COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 16.03.2022 N2 5675

S ot

WHCTE yKHH}In OCNEOOBATENEHOCTE 0002)

10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

Jokcazo3un-®IO®

PerucrpanuoHHbIi HOMeP:
Toprosoe Haumenopanue: Jlokcazo3un-OIIO®
MexayHapoaHOe HEMATEeHTOBAHHOE WJIM IPYNIIHPOBOYHOE HAUMEHOBAHME | JJOKCA3031H.

JlekapcTBeHHas popMa: TaOJICTKH.

Cocras

1 maénemka cooeporicum:

Heticmeyrowee gewgecmeo: nokcazosuna mesmnat 1,22 mr / 2,44 mr / 4,88 mr (B mepecuere Ha
nokcazo3uH 1 mr /2 mr/ 4 mr).

Bcnomoeamenvuvie geujecmsa: TaKTO3bIl MOHOTHIPAT, Kalbius ¢ocdar, noBugon K30, Harpus

naypnncynb(baT, Kajlbiys CT€apar, TaJlbK, KPOCKApMEIIJI03a HATPHUA.

Onucanue

Kpyriibie TBOSKOBBITYKIIbIE TaOJIETKH OSIIOT0 MITH MOYTH OEJI0TO 1BETA.

dapmakoTepaneBTHYECKAs TPYNNA. AHTUTUIIEPTEH3UBHBIE CPEACTBA; aHTUAPEHEPTUUYECKUE
cpenctBa nepudepuueckoro neucTBus; anbdal-aapeHobI0KaTOPHI.

Koa ATX: C02CA04.

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Ha3snauenue nokca3o3uHa manuMeHTaM C CHMIITOMamMH J1OOpOKAaueCTBEHHOH THUIlEepIUIa3uu
npezncratensHoi kene3pl (AT'TDK) mpuBOAMT K 3HAaYMTENBbHOMY YIYYIIEHHIO MOKa3arenei
YPOJIMHAMHUKH M YMEHBIICHHIO MPOSBICHUNH CUMITOMOB 3a00J1€BaHuUs. DTO JieicTBUE IpenapaTa
CBSI3BIBAIOT C CEJIEKTUBHOI Os10Ka0i anbdal-agpeHopenenTopoB, pacloioKeHHbIX B CTPOME U
KaricyJie IpeacTaTeNbHOM JKene3bl, elKe MOYEeBOro My3bIpsl.

Jloka3aHo, 4YTO JOKCa303uH sBiseTcs A¢PQeKTUBHBIM Onokaropom mnoartuna 1A anbdal-
a/IpEHOPELIENTOPOB, KOTOPbIE COCTABIAIOT Mpubau3uTensHo 70 % OT Bcex MOJATHIOB, aibgal-
aJPEHOPEIENTOPOB, HAXOJAIIUXCS B TPEACTATEIHOW XKene3e. DTUM U OOBACHSIETCS €ro

nericreue y nanueHTon ¢ AT TDK.
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[onnepxuparommii >3GPEKT JTEeUEHUs ITOKCAZO3MHOM (O dEBEB L ROGY IZEOE&?QI;QI: :'an/I

JUINTEILHOM IIPUMEHEHNH IIpernapata (Hamnp. 10 48 MecsILeB).

Apmepuanvras cunepmen3us

[TpuMeHeHne nOKCA303UHA Y TALUEHTOB C apTEPHAIbHON THIIEPTEH3UEH TPUBOAUT K 3HAUMMOMY
CHIDKEHHIO  apTepuainpHoro gasineHuss (AJl) B pe3yiapTare yMEHbIIEHUs  OOIIEro
nepuepuyeckoro COoCyaucToro comportuieHus. [losBienue 3Toro 3QQexrta CBAZBIBAIOT C
CENIEKTUBHOW OJloKanoil anbdal-agpeHopenentopoB, pacrolioKEHHBIX B CeTH cocynoB. Ilpu
npueme mnpemnapara 1 pa3 B CyTKM KJIMHHUYECKM 3HAYMMbIM aHTUTUNEPTEH3UBHBIM 3¢ ¢exT
coxpansercs B TeueHue 24 4, AJl CHmWKaeTrcs IIOCTENEHHO; MaKCUMaJbHBIM 3(deKT
HaOmromaercst OOBIYHO uepe3 2—6 U Mocie MpHeMa Ipernapara BHYTPb. Y TalMEHTOB C
apTepualibHON TUrepTen3ueit A/l nmpu nedeHnn J0KCa303MHOM OBLIIO OJIMHAKOBEIM B TIOJIOKEHUU
«WIeKa» U «CTOSN.

OTMeueHO, YTO B OTIMYME OT HECEJNEKTUBHBIX allb(al-agpeHo0I0KaTOPOB MpHU JUIUTEIBHOM
JICYEHUHU JIOKCAa303MHOM TOJIEPAaHTHOCTh K IIpenapary He pas3BuBaiachk. [lpu mnposeneHun
NOJJIEP/KUBAIOLIEH Tepanuy IOBBIIIEHUE AKTUBHOCTH PEHMHA IUIa3Mbl KPOBH M TaXHUKapIus
BCTPEYAIOTCSI HEYACTO.

