JIncTtoBka: nupopmanus 3a norpeduTeIs
Termoanc 25 mg tad/1eTKH
Tetmodis 25 mg tablets

Terpabenasun (tetrabenazine)

IlpoueTreTe BHUMATE/IHO HAIATA JIHCTOBKA, NIPe/1H /12 3all04YHeTe /1a IPpHeMAaTe TOBA JIEKAPCTBO, Thi

KAaTo TH ChAbp/Ka BakHa 3a Bac undpopmanus.

- 3amnasere Ta3M JMCTOBKA. MOJKe /1a Ce HAJIOXKH /1a A MPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH /IOITBJIHUTEIHU BBIPOCH, nonuTtante Bawns nekap wiau dpapmauesr.

- Tosa nekapcTBo e npeanucano auuHo Ha Bac. He ro npeorcTonBaiite Ha apyru xopa. To Moxke 1a UM
HABpPE/1HU, HE3ABUCUMO Y€ TMPU3HALUTE HA TAXHOTO 3a0o/gaBaHe ca ChluTe Kato Bammure.

- AKO MOJIy4yUTe HAKAKBH HEXKEJIAaHH JICKAPCTBEHHU peakLHH, yBegomeTe Bawms nekap wiau papmaiienr.
ToBa BKJIIOUBA U BCHUKH BB3MOKHH HEXKE/IAHHU peaKLIMK, HEONIMCAHU B Ta3M JIMCTOBKA. Buxkre Touka

4.

KakBo ¢babpka Ta3H JIHCTOBKA! H3nbn|;mm AFEHUWS NO REKAPCTSATA

KaKkBO npejcTanisBa TeTMOaHC M 3a KAKBO C€ M3I10/13Ba
KakBO TpsOBa /1a 3HaeTe, npejau ja rpuemMere TeTMoamc
Kak aa npuemarte Termoamc

BBH3MOKHM HEXKEJIAHW PEAKILIUM

Kak na cexpanssare Termoauc

. Ubabp:kaHue HA ONAKOBKATa U JAOIMBJIHUTE/IHA HHpOpMaLIHA

:f*xiﬂh:l:aiﬂtu—

1. KakBo npeacrasisia Termoauce u 32 KAKBO ce H3M0/13BA

Termoamc € nexkapcTBO OT rpynara MeJMKaMeHTH, U3TOJI3BAHM 3a JIeUEHHE HA YBPEK/IaHUA HA HEPBHATA
CUCTEMA.

Termoamc ce u3nossBa 3a ICYEHUE HA YBPEK/IAHUS, MPUUUHABAIIM CIIA3MATHYHU, HEPETYJIAPHH.
HEKOHTPOJIUPYEMH JIBUKEHHUS (XHUIIEPKUHETHYHN MOTOPHU VBPEK/IAHUSA 1PU XOpess Ha XbHTUHITBH).

2 Kakso Tpn0Ba 1a 3naere, npeaun 1a npuemere Termoanc

He npuemaiite Termoanc

- aKO CTE ajlIepru4Hy KbM T€TpadbeHa3UH MJIM KbM HIKOS OT OCTAHAJIMTE ChbCTABKM HA
Termoamc 25 mg tabnetku (M30poeHun B Touka 6);

- aKO rpuemare pe3eprivH (JIEKapCTBO, KOETO NMOHUKABA KPbBHOTO HAJIAraHe MU Ce M3I10J/13Ba 34
JIEYEHHME HA NICUMXOTHYHH CbCTOSHUSA);

- aKO INpHeMaTe JICKapCTBO. KOETO MPHUHA/UICKH KbM IpyIla JIEKAPCTBA, HAPEUYEHH MOHOAMMH
okcuaaza (MAQO) uHXxUOUTOPH (N1€KapCcTBa 3a JIEYEHHUE HA JIeIpecHs );

- ako umarte npodsieMu ¢ yepHus J1poo;

- AKO UMaTe NapKHHCOHOMO100HH CUMIITOMM

- aKo cTpajare OT JACINpecus;

- aKO UMaTe MMCJ/IM 3a CaMOHApaHABaHEe WM CaMOYOMHCTRBO;

- AKO KbpMHTE;

- aKo cTpajare oT JeOXpOMOLMTOM (TyMOp Ha HaaOBOpeyHaTa *xJe3a);

- aKo CTpajarte OT NpOJIAKTHH3aBUCUMH TYMOPH. HAaMp. TYMOp Ha Xunoduszara Wim pak Ha rbpjaaTa.




