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Kaxnast TabneTka, OKpHITAs IIEHOYHON 060I0UKOMH, CONEPIKAT:

akmugHoe eeujecmeo. ATpakonaszon 100 mr;

6CnoMozamenvHele 6eujecmeq. CaxapHbIC MEJUIETHI, THAPOKCHIPONMI METH IeJUTI0N03a,
JIaKTO3a MOHOTHZpAT, MHUKpOKpHCTalHdecKkas uewnonosa PH101, HaTpus kpockapmennosa,
noBuoH K 30, L-rHApOKCHIpONHIIEIIONo3a, HATpUS KpaxXMal [VIMKOJIST, KOJUTOMITHBIN
AMOKCHA KPEMHHS, Marnus creapaT, Onanpaii 11 posossrit 85G54039, u3omponmnoskit coupr,
MUXJIOPMETAH, OYUIIIEHHAS BOJA.

Onmcanme: TabneTksr po30BOro nBera Kamcyn006pasHOM (OPMEL IIOKPBITBIE IIIIEHOYHOMN
o6oitoukoii, ¢ TucHerneM «ITR 100» Ha OHOM CTOPOHE U ITIALKHUE, C JApYroi CTOPOHEL
@apMaKkoTepaneBTHYECKasi TpPyNNa: IPOTHBOTPHOKOBOE CPEIACTBO IUII CHCTEMHOIO
HCIIOJIE30BaHHUS.

Kox ATX: JO2ACO02.

®apMaKoI0rudecKue cBoiicTBa

DapmakoouHamuka

VrpakoHason, Ipenapar TpHasonoBOro psifa, IMeET IHPOKHi CIIEKTP aKTHBHOCTH.

B mcenepoBanusx in vitro GBLIO MOKa3aHO, 9TO HTPAKOHA30JI HAPYLIAET CHHTE3 aprocrepoia B
KJIETKaX TIpHOOB. OProcTepoN SBISETCS JKU3HEHHO BAKHBIM KOMIIOHEHTOM KJIETOUHOM
MeMOpanbl rpu6oB. II09TOMy HapylleHHe CHHTE3a 9TOrO BeIIecTBa IOPUBOIUT K
IPOTUBOIPHOKOBOMY IEHCTBHIO.

Jns  WTIpakoHasonma, KOHTPONBHBIC TOYKH UyBCTBHTENHHOCTH YCTAHOBNEHBI TONBKO IS
mTamMMoB rpu6oB Candida, BBIIETAEMEIX IPH IOBEPXHOCTHBIX MHKO3aX (II0 Merony CLSI M27-
A2, no xpurepusm EUCAST ouerka He mpoBeseHa). KOHTpOBbHBIE TOYKH YyBCTBHTEIHHOCTH
MHKpOOpranusmMoB  mo  kpurepusm  CLSI  cnemyromme:  uyscTBuTenpHBIE — <0,125;
1yBCTBUTCIIBHBIC, 1yBCTBUTEIIBHOCTh 3aBUCHT OT 103bl 0,25-0,5 u peswcrenTHBIE >1 MKI/MIL
WnTepnpeTnpyemble KOHTPOJIBHBIE TOYKH JUIS MUTIETHATBHEIX TPHOOB He YCTaHOBJICHEL.

B uccnenosanmsx in vitro GBUIO NPOAEMOHCTPHPOBAHO, YTO UTPaKOHA30J1 MHTHOHPYET poCT
IIAPOKOTO CIIEKTpa rpudoB, MATOTEHHBIX IS YENOBEKa B KOHIEHTPAMIX OOBMHO < 1 MKD/MIL.
Cpenu mux: nepmarodutsr (Trichophyton spp., Microsporum spp., Epidermophyton floccosum);
npoxoku (Candida spp., skmouas C. albicans, C. tropicalis, C. parapsilosis u C. krusei,
Cryptococcus neoformans, Malassezia spp., Trichosporon spp., Geotrichum spp); Aspergillus
spp-; Histoplasma spp., Bxmodas H. capsulatum; Paracoccidioides brasiliensis; Sporothrix
schenckii; Fonsecaea spp.; Cladosporium spp.; Blastomyces dermatitidis; Coccidiodes immitis;
Pseudallescheria boydii; Penicillium marneffei; u 1pyrue pasHOBHIHOCTH JpOxOKeHd u rpubos.
Candida krusei, Candida glabrata u Candida tropicalis 06bra0 XapaKTepU3yIOTCsS HanMEHbIIEH
YBCTBUTCIIBHOCTBIO K MTPaKOHA30Jly CPEeAH PasiMdHEIX mTaMMoB Candida, a HEKOTOpBIE HX
H30JIATBI NIPOSBIIIOT HEOJUHAKOBYIO CTENCHb PE3HCTEHTHOCTH K MTPAKOHA30Iy B YCIOBHSX in
vitro.

K 0CHOBHBIM THITaM IpHGOB, HE HHTHOHPYEMEIM HTPAKOHA30JIOM, MOKHO OTHECTH 3UTOMHIIETHI
(naupumep, Rhizopus spp., Rhizomucor spp., Mucor spp. u Absidia spp.), Fusarium spp.,
Scedosporium proliferans u Scopulariopsis spp.




Pe3nCcTeHTHOCTS K IIPOTHBOIPHOKOBEIM IIpemaparaM a3oN0BOTO psna pa3BHUBAETCS MEIUIEHHO,
9aCTo ABJLICH CICACTBHEM HECKOJIBKUX I€HETHYECKHX MyTalWi. Y CTAHOBJICHHEIE MEXaHU3MEI
PasBUTHA PE3UCTCHTHOCTH BKJIOYAIOT CBepxcuHTe3 reHa ERGI1, komupyromero renesoi
depment 14a-memermnasy, TouedHbIE Myranud resa ERGI11, npusomsmue x cHmKeHwmio
CPOACTBA IpenapaTa K MMIICHM H/WIM TOBBINEHHOMY CBEPXCHHTE3y NEpEHOCUHKA, YTO
NPHBOJAT K TOBBINEHMIO dd¢mokca. na Candida spp. 6suia ompenenena IIEpeKpecTHas
PE3UCTCHTHOCTE MEXIY OTHEIBHEIMM IIPEACTABUTENSMH IPENapaToB a30J0BOTO pSIa, XOTS
HAIIAIMC PESHCTCHTHOCTH K ONHOMY IIPE[CTABUTENIO Kilacca He O3HauaeT o06A3aTeNbHYIO
PE3HCTCHTHOCTD K IPyruM mpernapataMm. Coobmanocs 06 HTpaKoHa30/I-pe3UCTEHTHBIX [ITAMMAX
Aspergillus fumigatus.

DapmaKoKuHemuKa

Obwue papmarokunemuyeckue xapaxmepucmuxu

MaxcuManbHEle KOHIEHTpAalu MTPAKOHA30/a B IUIa3M€ JOCTHTAIOTCS B TEUeHHE 2-5 9acoB
[ocie nepopalbHOro mpuema. BcenencTshe HemMHEHHOM (apMaKOKMHETHKH HTPAKOHA30M
HAKAITMBACTCA B IUIA3ME KPOBH IIPH MHOTOKDaTHOM IpueMe. PaBHOBecHas KOHIIEHTpAL
HTPaKOHa30/1a, KaK IIPaBUIIO, JIOCTUTACTCS B TEYEHHE IPUMEPHO 15 JHeH, mpH TOM 3HAYCHHS
MaKkCUManbHOH KOHIEHTpauud (Cmax) HTpakoHasona paBHsIOTCH 0,5 MK/, 1,1 Mxr/™Mn u
2,0 Mxr/mi1 ipu pueme BHyTps 100 Mr 1 pas B gens, 200 Mr oquH pa3 B neHp ¥ 200 Mr 2 pasza B
N€Hb COOTBETCTBEHHO. KOHEUHBINH MEepHON MOyBEIBENEHHS OOBIMHO COCTAaBIseT 16—28 uacos
IpY ONHOKDAaTHOM mpueMe H 34-42 4vaca NIpH MHOTOKPaTHOM mpueMe. KOHIeHTpamus
HTPaKOHA30J1a B IIa3ME€ KPOBH CHIKAETCS JO NMPaKTHYECKH HEONPEENSIeMOr0 3HAYEHHsS B
TeYeHue 7-14 nHEH, mocrme MpeKpalleHHs Tepanuy B 3aBHCHMOCTH OT HA3HAYEHHOM O3Bl U
IPOJOIDKUTENIBHOCTA  ieueHus. OOmui KIMPeHC HTPaKOHA30/a MOCHe BHYTPHBEHHOIO
IpUMEHEHHs cocrapister 278 mu/muH. KimMpeHC wuTpakoHa3ona yMeHsIaeTcs mpu OGoiee
BBICOKHX [103aX B CBSI3H C HACBIIIEHUEM ITyTeH €ro MeTaboin3Ma B IIEUeHH.

Bceacvisanue

WiTpakorason 6s1cTpo aGcopGupyeTes mocie mpreMa BHYTpb. MakcuMabHas KOHILIEHTpaIUs B
[UIa3Me KPOBH HEH3MEHEHHOIO HTPAaKOHA30/1a HOCTUTaeTCs B TEUCHHE 2 - 5 4acoB II0CIIe preMa
BHYTph. Halmonaemas aGcomoTHas GHONOCTYIHOCTS HTPaKoHA30ja COCTABISET OKOIO 55%.
I1pu nepopanbHOM IpUMeHeHNH TaGIeTOK GHONOCTYIIHOCTS HOCTHIAET MaKCHMyMa cpa3y IocJe
npueMa OOMIIBHOM IIHINH.

BcacbiBanwe WTpakoHa3ona yMEHBIIAETCS y NALMEHTOB C IMOHMKGHHOW KHUCIOTHOCTEIO
KEIyNOYHOTO COKa, HAanpuMmep, Ha (OHe NpHeMa MPEnapaToB, IOAABISIONMX CEKPELHIO
COJSIHOM KHCIOTBI B JKEMyAKe (TaKAX KaK AHTarOHHUCTHI Ha-TMCTAMHHOBEIX PEeLenTopoB,
MHTEOMTOPEI MPOTOHHOM IIOMIIEI), MM y IAIWEHTOB C axyopruzipuefi Ha ()OHe pasIUYHBIX
3aboneBanuii (cM. pasmenst «Ocobble yKa3aHHS» W «JlekapCTBEHHBIE B3aHMMOJEHCTBHSY).
BcackiBanue HTpaKkoHa30/1a HATOMAK y TAKHX MAIHEHTOB YBEIIMYMBAETCS IIPU IIpHEME TaOJIETOK
npenapara Jc301® OMHOBPEMEHHO ¢ KHCIBIMH HATHTKAM (TakAMM Kak HEJUETHYeCKas KOoJa).
IIpu npueme HaTomak TaGneTox mpemapara Dc3on® B moze 200 Mmr OJIHOKPAaTHO COBMECTHO C
HEJMETHIECKOH KOJIOH IIOCie IIPENBAapHTENBHOTO IIPHEMA DAHHTHIWHA, AHTATOHHCTa Ho-
THCTAMHHOBBIX PENENTOPOB, BCACHIBAHME UTPAaKOHA30JIa OBLIO COMOCTABMMBIM C BCACHIBAHHEM
TableToK Ipemapara Dc30m® IPH IIPHEME TOJNBKO OJHOTO STOTO npernapata (CM. pasmen
«Oco0ble ykazaHusy).

