UHCTPYKI U MO MEJUIIUHCKOMY ITPUMEHEHHIO
3C30J%

Toprosoe HazBanue npemapara: dc3on ™
Jeiicreyromee semectso (MHH): urpakonason
Jlekapcereennas opma: TabIeTKH, NOKPHITHIE MIEHOYHON 000104KOiA.
Cocras:
Kaxnas tabnerka, NOKphITas IIEHOYHOH 000104KOH, COAEPIKUT:
akmusnoe eeujecmeo: urpaxkonasosn 100 mr;
gcnomozanenbuble Geujecmea: CaXapHsle NMeJUIEThl, THAPOKCHITPOITHIMETHIIEIUTION034, JTAKTO3bI
MOHOTHApAT, HE/UTI0I03a MUKPOKPHCTA/LTHYUECKAs, HATpHs Kpockapmeiuiosa, nmosuaon K 30,
THIPOKCHITPOTTHIILIEIUTION03a ¢ HU3KO# CTeNeHbIO 3aMeICHHS, HaTPHUs KPaXMaNnTTHKOMISAT
(i A), KpeMHHSI JAMOKCHI KOJUIOMJHBIH Oe3BOJHBIN, MarHus creapar, obonoyka Opadry II
posossrii 85G54039, Bosa ouHILIECHHAS, H30TPONKIOBBIH CHPT, AUXJIOPMETaH.
Onucanue: TabneTku po30Boro msera Kancyn000pasHoi GopMel, MOKPHITHIE TJICHOYHOMH!
obonoyxoi, ¢ TucHenneM «ITR 100» na osHoif cTopoHe H rnankue, ¢ Apyroi CTOPOHELIL.
dapMakoTepaneBTHYECKAsT TpPyNNa:  [POTHBOIPHOKOBOE  CPEACTBO JUIK  CHCTEMHOTO
HCIIOJIE30BAHHSL.
ATX xom: JO2A CO02.

DapMaKoJOruyecKne cBoiicTea

Dapmoxkoounamuxa

WrtpakoHa3o1, npenapar TpHa3zoaoBOro psaaa, HMEET IHUPOKHit CIIEKTP aKTHBHOCTH.

B uccnenoBanusix in vitro ObIIO MOKa3aHO, YTO HTPAKOHA30J HAPYLIAET CHHTE3 3procrepona B
KineTkax rpuboB. DprocTepon SBISETCS MKH3HEHHO BAKHBIM KOMIIOHEHTOM KJIETOYHOM
MemOpanbr  rpuGoB. [losTomy HapymieHue CHHTE3a JTOrO  BeINECTBA NPHBOJUT K
IPOTHBOrPHOKOBOMY JIEHCTBHIO.

JUisi uTpakoHas3oja, KOHTPOJBHBIE TOYKH YYBCTBHTEJIBHOCTH YCTAHOBJIEHBI TOJIBKO IS
mraMMoB rpuboB Candida, BeIAensIEMBIX PH NOBEPXHOCTHEIX MHKO3aX (110 Meroxy CLSI M27-
A2, no xpurepusim EUCAST onenka ne nposejeHa). KOHTpOJIBHBIE TOYKH YyBCTBHTEIBHOCTH
MukpoopranuzmMor no  kputepusim  CLSI  cnepyromme: uysBcTBHTenbhbie < 0,125;
YyBCTBUTE/IbHbIE, YYBCTBHTEIBHOCTE 3aBUCHT OT A03bl 0,25-0,5 u pesucrenTHsie > 1 MKr/MiL
UnTepnpeTHpyeMble KOHTPOILHBIE TOYKH JUIsi MHIETHAIBHBIX TPUOOB HE YCTAHOBIIEHB.

B uccnenosanusx in vifro ObUIO0 IPOJEMOHCTPHPOBAHO, YTO MTPAKOHA307 WHTHOHPYET pocT
IIHPOKOr0 CHEKTpa rpubOB, MAaTOreHHBIX VI YeJOBEKa B KOHLEHTpAuusIX o0bHO < 1 MKI/MIL
Cpenu nux: pepmaroduts! (Trichophyton spp., Microsporum spp., Epidermophyton floccosum);
npoxcxu (Candida spp., sxmovass C. albicans, C. tropicalis, C. parapsilosis u C. krusei,
Cryptococcus neoformans, Malassezia spp., Trichosporon spp., Geotrichum spp); Aspergillus
spp.; Histoplasma spp., Bkmoyvas H. capsulatum; Paracoccidioides brasiliensis; Sporothrix
schenckii; Fonsecaea spp.; Cladosporium spp.; Blastomyces dermatitidis; Coccidiodes immitis;
Pseudallescheria boydii; Penicillium marneffei, n ipyrue pasHOBHAHOCTH APOICKEH U rpHOOB.
Candida krusei, Candida glabrata v Candida tropicalis 00519H0 XapaKTepH3yIOTCS HaUMEHbIIEH
YYBCTBUTENBHOCTBIO K MTPAKOHA30/1y Cpeild pasinuyHblX mwtamMmmoB Candida, a HEKOTOpBIE HX
H30JIATHI POSBIIAIOT HEOJAMHAKOBYIO CTENEHb PE3HCTEHTHOCTH K MTPAKOHA30Jy B YCIOBHSX iM
vitro.

K ocHOBHBEIM THUIIaM rpHOOB, HE HHIHOUPYEMBIM HTPAKOHA30J0M, MOYKHO OTHECTH 3HTOMMIIETEI
(wanpumep, Rhizopus spp., Rhizomucor spp., Mucor spp. w Absidia spp.), Fusarium spp.,
Scedosporium proliferans u Scopulariopsis spp..



Pe3MCTEeHTHOCTh K NPOTHBOrPHOKOBEIM NpernaparaM asooBOTO psiia pa3BHBAETCs MEJUICHHO,
YacTO ABJLLICH CIEICTBHEM HECKOJIBKMX IEHETHUECKHX MYTAlM. YCTaHOBJEHHBIC MEXaHH3MBbI
pa3BHTHS PE3UCTEHTHOCTH BKMOualoT ceepxcuHtes rena ERGI1, xonupylomero uenepoi
¢epment 14o-nemernnasy, toueuynble Mytauum resa ERGII1, npusoasmme K CHHXEHHIO
CPOACTBA TMperapara K MHINCHH H/HIH IIOBBILICHHOMY CBEPXCHHTE3y NEPEHOCYMKA, YTO
npuBouT K nosbimenuio a¢dmokca. [na Candida spp. O6bpiia ompeneneHa nepeKpecTHas
PE3HUCTEHTHOCTE MEXAY OTACNbHBIMH NPEICTABUTENISIMH IpErapaToB a30ji0BOrO psijia, XOTs
HAINYHE PE3UCTEHTHOCTH K OJHOMY IpEICTaBHTENIO Kjlacca HE O3HadaeT 00s3aTenbHYIo
PE3HCTEHTHOCTB K Apyrum npenaparaM. Coobmianocs 06 HTpaKoHA301-PE3HCTEHTHBIX [ITaMMax
Aspergillus fumigatus.

Dapmakokunemura

Obwue apmaxoxkunemuyeckue XapaKkmepucmuxy

MakcuManbHble KOHILEGHTPAllMH HTPAaKOHA30Jla B IUIa3Me JOCTHUIalOTCs B Te€YeHHe 2-5 yacoB
noclie TepopalbHOro mnpHema. BcemencTBue HenuHEHHOH (apMakOKHHETHKH HTPaKOHA30J
HaKalJIMBaeTcsi B IUla3Me KPOBHM INpH MHOTOKPAaTHOM IpueMe. PaBHOBecHas KOHIIGHTpalus
MTPAKOHA30JIa, KaK IPaBHJIO0, JOCTHIAETCS B TEYEHHE NPUMEPHO 15 JHEH, npu 3TOM 3HAYESHHUS
MakcHManbHONH KOHUEHTpauuu (Cmax) HTpaxonaszona passtores 0,5 mxr/mm, 1,1 Mxr/ma u
2,0 mxr/mn npu npueme BHYTps 100 Mr 1 pas B gens, 200 Mr oauH pa3 B aens u 200 Mr 2 pasa B
JileHb cooTBeTcTBeHHO. KoHeuHslit nepuoj nmonyBbiBefenus o0b4HO coctasisier 16-28 wacos
NpY OJHOKpaTHOM npueme W 34-42 waca npH MHOrokparHom npueme. KonueHTpamus
MTPAKOHA30JIa B IJIa3ME€ KPOBH CHIIKAETCSH [0 INPAKTHYECKH HEOINPEAC/IseMOro 3HA4YEHUsI B
TeyeHue 7-14 nueif, mocne npexpaiieHus TEpanuH B 3aBHCHMOCTH OT Ha3Ha4eHHOH JI03bI H
IPOJIO/DKUTENBHOCTH  Jiedenusi. OOmuit KIMpeHC HTpakoHa3oja IOCle BHYTPHBEHHOIO
npuMeHeHust cocrasiser 278 mu/muH. KimpeHnc wrpakonasona ymeHsbluaercss npu Gosee
BBICOKHMX /103aX B CBSI3H C HACBILICHUEM NyTel ero metabonnsma B NeUeHH.

Bceacvieanue

Hrtpakonaszon 6sicTpo abcopbupyercs mociae npueMa BHYTPh. MakcHMaibHast KOHIICHTPALUs B
Tia3Me KPOBH HEM3MEHEHHOTO HTPAKOHA30JIa JOCTHraeTcs B TeYeHHe 2 - 5 4acoB NociIe npueMa
BHYTpb. Habmionaemas abGcomoTHass OHOJOCTYIIHOCTE MTPAKOHA30Ja COCTABIIET OKOIO 55%.
IIpu nepopanbHOM NpHMEHEHHH TaOIeTOK OHOAOCTYMHOCTH JOCTUraeT MaKCUMyMa cpa3y nociie
npHeMa OOHIBLHOM MHINH.

BcackiBanne HTpakoHa30Jia YMEHBILIAETCS Yy IANHEHTOB C IOHHIKEHHOW KHCIOTHOCTBIO
KETYyIOYHOIr0 COKa, Hampumep, Ha (oHe npuema NpenaparoB, MOAABISIONIMX CEKPEIHIO
COJIAHOM KHCIOTBI B KeNyake (TAKMX KaKk aHTAaroHWCThl H>-rHCTAMHHOBBIX peLenTopos,
MHrHOMTOPBI NMPOTOHHOM IOMIIBI), HIH Y NAlHCHTOB C aXJOPrHApuel Ha (pOHE pa3IMYHBIX
3aboneBanuii (cM. paszgensl «OcoOble ykazauusiy u «JlekapcTBEHHBIE B3aHMOIEHCTBHSY).
BeacpiBanne HTpakoHa3o/a HATOLAK Y TAKHX MALHEHTOB YBEJIMYHBAETCS MIPH IpHEME TabIeTok
npenapara Dc30i1” 0JHOBPEMEHHO ¢ KMCIBIMHM HANMTKAMH (TAKMMM KaK HEJTHETHUCCKAs KOJA).
ITpu npueme Hatomak Tabnetok mpenapara Dczon”® B nosze 200 Mr OJHOKPATHO COBMECTHO C
HEIMETHYECKONH KOJIOH MOocjie NpeABapHTEIbHOrO TNpHEMa pPaHUTHAMHA, aHTaroHucra Ho-
I'MCTAMMHOBBIX PELENTOPOB, BCACHIBAHHE MTPAKOHA30Ja OBUIO COMOCTABHMBIM C BCACHIBAHHEM
tabnetok npenapara Dc3on® mpH mpueme TONBKO OJHOTO 3TOro mnpemapata (cM. pasuen
«OcoObkle yKazaHHs»). '
OKCHO3MIMS HMTpaKkoHasona ObUla HIKE NPH TPHEME WTPaKoHa3ojla B BHJE TabJETOK 10
CPaBHEHMIO C JKCIO3HIMEH HTpaKkoHa30Ja NpH TpHeMe TOH jKe [03bl B BHAE PacTBOpa it
npreMa BHYTpb (eM. pasgen «Ocobbie yKazaHus»).

