UHCTPVKLIMA
10 MEAULIMHCKOMY TTPUMEHEHHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

JleBoneTupu3uH
MHH3TPAB POCCHH
PerncrpanuoHHbIii HOMep: 14089 2022
ToproBoe HaumeHoBaHHe: JIeBOLETUPU3UH COTJMACOBAHO

Memynapouﬂoe HENMAaTEeHTOBAHHOE€ HAUMEHOBAHHE: JICBOLUCTUPHU3HUH

JlekapcrBennasi popma: TabieTKH, MOKPHITHIE MIEHOYHOM 000104KO#

CocraB Ha oHy TabjeTKy:

Jleticmeylowee seujecmeo: nNeBoLeTUPU3MHA AUTUApOXIopUa — 5,00 mr.

Bcnomozamenvuvie éewyecmsa. NaKTO3bl MOHOTHAPAT (caxap MoJouHbIi) — 63,50 Mr; nemwto03a
mukpokpucramueckas (MKLI-102) — 30,00 mr; maruus creapar — 1,00 Mr; KpeMHHUsI IHOKCH]
KoJutouaHbId — 0,50 Mmr.

Cocmae obonouxu: runpomesuiosa — 1,74 mr; turana auokeun — 0,75 mr; makporoa-4000 — 0,51 mr.

Onucanue: Kpyrjble IBOSKOBBIMYKIIbIE TA0IETKH, MOKPHIThIE MIIEHOYHOH 06010uKO# Ge10ro uim

nourtu 6esoro 1peta. Ha nonepe4yHom paspese TabieTku sapo nouTu 6ea0ro LBeTa.

(I)apmaKOTepaneBanecKaﬂ rpymnmna: aHTUI'HCTaMUHHBIE CpEACTBa CHCTEMHOIO JIEUCTBUS;
MPOU3BOJAHBIE MMUIIEPA3HHA.

Koa ATX: RO6AE09

dapmako/ioruyecKkne cBONCTBA

DapmakoouHamuka

JlerouerupusuH (R)-3HaHTHOMEpP LIETMPU3WHA, MOLLHBIA W CEJEKTUBHBIA AHTarOHUCT TMCTAMMHA,
Onoxkupyroumit Hi-rucraMuHOBBIE peLienTophbl.

JleBoUETHPH3MH OKa3bIBACT BIMSIHUE HAa TMCTAMMHO3aBUCHMYIO CTa[MIO aJUIEPTMYECKHMX PEaKLMi, a
TaKXK€ YMEHBIIAET MHIPALMIO 303MHO(UIOB, YMEHBIIAET MPOHULIAEMOCTb COCYAMCTOM CTEHKH M
OrpaHUYMBAET BBICBOOOXKIEHHUE MEMATOPOB BOCTIAJIEHUSI.

JleBoueTMpU3MH NpeayNpeXIacT pa3BUTHE U 0DJIEryaeT TeHeHUE ajlIepruiyeckuX peakumii, obnazaer
MPOTUBOIKCCYAATUBHBIM,  MPOTHUBO3YIHBIM  JEHCTBMEM,  MPAaKTMYECKM  HE  OKa3bIBaeT
AHTUXOJIMHEPTUUYECKOTO U aHTUCEPOTOHUHOBOTO JIEHCTBUSA. B TepaneBTHHeCKHMX 103aX MPaKTHYECKH He

OKa3bIBAET ceIaTUBHOTO 3 dexra.



DapmakoKuHemuKa

®dapMaKOKMHETUUECKHUE MTapaMETPBbl JIEBOLIETUPU3MHA U3MEHSIOTCS JIMHEHHO.

AbcopOumst

[Tocne mpuema BHYTpb Tpenapar OBICTPO M TMOJHOCTBIO BCACBIBAETCSA M3 KETYAOYHO-KHILIEYHOTO
TpakTa. [Ipyem nuily He BIMSET Ha MOJHOTY BCAaChIBaHMsl, XOTsl CHUXKAET €€ CKOpPOCTh. MakcumalibHas
koHueHTpaims (Cma) B TUa3Me KpoBHM jocturaercs uepe3 0,9 uvaca u cocrapiser 270 Hr/mi,
paBHOBECHAsl KOHIIEHTPALMsI JOCTUraeTcs yepes 2 CyTOK.