Jlokcazo3uH OKa3blBaeT OJaronpHUsATHOE BIMSHUE HA JUMUIHBIA NPOQMIb KPOBH, 3HAUUTEIHHO
NOBBILIAS. COOTHOILEHUE COAEPXKAHUS JIMIONPOTEUOB BBICOKOW IUIOTHOCTH K OO0IIEMy
XOJIECTEpUHY W 3HAYUTENIFHO CHWXKAs COAEp)KaHWE OOIMMX TPUTIHUIEPHIOB U OOMIero
xojecrepuHa. B CBs3u ¢ 3THUM OH HMeeT NpPEeUMYIIECTBO Mepe IUypeTMKaMu U Oera-
a/IpeHo0bI0KaTOpaMu, KOTOPhIE HE BIMSAIOT OJaronpuUaTHO Ha yKa3aHHbIE MapaMeTphbl. Y YUThIBas
YCTAaHOBJICHHYIO CBSI3b apTEpUaJbHOW TUNEPTEH3MM U JIMIUIAHOTO MpOoQuiIs KpOBU C
UIIeMUYECKOl OoJie3Hbl0 cepiaua, HopMmanuzauus AJ[ M KOHUEHTpaluu JIMOUIOB Ha (oHe
npremMa JJOKCa303MHa MPUBOJIAT K CHUKEHHIO PUCKA Pa3BUTHS UIIEMUYECKOM 00JIe3HH cepara.
HaGnronanoce, 4To JiedeHUE AOKCA303MHOM MPUBOAMIIO K perpeccuu runeprpoduu jeBoro
JKEIyJI0YKa, YTHETEHUIO arperauqud TpPOMOOLMTOB M YCUJIIEHMIO AaKTHMBHOCTHM TKaHEBOIO
aKTUBaTOpa IUIa3MHHOreHa. Kpome Toro, ycCTaHOBIEHO, YTO JIOKCa303WH IOBBIIIAET
qyBCTBUTEIBHOCTb K MHCYJIMHY y NAllUEHTOB C HAPYLIEHHOMN TOJIEPAHTHOCTBHIO K TIIFOKO3€E.
Jlokcazo3uH He 00s1aaeT MoOOUYHBIMU META00NNYECKUMHU (P PEeKTaMu U MOXKET IPUMEHSTHCS Y
NAlMEeHTOB C  OpOHXMaJbHOW  acTMOHM, caxapHbIM  JAua0eTOM,  JIEBOXKENYI04YKOBOMN
HEJOCTATOYHOCTHIO U MOJIarpOM.

HccnenoBanus in Vitro mokaszajil aHTHOKCUAAHTHBIE CBOMCTBA 6° M 7° - THUAPOKCUMETA00IUTOB
JIOKCa3031MHa B KOHIIEHTPALMKM 5 MUKPOMOJIb.

B KOHTpOIMpyeMbIX KIMHUYECKUX UCCIIEOBAHMSIX, IPOBEACHHBIX Y NAIIUEHTOB C apTepHaAIbHOMN

TUTIEPTEH3UEH, JICUCHHUE JOKCA303MHOM COIPOBOXK/IATIOCH YIIYUIICHUEM dPEKTHIHHOU (DYHKITHH.
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Kpome TOro, y malMEHTOB, MNOJNyYaBIIHX nokca3osHH - Brrobt- BosHH 'ﬂ'eTﬁa'tfyy'ﬂﬁéHm

OPEKTWJIBHOM ~ (YHKIMH  OTMEUAINUCh pEXe, HEXeIu y TMalUeHTOB, IOJTy4aBLIMX
AQHTUTUIIEPTEH3UBHBIE CPEJICTBA.

dapmaxkokunemuxa

Abcopbrus

[Tocne mpuema BHYTPh B TEpamneBTUYECKHX 033X OOKCA303UH XOPOIIO BCACHIBACTCS B
KeIyJOYHO-KUIIeYHOM TpakTe, abcopOius — 80—90 %; xoHUeHTpanus ero B KPOBU JOCTHTaeT
MaKCHMyMa IIPUMEpPHO 4epes3 2 4.

Pacopenenenue

Joxcazo3un npumepHo Ha 98 % cBs3bIBaeTCs ¢ O€IKaMU I1a3Mbl KPOBH.

Buorpancdopmarus

[lepBuyHbiMM  myTsIMM ~ MeTabosin3Ma JOKca3o3MHA  ABJISOTCS  O-IeMeTWIMpOBaHUE U
THJIPOKCUIIMPOBAHUE.

OJIUMUHAIMSA

BriBeienue w3 1mia3M KpoBH SIBISIETCS JBYX(a3HBIM C KOHEYHBIM IEPHOIOM IOJTYBBIBEACHUS
22 4, YTO TMO3BOJISIET Ha3HAYUTH Ipenapar 1 pa3 B cyTku. Jlokca303uH mojBepraercsi akTUBHOM
Ouorpanchopmanmu B medeHd. MccnmemoBanus in VItr0 mokaszaid, YTO OCHOBHOM IIyTh
SIIMMUHALIK JTIOKCa303uHa uaetr mnocpencrsom mzopepmenta CYP3A4; tem HEe MeHee, MyTd
sanmuMuHanuu nocpeactsom nzopepmentoB CYP2D6 nu CYP2CY takke ydacTByIOT B mporuecce,
0JIHaKoO B MeHblIlel creneHu. JIumpb Menee 5 % 1036l BEIBOJUTCSA B HEU3MEHHOM BHUJIE.

[IpuMmeHeHue vy 0COOBIX I'pyni JannucHTOB

[To maHHBIM (hapMaKOKMHETUYECKUX HCCIICIOBAHWHA Y TOXHIIBIX TAIlICHTOB W TAIIMCHTOB C
MOYEYHON HEIOCTATOYHOCTHIO (PapMaKOKMHETHKA TperapaTa CYIIECTBEHHO HE OTIMYAETCS OT
TaKOBOH y MalMEeHTOB, 00Jiee MOJIOIOTO BO3pAacTa C HOPMAIbHOM (PYHKIIMEW MOUeK.

HmeroTcst TUIIb OrpaHUYEeHHBIE JaHHbIE, MOJTYYeHHbIE Y MAIlMeHTOB ¢ HapYIICHHON (QyHKIMe
MIEYCHU, U O BIUSHUU MIPEIapaToOB, CIIOCOOHBIX U3MEHSTH MICUCHOUYHBIH METa0O0N3M (HAIIPUMED,
MUMETHINH). B KIMHWMYECKOM WCCIIEIOBAaHUM y 2 TAIMEHTOB C YMEPECHHBIM HapyIICHHEM
GYHKIIMM TI€YeHH OJHOKPAaTHOE MPHUMEHEHHE OKCa303MHa COMPOBOXKAAIOCH YBEIUYCHHEM
wiomaaM moja KpuBod «koHmeHtpanus-spems» (AUC) nHa 43 % U CHIDKEHHEM HCTHHHOTO
nepopaibHoro KiupeHca Ha 40 %. Heobxomumo coOmrogaTh OCTOPOKHOCTH TPU Ha3HAYEHUU
JIOKCa303WHA, PaBHO KaK M JIPYTUX JIEKAPCTBEHHBIX CPEICTB, MOJTHOCTHIO ITOABEPTAFOIIHXCS
Oonorpancopmalii B TIEUYEHHU, MAIMEHTaM C HapyIIEHUSAMHU (YHKIUU TeYeHH (CM. pas3aeln
0coOBIe yKa3aHHsI.)

