COOTBETCTBYET ZKCNEPTHOMY OTUETY

Ne 29457

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Ntpaxonason, 100 mr, karcyisl

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JelicTByrolee BENIECTBO: UTPAKOHA30IL.
Kaxxnas kancyna comepxut 100 Mr utpakonasoJa (B BUIE UTPaKOHa301a meyieT — 455 mr).

BemecTBa, HalMunMe KOTOPBIX HANO YYMTHIBATH B COCTaBE JICKAPCTBEHHOI'O IIpernapara: HaTpui,
caxapo3a, KpacuTelnb coIHeuHbIH 3akaT xkenthiii (E110) (cM. pasznen 4.3, 4.4).

[Tonublii nepeyeHs BCIIOMOTaTeIbHbIX BEILIECTB MPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

Kancynsr.

TBepasie xenmaruHOBBIe Karcynbl Ne 0 opamkeBoro npera. Coaepkumoe Karcyn — cepuueckue
rpaHyiibl OT 0€JI0ro 0 MOYTH OENoro IBeTa.

4. KINMHUYECKHUE JAHHBIE
4.1. ITokazaHusl K NPUMEHEHHUIO

Ntpakonasoi noka3zaH K IPUMEHEHHUIO Y B3pOCIbIX U JIeTei oT 3 10 18 ner.
— IlopakeHne KOXXU U CITU3UCTHIX 000JI0YEK:
— BYJIbBOBarMHAJIbHBIN KaHAHU]I03;
— OTpyOeBUAHBIN JTHUILIAN;
— JIepPMaTOMHUKO3BI;
—  KaHJUO03 CIU3UCTON 000JIOYKH MOJIOCTH PTa;
— TrpuOKOBBIN KEpaTHT;
— OHHUXOMHKO3bI, BEI3BaHHBIC JIepMaTOPUTAMU U/WUITH APOXOKETIOJOOHBIMU TprOaMu;
— CHCTEMHbIE MUKO3bI:
— CHCTEMHBIN acnepruiuie3 U KaHIua03;

— KpUIITOKOKKO3  (BKJIIOYash KPUINTOKOKKOBBIM MEHHMHIUT): y MAlUEHTOB C
UMMYHOAE(PUIIMTOM U y BCEX MAIMEHTOB C KPUNTOKOKKO30M I[EHTPAIbHON HEPBHOM
CHUCTEMbI UTPaKOHA30J JOJKEH Ha3HA4yaThCsl TOJIBKO B ClIydasiX, €ClId Ipernaparbl
NEepBOM JIMHUU JICUEHUSI HE TPUMEHUMBI B JAaHHOM Cily4ae Wi He () ()EeKTUBHBL

— THUCTOILIA3MO3;
— 0JIaCTOMHKO3;

— CIIOPOTPHXO3;
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— MNapaKOKOUANOUIOMHKO3;

— MpOYHUE PEIKO BCTPEUAIOIINECS CUCTEMHbBIE HIIM TPOMUYECKIE MUKO3BI.
4.2. Pe:xum 103MpPOBaHUA U CIIOCOO MPUMEHEeHM I

PexxuM no3upoBaHusa

ITokazanue Hoza [IponoKUTENBHOCTD JI€UEHUS

BynbBoBarunanbHbii kanaua03 | 200 mr 2 pasza B CyTKU WA 1 neus nnu 3 gHs
200 mr 1 pa3 B cyTku

OTpyOeBUIHBIN JHIIIAN 200 mr 1 pa3 B cyTku 7 nHeun

Hepmatomuko3bl rnagkoi koxu | 200 mr 1 pa3 B CyTKH win 7 mHeHd nnu 15 muen
100 mr 1 pa3 B cyTku

[Topaxxenus 200 mr 2 pa3a B CyTKH WU 7 nueit unu 30 nHen
BBICOKOKEPATUHU3HPOBAHHBIX 100 mr 1 pa3 B cyTku
o0nacTeil KOXXHOTO IOKpPOBa,
TaKUX KaK KMCTU PyK U CTOIIBI

Kannunos cnusucroit 060m0uku 100 mr 1 pa3 B cyTku 15 nueit
MOJIOCTH pTa

BuonoctynHoCTh HTpakoHa30Ja MPH MEPOPATHLHOM MPUEME MOXKET ObITh CHM)KEHA y HEKOTOPBIX
NAllMEHTOB C HAPYUIEHHbBIM MMMYHHUTETOM, Hamnpumep, y OOJBHBIX C HEUTpoNeHHeH, OOJIbHBIX
CIINdom miu ¢ nepecakeHHbIMU opraHaMu. CieoBaTenbHO, MOXKET MOTPEOOBATHCS IBYKPATHOE
YBEJIIMYEHHUE JT03BI.

I'pubKoBEIif KepaTut 200 mr 1 pa3 B cyTku 21 nesp

JUTNTENbHOCTD JIEYEHUSI MOXKET
OBITH CKOPPEKTHUPOBaHA B
3aBUCUMOCTH OT YJIy4IICHHUS
KJINHUYECKOW KapTHUHbI

OHUXOMUKO3bL, BbI36AHHBIE 0EPMAMOPUMAMU U/UTU OPOAHCHCENODOOHBIMU U NIECHEGLIMU 2PUOAMU

EOBI)I " IPOAOJIKUTCIIBHOCTD JICHCHUSA

Onuxomuko3svl — nyivc-mepanus | OIUH Kype IyJIbC-TEPANINN 3aKJIIOUAETCS B €KEHEBHOM
npueMe 1o 2 Kancyssl npenapara MtpakoHnason nBa pa3a B
cytku (1o 200 Mr 1Ba pa3a B CyTKH) B TE€UECHUE OHON HEJEINH.
J51a nedeHust TpuOKOBBIX MOPAXKEHUH HOTTEBBIX TIACTUHOK
KHCTeH peKOMEHIyeTcs ABa Kypca. J{is nedenus rprOKOBBIX
MTOPAKEHUM HOI'TEBBIX IJIACTUHOK CTON PEKOMEHIYETCS TPH
Kypca. [IpoMexyTok Mexny KypcaMu, B TEUEHHE KOTOPOI'O HE
HY>KHO [IPUHUMATH IIperapar, COCTaBIsAET 3 HEEIN.

Kinanueckue pe3ynbTarsl CTaHYT OUYE€BHUAHBI MIOCTIE OKOHYAHUS
JICYEHUs, IO Mepe OTpacTaHusl HOTTeHl.

Jlokanu3anmust OHUXOMHKO30B 1-a 2-9 3-g 4-g 5-5 6-1 T-s1 8-a 9-g
Hen. | Hen. | Hen. | Hen. | Hen. | Henm. | Hend. | Hem. | Hen.

[TopaxxeHne HOTTEBBIX 1-i1 | Hememnn, 2-1 | Hememnn, 3-i
IJJACTHHOK TAJIbIIEB CTOII C Kype CBOOOIHEIC OT Kypc | cBOOOAHBIC OT KypcC
MopaXeHHeM Ui 6e3 npueMa npenapara npueMa npenapara
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MOPAKEHUSI HOTTEBBIX HtpakoHa3ou | ek omazon’ - - MY
TJIACTUHOK TTJIBIIEB KUCTEU
[TopaxeHne HOTrTEeBBIX 1-11 Henenn, 2-i
MJIACTUHOK KUCTEH Kypc | cBOOOAHBIE OT Kypc

npueMa npenapara

HrpakoHason
OHUXOMUKO3bl — HENpPepbI8HOE Jo3a [Ipo10mKUTENBHOCTD JIEUEHUS
JeyeHue
[Topaxenue HOT'TEBBIX ITo 200 mr B cyTKHM 3 mecdna

IJIJACTUHOK CTOIl C MOPaXEHUEM
nin 0e3 TMOPaKEHHS HOTTEBBIX
IUTACTUHOK KUCTEN

BriBenieHre UTpakoHa3o0jda M3 KOXKM M HOITEBOM TKAaHM OCYILECTBISETCS MEUIEHHEE, YEM U3
m1a3Mbl. Takum o0pa3oM, ONTUMaNIbHBIE KIMHUYECKUE U MUKOJOTHUECKUE 3P (HEKThl JOCTUTAIOTCS
yepe3 2 — 4 Helelln 1ociae OKOHYaHUSI JICUeHHs! TPH MHQEKIUAX KOXKH U depe3 6 — 9 MecsIeB nocie
OKOHYaHUs JICYEHUSI HOI'TEBbIX MH(EKIIHUH.

Cucmemmvie MuKo3vi
ITokazanue Ho3za Cpennsis 3aMmeuaHus
MPOJIOKUTENIBHOCTh
nedeHus™
Acnepruies 200 mr 1 pa3 B 2 — 5 mecsaueB YBennuuts 103y 1o 200 mr
CYTKH 2 pa3a B CyTKM B clly4ae
WHBa3HBHOTO WIH
JTUCCEMHUHUPOBAHHOTO
3a00y1eBaHUS
Kanaunnos 100 — 200 mr 1 ot 3 Hezenb 110 7 VYBenuuuth 103y 10 200 mr
pa3 B CyTKH MecsI1IeB 2 pa3a B CyTKH B CiIy4yae
WHBA3UBHOIO WJIH
JIMCCEMUHUPOBAHHOTO
3a0oJieBaHus
Kpuntokokko3 200 mr 1 pa3 B OT 2-X Mecs1ieB 10 1

(KpomMe MEHHHTHUTA)

CYTKHU

roaa

KpunTokokkoBbIii 200 mr nBa oT 2-x Mecsines 1o 1 | [TogaepxuBaromiast Tepanus
MEHUHTUT pasa B CyTKH roja — cM. pazznen 4.4
I'ucronmazmos ot 200 mr 1 8 Mecs1ieB

pa3 B CYTKH 110

200 mr nBa

pasa B CyTKH
brmactomuko3s ot 100 mr 1 6 MecsleB

pa3 B CYTKH 110

200 mr nBa

pasa B CyTKH
Cnoporpuxo3s 100 mr 1 pa3 B 3 Mecsna

CYTKH
[Tapakokuanouo- 100 mr 1 pa3z B 6 Mecs1eB Jannbie 00 3¢ heKTUBHOCTH
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MHKO3 CYTKH e A A0 NO3HPOBKH ist — -~
JCYCHUS
NapaKOKIIUJINOHIOMHUKO3a Y
6onbHBIX CITH Tom
OTCYTCTBYIOT.

XpOoMOMUKO3 100 — 200 mr 1 6 Mecs1eB

pa3 B CYyTKH
* - TIpPOJOJDKUTEIBHOCTh JICYCHUS MOXKET OBITh CKOPPEKTHPOBaHa B 3aBHCUMOCTH OT

3¢ PEeKTUBHOCTH JICUCHHUSI.

Oco0ble rpynibl MalueHTOB

J]uua nooaicus10co so3pacma

JlaHHbIE O MPUMEHEHUU UTPaKOHA30Ja B KarcCyJax, JUisl JICUYCHUs MAlMEeHTOB MOXUIOro BO3pacTa
orpaHuyeHsl. PexomeHayeTcs HCmosib30BaTh mpenapar VTpakoHa3onm [isl JieUEeHHs NaIlMeHTOB
JAHHOM KaTeropuu, TOJbKO €CJIHM OXHUJaemasl MoJib3a OT JICUEHHUS MPEBBIINIACT MOTEHIUATbHBIN
puck. [Ipu BeIGOpe 10361 penaparta JiIs JIeYSHHs TOKUIIbIX MallMeHTOB PEKOMEHYETCsl YUUTHIBATh
CHIDKCHHE (DYHKIMH TICYEHH, MOYEK W CepJlla, yalle BCTPEYAIONIMXCsS B TMOXKUIOM BO3pacrte, a
TaK)Ke HAJIMYUE COMYTCTBYIOMINX 3a00JIeBaHU WIIM IPUEM JPYTUX JIEKAPCTBEHHBIX CPECTB.

Hab}ueHMbl C NOYEeUHOU HeOOCMAmMoO4HOCbIO

JlaHHBIE O IPUMEHEHHH NEPOPAIBHOTO MTPAKOHA30JIa JJIA JICUYCHUS NAlUCHTOB C HapYIICHHUAMH
(GyHKIMM TOYEK OrpaHWYEHbl. Y  HEKOTOPBIX  MAlMEHTOB, CTPAJAlOIIUX  IOYEYHOU
HEI0CTaTOYHOCTBIO, SKCIIO3UIUS UTPAKOHA30J1a MOXKET OBbITh CHIKeHA. ClleyeT ¢ OCTOPOKHOCTBIO
Ha3HAyYaTh Mpernapar JaHHOW KaTeropuy MalKMeHTOB, B HEKOTOPBIX CIIy4asx MOKET MOoTpeOoBaThCs
MU3MEHEHHE J03bl JIEKAPCTBEHHOTO IIpernapara.

Hab}ueHMbl C NeYeHOYHOU HeOOCMAMoOYHOCMbIO

JlaHHbBIE O MPUMEHEHHH MEPOPATIBHOIO MTPAKOHA30ja I JCYEHUS NAlUEHTOB C HapYyIICHUSIMH
¢byHkuuu medeHH orpaHudeHbl. CienyeT ¢ OCTOPOKHOCTBIO Ha3HauyaTh Ipernapar JaHHOU
KaTeropuu NalueHTOB.

CTH

JlanHblEe 0 IPUMEHEHUU UTPAKOHA30J1a B Karcysax, AJs JeueHus neteil orpannyeHsl. [Ipumenenue
npenapata MtpakoHazon, 1uist JIedeHus AeTell He PEKOMEHIyeTCs, 3a UCKIIOUEHUEM CIIyyaeB, Korjaa
OKujiaemasl 1oJib3a OT JICUEHUS MPEBbIIIaeT NOTEHIUATbHBIN PUCK.

Cnoco0 mpuMeHeHus

Buytps. [{ns ontumansHoi abcopOimu npenapata HeoOX0AMMO MPUHUMATh KaICyJsbl cpasy Mocie
eabl. Kancymel cneayer rinorath HETUKOM.

4.3. IIpoTuBONOKA3aAHUSA

- ['MnepuyBCTBUTENBHOCTh K UTPAKOHA30Jy WM K JIFOOOMY M3 BCIIOMOTATENbHBIX BELIECTB,
MEepEUYUCIICHHBIX B pazjene 6.1.

- CoBMecTHOE NMPUMEHEHHE HUTPAKOHA30j]a C MpenapaTaMu — cyOcTpatamu Hu3odepmeHTa
CYP3A4 Moxer yBenuuMBaThb KOHLEHTPALMIO IIpernapara B IUIa3Me, YCUJIMBaThb WIIU
IIPOJIOHTUPOBATh TEPANEBTUYECKUNA U HEXenaTeabHble Y3PPEKTh, KOTOPblE MOTYT BbI3BAaTh
MIOTEHLIMAJIbHO ONACHYI cuTyaluto. Hampumep, NoBbIIIEHHE KOHLEHTPAlUU B ILIa3Me
HEKOTOPBIX IIpenapaToB MOXET BbI3bIBaTh y/uIMHeHHe uHTepBana QT u cepaeunyro
TaXMapUTMUIO, BKIIOYas CIyyau JABYHAIpPaBICHHOW BEpEeTEHOOOPA3HOM KeTyZOYKOBOM
Taxukapauu, hataabHON apuT™MuH (CM. pasaen 4.5).
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4.5), TaKuX Kak:
JICBAICTUIMETAA0J, MCTAaA0H,
IU30THpaMu], TOPETHITUA, IPOHEAAPOH, XHHUUH;

TEIUTPOMHUIIMH Yy TMAalUEHTOB C HAapyIICHUSIMHU (YHKLIMU TOYEK WIM TEYCHH TSDKEION
CTCIICHU;

TUKarpenop;
rajio(haHTpuH;
- aCTeMU30J1, MH30JIaCTHH, Tep(eHaNH;

QJIKaJION/Ibl  CHOPBIHBM: JIUTHAPO3PIOTAMHUH, 3PrOMETPUH (SPrOHOBHH), 3pPrOTaMUH,
METHIIDPrOMETPUH (METUIIPTOHOBUH ), JIETPUNITAH;

WPHUHOTEKAH;
JTypa3uIOH, MUIa30JIaM JIJIs IEPOPATBLHOTO TprUeMa, TMMO3H]I, CEPTUH/IOIN, TPHA30JIaM;
Oenpuut, GesToIUIIH, JICPKAHUIUTTHH, HUCOJITUITHH;

nBaOpaJnH, paHOJIa31H;

ATUICPEHOH;

LU3aIpul, JOMIIEPULOH;

JIOBACTaTUH, CUMBACTaTUH, aTOPBACTATHUH,

($he30TepoANH y MAlMEHTOB ¢ HEJOCTATOYHOCTHIO (PYHKIIMH MOYEK WM MEYEHU YMEPEHHOMN
WA TSOKEI0u CTCIICHHU, COJII/I(I)eHa]_II/IH Yy NaliuCHTOB C HCAOCTATOYHOCTLIO (byHKI_[I/II/I IIOYCK
TSDKETION CTENEHW W C HEIOCTATOYHOCTHIO (YHKIIUM TIEUYEHU YMEPEHHOW WM TSKEIOU
CTEIEHU;

KOJIXUIIUH Yy MAIIMCHTOB C HAPYIICHUAMU (byHKHI/II/I IECYCHU HUJIN ITOYCK.

XpoHuyeckasi cepledyHas HEIOCTaTOYHOCTh B HAcTOsllee BpeMs WM B aHamHe3e (3a
UCKITIOYEHUEM Teparuy >KU3HEYTPOXKAIOLIUX UM IPYruX omacHbIX WHpeknuii. CMm. pa3aen
4.4).

Henepenocumocth GpyKTO3bI, ACHUIUT caxapa3bl/M30MajabTasbl, TIFOKO30-TalaKTO3HAs
MababcopOIus.

Jerckuii Bo3pacT 10 3 JerT.

bepeMeHHOCTh (32 MCKIIIOUEHUEM CITy4aeB, YIPOKAIOIIMUX JKU3HHU, U €CIH O0)KHMJIaeMBbIi
MOJIOKUTETBHBINA 3(PQEKT Ui MaTepu MPEBBILIAET BO3MOXKHBIN Bpea AJIs MJI0/1a) U TPYAHOE
BCKapMJIMIBaHHE.

4.4. OcoOble ykazaHusi U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

C 0CTOPOKHOCTBIO

Crnenyet cobito1aTh OCTOPOKHOCTH IIPU MPUMEHEHUH TIpernapara y MalueHToB Ipu

LUPPO3€ [ICUECHH;
TSDKETIBIX HapyIIEHUSX (PYHKIUU TIEUEHH U TIOYEK;

TUIIEPYYBCTBUTEIILHOCTHU K IPYTUM a30J1aM;
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- y JAETeN;

- Y NaMEHTOB IMOXXUJIOI0 BO3pacTa.

Oco0sle yKa3zaHus

Bruanue na oeasmenvrnocmo cepoya

B wmccnenoBanmm Ha 3M0pOBBIX JOOPOBOJBIIAX HMTPAKOHA30JIa JJISI BHYTPHBEHHOTO BBEICHHS
OTMEYAIOCh Mpexojsiiee O0ecCCHMITOMHOE YMEHbIICHHE (pakLIuu BHIOpOCA JIEBOTO KeNmyI0uKa,
HOpMaJIM30BaBIIeecs 10 ciexyroneld nH}y3un npenapara. Knnmanueckas 3Ha4NMOCTD MTOJTyYEHHBIX
JTAHHBIX JJIS IEPOPATBHBIX JIEKAPCTBEHHBIX ()OPM HEM3BECTHA.

