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NHCTPYKLMNA

- [IOKCA303/1H-0M0®

[lokcasosnH

10 MEAVLMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO MPEMAPATA flokcasosun-®no®

PerucTpaLMOHHbIH HOMep: 1IN-Ne(000635)-(PT-RU)
ToproBoe HauMeHoBaHHe: JlokcasoauH-Oro®

MexayHapoaHoe HenaTeHToBaHHOe WAV rpYNNUpPOBOYHOE HaMMeHOBaHHe: [I0KCa3031H.

Hasi dhopma: 4 <

Cocras
1 ma6nemka codepxum:
i il weaunar 1,22 mr/ 2,44 wr /4,88 wr (8

flepecueTe Ha AOKCa30anH 1 Mr/ 2mr /4 ).

‘BeriomozameNbHble 8eL4ecM8a; NaKTo3s! MOHOTWAPAT, kanbUyst (Yocchar, NOBIACH K30, Harpwsi naypuricybthar, KanbLs CTEapar, Tarlbk, kpockapuenriosa

HaTpHs.
Onucatxne
Kpyrnble ABOAKOBbINYKTIbIE TABRETKA Genoro wnv noyTv Genoro Lseta.

DapMaKoTepaneBTHHECKas TPYNNa: BHTHTMMEPTEHaNBHbIE CPEACTB; aHTMATDEHEPIVYECKE CPE/ICTEA NEpHcepH4ECkoro A

Kop ATX: C02CA04.

al
anegal-app P

(bapmakonorueckue CBOACTBA MpoTuBonoKasaHus

®apmakoduHaMuKa + iNepuyBCTBUTENLHOCTb K AOKCA303HY WM K ApYTUM NPOUIBOAHLIM
Hasn [0KCa303uHa naLy c F0bp it N K NloGOMY 13 BCTIOMOraTerbHbIX BELLECTB.
TMnepnnasui NpeACTaTenbHO Kenebl (ArmK) np K HOMY + Op T W CKIIOHHOCTb K Op He
yyLLEHII0 MOKa3aTeneit YPoRMHamM K 1y HUIO it py (B TOM YicrIe B aHaMHE3E);

CUMNTOMOB 3a60nieBarits.. 3T e penapara i c i« TsXenas neyeHouHas HemoCTaTOUHOCTb (B CBSI3 C OTCYTCTBUEM OMbiTa
6riokaoit anbahal-aapeHopeLienTopoB, PACTIoNoXeHHbIX B CTPOME 1 Kancyne p Y AaHHOM p Il )

TIPEACTATENbHOI KeNeabl, LUEIKE MOHEBOrO My3bips. + ViHdheKuuv MOYEBIBOAALIUX NyTe;

JI0Ka3aHO, 4T0 FIOKCA303H ABNIAETCA SPDEKTUBHBIM 6nokaropomrogrunatA  * Aypusi;

anbhal-afipeHopeL|enTopoB, KOTopbIe COCTABAIT npubnuauTensHo 70 % ot
BCEX MIOATHINOB, anbtha’-aApeHopeLEnTOpOB, HAXOAAILMXCA B npefcTaTeNbHOM
Xeneae. STUM 1 OBBACHSETCS €0 fievicTaie y nauuenTos ¢ ATTDK.
TopaepxuBaIoLMiA 3GEKT neveHns M M 10

TporpeccHpyloL{as noyeuHas HefloCTaTOHHOCTL;
+ ConyTeraylolLias 0BCTpyKUWS BEPXHYX MOUEBb!
KaMHU B MOYEBOM My3bIpe;

nyTei;

[10Ka3aHb DK ATUTENEHOM NpUNEHEHMM Tpenapara (Hanp. A0 48 MecsLies).
ApmepuankHas sunepmeHsus

p C apTepHanbHOTi
NpUBOAUT K 3Ha4UMOMy oro

L

+ Tauy C HeJePXaHUEM MOYM BCTIEICTBME NIEpenoNHe s MOYeBoro
ny3bIps (NapapoKcanHas uypHs);
ApTepuansHas rMnoTeHaus (TObKO MpY NpUMEHEHUM 0 ToKasakuio
«[lobp oif )

St PeA
TlepHOf FPYRHOTO BCKAPMIMBAHYS: (TOMLKO NP MPUMEHEHIH 10 MokasakHuio
A \
AT

p
prep (AD)

B peayribTaTe yMeHbLIEHHS 0BLIero neputepr4eckoro Cocyl

conpoTueneHs. MosiBnenvie 3Toro ApheKTa CBA3bIBaIoT C CENeEKTUBHOM

610Ka0 anb(hal-aapeHopeLenTopoB, PACTONOXEHHbIX B CETH

cocyno8. Mpv npueme npenapara 1 pa B cyTku kI 3H

AHTUrMNEpTEH3NBHbI 3EKT COXPaHAETCA B TEUEHME 24y, Al cHrxaeTcs

110CTENEHHO; MaKCHManbHbIi eKT HabnionaeTes 00bIHHO Yepes

2-6 4 nocne npuema np BHYTPb. Y B Cap 0

runepTeHauei ALl NP NeYeHMH fi0KCa303MHOM b0 OAMHaKOBLIM B

TIONOXKEHHUY «TIEXan U «CTOSN.

