IHCTPYKIIA
AJIS1 MEIUYHOT0 32CTOCYBAHHS JiKAPCHKOI0 32C00y

TIOLETAM®
(THIOCETAM)

Cknao:

Oitoui peuosunu: 1 M po3unHy MICTUTH MOP(]OJTIHIEBOT COJII TIA30THOT KUCJIOTH B TIepepaxyBaHHI
Ha 100 % peuoBuHy - 25 Mr, 110 €KBiBaJeHTHO 16,6 MT Tia30THOT KHCIOTH, Tipaneramy - 100 mr;
O0ONOMIICHA PeyoB8UHA: BOJA JIJIS 1H'€KITIH.

Jlikapcbka ¢opma. Po3unH 1151 16’ €KITIN.
Ocnosni ¢hizuxo-ximiuni eracmusocmi: ipo3opa 6e36apBHa abo 3 JeIb KOBTYBATUM BiJITIHKOM
piauHa.

dapmakoTepaneBTHYHA rpyna. [HIIII ICUXOCTUMYJTIOI0Y1 Ta HOOTPOITHI 3aCO0H.
Kox ATX NO6B X.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

TioneraM® HaleXUTHh 10 TPYNH LEPEOPOAKTHBHUX 3ac00iB, Ma€ HOOTPOITHI, MPOTHIIIEMiYHI,
AHTHOKCHJIAaHTHI Ta MEMOpPaHOCTa01T1i3yI04i BIACTUBOCTI.

dapmakonoriyauii  epeKT Tpernapary 3YMOBJICHHHA B3a€MOIIOTCHIIIOIOUOKD €0 Tia30THOI
KHUCJIOTH Ta Mipaleramy.

TiomeraM® PHUCKOPIOE YTHITIZAIIIIO TIIOKO3H B PEAKIISIX aepOOHOT0 Ta aHAEPOOHOTO OKUCIICHHS,
HOpMaJi3ye OioeHepreTHyHi Mpolecu, cTabiizye MeTaboi3M y TKAaHUHAX MO3KY Ta IiJ[BUIIYE
CTIMKICTh OpraHi3My 10 T1MOKCIi.

[Ipenapar rajapbMmye HUISIXM YTBOPEHHS aKTMBHUX ()OPM KHCHIO, PEAKTUBYE (PEpMEHTATUBHY
AHTUOKCUJIAHTHY CHCTEMY, OCOOJHMBO CYNEpPOKCHUIANCMYTa3y, TalbMy€ BUIBHOPAIHKAIbHI
MpoIlecH B TKAHWHAX MO3KY IpPHU imIeMii, MOKpallye peosoriuHi BIaCTUBOCTI KPOBi 32 paXyHOK
aktuBauii (GiOpUHOMITHYHOI cHCTEMH, CTa0LIi3ye Ta 3MEHIIY€e BIiAMOBIIHO 30HM HEKpPO3y Ta
1emii.

TioneramMm® minBHIlye IHTEHCUBHICTH poOoTu MeTaboiiunoro 'TAMK-myHTa 1 KOHIEHTpaIlio
I"AMK B i1eMi30BaHUX TKaHUHAX.

TioneraM® moimnirye IHTErpaTUBHY Ta KOTHITMBHY JiSUIbHICTD MO3KY, CIIpHsE€ MpPOLECY
HaBYaHHs, YCyBa€ aMHE31l0, MIJBUIIYE MOKa3HUKHW KOPOTKOYACHOI Ta JOBrOYacHOi Mam’ ATl
TioneraMm® ycyBae HacHiAKK cTpecy (OYYTTsI TPUBOXKHOCTI, (Pobii, Aenpecii, MOPYLUIEHHS CHY),
3MEHIIYE BIJICTaBaHHS y (PI3UYHOMY 1 PO3YMOBOMY PO3BUTKY HEJOHOILIEHUX JIITEH.
Dapmaxokinemuxa.

He BuBuanacs.

Kuainiuni xapakrepuctuku.

Ilokazanna. JliKyBaHHsS 1IIEMIYHOTO I1HCYNbTY Ta MOro HAcHiKiB, TaKUX SK MOPYIIEHHS
MOBJICHHS, ICUXI4YHI Ta COMAaTWUYHI pO3Jaad, 3HWKEHHS aKTUBHOCTI, MOPYIIEHHS €MOIIHOI
chepu; mikyBaHHS (y BIJIHOBIIOBAJBHOMY IMEpioJil) CYAUHHOI, TOKCHYHOI Ta TpaBMaTUYHOI
eHIedanonarii; yCyHeHHs1 aOCTUHEHTHOT'O CHHIPOMY IIPH JIKOTOJIbHIN 1HTOKCHKAIli1, AiadeTu4Ha
eHIredanonaris.

IlIpomunokasanuna.

- INnepuyTnuBicTh 10 mipaneramy abo Tia30THOI KUCIIOTH;

- TepMiHaJIbHA CTa/lisi HUPKOBOI HETOCTATHOCTI;

- Xopesi XaHTIHITOHA;

- TOCTpe MOPYIIEHHS! MO3KOBOTO KPOBOOOIT'Y IO TeMOpariyHoMy THILY.