Pacnpesnenenue

JleBouetupusud Ha 90 % cBsi3biBaeTcst ¢ Oenkamu miasmbl kpoBu. OObeM pacnpenenenus (V)
cocrapJser 0,4 i/kr. BuonocrynHocts nocturaer 100 %.

Buorpancdopmarnys

B HeGompumx kommuectBax (< 14 %) wmeraGomusupyercs B opraHusMe nyrem N- M
O-neankuaMpoBaHus (B OTJIMYME OT JPYTMX aHTaroHUCTOB Hi-rHCTaMMHOBBIX PELIENTOPOB, KOTOpBIE
MeTaboIM3UPYIOTCST B TEYEHH C  TIOMOLIBIO  CHCTEMBI  LIUTOXPOMOB) €  00Opa3oBaHHEM
(apmakoioruyecks HeakTHBHOrO MetabonuTa. M3-3a He3HAUMTEIBLHOrO METaboIM3Ma U OTCYTCTBHS
MeTabOoJIMYEeCKOro TMOTEeHLMAIa B3aUMOJCHCTBUE JIEBOLETHPU3MHA C APYTMMHM JIEKAPCTBEHHBIMH
rnpernaparamu rpe/cTaBIIsIeTCsl MATOBEPOSTHBIM.

DJIMMUHALUS

[Tepuon nomyssiBenenus (T12) y B3pocisix cocraaser 7,9 + 1,9 yac. V nereii maaawero Bospacra Ti
kopoue. YV B3pocibix obumii kiaupeHe coctaiser 0,63 mu/mun/kr. Okono 85.4 % npuHATOH 10361
npernapara BeIBOAMTCS MOYKaMH B HEU3MEHHOM BHJIE ITyTeM KITyOOUKOBOH (DHIIbTPALIMK U KaHAJIbLIEBOM
cekpeLu; okoo 12,9 % — yepe3 KMILEYHHK.

OtaebHbIE TPYIIIHI MALIMEHTOB

Tayuenmo! ¢ noyeyHoti HeOOCMamMoO4HOCMbIO

V naupieHToB ¢ nouyedHoi HemoctarouHocThio (KaupeHe kpeatnHuHa (KK) < 40 ma/MuH) KivpeHe
npenapara yMeHbIaeTcsl. Y MalMeHTOB, HaXOISIIMXCSl Ha FeMouaIn3e, 00U KIMPEHC CHIDKAETCs]
Ha 80 %. Menee 10 % npenapata yaansercs B Xo/Ie CTaHIapTHOM 4-4acoBOM MPOLEAYpbl FEMOAMAIIM3A.
Ilayuenmul ¢ neyeHOYHOU HEOOCMAMOYHOCILIO

DapMaKOKUHETHKA JIEBOLIETUPH3UHA Y TIALIMEHTOB € NMEYEHOYHOH HEIOCTATOUHOCTBIO HE M3ydaiach. Y
MAlMEHTOB C XPOHWYECKUMH 3a00JIeBaHUSAMHU TIeYEHH (TernaToLe/UTFONISIPHBIN, XOolecTaTHYeckuit U
OWIMapHBIA LMPPO3), MOMYYaBIIMX pPALEMHUYECKOE COeIUHEHWe LeTupu3uHa B jao3e 10 wmm 20 mr
OZIHOKpaTHO, Habmoaanoch yBeJIWUeHHe repuoza rnoyBbeiBeneHnst Ha S0 % ¥ CHWKeHHe KiIMpeHca
npenapata Ha 40 %, 10 CpaBHEHHUIO CO 3I0POBBIMHU JIFOIBMH.

Jlemu

JlanHble NO MccenoBaHuIO (papMakOKUHETHKH Mpenaparta y 14 neteit B Bo3pacte ot 6 o 11 ner ¢