OTMeueHo, 4TO B OTIMYME OT HecenekTUBHbiX anbgal-afpeHolrnokaTopos

e ad v

Peast p NaKTOo3bl, ASHMUMT NaKTasb!
VA CHHEOM 110KO30-TaNaKT03HOM MansabeopbLmi;

TleTckuit Bopact A0 18 ne (scheKTUBHOCTb 1 6e3onacHocTb He

YCTaHOBNEHbI).
C 0CTOPOXHOCTLH0
+ MUTpanbHbIit WM 0pTrbHbIA CTEHO3;
+ CepfieyHast He[loCTaTO4HOCTb C bIM CepeyHbIM BbIGPOCOM;
. y04KOBAS HEA , 0BycnonexHas amGonueit

FIErOYHOI APTEPYM U SKCCYIATUBHBIM NEPUKAPAMTOM;

npuar M neyeHM [y I CTb K penapary He IEBOXENYI04KOBaS HE[JOCTATOMHOCTb C HI3KIM [JaBNIEHIEM HAMOMHEHNS,
passBanach. [p1 NpOBE/IEHKM NOAAEPKBaIOLLEH TepanyV NOBLILLIEHH * Hapy 0Kp paLl

aKTMBHOCTH PEHUHA NNIa3MbI KOBY ¥ TaXVKAPAWS BCTPEYaIoTCA HeuacTo. « ynay pacTa u3-3a p

JIoKCa303¥H 0Ka3bIBaeT OnaronpusTHoe BMAHNE Ha TNMNVEHbIA NPOdnb P (oBMmopok, ro! ol );

KPOBY, 3Ha" billias COiepXaHya p * 0fjHoBp e NPUMEHEHHE C UHMBUTOpamit (hocdhoguacTepassl 5-ro
BbICOKOM MNOTHOCTY K 0BLL{EMY XONECTEpHHY 1 3HAUTENbHO CHIXAS Tuna (®13-5) (pUCK BO3HUKHOBEHUA 0if apTEpHAnLHOM
CopepXaHue oBLLyIX TPUTTIMLEPUAOB 1 OBLIIET0 XOnecTepHHa. B cBA3M C 3TUM  runoTeH3un);

OH VIMEeT NMpenmyL nepen auyp! v beta-ap ) * Hapy ChyHKUUY NEYeHi;

KOTOpbIE HE BIMSIOT GNIATONPUATHO Ha YKa3aHHbIe NapaMeTpbi. YyubiBas + GEpPEMEHHOCTb;

YCTaHOBAIEHHY!O CBA3b apTEP 0/ rAnep pod * npunp DaLv 110 N0BOAY KaTapaKTh.

KDOBH C ML 0/ 6 cepaua, Hop ALl koHueHTpauuv  MpumeHerue BO Bpems 6epeMEHHOCTY 1 B NIepHOA FPYAHOTO

NUNMA0B Ha (hoHe Npuema p K pucka BCKAapMNUBaHKA

PasBHTIS MILEMHYECKOH BOME3HH cepaua.

XoTA B 3KCTIEPUMEHTAX Ha XUBOTHBIX Mpenapar He OKa3biBar TepaToreHHoro

Habnionanoch, 4T0 neyeHue AOKCa303nHOM Nf Kperp
TMNepTPO JIEBOTO KeryA0uKa, YTHETERVIO arperaLh TPOMBOLVTOB 1
YCUNeHUio BKTUBHOCTY TKaHEBOrO aKTUBATOPa NNasMuHoreHa. Kpome Toro,

YCTAHOBNEHO, YTO /A 110BbILIAET 4y HOCTb K UHCYMHY Y
NAUYEHTOB C HapYLIEHHOM TONEPAHTHOCTBHO K FIIOKO3E.

il He obniagaeT nob v MeTab ahthexTamu 1 MOXET
TPUMEHSTLCA Y NaLMeHToB ¢ bp 4 acTMOlt DHbIM AuabeToM,

1IEBOXENY/I04KOBOM HEIOCTATOUHOCTLIO U MOFarpOi.
Vccne0BaHIs in Vitro MOKasarH AHTHOKCAAHTHIE CBOCTBA 6ur'-
TMapc B

p LeHT| KD
B KOHTDONMPYEMbIX KITMHIHECK/X UCCTIEA0BaHHSIX, NPOBEAICHHBIX y NBLMEHTOB
C apTepHarbHOM TMNEpTEH3NEH, NeyeHIe AOKCA303UHOM CONPOBOXANoc

neit HO NpU np €roB H HO BbICOKVX [1038X
Hab CHIKEHYE BBIKV nnoga. Y 0361 1P
8 300 paa NPEBOCXOANNY MAKCUMATIbHbIE PEKOMEHAYEMbIe 035! ANA
yenoBea. 3acvKcupoBaH Cyyali MPOHUKHOBEHIA [I0KCA303MHA B XKEHCKOE
TyAHOE MoK, ViceriefioBaH#A Ha naBOpaTOPHLIX KBOTHLIX MlOKA3AH, HTO
[I0KCa3031H HaKan MBaeTcs B MOTOKE.