Htpakonazon o0namaer oTpunaTeabHBIM HHOTPOMHBIM A dexTom. Coobmanocs o ciydasx
XPOHHUYECKON CEPIEYHON HEOCTATOYHOCTH, CBSA3aHHBIX C IIPUEMOM UTpakoHas3oua. lIpu cyrounoit
no3e 400 wMr wTpakoHaszona HaOMOJATOCh OoJiee YacToe BO3HUKHOBEHHE CEPICYHOM
HEJOCTATOYHOCTH; MPH MEHBIIUX CYTOUHBIX 032X TAKOH 3aKOHOMEPHOCTH BBISBICHO HE OBLIO.
Puck  BO3HMKHOBEHHS  XPOHHYECKOM  CEpPACYHOM  HEJOCTATOYHOCTH  MPEANOJIOKUTEIHHO
IIPONOpLUOHANIEH cyTouHON no3e. Ilpenapar MrpakoHa3on He ciaeAyeT IPUHUMATh MAlUEHTaM C
XPOHUYECKOW CEpIAEYHOM HEAOCTAaTOYHOCTHIO WJIM € HAJIU4YMEM 3TOr0 CHMITOMOKOMILIEKCA B
aHaMHe3€, 3a HCKJIIOYEHHEM CJIy4aeB, KOrJa BO3MOXHAas MOJb3a 3HAYUTEIIBHO MPEBOCXOAUT
MMOTEHUMAIbHBIN pucK. [Ipn MHAMBUIYaNbHON OLIEHKE COOTHOLIEHUS MOJb3bl U PHUCKA CIENYET
MPUHUMATh BO BHUMaHHUE Takue (DaKTOPBI, KaK CEPhe3HOCTh MOKA3aHHM, PEKUM JO3HPOBAHUS H
WHIUBUAYaAIbHbIE (DAaKTOPbl PUCKAa BO3HUKHOBEHMS CEpPICUHON HEAOCTATOYHOCTH (MIIEeMHYECcKas
00Je3Hb cepAla, TOpPAKEHHUS KIAMaHOB, OOCTPYKTHBHBIE OOJIE3HM JIETKHX, [MOYeYHas
HEJOCTaTOYHOCTh M Jpyrue 3a00JIeBaHUsA, COMPOBOKIAIOUIMECS OTeKamH). TakuxX MalueHTOB
HeoOxomuMo mMpouH()OPMHPOBATH O TNpPH3HAKAX M CHMITOMAaX XPOHUYECKOW cepaeyHOM
HEJIOCTATOYHOCTH M CJEINUTHh 3a UX IOSABJICHHEM BO BpeMs Kypca JjedeHus. [Ipum mosiBneHun
MOI0OHBIX MPU3HAKOB IIpHUeM MpemnapaTta MTpakoHa30s1 HE0OXOUMO MIPEKPATUTb.

VYrpoxaroniye XM3HU apuUTMHUHM CepAlla W/WM BHE3alHas CMEPTh OTMEYANUCh y MAI[MEHTOB IpH
OJIHOBPEMEHHOM MPUMEHEHUU METaI0HA.

brokaTopsl KalbLMEBBIX KaHAJIOB MOTYT 00JaJaTh OTPULIATEIbHBIM HHOTPOIHBIM 3(QeKTom,
KOTOPBI MOXeET OBbITh aJJUTHBHBIM IO OTHOWICHHIO K 3(deKkTy uTpakoHazona. Kpome Toro,
WTPAKOHA30Jl MOXKET HMHTHOMpOBaTH META0O0JMM3M  OJOKATOPOB  KaJbIIMEBBIX  KaHAJIOB.
CrnenoBarenbHO, CIIEQYeT MPOSBIATH OCTOPOXKHOCTb MPU  OJHOBPEMEHHOM NPUMEHEHHUHU
WTpaKoOHa30J1a U 0JIOKATOPOB KAIBIIMEBBIX KAHAJIOB M3-3a MOBBIIIEHUS PUCKA 3aCTONHOM cepaeuHOi
HE/I0CTaTOYHOCTH.

Jlexapcmeennvie 83aumooeticmaus

OnHOBpEMEHHBIN IPUEM HEKOTOPBIX JIEKAPCTBEHHBIX IIPENAPATOB C HUTPAKOHA30JIOM MOXKET
MPUBECTH K M3MEHEHUIO B 3(P(EKTUBHOCTH HTPAKOHA30Ja W/WIM OJHOBPEMEHHO MPHUMEHSEMbIX
JIEKapCTBEHHBIX IPENapaToB, BOZHUKHOBEHUIO OMACHBIX JUISI KU3HU MOOOYHBIX PEaKIMA /WK
BHe3anHou cmeptu. [IpenapaTsl, KOTOpbIe HENIb3s MPUHUMATH OJJHOBPEMEHHO C UTPAKOHA30JI0M, HE
PEKOMEH/IOBaHHBIE  JJI1  OJHOBPEMEHHOTO TNPUMEHEHUS W/MIW  pPEKOMEHJOBaHHBIE  JUId
OJIHOBPEMEHHOT'O IPUMEHEHUS C UTPAKOHA30JIOM C OCTOPOKHOCTBIO, IEPEUUCIIEHBI B pa3aeine 4.5.

Ilepexpecmnas cunepyyscmeumenbHOCMb

HaHHBIe B OTHOIICHUHN HAJINYUA HepereCTHOﬁ TUNICPYYBCTBUTCIBHOCTHU MCKAY UTPAKOHA30JIOM U
JIPYTUMH  TPOTUBOTPUOKOBBIMH CPEJICTBAMH C a30JIbHOMW CTPYKTYpOW (M3 TPYMIbl a30JI10B)
orpanudeHsl. [Ipy HaJIMYUU rUNIEPUYBCTBUTEIILHOCTH K IPYTUM a30J1aM CIEAYeT C OCTOPOKHOCTBIO
Ha3HAYaTh UTPAKOHA3OJL.

Bzaumozamensemocmo
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WTPAKOHAa30Ja B BUJE pacTBOpa sl IpHeMa BHYTPb, BBUY TOr0, YTO IKCIIO3MIMS UTPAKOHA30ja
BBIIIIE TIPU UCTIOJIb30BaHUH €ro B (popMe pacTBOpa AJis IprueMa BHYTpPb, 4YeM B (hopMe Karicys, Jaxe
IIpU IPUEME OJJMHAKOBBIX /103 UTPAKOHA30J1a.

CHudicennas KuCiomHoCmp cheﬂy()OllHOZO coKa

IIpy CHUXKEHHOM KHUCIOTHOCTH JKEIyJOYHOIO CcOKa aOcopOLus HWTpakoHa3oja U3 Karcyll
Hapymaercd. IlanueHTaM CcO CHUKEHHOW KHMCIOTHOCTBIO JKEJIYJAOYHOI'O COKa BCJEACTBUE
3a0oseBaHus (HaIpuMep, y NAlMEeHTOB ¢ axJIOPrUApHUei) WK BCIEACTBUE IIPUEMa JIEKapCTBEHHbIX
IIpenapaToB (HalpUMeEp, JIEKapCTBEHHBIX CPEACTB, IOJABIAIOIIMX JKEIYJOYHYIO CEKPELHIO)
pEKOMEHAyeTCs NPUHUMATh WUTPAKOHA30Jl B KaICyJlax OJHOBPEMEHHO C KHCIBIMU HAIUTKaMU
(TakuMHU Kak HeaueTudeckas kona). Criexyer KOHTPOJHMPOBATH MPOTHBOIPHOKOBYIO aKTUBHOCTH
npernapara 1 yBeJIM4uBaTh 103y UTPAKOHA30j1a IPU HEOOXOAUMOCTH.

Bruanue na ¢ynxyuro nevenu

B ouenp peakux ciydasx Opu IMPUMEHEHHH WTPAKOHA30JI1a Pa3BHBAIOCH TSKEIOE€ TOKCHYECKOE
MOpaXEHUE IE€YEHM, BKJIIOYAas HECKOJIBbKO CIy4acB OCTPOHl IE€YEHOYHOW HEAOCTAaTOYHOCTH C
JIETaJIbHBIM UCXO0JIOM. B GONBIIMHCTBE Ci1y4aeB 3TO MPOMCXOAUIIO C MAIlMEHTaMH, Y KOTOPBIX YXKe
UMENUCh 3a00JIeBaHUs TEYEHH, Y MAIMEHTOB C APYTUMH TSDKEIBIMH 3a00JIeBaHUSMH, KOTOPHIM
mpermapaT ObLT Ha3HAueH [UIsl JICUEHUS CHUCTEMHBIX 3a00JIeBaHM, a TakXke Yy MalUeHTOB,
MOJTyYaBIIUX JIPYTHe JIEKApCTBEHHBIE CPEACTBA, OOIagarolliye TenaTOTOKCHYECKUM JCUCTBUEM.
OpHako y HEKOTOpPbIX NAallieHTOB HE ObUIO COMYTCTBYIOIIMX 3a00JIEBAaHUNM HIIM OYEBHJIHBIX
(akTOpOB pHCKa B OTHOIICHUH MOPAXKEHUS MeyeHU. HecKoIbKo TaKuX CilydyaeB BOSHUKIIM B IIEPBBIN
MecAll Tepanuu, a HEKOTOpble — B NEPBYIO HENENIO JIEUCHHs. B CBA3M ¢ 3THMM pEeKOMEHIyeTcs
PEeryjasipHO KOHTPOJMPOBaTh (YHKIMIO TE€YEHH Yy TMAIMEHTOB, IOJIYYAIOIIUX TEparuio
WTPAaKOHAa30J0M. B cilydae BO3ZHHMKHOBEHHS CHMIOTOMOB, NPEANOJIAraloIlinX BO3HUKHOBEHHUE
rernaTuTa, a UMEHHO: aHOPEKCHUHU, TOIIHOTHI, PBOTHI, CIA00CTH, 60N B )KUBOTE U TIOTEMHEHUSI MOYH,
HE0OXOIMMO HEMENJICHHO MpEeKpaTUTh JIEYEHHE U MPOBECTU HCcCieloBaHUE (DYHKUUU TEYEHH.
[TanieHTaM C TOBBIIMIEHHOW AKTMBHOCTBIO TEYCHOYHBIX (PEPMEHTOB, 3a00JE€BaHHMEM ICUYEHU B
aKTUBHOH (haze WM MPH MEPEHECEHHOM TOKCHYECKOM MOpa)XeHHH IEYEHU BCIEACTBHE MpHeMa
JPYTUX IpernapaToB HE CIENYET Ha3HAdaTh JedyeHue npemnapatoM MTpakoHas3od, 3a UCKIIOYEHHEM
TEX CIIy4aeB, KOTJa OKHJaeMas I0JIb3a ONPAaBJABIBAECT PUCK MOpa)K€HUs IeueHu. PexoMeHayercs
MIPOBOJIUTH HAOJIIOIEHUE 32 YPOBHEM JTAOOPAaTOPHBIX apaMeTpoB (PYHKLUHU MEUYECHHU Y MALUEHTOB C
y)K€ HMMEIONIMMCST HapylleHHeM (QYHKIUU [EYeHM WJIM IalUeHTOB, y KOTOPBIX OTMEYalHCh
IIPOSIBJIEHUSI ~ TENAaTOTOKCMYHOCTH  JPYIMX  JIEKAPCTBEHHBIX  CPENCTB. WtpakoHaszon
MPEUMYIIECTBEHHO MeTabonu3upyercss B MedeHH. [loCKONbKYy y MalueHTOB C HapyLICHUSIMHU
(GyHKIMM TIEYCHH TMOMHBIA TEpHOJ] TOJIYBBIBEACHUS HUTPAKOHA307a HECKOJIBKO YBEIIMYEH,
PEKOMEHIIYETCSl OCYLIECTBJIATh KOHTPOJb KOHLEHTpAalMii WTPAaKOHA30ja B IUIa3M€ M IpU
HE00XO0AMMOCTH KOPPEKTUPOBATH 103y Ipenapara.

Hapywenus ¢pynxkyuu nouex

JlaHHBIE IO IPUMEHEHUIO Tperapara y MalueHTOB ¢ HapyIEeHUsIMA (YHKIIMU TTOYEeK OTPAHUYEHBI,
Yy HEKOTOPBIX MalMEHTOB ¢ HEJJOCTATOYHOCTHIO (DYHKIIUHU MOYEK SKCIO3ULUS UTPAKOHA30JIa MOXKET
ObITh MOHIKeHa. [103TOMy TakMM MalUeHTaM CleAyeT Ha3HayaTh IMpernapar ¢ OCTOPOKHOCTHIO.
PekoMeHyeTcsi OCYyIIECTBIATh KOHTPOJIb KOHLEHTPAalMi HWTPAKOHA30ja B IUIa3ME€ M IIPH
HE00XO0AMMOCTH KOPPEKTUPOBATH 103y Ipenapara.

Tayuenmul ¢ ummyHnooegpuyumom

bronoctynHoOCTh UTpaKkoHa30Ja MPHU MEPOPATBHOM IMPHUEME MOXKET ObITh CHIKEHA Y HEKOTOPBIX
MAIMEHTOB C HapYHNICHHBIM UMMYHHMTETOM, HAIIPUMED, Y MALMEHTOB ¢ HEUTPONCHUEH, TallUEHTOB
co CIIMJlom mim mepeHecuInX ONepanuio Mo TPAHCIUIAHTAIMM OpraHoB. TakuM oOpas3om, o3a
JOJKHA OBITh CKOPPEKTHPOBaHA B 3aBHUCHUMOCTH OT KIMHMYECKOW KapTUHBl y 3TOH TPYIIbI
MTallUECHTOB.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Bcenencrue hapMakoKMHETHYECKHX XapaKTEPUCTUK (CM. mompasnen 5.2) mpenapara MtpakoHaszon
B BHJC KaIICyJl €Ir0 MPUMCHCHUC HC PCKOMCHAYCTCA [JI1 Ha4dajla JICUCHHUA CUCTCMHBLIX MHKO30B,
MPECTABISIONINX YTPO3Y KU3HU NAIlMEHTOB.

Iayuenumur co CIIH/[om

Jlewammii Bpad TOJDKEH OLIGHUTHh HEOOXOIUMOCTh Ha3HAYCHUS TTOAIepKuBatolien Tepanun y BUY-
nH(UIMPOBaHHBIX nanueHToB, uMeromux CIIN], y KOTOpBIX CyIIeCTBYeT PUCK PElHINBa, PaHee
MOJTYYaBIITUM JICUCHHE 10 TTIOBOTY CUCTEMHBIX TPHOKOBBIX WH(DEKITUH.

IIpumenenue 6 neouampuieckou npaxmuxe

[TockonbKy KIMHMYECKUX JIaHHBIX OO0 WCIIONb30BaHUU mpemnapara WTpakoHazon y gereit
HEJIOCTAaTOYHO, PEKOMEHYeTCS Ha3HauaTh Ipernapar JAETSIM TOJIbKO B CIIy4yae, €ClId BO3MOXKHAs
T0JIb3a OT JIEYEHHsI TPEBOCXOAUT MOTEHUIUATBHBIN PUCK.

Kenwunvl demopoonozo 8o3pacma

XeHmuHaM JIETOPOJHOTO BO3pacTa, NPHUHUMAIONIMM Mpermapar MTpakoHa3ol, HEoO0X0IUMO
HCIOJIb30BaTh BHICOKOI(D(PEKTUBHBIE METOIBI KOHTPALICTIIIUN HA MIPOTSHKEHUH BCETO Kypca JICUCHUS
BIUIOTH JI0 HACTYIUICHUS ITEPBOH MEHCTPYAIIMU TIOCIIE €T0 3aBEPIICHUSI.

Heuponamus

Jledenue cnenyer npekpaTUTh MPU BOZHUKHOBEHUU Nepudepuieckoil HelponaTu, KOTopas MOXKeT
OBITH CBsI3aHA C MPHEMOM Ipenapara MrpakoHasoun.

Ilepexpecmnas pezucmenmuocmo

[Ipu cuCTEMHBIX KaHMI03aX, IPEANOJIOKUTEILHO BBI3BAHHBIX (IIYKOHA30JI-PE3UCTEHTHBIMU
mrammamu Candida, Henb3s MPEANIONOKUTh YyBCTBUTENIBHOCTh K UTPAKOHA30Iy, CJIE0BATEIbHO,
PEKOMEHIYETCSI IPOBEPUTH UYBCTBUTENBHOCTD NIEPE]] HAYAIIOM TEPAIIMU UTPAKOHA30JIOM.

Hauueﬂmbz noosicus10co so3pacma

JlaHHbBIE 110 HCIOJIB30BAHMIO Ipernapara HMrTpakoHazonm y DAIMEHTOB IIOXKWIOIO BO3pacTa
orpaHuueHsl. PeKOMEHyeTCsl Ha3HayaTh Ipenapar TOJIbKO B CIydae, €CIM BO3MOXKHAS II0JIb3a OT
JIeYeHHs] TPEBBIIIACT MOTEHIMATIBHBIN pHUCK. B 1enom pekomeHmyercs mpu moadope 103bl IS
HAIMEHTOB MOYKWJIOTO BO3pacTa OOpaTUTh BHUMAaHHE Ha YaCTOTY CHIDKEHUS (DYHKIMM IIEUEHH,
MOYEK, CEPJIEYHO-COCYAMCTOM CHUCTEMbl W COIYTCTBYIOIIMX 3a00J€BaHMNA WM  APYrou
JIEKapCTBEHHOM TEpamnuu.

Ilomeps cnyxa

Coo001manock 0 BpeMEHHOW WJTM CTOMKOM MoTepe CiryXa y MalueHTOB, MPUHUMAIOIINX UTPAKOHA30JI.
B HekoTOphIX ciy4asx MOTeps Cciayxa MpoucXoawia Ha (OHE OJHOBPEMEHHOTO MpHeMa C
XUHUAUHOM (cM. paszen 4.3). Cinyx OOBIYHO BOCCTaHABJIMBAETCA IMOCJIE OKOHYAHHUS Tepamnuu
UTPAKOHA30JI0M, OJIHAKO Y HEKOTOPBIX MAIIMEHTOB MOTEPsI CIIyXa HeoOpaTuMa.

Cnocobrocmb Kk 3auamuio
B nccnenoBaHusx Ha )KUBOTHBIX OTMEUAIACh PEMPOAYKTUBHAS TOKCUYHOCTh HTPAKOHA30JIA.
Myxkosucyuoos (kucmosnwlii puopo3s)

VY manuMeHToB € MYKOBHCHMIO030M (KHCTO3HBIM (UOpo30M) Habmoganach BapHaOelIbHOCTh
KOHIIEHTPALMU UTPAaKOHa30ja B IUIa3Me KPOBHU IIPH IPUMEHEHUU UTPaKoHa30ja B hopMe pacTBopa
Ui TIpueMa BHYTpb B jgo3e 2,5 mr/kr 2 pa3a B cyrku. Kak cneacTBue, TepareBTHYECKas
paBHOBECHAsl KOHLIEHTPALUs UTPAKOHA30J1a B IJIa3Me KPOBHU MOXET HE JIOCTUTaThCsl. PaBHOBECHBIE
KOHIIEHTpauuu > 250 Hr/mi gocTuranuck npubnusurensho y 50 % nanuenTo crapiie 16 et u He
JOCTUTAJIMCh HU y OJHOro mamueHta mijaame 16 ner. Ilpu OTCYyTCTBMHM OTBETa Ha TEpPAIUIo
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npenapatoM MTpakoHa30l CleIyeT pacCMOTPETh BD3M0>1<H6EL1"E::1'11:% %ﬁé‘-l;ll:a%%é'pga:tﬂm'{%b

Tepanuro.

