCTiliHOI CepIieBoil
HenocTaTHOCTI. [Ipy mosiBl IUX CUMIITOMIB IIiJl 4Yac KypCy JIiKyBaHHS 3aCTOCYBaHHS IIpenapary
Opysran® HeoOXigHO IPUIKHUTH.

BrnokaTopu kasbliieBUX KaHasliB MOXKYTh MaTH HeTaTUBHUY IHOTPOIIHUM e(PEKT, SKUU MOXKe
TIOCHUJTIOBATH LieH kKe epeKT iTpakoHa30/1y. Takoxk iTpakoHa30/I MOXKe IPUTHiYyBaTH MeTabomi3zm
6710KaTOPiB KasbllieBUX KaHasiB. ToMy CIlif JOTPUMyBaTHCS 00epeKHOCTI IIPX OHHOYACHOMY
3aCTOCYBaHHi iTpaKOHA30/1y Ta 6710KaTOPiB KaJbI[iEBUX KAHAJIIB Yepe3 30ibIlIeHHS PU3UKY
BUHUKHEHHS 3aCTilHOI CepIeBOl HeIOCTAaTHOCTI (OUB. po3ain «B3aeMopis 3 iHIIMMU JTiIKapChKUMU
3aco0aMHu Ta iHIII BUOU B3a€EMOMIN»).

Bnaue Ha neyviHky

IIpu 3acTocyBaHHi Karncyn OpyHran® myxe pifKo HOBiJOMIISIOCS PO TAXKY TellaTOTOKCHYHICTD, ¥
T.4. TOCTPY MEYiHKOBY HEJOCTATHICTh 3 JIeTaJIbHUM HacIigKoM. 30e0inbiIoro 11i BUIagKu
CIIOCTepiranucy y NalieHTiB i3 3aXBOPIOBAaHHAMU II€4YiHKY B aHaMHE3i, 5Kl JIIKyBaJIUuCs 3a
CHCTEMHHUMH ITOKA3aHHSIMH, MaJIy iHIIi Cepio3Hi 3aXBOPIOBAHHS Ta/a00 MpuiMay iHIi
relnaTOTOKCUYHI ITperapaTu. Y IesgKUX MalieHTiB He Oy10 oueBUOHUX (HaKTOPiB PU3UKY 3aXBOPIOBaHb
nevinky. [lesKi 3 quX BUIIAOKIB CIIOCTEPIraauCh IPOTITOM MEPIIOr0 MiCANS MiKyBaHHS, y TOMY YHCIi
TepIIOro THXKHSA. ToMy 6aXkKaHO ITPOBOAUTY MOHITOPUHT (GYHKIII TeUiHKY ¥ NaLi€HTiB, SKi TPUIMAaIOTh
Opysran®. TauieHTiB HeoOXigHO IOIepeNUTH PO HeOOXiNHICTL TEPMiHOBOIO 3BEPHEHHS [0 JIKaps y
pasi mosiBM CUMIITOMIB I'ellaTUTY, a CaMe: aHOPeKCil, HygoTu, 6/1I0BaHHS, BTOMJIIOBAHOCTi, 60JII0 ¥



JKUBOTI a00 IOTEMHIHHS cedi. 3a HaIBHOCTI LIMX CUMIITOMIB HeOOXigHO HETalHO MPUITUHUTH
JIIKyBaHHS 1 IPOBECTH HOCTiIXKEHHS TeYiHKOBO1 (PYHKIIl.

ITaHi 1I10[10 3aCTOCYBaHHS IepopanbHUX (HOPM iTpaKOHA30Iy MallieHTaM 3 MeYiHKOBOIO HeIOCTAaTHICTIO
obmexeHi. Crin 3 00epekHICTIO 3aCTOCOBYBATH 11eH TiKapChbKui 3acib maHil KaTeropil martieHTis.
PexomeHOBaHU peTEIbHUY MOHITOPDUHT CTaHy MAIi€HTIB 3 MOPYIIeHHAMYU (QyHKIIIl TeYiHKY, SIKi
IPUUMaIOTh iTpaKOHa30J 1. [Ipy NpUUHSATTI pillleHHs PO JTiKyBaHHS iHIIUMHU JTiIKApCHKUMHU 3aco0aMu,
gKi MeTabomnisyioTecss CYP3A4, peKoMeHI0BaHO OpaTu [0 YBaru MOMOBXKEHW Iepio HaliBBUBEOEHHS
iTpaKOHAa301y, L0 CIIOCTEPIraBCs y KIIHIYHUX JOCIIIXKEHHIX 3a Y4acCTIO [TallieHTiB, XBOPUX Ha LAPO3,
SKUM 3aCTOCOBYBAJIX OOHOPA30Bi 03U KAICYJI iTpaKOHA301y.