maccoii Tena ot 20 10 40 Kr npu rnepopabHOM MPUEMe OJJHOKPATHO 5 MT JIEBOLETUPU3MHA NOKA3aIH,
yT0 nokazarenn Cmax ¥ rutomazae nof kpueoi (AUC) npuMepHO B /1Ba pa3a MPeBbILIAIOT aHAJIOTUYHBIE
TMOKA3aTeNIu Y B3POCIbIX 3/I0POBBIX JIIOZEH MpU nepekpecTHOM KoHTpose. Cpennuii nokasarenb Crax
coctaBuiI 450 Hr/MI1, MaKcHMalTbHasi KOHIIEHTpALMs IOCTUrasach B cpeHeM depe3 1,2 yaca, oOmuii
KJIMpeHe ¢ ydetoMm Macchl Tena Obul Ha 30 % Beime, a Tin Ha 24 % kopoue y neTeid, yem
COOTBETCTBYIOILME TTOKa3aTeM y B3pocibiX. CrielalibHble (hapMaKOKMHETUUECKUE MCCIIEIOBAHUS Y
aeteit Miaiie 6 JieT He MPOBOAMIIMCH. PeTpocniekTHBHBIH (hapMaKOKMHETHYECKUIA aHAIU3 IPOBEAEH Y
323 naumenToB (181 pebeHok B Bo3pacte ot 1 1o S ner, 18 nereli B Bozpacte ot 6 10 11 ner u 124
B3pOCJBIX B Bo3pacTe oT 18 1o 55 ser), nomyyaBLIMX OHY WIIM HECKOJIBKO 103 JIEBOLIETUPU3HMHA OT
1,25 mr go 30 mr. JlaHHbIe, NONyYEHHBIE B XO/le aHA/IM3a, MOKa3ali, YTO MpUEM Mperapara B J103€
1,25 Mr y nereid B Bo3zpacte OT 6 MecsileB 10 5 J€T MPUBOAMT K KOHUEHTPALMM B IUIA3ME,
COOTBETCTBYIOLIEH TAKOBOH Y B3pOCJIbIX MPU MPUEME 5 MT MpenapaTa O[IMH pa3 B CyTKH.

Toowcunvie nayuenmor

JlaHHsle 110 (papMaKOKMHETHKE y MOXHIIBIX NalMeHTOB orpaHuyeHbl. [Ipu noropHoM npueme 30 Mr
JIEBOLIETUPH3KMHA OJIMH pa3 B CYTKU B TeUYeHHe 6 JHeH y 9 MOXUIbIX MaLueHToB (BO3pacT oT 65 10
74 ner) obumit KiMpeHc ObuT nMpubaM3uTensHO Ha 33 % HIbKe, YeM TaKOBOH Yy B3pocibIX Oonee
MOJIOZIONO Bo3pacTa. beUlo mokaszaHo, 4To pacrnpesiesieH|e palemMara LeTUpU3HHa O0JIbLIe 3aBUCUT OT
(GyHKIMM TOYEK, YeM OT BO3pacTa. JTO YTBEP)KAECHWE TalkKe MOXKET ObITh NMPUMEHHMO W K
JIEBOLIETUPU3MHY, TaK Kak o0a mpenapata M JIEBOUETUPW3MH, M LETUPW3MH BBIBOJATCS
NPEUMYILECTBEHHO ¢ MOYOM. [103TOMY y MOXHMIIBIX MALMEHTOB /1032 JEBOLIETUPU3HHA J0/DKHA OBITH

CKOPPEKTUPOBAHA B 3aBUCUMOCTH OT (DYHKLIMHU MOYEK.

IMoka3zaHusi K NPUMEHEHH IO
e JleyeHue CUMNTOMOB  aJIEPrMYECKMX  PUHUTOB,  BKJIKOYas  KPYrJOroAWYHBIN
(MepCUCTUPYIOLIMIA) U CE30HHBIA (MHTEPMUTTUPYIOLLMI) a/IEPrUYeCKUe PUHMUTHI, W
aJJIEpru4ecKMX KOHBIOHKTUBUTOB, TaKMX KakK 3y, YUXaHWe, 3aJ0)KEHHOCTb HOCa,
pUHOpesl, ClIe30TeYeHUe, F’MNepeMusi KOHbIOHKTUBBI;
® [10JUIMHO3 (CEHHas JIMXOpajKa);
® KpanvBHMLA;

® JIpyrue€ ajuyICpru4€CKUe A€pMaTO3bl, CONPOBOXKAAOIIUECA 3YJOM U BBICBITTAHUIMH.