BcrnomorarennHEIC BEIIECTBA

B cBs13u ¢ conepikanneM caxapo3sl B mipernapare MTpakoHa3on manyeHTaM ¢ peiIko BCTpedaroecs
HACJICJICTBEHHOW HETMEePEHOCUMOCTBIO (PPYKTO3BI, TIIFOKO30-TAIAKTO3HON ManbabcopOrueit wim
neuIruTOM caxapasbl-M30MalIbTa3bl HE CIEAYEeT MPUHUMATh ATOT Mperapar.

JIaHHBIN JeKapCTBEHHBIH Mpernapar colepKUT MeHee 1 MMoib (23 Mr) HaTpus Ha Karcyiny, TO eCTb,
110 CyTH, "HE COIEPKUT HATpUs'".

Kpacutens comneunsnii 3akar >kentbiii (E110), Bxomsmmii B cocraB mpemapara Mrpakonaso,
MO>KET BBI3bIBATh aJUIEPTUUECKUE PEAKIIHH.

4.5. B3aumopeiicTBMe ¢ [PYTHMH JeKApPCTBeHHbIMHM IIpenaparaMd M Jpyrue BHABI
B3aMMOJAEHCTBUSA

NrpakoHa3on — mpemapar ¢ BBICOKMM IIOTEHLMAJIOM JIEKAPCTBEHHBIX B3auMozeucTBui. Huxe
ONMCaHbl Pa3IUYHbIC BUIbl JICKAPCTBEHHBIX B3aUMOJCHCTBUN M CBSI3aHHbIE C HUMH OOLIME
pexomenpauuu. Kpome Toro, mpeacraBieHa Tabiuia ¢ NpUMEpaMH JIEKAPCTBEHHBIX CPEJCTB,
KOTOpBIE MOTYT B3aHMOJEUCTBOBATh C UTPAKOHA30JIOM, OPTaHW30BAaHHAA 10 IPyIIaM IPEnapaToB
s 6osiee MPOCTOro MCHonb3oBaHus. CIHUCOK MPUMEPOB HE SIBIISETCS BCEOOBEMITIOIINM, TTOTOMY
IPU COBMECTHOM IPHUMEHEHHHM KaKUX-THOO IpernaparoB C HUTPAKOHA30JI0M CIEAYyeT H3Y4YHUTh
MHCTPYKIMHU 10 UX MPUMEHEHHIO Ha MpeaMeT MHPOPMAaLUH, CBA3aHHONW C METa0O0IM3MOM, MyTAMHU
JIEKapCTBEHHBIX B3aMMOJICHCTBUH, NOTEHIIMATIbHBIMA PUCKAMU U CIIELU(UYECKUMU JEHCTBUSMU B
OTHOILIEHUU COBMECTHOI'O IIPUMEHEHUS.

Ntpakonazon wmerabonusupyercsi B mepByro ouepenb 3a cuer CYP3A4. Jlpyrue BemiecTsa,
UCTOJIB3YIOUINE JaHHBIM MeTaOoMu4ecKuil MyTh MM u3MeHstone akTuBHOCTE CYP3A4, moryr
BIMATH Ha ()apMaKOKMHETUKY UTpakoHa3ousa. [Ipu oqHOBpeMEHHOM IPUMEHEHUH UTpPaKOHa30ja ¢
YMEpPEHHBIMH WM MOIIHBIMU HHIyKTOpaMu CYP3A4 MoxeT cHMXaTrbcs OMOAOCTYMHOCTD
UTPaKoOHa30jJa M TUIPOKCUMTPAKOHA30JIa, TaK 4YTO MOXET ObITh CHMKEHa 3(PQPEKTUBHOCTS.
CoBMecTHOE TpPHUMEHEHHME C YMEPEHHBIMH MM MOIIHbIMH uHruOMTOpamMu CYP3A4 wmoxer
MOBBICUTH OMOJOCTYIHOCTh HTPAaKOHa30Ja, NMPUBOJS K 0ojiee BBIPAKEHHBIM WIN UIUTEIBHBIM
bapmakosornueckuM P QexTaM UTpakoHa3oJa.

BcacbsiBaHue HWTpakoHa30/la CHMXKAETCS Yy NAlMEHTOB CO CHMXKEHHOH KHCIIOTHOCTBIO JKEINyJKa.
IIpenapaTsl, CHM)KAIOIIKME KHCIOTHOCTh JKENyJKa, HapyllaloT BCAacChblBaHME WTpPAKOHa30Jla U3
Karcya. YToObl MPOTHBOCTOATh JaHHOMY 3(Q(eKTy, peKOMEHIYeTCsl NPUHUMATh UTPAKOHA30J B
Kalcyslax ¢ KHUCIOTHBIM HANUTKOM (HalpuUMeEp, HEAUETHUYECKON KOJIOHM), €CId IPUHHMMAIOTCS
Ipenaparsl 1J1s1 CHUKEHHs KUCJIOTHOCTH Keyika (cM. pasnen 4.4).

WTpakoHa301 M €ro OCHOBHOM MeTa0ONUT T'HAPOKCUUTPAKOHA30J] SABISIOTCS MOIIHBIMU
naruoutTopamu CYP3A4. UtpakoHa3on SBISETCS WHTHOMTOPOM JIEKAPCTBEHHBIX TPAHCIIOPTHBIX
MOJIeKyn P-rmukompoTenHa u 0OenKa PE3UCTEHTHOCTH K paky MojouyHoi xkene3sl (BCRP).
NtpakoHazon mokeT MHTHOMpOBaTh MeTaboIM3M mpenaparoB, mMeTabonusupyemMbix CYP3A4, u
TpaHcnopT mpenaparoB P-rmukonporenHom u/umn BCRP, B pe3ynbraTe 4ero MoXeT BO3pacTaTh
KOHIIEHTPALUs ITUX MPEenapaToB W/MIM UX aKTUBHBIX META0OIMTOB B IIa3Me NPH OJJHOBPEMEHHOM
IIpUeEMe C WTpakoHa30j0M. IloBbllIeHME KOHIEHTpauuil B IUIa3ME MOXKET YCWIMBATh WIH
IIPOJIOHTUPOBATh KAaK TEpaleBTHUYECKHE, TaK U HexenaTelabHble d()(eKThl 3TUX npenaparon. s
HEKOTOPBIX IIPENapaToB COBMECTHOE NPUMEHEHHE C UTPAKOHA30JI0M MOKET IPUBECTU K CHUIKEHUIO
KOHLEHTPAallUU IIpernapara WIA €ro akTMBHOIO KOMIIOHEHTa B IulasMe. B pesynbrare 3TOro
3G PEKTUBHOCTH MPETNAPATOB MOXKET ObITH CHIDKEHA.

IToce OTMEHBI Tepanmuu WTPAKOHA30JIOM KOHLEHTPALMM B ILIAa3ME CHIDKAIOTCS HIDKE IIpenelna
onpezaeneHuss B TeueHue 7 — 14 nHeH B 3aBUCHUMOCTH OT J03 M JUIMTENBHOCTH TEpanuu. Y
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MALMEHTOB C LUPPO3OM MEUYECHU WM JIML, MOJTYYaBUIIMX HHF%%E&Q&%R&NE@E&ITBMB

IUIa3M€ CHIDKAIOTCS MeIUIeHHee. JTO OCOOEHHO Ba)XKHO YYMTBIBaTh IpU Hayajle Tepanuu
npernaparamu, Ha MeTaboJIM3M KOTOPBIX BIMSIET UTPAKOHA3O0JL.

[TpuMeHuMBI crenyronme oomue peKoMeH a1, €CIIH B TaOIUIIe HE YKAa3aHO WHOE:

e «lIpoTuBOmOKa3aHO» — HH TPU KaKHUX OOCTOATENbCTBAX HENb3s NPUMEHATH Ipernapar
OJTHOBPEMEHHO C UTPAKOHA30JIOM. DTO OTHOCHTCSA K CICAYIOLIMM IIpenaparam:

— cyoctpatel CYP3A4, y KOTOpPBIX MOKET BO3pacTaTh KOHIICHTpAIUsl B TUIa3Me C
MPOJIOHTAIMEH WM YCUJIICHHEM TepareBTUYCCKUX U/WIH HeKeIaTenbHbIX () eKToB
710 BO3SHUKHOBEHHS TTOTCHIIMAIBHO CEPhE3HBIX CUTYaIUi (CM. pazzen 4.3).

e «He pexoMmenayercs» — peKOMEHIyeTcsl n30eraTh MPUMEHEHUs Tperapara, 3a UCKIOYCHUEM
CJIy4aeB, KOI/Ia I0JIb3a MPEBBIIIAET MOTEHUUANbHBIN pUCK. ECIM COBMECTHOrO NMPUMEHEHMS
HeJb3sl U30ekaTh, PEKOMEHIYeTCsl KIMHMYECKOe HaOJIOJEHHE, J03bl HTpaKoHa30ja M/WIn
OJTHOBPEMEHHO  IPUHUMAEMbIX [IpENapaTroB  CIEAyeT KOPPEKTUpOBaTb IO  Mepe
HeoOxoanMocTu. I1o BO3MOKHOCTH pEKOMEHYETCs ONPENeNIATh KOHIIEHTPALUHU B IJ1a3Me. JTO
OTHOCHTCS K CIEAYIOLIUM IIperapaTam:

— yMepeHHbIe Wik MolHbie HHAYKTOPhl CYP3A4: He pekomMeHayeTCs Ha3HAYCHHE 3a
2 HeJeNu 0 U B TEUEHHUE JICYCHHS] UTPAKOHA30JI0M;

— cyoctpatet CYP3A4/P-gp/BCRP, mnoBbIlIeHUE WM CHU)KCHHE KOHIICHTPAIIHA
KOTOPBIX B IJIa3Me€ MOXKET MPUBECTU K 3HAUYUTEIHHOMY PHUCKY: HE PEKOMEHIIYETCS
Ha3HAYCHHUE BO BPEMS M B TEUCHUE 2 HEJEIb TI0CIIE JICYCHUS UTPAKOHA30JI0M.

e «C OCTOPOXKHOCTBIO» — PEKOMEHAYETCA TIIAaTeIbHOe HAOMIOJCHWE MpPU OJHOBPEMEHHOM
IIPUMEHEHHUHU IIperapaTa ¢ UTPakoHa3osIoM. [Ipu oqHOBpeMEHHOM IIPUMEHEHUH PEKOMEHYETCs
THOIATENIbHO HAOMI0AaTh 3a MAUMEHTOM U KOPPEKTHUPOBAaTh O3Bl MTpPAKOHA30Jla W/WIH
COITYTCTBYIOIMX IpErnaparoB MO Mepe HeoOXoAuMOocTH. Eciu BO3MOXKHO, PEKOMEHIyeTCs
ONpeenATh KOHIEHTPALMH B IIJIa3Me. DTO OTHOCHUTCS K CIEIYIOLIUM IIpenaparam:

— Ipenaparbl, CHWXXAIOIIME KHUCIOTHOCTh JKEIyAKa (TOJBKO [Js WTpPaKoHa30ja B
KarcyJiax);

— yMepeHHBIC Win MoIIHbIe HHTuOuTOphl CYP3A4;

— cybcrpatet CYP3A4/P-gp/BCRP, nnsi KOTOpBIX TMOBBIIIEHHUE WJIM CHHXKCHHE
KOHIICHTPALUi B IJ1a3Me MOKET MPUBECTH K KIMHUYECKHA 3HAYUMOMY PHUCKY.

[IpuMepsl B3aMMONEUCTBYIOIIMX TMpPENapaToB MPEACTAaBICHBI B Ta0nuie Hike. [Ipemapartsr,
MEPEUUCIICHHbIE B Ta0nWile, BHIOpaHBI HA OCHOBE JaHHBIX WCCIICOBAHUA JIEKAPCTBEHHBIX
B3aUMOJCUCTBUI WM KJIMHUYECKUX CIIy4aeB, a TaKKe MOTEHUUAJIbHBIX JIEKAPCTBEHHBIX
B3aMMOJICVICTBUI HA OCHOBE MEXaHU3Ma JICUCTBHS.

Kinaccor OxnpgaeMslii / moTeHIMaNbHBIN | KitnHNUeckne KOMMEHTapHuH1
rpenaparoB U | 3¢pdekT 1O OTHOMICHHIO K | (CM. IpUMEYaHWS)
npenaparsl YPOBHIO TIpenapara (CM. CHOCKH)

Anvpa-onoxamopui

Andy303uH Andy303uH Cax (11), He pexoMeHmyeTcsi BO BpeMs U B TCUCHHE
AUC (11)* 2 Hedenb TOCIE€ OKOHYAHUS JICUCHHS

Cunono3un Cunono3ut Cpax (11), UTpakoHa30Ji0M. [1OBBIIIEH pUCK MOSIBICHUS
AUC (11)* HEXEJIAaTeIbHBIX PEaKIMi®, CBA3AHHBIX C

Tamcyno3un Tamcynoszut Cax (11), anQy303WHOM/CHUITOT03HHOM/TaMCYJI03UHOM
AUC (11)°

Ananveemuxu
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Andenranun Andentanun AUC (11-1111)° [puMetiTh ¢ OCTOPOKAOCTHIO, HAGMONATE
Bbynpenopdun Bbynpenopdur Cpax (11), Ha TMpeIMEeT TMOSBICHUS HEeXeIaTelbHbIX
(/B u | AUC (11)* peakiuMii  Ha  AQHAILIETHKU ,  MOXKET
MOABSI3BIYHO) moTpedoBaThCA CHU)KCHHE JI03BI
OKCHUKOIOH Oxkcukonon Cpax T, AUC 11 andenTanuaa/OynpeHopPpuHa/OKCUKO10HA/
CydenTanun Cydentanun — TIOBBIIICHHE | CyQEHTaHMIIA.
KOHIICHTPAIINH (cremnieHn
HEH3BECTHA)™
deHTaHuT ®enranun /B AUC (11)* He  pexomenmyercs BO  BpeMsa |
deHTaHUT B Ipyrux GpopmMax — | B TeUYeHHE 2 HEAENb TIOCIe OKOHYAHUS
MOBBILIEHUE KOHIIEHTPAIUH JIeYeHUs WTpakoHa3ojoM. [loBbilieH puck
(creneHb HensBecTHa)™ MOSIBJICHUST HEXKEJIATeNbHBIX pEeakiuid Ha
denTanun’.
JleBanetnnmera- | Jlepanetunmeranon Cha (11), | [IpoTuBOnokazan BO BpeMs M B TEUEHUE
JI0JT AUC (111)* 2 HedeNnb TOCTE JICUCHUS HTPAKOHA30JIOM.
(;mleBomeTau) [ToBbIIEH PHUCK MOSIBICHUS HEXKETATEIbHBIX
peakuuit Ha JeBalEeTHIIMETA0:
nposnonranus uHtepBana QT u mupysTHaAS
TaxuKapIus.
Meranon (R)-Metanon Cpax (1), [IpoTnBOomOKa3aH BO BpeMsi U B TEUCHHUE

AUC (1)

2 Henenb IMOCJe JICYEHUS WUTPAKOHA30JIOM.
IloBbi11eH PHUCK MMOABJICHHUA HCKCIIATCIIbHBIX
peakuuii Ha  METaJOH: IOTEHIHUAJILHO
yYrpoxaromee KHU3HW YIHCTCHHUC ObIXaHUA,
nposoHramuss uateppana QT u nupysTHas
TaxuKapaus.

IIpomusoapummuueckue cpeocmea

Jurokcun

Jurokcul Cpax T, AUC 1

[TpuMeHsITh ¢ OCTOPOKHOCTHIO, HAOIIONATH
Ha MpeIMEeT TMOSBICHUS HEXeNIaTelbHbIX
peakuuii Ha JIUTOKCHH, MOKET
noTpedoBaTbCs CHUKEHUE JT03bI
JUTOKCHHA.

Juzonupamu

JIM30mupamMu 1 — MOBbILICHAE
KoHuenTpamun (11)°

[IpoTuBOonOKa3zaH BO BpeMs U B TEUEHUE
2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXKETaTeIbHBIX
peakuuii Ha JU30IUPAMUJI:  CEpPbE3HBIC
apUTMUU, BKJIIOYast MUPYITHYIO
TaxUKapauIo.

HNodernnma

Joderumun Crax (1), AUC (1)*

[IpoTuBOnOKa3aH BO BpeMs M B TEUEHHUE
2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBBIIIEH PUCK MOSIBICHUS HEXKEIATEIbHBIX
peaknmii  Ha  JOQeTWNIHMI:  cepbe3HbIE
KEIIyT0YKOBBIC apUTMHUH, BKJIIOYAs
MUPYITHYIO TaXUKaPIUIO.

Hponenapon

Jponenapos Cpax (111),
AUC (1117)°

IIpoTuBOmOKa3aH BO BpeMs U B TEYCHHUE
2 Helenb IMOCje JICYEHUS WUTPAKOHA30JIOM.
IloBbi1IeH PHUCK MMOABJICHHUA HCKCIIATCIIbHBIX
peakuuii Ha JAPOHENApPOH: MPOJIOHTALUS
untepana QT wu cepaeyHo-cocyaucTas
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R N i

(MOCAEQOBRTENEROC T 00l2)

CMEpTE.
XUHUAVH XuHuguH Cpgx T, AUC 11 IIpoTuBOmOKa3aH BO BpeMs U B TEUYCHHUE
2 Helenb MOCJe JICYEHUS WUTPAKOHA30JIOM.
[ToBbIIIEH PUCK MOSBICHUS HEXEIATEIbHBIX
peakuuii Ha  XUHUAMH:  IPOJIOHTALUS
untepBana QT, mnupysTHas Taxukapaus,
TUMOTEH3Us, CIYTAHHOCTh CO3HAHUS U
JETUPU.
Anmubuomuxu
benakpununa benakBunun Cpx (<), He pexomenmyercs B TeueHue Oonee uem
AUC (1) B Teuenue 2 Henenb, | 2 HeAenb B JOOOH MOMEHT JICUCHUS
OJIMH pa3 B CYTKU OeJaKBHIMHA" | OCHaKBUIMHOM B CBA3H C IOBBIIICHHEM
pHUCKa TMOSBJICHUS HEXKENaTeIbHBIX PeaKIHii
Ha OeIaKBUIIUH .
[Hunpodnoxca- Urpakonazon Cyax T, AUC 1 [IpuMeHATh C OCTOPOKHOCTHIO, HAOTIOAATH
IIUH Ha MpeIMeT TMOSBICHUS HEeXeIaTelbHbIX
DpUTPOMHULIH peakuuii Ha WUTPAKOHA30JI, MOKET
moTpedoBaThCs CHUYKEHUE JI03bI
UTPaKOHA30JIa.
Knapurpomunma | Knaputpomuiina — moBeimieHue | [IpUMEHATH ¢ OCTOPOKHOCTBIO, HAOIIOIATh
KOHLEHTpALUU (crereHb | HA TpeaMET TMOSBICHUS HEXKeIaTeIbHbIX
HEM3BeCTHA)™ peakuuit Ha UTPaKOHA30]1 u/unm
Urpakonazon Cpyx T, AUC 1 KJIaPUTPOMHLUH , MOXET IOTPeGOBATLCS
CHIDKCHHE JIO3Bl WTPAKOHA307la  W/WUIU
KJIAPUTPOMHUIIMHA.
Jenamanuy Jlenamanug  —  moBbllIeHHE | [[pUMEHSITH C OCTOPOKHOCTHIO, HAOIIOAATH
KOHLEHTpALUU (cTereHb | HA TpeaMET TMOSBICHUS HEXKeIaTelbHbIX
HEM3BeCTHA)™ peaknuii  Ha  JelaMaHU/TPUMETpPEKcar,
Tpumerpekcat TpumerpekcaT — TOBBIIIEHHE | MOXKET MOTPEeOOBATHCS CHUKEHHE O3Bl
KOHIICHTPALIUU (cTeneHn | nTpakoHasoa’.
HeussecTHa) *°
WM3onnasun WM3ounasun: KoHIleHTpauus | He pekomenayercs B TeueHue 2 Heaeab 10 U
UTpPaKOHa30J1a (lll)a’b BO BpeMs JICUCHHUS UTPAKOHA30JI0M, MOXKET
Pudammnunun Pudammunun: AUC OBITH CHIDKEHA 3¢ PeKTUBHOCTD
urpakonaszona ||| UTPaKOHA30J1a.
Pudabyrun Pudpabyrna —  mossimenue | He PEKOMEHTyeTCs B TEUEHHUE
KOHIICHTPALIUH (crenens | 2 Hemenb 10, BO BpeMs M B TEUYCHHE
HemsBecTHa)™ " 2 Henenb MOCJe JICYEHUS WUTPAKOHA30JIOM.
Utpakonazon: Cpax ||, AUC || | BoamoxkxHo  cHmkeHue  3¢p(HeKTuBHOCTH
UTpPAKOHA30jla W  TOBBIIIEHWE  pHUCKa
MOSIBJICHUST HEXENATENbHbIX peakluuii Ha
pudabyTn’.
TenutpomMuLH VY 310pOBBIX TOOPOBOIBIIEB: [IpoTMBOMNOKa3aH MAalMEHTaM C TSLHKEIBIM

TemUTpOMHUIUH Cpax T, AUC 1
IIppu  TsKEeIOM  HaApyLICHUU
(yHKIIMY TIOYEK:

remurpomurima AUC (11)°

I[Ipy  TsKETOM  HaApYLICHUU
(byHKINU TICYCHH:
TEJIUTPOMHUIIMH — TIOBBIIIECHUE

HapylieHueM (QYHKIIMH TEeYEHU WM TOoYeK
BO BpEMsl M B TEUEHHE 2 HEAENb Iocie
JIeYeHUs WTpakoHa3ojoM. [loBbilieH puck
MOSIBJICHUST HEXENATENbHbIX peakluuii Ha
TEIUTPOMUIIMH,  BKJIIOYas  IEYEHOYHYIO
TOKCHUYHOCTh, MIPOJIOHTalni0 uHTepBaia QT
Y TUPYITHYIO TaXUKaPIUIO.
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KOHIICHTPAIINH (cremneHn

Y apyt i CHoh e et Tipnsletinis c

b
Heu3BecTHa)"

OCTOPOXXHOCTBIO, HaOMIONaTh Ha MpPEAMET
HOSIBJICHUST HEXENIATENbHBIX peakuuii Ha
TCIUTPOMUIIUH, MOXCT HOTpeGOBaTBCH
CHIDKEHHUE JI03bI TEUTPOMHIIMHA" .

