IHCTPYKIIA
AJIS1 MEIUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

TIOLETAM® ®OPTE
(THIOCETAM FORTE)

Cknao:

Oitoui peuosunu: 1 TabineTka MICTUTH: mipaneramy y mnepepaxyBanai Ha 100 % pedoBuHy —
400 mr; MopdomiHieBOi couli Tia30THOT KUCIOTH y nepepaxyBanHi Ha 100 % pedoBuHy, 10
eKBIBaJICHTHO 66,5 MT Tia30THOI KucIoTH — 100 mrT;

OONOMINHCHI peyosuHU. KPOXMallb KapTOIUISTHUM; MaHIT; IyKOp-IyJpa; MarHito creapar;
MOBIIOH; CyMIII /ISl HOKPUTTS **.

** - cyMill Ui MOKPUTTS MICTUTh: TIIPOMENO3Y; JAKTO3y, MOHOTiApaT; TuTany aiokcua (E
171); nosieTHIIEHTIIKOIb/MAaKpOT0JI; TPUALIETHH.

Jlikapcbka dopma. TabneTku, BKpUTI TUTIBKOBOIO 000JIOHKOIO.
OcHnogni izuko-ximiuni énacmugocmi: TaONETKH, BKPUTI IIIBKOBOIO 000JIOHKOIO O110T0 200
Maiixke OUI0ro KoJabopy, OBaJIbHOT (POPMHU, 3 PUCKOIO 3 OJTHOTO OOKY TaOJIETKHU.

dapmakoTepaneBTHYHA rpyna. [IcuxocTUMyIi004i Ta HOOTPOIIHI 3aCO0H.
Kox ATX NO6B X.

Dapmakonoiuni enacmugocmi.

Dapmaroounamixa.

[Ipenapar HamexuTh OO TPYyNu IEepeOPOAKTUBHUX 3acO0iB, Ma€ MPOTHIMIEMIUHI,
AHTUOKCHJIAHTHI, MEeMOPaHOCTa0LTi3yI04i Ta HOOTPOITHI BJIACTHBOCTI.

[Ipenapar mokparnye IHTErpaTUBHY Ta KOTHITHBHY MJUSUTBHICTE MO3KY, ITiIBHIILYE
e(eKTHBHICTh TPOIIECY HABYaHHSA, CHPUAE€ YCYHCHHIO CHMIITOMIB aMHe3ll, IOKpallye
MOKa3HUKH KOPOTKOTPHUBAJIOT Ta JOBrOTPUBAJIOT IaM ’SITi.

dapmakosoriyHuil e(eKT Mpenapary 3yMOBJICHHH B3a€MOTOTEHIIIIOIOUOIO €0 Tia30THOL
KHUCIIOTH Ta Iipaneramy.

[IpemapaT 37aTHUN OPHUCKOPIOBATH OKHUCIIEHHS TIIIOKO3M B peakuisix aepoOHOro Ta
aHaepoOHOTO OKHUCJICHHS, HOpMali3yBaTH Ol0€HEPTeTHYHI IPOIECH, MIABUIIYBaTH PIBEHB
AT®, cTabinizyBaTi MeTa0O0JII3M Y TKAHUHAX MO3KY.

[IpemapaT ranbMye IUISXH YTBOPEHHS aKTUBHUX (OPM KHCHIO, PEAKTHBYE aHTHOKCHAAHTHY
cuctemy (epMEHTIB, OCOOIHMBO CYNEPOKCUATUCMYTA3Y, rajJbMy€e BUIbHOPAAUKAIbHI MPOLIECH
y TKaHMHAX MO3KYy MpH imIeMii, MOKpalilye peosoriyHi BIACTHBOCTI KPOBI 3a pPaxyHOK
akTuBalii (iOPUHONITUYHOT CHCTeMH, CTaOLII3ye Ta 3MEHIIY€E BIAMOBIIHO 30HU HEKPO3y Ta
imemii.

DapmakoKiHemuka.