IIpoTruBonokazanus

e [ unNepuyBCTBUTENBLHOCTh K JIEBOLIETUPU3MHY, LETUPU3UHY, TUAPOKCH3MHY, THOOOMY

[IPOXU3BOJHOMY MMUIIEPpA3HWHA UJTH K .II}O6OMy BCIIOMOTraTe€JIbHOMY BCLIECTBY Iperiapara.



e Peaxo BcTpeyaromasicsi HacJeACTBEHHAs HEMEPEHOCMMOCTh ralakTo3bl, 1€(PULMT JTaKTa3bl
Jionapei WM riioKo30-rajlakTo3Has MajabadbcopOus.
e TepmuHaibHas ctaaus nouyeuHoi HepocraroyHocTH (KK < 10 mu/mun).

e Jlerckuii Bo3pacT 10 6 Jer.

C 0CTOpPOKHOCTHIO

[Tpu XpOHHYECKO MOYEUHOM HEAOCTATOUHOCTH (HE0OX011MMa KOPPEKLIUS PEKMMa 103UPOBAHHS).
V nauueHTOB MOKUIOro Bo3pacTa (NP BO3PAaCTHOM CHIKEHUH KIyOOUKOBOH (GuibTpaunm).

VY NauueHTOB C MOBPEXACHUEM CIIMHHOIO MO3ra, rMneprulazved npeacTaTebHON Keje3bl, a
TaKKe MPU HaIMYMU JIPYyrHX Mpeapacnonaraioliux (GpakTopoB K 3aAepiKKe MOYM, TMOCKOJIBKY
JIE€BOLIETUPU3UH MOXET YBEJIMUMBATh PUCK 3aE€PIKKHU MOYM.

VY NauueHTOB ¢ AMUJIETNICUER U MOBBIIIEHHOHN CYy10OPOKHON N'OTOBHOCTBIO.

[Ipy OHOBPEMEHHOM YIOTPEONEHUH € aJIKOTOJeM (cM. pazoen «Bzaumooeiicmeéue ¢ opy2umu
JIeKapCcmeeHHbIMU NPENAPAMAMU).

BepeMeHHOCTL U TIEpHUO rpyAHOI0 BCKapMJIMBaHHA.

IlpumeHenne npu 6epeMEHHOCTH H B EPHO/ I'PYAHOI0 BCKAPMJIMBAHUS

bepemennocme

JlaHHBIE 110 TPUMEHEHHIO JEBOLETUPU3MHA BO BpeMsi OEPEMEHHOCTH NMPAKTUYECKH OTCYTCTBYIOT
uan orpanuueHsl (MeHee 300 ucxonoB GepemeHHocTei). OnHAKO, NMPUMEHEHHE LIETHPHU3HHA,
pauemara JieBoleTHpu3nHa mpu OepemeHHoctH (Oonee 1000 ucxomoB GepeMeHHOCTEN) He
COTIPOBOX/IAJIOCH TIOPOKAMHM Pa3BUTUSI M BHYTPUYTPOOHBIM M HEOHATAIbHBIM TOKCHYECKHUM
BO3JEWCTBHEM. B MccieoBaHMAX Ha JKMBOTHBIX HE BBISBIECHO IMPSAMOr0 MM KOCBEHHOTO
HeOIAroNpHUATHOTO BIUSHKS Ha TedeHHe OepeMEHHOCTH, SMOpHOHabHOE U (heTaIbHOE Pa3BUTHE,
POJIBI ¥ MOCTHATAILHOE pa3BUTHE.

[Ipy OGepeMEHHOCTH Ha3HaYeHWE JIEBOLETUPU3UHA MOXET OBITh PacCMOTPEHO B Cilydae
HEOOXOIMMOCTH.

[Tepen npumeHeHueM npenapara, eciu Bl 6epeMeHHbl, M npeanonaraere, 4to Bel Morau Obl
ObITh OEpEMEHHOW, WM TUIaHMpyeTe OepeMEeHHOCTb, HEOOXOAMMO MPOKOHCYJIBTUPOBATHCS C
BpayoOM.

Ilepuoo epyono2o eckapmaueanus

LleTupusun, pauemar J€BOLETUPU3UHA, SKCKPETUPYETCS € IPYAHBIM MoJlokoM. [loaTomy Takxke
BEPOSITHO M BBIJEJIEHHE JEBOLETUPU3MHA C TPYIHbIM MOJOKOM. Y JeTei, HaxoAsIIMXcs Ha
rpyJHOM BCKapMJIMBaHWHM, BO3MOXKHO TMOSIBJICHHE MOOOYHBIX peaKLMii Ha JE€BOLETHUPH3MH.