Pacnpeodenenue

Bonpmas uwacTe HTpakoHasona B muasMe cBs3biBaercs ¢ Oenxamu (99,8%), B OCHOBHOM ¢
ansOyMHHOM (JUIst rHAPOKCHUTPaKoHazona 99,6%). OTMeueHo Takke CpOACTBO HTPAKOHA30/a K
manugaM. Tonbko 0,2% wuTpakoHasona B IUIa3Me MPE/ICTAaBIEHO B HECBSI3AHHOM BHJE.
Kaxymmiics obnem pacnpenenenus > 700 1, 4TO CBHAETENHCTBYET O €ro 3HAYMTEILHOM
pacmpeeneHid B TKaHAX: KOHIEHTPAUWH B JIErKHX, MOYKaX, NEYEHH, KOCTSX, JKEIYJKe,



CeJIe3eHKe M MBIIINAX B ABa-TPH pa3sa BBILIE, YeM COOTBETCTBYIOUIHE KOHUEHTPALMN B MIa3Me
KPOBH, IIPH 3TOM KOHIIEHTpALMsl npenapara B TKaHsIX, COACPKAIMX KEpaTHH, 0COOEHHO B KOKe,
NOpUMEpPHO B 4 pasa NpeBbllaeT KOHUEHTpauuio B miuasMe. KoHIeHTpalus B CIMHHOMO3TOBO#
JKHJKOCTH 3HAYMTENIBHO HUXKE, YEM B IUIa3Me KPOBH, TEM HE MeHee, ObU1a MpoJeMOHCTPHPOBaHA
3 pexTHBHOCTE HMTpaKoHa30Ja NPOTHB BO3OyAMTENeH HHPEKIH, NPHCYTCTBYIOUIMX B
nepedbpocnuHAIBHON JKUAKOCTH.

Memabonuzm

Wrpakonaszon noaBepraeTcs HHTEHCHBHOMY MeTabonu3My B IedeHH ¢ oOpaszoBanueM 60bIIOro
ypcna MerabonuToB. Kak moka3aHo B UCCNEIOBAHMSX in Vilro, HTPaKOHA30J MeTaboanu3upyeTcs
rnaBHeIM oOpazoM ¢ yuyacrvem usodepmenta CYP3A4. OcHOBHBIM MeTabONHTOM SBISETCS
THIPOKCHUTPAKOHA30J1, KOTOpBIH in  vifro obnagaer npPOTHBOrPHOKOBBIM ACHCTBHEM,
CpaBHHMBIM C JACHCTBHEM HTpakoHa30ja. KoHIeHTpanuy JaHHoro MeraboiiuTa B 1iasMe no4TH
B JIBa pa3a BBIIIE, YeM COOTBETCTBYIOLIME KOHIIEHTPAIMH HTPAKOHA301a.

Buigedenue

WTpakoHa3osl BBIBOAMTCS IPEMMYLIECTBEHHO B ()OpME HEAKTHBHEIX METa0OJHMTOB ¢ MOYOMH
(35%) u xanom (54%) B TeueHHe OMHOHN HENENH IOC/E NpHEMa pacTBOpa BHYTPh. Ilouyeunas
IKCKpPELMsl UTPAaKOHa30jla H €ro akTHBHOro MerTaloiMTa IMAPOKCHHTPAKOHA30JIa COCTaBIISET
meree 1% OT 1036l Mpenaparta, BBeJICHHOH BHYTpHBeHHO. Ha oCHOBaHWH pe3y/ibTaToB IpHEMA
BHYTPb J103bI, MCUCHHOH Pa/IMOAKTHBHEIM H30TONOM, BHIBEACHHE HEH3MEHHOTO HTPAKOHA30/a ¢
KanoM Bapeupyet oT 3% 10 18% oT npHHATOMH 10351

Ocobuie epynnvt nayuenmos

Hapymenus GyHKUMU neUeHH

Wrpakona3on npeMMyIECTBEHHO MeTabonusupyercs B medeHH. DapMaKOKMHETHYECKOE
MCCIIE/IOBAHHE ¢ MCIONB30BaHHEM OAHOM 1036l uTpakoHazosna 100 mr (oaua xancyna 100 mr)
Obu10 npoBeneHoO Ha 6 370poBLIX H 12 GONMBHBIX LHPPO30M neveHH. CTaTHCTHYECKH 3HAYMMOE
CHIKeHHE cpenuero mnokasarenss Cmax (47%) uM  AByKpaTHOE yBeAWYEHHE [I€pHOJA
nonyseise/ieHus (37 = 17 nporus 16 % 5 yacoB) HTpaKoHa30a OBUIH OTMEYEHB! Y NALMEHTOB C
[MPPO30M MEYEHH MO CPABHEHHIO CO 3[0pOBLIMH cyObekTamu. OjHako obinee Bo3jeicTBHE
HTpaKoHa30J1a, oOcHOBaHHOE Ha nokasarensx AUC, 6bu10 01HHAKOBBIM Y MAMEHTOB C IHPPO30M
H Y 3JIOPOBBLIX JIIOJCH.

JlanHsple Npy JUIMTETBHOM NPHMEHECHHH HTPAKOHA30JIa Y NMAUMEHTOR C LUPPO30M OTCYTCTBYIOT.
(cm. paszaensl «Crioco® npumenenust ¥ 1036 1 «Ocobble yKazanusy).

[oueunas HeOCTATOYHOCTD

Jlanuble 10 NMPUMEHEHHIO NMEePOPaIbHBIX JIEKAPCTBEHHBIX (JOPM MTPAKOHA30/1a Y MAHEHTOB C
IOYeYHOH HEOCTAaTOYHOCTRIO OrpaHHyeHbl. PapMaKOKHHETHYECKOE HCCIENOBAHHE C MPHEMOM
OHO#M 710361 HTpakoHaszona 200 Mr (yersipe Kancynsl no 50 Mr) NpoBOAMIOCH B TPeX rpynnax
NALHEHTOB C MOYCYHOH HEAOCTATOYHOCTHIO (YPEMHS: n = 7; reMOAMAIN3: n = 7 ¥ HeNpephIBHBIII
aMOynaTOpHEIN NEepUTOHEANbHBIH MHatu3: n = 5). V manueHToB ¢ ypeMHel CpeiHMil KIHpeHe
KpeaTHHHHA cocTaBiser 13 mu/Mun % 1,73 M%, JKCIIO3HIMS, OCHOBAHHAS HA MOKA3aTeIIX AUC,
ObUTa HECKOJNIBKO CHH)KEHA 10 CPABHEHHIO C IOKa3aTeNsIMH B HOPMAIBbHOM MOmyIanud. D10
HCCJIE/IOBAHUE HE TPOAEMOHCTPUPOBAIO KAKOTO-TMO0 3HAYMTENBHOTO BIHSHHS I'eMOJAHAIN3a
WIH HENpPEPLIBHOrO amOyJaTOPHOIO IEPHUTOHEATPHOrO0 Juamu3a Ha (HapMaKOKHHETHKY
uTpakoHas3oNa (Tmax, Cmax # AUCo.sn). Ilpodumi xoHuenTpanuu B 1mjiasme B 3aBHCHMOCTH OT
BPEMEHH ITOKa3a/i IHPOKHE MEKCYOBEKTHBHEIC Pas/IdyMs BO BCEX TPEX Ipymmax.

[lociie OAHOKPATHOrO BHYTPHBEHHOIO BBEJICHMS, CPEIHHH KOHEYHBIH MEPHOJ MNOIypacmana
HTPAKOHA30J1a y MalMEeHTOB C JIErKoH (ompenensieMast B 3ToM Hcciaenosanun kak CrCl 50-79
MII/MHH), cpeaHeii (onpeaensemas B aToM uccieaopannu kak CrCl 20-49 mu/Mun), # TsoKenoi
MOYEYHOM HEJOCTaTOuHOCTRIO (ompezensemas B 3toM ucciaepoBaHuu Kak CrCl <20 mu/mum)
ObL1 TaKoi e KaK B y 310poBBIX CyObekToB (auana3oH 3Hagenuii 42-49 yacop npotus 48 gacos
y TAlHEHTOB C HApYIIEHHsSMH (YHKIMH TOYEK M 3JI0POBBIX CyOBEKTOB, COOTBETCTBEHHO).
Obmee Bo3zeficTBue wuTpakoHazona mo mnokasareisM AUC CHIKATOCh y MAlMEHTOB C




YMEPEHHOH H TKEJOH IoyeyHoH HegocraTouHocTeio mnpuMepHo Ha 30% u  40%
COOTBETCTBEHHO I10 CPABHEHMIO ¢ CyOBEKTaMH ¢ HOPMAIBHOM (YHKIHEH IoYeK.

JlaHHBIX TIpH JUIMTENBHOM IIPUMEHEHHH MTPaKOHa30jla y MAlMeHTOB C  I0YeYHOM
HEOCTATOYHOCTLIO HE MMeeTcs. J[nanu3 He BIMAET Ha IEPHOJ IONYBLIBEACHHS MM KIHPEHC
UTPAKOHA30J1a M THAPOKCHUTpaKoHaszona (cM. paszzensl «Crnioco® NpHMEHEHMs M JI03BD» H
«Ocobble ykazanus»).

