IHCTPYKIIA

IJIsI MEJUYHOI' 0 3aCTOCYBaHHS JIiKapChKOI'0o 3aco0y

CIIOPAKCOJI

(SPORAXOL)

Cknao:
ditoua pe4oB8uHa: iTpaKOHa30JI;
1 kancyna MicTuTh iTpakoHa3ony 100 Mr;

donomidcHi peyoguHU: yKOp cepruHui (caxapo3a, KpoxXMallb KyKypPYyA3sSHUM, BOJa OUUIIEHa),
nosokcamep 188, rimpomenosa 6 cP, monokcamep 188 MikKpoHi30BaHuUM, Kancy.id
(iHmuroxkapmin (E 132), xinoninosui xoBtuul (E 104), Tutany miokcup (E 171), Boma
OUMIIEeHa, XKeJIaTUH).

JIikapcbka ¢opma. Kancynu.

OcCHoO8HI (pi3uKko-XiMiuHI 81acMuUBOCMI: HEIIPO30pi TBEPAi XKemaTUHOBI Kancynu NeQ 3 KpUIIKOIO Ta
TiJIOM 3€JIEHOTO KOJILOPY, 1[0 MiCTSATh KOBTO-0€KeBi chepryHi MiKporpaHyIu.

dapMakoTepaneBTHYHA rpyma. [IpoTurpubkoBi mpemnapaTy Ay CHCTEMHOI'0 3aCTOCYBaHHS.
ITpakoHa3zor.

Kog ATX JO2A CO02.

dPapmako102iuHi 8 1acmueocmi.
®apmakoduHamika

ITpakoHa30J - MOXigHA pedoBUHA TPUA30I1y, SKa Ma€ MKUPOKUM CeKTp Hii. [locmigKeHHs in vitro
TI0Ka3aJid, 110 iTpaKoHa30J1 IPUTHIYYE CUHTE3 epProcTeposly y KiiTuHax rpubkis. Eproctepon €
BaXKJINBUM KOMIIOHEHTOM KJIITMHHOI MeMOpaHu rpubka, IpUTHiYeHHS HOTO CUHTE3Y 3a0e3neuye
IPOTUTPUOKOBUH e(eKT.

CTOCOBHO iTpaKOHA30Jly TpaHUYHi 3HaUeHHs Oy BcTaHOBIeH] numie oist Candida spp. s
IOBepXHeBUX MikKoTuuHUX iHpekuin (CLSI M27-A2, rpaHryHi 3HaYeHHS He Oy BCTAHOBJIEHI 3a
MeTtoponoriero EUCAST) rpanuusi 35adenss CLSI taki: gwytnusi <0,125; 4yTnusi go303anexHi
0,25-0,5 Ta pe3uctenTHi =1 MKr/™Mi. ['paHWYHI 3HaYeHHS He Oy/IM BCTAHOBJIEHI s MilleTiaTbHUX
rpubis.

HocnifkeHHS in vitro moKasaiy, 10 iTpaKOHa30JI IPUTHIYYE PiCT IMMPOKOT0 CIeKTpa rpruoKiB,
aTOTeHHUX [Jg JIIOOWHHY, Y KOHI[EHTPAIlifx 3a3Budall <1 MKr/Mi. CeKkTp BKIOYaE: JepMaTo(iTu



(Trichophyton spp., Microsporum spp., Epidermophyton floccosum), npixnxi (Candida spp.,
Bkmiovyatouu 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 iHIi pi3HOBUAU APiXKAXKIB Ta
IrpuoOKiB.

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

[onoBHMMHU TUTIaMU TPUOKIB, IKi He MPUTHIYYIOTHCS iTPaKOHA305I0M, € 3urominietu (Rhizopus spp.,
Rhizomucor spp., Mucor spp., Ta Absidia spp.), Fusarium spp., Scedosporium proliferans ta
Scopulariopsis spp.

dapmakoKiHemuxka.

dapmakoKiHeTHKa iTpaKoHA30/Iy AOCTiAKyBalacs 3a y4acTio 3[0POBUX JOOPOBOJIBIIIB Ta 0COOIUBUX
KaTeropill malieHTiB Mic/isa MpUioMy OTHOPa30Boi Ta 6araTopa3oBuX A03.

AGcopbiris

ITpakoHa30J1 WBUAKO BCMOKTYETHCS ITiCIIA IIEPOPAIbHOI0 3aCTOCYBaHHA. MaKcUMalbHi [1J1a3MOBI1
KOHIIEHTPAIlil IiCcs MpuiioMy BHYTPIIITHEO OOCSATAI0ThCS BIPOAOBK 2-5 roguH. AGCOMI0OTHA
OioyloriyHa MOCTYIHICTh iTPAKOHA30Jy CTAHOBUTD 55 %. MakcuManbHa 61000CTYIIHICTD ITpH
3aCTOCYBaHHI BHYTPIIIHBO CIIOCTEPITa€THCS NIPU BXKUBAHHI Bigpa3y Iicisd NPUHOMY IIpenapary
BHCOKOKAJIOPiMHOI 1XKi.

Po3momin

Binbia yacTuHa iTpakoHa305y 3B's13yeThes 3 Gimkamu mma3mu (99,8 %), mpu oMy anbOyMiH €
T'OJIOBHUM 3B’I3yI0YUM KOMIOHEHTOM (99,6 % mns rinpokcuMeTabonity). Takox BiH Ma€e BUCOKY
adinHicTh mo xupis. Jlume 0,2 % iTpakKoHa30Jy B KPOBi 3a/IUIIAETLCS Y BUTJIAA1 HE3B I3aHO1
peyYoBHHU. YABHUN 00’€M PO3MOMiNy iTpaKoHa301y HOCUTh 3HauHuM (>700 1), 1110 Ta€ 3MOTy
IPUITYCTUTY MOTO OOMIKMPHUM PO3MOMiN ¥ TKAHUHAX: KOHIIEHTpallil y IereHaX, HUpKax, MediHili,
KiCTKaX, IIJTYHKY, CeJie3iHIi Ta M’'a3ax Oyau y 2-3 pa3u BUIIi 3a KOHI[EHTPAIlil y IJIa3Mi.
HakomuuyeHHs iTpaKOHA30Jly B KepaTUHOBUX TKaHWHAX, 0COOIMBO B IIKipi, B 4 pa3u IepeBUIyBaso
Take y IJ1a3Mi KpPOBI.

BiorpaHcdopmartis

ITpakoHa30J1 3HAYHO0 MipOI0 PO3IIEIIIOETLCS B IIE€UiHIIl 3 YTBOPEHHSM BEJIUKOL KiTbKOCTI
MeTaboiTiB. OmHUM i3 TaKuX MeTaboJIiTiB € TiTPOKCHU-ITPaKOHA30J1, AKUY Ma€ MOPiBHSIHHY 3
iTpakoHa30510M IPOTUTPUOKOBY fito in vitro. KoHIleHTpallil rifpokCcH-iTpaKoHa301y B I1a3Mi
npubIKU3HO Y 2 pa3u BUIll, Hi’K KOHIIEHTpallil iTpaKoHa307y.

3rigHo 3 mocnipxeHHAMHU in vitro, CYP3A4 - ronoBHUM (hepMeHT, 3a/lydeHu J0 IPOLeCy
MeTaboi3My iTpaKoHa307y.

BuBenenus

[Tpubnu3no 35 % iTpakoHa30Jy eKCKPETYETLCA Y BUTJISAAI HeaKTUBHUX MeTaboiTiB i3 ceyero Ta
0mu3bpK0 54 % - 3 KamoM. BuBeieHHS BUXiOHOI JTIKapCchKOI PEYOBMHYM HUPKAMHU CTAHOBHUTH MEHII HiX
0,03 % mo3wm, ToMmi SIK BUBEEHHS He3MiHEeHOI PeYOBHMHHM 3 KaJIoM Bapitoe Bixg 3 mo 18 %. KmipeHc



iTpaKOHAa30Iy 3HUKYETHCS 3a BUIIUX 03 Yepe3 HaCHUyBaHUU MMEYiHKOBUHM MeTabo0ITi3M.
JIiHIHHICThH/HEMHINHICTE

Bracmigok HemniHiWHOI (hapMaKOKiHETUKHY iTPaKOHA30J KyMYJIIOETHCS B IJIa3Mi y pa3i 6araTtopa3oBoro
3acTocyBaHHS. PiBHOBaXHi KOHIIEHTpallil JocAaraloThcs mpoTsaroM 15 guiB, 3HauenHs C,,, Ta AUC y
4-7 pasiB BUllli, HiX IiCJI9 0GHOPA30BOro 3aCTOCYyBaHHs. CepenHiu nepion HalliBBUBEIEHHS
cTaHOBUTH 40 TOAWH IiC/Ig MOBTOPIOBAHUX [I03.

