MUHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOM ®EJEPAIIN

MHCTPYKLUA
10 MEJIMLIMHCKOMY IMPMUMEHEHUIO JIEKAPCTBEHHOTI'O ITPETIAPATA
OIICAMUT® (OPSUMIT®)

Perucrpanuonnblii Homep: JII1-003310
Toprosoe nanmenosanue: Oncamut®
MexayHapoaHOe HeMATeHTOBAHHOe HAMMEHOBAHHEe: MAIIUTEHTAaH

JlekapcTBenHnasi popma: TabIeTKH, MOKPHITHIE MJICHOUYHON 0007I0YKOM

Cocras:

1 Tabnerka, HOKpHITas MJICHOYHOI 000JIOUKO, COIEPIKUT:

Anpo:

Jevicmeyrowee sewecmeo: manurentan — 10,00 mr

Bcnomoeamenvuvle  sewgecmea:  nakto3sl  MoHoruapar — 38,86  Mr, IeUII0I03a
Mukpokpucramnaeckas PH 101 — 15,75 mr, kapOokcumernikpaxman Hatpus (tun A) — 2,80 mr,
noBuoH K-30 — 2,10 mr, maraus creapat — 0,35 mr, mosmcop6ar 80 — 0,14 mr

[lneHouyHas 000JI0YKa:

Onanpaii 6ensiit (Opadry® AMB white): MoNMBHHHIIOBEIA CIHPT, YACTHYHO THIPOIM30BAHHBIA —
1,27 wmr, turana jguokcu — 0,90 mr, tanek — 0,56 mr, aerutuH (coeBblit) — 0,06 Mr, KCaHTaHOBAs

kamennr — 0,01 mr

Onucanue:
Kpyrabie qBOSIKOBBITYKIIbIE TaOJIETKHU, MOKPHITHIE MIIEHOYHON 000JI0YKOH, OT 6EI0ro 10 MOYTH

Oemnoro 1BeTa, ¢ TUCHeHUEM «10» Ha 00enx CTOpoHax.

dapmakoTepaneBTH4YecKasd TIPyNNa: TUIOTEH3UMBHOE CPEACTBO [UIsl JICUEHHUS JIETOYHOMN
apTepHalbHOMN TUIIEePTEH3UH

Kox ATX: C02KXO04.

DapMakoJIOrH4ecKue CBoicTBa

Dapmakoounamuxa

ManuTeHTaH SBJISICTCS. aHTarOHUCTOM perenTopoB sHpoTearHa-1 (ET), ciocoOHbIM CBSA3BIBATHCS
¢ pernentopamu 3HA0TenHHA TUNIOB A 1 B (ETA u ETg). DHOoTenuH sBIsSETCS MEIUaTOPOM
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pasnuuHbIX 3 ¢EeKToB, BKIOYAs BA30KOHCTPHUKIINIO, HHAYKIHIO (Gudpo3a, KIETOUYHYIO
nponudepannio, TuepTpoduio U BocnaieHne. MaiuTeHTan 001a/1aeT BhICOKON ad(PUHHOCTHIO U
MPOJIOJDKUTENBHO OJIOKMPYET PELenTOphl dHAOTEINHA-1 TIaAKOMBIIIEYHBIX KIETOK JIETOYHBIX
apTepuii. OTO MpeAOTBpaIIaeT dHAOTEINH-OMOCPEAOBAHHYIO AKTHUBAIUIO CHCTEMbI BTOPHYHBIX
MECCEH/IKEPOB, JIEUCTBUE KOTOPBIX MPUBOAUT K BA30KOHCTPUKLUMM U Mposmdepannu

TTaJKOMBIIICYHBIX KJICTOK.

DddeKTHBHOCTE

Dphexmusnocmsv y nayuenmos ¢ ne2ounoi apmepuanvhoi eunepmensueti (JIAI)

B pangoMusupoBaHHOM, IBOMHOM CIIETIOM, MHOTOLIEHTPOBOM, ILIale00-KOHTPOIUPYEMOM, C
COOBITUIHBIM JIM3aiiHOM, MPOBOJMMOM B MapajUIelbHBIX TpyHax, ucciaenoBanuu 3 ¢assl (AC-
055-302/SERAPHIN), 742 manuenTa ¢ cumnromuoit JIAT' Obliv paHIOMHU3HPOBAHBI B 3 TPYIIIIEI
(rumarie6o [250 marmuenToB]; manuteHTaH 3 Mmr [250 mammeHtoB] W manuteHTaH 10 mr [242
nanueHta] onMH pa3 B neHb). DyHknuoHanbHbIM Kiace (®K) JIAIT mo kmaccuduxanuu
Bcemupnoii opranmsamuu 3apaBooxpanenus (BO3) Owsm1 ompenmenen kak I, Il u 1V,
COOTBETCTBEHHO, y 52 %, 46 % u 2 % nmanuentoB. CpeTHUIA BO3PACT MAIIMEHTOB COCTABIISIT 46 JIeT
(mmnamnazon 12-85 net). 20 nanueHToB ObUTH B Bo3pacTe oT 12 mo 18 mer.

Wnnonatuveckas mnu HacnencrtBeHHas JIAIT Obuta ompezneneHa B KadyecTBe Hambosee 4acTou
stronorud 3aboneBanus (y 57 % mnarumentoB), JIAIT BciieACTBHE CHCTEMHBIX 3a00JICBaHHI
coequHUTenbHOM TKaHu — y 31 % mnanuentos, JIAL, accomuupoBaHHass ¢ BPOKICHHBIMU
IIOpOKaMu cepua U myHTamu —y 8 % naunuentos, JIAL' npyroii stuonoruu: y 3 % nauueHTos -
JeKapcTBa U TOKCUHBL, y 1 % nanuenTo - BUY-undekuus.

Puck pa3BuTus TNEpBHYHOW KOMOMHHUPOBAHHOW KOHEYHOW TOYKH (IPOrpecCUpOBaHHE
3a00JIeBaHUs/CMEPTh) K MOMEHTY 3aBEpIICHUs Tepanuu CHU3WICA Ha 45 % Ha (oHe jeucHHs
npernapatoM OncaMuT® Mo cpaBHEeHHIO ¢ Tuianebo. Knnauueckuit a¢ ekt oTMeuancs Ha paHHUX
CpoKax JieueHHs, ObUT MPOJOJDKUTENbHBIM U HE 3aBHCE] OT BO3pacTa, Moja, pachl, CTPaHbl
MIPOXKUBAHUSI, STHOJIOTUH 3a00JIeBaHUs, IPUMEHEHUS B BUJIE MOHOTEPAITUU UM B KOMOMHAIIUHU C
ApyruMu mpenapatamu i sedenus JIAT, a Takxke Boipakennoctd cumnromoB JIAT (/11 wm
[I/1V ®K no xnaccudukammu BO3).

K MoMeHTy 3aBepIlieHHs Tepalnuy y TMAIllMeHTOB, IMOJYYaBIINX MAlUTEHTaH, PUCK CMEPTH WIIH
TOCMIUTATM3AINH, CBSI3aHHOM ¢ yxyameHuem Teuenus JIAL, causmicsa Ha 50 % mo cpaBHEHHIO C
rpynmnoi miamebo.

TonepanTHOCT K (pU3MUECKON Harpy3Ke OLIEHUBAIN KaK BTOPHUHYIO KOHEUHYIO TOUKy. Yepes 6
MeECSIEB JICYEHUsS] MAIUTEHTAaHOM B 03¢ 10 MI OTMEYEHO CKOPPEKTUPOBAHHOE IO IuIalebo
yBEJIMUEHUE Cpe/lHel NUCTaHIMU Ha 22 MeTpa MO pe3ylibTaTaM TecTa ¢ 6-MUHYTHON XO0Ib0OM
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(T6eMX) (97,5 % OU: 3 - 41; p = 0,0078). Ilpu onenke auHamMukd TOMX, B 3aBUCHMOCTH OT
¢ysnkunoHansHoro knacca JIAI, ycTaHoBieHo, 4TO uepe3 6 MecsleB JICUeHUS] MaIUTEHTaHOM
CKOppEeKTHpOBaHHOE 110 1uanebo ysenunuenne TOMX y narnuentos ¢ JIAT HI/IV ©K (97,5 % [AU:
5 - 69) cocraBuiio 37 metpos, a y nanuentos ¢ JIAT I/l ®K (97,5 % JU: 8 - 33) - 12 meTpoB.
[Ipupoct T6MX Ha (oHe npuéma MallUTEHTaHa MPOA0JIKAICS B TEUEHHE BCETO UCCIIEI0OBaHUS.
Taxke oTMmeyeHo, uro sedeHue npenaparom OncamutT® B go3e 10 Mr B TeueHue 6 mecsieB
conpoBoxaanocs yinyduienueM @®OK JIAI' B 74 % ciy4aeB W IOBBIIIEHHUEM KadyeCTBA >KU3HU
MAIMEeHTOB (0 pe3yJIbTaTaM OLeHKH onpocHuKa SF-36), o cpaBHEHHIO ¢ TUIanedo.

