IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ITPAKOH®
(ITRACON)

Cknag:

AitoYa peyoBmHa: ITpakoHason;

1 KancynamicTuUTb iITpakoHa30/, NeneTn B nepepaxyBaHHi Ha iTpakoHa30n 100 mr;

[OMOMI>KHI peqoBMHW: rinpomesnosa (rigpokcunponinmetunyentonosa (E 5)), Lykposa;

CKnaz 060M10HKN Kancynu: >enaTuH, Tutady giokeug (E 171), asopy6iH (E 122), ingurokapmid (E 132).

JlikapcbKa thopma. Karncynu.
OCHOBHI (pi3nMKO-XiMiYHi BNnacTMBOCTI: TBepAi XenatnuHosi Kancynim Ne O abo Ne 1. Kopnyc Kancynv poxeBoro Kosibopy, Kpuileyka — 6/1akMTHOro Kosibopy. BmicT
Kancynv — rpaHynu Bif, Maixe 6inoro o KpeMoBOro Kosbopy, ChepuyHoi hopmu.

dapmakoTepaneBTUYHa rpyna. NpoTurpnbKosi npenapaTy 415 CUCTEMHOIO 3aCTocyBaHHSA. MoxigHi Tpmasony. ITpakoHason. Kog ATX JO2A CO2.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamiKa.

ITpakoHa30n — NoXigHe TpMasosny, Mae LUMPOKUIA CnekTp Aii. JocnimkeHHs in vitro Nokasanu, LWOo iTPaKoHa3o NPUrHivYye CUHTE3 eprocTepony y KniTuHax rpuois.
Eproctepon € BXX/IMBUM KOMMOHEHTOM KITUHHOT MeM6paHu rpuba, NPUrHiveHHs Moro crHTe3y 3abesneyye NPOTUrPUBKOBUIA e(heKT.

CTOCOBHO iTpakoHa30/y, rpaHU4YHi 3HaydeHHs Oynu BCcTaHOBNeHi nuwe ans Candida spp. npyv NoBepXHEBUX MIKOTUUHMX iH(eKuiax (CLSI M27-A2, rpaHuyHi
3HayeHHs He 6ynu BCTaHOB/EHI 3a MeTogonorieto EUCAST). MpaHnyHi 3HaueHHs CLSI HacTynHi: uyTtamei < 0,125; yyTauvBei f030- 3an1exHi 0,25-0,5 Ta pe3sncTeHTHI
> 1 MKr/mA1. 'paHWYHI 3HaUYeHHA He 6YIM BCTAHOB/IEHT A1 MiLleniasibHUX rpubis.

JocnifpkeHHs in vitro nokasanu, LWo iTpakoHa3oN NPUrHIYYe PICT LUMPOKOIo CneKkTpa rpubis, NaToreHHUX Ana NKAVHN Y KOHLEHTpaLisaX 3a3Buyai < 1 MKr/mi. BoHu
BK/OYaKOTL: Aepmatoditi (Trichophyton spp., Microsporum spp., Epidermophyton floccosum); apixzgxi (Candida spp., skntoyvatoun C. albicans, C. tropicalis, C.
parapsilosis Ta C. krusel, Cryptococcus neoformans, Malassezia spp., Trichosporon spp., Geotrichum spp.), Aspergillus spp.; Histoplasma spp., Bktovaroun H.
capsulatum; Paracoccidioides brasiliensis; Sporothrix schenckii; Fonsecaea spp.; Cladosporium spp.; Blastomyces dermatitidis; Coccidiodes immitis;
Pseudallescheria boydii; Penicillium marneffei Ta iHLWI pi3HOBMAW APIKDKIB Ta rprobiB.

Candida krusel, Candida glabrata Ta Candida tropicalis 3aranom € HaviMeHW 4yTansumu Bugamm Candida, a geski i3019TM 4eMOHCTPYOTb Pe3UCTEHTHICTb [0
ITpakoHasony in vitro.

["0M10BHVYMU TUMaMKU TpubiB, AKI He MPUTHIYYOTLCS iITPaKoHa30/10M, € 3uromiuetun (Rhizopus spp., Rhizomucor spp., Mucor spp., Ta Absidia spp.), Fusarium spp.,
Scedosporium proliferans ta Scopulariopsis spp.

Pe3nCTEHTHICTb [0 a30/iB PO3BMBAETLCA MOBINIbLHO Ta 3a3BMYali € pPe3yNibTaToOM KislbKOX FEHEeTUUYHMX MyTauiin. MexaHi3Mu, Lo BXXe OnuncaHi, BKN0YatoTb HaAMIpHY
ekcnpecito ERG11, skuin kogye

140-gemeTnnasy (epMeHT-MilleHb), TOUKOBI MyTauii y ERG11, o Npu3BoAATb 40 3HMXKEHHS adiHHOCTI 140-AeMeTunasu [0 iTpakoHas3ony Ta/abo HaaMipHOT
eKcnpecii NepeHOCHMKa, WO B pe3y/bTaTi NigBULLYE BIATIK iTPAKOHA30/y 3 FPMOKOBUX KNITUH (a came — BUAANEHHS iTPaKOHa30/y 3 oro MilleHi). MepexpecHa



PE3NCTEHTHICTb Cepef NiKapcbKMX 3acobiB NpeAcTaBHMKIB Kfacy asofiB crocTepiranacd y mexax pisHosugy Candida, ofHaK pe3vCTeHTHICTb [0 OAHOro 3
NpPeACTaBHUKIB Kacy He 000B’A3KOBO O3Hayae HasBHICTb PE3UCTEHTHOCTI A0 IHWMX a3o/iB. MMoBiAOMASNN NPO ITPAKOHAa30M-Pe3nCTEHTHI WTammn Aspergillus
fumigatus.

dapmakoKiHe TKa.

3aranibHi hapMakoKiHe TUYHI Xxapak TepucTukK. MNik KOHUeHTpauil y nnasmMi KpoBi Mic/is NepopasibHOro 3aCToCyBaHHA iTPaKOHa30/1y AOCAracTbCsA Yy Mexax Bif 2 10 5
roguH. BHacnifok HeniHiiHOT (apMakoKiHETUKM ITpakoHa30/1 akyMy/HeTbCA Y Nna3Mi KpoBi Micns 6aratopasoBoro 3actocyBaHHA. CTaH pPiBHOB&XHUX
KOHLeHTpaUiid, K NpaBuo, SOCAracTbCA BNPOLOBX 15 AHIB 3i 3HaYeHHAMU Cpgy 0,5 Mkr/mi, 1,1 Mkr/mn Ta 2,0 MKr/mn nicnsa 3actocyBaHHa 100 mr 1 pa3s Ha fo6y,

200 mr 1 pa3 Ha goby Ta 200 mr 2 pasv Ha foOy BiAnoBigHO. KiHUEBMIA nepiof HaniBBMBEAEHHS ITpaKOHa30/My 3ara/ioM Bapitoe Bif 16 4o 28 roauH nicns
OAHOKPATHOT 403K Ta 36i/bLyeTbCa [0 34—-42 roguH Nicnsa 3acTOCYBaHHA AeKiNbKOX f03. [Micnd NpUNMHeHHs NiKyBaHHSA KOHLEHTpaLis iTpakoHa30/1y 3HWKYETLCS L0
PIBHA, AKUIA MaiXke He BUSABNAETLCS Y MasMi KPOBi BNPOLOBX 7—14 [HIB, 3a/1eXKHO Bij, 031 Ta TPMUBANOCTI NiKyBaHHA. CepefHili N1a3MOBWIA KNipeHT iITpakoHa3ony
nicns BHYTPILLIHLOBEHHOIO 3aCTOCYBaHHA CTaHOBUTb 278 M/I/XB. 3aBASKM Hacu4yyBaHOMY MeYiHKOBOMY MeTaboni3My Mpu BULLMX A03aX KNipeHC iTpakoHas3ony
3HUXKYETHCH.

Abcopbuis. ITpakoHa30/1 LWBUAKO BCMOKTYETLCA MIC/NA NMePOPasIbHOro 3aCTOCYBaHHA. MakCcuMabHi M1a3mMoBi KOHLEHTpaLT He3MIHEHOrO NiKapCbKOro 3acoby nicns
3aCTOCYBaHHS Karicy/ nepopasibHO AOCAraloTbCA BNPOAOBX 2-5 rognH. A6COMOTHA 6i0A0CTYMHICTb iTPaKOHa30/y CTaHOBUTL 55 %. MakcumasibHa 6i0f0CTYMHICTb
MPW 3aCTOCYBaHHI BHYTPILLHLO CMOCTEPIraeTbCs 0pasy MiCns BXXMBaHHA BUCOKOKANOPIAHOT TXi.

A6CopOLLif Kancyn ITPaKoHa30My 3HMXKEHA Y NAUiEHTIB 3i 3HWKEHOK KWC/IOTHICTIO LUMYHKA, MalieHTIB, AKI 3aCTOCOBYKOTb MpenapaTu-Cynpecopu BUAINEHHS
LUTYHKOBOI KWUCMIOTU (aHTaroHicTy Ho-peLienTopis, iHriGiTopy NPOTOHHOI nMomnu), abo y nauieHTiB 3 axnoprigpieto, CNpMYMHEHO MeBHUMK XBOpobamu (auB.

po3ainn «OcobMBOCTI 3aCTOCYBaHHS» Ta «B3aemogis 3 iHWMMKU NiKapCcbKUMK 3acobamy Ta iHWI BUAW B3aEMOAii»). AGCopOLis iTPpaKoHA301y HaTLle Yy Takux
nawuieHTiB 306iMbLUYETLCA, SKWO Karcynu iTpakoHa30/y 3acTOCOBYBaTM 3 HamosiMu 3 MiABWLLEHOK KMWCNOTHICTIO (Hanpuknag, HeAieTUYHOK Kosok). Mpwu
3acTocyBaHHI pa3oBoi fo31 200 Mr Karcyn iTpakoHas3osy HarTlle 3 HefieTUYHOK KOJOK MICAA 3aCTOCYBaHHA PaHITUAMHY, aHTaroHicta Ho-peuentopis, abcopoLis

iTpakoHa30/y 6yna CniBCTaBHOK 0 TaKoI, L0 CrocTepiranacs nicns 3aCToCyBaHHA Kancy/ iTpakoHa3ony OKpemo.

KOHUEeHTpauis iTpakoHa3oy Micas 3aCTOCYBaHHA KarcCyn € HUMXKYOK, HXK NICNS 3aCTOCYBaHHS PO34MHY OpasibHOro y Tili camiii fosi (aue. po3ain «OcobnmeocTi
3aCTOCYBaHHS»).

