NHCTpyKuma K npenapaTy OpyHran
Kancynol 100mMr 14wt

Y3HaTb UeHy >>>

CocTtaB u popMa BbiNnyckKa

Kancynbl TBepAble XXenaTuHoBble, padmep NeO, C Mpo3payvHbIM KOPMYCOM PO30BOro LIBETA U
Hernpo3paYvyHoN Kpbileykon ronyboro LBeTa; Coaep>XMMoe Kancysi - neasieTbl KPEMOBOIO LIBETA.

AKTUBHOE BeLeCcTBO: NTpakoHason 100 mr.

BcrioMmoraTtesibHble BelecTBa: caxapo3a - 192 mr, runpomennosa - 150 mr, makporon 20 000 - 18
Mr.

CocTtaB 060/104KM Kancy/ibl: XXenaTuH - 93.2 Mr, KpacuTenb TUTaHa anokcup (E171) - 2.8 wmr,
KpacuTenb MHOUrokapMuH (E132) - poctaTovyHOE KOJINYECTBO, KpacuTenb a3opybuH (E122) -
[O0CTaToO4YHOE KOJINYeCTBO.

dapmMakKkonormyeckoe neumcreme

MpoTusorpmbkKoBbI NMpenapaT, NMPon3BoAHOe Tpuasosa. MTpakoHa30N akTUBEH B OTHOLUEHUN
aepmaTtodutos (Trichophyton, Microsporum, Epidermophyton floccosum); opo»xx>XeBbix u
apoxoxkenonobHeix rpubos (Candida spp., Bkatodasa Candida albicans, Candida glabrata, Candida
krusei, Cryptococcus neoformans, Pityrosporum spp., Trichsporon spp., Geotrichum spp.),
Aspergillus spp., Histoplasma spp., Paracoccidioides brasiliensis, Sporothrix schenckii, Fonsecaea
spp., Cladosporium spp., Blastomyces dermatitidis, Pseudoallescheria boydii, Penicillium
marneffei, a Tak)xe Opyrmnx OPoX>KeBbIX 1N NJeCHeBbIX FrpnboB.

NTpakoHa301 HapyLlaeT CUHTE3 3procTeposia, ABASAWErocs Ba>XHbIM KOMMNOHEHTOM KJ1€TOYHOM
MeMbpaHbl rpubos, 4To 0bycnaBanMBaeT NPOTUBOrPUOKOBLIN 3¢hhekT NpenapaTa.

dPapMaKOKMHETHUKa

BcacbiBaHue

Mpu Npueme BHYTPb MakCMMaJsibHas 6MO40CTYNHOCTb UTPAaKOHA30J/1a OTMEYaeTCs Npu npueme
Kancys cpasy »xe nocne efsl. C__ B nnasme J0CTUraeTcs Yepes 3-4 4 nocse nprema BHyTPb.

PacnipeneneHune
Mpn oNNTENBbHOM NPUMEHEHUN CSS MTpPaKOHa30/a B Nsa3Me OCTUraeTCs B TedyeHne 1-2 Hepenb.

CSS yepes 3-4 4 nocsie NnpueMa npenapaTta cocTtaBngeT 0.4 Mkr/mn (Npu npneme npenapaTa B

no3e 100 mr 1 pas/cyT); 1.1 mkr/mn (npu npneme B ao3e 200 mr 1 pas/cyT) n 2 MKr/mn (npun
npueme B go3se 200 Mr 2 pasa/cyT).


https://penza.lux-farma.com/orungal100

CBa3biBaHUe ¢ benkamm nnasmbl coctasngeT 99.8%.
KOHUEeHTpauns nTpakoHa3ona B KpoBu cocTtaBnseT 60% OT KOHUEHTpauun B niaa3me.

HakonneHune npenapaTta B KEPATUHOBbLIX TKaHAX, 0CODEHHO B KOXXe, MPUMeEpHO B 4 pa3a
NnpeBbILLIAeT HaKomMIeHne B MNJa3Me, a CKOPOCTb €ro BbiBeeHUsl 3aBUCUT OT pereHepaummn
anugepMuca.

B oT/M4me OoT KOHUEHTpauuii B Na3Me, KOTopble He NoAAalTCs 0OHapy XeHUI0 yxke Yepes 7
AHeNn nocse nNpekpaleHns Tepanumn, TepaneBTUYECKNE KOHLLEHTPALMN B KOXKE COXPaHAIOTCS B
TeyeHue 2-4 Hegenb Nocsie npekpalleHns 4-x HefgesibHOro Kypca nevyeHus. ITpakoHason
obHapyXMBaeTCsa B KeEpPATUHE HOITEN y)xe Yyepe3 1 Helento nocse Havyasla JIevyeHus u
COXpaHseTCcs, No KpallHe Mepe, B TeYeHne 6 Mec Nocsie 3aBepLUeHns 3-X Mecs4HOro Kypca
Tepanun. ITpakoHa301 onpenenseTca TakKe B KOXKHOM cajie U B MeHbLUER CTEeNeHN B MoTY.

