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COTJACOBAHO

110 IIPUMEHEHUIO JIEKApCTBEHHOTO Nperiapara Juisl MEIMIIUHCKOTO- HPpUMEHEHUS

I'ananramun Kanon

PerucrpauuoHHubiii Homep:

Toprosoe HaumenoBanue: ['anantamun Kanon

MesxkayHapoaHOe HeMATEeHTOBAHHOE HJIH IPYNIIHPOBOYHOE HAUMEHOBAHHeE
rajaHTaMuH

JlekapcTBeHHasi popma: KarcyJisl MPOJOHTMPOBAHHOTO JACHCTBUS.

CocraB

1 KarcyJja nmpoJOHTMPOBAHHOIO JACHCTBUS 8§ MI" COJIEPIKUT:

["anantamun memtersl 8% 100 Mr, B TOM 4McCIe: Jelcmeylouee 6eujecmeo.
rajantaMuHa rugpobpomua 10,254 mr, B mepecyeTe Ha TajJlaHTaMUH 8 MT;
8cnomozamenvHole eelyecmesa. TUIIPOMEIIIo3a ES
(ruapOKCUITPONIMII-METHIIIEIUTI0N03a) 2,46 Mr, quaTHidTanar 0,57 Mr, 1emunono3a
MUKpOKpucTaiimyeckas 84,43 mr, stuinnernnoinosa 2,29 mr.

Bcnomozamenvnvie geujecmea: maruus creapar 0,5 mr, tanesk 0,5 mr.

Kancyna meepoas sicenamunoeasn Ne3:

Kopryc — kenatuH 29,6341 mr, kpacutens unaurokapmuu 0,0207 mr, tutaHa
jmokcuj1 0,6052 mr;

Kphlleyka — xenatul 17,3731 mr, kpacutens ungurokapMun 0,0121 mr, tutana
auokena 0,3548 mr.

1 karcyJjia mpoJIOHTMPOBAHHOIO JIeHCTBUS 16 MT COJICPIKUT!

['aiantamun nennetel 8% 200 Mr, B TOM 4MCIE: Jercmeyloujee 6eujecmeo:
rajaitaMuHa rujpobpomua 20,508 Mr, B mepecyere Ha TrajaHTaMuH 16 MT;
B8CNOMO2aMmMebHble geujecmea. TUIIPOMEIII03a ES
mzxpoﬁcunponun-Memnuenn}lonma) 4,92 mr, ,HI/ISTI/IJ’I(i)TaJIaT 1,14 wmr, uennfonosa

MUKpOKpucTaumueckas 168,86 mr, stunuenmomno3a 4,58 mr.
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COTJACOBAHO
Bcnomozamenvrvle éewyecmea: Maruus creapat 1 Mr, TajlbK T'Mr——————————

Kancyna meepoas sicenamunosas No2:

Kopiyc — xenatud 37,2416 mr, kpacurens ungurokapmun 0,1062 mr, kpacurennb
naTeHTOBaHHBLINA cuuuii V 0,7622 wmr;

KphIllleuka — xkenaTtul 22,3684 mr, kpacurtelb nareHToBaHHbIN cunuii V 0,0638 mr,
TuTana Juokcuj 0,4578 mr.

1 karicyJia 1npoJIOHrHpOBAHHOIO JICHCTBHUS 24 MI' COJACPIKUT:

["amantamun nemtetel 8% 300 Mr, B TOM 4HCIE: Jericmeyloujee 6eujecmeo:
rajairamMpHa ruapobpomuy 30,761 wMr, B mepecdyere Ha rajaHTaMuH 24 Mr;
8cnomozamenvhole geujecmsa. TUITPOMEIII03a ES
(rUApOKCUIIPONIMII-METHIIIEITI0N03a) 7,38 Mr, audTridranar 1,71 Mmr, nemunono3a
MUKpOKpHUCTainyeckas 253,29 mr, sTuinesnnonosa 6,87 mr.

Bcnomozamenvhvie sewjecmea; maruus creapat 1,5 mr, Tanbk 1,5 mr;

Kancyna meepoas scenamunosas Nel:

Kopnyc — xenatul 45,2956 mr, turana quokcuy 0,9244 wmr;

Kpblleuka — xxesnatu 29,1844 mr, Tutana quokcen 0,5956 wmr.

Onucanue

TBepasle xenatHOBBIE Karcyisl Ne 3, kpplliedka M Kopmyc roiy0oro iBera
(1o3upoBKa 8 Mr); TBepible KEJIAaTUHOBBIE Karicysbl Ne 2. Kpblllleyka U KOPIycC
CHHETO 1IBETa (J103UpoBKa 16 Mr); TBep/Ible XKelaTUHOBBIE Kancyibl Ne 1, Kpbilneuka
1 Kkopryc Oenoro 1geta (no3upoBka 24 mr). Coaepkumoe Karcys — Oesble WIH
no4yTH Oelnble chepruueckue mesIeThl.

®apmakoTepaneBTHYecKasi TPynna: JCMEHIUU CPEJICTBO JICUCHUS.

Kox ATX: NO6DA04

dapmakoJioruyecKHe cBOHCTBA

DapmakoouHamuka

["aylanTaMuH (TPETUYHBIN aJIKaJIION) - CEIEKTUBHBIN, KOHKYPEHTHBIN U 00paTHMEIii
MHIUOUTOP afxeTunxonuﬂacTepa3bl. ' Kpome storo, ralaHTaAMHAH yCHJIMBAET ’

JICUCTBHUE allCTUJIXOJIMHA Ha HUKOTUHOBEIEC pEUECNTOPBI, BEPOATHO, 3a CUCT
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CBA3BIBAHUA C AJNIOCTCPUYCCKHUM YYACTKOM pcuchopa;’Bnaroztapif HOBHLHHEHHIO——

AKTUBHOCTU  XOJIMHEPTUUECKON CHUCTEMBI, MOXKET YIy4IIaThCs KOTHUTHBHAS
(GyHKIMSA Y TALMEHTOB € JeMEHUUEH alblUreliMepoBCKOro TUIIA.
DapmakoKunemuka

I"ajjaHTaMMH - 5TO OCHOBHOE COEAMHEHUE C OJIHON KOHCTaHTO# aucconuanuu (pKa
8.2). Obnanaer ciaboii JIUNOPHILHOCTEIO ¢ KOA(DOUIHUEHTOM pacipe/IeIeHus
(LogP) Mexny H-oktanoiom u OydepusiM pactBopom (pH 12) paBubmm 1,09.
PactBopumocts B Bojae (pH 6) cocrtaBmser 31 mr/mu. T'amantamuH umeer 3
XHMpalbHbIX IEHTpa. S, R, S-kondurypanms sBiasgeTcst ecTecTBEHHOH (IPUPOTHOM).
["aaHTaMMH 9aCTUYHO METAOOIU3UPYETCS C TTOMOIIBIO Pa3IUYHBIX ITATOXPOMOB, B
ocHoBHOoM, n3odepmentoB CYP2D6 u CYP3A4. Hexotopsle U3 MeTabOIUTOR,
oOpazyromuxcs B Ipoliecce Jerpajaiuy rajaHTaMuHa, aKTUBHBI B YCJIIOBUSX in
Vitro, HO HE UMEIOT CYIIIECTBEHHOI0 3HAUE€HUS B YCIIOBUSX in ViVo.

