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COTAACOBAHO

WHCTPYKLUS

o0 MEIMIHMHCKOMY IIPHMEHEHHIO JICKapCTBCHHOTO IIpernapara

XAJIABEH (HALAVEN®)
Perncrpanuonnnlii HoMep: ¥
Toprosoe nazpanmne: XaiaBen
Mexaynapoanoe HenaTeHTOBaHHOE HA3BAHME: SpHOYIHH

Jlexapcrsennas gopma: pacTBOp U1 BHYTPHBEHHOTO BBEICHHUS

Cocras

1 Mn npenapaTa COREPXHT:: - E3h S

aKTHBHOE BEIIECTBO: 3pubynuHa Me3mwnat 0,5 mr;

BCIOMOraTeNbHbIe Bemecrsa: 31anon 0,05 M, XI0pHCTOBOAOPOAHAS KHCIIOTa B HATPHs

ruipokcH 1o pH 6,0-9,0, Bozxa mns msexuui o 1,0 M.

Onucanne: npo3payHsii OECHBETHEI pacTBOp
(I)apmaxorepanenme‘cxan;pynna
IporBOOIMyX0NI€EBOE CPENCTBO

Kon ATX: L01XX41

PapmakoIOravecKne CBOHCTBA’

Dapmaxoounamuxa _

OpuOyJIHH OTHOCHTCH K mimﬁmopau JAWHAMHKH MHKpOTPYyOOdYeK HETAKCaHOBOTO psja,
NpHHAUICKAIMM K TaJdXOHAPHHOBOH TpyIle NPOTHBOOHMYXOJNEBBIX cpencts. Ilo caoeii
CTPYKTYpE npenapar Npe/CTaBIseT cobol yIpomeHHbii CHHTETHUECKHH aHANOr ralMXOHAPHUHA
B, HarypaibHOro BEMECTBa, BLIAEICHHOTO U3 Mopckoit ry6kn Halichondriaokadai.

OpaOymuH TOPMO3MT (asy pocra MHKPOTpYyGOueK, He BNHSA Ha (asy YKOpaYMBaHWI, HTO
TIPHBOHT K (JOPMHDOBAHHIO TyGy/IMHOBBIX arperaToB, He OONANAOMMX (YHKIHOHATLHOH
aKTHBHOCTBIO. Hpmoonyxgncnoe. AeficTBHe 3puOynHHAa peamHsyeTcss vuepe3 TyOyaHH-
ONOCpEAOBAHHbIH anrmmmrm«:mﬁ M;xamm, BeAymmA K OsioKaZe KIETOYHOIO HUKIA B
dasax G/M (cramam iierounoro mawia GAP 2/MuT03a) W Hapymenmio QoOpPMEpOBaHHS




MHUTOTHYCCKMX BCPETEH, 4YTO, B HTOre, IIPHBOJMT K aNONTOTHYECCKOMH rafem KIETKH B

pe3ysbTare JUIATENBHOM GIOKHPOBKH MHTO3a.

DapmakoKunemuKka

Pacnpeoenenue

®apmakokuHETHKA IpHOyIHHa XapakTepu3yeTcs ObICTpoi (asoil pacipeeeHus, CMEHAEMO#
NPOJOJDKUTENBHOM (a3oi BHIBENCHUS ¢ KOHCYHBIM IEPHONOM NOJTyBhiBeneHu (T)x), B
cpeaneM, okono 40 u. IIpenapar umeeT Gonbmo# 06beM pacipenesicHus (B CpETHEM,
BapbHpYIOMEM 0T 43 710 114 1/, w1

Opulyman cnabo cea3srBacTCa © Genkamu m1a3mel. [IpH KOHIEHTPaHAX B ILIa3Me YeJI0OBEKa OT
100 o 1000 ar/mn, nons cBsI3aHHOrO ¢ GeKaMu MWIa3MBbI 3puGyIHHEa cocTaBisIeT 0T 49% 110
65%.

Memab6onuzm

B mepBuuHON KyJIbType rENAaTONHTOB 4ENOBEKa HE OBUIO OOHApYKEHO HEHTYIHDPYIOMIETO
NOTeHIMaNa Spulymina B OTHOMEHHH H30depMenToB 1A mwiH 3A (B KOHIEHTpaIHAX K0 5 pM),
a Taxoke 2C9 wmm 2C19 (mo 10 uM) naroxpoMa P450.

TMocne BBeeHNHA ManuenTaM ' C-MedeHHOrO 3puOyHHa, PpaKihs HEH3MEHEHHOTO penapara B
mnasme Oputa nopaBismomed. KonueRTpanmu MeraGoNMTOB COOTBETCTBOBATH MeHee 0.6%
MCXOJHOro 3pHOy/HHA, MOATBEpXKIad TOT (aKT, YTO 3HAYEMEBIX MeTaGoNMTOB 3pHOyIHHA B
OpraHu3Me 4YeJIOBEKa He obpasyercs.
Buisedenue S &

Opulynnn obnanacT HE3KAM 3HayeHHEM KIMPeHca (B CpeHEM, BaphHpYIOmMM ot 1,16 1o 2,42
n/a/m?). TIpn exXeHeNensHOM BBEJCHHH opubynEHa 3HAYMMONH KyMy/MIOHH He Habmoxaercs.
PapMaKOKHHETHYCCKHE TAPAMETPLI IpHOYIIAHA HE 3aBHCAT OT 03I HJIH BPEMEHH B HHTEPBANC
ot 0,22 10 4,0 Mr/m>.

Bemoautcs spuGymin, rnaBHEM. 06pasoM, ¢ xemublo. TpancmopTHE 6enoK, oTReYarOmyii 3a
9KCKPEUHIO I@penapara ¢+ KEiYbl0, B HAcTosmlce BpeMs Hew3BecTeH. JloKIHHMYecKHe
HCCJICIOBAHHUA YKa3hIBAIOT HA ’Wat:meh 3TOM Iponecce P-rimkonporensa.

