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TeTpabeHasuH (tetrabenazine)

IIpoyeTreTe BHHMATEHO HAJIATA JIHCTOBKA, NPE/AH 1A 3aM04YHeTe 1A IpHeMaTe TOBA JIEKAPCTBO, Thi

KaTo TH CbAbpKa BakHa 3a Bac undpopmanus.

- 3anasere Ta3u JUCTOBKA. MoXe Ja ce HAJIOXKHM a s NMPOYETeTE OTHOBO.

- AKO MMare HAKaKBH JIONbJIHUTE/IHH BBIIPOCH, nonuraiTe Bawms nekap unu apmauesr.

- ToBa nekapcTBo e npeanucaHo 1u4HO Ha Bac. He ro npeorcrenBaiite Ha Apyru xopa. To Moxke 1a um
HaBpeaU, HE3ABUCHUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00J/11BaHE ca ChLIMTE KaTo Balwuwure.

- AKO MOJy4YHTe HAKAKBH HE)KEJIaHH JIEKAPCTBEHH peakLMH, yBeaomeTe Baliusa nekap wiau papmauesT.
Toea BKJIHOUBA U BCHUYKH Bb3MOXKHHU HEXKEJIAaHU peakLMH, HEOMUCAHH B Ta3H JIMCTOBKA. BHkTe Touka

4.

KakBo ¢cbabpxa Ta3H JIHCTOBKA:

Kakso npeacrasisia TerMoauc v 3a KakBO ce M3M0/13Ba
KakBo TpsaOBa Ja 3Haere, rnpeau aa npuemere Termoauc
Kak na npuemare Termoauc

Bb3MOXKHH HEXKElaHU peaKUHH

Kak na cbxpaHsaBate TeTMoauc

CbabpKaHWe Ha OMaKoOBKaTa M JOMbJIHUTE/IHA HHpOpMaLUs

SN N B W N -

1. Kakso npeacrasasasa Termoaunc u 3a KakBO ce H3MM0J13Ba

Termoauc e nekapcTBO OT rpynara MeAMKaMeHTH, MU3M0JI3BaHH 3a JIeYeHHE Ha YBPEK/IaHUS HAa HEPBHATA
CUCTEMA.

Termoauc ce u3nos3Ba 3a e4YEHHUE HA YBPEXKIAAHUSA, MPUUYMHABALLM CNIa3MaTHYHH, HEPETYJISAPHH.,
HEKOHTPOJIUPYEMH ABHKEHHUS (XMUITEPKUHETHYHH MOTOPHH YBPEKIAHUS NPH Xopess Ha XbHTHHITHH).

2. Kakgo TpsiOBa 1a 3Haere, npeau na npuemere Termoauc

He npuemanre Termoanc
- aKO CTe aJIepruyHu KbM TeTpabeHa3uH WJIH KbM HAKOS OT OCTAHAJIUTE ChbCTABKH Ha

Termoauc 25 mg tabnetku (u30poeHH B Touka 6);

- aKO MpHeMaTe pe3eprivH (JI€KapCcTBO, KOETO NOHWKABa KPbBHOTO HaJIAraHe U Ce U3M0J13Ba 3a
JIEYEHHUE Ha NCUXOTHYHHU CbCTOSHMA); |

- aKo NnpHemare JIeKapCcTBO, KOETO MPHHAJIEKH KbM rpyna JieKapcTBa, HAQpe4eHH MOHOAMMUH
okcuaasza (MAQO) HHXHOUTOPH (N1eKapcTBa 3a JIeYeHHe Ha AeNpecHs ):

- aKo umare npodsiemMu ¢ YepHus apoo;

- aKO MMarte NMapKUHCOHOMOA00HH CUMIITOMM;

- aKo cTpajare OT Aenpecus;

- aKO UMaTe MUCJIM 3a CAaMOHapaHsABaHe WK caMOYOUKHCTBO;

- aAKO KbPMHMTE;

- aKo cTpaaare oT (heOXpOMOLIMTOM (TyMOp Ha HanObOpeyHaTa xkKiesa):

- aKo cTpajare OT NMPOJIAKTHH3aBUCUMH TYMOPH, HAllp. TYMOP Ha XUrnodusara WK pak Ha rbp/ara.