Iloka3zaHus K NIPUMEHEHHIO

e JloOpoxauecTBeHHas runepIuiasus npeacrareabHoi xenessl (JI'TIDK) y B3pocnbix;
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ApTepuanbHasi THIEPTEH3US Y B3pOCIbIX (B cocTage QM%% Hiikott Iiléjplar'rpirﬂll 002

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

IIporuBonokazanus

e ['unepuyyBCTBUTEIBHOCTH K JOKCA303UHY WM K IPYIMM IPOU3BOJHBIM XHWHA30JIMHA WIH
K JIF0OOMY M3 BCIIOMOI'aTeIbHbIX BEIIECTB.

e (OprocraTuyeckasl TMIOTEH3Us U CKJIOHHOCTh K OPTOCTaTMYECKUM HAPYLIEHUSM (B TOM
YHUCJIe B aHAMHE3E);

e Tskenas neyeHoyHass HEAOCTATOYHOCTD (B CBA3M C OTCYTCTBMEM OIBITA IPUMEHEHUS Y
JTAHHOW KaTeropuH MalUeHTOB);

o UH}ekun MOYEBBIBOASIINX MyTEH;

e Amnypus;

e [lporpeccupyromas nouyeyHas HEIOCTaTOYHOCTb;

e ConyrcTBytomias oOCTPYKIUS BEPXHUX MOUYEBBIBOASIINX IyTeH;

e Kamuu B MO4YEBOM Iy3BIpE;

e [JlanueHTaM C HeJIEp)KaHUEM MOYM BCIIECJCTBUE IEPENOIHEHNUS MOYEBOIO IIy3bIps
(mapanokcanbpHas UILYpUs);

e AprepuanbHasg  TUNOTEH3Us  (TOJABKO  NpPU  NPUMEHEHMM IO  [OKa3aHHIO
«JloOpokadecTBEeHHAS THIIEPILIA3Us IPEICTATEIHLHOMN JKEIE3bI»);

e [lepuox rpyaHoro BcKapMiIMBaHUS (TOJBKO HPU TNPUMEHEHHUH 110 [OKa3aHMIO
«ApTepuanabHasi TUIIEPTEH3UN»);

e Penxas HacieICTBEHHAash HEMEPEHOCHMMOCTb JIAKTO3bI, NE(UIMT JIaKTa3bl MU CHHIPOM
IJIF0K030-TaJIakKTO3HON MaibabcopOumu;

e Jlerckuii Bo3pact 10 18 net (3pPpeKTUBHOCTH U OE30MACHOCTh HE YCTAHOBJICHBHI).

C 0CTOPOXKHOCTHIO

MurtpanbHblii WM AOPTaJIbHBINA CTEHO3;

cepieyHast HeZIOCTaTOUYHOCTh C MOBBIIIEHHBIM CEPJIEUYHBIM BBIOPOCOM;

MPaBOXKEITYI0YKOBasi HEIOCTATOYHOCTh, 00YCIOBICHHAsE YIMOOUEH JeTOYHON apTepuu HITH
OKCCYAATUBHBIM  TIEPUKAPIUTOM; JICBOXKEIYOUYKOBAs HEJAOCTATOYHOCTH C  HHU3KUM
JTaBJICHUEM HAIIOJHEHHUS;

HapyIlIeHHE MO3TOBOI'0 KPOBOOOPAIIEHUS;

y MalKMeHTOB MOXXUJIOT0 BO3pacTa U3-3a ONACHOCTU Pa3BUTHs OPTOCTATUUYECKUX CUMIITOMOB
(0OMOPOK, TOJIOBOKPYKEHHE);

OJTHOBPEMEHHOE IpHMeHeHue ¢ uHruouropamu dochomudcrepassl S-ro tuna (DJI3-5)
(pPUCK BOBHUKHOBEHHS CUMIITOMATUYECKOIN apTepHabHON THIIOTEH3UH);

HapyleHue QyHKIUY TeYeHH;
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(NMOCNEOOBATENEHOCTE 0002)

e  OCpEeMEHHOCTD;

®  [IpU NPOBEJIECHUHU ONEPALMH IO TOBOAY KATAPAKTBHI.
IIpumeHeHnne BO BpeMs 0epeMEHHOCTH U B IIEPHO/ IPYAHOI0 BCKAPMJ/IMBAHUA

XOTsl B 9KCIIEPUMEHTAX HA )KMBOTHBIX IpenapaT He OKa3bIBaJl TEPATOIE€HHOrO JAEHCTBUSA, HO MpU
NPUMEHEHUH €Tr0 B MCKIIOYHMTEIBHO BBICOKHX 033X HAOIIOIANOCh CHUKEHHE BBIKMBAEMOCTH
wioga. YkasaHusle 1036l puMepHo B 300 pa3 npeBOCXOJUIN MaKCUMaJbHbIE PEKOMEHIyEMbIE
J03BI [Tl YyeroBeka. 3aUKCHUpOBaH Cilydail MPOHUKHOBEHHUS JTOKCA303WHA B KEHCKOE IPYIHOE
Monioko. MHccnenoBanuss Ha 1a00paTOPHBIX JKMBOTHBIX MOKa3ajiW, 4YTO JIOKCAa303UH
HAKaIlJIMBAETCs B MOJIOKE.