Iocne BBeneHus mamuenTaM ' 'C-MedeHHOrO spubymna npeMepro 82% 1036l BEBOAMIOCE C
KalioM ® 9% - ¢ MO0, 9TO TOBOPHT 0 TOM, YTO NOYEUHBI KIAPEHC HE SBIJCTCA 3HAYMMBIM
IyTEM BBIBEJCHHA Hpenapara. boibllylo 9acTh paJHOAKTHBHOM METKM B Kale M MOYE

NPEACTABIIAT HEH3MEHEHHbIH IpHOYIHH.

DapMaKoOKuHemuKa npu neYenouHol HedOCMamouHoCmu
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Onenka papmMakoKHHETHKH 3puOyIHHA Y NAITHEHTOB C Jerkoi (kiace A o Yaina-Tlsio) um
ymepenHo# (knace B no ‘{aﬁJm-Hmo) NEYEHOYHOH HENOCTaTOYHOCTHIO, 10 CPABHEHHIO C
MalACHTaMH C Hopmanmon Q)ynxnnel‘ri negeny (n=6), moxasaia, 9To 5KCHO3HIHs SpulGyIHa B
NEPBBIX ABYX IpyIIax IIaI_lHeHTOB ObLiIa BHIIIE, COOTBETCTBEHHO, B 1,8 1 2,5 pasa.
Ilpumenenve npenmapata Xanasen B fose 1,1 Mr/M* mauueHTtaM C Jierkodl MedeHOYHOH
HEJOCTaTOYHOCTHIO W B jose 0,7 Mr/M° - nanwentam ¢ YMEDEHHO! IE€YEHOTHOM
HEOCTATOYHOCTHIO O6ECIEYHBAIO NPHMEPHO TY XK€ SKCIIO3HIIMIO, YTO M IpH MpuMeHeHHH 1,4
Mr/m’ IauueHTaM ¢ HOPMaIbHOH QYHKIHEH ICYEHH.
XanaBeH He U3y4alics y NANHEHTOB C TAHKEIOH NeYeHOTHOM HeMOCTaTOUHOCTHIO (Knace C mo
Yaitia-T1s10). O
Dapmarkoxunemuxa npg) nou‘eq_;;bﬁ Hedocmamounocmu
CnenmanbHBIX nccnezionalmﬁ ¢dapMakokMHETHKH JpHOyJHMHA y OONBHBIX € IIOYETHOM
HEMOCTaTOYHOCTRIO HEe NMPOBOAMIOCH. COrNacHoO NOCTYNHBIM [JAaHHBIM IPEANOJIaraeTcsi, 9To
CPEAHETCOMETPHICCKIEC 3HAYCHHS M0Ka3aTeNel CHCTEMHOH SKCIO3HIMH, HOPMAJIH30BAHHEIX 110
R03¢, y OONBHBIX C JISTKHMH HapymeHHIMH QYHKIHH nmodek (KmpeHe kpeaTaruua — KK, 50-80
MJ/MEH) GylyT COOTBETCTBOBATE 3HAUCHAAM Y NALMEHTOB ¢ HOPMANBLHON QyHKIHeH nogek. Tem
HE MeHee, Y GONBHBIX C yMeﬁeHHLmn: Hapymenusma ynxmm nogex (KK 30-50 mu/mun)
CPEIHEreOMETPHYICCKHE 3HAYCHHS M0Ka3aTes el CHCTEMHOH SKCIO3UINH, HOPMANA30BAHHbIX IO
N03€, yBEIHYHMBAIHCH BJIBOEC B CPaBHCHMH C JIaHHBIMH IIAIHEHTOB C HOPMAJLHOW (yHKIHEH
NOY€EK.
Bnusnue 6o3pacma, nona unu pacei Ha apmaxoxunemuxy
JlaHHbIe NOITYJIAUMORHOTO aHATH3A IPOAEMOHCTPAPOBATHA OTCYTCTBHE KITHHMYECKH 3HAYAMOTO
BJIHSHAS BO3PACTa, NI0JIa KM Packl Ha papMaKOKHHETHIECKHAE 1apaMeTPhl )pUGYIIHHA.

w3R

Hokazannsg k HPHEMCHCHHIO

MoHoTepanus y Ial@ERTOB ¢ MECTHO-PaCIPOCTPAHEHHEIM HIIH METACTATAYCCKHM PaKoM
MOJIOYHOM JKeJIE3B], Oy IMBIIMX PaHEe HE MEHEE JIBYX Pa3/IHUHBIX PEXHMOB XHMHOTEPAIHH 10
TIOBOJY PacrpOCTPaHEHHOTO 3a60:;eBaan. IIpenmecTByIomas Tepanus JODKEA BKIIOYATh
aHTPALMKIINHGI H TAKCAHKI, 3a JMCKIMOYCHHEM TeX NAIHEHTOB, KOTOPHIM HE MOTJIH Ha3HAYAThCs

JIaHHBIE Ipenaparhl.

IIporaBonokaszanns
'AnepYyBCTBHTENLHOCTS K SPHOY/IMHY HIH KaKOMY-THOO0 H3 BCIIOMOTATENBHBIX BEMIECTB.
Tsokenast nedeHounas HEOCTATOYHOCTH (OTCYTCTBAE JAHHKIX IO TPHMEHCHHIO).

Tsoxenas novednas HEOCTATOTHOCT (OTCYTCTBHE JAHHEIX TI0 HPHMEHEHHIO).
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bepeMeHHOCTD H nepnoﬁ rpymforo chaﬁimnaannx.

Bo3pacr 1o 18 ner.

