COOTBETCTBYET 3KCMEPTHOMY OTYETY
~ oT08042025N39411
OBLLAS XAPAKTEPUCTHKA JEKAPCTBEHHOFO [IPEITAPATA ")

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, KpacUTelb COJIHEUHbIN 3aKkaT >kentsiil (E110) (cMm. pasnen 4.3, 4.4).

[TonHbIi epeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynsr.
TBepaple xenaTuHOBBIC Karcynsl Ne 0 opamkeBoro nsera. Conepkumoe Karcyna — cepudeckue

TPaHyJIbI OT OEJI0TO 70 MOYTH OeIoTo IBeTA.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K NPUMEHEHHUIO
NtpakoHa3os moka3aH K IPUMEHEHUIO Y B3pOCIbIX U JeTer oT 3 10 18 ner.
— IlopakeHne KOXH U CIU3UCTBIX 000JI0UEK:
— BYJIbBOBarvHaJbHbIN KaHIHM03;
— OTpyOEeBUAHBIN JHIIAM;
— JIepMaTOMHUKO3HI;
— KaHAWI03 CIU3UCTONH 000IOYKH MOIOCTH PTa;
— TpuUOKOBBIA KEPATHT;
— OHHMXOMHKO3BI, BBI3BaHHBIE AepMaTOUTAMU U/WIN IPOACGKENOT00HBIMU TpUOaMH;
— CHCTEMHBIE MUKO3BI:
— CHCTEMHBIN acTiepruiuie3 U KaHIum103;
— KPHIITOKOKKO3  (BKJIIOYas KPUNTOKOKKOBBIM ~MEHHMHTWT): Yy TAIMEHTOB C
UMMYHOJIC(HUIIUTOM U y BCEX MALMEHTOB ¢ KPUNTOKOKKO30M IICHTPAJIbHON HEPBHOM
CHCTEMBbl UTPAKOHA30J JOJDKEH Ha3HA4YaThCs TOJBKO B CIIydasiX, €CJIU Iperaparhl
NepBOH JINHUH JICYEHHSI HE TPUMEHHUMBI B TAHHOM ClTy4dae WiIH He 3()()eKTHBHEI,

— THCTOIJIAa3MO3;
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0J1aCTOMHKO3;

CIIOPOTPHXO03;

MapakKOKIUANONJIOMHKO3;

[IPOYHE PEAKO BCTPEUAIOIIMECS CUCTEMHBIE WIIM TPOITMUECKUE MUKO3BI.
4.2. PexxuM 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

Bspocnvie
IToxazanue Ho3a IIpoKOKUTENBHOCTD JICUEHUS

BynbBoBarnHanbHbii kKananao3 | 200 Mr 2 pa3a B CyTKU WU 1 nesp wiu 3 oHA
200 mr 1 pa3 B cyTku

OTtpyOeBUAHBIN THIIAi 200 mr 1 pa3 B cyTku 7 nHeu

Jepmaromuko3sl riaaakon koxxu | 200 mr 1 pa3 B cyTku wimn 7 nuey vy 15 nueit
100 mr 1 pa3 B cyTku

[Topaxxenus 200 mr 2 pa3a B CyTKH WU 7 nuent wim 30 nHen

BBICOKOKEPATUHU3UPOBAHHBIX 100 mr 1 pa3 B cyTku

obyacTeli KOXXHOTO TTOKPOBA,

TaKUX KaK KUCTH PYK U CTOIBI

Kannunos cnusucroit 000m0uku 100 mr 1 pa3 B cyTku 15 nueit

MOJIOCTHU pTa

buopocTynHOCTh UTpakOHA301a MPU NMEPOPATBHOM MPHEME MOXKET ObITh CHHUKEHA Y HEKOTOPBIX
MAIMEHTOB C HApPYIICHHBIM UMMYHHUTETOM, HAmpuMep, y OOJIbHBIX C HEUTpOTNEeHHEW, OOIBbHBIX
CIINJom wiu ¢ mepecaxeHHbIMU opraHamu. CreoBaTeNIbHO, MOXKET MOTPEOOBATHCS IBYKPATHOE

YBCIUYUCHUC OO3EI.

['puOKOBBIN KEpaTUT 200 mr 1 pa3 B cyTku 21 nenn
JUITENbHOCTD JIEUEHUST MOYKET
OBITH CKOPPEKTHUPOBaHA B
3aBHCHUMOCTH OT YJIyYIICHHUS

KIMHUYECKOM KapTUHBL

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

rpudamMu

ﬂOSBI " IPOAOJIKUTCIIBHOCTD JICUCHUS
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OHHUXOMHMKO3bI —  IYJIbC-

Tepanus

OnuH Kypc 11

JICYECHMS, 110 MEepe OTPACTaHUsI HOI'TEH.

T L s RS R A

IpueMe 1o 2 Karlcyisl penapara Mrpakonasosn 1Ba pasa B
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
HY>KHO NIPUHUMATh Mpenapar, COCTaBIsAeT 3 HeIeH.

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
HeA. | Hen. | HeA. | Hed. | Hed. | HeA. | HEA. | Hed. | Hem.

[TopaxxeHne HOTTEBBIX 1-it | Hemenn, 2-1 | Hememnn, 3-i
IJIACTUHOK ITaJIBIIEB CTOII C Kypc | CBOOOJHBIC OT Kypc | cBOOOAHBIC OT Kypc
MOpKEHUEM WJTH 0e3 npuema npemnapara npueMa npenapara
[IOpaXXE€HUs HOI'TEBBIX NrpakoHason HrpakoHason
IUTAaCTHMHOK IajJblIeB KUCTEH
[TopaxeHre HOTrTEeBBIX 1-i1 Henemm, 2-i
IJIACTHHOK KUCTEH Kypc | CBOOOJHBIC OT Kypc

npueMa npemnapara

NrpakoHason
OHUXOMHKO3bI — Helpe- Ho3a [Ipo10mKUTENBHOCTD JIEUEHUS
PHIBHOE JIeYeHUe
[Topaxxenue HOTI'TEBBIX ITo 200 mr B cyTKH 3 Mecsna
IJIACTUHOK CTOI C MOPaXKE€HUEM
uian 0e3 MOpPaKEHHS HOTTEBBIX
IUTAaCTMHOK KHUCTEH

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

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

yepe3 2 — 4 HeleNu 1MOCe OKOHYAHMS JICUCHUS MPY HHQPEKIUIX 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 3QdeKTUBHOCTH
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 NALKUEHTOB

Ilayuenmoi noscunozo 6o3pacma
JlaHHBIE O IPUMEHEHHH MTPAKOHA30Ja B KaICyNax, IS JICYEHHs MAlleHTOB MOXMUIIOr0 BO3pacTa
OrpaHuYeHbl. PeKoMeHIyeTcss MCIob30BaTh mpenapar MrpakoHa3on B Kamcyiax Jisl JICUCHUs
NAlMeHTOB JIaHHOW KAaTeropuu, TOJBKO €CIM OXHJaeMmas I10JIb3a OT JICYCHHS IPEBBIIIAET
NOTeHIMANbHBIA pHuck. [Ipu BbIOOpe 103l Tpemapara Al JIYEHHS TOKWIBIX IalMeHTOB
PEKOMEHyeTCsl YUUTHIBATh CHIKEHUE (DYHKINU ITEYEHH, ITOYEK U CEpAla, Yalle BCTPEYAIONIIXCS B
NOXXWJIOM BO3pacTe, a TaKKe HAIWYHE COMYTCTBYIOIIMX 3a00J€BaHUN MM TpUEM APYrHX
JIEKapCTBEHHBIX CPECTB.
Ilayuenmvi ¢ napyuweHuem GyHKyuy neveru
JlaHHBIE O NMPUMEHEHUH MEpOPaIbHOTO WUTPAKOHA30Ja IS JICUCHHUS MAlMCHTOB C HaPYIICHUSAMH
¢yHkuuun meyeHu orpaHudeHbl. CleayeT ¢ OCTOPOKHOCTBIO Ha3HauyaTh Mpernapar JaHHOU
KaTeropuu MalueHTOB.
Ilayuenmvi ¢ napyueHuem GyHKyuu novex
JlaHHBIE O NMPUMEHEHUH MEepOPaIbHOTO WUTPAKOHA30Ja IS JICUCHHS MAlUCHTOB C HAPYIICHUSAMH
(GyHKIMM  TOYEeK OrpaHHuYeHbl. Y  HEKOTOPBIX  TAlMEHTOB, CTPAJaloIUX  IOYSYHOU
HEI0CTaTOYHOCTHIO, KCIIO3UIM UTPAKOHA30J1a MOXKET OBbITh CHIDKEHA. ClieIyeT ¢ OCTOPOKHOCTHIO
Ha3Ha4yaTh Mpenapar JaHHON KaTerOPHH MAaIEHTOB, B HEKOTOPHIX CIIydasX MOXKET MOTpeOOBaTHCS
M3MEHEHHE J03bI JIEKAPCTBEHHOTO Tperapara.

eTH
JlaHHbBIE O IPUMEHEHUH UTPAKOHA30JIa B Karcyax, Ui JIedeHus feTeil orpanudeHsl. [IpuMmenenue
npenapara MTpakoHa3os B Karcyiax, Ui JICYCHHS AETeH He PEeKOMEHIYeTCs, 3a HCKIIOYCHUEM
CllydaeB, KOT/1a 0>KHAaeMast oJIb3a OT JICYECHUS! ITPEBBIIIAET MOTEHIINAIBHBIN PHUCK.
WtpakoHa30 npoTUBOINOKa3aH y nereit miame 3 jet (cM. paszaen 4.3).

Cnooco0 nnpuMeHeHus

Buytps. [lng onTtuManeHOM —abcopOiuu  mpemapara HEOOXOAWMO TPUHUMATh — KarCyJIbl

HtpakoHa3ona cpa3y nocie efpl. Kamncyisl cieayeT riaoTath HETUKOM.

4.3. IlpoTuBONMOKA3aHUS

- ['unepuyBCTBUTENFHOCTh K UTPAKOHA30IYy WM K JIIOOOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1.

- CoBMecTHOE TpUMEHEHUE WTPAKOHA30Jla C TMpemaparaMu — cyocrpaTamu u3odepMeHTa
CYP3A4 wMoxeT yBenuuMBaTh KOHIIEHTpALMIO IIpernapara B IUIa3Me, YCUJIMBATh WM

IIPOJIOHTUPOBATh TEPANEBTUUECCKUN U HExXelaTelabHble 3(PQEeKThl, KOTOpble MOTYT BBI3BATh

5
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HEKOTOpBIX IIpernaparoB MOKET BbI3bIBaTh Y/UIMHEHHE uHTepBana QT u cepaeuHyro
TaXMapUTMUIO, BKIIOYas CIy4aW JBYHAlpaBICHHOW BEPETEHOOOPA3HOW IKEITYJA0YKOBOM
Taxukapuu, haTaabHON apuTMUH (CM. pazzen 4.5).

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

JeBalleTUIIMETa10H, METAJIOH;

JU30MpaMul, T0(eTHIINA, APOHETAPOH, XUHHUINH;

TEJIUTPOMHUIIMH Yy TMAlMEHTOB C HAapyIICHUAMU (QYHKUUU TOYEK WIN TEYCHU TSHKEIOH
CTEIeHH;

TUKarpesop;

rano(aHTpuH;

- aCTEeMH30J1, MU30JIaCTUH, TepdeHaIHH;

ANKaJIOUAbl CHOPBIHBH: JAUTHUAPOIPIOTAMUH, DJPrOMETPUH (SPrOHOBHMH), APrOTaMUH,
METUIIIPTOMETPUH (METUIIPTOHOBUH ), JIETPUNTAH;

UPUHOTEKAH;

Jypa3uoH, MUAa30J1aM JIJIsl IEpOpaIbHOrO NMpUeMa, MMMO3U/], CEPTHH]I0J, TpHUa3oiaMm;
oenpuani, GenoaunuH, JIepKaHUIUITNH, HUCOJITUINH;

uBabpaiuH, paHOJIa3HH;

AIUIEPEHOH;

LU3aMpUA, JOMIIEPHU/IOH;

JIOBacTaTUH, CUMBACTaTUH, aTOPBACTATHH;

be30TepoiMH y MalMEeHTOB ¢ HEAOCTATOYHOCThIO (DYHKIIMU MOYEK WJIM MEYEHH YMEPEHHOM
WIN TSDKETION CTETeHH, CoMM(pEeHalH y MaUeHTOB C HEJOCTAaTOYHOCThIO (DYHKIIUH TTOYEK
TSDKEJIOW CTETEeHH M C HEJIOCTaTOYHOCThIO (YHKIMU TI€UECHH YMEPEHHOM WM TSDKEIOH
CTEIEHH;

KOJIXMIIMH y TAIIUEHTOB C HAPYIICHUAMHU (PYHKIIUH EYECHU WU TIOYEK.

XpoHHUecKasi cepAeyHas HEIOCTaTOYHOCTh B HACTOsIEe BpeMs MM B aHaMHe3e (3a
UCKJTIOUEHHEM TEPalNK KU3HEYTPOKAIOIMIUX WM JPYTrUX OomacHbeIX uHpekuuit. Cm. pasznmen
4.4).

Henepenocumocts (PpyKkTO3bI, OehUIUT caxapa3bl/M30MalbTasbl, TIIOKO30-TalaKTO3HAs
MajbabCcopOITus.

Jletckuii Bo3pact 10 3 Jer.
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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)'tbleKTOM,

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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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 08.04 2025 N= 3411

(NoOc DB HOC TR 002
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



COOTBETCTEYET E_I‘i' CMNEPTHOMY OTYETY

ot 08.04.2025 K2 9411
Bcenencteue hapMakOKHHETHYECKUX XapaKTEPUCTUK (cﬁﬂ%ﬁﬂ%ﬁg%ﬁéﬂéﬁ: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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COOTBETCTEYET 3KCMNEPTHOMY OTYETY
o7 |:|.§;_::4 2025 *-J.'_E.u_aﬂ 1 o
B uccinenoBaHusax Ha JKUBOTHEIX OTMEYaJIach penponwf@ﬁéﬁ%ﬁﬁggp Iﬁlflo'aico-l;ﬂzé)ﬂell"l !

Myxkosucyuoos (kucmo3suwiii puobpos)

Y mauMeHToB € MYKOBHCHMIO030M (KHCTO3HBIM (uOpo30M) HaOmoganach BapHaOelbHOCTD
KOHIIEHTPAllUU UTPaKOHA30JIa B TUIa3Me KPOBH MPH MPUMEHEHUU UTpPaKoHa30Jia B (popMe pacTBOpa
JUIs TIppueMa BHYTpbh B J03¢ 2,5 Mr/Kr 2 paza B cyTku. Kak creiactBue, TepameBTUUYECKas
PaBHOBECHAsI KOHLIEHTPALlU 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 MTpakoHa3zonm Kamcyiabl CIEAYEeT pPAacCMOTPETh BO3MOXKHOCTH IIEepexojia Ha
IbTEPHATUBHYIO TEPAIHUIO.

BcnomorarenbpHbIE BellecTBa

B cBs13u ¢ conepkanrem caxapo3bl B Ipenapare MTpakoHa3os manyeHTam ¢ peJIko BCTpeyaromencs
HACJICJICTBEHHON HEMEePEHOCUMOCTHIO (PYKTO3BI, TIIOKO30-TaJaKTO3HOH MasibabcopOmme wuiam
neGUIUTOM caxapa3bl-M30MalIbTa3bl HE CIEAYeT MPUHUMATh 3TOT Mpernapar.

