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HMHCTPYKLIUA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI'O IIPEITAPATA
HKCEJOH®
BwaamerbHO npoqumaﬁme 3my uHcmpyKuuio nepec) mem, KakKk Haudwams npuMeHeHue omaozco
Jzekapcmea.
[ ] CoxpaHume I/chmpyKL;uIO, OHA MoaxHcem nompe606amb6}z 6HOB6b.
o Ecnu y Bac 6o3Hukau éonpocul, obpamumecs K 8pauy.
o Omo nexapcmeo HazHaueno nuuHO Bam, u e2o He ciedyem nepedasamv Opyeum AuUYaM,

HOCKOIbKY OHO MOMCem NPUYUHUMb UM 8pe0 0adice NPU HATUYUU MeX JHce CUMNIMOMO8, YMo U Y
Bac.

PEruCcTPAIMOHHBIN HOMEP: I1 N012952/01

TOPrOBOE HAMMEHOBAHUE: Dkcenon®

MEXIYHAPOJHOE HEHATEHTOBAHHOE HAUMEHOBAHUE: pUBaCTUTMUH

JIEKAPCTBEHHASI ®OPMA: pacTBOp AJIs IpUE€Ma BHYTpPb

CoOCTAB:

1 M1 pacTBOpa Ui MHpUeMa BHYTPb COJEPKUT: Oelicmeyioujee eujecmeo — PUBACTUTMUHA
ruaporaptpatr — 3,200 Mr (B mepecuere Ha puBacTUrMUHa ocHoBanue — 2,00 mr);
6cnomozamenvHule geujecmea: HaTpusi OEH30aT, JIMMOHHAS KUCJIOTA, HATPHUS LIUTPAT AUTHIPAT,
Kpacutenb XUHOMUHOBBIHN xenThiit WS (E104), Bona ouniiieHHast.

ONUCAHME: [Ipo3payuHblii pacTBOp 3€JIE€HOBATO-KEITOrO I[BETA.
MAPMAKOTEPAINIEBTUYECKAS T'PYIIIA: XOTHUHACTEPa3bl HHTUOUTOP

Koa ATX: NO6DAO3

DAPMAKOJIOTHYECKHAE CBOMCTBA

Dapmakoounamuka

JleficTByIOIMM BelIecTBOM Ipenapara DKceloH® sBISETCS PUBACTUTMHH - CENEKTHBHBI
UHTUOUTOP alleTHIIXOJIMHICTEPa3bl U Oy TUPUIXOJIMHAICTEPA3bl TOJOBHOTO MO3Ta, PUMEHSIEMBbIN
JUIs JIedeHus: Oone3Hu AuplreliMepa u aeMeHIuu npu Oone3nu Ilapkuucona. PuBacTurmun
3aMe[UIsIeT pa3pylIeHHe aleTHIXOJIWHA, BbIpadaThiBaeMOro (yHKIMOHAIBHO COXpPaHHBIMU
HelipoHamu. [Ipy 5TOM pUBaCTUTMUH CENEKTUBHO YBETUYMBAET COJIEpP)KaHUE AlleTUIXOJIMHA B
KOpe TOJOBHOTO MO3ra M THUIIOKAaMIle, M, TaKUM 00pa3oM, CIOCOOCTBYET YIIyUIICHHUIO
XOJIMHEPrUuecKO HEpBHOM mepenaud. PHUBACTUIMHH MOXET OKa3blBaTh IMOJIOXKUTEIHHOE
NeiCTBUE NPU CHUKEHUM KOTHUTUBHBIX (DYHKIIMI, CBSI3aHHBIX C JE(PUIIMTOM alleTUIXOJIMHA, B
YaCTHOCTH, MpPH JEMEHIMH, aCCOLIMUPOBAHHON ¢ Oone3Hbl0 AJblreiiMepa u OO0JE3HBIO

[Mapkuncona. Kpome TOro, CymecTBylOT [JOKa3aTelbCTBA TOrO, YTO HHTHOMpOBaHUE

XOJHMHAICTEpPA3 MOKET 3aMeJISATh 00pazoBaHue (pparMeHTOB OEIKOBOTO MpEANIeCTBEHHIKA OeTa-
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aMuwiIouja, NPUHUMAIOLIET0 Y4YyacTHE B aMWIOUIOrEHe3e, U, TakuM o0pa3oM, 3aMemJIATh
dbopMupOBaHHE AMMJIOMIHBIX OJSIICK, SBISIOUMXCA OJHUM W3 TJIABHBIX MAaTOJIOTHYECKHX
npuU3HaKoB OoJie3HH ATbIreiiMepa.

PuBacTUrMuH B3aMMOJEHCTBYET C (PePMEHTOM-MUIIEHBIO C 00pa30BaHUEM KOBAJICHTHOMN CBSI3H,
YTO BEACT K BPEMEHHOW WHAaKTHBAaNMW (hepMeHTa. B0 moka3aHo, YTO Yy MOJIOJBIX 3I0POBBIX
MYKYUH IIOCJIeé TpMeéMa pPUBACTUTMHMHA B J103€ 3 MI' aKTUBHOCTH AalleTHJIXOJIMHACTEpa3bl B
cnMHHOMO3roBoi xkuakoctu (CMIXK) cHwxkaercs npubausutenbHo Ha 40% B TedeHUE MEPBBIX
1,5 wyacoB. Ilocie JOCTHKEHHS MaKCHUMAaJIbHOTO MHIHOMpYIOmero s¢dQeKTa aKTHUBHOCTb
(depMeHTa BO3BpallaeTcs K UCXOAHOM IpUMepHO uepe3 9 uacos. IlokazaHo, YTO aKTUBHOCTh
OytupuiaxoauHiIcTepa3sl B CMIK y MOJIOABIX 3I0POBBIX T0OPOBOJIBIIEB HHTHOUPYETCS 00paTUMO
¥ BOCCTaHABJIMBACTCA JI0 MCXOMHOW depe3 3,6 yaca. Y ManueHToB ¢ 00Je3HBbIO AJbIreimMepa
UHTUOMPOBAHWE PHUBACTUTMUHOM aKTHBHOCTH aleTWiaxonuHdcTepassl B CMXK  umeer
JI0303aBUCUMBIN XapaKkTep B U3yYCHHOM JHana3oHe /103 (2 UMEHHO JI0 HauBbICIIEH 10361 6 MT 2
paza B cyTku). MHrubupoBaHHe aKTUBHOCTU OYTHPWIXOJMHACTEPA3bl TAKXKE 0303aBUCUMO;
no03a 6 Mr 2 pasa B CyTKHM BBI3bIBA€T CHIKEHHE aKTUBHOCTH (epMeHTa Oosee yeM Ha 60% 1o
CpaBHEHMIO ¢ HcxonHOU. J[aHHBIM 3¢ (deKT puBacTUTMUHA COXpaHsUICA Ha MPOTSKEHHH 12
MeECALEB Tepanuu (MakCUMaJIbHBI M3y4YeHHBIH niepuox). bbulo ycTaHOBIIEHO Haauuue
CTaTUCTUYECKU 3HAYUMOM KOpPENALUU MEXAY CTENEHbI0 WHIMOWPOBAHMS PUBACTUTMHHOM
o6oux ¢epmentoB B CMX u u3MEHEHUSIMU KOTHUTUBHBIX (PYHKIIUN y TIAIUEHTOB C OOJIE3HBIO
AnpireiiMepa; TpU STOM, MMEHHO HWHTHOMpPOBAaHUE AKTUBHOCTH OyTHPHIXOJIHWHAICTEPas3bl B
CMX 710ocTOBEpHO M CTaOMJILHO KOPPETUPYET C yIy4IIEeHHEM pPe3yJIbTaTOB TECTOB MaMSTH,
BHUMAaHUS U ObICTPOTHI PEAKIIMH.

dapmaxokunemuka

Bcacviganue

PuBacTurMuH OBICTPO M TOJHOCTBIO BcachiBaeTCs. MakcuMainbHas KOHIIGHTpaLUs B IJIa3Me
KpoBU (Cmax) JOCTHTaeTCS IpuMepHO uepe3 1 yac. BenmencTBue B3anmoieicTBUST pUBaCTUTMUHA
¢ (hpepMEHTOM-MUIIEHBIO MTPH YBEIWYEHUH J03bI NIpenaparta MoBbIIEHUE ero OUOAOCTYITHOCTH B
1,5 pa3a mpeBbIlIaeT oxxkugaeMoe (Uisi JaHHOTO yBenudeHus 103bl). [locie nmpuema m03b1 3 Mr
abcooTHast OMOIOCTYTHOCTh coCTaBisieT okosio 36+13%. IIpu npueme puBacTurMuHa B popme
pacTBopa Ui MpueMa BHYTPb BMECTE C MHUIIEH BCaChblBAHUE PUBACTUTMMHA 3aMeaIsieTcs (BpeMs
TOCTIKEHHS Cmax YBETMUUBACTCA Ha 74 MUHYTHI); BelnunHA Cmax CHIDKaETCS Ha 43%, pu ATOM
IUIOMIA/Ib TOJ KPUBOHM «koHIeHTparusi — Bpems» (AUC) yBennumBaeTcsl MpUOIU3UTEIHHO Ha
9%.

