SATBEPIKEHO
Haka3 MiHiCTepCTBa 0XOpOHH

10pOB’st chpaum
1raldp?

PCCCTpaul/e noc/mqemm
IHCTPYKIIA

JUTS MEIHYHOT 0 32CTOCYBAHHA JIIKAPCHKOI0 3aC00y

TIOLETAM®
(THIOCETAM)

Cknao:

ditoui  pevosunu: 1 M1 PO3YMHY MICTHTH MOpQO/IHIEBOT CcOMi  TIA30THOI KHCIOTH B
nepepaxyBanti Ha 100 % pedoBHHY - 25 M, 10 €KBIBAIEHTHO 16,6 MI TIa30THOI KHCIIOTH;
nipaueramy - 100 mr;

QONOMIICHA PeHOBUHA: BOJIA IS 1H'€KILIH.

Jlikapcebka opma. Po3unn juist 10 €xuii.
Ocnoeni (hizuko-ximiuni eracmusocmi: nposzopa 6e30apsHa abo 3 Jeab *KOBTYBATHM BIITIHKOM
piauHa.

(MapmaKoTepaneBTHYHA Ipyna. [HII ICHXOCTHMYJIIOIOU] Ta HOOTPOIIHI 3aC00H.
Kon ATX NO6B X.

DapmMaron02iuHI 61ACIUEOCHI.

Dapmarkoounamixa.

TioneraM® HaaeKHTH 10 TPYNH 1epeOPOAKTHBHHX 3ac00iB, MAC HOOTPOIHI, MPOTHIMIEMIYHI,
AHTHOKCH/IAHTHI Ta MeMOpaHocTabii3youl BIacTHBOCTI.

dapmaxonoriunuii  edekT nperapary 3yMOBICHHil B3a€EMOINOTEHUIIOIOYOIO €0 TIa30THOI
KHCJIOTH Ta Iipareramy.

TiouetaM® NPHCKOPIOE YTHII3aliI0 T[NIIOKO3H B PEAKIisX aepoOHOro Ta aHaepoOHOTro
OKHCIJIHHS, HOpMaJlizye GioeHepreTuyni mponecH, crabimizye Metadoni3M y TKaHHHAX MO3KY Ta
MiZABHILYE CTIHKICTL OpPraHi3mMy 10 rinokcii.

[Ipenapar rampMye HUIAXH YTBOPEHHsS aKTHBHHMX (JOPM KHCHIO, PeakTUBYE (DEpMCHTATHBHY
AHTHOKCHIAHTHY CHCTEMY, OCOOIMBO CYIIEDOKCH/UIHCMYTa3y, TajibMye BilbHOPAIHKAIBHI
[polecH B TKAHMHAX MO3KY IIPH ileMil, MOKpaIly€e peosoridHi BJAACTHBOCTI KPOBI 3a PAXyHOK
akTHBalii GiGPUHOMTHYIHOT CHCTeMH, CTadili3ye Ta 3MEHILIye BUANOBUIHO 30HH HEKpO3y Ta
1emii.

TioneraM® miguinye inrTeHcusHicTh podorH Mmeraboniunoro I'AMK-mynTa i KOHIEHTpaLiO
I’AMK B i1meMi3oBaHMX TKaHHHAaX.

TiomeraM® nosininye IHTErpaTHBHY Ta KOTHITHBHY JISVIBHICTB MO3KY, CIPHS€ IpOLECy
HABYAHHS, YCYBA€ AMHe3it0, MiJBUILYE MOKA3HHKHM KOPOTKOYACHOI Ta JIOBrOYacHoI ram’siti.
Tioneram® ycyBae HAC/iIKH CTpecy (MOYYTTS TPMBOKHOCTL, GoOii, renpecii, MOPyHICHHS CHY),
IMCHIIYE BijicTaBaHHs ¥ (Di3HUHOMY 1 PO3YMOBOMY PO3BUTKY HEIOHOIICHMX JITEH.
Dapmarokinemuxa.

He Bupyanacek.

Kainiuni xapakTepHeTHKH.
Mokazanna. Jlikysanus (UIeMI9HOTO 1HCYJIBTY Ta HOr0 HACIIKIB, TAKUX SAK MOPYHICHHSA
MOBJICHHS, [ICHXI4HI Ta COMATHYHI pO3JIA/H, 3HMKCHHS AKTHBHOCTI, NOPYLICHHS €MOIIAHOI
chepu; siKyBaHHS (Y BiJHOBIIOBAILHOMY Mepioji) CYAMHHOL, TOKCHYHOI Ta TPaBMATHYHOL
ennedanonarii; yCyHeHHs aOCTMHEHTHOTO CHHJIPOMY IIpH JIKOIOJIbHIH  IHTOKCHKAILIL,
alabernuna eHuedalonaris.