Ipeaynpexaenns u npeARa3HA MEPKH

["opopeTe ¢ Baluua nekap WK dhapMalesT, Mpeau aa npuemere TerMoauc

- aKO HAKOra CT¢ UManu TpenepeHe Ha PbLETe U Pe3KH ABHKEHHA B PbLETE W KPaKaTa, H3BECTHHU

KATO NapKHHCOHHU3BM;

- aKO CTpajaTe OT BUCOKH KOHLUEHTPALIMK HA NPONAKTHH B KPBLETA (XUNEPIPONAKTHHEMHR ),

- aKO CTE YA3BUMH KbM BHE3arHO CnajaHe Ha KPbBHOTO HANATAHE NPU M3INpaBiHE WK pa3TAraHe,

- aKo 3Haere, 4ye Bue cre 6aBeH unu cpeaeH Metabonusarop Ha eH3uM, HapedeH CYP2D6, zainoro 3a
Bac Moxe aa e npuiokuma pasid4yHa A03a;

- ako cTpajare ot 3aboaapaHe, U3BECTHO KATO CUHAPOM Ha yabnkeH QT-uHTepBan nan ako umare
WK CTe HMantH NpobieMu CbC ChPACYHHA PHTHM;

- Npu¥ Nposea Ha OOBPKAHOCT UM XATIOLIMHALIMHY, aKO HYBCTBATE CKOBAHOCT HA MYCKYJIHTE H UMaTe
BHCOKa TEMMNeEpaTypa, ToBa 03HauaBra, Y€ MOXE Aa Pa3BHBaTe CbCTOAHHE, HAPEUEHO 3NOKAHECTBEH
HEBPORENTHUYEH CHHAPOM. AKO 3a0enexure Te3U CUMITTOMH, He3abaBHO ce cBbpxeTe ¢ Bawns
jekap.

- aKo 3aMoYHeTEe 1a KMATE HEMPUATHH YCELLAHHA Ha BbTPELIHO 6e3nokoicTBO, HENPeoa0HMa
HY»X/a [a CT€ B NOCTOAHHO JBHXXEHHE WJIH CMYLIECHHS B KOOPAHHALIUATA Ha ABHXXECHHUATA.

- MOJIS, HMAHTEe NpeaBHA, Ye TerMonmc ce CBbP3Ba C ThKAHH, ChABPKALLH MENAHHH.

dena
TeTMOIMC He ce nperopbLUBa Ha AeLa.

Apyrn nexaperBa H TeTMoanC
Tpabea na kaxxere Ha Bawns nexap win ¢apMauesT, ako npuemMare Wik HaCKOPO CTe NPHEMATH ApYrH
JeKapcTBa, BKIKOYUTENHO M TAKWBA, OTITYCKaHU Oe3 penienTa.

OOnpHeTe CneLnanHo BHHMaHHe NpH eHoepeMeHHaTa ynotpeba Ha TeTMoauc ¢ nepogona (tekapcTao,
M3MON3BAHO 3a NeyeHUe Ha 6onecT Ha [lapkHHCOH).

Termonuc He TpaOBa na ce npueMa € JTHOBPEMEHHO ¢ PE3EPITHH.

JleueHneTo ¢ HHXHOUTOPH Ba MOHOamMHuHooKcHaazaTa (MAQ) Tpabea aa ce npeycrasosu |4 nuu npeau
HAYaIOTO HA JICUEHHUETO C TeTpabeHasuH.