113-3a 0TCYTCTBMS @AEKBATHBIX XOPOLLO KOHTPONIMpYEMbIX vccnefoBaHui y
6iBPEMEHHBIX N KOPMALLIMX KEHLIMH, 6e30MaCHOCTL MPUMEHEHIA npenapaTa
Jlokcazo3ur-0T0® B Bpems GepemerHOCTH Ui B NepYO/ KOPMMEHA
TPYAbIO Ellie He YCTaHoBNeHa. B CBA3H C 3TUM BO BpEMS 6epEMEHHOCTY Uk

B MEPYOA NaKTaLMM npenapar [lokcasoau-Or0® MoxeT 6biTb Herionb3osaH
TONbKO TOFAA, KOTAA 110 MHEHWIO Bpaya, NOTEHLanbHas nonb3a Ans Matepu

yyuLLIEHYIEM 3PEKTUTIbHOM yHKLUM. KpoMe Toro, y nay nony
[I0KCA303VH, BHOBb BOSHUKLLVE HApYLLEHNS 3PEKTUTLHOI (YHKLM OTMEUaNUCH

pexe, Hexenm y nauy , nony aHTUTMnep p
bapmaKoKuHemuka
TMocne npuema BHyTpb B Tep fo03ax XOpowI0

BCACHIBAETCA B KENYAOUHO-KULIEYHOM TPaKTE, abcopbiys —80-90 %;
KOHLIGHTPALYS €70 B KPOBY OCTUTAET MAKCHMyMa NPUMEDHO Hepes 24,
P

TI0KCA303H NPUMEPHO Ha 98 % CBA35IBAETCS C enkamyt nnasbl KpoBH.
Euotparcopmauua

TepsidHbIMU NyTSIMY MeTabonM3Ma
il p W rugp

BbIBEEHIE U3 N1Na3M KDOBU SBIAETCA ABYX(PasHbIM C KOHEUHbIM EPUOROM.

nony 224,410 Hi par 1 pa3 B CyTkN.
JloKCa303H MOABEPraeTes! aKTUBHOM 6MOTPaHCHOPMALMH B NEYEHH.

W invitro uto A Ny Tb ANMMUHALIMA

waet ¢ CYP3A4; TeM He MeHee,

NYTH SMUMUHALMA nocBeEcmoM H30¢T$epMeHTOB CYP2D6 1 CYP2C9 Takxe

YI0T B MPOL 0fHaKo B weii creneHn. fivwb mexiee 5 % A03bl
BbIBOAVTCS B HEU3MEHHOM BUTE.
[pumeHeHue y 0coBbIX rpynn NaUMeHTos

Tlo fiaHHbIM hapMaKOKUHETHYECKUX UCCNIER0BaHHIM Y MOXMMbIX NALUEHTOB
1 NaLLVEHTOB C NOYEYHOM HE (hapMaKoKMHeTUKa npenapata
He ot 0T TakoBOI y niaLyeHToB, Gonee Monoforo

pacTa C Hop! 1 hyHKLMei NOYeK.

JULLb OFp ZAaHHbie, nony y nauy c
HapyLLeHHOV (hyHKUVIE/i neveHH, ¥ O BNMAHVN penaparTos, CNOCOBHbIX
W3MEHSITb NIEYEHOYHbII METaB0nUaM (HANPUMED, LMMETUAVH). B KIMHM4ECKOM
JICCTIE0BAHIH Y 2 NALMEHTOB C YMEPEHHbIM HapyLLEHIEM KLV NIeseH!

b

p TIOTEHLYATbHbI PUCK ANIA NNOAA vk peOeHKa.
Cnocob npMMeHeHNs 1 A03bi
Mpenapar [lokcaaosu-Oro® np BHYTPb, Li Hep 5
3anBas HeBOMbLLIMM KONMYECTBOM XMAKOCTH. [penapar MOXeT HasHauaTbCs
KaK yTpOM, Tak  BE4EPOM.
11!