Pacnpeoenenue
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PuBacTurmun cBsi3biBaeTcs ¢ Oelkamu IJIa3Mbl B ci1aboi crenenu (mpubnusurenbHo Ha 40%).
PuBacTurMuH SKBHUBAJ€HTHO pacmpenensercs B IJla3Meé M B KpOBU, Kod(hduiueHT
pacnpezeneHus: KpoBu K miuazme paseH 0,9 mpu koHuentpanusax ot 1 qo 400 Hr/mi.

Jlerko mpoHHMKaeT uepe3 reMaTodHIedamnueckuii 6appep, MOCTUTas MUKOBOM KOHLIEHTPAIIUH
yepe3 1-4 yaca, otHomenne AUC 1epeOpoCcnMHaTIbHON KUIKOCTH U TUIa3Mbl KPOBU COCTABIISIET
40%. Kaxymuiics o0beM pacmpeleneHus Iocjie BHYTPUBEHHOTO BBEAEHHUS cocTaBiseT 1,8-
2,7 n/kr.

Memabonusm

PuBacTurMuH OBICTPO M B 3HAYUTEILHOM CTETICHH METa0OIM3UpyeTCs (IEPHOJ MOTyBBIBEICHUS
u3 mia3mbl  (Ti2) cocraBiaser oxono 1 yaca), TinaBHBIM 00pa3oM MyTeM THIPOJIH3a
XOJIMHACTEpa3oi ¢ 0Opa3oBaHueEM JekapOamuiarnpoBaHHoro metaboauta (NAP226-90). In vitro y
9TOr0 MeTab0oNMuTa TMOKa3aHa MHHHUMAajbHas CIOCOOHOCTh WMHTHOMPOBATH AKTHUBHOCTH
anetwixonuHactepassl (< 10%). OCHOBBIBasICh Ha JaHHBIX, MOJIYYEHHBIX B in Vitro
WCCJICIOBAHUAX, HE OXKUJAETCA B3aUMOJCHCTBUSI C TMpernapaTaMy, METa0OJU3HPYIOIIUMUCS C
ydqacTheM cienyromux uzohpepMeHToB cucteMbl mmutoxpoma: CYP1A2, CYP2D6, CYP3A4/5,
CYP2E1, CYP2C9, CYP2C8, CYP2C19 umu CYP2B6. B cooTBeTrcTBMM ¢ JaHHBIMH,
MOJyYEHHBIMH B JKCIIEPUMEHTAIBHBIX HCCIEIOBAHUAX, OCHOBHBIE H30(EPMEHTHI LUTOXPOMA
P450 BoBiieueHbl B MeETa0OJIWM3M PUBACTUTMHHA B MHHUMAJIBHON CTENEHU. DTUM JaHHBIM
COOTBETCTBYIOT M HaOJIOEHUS, CBUACTEILCTBYIOIIME 00 OTCYTCTBHM Yy 4ellOBEKa
B3aMMOJICHCTBUI PHUBACTUTMUHA C JIEKAPCTBEHHBIMU TpernaparaMu, MeTa0OIU3UPYIOIIUMUCS
npu ydactuu uutoxpoma P450. OOmuii KIMpeHC PpUBACTMIMHHA IIOCIE BHYTPUBEHHOTO
BBEJICHUS cocTaBisieT mpuOmm3uTensHo 130 /49 mpu gose 0,2 mr, u cHmwkaercs 1o 70 j1/4 - mpu
2,7 mr.

Buiseoenue

PuBacTUrMuH BBIBOAMUTCS, TTIAaBHBIM 00pa3oM, MOYKAMH B BUJE META0OJIUTOB; B HEM3MEHEHHOM
BUJIC B MOYe He OOHapykuBaercs. Yepes 24 yaca nocine npuema BeiBoautcst 6onee 90% mo3er. C
KaJIOM BBIBOAUTCS MeHee 1% 103bl. Y TanueHTOB C 00Jie3HbIO AJbIreiiMepa KyMyJsIud
pPUBACTUTMHUHA WK €0 AeKapOaMUIUPOBAHHOTO METab0INTa HE OTMEYAETCA.
DapmakoKuHemuKa y NONCUIbIX NAYUeHmMos

B uccnenoBanuu, BausHUS Bo3pacTa Ha (PapMaKOKWHETHUKY PUBACTUTMUHA TOCIIE MMPUMEHEHUS
BHYTpbH B 703¢€ 1,0 Mr ObUIO OKa3aHO, YTO KOHIEHTPAIUsl PUBACTUTMUHA TJIa3Mbl KPOBH BBIIIE Y
MOXKUJIBIX 370POBBIX J00poBoibLeB (61-71 71er) mo cpaBHeHuto ¢ mononasimu (19-40 mer).
JlanHast pa3HMIla yBEIMYUBAIACH C BO3pPACTaHHEM J03bl PHBACTHTMHUHA (2,5 MT): Yy TMOXHWIBIX

3JI0POBBIX JOOPOBOJIBIICB KOHIICHTPAIMS PUBACTUTMHHA TIa3Mbl KpoBU ObUTa Ha 30% OobIie,
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YeM y MOJIOIBIX. Bo3pacT He BIMST HAa KOHIICHTPALMWIO JeKapOaMITUPOBAHHBIX (DEHOIIOBBIX
MeTa0oIUTOB. Y TManueHTOB ¢ Oone3Hbio Adbireiimepa B Bospacte oT 50 mo 92 et B
MPOBEJCHHBIX KIMHHUYECKUX UCCIIECTOBAHMSIX HE OBLIO BBIIBICHO M3MEHEHHH OMOMOCTYMHOCTH,
CBSI3aHHBIX C BO3PACTOM.

Hapywenue ¢pynkyuu novex

bbulo mokazaHo, YTO MpU OAHOKPATHOM TMpuUEMEe BHYTpPb B J03€ 3 MI KOHUEHTpauus
pUBAaCTUTMHHA B IUIa3M€ KPOBU HE OTJIMYAETCS Y 3J0POBBIX MAalMEHTOB M TMAIMEHTOB C
HapyumeHrneM ¢yHKIuu nouek Tspkenoil crenenn (CK® < 10 mu/mun). Knupenc puBacTurmMmna
ObLT paBeH 4,8 Ji/MHH U 6,9 JI/MUH y TIAIIUCHTOB M Y 3JI0POBBIX JOOPOBOJIBIIEB COOTBETCTBEHHO.
OnHako y marueHToB ¢ HapylieHueM (QyHKIUH nouyek cpenneit crenenu Tsokectd (CKD 10-50
MiI/MUH), Cmax PUBACTUTMHUHA B IUIa3M€ KpPOBH Oblia yBenuueHa moutd B 2,5 pasa u AUC
neKapOaMUIMPOBAHHBIX (PEHONOBBIX MeTabonuTOB Oblla yBenuueHa mpumepHo Ha 50%.
Knupenc puBacturmuna Obu1 paBeH 1,7 n/muH. [IpuynHa HECOOTBETCTBUS MEXIY CTEHECHBIO
BBIPQ)KEHHOCTH HAapYIICHUs! QYHKIUH ITOYEK U KIMPEHCOM PUBACTUTMHHA HE SICHA.

Hapywenue ¢pynkyuu neuenu

[Tocne npuema BHYTph Cmax puBacTUrMHMHA ObliTa ipuMepHO Ha 60% Bbime 1 AUC Oblna Gosee
4yeM B 2 pasa 0oJbllle y MAIMeHTOB C HapylIeHneM (YHKLIUH MEYSHH JIETKOI U cpelHell cTeneHn
TSODKECTH IO CPAaBHEHHWIO CO 3JI0POBBIMH A0OpoBoiblamu. [Ipu mpueme 3 Mr puBacTHTMHHA
OJIHOKPAaTHO WJIM MHOTOKPAaTHOTO NpHeMa Mpernapara mo cxeme 6 mMr 2 pasa B JIeHb KIMPEHC
puBacTUrMuHa ObUT mpuMepHO Ha 60-65% MeHble y MalUeHTOB C HapylIeHHEM (YHKIHH
IICUEHH JIETKOM M CcpelHell CTeNeHU TSKECTH IO CPaBHEHMIO CO 370POBBIMU J0OPOBOJIBLIAMH.
Ot (PapMaKOKMHETUYECKHE OCOOCHHOCTH HE BIHMSAIOT HA YacTOTy BCTPEYAEMOCTH W
BBIPAXEHHOCTh HEXKEIATEeNbHBIX SBICHHIM.