Kpacurens conmueunsiii 3akat xentsid (E110), Bxomsumii B cocrtaB mnpenaparta WTpakonasodn,
MO>KET BBI3BIBaTh AJNIEPTUUECKUE PEAKIUU.

4.5. B3aumMoaeHCTBUSI ¢ [JPYrHMHM JIeKAPDCTBEHHBIMM MpenaparaMiM ¢ Jpyrue BHJbI
B3aUMO/JACHCTBUSA

HrpakoHa3onm — mpemapar ¢ BBICOKMM IIOTEHLMAIOM JIEKAPCTBEHHBIX B3aumojencTsuil. Huboke
OMMCAHbl pa3JMYHbIE BUJBI JIEKAPCTBEHHBIX B3aUMOACHCTBUIM U CBSI3aHHBIE C HUMHU OOIIHE
pexomenaauuu. Kpome Toro, mpezicraBiieHa Taliuila ¢ NpPUMEpPaMH JEKapCTBEHHBIX CPEICTB,
KOTOpBIE MOTYT B3aUMOJIEHCTBOBATh C UTPAKOHA30JI0M, OPraHW30BaHHAs 110 IpylIaM MpenapaTroB
Ui 6osiee MPOCTOro UCHoiab30BaHus. CIHCOK MPUMEPOB HE SBISETCS BCEOOBEMIIIONINM, TOITOMY
IIpU COBMECTHOM NPUMEHEHUHU KaKuX-THMOO MpernapaToB C HUTPAKOHA30JIOM CJEeIyeT H3Yy4UTh
MHCTPYKIUUHU 1O UX MPUMEHEHUIO Ha MpeaAMeT UHPOpMAaIUH, CBI3aHHONW ¢ METaboIM3MOM, yTIMHU
JICKapPCTBEHHBIX B3aUMOJICHCTBUH, OTEHIIUAIBHBIMU PUCKAMH U CHIEU(DUICCKUMU JICUCTBUSIMH B
OTHOLIEHUH COBMECTHOI'O IPUMEHEHUS.

Htpakonazon wmertabonusupyercss B mepByto odepenb 3a cuer CYP3A4. Jlpyrue BemiecTBa,
WCITOJIB3YIONTUE JaHHBIM METaOONMYEeCKU MyTh WM u3MeHsromme aktuBHOCT CYP3A4, moryr
BIMATH Ha (apMaKOKUHETUKY MTpakoHazosa. [Ipu oqHOBpEeMEHHOM MPUMEHEHUH UTPAaKOHa30ja C
YMEpPEHHbIMH WM MOUHBIMH HHAyKTOpamMu CYP3A4 MoxeT cHUXaTbcsi OHWOIOCTYIHOCTD
UTPAaKOHAa30ja W TUAPOKCUUTPAKOHA30J7a, TaK YTO MOXET OBITb CHUXXEHa 3(P(EKTUBHOCTD.
CoBMeCTHOE TMPHUMEHEHHE C YMEPEHHBIMH WiH MomHbIMH uHruoutopamu CYP3A4 wMoxer
MOBBICUTH OMOJOCTYITHOCTh HTPAaKOHa30Ja, MPHUBOAS K OoJjiee BBIPAKEHHBIM WM JUIUTEIBHBIM
dapmakonoruueckuM 3¢pdexraM UTpaKoHazoza.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 08.04 2025 N= 3411

(foc OB, HOC TR D002
BcackiBaHne UTpakoHAa30Jla CHUXKAETCS y MAllUEHTOB -&r CH ng'onﬂf_zglagmozﬁrb' SKeJIyaKa.

[IpenapaTel, cHMXarOIMME KHUCIOTHOCTh JKENy/AKa, HApyIIAlOT BCachblBAHUE WTPAKOHA30JIa W3
Karcyia. UToObl MPOTHBOCTOATH JaHHOMY 3 (EKTy, PeKOMEHAYETCs MPUHUMATh WTPAKOHA30J B
Karcylax C KHUCJIOTHBIM HAamUTKOM (HampuMep, HEAHUETHYECKOH KOJIoH), eciau NpPUHHUMAIOTCA
npenaparsl A CHUKEHUS KHUCIIOTHOCTH KemyaKa (cM. paszaen 4.4).

WtpakoHa3onm # €ro OCHOBHOM MeTaOOJUT THAPOKCUUTPAKOHA307 SBISIOTCS MOIIHBIMU

unruouropamun CYP3A4. HtpakoHas3on SBISETCS WHTMOMTOPOM JIEKAPCTBEHHBIX TPAHCHOPTHBIX

MOJIEKYNT P-rmukomporerHa W 0Oenka PE3HUCTEHTHOCTH K paky MojouHou kene3sl (BCRP).

HTtpakoHa3on MOKeT MHTHOMpOBaTh MeTaboiam3M mpemnaparoB, meTabomusupyembix CYP3A4, u

TpaHcnopT mpemnaparos P-raukornporennom u/unu BCRP, B pesynbrate 4ero MoxeT BO3pacTarb

KOHIIGHTPALUS 3TUX MPEenapaToB U/UIM UX aKTUBHBIX METAO0OIMUTOB B IUIa3Me MPH OJHOBPEMEHHOM

npueMe C UTpakoHa3oJoM. [loBbIIEHHWE KOHIIEHTpAlMii B IUIa3Me€ MOXET YCHJIMBATh WIH

MPOJIOHTHPOBATh KaK TepaleBTUYECKUE, TaKk W HekenarenabHble 3G (eKThl 3Tux npenapartoB. s

HEKOTOPBIX IPENapaToB COBMECTHOE IPUMEHEHUE C UTPAKOHA30JI0M MOKET IIPUBECTU K CHUIKEHUIO

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

3(PEKTUBHOCTH MperapaToB MOXKET OBITh CHIDKEHA.

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

ompeneneHuss B TeueHue 7 — 14 aHeW B 3aBUCUMOCTH OT J103 M JUIMTEIIBHOCTU Tepanuu. Y

NAIMEeHTOB C IIMPPO30M MEUEHH WM JIHI, MoxydaBmux UHrHOUTopsl CYP3A4, KoHIEHTpauuu B

IIa3Me CHIDKAIOTCA MeEJUIeHHee. OJTO OCOOEHHO BaKHO YYHMTHIBaTh IMPH Hayajue Tepanuu

npenapaTamu, Ha MeTa00JIU3M KOTOPBIX BIUSET UTPAKOHA3OJI.

[TpumeHuMBI creayromue ooIre peKOMEHJaluY, €CIH B TaOJIHIIe HE YKa3aHO WHOE:

o «lIpoTuBOmOKa3aHO» — HHM NpPU KaKUX OOCTOATENHbCTBAX HENb3sl MPUMEHATH IIpernapar
OJIHOBPEMEHHO C UTPAKOHA30JI0M. DTO OTHOCUTCS K CIIEAYIOLIMM IIpenapaTam:

— cybctparet CYP3A4, y KOTOpPhIX MOXET BO3pacTaTh KOHIIEHTpAIUs B IUIa3Me C
NIPOJIOHTAIIMEN MM YCUJICHUEM TEPaneBTHUECKUX /MU HEXKENaTeNbHbIX 3(()eKToB
JI0 BOSHUKHOBEHHUS MTOTCHIIMATFHO CEPhE3HBIX CUTYAIU (cM. pasznen 4.3).

e «He pexomenayercs» — peKoMeHAyeTcs M30eratb MPUMEHEHHs MpenapaTa, 3a UCKIIOYSHUEM
Clly4aeB, KOT/ia IO0Jib3a MPEBbIIIAET MOTEHIUANbHBINA pucK. Eciu coOBMECTHOro MpHUMEHEHUS
HeNnb3s M30eKaTh, PEKOMEHJIyeTcs KIMHUYEeCKoe HaOIoIeHHe, J103bl UTPaKOHa3ojda W/WiH
OIHOBPEMEHHO  INPUHUMAEMBIX  IpPENaparoB  CIEAyeT KOPPEKTUPOBAaTb IO  Mepe
Heo0xoauMocTH. 110 BO3MOXKHOCTH pEKOMEHIYETCsl ONPeIeNIATh KOHIICHTPALUH B I1a3Me. JTO
OTHOCHUTCS K CIIEJYIOIUM IIperapaTam:

— yMepeHHble WK MolHble HHIYKTOpel CYP3A4: He pekoMeHayeTCsl Ha3HAUYEHUE 3a

2 HCACIIN 10 U B TCUCHUC JICUCHUA UTPAKOHA30JIOM;
12



— cyoctpatet CYP3A4/P-gp/BCR

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 08.04 2025 N= 3411

KOTOPBIX B IJIa3M€ MOXKET MPUBECTU K 3HAUUTEIBHOMY PHUCKY: HE PEKOMEH]yeTCs

HAa3HA4YCHUC BO BPCMS U B TCUCHUC 2 HCACIIb IMOCJIC JICUCHUS UTPAKOHA30JIOM.

«C OCTOpPOXHOCTBIO» — PEKOMEHIyeTCs TIIATeJIbHOE HaONI0IeHue MpU OJHOBPEMEHHOM

IIPUMEHEHUN IIpernapara ¢ UTpakoHa3oiaoM. IIpu oJHOBpEMEHHOM NPUMEHEHUU PEKOMEHAYETCS

TIIATCIBHO HaGHIOI[aTB 3a TMAIUCHTOM W KOPPCKTHUPOBATH [103bI

UTpPaKOHa30Ja W/WiIn

COIYTCTBYIOIIMX IMIpernapaToB Mo Mepe HeoOxomumocTu. Eciau BO3MOXKHO, peKOMEHIyeTcs

OTIPEIeTIATh KOHIIEHTPAIIMHU B IJIa3Me. DTO OTHOCHUTCS K CJIEAYIOIINUM IpernapaTam:

— Tpemnaparbl, CHI)XAIOIIHWE KHUCIOTHOCTh >KelyAKa (TOJNBKO [UJIsi WTpaKoHa3oja B

Karcymnax);

— yMepeHHbIC Wiu MoIIHbIe HHTHOuTOpEl CYP3A4;

— cybcTparsl

CYP3A4/P-gp/BCRP, myisi KOTOpPBIX TIOBBIIIICHUE WM CHIDKCHHE

KOHIEHTPALUH B IUIa3Me MOKET MPUBECTH K KIMHUYECKU 3HAYUMOMY PHUCKY.

[Ipumepsl B3aMMOJIEHCTBYIONIMX IpENapaToB NpeACTaBiIeHbl B Tabnuie Huwke. llpemaparsl,

MNEPCUUCIICHHBIC B Ta6.HI/II_I€, BBI6paHBI Ha OCHOBC [JaHHBIX I/ICCJIGI[OBaHI/Iﬁ JICKApCTBCHHBIX

B3aUMOJICUCTBUM WJIM KJIMHUYECKHUX CJIy4YaeB,

B3aUMOJICUCTBUI Ha OCHOBE MEXaHU3Ma JIEUCTBUSL.

a TaKXKC IOTCHIHAJIBHBIX JICKAPCTBCHHBIX

Kaaccenl
npenaparos "
npenaparsl

O:xunpaeMblii /
NOTEeHUHAJIBHBIN 3¢ dexT MO
OTHOLUICHHIO K YPOBHIO

npenapara (CM. CHOCKH)

Kiannnyeckue
(cM. npuMeYaHu)

KOMMeEHTapHu

Anbda-0a0KaTOpbI

Andyzo3un Andy303uH Cpax (11), He pexomeHayercs BO BpeMs U B TEUEHHUE
AUC (11)* 2 Hedenb TOCIE OKOHYAHUS JICUCHHS
Cunono3uu Cunono3ut Cpax (11), UTPaKoHa30JI0M. [IOBBILIEH PUCK MOSBIICHUS
AUC (11)* HEXEJaTeNbHbIX PEaKIMi®, CBA3AHHBIX C
Tamcyno3un Tamcynoszut Cpax (11), an(y303MHOM/CHITOJO3MHOM/TaMCyTI03UHOM
AUC (11)*
AHaJIbIreTHKH
Andenranun Andenranun AUC (11-1111)" | IIpuMeHsTh C OCTOPOXKHOCTBIO, HAOIIOAATH
Bynpenopdun (8/B u | Bynpenopdun Cpax (11), Ha TMpEeaMET TIOSBJICHUS HEXEIaTEIbHbIX
MOJIBSI3BIYHO) AUC (11)* peakuuii  Ha  aHaJIbIETHKH ,  MOXKET
OxcuKOI0H notrpedoBaTbCs CHU)KEHHE J103Bbl
CydenTtanun Oxkcukonon Cpax T, AUC 11 andentanuina/OynpeHopprHa/OKCUKOJ0HA/
Cydenranun — moBblleHKE | cy(eHTaHUIA.
KOHLEHTPALNU (creneHn
HeusBecTHa)™
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 HEXKEJIaTeJIbHBIX peakuuid Ha
denTanmn’.
Jlesanerunmeramon | Jlepanermnmeranon Cuax (11), | [IpoTBomokazan Bo BpemMsi U B TEUYCHHE

13




COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 08.04.2025 Ne 9411

(teBomeTammi)

AUC (111)°

2 mehers Hodie frédenna - nrpakonasonom.

IToBBIlIEH PUCK MOSIBICHUS HEXKETATENbHbIX
peakuui Ha JeBalCTUIMETAA0M:
nposjoHranus uHTepBasnia QT m nmupysTHas
TaxuKapIusl.

Meranon

(R)-Metanon Cpay (1),
AUC (1)

[IpoTuBOomOKa3aH BO BpeMsi U B TEUYCHHUE
2 Helenb IMOCJe JICYEHUS HUTPAKOHA30JIOM.
IloBbi1IeH PHUCK MMOABJICHHA HCXKCIIATCIIbHBIX
peakuuii Ha  METaJOH: IOTEHIHAIBHO
yrpoxaromee KHU3HW YIrHCTCHHUC IbIXaHUA,
nposionranusi uateppasia QT u mupysTHas
TaxuKapaus.

IIpoTnBoapUTMHYECKHE CPEICTBA

Juroxcun

Jurokcul Cpax T, AUC 1

[TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOIIONATH
Ha TpeAMET MOSBICHUS HEXeIaTeIbHbIX

peakuuii Ha JUTOKCHH, MOKET
noTpedoBaTbCs CHUKEHUE JT03bI
JUTOKCHHA.

Jwnzonupamun

HI/I?)OHI/IpaMI/I,Z[ — IIOBBIIIICHUEC
KoHueHTpaumu (11)°

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

Hodernnma

Joderumun Crax (1), AUC (1)

IIpotuBOnOKa3aH BO BpeMs M B TEYCHHUE
2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBBIIIEH PUCK MOSIBICHUS HEXKEIATEIBHBIX
peaknmii  Ha  JoeTWIMI:  Ccephe3HbIE
KEIIyT0YKOBBIC apUTMHUH, BKJIIOYAsI
MIUPYITHYIO TaXUKapIHUIO.

Hponenapon

Aporenapon Crax (111),
AUC (1111

[IpotuBonoka3zan BO BpeMsl M B TEUEHHUE
2 HCACIIb IIOCJIC JICUCHUA HUTPAKOHA30JIOM.
[ToBbIlIEH 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.
[ToBbIlIEH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaKI_II/Iﬁ Ha XUHUOWH: IpOoJIOHTal U
untepBana QT, nupysTHas Taxukapaus,
TUIIOTCH3HUA, CITYTaHHOCTDb CO3HaHUuA n
JETUPUN.