[obp npedcmamensHot xeneas! (rTK).
PexoMeryeMasi HauarlbHas 7,03a 10KCa30auHa cocrasnsiet 1 ur 1 pas
B CYTK [1NA TOF0, YTOGbI CBECT K MAHUMYMY BO3MOXHOCTb pasBUTUA

p KOM T wiunu ro cocrosHvs (06MOpoKa).
B 33BUCHMOCTH OT MHOMBIYaNbHbIX OCOBEHHOCTEl MokasaTenei
YPOAVHAMMUKY ¥ HANU4WS CUMNTOMOB [LITTDK 03y MOXHO yBENUW4UTL A0
2 Mr, @ 3aTeM 10 4 Mr # 10 MaKCHMansHow PEKOMEH7YeMO# 0351 8 Mr.
PexoMeHayeMblii HHTEPBaN ANA NOBbILIEHYA A03bI COCTaBMACT 1-2 Hepenu.
OBbI4HO peKoMeHayeMas 03a pasHa 24 Mr 1 pa3 B CyTKM.
ApTepuansHas rnepTenaus (8 coctase KOMBMHUPOBAHHOH Tepanui).
[loaupoaka BapsHpyeT or 1 10 16 MricyTku. Jleuenvie peroMeHayeTca
HaumHaTb ¢ 1 Mr 1 pa3 B CyTkv B Teuenue 1un 2 Hepens AnA T0ro, 4To6b!
cBECTUK| yMy BO3MOXHOCT P 0pTo A TUNOTEH3UM
WA CHHKONANIBHOTO COCTORHiAS (06MOpOKa) ((heHOMeH «riepBoit 03bIY).
Tocnie pUeMa nepBot A03bl NalMeHTY HeoBXOMMMO MOHUTOPHPOBaHHE
AJl B Teuenvie 6-8 uaco. 310 TpebyeTCs B CBA3N C BOSMOKHOCTBIO
pa3ByTs (heHOMeHa «niepBOi F103b1, 0COGEHHO BbIPAXEHHOM Ha hoHe
NPeLECTBYIOLLEro Npvema AnypeTUKoB.
B TeyeHve nocrieayiowyx 1 unv 2 Hepenb 7103a MOXET 6bITb yBENMYEHa
102 mr 1 paa B CyTkN. [INs AOCTVXEHIS XENAEMOro CHIKEHNA Al ecrin
HEOGXOBVIMO, CYTOHHYI0 7103y CTIERYET YBENM4MBaTb NIOCTeNERHO, CoBnioAas
DABHOMEPHbIE UHTEPBANbI 0 4 MF, 8 Mr 1 10 MaKcuManbHo# 403bl 16 Mr8

CTH OT BbIP peakiv navy Ha npuem np

OBbl4HO 74033 cOCTaBASET 2-4 Mr 1 pas B CyTKN.

Ecni k Tepanyi g06aBNseTcs AUYPETUK Ui ApYroeT p
i}

Heo6X0RuMO KOPPEKTHP 03y A ot
2 4

OfjHOKpaTHOE P! i conpc y
AnoL4aAY NOf KpUBOV <koHLeHTpauys-Bpemsy (AUC) Ha 43 % W CHUXEHMEM
JICTUHHOTO TIEPOPanbHOIO KiivpeHca Ha 40 %. Heobxomumo cobniofatb

ocTop IpH Hagk A , PaBHO KaK M ApyTUX

[ "XEPCTECHHbIX CPEICTB, NOTHOCTEI NOABEPTEIOLAXCS GoTpaHCchopMaLu
B MeveHw, nay C HapyLIGHUAMH yHKLWK nedeHut (cM. paspen ocoBle

m—\(33HN,)

B )oka3aHHA K NPUMEHEHNIO

B . [1o6po runep npes oit xeneab! (AMTDK)y

————  s3pocmix;

I M ee THTP o Bpava.

B criyuae ecniv Tepanis i0KCa30anHoM Gbiria ripepaara Ha HECKOMeko [aHei,
B0306HOBNATH NPUMEHEHHE NIpenapaTa CrIeRYyeT ¢ HavanbHoM Aosbl.
0Ocobble 2pynnbI NayueHmoe

[MayueHmbI NoX020 803pacma

Koppexuyuy A03bi He TpeByeTcs.

[MayueHms ¢ noyeyHol HedocmamoyHoCMbI0

p y nay c i HeAC
He acaM Npenapar He yXyAWaeT MMEIoLLYI0CH N0HeuHYI0
MChYHKLMIO, TIOBTOMY Y TaKuX N1BLIHEHTOB €70 NPUMEHSIOT B 0BbI4HbIX 03X
ITe 1€ NeYeHoYHol HedocmarmoyHOCMbH0

+ ApTepuantHas rnepTeHausy B3pocribix Vi Tepaniv).