C ocTOpOXKHOCTDIO: IPA CHHAPOME BPOX/ICHHOTO yIAHeHAs HETepBana Q-T, 3abonesanusax
cepza (cepreyHas HeIOCTaTOIHOCTD, HH(APKT MHOKap/a, GpaTuKap/Hs), IEKTPOIATHOM
nucOanance (HanpuMep, THNOKATAEMHA, TAIIOMAarHHeMHs), IPH OJJHOBPEMEHHOM IIpHEME

JIEKapCTBEHHBIX CPE/CTB, YIMHAIOMMX HATEPBaN Q-T (B TOM YHCIle aHTHAPUTMHYECKHX [A U
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Ipamenenne Npn 6epeMEHHOCTH H B IEPHOJ rPYAHOr0 BCKAPMJIHBAHHS

bepemennocmy

JIaHHBIX O IPUMEHEHNH Npenapara XanaseH y GepeMeHHBIX HeT. B 10K MHAYecKHX
HCCJIEIOBAHMSAX IPHOYIMH OKa3bIBAN IMOPHOTOKCHYECKOE, PETOTOKCHIECKOE H TEPATOTEHHOE
aeficTere. XanaBeH HE CIEAYET IPUMEHATE HpH GepeMEeHHOCTH.

Jlaxmayus a0 owon . v

JIaHHEIX O TIPOHUKHOBEHUH SPUOYJIMHA KM €T0 MeTabOTHTOB B IPYIHOE MOJIOKO UeJIOBEKA FITH
KHBOTHBIX HET. IIoCKONBKY PHCK [il HOBOPOX/ICHHBIX H [PY/IHBIX A€TeH He MOXET GbITh

HCKIIOYCH, XanaBeH HE CICAYCT IPHUMCHAT B ICPHOT I'PyaHOTrO BCKapMIIHBAaHHA.

Cnoco6 npAvMeHeHns H IO3BI .
BHYTpHBEHHO. sl
Jleuenne nipenapatom XanaseH CIIEAYeT HPOBOIMTS TOJNBKO HOA KOHTPOJIEM Bpaya, HMEIOMEro
COOTBETCTBYIOIMHA ONBIT IPHMEHEHHS UHTOTOKCHYECKHX JIEKAPCTBEHHBIX NPENaparos.
ITpoTMBOPBOTHBIE CPEACTBA PEKOMEH/YIOTCA B ClIy4ae BO3HMKHOBEHHS Y NAIHCHTA TOIIHOTEL H
PBOTHI.
PexoMenyeMas J103a penapara XanaBeH coctasnser 1,4 mMr/m>. Jlannas no3a sBogHTCS
BHYTPHBEHHO B TCYCHHE 2-5 MHHYT B 1-H u 8-if 1am xaxknoro 21-1HeBHOTO HMKIIA.
Omcpouka 66edeHus 04epeonot 003vi 8 X00e mepanuu

e Beenenne npenapara Xanaser B 1-# win 8- sens nuxia Tepanuu Heo6X0HEMO

OTJIOXHTh NPH HAIMYIHA KaKOTO-THO0 H3 ClieyIONMX COCTOSHHIA:

o A6comorHoe FHCio Heitpodmios (AYH) < 1 x 10°/n
o Komrsectso TpomGomuros <75 x 10°/n

o Heremartosoraueckas TOKCHYHOCTD 3 WiH 4 cTENeHA.

e Baenenne npenapara Xanases Ha 8-# Nens makna Moxer GEITh OTIOKEHO MaKCHMYM Ha

1 menemo.




o Ecmu k 15 nHio TokcHYeckue NpOSIBICHHS HE Pa3pelIIACh HITH HX

BBIPAXCHHOCTH HE yMCHbII_IHJfaCI: JI0 2 CTETNIEHH | MCHEE, BBCACHHE oqepelmoii

JI03b1 IIpeTapaTa -Cie/IyeT HpOIMyCTHTD.

o B CIry4ac pa3spCiuCHAs HIIA CHIDKCHHA BRIPAXKCHHOCTH TOKCHYIECCKHX IIpO’IBJIeHHﬁ

10 2 CTETIeHN WX HIXE K 15 JH10, ipenapat Xa/laBed NO/KEH BBOJAUTECSH B

CHIDKEHHOH 03¢, IIpY 3TOM IIPOBEJICHAC CICAYIOMETO UKIIA JICUYECHHUA JOJDKHO

OBITH HA4aTO HE paHee YeM depe3 2 HE/IEIH.

CHuoicenue 003b1 6 X00€ NeYeHUs :

PexoMennanuu 1o pacuery 0361 IpH BO30GHOBNECHAM Tepanuy npuseiens! BTabmne 1.

Tabamuna 1. PexoMennamuy 1o CHUXEHHIO 0361 ipenapara XaaseH.

HexxenareabHbie PCAKIIHH I0C/JI€ BBEACHHA Npenapara

XaJsiaBen

Pexomenayemas no3a

Heiitponenns < 0.5 x 107/, MPOJIODKATEIBHOCTBIO Gosiee 7

JTHEH T .

S

Hetirponenus < 1 x 10°/1, ocIo)KHeHHAs TUXOPAIKON HIHA

uHpexuue

TpomGonuronenus < 25 x 10°/n

TpoMGormTonenns < 50 x 10°/1, TpeOyiomast nepe/MBanus
KPOBH/TpOMOOILIHTapHOM MacChl

Heremaronorudeckue HexXenare/IbHEIE peakiiy 3 Wi 4

CTEIICHH

IIpomyck umm oTcpodka BBEJICHHS npenapara Ha 8-if ieHs B

NpCAbIYIMEM IHKIIE

1,1 MI*/MZ

Pennns o060 H3 BhilIeyKA3aHABLIX FeMAaTOIOrHYECKAX

HJIM HEreMaTOJIOTHYE€CKHX HEXKeAaTeIbHbIX pealcnui‘l

HecMoTps Ha cHDKeHHE 10361 10 1,1 Mrim”

0,7 Mr/m2

HecMoTps Ha cHIKeHHe 10381 110 0,7 MP/M?