Oco06muBi KaTeropii maItieHxTiB

[TeuiHKOBa HEIOCTATHICTh: (hapMaKOKiHETUYHE NOCTIAKEHHS 13 3aCTOCYBaHHSAM OOHOPa30B0l J03U
100 mr iTpakona3zony (1 xkancynu mo 100 Mr) 6yJio IpoBefeHo 3a y4acTio 6 3MopoBux Ta 12 XBopUX Ha
IIMpo3 maillieHTiB. He crioctepiranocs kiiHiuHO 3HauyIol pizauti momo AUCw» MixX UMK JBOMa
rpynamu. Y MalieHTiB i3 IMpo30M cIocTepiranocs KiIiHiYHO 3HaYuMe 3MeHIIeHHs cepegHroi C,,. (47
%) Ta 30inbIIeHHs y 2 pa3u Iepiofy HaliBBUBeOeHHS iTpakoHa3omy (37x17 mpotu 16+5 roguH).

HeMae goCTynmHUX JAaHUX ILIO[0 JOBTOTPUBAIOTO 3aCTOCYBaHHS iTpaKOHA30J1y MalliEHTaM 3 LIPO30M
IIeYiHKH.

HupkoBa HEOOCTATHICTh: JOCTYIIHI 06MeXKeHi faHi 111010 3aCTOCYBaHHS II€POPaIbHOTO iTPAaKOHA30ITy
nalieHTaMu 3 IopyIIeHHIM QyHKIii HUpoK. Crig 6yTu 00epeXKHUMHU IIPY 3aCTOCYBaHHI IIpemapaTy
ITil KaTeropii maiieHTiB.

KiiniyHi XxapaKTepHUCTHKH.
Iloka3zaHHA.

- By1bBoBarinHaJibHHH KaHTHIO03;
- BHCIBKOIIOMiOHUY THIIAM;

- IepMaToMiK03H, CIpUUYNHEHI YyTIUBUMU [0 iTpakoHa3oy 306ynuukamu (Trichophyton spp.,
Microsporum spp., Epidermophyton floccosum), Hanpuknan gepMaTodiTisi CTOII, maxoBui
nepMaToMiK03, mepMaTodiTis Tynyba, oepMaTodiTisi KUCTEHN PYK;

- opodapuHTeanbHUN KaHINUO03;
- OHIXOMiKO03H, CIpUYMHEHI JepMaTodiTaMu Ta/abo gpiKOoKamy;
- TiCTOIIa3Mo03;

- CUCTeMHi MiK0o3u (y BUIIafikaX, KOJIU IPOTUTPpHOKOBa Teparlis mepioi iHii He Moxke 6yTu
3acTocoBaHa, abo y pa3i Hee(peKTUBHOCTI JiKyBaHHS iHIIMMHU IPOTUTPUOKOBUMHU IIpellapaTaMH, 110
MOxKe OyTH 3yMOBJIEHO HasIBHOIO ITATOJIOTi€10, HEUYTIIUBICTIO ITAaTOTeHy a00 TOKCUYHICTIO IIpemapary):

- aCIeprinbpo3 Ta KaHOUO03;

- KPUIITOKOKO3 (y T.4. KPUIITOKOKOBUM MEHIHTIT): MiKyBaHHS iMyHOOCHa0IeHUX MallieHTiB i3
KPUIITOKOKO30M Ta YCiX MAaIi€HTIiB i3 KPUIITOKOKO30M LIeHTPaIbHOI HEPBOBOI CUCTEMHU;

- migTpUMyBabHa Tepanis y nauienTis 3i CHIloM 3 MeTolo 3anobiraHHs peruauBy HasgBHOI



rpubKoBoOl iH}eKIIil.

ITpakoHa30J TaK0XK MpH3Ha4aloTh 15 NMpodinakTUKy rpubKoBoi iH(deKIii y maIllieHTiB i3 TpuBaioo
HEeUTPOIIEHI€ y BUIIaIKaX, KOJIU CTaHJapTHA Tepallisi € HeJOCTaTHLOIO.

IIpomunoka3aHHs.

Bimoma rinmepuyyTnauBicTh 0 Aito4ol peyoBuHU ab0 mo OymIb-sIKOI 3 MOMOMIiXKHUX PeYOBUH
Ipemnapary.

[IpoTunoka3aHe ogHOYACHe 3aCTOCYBaHHS iTpaKoHa307y Ta cyocTpartiB CYP3A4. OgHouacHe
3aCTOCYBaHHS MOXKe CIPUYMHUTH MigBUIIEHHS KOHIIEHTPALlil IIUX JiKapChKUX 3aco0iB y m1a3Mi KpoBi,
110 MOXKe MPU3BECTU [0 ITOCUJIEHHS ab0 MPOJIOHTallii TepaneBTUYHUX i Mo6iYHUX peakilili Ta CTaHiB,
110 MOXKYTb IMOTEHIIMHO 3arpoXKyBaTH XKUTTI0. Hanmpuknaz, 36inmbineHi KOHIIEHTPAIIl ITUX TiKapChKuX
3ac00iB MOXKYTb IPU3BECTH 10 MOIOBKEeHHA iHTepBany QT Ta BeHTPUKYISPHUX TaXiapuTMil,
BK/II0UAIOYHX BUIMIAAKU TPIMOTIHHS MEPEXTiHHS IITyHOYKiB, apUTMil 3 TOTEHLINHUM JIeTaTbHUM
HacnigkoM. [laHi mikapchKi 3acobu mepeideHi y po3aini «B3aeMopis 3 iHIMUME TiKapChKUMU
3aco0aMu Ta iHIIi BUOW B3aEMOMIN».

3acTocyBaHHS NallieHTaM 3i LIIYHOYKOBOIO AUCQYHKINEI, TAKOIO K 3aCTiliHa ceplieBa
HeOCTaTHiCTh, ab0 3aCTiHOIO CepIIeBOI0 HeMOCTATHICTIO B aHaMHe3i, 3a BUHSITKOM
nmiKyBaHHS iH(EKIIii, 1110 3aTPOXKYIOTh KHUTTIO (IUB. po3Hin «OcoBIUBOCTI 3aCTOCYBaHHS»).

He cnipg 3acTocoByBaTu Ipenapar IIifi Yac BariTHOCTI, 3a BUHATKOM JIiKyBaHHS CTaHIB, 1110
3arpoXKyIOTh JKUTTIO BariTHOI (OUB. PO3Min «3acToCyBaHHS Y Iepiof BariTHOCTI ab6o
TOAyBaHHS I'PYATI0»).

KiHKaM penponyKTHUBHOTO BiKY, SIKi MPUUMalOTh KaIllCy/IX iTpaKOHA30J1y, CIIifi 3aCTOCOBYBaTH HafilHi
3aco0u KOHTpAIEIIil IPOTSATroM YChOT0 KypCy JiKyBaHHS 00 HaCTaHHS MepIIoi MeHCTpyalil micns
10r0 3aBepIIeHHS.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodilii.

ITpakoHa30/1 IepeBaxHO MeTabomi3yeTbest muToxpomMoM CYP3A4, Tuimi npenapaTy, ki
MeTab0mi3yI0ThCS UM IITIIX0M a0o MomudikyoTh akTuBHICTh CYP3A4, MOXKYTh BIJIUBATH Ha
(hapMaKOKiHETHKY iTpaKOHa30iy. Tak camo i iTpaKOHa30JI MOXKe BIIJIMBATU Ha
dhapMakKoKiHeTHKY iHIuX cyOcTaHIli#. ITpakoHa30: € mOTyKHUM iHTi6iTopom CYP3A4 Ta P-
rikonpoTeiny. [Ipu omHOYaCHOMY 3aCTOCYBaHHi 3 iHIIMMU JTiKAPCHKUMU 3aCc00aMu CIIif TAKOXK
KepyBaTHUCS iHCTPYKIIIMU AJIST MEIUYHOT'0 3aCTOCYBAHHS IUX JTiIKapChKUX 3ac06iB 1momo iHGopmarrii
PO LUISAXY MeTabo0mi3My Ta MOXKJIMBY HeOOXiMHICTh KOPEKIii 7o03.

JIixapcoKi 3acobu, AKi MoHCYymMb 3HUNCYBAMU KOHUEHMPAUio impakoHa3oay 8 naa3mi Kpoei

JlikapchKi 3aco0u, sIKi 3HUKYIOTh KMCJIOTHICTh IITYHKA (IIpernapaTtH, SKi HeUTpani3yioTh
KHCJIOTY, TaKi SIK ajoMiHilo rifpokcup, abo cympecopu BULiEHHS KUCIOTH, Taki K
aHTaroHiCTHU H,-pernenTopiB Ta iHriGiTOPH IPOTOHHOI MOMITK), BIIJIMBAIOTH Ha abcopOiIlito
iTpakoHa3ony 3 Kancys. Cruig 6yTu 06epekHUMYU IIPU OMHOYACHOMY 3aCTOCYBaHHI HUXKYe3a3HaUYEeHUX



JiKapChKUX 3ac00iB Ta KaICYJ iTpaKOHA30Iy:

- IIPY OMHOYACHOMY 3aCTOCYBaHHi iTPAaKOHA30Iy Ta JTiKapChKUX 3ac0o0iB, 110 3HUKYIOTh
KHUCIJIOTHICTb, KAIICY/IX iTPAKOHA30I1y CIIif] 3aCTOCOBYBATH i3 HAMOSMHU 3 MiABUILEHOI0 KUCIOTHICTIO,
TAKUMU SIK HEeJi€TUYHa KOJa;

- JiKapchKi 3aco0W, 1110 HENUTPaNi3yioTh KUCIOTY (HalpUKIaL alloMiHilo TigpoKCH), Ciif
3aCTOCOBYBaTH IIOHalMeHIIe 3a 1 roauHy [0 abo yepe3 2 TOAWHY Micsa 3aCTOCYBaHHSA KallCy
ITpaKoHa30J1y;

- CJIiJl KOHTPOJIIOBATH PiBeHb IPOTUTPUOKOBOI aKTUBHOCTI Ta B pa3i HeoOxigHOCTi 306imbIyBaTH
103y iTpaKOHAa30Iy.