N3-3a OTCYTCTBHS aIeKBaTHBIX XOPOIIO KOHTPOJIMPYEMBIX HCCIIEIOBAHUN y OCpEMEHHBIX WIIH
KOPMSAIIUX JKEHIIMH, O€30IacHOCTh IpuMeHeHus mnpenapara Jlokca3o3un-®IIO® Bo Bpems
OepeMEeHHOCTH WM B MEPUOJl KOPMIIEHUS TPYIbIO0 €llle He YCTaHOBIeHa. B cBs3U ¢ 3THM BO
BpeMsi OEPEMEHHOCTH WM B INepHoj JjakTauuu mpemapar J{oxca3o3un-OIIO® moxer ObITH
UCIIOJIb30BAaH TOJBKO TOIJA, KOrJa 10 MHEHMIO Bpaya, MMOTEHLMAJbHAs IOJb3a JJI1 MaTepu
MPEBBIIIAET MOTCHIIMATBHBINA PUCK AJIS TUIOAA UIIH peOeHKa.

Cnoco0 npuMeHeHHsI U 103bI

[penapar Jlokca3osun-OIIO® npuHMMAIOT BHYTpPb, LEIMKOM, HE pa3)KeBbIBas, 3aruBas
HEOOJIBIINM KOJIMYECTBOM KUIAKOCTH. [IpenapaT MoxeT Ha3HauyaThCsl KaK yTPOM, TaK U BEUEPOM.
Jlobpoxauecmeennas eunepniasus npeocmamenvrotl sceneszvl (I TDK).

Pexomenayemas HauanbHas 703a JOKCa303MHa cocTapisieT | Mr 1 pa3 B CyTKU JUIsl TOTO, YTOObI
CBECTU K MHUHUMYMY BO3MOXXHOCTb pa3BUTHUSI OPTOCTATHUECKON THUIOTEH3UM W/WIU
CHHKOITAJILHOTO COCTOSIHUS (0OMOpOKa).

B 3aBucMMOCTH OT MHIMBHIYaJbHBIX OCOOEHHOCTEH MoOKa3aTenel ypoJMHAMUKHA M HaJIWYMs
cumntoMoB JI'TDK no3y MOXHO yBENIWYUTH 1O 2 MT, @ 3aT€M 0 4 MI U 10 MaKCUMaJIbHON
pEeKOMEH TyeMoi 10361 8§ Mr. PekoMeH TyeMblii HHTepBaJl JIJIS MOBBIMICHUS JT03bI COCTaBIseT 1—2
Hezaenu. OObIYHO pekoMeHayeMas /103a paBHa 2—4 Mr 1 pa3 B CyTKH.

ApTtepuanbHasi THIEPTEH3Us (B COCTaBe KOMOMHUPOBAHHOW TEpAIuu).

Jo3upoBka Bapbupyet oT 1 10 16 mr/cytku. Jleduenue pekomenayercs HaumHath ¢ 1 Mr 1 pa3 B
CYTKHU B TedeHue | uim 2 Helenb Ui TOro, YTOObI CBECTU K MMHUMYMY BO3MOXHOCTb Pa3BUTHUS
OPTOCTATUYECKON THUIOTEH3MH W/WIW CHHKOMAJIBHOTO CcOCTOSHUA (oOMopoka) (dheHomeH
«mepBoi 103b1»). [lociie mprema mepBoit 10361 MAUEHTY HE0OX0UMMO MOHUTOpUpoBanue AJl B
TeueHue 6—8 yacoB. DTO TpedyeTcs B CBSA3U C BO3MOXKHOCTBIO Pa3BUTHS (PEHOMEHA «I1epBOU
J103bI», 0OCOOEHHO BBIpa)KEHHOHN Ha (hOHE MPEIIECTBYIOIETO IpUeMa TUyPETUKOB.

B Teuenne mocnenyronux 1 uiam 2 Hemenb 103a MOXET ObITh YBEIHYEHA 0 2 MT | pa3 B CyTKH.

Jns noctmkeHus sxemaemoro cHibkeHus AJl, ecaum HeoOXOOuMO, CYTOUHYIO 703y CIEdyeT
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

MaKCHUMaJbHON /1036l 16 MI' B 3aBHCHMOCTH OT BBIPQXEHHOCTH PEAKLUH TMallMeHTa Ha MpPUEM
npenapara. O0bIYHO f03a cocTaBisgeT 2—4 mr 1 pa3 B CyTKH.

Ecnu k Tepanuu 1o0aBisieTcss AMYPETUK WM APYroe TUIIOTEH3MBHOE CPEICTBO, HEOOXOAMMO
KOPPEKTUPOBATh JI03y JOKCA303WHA B 3aBUCUMOCTH OT COCTOSIHHS MAllME€HTa C JajbHEHIIUM ee
TUTPOBAHUEM IO KOHTPOJIEM Bpauya.

B cimyuae ecnu Tepamus JOKCa303MHOM ObLIa MpepBaHa HAa HECKOJIBKO JTHEH, BO30OHOBIATH
PUMEHEHUE Iperapara cielyeT ¢ Ha4ajabHOU O3Bl

Ocoobie cpynnot nayuenmaos

Tlayuenmsi nodxcunozo eospacma

Koppekuuu 10361 He TpedyeTcsl.

Tayuenmoi ¢ noueunoli HeOOCMamMoOyHOCMbIO

dapMaKOKMHETHKA JI0KCA303MHA Y MAIIMEHTOB C MOYEYHON HEAOCTATOYHOCTHIO HE MEHSETCs, a
caM Tpenapar He YyXyIIaeT HMEIOIIYIOCS IOYEeYHYI TUCPYHKIUIO, IMO3TOMY Yy TaKHX
NAIMEHTOB €r0 MPUMEHSIOT B OOBIYHBIX J]033X.

Tayuenmsi ¢ neweHoyHol HEOOCMAMOUYHOCTBIO

OnpIT nMpuMEHEHHs JOKCAa303MHA Yy MAIlMEHTOB C HapylieHHeM (YHKIMM TEYEeHU OTpaHHYEH.
Heo0xoauMo coOummoiaTh OCTOPOXKHOCTH, T. K. JOKCA303WH TMOJHOCTHIO META0OIM3UPYETCS B
neyeHu (cM. pasneinsl «C 0CTOPOKHOCTHION U «DapMaKOKHHETHKAY).