NTpakoHa301 XOpoLo pacrnpenensercs B TKaHAX, KOTOpble MoABEepP>KeHbl TPUBKOBLIM
rnopa>keHnaMm. KoHUeHTpaumnmn B Ierknx, No4YKax, neyvyeHn, KoCTAX, XKenyake, ceneseHke U Mblluax
B 2-3 pa3a npesBbllWanv COOTBETCTBYIOLLME KOHLEHTpaLM B naasme. TepaneBTnyeckune
KOHLLEHTPaUUN B TKaHAX Bfarajuvlla COXpaHATCA ewle B TedeHue 2 gHen nocsie OKoH4YaHus 3-x
OHEBHOro Kypca ne4vyeHus B gose 200 mMr/cyT, n 3-x gHen nocsie oKOH4YaHUSA 0GHOOHEBHOIO Kypca
ne4veHuna B gose 200 mr 2 pas/cyT.

MeTaboan3m

NTpakoHa3zon metabonmsmpyetca B nevyeHn c obpasoBaHmeM 60bLLIOIO KOIMYeCTBa
MeTabonnToB, OANH U3 KOTOPbIX - TMAPOKCU-UTPAKOHA30/1 - OKa3blBaeT CpaBHMMOE C
NTPakKoHa30J1I0M NpoTuBOrpmbkoBoe gencrseume in vitro. MpoTUBOrpnbKOBLIE KOHLEHTPaLNK
npenapaTa, onpenenseMble MUKpobnosormyeckum MeTonoM, MPUMEPHO B 3 pa3a Nnpesbillanm
KOHLEeHTpaumnmn, naMepeHHble C NOMOoLLbI0 BIXKX.

BbiBegeHune

BoiBefeHme 13 nnasmbl gByXxgasHoe, C KOHEYHbIM T1/2 24-36 4. NMpnmMmepHo 35% [03bl BbIBOAUTCSA
C Mo4yon B Buage metabonnTtoB B Te4yeHne 1 Hegenun;, B HEM3MEHEHHOM BUAE C MOYOW BbIBOAUTCS
MeHee 0.03%. C Ka/loM BbIBOOMNTCS 0KOJ10 3-18% O03bl.

PapMaKOKNHETUKAE B 0CObbIX KIIMHNYECKNX cJiydasx

Y NaLMeHTOB C NOYeYHON HEAO0CTATOYHOCTBLIO 1 Y MaLMEHTOB C LMPPO30M nevyeHn T,
NTPAKOHAa30J/1a U ero KOHLUEeHTpaLUus B Nnja3Me HEeCKOJIbKO YBEeJINYEHbI.

/2

BnopocTynHOCTb UTpakoHa301a Npu NpMeMe BHYTPb MOXKET ObiTb CHUXXKEHA Y HEKOTOPbIX
NnauneHToB C HapyWeHHbIM MMMYHUTETOM, HanpuMep, y NaLuneHToB ¢ HenTponeHumnen, 60bHbIX
Cnng vnn y nauneHToB, NepeHecLlnx onepauuno no TpaHcnaaHTaunum opraHos.

NMoka3aHuAa npenapaTta OpyHran

Jle4eHMe MMKO30B, BbI3BaHHbIX YyYBCTBUTEJIbHbIMU K NpenapaTy BO36yLI,VITeJ'IFIMVI, B T.4.:



B2 pBEEEE A KIS B0 @iy Mgy P OBaHHbIX
obnacTen KOXKHOIoO NOKPOBa, TaKNX Kak

KnCTASRMAT @MEHO3b!;
®* rpubKoBLIN KEPaTUT;

® OHMXOMWKO3bI, BbI3BaHHblE AepMaTO(OUTaAMM U/UIN OPOXKIKEBLIMU U MIECHEBbIMU Fpubamu;
® CUCTEeMHble MUKO3bl: CUCTEMHbI acnepruines n KaHAnLo03, KPMNTOKOKKO3 (BKJl0Yas
KPUMTOKOKKOBbIN MEHUHIUT; Y MAaLWEHTOB C UMMYHOAE(PULNTOM U Yy BCEX MALMEHTOB C

KpunTokko3om LIHC OpyHran cnegyeTt Ha3Ha4vyaTb TOJIbKO B C/lyYasx, €Ccqiv rnpenapaThl
NepBON JINHUN NeYeHnst He MPUMEHNMbI B JAaHHOM CJlyvae Uan HeaheKTMBHbI),
FMCTOMMIa3mMo3, CNOPOTPUX03, MAaPaAKOKLMAMONAOMNKO3, 61aCTOMUKO3 U ApYre CUCTEMHbIEe

n Tponnyeckne MMKO3bl,

® KaHOULAOMUKO3bl C MOPaKeHNeM KOXXU U CIIN3NCTbIX ob6onoyek (B T.u. ByﬂbBOBaFMHaﬂbeIVI

KaHOonao3s);

* rnybokue BuUcCLEpasibHble KAaHANA03bI;

® oTpybeBMOHLIN NuLLIaAN.

Pe>XuM po3upoBaHuA

Kancynbl criegyeT NnpuHUMaTh Cpa3y Nocsie efbl, rioTaTh LeJIMKOM.

