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MHWHUCTEPCTBO 3[IPABOOXPAHEHMUS POCCI’II/ICKOI/I EJNEPAILIMA
COTJACOBAHO .

HMHCTPVYKILIMA

0 NPUMEHEHHIO JICKAPCTBEHHOTO MMpernapaTa JJjid MEAUIIUHCKOT O IPUMEHEHUS

Ixcenon ®
Buumamensno npouumatime amy uncmpykyuio neped mem, KaK Hayame NPUeM/UCNONb308AHUE
9Mo20 NeKapCmBeHH020 CpedCcmaa
» Coxpanume uHCmMpyKyulo, OHQ Modicem nompeb08ambCs 6HOBb.
» Ecnu 'y Bac 8o3nuxnu 6éonpocei, obpamumecs k 6pauy.

* Omo nexapcmeennoe cpedcmeo Ha3Ha4eHo auyHo Bam, u ezo ne cnedyem nepedasams Opyaum
JUYAM, NOCKONLKY OHO MOJICEm NPULUHUMb UM 8Pe0 0adice NPU HANUYUU mMeX JiCe CUMNMOMOB,
ymo u y Bac.

PErucCTPALMOHHBIIH HOMEP: [IN014495/01
TOPrOBOE HA3BAHME: JKCEIOH®

MEXIYHAPOJIHOE HENMATEHTOBAHHOE HA3BAHME (MHH): puBacTurMun

JIEKAPCTBEHHASI ®OPMA: KariCyJibl

CoCTAB: |

1 xancyna COmEpXHT: Oelicmeyiowee 8euyecmeo. pUBaCTUTMUHA rHapoTtaprpar 2,4 wmr, 4,8 mr,
7,2 Mr wumm 9,6 MI (3KBMB&JIEHTHO puBacTUrMuHa 1,5 mr, 3 wMr, 4,5 Mr wi 6 w™r),
6cnomozamenvHule Bewjecmsd: KPEMHUS AUOKCHI KoyutouaHe - 0,8 mr, 0,8 mr, 0,8 mr, 0,8 mr;
runpomennosa - 1,0 mr, 2,0 mr, 2,0 mr, 2,0 Mr; Mmaraus creapar - 1,5 mr, 1,5 mr, 1,5 mr, 1,5 mr;
LE/UTION03a MHKPOKPUCTATUTHYECKas, U3MENBYEHHBIM mopowok — 46,6 mr, 93,2 mr, 90,8 wmr,
88,4 Mr; uennrono3a MUKpOKpUCTAILTHYECKAs, IPaHyIMpOBaHHbIHA mopoiuok — 107,7 mr, 57,7 mr,
57,7 mr, 57,7 mr; obonouka kancyn. Kpacutenb xenesa okcun xentbiid (E 172) — 0,1116 wmr,
0,403 wmr, 0,279 mr, 0,353 Mr; Turana auokcun (E 171) — 0,62 mr, 0,826 mr, 0,62 mr, 0,744 mr;
xenatuH — 61,268 mr, 60,733 mr, 60,81 mr, 60,76 mr. O6onouxa Kanéyn 3 mr, 4,5 mr, 6 Mr
COZIEPXXUT KpacuTenp >xenesa okcupa kpacHert (E 172) — 0,037 wmr, 0,291 wmr, 0,139 wmr
COOTBETCTBEHHO.

ONUCAHHE:

Kancyna 1,5 me: nenpo3dpauyHas karcyna Ne2 jentoro uBera ¢ paidalbHOH MapKHpPOBKOM
kpacHpiMH YepHuNamu "EXELON 1,5 mg" Ha kopIryce Karncynisl.

Kancyna 3 mez: HenpospayHas Kancyna Ne2 opaHXXeBOro LBETa C paHalbHON MapKHPOBKOM

kpacHeMH yepHunamMu"'EXELON 3 mg" Ha kopmyce KarncyJisl.



~@‘

Kancyna 4,5 mz: HenpospayHas karncyna Ne2 KpacHOro LBeTa, C paaMalbHOW MapKMPOBKOH
6emsmvu yepHunamu "EXELON 4,5 mg" Ha KopIryce KarncyJisl.

Kancyner 6 mez: uenpospaunas kancyma Ne2 ¢ KpbIIIEYKOM KpacHOro LBETa H KOPITYCOM
OpaHXXEBOTO LBETAa, C paAHaIbHOH MapKMpOBKOH kpacHEIMH depHuiaamu "EXELON 6 mg" ﬁa
KOpITyCe KariCyJibl.

ConepxuMoe KarcyJl: MOPOIMIOK OT MOYTH GEJIOro 10 CBETNO0-KENTOTO LBETA.
DAPMAKOTEPATIEBTUHYECKAS MPYMIA: XOJHHICTEPA3bl HHTUOUTOP

Koa ATX: NO6DAO3.

DAPMAKOJIOTHYECKHE CBOWCTBA

Dapmakoounamuka

PuBacTUrMHH — CENEKTUBHBIN HHTHOUTOD alLETHII- M OYTHPHJIXOJIHHACTEPA3EI FOJIOBHOIO MO3Ta,
NPUMEHSEMBIA Ul JIeYeHUs Oone3HH AunbLreidiMepa W aeMeHuuu npu 6one3nd [lapkuHCOHa.
PuacTurmMun  3aMennseT paspylleHHE MeAMAaToOpa ALETHIIXOJMHA, BbIPabaTHIBAEMOro
(QyHKUMOHANBHO COXpaHHBIMM HEHPOHAMHM, H YITy4lllaeT CHHANTHYECKYIO mepeaady. [Ipu 3ToM
PHUBAaCTUTMHH CEJIEKTHBHO YBEJIMYMBAET COAEPXKAHUE ALIETHIIXOJHMHA B KOPE I'OJIOBHOTO MO3ra
TUNIOKAMIIE W TakuM 00pa3oM CIOCOOCTBYET YIYHYINEHHIO XOJWHEPrMYECKOH HEPBHOM
nepenaun. Ilpenapar Dkcenon® MOXET OKa3bIBATh MONOKHTENbHOE NEHCTBHE TIPH CHU)KEHHH
KOTHHTHBHBIX QYHKUMH, CBA3aHHBIX C JeHUIINTOM alleTHIXOJIMHA, B YACTHOCTH, IIPH JEMEHIIHH,
accouMMpoBaHHOM ¢ OGone3Hpio Anburefivepa u 6Gonesupio [lapkuncowa. Kpome Toro,
CYLIECTBYIOT [0KA3aTeNbCTBA TOrO, YTO HMHIHOMPOBaHHE XOJHMHAICTEPA3 MOXET 3aMeUIATh
obpasoBanue (parMeHTOB 6ENKOBOro INpEeNIIeCTBEHHHKA OeTa-aMHIIONAa, MPUHHMAIOLIEro
y4acTHe B aMHUJIOWIOTEHE3E, U TaKUM 06pa3oM 3aMeIATh HOPMHUPOBAHUE AMHIIOMAHBIX OJIAIIEK,
ABJLAIOLIUXCS OJJHUM M3 IJIaBHBIX MATOJIOTHYECKUX NPU3HAKOB 60Ne3Hu Afbureiimepa.
PuBacTurmMuH B3aHMOJEHCTBYET ¢ (PePMEHTOM-MHUINEHBIO ¢ 06pa30OBaHHEM KOBAJIECHTHOM CBSI3H,
4TO BEAET K BPEMEHHOW WHAaKTMBauUWH (epmeHTa. BRUIO MOKa3aHO, YTO y MOJNOABIX 3M0POBBIX
MYXYHH [IOCJie TpUema Mpemapara B 03¢ 3 MI aKTHBHOCTh aleTHIXOJIMHICTEPa3bl B
cmrMHHOMO3roBo# xuakoctd (CMX) cumxaercs npubmusutensHo Ha 40% B TeYEHHE MEPBBIX
1,5 wyacos. Ilocme MOCTHXKEHHMS MAaKCHMAalNbHOTO HHIHOMpYIOIEro 3¢¢eKTa aKTHBHOCTb
(epmenTa Bo3BpalaeTcs K MCXOLHOM MpHUMEPHO uepe3 9 uacoB. ITokazaHO, YTO aKTHBHOCTH
OyTupuixonuuacTepassl B CMIK y MonozbIX 3M0pOBBIX 10GPOBOJIBLIEB MHTHOMDYETCS 06paTHMO
H BOCCTaHABIWBACTCS N0 MCXOAHOW yepe3 3,6 yaca. Y nauueHToB ¢ 6ojne3Hpi0 AJbLreiiMepa
MHTMOMDOBAHHE DPHBACTMTMMHOM aKTHBHOCTH aUETHIXOMMHICTepassl B CMX umeer