OpHOYacHe 3aCTOCYBaHHS iTPAKOHA30Jy 3 IOTYKHUMHU iHOAyKTOpamMu GpepMenTy CYP3A4 npu3BoguTh
[0 3HUKEHHS 610M0CTYITHOCTI iTpaKOHA30/Ty Ta TiIPOKCHU-ITPaKOHA30 Ty, HACIiIKOM 40T0 € 3HaYHe
3MeHIIeHHs e()eKTUBHOCTI NiKyBaHHA. Hanmpuknag:

- anTtubakTepianbHi: i3oHiazup, pudabyTun (OUB. TaKOXK HUXKYE «JIikapchKi 3ac06M, KOHIIEHTPAILIiI0
SKUX B IIJ1a3Mi KpOBi 30i/1blye iTpakoHa3011»), pudaMITilmH;

- TIPOTUCYHOMHI: KapOaMa3eriH (OuB. TaKOXK HUXK4e «JIlikapchbKi 3acobu, KOHIIEHTpaIlilo TKUX B
n71a3Mi KpoBi 30inbIye iTpakoHa3om»), hernobapbiTan, GpeHiToiH;

- TpOTUBIPYCHi: edaBipeHI], HeBipalliH.

OpHO4YacCHe 3aCTOCYBaHHA MOTYKHUX iHAYKTOPiB pepmenTy CYP3A4 3 iTpakOHA30JI0M He
pekoMeHpoBaHe. He ciif po3noyrHaTy 3aCTOCYBaHHS BHUIlle3a3HAaYEHUX JIIKiB IPOTATOM
JIIKyBaHHS ITPaKOHA30JI0M, 3a BUHATKOM TUX BUIIA[KIB, KOJIU MOXKJIMBA KOPUCTH 3HAYHO
IepeBaxae MOTeHiMHNM pu3ukK. CIif peTeIbHO KOHTPOJIIOBATH PiBeHb MPOTUTPUOKOBOL
AKTUBHOCTI Ta 30iMbIINTH 3a HEOOXiTHOCTI MO3y iTPaKoHa30Iy.

Jlixapcuki 3acobu, sKi 36i1bWy0OMb KOHUEHMPAuio impakoHa3oay 8 naa3mi Kposi

[MotyxHi inri6itopu ¢hepmernty CYP3A4 MoxXyTh 30iMbIINTH Oi00OCTYIHICTh iTPAaKOHA30MY.
Hanpuknan:

- aHTuOaKTepiaabHi: MUIPOQIOKCALMH, KIapUTPOMIINH, €PUTPOMILINH;

- IPOTUBIPYCHI: MigCUIeHW PUTOHABIPOM JapyHaBip, MiACUIEHUN PUTOHABIPOM
dbocamrpeHasBip, inguHaBip (QUB. TaKOX HuUX4e «JIlikapchbki 3acobu, KOHIIEHTPAIIil0 SKUX B IIJIa3Mi
KPOBi 30i/bIIIy€ iTpaKOHA30/1»), PUTOHABIP (IUB. TaK0XK HUXK4Ye «JlikapchKi 3ac0o0H, KOHI[EHTPAIIil0
SKUX B IIJ1a3Mi KPOBi 30i/IbIIye iTpaKOHA30I1»).

LIi mixapceki 3acobu ciif npuiiMaTé 3 06epeXHICTIO IPU OAHOYaCHOMY 3aCTOCYBaHHI 3
iTpakoHa30510M. Tak¥x MAIiEHTIB CJIifi peTebHO 00CTEXKYyBaTH CTOCOBHO 03HaK 30ibIIeHHS abo
IIPOJIOHTallil hapMaKoJIOTiYHOT0 eeKTy iTpaKOHA30Jy Ta 3a HEOOXiIHOCTiI 3MEHIIyBaTH 03y
iTpakoHa301y. PeKOMeHI0BaHO KOHTPOIIOBATH KOHIIEHTPAILiI0 iTpaKOHA30J1y Yy I1a3Mi KpoBi.

Jlikapcuki 3acobu, KOHUeHMpauito AKUX 8 naasmi Kpoei 36i1bWye impakoHaso

[TpakoHa30/1 Ta OTr0 OCHOBHUYM MeTalOMiT TiIPOKCU-iTpPaKOHA30/I MOXKYTh IIPUTHIYyBaTH
MeTa0o0I1i3M Ipemnaparis, ki MeTabomidyioTecs GepmernToM CYP3A4, Ta TpaHCIIOPTYBaHHSA



JIiKiB P-rikompoTeinoM, 110 MO3Ke IPU3BECTH [0 30iIbIeHHs KOHIIEHTPAIlil ITUX JTiKiB Ta/abo ix
MeTabomiTiB y mma3mi. Take migBUIEHHS IJ1a3MOBUX KOHIIEHTpPALli MOXKe IIPU3BECTH [I0 IIOCUJIEHHS
abo MMOMOBXKEHHS TepaneBTUYHOT0 eheKTy Ta BUHUKHEHHS M00iYHUX peakilili. [IpoTHuioka3aHe
IIpHU3HAYEHHS iTPaKOHA30J/y Ta JTiKapChKuUX 3aco0iB, 1110 MeTabomi3yioTecss CYP3A4 Ta mOmOBXKYIOTh
inTepBan QT, OCKiIbKY Lie MOXKe MPU3BECTU [0 BUHUKHEHHS LITyHOYKOBUX TaXiapUTMIild, BKIIOYAI0UN
TPIMOTIHHS MEPEXTIHHSA 3 JIeTaJlbHUM HaciaigkoM. [licnsa npunuHeHHd JiKyBaHHS ITPaKOHA30JI He
BUSIBJISETHCS B IJIa3Mi KPOBi IPOTATOM Iepioay Bif 7 mo 14 {gHiB, 3a71eKHO Biff [O3U Ta TPUBAJIOCTI
JiKyBaHHS. Y MallieHTiB 3 IUPO30M IediHKu ab0 y XBOPUX, SIKi OQHOYACHO IIPUIMal0Th iHTibiTOpH
depmenty CYP3A4, BinMiHa mpemnapaty moBuHHA OyTH MOCTYOBOI0. OCOBIHBO 1€ CTOCYETHCS
nmikapchkux 3aco6iB, Ha MeTab01i3M SKUX BIIJIUBAE iTPAKOHA30.

JIikapceKi 3aco6u, 1110 B3aEMOZIIOTH 3 iTPAaKOHA30JI0M, KIacH(PiKoBaHi K «ITPOTUIIOKA3aHi»,
«He PeKOMEeH[I0OBaHi» Ta «3aCTOCYBaHHS 3 00€peXkKHiCTIO».

[IpoTunoka3aHo: Hi B IKOMY pa3i He 3aCTOCOBYBAaTU ONHOYACHO 3 ITPAKOHA30JI0M 1 IO ABOX TUXKHIB
IiCJIs IPUNIMHEHH JIIKYBaHHSA ITPAKOHA30JI0M.

He pekoMeH0BaHO: 3aCTOCyBaHHS KX JIIKAPChKUX 3aC00iB OHOYACHO Ta BIPOJOBXK 2 TUXKHIB
IIiC/ISl IPUNIMHEHHS JIIKyBaHHS ITPAaKOHa30JI0M CJIil YHUKATH, OKPIM BUIIaAKiB, KOJIX KOPUCTB Bif
MiKyBaHHS IIePeBaxka€ MOKIUBUYN PU3UK BUHUKHEHHS MOOIYHUX PeakIlii. SIKIo 0OmqHOYaCHOr0
3aCTOCYBaHHS He MOXKHA YHUKHYTH, TO TaKUX IMAIi€HTIB C/Iifl peTeabHO 00CTeKYBATH 1I0M0 IOSIBU
03HaK 306inbIeHHs a0o mposoHTralii hapMakooriuyHoro eheKTy iTpaKoHa30JTy Ta ¥ pa3i HeoOXigHOCTi
3MEHIIyBaTH 003y iTpaKOHa30Jy. PEKOMeHIOBaHO KOHTPOJIIOBATH PiBeHb KOHIIEHTPAIlil iTpaKOHa301Ty
y IIJIa3Mi KpOBi.

3acTOCOBYBaTH 3 00EPEKHICTIO: PeTEIbHUM MOHITOPUHT PEKOMEHIOBAHO V Pa3i 0HHOYaCHOTO0
3aCTOCYBaHHS 3 ITPaKOHA30JI0M. TakKux Mali€HTiB CIIil peTeIbHO 06CTEKYBAaTH CTOCOBHO O3HAK
36inpIeHHst abo mpoJsoHTalii hapMakoIoTiyHOTo edeKTy iTpaKOHA30Iy Ta Y pa3i HeoOXimHOCTI
3MEHILyBaTHU [03Yy iTpaKOHa30/1y. PEKOMEHI0BaHO KOHTPOJIIOBATH KOHILIEHTPALIil0 iTpaKOHa3011y Y
IIJIa3Mi KPOBI.