Hpexpamienne Tepanmmuu

npenapaToM XaiaseH

Tlocne camxenns ZAO03bI H3-3a TOKCHYHOCTH €€ oﬁpamoe HOBBIIICHUE B IOCIICAYIOMHAX IIMKIIax

HE PEKOMEHIyeTCH.

He tpebyercs cnenmanseX AcHCTBAI B Clydae OTMEHBI JIeYeHHS penapaToM Xanapes.
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IIpumenenue y nayuenmog ¢ ne4eHoyHoU HeOOCMAMOYHOCMbIO

PexoMennyemas j1o3a npernapara XanaBeH [ld NaOUEeHTOB C JIErko# neueHoYHOMH
HEZI0CTAaTOYHOCTEIO (Kkiacc A 1o Yaiina-Isio) cocrasnsier 1,1 Mr/M* BHYTpHBEHHO B Tedenne 2-
5 MunyT B 1-# 1 8-# qHU 21-IlHCBHOl‘0 neqe6H0ro nuKia. PekoMeHIyeMas no3a npenapara
XanaseH s l'IaIIHCHTOB c ymepennon neqenom{on HEJ0CTaro4HOCTHIO (Ki1acc B mo Yaiin-
ITet0) cocranser 0,7 MI‘/M BHYTpHBeHHO B TeYeHHE 2-5 MuRYT B 1-i u 8- aum 21-1HeBHOTO
IYIKJIa TEpaIyH.

OmnbIT nprMenenns npenapaTa XajiaBeH y NaHEHTOB ¢ TSHKEIOH IeYeHOTHOH

HenocTaro9HOCTHIO (knace C no Yaiina-ITsio) orcyreryer.

Tpumenenue y nayuenmos ¢ ﬁqyéuuoﬁ HedocmamoyHocvio
CnenyaneHBIX pEKOMEH/{AlHH [0 M3MEHEHHIO 10351 Y TIAIHEHTOB C TErKo# MOYeTHOH
HEI0CTaTOYHOCTHIO HEeT. PexoMenryemast 1o3a npenapara XajiaBeH U1 NalHeHTOB C
yMepeHHO#H noveunoii Heocrarounoctsio (KK 30-50 Mi/mMan) cocrasuser 1,1 mr/m?
BHYTPHBEHHO B T€4€HHE 2-5 MHHYT B 1-it ¥ 8-i muu 21-1HEBHOrO JIe9e6HOTO MHKIIA.
BesonacHOCTb NpUMeHeHHs npenapaTa XanaseH y aNMeHTOB C TOKEJIOH Mo9eqHOM
HenocTaTo4HocThio (KK < 30 Mi/MuR) He H3yHdanacs.

e k
Ilpumenenue y oemeii :

Hannbie o Ge3onacrocTr 1 3¢ dexTuBHOCTH Npenapata XanaseH y HalMeHTOB MoIoxXe 18 ner

OTCYTCTBYIOT.

Ilpumenenue y nuy nodcunozo 6o3pacma

CrennanbHbIX peKOMERTAILAH: U JII NOXKIIOrO BO3PACTa IO A3MEHEHHIO 0351 HE

IPEXYCMOTPEHO.

Hucmpyxyuu no paseedenuto npenapama nepeo éedeHuem

Ilpenapar XanaBeH pa3BoIAT B aCENTHYECKHX YCOBHAX He Gonee yem B 100 a 0,9% pacTBopa
HaTpus XJIOpH/Ja VI HEbeKIHH. [Ipenapar Hek3s CMENIMBATh C APYTMMH JIEKAPCTBEHHBIMA
CPEACTBAaMH, a TaKXKe pa3BoJHTh B 5% pacTBOpE JEKCTPO3EL.

Iepen BBenenuem cnenyer oﬁg{cnem XOpOIHH JOCTYT K NEpAGEPHYESCKHM BEHAM HITH K
IICHTPAILHOM BeHe. XaaBeH Hé OKa3HIBaeT pa3ipaxalomero HiH HEKPOTH3HPYIOMIEro AcHCTBHS

B MECTe BBeicHHA. B CJIy9ac 3KCTpaBa3allii JICICHHE NOIDKHO OLITh CHMITOMAaTHYECKHM.

IloGounoe aeiicTBHe



Jlns 0603HaYeHHs YaCTOTHI HEXENAaTeIbHbIX SBIICHAH HCTIONB3YETCS CEAYomas
Kinaccudukanus: oueHs yacto (> 1/10 ciydaes); wacto (> 1/100, < 1/10); newacTo (> 1/1000,
<1/100); pexxo (= 1/10000, < 1/1000); ogens peaxo (< 1/10000) u HensBecTHO (4ACTOTA HE

MOJKET OBITH OnpesieNicHa H3 UMEIOMUXCA JaHHBIX).

Hapywenus co cmopouwt kposu u numgpamuyeckoti cucmemot
Q7 A o ’
O4eHb 9acTo: HERTPOIICHHUS, JICHKONEHHS, AHEMHSL.

Yacro: ¢pebpunbHas HelTponeHus, TPOMOONUTONEHHS, TAMQOTIECHHS.

Hapywenus co cmoponer memabonusma
Ouensp 4acTo: CHIKECHHE allleTATA.

Yacro: runoxanaeMus, rHIIOMaraieMas, 06e3B0XXHBaHAE, HIEPTIHKEMES, rHnodochaTeMus.

Tcuxuueckue napywenus

YacTo: OeccoHHHUIA, JETPECCHS.

