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10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

Hpobecapran Kanon

PerucrpanuoHHbIi HOMeP:

Toprosoe HaumenoBanue: VpGecapran Kanon

MesxkayHapoaHoe HeIATEHTOBAHHOE HAUMEHOBaHue: upOecapTaH
JlekapcTBeHHas popMa: TaOICTKH.

Cocras

1 Tabaerka 150 Mr COIEPKUT:

Oeticmsyrowee geugecmeo. upoecaptad 150,0 mr;

8Ccnomozamenvhble Gewjecmea: KpaxMmal KYKYpy3HbIM HpexenaTUHuU3upoBaHHbld 51,0 wr,
Kpockapmesuto3a Hatpus 12,0 mr, takto3s MoHOTHApAT 44,0 Mr, Maraus creapart 2,0 Mr, MOBUIOH
K-30 10,0 mr, tanek 3,0 mr, 11e/1110103a MUKpOKpHUCTaIUTHYecKas 28,0 mr.

1 Tabaerka 300 Mr COIEepKUT:

Oeticmsyrowee geugecmeo. upoecaptad 300,0 mr;

8CnoMo2amenbHble Gewyecmed:; KpaxMmal KyKypy3HbBIH mpexenaTuHu3upoBaHHbd 102,0 wr,
KpockapMmesuio3a HaTpus 24,0 mr, nakTo3sl MoHOTHApAT 88,0 Mr, Mmaraus creapat 4,0 M, TOBUI0H
K-30 20,0 mr, Tanbk 6,0 mMr, HeUIH0103a MUKpOKpUCTauinyeckas 56,0 mr.

Onucanue

TabneTku KpyTible JBOSKOBBIMYKIIBIC ¢ PUCKOU, OeJIoTo Witk modTH Oeroro meeta. Jlomyckaercs
HE3HAYUTEIIbHAS MPAMOPHOCTD.

dapmakoTepaneBTHYecKasi TPYMNINAa: CPEACTBa, JACUCTBYIOIINE HA PEHUH-AaHTHOTEH3HMHOBYIO
CUCTEMY; aHTarOHUCTHI PELENITOPOB aHTHOTeH3uHa [1.

Kon ATX: C09CA04

dapmakoJiornyeckoe aecrpue

Dapmaxoounamuka

HpOecapTaH SBISETCS CEICKTHUBHBIM aHTArOHUCTOM pelenTopoB aHruoreHsuHa Il (tuma ATy).
HpOecaptan He TpeOyeT MeTabOIMYECKON aKTUBALUU JUIsl MPUOOpETeHUs (papMaKoIOruuecKoi
aKTUBHOCTH. AmHTHOTeH3WH Il sBisleTcs BaXHBIM KOMIIOHCHTOM PEHHH-aHTHOTCH3MH-
anprocteporoBoit  cuctemMbl (PAAC) u BoOBieueH B MATOTEHE3 pa3BUTHS apTepUaTbHON
TUTEPTEH3UH, a TAK)KE TOMEOCTa3 HaTPpHsl.

Hpbecapran 6mokupyeT Bee hu3nosiorndecku 3HaunmMbie 3G dexTsl anruoten3uHa I, HesaBucumo

OT HCTOYHHUKA HWJIM IIYTH €ro CHHTE3a, B TOM 4YHUCIIC, €ro CHIJIBHO BBIPA)XCHHEBIC
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peuentops! THHa AT, pacnosiokeHHbIE HAa TOBEPXHOCTHU IJ1aJJKOMBILIIEUHBIX KJIETOK COCYJIOB U B
Kope HaamouyeyHukoB. MpOecapran He 007amaeT aroHUCTUYECKOM AaKTHBHOCTBIO K
ATi-penentopaMm W wuMmeer ropazio Oombinee (6osmee yem B 8500 pa3) cpoacTtBo K
ATi-penentopam, yem k ATz-perentopam (peuentopam, He CBSI3aHHBIM C PEryisiueil paboThl
Cep/IEYHO-COCYAUCTON CUCTEMBI).

HpGecapran ne unrndupyet ¢pepmentsl PAAC (Takue Kak peHUH, aHTHOTSH3HHIIPEBPAIIAIOLITHIA
depment [AIID]) m HEe BIMSET HAa PEUENTOPHI APYrUX TOPMOHOB WJIM HMOHHBIE KaHAJIbI,
Yy4acTBYIOIINE B PETYJIALUU apTepuanbHoro nasieHus (AJl) u romeocrasza Hatpus. biokupoBanue
upOecapranoM ATi-penenTopoB ImpephiBaeT IeNb OOpPaTHOM CBSI3U B CUCTEME pPEHUH-
AQHTMOTEH3UH, YTO MPUBOAUT K YBEIMUYEHHUIO IUIA3MEHHBIX KOHLEHTpAaUuil peHUHa U
anrnotensuHa |l. Ilocme mnpuema wupbecapTaHa B peKOMEHAYEMBIX J103aX IJIa3MEHHas
KOHIIEHTpAIUsl albJ0CTepOHa CHIIKAETCS, HE OKa3bIBasi MIPHU 3TOM CYIIECTBEHHOT'O BIUSHUS Ha
COJIep’)KaHUE Kallusi B CHIBOPOTKE KpPOBHU (CpedHEE 3HAUYEHHWE €ro YBEIMYEHUS COCTaBISET
<0,1MDxB/1). Upbecapran He OKa3bIBaCT 3aMETHOTO BIUSHUS Ha CHBIBOPOTOYHBIC KOHIICHTPAIIUU
TPUTIUIIEPUIIOB, XOJIECTEPHHA U TIIOKO3bl. MpbecapTan He BIMSIET HAa KOHIIEHTPAIMI0 MOYEBOU
KHUCIIOTHI B CBIBOPOTKE KPOBH UM HA CKOPOCTH IKCKPEIIMH MOYEBOU KUCTIOTHI IIOYKAMHU.
AHTUTHIIEPTEH3UBHBIN 2P dekT npbecapTaHa NposBISETCS yKe MOCIe MpUeMa ero nepBoil 103bl
U CTAaHOBUTCS 3HAUYMMBIM B TeueHuWe 1-2 Hemenb NpHeMa, €ro MaKCHUMaJbHBIN
AHTUTUTNIEPTEH3UBHBIA d(dekT mocturaercs Kk 4—6 Hemene JsedeHus. B 10ATOCPOUYHBIX
KJIMHUYECKUX HCCIEIOBaHMUIX HaOJI0/1ajoCh COXpaHEHHE aHTUTHMIIEPTEH3UBHOTO 3(dekra
upOecaprana 60s€ee 0JHOTO roja.

[Ipu omHOKpaTHOM TpueMe BHYTpPh HpOecapTaHa B go3ax g0 900 Mr aHTUTUNEPTEH3UBHBIN
3QPEKT HOCUT J10303aBHCHUMBIA XapakTep B TeueHHe CyTok. MpOecapTaH mpu OZHOKPATHOM
npueme B go3ax 150-300 Mr B TeueHue cyTok cHuxkaeT AJl, usmepsieMoe B MOJOKEHUU WIexkKa»
WIN «CUJs» B KOHIE MEXI030BOr0 MHTepBana (duepe3 24 4 mocie mpuema /1036l upbecapraHa,
T. €. MepeJ MPHEMOM OuYepeaHOM 1036l MpOecaprana), B cpeaHem Ha 8—13/5-8 mm pr. crT.
(cucronnueckoe/uactonuueckoe AJl) mo cpaBHEHHIO € TU1ale60. AHTUTUIIEPTEH3UBHBIN D PeKT
upbecapTaHa rnepej mpueMoM odepeaHoi 10361 cocTaBisieT 60—70 % oT MaKCUMaJIbHBIX 3HAUCHUN
CHIDKEHUS JUACTOIMYEeCKoro u cucroindeckoro AJl. OntumansHoe cHuxkeHne AJl B TeueHne
24 4 nocturaeTcs mpu npueMe nupoecaprana 1 pa3 B CyTKH.

