JIncroBka: nRpopmanug 3a noTpedHTE A
Termoauc 25 mg TabneTku
Tetmodis 25 mg tablets

terpabeHasun (fetrabenazine)

IIpoueTeTe BHHMATETHO UAJIATA JIHCTOBKA, IPeAH A 3aM04YHeTe 1A NPHEMATE TOBA JEKAPCTBO, Thi

KAaTo TH ChABbPXa BaxHa 3a Bac undopmauus.

- 3anazeTe Ta3u MUCTOBKA. MOJke Aa c€ HANOXKHM Ja A NPOYETETE OTHOBO.

- AKO MMaTe HAKAaKBH AOMBIHUTEIHH BLIIPOCH, fionuTaiTe Bauing nekap nnu dapmauesr.

- ToBa nekapcTBO € npeanucaHo nMyHo Ha Bac. He ro npeotcThnealite Ha apyru xopa. To Moxe aa UM
HaBpeaH, HE3aBUCHMO Y€ MPH3HALIUTE Ha TAXHOTO 3a00MABaHE €a ChllUTe KaTo BauuTe.

- AKO NOAYYWTE HAKAKBH HEXENAHH JIEKAPCTBEHH peakUMH, yeeaoMere Bawunsa nekap unu dapmauesT.

Topa BKJIIOYBA Y BCHUKH Bh3MOKHHU HEXEIaHH PE€AKUHH, HEOIMHCAHH B Ta3H JTHCTOBKA. Buxre TOUuka
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1. Kaxpo npeacrapasisa TeTtmoanc H 3a KaKBo ce H3MOI3BA

TeTmoauc e ekapcTBO OT rpynarta MeJMKaMeHTH, H3MON3BaHH 3a NIEYEHHE HA YBPEXK/IAHHA HA HEPBHATA
CHCTEMA.

TermMoauc ce M3No3Ba 3a JIEUEHHE HA YBPEKAAHHA, NPUUHUHABALIM CMIAa3MaTHUHH, HEPETrYJIAPHH,
HEKOHTPONHPYEMH ABXKEHHA (XMMEPKUHETHUHH MOTOPHH YBPEXKAAHUA NPH XOpes Ha XbHTUHITBLH).

2. Kaxkeo Tpa0Ba aa 3naere, npean na npuemere Termoauc

He npuemaiite Termoanc

- aKO CTE AIEPruYHU KbM TeTPaObEHAa3MH WM KbM HAKOSA OT OCTAHANHTE ChCTABKM HA
Termoauc 25 mg Tabnetku (M30poeHH B TouKa 6);

- aKO NpHEMaTe pe3epriuH (JIEKApCTBO, KOETO NOHHXaBa KPbBHOTO HANAMaHE U ¢ H3N0.138a 3a
NEYEHHE HA NICUXOTHYHHK CbCTOSAHHUR ),

- aKO MPHEMATE NNEKAPCTBO, KOETO NMPUHAMIEKH KbM Ipyna IeKapcTBa, HapeuyeHH MOHOAMHH
okcunasa (MAQ) unxubutopu (nekapcTra 3a ieueHde Ha Aenpecus );

- ako umare npodieMM ¢ YepHusa Apod;

- aKO UMATE NApKUHCOHONOAOOHH CHMITTOMMU,

- aKo cTpagarTe OT JAefpecHs;

- aKO UMaTe MUCJIH 3a CaMOHApaHABaHE HJIH CaMOYOUICTRO:

- aKO KbpMMTE;

- aKko cTpajare oT PEOXpPOMOLMTOM (TYMOp Ha HaaOBLOpeuHaTa kne3a);

- aKO CTpaaaTe OT NPONaKTHH3ABHCHMH TYMOPH, Hanp. TYMOp Ha XUNogH3aTa WK pak Ha rbp/aTa.