Hapywenua co cmoponer nepenoii cucmemol

Ouenrp yacTo: nepudepryeckas HeHponaTHa (CEeHCOPHAs, MOTOPHAS M CEHCOMOTOPHA
He#ponarus), apecTes3uy, ngqlganeﬁponafrﬁﬂ (BKIIOYast IEMHEIIMHABHPYIOMYIO
MIOJTMHEHPONIATHIO), ron'onuaa'f):(;ns. |

Yacro: JAUCTCB3HA, 'OJIOBOKPYXCHHC, THIECCTC3NA, JICTaprad, HeﬁPOTOKCHHHOCTB.

Hapywenus co cmopouwt opeana 3penus

YacTo: NOBHIIEHHE CIE300TACICHUS, KOHBIOHKTHBHT.

Hapywenus co cmoponer opzana cayxa u nabupunmusie HapyuwieHus

Yacto: rooBoKpyXeHHe, CBA3aHHOE ¢ HAPYIICHHEM BECTHOYISPHOTO annapaTa.

HeuacTo: 3B0H B ymax.

Hapywenus co cmoponui cepdeuno-cocyoucmoii cucmemot

Yacto: «IIpHIMBBIY, TAXHKAPIHA.

Hewacro: tpom603 (Bxmogas TpoM603 riy6oxux BeH H TPOMG0IMOOIHIO IEr0OYHOH apTepHN).
: :

Hapywenus co cmoponst 0p2anos Ouixanus, opzanos spyoHotl Kiemxu u CpedocmeHus
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Yacro: oaplmka, Kamelb, opodapuHreansHas 6071b, HOCOBOE KPOBOTEUEHHE, PHHOpES,
Ha30()apHHTHT, PHHHT, AH(EKIMA BEPXHUX JBIXaTeNbHBIX ITYTEH.

Heuacro: HHTCpCTPIIIIfIaJILHLIe._ 3a00/NIeBaHMS JIETKHX.

Hapywenua co cmopownwt dcenyoouno-xumeurozo mpaxma (7KKT)

OueHp 9acTo: TOIMHOTA, 3aM0p, AHapes, pBoTa.

YacTto: cTOMaTHT, CyXOCTh POTOBOH IOJIOCTH, AHCHENCHSA, GO B XKHBOTE, TacTpo33odareanbHas
pedmokcHas 60e3Hb, H3BAIBICHAE CIU3HCTOMH 000NOYKH POTOBOM MONOCTH, KAH IH/[HA3

II0OJIOCTH PTa, B3AYTHE XHBOTA.

tln i W

Hapywenus co cmoponbz neyenu u wce/meebzeoaﬂu;wc nymeii
Yacro: noBhIMIeHHE aKTHBHOCTH alaHMHaMuHOTparchepassl (AJIT) n
acnnapraramuuoTpancgepaszn (ACT) B xposu.

Heuacro: Hapymenue ¢yHKINE I€YCHA, TATEPOMHPYOHHEMHAS.

Hapywenus co cmopoHet noyex u Mouegvl8008uyux nymet
Hevacmo: nu3ypus, reMaTypus; IPOTCHHYPHS, TOYeYHAsA HENOCTATOYHOCTD, HHGEKIHs

MOYEBBIBOJAIIMX ITyTEH.

Hapywenus co cmoponsl koxicu u nOOKONCHbIX mKaned

Ouenp 9acTo: ajjonenys.

Yacro: chilb, 3yJ1, MOPaKEHHE HOTTEH, HOYHAs IOTIIMBOCTD, JIAJIOHHO-TIO/IOIIBEHHAS
SPHTPOIM3ECTENS, CYXOCTE KOXH, 3pmema, mneprmxpos

Hewuacro: anmonenpomecmi' oTek.

Hapywenus co cmoporbt KOcmuo-MbludeyHol U COeOUHUMENLHON MKAHU

OueHnsp 9acTo: apTpayris, MUAITHS.

YacTo: 60/Ib B KOHEYHOCTSX, MBIIICYHEIA ClIa3M, MBIIEYHad ¢1a60CTh, MBIIICYHAas 6015, 60JIb B

cnuue, 6016 B rpyau, 60Jb B KOGTAX.
Trroynw

Ilpoyue

Odens 4acTo: yTOMIISEMOCTH H aCTEHHS, JIAXOPA/IKa.

Yacro: BoCTIaneRHe CIM3ACTHIX 060/1049€eK, NepUdepHIecKre 0TeKH, 03HO6, rPHIMONORCOHbIH

CHHJIPOM, CHIDKEHHE MAacChl TeJia, IPHCOeAMHCHAE BTODHIHBIX HHO)EKIHH,

HeuacTo: nHeBMOHNS, HEHTPONCHUHECKHH CETICHC, TEPIIEC CITH3HCTON 00O0NOYKH NONOCTH PTa,

ONOACHIBAIOIIAHA THINaH. . R .
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Ilepeno3npoBka _

B oxHOM H3 ciydaeB HepeI03HPOBKH MAHMEHTY OmUO0YHO 6bUI0 BBEAEHO 8,6 Mr npemapara
XanaseH (mpuMepHO B 4 pasa _B}Ime 3aIUTaHAPOBAHHOM J03E1), B pe3y/IbTaTe Yero pa3sBHIach
PEaKIMsl THIICPYYBCTBHTENBHOCTH 3 CTENEHA Ha 3-i ICHb U HEHTpONeHns 3 cTenenH - Ha 7-i.
OO6e HexenaTeNbHBIE PeaKIMH Pa3PEIITHCH IPH NOMOITH N0AEPIKABAIOIIETH Teparmm.
AHTHJIOT IPH NEPE03KPOBKE IpeniapaToM XaaBeH Hen3BecTeH. B ciygae mepeno3nposku
PEKOMEHAYeTCs NOCTOAHHOE HAaOMO/ICHHE 33 IAMEHTOM H MCIIOJb30BaHAE CHMITTOMATHYECKOH

Tepanuu.