Hern .
Umerores uMIOb OrpaHHuYCHHBIE  (DAapMAKOKHHETHYECKHEe JaHHble 00 HCIoib30BaHHH
HTPaKOHa307a y TMalMeHTOB JeTckoro Bospacra. KiuHuueckue ¢apMakOKMHETHYECKHE
HCCJIC[IOBAHMS Y JIETeH M MOJAPOCTKOB B BO3pacTe OT 5 MecsueB 70 17 neT mpoBOAMIKCH C
HCIIOJIB30BAHMEM  KalCyJ MTPaKoOHA30ja, MEpPOpPalbHOTO pacTBOpa WM BHYTPHBEHHOTO
npenapara. MaauBuaya bHbIC 10361 KalCyJIbl H NEpOPaibHOI0 pacTBOpa BapbHPOBAIKCE OT 1,5
1o 12,5 Mr/Kr/nennb, BBOJAMMBIE OJ(HH Pa3 B JIeHb HJIM [Ba pa3a B JeHb. BHYTpHBEHHEIH npenapar
BBOJHIIM MO0 B BHJE MHY3uu 2,5 MI/KT OfHOKpaTHO, MO0 MH(y3uu 2,5 MI/KI OJMH pa3 B
JICHb HJIK JBa pasa B JeHb. [l 01HO# M TOH K€ CYTOUHOH 03k JiBa pa3a B JIEHb 110 CPABHEHHUIO
C OJIHOKPATHBIM €X€/IHEBHBIM J03MPOBAaHHEM JaBAIH ITHKOBbIE H MUHUMAIIbHBIE KOHIICHTPALIHH,
COIOCTABHMBIE ¢ OJHOKPATHLIM J03HMpoBaHHeM B3pocibiM. He ObUIO BBIABICHO 3HAYMTENHHOM
3aBHCHMOCTH OT Bo3pacta Juis nokasareneit AUC urpakoHazona u obmiero KiMpeHca, B TO
BpeMsl Kak ObUIM OTMEdYeHbl ciabble CBA3M MEXKAY BO3pacToM M 0OBEMOM pacnpeelneHHs
UTpakoHa3ojia, Cmax M CKOPOCTBIO KOHEYHOTO BhIBeleHHs. Kakyumics KiMpeHc H 00beM
pacrpe/ie/ieHisi HTpaKoHa30J1a, 0-BUAHMOMY, CBS3aH C BECOM.

IMokazanus K npHMEHEHHIO
e BynbBoBarMHaJbHBINH KaHIHI03
e OtpyOeBuanslii nuinai
e JlepMaTOMHMKO3, BBI3BAHHBEIH  OpraHM3MaM¥  YyBCTBUTCIBHBIMH K  HTPAKOHA30Jy
(Trichophyton  spp., Microsporum  spp., Epidermophyton  floccosum),  nanpumep,
AepMaTto(QUTHS  CTOMN, [NaxoBas OSMHAEPMOGHTHS, HACPMATOMHMKO3 IJIAAKOH  KOXKH,
JepMaTopUTHs JIaJl0HEiH.
OpodapuHreanbHbIil KaHIHA03.
OHHXOMHKO3 BBI3BaHHBIH JAepMaTOhHTAMH W/HIH APOIKIKAMH.
Jleyenwne rucromnnazmosa.
De301® nokaszan MpH CEAYIOUMX CHCTEMHBIX IPHOKOBBIX 3a60MNEBAHUSX, KOIJIA CHCTEMHAS
NpOTHBOrpHOKOBas  Tepanusi TepBOH JIMHHH  HemenecoobpasHa MM OKasamach
HeahGEKTHBHOM. DT0 MOXKET ObITH CBA3AHO C MATOJIOrHEeH, HEYYBCTBHTEILHOCTHIO ATOTEHA
WM TOKCHYHOCTBIO Tpenapara;
o Jlewenue acniepruuiésa u KaHAMA03a
o JleyeHue KpHNTOKOKKO3a (BKJIOYAs KPHIITOKOKKOBBIH MEHHHTHT): Y IAlMEHTOB C
ocnabNeHHBIM HMMMYHHTETOM M KPHITOKOKKO30M, @ TaKXe Y BCEX TNalMEHTOB C
KPHNTOKOKKO30M LIEHTPAIbHOH HEPBHOM CHCTEMBEL.
o lomepxkusatomas tepanus y GonbHeix CITMIoM IS mpefoTBpalieHHsi pelauBa
OCHOBHOM rpuOKOBOI HH}EKIHH.
e  Ocson® rakke mokasam IS NPOQHIAKTHKH TPUOKOBOI HHDEKIMH NpPH UIMTEIBHOM
HEHTPONCHUH, KOTJIa CTaH/[apTHAs TEPANust CYMTACTCS HellelecooOpasHoO.

Cnocod npuMeHenus ¥ 035l

Oczon® npumensor BHYTPL. JUIS ONTHMATBHOM abcopbuun Tabnerku npemapara Dczon®
HEOOXOMMO NMpPHHMMATL Cpasy Iocjie npueMa muim. TableTku ClaeayeT IJI0TaTh LETHKOM.
Tabnetku cnenyer riorarh, He pa3KeBLIBAd.

Cxema NiedeHus JUIsl B3pOCIIBIX MO KAKAOMY OKA3aHHIO NIPEACTABICHA HIKE:

Hokazanue Hosuposanue Ipumeuanun

BynpBoBaruHanbHbIH ITo 200 mr gBa pa3sa B IeHb B




KaHOH103 TeyeHHe | nus
OrpybeBuHbIi nHIIAM [To 200 mMr oauH pa3 B JEHE B
TeyeHHE 7 nHEH

JlepMaToMHKO3 I1ajIkoit ITo 100 Mr oauH pa3 B IeHb B

KOYKH, Imaxosasi teueHue 15 aueit umu mo 200 Mr

muaepMoPHTHS OJIMH pa3 B JIeHb B TeYEHHE 7

JIHEH

HepmaroduTust cromn u ITo 100 mMr ouH pa3s B IeHb B

najioHen tevenue 30 aHei

OpodapunreansHbiii ITo 100 Mr oauH pa3 B IeHb B s 6ompabx CITH (oM uim

KaH/H103 TeueHHe 15 nHeit MalUEeHTOB ¢ HEUTPONIeHHEH
yBEJIHYHBAOT 103y 1o 200
MI' OJIUH pa3 B IE€Hb B
TeueHue 15 ane# B BHAY
HapyILICHUs BCACHIBAHHSA Y
JAHHOH KaTeropuu
NalHEHTOB.

OHUXOMHKO3 ITo 200 mMr oauH pa3 B ICHE B

(HOTrTH NaNbLUEB CTOIHI C, TeYEeHHE 3 MECSLER

1 6e3 BOBJICUEHHS HOTTEH

[AJIbIIEB PYK)

OnTuManbHble KIMHHYECKHE M MHKoNoruyeckue sddexrsi nocrurarorcs uepes 1-4 uenenu
MOCJIC  3aBEpINEHMA  Kypca  JieyeHust MHQEKUMid  KOXKH,  BY/IBBOBArHHAIBHBIX M
opoapunreansHpiX HHOEKUHI 1 yepe3 6-9 MecAleB TOCHe 3aBepUICHHs JieYeHHs MHOEKIun
HOITEBBIX IUIACTHH. DTO OOBACHACTCS TeM, YTO M3 KOKH, HOTTEH M CIM3HMCTEIX 000/0YeK
MTPAaKOHA30J1 BEIBOANTCS MEJUICHHEe, HeM M3 11J1a3Mbl KPOBH.

ITpoOmKHTENEHOCTE KYpea JIeYEeHHsT CHCTEMHBIX IPHOKOBBIX HH(EKIUH H0JDKHA ONpEeAeaThCs
KJIMHHYECKHMH M MUKOJIOTHYECKUMH dderTamu: ‘

Hokazanue Hozuposanue' Hpumeuanusn

Veenuuenue 103s! 10 200 Mr
2 pasa B CYTKH B Clly4ae
Acneprusies 200 mr 1 pa3 B CYTKH MHBA3UBHOI'O MM
JIMCCEMHUHHPOBAHHOTO
3aboseBaHus

VYeenuuenue 103s1 10 200 Mr
2 pa3a B CYTKH B Clly4yae
Kanaunos 100-200 mr 1 pa3 B cyTKH HHBa3UBHOI'O WM
JIHCCEMHHHPOBAHHOTO
3aboseBaHus

Kpunrokokkos (6e3

200 mr 1 pa3 B cyTkn
NPH3HAKOB MCHHUHTHUTA)

Kpunroxokkossiit MeHuHruT (200 Mr 2 pasa B CyTKH eM. «Ocobbie ykazaHusy

ot 200 mMr 1 pa3 B cytku no 200
MT 2 pa3a B CYTKH

I'ucronnasmos

IMoiepikuBaromas Tepanus

KonTpons BcackiBanus
npu CITH /e 200 mr 1 pa3s B cyTkH

ITpopunaxruka neiirponerun (200 Mr 1 pa3 B cyTku KonTpoins BcachBanus
3 [TpoROMKHTENBHOCTE IEYEHHSA I0DKHA KOPPEKTHPOBATECA B 3aBHCHMOCTH OT KAMHHYECKOro 3 dekTa.

Hapymenue BcachiBanns y Gompubix CITMJ oM ¥ HeHTpONeHHEH MOXET MPHBECTH K HHU3KHM
KOHICHTPALMAM MTPaKOHA30/la B KPOBH M HHM3KOH d(dexTuBHOCTH. B Takux caydasx




PEKOMEHIYEeTCSI MOHHTOPHHI YPOBHS INpenapara B KPOBH H IIPH HEOOXOAMMOCTH YBEJIHYEHHE
10351 10 200 Mr Ba pa3sa B JeHb.

Ocobsie zpynnbl nayuenmos

Hemu

KniHuyeckue JaHHble OTHOCHTENbHO MPUMEHEHHs mpenapara Jc301” y NaMEHTOB AETCKOTO
Bo3pacTta orpanuyeHbl. [[puMenenue npenapara c300" Uls ICUCHHS JeTel He PEKOMEHIYeTCH,
3a HCKJIIOYEHHEM CTy4aeB, KOTaa oXuaaeMas 1101632 OT JICYCHHS NIPEBOCXOANT MOTEHIHAIBHBIH
PHCK.

Hoocunvie nayuernmot

Ilpu BeIOOpE 103b1 Npenapara i JeYEHHS MOKHIIBIX MAllHEHTOB PEKOMEHIYETCS YYUTHIBAThH
CHW)KeHHE QYHKIIMH NEYCHH, IOYEK U CEep/Ila, a TAK)KEe HAIMYHE COMYTCTBYIOUMX 3aboNeBaHuii
HJIM TIPHEM JIPYTHX JIEKapCTBEHHEIX CPE/ICTB.

Ipumenenue y nayuenmos ¢ nOYeYHOU HeQOCMAMOYHOCMbIO

JlanHbIe 110 NPHMEHEHHIO NMEPOpaIbHBIX JIEKAPCTBEHHBIX (OPM HMTpakoHa3oja y MAlHEHTOB C
MIOYEYHOM HEIOCTATOYHOCTHIO OrPAHHYEHBI. DKCIO3HIHS HTPAKOHA30J1a MOJKET OBITh CHHIKEHA Y
HEKOTOPhIX MALMEHTOB C MOYEUHOH HEA0CTAaTOYHOCTEIO. CIEIyeT ¢ OCTOPOKHOCTHIO Ha3HAYaTh
npenapar JaHHOH KaTeropHMH NalMCHTOB, B HEKOTOPLIX CIy4asX MOXeT MnoTpeboBarses
KOpPPEeKIHS 035! JIEKapCTBEHHOIO Npenapara.