Jlo6pe BCMOKTYEThCS MPHU 3aCTOCYBaHHI1 BHYTPIIIHBO, IPOHUKAE B Pi3H1 OPraHU 1 TKAHWHU, B
TOMY YHCJI1 Y TKAHUHHU TOJIOBHOTO MO3Ky. [Ipenapar mpoHukae uepes mianeHTapHuit 6ap’ep.
Koxen xkoMmoHeHT mpenapaTy wmeTabomizyeTbcsi okpemo. I[lipaiieraM mTpakTHYHO HE
MeTaboi3y€eThCsl B OpraHi3Mi 1 BUBOAUTHCS 13 cedero. [lepion HaniBBUBeAeHHS — 4-8 TOIMHU.
MopdodinieBa cilb TIa30THOT KMUCIOTH MHICHsI MIPUIOMY BHYTPILIHBO HIBUIKO BCMOKTYETHCS, il
abcoJroTHa 0107J0CTYNHICTh CTaHOBUTH 53 %. MakcumanbHa KOHLEHTpALs y IU1a3Mi KpoBi
nocaraetbest uepe3 1,6 roawHu michas oaHOpasoBoro mpuiiomy y no3i 200 mr. Ilepion
HaMIBBUBEICHHS CTAHOBUTH Maike § TO/IMH.

KuiniuHi XapakTepucTHKH.

Ilokazannus.

TpaH3uTOpHI 1 XpPOHIYHI MOPYIIEHHS MO3KOBOI'O KPOBOOOIrY, 3yMOBIIEHI aTepOCKIEPO30M
CYJMH TOJIOBHOI'O MO3KY Ta TMOPYIIEHHSMH MO3KOBOIO KpOoBOOOIry y MuHyinomy. [Ipemapar



TaKOX TIOKAa3aHUH TMpPH MOPYIICHHSX MO3KOBOIO KpOBOOOIry, MOPYIIEHHSIX OOMIHHHUX
NpOILIECIB  MO3KY, 3YMOBJCHHUX UYEPEIHO-MO3KOBHMH  TpaBMaMmHd, IHTOKCHKAIIISIMHU,
IiabeTUYHOIO eHIe(aIonaTielo, a TAKOXK y peadlriTaliifHui nepio]] ieMIYHOTO 1HCYIBTY.

Ilpomunokasauna.

[linBuiena 4YyTaMBICTG A0 MipaneraMmy ado MOXIAHMUX MIPONIJOHY, Ta/abo 10 Tia30THOI
KHCIJIOTH, a TAKOX JI0 Oy/Ib-SKOTO IHIIOTO KOMIIOHEHTA Ipenapary.

I'ocTpe mopyieHAst MO3KOBOTO KPOBOOOITY 32 TéMOpariaHuM THIIOM.

I'octpa HEpKOBa HemoCTaTHICTE. TepMiHaNbHA CTa il HUPKOBOI HEIOCTATHOCTI.

Xopest XaHTIHTTOHA.

B3aecmooia 3 inwiumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMo0ill.

Tiomeram® dopTe He MOKHA MPU3HAYATH 3 MpENapaTaMH, sKi MaroTh Kucay pH.

Uepes HASBHICTD Y CKJIA1 MIpalleTaMy MOXJIUBI HACTYITHI BUAN B3a€MO/IIi

Tupeoioni copmonu.

IIpn cymicHOMy 3acTocyBaHHI 3 TupeoifHUMH ropmoHamu (T3+T4) moxnuBa miiBHILEHA
JPaTIBIUBICTh, 1€30PIEHTALlIS 1 TOPYILIEHHS CHY.

Ayenoxymapoan.

VY XBOpHX 3 TSDKKMM IepediroM peluiuBYHOUOTO TpOMOO3y 3acCTOCYBaHHS IHipaleramy y
BHUCOKHX J03ax (9,6 r/100y) He BIUIMBAJIO Ha J03yBaHHS allEHOKYMapoJy JUIsl JTOCSATHEHHS
3Ha4YeHHs npoTrpomOiHOBoro yacy (INR) 2,5-3,5, ane mpu HOro 0JHOYaCHOMY 3aCTOCYBaHHI
BiJI3Ha4YaJIOCh 3HAYHE 3HMKEHHS PIBHS arperailii TpoMOOIUTIB, piBHS (QiOpuHOTEHyY, (pakTopiB
Bimnibpanara (VIII: C; VIII: vW: Ag; VIII: vW: Rco), B'SI3K0OCTI KpOBI 1 MJIa3MH.
DapmaroKkiHemuyHi 83a€MoOIi.

IMoBipHICTS 3MIHM (apMakOAMHAMIKK TipaneTaMy i €0 IHIIUX JIKapChKUX 3aco0iB
HU3bKa, OCKUIbKU 90 % mpemnapaTy BUBOAUTHCS B HE3MIHEHOMY BUTJISIIL 3 CEUEIO.