OnbIT NPUMEHEHMs! JOKCA303MHa Y NALYEHTOB C HapyLLIEHYEM QyHKLMA

HecTepouatbie NpOTUBOBOCTANKTENbHbIE NPenapaThi (0cobeHHo

nieyeni orpanuyeH. Heobxoaumo cobnioaarh 0CTOPOXHOCTS, T. K. AC TPOTEHbI U CHMATC DpencTBa MoryT
MONHOCTbI0 METab0NM3NPYETCA B NeYeHN (CM paspenbl «C OCTOPOXHOCTbIO» ~ CHIMKaETb ammnepreuausuoe Mo yeTpaHss
1 «DapMaKOKUHETHK). anbha-agpeHocTUMynMpyloLve SdeKTb! anuHedPUHa, MOXET NPUBOAVTL K
Hemu Da3BUTHIO TaXMKapAUV 1 apTEPHaNLHOM FUNOTEH3MM.
Be3onacHocTs v ateKTUBHOCTb NPUMEHEHNA 0KCa303UHa Y AeTeil B TIpK 0QHOBPEMEHHOM NPUEME C CHMACHAUTIOM AANIA NIEYEHNA NEro4Hoi
B03pacTe 0 18 et He ycTaHoBNeHb. [JaHHble OTCYTCTBYIOT. p TOBBILIAETCS PUCK O KoM
TMobouHble geicTenA Mpu o -OHO" noimre
Yacrora HbIX peaKLiyii npeq no crieayloLued CyTKNB TedeHme 4- xnneu np1 onnospeueunom npueme 400 mr LuMeTUIUHA
KnaceudukaLym: 2 pasa B cyTku, Habnioganoch 10 % NOBBILLEHUE CPEAHHX 3HaYEHHil
OyeHb vacTo: >10% AUCH DE/HEro ypoHs Cmax
Yacro: >1%u<i0% (MaKcUManbHOM KOHLEHTPaLWA B naswe S KPOBY) 1 CPe/Hero nepuoaa
Hevacto: 201 % n<t% ronyBbIBeAIEHA JOKCa303MHa. Mono6Hoe 10 % no.bileHMe CpeaHnX
Peaco: 20,01%1<01% 3xayeHmit AUC [lOKCa3031Ha Ha (OHe npiema UMETHIUHA HAXOBUTCA B
OueHs peaic: 001% pamkax H ”: (27 %) cpephux AUC ans
[lo6poKaeCTBeHHas rnepnnasys penCTATebHOlt Kerless! B CPABHEHN O
Tlo paHiam i Tpy 0AHOBpEMEHHOM npm:neunu CApyTMAA THTIOTEH3NBHbINM c;;i;;ilr)aaw
ppekuy

cArmK BCTpevanvch Te e MoBOYHbIE peaKLyu, 4To Y naquemoa C
apTepuanbHoi runepTeHaveit.
Tpu nocTMap )BOM NPUMEHEHUM
HeXenarenbHbIX peakUaX:
HapyuieHusi co GmopoH! kposu U nuMGbamu4ecKol CUCMEMBI: 04eHb PeaKO —
neuxoneum TPpOMBOLUTONEHUS.

co ] I: 04€Hb PeAKo —
aHaq:unamqecKue peakuum.
Hapywsuuﬂ Memabonu3Ma U NUMaHUS: He4acTo — aHOPEKCHS.
I co 1 HepeHoil i;'4acTO - NapecTes
aoaﬁquqeﬂne 6ecrokoicTBo, ; HeyacTo -1
[Aenpeceus.
HapyweHus co cmopoHbI 0pzaHa 3peHUA: YaCTo ~ HapylLeHYe LIBETOBOTO
BOCTIPUSATHR, HEYacT(
HapyuieHus co CMOpPOHbI opaana cnyxa unaﬁupunma HEYacTo - LWyM B ylwax.
HapyweHus co cmopoHbI cepdya U cocyds: HEHacTo ~ «MPUIBLI KPOBU K
KOKE TuLa, BbIPaXeHoe CHixerve Afl, nocTyp T

)Cb 0

pelidp

'1peu|op,

He pexomeunyem npUHUMaTD onuoapemenuo C ApyrvMy GriokaTopamu
anb(a-afpeHopeLenTopoB.

Tp¥t OBHOBPEMEHHOM NPUMEHEHKM C UHAYKTOPaMH MIKDOCOMATBHOTO
OKUCTIEHWS! B NIEYEHN BO3MOXHO MOBbILIEHHE 3(eKTUBHOCTH AOKCa303MHE, &
C MHTUGUTOPaMY — CHIKEHHE.

