MHCTPYKLIMA 110 MEJIMLIMHCKOMY ITPUMEHEHHUIO
JIEKAPCTBEHHOI'O ITPEITAPA
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AHTHAH/IpEH" e110 MHH3 IPAB POCCHH

20.10. 2022
COTIACOBAHO

Perucrpaunonnsiii Homep:

Toprosoe HanuMenoBaHue: AHTHaHIpeH” /1eno

MexayHapoaHoe HeNaTeHTOBAHHOE MJIN FPYIINHPOBOYHOE HAHMEHOBAHME:
UMIPOTEPOH

Jlekapersennas popma: pacTBOp /Uil BHYTPUMBILLEUHOIO BBEICHUS MacCIsiHblit.
Cocras na 1 ma:

LedicTeyloutee seuecTso: udnporepora aterar 100,0 mr.

Beriomoraresbiible BeUecTBa: Macjo kacropoBoe 353,40 mr, 6ensunbenzoar 618,60 mr.
Onucanne

[Ipo3paynas, oT 6eclBETHOrO /10 CBET/IO-KENATOr0 UK KOPUUHEBATO-XKENTOrO LBETA HKHUIAKOCTD.
QapvaxkoTepaneBTHYECKas IPyNIa: aHTHAH/POreH.

Koa ATX: GO3HAOI

PapmaroaoruiecKkue cBoicrna

dapmakoauHaMuKa

[penapat Antuanapes® feno — 510 ropMOHAIBLHLIA Mpenapar, cojepallMii UKIPOTEPOH,
obnaaarolrit aHTHAHAPOreHHbIM, 'eCTANCHHBLIM W AHTHIOHA/I0TPOIHBLIM AEHCTBHUEM.
L{MnpoTepoH 10 KOHKYPEHTHOMY MeXaHM3My YrHeraer JeiHCTBUE aHAPOreHOB HAa WUX OpraHbl -
MUILEHH, a TaKKe obnanaer LEHTpajbHbIM @HTHMIOHAAOTPONMHLIM ACHCTBHEM, MPUBOASIIMM K
CHMIKEHMIO CHMHTE3a TECTOCTEPOHA B SIMYKAX, M €ro COAEPKaHUS B CLIBOPOTKE KpoBH. B
pesybraTe rnoaaBisieTcs aHAPOreHHas CTUMYIAUMS TKAHHU MpPeacTaTebHOM Kenesbl.

Y MyXuWH NpH NPUMEHEHMH UMnpoTepoHa HabatoAaeTcs yrHeTeHHWE [10J10BOTO BllEYEHMH,
MoTEeHUMHU W QYHKUMH sinuyek. DTt 3pPeKTbl NOMHOCTLIO 00paTUMbL M TMPOXOMUAT mocne
MpeKpauleHns NeHeHHsl.

[To jaHHbIM CTAHLAPTHBIX JIOKIMHUYECKHX MCCACAOBAHUM TOKCHYHOCTH NMPU MHOrOKPaTHOM
JUIMTEbHOM BBEJIEHMH HE CYLIECTBYET Kakoro-nubo crietnpuueckoro pucka jijis yeaosexa.
DapMaKOKNHETHKA

Abcopbyus

[Tocne BHYTPHMBIILIEUHOrO BBEACHMS LIMIIPOTEPOH MEIJIEHHO M MOJIHOCTBIO BbicBOOOXKAaeTCA.
AbcomoTHas GMOJOCTYNHOCTL LMIPOTEPOHA MOCHEe BHYTPUMBIILIEYHOIO BBEAEHHUS CUHMUTAETCS
TOJTHOM.

Pacnpeoenenue
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MakcumanbHas KOHLUEHTpauus B nnasme, pasHas 180+54 ur/mun, jocturaercs yepes 2-3 jaus.
[locne uwero wnabiojaeTcs CHUKEHME KOHLEHTpAlMM mnpenapata B MJasMe ¢ NEPUOJOM
noaysbiBejleHus 4+1,1 cytok. O61Mit KIMpeHT LUNPOTEpOHa U3 ChbiBOPOTKHM coctassser 2,8+1,4
Mi/MuH/Kr. LIMIPOTEPOH MOYTH [OJHOCTBIO CBA3bIBACTCH ¢ albOyMUHAMM [171a3Mbl KPOBH.
Tonbko 3,54 % Haxousrcs B KpoBu B cBoboaHom Buae. [Tockosbky cBsizb ¢ Gejikamu nja3Mbl
sBasiercss Hecrieunpuueckoit, usmenenust yposus [CIII™ (rnoGysnuHa, cBA3bIBAIOIIETO [00BbIE
FOPMOHbI) HE BAMUAIOT HA GapMAKOKMHETHKY LIMTIPOTEPOHA.