OKCIO3UIUs UTPaKOHA30iMa Oblia HEXKE IPH IpHEME UTpaKOHa30Jla B BUAE TabJETOK II0
CPaBHCHHIO C SKCIO3MIHMEH HTPaKOHA30Ja IPH NPUEME TOH K€ 03Bl B BUJE PacTBOpA Ui
TIIpreMa BHYTPb (cM. pasaen «Ocobblie ykazaHusy).

Pacnpeoenenue

Bonpmas wacte WTpakoHa3ona B IIasMe CBS3LIBACTCS C OeKaMu (99,8%), B ocHOBHOM ¢
anbOyMUHOM (U THAPOKCHUTPaKOHa30ma 99,6%). OTMedeHO TaKxke CPOACTBO UTPAKOHA30JIa K
mumanaM. Tomsko 0,2% wuTpakoHasona B IUIa3Me IPEACTABIEHO B HECBS3AHHOM BHUJIE.
Kaxymmiics o6wem pacmpemenenus >700 n, 9ro CBUJICTEIBCTBYET O €ro 3HAYHTEILHOM
PACIIPENCIICHNH B TKAHSAX: KOHICHTPAMH B JIETKHMX, NMOYKAX, [EYEHH, KOCTAX, KEIYIKe,



CeNe3eHKE U MBIIIAX B JBa—TPU pa3a BhIIIE, YeM COOTBETCTBYIOIIHE KOHIEHTPALMU B ILIa3Me
KpOBH, IIPH 3TOM KOHIICHTpaLlUs IIpenapaTa B TKAHAX, COAEPKAIINX KEpaTUH, OCOOEHHO B KOXE,
IIPEUMEPHO B 4 pa3a IpeBHINIAeT KOHLEHTpAUUIO B Iia3Me. KoHIIEHTpanus B CIHHHOMO3TOBOM
XKUIKOCTH 3HAYUTEIHHO HIDKE, UeM B IIa3Me KPOBH, TEM HE MeHee, ObUIa MPOAEeMOHCTPUPOBaHA
9p(QEeKTUBHOCT, HTpaKOHa30Ja IIPOTUB BO3OyauTenedt WHQEKIHH, NPUCYTCTBYIOIIUX B
11epeOpPOCTIMHAIBHOM KHUIKOCTH.

Memabonuzm

WtpakoHazon moaBepraeTcss HHTEHCUBHOMY MeTaboIu3My B IIEYEHU ¢ 00pa3oBaHHEM OOJIBIIOro
gucia MeTabonuToB. Kak moka3aHo B HCCIEHOBAHUSX M Vifro, HTPAKOHA30JI METa0OIHU3UPYETCS
rIaBHEIM oOpasom ¢ yuactueM u3odpepmeHTa CYP3A4. OCHOBHBIM METa0OIUTOM SIBIISIETCS
THOPOKCUUTPAKOHA30J, KOTOPBI in vitro o0nagaeT TNPOTHBOTPHOKOBEIM JAEHCTBHEM,
CPaBHUMBIM C JIEHCTBHEM HTpakoHa3osa. KoHIeHTpanuy JaHHOro MeTabosuTa B IUIa3Me IOYTH
B JIBa pa3a BBIIIE, YEM COOTBETCTBYIONINE KOHIIEHTPAIlUU HTPaKOHA30JIa.

Buvigeoenue

WtpakoHa30yl BEIBOJUTCS MPEUMYINECTBEHHO B (OpME HEaKTHBHBIX MeTabOJIUTOB € MOYOH
(35%) u xanmom (54%) B TeueHHe OJHOM HENENH IIOCIE IIpHEMa pPacTBOpa BHYTPh. [loueunas
9KCKpEIHsl UTPaKOHa30ja U €ro akTUBHOIO MeTaboJIuTa T'MAPOKCHHTPAKOHA30Jla COCTaBIISIET
MeHee 1% oT o3B!l mpenapaTa, BBEIEHHOM BHYTPUBEHHO. Ha OCHOBaHHU pe3ysbTaTOB IMpHEMA
BHYTPbH J03BI, MCUCHHOM paZlOaKTUBHBIM H30TOIIOM, BEIBEICHHE HEM3MEHHOTO HTPaKOHA30Ja C
KajioM BapbHpyeT oT 3% 10 18% oT npuHATON HO3EL.

Ocobvie epynnel nayuenmos

Hapymenus KLY I€YCHH

WTpakoHa305l INPEeHMYINECTBEHHO MeTabonu3upyercs B IedeHH. DapMaKOKHHETHYIECKOE
UCCIIEJOBAaHUE C HCIOJIB30BAHUEM OJHOU 03Bl UTpakoHa3ona 100 mr (omgua kamcyna 100 mr)
OBUTO TIPOBENECHO Ha 6 3MOPOBEIX M 12 GOJBHBIX IHPPO30M mNeueHH. CTaTUCTHYECKH 3HAYMMOE
CHWXeHHe cpenHero mokazartenss Cmax (47%) ¥ OBYKpaTHOE YBEIHUYEHHE II€PHOJA
nonyBbBeeHus (37 + 17 npotu 16 + 5 gacoB) uTpakoHa3o0yia OBUIA OTMEYEHE! y MAlMeHTOB C
IIUPPO30M II€YEHU IO CPaBHEHHUIO CO 3J0pPOBBIMH cyObekramu. OmHako oOmiee Bo3neicTBHE
UTpaKOHa30J1a, OCHOBaHHOe Ha mokaszaressix AUC, ObUI10 0JHHAKOBEIM Y ITAI[HEHTOB C IAPPO30M
U Y 3[0pOBBIX JIFOAEH.

JlaHHBIE NIPH JUTMUTETHHOM IIPUMEHEHHH UTPAKOHA30JIa Y MAIMEHTOB C IIUPPO30M OTCYTCTBYIOT.
(cM. paszzensl «Criocob npuMeHeHus 1 1036 B «OcoOble yKa3aHUI»).

[Toyeynas HEIOCTATOUYHOCTD

JlaHHBIE IO MPUMEHEHHUIO NEPOPATBHBIX JIEKAPCTBEHHBIX (OPM HTpaKOHA30JIa y IALUEHTOB C
IIOYEYHOH HE0CTaTOYHOCTHIO OrpaHWuYeHBl. DapMaKOKHHETHYECKOE HCCIIENOBAHHE C MPHEMOM
OZHOM mo3el uTpakoHasona 200 Mr (deTelpe Kamcyisl o 50 Mr) mpoBOMIOCH B TPeX Ipymmax
IIAIIUEHTOB C IIOYEYHOM HEAOCTATOYHOCTRIO (YpeMus: n = 7; reMOAHAIN3: N = 7 ¥ HEMPEPHIBHBIN
aMOymaTOpHBINM NMEPUTOHEATBHBIN AHaTH3: N = 5). Y MalUeHTOB C ypeMHeU CpPeIHHM KIIHPEHC
KpeaTHHHHA cocTaBisteT 13 M/MuH X 1,73 M2, SKCIIO3UIHS, OCHOBaHHAs Ha mokasarersix AUC,
ObUTa HECKOJBKO CHID)KEHA 10 CPaBHEHHIO C IIOKA3aTeJIMH B HOPMAIBGHON IOIMYJISAIHH. JTO
HCCIIEZIOBAHUE HE IPOJEMOHCTPHPOBAIO KaKOrO-IHOO 3HAYUTENHFHOIO BIMSHUS TeMOAUANIN3a
WIA HEIpPepBIBHOTO aMOyJlaTOPHOTO IEPUTOHEANFHOrO Juaiu3a Ha (apMaKOKUHETHKY
utpakoHa3zoNa (Tmax, Cmax © AUCo.gn). IIpodumu KOHIEHTpanuy B IIa3Me€ B 3aBHCHMOCTH OT
BPEMEHHU ITOKA3aJIH IMHPOKHE MEXCYOBEKTHBHBIE Pa3IMYMsI BO BCEX TPEX IPyIIax.

ITocne OmHOKPAaTHOTO BHYTPHBEHHOI'O BBEICHHS, CPEIHHM KOHEYHBIM IEPUOJ IOJIypacmanga
UTpaKOHa30JIa y MAIlMeHTOB ¢ JIerko# (ompenensemast B 3ToM uccienoanuu kak CrCl 50-79
MJI/MHH), cpenHei (ompenensemas B 3ToM uccienoBanud kak CrCl 20-49 mMin/MuH), U TSDKEIOR
MIOYEYHOH HEIOCTAaTOYHOCTHIO (ompenenseMas B 3ToM uccienoBanud kKak CrCl <20 mur/MumH)
OBLT TaKOM e KaK U y 3[I0POBEIX CyOBEKTOB (Iuana3oH 3HaYeHuH 42-49 gacoB mpotuB 48 gacos
y NalUeHTOB C HAPYUIICHUSIMH (DYHKIHH II0YEK M 3JO0POBBIX CYOBEKTOB, COOTBETCTBEHHO).
O6mee Bo3nelicTBHe wHTpakoHa30da mo mokazaresMm AUC CHHXKaIOCh y MAIEHTOB C




YMEPEHHOW ¥ TSDKEIOM IOYEeYHOM HemocTarouyHOoCThio npumepHo Ha 30% u  40%
COOTBETCTBEHHO IT0 CPABHEHHIO C CyOBEKTaMU C HOPMaIbHOH (DyHKIHEH IoYeK.
JlaHHBIX TpH JIWTENFHOM IPUMEHEHHH HTpaKOHAa30Jla Yy MalMeHTOB C II0YEYHOH
HEJOCTaTOYHOCTHIO He mMeeTcs. J[Haiu3 He BIHSET Ha IePHOJ IOJIYBBIBEACHHS WM KIMPEHC
UTpaKOHa30Jla U THAPOKCHUTpaKkoHa3oia (cM. pasmensl «Croco® NpUMEHEHHS U JO03B» U
«Oco0bIe yKazaHus»).