[NTanieHTaM i3 mifgBUIIEHUM PiBHEM NEYiHKOBUX ()epMEHTIB, aKTHBHUM 3aXBOPIOBAHHSM IeYiHKYU abo 3
IIPOsIBAMU I'ellaTOTOKCUYHOCTI BHACIIIIOK 3aCTOCYBaHHS IHIIKX IIpenapaTiB JIiKyBaHHS PO3MI0YUHAKOThH
TIJIBKY 3a YMOBY, 1110 OYiKyBaHUY pe3yJibTaT [IEPEBUIIy€e PU3UK YpaKeHH [TeYiHKU. Y TaKuX
BUITIaIKaX HEOOXiqHUY MOHITOPUHT QYHKIIM IEYiHKH.

3HUJCEHHA KUCAOMHOCMI WAYHKY.

[Ipy 3HMXKEHi# KUCIOTHOCTI IUTYHKY ab6copOIid iTpaKoHa301y 3 Kancya OpyHran® MOTipIIyeThCs.
[MTamieHTaM 3i 3HUKEHOI0 KUCIIOTHICTIO IITYHKY, CIPUYMHEHOI0 XBOP00OI0 (HAIIPHUKIIa[ axIoprifpieio)
a0 omHOYaCHUM 3aCTOCYBAHHSIM iHIIUX MIperapaTiB (HallpuKIIam, O 3HUKEHHS KUCIIOTHOCTI),
PEKOMEeHI0BaHO IIpUUMaTH KallCyJIx OpyHran® 3 HAIOSIMU 3 IIBUIIIEHOI0 KUCIOTHICTIO (HaIpUKIIam 3
HeMIiETUYHOIO KOJI010) (IUB. PO3[in «B3aemofis 3 iHIIMMM TiIKapChbKUMY 3aco0aMu Ta iHIT BUON
B3aemMogili»). Crifl BeCTH MOHITOPUHT MIPOTUTPUOKOBOI aKTHBHOCTI Ta 30iBIIUTH 03y iTPAKOHA30Iy
3a HeoOximHOCTi (muB. po3min «B3aemomis 3 iHIMMMHU NTiKapCbKUMM 3aco0aMu Ta iHII BUOK
B3aEMOJIIN»).

[TarieHTH MITHHOTO BiKY.

Kniniugi gaHi mopgo 3acTocyBanHs Kancyn OpyHran® Halji€HTaM JITHBOTO BiKy oOMexeHi. Kamcynu
Opysran® He CIIif 3aCTOCOBYBATH Mal[i€HTaM JIiTHLOTO BiKY, SKIIO TiTbKKM KOPKCTh Bifl 3aCTOCYBaHHS
He IepeBaXxae MOTEeHI[INHUN PU3UK.

[TopymieHHS QYHKII] TEYiHKY.

HocTynHi 06MexkeHi maHi 00 3aCTOCYBaHHS IepopaibHO iTpaKOHA30J1y NallieHTaM 3 IOPYIIeHHAM
¢byskuii nevinku. Crig Oyt 00epeKHUMU IIPY 3aCTOCYBaHHI Ipenapary il KaTeropil malieHTiB.

[MopymienHs QyHKIII HUPOK.

IaHi 100 3aCTOCyBaHHS iTPAaKOHA30JIy IIepopajbHO MallieHTaM 3 IOPYIIeHHSAM (QYHKII HUPOK
oOMexeHi. BiogoCTyIIHICTh iTpaKOHA30JIy IIpY ITepopaJbHOMY 3aCTOCYBaHHI y IallieHTiB 3 HUPKOBOIO
HEeJOCTaTHICTIO Moxe OyTu 3HuXKeHa. Crig OyTu 00epeKHUMYU NIPY 3aCTOCYBaHHI IpenaparTy Lin
KaTeropil MallieHTiB Ta PO3TJISHYTU IUTaHHS 00 KOPUTYBaHHS [O3MU.

Bmpama cayxy.

[ToBimoMIISANIOCS TIPO BUIIaIKX THMYACOBOL UM CTIMKOI BTPATH CNyXY Yy MAI[i€HTIB, IKi MpuiiManu
iTpakoHa3011. Y mesKuxX BUIAgKaX BTpaTa CIyXy BigOyBajachk Ha TJIi OQHOYACHOT'O 3aCTOCYBAHHS 3
XiHigUHOM, SIKUY MMPOTUIIOKa3aHu (OUB. Po3in «B3aemopmist 3 iHIIMMY JTiKapCbKUMHU 3aco0aMu Ta
iHII BUOU B3aeMogin»). Clyx 3a3BU4aid BiTHOBIIOETHCS IiC/IS 3aKiHUYEHHS Tepallil mpernapaToM
OpyHraH®, OJIHAaK Yy [IesIKMX TAI[iEHTIB BTpaTa CIyXy € He0O0OPOTHOIO.