AHTHOMOTHKH

benaxksunun

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 PEaKIui
Ha OeJaKBUIUH .

[{unpodokcaux
DPpUTPOMHUIIH

Urpakonazon Cpyx T, AUC 1

[IpuMeHsTh ¢ OCTOPOXKHOCTHIO, HAOMIOAAThH
Ha TMpCaAMCT IIOABJICHUA HCKCIATCIbHBIX
peakuuii Ha WTPAKOHA30JI, MOYKET
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 08.04.2025 N= 3411
| rorpEGosathea == Cibrernd <! noski
WUTpPaKOHA30JIa.
Knapurpomunun Knapurpomunua — nosbiiienue | [IpuMeHSATh C OCTOPOKHOCTHIO, HAOIIOIAThH
KOHIIEHTPALIUN (cremeHb | HA TIpeAMET TMOSBICHUS HEXeTaTelbHbBIX
HCI/I3B€CTHa)a’b peakmuit Ha HUTPaKOHA30J u/umm
Ntpakonazon Cpax T, AUC 1 KJIIAPUTPOMUIIUH , MOXET IOTpeOOBaTHCS
CHIDKEHHE JIO3bl WUTpaKOHa30jla  W/MIU
KJIAPUTPOMHUIIMHA.
Jemamanu Hemamanug  —  mossimeHue | [IpUMEHSITh ¢ OCTOPOKHOCTHIO, HAOJIOIATH
KOHIIEHTPALIUN (cremeHb | HA TIpeAMET TMOSBICHUS HEXeTaTelbHbIX
HCI/I3B€CTHa)a’b peaknuii  Ha  JIeJaMaHM]l/ TPUMETPEKCaT,
Tpumerpekcat TpumerpekcaT — TOBBIINICHHUE | MOXKET TOTPEOOBATHCS CHUKEHHE O3Bl
KOHLEHTpaLUU (cremenp | MTpakoHa3oa’.
HemnsBecTHa) “°
HN3onnasun WM3ounasun: KoHIleHTpauus | He pekomenayercs B TeueHue 2 Heaeab 10 U
UTpPaKOHa30J1a (lll)a’b BO BpeMs JICYCHUS UTPAKOHA30JI0M, MOXKET
Pudammnuimn Pudammunun: AUC OBITH CHUXEHA 3¢ peKTHBHOCTH
urpakonaszona ||| UTPAKOHA30J1a.
Pudabyrun Pudpabyrnn —  mossimenue | He PEKOMEHTyeTCs B TEUEHHUE
KOHIIEHTPALIUN (cremens | 2 Hemenb 10, BO BpeMs U B TEUYCHUE
HemsBecTHa)™ " 2 Helenb MOCjie JICYEHUS WUTPAKOHA30JIOM.
Ntpaxonaszoin: Cmax ||, Bo3moxxHO  cHIKeHHE 3P (PEKTUBHOCTH
AUC || WTPAKOHA30Jla M  TOBBIINICHUE  pHUCKA
MOSIBJICHHUSI HEXKEJIATeNbHBIX pEeakiuid Ha
pudabyTn’.
TenutpomMunH VY 310pOBBIX TOOPOBOIIBIIEB: [IpoTuBOMOKa3aH ManUMEHTaM C TSAKEIbIM

TemUTPOMHUIUH Cpax T, AUC 1
IIppu  TsKeIOM — HaApyLICHUU
(GYHKIIMH TIOYEK:

remurpomurima AUC (11)°

I[Ipy  TsKETOM  HApYLICHUU
(byHKINU TIEYCHH:
TEJIUTPOMHUIIMH — TIOBBIIICHUE
KOHLEHTPALNU (creneHn
HeusBecTHa)™

HapylieHueM (QYHKIMH TEeYeHU WM TOoYeK
BO BpeMs M B TeYeHUE 2 HeAeNb IOCie
JIeYeHUs1 WTpakoHa3ojoM. [loBbllieH puck
MOSIBJICHUST HEXKENATENbHbIX peakuuii Ha
TEIUTPOMUIIMH,  BKJIIOYas  MEYCHOYHYIO
TOKCHUYHOCTb, MPOJIOHTaluo uHteppaiga QT
U TUPYITHYIO TaXUKaPIUIO.

VY Apyrux nauMeHToB CIeAyeT MPUMEHSThH C
OCTOPO’XHOCTBIO, HAOMIOAATh Ha MpeaMeT
MOSIBJICHUST HEXENATENbHbIX peakuuil Ha
TEJIUTPOMHUIIMH, MOXET  MOTpeboBaThCs
CHUKEHHE JI03bI TEJTUTPOMMIIMHA’.

AHTHKOATYJISIHTHI U

AHTUTPOMOOTHYECKHE CPEICTBA

ArnnkcabaH Anmkcaban Cpax (1), AUC (1)" | He pekoMeHayeTcs BO BpeMsi M B TE€UYECHHE
PuBapokcaban PuBapokcaban Cpx (1), 2 Hedenb TMOCTE JICUCHUS HTPAKOHA30JIOM.
AUC (1-11)" [ToBbIIIEH PUCK MOSABICHUS HEXKEIATEIbHBIX
Bopanakcap Bopanakcap Cpax (1), AUC (1)* | peakumii  Ha  anmkcabGan/puBapokcabaH
/BOpamnakcap’.
Kymapunst Kymapunst [TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOIIONATH
(Hammpumep, (manpumep, Bap(hapuH) — | Ha TpeaMeT TOSBICHUS HEXKeIaTeIbHBIX
BapdapuH) MTOBBILIICHHE KOHIIEHTPAIIUU | PEaKIii Ha KyMapUHBI/IIMIOCTA30], MOXKET
(cremneHn HCI/I3B€CTHa)a’b moTpedoBaThCs CHUKEHHUE JTO3bI
ITunocrazon Hunoctazon Cpax (1), KyMapHHOB/LIAIIOCTA30J1a".
AUC (11)°
Jaburarpan Ha6uratpad Cpmax (11), [TpuMeHSATh ¢ OCTOPOKHOCTHIO, HAOIIONATH
AUC (11)* Ha TPEIMET TOSBICHHUS HEXKEIaTeIbHBIX
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TEBETCTEYET ZKCNEPTHOMY OTYETY

ot 08.04.2025 K2 9411
- I_I.-:_il—:il::l-ll;'l-l—ﬁl.III:F"u-"l-_I IFi:H-I-I:-
| peaximit == Ha 'E Aaburarpan-’  moxkér
HOTpGGOBaTLCH CHUNIKXCHUC JO3bI
naburarpana’.

Tukarpenop

Tukarpenop Chax (11),
AUC (111)

IIpotuBOmOKa3aH BO BpeMs U B TEYCHHUE
2 Helenb IOCIE JICYCHUS HUTPAKOHA3OJIOM.
I1oBBIIIEH PUCK MOSABIICHUS HEXKEIATEIBHBIX
peakuuMid  Ha  THKarpeiop,  Halpumep
KPOBOTEYECHUM.

IIpoTHBOCY10pOKHBIE CPENICTBA

Kapbamazenun Konnenrpauusi kap6amasenuna | He pekomennyercss B TeueHue 2 Heledb 10,
(T)a’b BO BpeMs M B TeUYeHHE 2 HEAeNb IOCye
KoHnenrpauuss  UTpakoHa30ja | ICUEHUS] HUTPAKOHA30JIOM. D(P(HEeKTUBHOCTh
(u)a’b WTpPaKOHA30Jla MOXKET OBITh CHHXEHA B
CBSI3W C TIOBBIIICHUEM pUCKA TOSBICHUS
HeXKeJaTeIbHbBIX peakuuit Ha
KapbaMaseriy’.
denobapOuTan ®denobapOuTan: koHueHTpamnus | He pekomeHnayercs B TeueHue 2 Henemb 10,
UTpPaKOHa30J1a (lll)a’b BO BpeMsl M B TEUEHHE 2 HEAENb IOocie
DEeHUTONH ®enutond: AUC utpakoHas3onia | JEYCHHS HWTPAKOHA30J0M. MOXeT ObITh

L

CHIDKEHA 3((EKTUBHOCTh UTPAKOHA30JIA.

IIporuBoanadeTnyeckue 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 TOTpeOOBaThCS CHUXKEHHE 03Bl
penariMHuIa/CakcarIMnTuHa .
AHTHIeJIbMHUHTHbBIE, IPOTHBOTPHOKOBBIE H AHTHNIPOTO30IHbIE CPENCTBA
Apremerep- Aptemerep Chax (11), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
moMedaHTpUH AUC (11)* Ha TMpEeaMET TIOSBJICHUS HEXEIATEIbHbIX
Jlromepantpun Cpax (1), peakmuit Ha apTemMeTep-
AUC (1)* momedanTpun/xuauna’.  Crenuduueckue
XUHUH XuHUH Cpyx <>, AUC T JNEUCTBUSA ONMHUCAaHbl B MHCTPYKUHAX IO
MIPUMEHECHHUIO.
["amodantpun lanodantpun — mnoBsimenue | [[poTuBomokasaHn BO BpeMs W B TEUEHHUE
KOHIIEHTPAIIUN (creneHp | 2 Henenb MOCHE JICYEHHUS HUTPAKOHA30JIOM.
Hew3BecTHa) [ToBbIlIeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakiuii Ha TaJoGaHTPUH: MPOJIOHTAIHS
untepBaia QT u neTanbHbIC APUTMUU.
H3aBykoHaz0n NzaBykoHazom Cax (<), [IpoTuBOMmOKa3aH BO BpeMsi U B TEUCHHE
AUC (111)* 2 HedeNnb TOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBbIIeH PHUCK MOSBICHHS HEXETaTeIbHBIX
peakiuii Ha M3aBYKOHA30J: HapYILICHUS CO
CTOPOHBI MEYCHH, peaxiuu
TUNEePYyBCTBUTEIHHOCTH U
AMOPHUOPETOTOKCUIHOCTD.
[Ipa3zuxBanTen [TpaszuxBanTen Cuax (11), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH

AUC (1)

Ha TMpCaAMCT IIOABJICHUA HCKCIATCIbHBIX

peakuuii  Ha  NPa3sMKBAHTEN,  MOYKET
HOTpeGOBaTBCH CHUHKCHHUC JO3bI
npasvKBaHTeNa’.

AHTUTHCTAMHHHBIE CpeacTBa

ActeMuson

| Actemn3om Cinax (1),

| ITpotnBONOKA3aH BO BpeMsl M B TEUEHHE
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AUC (1)

o1 08.04_ 2025 Kz 9411
9 'ﬁg@ﬁ: o oD ipakbrazonots.

o
ALy

[ToBbIIIEH PUCK MOSABICHUS HEXKEIATEIbHBIX
peakuuii Ha acTeMH30J:  IMPOJIOHTalus
untepBana QT, nupysTHass Taxukapaus M
JPYTHUE KEITyA0YKOBbIE aDUTMUMU.

bunactun Bunactus Cpx (1), AUC (1) [TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOIIOIATH
D0acTuH D6actuH Cpax 117, AUC 111 Ha TMpeaMeT TOSBJICHUS HEXEIaTEIbHbIX
Pynaranun Pymatagud  —  MOBBIMICHHE | peakiuii Ha OWIacTHH/>0ACTHH, pylaTaIuH’,
KOHIICHTPAIINH (TTTT)a’b MOXXET TIOTPeOOBAThCS CHIKEHHUE JT03bI
OunactuHa/>0acTUHA, pynaraanHa.
Mu3zonactux Muzonactut Cpax (1), [IpoTnBOMOKa3aH BO BpeMsi U B TEUCHHE
AUC (1)* 2 Hepdellb TMOCJE JICUCHUS HUTPAKOHA3OJIOM.
[ToBbIlIEeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaknuii Ha MH30JACTHUH: TPOJIOHTAIHS
unrepnaia QT.
Tepdenamuu Tepdbenanua —  moBbimeHue | [IpoTuBonokazaH BO BpeMsi M B TEUCHUE
KOHLEHTpaLUU (cremensp | 2 Hemenb MOCJHE JICYEHUS WUTPAKOHA30JIOM.
HEU3BECTHA) [ToBbIlIEH PHUCK MOSBICHHS HEXETaTeIbHBIX
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
peakuui Ha  DJETPHUNTAH’, MOKET
moTpedoBaThCA CHU)KCHHE JI03BI
AJIETPUNTAHA.
ATKamousI Ankanou il cnopeiibd  — | [IpoTHBOMOKa3aHkl BO BpeMs U B TEUCHUE
CHOPBIHBU MOBBILICHHE KOHIEHTpPAlUHU | 2 HEJeNb IOCNe JEUEHUS HTPAKOHA30JIOM.
(IMTHAPOdProTaMuH, | (CTemeHb HemsBecTHa)™ [ToBbIlIeH PHUCK MOSBICHHS HEXETATeIbHBIX
3pProMeTpuH, peakuuii Ha aJKaJOMAbl CIIOPBIHBU, TaKUX
9ProTaMuH, KaK 3prOTHU3M.
METHUIIIPTOMETPHH )
IIpoTuBoONMyX0JI€BbIE penapaTbl
Bopre3omub Boprezomu6 AUC (1)* [TpuMeHsITh ¢ OCTOPOXKHOCTHIO, HAONIOAATH
bpentykcumaba Bpentykcumaba BeoTHH Ha TMpeiIMeT TMOSBICHUS HeXeIaTelbHbIX
BEIOTHH AUC (1)* peakuuii Ha MIPOTUBOOITYXOJIEBBIE
bycynbdan Bycynbdan Chax T, AUC 1 npenaparsl, MOXET moTpedoBaThCs
DprnoTuHUO OpnotuHUO Cpax (11), CHMKEHUE  JI03bl  IPOTHUBOOIYXOJIEBOTO
AUC (1) npemnapara.
I'eputnnnd I'eputunn® Cpyx T, AUC T
HMaTuau6 Nmatunnb Cay (1), AUC (1)*
Hxcabenmnon Nkcabenmmion Cpax (<),
AUC (1)
Hunrenanu6 Huntenanu6 Cpax (1),
AUC (1)
ITanoOuHOCTAT [Manobunoctat Cyax (1),
AUC (1)
ITonarnuuo [MoratuauO Cpax (1),
AUC (1)
Pykconutunu6 Pykcomutunu® Cpax (1),
AUC (1)
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 08.04 2025 N= 3411

tOCTERDEATENBROC TE 0002)

Conngerno Conungneru6 Cpax (1),
AUC (1)

Bauneranu6 Banperann6 Cp,x <>, AUC 1

N nemanucn6 Nnenamicu6 Cpax (1), [TpuMeHsITh ¢ OCTOPOXKHOCTHIO, HAONIOAATH
AUC (1) Ha TpeIMeT TOSBICHUS HEXKeIaTeIbHBIX
WNrpakoHa3o1 — TMOBBIIEHUE | pEaKLUI Ha UTPAKOHA3011 u/vim
KOHIIEHTPAIlMK B CBHIBOPOTKE | HIENAIMCHO, MOJKET noTpedboBaThCs
(cTeneHb HEM3BECTHA) &b CHIDKCHHE JIO3Bl HTPAKOHA307la  W/WMIU

naeaancuoa.