Anumukoazyianmul U anmumpomobomuieckue cpeocmaed
ArnukcabaH Amukcaban Cphax (1), AUC (1)* | He pexomeHayeTcss BO BPeMS U B TEUECHUE
PuBapokcaban PuBapokcaban Cpax (1), 2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.
AUC (1-11)* [ToBbIIIEH PHUCK MOSBJICHHS HEXETATCIbHBIX
Bopamnakcap Bopamakcap Cpax (1), AUC (1)* | peaknuit  Ha  anmkcabaH/puBapokcadaH
/BOpamnaxcap’.
Kymapunst Kymapunst [TpuMeHSATh ¢ OCTOPOKHOCTHIO, HAOMIOAATh
(manpumep, (manpumep, Bap(hapuH) — | Ha TpeAMeT TOSBJICHUS HEXKeIaTeIbHBIX
BapdapuH) MOBBIIIICHUE KOHIIGHTPALIMH | peaKkiil Ha KyMapHHBI/IIUIOCTA30JI, MOKET
(cremneHn HeI/ISBGCTHa)a’b moTpedoBaThCs CHUIKEHHUE JTO3bI
[unocrazon Hunoctazon Cpax (1), KyMapHHOB/LIMIIOCTA3011a".
AUC (11)*
JlaburaTpan Haburatpad Cpax (11), [TpuMeHsITh ¢ OCTOPOKHOCTHIO, HAONIONATH
AUC (11)* Ha TpeIMeT TOSBICHHUS HEXeIaTeIbHBIX
peakuuii Ha nadurarpax, MOKET
noTpedoBaTbCs CHU)KEHHE JI03BI
naburarpana’.
Tukarpenop Tukarpenop Chax (11), [IpoTuBOMOKa3aH BO BpeMsi U B TEUYCHHUE
AUC (111)° 2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.

[ToBbIlIEH pUCK MOSIBICHUS HEXKETaTeIbHBIX
peakuuii  Ha  TUKarpeiop, Hampumep
KPOBOTECUECHUH.

IIpomueocyodopodicuvie cpedcmsa

Kapbamazenun Konnenrpauusi kap6amasenuna | He pekomennyercs B TedyeHue 2 Henenb [0,
(T)a’b BO BpeMs M B TeUYeHUE 2 HEACNb IOCTe
KoHnenrpauuss  UTpakoHa3o0Jia | JICYEHUS] HMTPAKOHA30JI0M. D(P(HEeKTUBHOCTH
(u)a’b WTpPaKOHA30Jla MOXKET OBITh CHHXXKEHA B
CBS3M C TIOBBIICHUEM pUCKA TOSBICHUS
HeXKeaTeIbHbBIX peakuuit Ha
KapbaMaseria’.
denobapouTan ®denobapOuTan: koHueHtpaus | He pekomeHnayercs B TeueHue 2 Heaenb 10,
UTpPaKOHa30J1a (lll)a’b BO BpEMsl M B TEUEHHE 2 HEAENb Iocie
OeHUTONH ®enutond: AUC utpakoHas3onia | JEYCHHUS HWTPAKOHA30J0M. MOXeT ObITh

L

CHIDKEHA 3((EeKTUBHOCTh UTPAKOHA30JIA.

IIpomusoouabemuuecxkue cpeocmea

Penarnmuaung
CakcariaunTua

Penarmunupg Cpax T, AUC 1
CakcarmuntuH Cpay (11),
AUC (1)

[TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOMIOAATh
Ha MpeIMeT IOSBICHUS HEXKEIaTeIbHbIX
peaknuii Ha  penarJivHUI/CaKCarJuNThH,
MOXET MOTpPeOOBATbCA CHUKEHHE J103bl
penararHu/a/CaKkcarunTuHa’.

AHmuzeﬂbmuHmele, npomueoepuékoeble u anmunpomosoﬁnble cpe()cmea

Aptemerep-
moMedaHTPUH

Aptemerep Cax (11),
AUC (1)

Jromedantpud Coax (1),

[TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOMIOAATH
Ha IpenMeT IMOSBICHUS HEXKEIaTeIbHbIX
peakuui Ha apreMerep-

13

TEBETCTEYET ZKCNEPTHOMY OTYETY




COOTBETCTBYET 3KCNEPTHOMY OTUYETY

o1 26.11.2025 N= 29457

AUC (1)° momedabTpat/xarm. = 'Clietudirdeckie
XWHUH XuHUH Cax <>, AUC 1 JNEUCTBUS OINHUCAHBI B MHCTPYKLHUAX 10
MIPUMEHEHHIO.
I"anopanTpun l'anopantpun — mnoBblmeHue | [[poTuBomOKa3aHn BO BpeMsi M B TEUCHUE
KOHLEHTpALUU (cremeHb | 2 Henmenb MOCJHE JICYEHUS WUTPAKOHA3OJIOM.
HewsBecTHa) [ToBbIlIeH pHUCK MOSBICHUS HEXENaTeIbHBIX
peakuuii Ha TraJopaHTPUH: MPOJOHTALUS
uHTepBasa QT u IeTanpHbIe ApUTMHUU.
NzaBykoHazon NzaBykoHa3071 Cpax (<), [IpoTrBOTMIOKa3aH BO BpeMsi U B TEUYCHHUE
AUC (111)° 2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBbIlIEeH pHUCK MOSIBICHUS HEXKETaTeIbHBIX
peakiuii Ha W3aBYKOHA30J: HAPYLICHHUS CO
CTOPOHBI NEYEeHU, peaxkuuu
THIIEPYyBCTBUTEILHOCTH U
AMOPHOPETOTOKCHIHOCTD.
IIpa3zuxBanTen IIpasukBanten Chax (11), [TpuMeHSATh ¢ OCTOPOKHOCTHIO, HAOIIOAATH
AUC (1) Ha TpeIMeT TOSBICHHUS HEXeIaTeIbHBIX
peaknuii  Ha  TMpa3sUKBaHTEN,  MOXET
noTpedoBaTbes CHU)KEHHE JI03BI
[pa3HKBaHTENA .
Anmueucmamunmnsie cpedcmaa
Actemuson Acremuzon Cpax (1), [IpoTnBOomOKa3aH BO BpeMsi U B TEUCHHUE
AUC (11)* 2 Hedenb TOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBbIlIeH pHUCK MOSBICHUS HEXENaTeIbHBIX
peakuuii Ha acTeMH30J: IPOJIOHTALUS
uHTepBana QT, mupysTHas Taxukapaus H
JpyTHe KelyI0YKOBbIe apUTMUH.
bunactun Bunactun Cpx (1), AUC (1) [TpuMeHSATh ¢ OCTOPOKHOCTHIO, HAOIIOAATH
D0acTuH D6actuH Cpax 117, AUC 111 Ha TMpeaMeT TOSBJICHUS HEXeIaTeIbHbIX
Pynaranun Pymatagud  —  MOBBIMICHHE | peakiuii Ha OWIACTHH/>0ACTHH, pyIaTaIiH’,
KOHIICHTPAILINH (TTTT)a’b MOXET TIOTPeOOBAThCS CHUIKEHHE JI03bI
OunactuHa/>0acTUHA, pynaraanHa.
Mmu3onactuH Muzonactut Cpax (1), [IpoTnBOomOKa3aH BO BpeMsi U B TEUCHHUE
AUC (1) 2 Hedenb TOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBbIlIeH pHUCK MOSBICHUS HEXENaTeIbHBIX
peaknuii Ha MH30JACTUH: IPOJOHTAIUSA
unrepnaia QT.
Tepbenanun Tepbenaqun —  moBsimeHue | [[poTuBomokasan BO BpeMs M B TEUYEHHUE
KOHIICHTPALUU (crenens | 2 Helenb TOCIE JICYCHUS HTPAKOHA30JIOM.
HeW3BecTHa) [ToBbIlIEeH pUCK MOSIBICHUS HEXKETATeIbHBIX
peaknmii Ha Tep(eHaaAMH: MPOJOHTAIUSA
untepBana QT, mupysTHas Taxukapaus M
JPYTHUE KEIYyIOUYKOBbIE aPUTMUH.
IIpomusomueperosnvie cpedcmsa
OnerpuntaH Onerpuntad Cpax (11), [TpuMeHSATh ¢ OCTOPOKHOCTHIO, HAOMIOAATH
AUC (111)* Ha TpeIMeT TOSBICHHUS HEXeIaTeIbHBIX
peakuuii  Ha  DJICTPUNTAH’,  MOXET
noTpedoBaTbes CHU)KEHHE JI03BI
HJIETPUIITAHA.
AJIKanou bl AJIKanou bl CIIOPBIHBU — | IIpoTBONIOKAa3aHbBl BO BpEMsI U B TEUCHHUE
CIIOPBIHBH MIOBBIIIICHUE KOHIIGHTPALIMH | 2 HeleNb Mocje JICUCHHs] WTPAKOHA30JIOM.
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(qMruaposprora | (CTereHb Henm3BecTHA)™ oBbILTeH PACK TOSBICHIS HeKeTaTeNbABIX
MHH, peaKqu/'I Ha aJIKaJIOUuIbl CIIOPBIHBU, TAKHUX
APrOMETPHH, KaK dPrOTH3M.

3proTaMuH,

METHIIDPrOMET-

pHH)

IIpomusoonyxonesvie npenapamol

Bopre3omu6b Boprezomu6 AUC (1)* [TpuMeHsITh ¢ OCTOPOXKHOCTHIO, HAOIONATH
Bbpenrykcumaba | Bpentykcumaba BenoTHH Ha TIpEAMET TOSIBICHHUS HEXeIaTeIbHBIX
BEIOTHH AUC (1)* peakuuii Ha MIPOTUBOOITYXOJIEBBIE
bycynbdan Bycynbdan Chax T, AUC 1 npenaparsl, MOYET nmoTpedoBaThCs
DproTUHUO OpnotuHUO Cax (11), CHMKEHUE  JI03bl  MPOTHUBOOMYXOJIEBOTO
AUC (1) npemnapara.
I'eputunNO I'eputunn® Cpyx T, AUC T
HmaTunu6 Nmatunnb Cay (1), AUC (1)*
Hxcabemnmion Hkcabenmmion Ciax (<),
AUC (1)
Huurenganu6 Huntenanu6 Cpax (1),
AUC (1)
ITano6uHOCTAT [Manobunoctat Cpax (1),
AUC (1)
INonatnuuod [MonatuauO Cpax (1),
AUC (1)
Pykconutunu6 Pykcomutuuu® Cpax (1),
AUC (1)
Conunerno Connpueru6 Cax (1),
AUC (1)
Bannerann6 Bannerann6 Cyax <>, AUC 1
Unenanncuod Nnenamucnub Chax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (1)* Ha TMpeIMeT TMOSBICHUS HEeXeIaTelbHbIX
UtpakoHa3osl — TMOBBINICHUE | PEAKLIHI Ha WUTPAKOHA30J u/unu
KOHIICHTPAIlUK B  CHIBOPOTKE | HEIAIUCUO , MOXKET moTpedoBaThCs
(cTeTnieHb HEM3BECTHA) ab CHW)KEHHE JI03bl HWTpaKOHA30jla  W/WJIN
uenamcuoa.
AKCUTHHUO AxcutuHuO0 Cpax (1), He pexoMeHmyeTcsi BO BpeMs U B TCUCHHE
AUC (17)* 2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.
bozytuan6 bozytuan6 Cpax (111), [ToBbIIIEH PHUCK MOSBJICHHS HEXETATCIbHBIX
AUC (111)° peakuui Ha IIPOTUBOOITYXOJIEBBIC
Kaba3urtakcen Kab6aszutakcen Cax (<), npenapars .
AUC («)*
Kab6o3aaTuauod Ka6o3anTuau6 Cpax (<), J1OTIOJTHUTEIBHO:
AUC (1)* Jlns kaba3uTakcena, Jaxe eClid M3MCHCHHS
Heputnuut6 Heputnanb Cpax (1), rmapamMeTpoB (hapMaKOKHHETHKHI HE
AUC (11)* JOCTUTa CTaTUCTUYECKOW 3HAUMMOCTH B
Kobumernauod Kobumernan6 Cax 11, HUCCIIEIOBAHUY JIEKapCTBEHHOTO
AUC ™M B3aUMOJICMCTBUSL C  HU3KUMHU  JI03aMH
Kpuzotuau6 Kpmzoruan6 Cax (1), KETOKOHA30J1a,  HaOMI0mamach  BBICOKAs
AUC (17)* BapUaTHUBHOCTH pe3yJIbTaToB. s
Habpadenund Jaopapennd AUC (1) nopyruHuba  cnenuduueckue  IEUCTBHS
JazaTiHuO HazatuHub Cpax (T1), OIUCAHBI B MHCTPYKITHH 110 IPUMEHEHHIO.
AUC (11)°
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L p oy

Jlomerakce Houerakcen AUC («>-11)* U TVATERVEA TENBMVA Th Uie)
No6pyTuHno N6pytuHu6 Chax (1111),
AUC (117)°
JlanatuuuO Jlanatuan® Chax (11),
AUC (1)
Hunotunu6b Hunotuuu6 Cpax (1),
AUC (1)
Omnamapu6 Omamapu6 Cpax T, AUC 11
[Tazomanu6 [Mazomanu6 Cay (1), AUC (1)*
CyHUTHHUO Cynutuau® Cpax (1), AUC (1)
TpabexTeaun Tpabexreand Cpax (1),
AUC (1)*
Tpacty3zymad Tpacty3ymab sMTaH3UH —
AMTaH3UH MOBBIIIICHUE KOHIICHTPAIHH
(cTeneHb HensBecTHa)™
Ankanou bl Ankanou bl OapBHHKA —
OapBUHKA TIOBBIIIICHUE KOHIICHTPALIU!
(cTeneHb HensBecTHa)™
Peropadenuntc AUC peropadenudba (|| mo | He pekomeHmyeTcs BO BpeMsl U B TE€UCHHUE
JTAHHBIM ISt aKTUBHOTO | 2 HENENb IOCJe JICUCHUS UTPAKOHA30JIOM.
KOMIIOHEHTa)" Mosxer ObITh CHIKEHa 3(PPEKTHBHOCTH
peropadenuoda.
HNpunortekan HNpuHoTeKaH U €ero akTUBHbBIN [IpoTnBOMOKa3aH BO BpeMsi U B TEUCHHE

META00JIUT — MOBLIIIIEHUE
KOHIICHTpaIuu (CTEneHb

2 HCACIIb IIOCJIC JICUCHUA HUTPAKOHA30JIOM.
IloBbimieH PHUCK IMOABJICHHA HCXKCITATCIIBHBIX

HEM3BeCTHA)™ peakuuii Ha HMPUHOTEKAH: MOTEHIHAIBHO
yrposkaromiasi KH3HU MHEJIOCYIpeccust Hu
auapes.

Aumuncuxomuxu, AHKCUOTUMUKU U CHOMBOPHbIEe cCpedcmaa

Annpasonam
Apununpa3zon
bporuzonam
bycnupon

Kapunpaszun
lManonepunon
Munazonam (B/B)

Anmpazonam Cpax <>, AUC 11
Apununpazon Cpax T, AUC 1
bpotuzonam Cyax <>, AUC 11
bycmupon Crax T111,

AUC 1111

Kapunpazu (11)*°
lanonepunon Cyax T, AUC 1
Munasonam (B/B) — MOBBIIIIEHUE
KOHIIEHTpaLUU TTb

[TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOMIOAATH
Ha TMpeiIMEeT TMOSBICHUS HeXKeIaTeIbHbIX
peaxiuii Ha aHTUTICUXOTUKHU, aHKCUOJUTHUKH
WIM CHOTBOPHBIE', MOXET IMOTPeOOBATHCS
CHIDKEHHUE 1103 3TUX [IPENapaToB.

[Tepocninpon [Tepoctinpon Cpax 111,
AUC 111
Ksetnanun Ksernanuu Cpax (11),
AUC (111)*
PamenTeon Pamenteon Cpayx (1), AUC (1)
Pucnepunion Pucnepuion —  moBbllIEHUE
KOHIICHTPaIuu Tb
CyBopekcaHT CyBopekcaHT Cpax (1),
AUC (11)*
30IMHUKIIOH 3omukioH Cpyx T, AUC 1
Jlypazunon Jlypazunon Cpax (111), [IpoTuBOMOKa3aH BO BpeMsi U B TEUYCHHUE
AUC (111)° 2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.