TIpumenenue y nayuenmoe ¢ neyenouol HedoCmamoyHoCmsio

JlanHble 110 NPHMEHEHMIO NMEpOpaIbHBIX JIEKAPCTBEHHBIX ()OPM HTpaKoHa30Jia y MAIHEHTOB C
NEYEHOYHON HEJOCTAaTOYHOCTHIO orpanHyensl. Crie/lyeT ¢ OCTOPOKHOCTHIO Ha3HA4aTh Mpenapar
JIAaHHOM KaTeropHu nauuenTos (cM. pasaensl @apMakokuHeTHKH: «OcoObie rpynbl HalHEHTOB»
" «Hapymenust QyHKUHH NeUeHn»).

IToGounnie neiicTeus

[ToGounple peaknuu CHCTEMATH3UPOBAHBI OTHOCHUTENBHO KaXKIOH H3 CHCTEM OpraHoB B
3aBHCHMOCTH OT YacTOThl BCTPEYAEMOCTH, C MCIOJIB30BAHHEM CleAyIomei KiacCH(UKaluu:
o4eHsb yacto (=1/10); wacto (=1/100 no <1/10); mewacro (= 1/1000 xo <1/100); peaxo (=1/10000
1o < 1/1000); ovens peaxo (< 1/10000).

HexenarenbHbie JIEKAPCTBCHHBIC PCAKIHH

Hudpexyuu u uneazuu

Heuacmo PHHHT, CHHYCHT, HH(EKIMH BEPXHHUX JIBIXaTEIbHBIX MyTEH

Hapymenwl CO CHOpPOHBI Kpo6U U szud)amuqec:coﬁ cucniemol

Peoko JICHKONICHHS

H, apyuteHus co ClnopoHbl lMMlyHHOﬁ cucmemol

Heyacmo THNEePYYBCTBUTELHOCTD *

Pedxo CBIBOPOTOYHAS Gonesns, aHI'MOHEBPOTHYECKH OTEK,
aHa(uIaKTHYeCKas peaKius

Hapywenua memabonusma u numanus

Peoxko THIEePTPUIIIHLIEPHAEMHS
Hapywenus co cmoponsl HepeHOl cuchiemsl

Yacmo rojoBHas 601b

Peoxo THIECTE3Hs, TapeCTe3Us, JUCTEB3US

Hapywenua co cmoponsl opzana 3penus

Peoxko HApYIUEHHE 3pEHH (BKIIOYAs AUNIIONHIO U HEYETKOCTh 3PEHH )

Hapywenua co cmoponst opzana ciyxa u iaoupunma

Peoko BPEMEHHAS WM ITOCTOSHHAS MOTEPS cinyXa®, 3BOH B ymax




Hapywenus co cmoponst cepoua

Peodxko 3acToiHas cepactHast HEI0CTATOYHOCTE ¥

Hapywenus co cmopoHst OblXamenbHOl CUCIEMbl, OP2AHOE 2PYOHOU KIemKu U
cpedocmenHun

Peoxo OJIBILIIKA

Kenydouno-xkuuieunvie HapyuieHus

Yacmo 001b B )KHBOTE, TOLIHOTA

Heyacmo JIUCIICTICHA, 3a110p, METEOPU3M, JHapest, pBOTa

Peoxko NAaHKPEaTHT

Hapywenua co cmoponst nevenu u ycenuesvieo0Auiux nymeii

Heuacmo HapyleHHe QYHKIHM NeYeHH

Peodxo TSDKENIas TenaToTOKCHYHOCTE (BKUIIOYAs CIy4adW OCTPOH NeYEHOYHOM
HEI0CTaTOYHOCTH co CMEpTeJIEHEIM Hexoom)*,
runepdumpyonHeMus

Hapywienusa co cmoponst Kodicu 1 ROOKONCHOU KIemYamKu

Hevacmo CBINb, 3Y/, KpalluBHALA

Peoxo TOKCHYECKHH JnujepManbHblii  Hekponus, cuHiapoM CruBeHca-
JIKOHCOHA, OCTpEIN IeHepaH30BaHHbBIH K3aHTEMATO3HBINH MYCTYIe3,
MyabTHOpMHAS IpHTEMa, sKkchONMaTHBHEIH JNepMaTHT,
NEHKOLMTOIIIACTHYECK I BaCKYJIUT, aJoNeIHs,
CBETOYYBCTBUTEIIBHOCTD

Hapywenua co cmoponst nouex u mouesvigo0AUUX nymeii

Peoko NOJUTAKHYPHS

Hapywenua co cmoponst penpoodyKmueHo Cucmemst i MOJOYHBIX HCeNe3

Heuacmo HapyLIEeHHE MEHCTPYAJILHOTO IIHKIIA

Peoko SPEKTHIbHAS THCHYHKIUSA

Obuque Hapyuienua u peakyuu 6 Mecme 66e0eHUA

Peoko OTeK

Tabopamopnuie u uncmpymenmansHsie OaGHHbIE

Peodxo [Toppimienne kpeatuH(GOCHOKHHA3ZHI B KPOBH
*em. pazden «Ocobbie yKazaHum»

IIporusonoxkazanus

I'HnepYyBCTBUTEIBHOCTD K HTPAKOHA30IY.

OnuospemenHbli npueM npenapata Jc3on® u  cyGerpatoB  m3odepmenta CYP3A4
NpOTHBOMOKa3aH. IloBeIIEHWE  KOHUEHTpauMii  HEKOTOPHIX M3  3THX  [pPENaparos,
OOYC/IOBJIEHHBIX OJHOBPEMEHHBIM TPUMEHEHHEM C MTPAKOHA30JIOM, MOXKET YCHIHTh WM
NPOJIOHTHPOBATh KaK TEPaneBTHYECKHE, TaK H nobouHsle 3(QeKTH 10 TaKOi CTENEeHH, 4TO ITO
MOXET NpPHBECTH K TMOTCHIMAILHO cephe3Hol curyauuu. [loBeImeHHE KOHILEHTpAIHi
HEKOTOPBIX U3 3THX MPENapaTos B INIA3Me KPOBH MOYKET IPUBECTH K YUTHHEHHIO nHTepBaia QT
M JKeIyJOYKOBOH TAaXMapWTMMHM, BKIIOUas IPHCTYNLI JKENYJAOYKOBOW TaxMKapiAMd THIA
"mupysT", NOTEHIMAIBHO ONACHOH IS XKH3HH apuTMUK. KOHKpETHBIE IPHMEpEI TIEPEYHCIIEHE! B
paszene «JlekapcTBEHHBIC B3aHMOJIEHCTBHSY.

Tpenapar Dc301® NPOTHBONOKA3AH 1Sl PHMEHEHHS Y NALMEHTOB ¢ AUCHYHKIHEIT KeTy/I09K0B
cepaua, TaKoH Kak 3acToMHas cep/eyHas HeJOCTATOMHOCTb, WM 3acTOMHAs CcepieyHas



HEJOCTAaTOYHOCTh B aHaMHe3e, 3a HMCKIIOYeHHEeM JiedeHHS HHQEeKIHi, KOTOphle YrpoXKaroT
JKU3HH, WIH JPYTHX TsKeNsIX HHpekuumit (eM. pasuen «Ocodble yKkazaHus»).

He cnegyer npumenars mnpenapar Oc3on® B nepuojl GEPEMEHHOCTH, 3a MCKIIOUCHHEM
COCTOSIHHMI, KOTOPBIE YIPOXKAIOT JKU3HH (CM. pasjien «bepeMeHHOCTD U JIaKTaLus» ).

JKeHIMHAM JIETOPOIHOIO BO3PAacTa, MPHHUMAIONIMM TIpenapat Dc301”, CEAYeT HCIOIB30BaTh
cpeacTBa KoHTpauenuuu. [locie okoHuamms npuéma npemapar Jcszon®  sddexTHBHas
KOHTpaUEnUus J0/DKHA MPOI0IKATECA JI0 MEHCTPYAIBHOTO IepHOoaa.

JlekapeTBeHHbBIE B3aHMOIEHCTBHS

Urtpakonazon npeumyuiectBeHHo Merabomusupyercs wuszodpepmentom CYP3A4. Jlpyrue
CyOCTaHIMH, KOTOpBIE TaKke MeTaboNnu3upYIOTCs € YYacTHEM AAaHHOro ui3odepMeHTa HIH
H3MEHSIOT €ro aKTHBHOCTb, MOTYT BIHMATH Ha ()apMaKOKMHETHKY HTpakoHazona. CXOmHBM
00pa3oM MTPaKOHA30/] MOJKET BIUATHL Ha (PapMaKOKHMHETHKY JIEKAPCTBEHHEIX CPEJICTB, KOTOPhIE
TaKoke MeTabOJIM3UPYIOTCS NPH Y4acTHH JaHHOro u3opepmenta. MTpakoHa301 OTHOCHTCH K
cunbHbM HHruburTopam uszodpepmenta CYP3A4 u P-rnmkonporensa. Ilpu mcnonb3oBanuu
HTPAKOHA30JIa COBMECTHO C JIPYTHMH JIEKAPCTBEHHBIMH CPEJICTBAMH PEKOMEHAYETCS BBIACHHTH
crioco® mMerabosu3Ma npernapara ¥ peliTh BONPOC 0 HeOOX0IMMOCTH H3MEHEHHS €ro I03bL.
Jlexapcmeennble npenapamst, CHUNCAIOU{UE KOHUCHMPAWHIO UMPAKOHA30/1d 6 HAG3ME KPOGU
JlekapCTBEHHBIE IpENapaThl, CHHXKAIOMIHE KHCIOTHOCTL JKENYJOYHOro coka (Harpumep,
aHTalMIHBIE CPEJICTBA, TaKHEe KaK TIHAPOKCHA AJIOMHHMS, MM CPEJCTBA, IOJABISIONIHE
CEKPEIHIO CONSHON KHCIOTBI, TaKWe Kak aHTaroHucThl Ho-rHCTAMMHOBBIX pEHENTOpOB H
HHTHOMTOPBI [IPOTOHHOH ITOMIIbI), HApYIIAIOT BcackiBaHMe Tpemapata Jc3on®™. JlanHble
JIGKApCTBEHHBIE Npenaparbl PEKOMEHAYETCS INPUMEHSTh C OCTOPOIKHOCTBIO B COYETAHHH C
npenaparom Dc3on” .

WtpakoHa3on pekoMEHAyeTcs IPHHHMATh COBMECTHO C KHCIBIMM HAamMTKaMH (TAKHMH Kak
HEIMETHYEeCKas KOJa) PH COBMECTHOM HMCIIOJIb30BAHMH JIEKAPCTBEHHBIX CPEJACTB, CHHKAIOUIMX
KHCJIOTHOCTb JKEJYJOYHOI'0 COKa.

PekoMeH1yeTcss NpPHHHUMATh JIGKAPCTBEHHBIE MpenapaThbl, HeUTPAIH3YIOUHE CONSHYIO KHCIOTY
(HanpuMep, THAPOKCHA ANIOMHHHS), MHHHMYM 3a | 4ac o Wik yepe3 2 yaca moclie mpuema
npenapara Dc3on ¥,

Ilpu coBMecTHOM mnpHEeME JIEKAPCTBEHHBIX CPEACTB PEKOMEHAYETCS KOHTPOJIMPOBATH
NPOTHBOrPUOKOBYIO dKTHBHOCTh MWTpaKoOHAa30Nla M YBeNWYHBATB JO3y [penapara IpH
BO3HHKHOBEHHH HEOOXOJHMOCTH.