IIpeaynpeaxaeHns 1 npeANa3HH MepKH

["'oBopeTe ¢ Bawunsa nexkap unu papMaueBT, mpeau aa npuemMere TeTMOUC

. aKo HAKOra cTe UMally TpenepeHe Ha phLETE U PE3KM ABMKECHUS B PBLUETE U KPAKaTa, U3BECTHH

KaTO MapKUHCOHUIBM;

- aKO0 cTpajaTre OT BHCOKH KOHUEHTPALIMY Ha MPONAKTHH B KPBhBTA (XUMEPIPOTAKTUHEMHUA ),

- aKO CT€ VA3BUMH KBM BHE3AIHO CMAJaHe Ha KPHBHOTO HANATAHE NPH U3NIPABAHE WJIM pa3TAraHe.

- aKo 3HaeTe, ye Bue cTe DaBeH v cpeneH mMeTabolin3aTop Ha eH3uM, HapeueHd CYP2D6, zaorto 3a
Bac MOxe na € npunoXuMa pasnuuHa J03a,

- aKo cTpajziate oT 3abonsABaHe, M3BECTHO KAaTO CHHAPOM Ha yabmkeH QT-uHTepBan WK ako uMmare
WY CTE UMAJTH NpOOJIEMH ChC ChPACYHUA PUTEM;

- MpH NposABa HA OOBPKAHOCT UM XANKLMHALMH, aKO YyBCTBAaTE CKOBAHOCT Ha MYCKYJIUTE H HMAaTe
BHCOKa TEMIIEpaTypa, TOBA 03HAYaBa, Y€ MOXKE [1a pa3BUBaTE CbCTOAHUE, HAPEUYEHO 3IOKAYECTBEH
HEBPOJIENTHYEH CHHAPOM. AKO 3a0€e)XHTE TE3U CHMITOMH, He3a0aBHO ce CBbpkeTe ¢ Baius
nexap.

~ aKo 3allOYHEeTe Ja MMaTe HENPHUATHH YCEIIAHHUA Ha BRTPELIHO 6€3INOKONCTRBO, HETNPEO,10/IMMA
HY>XJ1a Ja CT€ B MOCTOAHHO ABHKEHHE UIIH CMYILIEHHA B KOOPIUHALIMATA Ha JBH)KEHHUATA.

- MONS, UMaHTE NpeBull, ue TeTMOaNC ce CBBbP3Ba C ThKAHHW, ChABbPXKAIIH METaHHH.

Heua
TeTMoauc He ce npenopbYBa Ha AeLa.

Jdpyru Jexkapersa u Termoanuc
Tpsabsa na xaxere Ha Bawug nekap uiam dbapMauesT, ako NpMeMaTe WK HACKOPO CTE NMPHEMAITH JIPYTH
JIEKAPCTBA, BKIIFOYUTENIHO ¥ TAKUBA, OTMYCKaHM Oe3 peLienTa.

ObBbpHETE CrIeLHaTHO BHHMaHHKE NpHU eIHOBpeMeHHaTa ynoTpeba Ha TeTMoIuc ¢ neBoaona (J1eKapeTRo,
N3MON3BAHO 3a NevyeHue Ha DonecT Ha [TapkuHCoH).

TeTMoauc He TpaOBa Ja ce MpUeMa eJHOBPEMEHHO ¢ pe3epITvH.

JleuenreTo ¢ HHXMOUTOPH Ha MoHOaMuHOOKcKAa3aTa (MAQ) Tpabea aa ce npeycraHoBy 14 aHu npeay
HA4Ya/10TO HA IEYEHHETO ¢ TeTpabeHa3UH.