B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMO0ill.



TionetamMm® He MOXHA TpU3HAYATH 3 TIPEMapaTaMH, siKi MaloTh Kucity pH.

Yepes nasenicms y CK1A0I Nipayemamy MONCIUGI HACMYNHI 8UOU 83AEMOOII:

Tipeoioni eopmonu. Ilpm komOiHAIii 3 THUPEOIAHUMH TOPMOHAMH MOJXKJIMBA IABUIICHA
JpaTiBIUBICTh, I€30PIEHTAIIIS 1 TOPYIICHHS CHY.

Ayenokymapon. Y XBOpUX 13 BaXKKHUM MepeOiroM penuauBYyHOUOr0 TPOMOO3Yy 3aCTOCYBaHHS
mipamneraMmy y BHUCOKHX no3ax (9,6 r/mo0y) He BIUIMBAIO HAa JO3YBaHHS allCHOKYMAapoIy s
JOCATHEHHS 3HA4Y€HHS IPOTPOMOIHOBOTO yacy 2,5-3,5, ane nmpu HOro oAHOYaCHOMY 3aCTOCYBaHHI
BiJJ3HAYAJOCS 3HAYHE 3HWKEHHS piBHA arperauii TpoMOOUUTIB, piBHA (piOpuHOTrEeHy, (hakTOpiB
Bime6panna (koarynsuiitna aktuBHicTh (VIII: C); ko-dpaxTop puctoueruny (VI vVW: Rco) ta
npotein y ia3mi kposi (VI VW: Ag)), B'sI3k0CTi KpOBI 1 MJ1a3MHu.

Dapmaxokinemuyni 63aemo0ii. MOXKIMBICTh 3MiHH (papMaKOJMHAMIKY TTipaleTaMmy ITiJl BIULINBOM
IHIIMX TpernapariB HU3bKa, ocKuibku 90 % npenapary BUBOJUTHCS Y HE3MIHHOMY CTaH1 3 CEUel0.
VY nocmigax in vitro mipaneram He npurHivye nuroxpom P450 i3opopmu CYP1A2, 2B6, 2C8, 2C9,
2C19,2D6,2E114A9/11 y kornenTparii 142, 426, 1422 mxr/min. [lpu konuenTpartii 1422 Mxr/mi
Big3HaueHo He3HayHe npurHiueHHs CYP2A6 (21 %) 1 3A4/5 (11 %). Onnak piBensb K; ux asox
CYP-izomepiB nmocratHiii npu mepeBunieHHI 1422 mkr/mu. Tomy meTtabojiiyHa B3aeMomis 3
npernaparamH, SKi miaIaThcs 0ioTpanchopMariii tuMu GpepMeHTaMu, MaJIoiMOBIpHA.
IIpomueninenmuuni 3acobu. 3acTocyBaHHs mipaneramy y 7031 20 Mr/no0y npoTsarom 4 THXHIB 1
Olmpie HE 3MIHIOBAIO KpPUBY pIBHS KOHIIGHTpalii 1 MaKCHMallbHy KOHIIEHTPAIIiIO
MPOTUENUIENITUYHUX MpernapaTiB y cupoBarii KpoBi (kapbamasemiH, ¢enitoiH, dpeHobapbita,
HATPIIO BAIBIIPOAT) Y XBOPHUX HA EMIJIEICIIO.

Anxoeons. CymiCHHI NPUHOM 3 alKOTOJIeM HE BIUIMBAaB Ha PiBEHb KOHIIEHTpAIlil mipaieramy B
CHPOBATIII KPOBI, 1 KOHIIEHTPAIIisl aJIKOTOJII0 B CHPOBATIII KPOBI HE 3MiHIOBaJIacst pu npuiiomi 1,6
T mipareramy.

Ocoonueocmi 3acmocygéanns.

3 00epeKHICTIO Tpenapar Mpu3HaA4YaTH XBOPUM 13 XPOHIYHOO HUPKOBOIO HETOCTATHICTIO.

3 00epexHICTIO CiJI 3aCTOCOBYBaTH IMpernapar ocodam JITHBOTO BIKY 3 CEpIEBO-CYAMHHOIO
MATOJIOTI€I0 y 3B’SI3Ky 3 THUM, IO 3a3HadeHi BWIIEe MOOIYHI peakuii y JaHoi Tpymu XBOPHUX
BII3HAYAFOTHCS YaCTIIIE.

Aneprivni peakiiii yacTimie 3yCTpi4atoTbesl y 0ci0, CXMIIBHUX JI0 aJleprii.