Bcacwvisanue

AGcomoTHas OMOAOCTYNHOCTh TaJlaHTAMUHA TIPU TIpUEME BHYTPhL BBICOKAs -
88,5 + 5,4%. Ilokazarenu muiomaan 1moja KpuBoil «koHueHTpaus-speMs» (AUC4y)
¥ MUHUMaJIbHOM KOHIEHTpauu (Cpin) B IJIa3M€ KPOBHU aHAJIOTUYHBI TAKOBBIM TPU
pUeMe TaJlaHTaMUHA HEMEJIEHHOTO BBICBOOOXKIEHHUS JIBa pa3a B CYTKH.
MaxkcumanbHasg KoHueHTpauus (Cpax) B IJ1a3Me KpOBH JoCTUraercs uepes 4,4 4.
Cmax TaJJaHTaMUHA TPOJOHTMPOBAHHOIO JeicTBUs Ha 24 % HIKe, yeM Tmocie
npreMa rajlaHTaMiHa HEMEIJIEHHOTO BEICBOOOXAeH!. [ [prueM nuiium He okaszbIiBaeT
cymecteeHHoro BiausAHMA Ha AUC, npm 5ToM, BBI3BIBACT yBeIHYEHHE Cray
npuMepHo Ha 12% u yumnenne BpeMeHH J0CTHKEHUA Crax (TCrayx) - IpMepHO Ha
30 MuHyT. OJTHAKO 3TH U3MEHEHUS HE UMEIOT KIIMHUYECKOTO 3HAYEHUS.
Pacnpeoenenue

Cpennnii 00bem pacnpenenenust (Vd) cocraBnser 175 1. CTeneHb CBS3BIBAHUSA C

OenKaMHM TU1a3Mbl KpOBU HU3Kas U coctaBisieT (18%).
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COTNMACOBAHO
Memabonuzm | I

Wccnenosanus in vitro 1okasajm, 4TO OCHOBHBIMH H30()epMEHTAMH CHCTEMEI
nuroxpoma P450, yuactByromumu B OuorpanchopMaliu raJaHTaMuHa, SBISFOTCS
- CYP2D6 u CYP3A4. Uzodpepment CYP2D6 ywactByer B 0OpazoBaHHU
O-necmerunranantamuia, a uzopepmenT CYP3A4 - N-okcuja-rajaHtamMuHa.
DKCKpenus paJuoaKTUBHON 03Bl NMOYKAMH M Yepe3 KUIIEYHUK HE OTIWYaeTcs y
IAllMEHTOB C «MEUIEHHBIM» U «OBICTPBIMY» MeTa0O0IM3MOM (HU3KOH M BBICOKOIA
akTUBHOCTBIO n3odepmenta CYP2D6 cooTBercTBeHHO). B 1u1azmMe KpoBH
NAllMEHTOB C «OBICTPBIM» M «MEJICHHBIM» METa0O0JIU3MOM OCHOBHYIO 4YacThb
pa/IMOAKTUBHBIX BEIIECTB COCTABIAIOT HEW3MEHEHHBIH TallaHTAaMMH M €ro
riroKyponua. Ilociie ojlHOKpaTHOrO npuema rajaHTaMUHa HU OJMH M3 aKTHBHBIX
MeTaboJIMTOB  TajaHTaMuHa  (HoprajaHTamuH, O-JecMeTHITalaHTaMMH |
O-ecMeTHIIHOprajJaHTaMMH) HE OIpeJIeNsINCh B HEKOHBIOTMPOBAHHOU GopMe B
IUIa3Me€ KPOBM TAIIMEHTOB € «OBICTPBIMY» W «MEICHHBIM» METab0M3MOM.
Hopranantamun Opli1 00Hapy»KeH B I1a3Me KPOBH HAIIMEHTORB TOCIIE JUTUTEILHOTO
npreMa Tmpernapara, Ipu 3TOM €ro KOHIEHTpalus coctarisuia He 6onee 10% ot
KOHIEHTpaluK rajantamMmuna. MccneoBanus B yCIOBUSIX in Vitro CBUACTEIBCTBYIOT
00 0YeHb HU3KOH CIOCOOHOCTH OCHOBHBIX M30()EPMEHTOB CHCTEMBI ITUTOXpOMa
P450 yenoBeka MHrMOMpPOBATH rajJaHTAMMH.

Buvigeoenue

BriBe/ienne rajaHTaMuHa HOCUT OMOKCHOHEHIMATIBHBIA Xapaktep. KoHeuHbIi
nepuo noxyseiBeaeHus (1/12) y 310poBeIx 100poBobieB cocTaBisgeT 8-10 u. ITo
pesyiapTaTaM  M3y4YE€HHs TajJlaHTaMHHAa HEMEUIEHHOTO  BBICBOOOXKIEHHS B
TOYIAIIMOHHBIX MCCIIE0BAHUAX KIMPEHC NP TpUEMe TajaHTaMHHA BHYTPhL B
LEeJIEBOM  MOIYJIALMM, KaK IIpaBUio, cocTaBiseT okosio 200 wMiI/MHH ¢
MEXHUHIMBUIY alIbHOM BapuabenbHoCcThIO 30%.

Yepes 7 aueii mociie 0JHOKpAaTHOTO TipueMa BHYTph 4 Mr *H-ranantamuna 90-97%
paﬂﬂoaK:FMBHOﬁ /10351 BBIBOJMTCA TIOYKAMHU B BU/IE HEM3MEHEHHOTO IalaHTaMiHa 1

2,2-6,3% - yepe3 kumeyHuk. [lociae BHYTPHBEHHOTO BBEJICHUS U TpHEMa BHYTPh



COTTACOBAHO
18-22% 03Bl 3KCKPETUPOBAJIOCH B BHJIC HEU3MEHEHHOTO rajlaHTaMiHa- !

o4YKM B TeyeHue 24 4. Iloueuynslit kanpenc cocraBui 65 mu/mun (20-25% obuiero
IJIa3MEHHOI' 0 KJIIMpPEHCa).

dapmaKOKMHETHKA JIMHEIHA B IMarna3oHe 7103 oT 8 Mr 10 24 Mr nipu nipueme 1 pa3 B
CYTKM Yy IIALIMEHTOB TOKUIJIOT0 BO3pacTa U MOJIOJBIX MAllUCHTOB.
DapmaKoKuHemuKa ocoobix Zpynn naAyUeHmoe

PesynbTaThl KIMHUYECKUX UCCIIEA0BAHMIA 1TOKA3aIM, UTO Y NAYUeHMO8 ¢ H6ONIe3HbIO
Anvycetimepa KOHIIEHTpallUs rajlanTaMiHa B 1Tu1a3me kposu Ha 30-40% BEIIe, yeM
Y MOJOJBIX 310pOBBLIX JiHMIl. OCHOBLIBAsIChH Ha aHAIW3E JAHHBIX MOITYJISIUOHHOMN
(bapMaKOKMHETHKH, KIWpEHC Yy JKeHIMH Ha 20% HWXKE 10 CpaBHEHHIO C
My>)X4rHaMU. KiipeHc rajantaMuHa y naimMeHTOB ¢ «MeJICHHBIM» MeTab0Iu3MOM
n3zodepmenta CYP2D6 Ha 25% Hibke 110 CpaBHEHUIO C IMAIIMEHTAMHU C «OBICTPBIM»
MeTab0IM3MOM, TIPH 3TOM, OUMO/1aTLHOCTD B MOMYJISIMU He HaOmo1aeTes. Takum
00pa3zom, METabOIMYECKHI CTaTyC MallueHTa HE CYUTACTCS KIMHUYECKH 3HAYUMBIM
B 00111€ii YMCIEHHOCTH HACEIICHHUS.