IloBbImieH PHUCK MMOABJICHHA HCXKCIIATCIIBHBIX
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peakiiti - Ha —-IyPasHuoN: | - IUOTeH3 A,
UPKYISATOPHBIN KOJLJIaIIC, TSDKETIbIe
HKCTpanupaMUIHbIE CHMIITOMBI, CyJJOPOTH.
Mupaszonam Mpupa3zonam (epopajibHO) IIpoTuBOmOKa3aH BO BpeMs U B TEYCHHUE
(mepopaibHO) Cimax T-11, AUC 11T-1111 2 HedeNnb TMOCTE JICUCHUS HUTPAKOHA30JIOM.
[ToBbIlIeH pHUCK MOSBICHUS HEXENaTeIbHBIX
peakuuii  Ha  MMJA30JlaM:  yTHETEHHE
JBIXaHUS, OCTaHOBKa cepaua,
MIPOJIOHTUPOBAHHAs celallys U KoMa.
ITumo3up [Mumosug Coayx (1), AUC (11)° IIpoTuBonOKazaH BO BpeMs M B TEUEHUE
2 Helenb MOCje JICYEHUS HUTPAKOHA30JIOM.
[ToBblIlIeH pHUCK MOSBICHUS HEXENaTeIbHBIX
peakuuii Ha TUMO3WA: apUTMHUH Ceplla,
BO3MOJKHO, CBSI3aHHBIE C IPOJIOHTAIIUEH
uHtepBaia QT u nUpy>ITHON TaxuKapaue.
Ceptunpaon Ceprungon  —  mosblmenue | [IpoTuBomnokazaH BO BpeMs U B TeueHHE
KOHLEHTpALUU (cremeHb | 2 Henmenb MOCJHE JICYEHUS WUTPAKOHA3OJIOM.
HemsBecTHa) " [ToBbIlIeH pHUCK MOSBICHUS HEXENaTeIbHBIX
peakuuii Ha CEepPTUHION: TMPOJIOHTALUS
uHTepBana QT u nupy THASE TaXUKAPAUSL.
Tpuazonam Tpuazonam Cyax T-11, AUC 11- | [IpoTHBONIOKa3aH BO BpeMsi U B TEUCHUE
(NN 2 HeJenb IOCIE JICYEHUS UTPAKOHA30JIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXKETaTeIbHBIX
peaknmii  Ha  TpHa3olaM:  CyJIOpOTH,
YTHETEHUsl [JIbIXaHUs, aHTHMOOTEK, amHOd U
KoMa.
IIpomusoeupycusie cpeocmsa
AcynanpeBup (¢ | AcyHanpeBup Cpax (111), IIpumeHATH c OCTOPOKHOCTBIO;
YCUJICHHEM ) AUC (111)* cnenuduyeckue JEHCTBUA  OINHUCAHBl B
Tenodosupa TenopoBup —  TOBBIIEHUE | HHCTPYKIUH o MPUMEHEHHIO
TU30MPOKCUIA KOHLEHTPALUU (cTerneHpb | MPOTUBOBUPYCHOTO Mpernapara.
dymapar (TDF) | nemssecta)™
bouenpesup bonenpesup Crax (1), [TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOIIOAATH
AUC (11)* Ha TpeIMeT TOSBICHHUS HEXeIaTeIbHBIX
WNrpakoHa3on — TMOBBIIEHUE | peaKIUi Ha UTPaKOHA30I1 u/unu
KOHLEHTpALUN (crenens | Gorenpesup’, MOXET  moTpeboBaTbcs
HemsBecTHa)™ CHIDKEHHE J103bI UTPaKOHA307Ia.
Crnenuduueckue JeMcTBUS  YKa3aHbl B
MHCTPYKUHHU MO MPUMEHEHHIO OoIlenpeBupa.
KoOumucrar KobGunucrar —  moBsimenue | [[puMeHSITh ¢ OCTOPOKHOCTHIO, HAOJIOIAThH
KOHIICHTPALUU (creneHb | HA TpPEAMET TMOSBICHHUS HEXeIaTeIbHBIX
HemsBecTHa)™ " peakuuii  Ha  WTPAKOHA30J,  MOXKET
WtpakoHa3oa — TMOBBIIMIEHUE | TOTPEOOBATHCS CHIDKEHHE J103b1
KOHLEHTpALUU (cTerneHp | UTpaKOHA307IA.
HEH3BECTHA)™
JlaknmaTacBup HaxnatacBup Cpax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (11)* Ha TMpeIMeT TMOSBICHUS HEeXeNIaTelbHbIX
Banunpesup Banunpeup Cuax (111), peaxiMii Ha JaKkIaTacBUpP/BaHUIIPEBHD',
AUC (111)* MOXKET TIOTpeOOBaThCS CHIDKCHHE O3Bl
JaKJIaTaCBUpa/BaHUTIPEBUPA.
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HapynaBwup (c VY cuneHHsiit PUTOHAaBUPOM [puMetiTh ¢ OCTOPOKAOCTHIO, HAGMONATE
YCUJICHHEM napyHaBup: Cpax UTpPAKOHA30J1a | HA TPEIMET TMOSBICHUS HEKEIaTeNbHBIX
PUTOHABUPOM) (T, AUC (11)* peakmuit Ha  WTPaKOHA30I, MOXKET
@ocamnpeHaBup | YCUICHHBIM pUTOHABUPOM notrpedoBaTbCs CHIDKCHUE J103bI
(c ycunenuem (dhocammpeHaBup: Ciax | ©TpaKoHa30A.
PUTOHABHPOM) urpakonasona (1), AUC (11)*
TenanpeBup TenanpeBup Cpax UTpaKOHA30J1a
(1), AUC (11)°
DnBUTETpaBUP OnBurterpaBup Cuax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
(ycuneHHbIN AUC (1)* Ha TMpEeaMET TIOSBICHUS HEXEIATEIbHbBIX
PUTOHABUPOM) HtpakoHa3on — TOBBIIIEHHE | peaKkUui Ha UTPAKOHA30J] u/unu
KOHIICHTPALUU (crenens | snBuTerpaBup (YCHICHHBIH PUTOHABUPOM)'.
HCI/I3B€CTHa)a’b MoskeT mnoTpeOdOBaThCS CHIKEHHUE J103bI
UTPAaKOHa307a; CM. HMHCTPYKLIHUIO  TIO
MIPUMEHEHUIO JIBUTETPABUPA.
DdaBupens DdaBupens: Cp.x uTpakonazona | He pekoMmeHayercs B TeueHue 2 HEENb 0 U
1, AUC | BO  BpeMsi  JICYEHHUS  UTPAKOHA30JIOM.
Hesupanun Hesupanun: Cpax UTpakoHazona | I¢pQGeKTHBHOCTh UTPAKOHA30J1a MOXKET OBITh
1, AUC || CHIJKEHA.
Kombunarms: SnbacBup Chax (<), AUC (1)* | [IpUMEHATH C OCTOPOKHOCTHIO, HAOIOIAThH
DOnbacsup/ I'pazonpeBup Cpax (<), Ha TpeIMeT TOSBICHHUS HEXeIaTeIbHBIX
I'pasonpesup AUC (17)* peakuuii, CBSA3aHHBIX C  COBMECTHBIM
npyuMeHeHreM’.
Crnenuduueckue JeMcTBUS  YKa3aHbl B
MHCTPYKLUU o MIPUMEHEHHUIO
ss1bacBUpa/Tpa3onpeBupa.
KomOunarms: I'nexanpeBup Cax (11), [IpuMeHATh C OCTOPOKHOCTHIO, HAOTIOAATH
I'nexanpeBup/ AUC (17-111)° Ha MpeIMET MOSBICHUS HEXEIaTeIbHbIX
[TuGpenTacBup [TuGpenTacBup peaKkuuii, CBSA3aHHBIX C  COBMECTHBIM
Cinax (¢-1), AUC (e>-11)* [PHUMCHEHUEM .
Cnenuduyeckue JEWCTBUS  yKa3aHbl B
WHCTPYKIUU o MIPUMEHEHHIO
TJIeKanpeBrUpa/muOpeHTacBUPA.
WNHunuHaBup KoHuenTpanus ntpakonasona Tb [TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOMIOAATh
NuaunaBup Cpax <, AUC T Ha TMpeaMeT TOSBJICHUS HEXeIaTeIbHbIX
peakuuii Ha UTPAKOHA30]1 u/unu
WHIUHABUD', MOKET noTpedoBaTbes
CHIDKEHHE  J03 HUTpaKkoOHa30ja  W/Win
WHMHABUPA.
Mapasupok MapaBupok Cpax (11), AUC [TpuMeHSATh ¢ OCTOPOKHOCTBIO, HAOMIOAATH
T)? Ha TpeIMeT TOSBICHHUS HEXeIaTeIbHBIX
peaxmuii’. Moxer notrpedoBaTbCs
CHIDKEHHE JI03bl MapaBUPOKa.
KombOunanus: Nrpakonazon Cpyax (1), [TpuMeHsITh ¢ OCTOPOKHOCTHIO, HAOIONATH
Omo6uTacBup/ AUC (11)* Ha TpeIMeT TOSBICHHUS HEXeIaTeIbHBIX
[Maputanpesup/ | OmOuTacBUp Chax <>, AUC (1)" | peakumii Ha UTPAKOHA30]1 u/unu
PutonaBup/ [TapuTtanpeBup Cpax (1), AUC IPOTHUBOBUPYCHBIE CPEACTBA’.

¢ JlacabyBupom
nnu 0e3 HEro

1’
Puronasup Cpax (1), AUC (1)

JacaOyBup Cmax (1), AUC (1)*

MosxeT noTpeboBaThCS CHUXXECHHE O3B
uTpakoHaszoja. Crnenududeckue IeHCTBHI
OIIMCAHbI B I/IHCprKI_[I/IHX 10 HpI/IMeHeHI/IIO
ATUX MPETAPaTOB.

Purtonasup

Urpakonazon Cp.x (1), AUC

[IpyMeHsITh ¢ OCTOPOXKHOCTHIO, HAOMIONATh

18




COOTBETCTBYET 3KCNEPTHOMY OTUYETY

o1 26.11.2025 N= 29457

(1)°
Puronasup Cpax (<), AUC (1)*

Ha _npeivet | TosBeHinl | HEKeTaTebbx

peakuuii Ha UTPAKOHA30]1 u/unu
PHUTOHABHUD . MoxeT moTpedoBaThCs
CHIDKCHHC JTO3BI WUTpaKOHA307a.
Cnenuduyeckue ACUCTBUS OINKCAaHBI B
WHCTPYKIMU 110 MPUMEHEHUIO PUTOHABUPA.

CakBuUHABUD CakBunaBup (06e3 ycunenus) | [[puMeHSITh C OCTOPOKHOCTBIO, HAOJIOIATH

Cmax 11, AUC 111 Ha IMpeIMET IMOSBICHMUS HEXKeIaTeIbHbIX

HtpakoHazon (¢ yCHJICHHBIM | peaKIuit Ha HUTPaKOHA30J1 u/unu

cakBUHABUPOM) Cpax (1), CakBHHABHp .  MoxeT  moTpeGOBaThCS

AUC (11)* CHUIKEHUE JT03bI WTpaKOHAa30JIa.

Crneuunduueckue JEHCTBHS OMHCAaHBI B

WHCTPYKUHHU MO MPUMEHEHHUIO CAKBUHABHUPA.

CumenpeBup CumenpeBup Cpax (11), He pexoMeHnnyercs BO BpeMs U B TCUCHHUE
AUC (111)* 2 HeJeIb MOCIIe JICYCHUSI UTPAKOHA30JI0M.

bema-6noxamoput

Hanonon

Hanonon Cpax 17, AUC 11

[IpUMEHATH ¢ OCTOPOKHOCTBIO, HAOIIONATh
Ha HpeI[MeT ITOABJICHHUA HCXKCJIATCIIbHBIX
peaxiui Ha HaAJ0JI0I". MoxeT
HOTpeGOBaTBCH CHMU)XCHHUC 036l HAJ0JI0JIA.

EJZOKCZI’I’lOpbl Kajvyueevlx KAHAl106

benpunun benpunnn - nosbleHue | IIporuBonokazan BO BpeMs U B TEUCHHE
KOHIICHTPALUH (cremenb | 2 Henmenb MOCHE JICYEHUS HUTPAKOHA3OJIOM.
HemsBecTHa) " [ToBBIlIEH PUCK MOSIBIEHUS HEXKETATEIbHBIX
peakuuii Ha OenmpuIwiI, TakuX Kak HOBas
apUTMHUSL U JKEIYyIO0YKOBasl TaxXUKapIus IO
TUIY TUPYITHOM.
Juntrazem JuntrnazeM W wuTpakoHa3on — | [[pUMEHSTH C OCTOPOKHOCTHIO, HAOJIOIAThH
MIOBBILIECHUE KOHLIEHTPALUU | HA MpEeIMET IMOSBICHHUS HEXKEeIaTeIbHbIX
(cremneHn HeI/ISBGCTHa)a’b peakmuit Ha HUTPaKOHA30J1 u/unu
AUIITHA3EM, MOKET notpedoBaTbCs
CHIDKEHHE JIO3bl WTpaKOHa30jla  W/WUIU
JWITHA3EMA.
Denoaunun Denoaunun Crnax 111, | [IpoTuBONOKa3aH BO BpeMs M B TEUYEHUE
AUCTM 2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.
Jlepkanuaunua Jepkanupunua AUC (1111)* [ToBbIllIeH PUCK TOSBJICHUS HEXETATEIbHbBIX
Huconnunun Huconnunus Crax (1111), peakuuin Ha JUTUIPOIMUPUIUHBIL:
AUC (1111)* TUTIOTCH3US U TTepU(EPUICCKUN OTEK.
Hpyrue JIuruaiponupyuIuHbI — | IIpuMeHATh C OCTOPOKHOCTBIO, HAOIIONATh
TUTUAPONUPHUIN- | TTOBBILICHHE KOHIIGHTPAllUX | HA TPEeAMET NOSBICHUS HEXKeIaTeIbHbIX
HBI (crenenn HeI/ISBGCTHa)a’b peakuuii Ha
Bepamamun BepanamMun  —  MOBBIIEHWE | JUTHAPOIIUPUINHBL/BEPAIaMUIT MOXKET
KOHLEHTpaLUU (crenens | moTpeboBaThCS CHI)KEHHE 103
HeI/ISBGCTHa)a’b JTUTHAPOTTUPHUIMHOB/BEparamMmuia.

Pa3znuynvie cpedcmea 015 nevenus 3a601e8anull cepOeyHO-cOCYOUCMOU CUCTEMbL

AJIMCKUpEH
Puorurynar

Cunnenadun

AmuckupeH Cpax 1171,

AUC 111

Puonurynar Cpax (1),

AUC (1)
Cunnenadur/Taganadun -

He pexomeHnyercs BO BpeMs U B TCUCHHE
2 HejeNb MOCIE JICYCHUS] UTPAKOHA30IIOM".
[ToBBIIIEH PUCK MOSIBICHUS HEXKEIATEIbHBIX
peakuui Ha CEPAECUHO-COCYAUCTBIN
mpenapar.
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(st neyeHust MOBBILICHHUE KOHLEHTpaLUn
JIETOYHOU (creneHp HEU3BECTHA, HO
TUTIEPTCH3UHN ) adpdext moxker ObITH OoJee
Tamanadwn (At | BEIpaXEHHBIM, YeM COOOIIEHO
JICYEeHUS JUTSL yPOJIOTHYECKHX CPEACTB)™
JIETOYHOM
TUTIEPTCH3UHN )
bozenran Bozenran Cpay (11), AUC (11)" | [IpUMEHSTh C OCTOPOKHOCTBIO, HAGIIONATH
['yandarun I'yandamma Cpax (1), Ha TpeIMeT TOSBICHHUS HEXeIaTeIbHBIX
AUC (17)* peakuuii Ha Go3eHTaH/TyaH(pANUH , MOXET
noTpedoBaTbCs CHU)KEHHE JI03BI
003eHTaHa/TyaH}panuHa.
NBabpagna NBabpagun Cax (11), [IpoTrBOMOKa3aH BO BpeMsi U B TEUYCHHUE
AUC (111)° 2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXKETaTeIbHBIX
peakiuii  Ha wWBaOpajAWH, TaKUX Kak
bubpwanms npeacepanii, OpaauKapaus,
CHHYCOBasi OCTaHOBKa cepAla U OJoKaaa
cepJua.
Panonasun Panonazut Cpax (11), IIpoTuBOmOKa3aH BO BpeMs U B TEYCHHUE
AUC (11)* 2 Hedenb TMOCTE JICUCHUS HUTPAKOHA30JIOM.
[ToBbIlIEH PHUCK MOSBICHUS HEKETATEIbHBIX
peakuuii Ha  paHOJa3WH, TaKUX Kak
npojonranus wHTepBaa QT u modeyHas
HEJ0CTaTOYHOCTb.
Koumpayenmuenvie cpeocmea™
Juenorect Huenorect Cpax (1), [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
AUC (11)* Ha TMpeIMEeT TMOSBICHUS HEeXeIaTelbHbIX
Yaunpucrain Yaunpucrain Chnax (11), | peakumii Ha KOHTpALENTHBHBLIE CPEICTBA’;
AUC (111)* cnenuuIeckrue IEHCTBUS  YKa3aHbl B
MHCTPYKLHUAX 1o MIPUMEHEHHUIO
JMEHOTeCTa/ yIUIIPUCTATIA.
Jluypemuxu
DIiepeHoH OrmiepeHoH Chax (1), [IpoTuBOMOKa3aH BO BpeMsi U B TEUYCHHUE

AUC (111)° 2 Helenb IMOCJE JICYEHUS HUTPAKOHA30JIOM.
[ToBblIlIeH pHUCK MOSBICHUS HEXeNaTeIbHBIX
peakuuii Ha DIUICPEHOH, TaKuX Kak
TUIIEPKAIMEMHUS] ¥ TUTIOTEH3USI.

Kenyoouno-kuweunvle cpedcmea

ArmnpenuraHt Amnpenuranr AUC (111)* [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
Jlonepamu g Jlonepamup Cpax 11, Ha [OpEeaMET MOSBJICHUS HEXKEIATEIbHbBIX
AUC 1 peakmuit Ha  ampenuTaHT/JornepaMu;/

Herynurant Herynutant Cpax (1), HETYIUTAHT MOXET noTpedoBaThC
AUC (11)* CHW)KEHHUE JI03bI alpernuTaHTa/IornepaMua.

Creuuduueckue IEeNCTBUS IS

HETYNUTAHTA NPEICTABICHbl B UHCTPYKIUU.

[uszanpun [uzanpun - noseleHue | IIporuBonokazan BO BpeMs U B TEUCHHE
KOHIICHTPALUH (cremeHb | 2 Henmenb MOCJHE JICYEHUS WUTPAKOHA3OJIOM.

HemsBecTHa) " [ToBbIIIEH PUCK MOSBICHUS HEXEIATEIbHBIX

peakuii Ha MU3ANpPHJI, TAKUX KaK TSKEIbIS
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cepaednO=COCYIHCTRIC | ABICHAS, - BKINOTds

nposjoHranuio uHTepBasia QT, cepbe3Hble
KEIyI0UKOBbIE apPUTMUU U TMHPYITHYIO
TaxXUKapIHUIO.

Jomnepuon

Homnepunion Cpax 11, AUC 11

[IpotuBOonOKa3zaH BO BpeMs U B TEUEHUE
2 Hezdellb MOCJE JICUCHUS UTPAKOHA3OJIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXKETaTeIbHBIX
peakuuii Ha JOMIEPUJIOH, TaKUX Kak
TSOKENbIE  JKEIYJOYKOBBIE  apUTMUU U
BHE3aIHas CepACUHAsI CMEPTh.