eTu
Wmerorcss UMb OrpaHUYEHHBIE  (DapMaKOKMHETHYECKHE JaHHblE 00 HCIOIh30BaHUU
UTpaKoHa30Jla y MAIMEHTOB JETCKOro Bo3pacta. KimHHYeckwe (apMaKkOKHHETHYECKHE
UCCIIEIOBAaHUS y JI€Tel M IOAPOCTKOB B BO3pacTe OT 5 MecsueB N0 17 JeT MpOBOJUIHCEH C
UCIIOJIb30BAaHUEM KallCyJl HWTPaKoHa30j7a, IEepOpaIbHOTO pacTBOpa WIM BHYTPUBEHHOIO
npenapata. VHAMBHIyalbHBIE JO3BI KaICYJIbl M IEPOPATBHOTO PacTBOpa BapbUPOBATHUCH OT
1,5 mo 12,5 mr/kr/mess, BBOMUMEIE ONWH pa3 B JAEHb WM JBa pa3a B JI€Hb. BHyTpHBEHHEIH
npenapar BBOAWIH 00 B BuAe UHGY3uH 2,5 MI/KT OIHOKPATHO, MO0 HHGY3UHU 2,5 MI/KT OIUH
pa3 B JIeHb WJIM JBa pa3za B AeHb. J[Ig OIHOM M TOM X€ CyTOYHOM O3Bl JIBa pa3a B JIEHH IO
CPaBHEHHUIO C OJHOKPATHBIM €)XXEJHEBHHIM JO3UPOBAHHEM [aBaJId ITUKOBBIE ¥ MHUHHUMAJIbHEIE
KOHIIEHTPAIlU{, COIIOCTABIUMBIE C OJHOKPATHBIM JO3MPOBAHUEM B3poCiIbM. He ObUI0 BEIIBIEHO
3HAYUTEIBHOH 3aBUCHMOCTH OT Bo3pacta mis mokasatenedr AUC wurpakoHazona u obmiero
KIIMPEHCa, B TO BpeMs Kak ObUIM OTMEYeHHI ciiabble CBSI3M MEXIY BO3pacToM M 00BEMOM
pacnpeneneHus UTpakoHa3051a, Cmax U CKOPOCTBIO KOHEYHOTO BhIBeneHHs. Kaxymuiics kupeHe
U 00BeM pacmpeieNieHus HTPaKoHa30J1a, I0-BHIMMOMY, CBSI3aH C BECOM.

IToxa3anusi K NPUMEHEHHIO

e BynbpBOBarMHaJIBHBIN KaHIHUI03

o  OrpyOeBunHbIH UMK

e JlepMaTOMHKO3, BBI3BAaHHBIM OpraHM3MaMH YyBCTBHTEIBHBIMH K  HTPAKOHA30Jy

(Trichophyton  spp., Microsporum  spp., Epidermophyton  floccosum),  Hampumep,

IepMaTOUTHUST CTOIN, IIaxoBas OSOUACPMOGHUTHSA, HEPMAaTOMHKO3 TIJIAOKOW  KOXKH,

IepMaTO(pUTHS TaTOHEH.

OpodapuHreanbHbIi KaHAUIO3.

OHMXOMHKO3 BBI3BaHHEIHM JepMaTOQUTAMHU W/HWITH APOKIKAMH.

JleueHue rucToIIazMo3a.

Dc30m® MOKa3aH IpU CIETYIOMHIX CHCTEMHBIX TPHOKOBEIX 3a00IeBaHMAX, KOTIa CHCTEMHAS

IpOTHUBOrpHOKOBas Tepamus IIEPBOM JIMHUH  HemenecooOpa3sHa WM — OKa3alach

Hea () GEeKTUBHOIA.

910 MOXeT OBITh CBS3aHO C IATOJIOTHEH, HEYYBCTBHUTEIBHOCTHIO IIATOr€HA WM

TOKCHYHOCTBIO IIperapaTa:

o Jleuenue acnepruiuiésa U KaHIUI03a;

o JleueHHe KpUIITOKOKKO3a (BKIIOYAs KpPUNTOKOKKOBBIA MEHHHIHUT): y IAIHEHTOB C
ocnablIeHHBIM MMMYHHTETOM UM KPUOTOKOKKO30M, @ TaKX€ Yy BCeX MAIHEHTOB C
KPHUIITOKOKKO30M LIEHTPAJIbHON HEPBHOU CUCTEMBI;

o [IlommepxwuBaromast Tepamus y OompHbx CIIMJ] oM IS NpenoOTBpaIleHHS PELUINBA
OCHOBHO# rprOKOBOI1 HHPEKITHH.

e Dc3on® Takke NOKasaH IIA MPOGUIAKTHKE TIPHOKOBOM WHMEKIMH IIpH JUTHTEIBHOH
HEUTPOIEHUH, KOTJla CTaHIapTHAs TepaNUs CUUTAETCS HelelnecooOpa3Hoi.

Cnocof npuMeHeHHs U 103bI

Dc30n® NpUMEHSIOT BHYTph. JIIA ONTHManbHOM abcopbuuy TaGNeTKM mpemapata D30I
HEoOX0/MMO IIpHHUMATh Cpasy IOCie IpHeMa IHIIM. 1allIeTKH CIeIyeT IJIOTaTh IETHKOM.
Tabnerxu cnenyeT rioTaTh, He pa3KeBEIBas.

CxeMma negeHHs 711 B3POCIIBIX 0 KXKIOMY ITOKa3aHHIO IPEeICTaBIeHa HIKE:

®



Ilokazanue

Jo3uposarnue

Ilpumeuanun

BynsBoBaruHaIbHEII
KaHIUO03

ITo 200 mr gBa pa3a B I€Hb B
TeueHue 1 qHs

OtpyOeBuaHbIH THIIAl

ITo 200 Mr ozuH pa3 B IeHE B
TeueHue 7 nHer

JlepMaTOMHKO3 TIaaKOM
KOJKH, IIaX0Bast
AMUAEPMODUTHS

ITo 100 Mr omuH pa3 B IeHB B

Teuenue 15 gueit v mo 200 mr

OJIUH pa3 B JIeHb B TeUCHHE 7
JHEH

JlepmaToduTus CTOMI U
DEN (0351

ITo 100 Mr onuH pa3 B I€Hb B
teuenue 30 qHei

OpodapuHreaabHbIH
KaHIUuI03

ITo 100 Mr omuH pa3 B IEHE B
TeueHue 15 guei

Jns 6omeuExX CITU oM wia
[IAI[HEHTOB C HEUTPOIIEHUEH
YBEJIUYHUBAIOT 103y 10 200
MT OJIMH pa3 B IEHb B
TedeHue 15 qHel BBUIY
HapyIIEeHHUs BCaChIBAHUS Y
JlaHHOM KaTeropuu
IallACHTOB.

OHHXOMHKO3
(HOrTH naANBLEB CTOIHI C,
WK 0€3 BOBJIEUEHUS HOI'TEH

ITo 200 Mr oxuH pa3 B IeHb B
TE€YECHHE 3 MECAIEB

NAJIBIEB PYK)
OnTuManbHble KIMHHYECKHE M MHKOJIOTHYECKHe 3((eKTs mocTuraroTcs uepes 1-4 Hemenm
IIOCJIe  3aBEpIIEHMsA  Kypca JIe4eHHS HH(EKIWH  KOXH, BYJIGBOBAlMHANBHBEIX M

opodapuHreansHpIX HHQEKIHH U depe3 69 MecsueB mocie 3aBepIIeHHs JIEYeHHS HH(EKIMH
HOITEBBIX IUIACTHH. OJTO OOBSACHSAETCS TEM, YTO M3 KOXKH, HOTTEH M CIH3HCTEIX 00O0JOYEK
UTPaKOHA30JI BEIBOJUTCS MEIUICHHEE, YEM M3 IIa3MBI KPOBH.

IIpoIo/mKUTENBPHOCTD Kypca JIEYEHHS CUCTEMHBIX TPHOKOBBIX HH(MDEKIUM JOIKHA ONPEAEISATHCS
KJIMHAYECKMMHI ¥ MHKOJIOTHYECKUMH 3 dekramu:

Ilokazanue Hozuposanue’ Ilpumeuanua

YBenuuenue 10351 70 200 Mr
2 pa3a B CyTKH B ClIy4ae
HHBa3UBHOTO HIJIH
JIHCCEMUHHAPOBAHHOTO
3a00J1€BaHUS

Acneprunnes 200 mr 1 pa3 B cyTkH

YBemuuenue 10361 10 200 Mr
2 pa3a B CyTKH B ClTydae
HMHBa3UBHOI'O HMJIH
JTUCCEMUHUPOBAHHOTO
3a00J1eBaHUs

Kanmunos 100-200 mr 1 pa3 B cyTku

Kpunroxokko3s (6e3

IIPHU3HAKOB MECHUHTUTA) 200 mr 1 pas B cyTku

cMm. pazzen « Ocobsre

KpHnToxoKKOBEIIf MEHUHTHT
yKazaHUsI»

200 mr 2 pa3a B CyTKH

ot 200 mr 1 pa3 B cytku 10 200

['ucromnazmos
MT 2 pa3a B CyTKH

[TonnepsxuBaromast Teparnust
npu CITU]Ie

200 mr 1 pa3 B cyTkn KOHTpOIIb BCACHIBAHMS

ITpodunaxtuka Hetrponenuu [200 mMr 1 pa3 B CyTKH KonTtpons BcackBanus




! ITpoomXHTENBHOCTD JIEYeHHs JOJDKHA KOPPEKTHPOBATECS. B 3aBUCHMOCTH OT KIIMHHYIECKOTO
addexra.

Hapymenue BcaceiBanus y 6onbHbIx CIIMJIoM H HEHTpOIEHHMEH MOXET NMPHBECTH K HHU3KUM
KOHIIEHTPAIlMsAM WTPaKOHAa30Jlla B KPOBH M HU3KOH 3(QGdexTHBHOCTH. B Takux ciydasx
PEKOMEHIYETCS MOHHTOPHHT YPOBHS IpenapaTta B KPOBH U IIPH HEOOXOAMMOCTH YBEIHYCHHE
no3b1 10 200 Mr 1Ba pa3a B JEHb.

Ocobbie epynnbl nayueHmos

Jlemu

K/IMHAYeCKHe JaHHBIE OTHOCHTENHHO IPHMEHEHHs Ipermapara Dc30n® y MalMeHTOB IETCKOTO
BO3pacTa OrpaHHYeHHl. IIpuMeHenne npenapata Jc30m® i IeYeHHus IeTell He PEKOMEH/YeTCs,
3a HCKIIFOUEHHEM CJIydaeB, KOrjia OXXuaaeMas Iojib3a OT JICUCHHUS IIPEBOCXOAUT IOTEHIHAIbHEIHA
PHCK.

Iooicunvie nayuernmeol

[Tpu BEIGOpE HO3BI Ipemnapara IS JIEYSHUS MOXKUIBIX MAllMeHTOB PEKOMEHIYETCS YYMTHIBATH
CHIDKeHHE (DYyHKIIMH II€YEHH, TI0YEK U CepAla, a TAkKe HAIMYHE COIyTCTBYIOIHX 3a00IeBaHuM
WK TIPHEM APYTHX JIEKApCTBEHHBIX CPEZICTB.