Iemu

bezonacHocTh 1 3¢ (eKTUBHOCTh MPUMEHEHMs JIOKCAa303MHA y JleTei B Bo3pacTe 10 18 ser He
yCTaHOBJIEHBI. /laHHBIE OTCYTCTBYIOT.

IloGounbie neicTBHUs

YacToTa HeXKenaTeIbHBIX peaKI_II/Iﬁ MnpeacTraBJiCHa 1o cnenyfomeﬁ KJIaCCI/I(I)I/IKaHI/II/II

Ouenb yacTo: >10 %

Yacro: >1 % u <10 %
Heuyacro: >0,1 % u <1%
Penxo: >0,01% u <0,1%
OdeHb pesKo: <0,01 %

JIO6DOK3‘I€CTBGHH3$I THIEPIIA3Hs IPEACTATSIHLHOM JKEII€3b]

[Io naHHBIM KOHTPOJIMPYEMBIX KIMHHUYECKMX HcciaenoBaHui, y mauueHtoB ¢ JAI'TDK
BCTPEYAJIHMCh TE XK€ MOOOYHbIE PEAKIIUU, YTO U Y MAlIMEHTOB C apTepHaIbHON TUIIEPTEH3UEH.
[Tpy mocTMapKETHHIOBOM MPUMEHEHHUHU Tpernapara cooOaloch O ClAeNYIOUMX HeKeTaTeIbHbIX
peakuusx:

Hapywenusa co cmoponvl Kposu u aumgamuueckoi cucmemsl: OY€Hb PEIKO — JEHKONECHMS,
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TPOMOOIMTOIIEHHS. (NMOCNEOOBATENEHOCTE 0002)

Hapywenus co cmoponbl umMmyHHOU cucmembl. OUEHb PEIKO — aHA(MIAKTHUECKUE PEaKIIUU.
Hapywenus memaboauzma u numanus. HE4aCTO — AaHOPEKCHUSL.

Hapywenusi co cmopoHbl HepeHou cucmemvl. 4YacTO — MapecTe3uH, BO30YyXkAeHHe,
0ecroKoNUCTBO, OECCOHHUIIA; HEYACTO - TUIIECTE3UHU, TPEMOD, ACTIPECCUS.

Hapywenus co cmoponsl opeana 3penus: 4acTO — HaApYIICHHUE LIBETOBOI'O BOCIPHUATHS, HEYACTO
— CUHJPOM aTOHUYHOU PasyKKH.

Hapywenus co cmoponvl opeana ciyxa u 1abupunma. HE4acTo - IIyM B ylIax.

Hapywenus co cmoponvl cepoya u cocyoog: HEYacTO — «IPWIMBBD KPOBU K KOXE JIMIIA,
BbIpaXEHHOE CHIDKeHHE A/Jl, mocTypaabHasi THIIOTEH3US.

Hapywenus co cmoponbl ObixamenbHou Cucmemyl, OpeaHo8 2pYOHOlU KIemKU U CPeOOCmeHUsL:
4acTO — OJBIIIKA, PUHWUT; HEYacTO — Kalllelb, HOCOBOE KPOBOTEUYECHHE; OUEHb PEIKO —
000CTpeHne UMEIOLIErocst OpoHxocnazMa.

Kenyoouno-kuweunvle napywenus: 4acro — OO0JIb B JKUBOTE, AMApes, JUCIIEHCHS, CyXOCTb
CJIN3UCTON OOOJIOYKH IOJIOCTU PTa; HEYACTO — METEOPU3M, 3aI10p, PBOTA.

Hapywenus co cmoponvl neuenu u dcenuesvbl8o0sauux nymeil: O4€Hb PEAKO — X0JIeCTas3, IeraThT,
KENTyXa.

Hapywenus co cmopoHvl KOJiCU U NOOKOJICHbIX MKAHEU: HEYacTO — aJIONELHs, KOXKHBIA 3y,
KOYKHas ChIIb, IIypIypa; OYEHb PEIKO — KpPAIIMBHUILIA.

Hapywenus co cmopoHvl mblueunou, cKelemHou U COeOUHUMeNbHOl MKAHU: He4acTo —

apTpaJruid, 00JIb B CITMHC, MBIIIICYHBIC CIIa3Mbl, MbIIIICYHAA CJ'Ia6OCTI>, MHUAJTH.

Hapywenusi co cmopoHbl no4ek u MOYEeEblo0AWUX nymel. HEYACTO — YydalleHue
MOUYEHCITyCKaHUsl, MOJINypHUs, HEIEp)KaHWe MOYHM; OYEeHb pPEeAKO — JU3YpUs, TIeMaTypus,
HUKTYpPUSL.

Hapywenus co cmoponsvt penpoOykmusHoUu cucmemsvl U MOJOUHBIX Jicesie3. OYeHb PENKOo —
TUHEKOMACTHS, UMIIOTCHITUS, TIPUATTU3M, PETPOTpaTHAs ISKYJIISAIHUS.

Obwue napyuweHus u peakyuu 8 Mecme 66e0eHUs: HEYaCTO — OOJU PA3TMIHON JTOKATH3AIUH.
Jlabopamopnvie u uncmpymeHmanvHvle OaHHble: HEYACTO — YBEIWYEHHE MacChl Tela; OYeHb
PENKO — MOBBIINIEHNE aKTUBHOCTH «TI€UEHOYHBIX)» TPAaHCAMHHA3.

