IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TIOLIETAM? ®OPTE

(THIOCETAM FORTE)

CKnao:

ditoui pevoguHu: 1 TabneTkKa MiCTHTb: TipaleTamy y mepepaxysatHti Ha 100 % pedoBuny - 400 mr;
MOp@OIIiHieEBOI COJIi Tia30THOI KUCTIOTH Y ITepepaxyBaHHi Ha 100 % pedoBuHYy, 110 eKBiBaJIeHTHO 66,5
MT Tia30THOI KuciaoTd - 100 mr;

0onoMIdCHI pe4oB8UHU: KPOXMaJslb KapTOIISHUN; MaHIT; IyKOP-IIyOpa; MarHilo cTeaparT; OBiIOH;
CYMIIII 71 IOKPUTTS **,

*k - cyMilll Ojisl MOKPUTTS MiCTUTE: TiIPOMeIo3y; IaKTo3y, MOHOTigpaT; TuTany giokcup (E 171);
IIOJIIe TUJIEHTJIIKOJIb/MaKpOr0Jl; TPUALEeTUH.

JIikapcbKa ¢popMa. TabneTKku, BKPHUTI ITiIBKOBOI 000JIOHKOIO.

OcHosHi (pi3uko-ximiuHi 81acmusocmi: TaOIETKH, BKPUTI IIiBKOBOIO 000JT0HKO0 6istoro a6o
Maiixke 6i10ro Konbopy, oBajibHOI (HOPMH, 3 PUCKOIO 3 OMHOTO 60Ky TabJeTKH.

dapMakoTepaneBTHYHA rpyna. [ICHXOCTHMY/I004i Ta HOOTPOIIHI 3aC00H.

Kom ATX NO6B X.

dapmakon02iuHi eaacmueocmi.
dapmakoOuHamika.

[TpemapaT HaleXUTh OO TPYNH IepeOpPoakKTUBHUX 3ac00iB, Ma€ MPOTHilleMiyHi, aHTUOKCUAAHTHI,
MeMOpaHOCTabimi3yo4i Ta HOOTPOIHI BIaCTUBOCTI.

[Tpenapar moxpaliye iHTerpaTUBHY Ta KOTHITUBHY AisIIbHICTH MO3KY, MigBUIIYE ePEeKTUBHICTD
IIpolleCcy HaBYaHHs, CIPUsE YCYHEHHIO CUMIITOMIB aMHe3il, IIOKpalllye TOKa3HUKYA KOPOTKOTPUBAIIOl
Ta [OBrOTPUBAJIOL MaM’sITi.

dapmakosioriuamil epekT npenapaTy 3yMOBJIEHUI B3a€EMOIIOTEHIIII0I0YO0I0 [Ii€10 Tia30THOL KUCJIOTU Ta
nipanetamy.

[TpenapaT 3maTHUM MPUCKOPIOBATH OKUCJIEHHS ITI0OKO3U B PEaKITisiX aepoOHOT0 Ta aHaepoOHOT0



OKHCJIeHHS, HOpMaJlidyBaTu OioeHepreTUYHi poliecH, migBuiyBaTy piBeHb AT®, ctabinizyBaTu
MeTab0J1i3M y TKaHUHaX MO3KY.

[Ipenapat ranpMye LUIJISXA YTBOPEHHS aKTUBHUX (OPM KHUCHIO, PeaKTUBY€E aHTUOKCUIAHTHY CHUCTEMY
(bepMeHTiB, 0COONMMBO CYIEPOKCUAOUCMYTa3y, TalbMy€E BiTbHOPAAUKAaIbHI IIPOIECH Y TKaHUHAX
MO3KY IIPH illIeMii, MoKpaIye peonoriyti BIaCTUBOCTi KPOBi 3a paXyHOK aKTHBaIlil (GiOprHOTITHYHOI
cuctemu, ctabini3ye Ta 3MeHIITye BigMOBIIHO 30HK HEKPO3Y Ta irmemil.

dapmakoKiHemuxka.