In vitro miparneram He npurHiuye nutoxpom P450 izodhopmu CYP1A2, 2B6, 2C8, 2C9, 2C19,
2D6, 2E114A9/11 y xonnenTparii 142, 426, 1422 Mxr/mt.

[Tpu xoHnenrpanii 1422 mkr/mi Big3HaueHo He3HauHe nmpurHideHHs CYP2A6 (21 %) 1 3A4/5
(11 %). Onnaxk piBens Ki nux nsox CYP-i3oMepiB gocTaTHiil pu nepeBuiieHH] 1422 MKr/mit.
Tomy metaboiiuHa B3aeMoOJis 3 MpenapaTaMu, IO MAJal0Thbes OloTpanchopMarii mumMu
(dbepMeHTaMu, MaJI0 MOXKJIMBA.

Ilpomueninenmuuni nikapcoki 3acoou.

3acTocyBaHHs TiparieTamy B 1031 20 Mr/mo0y moOACHHO MpOTAToM 4 TIDKHIB 1 OUIbIIe HE
3MIHIOBAJIO KPHBY PpiBHA  KOHIIEHTpamii 1 MakcuMmaiabHy KoHIEHTpamito  (Cmax)
MPOTHETJICITUYHUX TIPenapariB y cHpoBaTili KpoBi (kapOamaserriH, ¢peHitoiH, pernobapoirar,
HaTPIIO BAJIBIIPOAT) Y XBOPUX HA €MUICTICIFO.

OpHoyacHU MPHUIIOM 3 EHANANPUIOM, KANTOMPHIOM MiABUIIYE PU3HK PO3BUTKY MOOIYHHUX
peaxiiiii 3 00Ky ceplLeBO-CyIUHHOT CUCTEMH.

Ankoeonw.

CymicHuil mpuiioM 3 alIKOrojieM He BIUTUBAB Ha PiBEHb KOHILEHTpALlii ITipalieTaMy B CHpOBATIIi
KpOBI, 1 KOHIIEHTpAIlis aJIKOTOJIF0 B CHPOBATIII KPOBI HE 3MIHIOBajIach MpH 3aCTOCYBaHHI 1,6 T
nipameramy.

Ocoonueocmi 3acmocyéanns.

3 00epekHICTI0O HEOOXIAHO MpUitMaTH mpenapaT 0cob6aM JITHBOTO BIiKY, SIKI CTPaXJal0Th Bij
CEepLeBO-CYJMHHOT TAaToJIOTii, OCKUIBKM TMOOIYHI peakuii y JaHOi TIpynmu XBOpHUX
BIJI3HAYAIOTLCS YaCTIIIE.

Aneprivsi peakiii yacTimie 3yCTpi4aroThCsl B 0Ci0, CXMIIBHUX JI0 aJeprii.

BriuB Ha arperaitito TpoMOOIMTIB.

VY 3B’A3Ky 3 THM, IO Mipaleram 3HUXKYE arperariro TpoMOOIUTIB, HEOOXITHO 3 00EPEKHICTIO
NpU3HAYaTH TMpernapar XBOPUM 3 TMOPYIIEHHSM TIeMOCTa3y, CTaHaMM, M0 MOXYTb
CYINpPOBO/IKYBAaTHCS KpPOBOBMJIMBAMM (BUpa3Ka IUTYHKOBO-KHMIIKOBOTO TPaKTy), MiI dac
3HaYHMX XIPYpri4HUX oOIlepaliil (BKIIOYalOYd CTOMATOJIOTIYHI BTPYYaHHS), XBOPUM 13
CUMIITOMAaMH TSDKKOI KpOBOTEYl a00 XBOPHM, SIKI MalOTh B aHAMHE31 TeMOpariyHuil iHCYIbT;
narieHTaMm, siKi 3aCTOCOBYIOTh aHTHKOATYJISIHTH, TPOMOOLIUTApH] aHTUATPETaHTH, BKIIOYAI0UU




HU3bKI JI031 alleTWICANIIIIOBOT KUCIOTH. [Ipenapar BUBOAUTHCS HUPKaMU, TOMY HEOOXiTHO
0COOJIMBY yBary npHJIUISTH XBOPUM 3 HUPKOBOIO HEJIOCTATHICTIO.

[larieHTH JITHHOTO BIKY.