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 HEXKEIATEIBHBIX
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 Cpx 17, HCCIIeJOBAaHUHT JIEKApCTBEHHOTO
AUC 1M B3aUMOJICCTBUSI C  HHU3KUMH  JIO3aMH

Kpuzotuau6d Kpuzotuaub Ciax (1), KETOKOHA30/1a, HaOrogagach  BBICOKAas
AUC (11)* BapUaTUBHOCTH pe3ynbTaToB. st

JHabpadenuod Jabpapenud AUC (1) nbpyruanba  crneuuduueckue — IEHCTBUS

Hazaruau6 Hazatuand 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)

Hunotunu6t Hunotuau6 Ciax (1),
AUC (1)

Omnamapu6 Omamapu6 Cpax T, AUC 11

[Tazonanu6 [Mazomanu6 Cpax (1), AUC (1)*

CyHuTUHHO Cynutuau® Cpax (1), AUC (1)

Tpabexrenun Tpabekrenun Cpax (1), AUC (1)*

Tpacty3zymab Tpacty3ymab sMTaH3uH —

SMTaH3UH MOBBILIEHUE KOHIIEHTPAIUH
(cTeneHb HensBecTHa)™

AJKamonael AJkamonapl OapBUHKA —

OapBUHKA MOBBILICHHE KOHI[EHTPALIUN
(cTeneHb HensBecTHa)™

Peropadenu6d AUC peropadennba (|| mo | He pekoMeHayeTcs BO BpeMsl U B TEUCHUE
TaHHBIM TUISt aKTUBHOTO | 2 HEJENb IOCJe JeUEHUs UTPAKOHA30JIOM.
KOMITOHEHTa)" Moxer ObITb CHIXKEHa 3(PPEKTUBHOCTD

peropadenuoa.
HpuHorekan HpuHOTEKaH U €ro aKTUBHBIN IIpotuBOmOKa3aH BO BpeMs U B TEYCHUE

MeTabOIHT — MOBHIIICHNE
KOHIIEHTpaluu (CTeNneHb
HeusBecTHa)™

2 Hedenb TOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBbIIEH PHUCK MOSIBICHHS HEXKETaTeIbHBIX
peaknuii Ha MPUHOTEKAaH: TMOTCHIIMAIBHO
yrpoKaromasi XW3HU MHUEJIOCYInpeccus u
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 08.04 2025 N= 3411

R N i

I-|—|l—|.-:—1|——1|::|- .;'l-l—l_|l — |I:f-:|:--|-_ 'i._.“,_l
r@apbli,d. CRICHERA-TD UL

AHTI/IHCHXOTI/IKH, AHKCHOJUTUKHA U CHOTBOPHBIC CPEACTBA

Aunmnpazonam
Apununpason
bporuzonam
bycrinpon

Kapunpasun
lNanonepuaon
Muna3zonam (B/B)

Aunmnpazonam Cyax <>, AUC 11
Apununpazon Cyax T, AUC 1
bporuzonam Cpyx <=, AUC 11
Bbycniupon Cpax 1117,

AUC 1111

Kapumpasum (11)*°
lNanonepupon Cpax T, AUC 1
Mupa3zonam (B/B) — HOBBIIIICHHE
KOHIICHTPaIuU TTb

[IpuMeHsTh ¢ OCTOPOXKHOCTHIO, HAaOMIOAATH
Ha TpeAMET TMOSBICHHUS HEXelaTeIbHbIX
peakuuii Ha aHTUTICUXOTUKU, aHKCUOIUTUKH
WM CHOTBOPHBIE', MOXKET IOTPeOOBATHCS
CHIDKEHHUE 7103 3TUX MpernapaToB.

[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), [IpoTrBOoTMIOKa3aH BO BpeMsi U B TEUYCHHE
AUC (111)° 2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBbIlIEeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaknuii  Ha  JypasuAOH: THUIOTEH3HS,
HUPKYJISATOPHBIN KOJIIaIC, TSKEIIbIe
SKCTpaANUPaAMUIHBIE CUMITOMBI, CYJIOPOTH.
Munazonam Munasonam (mepopajibHO) [IpoTnBOMOKa3aH BO BpeMsi U B TEUCHHE
(mepopanbHO) Cmax T-11, AUCTT-TTT1 2 Hepdellb MOCTE JICUCHUS HUTPAKOHA3OJIOM.
[ToBbIlIEeH 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 HUTPAKOHA30JIOM.
[ToBbIlIEeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaknuii Ha TUMO3WA: apUTMHUHU Ceplla,
BO3MOXXHO, CBSI3aHHBIE C TPOJIOHTaLKEN
unTepBasa QT u nupy’THON TaXUKapaUeEil.
CepTtunaon Ceptungon  —  mnosbimieHue | [[poTuBomoka3aH BO BpeMsi U B TEUCHHUE
KOHIIEHTPALIUN (creneHsp | 2 Henenb MOCHE JICYEHUS HUTPAKOHA3OJIOM.
HemsBecTHa)™ " [ToBbIlIeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakuuii Ha CEepTUHJION: MPOJIOHTAIUs
uHtepBaia QT u nupyITHAS TaXUKAPIUA.
Tpuazonam Tpuazonam Cpax 711, AUC 11- | [IpoTuBOnokazaH BO BpeMsi U B TEUEHHUE

T

2 HeAenb TOCHE JICYCHUS HUTPAKOHA30JIOM.
IloBbi11eH PHUCK MMOABJICHHUA HCKCIIATCIIbHBIX
peaknmii  Ha  TpHa30JaM:  CYIOpOTH,
YTHCTCHUA ObIXaHHA, AaHT'MOOTCK, AIllHO3 U
KOMa.

IIpoTuBOBUpPYCHBIE CpPeICTBA

Acynanpesup (c
YCUJICHHEM)

AcynanpeBup Cpax (111),
AUC (111)°

IIpumeHATH c OCTOPOXKHOCTBIO;
cneun(puyeckue JAEHCTBUSL  ONKMCaHbl B
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Tenodosupa TerodoBup —  moBblmeHHe | MACTPYRIME |~ -0 -~ = ““Hprmenenuto
TU30TPOKCHIIA KOHIIEHTPALIUN (cTemeHp | MPOTUBOBUPYCHOTO Mpemnapara.
¢dymapar (TDF) Heu3BecTHA)™
Bbouenpesup bouenpesup Cpax (1), [TpuMeHsITh ¢ OCTOPOXKHOCTHIO, HAONIOAATH
AUC (11)* Ha TpeIMeT TOSBICHUS HEXKeIaTeIbHBIX
WNrpakoHa3o1 — TMOBBIIEHUE | pEaKLUI Ha UTPAKOHA3011 u/vim
KOHIICHTPAIIUH (cTenens | Gouenpesup’, MOXET noTpeOoBaThCS
HEM3BeCTHA)™ CHIDKEHUE JI03BI UTpaKOHA30J]1a.
Cnenuduyeckue NEUCTBUS  yKa3aHbl B
WHCTPYKIIHHU IO TPUMEHEHHIO OOIIepeBrpa.
KoOumucrar KobGunucrar —  mossimenue | [IpuMeHSITH ¢ OCTOPOKHOCTHIO, HAOJIOIAThH
KOHIIEHTPALIUN (cremeHb | HA TIpeIMET TMOSBICHUS HEXeTaTelbHbBIX
HemsBecTHa)™ " peakuuii  Ha  WUTPaAKOHA30I, MOJKET
HtpakoHa3on — TOBBIIICHHUE | MOTPEOOBATHCS CHU)KCHHE JI03BI
KOHLEHTpaLUN (cremeHp | UTpaKOHA30JA.
HEH3BECTHA)™
JakmaracBup HaxnatacBup Cpax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (11)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
Banunpesup Banunpeup Cuax (111), peaxiuii Ha JaKJIaTacBUP/BaHUIIPEBHD',
AUC (111)* MOXKET TIOTpeOOBaThCS CHUXKEHHE JO3BI
JaKJIaTaCBUPa/BaHUIIPEBUPA.
Hapynasup (c YcunenHslit putoHaBupoM | [IpuMeHSATh ¢ OCTOPOKHOCTHIO, HAOIIOIAThH

YCHUJIEHUEM napyHaBUp: Cpax UTPAaKOHA30J1a | HA TNPEAMET TOSBIEHUS HEeXellaTelbHbIX
PUTOHABUPOM) (11), AUC (11)* peakuui Ha  WTPaKOHa30l, MOXET
®docamnpenaBup (¢ | YCcuIeHHBIH PUTOHABHPOM moTpedoBaThCs CHIKCHUE JT03bI
YCHIIEHUEM (bocamnpeHaBup: Crmax | HTpaKoHazoa.
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 UTPAKOHA30I u/unm
KOHIICHTPAIINH (cTenens | onBuTerpaBup (YCHIEHHBIM PUTOHABUPOM)'.
HemsBecTHa) " Moxer mnoTpeOoBaThCs CHHKEHHE O3Bl
UTPAKOHA30J71a; CM.  HMHCTPYKLUHUIO  TO
MIPUMEHECHHIO YJIBUTETPABUDPA.
Ddasupens Ddasupens: Cp,x uTpakoHasona | He pekoMeHayeTcs B TedeHue 2 HeNEIb 10 U
1, AUC | BO  BpeMs  JIEYEHMS  UTPAKOHA30JIOM.
HeBupanun HeBupanun: Cy,.x uTpakoHazona | Ih(eKTHBHOCTh UTPAKOHA30J1a MOXKET OBITh
1, AUC || CHUKEHA.
KomOunanms: Dn6acBup Coax (<), AUC (1)* [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOJAATH
Dnbacsup/ I'pazonpeBup Cpax (<), Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
['pazonpeBup AUC (11)* peakmuii, CBS3aHHBIX C  COBMECTHBIM
[PHUMCHEHUEM .
Cnenuduyeckue JIEUCTBUS  yKa3aHbl B
WHCTPYKIIUU o MIPUMEHEHUIO
a6acBUpa/TpazonpeBupa.
KomOunanms: I'nmexanpeBup Cax (11), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
I'mexanpeBup/ AUC (17-111)° Ha MpeIMET MOSBICHUS HEXKEIaTeIbHBIX
[TuGpenTacBup [TuGpenTacBup peaKkuuii, CBA3AHHBIX C  COBMECTHBIM
Cinax («-1), AUC (e>-11)* [PHUMCHEHUEM .
Cnenuduyeckue JIEUCTBUS  yKa3aHbl B

20




COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 08.04 2025 N= 3411

whctpyRinm = B0 "= Y piivenenuto

rJIeKanpeBUpa/muOpEeHTacBUpa.

NununaBup Komrentpanust nrpakonasona 1° | [IpUMEHSTb ¢ OCTOPO’KHOCTBIO, HABIIOLATH
NununaBup Cpax <>, AUC 1 Ha IpeIMET MOSBICHUS HEXKEIaTeIbHBIX
peakuui Ha UTPaKOHA30J u/unu
WHIMHABHD', MOYKET oTpedoBaTHCs
CHIDKEHHE 103  HUTpaKkoHa3ola  W/MIU
WHIMHABUDA.
Mapasupox Mapasupok Cpax (11), AUC [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
a1’ Ha MpeIMET MOSBICHUS HEXKEIaTeIbHBIX
peaxiuii‘. Moxer 10TpeboBaTLC
CHIDKEHHE JI03bl MapaBHPOKA.
KomOunamms: Nrpakonazon Cyax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (11)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
OmoOuTacBup/ OmoOuTacBup Chax <>, AUC (1)" | peakuuii Ha UTPaKOHA30J u/umm
[Mapurtanpesup/ [MapuTanpeBup Cmax (1), AUC IPOTHBOBUPYCHBIC CPEICTBA".
PuronaBup/ 1? MoskeT mnoTpeOdOBaThCS CHIKEHHUE J103bI
C HacabyBupom Puronasup Cpax (1), AUC (1)* uTpakonazona. Cnerududeckre IeHCTBUS

i 0e3 Hero

JacabyBup Crax (1), AUC (1)

ONUCaHbl B MHCTPYKLMAX 10 INPUMEHEHUIO
9THX IIPENapaToB.

PuronaBup Urpakonazon Cpax (1), AUC | [IpuMeHsSITh ¢ OCTOPOKHOCTBIO, HAOJIOIAThH
an° Ha IpeIMET MOSBICHUS HEXKEIaTeIbHBIX
PuronaBup Cpax (<), AUC (1)* | peakumit Ha UTPaKOHA30J u/umm
PUTOHABHD'. Mosxer noTpedoBaThC
CHIDKEHHE JI03BI UTpaKOHa30J]a.
Crnenunpuyeckue JEWCTBHUS ONMHUCAaHBI B
MHCTPYKUHHU N0 MPUMEHEHHUIO pUTOHABHPA.
CaxBuHaBUp CakBunaBup (0e3 ycuienus) | [IpUMEHSATh C OCTOPOXKHOCTBIO, HAOIIOAATh
Cmax 11, AUC 111 Ha TMpeaMeT TOSBJICHUS HEXEIaTEIbHbIX
WtpakoHa3on (C yCHJIEHHBIM | peakuuid Ha UTPAKOHA3011 u/MIm
cakBUHABUPOM) Cpax (1), CaKBUHABUD'. Moxker  moTpeboBaThCs
AUC (17)* CHIDKEHHE J103Bbl UTpaKOHa30J]a.
Cnenuduyeckue ACUCTBUS ONHMCAHBI B
WHCTPYKIIMY IO IPUMEHEHHIO CAaKBUHABHPA.
CumenpeBup CumenpeBup Cuax (11), He pexomMeHnmyercst BO BpemMsi U B TEUCHHE
AUC (111)° 2 HeJeNb 110CIIE JIEYEHUS] UTPAKOHA30JI0M.

bera-0si0kaTopbl

Hanomon

Hanonon Chax 17, AUC 11

[Ip¥MEHATH ¢ OCTOPOKHOCTBIO, HAOIIOaTh
Ha HpeI[MeT ITOABJICHHUA HCXKCIIATCIIbHBIX
peaxiui Ha HAJ0JIO". Mosxet
HOTpeGOBaTBCH CHMUXXCHHUC 036l HAJ0JI0JIa.

BHOK&TOpr KaJIbIIMECBBIX KAHAJI0B

benpunnn benpunnn - nosbllieHue | IIpotuBonokasan BO BpeMs U B TEUCHHE
KOHLEHTPALUN (creneHp | 2 Helenb MOCHE JIEYEHUS HTPAKOHA30JIOM.
HemsBecTHa) " I1oBBIIIEH PUCK MOSABJICHUS HEXKEIATECIBHBIX
peaknuii Ha Oenpuani, TaKMX Kak HOBas
apUTMHS U JKEIIyJLOYKOBas TaxuUKapaus IO
TUIY TUPYITHOM.
Juntnaszem JluntuazeM W UTpakoHa3od — | [[pUMEHATH C OCTOPOKHOCTBIO, HAOIIOAATh

HOBBILIEHHE KOHIIEHTPAIUH
(creneHb HensBecTHa)™

Ha TIpEeJMET TIOSBICHHUS HEKEIATEeIbHbBIX
peakuuii Ha UTPaKOHA30J1 u/Mim
JUIITHA3EM MOXET noTpedoBaThCs
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cramserme = Ho3bl- MTpAKOHA30NA  u/udu

JWITHA3EMA.
Ddenonunnu Denoaunun Crnax 111, | [IpoTuBOomOKa3aH BO BpeMsi U B TEUCHHE
AUCTM 2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
JlepkanuaunuH Jepkanugunua AUC (1111)* [ToBbIllIeH PUCK TTOSBJICHUS HEXETATEIbHBIX
Huconpunun Huconnunus Cpax (1111), peakuui Ha JUTUIPONUPUIUHEL:
AUC (1111)* TUTIOTCH3US U TTepU(EPUICCKUN OTEK.
Hpyrue JIuruaponupyuIuHbI — | IlpuMeHsTh ¢ OCTOPOXHOCTHIO, HAOMIOJATh
JUTHAPONUPHUANHBI | TOBBILLIEHUE KOHIICHTPAllUX | HA TPEAMET NOSBICHUS HEXKeIaTelbHbIX
Bepanamun (cTemeHs HewsBecTHa) " peakuui Ha
BepanamMun  —  MOBBIIEHWE | JUTHAPOIUPHUIMNHBI/BEPAIaMUIT MOXET
KOHLIEHTpaLUN (crenenp | moTpeboBaTbCs CHU)KEHHE 1103
HeI/ISBGCTHa)a’b JTUTHAPOTTUPHUIMHOB/BEparamMmuia.