CoBmecTHOE NpHMEHEHHE HTPaKOHA30Ja ¢ CHIBHBIMH HMHAyKTOpamu u3opepmenta CYP3A4
MOJKET CHOCODCTBOBATH CHMYKEHMIO OHOIOCTYITHOCTH MTPAKOHA30Ja H I'MAPOKCHHTPAKOHA30Ia
JI0 TaKkoi creneHH, 4YTO S((EKTUBHOCTH JIEKAPCTBEHHOIO CpEeACTBAa OYAET 3HAYHUTENBHO
cHuxarbes. IIpaMepr! BKITIOHAlOT HHKeC eIy OIHe penaparsL. -
AntubaxkTepuanbHble cpeacTBa: M30HMasHL, pudabytH (cM. paspen «JlekapcTBEHHEBIE
penaparel, BI3BIBAIOLINE YBEIHYCHHC KOHIEHTPAUWM HTPAKOHA30J7a B IUIA3ME KpPOBHY),
prdaMIuLIH.

IIpoTuBOCYIOpOXKHEIE Tpenaparsl: KapbamasenuH (cM. paspen «JlexkapCTBeHHBIE Npenaparhl,
BBI3BIBAIOIME YBEIHYEHHE KOHLEHTpalHH HMTPaKOHa3ola B IiazMe Kposu») (erobGapburan,
(heHuTOHH.

[TpoTHBOBHPYCHBIE TIpenapaThl: 3(haBUpeH3, HeBUPAIIHH.

Takum obpasom, ucronb30BaHME CHIBHBIX HHIAYKTOpoB H30hepmenta CYP3A4 cosmecTHO ¢
HTPAaKOHA30JI0M HE pekoMeHayercs. PexoMmenayercs w30erarh HasHAYeHWsl JaHHBIX
JIEKapCTBEHHBIX CPE/ICTB B TEUYCHHE JBYX Helelb IO Hajasia NpHeMa HTPaKOHa30/a H BO BpeMs
JIeYeHUs TMpenaparoM, 3a HCKIIOYEHHEM C/ly4aeB, KOrja OXHAaeMas TIIoJNb3a IpeBbIaeT
MOTCHUMAIBHBIH PHCK, CBSI3aHHBIH €O CHIDKGHHeM 3((QeKTHBHOCTH HTpakoHasona. I[lpu
COBMECTHOM  INpHEME  JIGKAPCTBEHHBIX  CPEACTB  PEKOMEHIAYeTCS  KOHTPOJIHpPOBAaTh
NPOTHBOTPHOKOBYIO AKTUBHOCTh MWTPaKOHA307a ¥ YBENWYMBATH J03y Mpenapara IIpH
BO3HHKHOBEHHH HEOOXOMMOCTH.



Jlekapcmeennvie npenapamet, 6bi3bl6aiouie YEenUYCHUE KOHUCHMPAKUU UMPAKOHA301A 6
naazme Kpoeu
OjHoBpeMEHHBIIT IPHEM HTPAKOHA30J1a H CHJIBHBIX HHTHOMTOPOB H3odgepmenta CYP3A4 Mosker
NPHBOJUTE K yBEMTHYEHHIO GHOJOCTYNMHOCTH MTpaKoHasona. [IpuMephl CHIBHBIX MHIHOMTOPOB
n3odpepmenta CYP3 A4 npescrapiens HAKE.
AnTHOaKTepHANILHEIE NIpenapaThl: HUNPOQIOKCALNH, KIAPUTPOMHIIMH, SPUTPOMHIIHMH.
[IpoTHBOBHpYCHBIE CpeiCTBA: [ApyHaBHP, YCHJICHHBIH DPHTOHABHPOM, (ocaMripeHaBup,
YCHJICHHBIH PHTOHABHPOM, MHIMHABHP (CM. pasaen «JIekapcTBeHHbIE CPENCTBA, KOHICHTPAIHs
KOTOPBIX B IUIa3M€ KPOBH MOXET YBEIHUYMBATHECA NPH COBMECTHOM MCIIOJNB30BAHHH C
MTPAKOHA30JI0M»), PATOHABHP (CM. pasyiel «JlekapcTBeHHbIE CPECTBa, KOHLUEHTPAUS KOTOPhIX
B [UIa3Me KPOBH MOJKET YBEJIIMYMBATLCS IIPH COBMECTHOM HMCIIOIB30BAHUH C HTPAKOHA30JIOM»).
JlanHble JIEKapCTBEHHBIE IpenapaThl PEeKOMEHAYETCS WCIONB30BaTh C  OCTOPOIKHOCTBIO
COBMECTHO ¢ mpemapatoMm Dc3on”. PekoMeHIyeTcs TIIATENHO KOHTPOJHMPOBATH COCTOSHHE
MALHEHTOB, NPHHUMAIOIMX HTPAKOHA30]I COBMECTHO ¢ CHIIbHBIMH HHTHOHTOpaMH u3odepmenTa
CYP3A4, s CBOGBPEMEHHOIO BBIABJICHHS CHMITOMOB ¥ IPH3HAKOB YCHJICHHS HIIH
NpoJIoHratuK (hapmakonoruyeckux 3(QexToB UTpakoHazona, NpH HEOOXOAMMOCTH BO3MONKHO
CHIDKEHME J103bI npenapara. [1o Bo3MOKHOCTH pekoMeH 1yeTcsi KOHTPOIHPOBATEH KOHIEHTPALHIO
MTPaKOHA30J1a B IIa3ME KPOBH.
Jlexkapcmeennsie  cpedcmea, KOHUEHMPAWUA KOMOPHIX 6 RNAGIMe KPOGU  Modcem
YeenuuueamusCa npu cOEMECMHOM UCHONB30GANHUI C UMPAKOHA3010M
Wtpakonason u ero 0CHOBHO# MeTabOIUT rHAPOKCHHTPAKOHA30/1 MOIYT HapyInaTh MeTaGosH3M
JIEKapCTBEHHBIX Ipernaparos, MetabonusupyemelX uzopepmentom CYP3A4 u npensrcrsoBarth
TPAHCIIOPTHPOBKE IpenapaTos moj jelicTeueM P-rimkonporenna. DTO MOXKET NPHBECTH K
YBEJIMYCHHIO TUIa3MCHHOH KOHUEHTPALMH JAHHBIX JIEKapCTBEHHBIX NPErnapaTtoB H/HIH HX
AKTHBHBIX METabOJIUTOB IIPH COBMECTHOM NIPHEME C UTPaKOHAa30j10M. [ToBBIIEHHE MIa3MEHHOH
KOHLCHTPAllHK, B CBOK OYepelb, MOXKET BBI3BATH YCWICHHE WM IPOJOHTAIMIO Kak
TCPANeBTHYECKHX, TaKk H HexXenarelbHblX 3(QOEKToB NAHHBIX JIEKapCTBEHHBIX CPEJICTB.
M3BecTHO, uTO neKapcTBeHHbIe Inpenapartsl, Merabomusupyembie uzopepmentom CYP3A4,
MOIYT MpPHBECTH K yBenuueHwio wuHTepsana QT, nosroMy HX COBMECTHBIM NpHEM ¢
HTPAKOHA30JI0M MOJKET OBITH NPOTHBONOKA3aH, TaK KaK Takas KOMOWHALHMS MOXKET NPUBECTH K
KEJTyI0YKOBOH TaXHapHTMHH, BKIOYas Coy4au MKEIYJOUKOBOH TaXHKapIuH THIA "mHpysT”,
KOTOpast OTHOCHTCS K IOTEHUHAIbHO ONAacHOM Juif >ku3Hu aputmuu. [locne npekpaienus
JICUYCHUS  IUIA3MEeHHas ~ KOHLECHTpalMs  HTPAKOHA30Ja CHIJKAETCHs 10  IPAKTHYECKH
HEONpe/IeIMMOi B TeueHHe OT 7 A0 14 jHeH B 3aBHCHMOCTH OT JI03bI Ipemapara W
NPOJIO/DKMTENBHOCTH JIEYCHHs. Y MALMEHTOB C IUPPO30M HEYSHH MIIM TeX, KTO OAHOBPEMEHHO
npuHuMaeT HHrHOuTOps! Qepmenta CYP3A4, cHMKeHMe KOHLEHTpALMH Ipenapara MOMKET
ObITh naxe Gosee MeUICHHBIM. DTO 0COOEHHO BaXHO BO BPEMs Hadaja MpOBE/ICHHMS TEPAIHH C
HCIIONE30BaHHEM JICKAPCTBEHHBIX MPENapaToB, Ha MeTaboMH3M KOTOPEIX BIMAET HTPAKOHA30II.
Bsaumodesicmeyioujue nexapcmeentvie cpedcmea noopasoeniomes Ha credyroujue Kame2opuu;
o «llporuBomokazanel: Hu npu Kakux O0OCTOATENBCTBAX HENB3S NPHMEHATH JAHHBIH
JIEKApPCTBEHHBIH Npenapar B KOMOMHAIMHE C HTPAKOHA30JI0M U B TEUCHHE ABYX HEENb MOCIe
NpeKpaleHus NpHemMa HTPaKoHa30a. :
o «He pexomennyerca»: Pexomenpyercs n3beraT NpHMECHEHHS JAHHOIO JIEKAPCTBEHHOIO
CpPeACTBa BO BpeMs JICYCHHS H B TEUYCHHE IBYX HeJENb II0C/Ie TMpeKpauleHHs [pHeMa
MTPaKOHa30J1a, 33 MCKIIOUEHMEM C/ydaeB, KOIJja OXHAaemas I0Jb3a [PEBBIIIAeT
MOTEHUMANbHBIA PHCK, CBA3aHHBIH ¢ TNpOBOAMMON Tepanueil. Ecnu Hems3s wu3bexarsh
HCIIOJIb30BAHHA JaHHOH KOMOMHAIMH JIEKapPCTBEHHbIX CPEICTB, PEKOMEHAYETCs HabmonaTsh
38 COCTOSIHMEM TMallHeHTa MAJIsi CBOCBPEMEHHOTO BBIABICHHS CHMITOMOB H TNPH3HAKOB
YCHIICHHMS MM TIPOJNIOHTraliu 3¢ (deKToB mpenapaToB WiH pa3BUTHS MOOOYHEIX 3)(eKToB, B
ciyyae HEOOXOAUMOCTH JICYEHHE MOXKHO NpPEepBaTh WM YMEHBUIMTH /03y JIEKAPCTBEHHBIX
cpeacTs. IIpH HauM4YME BO3MOKHOCTH DEKOMEHIYETCS KOHTPOJMPOBATH ILTA3MEHHYIO
KOHLEHTPAIHIO NIpenapaTos.
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¢ «Mcnonb30BaTh € OCTOPOKHOCTBIO»: CIEAYET NPOBOAHMTH TINATE/bHbI MOHHTOPHHI NPH
COBMECTHOM  HCIOJIB30BaHMH JIEKAPCTBEHHOTO Iperiapara ¢ HTpakoHa3oioMm. Ilpu
COBMECTHOM HCIIOJIB30BAHHM JIEKADPCTBEHHBIX CPEJCTB pPEeKOMEHAyeTcs Habmonars 3a
COCTOSIHHEM IIALMEHTa /U1 CBOCBPEMEHHOTO BLIABICHHS CHMIITOMOB M NIPH3HAKOB YCHIIECHMUS
HJIH TPOJIOHralMy 3(Q(eKToB NpenapaTtoB WM pasBHTHs MOGOYHBIX 3BQEKToB, B Ciyyae
HEOOXOAUMOCTH MOXKHO YMEHBIIHTH J03y JIEKAPCTBEHHBIX CpeACTB. [lpy Hamuuuu
BO3MOXKHOCTH PEKOMEHIYETCS KOHTPONHPOBATH MUIA3MEHHYIO KOHLEHTPALHIO NIPENaparos.