HpGecaptan npuOIM3UTENLHO B OJMHAKOBOU CTENEHU CHIDKAET AJl B MOJIOKEHUH «CTOS» U B
HOJIOKEHUN «Iexka». OpToctarndeckue >PQeKTsl HaOIIOJAIOTCS PEIKO, OJHAKO, KaK M MpU
npueme uHruoutopoB AII®D, y manueHToB ¢ runoHaTpueMuel U/ TUTIOBOJIEMHEH BO3MOXKHO

ype3MepHoe cHkeHne A/l ¢ KIIMHUYECKUMU MPOSIBICHUSIMH.
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Xapakrtep. Y MaIMeHTOB C HEeIOCTaTOYHBIM CHIDKeHHeM A/l mpu MoHOTepanuu upOecapTaHoM
no0aBIeHHE K €r0 TPUEeMy HU3KUX J103 TuApoxaoporruaszuaa (12,5 Mr) oauH pa3 B CyTKH IPUBOJIUT
K JIOMOJHUTEIbHOMY CHIDKCHHIO AJ] Ha 7—10/3—6 MM pT. CT. (CHCTOIMYECKOE/JHACTOIUIECKOE)
110 CPaBHEHHIO ¢ J00aBJIEHUEM ILIaIe0o.

O¢ddexTnBHOCTL HpOECapTaHa HE 3aBUCUT OT BO3pacTa Wiu nosia. Kak ¥ npu npuMeHeHUH ApYrux
JIEKapCTBEHHBIX CPEICTB, KoTopble BiausAoT Ha PAAC, aHTUIMIIEPTEH3UBHOE JEWCTBHE
upOecapTaHa y TMAaIMEHTOB HETPOMJHOM pachkl 3aMETHO MEHEE BBIPAKEHO, OJHAKO, IPH
IpUMEHEHUN upbecapTaHa OJHOBPEMEHHO ¢ HU3KHUMHU J103aMM TMIPOXJIOpOTHA3MAa (Hanpumep,
12,5 Mr B CyTKHM) aHTUTMIIEPTEH3UBHBIN OTBET Y MALIMEHTOB HETPOUIHOM pachl IPUOIMKAETCS 110
3P PEKTUBHOCTH K TAKOBOMY Y MAI[IEHTOB €BPOIICOUTHON PACHI.

[Tocne otmens! upbecaprana A/l Bo3BpalaeTcsi K UCXOJHOMY YPOBHIO nocteneHHo. CuHapoma
«OTMEHBI» He HabIroAaeTcs.

VY nmanueHToB ¢ apTepUanibHON THIEPTeH3UEN U ¢ caxapHbIM JuabeToM 2 THUIMa, TPUHUMAIOLIUX
upOecapran B no3upoBke 300 mr, ormevanoch 20 % cHukeHue (0 CpaBHEHUIO C IIanedo) u
23 % cHuxeHue (10 CpaBHEHUIO C aMJIOJUIIMHOM B J03UPOBKE 10 MI') OTHOCHUTEIBLHOTO PHUCKA
IEpPBOr0 BO3HUKHOBEHUS JIIOOOrO M3 CIEQYIOLUIMX COCTOSHHM: yJBOGHHE CHIBOPOTOYHOM
KOHIIGHTPAllMM KpeaTHHUHA, Pa3BUTHE TEPMUHAIBHOM CTaJUM MOYEUYHOW HEJOCTATOYHOCTU HIIU
CMEpTH OT JIF000H U3 PUIHH (TIPH JTOCTHIKEHUH COTIOCTABUMOTO CHIDKEHUS A/l mpu mpuMeHeHn!
upOecapTaHa U aMJIOIUIINHA).

DapmakoKkunemuxa

Abcopbyus

[Tocne mpuema BHYTph HpOecapTaH OBICTPO M TOJHOCTBIO BCAachIBaeTcs, €ro abCONIOTHAs
OnomocTynmHOCTh coctaBisier mnpuOmmsutensHo 60-80 %. OgHOBpeMEHHBIM TpHEM THIIH
CYIIIECTBEHHO HE BIHSET Ha OMOI0CTYITHOCTh HpOecapTaHa. [Tocne npuema BHYTph MakCHMalIbHAS
r1asMeHHast KoHueHTpauu (Cmax) HpOecapTana focturaercs uepes 1,5-2 4.

Pacnpeoenenue

CBs13b ¢ OeIKaMU TUTa3Mbl KPOBH COCTABIISIET MPUOIH3UTETHHO 96 %. CBSA3BIBaHHE C KJIICTOYHBIMU
KOMITOHEHTaMH KpOBHU He3HauMTenbHO. O0beM pacnpeaeneHus coctasiuser 53—-93 .
Memabonusm

[locne mnpuemMa BHYTph WIHM BHYTpMBEHHOro BBelenus *C-upbGecaprana 80-85 %
pPalMOaKTUBHOCTH, IUPKYJIUpPYIOIIEH B IUIa3Me KpPOBH, NPUXOAMUTCS HA HEU3MEHEHHBIN
upbecapran. Mpbecapran MeTaOOmU3MpyeTcs MEYEHBIO MyTEM OKHUCICHHS W KOHBIOTAllUU C
[JIIOKYPOHOBOM KHCIOTOH. OCHOBHBIM METAa0OJIMTOM, HAaXOJSAIIUMCS B CUCTEMHOM KPOBOTOKE,

ABIseTCs upOecapTaHa TIIOKypoHUA (mpubnusurenbHo 6 %). Okucnenue wupOecapraHa
3
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yuactue u3zopepmenta CYP3A4 B merabonmusme upbOecapraHa sIBISETCS HE3HAYUTEIHHBIM.
Hpbecaptan He MeTabOIM3UPYETCS C TOMOIIBIO OOIBIIMHCTBA N30(DEPMEHTOB, KOTOPBIE OOBITHO
Y4acTBYIOT B MeTabosim3Me JieKapcTBeHHBIX mpemnaparoB (u3odepmentel CYP1A1, CYP1A2,
CYP2A6, CYP2B6, CYP2D6 unun CYP2E1), u He BbI3bIBaCT UX HHTHOMPOBAHMSI HJIM UHTYKITHH.
HpGecapTan He HHAYLHPYET U He HHruOupyeT nzopepment CYP3A4.

Buigeoenue

HpOecapTan u ero MeTaboInThI BRIBOAATCA U3 OpraHu3Ma, Kak 4epe3 KUILEYHUK, TaK U TOYKAMH.
Menee 2 % BBeIEHHOW 03Bl BBIJENAETCS IMOYKAMH B BHUJE HEU3MEHEHHOro HupOecapTaHa.
Koneunslii nepuoy nonyssiBefieHUs: upoOecaprana (T1/2) coctasustier 11-15 u. OOmumil kaupeHc
BHYTPUBEHHO BBEACHHOTO MpOecapTaHa coctaBisgeT 157-176 mi/MuH, a €ro MmoueqHbld KIUPEHC
cocraBmusieT 3-3,5 mu/muH. [Ipu exxeJHEBHOM OJHOKpATHOM IpHeMe hpOecapTaHa paBHOBECHAs
riasMeHHas koHueHTpauus (Css) mocturaercs depe3 3 1HS, NMPU ITOM HAONIOAAETCS €ro
OTpaHWYEHHOE HAKOIUICHHE B I1a3mMe KpoBH (MeHee +20 %).

Jlunetinocms (nenunelnocmo)

HpbecapraH JIEeMOHCTPUPYET JIMHEHHYIO M J030MPONOPHUOHAIBEHYIO (apMAKOKHHETHKY B
nuarnazone 503 ot 10 mo 600 mr. HaGmromanoch MeHbIEE, YeM JI030MPONOPIHOHAIBHOE
YBEJIMUEHUE CKOPOCTH BCACBIBAHUS IIperapaTa rnocie npruema BHyTph 103 6onee 600 mr (B 2 pasza
00JbI1Ie MAaKCHUMAaJIbHOW PEKOMEHIyeMOH 103bl1); MEXaHU3M B JAHHOM CJIy4ae HEM3BECTEH.
Ocobbie epynnvl nayuenmos

Bausinue nona na gpapmaxoxkurnemuxy upbecapmana

VY xkeHuH (10 CPaBHEHHIO C MY)KUMHAMHU) OTMEYAIIMCh HECKOJIBKO 0oJiee BBRICOKHE TTa3MEHHbBIE
KOHIeHTpauuu upOecapraHa. OnHAKO CBA3aHHBIX C IMOJOM pa3iauuuil B Ti2 W HAKOIUIEHUU
upOecaptaHa He BbIABIsUIOCh. Koppekuuu 1o03bl upOecapTaHa y keHIIMH He TpeOyercs. He
Ha0II0/1AT0Ch CBSA3aHHBIX C TIOJIOBOW MPHUHAIEKHOCTHIO paznuunii B a¢dexrax updecapraHa.
Dapmaxokunemuka upbecapmana y nayueHmos noHcUI020 603pacma

3navennss AUC (tutomaam mox papMaKOKMHETUUECKOW KPUBOUW «KOHIICHTPAHSI-BPeMs») H Cmax
upbecapTaHa y MaMeHTOB MOXWIOro Bo3pacTa (65—-80 7neT) ¢ KIMHWYECKH HOPMaJIbHOU
byHKnuei noyek u nedeHu ObuTH mpruoau3nTensHO Ha 20—-50 % BBIE, YeM y marMeHToB Ooee
mostogoro Bo3pacta (18—40 ner). Koneunsie T1, conocraBumbl. He Habmrogam0ch CBSI3aHHBIX C
BO3pacToOM pa3nuunii B 3pdekrax updbecaprana.