CpencrtBa st Urpakonazou: Crnax 1], | IlpuMeHATh ¢ OCTOPOKHOCTBIO TpPENApaThl,
CHUKCHUS AUC || CHUKAIOLIHE KHCIIOTHOCTD KeIlyzKa,
KHCIIOTHOCTH HaIpUMep Takue HEUTpalu3yoliue KUCIOTY
KeIyiKa CpeICTBa, KaK aTOMUHUS TUIPOKCHUI, WU
MIO/IaBIISIOLINE BBIPA0OTKY KHCIIOTBI
mpemapaTsl, HampuMep, aHTaroHUCTHl Hj-
pELEenTOpOB W HMHTUOUTOPBI MPOTOHHOM
nomnbl. [Ipu  OJHOBpEMEHHOM JICUEHUU
HEUTPATU3YIOMIMMH KHUCJIOTY CpEICTBAMHU,
HampuMep, AalIOMHHUS THAPOKCHUIOM, WX
cieAyeT MpUHUMATh MO KpaHel mepe 3a 2
yaca J0 WJIM 4Yepe3 2 yaca Ioclle IpuemMa
KarcyJa uTpakoHasosna (cM. pasaen 4.4).
Hanoxceron Hanoxceron Crnax (111, | [IpoTuBOTIOKa3aH BO BpeMsi U B TEUYCHHE
AUC (1111)* 2 HeAeNlb TOCTE JICUCHUS HTPAKOHA30JIOM.
[ToBBIIEH PHUCK MOSIBICHUS HEXKETATEIbHBIX
peakuuii Ha HAJOKCEroj, TaKuX Kak
CUMITOMBI OTMEHBI OTIOUIOB.
Saccharomyces S.  boulardii — cumwxkenne | He pexomeHayeTrcs BO BpeMs U B TCUCHHE
boulardii KOJIOHM3allMM  (CTEeTeHb  He | 2 HeleNlb Mocje JICUCHHsS] UTPAKOHA30JIOM.
W3BECTHA) OddextuBnocTs S. boulardii Mmoxer OBITH
CHMDKEHA.
Hmmynocynpeccopol
byneconun byneconnn (mns wHramsumii) | [IpUMEHATH C OCTOPOKHOCTBIO, HAOIIOAATh
Cmax T, AUC 11; OyaecoHuI | HA TIpeIMET TOSBICHUS HEXKEIaTEIbHBIX
(mpyrue ¢GopMbI) — TMOBBIINICHUE | PEAKIIUH HAa HMMMYHOCYIIPECCOPBI, MOKET
KOHLEHTpaLUU (cremnenp | moTpebOBaTHCA CHU)KEHHE JI03BI
HEeM3BeCTHA)™ HMMYHOCYIIpECccopa.
ukmeconn Huxneconun (st WHTATSIINAN)
Crmax (1), AUC (11)°
Huxnocriopuna [Huxnocriopuna (8/B) —
nl?BHmeHHe KOHIICHTPAIUU <>-
1
[Muknocnopun (apyrue ¢Gopmbl)
— TIOBBIIIEHUE KOHIEHTPALUU
(creneHb HensBecTHa)™
JexcameTra3oH HexcamerazoH Cyax < B/B 1
(mepopanbuo), AUC 11 (B/B,
MepOPaILHO)
OnyTUKA30H OyTHKA30H (1] MHTAISIIAIA) —

MOBBIIIEHUE KOHIEHTpauuu 11
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dyTHKa3zoH (HazampHas
¢bopma) — MIOBBIILICHHE
koHuenTpauu (1)*°

Merunnpennu- Merunnpe 1HU30JI0H

30JI0H (mepopanibHO) Cpax 1-17, AUC
"
Metunnpeaan3onon (8/B) AUC
1

Takponumyc Takponumyc (B/B) — NOBBIIIIEHHE

KOHLEHTpauuu
Takponmumyc (repopainbHO) Ciax

(1), AUC (1)

Temcuponumyc Temcupomumyc (B/B) Chax (11),

AUC (11)°
DBEPOIUMYC DBEPOIUMYC Cax (11), | He pexomenayercst BO BpeMsi U B TCUCHHE
AUC (1111)° 2 HejeNb MOCIE JICYCHUS] UTPAKOHA30IIOM".
Cuponumyc Cupomumyc Cpax  (17), AUC | [1oBbIleH pUCK TOSIBJICHHUST HEXKETATEITbHBIX
(panamMuInH) 11! peaKIMii Ha SBEPOIUMYC/CUPOIUMYC.
IIpenapamul, pecynupyrowue yposHu 1unuoos
AropBacTtaTuH AtopBactatTuH  Cpax  «>-11, | IIpoTHBONOKa3an BO BpeMs U B TEUYEHHE
AUC 1-11 2 Helenb MOCIHE JICYCHHUS WTPAKOHA30JIOM.

[ToBbIlIeH pHUCK MOSBICHUS HEXENaTeIbHBIX
peakuuii Ha  JIOBacTaTHH/CHMBACTaTHH,
TaKMX Kak MHUOMNaTHs, pabaoMuonu3a u
OTKJIOHEHHUS J1a0OPaTOPHBIX MapaMeTpoB
(GYHKIMY TIeUEHH.

Jlomuranung Jlomuranung Cinax (1111), | [IpoTBONIOKa3aH BO BpeMsi U B TEUYCHHUE
AUC (1111)° 2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.
[ToBbIlIEH pUCK MOSIBICHUS HEXKETaTeIbHBIX
peakuuii Ha JIOMUTanMJ, TaKUX Kak
MEYCHOYHAasT TOKCHMYHOCTb M  TsDhKenas
KEJIyT0YHO-KUIIEYHasl PeaKIusl.

JloBactatun JloBactatun Cnax 11, | lIpotuBONIOKa3aH BO BpeMsi U B TEUYECHUE
AUC 111 2 Hezdellb MOCJE JICUCHUS HUTPAKOHA3OJIOM.
CumBacTaTuH CumBacTaTuH Cinax T111, | IloBbIIEeH pUCK MOSIBICHUS HEXKEJIATEIbHBIX
AUC 111 peakiuii  Ha  JIOBacTaTHH/CUMBACTaTHH,

TaKAX Kak MUOMATHs, pabaoMuonu3a u
OTKJIOHEHHSI JTa0OpaTOPHBIX IapaMeTPOB
(O YHKIIMH TTIEUCHU.

Hecmepoudele npomueoesocnalumeslbHovle cpedcmea

Menokcukam Menokcukam Cpax ||, AUC | [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
Ha TpPEIMET CHIKEHUS JPPEKTUBHOCTH
MeJOKCHKamMa,  MOXET  HoTpeboBaThCs

KOPPCKIUA D03bI MCIIOKCUKaMa.

Pecnupamopuwvie cpeocmea

Canmmerepod Cammerepoit Cpax (1), He pexoMenmyeTcsi BO BpeMs U B TCUCHHE
AUC (1111)° 2 Helenb IMOCJE JICYEHUS WUTPAKOHA30JIOM.
[ToBblIlIeH PHCK TOSBICHUS HEXEIATeIbHBIX
peaKIMii Ha CaIMETEPOIT .

Cenexmusnuvie uHZMéMWIOpbl 06[%1171H020 saxeama CepomoHuna, mpUUUKIUYecKue u Opyeue
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anmuoenpeccanmol
PebOokcernn Peb6okcetnH Cpax (<), [TpuMeHsITh ¢ OCTOPOXKHOCTHIO, HAOIONATH
AUC (1) Ha TpeIMeT TOSBICHHUS HEXeIaTeIbHBIX
Bennadakcun Bennadakcun Crnax (1), | peakiuii  Ha  peboKceTHH/BeHIadaKCHH’,
AUC (1) MOXET TOTpPeOOBaThCSI  CHIDKEHHE 703
peOokceTrHa/BeHIaakCuHa.
Yponoeuueckue npenapamei
ABanadun ABanHapmit Cax (11), IIpotuBonokazaH BO BpeMsi M B TEUYEHHE
AUC (1111)* 2 Hemenb TOCHE JICUCHUS HWTPAKOHA30JIOM.
[ToBbIlIeH PHUCK TMOSIBICHHS HEXKEJIATEIbHBIX
peakuuii Ha aBaHauiI, TAKMX KaK MPUATH3M,
HapyIIEHUs] 3pEeHUsT W BHE3alHas IOTeps
ciyxa.
JlarokceTuH JlarokceTuH Chnax (1), | lIpoTuBOTIOKa3aH BO BpeMs M B TEUCHUE
AUC (1) 2 Hemenb TOCHE JICUCHUS HWTPAKOHA30JIOM.
[ToBbIlIeH PHUCK MOSIBICHHUS HEXEJIATEIbHBIX
peakuuii Ha  JIalOKCeTHH, TaKuX  Kak
OpTOCTaTUYeCKas TMIIOTEH3UsS U BHU3yalbHbIC
3 eKThI.
Hapudenanux Hapudenaumd  Chax  (111), | He pexomenayercss Bo BpeMst U B TEUEHHUE
AUC (111-1111)° 2 Hemenb TIOCHE JICUCHUS] WUTPAKOHA30JIOM.
Bapnenagun Bapnenagun Crnax (11), | [loBpIlIEH pUCK MOSABIEHUS HEXKENATEIbHBIX
AUC (1111)* peakiuii Ha napudenanun/sapaesadu’.
HyTtacrepun Hytacrepun — mnoBblmeHue | [IpuMeHATh C OCTOPOKHOCTHIO, HAOIIOAATH
KOHLEHTpALUU (cTemeHb | HA TpeAMET TMOSBICHHUS HEXelaTelIbHbBIX
HemsBecTHa) " peakinuii Ha ypOJOTHYECKHE Mpernaparsl,
Nmvunadenanun | Umunadenammn Crnax 1, | MOXET TOTpeOOBaThCA CHIXKCHHE  JO3BI
AUC1 YpOJIOTMUYECKOI0 IIpernapara.
OkcuOyTHHUH OkcubytunnH — moBbimeHne | Crienuduveckue NEeUCTBHUS IO TyTacTepUIy
KOHIIEHTparmy 1° yKa3aHbl B MHCTPYKLIUH 110 €T0 MPUMEHEHHIO.
Cunnenadun Cunnenadun Cinax 11), | Ana cunnenaduna u Tamganaduia cM. TakKe
(3peKTHIIBbHAS AUC (11-1111)° paznen 4.4.
TUChHYHKITHSA)
Tananadpun Tapanapun Cpax (1),
(opexTHIbHAs AUC (11)*
TUCHYHKIIHS 1
n00pOKaYeCTBEH
Hast
runepriasus
MPEICTATEIbHON
JKEJIe3bI)
Tonreponun Tonrepomnn  Cpax  (1-11),
AUC (11)* y aun co cinabbim
metabonuzmom CYP2D6
V nenadui Venapun Cpax (1), AUC (11)°
®de3oTepoiuH ®e3zoreporud Cpax  (11), | [IpoTHBOMOKa3aH MAMEHTaM C HapyIIEHUEM
AUC (11)* (GYHKIMM TIEYEHW WIM TOYEK OT CpeaHed 10
TSOKEJIOW CTENEHU TSKECTH BO BpeMsl U B
TedeHue 2  HeJelb  IMocle  JICYCHHUS
UTpPaKoHa30J0M. [IOBbIIEH PUCK TMOSIBICHUS
HEeKeJlaTeJIbHBIX peaknuil Ha (e3oTepoauH,
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raxx AN et al ke inte i dedade

a¢dexTrr. [IpuMEHATH C OCTOPOKHOCTHIO Y
APYrux IManucHTOB: HaGJHOI[aTB Ha OpeaAMCT
MOSIBIICHUSI  HEXKEJIATENIbHBIX  PEeaknuid  Ha
de3orepoaun’, MOKET moTpedoBaThCs
CHWKEHUE J03bI (pe30TepoarHa.

Comudenanun

Comudenanun
AUC (1)

Cmax (T)a

[IpoTnBOMOKa3aH MalIEHTaM C HapyIIEHHEM
(GYHKIMM TOYEK TSDKENOM CTeNeHW WM C
HapynieHueM (GYHKIUH HEYeHH OT CpeaHen
TSOKECTH 70 TSKEJIOW CTENEeHH BO BpeMs U B
TeueHWe 2  HEAedb  IOcie  JICUCHHS
UTpPaKoHa30J0M. [IOBbIIEH PUCK TMOSIBICHUS
HE)KENaTeIbHBIX peaknuii Ha COMUQEHAIHH:
AHTUXOJINHEPTUYECKUE 3¢ heKThI u
nposioHranus narepnaia QT.

[IpuMeHATH C OCTOPOXKHOCTBIO Y JIPYTHUX
NAalMeHTOB,  HAOMIOAaTh  HAa  NpEeIMeT
MOSIBIICHUSI HEXKEJIATeNIbHBIX pEeakuuid Ha
comueHAMH,  MOXET  MoTpeGoBaThCS
CHIDKEHHE JI03bI conneHanunHa.

pyaue npenapamsi u nexapcmeentvle cpeocmea

ANUTPUTUHONH AmutpuTUHOMH — Cpax (1), | [IpUMEHATE C OCTOPOKHOCTBIO, HAOIIOAATH
(mepopaibHO) AUC (1) Ha TIpeIMeT TOSBICHUS HEXKelaTeIbHbIX
Kabepronun Kab6epronun Crnax (11), | peakuuii Ha aTUTPUTHHOMH/Kabeproauy/
AUC (11)* KaHHAOMOUIbI/ITMHAKAIIIIET, MOXKET
Kannabuon st KannaOuougsl — TMOBBIIIEHHE | TOTPEOOBATHCS CHIDKEHUE 103 TUX
KOHLIEHTPALIUH, CTEINeHb | mpenaparos’.
HEU3BECTHA, HO BeposTHO (11)"
[unakanmer [unakamnmer Crax an,
AUC (11)°
Komxumun Konxunun Cpax (1), AUC (11)* | IIpoTHBOIOKa3aH MalUeHTaM ¢ HapyIIEHHEM
(GYHKIIUU TIOYEK WM MEYCHH BO BpeMsl U B
TedeHue 2  HeJelb  Iocie  JICYCHHUS
uTpakoHazojoM. [IOBBINIEH PHUCK TMOSBICHUS
HEXKENaTeNbHBIX PEeaKIUil Ha KOJXHIIHMH:
CHIDKCHHE CEpJCYHOro BBIOpOCA, apUTMHUU
cepllia, PpEeCHUpATOpHBI  AHMCTpecC U
yYrHETeHHE KOCTHOTO MO3Ta.
He pexkomenayercs OpyruM MandeHTaM BO
BpeMs U B TEUCHHE 2 HENeNb MOCJe JICUCHUS
uTpakoHa3ojoM. [IoBbIlIEH PUCK MOSBICHUS
HEXeJIaTeabHbBIX PEAKIMI HA KOJIXUIMH' .
DJIUraycTaT CYP2D6 EMs: Cmax | [IpoTHBONIOKA3aH TAalMEHTaM C CHJIbHBIM
smuriycrara (11), AUC (11)° | meraGonmusmom CYP2D6 EMs, mony4arommum
Bbosnee BBIDQ)XCHHOE | MOIIIHBIA ~ WJIM  YMEPEHHBI  WHTHOUTOP
noselieHUe oxkujaercs y auy | CYP2D6, a taxke manpeHTaMm co CpeIHHUM
CoO cpeaHuM WM chna0biM | i  cinabeiMm  metabonmsmom CYP2D6 Bo
MeTaboIU3MOM CYP2D6 | Bpems U B TeueHHUE 2 HEAENb OCIe Tepalun
IMs/PMs u MpU | UTPaKOHA30JI0M. [IOBBIIIIEH pUCK MOSIBICHUS
OJTHOBPEMEHHOM TIPUMEHEHUU | HEXKENaTeNbHBIX pPEaKIWil Ha JIUTIIYCTaT:
naruouTopa CYP2D6. nposioHTanys uHTepBasioB PR, QTc w/mm
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ORS. 2 HIGEIERERA TR To 0002)

[IpuMeHATh € OCTOPOXHOCTBIO y JIMI[ C
ciiIbHBEIM MeTabommsmMomM CYP2D6  EMs,
HaGJIIO,Z[aTB Ha npeamMeT TIOSIBJICHUA
HEXeJaTeNbHbIX PEaKUUi Ha DIUIIyCTar’,

MOXKET TOTpPeOOBAaThCS CHUKCHHE JIO3BI
AIINTITyCTaTA.
Ankanou sl Ankanounel  cnopeiHbd  — | [IpoTHBOMOKAa3aHBI BO BpeMsl M B TEUCHHE
CTIOPBIHBH MOBBIIICHUE  KOHIIGHTpAIMH | 2 HEIeNb TO0Cie JICYCHUS HTPAKOHA30JIOM.
(cTeneHs HemsBecTHa) [ToBBIIIIEH PUCK TMOSBICHUS HEXKEIATEIbHBIX
peaKIuii Ha aTKaJTOUIbI CIIOPBIHBU, TAKUX KaK
AProTusM (CM. Takxke pasnen 4.5).
lamanramun lamanramun Cinax (1), | [IpuMeHATh C OCTOPOKHOCTHIO, HAOJIOAATH
AUC (1)* Ha TpeIMeT TOSBICHUS HEXelaTeIbHbIX
peakmuii Ha rajlaHTaMHH®, MOJKET
notpedoBaTbCs CHIDKCHUE JI03BI
raJaHTaMuHa.
WBakagrop WBakagrop Crnax (11), | llpumeHATh € OCTOPOXHOCTBIO, HAOIIOJAThH
AUC (111)* Ha TIpeIMeT TOSBICHUS HEXKelaTeIbHbIX
peaxkuui Ha nBakapTop®, MOJXKET
MoTpeOOBaTHCsI CHIDKCHHE 10361 MBaKadTOpA.
Jlymakadrop/ NBakadTop Crnax (11), | He pexomeHnnyercs B TedeHue 2 Hememnb Jo,
uBakadTop AUC (11)* BO BpeMs M B TEYCHHE 2 HEIEIb IOCIe
JlymakagTop Crnax (<), | neyenus UTPAKOHA30JI0M. Bo3moxHO
AUC («)? cHmKeHne A(P(EKTUBHOCTH HTPAKOHA30JIA,
HTpakoHa3on — CHHKEHHE | BO3PAcTaeT PHUCK MOSBIICHUS HEXKEIATEIbHBIX
KOHIICHTPAIINH, CTEIEHb | Peakiii Ha uBakaQTop'.

HEU3BECTHA, HO, BEPOSITHO | | |

Aumazonucmot peuennmopoe eazonpeccura

KonuBanran KonuBanran Crnax (11), | He pexomennyercs Bo BpeMs U B TEUEHHUE
AUC (1111)* 2 Hemenb TOCHE JICUCHHUS] WUTPAKOHA30JIOM.
TosBanran TosBanran Crnax (11), | lloBbIlleH pUCK TOSBJICHUS HEXeIaTeIbHBIX
AUC (111)* peaxiyii Ha KOHUBAIITaH/TOJIBAITaH .
Mo3zaBanTan MoszaBanrtan Cpax T, AUC 11 [IpuMeHATh C OCTOPOKHOCTBHIO, HaOIIO/IATh
Ha TIpeAMET TMOSBIEHUS HEXeJIaTeIbHbIX
peakuuii Ha MO3aBarTaH’, MOKET
noTpedoBaTbCs CHHMIKCHHE J103b1
MO3aBallTaHa.

* uaruoutopel CYP3A4 (Bkimtoyas HTPaKOHA30J1) MOT'YT MOBBIMIATH KOHIIEHTPAIIUIO TOPMOHAIBHBIX KOHTPAIIETITUBOB

B IJIa3M€ KpOBU

ITpumeuanue

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

CpenHee NMOBBIIEHUE KOHIIEHTPALIUH:
1: <100 % (< 2 paz);

11: 100400 % (= 2 pa3 u < 5 pa3);
T11: 400-900 % (= 5 pa3 u < 10 pa3);
TM11: = 10 pas.

CpenHee CHIDKEHHE KOHLCHTPALUH:
1 <40%;

11:40-80 %;
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L= 80 % (NOCNEOOBATENLHOCTL 0002)

CMEPTHOMY OTUETY

OrcytcTBHe Y dekTa: <.