HOBTOMy HEO0OXOIMMO cobar01aTh OCTOPOXXHOCTb IMPHU HA3HAYCHHHU JICBOLETHPHU3HWHA B IICPUO/
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IPYAHOTO BCKapMIIMBaHUS.
DepmunvrHocmeo

KnuHuueckue 1aHHbIE 1O JIEBOLUECTUPU3HHY OTCYTCTBYIOT.

Cnocob npuMeHeHHus U 103bl

[Ipenapar cienyeT NpUHUMATh BHYTPb, MPOrJaThiBas LEIUMKOM, BO BpeMs €/bl MJIM HATOLIAK,
3anuBasi HeOOJIBLIUM KOJIMYECTBOM BOJbI.

B3spocnvie u 0oemu cmapuie 6 nem

CyrouHas 103a coctaBisier 5 Mr (1 Tabnerka) oqHOKpaTHO.

IIpooondicumensnocmes npuema npenapama

[1pu IeYeHHH CE30HHOTO (MHTEPMUTTHUPYIOLLETO) aJ/IEPrHYEeCKOro pUHHUTA (HAJIM4YHUe CHMIITOMOB
MeHee 4-X JHEW B HeeNmo WIM WX O0w@s MpOJOJDKUTENBHOCTh MeHee 4-X Helelb)
MPOIOJKUTENBHOCTD JIEYEHHs 3aBUCHUT OT [UTUTEILHOCTH CUMIITOMATUKH; JIEYEHHUE MOXKET OBITh
TPEKpALIEHO MPU HCYE3HOBEHUH CUMIITOMOB U BO30OHOBJIEHO NPH MOSBJIEHHH CHMITTOMOB.

[Ipy JeyeHMH KpYyrJOroAMYHOrO (MEPCUCTHPYIOILEro) allepruuyeckoro pUHUTA (Hajiu4yue
CUMNTOMOB 6oJjiee 4-X JHEW B HENEM0 M MX 00was MpoJOKUTENBLHOCTh Oonee 4-X Hexelb)
Jie4eHre MOXKET MPOJOJKATHCS B TEYEHHE BCEro NMepHo/ia BO3AEHCTBUS ajlJIEPreHOB.

MMeercsi KJIMHWUYECKHH OMBIT HEMpPEPLIBHOTO TMPUMEHEHHs JIEBOLIETUPU3MHA Yy B3pOCIBIX
MalKeHTOB JJIUTEIBHOCTBIO 10 6 MeCsLEB.

[Ipu npornycke npremMa He TIPUHUMANTE JBOWHYIO 103y, PUMHTE CIEAYIOILYIO 103y B 0ObIYHOE
BpEMSI.

Oco0ble IpYMIILI NalMEHTOB

Iayuenmul nodcunoeo 8o3pacma u ¢ NOYEYHOU HeOOCMamoO4HOCMbIO

OCHOBHBIM TyTEM BBIBEJCHHS JIEBOLIETUPU3MHA U3 OpPraHU3Ma SBJISIETCS BBIBEJCHHE IMOYKAMH,
MO3TOMY TMpU TPUMEHEHWM TNpernapara y MalMEeHTOB TMOXKHJIOrO BO3pacTa M € MOYEYHOM
HEJOCTAaTOYHOCTHIO 71032 J0JDKHA KOPPEKTHPOBATHCS B 3aBUCMMOCTHM OT CTENEHH IOYEUHOM
HEJI0CTATOYHOCTH, OCHOBBIBasich Ha oieHke KK (Mia/muH).

Ilayuenmul ¢ noyeuHoUu HeOOCMAMOYHOCMbIO

[TauueHtam ¢ nerkum HapymeHuem ¢yHkuuu novek (KK 50-79 ma/mMuH) koppekumu 103bl He
TpeOyeTcs.

[TatenTam ¢ HapymeHueM ¢GyHkimMM nouyek cpeanei crenenu Tsokectd (KK 30-49 mn/mun)
pekomeHayemasi 103a 5 mr (1 Tabnertka) yepes aeHs (1 pa3 B 2 aHs).

[TatmenTam ¢ HapymeHuem GyHKUMU noyek Tsokenoi crenenun TsokecTH (KK menee 30 mir/mMun)

pekomeHayemas no3a 5 mr (1 tabnetka) 1 pa3 B 3 aHs.