He ce npenopbiBa eaHOBpeMEHHO NPHUI0KEHHE HA TO3H JIEKAPCTBEH MPOAYKT C HAKOMU BH10BE
AHTHAEIMPECAHTH, alK0X0/1, ONUOUIH, OeTa-010KMpaLy areHTH, aHTUXUMNEPTEH3NBHH NeKapcTBa (3a
Ne4YeHHe HAa BUCOKO KPBbBHO HANAraHe), CbHOTBOPHU M HEBPOJENTHYHH JIEKapCcTBa (3a JIeUeHHUEe Ha
MCUXOTHHHH pA3CTPOHCTBA).

JlekapcTea kouTo ca nuxudburopn na CYP2D6 (Hanp. ¢uyokceTHH. napokceTuH, TepbuHadHH,
MOK100€MHA ¥ XMHUIWH) MOraT Aa A0BeJaT A0 MOBHIUIEHM N1a3MEHNA KOHLEHTPALIMA HA AKTUBHUS
MEeTa00MUT ANXuapoTeTpadeHasnH. AKO NpUeMaTe TaKbB BU/ JIEKAPCTBO, MOXKE 1a CE€ HYKAA€ETE OT [10-
HUCKa fo3a Ha Termoauc.

OObpHeTe cneLnanHo BHUMaHKeE IIPH eAHOBpeMeHHaTa ynorpeba Ha TeTMoauc ¢ 1eKapeTBa, KOUTO
yabkasaT QT-nHtepsana npu EKI, BkitovUTENHO C iekapeTBa 3a fIeYeHMe Ha ICUXWYHH HAPYIIEHHS
(HEBPOJIENTHULM), C HAKOM aHTUOMOTULUM (Hanp. raTUdIOKCALMH, MOKCHQIOKCALMH) H ¢ HAKOH
JICKApPCTBA, W3MO0A3BaHH 3a JICUEHHE NPH HAPYILEH CbPACHEH PUTBM (HANp. XMHUWIAMH, NPOKAMHAMM,
aMUOapOH, COTaNoM).

TerMoaHC ¢ XpaHa ¥ ATKOXO0J
IlueneTo Ha ankoxon, 4okaTo npuemare TeTMoaMc, MOJKe Ja goBeae 10 HeoOuuaiiHa CbHANBOCT.




bpeMeHHOCT H KbpMeHe
Tetmonuc ne TpsadBa Ja ce npuema 1o speMe Ha OPEMEHHOCT WK KbpMEHE. AKO CTe OpeMeHHa, CMATATE,

ye MOXKe [1a cTe OpeMeHHa WY IU1aHHpaTe OpeMeHHOCT, IoCkBeTBaNTe ce ¢ Bamna nekap npeau
ynotpedara Ha TeTmoauc.

Hlodnupase n pabora c MAIIHHH
TeTmonuc Moxe 1a NPHYUHHU CHHIUBOCT M CICJOBATENHO MOXKE J1a TIOBNHAE BBhPXY crocodHocTTa By 3a

wogpupane 1 paboTa ¢ MalIMHY B CTETICH, KOATO 3aBHCH OT FOJIEMHHATA HA J03aTa U MHAUBHAYAJIHATA
YYBCTBHTENIHOCT KBM JIEKAPCTBEHHA IIPOTYKT.

TeTrmMoauC CHLABPKA TAKTO32
TabneTkure cbaABPKAT NakTo3a. Ako Bawmar nekap Bu e kazan, ye iMaTe HENMOHOCHMOCT KBM HIKOH
3aXapH, IOCHBETBANTE ce C HETQ, IPEAH 1a B3€METE TO3H MPOAYKT.

3. Kak na npuemare Termoauc

Bunaru npuemaiite Termoanc TouHo kakto Bu € kazan Bawmuar nekap. AKo He cTe CHIYPHH B HEllO.,
nonuTanTe Bamns sekap unn GapmalieBt.

Ilornebiaire TabneTkara(e) ¢ Boga unm apyra 6e3anKkoxoiHa HaruTKa

Bn3pacTHH

Xopea Ha XoHmUHZNIbH

[IpenoppuBa ce MMbPBOHAYANTHA 1032 OT NOJ0OBUH Tabnetka (12,5 mg) enuH 00 TpH 1bTH QHEBHO. Tasu
0332 MOXKE 1a Ob/ie YBENTHYABAHA HA BCEKY TPHU MITH YETHPH JHM C T10 NMONIOBKUH TabeTKa 10 MOCTHUTaHe
Ha HaW-Z00pHA BBE3IMOXKEH NeueOeH eeKT UM J0 NosBaTa Ha HexenaHH eexTH (cegaLms,
MapKUHCOHUIBM, JeNpecHd).