ITauienmu 3 iMyHHOI HeAoCmMamHicmio.

Y meskux mallieHTiB 3 IMyHHOIO HeIOCTATHICTIO (HalpukKiaj, NalieHTy 3 HerdTponeHieo, CHIlom yu
TPaHCITIaHTOBAHUMH OpraHaMy) IepopaibHa 6i0m0CTyIHICTE iTpaKOHa30y 3 Kancys OpyHran”
Moxe OyTH 3HUKEHa.

ITayieHmu i3 cucmemHumMu 2pubkosumu iHpexkuiamu, u,o 6e3nocepedHbO 3a2POHCYMb HCUMMIO.

Yepes papMaKOKiHETHYHI BIACTHBOCTI (IUB. po3fin «PapMakoKiHeTHKa») Kancymu OpyHran® He
PEKOMEHIYEThCS 3aCTOCOBYBATH [JIs IIEPBUHHOI Teparllil HeBigK/IaAHUX CTaHiB, CIPUYNHEHUX
CHCTEMHUMHU IPUOKOBUMHU iHDEKIISTMHU.

ITauienmu, xeopi Ha CHI/I.

s nauienTis, xBopux Ha CHIJI, sKi mikyBanu cucTeMHy IpuOKOBY iH(EKIIif0, TaKy SIK CIIOPOTPUX03,
671acTOMIK03, TiCTOIJIa3MO03 Y¥ KPUIITOKOKO3 (MeHiHreaTbHUYN YU HeMeHiHreaIbHUM), Ta Y IKUX iCHYE
3arpo3a peuuguBy, JTiKap MOBUHEH OILiHUTH HeOOXimHICTh HMiITPpUMYyBalIbHOTO JTiKyBaHHS.

Hetiponamis.

IIpu BUHUKHEHHI HelipomaTii, I0B’13aH0i i3 3acToCyBaHHAM Karncyn OpyHran®, CIiif IpUIHHATH
IIPpUUOM IIpernapary.

Po3nadu 8yeneso00H020 06MiHY.

[TaieHTH 3 PigKiCHUMU CITaIKOBUMHU CTaHAMU HEIlepPeHOCUMOCTi PpyKTo3u, Manbabcopbirieto
TJIIOKO3U-TaJIaKTO3M YU caxapa30-i30MajibTa3HO HEJOCTATHICTIO He TOBUHHI 3aCTOCOBYBATHU LU
JiKapChKUM 3acil.

IlepexpecHa pe3ucmeHmHicme.

fK110 TP 3aXBOPIOBAHHI Ha CHCTEMHUY KAaHOMUIO3 € MMifo3pa Ha Te, 1o Buau rpubis Candida, siKi
BUKJIMKAIOTh 3aXBOPIOBaHHS, PE3UCTEHTHI 10 (GIyKOHA30Ily, He MOXKHa CTBEPHKYBAaTH, 1[0 BOHU
OyOoyTh YYTIUBUMU [0 iTpakKoHa301y. ToMy He0OXiTHO BUKOHATH TECT Ha YYTIUBICTh Iepel I04aTKOM
NiKyBaHHA Kancynamu OpyHran®.

B3aemo3aminHicmb.

He pekoMeHOy€eThCSI B3a€EMHO 3aMiHIOBATH JIiKapChKi 3acobu OpyHran®, KalCyjy, Ta OpyHran®,
PO34YMH OpayibHUM, OCKiJIbKU IIPU ITePOpabHOMY 3aCTOCYBaHHI OHAKOBUX 403 0i0JOCTYIIHICTh
PO3YMHY OPaIbLHOTO € BUIIOIO.

ITomeHuian 83aemodii.

OpHOYacHe 3aCTOCYBaHHS iTpaKOHA30Jy Ta MeBHUX JIiKapChKUX 3ac00iB MoxKe IMIPHU3BECTH [0 3MiHU
e(peKTUBHOCTI iTpaKOHa30JTy Ta/abo JTiKapChKOTo 3ac0o0y, 110 3aCTOCOBYETHCS OMHOYACHO 3 HUM,
no0iYHUX peakllii, 0 MOXYTh 3arPOXKYBaTH XKUTTIO, Ta/abo parnToBOro JIETabHOTO HACIIMIKY.
Jlikapceki 3aco6u, SKi MPOTUIIOKA3aHO, He PeKOMEH0BaHO a00 peKOMEHI0BaHO 3aCTOCOBYBATH 3
00epexkHiCTI0O OHOYACHO 3 iTPAaKOHA30JI0M, HaBe[eHi y po3aini «B3aeMofia 3 iHIUMMY JTiKapChKUMU
3aco0aMy Ta iHII BUOU B3aEMOMIN».



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BariTHicTs.

