JIUCTOBKA:
Hudopmanns 3a nanHeHTa

ANEHEHA 50 mg puamuapann Tadaerkn

AKTHBHO BEIHECTBO: HATMPEKCOH XUOPOXIODUO

IIpoyerere BHMHMATE/IHO HSJIaTa JIHCTOBKA MpeId /A 3AN0YHETe a MPHEMATE TOBA

JIEKApPCTBO.

- 3amnaseTe NMCTOBKaTa. MoXe Jja ce HAIOXHM Ja A [IPOYETETE OTHOBO.

- AKO ¥MaTe HAKAKBH MONBIHHTENHM BBIPOCH, NONHTaiite Bammsa nekap wnim
¢dapMalieBT.

- ToBa nexapcTBO € npeanucano nu4gHO Ha Bac. He ro npeotcTenBsaiiTe Ha Apyrd xopa.

To Moxe na uM HaBpeJH, HC3aBHCHMO OT TOBA, Y€ TEXHUTE CUMIITOMHU Ca CBHIMUTE KAKTO
Bamure.

- AKO HIKOM HEXelaH e(eKT ce NpeBbpHE B CEPHO3CH WM ako 3abelle)HTe HIKOM
HEXXeNaH epeKT, KOUTO He € ONMCaH B Ta3H JIMCTOBKA, Mo cholOmeTe Ha Bamus nekap
Wi papMalieBT.

B ta3u nucToBka:

1. Kaxpo npencrasinssa AJEIIEH]L 50 mg duaMupanu tadieTku
M 3a KaKBO C€ U3II0JI3BA

llpenn na npuemere AJAEIIEH/A 50 mg duamMupann tadaeTku
Kak ma npuemate AAEIIEH/ 50 mg dnamuapany radaerxkn
Bb3M0OXHH HEXKETIAHA peakIliu

Cexpanenue Ha AJAEIIEHZ 50 mg dbunamupann rabaeTkn
JonsnHuTeTHa HHQOpMAIIUs

Sk

AAEIERJI 50 mg ¢punMmupaHu TablIeTKy c€ U3M03Ba KaTO AOITBIIHUTE/IHA Tepalus 34
JICYSHHE HA ONTMOHUIHO- ¥ AJIKOXOJIHO 3aBUCUMM NAJUCHTH, KaTO YacT OT KOMILJICKCHA
TepaneBTHYHa IIporpaMa, BKIIOYBAINA U APYTU PopMHU Ha NledeHue (TICHXOTepallus,
[IOBEAECHYECKA TEpaAUd, IICHX0-COIHANHHE MEPKH).

AKTHBHOTO BELIECTBO HAJITPEKCOH XUAPOXNOPpH TIPUHAINIEKU KbM IpynaTa JeKapcTsa,
HapeUYeHH OMUONIHH AHTAFOHUCTH.

AJIENEH] anTaronusupa octpute eyQOpHYHH YCSIIAHMS ClIek MPHeM Ha OIIHAaTH, KAKTO U
HENPEOAOaAMAaTa Hy)KIa OT OIIHATH NIPH JICYCHACTO Ha ONHOUAHA 3aBUCAMOCT. EQeKThT oT
JIEYEHUETO CE U3pa3sABa B CBUIECTBCHO IIOHMXABAHE Ha IIpHeMa Ha ajIKOXOJI, Mopaay
HaMaIsBaHE Ha HYXAATa OT Hero. 1IoBeYeTo HaMe Ty ca B ChbCTOSHHAE J1a YIIPaBIIBAT CBOSATA
aOCTHHECHIUA ¥ Ja HE C€ BPBIAT OTHOBO KbM yHOTpeOa Ha OIMATH HIIM aJIKOXOJL.

AJIETIEH]] He nprunBsBa 3aBACHMOCT.




He npuemaiire AEITIEH/ 50 mg duimvupann Tab1eTKH B cay9ai Ha:

HN3BecTHA CBPBbXHYBCTBUTCIHOCT KBM HAJIITPCKCOH HJIH KBM HAKOC OT ITOMOIIIHUTE

BCIIECTBA

OrmyonHO - 3aBUCUMH [TALHEHTH, KOUTO MPOBAJIAT Ne3HHTOKCHKALUATA
[TanpeHTH ¢ MOJIOXKNUTENIEH YPUHEH TECT 3a OIIHAaTH

llanueHTH CBC CUMIITOMH Ha OTHEMAHE CJie]l MpHIaraHe Ha HaJOKCOH
Texka yepHOAPOOHA HEAOCTATHYHOCT HJIH OCTBD XEHATHUT

Texka ObOpeUYHa HENOCTATHYHOCT

HemoHoCUMOCT KBM J1aKTO3a

Jexapst tpsaOBa ga pemu xand AJAEIIEH/E 50 mg dnamuapann TabaeTkn MoXe Ja ce
[pUeMa 110 BpeMe Ha OpeMEeHHOCT ¥ KbPMEHE, ClIe] IPEIEHKA Ha PUCKA 3a MalKaTa U JeTeTO.