Posnogin. binblia 4acTMHa iTpPakoHa3ony 3B’A3yeTbCs 3 GinkamMu nnasmu (99,8 %), anbOymiH € rofoBHMM 3B S3YHOUMM  KOMMOHeHTOM (99,6 % pana
rigpokcmMmeTaboniTy). Takox BiH Mae BUCOKY aghiHHICTb [0 XupiB. Jlnwe 0,2 % iTpakoHa30/1y B KPOBI 3a/IMLLIAETLCA Y BUTNAAI HE3B’A3aHOT PEUYOBUHUN. Y ABHUI 06’ €M
po3noginy iTpakoHa3ony AOCUTb 3HaYHWUIA (> 700 n), 3 YOro MOXKHa MPUMYCTUTK AOMO LUMPOKUIA PO3MOLIN Y TKaHWHaX: KOHLEHTpaUii y NnereHsx, HUpKax, nediHui,
KICTKax, LLMYHKY, cenesiHui Ta M’a3ax 0yniny 2—-3 pasun BULLI 32 KOHLEHTpaLIT y niasmi. HakonuyeHHs iTpakoHas3os1y B KepaTUHOBKX TKaHWHax, 0C00/MBO B LUKIpI, B
4 pasn nepeBuLLyBaiio Take Y nnasmi KpoBi. KOHUeHTpaLil y CIMHHOMO3KOBIN PiAWHI 3HAYHO HWDKYi, HIXXK Yy Mna3mi KpoBi, NpoTe 6yna NpoAeMOHCTPOBaHa
e(heKTUBHICTb NPOTW IH(EKLIN, L0 NOKaNi3yTbCs Y CMMHHOMO3KOBIN PiAnHI.

bioTpaHcopmauis. 1TpakoHa30/1 3HA4YHOK MIPOK PO3LLENETLCA Y MeYiHLi 3 YTBOPEHHAM BEUKOI KiSIbKOCTI MeTaboniTiB. 3rigHO 3 LOCNIMKEHHAMM in Vitro,
CYP3A4 — ronoBHWIA (hepMeHT, 3a/ly4yeHnid [0 npouecy MeTaboniaMy iTpakoHa3ony. F010BHUM MeTaboniToM € TifpOKCUITPaKOHa30/, AKUA Mae NOPIBHAHY 3
ITPaKoHa30/10M NPOTUIPUBKOBY Ait0 iNn vitro. KoHUeHTpauiT rigpoKcuiTpakoHasosny y nnasmMi KpoBi NPM6/n3HO Y 2 pasn BULLI, HiXK KOHLEHTpaUii iTpakoHasony.
BusepeHHs. MprbnunsHo 35 % iTpakoHa3o/y eKCKPETYETbCA Y BUMNAAI HEaKTUBHUX MeTaboniTiB i3 ceyeto Ta 6/M3bK0o 54 % — 3 KaioM ynpogoBX 1 TUxKHA nicns
3aCTOCYBaHHS 031 PO34MHY OpasibHOro. BrBeAeHHS iTpakoHa30/1y Ta akTUBHOIO MeTabosiTy rifpOKCUITPaKOHA30/y HAPKaMu NiCNs BHYTPILLHbOBEHHOIO BBELEHHS
CTaHOBUTb MeHLU HiXX 1 % Bij f031. BBeAeHHSA HE3MIHEHOT PeYOBUHY 3 KasioM BapitoeTbes Big 3 40 18 %.

Oco6uBi KaTeropii nayieHTIB.

MeyiHKOBa HeAOCTATHICTb. ITPaKOHA30/1 NepeBaXXHO MeTabosi3yeTbCa Y nediHui. ®apMakoKiHeTUYHE AOCIMKEHHS i3 3aCTOCYBaHHAM 0AHOPa3oBoi fo3v 100 mr
iTpakoHasony (1 kancyna 100 mr) 6yno NpoBefeHO 3 yyacTio 6 340p0OBMX Ta 12 XBOPUX Ha LMPO3 MauieHTiB. bByno BUsABNEHe CTAaTUCTUYHO BaXX/MBE 3MEHLLEHHS



CepeAHbOro 3HaveHHs Crgy (47 %) Ta 36inbLUEHHSA Y 2 pa3n nepiofy HaniBBMBeAeHHS iTpakoHas3oy (37+17 npoTn 16+5 roamH) y nawieHTIB i3 Lpo30M NOPIBHAHO 3i

340poBUMM LO6BPOBObLAMK. X0Ya 3ara/ibHi KOHLUEHTpauii iTpakoHa3o1y Ha ocHoBi AUC 6y cniBcTaBHUMM Y 060X rpynax.

Hemae fJOCTYNHWUX [aHWX LLOAO AOBrOTPMBA/IOr0 3aCTOCYBaHHS iTPAKOHA30/1y nalieHTam 3 Lpo30M.

HupkoBa HefocTaTHICTb. [aHi LWOAO 3aCTOCYBaHHA MepopasibHOro iTpakoHa3ony nauieHTam i3 MOPYLUEHHAMU (DYHKLIA HUPOK 06MeXeHi. dapMaKoKiHETUYHE
[OCNIKEHHS i3 3aCTOCYBaHHAM pa30Boi 4o3n 200 Mr iTpakoHasony (4 karcynm no 50 mr) 6yno nposegeHe y 3 rpynax NawieHTiB i3 NOPYLIEHHAMU (YHKLIA HAPOK
(ypemis: n=7, remogianis: n=7, TpMBannin ambynaTopHW NepUTOHeaIbHUIA diani3: n=5). Y nauieHTIB i3 ypeMieto 3 cepeaHiM 3Ha4YeHHAM KNipeHcy KpeaTuHiHy 13 mMn
IxB x 1,73 M2 KOHUEHTpaLjis Ha ocHoBi AUC Gyna /Jiell0 3HKEHO NOPIBHAHO 3 NapamMeTpamy 340POBMX NalieHTiB. [aHe [OCNIAKEHHS He NPOAEMOHCTPYBaso
Oy[b-AKOro BXXMBOTO BMN/IMBY remogiasidy abo Tpusasioro aMoynatopHoro neputoHeasibHoro Aianizy Ha apMakoKiHeTUKy iTpakoHasony (Tmax: Cmax: AUCo.gh)-
Mna3smoBi KOHLEHTpaLii MPOTY YacoBMX NPOMINIB MOKa3an CYyTTEBY MXKCY6’EKTHY BapiabesibHICTb y BCiX 3 rpynax.

[icnsa 0gHOPa30BOro BHYTPILLHLOBEHHOIO BBEAEHHA CepefHi 3HaYeHHs KiHLEeBOro nepiofy HanisBuBeAeHHs y nauieHTiB 3 nerkumm (CrCl 50-79 mn/xB), NOMipHUMU
(CrCl 20-49 mn/xB) Ta TshkkuMK (CrCl < 20 M/XB) NOPYLLEHHAMN PYHKLIA HAPOK OyNM NOAIGHMM A0 TaKUX Y 340pOBUX A06P0OBO/bLIB (Aiana3oH 3HayeHb 42—-49
FO4WH NPOTY 48 rofiH y NaLieHTIB i3 MOPYLUEHHAMY (YHKLiIA HUPOK Ta 340pOBKX LO6POBO/LLIB BiLNOBIAHO). 3araibHi KOHLEHTpaLii iTpakoHa3oy Ha ocHoi AUC
Oy 3HVXKEHI Y NALIEHTIB 3 NOMIPHMMU Ta TXKKUMM NOPYLLEHHAMN (YHKLIA HUPOK (Ha 30 % Ta 40 % BiANoBIAHO), NOPIBHAHO 3i 340POBMMM [OBPOBO/LLAMN.
Hemae AOCTYnHMX [aHMX LWOAO [AOBrOTPMBAJION0 3aCTOCYBaHHS ITPaKOHa30/y nauieHTaMm i3 MOpYLIeHHAMU (YHKUiA HUpoK. [ianisa He Mae BNAMBY Ha
HaniBBMBefeHHA abo K/ipeHC iITpakoHa30/1y abo rigpoKcuiTpakoHasony.

[iTwn. [aHi WWoao 3acTocyBaHHS NepopasibHOro iTpakoHa3ony AitaM o6MexXeHi. KniHivHi hapmMakoKiHETUYHI AOCMIIKEHHSA 3 yYacTHo AiTeil Ta NiANiTKiB BiKOM Bif 5
micauis 4o 17 pokiB MPOBOAU/IN 3 3aCTOCYBaHHAM Karicy/ iTpakoHa30/1y, PO34MHy Opa/ibHOro Ta PO3UMHY A4/1 BHYTPILLIHLOBEHHOIO BBEAEHHSA. IHAMBIAYaNbHI f03U 3
3aCTOCYBaHHSAM Karcyn Ta po3vvHy opasibHOro BapitoBanu Big 1,5 fo 12,5 mr/kr/go6by, pexum fo3yBaHHA 1 a6o 2 pa3n Ha [o0y. BHYTPilUHLOBEHHO BBOAWN
0[lHOpa30BY 03y 2,5 MI/Kr Yy BUrNsAAi iHQY3ii abo 2,5 mr/kr y Burnagi iHgysiin 1 abo 2 pasu Ha go6y. He 6yno BusBneHo 3HauHoI 3anexxHocTi AUC iTpakoHasony,
3aranbHOro KnipeHcy Bif, BiKy, NpoTe 6yB NOMiYeHWn cnabkuid 38°A30K MiXK BIKOM, 06’€MOM po3noginy, Copax Ta KiHLEBUM BUBEAEHHAM. YABHUIN K/TiPEHC Ta 06°eM

po3noginy 6ynv 3aneXxHUmu Big Macu Tina.