RO303aBUCHMBIH XapakTep B H3y4EHHOM AMana3oHe 03 (A0 HauBBICLIEH MO3bI 110 6 MT JBa pa3a




B CyTkH). MHrubupoBaHHe aKTHBHOCTH OYTHPHIXOJIMHICTEpA3bl TAKXKE JO303aBUCHMO, 032
6 Mr 2 pa3sa B CyTKM BBI3BIBACT CHHMDKEHME aKTMBHOCTH (epMeHTa Gomee uem Ha 60% 110

CPaBHEHHIO ¢ MCX0aHOM. Jlanublit addekT npemapara Jxcenon®

COXPAaHAJICA HA MPOTSHKEHUH 12
MeCAUEB TepanuM (MaKCHMAJbHBIH M3ydeHHBIH Mepuoj). BhIIM MOKa3aHa CTATHCTHYECKH
3Ha4YMMasl KOpPENLHUS MEXy CTENEHBIO MHTMOMPOBAHHUS PHBACTUITMHHOM O6OMX (EPMEHTOB B
CMX u u3sMeHEHHAMH KOTHHUTMBHBIX QYHKUMA y NAUMEHTOB ¢ GONE3HBIO ANblreiiMepa; IpH
3TOM, MMEHHO HMHrubupoBanue OyTupmiaxonuHacTepassl B CMIK m0cTOBEpHO M CTaOUIBHO
KOPPENMPYET C yTy4LICHHEM PE3yIbTATOB TECTOB NAMATH, BAUMaHHUA U OBICTPOTHI PEAKIIHH.
DapmakoKkuHemuka

Bcacuvisanue

PuBacTurMuH 6BICTPO M MOJNHOCTBIO BCAChIBAaeTCs. MaKCHMMalbHAasd KOHIEHTpAlHsS B IIasMe
KpoBH (Cmax) AOCTHraeTcs MpuMepHO Yepes 1 yac. BenencTsue B3aumMonecTBIS pUBACTHIMUHA
C GepPMEHTOM-MHUIIEHBIO NIPH YBEIMYEHHH N03bl IPENapara NOBLIIIEHHE ero GMOJOCTYIIHOCTH B
1,5 pasa mpeBsmmaeT oxuaaemMoe (s JAHHOTO yBenu4eHus H03b1). Ilocne mpuema m03bI 3 Mr
abCcoMmOTHAsA OMONOCTYIIHOCTE COCTABIIAET 0KOMO 36+13%. [Tpn mpreMe pUBACTHIMHHA BMECTE C
NHMIIeH BCaChlBaHHE PHBACTHIMHUHA 3aMeuisercs (Bpemst HocTixeHHs T yBEIM4HBaeTcs Ha 90
MHHYT); BenuuMHa Cray CHIDKAETCS, IPH 9TOM ILIOLIANb MO/ KPHBOH «KOHLEHTPALHSA — BPEMS»
(AUC) yBenuumBaetcs npubnusutensHo Ha 30%.

Pacnpeoenenue

PuBacTurMun cBA3biBaeTCS ¢ GenKaMy mia3Mbl KPOBH B cl1aboil cTeneHu (MpHOTH3UTENBHO HA
40%). PuBacTurMuH pacnpenensercs MexAy KPOBBIO U IIa3Moi (COOTHOLIEHHE KPOBB/Ia3ma
0,9) B xonuentpauusax or 1 no 400 Hr/mi. Jlerko MpoOHMKaeT 4epe3 reMaTo3HIEehaTHYECKUil
G6aprep, mocruras MaKCHMaNbHOH KOHLEHTPAUMH B IUIa3Me KpoBu dyepes 1-4 waca, AUC
UepeOpPOCUHANBHOR JKMAKOCTH H IIa3Mbl KpoBHu coctaBiuser 40%. Kaxymmuiics o6bem
pacnpeneneHus ocjae BHyTPHBEHHOIO BBeIeHHs cocTaBnseT 1,8-2,7 n/kr.

Memabonusm

Pusacturmun ObicTpo MeTabomus3upyercs (MEpHO MONYBBIBEAEHHs M3 mia3Mmel kposu (T)p)
COCTaBIsI€T OKONO 1 wyaca), rnaBHeIM 00pa3oM IIyTeEM THIPONM3a XOJHMHICTEPAa3od C
obpasoBanueM nexapbamunupoBaHHoro Metabonura (NAP226-90). In vitro y sToro Merabonura
NOoKa3aHa MWHMMajbHas CIOCOOHOCTH HMHIHOMpOBaTh  aue,THIXONMHACTepasy (<10%).
OCHOBBIBAsICh HAa [JAaHHBIX, MONYYEHHBIX B [N Vilro MCCNENOBAHUSIX, HE OXHAAETCA
B3aUMOICHCTBHS C TMpemnapaTamu, METaOOMU3HPYIOLIMMUCS HPH TOMOLUM  CJIEMYOIIHX
uzodepmentos cuctembl uutToxpoma: CYP1A2, CYP2D6, CYP3A4/5, CYP2E1, CYP2C9,
CYP2C8, CYP2C19 wumu CYP2B6. B COOTBETCTBMM C [aHHBIMH, IIONYYEHHBIMH B




3KCTIEPUMEHTANIBHBIX HCCIIENOBAHUAX, OCHOBHEIE H30(epMeHThI uuToXpoma P450 BoBieYeHE! B
METabO0/IM3M PHUBACTUTMHHA B MHHHMAJIBHOM CTCHEHH. DTHM [JaHHBIM COOTBETCTBYIOT H
Ha0JIIO/IEHHS, CBUAETENBCTBYIONIHE 00 OTCYTCTBHH Y Y€JIOBEKA B3aMMOMEHCTBUN PHBACTHIMUHA
C JEKapCTBEHHBIMH TIpernapataMH, MeTabONH3MpPYIOUIMMHUCS TPH YYaCTHH UMTOXpoMma P450.
O61uii KIMPEHC PUBACTUTMUHA OCIIE BHYTPHBEHHOIO BBEAEHHS COCTABIISET NPHOIU3UTENBHO
130 n/49 mpu no3e 0,2 Mr, u cHwkaetcs 10 70 /4 npu 2,7 Mr.

Buvigedenue

PuBacTHrMHUH BBIBOZMTCS IIaBHBIM 00pa3soM MOYKAMH B BHIE METabONMTOB, B HEM3MEHEHHOM
BHJE B MOYe He oOHapyxuBaetcsa. UYepes 24 yaca mocie npueMa BbIBoauTcs 6onee 90% mo3bl.
Yepes kuiueyHHK BBIBOAMTCA MeHee 1% [no03bl. Y nauueHToB ¢ 60Me3sHBIO AnbLreiiMepa
KyMYJIALIUM PHBACTUIMHHA HJH €r0 JeKapOaMHUITMPOBAaHHOTO METab0IUTa HE OTMEYaeTCs.
DapmaKoOKUHeMUKa y NONHCUNLIX NAYUEHMOE

B ' uccnenoBaHuy BiMsHMS BO3pacTa Ha (APMAKOKMHETHKY pPHBACTHIMHHA IIOCIE €ro
NIPUMEHEHUs. BHYTpPh B 103€ 1,0 Mr 651710 MOKa3aHO, YTO KOHIEHTPALMs PUBACTUTMHHA T1Ia3MBbI
KPOBH BBILIE Y MOXKHIIBIX 3A0POBBIX 100poBobLeB (61-71 neT) mo cpaBHeHUro ¢ Mostonsmu (19-
40 ner). lanHas pasHMua YBENMYHBANACh C BO3PAaCTAHMEM NO36I PHBAaCTHIMHHA (2,5 Mr): y
MOXHJIBIX 30POBBIX 10OPOBONIBLEB KOHIIEHTpAHsl PHBACTUIMHMHA I1a3Mbl KpoBH 6bu1a Ha 30%
bonbie, yeM y MonoablX. Bo3pacT He BiHMSN Ha KOHLEHTpPALMIO AeKap6aMHIHPOBAHHBIX
deHonoBbx MeTabouToB. VY mauueHToB ¢ 601€3HBIO AnbUreitMepa B BozpacTe oT 50 10 92 ner
B IIPOBEJICHHBIX KIIMHUYECKUX HCCIIENI0BAHMAX HE OBUIO BBIABIECHO H3MEHEHUI OGHOMOCTYIIHOCTH,
CBSI3aHHBIX C BO3PACTOM.