Pa3nu4nble cpeacTBa is JedeHHus 3a00/1eBaHNH CepAeYHO-COCYINCTON CHCTEMBbI

AnuckupeH
Puonurynar

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

AnuckupeH Cpax 111,

AUC T

Puonurynar Cpax (1),

AUC (1)
Cunpnenadwui/Taganadpuin -
MOBBILIICHHE KOHIIEHTPALIUN
(cremneHn HEU3BECTHA, HO
apdexkr wMoxer ObITH Oosee
BBIP@XEHHBIM, Ye€M COOOIIECHO

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

TUIEPTEH3HHN) JUISL YPOJIOTHYECKUX CpeI[CTB)a’b
bozenTan Bosentan Chax (11), AUC (11)" | IIpuMeHATL ¢ OCTOPOKHOCTHIO, HAOIIONATH
I'yandauun I'yandanun Cpax (1), Ha MpeIMET MOSBICHUS HEXKEIaTeIbHBIX
AUC (11)* peakiuii Ha Go3eHTan/ryaHdanuH’, MOXKET
notpedoBaTbCs CHIDKEHHE JI03bI
0o3eHTaHa/ryaH}aruHa.
WBabpanun NBabpanu Cpax (11), IIpotuBonokazaH BO BpeMsi M B TEUYEHHUE
AUC (111)* 2 HedeNlb TMOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBblIlIeH pHUCK MOSBICHUS HEXeNaTeIbHBIX
peakuuii Ha uWBaOpajMH, TaKUX Kak
¢ubpwsiuus npeacepanid, Opagukapaus,
CHHYCOBasi OCTaHOBKa cepAla M 0Oyiokazaa
cepAaua.
Panonazun Panonazud Cpay (11),AUC (11)* | IIpoTHBOmIOKa3an BO BpPEMS U B TEUECHUE

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

KoHTpauenTuBHbie cpeacTBa”

Juenorect Huenorect Cpax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (11)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
Yaunpucran Yaunpucrain Cinax (11), | peakuuii Ha KOHTpALENTHBHBLIE CPEICTBA’;
AUC (111)* cnenuduIeckrue JIEHCTBUS  YKa3aHbl B
MHCTPYKLHUAX 1o MIPUMEHEHHUIO
JMEHOTeCTa/ yIUIIPUCTATIA.
JAnyperuxku
D1iepeHoH OmnepeHoH Cpax (1), [IpoTuBOomOKa3aH BO BpeMsi U B TEUYCHHUE
AUC (111)* 2 HeAeNlb TOCJe JICUCHUS HTPAKOHA30JIOM.
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| Mospmien prcK OSBRI HeRETaTenpHBX
peakiuii Ha OIUIEPEHOH, TaKUX  Kak

THIICPKAITUEMUSA U TUIIOTCH3U .

)KBJIYIIO‘lHO-KI/IIJIe‘lHLIe CpeacTBa

Anpenurtant Amnpenuranr AUC (111)* [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
Jlonepamun Jlonepamua Cpax 11, Ha [OpEeaMET MOSBJICHUS HEXEIaTeNbHbIX
AUC 1 peakmuit Ha  anpenuTaHT/JonepaMu/
Herynurant Herynutant Cpax (1), HETYIUTAHT MOXET noTpedoBaThC
AUC (11)* CHW)KEHHUE JI03bl alpernuTaHTa/JonepamMuia.
Creuunduueckue IEUCTBUS TUTSE
HETYNUTAHTA NPEICTABJICHbl B UHCTPYKIUU.
Husanpun [uzanpun — nosbllieHue | IIporuBonokasan BO BpeMs U B TEUCHHE
KOHIICHTPALUH (cremensp | 2 Henmenb MOCHE JICYEHUS WUTPAKOHA30JIOM.
HemsBecTHa) " IToBBIlIEH PUCK MOSIBIEHUS HEXKETATENbHbIX
peakuuil Ha OHU3anpHl, TAKUX KaK TSKENbIe
CEpACUYHO-COCYIUCTBIE SBJICHUS, BKIIIOYAs
nposioHranuio uHTepBaia QT, cepbe3Hbie
KEIIyI0UKOBBIE ApPUTMUU U MHUPYITHYIO
TaxUKapIuI0.
Homnepunox JomnepunoH Cpax 11, AUC 11 | IlpoTuBOIIOKa3aH BO BpeEMS U B TEUYECHHE

2 HedeNlb TOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBbIIeH PHUCK MOSBICHHS HEXETaTeIbHBIX
peaknmuii  Ha JOMIEPHJIOH, TaKHX Kak
TSOKENBIE  JKEIYJOYKOBBIE  apUTMUU |
BHE3aITHas CePACUYHASI CMEPTh.

Cpenctsa uist
CHIDKEHUS
KHCIIOTHOCTHU
KeyIKa

Nrpakonazon: Cnax

AUC ||

‘L‘L’

IIpUMEHSTh C OCTOPO’KHOCTBIO IpENapaTsl,
CHWKAIOIINE KHCIIOTHOCTh KEITyIKa,
HaIpuMep TaKue HEUTPATU3YIOIIHNE KUCIIOTY
CpPEICTBa, KaK AJIOMUHHS TUAPOKCHUM, WU
MIO/IaBJISOLIIE BBIPAOOTKY KHCIIOTBI
npenaparsl, HampuMep, aHTaroHUCTsl Hj-
peLenTopoB M HWHTUOMTOPHI POTOHHOM
nomnbl. [lpy OZHOBpPEMEHHOM JI€YEHUH
HEUTPATU3YIOIIMMH KHUCJIOTY CPEACTBAMH,
HalpuMep, aJIIOMUHUSA TUIAPOKCUAOM, HUX
cleyeT NpUHUMAaTh N0 KpaiiHel Mepe 3a 2
yaca 10 WJIM 4Yepe3 2 yaca Ioclie Impuema
KarcyJ uTpakonasona (cM. paznen 4.4).

Hanoxceron

Hanoxceron

AUC (1111

Coax (111,

[IpotuBonokazan BO BpeMsl M B TEUEHHUE
2 Hezdellb TMOCJE JICUCHUS HUTPAKOHA3OJIOM.
[ToBbIlIeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peakuuii Ha HAJIOKCEroy, TaKuX Kak
CUMIOTOMBI OTMEHBI OITHOUIOB.

Saccharomyces
boulardii

S.  boulardii —
KOJIOHM3AIINU
W3BECTHA)

CHUKCHHE
(ctemenr  He

He pexomeHayeTcsi BO BpeMsi U B TCUCHHE
2 HemeNb TOCIE JICUCHUS HMTPAKOHA30JIOM.
DddextuBnocts S. boulardii Mmoxer OBITH
CHIKCHA.

NmMmyHocynpeccopsbl

byneconnn

byneconnn (ans wHramsuii)
Cmax 1, AUC 11; Oynmeconun
(mpyrue ¢opmbl) — TOBBIIICHHE
KOHIICHTPAIINH (creneHb

[TpuMeHSATh ¢ OCTOPOKHOCTHIO, HAOIIOIATH
Ha TpeAMET MOSBICHUS HEXeIaTeIbHbIX
peakuuii Ha HMMMYHOCYIIPECCOPBI, MOXKET
noTpe0oBaThCs CHIIKEHHE J103b1
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HensBecTHa)" | YmiyRocympeccopa. - - T2 MEVE
IMukneconug Hukneconu (I WHTASAIINN)
Cunax (11), AUC (11)°
Huxnocnopun Huxnocniopun (8/B) —
HI?BLImeHHe KOHIEHTPAILlUU <>-
T
Huxnocriopud (apyrue Hopmbr)
— TOBBILIEHUE KOHIEHTpAIUU
(cTeneHb HenssecTHa)™
JlexkcameTra3oH HexcametazoH Cpax < B/B 1
(mepopanbro), AUC 11 (B/B,
IIEPOPAJILHO)
®dyTHKa30H OyTHKa30H (711 WHTAIAIMN) —
MOBBILIEHUE KOHLIEHTPALUU TTb
dyTuKa3zoH (Ha3ampHas
¢bopma) — MOBBILICHHE
koHuenTpauu (1)*°
Mertunnpeaau3onoH | MeTwinpeHu3010H
(nepopasibHo) Cpax 1-17, AUC
[l
Metunnpenauzonon (8/B) AUC
Takponumyc ™
Takponumyc (B/B) — MOBbIILICHHE
KOHLIEHTpauuu 7
Taxponumyc (nepopainbHO) Cpax
Temcuponumyc (T, AUC (11)*
Temcuponumyc (B/B) Cmax (11),
AUC (11)*
DBEPOIUMYC DBEPOIUMYC Cax (11), | He pexomenayercst BO BpeMsi U B TCUCHHE
AUC (1111)° 2 HejeNb MOCIE JICUCHUS! UTPAKOHA30JIOM'.
Cuponumyc Cupomumyc Cpax  (17), AUC | [1oBbIleH pUCK TOSIBJICHUST HEXKETATETbHBIX
(panmamMuIuH) 11! peaKIMii Ha BEPOIIUMYC/CUPOIUMYC.
[Ipenaparsbl, peryiupywiiyue YypoBHHU JHIHI0B
ATopBacTaTuH AtopBactatTuH  Cpax  <>—11, | IIlpoTuBONOKa3aH BO BpeMs U B TEUEHHUE
AUC 1-11 2 Helenb MOCIE JICYCHHUS WUTPAKOHA30JIOM.
[ToBbIIIEH PUCK MOSBICHUS HEXKEIATEIbHBIX
peakuuii  Ha  JIOBacTaTWH/CHMBACTaTHH,
TakKMX KaKk MHOMNATHs, padJoMUONU3a H
OTKJIOHEHHSI JIaOOpaTOpHBIX IapaMETPOB
(GYHKIMY TICUEHH.
Jlomuranuyg Jlomuranung Ciax (T111), | [IpoTBOMIOKa3aH BO BpeMsi U B TEUYCHHE
AUC (1111)° 2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBbIlIeH pUCK MOSIBICHUS HEXETaTeIbHbIX
peaknuii Ha JIOMUTANHI, TaKHX Kak
MEYCHOYHAasT TOKCHYHOCTb M  TsKenas
KEJIyT0YHO-KUIIEYHasl PeaKIusl.
JloBactatun JloBactatun Chnax 111, | [IpoTuBONOKa3aH BO BpeMs U B TEUCHHE
AUC 111 2 Hezdellb MOCJE JICUCHUS HUTPAKOHA3OJIOM.
CuMBacTaTuH CumMmBacTaTuH Crnax 7111, | [loBblllIEH pUCK MOSBICHUS HEXEIATEIbHBIX
AUC 111 peaknuii  Ha  JIOBacTaTWH/CHMBACTaTHH,

TaKUX Kak MUoNaTtus, padbaoMuonusa u
OTKJIOHEHHUs] J1a0OpaTOPHBIX TapaMeTpPOB
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MG ERORATEEHOCTE 0002)

HeCTCPOI/IJ_]HLIe MPOTUBOBOCHAJIUTEIbHBIC CPEACTBA

Menokcukam

Menokcukam Cpax ||,
AUC |

[IpuMeHATh ¢ OCTOPOKHOCTHIO, HAONIIOATh
Ha TpPEIMET CHIKEHUS HPPEKTUBHOCTH
MEJIOKCHKaMa,  MOXET  HOTpeboBaThCs
KOPPEKIHS 103bl MEJIOKCHKaMA.

PecniupaTopHble cpeacTa

Canmerepon

Canmerepoit Cpax (1),

AUC (111"

He pexomeHayercs BO BpeMs U B TEUCHHUE
2 Helenb MOCJE JIEYEHUsS HTPAKOHA30JIOM.
IloBbi1IeH PHUCK MMOABJICHHUA HCXKCIIATCIIbHBIX
peaxIyii Ha CalIMETEPOIT .

CeleKTHBHbBIE I/IHFI/Iﬁl/ITOPLI OﬁpaTHOFO 3axBaTa CE€poTOHMHA, TPUIUMKIUYECCKHE H [Jpyrue

AHTH/ENPEeCCAHTbI
Peboxcernn Pebokcetnr Cpyx (<), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (1)* Ha TMpeIMeT TMOSBICHUS HEXeIaTelbHbIX
Bennadakcun Bennadakcun Cinax (1), | peakumii  Ha pebokceTun/BeHnadakCuH’,
AUC (1)* MOXET TMOTpPeOOBAThCsl CHWKCHHE 103
pebokceTnHa/BeHIadakcruHa.
YpoJsiornyeckue npenaparbl
ABanadun Aarapua Chax (11), [IpoTuBOMOKa3aH BO BpeMsi U B TCUCHHE
AUC (1111)° 2 Hedenp MOCJIE JIEUYEHUS HUTPAKOHA30JIOM.
[ToBbIlIEH PUCK TMOSBICHUS HEXeJaTeNIbHbIX
peakiuii Ha aBaHa(uI, TAKUX KakK MPHUAIH3M,
HapylLIeHUs. 3peHHs] W BHE3alHas TMoTeps
ciyxa.
JlarokceTuH JlanokceTuH Ciax (1), | [IpoTBOMOKa3aH BO BpeMsi WU B TCUCHHE
AUC (1)* 2 Helmenp TOCIE JIEUCHUS] UTPAKOHA30JIOM.
[ToBbIlIEH PUCK TMOSBICHUS HEXeJlaTeNIbHbBIX
peakiuii Ha  JaloOKCEeTHUH, TaKhX  Kak
opTocTaTU4ecKasi TUIIOTEH3USI U BHU3yaJbHBIE
3 PEKTHI
Hapudenanun Hapudenanmua  Chax  (111), | He pexomenayercst Bo BpeMs W B TEUEHHUE
AUC (111-1111)° 2 Hedenp MOCJIE JIEUYEHUS HUTPAKOHA30JIOM.
Bapnenadun Bapnenadun Cinax (11), | IloBBIIIEeH PHUCK TOSIBICHUS HEXKEIATEIbHBIX
AUC (1111D)° peaknuii Ha napudeHanuH/BapaeHAPUI .
Hytacrepun Hyrtacrepun — moBbImIeHHE | [IpUMEHATH € OCTOPOXKHOCTBIO, HAOJIOIATH
KOHIIEHTPALUN (cTemeHb | HA TPEAMET TMOSBICHUS HEXellaTeIbHBIX
HeusBecTHa)™ peakiuii Ha YpOJOTMYECKHME IIpenaparsl ,
Nmunnadenanun Nmunapenanun 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 Cunpenadun Crnax (11), | Ansa cunnenaduna u taganapuia CM. TaKxKe
(opexTHIbHas AUC (11T-1111)° paznen 4.4.
TUCHYHKITHS)
Tanamadwn Tanamadgun Cpax (1),
(3peKTHIIbHASE AUC (17)*
TUCHYHKIUS U
no0poKauecTBEHHAS
TUIepIia3us
MPEACTAaTEIbHON
JKEJIE3b)
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Tontepomua (HOCHEQOUBATENEROCTE 0002)
Tonrepomua  Chax ~ (1-11),
AUC (11)* y aun co cinabbiM
Y nenadun metabommzmom CYP2D6
Vnenapun Cpax (1), AUC (11)°
®de30TepoiuH ®ezoreporuH  Chax (11), | IlpoTHBONOKa3aH nmanueHTam ¢ HapylIEHHEM
AUC (11)* (GYHKIMM TIEUYEHU WM TOYEK OT CPeIHeU 10
TSOKETIOW CTENEHU TSHKECTH BO BpeMs U B
TeyeHWe 2  Hemenb  IOCie  JICYCHUS
UTpaKkoHa30J0M. [IOBbINIEH PUCK TOSBICHUS
HEXKEJIATeNbHBIX peakiuii Ha (e30TepoanH,
TaKuX KaK TsDKEIble aHTHXOJMHEPTUYECKUE
s dexTrr. [IpuMEHATH C OCTOPOKHOCTHIO Y
ApYruxX TMalUeHToB: HaOMI0laTh Ha MpEAMET
MOSIBIICHHSI  HEXKENIATeNbHBIX ~ PEaknud Ha
de3oTepoauH’,  MOXKET  IOTPeGOBATHCS
CHWKEHUE J03bI (pe30TepoarHa.
Conudenanun Comugpenamma ~ Cpax (1), | [IpoTHBOIIOKa3aH MAIMEHTaM € HapYILICHUEM
AUC (11)* GYHKIMHM TIOYEK TSDKEIOW CTENeHW WIH C