PekomeHayemble n03bl OpyHrasa B 3aBUCUMOCTU OT NOKa3aHUi npeacTasaeHsl B Tabnuue 1.

lMoka3saHue Jo3a Mpomo/»KNUTENBHOCTb
200 mr 2
1 neHb
pa3a/cyT
200 mMr 1 pas/cyT 3 OHA
. . 200 mr 1 .
OTpy6eBuaHbLIN NnLWan 7 oHen
pas/cyT
200 mr 1 .
7 oHen
pa3/cyT
100 mr 1 pa3s/cyT 15 pHen
200 Mr 2 .
7 oHen

pa3a/cyT




100 mr 1 pas/cyT 30 gHen

21 neHb JNnTenbHOCTb NeYeHuns
. 200 mMr 1 MOXeT BblITb CKOpPPEeKTMPOBaHa B
pnbkoBLIN KepaTuUT .
pas/cyT 3aBUCUMOCTMN OT KJINHNYECKOW
KapTUHbI
. 100 mr 1 .
OpanbHbI KAHOWAO03 15 pHen
pas/cyT

BrnoaoCcTynHOCTbL NTpakoHa3ona Npu NepopasibHOM NpueMe MoXKeT OblTb CHMXXEHA Y HEKOTOPbIX
NaUMeHTOB C HAaPYLUEHHbIM UIMMYHUTETOM, HanpuMmep Yy 60/bHbIX C HEeTponeHuin, 6onbHbix CMNL
NN C MepecakeHHbIMK opraHaMmn. CnefoBaTesibHO, MOXKET NoTpeboBaThCs ABYKPATHOE
yBennmyeHne ao3bl.

|_|pl/l OHUXOMUWKO3ax NpoBoaAT NyJsibC-Teparnmio No cxeme, Hpeﬂ,CTaBﬂeHHOIZ B Tabnnue 2.

1-a 5-7 9-1
Jlokanmsaunsa oOHUXOMUKO30B 2-1, 3-4, 4-9 Hegp. 6-1, 7-4,8-49 Hen.

Hen. Hea. Hena.
lMopa>keHne HorTeBbIX

. Hepnenn, . Hepenwu, .
MJACTUHOK CTOM C nopaxeHnem | 1-n 2-1 3-1
csobogHble OT csobogHble OT

nnu 6e3 nopa>keHnst HorTeBbIX KypC KypcC KypcC

npnema OpyHrana npuema OpyHrana

MAaCTUHOK KMUCTen

. Hepenn, .
Mopa>keHne HorTeBbIX 1-in 2-n
. csobogHble OT - -

MAaCTUHOK KUCTen KypcC KypcC
npnema OpyHrana

OAavH Kypc NyJsbC-Tepannun 3aKYaeTcs B eXXeaHeBHOM rnpueMe no 2 kKanc. OpyHrana 2 pa3sa/cyT
(no 200 Mr 2 pa3a/cyT) B TedyeHue 1 Hepgenu.

Ons nevyeHns rpubKoBbIX MOPaXXEHUN HOMTEBLIX MJIaCTUHOK KUCTEN PeKoOMeHayeTcs 2 Kypca. Ans
neyvyeHns rpnbKoBbIX NMOPaAXXEHUN HOMTEBbLIX MNJ1ACTUMHOK CTOM PEKOMeHayeTcs 3 Kypca.
MpoMexyToK MeXxay KypCcamMu, B Te4eHne KOTOPOro He HY)KHO MpUHMMaTbL NpenapaT, cocTaBnseT
3 Hepgenn.

KnnHnyeckmne pesysibTaTbl CTAHYT 04eBUOHbI MOC/Ie OKOHYaHNS JlIe4eHUsd, No Mepe oTpacTaHuns
HOITA4.



yBenninTtb gosy go 200 mr 2

pa3a/cyT B C/lyyae
Kpome nynbC-Tepanum BO3MOXXHO NpoBefeHne HeNpPepbiBHOMO Ky pPoeldBREBORT AagHadatoT no 2

kanc./cyT (200 mr 1 pa3/cyT) B Te4eHue 3 Mec. ONCCEMUHUPOBAHHOMO

. 3aboneBaHus
BoiBeneHne OpyHrasa U3 KOXXM 1 HOrTEBOM TKaHW OCyLLEeCTBAAETCH MeaIeHHee, YeM U3 N1a3Mbl.

Taknm 06pa3oM, onTUMasibHbIE KJIMHUYECKME U MUKOIOrnyeckme acheKkTbl 4OCTUraloTCA Yepes 2-
4 Hepenu rnocjie OKOHYaHUs IevYeHns Npu NHPEKLMAX KOXKN 1 Yepes 6-9 MmecsiLeB noce
OKOHYaHMS NIeYEHNA HOrTEBbIX MH(EKLINIA.

Pexxnm 0o3npoBaHnA OpyHrana npwn nev4eHnmnm CUCTeMHbIX MUKO30B npencTtaBJieH B Tabnnue 3.

CpenHss
Moka3aHune Jo3a 3amMeyvyaHus
MPOLO/IKUTENBHOCTbL*
200 mr 1
Acneprunnes 2-5 mec
pas/cyT
100-200 mr
KaHonpos oT 3 Hep #o 7 mec
1 pa3s/cyT
KpunTokokko3 (Kkpome 200 mr 1
oTr2mMec oo 1 ropa -
MEHUHIrnTa) pas/cyT
KpNTOKOKKOBbIN 200 Mr 2
oT 2 Mmec po 1 ropa -
MEHUHIUT pasa/cyT
oT 200 mr
1 pa3s/cyT
MmcTtonnasmos 8 mec -
no 200 mr
2 pa3sa/cyT
oT 100 mr
1 pas/cyT
BnactomMnkos 6 mec -
0o 200 mr
2 pa3sa/cyT
100 mr 1
CnopoTpuxo3s 3 Mec -
pas/cyT




