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VHCTPYKIMA
- TI0 MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O

TIPEITAPATA TEKHA30JI®

PerucrpannoHHbIi HOMep:

Toprosoe HaumenoBanue: Texnazon®

MeskayHapogHOE HEATEHTOBAHHOE WJIU I'PYNIMPOBOYHOE HANMEHOBAHNE: UMPAKO-
Ha30n |

JlexapcrBenHas ¢opma: Kancyssl.

Cocras: g 00nou Kancyne codepocumcesa: UTpaKoHa301a MEKponeteT 460,0 Mr

(meWcTByIOIIEE BEMIECTBO: HTpakoHa3oal — 100,0 mr;

BCIIOMOTaTeNbHBIE BEIIECTBA: THAPOKCHIponmwiIMeTHnnentono3a E 5 — 150,0 mr, mak-

- porou (OIMATHIEHIINKONE) — 18,0 Mr, caxapHEle TpaHyIH (caxaposa 62,5-91,5%, kpax-

MaJl KyKypy3HbIi 8,5-37,5%) — 192,0 mr.

- Kopnyc kancynbl: KpacuTenb kapamens npocras (E 150) - 1,5000 %, soxa — 14,5000 %,

xenatud - 1o 100 %;

Kpblieuka Kancynvl: KpacuTens azopyoun E 122 - 0,2000 %, Boaa — 14,5000 %, kpacu-

TENb CUHUH naTeHToBadnbiit V (E 13 1) - 0,0018 %, ThTaHa z[ﬁoxcnn (E 171) - 2,0000 %,
JKeIaThH - 10 100 %.

Onucanue: TBEp/bIE XKENATHHOBEIE KancyIbl Ne 0, KOPITYC KancyJisl — IPO3payHEbIi, Ko-
PHYHEBOTO [IBETA, KPHILEYKA KanCyJIbl — MaToBas, PO30BOTO IIBETA;

COAEPKUMOE KariCyIl Gesble UM 04Ty Oerble chepuueckine MUKPOIIEIIIETEL.

DapMakoTepaneBTHYECKas IPYNNa: IPOTUBOrPHOKOBOE CPECTRO.

Kox ATX: JO2ACO02.

DapMaKoI0rHYeCKHe CBOiCTBA

Dapmarkoounamuxa

TexHazon®- cuaTETHYECKOE npOTnBorpHGKoabe CPEJICTBO IIMPOKOTO CIEKTpa JAeHCTBHA,
COZEpXalee UTPAKOHA30J, IIPOU3BOAHOE TpHasona. MexaHu3M AeHCTBHS HTpaKOHA307a
3aKJIFOYaETCs B MHIHOMpPOBaHUM OHOCHHTE3a 3procreposa - ocanHoro KOMIIOHEHTA KJIe-

TOYHONW MeMOpaHel rpuba, y4acTBYIONIErOo B IIOJIEPKAHAN CTPYKTYPHOH IEIOCTHOCTH
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MemGpans!. HapyiieHne ciHTe3a 3procTepona [PUBOJUT K; H3MCHCHUEO [IDOHH

MEMOPaHBI ¥ JTU3KCY KIETKH, YTO ¥ 00y CIaBIMBacT IPOTUBOrpUOKOBEI 3P EKT rpenapara.
VITpaKkOHA30] aKTUBEH B OTHOIICHAN MH(EKIIHH, BEI3HIBAEMBIX rpubamu:

Candida spp. (Bxmouas Candida albicans, Candida tropicalis, Candida parapsilosis n Can-
dida dubliniensis), Aspergillus spp., Blastomyces dermatidis, Cladosporium spp., Coccidi-
oides immitis, Cryptococcus neoformans, Geotrichum spp., Histoplasma spp., BKIro1as

H. capsulatum, Paracoccidioides brasiliensis, Penicillium marneffei, Sporothrix schenckii n
Trichosporon spp. ITpakoHa3011 Ta)oKe IOKa3all akTHBHOCTh B OTHOIIECHHMH Epidermophyton
floccosum, Fonsecaea spp., Malassezia spp., Micrbsporum spp., Pseudallescheria boydii,
Trichosporon spp. ¥ OPYTUAX OPOROKEBBIX ¥ IPUOKOBBIX HH(EKIIHH.

. Candida krusei, Ca‘ndida. glabrata n Candida tropicalis sSBISIOTCS HAUMEHEE TyBCTBUTENb-
HBIMHM K JIEHCTBHIO HTpakoHasona Bunamu Candida. In vitro pox Candida BECKONBKO H30-
JTAPOBAHHO MTOKA3BIBAJ OJHO3HAYHYIO PE3UCTCHTHOCTE K HTPAKOHA30IY.

OCHOBHBIMH THIIAMH TPHOOB, PAa3BUTHE KOTOPHIX HE MOIABIIAETCS UTPAKOHA30JI0M, SIBJIS-
1o1cst Zygomyces (Rhizopus spp., Rhizomucor spp., Mucor spp. u Absidia spp.), Fusarium
spp., Scedosporium spp. u Scopulariopsis spp.

VCTOMYMBOCTE K a30j1aM Pa3BHBAETCS MEIUIEHHO U YacTO SBIISETCS Pe3yJIbTaTOM HECKOMb-
KHX reHeTquCKﬁx myTarui. OnucaHHbIe MEXaHU3MBbl Pa3BUTHSA ycmﬁtmﬁocm BIJTFOJAIOT

,

B cebs runepakcupeccuro rera ERGI1, kogupyromero gpepment 140-1umerrnasy, KOTOPBIH
SBILIETCS] OCHOBHOH MUINEHBIO AEHCTBHA a30110B, ¥ Toueunble MyTanuu ERG11, mpusoas-
IIKE K YMEHBIIIEHUIO CBSI3bIBaHMA (EPMEHTOB C a30JIaMHU H/UIH K aKTUBAIMH TPAHCIIOPTHEIX
CHCTEM, YTO MPHUBOIUT K YBEJIHYCHHIO BBEIBEIEHHS a30i10B. Habmronanace mepekpecTHas
ycroiuuBocth Candida spp. K ipenaparam IpynIbl a3070B, XOTs YCTOMYMBOCTE K OJHOMY
npenapary 3TOH rpyIisl HeoOs3aTeNbHO 03HAYaeT HaIUIHe YCTOMYHBOCTH K APYTHM Hpe-

‘maparam rpyms! a3o510B. Coobimanocs o mrammax Aspergillus fumigates, yCTOMIHUBEIX K
UTPAaKOHA30IIY.

DapmakoKunemuka

MakcuManbHas KOHIEHTPANs UTPaKOHa30Ja B IIIIa3Me JOCTHIaeTcs yepes 2-5 4 mocie
OIEpOpaNbHOr0 IpueMa. BceiencTBue HEMWHEHHOH (apMaKOKWMHETHKH, HTPaKOHA30I1

HaKaIIMBaeTCs B IIa3Me KPOBH IIPU MHOT'OKpaTHOM mnpHeMme. PaBHOBECHAs KOHIIEHTpa-

Oy ATPaKOHA30J1a, KaK IIpaBuiIo, LOCTUIacTCA B TCUCHUE ITPIMEPHO 15 I[HCﬁ, TIpU 3TOM
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3HaYeHns MaKcUMaIbHON KOHIEHTPAIUH (Crmax

1,1 Mxr/mi 1 2,0 MKD/MII COOTBETCTBEHHO IIOCIE NIEPOPATbHOI0 BBEICHHS 100 mr 1 pa3
B eb, 200 Mr 1 pa3 B nenb u 200 Mr 2 pasa B fieHb. KoHeyHbI# neproa TIOJTyBHIBEICHUA
0OBIYHO cocTaBiAeT 16-28 4 mpu omxHOKpaTHOM IpHeme ¥ 34-42 9 npu MHOTOKPATHOM
npueme. Kornenrpanus mpaxomiaona B IUIa3M€ KPOBU CHIDKAETCA IO IPAKTHICCKH
HEOMpE/IENIEMOT0 3HAYEHIs B TeyeHune 7-14 nHel ocne NpeKpalleHus Tepaii B 3aBH-
CHMOCTH OT Ha3HAaUEHHOM JO3Bl U IIPONOJDKATENBHOCTH JedeHns. ObIee cpennee 3Ha-
yeHHe KIMpEHCa UTPAKOHA30/1a B IjIa3Me IPX BHYTPHBEHHOM BBEJICHHH COCTaBIsET 278
mu/muH. KiupeHe uTpakoHas3ola yMeHbIIaeTcs Ipu Oosiee BHICOKHX 033X B CBS3M C
HACHIII[EHUEM ITyTeH ero MeTaboIHu3aiy B IEYESHH.

Abcopoyusn

Wtpaxonaszon 6biCcTpo abcopOupyeTes mocie nprueMa BHYyTph. MakcuManbHbie KOHIEH-
Tpanuu HEH3MEHEHHOTO UTpaKoHa3o0ja B IU1a3Me AOCTUTAIOTCA B Te4eHHe 2-5 4 nocie
IIEpOPATBHOrO IpHeMa Karcynbl. AGCOMOTHAas OHOIOCTYITHOCTh HTPaKOHA30ja Iocie
NepOpPAIEHOrO IPHEMa COCTABIISET OKOIIO 55 %. IIpu nepopanbHOM IPUMEHEHUN MaKCH-
MaJbHasi OMOOCTYITHOCTh UTPAKOHA30Ja OTMEYACTCS IIPH MPHEME KaICyJl cpa3y Mmocie
elpl. BcacsiBanne HTpakoHa30I1a B Karcyaax CHIDKEHO Y MAaIlUEHTOB ¢ MOHMKEHHOM KHC-
JIOTHOCTBIO XKETYyL0YHOr0 COKa, HalpuMep, Ha oHe IpueMa npenaparos, HOAABISIIONINX
CEKPEIHIO CONSHOM KHCIOTH B XKENyAKe (TAKMX KaK aHTarOHHCTH H2-THCTaMHHOBBIX
PELEenTopoB, HHIMOUTOPE! IPOTOHHOM HMOMITBI), WIH Y HAUCHTOB C aXJIOPTHUApHEH Ha -
¢one pa3nuuHbIX 3a001eBanHmil. BeackiBaHe HTPaKOHA30J1a HATOLIAK Y TAKUX MAIlHEH- .
TOB yBEIMYMUBAETCS IPH MPUEME MTPAKOHA3071a B (hopMe Kancy OfHOBPEMEHHO C KHC-
JBIMMA HallUTKaMu (TaKMMH Kak HeaueTwuyeckas kona). [Ipu mpueme mTpakoHazona B
dbopme kancyn B gose 200 Mr OI[HOKpaTHO-HaTOH.IaK COBMECTHO C He,unemqeckoﬁ KOJIOH
nocie npe,uBap'nTenbﬂoro IpUeMa aHTarOHUCTA H2-rn0TaMH_HoBf>Ix PELENnTOPOB paHu-
THUIVHA BCACHIBAHHE HTpaKOHésona OBLIO COIIOCTaBUMBIM C BCACHIBAHHEM HTPAKOHA30J1a
B (opmMe Karcyn Ipu npreMe TOJIBKO JaHHOTO IpenapaTa. DKCIIO3MIHS HTPAKOHA301Ia
HIDKE IPH IPHEME HTPAKOHA30J1a B BUE KaIlCyJ IO CPaBHEHHIO C 9KCIIO3UIUEH UTPaKo-

Ha30J1a IPY IPHEMe TOH K€ J035I B BHJIE pacTBOPA JJIA IpHEMa BHYTPb.

Pacnpedenenue
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Wtpakonason Ha 99,8 % CBsA3BIBacTCA C Oenxdmu IU1a3Mb, B QCHOBHOM, G, a/1b

OyMHHOM

(TMIPOKCHMTPAKOHA30] CBA3BIBAETCS C ABOYMHHOM Ha 99,6 %). Taxxe 0OTMEYEHO CPOA-
CTBO K JUNUAaM. B HECBSI3aHHOM BUJE B IIA3ME OCTACTCS TOJIBKO 0,2 % WTPAKOHA30IIa.
Kaxymuiica 06beM pacnpenenerus > 700 11, 9T0 CBUACTENBCTBYET O €ro 3HAYMTCIEHOM
pacnpenenénnn B TKaHX. KOHIEHTpanuy B JIErKuX, NOUKaX, KOCTAX, JKEIyIdKe, cele-
3eHKe ¥ MBIIILEX B 2-3 pasa BIIIE, 46M COOTBETCTBYIOIIME KOHIEHTPALMH B MIa3Me, IIPH
STOM KOHIIEHTpAIHs Ipenapara B TKAHsIX, COAePKAIIIX KEPaTUuH, 0COOCHHO B KOXKE, IIPH- |
MEPHO B 4 pa3a NpeBBILIACT KOHIEHTPAIMIO B I1asMe. KoHIeHTpanus B CIIMHHOMO3I0-
BO¥ JKHIKOCTH 3HAYMTENIHHO HIDKE, 4eM B INTa3Me KPOBH, TeM He MeHee, Oblila IPOeMOH-
cTpupoBaHa 3p()EKTUBHOCTS HTPAKOHA301Ia IPOTHB BO30yauTENneH HHEKIHHA, IpUCyT-
CTBonnmx B [{epe6POCTIMHATBHOM JKHIKOCTH. |

Memabonuszm

Kaxk 65110 IOKa3aHO B uccuenoBanmsx in vitro CYP3A4 sBiusetcss OCHOBHBIM H30(pep-

MCHTOM, YYaCTBYIOIIUM B MeTaboIn3Me HTpaKOHAa30J1a. I/ITpaKOHaBOJI IOABCPracTcs ax-

THBHOMY MeTa00JIN3My B.II€YeHH ¢ 00pa30BaHIEM MHOXKeCTBa MeTab0auTOB. OCHOBHEIM

MeTabO0JIUTOM SBIAETCS THAPOKCHUTPAKOHA30J, KOTOPHIA in vitro 00lajgaeT IpOTHBO-
rpuOKOBOI aKTUBHOCTEIO, COIIOCTABUMOM C UTpaKoHa3010M. KoHIEHTpaluu THAPOKCH-
UTpaKOHAa30Ja B IIa3Me IPUMEPHO B 2 pa3a MPEBHIIIAI0T KOHICHTPAIMI0 UTPaKOHA301a.
IKckpeuusn

I/ITpaKbHason BBIBOJIUTCS IPEUMYILECTBEHHO B ()OpME HEAKTHBHBEIX METa0OINTOB C MO-
qoit (35 %) u xanom (54 %) B TeueHHE OHOU HEAEIH MOCIIe IpUeMa pacTBOpa sl IIpH-
ema BHyTpb. Iloueunas sKCKpelys HTPaKOHa3011d ¥ €r0 aKTUBHOIO MeTa00JIMTa THAPOK-
CHMTpaKOHa301a cocTaBisaeT MeHee 1 % oT mo3sl penapara, BBEJCHHON BHYTPUBEHHO.
Ha 0CHOBaHUH PE3yNBTATOB M3yYeHns GpapMakoKuBeTuKH *C-MedeHoro mpemapara mo-
Clie HepOpalbHOr0 NpHEMa BEIBEIEHHE HEM3MEHEHHOTO HTPAKOHA30Ja ¢ KaJlOM Bapbu-
pyet ot 3 % 1o 18 % npunsToi 10361 [TockoabKy nepepacnpeneﬁeﬂne UTPAaKOHA30Ja U3
TKaHEH, COJEepKAIlUX KEpaTHH, ABJETCS HE3HAUYUTEIbHBIM, BEIBEJEHHE UTPAKOHA30IIa
U3 OTHX TKaHeW CBA3aHO C pereHepanuei smugepmuca. B oTimume OT I1a3Mbl KPOBH,
KOHIICHTPAIU HTPaKOHA30]1a B KOXKE COXPAHAETCs B T€UEHUE 2-4 HelleNb I0ciIe IpeKpa-
ieHUs 4-HeIeNBHOrO JIEYEHHMs, a KOHLIIEHTPAIVs B KEpaTHHE HOT'TS, TIe HTpaK'OHaéon MO-

XeT ObITh 00HapyxeH yxe uepe3 | HEHENIo MOCIe Havala JICUSHHs, COXPAHACTCS, MO
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KpaiiHe# Mepe, B TEUEHHE IIECTH MECAIEeB NogIe OKOHIAHNS, 3-MECATHQRQ Kypea, ieue-

HU4.

Ocobvle Kamez0puyu NAYUEHMOGE

Hapywenue ¢pynxyuu neuenu

VTpakoHa3on MpeHMyLIeCTBEHHO METabOIM3UPYETCs B MCUCHH. B Xofe HCCIEeI0BaHNS
(apMaKOKHHETHKH CPaBHUBAIH (PapMAKOKHHETHYECKHE HOKa3aTeIH nauHeHTOB’ C Iup-
PO30M II€YEHH U 3M0POBHIX J0OPOBOIBLEB. Y MAIKMEHTOB C UPPO30M II€UCHH IIPH OJHO-
xpaTHOM Tipreme 100 MI uTpaKoHa3ona CPeAHsT MaKCHMAIbHAsA KOHIEHTPAIIS HTPAKO-
na3oia B m1a3Me (Cmax) ObLIa 3HAUNTENEHO HIKE (Ha 47 %), 9eM Y 340POBBIX NAIIMEHTOB.
Cpenuuii IepHOJ MOJIYBEIBEAEHNS IPY NIPUEME OXHOKPATHON O3B OBLI yBennqéH y ma-
IIAEHTOB ¢ IUPPO30OM HEYEHH M COCTABIISLI B 3TOM MccienoBanuy 37 + 17 4 1o cpaBHe-
HUIO ¢ 16 = 5 4 11 3M0pOBEIX J0OPOBOIBIEB. CpeaHsss SKCIIO3UIUS UTpaKoHa3ona (1o~
Iaab IO KPUBOH «KOHIEHTparus - BpeMsa», AUC) Obla aHaorudHod y IIaHI/IeHTOBl C
IIUPPO30M II€UEHH U Y 3JOPOBEIX JOOpOBONBLEB. JlaHHEIE O JUIUTEIFHOM NPHUMEHEHUN
UTPaKOHA30J1a Y MAIlMEeHTOB C nﬁpposoM IIEYEHH OTCYTCTBYIOT (cM. pazdenvt «Cnocob
npumererus u 003v1» u «Ocobule yKazanusy).