Dapmarokunemura upbecapmana npu HapyuweHuu QyHKYuu neyeHu

V manueHToB ¢ JieTkod (pyHKIIMOHATBHBIA Kiace A uian 5—6 6amtoB no mkane Yanna-I1s0) u

YMEPEHHO BBIpOKECHHOU ((PyHKIIMOHANBHBIA Kiacc B umu 7-9 6amnoB mo mkane Yaina-I1pr0)
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napameTpsl UpOecapTaHa CyIeCTBEHHO HE U3MEHSIOTCS.

HccnenoBanust papMaKOKMHETHKH Y MAIIUEHTOB C TSKEIBIMU HApYIIEHUSAMH (DYHKIIMU TIEYCHU HE

MIPOBOMIIUCE.

Dapmakokunemuxa upbecapmana npu HapyueHuu GyHKYuu nouex

Y mnamueHTtoB ¢ HapylleHHeM (QYHKIHMM TO0YeK WM MAIHEeHTOB, KOTOPHIM IPOBOIMTCS

reMoJuanu3, IoKa3aTeny (apMaKOKMHETHKH UpOecapTaHa CyIIECTBEHHBIM 00pa3oM He

u3MeHsaTcs. Mpbecapran He BBIBOJUTCS U3 OPraHU3Ma ¢ TOMOIIbIO TeMOANATN3A.

Bausinue pacosoti npunaonexcnocmu Ha papmaxkokuHemuxy upbecapmana

VY mpezncraBuTeneil HETpOUAHOM packl 6e3 aprepuanbHoii runeprensnn AUC u T, upbecaprana

npubim3uTenbHo Ha 20-25 % BeImIe, YeM y TpeacTaBUTENed eBponeougHou pachkl; Cmax

upbecaprana y HUX ObliIa MPaKTUYECKU OJJMHAKOBOW C TAKOBOM y TIPEICTABUTENICH €BPONICOUTHON
pachl.

IToxka3zaHusi K IPUMEHEHU IO

[Tpenapat Mpbecapran KanoH moka3zaH K MPUMEHEHUIO Y B3POCIIBIX.

e AprepuanbHas TUIIEPTEH3US (B MOHOTEpPAIIMU U B COUYETAHUH C APYTMMHU FMIOTEH3UBHBIMU
CpEeICTBaMH,  HamlpuMep, TUA3UJIHBIMU  JUypeTHKaMHu,  OeTa-aApeHoOJoKaTopamH,
OJ10KaTopaMu «MeUIEHHBIX» KanbliueBblx kaHaoB (BMKK) anurtensHoro aevictus).

e Hedponartus npu aprepualbHOW THIIEPTEH3UM M caxapHOM Juabere 2 Tuma (B cocraBe
KOMOWHHUPOBAHHOM TUITIOTEH3UBHOM Teparun).

IIporuBonokasanus

e [loBbllIeHHast YyBCTBUTENIBHOCTh K MpOecapTaHy WM K JJI000MY U3 BCIIOMOTaTeIbHBIX
BELIECTB IIpenapara.

e (OJIHOBPEMEHHOE IIPUMEHEHUE C JIEKapCTBEHHBIMU IpeNapaTaMi, COAEPKalMMHU aTUCKUPEH,
y HAIMEeHTOB C CaXapHbIM JUa0eTOM M/MIHM C YMEPEHHO BBIPAKEHHOH U TSXKENIOM MOoYeuHOH
HEJIOCTATOYHOCTHIO (CKOPOCTh KiTyOoukoBoit (uupTpamun [CK®D] < 60 mm/mun/1,73 M2
TIJIOMIATU TIOBEPXHOCTH TEJa).

e OpHoBpeMeHHOe NpuMeHeHue ¢ uHruoutopamu AllD y manueHTOB ¢ anabeTHdeckoi
HedpomnaTuei.

e bepeMEeHHOCTD.

e [lepuon rpy1HOTO BCKapMJIMBaHUS.

e Bospact g0 18 net (3 dekTHBHOCTL 1 6€30MaCHOCTh HE YCTAHOBJICHBHI).

e HacnencrtBeHHass HENEPEHOCUMOCTh TaJaKTO3bl, HEJOCTATOUYHOCTh JIAKTa3bl WUJIU TIIIOKO30-

raJlakTo3Has MaababcopOIusl.
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9 6ayutoB o mkane Yaina-I1pr0) (OTCYyTCTBHE OMMBITA KIMHUYECKOTO PUMEHEHHS ).

C 0CTOPOKHOCTHIO

® [pU CTEHO3¢ AaOpTAIbHOTO WM MHUTPAJIbHOTO KJANaHa WIA TUIEPTPOPUIECKOi
o0cTpykTuBHOHN Kapanomuonatuu (I'OKMII);

® [pU TUINOBOJEMHH, TUIIOHATPUEMHUH, BO3ZHUKAIOIINX, HANpUMEp, NpPU HHTCHCHUBHOU
JTUYPETUYECKOM Tepanuu, reMoAnain3e, COOMIOACHUN TUEThI C OTpaHUYEeHUEM MOTpeOIeHus
MOBAapEHHOM COJIH, IUapee, pBoTe (0MacHOCTh upe3MepHOro cHuxeHus AJl);

e y ManueHToB ¢ QYHKIHUEH MOYeK, 3aBUCsIIeH OoT akTUBHOCTH PAAC, Takux Kak MamyueHThl C
apTepHalIbHON TUIIEPTEH3UEH C JBYCTOPOHHUM MJIA OJHOCTOPOHHUM CTEHO30M IOYEYHBIX
apTepuii  WJIM  TAIMEeHTBl C  XPOHUYECKOW  CepAeYHONM  HEeIOCTaTOYHOCTHIO
-1V ¢ynkmmonanpHoro kimacca (mo xmaccupukammum NYHA) (cm. pasmen «OcoObie
YKa3aHuA»);

® [IpU UIIEMHUYECKON OOJIE3HH cepAlla W/WUIM KIMHUYECKH 3HAUMMOM aTepOCKIIEPO3e COCYIOB
rOJIOBHOI'O MO3ra (Ipy 4pe3MEepHOM CHMKEHMM AJl MMEeeTCsl pUCK YCHJIEHUS MILIEMUYECKUX
HaApYIICHUH, BIUIOTh A0 Pa3BUTHS OCTPOro MH(papKTa MUOKapAa U UHCYJIbTA);

® [IpU MOYEYHON HEAOCTATOYHOCTH (TpedyeTcss KOHTPOJIb COACPKaHUS Kaaus U KOHIICHTpALlUU
KpeaTHHHHA B KPOBH ), HEJaBHEH TPAHCIUIAHTAIIMU MTOYKH (OTCYTCTBUE OMBITA KIMHUYECKOTO
NpUMEHEHHUS);

® TIpU OJHOBPEMEHHOM TNPUMEHEHUH HECTEPOUIHBIX MPOTHBOBOCIAIUTEIBHBIX IpErnapaToB
(HIIBII), Bkitouasi ceneKTUBHBbIE MHTUOMTOPHI IUKIOOKcUuTreHassl-2 (L{OI-2) (moBblenue
pYCKa pa3BUTHS HApYIICHUH (PYHKIIMU TIOYEK, BKJIIOYAsh BO3MOXKHOCTH DPA3BUTHUSI OCTPOM
MOYEYHON HEJIOCTATOYHOCTH M YBEJIMYEHHUS COJEpKaHUS Kalusl B CHIBOPOTKE KpPOBH,
OCOOCHHO y TMAaIlMEHTOB TMOXHIOTO BO3pacTa, MAIMEHTOB C TUIIOBOJEMHEH [BKiIIOUas
MAIMEHTOB MPUHUMAIONINX TUYPETHKHU]| WIH Yy MAIMEHTOB C HapylleHHeM (YHKIUH TOYeK
(cm. pasnen «B3anmoselicTBrE ¢ IPYTUMHU JIEKAPCTBEHHBIMU CPEACTBAMUY);

e [pu NPUMEHEHWU B KoMOMHaIuu c uHruouropamu AIID wuiam amuckupeHom, T.K. IO
CpaBHEHHUIO C MOHOTepanue mpu nBorHOW Onokage PAAC mMeeTcss TOBBIICHHBIH PHUCK
pa3BUTHS YPE3MEPHOTO CHIDKEHUs AJl, runepkaliveMun U HapylieHus GyHKIIUH MOoYeK (CM.
paznen «OcoOble yKa3zaHus»);

e y MAIMEeHTOB C ICOpHa3oM (B T.4. B aHaAMHE3€) BBUAY BO3MOXKHOTO OOOCTPEHMs TEUEHUS
1copuasa.