Iayuenmul ¢ noyeyHoU U NeYeHOYHOU HEOOCMAMOYHOCMbIO
Jlo3upoBaHUE OCYILECTBISIETCS MO BHILIETPUBEICHHOM CXEME.
IHayuenmol ¢ Hapywenuem pyHKyuu neveHu

[Tp¥ W301MPOBaHHOM HapylIeHUH (YHKIMH TTeYeHH KOPPEKLIUU 1036l He TpebyeTcsl.

ITo6ounoe neiicTBue

Jannwvle no bezonacnocmu, nonyyeHHvle npu U3YYeHUU YemupusuHa

Habmonanuce caenyroiue HexenaTreabHble peaKkLvu:

Peoxko (= 1/10000, < 1/1000)

Berpeuanuch JierkMe M BPEMEHHbIE HEXeNaTelIbHble SBJICHMS TaKMe KaK yTOMJISIEMOCTb,
HapylIeHWe KOHLEHTPALMK, COHJIMBOCTb, TOJOBHas 00Jb, OJOBOKPY)XEHHE, BO30YKIEHHE,
CYXOCTb BO PTY M IKEIyJO4YHO-KMIIEYHble paccTpoicTBa (3amop). B HekoTophIx ciydasx
HaOIOA/IMCh  PeaKklMd TUIEpYyBCTBUTEIBHOCTH W aHTHOHEBpPOTHMUecKMi orTek. Taxoke
coo0manocs 06 OTAENBHBIX Cly4asX CYIOpOr, peaklMd CBETOUYBCTBHMTEJILHOCTH, MOPaXEHUH
neyeHw, aHaUIAKTHYECKOTO [IOKa, HapyLIeHHs KpOBOOOpalleHMs, TJIyXOThl, [JIOXOTO
CaMOYyBCTBHS, 3y/la, BAaCKYJIMTa, 3pUTEJIbHBIX HapyLIEHUH ¥ KOLIMapHbIX CHOBUIEHHUH.

Jlannvie KIUHUYECKUX UCCIe008AHU

KiimHuyeckue uccienoBanus nokasainu, 4ro 'y 14,7 % nauueHToB, NpUHUMABLIMX JIEBOLETHPHU3UH
B 7103€ 5 Mr, HabJIOIAIMCh HeXeaTelbHble peakliK B cpaBHEHUH ¢ 11,3 % y naumeHToB rpynsl
miane6o. 95 % JaHHBIX HeXeJaTeNbHbIX peakid OblIN JIErKUMU UM YMEPEHO BBIPAKEHHBIMM.
B KIMHMYECKMX WCCIEOBAHUAX 4YacTOTa TNpPEKpallleHWs Tepanuu BCJIEACTBHE DPa3BUTHS
no6Go4HbIX peakiuii coctaBuna 0,7 % (4/538) y naumeHToB, paHIOMU3UPOBAHHBIX /ISl TIOJTYYEHHUS]
neBoLeTHpU3MHA B 03¢ S mr, u 0,8 % (3/382) nns naumeHTOB, paHAOMM3MPOBAHHBIX B IPYIITY
nnaue6o. Creayrolye HexelaTelbHble peakiMy ObUTM BBISIBJIEHBI Y nauueHtoB (n = 538),
y4acTBOBABIIMX B KJIWHMYECKOM HCCIEJOBAaHMM W TPUMEHSIBIUMX JIEBOLUETUPU3UH B
PEKOMEHI0BaHHBIX 103aX (5 MI OIMH pa3 B CYyTKH):

C yactoro#t 1-10 %

HexenatensHble peakuuu JleBoueTupusuH 5 mr [Tnane6o
(n=1538) (n=382)
COHIMBOCTE 5,6 % 1,3 %
CyxocTb BO pTY 2,6 % 1,3 %
I"osoBHas 6016 2,4 % 2.9 %
YToMiseMocThb 1,5% 0,5 %
AcTeHus 1,1 % 1.3 %

XoTs yacToTa CJ1y4a€B COHJIMBOCTH B rpyniie JICBOUECTUPU3UHA Oblna BBILIE, YEM TaKOBas B rpynre



naanebo, B GOJBIIMHCTBE CIy4aeB 3TO HEXENATeNbHOE SIBJIEHUE OBIIO JIETKON WM YMEPEHHOU
CTETIEHH TAKECTH.