MakcumanHaTa J1HeBHa 1032 e 8 Tabnetku (200 mg).

AKO npHeMaTe MaKCUMAITHATA 1034 B NPOAB/HKEHHE Ha CeJIeM AHHU U Baleto cncTosHue He ce
noaoOpABa, € c1abo BEpOATHO JIEKAPCTBEHHUAT NPOJYKT Ja OKaXe OUaAKBAHUA O1aronpuaTeH neuebeH
edekT.

[launeHnTH B cTapyecka Bb3pacT

[IpnnaraneTo Ha CTaHpAPTHM J03M IPY MAUWEHTH B HANIpEAHANA Bb3PAacT He BOAM [0 BUIAUMH HeXKejlaH!
¢pexTH. Bbopeku ToBa, npu Tasu rpyna nalydeHTH NOABUTE HA NAPKMHCOHONOA00HM HEXENaHH
JIEKAPCTBECHH pEaKLUM € 4eCTa.

Ynorpeba npu gaena
T0o3u npoayKT He ce npenopbY4Ba 3a Jeua.

[MayreHTy ¢ 6B0peyuHy 3ab0asBaHUA
TeTmoauc He ce npenopbyBa 3a NALMEHTUTE OT Ta3M rpyna.

AKO CTe npueiH noBevde oT HeoOxoauMmara n03a TerMmoanc

AKO CT€ [PHESIH NIOBEYE 0T He0OX0AMMaTa 03a TETMOINC, MOXKE J1a MTONYUYUTE peaklMM KaTo CbHIMBOCT,
W3NOTABAHE, HUCKO KPBLBHO HANAraHE W HUCKA TelecHa TeMneparypa (XUrnorepMus). Bauimar nexap uie
JI€KYBa CUMINITOMMUTE.

AKO cTe NponyCHAIH Aa npHeMeTe Termoanc
AKO CT€ [IPOIMyCHAIH Ja NPUEMETE €0Ha 103a, HUKOra He TpA0Ba 1a KOMNEHCUpaTe NPONyCHATaTa 1034
upe3 YJBOABAHETO M Ha cieasallys npvem. BMecTo ToBa NpocTo Npoab/KeTe ¢ NPUEMAHETO Ha

CleABaLnaTa 403a, Korato TpadBa Aa g B3eMeTe.,




AKo cTe cupeian npaema Ha Termoanc
He cnmpatite npuemMa Ha TeTMoauc, 0cBeH ako BawusaT nekap He Bu kaxe. Cnea BHE3aNnHoTO
IpeKbCBaHe Ha JIEYEHHETO ¢ TeTpadeHa3UH ca OMMCaHM C/TYJal Ha NMOoSBa Ha 3/10KaYeCTBEH

HCBPOJICTITHHCH CHHAPOM.

AKO MMaTe HAKAKBH JOITLITHUTEHHU BBIIPOCH, CRBP3AHM ¢ yroTpebaTa Ha TO3M MPOAYKT, MONUTANTE
Balumnsa nekap unm ¢papMaienT.

4, Bb3MOXHN HE)KeJTAHH PEAKUHH

KakTo BCHYKH NIeKapcTBa, TeTMOaUC MOXE Ja NIPeAH3BHAKA HeXKeJIAHW PeakiuH, BbIIPEKH ve He BCEKH 'Y
MOJy4aBa.

CJ'IE,[IHHTE HOKCNAHH JICKAPCTBCHH PCAKIIHH €A DOADPCIACHH CNIOPE€/d TAXHATA YECTOTA:

MHoro yecTH: (Moxke Ja 3acerHar noeede ot 1 Ha 10 qyiuH)
CBHAHBOCT (IPH NMO-BUCOKH J03M), AENPECHs, NAPKUHCOHONO100€H CHHAPOM (IMOABa Ha
HEKOHTPOIHPYEMHU ABHXKCHHNSA HA [ITAHHUTE, PBLETE, KpaKaTa M rjlaBata npy vnotTpeda Ha NO-BHCOKH

IO3H).