KniHIYHI XapaKTepPUCTUKWN.
lNoka3aHHA.
- BynbBoBariHanbHWA KAHANAO3;
BUCIBKOMOAIOHWNIA NULLIAIA;
- [epMaToMiKo31, CIPUYNHEHI YYTIMBUMK L0 iTpakoHasosny 30yaHukamu (Trichophyton spp., Microsporum spp., Epidermophyton floccosum), Hanpuknag,
AepMaTogiTisi CTOM, NaxoBUil AepMaToMiKo3, AiepmaToqiTia Tyny6a, AepmaToqiTisa KUCTEN pyK;
opohapuHreanbHU KaHanaos;
OHIXOMIKO3M, CNPUYMHEHI fepMaTodiTamu Ta/abo apiKmkamu,
ricTonnasmos;
- CUCTEMHI MiKO3W (Y BMMagKax, Koau npoTUrpuokKosa Tepanis MepLuor MiHiT He MoXke 6yTn 3acTocoBaHa abo B pasi Heed)eKTUBHOCTI NIKyBaHHA IHLIMMM
MPOTUTPUOKOBUMY NpenapaTamu, Lo MOXe Oy TW 3yMOB/IEHO HAABHOKO MAaTOJOTIE, HEYYT/IMBICTIO NaToreHa abo TOKCUYHICTIO Npenapary):
- acrneprinbo3 Ta KaHAWMAo3;
- KPUNTOKOKO3 (BK/TIOYHO 3 KPUMTOKOKOBUM MEHIHIITOM): NiKyBaHHA IMyHOOCNa6/1eHNX NaLieHTIB 3 KPUMTOKOKO30M Ta YCIX MALiEHTIB 3 KPUMTOKOKO30M
LleHTpabHOT HepBoBOi cuctemn (LJHC);
- nigTpumyBasibHa Tepania y nauieHTis, xgopux Ha CHI/, 3 MeTO0 3anobiraHHs peLmanBy HassBHOT FPUOKOBOT IH(EKLT.
ITpakoH® TakoX MOXKHa MpusHadYaTV 418 NPodiNakTUKNA rPUBKOBOT iH(EKLiT Yy NaLieHTIB i3 TPMBAIIOK HEMTPOMeEHieo Yy BUNafKax, KoM CTaHAapTHa Teparis €



HE/JOCTAaTHLOIO.

lNpoTnnoKasaHHs.

Kancynu ITpakoH® npoTunokasaHi naLieHTam i3 BiZloMOt0 rinepuyTAMBICTIO A0 Ait0HOT PeYOBMHM a60 A0 BY/Ab-AKOI3 JONMOMiDKHUX PEHOBYH.

MpoTunoKasaHe ofHOYaCHe 3acTocyBaHHsi ITpakoHY® Ta cy6eTpatie CYP3A4. OfHOuacHe 3aCTOCYBAaHHS MOXE CRPWUUMHUTY MiABWLLEHHS KOHLEHTpauiid Lyx
NiKapcbKMx 3aco6iB y nNnasmi KpPoBi, L0 MOXe NPU3BECTM 40 NOCUIEHHS abo NPOMOHraLlii TepaneBTUYHMX Ta MNOBIYHMX peakLili i CTaHiB, WO MOXYTb MNOTEHLiIAHO
3arpoXkyBatu XuTTH0. Hanpuknag, 36inblieHi KOHUeHTpauii UuxX NiKapcbKux 3acobiB MOXYTb MPU3BECTU A0 MOAOBXEHHS iHTepBasly QT Ta BEHTPUKYNAPHUX
TaxiapuTMil, BK/IKOYHO 3 BUNafgKamMu TPINOTIHHA—MEPEXTIHHA LUTYHOUKIB, apUTMIT 3 MOTEHUialbHUM fieTa/lbHUM HacnigkoM. [aHi fikapcbKi 3aco6y 3a3HadveHi y
po3aini «B3aemogis 3 iHW1MK NiKapCbKMMI 3ac06aMK Ta iHLWLI BUAW B3aEMOUiN».

MpoTUNOKa3aHO 3acTOCYBaHHA Kancyn ITpakoH® nalieHTam 3i LLNYHOUKOBOK ANCHYHKLIIEN, TaKOK K 3acTiliHa cepLieBa HeA0CTaTHICTb, ab0 3acTiliHOK CepLIEBOID
HeAOCTaTHICTHO B aHaMHE3I, 3a BUHATKOM liKyBaHHS iH(EKLil, WO 3arpoXXytoTb XXUTTHO (AMB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS»).

He cnig 3acTocoByBaTi Kancynu ITpakoH® y nepiog BariTHOCTI, 3a BUHSTKOM fliKyBaHHS CTaHiB, L0 3arpoXytoTb XKMTTIO BariTHOI (AVB. Po3Ain «3acTOCYBaHHS y
rnepiog BariTHOCTI ab0 roflyBaHHsA rpyaLo»).

YKiHKaM penpoayKTUBHOIO BiKy CAifi 3aCTOCOBYBaTW eDEKTVBHI METOAM KOHTpaLenuii nif Yac nikyBaHHA Kancynamu ITpakoH®, a TakoX A0 KiHUS MEeHCTPYasbHOro
LMKy MIiCNA 3aKIHYEHHA NiKYBaHHS.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

ITpakoHa3on nepeBakHO MeTabonidyeTbea umMToxpomoM CY P3A4. IHWI npenapatu, AKi MeTabonisyroTbCa UMM LWISXOM abo MOAMGIKYTh akTMBHICTE CY P3A4,
MOXYTb BM/IMBATWN Ha (PapMakOKiHETUKY ITPAKOHA30/y. ITpakoHa30/1 Y CBOH Yepry TakoX MOXKe BMMBaTh Ha (hapMakOKiHETMKY iHLUMX CyOCTaHLiin. ITpakoHa3on €
NoTYXXHUM iHri6iTopom CY P3A4 Ta

P-rnikonpoTeiHy. MNMpu ofgHOYaCHOMY 3aCTOCYBaHHI 3 IHLIMMW NiKApPCbKMMK 3aco6aMun CNif TaKoX KepyBaTWUCA THCTPYKUIAMU A1 MeAUYHOrO 3aCTOCYBaHHA LMX
NiKapCbKMX 3ac006iB WOA0 iHopMaL i Npo LWAsSXKU MeTaboni3aMy Ta MOXINBY HEOOXIiAHICTb KOPEKLiT A03.

NikapcbKi 3ac00u, AKI MO>XKYTb 3HV>KYBATW KOHLEHTPaLilo iTpakoHasony y niasmi Kposi

JNikapcbKi 3ac06U, AKi 3HWKYHOTb KACNOTHICTb LWAYHKA (Npenapatu, SKi HenTpaniaytoTb KMCNOTY, Taki SIK aftoMiHit0 rigpokcui, abo cynpecopy BUAINEHHS KUCIOTH,
TaKi fK aHTaroHicTn Ho-peLenTopis Ta iHri6iTopy NPOTOHHOI NOMMK), BMN/IMBAKOTL Ha abcopobLito iTpakoHa3ony 3 Kancys. Cnig 6yt 06epeXxHUMU Npyu 0gHOYaCHOMY

3aCTOCYBaHHI HKYe3a3HauYeHNX NiKapCbKMX 3ac06iB Ta Kancy/ iTpakoHas3ony:

- Mpy OHOYAaCHOMY 3aCTOCYBaHHI iTPAaKOHa30/y Ta NMiKAPCbKUX 3ac06iB, IO 3HVKYIOTb KUCMOTHICTb, Kancynm ITpakoH® cnif 3acTocoByBaTyt 3 HamosMu 3
MigBULLEHOI0 KUCMOTHICTIO, TAKUMU AK HEAIETUYHA KONa;

- NiKapcbKi 3ac00U, L0 HENTPani3yrTb KUCNOTY (Hanpuknad, antoMiHito rigpokcuna) cnif 3acTocoBYBaTH LLOHaMEHLLE 3a 1 roAuHy Ao abo yepes 2 roauHu nicns
3aCTOCYBaHHs Kancyn ITpakoH®;

- CNifi KOHTPONHOBATW PiBEHb MPOTUrPUOKOBOT aKTUBHOCTI Ta B pa3i HeoOXiAHOCTI 36i/bLUyBaT 03y iTPaKOHa30/y.

OfHOYaCHe 3aCTOCyBaHHA ITPaKOHa30/ly 3 MOTYXXHUMM iHAYKTOpamu ¢epmeHTy CYP3A4 npu3BoauTb [0 3HMXKEHHA 6I040CTYMHOCTI iTpakoHasony Ta

riAPOKCUITPaKOHa30/1y, HaC/liAKOM HYOro € 3Ha4YHe 3MeHLUEeHHS eq)eKTUBHOCTI MliKyBaHHSA. [aHi 1ikapCbKi 3aC06M BKNHOYatOTh:

- aHTMbakTepiaNbHi: i30HIa3n, pugadyTnH (TakoX AMB. Niapo3ain «/TikapcbKi 3ac061, KOHLEHTPALiHO SKMX Y Mna3Mmi KPoBI 36i/1bLUYE iTPAKOHA30/1»), pyudamMniuuH;

- MPOTWUCYAOMHI: KapbamaseniH (TakoX AvB. Migpo3ain «Jlikapcbki 3ac061, KOHLEHTPAL 0 AKMX Y Nia3Mi KPoBi 36i/bLUYE ITPAKOHA30/»), (peHobapbiTan, PeHITOTH;

- MPOTMBIPYCHI: ehaBipeHL,, HeBipaniH.

OfiHOoYacHe 3aCTOCyBaHHA MOTY)XHUX IHAYKTOPIB (hepMeHTy CYP3A4 3 iTpakoHa30/10M He peKoMeHAoBaHe. He cif po3noynHaT 3aCTOCYBaHHA BULLEe3a3HaYeHUX

NIKIB 3a 2 TWXKHI [0, NPOTArOM Ta BMNPOAOBX 2 TWMXKHIB MIiCNA NiKyBaHHA iTPaKOHA30/10M, 3a BUHATKOM TUX BUMAAKIB, KON MOXX/IMBA KOPUCTb 3HAYHO MepeBaXkae



NOTEHLiINHWIA pu3KnK. CNif peTeNbHO KOHTPOOBATY PiBeHb MPOTUIPUOKOBOT aKTUBHOCTI Ta 36iNbLUMTK Y pa3i HeO6Xi4HOCTI fo3y iTpakoHa3ony.

Jlikapcbki 3aco6u, AKi 36iNbLUYHTb KOHLEHTpaLito iTpakoHas3ony y nnasmi Kposi

MoTy>kHi iHri6iTopn thepmeHTy CY P3A4 MOXYTb 36inbLLUNTM BI04OCTYNHICTL iTpakoHa3ony. Hanpuknaga:

- aHTMbaKTepiasbHi: LMNPOgIOKCaUMH, KNapUTPOMILUH, epUTPOMILH;

- NPOTMBIPYCHI: [dapyHaBip, NOTEHLi0BaHUIA PUTOHaBIPOM, (hocaMnpeHaBip, MOTEHLiOBaHWIA PUTOHABIPOM, iHAWHABIP, PUTOHABIP (TakoX Yy nigpo3aini
«JTiKapCbKi 3aC061, KOHLEHTPALit0 AKMUX Y Nia3Mi KPoBi 36i/bLLYE iTPAKOHA30/1»).