IIOKA3AHUSI K IPUMEHEHUIO

- Cnabo Uiy yMEpeHHO BBIPAKCHHAsl JIEMEHIIHS albLIeMEpOBCKOro TUMa (BEposiTHast O0JIe3Hb
Anbureiimepa, 001e3Hb AbIreiimepa).

- CnabGo uimm yMepeHHO BhIpakKeHHast JeMeHIus npu 6one3nu [lapkuHcona.
ITPOTUBONOKA3AHMS

[loBbllIeHHass YyBCTBUTENBHOCTh K PHBACTUTMUHY, JAPYTHM IPOU3BOAHBIM KapbamaTa WM
IPOYMM KOMITOHEHTaM, BXO/ISIIIMM B COCTaB Iperapara.

Koxnble peakiuu, MOA03pUTEIbHBIE Ha aJUIEPIrMUECKUil KOHTAKTHBIM JepMaTHT, Ha (QoHe
npuMeHeHus npenapata Dkcenon® TTC.

Bospact o 18 ner.

C OCTOPOKHOCTBHIO
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[Ipenapat Dkcenon®, Kak M Apyrde XOMMHOMHMETUUYECKHE CPEJICTBA, ClEeAyeT MPUMEHSTh C
OCTOPOKHOCTBIO Yy TMAIMEHTOB C CHHIPOMOM CJIa00OCTH CHHYCOBOIO y3Jla WJIM HapyIICHUSMU
CeplIeYHON MPOBOAUMOCTH (CHHOATpHANIbHASA 0JI0Kaa, aTPHOBEHTPHUKYIIsIpHas OJ0Kana).
XonauHepruyeckas CTUMYJISILUS MOXKET IMOBBIIIATh CEKPEIUIO COJITHOW KHCIIOTBI B KETYJIKE,
MPUBOJIUTh K YCHJICHHIO OOCTPYKIIMM MOYCBBIBOISIIUX ITyTEH M OOOCTPEHHUIO CYIOPOKHOTO
CHHJIPOMA, OITOMY CJIeyeT COOMI0AaTh OCTOPOKHOCTh IPU NPUMEHEHUH MpenapaTa DKceaoH”
y MalUeHTOB, MPEAPACTIONOKEHHBIX K ’TUM COCTOSHUSIM.

[Ipenapat Dkcenon®, Tak e Kak U APyrde XOJUHOMUMETHKH, CIENYeT C OCTOPOKHOCTBIO
NPUMEHSATh y TAaIlMeHTOB C OpOHXMANBbHOW acTMOM WM JPYTUMH OOCTPYKTHBHBIMU
3a00JIeBaHUSMU JbIXaTEIbHBIX MMyTEH B aHAMHE3e€.

[IpuMmeHeHre pUBACTUTMUHA y TAIIMEHTOB C HapyUIeHHEM (YHKIMH MEYEHU TSHKENOW CTereHu
BO3MOXXHO TIOJ] TIIATEIbHBIM KOHTPOJIEM MEINEepCOHala; MUCCIENOBaHUS Y JaHHON KaTeropuu
MAlMEHTOB HE TPOBOIUIHCH.

[MpuauMas Bo BHHMaHHE (DapMaKOAMHAMHYSCKHAE CBOMCTBA PUBACTUTMHHA, €r0 HE CIICIyET
MPUMEHSATH OJHOBPEMEHHO C IPYTUMH XOJIMHOMUMETHYECKUMU MIpernapaTamH.

ITPUMEHEHME TP BEPEMEHHOCTH U B NEPUOJ I'PYJJHOI'O BCKAPMJIUBAHUSI
bepemennocmo

B uccnenoBanusx y >KMBOTHBIX PUBACTUTMHUH MPOHHUKAN 4yepe3 IuianeHty. Het maHHBIX O
CIIOCOOHOCTH PUBACTUTMHUHA IPOHUKATH Yepe3 reMaToIJIalleHTapHbIN Oapbep y yelloBeKa.
DKCIepuMEHTalbHbIE JaHHbIE MOKA3ali, YTO PUBACTUTMHUH HE UMEET TEPATOI€HHBIX CBOWCTB. B
UCCJICOBAHUAX Y JKUBOTHBIX OTMEUAJIOCh YBEIMYEHHE MPOJOJIKUTEIBHOCTH TE€CTALIMOHHOIO
nepuoja. be3onacHoCTh MpUMEHEHHUs TpenapaTa JKcedoH™ Ipu GepeMEHHOCTH Y YelloBeKa 10
HACTOALIETO BpPEMEHHM HE YCTAaHOBJEHA, MO3TOMY IIpernapaT MOXXHO NPUMEHSATh Mpu
OepeMEHHOCTH TOJBKO B TeX CIlydyasx, KOTJa OXXUAAaeMas TMOoJb3a JICUYCHHUS MPEBOCXOIUT
NOTEHIUATbHBIA PUCK IS TUIOJA.

I'pyonoe eckapmnusanue

B uccrnenoBaHusX pUBACTUTMUH U €r0 META0OJUTHI BBIACIAINCH C MOJIOKOM JIAKTUPYIOLIUX
KUBOTHBIX. Hen3BecTHO, MPOHUKAET JIU PUBACTUTMHUH B TPYAHOE MOJIOKO, TIOSTOMY BO BpeMs
NpUMEHEHUS Mpenapara cleyeT 0TKa3aThCs OT KOPMIICHHUS TPYbIO.

DepmunbHocms

Het naHHbIX 0 BIUSHUU PUBACTUTMHMHA Ha KEHIIHUH PENPOJTYKTUBHOTO BO3PACTA.

Her nmaHHBIX 0 BIUSHUM PUBAaCTUTMHHA Ha (EpTUIBHOCTH y YelOBeKa. B mccienoBaHUsX y
JKUBOTHBIX HE OTMEUEHO OTPHUIATEILHOTO BIUSHUS Ha (EPTUIHHOCTH CAMIIOB M CaMOK, Kak

poauTenen, Tak 1 TOTOMCTBA.
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CrnoCcos NPUMEHEHUSA U 1036l

IIpenapat Dxcenon® cleayeT NPUHUMATh BHYTPh 2 pa3a B CyTKM, BO BpeMsl 3aBTPaka U yKHHA.
Hauanvnas 0osa cocraBnsiet 1,5 mr 2 pasa B cyTku. [Ipu npuMenenuu npemnapaTa y NaleHTOB,
0COOEHHO YYBCTBHUTEJIBHBIX K BO3JACUCTBUIO XOJUHEPIMYECKHX MPENapaToB, JICUEHUE CIIEAYeT
HAa4YMHATH C 036l 1 MT 2 pa3a B CyTKH.

Iloobop 0os3vbl. HawanbHas pekomenayemast go3a - 1,5 mr (0,75 mur pactBopa) 2 pa3a B CyTKH.
Ecnu mo mpomiecTBuM MUHUMYM ABYX HEZENb JICYCHUS OTMEYAeTCs XOpollas MepPeHOCUMOCTb,
71032 MOXKET ObITh yBennueHa 110 3 mr (1,5 mur pactBopa) 2 pas3a B cyTku. B cimywae xopouieit
MEePEHOCUMOCTH BO3MOKHO JalibHelIee ypennuenue a0 4,5 mr (2,25 mu pactBopa) 2 pasa B
CyTKU | aanee 10 6 mr (3 M pacTBoOpa) 2 paza B CYTKH C MHTEPBAJIOM HE MEHee 2-X He/elb
nocJie KaX/10T0 YBETUYECHUS JJO3BI.

HexenarenbHble SBICHMS, a8 UMEHHO, TOIIHOTA, PBOTA, OOJIH B )KUBOTE, CHIKECHHUE aNIeTUTa Win
CHIDKEHHE MaccChl Tella, HaOJIIoAaolIecs BO BPEMs JICUCHHUS, MOTYT YMEHBIIUTHCS IIOCIE
NPOITyCKa OJJHOM MJTM HECKOJIBKHX J103 TipenapaTa. Eciiu HexenaTenbHbIe SIBICHUS COXPaHSIOTCA,
CYTOYHYIO J103y Mpernapara cieayeT CHU3UTh JI0 MPeAbIayIIeil XOpOoIo MepeHOCUMOil 10351, UK
MPEKPaTUTh IpUEM Ipernapara.