Io6pe BCMOKTY€EThCSI TP 3aCTOCYyBaHHiI BHYTPIIIHLO, TPOHUKAE B Pi3Hi OPraHu i TKAHWHU, B TOMY
YUCJIi Yy TKAHWHY TOJIOBHOTO MO3KY. [Ipemapar npoHuKae yepe3 myaleHTapHui 6ap’ep. Koxen
KOMITOHEHT IIpenapaTy MeTabomi3yeThcst oKpeMo. IlipalieTamM mpakKTU4YHO He MeTabOoJIi3yeThCs B
opraHi3Mi i BUBOOUTHCS i3 cedero. [1epion HamiBBUBeneHHS - 4-8 roguHu. MopdorniHieBa cinb
Tia30THOI KHCJIOTH MiCJs IPUMOMY BHYTPIIITHBLO IIBUAKO BCMOKTYETHCS, 11 aOCOI0THA 0i0IOCTYIIHICTH
CTaHOBUTH D3 %. MakcuMasibHa KOHIIEHTPaLllid y IIa3Mi KpOBi ocATaeThCsA 4yepe3 1,6 rogquuu micus
omHOpa3oBoro mpuitomy y mo3i 200 mr. [lepio HamiBBUBENEHHS CTaHOBUTh MalXke 8 FOOuH.

KniniyHi XxapaKTepHCTHKH.
Iloka3aHnHs.

TpaH3uTOpPHI i XpOHIUHI MOPYIIEHHS MO3KOBOT'0 KPOBOOOITY, 3yMOBJIEHI aTEPOCKIIEPO30M CYOUH
TOJIOBHOTO MO3KY Ta IIOPYIIEeHHSIMHU MO3KOBOTO KpPOB00Oiry y Munynomy. [Ipemnapar Takox
II0Ka3aHWi MIPU MOPYIIEHHSIX MO3KOBOT0 KPOBOOOITY, IOPYIIeHHAX 0OMIiHHUX IIPOIIECiB MO3KY,
3yMOBJIEHUX YEPENHO-MO3KOBUMU TPaBMaM¥y, iHTOKCHUKaIisiMu, giabeTUUHOIO eHIledanonarieio, a
TaKOXK y peabinmitTauiiinuil nepion imeMiyHOTo iHCYNBTY.

IIpomunoka3aHHs.

[TigBuIlEeHa YYTIUBICTE [0 MipaneTaMy abo MOXigHUX MipoJifoHy, Ta/abo Ho Tia30THOI KUCIIOTH, a
TaKOXK [0 OyIb-sIKOTO iHIIOTO KOMIIOHEHTa IIpernapary.

['ocTpe mopyIeHHsT MO3KOBOTO KPOBOOOITY 3a reMopariyHuM THUIIOM.
l'ocTpa HUpPKOBA HeOCTaTHICThL. TepMiHanbHa CTafisi HUPKOBOI HEJOCTATHOCTI.

Xopes XaHTIHTTOHA.

B3aemodisa 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
Tioneram® ®opTe He MOXKHa MPU3HAYATH 3 IIpernapaTaMy, SKi MaloTh KUCIy pH.
Yepes HASIBHICTh V CKIIalli MipalleTaMy MOXKIMBi HACTYIIHI BUIH B3a€EMOIii
TupeoiOHIi 20pMOHU.

[Tpu cymicHOMY 3acToCyBaHHi 3 TupeoifHuMHU ropMoHamu (T3 T4) MoXKJKBa MifiBUILIeHa



OPaTiBIUBICTh, Je30pi€HTAlliA i IOPYIIEHHS CHY.
AueHoKymapou.

YV XBOpUX 3 TSXKKHUM IepediroM penuguBy04oro TPoMO03y 3aCTOCYBaHHS IipaleTaMy y BUCOKHUX
mo3ax (9,6 r/moby) He BIIMBAJIO Ha HO3yBaHHS alleHOKYMapOIy [Jis HOCATHEeHHS 3HaYeHHS
nporpoMbinoBoro yacy (INR) 2,5-3,5, ane mpu #oro omHOYaCHOMY 3aCTOCYBaHHi Bif3dHauanoch
3HauHe 3HUKEHHS PiBHA arperatiii TpoM6o1uTiB, piBHsA QibpuHoreny, pakropis Binnidpaugra (VIII:
C; VIII: vW: Ag; VIII: vW: Rco), B'93KOCTi KpOBi i 1a3MH.

dapmakokiHemuy4Hi 83aemMo0il.

IMOBipHiCcTh 3MiHM (papMaKOAMHAMIKY IipalleTaMy IIif Oi€lo iHIKUX JTiKapChKUX 3ac00iB HU3bKA,
ockinbku 90 % npernapaty BUBOOUTHCS B HE3MIHEHOMY BUTJIALL 3 CeYelO.