Jlnst ommcanus dddexra (cpemHsas KOJOHKA) YKa3aHO Ha3BaHHUE WCXOIHOTO JISKAPCTBEHHOT'O BEIECTBA, NaXKe €CIH
3¢ EeKT OTHOCUTCS K aKTUBHOMY KOMIOHEHTY HJIM aKTHBHOMY METa0O0IUTY MPOJICKapCTBa.

a. Jlag mpemaparoB CO CTpEJKaMu B CKOOKaX OIEHKAa OCHOBaHA Ha MEXaHM3ME JIEKAPCTBEHHBIX B3aMMOAEHCTBUII 1
nHpopManmMM O KIMHHYECKHX JICKAPCTBEHHBIX B3aHMMOJCHCTBHSIX C KETOKOHA30JIOM WM APYTMMH MOIIHBIMHA
naruburopamu CYP3A4 w/unu maruburopamu P- riuxonporenna i BCRP, a taxxke Ha TaHHBIX MOJEIHPOBAHMS,
KJIMHUYECKHUX CIIy4aeB W/MJIM 3KCIEPUMEHTOB in Vitro. JInst Apyrux NepeyrciIeHHbIX MpenapaToB OleHKa OCHOBaHA Ha
JIaHHBIX KJIMHUYECKUX JICKapCTBEHHBIX B3aUMOJIEHCTBUH Npenapara ¢ UTPaKOHA30JI0M.

b. Ilapamerpsl (hapMaKOKUHETHKH HE YCTAHOBJICHBI.

C. CasI3aHHBIE C npenaparoM HCEKEIATCIIbHBIC JICKAPCTBCHHBIC PCEAKUIWU TIPCACTABICHBL B COOTBeTCTByIOIIIeﬁ
HWHCTPYKIHHU IO NPUMECHCHUIO.

CTH

HccnenoBanust B3aUMOICHCTBUS TPOBEICHBI TOJIBKO Y B3POCIIBIX.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JAKTALMSA

bepemeHHOCTH

WtpakoHa30oa He JMJODKEH MPHUMEHSAThCS TMpH OEpEeMEHHOCTH, 3a MWCKIIOYEHHEM CIydaes,
YTPOXKAIOIIUX KU3HU, U €CJIH OXUIAEMbIN MOJIOKUTEIbHBIA 3(PQPEeKT Ui MaTepu MNPEBBIIACT
BO3MO>KHBIN BpeJl AJIs IUI0AA.

B noximHMYecKUX MCCIeTOBAaHUSIX OBUIO MOKa3aHO, YTO UTPAKOHA30J1 00JajaeT pernpoayKTHBHOMN
TOKCHUYHOCTBIO.

JlaHHBIX 00 HCMONBb30BAaHMM WTpPaKOHa30jla B Iepuoj OepeMEeHHOCTH HeI0CTaTodyHo. B xoxe
KIIMHUYECKOTO TMPUMEHEHHSI HWTPAKOHA30Jia OBUIM OTMEYEHBI CIydah BPOKICHHBIX aHOMAJHIA.
Takue cimyyau BKJIIOYAIM HApYIICHUS pPa3BUTHS 3pEHUs, CKEJETa, MOYENOJOBOW M CEepAeUHO-
COCYJUCTOM CHUCTEM, a Tak)K€ XPOMOCOMHBIE HAPYILIEHHWS U MHOXECTBEHHBIEC MOPOKH Pa3BUTHSL.
Opnako, SIBJISE€TCS U IPUMEHEHHE UTPAKOHA30J1a MPUYUHON BOZHUKHOBEHUS TAHHBIX HapYIICHUH,
JIOCTOBEPHO HE YCTaHOBJICHO.

ONUIEMHOJIOTUYECKUE [TaHHBIE B OTHOIICHHWH BO3ICHCTBHS HWTPAKOHA30Ja B IEPBBIM TPUMECTP
O0epeMEeHHOCTH, B OCHOBHOM Y MAaIlMEHTOK, IMOJIyYaBIIMX KPAaTKOCPOUYHYIO TEpANMIO MO MOBOAY
BYJIbBOBATMHAJIBHBIX KaHIUJ030B, HE BBIABUIM IOBBIIICHHOIO PHUCKA Pa3BUTHS BPOKICHHBIX
AHOMAJIMM 10 CPAaBHEHUIO C KOHTPOJIBHOM I'PYIIION, HE MOABEPIaBIICHCs BO3ACHCTBUIO HA OJHOIO
U3 U3BECTHBIX TEPATOreHHBIX (akTopoB. JKeHIIMHAM JOETOPOAHOTO BO3pacTa, MPUHUMAIOLIUM
npenapat UtpakoHa3oi, HEOOXOIMMO UCIOIb30BATh BEICOKO3()(PEKTUBHBIE METO/IbI KOHTPALICIIINU
Ha NPOTSKEHUHU BCETO Kypca JICYEHMs BILIOTH A0 HACTYIUICHUS NEPBOM MEHCTPYyalUMH IOCIE €ro
3aBEPILUCHMUS.

JlakTamus

C rpyIHBIM MOJIOKOM BBIBOJIUTCSI OYCHH HEOOJBIIOE KOJTUYECTBO UTpaKoHa3omna. [Ipu HasHaueHUH
npernapata MTpakoHa3onm  KEHIIMHAM, KOPMSIIMM  TPYyIbl0, HEOOXOJUMO  B3BEIIMBAThH
MpEANojaraéMoe COOTHOIIEHUE TMOJb3bl M PHUCKOB. B cilydae COMHEHUN >KEHIIMHA JOJIKHA
OTKa3aThCsl OT KOPMJICHUS TPY/IBIO.

4.7. BunsiHMe Ha CHNOCOOHOCTH YINPABJATH TPAHCIOPTHBIMHM CPeACTBAMH M padorarh ¢
MeXaHM3MaMH

HccnenoBanust o M3YYCHHIO BIHSIHHS JIGKAPCTBEHHOTO CPEICTBAa UTPAKOHA30J HAa CIIOCOOHOCTH
YIOPaBIsATh TPAHCHIOPTHBIMU CPEACTBAMU M PabOTaTh C TEXHUKOW He mpoBoauiuck. Heobxonumo
MPUHAMATh BO BHHMAaHHE BO3MOXXHOCTh BO3HHUKHOBEHHUS HEXKENATEIbHBIX pEaKlnd, TaKuX Kak
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TFOJIOBOKPY)KCHHE, HApYIICHHE 3pPCHHS M IIOTeps [cayXa (m:':p@EEW§§HﬁBI§'HEQ§ﬁeﬁﬁh
Py py p P

COOTBETCTBYET ZKCNEPTHOMY OTUETY

OIIMCAaHHBIX HEXKEIATCIBbHBIX peaKuHﬁ CICOYCT BO3ACPKATHECA OT BBIIIOJTHCHUA YKa3aHHBIX BHUI0B
JCATCIIbHOCTH.

4.8. HexxennaTesbHbIe peakuu

Pe3romMe HexenaTenbHBIX PEAKIIN

YacTtoTa BO3HUKHOBCHHS HEKEIATENBHBIX PEAKIHMWA  ONpenensiach B  COOTBETCTBUU  C
knaccudukanueit Beemupnoit Opranmsanuu 3ppaBooxpaHeHusi: odeHb yacto (= 1/10); dacto
(>1/100, vO < 1/10); Hewacto (= 1/1 000, HO < 1/100); peaxo (> 1/10 000, HO < 1/1 000); oUeHb
peako (< 1/10 000), wacrora Hew3BecTHAa (HA OCHOBAHMHM WMEIOIIMXCS JAHHBIX OIICHHUTH
HEBO3MOJKHO).

ﬂaHHble, NnoJly4YeHHble 6 X00€e KIUHUYECKUX UCCAe008AHULL

be3zonacHocTs uTpakoHazona B Karcyinax uydanach B 107 OTKpBITBIX W JBOWHBIX CJEMBIX
KIIMHUYECKUX HCCIEeNOBaHUsAX ¢ yuacTueMm 8499 manumentoB. Bece 8499 manueHTOB XOTS OBl OAMH
pa3 TPHUHAIM WTPAKOHA30JI B Karcyjax, IMOCJIe 4Yero ObUla TMPOBEIECHAa OIleHKa O0e30MacHOCTH
JICUCHUS.

Nudexunn u nHBa3nu:

HEYACTO: pUHUT, CHHYCHUT, UH(DEKITNH BEPXHUX JAbIXaTCIbHBIX MYyTEH.
Hapymienust co cTopoHbI KPOBH M TUM(PATHIECKON CHCTEM:
PEIKO: JIEMKOIECHUS;

4aCTOTA HEU3BECTHA: HEUTPOIICHUSI.

Hapy1ienust co cTopoHbI MUMMYHHOU CHCTEMBI:

HEYaCTO: TUIIEPYYBCTBUTEIBHOCTD.

Hapy1enust co cTopoHbI HEPBHOU CUCTEMBI:

4acTo: TOJIOBHAs 00JIb;

PEAKO: TUIIOCTE3US], TAPECTE3HSL.

Hapymienust co cTopoHsl opraHa ciyxa 1 JaOUpUHTA!

pPEAKO: 3BOH B yIlIax.

Hapyiienust co cTOpoHBI Keny109HO-KUIIIEYHOIO TPAKTa:
Yacrto: 0016 B )KMBOTE, TOLIHOTA;

HEYaCTO: IUCIIETICHS, 3aI10p, METEOPU3M, AUapes, PBOTA;

PEAKO: TUCTEB3USL.

HapyiieHnust co cTOpoHbI NEYEHH U KETUEBBIBOISAIINX ITYTEH:
HEYacTO: TUIEpOMINPpYOUHEMUS, HapyllIeHHe (DYHKIH [TeYEHH.
Hapymenust co cTOpoHbI KOXKHU U MOJKOKHBIX TKAaHEH:

HEYacTo: ChlIlb, 3y/l, KpAaIIUBHULIA.

Hapymenust co cTopoHbI MOYEK U MOYEBBIBOIAIINX ITYTEH:
PEAKO: MOJUIAKUYPUS.

Hapyiienust co cTopoHbI penpoIyKTUBHOM CUCTEMBI 1 MOJIOYHBIX XKEJE3:

HCYACTO: HAPYICHHUEC MCHCTPYAJIbHOT'O [IUKJIA,
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(NOCNEQCBATENEHOCTE 0002)

PENKO: 3pEKTHIIbHAS TUCPYHKIHS.

OOu1re HapylIeHHs ¥ PeaKLIuU B MECTE BBEICHUS:
PEAKO: OTEUHBIN CUHIPOM.

Hwxke mpencraBiieH CHHCOK HEXENATEIbHBIX pPEaKIUi, CBSI3aHHBIX C MPUEMOM HTPaKOHA307a,
KOTOpbIE OBUIM 3aperucTPUpPOBaHBl B KIMHUYECKUX MCCIEIOBAHUAX HUTpaKoHa3ojda B Qopme
pacTBopa il TIpueMa BHYTPh W/WiIM B (opMe pacTBopa Uisl BHYTPHMBEHHOTO BBEICHHS (3a
HCKIIIOYCHUEM HECKECIATCIbHBIX peaKHHﬁ, OTHOCAIIUXCA K KaTCropun <«BOCIIAJICHHUA B MCCTC
WHBCKIIMN», TOCKOIBKY JaHHBIC HEXeNaTeIbHbIC PEaKIUH SIBISTIOTCS CIeUUOUIHBIMHA IS
JIEKapCTBEHHOH (POPMBI «PacTBOP JUIsl BHYTPUBEHHOTO BBEICHUS).

Hapymienust co cTopoHbI KpOBH B TUM(PATHIECKON CUCTEMBI:
TPaHyJIOIUTOINEHUS, TPOMOOIIUTONICHUSI.

Hapymenust co cTopoHbl UIMMYHHOM CUCTEMBI:
aHa(pUIAKTOUIHbBIE PEAKIIHH.

Hapymenus merabonuszma u TUTaHUSL:

TUNIEPTIUKEMHUS], TUTIEPKAIUEMHUS], TUTIOKAJIMEMUSI, THTTOMAarHUEMUSI.
[Icuxuyeckne HapyHICHHUS:

CIIlyTaHHOCTb CO3HAHUSI.

Hapymenust co cTopoHbl HEpBHOM CHUCTEMBI:

nepudepruyeckas HelponaTusi, TOJOBOKPY>KEHUE, COHIHBOCTb.
Hapymenus co ctopoHsl cepana:

cepaAcyHasds HEAOCTATOYHOCTb, HCAOCTATOYHOCTL JICBOTO JKCIYyJOYKA, TaXUKApAWUA, apTCpUaIbHAA
THIICPTCH3UA, apTCpHUaIbHas THIIOTCH3UA.

Hapy1ienust co CTOpOHBI ABIXaTEIBHON CUCTEMBI, OPIaHOB IPYIHOM KIETKH U CPEAOCTECHHUS:
OTEK JIETKUX, AUC(HOHMS, KaIlIENb.

Hapy1eHnust co CTOpOHBI K€y 10YHO-KUIIEYHOIO TPAKTa:

KEIIyJOYHO-KHIIEYHBIE PACCTPOMCTBA.

Hapymienust co CTOpOHBI IEYEHU U KEITUEBBIBOJAINX TyTEH:

TEIIAaTHT, J)KEITyXa, IEYCHOYHAs! HEIOCTATOYHOCTD.

Hapy1enust co CTOpOHBI KOKH U ITOJKOXKHBIX TKAHEH:

OPUTEMATO3HAs ChIIb, THIIEPTUIPO3.

Hapyiienust co cTOpoHBI MBIIIEYHOM, KOCTHOM U COCIMHUTEIILHON TKAHMU:

MUAITUs, apTPAITHSL.

Hapyienust co CTOpOHBI IOYEK U MOYEBBIBOASAIINX ITYTEH:

HE0CTaTOYHOCTh (DYHKIIMH MTOYEK, HElepKaHHEe MOYH.

OOu1re HapyIIeHHs U PeaKLIU B MECTE BBEICHUS:

reHepaIM30BaHHBIC OTEKH, OTEK JIUIA, O0JIb B TPYAH, TUTIEPTEPMHUS, 00JIb, YCTAIOCTh, 03HOO.
JlaGopaTopHble 1 HHCTPYMEHTAJIbHBIC TaHHBIE!

TIOBBIIIICHUE AKTUBHOCTH aJlaHUHaMUHOTpaHchepassl, TIOBBIIIICHHE aAKTUBHOCTH
acmapraTaMHHOTpaHc(epasbl, MOBBIIICHHE AaKTUBHOCTH IIENOYHOU (ocdarazpl B MmiIa3mMe KPOBH,
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MOBBIILICHUE AKTUBHOCTH JIAKTATIECTUIPOT€HAa3bl B [UIA3ME ':H)I;I)i;.n-,l E%;Emgggg:dgﬂmgﬂl‘[gaﬂﬁh

MOYEBHHBI KPOBH, TIIOBBIIEHME aAKTUBHOCTH TraMMa-IilyTaMuiITpaHc(depasbl, IOBBILICHHE
AKTUBHOCTH MEYEHOUYHBIX ()EPMEHTOB, OTKJIOHEHNE OT HOPMBI ITOKa3aTeleil 001ero anaimsa MoyH.

Heowcenamenvnvie peakyuu, 3apecucmpuposannvie 8 NOCMPeUCMPAYUOHHOM nepuode (IaHHbBIE
MOJIy4€HbI HA OCHOBAHWHY CIIOHTAHHBIX COOOIIIECHUH)

IIpencraBicHHass YacTOTa HEXKENATENbHBIX pEAaKIMM OCHOBAaHA HA KJIMHUYECKOM  OIIBITE
IIPUMEHEHHUs UTPAKOHA30J1a.

Hapymenust co cTopoHbl UIMMYHHOM CUCTEMBI:

OYeHb PEIKO: CBIBOPOTOYHAs OONE3Hb, AHTHMOHEBPOTHYECKUH OTEK, aHapUIaAKTUYECKHE,
aHa(UIAKTOUTHBIE ¥ AJIJIEPTUYECKUE PEAKITHH.

Hapymenust Metabonu3mMa 1 MATaHUS:

O4eHb penKo: TUIEPTPUNIIHLIEPUACMHS.

Hapy1enust co cTopoHbI HEPBHOW CUCTEMBI:

OYEHb PEIKO: TPEMOD.

Hapy1enust co cTopoHBI Oprasa 3peHus:

OYEHb PEJIKO: HAPYIIEHUE 3pEeHUs (BKJIIOUasi HEYETKOE 3pEHUE, JUILIOMNUIO).
Hapymienust co cTopoHbI OpraHa ciiyxa 1 Ja0UpuHTa:

OYEHb PEIKO: CTOMKAs WIM BPEMEHHAs NIOTEPs CIIyXa.

Hapyienust co ctopoHsl cepaua:

OYEHb PEIKO: XPOHUUYECKAS CEPACYHAs HEJOCTaTOUHOCTD.

Hapy1enust co CTOpOHBI ABIXaTEIBHON CUCTEMBI, OPIaHOB IPYIHOM KIETKHU U CPEAOCTECHHUS:
4acTO: OJBIIIKA.

Hapy1ieHnust co CTOpOHBI Key10YHO-KUIIEYHOIO TPAKTa:

OYEHb PEIKO: TaHKPEATHUT.

Hapy1ienust co CTOpOHBI IEYEHU U KETYEBBIBOISALIUX IIyTEH:

OUYEHb PEKO: TSHKEII0e TOKCHUECKOE MOpaKeHHe MeUYeHU (B TOM YMCJie HECKOJIBKO CIydaeB OCTpOi
MEYEHOUYHON HEJOCTATOYHOCTH C JIETAIBHBIM UCXOI0M).

Hapymenust co cTOpoHbI KO U MOJKOKHBIX TKAHEH:

OUEHb PEJIKO: TOKCMYECKHI 3MHUIEpPMaTIbHBIM HEKposn3, cuHApoM CtHBeHca-/[)KOHCOHA, OCTpbII
TEHEPATM30BAHHBIA 3K3C€HTEMATO3HbIM IyCTyse3, HOIMMOp(Has spuremMa, 3KCPOIMATUBHBINA
JNEPMAaTUT, JIEHKOLUTOKJIACTUYECKUM BACKYJIUT, aJIONELUs, CBETOUYBCTBUTEIILHOCTD.

JlaGopaTopHbIe 1 HHCTPYMEHTAJIbHBIC JaHHBIE:
OYEHb PEJIKO: MOBBIIICHUE aKTUBHOCTH KpeaTuH()OC(HOKNHA3EI KPOBH.
eTH

bezomacHocTh WTpakoHa307la B KamcyliaxX, OICHWBAIAch B 14 KIMHUYECKHX HCCleqoBaHmsIx (4
JBOMHBIX CJICTIBIX IUIAIe00-KOHTPOIMPYEMBIX HCCIIECIOBAHMSA, 9 OTKPBITBIX HCCIEIOBAaHUNA U 1
UCCIIe/IOBaHNE, MMEBIIEE OTKPBITYIO a3y C MOCIenyrollel IBOWHOM cienoi) ¢ ydactuem 165
neteit B Bo3pacrte oT 1 roma mo 17 ner. B xone uccnenoBanuii ObUIO OTMEYEHO, YTO HauO0JIee 4acTo
BCTPEUAIOIIUMUCS HEXKEIATeNbHBIMH peakiusMu Obut: roiioBHas 6osb (3,0 %), psora (3,0 %),
60156 B xuBote (2,4 %), nuapes (2,4 %), nHapyumenue ynkuuu nedenu (1,2 %), Tomnora (1,2 %),
kpanuBHuna (1,2 %), runotensus (1,2 %). Xapakrep HeKeIaTEIbHBIX PEaKIUid, BCTPEUAIOIIUXCS Y
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

HE)KEJIaTeJIbHBIX PEaKIUi y AETEH BBIIIIE.