Iloooeporcusarowas 0osa coctapiser oT 3 Mr 10 6 mMr 2 pasza B cyTku. C IENbI0 TOCTHKESHUS
HAWIy4lllero TepameBTH4eckoro d¢¢ekra 103y Tpenapara CleIyeT COXpaHATh Ha
MaKCHMaJbHOM XOPOIIO MEPEHOCUMOM ypoBHE. D (HEeKTUBHOCTH Mpenapara npu JUIUTEIbHOCTH
NpUMEHEeHUs OoJiee 6 MecsIeB He YCTaHOBIICHA.

Maxkcumanvras cymounas 0oza.: 6 Mr 2 paza B CyTKH.

[Monnep:kuBaromee JIe4eHUE MOXKET OBITh MPOJOIDKEHO, TOKAa COXPAHSACTCS TepareBTHYESCKHMA
s dexr. Takum 006pa3om, CleyeT perysspHO OLEHUBATh TePareBTHIECKUN 2 (EKT, 0COOCHHO
y MAIUEHTOB, MOJYYalolINX JIeYeHHEe J03aMU MEeHee 3 MT 2 pasza B CyTKu. B ciydae ecnu mo
NPOILIECTBUM 3 MeECSIEeB TEpaluu MpernapaTtoM B IMOMJICPKHUBAIONICH 03¢ y MalueHTa He
HaOJIOIaeTCsl TMOJIOKUTENFHOW JMHAMUKA YMEHBIICHHS CHMITOMOB JIEMEHIIUH, JICUYCHHE
cienyer mpekpatuTh. CreayeT Takke pacCMOTPETh BONPOC O TNPEKpalleHUH Tepanuu
mpemapaToM B clydae, €clid paHee OTMEUEHHBIM TepamneBTHUeckuili 3ddext Oonee He
HaOromaeTcs.

Boszobnosenenue npuema npenapama nocie nepepuléa

YactoTa BOBHUKHOBEHUS U TSXKECTh HEXKENIATENbHBIX SIBJICHUI BO3PACTAET C MOBBIILIEHUEM JJO3bI
puBacTUrMuHa. Ecim mepepbiB B pueMe npemnapaTta coCTaBuI Oojiee TpeX AHeW, BO30OHOBIATH
JIeYeHHE CIIEAYEeT C Ha4aJbHON JT03BI C IENIbI0 YMEHBIIEHUSI PHUCKAa TOBTOPHOTO BOSHUKHOBEHHS

noOOYHBIX peakuil (Hampumep, Tskenol pBoThl). [locTeneHHoe yBenuueHHE A03bI MPOBOJSAT
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CTYNEHYATO, KaK OMKMCAHO BHIIIIE.

Cnoco6 npumenenusn pacmeopa 0,151 npuema 6Hympbo

HeobxomuMoe KoiauuecTBO pacTBopa cleAyeT W3BJIeKaTh u3 (rakoHa TMpu MOMOIIU
MPUJIAraeMoro K Hemy J103aTopa. PacTBop MOKHO MPUHUMAThH HEMIOCPEICTBEHHO U3 103aTOpa.
PaBHbIe 103BI MpemnapaTa, IpUMEHsIEMbIE B BUIE KarCyJl U B BUJIE pacTBOpA JJIA MpUeMa BHYTPb,
ABJISIFOTCS B3aUMO3aMEHSIEMbIMHU.

Y nayuenmoes c napywienuamu pynkyuu novek uiu neyenu KOppeKUUU pexuma J03UpOBaAHUS
npemnapata He TpeOyeTcsi. OHAKO BCIEACTBUE YBEIUYCHHS SKCIIO3UIINH TIperapaTa y nalieHTOB
C HapymieHueM (DYHKIIMH TIOYEK CPETHEH CTENeHHW TSHKECTH W HapylmeHueM (YHKIHHA TICYCHU
JerKol U cpedHed CTenmeHW TKECTH, PEKOMEHIOBAHO THIATENBbHO MOAOUpaTh 03y
PUBACTUTMHMHA Y TMAallMEHTOB JIaHHOW KaTerOpUM B COOTBETCTBUM C WHJWBHUAYAJIbHOM
MEPEHOCUMOCTBIO BCJIEICTBUE MOBBILIEHHOTO PUCKA Pa3BUTHUA J0303aBUCHUMBIX HEXEJIaTeIbHbIX
siBiieHUH. [I[puMeHeHne pUBaCTUTMUHA Y TIAIIMEHTOB C HApyIIeHUeM (PYHKIIMHA TICYCHU TSHKEIOM
CTEMEHW BO3MOXKHO II0J] TIIATEIIbHBIM KOHTPOJIEM MEIINEPCOHaNa, MCCIACAOBAaHUN y JTaHHOU
KAaTeroOpuH MalMEHTOB HE MPOBOAWINCH.

ITIOBOYHOE JENCTBUE

Haubonee yacto coobmianoch o HexkenarenbHbIX sABiaeHUIX (HS) co cTOpoHBI nuieBapuTeIbHOM
cucreMsbl: TourHoTa (38%), pBoTta (23%), B OCHOBHOM B IEpUOJ MOBLIICHUS 10361, [10 1aHHBIM
KJIIMHAYECKHUX UCCIEA0BAaHUI HEXKEJIaTeIbHbIE PEaKIUU CO CTOPOHBI MUIIEBAPUTEIBHON CUCTEMBI
Y CHUKEHUE MACCHI TeJla Yalle OTMEYaIUCh Y KEHIIUH.

YactoTa BO3HHUKHOBEHHUS HEXKENATEIbHBIX PEAKIMI OICEHHWBANIACh CIECIYIOMIMM O0pPa3oM:
Bo3HUKaromue "oyeHp dacto" — >10%, "gacto" — >1% - <10%, "weuacto" — >0,1% - <1%,
"penko" — >0,01% - <0,1%, "ouenwb penko" — <0,01%, BKIIOYass OTIAEIbHBIC CIOHTAHHBIC
coobmenus o HL.

Y manmMeHTOB C JIEeMEHIMEN aJblIe€MMEPOBCKOI0 THIIA, MOJYYABIIMX TEPANUIO IIpenapaToM

Dkcenon”, oTMeua rch cieayionme HS

Hngpexyuonnvie u napasumaphnvle 3a001€6anus: OY€Hb PEIKO - MH(YEKIMH MOYEBBIBOJSAIINX
Iy TEH.

Hapywenusa ncuxuxu: 4acTo — aKUTalUs, CIIlyTAHHOCTb CO3HAHUS, KOLIMApHBIC CHOBUICHUS,
TPEBOI'a; HEYACTO — OECCOHHUIA, JETIPECCUST; OUEHb PEJIKO — TAJLTIOLUHALINY.

Hapywenus co cmopouvl HepeéHou cucmembvl. OYEHb YacTO — TOJIOBOKPYKEHHE, 4acTO —
rojoBHas 00Jib, COHJIMBOCTb, TPEMOpP; HEYACTO — OOMOPOK; PEIKO — CYAOPOXKHBIE HMPUCTYIIBI;
OYCHb PEIKO — OKCTpalUMpaMUIHbIE HapyIIeHUs (B TOM 4YHCIE YXYALICHHE TEUCHHS

comyTcTBYyoIEeH 60se3Hu [lapkuHcoHa).
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Hapywenus co cmopousl cepoya: penKko — CTEHOKapAWs, WH(APKT MUOKAp/Aa; OYCHb PEIKO -
aputmusi  (Opamukapausi, aTPUOBEHTPUKYJsIpHas Oyiokama, GUOPWLIANMS — TPEICepanid,
TaxXuKapIus).

Hapywenus co cmopoHvl cocy0og: 04eHb PEAKO - TIOBBIIICHHE apTepuanbHOro aaBieHus (AJl).
Hapywenus co cmoponvl nuwjesapumenvHoii cucmemyl.; 0O4€Hb 4aCTO — TOLUIHOTA, PBOTA, Uapes,
CHIDKCHHE alleTuTa; 4acTo - OoJM B KUBOTE€ M MAMCIIENICUS; PEOKO - f3Ba KEIyAka u
JBEHAAIATUIIEPCTHON KUIIKH; OYEHb PEIKO — KPOBOTEUECHUE U3 JKETYTOUYHO-KUIIIEYHOTO TPaKTa
(KKT), mankpeaTur, TspKeIast pBoTa, MPUBOISIIAS K pa3pbIBY MUIIEBO/A.