Hapywenue ¢ynxkyuu nevenu: y TAIMEHTOB C JIETKUM HapylieHHEM (QYHKIIHN
neueHu (5-6 6amnoB no mxane Yaina-11s10) dhapMakoknHeTHYECKHE TTapaMETpPhI
rajaHTaMMHa OBUIM CXOJHBI C TAaKOBBIMM Y 3JIOPOBBIX JIOJICH. Y TAIMEHTOB C
YMEpPEHHBIM HapylieHueM QyHKIuU nedenu (7-9 Gamnor no mkane Yaitma-I1s10)
AUC u Ty, ranantamuna OblIM NMOBBIIIEHBI TpUMepHO Ha 30%.

Hapywenue ¢ynkyuu novex: y TAIMEHTOB ¢ O0JIe3HBIO AUblreiiMepa U
HapyuieHueM QyHkiuu rnouek (kaupenc kpearnauna (KK) > 9 mur/MuH) koppeknun
J103b1 HE TpebyeTcs.

Dapmakoxunemuyecko-ghapmaxoOUHaMu4eckas 63auMocessb

B kpynusix uccinenoanusx Il ¢aszel ¢ pesxkumoM go3upoBanus rajanraMunaa 12 mMr
1 16 Mr jiBa pa3za B JIeHb He HaOJI101aJ10Ch BUJIMMOM KOPPETSIINH MEXIY CPeIHUMU
KOHI[EHTPAIIMAMH B IUIa3Me KPOBU U IOKazaTeasiMu 3G HEeKTUBHOCTH (M3MEHEHUS
MO IWIKale OLCHKH KOrHHTHBHBIX EbyHKuHﬁ pu Gos1e3HH AnbureiiMepa

(ADAS-cog/11) u mikasne oleHKH COCTOSTHUS AIMeHTa Ha OCHOBAHWH BIIeYaTICHUIHA
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COTJACOBAHO

Bpaya W yxaxupatommx 3a nauueHtamu Juin (CIBIC-plus) ma 6-omM Mecsie
TEpAImn).

KonuenTpauuu B 1azMe KpoBH y TAIlMEHTOB ¢ 0OMOpOKamMH OLIIH B TOM JKe
JanasoHe, 4TO Wy JIPYyIrMX IallMEHTOB, TPUHUMAIOIMUX Ty IKE JI03Y.
B03HMKHOBEHME TOIHOTHI KOPpPEIUPYeET ¢ 00J1e€ BLICOKUM ITUKOM KOHIICHTpAIlUHU B
11a3Me KPOBH.

Iloka3aHusi K NPpUMEHEeHHI0

CuMnToMaTHyeckoe JIEYEHHE JIEMEHIUHU alblreMepOBCKOI0 THIA JIETKON M
CpeIHEN TSKECTH.

IIporuBonoka3anus

I'unepuyBCTBUTEILHOCTD K TaJaHTAMUHA TUAPOOPOMUJTY U JIPYTUM KOMITOHEHTaM
npenapara, TspKelable HapymeHuss GyHKIUHM rnedeHu (6oiee 9 GauioB 1Mo Iikaie
Yaing-11s10), Tsxensie Hapymenust ¢ynkuuu nodek (KK wmenee 9 mu/mun),
JETCKUI Bo3pacT 10 18 Jier (HeZOCTaTOYHO MaHHBIX MO A(PPEKTUBHOCTH U
0e301acHOCTH).

C 0CcTOPOKHOCTBIO

Cunzipom ciraboctu cunycosoro yzna (CCCY), B T.u. Opaaukapus, HapylIeHHs
CYNPABEHTPUKYJIIPHON  IIPOBOJUMOCTH, TIEPUOJ TOCIE OCTpOoro uHdapkra
MHOKap/ia, THIepKaTueMus, TUIIOKaJIueMHUsl, aTpUOBEHTPUKYIsipHas 6mokazna 11 - 111
CTEIEHH, HecTaOMIbHAs CTEHOKapIusl, XpOHUYecKas cep/euHas HeJJ0CTaTOYHOCTh
[II-IV  ¢yskumonansHoro kimacca 1o kinaccupukanmmu NYNA, Brepsrie
BEISIBJICHHAs ~ MeplaTelbHas — apUTMHs,  OJHOBPEMEHHOE IPUMEHEHHE C
npenapaTamu, CliocoOCTBYIOIUMH CHUKEHHIO 4aCTOTHI CEpAEYHBIX COKpaIIeHMA
(UCC)  (murokcun, OeTa-aJpeHOOIOKATOPHI),  CEJAAaTUBHBIMH  CpPEJCTBAMH,
9TAHOJIOM; apTepuabHas THIIEPTEH3HS, SIUIICIICHS, I3BEHHAas 00JIC3Hb KeIyIKa ’
12-niepcTHO KMINKM B aHaMHe3e, OJHOBPEMEHHOE NPUMEHEHHE HECTEPOMIHBIX
IIPOTUBOBOCITAJIMTEILHBIX IIperaparoB (HIIBIT), obcTpyKIms
ménynoqno-mmeqﬂoro ‘TpaKTa (OKKT), COCTOSIHUE  TOCIIE xnpy};mqecxoro

BMematenbcTBa Ha opranax JKKT wm Ha ModeBoM 1y3wipe, oOCTpYyKIUs



COTNACOBAHO

MOYEBBIBOSIINX ITyTeH, OponxuanbpHas actMma (bA), xpénw;eexa-ﬂ, OOCTPYKTHBHASN —

oonesnp serkux (XOBJI), ocrpelie undeknnonnsie 3aboaeBanus JErKUX, 0OIIas

aHeCcTe3us.

IIpumenenue npu 6epeMeHHOCTH H B MePHO/I TPYAHOI0 BCKAPMJIHBAHUS

Her KiIMHWYECKMX JaHHBIX O IIPUMEHEHUU TajaHTaMuHAa Yy OepeMeHHBIX.

Hccnenopanns Ha )KMBOTHBIX BBISABWIM PEIPOJYKTUBHYIO TOKCHYHOCTL. Cleayer

CO0JII0/1aTh  OCTOPOXKHOCTH NPHU TNPUMEHEHUM TajJaHTaMHHA Yy OepeMeHHBIX

KEHIINH.

HeT JaHHBIX O BBIIEICHUM rajlaHTaMuHa ¢ TPYJIHBIM MOJoKoM. He mpoBoamimch

KJIUHUYECKUE WCCIEJOBAHUSI Ha JKEHIIMHAX, KOPMSAIIUX TPyJblO, MOITOMY HE

pPEKOMEHAyEeTCs IPUMEHEHHUE TajlaHTaMUHa B IIEPUO/L TPYAHOTO BCKAPMIIUBAHMUS.

Crnocod npuMeHeHHUs1 U 103bl

BuyTpp, 1 pa3 B cyTku (YTpoM), NpEANOYTUTEIHLHO BO BpEeMs IpHEMa ITHIIH.

Karncyny mporinoTtuts meinukom, 3anuBas HEOOJBIIAM KOJUYECTBOM IKUIKOCTH.

Karicynsl He ciiellyeT pa3:KeBbIBaTh UM Pa3jiaMbIBaTh.

ITaneHTBI, KOTOpBIE WCIHBITHIBAIOT TPYAHOCTH TPU TIOTAHUM Karcys, MOTYT

U3BJIEYL COLEPXKUMOE M3 KalcCylbl W NPOIJOTUTH IIEIUKOM, 3aluBasi BOJION.

CozepkuMoe KarcyJisl He CIeyET pa3KeBbIBATh U pa3iaMbIBaTh.

Hauanvnas 0oza coctaBisieT 8§ MI/CyTKU B TEUCHUE 4-X HEJIETb.