HNaHHble 06 3hheKTUBHOCTH
QHHOW [003MPOBKMW AN
100 mr 1 A A P A
MapakoKLNanNoMmnKo3 6 mec neyeHus
pas/cyT
napakokKLMgnNoMmKosa y
6obHbIX CMAL oTCyTCTBYIOT
100-200 mr
XpOMOMUKO3 6 mec -
1 pas/cyT

* - MPOOO/IKUTENBHOCTb JIEYEHNS MOXET BblITb CKOPPEKTMPOBaHA B 3aBUCMMOCTU OT KJIMIHNYECKOWN
3P PEKTUBHOCTU SleHeHNs

MobouyHoOe pencreue

Co CTOPOHbI MnLieEBapUTE/ILHOV CUCTEMBI: Ancnencmsa (TowHoTa, pBOTa, 3anop, Anapes,
CHMXXeHne anneTunTa), 6011 B XXMBOTE, TPAH3UTOPHOE MOBbLILLIEHNE YPOBHSA NeYeHOYHbIX
hepMeHTOB B MnJlaaMe KpoBu, renaTuT. B o4eHb peakux cnydasax pa3BuBanoch TAXKenoe
TOKCUYECKOE NOopa)KeHne rnevyeHmn (B T.4. ciydam oCTPOW MeYeHOYHOM HEQOCTAaTOYHOCTU C
JieTaJlbHbIM NCXOO0M).

Co cTopoHbl LUHC n nepugepnieckori HEPBHOV CUCTEMbI: TOJIOBHaA 60/1b, FOJIOBOKPYXKEHME,
nepudepmnyeckas HeBponaTus.

AIIepruyeckme peakumm: B oTAeNbHbIX CNy4asaX - KOXHbIN 3y, CbiMb, KPanuBHULA,
AHMMOHEBPOTUYECKUI OTeK, CUHAPOM CTuBeHCa-[>XOHCOHA, aHaduIakTU4eckme n
aHadmnakTonaHble peakuunm.

lepmaTonorndeckue peakuymm: B OTAEJbHbIX C/yYaax - asoneyuns, CpOTOCGHCVIﬁI/IJ'IVIBaLI,I/IFI.

Co CTOpOHH®I Cep,ﬂe‘-IHO—COC)/,ﬂMCTOIZ CUCTEMbI: OTEKMN, 3aCTONHas cepaeydHasda HeaAoCTaTO4YHOCTb UL
oTeK nerknx.

lMpoyme: HapyLLeHNs MEHCTPYasIbHOrO LMKAa, r’MnokaanemMmums.

npOTMBOHOKaBaHMﬂ K TPUME@HEeHMIO



®* 04HOBPEMEHHbIN NMPMeEM npenapaTos, MeTabonmsnpyemsoix ¢ yyactmem gpepmeHTa CYP3A4 n
CMocobHbIX yBenninTb QT-nHTepBan, B T.4. TeppeHagnHa, acteMnsona, MM30JacTUHA,
uusanpuga, gogpeTnanga, XMHMWONUHa, NMMo3naa, CepTuHAoNa, 1eBoMeTagoHa;

® 0QHOBpPEMEHHbIN NMpMeM MuaasosamMma a5 npnemMa BHyTpb U Tpruasonama;

®* O HOBpPEMEHHDbIN npuem meTabonmsmpyemoix ¢ y4actmem gpepmeHTa CYP3A4 nHrnbmntopos

MI-KoA-pefyKTasbl, TaKUX KaK CUMBACTaTUH N JIOBAaCTaTUH;

OOHOBPEMEHHbLIN NPNEM asikasiongoB CrOopPbIHbN TaKUX KakK AUrMApo3proTaMnuH,3proMeTpuH,

3ProTaMmH N METUNIPrOMETPUH;

® MoBbILWEHHAaa YYBCTBUTEJIbHOCTb K UTPAKOHA30y N APYrMM KOMMOHEHTaM npenaparTa.

C OCTOPOXKHOCTLIO CNlefyeT Ha3HayvyaTb NpenapaT Npu LMppo3e nevyeHun, XPoHNYeCcKonm noYeyHom
He[NO0CTAaTOYHOCTU, XPOHNYECKON cepaevyHON HeJoCTaTOYHOCTH, MNOBbILUEHHON YYBCTBUTEIbHOCTY
K OpPYruMm npenapaTtam rpynrbl a30/10B, @ TaKXe AeTAM U MOXUbIM NauueHTaM.

anMeHeHMe npu GEPEMEHHOCTM U KOpMJiIeHUM Tpyabio
OpyHran cnepyeT HasHa4vyaTb Npu HepeMeHHOCTU TOJIbKO NMPU YrPOXKaKLWMX XXU3HN CUCTEMHbIX

MMKO3aX, KOrfa oxxugaemasi nosib3a As XXeHLWWHbl NPeBOCXOANT MOTEHUNANbHbBIA PUCK OS5
naona.

MoCKOIbKY UTPAKOHA30J1 BblAENSeTCS C rPYAHbIM MOJIOKOM, NMpyu HEO6X0ANMMOCTM ero
NPMMeHeHNsl B Nepuoa lakTauun rpyaHoe BCKapManBaHue crenyeT NpekpaTuThb.

XeHLnHamM 0eTopoaHOro Bo3pacTa B nepuog npuema npenapaTta Heo6xoaMMo NCMosb30BaTh
aJleKBaTHble MeTOobl KOHTPaLENuUUM Ha NPOTAXKEHUN BCEro Kypca JSie4eHns BrioTh A0
HaCTYNJIeHUs NepBO MEHCTPYALIUN NMOCJIe ero 3aBepLUeHuns.