IIpumenenue y nayuenmos ¢ no4eurol Hed0CmamoyHOCmulo

JlaHHBIE 10 TPUMEHEHUIO MEePOPABHBIX JEKApCTBEHHBIX (OPM HTPAaKOHA30ja y HAMEHTOB C
[IOYEYHON HEIOCTATOYHOCTHIO OTPAHUYCHBI. DKCIO3UIHS UTPAKOHA30JIa MOXKET OBITh CHHXKEHA Y
HEKOTOPBIX ITAIHEHTOB C MOYEYHOU HETOCTATOUHOCTHIO. ClenyeT ¢ OCTOPOXKHOCTBIO Ha3HAYaTh
mpernapar JaHHONM KAaTerOpWH MAIMeHTOB, B HEKOTOPHIX CIIydasX MOXET IOTpeboBaThCs
KOPPEKIIHS TO3BI JIEKapCTBEHHOT'O IIperapara.

IIpumenenue y nayuenmos ¢ neyeHoYHoU HedOCMamoYHOCHMbIO

JlaHHBIE TI0 IPUMEHEHHUIO MMEPOPATBHBIX JIEKAPCTBEHHBIX (POPM HTpakoHa30ja y NAaIUEHTOB C
NIEYEHOYHOM HEOCTATOYHOCTHIO OrpaHH4eHbl. CIeayeT ¢ OCTOPOXKHOCTBIO Ha3Ha4aTh IIpernapaT
JAHHOMU KaTerOpHH MaIlleHTOB (cM. pa3nensl @apMakoKUHETHKH: «OcoObIe rpyIbl aHEHTOBY
u «Hapymenus GyHKIUY IEISHUY).

IIo6o4HbIe AeiicTBHA

[ToGouHBlE peakIHH CHCTEMAaTH3UPOBAHBI OTHOCHTENBHO KaKOOH H3 CHCTEM OpraHOB B
3aBHCHMOCTH OT YaCTOTHI BCTPEUAEMOCTH, C HCIIOJH30BaHHEM CIEAYIOMIEH KIIaCCH(pHUKAIIH:
ouens gacto (>1/10); wacro (>1/100 mo <1/10); mewacto (>1/1000 mo <1/100); peaxo (=1/10000
10 <1/1000); ouens peako (<1/10000).

IToGouyHEbIE HEeliCTBHSA

Hugexyuu u uneasuu

Heuacmo PHHHT, CHHYCHT, HHOEKIMH BEPXHUX IbIXaTEIBHbIX ITyTel

Hapywenus co cmopoHst Kposu u TUM@PamudecKoil Cucmemsl

Peoxo JIEHKOIIEHHUS

Hapywenusa co cmopoHsl UMMYHHOIL CUCHEMbl

Heuacmo THIEPYYBCTBUTENBHOCTD *

Peoxo CBIBOPOTOYHAs 00J1e3Hb, QHTHOHEBPOTHUYECKHUM OTEK,
aHaQHITaKTHYECKAs peaKITHs

Hapywenua memabonuzma u nUmManHua

Peoxko TUNEPTPUTIUIEPUIEMHUS
HapyuieHua co cmopoHbl HEPEHOU CUCHIEMbl

Yacmo roJIOBHAs 00JIb

Peoxko THIIECTE3US, TAPECTEe3Us, TUCTEB3UI

Hapywienusa co cmopomsl 0p2ana 3peHus




Peoko HapyLUICHUE 3pEHHUs (BKIFOYast AUTUIONHUIO X HEYETKOCTE 3PEHHS)

Hapywenus co cmoponst opzana cayxa u 1abupunma

Peoxo BPEMEHHAsI WM IIOCTOSIHHAS IIOTEPS CITyXa*, THHHATYC

Hapywenua co cmoponst cepoya

Peoxo 3aCTOlHas cepiedHas HeA0CTaTOYHOCTL*

Hapywenua co cmoponst O0bixamenvHoUi cucmemsl, 0pzaHO6 2pYOHOU KIeMKU U
cpedocmenun

Peoxo OJIBIIITKA

Kenyoourno-kuuieunvle Hapywenus

Yacmo 60JIb B XUBOTE, TOIIHOTA

Heuacmo IWCIIETICH S, 3aII0p, METEOPH3M, AUapesi, pBOTa

Peoko aHKPEaTUT

Hapywienua co cmoponsl neuenu u 3cenuesbleo00Auux nymeii

Heuacmo HapyIIeHHe (YHKIIUH TTeICHH

Peoxo TSDKEJasi TeIaTOTOKCHYHOCTh (BKIIOYAs CIydad OCTPOM MEUYEHOUHOM
HEI0CTaTOYHOCTH co CMEpTENBHBIM HCXOZIOM) *
THIEepOUITUPyOHHEMHS

Hapywenua co cmopoHsl Koxicu u noOKONCHOU KNemuamKu

Heuacmo CBIIb, 3y/I, KPallMBHHIIA

Peoxo TOKCHYCCKHM SNHUAEPMalbHBI HEKpoiu3, cuHApoM CruBeHCa-
JIKOHCOHA, OCTpBIM I'€HEpPATH30BaHHBIM K3aHTEMATO3HBIN IIyCTYyIE3,
MyJIbTAGOPMHAS JpUTEMA, 9KC(OIHaTHBHEIH JEpMaTHUT,
JIEHKOIUTOIIACTUIECKIH BacCKYJIUT, aJIOTIeITHS,
(G OTOYYBCTBHUTEIHHOCTE

Hapywenua co cmopoHst no4ek u Mo4eevlg00AuUX nymeii

Peoxo MIOJTAKUYpUS

Hapywenua co cmopoHbt penpooyKmueHol CUCHeMbl U MOTIOYHBIX Jcene3

Heyacmo HapyIIEHUE MEHCTPYaJIbHOTO IIHKIIa

Peoxko SPEKTHIIbHAS AUCHYHKIIHS

Obuiue napywieHuA u peakyuu 6 mecme 66e0eHUA

Peoxo OTEK

JlabopamopHyie u UHCHMPYMEHMAIbHbIE OAHHbIE

Peoxo ITosenuenne kpeaTuHGOCHOKHHAZEI B KPOBH
*em. pazoen «Ocobbre yKasaHus»

IIpoTuBonOKa3aHus

I'uIep9yBCTBUTENFHOCT K HTPAKOHA30TY.

OnmuHoBpeMeHHBIM IIpHeM Ipemapata Oc3on® u  cyberpatoB  m3odepmenta CYP3A4
IPOTHBONOKa3aH. IIOBBIIEHHE  KOHIEHTpalWii HEKOTOPHIX M3 3THX  IIPEelaparoB,
O0YCIIOBIEHHBIX ONHOBPEMEHHBIM IIPHMEHEHHEM C HTPAKOHA30JI0M, MOXKET YCHJIUTh M
IIPOJIOHTHPOBATEH KaK TE€PANEBTHYECKUE, TaK U MOOOYHbIE 3()(EKTEI 10 TaKOH CTENEHH, YTO ITO
MOXET TIPUBECTH K IOTEHIMAIbHO CEPhE3HOM CHTyaluu. [IOBEINEHHWE KOHIEHTpAIHiA
HEKOTOPBIX U3 9TUX IIPETaparoB B IIa3Me KPOBH MOXKET IIPUBECTH K yUIHHEHHIO uHTepBaia QT
U OKeMy[OYKOBOM TaxMapWTMMH, BKIFOYAas IPHCTYIBl JKETyJOYKOBOM TaxXWKApIWH THIA

®



"mHpyaT", NOTEHIIHAIEHO OIIACHOM JUIs KU3HU apuTMUU. KOHKpETHBIE TPUMEPEI IEPEYUCIIEHE] B
paszene «JlekapCcTBeHHbIE B3aUMOACHCTBUSIY.

[Ipenapar Dc3051® MPOTUBOIOKA3aH I IPUMEHEHHS Y TAIMEHTOB ¢ JUCHYHKIMEH KETyI09KOB
cepila, TakOM Kak 3acTOMHAas cepaedHas HEIOCTaTOYHOCTh, WJIM 3aCTOHHas CepAedHas
HEJJOCTAaTOYHOCTh B aHAMHE3€, 3a HCKIIIOYECHHEM JI€YeHUS WHQEKIHH, KOTOphIe YTPOXKaloT
KHU3HH, WM IPYTUX TSOKEIBIX HHeKwi (cM. pazaen «Ocolble yKasaHus»).

He cnexyer NpUMeHSTh mHpemapar Jc30m° B HEpUOA OEPEMEHHOCTH, 3a HCKIIOYEHHEM
COCTOSIHHH, KOTOpPBIE YTPOXAIOT XU3HH (cM. pa3zaen «IIpuMmeHeHue npu 6epeMEHHOCTH U IEPUOL
JIAKTaIIAHy ).

YKeHITMHAM JIETOPOIHOTO BO3pAcTa, NPHHHMAIONMM IIpernapar Dc30i1°, ClIeayeT HCIOoMb30BaTh
CpelcTBAa KOHTpallemiuu. Ilocie OKOHYaHWMS TipuéMa Ipemapar Jc301® addekTHBHAS
KOHTpAIETIHs JOJDKHA IIPOJODKATECS IO MEHCTPYaTbHOTO IIEPHOA.

JlekapcTBeHHbIE B3aUMO/eiiCTBUS

WtpakoHa3on npeuMylIecTBeHHO Metabomusupyercs wusodpepmertom CYP3A4. [Ipyrue
cyOCTaHIIUHM, KOTOPHIE TaKke METabONU3UPYIOTCS C y4acTHEM MAaHHOrO H30(epMeHTa WU
U3MEHSIOT €ro aKTMBHOCTh, MOTYT BIMATH Ha (apMaKOKWHETHKY HTpakoHa3zona. CXOZHBIM
00pa3oM HTPaKOHA30JI MOXKET BIUATH Ha (hapMaKOKHHETHKY JIEKApCTBEHHEBIX CPEICTB, KOTOpPHIE
TaKOke METabOJU3UPYIOTCS NPH YYaCTHH JaHHOTO H3ohepMeHTa. VTpakoHa30J OTHOCHTCS K
cunbHBIM HHruburopam usodepmenta CYP3A4 u P-rmukonporenHa. Ilpu mcmons3oBaHHA
UTpaKOHa30JIla COBMECTHO C JPYTHMMH JIEKAPCTBEHHBIMH CPEACTBAMU PEKOMEH/IYyETCS BBIICHHTH
croco6 Merabosu3Ma mpenapara U pelIuTh BOIPOC 0 HE0OXOAMMOCTH H3MEHEHHUS €T0 JO3EL.
JlexapcmeeHHble npenapamsl, CHUMCaroujue KOHUeHmMpayuo UmpakoHazona 6 niasme Kposu
JlexapCTBeHHBIE IIpemapaThl, CHIDKAIOIIHAE KHUCIOTHOCTh JKEIYJOYHOr0 COKa (Hampumep,
aHTAIUHBIE CpEJICTBa, TaKWe Kak THAPOKCHI AIIOMHUHHUS, WIA CpEeNCTBa, IOJAaBILIONIHE
CEKpPELHIO COJSTHOM KHCIIOTHI, TaKHe KaK aHTarOHHUCTHI H>-THCTaMHHOBBIX PpELENTOPOB H
MHTHOMTOPHl TNPOTOHHON IIOMIIEI), HAPYIIAIOT BCacklBaHHWE IIpemapara Jc3on®. JlaHHEIE
JIEKapCTBEHHBIE IIperapaThl PEeKOMEHIYEeTCS NPHUMEHSATh C OCTOPOXKHOCTBIO B COYETAHUH C
npenaparoM Dc301®

WtpakoHa301 peKOMEHIyeTCsl NPHHHMATh COBMECTHO C KHCIBIMM HAalMUTKaMH (TaKUMH Kak
HeUeTHYecKas KoJjia) IIpA COBMECTHOM HCIIOJIb30BaHHUHU JIEKAPCTBEHHBIX CPEICTB, CHIDKAOIINX
KHUCJIOTHOCTB JKEITYZOYHOTO COKa.

