COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.03.2025 N2 6315

OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOIO IPEATAPATA ")

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Ntpakonazon, 100 mr, kancybl

2. KAYECTBEHHBIA 1 KOJTMYECTBEHHBII COCTAB

JelicTByrolee BeIecTBO: UTPAKOHA30I1.

Kaxnas kancyna comepxut 100 Mr utpakoHasoja (B BUIE UTpaKOHA30JIa meuieT — 455 mr).
BcnomorarenbHble BellecTBa, HATU4YME€ KOTOPBIX HAJAO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O
Ipernapara: caxapo3a, KpaCUTeb COJTHEUHBIH 3aKaT sKenThli (cM. pa3zaen 4.3).

[TonHbIi mepedeHs BCIIOMOTATENbHbBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynsr.
TBepabie xenaTuHoBBIEe Karcynsl Ne 0 opamkeBoro nsera. ConepKumoe Karcyna — cepudeckue

TPaHyJIbI OT OEJI0TO 70 MOYTH OeIoTo IBeTA.

4. KINMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K NPUMEHEHHUIO
NtpakoHa3os moka3aH K IPUMEHEHUIO Y B3pOCIIbIX U JAeTer oT 3 10 18 ner.
— IlopakeHne KOXH U CIU3UCTBIX 000JI0UEK:
— BYJIbBOBarMHaJbHbIM KaHIHM03;
—  OTpyOeBUAHBIN JHIIAM;
— JIepMaTOMHUKO3HI;
— KaHAWI03 CIU3UCTONH 000IOYKH MOIOCTH PTa;
— TpUOKOBBINA KEPATHT;
— OHHMXOMHKO3BI, BBI3BaHHBIE AepMaTOUTaAMU U/WIIN IPOACGKENOJ00HBIMU TpUOaMH;
— CHCTEMHBIE MUKO3BI:
— CHCTEMHBIN acTiepruiuie3 U KaHIum03;
— KPHIITOKOKKO3  (BKJIIOYash KPUNTOKOKKOBBIM ~MEHHMHTWT): Yy TAIUEHTOB C
UMMYHOJIC(HUIIUTOM U y BCEX MALMEHTOB ¢ KPUNTOKOKKO30M IICHTPaJIbHON HEPBHOM
CHCTEMBbl UTPAKOHA30J JOJDKEH Ha3HA4YaThCs TOJBKO B CIIydasiX, €CJIM Iperaparhl
NepBOH JINHHUH JICYEHHSI HE TPUMEHHUMBI B TAHHOM ClTy4dae WiIH He 3()()eKTHBHEI,

— THCTOIJIAa3MO3;



0J1aCTOMHKO3;

CIIOPOTPHXO03;
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MapakKOKIUANONJIOMHKO3;

4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

IMpoYre PpECAKO BCTPEUAOIIHUECA CUCTEMHBIC UKW TPOIIMYCCKUEC MHUKO3BI.

ITokazanue

Ho3za

HpOILOJ’I}KI/ITeJ'II)HOCTB JICUCHUA

BynbBoBarnHanbHbIN KaHINU03

200 mr 2 pa3a B CyTKH WU

200 mr 1 pa3 B cyTku

1 neus nnu 3 gHs

OTpyOeBUIHBIN JTHIIIAN

200 mr 1 pa3 B cyTku

7 nuen

JlepMaTOMHKO3bI I1aAKON KOXKHU

200 mr 1 pa3 B CyTKH UIu

100 mr 1 pa3 B cyTku

7 nuen wiu 15 nuen

[Topaxenus
BBICOKOKEPATHHU3UPOBAHHBIX
o0nacTeil KOXXHOTO IOKpPOBa,

TaKUX KaK KHCTH PYK U CTOIIbI

200 mr 2 pa3a B CyTKH WA

100 mr 1 pa3 B cyTku

7 nuey v 30 nHel

Kaununos ciansucroii 000JI09KU

IIOJIOCTH pTa

100 mr 1 pa3 B cyTku

15 guen

buopocTynHOCTh UTpakoHA301a MpPU MEPOPATBHOM MPHUEME MOXKET ObITh CHUKEHA Y HEKOTOPBIX

NAIMEHTOB C HApYyIIEHHBIM MMMYHHUTETOM, HampuMep, y OOJIbHBIX C HEUTpomeHHen, OOJIbHBIX

CIINJom miu ¢ mepecaxeHHbIMU opraHamu. CrenoBaTebHO, MOXKET MOTPEOOBATHCS IBYKPAaTHOE

YBCIUUCHUC NO3bI.

['puOKOBBIN KEpaTUT

200 mr 1 pa3 B cyTku

21 neun
JUTNTENbHOCTD JIEYEHUSI MOXKET
OBITH CKOPPEKTHUPOBaHA B
3aBUCUMOCTH OT YJIyUIICHHUS

KIMHUYECKOM KapTUHBL

OHI/IXOMI/IR03I>I, BbI3BAHHBbIC nepMaToquaMn U/ MIH IlpO)K)KCl'[OIlOﬁHLIMH H IVIECHEBBIMHU

rpudamu

ﬂOSBI " IPOAOJIKUTCIIBHOCTD JICUCHUSA
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OHHUXOMHMKO3bI —  IYJIbC-

Tepanus

OnuH Kypc 11

JICYECHMS, 110 MEepe OTPACTaHUsI HOI'TEH.

b rep i TR T I e RG]

IpueMe 1o 2 Karlcyisl penapara Mrpakonasosn 1Ba pasa B

HY>KHO MIPUHUMATh Mpenapar, COCTaBIsAEeT 3 HeleH.

cytku (o 200 Mr Ba pa3a B CyTKH) B TEUCHHE OJTHON HEIEIH.
Jln1s nedenus rpuOKOBBIX MOPAXKEHUN HOTTEBBIX TUIACTUHOK
KHCTEeH peKkoMeHayeTcs ABa Kypca. [[is neueHus rpuOKoBhIX
NOPaXEHUH HOTTEBBIX IJIACTUHOK CTOIl PEKOMEHIyETCsl TPU

Kypca. [IpomexxyTok Mexy Kypcamu, B TeYEHHE KOTOPOro He

KinHngeckue pe3yiabpTaTsl CTaHYT OUYEBHJIHBI IIOCTIE OKOHYAHUS

Jlokanu3amnust OHUXOMHKO30B 1-a 2-9 3-g 4-q 5-a 6-3 T-s1 8- 9-9
HEJ. | Hel. | HeA. | Held. | HeA. | Hed. | Hed. | Hed. | Hem.

[TopaxxeHne HOTTEBBIX 1-it | Hemenn, 2-1 | Hememnn, 3-i
MJIACTUHOK NaJbLEB CTOM C Kypc | cBOOOAHBIE OT Kypc | cBOOOAHBIE OT Kypc
nopaxeHrueM uiu 0e3 npueMa npenapara npueMa npenapara
[IOpaXXE€HUs HOI'TEBBIX NrpakoHason HrpakoHason
TJIACTUHOK TJIBIIEB KUCTEU
[TopaxeHre HOTrTEeBBIX 1-i1 Henemm, 2-i
MJIACTUHOK KUCTEH Kypc | cBOOOAHBIE OT Kypc

npueMa npemnapara

NrpakoHason
OHUXOMHKO3bI — Helpe- Ho3a [Ipo10mKUTENBHOCTD JIEUEHUS
PBIBHOE JICYEHHE
[Topaxxenue HOTI'TEBBIX ITo 200 mr B cyTKH 3 Mecsna

IIJIACTUHOK CTOIl C NOPaAXXCHUEM
Wi 6e3 IMOpaXCHUSI HOI'TCBBIX

IUTACTUHOK KUCTEN

BBIBG,Z[GHI/IG HUTpaKOHa30Jla M3 KOXHU U HOTTEBOI TKaHU OCYIICCTBIILICTCA MCIJICHHEC, YCM U3

mra3Mel. Takum 06p330M, OIITUMAJIBHBIC KIIMHUYECKUEC U MHUKOJIOTHYECKHUEC 3(1)(1)6KTBI JOCTUTAIOTCA

yepe3 2 — 4 HeleNu 1MOCce OKOHYAHMS JICUCHUS PY MHPEKIUIX KOKHU U 4epe3 6 — 9 mecsIieB mocie

OKOHYaHHus JCUYCHHUA HOI'TCBBIX I/IH(beKI_[I/II\/'I.

Cucmemnbie MUKO3bl

IToxazanue

Ho3za Cpennsis

NpOoaAOJIKUTCIIbHOCTD

3aMmeuaHus
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Acneprujiie3 200 mr 1 pa3 B 2 — 5 mecsueB YBennunuts 103y 1o 200 mr
CYTKH 2 pa3a B CyTKM B clly4ae
MHBa3MBHOTO WIH
JTUCCEMHUHUPOBAHHOTO
3a00y1eBaHUS
Kannunos 100 — 200 mr 1 oT 3 "Hexenb 10 7 VYBennuuth 103y A0 200 mr
pa3 B CyTKH MecCSIIeB 2 pa3a B CyTKH B clly4dae
WHBa3WBHOTO WJIH
JTUCCEMUHUPOBAHHOTO
3a0oJieBaHus
Kpunrtokokko3 200 Mr 1 paz3 B | ot 2-x mecsues 10 1
(KkpoMe MEHUHTHTA) CyTKHU roaa
KpunrokokkoBblii 200 mr nBa ot 2-x mecsueB A0 1 | IlonnepxuBaromas Tepanus
MEHMHIUT pasa B CyTKH roaa —cM. pazzen 4.4
I'mcronmnazmos ot 200 mr 1 8 MecsiieB
pa3 B CyTKH 10
200 mr nBa
pasa B CyTKH
Baacromuko3 ot 100 mr 1 6 Mecs1eB
pa3 B CyTKH 10
200 mr nBa
pasa B CyTKH
Cnoporpuxo3 100 mr 1 pa3 B 3 mecdna
CYTKH
IMapakoxkuuauonI0- 100 mr 1 pa3z B 6 Mecs1eB Jannbie 00 3¢ heKTUBHOCTH
MHKO3 CYTKH TAHHOW JTO3UPOBKHU IS
JedeHus
MapakoKIUANOUIOMHUKO3a Y
6ompHBIX CITHU oM
OTCYTCTBYIOT.
XpoMoMHKO03 100 — 200 Mr 6 MecsleB

1 pa3 B cyTku
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3¢ (HEKTUBHOCTH JICUCHHUSL.

Oco0ble rpyInel NAKMEHTOB

Tayuenmul nodxxcunoco 6o3pacma
JlanHble 0 MPUMEHEHUU UTPAKOHA30ja B Kalcylax, JJs JICUEeHHUs MalueHTOB MOXUJIOro BO3pacTa
orpaHuyeHbl. PexomeHayeTcss MCHoJib30BaTh mpenapar MTpakoHa3oi B Kamcynax [Jisl JICUCHHS
NAlMEeHTOB JAaHHOW KAaTeropuM, TOJIBKO €CIM OXXKHJaeMas IM0jJb3a OT JICUCHMs] MPEBbIIIACT
noTeHUuanbHbI puck. Ilpu BbIOOpe 03Bl Tpemapara Ais JIEYEHHUS] MOXKWJIBIX MalMEHTOB
PEKOMEHAYETCSl YYUTHIBATh CHIKEHUE (QYHKIIMH MEYEHH, MIOYEK U Cep/Ilia, Yalle BCTPEeYaronnuxcs B
NOXXWJIOM BO3pacTe, a TaKKe HAIWYHE COMYTCTBYIOIIMX 3a00J€BaHUN MM TpUEM APYTHX
JIEKaPCTBEHHBIX CPEJICTB.
Ilayuenmul ¢ Hapywenuem ynKyuu neveHu
JlanHble O MPUMEHEHHH MEPOPAILHOIO UTPAKOHA30JIa Ui JICYCHUS MAlUEHTOB C HapYHICHUSIMH
¢yHkuuu meyeHu orpaHudeHbl. CleayeT ¢ OCTOPOKHOCTBIO Ha3HauyaTh Ipernapar JaHHOU
KaTeropuu MarieHToB.
Ilayuenmul ¢ Hapywenuem yHKyuu novex
JlanHble O MPUMEHEHHH MEPOPAILHOIO UTPAKOHA30JIa JUIS JICYEHUS MAalUEHTOB C HApYHICHUSIMH
(GyHKIMM  TOYEeK OrpaHHuYeHbl. Y  HEKOTOPBIX  TAlMEHTOB, CTPAJaloIUX  IOYSYHOU
HEI0CTaTOYHOCTHIO, KCIIO3UIIM UTPAKOHA30J1a MOXKET OBITh CHIDKEHA. ClieIyeT ¢ OCTOPOKHOCTHIO
Ha3HayaTh IMpernapaT JaHHOW KaTeropuH MalueHTOB, B HEKOTOPHIX CIy4asX MOXET MOTpedoBaThCs
M3MEHEHHUE J03bl JIEKAPCTBEHHOTO Mpenapara.

eTu
JlaHHbIE 0 TPUMEHEHUH UTPAKOHA30JIa B KaINCyJax, JUisl Je4eHHs JeTell orpanuyeHsl. [Ipumenenue
npenapata MtpakoHa3on B Karcynax, JIJs JICYEHHUS JeTed He PEeKOMEHIYyeTcs, 32 UCKIIOYEHHEM
CIIy4aeB, KOI/Ia O’KHUJaeMasi oJIb3a OT JICUEHUS MIPEBbIIIAET MOTCHIUAIbHBIA PHUCK.

Cnooco0 nnpuMeHeHus

Buytps. Jns ontumanbHONH —abGcopOuuu mpemapara HEOOXOAMMO IMPHHUMATh — KarCysbl

Htpakonasona cpa3y nocie enpl. Kancyssl cieayeT roTarh LHEeITuKOM.

4.3. [IpoTuBONOKA3aHUS

- ['unepuyBCTBUTENFHOCTh K UTPAKOHA30IYy WM K JIIOOOMY M3 BCIIOMOTaTENbHBIX BEIIECTB,
IIEPEUUCIICHHBIX B pa3zene 6.1.

- CoBMecTHOE NPUMEHEHHE HUTPAKOHA30JIa C TpernapaTraMu — cyOcTpaTamu u3odepmeHTa
CYP3A4 MoxeT yBenuuMBaTh KOHIIEHTpALMIO IIpenapara B IUIa3Me, YCUJIMBATh WA
IIPOJIOHTUPOBATh TE€PANEBTUYECKUN U HexXeaTelabHble 3(PQPEKThl, KOTOpble MOTYT BBI3BATh

MOTCHUUAJILHO OIMNACHYKO CHTYalUIO. HaHpHMep, MOBBINICHUC KOHICHTpPAILIMKU B ILIA3MC

5
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HEKOTOPBIX TIPENapaToB MOXET BHI3HIBATH yﬁ%e&%}nﬁ'ﬁeﬁgﬂ%bﬂﬁ "lcéb'ﬂ'eqHy}o

TaXMapUTMUIO, BKIIOYas CIy4aW JBYHAlpaBICHHOW BEPETEHOOOPA3HOW IKEITYJA0YKOBOM
TaxXWKapauu, paranbHOM apuTMun (M. pazzaen 4.5).

OnHoBpeMeHHBIN TpueM mpemnapatoB — cyocrparoB umzodpepmenta CYP3A4 (cm. paznen
4.5), TaKuX Kak:

JIEBaLlETUJIMETA/I0H, METAJIOH;

30N paMu], 10(eTHIINA, APOHETAPOH, XUHUINH;

TEJIUTPOMHUIMH Yy MAalMEHTOB C HAapyIIEHUAMU (QYHKLUUU IOYEK WIN TEYEHH TSHKENon
CTETICHU;

TUKarpenop;

ranodaHTpuH;

- aCTEMU30J1, MU30J1aCTUH, Tep(eHaauH;

QJIKAJIOUJBl  CHOPBIHBM: JUTHIPO3PIOTAMUH, 3PrOMETPUH (3PrOHOBHH), 3SProTaMUH,
METHUIIDPTOMETPHUH (METUIIDPTOHOBHUH ), dJICTPHUIITAH;

UPUHOTEKaH;

JTypa3uIOH, MH1a30J1aM JUIsl IEPOPATIBHOTO MpHUeMa, TMMO3U, CEPTUH/ION, TPHA30JIaM;
oenpunni, GenoaunmH, JepKaHUIUITNH, HUCOJIJUITHUH;

uBabpaauH, paHOJIA3HH;

SIUIEPEHOH;

LU3anpu/, JOMIEPUIOH;

JIOBAaCTaTHUH, CHMBAaCTaTUH, aTOPBACTATHUH;

¢de30TepoAMH y MAMEHTOB C HEJOCTATOYHOCTHIO (DYHKIIMM TOYEK MIIM MEYEHU YMEpEeHHOU
WIN TSDKETION CTENEHH, coMM(EHalMH y MAalUeHTOB C HEJOCTAaTOYHOCTBIO (DYHKIMM MOYEK
TSDKEJIOW CTENEeHH M C HEJIOCTaTOYHOCThIO (YHKIMU TIEUECHH YMEPEHHOM WM TSDKEIOMH
CTETICHU;

KOJIXMIIMH y AIIUEHTOB C HapYIIEHUAMHU (PYHKIUH MI€YEHN WU TOYEK.

XpoHHuecKkass cepAeyHas HEIOCTAaTOYHOCTh B HACTOSIEe BpeMs WIM B aHaMHe3e (3a
UCKJTIOUEHUEM TEPaliK KU3HEYTPOXKAIOMIUX UM JPYTruX OomacHeIX uHpekuuit. Cm. pasznen
4.4).

Henepenocumocts (PpyKkTO3b, OEhUIUT caxapa3bl/M30MalbTasbl, TIIOKO30-TaTaKTO3HAs
MababCcopOITHs.

Jletckuii Bo3pacTt 10 3 JeT.
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- bepemeHHOCTh (32 HCKIIIOUEHUEM CITyYaeB, W&Ramlll:lg); %IKI?I-EEQ I:tll eci Dﬁéll/flllaeMblld

HOJIOXKUTEIBHBIA 3((EKT A1 MaTepy MPEBBIIIACT BOSMOKHBIN Bped UIS MJI0Aa) ¥ TPYAHOE
BCKapMJIMBaHHC.
4.4. OcoOble ykazaHusl M Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Crnenyet cobi01aTh OCTOPOKHOCTh MPU MPUMEHEHUH Tperapara y MalueHToB Ipu
- LAPPO3€E MEUECHH;

- TSDKENBIX HApYIICHUSIX (DYHKIIUU TICUCHU U TTOYCK;

- TUIIEPYYBCTBUTENBHOCTH K APYTUM a30J1aM;

- y AETEN;

- y HalMEHTOB MOKUJIOTO BO3pacCTa.

Oco0ble yKazaHus

Bausinue na desmenvHocms cepoya

B wuccnenoBaHny Ha 370pOBBIX J00OpPOBOJIBLIAX HMTPAaKOHA30ja JJs BHYTPUBEHHOTO BBEJIEHUS
OTMEYAJIOCh MPEXOoJsinee OCCCUMITOMHOE yYMEHBbIIEHHE (paklUh BBHIOpOCA JIEBOTO KEITYJ0YKa,
HOpPMAaJTM30BaBIIIeeCs 10 cleAyromel nHpy3uu npenapara. KiimHndeckas 3Ha4UMOCTh MOJTYYEHHBIX
JTAHHBIX JIJIS TIEPOPaTbHBIX JIEKAPCTBEHHBIX (JOPM HEH3BECTHA.