Ocobbie yKkasaHus

IMocmypansHas 2unomer3us/o6Mopok

Kak v npy nieverv niobbiMu anba-aap Katopamu, B

BHavane epanuu, y HOTO NIPOLIEHTA naLl) Habnionanacs
NOCTyparnbHas MMNOTEHaVS, MPOSBABLIASICS FONIOBOKPYXEHEM U CriabocTbio
Wi xe noepeit cosHaHms (06Mopokowm) (. pasaen «Cnocol npuMeHenis

1 403b1). Mepen Hayanom HasayeHus nioboro anbdaa- anpexobnokatopa,
nawvenTa Heob p KakuMm cneayer usberats
CHMNTOMOB Pa3BUTHS! nocryp HoWt B
BO3EPXUBATHCA OT GLICTPBIX MIEPEMeH NoNoXeHws Tena. B Havane nevenus
npenapatom flokcasoank-OMO® nauveHTy crieayeT AaTb PexoMeHAaLn o

H €0 CMOPOHbI bIXamenbHol

u cpedocmeuun 4acTo — OfAbILLIKA, PUHWT; HE4acTO — Kalllerlb, HOCOBOE
; 04eHb Peako P

)Kenydovuo KULIEYHBIE HAPYUIGHUS: 43CTO ~ —6ornb B XBOTE, Anapes,

[AVCrEncys, CX0CTb CII3NCTONM 0GON0YKM NONOCTY PTa; HeyacTo —

METeOpH3M, 3arop, peoTa.

HapyweHusi co CMOPOHbI NeYeHuU U XeyesbI8o0sL4UX nymed: 04eHb peaKo —

XONEcTas, renarwr, XenTyxa.

HapyuieHus Co CMOpOHs! KOXU U NOOKOXHbIX MKaHe(: He4acTo — anonewus,

KO)KNbIM 3y#, KOXHasi CbiMb, nypnypa oqenb PefIko - kKpanuBHuua.

H co Ui u coedUHUMENbHOU

MKaHU: HeYacTo — apraanIﬂ Gonb B cnvme MbILLIEYHbIE CIa3Mbl, MblLLIEYHAs

cnabocTb, Myantus.

HapyuweHusi co CMOPOHbI N0YeK U MOYe8bIB0OALUX nymel: He4acTo —

yyaleHe MOYEUCTyCKaHUs, NONMYPHS, HeAiepXakHie MOYM; 04eHb PeaKo

— BM3YpUsi, TEMaTypHS, HAKTYPHS.

HapyuieHus co CMopOHbI penpodyKmugHoLl UMOTTOYHbIX X6e3;

cobniopate )CTh B CNyYae NosiBeHus cnaboctu
0p2aH08 2pyoHoll KnemKu M FOTIOBOKPYKEHI.
Mpenapar [lokca3o3uk-Or0® cnienyeT npUMeHsTb C 0CTOPOXHOCTBIO Y
H
peegE 00K B2 MOXUTbIX Ny B CBA3M C BO3MC Pa3BuTUsi Op KoW
T C PUCK BO3HMKHOBEHHS

TONOBOKPYKEHMUS, Hapymeuuu 3peHus U 06MOpoKa.
MauyteHTa HeoGXOAMO MPOMHOPMHP yB pHcKa pasBuTHs

(O TUnC nipvynoTp NKOTONS, AANMTENbHOM CTOSHUY
WM BHITOTHEHM (hM3M4ECKVIX YNIPaXHEHHTA, A TaloKe MpU XapKOM NOroge.
[o6pokayecmeeHHas aunepnasus npedcmamenbHol Xefness!

8 ¢ AMKnp MOXHO Hi KaK Ny Hanu4un
apTepuanbHov runep , TaK 1 MM HOf M AL Tpu npUMeHeHny
npenaparay cArmXc All uaMeHeHe

Mpv 3ToM Y naty apTepuansHoit

runepreuauu 1 [IFTDK BO3MOXHO NPUMEHeHHe B MOHOTEpanuu.
Tepen HavanoM Tepanii runeprnasui pefCTaTeNbHO Xeness! HeobXxoauMo
e pakoBoe

04eHb PE/IKO — TMHEKOMAaCTHs, LS, IPUaniam, peTp
SSKYNALUS.

06L4ue HapyweHUs U PeakyuL 8 Mecme 88edeHuUs:; HewacTo - 6onn
Pa3nuyHON NOKaNU3aLMM.

JTabopamopHsle U UHCMPYMeHManbHbI1e 0aHHbI: HeYacTo — YBenuueHve
MAcCh TeNa; 04YeHb PEAKO — NMOBILIEHHE AKTBHOCTY KEYEHOHBIXY

[ HE BIMSIET Ha KOHLIEHTPALIMIO NPOCTaTCRELMAU4ECKOro aHTUreHa
(NCA) B nna3me KpoBu.