Hapywenus co cmoponst Kodtcu u noOKOMCHbIX MKAHel. 4acTo - TUIIEPTUAPO3; PEAKO — ChIIb,
3yA.

Hapywenus co cmoponvl obmena éewjecme u numarnus: 4acTo — CHUKEHHE MacChl Teja.

Obwue paccmpoiicmea u HapyuieHus 6 Mecne 86e0eHusi: 4acTo - MOBBIIIEHHAS YTOMIISIEMOCTh U
acTeHus, o01ee HeIOMOTaHUE; HEYacTO — MaICHHs.

Hapywenuss co cmoponvl neuenu u #enueguleo0Awjux nymeti. HEYACTO — HapyLICHUS
1a00paTOPHBIX MOKa3aTeseh GyHKIIUH TTeUSHHU.

IIpu npuMeHEeHUH Ipenapara 9KCCJ’IOH® B d)ODMe TpaHCJAEpPMaJIbHON TepalleBTUUYSCKON CUCTEMBI

(TTC) vy panuMeHTOB C JEMEHUMEN albLIeMEPOBCKOI0 THIIA I[MOJVYEHBl COOOLIEHUS O

caueayromux HS: wacto -— HCACPKAHUC MOYM, HCYACTO — HAPYUWICHHUC MO3Ir0BOIo

KpPOBOOOpAIllEHUs, JEeIUpPUi, ICUXOMOTOPHOE BO30YXIEHHUE;, PEIKO — HPUTEMA, KPaIlMBHUIIA,
o0pa3oBaHue BOJNJBIPEH, aJljIeprudeckuii JepMaTUT.

Y nmamueHtoB ¢ neMeHumer npu OosiesHu [lapkKWHCOHA, HOJIYYABIIKMX TEPANUIO IIPEApaToM

Dkceaon® B Kalcyjax, OTMeUYanch ciaeayiomnme H.

Hapywenus ncuxuxu: 9acto — 0€CIIOKOWCTBO, OECCOHHUIIA, TPEBOTA.

Hapywenus co cmopoHbl HepHoll cucmempl: 09€Hb 4YaCcTO — TPEMOP; YacTO — FOJIOBOKPYKCHHUE,
COHJIMBOCTb, TOJIOBHast OO0Jb, yXyAlleHHEe TeueHuss Oone3nu llapkuHcoHa, OpaavKHHE3HS,
TVICKUHE3HS, TUTTOKMHE3HSI, PUTHIHOCTH 110 THITYy «3y04aToro Kojecay; He4acTo — JTUCTOHHS.
Hapywenus co cmoponwl cepoya. 1acto — Opaaukapaus; HeyacTo — GUOPHILIALNS TTPEeACEepaui,
aTPUOBEHTPUKYJISIPHAsI 0JIOKAA.

Hapywenus co cmoponsi nuwjesapumenbHol cucmemsl: OU€Hb YaCTO — TOLTHOTA, PBOTA; YacTO —
napesi, 00JIb B )KHBOTE M JUCIICTICHS, TOBBIIIEHHOE CIIFOHOOT/ICICHNE, CHI)KCHHUE aIlleTHTA.
Hapywenus co cmopoHbl Kodicu u NOOKONCHBIX MKAHel: 9aCTO — MOBBIIICHHOE MOTOOT/ICIICHHUE.
Obwue paccmpoiicmea u HapyuieHus 8 Mmecme 88edeHus; OYEHb 4acTO — CIydyallHbIe MaJCHHUS;
4acTo — JIeTU/paTalys, MOBbIILICHHAS YTOMISIEMOCTh M ACTCHHUS, HAPYIICHUS TTOXOIKH.

[Momumo BeImeonucanHblx HS mpu nmpuMmeHeHHM mnpemapaTta DKceloH® B (opMe Karcynl y
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MAalMeHTOB C JeMeHIueil mpu Oone3nu [lapkuHcoHa B Xoae 76-HEACNIBHOTO KIMHUYECKOTO
uccaenoBanus Habmomanuck ciaeayomue HJIP: vacto — moseimenne AJl, camxenue AJl.
Otnenpuble  coolmienns o HS mo JaHHBIM HOCTPETHCTPALIMOHHOTO NpUMEHEHUs (4JacTora

HEW3BECTHA).

Ha ¢one Tepanuu mpenapatoM DKceloH® (KanCylbl MM pPAacTBOP IS IIPHEMA BHYTph) B

KJIMHUYECKON MpaKTUKEe OTMEYAINCh CIIEAYIOIIHEe HeXenareiabHble peakuuu (yactora HA He
YCTaHOBJICHA): AETUApATAIMs, arpeccusi, OECIOKONWCTBO, IKCTpaNUpPaMHUAHBIE PAcCTPOMCTBA Y
NAalMEeHTOB C JEMEHIMEH albIredMepOBCKOI0 THIIA, CHHIPOM CIa0OCTH CHUHYCOBOTO Y3I]a,
TEMaTUT, pacnpOCTPAHCHHBIN AJUIEPrUYECKUN JEPMATHUT.

[To maHHBIM KIMHUYECKOTO HCCIIEIOBaHMS y MAIEHTOB C JI€MEHIUEH, BHI3BAHHON OOJIE3HBIO
[TapkuHCOHA, OBLTIAa yCTAaHOBJIEHA 4dYacToTa (B CpaBHEHHMH C Iuianebo) cieayrommx HS,
CHOCOOHBIX NMPHUBECTU K yCYTyOJIEHHI0O CUMITOMOB NapkuHcoHu3Ma: tpemop — 10,2% (3,9 % B
rpynne miane6o), nageane — 5,8% (6,1% B rpynmne miane6o), yXyAlmieHUe TeYeHHs! OOJIe3HH
[Tapxkuncona — 3,3% (1,1% B rpymnmne miane0o), MOBBIIEHHOE CifoHOOTAEHeHUE — 1,4% (He
BBISIBJICHO B rpynie rmianedo), nuckunesus - 1,4% (0,6% B rpynmne riane0o), MTapKUHCOHU3M —
2,2% (0,6% B rpymme 1uiane6o), runokuHesus — 0,3% (He BBIABICHO B Tpymie Iuianedo),
nsuratensHsle Hapymenus — 0,3% (He BbIsABICHO B rpymme miane6o), opaaukunesus — 2,5%
(1,7% B rpymnme rane6o), nuctonus — 0,8% (0,6% B rpymnme miane6o), HapyIIeHHE MOXOAKH —
1,4% (He BbIsIBIECHO B rpymme mianedo), MpimedHas purugHocts 0,3% (He BBISBICHO B IpyIIe
iane6o), Hapyuenue paBHoBecus — 0,8% (1,1% B rpynme miane0o), KOCTHO-MbIIIEYHAS
ckoBanHOCTh — 0,8% (He BBIABIIEHO B rpyIre miane6o), apoxs — 0,3% (He BBIABICHO B TPYIIIE
miane6o), moropHas auchyHkuus - 0,3% (He BBISBIICHO B TpyIIe Tuiamneto).

Ecnu nmobvie us ykazanuvix 6 uHcmpykyuu nodouHvlx 3Qgexkmos ycyeyoasomcs, uiu Bol
3amemunu a00vle Opyeue nobounvie 3hgexmol, He YKA3AHHblE 8 UHCMPYKYUU, COoOujume 0o
Imom epauy.

IIEPETO3APOBKA

Cumnmomwi. CnydaiiHas TIepeO3UpOBKa TMpernapaToM B  OOJBIIMHCTBE CIIy4yaeB HeE
COTMPOBOXKIANIACh KAKUMH-THOO0 KIMHHUYECKHUMH MPOSBICHUSMHU; MPAKTHUYECKH BCE MAllUEHTHI

TIPOJIOIKANM JICYEHHE TPEnapaToM JKCeaoH"

. IIpu mepeno3upoBKe OTMEYANUCh TOIIHOTA,
pBOTa, nuapesi, 0OJib B JKUBOTE, TOJIOBOKPYKEHHUE, TPEMOp, TOJIOBHAsE 0OJb, COHJIUBOCTD,
Opanukapaus, CHOYTaHHOCTb CO3HAHHUSA, [OBBIIIEHHOE MOTOOTHAETIeHHe, MoBbieHue AJl,
raJTionuHaAIMK, obiee HeqoMmoranue. llepeno3nupoBka HHTHOUTOPAMHU XOJIHUHACTEPA3bl MOXKET