VY 3B’A3Ky 3 TUM, IO HipaleTaM 3HIKY€E arperauiro TpoMOOLHUTIB, HEOOXITHO 3 00EpEexHICTIO
MpU3HAYATH XBOPHM i3 TMOPYIICHHSIM TI'€MOCTa3y, CTaHaMH, SKi MOXYTh CYIPOBOJDKYBaTHCS
KpOBOTeUaMH (BHUPA3KH IHIIYHKOBO-KHMIIKOBOTO TPAaKTY), IPU BEIMKHUX XIPYpPriuyHHX OIeparisx
(BKJIIOYArOYM CTOMATOJIOTIUHI BTPYYaHHS), XBOPHM 13 CHMIITOMaMM TSXKKOI KpoBOTedl abo
XBOPHM, $KI MarTh B aHaMHE3l TIeMOpariyHuil 1HCYJIbT; MAallieHTaM, sKi 3acCTOCOBYIOTh
AHTUKOAryJsiHTH, TPOMOOLIUTAPHI aHTHArPEraHTH, BKIIIOYAIOUM HU3BKI 103U alleTHIICATIIMIOBOL
KHUCJIOTH.

[Ipn TpuBamii Tepamii y XBOpPHUX MOXHWJIOTO BIKY PEKOMEHIYETbCS PErYyJISpHUIA KOHTPOJIb 3a
MOKa3HUKaMH (DYHKIIIT HUPOK.

3acmocysannsn y nepiod eazimnocmi abo 200y8anus zpyooio.
He cnin 3actocoByBaTH.

30amuicmb enaueamu Ha WIBUOKICMb peakuyii npu KepyeaHHi aA6mMOMPAHCHOPMOM abo
IHWUMU MeXaniZMamu.

Ha nanuit MomMeHT Takux moBiomiieHb Hemae. OJHAK CIiJ JOTPUMYBATHUCA OOEPEXKHOCTI MpHU
3actocyBaHHi Tiomeramy® oco0am, sKi KepylOTb aBTOTPAHCIIOPTOM a0o0 MpaliolTh 3
HeOe3MeYHNMH MeXaH13MaMH, BPaXOBYIOUH MOKIIMBI HeOakaH1 peakirii 3 00Ky HEpBOBOi CUCTEMH.

Cnoci6 3acmocysanna ma 0o3u. Ilpu imeMIiYHOMY 1HCYJIBTI Ta IS JIKYBaHHS HOTO HACIIiJKIB
cnig npusHavaty o 20-30 M1 npenapaty, nonepeHso po3seaeHoro y 100-150 mi 0,9 % po3uuny
HaTpiI0 XJIOPUIY, 1 BBOAMTHU BHYTPIIIHbOBEHHO KpameibHO 1 pa3 Ha no0y. Kypc mikyBaHHS
CTaHOBHTD 2 THXKHI.



Jnst mikyBaHHs eHuedamonaTii Ta yCyHEHHS aOCTMHEHTHOTO CHHJIIPOMY IIpU aJIKOTOJIBHIN
IHTOKCHKaIlii MpU3HaYaTH BHYTPIIIHBOM S130BO 5 MJI ripenapary | pa3 Ha 100y mpoTsarom 10-
15 mi6.

ITpu niabetnuniii ennedanonatii mo 5 Ma BHYTpilIHEOM 5130B0 1 pa3 Ha 100y mpoTsirom 10 nHiB
3 MoJabIIKM Npu3HadeHHAM 1o 1 tabnermi Tioneram® dopre abo mo 2 tadnetku Tionetamy®
3 pa3u Ha 100y mpoTsrom 45 axiB 3a 30 XB 10 puiioMy xi.

Jimu. He 3acTOCOBYIOTb.

Ilepeoo3ysanns.

Cumnmomu: IOCUIICHHS MPOSABIB MOOIYHOI /i mpenapary.

VY mux BuUMajkax NPUIMHSAIOTH 3aCTOCYBAHHS IIpenapary Ta MPU3HAYalOTh CUMITOMAaTUYHE
JKyBaHHS.

I06iuni peakuii.

[Ipn kmiHIYHOMY 3acTocyBaHHI Tnpemnapary TiometamMm®, po3udMH 1 1H €KIH, MOXYTh
CIIOCTEPITaTUCs BUIAKU MOOIYHUX PEaKLiid:

3 OOKY YeHmpanvbHoi ma nepugepuyHoi Hepgosoi cucmemu: TOJOBHUN O11b, 3arajibHa CI1a0KICTh;

3 60Ky mpagHo2o mpaxmy: HyJ10Ta, OJIFOBaHHS;

3 00Ky IMYHHOI cucmemu: ajepriuHi peakilii, BKIIIOUYAIOYU BHCUIIAHHS, CBEPOIK, KPOIMUB SIHKY,
AHT1OHEBPOTUYHUHN HAOPSK, aHAPUTAKTUIHUHN IIIOK;

3 OOKY cepyego-cyOuHHOI cucmemu: 3HUKEHHS apTepiaJIbHOTO TUCKY;

3 60Ky 6ecmuOyIApHOL cucmemu: TOJOBOKPYKIHHS,

3a2anvHi po3naou i NopyueHHs y Micyi 66edeHHs. TilepeMisl IIKipU Ta CBEpOK y MiClli BBEICHHS.
Y XBOpUX MOXJIUBUH PO3BHTOK MOOIYHUX PEAKI[iH, 3yMOBJICHHX OKPEMHMH KOMITOHCHTAMHU
npernapary:

— mipareTaMmoMm:

3 OOKy Kpo8i ma aimghu: TeMOpPAriyHi po3iau;

3 OOKY IMYHHOI cucmemu: TIIEPIYTIIMBICTh, aHA(DITAKTOITHI PEaKIIii;

ncuxiuMi  po3naou: 3HEPBOBAHICTb, JEMpecis, MigBUIICHa 30YIKYyBaHICTh, TPUBOXKHICTD,
CIUTYTaHICTh CBiJIOMOCTI, TJTFOI[UHAIIT;

3 0OOKy Hepso6oi cucmemu: TINEpKiHE3isd, COHJIMBICTb, aTakcisd, MOPYIIEHHS pPIBHOBArH,
M1JIBUILICHHS YaCTOTH Hama/iB €MiJIerncii, TOJOBHUM OUTb, 0€3COHHS, TPEMTIHHS;

3 60Ky opeaHis cyxy ma 1aoipunmy: 3aaMOPOYEHHS;

3 60Ky mpasHoi cucmemu. ad1OMIHANbHUM OL1b, O1Ib Y BEpXHIM YaCTHHI )KUBOTA, JAlapes, Hy10Ta,
OJIFOBaHHS,

3 00Ky WKIipu ma NIOWKIPHUX MKAHUH: AHTIOHEBPOTHUYHUN HAOpPSK, NE€PMAaTUTH, BUCHUIIAHHS,
KpOIUB’sTHKA, CBEPO1K;

3 OOKY penpoO0yKmugHoi cucmemu ma 200y8anHs 2py0oio. TABUIICHHS CEKCYaIbHOI aKTUBHOCTI;
CyOuHHi po31aou: TinoTeH3is, TpoMo0(hIeoiT;

3a2anbHi po31a0U ma posnaou y micyi 66edeHHs: acTeHis, OUIb y MICIll BBEACHHS, MPOMACHUIIA,
301TBIIEHHS MacH TiJa.

- MIa30MHOI0 KOCIOMOIO!

y TMalli€HTIB, IEPEBAXHO JITHHOIO BIKY, 30KpeMa Ha ()OHI IpUOMY IHIIMX MpenapariB ONUCcaHi
BUIIAIKU:

anepeiuni peaxyii: TiepeMis MIKIpH, TUXOMaHKa,

3 OOKY YeHmpanvHoi ma nepugepuunoi Hepgosoi cucmemu: 3alaMOPOYCHHS, IIIYM y ByXax;

3 OOKY cepyeso-cyOunHoi cucmemu. TaxikapAis, MABUIICHHS apTepiabHOTO TUCKY;

3 OOKY WIIYHKOBO-KUWKOB020 MPpAKmy: CyXiCThb y POTI, 3IyTTS )KUBOTA;

3 OOKY OuUXanvbHOi cucmemu: 3aIUIIKA, HATTAIH STyXH.

Tepmin npuoamunocmi. 5 poxiB.

YMmoBu 30epiranns. 30epiraTu B OpUTiHaJIbHIN YIIAKOBLI IPU TEMIIEPATYP1 HE BUILIE



25 °C. 36epiratu B HEJOCTYITHOMY ISl JITEH MICIII.

Hecymicnicmso. He BCTaHOBIICHO.

VYnakoBka. [lo 5 mun B ammymi, o 5 aMmyn y KOHTYpPHIM YapyHKOBIM yIaKOBIIi, TOKPHUTIH
TUTIBKOIO, TIO 2 KOHTYPHI YapyHKOBI YIaKOBKH Y TadIIi.

ITo 10 mut B ammyiti, 1o 5 ammys1 y KOHTYPHIN 4apyHKOBIN yITaKOBIll, IO 2 KOHTYPHI 4apyHKOBI1
YIaKOBKHU y Taulli.

ITo 10 M B ammymi, o 10 amiyn y kopoOiti.

Kareropis Binmycky. 3a peuenrom.

Bupoouuk. [TAT «amuadapmy.

Micue3Haxoa:KeHHs1 BAPOOHUKA Ta HOro ajpeca Micusi NPOBAIKeHHS XislJIbHOCTI.
VYkpaina, 79024, m. JIbBiB, By/1. OnpuiikiBcska, 6/8.



NHCTPYKIUA
110 MeJMIMHCKOMY NIPUMEHEHHUI0 JIEKaAPCTBEHHOI0 CPeACTBA

TUOLETAM
(THIOCETAM)

Cocmae:

Oeticmeyrowue gewecmea: 1 M pactBopa coaepKUT MOPGOJIMHUEBOW COJIM THA30THOM KHUCIIOTHI
B mepecuere Ha 100% BemecTBo - 25 Mr, 9TO SKBHBAJIEHTHO 16,6 Mr THa30THOW KHCIOTHI;
nuparerama - 100 mr;

e8cnomozamenvHoe 8euecmeo: BoJa sl UHbEKITUH.