Lli npenapatn cnif 3acTocoByBaTU 3 06EPEXHICTIO NMPU OAHOYACHOMY 3aCTOCYBaHHI 3 iTpakoHa30/10M. TakuMx NauieHTIB Cif peTeNnbHO 06CTeXyBaTu CTOCOBHO

PO3BUTKY CUMMNTOMIB 30iNbLLEHHA ab0 NPOMOHraLii hapMakooriuyHoro eheKTy iTpakoHa3ony Ta y pasi HeobXiAHOCTI 3MEHLLMTI A03Y iTpakoHa30/1y. PekomMeHA0BaHO

KOHTPO/I0BATV KOHLIEHTPAL,it0 iITPaKoHa30/1y Y nsia3Mi KPoBi.

JlikapcbKi 3ac06y, KOHUEHTpaLito AKX y Nnas3Mi KpoBi 36iMbLUYe iTpakoHa30

ITpakoHa301 Ta MOro OCHOBHWIA MeTaboNiT rifAPOKCUITPAKOHA301 MOXYTb NPUrHiYyBaT MeTaboniam npenapartis, Aki metabonisytoTbes pepmeHTom CY P3A4, Ta

TPaHCNOPTYBaHHSA iKiB P rnikonpoTeiHOM, WO MOXe NMPU3BeCT A0 30i/bLUEHHS KOHUEeHTpauil uMxX NikiB Ta/abo X MeTaboniTiB y nnia3mMi KpoBi. Take MigBULLEHHS

NNa3mMoOBUX KOHLEHTPaLii MOXe NPU3BECTU A0 NOCUNEHHS abo NOAOBXEHHSA TepaneBTUYHONO e(heKTY Ta BUHUKHEHHS NOGIYHMX peakuiil. MpoTunokasaHo 0gHOYacHe

MPU3HaYeHHs ITPaKOHAa30y Ta fiKiB, Wo MeTabonizytoTecss CYP3A4 Ta nNofoBXyoTh iHTepBal QT, OCKINIbKN Lie MOXE MPU3BECTU 4O BUHUKHEHHS LLUTYHOUYKOBMX

TaxiapuTMIiil, BKNOYaKOUM BUNAAKM TPIMNOTIHHA—MEPEXTIHHS LUAYHOUKIB i3 neTanbHUM Hacnigkom. Micnsa NpUnMHEHHs NiKyBaHHA KOHLIEHTpaLis iTpakoHas3ony

SHMKYETBCA [10 PIBHS, AKWIA MaiiXKe He BUSBMSIETLCA Y Na3Mi KPOBi BMPOAOBXK Bif 7 A0 14 AHIB 3a/1eXHO Bif 4031 Ta TPUBANOCTI NiKyBaHHS. MauieHTam i3 unupo3om

neyiHKK abo nauieHTam, AKi OAHOYaCHO 3aCTOCOBYHOTh IHri6ITOpY PepmeHTy CY P3A4, BigMIHATK npenapar cnif noctynoso. OcobamnBO Lie CTOCYETLCA NiKAPCbKMX

3aco6iB, Ha MeTab0/i3M AKX Br/IMBaE iTPaKoOHAa30/1.

CynyTHi nikapcbKi 3ac061 3rpynoBaHo Yy Taki KaTeropii:

MpoTwWnoKasaHo: Hi B AKOMY pasi He 3aCTOCOBYBaTU OAHOYACHO ab0 paHillie HiX Yepes 2 TXKHI MIiCNA 3aKiHYEHHA NiKYBaHHSA ITPaKOHA30/10M.

He pekomeH0BaHO: 3aCTOCYBaHHSA LMX NiKapCbKMX 3aC06iB 04HOYACHO Ta BMPOAOBX 2 TWXKHIB NICA MPUMNUHEHHA NiKyBaHHSA iTPaKOHA30/10M C/lif YHUKATW, OKPIM

BUMAAKIB, KON KOPUCTb Bif NiKyBaHHS NepeBakae MOXINBUIA PU3NK BUHUKHEHHS MOGIYHMX peakuii. AKLLO0 OfHOYACHOr0 3aCTOCYBaHHS HE MOXHA YHUKHYTH, TO

TaKUX NauieHTIB CNif peTeslbHO 06CTeXyBaTK Ha NosiBy CUMMTOMIB 36i/bLUeHHS abo NPOIOHraLiT (hapMakoioriyHoOro ethekTy iTpakoHa3oy Ta y pasi Heo6XigHOCTI

3MeHLLYBaTV 03y iTpakoHa30/1y. PeKOMeH/10BaHO KOHTPO/IOBATY PiBEHb KOHLIEHTPALiT iTpakoHa30/y Yy nias3mi KpoBi.

3acTocoByBaTV 3 06EPEXKHICTIO: PETeSIbHUIA MOHITOPUHI PEKOMEHA0BaHWIA Y BUMAAKYy O4HOYACHOrO 3aCTOCYBaHHA 3 iTPaKOHa30/M10M. TakuxX MauieHTiB chig,

peTeNlbHO 06CTeXyBaTh LWOAO0 CMMMNTOMIB 306i/bLUEHHA ab0 MponoHrauii apMakonoriyHoro egiekTy iTpakoHasony Ta y pasi HeoOXiAHOCTI 3MeHLLyBaTh [03Yy

ITpakoHa3o/y. PeKOMeH0BaHO KOHTPO/1H0BATK KOHLIEHTPAL, IO ITpaKoHa3o/y y nsasmi KpoBi.

Mpuknagn NikapcbKux 3acobiB, KOHLEHTpauif AKMX 30iMblIYETHCA NPU OLHOYACHOMY 3aCTOCYBaHHI 3 iTpPaKoHa30/10M, HaBefeHi y Tabnauui 3 BiAMoBIAHUMU

pekoMeHaauissMu.

Tabnusa 1.
Knac nikapcbKunx MpoTwnnokasaHo He pekomeHa0BaHO 3acTocoByBaTu
3acobis 3 00epeXKHICTIO
Anbtha-6nokaTopu TamcynosuH
AHa/Ire TUYHI NeBaueTnnmeTagon deHTaHIN AnbeHTaHiN, 6ynpeHopdiH
(neBomeTagun), meTagoH (4N BHYTPILLHBOBEHHOIO Ta
cy6niHrBaslbHOro
3aCTOCYBaHHSA), OKCUKOL0H




AHTVAPUTMIYHI Ounsonipamig, Aodetmnig, [OnrokcuH

APOHeSAPOoH, XiHIANH
AHTUbOaKTepia/bHi PudabytmHa
AHTUKOArynaHTN  Ta PuBapokcabaH KymapuHu, uunocTason,
aHTUTPOMOOLMTapHi pabiratpaH
MpoTuCcyaoMHi Kapb6amasenina
MpoTugiabeTuyHi PenarniHig, cakcarninTuH
AHTUreNbMiHTHI Ta | ManoaHTpuH Mpa3ukBaHTen
MPOTUNPOTO30MHi
AHTUriCTaMiHHI AcTemison, Mi30N1acTuH, E6acTuH

TepeHaanH
MpoTu mirpeHi ANKanoigm pixkis, a came: EneTtpunTaH

Aurigpoeprotami,
eproMeTpuH (EProHOBIH),
eproTamiH,

MEeTUeProMeTpuH
(MeTMNeproHoBiH)
AHTVHeonnac TUYHI IpyHOTEKaH [JacatuHio, BopTe3omib, 6ycynbgaH,
HINOTUHIO, [oLeTaKces, eploTuHIO,
TpabekTeanH ikcabenifnoH, nanaTuHio,
TpUMeTpeKcar, a/ikanoian
6apBiHKY
AHTUNCUXOTUYHI, Nypa3ngoH, migasonam Anbnpasonam, apuninpasor,

aHKCIONiTWYHI Ta
CHOAiiHO-Ccela T MBHI

(815 nepopasibHOro
3aCTOCyBaHHS), MiMO3nA,
CepTUHAO/, TPMasosam

6poTursonam, 6ycnipoH,
ranonepunaon, Migasonam
(819 BHYTPILLHLOBEHHOTO
BBEZIEHHS), NepoCipoH,
KBeTianiH, pameNiTeoH,
pucnepuaoH

MpoTUBIpYyCHI

Mapasipok, iHanHaBipP,
PUTOHABIpPP, cakBiHaBip

BeTa-6nokaTopu

Haponon

BnokaTopn KanbLieBNX
KaHanis

benpuawnn,
NepKaHiguniH, HiICONAWMiH

thenogunni,

IHWI gurigponipuanHn, y
T.4. Bepanamis




3 NOPYLLEHHAMMN DYHKLLil
HWUPOK Ta NeYiHKM

3acobu, wo BnnvBaoThL | IBabpaamH, paHonasuH AnickipeH

Ha CepLieBO-CYAVNHHY

cucTemy

LiypeTuku EnnepeHoH

3acobu, wo snavBaloTb | Linsanpug AnpeniTaHT, OMMNepUAoH

Ha LLNYHKOBO-KMLLIKOBWIA

TpakT

IMyHocynpecopu EBeponimyc ByZaecoHia, UMKIEecoHis,
LIMK/OCMOPWH,
feKcameTasoH, /Ty TUKa30H,
MeTUMNPeLHI30/0H,
panamiuuH (BifoMuin aK
cuposiimyc), Takponimyc,
Temcuponimyc

3acobu, Aki peryntoloTb | JloBacTaTuH, CMMBacTaTUH ATOpBacTaTuH

piBeHb Ninigis

3acobu, ski BNamMBar0Thb Canbmetepon

Ha AnxaNbHy CUCTeMy

CenekTuBHI iHriGiTOPK PebOKCETUH

3BOPOTHOIO 3aXOrJ/IEHHA

CepOTOHiHy,

TPULUMKIIYHL  Ta  iHWi

aHTuaenpecaHTm

3acobu, AKi BNIMBaThb BapgaeHadin Pe30TepouH,

Ha CeY0BUAINbHY iMigatheHalmH, cungeHadin,

cucTemy conipeHaumH, Taganadin,
TONTEPOAVH

IHLWi KonxiynH nayieHTam KonxiunH ANITPETUHOTH (AN

nepopasibHoro
3acToCyBaHHS),
LUMHaKa/IbLIET, MO3aBanTaH,
TONBanTaH

A Takox AuB. «JlikapcbKi 3ac06U, SKi 3HU>KYHOTb KOHLEHTPALito iTpakoHasony y niasmi KpoBi».

b Takox AMB. «JlikapcbKi 3ac06u, fKi NiABMLLYIOTb KOHLEHTpaLlilo iTpakoHasonyy niasmMi Kposi».
NikapcbKi 3ac0061, KOHLEHTPaLito AKX 3HUXKYE i TpaKoHa3on

OfiHoYacHe 3acTOCYBaHHS iTPAKOHA30/y 3 Me/IOKCMKAMOM 3HUKYE KOHLIEHTPALLit0 OCTaHHbOr0. MemoKcVKaM Chif Mpu3HadyaTh 3 06epeXXHICTIO NpyU OfHOYaCHOMY

3aCTOCYBaHHi iTPAKOHAa30/ly Ta KOHTPO/IOBATY TEPANEeBTUYHY i MOGIYHY Ait0. PEKOMEHAYETLCS KOPUTYBaTM 03y MENOKCKKaMYy.