IPUBOAUTL K XOJMHEPIrHYECKOMY KPHU3y C Pa3BUTHEM TaKMX CHMIITOMOB, KaK BbIpa)KCHHas

TOIIHOTA, PBOTA, IMOBBIIICHHOC CIIOHOOTACICHUC, IIOTJIMBOCTD, 6paI[I/IKapI[I/IH, CHHMI)XCHHC
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apTepHAIbHOTO [JABJICHMSI, YTHETEHHME MAbIXaTEIbHOW NEATEIbHOCTH U cyJoporu. Bo3moxHO
pa3BUTHE MBIIIEYHOM c1a00CTH, YTO MOKET MPUBECTH K JIETAIBHOMY HUCXOAY IPU BOBJICYEHUHU
JIBIXAaTeNbHOM MYCKYyJIaTypbl. YUUThIBasi BArOTOHMUYECKUH 3PPEeKT MHIMOUTOPOB XOJIMHICTEPA3bl
Ha yacToTy cepaeuHbix cokpamieHuii (UCC), Henb3st UCKIIIOUUTh BOSHUKHOBEHHE OpauKapIuu
U/ 0OMOPOYHBIX cOocTOSTHUHU. [Ipu mepeno3npoBke mpenapaToM OTMEYAIUCh PEAKHE CIydan
JIETAJILHOTO UCXOJA, OJHAKO CBSA3b C IPUMEHEHUEM IIpernapaTa 0cTaeTcss HeaCHOM. CHMIITOMBI U
UCXOJ, BappUpOBaJM y pPa3jM4YHBIX MAaLMEHTOB. He mpociexuBasoch YETKOM CBA3HM MEXKAY
IIPUHATOM 10301 IIpenapara U TAKECThIO UCXOa.

Jleuenue. Tlockonbky Ti2 puBacTUTMMHA M3 TUTa3Mbl KPOBH COCTaBJISIET OKojo 1 daca, a
JUINTENILHOCTh MHTMOUPOBAaHUS aKTUBHOCTH alleTUIIXOJIMHACTEPA3bl COCTABIAET OKOJIO 9 yacoB, B
ciydasx OECCHMMIITOMHO IPOTEKAaloled Nepeo3UpPOBKH PEKOMEHAYETCs He IPUMEHSTh

npenapat JKkceoH"

B T€YECHHE NOCIenyoMmuX 24 yacos. Eciin nepeno3upoBKa COPOBOXKAAETCS
BBIDA)KCHHOM TOLIHOTOM U PBOTOM, CIEAYET pacCMOTPETh BOIPOC O IPUMEHEHUU
IPOTUBOPBOTHBIX cpeAcTB. [IpM BO3HMKHOBEHMM JPYTHMX HEXENATENbHbIX SBJICHUN TNpU
HEOOXOMMOCTH NPOBOJAAT COOTBETCTBYIOLEE CUMITOMATHYECKOE JICYEHHUE.

[Tpu 3HauMTENBHON MEepe103UPOBKE MOXKET ObITh MPUMEHEH aTPOIMH, HadyaJdbHas 1032 KOTOPOTO
cocraBisger 0,03 MI/Kr BHYTPHUBEHHO; IMOCIEAYIOIIEE J03UPOBAHUE 3aBUCUT OT KIMHUYECKOTO
s dexra. [IpumeHeHne cKOMOIaMUHa B Ka4€CTBE aHTHU0TA HE PEKOMEH Ty €eTCSI.
B3AMMOJENCTBUE C IPYTUMHU JEKAPCTBEHHBIMU CPEJICTBAMM

PuBacTurMuH MeTaboIM3UpPYyeTCs NMPEUMYILIECTBEHHO MyTEM THAPOJiIM3a NPU Y4aCTHH 3CTEpas.
MeTabonu3M pHBACTUTMUHA MPU YYaCTUM OCHOBHBIX M30(epMeHTOB 1mHTOXpoma P450
OPOUCXOAUT B  MHHMMalbHOM  cremeHu. Takum  oOpasoM, (apMaKOKMHETHUYECKHX
B3aMMOJCHCTBUN pPUBaCTUTMHHA c JpYTUMH JIEKapCTBCHHBIMU CpEICTBaMU,
METa0OIU3UPYIOIUMUCS C yYacTHEM JIaHHBIX (DEPMEHTOB, HE MPEIBUIAUTCS.
Hepexomenoogannoe 63aumooeiicmeue

Memoknonpamuo

YuureiBasgs  BO3MOXHOCTb  BO3HHKHOBEHHS  COBOKYIIHOTO  BIUSHUS  IIPENapaToB  Ha
JKCTpanMpaMUIHYI0 CUCTEMY, OAHOBPEMEHHOE IPUMEHEHNE METOKJIONPAMU/IA U PUBACTUTMUHA
HE PEKOMEHI0BAHO.

Ilpenapameu, énrusawouwue Ha XONUHEPZUUECKYIO CUCHIEMY

VYuyuteiBasg (papMakoJAMHAMHUYECKUE XAPAKTEPUCTHKM pPHUBACTUTMHUHA, CIEAyeT u30eraThb
OIHOBPEMEHHOT'O NIPUMEHEHUSI €r0 C IPYTMMH XOJIMHOMUMETHUKAMU B CBSA3M C BO3MOXHOCTBIO
pa3BUTHA MX COBOKYIHOIO JEHCTBUS. PHBAacCTUrMMH MOXET BIMATH Ha JCHCTBHE

XOJIMHOOJIOKAaTOPOB (HapuMep, OKCUOYTHHUHA, TOJITEPOIIHA).
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Conu cykcamemonusn

[Ipu mpoBeneHNM aHECTE3WH PUBACTUTMHH, SIBJISISICH MHTHOUTOPOM XOJMHACTEPA3bl, MOKET
ycunuBath  3QQEKThl  ACTONSIPU3YIOIUX  MHUOPEIAKCAHTOB  (MHOPENAKCaHTOB  COJIeH
CyKcaMeTOHHs1). PexoMeHIoBaHO COOM0aTh OCTOPOXKHOCTh TIPU BBIOOpPE CpeACTBa st
anecre3ud. [Ipu HEOOXOAUMOCTH TIepe ] MPOBEJACHUEM aHECTE3UH BO3MOXKHO YMEHBIIICHUE 03Bl
pUBAaCTUTMMHA WJIM BpEMEHHAsi OCTAaHOBKA TepaIuu.

Osicuoaemple e3aumooeiicmeus, KOmopbwle ciedyen nPUHUMAMb 60 GHUMAHUE
Jlekapcmeennvle cpeocmea, yonunawuwue unmepean QT

Crnenyet coOroaTh OCTOPOKHOCTh MPU NMPUMEHCHHH PUBACTUTMHHA B COYCTAHUH C JAPYTUMHU
JIEKapCTBEHHBIMU CPEACTBAMM, KOTOPbIE, KaK HM3BECTHO, YUIMHAIOT umHTepBan QT (Bkitouas,
Cpely NpPOYero, XUHHUIWH, aMHOJApOH, MHUMO3WJ, Tado(aHTPUH, UU3ANPHA, LUTAIOIPAM,
MHU30JIACTUH, MOKCU(DIOKCAIMH, 3PUTPOMUIINH). MOXKET Takke MOTpeOOBaThCS KIMHUYECKUN
MOHMTOPHUHT (cM. paznen «Ocobvle yKazanuay»).

B3zaumooeiicmeusn, komopuie cnedyem npuHumams 60 6HUMAHUE

bema-aopenoonoxkamopwi

[Ipy omHOBpPEMEHHOM NPUMEHEHUH PUBACTUTMUHA C PA3TUYHBIMHU OeTa-aJpeHOo0I0KaTopaMu
(BKJTIOYAsi aTeHONOJ) OBUIO OTMEUEHO CHHEPIHYeCKOe B3aMMOJICHCTBHE, NPUBOAMBIIEE K
pa3BUTHIO OpaauKapIWH, YTO, B CBOIO OYEpPEaAb MOXKET CTaTh NPUYMHON CHHKOIAIHHBIX
coctosiHuil. HecMoTpst Ha TO, YTO OAHOBPEMEHHOE MPUMEHEHHUE C KapAHOCEIEKTUBHBIMU OeTa-
aapeHo0I0KaTOpaMH CBSI3aHO C HAHMOOJBIIUM PUCKOM pPa3BUTHs TakuX 3(Qexton, nanusie HS
OTMEUATHCh TAKXKE M Y TMAIIMEHTOB, MOTYYaBIINX U IPYTUE MpenapaThl JaHHOU IPYIIIHL.
B3aumooeiicmeue ¢ Hukomunom

[ToxazaHo yBenMueHUE BCACHIBAaHUSI pUBACTUIMHMHA Ha 23% mpu MpUMEHEHUU BHYTPH (B hopMme
KarcyJ B 7jo3e 10 12 Mr/cyT) y manueHTOB, MPUHUMAIOIIUX HUKOTHH.