Wtpakonazon o06mamaer oOTpuIATeIbHBIM HHOTPOMHBIM 3 dexTom. Coolmanocs o ciydasx
XPOHUYECKOU CepAIeYHON HEAOCTAaTOYHOCTH, CBSI3AHHBIX C MPUEMOM UTpakoHa3ona. [Ipu cyrounoi
noze 400 wmr wurpakoHazona HaOdromanoch Oojiee YacToe BO3HHUKHOBEHUE —CEPIACUHOM
HEJOCTAaTOYHOCTH; MPH MEHBIIUX CYTOUHBIX 032X TAaKOH 3aKOHOMEPHOCTH BBISBICHO HE OBLIO.
Puck BO3HMKHOBEHUS XPOHUYECKOM  CEpPACYHOM  HEJOCTATOYHOCTH  MPEANOJIOKUTEIHHO
nponopiroHaneH cyrouHor no3e. [lpemapar UtpakoHa3on He cieayeT NMPUHUMATh MAIMEHTaM C
XPOHUYECKOW CEepJCYHON HEIOCTATOYHOCTHIO WM C HATUYHEM ASTOr0 CHMITOMOKOMIUIEKCA B
aHaMHe3e, 3a HUCKIIOYCHHEM CIIy4aeB, KOTJa BO3MOJKHAs IOJb3a 3HAYUTEIHHO IPEBOCXOIUT
NOTeHUUANbHBIA puck. [Ipu MHAMBUAYaNIbHON OLIEHKE COOTHOIIEHUS IMOJb3bl U PUCKA CIEIyeT
NPUHUMATh BO BHUMaHHUE Takue (DaKTOphl, KaK CEphe3HOCTh MOKAa3aHWM, PEKUM JO3UPOBAHUS U
WHAWBUAYalIbHBIE (aKTOPBl PUCKAa BO3HUKHOBEHHS CEpPJCYHON HEAOCTATOYHOCTH (WIEMHYECKast
0one3Hb  cepilla, TMOpPaXKEHHs] KIIAlaHOB, OOCTPYKTHBHBIC OONE3HM JIETKUX, TOYeYHAas
HEJOCTAaTOYHOCTh U JIpyrue 3a0oJieBaHUs, COMPOBOXKIAIOUIMECS OTE€KaMH). TaKuX MalUeHTOB
HeoOxoauMo mpouHpopMHpOBaTH O TpHU3HAKAX M CHUMIITOMAax XPOHUYECKOM cepaeyHoi
HEJOCTATOYHOCTH W CJICOUTh 3a WX TMOSIBICHHEM BO BpeMsl Kypca JyeudeHus. [lpu mosBieHUH
MoI0OHBIX MPU3HAKOB IIprueM mpenapaTta UTpakoHa3oil HE0OXOIMMO MTPEKPATUTb.

VYrpoxaromue XU3HU apuTMHUHU CepAlla W/WIM BHE3amHas CMEpPTh OTMEYAJUCh y MAI[MeHTOB IpU

OIHOBPCMCHHOM IMPUMCHCHUHN METAa0HA.
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brokaTtopsl KaJbIIMEBBIX KaHAJIOB MOTYT 00JaJaTh 6%ﬁﬁgf%fp§ﬁ 'MTEMbﬁHIﬁ\'/Il 5Idl)&)leKTOM,

KOTOPBII MOXET OBITh aJJUTHBHBIM IO OTHOLICHHIO K 3(PQexTy uTpakoHaszona. Kpome Toro,
UTPAKOHA30J MOXET HWHIUOMpoBaTh MeTaboiu3M  OJIOKATOPOB  KaJbIMEBBIX  KaHAJIOB.
CrnemoBarenbHO, CJEIyeT TPOSBIATH OCTOPOXKHOCTb TIPU  OJHOBPEMEHHOM TPUMEHEHUU
WUTpPaKOHA30J1a U OJIOKATOPOB KAJIBIIMEBHIX KAaHAIOB M3-3a MOBBIIICHUS PUCKA 3aCTOMHOM CepIeuHOM
HEI0CTaTOYHOCTH.

Jlexapcmeennvle 83aumooeticmsus

OMHOBpEMEHHBIN TIPUEM HEKOTOPBIX JICKAPCTBEHHBIX IPEIapaToB C HMTPAKOHA30JIOM MOXKET
NPUBECTH K HM3MEHEHHUIO B A(()EKTUBHOCTH WTPAKOHA30Ja W/WIM OJHOBPEMEHHO MPUMEHSIEMBIX
JIEKapCTBEHHBIX IPEnapaToB, BOZHUKHOBEHHMIO OMACHBIX JUIA KM3HM MOOOYHBIX pPEaKUUd W/WiH
BHe3anmHoU cmepTH. [Ipenaparel, KOTOpBIE HENb3s MPUHUMATh OJHOBPEMEHHO C UTPAKOHA30JI0M, HE
PEKOMEHZIOBaHHBIE  JUIS  OJHOBPEMEHHOTO TPUMEHEHWS W/WIH  PEKOMEHJOBAaHHBIC LIS
OJTHOBPEMEHHOTO MTPUMEHEHHSI ¢ UTPAKOHA30JIOM C OCTOPOXKHOCTBIO, IEPEUNCIICHBI B pa3zene 4.5.
Ilepexpecmuas eunepyy8cmeumenbHOCHMb

JlaHHbBIE B OTHOIIEHUH HAJTUYUS MEPEKPECTHON TMIIEPUYyBCTBUTEIBHOCTH MEXAY UTPAKOHA30JIOM U
JPYTUMH TIPOTHBOTPUOKOBBIMU CPEIICTBAMH C a30JIbHOW CTPYKTYpOH (W3 TPyHIbl a30JI0B)
orpanuveHsl. [Ipy HaTHYUKM THIEPYYBCTBUTEIHHOCTH K APYTHM a30J1aM CIEIYET C OCTOPOKHOCTHIO
Ha3HA4YaTh UTPAKOHA3OJL.

B3zaumosamensiemocmuo

He pexomeHayeTcsi B3aMMO3aMEHSEMOE HCIIOJb30BAaHHE WTPaKOHAa30ja B  Karcylax, |
UTPAKOHA30j1a B BHJIE pacTBOpA IUIS MPHEMa BHYTPh, BBHY TOTO, YTO 3KCIIO3HIIUS UTPAKOHA30J1a
BBIIIIE TIPU MCTIOJIb30BAaHUH €T0 B (hopMe pacTBopa Ajis MpuemMa BHYTpPb, 4eM B (hopMe Karcyd, Jaxe
IpY IpUeMe OIMHAKOBBIX 103 UTPAKOHA30JIa.

CHudICeHHas KUCTOMHOCMb HCENYOOUHO20 COKA

[lpy CHMKECHHOW KHUCIIOTHOCTH JKEIYIOYHOTO COKa aOcopOlusi HWTpakoHa3oja W3 Karcyll
Hapymaercsa. llanmpeHTaM €O CHHMKEHHOM KHCJIOTHOCTBIO JKEITYAOYHOTO COKa BCIIEACTBHE
3a0oJeBaHus (HalpuMep, y MaUeHTOB ¢ axJIOPTHIpHEN) WK BCIEACTBUE MTPHEMa JIeKapCTBEHHBIX
npenapaTtoB (Hampumep, JIEKAPCTBEHHBIX CPEICTB, IMOAABISIOMINX JKEIYIOYHYIO CEKPEIHIO)
PEKOMEHAYETCSI TPUHUMATh HMTPAKOHA30JI B KallCyjJaX OIHOBPEMEHHO C KHCIIBIMH HalUATKaMHU
(TakuMHU Kak HeaumeTHueckas kosa). CienyeT KOHTPOJIMPOBATh MPOTHBOIPHOKOBYIO aKTUBHOCTH
npernapara U yBeJIHUMBaTh 103y UTPAKOHA30J1a MPU HEOOXOAUMOCTH.

Brusanue na ¢ynxkyuio neuenu

B odeHb penkux ciydasx Npu NMPUMEHEHWH HTPAKOHA30J1a Pa3BUBAIOCH TSIKEIOE TOKCHYECKOE
NOpakeHUE TIeUeHH, BKJIIOYas HECKOJIbKO CIy4aeB OCTPOM MEUYEHOYHOW HEIOCTAaTOYHOCTU C
JeTalbHBIM UCXOA0M. B OONBIIMHCTBE CIyyaeB 3TO MPOMCXOIWIO C MAllMEHTaMHU, Y KOTOPBIX YXKe
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(noc OB HOCTE 00033
MMEJTUCh 3a00JICBaHUS TEUCHU, y TAIMEHTOB |C /:[pym-ln&r Tﬂqll(:_e'ﬂ'h'l 'I/I'Eg&)IEIIéBﬁH SIMU. “KOTODBIM

npenapat ObUT Ha3HAueH s JICUYCHHMS CHCTEMHBIX 3a00JIeBaHUM, a Takke y TNalHueHTOB,
NOJYYaBIIUX JPyTHUE JIEKApCTBEHHBIE CPEACTBA, OOJIATAIOIIME TEMaTOTOKCHYECKUM JICHCTBHEM.
OpnHako y HEKOTOpBIX NAlMEHTOB HE OBLJIO COMYTCTBYIOIIMX 3a00J€BaHUN WM OYEBHUIHBIX
(akTOpPOB PUCKA B OTHOLICHUH MOPaKEHUs NedeHu. Heckonbko Takux CilydyaeB BO3HUKIIU B MEPBBIN
MeECsLl TEPAlMK, a HEKOTOpPhIE — B IEPBYIO HENENIO JIeUeHUs. B CBSA3M C DTUM PEKOMEHIYETCs
pEeryasipHO  KOHTPOJHMPOBATH (YHKIMIO TE€YEHH y TMAlUEHTOB, MOJYYAIOUIMX TEPaIHIo
UTPAKOHA30JI0M. B ciyyae BO3HHMKHOBEHHS CHMIITOMOB, IIPEANONAralONIMX BO3HUKHOBCHHE
rernatuTa, @ UMEHHO: aHOPEKCHHM, TOIIHOTBI, PBOTHI, CIA00CTH, O0JIM B KUBOTE U IOTEMHEHUS MOYH,
HEOOX0/IMMO HEMEIJICHHO NpPEKpaTUTh JICUYCHHE M TPOBECTH HCCIeloBaHHE (DYHKIUH IIECYCHH.
[TanieHTaM C TMOBBIIMICEHHOW AKTHMBHOCTHIO NMEUCHOYHBIX (PEPMEHTOB, 3a00JEBAHHEM II€UYEHU B
aKTUBHOM (haze MM NpH NEPEHECEHHOM TOKCHMUYECKOM IOPAKEHUHU IEYEHHU BCIEACTBHE IpHEMa
JPYTHX IpenapaToB HE CIENYyeT Ha3HA4aTh JedyeHue npernapatoM MTpakoHa30i, 3a UCKIOYCHUEM
TEX CJIy4aeB, KOrJa O)KHJaeMas I10JIb3a OIPaBIBIBACT PUCK IOpakeHus NedeHu. PexomeHnyercs
POBOIUTH HAOIIO/IEHUE 32 YPOBHEM JTAOOPAaTOPHBIX NapaMeTpOB (PYHKLUHU MEUYECHHU Y MALUEHTOB C
y’K€ HMEIOIIMMCS HapylleHHeM (QYHKLIUU [EYEeHU WIM MalUeHTOB, Y KOTOPBIX OTMEYalINCh
IPOSIBICHUSI ~ TENAaTOTOKCUYHOCTH  JPYTHX  JIEKAPCTBEHHBIX  CPEICTB. HtpakoHa3on
PEUMYIIECTBEHHO MeTa0onu3upyercs B MedeHH. [IOCKONbKY y MalueHTOB C HapylIIeHUSAMHU
(GYHKIMU TI€YeHM TMONMHBIA TEpHOJ] TOJIYBBIBEACHUS HWTPAKOHA307a HECKOJIBKO YBEIIMYEH,
PEKOMEHAYETCSI OCYHIECTBIIATh KOHTPOJIb KOHILICHTpAalMi WTPAKOHa30da B IUIA3ME U IIPH
HE00XO0MMOCTH KOPPEKTUPOBATh 103y Ipenapara.

Hapywenusa ¢pynkyuu nouex

JlaHHBIE IO MPUMEHEHUIO MpernapaTa y NalueHTOB C HapyIIEHUSIMH (QYHKIIMHM TOYEK OTpaHUYCHBI,
y HEKOTOPBIX MAIUEHTOB C HEJOCTATOYHOCTHIO (DYHKLIMHU MTOYEK 3KCIIO3ULMS UTPAKOHA3051a MOXKET
ObITh MOHIKEHA. [l03TOMY TakMM ManueHTaM CleqyeT Ha3HauyaTh Mpernapar ¢ OCTOPOKHOCTBIO.
Pexomenayercs OCYIIECTBIATH KOHTPOJIb KOHLEHTpAUMH MTPAKOHA30JIa B IUIA3ME W IIpU
HE00XO0IMMOCTH KOPPEKTUPOBATH 103y MpenapaTa.

Tayuenmul ¢ ummyHooeguyumom

buonoctynHocTh UTpakoHa30j1a MPHU NEPOPATBHOM IPHUEME MOXKET OBbITh CHHMKEHA Yy HEKOTOPBIX
NAIMEHTOB C HApYUIEHHBIM UMMYHHUTETOM, HAIIPUMEDP, y MALIMEHTOB C HEUTPONEHUEN, NAIUEHTOB
co CIIMJoM miM mepeHecIuX ONepaluio Mo TpaHCIUIAHTAluK opraHoB. Takum oOpas3oM, mo3a
JIOJDKHA OBITh CKOPPEKTHPOBAaHA B 3aBUCHUMOCTH OT KIMHMYECKOW KapTHHBI y 3TOH TPYIIBI
MAIMEHTOB.

Hauuenmbl C cucmemHbvimu 2pu6K06blMu unqbem;wmu, npedcmaeﬂﬂiomwwu yepo3sy JtICu3nu
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BenencrBue (hapMakOKMHETHYECKHX XapaKTEPUCTHK (cﬁﬂ%ﬂﬂ%ﬁ'{%t}éﬁ%ﬁ:ﬁ%ﬁbﬂawn

B BHJIE KalCyJl €ro NMPUMEHEHUE HE PEKOMEHIYETCs JJId Hauyaja JICUEHUS] CUCTEMHBIX MHKO30B,
MPEACTABISIIONIUX YIPO3Y KU3HU MAIlUEHTOB.

Hayuenmuor co CITIH[om

Jlewamuii Bpad JOJDKEH OIEHUTh HEOOXOIMMOCTh Ha3HAYCHHS TOAIepKuBatotel tepanuu y BUUY-
uH(UIUPOBaHHBIX MaiueHToB, uMetonux CIIN]l, y KOTOpBIX CYIIECTBYET PUCK PEIHINBA, PaHEe
MOJTY4YaBIINM JICYCHHE 10 TTOBOAY CHCTEMHBIX TPUOKOBBIX WH(EKIIUH.

IIpumenenue 6 neouampuyeckoi npaxmuke

[TockonpKy KIMHMYECKHUX JaHHBIX 00 WCHONb30BaHUM mpenapara Hrpakonazon y gereit
HEJOCTAaTOYHO, PEKOMEHAYETCS Ha3HauaTh MpernapaTr JETSIM TOJIbKO B CiIydae, €ClIM BO3MOKHas
M0JIb3a OT JICYEHUSI TPEBOCXOIUT MOTEHIIMAIbHBIN PHUCK.

Kenuunvt 0emopooHo2o 803pacma

Kenmunam AeTOpPOAHOrO BO3pacTa, NPUHUMAIOIIMM Mpenapar MrpakoHa3on, HEOOXOIUMO
HCIIOJIb30BaTh BRICOKOA(D(DEKTHUBHBIC METOIBI KOHTPAICHIIUU HA IPOTSKEHUH BCETO Kypca JeUeHUs
BIUIOTH JI0 HACTYIUICHUS IEPBOM MEHCTPYAIUU TIOCIIE €r0 3aBEPILICHHUS.

Heuponamus

Jledenue crnenyer NpeKpaTUTh NPU BOZHUKHOBEHUU Nepudepuieckoil HelponaTu, KOTopast MOXKeT
OBITH CBSI3aHA C IPUEMOM Karcyn npemnapara tpakonasod.

Ilepexpecmnas pezucmenmnocmo

[Ipy cucCTEeMHBIX KaHIUA03aX, MPEANOI0KUTEIFHO BbI3BAHHBIX (DPIIYKOHA30J-PE3UCTEHTHBIMU
mraMmmaMu Candida, Henb3s MPEANONOKUTh YyBCTBUTEIBHOCTh K UTPAKOHA30IY, CIIE0BATEIbHO,
PEKOMEHIyEeTCsl TPOBEPUTH YYBCTBUTEIBLHOCTD NIEPEl HAYAJIOM TE€pANluy UTPAKOHA30I0OM.
Tlayuenmui nodcunozo eospacma

JlanHble 1O WCIOJIb30BaHUIO Tpenapara TpakoHazon y mMalMeHTOB MOXHWIOTO BO3pacTa
orpaHuueHbl. PekoMeHyeTcss Ha3HauaTh MpenapaT TOJIbKO B Cilydae, €Cld BO3MOXKHAsI 1M0Jb3a OT
JICUYEHUsl TPEBBIIACT MOTEHIIMAIBHBIN PUCK. B 1enoM pexkomMeHayeTcs mpu moadope M03bI IS
MAIMEHTOB TMOXKUJIOTO BO3pacTa OOpaTUTh BHUMAHUE HA YaCTOTY CHIDKEHUS (YHKIMHM TEYCHH,
MOYEK, CEPJACUYHO-COCYIUCTOM CHUCTEMbl U CONYTCTBYIOIIMX 3a00JICBAaHUN WU  JIPYrou
JIEKapCTBEHHOU TEpanuu.

llomeps cayxa

Coo011a10ch 0 BpeMEHHON WIJIM CTOMKOM MOTepe ClIyXa y MallueHTOB, MPUHUMAIOIINX UTPAKOHA30].
B HekoTOphIX ciydasx MOTeps ciyxa MpoucXoauia Ha (OHE OJHOBPEMEHHOTO IpHeMa C
XuHUAUHOM (cM. paszen 4.3). Cinyx oOBIYHO BOCCTaHABIMBAETCA IOCJIE OKOHYAHHS Teparnuu
UTPAKOHA30JI0M, OJTHAKO Y HEKOTOPBIX MAIIMEHTOB MOTEPS CIyXa HeoOpaTuma.

Cnocobnocmsb Kk 3auamuio
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Myxkosucyuoos (kucmo3suwiii puobpos)

Y mauMeHToB € MYKOBHCHMIO030M (KHCTO3HBIM (uOpo30M) HaOmoganach BapHaOelbHOCTD
KOHIIEHTPALlMU UTPAKOHA30J1a B IUIa3Me KPOBU IIPU MPUMEHEHUHU UTPAaKOHA30j1a B (hopMe pacTBOpa
JUIs TIppueMa BHYTpbh B J03¢ 2,5 Mr/Kr 2 paza B cyTku. Kak creiactBue, TepameBTUUYECKas
pPaBHOBECHAsI KOHLIEHTPALlMs UTPAKOHA30J1a B IJIa3M€ KPOBH MOJKET HE IOCTUraThcsi. PaBHOBECHBIE
KOHIIEHTpauuu > 250 Hr/ma gocturanuck npubiusutensHo y 50 % nanueHnToB crapuie 16 net u He
JIOCTUTAJIUCh HU y OJHOro mnamueHta mijaame 16 ner. Ilpu OTCYyTCTBMM OTBETa Ha TEPANUIO
npenapatoM MTpakoHa3os Kamcyiabsl CIelyeT pacCMOTPeTb BO3MOXKHOCTh I€pexoia Ha
QIbTEPHATUBHYIO TEPAIHIO.