IIpumeHeHne npu GepeMEHHOCTH U B NEPHO/l TPYITHOT0 BCKAPMJIMBAHUS

bepemennocmo
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npueme nHruouTopoB AIID GepemennbiMu sxeHmuHamu Bo Il u 1l Tpumectpax GepemennocTu
HaOJIOIaMMCh TOBPEXJICHHE M THUOENTb pa3BHUBAIOLIETOCSA IUIO/A, MpOecapTaH, Kak M JIHOO0H
JIpyro mpenapar, KOTOPbI BO3AeCTBYeT HenocpeacTBeHHO Ha PAAC, Henb3si MpUMEHSATh BO
Bpems 6epemennoct (I, I, III TpumecTpsl).

[Ipu auarHOCTHPOBAaHUM OEPEMEHHOCTH BO BpeMs JICUCHHsI HpOEcapTaHOM CIEIyeT KaK MOXHO
CKOpE€e IPEKPATUTH €0 IPUEM.

Ilepuoo epyonoco eckapmausanus

HpOecapTaHn SKCKpETUPYETCS B MOJIOKO JIAKTUPYIOIIUX Kpbic. HewsBecTHO, MOXKeET IH
upOecapTan/ero MeTaOOJUTBHl IKCKPETHPOBATHCS B TPYIHOE MOJIOKO uYeloBeka. Bo Bpems
TPyIHOTO BCKapMIIMBaHUSI TpueM HpOecapTaHa NpoTHBONOKa3aH. [lodToMy mocie oueHku
COOTHOIIEHUS TPEAnoaraeMoil mojab3bl OT IprUeMa Ipenapara sl MaTepu U MOTEHIIHAIBHOTO
pHCcKa 1715 pebeHKa cieyeT MPeKpaTuTh WK ITPyIHOe BCKapMIIMBaHUe, WK ITpreM upOecapTaHa.
DepmunbHocmo

B wuccrnenoBaHmsix y caMIOB M CaMOK KpbIC HpOecapTaH He BIWsI Ha (EpPTUIBHOCTh U
PENPOAYKTUBHYIO (YHKIIHIO, TAXKE B 103aX, OKA3bIBAIOUINX HEKOTOPOE TOKCUYECKOE JeHCTBHE Ha
poauteneit (10 650 mr/kr/nens). He Habmoganocs 3Ha4MMoOro JeHCTBUSL HA KOJTMYECTBO JKENTHIX
Tel, WMIUIAHTUPYEMbIX OSMOpPHMOHOB WM JKMBBIX IUIOAOB. MpOecapran He BiIMAT Ha
BbDKHBAEMOCTb, Pa3BUTHE WJIM BOCIIPOM3BOJICTBO TOTOMCTBA.

Cnocod npuMeHeHHus U 103bl

BHyTpb, BHE 3aBUCUMOCTH OT IpueMa NHIy. TabneTky nporiaTbIBatoT LEITUKOM, 3aIIBast BOJIOM.
Havanbhas no3a npenapara coctasisier 150 mr 1 pa3 B cyTku.

[TaniueHThl, y KOTOPBIX JJIsl TOCTHKEHUS 1IEeBhIX 3HaUeHU AJ] TpeOyeTcs ero I0MoTHUTEIbHOE
CHIDKEHHE, 103a MOXeT ObITh yBenuueHa 10 300 mr 1 pa3 B cyTKu.

B cnyuae HenocratouHoro cHmxeHus AJl mpu MoHoTepanuu updbecapTaHOM K JIEUYECHHIO MOTYT
OBITH J100aBJIEHBl AUYPETUKH (HampuMmep, TUAPOXJIOpoTHa3ua 12,5 Mr B CyTKH) WIM JApYyTUe
TUIIOTEH3UBHbIE CcpecTBa (Hampumep, Oera-aapeHoOnokatopsl win BMKK  mnurensHOTrO
JIEUCTBUS).

VY nauueHToOB ¢ HedpomaTHel Npu apTepUaTbHOM THIEPTEH3UM U caxapHOM auabere 2 Tuma
MPEAMOUYTUTENHHOU MOACPIKUBAOIICH 10301 sBisieTcs 103a 300 mr 1 pa3 B CyTKH.
MakcumanibHas 103a: 300 Mr B CyTKH.

Oco0bIe I'pynnbl DaMCHTOB

Hemu u noopocmku 0o 18 nem
[lpumeHeHre mpernapara MPOTHUBOIMOKA3aHO (HEMIOCTATOYHO KIMHUYECKUX JaHHBIX 10

06e30macHOCTH ¥ 2P (HEKTUBHOCTH Mperapara).
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Tlayuenmul nosxcunoeo sospacma (cmapue 65 1pm)

Koppekuuu n03s1 He TpeOyercs. [Ipu HeoOxomuMocTn HazHaueHHUs 0oyiee HU3KOW HadaabHON
JI03bI, CJIEYET PACCMOTPETh JIPYyTHe BAPUAHTHI TEPAIIUH.
Tayuenmsi ¢ HapyweHuem QyHKyuy novex
Koppekuuu no3s1 He TpeOyercs. [Ipu HeoOxonuMocTn HazHaueHHUs Ooyiee HU3KOM HaudaabHOMN
JI03bI, CJIEYET PACCMOTPETh JIPYyTUe BAPUAHTHI TEPAIIUH.
THayuenmoi ¢ HapywieHuem yHKyuu neveHu
Y nanueHTOB ¢ HapyuieHueM (QYHKIUU TEYeHU JIETKOM M yMEpPeHHOW CTeNeHU TSIKECTU
(5-9 GamnoB mo mkane Yaina-IIpro) Koppekuuu 10361 He TpeOyercs. OMNbIT MPUMEHEHUS
mpernapara y MalueHTOB C TSKEION EYeHOUYHON HEJOCTaTOYHOCThIO OTCYTCTBYET.
Tlayuenmui ¢ cunogonemueti
VY manueHToB C BBIPAKCHHOW THIIOBOJIEMHEH W/WIIM THUIIOHATPUEMHUEH, TaKWX KakK TAIMCHTHI,
MOJTYYaIOlMe MHTCHCUBHYIO JIUYPETUYECKYIO TEpPANUI0 WM HaXOMASIIMEecs Ha TeMOAHau3e,
TUIOBOJIEMHSI M THUIIOHATPUEMUSI JOJKHBI OBITh CKOPPEKTHPOBAHBI 10 Hauyanda MpPUMEHEHUs
npemnapara Upbecapran KaHoH.
ITob6o4uHoe nelicTBHe
YacTtoTa BO3HMKHOBEHMSI HEXENATEIbHBIX pEakUuid ompeiensgach B COOTBETCTBHH C
knaccudukanuein BecemupHoi opranuzanuu 3npaBooxpaHeHus (BO3): ouenp uwacto (= 1/10);
gacto (> 1/100 u < 1/10); vedacto (= 1/1000 u < 1/100); peaxo (= 1/10000 u < 1/1000); ouens
penko (< 1/10000); yacToTa HeU3BeCTHA (HE MOXKET OBITh TTO/ICUMTaHA HA OCHOBAaHUU UMEIOIITUXCSI
naHHbIX). HexxenaTenbHble sBIEHUS y MAlUMEHTOB, MPUHMMABIIUX HpOecapTaH, OOBIYHO ObLIM
YMEpPEHHO BBIPRKCHHBIMH M TPEXOIAIIMMH, U HUX YacTOTa HE Obla CBA3aHA C BEITUYHMHON
MpUHUMAaeMOil 103b1. YacToTa BOSHUKHOBEHHS HEXKENaTeIbHBIX SBJICHHUI HE 3aBHCeNa OT Moa,
BO3pacTa U pacoBOM MPUHAATIEKHOCTH.
Hwxe mnpencraBneHbl HeXenaTelbHbIE  pEaKIMu, HaOMIoAaBIIMECS B KIMHUYECKHX
UCCIIEI0BAHMSIX

"y manuenToB ¢ aprepuanbHOil THIIEpTEH3HEH;

Z y MalMeHTOB ¢ HedpomaTHel NMpH apTepHaNbHON TMIEPTEH3MH M CaxapHOM Jnadere

2 THIIa;

% IIpM MOCTpPEruCTPaIiOHHOM TIPHMEHEHHH TIPenapara.
Hapywenua co cmoponst Kpoeu u 1um@pamuueckoii cucmemol
Yacmoma neuzsecmua: TPOMOOIUTONIEHUS, B TOM YHCIe TPOMOOOIMTONEHNYecKas mypypa’,

3

aHEMUA™.