AprepraibHas THIIEPTEH3UA

B KOHTpOIMpyeMbIX KIMHUYECKUX HCCICIOBAHUSAX JOKCA303MHA HanOOJee 4acTO BCTPEUAINCH
n00OYHBIE pEaKIMH, KOTOPbIE MOYKHO OTHECTH K THIY MOCTYpPaJbHBIX (M3peIKa CBS3aHHBIE C
00MOpPOKOM) UJTH HeCcTIeN(PUUECKUX, KOTOPbIE BKIHOYAIH:

Hapywenus cO cmoponsl HepeHOll cucmembl: 04EHb YacTO — FOJOBOKPYKEHUE, TOJIOBHAs O0JIb;

4acTO — TOCTYpaJIbHOE TOJOBOKPYXKEHHE (TI0ociie TpHeMa, MEePBOM J03bI MOXKET Pa3BUTHCA
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BbIpaXX€HHOE CHIKEeHUE AJl, KOTOpOe MOXKET MPUBECTH M%OEQHE%E%FSQ&BRM'&M&

B TSDKEIBIX CIIydasiX, OCOOCHHO IpU OBICTPOM TEPEXO0Jie U3 MOJIOKEHUS «JIeKa» B MOJOKCHHE
«CTOS» UJIH B MOJOXKEHUE «CUISH» — K 0OMOPOKY), COHIMBOCTb.

Hapywenus co cmoponvl opeana ciyxa u 1abupunma. 4acTo - BEpTUTO.

Hapywenus co cmoponbl OblxamenvHou CUCmembl, 0Op2aHo8 2pYOHOU KIemKU U CPeOOCmeHUs.:
4acTO — PUHMT.

Kenyoouno-kuweunvle napyuienus: 4acTo — TOUIHOTA.

Obwue mnapywienus u peaxyuu 6 mecme 66e0eHUs. 4YacTO — AaCTEHMs,, OTEKM HW)KHUX
KOHEYHOCTEH, yTOMIISIEMOCTbD, CJIa00CTb.

Crnenyromue mn0OOYHbIE peakIMM OTMEYalach B IPOLIECCE MAapKETHHTOBOIO ITPUMEHEHMS
JIOKCa303MHa y MAlMEHTOB C apTepUaIbHOM T'MIEPTEH3UEH, XOTA B LEJIOM TaKHE CHUMIITOMBI —
MOIJIM HaOJIOAAThCS M MPH OTCYTCTBMM JICUCHMsI 3THUM IpenapaToM: 4acTO — TaxUKapaus,
OIlyIIEHUE cepIeOneHns, O00db B TPYIHOW KIETKE, HEYACTO — CTCHOKapAus, HH(ApPKT
MHUOKapJia U1 apUTMHUH, OYE€Hb PEJIKO — OpajuKapusl, HapyILIEHHUs] MO3TOBOI'O KPOBOOOPAIIEHHUS.
Ilepeno3upoBka

Cumnmonmbi

Bripaxennoe camkenne AJl, nHOTIa COMPOBOXKAAIOIIEECS OOMOPOKAMHU.

Jleuenue:

Heo0xonuMo HEMENJIEHHO YIOXKWUTh MAalMeHTa Ha CHOUHY M [PUIOAHATH HOTH, IpU
HE00XO0IMMOCTH IIPOBECTH CUMITOMATHUYECKYIO Tepanuio. CBsA3bIBaHUE JOKCA3031MHA ¢ OelTKaMu
IJ1a3Mbl KPOBH BBICOKOE, [TO3TOMY AHaln3 HE 3 (HEKTUBEH.

B3aumopneiicTBHe ¢ APYTMMH JIeKAPCTBEHHBIMH CpeICTBaMU

CoBmecTHOe TIpuMeHenue mpenapara Jlokcazo3un-OIIO® ¢ unruburopamu @JD-5 vy
HEKOTOPBIX MAaIMEHTOB MOXKET MPHUBECTH K CHUMITOMATUYECKOM THUMOTEH3UM (CM. paszen
«Oco0bIe yKa3aHum).

B uccnenoBanmsx in vitro ObUIO MOKa3aHO, YTO JJOKCA303UH SIBIISIETCS CYOCTpaToM M30(epMeHTa
CYP3A4. Crnenyer co0moaTh OCTOPOKHOCTb IIPU OJJHOBPEMEHHOM IPUMEHEHUH JI0KCa303MHA
U MOIIHbIX HMHruouTropoB M3odepmenta CYP3A4, Takux Kak KIApUTPOMUIIUH, WHIAMHABUD,
UTPAaKOHAa30J, KETOKOHAa30J, He(a30A0H, HeI(pUHABUD, PUTOHABUP, CAKBUHABUP, TEIUTPOMULIUH
WK BOPUKOHA30JI (CM. pasen «DapMaKkoIIOTHUeCKHe CBOHCTBAY).

Bonbmas (98 %) wacTe J0Kca3o3uHa B IUIa3Me KPOBM CBs3aHa ¢ Oenkamu. PesynbraThl
UCCIIEeIOBAaHMS IJIa3Mbl KPOBH 4ellOBEKa IN VItr0 CBUAETENBCTBYIOT O TOM, YTO JIOKCA303HMH HE
BJIMSIET Ha CBSI3bIBAHUE C OENKaMM TUTOKCHHA, BapdapuHa, GEeHUTOMHA WM MHAOMeTaluHa. B
KJIMHUYECKON npakTuke npenapar Jlokcazosun-OIIO® npumensiics 6e3 Kakux-I1u00 IPU3HAKOB

B3aUMOJCUCTBUS C THA3UIHBIMHU ANYPCTUKAMU, (I)ypOCCMI/I,ZLOM, 6eTa-aﬂpeHO6HOKaTOpaMI/I,
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CEPTHOMY OTUETY

CPEICTBAMU M AaHTUKOATYJITHTAMH.
Hectepouanpie mpoTHBOBOCTIATUTEIbHBIE MpeNapaThl (0OCOOCHHO MHAOMETAIMH), SCTPOTEHbl
CUMIIATOMHUMETHUYECKHE CPEICTBA MOTYT CHI)KAaTh aHTUTHIIEPTEH3UBHOE JIEMCTBHE T0KCA303HHA.
Jokca3o3uH, ycTpaHsas anbga-aapeHocTuMynupyromue dPQexTsl snuHedprHa, MOXKET
MPUBOJUTH K PA3BUTHIO TAXUKAPIUH U apTEPHATLHON TUIIOTEH3HU.