Heuacmo (0,1-1 %): 60114 B )KUBOTE.

ITocmpecucmpayuonmvie uccie008anus

B neproa MOCTPErMCTPalMOHHOTO MPUMEHEHHMs JIEBOLETMPM3MHA HaOJIOaUCh ClieyHoLlue
no6ouHble 3pdexTh:

Hapywenus co cmoponbl UMMYHHOU CuUcmembl:. PEAKIMK TUIEPYYBCTBUTEIBHOCTH, BKIIIOYas
aHauIaKCHIO.

Hapywenus co cmoponb: obmena éewjecme u numanusi: OBbILLIEHUE anneTura.

Hapywenus ncuxuku: TpeBOra, arpeccus, BO30yKIeHHe, JAENpeccHsi, ralloLUHALKH,
OeccoHHHMLIA, CYULIMAATbHBIE UEH, KOLIMAPHbIE CHOBUICHHUS.

Hapywienus. co cmopoHbl HepEHOU cucmembl: CyI0pOrH, TpoMO03 CHHYCOB TBEPAOH MO3roBOH
0060JI04KH, TIapecTe3usi, TONOBOKPYIKEHHE, BEPTUTO, OOMOPOK, TPEMOP, UCTEB3HSI.

Hapywienust co cmoponsl opeana 3penus: BOCTIAIMTENbHBIC MPOSBICHUS, HapyLIEHUE 3peHus,
HEYETKOCTb 3PUTENBLHOTO BOCTIPUSATHSI, HEIPOU3BOJIBHOE JBIDKEHHUE IMIa3HBIX A0JI0K (HUCTAarm).
Hapywienust co cmoponvi cepoya: CTEHOKapaus, TaxWKapius, OLIYLIEHHE cepaueOueHus.
Hapywenusi co cmoponsi cocy00s: TpoMb03 SpeMHOM BEHBI.

Hapywienus co cmopohvl ObiXamebHOu CUCMeMbl, OP2aHO8 2PYOHOU KIeMKU U CPeOOCMEHUA.
OJIBILIIKA, YCUJIEHUE CUMIITOMOB PUHMTA.

Hapywienusi co cmopoHsl KOX#CU U NOOKOICHBIX MKAHell: aHTMOHEBPOTUYECKUH OTEK, SK3aHTeMa,
TMMOTPHMXO03, 3y, CHIMb, TPELUIMHBI, KPAaUBHULA, (OTOCEHCMONIM3ALMSA/ TOKCHYHOCTD, CTOMKAS
JieKapCTBEHHAas SpUTeMa.

Obwue paccmpoiicmea: HedhHEKTUBHOCTh TNPOLYKTa M €ro B3aMMOJIEHCTBHUS, CYXOCThb
CJIM3UCTHIX 000JI0YEK.

Hapywenusi co cmoponbl 4cey00yHO-KUMEeYHO20 mpaKkma: TOIHOTa, pBOTa.

Hapywenusi co cmoponsl neveHu u Jce4e8bl800Auux nymeii: TenaTur.

Hapywenus co cmoporbl nodek u Mo4egbl0eIUumeNbHOU CUCmeMbl: IU3YPHS, 3a1EPIKKA MOYH.
Hapywienust co cmoponvl CKelemHO-MblUleYHOU U COeOUHUmMeNbHoU mkanu: O001b B MBIIILAX,
apTparusi.

Obwue paccmpoticmea u Hapyuienus. 8 Mmecme 66e0eHUs: OTEK.

JlabopamopHvle u uHcmpymeHmanvHbvle OaHHble: YBEIWMYEHME MacChl Tejla, W3MEHEHME
(byHKUMOHATBHBIX NMPOO MEYEHH, NEPEKPECTHAs PEaKTUBHOCTb.

Onucanue omoenbHbIX HedcelamebHblX PeaKyutl

Y Majioro KoJM4ecTBa TMALMEHTOB HaOMogaucs 3yA Tocie TpeKpalleH|st MPUMEHEHUs

JIEBOLICTUPU3HUHA.



Ecin y Bac ortmewatorcss mobounble 3(@eKThl, yKasaHHbie B HMHCTPYKLMM, HIM OHH
yeyrybastoress, wiv Bel 3amerTwin mmoOble apyrue noGounbie 3hGeKTsl, HEe yKasaHHbBIE B

MHCTPYKLMH, coobuTe 06 3TOM Bpayy.