Hapvmeuue d)vﬂkuuu no4€eK

JlaHHBIE 0 IEPOpaNLHOM IPUMEHEHUH I/n‘paKOHasoné JUIsl JICYCHUS MAlMEHTOB ¢ Hapy-
IIEeHUAMY (QYHKIUH MOYEK OTpaHIMYEHHE]. Y MAIHEHTOB C ypeMueii, y' KOTOPBIX CPEIHUI
KJIAPEHC KPEATHHUHA COCTaBsan 13 mu/mun x 1,73 M, CHCTEMHOE BO3/ICHCTBHE HUTPAKO-
Hazona (AUC) GbuI0 HECKOIBKO HHIKE 110 CPABHEHHMIO C OCHOBHOM nomynsnuei. He BoI-
SIBJICHO 3HAYUTENBHOTO BIIMSHASL TEMOIAAIIN3A UIIH JTTHTEILHOTO IEPUTOHEAIBHOTO JHa-
NIA3a, MPOBOAMMOrO B aMmOyIaTOPHBEIX YCJIOBHSAX, Ha IMOKa3aTeld (papMaKOKHHETHKH
NTpakoHa30Ma (Tmax, Cmax # AUCo.84). |

[Tocie ogHOKpATHOTO BHYTPHBEHHOTO BBEJICHHS PenapaTa KOHEUHbIH nebno,u HOJIYBEI-
BEJICHUS UTPAKOHA30Ja y MALUEHTOB C He3HATHTEBHEIM (onpenensercs B UCCIEHOBA-
HHH KaK KIUpeHC kpeaTHHMHA 50-79 Mu/muH), cpeqauM (KiMpeHc kpearuHuHa 20-49
MII/MHH) WK BBIPaXEHHBIM HapyIIeHHeM (YHKIUM IMOYeK (KIMpEHC eraTﬁHHHa <20
MJI/MHH) CXONHEIH C TAKOBBIM y 3I0pOBBIX JIFOAEH (Ouana3oH CpeaHuX 3HaueHUH 42-49
Y [0 CPABHEHHUIO C 48 4 y NalUEHTOB C HAPYLICHUSAMH (YHKIIUU IOYEK U 3M0POBBIX J00-

pOBOJIBHCB COOTBCTCTBCHHO). 061113,51 IKCIIO3UIYA HTPaKOHa30ja, Ha OCHOBAHUH OICHKH
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COOTBETCTBY
ot 31.05.2023 Ne 10

noka3zatensi AUC Obula CHIDKEHA Y TTAIUCHTOR C yMepeHHﬂMﬂ:m BbipameHHmMn Hapy-

nrenussMy GyHKun nodek npuMmepHo Ha 30 % u 40 % cOOTBETCTBEHHO, O CPABHEHUIO
C MaN¥IeHTaMH, Y KOTOPHIX (DYHKIUS [T0YEK HE HapyIIeHa.
JlaHHBIE O IJIUTENILHOM. HCIOJIB30BAaHWK MTPAKOHA30Jla MAMEHTAMU C HAapyIICHHUSMH

(I)YHKI_II/II/I MMOYCK HEOOCTYIIHBI. HpOBeJICHI/Ie ARalin3a HE BIWACT Ha IICPHOI IIOJIYBBIBCIAC-

HHUA WK KIIUPEHC UTPAKOHA30Jia WJIH THAPOKCHUUTPAKOHA30J14a,

emuy
HanHele 0 (papMakOKMHETHKE UTPAKOHA30J1a Y HAl[MEHTOB JAETCKOro BO3PACTd OTPaHM-
yeHHbl. Kimanueckue ucciefnoBanus (papMaKkOKMHETHKH Yy JETEH U HOAPOCTKOB B BO3-

pacTe OT 5 Mecs1eB 10 17 AeT IpOBOAMIKCH C IPUMEHEHUEM UTPAKOHA30]Ia B KalICyJIax,

pacTBOpa I HpueMa BHYTPE U paCcTBOPA 4JIsd BHYTPHBEHHOT'O BBCICHUA. I/IHI[I/IBPI)IyaJIB-

HEBIE 03Bl IIpenapaTa B opMe Karcya ¥ pacTBOpa AJs NpHEMa BHYTPh BAPEUPOBAIIH OT
1,5 no 12,5 mr/kr/nens npu npueMe OJUH WIH [Ba pas3a B JeHb. [Ipu npueme npenapara
B OJHO#H H TOM k€ CYyTOYHOM 103€ [ABa pa3a B JHb 0 CPABHEHHIO C IPUEMOM OJIMH pa3 B
JI€Hb MaKCHUMAJIbHAsS 1 MUHMMAIbHAS IIa3MEHHAA KOHIEHTPALHs ObLIa COIIOCTABUMOM ¢
TAKOBOM ¥ B3POCIBIX [AIMEHTOB IPU IPHEME HTPAKOHA30J1a OJMH Pa3 B JEHb. He 65110
3aperHCTpnpoﬁaHo CYILECTBEHHBIX BO3PACTHBIX pasnmuunii mokazareneit AUC utpakoHa-

30J1a U €10 O6H.ICI‘O KINPCHCA, B PEAKHX ClIydadax Ha6monanacr> HC3Ha4YNTCIIbHAA B3aH-

'MOCBSI3b MEXIY BO3DPAacTOM IALHEHTOB M 3HAYCHHSAMH 00BeMa paclpeneIeHus mperna-

paTa, Cmax 1 KOHEYHOTO IEPHOJIA [IONLYBHIBEACHHS. Y CTAHOBICHHBIN KIMPEHC HTPaKOHa-
30512 ¥ €ro 00BEM paclpeeICHUs 3aBUCAT OT MACCHI TeJIa NalUeHTOB. |
IToxa3zaHusi K NPUMEHEHUIO

« MOPAXXEHUE KOXHU U CIM3UCTHIX 000JI0YEK;

* BYJIbBOBarMHAJIbHBIA KaHIUI03,

* OTpyOEBUIHBIN JTUIIA;

* IepMaTOMHUKO3HI,

* KaHIUI03 CIIU3UCTON 060I0UKH IIONOCTH PTa;

* TpUOKOBBI KépanIT;

* OHMXOMIKO3bI, BEI3BaHHBIE IEPMAaTOUTAMU H/UIH IPOAOKENON00HEIME Tprbamu;
* CHCTEMHBIE MHKO3HI: ’

* CUCTEMHBIHN aClCprujuIe3 H KaHagua03,
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* KPUIITOKOKKO3 (BKJII0Yasi KPUITOKOKKOBBIA M eHnHrnT):;;E;ﬁ&LJ;I_d:gi;{rogg; ¢ uMMyHOne(u-

IIATOM K y BCEX HAIIHEHTOB C KPHUITOKOKKO30M LEHTPaIbHOM HEPBHON CHCTEMBI UTPAKO-
HAa30II JOJDKEH Ha3HAYaThCsI TOIBKO B CIIydasx, €ClIH NpenapaThl TIepBOMH IMHUH JICUCHHA
HE TIPUMEHUMBI B JAHHOM cnyﬁae Wd He 3QPEeKTUBHEL

* THCTOIIA3MO3,

* 0IIACTOMHKO3,

* CIIOPOTPHXO3,

* MapPaKOKIUIHOUIOMUKO3,

* IPOYKE PEAKO BCTPEUAFONIUECS CUCTEMHBIE MM TPOIIMYECKAEC MUKO3HI.
IIporuBonoxa3anus

* FUIIEPYYBCTBUTENBHOCT K UTPAKOHA30IIy MIIH BCIIOMOraTeIbHEIM BEIIECTBAM,

* COBMECTHOE IPHMEHEHHE UTPAKOHA307Ia C IperapaTaMH - cyOcTpaTamu u3o(epMeHTa
CYP3A4 MOXKET YBEIMYMBATH KOHIIEHTPALUIO IIperapara B IuiasMe, yCHINBATh HIIH IIPo-
JIOHTPOBATh TEPAIEBTUYECKUHA U HeXxenaTenbHble 3(Q(dEKTh], KOTOPEIE MOI'YT BEI3BATH
NOTEHIMAIBHO ONacHyo cuTyauuio. Hampumep, OBBIIEHUE KOHIEHTPAIMH B IJ1a3Me
HEKOTOPEIX IIPENapaToB MOXKET BEISHIBATH yanuHenue uaTepBana QT u cepreunyro Ta-
XMapUTMHIO, BKIIIOYAsl CIIydYan JBYHANpaBICHHON BEpeTeHO00pa3HO! KeIy JOYKOBOH Ta-
XUKapuH, haTansHOU apUTMUH (CM. pazoen «Bzaumodeiicmsue ¢ Opy2umu 1eKapCcmeeH-
HbIMU CPEOCMBAMUY).

* OZHOBPEMEHHBIH IIPHeM IpenapaTos - cy6erpatos usobepmenta CYP3A4 (cm. pasden
«B3aumooeiicmsue c Opyzumu 1eKapcmeeHHbIMU CPeOCMEaMU»), TAKAX KakK:

* JI€BAllCTUIMETA0H, META/IOH;

* AU30MUPaMuL, T0QETUINN, APOHENAPOH, XUHHINH;

* TSIIMTPOMUIVH y MAL[HEHTOB C HapyIIeHUSIMHA QYHKIIMK IOYEK WU MEYeHH THKEIOH
CTEIICHUY; |

* THKarpeiop;

* rano(anTpum;

* aCTEMH30J1, MU30JIaCTHH, TephEHAIHH;

* QJIKAJIOM/BI CIIOPLIHBH: JUTHAPOIPTOTAMHH, SPrOMETPHH (3PTOHOBHH), SPrOTaMHUH, Me-

THJISPrOMETPHH (METIISPrOHOBHH), 3JETPHIITAH,

* HPUHOTCKAH,
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* JypasuZi0H, MUAa30J1aM A MCPOPAIBHOIO IIPHUEMA, NMMO3u s Qﬁp’IHHI(QIMmHaBOJIaM

o Genpuuil, (ETOIUIINH, TePKAHUIUIHNHE, HUCONIUINH; UBaOpalHH, paHOIA3HH,
* DIUIEPEHOH;
* NU3aNpHA, JOMIIEPHIOH;
| * IOBAaCTaTHH, CHMBAaCTaTHH, aTOPBACTATHH;
* (e30TepoaUH Y MAUEHTOB C HEJOCTATOYHOCTHIO (DYHKIMH IOYEK MM [IEYSHH yMepeH-
| :
HOM MM TSKENOHM CTENeHH, CoMM(EHAUH Y IAIMEHTOB ¢ HEeJOCTATOYHOCTHIO (hYHKITHH
MOYeX THKENOH CTENEHH U C HeI0CTATOUHOCTBIO $yHKIMK NEYCHH YMEPEHHOH MIH TS-
KON CTEIIeHH; ‘
* KOIIXMIIHH Y MAIASHTOB C HApYMECHUIMH (PYHKIMHY IIEYCHU HIIH [I0YEK; _
¢/~ ¢ XpOHHYECKas CepAeuHas HeAO0CTaTOYHOCTD B HACTOSAIIEE BPEMs HIIM B aHaMHe3e (3a HC-
KITIOUCHHEM TE€PAIUH KXU3HEYTPOXKAIOINX WX IPYIHUX OMACHBIX I/IH(i)CKI.IIrIﬁ, (cm. pazoden
«Ocobvle ykazanusy), KTAHHIECKH BEIPaKSHHAs JKEILYR0UKOBas AUCHYHKIHUS;
* HeTIEPEHOCHMOCTH (PYKTO3BI, AEHHUIUT Caxapasbl/H30MaIbTa3hl, TII0K030-TalaKTO3Has
MansabcopOrus;
* IETCKHI BO3pacT 0 3 JET.
* GEPEMEHHOCTS (33 HCKIIOUEHHEM CIIy4aeB, YIrPOKAIOIIUX XKU3HHU, U, €CIIH 0KUIaeMbIH
TIONIOKUTENLHEIN 3 (GeKT s MaTepy MpeBRIIaeT BO3MOXKHEIH Bpe]| A IUI0Ja) | IPpya-
HOE BCKapMIIUBaHUE.
C 0CTOPOXKHOCTHIO
« IPH IUPPO3€ ICYECHH;
« IpU TOKEMBIX HapymIeHusaX QYHKIMA IEYECHH U IOYEK;
» [IPU THIIEPIYBCTBUTEILHOCTA K APYTUM a3071aM;
» Y TIOKHJIEIX MAMEHTOB;
-y gereit oT 3-x o 18 ner.
IIpumenenue npu GepeMeHHOCTH U B nepnon rPYAHOr0 BCKAPMJINBAHUSA
bepemennocmo
W TpaxoHa30l He JODKEH NMPUMEHSTHCS IpU OEpEeMEHHOCTH, 38 HCKII0UEHHEM cnyqdeB,

YIpOXAaIHAX XU3HHU, U, CCIIU 0XKHIaEMBIN MOJIOKUTEIBHBIN S(b(beKT AL MaTCpH IIPCBEBI-

'IIaeT BO3MOXKHBIHN BpCO M 11J1044a.
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B mokmuHUYECKHUX HCCIeNOBaHUAX OBIIO IMOKaBaHO, UYTO HipaKoHasoi. oﬁm&aﬁt’penpo-r

JYKTUBHOU TOKCUYHOCTBIO.

JaHHBIX 00 MCHOJIB30BAaHUM WTPAKOHA30JIA _lB nepuo]i OEpeMEHHOCTH He0CTaTO4YHO. B
XOe KIHHUYECKOTo IPHMEHEHHUs IOCIe PErHCTPallMy GBIIH OTMEUYEHB! CTyYad BPOXK-
JEHHBIX aHOMaJIMi, Takue Ciiydan BKIIYAIN HAPYIIECHUS PA3BUTHA 3pEHN, CKEIETa, MO-
YEe0JI0BOU U CepJIe‘{HO-COCY,I[I/ICTOﬁ CHCTEM, a TAKXKE XpOMOCOMHEIE HAPYIIEHHS X MHO-
YKECTBEHHBIE IIOPOKU Pa3BUTHS. OJ.IHaKO SBJISIETCS 11 anMeHeHHe UTPAKOHA30Ja IIPU-
YUHOW BO3HUKHOBEHUS NaHHBIX Hapymerm JIOCTOBEPHO HE yCTaHOBJIeHo
SIUAEMHAOIOTHICCKHE JaHHBIE B OTHOIIEHUH BO3/I€HCTBHS UTPAKOHA30J1a B IEPBBIN TPH-
MecTp OEpEMEHHOCTH, B OCHOBHOM Y HAIMEHTOK, MOJIYy4aBIIMX KPAaTKOCPOUHYKO Tepa-
MU0 [0 MOBOLY ByJiLBOBarHHaJILHbe KaHIU030B, HE BBIIBHUIY TIOBBIILICHHOTO pHUCKa
Pa3BUTHSA BpoxmeHHLIX aHOMAJIMH 10 CPaBHEHHUIO C KOHTPOJILHOU IPYNIIOH, HE IOABEP-
raBIIeiCcs BO3NEHCTBUIO HA OJIHOTO M3 H3BECTHEIX TEPATOTEHHBIX (aKTOpOB.
XenmunaMm AeTOPOIHOrO BO3PACTa, NMPUHAMAIONIAM HTPAKOHA30J, HEOOXOAMMO HC-
MOJIB30BaTh BEICOKO3()()EKTUBHBIE METOB KOHTPAIIENIMA Ha POTSHKEHHUH BCETO Kypca
JIe4eHNs BIJIOTH 10 HACTYIUIEHHS NEPBOM MEHCTPYaIlUH II0CIIE €r0 3aBEPIICHU.
Ilepuoo zpyonozo eckapmnueanus

C IPYIHEIM MOJIOKOM BBIBOAWTCS OY€HB HEOOJIBIIOE KOJMYECTBO MTpakoHazona. Ilpu
Ha3HaueHUH UTPAKOHA30JIa KEHITMHAM, KOPMIIIUM IPYyAbl0, HEOOXOANMO B3BEUINBAThH
IIPENIIOJIaraéMoe COOTHOIUEHME IOJNB3bl M PUCKOB. B cilydae COMHEHUH >XEHIUMHA
JIOJKHA 0TKa3aThCA OT KOPMIIEHUS I'PYABIO.

Cnoco6 npumeHeHnst u I03bI

JUtst OnTAMANBHOM abcopOruu mpenapaTa ero HeoOXOAUMO HPHHUMATH Cpasy IOCIe

CIEl. KaHCYJIBI CIICAYCT I'TIOTATh IICIINKOM.

Hoka3zauue Ho3a TIpoaoIKHTEIBLHOCTD JeYeHHs
ByneBOBarMHaNbLHBIA KaHINA03 200 Mr 2 pa3a B CyTKH 1 ness
HIIN (]
200 mr 1 pa3 B cyTKH 3 fus
Otpy6GeBHAHEIR NHImai 200 mr | pa3 B cyTkn 7 nHeH
JlepMaTOMHKO3H [NafKO# KOXKH : 200 mr 1pa3 B cyTkn 7 nueH
NI Wi
100 mr 1 pa3 B cyTkn 15 nueit
IMopaxeHnns BLICOKOKEPATHHA3HPOBAHHEIX 200 Mr 2 pasa B cyTKH ' 7 nueit
obacreit KOMHOFO NMOKPOBA, TAKHX KAK KH- MU : HIH
CTH PYK H CTOIIBI 100 mr 1 pa3 B cyTm ' . 30 pueit
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BHOIOCTYITHOCT HTPAKOHA30A NIPH NIEPOPANBHOM NIPHEME MOXKET GBITh CHIKEHA Y HEKOTOPHIX MALMEHTOB ¢ HAPYIIeH-
HBIM HMMYHHTETOM, HanpuMep, y GobHEIX ¢ HeliTponenueH, 6ompHbIx CITH oM uiH ¢ nepecaxeHHbIMHE OpraHaMH.
CnefoBaTeAbHo, MOKET [I0TPEGOBATHCS J{BYKPATHOE YBEIHYECHHE JO3EL.

I'pubKoBEIi KEpaTUT

200 mr 1 pa3 B cyTkH

21 neHn

JUTHTENBHOCTD JIEYSHAS MOIKET OBITh
CKOPPEKTHPOBaHa B3aBHCHMOCTH OT
YIy4UIEHHS KITMHUYECKOH KapTHHEI

OHMXOMHKO03bI, BBI3BAHALIE AEPMATO(GUTAMH M/HJIH APOXKKENOXOGHBIMHE H NIeCHEBBIMH rpHlaMu

110351 H IIPOJOIKNTECNBHOCTD ICYCHNASA

OHHXOMHKO3BI -
MyJIbC-Tepanus

OmuH Kype My/IbC-TEPANNX 3aKNI0YAETCS B SKEJHEBHOM NIPHEME [0 2 KANCYIH Ipenapara
Texnazon® gpa pasa B cyTkH (o 200 Mr J8a pasa B CyTKH) B TedeHHe ofHoi Hegenu. s ne-
ueHusa TPHOKOBBIX OPAKEHUH HOYTEBLIX IIACTHHOK KVCTeH pexoMenayerca asa kypea. s
Teqenus rpubKOBLIX MOPAKEHMH HOITEBHIX INACTHHOK CTOI PEKOMEHTyeTCs TPH Kypca. IIpo-
MEXYTOK MeKIY KypCaMH, B TEUEHHe KOTOPOTO He HYXHO IIPHHIMATh NIPENapaT, COCTABJAET 3
nenenu, KinHyyeckue pe3ysibTarhl CTAHYT OUEBUIHEI TOCJIE OKOHYAHUA JICUEHMS, 110 Mepe OT-

[JIACTHHOK KHCTeH

[pacTaHis HOTTeH.
Jlokanusanis OHHXOMUKO30B l-gs Hen. | 2-a Hen.J 3-q Hen.l 4-g uen | 5-a Hen.| 6-5 Henl 7-a He;{.l 8-aHen. | 9-1 ven.
IMopaxeHune HOrTEBBIX MJIa- Henenn, cBOGOAHEIE OT Henenu, cBo6oxHbIe OT
CTHHOK [albLEB CTOI C NIOpa- pueMa npenapara Tek- 5.y | TPueMa mpenapara Texk- 3.3
XKeHHeM unu 63 mopaxeHus 1-# xypc uazon?® i Hazon® A
HOTTEBBIX [LIACTHHOK NAJBLEB Kype Kype
KHCTeH
ITopaskeHne HOITEBLIX Hepnenu, cBo6oaHEIE OT 0.
IIACTHHOK KHCTel l-i kypc | npuema npenapara Tex- .
Hason® . 5P
OHHXOMHKO3bI -HENPEPHIBHOE NEUEHHE Hoza TIponoONKHTENBHOCTD I€UEHHS

Hopa)lceﬂne HOTTCBHIX NIACTHHOK CTOII € ITopa-
JKEeHHeM UK Oe3 MOpaXXCHHUA HOTTEBBIX

ITo 200 Mr B cyTKH

3 Mmecana

BriBenenue HTpaKOHa30J1d U3 KOXKH 1 HOI'TCBOM TKaHU OCYIICCTBIACTCA MEJICHHEE, 9YEM

u3 m1asMel. TakuM 06pasoM, ONTHMAIBHEIE KIMHAIECKHAE U MUKOJOTHIeCKHe 3G HEKTEI

JOCTHTAKTCA 4Cpe3 2-4 HeNleH IOoClIe OKOHYaHUS JICYSHUS IIpHu I/IH(beKlII/IHX KOXH H 4C-

pe3 6-9 MecsILeB Hoce OKOHYAHUS ICUCHHUs HOITEBBIX HH(EKLIUM.

Cucmemnsie MUKO03b!

Iloxazanue Hosa Cpenuss 3Jameyanus
MPOJOIKUTENIBHOCTh
neveHns*
Acneprumnnes 2-5 MecseB VBemuntb 703y a0 200 mr 2 pasza B
200 mr 1 pa3 B CYTKH B CIyJae WHBa3HBHOIO HIX
CYTKH JHCCEMHHHPOBAHHOTO
3aboneBaHuA
Kangunos oT 3 Henens o 7 Veenuuuts 03y 10 200 Mr 2 pa3sa B
100-200 mr 1 pa3 MecsleB CYTKH B CIIy4ae HHBa3HUBHOI'O MY
B CYTKH JIACCEMUHUPOBaHHOTO
3a00JeBaHNs
Kpunroxokkos (kpome 200 mr 1 pa3 B OT 2-X MECSIIEB J0
MEHHHIHTA) CYTKH 1 roga
KpHHTOKOKKOBmﬁ MCECHUHTHT 200 mMr JBa pasa B oT 2-X MECHIEB X0 HOJ.IlIep)KHBa}OIIIaﬂ Tepanui - CM.
CYTKH 1 roma pasnein «Ocobuie YKasaHua»
I'ucromnasmos ot 200 Mr 1 pa3 B 8 Mecsues
cytku go 200 mr
IBa pa3a B CyTKH
BracToMHKO3 ot 100 mr 1 pa3 6 Mecsaues
cyTku 1o 200 Mr
JiBa pasa B CyTKH
Cnoporpuxos- 100 Mr | pas B 3 Mmecsna
CYTKH
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ITapakoKIHOMONAOMHKO3 b MEcsLEB (Byo Eg;i_ﬁl?}fﬁos_fsﬂ)qap_iqqs}ig% JAHHOM
100 mMr 1 paz s 2 JO3EL I8 NedeHUs NAPAKOKIIHIUOH=
CYTKH Jomuko3a y 6onsasix CITW oM oT-
CYTCTBYIOT.
XpOMOMHKO3 100-200 mr 1 pa3 6 MecALEB
B CYTKH

* - IPOJIOIDKUTENBLHOCT JIEUSHHS. MOKET OBITH CKOPPEKTUPOBAHA B 3aBUCHMOCTH OT 3(-
(EKTUBHOCTH JICUCHHS.