He ce npenopbusa eqHOBPEMEHHO NPHIOKEHHE HA TO3H JIEKAPCTBEH NMPOAYKT ¢ HAKOH BHAOBE
AHTHAENPECAHTH, ATIKOXOJI, ONHOUAH, OeTa-On0Kkupalk areHTH, aHTUXHNEPTEH3UBHH JIEKApCTBAa (34
JICYEHUE HA BUCOKO KPbBHO HANAraHe), CbHOTBOPHHM W HEBPONENTHYHH NIeKapcTea (3a IeueHHUe Ha
NMCHXOTHYHHU PA3CTPOHCTRA).

JlekapcTBa koHTO ca HHXHOKTOPHU Ha CYP2D6 (Hanp. pnyokceTHH, napoKceTHH, TepOuHaduH,
MOKN00EMHI ¥ XHHHIKMH) MOraT Aa A0BeJaT A0 NOBHILECHH TMJIa3MEHH KOHLEHTPAUUH Ha aKTUBHHA
METabOoNIUT AMXUAPOTETpabeHa3HH. AKO NpHeMaTe TakbB BUI JIEKAPCTBO, MOXE 12 CE HYXAaeTe OT Mo-
HUCKa J03a Ha TeTMOoaMuC.

O6bpHeTe cneLrallHO BHUMAHHKE NIPH eAHOBpeMeHHaTa ynoTpeba Ha TeTMoaMC ¢ nekapcTsa, KOMTO
yasmkasaT QT-unrepsana npu EKI, Bitountento ¢ nekapcTpa 3a JieyeHHe Ha ICHXHYHH HapYLUEHHS
(HEBpONENTHLIH), C HAKOH aHTHOMOTHLM (Hanp. raTUPAOKCAUNH, MOKCHQIOKCALIMH) W C HAKOH
JIEKAPCTBA, U3MOA3BAHH 3a JICUCHHE NPU HAPYLICH CbPACYEH PUTHM (HANpP. XHHWIHH, NPOKAHHAMKIL,
AMHOAAPOH, COTAION).

TermMoanc ¢ XpaHa H AJAKOX0.I
[IHeHeTo Ha ankoxosn, AoKaTo npuemare TeTMOoaMuC, MOXKe Na 10BeAe A0 HeobuyualiHa CbHIWBOCT.




DpeMeHHOCT H KbpPpMeEHe
Termoauc He Tpabpa aa ce npuemMa No BpeMe Ha OPEMEHHOCT WIH KbPMEHE, AKO ¢cTe OpeMeHHa, cMmsTaTe,

ye MOXKE 1a cTe OpeMeHHa WK NsIaHupare OpEeMEHHOCT, NOCHBETBANTE ce ¢ Bawus nekap npeau
ynorpebara Ha TeTtMoauc.

Hlo¢upane # pabora c MAIIMHHU

TerMoauC MOXKe 1a NPUUHHUA CHHAUBOCT M CIASAOBATEAHO MOXKE 2a NOBAUAE BbpXYy cnocobHocTTa B 32
wiogrpaHe H pabora ¢ MaLIMHYU B CTENEH, KOATO 3aBUCH OT rOJIEMHHATA HAa 103aTa U UHAKUBHAYaIHATa
4YBCTBUTEIHOCT KbM J1IEKAPCTBEHUSA MPOAYKT.

TerMoauc CHABPXKA JTAKTO3A
Tabnerkure cbabpKaT nakrosa. Ako Bawiuar nekap Bw e kazan, ue Mare HENOHOCHMOCT KbM HAKOH
3axapH, NOCHBETBANTE CE C HETO, TPEAM Na BICMETE TO3H MPOAYKT.

3. Kax aa npuemare Termoanc

Buxary npuemaire Termoanc ToyHo kakto By e kaszan Baummar nekap. AKO He CTe CUIYPHH B HELLLO,
nonuraite Baliusg nexap uny gapmaliest.