PexoMeHnnyeTcss mprHHUMATH JIEKapPCTBEHHBIE IpeapaThl, HEHTPATU3YIOIHUE COJISHYIO KHUCIOTY
(HanpuMep, THAPOKCHA ATIOMHHHUSA), MUHAMYM 3a | Wac 0 WM 4epe3 2 daca Iocie IpHemMa
npenapara Dc3on .

IIpu coBMecTHOM IpHeMe JIEKapCTBEHHBIX CPEINCTB PEKOMEHIYeTCs KOHTPOJIHUPOBATH
IPOTUBOTPHOKOBYI0 aKTHBHOCTH HTpaKOHA30jla W YyBEIMYWBATH J03y IIpernapara IIpH
BO3HHUKHOBEHUH HEOOXOIUMOCTH.

CoBMecTHOE NMPUMEHEHHE WMTPAaKOHA30Jla ¢ CHIBHBIMH HHAyKTOpamu u3zodepmenta CYP3A4
MOXET CHOCOOCTBOBATH CHMIKEHHIO OHMOOCTYITHOCTH MTPAaKOHA30JIa ¥ THAPOKCHUTpaKOHA30Ja
IO Takod cremeHH, 4To 3((EKTHBHOCTH JIEKApCTBEHHOTO CpEINCTBa OyHeT 3HAYMTENIBHO
CHIKAThCS. [IpIMepHI BKITFOYAIOT HIDKECTIEYIOIIUE IperapaThl.

AnTHOaKTepUaNbHbIE CpeAcTBa: H30HHa3ua, pudabytuH (cM. pasgen «JlekapcTBEHHEIE
IIpenapaTthl, BBHI3BIBAIOIIME ITOBBINIEHHE KOHIEHTPAIlMM HWTPaKOHA30jla B IUIa3Me€ KPOBHY),
pubaMIHIUH.

IIpoTuBOCYIOpPOXKHEIE IIpenaparhl: KapbamasenuH (cM. paszmen «JIekapcTBEHHBIE Ipenaparsl,
BEI3BIBAIOIINE IOBHINIEHHE KOHIIEHTPAIlMM WTPaKOHa30jla B IUIa3Me KpoBU») (enobapOurtai,
(EHUTOHH.

[TpoTuBOBHpPYCHEIE IpenapaThl: dhaBUPEH3, HEBUPAIIHH.

Taxum o6pa3oM, HCIIONB30BaHUE CHIIBHBIX MHAYKTOpoB m3odepmenta CYP3A4 coBmecTHO C
UTPaKOHA30JI0OM HE pEeKOMEHAyeTcs. PexoMmenayercs wu30eraTb Ha3HAUueHHWs JaHHBIX
JIEKapCTBEHHBIX CPEICTB B TEYEHHUE ABYX HEIENb J0 Hadaja IIpueMa UTPaKoHa30J1a U BO BpeMs



JedeHrs MpernapaTtoM, 3a HCKIIOYEHHEM CIIydYaeB, KOrja OXujaaeMmas IOJIb3a IPEBBINACT
IOTEHIMANBHEI PHCK, CBA3aHHBIA CO CHIDKeHMEM 3(QGEKTHBHOCTH HTpakoHasona. IIpu
COBMECTHOM  IIPHEME  JIEKAPCTBEHHBIX  CPEACTB  PEKOMEHIYeTCAd  KOHTPOJIMPOBATh

IPOTHBOrPUOKOBYIO aKTHBHOCTH HTPAKOHA30jla H YBENMYMBATH J03y Ipemapara IpH

BO3HMKHOBEHHH HEOOXOIUMOCTH.

JlexapcmeeHHble npenapamyl, 6bI3blearou{ue NOGbIUIEHUE KOHUEHMPAYUU UMpPAKOHA301a 6

naasme Kpoeu

OIHOBpPEMEHHEIH IPHEM HTPAKOHA30J1a i CHIIBHBIX HHTHOHTOpOB H3ohepmenta CYP3A4 moxer

IPHBOIUTE K YBETHIEHHIO GHONOCTYIHOCTH HTpaKoHa30na. IIpuMepsl CHIbHBIX HHIHOMTOPOB

n3opepmenta CYP3 A4 mpencraBieHbl HIKE.

AnTHOaKTEepHATBHBIE ITPeIapaThl: UIPO(IOKCAlMH, KIapUTPOMHUIIIH, SPUTPOMHUIIHH.

[IpOTHBOBUPYCHBIE CpEACTBA: JapyHABHp, YCHJICHHEIH DHTOHABHPOM, (ocaMmpeHaBHp,

YCHJICHHBIM PUTOHABHPOM, HHIMHABUD (CM. paszen «JIeKapCTBEHHBIE CPENCTBA, KOHIIEHTPAIU

KOTOPBIX B IUIa3Me KPOBH MOXET IIOBBINATBCA IIPA COBMECTHOM HCIOJIB30BAaHHH C

WTPaKOHA30JI0M»), PUTOHABHD (CM. paszeln «JIekapcTBEeHHbIE CPEICTBA, KOHIEHTPAUI KOTOPBIX

B IIIa3Me€ KPOBH MOYKET MOBBIIIATECS [IPH COBMECTHOM HCIIONIE30BAHUHM C HTPAKOHA30JIOMY).

JlaHHBIE JICKAPCTBEHHBIE IIpEmapaThl PEKOMEHIYETCS MCIONB30BaTh C OCTOPOXKHOCTBHIO

COBMECTHO ¢ IpemaparoM Dc3on®. PekoMeHAyeTcsl TIIaTeIbHO KOHTPOIMPOBATH COCTOSHHE

NAIMEHTOB, IPUHAMAIOIAX UTPAKOHA30JI COBMECTHO C CHIIBHBIMK MHIHOMTOpaMH H30(epMeHTa

CYP3A4, nnsd CBOEBPEMEHHOTO BBIABICHHsS CHMITOMOB H IIPH3HAKOB YCHJICHHS WIH

TpoJioHrayu (apMaKoIornIeckKix 3(h(EeKToB HTPaKOHa30ja, IPH HEOOXOIUMOCTH BO3MOXKHO

CHH)KEHHE J03HI Ipenapara. [10 BO3MOXXHOCTH PEKOMEHYETCsl KOHTPOJIHPOBATh KOHIICHTPAIIHAIO

HTPaKOHAa30J1a B IUIa3Me KPOBH.

JlexapcmeenHble cpedcmea, KOHUSHMPAayUA KOMOpblxX 6 nilazme Kposu MoxHcem no8bIULAmbCA

HpU COBMECHHOM UCNOIb306AHUN C UMPAKOHA30/10M

UTpakoHAa30J1 K €r0 OCHOBHOM METa0OIHT IHAPOKCHHTPAKOHA30JI MOTYT HapyIlaTh METaboIu3M

JIEKApCTBEHHBIX IIpenaparoB, MerabomusupyeMex u3odepmerntoMm CYP3A4 u mpensaTcTBOBaTH

TPaHCIOPTHPOBKE IIperapaTtoB IOJ ACHCTBHEM P-rimkompoTenHa. JTO MOXET NPHUBECTH K

YBEJIMUEHHUIO IUIA3MEHHON KOHIIEHTpAWH [JaHHBIX JICKapCTBEHHBIX IIPENapaToB M/WIM HX

AKTUBHBIX METabO0JIMTOB MIPH COBMECTHOM IIpHEMe C HTPaKOHAa30JI0M. [IoBEIIIEHNE TIA3MEHHON

KOHIIEHTPAI[H{, B CBOIO OYEpenb, MOXET BBEI3BaTh YCHJICHHE WM IIPOJIOHTAlHI0 Kak

TEPAlleBTUYECKAX, TaK W HEXeNaTelNbHbIX 3(Q(EKTOB [JaHHBIX JIEKAPCTBEHHBIX CPEICTB.

M3BeCTHO, YTO JIEKApCTBEHHBIE Mpenaparsl, MerabomusupyeMele usodepmentom CYP3A4,

MOTYyT TpPHUBECTH K yBelmwueHuro uHTepBaia QT, mO3TOMYy MX COBMECTHBIA IPHEM C

WTPAKOHA30JIOM MOJXET OBITh IIPOTHBOIOKA3aH, TaK KaK Takas KOMOMHAIUS MOXXET MPUBECTH K

JKEJTyJOYKOBOM TaXHApPUTMHHU, BKIOYAs CIIydad JKEIyHOYKOBOM TaXHKapAWH THIIA "THPYST",

KOTOpass OTHOCHTCS K IIOTEHIMAIBHO ONACHOM M >xu3HH apuTMuu. [locne mpekpamnenwus

JeYeHus IUIa3MEHHas  KOHLEHTpalWs  HUTPakoHa30/la CHHDKAaeTcs [0  IPaKTHYECKH

HeompesensieMoi B TedeHHe OT 7 no 14 pmHed B 3aBUCHMOCTH OT JO3bl IIpemapara H

IIPOIOJDKUTEEHOCTH JIEUeHUs. Y MAlMeHTOB C MUPPO30M IEYECHH MM TE€X, KTO OJHOBPEMEHHO

npuHEMaeT UHrHOUTOpEl (epmenTa CYP3A4, cHIDKEHHME KOHIEHTpAlMM IpermapaTa MOXET

OBITH Haxke 0ojiee MEIJIEHHBIM. DTO 0COOCHHO Ba)XKHO BO BpPEMs Hayasla MPOBEACHHUS TEPAIHH C

HCIIOJIL30BAaHHEM JIEKApCTBEHHBIX TIPENapaToB, Ha METa0O0IH3M KOTOPHIX BIIUSET UTPAKOHA30I.