YuureiBas UIMTEbHBIA NMEPUOJ MOJYBBIBEJCHUS M3 [1a3Mbl KPOBM B KOHE4HO# (hase
pacrpenesieHss W NPUHATYIO 103y, MOXKHO OXKMJaTh KyMYJSUMIO LMIIPOTEPOHA [pH
MPUMEHEHUH MOBTOPHLIX 103. PaBHOBecHas KOHLEHTpallMs AOCTHUraeTcs NpUMepHO uvepes S
HeAenb NPUMEHEHUS Npernapara.

Memabo.iuzm

Lunporepon merabonuzupyercs IyTeM I'MAPOKCHIMPOBAHUSA M KOHbiorauuu. OCHOBHOM
metabosut B rulaame KpoBu - |5P-ruapokcunpomssoanoe. Ilepsas ¢daza mertaGonusma
Karanauupyercs npeumyliecTBeHHo nzopepmentom uuToxpoma P450 CYP3A4.

Buigeoenue

HeGosnbline KonuuecTa BbIBOUSTCS € IKENTUbIO B HEU3MEHHOM BHJIE.

Bonbluas yactb BBEAEHHOM 103b1 BLIBOAUTCS B BUAE METAOOJIMTOB € IKENYbIO M MOYKAMHM.
[Tokazauus K npuMeHEeHNI0

[Mpenapar AuTtnanapen® 1eno noxkasam K IPUMEHEHHIO y B3POC/BbIX MYKUMH:

* 78 Tepanuu HeornepadeabHOro paxKa npeAcTaTelbHOl Hee3bl;

*  MOBBLILLEHHOM [10JOBOM BJICYEHHH NPHU CEKCYalbHbIX paccTpoiicTBax.

[IporuBonokaszanus

«  Tlpu nevennn HeonepabeabLHOIroO paka npeAacTaTe/IbHOM Keesbl:

- THIEPUYYBCTBUTENLHOCTb K LMMPOTEPOHY U/MIU J1I0OOOMY M3 BCIIOMOraTesibHbIX BELIECTB B
COCTaBe Iperapara,

- 3abosieBaHus NEYEHM, CONPOBOKAAIOLIMECS HApYyLIeHUeM ee QyHKLMK (B TOM uucIe,
curapom Jly6una-JDxoncoHa, cunapom Poropa);

- ONyXOJIM MeYEHHU B aHaMHe3e HJIM B HACTOsALLEE BPEMS (3a UCKIIIOUYEHUEM METACTa30B pakKa
npeacraTe/ibHOM Kene3bl B MeyeHn);

- KaxeKkcus (3a MCKJIFOUYEHMEM KaXeKCHH Y 11aUMEHTOB € PAKOM MPEACTATE/IbHOM HKene3bl);

- TshKenasi XpoHMW4ecKas Jenpeccus;

- Tpombo3bl U TpoMOOIMOONMS B HACTOSIILIEE BPEMS;

- Ha/M4Yue MEHMHIMOMBI B HACTOsLEE BPEMS MM B aHAMHE3e;

- Bospacr o 18 nert.



« Tlpy nevyeHUM MOBBLILIEHHOrO [OJIOBOTO BJIGUEHMS MPU CEKCYalbHbIX OTKIOHEHHSIX Y
MYKUMH:

- TFUIEPYYBCTBUTEILHOCT K LMIIPOTEPOHY M/MnM M10OOMY M3 BCNOMOTaTebHbIX BEIECTB B
cocTaBe npenapara;

- 3aboneBaHus nevyeHH, COMPOBOKAAIOUIMECS HapyLIeHHEM ee (PyHKUHUMU (B TOM uHCiie, CUHAPOM
Jly6una-/lxoncoHa, cuuapom Portopa);

- OMyXOJIM TMEYeHU B aHaMHE3€e MJIM B HACTOsILLee Bpems;

- Kaxekcus,

- TAXKeNas XpoHUYecKas aenpeccus;

- TpomM603 ¥ TpomMOO0IMOONIKA B aHAMHE3E M/TH B HACTOSILIEE BPEMS

- TAXKE/blii caxapHblil AnadeT ¢ aHruonaTHe;

- CEPrNOBUAHO-KJIETOYHAS aHEMMUS:

- HaJIMuMe MEHUHIMOMbBI B HACTOSILIEE BPEMS UM B aHaMHe3e:

- Bo3pact 10 18 ner.