B3aumoaeiicreue ¢ ApyramMa ;iéxapcnénﬂblnin npenapaTaMm

Jlexapcmeennas necoemecmumocmo

JlaHHEIH NpenapaT HeJIb3s CMEMMBATH C NPYTHMH NeKaPCTBEHHBIMHE IpeliapaTaMH.

PactBop nys nanexnmil Xasnasen He clienyer pasBoauTs B 5% PacTBoOpe ACKCTPO3HI A
HH(]Yy3HIA.

OpuOyJIHH NpeHMYINECTBEHHO 9KCKPETHPYETCH C XKelIblo. TpancnopTHLIi 6EN0K, 0TBEYaronHil
3a ITOT NPOLECC, HE BBIABICH. B CBA3H ¢ 3THM, HE PEKOMEHIYETCS OJTHOBPEMEHHOE C
3pHOYIHHOM IIPHMEHEHHE IPENnapaToB (HaNpHMep, TAKAX KaK, THKITOCIOPHH, PHTOHAaBHD,
CaKBHHABHD, JIONHHABAD, 3()aBHPEHII, SMTPHITNTA0HH, BEpanaMuJl, KTApATPOMHALH, XHHHMH,
XHHU/IMH, TA30THPaMH)L H p), SBJSIOIHXCS HATHOHTOPaMH IEYCHOYHBIX TPAHCIOPTHBIX
GenkoB (0pranMYEcKoro aHMOH-TpaHCHOpTHOTO Gemka (OATPs), P-rmuxonporenna, Gemxon
MHOXECTBECHHOH JIEKapCTBEHHOM yeroiramBoctr (MCII) 1 ap).

He pexomenayertcs onrgoapeméﬁﬂhlﬁ TIpHEM ¢ pﬁt])aMHHmmOM, KapOamaszermnHOM, GEHHTOHHOM,
3Bep00OEM IPOABIPSBIEHHBIM, IOCKOJBKY 3TH NPENapaTkl MOTYT IPHBECTH K 3aMETHOMY
CHM)KCHHIO KOHIICHTPAIMH SprOyIHHAa B ILIa3Me.

JlexapcTBennoe B3anMoieiicTBrE ¢ HErMGHTOpamMu m30¢epmenta CYP3 A4 nEToxpoma P-450
He oxuiacTcs. KiMHAYecKkn 3HATMMBIX pa3iH4Mil B 9Kcro3unan 3pubymmna (AUC 1 Cmax) OpH
€ro NpHMCHEHHH COBMECTHO ¢ KETOKOHa30710M (HHTHOHTOP m3odepmenta CYP3 A4) ne
Habmoznanoce. 08 D

OpubyiHH He OKa3kIBaeT HETHOHPYIOmETo AeHCTBHS Ha H3odepmenTo: CYP1A2, CYP2C9,
CYP2C19, CYP2D6, CYP2E1unu CYP3A4 B TEPaNeBTHYECKOM Mana30He KORHECHTPAIIHI.

Ocobbie ykazanna

TI'emamonozuueckue
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Muenocynpeccus spisercs nq§q3a3nch9ﬁ H, B IEPBYIO 0Yepeb, BHIPAXKACTCS B BHAE
HeiTponeHnu. CpeiHee BpeMs 10 0KHIaEMOTO MEHHMYMa 9HCIIa HEHUTpoduioB (Ha up)
cocTaBisUio 131Hel, a cpeiaee BpeMs 10 BOCCTaHOBJIEHHS HOCTE TSDKENIOH HeifTponennH (<0,5 X
109/JI) cocTaBuio 8 nHei. Y Kax0ro nalpeHTa nepes BBEAEHAEM JOGOH 10351 MpenapaTa

XayaBeH cielyeT IPOBECTH KIMHAYECKAH aHaM3 KpoBH. Jleyenne nmpenapaTom XanaBeH
9
MOXHO Ha4YMHaTh TOIBKO pd AYH Bbime 1,5 x 10 /n 1 uncne TpomGonyros Beime 100 x

1 09/11.

Menee yem y 5% nanmeHToB, nony4aronmx Xanases, Habmonanace dheGpuneHas
Hejirponenns. IIpy paspurnu y nanuenTa GpeGpuIbHON HEHTPONICHNH, a TAKKe TIPH TAKENIOMH
HEUTPOTICHHUH KM TPOMOOLMTONECHNH, CJIEYET CKOPPEKTUPOBATE JICIEHHE B COOTBETCTBHH C
TIPUBECHHBIMY BBILIE PEKOMEHIAIMAMH.

Ilpn akruerocTr AJIT nm ACT, npeBhIIaroImeR BEPXHIO TPaHHMIy HOPMHI folee YeM
BTPOE, y IIAIMCHTA NOBBIMIACTCS PUCK Pa3BUTHs HEHTPONICHHH 4 cTeneH U GpebpuIbHOM
Herponenun. Ipu SHAYEHHHY :‘6nnnpy6§i:ﬁa, npé"nmmaromux BEPXHIOIO IPAHHUILy HOPMEI
Gosiee yeM B nosropa f;aaa, TAK)KE IOBHIINAETCS PHCK Pa3BUTHA HEUTPONECHMH 4 CTENCHH M
¢e6prITEHOM HEHTPOIIEHAH, XOTS NAHHbIE, NOJTBEPXKAAIOMIAE 3TY 3aBUCHMOCTD, OTPAHHYEHEI.
Ilpu TsKenoi HEUTPONIEHNH 1O PENIEHHUIO JIEYANIEro Bpada H B COOTBETCTBHHM C
ACHCTBYIOIMME PEKOMEHIALMAMH MOXET ObITh Ha3HA9EH IPaHyIOHTAPHEIH

KOJIOHUECTHMY IAPYIONIHH (balcfbp (I'-KC®) nnu ero anasor.