IlepexosupoBka

Cumnmompl: COHIMBOCTH (y B3pOCIBIX), BO30OYXKAEHHE M OECTOKOWCTBO, CMEHSIOIIMECS
COHJIUBOCTBIO (y AeTei).

Jleuenue: HEOOXOJUMO TPOMBITh JKEITyJOK MM MPUHATb aKTHBUPOBAHHBIM YroJib, €C/d Mocie
rnpuema rpernapara npouuio Maao BpeMeHH. PekomMeH1yeTcs npoBeieHHe CUMITTOMATHYECKOH U

noaaepxusatolei repanuu. Crielpuyeckoro aHTuaoTa HeT. ['eMoauanus He sppekTnBeH.

B3auMoseiicTBHe ¢ APYrHMH JIeKAPCTBEHHBIMH CPEACTBAMH

U3yuenne B3aMMOJEHCTBUS JICBOLETHPU3MHA C JAPYTMMH JIEKAPCTBEHHBIMM MperapataMi He
MpoBOAMJIOCE. [IpM M3y4eHHMH JIEKapCTBEHHOIO B3aMMOJCWUCTBHUS palemara LEeTHpU3MHA C
AHTUIIMPUHOM, a3UTPOMMLIMHOM, LIMMETHIMHOM, AMA3eNaMoOM, SPUTPOMHMLIMHOM, TIIHITU3UIOM,
KETOKOHA30J10M, TCeBA03(DEIPUHOM KIMHUYECKH 3HAYUMBIX HEKETaTe/IbHBIX B3aUMOJICHCTBUIM
HE BBISBIICHO.

[Ipy 0JIHOBPEMEHHOM Ha3HaueHHH ¢ TeodrmHoM (400 Mr/cyTkn) OOIIKMHA KIMPEHC LeTHPH3HUHA
cHukaercs Ha 16 % (kvHeTHKa TeopUIMHA HE MEHSeTCH).

B uccie10BaHMK TIPH OJIHOBPEMEHHOM MpuemMe putoHaBupa (600 Mr 2 pasa B ieHb) ¥ LIETUPU3HHA
(10 Mr B J€HB) TIOKA3aHO, YTO SKCTIO3ULIMS LIETUPU3UHA yBenudnBanach Ha 40 %o, a oKCro3HLHs
pUTOHaBHpa He3HAUUTENbHO M3MeHsach (11 %).

B psge ciaydaeB npH OJHOBPEMEHHOM TNPHUMEHEHMHM JIEBOLIETUPH3HWHA C aJKOTOJIeM HIH
JIEKApCTBEHHBIMM TIpeNapaTaMy, OKa3bIBAIOIIMMM TIOJABJISAIONIEE BIMSHUE Ha LEHTPAIbHYIO
HepeHyto  cucteMy (IJHC), Moxer BbI3BaTh  3aTOPMOXKEHHOCTH W yXYALICHHE

paboTococoOHOCTH.

Ocobble ykazaHus

WHTepBaibl MeXIy A03aMH JOJDKHBI OBITH MOAOOpaHbl WHIMBHIYaJbHO B 3aBUCUMOCTH OT
MOYEeYHON (PyHKIIUH.

PexomeHayetcs cobmoaaTh OCTOPOIKHOCTD MPU OTHOBPEMEHHOM MPUMEHEHUH € aJIKOTOJIEM.
[Ipy HaiMuuMKM y MaUMEHTOB Mpeapacrosiararomux (GpakTopoB K 3aaepKKe MOuYd (Harpumep,
MOBPEXKIEHUE CIIMHHOTO MO3ra, TUIEpIUIa3us MpeacTaTeIbHOM JKenessl) ciaeayeT cobmonarh
OCTOPO’KHOCTb, MOCKOJIbKY JIEBOLIETUPU3UH MOXKET YBEJIUUMBATE PUCK 3a€PIKKH MOUH.
OcTtopoxkHOCTH cienyeT cobmonaTh y NaMeHTOB C SIMWJIETNICHE U MOBBILIEHHOW CYI0pPOXKHOM

FOTOBHOCTBIO, MTOCKOJIBKY JIEBOLUETUPU3HUH MOXKCET BbI3BATH 06OCTpCHI/IC MPUCTYIIOB.