Iloooeporcusarowas 0oza cocrapiisier 16 MI/CyTKU B TE€YCHUE HE MeHee 4-X HeJlelb.

e C(Ciexyer peryiasipHO KOHTPOJMPOBATH COCTOSIHUE IallME€HTa B TeYeHHe 3-X
MecslleB OT Hayaja Tepanuu. B JanpHedmeM perylissipHo  OLICHUBAIOT
>QPEKTUBHOCTL TMpemapara M COCTOSHUE MallMeHTa B COOTBETCTBUH C
KJIMHUYECKUMU  peKoMeHAarmsaMu. TlojiepkuBaroniyo  Tepanuio  MOKHO
IPOJIOJDKATh JI0 TEX TI0p, 10Ka COXpaHseTcs TepaneBTHUeckuid 3pdekT u npu
XOpomIei I1epeHOCUMOCTH Tepanuu. lIpu OTCYTCTBUM TepaneBTHYECKOTIO
> dekTa niM MI0Xoi NepeHOCUMOCTH TEpaIuy, Npenapar clieJyeT OTMCHHTE.

e Havanbuas nomepmusa}oma’ﬂ J103a COCTaBJIsICT 16 MI/CyTKH. HaHHCH:FLI

JAOJDKHBI IIPUHUMATE 3Ty 103y HEC MCHEC 4-X HeJIeTb.
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e Bompoc 0 TOBBINEHHM HOAepKHBatomen | 03el 10 U MakerMEisHO

pexomMenayeMoit 24 Mr/cyTKdW cleayeT peliarh Ha OCHOBAaHWUM aHajM3a
KJIMHUYECKON CUTyaluu, TepaneBTUYCCKON 2P HEKTUBHOCTH U TIEPEHOCUMOCTH
IIPOBOJAUMOM TEpaIuu.

e Eciau mnoBelmieHHe 0361 0 24 MI/CYTKM HE TPUBOJUT K TMOBBIIICHUIO
G GEKTUBHOCTH JICUEHHS WIIM COTIPOBOXKIAETCS YXYAIICHUEM TTEPEHOCUMOCTH,
BO3MOKHO CHMXKEHUE JI03BI JI0 16 MI' B CYTKH.

e [Ipn BHE3alHOM NPEKpAIECHUMN JICYEHUs (HAmpUMep, Tepe] XUPYPruuecKUM
BMEIIATEIHCTBOM) CUHIPOM «OTMEHBI» HE Pa3BUBACTCS.

Ilepexoo om mepanuu earaumamuHa 6 mabaemkax ¢ — HeMeONeHHbIM

8b1C60002iCOeHUEM HA MePAnUI0 KAncynamu NPOJIOHZUPOBAHHO20 OeUCMEUA.

IIpu nepexoje ¢ rajantamuHa B TaOJIeTKax ¢ HEMEUICHHBIM BBLICBOOOXK/ICHHUEM,

IPUHUMAEMBIX 2 pa3a B CYTKHM, Ha Teparuio KarcylaMH ITPOJOHTUPOBAHHOIO

JICUCTBUSA, NPUHUMaeMbIX | pa3 B CyTKHM, CyTOUHAas Ji03a JOJDKHA OCTaThCs

Hen3MeHHOM. [lalMenTy cieayer NpuHATh MOCIeAHIO TabIeTKy ¢ HEMEICHHBIM

BBICBOOOXKICHMEM BEUEPOM U Ha CIEAYIONIMIA JE€Hb, YTPOM HadyaTh IPUEM Karcy

IIPOJIOHTMPOBAHHOTO JAEHCTBUSA | pa3 B CyTKH.

B ciyyae mepepbiBa B IipueMe Ipenapara B TEYEHHUE HECKOJILKUX JIHEH cleayer

IpUHAUMATh HadaJbHyl0 Jlo3y npenapata [‘amantamun KaHoH  Karcyisl

IIPOJIOHTMPOBAHHOT'O JEWCTBUS U 3aTEM MOBBIIIATH J103Y 110 YKA3aHHOM BBIIIE CXEME

J10 IIPEXKHEN NO//IEPKUBAIOIIIEH /103bl.

Hapywenue ¢hynkyuu nevenu

Y NaumeHToB ¢ YMEPEHHBIM U TSKEIbIM HapylIeHUEM (QYHKIMU [1€YEHU W/UIIH

II0YEK KOHIIEHTPAIUs IaJlaHTaMUHAa B I1JIa3M€ KPOBU MOJKET IOBBIIIATHCS.

Y DnanueHToB € yYMEpPEHHBIM HapylleHHeM (YHKIIMM TI€UCHU pEKOMEHIyeMast

HayajbHasg Jo03a - 8 Mr 1 pa3 B CyTKM 4epe3 JICHb, NPEANOYTUTEILHO YTPOM, B

TeYeHHE OJHOM Heenu. B ganbHelieM 03y MOBBIAIOT A0 8§ MI/CYTKH B TCUCHUE

- -

4-x HeJenb. Y TaKuX MAMEeHTOB CYTOYHAs /1032 HE JIOJDKHA TPEBIAaTh 16 Mr.
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Y NauMeHToB ¢ JIErKUM HapylieHueM (yHKIUU TEeYeHM KOPPEKIMHU J103bI HC
Tpebyercs.

Hapywenue ¢ynxyuu nouex

YV mnaumertoB ¢ KK 0Oonee 9 MI/MUH KOppeKUMH J03bI He Tpedyercs.
Komobunupoeannas mepanus

Ilpy  oAHOBpEMEHHOM TPUMEHEHMM MOIIHBIX MHIHOUTOPOB W30HEPMEHTOB
CYP2D6 wim CYP3A4 moxeT moTpeOOBaThCS CHMKCHHE 03Bl TaJlaHTaAMHUHA
(cM. paszen «B3anmopeiicTBre ¢ IpYyTrUMH JIEKAPCTBEHHBIMHU CPEICTBAMMI ).
ITo6ouHoe elicTBHE

Haubonee yvacteiMu HexenaTenbHBIMU d(dekTamu OblIM TOIHOTa U pBOoTa. B
OCHOBHOM, HEXKEJATE/IbHbIC SBICHUs OBLIN SMMU30AMYECKUMH, HAOII01aIUCh TIPU
noadope /1036l Npenapara U IMpOJ0/KAINChL, B OOJNBIIMHCTBE CIyyaeB, MEHee
Helenu. B oTux ciryyasx nesnecoodpasHo NPUMEHSATh IPOTUBOPBOTHBIE CPEJICTBA U
oOecrieynTh aJCKBaTHOE TOTpeOiieHHe JKUAKOCTH. Yacrota u  Xapaktep
HEXKEJaTeJIbHBIX SBICHUI TP IPUMEHEHUU TajJlaHTaMHHA B BHUJE TBEPABIX
JKEJIATUHOBBIX  KarcCyJl MPOJOHTUPOBAHHOTO JICWCTBUSA OJMH pa3 B CYTKH
COIIOCTABMMBI € TaKOBBIMM TIpU  TpueMe TabJIeTOK ¢  HEMeICHHBIM
BBICBOOOXKICHUEM.