[Ipy onHOBpEeMEHHOM TMpUEME C CHIACHA(QUIOM Ui JICUEHHs JIETOYHOM THIEPTCH3HU
MOBBILIAETCS PUCK OPTOCTATUUECKON TMIIOTEH3UU.

[Ipu ogHOKpaTHOM NpHMeHeHuH npenapara JJokcazo3un-®IIO® no 1 Mr B cyTku B TeueHue 4-x
JIHel npu onHoBpeMeHHOM npueme 400 mr numeruauHa 2 pasa B cyTku, HaOmonaizock 10 %
noBbieHne cpeaHux 3HaueHuil AUC M CTaTUCTHYECKH HE3HAYMMOE YBEJIWYCHUE CPEIHEro
ypoBHS Cmax (MakcHMandbHOW KOHIIGHTpAIlMM B TIUIa3Me€ KPOBH) M CpEIHEro Imepuoja
nonyBbIBeieHUsT Aokcazo3uHa. [logo6noe 10 % moBbimenue cpennux 3Hadennit AUC
JIOKCa3031Ha Ha (OHE IpueMa IMMMETHIWHA HaXOTUTCS B paMKax KoJjeOaHWi BapuabenbHOCTH
(27 %) cpenuux 3Hayenuit AUC 11 1oKca303uHa B CPAaBHEHHUH C I11a1e00.

[Ipy OAHOBPEMEHHOM NPUMEHEHUU C JPYTMMH THIOTEH3UBHBIMU CPEACTBAMU YCHIUBAET
BBIPQXEHHOCTh UX JeHCTBUS (HE00X0IuMa KOPPEKIUS A03bI).

He pekomenmyercs mpuHMMaTh OJHOBPEMEHHO C JpyruMu OJokartopamu — aibda-
aJIpEHOPELENTOPOB.

[Ipy 0qHOBpEMEHHOM MPUMEHEHUU C MHAYKTOPAMH MHKPOCOMAJIbHOTO OKHCJICHHS B TNEYEHU
BO3MO>KHO TOBBITIIEHHE YP(HEKTUBHOCTH JIOKCA303MHA, & C UHTHOUTOPAMU — CHUKECHHE.

Oco0ble ykazanust

IlocmypanvHnas cunomen3us/odmMopox

Kak u npu nedenuun moObiMu anbha-aapeHoOI0KkaTopamMu, B OCOOEHHOCTH B Haydaje Teparuu, y
HE3HAYUTENFHOTO  MPOIIEHTAa  TMAallMeHTOB  HaOmojanach  MOCTypalbHas  TUIOTEH3US,
MIPOSIBJISIBIIIASICSL TOJIOBOKPYXKEHUEM U CIIA00CThIO WIIM KE MOTepeil co3HaHus (0OMOpPOKOM) (CM.
pasmen «Crocob mpuMeHeHHss W J103bl»). llepen Havamom Ha3HayeHUs JI0O0ro anbda-
aapeHoOIo0KaTopa, MalKueHTa HeoOXoIuMO MpeayNpeanTh, KakuM 00pa3oM cienyeTr u3deraTh
CUMITOMOB Pa3BUTHsI MOCTYPaIbHOW TMIIOTEH3WHU, B YACTHOCTH HEOOXOIMMO BO3ICPKUBATHCS
OT OBICTPBIX TIEPEMEH MONIOKEHHs Tena. B Hauane nedenus npenaparom J{okcazo3un-OIIO®
NAIUEHTY cleAyeT J1aTh peKOMEHAAlMU 0 He0OX0IUMOCTH COOIIOAATh OCTOPOKHOCTh B CIydae
MOSIBJICHUS C1a00CTH UJTH TOJIOBOKPYKECHHUS.

I[Ipenapar Jlokca303un-OIIO® cienyer NPUMEHATH ¢ OCTOPOKHOCTBIO Y MOMKMIIBIX MALMEHTOB B
CBSI3U C BO3MOYKHOCTBIO Pa3BHTHsI OPTOCTATUYECKOH rumoTeH3nn. C BO3pacTOM yBEINIHBACTCS

PHUCK BO3HUKHOBEHUS TOJIOBOKPYKEHUS, HAPYLIEHUS 3peHUsI U 00MOpOKa.
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TUIIOTEH3HUHU MIPH YIIOTPEOICHUH aJIKOTOJIS, [UTUTEIIbHOM CTOSTHUU WM BBITTOJIHEHUH (PU3HUECKUX
YIPaXHEHUH, a TAaKXKe MPU KapKOH MOroJe.

Lobpoxauecmeennas cunepniasusi npeoCmamenbHOU JHcele3vl

VYV nanuentoB ¢ JAI'TDK mpemapar MoXHO Ha3HayaTh KakK IpU HAJIUMYUU apTEPUATIBHOU
TUIEpTEH3UH, Tak U pu HopMmainbHOM A/Jl. IIpu npumenenun npenapara y nanuentos ¢ JAI'TDK
¢ HOpMaibHbIM AJ] HM3MEHEHME IOCIEIHEr0 HEeCyllecTBeHHO. [Ipu 3ToM y malnueHToB ¢
codyeTanueM aprepuaiibHoi runepreHsuu u JAI'TDK Bo3MokHO TpruMeHEeHHE B MOHOTEpAIIUH.
[lepen HauaaoM Tepanuy THIEPIUIa3UH MPEACTATEIbHON Kelle3bl HEOOXOAUMO HCKIIOUUTH €€
paKoBOE NIEPEPOKICHHUE.

Jlokca303uH He BIMSET Ha KOHIEHTpaIuio npocrarcrenupudeckoro anturena (IICA) B miazme
KpPOBHU.