IIpeaynpexkaensn H npeanazHu MePKH

["'oBopeTe ¢ Bawns nekap wnu dapmauesr, npead na npuemere TeTmoamc

- aKO HAKOTa CT€ HMAJIM TPENEPEHE HA PBLETE U PE3KHU ABUIKEHHUA B PLUETE M KpaKaTa, W3BECTHH

KaTO MAPKHHCOHHU3IBM;

- aKo cTpaaaTe OT BHCOKH KOHLEHTPALMK Ha FIPONAKTHH B KPBBTA (XHNEePNpoiaKTHHEMHA ),

- aKO CTe YA3BUMH KbM BHE3ANHO CMajaHe Ha KPbBHOTO HANATAHE fIPU U3TIPABAHE WK PA3TATAHE;

- ako 3HaeTe, Ye Bue cre DaseH UK cpenex metabonuzarop Ha eH3um, HapeueH CYP2D6, sauioro 3a
Bac moxe aa e npuiioxkuMa pasiiuHa a03a;

- aKo cTpaaare ot 3ab00nsBaHe, U3BECTHO KaTO CUHAPOM Ha yabxeH QT-HHTEpBaN HAK ako uMare
KK CTE UMAITH NPOBNEMH ChC CHPACHHHA PHTHM;

- MpH NposBa Ha 0ObPKAHOCT MK XAMIOLHHALIMM, aKO YYBCTBATE CKOBAHOCT HA MYCKYJIUTE U UMATe
BHCOKA TEMIMepaTypa, TOBa 03Ha4aBa, Ye MOXe Jla pa3BUBAaTe CbCTOAHHE, HAPEUEHO 310KAYECTBEH
HEBPONENTHYEH CHHAPOM. AKO 3adenexxute Te3n CHMOTOMH, He3abaBHO ce CBbpkeTe ¢ Bauius
nexap.

- aKO 3aMOYHETE 1a HMATE HEMPHUATHH YCELLAHMA HA BbTPEWIHO 6€3NOKOACTBO, HENPeoa0AHMa
HY>/1a 12 CTe B NOCTOAHHO NBUXKEHHE MJIH CMYLUEHHUA B KOOPAMHALIUATA HA JBHKECHHUATA.

- MOJIS, UMaNTe NpeaBH, Y€ TeTMOAUC ce CBBP3BA C ThKAHM, ChAbPXKALK METAHHH.

Hena
TeTrMoauc He ce npenopbyBa Ha AeLa.

Apyru aekapcrBa u TermMoauc
Tpsabsa na kaxete Ha Baluus nexap Wik GapMauesT, ako MpUeMaTe MIIM HACKOPO CTE MPUEMATH APYTH
NI€KapCcTBa, BKAKYHUTEIHO ¥ TaKUBA, OTIYCKaHU 0e3 peuenTa.

OO0BbpHeETE CNEUMANHO BHUMAHHUE [TPH eHOBpeMeHHaTa ynotpeba Ha TeTMoaHC ¢ 1teBoaona (NeKapeTBo,
U3MNO0I3BaHO 3a JeyeHHe Ha bonecT Ha [TapKHHCOH).

Termoaunc He TpabBa na ce npueMa eAHOBPEMEHHO C PE3EPIHH.

JleveHuneTo ¢ HHXHOUTOPK Ha MoHOaMHHooKcHaazaTa (MAO) Tpsabea na ce npeycraHosu 14 1Hn npeau
HA4a0TO HA JICUEHHETO ¢ TeTpabeHasHH.

He ce npenopbysa €AHOBPEMEHHO MPUIMKEHHE HA TO3H NEKAPCTBEH NPOAYKT C HAKOH BHIOBE
AHTHAENPECAHTH, aIKOXOJT, ONHOMIH, O€Ta-0NIOKMpAILH areHTH, aHTUXUNEPTEH3IUBHH JIEKApCTBa (3a
NEYEHHE HA BUCOKO KPBBHO HANIAraHe), CbHOTBOPHH M HEBPONENTHYHH JeKapeTBa (3a AeHeHue Ha
NCHUXOTUYHH Pa3CTPOMCTRA).