Knaccuduxanust uvactorel  pa3BuTust  1o00uHBIX  3ddekToB  BeemupHoii

oprau3zauuu 3apasooxpanenus (BO3):

OYEHb YACTO >1/10

4acTo ot >1/100 mo <1/10
HEYacTo ot >1/1000 xo <1/100
pesKo ot >1/10000 1o <1/1000
OUYCHB PEIKO <1/10000
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Knaccupuxanus Yacrora T
no MedDRA Ouenb Yacro Heuacrto Penxo Ouennb
4acrTo peako
Hapywenus co ['unep4yBCTBUTEB-
cmoporvl HOCTh
UMMYHHOU
cucmemoi.
Hapywenus co CHuxeHue O6e3BoxuBaHue (B
cmoponvl 0bmena anreTuTa, PEaKUX cryqasx
selyecme u aHOpeKCUs npuBoOAsLICe K
NUMAHUA: Pa3BUTHIO
MOYEYHOMU
HEJIOCTaTOYHOCTH)
Hapyuierusa ["anmouuHaumu, |3purenbHbIe
NCUXUKU. Jenpeccus rajuTIOIIMHALINH,
(oueHn CIIyXOBBIE
peaKo ¢ raJuliOLIMHALNH,
CYMLIMJIOM) arpeccus,
aKUTALUS
Hapywenus co O6MopoK, ITapecresus, O6ocrpenue
CMOpPOHbl HEPEHOU rOJIOBOKpPY- U3BpallleH!e BKYCa, TEYEHUS
cucmemol. KEHMe, THITEPCOMHMA, Oone3nu
Tpemop, cyaoporu*, [TapkuHco-
roJIOBHast uepebpoBacKysap- Ha, Cy/10po-
00b, Hble 3a00JIeBaHus, '
COHJINBOCTD, npexojsiiee
3aTOPMOXKEH-  |HapylIeHUe
HOCTb, KpOBOOOpaleHus
OeccoHHHULA, UILIEMUYECKOr0
JIUXOpaJIKa TUIA
Hapywenus co Heuerkoctsb
cmopousl opeana 3pUTENILHOTO
3PeHUA. BOCTIPUSITHS
Hapywenus co [Iym B ymax
cmopousl opzana
cnyxa u iabupurmmole
HAapYULeHus:
Hapywenus co bpagukapaus  |CynpaBeHTpUKYISD
CMopoHbl cepoya: Hast SKCTPACUCTOIIHS,
aTPUOBEHTPUKYIISPHA
s 6nokana I crenenu,
CUHYCOBast
Opaaukapaus,
OLLYILLEHHE
cepauedueHus,

APUTMMUS, OCTPBIN
MH(papKT MUOKap/A,
vieMHuyecKas
6omne3Hb cepaua,
TaxuKapaus




Hapywenus co
CMOPOHBL COCYO08:

ApTepuasbHas
rUNEepTEH3US

ApTrepuaibHas
TMITOTEH3UsA, OLLY-
LLIEHUE CITPUITUBOB»

NOOKONCHBIX MKAHECU:

Hapywenus co PBora, bone B xuBoTe, |ITo3bIBEI HA pBOTY Jlucdarus,
CMopoHbI TomHoTa  |60Jb B BepXHel KEIy104HO-K
AHCENYOOUHO- 4acTH JKUBOTA, UIICYHBIE
KUWEYHO20 auapes, 1uc- KPOBOTEYEHU
mpakma: TNENncus, 4yBCTBO s
avckoMpopra B
Keyke,
YYBCTBO
auckomdopra B
KHUBOTE
Hapywenus co ['ematut
CMoponbl neYeHu u
2HCENUEBbIBOOAUIUX
nymei:
Hapywenusa co ['uneprupos Koxnas
CMOPOHbL KOJUCU U CBIIb

Hapywenus co
CMOpPOHbI
cKenemno-
MbLULEYHOT U
COCOUHUMENbHOTL
MKaHU:

Crna3Mbl MbIILLILL

MbimeyHas ciabocth

Obwyue

[ToBbimeHHas

paccmpoiicmea u yCTaJlOCTh,
Hapyuienus 6 mecme acTeHus,
66COCHUA HEJJOMOTaHHe,
cyabocThb
Jlabopamopuvie u CHuxeHue [ToBbllIEHHE
UHCMPYMEHMATbHbIE Macchl Tena aKTUBHOCTH
oannwie: «IMEYEHOYHBIX)
depmeHTOB
Tpasmu, ITanenwue,
UHMOKCUKAYUU U TPaBMaTH3M
0CN0JICHEHUA
MAHUNYIAYUU

*I_IOTGHI.IPIEUII)HO XOJIMHOMHUMETHUYECKHUC TIpeHIapaTel MOTYT BBI3BAaTh CyJOPOTH.

Ilepexo3upoBka

Cumnmomewl: BO3MOJKHO, CHMIITOMBI TNEPCAO3UPOBKHU TaJIaHTAMUHOM HOIIO6HI>I

~ CUMIITOMAaM MEpCAO3UPOBKU APYTUMU XOJIMHOMUMETHKAMU. OOBIYHO OTMEYAIOTCS

U3MCHCHHUS CO CTOPOHEI HeHTpaHBHOﬁ HCpBHOﬁ CHCTCMBEI, HapaCI/IMHaTH‘ICCKOﬁ
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HCPBHOU CUCTCMBI U HerOMbIU]equIX CHHAIICOB. BO3MO)KHI)I MBImeHHa.ﬂ~CJIa-69@T

Wi GacuMKyIISIUs, a TakKe HEKOTOpPBIE WM BCE CUMITTOMBI XOJIMHEPTHUECKOTO
KpHU3a: BEIpaK€HHas TOUIHOTA, PBOTA, criacTuyeckasi 00Jb B )KMBOTE, TIOBLIIIIEHHOE
CIIIOHOOT/EJICHHE, CIIE30TECYCHHE, HeJlepKaHUe MOYM M Kajla, TOBBIIICHHAS
NOTJIMBOCTh, OpaJuKapaus, CHUKCHHME apTepUaJbHOrO JaBJICHMs, KOJUIANC U
cyaoporu. BelpakeHHas MbllieyHast cjJaboCTh B COYETAHUU C THUIEpCEKperueit
CJIM3UCTOI 000I0YKM Tpaxen U OPOHXOCIIa3MOM MOTYT IIPUBECTU K YTPOKAIOIIEMY
’KU3HU HApYILIEHUIO ITPOXOJAUMOCTH JBIXaTEIbHBIX Iy TECH.

B mocrmapkeTuHroBoM — HaOJIIOJCHHMU  3apETMCTPUPOBAHBI  COOOIIEHUS O
JIByHaIIpaBJICHHO-BEPETEHO00pa3Hoil (moJuMopdHOIT) KeTyJ0UYKOBOM TaXuKap IuH
TUIIA «IIUPYIT», YyMIMHeHMH uHTepBana QT, Opaaukapauu, XKeiryJa04KOBOMA
TaxMKapJuu C KpaTKOBPEMEHHOH TMoTepeil CO3HAHUs TIPU HEIpeJIHaMEepeHHOM
IIEpEI03UPOBKE rajJaHTaMuHa. B OAHOM M3 3TUX CIy4yaeB MallMEeHT 3a OJMH JICHb
IIPUHS BHYTPh 32 MI' TaJlaHTAMUHA.