Humpaonepayuonusiii cuHOpOM amMOHUYHOU PAOYIHCKU

HNHTpaonepallnOHHbIA CUHJIPOM aTOHMYHOM pamyX Kd (BapuaHT CHUHIPOMAa «y3KOIO 3pauka)
HAOJIOJIAJICSl Y HEKOTOPHIX NAIMEHTOB IPU IPOBEACHUM ONEpaluu IO IOBOJY KaTapaKThl,
KOTOpBIE TONY4YalOT WJIM Toidydanu JedeHue anbdal-anpenobnokaropamu. Tak kak
WHTPAONEPALMOHHBI CUHAPOM AaTOHUYHOM pagy’KKM MOXET MPHUBECTH K YYallleHHUIO
OCJIO’)KHEHUH BO BpeMsi XMPYpPrHUECKUX BMEIIATEIbCTB, HEOOXOAUMO MPEAYIPEIUTh XUPYpra o
TOM, 4TO anb(dal-agpeHoOIOKaTOPsl NMPUHUMAIOTCS HA JAHHBIA MOMEHT WM TPUHUMAJIKCH
paHee 10 OnepaLyH.

Coemecmmoe npumenenue ¢ uneubumopamu @J/[3-5

Cnenyer cobito/laTh OCTOPOKHOCTh NPU COBMECTHOM INpPUMEHEHUH Mpenaparta Jlokca3o3uH-
®ITIO® ¢ uarubuTopamu ®JII-5, MOCKOILKY Y HEKOTOPBIX IAIIMEHTOB 3TO MOXKET NPUBECTH K
CUMITOMAaTUYECKON IMIIOTEH3UU.

Hapywenue ¢ynkyuu neuenu

HeoGxomumo coOmogaTh OCTOPOKHOCTH IIPU Ha3HadeHuu mpemnapara Jlokca3osun-OIIO®,
paBHO Kak M JPYTUX  JIEKAPCTBEHHBIX  CPEICTB, IOJHOCTHIO  MOJBEPraroluxcs
OuoTpaHcGopMalMU B MEYEHH, MAIMEHTaM C HapylleHHeM (QYHKUUU Te4eHU (CM. pas3zaen
«PapMaKOKUHETHKa»), N30eras Ha3HaYeHUs MaKCUMAaJIbHBIX J103.

Ipuanusm

Bo Bpems mocTperucTpaioHHbIX HCCIeI0BaHUN COO0IIAIOCh O CAy4asX pa3BUTHS JINTEIbHON
SpeKUMH M TMpHanu3Ma Ha ¢oHe Tepanuu anbdal-anpeHopenentopamMyd, B TOM UHUCIE
JTIOKCa303MHOM. B ciydae coxpaHeHus: speKkiuu B TedeHue Ooiee 4 4acoB ClieAyeT HEMEJICHHO

o0paTuThCcsl 3a METUIIMHCKOM moMmoibio. Ecnu Tepanus npuanuzmMa He OblUla IMpOBelEHa
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HEMEIJIEHHO, 3TO MOXXET MPUBECTU K MOBPEKACHUIO TRt HoHoRoro EM'%::II&(%%MOIZ

yTpaTe NOTEHIUH.
Bcnomozamenvhvie gewjecmea

[Ipenapar Jlokcazosun-®IIO® comepKUT 1akTO3bl MOHOTHMApaT. IlalmMeHTaM ¢ PEemKo
BCTPEUAIOUIMMUCS  HACJIEICTBEHHBIMU 3a00JI€BaHUSIMH, TAaKUMH KaK HENEPEeHOCHUMOCTh
rajlakTo3bl, HEMEPEHOCHMOCTD JIAKTO3bI BCIIEACTBUE Ae(DUIIUTA JIAKTA3bl I CUHAPOM TIIIOK030-
rajJlakTo3HOM ManbabcopOuuu, HE ClieAyeT NPUHMMATh JaHHBIM JIEKAapCTBEHHBIH Npemnapart.
JlanHbIil ipenapar couepkuT MeHee 1 mmoib (23 Mr) HaTpusl Ha OJHY TaOJETKY, TO €CTh, IO
CyTH, HE COACPKUT HATPUSI.

Bunsinne Ha cIOCOOHOCTH YIIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHU3MaMHU

B nepuox nedeHuss HeOOXOIUMO COONIOIATH OCTOPOKHOCTH MPH YIPABICHUU TPAHCIOPTHBIMU
CpPEeICTBAMU M 3aHATUM JPYTUMH [OTCHIMAIBFHO OMACHBIMU BHJIAMU JI€ATEIHHOCTH,
TpeOYIOIMMH TOBBIIICHHONW KOHLIEHTPALUM BHUMAHHUS U OBICTPOTHI ICMXOMOTOPHBIX peaKIui
(puck pa3BUTUS TOJIOBOKPYXKEHHUS, C1a00CTH).

®opMa BbIIIYCKa

Tabnerku, 1 mr, 2 mr, 4 M.

[To 7 unmm 10 TabneToK B KOHTYPHYIO SYEHKOBYIO YIIaKOBKY U3 TUICHKH MOJUBUHUIXJIOPUIHON U
(GoJIbru aMIFOMUHNEBOM EYaTHON JTAKUPOBAHHOM.

ITo 1, 2, 3, 4 unu 5 KOHTYPHBIX SIUEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLHUEH MO MPUMEHEHUIO
MOMEIIAIOT B AUKy U3 KapTOHA.

YciaoBus XxpaHeHus

[Tpu Temneparype He Boiie 25 °C.

XpaHUTb B HEJOCTYITHOM ISl JIETe MecTe.

Cpoxk rognocTu

3 roa.

He npumeHAThH 10 HCT€YEHUH CPOKa FOJTHOCTH.

YcaoBust ornycka

OTnyckaroT Mo peLenty.

IIpousBoauTenn

AO «AJIMY My, Poccus.

MocxkoBckas 001., r.0. Cepmyxos, . O6osieHck, Tep. KBapran A, 1. 2.

Buinyckarowuii konmpons kauecmea

MockoBckas 00:1., T.0. CepriyxoB, . O6oneHck, Tep. Kapran A, 1. 2, ctp. 1.

Opranuzanus, NPUHAMAKOLIAA NIPETEH3UH OTpeduTeNeil

AO «AJIMY My, Poccus.
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Tenedon: +7 (495) 646-28-68
e-mail: info@binnopharmgroup.ru
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