Cnennaaan npeaynpexaenus npa npaem Ha AJEIIEH/] 50 mg gunavmapaHu Tab/1eTKn

- BameTo ne4deHue Tpadsa ga 0b/1¢ Ha3HAUCHO OT JIeKap, KOMTO UMa OITUT B
JICUCHHUETO HA ONMHOMAHO - K aNTKOXOJIHO 3aBHCHMH NAIHEHTH
- Hukora He npuemaiite ommowzau ciuex npuem Ha AJEIIEHI 50 mg
buwmupanm tabnerku. Beopexku, e AINEIIEHI 50 mg ¢unvupann tabnerkm mie
Osiokupa TEXHUTE e(eKTH, CHIIECTBYBa PHCK Te3H OHNHOHAU Ja ¢€ 3albppXaT B
opranu3dMa Bu, gopm koraro edekTa Ha HANTpeKCOH € mpeMuHal. (CneoBarelHo,
HECH3HATEIIHO MOXE Jla C€ CTUTHE J0 IMpedo3upaHe C TEeXKH, jgopu daranay
OCJIECACTBUS.
- CoIlleCTBYBAa BEPOATHOCT Ja CTAHETE I10- YYBCTBATEIIHA KEM €(PEKTHTE Ha
onnouaute cnen jgedenue ¢ AJIEIIEH] 50 mg dpunmMupanu tabinerku. Taka Moxke 1a
CTUTHETE A0 HECH3HATEIIHO IPEeNO3UPAHE JOPH U NIPHU IIpHEM Ha oOMYariHU J03H,
KOETO MOXE /1a JOBEAE 10 TeKKH WIIH (paTaJHu MociecTBHA. Beeku mexap, KouTo
MMa OTHOIIEHWE KbM BaineTo nedyeHue TpabBa ga Opae uHGoOpMHUpaH, 4e HpHeMaTe
AJIEITEH/ 50 mg dnamupanu tabneTky.
AJIEITEH]T 50 mg ¢dunmupann TabneTkn MOXKe Z1a IPUYHHY XUBOTO3ACTPAMIABAIY
CHHIPOMH Ha OTHEMAHETO IIPH ONMHOMIHO 3aBHCHMH MALMEHTH.

Kontpon Ha yepHOApoOHaTa QyHKIIMA TpsOBa Ja OBbIe MPOBEXIAH NIPEIU U IO BpeMe
Ha JICUCHHUETO.

AKO IIpaBUTE APYTH KPBBHH TECTOBE, HHPOpMHUpaiiTe Balllud JIeKap, 4e NpueMare
AJIETIEH]] 50 mg ¢dunMupanm TabIIeTKH, Thil KATO TOBa JIEKapCTBO MOJXKE A IIOBIIMAC
BHPXY pe3ynTaTuTe OT YepHOOpoOHUTE GyHKIMOHAIHY TECTORE,

[Tpu npreMaHe Ha HAJITPEKCOH, OOJIKOBUTE CHCTOAHUA TpsOBa Aa OBAaT TEKyBaHM
CcaMO C HEOINMUOUHYN aHAJITSTHUIIH,

JIedeHHETO C HAITPEKCOH MOKE [1a NOBUINU Barmara 4yBCTBHTEIIHOCT KbM JIEKApCTBa,
CBIBPIKAIIH OTIHOUTH.

ITpu HacTenBaHE Ha OpeMeHHOCT TpsAOBa Aa nHPopMUpare Bamug nekap.

IIpveM / H3NGI3BaHE HA APYTH JIEKApPCTBA

Mons, uadopmupaiTe Bamus nexap, ako IpueMaTe Wil CTe NpHeMani 0 ApYrH

JIeKapcTBa, BKIFOYHUTETHO JIeKapcTBa 0e3 pelerra.