JlexapcTea kouTo ca unxuburopn Ha CYP2D6 (Hanp. dnyokceTun, napokceTuH, TepbuHadHH,
MOKJIOOEMH H XHHHHH) MOraT Ja AOBEAAT A0 MOBHLIEHH MNA3MEHH KOHLIEHTPALIUK Ha aKTHBHUS
MeTadoNUT anxnapoteTpabeHasuH. AKO pUeEMaTe TAKbB BHA 1€KAPCTBO, MOXKE 14 CE HYXKIAETe OT No-
HUCKa fo3a Ha TeTMoauc.

O0BpHETE CrieLManHo BHUMaHHe NPH eIHOBpeMeHHaTa ynoTpeba Ha TeTMOANC ¢ 1EKAPCTBA, KOUTO
yavaxasat QT-uHTtepnana npu EKT, Bivnioynrento ¢ nekapcTea 3a ne4eHUe HA ICMXMYHH HAPYLIEHHS
(HEBPONENTHLH), C HAKOH AHTHOHOTHUM (Hanp. raTudnokcaluH, MOKCH(PIOKCALHNH) W C HAKOH
NIEKapPCTBAa, H3M0N3BAHH 3a JIEYEHHE NIPH HAPYIUEH ChPACUEH PUTHM (HANP. XMHWAMH, MPOKAUHAMUA,
aMHOJApPOH, COTANO0N).

TeTMoaHC ¢ XpaHa H AIKOXO.T
IlueneTo Ha ankoxon, 10okaTo Npuemare TeTMOOUC, MOXKE 1a NoBeAe 10 HeoOW4aiiHa Cb




BpeMeHHOCT H KbpMeHe

Termoauc He Tpsabsa aa ce nmpueMa no Bpeme Ha HPEMEHHOCT WM KbpMeHe. AKO ¢Te OpeMeHHa, CMATATE,
e MOXKE [a cTe OpemMeHHa WM nuaHupaTte OpeMEHHOCT, nocbBeTBalTe ce ¢ Baluna nekap npean
ynotpedara Ha TeTrmoauc.

Hlogpnpane n paGora ¢ MALIHHH

TerMoauc MOXE 1a NPUYUHK CHHIMBOCT M CNEAOBATENHO MOXKE Aa NOBKAE BbPXY crnocobnocTra By 3a
wodupane ¥ paboTa ¢ MaLIWHK B CTENEH, KOATO 3aBUCH OT FOJIEMUHATA HA 103aTa MU HH/HBHU/YyalHaTa
YYBCTBUTEIHOCT KbM NIEKAPCTBEHUA NMPOAYKT.

Termoaue cbabpxKa JaKTO3A
TabneTkuTe cbABPKAT NaKTo3a. AKo Baummar nekap Bu e kazai, ye iMare HEMOHOCUMOCT KbM HAKOH
3aXapH, NOCHLBETBAUTE CE C HErO, MPEAH Aa B3EMETE TO3M MPOAYKT.

3. Kak aa npuemare Termonuc

BuHaru npuemaiite TetMoanc TouHo kakTo By e kazan Bawusar nekap. AKo He cTe CUIYpHM B HELLO,
nonuraiTte Bamua nekap unu dapmMalesT.

lMornbwaiite Tabnerkara(e) ¢ Boaa WnK Apyra 6e3anKoXoHa HaNKTKa

Bb3pacTHy

Xopest na XvhmunemuH

Hpenopbusa ce nbpBOHayaiHa A03a OT MonoBHH Tabnertka (12,5 mg) eanH A0 Tpyu MBTH AHeBHO. Tasu
N03a MOXe J1a Ob€ YBENHYAaBAHA HA BCEKH TPH MM YETUPH AHH € 1O NONOBHH TabieTka A0 NOCTHraHe
Ha Hal-n00pHA Bb3IMOXKEH JicueOeH epekT MK 0 nosBaTa Ha HeXXenaHd edeKTH (cenaums,
NapKHUHCOHHU3BLM, NEAPECH).