Hapywenue ¢hynxyuu novex

beio nokazano, yto mnpwu OHOKPaTHOM MNpHEMEe BHYTPh B 03¢ 3 MI KOHHEHTpALHs
pHMBaCTHIMHHA B IJla3M€ KPOBU HE OTIMYAETCH Y 3[0POBBIX MALHMEHTOB M MAaIHEHTOB C
HapyiieHueM ¢yHkuuu novek Tsxenoi crenenn (CK® < 10 mn/mun). Knupesc puacTurMuna
6bu1 paBen 4,8 1/MuH U 6,9 I/MHH y NauMEeHTOB M y 3M0POBBIX JOOPOBONBLEB COOTBETCTBEHHO.
OnHako y NauMeHTOB C HapylleHMeM (YHKUMM MO4YeK cpenHeil cremenn Tskectn (CKO
10-50 Mi/MuH), MakcuManbHas KOHIEHTpPALHs PHBACTHIMUHA B J1a3Me KPOBH GbLTa yBe/IMUYeHa
nourd B 2,5 pasa u AUC nexapbaMuIMPOBaHHBIX (EHONIOBBIX METabONHTOB GhITa yBEIHUYEHA
npumepHo Ha 50%. Kiupenc pupacturmuua 6but pased 1,7 j/mun. [IpuuMHa HECOOTBETCTBHUS
MEXIY CTENECHBIO TSHKECTH HApyLIEHHs QYHKIHMHU ITOYeK U KIIMPEHCOM PMBACTHIMHHA HE SICHA.
Hapywenue ¢pynxyuu nevenu

Ilocne mpuema BHYTph MaKCHManbHasi KOHLEHTPALMs PUBACTUTMHMHA ObITa pUMepHO Ha 60%

Boie B AUC Gsuia Gonee yem B 2 pa3sa Gonblue y MAUEHTOB ¢ HApYIIEHHeM (GYHKIHH MeYeH




JIETKOW W CpEHEW CTENEHH TKECTH MO CPaBHEHHIO CO 3I0POBBIMH HoGpoBonbuamu. [lpu
npHemMe 3 MI PUBACTHIMHHA OJHOKDATHO MJHM MOC/IE MHOTOKPaTHOrO NMpHEMa Npenapara IIo
cxemMe 6 Mr 2 pasa B JeHb KIMPEHC PMBACTUTMHHA ObUT MpuMepHo Ha 60-65% MeHblIE y
MALMEHTOB C HapylleHHeM GQYHKIHH MEYeHH JerKOW W Cpe[Hel CTEeNeHH TKECTH TI0
CPaBHEHHIO CO 3J0POBHIMHU MalMEHTaMH. OTH (apMaKOKMHETHYECKHE OCOOEHHOCTH HE BIHAIOT

Ha 4YaCTOTy BCTPEYAEMOCTH H BBIPAXXEHHOCTb HEXEJIATEILHbIX ABJICHHM.

ITOKA3AHUA K IPUMEHEHUIO

- Cnabo unu yMepeHHO BBIpaXXKEHHAsl EMEHLHs albUreMEPOBCKOro Tuna (BeposiTHas 60JIe3Hb

AnpurenMepa, 6one3Hp AnsureiimMepa).

- Cna6o UM yMepeHHO BhIpaXEHHas AEMEHIHs NpH Gonesnn [TapkuHCOHA.

IIPOTUBOINOKA3AHUS

] IloBpIueHHAs YyBCTBHUTENBHOCTh K PHBACTMIMHHY, OPYTHM IPOH3BOJHBIM kapbamara
UK APYTHUM BE€UICCTBAM, BXOJSIIIUM B COCTaB npenapara.

. BospacT o 18 ner.

° KOHTaKTHBEIA aniepruveckuii fepMaTHT B aHaMHE3€, BOHUKINHMKA Ha (OHE MPUMEHEHHS

npenapara Dkcenon® TTC.

. C OCTOPOXHOCTBIO

Ipenapar Dxcenon®, kak u JNpyTHE XOMHHOMHMETHYECKHE CPENCTBA, CIEMYET NMPHUMEHSATH C
OCTOPOXHOCTBIO y TNALMEHTOB C CHHAPOMOM CIabOCTH CHHYCOBOTO y3Jia WM HApYIIEHUAMH
MPOBOAMMOCTH (CHHOATpHaNbHas 6710Kaa, aTPHOBEHTPHKYJISIpHast GioKazna).

XoMHepruyecKas CTHUMYJIALHUA MOXET IMOBBIIATH CEKPELMIO COJIAHOM KHCIOTHI B XKEyIKE,
NPUBOUTE K YCHIICHHIO OOCTPYKIMM MOYEBHIBOAAIIMX MyTeH M OGOCTPEHMIO CYAOPOXKHOIO
CHHJIPOMa, TT03TOMY CJIEyeT COOI0AATh OCTOPOXHOCTh NPH TIPHIMEHEHHH Tpenapara JKCenoH”
y TIALHEHTOB, IIPEJPACIIONIOKEHHBIX K 3THM COCTOSHHSM.

Tpenapar Dkcenon®, Tak e Kak u JpYTHE XOJIMHOMHMETHKH, CIELYeT C OCTOPOXHOCTBHIO
NPUMEHATh Yy MAalMEHTOB C OpPOHXMAIbHOH acTMOM HIM OOCTPYKTHBHBIMH 3a00JIE€BaHUSIMH
ABIXaTeJIbHBIX MyTEeH B aHAMHE3E.

[lpuMenenyre pHBACTUIMHHA Y MALMEHTOB C HAPYIIEHHEM (QYHKUMH MEYEHU TSKENON CTEIEeHH
BO3MOXHO ITOJ TINATEJBHBIM KOHTPOJIEM MEAMLIMHCKOrO NEpCOHaa; UCCIEAOBAHUM Y NaHHOlM

KaT€roOpuu rnauyu€HTOB HE MMPOBOJAHIIOCE.

inIHHMa}I BO BHHMaHHE (bapMaKOIII/IHaMI/I‘ICCKHe CBOWCTBa PHBAaCTHI'MHHA, €ro0 HE CICOyeT
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NPHMEHATH ONHOBPEMEHHO C IPYTHMH XOJIHHOMHMETUYECKUMHU npenaparamMH.

ITPUMEHEHME NNPY BEPEMEHHOCTH U B NEPHOJ F'PYJIHOI'O BCKAPMJIMBAHUSA

bepemennocme

"B uccnenosaHuax y XHBOTHBIX PHBACTHIMHH IPOHHKAN Yepe3 miaueHTy. HeT JaHHBIX O

CIIOCOOHOCTH PHBaCTHIMHMHA NIPOHUKATH YE€Pe3 reMaToIaleHTapHELA 6apbep y YeoBeKa.
JKCIIEpUMEHTANbHBIE JAHHBIE [IOKA3aJIH, YTO PUBACTHIMHH HE HMEET TEPATOreHHBIX CBOHCTB. B
HCCIEIOBAHUAX Y JKUBOTHBIX OTMEYAlOCh YBEIHYEHHE MPOMOJKMTEIBHOCTH TeCTALHOHHOTO
neproaa. be3onacHOCTh NPUMEHEHHUS Mpernapara JKCEIoH® npu 6EpEeMEHHOCTH Y 4YejioBeKa 10
HaCTOSINEr0 BPEMEHH HE YCTAHOBIEHA, IO3TOMY IIpEnapaT MOXHO [PUMEHSTh IpH
OepeMEHHOCTH TONBKO B TeX CIydasX, KOTJa OXHAaeMas MNONb3a JIeYEeHHS IPEBOCXOMHT
TMOTEHLIHAIBHBIA PUCK AJIS THIOJA.