COO6H.I€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo0mare 0 mogo3peBaeMbIX HEKENATENBHBIX PEaKIUsAX IMOCIe PErHCTPaluy Ipenapara ¢
[eNbl0  O0ECIeUeHUs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIICHHS  «II0Jb3a —  PHCK»
JIEKApCTBEHHOT'O Tpernapara. MEeTuIMHCKUM pa0OTHUKAM PEKOMEHIYETCsl CcOooOmaTh O JHOOBIX
MO/I03PEBAEMBIX HEKENATEeNbHBIX PEAaKIUsAX JIEKAPCTBEHHOTO TMpernapara 4Yepe3 HalMOHAIbHBIC
CHCTEMBI COOOUICHHS O HEXENaTeIbHBIX PEaKIHsIX TOoCYAapcTB-4wieHOB EBpasmiickoro
HKOHOMHYECKOTO CO03a.

Poccuiickas @enepanusi.

denepanbHas ciryx0a o Haa30py B cepe 3IpaBoOXpaHEHUsI.

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

Tenedon: +7 800 550 99 03

OnekTpoHHas movra: pharm@roszdravnadzor.gov.ru uium npr@roszdravnadzor.gov.ru
CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKAITMOHHON ceTn «MHTepHeT»:

www.roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

CUMIOTOMBI

CumnToMBl, HaOmOJaeMble TpPU MEPEJO3MPOBKE HUTPAKOHA30J0M, OBUIM COMOCTaBHUMBI C
710303aBUCUMBIMH HEXEJIATEIbHBIMU PeaKUsAIMH, HA0II0JaeMbIMH IIPYU PUMEHEHUHN OOBIYHBIX 103
npenapara.

JleyeHune

Crnenuduueckoro aHTUAOTa HE CyLIECTBYeT. B ciydae mepeno3upoBKU CIEIyeT NPOBOAMUTH
HOJICP>)KUBAIOLIYI0 Tepanuio. VTpakoHa301 He BBIBOAMTCS M3 OpraHu3Ma IpH TI'eMOJUAIN3E.
Pexomenyercst 0OpaTUThCS B TOKCUKOJIOTUYECKUN LEHTP C IeNbI0 KOPPEKTHPOBKH JICUCHUS TIPU
Nepe03UPOBKE UTPAKOHA30IIOM.

5. PAPMAKOJIOTUYECKUE CBOHCTBA

5.1. ®apmakoguHAMHYECKHE CBOICTBA

dapmakoTepaneBTHUECKasi TpyIna: MPOTUBOTPUOKOBBIE CpPEACTBA CHCTEMHOIO  JCHCTBUS;
IIPOM3BOIHBIE TPUA30J1a U TETPA30JIa.
Kox ATX: JO2ACO2.

MexaHusM aeiicTtBus U hapMakoauHaMuueckue 3O GHEKTHI

HTpakoHa3on — CHHTETHYECKOE MPOTUBOTPUOKOBOE CPEICTBO IIMPOKOTO CIEKTpa JACUCTBHUSA,
coZep)Kaliee WTPAKOHA30Jl, TPOM3BOJHOE TpHazona. MexaHu3M JICHCTBHSI HMTpaKOHA30JIa
3aKJIFOYAeTCsl B MHTHOWPOBAaHUM OMOCHHTE3a IProcTepoiia — OCHOBHOTO KOMITOHEHTA KIIETOYHOM
MeMOpaHbl TpubOa, YYaCTBYIOIIETO B TOJJICPKAHUU CTPYKTYPHOM IIEIOCTHOCTH MEMOpaHBHI.
Hapymenne cunTe3a 3procreposiia NpuBOAUT K U3MEHEHHIO MPOHUIIAEMOCTH MEMOpaHbI U JIU3UCY
KJIETKH, 4TO ¥ 00yCIIaBJIUBAaeT MPOTUBOTPUOKOBBIN A (PeKT mpenapara.

HTpakoHa307 aKTHBEH B OTHOILICHWH MH(EKIHiA, BbI3bIBaeMbIX rpubamu: Candida spp. (Bkaodas
Candida albicans, Candida tropicalis, Candida parapsilosis v Candida dubliniensis), Aspergillus
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neoformans, Geotrichum spp., Histoplasma spp., Bxmovas H. capsulatum, Paracoccidioides
brasiliensis, Penicillium marneffei, Sporothrix schenckii u Trichosporon spp. ITpakoHa301 TaKxe
MoKa3aJl akKTUBHOCTh B oTHomeHun Epidermophyton floccosum, Fonsecaea spp., Malassezia spp.,
Microsporum spp., Pseudallescheria boydii, Trichophyton spp. u Ipyrux APOXIKEBBIX U TPUOKOBBIX
WH(EKIIHA.

Candida krusei, Candida glabrata w Candida tropicalis SBASIOTCS HaMMEHEE YYBCTBUTEIBHBIMU K
neiictBuio utpakoHasona Bugamu Candida. In vitro pon Candida HeCKOIbKO H30JMPOBAHHO
MOKa3bIBaJI OJIHO3HAYHYIO PE3UCTEHTHOCTh K UTPAKOHA30ITY.

OCHOBHBIMH THUTIAMH TPHOOB, Pa3BUTHE KOTOPHIX HE TOAABISETCS HTPAKOHA30JIOM, SIBISFOTCS
Zygomyces (Rhizopus spp., Rhizomucor spp., Mucor spp. n Absidia spp.), Fusarium spp.,
Scedosporium spp. n Scopulariopsis spp.

YCTOWYNBOCTh K a30jaM pa3BUBACTCSI MEMJEHHO M YacTO SIBISIETCA PEe3YlbTaTOM HECKOJIBKUX
reHeTuYeckux Mytauuid. OnHcaHHbIE MEXaHW3Mbl Pa3BUTHS YCTOMYMBOCTH BKJIIOYAIOT B ceOs
runepakcnpeccuto rena ERG11, xomupyromero ¢epmeHT 140-mpeMerniaszy, KOTOPBIA SBISETCS
OCHOBHOW MUIIEHbIO JEWCTBUA a30J0B, W ToueuHble Myrauuu ERGI1, npuBomggmue k
YMEHBUICHUIO CBSI3bIBaHUS (PEPMEHTOB C a30J1aMH W/WJIM K aKTUBAIIMHM TPAHCIIOPTHBIX CUCTEM, UTO
MPUBOJIUT K YBEJIMYEHHUIO BbIBeACHMs a3o0i0B. HaOmioganace mnepekpecTHas YCTOWYMBOCTH
Candida spp. k mpenaparaMm TPYIIBI a30JI0B, XOTS YCTOMYMBOCTh K OJHOMY IMpemapary 3TOi
rpynnbl He 00s3aTeIbHO 03HAYAET HAJTMYKME YCTOMYMBOCTH K JPYTUM MperaparaM TPYMIbI a30J10B.
Coobmanocs o mrammax Aspergillus fumigates, ycTOWIUBBIX K HTPAKOHA30ITy.

5.2. ®apmMakoKHHEeTHYECKHE CBOMCTBA

MakcumanbHasi KOHIIGHTpalUsl UTPAaKOHa30jla B IJIa3Me JOCTUTAeTCss B TeYeHHe 2—5 4 mocie
nepopajibHoro npuema. Benencrsue HenuHeltHONW papMakKOKMHETHKH, HTPAKOHA30J1 HAKaIllIMBaeTCs
B IJJa3M€ KPOBHM IMPU MHOTOKPATHOM Ipueme. PaBHOBECHasl KOHIIEHTpALMs HTPAKOHA30J1a, Kak
MpaBWIO, AOCTUTAETCS B TEUYEHUE MNPUMEPHO 15 [HEH, mpu STOM 3HAYECHHS MaKCHUMaJbHOU
koHeHTpanun (Cpax) HUTpakoHazoma cocraBisior 0,5 mkr/mi, 1,1 mxr/mn u 2,0 MKr/mo
COOTBETCTBEHHO Mocie nepopaibHoro BeeAaeHus 100 mr 1 pa3 B nenpb, 200 mr 1 pa3 B genpb, 200 mr
2 pa3a B geHb. KOHEUHBI TIepro/] OTYBBIBEACHHS OOBIYHO COCTaBISAET 16—28 4 mMpH OAHOKPATHOM
npueme U 34-42 4 npu MHOTOKpaTHOM mpueme. KoHIEeHTpanus UTpaKOHA30Jia B IIa3Me KPOBU
CHUXKAETCS JO TMPAKTUUYECKH HEOMNpEeNeIsieMOro 3HaueHuss B TedueHue 7—14 nHel mocne
MpeKpalleHus] TEparuyd B 3aBUCUMOCTH OT HAa3HAUYEHHOM [103bl M MPOJOJIKUTEIBHOCTH JICUCHHUS.
OOmiee cpeaHee 3HAUYCHHWE KIMPEHCA HMTPAKOHA30JIa B IUTa3ME MPU BHYTPUBEHHOM BBEICHUU
coctapisieT 278 mi/mMuH. KnupeHc uTpakoHa3ojia yMeHbIIaeTcs Mpu 00J1ee BRICOKUX J103aX B CBS3H
C HACBIIIIEHUEM TTyTel ero MeTaboIn3aIiy B IEYCHH.

AOGcopOrus

Htpakonazon ObicTpo abcopOupyercss mocie mpuemMa BHYTpPb. MakcHUMaidbHbIE KOHIEHTpaIUU
HEUM3MEHEHHOTO MTpaKOHa30Jjla B IUIa3Me JOCTUTAIOTCS B TE€YEHHE 2—5 4 mocje MepopaibHOro
npueMa Karcyiabl. AOcomoTHas OMOJOCTYIMHOCTh WTPAaKOHA30jla IOCJIE MEepOpabHOrO IMpHeMa
cocraBisieT okoino 55 %. Ilpu mepopadbHOM NPUMEHEHHMH MaKCHMallbHas OHOJOCTYIHOCTh
UTPAKOHA30J1a OTMEYAETCS IPU MIPUEME KaIlCyJl cpa3y MOCIE €l

BcacbiBanue utpakoHazojia B KalcCyjaxX CHUXKEHO Yy MAllMeHTOB C IMOHM)XEHHOH KHUCIOTHOCTBIO
KEIyIOYHOTO COKa, HampuMep, Ha (poHe mpreMa MpenapaToB, MOJABISIFOIINX CEKPEIUIO COJISTHOM
KHCIIOTBI B JKeIyJKe (TaKUX KaK aHTaroHUCTbl H,-THCTaMUHOBBIX PELENTOPOB, MHTHMOUTOPHI
NPOTOHHOW TOMIIBI), WJIM Y MAalMEHTOB C axJopryjpueil Ha (oHE pa3TUYHBIX 3a00JIEBaHHIA.
BcacbiBanue wuTpakoHa30jla HATOIIAK Yy TaKWX MAlUMEHTOB YBEJIWYMBACTCS MpPU MpHEME
HUTpaKOHAa30Jia B KallCyllaXx OJHOBPECMCHHO C KHUCJIBIMU HAIIUTKaAaMH (TaKI/IMI/I KaK HE€ JUETHUYCCKas
kona). [Ipu mpueme utpakoHaszoia B Karcysiax, B 1o3¢ 200 M 0THOKpaTHO HATOIAaK COBMECTHO C
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PEUCIITOPOB pPAHUTHIWHA BCAChIBAHHUEC HWTPAKOHA30JIa OBUIO CONOCTAaBUMBIM C BCAacChIBAHHUEM
HUTpaKOHAa30Jia B KaricyJjiax, rnmpu npucMe TOJIbKO JAaHHOTO IIperapara.

DKCMOo3ULMs UTPAaKOHA30JIa HIDKE NMPHU MpPHEME UTPaKOHAa30jla B BHJE KalCyjd MO CPaBHEHHUIO C
9KCIIO3ULIMEN UTPAKOHA30J1a IIPU ITPUEME TOM K€ 1036l B BUJE pacTBOpa [l IpUeMa BHYTPb.

Pacopenenenune

Utpakonason Ha 99,8 % cBsa3biBacTca ¢ OenkamMH IUIa3Mbl, B OCHOBHOM C allbOyMHHOM
(TMAPOKCHUUTPAKOHA30J CBA3BIBAETCS € ambOyMuHOM Ha 99,6 %). Taxke OTMEUYEHO CPOICTBO K
nunugaM. B HecBsizanHOM Buje B IutazMe ocraercs Tojibko 0,2 % wurpakonaszona. Kaxymuiics
o0beM pacnpeneneHus > 700 7, 4TO CBHAETEIBCTBYET O €ro 3HAYMUTEIHLHOM PACIpECICHUH B
TKaHsAX. KoHIEHTpaluu B JIETKUX, MOYKaX, KOCTSX, KEIYAKe, CEIe3€HKE M MbIIIax B 2—3 pa3za
BbIIlIE, YEM COOTBETCTBYIOLIME KOHIIEHTpAIMHM B IJIa3Me, MPH 3TOM KOHIIEHTpAlUs Mpernapara B
TKaHSIX, COACPKAMUX KepaTHH, 0COOCHHO B KOXe, IPUMEPHO B 4 pa3a MPEBbINIAET KOHIIEHTPAIIUIO
B masme. KoHleHTpanusi B CIMHHOMO3TOBOM JKUIKOCTH 3HAYUTENbHO HIDKE, YEM B IJIa3ME KPOBH,
TEeM He MeHee OblIa IMpOJAEMOHCTpUpPOBaHA (P(PEKTUBHOCTh UTPAKOHA30Ja MPOTUB BO3OYyIUTENCH
MH(DEKIH, TPUCYTCTBYIOIINX B LIEpeOPOCTHHAIBHOMN KUIKOCTH.

Buorpaunchopmariust

Kak Oputo mokazano B uccienoBaHusix in vitro, CYP3A4 sBnsercs OCHOBHBIM H30(E€PMEHTOM,
YYaCTBYIOIIMM B MeTa0OJIM3Me HTpakoHa3ona. MTpakoHa3od TOABEpraercsi akTUBHOMY
MeTa0oM3My B TICUCHH C OOpa3oBaHMEM MHOXKECTBa MeTa0oJuTOB. OCHOBHBIM METaOOIUTOM
SABISICTCA THUAPOKCUUTPAKOHA30JI, KOTOPBIM in vitro o0nagaeT MpOTUBOTPUOKOBON aKTHBHOCTHIO,
COMOCTaBUMOM ¢ UTpakoHa30710M. KOHIIEHTpaluy ruIpOKCUUTPAKOHA30JIa B TJIa3Me MPUMEPHO B 2
paza npeBbIIAIOT KOHLIEHTPALUIO UTPAKOHA30J1a.

OIMMUHALIMS

HTtpakoHa3071 BHIBOJUTCS MPEUMYIIECTBEHHO B (JOpME HEAKTHBHBIX META00IUTOB ¢ MOUOH (35 %)
u kanoM (54 %) B TeueHue OJHON HENENU MOcie IpueMa pacTBopa JUisl mpueMa BHYTpb. [loueunas
HKCKpelHs UTPAKOHA30J1a U €r0 aKTUBHOTO MeTa0O0IUTa THAPOKCUUTPAKOHA30J1a COCTABIISIET MEHEE
1 % or no3sl mpenapaTta, BBEJACHHOW BHYTpMBEHHO. Ha OCHOBaHMM pe3yiabTaTOB H3YyYEHHS
(papMaKOKHHETHKH ' 'C-MEUEHOro TpenapaTta I0Cie IepOopalbHOr0 IPHEMa  BBIBEICHHE
HEW3MEHEHHOI'0 UTPaKoHa30J1a ¢ KaJoM BappupyeT oT 3 % 1o 18 % npuHATON 103BI.

[Tockonpky mnepepacnpeneneHue HUTPAaKOHA30Jla W3 TKaHEH, COJEpXKallluX KepaTuH, SBISETCS
HE3HAYUTENbHbIM, BBIBEJICHHE HTPAKOHA30JIla M3 JTHX TKaHEH CBA3aHO C pereHepanuei
snuacpMuca. B ornnuune ot 1mia3smbl KpOBH, KOHIICHTpAIH UTPAKOHA30JIa B KOXKC COXPAHIACTCA B
TeueHue 2—4 Henenb Mmocie MpeKpalieHus 4-HeOeNbHOro JIEYeHHs, a KOHIIEHTpAIUs B KepaTuHE
HOTTS, TJIE UTPAKOHA30JI MOXKET ObITh OOHApYKeH yke uepe3 1 Hemenro mocie Hadana JIeYeHus,
COXpaHsieTCs MO0 KpalHEl Mepe B TEYEHHUE LIECTH MECAIEB MOCIEe OKOHYaHUS 3-MECSYHOro Kypca
JICUCHUS.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeuenb BcnoMOraTe/ibHbIX BelIECTB

Caxapnas KkpyIka [caxapo3a, IaToka KpaxMajbHas |
TUIIPOMEII03a
nosrcopoat 80

KapOOKCHUMETHIIKpaxMajl HaTpus
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(NOCNEOOBATENBLHOCTE 0002)

HATpUS JIaypUICyIbdar.

IInenounasn obonouka nennem

Makporoi 6000

makporoia 200.

Kancynvr meepovie scenamumnogule

BOJA

KpacuTelb COJIHeUHbIN 3akat xenthiil (E110)
TUTaHa JUOKCU]

KelaTuH
6.2. HecoBmMecTHMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

2 rona.

6.4. OcoOble MepbI MPEAOCTOPOKHOCTH NMPHU XPAHEHUU

XpaHUTh B OPUTHHAIIBHOM YIaKoBKe (ITauke) Mpu TeMmepartype He Boiiie 25 °C.
6.5. XapakTep u coaepkaHue YNIAaKOBKH

ITo 5, 6, 7 unu 10 kancyn B KOHTYPHYIO SIMEHKOBYIO YIAKOBKY M3 IUIEHKH IOJIMBUHWIXJIOPUIHONU U
(dhonbru aMOMUHUEBON TICYaTHON JTAKUPOBAHHOM.

[To 1, 2 unu 3 KOHTYpHBIE AYEHKOBBIEC YIIAKOBKHU MO 5, 6, 7 Kancyn uiu no 2, 3, 4, 5, 6 KOHTYpHBIX
SIMEMKOBBIX YMaKOBOK MO 10 Kamcys BMECTe ¢ MHCTPYKIIMEN 110 TPUMEHEHUIO MOMENIAIOT B MAYKy
13 KapTOHA

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MPH YTUIM3ANMU MCIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara WM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHHUs] JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MaAHMIYJISIIMHU € IpenapaToM

Het oco06bIx TpeOOBaHU K YTHIU3AIUH.

7. AEPXKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHMU S

Poccuiickas @enepanus
000 «MK JleBenommeHT»
111116, r Mocksa, yn. ABuamoTtopHas, 1. 4 kopi. 3, nom. VIIL

7.1. llpencraBuTeib AepKaTesisi PerucTPAIIMOHHOTO YA0CTOBEPEHUSA

[Iperen3uu notpedbuTeneil HaNMPaBIATH 1O aJIPECy:
Poccuiickas @enepanus
AO «ABBA PYC»

33



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 26.11.2025 N= 29457

(NOCNEQCBATENEHOCTE 0002)

121614 r. Mocksa, yn. Kpsutarckue Xonmsl, 1. 30, kdpi. 9.

Ten.: + 7 (495) 956-75-54

DnexTponHas nouta: drug.safety@avva-rus.ru

8. HOMEP (HOMEPA) PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA
JlexapcTBeHHBIN MpenapaT OTHOCUTCS K KaTErOpUH OTIYCKa MO pelenTy.
OOmiasi xapakTepucTHKa JIEKapCTBEHHOro Tpernapara MTpakoHa3ol B €IMHOM peecTpe
3apErHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3miickoro SKOHOMHYECKOTO COK03a M Ha

ouIaILHOM caire YIOJTHOMOYEHHOTO opraHa (3KCcmiepTHOM OpTaHU3AIIHH )
https://lIk.regmed.ru/Register/EAEU_SmPC.
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