Knace aekapcerBeHHbIx HenoawszoBats ¢
IIporusonokasanst  |He pexomenayrores
cpeacTs 0CTOPOKHOCTHIO
Ansda-
¢ Tamcynosun
azipeHo6I0KaTOPBI
AHaJIbreTHKH Andentann,
6 HOPOHH 1
JlepatieTrimveTanon YORCHOPORH TN
BHYTPHBEHHOTIO H
(;tleBoMerajuan), DeHTanun :
CYOJIMHTBAJILHOTO
METa/I0H
BBEJICHHS,
OKCHKOJIOH
30nHpaM
AHTHAPHTMHYECKHE Hu PSS
nodeTrn, JIHroKCHH
cpencTBa .
JIPOHEIAPOH, XHHHIHH
AnTHOaKTEpHANBHEIE Pudabyrun®
Cpe/icTBa
AHTHKOAry/IAHTHI U Pusapoxcaban Kymapunsi,
aHTHArperanThl LAJIOCTA30J1,
naburarpan
ITpoTuBOCY 1OPOKHEIE
P AP0 Kapbamazenuu®
npernapars
[Tporusoauabernyeckue Penarnmunup,
npenaparsi caKcarJuNnTHH
IIpoTHBOTENBEMUHTHBIE H
AHTHIIPOTO30HHBIE Ianoganrpun IIpasuksanTen
cpejcTBa
ACTEMH30II,
AHTHIHCTAMHHHEIE
MH30JIaCTHH, DbacTun
npenaparsi
TeppeHanun
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IIpenapare! 0T MUIpeHH |AJKAIOMILI CIIOPBIHBH, OneTpunTan
TaKue Kak
JUTHPOIPrOTaMHUH,
IProMeTpUH
(3proHoOBHH),
IProTaMHuH,
METHJIIPrOMETPHH
(METHIIIProHOBHH)
Hacarunut, Boprezomu®,
HUJIOTHHHO, Oy3ynbhan,
TpabeKkTeauH JIOLIETAaKCEeh,
IPJIOTHHHO ,
ITpoTuBoonyxoensie
Hpunorexan uKcabenuioH,
npenaparsl ¢
narnaruHub |,
TPUMETpEKCar,
AJIKAJTOHIBI
OapBuHKa
Aumpasonam,
apUIHIpasol,
Oporu3onam,
OycnupoH,
Hitonemmme: Jlypazunon, Mumazonam raJonepuo,
PSSR JUIS IEPOPATIBHOTO MHJIa3071aM JUIst
npHeMa, THMO3HI, BHYTPHBEHHOTO
CHOTBOPHBIE CpE/ICTBA
CEPTHHJION, TPHA30/IaM BBEIICHHS,
MEepPOCIIHPOH,
KBETHAIHH,
pPaMeNTEeoH,
PHCTIEPHJIOH
AHTHBHDYCHBIE Mapasupok,
npenapaTsl HHMHABHDY,
puronasup’,
CaKBHHABUP
Bera-anpenoGiiokaropsl Haponon
Biiokarops! KanbuueBbix |Benpuaui, deroaunuy, Jlpyrue
KaHaJbLeB JIepKAHUIUITHH, JIUTHAPONTHPUHIHHE,
HUCOJITUITHH BKJIIOYAs BeparaMu
ITpenaparsi, Mpabpajuy, panonasun |AJHCKHpEH
NEHCTBYIOLIHE Ha
CEepAEYHO-COCYTHCTYIO
CHCTEMY, IIPOYHE
Huypetukn OnepeHoH
[Ipenapatsi, Brusiomue Atipeniras,
Ha Oprasbl Jkexynouno- |[lusanpuy
JNOMIIEPHIOH
KHIIEYHOr0 TpakTa
Byneconun,
IMKIECOHHUT,
WmmyHOCYnpeccanTsl OBepomumyc LHKJIOCTIOPHH,
ZIeKcaMeTas30H,

(hyTHKa30H,
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METHIIIPeAHH30JI0H,
panaMuiMH (Takxe
H3BECTHBIN Kak
CHPOJIMMYC),
TaKpOIHMYC,
TEMCHPOJIHMYC
ITpenapars:, JloBacTaTuH, ATopBacTaTHH
perynupyromue CHMBACTaTHH
JAMUAIHEI 0OMeH
ITpenapatsi,
NpHMEHSEMBIE ISt CansMerepon
nedyeHus 3aboneBanuit
OpraHoB JABIXaHHA
CHUO3C,
;gx;t;::nuqecxue % Pl
AHTHJICTIPECCAHTHI
I[Ipenaparsr, Bapnenagun ®de3oTepoauH,
HCIIONIB3YEMEIC B umugadenanuy,
YPOJIOTHH cuieHadm,
conupeHanuH,
Tajanadun,
TOJNTEPOJIH
Konxumun ANUTPETHHOHH
(nexapcTBEHHEIE
Konxunus y nanueHTos bopMBl IS
Tpirae C HapyLICHUSMH NEPOPaAIBHOIO
(DYHKIMM NEYSHH HIH npuema),
MOYeK [HHAKAIBLIET,
MO3aBaNnTaH,
TOJIBAITaH
@ Cx. maroice pasoen «/lexapemeennsie npenapame, Komopsie MO2ym cnocobcmeosams CHUNCENUIO WIAIMERHOU
KOHYERMPAYUU UMpPaKoHasonay.
b Cu. maxace pasden «/lexapecmeennsie npenapamet, KOmopsie MOZym cnocobemeosants Y6eusenuio nasmenHoil
KOHYeHmpayuu umpaKonasonan.

Ipenapamesl, n1azmMeHHAA KOHUCHMPAUUA KOMOPHIX MONCEH CHUNCAMBCA N0 Oelicmeuem
UMpaKoHa3ona

OpHoBpeMeHHOE TNpPHMEHEHHE WTPAKOHA30jla C HEeCTEPOMAHBIM IPOTHBOBOCHAIHTEIBHBIM
IpenapaToM MEJIOKCHKAMOM MOXET CHH3MTh KOHIEHTPAIHIO MEJIOKCHKaMa B IUIa3Me.
PekomenayeTcs ¢ OCTOPOKHOCTHIO Ha3HAYaTh MEJIOKCHKAM OJHOBPEMEHHO C UTPAKOHA30JI0M, a
TAKOKEe TINATEIBHO KOHTPOJMpOBaTh €ro 3((eKT U BOZHHKHOBeHHE MOO0OYHBIX a(dexros. B
ciyyae HeoOXOAMMOCTH CllelyeT KOPPEKTHPOBATH JI03Y MEJIOKCHKaMa.

Hemu

HccnenoBanus B3aMMOICHCTBYS IPOBOIMINCH TOIBKO ¥ B3POCIBIX.

Ocobble ykazauus

Ilepexpecmubie peaxyuu 2unepyyecmeumensHOCmu

JlanHble 0 BO3MOKHOCTH Pa3BHTHS NEPEKPECTHBIX PEAKLHH I'HIIEPYyBCTBHTEIBHOCTH MEXKIY
MTPAKOHA30JI0M H JPYTHMH NPOTHBOIPHOKOBBIMH IpernapaTraMi a30JIOBOTO psfia OTCYTCTBYIOT.
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Pemenue 0 HasHAUYeHMM Tpenapata Dc30/1° MAIMEHTAM C FHIEPUyBCTBUTEIBHOCTBIO K APYTHM
npernaparaM a3oJIOBOTO psAja JODKHO NPHHHMATHECS 00 IyMaHHO.

Bnusnue na cepoye

Urtpakonason obOnazaer oOTpHUATENLHBIM HHOTPONMHBIM d(QdexToM, a Ha ¢QoHe JedYeHHs
HTPAaKOHA30JI0M COOOINANIOCh O ciyyasx 3acToHHOM cepiednolt Henocraroynoct. CepaeyHas
HEJ0CTATOYHOCTh Yalle YIIOMHHAJIACH B CIIOHTAHHBIX COOOINEHMSX O JICYEHHH MpEernapaToM B
obmelt cyroynoit noze 400 mr, no cpaBHeHMIO C COOOLIEHMsAMH O JeueHHH B Oonee HH3KHX
O0IMX CYTOYHBIX [03aX, YTO TMO3BOJISAET MNPEANOIOKUTH IMOBBILCHHE pPHCKA CEpACYHOM
HEOCTATOYHOCTH MPONOPIHOHATBHO 001IIelf CYyTOYHO# /103€ HTPaKOHA30J1a. :
Ipenapar Dc301® He peKOMEHOBAH MALMEHTAM C 3aCTOWHON CEpAEHHOM HEIOCTATOYHOCTHIO
HJIH € 3aCTOHHOM ceplevHOl HeJJOCTATOYHOCTHIO B aHAMHe3e, 3a HCKIIOYEHHeM Cily4aeB, Korjia
NONb3a TAKOTO JIEYCHHS, HECOMHEHHO, IpeBblllaeT ero puck. IIpy OIEHKE COOTHOINEHHS
NONB3a/PUCK JUIS OTAENBHBIX NAlMEHTOB HEOOXOAMMO YYMTHIBaTH Takue (aKTopel, Kak
CEPLE3HOCTh NOKA3aHMsA, PEeKHUM HO3MPOBaHMA (Hanpumep, OOLIYI0 CYTOYHYIO 03y) H
HHIMBHYAILHBIE (aKTOPh! PHCKA 110 3aCTOHHOM CEpAEYHON HEA0CTATOYHOCTH.

K uum otHOCsT 3ab0s€BaHus cepana, BKIIOYas HIIEMHYECKYIO OOJe3Hb cepla, i NopaKeHus
CEp/eUHbIX KJIANaHOB, TSKENble 3a00/NeBaHHs OpPraHOB JBIXAaHMS, BKIIOYass XPOHHYECKYIO
oOCTpYKTHBHYIO OONE3Hb JIErKHX, MOYEYHYI0 HEeIOCTaTOYHOCTh W JApyrue 3abosneBaHms,
COMPOBOMN/IAIONIHECS CKIIOHHOCTBIO K oTeKaM. Takue nauuMeHTsl JOKHBI ObITH NPeayTIpesKIeHEl
0 CHMNTOMATHKE 3aCTOHHON CepAedYHOH HEAOCTaTOYHOCTH, TPeOyIoT 0co0Oro BHHMAHMS IpH
JICYEHUH M KOHTPOJISI CHMITOMOB 3acTOHHOI cepjeyHO# HeJOCTATOYHOCTH BO BpeMs €ro
npoBeficHHdA. [Ipu BBISBIEHHH COOTBETCTBYIOIMX CHMIITOMOB TPHEM HTPAKOHA30Ja CIEAyeT
MPEKPaTHTB.