B3aumooeiicmeue ¢ naubonee yacmo 00H0BPEMEHHO NPUMEHACMBIMU NPENAPAMAMU

VY 310poBBIX TOOPOBOJIBIECE (aPMAKOKUHETHUSCKOTO B3aMMOJICHCTBUS MEXKIY PHBACTHTMUHOM
U TUTOKCUHOM, BappapHuHOM, Ara3enaMoM WK (IyOKCETHHOM BbISBIEHO He ObLI0. Bri3BaHHOE
BaphapuHOM yBeJIHUYEHUE MPOTPOMOMHOBOIO BPEMEHHM NpPU NPUMEHEHUH PHUBACTHUTMHHA HE
u3MeHsioch.  [Ipy  ONHOBPEMEHHOM  TPHMEHEHWHM  PUBACTUTMHUHA W JUTOKCHHA
HEeOJIArONPHUSITHOTO BIIVSIHUS HA BHYTPHUCEPACUYHYIO MPOBOIUMOCT OTMEUEHO HE OBLIO.
OpnHoBpeMEHHOE MPUMEHEHHE PUBACTMIMUHA C TaKMMH YacTO MPHUMEHSEMbIMHU MpernapaTaMi,
KaK aHTalUJHbIE CpPEACTBa, MPOTUBOPBOTHBIE CPEICTBA, TUMOTIHMKEMUYECKHE CPENICTBa,
TUTNOTEH3UBHBIE TpermapaThl EHTPATBLHOTO JCUCTBUSA, OJOKATOPHI «MEIJICHHBIX» KalIbIIMEBBIX

KaHaJIOB, IpCIapaThl, OKa3bIBAIOMIUC ITOJOKUTCIbHOC HHOTPOITHOC I[GﬁCTBI/IC, AHTHaHTMHaJIbHBIC
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CpE/ICTBa, HECTEPOUIHBIE TTPOTUBOBOCIIATIUTEIBHBIC TIPENapaThl, CTPOTCHBI, AHATBI€3UPYIOIINE
CpEIICTBA, aHKCHUOJIUTUYECKUE cpencTBa (OeH3onuaszenuubl) U H1-rucTaMUHOBBIX PELENITOPOB
OJIOKAaTOpBI, HE COMPOBOXKIATOCH KAaKMMH-THOO0 HM3MEHEHHSIMH KHHETUKH PHUBACTHUTMHUHA WU
MOBBIIIEHUEM PUCKA BOZHUKHOBEHUS KIIMHUYECKHU 3HAUMMbBIX HEXKEJIATENbHbIX SBICHUI.
OCOBBIE YKA3AHUS

Jleyenne HEOOXOIMMO BCEraa HAYMHATH C 703kl 1,5 Mr 2 pa3a B JIeHb, KOTOPYIO MOCTETIEHHO
YBEJIMYUBAIOT [0 MOAJIEepKUBaromiel no3bl. [Ipu npepbiBanuu eueHus 6oiee yeM Ha TpU JHS,
CJIeTyeT BO3OOHOBIISITh TEPAMUI0 ¢ MUHUMAIIBHON CYTOYHOM JO3BI JUISI CHHKEHUS BEPOSTHOCTH
Pa3BUTHS HEXKEIATCIbHBIX SIBJICHUM.

PaccTpoiicTBa mnUIIEBapUTENBLHON CUCTEMBI, TaKHME€ KaK TOLIHOTA, pPBOTAa U JUapes MOTYT
BO3HHMKHYTh B Hayajie JICYEHUS WJIU MPU YBEIUYEHUH O3Bl Ipernapara U MOTyT KylUPOBAaThCS
NpY yMEHBIIEHHH 103bl. B NPOTMBHOM Cllydae JeueHHe MpernapaToM DKCeloH® clemyer
oTMeHUTh. [lamuenTaM, y KOTOpPBIX pa3BWINCh NPU3HAKH JIETHApPATALUM, BCIEICTBUE
MPOJIOJDKUTENFHON TUaper WM PBOTHI, PEKOMEHIOBAHO BHYTPHUBEHHOE BBEACHHUE KUIAKOCTH U
CHIDKEHHUE J103bl WIIM OTMEHA TEepaIlliy pUBACTUTMUHOM. JlernapaTtanus MOXKET UMETh CEPhE3HbIE
MOCJIE/ICTBUSI.

HeobxonmuMo KOHTpOIUPOBATH MAacCy Tejia MAalUeHTOB ¢ O0JIe3HBbIO AUblreiiMepa, Tak Kak y
JAHHOW TPYIIITHI TTAIMEHTOB BO3MOJKHA TIOTEPSI Beca MPH MPUEME WHTHOUTOPOB XOJIUHAICTEPA3HI,
BKJIFOYAsi pUBACTUTMHUH.

[TauuenTtsl ¢ maccoil Tena meHee 50 Kr Xyke NEPEHOCAT TEPaNHi0 PUBACTUTMUHOM M Yallle
BBIHY>KJICHBI IIPEPHIBATH JICUCHUE BCIICACTBUE PA3BUTHUS HEXKEIATEIbHBIX SIBICHUN.

B cocrtaB pactBopa 115 mpriemMa BHYTPh BXOJIUT HaTpusi OeH30aT. beH3oitHast KUCI0Ta OKa3bIBaeT
HE3HAYUTENbHOE pa3paxaroliee AeHCcTBUE Ha KOXKY, CIM3UCThIe 000JIOUKH U MpU MOMAJaHUH B
riasa.

[Tomo6HO IpyruM XOTMHOMHUMETHKAM, MPH MPUMEHEHWU PUBACTUTMHUHA BO3MOXHO Pa3BHTHE
0OCTPYKIIMA MOUYEBBIBOSIINX MyTEH, a TAK’K€ BOZHUKHOBEHUE WJIU YBEJIUYCHUE BHIPAKEHHOCTH
JKCTpPaIUpPaMUIHBIX paccTpoMcTB. IIpy npuMeHeHnn pUBaCTUIMUHA Y MALMEHTOB C IEMEHIIMEN
npu Oone3nn [lapkuHCOHA  OTMEYANIOCh  YBEIMYEHUE  BBIPAXKEHHOCTH  CHMIITOMOB
MapKUHCOHM3Ma, 0COOCHHO TPeMopa.

ITocne yBenuueHus 10361 IpenapaTa DKCeIoH" BO3ZMOKHO KPATKOBPEMEHHOE HOBBIIIIEHUE
apTEpUATIBHOTO JABJIEHUS U BOSHUKHOBEHHE FAJUTIOIMHALMY Y MTAIIMEHTOB C JIEMEHIIUEN
aNbITeHMEPOBCKOT0 TUIA, a TAKXKE YCYTyOJIeHHE SKCTPATUPAMUTHBIX PaCCTPOUCTB (0COOEHHO
TpeMopa) y MalMeHToB ¢ JAeMeHIuel nmpu 6one3nu [lapkuncona. JlaHHbIE CHMOTOMBI MOTYT

HNCYC3HYTH ITPHU CHMIKCHUU 103bI, B IPOTUBHOM CJIydac Mmpcrapar CiacayCeT OTMCHUTD. CHGIIYCT
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pEryJIIipHO OLIEHUBATh COCTOSIHUE MAIIMEHTOB ISl BBISIBJICHUS JAHHBIX HEXETATeIIbHBIX

SBJICHUM.

Yonunenue unmepsana QT u scenydouxoeas maxukapous muna «nupysm»

Ha snextpokapauorpamMme MareHTOB, MOTYYAIONINX TEPAUI0 HHTHOUTOPaAMH XOJIUHAICTEPAsHbl,
BKJIIOYAsl PUBACTUTMHUH, MOKET HaOmtonaThes yymmHeHnne uateppaia QT. PuBacTurmMun moxxet
BBI3BIBATH OpauKapauio, KOTOpasl MPEACTaBIIsIeT co00i (aKkTop prcKa BOSHHKHOBEHHUs torsade
de pointes (Taxukapausi TUIA ITUPYIT»), IPEUMYIIECTBEHHO Y MAIIMEHTOB ¢ (paKTOpaMu pUCKA.
Crnenyer coOm0aTh OCTOPOKHOCTh Y TAIMEHTOB C TMOBBIMICHHBIM PHCKOM Pa3BUTHUS
TaxuKapJuu TUTNA  «IUPYIT»;  HAOpUMep, TMpPU  JACKOMIICHCHUPOBAHHOM  CEeplIeYHOM
HEJOCTAaTOYHOCTH, HEJaBHO  IepeHeceHHOM  uHapKTe  MUOKapjaa, OpaJuapUTMHH,
TUMOKAJIMEMUN WIM TUIOMarHueMmMuu, yanuHeHun uHtepBaia QT B aHamHe3e wiu cemMeilHOM
aHamMHe3e, WIM TpU OJHOBPEMEHHOM NPHUMEHEHHUU C JIGKAPCTBEHHBIMH TIperapaTaMmu,
BBI3BIBAIONINMHE Y/UTMHEeHHE nHTepBasia QT u/uiam TaXuKapAwio THUMA «IHPYIT». MOXKET Takxke
noTpeOOBaThCA KIMHUYECKUA MOHUTOPUHT (CM. paznen «Bzaumooeilicmeue ¢ Opyeumu
JIeKAPCMBEHHBIMU CPEOCMBAMUY).