HapymeHneM (YHKIMM TE€YEHU OT CpeaHei
TSDKECTH JI0 TSDKEJIOM CTENEeHU BO BPEMs U B
TeueHWe 2  Hemenb  IOCHe  JICYCHHUS
UTpPaKoHa30J0M. [IOBBIICH PHUCK TMOSBICHUS
HEXXEJIAaTeNbHbIX peakUuid Ha CoNU(EHALUH:
AHTUXOJIMHEPTHUECKHUE ¢ dexTh u
nposoHranus uarepsana QT.

[IpuMeHATh C OCTOPOXKHOCTBIO Y JPYTHX
NalMeHToB,  HaOJo#aTh  Ha  TpeAMET
MOSIBJICHUSI HEXKEJATeNIbHBIX peakuuii Ha
comu(eHAMH,  MOXET  TMOTpebOBaThCS
CHIDKEHHE JI03bI conreHanunHa.

Jpyrue npenaparsl H JIeKaAPCTBEHHbIE CPEeACTBA

ATUTPUTHHONH AmutputiHOMH  Cpax (1), | [IpuMeHSATE ¢ OCTOPOXKHOCTBIO, HAOJIOIATH
(mepopanbHO) AUC (1)* Ha TMpPEIMET TMOSBJICHUS HEXKEIATENbHbIX
Kabepromun Kabepronun Cinax (1), | peakuii Ha ATUTPUTHHOWH/KAOEPTOTHH/
AUC (11)* KaHHAOMOW B/ IIMHAKAIIIIET, MOXET
KannaOuown sl KannaObuounbl — TMOBBINICHUE | TOTPEOOBATHCSA CHIDKEHME 1103 3TUX
KOHIIEHTPAIIUH, CTENEeHb | IPENnapaTos’.
HEM3BeCTHa, HO BepoaTHo (11)*
Iunakanmer [unakammer Crax an,
AUC (11)°
Konxuunx Konxutws Cpax (1), AUC (11)" | [IpoTHBOMOKa3aH MAMEHTaM C HAPYIICHHEM

GYHKIIMU TOYEK WM TEYeHH BO BpeMsl U B
T€4eHHe 2  HEeNeNb  Ioclie  JIEYEHUS
UTPaKOHa30J0M. [IOBBIIEH pHUCK MOSBICHUS
HEXENATEJIbHBIX ~PEAKIUl Ha KOJIXUIIMH:
CHIDKEHHE CepAEeYHOro BbIOpOca, apUTMHH
cepAla, pecHupaToOpHbIl  AHMCTpECC W
YTHETEHUE KOCTHOTO MO3ra.

He pexkomeHayercs IOpyruM IalMEHTaM BO
BpeMsl U B T€UEHHUE 2 HENEIb IMOCIE JICUCHUs
UTPaKOHa30J0M. [IOBBILIEH PUCK MOSBICHMUS
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Dnurinycrat CYP2D6 EMs: Cmax | IIpoTHBOIIOKa3aH MalUMeHTaM C CHUJIbHBIM
smuraycrara (11), AUC (11)%. | mera6onmusmom CYP2D6 EMs, nonydaromum
bonee BBIPQ)KEHHOE | MOLITHBIA ~ MJIM  YMEPEHHBIH  MHTUOUTOP
noBbillieHue oxkupaercs y aun | CYP2D6, a takxke mamueHTaMm co CpeaHuM
CO cpemHuM unM ciabeM | wm cnadsiM  Mmerabonusmom CYP2D6 Bo
MeTab0JIN3MOM CYP2D6 | BpeMs u B TeueHUE 2 HeNENb MOCIE Teparnuu
IMs/PMs u IIPU | UTPAKOHA30J0M. [IOBBIIEH PUCK IOSBIICHUA
OJTHOBPEMEHHOM TMPUMEHEHUH | HeXKEJIaTebHbIX pEeaklWil Ha DSIUrIycTar:
unruduropa CYP2D6. nposioHranus uHTEepBasoB PR, QTc wu/umm

QRS, a Takxe cepaeUHbIC APUTMUU.
[IpuMeHATH C OCTOPOXKHOCTBIO y JIMIL C
ciwIbHBEIM MeTabommsmoM CYP2D6 EMs,
HAOmONaTh  HAa  MpPEAMET  TOSIBICHUS
HEXENATENbHBIX pPeakiuil Ha JJIMIIycTar’,
MOXET MOTpeOOBaTbCi  CHIKEHHE  JTO3BI
AIIUTITYCTAaTA.

ATKamousI Ankanounsl  cnopeiHbM  — | [IpoTHBOMOKA3aHBEI BO BpeMs M B TEUCHUE

CHOPBIHBU MOBBIICHNE  KOHUEHTpaluu | 2 HeAeNb IOCJIe JIEUYEHUS HUTPAKOHA30JIOM.
(cTeneHp HewsBecTHa) " [ToBBIIIIEH PUCK TMOSBICHUS HEXEJAaTEIbHBIX

peakuuii Ha aJKaJOU/Ibl CIIOPBIHBH, TAKUX KaK
sprotu3M  (cMm.  Takke  pasmen 4.5
«[IpoTHUBOMUTPEHO3HBIE CPENICTBAN).
lNamantamun lNaantamun Crnax (1), | [IpuMeHATH C OCTOPOKHOCTHIO, HAOIIONATH
AUC (1) Ha TIpeIMeT TOSBICHUS HEXeIaTeIbHbBIX
peakIuit Ha rajaHTaMuH’, MOXET
noTpedoBaThCs CHIDKEHHE JI03BbI
rajJjaHTaMUHa.

NBakadtop Npaxadrop Cinax (11), | [IpumeHATH C OCTOPOKHOCTBIO, HAOIOIATH

AUC (111)* Ha TpeIMET TOSBICHUS HEXKeIaTeIbHbIX
peaxiui Ha uBakagTop®, MOKET
noTpe0oBaThCsl CHIKEHHE 10361 HBaKkadTopa.

Jlymakadrop/ Npaxadrop Cinax (11), | He pexomenayercst B TedeHue 2 HEAENb [0,

uBaKapTop AUC (17)* BO BpEMs M B TEYEHHE 2 HeEIeNb IOCie

Jlymakadrop Cinax (e,
AUC («)*

UtpakoHazonm —  CHWXEHHUE
KOHICHTpAal U, CTCIICHb
HEU3BECTHA, HO, BEPOSTHO | | |

JICYCHUS UTPAKOHA30JIOM. Bo3moxxHo
CHIDKeHHE S(PPEKTUBHOCTH HTPAKOHA30JIa,
BO3pACTaeT PHUCK MOSBICHUS HEXKEIAaTeIbHBIX
peakuuii Ha uBakapTop .

AHTaroHHCTHI PeNeNTOPOB Ba30NMpeccHHA

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

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

Mo3aBanran MoszaBanTad Cpyax T, AUC 11 [IpuMeHsSITh C OCTOPOKHOCTHIO, HAOTIOAATH

Ha MOpEaAMET MOABJICHUA HECKCIATCIbHBIX

peaxkuui Ha MO3aBanTaH’, MOXKET
noTpedoBaTbCs CHIDKEHHE JI03BbI
MO3aBanTaHa.

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

B IIa3M€ KPOBH.
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Ilpumeyanue

CpenHee noBbllleHHEe KOHIEHTPAILUM:
1 <100 % (<2 pa3);
11:100-400 % (= 2 pa3 u <5 paz);
111:400-900 % (= 5 pa3 u < 10 pa3);
T11: > 10 pas.
CpenHee CHUJKeHHe KOHIIEHTPALUHU:
1 <40%:;
11:40-80 %;
111> 80 %.
OtcyrcrBue 3¢ dexra: <.
Hns onucanust sddexra (cpemHsis KOJOHKA) yKa3aHO Ha3BaHUE HCXOJHOTO JICKAPCTBEHHOTO
BEIIIECTBA, Jake eca 3()(EKT OTHOCUTCS K aKTUBHOMY KOMITOHEHTY WJIM aKTUBHOMY METaOOIUTY
MpOJIeKapCTBa.
a. /Jlna mpemapaToB co CTpenkamMH B CKOOKax OIIEHKa OCHOBaHA HAa MEXaHU3ME JIEKapCTBEHHBIX
B3aUMOJCHCTBUI W uHQOpMALMM O KIMHUYECKUX JIEKAPCTBEHHBIX B3aUMOJCUCTBUSX C
KETOKOHA30JIOM MM JApyrMMu MomHbiIMH uHruouropamu CYP3A4 w/unu umnruburopamu P-
rukonporenHa uiau BCRP, a Takke Ha NaHHBIX MOJEIUPOBAHMS, KIMHHUYECKUX CIIy9acB H/WITH
HKCIEPUMEHTOB in Vitro. [l Opyrux MepeunclIeHHBIX MpenapaToB OIEHKa OCHOBAaHA HAa JAHHBIX
KIIMHUYECKHX JIEKapCTBEHHBIX B3aMMOJICHCTBHI MpernapaTa ¢ UTPaAKOHA30JIOM.
b. Ilapamerpsl papMaKOKMHETUKU HE YCTAHOBIICHBI.
c. CpszanHHble C TMpenaparoM HeXKeJIaTeNbHbIe JIEKaPCTBEHHbIE pEaKIMHM IMPEICTaBICHbl B
COOTBETCTBYIOLIEH MHCTPYKIMH IO TPUMEHEHHIO.

eTH

JlexkapcTBeHHbIE B3aUMOIEUCTBUS N3YUYEHBI TOIBKO Y B3POCIBIX.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

WrpakoHa3on HE MODKEH NPUMEHATHCS TMpH OEPeMEHHOCTH, 3a WCKIIOYCHHEM CIIyJacs,
YIPOXKAIOLIUX SKU3HU, M €CIIM OXUAAEMbI MOJNOKUTENbHBIN d(D(eKT s MaTrepu MpeBbILIIaeT
BO3MOXKHBIH Bpe[ 7S TUI0/1A.

B noxnmHMYECKHX MCCIETOBAHUIX OBLTO MOKAa3aHO, YTO UTPAKOHA30J O0NAJaeT Perpo yKTHBHOM
TOKCHUYHOCTBIO.

JlanHbIXx 00 HCMOIB30BaHUM HTpPaKOHa3ojla B Mepuoj OepeMEHHOCTH HeIocTaTouyHo. B xoxe
KJIMHUYECKOTO MPUMEHEHHs] UTpPaKoHa30Jla OBLIM OTMEUEHBI ClIydad BPOKIEHHBIX aHOMAJIMil.
Takue ciyyau BKJIIOYAJIM HAPYIIEHUS Pa3BUTHS 3PEHHS, CKeJieTa, MOYEINOJIOBOM M CEpAECYHO-
COCYJIUCTON CHUCTEM, a TaKXK€ XPOMOCOMHBIE HApYIIEHUS U MHOXECTBEHHBIE MOPOKU Pa3BUTHS.
Opnako, sIBIsSIETCS JIU IPUMEHEHHE UTPAKOHA30J1a IPUYUHON BOZHUKHOBEHUS TaHHBIX HapYIICHUH,
JIOCTOBEPHO HE YCTaHOBJICHO.

ONUIEMUOJIOTUYECKUE JTaHHBIE B OTHOLIEHMM BO3JCHCTBUS HMTPAKOHA30Jla B IIEPBBI TPUMECTP
OepeMEHHOCTH, B OCHOBHOM Y MAalMEHTOK, MOJYyYaBUIMX KPATKOCPOUHYIO TEpPANHIO IO IMOBOIY
BYJIbBOBATMHAJIBHBIX KAaHAMI030B, HE BBIIBMWIM IOBBIIIEHHOIO PHCKAa Pa3BUTHUSI BPOXKICHHBIX
QHOMAJIUM MO CPABHEHHUIO C KOHTPOJIBHOM TpYMIOi, HE MOJABEPTraBUICHCA BO3JAECHCTBUIO HU OJTHOTO

U3 H3BECTHBIX TEPAaTOreHHBIX (hakTopoB. JKeHIIMHAM JeTOPOJHOrO BO3pacTa, MPUHUMAIOIIMM
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noc B HOCTE Q002
npenapat MpakoHa3oi, HE0OOX0IUMO UCIIOIL30BATh BBI(BKONﬂEQKT ] HE%@HT ROHTPATIENLINY

Ha MPOTSHKEHUU BCEro Kypca JIEUYEHHs BIUIOTh J0 HACTYIUJICHUS MEPBOM MEHCTpYyallMu IMOCJE €ro
3aBEpIICHMUS.

Jlakranus

C rpyIHBIM MOJIOKOM BBIBOJIUTCSI OYEHb HEOOJIBIIOE KOJIMYECTBO UTpakoHaszona. [Ipu HazHaueHun
npemapata MTpakoHa3onm  KCHIIMHAM, KOPMAIIUM TPYIOblO, HEOOXOIUMO  B3BEIIMBAThH
MpeANojiaraeMoe COOTHOIIEHUE TMOJb3bl M PUCKOB. B cilydyae COMHEHMM KEHIIMHA [OJDKHA
0TKa3aThCsl OT KOPMJICHUS TPYIbIO.