[Tpu noBroTpuBaiii Tepanii y XBOPHUX JITHBOTO BiKYy PEKOMEHIYETbCS PETYISAPHUNA KOHTPOJIb
MOKa3HUKIB (YHKLII HUPOK, y pa3i HEOOXIAHOCTI CIiJl KOPUTYBAaTH 03y 3aJE€KHO BiX
pe3yIbTaTIB AOCHIIKEHHS KIIPEHCY KpEaTHHIHY.

[Ipemapar MICTUTBH JAKTO3y SK AOMOMDKHY PEYOBHHY, IO CJiJl BPaXOBYBAaTH IAIliEHTaM 3
HETMEPEHOCUMICTIO TallaKTO3W, JAe(pIIUTOM JIakTa3u abo TOPYIIEHHSM BCMOKTYBAaHHS
TJIIOKO3H/TaIaKTO3H.

1 tabnetka Tioneramy® ®opre mictuts 0,007 T MyKpy-TIyApH, IO CIi BpaXyBaTH MAIlicHTaM
3 IIYKPOBHM J1iabeToM.

3acmocyeanns y nepioo éazimmocmi abo 200y8anHs 2pyooro.
He cnin 3actocoByBaTH.

30amuicmob enausamu Ha WEUOKICMb peaxyii npu Kepy8anHi asmompancnopmom aoo iHuumu
MexanizmMamu.

He pexomen10BaHO 3acTOCyBaHHS INpenapaTry Npu KepyBaHH1 aBTOTPAHCIOPTOM Ta poOOTI 3
MeXaHI13MaMH, 1110 TOTPeOyIOTh MIIBUILEHOT YBar, y 3B’ SI3KY 3 pU3UKOM PO3BUTKY MOKIMBHUX
HebakaHuX peakxiiii 3 00Ky HEPBOBOI CUCTEMHU.

Cnoci6 3acmocysanns ma 0o3u.

Jlo3yBaHHS Ta TPUBAJICTH JIKYBaHHS BU3HAYAE JIIKAp B KOKHOMY 1HAMBIIYaJIbHOMY BUIAAKY
OKPEMO 3aJIeKHO BiJ XapaKkTepy Ta Mepediry 3aXBOPIOBaHHS.

[Ipu TpaH3UTOPHUX 1 XPOHIYHUX MOPYIIEHHSX MO3KOBOTO KpPOBOOOITY Ta B peabumiTauiiHuit
MepIoJI Micysl IEeMIYHOTO 1HCYIbTY mo 1 Tabserii 3 pa3u Ha 100y mpoTtsirom 25-30 aHIB.
Ta6nerku Tioneram® dopre npusHayaTy 3a 30 XBUIMH 10 inH.

Kypc mikyBaHHS CTaHOBUTH Bix 2-3 THXKHIB 10 3-4 MICSIIIB.

st mikyBaHHsT miabetwdHOi eHuedanonarii mpusHadatu mo 1 Ttabmnermi 3 pasu Ha 100y
npoTsroM 45 THIB.

Jlimu. He 3acTocoByBaTH.

Ilepeoo3ysanns.

[Ipu 3acTocyBaHHI TepanieBTUYHUX 103 MEPEA03yBaHHSI HEMOXKIIUBE.

[Ipu BinmxwieHH] BiJl HA3HAYCHUX JIIKAPEM 103 MOXKJIMBE BUHUKHEHHS Ta IMOCUJICHHS MOOTYHUX
edekTiB npenapary (30ymKEHHs, MOPYIICHHS CHY, AWCICICUYHI SBUINA). Y IUX BHUIAIKAX
CIIiJ] 3MEHIIYBAaTH JI03y Mpenapary Ta MpU3HaYaTH CUMIITOMATUYHE JIKYBaHHS (BUKIMKAHHS
ONIOBaHHS, IPOMUBAHHS IIUTYHKA).

[Ipu nepeno3yBaHHi B cedi MiIBUIYETHCS KOHIEHTpALllsS HATPIIO Ta Kamito. B Takux Bumaakax
npenapar HeoOXiIHO BIIMIHHUTH.

Io6iuni peakuii.