[Tpuknagu mikapCcbKuX 3aco0iB, KOHIIEHTpAIiS SKUX 30ibIIYETHCS IPU OGHOYACHOMY
IIPUKOMI 3 iTpaKOHA30JI0M, HaBefleHO y Tabnuili 1 3 BiAMOBiIHUMYU pPeKOMeHAalLiIMHU 1I0fI0
3aCTOCYBaHHA.

Tabmuis 1
K 1ac aikapcoKux ITpomunoKa3aHo He pekomeHdoeaHo |3acmocosyeamu 3
3acobie lo6epesicnicmio
A 1vpa-610kamopu TAMCYJIO3WH
AHa1b2emuKu JleBaleTUIMETan0l dbeHTaHINT anbdeHTaHin, 6ynpeHopdin
(1eBOMeETAmOII), (o BHYTPIIIHROBEHHOTO Ta
MeTaoH CyOIiHTBaIbHOT O
3aCTOCYBaHHS), OKCUKOJOH
AHMuapummivHi nu30IipaMif, IUTOKCHUH
noderumip,
OpOHEeNapoH, XiHIOUH
AHmubakmepianvHi pudabyTuH"
AHMuUKOdz2yAaHMu ma puBapokcabaH KyMapHHHY, IIUI0CTa307],
aHmumpombouumapHi mabiraTpaH
IIpomucydomHi KapOaMasermin’
ITpomudiabemuyHi pemnariHig, cakcarinTuH




caMe:

AHMuzeabmiHMHI ma  [ranodaHTPUH [Ipa3uKBaHTE
npomunpomo30uUHi
AHMUuU2icmamiHHi ACTeMi3oJ, eOacTuH
Mi30JIaCTUH,
TepdheHaguH
ITpomu miepeHi aJIKaJioliM PiXKKiB, a eJIeTPUIITaH

aHKCioANIMUYHI ma
CHOOilIHO-ce0amusHi

(mms mepopanbHOTro
3aCTOCYBaHHS),
[MiMO3K, CEPTUHMOII,
Tpra3ojiaM

OUrigpoeproTaMis,
eproMeTpUH
(eproHOBiH),
eproTraMis,
MEeTHIIEPTOMEeTPUH
(MEeTUIIeProHOBiH)
AHMUHeoN1acmuyHi iprHOTEeKaH nacaTuHi0, HinoTHHIO, [bopTe3omib, OycynbdaH,
TpabeKTemuH morieTakces, epiIoTUHIO,
ikcabeminoH, namnaTuHiO,
TPUMETPEKCAT, aJKaJloiou
OapBiHKY
AHMUNCUXOMUYHI, ITypa3ugoH, Mifa3oaaM apasonaM, apuIIinpasonn,

OpoTu3onaM, 6yCIipoH,
rajoIepuaosl, Miasonam
(o1 BHYTPIIIHBOBEHHOT O
BBEJIEHHS), IEPOCIHIPOH,
KBeTialiH, paMeJiTEOH,
PUCIEPUOOH

IIpomugipycHi

MapaBipoK, iHauHaBip”,
pUTOHABIp®, CakBiHaBIp

[bema-610Kkamopu

HaI0JI0JI

b 10Kamopu Kaavuiesux

Oenpununi, Gpenoguiy,

IHIII QUTIAPOMiPUAUHY,

HelpoHa/NbHO20
3aXON/IeHHA
CepPOMOHIHY,
MPUUUKAIYHI Ma [HWI
aHmuodenpecaHmu

KaHanie JlepKaHIquIIiH, BKJIIOYAlO4YM BeparaMi
HiCOJIOUITIH

3acobu, w,o enausaromy [iBabpaguH, paHOJIA3UH [aTicKipeH

Ha cepy,eso-CyOuHHYy

cucmemy

/liypemuku eIIIePEeHOH

3acobu, w,o enausarmy [[IU3AIPULT QIpeIiTaHT, JOMIEePUI0H

Ha WAYHKO0B0-KUWKOBUU

mpakm

I MyHOCYynpecopu eBepoJIiMyC OyrIecoHin, IUKIIeCOHiT,
[TUKJIOCIIOPHH,
mekcaMeTasoH, (GIyTUKa30H,
MEeTUJIIIPEeNHI30JI0H,
panaMilnuH (BigoMuu 1K
CUPOJIIMyC), TAKPOJIIMYC,
TeMCHPOJIIMYC

3acobu, ski peayao0omby [lTOBaCTaTHH, ATOpPBaCTaTHH

pigeHb sinidie CHMBACTaTUH

3acobu, ski anausaromeo CalbMeTEPOII

Ha OuxasvbHy cucmemy

CesiekmueHi iHzibimopu pPebOKCeTHH




3acobu, ski enausaromo BapOeHadin (be30TeponuH,

Ha ceyosuldinbHY iMimadeHalus, cunmeHadin,
cucmemy comipeHanuH, Taganadin,
TOITEPOOUH

THWwi KosxinuH -mallieHTaM 3|KOoJIXilnH QTITPEeTUHOIH (s
MOPYLIEHHAM (QYHKII1 [IePOPabHOTO

HUPOK a00 MeYiHKH 3aCTOCYBaHHS),
MHAKaIbIEeT, MO3aBallTaH,
TOJIBAIITAH

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

b

Takox muB. «JliKapchKi 3aco0u, SIKi MigBUIIYIOTh KOHIIEHTPAIiI0 iTpaKOHA301Ty B IJIa3Mi KPOBi».
JlikapcuKi 3acobu, KOHUEHMpPAuito AKUX 3HUNHCYE iIMPAKOHA301

OpHoyacHe 3acTocyBaHHA iTpakoHa3ony 3 HII3I1T MenokcuKaMOM 3HUKY€E KOHLIEHTPAIi0
OCTaHHBOT'0. MeJIOKCHKAaM CJIifi 3aCTOCOBYBaTH 3 00ePeKHICTI0 OHHOYACHO 3 iTPaKOHA30JI0M Ta
KOHTPOJTIOBATH TepalneBTUYHY abo nobiuHy fito. PEKOMEHOYEThCSI KOPUTYBATU 03y MEJIOKCUKaMYy.

Himu

HocmigKeHHS 00 TiKapChKOl B3a€EMOIil TPOBOAVINCS TiJIbKY 3@ Y4acCTI0 JOPOCIIUX
nOOPOBOJIBIIIB.

Oco06.1ueocmi 3acmocy8aHHs1.
IlepexpecHa 2inepuymaugicmb

HeMae maHUX 11070 TepeXpecHol YyTIMBOCTI MiXK iTpaKOHA30JI0M Ta iHIIUMHU a30JI0BUMHU
npoTurpubkoBuMu 3acobamu. Crifg OyTy 00epeXKHUMY IIPU TPU3HAaYeHHI KaICyJl Mal[ieHTaM 3
TinepyyTIUBICTIO OO IHIUX a30JIiB.

Bnaue Ha cepue

Y xomi mocmifKeHb iTpaKOHA30y OIS iH €KIlif 3a y4acTio 30POBUX JOOPOBOJIBIIB CIIOCTEPIramocs
TPAH3UTOPHE aCUMIITOMaTU4YHe 3MEHIIeHHs (pakifil BUKUAY IiBOr0 UIIYHOYKa; BOHO
BiIHOBITIOBA/IOCS IIepef HaCTyNHOW iH(py3ieto. KiniHiuHa 3HaUyIIiCTh OUX HaHUX OJIS IePOpaIbHUX
dbopM He 3’sICOBaHA.

BimoMmo, 110 iTpakOHa30/1 BUSBIISIE HETAaTUBHUM iHOTPOTHUY e(eKT, IOBiIOMIISIIIOCS IIPO BUIMIaAKU
3aCTiMHOI CepIeBOl HeMOCTAaTHOCTI, TIOB’sI3aH0I i3 3aCTOCYyBaHHAM IpenapaTy. Cepeql CHOHTaHHUX
TIOBilOMJIEHD Big3Hauanacs Oifibllla YacTOTa BUIAQMKiB CepIeBOl HEIOCTAaTHOCTI V¥ pa3i 3aCcTOCYBaHHS
3aranbHoi mo3u 400 Mr Ha o0y, HiXK y pa3i MeHII0i 4000BOI [03H, 3 YOTO MOXKHA MPUITYCTUTH, 110
PU3UK CEPLIeBOI HEJOCTATHOCTI MOXKe 30ilbIIyBaTUCS 3aeKHO Bifl 3araibHOI 000BOI 003K
iTpakoOHa301y.