JlexkapcTBeHHas (popma. PacTBOp U1 MHBEKLIMMN.
OcnosHule Qusurko-xumuueckue ceolicmea: po3padyHas OecliBETHAs WM CO CIIETKa JKeITOBATHIM
OTTEHKOM >KMJIKOCTb.

dapmakoTepaneBTHYECKAs rpynna. J[pyrue ncuxoCTUMYJIMPYIOIINE ¥ HOOTPOITHBIE CPEJICTBA.
Koxg ATX N06B X.

Dapmakonozuueckue ceoncmea.

Dapmakoounamuxa.

TuoueraM OTHOCHTCS K TpyHIe [epeOPOAKTUBHBIX CPEICTB, MPOSBISIET HOOTPOIIHEIE,
MPOTHUBOMIIIEMUYECKUE, AHTUOKCHJIAHTHBIE U  MEMOpPAHOCTAOMJIM3UPYIOIIME  CBOWCTBA.
®dapmakonoruueckuii 3Q¢exT mnpenapara oOYCIOBIEH B3aHMMOIMOTCHIUUPYIOUUM JIEHCTBUEM
THA30THOW KHMCJIOTHI U NTApanerama.

Tuoneram yckopsieT yTUIN3AlKIO TIIIOKO3bI B PEAKIIMAX adpOOHOr0 M aHadPOOHOTO OKUCIICHUS,
HOpMaJIM3yeT OMO3HEPreTUYECKUE MPOILECChl, CTAOMIM3UPYET METa00JIM3M B TKaHSAX MO3ra U
MOBBIIIAET CTOMKOCTh OpraHru3Ma K TMIOKCHHU.

[Ipemapar TOpPMO3UT TyTH 00pa3oBaHMsS aKTUBHBIX (OPM KHCIOPOAA, pPEAKTUBUPYET
(epMEHTaTUBHYI0O AHTHOKCHAAHTHYIO CHCTEMY, OCOOCHHO CYNEpOKCHATUCMYTa3y, TOPMO3UT
CBOOOHOPAIMKAJIbHBIE MPOLECChl B TKaHSAX MO3ra NpU HUIIEMHUH, YIy4IIaeT PEOJIOrMYecKue
CBOMCTBA KPOBH 3a CUET aKTHBAIMH (UOPUHOIUTHIECKON CUCTEMBI, CTAOMITN3UPYET U YMEHbBIIIAET
COOTBETCTBEHHO 30HBI HEKPO3a U UILIEMHUH.

Tuoneram TOBBIIIAET WHTEHCHUBHOCTH paboThl  MeTtabommueckoro ['AMK-mynra wu
koHneHTpanno '’AMK B nmmemMu3npoBaHHbBIX TKaHX.

Tuoneram ynydiiaeT WHTETPATUBHYI0 U KOTHUTHUBHYIO JI€ATENBHOCTh MO3ra, CIOCOOCTBYET
mpoueccy oO0y4eHMs, YCTpaHSe€T aMHE3MI0, TIIOBBIIIAET II0Ka3aTeld KpaTKOBPEMEHHOW U
JI0JATOBpEMEHHOM maMsaTH. Tuoleram ycTpaHseT MOCIeICTBHs cTpecca (4yBCTBO TPEBOXKHOCTH,
¢obuu, nenpeccuu, HapyUIEHHUE CHA), YMEHbBIIAET OTCTaBaHUE B (DPU3MUYECKOM U YMCTBEHHOM
Pa3BUTUU HEJOHOLIECHHBIX JETEH.

Dapmarkokunemuxa.

He n3zyuanacs.

Kinnuveckue xapakTepuCTHKH.

Ilokazanusa. Jleuenue NeMUYECKOTO NHCYJIBTA U €T0 OCIIEACTBUIM, TAKMX KaK HapylIeHHE peuH,
IICUXMYECKHE UM COMAaTHMYECKHE pacCTpOWCTBA, CHI)KEHHE AaKTUBHOCTH, HapyllIEeHUE
SMOILIMOHAIBHOM Cdepbl; TeueHne (B BOCCTAaHOBUTEILHOM MEPUOJIE) COCYIUCTOM, TOKCUYECKON 1
TPaBMaTHUECKOW SHIe(aIonaTHy; yCTpaHeHHe aOCTUHEHTHOTO CHHApPOMAa IPU AJIKOTOJBHOM
MHTOKCHUKAIUH, TuabeTnyeckas sHIedanonaTus.

Hpomueonomwauu;l.
- FI/IHep‘{YBCTBI/ITeHBHOCTL K Iipaneramy ujimn THA30THOM KHCJIIOTCE,
- TCpMUHAJIbHAA CTaaus MOYCIHOM HEAOCTATOYHOCTH,



- Xopesa XaHTUHITOHA;
- OCTpO€ HApYIIEHUE MO3TOBOTO KPOBOOOPAIIEHUS 10 TEMOPArHIeCKOMY THITY.

B3aumooeiicmeue ¢ Opyzumu  J1eKapCmMEEHHvLIMU  CpeOcCmeamu U opy2ue  6uUovl
ezaumooeiicmauil.