YecTu: (Moxe na 3acerHart ao | Ha 10 ayin):
OOBPKAHOCT, TPEBOXHOCT, O€3CHEHHAE, HUCKO KPBBHO HandraHe, qucdarus (TpyAHOCTH MPH NperhilaHe),
rajgeHe, NoBpblIaHe, IHapH4, 3aMnekK.,

Heuecty: (Moxe aa 3acerdar no | Ha 100 gyuin):
[IcuxnyHM HapyIHEHWS KaTO 00BbPKAHOCT WK XATHOLIMHALIMY, CKOBAHOCT B MYCKYJIHTE, BUCOKA
TEMNIEPATYPA.

Peaku: (moxe na 3acerdart A0 1 Ha 1 000 gyun):

CBbCTOIHHE, HAPEYEHO 3710KAYECTBEH HEBPOJIENTUUEH CHHIPOM: aK0 3aNOYHETE Aa f10/1yYABATE
[ICUXHYECKHN NPOMEHHU, KATO OObPKBAHE WK XAMIOLUMHAUHUH, HIH CKOBAHOCT HA MYCKYJ/IMTE B BHCOKA
TEMINEPATYPA, MOXKE Aa Pa3BHETE CHCTOAHUE, HAPEYCHO 3/10KAYECTBEH HEBPOICHTUUYEH CUHAPOM.

MHoro peaku: (Moxxe aa 3acerHar a0 1 Ha 10 000 gywn):
YBpexaaHe Ha MYCKYJIMTE,

B1b3 OCHOBA Ha CHLIUIECTBYBALMTE JaHHH YECTOTATA HA C/IETHUTE HEXENAHU NEKAPCTBEHH PEaKLIMH HE
MOIKe 1a 0bae oueHeHa (¢ HEM3BECTHA YECTOTA):

Je3opuerTanus, HEPBHOCT, NpodaeMHU ¢ KOOPAMHAUMATA HA A1BHXKECHUATA, YYBCTBO. Y€ HE MOXKETe Ja
CeaHeTe WIK Aa CTOUTE HEMOABH)KHO (AKATH3NA ), HEKOHTPOIHUPYEMHU MYCKYAHHN CNa3MH (IMCTOHHA),
3aMaiBane, 3ary0a Ha nameTTa, 3adaBeH Mync, 3aMasHOCT, Korato Obp30 ce u3npasaTe OT J1ErHAN0 HAK
CEIHANO0 NOJIOXKEHHE, DONKM B CTOMAxa, CYX0Ta B YCTaTa, HHCKA TeJeCHa TeMneparypa.

ChofhmaBafe HA HEXKEIAHHA peaKUHH
AKO M0/IyYUTE HAKAKBU HEKENAHH JICKAPCTBEHU peakumny, yBeaomMeTe Baluus nekap unun bapmavuesT.
Tosa BkIrOUBa BCHYKM Bb3MOXKHH HEOMNMCAHM B Ta3U NTMCTOBKA HEXENAHH peaklMu. MoxkeTe ¢buio aa
CLOOHINTE HEXKENAHM PEAKLMU AUPEKTHO Ype3:
H3anbaHHTENHA areHuMs No nekapeTBaTa

yia. ,,Jamad I'pyes™ Ne §

1303 Codus

Ten.: +359 2 8903417




yedcanT: www.bda.bg

Karo cpodiiaBaTe HEXXENaHU peaKkLMU, MOXKETE Ja aJeTe CBOA MPHHOC 32 IO/TyYaBaHe Ha NoBeYe
MH(pOPMaLIUg OTHOCHO 0€30MacHOCTTa HA TOBA JIEKAPCTRO.

5. Kak na cexpaussare Termoauc
Ja ce cbXpaHsABa Ha MACTO, HEJIOCTBITHO 3a JcHa.

He u3nonzeaiire TeTMoauc ciie] CpoKa Ha rogHOCT, OTOENA3aH BbPXY ONAakoBKaTa. CpOKBT HA FOJJHOCT
OTroBapsA Ha NOCAEIHHUA A€H OT MOCOYEHUA MecelL.