Hapymenu;z CO CmOpOHblL wmnyrmoﬁ cucmemol
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OTEK, KOJKHAs ChIlb, KPAMBHUIIA, aHAPHIAKTHIECKUE PEaKIuy, aHAQHIAKTHUYECKUH IIOK).
Hapywenua memaéonuzma u numanus

2’3, FI/IHOFJ'H/IKCMI/Iﬂs.

Yacmoma HeuzsecmHa: TUNIEPKATUEMUS
Hapywenus co cmoponst HepEHOIL cucCHembl

Yacmo: TOIOBOKPYKEHHE 2, OpPTOCTATHYECKOE TOJTOBOKPYKEHHE?, TOOBHAS GO,
Heuacmo: opToCTaTHYECKOE TONOBOKpYKeHue’.

Yacmoma Heussecmua: BEPTHTO®.

Hapywenus co cmoponst opzana ciyxa u 1abupunma
Yacmoma neuszéecmua: 3B0H B yliax (THHHHTYC)®,
Hapywenusa co cmoponwl cepoya

1

Heuacmo: oTexu . TaXI/IKapI[I/IH]'.

Hapywenus co cmoponst cocyoos
Yacmo: opTOCTAaTHIECKAS THIIOTEH3HAZ.,

Heuacmo: NpUINBBI KPOBH®.

Hapywenus co cmoponsl 0bIXameabHOl CUCHEMbl, OP2AH08 2PYOHOIl KINeMKU U CPe00Cm eHUs
Heuacmo: xamens?,

Kenyoouno-kuwieunvie napyuienus

Yacmo: TomHoTal, pRoTal.

Heuacmo: nnapes®, nucnencus’, usxoral,

Yacmoma neuzsecmua: TACTEB3HA .

Hapywenusa co cmoponst neuenu u jcenuegule00auux nymeil
Heuacmo: xenrtyxa’.

Yacmoma Heuzéecmua: TOBBIIIEHNE aKTUBHOCTU «I1€YCHOYHBIX) (I)epMeHTOB3 " KOHLICHTpaluu

OUITHPYOUHA B KPOBK®, TEMATHT .,

Hapymeuuﬂ CO CMOPORbBL KOJHCU U HOOKOJCHBIX MKAHEIL

3, HCOpI/IaSS, B TOM YHCJIC YCHUJICHUC

Yacmoma neussecmna: NeHKOIUTOKIACTHYCCKHIT BACKYITHT
NpOSIBIGHUS ~ CHMIITOMOB  Ticopuaza (cM. pasgen  «Ocobble  yKa3aHHA»), peaKIHH
doTouyBcTBUTENEHOCTH®.

Hapywenus co cmoponst Mbluieunoii, cKeiemnoii u coeOuHumensHoi mxkanu

Yacmo: MbIIIETHO-CKeeTHAs GOITB2.

Yacmoma Heuzsecmua: MUANTHA® (B HEKOTOPHIX CIYydasX MOXKET OBITh CONPSIKEHAa C

MOBBIIICHUEM KOHICHTpAlIUU KPCATUHKWHA3blI B IIJIA3MC KpOBI/I), apraJIFI/IH3, MBIIIICYHBIC

CrasMbL.

Hapywenus co cmoponst nouek u Mo4eevléo0aujux nymeil
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HEJIOCTATOYHOCTH Yy MAIMEHTOB IPYNIIBI prcKa (cM. pazzen «Oco0ble yKa3zaHHs»).
Hapywenusa co cmoponst penpoOyKmugHoll Cucmempl U MOJI0UHBIX Jcele3
Heuacmo: dpexTHibHas quchyHKIus .

Oouue napyuienus u peakyuu 6 mecme 66€0eHU

Yacmo: NOBBIIEHHAS YTOMISIEMOCTB .,
Heuacmo: 60nb B rpyHoii ki1etkel,
Yacmoma neussecmua: aCTeHUS .

Jlabopamopuwvie u uncmpymenmansvHvie OaGHHbLE

Bo Bpems mnpoBeneHHs KOHTPOJIUPYEMBIX KIMHUYECKUX MCCIENOBAaHUN Yy NAIMEHTOB C
apTepuaJbHOM TUIEPTEH3WEH HE HAOMIOAAIOCh KIWHUYECKU 3HAUYMMBIX W3MEHEHUH B
nabopaTopHbIX TMoKazarensx. He tpeOyercs cHenuanbHOrO MOHUTOPUHIA J1a00paTOPHBIX
MoKa3aTesed s MNAalMeHTOB C apTepHaIbHONW TUIEPTeH3UEel, NPUHUMAIOIIUX Ipenapar
UpOecapran KanoH.

B xnuHMYeckux HcCIeNOBaHUSX TUINEPKAIMEMMs] U IPEKpallleHUue JIeUYEHUs M3-3a pPa3BUTHUS
TUIEpKAIMEMUN dYalle HaONI0Jadich Yy MAlMeHTOB C CaXxapHbIM JUa0eTOM, MPUHUMABIIMX
upOecapTtan, 4eM B Tpylie Mpuema Mmuanedo. Y MalueHTOB C CcaxapHbIM aHa0eToM C
apTepHalIbHON THIIEPTEH3UE B COUETAaHUHM C MUKPOAIbOYMUHYpHEH U HOpMalbHON (DyHKIMEN
MoYeK runepkaimuemus (> 5,5 MOkB/n) Habmonanace y 29,4 % manueHToB W3 TPYIILI IpHeMa
up6ecaptana B 03¢ 300 Mr u y 22% nanMeHTOB U3 TpYIIbl IpreMa mianeto. Y ManueHToB ¢
caxapHbIM Jua0eTOM C apTepHaJbHON TMHEPTEH3UEH B COYETaHUU C XPOHUYECKON MOYEYHOH
HEJIOCTAaTOYHOCTBIO W MPOTEHHYpHUEH runepkamuemus (> 5,5 mOkB/n) Habmonanace y 46,3%
NAIMEHTOB U3 TPYNIBI Ipuema upodecaprana u'y 26,3% nanueHToB U3 rpyIibl npuemMa mianeoo.
[Tpu nmpumenenun npOecapTaHa 4acTO OTMEUYANIOCh 3HAYMTEIbHOE YBEIMYEHUE KOHIIEHTPALUU
KpeaTtuH(pochoKknHa3bl B IJIa3Me KPOBU.

Ilepeno3uposka

OnbIT NpUMEHEHUS TIpernapara y B3pOCHIbIX MAIMEHTOB B A03aX 10 900 MI/CyTKH Ha MPOTSKEHUN
8 HeJlesIb He BBISIBIII KAKOH-THOO0 TOKCUYHOCTH.

OTtcyTcTBYeT Kakas-nbo crenuduyueckas nHpopManus B OTHOILIEHUH JIEUCHHUS TTePeI03UPOBKU
npenapatoM UpOecapran Kanon. Crnenyer ycTaHOBUTH MOCTOSIHHOE HAOIIOEHHE 32 COCTOSIHUEM
nanueHTa W, MNpU HEO0OXOIUMOCTH, MPOBOJUTH CHUMIITOMATHUECKYI0 M TMOJAECPKUBAIOIIYIO
tepanuto. [Ipu mepeno3upoBke peKOMEHAYeTCs BbI3BaTh PBOTY W/WIIM NPOBECTH MPOMBIBAHHE
xenynka. LlemecooOpa3eH mnpuemM akTUBUpOBaHHOTro yrig. MpOecapraH HE BBIBOAMTCS U3
OpraHu3ma C MOMOIIbIO FEMOINAIN3A.

B3aumoneiicTBue ¢ IpyruMu JIEKAPpCTBEHHBIMH CPeACTBAMHU
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JICKapCTBEHHBIMH CPEJICTBAMHU, META0OIM3UPYIOIIUMUCS ¢ omoInbio n3opepmentoB CYP1AL,
CYP1A2, CYP2A6, CYP2B6, CYP2D6, CYP2E1 umun CYP3A4. HpbGecapTan, B OCHOBHOM,
Merabonuzupyercs ¢ u3opepmentom CYP2C9 wm, B MeHbIIEH CTENEHHW, IOABEPraeTcs
[IFOKYPOHUPOBAHUIO.