Tuoteram Helb3sl HA3HAYATH C MIpenapaTamMu, UMEIOIUMU Kuciyto pH.

3a cuem nanuyus 6 cocmase nupayemama 603MON’CHbL CLeOVIoUiUe 8UObL B3AUMOOCUCMBUSL:
Tupeouonvie copmonsl. [Ipy KOMOMHALIMY C TUPEOUTHBIMU TOPMOHAMH BO3MO>KHA MOBBIIIICHHAS
pa3apaKUTEIbHOCTD, 1€30pPUEHTALUS U HApYLIEHUE CHA.

Ayenokymapon. Y OGOIBHBIX C TKEJIBIM TEYCHHEM pPEUUANBUPYIONIETO TPoMOO3a MpUMEHEHUE
nmupameraMa B BBICOKMX J03ax (9,6 r/cyT) He BIMSUIO Ha JIO3UPOBKY alleHOKyMapoJyia s
JOCTUKEHHSI 3HA4YeHHs] MPOTPOMOMHOBOTO BpeMeHH 2,5-3,5, HO HpU €ro OJHOBPEMEHHOM
MPUMEHCHHHA OTMEUYAJIIOCh 3HAYUTEILHOE CHUKCHHE YPOBHS arperanud TPOMOOIIMTOB, YPOBHS
¢ubpunorena, daxropoB BmimeOpanna (koarymsmnwonHas aktuBHoOcTh (VII: C); xo-dhakxTop
pucronetud (VII: vW: Rco) u nporeun B mnazme kposu (VII: vW: Ag)), BA3KOCTH KpOBHU U
J1a3MBl.

Dapmaxokunemuveckue g3aumooelicmeus. BO3MOXHOCTP H3MEHEHHs (apMaKOJAUHAMHUKI
nupameraMa Ioj BO3JCHCTBHEM JApPYruxX MpernaparoB HH3Kas, MOCKoibky 90% mnpenapara
BBIBOJIUTCSI B HEU3MEHEHHOM BHUJIE C MOYOIA.

B omnpiTax in vitro nupareram He yraetaet qutoxpom P450 uzodopmsr CYP1A2, 2B6, 2C8, 2C9,
2C19, 2D6, 2E1 u 4A9/11 B xonuentpamun 142, 426, 1422 mxr/mn. [Ipu koHnentpanuu 1422
MKI/MJI OTMe4eHO He3HauuTenabHoe yrueteHne CYP2A6 (21%) u 3A4/5 (11%). Oqnako ypoBeHb
Ki stux nByx CYP-u3omepoB npocratouHslii npu mpeBbimeHnn 1422 wmkr/miu. Tlostomy
MeTaboIMuecKoe B3auMOICHCTBHE C IIperapaTaMu, KOTOpbIE MoABEepraroTcs OnoTpanchopmanuu
TUMHU (PEepPMEHTAMHU, MaJIOBEPOSTHO.

IIpomusosnunenmuueckue cpedcmsa. llpumenenue nupanerama B 1o3e 20 Mr/cyT B Teuenne 4
HeJenb U 00JIbIIe HE MEHSUIO KPUBYIO YPOBHSI KOHIIEHTPAIIMM U MaKCUMAJIbHYIO KOHIIEHTPAIHIO
MIPOTUBOAMMICNTHYECKUX IPEMapaToB B CHIBOPOTKE KpoBU (KapOamasenuH, (HEHUTOHH,
(henobapOuTa, HaTPHsI BABIIPOAT) Y OOIBHBIX SITUIICTICHCH.

Anxoeons. COBMECTHBIN MPUEM C JIKOTOJIEM HE BIIMSAI Ha YPOBEHb KOHIIEHTpALlMU MHpalerama B
CBIBOPOTKE KPOBHU, U KOHIIEHTPAIIUS AJIKOTOJISI B CBIBOPOTKE KPOBH HE M3MEHSIIACh MPU MPUEME
1,6 r nupanerama.

Ocobennocmu npumenenus.

C 0CTOPOXKHOCTBIO MpenapaT Ha3HAYaTh OOJBLHBIM C XPOHUYECKON MTOYSUHON HEJOCTATOUHOCTHIO.
C OCTOpPOXXHOCTBIO CIle[lyeT MPUMEHSATh Mpenapar JHIaM IMOXHIOTO BO3pacTta ¢ CepleyHo-
COCY/IMCTOM MAaTOJIOTHEHN B CBSI3U C TEM, YTO OMMCAHHBIE BbIIIE NMOOOYHBIE PEAKLUU Yy JaHHON
rpynmbl O0JIBHBIX OTMEYAIOTCS Yallle.

AJ'IJ'ICpFI/IqCCKI/IC pPC€aKkru 4aue BCTPEHYAIOTCA y JIML, CKIIOHHBIX K aJlJICPTHH.

B cBi3m ¢ TeM, 4TO mHMpaneTaM CHH)KAeT arperamuio TPOMOOIMTOB, HEOOXOAUMO C
OCTOPOKHOCTBIO Ha3HAYaTh OOJIGHBIM C HAPYIIICHHEM T'eéMOCTa3a, COCTOSIHUSIMHU, KOTOPBIE MOTYT
COTMPOBOXAATHCA KPOBOTEUEHUSMHU (S3BBI JKEITYAOYHO-KHUIIEYHOTO TpaKTa), MpU OONBIINX
XUPYPrU4eCKUX omepanusx (BKJIIOYas CTOMATOJIOTMYECKHE BMENIATENIbCTBA), OOJBHBIM C
CUMITOMaMHU TSKEJIOTO KPOBOTEUYEHHS] WIU OOJBHBIM, y KOTOPHIX €CTh B aHaMHeE3e
FeMOppaFI/ILIGCKI/Iﬁ HUHCYJIBT, nmanueHrTram, KOTOPBIC MMPUMCHAIOT AHTHUKOAryJIsIHThI,
TPOMOOLIUTAPHBIE AHTHATPETAHTHI, BKIIOYasi HU3KHE 036l alleTHIICATUIIUIOBON KUCIOTHI.

[Ipn pnurenbHOW Tepanmuu y OOJNBHBIX MOXKUIOTO BO3pacTa PEKOMEHIYEeTCS pEeryJspHbIN
KOHTPOJIb 32 MOKa3aTeNnssMu QyHKITUH MOYEK.

Ilpumenenue ¢ nepuood depemennocmu UIU KOPMAEHUA ZPYObIO.
He cnenyer npumeHsTh.

Cnocobnocmp 61uams HA CKOPOCMb peaKuyuu Npu YnpasieHuu aemompaHcnopmom uiu
Opy2uMu MexXanuImMamu.



Ha nannenii MoMeHT Takux cooOmennii HeT. OJHAKO claeayeT COOI0aTh OCTOPOKHOCTh MPH
npuMeHeHnH Tuonerama IuIaM, YOPAaBJSIOMIKMM aBTOTPAHCIIOPTOM MM PAa0OTAIOMIUM C
OTIAaCHBIMHM MEXaHW3MaMH, YIUTHIBAasI BO3MOXKHBIC HEXKEJIaTeIbHbBIE PEAKIIMH CO CTOPOHBI HEPBHOM
CUCTCMBI.

Cnocoo npumenenus u 003wl. [lpy UIIEMUYECKOM HUHCYNBTE U JJIA JICUEHUSI €0 MOCIEACTBUN
HaszHayvathb 1o 20-30 M1 mpenapara, npeaapurenasHo pazseneHHoro B 100-150 min 0,9 % pactBopa
HATpHUsl XJIOpHUIa, U BBOAUTH BHYTPUBEHHO KarenabHO 1 pa3 B cytku. Kypc neuenus cocrasiser 2
HeZeu.

Jia neyeHus: sHuedaaonaTMd U yCTpaHEHHs aOCTMHEHTHOTO CHHIpOMA IPH aJKOTOJbHON
MHTOKCUKAIlMU Ha3HA4YaTh BHYTPUMBILLIEYHO 5 MJI IIpenapara 1 pa3 B CyTKH B TEUEHUE 10-
15 cyTok.

[Tpu nnabernyeckoii sHIEDATONATHH 110 5 MJI BHYTPUMBIIIEYHO | pa3 B cyTKH Ha IpoTsoKeHnH 10
THEH ¢ JaJbHEWIMM HasHaueHueMm 1o 1 Ttabnerke Twuomeram Popre wim mo 2 TabIeTKH
Tuouerama 3 pasa B cyTku Ha npoTspkeHuU 45 nHel 3a 30 MuH 10 npréMa IUILH.

Jlemu. He npuMeHSIOT.

Ilepeoo3uposka.

Cumnmomsi: ycuaeHUe MPOsIBICHUN MOOOYHOTO NeHCTBUS Mpenapara.

B Ttakux ciydasx mnpekpamaioT NPUMEHEHHE IpernapaTa ¥ Ha3HA4YaloT CHUMITOMATUYECKOe
JIeUYCHUE.

Ilobounsvie peakyuu.

IIpn kiImHWMYECKOM NPUMEHEHUHM Ipenapara TuoneraMm, pacTBOp Ui HHBEKIUH, MOIYT
HaOII0AaThCs ClTyyan MOOOYHBIX PEaKIHii:

CO CMOPOHbI YEHMPANbHOU U Nnepugepuyeckol HepeHOU cucmemvl. TOIOBHAs 00ib, oOmIas
cJ1aboCTh;

CO CMOPOHBL NUWEBAPUMETTbHO20 MPAKma. TOIIHOTA, PBOTA;

CO CMOPOHbL UMMYHHOU CUCmEMbl: AJUIEPTUYECKUE PpEaKLMU, BKIIOYas BBICHIIAHMS, 3YI,
KparnuBHUILY, aHTHOHEBPOTHYECKUH OTEK, aHA()MITAKTUIECKHIA TIOK;

€O CMOPOHBL CEPOSUHO-COCYOUCMOU CUCMEMbl: CHKEHUE apTepPUaIbHOTO JaBIECHUS;