NMpuMeHeHMe NpU HapyLeHUAX (PYHKLUMN NeYeHHU

C 0CTOPOXHOCTHIO CnefyeT Ha3HavYaTb NpenapaT Npu Umuppo3e nevyeHu.

NMpuMeHeHMe NpU HapyLleHUAX (PYHKL UM novyekK

C oCTOpOXHOCTHIO CnefyeT Ha3HavYaTb NpenapatT npu XpOHVI‘-IeCKOI7I MOYe4YHOM HELOCTAaTOYHOCTM.

NMpuMeHeHUue y aeTen

C OCTOPOXXHOCTbBIO cneanyeT Ha3HavYaTb AETHAM.

anMeHeHMe Y NO>XKMUJbIX MalUEeHTOB

C OCTOPOXHOCTbIO CleaAyeT Ha3Ha4d4aTb NMOXXWJ1biM NauneHTaM.

OcoOble yka3aHuA

Mpu nccnenoBaHUN IEKAPCTBEHHON popMbl NpenapaTa OpyHran ans B/B BBeAEHUS, MPOBOAVMOM



Ha 340pOoBbIX A0OPOBObLLAX, OTMEYanoch npexoasuee 6€CCMMNTOMHOE YMeHbLUeHNe hpakLnm
BbIOpOCa N1eBOro »Kenyno4yka, HopMaJsin3oBaBLLEeCcs A0 Ceaylolen nHdy3nm npenapaTa.
KnnHn4yeckas 3HaYMMOCTb NOJIyYEHHbIX OAaHHbIX OJ151 NepopasibHbIX NeKapCTBEHHbIX hopM
Hen3BecTHa.

Ob6Hapy»XeHO, 4TO NTpakKoHa3os obnagaeT oTpuLaTEIbHBIM MHOTPOMHbLIM 3EKTOM.
CoobLanochb 0 cnyyasax 3aCcTONHOM cepAevYHON HeLO0CTaTOYHOCTU, CBA3aHHbIX C MPMEMOM
OpyHrana, B CBSI3X C 4eM NpenapaT He cnenyeT NpUHUMaTb NauneHTaM C XPOHNUYEeCKOoMn
cepOeyvyHon HeoCTaTOYHOCTbIO UK C Hann4mem 3Toro 3aboneBaHns B aHaMHe3e 3a
NCKJIOYEHNEM CyYaeB, KOrga BO3MO)XKHas NoJsib3a 3HAaYNTEsSIbHO NPEBOCXOANT NOTEHUMANbHbIN
puck. Mpn nHANBMAYanbHOW OLLEHKEe COOTHOLIEHNS NOJIb3bl N PUCKa cnefyeT NPpUHUMaTb BO
BHMMaHMe Takne (haKTopbl KaK CEpPbe3HOCTb NOKa3aHUN, PpeXxum 003MPoBaHUS 1
WHANBMAYasbHblIE (DAaKTOPbl PUCKA BO3HMKHOBEHUS 3aCTOMHOW CepaevYHOon HeaoCTaTOYHOCTU.
daKkTopbl pUCKa BKJOYatOT B ceba Hanm4me 3aboneBaHni cepaua, Takmx Kak MBC nnm
Nopa>keHns KJanaHoB cepaua; cepbe3Hble 3aboneBaHnA Nerkmx, Takme Kak 06CTpyKTUBHbIE
NOpa>KeHUS Nerkunx; novYeyHyo HegoCTaTO4YHOCTb UK Apyrune 3abonesBaHns, CONPoBOXKAatoLmecs
oTekamun. Taknux nauymeHToB Heob6xoaMMO NPOVNHGPOPMUPOBATL O MPU3HAKAX U CMMATOMax
3aCTONHON CEPAEYHON HEQOCTATOYHOCTU. JleyeHne OOo/IKHO NPOBOANTBLCA C OCTOPOXKHOCTbIO, NpU
3TOM He0bX0AMMO MOHUTOPUPOBaTb BONLHOrO Ha NpeaAMeT BO3HUKHOBEHUSA CUMNTOMOB
3aCTOMHON cepAeYvyHON HefoCcTaTo4YHOCTU. Mpu nx nossneHnn npunem OpyHrana Heobxoammo
npekpaTuTb.

Mpwn ogHOBPEMEHHOM MpuemMe nTpakoHasoNa 1 610KaTOPOB KasibLMEBBLIX KaHal0B cnepyeT
cobntogaTb OCTOPOXKHOCTb.

Mpn MOHUXKEHHON KUCAOTHOCTU XXeNyaoo4YHOro coka abcopbumnsa ntpakoHasosa HapyLwaeTcs.
MaymeHTaMm, NPUHMUMAOWMM aHTauMaHble npenapaTbl (HanpuMep, T’MAPOKCUL aJlloOMUHNSA),
PEKOMEHAYETCHA UCMONb30BaTh UX HE paHee, 4eM 4Yepes 2 4 nocne npmema OpyHrana. MNauneHTam
C axsoprnapven nam npuMeHsaLWwmnm 6,J10KaTopbl FTMMCTaMUHOBBIX H,-pelienTopos nu NHrMbuTOopbI
NPOTOHOBOW MOMMbI, PEKOMEHAYETCS NPUHMMATb Karncybl, 3anN1MBas KOJION.