C ocTopoRHOCTLIO

Y nauueHToB ¢ caxapHbiM AHabeToOM.

Y nauueHTtoB ¢ HeomnepabGenbHLIM  pakoM HpPEACTATENbHOM IKeae3bl MNpu  HalMuuu
TpoMO0IMOOIMUECKMX OCNOXKHEHUIT B aHamHese, Tsxenoi ¢opmbl caxapuoro auabera ¢
aHTHOTaTHEeH, CEPIOBUAHO-KIETOUHOH aHEMUH.

[Ipumenenne Bo BpeMsi 6epeMEHHOCTH M B EPHO/ IPY/AHOI0 BCKAPMJINBAHMSI

[Mpenapar Antnanapen® 1eno He nMoka3aH K IPUMEHEHMIO Y KEHLULHH.

Cnocod npumMeHeHust U 103bl

[Mpenapar Autuanapen® 1eno, Kak v BCe APyrue MaciIsHble PacTBOPbI, CAELYET BBOAUTL CTPOrO
BHYTPHUMBbILLIEYHO U OMEHb MEAJIEHHO. B HEKOTOPBIX Ciydasx MUKPOIMOO/I1s NeroyHoN apTepuu
MAC/SiHBIM PAacTBOPOM MOXET BbI3bIBATH [MOSBICHWE TAKMX MPU3HAKOB M CHMIITOMOB Kak
Kallesib, ojibilika W 60ib B rpysid. Bo3aMOKHO BOZHUKHOBEHHUE IPYTUX 1IPU3HAKOB M CMMIITOMOB
— B TOM 4Mlc/le, Ba3oBarajbHble peakuuu (Harnpumep, HEAOMOI'dHWE, [OBbILIEHHOE
NOTOOT/E/IEHHE, IOJIOBOKPYKEHUE, MapecTe3un uim oOMOpPOK). DTH peakluuu MOryT BO3HUKATh
BOBpeMsi MM Cpasy e Iocie WHbeKLUHMHU U sBasioTes o0patuMbiMU. B Takux ciyuyasx obbluHO
UCTIOJIB3YHOT MOJUIEPIKMUBAIOLLY KO TEPaInio (Harpumep, MHraisiiius KUCI0pOaA0oM).

Heobxoanmo u3berarh BHYTPUCOCYIMCTOIO BBE/IEHUS npenapara.

Aumuanopozennas mepanus npu HeonepadenbioM pake npeocmameIbHoll JKenes3bl

[To 300 mr (1 duiakoH) rny6oKo BHYTPUMbBILIEYHO Kaxable 7 AHEMH.

[Tpu yiyuileHMH COCTOSIHMS WM JIOCTHIKEHUM PEMMCCHM IPEPLIBATH JICYEHME HJIM CHUXKATD

J03Y HE pCKOMEHIYETCA.



,[[."l}l CHUDICEH UL NOBBLIULCHHO20 NOJI0BO20 BNeUCHUM NPU CEKCYWTbHBIX OMKIOHEHUSX Y MYAHCUUH

O6bryno kaxbie 10-14 aneit seoast no 300 mr (1 d¢naxkod) rny6oko BHYyTpuMbIlIE4HO. B
MCKJIIOYMTEILHBIX CllydasiX, Korja 5TOM [103bl HENOCTATOYHO, MOXHO BBOAMTL no 600 mr (2
(pnakona) kaxnasie 10-14 gHeit (MpeAnoOYTUTENILHO 110 3 MM B NPaByio M JIeByK sroauity). ITpu
NOCTHIKEHHU YIIOBJIETBOPUTENLHOIO Pe3ysibTaTa JIeUeHUs CIeAyeT MOoMnbITaTbesi COKPATUThL A03Y,
MOCTENEHHO YBEJIMUMBAS MHTEPBAIbLI MEXJLY MHBLEKUMSIMU. J115 AOCTHIKEHMUS YCTOMUMBOIO