[Ipu KiiHiyHOMY 3acTocyBaHHi mnpemapary Tiomeram® ®opre MOXKyTh cHOCTepiraTHcs
BUITAJIKM TOOIYHUX PeaKIIiii:

3 00Ky yenmpanvbHoi ma nepughepuunoi Hepeosoi cucmemu: TOJOBHUM Oulb, 3arajbHa
clabKicTh, 6E3COHHS, COHJIMBICTh, TPUBOXKHICTh, BHYTPIIIHE HANPYXKEHHS;

3 OOKY WIIYHKOBO-KUWKOB020 mpakmy: HyA0Ta, OJIFOBaHHS, CyXICTh Y POTI, Jliapes;

3 OOKY IMYHHOI cucmemu, WKipyu ma niOWKIpHOI K1imKosunu: ajJepriddi peakiii, BKII0Yaroun
BHCHUIIaHHS, CBEPOLK, KPOTIMB SIHKY, MITIUBICTD;

3 OOKy ecmubyIapHoi cucmemu: 3a1laMOPOYCHHS.

VY XBOpPHX MOJMBHHA PO3BUTOK MOOIYHUX peaki(iif, 3yMOBJICHUX OKPEMUMH KOMIIOHEHTaMH
npernapary:

— nipayemamom:

3 OOKy Kposi ma nimghu: TeMOpariuyHi po3najiu;

3 OOKY IMYHHOI cucmemu: TINEPUYTINBICTh, aHA(LIAKTOIAHI PeaKLii;




NCUXiyHi po31aou: 3HEPBOBAHICTb, JeNpecid, NiiBUIIeHAa 30yKyBaHICTh, TPUBOXKHICTD,
30€HTEKEHHS, TaJTFOI[MHALII;

3 00Ky Hep6060i cucmemu: TINEPKiHE3isd, COHJIUBICTb, AaTakcii, MOPYIIECHHS pPIBHOBArH,
MIABUIICHHS YaCTOTH HAIaliB NUICTICii, TOJOBHMI Oil1b, OE3COHHS, TPEMOD;

3 OOKy OpeaHié ciyxy ma 1adipunmy: 3aaMOpPOYEHHS;

3 00Ky mpasHoi cucmemu. aOAOMIHAIBHUNA OiTb, OUTb y BEpXHIN YacTHHI XUBOTA, Jaiapes,
HYyZI0Ta, OJFOBAHHS;

3 OOKY WKIipu ma NiOWKIPHUX MKAHUH: aHTIOHEBPOTHYHHMN HAOPSK, AEPMATUTH, BUCHUIIAHHS,
KpOIIUB’sIHKA, CBEPOIK;

3 OOKY penpooyKmusHoi cucmemu ma 200y8arnis 2py00io: MABUIICHHS CTaTEBOT aKTUBHOCTI;
3a2anvHi po3iadu. acTeHis, 30UTbIIICHHS MacH TLIA.

- MIiA30MHOI0 KUCIOMOIO:

3 00Ky wKipu ma niOWKIpHOI KIIMKOBUHU: CBEPODK, TimepeMmis IIKIpH, BHUCHUIIAHHS,
KpOTIUB’SIHKA, AHTIOHEBPOTUYHUIN HaOPSIK;

3 OOKY iMyHHOI cucmemu: aHaPITAKTUUHUN 1IOK;

3 OOKY yeHmpanobHoi ma nepughepuyHoi Hep8osoi cucmemu. 3aIIAMOPOYCHHS, ITyM Y ByXax;

3 OOKY cepye8o-cyOuUHHOI cucmemu: TaXikapis, MJABUIICHHS apTepPiaTbHOTO TUCKY;

3 OOKY WLIYHKOBO-KUWKOB020 MPAKMy. IUCIIETICisI, BKIIOYAIOUM CYXICTh y POTI, 3IYTTS
KHUBOTA, HyJIOTY, OJIFOBaHHS;

3 OOKY OUXaIbHOI cucmemu. 3aUIIKA, SAyXa;

3aeanbHi po3naou: Tapsyuka, 3arajibHa CJIaOKICTh.

Tepmin npuoamnocmi. 3 poku.

Ymosu 30epiranns. B opurinanpHiil ynmakoBii npu temnepatypi He Buiie 25 °C. 36epiratu B
HEJIOCTYITHOMY JIJISl JIITEH MICITI.

YnakoBka. [To 10 Tabnerok y Gmictepi, 3 a6o 6 OiicTepiB y madiii.
Kareropis Bignycky. 3a peuenrom.
Bupoonuk. ITAT «KuiBmennpemnapary.

Micue3Haxoa:KeHHsI BAPOOHHUKA Ta MOro aapeca Micusi NPOBasKeHHS JislJIbHOCTI.
Vkpaina, 01032, m. KuiB, Bys. Cakcarancbkoro, 139.



	Упаковка. По 10 таблеток у блістері, 3 або 6 блістерів у пачці.