MakcumanHara aseBHa noza € 8 rabnerkn (200 mg).

AKO NpHEMATE MAKCUMAJTHATa 103a B NPOABKEHHE HA CEAEM OHH W BaweTo cbCTosHUE He ce
nonoOpsaea, € ¢nabo BEPOATHO JIEKAPCTBEHUAT NPOAYKT Ja OKaxke ouakBaHua Onaronpuare neuebex
edekr.

[TauneHTH B cTapyECcka Bb3pacT

INpunarasero Ha CTaHNAPTHU A03M NPH NAUWEHTH B HANPEAHANA BL3PACT HE BOJAW 10 BUAHMMH HEXKENaHH
eekTH. Bbnpekn ToBa, NpH Tasu rpymna nalMeHTH NOsSBHTE HA NAPKMHCOHONOAOOHH HEXeNaHH
NEKAPCTBEHM PEaKIIUH € YecTa.

Ynorpeba npu geua
To3mn npoaykT He ¢ npernopbuBa 3a aeua.

[launerTu ¢ 6BOpeuHu 3aboagBanms
TeTmoanc He ce npenopbysa 3a NALMEHTUTE OT TA3M Ipyna.

AKO cTe npHe/IH noBede oT HeoOxoaumara g03a Termoauc

AKO CTe NpHUeNH 1noseye oT Heobxoanumara Jo3a TeTMoaue, MoXe 1a NOJTy4HTe PeaklH KaTO ChbHIUBOCT.
H3NOTABAHE, HHCKO KPBLBHO HaNiraHe M HUCKA TeeCHa TeMmnepaTypa (Xunorepmua). Bawusar nekap e
NEKYBa CUMIITOMUTE.

AKO CTe NponycHa/In aa npruemete Termoauc
AKO CTE NPOINYCHAIH /1a NIPHEMETE €1HA 1034, HUKOTa He TpaOBa Ja KOMNEHCHpaTe npony
Upe3 YABOABAHETO W Ha CneABalimMa npueM. BMecTo TORa npocTo npoabakere ¢ npue
creasalnara 103a, Kkorato Tpa08a a A B3eMeTe.




AKo cTe cnpesu npuema na Termoauc

He cnupaiite npuema va TeTMoauc, ocBeH ako BawunusaT nexap He Bu kaxe. Cnea BHe3anHoTo
NPEKbCBAHE Ha JICUEKHUETO ¢ TeTpabeHa3ruH ca ONMUCAHM Cy4ad Ha NOABa Ha 310Ka4eCTBEH
HEBPONENTHUYEH CHHIPOM.

AKO HMaTe HAKAKBH AOMBJIHMTENHH BNPOCH, CBBP3aHH ¢ ynoTpebaTa Ha TO3M MPOAYKT, MONUTaiTE
Bawinsa nekap unu gapmalesT.
4. Bb3MOXKHH HeXKeTaHH peakinu

Kakro scnukn nekapctsa, Tetmoauc Moxe Aa npeau3BiKa HEXeNTaHH PEaKLMH, BLIIPEKH YE HE BCEKM T'H
Mony4asa,

ChneaHnrte HeXelIaHH JEKAPCTBEHH pPEeAKLIHH €A MOJPCACHH CNIOpe] TAXHATA 4€CTOTA:

MHoOro yecTu: (Moxe aa 3acerHat noeeke ot | Ha 10 ayuiu)

CBLHIMBOCT (NIPH NMO-BUCOKM A03HU), NeNpecHs, NapKHHCOHONOA00EH CHHAPOM (NosBa Ha
HEKOHTPONHPYEMH ABWKEHHA Ha JUIAHUTE, PLLETE, KPAKATa U rNaearta fpu ynorpeda Ha No-BUCOKH
1034).