Bsaumooeticmeyroujue 1ekapcmeeHHbvle cpedCcmea noopazensiomes Ha cledyouue Kame2opuu:

o «IIpOTHBOIIOKA3aHBI»: HH IPH KAKAX OOCTOATENBCTBAX HENb3s IPUMEHATh JAHHBIA
JIEKapCTBEHHEIM Ipernapar B KOMOWHAIWK ¢ HTPAaKOHA30JIOM H B TEYEHHE JIBYX HEJEIb II0CIIe
IpeKpaIleHus MpueMa HTpaKkoHa30J1a.

o «He pexoMeHIyeTcs»: peKOMEHIyeTcsi HM30erarb IPUMEHEHHS NaHHOTO JIEKapCTBEHHOTO
CpecTBa BO BpeMs JICUCHHS X B TEYEHHE [BYX HEJENb IOC/IE MPEKPaIleHHs IpHeMa
UTPaKOHA30Jla, 3a HCKIIOYEHHWEM CIIydaeB, KOIZa OXHIaeMasd II0Jik3a TIPEBBIIIACT
HOTEHUMANGHBIM DUCK, CBA3AHHBIA C TPOBOAMMOHN Tepammeif. Ecinm Hemp3s u3bexars
HCIONB30BaHUS JaHHOM KOMOMHAIMK JIEKAPCTBEHHBIX CPENICTB, PEKOMEHIyeTcsl HabIoaaTh



33 COCTOSHHEM TIaIlMeHTa [JIs CBOEBPEMEHHOIO BBIIBJICHHS CHMITOMOB H IIPH3HAKOB
YCHJICHHS MM TIpOJoHTanuy 3¢ (eKToB IpenapaToB MM Pa3sBUTHS MOOOYHEIX a¢dexToB, B
ciydae HeOOXOIMMOCTH JIEUEHHE MOXHO MPEpBaTh WX YMEHBIIUTH 03y JIEKapCTBCHHBIX
cpencts. Ilpd HauMuuu BO3MOXXHOCTH DPEKOMEHAYETCS KOHTPOIMPOBAThH IUIA3MEHHYIO
KOHIICHTPAIUIO IIpenapaToB.

«VICcIIONB30BaTh C OCTOPOXKHOCTHIO»: CNEAyeT NPOBOAMTEH TIIATENIHHBIH MOHHTOPHMHI IPH
COBMECTHOM HCIIOJIG30BAHHM JIEKApCTBEHHOTO Ipemapata ¢ HTpakoHaszonoM. Ilpu
COBMECTHOM HCIIOJIG30BAaHHH JIEKAPCTBEHHBIX CPENCTB PEKOMEHAyeTcs Habmonarh 3a
COCTOSHMEM IaIHeHTa Ul CBOEBPEMEHHOTO BBIABICHHS CHMIITOMOB U IIPU3HAKOB YCHIICHHSA
WA TIPOJNOHTanuH 3(}(}EKTOB NperapaToB WIM PasBHTHS IMOOGOYHBIX 3(Q(EKToB, B Cilydae
HEOOXOIUMOCTH MOXKHO YMEHBIIHTH O3y JIGKapCTBEHHBIX cpencTB. [lpn Hamuauu
BO3MO>KHOCTH PEKOMEHYETCS KOHTPOJIMPOBATH IIIa3MEHHYIO KOHIIEHTPAIKIO IPENapaToB.
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CepTHHJIOI, BBEIICHUS,
TpHazoyamMm IIEPOCIIHPOH,
KBETHAIVH,
paMeNTeoH,
PHCIEPUIOH
AHTHUBUPYCHBIE MapaBupoxk,
TIpenapaTsl VH/IMHABHUD®,
puTOHABHDY,
CaKBHHABHP
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T IMTHIPOTIAPUAIHHEL
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NIPHUMCHICMEIC JIIA




neueHus 3aboJyieBaHUA
OPraHOB JBIXaHHU
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AHTHIETIPECCAHTHI
ITpenapartsl, Bapnenadun ®e30TEepOaVH,
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Taganadui,
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4 Cm. maxowce pasden «Jlexapcmeennvie npenapamul, KOMopbvle MOZym CHocobcmeosamb
CHUICEHUIO nNa3sMeHHOU KOHYeHmMpayuu UMPAKOHA30NAN.
b Cm. maxoce pazden «Jlexapcmeennvle npenapamul, Komopble Mozym CROCOGCme0same
Y6enueHuI0 NIa3sMeHHOl KOHYEHMPAayuy UmpaxKoHasonay.

Ilpenapamel, nnazmeHHan KOHUEHMPAYUA KOMOPLIX MOJHCEM CHUNCAMBCA noo oelicmeuem
UMPAKOHA301a

OZHOBPEMEHHOE TPHMEHEHHE HTPaKOHa3ona C HECTEPOMAHBIM IPOTHBOBOCHIATATCIEHEIM
IIpenapaToM MEJNOKCHKAaMOM MOXKET CHM3MTh KOHIEHTPAllHIO MEJIOKCHKamMa B ILIasMe.
PexoMeHIyeTCs: ¢ OCTOPOYKHOCTHIO Ha3HAa4aTh MEJOKCHKaM OJHOBPEMEHHO ¢ HTPAKOHA30JI0M, a
TaKXe TIIATENHHO KOHTPONHPOBATH ero 3bGeKT ¥ BO3HHKHOBEHHE NMO0OYHBIX dQ¢exToB. B
cydae He0OXOIMMOCTH CIIelyeT KOPPEKTHPOBATh 103y MEIOKCHKaMa.

Jemu

VccnenoBaHys B3aMMOIEHCTBHS IPOBOAMINCE TOJIBKO Y B3POCIIBIX.

Oco0b1e ykazaHus

ITepexpecmuvbie peakyuu 2unepyyscmeumenbHoCmu

JlaHHBIE IO BO3MOXKHOCTH Pa3BUTHS IIEPEKPECTHBIX PEaKIMi TMIePIyBCTBUTEILHOCTH MEXIY
HTPaKOHA30JIOM M IPYTHMMH IIPOTHBOrPHOKOBEIMH IIpeniapaTaMy a30JI0BOrO psjia OTCYTCTBYIOT.
PellleHre 0 Ha3HAYCHHH IperapaTa Dc30m° MalueHTaM ¢ THIEePIyBCTBHTENBHOCTBIO K IPYTUM
TIpenapaTam a30JI0BOTO Psija TODKHO IPHHUMATECS 00 IyMaHHO.

Brusmue na cepoye

WUTpakoHa3on o6nafaeT OTPHIATENGHBIM HMHOTPONHBIM 3(dekToM, a Ha boHe IedeHus
WTPaKOHA30JI0M COOBIMATOCH O CIIydasx 3aCTOMHOM cepmedHol HemocrarouHocTH. CepreyHad
HEJOCTATOYHOCTh Yallle YIIOMHUHAIACH B CIIOHTAHHBIX COOOLIEHWSAX O JICYCHHH IIPEnaparoM B
o6weit cyTouHo mo3e 400 Mr, [0 CPaBHEHHIO ¢ COOOIICHHSAME O JIEYCHHH B OOlee HH3KHX
OGLMX CYTOYHBIX [03aX, 9YTO MO3BOJISIET IIPEANONOXKHT IIOBBINEHHE DPHCKA CEPIeIHOH
HEJ0CTaTOYHOCTH MPOIOPIMOHAIBHO 00ImIEH CyTOYHOM 103€ HTPaKOHA307Ia.

IIpemapar Dc301® He PEKOMEHIOBaH MAIIMEHTaM C 3aCTONHOM CepACYHON HEIOCTaTOYHOCTHIO
WM C 3aCTOMHOM CepedHOM HEIOCTaTOYHOCTBIO B aHAMHESE, 32 UCKIIFOYCHHUEM CIIydaeB, KOraa
[ONb3a TAKOrO JIeYeHHs, HECOMHEHHO, IIPEBBINIAET €ro pHCK. IIpu OIEHKEe COOTHOIICHHS
OB3a/PUCK U OTHENbHBIX TANMEHTOB HEOOXONMMO YYHTEIBATh Takke (aKTopel, Kak



CEphE3HOCTh IIOKAa3aHWs, PEXHM JO3MpOBaHUSA (Hampumep, OOIIyI0 CYTOYHYIO J[03y) H
UHIUBHIyaTbHbIE ()aKTOPHI PUCKa 110 3aCTONHOU cepaeuHOi He0CTaTOYHOCTH.

K HuM oTHOCAT 3a00sieBaHUs cep/ila, BKIIOYAS HINEMHUECKYIO 0OJI€3Hb CepAla, U MOpakeHUs
CEpACYHBIX KJIANIaHOB, TsDKeNIble 3a00JIeBaHUS OpPraHOB [IBIXAHUS, BKIIOYAT XPOHHYECKYIO
OOCTpYKTHBHYIO OOJE€3Hb JIETKHX, IIOYEYHYIO HEINOCTaTOYHOCTh MU Jpyrue 3a0oJeBaHHUS,
COIIPOBOXKJAIOIIMECS CKIIOHHOCTBIO K OTeKaM. Takue MalMeHTh! JODKHEI ObITh IPeayTIpEesKIeHBI
O CHMIITOMAaTHKE 3aCTOHHOHM CEpIeYHOM HEeJOCTaTOYHOCTH, TpeOyroT 0co00ro BHHMAHHUS IIPH
JI€YEHUH WM KOHTPOJII CHMIITOMOB 3aCTOMHON CEpIAEYHOH HEIOCTATOYHOCTH BO BpPEMS €ro
npoBeneHus. [Ipy BELIBICHHH COOTBETCTBYIOIIMX CHMIITOMOB IIPHEM MTpAaKOHA30Ja CIEIyeT
IIPEKPaTUTh.

BroxaTopsl KajdbIMEBHIX KaHAJIOB O0JIANAIOT OTPUIATENLHBIM HHOTPOIHEIM JCHCTBHEM, YTO
MOXET IPUBECTH K YCHUJIEHHIO COOTBETCTBYIOINErO MAEHCTBHS HTpakoHa3oya. Kpome Toro,
HTPAKOHA30Jl HHTUOHpyeT MeTaboau3M OJI0KaTOpOB KajbIIMEBBIX KaHAJIOB. TakuM 0o0pa3oM, B
CBSI3M C IOBBIIEHHBIM pUCKOM pa3BuTusi 3CH OJHOBpEMEHHOE JIeYEeHHE HTPAKOHA30JIOM H
OmoKkaropaMy  KadbIMEBHIX KAHAIOB JOJDKHO IIPOBOAMTECS C  OCTOPOXHOCTBIO  (CM.
«JlexapCTBEHHBIE B3aUMOICHCTBUSY).