IHepughepuueckan neiiponamus’

Crenyer BecTn NOCTOSIHHOE HAGMIONEHHE 32 BOIMOKHBIME IPH3HAKAMH TIepHepuecKoi
MOTOPHOM WJIM CEHCOPHO# HEHpONaTHH Y MAIlMEHTOB.

B xmmHMUECKO# MpakTHKe GHUIO IOKA3aHO, YTO Y MAIHEHTOR ¢ HeHponarue, AMeBOICHC 10
HaJaJia Teparmu npenaparoM XanaseH, He Habmozaics GONMbIIMiA PHCK Pa3sBATAS HOBBIX MM
YXYAIICHHA YK€ HIMEIONIMXCA €€ CHMIITOMOB, B OT/JIMYHE OT IIALMEHTOB, HE MMEBIIHMX
nepudepaIecKol HEHPOMAaTHH 1O HadYana Tepanuy mperapaToM XalaseH.

Bnusnue na penpot)yxrhuenﬁfébyurcuumg

Kenmmnsi Jxeropolmofo BO3pacTa J0IDKHBI OBITh NPOHH(POPMHPOBAHLI 0 HEOOXOTHMOCTH
TIpE/IOXPAaHEHNs OT GEPEMEHHOCTH NPH HCHIOME30BAHHH MMM WM MIX TapTHEPAMM IIpenapaTa
XanaBeH, a Taioke 06 06s3aTeIbHOM IPAMEHEHHH 3P PEKTHBHBIX METOIOB KOHTPaUeIHA B
HEpHO/ JICYCHHs NpenapaToM XanaseH U B Te4eHHE 3 MECAIEB TOCIIE €T0 3aBePIICHAS.

B JOKTHHHYECKHX HCCIIEOBAHAAX Hab/mo/anack TECTHKYJIApHAs TOKCHYHOCTH penaparta. [{o
HaYana Je4eHus NalMeHTaM MYCKOTO T0J1a ClIe/lyeT OOPaTHTLCS 32 KOHCY/IbTALHEH O HOBOAY
KOHCEPBAallWH CTIEPMBI, NOCKONBKY MPH JICYCHAH NpenapaToM XalaseH CymecTByeT

BEPOATHOCTh pa3BHTHI HeobpaTuMoro Gecrnous.



Yonunenue unmepeana Q-T

Y nimnenune uaTepBana Q-T omeqanocr, Ha 8-oit JieHb, HE3aBHCHMO OT KOHIICHTPAITHH
spubynuHa U nIpu Hoplwfanbnmk 3HAYECHHSX m{'repBaJIa B 1-b1if fenb. Ha done neuenns
npenaparoM XanapeH MOHRTOPHHT DKI' pekoMeHTyeTcs IPOBOJMTS y MALMEHTOB C CEpEIHON
HEJIOCTATOYHOCTRIO H OpaMapHTMHAMH, & TAkXKe IPH OHOBPEMEHHOM NPHEME JIEKAPCTBEHHBIX
CpeaCTB, yumusionmx uaTepBan Q-T (8 Tom whcne anTHapaTMugeckux LA u I knaccos). lo
Havana JeJeHns npenaparoM Xanasen peKOMEHIYETCS YCTPAaHATS JNEKTPOTHTHBI JHCOanane
(HampHMep, THIOKATHEMHIO, THIIOMATHHEMHIO), 2 Ha (DOHE JICUeHHUS] MOHHTOPHPOBATh
COZIEpKaHHE ITHX JJEKTPOJHTGB B KPOBH.

He pexomennyercs HasHauath npenapar XanapeH G0JbHBIM, IMEIOITHM CHHPOM BPO>KIACHHOTO

yauHeHus uHTepBaia Q-T.

Cneyuansubie Mepbl npe00CMOPONCHOCIY NPU YMUNU3AYUYU U UCRONL306AHUL

HozroToBka 1 BBe/IEHHE NPeNapaTa MOXKET OCYIECTBATECS HCKTIOYHTEIEHO THIAMH,
MMEIOIMMHA COOTBETCTBYIONIMIT OIBIT PaGOTA C ATOCTATHKAME.

XanaseH npemTaBJmef ¢060ﬁ" ffxinororccnﬁecmﬁ POTHBOOIYXOIE BB npenapar, 1 npu paborte
C HAM, KaK H € IPYTHMH TOKCHYHBIMH BELIECTBAMH, CICAYET IIPOSBIIATH OCTOPOKHOCTb.
PexoMenyercs HConb308aTh NEpYATKH, 3aMMTHEIE 0YKH H 3aIHTHYIO OAeXKIy. B ciryuae
TonajaHus pacTBOpa NpenapaTa Ha KOXY, HeOOXOMMO Cpa3y ke TINATebHO NPOMBITH 3TOT
Y4acTOK KOXH Bozio# ¢ MbutoM. Ilpn koHTaKTe npenapara co CIM3HCTHIMA 060I09KAMH, MECTO
KOHTaKTa He0OXO0uMO TmaTenwo IpoMbITs BoROH. IIpu GepemernocTH He cnexyer paboTaTh ¢
npenmapatom Xanasen. ¢+

Xpanenue sckpuimoti ynaxoexu

C MHEKPOGHONIOrHYECKO#H TOUKH 3peHns XanaBen CeAyeT HCNONb30BaTh HEMEIICHHO.
XpaHeHHe Npenapara 10Cye BCKPITHA YIIaKoBKH HIH NIOCIE ero Pa3BecHAs He
TIpEAYCMOTPEHO, 32 UCKIFOYCHHEM TEX CHTYaI[WH, KOT/la XpaHEHHE TAaKoro npenapara
OCYHICCTBIIAETCS B KOHTPONHPYEMBIX H CTAaH/IAPTH30BAHHEIX aCENTHYECKHX YCIOBHAX.