TepanesTHUecKoro sddexra ciaeayer npumensTh npenapar Antuanapen”®

JIENo B Te4yeHue
JUIATENILHOTO BPEMEHH, M0 BO3MOXHOCTH, ¢ OAHOBPCMEHHBIM NPOBEAEHMEM IICUXOTEpalluu.
Hpumenenue 8 0cobbIX KAUHUYECKUX 2PYNNAX RAUUCHN0G

Y demeit u noopocmros 0o 18 1em

[Mpenapar Antuanapen® 1eno He PeKOMEHAYETCH NPUMEHSIT y JeTeit U MopocTKoB 10 18 ner
U3-3a HEJAOCTATOYHOM MHpopMalMK 110 3P heKTHBHOCTH 1 Be30NacHOCTH y JAaHHOH MOMy.Isi LUK
nauueHToB.

YV nayuenmos noscunroeo so3pacma

HeT aaHHbIX 0 HEOOXOAMMOCTH U3MEHATD 103y Npernapara y noxHuibiX MauHeHTOB.

Y nayuenmos ¢ nevenounoil nedocmamoyHocmuio

[pumenenve npenapata Antuanapen® jeno npoTMBOMOKA3aHO NALMEHTaM C 3a007eBaHUAMHU
nedeHu (10 TeX nop, rnoka noKazaTesu Me4YeHU He HOPMATHU3YIOTCS ).

YV nayuenmos ¢ noveunoi nedocmamouHocmbio

HeT aanHHbIX 0 HEOOXOAMMOCTH W3MEHSTDL 103y Nperapara y AaHHOMW MOnyJIsiiMK NauueHToB.
[To6ounoe jeiicTue

Haubonee yacto Habsuosaembie HexenareibHble peakuuu: CHWKEeHWe TuMOu10, UMMOTEHUNS W
obpaTrMoe roaaBieHKue crepMaToreHesa.

HauGosnee cepne3nble HexesaTeNbHble peakuuu: IernaroTOKCUUHOCTh, J00POKaYECTBEHHbIE U
3/I0Ka4eCTBEHHbIE OIYXOJIM [EYEHH, KOTOPble MOIYT TMpUBECTH K BHYTpUOprOLIHOMY
KPOBOTEYEHMIO 1 PA3BUTHIO TPOMO0IMOOIMYECKUX OCIOMKHEH M.

HexenaresnbHble peakiluu, BO3MOXHbIE Ha (oHe Tepanuu LUIPOTEPOHOM, pacrpeaesieHbl 10
CUCTEMHO-OPraHHbIM ~ KJaccaM €  yKa3aHWeM YacToTbl MX BO3HMKHOBEHMS COIAcHO
pexomenaatmsmM BO3: ouens uacro (>1/10), yacto (ot >1/100 po <1/10), HewacTto (ot >1/1000
no <1/100), peako (ot >1/10000 po <1/1000), oyensn peako (<1/10000). /lns HexenarenbHbIX
peaklnii, BbISBJAEHHBIX B MpPOLECCE [MOCTMAPKETUHIOBLIX HabMOAGHWIA WM ANS KOTOPLIX He
yllaercs HaZeHHO OLCHUTb YACTOTY, YKA3aHO «4acTOTa HEM3BECTHAN.

Hapywienus co cmoponsl Kpoeu u aumpanmuueckol cucmeMpl: HacToTa HEM3BECTHA — aHeMUs .
Hapywenus co cmoporbl UMMYHILOU CUCMEMbL: PEJIKO — PeaKLMK MHMepPYyBCTBUTEIbHOCTH.

Hapymeuwl ncuxuky: 4acTto — JICnpeccus, 11oAaBJICHHOC HAaCTPOCHUE, HYBCTBO OecnokoiicTea
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(BpeMeHHO).

Hapywenus co cmopons: cocyooa: 4acToTa HEM3BECTHA — Mac/siHas MUKPOIMOOIIUS erouHOM
aprepuu’), BazoBaraibHble peakuuu ), TpomM603 u tpomGosmGonun” ),

Hapywenus co cmoponsl Ovixamenvnoi cucmemel, opeanog epyoHou KIemsu u ¢peoocmeniist.
4acTo — O/lbluIKa .