In vitro mipaneTtam He npurHiuye mutoxpom P450 izopopmu CYP1A2, 2B6, 2C8, 2C9, 2C19,
2D6, 2E1 1 4A9/11 y xouuenTpariii 142, 426, 1422 MKr/mi.

[Tpu KoHIEeHTpawii 1422 MKr/MI Bii3HaueHO He3HauHe npurHidyenHs CYP2A6 (21 %) i 3A4/5 (11 %).
OpnHuak piBens Ki nux nBox CYP-i3oMepiB mocTaTHil npu nepeBullleHHi 1422 Mxr/mi. Tomy
MeTaboTiyHa B3aEMOIis 3 IIperapaTaMy, 110 MifgaiThes 6ioTpaHchopmallil uMu GepMeHTaMH,
MaJjio MOXKJIMBa.

ITpomuenisienmuuyHi aikapcvki 3acobu.

3acTocyBaHHS mipaneTramy B 703i 20 Mr/mo0y IofgeHHO TPOTIroM 4 THXKHIB i GinbIlle He 3MiHIOBAJIO
KPUBY PiBHS KOHIIEHTPAIll i MaKCcuMabHy KOHLeHTpallito (C,,,) TPOTHENiIeNTHYHUX IIpenapaTiB y
CHpOBaTIIi KpPoBi (kapbamaserniH, ¢peHiToiH, heHobapbiTan, HATPil0 BaIbIIpoaT) Y XBOPHUX Ha
ellijIencio.

OpHOYaCHUM MPUIOM 3 eHaJlallPUIOM, KallTOIIPUJIOM IiBUIIY€E PU3UK PO3BUTKY MOOIYHUX peakKiliii 3
00Ky ceplieBO-CyAUHHOI CUCTEMH.

AKo20b.

CyMicHu# IpuiioM 3 aJKOrojieM He BIIJINBaB Ha piBeHb KOHIIEHTPAIlil ImipaleTaMy B CUPOBaTIi KPOBi, i
KOHIIEHTpALligd aJIkOTr0JIl0 B CUPOBATIIl KPOBi He 3MiHIOBalach IpPU 3aCTOCyBaHHi 1,6 I mipaleramy.

Oco06.1ue8ocmi 3acmocyeaHHsi.

3 00epexHiCTIO HeoOXimHO MpUAMaTH IpenapaTt ocobaM JiTHBOTO BiKY, SIKi CTPazKmaloTh Bifl
CEepleBO-CYIUHHOI MTAaTOJIOTii, OCKiNTbKY M00iYHi peakilii y JaHol Ipynu XBOPUX Bil3HAYa0ThCS
yacrimre.

Anepriuni peakiiii yacriie 3ycTpidaloTbCs B 0Ci0, CXUTBHUX OO aleprii.

BriuB Ha arperaitito TPOMOOIIKTIB.

Y 3B’43Ky 3 TUM, 110 ITipalleTaM 3HUXKYE arperailito TPOMOOLUTIB, He0OXigHO 3 00epekKHICTIO
IIpHU3HAYaTH IIpernapaT XBOPUM 3 MOPYIIEeHHSIM reMoCTa3y, CTaHaMHU, ITI0 MOXKYThb



CYyIIPOBOAKYBaTUCS KPOBOBUJIMBAMU (BUpa3Ka IIUIYHKOBO-KUIIIKOBOI'O TPAKTY), Iif 4ac
3HQYHUX XipypPriyHUX Onepalid (BKII04ar4dy CTOMATOJIOTi4HiI BTPy4YaHHS), XBOPUM i3
CUMIITOMAaMHM TSIKKOI KpOBOTeYi ab0 XBOPUM, SIKi MalOTh B aHaMHe3i reMopariyHuii iHCY/bT;
nalfi€eHTaM, SKi 3aCTOCOBYIOTh aHTUKOATY/ISHTH, TPOMOOIIMTaPHI aHTHArperaHTH,
BKJTIOUAI0OYM HU3BKi J03M alleTUICAIIIIAIOBOl KUCIOTH. [IpemapaT BUBOOUTLCS HUPKAMH,
TOMY He0oOXiTHO 0COOIUBY yBary MpUOiISTH XBOPUM 3 HUPKOBOIO HEOCTaTHICTIO.