OpyHraH® He CJIii mpu3Ha4yaTy BariTHUM, OKPIM CTaHIB, 110 3arPOXKYIOTh KUTTIO, KOJIU ITOTEHI[iHA
KOPHUCTD IJI51 BariTHOI ITepeBHUIIye PU3KUK HETaTUBHOTO BIIJIUBY Ha IJIiA (OUB. PO3MiN
«[IpomunoKasaHHa»).

Y pmocrnigXeHHAX Ha TBAPUHAX iTPAKOHA30JI BUSABUB PEIIPOAYKTUBHY TOKCUYHICTb.

Iani mopo 3acTocyBaHHs npenapary OpyHran® y mepiof BariTHOCTi o6MexeHi. Y
IIOCTMapKETUHTOBUY 1ePiofl MOBIJOMIIANIOCS IPO BUIIAAKK aHOMAaJlill PO3BUTKY, TaKi K Bagu
PO3BUTKY CKeJleTa, CEY0CTaTEBOTO TPAKTY, CEPIIEBO-CYANHHOI CUCTEMU Ta OPTaHiB 30py, @ TaKOXK
XPOMOCOMHi aHOMaJIii Ta MHOXKKHHI Bafy PO3BUTKY. IIpHUMHHK 3B’30K i3 Kancynamu OpyHran® He
OyB BCTAaHOBJIEHUH.

Enifemionorivyni gai mofo BIIKBY npenapaTy OpyHraa® Ha XiHOK y epIIoMy TPEMeCTpi BariTHOCTI
(3acTocoByBanu mpenapaT IepeBakHO [jIg KOPOTKOYACHOT0 JIIKyBaHHS BYJIbBOBariHAIbHOIO
KaHAU03y) He BUSBUIM 30i/IbIIIEHOT0 PU3UKY Bal PO3BUTKY MOPIBHSAHO 3 TAKUMH Yy XKIiHOK, SKi He
3aCTOCOBYBaJIM IIpelapaTy 3 TepaTOTeHHUM e(EKTOM.

2KiHKu penpo0yKkmusHO020 BIK).

’KiHKaM penponyKTUBHOTO BiKY, SIKi IpUAMalOTh Kancyau OpyHran®, Ciif 3aCTOCOBYBaTH HaliliHi
3aco0u KOHTpAIEMIil MPOTSATroM YChOT0 KyPCy JTiKyBaHHS 00 HaCTaHHS MepIIoi MeHCTpYyalii micns
10T0 3aBEPIIEeHHS.

ITepiod 200ys8aHHA 2pydoH0.

[ly>xe He3Ha4Hi KiJIbKOCTI iTpaKOHa30J1y BULIATLECS Y TPYAHE MOJIOKO. ToMy y nepiof rogyBaHHS
TPyOai0 HeoOXimHO 3iCTaBUTH MOXKJIMBUM PU3UK IJIST JUTHHU 3 0YiKyBAHOI KOPUCTIO Bif MiKyBaHHS
npenapaToM OpyHran® mJis MaTepi. Y CyMHIBHUX BUIAAKaX XiHI CIIifi IPUIMHATH TONyBaHHS
TPYALIO.

30amuicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

HocnigXeHb 00 BIUIMBY Ha IMIBUAKICTH peakllil Ipu KepyBaHHI aBTOTpaHCIOPTOM abo poOoTi 3
iHIMMMY MexaHi3MaMu He mpoBogunocsd. Criif maM’aTaTé PO MOXKJIUBICTh BUHUKHEHHS TaKUX
no0iYHUX peakllil, K 3allaMOPOYeHHSs, pO3/Iafy 30py Ta BTpaTta Ciyxy (ouB. po3min «I1o6iuHi
peaxiiii»), 110 MOoXKe IPU3BECTH 10 HeTaTUBHUX HACJIIMKIB IIiff Yac KepyBaHHS aBTOTPAHCIOPTOM Ta
po60oTH 3 IHIIUMHU MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHsi ma do3u.

Kamcymu OpyHran® 3acTOCOBYBATH IIepOPaIbHO Bipa3y micis ioy s 3abe3nedeHHs MaKCHMasbHOI
abcopOiril mpenapaty. Kancymnu ciig KoBTaT HiTUMHU.



CxeMu JiKyBaHHS JOPOCIUX OIS KOXKHOTO ITOKa3aHH:

[Toka3aHHS A1 3aCTOCYBaHHS
* BynpBoBariHaabHUM KaHAUA03

» BuciBkonomiOHu# nuian
* [TaxoBUil MEPMATOMIKO3,

nepMmartoditia Tymyba
* IepmaTodiTis cror,

nepMaToQiTis KUCTEX PYK
* OpodapunreanbHi KaHOUOO3U

* OHiIXOMiKO03H (ypaKeHHS
HIirThOBUX IIJIACTHMHOK Ha IAJIbIIX
HIr SIK 3 YpaKeHHIM HirTiB Ha
pykKax, Tak i 6e3 HbOT0)