Brusmnue Ha pyHxyuio nevenu

B o4eHs penxux cirydasx Ipd NPUMEHEHHH UTPAKOHA30JIa Pa3BUBAJIOCH TSDKEJIOE TOKCHYECKOe
IIOpaXCHUE IIEYEHH, BKIIIOYAs HECKOJIBKO CIIydaeB OCTPOM IE€YEHOUYHOM HETOCTATOYHOCTH C
JIETAJIBHBIM UCXOJOM. B GOJIBIIMHCTBE ClTydaeB 3TO MPOUCXOIMIO CPEIX NAlUeHTOB, Y KOTOPBIX
yXe HMenuch 3a00JIeBaHUs INEYeHU U y OONBHBIX C APYTMMH TSDKENBIMH 3a00J€BaHUSIMH,
KOTOpbIM IIpemapaTr ObUT Ha3HA4YeH JUIS JICUSHHS CHUCTEMHBIX 3a00JieBaHHM, a TaKxke Y
IaIIUEeHTOB, IOJTYYaBIIUX APYTHe JEKapCTBEHHBIE CPEACTBA, 00IaJarOIHe relaTOTOKCHYSKCKAM
nedictBueM. OIHAKO y HEKOTOPHIX MAIIMEHTOB HE OBUIO OYEBHOHBIX (PAaKTOPOB pHCKa B
OTHOIICHUH IOpaKCHUs Ie4eHH. HeCKOoNbKO TakuX CiIyd4aeB BO3HHUKIH B IEPBBIA MECSI]
TEpalud, a HEKOTOpble — B IIEPBYIO HEAENIO JIEYEHHs. B CBS3M C 3THM PEKOMEHIYeTCS
PETYJIIPHO KOHTPOJHPOBaTh (YHKIHIO II€YeHH Y MAIHEeHTOB, IIOIyYalOIUX TEpPaIHio
npenaparoM Jc301®. ITanueHTOB CcleayeT MpOMHCTPYKTHPOBATH, YTO B CIy4ae MOSBICHHS
CHMIITOMOB, NPEATNOJIAraloOlliX pa3BUTHE TENaTuTa, B T. 4. AHOPEKCHH, TOINHOTHI, PBOTEI,
cinabocty, 60U B J)KMBOTE WX IOTEMHEHHUS MOYH, CIEIyeT HEMEIJIEHHO O0OpaTHTLCS K CBOEMY
Bpady. B Takux ciydasx cienyer HEMEUICHHO IIPEKPaTUTh JIeYeHHe U IIPOBECTH HCCIIEIOBAHUE
(bYHKIHH [TEYESHH.

WMeroTcs nuINb OrpaHUYEHHbBIE NaHHBIE O NMPUMEHEHUH INEpOpAbHBIX JIEKapPCTBEHHBIX (OpM
UTpaKkOHa3zoJia y TMANUeHTOB ¢ HapymeHusmu GyHkuun mnedeHn. Crexmyer cobmomatsh
OCTOPOXXHOCTh IIpH Ha3HAUEHHWM IIperapara 3TOW TIpyIIe ITallMeHTOB. PeKOMEeHIyeTcs
TINATEIbHO HAOIIONaTh NAlUEHTOB ¢ HapyIleHueM (QyHKIUH [IeYeHH IIPH IIPHEMe UTPaKoHa30JIa.
Heo6xomumo y9uTEIBaTh JUTHTENBHBIM IEPHOJT OJIYBEIBEICHUS HTPAKOHA30/Ia, HAOIOJaeMEIii B
KIMHAYECKUX HCIBITAaHUAX C OJHOKPATHON IEpOpaibHOM N030H TabJETOK HMTpaKoOHa30jda Y
IAllUEHTOB C IIUPPO30M, NIPH MPUHSATHU PEINeHUS HayaTh TEPANHIO APYTHMH JIEKAPCTBEHHBIMHA
cpencrBamu, MeTabosmzupyeMeiMu uzodpepmertoM CYP3 A4,

VY DanueHTOB C IOBBIIECHHBIM WM AHOMAJIBHBEIM YPOBHEM II€YEHOYHBIX (DEPMEHTOB HIIH
aKTUBHBIMH 3a00JIEBaHUSIMU II€YCHU HIIH Y TeX, KTO IOABEPraJiCsi TOKCHYECKOMY BO3JIEHCTBHIO
Ha IICYCHb IIPH IPUMEHEHHH JPYTUX JIEKapCTBEHHBIX CPEJCTB, JICYEHHE HTPaKOHA30JI0M
HAaCTOSATEIbHO HE PEKOMEHIYEeTCsl, €CIIM HE CYIIECTBYET CEPhE3HOM HIIM YTpOXKAroIIeH >KU3HU
CHTyallud, KOIJa OXHJaeMas II0JIb3a IIPEBHIIAET pPHCK. PeKOMEHAyeTcs TINaTeNbHBIN
MOHHUTOPUHT (YHKIWHU II€YEHH y MAIMEHTOB C paHee UMEBIIUMUCS HapyIIEHUsMH (YHKIIHA
IIEYCHH MM y T€X, KTO IOABEPrajicsi TOKCHYECKOMY BO3JEHCTBHIO Ha II€UEHb IIPHU IIpHEME
IpYyTUX JIEKapCTBEHHBIX CpeAcTB (cM. pasgensl DapmakokuHeTHKH: «Oco0ble TIpyIImbI
nanueHToB» U «Hapymenne QyHKIIUY NeYeHn).

CHuUdICeHHas KUCTIOMHOCMb JHCeNLYOOYHO20 COKA

ITpu cHMXXEHHOM KMCIIOTHOCTH JKEIyJOYHOTrO coka abcopOuus uTpakoHa3oa npenapara Jc30
Hapymaercs. [larmueHTaM €O CHM)KEHHOH KHCIOTHOCTBIO JKEIYIOYHOTO COKa BCIIEICTBHE

®



3a0oneBanus (HampuMep, y MAalWeHTOB C aXJIOPTHUAPHEH) MM BCIECICTBHE OIHOBPEMEHHOTO
npHeMa JIeKapCTBEHHBIX IIPENapaToB (HAaIpHMEDp, JIEKApCTBEHHBIE CPEICTBA, IMOAABJIAIOINNE
KHCIOTHOCT JKeIyZOYHOTO COKa), PeKOMEHIYeTCs NpPHHHMATh TabJeTKH Tpenapara Dc301®
OIHOBPEMEHHO C KHCIBIMH HamWTKaMd (TaKMMH Kak HexueTwdeckas Koma). Cremyer
KOHTPOJIUPOBaTh  IPOTHBOTPUOKOBYIO aKTHBHOCTH IIpelapaTa M  YBEJIHYHUBATH 03y
HTPaKOHAa30J1a IIpH HE06X0AUMOCTH (cM. paszen «JIekapcTBEHHBIE B3aHMOEHCTBHSY).

Hemu

JlaHHble KIMHAYECKHX WCCICHOBAHMI IPH IPHMEHEHWM Tpemapara Dc3on® y MalMeHTOB
JETCKOTO BO3pacTa OTpaHWYEHEL IIpuMeHeHMe mpemapata Dc30n® Ui JiedeHHs JETeH He
PEKOMEHIYETCsI, 38 HCKIIIOUCHHUEM CIIydaeB, KOT/la OXKKIaeMas II0Jb3a OT JICYCHHUS IPEBOCXOIHUT
MIOTEHIHAIbHBIA PHCK.

Ioorcunvie nayuermuol

JlaHHBle KIMHAYECKHX WCCICNOBAHMN IpM NpHMEHEHHH Ipermapata Dc30n® y MAIMeHTOB
TIOHJIOTO BO3PACTa OTPAHHYEHEL. PeKOMEHIyeTcs HCIob30BaTh Ipenapar Dc301® Ui IedeHus
[AIMEHTOB JaHHOM KaTerOpHH, TOJIBKO €CIHM OXKHAaeMas IIO0/b3a OT JIEUYEHHMs IPEBHIMIAET
[OTEeHIHAIbHEIE PUCKH. [Ipu BBIOOpe MO3BI Ipenapara Ui JICYEHHs IOXMIIBIX MAllHeHTOB
PEKOMEHIYeTCsl YYHUTHIBATH CHIDKEHME (QYHKLIUM II€YeHH, II0YeK M Cepana, YacTto
BCTpPEYAOIMECS B IIOXKMJIOM BO3pacTe, a TaKKe HAJIWYHe COITCTBYIOIIMX 3a00NEeBaHUM HIM
IIPHEM JIPYTUX JIEKapPCTBEHHBIX CPEICTB.

Hapywenus ¢hynxyuu novex

JlaHHbIE O NPUMEHEHHM HTPAaKOHA30Ja UL JICYeHHS IalHeHTOB C HapyIICHHSMH QyHKIHH
[I0YeK, OTpaHWYECHBI. Y HEKOTOPBIX ITAI[HEHTOB, CTPANAIOIIMX II0YEYHOM HENOCTATOYHOCTHIO,
OKCIIO3WIUS HTPaKOHA30Jla MOXeT ObITh CHIDKeHa. CliefyeT ¢ OCTOPOXXHOCTHIO Ha3HAYaTh
Ipenapar IaHHOM KAaTEeropud MANMEHTOB, B HEKOTOPHIX CIydasX MOXeET HOoTpeGoBaThCs
U3MEHEHHUE JI03BI JIEKApCTBEHHOTO IIpenapara.

Ilomeps cnyxa

Coofmanock O BpPEMEHHOM WIM CTOMKOM IOTepe cllyxa y IalHEHTOB, INPHHHMAIOIINX
HTPaKOHa30jI. B HEKOTOPHIX CIydasx MOTepsl CIyxa NPOUCXoAuiIa Ha (HOHE OJHOBPEMEHHOIO
npreMa ¢ XWHHAWHOM (cM. paszen «JlexkapCTBeHHbIe B3auMOAEHCTBHA»). CiyX 0OBIYHO
BOCCTaHABJIMBAETCS MOCJIE OKOHYAHUS TEpalyy MIPEernapaToM, OJHAKO Y HEKOTOPHIX IAllMEHTOB
noreps ciryxa OpU1a HeoOpaTuma.

Iayuenmol ¢ ummyHooepuyumom

BroaocTymHOCTE HTPAaKOHA30 1A TIPH IIEPOPATEHOM IPUEME MOXKET OBITh CHH)KEHA Y HEKOTOPBIX
IAIMEHTOB ¢ HAPYIIEHHBIM MMMYHHTETOM, HAaIpHMep, y OONBHBIX ¢ HEHTPOIEHHEH, OOJIBHBIX
CIIM/IloM niy IEpeHECIIHNX OIIEPAIIHIO IO TPAHCIUIAHTAUH OPraHoB.