[Tpemapar He CIifg IpuiMaTH NallieHTaM i3 3aCTiHOI0 CepleBOI0 HEAOCTaTHICTIO a00 3 HasABHICTIO
IIbOTO 3aXBOPIOBaHHS B aHaMHe3l, 3a BUHATKOM BUIIaKiB, KOJIX O4YiKyBaHa KOPUCTb 3HAYHO
IlepeBUlllye TOTEHIINHNUY PU3UK. [Ipy IHOUBIyaNbHIN OLiHII CIIBBiIHOLIEHHS KOPUCTDH/PU3UK CIIiT



3BaXKaTH Ha Taki (aKTOpH, K TSIKKICTh MOKa3aHHS, PeXKUM J03yBaHHS, TPUBAJIICTh JIiKyBaHHS
(3aranbHa goboBa f03a) Ta iHAMBimyanbHi HaKTOpPU PU3UKY BUHUKHEHHS 3aCTiifHOI CepIieBoi
HepmocTaTHOCTI. 1li pakToOpu pHU3UKY BKIIOYAIOTh HagBHICTh CEPLIEBUX 3aXBOPIOBaHb, TAKUX SIK
imemiyHa xBopoba cepilst abo ypaxkeHHs KjlallaHiB; TSIXKKi 3aXBOPIOBaHHS JIETeHiB, Taki K
OOCTPYKTHBHI ypazkeHHS JereHiB; HUPKOBa HEOCTATHICTh a0 iHIIi 3aXBOpPIOBaHHS, 1110
CYTIPOBOMXKYIOThCS HaOpskaMu. TaKux MAIi€HTIB CIIif MTpoiH(OpMyBaTH IIPO CUMIITOMU 3aCTikHOL
CepIIeBOl HEIOCTATHOCTI, JTIKyBaHHS CJIifi TPOBOOUTH 3 00E€PEKHICTIO, Iifl Yac JTiKyBaHHS HEOOXiTHO
KOHTPOJIIOBATH CUMIITOMHU 3aCTiHOI CeplieBOol HeJOCTATHOCTI. [Ipy mosiBi IWX CUMIITOMIB Iifl Yac
KypCy JTiKyBaHHS 3aCTOCYBaHHS IIpenapaTy HeoOXimHO IPUIIUHUTHU.

BrnokaTopu Kaiblli€BUX KaHa/IiB MOXYTh MaTH HETaTUBHUY iIHOTPONIHUM e(DeKT, SKUI MOXKe
TIOCUJTIOBATH 1ieH ke epeKT iTpakoHa30/1y. Takoxk iTpakOHa30/I MOXKe IPHUTHIYyBaTH MeTabo1izm
6710KaTOPiB KasbllieBUX KaHaliB. TOMY CIIifi HOTPUMYBaTHCS 00€peKHOCTI IIPU OOHOYACHOMY
3aCTOCyBaHHI iTpaKOHA30/1y Ta 0710KaTOPiB KaJbI[iEBUX KaHaJIiB Yepe3 30ibIlIeHHS PUIUKY
BUHUKHEHHS 3aCTiliHOI CepIeBOl HeIOCTAaTHOCTI (OuB. po3min «B3aeMopis 3 iHIIMMU JTiKapChKUMU
3aco0aMu Ta iHIII BUOU B3aEMOMIN»).

Bnaue Ha neyviHky

[Tpu 3acToCyBaHHI KalCyJsl iTpaKOHA30/1y AyXKe PifKo CIocTepiranacs TsAkKKa relmaTOTOKCUYHICTD,
BKJTIOYAl0O4YX TOCTPY JIETaIbHY MEeYiHKOBY HEIOCTATHICTh. 3e0iNbIIOrO 11i BUTIAJKU CIIOCTEPITralIuCh y
Malli€HTIB i3 3aXBOPIOBAHHSIMM II€YiHKY B aHaMHE3i, K1 TIKyBaJlUCs 3a CUCTEMHUMHU ITOKa3aHHIMH,
MaJiy iHIIIi cepio3Hi 3aXBOPIOBAHHS Ta/ab0 MpuiMasy iHII remaToTOKCUYHI TpenapaTu. Y gesiKux
nalieHTiB He Oy70 04eBUIHUX (PAaKTOPiB PU3UKY 3aXBOPIOBaHb MediHKU. [lesKi 3 IUX BUIAAKIB
CIIOCTEPIranuCh MPOTATOM IEPIUIOTO MicAIs JIiKyBaHHS, Y TOMY YHUCJIi IIepInoro TukKHS. ToMy 6axKaHo
IIPOBOAMTY MOHITOPUHT (QYHKIII TeYiHKY y Nalli€HTiB, SKi IpUAMaloTh npemnapar. [1aiieHTiB
HeoOXiHO TIoTIepeiuTH PO HeOOXiOHICTh TEPMiHOBOT'O 3BEPHEHHS [0 JTiKaps Y pa3i mposiBy
CUMIITOMIB I'ellaTUTY, a caMe: aHOPeKCil, HyoTH, 6/110BaHHS, BTOMJIIOBAHOCTI, 60110 ¥ KUBOTi ab0
IIOTEMHIHHS cedi. 3a HasgBHOCTI IIUX CUMIITOMIB HeOOXiIHO HeTalHO MPUNMHUTH JIiKyBaHHS i
IIPOBECTH HOCIiIKeHH MeuiHKoBoi ¢yHKIii. [TaieHTaM i3 migBuIleHUM piBHEM IMeYiHKOBUX
(dhepMeHTIB, aKTUBHUM 3aXBOPIOBAHHSIM ITe4iHKK ab0 3 MPOsSBaMU I'ellaTOTOKCUYHOCTI BHACITIIOK
3aCTOCYBaHHS IHIIKX IIpelapaTiB JTiKyBaHHS PO3MOYMHAIOTH TiIbKYM 3a YMOBH, 1110 04YiKyBaHa KOPUCTh
TIePEBUIIYE PU3UK YPAXKEHHS MeYiHKH. Y TAaKOMY pa3i HeoOXimHUN MOHITOPUHT IEeYiHKOBUX
dbepMeHTIB.

3HUJCEHHA KUCAOMHOCMI WAYHKA

[Tpu 3HMKEHi! KUCITOTHOCTI LITyHKa aOcopOiist iTpakoHa301y 3 Kalcyn noripumyeTtbes. [lamienTy, axi
opHOYacHO 3i CIopakCcoJIoOM 3aCTOCOBYIOTh IIpernapaTy Ajisd 3HUKEHHS KUCIOTHOCTI (Taki IK
aJIIOMIiHiI0 TiAPOKCU[), TOBHHHI JOTPUMYBATUCh IIOHaNMEHIIEe 2-TOOMHHOI IIePEPBU MiX NIPUIAOMaMu
IIUX JTiKapchbKux 3aco0iB. ITamieHTam 3 axynoprigpieio, Hanpuknaang xBopuM Ha CHIJI yu TUM, XTO
npuiiMae H,-61mokaTopu abo iHTi6GiTOPY IPOTOHHOI TOMITHA, PEKOMEHIYETHCS IPUMMaTH KalCyu
Cropakcosy 3 HallOIMHU THUITY KOJIa.

3acmocysaHHA Oimsam.

OCKinTbKM HEeOOCTAaTHbO KITiHIYHUX JaHUX 1100 3aCTOCYBaHHS KaIlCYIl iTpaKOHAa301y
IaljieHTaM AUTSIY0ro BiKy, KAlCy/IM iTpaKOHA30Jly TAaKMM XBOPUM MOXKHA NIPU3Ha4YaTH JIUIIe
y pa3si, KoJu MOXKJIMBa KOPUCTh 3HAYHO MepeBaXkKae NOTEHLIMHUY PU3UK.

ITayieHmu AiMHbO20 BIKY



Y 3B’513Ky 3 00MeXKeHUMH KITiHIYHUMY OJaHUMHU 1010 3aCTOCYBaHHS iTPaKOHA30J1y JIiTHIM XBOPUM,
IIpernapar CJIifi 3aCTOCOBYBATH I[iii KaTeropil naiieHTiB y pa3i, KOJI1 04iKyBaHa KOPUCTh
3HAYHO ITIepeBaXKa€ MOTEHIIIMHI pU3UKU. [[03yBaHHS [JIs MAIiEHTIB JIITHHOTO BiKy PEKOMEHIYETHCS
nigOupaTy, BPaXOBYIOUHM MigBUINEHY YaCTOTY 3HUXKEHHS QYHKIII MeyiHky, HUPOK a0o cepIisi, a TaKoXK
CYTIyTHi 3aXBOPIOBAHHS i JTiKyBaHHS iHIIMMMU JTiIKapChKUMHU 3aCc06aMHu.

ITopyweHHA PYHKUIT HUPOK

IocTymHi gaHi 040 3aCTOCYBaHHS IIePOpPaIbHO iTPAaKOHA30J1y NallieHTaM 3 MOPYLUIeHHIM (QYHKIT1
HUPOK € o6MexeHUMU. Cim OyTr 06epeXHUMU IIPU 3aCTOCYBaHHI ITperapary I KaTeropii
narieHTiB. BiogoCTyIIHICTh iTPAKOHA30J1y IIPU IIepOopPaIbHOMY 3aCTOCYBaHHI ¥ NMALiEHTIB 3 HUPKOBOIO
HEeJOCTaTHICTIO MOxe OyTH 3HUKEHa. Y I[bOMY BUIIQ[IKy MOXKHA PO3TJIANaTH IUTAHHS II0J0
KOPUTYBaHHS [03MU.