HecTn: (MOxe aa 3acernart go 1 Ha 10 aywu):
O0BPKAHOCT, TPEBONKHOCT, OE3CHHUE, HUCKO KPBBHO Hanarade, aucgarus (TpyAHOCTH NPH NperibLUaKe),
rajeHe, NOBpPbLUIAHE, AHAPHA, 3aMek.

HeuecTn: (Moske na 3acerHar ao 1 Ha 100 aywn):
[lcuxuuHu HapyweHus KaTo OOBPKAHOCT HIH XaROLHMHAUMM, CKOBAHOCT B MYCKYJTHTE, BUCOKA
TeMneparypa.

Peaku: (Moxxe na 3acernar 1o | Ha 1 000 aywu):

CbCTOsHHME, HAPEUEHO 3T0KAYECTBEH HEBPONENTHYEH CHHAPOM: aKO 3allOYHETE Ja Moay4asarte
NCHXHYECKU MPOMEHH, KAaTO 00bPKBAHE WK XATIOLUWHALMH, MW CKOBAHOCT HA MYCKYJIMTE M BUCOKA
TeMINEepaTypa, MOXKe Ja Pa3BHETE CbCTOAHHE, HAPEUYEHO 3/I0KAUECTBEH HEBPONENTUUEH CHHAPOM.

Muoro penkn: (moxe aa 3acerHat ao | Ha 10 000 qywn):
YBpexxaaHe Ha MYCKYIUTE.

Bb3 0CHOBa Ha CBUIECTBYBALUMTE 1aHHU YECTOTATA Ha CNEHUTE HEXKENAHH JIEKAPCTREHH PEaKLIMK He
MOXe Aa Obae OlcHeHa (¢ HEU3BECTHA YeCTOTA);

Hesopuentauus, nepeHOCT, NpobieMH ¢ KOOPAHHALIMATA Ha ABHKEHHMATA, YyBCTBO, HE HE MOXKETE Aa
CEAHETE WK Ja CTOUTE HETIOABHKHO (aKATU3HUA ), HEKOHTPOJHUPYEMH MYCKYJIHH CNazMu (AUCTOHUSA),
3aMaiiBate, 3aryda Ha nameTTa, 3abaBeH MyJc, 3aMagHOCT, KOrato 6530 ce U3NpaBaATe OT NIETHATO WIH
CEAHATO NONOXKEHHE, OOJIKH B CTOMAaxa, CyXoTa B YCTaTa, HHUCKa TEJIECHA TemnepaTypa.

ChrobmaBaHe Ha HeJKeJIAHH PeaKUHH
AKO MONy4HTe HAKAKBH HEXENaHH JIEKAPCTBEHU peakunH, yBeaomeTe Bawns nexap wnu apmauesT.
ToBa Bk1IOUBA BCHUKH BL3MOXKHHM HEONMHMCAHH B Ta3M IMCTOBKA HEXEIAHW peakLnH. MoxeTe cbilo na
CHOOLINTE HEKENAHN PEAKLIMA AUPEKTHO Ypes:
M3nbaHuTeNHa areHUUs No AeKapeTBaTa

yn. . JamsaH 'pyes” Ne §

1303 Codus

Ten.: +359 2 8903417




yebcaiiT: www.bda.bg

KaTo cbobLuaBare HexxeslaHH peakLM1, MOXKeTe 1a 1ajieTe CBOA MPUHOC 3a MojlyyaBaHe Ha rnoBeve
HHPOpMaLMs OTHOCHO 0€30MacHOCTTa Ha TOBa JIEKAPCTBO.

S. Kak 1a cexpansiBate Termoauc
Jla ce cbxpaHsBa Ha MACTO, HEJIOCTBITHO 3a Jielia.

He w3non3Bakte TeTrmoauc ciea cpoka Ha roAHOCT, 0TOe/I93aH BbpXy onakoBkata. CpoKbT Ha FOJAHOCT
OTroBaps Ha Nnoc/ieAHUS 1€H OT NMOCOYEHUA Mecell.