IIpomunoxasanua.

- I'inepuyTMBICTb 10 nipaueraMmy abo Tia30THOI KHCIIOTH;

- TepMiHAQJIbHA CTaig HUPKOBOI HEJOCTATHOCTI;

- Xopest XaHTIHI'TOHA;

- TOCTpe MOPYIICHHS MO3KOBOI0 KPOBOOOITY 110 reMOpariyHOMY THITY.

Bsaemoodia 3 inmumu nikapcoKumu 3acodamu ma iHui 6uOU 63aEMO0IlL.

TioneramM® He MOjKHA [IpU3HAYATH 3 IIPErniapaTaM, siKi MarTh Kucay pH.

Yepes naasnicme y ckaaoi nipayemamy MONCIUET HACMYANT 6UOU 63ACMOOIT:

Tipeoioni ecopmonu. Tlpu xomOiHauii 3 THPEOIHUMH TOPMOHAMH MOXKJIMBA IMiABHIIEHA
JIPATIBJIMBICTD, 1€30PIEHTALIS 1 TOPYIIEHHS CHY.

Ayenoxymapon. Y XBOpHX 13 BaXKHM I11epediroM peruHBYOHOro TpoM003y 3acTOCyBaHHA
nipageTaMy y BHCOKHX Jo3ax (9,6 r/mo0y) He BIUIMB&IO Ha J03YBaHHA allCHOKYMapouy Ui
JIOCATHEHHs 3Ha4YeHHs nporpomdiHoBoro wacy 2,5-3,5, ame mnpH Horo OJHOYACHOMY
3aCTOCYBAHHI  BIJI3HAYAIOCS 3HAYHE 3HMKEHHA pIBHA  arperaiii  TpoMOOIMTIB, piBHA
Gibpunoreny, ¢akrtopis Buuiebpanma (koarymsuiitna axtusaicts (VIII: C); xo-dakrtop
pucronetury (VIII: vW: Rco) Ta mporein y rasmi kposi (VIII: vW: Ag)). B's3kocTi Kposi i
ITa3MH.

GDapmarokinemuuni ¢3acmooii. MOKIMBICTL 3MIHH (hapMaKoIMHAMIKH [11palleTaMy i BIJIHBOM
HIIMX [penapaTiB HU3bKa, ocKUIbKH 90 % npenapary BHBOJIMTLCS Y HE3MIHHOMY CTaHI 3 cedelo.
V jpociifax in vitro nipaneram me mpurnivye mproxpom P450 izodpopmun CYPIA2, 2B6, 2C8,
2C9, 2C19, 2D6, 2E1 1 4A9/11 y konuentpauii 142, 426, 1422 mxr/mi. Ilpu konuenrpanii 1422
MKI/MIT Big3HaueHo He3Haue npuruivenns CYP2A6 (21 %) i 3A4/5 (11 %). Oanax pisenn Ki
uux asox CYP-izomepis mocrartuiii mpu nepesuienni 1422 mxr/mu. Tomy metabosiuna
B3aEMOJIis 3 Ipenaparamu, ski migmaiorees  Olotpancdopmanii  mEMH - QepMmeHTaMu,
MaIOIMOBIPHA.

Ipomueninenmuuni 3aco6u. 3actocyBaHHs nipauetamy y 1031 20 Mr/100y npoTaroM 4 THKHIB I
Oirblile He 3MIHIOBAIO KPUBY PIiBH# KOHICHTpAIl | MAaKCHMAIbHY KOHUECHTpAIIKO
MPOTHENiIENTHYHUX [Penaparis y cupoparili kposi (kapbamasenin, ¢enitoin, penodapdital,
HATPIIO BAJIBIPOAT) Y XBOPHX Ha €IiJIenciio.

Anxozonb. CyMicHHI 1IpUIIOM 3 @IKOroIeM He BIUIHBAB HA PiBeHb KOHIICHTpALII Mipaneramy B
CHpOBATIL KPOBi, i KOHLEHTpaLlisl &JKOTO/II0 B CHPOBATII KPOBI He 3MIHIOBAJacd [P MPUHOMI
1.6 r mipaneramy.

Ocobaugocmi 3acmocy8anmi.

3 06eperkHICTIO Mpenapar MPH3HAYaTH XBOPHM i3 XPOHIUHOIO HHPKOBOIO HEIOCTATHICTIO.

3 06epeKHICTIO CIiJI 3aCTOCOBYBATH IIperapar 0codam JITHBOro BIKY 3 CepLeBO-CYAHHHOIO
MaTOJIOTIEI0 Yy 3B’A3KY 3 THM, 10 3a3HaveHl Buile nodiuni peaxuii y JaHOl rpyrHd XBOPHX
Bi[3HAYAIOTLCH YacTille.