[larienTH JITHLOIO BIKY.

[Ipu mOBroTpHBaJIil Teparil y XBOPUX JIiTHHOTO BiKy PEKOMEHAYEThCS PETYNISIPHUM KOHTPOIIb
NIOKa3HUKIB QYHKII HUPOK, ¥ pa3i HeoOXiMHOCTI CJIi KOPUTYBaTU 03y 3aJIeXKHO Bif
pe3yJbTaTiB OOCIIAXKEHHS KIIIPEHCY KpeaTHHIHY.

[Tpenapat MICTUTH JTAKTO3Y K OOIOMIXKHY PEYOBUHY, 110 CJIif BpaXOBYBaTH IallicHTaM 3
HEeTePeHOCUMICTIO ralakTo3y, AedilluToM JTakTa3u abo MOPYIIEeHHSIM BCMOKTYBaHHS
[JII0OKO3K/TaJIaKTO3 M.

1 Tabnetka Tionetamy® ®opre Mictuts 0,007 T HyKPy-IyApH, 10 CIif BpaXyBaTH HallicHTaM 3
IIYKPOBUM [TiaGeToM.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

He cmig 3acTocoByBaty.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

He pekoMeH0BaHO 3aCTOCYyBaHHS IIperapaTty Ipu KepyBaHHi aBTOTPAHCIIOPTOM Ta poboTi 3
MeXaHi3MaM¥, 1110 MOTPeOyI0Th MiIBUIIIEHOI YBaTH, Y 3B’SI3KY 3 PU3UKOM PO3BUTKY MOXKIJIUBUX
HeOaXKaHUX peaklliil 3 60Ky HEPBOBOI CUCTEMH.

Cnocid 3acmocyeaHHsi ma do3u.

[lo3yBaHHA Ta TPUBAJIICTH JIIKyBaHHS BAU3HAYAE JIiKap B KOXXHOMY IHOUBIyaJIbHOMY BUIIaAKYy OKPEMO
3aJIeKHO Bifl XapakTepy Ta epebiry 3axBOpIOBaHHS.

[Tpu TPaH3UTOPHUX i XPOHIYHUX MOPYIIEHHSIX MO3KOBOTO KPOBOOOiry Ta B peabimniTamiiiHuil nepiopn
micys imeMivyHoro iHCynbTy 1Mo 1 TabneTii 3 pa3u Ha fo0y mpoTsirom 25-30 OHiB.

Ta6netku Tiometam® ®opre npu3HavaTy 3a 30 XBUIIMH [0 iou.
Kypc nikyBaHHSI CTaHOBUTS Bif 2-3 TUXKHIB 00 3-4 MicCAL|B.

Ins nikyBaHHS fiabeTudHOI eHnedasnonaTii npu3HadaTy no 1 tabmnetii 3 pa3u Ha go0y npoTsarom 45
OHIB.



Ilimu. He 3acToCcoByBaTH.

Ilepedo3yeanHns.
[Tpu 3acTOCyBaHHI TepaneBTUYHUX 03 IIePef03yBaHHI HEMOXKIIUBE.

[Ipu BigxusieHH] Bi Ha3HaYEHUX JIiIKapeM 03 MOXKJIMBE BUHUKHEHHS Ta IIOCUIEHHS
nob6iuHuX e(PeKTiB mpemnapary (30ymKeHHs, IOPYIIEHHS CHY, OUCIIEIICUYHI ABUIIA). Y IUX
BUIIaAKaxX CIIi 3MEHIIyBaTu O03y IIpenapary Ta Ipu3HavYaTd CUMIITOMaTUYHE JTiIKyBaHHS
(BUKNTMKaHHS OIMI0BaHHS, TPOMUBAHHS ITYHKA).

[Tpu nepeno3yBaHHI B cedi MiABUIYETHCSA KOHIIEHTPALiA HATPi0 Ta Kasito. B Takux BUllagKax
ImpernapaT HeoOXiTHO BiIMiHUTH.

ITo6iuni peakuii.