Ioza

TpuBamicThb

200 mr 2 pa3u Ha o6y 1 meHb

200 mr 1 pa3 Ha mo6y
100 mr 1 pa3 Ha o0y
200 mr 1 pa3 Ha mo6y
100 mr 1 pa3 Ha o0y

100 mr 1 pa3s Ha o0y

7 nHiB
15 guiB
7 nHiB
30 noHiB

15 guiB

200 mr 1 pa3 Ha o6y 3 micsi

Tabnuns 2

[IpuMiTKH

Crnip 36ibIIUTH KO3y [0
200 mr 1 pa3 Ha mo6y
BOPOOOBX 15 mHIB
rauieHTaM i3
HEeNTpOomeHiewn abo
CHIOom 4epe3s
mopyiieHHs abcopOirii
Imperapary B IIUX
TAlieHTiB.

OnTuManbHi KITiHIYHI Ta MiKONOTiYHi e(heKTH J0oCATal0ThCd Yepe3 1-4 TUXKHI micnsa 3aKiHYeHHS
JIiKyBaHHS iH(EeKIii MKipy, ByJIbBOBariHaIbHUX Ta OpodapuHrealbHUX KaHAUI03iB Ta Yepes
6-9 Mmics1iB micis 3aBeplieHHS JTiKyBaHHS iHQPEKII] HIrThOBUX MIacTUHOK. Lle OB’s3aHO 3 TUM,
1110 BUBEJIeHHS iTPaKOHA30Jy 3 TKAHUH IIKipH, HIr'TiB i c30BUX 0007I0HOK BiiOyBaETHCS

MIOBiNIbHIINE, HiX 13 IITa3MU KPOBI.

TpuBamicTh MKyBaHHS CUCTEMHUX T'PUOKOBUX ypaxKeHb IMOTPiOHO KOPUTYBATH 3aJIe3KHO Bif
MiKOJIOTiYHOI Ta KJIiHiYHOI BiilOBiAi Ha Tepariio.

CucreMHi MiK0o3u
ITokas3aHHsa O14
3aCTOCYBaHHSA
Acneprinso3

Kannoumos

To3ysaHHA'

200 mr 1 pa3 Ha go0y

100-200 mr 1 pa3 Ha moby

[TpuMiTKH

Tabmuia 3

30inpmenHs mo3u mo 200 Mr 2 pa3u Ha [o6y y

pasi inBa3uBHOIr0 ab0 MUCEMiHOBAHOTO
3aXBOPIOBAHHSA

30inpmenHs mo3u mo 200 Mr 2 pa3u Ha [o6y y

pasi inBa3uBHOIr0 ab0 IUCEMiHOBAHOTO
3aXBOPIOBAHHSA

Kpunrtokoko3s (6e3 o3uak 200 mr 1 pa3 Ha moby

MEHIHTITY)

Kpunrtokokosuii MeHiuriT 200 Mr 2 pa3u Ha 100y

licTonmma3zmos

[TigTpuMyBaibHa Tepanis (AUB. PO3Tin

«Oco0IMBOCTI 3aCTOCYBaHHS»).

Big 200 Mr 1 pa3 Ha go0y
no 200 Mr 2 pa3u Ha o6y



[ligTpuMyBansHe 200 mr 1 pa3 Ha go0y [¥B. IPUMITKY IIOMO IOpyIIeHHS abcopoOiii

JIIKYBaHHA MALIE€HTIB i3 HUXKYeE.

CHIOom

[TpodinakTuka 200 mr 1 pa3 Ha goby [¥B. IPUMITKY IIOMO IOpyIIeHHS abcopoOiii
y Hal[ieHTiB HUXKYe.

3 HEUTPOIIEHI€0

! TpuBamicTh MiKyBaHHS CJIiff KOPUT'YBATH 3ajIeXKHO Bifl KIiHiuHOI Bignosiai. [TopymenHs abcopOiii y
nanieHTiB 31 CHI[loM Ta 3 HEUTPOIIEHi€I0 MOXKe IIPU3BECTU 10 HA3bKO1 KOHIIEHTPAllil iTpaKOHa30I1y B
KPOBIi Ta 3HMKEHHS e(eKTUBHOCTI. Y TaKMX BUMAgKaX PEKOMEHYETHCS MOHITOPUHT PiBHS
iTpakoHa301y B KPOBi Ta 3a HeobxigHOoCTi 36inbnenHs no3u no 200 Mr 2 pa3u Ha #o0y.

ITayieHmu AiMHbO20 BIKY.

3acToCcyBaHHSA OpyHraHy® malieHTaM JIiTHbOTO BiKy He peKOMeHAYeThCS (OuB. po3min «Oco6auBOCTI
3aCTOCYBaHHS»).

ITauieHmu 3 nopyweHHAMU PYHKUIU HUPOK.