AJtepriuni peakiuii yacrilie 3yCTpidaroThes y 0¢i0, CXHIBHUX 10 aneprii.

Y 3B'S3KY 3 THM, IO HipaleTaM 3HHKYE arperamito TpoMOOUHUTIB, HEOOXiHO 3 00EPEKHICTIO
NMPH3HAY4aTH XBOPUM 13 MOPYIICHHSM TIeMOCTa3y, CTaHaMH, sKi MOXYTb CYNPOBODKYBATHCH
KpOBOTCHYAMH (BUPA3KH IUTYHKOBO-KHUIIKOBOIO TPAKTY), IIPH BEMHKHX XipyPridHMX ONCpaLifx
(BKJIFOUAKOYM CTOMATOJIOTIUHI BTpYYaHHs), XBOPHM i3 CHMIITOMaMM TSKKOI KpoBoTedl abo
XBOPHM, AKi MaiOTh B aHaMHe3l reMopariunuii IHCYNILT: Mali€HTaM, SKI 3aCTOCOBYIOTH
AHTHKOATYJISHTH, TPOMOOIMTAPHI aHTHAIPEraHTH, BKIIOYAIOUH HU3BKI JI03H alleTHIICAIIIIHIOBOT
KHCJIOTH.

Ilpu TpuBajii Tepamii y XBOPHX IOXMJIOIO BIKY PCKOMCH/YECTBCA PEry/IspHHH KOHTPOIb 3a

MMOKa3HUKaMH PYHKIT HUPOK.

3acmocyeanns y nepiod eazimuocmi avo 200y6anna 2pyooio.
He cnin 3acTocoByBaTH.




30amuicme enueamu Ha WEUOKICMb PeaKyii HpU KepyeaHHI asmompancnopmom aoo
IHIUMU MEXAHIZMAMU.

Ha nanuii MOMEHT TAKHX TOBiZOMICHB Hemae. OHAK CIIiJI A0TPUMYBATHCSH 00EPEKHOCTI IIPH
3acTocysanHi Tioueramy® ocobam, sKi KepyrTb aBTOTPAHCIOPTOM ab0 [MpPAUIOKTh 3
HeOe3meyHMMH MeXaHi3MaMH, BpaxoByrouM MOXKiuBI HeDaxani peakuii 3 OGOKy HepBOBOI
CHCTEMH.

Crocié 3acmocyeanna ma 0o3u. lpy imeMiuHOMy iHCYJIBTI Ta JUIS TiKyBaHHs HOro HAC/IiOKIB
ciig npusnavatu mo 20-30 mur mpenapary, momepeaHbo possepenoro y 100-150 mur 0.9 %
PO3YMHY HATpilO XJIOpHY, 1 BBOJMTH BHYTpIIIHBOBeHHO KpanenbHo 1 pa3 ma 100y. Kype
JIKYBaHHS CTAHOBUTH 2 THIKHI.

JUis nmikyBaHHS eHuedanonaTii Ta ycyHeHHs aO0CTHHEHTHOIO CHHIPOMY IpH &JIKOrOJIbHI
{HTOKCHKAII] TpH3HAYaTH BHYTPIIHLOM s30BO 5 M npenapaty 1 pa3 Ha 100y npoTAroM
10-15 md.

[1pn niabeTnuniit ennedanonarii no 5 M1 BHYTPIIHEOM 53080 1 pas Ha 100y npotsrom 10 aHiB
3 [10JaJIBIIEM NpH3HaueHHAM 1o 1 Tabnerni Tioneram® Popre abo o 2 tabnetkn Tioueramy®
3 pasu Ha 100y npotsiroMm 45 muiB 3a 30 XB 10 npuiiomy K.

Jimu. He 3acTOCOBYIOTH.

Ilepedosysanna.

Cumnmonmu: TIOCHIICHHS NIPOsIBIB OOIYHOT il npenapary.

V X BHIAAKAX [PHIMHSIOTH 3aCTOCYBaHHS HpemapaTy Ta IPH3HAYAIOTh CHMIITOMATHUYHC
JTKYBaHHS.

Hooiuni peaxyii.