[lornvuaiite Tabnerkara(e) ¢ Boaa wiu apyra 6e3ankoxosiHa HaNnUTKa

Bb3pacTHH

Xopesa Ha XvHmun2muvH

[[penopbuBa ce MbpBOHAYaNHA AO3a OT NONOBUH Tabnetka (12,5 mg) enuH 10 TpU NbTH AHEBHO. Ta3u
A03a MOXe Na 6bAc yBeIHWYaBaHa Ha BCEKH TPH HJIM YETHPH JHH C NO NMOAOBUH TableTKa 0 MOCTHraHe
Ha Hai-100pH3a BBb3MOXKeH JieuebeH edeKT WM IO M0ABaTa Ha HexenaHu edekTH (ceaaums,
NAPKHHCOHHIBM, OENpecus).

MaxcumanHarta qHeBHa 4033 € 8 Tabnerku (200 mg).

AKO MpHeMaTe MaKCHMaNHaTa [03a B NPOAL/KEHHUE Ha CeleM JIHH U BaleTo ¢heTosHME He ce
noaoopaBa, e ¢1abo BepOoATHO JIEKAPCTBEHUAT NPOAYKT Ja OKAaXKE OUaKBaHUA ONaronpHsaTeH neueben
eekT.

[TauHeHTH B CTap4ecka Bb3pacT

[lpunaraHero Ha cTaHIAPTHY JO3M NPU NAUMEHTH B HaMpeaHana Bb3pacT He BOAH 10 BUAMMH HEXENAHU
edexTH. Brnpeku ToBa, npM Tazu rpyna NaluUeHTH MOABUTE Ha NAPKUHCOHOMOAOOHH HEXENaH!
NEKAPCTBEHHU peaKkLKH € YecTa.

Ynotpeba npu aeua
To34 NpoAYKT He ce npenopbUBa 32 AeLa.

IauneHTH ¢ 6BOpeunn 3abonsBaHHS
TeTrMmoauc He ce npenopbyBa 3a NMALKUEHTUTE OT Ta3H Fpyna.

AKO cTe nIpHeaH NoBede oT HeoGxoaumMaTa 1032 TeTMOAHC

AKO CTe NpHUENH Nnoseye oT HeoOxoaumara Ao3a TeTMoauc, MOXe Na NMOJTYYHTE peakiiuy KaTo ChHIHBOCT,
H3IMOTABAHE, HHCKO KPbBHO HAISATAHE U HUCKA TENECHa Temrepatypa (XunorepMus). Bawudar nekap e
NEKyBa CUMIITOMMTE,

AKO CT€ NPONYCHANN A3 npreMeTe TeTMOAHC
AKO CTE NPOMYyCHANTH 1A NPUEMETE €IHA 103a, HUKOra He TpaOBa J1a KOMIIEHCHPATE NMPOnycHaTaTa 103a
Ype3 yABOABAHETO W Ha CrieABaLluA npyueM. BMecTo TOBa NpoCcTo NPoABLIKETE ¢ MPUEMAHETO Ha

creapallara 103a, Korato TpsabBa Aa A B3eMeTe,




AKo cTe cnpesn npremMa Ha Termoanc
He cnupaiite npuema Ha TetMoauc, ocBeH ako Baluuat nekap He Bu kake. Chejl BHE3anHoOTO

NMPCKBCBAHC HaA JICHCHHETO C TBTpaGEHBSHH ¢a OIMMHCAaHH CJTyYaHd Ha rNogBea Ha 3JIOKa4YCCTBEH
HCBPONCTITHUCH CHHAPOM.

AKO UMAaTe HAKAKBHU JONbIAHUTENHN BBIIPOCH, CBBP3aHU ¢ ynoTpedaTta Ha TO3W NPOAYKT, NOTNUTaTe
Baiins nexap unu dapmauesrT.

4, Bh3MOXKHHE REKEIAHH PeaAKOHH

Kakto BcHuKH nekapceTsa, TerMoane MOXe 1a NPEAN3BHKA HEXKENaHH PeaKUWH, BbIIPEKH Y€ HE BCEKH TH
nony4aea.

Cleannre HeXKeJIaHHA JEKAPDCTBCHH PCAKIIRHE €& NOAPCIACHH CIOpel TAXHATA HeCTOTA.