Axo nposesxaare nedenne ¢ AJIETIEH]] S0 mg ¢unmupanu tabnetku TpsaOa na u3Garsate
ynorpebara Ha JIeKapCTBa, ChABPKAIIH OIIHOMIY, Thil KATO TEXHAAT edexT me Obe
HaMajieH. Moist, ua(opmupaiite Bamusg nexap, ako ce HyxIaaeTe OT CHPOI 33 KAIAKIIA,

JICKAPCTBO CPEIy MHapus HaM OOJIKoyCnoKoaBaIo JekapeTro. Toi me By npennuine
JIEKapCTBO, KOETO HE ChABPXKA OITHOU/IH,

Ilpu ciemiHy ciry9au, KOraro NalMeHThT ce HyKAae OT IPHJIarane Ha OMHOWANY aHAITCTHIIN
3a yCIIOKOsIBaHE HA OOJIKara, MpHIOKEHaTa 103a TpsaOBa na Oble mo-BHCOKA OT 00uualtHara.
AOCOIIOTHO 3aXBJDKHTENHO € HEMOCPEACTBEHO JIEKAPCKO HabMIONEHHE IOPaAH ONACHOCT OT

NOTHCKAHE HA THINAHETO HJIH Pa3BUTHE HA APYTH CHMIITOMH C IIO-FOJIIMa CHIA |
IPOOBDKUTEIHOCT.

bpeMeHHOCT H KBpMeHe

Koncyntupaiite ce ¢ Bamus nexap unu papManeBT npeay IpHEMaHETO Ha KAKBOTO U /14 €
IEKapCTRO.

llodupane B pabora ¢ MAaIUHH
AJIEITEH]T 50 mg ¢punMupany TabaeTku MoXke da nosixse BamuTte Gpuzpuecky win

[ICUXUYECKH CITOCOOHOCTH, ¥ TaKa ja Hapymn Bamara cnoco6HocT 3a modupane uim pabota
¢ MalO{HH.

Bo3pacTHH

Bunaru npuemaiite AJ[ETIEH]] Touno no npeanucanueTo Ha Bamus nekap. Ako He cre
CHT'YPHH B HEINO C€ KOHCYJITUpaiTe ¢ Bamusa nexap nnm papManesr.

Havannara no3a Ha IBpBUA JIEH OT JICUSHHETO € TI00BHE Tabnerka (25 mg). Cnen ToBsa,
obuyaiinaTta no3a € 1 Tabnerka gueBHO (50 mg). [ToHsKora IEKapAT MOXE 4a IPEATIKIIE
paszny4Ha JO3HPOBKA, B 3aBUCUMOCT OT HHIAWBUAVAITHUTE M3HUCKBAHUS HA MTAIIMEHTA.

[IpoxsmxurennoctTa Ha teuenneTo ¢ AJIEIIEH]] ce ompenensa ot Bamms nexap.
O6ukHoseHo AJEIIEH]I ce npuema Hall - Manko 3 Meceila, HO B HIKOH CIy4aH ChHINECTBYRA
HEOOX0AUMOCT OT NO-HPOABJDKUTENHO IIPHIIOKEHHE,

Jela ¥ mopacTRaNIH
AJIEITEH/ ne Tpsa0OBa ga ce U3mon3ga Mpy Aena U moapacTeamnm nox 18 roauss.

Crapyecka Bb3pacT
HsiMa mocTaTbyuHO JaHHU 3a Oe30macHOCTTa B eHUKACHOCTTA Ha JEKAPCTBOTO 32 TE3H

HOXKAa3aHHA IIPH IMTAlTHCHTH B HalIpCiHalla Bb3pacT.

AKoO nIpHeMeTe nopeue TabAeTKHA oT 0OHIAHHOTO:
B ciayuau Ha npenosupaHe Je4eHHETO € cuMoToMaTHdHO. He ca n3Beetn {1 chPry Ha

npenoszupane ¢ AJJEIIEH/.

A% 0
PG




[lomobHo Ha mpyru nexapcrsa, AJIETIEH]] Moxe na npuuuny Hexenanu edeKTH, BHIPEKH,
Y€ T€ HE CE MPOABABAT IIPH BCHUKH ITAI{HECHTH.

AKO HSKOH OT HeXXeNnaHHuTe eheKTH CTaHE CEPHO3EH, UM aKo 3abelIe)nTe HexenaH edekT,
KOMTO HE € CIIOMEHAT B Ta3H JIMCTOBKA, MO HHbOpMUpaiiTe Bamius nekap wm $hapManesr.

BrsMoxHuTE HEeXENaHU edekTh ca 06061eHs criope TIXHATA YeCTOoTaA.