Iayuenmol ¢ cucmemHviMu 2pUOKOBLIMU UHDEKYUAMU, NPEOCMABNAIOWUMU Y2PO3Y HCUSHU
BenenctBue  (papMakOKHWHETHYECKHX XapaKTepUCTHK (cM. pasgen «DapMaKOKMHETHKa))
npenapata Dc301® €ro NpUMEHEHHWE He PEKOMEHIYETCs Uil Havana JICYCHHS CHCTEMHBIX
IpHOKOBEIX HHGEKIHU#H, IPeICTABISIOIIX YTPO3y I )KU3HH IalHEHTOB.

Fonvuvie CIIHJom

Jlevamuii Bpad MOJDKEH OICHUTH HEOOXOMMMOCTh Ha3HAYECHHs IOJIEPKUBAIOIICH TEpamuu
GonpueiM CITW]JIoM, paHee TMOIydYaBIIAM JIEYEHHE II0 IIOBOAY CHCTEMHBIX IPHOKOBBIX
HH(EKIHH, HAIIPUMED, CIIOPOTPUX03a, OJIACTOMHKO3a, TMCTOILIA3M03a MIIH KPHITOKOKKO3a (KaKk
MEHHHT€aJIbHOT0, TaK ¥ HEMEHUHT€AJIFHOT0), Y KOTOPBIX CYIIECTBYET PUCK PELUMBA.
Heitiponamus

JleueHue clieyeT MPEKPaTUTh IPH BO3HUKHOBEHWH HEHPOIATHH, KOTOpas MOXET OBITh CBA3aHA
C IpHEeMOM TabIeTOK IpenapaTa Dc30i°.

Hapywenue memabonuzma y2ne60006

[TanMeHTsl ¢ pEOKWME HACIEACTBEHHBIMH 3a00NeBaHUSIMH (HEIEPEHOCHMOCTE (PYKTO3EL
CHHIPOM MaibaOCOpOLHH TIIIOKO3BY/TANaKTO3bl, HEIOCTaTOYHOCTh (epMeHTa caxapasbl-
H30MajIbTa3bl) He JOJDKHBI IPUHUMATH IIpenapar.



Iepexpecmuas pe3ucmenmuocme

IIpH CHCTEMHBIX KaHAWMA03aX, IPEANOTIOXHTEIBHO BBEI3BAHHBEIX (DIIyKOHA30J-Pe3HCTCHTHBIMH
mramMamu  Candida, Henp3s IOJaraTbCs Ha  YyBCTBHUTEIBHOCTE K  HTPaKOHA30Iy,
CIIEeNOBATENbHO, PEKOMEHIYETCSl IPOBEPUTH WyBCTBUTEIBHOCTh IEpeN Ha4aloM Tepaluu
HUTPaKOHA30JIOM.

Bo3mooicHbie 1eKapcmeeHHble 83aumM00etcmens

OIHOBpEMEHHBIN ITPHEM HEKOTOPHIX JEKAPCTBEHHBIX I[PENapaToB C HTPAKOHA30JIOM MOXKET
IIPUBECTH K H3MEHEHHIO 3()(GEKTHBHOCTH MTPAKOHA30J1a /WK OJHOBPEMEHHO IPHMEHAECMBIX
JIEKAPCTBEHHBIX TIPEapaToB, BO3HUKHOBEHMIO ONACHBIX I JKH3HH MOGOYHBIX peaKiuit w/Him
BHE3anHoM cMepTH. [IpenapaTsl, KOTOPHIE HENb3sl IPHHUMATE OXHOBPEMEHHO C HTPAKOHA30JIOM,
HE PEKOMEHIOBAHHBIE /IS OJHOBDEMEHHOTO IIPHMMEHEHHS H/WIM DPEKOMEH[OBAHHBIC I
OIHOBPEMEHHOTO MIPHMEHEHHMS C HTPAKOHA30JI0M C OCTOPOKHOCTBIO, NEPEUHCIICHEl B Pa3Nee
«JIekapCTBEHHBIE B3aMMOIECHCTBHSY.

IMpumenenue npu bepemenHocmu 1 nepuood 1aKmayuu

bepemennocmo

Dc30n® He TOMKEH IPUMEHATHCS IpU OEpeMEHHOCTH, 32 HCKIIOUYCHUEM CIydaeB, yrPOXKaIOIHX
YW3HH, W, €CIIA OXKUIAEMBIH IIOJOKUTEIBHEINA 3Q(EKT 1T MaTepd IMPEBOCXOMUT BO3MOXKHBIH
Bpe s mwiofa (cM. pasnen «I[IpoTHBOIOKa3aHuUs»).

B wmcclenoBaHWSIX Ha JKMBOTHBIX MTPAKOHA30JI IIOKA3aJl PENPONYKTHBHYIO TOKCHYHOCTE.
CymectByeT orpaHudeHHas MHGOpManus O NPAMCHCHHH HTPaKoHa30la BO BpPEMS
GepeMeHHOCTH. BO BpeMs NOCTMApKETHHTOBOTO ONBITa OBUIM 3aperHCTPHPOBAHEl CIydau
BPOX/IEHHBIX aHOMauuil. OTH ClIydad BKMOYamM B ce0sf IIOPOKH pasBUTHA CKENETa,
MOUEIOJIOBEIX ITyTeH, CEepAeYHO-COCYIAUCTEIE M O(TaIbMOJIOTMYECKHE IIOPOKH, a TaKXkKe
XPOMOCOMHBIE W MHO)XECTBEHHbBIE NOPOKH pa3BUTHs. I[IpHYMHHO-CIENCTBEHHAs CBA3h C
HTPaKOHA30/IoM He ObUia ycTaHoBIeHa. DapMaKOdIHIEMHOTIOTHYECKHE JAHHBIC O BO3ACHCTBAM
WTPaKOHAa30jla B TEYEHHE IIEPBOrO TPUMECTpa OEpEeMEHHOCTH B OCHOBHOM Y IIAIIMEHTOB,
HONyYaroUiX KPaTKOBPEMEHHOE JIeUeHHE ByJIbBOBarMHAIBHOIO KaHAWI03a HE IIOKa3alH
IOBBIIIEHHOTO PHCKA pPAa3BHTHS IIOPOKOB PAa3BUTHS II0 CPaBHEHHIO C KOHTPOJIBHBIMH
CyOBEeKTaMH, HE II0IBEPraBIIHMHUCS BO3IEHCTBUIO KAKUX-IMO0 H3BECTHBIX TEPATOICHOB.
JKeHwunvl penpoOyKmuero20 603pacma

JKeHmuHAM JETOPOJHOrO BO3pacTa, NPHHHAMAIOIUM TaOJeTKH MTpPaKOHa30la, CIeAyeT
NPUMEHATh  [POTHBO3a4aTOYHBIE  cpeiacTBa.  OdexkTuBHAas  KOHTpalennus — JOJDKHA
IpONOJDKATECS O CHENYIOIEro MEHCTPYalbHOro II€pHOJa IOCie OKOHYAHHSA Tepalyy
HUTPaKOHA30JIOM.

Jlakmayus

HeGonpmioe KOMHYECTBO HTPAKOHA30jla MOXET MPOHHKaTh B TIpyaHOoe Mojoko. Cruexyer
OIIPENEUTh OXXHIAEMOE COOTHOIICHHE IONb3a/PUCK, CBA3aHHOS C KOPMIICHHEM IDYAHBIM
MOJIOKOM. B ciiyyae cOMHEHMH KOPMHUTB IPYIBIO HE CIIEIYET.

Memu

JlexapcTBEHHBIE B3aUMO/ISHCTBHS U3YUEHBI TOJIBKO Y B3POCIIBIX JIFOCH.

Bnuanue na cnocob6HOCHb YRPAGTIANY A6HMOMPAHCHOPHIOM U OPY2UMU MEXAHUSMAMU
VccneioBaHus 110 M3YYEHMIO BIIMSAHHS Ha CIOCOOHOCTH YIpPABIATH aBTOMOOHJIEM M APYTHMH
MEXaHH3MaMH He IPOBOAMINCH. [Ipy ympaBleHHH aBTOMOOHWJIEM H APYTMMH MEXaHH3MaMH
HeoOXOIMMO TPUHMMATh BO BHMMAHHE BO3MOXXHOCTH BO3HHMKHOBEHHS NOGOYHBIX PEaKIWH,
TaKHX KaK TOJOBOKPY)XXEHHE, HapylleHHe 3peHus W moTeps ciayxa (cM. pasmen «IloGoumsie
JEHCTBUS).

Ilepeno3upoBka

Cumnmombvl

CuMOTOMEI, HaOIIOJaeMble IPH II€PEHO3MPOBKE, OBUIM CONOCTABHMBI C J0303aBHCHMBIMU
IOGOYHBIMH DEaKIMsIMH, HabJIONaeMBIMH IIpH HPHMEHEHHH HTpakoHasona (CM. pasien
«IToGoYHEIE MEWCTBUSI).



Jleuernue

B ciydae [EpemO3WpOBKH  CNEMyeT IIPOBOAMTH IOANCPKMBAIONIYIO TEPAIHNIO, IPH
HEOOXOIUMOCTH JaTh aKTHBHPOBAHHEIM yroib. YITpakoHa30)I HE BEIBOAUTCS U3 OpTraHH3Ma IpH
remopuanuse. Crenuduaeckoro aHTHA0Ta HE CYIIEeCTBYET.

®opma BBINIyCKA
[Io 10 Tabmetok B Amo-Amo Gmucrepe, | wmm 3 Giucrepa BMECTE ¢ HMHCTPYKIHEH IO
MEMIMHCKOMY IPAMEHEHHIO B KAPTOHHOM yIaKOBKe.

YcioBusi XxpaHeHHS
XpaHHUTH B CYyXOM, 3alIUIICHHOM OT CBETa MECTE IIPU TEMIIEPAType HE BBIIIC 25°C.
XpaHUTh B HEJOCTYITHOM JUIs IETEH MECTe.

Cpox rogHocTH
3 roma.
[IpenapaT He ciexyeT IPUMEHATh MOCIIe HCTEICHHUsI CPOKA FOTHOCTH.

YcaoBus OTIyCKa U3 aNTEK
ITo penenTy.

IIpousBoauTeENH
Kusum Healthcare Pvt. Ltd.

Anpec NpoH3BOACTBA
SP-289(A), RIICO Industrial Area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), Uunus.

HaunMeHOBaHHe H aJpec OPraHH3AIHH, NPHHAMAKMIEH NpeTeH3HH (mpenJioskeHHs) MO
KA4eCTBY JIEKAPCTBEHHBIX CPEACTB Ha TeppuTOpHH Pecnybiauku Y30eKncTan:

UI1 000 “BARAKA DORI FARM”

100100, r. TamkerT, SIKKacapaiickuii paitoH, yi1. bobypa, 1. 16A.

Tein.: +998 (78) 1509797; +998 (93) 3888782; daxc: +998 (78) 1509787.

E-mail: pv@kusum.uz

Web-cait: kusum.uz