I'pyonoe sckapmausanue

B uccieoBaHUAX PUBACTUTMUH H €r0 METaGONUTHl BEAEIANKCH C MONOKOM JAKTHPYIOLIUX
KMBOTHBIX. HeM3BeCTHO, BBIIENAETCA M PHBACTHIMUH B IPYIHOE MOJIOKO, [I03TOMY BO BpeMs
IPUMEHEHHS Nperapara ClieyeT 0TKa3aTbCs OT KOPMJIEHHS TPYABIO.

DepmunvrHocme

HeT faHHbIX O BIMSHMM PHBACTUIMHMHA Ha XEHIIMH PENPOAYKTHBHOTO BO3PaCTa.

Her naHHBIX O BIMSHMH PHBACTHUIMHHA Ha (EPTHIBHOCTh y 4elOBeKa. B mMccienoBaHMAX y
)KUBOTHBIX HE OTMEYEHO OTPHUUATENHHOrO BIHMSHHSA Ha (EPTUNBHOCTH CAMIIOB M CAMOK, Kak

pOIIPITCJ'Iéﬁ, TakK U IOTOMCTBA.

Cnocos NPUMEHEHUA U J03bl

® crenyer nmpuHMMaTh BHYTpS 2 pasa B CyTKH, BO BpEMsl 3aBTpaKa U Y)KHHa.

INpenapat Dxcenou
Hauanvnas 0osa cocrasnset 1,5 mr 2 pasa B cytku. [Ipn npuMeHeHuu nmpenapara y NalHeHToB,
OCOOEHHO UyBCTBUTENBHBIX K BO3JCHCTBHMIO XOJIMHEPrMYECKHX MPENapaToB, JIEYCHHE CIIELYET
HAYMHATH C A03BI 1 Mr 2 pa3a B CyTKH.

IIoobop 0o3vr. Havansnas pexomenmyemas nosa - 1,5 Mr 2 pasa B cytku. Ecim o npommecTsun
MHHHMYM [ByX HEJIENb JIEYEHHS OTMEYACTCA XOpollas NEPEeHOCHMOCTh, [03a MOXET OBITh
yBenmuyeHa 1o 3,0 Mr 2 pasa B cyTku. B ciydyae xopomed IE€peHOCHMOCTH BO3MOXKHO
DajpHEHIee yBequueHue N0 4,5 mr 2 pasa B CyTKH, H Janee f0 6 Mr 2 pasa B CYTKH C
HHTEPBAJIOM HE MEHEE 2-X HENENb I0CIIE KAXO0ro YBEIHYEHHS NO3bI.

HexenarensHsle SABJICHHA, 8 UMEHHO, TOILIHOTA, PBOTA, Oonu B KHUBOTE, CHUXKCHHE alllI€eTUTA UITH

CHHXXCHHME MacCChl TeEIa, Ha6J'IIO,ZIaIOLLIPICC}I BO BpEMs JICUCHHUS, MOI'YT YMEHBIUHUTHCS MOCJE




NpoIyCcKa OJJHON MJIM HECKOJIBKHMX 103 npenapata. Eciiu HexxenarenbHbIe SBIEHUS COXPAHAIOTCS,
CYTOYHYIO [03y IIperapara CjleAyeT CHHM3WTHh A0 MNpEeAbIIyIIed XOpOIIO MEPEHOCHMON WM
NPEKPaTHTh IPUEM Ipernapara.

Iloooepacusarowyasn dosza coctasisier ot 3 mr 10 6,0 Mr 2 paza B cyTkH. C LENbIO JOCTHXEHHUS
HaWTy4Ilero TepameBTHYECKOro 3¢dexra 03y Ipemapata CleAyeT COXpaHATh Ha
MaKCHMAabHOM XOpOLIO NEPEHOCUMOM YpoBHE. D} deKTHBHOCTD Npernapara NpH AIUTENLHOCTH
NpUMEHEHHS boiee 6 MecALEeB HE YCTAaHOBJIEHA.

Maxcumanonan cymounan 0osa: 6,0 Mr 2 pasa B CyTKH.

[lonnepxuparomiee e4eHHE MOXET OBITH MPOLOIDKEHO, TMOKA COXPAHAETCS TeparleBTHYECKHI
adp¢exr. Takum 06pa3om, creyeT peryaspHO OLEHHBATh TEPANEBTUYECKHiT 3D DEKT, 0COBEHHO y
NalMEeHTOB, MOMYYalOIIUX JICYEHHE N03aMM MeHee 3 Mr 2 pa3a B CyTkd. B ciyuae ecnu mo
NPOIIECTBUH 3 MECALEB TEpalUu IperapaToM B IOMNEPXKHMBAIOIIEH [03€ Yy MAlMEHTa He
HaOIIONaeTC MOJNOXKMTENPHOR AMHAMHKM YMEHBINEHHS CHMIITOMOB [JEMEHLHHM, JIeYeHHE
cnenyer npekparuts. CrieyeT TakKe pacCMOTPETh BONPOC O MPEKPAlleHHH Tepanuu
IpenapaToM B CIy4Yae, €ClIM paHee OTMEYEHHBIH TepamneBTHuUeCKkHi 3(dekT 6Gonee He
Habmopaercs.

Bosobnoenenue npuema npenapama nocne nepepuwiéa

YactoTa BO3HMKHOBEHHS M CTEHEHb BBIpaXeHHOCTH HSI, kak NpaBWIIO, YBENTHYMBAIOTCS C
noBeIIeHHeM No3bl. Ecnv nepepels B mpueme mnpemapara cocraBui 6onee Tpex MHEH,
BO30OHOBIIATH JIEYEHHE CNENYET ¢ HAYANBHON HO3bl C LENBIO YMEHBUIEHHS PHCKA OBTOPHOTO
BO3HHKHOBEHHUs MOOOYHBIX peakuMil (Hampumep, TSKenoi pBothl). [locTeneHHOE yBEIHUEHHE
JI03BI MPOBOAT CTYIICHYATO, KaK OIMMMCAHO BEILIE.

Y nayuenmoe ¢ napywenusmu gynkyuu novex unu newenu KOPPEKUHMH PEXHMA NO3HPOBAHHS
npenapara He TpeOyercs. OfHAKO BCIEACTBHE YBEIHICHHS IKCIIO3ULMH TTpeNapaTa y NalHeHTOB
C HapyeHHeM (YHKUMH TOYEK CPEefHEH CTeNeHH TSKECTH M HapylleHHeM (GYHKIHH [edYeHH
NETKOH W CpeJHeH CTEreHM TAXECTH, PEKOMEHIOBAHO TIIATENBHO MOAGHPATH 103y
PUBACTUIMHHA y JAHHOH KaTeropHH IALHEHTOB, BCIEICTBHE MOBBIIEHHOTO PUCKA Pa3BHTHS
MO303aBUCHMBIX HEXENIaTeNbHBIX sABJeHHH. [IpUMEHEeHHe pUBACTUIMHHA Yy TALMEHTOB C
HapylIeHHeM (YHKIMM MEYeHH TSKENOM CTENEHH BO3MOXHO MOJ TIIATENHHEIM KOHTPOJIEM

MEIULIHUHCKOrO IEPCOHANA, UCCIIENOBAHUH Yy JIaHHOH KaTE€ropuy nmalMe€HTOB HE ITPOBOIHIIOCE.

IIOBOYHOE AEACTBUE
Haubonee wacro coobmamock o Hexenarensubix sBrenmsx (HS) co CTOPOHBI

TNHAIIEBAPHTENBHOM CHCTEMBI: ToWHOTa (38%), pBoTa (23%), B OCHOBHOM B NEPHO MOBHIIEHHS




Ao3pl. Ilo NaHHBIM KIMHHYECKUX MCCIECNOBAHHH HEXEAaTeNbHblE PEAKUHH CO CTOPOHBI

MMHMIIEBAPHTENIHON CUCTEMBI M CHHIXKEHHE MACChl TeJla Yallle OTMEYAINUCh Y )KEHIHH.