B o4eHb peakux cnyyaax npu npumeHeHun OpyHrana pa3BuUBasoCh TAXKeNIoe TOKCU4ecKoe
nopa)keHne nevyeHu, B T.4. CJly4anm OCTPON NeYeHOYHOM HeAOCTaTOYHOCTY C JIeTaslbHbIM UCXOL0M.
B 60/bLUIMHCTBE C/ly4YaeB 3TO HabOAaN0Ch Y MALMEHTOB, YXKe UMeBLUMX 3ab60/1eBaHNS NeYeHu,
b0 NosyyaBLLINX TePanuo NTPAKOHA30/10M MO CUCTEMHbIM NOKa3aHuaM, TMbo MMeBLLUNX Apyrue
TsxKesnble 3aboneBaHns, a TakXXe y NaLUMEHTOB, NONyYaBLUMX APYrue NeKapCTBEHHbIE CPeacTBa,
obnapatowme renaToTOKCUYECKUM OEeACTBMEM. Y HEKOTOPbLIX NALMEHTOB He BbISIBNAAINCH
o4yeBUAHbIE DAaKTOPbl PUCKA B OTHOLLUEHWM NOPaXKeHUst nevyeHn. HeckobKo Taknx Ciy4vyaen
BO3HWKJ/IM B NepPBbI MeCsiL, Tepanun, a HEKOTOpPble - B MepBY0 HeJeto IevyeHns. B cBsA3n € 3Tum
peKoOMeHOyeTCs perynsipHoO KOHTPOIMPOBaTb (PYHKLMIO NEeYEHM Y NaLMEHTOB, NONYyYatoLNX
OpyHran. MauneHToB cnenyeT npeaynpeanTb 0 HEOOX0AMMOCTN HEMEAJIEHHO
NPOMHMOPMNPOBATL Bpaya B C/ly4ae BO3SHUKHOBEHWUS CMMNTOMOB, NMpegnofaratoLmx
BO3HWKHOBEHME renatuTa (aHOpPeKCUn, TOLWHOTLI, PBOTHI, c/labocTn, 6onn B XX1BOTE 1
NOTEMHEHUN MO4M). B cnyyvyae NosiBNIeHUs TaKUX CUMNTOMOB HEOBXOANUMO HEMEIEHHO
NPEeKPaTUTb TepPanuio 1 NPoOBECTU ncciegoBaHne QYHKUUN nevyeHn. MaumMeHTaM ¢ NoBbILLEeHHbIMN
YPOBHAMU NEYEHOYHbIX (PEPMEHTOB NN 3aboieBaHNAMM NeYeHn B aKTUBHOW (hase, naum npu
nepeHeCceHHOM TOKCUYECKOM MOopakeHnn nevyeHn npu npueMe gpyrmux npernapaToB He cnenyeTt
Ha3HayaTb SieyeHne OpyHrasioM 3a UCK/IIOYEHMEM Tex CIy4aeB, KOra oXKuaaemas rnoJsib3a



OornMpaBAblBae€T PUCK NMOparkeHns nevyeHun. B aTnx cnyvasix HeobxoAnMMO BO BpeEMS Jle4eHUs
KOHTPOJIMPOBaTb YPOBEHb NeYEHOYHbIX (hePMEHTOB.

Y naumeHTOoB C HApPYLUEHUAMN PYHKUUN NeYeHU N/uan pyHKUMN NoYeK npenapaTt NnpuMeHsoT nog
KOHTPOJIEM YPOBHSA UTPaKOHa301a B nNaa3Me 1, Npy HeobxoanMocCcTun, NPOBOASAT KOPPEKLMIO 03bl
OpyHrana.

Bcnencrteme hapMakKOKMHETUYECKUX XapPaKTEPUCTUK HE PeKOMeHAyeTcs Ha3HavyaTb OpyHran B
dopmMe Kancyn Ana Havyana IeYeHUss CUCTEMHbIX MUKO30B, NPEeACTAaBSAOWMNX YIPOo3y OIS XKU3HN
nauneHToB.

JNlevawnin Bpay A40J/HKEH OLEHNTb HeobXoAMMOCTb Ha3HaYeHUs NoAaep)XKUBatoLwen Tepannm
nauweHTam co CMN[I, paHee nosy4yaBLNM IeHeHME NO NMOBOOY CUCTEMHbIX FPUBKOBbLIX MHDEKLWIA,
HanpuMep, cnopoTpuxo3a, 61acTOMUKO3a, FTMCTOMJIAa3M03a UM KPUMTOKOKKO3a (Kak
MEHWHreasibHOro, TakK U HEMEHUHreasibHOro), y KOTOpPbIX CyLWeCcTBYeT pUCK peungnsa.

Mpn BO3HUKHOBEHUN NMepudepmnyeckon HeBponaTm, ecim oHa obycnosneHa npuemom OpyHrana,
npenapaT OTMEHSIOT.

HeT AaHHbIX O NepeKpecTHOM rmMnep4yyBCTBUTENBHOCTY K UTPAKOHA30/1y U APYrM a30/10BbiM
NPOTUBOrpMOKOBLIM NMpenapaTam.