LiTn
LocnifpKeHHS WO NiKapCbKOT B3aEMOAIT MPOBOAWAN TifIbKM 3 YHaCTHO A0POCNNX L06POBO/bLIB.

Oc06/1MBOCT i 3aCTOCYBaHHS.
MepexpecHa rinepyyTAMBICTb. HeMae faHMX LWOAO NEPeXPecHOl YyTANBOCTI MidK ITPaKOHA30/10M Ta iHLIMMM a30/10BUMU MPOTUIPUOKOBUMM 3acobamu. Chig 6yTu

06epeXXHMMM MPU MPU3HAYEHHI Kancyn ITpaKOH® nawieHTam i3 rinepyyTamMBICTIO 0 IHLWNX a30/iB.

Bnave Ha cepue. Y [OCNifKeHHAX ITpakoHas3ofly AN BHYTPILHbOBEHHOrO BBELEHHA 3 Y4yacTio 3[40pOBMX [0OPOBO/bLIB CMOCTEPIrasiocs TpaH3UTOPHE
acCMMMTOMaTUYHE 3MEHLLEHHA (hpaKLil BMKMAY NiBOr0 LWIYHOYKA; BOHa BIAHOB/tOBAsACA Nepef HaCTYMHOK iHMY3ieto. KniHivyHa 3HaYyLWiCTb LMX AaHuX Ans
nepopasibHUX (hopm He 3’siCOBaHa.

Bigomo, WO iTpakoHa3on BWUABNSIE HEraTUBHWIA IHOTPOMHWUIA eeKT, MOBIAOMASAM NPO BUMAAKW 3acTiHOT CepueBOi HeAOCTaTHOCTI, MOB’S3aHOl 3 MOro
3acTocyBaHHsAM. Cepef, CNOHTaHHMX MOBIAOM/IEHb YaCTOTa BUHUKHEHHS 3aCTINHOT cepLeBOl HeAO0CTaTHOCTI Byna BULLOK NpK 3arasibHiin go6oBi ao3i 400 Mr, HIX Y
pasi 3aCTOCYBaHHS MeHLLOT 060801 A03K. OTXXe, PU3MK CepLeBOi HeAOCTaTHOCTI MOXKe 36i/bLIYBaTUCA 3a/1eXHO Bif 3ara/ibHOI 4060BOT 103K iTPaKoHa30/My.
MpenapaT He cAif NPUMAMAaTL NaLieHTam i3 3acTiiHOK CepLIEBO0 HEJOCTATHICTIO abo 3 i HasfBHICTIO B aHaMHE3i, 3a BUHATKOM BUMNaAKiB, KOAM 04YiKyBaHa KOPUCTb
3HAYHO NepeBuLLYE MOTEHLINHWIA pU3KK. MNpu IHAMBIAYaNbHIM OLiHLi CMiBBIAHOLEHHA KOPUCTL/PU3NMK CAif, BPaxoBYyBaTU TaKi (DaKTOPU AK TSHKKICTb AlarHO3y, PeXKum
[03yBaHHS, TPUBaNICTb NliKyBaHHSA (3ara/ibHa 4060Ba [03a), a TakoX iHAMBIAYaSIbHI (DaKTOPW PU3UKY BUHWUKHEHHS 3aCTIHOT cepueBoil HegocTaTHoCTI. Lii hakTopu
PU3NKY BKIHOYAOTb HasBHICTb CEpPLEBUX 3aXBOPKOBaHb, TaKUX fK ileMiyHa XBopoba cepus abo ypaXkeHHS KnanaHiB; THKKI 3aXBOPHOBAHHA JIEreHiB, 30Kpema
XPOHIYHEe 06CTPYKTMBHE 3aXBOPHOBAHHSA JIEreHiB; HUPKOBA HeLOCTAaTHICTb ab0 iHLII 3aXBOPKOBaHHSA, L0 CYNPOBOMKYHOTHCA HabpskaMu. Takmx nauieHTiB Chij,
npoiHopMyBaTu Npo CUMNTOMM 3aCTiHOT CepLeBol HeOCTaTHOCTI, NiKyBaHHA Cif NPOBOAUTY 3 06EPEeXHICTIO Ta KOHTPO/OBATU CUMMTOMU 3aCTiNHOI cepLeBol
HeoCTaTHOCTI. Mpy NOsABI LMX CUMNTOMIB Nif, Yac Kypcy NiKyBaHHs 3aCTOCYyBaHHs npenapaty ITpakoH® HeobXigHO NPUNUHATY.

Brokatopu KanbLieBUX KaHaNiB MOXYTb MaTW HEraTUBHWUIA IHOTPOMHWUIA e(DEKT, AKUIA MOXKEe MOCU/IOBATU LIl XXe edeKT iTpakoHa30/y. TakoX iTpakoHa30/1 MoXe
MPUrHivyBaTN MeTaboniam 6/10KaTopiB KanbLieBUX KaHanis. ToOMy C/ig 4OTpUMYBaTUCA 06epeXXHOCTI MpY 04HOYACHOMY 3aCTOCYBaHHI iTpakoHa3o/y Ta 6/10KaTopis
Ka/ibLliEBMX KaHasliB yYepe3 36iNbLUeHHS PU3NKY BUHWKHEHHS 3aCTiiHOT CepLeBoi HeOCTaTHOCTI (AMB. po34in «B3aemogis 3 iHWMMW NiKapCbKUMK 3ac06aMm Ta iHLWi
BUAWN B3aEMOLiN»).

Bname Ha neuyinky. IMpy 3acToCyBaHHI Kancysn iTpakoHas3ony Ay»Xe PifKo MoBiLOMAAAM MPO BUNALKN TSHXKKOT renaTOTOKCUYHOCTI, BK/IKOYHO 3 BMMNaLKamy rocTpoi
MeYiHKOBOI HEAOCTATHOCTI 3 NeTa/lbHUM HaCNiAKOM. 34e6iNbLLIOro Ui BUNaaKM CnocTepirainch y NauieHTIiB i3 3aXBOPHOBAHHSIMW MEYiHKN B aHaMHe3i, SKi NiKyBaimcs
3a CUCTEMHMMM MOKAa3aHHAMU, Masin iHLWI Cepino3Hi 3aXBOPIOBaHHS Ta/abo NpWiManun iHLWi renaTtoTOKCUYHI Npenapatu. Y AedkuX nauieHTiB He 6yN0 04eBMAHUX
(haKTOpIB PM3MKY 3aXBOPOBaHb NeYiHKK. [eski 3 uux BUnafKiB CrocTepiraimcs npoTarom nepLuoro Micsus ikyBaHHs, y TOMY YACI NEPLLIOTo TUXKHSA. Tomy 6axkaHO
MPOBOAMTY MOHITOPUHT DYHKLIIT MeYiHKK Yy nauieHTiB, fKi npuiimatoTb ITpakoH®. MaujieHTiB Heo6XigHO NonepeanT NPo HeOoOXiAHICTL TEPMIHOBOIO 3BEPHEHHS! 10
nikapsa y B1nagKy nposisy CUMMNTOMIB renatuTy, a came: aHOpPeKCiT, Hyl0TW, 6/110BaHHS, BTOM/IFOBAHOCTI, 60110 Y XXMBOTI a60 NOTEMHIHHSA cedi. Y pa3i HassBHOCTI LMX
CUMMTOMIB HEOOXIAHO HEeramHO NPUNUHUTK NiKYBaHHSA | MPOBECTU AOCNIMKEHHS NMeYiHKOBOT (PYHKUIT. [JaHi 1040 3aCTOCYBaHHSA NepopasibHUX (hOpM iTpaKoHa3ony
nalieHTam 3 MeYiHKOBOK HeAOCTaTHICTHO 06MmexeHi. Cnig 3 06epeXXHICTIO 3aCTOCOBYBaTWU Liei NiKapcbKuii 3aci6 faHili Kateropii nauieHTiB. PekoMeHgoBaHWA
PETENIbHNIA MOHITOPUHT CTaHy NauieHTIB 3 MOPYLUEHHAMU (DYHKLIT NeYviHKK, SKi NpUiMatoTb iTpakoHas3on. Mpy NPUAHATTI PILLEHHS MPO NiKYBaHHA IHWWMMN
nikapcbKnMmn 3acobamu, siki Metabonisytoteca CY P3A4, pekoMeH40BaHO 6paTtu [0 yBaru NoLOBXeHWI Nepiof HaniBBMBEAEHHS iTPaKoHa30/y, Lo cnocTepirascs y
KNIHIYHUX JOCNIIKEHHAX 3 YHaCTHO MauieHTiB, XBOPUX Ha LMPO3, SKMM 3aCTOCOBYBa/IM OAHOPA30BI 031 Karcy/l iTpakoHas3ony.

MayieHTaM i3 NiABULLEHNM PiBHEM NEYiHKOBUX (DEPMEHTIB, aKTMBHMM 3aXBOPHOBaHHSIM MEYiHKKN abo 3 NposiBamy renaToTOKCUYHOCTI BHACNIAOK 3aCTOCYBaHHS iHLLNX
npenaparis NiKyBaHHA C/if PO3MOYMHATM TiflbKU 328 YMOBU, LLO OYiKyBaHWUIA pe3ynbTaT NepeBULLYE PUSMK YPaXKEHHSA MeYiHKW. Y Takux Bunagkax HeoOXifHWiA
MOHITOPUHT (DYHKLLi NeYiHKK.

SHU>KEHHS KUCNOTHOCTI WAYHKA. MpK 3HMXKEHIA KUCNOTHOCTI LUNYHKa abcopbLis iTpakoHa3ony 3 Kancyn noriplyetbest. MauieHTam 3i 3HMXEHOK KMUCMOTHICTHO



LUYHKa, CMPUYMHEHOO XBOPOOOKD (Hanpukiag axnoprigpieto) abo ofHOYaCHWM 3aCTOCYBaHHAM IHLUMX MNpenapariB (Hanpuknag, 4N 3HVXEHHS KUCMOTHOCTI),
PEKOMEH/IOBAHO MpuiAMaT Kancynu ITpakoH® 3 HanosMu 3 MiIBULLEHOK KUCMOTHICTHO (HanpuKnag 3 HeAieTUYHOK KO/MO) (AMB. po3din «B3aemogis 3 iHLWMMY
NiKapcbKUMM 3ac06amMu Ta iHLLI BUAW B3aEMOLiN»). Chiifi BECTU MOHITOPUHT NPOTUIPUOKOBOT aKTUBHOCTI Ta 36iMbLUNTIY [03Y ITPAaKOHA30/Y Y pa3i HeobxigHOCTI (4uB.
po3ain «B3aemogis 3 iHWMKM NiKapCbKUMM 3ac06aMK Ta iHLLI BUAW B3aEMOLIN»).