Hapywenus co  cmoponsl  2Ce1YOOUHO-KUULEYHO20 — Mpakma: 4acToTa HeW3BeCcTHa —
BHYTpHOPIOLIHOE KpoBOTeueHue .

Hapywenus co cmoponst nevenu u J#enue@ol@00AWUX Nymell. HacTo — IKeJTyXa, rernarur,
MeYyeHo Hasi HeJ0CTATOUHOCTh .

Hapywenus co cmoporsl KoXcut i NOOKOICHBIX MKAHell! HEYacTo — Chlillb.

Hapywenua co cmopoHsl ckeaemmo-mulue YHoll U coeOUnUNMeIbHOU MKAHU: 4acToTa HEW3BEeCTHA
— OCTEOINOpO3.

Hapywenus co cmoponbl hoio6elx opeanoe i epyoHoll dicenesvl. O4eHb 4aCTo — obpaTtumoe
MOAABJEHUE CHEpMaToreHe3a, CHWKeHue JNuOMI0, JpeKTHIbHas JUCPYHKUMS, HacTo —
FMHEKOMACTHS.

Obwue paccmpoiicmed U HapyuleHUsl 8 Mecme 86e0eHUsl) YacTo — yBe/IMYEHUE UM CHUIKEHHUE
MACChl TeJla, MOBbIIUEHHAS YTOMJISEMOCTb., IIPUIUBLI, MOBbILUEHHAS NOTIUBOCTb; OYCHbL PEAKO —
pazBUTHE J106POKAUECTBEHHBIX WM 3/10KAYECTBEHHbLIX ONyXo1eil neyeHn”); yacToTa Hen3BeCTHa
— MeHuHrnoma’ Y,

HexxenarenbHble peakilMu, Ui KOTOPBIX MOKHO Haiitu Gosee noapobHyr uHpopMauuio B
pasaene «Ocobble yKka3aHWs», MOMeuEHbl 3BE30uKOH ). HexenarenbHble peakiuu, Ans
KOTOpbIX HE JloKa3aHa [pUuMHHAsS B3aMMOCBS3b C [PUEMOM LIMIPOTEPOHA, IOMEYEHbI
sgesgoukamu ). Y — obparutecs k paineny «[Iporusonoxazanus». JIns  oO03HaueHMs
KOHKPETHOH HexXesaTellbHOH peakuuu 1puBoauTes Haubosiee noAXOAsWMUHA TEepMHUH U3
MedDRA — MejiMUHMHCKOrO cjoBaps st peryastopHoit aearenbHoctd (Bepeusi  8.0).
CHMHOHMMBI MM COMYTCTBYIOLUME COCTOSHMA HE TMEPEUUCNISIOTCH, HO MX TaKKe Cleayer
NPUHMMATL BO BHUMAHHE.

Y MyXuuH Ha (OHE NeyeHus npenapatoMm AnTuanaped” 1eno CHUKAIOTCs NON0BOE BlEYEHHE M
MOTEHLMs, KPOME TOro, MoaaBisiercsi (DYyHKUMs TOJIOBBbIX »Keied. DTU WU3MEHEHUA HOCHT
obpaTuMblii XapaKTep U MPOXOIST [OC/Ie OTMEHbI TEPATIUH.

B TeuyeHue HECKONbKUX Hededb B pe3ysibTaTe aHTHMaHAPOr€HHON0 M AHTUrOHALO0TPOMHOrO
feficTBus npenapara AHTHaHApeH™ erno npoMCXOAUT MOJAB/EHUE CIEPMATOIEHe3a, KOTOPbIf
MOCTENEHHO BOCCTAHABIMBACTCS HEPe3 HECKOILKO MECALEB M10C/Ie OTMEHb! Tepanuu. Y My»X4uH
npuem rnpenapata AHTHaHApeH® N0 MOKET NPUBOAMTL K Pa3sBUTHMIO MMHEKOMACTHH (4TO

HHOr/1a COnpoBOXKAACTCH MOBLILEHHON TaAKTHJIbHOM YYBCTBUTC/IBHOCTBK) H 001€3HEHHOCTbIO
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