JlomoIHUTEIBHO ONIMCAHBI JIBAa Cilydas CIy4aiHOro NMpUMEHEHMs rajaHTaMhHa B
03¢ 32 Mr (TOHOTA, pPBOTAa M CYXOCTh CIM3MCTON 00O0JIOYKM TOJIOCTH pPTa;
TOIIHOTA, PBOTA W 3arpyAuHHas 00Jb) U OAMH ciydail — B jo3e 40 Mr (pBota) ¢
IIOJIHBIM BBI3JJOPOBJIEHUEM. Y OJIHOTO MAIMEHTA ¢ Ta/UTIOIMHAIMSAMU B aHAMHE3¢ B
TEYCHHUE NPEABIIYIIUX ABYX JIeT (KOTopoMmy OBbIIO HazHaueHO 24 MI/CYTKH
rajaHTaMHHa) MpU NPEAHAMEPEHHOM MPUMEHEHUM TajaHTaMHHa B J03¢ 24 Mr
JIBAXIBl B CYTKM B TeueHue 34 JHEH pa3BUIMCH TaJUTIOUMHALMU, Tpelyronue
TOCIUTANU3ALUU. Y JPyroro naumeHta (KotopoMy ObLIO Ha3HaueHo 16 MI/cyTKu
rajaHTaMMHa, pacTBopa /Ul IIpMeMa BHYTphL) dYepe3 dac I0cie ClydaifHoro
IpUMeEHeHUs rajantaMuaa B go3e 160 mr (40 M pactBopa i pUeMa BHYTPb)
pa3BUIIKMCH ITOBBILIEHHAS IOTINBOCTD, PBOTA, OpajiuKapus U COCTOSHUE GIM3KOE K
00OMOpOKy, 4YTO  1oTpeOOBalO  TrocnmUTaIM3aluu  nanueHta.  CHMITOMBI

IEPEI03UPOBKU UCUE3IIN B TeUeHUE 24 4.

- - . -
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Jlewenue: cuMNTOMaTHYECKas Tepanus. B TsKenbIX ciyuyasix B KadecTBeladtuioTa
HEOOXO0IMMO BHYTPUBEHHO BBECTH atponuH B jo3e 0,5-1,0 Mr, JlaJ-I(;C'mJIO?.y
110JI0MPAOT C YYETOM COCTOSIHUS MallMEHTA.

B3aumopeiicrBue c APYrUMHU JIeKapCTBeHHBIMHU cpeIcCTBAMH
Dapmakoounamuyeckoe ¢3aumooeiicmeue

OJIHOBpEMEHHOE NIPUMEHEHUE C OpY2UMU XOTUHOMUMEMUUECKUMU NPenapamamu
(ambenoHuA X10pUO, OOHene3un, HeoCMULMUHA MeMUICYIbham, NUPUOOCMUSMUHA
bpomuo,  puseacmueMuH UL NWIOKAPAUH — CUCEMHO20  Oelcmeust)
IIPOTUBOIIOKA3aHO.

["amanTaMuH SBISIETCS AHTAarOHUCTOM aHTUXOJWHEPrHYecKUX mpenaparoB. [Ipu
BHE3AITHOM OTMEHE aHTUXOJMHEPIHYECKOro Ipenapara, HanupuMep, amponuHa
BO3MOXXHO YycuieHue s¢dekra ramantamuHa. Kak M mnpu JEUCHHH JIPYTHMH
XOJMHOMUMETHUYECKUMHU  CPEACTBAMM,  BO3MOXHO  (apMakoAMHAMUYECKOE
B3aUMOJICHCTBUE C  npenapamamu, cnocobcmeyiowumu  cHudxcenuro  HCC
(Oueokcum, bema-aopeHobI0KaAmMopwvl), HEKOMOPLIMU ONIOKAMOPAMU «MEONEHHBIX Y
kanvyueevix  kauanos (BMKK) u  amuooaponom. Cneayer cobmroaaTh
OCTOPOKHOCTh IIPU OJJHOBPEMEHHOM IIPUMEHEHUU Npenapamos, Komopwle umeiom
NOMEHYUANLHYIO — 603MOJICHOCMb — 6bI36AMb  NONUMOPPDHYIO  HCENYOOUKOBYIO
maxukapouro no muny «nupysmy. B Takux ciaydasx HeEoOXOAMMO TPOBOJMTH
nedyeHue noja kourpoaem DKI'.

['ananTaMuH, SBIAIONIMICS XOJMHOMMMETHKOM, MOXET YCWJIWTH OJoKaxy
HEPBHO-MEIIICYHON  Tepe/layd  JICNOJIPU3YIOIIEero THUla (MHOpPENIaKCaluio),
BBI3BAHHYIO 00ujeil anecmesueil (npu npuMeHeHuu 6 Kavecmee nepugepuieckozo
Mmuopenakcanma cyKcamemoHus), 0COOEHHO npu HEJI0CTaTOYHOCTH
TIICEBJIOXOJIMHACTEPA3hI.

Ilpu  oxHOBpeMEHHOM  TNpPUMEHEHMM TaJaHTaMHH  YCWIMBAET  JICHCTBHUE
0enoNApuUsyIOWUX — MUOPENaKcanmos, — OCIAOIIET -  HeOenonapuyIoujux

MUOPENIaKcanmos, ABJIAETCS ClabblM aHTArOHUCTOM MOpP@UHA U €TO CTPYKTYPHBIX
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aHaIOroB B OTHONICHWH yrHETalomiero jeiictsus Ha JniXanéabhiiil O nerp.
VcunBaet JCiCTBAE 2Mmanona u cedamueHvlx 1eKapcmeeHHbIX Npenapamos.
BoccTaHaBIMBAECT — HEPBHO-MBIIEYHYIO  TPOBOAMMOCTh,  OJOKMPOBAHHYIO
HeOenoNAPUZYIOWUMU MUopenaKcanmami (mybokypapun u op.).

M-xonunobnokamopvr  (amponun  u  Op.)  YCTPaHSIOT  TepudepuvecKue

MYCKapUHOII0/100HbIE 3¢ deKThI rajlaHTaMuHa, Heoenonapusyoujue
Muopenakcanmsl U - 2aHeIUoOI0Kamopsl -  HUKOTUHONMOAOOHBIE 3D deKTH
rajjaHTaMuHa.

DapmakoKuHemu4eckoe 63aumooeiicmeue

BriBejileHne rajnaHTaMuHA TIPOMCXOAMT TYTEM METabOJMUECKUX peakluii |
BBLIBE/ICHUS IOYKaMHU. Puck pa3BUTHS KIMHUYECKU 3HAaYMMOT0
papMaKOKMHETHUECKOTO B3aMMOICHCTBUS HU3KUI. OJIHAKO B OTJICIBHBIX CITydasx
KJIMHUYECKU 3HAYMMOE B3auMoJIeiicTBUE BO3MOXHO. [lpueM nmmum 3ameser
BCaChIBAHUE TaJlaHTAMUHA, TIPU TOM HE BIIMSET Ha CTENEHb BcackiBaHus. Kancy sl
I"ajantamMun KaHOH peKOMeH IyeTcsl IPUHUMATH BO BpeMs €151, YTOOBI YMEHBIIIUTH
BO3MOJKHBIC XOJIMHEPIUYECKUE MOO0YHBIE Y (EKTHI.