4.7. BausiHMe Ha CHOCOOHOCTH YNPABJSATH TPAHCINOPTHBIMU CpeaCcTBAMH M Ppadorarb C
MeXaHNu3MaMu

HccnenoBanusi Mo M3y4EHUIO BIMSHUS JIGKAPCTBEHHOTO CPEICTBA MTPAKOHA30J HA CIOCOOHOCTH
YIPaBJsATh TPAHCIOPTHBIMU CPEACTBAMU M PabOTaTh C TEXHUKOW He mpoBoawiuck. Heobxomumo
NPUHUMATh BO BHUMaHHE BO3MOKHOCTb BO3HUKHOBEHHUS TOOOYHBIX pEaKIHMi, TaKuX Kak
rOJIOBOKPY)KEHHE, HApylIeHHe 3peHuss W mnoTepsa ciayxa (cM. pazgen 4.8). I[lpu mnosiBneHuun
OMMUCAHHBIX HEXKEJATEeIbHBIX PEaKlMi CIeAyeT BO3JEPKAThCS OT BBIMOJHEHUS YKAa3aHHBIX BUIOB
JESITeIbHOCTH.

4.8. HexkennaTeibHbIe peakuuu

PesroMe HexxenaTeabHbIX peaKIui

UactoTa BO3HHKHOBEHHSI HEXKENATENbHBIX pEaKIUi Ompeaensiach B  COOTBETCTBUU  C
knaccudukanueir BecemupHoit Opranumzanum 3apaBooxXpaHeHHs: odeHb 4dacto (> 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 UCCTE008ANHUTL

be3onacHocTh WTpakoHa3oyia B Kamncyinax wu3ydaiach B 107 OTKpBITBIX M JBOWHBIX CJEMBIX
KIIMHUYECKUX HCCIeNoBaHusAX ¢ ydactrueMm 8499 marmuenTtoB. Bece 8499 manueHToB XOTS OBl OJMH
pa3 TPUHSIIM HMTPAKOHA30J B KalcCyjaX, MOCie 4ero Oblia MPOBEACHA OIEHKa Oe30MacHOCTH
JICUYEHUS.

Hngpexyuu u unsazuu:

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

Hapywenus co cmoponul kposu u tumgamuueckou cucmembl:

PEeIKO: JIEHKOIEHUS;

4acTOTa HEU3BECTHA: HEUTPOTICHHUS.

Hapywenus co cmopoHvl UMMYHHOU cucmembi:

HEYACTO: TUTIEPUYBCTBUTEILHOCTD.
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Hapywenus co cmoponvl Hepenoti cucmemoi:

YacTO: FOJIOBHAS 0OJIb;

PEAKO: TUTIOCTE3HsI, TapeCTe3usl.

Hapywenus co cmoponul opeana ciyxa u 1abupunma:

PEAKO: 3BOH B YIIIaX.

JKenyoouno-kuuleunvie HapyueHus:

YacTo: 00J1b B )KUBOTE, TOLIHOTA,

HEYaCTO: IUCIICTICHS, 3aII0p, METEOPU3M, JTHapes, PBOTA;

PEIKO: TUCTEB3US.

Hapywenus co cmopoHbvl newenu u scenuesvi800auuUx nymel:

HEYacTo: TUNEpOmInpyOHEMUs, HapylIeHUe (PyHKIIUH MTeYEHU.

Hapywenus co cmoponwl Kodcu u nOOKONCHbIX MKAHELL:

HEYACTO: CHIIb, 3y]I, KpalTMBHUIIA.

Hapywenus co cmopoHvl nouex u Mouegbl8005uux nymeti:

PEAKO: TMOJUTAKUYPHSL.

Hapywenus co cmoponst penpooykmusHoU cucmembvl U MOJIOYHBIX HCENE3.

HEYaCTO: HApyIICHUE MECHCTPYaJILHOTO IHKIIA;

PENKO: SpEKTUIIbHAS TUCHYHKIINS.

Obwue HapyweHus u peaxkyuu 8 mecme 66€0eHUsL:

PEIKO: OTEUHBIM CUHIPOM.

Hwxke npeacTaBieH CHHCOK HEXKEIATeNbHBIX pEaklWi, CBSI3aHHBIX C MPUEMOM HUTPAaKOHA30Ia,
KOTOpBbIE OBUIH 3aperuCTPUPOBAHBI B KIMHHYECKUX HCCICIOBAHUSX HTpakoHa3ola B (opme
pacTBopa Al TpHeMa BHYTph W/WIM B (QopMe pacTBOpa i BHYTPUBCHHOTO BBEICHUS (3a
UCKITIOYCHUEM HEXKENIATSIbHBIX PEAKIMi, OTHOCSIIUXCS K KaTerOpUH <«BOCHAJICHUS B MECTE
UHBCKIIUW», TTOCKOJIBKY JIaHHBIC HEXeJaTelbHbIe PEAKIUU SBJISIOTCA CHEMUDUIHBIMU IS
JIEKapCTBEHHOUN ()OPMBI «PACTBOP ISl BHYTPHUBEHHOTO BBEIICHUS»).

Hapywenus co cmoponvl kposu u tumghamuueckotl cucmemvi:

IPaHYJIOIUTOIICHHUS, TPOMOOITUTOIICHHS.

Hapywenus co cmoponvt ummynHou cucmeml.

aHa(UITAKTOUTHBIC PEAKITUH.

Hapywenus co cmoponvl memabonuzma u numaHus:

TUICPTIIMKEMHESI, TUTICPKATUEMUS, TUTTOKATTHEMHUS, THIIOMAarHUCMHS.

Ilcuxuueckue napywenus:

CIyTaHHOCTh CO3HAHUSI.

Hapywenus co cmoponul HepsHoll cucmembl.
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o iMoo
HepI/I(bepI/IquKaﬂ HEeUpoIaTus, roJIOBOKPYKEHUE, COHJII/HBCTB

Hapywenus co cmoponwvl cepoya:
cepleyHas HeJOCTaTOYHOCTh, HEJIOCTATOYHOCTD JIEBOTO JKEJIYA0UYKA, TAXUKAPIUL.
Hapywenus co cmoponul cocyoos:
apTepHualibHas TUIEepTEH3Us, apTepUaIbHask TUIIOTCH3USI.
Hapywenus co cmopoHwl OvixamenbHotl cucmemvl, Opeano8 pyOHOL KNemKu U Cpe0oCmeHUsL:
OTEK JIETKUX, TUCPOHHUS, KAIIEIb.
Kenyoouno-kuuieunvie HapyueHus:
KEITyJ0YHO-KUIIIEYHbIE PACCTPOIICTBA.
Hapywenus co cmoponvl neuenu u sHcenyegbleo0Aux nymeu.
renaTuT, )KeJITyXa, IeYeHOUHas HeIOCTaTOYHOCTb.
Hapywenus co cmoponsl Kodtcu 1 nOOKOHCHBIX MKAHELL:
SPUTEMATO3HAas ChIIlb, TUIIEPTUIPO3.
Hapywenus co cmopoHvl MbiuieyHoll, CKenemHou u coeOUHUMeNbHOU MKAHU:
MUAITHUS, apTPATTHSL.
Hapywenus co cmoponbl nouek u Mo4esbi800AWUX NYMel:
HEJ0CTAaTOYHOCTh (DYHKIIUU TMOYEK, HeJIepKaHue MOYH.
Obwue napyuwienus u peakyuu 6 mecme 66e0€HUsL:
TeHepaTH30BaHHbBIE OTEKH, OTEK JIUIa, 00JIb B TPY/AH, THIIEPTEPMUs, O0JIb, YCTAIOCTh, 03HOO.
JlabopamopHuvie u UHCMPYMEHMAbHble OanHble: MOBBILICHHE AKTUBHOCTH
allaHMHAMUHOTpaHc(depas3bl, MOBBIIICHUE AKTUBHOCTU acmapTaTaMUHOTpaHC(epasbl, MOBBIIICHHE
AKTUBHOCTH  MIENOYHOM  ¢ocdaraspl B TUIa3Me  KPOBH,  IOBBHIIICGHHE  aKTUBHOCTH
JAKTaTACTUAPOTEHA3HI B TIa3Me KPOBH, TIOBBIIIICHUE KOHIIEHTPAIIMA MOUYEBUHBI KPOBHU, TIOBBIIIICHHE
aKTUBHOCTH TramMMma-riIyTaMuiITpaHc(epasbl, MOBBIIIEHHE AKTUBHOCTH MEYEHOYHBIX (DEPMEHTOB,
OTKJIOHEHHE OT HOPMBI MTOKa3aTesei 001ero aHaansza MO4H.

eTu
Be3omacHoCcTh WTpakoHa30lla B Kalcylax, OIEHUBANIAch B 14 KIMHUYECKUX HCClenoBaHUsIX (4
JIBOMHBIX CJICTIBIX IUIAle00-KOHTPOIUPYEMBIX HCCIIENOBaHMS, 9 OTKPBITHIX HCCICIOBAaHUN H 1
HCCJICIOBaHNE, MMEBIIIEE OTKPBHITYIO (Da3dy ¢ mocienyronield ABOWHOM ciemnoi) ¢ ydactueM 165
neTeit B Bo3pacte ot 1 rona go 17 ner. B xone uccrnenoBanuii 010 OTMEYEHO, YTO HAUOOJIEE YaCTO
BCTPEUAIOIIUMUCS HEKEIATeNbHBIMH pPeakiusMu ObutH: ronoBHas 6ok (3,0 %), psora (3,0 %),
601b B xuBoTE (2,4 %), nuapes (2,4 %), nHapyuenue ynkuuu nedenu (1,2 %), romnora (1,2 %),
kpanuBHuna (1,2 %), runorensus (1,2 %). Xapakrep HexenaTeNbHBIX peaklUnid, BCTPEUAOLIUXCS Y
JIeTe, CXOXK C TEeM, 4YTO HAONIOJaeTcsi y B3pOCHBIX MAlMEHTOB, TEM HE MEHEEe YacToTa
HEXEJATENIbHBIX PEaKIUN y JeTEH BBILIIE.
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MOJTy4EeHbI HA OCHOBAHUU CIIOHTAHHBIX COOOILIEHHIA)

IIpencraBieHHass 4acToOTa HEXENATENIbHBIX pPEaKUHMi OCHOBAHA HA KIMHUYECKOM  OIIBITE
IIPUMEHEHHS UTPAKOHA30J1a.

Hapywenus co cmoponsl UMMYHHOU CUCTNEMDbL!

OYCHb PEIKO: CHIBOPOTOYHAs OOJE3Hb, AHTMOHEBPOTUYECKHH OTEK, aHa(UIAKTHYECKHE,
aHa(UIAKTOUHBIE U AJIJIEPTUYECKHUE PEaKLINU.

Hapywenus memabonuzma u numaHusi:

OdeHb penKo: TUIEPTPUTITHLICPUICMUSL.

Hapywenus co cmopoHvl HepeHoU cucmembi:

OUYEHb PEIKO: TPEMOP.

Hapywenus co cmoponvl opeana 3penus:

OUYCHb PEJIKO: HApYyILIEHHE 3pEHNUs (BKIIOYasi HEUETKOE 3pEHUE, TUILIONHIO).

Hapywenus co cmoponul opeana cnyxa u iabupunma:

OYEHb PEJKO: CTOMKAs UM BPEMEHHAas I1OTEPs CIIyXa.

Hapywenus co cmoponul cepoya:

OYEHb PEIKO: XPOHUYECKAs CEpIEYHAsT HEJOCTaTOYHOCTD.

Hapywenus co cmoponbl 0bixamenbHol CUCmeMbl, Op2aHO8 2pYOHOU KIIeMKU U CPeOO0CMEeHUsL:
4acTO: OJBIIIKA.

Kenyoouno-kuweunvle napyuienus:

OYEHb PEIIKO: NAaHKPEATHT.

Hapywenus co cmoponbl neuenu u dceniesbleo0AWUX nymel:

OUEHb PEAKO: TSHKEIOE TOKCUUECKOE MOPAXKEHUE NEYEHU (B TOM YHCJIE HECKOJIBKO CIIy4aeB OCTpOM
NIEYEHOYHON HEJOCTATOYHOCTH C JIETAJIbHBIM HCXOJIOM).

Hapywenusi co cmopoHbl Kodcu u NOOKOMCHBIX MKAHEU.:

OUEHb PENIKO: TOKCUYECKUI 3MMIEpPMalIbHbIM HEKposin3, cuHIpoM CtuBeHca-/[)KOHCOHA, OCTpBIi
TeHEePATM30BAHHbIM HK3€HTEMATO3HBIM MyCTyJe3, MNOTUMOpQHAs 3pUTEMa, HKCHOIUATUBHBIN
JEPMATUT, JIEMKOIUTOKJIACTUYECKUI BACKYJIUT, aJIONELHUs, CBETOUYBCTBUTEIBHOCTD.

JlabopamopHvle u uncmpymenmanbHvle OAHHbIE:
OYCHb PEJIKO: TOBBIIIECHHE aKTUBHOCTH KpeaTHH()OCPOKMHA3HI KPOBH.

COO6H_ICHI/IC 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmiath 0 momo3peBacMbIX HEXeTaTeNbHBIX PeakusiX MOCie perucTpaiuy npenapara ¢
[EeNbI0  O0ECIeUEeHUs  HENpPEpHIBHOTO  MOHHUTOPHUHTA  COOTHOLICHMS  «II0Jb3a —  PHUCK»
JEKapCTBEHHOTO TMpemnapara. MeIuIMHCKUM pabOTHHKaM PEKOMEHIYeTCsl cooOLaTh O JOOBIX

IMOAO3pE€BACMBIX HEKCIIATCIIPHBIX PCAKIHAX JICKAPCTBECHHOI'O IIp€Iiapata 4Y€pe3 HAIMOHAJIbHBIC
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HKOHOMUYECKOTO COI03a.
Poccniickas @enepanvs

denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHcKast miiomanis, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJIEKOMMYHHKAIIMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMITOMBI

Cumntombl, HaOJIOJaeMble MPH TEPEIO3UPOBKE MTPAKOHA30JIOM, OBLIM COMOCTAaBUMBI C
J10303aBUCUMBIMU HEKEaTeNbHBIMU PEAKIUSIMU, HA0II0JaeMbIMU IIPU IPUMEHEHUU OOBIYHBIX 1103
npernapara.

JleueHue

Cneunduueckoro aHTHUIOTa HE CYLIECTBYeT. B ciiydae mnepeso3UpoOBKH CIEAyeT MPOBOJUTH
MOJJIEPKUBAIOLYI0 Tepanuio. MTpakoHa3o0i1 He BBIBOAWUTCA W3 OpraHU3Ma HpHU TeMOJUaIH3E.
Pexomenyercss 0OpaTUTHCS B TOKCUKOJIOTHYECKHHA IEHTP C IENbI0 KOPPEKTUPOBKU JICUCHUS TIPU
nepe03UPOBKE UTPAKOHAZOJIOM.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapMakoTepaneBTUYECKass Tpynmna: MTPOTUBOTPUOKOBBIE CPEICTBA CHUCTEMHOTO JIEHCTBUS;
MPOM3BOIHBIC TPHUA30JIa U TETPa30Ja.

Koxg ATX: JO2ACO02.