Bmpama cayxy

Bynu noBifoMieHHS PO TUMYACOBY 4Y¥ CTiKy BTpaTy CIIyXy Yy Malli€HTiB, IKi IPUAMAIOTh
iTpakoHa307. Y [esKUX BUIAagKaxX BTpaTa CIyXy BigOyBajach Ha TJIi OQHOYAaCHOTO 3aCTOCYBaHHS 3
XiHigUHOM, SIKUY MTPOTUIIOKa3aHu# (OUB. Po3Min «B3aemomist 3 iHIIUMH JTiKapCbKUMHU 3aco0aMu Ta
iHII BUOU B3aeMogii»). Clyx 3a3BU4aid BiTHOBIIOETHCS IiC/IS 3aKiHUYEHHS Tepallil mpernapaToM
CrnopakcoJi, oOgHaK y JesKUX MallieHTiB BTpaTa CIyXy € He0O0POTHOIO.

ITauienmu 3 iMyHHOI0 HeOoCMamHicmo

Y mesikuX Mali€HTiB 3 IMyHHOIO HeIOCTaTHICTIO (HallpuKafd, nallieHTu 3 HeuTponeHieo, CHITom yu
TPAHCIIAHTOBAaHUMHM OpraHaMu) mepopabHa OiogocTymnHicTh mpemnapaty Cropakcon Moxe OyTu
3HHUXKEHa.

ITauienmu i3 cucmemMHuMu 2pubkosuMuU iHpeKuiaMu, wo 6e3nocepedHbo 3a2POoNACYOMb HCUMMIO

Yepes dhapMaKOKiHETUYHI BIaCTUBOCTI (AUB. po3nin «®apMaKoKiHeTHKa») Kancyiau CIopakcon He
PEKOMEHIYEThCS 3aCTOCOBYBATH [JI IIEPBUHHOL Tepallil HeBigK/IafHUX CTaHiB, CIPUYNHEHNX
CHCTEMHUMHU IPUOKOBUMHU iHPEKITITMH.

ITayienmu, xeopi Ha CHI][

Ins nanienTis, xBopux Ha CHII, saKi mikyBanu cuCTeMHY I'PUOKOBY iH(GEKIIiI0, TaKy SIK CIIOPOTPUX03,
671acToMiK03, ricTOmIa3M03 Ui KPUITOKOKO3 (MeHiHTeaIbHUM 4 HEMeHIHTeaNbHUM), Ta y IKUX iCHYE
3arposa peuuauBy, JliKap MOBUHEH OI[iHUTH HeOOXiMHICTh MiATPUMYI0YOT0 TiKyBaHHS.

Hetiponamis

[Tpu BUHUKHEHHI HEMpOMaTil, OB 3aHO1 i3 3aCTOCYBaHHAM KancyJs CIIopakco, CIif IPUINHUTH
JIIKyBaHHS.

Po3znadu 8yeneeso0H020 06MiHY

[MTamieHTH 3 PigKiCHUMU CITAQfKOBUMHU CTaHAMM HEIIePEHOCUMOCTi PPyKTO3u, MambaOcopOIieto
TJIIOKO3U-TAJIaKTO3U YU CaxXapa30-i30ManbTa3HOI0 HEJOCTATHICTIO He TIOBUHHI 3aCTOCOBYBaTH LieH
JiKApChKUH 3acio.



IlepexpecHa pe3aucmeHmHicmb

fK110 TP 3aXBOPIOBAHHI Ha CHCTEMHUY KAaHOMUO3 € IMifo3pa Ha Te, 1o Bupu rpubis Candida, siki
BUKJTMKAIOTh 3aXBOPIOBAHHS, PE3UCTEHTHI 10 (JTyKOHA30J1y, He MOXKHa CTBEPAXKYBaTH, III0 BOHU
OynmyTh YYTIUBUMHU [0 iTpaKOHa307y. ToMy HE0OXigHO BUKOHATH TECT Ha YYTIUBICThH ITepe[ IIoYaTKOM
JIiIKyBaHHA KarcynaMmu Cropakcorl.

ITomenuian 83aemo0ii

3acToCyBaHHA iTPAaKOHA30Jly OMHOYACHO 3 IEBHUMHU JIiIKapChKUMU 3ac00aMy MOXKe MTPU3BECTHU [0 3MiH
eekTUBHOCTI iTpaKOHa301Ty Ta/ab0 Mmpemnaparis, 110 3aCTOCOBYIOTHCS OTHOYACHO, 10 eeKTiB, 110
3arpoXKyooTh XKHUTTIO, Ta/abo [0 ParToBOi CMEPTI.

[TpemapaTy, MPOTHIIOKA3aHi, He peKOMeHI0BaHi ab0 peKOMeHI0BaHi 10 3aCTOCYBaHHS 3
00ePeKHICTIO OJHOYACHO 3 iTPAKOHA30JI0M, HaBeIeHO B PO3[ii «B3aemois 3 iHIIMME TiKapChKUMHU
3aco0aMu Ta iHII BUOU B3aEMOMIIN».

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00t0
BaeimHicmb

Crmopakcos He CIif Ipu3HavyaTy BariTHUM, OKPiM BUNAJKIB CUCTEMHUX JIEUKO31B, SKi 3arPOKYIOTh
JKUTTIO, KOJIM IIOTEHI[iliHa KOPUCTH [J1 BariTHOL IepeBUINyE PU3UK HETAaTUBHOTO BIUIMBY Ha IIIT
(muB. po3min «IIpoTUIIOKA3aHHS»).

Y xopni mocrifKeHb Ha TBapUHaX iTpaKOHA30J1 BUSBUB PENPOAYKTUBHY TOKCUYHICTb.

IcHyI0TH 0OMeXeHi maHi 11040 3acTOCyBaHHS mpemnapaTy Cropakco mif yac BariTHocTi. Bmpogosxk
IIOCTMapKEeTUHI0BOT'0 IIepiofy MOBITOMIIAIOCS PO BUNIAAKY aHOMAaIii PO3BUTKY, L0 BKJIIOYAJIA Bagu
PO3BHUTKY CKeJleTa, Ce40CTaTeBOT0 TPAKTy, CEPLIEBO-CyIUHHOL CUCTEMU Ta OPTaHiB 30Dy, @ TaKOXK
XPOMOCOMHi aHOMaJlii Ta MHOXKUHHI Baii PO3BUTKY. [I[pUYNHHO-HACTITKOBUH 3B SI30K i3
3aCTOCYBaHHAM iTpaKoHa301y He O0yB BCTaHOBIIEHUN.

EnigemMiosnoriusi gaHi M[0[0 BIJIUBY iTPAKOHA30y y IE€PIIOMY TPUMECTPi BariTHOCTI (IIepeBaXkHO y
IalieHTOK, AKi 3aCTOCOBYBAJIYU MOT0 [AJI1 KOPOTKOYACHOI'O JIIKyBaHHS BYJIbBOBAriHaIbHOIO
KQHUO03y) He BUSIBUIM 301bIIEHOr0 PU3UKY Bal PO3BUTKY NOPIBHSAHO 3 TaKUM Yy XKIHOK, SKi He
3aCTOCOBYBaJIM IIpenapaTé 3 TeEPaTOreHHUM e(eKTOM.

2KiHKu penpodyKkmusHo20 8iKYy

KiHKaM penpoayKTUBHOIO BiKy, sIKi MpUiMarTh Kancyau Copakco, C/Iifl 3aCTOCOBYBaTH HafilHi
3aco0u KOHTpAIEMIil MPOTSATOM YChOT'0 KYPCY IiKyBaHHS 00 HaCTaHHS MePLIoi MeHCTpYyalii micus
10r0 3aBepILEeHHS.

ITepiod 200ysaHHA 2py0010

[lye He3HauHI KiJIbKOCTI ITpaKOHAa30J1y BULUIAIOTECS Y IPyLHE MOJIOKO. ToMy y miepiof rogyBaHHS
TPyOai0 HeoOXimHO 3iCTaBUTH MOXKJIMBUM PU3UK IJIST JUTHHU 3 0YiKyBAHOI KOPHCTIO Bif JTiKyBaHHS
npernapaTtoM Criopakcos ayist MaTepi. Y pasi HeoOXigHOCTI MiKyBaHHS XKiHIIi CJTif TPUITUHUTH
rofyBaHHS TPyAOIo.



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

HocnigXeHHS BIUIMBY Ha IMIBUAKICTh peakllii Ipy KepyBaHHi aBTOTpaHCIOPTOM abo po0oTi 3 iHmuMu
MexaHi3Mamu He mpoBopuucs. Cim maM’siTaTy PO MOKJIMBICTh BUHMKHEHHS TaKUX MOOIYHUX
peaxiiiii, IK 3alraMOpPOYeHHSs, PO3JIaix 30PY Ta BTpaTa Ciyxy (ouB. po3min «[1o6iuHi peakmii»), 110
MO2Ke MIPU3BECTH 00 HeraTHBHUX HACIIIAKIB IIifl Yac KepyBaHHSA aBTOTPAHCIIOPTOM Ta po0OTH 3
IHIIIIMK MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

3aCTOCOBYIOTH BHYTPIIIHBO. [IJ151 onTUMaibHOI abcopOiril mpemapaTy HeoOXigHO 3aCTOCOBYBaTH
Karncynu Cropakcon Bifpagdy micnd iou. Kancynu ciif KoBTaTy LiTuMH.