MauieHTn NiTHLOro BiKy. KniHIYHI AaHi W00 3aCTOCYBaHHA Karcy/ iTpakoHa3o/y nauieHTam NiTHbOro BiKy 06MexeHi. Kancynm ITpaKOH® Cnij, 3acTOCOBYBaTU
nawieHTaM NiTHbOTO BiKY, SKLLO TifIbK/ KOPUCTb Bif] 3aCTOCYBaHHS NnepeBaXkae NOTEHUiMHUIA pU3KK.

MMopyLueHHs PYHKUIT nedviHkn. [aHi Woho 3aCTOCYBaHHSA NepopasibHO ITPaKOHA30/y MalieHTaMm i3 NMopyLUeHHAM QYHKLUIT NediHkn o6mexeHi. Cnifg 6yTn 06epexxHumu
Npu 3aCTOCyBaHHI Npenaparty Uil KaTeropii NauieHTiB.

rMopyLueHHs OYHKLIT HUPOK. [aHi WoAo 3aCTOCYBaHHS iTpaKoHa30/1y nepopasibHO MauieHTaM i3 NopyLeHHAM (YHKLIT HUPOK 06MexeHi. Cnifg 6yTn 06epeXxH1MK npu
3acTocyBaHHI npenapaTy Uil kaTeropii nauieHTiB. BioAOCTYNHICTb iITPaKoHa301y Npy NepopasibHOMY 3aCTOCYBaHHI Y MaLieHTIB i3 HUPKOBOK HEJOCTATHICTIO MOXe
OYTV 3HMKEHA. Y LbOMY BUMAAKY CNif PO3rNAHYTW NMUTAHHSA LLOLO KOPUTYBaHHA LO3W.

BTpaTa cnyxy. lMosigomnsanu npo BMNagku TMMYacoBOi abo CTiMKOT BTpaTW CyXy Y NauieHTiB, SKi NpuiAMani iTpakoHason. Y [Aeskux Bunafkax BTpara Cnyxy
Bif0yBasaCb Ha TNi OAHOYACHOI0 3aCTOCYBaHHA 3 XiHIAUHOM, SKWUIA NPOTUNOKa3aHWiA (AMB. po3ain «B3aemogis 3 iHWMMKU NiKapCbKMMK 3acob6aMun Ta iHLWI BUAW
B3aeMOAi»). Cnyx 3a3BmMyait BiJHOBMHOETLCA NICNA 3aKiHYeHHS Tepanil iTpaKoHa30/10M, OfiHaK Y [esSKMX MaLieHTIB BTpaTa CNyxy € HEOOPOTHOHO.

MayieHTn 3 IMyHHOK HeAOCTAaTHICTIO. Y AeAKMX NauieHTiB 3 iIMyHHOI HeaoCTaTHICTIO (Hanpukiag, nauieHTn 3 HeinTponeHieto, CHIJom abo TpaHcniaHTOBaHUMU
opraHamu) nepopanbHa 6iooCTyNHICTb iTPakoHa30/y 3 Kancyn ITpakoH® Moxe 6yTU 3HIKEHa.

MauieHT i3 CUCTEMHUMU TPUOKOBUMYU iHCpEKLIAMYK, L0 6Ge3nocepefHb0 3arpodKylTb >XUTTI0. Yepes (apmMakOKiHETUYHI BMacTMBOCTI (4MB. poO3Ain
«®apMaKoKiHeTVKa») Karcynm ITpakoH® He peKOMeHaYEThCs 3aCTOCOBYBATY st NEPBUHHOT Teparnii HeBiAKNAAHMX CTaHiB, CNPUUMHEHNX CUCTEMHUMM FPUGKOBUMM
IHeKuisMN.

MauieHTw, xBopi Ha CHIA. Ana nayieHTis, xBopux Ha CHIL, AKi niKyBann CUCTEMHY IPUOKOBY IH(EKLKO, TaKy SK CNOPOTPMX03, 6/1aCTOMIKO3, ricTOMn1asmo3 abo
KPUNTOKOKO3 (MEHIHreaslbHMi1 abo HEMeHIHreaNlbHWIA), Ta Y AKUX iICHYE 3arpo3a peunamsy, ikap NoOBUHEH OLiHUTU HEOBXIAHICTb NiATPMMYBa/IbHOIO NTiKYBaHHS.
HeliponaTis. Mpy BUHMKHEHHI HelponaTii, NOB’A3aHOT i3 3aCTOCYBaHHAM iTPaKoHa30/y, Cij NPUNMHATA NPUIAOM Npenapary.

Po3naam ByrneBofHoOro o6miHy. J1ikapCbKuin 3aci6 MiCTUTb LyKPO3Y. Y pa3i BCTaHOBMEHOI HEMEPEHOCUMOCTI AesKUX LYKPIB CAif NPOKOHCYNbTYBATUCS 3 NiKapeM,
nepw HDK npuiAMaTh Ueid nikapcbkuid 3aci6. [MauieHT 3 pigKICHAMKM CNagKoBMMK  3aXBOPHOBAHHSIMU  HEMEPEHOCUMMOCTI  (DPYKTO3M, MasibabcopbLieto
[MIIOKO3U-TanakTo3m Yn LyKpas30-i3oMasibTa3HOK HeAO0CTaTHICTHO He MOBUHHI 3aCTOCOBYBATY Liei NiKapcbKuii 3acib.

MepexpecHa pesucTEeHTHICTb. AKL0 MNpPKU 3aXBOPKOBaHHI Ha CUCTEMHWIA KaHAMAO3 € Nifo3pa Ha Te, Wwo Buan rpmbis Candida, SKi CNPUYMHAIOTL 3aXBOPHOBaHHS,
PE3UCTEHTHI 40 (hyKOHa30/y, He MOXHa CTBEPAXKYBaTH, WO BOHU OYAyTb YYTMBUMK [0 iTpakoHa30/1y. TOMy HeoOXifHO BMKOHATW TeCT Ha YyT/AMBICTb Mepes
MoYaTKoOM NiKyBaHHs Kancynamm ITpakoH®,

B3aemo3aMiHHICTb. He peKOMeHAYeTbCH B3aEMHO 3aMiHIOBATW /liKapCbKi 3aco0M ITpaKOHa30/, Kamncynu, Ta iTpakoHa30/, PO34MH OpPasibHUIA, OCKifIbKWM Mpu
nepopasibHOMY 3aCTOCYBaHHI 0HaKOBUX 03 6I0A0CTYMNHICTb PO3YMHY OPaSIbHOTO € BULLOHO.

MoTeHuian B3aemopail. OgHoYacHe 3aCTOCYBaHHSA ITPAKOHa30/1y Ta MEBHUX NiKapCbKMX 3ac00iB MOXeE MPU3BECTU A0 3MiHW e()eKTUBHOCTI ITpakoHa30/y Ta/abo
NiKapcbKoro 3acofy, Lo 3aCTOCOBYETbLCA OAHOYACHO 3 HM, MOBIYHMX peakLiid, Lo MOXYTb 3arpoXKyBaTu XXUTTHO, Ta/abo panToBOro IeTa/lbHOr0 HacnifKy. J1ikapcbKi
3acobu, AKi NPOTUNOKasaHi, He peKOMeHA0BaHO ab0 PeKOMeH/0BaHO 3aCTOCOBYBATU 3 06EPEXHICTHO OfHOYACHO 3 ITPaKOHA30/10M, HaBefieHi y po3aini «B3aemogis 3
IHWMUW NiKapCbKMMK 3ac06aMK Ta iHLLI BUAW B3AEMOLIN».

NikapcbKuid 3aci6 MicTUTL GapBHUK a30pY6iH, KM MOXE CNPUUNHATY aneprivHi peakuii.

3acTocyBaHHs y nepiof BariTHOCTI abo rofyBaHHs rpyasto.
BariTHIiCTb



ITpakoH® He cnif NpusHavyaTy BariTHUM, OKPiM BUNAJKIB CUCTEMHUX MIKO3iB, SKi 3arpOXYHOTh XUTTHO, KON NOTEHLiHA KOPUCTb /1 BariTHOI NepeBULLLYE PUMK
HEeraTVBHOrO BNAVBY Ha NAif, (4vB. po3ain «1poTUnoKasaHHs»).

Y DocnifpkeHHAX Ha TBapuHax iTpakoHa30/ BUSBMB PeNpPOLYKTUBHY TOKCUYHICTb.

[aHi Woa0 3acTocyBaHHS iTPpakoHa30/y y Nepiof BariTHOCTI 0OMeXeHi. Y NpoAoBX NOCTMapKETUHIOBOrO nepiody MoBifoMAANM NPO BUMAAKWM aHOManiii po3BUTKY,
Taki SK MOPYLUEHHS PO3BUTKY CKefieTa, Ce4OCTaTeBOro TpakTy, CepueBO-CYAMHHOI CUCTEMM Ta OpraHis 30py, a TaKOX XPOMOCOMHI aHOManii Ta MHOXWHHI Bau
PO3BUTKY. MPUUYMHHWIA 3B’A30K i3 Karncynamu iTpakoHasony He 6yB BCTaHOB/EHWIA. EnNifemionoriyHi gaHi WoAo BNAWBY iTpakoHasony Yy | TpMMeCTpi BariTHOCTI
(nepeBaXkHO y NauUieHTOK, AKi 3aCTOCOBYBa/IN MOT0 [/11 KOPOTKOYACHOIO /TiKYBaHHA BY/IbBOBariHa/IbHOr0 KaHANA03Y) He BUSBWM 30i/bLLUEHOIO PUSMKY Baf, PO3BUTKY
MOPIBHAHO 3 TAKUMU Y XIHOK, AKi He 3aCTOCOBYBa/IM npenapaTtu 3 TepatoreHHUM eqyeKToM.

YKiHKV penpofyKTWBHOIO BIKY

>KiHKaM penpoayKTUBHOIO BiKy, fKi NPUAMalOTb ITPAKOHA30/1, CNif 3aCTOCOBYBATW HafilHI 3aC06M KOHTpaLenLii MpoTAroM ycboro Kypcy NikyBaHHS 4O HacTaHHS
nepLUIoT MeHCTpYaLii Mic/s Aoro 3aBepLUeHHS.