Wcnonb3oBaHue B negnatpum

MOCKONbKY KJIMHNYECKUX AaHHbIX O NpuMeHeHnn OpyHrana y neTen HegoCTaTo4yHOo, He
peKoOMeHAyeTCs Ha3HavyaTb ero AeTaM, 3a UCKJIIYEeHNeM Cly4aeB, Korga oxxugaemas nosb3a
NPeBOCXOAUT BO3MOXHbIN PUCK.

BnsiHne Ha criocCObHOCTb K BOXKAEHWIO aBTOTPAHCIOPTa U yrpaB/IEHNI0O MEXaHN3MaMU

Mpuem OpyHrana He oka3biBaeT BO3OENCTBUSA Ha CMOCOBHOCTb YNpaBasiTb aBToMobuneM v
paboTaTb C TEXHUKON.

Nepepno3npoBKa

O cnyyaax nepeno3mpoBKy npenapaTta OpyHran He coobLlanoch.

JleyeHue: npu cryvYanHom nepeno3rMpoBKe B TeYEHNE NMEPBOro Yaca nocJse nprvema npenapaTta
cnefyeT NPOBECTU NPOMbIBAHNE XeNyaKa U, ecsin 3TO HeobXoAMMO, Ha3Ha4YNTb aKTUBUPOBAHHbIN
yrosib. UTpakoHa30/1 He BbIBOAUTCS Npu remoanannie. Cneunpunyeckoro aHTUAo0Ta He
CylLlecTByeT.

JleKapcTBeHHOe B3auMogeucTBume

JlekapCTBEHHbIE CPeACTBA, OKa3biBaloLMe BANSHUE Ha abcopbumio NTpakoHa3o/1a

JlekapCTBEHHbIE CPEeACTBA, YMEHbLUAKLWINE KUCJIOTHOCTb »XXeyA04YHOr0 COAEP)XMMOro, CHUXKAKT
abcopbuunto nTpakoHasoNna, 4TO CBA3aHO C PaCTBOPUMOCTbIO 060s104eK Kancy .



HEKapCTBeHHbIe cpeacTBa, OKalblBawuine BJINSAHNE Ha meTabonnsm NTPaKoHa3oJ/1a

B nccnenoBaHusax 6b1s10 yCTaHOBIEHO, YTO Npy B3auMoaencTemmn OpyHrana ¢ pudaMnmumnHomM,
pnabyTnHOM 1 peHNToMHOM BUOJOCTYNHOCTL NTPAKOHa30/1a U MTMAPOKCU-UTPaAKOHa30/1a
3HAa4YNTENbHO CHUXKAETCS, 4TO NPUBOAUT K CyLLECTBEHHOMY YMEHbLUEHUIO 3PHEKTUBHOCTM
npenapaTta. O4HOBpPEMEHHOE NpUMeHeHne NTpakoHasos1a C AaHHbIMU NpenapaTamMu,
ABMAOWNMNCA MOTEHUMANTbHBIMU NHAYKTOPAMUN NEYEHOYHbIX (DEPMEHTOB, HE PpEKOMEeHAYeTCS.
NccneposaHnsa B3anMoOencTBna € APYrMMyu MHAYKTOPaMN Ne4yeHoYHbIX (DEPMEHTOB, TaKUMU KakK
kapbamasenuH, peHobapbuTan n n3oHMasng, He NPOBOAUANCH, OAHAKO aHaoOrM4yHbIe
pe3ysibTaTbl MOXXHO NMPeAnoIOXNTb.

Tak Kak UTpakoHa30/1 B OCHOBHOM MeTabonnsnpyetca nsogpepmeHtom CYP3A4, noTeHUMasbHbIE
NHrMbUTOpPbI 3TOro hepMeHTa (PUTOHABUP, NUHANHABUP, KNAPUTPOMULUH U SPUTPOMULINH) MOTYT
yBenn4mBaTb 6MOAOCTYNHOCTb UTPakoHa3oa.

BraunsHne NUTPaKoOHa3oJia Ha meTabosm3m ApYyrunx JieKapCTBEHHbIX CPeACTB

NTpakoHa3on moxeT nHrnbuposatb MeTabonmsm npenapaTtos, MeTabonmsnpyembix
n3ogepmeHToM CYP3A4. Pe3ynbTaTOM 3TOr0 MOXKET ObITb YCUAeHNe v NPOSIOHrNpoBaHNe nx
nenctemnsa (B T.4. Nno6o4HbIX ahdekToB). Nepen HavyasioM NpMeMa CONyTCTBYOWNX NEKAPCTBEHHbIX
npenapaToB HeOBXOANMO MPOKOHCYIbTUPOBATHLCA C JieYallMM BpayoM Mo rnosody nyTemn
MeTabonmimMa gaHHOro npenapaTa, YKa3aHHbIX B MUHCTPYKLUMN N0 MeANLNHCKOMY NPUMEHEHMIO.
MNocne npekpaweHns Ie4eHNa KOHLEHTPaLUN NTPaKoHa3oJs1a B Nia3Me CHUKaITCA MOCTENEHHO B
3aBUCUMOCTU OT [03bl U ANUTENILHOCTU JlIe4eHNa. 3TO cefyeT NpuH1UMaThb B pacHeT Nnpu oL eHkKe
NHrnéupyowero adekTa NTpakoHasosia Ha MeTabosM3M 0OJHOBPEMEHHO Ha3Ha4YaeMbIX
npernapaTos.