He wnabnromanoch  3HAUMTENBHBIX  (PAaPMAKOKMHETHYECKMX UM (papMaKoJIUHAMHYECKHX
B3aUMOJICHICTBUI  TPH  COBMECTHOM  TNpPUMEHEHUM  upOecapTaHa ¢  sapgapurom,
MeTabOoIM3UPYIOMUMCS ¢ moMoIbio n3odepmenta CYP2CO.

HpOecapran He U3MEHsET PapMaKOKUHETUKY OUCOKCUHA U CUMBACMATMUHA.

[Ipy CcOBMECTHOM NpPHMEHEHHWU UpOecapTaHa C 2UOPOXIOPMUASUOOM ULU HUDEOUNUHOM
(dapmakoKMHETHKA UpOecapTaHa HEe U3MEHSIETCSI.

Jlexapcmeennvie npenapamul, cooepaicaujue anucKupeH

OpnHoBpeMeHHOE TpHUMEHeHHe upbecapTaHa C JIEKAPCTBEHHBIMU IperapaTamu, COJIEpKalUMU
QIMCKUPEH, NPOTHUBOINOKA3aHO Y TAlHWEHTOB C CaxapHbIM JUa0eTOM W/WIM C TOYEeYHOH
HEJJOCTATOYHOCTHIO yMepeHHOH u Tskenoit crenenn (CK® < 60 mm/mun/1,73 M? miomaam
MOBEPXHOCTH Te€lNa) W HE PEKOMEHAyeTcs y JApPYrux TNalueHToB (CM.  pasjesbl
«[TpotuBonokazanus», «C 0CTOPOKHOCTHIO», «OCOOBIC YKA3AHHSIY).

Hneubumopwor AIID

[Tpumenenue npbecaprana B couetanuu ¢ uHruouropamu AII® npoTrBonokazaHo y MalyueHTOB
¢ auabetnueckod HedponaTHeld W He PEKOMEHAYETCs Yy JPYTMX MaIlMeHTOB (CM. pa3jeibl
«[IporuBonokazanusi», «C 0CTOPOKHOCTBIO», «OcoObIC yKa3aHH»).

IIpenapamyl kanus u kanuticoepezaioujue OUypemuKuy, 2enapum

Ha ocHoBanuu omblTa, MOJYy4YEHHOTO NpPHU MIPUMEHEHUU JPYIHX JIEKAPCTBEHHBIX CPENCTB,
Brusronx Ha PAAC, ipyu 0JHOBpEMEHHOM IPUMEHEHUH NIPENAapaToB Kallus; 3aMEHUTENEH COJH,
coJiepKalMX Kaluil; Kanuicoeperaromux AMYPEeTUKOB WM APYTMMHU, CHOCOOHBIMHU IMOBBIIIAThH
coJlep’kaHUE Kallusg B KPOBHM JIEKAPCTBEHHBIMHM CpeACTBaMH (Te€mapvH), WHOTJa MOKET
3HAYUTENIbHO TOBBICUTH CHIBOPOTOYHYIO KOHIEHTPALMIO Kallus, 4TO TpeOyeT TIIATelbHOTO
HaOJII0IeHNUS 32 TOKa3aTeNIMU KaJlusl TJ1a3Mbl KPOBU y MAIIMEHTOB BO BpEMs JICUEHUS.

HIIBII, éxnrouas cenexkmughvie uneubumopsl yukiookcueenasvl-2 (L{OI-2)

IIpn OIHOBpEMEHHOM IPUMEHEHHWH AaHTAaroHUCTOB penentopos aHruoreHsuHa II m HIIBII
(Bxirovast cenekTuBHble MHTHOUTOpHl 1[OI'-2) BO3MOXHO OcnabieHue aHTUTHIIEPTEH3UBHOTO
apdexTa upbecapraHa. Y MaUEHTOB MOKWJIOTO BO3pacTa, MAIMEHTOB C THIOBOJIEMHEH WU
NAalMeHTOB C HapylleHHoW ¢yHkuued nodek npumeHenue HIIBII, Bkirodass cenekTHBHBIE
uaruouTopsl 1{OI'-2, 0AHOBPEMEHHO ¢ aHTAarOHUCTAMH PEIENTOPOB aHTHoTeH3uHA II, BKIOUas
upOecapTaH, MOKET MPHUBECTU K YXYIIICHUIO QYHKIIUU MOYEK, BKIIIOUAs BO3ZMOKHOE Pa3BUTHUE
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PEryJIIpHO KOHTPOJIUPOBATh (DYHKIHIO MOYECK Yy MAIKUEHTOB, OJHOBPEMEHHO MPUHUMAIOIIIX
upbecapran u HIIBII, Bkitoyas cenektuBHbIe HHTUOUTOPHI [[OI-2.

Penazcnunuo

Hpbecapran moxker wuHruOuposath Tpancnoprep OATPIBI. B  xome KIMHHYECKOTO
UCCIIEIOBaHMsI COOOINANOCh, YTO NMpPUMEHEeHue upbdecapraHa 3a | 4 710 mpuema penariivHuaa
noBeimasio Cmax u AUC penarnuauga (cyoctpara tpancrnoprepa OATP1B1) B 1,8 u 1,3 pa3za
COOTBETCTBEHHO. B pamkax Apyroro uccienoBaHus HE ObUIO 3aperuCTPUPOBAHO 3HAUYHMMOTO
(bapMaKOKMHETHUECKOTO B3aUMOJICHCTBUSL TpPU COBMECTHOM IMpPUMEHEHHH wupOecapTraHa Hu
penarmuauaa. [1o3TOMy MOXKET MOTPeOOBATHCS KOPPEKIUS 103bI PEMArIMHUAIA TP JICUYCHUH
caxapHOro auadera y NalueHTOB C apTepUaIbHON TUIIEPTEH3UEH.

Ilpenapamuol rumus

CooOmranioch 00 yBENTWYEHHHM CBHIBOPOTOUHBIX KOHLIEHTPALMWA JIMTUS U YBEITUYEHUU €ro
TOKCHUYHOCTH MIPH OJHOBPEMEHHOM MPUMEHEHHUH COJICH JINTUS U upOecapTaHa.

Huypemuku u opyaue eunomen3zusHvle cpeocmea

[Tpu onHOBpEeMEHHOM MpUMEHEHHH upbecapTaHa U IPYTUX TMIIOTEH3UBHBIX CPEICTB BO3MOXKHO
YCUJIEHUE aHTUTHUIIEPTEH3UBHOrO JAeiicTBus. MpOecapraH MOXKET NPUMEHSTHCS C JIPYTUMU
TUTIOTEH3UBHBIMU CPEJCTBAMHU, TaKMMH Kak Oera-agpeHoOmokaTtopbl, BMKK nmutensHOTO
JEUCTBUS U TUA3UIHBIC TUYPETUKH.

[IpeamecTByroniee JeueHne AMYPETUKAMH B BBICOKUX J03aX MOKET IPUBOJUTH K TMIIOBOJIEMUU
U TIOBBIIICHUIO pUCKa Ype3MepHoro cHuxkeHus AJl B Hauane nedeHus npemnaparom HpOecapran
KanoH.

Oco0ble ykazanust

Upesmepnoe cnudcenue A/l y nayuenmog c eunogoemueii

[Tpemapar WpOecapran KaHoH penko BbI3BIBANT upe3MepHOEe CHIDKeHHe AJl y MalnueHToB ¢
apTepuaTbHON TUNEpPTeH3Uel 0e3 Apyrod comyTCTByOIIeH martosoruu. Kak w mpu mpueme
uHruoutopoB AII®D, upesmepHoe cHmkeHue AJl ¢ COOTBETCTBYIOIIEH CUMITOMATHUKON MOKET
pa3BUTbCA Yy TAIMEHTOB C THIOBOJIEMUEH/TUTIOHATpHEMHEH (HAmpuUMep B pe3yibTare
WHTCHCUBHOW NUYPETUYECKOW Tepamuu, AUAPEH, PBOTHI, COONIOICHUS TUEThl C OTPAHUUYECHUEM
noTpeOJeCHUsT TOBAPEHHON COJIM), a TakKXKe Yy TMAalMEeHTOB, HAXOJSIIMXCA HAa TEeMOIUAIH3E.
['unonatpueMust u/vi TUTIOBOJIEMHUS JOJIKHBI OBITH CKOPPEKTUPOBAHBI TIEPET HAYaJIOM JICUCHUS
npemnapatoM MpOecapran KaHoH miu crieyeT pacCMOTPETh BOIIPOC O MPUMEHEHUH 00Jiee HU3KON
Ha4yaJbHOU J103BI.