Ocobvle cpynnol nayuenmos

Lemu

JlaHHBIE 0 MPUMEHEHWH MTPAKOHA307a B GOpME Kamcys M JedeHHs AeTed OrpaHm-
uenHsl. [Ipumenenue npenapara Teknason®, Karcyisl, st JedeHus AeTeil He peKOMeH-
IyeTrcs, 3a UCKIIOUEHUEM ClIyyaeB, KOrma omnnaeM'aa II0JIb3a OT JICUCHHUS MPEBBIIAET

NOTEHIAATBHBIA PUCK.

Toocunvie nayuenmol

JlagHEbIe 0 IPUMEHEHUH HTPaKoHa30ia B popMe Karcyna IS JEYSHUS MAIMEHTOB MOXKH-
JIOr0 BO3PACTa OrpaHHYEHHE]. PexoMeHIyeTcs HCIoMb30BaTh mpenapar TexHa3on®, kar-
CYJIBI, JUIA JIEYCHHUS NAIHEHTOB JaHHOM KaTerOpy, TOJIBKO €CIIH 0XKUaeMas IOoIb3a OT
JIEYEHMS IPEBBIIIAET MOTSHIMAIBHEIHA pUcK. 1Ipy BEIOOpE 0361 Ipenapara UIs JICYCHHS
TIOKMITBIX TAIHEHTOB PEKOMEH/YETCS yIMTHIBATE CHIKEHNE QYHKIHH [IEICHH, II0YEK U
ceplIIa, Yalie BCTPEYAIOIUXCS B II0XKHUIOM BO3pacTe, @ TAkKe HATUYHE COMYTCTBYIOIIMX
3a00IEBAHMIA MK IPHEM JPYTUX IEKAPCTBEHHBIX CPEICTB.

Hapywenus ¢hynxyuu neyenu |

JlaHHBIE 0 IPUMEHEHNH IIEPOPAILHOTO UTPAKOHa3051a AN JIEYEHNs IalHEHTOB C Hapy-
IeHusIME DYHKITHH TIedeHH orpaHndeHHb]. CIIeIyeT ¢ OCTOPOKHOCTBI0 HA3HAYATH TIpe-
Tapar NaHHOM KaTeropuH MaIlueHTOoR. |

Hapywenus ¢gynxyuu nouex

. H&HHBIC 0 IPUMCHCHHH IICPOPATBHOI0 UTPAKOHA30Ja AJId JICYCHUS NaUEHTOB € HAPY-

IMCHUAMHA (bYHKHI/II’I IMNOYEK OrpaHUYCHHEL. N4 HEKOTOPBIX IIAITUEHTOB, CTPAaAAIOIINX II0-
‘ICHHOI\/’I HEAOCTATOYHOCTBIO, OKCIIO3UIIHUA HTPAaKOHA30J1d MOXCT 6BI'fB CHHI)KCHA. CnenyeT
C OQTOPO)KHOCTBIO Ha3Ha4YaTb Hperapar JTaHHOM KaTeropruyd NanruceHTOB, B HEKOTOPEIX
ClIydasax MOKET IIOTpe6OBaTI>CSI HU3MCHCHUC N03bI JICKAPCTBCHHOI'O IIpCIIapara.

IToGouHoe geiicTBHE

[10604HEIE AeHCTBHS IpenapaTa CHCTEMATH3HPOBAHEI OTHOCHTEIBHO KaXKI0M U3 CHCTEM
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OpPraHoB B 3aBHCHMOCTH OT YaCTOTBHI BCTPEY4EMOCTH C HCHOAEROBAMEM IGIEAFOmeH

KIaccuukanuu:

ouenb yacmo (=1/10),

yacmo (=1/100, <1/10),

neuacmo (>1/1000, <1/100),

pedko (=>1/10000, <1/1000),

ouenb pedro (<1/10000, BkIro4ast OTENBHEIE CIIydan)

yacmoma Heuzgecmua (He MOXeET OBITH paccCUMTaHa Ha OCHOBAHMY MMEIOLIUXCS JaH-
HBIX).

annvle, nonyuenmuvie 8 X00€ KIUHUYECKUX UCCTed06anul

Be30macHOCTs UTpakoHa3ona B popme Karcyi usydanach B 107 OTKPBITBIX U JABOMHBIX
CIETBIX KJII/IHI/I‘IGCKI/I};{ HCCIEIOBAHUAX C yIaCTHEM 8499 maunentos. Bee 8499 nmanuen-
TOB XOT# OBl OJIMH Pa3 HPUHAIN HTPAKOHA301 B (POPME KaIICyIl, MOCIE Yero Opuia npose-

JACHA OIICHKA 0€30IacHOCTH JICUEHHS.

Hngexyuonnvie u napasumapruvle 3a001e6aHUA:
Heuacmo - pUHNAT, CHHYCHUT, UHQEKINH BEPXHUX IBIXaTeNbHBIX ITyTEH.

Hapymeuuﬂ CO CIOpPOHDbL KD06€m80DHOﬁ U ﬂuM(bamuUECKOii CUcCmen.

PpeoKo - NEHKOTICHNS,
Yyacmoma HeuzeecmHa - HEUTPOIICHHUSL.

Hapywenus co cmoporbt UMMYHHOU CUCHIEMBbL.

Heuacmo — THICpYyBCTBUTCIIBHOCTE.

HaDVWQHuﬂ CO CIOPOHDY! H@D6HOZ:Z cucmemnl.

yacmo - TOJIOBHasA 00Jb;
PeoKo - TUIIOCTE3US, MapEeCTE3Hs.

Hapywenus co CmMOPOHbL Op2aHa cayxa u Jza6upuHmele HApyuieHuu.

PpeoKo - 3BOH B yIIax.

Hapywenus co cmoponbl diceny00yHo-KUeYHo20 mpakma.

yacmo - 60IIb B )XHBOTE, TOIIHOTA,
Heuacmo - TUCIIEIICHs, 3aII0p, METEOPU3M, AUapes, pBOTa,
PeoKo - MACTEB3HU.

Hapywenus co cmoponvt nevenu u srcenuesul8o0suux nymeli.

12
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Heyacmo - THIepOMTPYONHEMHS, HapymeHwe| G YHKIYY [RHes i M3 |

Hapywenus co CMODOHbl KOJCHbIX NOKPOB0O6 U HOOKOICHOU HCUPOBOU KNeMUAMKU.

HEYACTO - ChlIlb, 3YJ, KpAlIUBHUIIA,

Hapywernus co cmoporst noyex u MOYEBbLBOOSULUX nymeu.

PeoKo - TIOIIIaKAypHSL.

Hapywenus co cmoponsl penpooyKmusHo cucmembl U MONOYHbIX Jicees:
Heuacmo - HapyIeHUE MEHCTPYAIBHOT'O [IHKJIA;
PeoKo - SPEKTUIbHAS TUCHYHKITHSL.

Ocnooichenus 06114620 xapaicm'epa U peakyuu 6 mecme 66E0CHUA.

PeoKo - OTEYHBIN CHHIPOM.

Hroxe npencraBiieH COMCOK HEXENATEIBHBIX peakllui, CBA3aHHEIX C IIPHEMOM HTPaKO-
Ha30J1a, KOTOpPBIE OBLIM 3apETUCTPUPOBAHB] B KIMHUUYECKHUX KCCIIENOBAHUAX MTPAKOHA-
3o1a B (hopMe pacTBOpa A IIpYeMa BHYTPh W/WIH B popMe pacTBOpa I BHYTPHBEH-
HOT'O BBEJICHUS (32 HCKIIIOUEHHEM MOOOYHEIX PEAKIH, OTHOCSIIIMXCS K KATErOPUY «BOC-
MAJICHUE B MECTE UHBEKIIUNY, IOCKOIBKY JaHHOE NT0O0YHOE AECHCTBUE SBIAETCS CIEH-
(DMYHBIM A715 TIEKAPCTBEHHOM (POPMEI «PACTBOP IS BHYTPHBEHHOI'O BBETICHHUSN).

Hapvweuu;z CO CHIOPOHbL KDOG@MBODHOIZ U JzuMd)amuueeCKoﬁ cucmem. rpyHyIO0nUTOIC-

HHA, TpOM60HHTOHeHI/IH.

Hapywenus co cmopoubl umMyHHOU CUCHIEMbL. aHa(bI/IJIaKTI/ILIeCKI/IC PCaKIInu.

Hapywenus co obmena geuecme.” TUNCPIIINKCMHAA, THIICPKATIMEMHUA, TATIOKAJIUEMUS, TH-

IIOMaroucmMus.

Hapywenus ncuxuxu. CIIYTaHHOCTE CO3HAHHA.

Hapywenus co cmoponst nepgHoti cucmembl.: iepudeprdeckast HeUpomnaTHs, FOJIOBOKPY-

KCHHUEC, COHJINBOCTB.

Hapywenus co cmoponbl _cepdeuno-cocyOucmotl cucmempl: CEpIEUHAs HEH0CTATOY-

HOCTBh, HEAOCTATOYHOCTE JICBOI'O JKCIIYA04YKa, TAXHUKaAPAUA, apTCpHallbHaA T'HIICPTCH3NUSA,

apT€puajbHas THIIOTCH3UA.

Hapywenusa co cmoponwl dvixamenvHou cucmemsl, 0p2aHo8 2pyoHOU KIemKU U cpeoo-
CmeHus: OTEK JIETKUX, TUCHOHHUS, KaIIeIsb.

Hapywenus co CMOPOHbBI .?IC@JZV()O'—IHO-KMWG‘%HOZO mpaxkma. XKEI1yJ04YHO-KUIICIHbIC pacC-

CTPOMCTBA.
13
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Hapywenus co cmoponvl nevenu u wceﬂqeebzeldﬂWux nynieit.nEeNaTiT

HOYHasdg HECNOCTATOYHOCTE.

Hapywenus €O CMOPOHbL KOXMCU U HOOKOJICHbIX MKAHE: 9pPHUMAaTO3Has CHIINb, FTHIICPIHI-

pOo3.

Hapywenus co cmoponvl_CKenemuo-moleyHol U coeQUuHUmMenbHot mKany: MUATUA,

apTpairus.

Hapywenus co cmopoHrbl nouex u MOUEBbl8O0AULUX nymeﬁ: HEJOCTAaTOYHOCTh (PYHKHI/II/I
INOYCK, HCACPIKAHUEC MOYH.

Obwue paccmpoiicmsa u HapyueHue 8 Mecme 66C0CHUL. TCHCPAIIN30BaHHBIC OTEKH, OTCK

nuia, 6016 B IPY/IH, THIEPTEPMHUS, 00JIb, YCTAIOCTh, 03HOO.

Brusnue na pezynomamui 1abopamopHbix noKazameneu u UHCMpYMEeHMALbHbIX uccneoo-

gaHutl: TIOBBILICHHE AKTUBHOCTH allaHMHAMIHOTPaHC(epaskl, OBBIICHAE aKTHBHOCTH
ACIIapTATAMHHOTPAaHCHEPAsEl, NOBHILIEHAE AKTHBHOCTH INEIOYHOHM docarassl, B
a3me KpOBﬁ, IOBEIICHHE aKTUBHOCTH JIAKTaTACTHAPOTreHas3bl B IIa3Me KPOBH, ITOBBI-
IICHHE KOHIEHTPAIIMd MOYEBHHB KPOBH, MOBBIICHHE AKTHBHOCTH raMMa-IiyTaMH-
nrpancdepassl, TOBHIMICHAE AKTHBHOCTH [EYCHOUHBIX (GepMEHTOB, OTKIOHEHHE OT
HOPMBI [TOKa3aTesel 00mero anagm3a MOYH.

Jlemu

Be30macHOCTh HTPakoHa301a B OpMe KaICysl OIEHMBANACh B 14 KIMHMYECKHX HCCIIe-
IOBaHMAX (4 TBOUHEIX CIENBIX IIANe00-KOHTPOIUPYEMBIX UCCIEA0BAHUA, 9 OTKPBITHIX
UCCIIeIOBaHUH 1 1 MccienoBanue, UMeBIee OTKPHITYIO a3y ¢ NOCIeAyIoIeH IBOWHON
crenoit) ¢ ygactueM 165 nereit B Bozpacte ot 1 roma no 17 net. B xone uccnenosanui
OBLIO OTMEYEHO, YTO HAMOOIIEE JACTO BCTPEYAIOIIMMHUCS MOOOYHBIMYA PEAKIMAME OBLIA:
rosnoBHas 6016 (3,0%), poTa (3,0%), 6omb B x)uBOTE (2,4 %), Nuapes (2,4 %), Hapymie-
nue ¢yakiuu nevenu (1,2 %), rommoTa (1,2 %), kpamusauna (1,2 %), runorensus (1,2
%). Xapakrep MOGOYHEIX PEAKIUH, BCTpEUYAIOMUXCS Y AETel, CX0%k ¢ TeM, 4TO Hablroia-
€TCs Y B3POCIBIX MAIACHTOB, TEM He MEHEe, 9acTOTa ﬁo6qu51x peaKIui y geTei BEIIIE.
Iobounvie oOeiicmeus, 3apezucmpuposanHvie 6 ROCHMPEZUCMPAUUOHHOM HEPUOOE
(IaHHBIE MOJIYYEHBI HA OCHOBAaHUM CIIOHTAHHBIX COOOIIEHMI)

IIpencraBnennas yacTora MOOOYHEIX peaklUif OCHOBaHA Ha KIMHUYECKOM OIBITE IIPH-

MEHEHHS HTPAaKOHA30JIa M0CJIe PETUCTPAITUH.
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Co cmopombl UMMYHHOU CUCmeMbL: 04eHb PEoKo - CHBopomﬁzlﬁamfionesﬁb,iaﬂrﬁBHeBpo-

THYECKUN OTCK, aHa(pPIJIaKTI’I‘ICCKI/IC, aHa(bI/IJIaK’I‘OI/IJIHLIC 1 aAJIJICPrHYCCKUC PCAKIIN .

Hapywenus memabonuzma: ouens peoko - THIEPTPUTIRIEPUICMIS.

Hapywenus co cmoponvl Hepenou cucmembl. 04eHb peoKo - TPEMOP.

Co cmoponbl opeana 3penust. 04erb peoKo - HapyIeHue 3peHns (BKII0Yas HEUETKOE 3pe-

’

HUE, TUILIONHIO).

Hapyuwienus co cmoponvt op2ana cayxa u JNAOUpUHmMHbIE HADYULEHUS. OYEHD peaico - CTOH-
Kad 1UIn BpCMeHHaﬂ IIOTEps ClIyXa.

Co cmoponbl cepoeyHo-cocyOUucmot cucmembl. 04eHb peoKo - XPOHUIECKas cepleyuHas

HCOA0CTATOYHOCTD.

Co cmopoHbl cUCmeMbl OP2aH06 ObIXAHUA. Yacmo - OIBIIIKA.

Co_cmopombl Jiceny00yHO-KUMEYH020 MPAKma: 04eHb peoko - TaHKPEATHUT.

Co ‘cmoponbl 2enamobuuapHotl Cucmembl, 04erb peoko - TSHKEI0Ee TOKCHYECKoe opa-

KEHHE IeYeHH (B TOM YHCIIE HECKOIBKO CIydYaes OCTPOM HEeYeHOYHOM HeJJ0CTaTOYHOCTH
C JIETaIbHBIM HCXOIO0M).

Co_cmopombl KOJICHbIX HOKPOB08 U NOOKOJICHOU JHCUPOBOU KIEMYAMKU: O4eHb PEOKO -

TOKCHYECKUH 3MMUIepMalIbHBINA HEKpOIu3, cuHapoM CrrBeHca-/[XkoHCOHa, OCTPBIN reHe-
PATM30BaHHEIN 3K3EHTEMATO3HBIH MyCTYyJIe3, HonuMophHas dpuTeMa, IKCHoIHaTUBHEIH

JEPMAaTHUT, JIEHKOITUTOKIACTHICCKHN BaCKYJIHT, aJIONEINs, CBETOYYBCTBUTEIBHOCTE.

Brusinue na pe3yismamol 1a60pamopHbix NOKA3amenel U UHCMpyMeHmManrbHblx UCCLe00-
6aHUlL: OYeHb PEOKO - TIOBBIICHAE aKTUBHOCTH KPeaTHH(HOCHOKHHASE! KPOBHL.
Ilepeno3upoBka '

CuMOTOMEI, HA0JIIOAaeMBIE TIPH TIEPETO3UPOBKE UTPAKOHA30JI0M, OBUIN COIIOCTABHMEI C
J0303aBHCAMBIMU IOOOYHEIMHU PEAKLIUAMH, HAOII0AaeMbIMY IIPY IPUMEHEHUH OGBIHEIX
7103 IIpenapara.

Jleyenue

Coenuduueckoro anTiIOTa HE CYIIECTBYeT. B ciy4yae nmepeno3upoBKy CIeAyeT IIPOBO-
OUTH MOACPKABAIOILYIO Tepanmo. WtpakoHa3oi1 HE BEIBOJUTCS U3 OpraHu3Ma IpH re-
Mouanuse. PexoMenayercs oO6paTHTbCs B TOKCHKOIOTHIECKHH HEHTP C IEIbI0 KOPPEK-
TUPOBKH JICYCHUS IPH NMEPEAO3NPOBKE UTPAKOHAZ0IOM.

B3anmopeiicTBHE ¢ JPYrIMH JIEKAPCTBEHHBLIMHA CPEACTBAMH
15
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WTpakoHa3ol - mpenapar ¢ BEICOKMM MOTEHIMANIOM JIeKapeFBEHHEBIX! B3AUNMOIEHACTBHA.