Mpu NnpoBeaeHUn Kypca nevyeHnss OpyHrasom Hesb3si Ha3HavYaThb:

®* TepheHaVH, acTEMM30J, MU30NIACTUH, Ln3anpua, nopeTniang, XMHUANH, NMMMO3uAa,
cepTuHOOoN, NeBoMeTafoH, NPUMeHeHne KOTOPbIX COBMeCTHO ¢ OpyHrasioM MoXXeT NpuBecTun
K YBENNYEHMNIO KOHLLEHTPpaUUnM 3TUX BELWECTB B NJa3Me, 4TO B CBOKO o4epenb MOXeT
Bbl3BaTb yBenn4deHue nHtepsasa QT v B peaKknx csiy4aax - napoKCn3mManbHYyIo
Xenynoykosyto Taxukapauto Tuna \\"nupyaT\\\" (torsade de pointes);

®* Mupasonam ona npuemMa BHYTPb U Tpuasosam;

* meTtabonmsnpyembie pepmeHToM CYP3A4 nurnbutopsl FMIr-KoA-penykTasbl, Takme Kak
CMMBACTaTWUH 1 NIOBacCTaTUH;

® npenapaTbl aJIkaJIOUA0B CMNOPbIHbW, TAKNE KakK AUruApO3ProTaMmnH, 3proMeTpuH,
3proTaMmH U MeTUN3ProMeTpPUH;

®* 610KaTOpPbl KaNbLMEBbLIX KAaHAOB - B AOMOJIHEHNE K BO3MOXXHOMY (DapMaKOKMHETNYECKOMY
B3aMMOOENCTBUIO, CBA3AHHOMY C 06wmM nyTeM MeTabonnsma C yvactmem pepMeHTa
CYP3A4, 6n10KaToOpbl KaNbLMEBbIX KaHa/I0B OKa3bIBAlOT OTpULaTENIbHbIN NHOTPOMHbLIN
3(hheKT, KOTOPbIN MOXKET yCunmBaTb NoA06HbIN 3 HEKT NTPaKoHa301a.

Mpwn ogHOBpeMeHHOM Ha3HavyeHun ¢ OpyHrasom ciegyeTt CnegnTb 3a YPOBHAMU B Na3sMme,
nencrtemeM, NnoboYHbIMN 3hheKTaMn NepopanbHbIX aHTUKOArYISHTOB; UHrMbuTopos BNY-
npoTeasbl (TaKNX KaK pUTOHABUP, UHONHABUP, CAaKBUHABUP); HEKOTOPLIX MPOTUBOOMYX0JIEBbIX
npenapaToB (Takux Kak ankasomabl 6apBMHKa po3oBoro, bycynbgaH, goueTtakcen,



TpumeTpekcaT); meTabonmanpyowmxca nsogpepmeHToMm CYP3A4 6n10KaTOpPOB KasbLNEBbIX
KaHanoB (QUrnaponupuanH n Bepanamuil); HEKOTOPbIX MMMYHOCYNPECCUBHbIX CPeACTB (Takux
KaK LMKIOCMOPUH, TaKPOAMMYC, CUPOSINMYC); HEKOTOPbIX MeTabonnsnpyeMbix hepMeHTOM
CYP3A4 nHrnbumntopos MI-KoA-pefyKTasbl, TakKMX Kak aTopBacTaTuH; HeKOTopbix NKC, Takux Kak
OynecoHup, oekcaMmeTasoH U MeTUANPEeaHU30JI0H; @ TakKXXe AUroKCUHa, KapbamMasenunHa,
bycnupoHa, anbheHTaHWNa, aanpasonama, bpoTmnzonama, Mmmagasonama (s/B), pudabyTuHa,
MeTunnpenHn3onoHa, sbactnHa, pebokceTnHa, penarnMHnga, gusonmpaMmuaa, LnMaocTasona,
aneTpunTaHa, ranoaHTpuHa. lNpn ogHOBpPEMEHHOM NpuMeHeHnu ¢ OpyHrasioMm 403y Bbille
nepeyncneHHbIX NpenapaTos, ecsin Heobxoanmo, cnegyeT yMeHbLIaThb.

B3avmogencrteuns Mexay NTpakoHa3oJioM N 3MgoByanHOM m q)J'IyBaCTaTVIHOM He o6Hapy>KeHo.
He oTMe4anocb BANSAHUA MTPaKOHa30J1a Ha MeTabonnim STUHUNSCTPaAnNoOa N HOPITUCETPOHaA.
BaunsiHue Ha cBs3biBaHue ¢ besikamu

NccnepoBaHus in vitro npoaeMoHCTPUPOBAIN OTCYTCTBUE B3aMMOAENCTBUS, 06yCNOBNEHHOMO
KOHKYpPEHLMeN 3a CBSA3bIBaHME C 6esIkaMu NiasMbl, MEXAY UTPAKOHA30/10M N TaKUMU
npenapaTaMy Kak UMUNPaMNH, NPOMPaHoIoN, Ana3enam, LMMeTUANH, MHOOMEeTaLH,
TonbyTamMmna n cynbgameTasuH.

YcnoBusa xpaHeHua npenapaTta OpyHran

Cnucok b. MNpenapaT cnefnyeTt XpaHUTb B HEAOCTYMNHOM A1 AeTell MecTe nNpu TemnepaType oT
15° po 30°C.

CpoOK rogHoOCTH

3 roaa.

YcnoBua peasavsauum

lMpenapaT oTnycKkaeTcsa Nno peuenTy.