CO CMOPOHBL 6eCMUOYTIAPHOU CUCTEMbL. TOIIOBOKPYKECHHE;

00wue HapyuieHus U HapyuleHus 6 Mecme 66e0eHus; TUNIEPEMUsI KOXKH U 3y]l B MECTE BBE/ICHUS.
Y OonbHBIX BO3MOXHO pa3BUTHE TOOOYHBIX pEaKIHUi, OOYCIOBICHHBIX OTAEIbHBIMU
KOMIIOHEHTaMH IIperapara:

- IMpaleTaMmoM:

€O CMOPOHbBL KPOBU U TUM@bI: TEMOPPArUYecKre HapyILIeHHS;

CO CMOPOHBL UMMYHHOU CUCMEMbl: TUTIEPUYBCTBUTEIBHOCTh, aHA(QUIIAKTOUIHbBIE PEAKIINUH;
ncuxuveckue — paccmpoucmeda: HEPBO3HOCTb, JENpeccus, IOBBIIIEHHas BO30yIUMOCTb,
TPEBOKHOCTb, CIYTAHHOCTh CO3HAHUS, TAJUTIOI[UHALINH;

CO CMOPOHbI HEPEHOU CUCTEeMbl. TUTIEPKUHE3NS, COHJINBOCTh, aTAKCHS, HAPYILIEHUSI PaBHOBECHS,
MOBBIIICHUE YaCTOTHI MMPUCTYIIOB MUJICTICUU, TOJIOBHAsA 00J1b, 0ECCOHHUIIA, TPEMOD;

CO CMOPOHbBL OP2AHO8 CIYXA U 1AbUpUHmMAa: TOI0OBOKPYKEHUE;

CO CMOPOHbL NUUlesapUMeNbHOU cucmemsl: abJOMUHATBLHAS 00Jb, 0OTb B BEpXHEH YacTH )KMBOTA,
Juapest, TOITHOTa, PBOTA,

CO CMOPOHBL KOJCU U NOOKONCHBIX MKAHel: aHTUOHEBPOTHUECKUU OTEK, NEPMATHUTHI, CHIIb,
KparuBHUIIA, 3Y/T;

CO CMOPOHLL PEenpoOOYKMUBHOU CUCHEMbl U KOPMIEHUs 2pyoblo: TIOBBIILIEHHE CEKCYaIbHOM
aKTUBHOCTH,

cocyoucmule HapyuieHus. TAOTEH3Usl, TPOMOO(IIeOuT;

obwue Hapyulenus U HapywieHus 6 mecme 68edeHus: aCTeHHs, OO0Jb B MECTE€ BBEICHHS,
TUXOpaJiKa, yBEINYCHHE MACChI Tea.

— THA30THOMN KHCIIOTOM:



y MalKEeHTOB, MPEUMYIIECTBEHHO IMOHIIOTO BO3pacTa, B YaCTHOCTU Ha (poHEe mpuema Ipyrux
MpenapaToB OMUCAHbI CIIy4au:

annepauyeckue peakyuu. TUIEPEMUS KOXKHU, TUXOPaIKa;

CO CMOpPOHbI YeHMPATbHOU U nepughepuyeckoll HepeHOU CucmeMbl. TOTIOBOKPYKEHHE, IIyM B
ymiax;

CO CMOPOHLL CePOEYHO-COCYOUCMOU CUCIeMbl. TAaXUKapaus, MOBBIILICHHE apTepUATBHOTO
JaBJICHUS;

CO CMOPOHBL JHCENYOOUHO-KUULEUHO20 MPAKmMA.: CYXOCTb BO PTY, B3lyTHE KUBOTA;

€O CMOPOHYBL ObIXAMENLHOU CUCHEMbl. OJIBIIIKA, TPUCTYIIbI YAYIIbS.

Cpok 2o0nocmu. 5 ner.

YcaoBusi XxpaHeHusi. XpaHUTh B OPUTHMHAIBHON yIAKOBKE IIpU TemrepaType He Bbiue 25 °C.
XpaHUTh B HEAOCTYITHOM JUIsl I€TeH MecTe.

Hecoémecmumocmsb. He ycTaHOBIIEHO.

YnakoBka. [Io 5 M B KOHTYpHOU SYE€HKOBOW yIaKOBKE, TOKPHITOW IJIEHKOH, 110 2 KOHTYpPHBIE
SIYEHKOBbIE YIIAaKOBKHU B MAUKe.

[To 10 mu1 B amnysie, o 5 amnyJ1 B KOHTYPHOU STYEHKOBOM YIIAKOBKE, IO 2 KOHTYPHBIE SIMEUKOBBIE
YIaKOBKH B MAYKe.

ITo 10 M7 B ammyzie, o 10 ammyn B KopoOke.

Kareropus ormycka. Ilo peuenry.

Ipoussoautensn. [TAO «"anuudapm.

MecToHaxoKIeHe TPOU3BOIUTES H €ro apec MecTa OCyIIeCTBJICHHUS AesITeTbHOCTH.
Ykpauna, 79024, r. JIeBoB, yi. OnpsimkoBckasi, 6/8.