MHoro yectu: (Moxke aa 3acerHar nosede ot | Ha 10 ayuwn)

CBHAMBOCT (NPH NO-BUCOKHU AO3H), AENPECHs, MAPKHHCOHONOA00EH CHHAPOM (NogBa Ha
HEKOHTPONHPYEMH ABKECHUA Ha JUIAHKTE, PBLIETE, KpaKaTa U rfiaBaTa npH ynotpeba Ha no-BHCOKH
A03H).

Yectu: (MOxke Aa 3acerHar a0 1 Ha 10 gywn):
OOBpKaHOCT, TPEBOXKHOCT, HE3CHHUE, HUCKO KPLBHO HansraHe, nucdarus (TPYAHOCTH MPH Npernbililayve),
rageHe, NOBPBLUAHE, AUapH, 3allekK.

Heuectn: (Moxe na 3acerHar ao 1 Ha 100 ogywwn):
[IcMXUYHH HApYWEHHS KaTo 00bPKAHOCT WIH XANKOUHHALWH, CKOBAHOCT B MYCKYJIMTE, BUCOKA

TEMNEpaTypa.

Peaku: (MOxe na 3acerHar a0 1 Ha 1 000 pywh):

CBCTOSHHE, HAPEYECHO JTOKAYECTBEH HEBPONENTHUYEH CHHAPOM: aKo 3alloMHETE 1a NOJy4aBaTe
MCHXHYECKH MPOMEHH, KaTO 0OBPKBaHE WK XAMOUMHALUKWHK, WK CKOBAHOCT HA MYCKYJIMTE H BUCOKA
TEMINEPATYpa, MOXe Ja pa3sBHETE ChCTOSHHUE, HAPEUEHO 3JI0KAYECTBEH HEBPONCIITHYEH CHHIPOM.

MHoro peaku: (Moxe na 3acerHar ao 1 Ha 10 000 gywn):
YBpexaaHe Ha MYCKYJTUTE.

B3 0CHOBA Ha ChIIECTBYBALHTE JaHHHU YECTOTATA HA CIACAHHTE HEXENaHH JICKAPCTBEHU PEaKLUH He
MOXe Aa ObAe oLueHeHa (C HEeM3BECTHA YeCToTa):

HezopueHTauns, HEpBHOCT, MPoOIEMU ¢ KOOPAMHALWATA HA ABUXKCHHATA, YYBCTBO, Y€ HE MOXKETE J1a
CEIHETE WIH 1a CTOUTE HEMOABHXKHO (AKATH3KA), HEKOHTPONTHPYEMH MYCKYNHH CNa3sMK (AUCTOHMSA),
3aMaliBaHe, 3ary0a Ha mameTTa, 3a0aBeH nyJic, 3aMasHOCT, KOraTo 6bP30 ce W3NPABATE OT JIETHANO WK
CeAHAIO NOJIOXKEHKE, OONKH B CTOMaxa, CyxoTa B yCTara, HUCKA TENIeCHA TEMITEPATypa.

CrofmaBsane HA HeXKeJIAHR PeAKLHE
AKO NoJIy4YHTe HAKAKBH HEXENaHU NEeKapCTBEHH peakLuy, yeeaomete Baluns nexap unu ¢papmauesrT.
Tosa BKNOYBA BCHUKHM Bb3MOXHH HEONTMCAHU B TA3M IMCTOBKA HEXeENAHH peakuuu. MoxeTe chulo aa
CLODIIMTE HEXENAHHU peaKLIMU AUPEKTHO Upes:
H3nmbnuyuTenHa areHuMsa no JekapcTrara

yn. ,.,JlJamaH I'pyes* Ne §

1303 Codus

Ten.: +359 2 8903417




yebcaiT: www.bda.bg

Karto cbhoOliaBare Hexxe/laHW peakLMHi, MOXKETE /1a 1a/IeT€ CBOS MPHHOC 3a NOJly4YaBaHe Ha MNnoBeye
UH(popMaLUs OTHOCHO O€30MacHOCTTa Ha TOBA JIEKApPCTRBO.

o Kak 1a coxpansaBare Termoanc
Jla ce cbXxpaHsaBa Ha MACTO, HEOCTBITHO 3a Jelia.