WHmpaonepayuoHHIii CUHOPOM amOHUYHOU padyxKu

MHTpaonepaLyoHHbIA CHHAPOM aTOHUYHOI PaayXKit (BapuaHT CHHAPOMa
«Y3KOrO 3payka») HabMioAAnNCs y HEKOTOPbIX NaLMEHTOB NP NPOBEASHN
onlepaLy¥ 110 TIOBOAY KaTaPaKTs!, KOTOPbIE NONY|aIoT WK MOnuark fieverite
anh¢a1 -apipeHobriokatopami. Tak kak MHTpaonepaLvoHHbIi CUHAPOM

e = 3 DATYRKV MOKETTIp ey 8 ure=i—
B XMDYPIMYECKAX cT8, R DITOTON
yacto BcheqanMCb n060uHbIE peaxquu KOTOPIE MOXHO OTHECTA K THTY aro anb(pat -a,qpenoﬁnouaropu IPHHUMAIOTCA Ha [1aHHBIH MOMEHT AW
noctyf ) un Her MPUHMMANKC paHee [0 onepaLyy.
+ = ‘1’ J 9
K°T°Pble BTosan; CogmecmHoe npumeHeHue ¢ uneubumopamu OL13-5

€O CMOPOHbI HEPBHOU I: 04eHb YaCTO — FOMOBOKPYXEHMUE,
ronoanau 60nb; YaCTO — NOCTYpanbHOE FONIOBOKPYXEHMe (ocne ipuema,
N1ePBO/i 03bl MOXET Pa3sBUTLCS! BbIPAXEHHOE CHInKEHHe AL, KOTOpoe MoXeT
TIPMBECTYA K OPTOCTATUYECKOMY FONIOBOKPYXEHMIO, B TAXENbIX CRIy4asX,

Cnepyer cobniogaTh 0GTOPOXHOCTS NPU COBMECTHOM NPUMEHEHNM nipenapaTa
[lokca3oank-OrO® ¢ HrubuTopamin ®13-5, MOCKOMLKY Y HEKOTOPbIX
N1aL{YeHTOB 3TO MOXET NPUBECTY K CHMITOMATHYECKOM TUMOTEH3HM.
HapyweHue GyHKyUU neYeHu

H

0CO6EHHO Npyt BLICTPOM NEPEXO/E 13 NONOXEHNS «rIexan B
«CTOS» UM B MONOKEHME «CHAS» — K 0GMOPOKY), COHMUBOCTb.
Hapymeuun o cmoponu opeaHa C1yXa U iaBUpUHMa: 4acTo - BEpTUTO.

co 1, 0p2aH8 2pydHOU Kiemku
u cpeOocmeHun: yacTo- PUHMT.
Kenydo4Ho-KuLLIeYHbIE HapyU/eHUS; YaCTO — TOWHOT.
066 HapyweHUs U Peakyuu 8 Mecme 88eJEHUS: 4aCTO - aCTEHNS, OTeKM
HIDKHWX KOHEUHOCTEH, YTOMNIIEMOCTb, CiabocTb.
C peaKLK 07 B
MPUMEHEHNS AOKCA3031HA Y NaLMEHTOB C aprepuanbuou mnepreusueu X0t
B LIENOM Takiie CUMNTOMbI — MOF/IV HaBMIoAATLCA M NPY OTCYTCTBUM NIEUEHNS
3TMM NpenapatoM: YacTo — Taxukapaws, oLLylieHue cepuebuenus, 6ob
B IPY/HOM KNETKE; HeYacTo — CTEHOKapAVA, UHAPKT MUOKapAa v apUTMUH,
04eHb pefiko - Bpapykapzws, HapyLLEHHs MO3roBOTo KpoBOOGPaLLEHHS.
TMepeaosnpoBka
Cumnmom!
BuipaxeHHoe CHinkeHme ALl, uHoraa conpoBoxaatoLLieecs 06Mopokamy.
TleveHue:
Heononumo HeMEZNEHHO YTIOXWTL NaLMEHTa Ha CIUHY v NPUMOAHATL HOTH,
npn Kyio Tepanuto. CasabiBaHme
[I0KCa303UHa C Benkamy nnasw KPOBM BbICOKOE, MIO3TOMY AManka He

) CC YCTOPOXHOCTB NPU Ha3Ha4eHuv npenapara
[lokcasoan-OI0®, paBHO Kak v APYrvX NeKapCTBEHHbIX CPEACTB, NONHOCTbIO
nofBEpraloLyXcst GUOTpaHCOPMALIM B NIEYEHY, NaLMEHTaM C HapyLLEHVEM
(yHKUWM nevern (M. paaaen «dapmakokuHeTUkay), uaberas HasHaueHus
MaKCHManbHbIX 103,

[puanusm

Bo Bpems nocTp LIAnoch 0 Cryyasx
passutis /mvrrenbnou apemnu W npuanuama Ha thoHe Tepanuv anbdal-
ajipeHopeLienTopami, B TOM Yicne 0kca3oanHoM. B cryyae coxpaeHus
‘apeKuym B TeveHue Boree 4 4acoB cnefyeT HeMeaneHHo 0bpaTuTLes 3a
MevLUHCKO# riomolLbio. Ecriv Tepanis npuanvama He Gbina nposeaeHa
HEME[INEHHO, 3T0 MOXET NPUBECTH K NIOBPEX/EHMIO TKaHEH MONOBOTO YnieHa U
HeoBpaTuMort yTpare NOTEHLMM.