4.5. B3aumopgeiicTBHSI ¢ JpPYrHMH JeKApPCTBEHHBbIMH TMpenapaTaMd W JApyrue BHABI
B3aHMMOJAEHCTBUSA

NtpakoHazon — mpemapar ¢ BBICOKMM NOTEHUIHUAIOM JIEKAPCTBEHHBIX B3auMoaeucTBui. Huke
ONKCAHBl pa3IMYHbIC BUJBl JICKAPCTBEHHBIX B3aUMOJCHCTBUN M CBsSI3aHHbIE C HUMH OOIIHe
pexomenaanuu. Kpome Toro, mpezicraBieHa Ta0iuia ¢ NpUMEpPaMH JIEKAPCTBEHHBIX CPEJCTB,
KOTOPbIE MOTYT B3aMMOJIEHCTBOBATh C UTPAKOHA30JI0OM, OPraHU30BaHHAs IO IPyIIaM MpernapaToB
Ui ©6osee MpOCTOro UCHoiab30BaHusA. CIMCOK MPUMEPOB HE SIBJIAETCS BCEOOBEMITIOLINM, TIOITOMY
OpY COBMECTHOM IPHUMEHEHHHM KaKUX-IHOO MpernaparoB C HMTPAKOHA30JIOM CIEAYyeT H3Y4YHUTh
MHCTPYKLIMU 110 UX MPUMEHEHUIO Ha MpeaMeT MH(POpMaIuy, CBI3aHHONW ¢ METabO0IM3MOM, MyTIMU
JIEKapCTBEHHBIX B3aUMOJICHCTBUN, MOTCHIMAIBHBIMA PUCKAMU U CIEHU(UYECKUMU JIEHCTBUSIMU B
OTHOILIEHUH COBMECTHOI'O IIPUMEHEHUS.

Wtpakonazon mertabonmusupyercs B mepBylo odepenb 3a cuer CYP3A4. Jlpyrue BemiecTBa,
UCTIONB3YIONINE JaHHBIM MeTaOOMu4ecKuil MyTh MM u3MeHsmone aktuBHOcTh CYP3A4, moryr
BJIMATh Ha (papMaKOKUHETUKY MTpakoHa3ousa. [Ipu oqHOBpEMEHHOM NMPUMEHEHUH UTPaKOHa30ja ¢
YMEPEHHBIMH WK MOIHBIMA HHIYKTOpamMu CYP3A4 wMoxeT cHWKaTbes OHOIOCTYITHOCTH
UTPAaKOHA30Ja M TUIPOKCHMTPAKOHA30JIa, TaK YTO MOXET ObITh CHIDKEHa 3(PQPEKTHUBHOCTS.
CoBMecTHOE TpPHUMEHEHHE C YMEPEeHHBIMH WM MouHbIMH uHruOuTopamu CYP3A4 wmoxer
HOBBICUTh OMOJOCTYIMHOCTh HTPAaKOHa30Ja, NMPHUBOAS K 0oJjiee BBIPAKEHHBIM WIN JUINTEIBHBIM
dapmakoiornyeckum dppexkramMm UTpakoHa3oJIa.

BcacbiBaHue uTpakoHa3oja CHMIKAETCS y MAIllMEHTOB CO CHM)KEHHOM KHCIOTHOCTBIO JKEINy[Ka.
[Ipenaparel, CHIKAIOIMIME KHUCIOTHOCTHh JKENy/Ka, HAapylIaloT BCAChIBAHWE HWTPAKOHA30Ja U3
Karncyi. UToObl MPOTHBOCTOATh JAaHHOMY 3G (EeKTy, PeKOMEHAYETCs MPUHUMATh UTPAKOHA30J B
KallCyJax C KHUCJIOTHBIM HAIUTKOM (HampuMmep, HEIUETHUYECKOM KOJIOM), €ClU NPUHUMAIOTCS

npenapaThl A1l CHKEHHS KUCIOTHOCTH Xenmyaka (cM. pasaen 4.4).

11



COOTBETCTEYET JKCMNEPTHOMY OTUYETY
_oT 14.:13:- 2025 “-J-'_E{EI'IE o
HTpakoHa3o1 W €ro OCHOBHOW METaOOJHT rnﬂp&&mggd;b}ﬁéﬁgﬁﬂkﬁﬂfoicﬁ U "'I\I/IIO-!I’ILIHI)IMI/I

unruouropamu CYP3A4. HtpakoHas3on SBISETCS WHTMOMTOPOM JIEKAPCTBEHHBIX TPAHCHOPTHBIX

MoJieKyn P-rimkompoTrenHa W Oeika PE3UCTEHTHOCTH K paky MojouyHoi xene3sl (BCRP).

HTpakoHa3on MOXKET MHTHOMpOBaTh MeTaboiau3M mpemnaparoB, meTabomusupyembix CYP3A4, u

TpaHcnoptT mnpenaparoB P-rimukonporennoM u/unu BCRP, B pesynbpTaTe Wero MoxeT BO3pacTaTh

KOHIIGHTPALUS 3TUX MPEenapaToB U/UIM UX aKTUBHBIX META0OIMUTOB B IUIa3Me MPH OJHOBPEMEHHOM

IpUEME C UTpaKoHa30J0M. IlOBbIIEHHE KOHLEHTpAlUil B IUIa3ME MOXET YCWIMBATHh WIH

MPOJIOHTHPOBATh KaK TepaleBTUYECKUE, TaKk W HexenarenbHble 3G (eKThl 3TuxX npenapartoB. s

HEKOTOPBIX MpPEerapaToB COBMECTHOE IPUMEHEHHE C UTPAKOHA30JI0M MOKET IPUBECTU K CHUXKEHUIO

KOHIIEHTpAllUu IIpernapaTa WIM €ro akTUBHOIO KOMIIOHEHTa B IulasMe. B pesympraTe 3TOrO

3P PEKTUBHOCTH MPETAPATOB MOXKET ObITh CHIKEHA.

[Tocne oTMeHBI Tepamuy HMTPAKOHA30JIOM KOHILIEHTpAllMM B IJIa3Me€ CHIDKAIOTCS HIDKE Tpenerna

ompezaesneHus B TeueHue 7 — 14 gHeld B 3aBUCHUMOCTH OT J03 M [JIMTEIBHOCTH Tepanuu. Y

NAIMEeHTOB C IMPPO30M MEUEHH WM JIHUI, moxydaBmux UHruOuTopsl CYP3A4, KoHIEHTpauuu B

IUIa3Me CHIDKAIOTCS MeJIeHHee. OTO OCOOEHHO Ba)XHO YYMTBHIBATh INpU Hayalle Tepanuu

npenapaTaMu, Ha MeTa00JIU3M KOTOPBIX BIUSET UTPAKOHA3OJI.

[TpumeHuMs! creayromue ooIre peKOMEeHIalluu, €CIU B Ta0JIHIIE HE YKa3aHO UHOE:

o «lIpoTuBOmOKa3aHO» — HHU NpPU KaKUX OOCTOSATENHBCTBAX HENb3sl MPUMEHATH IIpernapar
OJIHOBPEMEHHO C UTPAKOHA30JI0M. DTO OTHOCUTCS K CIEIYIOIIMM MpernapaTam:

— cybctparet CYP3A4, y KOTOpBIX MOXET BO3pacTaTh KOHIICHTpAIUs B IUIa3ME C
IIPOJIOHTAIMEN MM YCUJICHHEM TEpaneBTHUECKUX /MU HEKENaTeNbHbIX 3()()eKToB
JI0 BOSHUKHOBEHHUS MTOTCHIIMATTFHO CEPhE3HBIX CUTYAIUil (cM. pasznuen 4.3).

e «He pexomenayercs» — peKoMeHAyeTcs u30eratb MPUMEHEHHs MpenapaTa, 3a MCKIIOYSHUEM
CIIy4aeB, KOI/la I0JIb3a MPEBBIIIAET MOTEHIUANbHBIN pUCK. ECiIM COBMECTHOrO NMPUMEHEHUS
HeNnb3sl M30eKaTh, PEKOMEHIyeTcs KIMHUYEeCKOoe HaOIoeHHe, J103bl UTPaKOHa3ojda W/WiH
OIHOBPEMEHHO  INPUHUMAEMBIX  IpEnaparoB  ClIeAyeT KOPPEKTUPOBAaTH IO  Mepe
Heo0xoauMocTH. 110 BO3MOXHOCTH peKOMEHIYeTCsl ONPeIeNIATh KOHIICHTPALUH B I1a3Me. JTO
OTHOCHUTCS K CJIEYIOLMM IIperapaTam:

— yMepeHHble WM MolHble HHIYKTOpel CYP3A4: He pekomeHayeTCsl Ha3HAUYEHUE 3a
2 HeJenu 10 U B TEUEHUE JICUEHUsI UTPAKOHA30JI0M;
— cyoctpatet  CYP3A4/P-gp/BCRP, mnoBbIllIeHUE WM CHI)KCHHE KOHIICHTPAIIHA
KOTOpBIX B IIa3M€ MOXKET MPUBECTU K 3HAUUTEIBHOMY PHUCKY: HE PEKOMEHIYETCS
Ha3Ha4YeHHE BO BPEMsI U B T€UEHHE 2 HEJIENb MOCIIe JICUEHUSI UTPAKOHA30JI0M.
e «C OCTOPOKHOCTBIO» — PEKOMEHJYETCS TIIATEJIbHOE HAOMIOJIEHHE TPH OJHOBPEMEHHOM

NPUMEHEHUHU Tperapara ¢ uTpakoHaszosnoM. [Ipu ogHOBpeMEHHOM MPUMEHEHUH PEKOMEHIYeTCs
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COITYTCTBYIOIIMX TpEenaparoB Mo Mepe HeoOXxoaumocTH. Ecin BO3MOXKHO, pPEKOMEHAyeTcs

ONpCACIIATL KOHICHTPAIUU B I1JIa3ME. ODTO OTHOCHUTCS K CJICAYIOIUM IIpCIiapaTaM:

— TIIpemapartbl, CHIWXKAIOIIUE KHCIOTHOCTHh JKelIyAKa (TOJNBKO Ui MTpPaKoHa3olla B

Karcymax);

— yMepeHHbIe WK MoIHbIe HHTuOUTOpEl CYP3A4;

— cybcrpatet  CYP3A4/P-gp/BCRP,

AJId  KOTOPBIX IIOBBIIICHHUEC WKW CHUIKCHUC

KOHHGHTpaHI/Iﬁ B IJIa3MC MOKCT MPHUBCCTU K KIIMHUYCCKU 3HAYNMOMY PUCKY.

[Tpumepsl B3aMMOACWUCTBYIOLIMX IIPENapaToB MpeAcCTaBlieHbl B Tabmuue Hike. I[lpemapartsi,

MNEPCUUCIICHHLIC B Ta6J'II/IHe, BI)I6paHI)I Ha OCHOB€ JaHHBIX I/ICCJ'IGI[OBaHI/Iﬁ JICKApCTBCHHBIX

B3aUMOJICCTBUN WM KJIMHUYECKUX CIy4aeB, a TakKKe IMOTEHUUAIbHbBIX JIEKAPCTBEHHBIX
B3aUMOJICUCTBUI Ha OCHOBE MEXaHU3Ma JICHCTBUSL.

Kiaccol O:xngaeMbIil / | KinHn4eckue KOMMEHTapuH
npenapaTon U | IOTeHUHAJbHbIH 3¢ dekT mno | (cM. NpUMeYaHus)

npenaparsl OTHOILIECHHIO K YPOBHIO

npenapara (CM. CHOCKH)

Aabda-010KaTOPHI

Andyzo3uH Andy303uH Cax (11), He pexomeHmyeTcss BO BpeMs W B TEUCHHUE
AUC (11)* 2 Hedenb TOCIE OKOHYAHUS JICUCHHS
Cunono3un Cunono3ut Cpax (11), UTpakoHa30J0M. [1OBbIIIEH PUCK TOSBICHUS
AUC (17)* HEXENATelIbHBIX PEaKIMii®, CBSI3aHHBIX C
Tamcyno3un Tamcynos3ut Cax (11), anQy303WHOM/CHUITOT03UHOM/TaMCYI03UHOM
AUC (11)°
AHaJIbIeTHKHU
Andenranun Andenranun AUC (11-1111)" | IIpuMeHsTh C OCTOPOXKHOCTBIO, HAOIIOAATH
Bynpenopdun (8/B u | bBynpenopdur Cyax (11), Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
HOABA3BIYHO) AUC (11)* peakiMii  Ha  aQHAILIETUKU ,  MOXKET
OxcuKOI0H notrpedoBaTbCs CHU)KECHHE J103Bbl
Cydentanmn Oxkcukonon Cpax T, AUC 11 andenTanuaa/OynpeHopPpruHa/OKCUKO10HA/
CydeHTanmn — TOBBIIIEHUE | Cy(eHTaHWIIA.
KOHIICHTPAIINH (creneHb
HEH3BECTHA)™
DeHTaHuI ®enranmn B/8 AUC (11)° He  pexomeHnnyercs BO  BpeMs U
®deHTaHun B Ipyrux GpopmMax — | B TeUYeHHE 2 HeAeNb TIOcie OKOHYaHUs
MOBBIIICHUE KOHIICHTPAIHH JICYCHUsT UTPaKoHa30JoM. [loBBIIEH pHUCK
(cTeneHp HemsBecTHa)™ MOSIBJICHUSI HEXKEJIaTeNbHBIX peakuud Ha
denTanmn’.
Jlepanterunmeramon | Jlepanetunmetranon Cuax (11), | [IpoTuBOomOKazan BO BpemMsi U B TEUYCHHE
(;IleBomeTauIT) AUC (111)* 2 Hezdellb MOCJE JICUEHUS UTPAKOHA3OJIOM.
[ToBbIlIEeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakuui Ha JeBaIeTHIIMETAI0M:
nposioHranusi uateppasia QT u mupysTHas
TaxUKapIusl.
Mertanon (R)-Metanon Cpax (1), [IpoTuBOomOKa3aH BO BpeMsi U B TEUYCHHE

AUC (1)

2 HCACIIb IIOCJIC JICUCHUA HUTPAKOHA30JIOM.
IloBbImieH PHUCK MMOABJICHHUA HCXKCIATCIIbHBIX
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peakimit - ia — Meranod:~ “notenmuansHo

yrpoxaromee KHU3HW YIrHCTCHHUC IbIXaHUA,
nposionranusi uateppasia QT u mupysTHas
TaxuKapaus.

IIpoTnBoapUTMHYECKHE CPEICTBA

Juroxcun

Jurokcul Cpax T, AUC 1

[TpuMeHsITh ¢ OCTOPOXKHOCTHIO, HAONIOAATH
Ha MNpeIMeT TMOSBICHUS HEXeIaTeIbHbIX
peakuuii Ha JUTOKCHH, MOKET
noTpedoBaTbes CHUKEHUE JT03bI
JUTOKCHHA.

Jwnzonupamun

JIn30mupaMu i — MOBBIICHHE
KoHueHTparuy (171)*°

[IpotuBonokazan BO BpeMsl M B TEUEHHUE
2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakuuii Ha JU30IUPAMUI:  CEPbE3HBIE
apUTMUU, BKJTIOYAst MUPYITHYIO
TaxXUKapJHuIo.

Hodernnma

Jobernmin Cmax (1), AUC (1)°

[IpotuBOnOKa3aH BO BpeMs M B TEYCHHUE
2 Helenb IOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBBIIIEH PUCK MOSIBICHUS HEXKEIATEIBHBIX
peaknmii  Ha  JOoeTWIMIA:  Ccephe3HbIE
KEIIyT0YKOBBIC apUTMHUH, BKJIIOYAs
MIUPYITHYIO TaXUKapIHUIO.

Hponenapon

Aporenapon Crax (111),
AUC (1111

[IpotuBonoka3zan BO BpeMsl M B TEUEHHUE
2 HCACIIb IIOCJIC JICUCHUA HUTPAKOHA30JIOM.
[ToBbIlIEeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakuuii Ha JPOHENAPOH: MPOJIOHTAIUS
unrepBaia QT wu cepaeyHo-cocyaucras
CMEPTb.

XUHAOUH

XuHuguH Cpax T, AUC T

[IpotuBonokazan BO BpeMsl M B TEUEHHUE
2 HCACIIb IIOCJIC JICUCHUA HUTPAKOHA30JIOM.
[ToBbIlIEeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaKI_II/Iﬁ Ha XUHUOWH: IpOoJIOHTal U
untepBana QT, nupysTHas Taxukapaus,
TUIIOTCH3HUA, CITYTaHHOCTBb CO3HaHUuA n
JETUPUN.

AHTHOMOTHKH

benakBunun

benakBunun Cpx (<),
AUC (1) B TeueHuwe 2 HeHAeCIb,
OJIMH Pa3 B CYTKH OeaKBHIMHA"

He pexomenmyercs B TeueHue Oosee ueM
2 Hemenp B JIHOO0OM MOMEHT JI€UEHUSI
O€IaKBHIMHOM B CBS3H C IIOBBIIIEHHEM
pHCKa TIOSIBJICHUST HEXENATeIIbHBIX PEaKIuid
Ha OeJaKBUIUH .

[{unpodokcaux
DPpUTPOMHUIIIH

Urpakonazon Cpyx T, AUC 1

[IpyuMeHsTh ¢ OCTOPOXKHOCTHIO, HAaOMIOAAThH
Ha TMpCaAMCT IIOABJICHUA HCKCIATCIbHBIX
peakuuii Ha WUTPAKOHA30I, MOKET
HOTpGGOBaTBCH CHMXKXCHUC J03bI
UTPaKOHA30JIa.