ITocne 6 mecsmeB sneuenuss mpenaparoM OTcaMuT® JIETOYHOE COCYIHUCTOE COMPOTHBIICHHE
CHH3UIIOCH, B CpeqHEM, Ha 36,5 %, a cepiedHblii MHAEKC moBsicuics Ha 0,58 n/mun/mM2, B

CpPaBHCHHU C nﬂaue60 .

Dapmakokunemuka

dapMaKOKMHETUYECKHE IMapaMeTpbl MAallUTEHTaHa W €ro aKTUBHOTO METa0oJuTa W3ydalld, B
OCHOBHOM, Yy 3JI0pOBBIX J00poBoblieB. KoOHIEHTpanuss MauuTeHTaHa B IUIa3Me€ KPOBU Y
narueHToB ¢ JIAT Owina B 1,2 pasa Beilie, 4eM Yy 370POBBIX J100poBoIbileB. KoHIleHTpanus B
I1a3Me KpOBU aKTUBHOT'O METa00JIMTa, KOTOPBIM MPUOIU3UTEILHO B 5 pa3 MEHee aKTHBEH, YeM
MaluTeHTaH, Oblla mpubnu3uTensHo B 1,3 pasa Beime y manueHtoB ¢ JIAL, yem y 310poBBIX
nobpoBosbiieB. Ha dapmakokuHeTHKy MaruTeHTaHa y mamueHToB ¢ JIADT He Bimsuia TSKeCTh
3aboneBanus. [locie moBTOpHOTO MpUMEHEHUs (apMaKOKHHETHYECKHE TapaMeTphl MalUTeHTaHa
M3MEHSUTUCH TIPOMOPITMOHATBHO B J103aX 10 30 MT' BKITFOUHTEIHHO.

Bcacwvleanue

[Tocne mpuéma BHYTpH Mpenapar BCachIBA€TCs B KEITYIOYHO-KUIIIEYHOM TPAKTEe, a MAaKCUMaJbHas
KOHIIEHTpAallMs MAalUTeHTaHa B TIUIa3Me€ KPOBHM JOCTUTAaeTCAd MPUONIHU3UTENLHO dYepe3 & d.
CHIKEHHE KOHIICHTPAIlMM MAlMTEHTaHa M €ro akTUBHOTO MeTabonuTa B IUIa3ME KpPOBHU
MIPOUCXOUT MEAJICHHO - MEePUOJI MOJYBbIBEACHNUS MAIIUTEHTAaHA U €ro aKTUBHOTO MeTabonuTta
cocTaBisaeT 16 94 u 48 4, COOTBETCTBEHHO.

[Ipuém numm He BIMSET HA BCAChIBAHME MALIUTEHTAHA, I03TOMY MpErnapaT MOKHO NPUHUMATH
BHE 3aBUCMMOCTH OT BPEMEHU €€ mpuéma.

Pacnpeoenenue

ManuTeHTaH U e€ro akTUBHBIH MeTa0OJIMT B BBICOKOH crereHu (6osee 99 %) cms3pIiBatoTCs C
OenKaMu MJ1a3Mbl KPOBH, TJIABHBIM 00pa3oM, ¢ alb,OYMHUHOM U, B MEHbIIIEH CTENEHH, C 0.1~ KUCIbIM
TJIMKOMIPOTEMHOM. MaAITUTEHTaH M €ro akTHBHBIM MeTa0OIUT CBOOOTHO pACIpENesSioTCsS B
TKaHIX, UX KOXYIUUCS 00bEM pactipeneneHus coctaisieT 50 1 u 40 1, COOTBETCTBEHHO.
buompancgpopmayus
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Manurenran nmeet 4 myTu Meradonm3mMa. OKUCIUTEIRHOE JENPOMIMPOBAHUE CYIb(haMuaHON
TpyNIbI MPUBOAUT K 00pa30BaHHUIO aKTUBHOTO MeTabonuTa. J[aHHAs peakius OCYIIECTBISIETCS
cucremoit muroxpoma P450, B ocHoBaoM m3opepmerTom CYP3A4 (okomno 99 %) ¢ HeOombIIIM
yuactueM nzodepmentos CYP2C8, CYP2C9 u CYP2C19. AKTuBHBINA METa0OIUT MAllUTEHTaHA
IUPKYJIUPYET B IIa3Me KPOBU M MOXKET OKa3bIBaTh (hapMaKOJOTHYECKOE JICHCTBUE, CXOJIHOE C
JeiicTBreM MaluTeHTaHa. [[pyrue myTu meTaboinu3Ma HEe BHOCAT BKJIAA B (papMaKoJIOTHYECKOE
nevicteue. st atux myrtedt mertabonmmsma m3odepment CYP2CY urpaer OCHOBHYHO pOJib C
HebospMM yuactueM nzogpepmentoB CYP2C8, CYP2C19 u CYP3A4.

Buviseoenue

ManuTeHTaH BBIBOJUTCS B TIPOLECCE AKTUBHOTO MeETa0O0JM3Ma, KOTOPBIA MPOUCXOIHUT
npeuMytiecTBeHHO B neueHu. Oxosio 50 % npuHATON 10361 BEIBOAUTCS MOYKAMH.

Ocobvle epynnvl nayueHmos

Ha ¢apmakoknHETHKY MalUTEHTaHA U €ro aKTUBHOTO METa0O0JIMTa HE OKa3bIBAIOT KIIMHUYECKU
3HaYMMOTO BIIMSTHUS TAKHUE TIOKA3aTeNN, KaK BO3PACT, TIOJ M ATHUYECKAsT IPUHAIIC)KHOCTb.
Hapywenue ¢ynxyuu novex

OTMeYeHO, YTO KOHIIEHTpAIUsl MAIlMTEHTaHa W €ro aKTHBHOI'O METAa0OJHMTa B IUIa3ME KPOBH
MalMCHTOB C MMOYEeYHOU HEJIOCTaTOYHOCTHIO TOKEION CTCIICHU (xupeHc
kpeatrHrHA <30 Mi/MUH) ToBbImasiack B 1,3 u 1,6 pa3a, cOOTBETCTBEHHO. TeM He MeHee, ITO
MOBBIIIEHUE PACIIECHUBACTCS KaK HE UMEIoIee KITMHNYECKON 3HAYMMOCTH.

Hapywenue ¢ynkyuu nevenu

KoHnenTpanus mManuTeHTaHa B IJ1a3Me€ KPOBH MAIIMEHTOB C MEYEHOYHOM HEI0CTATOYHOCTHIO
JICTKOM, CpeTHEH 1 TSOKEJION CTENeHH TshKeCTH CHIbKanach Ha 21 %, 34 % u 6 %, coOTBETCTBEHHO,
a ero aktuBHOro meradonurta - Ha 20 %, 25 % u 25 %, cooTBercTBeHHO. [laHHOE HM3MEHEHHE

PaCCHUBACTCA KaK HC UMCIOIIICC KIMHAYECKON 3HAYNMOCTH.