Biiokarops! KajlbliMeBBIX KaHATOB 00MafaloT OTPHUATENLHBIM HHOTPONHBIM AEHCTBHEM, UTO
MOXET MPHBECTH K YCHJICHHIO COOTBETCTBYIOIIEro MIeHCTBHS HTpakoHaszona. Kpome Toro,
HTPaKOHa30J1 MHrHOHpyeT meTabonu3M GJIOKaTOPOB KaiblMeBbIX KaHanoB. Takum oOpazom, B
CBfI3H C TOBBINICHHBIM PHCKOM pasBuTusi 3CH 0/IHOBpEMEHHOE JIeYEeHHE HTPAKOHA30JIOM H
OsokaTopaMH  KalbIMEBBIX KAHAIOB JIOJDKHO NPOBOAMTBCS C  OCTOPOXKHOCTHIO  (CM.
«JlekapcTBEHHEIE B3aUMOJCHCTBHIAY).

Brusinue na ¢hynxyuio nevenu

B oueHb pesikux ciyudasx IpH NPHMEHCHHH HTPAKOHA30J1a Pa3BUBAIOCH TSIKENIOE TOKCHYECKOE
MOPAKEHHE IIEYEHH, BKIIOYas HECKOJILKO CIydaeB OCTPOH IEeYeHOYHOM HEMOCTATOYHOCTH C
JIETAIBHBIM HCXOJI0M. B GoNbInmHHCTBE CilyyaeB 3TO NPOMCXOAHIIO CPEeIH MALHEHTOB, Y KOTOPBIX
yKe uMelHch 3aboneBaHMs nevyeHH W y OONBHBIX C APYTHMH TsDKeNIbIMH 3a0oJieBaHHAMH,
KOTOpbIM npenapar Obul HasHa4eH JUId JICUCHHS CHCTEMHBIX 3aboseBaHMi, a TaKKe Yy
MALMEHTOB, MOJYYaBIIHUX APYTHE JICKapCTBEHHEBIE CPEeJICTRA, 00JIaMalolHMe renaToTOKCHIYCKCKAM
neiicteueM. OJHAKO Yy HEKOTOPHIX NALHEHTOB He ObUIO OYEBHAHBIX (AKTOPOB pHCKA B
OTHOIICHHH MOpakeHus neueHu. Heckonbko TakMX ciIydaeB BO3HMKIM B IEPBBIA MeCSI]
TEpalHH, a HEKOTOphle — B NEPBYIO HEeNO JiedeHHs. B CBA3M C 3THM pPEKOMEHIYETCs
PeryjsipHO KOHTPONHMPOBaTh (DYHKUMIO [€YEHH Y IIalMEHTOB, MOMYYAIOMX TEpPaIHio
npenapatoM Dc3on”. ITauMeHTOB CleyeT NMPOMHCTPYKTHPOBATH, YTO B CIYYae MOSBICHHS
CHMIITOMOB, NpPEANONAraloMX pa3BUTHE TENaTHTa, B T. Y. AHOPEKCHH, TOIUIHOTHI, PBOTE,
ciaboctH, 60JM B JKMBOTE HIIH MOTEMHEHHS MOYH, CiIe/lyeT HEMEUIEHHO OOpaTHTBCA K CBOEMY
Bpayy. B Takux ciyuasx cneayer HeMeUICHHO NPEKPAaTHTh JICYEHHE | TIPOBECTH HCCIIEI0BAHUE
(YHKIHH MEYCHH.

WmeroTcs MUINE OrpaHHYeHHbIC JAHHBIE O MPHMEHEHHWH NEePOPANbHBIX JIEKApCTBEHHBIX (GopM
HTPAKOHA30]la Yy TNAlMEHTOB C HapymeHusMH OQyHkuun nevenu. Crneayer cobmonars
OCTOPO’KHOCTh IpH Ha3sHAYCHMH Iperapara O3TOH TIpynne nauueHToB. PexomeHpyercs
TIIATENbHO HAO/MIOAATh MAMEHTOB ¢ HapylieHneM QYHKIMH eYeHH TIPH IPHEME HTPAKOHA3071a.
Heob6xomauMo yuuTEIBaTh JUIHTE/IbHbIN IEPHOJ TONYBEIBEACHHS HTPAKOHA30/1a, HabIH0/1aeMbiit B
KIIHHHYECKUX HCIBITAHUAX C OMHOKPATHOM IepopanbHON [030# TabneTok HTpakoHasona y
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MANMEHTOB C IUPPO30M, IIPH NPUHATHH PEIICHUS HAYaTh TEPaNuIo APYTrHMH JIEKapCTBEHHBIMU
cpencTBaMu, Metabomusupyembivi uzodepmentom CYP3A4.

Y DauMeHToB ¢ MOBBINICHHBIM HIH AHOMANbHBIM YPOBHEM MEYCHOYHBIX (EPMEHTOB HIIH
aKTHBHBIMH 3a00JICBAHUAMM TIEYCHH MM y TeX, KTO IOJBEpraics TOKCHYECKOMY BO3/ICHCTBHIO
Ha IICYEHb IIPH NPHUMEHEHWM JIPYTUX JIEKapCTBEHHBIX CpPENCTB, JICYEHHE HTPAaKOHA30JI0M
HACTOATENBHO HE PEKOMEHAYETCS, €CIIM HE CYIIECTBYET CEPbE3HOH MM YTpOXKAIOUIEH JKH3HU
CHTYallMH, KOI/la OXHjaeMas [0jb3a NpEeBHIIAET pPHCK. PexkoMeHayeTcs TIaTeNbHBIH
MOHMTOPHHI (YHKIMH TEYEHH y NMAIMeHTOB ¢ paHEe MMEBINMMHCS HapYHNICHHSMH ()YHKIMH
NIEUEHH WIH y TeX, KTO MOJBEPraics TOKCHYECKOMY BO3/ICHCTBHIO Ha TI€YEHb NPH NpHEME
IpYTHX JIeKapCTBEHHBIX cpefcTB (cM. pasgenst PapmakokunHeTHku: «Ocobble rpymmsl
naiueHToB» u «Hapymenne GpyHKiuy nedenny).

CHudicenHas KuCIomMHOCmb HCENYOOUHO20 COKA

Ilpu CHHKEHHON KMCIOTHOCTH XKENYI0UHOro coka abcopbims HTpakoHasosa npenapara Jc3on”™
Hapymaercs., IlanuentaMm €O CHHKEHHOH KHCJIOTHOCTBIO JKEIYJIOYHOTO COKa BCIICICTBHE
3abonepanus (HanpuMmep, Y MAUMEHTOB C aXJIOPrHAPHEH) MM BCIEICTBHE OJHOBPEMEHHOTO
NpHEMa JIEeKapCTBEHHBIX IpenaparoB (HANpUMep, JIEKapCTBEHHBIC CPEJCTBA, IOJAABJISIONIHE
KHCJIOTHOCTh JKENyJOYHOTO COKa), PEKOMEHJYeTcs IPHUHHMATh TabneTku npenapara c3on”
OZHOBPEMEHHO C KHCJIBIMH HanuTKaM¥ (TakMMM Kak Heauwerwdeckas xona). Crneayer
KOHTPOJIUPOBATL  NPOTHBOrPUOKOBYIO AaKTHBHOCTH IIpernapata M yBEJIHYMBATH 03y
UTpaKoHa3oj1a npu HeobxomumMocTH (cM. pasznen «JlekapcTBeHHBIC B3aUMOJACHCTBUAY).

Hemu _

JlaHHBIE KIHHHYECKHX HCCIEOBAHMH INpH NPUMEHEHHMH rpenapara Jc301" y MAlHMEHTOB
JIETCKOr0 BO3pacTa orpaHuyeHsl. IIpuMenenne npemaparta Dc3on® uis JTedyeHHs JeTeill He
PEKOMEHJIyeTCs, 3a HCKJIIOYEHHEM CIIy4yaeB, KOrja OXKuaeMas 1Mojk3a OT JICYSHHs NIPEBOCXOIMT
NOTEHIHAIBHBIH PHCK.

Hoowcunvie nayuenmet

JlaHHble KIMHMYECKHX MCCICIOBAaHWN NpH NpPHMEHEHWH mpenapara Dc30i1" Yy MNalHEHTOB
TOJKHJIOTO BO3PACTA OrpaHAYEeHEL. PeKOMEHIYeTCsl HCHOIB30BaTh Mpenapar c301” s JIeYeH s
NAIMCHTOB JaHHOM KAaTeropHH, TOJBKO €CJIH OKHAaeMmas MOojb3a OT JIeYEHHS MpeBhIlaeT
noreHuuansasle pucku. Ilpu Beibope [03BI mpemapara Uit JIGYEHHS [OXKHJIBIX IMAlMEHTOB
PEKOMEHJIYETCS YyUHTHIBATHL CHHIKCHHE (YHKUMH TeYeHH, IO¥eK M Cepana, 4YacTo
BCTPEYAIONIHECH B MOKHIIOM BO3pacTe, a TAKKe HAIMYME CONMYTCTBYIOUMX 3aboneBaHuil MM
IPHEM JPYTHX JIEKAPCTBEHHBIX CPEJICTB.

Hapywenus gpynxyuu novex

Hanuple O NMPUMEHEHHHM HTPaKOHA30Na JUIs JICYEHHS MAIMEHTOB C HApYIICHHAMH (YHKIHH
MOYEK, OrpaHHYeHEl. Y HEKOTOPBIX NALMEHTOB, CTPAJAIOUIMX IOYEYHON HEN0CTATOYHOCTHIO,
SKCMO3HMIHS HMTPAaKOHa30la MOXKeT ObiTh CHMWKeHa. CleyeT ¢ OCTOPOMKHOCTHIO Ha3HA4YaTh
npenapar JaHHOW KaTeropHu MNAlMEHTOB, B HEKOTOPBIX Cly4asX MOXET moTpeboBaThes
H3MEHEHHE JI03b] JIEKapCTBEHHOIO Ipenapara.

ITomeps cayxa

Coobmanock 0 BpeMEHHOH MM CTOWKOH MOTepe Ciiyxa y NAlHEeHTOB, IPUHMMAFOMX
HTPaKoHa30]l. B HEKOTOPBIX Ciyyasx noTeps ciayXa IpoHCcXoawna Ha (oHE OJHOBPEMEHHOIO
npHeMa ¢ XHHMAMHOM (cM. pasgen «JlexkapcTBeHHBIe B3auMOJEHCTBHs»). Ciyx o00bIYHO
BOCCTAHABJIMBACTCS I10C/I€ OKOHYAHHUS TEParMH MpernaparoM, OJHAKO Y HEKOTOPBIX MAlHEHTOB
noreps ciayxa Opina HeoOpaTuma.