KriniuHi maHi 3acToCyBaHHS IepopaibHUX (POPM iTpaKOHA30Ty MallieHTaM 3 IOPYIIeHHAMHU QyHKIIIN
HUPOK 00MexkeHi. biofocTynHiCTs mpemnapaTy pu epopajbHOMY 3aCTOCYBaHHI MoXe OyTH 3HUXKEHA
y TaIiEHTIB 3 HUPKOBOIO HefocTaTHiCTIO. Criig 6yTH 00epekKHUMHU MIPU 3aCTOCYBaHHI IIbOT0
JIiKapChKOT0 3aC00y TaKUM IalliEHTaM Ta PO3TISHYTH IUTAHHS PO KOPUTYBAHHS HO3M.

ITauieHmu 3 nopyweHHAMU PYHKUIU NeYiHKU.

KriniuHi maHi 3acToCyBaHHS IepopaibHUX (POPM iTpaKOHA30/y MallieHTaM 3 IOPYIIeHHAMHN QyHKIIIN
ne4inky ooMexeHi. Cnig OyTu 00epeXHUMU IIPU 3aCTOCYBaHHI IILOTO JIIKAPCHKOI0 3aC00y TaKUM
marieHTaM (OuB. po3min «PapMaKonoriyHi BnacTuBOCTi. PapMaKOKiHETHKA).

Himu.

3actocysanHs OpyHrany® HiTsSM He PeKOMEHAYeThCs (AMB. Po3min «OCOBIMBOCTI 3aCTOCYBAHHS»).

IlIepedo3yeanHsi.

3aranom 1no0OiuHi peakilil, Ipo SKi MOBiOMIISIO0CS y pa3i mepefo3yBaHHs, Malu CX0KUY MPodinkb 3
no0iYHMMHU peakIlisiMy, 1110 BUHUKAJIU [IPU MIPUKOMi iTpaKoHa305y (OuB. po3gin «[1o6iuHi peakmii»).

Y pasi nepeno3yBaHHS CIIiT BKUTHU [MIATPUMYBAJIBHUX 3aX0[iB. AKINO Iie BUIIpaBAaHO, MOXHa
MIPU3HAYUTU aKTHBOBaHe BYTi/IsA. ITpaKOHA30JI HE MOXKHA BUBECTH IIJISIXOM reMOfiai3y.
CrnenudigHOro aHTUOOTY HEMAE.

ITo6iuni peakuii.



HajiuacTimuMyu n1o6iYHAMY peakliiMi IPH 3aCTOCyBaHHi Karcyn OpyHran®, Ipo sIKi IOBigOMIIAIOCS
y XOfli KJTiHiYHUX OOCIiIXKEHb Ta V¥ CIIOHTAaHHUX IIOBiIOMIIEHHSX, Oy/IM TOJI0OBHUM 6inb, Oinb ¥ XKUBOTI
Ta HygoTa. Haibinbur cepiio3HuMy MOOIYHUME peaKIisiMu Oy cepio3Hi anepriuHi peakiiii, cepiesa
HeIOCTATHICTh/ 3aCTiliHa cepIlieBa HeMOCTaTHICTL/ HAOPSK JIeTeHiB, TAHKPEAaTHT, TIXKKa
renaToTOKCHUYHICTD (BK/II0YAYH HeKilbKa BUIIQKIiB TOCTPOI MEYiHKOBOI HEJOCTATHOCTI 3 JTIeTaIbHUM
HaCJIigKOM) Ta TSIXKKi peakil 3 00Ky mKipu. YacToTa moGiyHMX peakilil Ta iHmIi mobiuHi peakiril
HaBeMeHi HuX4Ye.

[Tpo mo6iyHi peakilii, HaBefleHi HUXKYe, TIOBIJOMIISITIOCS Y XOMi BiIKPUTHX Ta MOABIMHUX CITIIIUX
KNTiHiYHKX BUIIPOOyBaHb Karcyn OpyHran® 3 yyacTio 8499 mamieHTiB, sKi OTpUMyBad iTPaKOHA30J1
71 JTiKyBaHHS OepMaTOMiK03iB ab0 OHiXOMiKO03iB, Ta 3i ClIOHTAHHUX MTOBiIOMJIEHb.

[ToOiuHi peax1ii, HaBe#eHi HUXK4Ye, 3rPYIIOBaHi 3a CUCTeMaMy OPraHiB, BCepefnHi KOXKHOI TPy 3a
cHCTeMaMHU OpraHiB BKa3aHi 3a 4acTOTOW. YacToTa BU3HAYAETHCA K AyxkKe yacTto (= 1/10), gacto (=
1/100, < 1/10), meyacro ( = 1/1000, < 1/100), pigko (= 1/10 000, < 1/1000), myxe pigko (* 1/10
000).