Jla ce cbXxpaHsBa B OpMrMHajiHaTa ONMakoBKa, 3a J1a Ce Mpe/ana3y OT CBET/IMHA.
Jla He ce cbxpaHsaBa Hajg 25°C.

He u3xBbpasiTe eKkapcTBaTa B KaHAJIM3aLMATA WM B KOHTEHHepa 3a AoMallHK oTnaabuM. [lonuraiite
Bawusa ¢apmaueBT Kak 1a U3XBBbpJIATE JIEKapCTBaTa, KOMTO Beye He W3noJ3Bare. Te3u Mepku e
CMOMOIHAT 3a Ora3BaHe Ha OKOJIHATA Cpela.

6. ChabpiKaHHe HA ONAKOBKATA M A0NbJIHHTEIHA HHPOpMATIHSI

KakBo cbabpxka Termoanc

- AKTHBHOTO BELLECTBO € TeTpabeHa3uH.

- Bcska tabnerka cbabpxka 25 mg terpabeHasuH.

- Jlpyrure cbCTaBKH ca: npexelaTHHU3UPAHO LIAPEBHYHO HULLIECTE, JJAKT03a MOHOXHAPAT, TajlK,
)Kene3eH okcul xbaT E172, marHe3ues creapar.

Kak n3riaexaa TerMoaHc H KaKBO CbhbAbPpPAKaA ONAKOBKaTa

JKbnra, kpbria Tabnetka ¢ aenuresiHa yepTa OT e1HaTa cTpaHa U rpaBupaHa ' TE25' Ha oOpaTHara
CTpaHa.

OnakoBaHu B 6enn OYTHIIKH, C Kanayku Ha BUHT, Chbabpxkaiiu | 12 tabneTkw.
IIpuTexkaTes HaA pa3pelIeHHETO 32 yNoTpe6a H NPOH3BOANTEJ]
[IpuTexaren Ha pa3pelieHUETo 3a ynorpeda

Walter Ritter GmbH + Co. KG
Spaldingstralie 110 B, 20097 Hamburg, ['epmanus

[IpousBoauTen

Walter Ritter GmbH + Co. KG
Briider-Grimm-Stralle 121, 36396 Steinau an der Stralle, ['epmanus

HKOHOMHY€CKO NpPocTPaHCcTBO, H B O0eanHenoTo KpaacTBo (CeBepna Upaan
HMeHa:




ABCTpuUS:
benrus:
bbnrapus;
["epMmanns:
| bpuus:
Jlanus:
ECTOHNA:
WUpnanans;
Hcnanus:
JlaTBuS:
JluTea:
Huaepnangus:
Hopgerus:

Tetmodis 25 mg Tabletten
Tetrabenazine Walter Ritter 25 mg tabletten
Termoanc 25 mg tadserku
Tetmodis 25 mg Tabletten
Tetmodis 25 mg dwokia

Tetmodis 25 mg tabletter

Tetmodis 25 mg tabletid
Tetrabenazine 25 mg tablets
Tetmodis 25 mg comprimidos EFG
Tetmodis 25 mg tabletes

Tetmodis 25 mg tabletés

Tetmodis 25 mg tabletten
Tetmodis 25 mg tabletter

ObeauneHo kpanctTeo (CesepHa Upnavaus): Tetrabenazine 25 mg tablets

[lonmua:
[Moptyranus:
PyMBbHHS:
CnoBakus:
CiaoBeHus:
YHrapus:
MDUHNaHAKA:
OpaHuns:
XbpBaTuA:
Yewka penybnuxka:
llIBewms:

Tetmodis 25 mg tabletks
Tetmodis, 25 mg, comprimidos
Tetmodis 25 mg comprimate
Tetmodis 25 mg tablety
Tetmodis 25 mg tablete
Motetis 25 mg tabletta
Tetmodis 25 mg tabletit
Tetmodis 25 mg, comprimé sécable
Tetmodis 25 mg tablete
Tetmodis

Tetmodis 25 mg tabletter

dara Ha nocJ1eaHo npepairjicikKiane Ha JHCTOBKATA:




