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MHCTPYKIIMSA
10 MEJJULIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O [TPEITAPATA

Jokcazo3un-OII0®

Perucrpannonnbiii Homep:
Toprosoe naumenosanne: [Joxcazo3un-OIIO®
Me:xaynapoaHoe HemaTeHTOBAHHOE WM IPYNIHPOBOYHOE HANMEHOBAHHE: OKCA303HH.

JlekapcTBennas gopma: TaGnerku.

CocraB a‘
1 mabnemka cooepxcum:

[leticmeyrowee sewyecmeo: nokcazosuna mesunat 1,22 mr / 2,44 mr / 4,88 mr (B mepecuere Ha
JIokca3o3uH 1 Mr/ 2 mr/ 4 mr).

Bcnomozamenvhvie 6ewjecmea: n1akTo3bl MOHOTHApAT, Kanblus docdar, mopunon K30, Haipnﬂ

i

naypuicynbdar, Kalbls cTeapar, TajlbK, KpOCKapMesl1o3a HaTpHsl.

Onucanune

Kp}’FHLIC JABOSIKOBBIITYKJIBIE TabseTKu 6€10ro WK MouTH 6e10ro IBETA.

@dapmakoTepaneBTHYeCKasl I'PyNNA: aHTUTUIICPTEH3UBHBIE CPEICTBA; AHTHAJIPEHEPTHIECKHE
cpezcTBa nepudepuyeckoro aeicTBus; anbdal-aapeHo6I0KaTOPEL.
Kon ATX: C02CA04.

DapmakoJI0ru4ecKne CBOMCTBA

Dapmakoounamuka

Hasnayenne 10Kkca3o3MHa INAEHTaM C CHMITOMAMH J06POKa4eCcTBEHHON TUIIEPILIA3HH
npencrarenpHor kenessl (JII'TDK) mpuBoauT K 3HaUMTENBHOMY YIIyYINIEHHIO IOKa3aTeseH
YPOJIMHAMHMKHY U YMEHBIICHHUIO [IPOSABICHUH CHMITOMOB 3a00JeBaHus. DTO JeiicTBUE Ipenapara

CBSA3BIBAIOT C CEJIEKTHBHOM 0110Ka10# anbdal-aJpeHopenenTopoB, pacioioKeHHBIX B CTPOME

} { s

KarcyJie NpeCTaTe IbHOM jKeJle3bl, MeHKe MOYEBOTO My 3EIps.
Jlokasano, 4To n0Kcazo3uH sBiseTcss 3(GeKTUBHBIM GIOKATOPOM MOATHIA IA anbd)al-
aJIpEHOPENENTOPOB, KOTOPbIE COCTABIAIOT Npubau3uTensHo 70 % OT BCeX MOATHIIOB, anbdal-
AJIpEHOPELENTOPOB, HAXOMAIIMXCS B IIPEJICTATEIbHOM Kejle3e. DTHM M OOBICHSIETCS €ro
neiicreue y nanuentos ¢ JII'TDK.
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[TonnepxuBaromuit 3pdexT JieueHHs TOKCA303MHOM H €ro 0e30macHOCTh J0Ka3aHbl hpn
JUIMTEJIbHOM IIPUMEHEHHH Ipenapara (Hamp. 10 48 Mecses).

Apmepuanvnasn cunepmen3us

[Ipumenenne nokca3o03uHa y NAIMEHTOB C apTEPUATBLHON THIIEPTEH3UEH IPUBOJIUT K 3HAYMMOMY
CHIKEHHWIO ~ apTepHanbHOro JaBneHus (AJ[) B pesyiabrare yMeHbLIEHHS — OOIIEro
nepuepuuecKoro COCyIHUCTOro COmpoTuBieHus. IlosBrnenne storo s¢dexra CBx3LIBaiof c
CeJICKTHBHOM Os10Kaaoi anbdal-aapeHoperenTopoB, paclolokeHHBIX B CETH COCYIOB. Ilpu
npueme mnpenapara | pa3 B CyTKH KIMHHYECKH 3HAYAMBIA aHTUTHIEPTEH3UBHBIA 3(Qdekt
coxpansiercs B TeueHue 24 u, AJ[ CHHXKaeTcsd IIOCTENEHHO; MaKCHMAaIbHBIA 3(Qdekt
HaOmonaeTcss OOBIMHO 4Yepe3 2—6 9 Mocie TpHEMa MNpenapara BHYTpb., Y IAIHEHTOB C
apTepUaIbHON TUnepTeH3nel AJl pu iedeHnH JOKCa303UHOM OBLIO OJIMHAKOBBIM B ITOJIOKEHHH
«JIeKa» U «CTOSI».

OTmedeHo, 4TO B OT/IHYHE OT HECENEKTUBHBIX aib(al-anpeHo6I0KaTOPOB MPH JUTHTETBHOM
JIeYCHUH JIOKCA303HHOM TOJIEPAHTHOCTh K IIpenapaTy He pasBuBayiach. [Ipu npoBeneHHH
MO/IICPXKUBAIOIIEH Tepanyy IMOBBILEHHE AKTHBHOCTH PEHHMHA IUIa3Mbl KPOBH M TaXUKap.Ius
BCTPEYAIOTCs HEYacTo.

Jlokca303uH OKa3pIBaeT OGAroNpUATHOE BIMSHUE HA JIUIUIHBIA OPOQUIL KPOBH, 3HAYATEIILHO
MOBBINAS COOTHOIICHHE CONEPXKAHMS JIHIIONPOTEHAOB BBICOKOM IUIOTHOCTH K obmemy
XOJICCTCpUHY M 3HAYWTENIBHO CHHJKAas CoJepXKaHHe OOIMMX TPHUIVIMLIEPHIOB H 0OIIero
XojecTepuHa. B CBA3M ¢ 3THM OH MMeeT NpPEHMYILIECTBO Mepe] IAMYPETHKaMH M Oera-
azpeHo0I0KaTOpamMy, KOTOPBIE HE BIHSIOT OJIAarONpPHSATHO HA yKa3aHHBIE [TAPAMETPEL. YuuTeBas
YCTQHOBJICHHYIO CBSI3b apPTEPUAIBHOW THIIEPTEH3UH W JIHIHIHOIO npoqmmi KpOBI/I‘. o
MIIEMUYECKOH Gose3Hplo cepaua, HopMmamm3anus AJl M KOHLEHTpaluH IMIHIOB Ha (oHe
npreMa J0Kca303uHa MPHUBOJIAT K CHHKEHUIO PHCKA Pa3BUTHS UIEMHUYECKOM G0JIe3HH cep/ua.
Habmozanocs, 4to neueHne NOKCa303MHOM HPHUBOJWIO K PETPECCHHM THIEPTPOGHH JIEBOTO

JKCITyI049Ka, YIHETCHHUIO arperanuu Tp0M6OHHTOB U YCHJICHHIKO AaKTHBHOCTH TKaHEBOI'O

aKTHBaToOpa IUIa3MHHOreHa. Kpome TOro, ycTaHOBIE€HO, YTO JIOKCA303MH IIOBBIIIAET
9yBCTBUTEIBHOCTD K HHCYJIMHY Y IAIIMEHTOB C HApYIICHHOMN TOJIEPAHTHOCTHIO K IUTIOKO3€E.
Jlokcazo3un He o6nagaeT n0GOYHBIME MeTaboTHIeCKuME dQPeKTamMu 1 MOKET TPHUMEHATHCS Y
MAalHeHTOB ¢  OpOHXHaIBHOH  acTMO#, caXapHbIM  JHabeToM, neBomenynorn(oBOﬁ
HEJI0CTATOYHOCTHIO U MOJArpoH.

VicenenoBanus in vitro moxasanm aHTHOKCHIAHTHBIE CBOMCTBA 6” M 7° - THAPOKCHMETaGOIHTOB
JIOKCa303WHA B KOHLEHTPAIUU 5 MHKPOMOJIb.

B KOHTpO/IMpPYeMBIX KIMHHYECKHX HCCIIeI0BAHUSIX, TPOBEICHHBIX Y MAIHEHTOB C aprepnansﬁpﬁ

FHHCpTCH3HCﬁ, JICYCHHUE TOKCA303MHOM COIIPOBOXKIAATIOCH YIIy4YIICHHEM 3peI(TI/IJIBHOI7I (bYHKHI/IPI
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Kpome TOro, y mamMeHTOB, IOJYYaBIIMX JOKCA303WH, BHOBb BO3HHUKINME HapyIICHHS
OPEKTHIbHOW  (YHKIHH OTMEYATHCh pEeXEe, HEXEJd y MANHUEHTOB, IOJy4aBIIMX
AQHTUTMIIEPTEH3UBHBIE CPE/ICTBA.

DapMaKoKuHemuKa

AbcopOrus

[Tocie mpuemMa BHYTph B TEpPameBTHYECKHX J103aX OOKCA303UH XOpOIIO BCACHIBAETCS B
KeITyJOYHO-KHIIeYHOM TpakTe, abcopOius — 80-90 %; koHLIEeHTpauus ero B KpOBH JOCTHUIAET
MaKCHMyMa IPUMEpPHO Yepe3 2 4.

Pacnpenenenue

Jloxcazo3un npuMepHO Ha 98 % cBs3pIBaeTcs ¢ OelIKaMu IJ1a3Mbl KPOBH.

buoTrpanchopmarnus

[leppuunbiME  myTsamMH  MerabonaM3Ma  JOKca3o3uHa  sBISIOTCS  O-JeMeTHIMpOBaHHE |
TUIPOKCUTTMPOBAHHE.

Dn¥MHUHALUS

BriBesienue U3 mia3m KpoBH ABJISETCS IBYX(a3HBIM ¢ KOHEYHBIM IIEPHOJIOM IIOJTYBBIBEACHHS 22
4, YTO IO3BOJISET HA3HAYUTH mperapar 1 pa3 B CyTKH. JIOKCa303MH IOIBEPraeTcsl aKTHBHOM
Ouorpancopmanuu B mnedeHu. MccrnemoBaHus in vitro IOKasaid, 9TO OCHOBHOM IIyTh
SJIMMHHALMKA JI0Kca303uHa uaeT nocpeactsoM uzopepmenta CYP3A4; tem He MeHee, IMyTH
>IUMUHAIAK TTocpeacTBoM uzodepmertoB CYP2D6 u CYP2C9 taxke yyacTBYIOT B IpoIiecce,
O/IHAKO B MEHbIIEH cTeneHu. Jlumb meree S5 % 10361 BLIBoﬁHTca B HEM3MEHHOM BH/JIE.

[IpumeHeHuE y 0c00BIX PYIII ITalTUCHTOB

[To maHHBIM (hapMaKOKMHETHYECKHX HCCIICIOBAHUN y IOXKHIBIX MAlMEHTOB M IAIUEHTOB C
MOYEYHOH HEJOCTATOYHOCTBIO (hapMaKOKMHETHKA IperapaTa CyIIECTBEHHO HE OTJIMYAETCS OT
TaKOBOH y IalMEHTOB, 60JIee MOJIOI0r0 BO3pacTa ¢ HOPMAIBHOU (hyHKIHEH ITOYeK. 1

Mmerorcs ump orpaHUYEHHBIE JAHHBIE, TI0JyYEHHBIE Y MAMEHTOB C HapymeHHoﬁ bysKIHeH

IICYCHHU, U O BJIUSIHHUHU IIpEIapaTos, CIOCOOHBIX M3MEHSATh IIEYeHOYHBIN MeTaboIH3M (HanpnMep,

UMMETHMH). B KIMHMYecKoM HcclienoBaHMM y 2 MALMEHTOB C YMEPEHHBIM HapyIIEHHEM
(GyHKkuMM meyeHH OJHOKpaTHOE MPUMEHEHHE IOKCA303MHA CONPOBOXKIAIOCH YBEIHYCHHEM
IUIOINAAM 1MoJ KpuBOM «KoHUeHTpanus-Bpems» (AUC) Ha 43 % ¥ CHHI)KEHHEM HMCTHHHOTO
nepopaibHoro kiupenca Ha 40 %. HeoOxomumo coGmomaTth 0CTOPOKHOCTH NMPH Ha3HAYEHHUH
AIOKCA303WHA, PaBHO KaK W JPYIMX JIEKAPCTBEHHBIX CPEJCTB, IOIHOCTBHIO IIOJBEPrarOIIUXCs

OroTpascopmauu B TeYeHH, NAUMEHTAM C HapyUIeHHSMH (GYHKIMH TIeYeHH (CM. pasien

ocoOble yKa3aHusl.)

Ilokazanus K NpUMEHEHHI0

* JloOpokayecTBeHHas rMIEepILIa3ys mpe/cTaTelbHoM sxenessl (JIITDK) y B3pocibix;

Ci3




JITT-Ne(000635)-(PT-RU)-240322

AprepuasibHasi THIIEPTEH3HUs Y B3pOCIIBIX (B COCTaBe KOMOMHUPOBAHHON TEpAIUH).

IIporuBonokasanus

e ['Unep4yBCTBUTEIBHOCT K JOKCA303UHY WM K JAPYT'MM IPOM3BOJHBIM XHHA30JHHA HITH
K JIIOOOMY M3 BCIIOMOTaTeJIbHBIX BEIIECTB.

* OprocratHyeckas THIOTEH3Us U CKIOHHOCTb K OPTOCTATHYECKMM HapyIUeHHsM (B TOM
YlCJie B aHAMHE3e); ‘

e Tsxenas nedyeHouHas HEIOCTATOYHOCTH (B CBSI3M C OTCYTCTBHEM OIBITA IIPUMEHEHUS Y
JTAHHOW KaTEeropuy MaIUueHTOR);

e VHbexuuu MOYEBBIBOASAIIMAX Iy TEH;

e AHypus;

e Ilporpeccupyromias noyeyHas HeOCTaTOYHOCTE

e ComnyTcTByromas o0CTPYKIHsI BEpXHUX MOYEBBIBOISIIMX ITyTEH;

e KamHHU B MOYEBOM ITy3BIpE;

e JlanMenTtam ¢ HeJep)KAaHHEM MOYU BCIICACTBHE II€PEIIOIHEHHS MOYEBOro my3bIps
(mapaiokcasibHas HITYpHs);

e AprepuanbHas  THINOTEH3Hs  (TOJIBKO  HpPH  NPUMEHEHHH [0  [OKA3aHHIO
«JloOpoKauecTBEHHAs TUIEPILIA3HUS IIPEACTATELHON KENIE3bI»);

e Ilepuox rpymHOro BCKapMIIMBaHUS (TOJNIBKO MPH TPUMEHEHHH IO noxazaﬁmo
«ApTepHalibHasi THIIEPTEH3HSA» );

e Pexkas HacneICTBEHHas HENMEPEHOCHMOCTH JIAKTO3bI, AE(HUIMUT JIAKTa3bl WM CHHIPOM
JIFOK030-TaJIaKTO3HOH ManbabcopOIum;

* Jlerckuii Bo3pact 110 18 ner (3dpexTHBHOCTS 1 GE30MaCHOCTh HE yCTAHOBIIEHS).

C 0CTOpPOKHOCTHIO

MuTpanbHbli WK a0pTaIbHBIA CTEHO3;

CepAcHIHass HEAOCTaTOYHOCTD C ITOBBIIICHHBIM CEPACYHBIM BI:IﬁpOCOM;

IPaBOIKEITY I0UKOBAs HEJOCTATOYHOCTh, 00yC/IOBIEHHAs YMOOINEH JIErOYHON apTepHu Wi

OKCCYNAaTHBHBIM  IIEPUKAPAUTOM; JICBOXKEIIYJOYKOBAsi HENOCTATOYHOCTH C HH3KHAM

JIaBJICHUEM HAIIOJIHEHHS;

HapyIIEHHE MO3rOBOTr0 KPOBOOOpaIeHuS;
Yy TIAlMEHTOB TIOJKKJIOTO BO3pacTa M3-3a ONACHOCTH Pa3BHTHS opTocraTqucKHx_jCHMHfQQE)B i
(06MOpOK, rOJIOBOKPYKEHHE); |
O/HOBPEMEHHOE NpPUMEHEHHEe ¢ HHrubOuTopamu ¢ochomuscrepaser 5-ro tuma (DID-5)
(PHCK BO3HMKHOBEHHS CHMITOMATHYECKO! apTEpPUATBHOM THIIOTEH3HH);

HapynieHue QyHKIUH [eYeHH;
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e  OepeMeHHOCTb;

® P NPOBEICHHUH ONEPAIMH 10 TOBOY KaTapaKThl.

Ilpumenenue Bo BpeMsi 6epeMeHHOCTH U B IEPHO/ I'PYAHOr0 BCKAPMJIHBAHHS

XoTs B 3KCIIEPUMEHTaX Ha )KMBOTHBIX IIperapaT He OKa3bIBaJl TePaTOreHHOrO IEUCTBHS, HO TIPH
IIPUMEHEHHH €0 B HUCKJIIOYHUTENIBHO BBICOKHMX J103aX HaOIIOJAIOCh CHIDKEHHUE BBHDKHBAEMOCTH
mo/1a. YKazaHHsle 10361 TpuMepHO B 300 pa3 mpeBOCXOHIH MaKCHMAIbHBIE PEKOMEH Ty€eMbIe
703bI JUIs YenoBeka. 3aQuKCHpOBaH Cllydall IPOHUKHOBEHHS JOKCA303HHA B JKEHCKOE IPYIHOE
Mosoko. HMccnenoBanus Ha  1a0OpaTOpHBIX  JKHBOTHBIX — I[IOKA3aJld, 4YTO noxcaﬁoénﬂ
HaKaIUIUBAETCS B MOJIOKE,

M3-3a OTCYTCTBHS aJ€KBATHBIX XOPOLIO KOHTPOJIMPYEMBIX HCCIIEIOBAHHUN y GEpEMEHHBIX HIIH
KOPMSIIIMX JKEHIIMH, Ge30macHOCTh NpHMeHeHHs mnpemapara Jlokcasosun-OIIO® Bo Bpems
OepeMEHHOCTH WM B MEPHOJ KOPMIICHHs IPYIbIO €lle He yCTaHOBJEHA, B CBS3M ¢ 3THM BO
BpeMs OepeMEHHOCTH WIIM B Nepuop Jakrauuu mpenapar Jlokcazosun-®IIO® moxer GBITH
MCIIOJIB30BaH TOJBKO TOTJa@, KOrJa 10 MHEHMIO Bpada, NOTCHIMAlbHAs I10Jb3a VIS MaTepH
TIPEBBIIAET MOTEHIMATBHBIH PUCK JUIS IJIO/A HITH peOeHKa.

Cnocob npuMeHeHHS ¥ 103b1

[penapar Jlokca3osun-®OIIO® npuHUMAIOT BHYTph, LETHKOM, HE pa3KeBBIBas, sanmBas
HEOOJIBIINM KOJIMIECTBOM XKUAKOCTH. [IperapaT MoxkeT Ha3HAYaThCs Kak yTPOM, TaK H BEYEpPOM.
Jlobpokauecmsennas eunepniasus npedcmamensvnoii scenesvt (JITIK).

Pexomenayemasi HadalbHas 103a IOKCa303MHA COCTaB/seT 1 Mr 1 pa3 B CyTKH ISl TOro, 4TOGBI
CBECTH K MHHMMYMY BO3MOJKHOCTb pa3BHUTHS OPTOCTATHYECKOM THIIOTEH3MH W/WIH
CHHKOIIAJILHOI'O COCTOSIHUS (0OMOpOKa).

B 3aBuCHMOCTH OT WHIMBHIyanbHBIX OCOOEHHOCTEH MOKasaTenell YpOIHHAMHUKH M HAIAYHS
cumnromoB JII'TDK 103y MoxHO yBemwuuTh 10 2 Mr, a 3aTeM 10 4 Mr 10 MaKchanbgoﬁ
peKOMeH/TyeMoi /10361 8 Mr. PexoMeH/tyeMblii HHTEepBaI I TOBBIIIEHHUS 03I COCTABISET 1-2

Hesienn. OGBIYHO peKOMeHAyeMast 103a paBHa 2—4 Mr 1 pa3 B CYTKH.

ApTepralibHas THIEPTeH3Hs (B COCTaBe KOMOMHHUPOBAHHOM Tepartuy).

Jlosuposka Bapeupyet ot 1 0 16 Mr/cyTku. Jleyenne pexoMeHayeTcs Ha9uHATE ¢ 1 Mr 1 pa3 B
CYTKH B T€YeHHE | WM 2 HEleNb VIS TOr0, YTOObI CBECTH K MHHAMYMY BO3MOJKHOCT pa3BHTHUS
OPTOCTATHYECKOH THUIOTCH3HH W/WIM CHHKONAIBHOrO COCTOSHHS (06Mopoka) ((heHoMeH
«mepBo# 1103b1»). [locne nmpueMa nepBoii 1036l NAIMEHTY HEOGXOAMMO MoHHTOpUpOBaHue AJl B
TeueHne 6-8 4acoB. DT0 TpeGyercss B CBSI3UM C BO3MOMKHOCTBHIO pasBuTHi (DeHOMEHa «IepBOi
J103b1», 0COOCHHO BBIPOKEHHOH Ha (POHE Ipe/IIECTBYIONMIEro IprHeMa JILY PETHKOB.

B Teyenue mocnenyromux 1 umm 2 Hemenb 103a MOXKeET GBITH yBeJIn4eHa 110 2 Mr 1 pa3 B CyTKH.

II.HH JOCTHIKCHHUSA IKEIAeMOI'0 CHHIKECHUS A,H, €CJIK HCO6XOIIHMO, CYTOYHYXO 103y CJIEOyeT
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YBEJIMYMBATh IIOCTENEHHO, coOMIOgas paBHOMEpHBIE HWHTEpBaIbl 10 4 Mr, 8 Mr u g0
MaKCHMaJIbHOM 103kl 16 MI' B 3aBUCHMOCTH OT BBIP&KEHHOCTH PEaKIMH MAIMEHTAa Ha MpHEM
npenapara. O6b4HO 1032 cocTaBisieT 2—4 Mr 1 pa3 B CyTKH.

Eciu k Tepanum no0aBisieTcs IUYypeTHK WM JPYroe T'MIIOTEH3UBHOE CPENCTBO, HEOOXOIUMO
KOPPEKTHPOBATH 103y JAOKCa303MHA B 3aBUCHMOCTH OT COCTOSIHMS ITAI[HEHTa ¢ JaJIbHEHIIUM ee
TUTPOBAHUEM I10]] KOHTPOJIEM Bpauya.

B cioyuae ecnm Tepamus 10Kca303WHOM ObLIa NpepBaHAa HAa HECKOJIBKO IHEH, BO30OHOBIATH
IIPMMEHEHHE IIpenapara clie[yeT ¢ Ha4aaIbHOM JO35I.

Ocoovie zpynnsl nayuenmos

Ilayuenmur nosxcunozo 6o3pacma

Koppexkiuu 103561 He TpebGyercs.

Ilayuenmul ¢ noyeyHo HeAOCMAMOYHOCMbIO

®apMaKOKHHETHKA JOKCa303MHA Yy MAHEHTOB C MOYE€YHON HEJOCTATOYHOCTHIO HE MEHSETCH, a
caM TIIpenapar He yXyIIaeT HMEIONIYIOCs MOYEYHYI AUCOYHKUIHUIO, IO3TOMY Y TaKHX
NAI[MEHTOB €r0 MPUMEHSIOT B OOBIYHEIX J103aX. '
Ilayuenmul ¢ nevenouHOU HEOOCMAMOYHOCMbIO

OmbIT NpUMEHEHHs J0KCA303WHA y NALUEHTOB C HapylIeHHeM (YHKIMH MeYeHH OTpaHHYEH.
Heobxommmo cobimonate 0CTOPOXKHOCTB, T. K. JOKCA303HH IOJHOCTBIO METAabONHM3HUPYETC B
nedeHu (cM. paszensl «C 0CTOPOXHOCTBION U « DapMaKOKHHETHKAY).

Jlemu

bezonacHocTs u 3 ekTHBHOCTS NpUMEHEHHs OKCa303UHa y JeTelt B Bo3pacTe 10 18 ner He
YCTaHOBJICHBL. J[aHHBIE OTCYTCTBYIOT.

ITo6o4HnbIe AeiicTBUSA

YacroTa HexenaTeIbHbIX peaxuuﬁ IIpEACTaBJICHA I10 CJIEaY FOLIEH Knaccmbnxauun:

Oudensb yacro: >10 %

YacTo: >1 % u<10%
Heuacro: >0,1 % u <1%
Penxo: >0,01% u <0,1%
Ouens peako: <0,01 %

JloOpokavecTBeHHas TUTICPILIA3Us IPEACTATEIbHOM JKeJIe3h]

[To 1aHHBIM KOHTPONMPYEMBIX KIMHHYECKHX HCCIEJIOBAHHH, Y IALHEHTOB C JATTDK
BCTPEYAIACH T€ JKe N0OOYHbIE PEaKIUH, YTO H Y NAIHEHTOB C apTepHATbHON THIIEPTEH3HEH.

HpH IIOCTMapKETUHIOBOM IIPUMEHEHUHU IIperapara COO6III3JIOCI> 0 CIIEAYIOIIHX HEXEJIAaTCJIbHBIX

peaKIusiX:

Hapywenus co cmoponvr kposu u numegpamuueckoii cucmemvl. o4eHb PenKo — JEeHKONEHHUs,
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TPOMOOIIUTOTIEHHUS.

Hapywenus co cmoponbt UMMYHHOU cucmeMmbl. OYE€HB PEAKO — aHaQHIAKTHYSCKHE PEaKIHH.
Hapywenus memabonusma u numanus. He4acTo — aHOPEKCHUSL.

Hapywenus co cmoponbl HepeHOU cucmemvl, 4YacTo — IIAPECTE3UH, BdSGymeHne,
OecroKoMCTBO, OECCOHHUIA; HEYACTO - THIIECTE3UH, TPEMOP, JETIPECCHSL.

Hapywenus co cmoponvl opeana 3peHus: 4acTo — HapyIIeHHe IIBETOBOTO BOCIIPHSTHS, HEYACTO
— CHHIPOM aTOHHYHOM paIyKKH.

Hapywenus co cmoponel opeana cnyxa u 1abupunma: He4acTo - IIyM B yIIax.

Hapywenus co cmoponvl cepoya u cocyoos: HEYaCTO — IPHIMBBDY KPOBH K KO%Ke JMLa,
BBIpA)KEHHOE CHIKeHHE AJl, mocTypaibHasi TUIIOTEH3HS.

Hapywenus co cmoponel OvixamenvHOU cucmembvl, 0peano8 2pyoOHOU KIemKu U CpedoCmeHUs.:
4acTO — OJBIIIKA, PHHHUT; HEYAacTO — Kallelb, HOCOBOC KPOBOTCYCHHE; OYCHb DPEAKO —
obocTpenue uMeronierocs OpoHxocnasma. |
Kenyoouno-xuweunvie napywenusn: dacto — GONb B JKHBOTE, aHapes, MUCIEICHS, CYXOCTh
CIIM3UCTON 000JIOYKH IOJIOCTH PTa; HEYACTO — METEOPH3M, 3aIop, PBOTA.

Hapywenus co cmoponvl nevenu u scenuedbl800auux nymeil. 09€Hb PEIKO — XOJIECTa3, TEMaTHT,
KENTyXa. |
Hapywenus co cmoponvl kodcu u NOOKOJICHbIX MKAHeU: HEYacTO — AJONEIHs, KOXKHBIA 3y,
KOXKHasl CBIIlb, IIypITypa; OYeHb PEIKO — KpalTuBHHUIIA.

Hapywenus co cmoponvl Mmvluleynol, cKelemHou u COeOUHUMENbHOU MKAHU: HEYacTo —

apTpajirus, 00J1b B CIIMHE, MBIIIICYHBIC CIIa3Mbl, MbIIIIEYHAs CJ'IaGOCTL, MHUaJIrus.

Hapywenuss co cmoponvl nouek u MOYeGblB00SWUX nymel: HEYacTo — ydYallleHHe
MOYCHCITYCKaHHsI, IOJMYPUsi, HENAEP)KaHHE MOYH; OYEHb PEIKO — [H3YpUs, TeMaTypus,
HHUKTY UL

Hapywenusi co cmoponbl penpoOyKMugHOl CucmeMvl U MONOYHBIX Jicele3. OYEHb PEKO —

TMHCKOMACTHs, MMIIOTCHIUA, [IPHAIIA3M, peTporpaaHas OSAKY AU,

Obwue napywienus u peakyuu 6 mecme 66e0eHus.; HEYACTO — GO PA3TMYHON JTOKATH3AIAH.
Jlabopamopnvie u uncmpymenmanvHvle OanHbie: HEYACTO — YBEIMYECHHE MAcCHl TENd; OYEHb
PEZIKO — MOBBIIICHHE AKTHBHOCTH «II€Y€HOYHBIX) TPAHCAMHHA3.

ApTrepHajbHas THIIEPTEH3US

B KOHTpOJIMpyeMBIX KIMHHYECKHX HCCIIEIOBAHHSX NI0KCA303MHA HAMGONEe YacTo BCTPEYATHCH
MOOOYHBIC PEaKIMH, KOTOPhIe MOXKHO OTHECTH K THITYy TOCTYDPATbHBIX (M3pEIKa CBS3AHHBIE C
00MOpOKOM) MM HecTienH(HIECKUX, KOTOPBIE BKIIOUAIIH;

Hapywenus co cmoponvi nepeHoii cucmemul: 04eHb 4acTO — TOJIOBOKPY’KEHHE, TOJIOBHAS 6OJIb;

9acTO0 — TIOCTYPaJIbHOC T'OJIOBOKPYKEHUE (nocne IIpuema, HCpBOﬁ J03bI MOXKET pPa3BUTHCA
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BBIp@XKEHHOE CHHKEeHHE AJl, KOTOpOe MOXKET IPUBECTH K OPTOCTAaTHYECKOMY TI'OJIOBOKPYIKEHHIO,
B TSDKEJIBIX CIIydasX, 0COOEHHO IpU OBICTPOM IEepexoe M3 MOJOXKEHHS «JIeXka» B MOJOKEHHE
«CTOSI» MJIA B IIOJIOXKEHHE «CHIA» — K 0OMOPOKY), COHJTUBOCTD.

Hapywenus co cmoponer opeana cnyxa u 1adupunma: 9acto - BEpPTHTO.

Hapywenus co cmoponelr OvixamenvHou cucmemvl, 0p2anoé epyoHOU KIemKu U cpedoCmeHus.:
4aCcTO — PUHHUT.

Kenyoouno-xuweunvle HapywieHus: 9acTo — TOUTHOTA.

Obwue Hapywenus u peakyuu 6 Mmecme 66e0eHUs: YaCTO — AaCTEHHS, OTEKH HIDKHHX
KOHEYHOCTEH, YTOMIIIEMOCTb, CIab0CTh.

Cnenyromme 1mo6o4yHble peakIHM OTMedYasjach B IIPOLECCE MApKETHHIOBOTO HPHMEHEHHS
JIOKCA303MHa y MALKEHTOB C apTePHAIbHOM I'HIepPTEeH3HeH, XOTS B LEOM TaKHe CHMIITOMEI —
MOTIM HAOMIONATbCA M TPU OTCYTCTBHM JICYCHHS 3THM IpernaparoM: 4acTo — TaXWKap/us,
OmIyIieHHe cepauebuenns, G6omb B TpyJHOHW KJIeTKe; HEY4acTo — CTEHOKapaus, HUH(pApKT
MHOKap/Ja ¥ apUTMHHU, 0Y€Hb PEIKO — OpaJuKap/us, HapyIIeHUs MO3rOBOTO KpOBOOOpAIEHHS.
Ilepeno3upoBka

Cumnmomvi

BripakenHoe cHkeHHe AJl, HHOTIA COMPOBOXKIAMOIIEECT 0OMOPOKAMH.

Jlevenue:

HeoGXomuMo HEMEUIGHHO YIIOXKUTh [AlMEHTa Ha CIHHY M NPHIONHSTH  HOTH, IIpA
HEOOXOIMMOCTH IIPOBECTH CHMITOMATHYECKYIO Tepanuio. CBI3bIBaHHE ﬂoxca303nﬂé ¢ benkamu
IUIa3Mbl KPOBH BBICOKOE, IIO3TOMY AHANIN3 He 3P dexTHBEH.

B3anmoeicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH CPEICTBAMH

CosmecTHOe npumenenue mnpenapata Jlokcasosun-®II0® ¢  wunrHGHTOpaMH OID-5 |y
HEKOTOPBIX NAIMEHTOB MOXET IPHBECTH K CHMITOMATHYECKOW THIIOTEH3HU (CM. pazzen
«OcoOble yKkazaHus»).

B mcernesoanmsix in vitro Gbu10 nokasaHo, 4TO JOKCA303HH SBIseTCs Cy6CTpaToM H30bepMenTa

CYP3A4. Cnenyer cob6moaarh 0CTOPOIKHOCTH [PH OTHOBPEMEHHOM TPHMEHEHHH noxca303m_1a
M MOIIHBIX HHIHOMTOPOB mM30(pepmenta CYP3A4, Takux Kak KIapUTPOMHIHH, tI/IHﬂI/IHaB‘I/‘Ip,
MTPAaKOHA30J1, KETOKOHA30JI, Heha30/I0H, HeIUHABHD, PUTOHABHP, CAKBUHABHD, TETHTPOMHIIUH
MJTH BOPHKOHA307 (cM. paszien « PapMaKoIOrHIecKue CBORCTBAY).

bonbmas (98 %) wacTh n0Kca303uHa B miasMe KpOBHM CBf3aHA C OeIKAMH. Pezynprare
MCCJIC/I0BAHMSA TUIAa3MBI KPOBH Y€JIOBEKA i Vifro CBHAETEIBCTBYIOT O TOM, YTO nokcazoanﬂ HE
BIIMSIET Ha CBA3bIBAHKE C OekaMu TUrOKCHHA, BaphapuHa, (EeHHTOMHA MM MHIOMETAlHHA. B
KJIMHAYECKOH mpakTrke npenapat Jlokcaszo3nn-OIIO® npumensics 6e3 kKakux-1u6o IIPU3HAKOB

B3aHMOJICHCTBUS C THA3HIHBIMH JHyPETUKaMH, (ypOCEMHIOM, Oera-anpeno6I0KaTopaMu,

C.8




JITT-Ne(000635)-(PT-RU)-240322

aHTHOMOTHKAMM, THIIOTTTHKEMHUYECKUMH CPEJICTBAMHU UL IIPHEMa BHYTpPb, YPUKO3YpPHUECKUMH
CPEACTBAaMH U aHTUKOATyJITHTAMH.

Hecrepounpie mpoTHBOBOCIANUTEBHBIE ITpenaparhl (0COOCHHO MHIOMETAIUH), SCTPOTEHBI
CHMIIaTOMHUMETHYECKHE CPEJICTBA MOTYT CHIKATh AHTHTHIIEPTEH3UBHOE NEHCTBHE JOKCA303HHA.
Jlokcasosun, ycrpaHss —anboa-aapeHocTEMyIHpyomme 3GdekTsl  snuHedpuHa, MomeT
IIPUBOJUTH K Pa3BUTHIO TAXUKAPAUU U apTEPUATBHOM MMIIOTEH3HH.

[Ipy OIHOBpeMEHHOM IIpHeMe C CHIJCHAQUIOM JUIS JIEYEHUs JIETOYHOW THIEPTEH3UM
MIOBBIIIAETCS PUCK OPTOCTATHYECKOH THITOTEH3HH.

[Ipu opHOKpaTHOM NIpHMeHenny npenapara Jlokcazo3un-OII0O® no 1 Mr B cyTku BFLTC‘IGHKC 4-x
JHeW npu oaHoBpeMeHHOM mpreme 400 Mr numeTHanHA 2 pasa B CyTKH, HaGmomamock 10 %
noBbleHHe cpeHuX 3Ha4eHHH AUC M CTaTHCTHYECKH HE3HAYMMOE YBEIMYEHHE CPEIHETO
ypoBHS Cmax (MaKCHMMalIbHOH KOHLEHTPAIMH B IUIa3Me KPOBH) M CPEJHEr0 MEpHOIa
NOoTyBbIBeICHUS JoKca3o3uHa. Ilomo6rHoe 10 % mnoBenmenwe cpemnnux 3Hadenuii AUC
JI0KCa303uHa Ha (OHE IMpHeMa LUMETHIWHA HaXOIHUTCA B PaMKax KojeOaHHi Bapﬁa6enLHocm
(27 %) cpennnx 3navennit AUC i [oKca303uHa B CPaBHEHHH ¢ I1ane6o.

[Ipy OIHOBPEMEHHOM NPMMEHEHHH C APYTHMMH TUIOTEH3MBHBIMH CPEJCTBAMH YCHJIHBAET
BBIP2XKEHHOCTD UX JIE€HCTBHS (HEOOX0AMMAa KOPPEKIHS O3BI). _
He pexomeHiyercs NpPHHAMATH ONHOBPEMEHHO C JPYTHMH  GJIOKATOPAaMH aﬁsibé-
aJIpEHOPEIENITOPOB.

[Ipy 0fHOBpPEMEHHOM NPHMEHEHHH C MHIYKTOPAMH MHKDPOCOMAIBHOTO OKHCICHHS B IICYEHH
BO3MOJKHO IOBBINIEHHE ) (HEKTHBHOCTH JOKCA303UHA, & C MHTHOUTOPaMHU — CHIDKCHHE.

Oco0ble ykazanus

ITocmypanvnas ezunomensus/obmopox

Kax 1 npu nedennn moGbiMu anbga-anpeHo610kaTopaMu, B 0COGEHHOCTH B Hauasle TEPAIHH, y
HE3HAYUTEJILHOTO  TPOLEHTAa IMAalMEHTOB  HabmoJanack  IOCTypajibHas THIIOTEH3HS,

TIIPOSBILSBIIASCS TOTOBOKPYKEHHEM H C1a00CTBIO HIIH XKe ToTepelt co3HaHus (0OMOPOKOM) (CM.

pazgen «Crnoco® mnpuMeHeHHs W J03bI»). Ilepe HayaloM HasHAYEHHs JEOOOTO anbda-
aJIpeHO0IIOKATOpa, MAlHeHTa HEOOXOMUMO IpeyNpe/UTh, KaKuM 00pa3oM Ciedyer u3Gerats
CUMIITOMOB Pa3BUTHUS IMOCTYPaJIbHOW THIOTEH3HH, B YaCTHOCTH HEOOXOIMMO BO3/IEPIKUBATECS
OT OBICTPBIX NEPEMEH TOJIOXKEHHs Tella. B Hauale JTedeHHs IperapaTom Hoxcazbznn-dsﬂkj@
TAIIMECHTY CJIeJTyeT JIaTh PEKOMEHAIUH O HEOOXOIUMOCTH COOJTIONATh ocropomnoérs B cﬁyqae
TOSIBJICHHSI CIIA00CTH HITH TOJIOBOKPYKEHHSI.

IIpenapar Jlokca3o3un-®IIO® cienyer npuMeHSTS ¢ OCTOPOIKHOCTBIO Y IOXKHJIBIX IAI[HEHTOB B
CBA3H C BO3MOXKHOCTBIO Pa3sBUTHS OPTOCTaTHYECKOH runoteH3nu. C BO3pacToM yBénnanaeiéa

PHUCK BOBHUKHOBEHUS TF'OJIOBOKPYKCHU S, HAPYILICHUS 3pE€HUSA U 06Mop01<a.
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[Tarmenta HEoOX0AMMO MPOUH(GOPMUPOBATH 00 YBETMYCHHH PHCKA Pa3BUTHSA OPTOCTATHYECKOU
THIIOTEH3MH TIPH YIOTPeOICHUU aJIKOTOJIsl, JTTUTEIFHOM CTOSHHUHU WJIH BBIIOJHEHUHN (QU3NIECKUX
YIpaKHEHHH, a TaKXKe IIPH JKapKoil moroze. ‘ |
Hobpoxayecmeennas eunepniasus npeocmamenvbHoU JHecenesvl
Y maumuenroB ¢ JII'TDK npemapar MOXHO Ha3HauaTh Kak IpH HAJIAYAHM apTepHAIbHON
TUNIEPTEH3MH, TaK U MpH HopManbHOM AJl. IIpu npumenennu npenapata y namuertoB ¢ AT TDK
C HOpMalbHBIM AJ] HM3MEHEHHE IIOCICJHEro HEeCYIeCTBEHHO. [IpM 3TOM y IalMeHTOB ¢
coYeTaHHeM apTepuanbHOi runeprensud u [ TDK BO3MOXHO NpuMeHEHHE B MOHOTEPAIHH.
[lepen HayanoMm Tepanmuu TUIEPIUIA3HH MPEACTATEILHON JKele3bl HEOOXOMMMO HCKIIOYUTH €€
PaKoBOE IEPEPOKICHHE.
Jlokca303¥H HE BIMSAET Ha KOHIEHTPALMIO IIPOCTATCIIENU()HUIECKOr0 aHTUTEHA (HCA) B IIa3Me
‘ KPOBH. ’ i
Humpaonepayuonnbviii cCUHOpOM amMOHUYHOU PAOYIHCKU
MuTpaonepalmoHHbIil CHHAPOM aTOHHYHOW paxyXKH (BapHaHT CHHIPOMA «y3KOTO 3paukay)
HaOJIIOIQICsl Y HEKOTOPHIX IAlMEHTOB IIPH IHPOBENCHHH OIEpAllMd [0 MOBOIY KaTapaKThl,
KOTOpBIE IIOJIy4alOT MM MOJyYalH JICYCHHE anLQ)al-a,upeHo6n0KaTopaMH.: Tax ' Kkak
MHTPAONCPALMOHHBIA CHHIPOM aTOHHYHOH pagy’KKH MOXET [pPHBECTH K YYaIICHHIO
OCJIOJKHEHHMH BO BPeMsl XMPYPrUYECKHX BMEINATEIbCTB, HEOOXOIUMO MpeayNpeuTh XUPypra o
TOM, 4TO anb(al-aapeHoOGI0KaTOpsl MPHHMMAIOTCS HA JAHHBIA MOMEHT WM IIPHHMMAJIHACH
paHee 110 OTIepalltH. |
Coemecmnoe npumenenue ¢ unzubumopamu PJ3-5
Crenyer cobmonath OCTOPOXHOCTb IIPH COBMECTHOM NpHMEHEHHH Npemaparta J{oKca303HH-
. ®IIO® ¢ uurubuTopamu ®J13-5, MOCKONBKY y HEKOTOPBIX MAIHEHTOB 3TO MOXET. IPUBECTH K
CHMIITOMAaTHYECKOH IMITOTEH3HH.
Hapywenue ¢pynkyuu nevenu

Heobxonumo cobmogathk OCTOPOXKHOCTS NpU Ha3HAa4eHHMH mpenaparta J[okca3o3ua-OIIO®,

pPaBHO  KaK M  JPYTHX  JIEKAPCTBEHHBIX  CPEJACTB,  IIOJHOCTHIO T0/IBEPraIOIIHXCsI
Guotpancdopmanuu B IeYCHH, NAUMEHTAM C HapyIICHHEM GyHKUIHE TIEYEHH (CM. pasztén
«®apMaKOKMHETHKAY), H30eras Ha3HAYeHHs MAKCUMAJTbHBIX JI03. | |
IIpuanuzm

Bo Bpems IOCTperncTpaIiiOHHBIX HCCIEN0BAHMH COOOMIANOCE O CIIy4asxX pa3BUTHUS JUTUTEIBEHOM
SpeKUMM M 1npHanmudMa Ha (oHe Tepanum anbdal-aapeHopenenTopaMu, B 5TOM qUCIIe
JI0KCa303MHOM. B cirydae coxpaneHus spekiun B TedeHue Gosee 4 9acoB clIemyer ﬁeMe}lneHHO

O6paTI/ITI:Cﬂ 3a MEIHUIMHCKON NOMONIBI. Ecim TCpalrus IMpuanu3Ma He ObLTa IIpOBEACHA
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HEMEJITIEHHO, 3TO MOXET IPHUBECTH K IIOBPEX/ICHUIO TKAHEH IOJIOBOTO 4WieHa W HeoOpaTHMOi
yTpaTe MOTeHIIHH.

Bcnomozamenvhvie 6ewyecmsa

Ipenapar Jlokca3o3un-@IIO® comepkuT 1aKTo3sl MoHOTHApar. IlamueHTaM ¢ pemKo
BCTPEYAIOIMMHUCS ~ HACJIC/CTBEHHBIMH  3a00JICBAaHUAMH, TAaKHMH KaK HEIEPEHOCHMOCTH
FaJIaKTO3bl, HENIEPEHOCHMOCTB JIAKTO3bI BCIEACTBHE Je)HIUTA JIaKTa3bl WM CHHAPOM TIIFOK030-
rajJakToO3HOH ManbabcopOuuM, He CledyeT NPUHAMATh [AHHBIA JIEKApCTBEHHBIM IIpenapar.
JlanHbli npenapat conepkut MeHee 1 MMoub (23 Mr) HAaTpHs Ha OfHY TabNeTKy, TO €cTb, IO
CYTH, HE COJIEP)KUT HATPHUSI.

Biusinne Ha cnocoGHOCTL yNpaB/IsiTh TPAHCIIOPTHLIMH CPEACTBAMH, MeXaHH3MAMH

B mepuon seyenns HeoGX0MUMO COOIONATh OCTOPOXKHOCTD IPH YIIPABIEHHH TPAHCIIOPTHHIMH
CpPeACTBAaMHM ¥ 3aHATHH JPYyTMMH IOTEHIMATbHO ONACHBIMM BHIAMH  JESTEIbHOCTH,
TpeOYIOIMMY TIOBBIIEHHOH KOHIEHTPAIlMH BHHUMAHHS M GBICTPOTHI CHMXOMOTOPHBIX PEaKIHii
(pHCK pa3BUTHS TOJIOBOKPY KEHHS, CI1a00CTH).

®opma BbIyCcKa

Tabnerku, 1 mr, 2 mr, 4 mr.

[Io 7 nim 10 Tab1eTOK B KOHTYPHYIO AYEHKOBYIO yIAKOBKY M3 IUICHKH IOJIMBUHUIIXJIOPUAHON U
(hosbry amOMHUHUEBOH I€YAaTHOMN JTAKHPOBAHHOM.

o 1,2, 3, 4 un 5 KOHTYPHBIX SYEHKOBBIX yIIAKOBOK BMECTE C HHCTPYKIIHEH IO IIPUMEHEHUIO
MIOMEMIAIOT B [IaYKy U3 KapTOHA.

YcnoBusi xpaneHus

[Tpu Temniepatype He Beime 25 °C.

XpaHUTb B HEJOCTYITHOM JUIS JIETEH MecTe.

Cpok rognocru

3 roga.

He IIPUMCHSATH 110 UCTCYCHUH CPOKA I'OJHOCTH.

YciaoBus ormycka
Otmyckaror 1o perenry.

IIponsBoauTe b/ Opranu3anms, NPHHAMAOIAN NpPEeTEeH3NH NoTpeduTe e
AO «AJIMYMp, Poccus.

Mockosckas 0611, r.0. CepryxoB, pr. O60eHCK, tep. KBapran A, 1. 2.

Buinyckalowuii konmpons kavecmea
Mockosekas 0611., r.0. CepryxoB, pi. O6oeHcK, tep. KBapran A, 1. 2, cp. 1.

Tenedon: +7 (495) 646-28-68 .

e-mail: info@binnopharmgroup.ru ——
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