J1a ce ChXpaHsABa B OPUIrMHAIHATA OTIAKOBKA, 32 A4 ¢€ MPEANa3n OT CBET/IHHA.
Jla He ce chxpaHaBa Haa 25°C.

He naxBbppagiTe NekapcTBaTa B KaHAJIM3aUUATA WIH B KOHTeHHepa 3a JoMmallHu otnaasuu. [lonuratite
Bawmus ¢papMalieBT Xak a U3XBEPJIATE JIEKAPCTBATA, KOUTO BEUE HE M3ron3BaTe. Te3n MepKH 1iie
CTIOMOTHAT 34 Ora3BRaHe Ha OKOJIHATA Ccpea.

6. ChabpxaHHe HA 0ONIAKOBKATA K JONBLJIHMTE/IHA HHGoOpMaL N

Kakso chanp:ixa Termoance

- AKTHBHOTO BELIECTBO € TeTpabeHa3nH.

- Bcaxka tabnertka cxabpka 25 mg reTpabeHasuH.

- JApyruTe ¢BCTaBKU ca: NpeXENaTUHHIHPAHO LIAPEBHYHO HUILECTE, JIAKTO3a MOHOXMAPAT, TAJIK,
KeJeseH oKcua Xbuiat E172, MmarHesuwes cTeapar.

Kaxk uiraexaa TerMoauce H KAKBO CbALPAKA ONAKOBKATA

KbnTa, Kpbina TabneTka c JenudrTenHa YepTa OT €AHATa CTpaHa W rpaBupana TE25' Ha oOparHata
CTpaHa.

OnaxoBaHu B 6enu OYTHIKHY, ¢ KANA4YKy Ha BHHT, Chabpxauiy 112 Tabnerkn.
IIpurexaTes HA paipetieHHETO 32 YHOTpeba H NPOU3IBOAMTE
[IpuTexkaren Ha pa3peLieHHETO 3a ynoTpeba

AQOP Orphan Pharmaceuticals GmbH
Leopold-Ungar-Platz 2, 1190 Wicen, AscTpus

I Ipoussoauren
AQOP Orphan Pharmaceuticals GmbH
Leopoid-Ungar-Platz 2, 1190 Wicen, ABcTpus

ToBa 1ekapcTBO € pazpemeHo 3a ynorpeda B ALpXKaBHTe-4/1eHKH Ha EBponeiickoTo
HKOHOMHYECKO HPOCTPAHCTBO MO CJI€JHHTE HMEHA:

ABCTpHA: Tetmodis 25 mg Tabletten
benrns: Tetrabenazine Walter Ritter 25 mg tabletten
bvarapus: Termoanc 25 mg tabaeTku




I'epmaHus: Tetmodis 25 mg Tabletten

[ bpumsa: Tetmodis 25 mg owokia

Janus: Tetmodis 25 mg tabletter
Ecronus: Tetmodis 25 mg tablett
HNpnanausn: Tetrabenazine 25 mg tablets
Hcnaums: Tetmodis 25 mg comprimidos
JlaTBHA: Tetmodis 25 mg tabletes

JiuTea: Tetmodis 25 mg tabletes
Ob6eanneHo kpancTeo (CerepHa Upnauana): Tetrabenazine 25 mg tablets
[lonua: Tetmodis 25 mg tabletki
[lopryranus: Comprimidos de Tetmodis 25 mg
Yeuika penybnuka: Tetmodis

PyMbHMUA: Tetmodis 25 mg comprimate
(CnoBakus: Tetmodis 25 mg tableta
CrnoBeHHA; Tetmodis 25 mg tablete
YHrapus: Motetis 25 mg tabletta
MuHmaHINA: Tetmodis 25 mg taletti

DpaHYA; Comprimés Tetmodis 25 mg
Huaepnanaus: Tetmodis 25 mg tabletten
[1penms: Tetmodis 25 mg tablett

Hara Ha moc/ieAHO mpepasriexaane Ha mucropkara: 06/2025