Kooicnvle peaxyuu

KosKHble peakiuy, BO3HUKaIoIKe Ha GoHe IpuMeHeHus npenapara Jkcenon® TTC, Obum, Kak
MpaBUJIO, JIETKOM WM YMEPEHHOW CTENEeHH BBIPAXKEHHOCTH. OJTH PEAKIUU HE SBIISIOTCS
MoKa3aTejeM CEHCHOWIM3aluu TMaluMeHTa K puBacTUrMuHy. Tem He MeHee, Ha (QoHe
npumenenuss npemnapata DkcenoH® TTC MOMKET BO3HHUKHYTh aIEPrHUECKUH KOHTAKTHBIH
JepMaTHT.

[Ipu pa3BuTHH y MAIMEHTOB KOHTAKTHOTO AJUICPTUYCCKOTO JEpMAaTHTa Ha (JOHE NMPUMCHEHUS
npenapata Dkcenon® TTC, eciu ecTh HEOOXOIUMOCTb TIPOJOIKEHHS TePANIN PUBACTUTMUHOM,
MaleHTa Moj KOHTPOJIEM METUIIMHCKOTO TepcoHala W MOCHe MOJyYeHHsS OTPULIATEIbHOTO
pe3yabpTaTa ajmieprojJoruyeckoro TeCTUPOBAaHUS PEKOMEHI0BAaHO NEPEBECTH Ha JICKAPCTBEHHBIE
dbopMBl pUBACTUTMHUHA ISl TIpHeMa BHYTPb. Y HEKOTOPBIX MAIMEHTOB C CEHCUOWIM3AIMEH K
PUBACTUTMHUHY TOCJIe TpHUMeHeHHs mpenapaTta Dkcenon® TTC, mpuMeHeHHe PHBACTUTMHHA B
JIPYTHX JIEKAPCTBEHHBIX (hOpMax MOXKET 0Ka3aThCs HEBO3ZMOYKHBIM.

Annepruyeckuii KOHTAKTHBIA JEPMATUT CIEAYyeT 3aloJ03pUTh, €CIM B MECTE MPUKPETUICHUS
TTC Bo3HUKIIA KOXKHAs PEaKIUsl, pacIpocTpaHsroasics 3a npeaesl pazmepa TTC, win KoxxHbIE
peakuMd B MeCT€ MPHUKPEIUICHUS JOCTUINM BbIPaXEHHOW WHTEHCHUBHOCTU (HampuMmep,
YCUIIMBAIOIIAsACA DJpUTEMa, OTEK, BO3HUKHOBEHHE TaIlyll, BE3UKYNI), a TaKxkKe, €cld
BBIPAXKEHHOCTh KOXKHBIX PEaKIMi CYIIECTBEHHO HE YMEHBIIAETCA B TeueHue 48 yacoB mocie

yaaneauss TTC. B aTux ciyyasx JiedeHHWE TMpenaparoM CIeAyeT MNPeKpaTuTh (CM. pasien
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[IporuBonokazanus).

B noctmapkeTHHroBoM nepuoje ObUIH MOJTYUYEHBI TaHHBIE O Pa3BUTHH Y HEKOTOPHIX MAI[IEHTOB
pacnpoCTPaHEHHOTO aJJIEPTMYECKOro JepMaTUTa IpU NPUMEHEHUH PpPUBACTUTMHUHA BHE
3aBUCHUMOCTH OT CII0co0a MpUMeHeHHsI (BHYTPb UM TPAHCACPMAIBHO). B 3TUX ciydasx JedeHue
npenaparoM CJIeAyeT IMOTHOCThI0 OTMEHUTH (cM. pazaen [IporuBomoxazanwus). IlamueHTs U
JMIA, OCYIIECTBIAIONIME YXOJ 32 HUMHM, JOJDKHBI ObITh IPOMH(GOPMHUPOBAHBI O BO3MOKHOCTH
pPa3BUTHUSL COOTBETCTBYIOIINX KOKHBIX PEeaKIiii Ha (hoHEe MPUMEHEHHs] pUBACTUTMHHA.

BJIMSAHUE HA CHOCOBHOCTHh VIPABJATHh TPAHCHOPTHBIMM CPEJACTBAMHM W
MEXAHU3MAMUA

bonesnp IlapkmacoHa u Oosie3Hb AubIreiiMepa MOTYT CHIDKATh CIIOCOOHOCThH YIIPaBIISTh
TPAaHCHOPTHBIMU  CPEACTBAMM M  MEXaHW3MaMu. PHBaCTUrMMH  MOXKET  BBI3BIBATH
TOJIOBOKPY)KEHHE U COHIIMBOCTh, OCOOCHHO B Hayalleé TEpaluyd W TPH HApaAIIUBAHUH JI03bI.
TakuM o00pa3oM, CHOCOOHOCTh TAIMEHTOB YIIPABISTh aBTOTPAHCIIOPTOM U  CIOXKHBIMHU
MEXaHU3MaMHU JIOJDKHA PEryJIIPHO OLICHUBATHCS JICUAIIM BPauoM.

®OPMA BbIITYCKA

PactBop 11t mprema BHYTpb 2 MI/MII.

Mo 50 ma mmm 120 M Bo (prmakoHBI TEMHOTO CTEKJa, CHa0)KEHHbIE MPOOKOH C HACOCHOM
TpyOOUKON M 3aBUHUMBAIOUIEHCS KPBIIIKOW C 3aIIUTON OT JeTeH B KOMIUIEKTE C 103aTOPOM H
MHCTPYKIMEN 110 TPUMEHEHHUIO B KAPTOHHOM MayvKe.

YCJ10BUsI XPAHEHUSI

Xpanuts npu temneparype He Boie 30°C. He 3amopaxuBars.

@d1aKoH ClIeTyeT XPaHUTh B BEPTUKAIBHOM TOJIOKEHUH.

[Ipenapar cienyer XpaHUTh B HEAOCTYITHOM JUJIsL IETEN MECTE.

CPOK IrOJHOCTH

3 roga.

[Ipenapat He clieryeT NPUMEHSTh TIOCIe UCTEYEHUST CPOKa TOTHOCTH.

Y CJI0BUA OTIIYCKA

OTIycKarT Mo peuenTy.

HAMMEHOBAHUE W AJIPEC IOPUJIUYECKOTIO JIMIIA, HA WMS KOTOPOI'O BBIJJAHO
PETUCTPAIIMOHHOE YJIOCTOBEPEHUE

Hosaptuc ®apma AT, JIuxtmrpacce 35, 4056 bazens, lIBetinapus /

Novartis Pharma AG, Lichtstrasse 35, 4056 Basel, Switzerland.

ITPOU3BOAUTEJIL

Hpon3nozu/1Te.111> rOTOBOM JIeKapCTBeHHOi/i (1)0pr1, NnepBUYHasA YinakoBKa,
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BTOPHYHASI/MOTPEOUTENbCKAS YIIAKOBKA

Henspapm IOnunr C.A.C., pto ne na apens, 26, IOuunar 68330, ®panmmst / Delpharm
Huningue SAS, 26 rue de la Chapelle, 68330 Huningue, France.

Boinyckaouuii KOHTPOJIb KayecTBa

Hosaptuc ®apmacsiotuka C.A., I'pan Bua ne nec Koprc Karananec 764, bapcenona, 08013
bapcenona, Ucmanmst / Novartis Farmaceutica, S.A., Gran Via de les Corts Catalanes 764,
Barcelona, 08013 Barcelona, Spain.

OPrAHU3BALIMS, TIPUHUMAIOIIAS IPETEH3UM MOTPEBUTEJIEN

00O «HoBaptuc ®apmay

125315, MockBa, JIeHuHTpaicKuid MPOCIEKT, A. 70

Ten. (495) 967 12 70,

daxkc (495) 967 12 68.

www.novartis.ru
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