YacToTa BO3HMKHOBEHMsS HEXENATENbHBIX PEaKlHil OLEHHWBAIACH CJEIYIOIIHM 06pazoM:

BO3HUKAOWKME "04eHb 4acTo" - >10%, "4gacto" - >1% - <10%, "Hewacto" - >0.1% - <1%,

"penko” - 20.01% - <0.1%, "ouems penxo" - <0.01%, BKIFOYAs OTAENbHBIE CIIOHTAHHBIE

coobmenus o HAL.

Y nNauueHToB ¢ neMeHuMed anbUredMEpOBCKOrO THIA, MOMYYABIIMX TEPANHIO IpPEnapaToM

Okcenon®, orMeyanucs cnenyromue HS:

Hugpexyuonnvie u napasumapneie 3a601e6anus. OY€Hb PEAKO - MHGBEKIHMH MOYEBBIBOISIIUX

TIyTeH.

Hapywenus ncuxuxu: 4acTO — aXKWTalUWs, TPEBOra, CIIyTAHHOCTh CO3HAHHS, HEYAaCTO —

GECCOHHHUIIA, AENPECCHUS; OYE€Hb PEIKO — FAJUTIOLMHALHH.

Hapywenus co cmopons: HepeHOli cucmembl. O4€Hb 4YacTO — TOJOBOKPYXEHHE, 4acTo —

rojoBHas GOJb, COHJIMBOCTB, TPEMOP; HEYACTO — OOMODOK; PEAKO — CYHMOPOXHBIE IIPHCTYIIBL,

OY€HBb PEIKO — IKCTPANUpaMHUIHbIE CHMITOMEI (BKJIFOYas YXYMIIEHHE TEYEHUS COMYTCTBYIOMEH

6onesnn [lapkuHcona).

Hapywenus co cmoponsl cepoya: penxo — CTEHOKapius, HHOApKT MHOKApAa; OYeHb PelKO —

apuTMust  (Opanvkapaus, aTPHOBEHTPHKYNSpHas Onoxaga, GuOpuIANMA npencepamuii,

TaxUKapaus).

Hapywenus co cmoponst cocydos: 04eHb PEKO — MOBBILIEHHE apTepHANLHOTO naBnenus (ALY).

Hapywenus co cmopons. nuweéapumenvHoti cucmempl: 09€Hb 4aCTO — TOLIHOTA, PBOTA, AHApes,

CHI)KEHHE aMMeTHTa; 4acTo — OO0JM B XMBOTE M IMCIEINCHS; PEIKO — SA3BBl KEIyaKa H

ABEHANUATUNEPCTHON KHLIKW, OYEHb PEAKO — KPOBOTEHYEHHS XKEIYJOYHO-KHUIIEYHOrO TPaKTa

(KKT), nankpeaTuT, TshKenas poTa, NPUBOAAILAL K -pa3pLIBy MULIEBOJA.

Hapywenus co cmopouvi newenu u oicenyegul800suux nymeii: HEYacTO - HapyLICHHS

71ab0paTOPHBIX NOKa3aTeNel PyHKLHHU NIEYEHH.

Hapywenus co cmopomsl K02icu u nOOKOJICHbIX MKAHE: 4aCTO — THIEPTHAPO3; PEAKO — ChIIb,

3yA.

Hapywenus co cmoponer 0bmena eewyecms u numanus: 4acTo — CHIXKEHHE MacChl Teia.

Obwue paccmpoticmea u napywenus 6 Mecme 66edenus.; 4acTO — TIOBBIIEHHAS YTOMJIAEMOCTb H

acTeHHs, oblee HeIOMOraHUe; HEYacTO — MaJEHHS.

Huxe ykasaner HSI, passuBarommecs y naimeHToB ¢ AeMeHUMed npu 6omesnu [TapkuHCOHa,
®

IIOIyYaBIIMX TEpaIMIO IpernapaToM OkcenoH . YacTtora BO3HHKHOBEHHS HEXCIIATCIbHBIX

peakuuil OLeHHBANACh CIEAYIOMUM 06pa3oM: BO3HUKAMOWME "oueHp yacTo" - >10%, "yacTo" -




>1% - <10%, "meuyacto" - >20.1% - <1%, "peaxo" - >0.01% - <0.1%, "oyeHns peaxo" - <0.01%,
BKJIIOYas OTAeNbHBIe coobimenus o HL.

Hapywenusa ncuxuxu.: 4acto — 6€CCOHHHULA, TPEBOra, 6ECITOKONCTRO.

Hapywenus co cmoponsl Hep6HOU cucmembl: 0UEHB YaCTO — TPEMOD; YacCTO — FOJIOBOKPYKEHHE,
COHJIMBOCTBh, TOJIOBHas 60ib, YXYAlLIEHHE TeueHUs Oone3Hu I[lapkuHCOHa, OpaaMKUHE3Ws,
TUCKHUHE3HS, THIIOKMHE3US, PUTHAHOCTD [0 THITY «3y0YaToro Kojieca»; HeYacTo — JUCTOHHS.
Hapywenus co cmoponui cepoya: 4acto — 6pagukapaus; He4acTo - GUOPHILIALMS NPEACEPAHH,
aTPHOBEHTPHKYJIIpHAas O0Kaa.

Hapywenus co cmoponer nuwesapumenvHoti cucmempl: OYEHb YaCTO — TOLUHOTA, PBOTA; YACTO —
_ Auapest, 00JIb B XKHMBOTE M JUCIIETICHS, MOBBILIEHHOE CIIOHOOT/AEICHHE, CHI)KEHHUE allIeTHTa.
Hapywenus co cmoponbl K0Jicu u NOOKONCHIX MKAHEU. 9aCTO — MIOBBILIEHHOE MIOTOOTAEIEHHE.
Obwue paccmpoiicmeéa u HapyweHus 6 mecme 66edenus;. OYEHb YacTO — MAafEHHUS; 4acTo —
JETHApaTalus, IOBBIIECHHAS YTOMIIAEMOCTh U aCTEHHMS, HAPYIICHUS TTOXOKH.

Iomumo BbINeonucanHbX HS mpu npuMeHeHuH npenapata Dxcenon® B tdopme kamcyn y
NalMeHTOB ¢ AeMeHuHued npu Oone3nu IlapkuHCOHA B Xoae 76-HENENBHOIO KIMHHYECKOTO
uccenoBanus Habmonanuce cnemyromue HS: yacTo — MoBbIIEHHE apTEPUANBHOTO JABEHHS,
CHMDKEHHE apTEPUAIBHOTO AaBJICHHUS.

Ilpu npumeHennu npenapata Jkcenon® TTC y TAlMEHTOB C JAeMEeHUHWed mnpu Oone3nu
ITapxkuHCcOHa B XO[€ KIMHHYECKOTO HCCIefOBaHWs Habmomaiuch ciexyromue HS: wacro —
QKHTALUA, NETPECCHS.

Ipu mpumereruu npemapara JkcenoH® B (opMe Karcyn u pacTBOpa B NOCTMAapKETHHIOBOM
neproze ObUTH MONYYEHBl OTAENbHbIE CooOIEeHus o craexyromux HS (mockonbky coobimenus
NOCTYNAOT B JOOPOBOJBHOM NOPSAKE OT MOMYJISALMH HEONPENEIEHHOTO pa3Mepa, YCTaHOBHTH
4acTOTY [JAaHHBIX DEaKUMHA HE TPEACTaBAAETCS BO3MOXHBIM): JE€THApATALMS, arpeccus,
O€CIOKONCTBO,  OKCTpaNHpaMUAHBIE  DPAcCTPOMCTBA y  NAUMEHTOB ¢ JEMEHIHMENt
IBLreIMEPOBCKOro THIA, CHHAPOM CIabOCTH CHHYCOBOTO Y3J1a, FeNaTUT, PaclpOCTPaHEeHHEIH
QJUIEPrUYECKUN JEPMaTHT.

Tpu npumeHeHnn npenapata Jxcenon® TTC noJy4eHsl coobmenus o cnemyroimx H: yacro
— HeNep)KaHHEe MOYH, HEeYaCTO — HapylIeHHE MO3rOBOr0 KpOBOOOpAIUEHHUS, MAETMpHI,
IICUXOMOTOpHOE BO30YXXINEHHE; DPEIKO — 3PHTEMA, KpamuBHHLA, 0Opa3oBaHHe BOJIBIPEH,
aJlNIEPTUYECKHU JepMAaTHT.