Ilayuenmol ¢ ummyrodeduyumom

BuomocTynHOCTE HTPaKOHA301a NIPH MEPOPATLHOM IPHEME MOKET OBITh CHHXKEHA Y HEKOTOPBIX
NAIHEHTOB ¢ HApYIICHHBIM MMMYHHTETOM, Hanpumep, y OONbHBIX ¢ HEHTponmeHHeH, 6ONLEHBIX
CITMJom unu nepeHecITuX ONepanHio 10 TPAHCIUIAHTALMHA OPTaHoB.

Tayuenmet ¢ cucmemubimu 2pubKo6LIMU UHDEKYUAMU, NPEOCMABITIOUUMU Y2PO3Y HCUSHU

®
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Benencteue  (papMakOKHHETHHYECKHX XapakTepucTHK (cM. paszen «®PapMakOKHHETHKA)
npenapara c301” €ro NpUMEHEHHE HE PEKOMEHJYeTCs i Hayala JIeYeHHs CHCTEMHBIX
rpHOKOBBLIX HHDEKIHMI, NPEJICTABNAIOIIMX YIPO3Y ISl JKH3HH NALlHEHTOB.

Bonvuwie CITHJom

Jleqamuii Bpau MOJDKEH OLEHHTH HEOOXOAMMOCTH HAa3HAUCHMs IOJICPKHBAIOLUEH Tepanuu
GoneubiM  CITHM[loM, panee mnonyyaBmuM JleYeHHE IO TOBOJAY CHCTEMHBIX I'PHOKOBBIX
uHbeKuuii, HanpuMep, CIOPOTPHX03a, OIaCTOMUKO3a, THCTOIIA3MO3a HIIM KPHIITOKOKKO3a (Kak
MEHHMHI€aIbHOTO, TaK ¥ HEMEHHHIeaIbHOI'0), ¥ KOTOPBIX CYIECTBYeT PUCK PEeLIHBa.
Hetiponamus

Jlewenue cneayer NpekpaTuTh NpH BO3HUKHOBEHHHM HEHPONATHH, KOTOpas MOKET OBITH CBA3aHA
¢ ipueMoM TabieTok npenapara Sczon”.

Hapywenue memaboauszma yane6ooos

[TanuenThl ¢ peAKMMH HACNEICTBEHHBIMH 3a0ojeBaHHAMH (HENMEPEeHOCHMOCT: (PPYKTO3EI,
CHHAPOM ManbabCcopONMH IMIIOKO3LI/TANaKTO3kl, HEJOCTATOYHOCTH (pepMeHTa caxapasbl-
H30MaIbTa3kl) He JOJDKHEI IPHHAMATH Npenapar.

Ilepexpecmunan pesucmenmuocms

Ilpn cHCcTeMHBIX KaHAMZO3aX, MPEANONIOKATENILHO BBI3BAHHBIX (DIIYKOHA30JI-Pe3HCTEHTHBIMH
mrammamu  Candida, wenw3s mnosarathecss HAa  YYBCTBHTENBHOCTH K  HTPaKOHA30Iy,
CIICZIOBATENBHO, PEKOMEHJYeTCs NpPOBEPHTH 4YYBCTBHTEIBHOCTH II€pE]l HAvaJoM Tepanuu
HTPAKOHA30JIOM.

Bosmooicnvie nexapemeenubie 63aumMooeticmeus

OJIHOBpEMEHHBIH IIPHEM HEKOTOPBIX JEKAPCTBEHHBIX NPENapaToB C HUTPAKOHA30JI0M MOKET
NPUBECTH K M3MEHEHHIO 3()()EeKTHBHOCTH HTPAKOHA30JIa W/HIM OJHOBPEMEHHO NPHMEHSEMbIX
JIEKapCTBEHHBIX MPENaparoB, BO3HUKHOBEHHUIO OMACHBIX JUIS JKH3HH NOOOYHBIX peakuuil u/uinu
BHe3anHo# cmepTH. [Ipenaparsl, KOTOpEIE HENb3s IPHHUMATE OJIHOBPEMEHHO C HTPAKOHA30JIOM,
HE PEKOMEHJOBAaHHBIE JUIS OJHOBPEMEHHOIO IPUMEHEHHs W/MIM PEeKOMEHJIOBaHHBIE JUIs
OJIHOBPEMEHHOI'O NMPHMEHEHHS! ¢ HTPAKOHA30JIOM C OCTOPOXKHOCTBIO, MEPEUHCIEHBl B pasjee
«JlekapcTBEeHHBIE B3aMMOJICHCTBHSY.

bepemennocms u nakmayus

bepemennocmes

Dc3on® He JOIKEH NPUMEHATECS NP GEPEMEHHOCTH, 38 HCKIIOYEHHEM CITydaeB, YrPOKaIONIHX
KHM3HH, H, €C/IM OXKMaeMblit TOMOKUTENbHBIH 3 (eKT s MaTepu NMPEeBOCXOMUT BO3MOXKHBIN
Bpea s mioja (eMm. pasaen «IlporuBonokasanusy).

B muccnenoBaHMsAX Ha JKMBOTHBIX HMTPAKOHA30J1 [10Ka3ajd PENpoOAyKTHBHYIO TOKCHYHOCTE.
CymectByeT orpanuueHHas uHopManuss O TNPUMEHEHHH MTPAKOHA307la BO BpeMs
GepemenHocTH. BO BpeMsi MOCTMApKETHHTOBOTO ONBITA OBUIH 3aperHCTPHPOBAHBI Clyyad
BPOXKJIEHHBIX AaHOMaIMH. ODTH ciyyad BKIIOYaTH B ce0s TOPOKM pa3sBHTHsS CKeJeTa,
MOYEIOJOBBIX IIyTeH, CEepAeqHO-COCY/IUCThIE W O(TAIBMOJIOTHYECKHE MOPOKH, a TakKxkKe
XPOMOCOMHBIC H MHOXECTBEHHBIE IOPOKH pa3sBHTHsA. I[IpHYMHHO-CIIGACTBEHHAS CBA3b C
HTPaKOHa30JI0M He ObUla ycTaHOBIeHa. PapMaKoIMUAEMHOIOTHYECKHE JAHHBIE O BO3JICHCTBHH
UTPAKOHA30/Ia B TEYEHHE IIEpPBOro TpHMecTpa OEepeMEHHOCTH B OCHOBHOM Y INALHEHTOB,
NOJYYarOIKUX KPaTKOBPEMEHHOE JICUEHHE BY/IbBOBAarMHANBHOIO KaHIMJI03a HE IOKa3ald
MOBBIIEHHOrO PpHCKA pPa3BHTHA IIOPOKOB pa3BHTHA [0 CPABHEHHMIO C KOHTPOJBHBIMH
cyObexTamMH, He OABEpPraBIIHMHCS BO3JEHCTBHIO KaKUX-JIMO0 M3BECTHBIX TEPATOTCHOB.
Kenwunor penpodyxmusnozo eospacma

JXeHimmHEaM J€TOPOJAHOTO BO3pacTa, NPUHUMAIOUMM TabNeTKH HWTPAaKOHA30/a, CIEAyeT
NPUMEHATh  MPOTHBO3adaTO4Hble  cpeiacTBa.  DddexTHBHas  KOHTpaUENmHs  JO/DKHA
NPOJO/KATECA [0  CHEAYIOMEr0 MEHCTPYaJIbHOTO IEpHOJA TNOCHAEe OKOHYAHHS TepanHH
HTPAKOHA30JIOM.

Haxmayus



16

HeGonbmoe KONMYECTBO HTPAKOHA30jla MOKET NPOHMKATH B IpyaHoe Mojioko. Cremyer
OIPENEIUTE OXHAAEMOE COOTHOIICHHE TI0JB3a/PUCK, CBA3aHHOE C KOPMIICHHEM TPYAHBIM
MOJIOKOM. B cilyuae COMHEHHit KOPMHTE IPYABIO HE CIEAYeT.

Hemu

JlekapCTBEHHBIE B3aHMOJICHCTBHS H3YYEHBI TONBKO Y B3POCIBIX JIFOJIEH.

Bnusnue na cnocobnocme ynpaenantv agmomoounem u Opyzumu Mexanusmamu
HMcenenoBanus 1Mo M3y4EHHMIO BIHMSHUS Ha CMOCOOHOCTH YNpPAaBISATH ABTOMOOMIEM M APYTHMH
MeXaHH3MaMH He MpOBOAMIMCH. [IpH yNpapieHHH aBTOMOOHIEM M JPYTHMH MEXaHH3MaMH
HEOOXOMMO NpPHHUMATh BO BHUMAHHME BO3MOJKHOCTH BO3HMKHOBEHHs TMOOOYHBIX peaKImii,
TAKAX KaK TOJOBOKPY)KEHHE, HapyllcHHE 3peHus W moTeps ciayxa (cm. paszen «IloGounsie
NEHCTBHAN). '

Iepeno3uposka

Cumnmonbi

CumnTompl, HaOmogaemble IpH INEPEO3HPOBKE, OBUIH COMOCTAaBHMBI C J10303aBHCHMBIMH
noOOYHBIMH peakuusMH, HaOmoJNaeMBIMH IpH TNPAMEHEHHMH HTpakoHazona (cM. paszen
«IToGounkle neicTBus»).

Jevenue :
B ciyyae nepeno3MpOBKH CHCNYET MpPOBOAMTH MNOJIEPKHUBAIOIYIO TEpalHio, IpH
HeoOXO0MMOCTH JIaTh aKTHBHPOBAHHBIH yroib. MTpakoHa3o He BBIBOAWTCS W3 OpraHu3Ma IpH
remoguanuse. Cnenuduyeckoro aHTHAOTA HE CYLIECTBYET.

®opma BeINYyCKA
ITo 10 Tabnerox B Gnucrepe, 1 wian 3 Guucrepa BMECTe C HHCTPYKLHEH IO MEIHIMHCKOMY
NPUMEHEHHIO B KAPTOHHOM YIaKOBKe.

Yenosus xpanenust
XpaHUTE B CYXOM, 3allMIIEHHOM OT CBETa MecTe IpH Temneparype He Boiine 25°C.
XpaHHTh B HEOCTYITHOM JUIs JIETeit MecTe.

Cpok roguocru
3 rona.
IIpenapar He ciieiyeT NpUMEHSITh MOCIE HCTEYEHHS CPOKA TOAHOCTH.

YenoBusi oTnycKa u3 anrex
ITo penenty.

IIpoussoauTtenn
Kusum Healthcare Pvt. Ltd.

AZlpec NpoH3BOJACTBA
SP-289(A), RIICO Industrial Area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), Mugus.

HauvenoBanne u ajpec OpPraHM3aniy, NPHHHMAKONIEH NpEeTeH3HH (NMPeNIOKeHHs) Mo
Ka4ecTBY JIEKADCTBEHHBIX cpeacTB Ha TeppuTopuu Pecnybankn Yidekucran:

HIT OO0 “BARAKA DORI FARM”

100100, r. TamkenT, SIkkacapaiickuit paiion, yi. bobypa, a. 16A.

Ten.: +998 (78) 1509797; +998 (93) 3888782; (axc: +998 (78) 1509787.

E-mail: pv@kusum.uz