Huoke OIHCaHbI PA3IAYHEIE BH/(bI IEKAPCTBEHHBIX B3aUMOJCHCTBUMN U CBSI3AHHEIC C HUMH
obmue pexoMennanuu. Kpome Toro, mpeacraieHa TabIuLa ¢ IpUMEPaMul JIEKapCTBEH-
HBIX CPEJICTB, KOTOPEIE MOTYT B3aMMOAEHCTBOBATH C UTPAKOHA301I0M, OPraHU30BaHHAL
110 PyIINaM HpenapaToB ;s 60ee IPOCTOro HCob30Banus. CIHCOK IPUMEPOB He SB-
NS€TCs BCeoOBEMIIIOIUM, TOTOMY IIPH COBMECTHOM IPHMEHEHUH KaKUX-IHOO Ipera-
PaToOB C UTPAKOHA30JIOM CIEAYET U3YUUTh HHCTPYKIMHU 110 MX IPUMEHEHHIO Ha MPEIMET
HHGOPMAWH, CBSI3aHHONU ¢ MeTabONM3MOM, YTSMH JIEKapCTBEHHBIX B3aUMOJCHCTBUH,
IOTEHITHAIBHEIME PUCKAMHU U CHeNUPUUESCKUMU JEHCTBUSMHU B -OTHOIIEHHH COBMECT-
HOTO IPUMEHEHUS. |

Utpakonazon Merabonusupyercs B nepByio ouepens 3a cuer CYP3A4. Jlpyrue Bene-
CTBa, WCIOJB3YIONINE HAHHBIA METa0OMUUECKUI IyTh MM HM3MEHSIONIUE aKTHBHOCTD
| CYP3A4, Moryt BuuaTh Ha (GapMaKOKHHETHKY WTpakoHa3ona. IIpH oqHOBpEMEHHOM
IIPUMEHEHHH UTPAKOHA30Ja C YMEPEHHBIMY MITH MOIHbIMI HHAykTOpamMu CYP3A4 mo-
KET CHIKATBCS 6H0)100TynHOCTI; MTPAKOHA30J1a M THIPOKCHATPAKOHA30JId, TAK YTO MO- -
’XKeT OBITh CHIDKeHa 3¢ ¢eKkTrBHOCTE. COBMECTHOE IPUMEHEHHE C YMEPEHHBIMH HIIH
MorasMu uHruouropamMu CYP3A4 MoXeT [TOBBICHTE 6HoaociynHOCTb WUTpaKoHa304a,
IPHUBOJIA K 60JIee BRIPaXEHHBIM HJIH JITUTEIFHBIM (hapMakomorunaeckuM 3¢ dhexraM urpa-
KOHa301a. | |

BcacriBanne UTpaKoHA30J1a CHHXKAETCS y MAllMEHTOB CO CHUMKEHHOM KHUCIOTHOCTBIO XKe-
nynxa. IIpenapaTsl, CHHXAIOIME KUCIOTHOCTD JKEIyAKa, HAPYIIA0T BCACBIBAHUE MTPa-
KOHA30J1a U3 Karcys. UToOBl MPOTHBOCTOSATE JaHHOMY 3G HEKTY, PEKOMEHAYETCSI IPUHH-
MaTh UTPAKOHA30JI B KaIlCyJax ¢ KHCIOTHBIM HaIUTKOM (HampuMmep, HEAUEeTHIECKOU KO-
JIOW), eCiT IPUHUMAIOTCS TIPENapaThl A CHIKEHHST KHCIIOTHOCTH JKeIyAKa (cM. pasoern
«Ocobvle yxazanusy). IITpakOHA30J U €r0 OCHOBHON MEeTab0NHUT I'HAPOKCUUTPAKOHA30I
sBistroTcs. MonrHbIME mHTHOUTOpamMu CYP3A4. Htpakonaszon sBIs€TCS MHTHOUTOPOM
ngKapCTBeHHBIX TPaHCHOPTHHIX MOJIEKYJ P-riuKonpoTenHa U 6enKka pe3uCTEHTHOCTH K
paxy MoustouHoi xene3sl (BCRP). Utpakonazon MOXET HHTHOMPOBATH META00IN3M IIpe-
napaToB, MmerabonuzupyeMeix CYP3A4, u TpancnopT mpenapaToB P-riukonpoTenHOM
n/mu BCRP, B pesynpraTe uero MoKeT BO3pPAcTaTh KOHIIEHTPANMs STUX MpEnapaToB

U/ KX AaKTHBHBIX MeTa0OJHTOB B IIIa3Me Ipr OJHOBPCMEHHOM IIpHEME C
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UTPaKoHa30710M. [IOBEIIEHNE KOHLIEHTPALUHI B IIJIa3Me M@K@I:mﬁnmammﬂﬂmﬁponorl-

(SR LT A

THpOBATh KaK TepaNeBTHIeCKUE, TAK i HeXenaTenbHble 5 (heKTs 5THX npenaparoB. s
HEKOTOPBIX IIPENapaToB COBMECTHOE IPUMEHEHHE C HTPAKOHA30I0OM MOXET IIPHBECTH K
CHIDKEHHIO KOHIICHTpAINHY [Ipernapara WK €ro akTUBHOIO KOMIIOHEHTA B InasMe. B pe-
3yJIbTaTe 3TOro dh(HEKTUBHOCTE MPENapaToB MOXET OBITH CHIKEHA. '

Tlocne OTMEHE! TEpanuyd UTPaKOHA30JI0M KOHuéHTpauHH B IUIa3Me CHIDKAIOTCS HIDKE
npeziena ONpeeNeHns B Tedenue 7-14 qHel B 3aBUCHMOCTH OT 103 ¥ JUIMTEILHOCTH Te-
panuy. Y NanyueHToB ¢ MUPPO30M NIEUEHH WU JIMII, II0JIYYaBIINX HHFPIGI/ITOPBI:CYP3A4,
KOHIIEHTPAIIMH B IIa3ME CHIDKAIOTCS MeIIeHHee, OTO 0COOCHHO BaKHO YUHUTHIBATD IIPH
HavaJje Tepaluy npernaparamMmu, Ha MeTaboIn3M KOTOPHIX BIHIET UTPAKOHA30M.
[IpuMeHUMEI ClleyIomue oomue pexomeﬂnaunn, eciy B TaOIuile He yKa3aHO MHOE:

* «IIpOTHBOIIOKA3aHOY - HH NIPH KaKUX OOCTOSTENBCTBAX HENB3S NPUMEHATH IPENapaT
OJHOBPEMEHHO C UTPAKOHA30JI0M. DTO OTHOCUTCS K CIEAYIOIIHAM npenépaTaM:

* cy6erpatel CYP3A4, y KOTOPBIX MOXKET BO3pacTaTh KOHICHTPALMA B IUIa3Me C IPO-
JIOHTAIMeH W YCWICHHEM TePaeBTUIECKUX M/UIH HeXKeNnaTeIbHbIX 3QOEKTOB 10 BO3-
HUKHOBEHHMS MOTEHIMANBHO CEPbe3HbIX CUTYaLuil (cm. pazden «IIpomusonoxkasanusy).
» «He peKOMéHHyeTCH)) - peKoMeHyeTCs n30eraTh MPUMEHEHHMS IIpenapara, 3a HCKIIIO-
YeHHEM CITYYaeB, KOT/A MOJb32 MPEBHIIIAET OTEHIMATBHBIA PUCK. ECIn cOBMECTHOrO
IPUMEHEHUS HeJb3s H30eKaTh, peKOMEHAYETCS KIMHNYIECKOE .Ha6mozerI/Ie,An03m HTpa-
KOHA30J1a ¥/AIH OJHOBPEMEHHO IPUHUMAEMBIX [IPENApaToOB CIEAyeT KOPPEKTHPOBATH N0

MEPC HGO6XO,III’IMOCTI/I. ITo Bo3MOXHOCTH PEKOMCHAYETCA OIPEACISITH KOHICHTPAINN B

TIa3Me. OTO OTHOCHUTCS K CISAYIOMUM IIpernapaTaM:

* ymepeHHble unu MourHele HHAYKTOPEl CYP3A4: He pekoMeHyeTcs Ha3HAUCHHE 3a 2
HeJIeNH 0 U B TEYeHHe Neqenns urpakonasonom; cyberparel CYP3A4/P-gp/BCRP, mo-
BBILIEHNUE WM CHIDKEHHE KOHIIEHTpAalUi KOTOPHIX B IJIa3Me MOMKET IPUBECTH K 3HAYH-
TEJIbHOMY PHCKY: HE PEKOMEHAYETCs Ha3HAUYECHUE BO BpeMs M B TEUCHHUE 2 HEJENb Mocie
JEeYEHHS UTPAKOHA30IIOM.

* «C OCTOPOKHOCTBIO» - PEKOMEHIYETCS TIATENHEHOE HaGIOAeHHe IPU OHOBPEMEHHOM
IPUMEHEHUH npeﬁapaTa ¢ urpakoHazonoM. [Ipu ogHOBpEeMEHHOM npnmeﬂeﬁnﬁ peko-
MEHIYETCs TIIATeIbHO HaOMIoNaTh 3a MalieHTOM U KOPPEKTHPOBaTh J03bI HTPaKOHa-

30/1a M/UIH CONYTCTBYIONIMX IpernapaToB Ho Mepe HeoOxoxumocTtH. Ecnu BO3MOXHO,
17
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pernapaTam:

* IpernapaThl, CHUKAIOINE KUCIOTHOCTD JXelTyAka (TOJBKO I UTPaKOHA30J1a B KaICy-
nax);

* YMEPEHHBIE W Motasle uEruouTOopE CYP3A4;

« cy6erparsl CYP3A4/P-gp/BCRP, ms KOTOPHIX HOBBIICHHE WM CHIDKEHHE KOHIIEH-
Tpanui B IIa3ME MOXKET [IPUBECTH K KIMHAYECKU 3HAUUMOMY PHUCKY.

[Tpumepsl 'BBaHMO,IICI‘;ICTBYIOIIII/IX HpErnapaToB MpeACTaBleHsl B Tabnune Hrke. [Ipena-
paThl, HEPEYUCICHHEIE B Taluuie, BEIOPAHE! Ha OCHOBE JaHHBIX MCCIICOBAHMI JIeKap-

CTBEHHBIX B3aUMOACHCTBUH MM KINHAUYECKHUX ClIydacB, a TAKKE NOTCHIUAJIBHBIX JICKAP-

CTBEHHBIX B3aHMOJICHCTBHI HA OCHOBE ME€XaHHU3Ma JICHCTBHS.

Knaccnt OxuaaeMeIi/noTeHIMANBHbIH 3¢- Kananyeckne KOMMeEHTapHu (CM. IPUMeYaHns)
npenapaTos M (heKT 1o OTHOIEHHIO K YPOBHIO
npenapaThi npenapara(cM.cHOCKH)
Ausha-6noxaropnl
Andysosnn Andysosun Cusx (11), AUC (11)? He pexomennyerca Bo BpeMs ¥ 2 HENE/IH T10C/IE OKOHYa-
Cunonosux Cunonosud Cmx (11), AUC (11)2 HUA JIGUEHUSA UTPaKOHa30/I0M. IJOBEIICH PHCK MTOABIIE-
Tamcynosun Tamcyno3uH Coax (1), AUC (11)2 HUA HeXeIaTeNbHEIX PEAKIUHC, CBA3AHHBIX C aN(py3031-
HOM/CHIIOX03HHOM/TaMCYJIO3HHOM.
AHanbreTuxn
Andenrannn Ancdenranun AUC (11-1111) 2 IIpHMEHATH C OCTOPOYXHOCTHIO, HABIIONATH HA NPEAMET,
Bynpenopoun (8/8 ¥ | Bynperopdun Crax (1), AUC (11)? TIOSIBJIGHHS. HEXENATENbHBIX PEaKIMil Ha AHAJIBIE€THKHS,
MONBS3BIYHO) MOXXET NOTpeb0oBaThCs CHIKEHHE NO3B! alipeHTaHuna/|
OxCHKOJOH OxcnkopoH Cmax (1), AUC (11) 6ynpeHopdnaa/okcukoona/cyheHTanma.
Cydentanun Cytenrannn - NOBBILIEHHE KOHUEHTPAUNH
(ctemenn HeuspecTHA)?
DeHTaHUT ®enranna B/B AUC (11)2 He pexoMeHayeTcs BO BpEMs H 2 HEIEIH [0CIIe OKOHYA-
DenTaumn B ApyTHX GopMax - OBbIIe- | HHUA JCUSHHS HTPakoHa3010M. ITOBBIIICH PHCK MOsABIE-
HHE KOHUEHTpaluH (CTENeHb Heus- HUA HeXeJIaTeNbHBIX Peaklyil Ha deHTaHun’,
BeCTHA)™b
JleBaneTHIMETANON Jleanetnameranon Coax (11), AUC IIpoTrBoMOKa3aH BO BpeMs M B TEUECHHE 2 HEAEID I10CIE
(meBomeTamu) t1h)e JeUeHNs UTPaKoHa3010M. IIOBLIEH PHCK NOABICHUSA
HeXeNaTeNbHBIX PeaKlHil Ha JICBALICTUIMETAON: NPO-
Jionrauus weTepsana QT v MUpYITHAS TAXUKAPIMA.
Meranon (R)-metamoH Coax (1), AUC (1)? IIpoTHBOMOKa3aH BO BpEMS H B TEYEHHE 2 HEEJD N10CIIE
JIeYyeHus HTpakoHa3osnoM. [TOBBIIEH PUCK NOSBJICHHSA
HEXeNaTeNbHBIX peakiuil Ha METaiOH: NOTEHUHAIBHO
yrpoXaroliiee XHU3HH YTHETCHUE JbIXaH NS, TPOJIOHT a1k
nuTteppasa QT u NHpysTHAs TaXUKApAUs.
IIpoTHBOapHTMHYECKHE CPEACTBA
Huroxcun JiuroxenH Coax (1), AUC (1) IIpuMeHSTH ¢ OCTOPOIXKHOCTBHIO, HAONIOaTh HA NpEAMET
NOABJICHHS. HEXENATENBHBIX PEaKLUil Ha AUTOKCHH, MO-
KET NOTPe6OBATHCS CHIMKEHHE O3B! IMIOKCHHAS,
Juzonupamun Jmsonnpamuyt - NOBLINIEHNE KOHLEHTPa- | [IpOTHBOMOKA3aH BO BpEMA K B TEUEHHE 2 HENENb I0CIe
' wn (11)0 JICYEHHs MTPAKOHa30J10M. [TOBBIIEH DUCK IOSBIICHHS
HeXeJIaTeNbHbIX peakUuuil Ha TU3OTIHPaMHUJ: CEPhE3HBIE
apUTMHH, BKIOYAs IIUPYITHYH TAXHKAPIHIO.
Hodernann Hobermwing Crax (1), AUC (1) IIpoTHBOMOKa3an BO BpeMs H B TeUeHHE 2 Helens noclie
JieyeHHUs: UTpakoHa30i70M. ITOBBIIEH PHCK MOSBIEHUS
HEXENaTeNbHbIX peakuuii Ha jgoderwmua: cephesHble
JKEIYIOUKOBHE APHTMHH, BKINIOUAs THPYSTHYIO TAXU-
KapIuIo.

18



COOTBETCTBYET 32KCNEPTH

or 31 05 2023.N° 10135

OMY OTYETY

Hpouenapox Hponenapon Cmax (111), AUC (1111)* Hpomsonorcq-giﬁ,‘fpﬁf_:ﬁxia g B TCHOHUE % Hefenmnoce
JICHEHUS UTPAKOHA30JIOM OBLINIEH DPHUCK TIOSIBJICHUA
HeKeNATENbHBIX PeakUuii Ha IPOHERapOH: IPOJIOHTa-
) nus uurepsana QT U cepAedHO-COCYAUCTad CMEPTD.
XUHHAUH XunnauH Crax (1), AUC (11) TIpoTHBOMOKa3aH BO BPEMA H B TEUCHHC 2 HEMEIb TOCTe
JIEUEHHA HTPaKOHa30J0M. ITOBEIIIEH PUCK NOSBIICHHS
HeXeNaTeNbHBIX Peaklni Ha XMHHUIAMH: IPOJIOHTaIHs]
unteppana QT, nupysTHas TaXMKapjaus, I'MIOTEH3HS,
CIyTAHHOCTb CO3HAHUA U JAEINPHIL.
AHTHOHOTHKH
BenakBunun BenaxswmmH Crux (), AUC (1) B Teuenne He pexomenayercs B TeueHue 6oiee ueM 2 HELEIh B IO
2 HeJIeNb, OJIKH pa3s B CYTKH OenakBiiMHa® | 6ot MOMeEHT JeueHus OCaKBUIMHOM B CBA3H C IIOBBI-
[IEHUEM PHCKA [IOABJICHHUS HExXeNaTelbHBIX Peakuui Ha
OeHaKBUIHHE".
unpognoxcauun Urpakonazon Crmex (1), AUC (1) TIpMMEHATE ¢ OCTOPOXKHOCTBIO, HAGMIOATE Ha IIPEAMET|
OpUTPOMULIMH TOABIEHUS HEXEJIaTENbHBIX PEaKUHH Ha HTPaKOHA30JI,
MOJXET IIOTPe6OBaThCA CHIKEHHE 10351 HTPAKOHA301A.
KnaputpoMunun KnaputpoMuuus - nopblmeHue TIpuMEHATB-C OCTOPOKHOCTHIO, HAOMIONATh Ha IPEIMET
KOHIEHTPAUHH (CTENEHb HEU3BECTHa)™? TIOABIEHUS HEXeNaTeNbHEIX peakiHi Ha MTPaKoOHa30J]
Virpaxonason Caae (1), AUC (1) W/WIH KIapPHTPOMHULMH®, MOXKET II0TPe60BaTLCA CHUNKE-
HUe O3Bl HTPAKOHA30J1a W/HIIH KIAPHTPOMHIIMHA,
Henamannn JHenamanuj - NOBBILEHHE TIpUMEHATE ¢ OCTOPOXKHOCTHIO, HAONIOAATE HA IIPENMET
KOHLEHTpAIMH (CTeTeHh HEH3BECTHA)™" MOABJIEHKHS HEXENATENIbHBIX peakuuii Ha jenama-
S ——— HHUI/TPUMETPEKCAT, MOXET NOTPeOOBaThCSH CHIDKEHHE
Tpnmerpexcar i J103bl HTPaKOHA301a°%,
KOHIEHTpaunH (CTeneHs HenspecTra) P
HWzonnasug VI30HHa3M1: KOHUGHTPALSA HTPAKOHA- He pexomennyercs B TeueHHe 2 HEENb 10 M BO BpeMs
soma (J])*® JeYEeHHA UTPAKOHa30JI0M, MOKET ObITh CHIKEHa 2 dek-
Pudamnniny Pucdamnuuus: AUC urpakonasona (]| 1)| THBHOCTb HTpaKOHa30Ma.
PudabyTuH - PudalbyTHH - noesnueHue He pexomeHnyeTcs B TedeHHe 2 HEMIEN 110, BOBPEMS H B

KOHILIGHTpAUHH (CTenenb HeU3BECTHA) P
Hrpakonasorn: Cmax (11), AUC (1])

TedeHHe 2 HeJeNb [0CHe JeYEeHH HTPaKOHAa30JIOM, Bos-

MOXHO CHMXXCHHE 3(1)(1)€KTPIBHOCTPI ATpaKoHa30Ja M I110- '

BBILIEHHE PUCKA NOSBACHHS HEXENATEbHBIX PEaKL1H
Ha prdadyTHHS.

TenuTpoMULIMH

¥ 310poBBIX IOOPOBOJILLIER: TEMUTPOMHLIMH
Canax (1), AUC (1)

TIpy TsoKenoM HapymeHUH GYHKUMH 1o-
yek: Temurpomunina AUC (11)2

Tipy TsK€NOM HapyIIEHMH (QYHKUHH TIe-
YeHH: TEIMTPOMHIMH - MOBBIIEHHE KOH-
LIeHTpaIKH (CTEeNneHb HeH3BECTHA)™?

TIpoTHBONOKA3aH MAMEHTaM C TSHKEJbIM HapyIICHHEM
(YHKIUM TIEUEHH WK [OYEK BO' BPEMs M B TCUEHHE 2
Hellenb TOCNE JieYyeHUs WTpakoHasonoM. [loBbiuieH
PHCK FIOSBIICHHS HEXKeNaTeIbHbIX PEaKHil HA TENUTPO-
MHLHH, BKJIIOYas NEYCHOYHYIO TOKCHYHOCTh, ITPOJOH-
rannto uaTepBana QT u MHpYITHYIO TaXMKAPIHIO.

Y ApYTHX NMAIMEHTOB CleAyeT PHMEHITh C OCTOPOXHO-
CThIO0, HAOMIOAATh Ha TIpeMET NOABJICHUS HEXeaTeNlb-
HEBIX PEaKIHH Ha TETUTPOMHLIHH, MOXKeT IIoTpeGoraThes
CHIDKEHHE 03Bl TENHTPOMHUIIHHAS,

AHTHROATYJISHTHI H aHTHTpOMﬁOTH‘IeCKHe cpeacTsa

Anuxkcaban Annkcaban Crax (1), AUC (1)? He pexoMeHyeTcs BO BpeMs U 2 HEASIH NIOCIIE HEYCHHUA

Pusapoxcaban Pupapoxcaba Crax (1), AUC (1-11)2 UTPaKoHa30/0M. TIOBBILIEH PHCK NOABNEHUA HExena-

Bopanaxkcap Bopanakcap Cmax (1), AUC (1)? TEeNbHBIX peakiuil Ha anukcaba/pHBapoxcaban/Bopa-
rnaxcape. .

KyMapHuHsl Kymapuns! (HanpuMep, BapdapiH) - 1mo-| [IpuMeHsTs ¢ OCTOPOXKHOCTBIO0, HAOMIOJATE HA MPEAMET

(HanprmMep, Bapapus)| BHILICHHE KOHUEHTPALMK (CTETICHb HEW3- | NOABJICHUS HEXENATENBHBIX PEAKLMH Ha KyMapHHbI/IH-

Lluocrason BecTHA)>? JIOCTA30J1, MOXKET OTPEOOBATLCS CHHMKEHHE 03Bl KyMa-

Lnnocrazon Cmax (1), AUC (11)? PHHOB/UMIIOCTa3071ac,

Ha6urarpan Haburatpat Coax (11), AUC (11)? TIpUMEHATBb C OCTOPOMXHOCTBIO, HAONIONATh HA NPEAMET
HOSBIICHUS HEXENATeNbHEIX peaknmit Ha maburaTpan,
MOJKeT I0TPeBOoBaThCs CHIMKEHHE N03bl HaburaTpaHa.

Tukarpenop Tukarpenop Cmax (11), AUC (111)? [IpoTMBONOKa3aH BO BPEMS ¥ B TEUEHHE 2 HENENb I10CTIE

JICYeHNs WTpakoHa3070M. ITOBBIIIEH PHCK MOSBICHHA
HeXXeJIaTEeJILHBIX pPEeaKkuHii Ha THKarpenop, Hanpumep,
KPOBOTEYEHHHA.

TIpOTHBOCYAOPOKHBIE CPEACTRA

Kap6amazenun

Konuenrtpauus xapbamaszenuna (1)=b
Konuenrtpauuns urpakonasoina (| | )»b

He pexomenayeTcs B TeuCHKE 2 HEAEND 10, BO BPEMA H B
TEYeHHE 2 HEAENb 110CHIe JICYEHUS UTPAaKOHA3010M. Db
(QEXTUBHOCTL MTPAKOHA30JIA MOXKET OLITh CHIDKEHA B
CBISM  C  NOBBIMIEHHEM pHcka HOABICHHUA
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®denobapOuTan

®eHnTouH

®erobGapOUTaN: KOHIEHTPaUHs HTPaKoHa-
soma (| [])*P .
®enunroun: AUC urpakonasona (||])

He pexoMenayercs B TCUSHHE 2 HEZleNb J10, BO BPEMs H B
TeyeHue 2 HeAeAb IIOCHe JICYEHUS HTPAKOHA30JIOM.
Mosker 6bITh cHMXeHA 2 eKTHBHOCTE HTPaKOHA30JIa.

IIporuBoxnabeTHUECKIE CPEACTBA

Penarnuaun
Cakcarnunrii

Penarnuuug Cray (1), AUC (1)
Cakcarmuntit Crgx (1), AUC (11)°

HPHMCHHTB C OCTOPOIKHOCTRBIO, HabJo1aTh Ha TIPEAMET)
MOABJICHUS HEXCNATCIbHBIX . peaKuui/‘t Ha penariu-
HHlI/Cal(CilI‘IIHHTYIH, MOXET HOTPEGOBaTLCﬂ

CHHIXECHHE J[03BI penamHHH,ua/caKcarnm‘l'mﬂac.

ANTHTENLMHHTHBIE, TPOTHBOTPUOKOBbHIEC H AHTHIPOTO30HHEIE CPEACTBA

ApTtemerep Apremerep Cmax (11), AUC (11)? TIpuMeHSTH C OCTOPOXHOCTBIO, HAOMIOMATh Ha MPeAMET

JTromedanTpun Jromedantpur Cuax (1), AUC (1)? TOSBJICHHS HEXEJIATENbHBIX PEakLuii Ha apTemeTep/io-

XUHUH XunnH Cax (<), AUC (1) medanTpur/xunns®. Cnenuduyeckue JeHCTBHS OMNHU-
CaHbl BMHCTPYKIMAX 110 IIPUMEHEHHUIO.

Tanogantpun TanodaeTpHH - OBBIIEHHE IIpoTHBOIIOKa3aH BO BpeMs M B TCIEHHE 2 HELIENb T0C/e

KOHLIEHTpallHH (c-rer[em, HEH3BECTHA )P JIeYEHNsT UTPAKOHA30JIOM. IloBsimeH PHUCK IIOSABJICHUSA

HEKeNaTenbHbIX peakluil Ha rano(aHTpHH: TIPOJIOHTA-
uus uurepBaga QT ¥ IeTanbHEIE apPUTMHH,

HW3apyxoHazon H3zaBykonazon Cuax (<), AUC (111)? IIpoTHBOINOKA3aH BO BpEMS U B TeYEHHE 2 HEAENb [10Cie
JIeYeHNs. UTPAKOHA30NOM. IIOBBINIEH PHCK HOSBIEHHS
HEXEIaTEIbHBIX peakUuii Ha M3aBYKOHA30J]: Hapyule-
HHUS CO CTOPOHBI MEYEHH, PEAKLHH TANEPUYBCTBUTE b-
HOCTH ¥ 3MOPHOQETOTOKCHIHOCTE.

ITpasuksanren TpasuksanTen Cmax (11), AUC (1)? TIpHMEHATE C OCTOPOXKHOCTBIO, HAONI0AATh HA [IPEAMET

TNIOSBJICHUSA HEXKENATCIIBHBIX peaxuni& Ha IIPa3suKBaHTEI,
MOXET I OT}JCGOBaTbCﬂ CHDKEHHE JO3BI IIPa3sUKBAHTENA ©,

AHTHTHCTAMHUHHDIEC cpeacrsa

AcTemu3on Acremuson Cux (1), AUC (11)° TIpoTHBONIOKa3aH BO BpeMS H B TCUECHHE 2 HELENb [TOCe
; JeYeHus. UTpaKoHa3ouoM. TIOBHINEH PHCK MOABIEHHUS
HEXeJIaTeNbHEIX PEaKOHH Ha aCTEMH30JI: IPONOHI AU
unreprana QT, NUpy>THAsA TAXUKAPAHS H JPYTHE XKelry-

JIOYKOBBIC aPHTMHH.
bunactan Bunactid Coax (11), AUC (1)? [IpHMEHSATE ¢ OCTOPOIXKHOCTBIO, HAOMIOAATE HA IPEAMET
20acTuH 36actuH Crax (11), AUC (111) MOABIGHHS HEXENATeNbHBIX peakuuit Ha Ouna-
Pynatanuu PyIaTAIMH - [IOBLILICHHE KOHLEHTpapy | CTHH/36ACTHH, DYNaTaguHS, MOKET norpe6oBaTLCSA CHH-

e JKEHHUE /1036 GinacTira/36acTHHa, pynaTajUHa.

Mpu3zosnactTia MuzonactiH Coax (1), AUC (1)? IIpoTHBOMOKAa3aH BO BPEMs H B TEUCHUE 2 HEJENb [10CIE
JIeYeHHs. UTPaKoHa30moM. IIOBBIIEH PHCK NOABICHHSA
HEXEJIATEeNBHEIX peakunii Ha MM30JaCTHH: TPOJIOHIa-

nus unrepBana QT.
Teppenannu Tepbenaauu - mosseHAS IIpoTHBONMOKa3aH BO BpeMS M B TEUEHHE 2 HEIENb I0CIe

KOHIIEHTPAI{HH (CTETICHb HEN3BECTHA)P

JIEUEHNS MTPAKOHA30JI0M. JTOBBINEH DHCK MOSBIEHHA
HEXENATENBHBIX peakuuii Ha TepdeHaIuH! NPONOHTa-
uus narepsana QT, nupysTHAs TAXUKAPAWS U ApYTHE
JKENyNOUKOBBIE aDHTMHH

IIpoTHBOMHIPEHO3HBIE CPEJCTBA

BneTpHnTaH

Onerpuntan Cra (11), AUC (111)2

TIpuMEHSTH C OCTOPOKHOCTBIO, HAOMIOAATE Ha NIPEAMET
HOSBJICHNs HEKEeNaTEeNbHBIX Peaklunil Ha 3JIEeTPHNTAHS,
MOKET IIOTpeGOBaThCs CHUKCHIE HO3B! AIETPUNTAHA.

Ankanouaei cro-
PbIHBM (AUTUADPO3D-
roTaMuH, 3proMer-
PHH, 3proTaMHH,
METHJIIProMEeTPHH)

AJKanouasl CIIOPBIHBH ~ TTIOBBIIICHHUE
KOHLIEHTPALHH (CTel’IeHL HEM3BECTHA)SP

[pOTHBOIIOKA34H BO BPEMs U B TEUEHHE 2 HENeNb ITOCTIe
JIEYEHHUS MTPAKOHA30J0M. [[OBHINIEH PUCK MOSBICHHS
HEXENaTEIBHBIX PEAKIUH HA aNKATOMAB! CIIOPHIHBH, Ta-
KHMX KaK 9PrOTH3M. '

IIpoTHBOONYXO0JIEBBIE MPENAPATHI L

BopTte3omub

| Bopresomub AUC (1)

Hp}IMeHHTb C OCTOpPOKHOCTBIO, Ha6IﬂOlIaTb Ha
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COOTBETCTBYET 3KCMNEPTHOMY OT

ot 31.05.2023 N= 10135

YETY

Bpenrykcnmaba BpeHTylcchaéa Begotur AUC (1)? TPEAMET HOH?E?HE&%E?HETGHBFI‘!&H&FK@&?'H?_} )
BEOOTHH npm‘unnnnvxnnenme npenaga;rm MOXKET noTpeGnBaTsc;}
Bycynsthan Bycymbdan Cmax (1), AUC (1) CHHXKEHME J[03bl IPOTHBOOIYX0JIEBOTO IIpenapara.
DpinoTHHKHG OpnoTHHHG Crax (1), AUC (1)* '
TebuTnnnd I'ebnnanb Chax (1), AUC (1)
Hmatnaub WmaTnan6 Crax (1), AUC (1)?
Hxcabenunon HUkcabermnon Cpax (<), AUC (1)2
Huurenannt Huntenann® Coux (1), AUC (1)2
MhuoSusscman TTanobunoctar Cmax (1), AUC (1)2
IMonatuaub Tonatuant Cma (1), AUC (1)2
Pyxconntunn6 PykcomutienG Crax (1), AUC (1)
Conuperud Conunerud Crax (1), AUC (11)?
Banperanu6 Banperanu6 Cpax (<), AUC (1)
Wnenanncut Unenanncub Crax (1), AUC (1)2 TIpHUMEHATE C QCTOPOIKHOCTDIO, HAGNIOAATH HAa IPEAMET
I/[Tpa;(oﬂagon - NIOBBIIEHHAE KOHIEHTpa- TOABJICHUSA HEOXCNATCIBHBIX peaxum‘& Ha UTPaAKOHa30JI
LM B CBIBOPOTKE (CTeHeHb HEeH3BeCcTHa):b w/nu H}.IeJIaHHCHGC, MOXET HOTpeGOBaTbC}I CHHUXXEHHE
. O3B! HTPAKOHA3AIa W/UIK HAeNaTucHba.
AKCHUTHHHO AxeutrHH6 Cuax (1), AUC (11)? He pexomenayercs Bo BpeMs U 2 HEENH II0CTIE Jieye-
Bo3ytunub Bozytuan6 Cnax (111), AUC (111)2 HHs HTpaKoHa30J0M. [IOBBIIIEH PHCK MOSBICHUA HEXe-
KaGasurakcen KaGazuraxcen Cpax (<), AUC (©)? naTenbHBIX PEaKUUi Ha IPOTHBOOITYXOJIEBEIE IIpenapa-
Kabozautnuub Ka603aHTHENG Coax (<), AUC (1)® THIC,
LepnTunn Uepnraub Coax (1), AUC (1) JlonONTHHTENbHO:
KoGumeTnunb KobumeTtHuu6 Crax (11), AUC (111) Jlna xabasurakcena, Jaxe €CJIH H3MEHEHHUS MTapaMeTpoB
Kpusornunb Kpuzotuau6 Cuay (1), AUC (11)? ()apMaKOKMHETHKH HE JOCTUTAIY CTATHCTHYECKOH 3HA-
Habpadenutd Iabpadenné AUC ()¢ YHMOCTH B UCCIE/IOBAHHH JIEKAPCTBEHHOTO B3aUMONEH-
HazaTunné Jla3aTiH#G Cuax (1), AUC (11)° CTBHSA C HU3KHMH H03aMH KETOKOHA3071a, Habmoanace
Houeraxcen Toneraxcen AUC («-11)¢ BBICOKast BADHATHBHOCTB Pe3yNbTaToB. s H6pyTHHHOA
ﬁgg;’;:::g V6pyTHiH6 Caax (1111), AUC (1111)2 crieuuduyeckue NeHCTBUA OMCAHE] B HHCTPYKUUH 110
Hunotuunt Jlanatnanb Crax (11), AUC (11)? TPHMEHCHHIO.
Onanapu6 Hunotunnb Crax (1), AUC (11)2
Ma3zonanub Onanapub Crax (1), AUC (11)
Cynrutuanb TasonaHu6 Cuax (1), AUC (1)2
Cynutiand Crax (1), AUC (1)?
Tpabexrtennu Tpabektenus Ca (1), AUC (1)?

Tpacty3ymab amraH3ug

Anxanonns! 6apBHHKA

TpacTy3ymab 5MTaH3UH - IIOBBIICHNE
KOHIEHTPALNH (CTENeHb Hen3BecTHa) &P
Anxanonsi 6apBHHKA - TOBBILIEHHE
KOHIIEHTpaLKH (CTETIEHb

Heu3BecTHa) b

Peropadenut He pexoMeHOyeTCs BO BpEMSA ¥ 2 HEACIH [10CIIE
b ALG gerppaipennbs (1. no nanmm ne zmam H1 a}tlc Hazononf MosxkeT GBITE CHIDKEHA 3¢
; Y 3 -
A1 aKTUBHOTO KOMHOHBHTa) a p % ?
¢dexTHBHOCTE peropadennba.
HpuHoTtexan VIpyHOTEKAH U €ro akKTUBHLIH ITpoTHBOIOKA3aH BO BpeMs U B Te4eHHeE 2 Helelb HOCe

MeTabO0JIUT - MOBLILIEHHE KOH-
LICHTpaUNH (CTEIeHb HEU3-
BeCTHA)»P

JIEYCHUA HTPaAKOHA30JIOM, TloBbilien PHCK TNOABJICHUA
HOXKENATCJIBHBIX peaxunﬁ HQ HWPHHOTCKAH! IIOTCHLH-
AJIbHO YrpOXKarlad X,KH3HN MUEJIOCYTIPECCHA U AUAPEA.

AHTHHCHXOTHKH, AHKCHOJIMTHKH H CHOTBOPHBIE CpEACTBA

AnnpasonaM
Apununpason
BpoTtnzonam
Bycnupos
Ianonepuznon
Muyasonam (8/8)

Hepocnupon
KseTnanun
Pamenteon
Pucnepunon
CyBopexcanT
3onuKIoOH

Anmpasonam Cpax (<), AUC (11)
Apununpason Caa (1), AUC (1)
Bporusonam Coax (<3), AUC (11)

Byennpon Caax (1111), AUC (1111)

1 Tanonepunon Cmax (1), AUC (1)

Muasonam (B/B) - HIOBBILIGHHE KOHLIEH-
Tpauuy 110

Iepocrrpon Cmax (111), AUC (111)
Keernamnt Crax (1), AUC (111)?
Pamenteon Crax (1), AUC (1)
PHcniepHyIoH NOBbIIEHHE KOHLEHTPAIHMH
1o

CyBopeKcaHT Crnax (T): AUC (TT)a

HpKMCHﬂTb C OCTOPOKHOCTEIO, Habonats Ha
NpEIMCET IMOABICHHA HEXKEJIATCIIbHBIX peakunﬁ Ha
AQHTHINCHUXOTHKH, AaHKCUOJIUTUKHU HIIH CHOTBOPHBIE,

MOXET HO'I’pe6OBaTBCH CHMDKECHHEC 103 OTHX Npernapa-
TOB.

3onuiiioH Cmax (1), AUC (1)
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Jlypasunon

Jlypasunon Cumax (111), AUC (111)?

JCYEHHS I/IT\')BK‘OH&'%OHOM OBHIIIEH DHCK HOS{BJ’IGHHF{

HEXCIATCNBHBIX peaxuuu Ha JIYPa3suAOH. I'MIIOTEH3HUA,
IIPIpKyJIﬂTOpHHﬁ KoJuIanc, TKEIbIE 3KCTpamupaMHn-
HBIC CHMIITOME!, CYILOPOTH.

Mpunazonam
(mepopanbHo)

Munazonam (nepopanbHo) Crmax (1-11),
AUC(11-1111D)

HpOTHBOHOKaSaH BO BPEMA H B TCUCHHUEC 2 HeJeNb TIoCHe
JICUYCHHU S mpaxbnasonom. Iloperzen PHCK IIOSBJICHNUA
HCXKECNATCIbHBIX peaxum‘»’x Ha MHUJA30JIaM: YTHCTCHUEC
JBIXaHMSA, OCTAHOBKA Cepla, NPOJIOHIHPOBaHHAA CEha-
IUg 1 KoMa.

TIumosua

TTamo3nn Cuax (1), AUC (11)2

I1poTHBOTIOKa3aH BO BPEMS H B TEUEHHE 2 HEJEHb I10CHE
JieYeHss UTpaKoHa3oMoM. [ToBBIIEH PHUCK NOSBICHMS
HEXelaTebHBIX peakluit Ha THMMO3MA: apHUTMHHK
cepALa, BO3MOXHO, CBA3aHHEIE C IPOJIOHTaNHeH HHTep-
Bana QT u nupy3THOH Taxukapauei,

Ceprunnon

CepTHHIION - OBBIIEHHE KOHLEHTPALHH
(crenens HeusBecTHa)®P

- mHTepBayia QT u mHpy3THas TaXxMKapAHs

ITpoTHBOIIOKa3aH BO BPEMS U B TEUECHHE 2 HEJEJb 110CIIE
JICUCHUS UTpaKoHa3010M. IIOBBINEH PHUCK NOABIEHUS
HEXXeNaTeNbHBIX peakiuii Ha CepTUHION: IIPONOHTALIH

Tpuazonam

Tpuazonam Cuax (1-11), AUC (11-1111)

Hpomaonoxasaﬂ BO BpEM4A U B TCUCHHUE 2 Heslenb mocne
JICHCHUA HUTPAKOHA30JIOM. TloBbineH PHUCK TIOABICHHUA
HEXEIATCIBbHBIX peaxum‘i Ha TpHasojiaM: CyIOpoOrH,
YTHETEHHUEC ABIXAHHs, aHT'HO00TEK, AlTHO3 K KOMa.

IpoTHBOBHPYCHBIE CPEACTRA

AcynaripeBup (¢ ycu-
nennem) Tenodopupa
JU30TpoKcHIa pyMa-
pat (TDF)

Acynanpesnp Crax (111), AUC (111)
TeHo(OBHD - NOBBILICHHE KOHUEHTPAIIUH
(cTeneHp HEM3BECTHA) &0

TIpUMeHSATE ¢ OCTOPOXHOCTBIO; creuudHueckue nei-
CTBHs ONHCAHBI B UHCTPYKLMH [0 IPUMEHEHHUIO TIPOTH-
BOBHPYCHOTO IIpernapara.

Bouenpesup

Bouemnpesup Cmax (1), AUC (11)2
HTpakoHAa30JI - IOBBILIEHUE KOHLEHTPa-
UMK (CTETICHb HEU3BECTHA)™ D

TIpHMEHSTD ¢ OCTOPOKHOCTBE, HAOMONATE Ha IPeAMET
MOSBJIEHNs HEXeNaTeNbHBIX Peakuuil Ha UTpaKoHa30l
W/unu OoLeNpeBupe, MOXKeT IT0TPeOOBATLCA CHIKEHHE
o3l urpakoHaszona. Cuenuduueckue aeHCTBUA yKa-
3aHbl B HHCTPYKLIMHU 10 IPUMEHEHHI0 6ouenpesHpa.

Kobuuucrar

Kob6nuucrar - noBsieHne KOHLUEHTPaIUM
(cTeneHb Hen3BECTHA)™P

M TpakoHa3oi - NOBLILEHHE Kouuempa-
MM (CTeneHb HeH3BECTHA)™D

TIpuMeHATH ¢ OCTOPOXKHOCTHIO, HAGMIOAATE HA MPEAMET
TIOABJICHHs HeXeNaTeNIbHbIX peaknuit Ha UTPaKOHa30l,
MOKET OTPe6OBaThCS CHIKEHHE 103b1 HTPaKOHA30Ja.

Jaxnaraceup
Banunpesup

Jaxnaracsup Cmax (1), AUC (11)2
Banunpesup Cmux (111), AUC (111)2

IIpHMEHATE C OCTOPOXKHOCTRIO, HAOTIONATH HA IIPEAMET
MOSIBJIEHMS HEXEJIaTeAbHEIX PEaKiUii Ha JaKIaTacBup/
BAHHMPEBHPC, MOXKET TOTPEOOBATHCH CHHUIKEHHE 03kl
JIAKJIATACBHpa/BAHAIPEBUPA.

Hapynagup (c ycnne-
HUEM)

®ocamnpenasup (c
YCHUIIEHHEM PHTOHABH-
pom)

VeuneHsH pHTOHABYPOM NapyHaBHp:
Crnax MTpaxonasona (11), AUC (11)?
YcuneHustii puToHasupoM hocamrpeHa-
BHP: Cmax HTpaxonazona (1), AUC (11)2
Tenanpesup Cmax HTpakoHasona (1), AUC

IIpuMEHATH C OCTOPOXKHOCTHIO, HAOIIOKATh HA NIpeAMET
THOSIBJICHAS. HEXENAaTeNbHbIX PEaKMi Ha HTPAKOHA30I,
MOXET MOTPeBOBaThCA CHIKEHHE JI03bI HTPaKOHA301Ia.

Tenanpesup e ,
DnBHTErpaBAp Dnputerpasup Cmgs (1), AUC (1)? IIpuMeHATh ¢ 0CTOPOXHOCTBIO, HAOMIONATh Ha NPEeAMET
9 TIOSIBJIEHHS HEeXeNaTedbHbIX peaklHii Ha MTpaxoHa3od|
CHJICHHBIH 5 2 -

v ) rpaxonason nonbxmeuni KOHUCHTPA- | y/ymy sneuTerpasup (YCHICHHBH PHTOHABUPOM) ©. Mo

unu (CTeneHb HEM3BECTHA)™ et noTpeboBaThCA CHUKEHHE AO03bl HTPAKOHA30J1a; CM,
HHCTPYKIIHIO 110 IPUMEHEHHIO IIBUTErPABUPA.

Odasupens Odasupens: Cmx HTpaKkoHa30Ma (), He pexomennyercs B TedeHHe 2 HeAeNb KO U BO BpeMs
AUC (]) JIeYEeHN UTpaKoHa30JIoM. D GeXTHBHOCT HTPAaKOHA-

Hesupanus Henupanuu: Cmax nTpakonasona (1), 30J18 MOXET GHITH CHUXKEHA,

AUC 1)

Komb6unaums
Onbacsup/
T'pazonpesnp

Snbacsup Crax (<), AUC (1)?
T'pazonpeup Crax («+), AUC (11)®

IIpAMEHSTE C OCTOPOKHOCTBIO, HAOMIOAATE HA NPEIMET,
TIOABIIEHUS HEXENATENbHbIX PEAKLUH, CBA3AHHBIX C COB-
MECTHEIM TNpUMEHeHHeM®. Cnenubuyeckue AeHCTBHA
yKa3aHbl B WHCTPYKUMM [0 TPHMEHEHHIO Ol-
GacBupa/rpasonpesupa.

Kombunanns
I'nexanpeBnp/
ITuGpenracsup

I'nexanpesup Crux (11), AUC (11-111)2
IubpenTacBup Crax (<>-1), AUC («>-11)?

[TpUMEHSATB C OCTOPOXXHOCTBIO, HAOMIOAATH Ha IPEAMET
TIOSABJICHHA HEXENATeJbHBIX PEAKUHii, CBA3aHHBIX C
COBMECTHEIM IIpUMEHeHHeM ©, Crnelduueckne aei-
CTBHS YKa3aHbl B UHCTPYKIIHUH 10 NIPHMEHEHHUK TIICKa-
npeBHpa/THOPEHTACBHpA.
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MunnraBup Konuenrpauus urpaxosasona 1o ITpumensTs c;:@p@g@gggﬁ@rqqrd;f}@q:‘lmqr};ﬁ mpeamMeT
I/IHHHHaBﬂp Cmax ((—)) AUC (T) HOSBJILHUS HeXelaTeldbHbIX pPQY['“I"/" HA “']‘pﬂf(n“ﬂ'{n"
2
W/unY MHINHABHDS, MaXeT NoTpeGOBAThCA CHIIKEHHE
03 HTPAKOHA30J1a H/MIH UHAMHABHpA.
Mapaeupox Mapasupok Cmax (11), AUC (111)? TIpUMEHATh C OCTOPOXXHOCTBIO, HAaOMIOAATh HA NPEAMET
[I0SIBJICHHS HEKENATENBHBIX PEAKIMHA®,
Moxer noTpedoBaThCs CHUMKEHHUE 1036 MAPABUPOKA.
Kom6unanus UtpaxoHazon Cux (1), AUC (11)? IIpuMeHSTH ¢ OCTOPOIKHOCTHIO, HAGMIONATE Ha IPEAMET
Om6uracsup/ OmoOuracsup Crax (¢2), AUC (1) MOABJICHUS] HEKENATENBHBIX PEaKUUd Ha UTPaKOHa30ll
Tapuranpesup/ Tapuranpesup Crax (1), AUC (11)° H/MNM TIPOTHBOBMpYCHBIE cpeycTBa®. Moxer norpebo-
PutoHaBup/ ' PuTonaBHp Cuax (1), AUC (1) BaTbCA CHHXKEHHME JO3bl uTpakoHasona. Cnenuduue-

¢ [acaGyBupom unu
6e3 Hero

HacabyBup Cmax (1), AUC (1)?

cKue JIeHCTBUA OMMCAHbBI B MHCTPYKLMH MO MPHMEHEHHIO
3THX TIpelapaToB.

Putonasup

I/ITpaKOHa30H Crnax (T): AUC (TT)a
PutoraBnp Crax (), AUC (1)?

TIpuMEHSTb C OCTOPOIKHOCTBIO, HAGNIOAATD Ha IPEAMET
TIOABJICHHUS HEXENaTeNbHBIX PEaKUUi Ha UTPaKoHa30.
n/unu puroHaBupe. Moxer mOTpeOOBAaTLCA CHIKEHHE
036l uTpakoHasona. Crienududaeckue jgeHcTBHA ONM-
CaHbl B MHCTPYKUHUHM IO IPUMEHEHHIO PHTOHABHPA.

CaxBHHABHD

CaxsunasHp (6e3 yernenus) Cmax (11),

AUC (111D

HTpaKOHaBOJI (C YCHICHHLIM CaKBHHA-
BHPOM) Cimax (1), AUC (11)?

TIpuMEHsATH ¢ OCTOPOKHOCTBIO, HAGMIONATh HA TIPEAMET
TIOSBJIEHUs HEXENATeNbHEIX Peakiuil Ha HTPaKoHa301
H/unu CakBMHABHPS, MoXeT NToTpeboBaThes CHUKEHHE
03Bl WTpakoHasona, Creludnueckue AeHCTBHS OIH-
CaHBl B HHCTPYKHHH 110 TIPUMEHEHHIO CaKBUHABHUDA.

CumenpeBup

Cumenpesup Cuax (11), AUC (111)*

He pexoMeHyeTcs BO BpeMs M B Te4eHHUE 2 HeAenb Mo~
CHE JICUEHHS UTPAKOHA30JIOM.

Bera-Gioxkaropsl

Haponon

Hanonon Cuax (11), AUC (11)

IIpuMEHATD C OCTOPOKHOCTHIO, HAOMIOAATh Ha NPEAMET
MOABIEHHAS HEXENaTENbHbIX peakUHil Ha Hagonon®, Mo-
JKeT MoTpe0oBaThCA CHUKEHHE T03bl Haflooa.

BJIOKaTOpbl KaJIbHHEBBIX KAHAJ0B

Benpuonn

Benpyw - mopslieHe KOHIEHTPAIHH
(creneHs Heu3BeCTHa) P

TIpoTHBONMOKa3aH BO BpeMs H B TEUEHHE 2 HEJENb I10CHE
JleyeHus urpakoHasosnoM. I[oBRINIER PUCK NMOSABIEHHSA
HEXEATeNbHBIX Peakunit Ha Genpuaui, TaKHX KaK HO-
Bas apUTMHSA U XKENYROYKOBask TAXUKAP/AUS MO THILY IIH-
PYSTHOH.

Juntruasem

JlmiTnaszeM ¥ UTPaKOHa30J - [OBBILICHHES
KOHLIEHTPALMH (CTETICHb HEM3BECTHA )P

IIpUMEHSTE C OCTOPOXKHOCTBIO, HABMONATE Ha IpeaMET|
NOSIBIICHNs. HeXeNaTelbHRIX Peakiuil Ha UTPaKOHA30J
n/umy urryasem®, MoXeT noTpeboBaThCH CHINKEHHE
JI03BI ITPAKOHA30J1a H/UAY JUATHA3EMA,

denogunux
JlepkanuunH
Huconnunusx

®enomumus Crsx (111), AUC (111)
Jlepxanumunun AUC ($111)°
Huconaumue Coax (1111), AUC
anpe

IIpoTUBONIOKA3aH BO BPEMs H B TEUEHHE 2 HeJelb OCHe
JICYEHHs. UTPAKOHa30J0M, IT0BBINEH PHCK NOABICHHUS
HEKEJIATCNIBHBIX Peaklni Ha JUrHAPOMUPHHHEEL: THIIO-
TeH3MA ¥ epudepuuecKuit OTeK.

Hpyrue
JIMTHAPONUPHAHHEL
Bepanamun

JIMTHAPOTIHPHANHEL - [IOBBIIEHHUE KOHUEH-
TpalHK (CTENEHb HEM3BECTHA)™P

Bepanamuil - NOBHIIEHHE KOHIEHTPALHH
(cTenieHs HeM3BECTHA)MD

HpHMCH}{TL C OCTOPOXHOCTBIO, HaGJHO,IIa’I‘b Ha rpen-
MCT [MOABIACHUS HEXECIATCIBHBIX peaxuuﬁ Ha AUTrua-
ponupnnnHm/BepanaMHm, MOXET HOTpeGOBaTLCS(
CHHIKCHHEC /103 nnmnponﬂpmmﬂoB/Bepanamnna.

Paznuuneie cpeacTBa

319 JiedeHus1 3a00/ieBAHNI CCPACYHO-COCYAHCTOM CHCTEMBI

AnMCKUpEH
Puonurynar
Cunnenadun (Juis
JiIedeHHs JIerOYHOH
THIIEPTEH3UH)
Tapanadun (quis
JICUSHUS JIErOYHOM

Anuckuper Coax (111), AUC (111)
Puonurynar Cuex (1), AUC (11)°
Cunpenadun/raganadun - NoBelIEHHE
KOHIIEHTPALKH (CTElIeHh HEH3BeCcTHa,
HO addexT Moxer OviTh Gosee Bhipa-
JKEHHBIM, YeM COOGILIEHO IUIst YPOJIO-
THYECKHX CPEZCTB)P

He pexoMeHRyeTCs BO BpeMd U B TeUeHHe 2 HEAeNb 110-
cie JieveHHs HTpakoHa3oaoMC. IToBbIIeH pick mosBie-
HHS HEeXeJaTelbHBIX PEaKLHH Ha CEepACYHO-COCYIH-
CTBIN IIpenapar.

THIIEPTEH3UH)
Bosenran Bosenran Crax (11), AUC (11)? TIpuMEHSATE C 0CTOPOXKHOCTBIO, HAGIIOAATE HA IPEAMET
Tyaudaunn Tyaudamms Cou (1), AUC (11)? IIOABJICHUS HEXKENATENbHbIX PeakIui Ha Go3eHTan/Ty-

andanuu®, MoxeT nmotpeboBaThCs CHIKEHHE KO3bI 60-
3eHTaHa/ryaHbalyHa.
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Msabpanun UBabpamut Cmax (11), AUC (111)°

IIpornBonoKadaH, BORRENSA M BICHEANE 2 HEMRAB TOCIE

NCYEHUS UTPAKOHA3010M. [IOBKINEH DUCK NOSBICHUS

ucCTY
o | =l

HEXENATEAbHBIX PeaKuuif Ha MBaOpajMH, TaKMX Kak
Gubpninsius  npeacepauit, Opanukapaus, CMHycOBas
OCTaHOBKA cepZla ¥ 61oKaxa cepana.

Panonasun Panonasus Cmax (11), AUC (11)?

IIpoTrBONOKa3aH BO BpeMs M B TeYCHHE 2 HENENb I0CTIe
JieyeHus -uTpakoHa3onoM. [1oBbIIEH PUCK MOABIEHHA
HEXEeNATeNbHBIX Peakuui Ha paHONa3yH, TaKMX Kak
nponoHranus uHTepsana QT K moyeynas HELOCTATOY-
HOCTb.

Kon’rpanen’mnnme cpeacrea

Juenorect Iuerorect Crax (1), AUC (11)®
Yunpucran Cmax (1), AUC (111)2

TIpUMEHSTE C OCTOPOXKHOCTEIO, HAOMIOAATh Ha IpeAMET
TIOSIBJIEHHA HEXEJIATSNbHBIX PEAKIHH Ha KOHTPALENITHB-

VimnpucTan HBIE CPENCTBAC, CTEUMpUIECKHE NEHCTBUA YKa3aHBI B
HHCTPYKIMAX 10 TPHMEHEHHIO NHEHOTeCTa/yIIHIpH-
crana.

JAuyperuxn

AnnepesoH Oruiepenon Cmax (1), AUC (111)* ITpoTHBONOKA3aH BO BPEMS M B TEYEHHE 2 HENENb I0CHE

JICHCHHUSA HTPAKOHA30JIOM. TloBbrieH PHCK NOABJIICHHA
HEXCIIATCIIbHBIX peaxum?l Ha JMJICPEHOH, TAKUX KaK I'd-
TNIEPKAJIMEMHA Y T'MIIOTCH3UA.

KenynouHo-KiIIeYHbIE CPEACTRA

TIpuMeHATh ¢ OCTOPOIKHOCTLIO, HAOIIOAATE Ha peaMeT
NOSIBICHHS HEXENaTeNbHBIX Peaklni Ha anpenu-
TAHT/NOTEPaMHI/HETYTHTAHT®, MOXKET NOTPe6OBATHCS
CHYKEHHE O35l anpenuTanTa/tonepamMuaa. Crenuguye-
CKUe AEHCTBUSA s HETYIINTAHTA NPEACTABNIEHB! B HHCTPYK-
LMY TI0 MEUUHHCKOMY IIPHMEHEHHIO.

AnNpenuTanT Anpennraat AUC (111)°

Jlonepamun Jlonepamun Cumax (11), AUC (11)
Herynuraut Herynnrant Cinax (1), AUC (11)?
Lipsanpuz I{M3anpu]L - OBBIIIEHHE KOHLIGHTDALHH

(cTenens Hem3BeCTHA)™

TIpOTHBONOKA3aH BO BPeMs i B TEYEHHE 2 HEJEINb IT0CTIe JIe-|
YeHHs HTPaKoHa30JI0M. TTOBBINIEH PHCK HOSBIEHHs HEXe-|
JIaTeNbHBIX PEAKIMH Ha LIU3ATIPH/L, TAKHX KaK THKEIbIE Cep-
JIEYHO-COCY/JUCTBIE SBIEHHs, BKIIOYAs TPONOHTALHI0 HH-
Tepeana QT, cephe3HEle ey JOIKOBEIE aPHTMHH U IIHPY-
ITHYIO TAXHKAPAHIO.

Homnepunon Homnepunol Crax (11), AUC (11)

TIpoTHBOIIOKA3aH BO BpeMs U B TEUEHHE 2 HENENb

TocJIe JIeYeHHs: UTpakoHa3onoM. IIOBBIIIEH PHUCK TIOABIE-
HHS HEXeJIaTENbHBIX Peakliii Ha IOMIIEPHIOH, TAKHX KaK
TSIKETIBICIKEITYIOUKOBBIE ADHTMHH ¥ BHE3AIIHAA CEpACYHast
CMEpTb.

Cpencrsa s cumxe- | Vrpakonason Coax (1)), AUC ({1)
HUS KHCJIOTHOCTH JKe-

IIpUMEHSTE € OCTOPOXHOCTBIO IPEMapaThl, CHYKAIOLIME
KHCJIOTHOCTD JKENMyJKa, HallpuMep, Takue HeHTpanusyro-
1LIMe KHUCIIOTY CPEACTBA, KaK allOMHHHUS THIPOKCHA, HIIH 110-
J@BJISIOMKE BBIPAaOOTKY KHCIOTH! NpENapaThl, HAIPHMEP
AHTaroHMCThl Ha-peuentopoB ¥ MHrMOUTOPB! NPOTOHHOH
noMibl. IIpy ofHOBPEMEHHOM JIEYEHHH HEHTPANIH3YIOMKUMH
KHCJIOTY CPEJICTBAMH, HATIPHMED AIIOMHMHHS T'HMJIPOKCHIOM,
HX ClIefyeT NPHHUMATh IOKpaiiHel Mepe3a2 9aca 1o uIm He-
pe3 2 yaca moclne npueMa Karncyll HTPaKoHasona (CM. pas-
den «Ocobble yrasanusy).

Hpomsonorcasaﬂ BO BpEM#A U B TCUCHHC 2 Henens nocie
JICHCHHUS UTPAKOHA30JIOM. TloBrimen PHCK NOSABICHUA HE-
)KeHaTeHBHHX'peaKHHﬁ Ha HAJIOKCETOJI, TAKUX Kax CHMII~
TOMBI OTMECHBI OITMOHI0B. v

He PEKOMEHAYCTCS BO BpEMS U 2 HEOCH TIOCNIC NCUCHHUA
HTpPaKoHa30J10M. DbdeKTHBHOCTE S. boulardii MoxeT ObITH
CHIDKEHA,

JynKa

Hanoxkceron Hanoxceron Coa (111), AUC (1111)?
Saccharomyces bou- S. boulardii - cHYKeHHE KOJIOHH3AIIHH
lardii (crerneHs HeM3BECTHA)
HmmyHocynpeccopnl
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[uxsocnopuu

JexcaMerason

®nyTuxasoH

MCTHHHPBIIHHSOHOH

Taxponumyc

Temcuponnmvce

AUC (1) .

ITuxnocnoprH (B/B) - OBBIIIEHHE KOHIIEH-
Tpaimn (<-1)°

Iuknocniopus (apyrue ¢OpMBl) - OBBIIIE-
HHE KOHLEHTpauuu (CTENEeHbp  Heus-
BECTHa)™

JexcaMetasoH Crax (<) (8/B) 1 (nmepo-
pamsho), AUC (11) (8/B, nepopalibHo)

DsryTHKa30H (A0S MHraNsUMi) - MOBBILUE-
HHe KoHueHTpauuu (11)°

DnyTukas3on (HasanbHas GopMa) - NOBEI-
mmenne KoHueHTpauuy (1)>°

Merunnpennu3onoH (nepopansio) Crax (1)-

(1), AUC(11)
MerunnpeniusonoH (8/8) AUC (11)

Taxponumyc (8/B) - TIOBEILIEHHE KOHLICH-
Tpauni (1)°

Takponumyc (epopanbHo) Crax (11), AUC
ane

Temcuponumyc (B/8) Cmax (11), AUC (11)°

3Beponumyc
‘Cuponumyc
(panaMuIMH)

Oeeponnmyc Cuax (11), AUC (1111)*
Cupomamyc Crax (11), AUC (1111)*

He pexomerayeTcs BO BpeMs H'B TeUCHHE 2 HEAEND [10-
ciie JiedeHus uTpakoHasoyoM. IIOBBILIEH PHCK MOABIIE-
HHSL HOKENATENbHBIX PEAKLUi Ha IBEPOIMMYC/CHPOIH-
MyC.

INpenaparsi, peryjJupyonine yYpoBHY JNIAIOB

ATOpBaCTaTHH

Aropsactathi Crax (¢2-11), AUC (1-11)

TIpoTHBOIOKA3aH BO BpeMs U B TeYeHHeE 2 HEAEINb T0CIe
JIeUeHHs UTPAKOHA30J0M. IIOBHINICH PHCK IOSABICHHSA
HEXeIaTeNbHBIX peakiuil Ha T0BACTATHH/CUMBACTATHH,
TAKUX KaK MHONATHA, paOXOMHONU3 M OTKIOHEHHSA Ja-|
GopaTOPHLIX MapaMeTPoB (YHKIHH IIEHESHH.

JloMuranun

Jlomurramug Crax (11171), AUC (1111)°

HpOTHBOHOKaBaH BO BpEM# H B TCHECHNE 2 Henenb Nocie
JICYCHHUA HUTPAKOHA30JIOM. IloBeiEH PHCK IIOABJICHUSA
HEXEJIATENBbHBIX peammﬁ Ha IIdMHTEHHlI, TaKHX Kak Ie-
YEeHOYHAasl TOKCHYHOCTSL M TAXKEIAd JKEIYLOUHO-KHILIEH-
Hasl peakuus.

JlosacraTnn
CuMBacTaTHl

Jlosactatad Cmax (1111), AUC (1111)
Cumsacratnd Crax (1111),

AUC(1D

IIpoTHBOMOKA3aH BO BPEMs H B TEYEHHE 2 HEAENB MOCHE
JieyeHUs HUTpakoHa3oyioM. IToBEILIEH PHUCK TIOABIEHHS
HEXENATENILHBIX PEaKHil Ha TIOBaCTATHH/CHMBACTATHH,
TAKUX KaK MHONATHs, paGJIOMUOIN3 U OTKIOHEHHS Ja-
60paTOPHLIX NapaMeTpoB QYHKUMHN HEYCHH,

HCCTGDOW)IHLIC NMPOTHBOBOCHANINTEIbHBIC CPEACTBA

Menokcukam

MenoxcukaM Cmax (11), AUC ()

TIpUMEHSTE C OCTOPOXKHOCTDIO, HAOMIONATh Ha MPEAMET!
cHMKeHUs 3()(GEKTHBHOCTH MENOKCHKaMa, MOXET [10-
TpeGOoBaThCs KOPPEKLHs 1036l MENIOKCHKAMA.

PecnupatopHbic cpeacTBa

Canmetepon

Canmerepon Crax (1), AUC (1111)*

He pexoMeHIyeTcs BO BpeMs M 2 HeJlelH [Toce nede-
HMA HTPaKOHa30J0M. ITOBBIIIEH PHCK NOSBIEHUA HEXE-
JIATETbHBIX PEaKUUi Ha CalIMETepoIC.

CelleKTHBHBIE mlmﬁn"ropm 06})3’[‘“01"0 3axXBaTa CePOTOHHHA, TPHINHKJIHYECKHE H PYTrHe aHTHAENPECCAHThI

PeGokcerun
Bennadakcun

Pe6oxcetu Coax (<), AUC (1)
Bennadakcus Cuax (1), AUC (1)°

TlpuMeHATb C OCTOPOXKHOCTBK), HabniozaTh Ha NpenMeT
TOSIBJICHMS. HEXKEJATENBHBIX PEakuuii Ha pedOKCeTHH/BeH-
JAhaKCHHS, MOKET N0TPe6OBAThCA CHIKEHUE 103 PeboK-

ceTHHa/BeHIadaKCHHA.

Yponornueckue npenaparsi
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Byneconnn Bynecoun (mis uHransumit) Coax (1), AUC| | IlpuMenats ¢ :'E‘;’E‘HPOEH_EI@THO":W%@&&FE {3 IpeAmeT

an TOSIBJICHHUS. HEKSNATENbHE peaKiyii Ha HMMYHOCYIIpec-

Byneconun (apyrue hopMmbl) - HOBEILIEHHE COpBI, MOXET NOTPeOOBATECA CHIKEHHE J03bI IMMYHOCY-

Y Py Pt b npeccopa.

KOHIIEHTpaNuH (CTeNeHb HEU3BECTHA)™

Llnxneconnn Hukneconus (ans naransammit) Cmax (1),
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Asanadui Asanadun Crax (11), AUC (1111)* IIpotuBonoxa3aH po-BRENL ﬁ R
JedeHus HTPEKOHA30MOM. ITOBBIINEH PUCK IOABIEHUS
HeXXeNaTeNbHBIX peakuui Ha aBaHadul, TAKUX KaK NpH-
anu3M, HapyIIeHNs 3pPEHHs H BHE3aIHas II0Teps ClyXa.
Jariokcerns Hanoxcetns Cmax (1), AUC (1) TIpoTHBONIOKA3aH BO BpEMs U B T€YEHHE 2 HEJENb N0CHe
JIeYeHHs MTPaKoHa30JIoM. [TOBLIEH PUCK TOSBICHHA
HEXENATENbHBIX PeaKIii Ha NANIOKCETHH, TAKHX Kak op-
TOCTATHYECKAS MHIIOTCH3MS U BU3YaJIbHBIC 3(PEKTH.
JHapudenannn Japubenanun Coax (111), AUC (111- He pexoMenayercs Bo BpeMs H 2 HEJIENH IIOCIIE JIEICHHS
T . HTpaKOHa30J10M. IIOBEIIEH PUCK MOABJICHHA HeXena-
Bapnenadun Bapaenabun Crax (11), AUC (1111)° TeNbHBIX PeaKuuil Ha JapH(eHanny/BapaeHapunc.
Hytactepnn JlyTacTepuL - TIOBBINICHUE KOHILEHTpauwH | IIPUMEHATD € OCTOPOKHOCTBIO, HAGMIONATS HA IPSAMET
(cTenens HensBecTHa)™ MOABNEHNS HEXENaTENbHbIX PEeakUMi Ha yposjorude-
VMunaderanuH Vmunabenaunn Coa (1), AUC (1) CKHE Ipenaparhl®, MOXKeT NOTpeGoBaThCd CHHKEHHE
OxcuOyTHHHH OKCUGYTHHUH - [IOBBIIEHME KOHIEHTpa- | A03BI  YPOJIOTHUECKOro Tpenapara, Cremuduueckue
wan (1)° IeHCTBUA 10 AYTAaCTEpPHUAY yKa3aHbl B MHCTPYKIMH I10
Crienagin Crnneradin Coas (1), AUC (111-1111)* | $70 TPEMEHERH -
(spexTribHAs Jlns cunpenaduna u Taganaduna ca. marsce pasden
muchyHKs) «Ocobbie ykazanusy.

Taganadun (3pex-
THIBHAS JUCHYHKIHA
nuobpokayecTBEHHAA-
THIIEpILIa3Hs npen-
CTaTeNsHOH JKesesnl)
TounrepoanH

Y nenadun

Taﬂaﬂa(bﬂﬂ Cmax (T)1 AUC (TT)a

TonreponnH Crax (1-11), AUC (11)* y 1mn
co cnabeiM Merabonuamom CYP2D6

Ynenadun Cmax (1), AUC (11)°

desoTeponuH

®esorepoanH Coax (11), AUC (11)°

IlpoTHBONOKA3aH MAlUEHTaM ¢ HapymeHneM QyHKIHH
TIEYCHH WIH TIOYEK OT CpeAHeH RO TSHKEeNOH CTENeHH TH-
XECTH BO BpeMs U B TeueHHe 2 HeleNlb IOCHE NCYEHHUS
UTPaKoHa30710M. IIOBEIIEH PHCK MOABICHHS HeEXena-
TebHBIX peakuHil Ha Ge30TepOHH, TAKYX KaK TAKEIbIE
aHTHXONUHeprudeckre s¢oextsl. IIpHMEHAT € 0CTO-
POXHOCTBIO Y IPYTHX NMalMeHTOB: HabMoAaTh Ha Tpea-
MET NOARJIEHUS HEXEJIaTENbHEIX peaklyit Ha pe3oTepo-
JHUHC, MOXET ]'IOTpEGOBaTbC}I CHHXCHHE O3Bl (beGOTepo-
IHHA.

Conudenauns

Conudenanns Cmax (1), AUC (11)* .

TpoTuBonoKasaH NalMeHTaM C HapyIICHHeM QyHKIMH
HOYeK TSHKENIOH CTENEHH MM ¢ HapyIeHHeM GYHKIIUH
HeYeHH OT CpefiHeil THKECTH IO TAKENOH CTENEeHH BO
BpEeMs K B TeYeHHe 2 HeAENb NOoclIe JIEYSHHU HTPaKOHa-
30510M. IIOBHIIIEH PHCK TOSBICHHS HEXENAaTENbHBIX pe-
axnuit Ha coNMEeHANMH: AHTUXONHHEPTHYeckHe d¢-
thexTs! ¥ ponoHranns uHTeppana QT.

TIpUMEHAT ¢ OCTOPOXKHOCTBIO Y APYTHX TNAlHEHTOB,
Ha6II0/1aTh Ha NIPEAMET [IOSBICHHS HEXXENaTeNbHBIX pe-
aKIui Ha conudeHanuH®, MoxeT notpebosaTecs
CHHKEHHE JI035] CONH(EHaIHHa. '

Jpyrie npenaparsi |

JIEKAPCTBECHHLIC CPEACTBA

AswpuriHOnH (epo-
panbHO)

AnurpuriaHoud Crax (1), AUC (1)°
KaGepromus Crex (11), AUC (11)*

HpHMeHﬁTb C OCTOPOXHOCTBIO, HaOmoaThL Ha apeaMeT
TIOABJICHUA HEKCIATEIbHBIX peaxuuﬁ Ha QaJIUTPUTH-

Kabepronnn KaHHAGHOHIE- NOBHIEHHAE KOHIEHTpa- HOMH/KaGepronH/KanHaGHOUIBI/IINHAKAIBLET, MOXET
unK (CTENeHb HEU3BECTHA, HO BEPOSITHO) oTpe6oBaThHCA CHHIKCHHE 03 3THX NPENApaTose,

Kaunabuouast “mne

LuHakanuer Iunakanuer Cmax (11), AUC (11)°

Komxnuun Konxunun Cua (1), AUC (11)° TIpOoTHBOIOKA3aH MAalMEHTaM ¢ HapymeHueM QyHKUnH

[OYEK KK TIeYeHH BO BPEMs H B TeueHHe 2 Heelb IocIe
JIEYEHHs HTPAKOHA30710M. IIOBBIINEH PHCK TOSBIEHHS
HEXXeJIaTENIbHEIX Peakini Ha KONXHUIMH: CHHIKEHHE Cep-
IEYHOro BHIGpPOCA, apUTMHH Cepllla, PecIHpaTOpHEIH
JUCTpecC ¥ YTHeTeHHEe KOCTHOro Mo3ra. He pexoMenzy-
€TCs APYIUM [IALMEHTaM BO BpEMS H B TCUSHHE 2 HEETb
TIOCJIe JIEYEHHUs HTPAKOHA30JI0M. TIOBBIIIIEH PHCK ITOSBIIE-
HHA HeKeJIaTeNbHBIX peaKlii Ha KOIXUIHHS,
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Jnurnycrar

CYP2D6 EMs: Cyax a5trirycrara (11),

TIpoTHBONIOKA3AH, HAUMEHTAM )F| THIBHEIM MeTaboms-

AUC(1)

Bonee BIpaxEeHHOE [OBLIILIEHHE OXHUAA-
€TCs Y JIUL CO CPEAHUM HITH cabbIM Me-
Tabonnimom CYP2D6 IMs/PMs u npu
OIHOBPEMEHHOM NIPHMEHEHHH UHTHOU-
Ttopa CYP2D6.

I mom CYP2D6 !FME OOIVYAIONIUM MOINHEIY HIH VME-

COOTBETCTBYET KCNEPTHOMY OTYETY

pennbiit uarHOUTOp CYP2D6, a Takke manueHTaM co
cpenruM win cnabeiv Merabonmamom CYP2D6 Bo
BPEMS 1 B T€UEHHE 2 HE/IeNb I10CHIEe TEPariy HTPaKoHa-
30J10M. I1OBBILIEH PUCK MOSABJICHUA HEXEJIATESIBHBIX Pe-
aKUMil Ha 3IAMITYCTaT: NPOJOHTanus WHTepBaoB PR,
QTc n/mmn QRS, a TaxixKe cepAeYHbIe aDUTMHH.
[TpUMEHSATH C OCTOPOXKHOCTHIO Y JIHL C CHUJILHBIM
MeTabomn3aMoMm CYP2D6 EMs, Habnronath Ha npenmer
TMOSIBNIEHUS HEXENATENbHBIX PEaKinil Ha SJINIIycTaTs,
MOXeT TOTpeOOBaTECA CHHIKECHHUE O3B! IUITYCTaTa.

AJkanougp! cn OPBLIHBEH

ANKaNIOU/IB! CIIOPHIHBLY - TOBBILICHHE KOH-
LEHTPALKH (CTENEHb HEM3BECTHA) D

TIpoTHBONOKA3aHb! BO BpeMs ¥ B TeUeHHe 2 HeleNb 1o-
ciie neyeHus uTpaxoHazonoM. IToBbIIEH pHCK NOsABIE-
HUS HEXENATENbHBIX DPEaKUid Ha anKalouibl CIIO-
PHIHBH, TAKHX KaK 9PTOTHU3M (CM. makoice pazoen
«IIpomusomuzperosneie cpedcmea).

Iananramuu

Taarramus Coax (1), AUC (1)?

IIpHMEHATE C OCTOPOXHOCTBI0, HAaOMIONATh HA NPEIMET
MOSABIEHHS HEeXeNaTeNbHEIX pEakuuif Ha TaJaHTaAMMHC,
MOJKET IIOTPpeOOBaTECA CHIDKEHHE N03b] rajlaHTaMHHa.

HBakadTop

HBakadrop Cmax (11), AUC (111)*

TIpuMeHsTE C OCTOPOMKHOCTHIO, HAOMIOAATH HA TIpEMeT
TIOABJIEHUsE HEXENAaTeNbHBIX Peakuuid Ha mpakadrTopc,
MOeT 1oTpeGoBaThCS CHIKEHHE NO3b! HBaKadTopa.

| Jlymaxadrop /
uBaxadrop

Hpakadtop Counx (11), AUC (11)°
JymakapTop Chax (<), AUC(«)?
WTpakoHa3ol - CHIXKEHHE KOHIIEHTPALHH,
CTETIEHb HEM3BECTHA, HO, BepOoATHO (] ]])

He pexoMeHyercs BTedeHHe 2 HEACNHb 10, BO BpEMs U B
Te4YeHne 2 HelleNb [0Ce ISYeHNS UTPaKkoHasoIoM. Bos-
MOXHO CHIDkeHHe 3)(QEeKTHBHOCTH HTpaKoHa30Ja, BO3-
PACTaeT PUCK MOSBJICHWS HEXeNATeNbHLIX PEeaKlHH Ha
usaxagTOp®.

AHTaroHuCTBI PeHenTopoB Ba30NMpPeCCHHA

Konwusarran Kounsantan Cmax (11), AUC (1111)* He pexomenyeTcs BO BpeMs 1 2 HEJIENH [I0CIIE JISUSH s
Tonsantan Tonsantan Cmax (11), AUC (111)° UTPaKOHA30JI0M. IloBbiIEeH  pHCK TOsIBIIEHNS
] HeKENATEJIbHBIX PEaKIUii HA KOHUBAIITAH/TONBANTAHE.

Mo3aBanTan Mo3saganTat Crax (1), AUC (11)

HPHMCHSIT}: C OCTOPOXXHOCTBIO, Hab/onaTh HA npeaMeT
TNOABJICHUS HEXENATCJIBHBIX peaxum‘& HA MO3aBaITaH®,
MOXKET n0'rpe6osa'rbcx CHHIKCHME JO3bI MO3aBalTaHa.

*unrnouropsl CYP3A4 (BKiro9as HTpaKOHA30J) MOTYT HOBBIIATE KOHIEHTPALMIO TOp-

MOHAJIBHBIX KOHTPAUCITHBOB B IIJIa3ME KPOBH.

IIpnMmevyanne

Cpennee NOBbINIEHHE KOHUEHTPALMH:
1: <100 % (< 2 pag);

11:100-400 % (> 2 pa3 u < 5 paz);

111: 400-900 % (> 5 pa3 u < 10 pas);

T111:> 10 pas.

Cpem{ee CHHKCHHE KOHICHTPAIlHH:

1 <40 %;
L1: 40-80 %;
111> 80%.

OtcyrcrBue 3 dexra: <

Hns  onucaHus

apdexra (cpemHss

KOJIOHKA) YKa3aHo

‘Ha3BaHUE HCXOIHOTO
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JIEKapCTBEHHOT'O BEUIECTBA, Aaxe €CIU 3P(HEKT OTHOCHUTEH: K1 aKTHBHOMY! KOMIIOHESHTY

VUTH aKTUBHOMY METa0O0IIUTy IpOJIeKapCTBa.

a. JIs OpemapaToB co CTPENKaMH B’ CKOOKaX OIHKA OCHOBAHA HA MEXaHU3ME
JIEKapCTBEHHBIX B3aUMOAEUCTBUIN U HH)OPMAIUHY O KIMHUYECKHUX JEKaPCTBEHHBIX B3aH-
MOJIEHCTBHUSX C KETOKOHA30JI0M HITH JPYTUMU MOIIHEIME HHTHOHTOpamMu CYP3A4 n/unn
uaruouropamu P-rnukonporenna unu BCRP, a Takoke Ha JaHHBIX MOJEIMPOBAHU, KU~
HUYECKHX CIy4acB /WM SKCIEPUMEHTOB in vitro. Jljif ApyruX NepeYrCIeHHEIX IIpena-
PaTOB OllEHKa OCHOBaHA Ha JAHHBIX KIMHHYECKUX JIEKAPCTBEHHBIX B3aMMOACHCTBHH
npenapara ¢ HTPaKOHa30JI0M.

b. Ilapamerps! HapMaKOKMHETHKH HE YCTAHOBIICHE.

c. CBSI3aHHBIE C IIPENapaToM HEXeJIATebHbIE ICKAPCTBEHHBIC PEAKINN IPeJ-
CTaBIEHE! B COOTBETCTBYIONIEH HHCTPYKIIMH 110 IPUMEHEHHIO,

Llemu

JlexapCTBEHHBIE B3aMMOJICHCTBUS U3YIE€HB! TOJIBKO Y B3POCIEIX.

Oco0rble ykazanus

- Buusnue na desmensnocms cepOya. B UCCIEIOBaHAY Ha 3A0POBBIX JOOPOBOIBIAX MpeE-
I1apaT UTPaKOHa30Ja I BHYTPUBEHHOTO BBEICHUS OTMEYAIOCh Ipexosee 6eccumIl-
TOMHOE YMEHbIIEHHE (Hpakiuy BHIOpOCa JEBOrO KENYAOUKa, HOPMAIM30BABIICECS JI0
crenyromei nadysuu npenapara. Kinnuuueckas 3Ha9UMOCTh TONYYEHHBIX JaHBEIX UL
HEepOPANBHBIX JEKAPCTBEHHBIX (hOPM HensBeCTﬁa.

HTpakoHa3on 06/1aaeT OTPHIATENEHEIM HHOTPONHEIM dddextom. Coolbmanocs o ciy-
YasX XPOHHUECKOH Cep/IeIHOM HeI0CTATOUHOCTH, CBS3ARHEIX C PHEMOM HTPAKOHA30IA.
I[Tpu cyrouno#t no3e 400 Mr uTpakoHa30ia HabIOJAI0Ch O0llee YaCcTOE BOSHUKHOBEHHE
CepACYHON HENOCTATOYHOCTH; NPU MEHBIINX CYTOYHBIX J03aX TaKOH SE;KOHOMepHOCTI/I.
BBISIBIICHO HE ObUI0. PUCK BO3HMKHOBEHHUS Xponnqecxoﬁ cepIedHON HEJOCTATOYHOCTH,
Hplel’IOJIO)KPITGJIBHb, IPOMOPIIMOHATICH CYTOYHOM fo3e. TpakoHa30l HE CIEAyeT NpH-
HEMATh IIALMCHTaM C XPOHHYECKOH CEpAedHON HENOCTATOYHOCTHIO MK C HATHYHEM
3TOT0 CUMIITOMOKOMILIEKCA B aHAMHE3€e, 38 HCKIIOYEHUEM CIy4aeB, KOrJa BO3MOXKHAs
1OJb3a 3HAYUTENBHO IPEBOCXOIUT OTeHIUAIbHEI puck. IIpu HHIMBHTYATLHOMN
OIIEHKE COOTHOILIEHHS MOJH3BI ¥ PUCKA CIENYeT IPUHHUMATH BO BHEMAHHE TAKHE dax-

TOPHBI, KaK CCPEC3HOCTD noxasaﬂm‘/i, PEXHUM AO3UPOBAHNAA H HHANBHIYAJIBHBIC (I)&KTOPI)I
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PHCKa BO3HHKHOBEHYMS CEpICYHON HENOCTaTORHOCTH (MifeMpseckas Domes s cepaua,

IOPaXXESHHUS KJIAaHOB, OOCTPYKTUBHbIE OONE3HU JIETKUX, I04€YHas HEAOCTATOYHOCTE U
JIpyrHe 3a60JeBanys, COMPOBOKAAIOIIMECS OTeKaMu). Takux NalMeHTOB HEOOXOMMMO
pouHGOPMHUPOBATH O ﬁpnsﬂakax U CHMIITOMaX XPOHHUYECKOH CepAeyHON HeI0cTaToy-
HOCTH M CIEIUTD 34 MX MOSBIEHHEM BO BpeMs Kypca Jedenns. [Ipu nmosBiennu noxob-
HEBIX IPU3HAKOB MPUEM UTPAKOHA30J1a HEOOXOAUMO IIPEKPATHTb.

VrporKaromiue JKH3HH apUTMHUH CEpALA W/HIH BEE3aIHas CMEPTh OTMEYAINCh ¥ NAlUEH-
TOB [IPU OJHOBPEMEHHOM IIPUMEHEHUH METAIOHA.