Knapurpomunux

KnapurpoMuiuH — noBBILIEHHE
KOHIICHTPAIINH (cremneHb
HEM3BeCTHA)™

Urpakonazon Cpyx T, AUC 1

[TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOIIOIATH
Ha TpeAMET MOSBICHUS HEXeIaTeIbHbIX

peakuuii Ha UTPaKOHA30J1 u/MIm
KJIQPUTPOMHUIIUH®, MOXKET IOTPeOOBATHCS
CHIDKEHHE JI03bl HMTPAaKOHA30Jla  W/WIH
KJIAPUTPOMHIIMHA.
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JNlenamanuy Jlenamanun  —  nosbuuenue' | TIpUMERSTS ¢ OCTOPOKHOCTEIO: Habmoaats
KOHIIEHTPALIUN (cremeHb | HA TIpeAMET TMOSBICHUS HEXeTaTelbHbBIX
HCI/I3B€CTHa)a’b peaknuii  Ha  JeJaMaHM]l/ TPUMETPEKCaT,
Tpumerpekcat TpumMerpekcaT — TOBBIINICHHUE | MOXKET TOTPEOOBATHCS CHUKEHHE O3Bl
KOHLEHTpaLUU (crenenp | MTpakoHasoa’.
HeusBecTHa) P
HN3onnasun WM3ounasun: KoHIleHTpauus | He pekomenayercs B TeueHue 2 Heaeab 10 U
UTpPaKOHa30J1a (lll)a’b BO BpeMs JICYCHUSI UTPAKOHA30JI0M, MOXKET
Pudammnuimn Pudammunun: AUC OBITH CHUXEHA 3¢ peKTHBHOCTH
urpakoHaszona ||| UTPAKOHA30J1a.
Pudabyrun Pudpabyrnn —  mossimenue | He PEKOMEHTyeTCs B TEUEHHUE
KOHIIEHTPALIUN (cremens | 2 Hemenb 10, BO BpeMs U B TEUCHUE
HemsBecTHa)™ " 2 Helenb IMOCie JICYEHUS HUTPAKOHA30JIOM.
Ntpaxonazon: Cmax ||, Bo3moxkHO  cHkeHHE 3P (PEKTUBHOCTH
AUC || WTPAaKOHA30Jla M  TOBBIINIEHUE  pHUCKA
MOSIBJICHHUSI HEXKEJIATeNbHBIX pEeakiuid Ha
prudabyTn’.
TenutpomMunH VY 310pOBBIX TOOPOBOIIBIIEB: [IpoTMBOMOKa3aH ManUMEHTaM C TAKEIbIM

TeMUTPOMHUIUH Cpax T, AUC 1
IIppu  TsKEeIOM  HaApyLICHUU
(GYHKIMH TIOYEK:

remurpomurima AUC (11)°

I[Ipy  TsKETOM — HaApYLICHUU
(GyHKINU TIEYCHH:
TEIUTPOMHUIIMH — TIOBBILICHUE
KOHLEHTPALU (creneHn
HeusBecTHa)™

HapylieHueM (QYHKIMH TEeYeHU WM TOoYeK
BO BpeMs M B TeUYeHUE 2 HeAeNb IOcie
JIeYeHUs UTpakoHa3ojoM. [loBbllieH puck
MOSIBJICHUST HEXENATENbHbIX peakluui Ha
TEIUTPOMUIIMH,  BKJIIOYas  MEYCHOYHYIO
TOKCHUYHOCTb, MPOJIOHTalMo uHteppaia QT
U TUPYITHYIO TaXUKaPIUIO.

VY Apyrux nauMeHToB CIeAyeT IPUMEHSTH C
OCTOPO’XKHOCTBIO, HAOMIOAATh Ha MpeaMeT
MOSIBJICHUST HEXENATENbHBIX peakluuil Ha
TEJIUTPOMUIIMH, MOXET  MOTpeboBaThCs
CHUKEHHE JI03b] TEJTUTPOMMIIMHA’.

AHTHKOATYJISIHTHI U

AHTUTPOMOOTHYECKHE CPEICTBA

ArnnkcabaH Anukcaban Cnax (1), AUC (1)" | He pekoMeHayeTcs BO BpeMsi M B TE€UYECHHE
PuBapokcaban PuBapokcaban Cp,x (1), 2 HedeNnb TOCTE JICUCHUS HTPAKOHA30JIOM.
AUC (1-11)" [ToBbIIIEH PUCK MOSABICHUS HEXKEIATEIbHBIX
Bopanakcap Bopanakcap Cpax (1), AUC (1)* | peakumii  Ha  anmkcabGan/puBapokcabaH
/BOpamnakcap’.
Kymapunbt Kymapunst [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
(Hammpumep, (mampumep, BappapuH)  — | HA TPEAMET TIOSBICHUS HEeXKelaTeIbHbBIX
Bap(hapuH) MTOBBIIICHHE KOHIICHTPAIlUU | peaKIuii Ha KyMapUHBI/IUIOCTA30JI, MOXKET
(cTerneHn HeI/ISBGCTHa)a’b noTpedoBaThCs CHUXCHUE JIO3bI
[umocTazon Hunoctazon Cpax (1), KyMapHHOB/LIAIIOCTA30/1a".
AUC (11)°
Jaburarpan Haobwurarpad Cpax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (11)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
peakmuit Ha nadurarpas, MOYET
moTpedoBaThCs CHU)KCHHE JI03BI
naburarpana’.
Tukarpenop Tukarpenop Chax (11), [IpoTuBOomOKa3aH BO BpeMsi U B TEUYCHHE
AUC (111)° 2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.

[ToBbIlIEH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakuuii Ha  TUKarpeiop, Hampumep
KPOBOTECUECHUH.
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IIpoTHBOCY10pOKHBIE CPEICTBA

(MOCHEQOEATENBHOC T 0003]

Kapbamazenun Konnenrpauuss kap6amasenuna | He pekomennyercss B TeueHue 2 Heleb 10,
(T)a’b BO BpeMs M B TeYeHUE 2 HEAeNb IOCTe
KoHneHnrpauuss  UTpakoHa30ja | IEUEHUS] HUTPAKOHA30JIOM. D(P(HEeKTUBHOCTh
(u)a’b WTpPaKOHA30jla MOXKET OBITh CHHXEHA B
CBSI3W C TIOBBIIICHHEM PHUCKA TOSBICHUS
HeXKeaTeIbHbBIX peakuuit Ha
KapbaMaszery’.
denobapOuTan ®denobapOuTan: koHieHTpamnus | He pekomeHnayercs B TeueHue 2 Henemb 10,
UTpPaKOHa30J1a (lll)a’b BO BpeMsl M B TEUEHHE 2 HEAENb Iocie
DEeHUTONH ®enutond: AUC utpakoHaszonia | J€YCHHS HWTPAKOHA30JI0M. MOXeT ObITh

L

CHIDKEHA 3((EeKTUBHOCTh UTPAKOHA30JIA.

IIporuBoanadeTnyeckme cpeacraa

Penarnuung Penarnuung Cpax T, AUC 1 [TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOIIONATH
CakcarnunTix CakcarmuntuH Cuax (11), Ha TMpeiIMeT TMOSBJICHUS HeXeIaTelbHbIX
AUC (17)* peakiuii Ha  penariMHUA/CaKCariulTHH,
MOXKET TOTpeOOBaThCA CHUXKEHHE 03Bl
penarjarHu/a/caKkcarunTuHa’.
AHTHreJIbMMHTHBIE, IPOTHBOTPUOKOBbIE H AHTUNIPOTO30HHbIE CPEICTBA
Aptemerep- Aptemetep Cmax (11), [TpuMeHSATh ¢ OCTOPOKHOCTHIO, HAOIIONATDH
moMmepaHTpUH AUC (11)* Ha TpeIMeT TOSBICHUS HEXKeIaTeIIbHBIX
Jromedantpus Cax (1), peakuuii Ha apTeMerep-
AUC (1) moMedantpun/xuaun’.  Crnenuduueckue
XWHUH XuHUH Chax <>, AUC 1 JNEUCTBUS OINUCAHBl B HMHCTPYKLUAX IO
MIPUMEHEHHUIO.
["anmodanTpun lanodantpun — mnoBsimenue | [[poTuBomoka3aHn BO BpeMs W B TEUCHHUE
KOHIIEHTPALUN (cteneHb | 2 HeAenb TOCHE JICYCHUS HTPAKOHA30JIOM.
HewsBecTHa) [ToBbIlIEH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakiuii Ha TalOGaHTPUH: MPOJIOHTAIHS
untepBaia QT u neTanbHbIC APUTMUU.
H3aBykoHaz0mn NzaBykoHaz01 Cax (<), [IpoTuBOMmOKa3aH BO BpeMsi U B TEUCHHE
AUC (111)* 2 HedeNnb TOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBbIlIEH PHUCK MOSBICHHS HEXETaTeIbHbBIX
peakiuii Ha M3aBYKOHA30J: HapYLIEHUS CO
CTOPOHBI NICYCHH, peaxiuu
TUNEePYyBCTBUTEIHHOCTH U
AMOPHUOPETOTOKCUIHOCTD.
[Ipa3zuxBanTen [TpaszuxBanTen Cuax (11), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH

AUC (1)

Ha TMpCAMCT IIOABJICHUA HCKCIATCIbHBIX

peakuuii  Ha  NPa3sMKBAHTEN,  MOXKET
HOTpeGOBaTBCH CHUHKCHUC JO3bI
npasvKBaHTEeNa’.

AHTUTHCTaAMHHHBIE CpeacTBa

ActemMu30I Actemn3oit Cpax (1), [IpoTuBOomOKa3aH BO BpeMsi U B TEUYCHHE
AUC (17)* 2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBbIlIeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaknuii Ha  acTeMM30J:  IPOJOHTALUSA
uatepBana QT, mupysTHash Taxukapaus M

JPYTHUE KEIYyTOUYKOBbIE aPUTMUH.
bunactun Bunactun Cpax (11), AUC (1)* [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOJATH
Db6actuH 36actu Cpmax 11, AUC 111 Ha TpeAMET TMOSBICHHUS HEXelaTeIbHbIX
Pynartagnn Pynaraqud  —  NOBBILEHHE | PeaKIMil HAa OMIACTHH/>0aCTHH, PylaTaayH’,
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koHmenrparmu (1111)*° ! 'I\Iomé’f'“ﬁ('}'rpégdéﬁﬂca' ' EH'I'/DKe'HI/Ie J103b1
OunactuHa/>0acTUHA, pynaraanHa.
Mu3zonactux Muzonactut Cpax (1), [IpoTnBOMOKa3aH BO BpeMsi U B TEUCHHE
AUC (1)* 2 Hezdellb MOCJE JICUCHUS HUTPAKOHA3OJIOM.
[ToBbIlIEeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaknuii Ha MH30JACTHUH: TPOJIOHTAIHS
unrepnaia QT.
Tepdenamuu Tepdbenanua —  moBbimeHue | [IpoTuBonokazaH BO BpeMsi M B TEUCHUE
KOHLEHTpaLUU (cremensp | 2 Henmenb MOCJHE JICYEHUS HUTPAKOHA30JIOM.
HEU3BECTHA) [ToBbIlIeH PHUCK MOSBICHHS HEXETaTeIbHbBIX
peakuuii Ha TepdeHaAUH: MPOJIOHTALMS
unatepBania QT, mupysTHas Taxukapaus u
JpyTHe KelyT0YKOBbIe aPUTMHUU.
IIpoTHBOMHUTPEHO3HbIE CPEICTBA
DneTpunTaH Onerpuntad Chax (11), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (111)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
peakuuit Ha  DJETPHUITAH’, MOKET
moTpedoBaThCA CHU)KCHHE JI03BI
AJIETPUNTAHA.
ATKamousI Ankanou il cnopeiibd  — | [IpoTHBOMOKa3aHkl BO BpeMsl U B TEUCHUE
CHOPBIHBU MOBBILICHHE KOHIEHTpPAlUHU | 2 HEJeNb IOCNe JEUEHUS HTPAKOHA30JIOM.
(IMTHAPOdProTaMuH, | (CTemeHb HensBecTHa)™ [ToBbIlIeH PHUCK MOSBICHHS HEXETATeIbHBIX
ProMeTpuH, peakuuii Ha aJKaJOMAbl CIIOPBIHBU, TaKUX
9ProTaMuH, KaK 3prOTHU3M.
METHUIIIPTOMETPHH )
IIpoTuBOOMyX0JIeBbIE PENapaThI
Bopre3omub Boprezomu6 AUC (1)* [TpuMeHsITh ¢ OCTOPOXKHOCTHIO, HAONIOAATH
bpentykcumaba Bpentykcumaba BeqoTHH Ha TMpelIMEeT TMOSBJICHUS HeXeIaTelbHbIX
BEIOTHH AUC (1)* peakuuii Ha MIPOTUBOOITYXOJIEBBIE
bycynbdan Bycynbdan Chax T, AUC 1 npenaparsl, MOXET moTpedoBaThCs
DprnoTuHUo OpnotuHUO Cax (11), CHMHKEHUE  JI03bl  IPOTHUBOOIYXOJIEBOTO
AUC (1) npemnapara.
I'eputnnnd I'eputunn® Cpyx T, AUC T
HMaTuau6 Nmatunnb Cay (1), AUC (1)*
Hxcabenmnon Hkcabenmmion Cpax (<),
AUC (1)*
Hunatenanuod Hunrenanu6 Cpax (1),
AUC (1)*
[TanoOuHOCTAT [Tano6muOCTAT Chx (1),
AUC (1)*
ITonaTuanO [Tonatnuu6 Cpax (1),
AUC (1)*
Pykconutunu6 Pykcomutunu6 Cpax (1),
AUC (1)*
Conngerno Conungneru6 Cp,x (1),
AUC (1)
Baunneranun6 Banperann6 Cp,x <>, AUC 1
Unenanncud Nnenamcu6 Cpax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (1)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
UtpakoHa3osl — MOBBINICHUE | pEAKLIHI Ha WUTPAKOHA30J1 u/umm
KOHIICHTPAIlUK B  CHIBOPOTKE | HUAEIAIUCUO , MOJXKET noTpeboBaThCs
(cTemieHb HEM3BECTHA) ab CHW)KEHHE JI03bI WUTpPAKOHA30Jla  W/WJIHN
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AKcUTHHUO AxcutrHHUO Crax (1), He pexomennyercss BO BpeMs U B TE€UCHUE
AUC (11)* 2 HedeNmb TOCTE JICUCHUS HTPAKOHA30JIOM.
Bo3ytunu6 Bbo3ytunu6 Chax (1171), I1oBBIIIEH PUCK MOSABJICHUS HEXKEIATECIBHBIX
AUC (111)* peakmuit Ha MIPOTUBOOITYXOJICBBIC
Kabasurakcen Kab6aszurtakcen Cpax (<), npenaparhl .
AUC («)*
Kabo3antuuub Ka603aHTuHUO Cpax (<), JIOTIOJTHUTEIBHO:
AUC (1) Jlnst kaba3uTakcena, Jaxe eClid M3MCHECHHS
Heputunuo Heputuau® Cpax (1), I1apaMeTpoB (bapMaKOKHHETUKH HE
AUC (11)* JOCTHTAN CTATUCTUYECKONW 3HAYMMOCTH B
Kob6umeTnau6 Kooumernau®6 Cpax 17, HCCIIeJOBAaHUHT JIEKApCTBEHHOTO
AUC 1M B3aUMOJICCTBUSI C  HHU3KUMH  JIO3aMH
Kpuzotuau6d Kpuzotuau6 Ciax (1), KETOKOHA30/1a, Ha0rogagach  BBICOKAas
AUC (11)* BapUaTUBHOCTH pe3ynbTaToB. st
JHabpadenuod Jabpapenud AUC (1) nbpyruanba  crneuuduueckue — IEHCTBUS
Hazaruau6 HNazatuan6 Cpax (11), OTHCaHBI B MHCTPYKIIUH 110 TPUMEHEHUIO.
AUC (1)
JoueTakcen Houerakcen AUC («>-11)*
N6pyTnHNo No6pytuHu6 Chax (1111),
AUC (1117)°
Jlanatnauo Jlanatuan® Chax (11),
AUC (1)
Hunotuuu6t Hunotuau6 Cpax (1),
AUC (1)
Omnamapu6 Omamapu6 Cpax T, AUC 11
[Tazonanu6 [Mazomanu6 Cpax (1), AUC (1)*
CyHuTUHHO Cynutuau® Cpax (1), AUC (1)
Tpabexrenun Tpabekrenun Cuax (1), AUC (1)*
Tpacty3zymab Tpacty3ymab sMTaH3uH —
SMTaH3MH MOBBIIIICHUE KOHIICHTPAIIUA
(cTeneHb HensBecTHa)™
AJKamonael Ankamonapl OapBUHKA —
OapBUHKA MOBBILICHHE KOHI[EHTPALIUN
(cTeneHb HensBecTHa)™
Peropadenu6 AUC peropadennba (|| mo | He pekoMeHayeTcs BO BpeMsl U B TEUCHUE
JTaHHBIM IOE aKTHUBHOTO | 2 HEJENb IOCIE JICYCHUS HTPAKOHA30JIOM.
KOMITOHEHTa)" Moxer ObITb CHIXKEHa 3(PPEKTUBHOCTD
peropadenuoa.
HpuHorekan HpuHOTEKaH U €ro aKTUBHBIN IIpotuBOmOKa3aH BO BpeMs U B TEYCHUE

MeTabOIHT — MOBHIIICHNE
KOHIIEHTpaluu (CTeNneHb
HeusBecTHa)™

2 HedeNmb TOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBbIlIEH PHUCK MOSBICHHS HEXETaTeIbHbBIX
peaknuii Ha MPUHOTEKAaH: MOTCHIIMAIBHO
yrpoKaromiasi KU3HU MHEIOCYIIPeCcCHst H
uapest.

AHTI/IHCHXOTI/IKH, AHKCHOJUTUKHA U CHOTBOPHBIC CPEACTBA

Aunnpazonam Aunmnpazonam Cyax <>, AUC 11 [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
Apununpason Apununpazon Cpax T, AUC 1 Ha MpeIMET MOSBICHUS HEXKEIaTeIbHBIX
bporuzonam bporuzonam Cpx <=, AUC 11 peaKuuii Ha AHTUTICUXOTUKHU, AHKCUOJIUTUKHU
bycrinpon BbycipoH Cpax 11171, WM CHOTBOPHBIE', MOXKET IOTPeOOBATHCS

AUC 1111 CHIDKEHME 7103 ATUX IIPenapaTos.
Kapunpasux Kapunpasus (11)*"
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lManonepuaon
Muna3zonam (B/B)

oA EOOEaTENEROLT & O3
lanonepunon Cpax T, AUC 1T [ AITERVBA TENBAUL TE UUU4)

Mupa3zonam (B/B) — TOBBIIIICHHE
KOHIICHTPaIuU TTb

[Tepocniupon [Tepocnupon Cpax 111,AUC 111
KseTnanuu Ksernanuu Cpax (11),
AUC (111)
PamenTeon Pamenteon Cpayx (1), AUC (1)
Pucnepunon Pucnepuion —  moBbllIEHUE
KOHIICHTPaIuu Tb
CyBopekcaHT CyBopekcaHT Cpax (1),
AUC (11)*
30MUKIOH 3omukioH Cpyx T, AUC 1
Jlypasumon Jlypazunon Cpax (111), [IpoTrBOTIOKa3aH BO BpeMsi U B TEUYCHHE
AUC (111)° 2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.
[ToBbIlIeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaknuii  Ha  JypasuAOH: THUIOTCH3HS,
HUPKYISATOPHBIN KOJIIarC, TSKEIIbIe
SKCTpANUPAMUIHBIE CHUMIITOMBI, CYJIOPOTH.
Munazonam Munazonam (mepopajibHO) [IpoTnBOMOKa3aH BO BpeMsi U B TEUCHHE
(mepopanbHO) Cmax T-11, AUCTT-TTT1 2 Hepdellb MOCJE JICUCHUS HUTPAKOHA3OJIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakuuii  Ha  MMJA30JIaM:  YTHETEHHE
JIbIXaHUS, OCTaHOBKa cepaua,
IIPOJIOHTMPOBAHHAs Celallus U KoMa.
[Tumo3zua IMumosua Coax (1), AUC (11)° [IpoTrBOomOKa3aH BO BpeMsi U B TEUYCHHE
2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaknuii Ha TUMO3WA: apUTMHUH Ceplla,
BO3MOXXHO, CBSI3aHHBIE C TPOJIOHTaLKEN
unTepBasa QT u nupy’THON TaxUKapaUeEil.
CepTtunaon Ceptungon  —  mnosblmieHue | [[poTuBoOmoKka3aH BO BpeMsi U B TEUCHHUE
KOHIIEHTPALIUN (crenenp | 2 Henenb MOCHE JICYEHUS HUTPAKOHA3O0JIOM.
HemsBecTHa)™ " [ToBbIlIEH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakuuii Ha CEepTUHJION: MPOJOHTAIUs
uatepBaia QT u nupyITHAS TaXUKAPIUA.
Tpuazonam Tpuazonam Cpax 711, AUC 11- | [IpoTuBOnOkazaH BO BpeMsl M B TEUEHHUE

T

2 HeAenb TOCHE JICYCHUS HUTPAKOHA30JI0M.
IloBbi11eH PHUCK MMOABJICHHUA HCXKCIIATCIIbHBIX
peaknmii  Ha  TpHa30JaM:  CYIOpOTH,
YTHCTCHUA [ObIXaHHA, aHT'MOOTCK, AIllHO3 U
KOoMa.