IMoxa3aHusi K NPUMeEHEHHIO

OncamMut®, B BUAE MOHOTEpAalWUd WJIM B BHJE KOMOMHUPOBAHHOW TepamuM, MOKazaH st
JOJITOCPOYHOTIO JIeUEHHS JIETOYHOM apTeprainbHoil runepren3uu (JIAIY) y B3pocibIx nmannueHToB ¢
¢ynkunonansabM KinaccoM (PK) 11 u Il mo knaccuduranun BO3, BI04as HANONATUYECKYIO U
Hacneacteennyro  JIAI, JIAI, accomuupoBaHHYI0O C CHCTEMHBIMH  3a00JI€BaHUSIMH
coeqUHUTENbHOM TKaHu, u JIAI, accoUMHMpPOBaHHYIO € KOMIIEHCUPOBAaHHBIM IIPOCTBIM

BPOKJIEHHBIM IMMOPOKOM CEp/Ila.

HpOTI/lBOHOKa3aHI/Iﬂ
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[ToBbllieHHasT 4yBCTBUTEIBHOCTh K MAalUTEHTaHYy W/WIM JIOOOMY U3 KOMIIOHEHTOB
npenapara;

Penxo Bcrpeuaromiascs BpOXAEHHAS HEMEPEHOCHMOCTh TajlaKTO3bl, JEGUIUT JaKTa3bl U
CHHJPOM TJIFOKO30-TJIAKTO3HOW MasibaOCOpOLUK, WM MOBBIIIEHHAs! YyBCTBUTEIBHOCTh K
Oenky co (TIpenapat CoIEPKUT JIAKTO3y U JICLIUTHH, MOyYeHHBINH U3 CON);

bepemeHHOCTS;

[lepuon rpyJHOrO BCKapMJIMBaHUS;

[Ipumenenue mpemnapara y XEHIIUH C COXPAHEHHBIM JETOPOIAHBIM MOTEHLHAJIOM, HE
MOJIb3YIOIIUXCS HAJIS)KHBIMU METOIaMU KOHTPALICTIIIUH;

Tsoxénast crenens neu€HouHol HegocTtatrouHocTH (10 6amutoB u BeIe To mkane Yaitnma-
[1p10), KaK B cilydae IMarHOCTUPOBAHHOIO IIUPPO3a MEYCHHU, TaK U Oe3 Hero;

Hcxonnoe MOBBILIICHHUE AKTUBHOCTHU «TEeYEHOYHBIX» TpaHCaMUHA3 -
anmannHamuHOTpaHcdepassl (AJIT) u/umm acnapraramunorpancdepassl (ACT) 6osee uem
B 3 pa3a 1o CpaBHECHHIO C BepxHeu rpanurieii Hopmsl (BI'H);

[Touyeunast HeTOCTATOYHOCTH TSHKENOM cTenenn (KaupeHc kpeatnHuaa <30 MII/MUH), B TOM
YHClie, U P HEOOXOAUMOCTH Juaiin3a (HeT KIMHUYECKUX JIaHHBIX);

Bospacr 10 18 et (orpaHMYeHHBII ONBIT KIMHAYECKOTO TPUMEHEHHUS).

C 0CTOPOKHOCTHIO

AHeMus TSOKENON cTENEeHU Mepel HadalloM JeueHus npenaparom Oncamur®,

VY mammenToB ¢ JIAI' | ®K mo wmaccudpukanmm BO3 (HemocTaTOuHO KIMHUYECKUX
JAHHBIX);

Hapymienue GpyHKImu neyeHn ymepenHoi crenenu (7 - 9 6amios mo mikane Yaiinna-I1s10);
V¥ nmauuentoB ¢ JIAT, accounnpoannoii ¢ BUU-undeknueli, npuMeHeHUEM JIEKapCTB U
TOKCUHOB (KIIMHUYECKHE TaHHBIC OTPAHUYECHBI);

[Ipy coBMeCTHOM NPUMEHEHHH C MONITHBIMH WHruOuTOpamu u3zopepmenta CYP3A4
(HampuMep: UTpaKOHA30Jl, KETOKOHA30J1, BOPUKOHA30J1, KITAPUTPOMHUIIMH, TEIUTPOMUIIUH,
He(ha300H, pUTOHABUP U CAKBUHABHP);

IIpy coBMecTHOM NIpPUMEHEHHMH C MOUIHBIMH HHAyKTOopamu uszodpepmeHta CYP3A4
(manmpumep: pudammuimH, 3Bepo0oi MPOABIPABICHHBIN, KapOaMa3enuH, GeHUTONH);
[Tpu coBMECTHOM MPUMEHEHUH ¢ YMEPSHHBIMU JIBOMHBIMU HHTUOUTOPaMH U30()EPMEHTOB

CYP3A4 u CYP2C9 (manmpumep, (hayKoHA30JI U aMHOJAPOH);

Jlannas sepcus uncmpyrkyuu oeticmeumenvra ¢ 19.06.2023



e [lpu COBMECTHOM NPHUMEHEHHH C yMEpeHHbIM HHTHOUTOpoM wu3odepmenta CYP3A4
(Hampumep, TUTPOMIOKCAINH, [TUKIOCIOPUH, TUITHA3EM, SPUTPOMUIIMH, BEpariaMil) U

yMepeHHBIM HHruouTopoM uzodepmenta CYP2C9 (manmpumep, MUKOHA30JI, TTUTICPHUH ).

IIpnmeneHne npu 6epeMEHHOCTH M B IIEPHOJ I'PYIHOI0 BCKAPMJIMBAHUA

IIpumenenue y dcenujun 0emopooHnozo eospacma/Konmpayenyus y Mys#cuun u JceHujun
Jleuenue npemnaparomM OncaMuT® KEHUIMH C COXPaHEHHBIM PENpOAYKTUBHBIM MOTEHIHAIOM
ClIelyeT HauMHATh TOJIBKO IOCIIE€ MOATBEP)K/IECHUSI OTCYTCTBUS OepeMeHHOocTH. Bpaun o0s13aHBbI
JIaTh PEKOMEHJIALMHU 10 MPEIYIPEKACHUI0 OEPEMEHHOCTH, a MALIUEHTKaM CIIEyeT UCIOIb30BaTh
HaAEKHbIE METOJIbl KOHTpALENUU B MEpUOJ JieueHus npenapatoM Oncamur® u B TedeHue |
Mecsil1a IOCIe €ro 3aBepUICHHUS.

Bo Bpems Tepanuu npenapaTtoM peKOMEHAYETCs €KEMECIYHO MPOBOANUTH TECT Ha OEPEMEHHOCTb.
bepemennocms

Jannsle o npuMeHeHHto mpenapata OncamMuT® BO BpeMsi OEpEMEHHOCTH OTCYTCTBYIOT. B
JOKJIMHUYECKUX HCCIIEIOBAaHUAX YCTAHOBJIEHA PEHNPOLYKTHBHAs TOKCHMYHOCTb MAallUTEHTaHa.
[Ipumenenue mnpenapara OncamMuTr® npu OEPEMEHHOCTH My IKEHIIUH C COXPaHEHHBIM
JNETOPOAHBIM TOTEHUMAIOM, HE MOJb3YIOIIMXCA HAASKHBIMA METOJaMHM KOHTpALENINH,
MPOTHBOMNIOKAa3aHO (cM. pasznen «IIpoTuBorokazaHus»).

I'pyonoe eckapmausanue

He ycranoBieHo, NMpOHMKAaeT M MAIUTEHTaH B TIpyAHoe Mosoko. [Ipu HeoOxomumoctu
npuMeHeHus npenaparta OncaMuT® rpyIHO€ BCKApMIIMBAHUE CIEAYET IPEKPATUTD.

Bruanue na cnepmamocenes

VY caMIIOB XMBOTHBIX OTMEYEHO pa3BUTHUE TECTHKYJSPHOW aTpopuu Iocie NPUMEHEHHUS
MalUTEeHTaHa. Y TMAalUeHTOB, NPUHUMABIIUX AHTArOHUCTBl PELENTOPOB K JHJOTENHHY,
HAOII0ATIOCh CHMKEHHE YHUCIIa CIIEPMAaTO30MI0B. MaluTeHTaH, Kak U Jpyrue Ipernaparbl

JaHHOI'O KJIacCa, MOXET He6HaFOHpI/I$ITHO BJIMATH Ha CIICPMATOI'CHES3 Y MY>KYHH.

Cnoco0 npuMeHeHus U 103bl

JledyeHue npenapaToM J0JIKHO IPOBOJUTHCS BpauyoM, UMEIOLIUM OnbIT jteueHus JIAT.

[Ipenapar Oncamut® npumeHstoT BHYTpS B 103¢ 10 mr (1 Tabnerka) 1 pa3 B IeHb, HE3aBUCHUMO OT
BpeMeHM npuéma nuuy. Talnerka, MOKphITas IIEHOYHOM 000JIOUKON, HE MpeaHa3HauYeHa IS
pasnaMbIBaHUA U, B CBA3U C OTHM, €€ CIEAyeT IIPOIJIaThIBaTh LIEITUKOM, 3alMBasi JOCTATOYHBIM

KOJINYCCTBOM BOJIHI.
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OncaMuT® HEOOXOIUMO NPUHUMATh KaXIblH A€Hb B OJHO M TO e Bpems. Eciau mamueHt
nponycTiil 03y mpenapara OmncamMuT®, e€ HY)KHO NMPHHATH KaK MOXHO ObICTpee, M 3aTeM
IPOAOIDKUTh pEryyspHbIi npuéM mpenapata B oOblyHOE Bpems. He cienyer mpuHHMATh

OJIHOBPEMEHHO JIBE TaOJETKH MperapaTa, 4TOObl BOCIIOIHUTE MPOITYIICHHYTO 103Y.

Ocoobvle epynnbl nayuenmoes

Toowcunvie nayuenmsi: KOppeKLns 1036l HE TpeOyeTCsl y MAlMEHTOB B Bo3pacTe 65 JIeT U cTapiie.

Iayuenmoul ¢ Hapywienuem @ynkyuu nouex. Ha OCHOBAaHHM JAHHBIX (apMaKOKMHETUYECKUX
WCCIIEIOBAaHU KOPPEKIHsI J03bI HE TpeOyeTcsi y MalueHTOB C HapylleHHeM (YHKIHMU TOYEK.
Knuandeckne naHHbe O mnpuMeHeHWH Tnpenapara Omncamut® y mnaruentoB ¢ JIAIT u
COIYTCTBYIOIIIEH IIOYE€YHOMN HEJI0CTaTOYHOCTBIO TSKEIION CTEIIEHU (kupeHc
kpeatrHuHa <30 MJI/MHH) OTCYTCTBYIOT. OnicaMUT® HE PEKOMEHIYETCS IPUMEHSTH Y MaIleHTOB,

HaAXOJSIIUXCS HA remMoauaiu3e (cM. pasaen «[[poTHBOMOKa3aHUS»).

Iayuenmoul ¢ napywenuem ¢ynkyuu nedenu: Ha OCHOBAHUU JTAHHBIX (apMaKOKHMHETHUYECKUX
UCCIIEIOBAaHUIM KOPPEKLUs J103bl HEe TpeOyeTcsl y MallMeHTOB C HapylIeHHEeM (DYHKIUH MeYeHH
NETKOM, cpenHed M TsKENOM creneHd. KimHM4Yeckwe naHHBIE O IPUMEHEHHM IIpenapara
Oncamut® y nauuentoB ¢ JIAI' u conmyTcTBytomel neuéHOYHON HEAOCTaTOUYHOCTBIO CpelHEH 1
TsOKEIOW  CcTereHn OTCYTCTBYIOT. IIpumenenue mpemapara OrcaMut® Tpu  TEYEHOUHOM
HEJIOCTATOYHOCTH TSKEION CTENEHU WIH IPU KIMHWYECKH 3HAYMMOM ITOBBINICHUN aKTHUBHOCTH
«mey€HOYHBIX» TpaHcamMuHa3 (Oosee ueM B 3 pasa o cpaBHeHuo ¢ B'H) npotuBonoka3zano (cM.

pasnen «[IpoTHBONOKA3aHUNY).

Hemu

BesonacHocTh 1 3¢ dekTuBHOCTH mpenapata OncamMut® y neTeil ¥ MOJPOCTKOB B BO3pAcTe JI0

18 et He ObUIM yCTaHOBICHBI. JlaHHBIE OTCYTCTBYIOT (CM. pa3aen «IIpoTHBONOKa3aHH»).

Ilo0ounHoe neiicTBue

be3onmacHocTh mnpumeHenus mnpemnapara OrncaMuT® OLIGHMBAIM B paMKax KIMHHUYECKOTO
HcclieoBaHus ¢ yyactueM 742 manueHToB ¢ cumntoMHon JIAT (uccnenosanne SERAPHIN).
Hawubonee vacto BcTpewarommmucs HexenaTeabHbIMU peakiusavu (HP) y mamumentoB ¢ JIAT
obutn Hazogpapunrut (14 %), ronosuas 6ons (13,6 %) n anemus (13,2 %). bonpmmuacTeo HP
ObUIM OT JIETKOM 1O cpefHeil cTemeHu TsbkecTd. Kpome Toro, mpeactaBieHbl CBEIEHHUS O

HCKCJIIATCIIbHBIX PCAKIUAX, BBIIBJICHHBIX B XOAC MOCTPETUCTPAIMOHHOT'O IPUMCHCHUA.
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HP, cBs3anHBICe ¢ NMPUMEHEHHWEM MAlNWTEHTaHA, NPEJCTaBICHBI HMKE U KIACCU(HUIIMPOBAHBI
cornacHo cucteme MedDRA.

Jlnst o603HaueHus yactotl HP ucnones3yercs ciemyromas kiaccupukanus: oueHs yacto (> 1/10
ciydaeB); yacto (> 1/100, < 1/10); mewacto (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000);
o4eHb peako (< 1/10000) u gacToTa He yCTaHOBICHA (YacTOoTa HE MOXKET OBbITh OIpejeieHa U3

HUMCIOIIINXCA I[aHHBIX) .

Hungexyuonnvie u napasumapHvie 3a601e6anus
OueHnb 9acTo: Ha30(hapUHTUT, OPOHXHT.

Yacro: papuHTHUT, IPUNTIONOJO0HBINA CHHAPOM, HH(EKIIUS MOUEBBIBOAAIIUX MTyTEH.

Hapywenus co cmoponvl kposu u aumghamuyueckoti cucmembi
OueHp YacTo: aHEMUSI, CHIKEHHE YPOBHS FeMOTIo61Ha’.

Yacro: HeﬁKOHeHHHG, TpOM6OI_[I/ITOHeHI/I${7.

Hapywenus co cmoponsl uMMmyHHOU cucmemol
Hewacro: peakiiuy runepuyBCTBUTENBHOCTH (HalIpUMEP AaHTMOHEBPOTHUECKUN OTEK, KOJKHBIN 3y 11,

KOJKHAas ChInb)’.

Hapywenus co cmopomnst nepeHoti cucmembl

OuyeHb 4acTo: roJoBHasa 00JIb.

Hapywenus co cmoponwl cocyoos

aCTo. apTepHalibHas THIOTCH3UA ™, IIPHUJINBbI
q 2

Hapywenus co cmoponwl ovixamenvHoti cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPpeooCmeHUs

YacTo: «3aJ105KEHHOCTh) HOC&l.

HapymeHuﬂ CO CMOPOHbL nevYeHUu U 91‘6‘6]11{66171606}11/{414)(? nymeﬁ

YacTo: MOBBIIICHNE AKTUBHOCTH «IICYEHOIHBIX)) TpchaMI/IH2134.

Obwue paccmpoiicmea u HapyuleHus 8 Mecme 86e0eHuUs

Ouenb 4acTo: nepru(epuIecKnue OTEKH, 3a1ePiKKa KHUIKOCTH .
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! JlanHble momydeHBl B paMKaxX PYyTHHHOTO (hapMaKOHAI30pa C YacTOTOH, OCHOBAaHHOH Ha
pe3yibTarax mianedo-KOHTPOIUPYEMBIX KITMHHUECKUX UCCIIETOBAaHUMA.

2 CiiemyeT OTMETHTD, 4TO TIOSIBJIEHHE apTepHaTbHOM THIIOTEH3HH OBIIO CBA3aHO C NPUMEHEHHEM
T0OBIX AHTArOHHUCTOB PELENITOPOB HHAOTENMHA-1, BKIIOYas MauMTeHTaH. B monrocpodnom
Ma1e00-KOHTPOJIUPYEMOM  McclefioBaHuu  y manueHToB ¢ JIADT cioyuam aprepuanbHOM
runoreH3uu Habmoganuck y 7,0 % nanuenTtos, nonyvaBmux Omncamut®, u 'y 4,4 % - B rpymme
mwianebo.

3 U3 mpyrux HP, cBS3aHHBIX ¢ IPUMEMOM aHTATOHMCTOB PEIENTOPOB SHAOTENMHA-1, BKIIOUas
MalUTEHTaH, OTMEYaloT Mepudepruyeckue OTEKHU/3aepKKY KHUIKOCTH. B  moarocpoynom
JIBOWHOM CJIETIOM HccieloBaHuu y nanueHToB ¢ JIAD yacrora nepudepuueckunx orékoB kak HP
B rpymnre ManuTeHTana 10 mr u rpyme miarnebo coctauia 21,9 % u 20,5 % coorBercTBeHHO. B
JIBOWHOM CJIETIOM MCCIIEJJOBAaHUM Yy MAIMEHTOB C MIUONATHYECKUM JIErOYHBIM (puOpo3om
nepudepuyeckue oréku kak HP 3aperucrpupoBansl B rpynne MauuteHTasa u mianedo y 11,8 %
n 6,8 % nmanueHToB, COOTBETCTBEHHO. B JByX IBOMHBIX CIIENBIX UCCIEJOBAHMSX Y MAlMEHTOB C
JTUTUTATBHBIMU SI3BaMH KOHUMKOB TaJbIeB Ha (JOHE CUCTEMHOM ckiepojaepmuu dactota HP B
Buje nepudepuueckux orékoB cocrapmina 13,4 - 16,1 % B rpynne mauutentana 10 mr u B 6,2-

4,5 % B rpynme mianeoo.

OmKnonenusn 1a60pamopHsIx nokazamenei

4 «Ileuénounvie» mpancamunasvl: 4aCTOTA MOBBILICHUS AKTUBHOCTH «IIEYEHOYHBIX» TPAHCAMHUHA3
(AJIT/ACT) > 3 pa3 o cpaBuenuto ¢ BI'H cocraBuna 3,4 % y manuenTos ¢ JIAT', mpuHUMaBIIHX
Oncamut®, n'y 4,5 % - B rpynme miane6o. [loBplneHne akTMBHOCTH > 5 pa3 1o cpaBHeHnto ¢ BI'H
HaOmomanock y 2,5 % naruerTos, npuaEMaBmux Oncamut®, n'y 2 % - B rpynme miameoo.

S ['emoznobun: TpUMEHEHHE MAlUTEHTaHa B 103¢ 10 MI' COIPOBOKIANIOCH CHUKEHHEM YPOBHS
reMorjioOmHa 1O CpaBHEHUIO C Iiamebo, B cpeaneMm, Ha 10 r/m. CHuXeHHUE YPOBHS
remoryiobuna ke 100 r/nm Habnroganocs y 8,7 % nanueHToB, MPUHUMABIINX MAITUTCHTAH B 103€
10 wrr, u y 3.4% MAIUEHTOB - B rpyIime maneoo.
6 Jletikoyumui: 'y mnammentoB ¢ JIAL, nomywapmmx OrncamuT®, HaGIIOJANOCh CHIDKEHHE
coJiep KaHusl JICHKOIMTOB OT HCXOAHBIX 3HAUEHUH, B cpenHeM, Ha 0,7 X 10°/1. B rpyI1Ie mianedo
CHIDKCHUS COJIePIKaHUs JICUKOLIUTOB HE HAOIIOAaI0Ch.

" Tpomboyumoi: neuenue npenaparom OICaMHUT® COMPOBOKAATOCH CHUKEHMEM COIEPIKAHUS
TpoMOOIUTOB, B cpeaHeM, Ha 17 x 1091, a B rpynme mmane6o — na 11 x 10%.

Be3onacHocTh AUTEILHON Tepanuu

N3 742 manueHTOB, y4aCTBOBABIIMX B PErHCTPAIMOHHOM JIBOWHOM CJIETIOM HCCIIEIOBAaHUU

SERAPHIN, 550 nepenuiu B 10ATOCPOYHOE UCCIEAOBAHUE OTKPHITOTO IIPOJIOJIKCHUS TEPATUH
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(koropra OTKPHITOr0 MPOAOKCHHS TEpaK BKIIFoUaaa 182 manuenrta, mpoa0KUBIIHX IPUEM
ManuTeHTaHa B 1o3e 10 Mr, u 368 marueHToB, MOTyYaBIIKUX Manedo Ui MallUTeHTaH B J103€
3 Mr u nepeuieux Ha MauTeHTaH B 1o3e 10 mr).

[To pgaHHBIM [ONTOCPOYHOTO HAOMIOACHUS 3a HATUMU 550 manweHTaMu C MeAuaHoM
JUTITETBHOCTH JieueHusl 3,3 ToJa W MakCUMalbHOU mmmTensbHOcThi0 10,9 roma mpoduib
0e30MacHOCTH COOTBETCTBOBAJ OMWCAHHOMY BBIIIE JUIsi (pa3bl NBOWHOW ClEmoi Tepamuu

ucciaenosanusa SERAPHIN.

Ilepeno3upoBka
Haubonee wdyacto BcTpedarOUMUCS CHMITOMAaMH  IEPEIO3UPOBKH IPH  MPUMEHEHUU
MallUTEHTaHa B OJJHOKpaTHOM 103€ 710 600 Mr y 310pOBBIX TOOPOBOJIBbIIEB OBLIN TOJIOBHAS 0OJIb,
TOILIHOTA U PBOTA.
B cnyuyae mepeno3mpoBKH MOXKET MOTPEOOBATbCS MPUMEHEHHE CHMITOMATUYECKON TEepamui.
[IpunHrMast BO BHUMaHHE BBICOKYIO CTEIIEHb CBSI3bIBAHMS MAalUTEHTaHA C OeJIKaMHU TJ1a3Mbl KPOBH,

MPUMEHEHHE TeMorann3a Manod(h(HEeKTUBHO.

B3anMmopeiicTBHe ¢ APYrUMH JIEKAPCTBEHHBIMHU CPEICTBAMH

Uccnenosanud in vitro

W3odepment muroxpoma P450 - CYP3A4 — ocHOBHOH H30(EpMEHT, YYacTBYIOIIMH B
MeTa0oIM3Me MaIlUTEHTaHa U 00pa30BaHUH €T0 AKTHBHOTO METa0O0JINTA, C HEOOIBIINM y4acTHEM
m3opepmentoB CYP2C8, CYP2C9 u CYP2C19 (cm. paznen «DapMakokuHETHKa» ). MaluTeHTan
Y €ro akTUBHBIA METa0OJHUT HE XapaKTEePU3YIOTCS KIMHUYECKH 3HAYNMBIM HHTHOUPYIOIIAM HITH

UHAYLHUPYIOIUM JIeficTBHEeM Ha n3opepMeHThl nutoxpoma P450.

ManuTeHTaH ¥ €ro akTUBHBIA MEeTa0O0JIUT B KIIMHUYECKH 3HAUUMBIX KOHIICHTPALUAX HE SIBIISIOTCS
WHTUOUTOpPaMU TPAaHCHOPTHBIX CHUCTEM I€YEHM U TOYEeK, B TOM 4YHUCJIE IOJUIENTH]IOB,
Tpancnoptupyomux opranudeckue aHuonsl (OATPIB1I u OATPIB3). ManuTteHtan u ero
aKTUBHBII MeTa0OoIUT He SBIAOTCA 3HauMMbIMU cyOctparamu OATPIB1 u OATPIB3, a

MOCTYMAIOT B KJIETKU NEUEHH MyTeM NacCuBHOU quddy3un.

MarnuTeHTaH U ero akTUBHBIM METa0O0JIUT B KIIMHUYECKU 3HAUUMbIX KOHIICHTPAIUSAX HE SIBISIFOTCS
MHTHUOUTOPAMHU BBIBOINMX MEYEHOUYHBIX WM MOYEYHBIX TPAHCHOPTEPOB, B TOM dmcie Oenka,
aCCOLMMPOBAHHOTO C JICKAPCTBCHHOM MynbTHpe3ucTeHTHOCThIO (P-gp, MDR-1), a Takke Genka
9KCTPY3HHM JIEKapCTBEHHBbIX IpenaparoB U TokcuHOB (MATE]1 u MATE2-K). Manutentan He
sBisieTcst cyoctparom Pgp/MDR-1.
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B kmuHWYeCKM 3HAUMMBIX KOHIICHTPAIMSAX MAIUTEHTAaH W €ro AakTHBHBIA METaboNUT He
B3aUMO/JICHCTBYIOT ¢ OeIKaMU, yYaCTBYIOLIMMH B TPAHCIIOPTE COJIEH KETYHBIX KUCIIOT B TICUEHH,
TO €CTh C B3KCHopTupyromeil mommnoil xemunbix kucinotr (BSEP) u Harpuii-taypoxonaTHbIM
NoJHUIENTUHbIM Ko-Tpancnoptépom (NTCP).

Uccnenosanus in vivo

Mownvre undykmopuol uzogepmenma CYP3A4: cOBMECTHOE NMPUMEHEHHE C PH(PAMITHIIMHOM,
MolHbIM HHAYKTOpoM H3opepmenta CYP3A4, B noze 600 Mr B 1eHb, IPUBOANIO K CHUKEHHIO
PaBHOBECHOMW DKCIIO3UIIMH MalUTeHTaHa Ha 79 %, olHaKO HE M3MEHSUIO HKCIIO3UIINIO aKTHBHOTO
Merabomuta. Heo6Xxonumo yuuThiBaTh CHHMXeHHE 3(p(eKTUBHOCTH mpenapara Oncamut® mnpu
COBMECTHOM NPHMEHEHUU C MOIIHBIMU HHAyKTOpamu uzopepmenta CYP3A4, takumu Kak
pudamnunud. Crnexyer wu30eratb COBMECTHOTO IPUMEHEHHUS MAIUTEHTaHa C MOIHBIMU
uaaykropamu  u3odpepmenta  CYP3A4  (mampumep,  pudamnuuuHOM,  3BepoOoeM

MPOBIPSIBIICHHBIM, KapOamazernuHoM, (heHUTOMHOM) (CM. paszaen «OcoObie yKazaHHs»).

Kemoxonazon: coBMecTHOe NMpHUMEHEHHE KETOKOHA30JIa, MOIIHOTO MHTHOWTOpa M3ohepMeHTa
CYP3AA4, B no3e 400 mr 1 pa3 B IcHb COIMPOBOXKAATIOCH IBYKPATHBIM MOBBIIICHUEM JKCITO3UIIAN
MalUTEHTaHa B Ma3Me KpoBU. [Ipyu cOBMECTHOM MPUMEHEHUH C KETOKOHa30JI0M B g03e 200 mr
2pa3a B JeHb, HUCXOAd U3 (HAPMAKOKMHETHYECKOTO MOJICIIUPOBAHMS, OCHOBAHHOTO Ha
(hU3HONIOTrMYEeCKUX TMPUHIUNAX, MPEANONaracTcss MPUOTUZUTEIBHO TPEXKPATHOE YBEIUYCHHE
IKCIIO3UIIMM MAaIlMTeHTaHa. l[Ipu WHTEepHperanuu S3TUX JaHHBIX HEOOXOJMMO YYHUTHIBATH
HETOYHOCTH, MPHUCYIINE MOJCIUPOBAHUIO. DKCIO3UIUS aKTUBHOTO METa0OJMuTa MAalMTeHTaHa
IpU 3TOM yMeHbInanach Ha 26 %. HeoOxomumo coOmonaTh OCTOPOKHOCTb MPU COBMECTHOM
MPUMEHCHUHM MallMTCHTaHa C MOIIHBbIMH WHruouropamu usopepmenta CYP3A4 (cMm. pasmen

«Oco0ble yKa3aHus»).

@nykonazon: IpU COBMECTHOM IPUMEHEHUH ¢ (IyKoHa30510M B Jj03€ 400 Mr B JIeHb, yMEPEHHBIM
nBoWHBIM  mHTHOMTOpOM  m3odepmentoB  CYP3A4 wu  CYP2CY9, mno  maHHBIM
(apMaKOKMHETUYECKOTO MOJEIHPOBAHUS, OCHOBAHHOTO Ha (PU3HOJIOTMYECKUX TPHUHIMIIAX,
HKCTIIO3HIINS MAIMTEHTaHA MOXKET YBEIIMUUTHCS PUMEPHO B 3,8 paza. TeM He MeHee, KITHHUYECKA
3HaYMMO€ U3MEHEHHE SKCIIO3UIMH aKTUBHOTO METab0IMTa MallUTEHTaHa HE ObUIO YCTaHOBJIEHO.
[lpy wHTEpHIpeTanuu OSTHUX NAaHHBIX HEOOXOIUMO YYHTBIBATH HETOYHOCTH, NPUCYIIHE
MojenupoBanuio. Cieayer coOm0gaTh OCTOPOKHOCTH IPHU  COBMECTHOM NPUMEHEHHUHU
MAaIMTEHTaHa C YMEPEHHbIMU ABOWHBIMH MHTHOMTOpamMu m3opepmentoB CYP3A4 u CYP2C9
(mampumep, GiryKoHa301 U aMuoAapoH) (cM. pazaen «OcoOble yKazaHus»).
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HeobxoauMo coOmoaTh OCTOPOXKHOCTH IIPH COBMECTHOM TNPUMEHEHWH MAalUTEHTaHA C
yMepeHHbIM HHruouTopoM uzopepmenta CYP3A4 (Hanpumep, UnpodaoKkcauH, HUKIOCIIOPUH,
TAIITHA3eM, SPUTPOMUIIMH, BEpariaMmiI) U yMepeHHbIM uHruomropom mu3odepmenta CYP2C9

(HanpuMmep, MHKOHAa30J1, munepuH) (cM. paznen «OcoOble yKa3aHus»).

Bapgapun: mHOTOKpaTHOE MpUMEHEHUE MaluTeHTaHa B 103¢ 10 mr 1 pa3 B JileHb HE BIUSIIO Ha
KOHIIEHTPAIlMI0 B Tula3Me KpoBu S-Bapdapuwna (cybctpar m3odepmenta CYP2C9) mmm R-
BapdapuHa (cyoctpar uzodepmenta CYP3A4) mocne npuema pa3oBoii 1036l BaphapuHa 25 Mr.
dapmakogHaAMUYecKui 3P PeKT BaphapruHa Ha MEXKTyHAPOIHOE HOPMAIM30BaHHOE OTHOILIICHHE
HE W3MEHSUICS NpPU COBMECTHOM NPUMEHEHHHM C MAalMTeHTaHOM. Bapdapun He Biausn Ha

(hapMaKOKMHETHKY MAIUTEHTaHA U €r0 aKTUBHOTO METa0OIUTA.

Cundenaghun: paBHOBECHAs SKCHO3UNUS cuiieHaduna, mpumeHsemoro B go3e 20 mr 3 pasa B
JIeHb, MOBBIcUIIAach Ha 15 % npu oAHOBpEMEHHOM NpUMEHEHUH ManuTeHTana B go3ze 10 mr 1 pas
B JicHb. B cBOO ouepens, cunaeHadmi, sBisonmiics cyoctpatom uzodpepmenta CYP3A4, ve
BIMST Ha (apMaKOKMHETHKY MAalUTE€HTaHa, HO BBI3BIBAJ CHMI)KEHHE DKCIO3HUIIMH AaKTHUBHOTO
MeTa0oauTa MaruTeHTaHa Ha 15 %. JlaHHbIe U3MCHEHHUS HEe MMEIOT KIIMHUYECKOM 3HAYMMOCTH.
bonee Toro, adpdexTuBHOCTD M O€30MaCHOCTh MalUTeHTaHa B JeueHUH JIAD mpu coBMecTHOM
MPUMEHEHUH ¢ cujjieHaduinoM ObUIM MOATBEPXKACHBI B paMKax IUIale00-KOHTPOIHPYEMOTO

HCCIIEIOBAHUS.

Luxnocnopun A: coBMecTHOE TIpUMEHEHHE ¢ mUKIocriopuHOoM A B mo3e 100 mr 2 pa3a B JieHb,
uHruouropom uzodpepmenta CYP3A4 1 TpaHCIOPTHOTO MOJNUIIENTHA OPTAHUYECKUX aHHOHOB,
HE OKa3bIBAJIO KJIMHHYECKH 3HAYMMOTO BIIMSHUS HAa PAaBHOBECHYIO HKCIO3HMIIMIO MAIlUTEHTaHA M

€ro aKTUBHOI'O0 MeTa0OJIUTA B KpOBH.

TopmonanvHvie Konmpayenmugvl: MalluTeHTaH B a03¢ 10 Mr oaWH pa3 B JIEHb HE BJIMSI Ha
(hapMaKOKMHETHKY MEePOPATbHBIX KOHTPAIICTITUBHBIX MPEnapaToB (HOPITUCTEPOHA B J103¢ | Mr u

STUHWIACTPAINONA B 103€ 35 MKT).

Ipenapamul-cyocmpamel  benka  pesucmenmuocmu  paxa monounou  oicenesol  (BCRP):
MaruTeHTaH B 103¢ 10 mMr 1 pa3 B IeHb HE OKa3bIBACT BIUSHUS Ha (DapMaKOKHMHETHKY MPENaparos,
SIBIISTFONIMXCST CyOCcTparaMu Oellka PEe3UCTEHTHOCTH paka MOJIOYHOM jkeie3bl (puonmryar 1 mr,

po3yBactatuH 10 mr).
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CTH
HccnenoBanus B3aUMOISHCTBUS C APYrumMu JICKapCTBCHHLIMU CPCACTBAMHA IPOBOJUIUCH TOJIBKO

C Y4acTHEM B3pOCIbIX.
Oco0ble ykazaHus
VY mnauuentoB ¢ JIAI' ®K I, no knaccudukanumum BO3, oTHOmIEHHE 0XHMJIaeMOH MOIb3bI K

BO3MOKHOMY PHUCKY IIPUMEHEHHs MALIUTEHTaHa HE YCTAHOBJICHO.

DvHKIMS TIEYEHN

[ToBrimenne akTuBHOCTH «me4y€HOYHBIX» TpaHncamuHas (AJIT u ACT) accouunpyercs ¢ JIAT u c
MIPUMEHEHHUEM JIPYTUX aHTarOHUCTOB PELENTOPOB 3H0TeNMHA-1. He cneayeT HaunmHaTh Tepanuio
npernapaToM OncaMuT® npu Ne4EHOYHOM HEJOCTATOUHOCTH TSDKEION CTENEHH W MPU HCXOTHOM
MOBBIIICHUT aKTUBHOCTH «IIEUEHOYHBIX» TPaHCAMHIHA3 Oosee ueM B 3 pa3za 1o cpaBHeHuto ¢ BI'H
(cm. paznensl «IIporuBonokasanus» u «Crocob mpuMeHeH s u 103b1»). Heo0x0aumMo npoBoIUTh
TECTBI JIJIs OTIPEICIICHUS] aKTUBHOCTH «IIE€YEHOYHBIX» (PEPMEHTOB J0 Havaa JICYCHHUS perapaToM
Oncamur®.

Crenyer KOHTpPOJIMPOBATh KIMHHUYECKOE COCTOSIHUE NALMEHTOB U BBISBICHHS IPU3HAKOB
Ne4EHOYHON HEIOCTaTOYHOCTH U PEKOMEHI0BAHO €KEMECSIYHO ONpenesaTh akTuBHOCTh AJIT n
ACT. B cnydae niuTenbHOT0 HEOOBICHUMOTO KIIMHUYECKH 3HAYUMOTO MOBBIIIICHUSI aKTHBHOCTH
«TIEYEHOYHBIX» TPAHCAMHUHA3, a TAKXKE B CIydasxX, KOI/la TaKOE IMOBBIILEHUE COMPOBOXKIACTCA
MOBBIIEHUEM KOHIIEHTpauuu OminpyOuHa Oosiee ueM B 2 paza mo cpaBHeHuto ¢ BI'H wumm
KJIMHUYECKUMH CUMIITOMaMU MTOPAKEHHUs IIEYSHHU (HaIIpUMeD, XKENTyXa), IpUMEHEeHHe Mpernapara
HE0OX0UMO MpeKpaTtuTh. Bo300HOBUTH Tepanuio mpenaparoM OncaMuT® MOXKHO JIMIIb Yy
MAIMEeHTOB 0e3 KIMHUYECKHX CHUMIITOMOB TMOPAKEHHs MEYEHU NMPU HOPMAU3alMi aKTUBHOCTH

«IECUYEHOUYHBIX) TpaHCaMHHAa3.

'emornobun

Kak u npu npuMeHeHNH APYTUX aHTarOHUCTOB PEIENITOPOB PHAOTENNHA-1, IeyeHre npenapaTom
OncamMuT® MOXET CONMPOBOKIATbCS CHUKEHHEM TeMoryioonHa. B miane60-KOHTpOIUpyeMbIX
HCCICAOBAHUAX CHMKXCHUC I‘GMOI‘HOGI/IHa, CBA3aHHOC C NMPUMCHCHUCM MAllUTCHTAHA, HC OBLIO
MPOTPECCUPYIONINM, TIOKA3aTeIN CTAOMIM3UPOBAIKNCH TOCHE MEpBHIX 4-12 Hemenb JeUeHUus U
OCTaBaJINCh CTa6I/IHLHLIMI/I B TCUCHHC MINUTCIBHOI'O JICUCHUA. HpI/I MMPpUMCHCHUM IIpCriapaTra

Oncamut®

U JIpyI'MX aHTaroOHUCTOB PELENTOPOB HHIOTENMHA-1 3aperucTpUpOBaHbl CIydau
aHeMUH, MPH KOTOPO# TpeboBasiock MpoBeneHne remorpancdysuu. [Ipumenenne npenapata He

PEKOMEHTyeTCs y TIAIMEHTOB ¢ aHeMHEH TSKENON CTENeHu 10 Havasa JedeHus. KoHmenTpamuio
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reMorJIoOnHa cielyeT U3MEpUTh 0 Havala jedeHus npenapatom OncaMuT® U iajiee moBTOPAThH

aHaJIWu3 B COOTBETCTBUM C KIMHUYCCKOM HGOGXOI{I/IMOCTBIO.

BeHookkiro3uoHHas 001e3Hb JIECKUX

Nmerotcs coobiieHust o crydasx oT€Ka JIETKUX MPU MIPUMEHEHUHU COCYI0PACHIUPSIONINX CPEICTB
(B OCHOBHOM, NPOCTAMKJIMHA) Yy TAIMEHTOB C BEHOOKKIIO3MOHHOW OOJIE3HBIO JETKUX.
CrnenoBatenbHo, eciii Ha (hoHe npuéma npemapara OncamMut® y marueHToB ¢ JIAD mosBisitoTes

MPU3HAKU OTEKA JIETKUX, HEOOXOAUMO YUUTHIBATh BO3MOXHOCTh BEHOOKKIFO3UOHHOM 00JIE3HH.

CoBMecTHOE MPUMEHEHHE ¢ MOLIHBIMUA MHIYKTOpamu uzodhepmenta CYP3A4

[Ipu ogHOBpEMEHHOM MPUMEHEHUH C MOITHBIMU HMHIyKTopamu uzodepmenta CYP3A4 moxer
HaOmomaTecsl cHkeHue dddexTuBHOCTH ManuTeHTaHa. Crnemyer u30erarb COBMECTHOTO
MPUMEHCHUsI MalMTeHTaHa C MOIIHBIMH HHAyKTOopamu wu3opepmenta CYP3A4 (mampumep,
pudamMnuuHOM, 3BepoOOEM MPOABIPSBICHHBIM, KapOamMa3zenuHoM, (peHuTonHOM) (CM. paszien

«B3anmoneiicTBUE C IPYrUMH JIEKAPCTBEHHBIMU CPEJICTBAMM).

CoBMecTHOE IIPUMEHEHNE ¢ MOIIHBIMY nHTrHOnTOpamu nsodepmenra CYP3A4

Heo6xonmumo co6mogaTh OCTOPOXHOCTh HPU COBMECTHOM MPUMEHEHMHM MAalUTEHTaHa C
MOIIHbIMH HHrHOUTOpaMu nzopepmenta CYP3 A4 (Hanpumep, UTPaKOHA30JI0M, KETOKOHA30JI0M,
BOPUKOHA30JI0M, KJIAPUTPOMHUIIMHOM, TEITUTPOMUIIMHOM, HE(Pa30JJ0HOM, pPHUTOHABUPOM U

CaKkBHHaBHUPOM) (cM. pa3zen «B3anMoaelcTBUE ¢ IPYTUMHU JIEKapCTBEHHBIMU CPEJICTBAMUIY ).

CoBMeCTHOE IIPUMEHEHME C YMEPEHHBIMHU ABOWHBIMU nHTrHOMTOpaMu nzodepmentoB CYP3A4 u

CYP2C9 u B xoMOuHamu ¢ yMepeHHbIM naruouropoMm nzodhepmernrta CYP3A4 u yMepeHHBIM

naruburopom uzodepmenta CYP2C9

Heo6xonumo co6mogate OCTOPOXKHOCTb HPU COBMECTHOM IPUMEHEHMHM MAaLUTEHTaHa C
YMEpPEHHbIMU JBOWHBIMH uHTHOMUTOpamMu u3zodpepmentoB CYP3A4 u CYP2C9 (mampumep,
¢bnykoHaszon u ammonmapoH) (cMm. pasgen «BsammozeiicTBHEe ¢ APYrMMH JIEKapCTBEHHBIMHU
CpEICTBaMm»).

HeoGxonumo co0mogate OCTOPOXKHOCTb HPHU COBMECTHOM IPUMEHEHMHM MALUTEHTaHa C
yMepeHHbIMH ~ uHrHOuTOpamu m3opepmenta CYP3A4  (manpumep, UUNpPOQIIOKCALUH,
LUUKJIOCIOPHUH, JWITHA3€M, SPUTPOMUIMH, BepalnaMuwil) M YMEPEHHbIMH HWHTHOMTOpaMu
nzodpepmerta CYP2C9 (manpumep, MukoHa3oj, nunepun) (cM. pasaen «BsaumojelcTBue ¢

JPYTUMHU JIEKapCTBEHHBIMH CPEACTBAMU ).
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Hapyrenne ¢dyHKIIMH ITOYEK

Y manueHToB ¢ mouedHOW HemoctatouHocThio cpemHer (30 mu/mun < KK <50 mui/mMuH) 1
Tsokénor (KK <30 mu/MuH) cTemeHM TSDKECTH TIOBBIICH PHUCK Pa3BUTHS  apTEpUATBHOM
TUIOTeH3UH W aHEMUU TpU NpUMeHeHuu npenapata Oncamut®. B cBsi3u ¢ 3TUM, HEOOXOIMMO
peryssipHO KOHTpoiupoBaTh AJ] M reMornoOMH y Takux HanueHToB. ONBIT KIMHUYECKOTO
IIPUMEHEHUsI MallUTeHTaHa y nanueHToB ¢ JIAI' u mouedyHOM HENOCTaTOYHOCTBIO TSDKEIOU
CTENIEHH OTCYTCTBYET, MOATOMY IpU HA3HAYEHHUU TEpallUM B JAHHOH MONYJIALUH CIEAyeT
co0I0IaTh OCTOPOXKHOCTh. ONBIT MPUMEHEHHs] MAIUTEHTaHa Yy IMAalMEHTOB HAa TeMOJHain3e
OTCYTCTBYET, CJI€ZIOBAaTEIbHO, IPUMEHEHHUE Ipenapata OncaMuT® y JaHHOW IpyMIbl HAllMEHTOB

HE PEKOMEHIYETCS.

JKeHIUHEI ¢ COXpaHEHHBIM JETOPOAHBIM ITOTEHIINAIIOM

Jlns panHero BbIsBICHUS OepeMEHHOCTH BO BpeMsi Tepanuu mnpenaparom Oncamut®

PEKOMCHAYCTCA CIKEMECCAYHO IIPOBOJUTH TCCT HA 6€peM€HHOCTI).

BcnomMorarennHble BElecTBa

Opnna TabneTka rnpemnapara coAaepHUT MeHee 1 MMoIb HaTpHst (23 Mr), 4TO MO3BOJISIET CKa3aTh, YTO

npenapar NpakKTHICCKU HE COACPKUT HATPHA.

Bausinve Ha cOCOOHOCTH YNIPABJISITh TPAHCNIOPTHBIMYU CPEACTBAMH, MEXaHU3MAMH

ManuTeHTaH OKa3bIBa€T HE3HAUUTEIBHOE BIUSHUE HA CIIOCOOHOCTD YIPaBIATh TPAHCIOPTHBIMU
cpelncTBamMu M MexaHu3Mmamu. VccienoBanus mo oneHke Bo3aecTBus npenapara Oncamut® Ha
CIOCOOHOCTh K YMIPABIEHUIO TPAHCHOPTHBIM CPEACTBOM M paboTe ¢ MeXaHu3MaMu He
MpoBOIIIHACE. TeMm He MeHee, OnicaMuT® MOXKET BBI3BIBATh HEXKeNaTebHbIC 2P GEKThI (Hapumep,
TOJIOBHYIO 0OIb, apTepUaIbHYI0 TUMOTEH3UIO), YTO MOXKET OKa3bIBaTh OTPHUIIATEILHOE BIUSHUE

Ha yTpaBJeHHE TPAHCIIOPTHBIM CPEACTBOM U pabOTy C MEXaHU3MaMH.

dopMa BbIIIYCKA

TabneTku, MOKPBITHIE MIEHOYHOU 000104K0i, 10 MT.

Mo 7 wiu 15 Tabnerok B 6nmuctepe u3 [IBX/T1D/TIBAX/antomunneBas ¢oibra.

ITo 4 6muctepa mo 7 TabneTok uiau mo 2 6mucrtepa mo 15 TabneTok BMeCTe ¢ MHCTPYKIHEH IO

MNPHUMCHCHUIO B IMAYKEC KapTOHHOﬁ C DTHUKETKOM KOHTPOJIA BCKPBITHA.

YciaoBus XpaHeHUs

Xpanuth npu Temneparype He Boime 30 °C.
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XpaHUTh B HEAOCTYITHOM JIJIsl IETEH MECTE.

Cpox rognoctu
5 rer.

He IMPUMCEHATH IO UCTCUCHUN CPOKA 'OAHOCTH, YKa3aHHOI'O Ha YITAKOBKE.

YcaoBus ornycka

OTnycKaroT 1o penenty.

IIpousBoauTtean

Okcemna 'm6X u Ko. KI' / Excella GmbH & Co. KG

Hropubeprep Iltpacce 12, 90537 doiixt, I'epmanus / Nuernberger Strasse 12, 90537 Feucht,
Germany

YnakoBka (mepBHYHAS 1 BTOPUYHASA)
ITareon ®panc / Patheon France
40 OynbBap e lllammape, 38300 bByprysu-Xanné, @pannus / 40 boulevard de Champaret, 38300

Bourgoin-Jallieu, France

Bopinyckawmmii KOHTPOJIb KayecTBa
Axrennon @apmacerotukans Jitn. / Actelion Pharmaceuticals Ltd.
I'eBepOerirpacce 16, 4123 AnwsmBuis, IlBeiinapus / Gewerbestrasse 16, 4123 Allschwil,

Switzerland

Jepskaresib (Bjajesiel]) perucTpalioOHHOr0 y10CTOBEPEHUs, OPraHu3alusi, MPUHUMAKIIAs
NpeTeH3nu

000 «/Ixxoncon & JI>xoHcon», Poccus,

121614, r. Mocksa, yi. Kpeutarckas, a. 17, kopm. 2.

KonTaktHbie TenedoHsr:

Ten.: (495) 755-83-57

daxc: (495) 755-83-58
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