[Mepiof rogysaHHs rpyaato

[y>e He3HauyHi KiNbKOCTi ITpakoHa30/y MPOHWKaOTh Y FpyaHe MONOKO. ToMy Y nepiog, rofyBaHHS rpyaato HeoOXifHO 3iCTaBUTM MOXIMBUIA PUSUK AN AUTUHW 3
0UiKyBaHOI KOPUCTIO Bifl NliKyBaHHSA npenapatom ITpakoH® a1 mMatepi. Y CyMHIBHUX BUNAAKaX XiHLi Cif NPUNUHATY rOflyBaHHS rpyAL0.

30aTHICTb BNAMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMU MexaHi3Mmamu.

JocnifpkeHb WOAO0 BNIMBY Ha LUBMAKICTb peakuil npu KepyBaHHI aBTOTPaHCNOPTOM abo po6oTi 3 iHWMMKM MeXaHi3Mamu He nposogunn. Cnig nam’dtaTv npo
MOX/IMBICTb BUHUKHEHHSA TaKMX MOBGIYHMX peakLiil AK 3anamopoYeHHs, po3naam 30py Ta BTpata ciyxy (AuB. po3gin «MobiyHi peakLii»), LWo MOoXe Npu3BecTn 40
HeraTUBHWX HaCNiLKiB Nif 4Yac KepyBaHHSA aBTOTPAHCMOPTOM Ta PO60TH 3 IHLLIMMW MeXaHi3MaMu.

Cnoci6 3acTocyBaHHs Ta [03W.
Kancynu ITpakoH® 3acTocoByBaTh nepopasibHO 0Apa3sy Nicns ian Ans 3abe3neyeHHs MakcMabHOT a6cop6Liii npenapaTy. Kancynu cnif KoBTaTu Linmu.
CxemMu NIIKyBaHHA AOPOCNX 415 KOXHOIO MOKa3aHHSA:

Tabnuugd 2.
[MoKasaHHA 45 3aCTOCYBaHHA [o3a TpuBanicTtb MpuMiTKK
* BynbBoBariHanbHWMiA KaHanao3 200 mMr 2 pasu Ha o6y |1 AeHb
* BuciBkonogibHui nuwai 200 mr 1 pa3 Ha goby |7 gHiB
* MaxoBwuii 1epMaTOMIKO3, 100 mr 1 pa3 Ha foby 15 gHis
Jepmatoitis Tyny6a 200 mr 1 pa3 Ha goby |7 gHiB
* OepmaTodhiTis cTon, 100 mr 1 pa3 Ha goby |30 gHiB
fepMaTodiTist KUCTEN pyK
» OpothapuHreansHi KaHanMaosm 100 mr 1 pas Ha o6y 15 gHiB Cnig 36inbWwnTK 003y A0

200 mr 1 pa3 Ha goby
BNPOAOBX 15 AHIB
nauieHTam i3
HelnTponeHieto abo
CHIdom yepe3 nopyLUeHHA
abcopobuii npenapaTy B LUX




nauieHTiB.

* OHIXOMIKO3M (YpaXXeHHS 200 mr 1 pa3 Ha foby 3 micaui
HIrTbOBMX MIACTUHOK Ha
Na/bLAX HIr SIK 3 YPaXKEHHAM
HITTIB Ha pyKax, Tak i 6e3 Hb0ro)

OnTUManbHi  KMiHIYHI Ta MIKOMOriYHI edeKT pocsararoTbCa Yepe3 1-4 TWKHI Micnsa 3akiHYeHHS NiKyBaHHSA IH(EKUild LWKipn, ByNbBOBariHa/bHUX Ta
OpohapuHreaslbHUX KaHAMAO03IB, Ta Yepes
6—9 micAuiB Micna 3aBepLUEHHSA NiKyBaHHA IH(PeKLUiT HIrTbOBMX NAaCTUHOK. Lle NoB’A3aHO 3 TUM, L0 BUBEAEHHS iTPAKOHA30/1y 3 TKaHWH LUKIPW, HIFTIB i CIM30BUX
060/10HOK Bif16yBaETLCA MOBIMbHILLE, HIX i3 M1a3MW1 KPOBI.
TpuBanicTb NiKyBaHHA CUCTEMHUX FPUBKOBMX YpadkKeHb NOTPIOHO KOPUIyBaTU 3a/1eXHO Bif, MiKOIOriYHOT Ta K/iHIYHOT BiAMOBIAI Ha Tepanito:

Tabnuus 3.

CucTeMHi MiKo3u

NokasaHHA Ans

3aCTOCYBAHHS [o3yBaHHsL MpUMITKM

Acneprinoos 200 mr 1 pa3 Ha goby 36inbLueHHA fo3u go 200 mr 2 pasun Ha Joby y
pasi iHBa3“BHOIo abo AMCEMIHOBAHOIO
3aXBOPHOBAHHS

KaHanaos 100-200 mr 1 pa3 Ha foby |36inbLueHHs ao3n o 200 mr 2 pa3u Ha 4oby y
pasi iHBa3“BHOIo abo AMCEMIHOBAHOIO
3aXBOPHOBAHHS

KpunTokoko3s (6e3 o3Hak  |200 mr 1 pa3 Ha o6y

MEHIHTITY)

KpnnTokokoBuiA MeHIHTIT |200 Mr 2 pa3u Ha 106y MigTpymyBanbHa Tepanis (4MB. po3ain
«OC06MBOCTI 3aCTOCYBAHHSA»).

MicTonnasmo3s Big 200 Mr 1 pa3 Ha o6y 1o

200 mr 2 pa3n Ha o6y

MigTpymyBanbHe 200 mr 1 pa3 Ha goby [nB. NPUMITKY WOA0 NOpYLUEHHS abcopoLil

NiKYBaHHA NaLieHTIB 3i HUXXYe.

CHIdom

MpodinakTnka 200 mr 1 pa3 Ha goby [nB. NpUMITKY W00 NopyLleHHsA abcopouil

y NauieHTIB HIDKYe.

i3 HEMTPONEHIED
1 TpwvBanicTb NiKyBaHHS CNif, KOPUryBaTW 3aN€XHO Bif KNiHIYHOT Bignosiai. MNMopylueHHs abcopbuil y nauieHTis i3
CHI[om Ta 3 HeilTponeHield MOXe MPWU3BECTU [0 HW3bKOT KOHLEHTpauil iTpakoHa3ony B KPOBI Ta 3HVDKEHHSA
e)eKTMBHOCTI. Y Taknx BUMaAKax PEKOMEHAYETLCA MOHITOPUHT PIBHA ITPAKOHa30/1y B KPOBI Ta y pasi Heo6XxigHOCTI
36inbLeHHs fo3n ao 200 Mr 2 pasu Ha f006y.

MauieHTW NiTHLOrO BIKY.



3acTocyBaHHs ITpakoHy® natjieHTaM NiTHLOrO BiKy He peKOMeHAYETLCS (AVB. po3fin «Ocob6MMBOCTI 3aCTOCYBaHHS).

MauieHTw 3 NopyLUEeHHAMN (OYHKLIA HAPOK.

KniHiyHi fgaHi 3acTocyBaHHS MepopasbHUX (HOpM iTPaKoHa3oMy nauieHTam 3 MOpPYLUeHHAMU (YHKUIA HUPOK 0OMexeHi. BiogocTynHicTb npenapaTty npwu
nepopasibHOMY 3aCTOCYBaHHI MOXe OYTW 3HMXKeHa Yy NauieHTIiB 3 HUPKOBOK HeoCTaTHICTHO. Criig 6yTn 06epeXXHMM MpK 3aCTOCYBaHHI LibOro NiKapcbKoro 3acoby
Tak1M NauieHTam Ta po3rasgHyTU NMUTaHHSA NP0 KOPUIyBaHHS [03M.

MavuieH Ty 3 NOPYLLUEHHAMN PYHKL i NeYiHKK.

KniHiYHI faHi 3acToCcyBaHHS NepopasibHUX (POPM iTpakoHa30/y NauieHTam 3 NopyLUeHHAMU QYHKLIA NeYiHKKM 06mexeHi. Cnig 6yTn 06epeXXHMM Npu 3aCTOCYBaHHi
LIbOr0 NiKapCbKOro 3acoby TakMM natieHTam (AuB. po3ain «dapMakosoriyHi BNacTMBoCTi. PapmMakoKIHETUKAY).

aiTn.
3acTocyBaHHs ITpakoHy® fiTam He peKoMeHAYETbCs (AMB. po3ain «Oco6/MBOCTI 3aCTOCYBAHHS»).

lNepeno3yBaHHSA.

3arasiom nNobivHi peakwyit, NPo AKi NOBILOMAANOCA Y pa3i Nepefo3yBaHHS, Masv CXOXMIA NPOisb 3 NOGIYHUMM peakLisMuy, WO BUHUKAIN NPU NPUIOMI ITpakoHa3ony
(ams. po3gin «IMo6iYHI peakLii»).

Y pasi nepefo3yBaHHA CNif BXUTU MIATPUMYBa/IbHUX 3aX0AIB. AKLLO Lie BUNPAaBAAHO, MOXHA MPU3HAUYUTI aKTMBOBAHE BYTINNA. ITPAKOHA30/1 HE MOXHA BUBECTYU
LLNSAXOM remogianisy. CneundivyHoro aHTMAOTY HEMAE.

Mo6iyHI peakuii.

HalyacTilwmMm no6iyHUMK  peakLisamMy npyu 3acTOCyBaHHI Karncyn iTpakoHas3ony, npo fKi MOBIAOMASAN Y XOA4i KNIHIYHUX AOCMiMKEHb Ta Y CMOHTaHHUX
MOBIfOMNEHHSX, 6yNW TONOBHWUIA 6inb, 6iNb Y XMBOTI Ta HypoTa. Halibinblw cepiio3HMMM NOGIYHUMUK peakuisMu 6ynn Cepiio3Hi aneprivHi peakuii, cepuesa
HeAoCTaTHICTb/3acTiliHa CcepueBa HeAoCTaTHICTb/HABPSK /ereHiB, NMaHKpeaTuT, TsHKKa renaToTOKCUYHICTb (BKIOYaOUM [eKifibKa BUMAAKiB rOCTPOi NeYiHKOBOI
HeOoCTaTHOCTI 3 NIeTaNlbHNM HacNiAKOM) Ta TSHKKI peakuii 3 60Ky LWKipy. YacToTa No6iYHMX peakLil Ta iHLWi No6ivHI peakuii HaBedeHI HUXYe.