BenoMozamenbHble getiecmea

Mpenapar [lokcasoauH-GrI0® copepxuT nakTossl MOHorApar. MawuenTam

© PeAKO BCTPEYalOLLMMUCA HaCTIEACTBEHHbIMY 3a60NeBaHAMM, TakMM

KaK HenepeHoCUMOCTb rarnaKTo3bl, HenepeHoCUMOCTb N1aKTO3b| BCTIEACTBHE
AehULyTa naKTasb! WA CHHPOM IMIOK030-TaraKTOSHOM Manbaticopbim, He
creyer ng [aHHbI} NieKap [laHHbliA ipenap
COAEPXVT MeHee 1 MMonb (23 Mr) HaTpus Ha oqny TabneTky, T0 €CTh, N0 CyTH,
He COFIEPXHT HaTpHA.

BnusiHKe Ha CNOCOBHOCT YNPaBMATL TPAHCIOPTHLIMA CPEACTBAMM,

abelb MeXaHH3MaMu
Bsauuoneuc'raue C APYrvMH NeKapCTBEeHHbIMHU cpeﬂc'raauu B TedieHitA HSOBXOMAMO COBTIORATS 0CTO) U yTAEeHIA
mns 5y HeKO:g::?(}i{'l?l.rMeeHmB MOXET K A ARl e O

e BYAMY [IESTENHOCTH, Tpeﬁynoumw TIOBBILLIEHHO/ KOHLIEHTPALWM BHUMAHWSA Y
TUNOTEH3MM (CM. paszen «Ocobble yKa3aHus). B peaLi (pHoK T
B viccnieoBanusX in vitro Bb110 M0Ka3aHO, 4TO A0KCA303H SBNAETCA CyBeTpaTom ropupoa BhINyCKa 2

waochepmenTa CYP3A4. CrieyeT cobnionath OCTOPOKHOCTS MIpH OHOBPEMEHHOM
TIPUMEHEHMY ZJOKCa3031Ha Y MOLLIHBIX CYP3A4,
TaKuX Kak KnapuTPOMMULVH, UHOUHABMD, mpaxouason KETOKOHA30T, HEha3OTOK,
HendMHaBWp, PUTOHABYD, CaKBIHABYD, TENUTPOMULIMH W BOPYIKOHA307 (CM.
paspen «bapmaKornoruieckve CBOHCTBay).
Bonbluas (98 %) 4acTb OKCA303UHa B NNa3Me KpoBM CBsi3aHa ¢

P TINa3Mbl KPOBM YenoBexa in vitro
CBUIETENLCTBYIOT O TOM, YTO FJOKCA303UH HE BNUAET Ha CBA3bIBAHNE C

, BapthapuHa, ¢ WM MR
i npakTvke npenapar [ic -Or0® np 6e3

KaKix-niu60 NpU3HaKoB B3aMMOJEVCTBHS C THA3UAHLIMIA AMYPETUKAMH,
A 6

Pyp p p
TMNOFNUKEMAHECKMMM CPEACTBAMY ANS IPUEMa BHYTPb, YPHKO3yPUHECKUMM
CPEACTBaMM M AHTUKOATYNSHTAMM.

Mpou3soanTens/ opraHu3auys, NpHHMMalolLas NpeTeHuM noTpeduTenei
AO «ATIYM, Poceus.

Mockosckasi 061, r.0. Cepnyxo, pn. OBonerck, Tep. Ksapran A, . 2.
Bbinyckaroujuii KOHmMpob kKa4ecmea

MockoBckas 0611, .0. Cepryxos, pn. OBonerck, Tep. Keapran A, a. 2, ctp: 1.~
Tenedo: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

Tabnetkw, 1 Mr, 2 Mr, 4 Mr.

Io 7 urm 10 TaBrIeTOK B KOHTYPHYIO A4/ KOBYH YNaKOBKY U3 NINEHK
TIONUBUHANXTIOPUAHON 1 hOTTbTYA ANIOMUHUEBOI NEYaTHOM NAKUPOBAHHOM.
Mo 1,2, 3, 4 wnu 5 KOHTYPHBIX A4EMKOBBIX YNIaKOBOK BMECTE C MHCTPYKLUEN 10
TpVIMEHEHVIO NOMELLAIOT B Na4Ky U3 KapToHa.

YcnoBus XpaHeHus

Mpv Temnepatype He Bbiwe 25 °C.

XpaHuTh B HEOCTYNHOM AN fleTel MecTe.

Cpok rogHoCTH

3ropa.

He NPUMEHSITb 110 UCTEYEHNUM CpOKa FOAHOCTH.

Ycnosus oTnycka

OTnycKaloT o peLenty.