[adexkmil Ta iHBa3il:

He4YacCTo - CUHYCUT, iH(eKIil BepXHiX IUXaTbHUX IMUISXIB, PUHIT.
3 00Ky KpOBi Ta NiM$paTuyHOl CUCTEMHU:

PiAKO - NeUKOomIeHis.

3 00Ky iMyHHOI CUCTEMH:

HevacTo - TinepyyTauBicTh*;

pimKo - cupoBaTKOBa XBOpo0a, aHTiOHeBPOTUYHUM HAOPSK, aHadiTaKTUYHI peakiril.
3 60Ky MeTaboi3My:

pigKo - rinepTpuriinepugeMis.

3 00Ky HEPBOBOI CUCTEMHU:

YaCTO - TOJIOBHUH Oinb;

PiOKoO - mapecTesis, rirnoecTesis, IUCreB3is.

3 00Ky opraHiB 30py:

pigKo - mopyuIeHHs 30py (Y T.4. QUIJIONIS Ta IOMYTHIHHS 30DY).
3 6oky opaaHis cayxy ma eecmubyaspHO20 anapamy:

PifKoO - TUMYacoBa YH CTiliKa BTpaTa C/IyXy, IIyM y ByXax.

3 boky cepus:

HEBiOMO - 3aCTiiiHa ceplieBa HEJOCTATHICTh*.

3 60Ky duxaabHOi cucmemu:



PifKO - OHUCITHOE.

3 boxy mpasHoi cucmemu:

4acTo - Oinb ¥ KUBOTI, HY[IOTa;

HeYacTo - miapest, 6J0BaHHS, 3aII0p, MUCIIEICis, METeOPU3M;
PiOKO - maHKpeaTuT.

3 6oky eenamobiniapHoi cucmemu:

HEe4YacTo - MOPYIIeHHs QYHKIIIN MeUiHKY;

PifKO - TSI7KKa TenaTOTOKCUYHICTS (y T.4. [eKimbKa BUMAAKIB TSIKKOI TOCTPOI IEeYiHKOBO1
HEOOCTATHOCTI 3 JIeTaJlbHUM Hacmigkom)*, rinepOinipyOinemis.

3 6oky wkipu ma niOwKipHOi KAIMKOBUHU:
HEYaCTO - KPOIIUB IHKA, BUCUIIAHHS, CBEPOiK;

PiIKO - TOKCHYHUM eliflepMalnbHU HEKPOIli3, cuHapoM CriBeHca-[I:KOHCOHA, TOCTPUH
reHepai30BaHUM €K3aHTEeMaTO3HUU IYCTY/Ib03, MyJIbTU(OPMHA epuTeMa, eKC(osTiaTuBHUI
OEPMATHUT, JIEMKOIUTOKIIACTUYHUN BAaCKYIIIT, aJlomellisi, CBiTIOYyTIUBICTh.

3 00Ky CEeYOBUINTbHOI CUCTEMMU:

PIOKO - IIOJIaKiypid.

3 00Ky pelpOOyKTHUBHOI CUCTEMU Ta MOJIOYHUX 3aJ103:
HEeYacTO - PO3/7agy MEHCTPYaIbHOTO LIUKITY;
HEBiIOMO - epeKTuIbHa AUCHYHKITA.

3aranbHi po3nagu:

HeYacTo - HaOpSKH.

JTabopaTopHi goCHimXKeHHS:

pigKo - migBUILeHHS PiBHS KpeaTUH(POCHOKiIHA3H Y KPOBI.

* MuB. po3min «OcoBIUBOCTI 3aCTOCYBaHHS».
Onuc okpemux nobivHUX peaxuitl.

Huxue HaBemeHo nmoOiuyHi peakiiii, acolifioBaHi i3 3aCTOCyBaHHSIM iTpaKOHA30Iy, PO SKi
IIOBIIOMJISANIOCSA Y XOZi KJTIHIYHUX OOCTIIAXEHb OpyHrany®, PO34YKHY OPaJIbHOTO Ta PO3UYUHY AJIS

BHYTPIIIHEOBEHHOT'0 3aCTOCYBaHHS, 3a BUHATKOM 3alajieHHs y MicIli iH’eK1lii, OCKiNbKY 1151 mobiuHa

peaKuiﬂ € Cl'IeI_II/I(l)i‘-IHOI-O JInIoe OJid PO3YUHY OJId BHYTpiHIHBOBeHHOI"O BBEJEHH/I.

3 6oky Kposi ma aimpamuyHoi cucmemu: TPAHYIJIOIMUTONEHiST, TPOMOOLUTOTIEHis.



3 6oky imyHHOI cucmemu: aHadinaKTOIgHI peaxiiii.

3 boxy memaboaiamy: Timepriikemis, rimepkanieMis, rimokamieMis, rimoMaraiemis.

3 60Ky ncuxiku: CIIyTaHICTh CBiTOMOCTI.