Tabmuig 2
CxeMu JTiKyBaHHS JOPOCIIUX A1 KOKHOT0 ITIOKa3aHHS
[Toka3aHHS [J1s 3aCTOCYBaHHSA Ho3za TpuBamicTth
BynbpBoBariHanbHUYN KaHOWI03 200 mr 2 pa3u Ha go0y 1 mensb
BuciBkomnoniOHuY mumiau 200 mr 1 pa3 Ha goby 7 OHiB
[TaxoBu# gepMaToMiko3, mepMaToditis 100 mMr 1 pa3 Ha moby 15 gHiB
Tyny0a 200 mr 1 pa3 Ha goby 7 OHIB
IepMmaTodiTis cTom, nepmMaTodiTis 100 mr 1 pa3 Ha moby 30 pHiB
KUCTEU PyK
OpodapuHreanbHi KaHIUI03U 100 mr 1 pa3 Ha moby 15 gHiB

Cnip 36inpmuTy go3y mo 200 mr 1 pa3 Ha o0y BIpomoBXK 15 gHIB mamieHTaM i3 HeUTpoIeHiew abo
CHIlom uepe3 mopyIieHHS abcopOIlil mpenapaTy B LIKX MAI[i€HTIB.

OnixoMik0o3u (YpaxKeHHS HIrThOBUX 200 mr 1 pa3 Ha mo0y 3 micami

IIJTACTMHOK Ha MasblfgxX Hil §K 3

ypaXXeHHSM HITTiB Ha pyKax, Tak i 0e3

HBOT0)

OnTumarnbHi KJTiHiYHI Ta MiKOJIOTiuHi eeKTH JocAraroThCcs yepe3 1-4 TuXKHi micnsa 3aKiH4eHHS
JiKyBaHHS iHQEKIi} WKipy, ByJIbBOBariHalIbHUX Ta 0podapuHTeaNbHUX KaHAUI03iB Ta yepe3

6-9 MicsiB micns 3aBepileHHS JTiKyBaHHS iH(EKIIii HIrThOBUX IIJTACTUHOK. Lle MOoB’sI3aH0 3 TUM, 110
BUBE[IeHHS iTpaKOHAa30Jy 3 TKaHWH IIKipH, HIrTiB i cC1M30BUX 000JI0HOK BiIOYBa€TLCS MOBiNIbHIIIE,
HiX 13 1j1a3Mu KpOBI.

TpuBamicTh NiKyBaHHS CUCTEMHUX TPUOKOBUX YpaxkeHb KOPUTYIOTh 3aJIe3KHO Bifl
MiKOJIOTi4HOI Ta KJIiHiYHOI BifIIOBiAi Ha Tepalriio.

Tabmuisg 3
CucremMHi MiKo3u
[TokazaHHd Oisd . '
I1
3aCTOCYBaHHS HosysaHHs PUMITKH
Acmieprinbo3 200 mr 1 pa3 Ha moby 36inpmenHs go3u Ao 200 Mr 2 pa3u Ha f00y y

pasi iHBa3uBHOT0 ab0 AHUCEeMiHOBAHOTO
3aXBOPIOBaHHSA



Kanpupnos 100-200 mr 1 pa3 Ha go0y 36inbuieHHs go3u g0 200 Mr 2 pa3u Ha go0y y
pasi iHBa3uBHOTO ab0 AHCEeMiHOBaHOTO
3aXBOPIOBaHHSA

Kpunrtokoko3s (6e3 200 mr 1 pa3 Ha 0oy

O3HaK MEHIHTITY)

Kpunrtokokosuit 200 Mr 2 pa3u Ha go0y [ligTpuMyBaibHa Tepamis (AUB. PO3Tin

MEHIHTIT «OCcobMIUBOCTI 3aCTOCYBaHHS»)
INicTomma3mo3s Big 200 Mr 1 pa3 Ha goOy

no 200 Mr 2 pa3u Ha fo06y
[MinTpumyBansie 200 mr 1 pa3 Ha goOy [¥B. IPUMITKY IIOMO0 IOpyIIeHHs abcopoOiii
JIiKyBaHHS HUXKYe
MAIieHTIiB 31
CHIOom
[TpodinakTuka 200 mr 1 pa3 Ha goby [¥B. IPUMITKY IIOMO0 IOpYyIIeHHS abcopoOuii
y Halli€HTiB HUAXKYE

3 HEUTPOIIEHI€0

lTpI/IBaJ'IiCTb JIiKyBaHHS CJIii KOPUTYBATH 3aJIeXKHO Bif KIiHiYHOI BigmoBigi. [TopymeHHs
abcopoOiril y nanienTis 3i CHIloM Ta 3 HEUTPOIIEHi€I0 MOXKe ITPU3BECTH 10 HU3BKOI
KOHIIEHTpAIlil iTpaKOHa30J1y B KPOBi Ta 3HMUKEHHS e(DeKTUBHOCTI. Y TaKMX BUIafKax
PEKOMEHIYEThCSI MOHITOPUHT PiBHS iTPAaKOHA30JIy B KPOBi Ta 3a HEOOXiMHOCTI 30i/TbINEHHS
mo3u fo 200 Mr 2 pa3u Ha #o0y.

ITayieHmu AiMHb0O20 BIKY

OckiIbKY KIIiHIYHI faHi 1010 3aCTOCYBaHHS KallCyJl iTpaKOHA30J1y MallieHTaM JIiTHLOTO BiKy
oOMexXeHi, pPeKOMEeHYEThCS TPU3HAYaTH IIpernapaT UM IallieHTaM JIAIIe TOOi, KOJIX
OYiKyBaHHUI MMO3UTUBHUM €(PEKT IepeBaxKae MOKIIUBUN PU3UK.

Crmopakcor He CIif Ipu3HavyaTy MallieHTaM JIiTHbOI'O BiKY, OKPiM BUMAAKIB, KOJIX O4YiKyBaHa KOPUCTh
3HAYHO [TepeBaxae MOTeHIIiiH] pu3uku (OuB. Po3ain «Oco0NMMBOCTi 3aCTOCYBAHHS»).

ITauieHmu 3 nopyweHHAMU (PYHKUil HUPOK

BiomocTymHicTh mpenapary npu mepopaybHOMY 3aCTOCYBaHHI MOxe OyTH 3HMXKeHa Y MallieHTiB 3
HUPKOBOIO HEOCTATHICTIO, CJIiff PO3T/ITHYTH MUTAHHS IPO KOPUTYBAHHS 03U (OUB. PO3MiN
«Oc06IMBOCTI 3aCTOCYBaHHS»).

ITauieHmu 3 nopyweHHAMU PYHKUiIl NevyiHKU

IaHi 070 3aCTOCYBaHHS IIEPOPAIbHOTO iTPAKOHA30/Iy MalliEHTaM 3 Me4iHKOBOI HEIOCTATHICTIO
obMmexeHi. Crif 3 06epeKHICTIO 3aCTOCOBYBATH IIpelapaT TAKUM IallieHTaM.

Himu

Ockinbky KITiHiYHI gaHi 100 3aCTOCYBaHHS KAIlCYJ iTpaKoHa301y miTsaM oOMexkeHi, CIIopakcol He
CJIif MpU3Ha4YaTH AiTIM, OKpIM BUIMAMKIB, KOJIX OYiKyBaHa KOPUCTh 3HAYHO ITIepeBaXka€ MOTEHIINHI
pu3uku (OuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHSI»).

Ilepedo3yeanHns.

Cumnmomu. [TposiBu nepeno3yBaHHS Oyau momiOHi 10 MoOIiYHUX peakiliif, [0 CIIOCTepiranaucs mpu
3aCTOCYBaHHI IpemnapaTy y peKoOMeH0BaHUX f03ax (AuB. po3nin «I1obiuHi peakiiii»).



JlixysaHHA. Y pa3i BUIAagKOBOr0 Ilepefo3yBaHHs CIIi[l BXKUTU MiATPUMYyBaJIbHUX 3aXO0iB. AKIIO Le
BUIIPABIaHO, MOXKHa IIPU3HAYUTU aKTUBOBAHE BYTi/IdA. [TpakOHa30J1 He BUBOOUTHCS 3 OpraHi3aMy
IIX0M reMofianisy. CrenudidyHoro aHTUAOTY HEMAE.

ITobiuni peakuii.

Hai6inbm yacTumMu nobiyHUMHU peakilisiMu IIpH JIiKyBaHHI KalcyaaMu iTpaKoOHA3011y Iif 4ac
KJTIHIYHUX [OCTiIXKeHb Ta/ab0 MOBifOMIEHUMY CIIOHTAHHO Oyyu rojloBHUM 6inb, O6i/ib y KUBOTI Ta
HymgoTa. Haiibinbin cepiio3HuMY MOOIYHUMY peakIlisiMu OyM TSKKi ajiepridHi peakiiii, cepiieBa
He[IOCTATHICTh/ 3aCTiliHa ceplieBa HeOCTAaTHICTL/ HAOPSIK JIeTeHiB, MaHKPeaTUT, Cepio3Ha
renaToTOKCHUYHICTD (BK/II0Ya4y OesiKi BUMTagKy JIeTallbHOI TOCTPOI MMeYiHKOBOI HEIOCTAaTHOCTI) Ta
TSAKKI WKipHi peakuil. [lomaTKoBy iH(GOpMAaIliio Ipo iHII cepiio3Hi eheKTU OUB. y PO3MiNi
«0Oc0o6IMBOCTI 3aCTOCYBAHHS».