[lpu kninivHomy 3acrocysanui npenapary Tiouetram®, posumn Juid IH €KL, MOXYTb
CIIOCTEpIraTHCs BUMAAKH TODIYHHX peaKIliii:

3 BOKY YeHmpanbiol ma nepughepuiHol Hepeosol CUCMeMU. rOJIOBHHI OiJb, 3arabHa c1abKiCTh;
3 BOKY mpagno20 mpakmy: HyJ10Ta, OIIOBaHHA,

3 GOKy IMyHHoi cucmemu: QICPrivHi peakiil, BKIOYAKYH BHCHIIAHHA, cBepOIK, KPOIMB AHKY,
AHTIOHEBPOTHYHUI HAOPSIK, aHADIAKTHIHHI 1OK]

3 GOKY cepye6o-cyOUHHOT cucmemil. 3HIKCHHS apTePIalbHOrO THCKY!

3 BOKY 6eCmudyIapHol cucmemu. TOJIOBOKPYKIHHA;

sacanbiui ponadu i nopywenns y Micyi 66edenus; TiNEpeMis MIKIpH Ta cBepOK y Micui
BBE/ICHHS.

V XBOPHX MOMIHBHH PO3BHTOK NMOOIYHMX peakiliif, 3yMOBJICHHX OKPEMHUMH KOMIOHCHTAMH
npenapary:

— [ipaleTaMmoM:

3 GOKY Kposi ma aimu: reMopariuui posnaiu;

3 6oKy iMynnoi cucmemu: TinepuyTIHBICTE, aHadinakToi/Hi peakii:

neuxiuni  po3nadu; 3HEPBOBAHICTb, Jempecis, MiaBHIIeHa 30yUKYBaHICTD, TPUBOKHICTD,
CIUTYTaHiCTh CBIZIOMOCTI, ra/IfOIHHAIlIl;

3 Goky Hepeo6oi cucmemu: TINEPKIHE3if, COHIMBICTD, ATAKCs, MOPYLICHHS pIBHOBAIH,
[iIBHIIEHHS YaCTOTH HAAIB eijerncii, rogoBuui 6i1b, O€3COHHS, TPEMTIHHS;

3 oKy opeanic ciyxy ma nabipunny. 3aaMOPOYCHHS;

3 Goky mpaenoi cucmemu. abjoMiHanbHUE Ollb, OlIb Y BEPXHiii uacTHHI JKUBOTa, lapesd,
Hy10Ta, OJIIOBAHHS;

3 GOKY wiKipu ma RIOWIKIpHUX MKaHuN: AHTIOHEBPOTHYHUIT HAOPAK, JEPMATHTH, BHCHIAHHA,
KPOTIHB’ IHKa, CBEPOIK;

3 GOKY PenpoOYKMUSHOT cucmemu ma 200y6anis 2pyooio; NiIBAIIEHHS CCKCYATBHOT aKTHBHOCTLS
cyounni posnadu: rinoteHsis, tpoMOoIediT;

sazaneni poziadu ma posnaou y Micyi 6eeoenns: actenis, Oib y MICII BBE/ICHIA, NPOIACHHIIA,
301BIICHHS MACH T1/IA.



- MIA30MHOI0 KOCIOMOIO!

y NaLi€HTIB, MepeBakHO TITHLOTO BIKY, 30KpeMa Ha (OHI MPHiOMY IHIIMX MperapaTis ONMHCaHI
BHITAIKH:

anepeiuni peaxyii: TirepeMist MKipH, TMXOMaHKA;

3 DOKY yenmpanbHoi ma nepughepudHol Hepeo6oi cucmeMuy. 3aIaMOPOYCHHS, LIYM Y ByXax;

3 BOKY cepyeso-cyOunHol cucmemu. TaXikapis, MIBHIIECHHS apTepiaTbHOTO THCKY;

3 DOKY WIYHKOBO-KUWUKOB020 MPAKmMYy: CYXICTh Y POTI, 3yTTA JKHBOTA;

3 OOKY Ouxaibol cucmemu. 3aUILIKA, HAAIH STyXH.

Tepmin npudamuocmi. 5 poxiB.

Ymogn 30epiranns. 30epiraTi B OpHUTIHAIBHIN YIIAKOBIL P TEMIIEPATYpi He BULE
25 °C. 36epiraTu B HEOCTYITHOMY JUIS JITEH MicIl.

Hecymicuicms. He BCTaHOBICHO.

Vnakoska. [To 5 v abo 10 M B amnyJi, 1o 5 aMmiys1 y KOHTYPHIH 4apyHKOBIi yrnakosii, 1o 2
KOHTYPHI YapyHKOBI YIIAKOBKH Y IMaUILi.

[To 10 M1 B ammyuii, o 10 ammyst y kopoOtii.

Kareropist Byinycky. 3a peuentom.

Bupoouuk. [IAT «["amuudapyor.

Micue3HaXo7KeHHst BHPOOHHKA Ta ii0ro ajpeca MicHs NPOBARCHHS TisJILHOCTI.
Vkpaina, 79024, m. JIbsis, By, Onpuinkiscbka, 6/8.

JaTa ocrannboro neperyasyLy.