MexaHusM aeiictBus U dhapMakoaruHaMudeckre YO hEKTHI

WTpakoHa3on — CHHTETHYECKOE INPOTHBOIPHOKOBOE CPEACTBO IIMPOKOTO CIIEKTpa JeHCTBUS,
COZepiKalllee WTPAKOHA30Jl, IPOU3BOJHOE TpHazoyia. MeXaHM3M JCHCTBHS HUTpaKOHa30Jja
3aKITI0YaeTCsl B MHTHOMPOBAaHUHM OMOCHHTE3a IProcTepoiia — OCHOBHOTO KOMITOHEHTA KJIETOYHOU
MeMOpaHbl Tpuba, YYaCTBYIOIIETO B TOJJICPKAHUU CTPYKTYPHOM IIEIOCTHOCTH MEMOpaHBHI.
Hapyiienue cuHTe3a 3procreposia MpUBOAUT K M3MEHEHHUIO TPOHUIIAEMOCTH MEMOpaHbI U JIN3UCY
KJIETKH, YTO U 00yCIaBIMBAET MPOTUBOrPpUOKOBLIH 3 ekt mpenapara.

W TpakoHa30i1 akTUBEH B OTHOIICHWU HH(EKINH, BRI3BIBAEMBIX TPHOaMU:

Candida spp. (Bxmouas 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,
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Paracoccidioides brasiliensis, Penicillium malneffei, Sglo%ot;!giqggh”ex%tﬁ"f rlrléﬁ'orsligrgn Spp.

HtpakoHa3on Takke MOKas3al aKTUBHOCTh B OTHOIICHUU Epidermophyton floccosum, Fonsecaea
spp., Malassezia spp., Microsporum spp., Pseudallescheria boydii, Trichophyton spp. u apyrux
JIPOYKKEBBIX U TPUOKOBBIX WH(EKITUH.

Candida krusei, Candida glabrata w Candida tropicalis sIBASI0TCSI HAUMEHEE YYBCTBUTEIBHBIMU K
neiictButo utpakoHazona Bumamu Candida. In vitro pon Candida HECKOTbKO H30JUPOBAHHO
MOKAa3bIBAJI OAHO3HAYHYIO PE3UCTEHTHOCTh K UTPAKOHA30ITY.

OCHOBHBIMU THUIIAMU TPUOOB, pPa3BUTHE KOTOPHIX HE MOJABISETCS 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 SIBJISIETCS PE3YJIbTaTOM HECKOIBKHUX
reHeTuYecKux MyTauuid. OmucaHHbIE MEXaHW3Mbl Pa3BUTHS YCTOMYMBOCTH BKJIIOYAIOT B ceOd
runiepakcrnpeccuto reHa ERG11, xogupyromero depmenTt 14o-nemernnasy, KOTOPBIA SIBIISETCS
OCHOBHOM MUIIIEHBIO JEHCTBUS a30yioB, U Todeunble Mytanuu ERGI11, npuBoasimme k
YMEHBIIICHUIO CBS3BbIBAHUS (DEPMEHTOB C a30JaMH W/WUIU K aKTHBAIIMH TPAHCIIOPTHBIX CHCTEM, YTO
IPUBOIUT K YBEJIWYEHHUIO BbIBeACHMsS a3o0i0B. HaOmioganack mnepekpecTHas YCTOWYMBOCTH
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 HTPAKOHA30IY.

5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA

MakcumanibHass KOHIIEHTpAIMs MTpakoHa3oja B IUIa3ME€ JOCTUraeTcs B TeYeHUE 2—5 4 moclie
nepopaibHOro npuema. BenencTsue HennmHeHHON (hapMaKOKUHETHKH, UTPAKOHA30J HAKATIUBACTCS
B IUJJa3M€ KPOBHM INPU MHOTOKPAaTHOM Mpueme. PaBHOBecHas KOHIIEHTpALMsl MTPAKOHA30J1a, Kak
MpPaBWIO, JOCTUTAETCS B TEUYEHUE NPUMEPHO 15 1OHEH, mpu 3TOM 3HAYECHHUS] MaKCUMaJbHOU
koHIeHTpanuu (Cpax) HWTpakoHazoma coctaBistor 0,5 mxr/mun, 1,1 mxr/mn w 2,0 MKr/moi
COOTBETCTBEHHO Mocie nepopanbHoro BeeaeHusa 100 mr 1 pa3 B nens, 200 mr 1 pa3 B nens, 200 mr
2 pa3a B 1eHb. KoHEUHBIH IIepro/] MOTYBBIBEICHHUS OOBIYHO cOCTaBIsAeT 16—28 4 mpu OAHOKPATHOM
npueme U 34—42 4 npu MHOTOKpaTHOM mpueme. KoHIeHTpalus UTpakoHa30Jia B IUIa3Me KPOBHU
CHIDKAETCS 10 TPAKTUYECKH HEOINpEAeIsieMOro 3HadeHus B TeueHue 7—14 pgHeld mocie
MpEKpaIIeHus] Tepanuu B 3aBUCHUMOCTH OT Ha3HAUYEHHOW J103bl U MPOJOJKUTEILHOCTU JICUCHHUS.
OO0mmee cpemHee 3HAYCHHE KIUPEHCA WTPAKOHA30Ja B IJIa3M€ NPU BHYTPUBEHHOM BBEIACHHU
coctapisieT 278 mi/mMuH. KimupeHc uTpakoHa3zona yMEHbBIIIAETCs TP 00Jiee BRICOKUX /103aX B CBSI3HU

C HACBIIICHUEM ITyTeH ero MeTaboJIM3aIliy B IICUCHH.

AOGcopbuus
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HEM3MEHEHHOTO UTPAKOHA30JIa B IUIa3ME JIOCTUTAlOTCAd B TE€UEHUE 2—5 4 Mocie MmepopaibHOro
npreMa Karcynbl. AOCONIOTHas OMOJOCTYITHOCTh HMTPAKOHA30Jia IMOCNe TepopaIbHOro IpHueMa
cocraBisieT okoio 55 %. Ilpu mnepopalibHOM NpPHUMEHEHUH MaKCUMallbHas OMOJIOCTYMHOCTH
UTPaKOHAa30J1a OTMEYAeTCs IPU MPUEME KarlCyll cpa3y Mocie ebl.

BcacreiBanue HUTpaKOHa30Jla B KallCyJaX CHHUKCHO Yy MAIUCHTOB C HOHMKEHHON KUCIOTHOCTBIO
KEIYJI0YHOTO COKa, HampuMep, Ha oHe mpreMa MpenapaToB, MOJABISIFOIIMX CEKPEIHIO COJISTHOM
KHUCJIOTBI B JKelyAKe (TaKuX KaK aHTaroHUCTbl H,-THCTaMHHOBBIX pELENnTOpOB, HMHTHOUTOPHI
IPOTOHHOM TOMIIbI), WJIM Yy NAIMEHTOB C axJOprujpueil Ha (oHE pPa3NUYHBIX 3a00JIeBaHUI.
BcacriBanue HUTpAaKOHa30Jla HATOMAK Yy TaKUX TMalUCHTOB YBCIIMYUBACTCA TIpU HPUCMC
HUTpAaKOHAa30JIla B KallCyjlaX OJHOBPCMCHHO C KHUCJIBIMW HAITUTKaAMU (TaKI/IMI/I KaK HC€ AUCTHUYCCKas
kona). [Ipu mpueme urpakoHaszosa B Karcynax, B o3¢ 200 Mr oTHOKpaTHO HATOIIAK COBMECTHO C
HEJIUETUYECKOM KOJIOW TMOCie TMPEeIBapUTEILHOIO MpHeMa aHTaroHucra H2-THcTaMHUHOBBIX
PCUCIITOPOB paHUTHWHA BCACBIBAHHUC UTPAKOHA30JIa 6]:1)10 COIIOCTaBUMBIM C BCAaCbhbIBAHUEM
UTpaKOHAa30J1a B KaIcynax, Mpy NpueMe TOIbKO JAHHOTO Mperapara.

DKCHO3ULMS UTPAKOHA30JIa HIDKE MPU NMpPUEME UTPAaKOHAa30ja B BHUJAE KaICyJd MO CPABHEHHIO C
9KCIIO3ULIMEN UTPaKOHA30JI1a IPU MIPUEME TOM ke A03bl B BUE pacTBOpa JJIsl IpreMa BHYTPb.

Pacnpenenenue

Utpakonazon Ha 99,8 9% cBs3bIBaeTcst C O€nKaMH IUIa3Mbl, B OCHOBHOM C albOyMHUHOM
(TMAPOKCUUTPAKOHA30J CBSA3bIBAETCS € aabOyMuHOM Ha 99,6 %). Takke OTMEUEHO CPOACTBO K
aunuaaMm. B HecBsA3aHHOM BHe B Iia3me ocraercs Toibko 0,2 % wurpakonasona. Kaxynuiics
o0wem pacmpenenenus > 700 11, 4TO CBUACTEIBCTBYET O €r0 3HAYUTEIHHOM pACIpE/ICICHUH B
TKaHsAX. KoHIIeHTpaluuu B JIETKUX, MOYKaX, KOCTAX, JKEIIy/AKE, CEJe3eHKEe M MbIIIax B 2—3 pasa
BbIIlIE, YEM COOTBETCTBYIOLIME KOHIIEHTpAIMM B IIa3Me, IIPU 3TOM KOHIIEHTpAlMs Mpenapara B
TKaHSIX, COJIepKAIlUX KepaTHH, OCOOCHHO B KOXe, MPUMEPHO B 4 pa3a MpeBbIIIAeT KOHLEHTPALINIO
B mazme. KoHIleHTpanus B CIMHHOMO3TOBOM JKUKOCTH 3HAYUTEIHHO HIDKE, YEM B IIa3Me KPOBH,
TEM HEe MeHee, ObUIa MPOAEMOHCTPHPOBaHA FPPEKTUBHOCTh UTPAKOHA30JIa TIPOTUB BO3OYIHUTEICH
MH(}EKINHA, TPUCYTCTBYIOIINX B LIEPEOPOCTTMHATILHOM KUAKOCTH.

Buorpancdhopmarims

Kak Obuto mokazano B uccienoBanusix in vitro, CYP3A4 sBisercs OCHOBHBIM H30(EpPMEHTOM,
YyYacTBYIOUIMM B MeTa0oju3Me HTpakoHa3ona. MTpakoHa3od TOABEpraercsi akTUBHOMY
MeTaboIM3My B TEUEHH C 0Opa30BaHMEM MHOXKECTBa MeTa00auTOB. OCHOBHBIM METaOOIUTOM
ABJISIETCS TUAPOKCUUTPAKOHA30J, KOTOPBIN in vifro 00iajaeT MpOTUBOIPUOKOBOM aKTUBHOCTHIO,
COITOCTaBUMOM ¢ UTpaKoHa30JI0M. KoHIleHTpaluy ruipOKCUUTPaKoHa30J1a B IIa3Me IPUMEPHO B 2
pa3a MpeBBIIA0T KOHIIEHTPALUIO UTPAKOHA301a.
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(MOCNEOOBATENBLHOCTL 0002)

OIMMUHALNS

WtpakoHa3071 BEIBOIUTCS MPEUMYLIECTBEHHO B (JOPME HEAKTHBHBIX META00IUTOB ¢ MO4OH (35 %)
u kasoM (54 %) B TedueHue OJHOUN HEJENU MOCie MprueMa pacTBopa Ui mprueMa BHYTpb. [louednas
9KCKpEeLHUs UTPAKOHA30JIa U €r0 aKTUBHOTO MeTaboIuTa TUAPOKCUUTPAKOHA30Ja COCTABIISIET MEHee
1 % or no3sl mpenapaTta, BBEICHHOW BHYTpPUBEHHO. Ha OCHOBaHWM pe3yibTaTOB H3y4YEHUS
(bapMaKOKMHETHKU C-meuenoro npenapara Iocjie IepOopabHOrO MpHEMa  BBIBEACHUE
HEM3MEHEHHOT0 UTPaKOHa30J1a ¢ KaJioM BapbupyeT oT 3 % 10 18 % npuHsSTON 103BI.

[Tockonbky mepepacnpesiefieHue HMTpPaKoHa30jla M3 TKaHEH, coAep)KalluX KepaTHH, SBISETCS
HE3HAYUTENIbHBIM, BBIBEJICHUE MTPAaKOHA30Ja M3 OTHUX TKAHEW CBSI3aHO C pereHepanueit
snuaepmuca. B oTinure OT mia3Mbl KPOBHU, KOHIEHTpAIMs UTPAKOHA30J1a B KOXKE COXPaHSETCs B
TeueHue 2—4 HejeNb MOCie MpeKpanieHus: 4-HeIeTbHOrO JICUEeHUs], a KOHLEHTpAlUs B KepaTUHE
HOTT#, TIe UTPAKOHA30J] MOKET ObITh OOHapyXeH yke uepe3 1 Helenro mocie Haudajia JeueHus,
COXpaHsSeTCA MO KpaHEeW Mepe B TEUEHHUE LIECTH MECALIEB MOCIEe OKOHYAHUS 3-MECSYHOr0 Kypca
JICYECHUSL.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

caxapHas KpyIkKa [caxapo3a, maToka KpaxmajibHasi |

TUIIPOMEILI03a

nonucopOat 80

KapOOKCUMETUIIKpaxMai HaTpHs

HaTpHs JTaypriICcyIb(ar.

IInenounas obonouxka neinem

makporoa 6000, maxporoia 200.

Kancynvl meeposie scenamunosoie

BOJIa, KPaCHUTEINIb COMHEUHBIN 3aKat xentbiid (E110), TuTana auoxkcua, KeaaTHH.

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs)

2 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3alIUIIEHHOM OT CBETa MECTE MpHU TemIiepatype He Boie 25 °C.

6.5. XapakTep ¥ coaepkaHue NePBUYHON YIIAKOBKHU

ITo 5, 6, 7 unu 10 Karncysn B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY M3 IJIEHKHU MOJUBUHUIXJIOPUIHON U
(donbru aIOMUHUEBON MEYaTHOM JTaKUPOBAHHOMA.

ITo 1, 2 unm 3 KOHTYpHBIE TUEHKOBBIEC YIIAKOBKU 10 S5, 6, 7 Kancyn unu no 2, 3, 4, 5, 6 KOHTYpHBIX
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SYEUKOBBIX yMakoBOK Mo 10 kamcyn BMecTe ¢ HHCprKhl;}gﬁ:r;@%ﬁélI@EMMgﬁiﬁo'f% HaYKy

U3 KapTOHA
6.6. OcoOble Mepbl TMPEIOCTOPOKHOCTH NPH  YHHUYTOKEHMH  HMCIHOJb30BAHHOIO
JIEKApPCTBEHHOI'0 Npenapara uJjd 0TX0/10B, NOJy4YeHHBIX N0cJIe IPUMeHEeHHs JIeKAPCTBEHHOI0
npenapara u Apyrue MAaHHUIYJISIHHH € IPenapaToM.

Het oco6b1x TpeGoBaHuii.

7. AEP)KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

000 «Dopmyna-DPy»

109443, r. MockBa, Bonrorpaackuit mpocnekt, nom. 139, oduc 10.

7.1. IlpeacTaBUTENb J€PsKATE/ISI PETHCTPALMOHHOIO YI0CTOBEPEHH

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @enepanus

AO «ABBA PYC»

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

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

8. HOMEP PEI'UCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. JTATA TEPBUYHOH PETMCTPAIIMM (IIOATBEPXKJIEHWS PETUCTPAILIMU,
INNEPEPETUCTPALINN)

JlaTa niepBoi perucTpanuu:
10. JATA IEPECMOTPA TEKCTA
OO1m1ast xapakTepUCTHKA JIEKapCcTBEHHOTo IpenapaTta MTpakoHa30i 10CTymHAa HAa MH)OPMAIIHOHHOM

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

«uaTepuer» https://eec.eaeunion.org/.
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