HebaxxaHi peakiiii 3rpymoBaHo 3a CHCTeMaMM OpPraHiB Ta 3a YacTOTOI0. Y KOXKHil rpymi 3a
JacToTo0 HebaXkaHi peakliil MpeACTaBlIeHO Y MOPSIAKY 3MeHIIIEeHHS CEpHO3HOCTi. YacToTa
BU3HAYAETHCA K AyxKe 4dacTto (= 1/10), wacto (= 1/100, < 1/10), mreuacto ( = 1/1000, <
1/100), pigko (= 1/10 000, < 1/1000), oyxe pigko (* 1/10 000).

IHpeKuil ma iHeasii: HedacTo - iH(DeKIIil BepxXHiX AUXaIbHUX IIJIIXiB, CAHYCHUT, PUHIT.
3 6oky aimpamuyHoi cucmemu ma Kpoei: pigKo - TeUKOIeHis.

3 60Ky iMyHHOI cCucmeMu: He4acTo - Tilep4YyTIUBICTh ; PiAKO - CAPOBATKOBA XBOP0Oa;
aHTiOHeBPOTUYHMM HaOpsK; aHabiTaKTUYHI peakil.

3 6oxy memabo.i3my: PioKo - TinepTpUrIinepuaeMis.
3 60Ky Hepsosoi cucmemMu: 4acTo - TOJIOBHUY Oiflb; PigKO - MapecTesis, rimoecTesis, UCreB3is.
3 60Ky opaaHie 30py: PifKO - MOPYIIEHHS 30PYy, BKIIOYAIOYH IIOMYTHIHHS 30PY Ta OUILIOIIIO.

3 boky opaaHis cayxy ma eecmubya5pHO20 anapamy: pigKo - THHIT, TUMYacoBa Y¥ CTiliKa BTpaTa
CIIyXY .

3 60Ky cepus: pioKo - 3acTiiiHa cepleBa HeJOCTaTHICTE .
3 60Ky duxaabHOi cucmemu: pigKo - OUCITHOE.

3 60Ky mpasHoi cucmemu: 4acTo - Oifb y JKUBOTi, HYIOTa; HEYacTo - OJII0BAHHS, OUCIIENCis, miapes,
3arop, 3OyTTs KUBOTA; PiAKO - MTaHKPEaTHT.

3 6oky 2enamobisiapHoi cucmemMu: HeYacTo - IOPYIIEHHS QYHKINI MediHKy; PifKo - TSIXKKa
renaTOTOKCHUYHICTh (BKIIOYAOYH ITOOOUHOKI BUIIAAKY JIETAIbHOI TOCTPOI MeYiHKOBOI
HeoCTaTHOCTI)*, rinepOinipybinemis.

3 60Ky wkipu ma ii noxiOHUx: HeYacTO - KPOIUB SHKA, BUCUIIAHHS, CBePOiXK; PidKO - TOKCUYHUM
emigepManbHUM HEKpomni3, cuHapoM CTiBeHca - [IXKOHCOHA, TOCTPHU TeHepaTi30BaHUMN
€K3aHTeMaTO3HUU MyCTY/Ib03, MyJIbTU(OPMHA epuTeMa, eKCPOosliaTUBHUYN AEepPMaTHUT,
JIEMKOIMUTOKITAaCTUYHUY BaCKYJIiT, CBITIIOUYT/IUBICTh, alomnewis.



3 6oky ceuosudinbHOi cucmemu: pPigKo - MoJaKiypis.

3 6oky penpodykmueHoi cucmemMu ma MO/0YHUX 3d103: HEYACTO - PO3JIaJAu MEHCTPYalIbHOI'0
IIUKITY; PIOKO - epeKTuIbHA OUCHYHKIIS.

3azanvHi po3aadu: pigko - HAOPSIKHU.
JlabopamopHi 0ocaidxceHHsA: PinKo - 30iNblIeHHS PiBHSI KpeaTHH(GOCPOKiHA3H KPOBi.
*TuB. po3min «OcoO6MMBOCTI 3aCTOCYBAHHS».

Huxue 3a3HaueHo no0OiuHi peakiiii, acolliiioBaHi 3 iTpaKOHA30JI0M, ITPO SIKi TOHATKOBO
IIOBITOMJISITIY IIif 9ac KIiHIYHUX JOCTIIXKEeHb iTpaKOHa301y y GopMi pO3YUHY OPaIbHOIO
Ta/ab0 PO3YMHY IJIsT BHYTPIIIHLOBEHHOT'O 3aCTOCYBaHHSI.

3 60Ky Kposi ma aim¢pamuyHoi cucmemu: TPaHYJIOIUTOIEHIsT, TPOMOOIUTOIIEHIS.
3 6oky iMyHHOI cucmemu: aHadinaKTOINHI peakiil.

3 6oky memaboai3My: rinepriikeMmisi, rinepkanieMisi, rimoMar#iemisi, Timokamiemis.

3 60Ky ncuxiku: CimyTaHiCTh CBiTOMOCTI.

3 60Ky HepsoBoi cucmeMu: COHNUBICTD, MeprudeprIHa Helpomnaris , 3aaMOPOYEHHS, TPEMOP.
3 60Ky cepusi: ceplieBa HENOCTATHICTD, NiBOIUTYHOYKOBA HEMOCTATHICTD, TaXiKapmis.

3 60Ky cyOuHHOI cucmemu: aptepianbHa TinepTeHsis, apTepiaibHa rimoTeHsis.

3 60Ky OuxanbHOI cucmemu: HaGpsiK JIereHb, UCHOHIs, KAIelb.

3 60Ky WAYHKOBO-KUWKOB020 MPAKmy: IITYHKOBO-KUIITKOBI PO3JIay.

3 6oky 2enamobisiapHoi cucmeMu: me4iHKoBa HENOCTATHICTE , TeNaTUT, 2KOBTTHMIIS.
3 60Ky wKipu ma niOwWKipHUX MKAHUH: ePUTEMATO3Hi BUCUIIAHHS, Tieprimpos.
3 60Ky 0NOpHO-pYX08020 anapamy: Miajrisi, apTpaIris.

3 60Ky ce4uosudinbHOI CuCMeMU: TIopyIIeHHs (GYHKII HUPOK, HETPUMAHHS CeYi.

3azanvHi po3nadu ma po3aadu y Miclyi 3acmoCy8aHHA: TeHepani30BaHul HAOPSK, HAOPSIK
o0nuyys, Oinb y IPyAsix, mipekcis, 6inb, BToMa, 03HOO.

3 6oky nabopamopHux NOKA3HUKIB: MigBUITIEHHS PiBHS ajlaHiHaMiHOTpaHChepa3Hy,
IiABUIIEHHS PiBHA acmapTaTaMiHOTpaHCGepa3y, MigBUILIeHHS PiBHS JTykKHO1 ¢pocdaTasn
KPOBI, MiABUIIEHHS PiBHSA JIaKTaT-OerigporeHa3u KpPOoBi, MiABUIIIEHHS PiBHA CEYOBUHU KPOBI,
MiOBUINEHHS PiBHA raMMa-TlIyTaMinTpaHchepasy, MiABUIEeHHS PiBHS MEeYiHKOBUAX
(dbepMeHTIB, BioXueHHS Biff HOPDMU ITOKa3HUKIB aHali3y cedi.



Tepmin npudamHocmi. 2 POKH.

YmMmoBH 30epiranHs. 30epiraTé B OpUTriHaNbHIN YIIAaKOBI Tpu TeMepaTypi He Bute 25 °C.
30epiratu B HEAOCTYIIHOMY IJISI OiTeW MicCIIi.

YnakosBka. 1o 5 Kancyn y cTpuri, o 2 CTpunu B KapTOHHIU mavui. [1o 6 Kancysn y cTputi, 1o 5
CTpUIIB y KapTOHHIU mayui. [To 6 kancyn y cTputi, 1o 1 cTpuny B KapTOHHIYN Mayvlii.

Kareropis Bignmycky. 3a peuenTtom.

BupoOHHK.

JTa6oparopioc Jlikouca, C.A., Icnauisi/Laboratorios Liconsa, S.A., Spain.

Micne3naxoaKeHHsi BAPOOHHKA Ta agpeca MicCIisi IPOBagKeHHS HOT0 JisTbHOCTI.

[TpocnekT Mipanekamno, 7, [Tonirono [HaycTpians Mipanbkammno, Acykeka-ge-Exapec, 19200,
I'Baganaxapa /Avda. Miralcampo, 7, Pol. Ind. Miralcampo, Azuqueca de Henares, 19200
Guadalajara.

3asiBHHUK.

3AT «Qapmmnira» / UAB «Farmlyga».

Micne3HaxomKeHHsS 3asiBHHKA.

By7. AHTakanbHbO, 6ya. 48A-304, BinbHioc, JIuToBchka Pecny6iika / Antakalnio g. 48A-304, Vilnius,
Republic of Lithuania.