He u3nonssaiite Termoauc ciea cpoka Ha roaHOCT, oTOensi3al BbpXy onakoBkata. CpoKbT Ha FOJIHOCT
OTrOBaps Ha MOC/AEAHUS AEH OT NMOCOYEHHUS MeCell.

Jla ce cbXxpaHsBa B OpMrMHasiHaTa OrnakoBKa, 3a a ce Mnpearna3u OT CBET/IHHA.
Jla He ce cbxpaHsBa Han 25°C.

He u3xBbpasiTe ekapcTBaTta B KaHAJIM3aLMATa WK B KOHTEHHepa 3a JoMalliHu otnaabum. [Tonuraiite

Baiwiusa apMalieBT Kak Aa U3XBbpISATE JleKapcTBaTa, KOUTO Beve He u3nonssare. Te3n Mepku Lie
CMOMOrHAT 3a Ona3BaHe Ha OKOJIHAaTa cpe/a.

6. ChrabpkaHHe HA OMAKOBKATA H JONbJIHHTE/IHA HHpOpMaNHA

KakBo cbpabpxka Termoanc

- AKTHUBHOTO BEILECTBO € TeTpadeHa3uH.

- Bceska Tabnerka cbabpxka 25 mg teTpabeHasuH.

- Jlpyrure cbCTaBKH ca: npexeslaTHHU3UPaHO LIapeBUYHO HULIECTE, JIAKTO3a MOHOXH/IPAT, TaJIK,
KeniezeH okeu kbaT E172, MarHesues creapar.

Kak n3riexna Termoance u KakBO ¢bbpka ONMAKOBKATA

KbaTa, kpbria TabseTka ¢ AeauTeNHa YepTa OT eiHaTa cTpaHa u rpaBupana "TE25' na obpaTHaTa
cTpaHa.

OnakoBaHH B 0enM OYTHIIKM, C Kanayku Ha BUHT, CbabpikaluM |12 TabieTku.

HPHTE}HHTE.}'I Ha Pa3’peliCcHHETO 34 ynm‘peﬁa H IIPOH3IBOAHTEJ]

IIpuTexaren Ha pa3zpeuieHUHeTo 3a ynorpeda
AOP Orphan Pharmaceuticals GmbH
Leopold-Ungar-Platz 2, 1190 Wien, ABcTpus

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

ToBa siekapceTBO € paspemeno 3a ynorpe6a B IbpxaBuTe — wieHKH Ha EBponeiickoTo
HKOHOMHY€CKO NMPOCTpaHcTBO, H B O0eannenoTo kpascreo (Cesepna Upnanaus) n
HMeHa:




ABCTpMA:
benrus:
bvarapms:
[ 'epMaHus:
[ bpLUA:
JIEVIE
EcToHns:
HUpnanaus:
HUcnanusa:
JlaTBHA:
JIuTsa:
Huzepnanans:
Hopserua:

Tetmodis 25 mg Tabletten
Tetrabenazine Walter Ritter 25 mg tabletten
TerMoauc 25 mg TabneTky
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

Obeamnneno xpancteo (CerepHa Mpnanaus): Tetrabenazine 25 mg tablets

[Tonwa:
[MopTyranus:
PyMbHUS:
Cnopakus:
CnoBeHHs:
YHrapus:
QOuHnaHam:
OpaHung:
XbpBaTHA:
Yeinka penybnuxa:
Lseuns:

Tetmodis 25 mg tabletki
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 sé€cable
Tetmodis 25 mg tablete
Tetmodis

Tetmodis 25 mg tabletter

Jara Ha HOCJIEAHO npepa3fiiexaaHe HA NucToBKaTa: 07/2025