Tunocnuxemus
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[Ipenapar HpGecapran KaHOH MOXET BBI3bIBATH mﬁ&%{@rﬁi&?%@g&%ﬁ& "*yT ﬁé{rp'réﬁ‘mB,

NOJYYalONMX Ipenaparsl Ui JeueHus: caxapHoro auadera. IlosTomy mokeT moTpeGoBaThCs
KOPPEKIHsI J103bl MPErapaToB JUIs JICYEHUS caxapHOro nuabera, TaKWX Kak PerariJuHuj WU
WHCYJIMH.

3abonesaemocmv u cmepmHoCmb NA0OA/HOBOPONCOEHHO20

Xot4 onbIT puMeHeHus npenapara Mpoecapran KaHoH y 6epeMeHHBIX JKEHIIUH OTCYTCTBYET,
coo011anock, YTo BHyTpHyTpoOHOE Bo3eiicTBUE HHTHONTOPOB AIID, npu npueme 6epeMeHHBIMU
JKEHIIMHAMU BO BTOPOM U TPETHEM TPUMECTPaX, MOKET INPUBECTU K HAPYLICHUIO PA3BUTHUS U
cmeptu 1uoaa. llpemapar Hpbecapran KanoH mnpoTHBONOKa3aH K HPUMEHEHHIO BO BpeMs
OepeMEeHHOCTH, KaK W JII00O0M JPYyroi mpenapar, KOTOPBI OKa3bIBACT MPSIMOE BO3JCHCTBUE HA
PAAC. Eciu OepemeHHOCTh Obla BBISIBJICHA BO BpeMs JICUCHUs, NPUMEHEHUE Ipernapara
Hpbecapran KaHoH crneayeT mpekpaTuTh Kak MOXKHO ckopee (cM. pasaensl «II[poTuBomnokazanus»,
«[Ipumenenme npu 6€pPEeMEHHOCTH U B IIEPUO]] TPYTHOTO BCKAPMITUBAHUS ).

Tayuenmui ¢ ghynxyueti nouex, 3asucawer om akmusrHocmu PAAC

Kak cnencreue wmurnbmpoBanuss PAAC MOXKHO OXUZATh YXyAIICHUS (QYHKIUH TOYEK Y
MPEIPACIIONOKEHHBIX K 3TOMY HAIlMEHTOB. Y MAIMEHTOB ¢ (YHKIMEW MOYeK, 3aBUCSIICH OT
akTuBHOCTH PAAC (mauueHTsl ¢ apTepuanbHON TUIIEPTEH3UEH U CTEHO30M MOYEYHOU apTepuu
OJIHOW WM O0eWX TOYeK, MAIMEeHThl ¢ XPOHUYECKOW cepaedyHoil HemoctatouHocThio III u IV
¢yHKIMOHanbHOTO Kiacca [mo kmaccupukammu NYHA]), nedeHune nekapCTBEHHBIMU
npenapatamu, Kotopele BozleiicTByroT Ha PAAC, accouumupoBalioch C OJUTYypUeH W/wiu
porpeccupyromieil a30TeMuei u peaKo ¢ OCTPOH MOYEUHOM HEOCTATOUHOCTBIO H/UITH CMEPTHIO.
Henp3ga uCKiIOUNUTH BO3MOXKHOCTH BO3HMKHOBEHMSI MOJ00HOro 3¢¢ekra Nnpu NpUMEHEHUU
AHTaroHUCTOB PELENTOPOB aHTnoTeH3uHa lI, Bkitouast upbecapTaH.

Iloueunas HedocmamouHocms U MPAHCNAAHMAYUS NOYKU

[Tpu npumenenun npenapata Upbecapran KaHoH y nanueHToB ¢ MOYeYHON HEAOCTATOUHOCTHIO
PEKOMEHIOBaH MEPHOJUYECKU KOHTPOJIb COAECpX aHUS Kajlus U KOHIEHTpaIMi KpeaTHHHHA B
CBIBOPOTKE KpOoBU. HeT KIMHHYECKHMX [aHHBIX OTHOCHTEJIBHO MPUMEHEHMs Ipernapara
HpGecapran KaHOH y manMeHToB, HEaBHO MEPEHECIINX TPAHCIUIAHTAIIMIO MTOYKH.

Tayuenmor ¢ apmepuanvHol 2unepmeHnsuell U CaxapHvim ouabemom 2 muna ¢ HapyueHusmu
@dynKyuu nouex

bnaronpusitHoe neiictBue upOecapTaHa B OTHOIICHUH 3aMEIJIEHUS TPOrPECCUPOBAHNUS TOYEUHBIX
U CEpAEYHO-COCYAUCTBIX HapYIIEHUH MMEJO Pa3HyI0 CTENEHb BBIPAKEHHOCTH y Pa3HBIX TPYII
NalMEeHTOB, MEHEE BBIPAXEHO OHO OBUIO Yy JKEHUIMH M y TMAllUEeHTOB, HE OTHOCSIIUXCA K

€BpOIIEOUTHOM pace.
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nuabeToM 2 Tuna ¢ nporeuHypueit (> 900 Mr/cyTku), B MOATPYIIIE MAMEHTOB C BBICOKMM PUCKOM
CTCHO3a TMOYEYHBIX apTepuil, HU Yy OJHOr0 TMAIMeHTa, NPUHUMABIIETO HpOecapTaH, He
HA0JI0/1a7I0Ch OCTPOTO PAaHHEro IMOBBIMICHUS KOHIIEHTPAIlMK KpEeaTHHHHA B CHIBOPOTKE KpPOBH,
CBSI3aHHOT'O CO CTEHO30M IMOYEYHBIX apTEPHIA.

Heounas 610kada PAAC npu oonospemennom npumenenuu upoecapmana ¢ uneuoumopamu Al
UU ¢ AIUCKUPEHOM

HBorinas 6nokaga PAAC npu nmpuMeHeHnH KoMOWHamMu upOecapTaHa ¢ uHruonropamu AllD
WIM AJTUCKUPEHOM HE PEKOMEHAYeTCs, TaK KaK [0 CPaBHEHHUIO C MOHOTepamuel umeeTcs
MOBBIIIICHHBIA PUCK PE3KOTO CHIDKEHUsT AJl, pa3BUTHS TUNEpKATMEMUN W HApYIICHUS (HYHKIIUU
nouek. OJIHOBpEMEHHOE IMpUMEHEHHE wupbecapTaHa ¢ AIUCKUPEHOM WJIM MpernapaTaMu,
COJIepKallUMK aJIUCKUPEH, MPOTHUBOMOKA3aHO y MAIMEHTOB C CaXapHbIM IHa0eTOM H/WIH C
YMEpPEHHOU WIIH TsKeJIoN modeuHoi HepocTatouHocThio ¢ CK® < 60 mu/mun/1,73 M? TUIOIIAH
noBepxHoctu Tena (cMm. pazgensl  «lIporuBomokazanusiy, «B3aumopjeicTBue ¢ apyrumu
JIEKAPCTBEHHBIMU CPEACTBAMHUY») U HE PEKOMEHJyeTCs y Apyrux narueHToB. OIHOBpPEMEHHOE
npuMeHeHue wupOecapraHa ¢ wuHruoutopamu AlID mpoTHBONMOKAa3aHO y MAIMEHTOB C
muabernyeckoil Hedpomaruedr (cm. pazgensl «lIpoTtuBomokazanus», «B3anMopelicTBue ¢
JIPYTUMU JICKAPCTBEHHBIMHU CPEJICTBAMI») U HE PEKOMEHIYETCS Y APYTHX MallUeHTOB.

llcopuas

VY manueHtoB ¢ mncopua3oM (B T.4. B aHAMHeE3€) pelIeHHe O MPUMEHEHHMH MpernapaTta JOJKHO
MPUHUMATHCS TOJIBKO MOCIE TIIATETLHOM OLIEHKH COOTHOIIEHUS PUCK/TIONIb3a BBUY BO3MOKHOTO
000CTpeHUs TEUCHHS TICOpHa3a.

T'unepranuemus

Kak v npu npuMeHeHnn Apyrux JIeKapCTBEHHBIX NpenapaTos, Biaustomux Ha PAAC, npu neuenun
npenapatoM Mpbecapran KaHoH MOeT pa3BUBATHCS TUIEPKATHEMHs], OCOOEHHO MPH HATUYHUU
MOYEYHON HEOCTATOYHOCTH W/WJW 3a00Je€BaHUM cep/ia. Y TakuxX MalMeHTOB PEKOMEHIYETCS
KOHTPOJINPOBATH COJIEPKAHUE KaJUsl B CBIBOPOTKE KPOBH.

Cmeno3 aopmanbHO20 UMY MUMPATLHO2O KIANAHA, 2unepmpoguueckas oOCmpyKMUGHAs.
KapOUuOMUonamusi

Kak u nmpu nmpuMeHeHUn Ipyrux Ba3zoAWJIaTaTOPOB, IpH npuemMe npemnapara Upodecapran Kanon
MaldeHTaMH C AOpTajJbHBIM WJIA MHUTPATBHBIM CTEHO30M WJIH C THOEPTPOPUUECKON
00CTPYKTUBHON KapJAUOMHOIATHEH HEOOXOAUMO COOIIOIaTh OCTOPOKHOCTb.

Tlepsuunvlii cunepanrb0ocmepoHu3M
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npenapartsl, JeiicTBytomue udepe3 mHruouposanue PAAC. IlosToMy mpumeHeHue mnpenapara
NpGecapran KaHoH B TakuX ciiydasx HeIeaecoo0pasHo.

Tayuenmor ¢ uwemuyeckoi 60ne3HbI0 cepoya u/unu KIUHUYECKU 3HAUUMBIM AMepOCKIepO30M
€OCY008 207106H020 MO32a

Kak u npu npuMeHeHUM Apyrux TUIOTEH3UBHBIX IIPENApaToB, 3HAUNUTENbHOE CHUXKEHHE Al y
NAIMEHTOB C MIIEMUYECKOH OOJEe3HBIO Cepilla W/MIU BBIPAKEHHBIM aTEPOCKIEPO30M COCYA0B
TOJIOBHOTO MO3ra MOXET MPHUBECTU K Pa3BUTHIO MH(ApKTa MUOKAapAa WM MHCYyJbTa. JleueHue
TaKHUX NAlMEHTOB JOJDKHO OCYIIECTBIIATHCS MO CTPOrUM KOHTpoJieM AJl.

Jlumuii

He pexomenayeTcst mpuMeHEeHHE TpenapaToB JIMTHS B KOMOWHamu ¢ npenapatom Mpbecapran
Kanon (cM. paznen «B3aumozeicTBue ¢ ApyruMy J€KapCTBEHHBIMU CPEACTBAMUY).
Bcnomozamenvhvie eewjecmea

[Ipenapar HWpbecapran Kanon comepxur nakto3sl MoHormiapar. [lamuentam ¢ peako
BCTPEUAIOLUIMMUCS  HACJIEJCTBEHHbIMU  3a00JI€BaHMSIMM, TAKUMU KaK HENEPEHOCHUMOCTh
rajakTo3bl, Je(QUIMT JIaKTa3bl WM CHUHAPOM TIJIIOKO30-TJIAKTO3HON MajbabcopOuuu, mpuem
npernapara poTHBOIIOKA3aH.

[Ipenapar Upbecapran Kanon comepxut mMenee 1 mmoinb (23 Mr) Hatpus B MaKCHMaJIbHOM
pasoBoii 1o03e (2,29 mr B 1 Tab (300 mr).), TO €CTh 110 CYTH HE COACPKUT HATPHS.

Bansinne Ha CIOCOOHOCTH YIIPABJIATH TPAHCIMOPTHBIMHU CPEACTBAMH M MEXaHU3MaMH
Bnusaue npenapara HMpbGecapran KaHoH Ha cmocoOHOCTh YHpPaBisATh TPaHCHOPTHBIMU
CpPEICTBAaMHU WJIM 3aHUMAThCSl JPYITMMH IOTEHIMAIbHO OMNACHBIMH BHJaMU JESTEIbHOCTH,
TpeOyIOIMMH TOBBIIIEHHOIO BHUMAaHMS U BBICOKOW CKOPOCTH INCHUXOMOTOPHBIX pEaklUid, He
u3yyanocb. OnHaKo, UCXOJsd U3 ero (apMakoAMHAMHUYECKUX CBOWCTB, IMpemnapar He J0JKEH
BIMATH Ha CIIOCOOHOCTH YIPaBJIATh TPAHCHOPTHBIMU CpPEACTBAMH M 3aHMMAThCS JIPYTHMHU
MOTEHILIMAJIbHO OMACHBIMHU BUJAAMHU JESTENbHOCTH (paboTa Ha BbICOTE, paboTa aBHaAMCIIeTYepa,
pabota ¢ MexaHM3MaMH M T.I.). B ciydae BO3HMKHOBEHMsSI T'OJIOBOKPYKEHHUS U cllabocTu
BO3MOXXHO CHM)KCHHE BHUMaHHMS M 3aMEIJICHHE IICUXOMOTOPHBIX peakuui, HeoO0X0aAUMO
cO0JTI0JIaTh OCTOPOXKHOCTh IIPU YIPABICHUU TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMHU.
dopma BbIIIYCKA

Tabmerkn, 150 mr, 300 mr.

I[lo 7, 10, 14 wmm 15 TabneTrok B KOHTYPHYIO SYEHKOBYIO YIAaKOBKY W3 IUICHKH
MOJIMBUHUJIXJIOPUIHON WK (ONBIH aTIOMUHUEBON MHOTOCIOWHOW U (DOJIBIU alFOMUHUEBOM

MEeYaTHOW JJAKUPOBAHHOM.
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SYEUKOBBIX YMakoBOK 1Mo 10 Tabierok, uau mo 1, 2, 4 KOHTYPHBIX SYEMKOBBIX YHNAKOBKH IO
14 tabmetoxk wimm mo 1, 2, 4 KOHTYpHBIX SYEHKOBBIX YMAKOBKM 1O 15 TabieTok BmecTe C
MHCTPYKIMEH M0 MPUMEHEHHUIO MOMEIAI0T B MAYKy U3 KapTOHA.
YciaoBusi XxpaHeHust
ITpu Temneparype He Boie 25 °C BO BTOpUYHOHN YIIAKOBKE (ITaYKEe KAPTOHHOM).
XpaHUTh B HEOCTYITHOM IS IETEH MecTe.
Cpox rogHocTu
3 rona.
He npumeHATh 10 HCTEYEHUH CPOKa FOJTHOCTH.
YcaoBus ornycka
OTIycKarT Mo peuenty.
Baanenen perucTpanuoHHOro yaocropepeHusi/Opranuszanus, NPpMHUMAOIIAs NPeTeH3UU
norpeodurTeJiei
Poccniickas @enepanys
3A0 «KanoHdapma mpogaKIrHy
141100, MockoBckast 06011., r.0. lI[énxoBo, r. LI{&énkoBo, yn. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54.
DnektpoHHsIi anpec: safety@canonpharma.ru
THonyuums dononnumenvHvle 0anHble O npenapame, HANPASUMb NPEMeEH3UI0 HA e20 Kauecmao,
bezonacnocmo, cOOOUWUMb O HEHCENAMETbHBIX JIeKAPCMEEHHBIX PeaKYUsX MONCHO NO meneqdony:
8 (800) 700-59-99 (becrmaTHas nuHus 24 vaca) WK Ha caiite www.canonpharma.ru B paszeine
«[Tonutuka B o6siacTu KauecTBa» - «be3onacHOCTh MpemnapaToBy
IIpousBoauTenn
Poccuiickas ®enepanus
3A0 «KaHnoHpapma mpogaKIiIH»
IIpon3BoaCTBO roTOBOI JIeKAPCTBEHHOH (POPMBI:
MockoBckas 00:1., T.0. [ll€nkoso, r. [1l€nkoBo, yn. 3apeunas, ctp. 1056, k. 16
IlepBuyHas ynmakoBkKa:
MocxkoBckas 001., r.0. lll€nkoBo, r. Ill€nkoBo, yi. 3apeunas, ctp. 105b, k. 16
BropuyHasi (moTpeduTebCKAsI) YIIAKOBKA:
MockoBckas 00:1., T.0. [ll€nkoso, r. [ll€nkoBo, yn. 3apeunas, ctp. 1056, k. 16
Boinyckaoumuii KOHTPOJIbL Ka4yecTBa:
MockoBckas 001., r.0. lllénkoBo, r. Illé€nkoso, yin. 3apeunas, ctp. 105b, k. 11.
Ten.: +7 (495) 797-99-54.
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