Ilpr npuMeHeHMH TNpemapaTa OJKCENOH® B KIMHHYECKOM HCCIENOBAHHH y TalMEeHTOB C
AeMeHuued mpu Oonesnn [lapkuHCOHa HAOMORAIMCEH CIIEAYIOLUME HEXeNaTeNbHbIE SBJICHHUS,

BO3MOXHO YKa3bIBAlOIKE Ha yXy[lleHue TeueHHs Oone3nu IlapkurcoHa (B CpaBHEHMH C




nnauebo): tpemop — 10.2% (3.9 % B rpynmne mnaue6o), nagenve - 5.8% (6.1% B rpymnme
mwiauebo), yxynwenue TeueHus 6Gomesnn Ilapkunrcona — 3.3% (1.1% B rpynme mrane6o),
NOBBILIECHHOE CIHOHOOTAENEHHE — 1.4% (He BBIABIECHO B rpymne rutaue6o), AuckuHe3us - 1.4%
(0.6% B rpynne nnaue6o), napkuaconnsm — 2.2% (0.6% B rpynme mnane6o), THMOKHHE3NS -
0.3% (ue BRIABNEHO B rpymne ruiaue6o), ABuratensHele HapymeHus - 0.3% (He BBIIBICHO B
rpynne mnauebo), Opagukunesns - 2.5% (1.7% B rpynne nnaue6o), auctonus - 0.8% (0.6% B
rpynne maneto), Hapymenue NoXonku — 1.4% (He BBIABIEHO B Ipymnie muane6o), MpIIeqHas
purugaocts 0.3% (He BBIABNEHO B rpynne Iane6o), Hapywenue pasHosecus — 0.8% (1.1% B
rpynne mniauebo), KOCTHO-MbIlIeYHas CKOBaHHOCTH — 0.8% (He BBIsSBNIEHO B rpynme muaue6o),
.Apoxs — 0.3% (He BBIABNEHO B rpymne miane6o), MoTopHas auchynxuus - 0.3% (He BBIIBICHO

B rpymnmne ruiane6o).

IEPE1O3NPOBKA

Cumnmomer.  CryyaiiHas nepefo3MpoBKa MpenapaTtoM B OONBIIMHCTBE CIIy4aeB He
CONPOBOXJANIACh KAKMMH-THOO KIMHUYECKMMH MpPOSIBICHHUSAMH; MMPAKTHYECKH BCE MAI[HEHTHI
NpoJoJDKav JieyeHue npenaparoM. [Ipu nepeno3upoBke 0TMEYAHMCh: TOLIHOTA, PBOTA, ANApeEs,
Goib B JKUBOTE, TONOBOKPYXEHHE, TPEMOP, [OJOBHAs 6O, COHIMBOCTb, OpamMKapaus,
CIIyTAHHOCTb CO3HAHHS, ITOBBILIEHHOE MOTOOTAE/NEHUE, NOBBIeHHE AJl, raJlfouMHALUH W
obwee Hemomoranue. Ilepeno3npoBka MHrHOMTOpaMHM XOJMHICTEPa3bl MOXET MPHBOAMTD K
XOJIMHEPIrHYECKOMY KPH3y C Pa3BUTHEM TaKMX CHMIITOMOB, KaK BBIPOXEHHAs TOIUHOTA, PBOTA,
TIOBBIIEHHOE CIIOHOOTAENIEHHE, TOBBIUEHHOE MOTOOTACICHHE, OpaauKapaus, CHHXEHHE
apTEPHATIPHOIO MABJICHUS, YTHETEHHE JbIXaTE€NbHOM NEATENBHOCTH M CyHOpOrH. Bo3MoxHO
Pa3BUTHE MBINIEYHOH CIIAOOCTH, YTO MOXET NPUBECTH K JIETATLHOMY MCXOXY IIPH BOBJEYEHHH
ABIXaTENIbHOH MYCKYJIATYphbl. Y YNThIBas BATOTOHHYECKHH 3 HEKT HHIMOGUTOPOB XOIMHICTEPA3b]
Ha 4acToTy cepie4HbIx cokpauenuid (UYCC), Henb3s UCKIIOUMTh BO3HUKHOBEHME GpaguKapauH
H/ui 06MOpOUHBIX cocTosHuM. [IpH nepeno3upoBKe NpEnapaToM OTMEYATHCh PEKHe CIydan
JIETATBHBIX UCXOMIOB, OJIHAKO CBA3b C IPUMEHEHUEM IIpenapara ocTaercs HescHOH. CUMNOTOMBI U
MCXOZl BapbUpPOBANM Y Ppa3siNMYHBIX MAUHEHTOB. He mpocnexuBasock 4YETKOW CBA3H MEXIY
NPHHATOM N030# MpenapaTta U CTENEHBIO THKECTH UCXOA.

Jleuenue. TlockonbKy NMEPHOA NONYBBIBEACHWs PHBACTMIMHHA M3 TLIA3MBI KPOBH COCTABJISET
oKoJIo 1 yaca, a NIMTENBHOCT WHIHOMPOBAHUS ALETHUIXOJHHICTEPA3bl COCTABISET OKOJIO 9
4acoB, B CTy4asX 6€CCUMNTOMHO MPOTEKAIOLIEH TePeA03MPOBKHE PEKOMEHTYETCS HE NPUMEHSTh

®

npenapar JKCeJIOH B TEYEHHE NOocneayomux 24 yacoB. Ecnu nepeno3vpoBka conpoBOXAaeTcs

BBIDAXCHHOM TOIUHOTOM M DBOTOH, CreJyeT pacCMOTPETh BONPOC O IPHMEHEHHH
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NPOTUBOPBOTHEIX CpeACTB. IIpM BO3HMKHOBEHHM IpYTrMX HEXENaTeNbHBIX SBJIECHHH IpH
HEOOXOIUMOCTH MPOBOASAT COOTBETCTBYIOLIEE CUMIITOMATHYECKOE JIEYEHHE.

Ilpu 3HaUMTENBHOM TIEPENO3NPOBKE MOXET OBITh IPUMEHEH aTPOIHH, HAYaIbHas 032 KOTOPOro
cocraysieT 0,03 MI/Kr BHYTPHBEHHO; MOCJEYIOLIee NO3MPOBAHHE 3aBUCHT OT KIMHHYECKOTO

s dexra. [IpuMeHeHHE CKOMIOIAMUHA B KAYECTBE AHTH/I0TA HE PEKOMEHIOBAHO.

B3AUMOAEACTBME C APYTUMH JIEKAPCTBEHHBIMHW CPEACTBAMH

PuBacTurMun Metabonu3upyercs MpeHMYIIECTBEHHO IyTeM TMAPOJIM3a MPH YY4aCTHH 3CTepas.
Mertabonuam pHBacCTUIMHHA IIPH YYacTHH OCHOBHBEIX H30(€pMEHTOB LHMTOXpoma P450
NPOMCXOAMT B MHHHUMAIBHOH  CTemeHH. TakuM  o6pasoM, (apMaKOKHHETHYECKAX
B3aUMOJEHCTBUH pHBacCTUIMHHA c JpYyTUMH JIEKapCTBEHHBIMU CpEeINCTBaMH,
MeTab0IM3UPYIOIIUMHUCS C YYaCTHEM JaHHBIX HEPMEHTOB MAIOBEPOSITHO.

Hepexomenooearnnoe 83aumooeiicmeue

Memoxnonpamuo

VuuThBas  BO3MOXKHOCTH  BO3HHKHOBEHHS  COBOKYMHOTO  BJIMSHMSA MpENaparoB  Ha
IKCTPANMpPaMHIHYIO CHCTEMY, OJHOBPEMEHHOE MPUMEHEHHE METOKIIONpaMHUIa U PUBACTHIMHHA
HE PEKOMEH0BAHO.

IIpenapamei, enuaroujue Ha XONUHEPZUHECKYIO CUCMEM).

YuureBasg (papMakoAMHAMUYECKME XapaKTEPHCTHKH pHBACTHIMHHA, Cleayer wu3beratsh
OJfHOBPEMEHHOTI'O IIPUMEHEHMS €TO C APYTMMH XOMUHOMUMETHKAMH B CBA3H C BO3MOXKHOCTBIO
pasBUTHUST MX COBOKYNIHOIO [JEHCTBHA. PHBaCTUrMHH MOXET BIHMATH Ha NEeHCTBHE
XOJMHOGJI0KaTOPOB (HanpuMep, OKCUOYTHHHHA, TOITEPOIHHA).

Conu cyxcamemonusn _

Ilpn mpoBeNCHMH aHECTE3MM PHBACTUIMHH, SBISACH MHIMOMTOPOM XOJNHHICTEPA3bl, MOXET
ycunuBaTh 3QGEKTH AEMONAPH3YIOUIUX MHOPENaKCaHTOB (HANpHUMED, CONEHM CYKCAMETOHHMS).
PexoMennoBano cobmonare OCTOPOXHOCTh IIPH BHIOOpPE CpencTBa s aHecTe3ud. llpu
HEeOOXOMMMOCTH Tepefi MPOBEICHHEM aHECTE3UH BO3MOXHO YMEHBLUEHHE 103bI PUBACTHIMHHA
HIIM BpEMEHHAas OCTAaHOBKa TEpAIIHH.

B3zaumoodeiicmeun, komopeie cnedyem npuHuUMams 60 6HUMAHUE

bema-adpenobnoxkamoput

IIpy ONHOBPEMEHHOM MPHMEHEHHH PHBACTUTMHBA C pa3IMYHBIMH OeTa-aJpeHoGNOKAaTOpaMU
(BKimO4as aTeHoyson) OBUI0O OTMEYEHO CHHEPrHYecKoe B3aMMOJEHCTBHE, MPHUBONMBIIEE K
pa3BHTHIO OpasMKapIuH, 4YTO, B CBOIO O4YEpeNb MOXET CTaTh NPHYMHOM CHHKONAIbHBIX

COCTOSHHH. HCCMOTp}I Ha TO, YTO OAHOBPEMEHHOEC NNPUMEHECHHUE C KapAHOCCIICKTHBHBIMH Oera-
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anpeHO6I0KaTOpaMy CBA3aHO ¢ HAMGONBIIMM PHCKOM Pa3BUTHA TakuX ddextos, nanusie HS
OTMEHalMCh TAKXKE M Y MALUEHTOB, M0JyYaBUINX M APYTHe MIpenapaThl AaHHOM IPYILIEL.
B3aumooeiicmeue ¢ Huxomunom

OTmedyeHo yBenuueHHe BCACHIBAHHS PHBACTUIMHMHA Ha 23% NpH TIpHMEHEHHH BHYTPS (B dbopme
KarcyJ B 103€ 10 12 MIr/cyT) y maiueHToB, IPHHUMAKOIIMX HUKOTHH.

B3aumooeiicmgue c naubonee uacmo 00HOpeMEHHO NPpUMEHAEMbIMU NPenapamamu

Y 300poBBIX 106POBONBIEB (PapMAKOKHHETHYECKOTO B3aMMOACHCTBHS MEXTY PHUBACTUIMHUHOM
M JMFOKCHHOM, Bap)apHHOM, T1a3zenaMoM MilH (IyOKCETHHOM BBISBJIEHO HE Ob1I0. Be3BaHHOE
Bap(papyHOM YBENHYEHHE INPOTPOMOMHOBOTO BPEMEHH NPH IPUMEHEHHH DHUBAaCTHIMHHA He
H3MeHssock.  [Ipy  OJHOBPEMEHHOM  NPUMEHEHHH  PUBACTUTMHHA W [JUTOKCHHA
HEONaronpusATHOrO ;BHPISIHPIH Ha BHYTPHCEPAECUYHYIO IIPOBOAMMOCTh OTMEYEHO HE OBLIO.
OnHOBpeMEHHOE NPHUMEHEHHE PHBACTMIMMHA C TAKMMH YacTO NPHUMEHSEMBIMH npernaparamMmu
KakK aHTaLMBL, IIPOTHBOPBOTHEIE CpeNCTBa, THIIOTJIMKEMHUYECKHE CpeICTBa,
AHTUTHIIEPTEH3UBHBIE  CPEACTBA  UEHTPAIbHOrO  NEHCTBHUS, OJIOKATOPhl  «MEIUICHHBIX)
KaJIbIIMEBBIX KaHAIOB, MpErNaparbl, OKa3blBAIOLIME IIONIOXHTENBHOE HMHOTPOMHOE AEHCTBHE,
AHTHAaHTHHAIBHBIE  CpPEACTBa, 3CTPOTeHbl, AHAIBIE€THKH, BKJIOYas HECTEPOMHBIE
NPOTUBOBOCHANIMTENBHBIE IIpenaparel, O€H30[Ma3eNHMHBl M AHTUTHCTAMMHHBIE CPEICTBA HE
COMNPOBOXJAIOCH KAKUMM-IHOO H3MEHEHHSAMHM KHHETHMKM DHUBACTHIMHMHA WJM IOBBILEHHEM

PHCKa BOBHUKHOBEHHS KIIHHHYECKH 3HAYUMBbIX HEXEJIaTeIIbHEIX SIBJICHUH.

OCOBBIE YKA3AHUA

Jleuenne HeobxoaumMo Beeraa HauyMHATh C 403bI 1,5 Mr 2 pasa B 1eHb, KOTOPYIO MOCTENEHHO
YBEJIMYMBAIOT 110 NOAAepkHBatoiert 103bl. [Ipu npeperBanun nedenus Gonee yem Ha TpH OHS,
BO30OHOBJIATE TEpaNui0 HEOOXOAWMO C MHHHMMANBHOM CYTOYHOM [03bI IJIS CHHIKEHHS
BEPOATHOCTH Pa3BUTHS HEXEJIATENLHBIX SIBJIEHHUH.

PaccTpoiicTBa NHINEBAPUTENBHOR CHCTEMBI, TakHe KaK TOIUHOTA, PBOTA M JMApes MOTYT
BO3HUKHYTH B Hayaje JICUECHHSA HUJIN IIpH YBEJIWYECHUH NO3bI Ipenapara, u MOTYT KyITHPOBAaTbCA
NpH  YMEHBINEHWH [03bl. B mnpoTuBHOM cilyyae jeyeHHe mpenapaToM Sxkcenon® crenyer
OTMeHUTb. [lauueHTaM, y KOTOpBIX pa3sBHIMCh [PH3HAKM JETHADATALHMH, BCIENCTBHE
l'IpOﬂOII)KHTCIII:HOfI AWApE€n WX PBOTBI, pPEKOMEHOOBAHO BHYTPHUBEHHOC BBCACHHE XHUIAKOCTH U
CHIDKEHHE NO3bl MJIM OTMEHA TEpaNui PUBACTUTMHUHOM. JlerMapaTalusi MOXET UMETH CEPhe3HBIE
TIOCNIEACTBHSL.

Heobxonnmo KOHTPONIMpPOBaTE Maccy Tela y MAaUMEHTOB ¢ GONE3HBIO ANblreiiMepa, Tak Kak y

JaHHOH IPpyIIbl MAalHEHTOB BO3MOXXHO CHHXXEHHE MACChl Tejia IIpyU IIpHEME HHFI/I6PITO])08
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XOJIMHACTEPA3bl, BKIIFOYAs PUBACTHIMHUH.

[launents! ¢ Maccoit Tena meHee 50 Kr, Xye IEPEHOCAT TEPANHIO PUBACTHTMHHOM M Yalle
BBIHY)ICHBI [TPEPHIBATH JICYEHUE BCIIEACTBUE pa3BuTus H.

Kak u mnpu mnpUMEHeHWM JIpYTMX XOIHHOMHMETHKOB, NpH TNPMMEHEHHH PHBAaCTHIMHHA
BO3MOXHO pa3BUTHE OOCTPYKLHMH MOYEBBIBOJSMLIMX IyTEH, a TaK)Xe BO3HUKHOBEHHE WIIH
YBEIMYEHHE  BBIPOXKEHHOCTH  JKCTPAllMPaMHMAHBIX  paccTpoicTB. [Ipm  npumeneHuM
PUBaCTHIMMHA Yy MALMEHTOB C AeMEHUHEN mpu 6one3nn [lapkuHCOHA OTMEYANOCh yBETHYEHNE
BBIP2)KEHHOCTH JABUTATENbHBIX HApYIIEHUH (0COOEHHO TpeMopa).

Iocne yBenuueHHs NO3BI Mpemapata DKCENOHS BO3MOXKHO Kp;TKOBpGMeHHOC TIOBBILIEHHE
apTe[;PIaJ'IBHOFO JaBJICHUS ¥ BO3HMKHOBEHHE TA/UIIOUMHAMK y [MalHEHTOB C JEMEHLUeH
aTBLIeHMEPOBCKOTO TUMA, & TAKXKE YCYTyOIeHHe 3KCTpamupaMUAHBIX PacCTPOMCTB (0COGEHHO
TPEMOpa) y MalMEHTOB C JAeMeHnMel npu Gonesnu [lapkurcona. JJaHHBIE CHMIITOMBI MOTYT
HCYE3HYTBh [IPH CHHKEHHUH O3B, B IPOTHBHOM CITy4Yae TEPAIHIO IPENapaToM CIEAYET OTMEHHUTS.
Crietyer perynspHO OLIEHUBATh COCTOSHHE TALMEHTOB /s BEIIBICHUS JAHHBIX HEXXeNaTelbHBIX
SIBJICHUH.

Koorcnuvie peaxyuu

KoxHele peakumyu, BO3HWKaomme Ha (oHe mnpumeHeHHs mpemapata Oxcenon® TTC, kak
NpaBWiIO, ObUIM JIETKOH MM yMEPEHHON CTENEHH BBIPAKEHHOCTH. DTH PEaKUMH HE SBISIOTCS
NoKa3aTeNneM CeHCHOWIM3alM{ TalMeHTa K pPHBacTUrMHHY. TeM He MeHee, Ha (oHe
npuMeHeHHs npenapara Jkcenon® TTC Moxer BO3HHMKHYTh AJIEPTMYECKHA KOHTAKTHBIA
AepMatuT. IIpH pasBUTHH y MAaUMEHTOB KOHTAKTHOTO ANIEPIHYECKOrO AEpMaTHTa Ha (oHe
npuMeHenus npenapara Jkcenor® TTC, eciu ecTb HEO6XOTHMOCTH MPOJOJDKEHUS TEepanuu
PUBAaCTUIMHHOM, TAallMEHTa MOJ KOHTPOJIEM MEWUMHCKOrO IEpPCOHaNa M TOoCie MONyYeHHs
OTPHUATEIBPHOrO Pe3ysIbTaTa ajjIeprojoru4eckoro TECTHPOBAHHS PEKOMEHIOBAHO TEPEBECTH Ha
JNIeKapCTBEHHBIE (OPMbI PHBACTUTMUHA [UIs [IpHeMa BHYTPh. Y HEKOTODHIX MALMEHTOB C
CeHCHOMIM3aIHel K PHBACTHIMHUHY TI0C/e IPUMEHEHHS npenapata Dxcenon® TTC IPUMEHEHHE
PHUBaCTUIMHHA B JPYTHX JIEKADCTBEHHBIX HOPMax MOXET OKa3aThC HEBO3MOXKHBIM.
AJNNIEprUvecKuil KOHTAKTHBIA IEPMATHT CEIYeT 3alloJO3PMTh, €CIH B MECTE MPHKPETIICHHUS
TTC Bo3uvKa KOXHAs peakUHus, paclpoCTpaHsiomancs 3a npeaens! pasmepa TTC, win KOXKHbIE
PeaKuMH B MECTE IPUKPEIIEHUsS JOCTHIJIM BHIPQXEHHOH HHTEHCHBHOCTH (HAIpuMeEp,
YCHIMBAIOIIAACH OpMTEMa, OTEK, BO3HHUKHOBEHWE Tamys, BE3MKYJ), a TaKXe, eciu
BBID@XXEHHOCTh KOXXHBIX PEaKLMH CYILIECTBEHHO HE YMEHBUIAeTCs B TeueHue 48 yacoB mocie
ynanenus TTC. B arux ciaydasx neveHde mpemapaToMm CileAyeT MpPEKPaTUTh (CM. paszen

[IporuBonoka3zanus).
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B nmocTMapkeTHHroBoM nepuoze ObUTH MOTydeHbl JaHHBIE O Pa3BUTHH Y HEKOTOPEIX MallMEHTOB
pacnpocTpaHEHHOrO a/UIEPrHYecKOro JepMaTUTa Ipd TNPUMEHEHWH pPUBAaCTUITMHHA BHE
3aBHCHMMOCTH OT criocoba npuMeHeHus (BHYTph WM TpaHCAepMallbHO). B aTHX ciiyyasx neuenne
npenaparoM CJeQyeT IMOJHOCTBIO OTMEHHTH (cM. paszen [IporuBonokaszanus). IlanueHnTsl u
JIMLA, OCYLIECTBILIOIINE YXO/A 32 HHUMHM, JOJDKHBI OBITh NPOHH(GOPMHUPOBAHEI O BO3MOXXHOCTH

Pa3BUTHS COOTBETCTBYIOIIMX KOXHBIX peakluid Ha pOHe MPUMEHEHHS PUBACTHIMUHA.

BJAUAHUE HA CHNOCOBHOCTb VYMPABJAATb TPAHCNOPTHLIMU CPEACTBAMM M
MEXAHHU3MAMH .

Bonesns IlapkuHcoHa u Gone3Hr AnbureiMepa caMu 1o cebe MOryT CHHXATh CITOCOOHOCTH
YIIPaBJIATh TPAHCTIOPTHBIMHU CPEACTBAMH M MEXAHM3MaMHU. Y TALUEHTOB, MOJYYAIOUIMX TEPAITHIO
PHUBaCTHIMHHOM, BO3MOXXHO Ppa3BUTHE T'OJIOBOKPYXEHUS M COHJIMBOCTH, OCOOEHHO B Havaje
JICYEHUS MM NP HM3MEHEHHH [03bl mnpemnapata. CriocoOOHOCTH MallMEeHTa C JeMEHLHUEH,
MOMyYAIOIIEr0 JICYEHHE MPENapaToM KCENOH", YNpaBiATh TPAHCIOPTHBIM CPEACTBOM W/HIIHA

ME€XaHH3MaMH NOJDKHA PETYJIAPHO OLICHHUBATECS JICYALIIHM BpadOM.

®OPMA BLINTYCKA

Kancyner 1,5 mr, 3 mr, 4,5 mr, 6 mr. [To 14 kancyn B 6mucrepsl. [To 1, 2, 4 unu 8 Gnucrepos
BMECTE C HHCTPYKLMEN 110 IPUMEHEHHIO NIOMELAIOT B KAPTOHHYIO MaYKY.

YCI0BUA XPAHEHMSA

IMpu temmeparype ne Boime 30°C.

IIpenapar ciemyer XpaHUTh B HEAOCTYITHOM JJIS IETEH MECTeE.

Cmucok b.

CPOK rOAHOCTH

5 ner

HpenapaT HE CJIEQYET UCIOJIb30BATh MO HCTCYEHHHU CPOKA T'OAHOCTH.

YCJI0BUA OTNYCKA

OTnycKaroT Mo peuenTy.

IIPOU3BOAMTEJIb

HOBAPTUC ®APMA Al [LUBEWLIAPUS, TPOU3BEJEHO HOBAPTUC ®APMACBIOTUKA C.A.,
MUCTIAHUA/NOVARTIS PHARMA AG, SWITZERLAND, MANUFACTURED BY NOVARTIS FARMACEUTICA
S.A., SPAIN

AJIPEC: JIUXTIUTPACCE 35, 4056 BA3EJlb, LUBEWLAPHS/LICHTSTRASSE 35, 4056 BASEL,

SWITZERLAND
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JONOJHUTENBbHYIO HHOOPMALUIO O NPEMNAPATE MOXHO MOJIYYUTb MO AJPECY:
125315, Mocksa, JIeHMHrpanckuil mpocnekT, A0M 72, Kopiyc 3

Ten. (495) 967 12 70,

daxc (495) 967 12 68

O.B. llIupokosa /

Hupexrop [enapramenra
BBIBOJIA [TPENIAPATOB HA PHIHOK

000 «HoBaprtuc ®apma
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