MHoro yectH (npu noeeye ot 1 Ha 10 naumeHTa):

Yectn (pu nmo-manko ot 1 Ha 10 manuenra):

He wectu (npu no-manko ot 1 Ha 100 manuenTa):

Penxu (npu mo-manko ot 1 Ha 1000 maumenTa):

MHuoro peaxn (mpu no-Manko ot 1 #a 10 000 namuenTa):

Morart na ce HabnroaaBaT CICAHATE HEXeIaH! JIEKaPCTBEHH PEAKIIHH:

MHOTr0 4YecTH:

[ maBoboHE
Hapyuienus Ha CbHA
be3noKOHCTBO
HeprHoCT

CrtomMaiiHa Ooika
CroMariHm KpaMIiu
["'anene

[103uBH 32 MOBPBILAHE
CtaBHa B MYCKYJiHa O0JKa
Cnaboct

Penku:

Kaxna

JaMmaiiBane

Tpenepene

[loBHIIIEHO H3IIOTSIBAHE
CBETOBBEPTEXK

IloBumeHa cip3HA CEKpelUs (JTaKpUMAaITHs)
bonku B rpbAHAS KOIIE
Huapus

3anek

3aJpbXKKa Ha YpPUHA
O06pus

3aryba Ha aneTuT
3a0aBeHa egKyJallug

| loHmXeHa IIOTEHTHOCT
[loBuinieHa €eHEPrUIHOCT
YHHUHHE
Pa3apa3sHHTEIHOCT
[IpomMeHH B HACTPOECHHETO

He yectu:
Hapymenus B roeopa




YeproapoOHH yBpeXIaHus
Jenpecus

Mucnu 3a caMoyOMHCTBO
Onutu 3a cCaMoyOHHCTBO

MHOro peJKu:
Tpemop
Bn30yna

Eydopus
XaJIOLUHAIIHA

ChbXxpaHaBalTe Ha MACTO, HEAOCTHITHO 3a JIela.
Jla ce ceXpaHgBa MpH TeMIeparypa nox 25°C.
Jla ¢ce cpXpaHdBa B OpHrHHAIHA OMAaKOBKA, 3a IpeAIa3BaHe OT Biara.

He usnom3Baiite JCKAPCTBOTO CICA dataTa HA H3THYAHC Ha CpOKa Ha T'OJAHOCT, BIIMCaH Ha
OIIaKOBKATd H 6HHCTepﬂ.

AKo 3aDel1eXUTe HAKAKEB Ae(eKT IIpH TabNeTKUTE (CIYKAHH WM CUYIIeHH TaONeTKH), Ipeau
NPUEMAHETO UM C€ KOHCYJITHpakiTe ¢ Baums ¢papMalieBT.

.HeKapCTBElTEl HC TpHﬁBa dd CC H3XBEPJIAT B KAHAJIM3ALUATA HJIH ¢ JOMAITHHUTE OTIIaabIH.
Bamusart @apmanem* me Bu nocmBerBa Kak aa H3XBBPAATC H3INAINHUTC JICKApPCTBA. Tesu
MCPKH IC ITOAIIOMOI'HAT OIIA3BAHCTO Hd OKOJIHATaA CpCla.

Kakso coabpxa AJEIIER/ 50 mg punvupanu radbaerkun
AXKTHBHOTO BELIECTBO € HANITPEKCOH XUAPOXJIOPUI.
Bcesika Tabnerka ecpabpixka 50 mg HAITPEKCOH XHAPOXIOPH.

Jpyru BelecTna:
CoplierHHA Ha TabJieTKara:

JlakTOo3a MOHOXHpAT, 1eyJI03a Ha IpaxX, MUKPOKPHCTATHA [IEeIYI03a, CHITHITHEB JTHOKCH]
KoJIoHAeH Oe3BOJIeH, KPOCIIOBHIOH, MarHe3HeB cTeapar.

[ToxpuTHe Ha TabneTKara;

JlakT03a MOHOXHIpAT, XuINpoMeno3a, TuTaHoB auokcua (E 171), makporon 4000, dbepuokcun,
yepeH

(E172), depuokcua, yepseH (E 172), bepuokcua, xunt (E 172).

Kak mraexaa AJEHNEH/A 30 mg dnavapaar Tadlerkm H KAKBO CbABPAKA
OIIAKOBKATA:

AIEIIEHA 50 mg dunMupanu TaOjleTKH ce mpeanaraT B OMakoBKM OT 7, 14, 28 u 56
TaGNETKH. A

LN

He BcHUKH 0MaKOBKHM Morar Aa 0bJaT IIyCHaTH B npojaxoa.



IIpuTexkare,a HA pa3pelIeHHETO 34 yHoTpeda:

Orpha Devel Handels und Vertriebs GmbH,
Wintergasse 85/1 B,

A-3002 Purkersdorf,
AscTpus

Ipouzsoauren:

AQP Orpha Pharmaceuticals AG,
Wilhelminenstrasse 91/11f/B4,
A-1160, Vienna,

ABCTpHUA

JlaTa Ha no¢J1eAHO 0J00peHHe HA JUMCTOBKATA:
Mai, 2008