Mpo noGiuHi peakuil, HaBefeHi HWdKYe, NOBIZOMNANM Y XOLI BIAKPUTMX Ta MOABIMHUX CAINUX KNIHIYHUX BUNpoOyBaHb y 8499 nauieHTiB, AKi OTpUMYyBaMn
ITpaKoHa30/ y Kancynax ans nikyBaHHs 4epMaTOMiK03iBabo OHIXOMIKO3iB, Ta 31 CMIOHTaHHUX MOBIJOM/EHD.

Mo6iyHi peakuii, HaBeeHI HWKYe, 3rpyrnoBaHi 3a CUCTEMaMU OpraHiB, BCEPeAMHI KOXXHOT Fpynu 3a CUCTEMaMM OpraHiB BKasaHi 3a Y4aCcTOTO. YacToTa BU3HAYAETLCA
AK Ay>e yacTo (= 1/10), yacTo (= /100, < 1/10), HewacTo ( = 1/1000, < 1/100), pigko (= 1/20000, < 1/21000), gy»xe pigko (< 1/10000).

IHGeKUiT Ta iHBa3ii: HeYacTO — CUHYCUT, IH(EKLIT BEPXHIX AUXaNbHUX LUNAXIB, PUHIT.

3 60Ky KpOoBi Ta NimgaTUYHOT CUCTEMM: PiAKO — NENKOMEHIS.

3 60Ky iIMYHHOT CCTEMU: HeYacTo — rinepyuyTInBICTb* ; PiAKO — CMPOBATKOBA XBOPO6a, aHriOHEBPOTUYHUI HABPSK, aHaiNaKTUYHI peakLii.

3 60Ky MeTaboniamy: pifKo — rinepTpuraiuepuaemis.

3 60Ky HepBOBOI CUCTEMU: HACTO — rO/IOBHMI 6inb; PiAKO — NapecTesis, rinecTesis, gUcressis.

3 60Ky opraHis 30py: pifKO — MOPYLUEHHS 30pY (Y T.4. AMNIONIA Ta NOMYTHIHHA 30pY).

3 60Ky opraHis cnyxy Ta BeCTUOYSpHOro anapaTy: pigko — TMM4yacoBa abo CTilKa BTpaTa CNyxy, LWyM Y ByXax.

3 60Ky cepus: YacToTa HeBiflomMa — 3acTiiiHa cepLieBa HeAOCTaTHICTb™ .

3 60Ky AMXaNnbHOT CUCTEMU: PiAKO —AUCITHOE.

3 60Ky TpaBHOT CUCTEMU: YacTo — Biflb Y XXMBOTI, HY0TA; HeYacTo — Aiapes, 6/10BaHHS, 3anop, AUCMENcis, MeTEOPU3M; PiAKO —NaHKpeaTuT.

3 60Ky renaTobiniapHOI CUCTEMMN: HEYACTO — MOPYLUEHHS PYHKLIA NEYiHKM; PiAKO — TSHKKA renaToTOKCUYHICTb (Y T.4. AeKiflbka BUNafKiB TSHXKKOI FOCTPOT NeYiHKOBOI



HeA0CTaTHOCTI 3 NNeTa/IbHUM HacnifKoMm)* , rinep6inipybiHemis.

3 6OKy LWKipM Ta nNiAWKIPHOT KNITKOBMHW: HEYacTO — KPOMWB’AHKA, BUCUMNaHHSA, CBEPODK; PIAKO — TOKCUYHMIA enigepMasibHUIn HEKPOsi3, CUHAPOM
CriBeHCa—[KOHCOHa, TOCTPUIA reHepani3oBaHWU €K3aHTeMaTO3HUIA MyCTYNb03, MY/NbTU(OPMHA epuTeMa, eKChoniaTUBHWUIA fepMaTuT, NeKOLUTOKIACTUYHWIA
BaCKyNIT, anonewis, CBIT/I04YT/IMBICTb.

3 60Ky CeYoBUAINBLHOT CUCTEMU: PiAKO — Nonakiypis.

3 60Ky penpofyKTVBHOT CUCTEMMN Ta MO/IOYHMX 3a/103; HEYACTO — PO3/1afM MEHCTPYa/IbHOIO LMK/Y; YacToTa HeBifoMa — epeKTu/IbHa AUCHYHKLIA.

3ara/nbHi po3naun: HevyacTo — HabpPSKK.

JlabopaTopHi AOCNIAXKEHHS: PiAKO — NiABULLEHHS PiBHA KpeaTUHMOCHOKIHA3M Y KPOBI.

* AmB. po3gin «OcobamMBOCTI 3aCTOCYBAHHSA.

Onunc oKpeMmux NoBiYHNX peakLii.

Hwuxye HaBegeHO No6GiYHI peakLii, acouiioBaHi i3 3aCTOCYBaHHSAM iTPaKOHa30/1y, MPO SAKi MOBIAOMASANN Yy XO4i KNIHIYHWMX AOCHiMKEHb iTPAKOHA30/y, PO3UUNHY
Opa/IbHOr0 Ta PO34MHY ANS BHYTPILLHLOBEHHOMO 3aCTOCYBAHHS, 33 BUHATKOM 3arnasieHHs y MicLi iH’€KLiT, OCKiNbKN LA NobivyHa peakuis € cneumdivyHO nuwe ansa
PO3YNHY A/1 BHYTPILLHbOBEHHOIO BBEEHHS.

3 60Ky KpoBi Ta NnimhaTUYHOI CUCTEMU: TPaHY/OLUTOMEHIA, TPOMOOLMTOMEHIS.

3 60Ky IMyHHOT CUCTeMM: aHaINaKToIgHI peakLil.

3 60Ky MmeTaboniamy: rinepraikemisi, rinepkaniemis, rinokaniemisi, rinoMarHiemis.

3 6OKY MCUXiKW: CNyTaHiCTb CBIAOMOCTI.

3 60Ky HepBOBOT CUCTEMU: MeputepuyHa HelponaTia*, 3anaMopPOYeHHs, COHUBICTb, TPEMOP.

3 60Ky cepus: cepuesa HeloCTaTHICTb, HEAOCTATHICTb /TIBOrO LUIYHOUKA, TaxiKapgis.

3 60Ky CyiMHHOI CcCTeMU: apTepiasibHa rinepTeH3is, apTepiasibHa rinoTeHs3is.

3 60Ky AnxaNbHOT cMCTeMU: HabpAK NereHiB, AUCHOHIA, KaLlesb.

3 60Ky TpaBHOI CUCTEMU: LLTYHKOBO-KULLKOBI PO3/1aju.

3 60Ky renaTobiniapHOi CUCTEMU: NeYiHKOBA HeOCTATHICTb®, renaTuT, XXOBTAHMLSA.

3 60Ky LLUKipW Ta NiAgLWKipHOT KNiTKOBUHW: epuTeMaTo3Hi BUCUMNaHHS, Tineprigpos.

3 60Ky M’A30BO-CKeNIeTHOT CUCTEMU: Miasris, apTpasris.

3 60Ky CeYOBUAINBbHOT CUCTEMU: NOPYLUEHHS (YHKLIA HUPOK, HETPUMaHHS Ceui.

3arasibHi po3naamn Ta peakuii y MicLi BBeAeHHS: reHepanizoBaHuin HabpsK, Habpsk 06mM4uuys, 6inb Y rpyaHIn KNiTyi, rapsyvka, 6ifb, BTOMAEHICTb, 03HOO.
NabopaTopHi SOCNIAXKEHHA: NiABULLEHHSA PIBHA aflaHiHAMIHOTpaHCc(epasm, NigBULLEHHS PiBHA acnapTatamiHOTpaHcgepasu, NiABULLEHHA PIBHA NYyXHOT (hoctaTasu,
NiABULLEHHS PIBHA NnakTaTaerigporiHasu, nigBuLLEHHA PIBHA ramMma-raytamintpaHcdepasu, NigBULLEHHS PIBHA MeYiHKOBUX (hepMeHTIB, BIAXWEHHS B pe3y/bTarax
aHanisy ceui.

aiTn.

besneka 3aCTOCyBaHHS Karcys iTpakoHa3oy AOCAimpKyBann 3 yyacTio 165 nediaTpMyHMX NauieHTiB BiKOM Big 1 A0 17 pokiB, fKi 6panun yyacTb y 14 KniHiYHMX
AOCNiKEHHAX (4 NoABIHUX CcNinvX nnaue6o-KOHTPONbOBaHWX AOCNILKEHHS; 9 BigKPUTUX AOCNipKeHb; 1 AOCNIKEHHS 3 BIAKPUTOK (ha3oto, 3a KO cnifyBana
noAgiiHa cnina asa). Lli nauieHTn oTpumanu wWoHariMeHLLe 1 03y Karcyn iTpakoHa3ony Ans NikyBaHHA rpUOKOBMX iH(eKLiin, 6ynu 3ibpaHi gaHi 3 6e3neku.

Ha ocHOBI 3BefieHUX AaHMX 3 6e3MeKn, OTPUMaHUX Y LMX KATHIYHUX JOCAIIKEHHSAX, MOOIYHMMI peakLisiMu, Npo SKi Y4acTo MOBILOMANANN, Y AiTeil OyNn: roNoBHWIA
6inb (3,0 %), 6ntoBaHHSA (3,0 %), 6inb y XmMBOTI (2,4 %), piapes (2,4 %), NopyLUeHHs PYHKLIN nedviHky (1,2 %), apTepianbHa rinoteHsis (1,2 %), HygoTa (1,2 %) Ta
Kponue’sHKa (1,2 %). 3arasiom npogisib NO6IYHMX peakLiiii € CXOXKUM 3 TaKUM Y AOPOC/NX, MPOTE YacToTa IX BUHUKHEHHS € BULLLOKO Y [ITeN.



TepMiH NpUAATHOCTI. 3 pOKMK.
He 3acTocoByBaTu npenapar nicnsa 3akiHYeHHA TepMiHY NPUAATHOCTI, 3a3HA4YEHOr0 Ha YNaKoBLi.

YMoBW 36epiraHHs.

36epiraTi B OpuriHanbHiin ynakoBLi npu TemnepaTypi He Buwe 25 °C.
36epiratn y HeaOCTYNHOMY ANs AiTei MicLi.

YnakoBkKa.

Mo 5 kancyny 6nictepi; no 3 6nicTepn y navdi.

Mo 4 abo no 6 Kancyny 6nicTepi; No 1 6nictepy y naudi.
KaTteropis Bignycky. 3a peuentom.

BupobHukK. AT «Dapmak».

Micue3HaxomMkeHHSA BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS MOro 4isiNIbHOCTI.
YKpaiHa, 04080, M. Kuis, Byn. Kupuniscbka, 74.