ITIpoTBOBUPYCHBIE CPEACTBA

Acynarpesup (c AcynanpeBup Chax (111), [TpumeHaThH c OCTOPOKHOCTBIO;

YCUJICHUEM) AUC (111)* cnenuuIeckrue JEeHCTBUS  OMHCAHBI B

Tenodosupa TeHodpoBup —  TOBBIIIEHHE | HHCTPYKIIUH o MIPUMEHEHHUIO

TU30TPOKCHIIA KOHIIEHTPALIUN (cTemeHb | MPOTUBOBUPYCHOTO Mpemnapara.

¢dymapar (TDF) HeusBecTHa)™

BouenpeBup bouenpeBup Ciax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (11)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
UtpakoHa3osl — MOBBINICHUE | pEAKLIHI Ha WUTPAKOHA30J1 u/umm
KOHIIEHTPALIUN (crenens | Gouenpesup’, MOKET noTpedoBaThCs
HemsBecTHa)™ " CHIDKEHHE JI03BI UTpaKOHAa30J]a.
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Criedirdiraeckie’ “AtHCTBAS - Viazane |

MHCTPYKIIMU IO IPUMEHEHHUIO OOIenpeBupa.

KoOumucrar KobGunucrar —  mossimenue | [IpuMeHSITh ¢ OCTOPOKHOCTHIO, HAOJIOIATh
KOHIIEHTPALIUN (cremeHb | HA TIpeAMET TMOSBICHUS HEXeTaTelbHbBIX
HemsBecTHa)™ " peakuuii ~ Ha  WUTPAKOHA30J,  MOXET
HtpakoHa3on — TOBBIIICHHUE | MOTPEOOBATHCS CHU)KCHHE JI03BI
KOHLEHTpaLUU (cremeHp | UTpaKOHA307IA.
HEH3BECTHA)™

JakmaracBup HaxnatacBup Cpax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (11)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX

Banunpesup Banunpeup Cuax (111), peaxiMii Ha JaKkIaTacBUpP/BaHUIIPEBHD',
AUC (111)* MOXKET TOTpeOOBaThCS CHUXKECHHE JO3BI

JaKJIaTaCBUPa/BaHUIIPEBUPA.
Hapynasup (c YcunenHslit putoHaBupoM | [IpuMeHSATh ¢ OCTOPOKHOCTHIO, HAOIIONATH

YCHUJIEHUEM napyHaBUp: Cpax UTPAaKOHA30J1a | HA TNPEAMET TOSBIEHUS HEeXellaTelbHbIX
PUTOHABUPOM) (11), AUC (11)* peakuui Ha  WTPaKOHa30l, MOXET
®docamnpenaBup (¢ | YCcuIeHHBIH PUTOHABHPOM moTpedoBaThCs CHIKCHUE JT03bI
YCUJICHUEM (bocamnpeHaBup: Crmax | HTpaKoHazoIa.
PUTOHABHPOM) urpakonasona (1), AUC (11)*
Tenanpesup TenanpeBup Cpax UTPAKOHA30J1a
(1), AUC (11)*
DNBUTETPABUP OnuterpaBup Cpax (1), [TpuMeHsITh ¢ OCTOPOXKHOCTHIO, HAONIOAATH
(ycuneHHbIN AUC (1) Ha TpeIMeT TOSBICHUS HEXKeIaTeIbHBIX
PUTOHABHPOM) HtpakoHa3on — TIOBBIIICHHE | peaKIUl Ha UTPAKOHA30 u/unm
KOHIICHTPAIINH (cTenens | onBuTerpaBup (YCHIEHHBIM PUTOHABUPOM)'.
HemsBecTHa) " Moxer mnoTpeOoBaThCs CHHKEHHE O3Bl
UTPAKOHA30J71a; CM.  HMHCTPYKLUHUIO  TO
PUMEHEHHIO JIBUTErPaBUpA.
Ddasupens Ddasupens: Cp,x uTpakoHasona | He pekoMeHayeTcs B TeueHue 2 HeNEIb 10 U
1, AUC | BO  BpeMs  JIEYEHMS  UTPAKOHA30JIOM.
HeBupanun HeBupanun: Cy,.x uTpakoHazona | I¢h(eKTUBHOCTh UTPAKOHA30J1a MOXKET OBITh
1, AUC || CHUKEHA.
KomOunamms: DnbacBup Coax (<), AUC (1)* [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
Dnbacsup/ I'pazonpeBup Cpax (<), Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
['pazonpeBup AUC (11)* peakmuii, CBS3aHHBIX C  COBMECTHBIM
[PUMCHEHUEM .
Cnenuduyeckue JIEUCTBUS  yKa3aHbl B
WHCTPYKIIUU o IPUMEHEHHIO
a6acBUpa/TpazonpeBupa.
Kombunarus: I'nexanpeBup Cmax (11), [TpuMeHSATh ¢ OCTOPO’KHOCTHIO, HAOIIONATH
['mexanpeBup/ AUC (11-111)? Ha TpeIMeT TOSBICHUS HEXKeIaTeIbHBIX
[MuGpenracBup [MubpenTacBup peakuuii, CBA3aHHBIX C  COBMECTHBIM
Cimax (¢>-1), AUC («>-11)* npyuMeHeHreM’.
Crnenuduueckue JeicTBUS  yKa3aHbl B
MHCTPYKLUU o MIPUMEHEHHUIO
rJIeKanpeBUpa/muOpEeHTacBUpa.
WNununaBup KoHnuenTpanus ntpakonasona Tb [TpuMeHSATh ¢ OCTOPO’KHOCTHIO, HAOIIOIAThH

NuaunaBup Cpx <>, AUC T

Ha TMpEaAMCET IIOABJICHUA HEKCIATCIbHBIX

peakuuii Ha UTPaKOHA30J1 u/vim
VH/IMHABUP', MOXET oTpeboBaThCS
CHIDKEHHE  JI03  HWTpPaKOHa30ja  W/Win
WHIMHABUDA.
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MapaBupok MapaBupok Cpax (11), AUC TpiMetsits ¢ OCTOPOKHOCTEI: Habnoxats
@ Ha MpeIMET MOSBICHUS HEXKEIaTeIbHBIX
peaximii‘. Moxer 0TpeboBaTLC
CHIDKEHHUE JI03bI MapaBHPOKA.
KomOunamms: Nrpakonazon Cpax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOJAATH
AUC (11)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHBIX
OmOuTacBup/ OmoOuTacBup Chax <>, AUC (1)" | peakuuii Ha UTPaKOHA30J u/unm
[Mapuranpesup/ [MapuranpeBup Cmax (1), AUC IPOTHBOBUPYCHBIC CPEJICTBA".
PuronaBup/ ? MoskeT mnoTpeOdOBaThCS CHIKEHHUE J103bI
C HacabyBupom Puronasup Cpax (1), AUC (1)* uTpakonazona. Cneruduveckue IeHCTBUS

iy 0e3 Hero

MacabyBup Crax (1), AUC (1)

ONUCaHbl B MHCTPYKLMAX 10 INPUMEHEHUIO
9THX IIPENapaToB.

PuronaBup Urpakonazon Cpax (1), AUC | [IpuMeHsSITh ¢ OCTOPOKHOCTBIO, HAOJIOIATh
an° Ha MpeIMET MOSBICHUS HEXKEIaTeIbHBIX
PuronaBup Cpax (<), AUC (1)* | peakumit Ha UTPaKOHA30J u/unm
PUTOHABHD'. Mosxer noTpedoBaThC
CHIDKEHHE JI03BI UTpaKOHa30J]a.
Crneuunduyeckue JEUCTBHUS OMHUCAaHBI B
MHCTPYKUHHU N0 MPUMEHEHHUIO pUTOHABHPA.
CakBuHaBUp CakBunaBup (0e3 ycuienus) | [IpUMEHSATh C OCTOPOXKHOCTBIO, HaOIIOAATh
Cmax 11, AUC 111 Ha TMpeaMeT TOSBJICHUS HEXEIaTeIbHbIX
WtpakoHa3on (C yCHJIEHHBIM | peakuuid Ha UTPAKOHA3011 u/vim
cakBUHABUPOM) Cpax (1), CaKBUHABUP . Moxker  moTpeboBaThCs
AUC (17)* CHIDKEHHE J103Bbl UTpaKOHa30J]a.
Cnenuduyeckue ACUCTBUS ONHMCAHBI B
WHCTPYKIIMY IO IPUMEHEHHIO CAaKBUHABHPA.
CumenpeBup CumenpeBup Cpax (11), He pexomMeHnmyercst BO BpemMsi U B TEUCHHE
AUC (111)° 2 HeJeNb 110CIIE JIEYEHUS] UTPAKOHA30JI0M.

bera-0si0kaTopbl

Hanomon

Hanonon Chax 11, AUC 11

[IpMEHSATL ¢ OCTOPOKHOCTHIO, HAOIIOATH
Ha TIPEAMET MOSBIECHUS HEXKENATElbHbIX
peaKIuii Ha HaJI0JION . Moxer
OTPeOOBATHCS CHUKEHHUE JIO3BI HAI0JI0IA.

BHOK&TOpr KaJIbIIMECBBIX KAHAJI0B

benpunnn benpunnn - noseilieHue | IIporuBonokasan BO BpeMs U B TEUCHHE
KOHLEHTPALUN (creneHb | 2 Helenb MOCHE JIEYEHUS HTPAKOHA30JIOM.
HemsBecTHa) " IToBBIlIEH PUCK MOSIBICHUS HEXETATENbHbIX
peaknuii Ha Oenpuani, TaKMX Kak HOBas
apUTMUSL U JKEITYJOYKOBas TaXWUKapAus I10
TUITY TUPYITHOM.
Juntnaszem JluntuazeM W UTpakoHa3od — | [[pUMEHATH C OCTOPOKHOCTBHIO, HAOIIOAATh
MTOBBILICHUE KOHIEHTPALlUU | HA MpPEeIMET IMOSBICHUS HEXKEIaTeIbHBIX
(cTeneHs HewsBecTHa) " peakuui Ha UTPaKOHA30J]1 u/MIm
JUITHA3EM®, MOKET noTpedoBaTbCs
CHIDKEHHE JI03bl HMTPAaKOHA30Jla  W/WIH
JWITHA3EMA.
®denoaunux denogunux Crnax 111, | IlpoTuBOnIOKa3aH BO BpeMs U B TECUCHHUE
AUC 1M 2 Helenb MOCIHE JICYCHHS WUTPAKOHA30JIOM.
Jlepkanuunux Jlepxauumunua AUC (1111)" I1oBBIIIEH PUCK MOSABJICHUS HEXKEIATEIBHBIX
Huconounug Huconmumun Chax (1111), peakuuii Ha JATAIPOTTUPUINHBIL:
AUC (1111D)° THIIOTEH3US U TIepUepUIECKUil OTEK.
Hpyrue JuruaponpuanHbI — | [IpuMeHITh C OCTOPOKHOCTBIO, HAOJIOIATH
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e oy

JUTUIPOTTUPUIAHBI
Bepanamun

MOBBILICHHUE KOHIICHTPALIAN
(cTeneHb HensBecTHa)™
Bepanamunn ~ —  moBbIlIEHUE
KOHLEHTpALNU (crenenn
Heu3BecTHA)™

5
Al

MET  [TOSBICHES — HEKENATEIbHbIX

HICs

peakuuii Ha
JIUTHIPOTUPHINHBI/BEPAIaMII MOXET
notrpedoBaTbCs CHI)KEHHE 103

JTUTHAPOTTUPHUIMHOB/BEparamMmuia.

Pa3nu4nble cpeacTBa is JedeHus 3a00/1eBaHNH CepAeYHO-COCYINCTON CHCTEMbI

AnuckupeH
Puonurymnar

Cuwnnenadw (s
JICUCHUS JIETOUHOMU
TUTICPTEH3UH )
Tamanadun (s
JICUCHHS JIETOUHOH

AnuckupeH Cpax 111,

AUC 1T

Puonurynar Cpax (1),

AUC (1)
Cunnenadwui/Taganadpui -
MOBBILICHHE KOHI[EHTPALUN
(cremneHn HEW3BECTHA, HO
apdekr wmoxer ObITH Oonee
BBIPQXEHHBIM, Ye€M COOOIIECHO

He pexomeHnayercs BO BpeMs U B TEUYCHHE
2 HejeNb MOCIE JICUCHUS! UTPAKOHA30JIOM'.
[ToBBIIIEH PUCK MOSIBICHUS HEXKEIATEIBHBIX
peakuui Ha CEPIEYHO-COCYAUCTBIN
npenapar.

TUIIEPTEH3HHN) JUISL YPOJIOTHYECKUX CpeI[CTB)a’b
bozenTan Bosentan Chax (11), AUC (11)" | IIpuMeHATL ¢ OCTOPOKHOCTHIO, HAOIIONATH
I'yandauun I'yarndanun Cpax (1), Ha MpeIMET MOSBICHUS HEXKEIaTeIbHBIX
AUC (11)* peakiuii Ha Go3eHTan/ryaHdanuH’, MOXET
norpedoBaTbecs CHIDKEHHE JI03b1
0o3eHTaHa/ryaH(aruHa.
NBabpanun NBabpanu Cpax (1), IIpotuBonokazaH BO BpeMsl M B TEUYEHHUE
AUC (111)* 2 HedeNnb TMOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBblIlIeH pHUCK MOSBICHUS HEXeNaTeIbHbIX
peakuMii Ha UBaOpaJMH, TaKUX Kak
¢ubpwsiuus npeacepanid, OpagukapIus,
CHHYCOBasi OCTAaHOBKa cepAla M 0Osiokazaa
cepAaua.
Panonazun Panonazu Cpay (11),AUC (11)* | IIpoTHBOIOKa3aH BO BpPEMS U B TEUECHUE

2 HCACIIb IIOCJIC JICUCHUA HUTPAKOHA30JIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakuuii Ha paHOJa3WH, TaKUX Kak
nponoHramuss uHTepBaia QT u modeuHas
HEJ0CTAaTOYHOCTb.

KoHTpauenTuBHbie cpeacTBa”

Juenorect Huenorect Cpax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOJAATH
AUC (11)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
Yaunpucran Yaunpucrain Cinax (11), | peakuuii Ha KOHTpALENTHUBHBLIE CPEICTBA’;
AUC (111)* cnenuduIeckrue IEHCTBUS  YKa3aHbl B
MHCTPYKLHUAX 1o MIPUMEHEHHUIO
JMEHOTeCTa/ yIUIIPUCTATIA.
JAnyperuxu
D1iepeHoH OmnepeHoH Chax (1), [IpoTuBOomOKa3aH BO BpeMsi U B TEUCHHUE
AUC (111)* 2 HedeNlb TMOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBbIIeH PHUCK MOSBICHHS HEXETaTeIbHBIX
peakuuii Ha  JIUIEPEHOH, TaKuUX  Kak
TUTEPKATUEMUS] M TUTIOTCH3HSL.
KeaynouHo-KnieyHble cpeACTBA
AnpenuTaHt Amnpenmrant AUC (111)* [TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOIIOIATH
Jlonepamun Jlonepamua Cpax 11, Ha TIpeaMeT TIOSBJICHUS HEXEIaTEIbHbIX
AUC 11 peaknmii  Ha  anpenuTaHT/IonepaMuiy/
Herynurtant Herynutant Cyax (1), HETYIHUTAHT MOXKET noTpeOoBaTHCS
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AUC (1)

cramserme Ho3hr Afpenmtanta/ tofepamuh.

Creuuduueckue NEUCTBUS TUTSE
HETYIMUTAHTa MPEACTABICHBI B HHCTPYKIIHH.

Huzanpug

ITIOBBIIIICHUEC
(creneHb

Hu3zanpun —
KOHIICHTPAIIUN
HEM3BeCTHA)™

[IpoTuBOomoOKa3aH BO BpeMsi U B TEUYCHHUE
2 Helenb IMOCie JICYEHUS HUTPAKOHA30JIOM.
IloBbi11eH PHUCK MMOABJICHHUA HCXKCIIATCIIbHBIX
peakuuii Ha UU3anpuj, TaKUX Kak TSKelble
CEpJIEYHO-COCYAUCTHIC SIBJICHUS, BKJIIOYast
nposioHranuio uHTepBaia QT, cepbe3Hbie
JKCIYAOYKOBBIC ApUTMHUHM U TMHUPYSITHYIO
TaxUKapJIuIo.

Homriepuion

Homnepunon Cpax 11, AUC 11

[IpotuBOomOKa3aH BO BpeMsl M B TEUCHUE
2 Helenb IMOCie JICYEHUS HUTPAKOHA30JIOM.
[ToBbIlIeH PHUCK MOSBICHHS HEXETaTeIbHbBIX
peakuuii Ha JOMIEPUIOH, TaKUX Kak
TSOKENBIE  JKETYJOYKOBBIE  apUTMUU |
BHE3aIHasl cep/ieyHasi CMEpTh.

Cpenctsa 114 WrpakoHasou: Crnax 1], | IIpUMEHATE C OCTOPOKHOCTBIO IIPENaparsl,
CHIDKCHUS AUC || CHIDKAIOIIUE KHCJIOTHOCTh JKeNmyaKa,
KUCITIOTHOCTH HampuMep TaKue HEHTPATU3YIOIIHE KUCIOTY
Kelyaka CpeICTBa, KaK alIOMUHUSA THIPOKCHUI, WU
IOIaBIISFOLITUE BEIPA0OTKY KHCIIOTHI
npenapaTsl, HampuMep, aHTaroHUCTsl Ha-
pPEIEenTOPOB W HHTUOUTOPHI MPOTOHHOM
nomnbsl. [Ipu OJHOBpEeMEHHOM JI€UEHUU
HEUTPATU3YIOIIMMHA KHUCJIOTY CPEICTBAMH,
HampuMep, AallOMUHUS THAPOKCUAOM, HX
cleyeT NpUHUMAaTh 10 KpaiHel Mepe 3a 2
yaca J0 WJIM uyepe3 2 yaca Iocie npuemMa
KaIicyJ UTpakoHa3oa (cM. pa3zaen 4.4).
Hamnoxceron Hamnoxceron Cinax (T11), | [lpoTuBOomOKa3aH BO BpeMs W B TEUEHHUE
AUC (1111)° 2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakiuii Ha HAJIOKCErol, TaKuX Kak
CUMIOTOMBI OTMEHBI OITHOUIOB.
Saccharomyces S.  boulardii —  cuwkenue | He pekomeHayercs BO BpeMs U B TE€UCHUE
boulardii KOJIOHM3auu  (CTENeHb  HEe | 2 HeJenb IOCle JICYCHHS HTPAKOHA30JI0OM.
W3BECTHA) DddextuBnocts S. boulardii Mmoxer OBITH
CHIDKEHA.
HNmMmyHocynpeccopsl
byneconnn byneconnn (mmst  wHramsuwmii) | [IpuMeHsITH ¢ OCTOPOKHOCTHIO, HAOJIOIAThH
Cmax T, AUC 11; OynmecoHun | HA TpeAMET TMOSBICHUS HEXeTaTelbHbBIX
(npyrue ¢GopMbl) — TOBBIIIEHUE | PEAKIIM HAa HWMMYHOCYIIPECCOPBI, MOXKET
KOHIIEHTPALIUN (cremens | mOTpeOOBATHCA CHU)KCHHE JI03b1
HemsBecTHa)™ " MMMYHOCYTIpEccopa.
IMukneconug Hukneconun (I WHTASAIINN)
Cumax (11), AUC (11)°
Huxnocnopun Huxnocniopun (8/B) —
HI?BLImeHHe KOHIEHTPAILUU <>-
T

Huxnocniopun (apyrue Hopmb)
— TOBBINICHUC KOHICHTpAIUU
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(cTerieHb Hem3BecTHA)™

tOCHEQUBATENBROCTE 0003)

JlexkcameTa3oH HexcametazoH Cpax < B/B 1
(mepopanbro), AUC 11 (B/B,
IIEPOPAIBHO)
®dyTHKa30H dyTHKa30H (711 WHTAISAIMN) —
MOBBILIEHUE KOHLIEHTPALUU TTb
dyTHKa3zoH (Ha3ampHas
¢bopma) — IOBBILIEHHE
koHuenTpauu (1)*°
Mertunnpeaau3onoH | MeTwinpegHu3010H
(mepopanibHO) Cpax 1-17, AUC
i
Metunnpenan3onon (B/B) AUC
Takponumyc "
Takponumyc (B/B) — MOBBIIIIEHUE
KOHLEHTpauuu
Takponmumyc (riepopaibHO) Ciax
Temcuponumyc (11), AUC (171)°
Temcuponumyc (B/B) Cmax (11),
AUC (11)*
DBEPOINMYC DBEPOIUMYC Cax (11), | He pexomenayercst BO BpeMsi U B TCUCHHE
AUC (1111)° 2 HejeNb MOCIE JICUCHUS! UTPAKOHA30JIOM'.
Cuponumyc Cupomumyc Cpax (11), AUC | [1oBbIleH pUCK TOSIBJICHUS HEXKENMATETbHBIX
(panmamMuIuH) 11! peaKIMii Ha SBEPOIUMYC/CUPOIUMYC.
IIpenapatsbl, peryiupymwiiyue ypoBHU JHIHI0B
ATopBacTaTuH AtopBactatTuH  Cpax  <>—11, | IIpoTuBONOKa3aH BO BpeMs U B TEUEHHUE
AUC 1-11 2 Helenb MOCINE JICYCHHS WUTPAKOHA30JIOM.
[ToBbIIIEH PUCK MOSABICHUS HEXKEIATEIbHBIX
peakuuii  Ha  JIOBacTaTWH/CHMBACTaTHH,
TaKMX Kak MHUOMNATHs, pabaoMuonusa u
OTKJIOHEHHSI JIaOOpaTOpHBIX IapaMETPOB
(GYHKIMY TIEUEHH.
Jlomuranuyg Jlomuranung Cax (T111), | [IpoTBOMIOKa3aH BO BpeMsi U B TEUYCHHE
AUC (1111)° 2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaknuii Ha JIOMUTAaNHI, TaKHX Kak
MEYCHOYHAasT TOKCHYHOCTb M  TsKenas
KEJIyT0YHO-KUIIEYHasl PEaKIusl.
JloBactatun JloBactatun Chnax 111, | [IpoTuBONOKa3aH BO BpeMs U B TEUCHHE
AUC 1111 2 Hezdellb MOCJE JICUCHUS HUTPAKOHA3OJIOM.
CuMBacTaTuH CumBacTaTuH Crnax 1111, | [loBblllIEH pUCK MOSBICHUS HEXEIATEIbHBIX
AUC 1111 peaknuii  Ha  JIOBacTaTWH/CHMBACTaTHH,

TaKAX Kak MHUOIATHS, pabaoMuonu3a u
OTKJIOHEHHS JTa0OpaTOPHBIX IMapaMETPOB
(YHKIIMH TTIEUYCHU.

HeCTCPOI/IJ_]HLIe MPOTUBOBOCHAJIUTEIbHBIC CPEACTBA

Menokcukam

Menokcukam Cpax ||,
AUC |

[TpuMeHATh ¢ OCTOPOKHOCTHIO, HAONIIOATh
Ha TPEIMET CHIKEHUS JPPEKTUBHOCTH
MEJIOKCHKaMa,  MOXET  HOoTpeboBaThCcs

KOPPCKIUA D03bI MCIIOKCUKaMa.

PecnnupaTopHble cpeacTBa

Canmerepo

| Canmetepont Cinay (1),

| He pexomeHzyeTcs BO BpeMsl M B TEUCHHE
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AUC (111"

2 reiens ocie e~ HTPAKOHa30noM.

IloBbi1IeH PHUCK MMOABJICHHUA HCXKCIIATCIIbHBIX
peaxIyii Ha CaIMETEPOIT .

CeleKTHBHbBIE I/IHFI/Iﬁl/ITopr OﬁpaTHOFO 3axBaTa CE€poOTOHMHA, TPUIUMUK/IUYECKHE H [Jpyrue

AHTH/ENPEeCCAHTbI
Pebokcernn PebokcetnH Cpax (<), [TpuMeHsITh ¢ OCTOPOXKHOCTHIO, HAONIOAATH
AUC (1) Ha TpeIMeT TOSBICHUS HEXKeIaTeIbHBIX
Bennadakcun Bennadakcun Crnax (1), | peakiuii  Ha  pebGokceTHH/BeHIaGaKCHH',
AUC (1) MOXET TOTpPeOOBaThCSI  CHIDKEHHE 7103
peOokceTrHa/BeHIaakCuHa.
YpoJjiornueckue npenaparbl
ABanadui ABanapmit Cax (11), IIpotuBonokazaH BO BpeMsi M B TEUYEHHE
AUC (1111)* 2 Hemenb TIOCHE JICUCHHUS] WUTPAKOHA30JIOM.
[ToBbIlIeH PHUCK MOSIBICHHUS HEXENATEIbHBIX
peakuuii Ha aBaHadui, TaKUX Kak MPHUAMH3M,
HapylIeHUsl 3pEeHUsT W BHE3amHas IOTeps
ciyxa.
JlanokceTnH JlanokceTuH Crnax (1), | IlpoTuBonoka3an BO BpeMs U B TEUYEHHUE
AUC (1) 2 Hemenb TOCHE JICUCHHUS] WUTPAKOHA30JIOM.
[ToBbIlIeH PHUCK MOSIBICHHUS HEXKENATEIbHBIX
peakuuii Ha  JANoOKCEeTUH, TaKuX  Kak
OpTOCTaTUYECKas TMIIOTEH3UsS W BU3yalbHbIC
3 PeKThI.
Hapudenanux Hapudenauud  Chax  (111), | He pexomenayercsi Bo BpeMst U B TEUEHHUE
AUC (IT1-1111)° 2 Hemenb TOCHE JICUCHHUS] WUTPAKOHA30JIOM.
Bapnenagun Bapnenagun Crnax (11), | [loBpIlIEH pUCK MOSABIEHUS HEKENATEIbHBIX
AUC (1111)* peakiuii Ha napudenanun/Bapaesadui’.
Hyracrepun Hyrtacrepun — moBbImIeHHE | [I[pUMEHATH € OCTOPOXKHOCTBIO, HAOJIOIATH
KOHIICHTPALUU (creneHb | HA TPEAMET TMOSIBICHUS HEKENATEIbHBIX
HeusBecTHa)™ peakiMii Ha YpOJOTMYECKHME IIpenaparsl’,
Nmunnadenanun Nmunnapenanun Crnax T, | MOXKET TOTpeOOBaThCSI CHUIKEHUE  JI03BI
AUCT YPOJIOTHYECKOTO TIpernapara.
OxcubyTuHuH OxcubyrunuH — mnoBbimeHue | Crenuduueckue ASUCTBUS O TyTacTEpPHIy
KOHIEHTpawuy 1° yKa3aHbl B MHCTPYKIUH 110 €T0 MPHUMEHEHHUIO.
Cunpnenadun Cunpnenadun Crnax (11), | Ansa cunnenaduna u taganapuia CM. TaKxKe
(3peKTuIbHAs AUC (11-1111)° paznen 4.4.
nuchyHKITIS)
Tananagpun Tapanapun Cpax (1),
(opeKTHIbHAs AUC (11)*
TUCHYHKITUS |
T0OpOKaYeCTBEHHAS
THIIEPILIA3Us
MpeaCTaTeIbHON
JKEJIe3bl)
Tontepoaun
Tonrepomua  Chax  (1-11),
AUC (11)* y aun co cinabbiM
Y nenagun metabommzmom CYP2D6
Venapun Cpax (1), AUC (11)°
de30TepoIMH ®ezorepoaqun Cpax (171), | [IpoTHBOIIOKa3aH manueHTaM ¢ HapylieHuEM
AUC (17)* (GYHKIMU TI€YCHU WU MOYEK OT CPeIdHEH 110
TSDKEJION CTENEeHH TSKECTH BO BpeMs M B
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G O A TR~ TiodHe ) neucnis

UTpaKoHa30J0M. [1OBBIIEH PUCK TMOSBICHUS
HEKENATeIbHBIX peakuuii Ha (e30TepoIuH,
TaKWX KaK TSDKENbIe aHTHXOJHMHEPTUYCCKHE
¢ dekthl. [IpUMEHATH ¢ OCTOPOKHOCTBIO Yy
APYTUX TMAalMeHTOB: HAONI0MaTh Ha MPEIMET
MOSIBIICHUSI HEKEJIATSNIbHBIX ~ PEaKIuid  Ha
de3orepoaun’, MOXET noTpeOoBaThCS
CHIDKEHHE 10351 (pe30TepoIuHa.

Conudenanun

Comadernama Crax (1),

AUC (1)

[IpoTHBOMOKa3aH MalMEHTaM C HapYIICHUEM
(GYHKIMM TIOYEK TSDKENOM CTEeNeHW WIH C
HapylieHneM (QYHKIUU TEYeHH OT CpedaHei
TSOKECTU JIO0 TSDKEIIOW CTENeHH BO BpEMS U B
TeueHWe 2  Hexenb  IOCie  JICYCHHUS
UTpaKkoHa30J0M. [IOBBIIEH PUCK TMOSBICHUS
HEXXEJIAaTeNbHbIX peakUuid Ha coMu(EeHALUH:
AHTUXOJIMHEPTHUECKHUE ¢ dexTh u
nposoHranus uarepsana QT.

[IpuMeHATH C OCTOPOXKHOCTBIO Y JIPYTHX
MaleHToB,  HaAOJIOJaTh  HAa  TIPEAMET
MOSIBJICHHUSI HEXKENATEeNbHBIX pPeakIuii Ha
conudeHanun’, MOXKET noTpeOoBaTHCS
CHIDKEHHE JI03bI coJlM(eHalHa.

Jpyrue npenapartsl H JIeKaPCTBEHHbIE CPEeACTBA

ATUTPUTHHONH AmutputuHOMH — Cpax (1), | [IpuMeHSATE ¢ OCTOPOXKHOCTBIO, HAOJIOIATH
(mepopanbHO) AUC (1)* Ha TMpPEIMET TMOSBJICHUS HEXKENATENbHbIX
Kabepromuu Kabepronun Cinax (11), | peakuuii Ha ATUTPUTHHOWH/KAOEPTOTHH/
AUC (11)* KaHHAOMOW B/ IIMHAKAIIIIET, MOXKET
KannaOuown sl KannaObuounbl — TMOBBIMICHUE | TOTPEOOBATHCSA CHIDKEHME 1103 3TUX
KOHIIEHTPAIIUH, CTENEeHb | IpEnapaTos’.
HEM3BeCTHA, HO BepoaTHo (11)°
Iunakanmer [unakammer Crax an,
AUC (11)°
Konxuunx Konxutws Cpax (1), AUC (11)" | [IpoTHBOMOKa3aH MAMEHTaM C HAPYIICHHEM
GYHKIIMU TIOYEK WM TEYeHH BO BpeMsl U B
Te4eHHe 2  HeNeNb  MOCle  JICYCHUS
UTpaKoHa30J0M. [IOBbIIIEH PUCK MOSBICHUS
HEXKENATENbHBIX ~PEaKIMii Ha KOJIXHIIMH:
CHIDKEHHE CepAEeYHOro BbIOpOca, apUTMHHU
ceplilla,  pEeCHUpaTOPHBIM  JUCTpECC U
yYTHETEHUE KOCTHOTO MO3ra.
He pexomenmyercs OpyruM ManueHTaM BO
BpeMs U B T€UEHHUE 2 Hellelb MOCie JICUCHUS
UTpakoHa3oJoM. [IOBBIIEH PHUCK MOSBICHHUS
HEXEJIATENIbHBIX PEAKIMH HA KOJXMIMH .
Dnuriycrat CYP2D6 EMs: Cmax | IIpoTHBOIIOKa3aH MalUMeHTaM C CHUJIbHBIM
smuriycrara (11), AUC (11)%. | mera6onmusmom CYP2D6 EMs, nonydaromum
bonee BBIPQKEHHOE | MOLTHBIA ~ HJIM  YMEPEHHBIH  MHTUOUTOP
noBbillieHue oxkupaercs y aun | CYP2D6, a takxke mamueHTaMm co CpeaHuM
Co cpeaHuM unaM ciabeM | wm cnadsiM  Mmerabonusmom CYP2D6 Bo
MeTab0JIN3MOM CYP2D6 | BpeMs u B TeueHUE 2 HENENb MOCIE Teparnuu
IMs/PMs u IIPU | UTPAaKOHA30J10M. IIOBBIIEH pUCK MOSBIICHUS
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OAHOBPEMCHHOM IIPUMGHCHUU

HEKETATEMLHBIX — PeAKIMi “HA~ “3AurmycTar:

unruduropa CYP2D6. nposioHranus uHTEepBasoB PR, QTc wu/umm
QRS, a Takxe cepaeUHbIC APUTMHUU.
[IpuMeHATH C OCTOPOXHOCTBIO y JHI[ C
ciIbHBEIM MeTabommsmoM CYP2D6 EMs,
HaOmIOgaTh  HAa  TpPEAMET  MOSIBICHUS
HEXENATENbHBIX pPeakiuil Ha JJIMIIycTar’,
MOXET MOTpeOOBaTbCi  CHIKEHHE  JT03bBI
AIIUTITYCTAaTA.
ATKamoueI Anxanounsl  crnopblHbM  — | [IpoTHBOMOKa3aHbl BO BpeMs U B TEUCHHE
CHOPBIHBU MOBBIICHNE  KOHUEHTpaluu | 2 HeAeNb IOCJIe JIEUYEHUS HUTPAKOHA30JIOM.
(cTeneHp HewsBecTHa) " [ToBbIlIeH PHUCK MOSIBICHHUS HEXENATEIbHBIX
peakuuii Ha aJKaJOU/Ibl CIIOPBIHBH, TAKUX KaK
sprotu3M  (cMm.  Takke  pasmen 4.5
«[IpoTHUBOMUTPEHO3HBIE CPENICTBAN).
lNamanramun lNaranTamun Crnax (1), | [IpuMeHATH C OCTOPOKHOCTHIO, HAOIIONATH
AUC (1) Ha TIpeIMeT TOSBICHUS HEXeIaTeIbHbBIX
peakIuit Ha rajaHTaMuH’, MOXET
noTpedoBaTbes CHIDKEHHE JI03BI
rajJjaHTaMUHa.
NBakadtop Npaxadrop Cinax (11), | [IpumeHATH C OCTOPOXKHOCTHIO, HAOIOIATH
AUC (111)* Ha TpeIMeT TOSBICHUS HEXKeIaTeIbHbIX
peaxiui Ha uBakagTop®, MOKET
noTpe0oBaThCsl CHIKEHHE 10361 HBaKkadTopa.
Jlymakadrop/ Npaxadrop Cinax (11), | He pexomenayercst B TeueHue 2 HEAENb [0,
uBaKapTop AUC (17)* BO BpEMs M B TEUYEHHE 2 HeEIelb IOCie
Jlymakadrop Cinax (<), | meuenus HUTPAKOHA30JI0M. Bo3mosxHO
AUC («)* CHIDKeHHE S(PPEKTUBHOCTH HTPAKOHA30JIa,
HTtpakoHa3on —  CHIDKEHHUE | BO3pAcTaeT PUCK MOSBICHUS HEXellaTelbHbIX
KOHIICHTPALIUH, CTETeHb | peakiuii Ha uBakaTop®.

HEU3BECTHA, HO, BEPOSTHO | | |

AHTaroHHCTHI PeNeNTOPOB Ba30NMpeccHHA

Konuanran KonuBanran Cax (11), | He pexomenayercst BO BpeMs W B TEUEHHUE
AUC (1111)° 2 Hedenp MOCJIE JIEUYEHUS HUTPAKOHA30JIOM.

TonBanran TonBantan Cinax (11), | IloBeIIIEeH PHUCK TOSIBICHUS HEXKEIATEIbHBIX
AUC (111)° peakiuii Ha KOHWBAIITAaH/TOJIBAIITAH .

Mos3aBanrtan MoszaBanrtan Cpax T, AUC 11 [IpuMeHATh C OCTOPOKHOCTHIO, HAOJIIONATH

Ha OpcAMCT TMOABJICHUA  HCKCIATCIbHBIX

peaxiui Ha MO3aBanTaH’, MOXKET
HOTpeGOBaTBCH CHM>XKXCHHC JO3bI
MO3aBarTaHa.

* paruduropsl CYP3A4 (BKio4as HTPaKoHA30JI) MOTYT MOBBIIIATh KOHLIEHTPALMIO TOPMOHAIBHBIX KOHTPALEITHBOB

B I1a3M€ KPOBH.

IIpumeyanue

Cpeanee noBbIlIeHHE KOHIEHTPAIIUN:

1 <100 % (< 2 pa3);

11:100-400 % (= 2 pa3 u <5 paz);
111:400-900 % (= 5 pa3 u < 10 pa3);

T11: > 10 pas.

CpenHee CHUJKeHH e KOHIICHTPALUHU:

1 <40%:;
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L1: 40-80 %: (NOCNEOOBATENLHOCTL 0003)

1> 80 %.
OtcyrcrBue 3¢ dexra: <.
Jns omucanust sddexra (cpeaHsis KOJIOHKA) yKa3aHO Ha3BaHUE HCXOJTHOTO JICKAPCTBEHHOTO
BEIIIECTBA, Jake ecia 3()(EKT OTHOCUTCS K aKTUBHOMY KOMITOHEHTY WJIM aKTUBHOMY METaOOIUTY
IPOJIEKapCTBa.
a. /Jlna mpemapaToB co CTpenkaMH B CKOOKax OIIEHKa OCHOBaHA HAa MEXaHU3ME JIEKapCTBEHHBIX
B3aUMOJICHCTBUH M HMH(pOpMAIMM O KIMHUYECKMX JICKApCTBEHHBIX B3aUMOJICHUCTBUSAX C
KETOKOHA30JIOM MM JApyrMMu MomHbiIMH uHruouropamu CYP3A4 w/unu umnruburopamu P-
rukonporenHa uiau BCRP, a Ttakke Ha NaHHBIX MOJEIUPOBAHMS, KIMHHUYECKUX CIIy9acB H/WIH
HKCIEPUMEHTOB in Vitro. Iyl Opyrux MepeunclIeHHBIX MpenapaToB OIEHKa OCHOBAaHA HA JAHHBIX
KJIMHUYECKHX JIEKAPCTBEHHBIX B3aUMOACHCTBUI Ipenapara ¢ UTPaKOHA30JIOM.
b. Ilapamerpsl papMaKOKMHETUKU HE YCTAHOBIICHBI.
c. Css3aHHBIE C IpenapaToM HEKENaTelbHbIE JIEKAPCTBEHHbIE pPEAaKLMU IPEACTaBIEHbl B
COOTBETCTBYIOLIEH MHCTPYKIMH IO TPUMEHEHHIO.

eTH

JlexkapcTBeHHbIE B3aUMOIEHCTBUS N3YUYEHBI TOIBKO Y B3POCIBIX.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

WrpakoHa3on HE MODKEH NPUMEHATHCS TMpH OEPEeMEHHOCTH, 3a WCKIIOYCHHEM CIIyJacs,
YIPOXKAIOLIUX JKU3HU, M €CIIM OXUAAEMbI MONOKUTENbHBIN d(D(eKT i MaTrepu MpeBbILIaeT
BO3MOXKHBIH Bpe[ 715 TUI0/1A.

B noxnmHMYECKHX MCCIIETOBAHUIX OBLIO MOKAa3aHO, YTO UTPAKOHA30J OONAJaeT Perpo yKTHBHOM
TOKCHUYHOCTBIO.

JlanHbIx 00 HCMONB30BaHUM HTpPaKOHa30jla B Mepuoj OepeMEHHOCTH HeNocTaTouyHo. B xoxe
KJIMHUYECKOTO MPUMEHEHHs] HTpaKoHa30Jla OBLIM OTMEYEHBI ClIydad BPOKICHHBIX aHOMAaJMil.
Takue ciyyau BKJIIOYAJIM HAPYIIEHUS Pa3BUTHS 3PEHHS, CKeJieTa, MOYENOJIOBOM M CEpAEeYHO-
COCYJIMCTON CHUCTEM, a TaKK€ XPOMOCOMHBIE HApYIIECHUS U MHOXECTBEHHBIE MOPOKU Pa3BUTHS.
Opnako, sIBIsSIeTCS JIU IPUMEHEHHE UTPAKOHA30J1a IPUYUHON BOZHUKHOBEHUS TAaHHBIX HapYIICHUH,
JIOCTOBEPHO HE YCTaHOBJICHO.

ONUIEMUOJIOTUYECKUE JTaHHBIE B OTHOLIEHMM BO3JCHCTBUS MTPAKOHA30Jla B IIEPBBI TPUMECTP
OepeMEHHOCTH, B OCHOBHOM Y MAalMEHTOK, MOJYyYaBUIMX KPATKOCPOUHYIO TEpPAIHIO IO IMOBOIY
BYJIbBOBATMHAJIBHBIX KAaHAMI030B, HE BBIIBWIM IOBBIIIEHHOIO PHUCKAa Pa3BUTHUSI BPOXKICHHBIX
QHOMAJIUM MO CPABHEHHUIO C KOHTPOJIBHOM TpYMIOi, HE MOJABEPTraBUICHCA BO3JACHCTBUIO HU OJTHOTO
N3 H3BCCTHBIX TCPATOICHHBIX q)aKTOpOB. >KGHH_II/IHaM ACTOPOJAHOI0 BO3pacCTa, NPUHUMAIOIIUM
npenapat MTpakoHa3oi, He0OX0JMMO UCIOIb30BaTh BEICOKO3()(PEKTHBHBIE METOIbI KOHTPALCIIIUN
Ha MPOTSKEHUU BCEro Kypca JICYEHUs BIUIOTH /10 HACTYIJICHUS MEPBOM MEHCTpyalMH IMOCIE €ro

3aBEPIICHHUS.

JlakTanus
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(O B4 HOGCTE 0003
C rpyIHBIM MOJIOKOM BBIBOJIUTCSI OYEHb HEOOJIbIIOE Ko&qeggd]m%ago%g%ﬂat fﬁm HA3HAYCHHUH

npemapata MTpakoHa3zonm  KCHIIMHAM, KOPMAIIUM  TPYOblO, HEOOXOOUMO  B3BEIIMBAThH
MpEeANoiaraeMoe COOTHOIIEHUE TMOJb3bl M PUCKOB. B cilydae COMHEHMM »KEHIIMHA [OJDKHA
0TKa3aThCsl OT KOPMJICHUS TPYIbIO.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCINOPTHBIMH CpeaCcTBAMH M Ppadorarb C
MeXaHNu3MaMu

HccnenoBanusi mo M3y4EHUIO BIMSHUS JIGKAPCTBEHHOTO CPEICTBA UTPAKOHA30J HA CIOCOOHOCTH
YIPaBIsATh TPAHCIOPTHBIMU CPEACTBAMU M PabOTaTh C TEXHUKOW He mpoBoawiuck. Heobxomumo
NPUHUMATh BO BHUMaHHE BO3MOXKHOCTb BO3HUKHOBEHHUS TOOOYHBIX pEaKIHMi, TaKuX Kak
rOJIOBOKPY)KEHHE, HApylIeHHe 3peHuss W mnoTepsa ciayxa (cM. pazgen 4.8). I[lpu mnosiBneHuun
OMMUCAHHBIX HEXKEJATEeNIbHBIX PEaKLMi CIeAyeT BO3JEP>KAThCS OT BBINMOJHEHUS YKa3aHHBIX BUIOB
JESITEIbHOCTH.

4.8. HexkennaTeibHbIe peakuuu

PesroMe HexxenaTeabHbIX peaKIIui

UactoTa BO3HHKHOBEHHSI HEXKENATENbHBIX pEaKIUi Ompeaensiach B  COOTBETCTBUU  C
knaccudukanueir BecemupHoit Opranmzanum 3apaBooxXpaHeHus: odeHb dacto (> 1/10); wacto
(>1/100, vO < 1/10); Hewacto (= 1/1000, Ho < 1/100); peaxo (> 1/10000, vHo < 1/1000); odeHb
penko (< 1/10000), yacroTa Hen3BeCTHA (HE MOKET OBITh MOACUYMTAHA HA OCHOBAHUU MMEIOIIHUXCS
JTaHHBIX ).

/Jlannwvie, nonyuyennsle 6 Xx00e KIUHUYECKUX UCCTE008AHUTL

be3onacHocTh WTpakoHa3oyia B Kamcyinax wu3ydanach B 107 OTKpBITBIX W JBOWHBIX CJEMBIX
KIIMHUYECKUX HCCIeNoBaHusAX ¢ ydactreMm 8499 marmuenTtoB. Bee 8499 manueHToB XOTS OBl OJMH
pa3 TPUHSIIM HMTPAKOHA30J B KalcCyjaX, MOCie 4ero Oblia MPOBEACHA OIEHKa Oe30MacHOCTH
JICUEHUS.

Hnghexyuonnvie u napasumapnvie 3a601e6aHUL:

HEYaCTO: pUHUT, CHHYCHUT, HH()EKIIMHA BEPXHUX JIbIXaTEIbHBIX ITyTEH.

Hapywenus co cmopoHnvl Kpo8emeopHOU u TUMBaAmMuyecKol Cucmem:

PEeIKO: JIEHKOTCHUS;

4acTOTa HEU3BECTHA: HEUTPOTICHHUS.

Hapywenus co cmopoHvl UMMYHHOU cucmembi:

HEYACTO: TUTIEPUYBCTBUTEILHOCTD.

Hapywenus co cmoponvl Hepenoti cucmemoi:

YacTO: roJIOBHAS 0O0JIb;

PEAKO: TUTIOCTE3HSI, TapeCcTe3usl.

Hapywenus co cmoponul opeana ciyxa u 1a0upunmHule HapyuleHus:

29



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.03.2025 N2 6315

(NOCNEQCBATENEHOCTE 0003)

peAKo: 3BOH B YIIIax.

Hapywenus co cmoponul dceny0ouno-kuumeyHo2o mpakma:

Yacro: 00J1b B )KUBOTE, TOLIHOTA,

HEYacTo: AUCHETICHS, 3a10p, METEOPHU3M, Tuapesi, PBOTa;

PEIKO: IUCTEB3HS.

Hapywenus co cmoponbl neuenu u dceniesbleo0AWUX nymel:

HEYacTo: TUNEpOmInpyOHEMUs, HapylIeHue (PyHKIIUH [TeYEeHU.

Hapywenus co cmopoHbvl KOHCHBIX NOKPOBO8 U NOOKONCHOU HCUPOBOU KIeMUAMKU.:

HEYacTo: ChIIb, 3y, KPAalMBHUIIA.

Hapywenus co cmopoHvl nouex u Mouesvbi800AUWUX nymell:

PEIKO: TOJTAaKUyPHSL.

Hapywenus co cmopoHul penpo0yKmugHoll CUCeMbl U MOJIOYHBIX Jicees.

HEYacTo: HapyIIeHNEe MECHCTPYaIbHOTO IHKIIA;

PENKO: SpEKTUIIbHAS TUCHYHKIINS.

Ocnoorcnenus obuje2o xapakmepa u peakyuy 6 Mecme 66e0eHus:

PEIKO: OTEUHBIM CUHIPOM.

Hwke mpencraBieH CHHCOK HEXENAaTENbHBIX PEaKIHi, CBS3aHHBIX C NPHEMOM HTPAKOHA30JIa,
KOTOpbIe OBUIM 3aperucTPUPOBAaHBl B KIMHUYECKUX MCCIEIOBAHUAX HWTpPaKoHa3ojla B Qopme
pacTBopa ans NpHeMa BHYTpb W/uiM B ¢GopMme pacTBopa Jjsi BHYTPUBEHHOIO BBEACHHUS (3a
UCKIIIOYEHHEM HEXKEIaTeNbHBIX PEaKINi, OTHOCAIIMXCS K KAaTerOPHHM «BOCHAJICHHS B MECTE
UHBEKIMN», TOCKOJbKY JaHHBIC HEXKEIaTeNbHbIE pPEaKUUH SBISIOTCA CIEHU(PUIHBIMU IS
JIeKapCTBEHHOM (POPMBI «pacTBOP I BHYTPUBEHHOTO BBEIICHHS).

Hapywenus co cmopoHnvl KpogemeopHoU u IUMBaAmuyecKkol Cucmem:

TPaHyJIOUUTONCHNUS, TPOMOOITUTOIICHUS.

Hapywenus co cmopoHvl UMMYHHOU CUCTEMDbL:

aHa(UITAKTOUTHBIC PEAKITUH.

Hapywenus co cmoponvl obmena sewgecms:

THIIEPTIIUKEMHS, THIIEPKATHEMUS], THIIOKAJIUEMHS, THIIOMarHuEeMHUsL.

Hapywenus ncuxuxu:

CIIyTaHHOCTb CO3HAHM.

Hapywenus co cmoponul HepeHOUl cucmembi:

nepudepuyeckas HeHpomaTus, TOJIOBOKPYKEHHE, COHITMBOCTb.

Hapywenus co cmopoHul cep0edno-cocyOucmou Cucmems.

cepAeyHasi HeIOCTaTOYHOCTh, HEIOCTATOYHOCTH JIEBOTO JKEIyJOYKa, TaXUKapIus, apTepuatbHas
THIIEPTEH3Us, apTepUaIbHas THIIOTEH3US.
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Hapywenus co cmoponwt OvixamenvHou cucmenbyi, opza'%'éI zpnggo EGTJ}EHJ:A;ICDE Jcmenuﬂ OTEK

JIeTKUX, JUC(HOHMS, KaIIETb.

Hapywenus co cmoponul dceny0ouno-KuumeyHo2o mpakma:

HKEITyI0YHO-KUIIIEYHbIE PACCTPOIICTBA.

Hapywenus co cmoponvl neuenu u #cenuesbl8o0auux nymeii.

TeTaThT, )KEITyXa, IeYCHOYHAs! HeIOCTATOYHOCTb.

Hapywenus co cmopoHvl Kod#cu 4 NOOKOICHBIX MKAHEU.

SPUTEMATO3HAas ChIIb, TUIIEPTUIPO3.

Hapywenus co cmoponvl ckenemuo-muludedHol U cOeOUHUMENbHOU MKAHU.!

MUAIITHUS, ApTPAITHSL.

Hapywenus co cmopoHvl nouex u Mouesvbi800AUUX nymell:

HEJ0CTAaTOYHOCTh (DYHKIIUU MOYEK, HeJlep:KaHue MOYH.

Obwue paccmpoticmea u HapyuweHus 8 Mecme 66€0eHUsL:

reHepaTH30BaHHbBIC OTEKH, OTEK JIUIa, 00JIb B TPY/AH, THIIEPTEPMUs, O0JIb, YCTAIOCTh, 03HOO.

Bnuanue na pezynbmamoel 1a060pamopHulx noxazameneti U UHCMPYMEHMATbHBIX UCCLe008AHUIL:

MOBBILICHHE aKTUBHOCTH aJlaHMHaMUHOTpaHc(epasbl, MOBBILICHHE AKTUBHOCTH

acnapraTaMUHOTpaHc(epasbl, MOBBIIIEHHE AaKTUBHOCTU IIEIOYHON (ocdarazpl B mia3Me KPOBH,

MOBBIIICHHE AKTHBHOCTH JIAKTATIETHJIPOTEHA3bl B IJJa3Me KPOBH, MOBBIIICHUE KOHIICHTPAIMH

MOYEBHMHBI KPOBH, TOBBIIIEHWE AKTUBHOCTH TaMMa-TIIyTaMHITpaHc(epasbl, TOBBIIICHUE

AKTUBHOCTH NEYEHOYHBIX ()EPMEHTOB, OTKJIOHEHHE OT HOPMBI ITOKa3aTeseil 00I1Iero aHaius3a MOYH.
eTu

Be3omacHoCcTh WTpakoHa30lla B Kalcylax, OIEHUBANIAch B 14 KIMHUYECKUX HCClenoBaHUsX (4

JBOMHBIX CJIETBIX TUIAle00-KOHTPOIUPYEMBIX HUCCIEAOBAHUS, 9 OTKPBHITBHIX HCCIeAOBaHUNA H |

HCCJICIOBaHNE, MMEBIIIEE OTKPBHITYIO (Da3y ¢ mocienyronield ABOWHOM ciemnoi) ¢ ydactueM 165

netel B Bo3pacte oT 1 roma o 17 ner. B xone uccnenoBanuii ObUIO0 OTMEYEHO, YTO HAMOO0JIEE YacTo

BCTPEUAIOIIUMUCS HEKEIATeNbHBIMH pPeakiusMu ObutH: ronoBHas 6ok (3,0 %), psora (3,0 %),

0omb B xuBoTe (2,4 %), nuapes (2,4 %), nHapymenue Gynkuuu nedenu (1,2 %), romnora (1,2 %),

kpanuBHuna (1,2 %), runorensus (1,2 %). Xapakrep HexenaTeNbHBIX peakUnid, BCTPEUAOLIUXCS Y

JIeTe, CX0XK C TeM, 4YTO HaOMI0JaeTcsl y B3pOCHBIX IallMEHTOB, TEM HE MEHee YacToTa

HEXEJATENIbHBIX PEaKIU y JETEH BBILIIE.

Heorcenamenvnvle peakyuu, 3apezucmpuposantsle 6 NOCMPEZUCMPAYUOHHOM nepuode (1aHHbIe

MOJTYYCHBI Ha OCHOBAaHUHU CITIOHTAHHBIX COOOIICHUIN)

[IpencraBieHHass 4YacTOTa HEXEJATENbHBIX peaklHMil OCHOBaHAa HAa KJIMHUYECKOM  OIIbITE

NPUMEHEHUS UTPAKOHA30J1a.

Hapywenus co cmopoHvl UMMYHHOU cucmembi:
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aHa(UIAKTOUHBIC U AIJIEPTUYECKHE PEaKLIUU.

Hapywenusa memabonuzma:

OueHp penKo: THIepTPUTITULEPUAEMHUS.

Hapywenus co cmoponwl HepsHot cucmembi:

OYEHb PEIKO: TPEMOP.

Hapywenus co cmoponvl opeana 3penus:

OUYEHb PEJIKO: HapyIlIeHHe 3peHUs (BKII0Uas HEYETKOE 3peHue, TUIUIONUIO).

Hapywenus co cmoponvl opeana ciyxa u 1a0UupunmHvle HapYuleHus.:

OUYEHb PEJIKO: CTOMKAasi UM BPEMEHHas IIOTeps CilyXa.

Hapywenus co cmoponul cepoeuno-cocyoucmou cucmemvi:

OYEHb PEIKO: XPOHUYECKAsI CepAeUYHasi HEA0CTaTOYHOCTD.

Hapywenus co cmoponul cucmemsbl 0peano8 ObIXaHus.

4acTo: OJIbIILIKA.

Hapywenus co cmoponul dceny0ouno-kuumeyHo2o mpakma:

OYEHb PEIKO: MAHKPEATHUT.

Hapywenus co cmoponul cenamobunuapnoti cucmemol:

OUEHb PEAKO: TSKEIOE TOKCUUECKOE MOPAXKEHUE NEYEHU (B TOM YHCJIE HECKOJIBKO CIIy4aeB OCTpOM
NIEYEHOYHON HEOCTATOYHOCTH C JIETAIBHBIM UCXOJI0M).

Hapywenus co cmoponbl KOH#CHBIX NOKPOBOS U NOOKOIHCHOLL HCUPOBOU KNEMUAMKIL:

OYEHb PEIKO: TOKCHYECKHIN AMUIECPMATIbHBIA HEKpoau3, cuHapoM CTuBeHca-/[>KOHCOHA, OCTpBIH
TeHEPATM30BAHHbBIM HK3€HTEMATO3HBIM MyCTyJe3, MNOTUMOpQHAs 3pUTEMa, HKCHOIUATUBHBIN
JEPMAaTUT, JIEHKOIUTOKJIACTUYECKUI BaCKYJIUT, aJONELs, CBETOUYBCTBUTEIbHOCTD.

Bausinue na pezynemamol 1a60pamopHulx noxazameneu U UHCMPYMEHMANbHbIX UCCTe008aAHUIL:
OUYEHb PEJIKO: MOBBIIIEHHE AKTUBHOCTH KpeaTHH(OCHOKNHA3HI KPOBU.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmaTh 0 Mogo3peBaeMbIX HEXKENATEIbHBIX PEaKIUIX MOCIEe PErUCTpaIliy Impernapara ¢
IEeNbI0  O0ECIIEYeHUs] HENMPEpPHIBHOTO MOHHTOPHHTAa  COOTHOIICHHS  «II0Jb3a —  PHCK»
JIEKapCTBEHHOT0 Tpenapara. MeIUuIMHCKUM pa0OTHUKAM PEKOMEHAYETCS COOOIIaTh O JIFOOBIX
MOJI03PEBACMBIX HEXKETATeNbHBIX PEAaKIUAX JIEKAPCTBEHHOIO IMpernapara 4Yepe3 HalMOHAIbHBIC
CUCTEMBl COOOINEHHS O HEXKENIATeNbHBIX PEaKIHsX TOCyAapCTB-wiIeHOB EBpa3uiickoro
9KOHOMHYECKOTO COI03a.
Poccuiickas @enepanus
®denepanbHas Ciryx0a 1Mo Haa30py B chepe 3ApaBOOXpaHEHUs
Anpec: 109012, r. Mocksa, CraBstHCKasl miiomiaib, 1. 4, ctp. 1
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Tenedon: +7 800 550 99 03 (NOCNERQBATENBHOCTE 0003)

OnexTponHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTH «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. [lepeno3upoBka

CuMOTOMBI

CuMnToMBl, HaONIOJaeMble TpU  TEPEJO3HPOBKE HUTPAKOHA30J0M, OBUIM COMNOCTaBHUMBI C
J10303aBUCUMBIMU HEKEJATeNbHBIMU PEAKIUSIMU, HA0II0JaeMbIMUA TIPU IPUMEHEHUU OOBIYHBIX 1103
npernapara.

JleueHue

Criermuduueckoro aHTHUIOTAa HE CYLIECTBYeT. B ciydae mepeno3upoBKH CIEAyeT NPOBOAMTH
MOJJIEPKUBAIOIYI0 Tepanuio. MTpakoHa3o1 He BBIBOJAWUTCA W3 OpraHU3Ma HpH TeMOJUaH3E.
Pexkomenayercsi 0OpaTUTHCSI B TOKCUKOJIOTHUECKUN LIEHTP C IEJIbI0 KOPPEKTUPOBKH JICUEHUS MIPU
NEPEI03UPOBKE UTPAKOHA3OJIOM.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

®apMakoTepaneBTUYECKass Tpynma: OPOTUBOTPHUOKOBBIE CPEICTBA CUCTEMHOrO  JIEHCTBUS;
IIPOM3BOHBIE TPHUA30J1a U TETPa30Ja.

Ko ATX: JO2ACO02.

MexaHusM aeiictus U hapMakoaruHaMudeckre YO hEKTHI

WTpakoHa30d — CHHTETHYECKOE MPOTHBOIPUOKOBOE CPEICTBO IMUPOKOTO CIEKTpa IEHCTBHSA,
collepkaliee UTPAaKOHA30J, TMPOM3BOJAHOE TpHazoja. MexXxaHu3M JACWCTBHUS HUTPAKOHA30JIa
3aKJTFOYAeTCs B MHTHOMPOBAHMM OMOCHHTE3a ProcTepoiia — OCHOBHOTO KOMITOHEHTa KIIETOYHOM
MeMOpaHbl Tpuba, YYaCTBYIOIIETO B TOJJICPKAHUU CTPYKTYPHOM IIEIOCTHOCTH MEMOpaHBHI.
Hapymenne cuHTE3a 3procreposia NpUBOAUT K U3MEHEHHIO MPOHUIIAEMOCTH MEMOPaHbI M JTU3UCY
KJIETKH, YTO U 00yCIaBIMBAECT MPOTUBOrPUOKOBHIH 3 ekt mpenapara.

NTtpakoHa3oi akTUBEH B OTHOIICHUU MH(EKIINH, BBI3BIBAEMBIX IpUOaMHu:

Candida spp. (Bxmwouas Candida albicans, Candida tropicalis, Candida parapsilosis w Candida
dubliniensis), Aspergillus spp., Blastomyces dermatitidis, Cladosporium spp., Coccidioides immitis,
Cryptococcus neoformans, Geotrichum spp., Histoplasma spp., Bxmodas H. capsulatum,
Paracoccidioides brasiliensis, Penicillium marneffei, Sporothrix schenckii w Trichosporon spp.
WTpakoHa3oi Takke TOKa3ajl aKTHBHOCTh B OTHOIICHWUH Epidermophyton floccosum, Fonsecaea
spp., Malassezia spp., Microsporum spp., Pseudallescheria boydii, Trichophyton spp. m npyrux

JPOKKEBBIX U TPHOKOBBIX MH(EKLINH.

33


tel:+78005509903
https://www.roszdravnadzor.gov.ru/

COOTBETCTEYET JKCMNEPTHOMY OTUYETY
ot 14.:33:- 2025 “-J-'_E-EEI'IE o
Candida krusei, Candida glabrata v Candida tropicalis qgﬁx@?&“&éﬁ&éﬁbIi‘véc¥ﬁd'rleﬁlﬁlﬁ'bmn K

neiictBuio utpakoHazona Bumamu Candida. In vitro pon Candida HECKOTbKO H30JUPOBAHHO
MOKAa3bIBAJI OAHO3HAYHYIO PE3UCTEHTHOCTh K UTPAKOHA30ITY.

OCHOBHBIMU THUIIAMU TPUOOB, Pa3BUTHE KOTOPHIX HE MOJABISIETCS HTPAKOHA30JIOM, SBISIOTCS
Zygomyces (Rhizopus spp., Rhizomucor spp., Mucor spp. n Absidia spp.), Fusarium spp.,
Scedosporium spp. u Scopulariopsis spp.

YCToMYMBOCTh K a30jaM pa3BUBAETCS MEMJIEHHO U YacTO SBIISIETCS PE3YIbTaTOM HECKOIBKHUX
reHeTUYecKux MyTauuid. OmHcaHHbIE MEXaHW3Mbl Pa3BUTHS YCTOMYMBOCTH BKJIIOYAIOT B ceOd
runiepakcnpeccuto reHa ERG11, xogupyromero depmenTt 14o-nemernnasy, KOTOPBIA SIBISETCS
OCHOBHOM MMUIIIEHBIO JEHCTBUS a30yioB, U Todeunble MyTamuu ERGI11, npuoasimue k
YMEHBIIICHUIO CBS3BbIBaHUS (DEPMEHTOB C a30JaMH W/WUIU K aKTHBAIMH TPAHCIIOPTHBIX CHCTEM, YTO
IPUBOIUT K YBEJIWYEHHUIO BbIBeACHMsS a30i0B. HaOmioganack mnepekpecTHas YCTOWYHBOCTH
Candida spp. x mpemnapaTam TpYIIBl a30JI0B, XOTS YCTOMYMBOCTH K OJHOMY Ipenapary 3TOu
Tpynnsl He 00s3aTeNbHO 03HAYAET HATMYHE YCTOMYMBOCTH K JPYTUM TperaparaM TPYIIbI a30J10B.
Coobmanocs o mrammax Aspergillus fumigates, ycTOWIMBBIX K HTPAKOHA30Y.

5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

MakcumanibHass KOHIIGHTpAIus WTpakoHa3oja B IUIa3ME€ JOCTUraeTcs B TeYeHUE 2—5 4 mociie
nepopabHOro npuema. Benencrsue HennmHeHON (hapMaKOKUHETHKH, UTPAKOHA30J HAKaIIMBACTCS
B IJJa3M€ KPOBHM IPU MHOTOKPAaTHOM MpHeme. PaBHOBecHas KOHIIEHTpALMs MTPAKOHA30J1a, Kak
MPaBWIO, JOCTUTAETCS B TEUYEHUE NPUMEPHO 15 nHEH, mpu 3TOM 3HAYECHHUS MaKCUMaJbHOU
koHIeHTpanuu (Cpax) HWTpakoHazoma coctaBistor 0,5 mxr/mun, 1,1 mxr/mn w 2,0 MKr/moi
COOTBETCTBEHHO Iocie nepopanbHoro BeeaeHusa 100 mr 1 pa3 B nens, 200 mr 1 pa3 B nens, 200 mr
2 pa3a B eHb. KOHEUHBIH IIepro/] OTYBBIBEICHHUS OOBIYHO cOCTaBIsAeT 16—28 4 mpu OAHOKPATHOM
npueme U 34—42 4 npu MHOTOKpaTHOM mpueme. KoHIeHTpalus UTpakoHa30Jla B IUIa3Me KPOBHU
CHIDKAETCS 10 TMPAKTUYECKH HEOINpENeIsieMoro 3HadeHus B TeueHue 7—14 pgHeld mocie
MpEKpaIleHus] Tepanuu B 3aBUCHUMOCTH OT Ha3HAUYEHHOW J103bl U MPOJOJKUTEILHOCTU JICUECHHUS.
OO0mee cpemHee 3HAYCHHE KIUPEHCA WTPAKOHA30Ja B IJIa3M€ NPU BHYTPUBEHHOM BBEIACHHU
coctapsieT 278 mi/mMuH. KimupeHc uTpakoHa3zona yMEHbBIIIAETCs TP 00Jiee BRICOKUX /103aX B CBSI3HU
C HACBIIICHUEM MyTel ero MeTaboIu3aliu B eYeHH.

AOGcopbuus

Utpakonazon ObicTpo abcopOupyercs mocie HpueMa BHYTPh. MaKCHUMalbHbIE KOHILIEHTPAIUH
HEU3MEHEHHOT0 WMTPaKOHAa30jla B IIa3Me JOCTUTalOTCs B Te€YeHHE 2—5 4 mocje MepopanbHOro
npueMa Karcynbel. AOconoTHass OMOJOCTYIMHOCTh HMTpaKOHa30Jla IOCie MepopaibHOro IpueMa
cocraBnsieT okoio 55 %. Ilpu mepopallbHOM NPUMEHEHHWH MaKCUMallbHas OMOIOCTYIMHOCTh
UTpPaKOHA30J1a OTMEUYAETCS MIPU IPUEME KaTCyJl Cpasy MoCIie ebl.
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KeIyJOYHOT'O COKa, HampuMep, Ha (oHEe MpuemMa MpenaparoB, MMOAABISIONINX CEKPEIHIO COJSTHOM
KHACJIOTHl B JKENyJIKe (TaKuX Kak aHTaroHUCTbl H)-rMCTaMHHOBBIX pPELENTOPOB, MHTHOUTOPHI
IPOTOHHOM TOMIIbI), WJIM Yy NAIMEHTOB C axJOprujpueil Ha (oHE pPa3NUYHBIX 3a00JIeBaHUI.
BcaceiBanne wuTpakoHa3oja HATOLIAK Yy TaKUX MAIMEHTOB YBEIWYMBAETCI NpU IpHUEME
UTPAKOHA30ja B KaIlCyJlax OJHOBPEMEHHO C KHUCIIBIMM HAllUTKaMU (TaKUMM KaK HE AUETHUYECKas
xona). [Ipu npueme urpakoHasosa B Kamcyiax, B 103¢ 200 MI OJHOKpaTHO HaTOILAK COBMECTHO C
HEJIUETUYECKOM KOJIOW TMOCJe TMPEeIBapUTEILHOIO MpHeMa aHTaroHucra H2-THCTaMHUHOBBIX
pEeLenToOpoB pPAHUTUIMHA BCAChIBAHME HTpPAKOHA30Jla ObUIO COMOCTAaBUMBIM C BCacChIBAHHEM
UTPAaKOHa30Jja B Kalcynax, Ipy IpUeMe TOJIbKO JAHHOTO Ipernapara.

OKCHO3ULMSI UTPAKOHA30JIa HIKE MpPU NPUEME UTPAKOHA30jJa B BHUJE KaICyJ IO CPAaBHEHMIO C
9KCIIO3ULIMEN UTPAaKOHA30JI1a IPU MTPUEME TOM ke A03bl B BUE pacTBOpa JJIsl IpreMa BHYTPb.

Pacnopenenenue

Utpakonazon Ha 99,8 9% cBs3bIBaeTcst C O€IKaMH IUIa3Mbl, B OCHOBHOM C albOyMHUHOM
(TMIPOKCUUTPAKOHA30J1 CBS3bIBACTCS € albOyMuHOM Ha 99,6 %). Taxke OTMEYEHO CpPOJCTBO K
aunuaaMm. B HecBsA3aHHOM BHe B Iia3me ocraercs Toibko 0,2 % wurpakonasona. Kaxynuiics
obbeMm pacnpenenenus > 700 7, 4TO CBHAETEIHCTBYET O €ro 3HAYUTEIHLHOM PACIpEICIICHUH B
TKaHsAX. KoHIIeHTpauuu B JIETKUX, MOYKaX, KOCTAX, JKEIIy/AKE, CEJe3eHKEe M MbIIIax B 2—3 pasa
BBIILIE, YEM COOTBETCTBYIOLIME KOHILIEHTpAlMM B IUIa3Me€, IIPU 3TOM KOHILIEHTpalUs [penapara B
TKaHX, COAEPKAIINX KEPaTUH, 0COOEHHO B KOXe€, IPUMEPHO B 4 pa3a MpeBbIIIAET KOHIEHTPALIUIO
B I1a3Me. KoHeHTpanys B CHMHHOMO3IOBOM KHKOCTH 3HAYMTEIbHO HIKE, YEM B IJIa3Me KPOBH,
TEM HE MeHee, ObUIa MPOAEMOHCTPHPOBaHA APPEKTUBHOCTh UTPAKOHA30JIa TIPOTUB BO3OYIHUTENCH
UHQEKIA, TPUCYTCTBYIONUX B IIepeOPOCTUHATIBHON KUIKOCTH.

Buorpancdhopmarims

Kak Oputo mokazano B uccienoBanusix in vitro, CYP3A4 sBnsercs OCHOBHBIM H30()EPMEHTOM,
YYacTBYIONIMM B MeTa0ONM3Me WTpakoHazoma. MTpakoHa3ol MmoOABEpraeTcss aKTUBHOMY
MeTabonmu3My B TI€YEHH C OOpa30BaHMEM MHOXECTBa MeTabonmuToB. OCHOBHBIM METa0OIUTOM
ABJISIETCS TUAPOKCUUTPAKOHA30J, KOTOPBIN in vifro 00jajaeT MpOTUBOIPUOKOBOM aKTUBHOCTHIO,
COMOCTAaBUMOM ¢ UTpakoHa30J0M. KOHIIEHTpally THIPOKCUUTPAKOHA30J1a B TIJIa3Me MPUMEPHO B 2
pasa MpeBbIIAOT KOHLIEHTPALMIO UTPAKOHA30J1a.

DJIMMUHAIMS

HTpakoHa3051 BHIBOAUTCSA MPEUMYILECTBEHHO B (pOpMe HEAKTUBHBIX MeTaboIUTOB ¢ MOo4oH (35 %)
u kasoM (54 %) B TeueHue OAHOM HEJeNU MOcie MprueMa pacTBopa Ui nprueMa BHyTpb. [loueunas
OKCKpEIUsl UTPAKOHA30J1a ¥ €r0 aKTHBHOTO METa0O0IMTa THAPOKCHUTPAKOHA30JIa COCTABIISIET MEHEE
1 % or nmo3sl mpemnapaTta, BBEICHHOW BHYTpUBEHHO. Ha oOCHOBaHWMM pe3yibTaTOB H3yUCHUS
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HEU3MEHEHHOI0 UTPAKOHA30J1a C KaJIoM BapbupyeT oT 3 % 110 18 % npuHATON N03BI.

[Tockonpky mepepacrpenesieHle HUTPAaKOHA30Jia W3 TKaHEH, COJEpXKallluX KepaTuH, SBISETCS
HE3HAYUTENIbHBIM, BBIBEJICHUE MTPAaKOHA30Ja M3 OTHUX TKAHEW CBSI3aHO C pereHepanueit
snuAepmuca. B orianune ot miua3Mbl KpOBU, KOHIEHTpALMS UTPAKOHA30J1a B KOKE COXpaHsIETCs B
TeueHue 2—4 Hejenb MOCie MpeKpauieHus: 4-HeIeTbHOrO JICUeHUs], a KOHLEHTpAlUs B KEpaTUHE
HOTTsI, TJIe UTPAKOHA30J] MOXKET ObITh OOHapyXeH yke depe3 | Helenro mocie Hadaja JIeueHus,
COXpaHsieTCA MO KpaHEeW Mepe B TEUEHHUE LIECTH MECALEB MOCIe OKOHYAHUS 3-MECSYHOr0 Kypca
JICUYEHUSI.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

caxapHas KpyIKa [caxapo3a, maToka KpaxmajibHasi |

TUIPOMEIIO3a

nonucop6Oat 80

KapOOKCHUMETUIIKpaxMai HaTpHs

HaTpHs JTaypriICcyiIb(ar.

IInenounas obonouxa nennem

makporoa 6000, maxporoia 200.

Kancyner meepovie srcenamunosvie

BOJIa, KPaCHUTEINb COTHEUHBIN 3aKaT xentbiid (E110), ThTana Aruokcua, KeaaTHH.

6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

2 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

XpaHUTb B 3aIIMILIEHHOM OT CBETA MECTE IIpU TeMIieparype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue NEPBUYHONH YIIAKOBKH

ITo 5, 6, 7 unu 10 Karncysn B KOHTYPHYIO STYEHKOBYIO YITAKOBKY M3 IJIEHKH MOJUBUHUIXJIOPUIHON U
(b oJIbTH aTIOMHUHUEBOM MEUaTHOHN JIAKUPOBAHHOM.

ITo 1, 2 unu 3 KOHTYpHBIE TUEHKOBBIEC YIIAKOBKU 10 S5, 6, 7 Kancyn unu no 2, 3, 4, 5, 6 KOHTYpHBIX
SIMEUKOBBIX YIMaKOBOK 1O 10 karcysl BMecCTe ¢ MHCTPYKIMEN MO MPUMEHEHHUIO TTOMEIIAI0T B MauKy
U3 KapTOHA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH  YHUUYTOKEHHH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara uid 0TX0A0B, MOJYYEHHBIX MOC/Ie IPUMEHEHUS JIeKAPCTBEHHOT 0
npenapara u Apyrue MAaHHUILYJISAIHMHU C PenapaToM

36



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.03.2025 N2 6315

(NOCNEQCBATENEHOCTE 0003)

Het oco0bIx TpeOOBaHMI K yTHIIU3AIUH.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Kunp

ABBA ®apmacsrotukaic JIta.

23A Coupy Kunpuany, 4001 Meca I'elitonus, JIumaccon.

7.1. IlpeacraBuTe/Ib AepPKATEsl PErHCTPAMOHHOIO YA10CTOBEPEHUs

IIperen3uun norpeduTesiell HANPABIATS I10 AJIPECY:

Poccuiickas @enepanus

AO «ABBA PYC»

121614 r. Mockaa, yn. Kpsuiarckue Xoawmsl, a. 30, kopm. 9
Ten.: + 7 (495) 956-75-54

DnektponHas noyvra: drug.safety@avva-rus.ru

8. HOMEP PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

9. JIATA TIEPBUYHOM PEIMCTPAIIMMA (ITIOJATBEPXJIEHUSI PETMCTPAIIUU,
MNEPEPETUCTPALIUN)

JlaTa nmepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OO61mas xapakTepuCTHKa JIEKapCTBEHHOT o npenapara Mtpakonazon noctynHa Ha HHOOPMALIMOHHOM

noptaie EBpa3uiickoro 3KOHOMHYECKOTO COI03a B WH(pOPMAIMOHHO-KOMMYHUKALIMOHHOM CeTH

«UuTepuer» https://eec.eacunion.org/.
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