Ecnm npenapar ne IPHMEHSETCH Cpasy xemocne BCKPBITHS YHAKOBKH, 32 CPOKH H YCJIOBHS €70
XpaHECHHS OTBEYACT JIALIO, ;’Jaééiammee c“npenapaTOM.

Ecnu Xanasen ne npuMensercs B BHJe HEPa3BEeIEHHOTO PacTBOPa Cpa3sy Xe nocje BCKPHTHS
YIIaKOBKH, MAKCHMANbHEIA CPOK XpaHeHH: npH 25°C Ha paccesHHOM CBETY COCTaBNSeT 4 9, a B
YCIOBHSAX XoomunbHuka (2-8°C) — 24 4.

Pa3penieHHBI pacTBOp Npenapara XanaseH (B KoHUeRTpamusax ot 0,02 Mr/ 1o 0,2 Mr/mi B
0,9% pacTBope HaTpHs XJIOpH/Ia [UIs HEbEKIHI) MOXKET XPaHATHCH He Goliee 24 u rpH



Temneparype 2-8°C, 32 MCKIIOYEHHEM TEX CHTYaLHRH, KOT/la pasBe/IecHAE HCXOTHOTO PAcTBOpa
OCYIIECTBIISIOCH B CTAH/IAPTH30BAHHBIX KOHTPOIMPYEMBIX aCENTHYECKHX YCIOBHAX.
Hencnone3oBaHHEIE OCTaTKH IPENapaTa H HCIOIB30BAHHbIE MATEPHAIILI CIIEIYET YTHITH30BATH

COTJIaCHO JeHCTBYIOIKM B PD TpeboBaHmM.

Bymsinue Ha cnocoGHoCTH yNIpAB.ICHAS ABTOMOGHIEM H PadoThi ¢ MEXAHHIMAMH
ITpu npueme npenapara Xanasen MOTYT HaGIIOATECA TaKue TIOGOUHBIE apdexTnI Kak
YCTaJIOCTB HJIH I'ONIOBOKPYXKEHHE, KOTOPBIE MOTYT OKa3hIBaTh CIal0e Ml YMEPEHHOE
BO3JCHCTBHE Ha BO3MOXHOCTB YIIPaBISTH aBTOMOGHIIEM HITH HCIIOJIb30BaTh MEXAHH3MEL
IlaunenTos cexyet HHGOPMHUPOBATH O TOM, YTO NPH MOSBIECHAN YYBCTBA YCTAIOCTH HIH
TOJIOBOKPY>KEHHS HM HENb3s YIPABISTh aBTOMOOHIEM HITH HCIIOJIB30BATh MEXaHA3MEL
®opma BHITYCKA o

b PacTBop /U1 BHYTpHBEHHOr0 BBeeHHS, 0,5 Mr/mon.
Ilo 2 mn1 npenapara Bo (iakoHax H3 NPO3PAIHOro GECUBETHOr0 THAPOTHTHIECKOTO CTEKIIA THIIA
I (@. CIlIA) HOMHHAIEHOM BMECTHMOCTBIO 5 MJI, yKyIOPEHHBIX CEpbIMH OYTHJIKAYIYKOBEIMH
npo6kamu ¢ TedonosM noxpereeM (Teflon® 2) u 3akararHsX amOMEHHEBEIMH KOJIIAYKaMH,
CHa0XXEHHBIMH OTPBIBHEIMH ITaCTHKOBBIMHE muuckamu (FLIP OFF) cunero ngera.

! Ilo 1 ¢akony BMecTe ¢ HHCTpYKIHEH 1O IPAMEHERNIO B KAPTOHHOH navike.

i ;‘51 “‘;:; e '

YciaoBus xpaneHus ‘

Xpauuts npu Temueparype ot 8 1o 25 °C.

He 3aMopaxxuBaTh B HE XpaHATH B XOJNOMHIbHAKE.

XpaHHThL B HEJOCTYITHOM /LI /ieTeli MecTe.

Cpok rogsocTn

3 roxa.

He OPHMCHATH IO HCTEYEHHWH CPOKA FOJHOCTH, YKA3aHHOI'0 Ha YIIAaKOBKC.

YcnoBus oTHyCcKa B3 anTek

Ilo penenry.

IOpuanveckoe N0, Ha AMS KOTOPOTO BBUI2HO PErHCTPAIHOHHOE YIOCTOBEPEHHE
(Bnagenen PY) B+ o

Oiicait Opon JIumuren, IOpor&aa Hoynemx Hentp, Mockuro Bait, Xardunn, Xeprdopmmmp,
AL10 9SN, Coepnrennoe KoponescTso.

IIpon3Boamrens
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Hep®apMa C.p.J1., Hepsuano, Utanus
Beimyckalommnii KORTPOJIb Ka4ecTsa

Oiicaii Manydakdypnur JIumuren, Coeaunennoe Koponesctso

Honyuums dononnumenvHyio ungpopmayuio o npenapame, a maxice HanpasumMe Ceou
npemen3uu 1 UHGHOPMAYUIO O HENCENAMENbHbIX AGNEHUAX MONCHO NO CredYIOWeMY aopecy 8
Poccuu:

00O «Paiiapm»,

127006 Mocksa, yn. Majas Hmﬁrponxa, 54, b(bnc 8.

Temn.: (495) 937 56 08, daxc: (495) 937 56 14

Ilpencrasurens KoMnanuu A.B. [Imurpuen
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