IIpu KniHiYHOMY 3acTocyBaHHi npenapary Tiometam® ®opTe MOXYTh CIOCTEPIraTUCA
BUITAOKY MOOIYHUX PeaKIfii:

3 00Ky UeHmpaabHOi ma nepugepuyHoi Hep8osoi cucmemu: TOJIOBHUM 0ib, 3araabHa
cnmabkicTh, 0€3COHHS, COHJIMBICTb, TPUBOXKHICTh, BHYTPIIIIHE HATIPYKEHHS;

3 00Ky WAYHK0BO-KUWKOB020 MpaKmy: HymoTa, OJII0BaHHS, CYXiCTh V POTi, miapes;

3 60Ky iMyHHOI cucmemu, WKipu ma niOwkKipHOi KAIMKOBUHU: anepriudi peakiiii, BKIIIOYAK0YK
BUCHUIIAHHS, CBepOiK, KPOIIUB'THKY, MIiT/IUBIiCTH;

3 60Ky sBecmubya5apHOI cucmemu: 3allaMOPOYEHHS.

Y XBOpUX MOK/IMBUY PO3BUTOK MOOIYHUX peakiliii, 3yMOBIEHUX OKPEMUMU KOMIIOHEHTaMu
Ipemnapary:

- nipauemamom:
3 00Ky Kpoei ma aimeu: remopariuHi posnanu;
3 60OKy iMyHHOI cucmemu: TiepyyTIuBiCcTh, aHadinakToigHi peakiii;

ncuxiyHi po3snadu: 3HePBOBAHICTh, AETpecis, migBUIleHa 30yOKyBaHiCTh, TPUBOXKHICTH,
30eHTeKEeHHS, FaTI0IUHAIIII;

3 60Ky Hepeosoi cucmemu: TinmepkiHesist, COHNMUBICTE, aTAKCist, MOPYIIeHHS PiBHOBATH,
IIigBUINEHHS YaCTOTH HAIafiB elliyiericii, rosoBHu 6ifib, 063COHHS, TPEMOD;

3 60Ky opaaHis cayxy ma AabipuHmy: 3anaMOPOYEHHS;



3 60Ky mpasHoi cucmemu: abgoMiHanbHUY 6inb, 6ib Y BEPXHiM YaCTHHI KUBOTA, Hiapes,
HYy[OTa, OJII0BaHHS;

3 60Ky wkipu ma niOwKipHUX MKAHUH: aHTiOHEBPOTUYHUYM HAOPSK, HEPMATUTH, BUCUTIAHHS,
KPOIUB THKA, CBEPOixK;

3 60Ky penpodyKkmueHoi cucmemu ma 200y8aHHA 2py00t0: TiOBUIIIEHHS CTaTEBOI aKTUBHOCTI;
3a2anvHi po31adu: acTeHis, 30ibIIIeHHST MaCH Tina.
- Mid30MHOI0 KUCA0MOMK):

3 00Ky WKipu ma nidwkKipHoi KAimKo8uHU: cBepbix, rimepeMist MIKipy, BUCUIIAHHS, KPOIIUB SHKA,
aHTiOHEBPOTUYHUY HaOpHK;

3 60Ky iMyHHOI cucmemu: aHapimaKTUYHUH ITIOK;
3 00Ky UeHmpaabHOi ma nepugepudHoi Hepe8osoi cucmemu: 3alTaMOPOYEHHS, IITyM V ByXaXx;
3 00Ky cepueso-CyOUHHOI cucmemu: Taxikapmis, TiABUINEHHS apTepPiaTbHOTO TUCKY;

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY: OUCIIEIICis, BKITIOYAI0YU CYXiCTh ¥ POTi, 3OYTTS
JKUBOTa, HYAOTY, OJI0BaHHS;

3 60Ky OuxanvHOi cucmeMu: 3auIKa, IIyXa;

3d2a/bHi P03/adu: TapsiKa, 3arajibHa C1abKiCTh.

Tepmin npudamHocmi. 3 POKHU.

YmMmoBH 30epirannsi. B opuriHanbHiN yakoBli Ipy TeMnepaTypi He Buiile 25 °C. 36epiratu B
HEe[OCTYIIHOMY OJId AiTe! MiCIIi.

YnaxkoBka. ITo 10 ta6meTok y 6mictepi, 3 abo 6 GricTepiB y mayiri.

KaTeropis Bigmycky. 3a pemnentom.

Bupoonuk. [TAT «KuiBMenmpenapar».

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaKeHHsI Tis/IbHOCTI.



Ykpaina, 01032, m. Kuis, Byn. Cakcaraacekoro, 139.