BIIOKaTOPE! KalbIMEBEIX KAHAIOB MOTYT 00IaiaTh OTPHIATEIbHBIM MHOTPOIHBIM (-
(exTOM, KOTOPBIN MOXET OBITh aAXUTHBHBIM I10 OTHOIICHHUIO K 9P (EKTy HTPaKOHAa30Ia.
Kpome Toro, HTpakoHa30J MOXET HHTHOMPOBATh MeTab0Iu3M OJI0KaTOPOB KalbIMEBBIX
kaHasoB. CIIe0BaTeNBHO, CIeAyeT HPOSBIATE OCTOPOKHOCTH [IPH OJHOBPEMEHHOM IPH-
MEHEHHH HTPaKOHa30Jia M OJIOKATOPOB KaJbIIMEBBIX KAHAIOB M3-32 IIOBBIMICHUS PHUCKA
3aCTOMHOM CEepAEYHON HENOCTaTOYHOCTH.

- Jlexapcmeennvie 63aumooeticmsus. ONHOBPEMEHHBIH IIPHEM HEKOTOPBIX JIEKAPCTBEH-
HBIX MPENapaToB C UTPAKOHA30JIOM MOXKET n'pmseém K U3MEHEHHUIO B () (EKTHBHOCTU
UTPaKOHa30JIa W/WIA OJHOBPEMEHHO IPUMEHSEMBIX JIEKapCTBEHHBIX IIPENAapaToB, BO3-
HUKHOBEHHMIO OIACHBIX JJIS JKU3HH MOOOYHBIX PEaKIid u/mim BHE3anHOH cMepTH. [Ipe-
HapaThl, KOTOPEIE HEJIb3sI IPUHUMATE OJHOBPEMEHHO C HTPaKOHA30JI0M, HE PEKOMEHIIO-
BaHHBIE JUIs OXHOBPEMEHHOIO IPUMEHEHHUS. W/HIIH PEKOMEH{OBAHHBIC IS ONHOBPEMEH-
HOT'O MPUMEHEHUS C I/ITpa‘KOHaSOJIOM C OCTOPOYKHOCTBIO, IEPEUNCIICHEI B pa3zene «B3a-
UMOZICHCTBHE C IPYTHMH JIEKapPCTBEHHBIMU CPEICTBAMID.

- Ilepexpecmnas 2unepqyécmeumeﬂbnocmb: JAHHBIC B OTHOIIECHUH HATNIHS IEPEKPECT- -
HO¥ THIepYyBCTBUTENFHOCTH MEXY UTPAKOHA30JIOM U APYTUMHU [IPOTUBOrPHOKOBEIMA
CPEACTBAaMH C a30JIbHOM CTPYKTYpO# (M3 TPpyIIBI a3010B) orpaHuyeHHEL. [Ipyu Hanuauu
THIEPYyBCTBUTEIBHOCTH K APYTMM a30J1aM CIIEAYET C OCTopox{Hocmo Ha3HA4aTh UTPa-
KOHA301I. |

- Bzaumoszamensemocmo: He PEKOMECHIyETCs B3aUMO3aMEHAEMOE UCIIOIh30BAHNE UTpa-
KOHa3oja B opMe Karcyil u mparconasoﬁa B popmMe pacTBOpa IJIA NpHEMa BHYTPS,
BBHY TOTO, YTO IKCIO3HMIIAS UTPAKOHA30JIa BhIIIE PH UCIIOJIE30BAaHUH €ro B hopmMe pac-

TBOpa JJI IpHEMa BHYTpPb, 4eM B GopMe Kamcyl, Aaxke IpH IpUeMe OJMHAKOBEIX J103
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HTPAKOHA30J1a. | B xomALmi

- CHUOICEHHAs KUCTIOMHOCMb JHCeNYO00YHO20 COKA: TIPU CHIPKEHHOM KHUCIIOTHOCTH
HKENMYNIOTHOTO COKA abcopOuust uTpaKoHasona W3 Karcyn Hapymaercs. Ilanuenram co
CHIKEHHOU KHUCIOTHOCTBIO HKEIyNIOTHOrO COKa BCIEACTBHE 3a60/1eBaHms (manpumep, y
TAMCHTOB C aXJIOPrujipuell) WM BCIEACTBHE NpHEMaA JIEKapCTBEHHBIX MPENapaToB
(HampuMep, JIEKapPCTBEHHEIX CPENCTB, HMOAABILIOMNX XKEIYIOUHYIO CEKPEIHI0) PEKo-
MEHIYETCs MPUHIMATD HTPAKOHA30J B KaIrcyIax OJHOBPEMEHHO C KMCIBIMA HAaIUTKaMA
(TaKuMH KaK HeMETHIeCKas KOonua).

Cnenyet KOHTPONMPOBATE IPOTHBOTPHOKOBYIO aKTHBHOCTH IIpeNapara M yBEIU4IHUBATh

703y UTPaKOHas0Na IpH HGOGXOJII/IMOCTI/I '

- Buusinue na @yHKyulo neyeny. B OYEHD penmx CIIy4asx IpU NPUMEHEHUH UTPaKoHa-
30J1a Pa3BUBANIOCH TKEIOE TOKCHIECKOE MOPaXKSHUE NI€YEHH, BKIX0Yas HECKOIBKO CIIy-
YaeB OCTPOH MEYSHOYHOM HEIOCTATOYHOCTH C JIETAJHbHBIM MCX0J0M. B GonpmmHCTBE
CITy4aeB 9TO HPOMCXOIMIO C NALEHTaMH, y KOTOPBIX yKe HMEIHCh 3a00IeBaHHs 1e-
ﬁeHH, y HAallUeHTOB C APYTUMH TSOREIEIMH 3a00JIeBaHUSIMHY, KOTOPBIM IIpenapar OblI
Ha3HAYCH VIS JICYCHUs] CHCTEMHBIX 3a00JeBaHuM, a TAKKE y NAlUEHTOB, MOJyYaBIINX
Ipyrue JIEKapCTBEHHBIE Cpe/ICTBa, 00Iajaroniie renaTroTokCuIeckuM aeicreueM. On-
HAaKO Y HEKOTOPBIX MALMEHTOB He OBLIO COIYTCTBYIOMUX 3a00I€BaHUM M1 OYEBUIHBIX
(haxTOpPOB pUCKa B OTHOHICHWM IOpaKeHHs INe4eHH. HEeCKOIbKO TakuX CIydaeB BO3-
HUKJIM B IIEPBBIH MECSAI] TEpanuy, a HEKOTOPHIE - B IEPBYIO HENENIO nequn;I; B cBszu c
3TUM pCKOMCHJIyéTCﬂ peryispHO KOHTPOIUPOBATH (byHKumo IICYECHH y MAUeHTOoB, M0-
NTYYaOLMX TEPANHIO UTPAKOHA30JI0M. B ciyuae BOSHUKHOBEHHUSI CHMIITOMOB, IIPEAIIOIA-
rafolIUX BO3HUKHOBEHHUE TeIaTHTa, @ AMEHHO: aHOPEKCHY, TOITHOTEI, PBOTHI, CIa00CTH,
0onH B )KABOTE M NMOTEMHEHHUS MOYH, Héo6xonnMo HEMEJUICHHO IIPEKPaTUTh JICUeHUE U
IIPOBECTH HccaenoBanye QyHknuu nedenu. IlanuenTaM ¢ MOBBILIEHHON aKTMBHOCTBIO
IIEYCHOYHEIX ()EPMEHTOB, 3a00JIEBAaHIEM IEYEHH B aKTUBHOH (pa3e Uy IIpY NEpeHECEeH-
HOM TOKCHYECKOM IOPa)KCHUH II€YEHU BCIEACTBUE MPHEMA APYTHX MPENapaToB HE Cle-
IyeT Ha3Ha4yaTh JICUCHHE HTPAKOHA30JI0M, 38 HCKITIOUSHHEM TeX CIIydaeB, KOTa OXXUIa-
eMas IoNb3a or_IpaBnBIBéeT PHCK IOpa)XXCHWs TeYeHHW. PEeKOMEHIyeTcs IPOBOIUTH
HaOIlloAeHUe 32 YpOBHEM J1a00paTOPHBIX MapaMeTPOB (byHKuﬁn IICYECHH Y MalUeHTOB C .

yK€ HMEIOIUMCS - HapymieHueM (QYHKIWH I[I€YeHH WIN MalUeHTOB, Yy KOTOPBIX
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HA30JI [IPEUMYILECTBEHHO MeTaboMu3upyeTcs B nedeHH. II0CKoibKy y ManueHToB ¢
HapyIIeHUAMA (YHKIMA [EYEHH MOJHbIA [EepHON HONYBHIBEACHAS HTPAKOHA30la He-
CKOJIBKO YBCJII/I‘-ICH, PEKOMEHIYETCS OCYIIECTBIIATh KOHTPOJIb KOHLIEHTPALMid UTPaKoHa-
30114 B IJIa3M€ U NPH HEOOXOAUMOCTH KOPPEKTHPOBATH 103y Mpernapara.

- Hapywenus ¢oynxyuu nouex: faHHbIE 10 IPUMEHEHHIO IpenapaTa y MalueHToB ¢ Hapy-
HICHUSAMY QYHKIIY [TI0YEK OTPaHUYECHHBI, Y HEKOTOPHIX MAlIMEHTOB ¢ HEXOCTATOYHOCTBIO
(GYHKIHH TOYEK SKCIO3ULIUSI HTPAKOHA30]Ia MOXKET OBITh NoHIDKEHA. IToaTOMY TakuM na-
IMEHTaM CIIEYET Ha3HAYaTh IPENapaT ¢ OCTOPOIKHOCTHIO.

PeKOMEH/yeTCs OCYIIECTBIATH KOHTPOJIh KOHIEHTPAIMI HTPAKOHAa30/1a B IUIa3Me ¥ IIPH
HEOOXOIMMOCTH KOPPEKTHPOBATh O3y Ipenapara.

- Ilayuenmoi ¢ ummyHnooeuyumom. GUOIOCTYIHOCTh UTPAKOHA30JIa IIPU IEPOPATLHOM
TpHEMe MOXKET GbITh CHIKEHA Y HEKOTOPHIX IAIHEHTOB ¢ HapyIIEHHEIM HMMyHHTETOM,
Hanpumep, y NarueHToB ¢ HeliTponenueil, manuentos ¢ CII/loM nny nepeHecImx ome-
PALHIO 110 TPAHCIUIAHTAIMA OpraHoB. Takum 06pa3oMm, 103a JOJDKHA OBITH CKOPPEKTHPO-
BaHa B 3aBHCHUMOCTH OT KJIMHHYECKOH KapTHUHBI y 3TOM IpyIIEI NallMeHTOB. X
- Ilayuenmuvl ¢ cucmemmubimu 2pubKOBbIMU UHDEKYUIMU, NPEOCMAGIIOUUMI Y2ZPO3Y
JICU3HU. BCIIELCTBHE (hapMaKOKMHETHYECKUX XapaKTEPUCTHUK (cM. noopasden. « Papma-
KOKUHemuKay) UTpakoHa3oJia B BHUJIE KaICyJ €ro NpUMEHEHHE HEe PEKOMEHAYETCS s
Hayaja JEUCHHUS CUCTEMHBIX MUKO30B, npeLLCTaBﬂﬁlomnx'yrposy KHU3HM MTaIlUEHTOB.

- Ilayuenmur ¢ CIIH]Jom: nedanmii Bpad JOJDKEH ONEHUTh HEOOX0AUMOCTh Ha3HaUEHHs
nojuepxuBaroniei repanun y BUY-undunupoBanasix nanueaToB, nMeroniux CIIA, y
KOTOPBIX CYIIECTBYET PUCK PELMANBA, PAHEE MOIYYABLINM JICICHHE II0 TIOBOLY CHCTEM-
HBIX rpHGKdBBIX HH(l)eKuﬁﬁ. | |

- Ilpumenenue 6 neduampuyeckou npakmuxe. TIOCKOJIbKY KIMHHUYECKUX JAHHBIX 00 ¥C-
II0JIh30BAHUH UTPAKOHA30M1a y AE€TeH HENOCTATOUYHO, PEKOMEHAYETCS Ha3Ha4aTh Ipena-
paT JeTsAM TONBKO B CIIydae, €CJIH BO3MOKHAS I10JIb3a OT JICUECHHUS NPEBBINIACT TOTEHIN-
QJIBHBIA PUCK.

- Kenwgunam 0emopoonozo 603pacma, nPUHUMAIOWUM UMPAKOHA30/, HEOOXOMUMO HC-
TOJIB30BATH BBICOKOI())EKTUBHEIE METOBI KOHTPACHIIN Ha HPOTHKEHHUH BCETO Kypca

JIeYEeHHs BILIOTh IO HACTYIJICHUS IIEpPBOM MEHCTPYaLUH [IOCIE €r0 3aBEPIICHUSL.
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- Heiiponamusa: ne4eHUE CIERYET IPEKPATHTH IPH BO3HEKHOBEHHH/ HePH{IENAIECKON

HEeWPOmaTHH, KOTOpas MOKeT OBITh CBSI3aHa C IPHUEMOM KallCyJl HTPaKOHA30JIa.

- Ilepexpecmuas pe3ucmenmuocmy: TIPA CUCTEMHBIX KaHIHMI03aX, MPEAIOIOKHUTENLHO
BBI3BAHHBIX (bﬂyKOHazoﬁ-pe:;HCTeHTHLIMH mrammamu Candida, Henb3s IPEAIOIOKATH
YyBCTBHTEIBHOCTh K HTPaKOHA30Jy, CIE€AOBATENBHO, PEKOMEHAYETCS NPOBEPUTE HyB-
CTBHUTEIBHOCTE IEpe]] Ha4aloM Tepayuy UTPAKOHA30II0M.

- ITayuenmvl nooicunozo 8o3pacma: NaHHBIE O UCIONB30BAHUIO HTPAKOHA30JIa Y MaIH-
EHTOB [IOKHJIONO BO3PACTA OrPAHAYCHHE!. PEKOMEH/IyeTCs HA3HAUYAT- IPETapaT TONBKO
B CIIy4ae, eCll BO3MOXKHAsI [I0JIB3a OT JICUESHHS IIPEBHIIIAET HOTEHIHAIBHEIA PUCK. B 1e-
JIOM PEKOMEHIYETCS IpU MOAOOpe HO3bI JUIs HALMEHTOB MOJKHIOTO Bo3pacTa 00paTuTh
BHHMAaHME Ha YaCTOTY CHIDKEHHS (DYHKIHHU MMEYeHHU, OYEK, CEPEUHO-COCYJUCTON CH-
CTEMEI ¥ COIYTCTBYIOIIUX 3a00I€BaHUI WK IpyTOH JIEKapCTBEHHOM TEPaIIHy.

- Ilomeps cryxa: coo0IAIOCh O BPEMEHHOM MIIM CTOMKOM IOTEpE CilyXa y IalKeHTOB,
NPUHUMAIOMNX HTPAKOHA30JI. B HEKOTOPBIX CIydasx IMOTEeps CiyXa MPOUCXOJMNIa Ha
hoHe OIHOBPEMEHHOTO IPHEMa C XHHHIMHOM (cM. pasden «IIpomusonoxasanusy). Ciyx
OGEIYHO BOCCTAHABIMBACTCS ITOCIE OKOHYAHHS Tepalyy UTPAKOHA30JI0M, OJHAKO Yy He-

KOTOPBIX INAIACHTOB IIOTEPsL CIIyXa He06paTI/IMa.

- Cnocobrocme k 3a4amuio. B UCCICIOBAHUAX HA )XUBOTHBIX OTMEYAIach PEIPOaYKTHB-

Hasl TOKCHYHOCTh UTPAKOHA3014a.

- Myxogucyudo3 (kucmosuuiii ¢pubpos): y TAIMEHTOB ¢ MyKOBHCIUI030M (KHCTO3HBIM
¢udpo3om) Habmroganach BapuabenbHOCTh KOHIEHTpALMH HMTPAaKOHA30lla B INIa3Me
KPOBH IIPY NPUMEHEHUH UTpaKoHa3osia B ()opMe pacTBOpa [l IpHeMa BHYTPh B JI03¢€
2,5 mr/xr 2 pasa B cyTkH. Kak cieicTsue, TepaneBTHIecKas paBHOBECHAs KOHueHTpauI/I;{
UTPaKOHAa30JIa B IUIa3M€ KPOBH MOXKET HE IOCTHraThCsA. PaBHOBECHBIE KOHIIEHTpAIMU
>250 Hr/ma nocmranncsnpn6nn3ﬁTeJILHo y 50% HaITHEHTOB cTapiue 16 JeT u He 1o-
CTHTaJTUCh HH Y OJJHOTO nanuenTa miaame 16 ner. IIpyu 0TCyTCTBUM OTBETA Ha TEPAIHIO
KaIICyJaMHi MTPaKoHa30Ja CIeIyeT PACCMOTPETh BO3MOXHOCTh MEPEXO0/a Ha allbTepHa-
TUBHYIO TEPANHUIO.

Opnna pasopas fo3a (1 xancyna) openapara Texnazon® comepxur 192,0 Mr caxapossl,
910 cooTBeTcTBYET: =~ 0,02 X1e0HOU e€qUHUIIBI (XE)\. MakcuManbHas cyTouyHas ro3a (4

Karcynsl) npenapara TexkHa3on® comepxkuT 768,0 MI caxapo3bl, 9TO COOTBETCTBYET: =
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BiiusiHMe HA CHOCOOHOCTH YIPABJISATH TPAHCIOPTHLIMH CPEICTBAMH, MEXAHH3MAMMU
HWccenenoBanus 0 U3YYSHUIO BIMSTHUSA HTPAKOHA30J1a Ha CIOCOOHOCTH YIIPaBIATh TPAHC-
TIOPTHBIMH CPENCTBAMH ¥ pabOTaTh C TEXHUKOH HE IMPOBOAMWINCH, HeoOxomumo npunu-
MaTh BO BHUMaHHE BO3MOXXHOCTh BOSHUKHOBEHHUS NIOOOYHEIX PEAKINH, TAKUX KakK IoNo0-
BOKPY>KEHUE, HépymeHI/Ie 3peHHs M NoTeps ciryXxa (cm. pasden «Ilobounoe deticmesuey).
ITpu mosiBNeHMH ONMCAaHHBIX HEXKENATEIbHBIX PEAKIUN CIEAYyeT BO3AEPKATECS OT BBI-
IIOJTHEHUS YKA3aHHBIX BUIOB AEATEIBHOCTH. |

dopmMa BBIIIYCKA

Karicynst mo 100 mr. o 4 unn 15 xancysn B KOHTYPHYIO SSMEHKOBYIO YIIAKOBKY M3 HJIGHKI;I.
HOJUBUHUIXJIOPHIHOMN 1 (ONBIY aIOMUHUEBON IIEUATHOM.

1 KOHTYPHYIO SYCHKOBYIO YIIAKOBKY 110 4 My 15 Karcys Wi 2 KOHTYPHBIX SSYEHKOBBIX

YIIaKOBKH I1IO 15 Karcyi, BMECTE € PIHCTpYI(HHCfI 10 MCOUIUHCKOMY NPUMEHEHUIO [IOMEC-

IDAr0T B IA4YKy U3 KapTOHA.

YcaoBusi XxpaHeHus

B 3ammineHHOM 0T CBeTa MecTe NpH TeMiiepaType He Boiie 25 °C. XpaHUTh B HEAOCTYII-

HOM IS I€TE€H MECTE.

Cpox rognocTn

3 roxa. He npumMeHATSH 110 HCTeYeHHH CpOKa FrOJHOCTH.
YciioBus 0TIyCKa

OTmyckaroT [0 PelenTy.

Jep:xkaTenb peruicTpaHOHHOIO Y0CTOBEPCHHS

Ho6ex Wnau Canaitn Be Tumkaper A.IIL., Typuus

- Keapran Capaif, yi. Jlokropa Annana broiokaernnsa, 14 34768

p-H FOmpanue, r. CtamOyn, Typrus.
tes/daxc:+90 (216) 633 60 00/ +90 (216) 633 60 01
IIpousBoaureisn

Ho6ex Unau Canaiiu Be Tpupicape*r AT

. Paiton Canmxaknap, ynmuna Ocku Axdakomka, Ne 299 81100 dy3mxe, Typrus.

Ten/daxc: +90 (380) 526 30 60/ +90 (380) 526 30 43

AO «Hoben Anmaruackas ®apmanestruyeckas Padpuxay.
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Tem. +7 (727) 399 50 50.

Opranu3anusi, NPUHAMAIOLIAS NPeTeH3NN MOTPe0nTee:

ITpencraButenscTBo AO «Hob6en Minay Canaiin Be Tumxaper A.IIL»

119421, r. Mocksa, yin. HoBatopos, n. 7A, kopu. 2, buznec-ueHTp «Hasuratop»

tex/dakc: +7(495) 982-36-84/85
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