3 60Ky Hepsosoi cucmemu: iepudepryHa HeWpomnaTis*, 3alraMOpOYEeHHsI, COHJIUBICTD, TPEMOP.
3 60Ky cepus: ceplieBa HEJOCTATHICTh, HEIOCTATHICTH JTiIBOT'O UIIYHOYKA, TaxikKapmis.
3 60Ky cyOuHHOI cucmemu: apTepianbHa TilepTeH3is, apTepiaibHa TinoTeH3is.

3 60Ky duxaabHoi cucmemu: HaOPSIK JIeTeHiB, MUCQOHisI, Kallleb.

3 6okxy mpasHoi cucmemu: IITYHKOBO-KUIITKOBI PO3JIajiy.

3 boky 2enamobisiapHoi cucmemu: eYiHKOBa HEIOCTATHICTE*, TEMATUT, JKOBTSHUIIS.
3 60Ky wkipu ma nidwKipHOi KAIMKOBUHU: epUTEMATO3Hi BUCUIIaHHS, Tilleprigpos.

3 60Ky M’513080-CKesiemHOi cucmemu: Mianris, apTpanris.

3 6oky ceyosudinbHOi cucmemu: IOPYIIeHHS QYHKIIN HUPOK, HETPUMaHHS Ceui.

3aeanvHi po3nadu ma peakuii y micui eeedeHHs: TeHepai3oBaHui HaOPSK, HAOPsSK 06muyys, 6inb y
TPYOHiN KimiTii, rapsyka, 0iib, BTOMJIEHICTH, 03HOO.

JlabopamopHi 0ocaidxceHHA: TigBUILEHHS PiBHS alaHiHaMiHOTpaHCc(epa3y, MiBUIIEHHS PiBHA
acnapraTaMiHoTpaHcdepasy, TigBUIIEHHS PiBHS TykKHOI ¢hochaTasu, IigBULIEHHS PiBHS
JlaKTaTHeTifAporinas3y, NiABUIIEeHHS PiBHA raMMa-TiIyTaMinTpancdepasy, TiABUIIEHHS PiBHSI
IIeYiHKOBUX (DEPMEHTIB, BiIXUIEHHS B Pe3yIbTaTax aHasi3y cedi.

Himu.

Besneka 3actocyBaHHs Kancyn OpyHran® gociigKyBanacs 3a y4acTio 165 mefiaTpHyHyX NalicHTiB
BikoM Bif 1 mo 17 pokiB, siki 6panu y4acts y 14 KniHIYHUX OOCTigXKeHHAX (4 MOABIMHUX CIINuX,
n1are00-KOHTPOILOBAHUX NOCHIMXKEHHS; 9 BiDKPUTHX JOCTigXKeHb; 1 ocmimXKeHHs 3 BiTKPUTOIO
¢da3o10, 3a 9KOI0 CIlimyBasa nofBiliHa ciina ¢a3a). Lli maiienTy oTpuMany oHaliMeHne 1 o3y
karcyn OpyHran® [ JiKyBaHHS rpuOKOBUX iHQeKil, 6ynu 3i6paHi maHi 3 6e3mex.

Ha ocHOBi 3BefieHUX faHuX 3 6e3MeKH, OTPUMaHUX Y IUX KITiHIYHUX JOCHIIXKEHHIX, MOOIiYHUMU
peaxkiIlisiMu, Ipo SKi YacTo MOBimoMIIsIocs, V¥ giTed 6ymu: ronosuus 6insk (3,0 %), 6moBanus (3,0 %),
6inb y KuBOTi (2,4 %), miapes (2,4 %), nopymenHs GyHKIid nevinku (1,2 %), apTepianbHa TrinoTeHsis
(1,2 %), mymota (1,2 %) Ta kponus’sgHKa (1,2 %). 3aranom mpodinb MoO6iYHUX PeaKiliii € CXOXKUM 3
TaKUM Yy JOPOC/IMX, IPOTE YaCTOTa 1X BUHUKHEHHS € BUILOIO Y JiTeH.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.



30epiraTtu B HEAOCTYIHOMY AJIS OiTeX Micli pu TemnepaTypi He Buiie 30 °C.

YnakoBka. ITo 4 karcynu B 61icTepi, mo 7 6y1icTepiB y KapToHHi# KopoO1i abo 1mo 5 Karncyn y
6micrepi, mo 3 61icTepu B KAPTOHHIM KOPOOIIi.

Kareropis BigmycKy. 3a perenTtom.

BUpPOOHHK.

fAnccen-Cinar C.n.A./Janssen Cilag S.p.A.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Miclsi IpoBaIXKeHHs HOro Tis/IbHOCTI.
Bia C.4duccen, 04100 bopro Can Mimtens, JlaTina, ITamisa/

Via C. Janssen, 04100 Borgo S. Michele, Latina, Italy.