Jpyzue npenapamoi, e1uarouiue Ha MemadoauIM 2a1AHMAMUHA

ITpy OJHOBpPEMEHHOM IPUMEHEHUU C HAPOKCEMUHOM (MOWHBIL UHSUOUMOP
uzogpepmenma CYP2D6) unu ¢ kemokoHazonom u 3pumpoMuyuHom (UHeuOUmopwl
uzogpepmenma CYP3A4) noswbimaercsi OMOJOCTYIHOCT rajaHTaMuHa (BEIHYMHA
AUC) npumepno Ha 40% nmm 30% u 12%, coorBerctBenHo. [ToaToMy B Hauaie
NEYEHU  MOwHbIMU  uHeubumopamu  uzogpepmenma CYP2D6  (nanpumep,
XUHUOUHOM, — NAPOKCEMUHOM — UNU  (hryoKcemuHom) — unu  uHeubGUmMopamu
usopepmenma  CYP3A4  (nmanmpumep, KemOKOHA300M uiu  PUMOHABUPOM)
BO3MOJKHO YBEJIMUYEHHE YacTOThl Pa3BUTUS XOJIMHEPTHYECKUX HEXKeIaTeIbHBIX
peakiuii, rIaBHEIM 00pa30M TOIIHOTHI M PBOTHEL. B 3THX ciydasx 1menxecoobpasHo
CHIDKCHME TIOZUIepKUBaromieil J103pl npenaparta ["anantamun KanoH (cM. pasjen

- v

«Crn1ocod MpUMEHEHHUs U JI03b1»).
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OJHOBpEeMEHHOE IpUMEHEne anmazonucma 01 peljéniiopos
N-memun-D-acnapmama (NMDA) memanmuna B 103e 10 M OJIMH pa3 B CYTKH B
TeyeHue 2-X JHei, a 3atemM 10 mMr Ba pa3a B CyTKH B TeueHHe 12 JIHEH He BT Ha
(papMaKOKMHETHKY rajlaHTaMHHa B PABHOBECHOM COCTOSIHUH TTOCIE Tiprema 16 Mr B
BUJIE KaIICyJI IIPOJIOHTUPOBAHHOIO JECHCTBUS OJMH pa3 B CyTKH.

Bnuanue ananmamuna na memabonusm opyzux nexapcmeeHuvix cpeocme (JIC)
I'ajjanTaMuH B TepaneBTUYECKUX Jl03ax (24 Mr/CyTKM) He BIMsUI Ha
(GapMaKOKHHETHKY OucokcuHa, PN 3TOM HE UCKITFoUaeTcsl hapMaKkoIMHAMHYECKOEe
B3aMMO/ICICTBHE.

['amanTaMMH B TepaneBTHUECKUX J03aX (24 MI/CYyTKHM) Tak K€ HE BIHSAI Ha
bapMaKOKUHETHKY 6apghapuna N yITTMHEHUE TIPOTPOMOMHOBOTO BPEMEHH.
UccnenoBanuss in  vifro TIOKa3ajld, 4YTO TrajJlaHTaMUH o0jajgaer ciaaboid
MHIUOUpYIOIEH  CIOCOOHOCTHIO B OTHOLIGHUHW OCHOBHBIX — u30(hepmenmos
yumoxpoma P450.

Oco0ble ykazaHus

IIpenapar I'anantamun Kanon kancyiasl IpOJOHTHPOBAHHOTO JCHCTBUS IOKa3aH
JUIS JICYEHUS JIEMEHIIMH alIblIeiMEpOBCKOTO TUIA JIETKON MIIM CPEHEH TSIKECTH.
DQHEKTUBHOCTL NPUMEHEHUS TaJaHTaMHHA Y TAIUCHTOB C JAPYTUMH THIIAMH
JIEMCHIIMM W JPYTUMH pacCTpOMCTBAMU TaMSITH He ycTaHoBjeHa. Tak ke He
YCTaHOBJIEHO IIOJIOXKUTEIBLHOIO BIWSHUS NPUMEHEHHUs TajlaHTaMuHA (B TEUCHME
2-X JIeT) Ha 3aMeIJICHHE KOTHUTHBHBIX HAapyUICHWH M 3aMeJUICHUE Tepexoja B
KJIMHUYECKN BBIPAXKCHHYIO JIEMEHIIMIO Y TAlMEHTOB C CHHJIPOMOM «MSTKOTOY»
KOrHUTUBHOIO ~ CHMJKEHUsA  («MSTKHE»  THUIBI  HApYIICHUS  IaMsiTH, He
COOTBETCTBYIOIIUE KPUTEPUAM JIEMEHIIMH allbLreiiMepoBckoro tuma). CMepTHOCTh
B IpyIIIe rajjanTaMuHa Oblila 3HaYUTEILHO BEIIIE, YeM B rpytie rianebo, 14/1026
(1,4%) maumenToB, moiyyaBmUX TramaHTamuH, u 3/1022 (0,3%) mnanmueHToB,
nojay4yaBmux Ivtane6o. [IpyunHEl JeTaNbHBIX UCXOJ0B OBLIH pazinyHbl. OKOJIO
HOJIOBUHB CIIyyaen JIeTalBHBIX HCXO/10B B rpynie raJaHTaMHHa GBUIH B pesyn})TaTe

Pas3IMYHBIX COCYAMCTBIX NPUYMH (MH(ApPKT MUOKapaa, WHCYJILT W BHE3alHas
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CMEPTD). 3HAUUMOCTD MOJIYYCHHBIX JIAHHBIX JUIS JICUCHUS nauneﬁfoirzcuzfeﬂEHuueﬁ
aJILIIeiiMEPOBCKOr0 THIMa HensBecTHA. | lianebo-koHTpompyemMble uccle10BaHus
NAlMEHTOB € JIEMEHUMEH alblIreiiMepOBCKOIO THUIIA MPOBOJWINCH TOJBKO B
TeyeHue 6 mecaueB. B 9TUX uccie0BanusIX CMEPTHOCTE B TPYTIIE rajJaHTaMHHA He
YBEJIMYUBAIIACK.

Jleuenne npenapatom [anmantamun KaHoH JIOMKHO TPOBOJUTBECS TOJIBKO TOJ
KOHTPOJIEM Bpaya M 110 KOHTPOJIEM 4YelloBeKa, 00ECIeunBalOnIMM YXOJ 3a
MaIrMeHTOM.

Y mnanueHToB ¢ Oosie3HBIO AublreiiMepa cHukaercs Macca Tena. Jleuenue
XOJMHOMUMETUYECKUMH CPEJCTBAMHU, BKIIIOYAs TajJaHTAMMH, COIPOBOXKJIACTCS
CHI)KEHMEM MACChl TeJla, TI0OTOMY BO BpEMs TEpalMH CIeAyeT KOHTPOJIUPOBATH
HTOT ITOKa3aTellb.

Kak u apyrue XonuHomMMMeTH4ecKue cpeicTBa, npenapaT [amanramun KanoH
CJIEIYET IPUMEHSATH OCTOPOIKHO MPHU CIEAYIONMUX 3a00I€BaAHUSIX:

3abonesanus cepoeuHo-cocyoucmoil cucmemul

Beneacreue  ¢apMakosiornyeckoro JICHCTBHS XOJMHOMHUMETHYECKHE CPEJICTBA
MOTYT BBI3bIBaTh BaroToHudeckue ekt (Hanpumep, Opaaukapaus). Cremayer
NPUMEHATH ¢ OCTOPOXKHOCTBIO y nanueHToB ¢ CCCY u JApyruMu HapyHIeHUSIMU
CYNIPAaBEHTPUKYJIAPHON  IPOBOJUMOCTH, IIpU OJHOBPEMEHHOW Tepanuu ¢
JIEKapCTBEHHBIMU  nipenapatamMu,  cHikaromumu  YCC  (AMrokcuH  u
OeTa-aApeHo0I0KaTOPHI) U Y NAIIMEHTOB ¢ HAPYIICHUSMH SIIEKTPOJIUTHOTO 0OMeHa
(rumepkajuemMus, TMIIOKAJINEMHS), B TIEPUOJ TOCIE TIEPEHECEHHOTO OCTPOTro
MHbapKkTa MMUOKapja; NpH BIEPBLIC BBISABICHHONW MEpIATEIBHON apuTMHHU; Y
MAIMEHTOB C aTPUOBEHTPUKYJSApHOI Osokanoit II-III crenenu, necrabuiabHOMN
CTEHOKapAuel I XpOHUYECKOM cepIeYHOM HEJOCTaTOYHOCThIO, ocoOenHo III-IV
¢yHKIIOHAIBHOTO KIacca 1o kiaccupukanmn NYHA.

Ha done Tepanuu npenaparom I"anantamun KaHoH IeMEHIIMM allbITeiiMepOBCKOTO
TUIIA MOXET yB’CJ]M‘{HTbCﬂ pUCK pa3viTuﬂ HEXKeNIaTebHBIX péaxuuﬁ CO CTOPOHBI

CCplIC'—IHO-COC}’)IHCTOfI CHUCTCMBI.
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3abonesanusa nuwyeseapumenbHOU CUCMEMbI
VY NalMeHToB ¢ MOBBIICHHBIM PUCKOM Pa3BUTHS HPO3UBHO-SI3BEHHBIX MTOPAXKCHUI
xenypouno-kumeynoro tpakra (OKKT) (manpumep, si3Bennas 00J1€3Hb KelIyaKa U
12-nepcTHoit kumku B anamuese, Tepanus HIIBIT) HeoOXoauMo KOHTpoIMpoBaTh
COCTOSIHUE C 1E€JIBIO PAHHErO BBISABICHUS COOTBETCTBYIOIIUX MAaTOJOIMMYECKUX
cuMmiitoMoB. Ilpenapar I'anantamun KaHoH He pekoMeHAyeTcs NPUMEHSATH Y
naueHToB ¢ obctpykuueir JKKT wimm  mocine HegaBHO  11epeHECEHHOIO
Xxupyprudeckoro smemarenbcTBa Ha KKT.

3abonesanus HepeHOl CUCIEMb]

IIpyMeHeHnEe XOJIMHOMUMETHYECKUX CPEJICTB MOKET BBI3BAaTh cyaoporu. Cieayer
IIOMHHTb, YTO CYOPOXKHAs aKTUBHOCTL MOXKET OBITh MPOSIBIEHUEM caMoii Ool1e3HH
AnpureiivMepa. B peakux ciydasiX yCHJIEHME XOJIMHEPIUYECKOro TOHYCA MOKET
BBI3BAThH YXYyAlIEHUE TeueHus Oonesnu I lapkuncona.

VY 1naiMeHToRB ¢ AEMEHIMEH alblIreiMepoBCKOTO TUTIA, TPUMEHSIONIMX IraJlaHTAMMH,
HEYacTO OTMEYalIM pa3BUTHE UEpeOpOBACKYISAPHBIX COOBITHI. DTO ciexyer
YUHUTBIBATH TPU HAa3HAYEHUM TrajlaHTaMMHa TalUeHTaM ¢ 1epeOpoBacKyIspHOM
11aTOJIOTHEH.

3abonesarusa ovixamenvHoil cucmemol

ITpenapar ["arantamun Kanon ciiejtyer Ha3HavyaTh ¢ OCTOPOKHOCTBIO MAIIMEHTAM C
Tskenoit  bBA, XOBJI, ocrpeiMu  MHOEKIIMOHHBIMU  3a00JCBaHUAMM  JICTKUX
(HarpuMep, MHEBMOHMUEH ).

3abonesanus nouex u Mouesbl8OOAUJUX NYMeEll

Ilpenapar I'anantamun KaHoH He peKOMEHIyeTcs NMPUMEHSATH y TNAllMEHTOB C
OOCTPYKIIMEN MOYEBBIBOJAIIMX ITyTeil, HEJABHO TEPEHECIINX XHPYPrUyecKoe
BMEIIATEIHLCTBO HA MOYEBOM ITy3bIpE.

Obwaa anecme3sus

I"ananTaMMH, SBIAIOMIMICA XOJIMHOMHUMETHKOM, MOXET YCHIUTL OJokay
l;epBHO—MblmeqHOf/i népeﬂaqu I[CHOJ]ﬂpIBy},OUICFO TUIA (Muopénakcauulo),

BBI3BAHHYIO 00ujeti anecme3sueil (npu npuUMeHeHUU 8 Kauecmee nepugepuieckoo
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muopenrakcanma - cykcamemonus), — ocodenno  mpu " ‘Hetodrarohmocn
IICEB/IOXOJIMHACTEPA3HI.

IIpy BHE3amHOM NPEKPALICHUU JICUEHUsS (HAmpuMep, Tepe] XUPYPrudecKuM
BMEIIATEILCTBOM) CHHIPOM «OTMEHBI» HE pa3BUBACTCH.

Bimanue wHa cnocoOHOCTH  ynpaBileHHsI TPAHCIOPTOM MW JAPYIrHMH
TeXHHYECKHMH YCTPOHCTBAMM

ITpenmapar I'anantamun KaHoH, Kak M Jpyrue XOJMHOMHUMETHYECKUE CPEJICTBA,
MOJKET BBI3BaTh COHJIMBOCTB M I'OJIOBOKPY)KEHUE, KOTOPHIC HEraTUBHO OTPaKaIOTCs
Ha YNpaBJIEHUH TPAHCIOPTOM M JIPYTUMM MEXaHM3MaMH, 0COOCHHO B IIEpBHIC
HEJICNIN TT0CIIe Havyasla JICYeHUsI.

®opMa BbIITyCKa

Karicy sl npostoHTupoBaHHOTO JIeHCcTBHA, 8§ MT, 16 MT 1 24 Mmr.

ITo 7 «xancyn B KOHTYpHYIO  SYEHKOBYIO  YIAKOBKY M3  IUICHKH
noymsuanxsopuanoi, mienkn IIBX/TIBAX wm TIBX/IIXT®D u donasru
AJIFOMUHUEBON 1I€YaTHOMN JIAKUPOBAHHOIA.

ITo 1, 2, 4, 8, 12 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK IO 7 KalCyJl BMeEcTe C
MHCTPYKIUUEH 110 IPUMEHEHHIO TIOMENIAIOT B MAaYKy U3 KapTOHA.

YcnoBusi xpanenust

ITpu Temneparype He Boimie 25 °C B yllakoBKe ITPOU3BOUTEIIS.

XpaHuTh B HEAOCTYITHOM ]IS JIeTei MecTe.

Cpok roaHocTu

2 ropa.

He npyMeHsTh 110 HCTEYEHNH CpOKa rOTHOCTH.

YcaoBus oTtnycka

OTryckaloT 1o perenTy.

Opuanyeckoe MO, HAa MM KOTOPOro BbIIAHO PerucTpanHOHHOE
y10cTOBepeHHe

3A0 «K:iﬂondpapma npona}(um»: Poccus

141100, MockoBckast o61acts, 1. [enxoBo, yi. 3apeunas, 1. 105.
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COTJACOBAHO

Ten.: (495) 797-99-54, paxkc: (495) 797-96-63. e
ITonyuums 0ononnumenvHvle oanHvie 0 npenapame, HaANPAGUMb NPEMEH3UIO HA 20
Kauecmeo, 0e30nacHocmv, CoOOWUMb O  HEHCeNAMENbHbIX — NeKAPCMECHHbIX

peakyuax MoxHo 110 Tesiedony 8 (800) 700-59-99 (Gecruratnas muHus 24 daca) wim

Ha caiite www.canonpharma.ru B pasjeine «llonutuka B obmactu KayecTBa» -
«bezonacHoCTh MpenapaToBy.

IIpousBoaurtennb

3A0 «KanoHdapma npoJakirm»

Poccus, 141100, MockoBckast o6nacts 1. [l]enkoBo, yi. 3apeunas, 1. 105.

Tein.: (495) 797-99-54, daxc: (495) 797-96-63.

www.canonpharma.ru

Kokenaaze B.M.
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