NNCTOBKA 3A MAUMEHTA
Rispolux® 1mg, 2 mg, 3 mg, 4 mg .1 o1 5

YeaxaeMu nanMeHTH,

Mons npoueTeTe BHUMATENHO Ta3n NUCTOBKA, Thit KaTO TA CLALPKA BaXHa 3a
Bac undopmauus. AKo umarte [BOMNBHHUTENHW BLIAPOCH, OOLPHETE C€ KbM
Balwus siekygaly riekap wnv dapmaleBT.

HaHMEHOBaHHe Ha NeKapcTeeHWs NPOLOYKT:

Rlspolux

/Pucnonykc/ ' A I
SRR

Koe e akTMBHOTO BeLIeCTBO? PATA wY......

Besika Tabnietka cbabpa 1, 2, 3 unu 4 mg risperidone.

KakBo Apyro cbabpka Rispolux®?

Crpyesuna:

Jlaktosa MOHOXMApaT, MUKPOKpUCTanHa LUenynosa, npexenatmHupaHo HULLecTe,
KpOCKapmesosa HaTpuit, HaTpueB naypuncyndar, konougeH 6GessBopeH cunmuues
OMOKCU U MarHesueR creapar.

Obeuseka:

Rispolux® 1,213 m g XMNpOMeEno3a, TUTaHOB HUOKCUH, MaKporon, YepeeH meneael-l
okeng (npu Rispolux® 2 mg), »bAT XMHOMWHOB anyMuHui ouseTuTen (npu Rispolux®
3 mg)

Rispolux® 4 mg: XwOpoKCUNPORWMLENYNnosa, XWNpoMenosa, TWUTAHOB [AMOKCWL,
UYEPBEH XXeNneseH OKCUA, YepeH »ere3eH OKCUA.

TNekapcTBeRna hopma U onakoBKa:

dunmupany TabneTku.

Onaxkoekn no 20, 50, 60 n 100 TabneTku.

Koii e oTroBopeH 2a npopax6ara ha Rispolux®?
Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, Austria

Koi e oTroBOpeH 3a Npou3BoLCTBOTO Ha Rispolux®?
Novartis Lid., Pharma Plant, Cherag Ali Market, Squibb Road, Toni, Gazipur,
Bangladesh .

Lek Pharmaceuticals d.d., Verovskova 57, 1526 Ljubljana, Slovenia

Kakeo npeactaengaea Rispolux®?

Rispolux® npuHagnexv KbM [pynata Ha Taka HapeyeHWTe aHTUICUXOTUYHK
NeKkapcTBEHW MPOAYKTK, KOWUTO Ce WU3MOon3BaT 3a fieyeHue Ha pefuua AYLUEBHU
3abonsiBaHust U3BECTHU KaTo MNCUXO03W.

3a KakBo ce uanonzea Rispolux®?
OcTpy 1 XPOHUUHN LUM30DPEHHN NCUXO3M Y APYI MCUXOTUYHA ChCTOSIHUS.
MpoabmKUTENHO NeYeHne 3a NPohyakTka Ha peLMANBY NPy XPOHWYHE

Kora He TpsibBa pa ce npunara Rispolux®?
AKO cTe aneprnvHn KbM pUCTIepPULOH UMM KbM HAKOS Apyra OT CbC
neKkapcTBo.



JINCTOBKA 3A TTALIMEHTA
Rispolux® 1mg, 2 mg, 3 mg, 4 mg cp.20r5

Kakeu crielyanHy npeana3Hu MEpKM TpsbBa Az cnaseate, KOrato npuemare
Rispolux®? ,
= Wmate npobremu c¢ 6ubpeunte unm uyepHus Apod, CBPASYHO-CBAOBO
3abonaeaHe, 6orniect Ha [MapkuHcow unu enunencus. Cooblete Ha Bawns
nexap 3a T€3W CbCTOSHUS,
» [IposiBABaTE CUMITTOMW Ha AeMeHUMs (BlollaBaHe Ha nametra). B Takos
cry4ai TpsibBa fja B3eMare no-mMarnka fosa Rispolux®.
» CTpapare OT enurericus. Rispolux® moxe na rpeavasuka npunagbuy. AKO
ronyunTe enunenTu4eH NpucTen, HesabaBHo ce obbpHETE KbM NeKaps GU.
» Kmarte cbpOevHO-ChACRO 3abonsieaHe. [lozaTa, KosiTo npuemarte, Tpsbea
GaBHO fa ce yBenu4asa UItu HaMmarisiga.
= BuumaBaiiTe ¢ HauMHa Ha xpaHeHe. Rispolux® woxe ga nApuUuMHY
yBenuyaBaHe Ha TernoTo.

Mons, nocveemsalime ce c Bawus nekap, 0opu Kozamo 20pPefiocodeHume
ChCMOsHUSA ca ce omHacsnu 0o Bac e MuHanomo.
Yeedomeme Jiekapsi cu 3a me3u ChCIMOsIHUS.

BaxHa nrHdoOpMaLns OTHOCHO HAKOM OT MOMOLHUTE BEECTBA

Tabnetkute Rispolux® coabpat nakrosa. Ako Banwmst nexap Bu e npeaynpegwn, e
umvare HENMOHOCUMMOCT KbM HSAKOW 3axapyu, KOHcynTupafite ce ¢ Hero npean fa
3anovYHeTe Aa npuemMaTe ToBa INeKapcTBo.

Kakeo TpsibBa pa 3HaeTe 3a lpunaraHeTo Ha Mpogykra No Bpeme Ha
OpeMeHHOCT U KbpMeHe?

lMoceeemealime ce ¢ Bawust nexap rpedu da e3emerme Kakeomo u 0a e JIeKapcmeo.
CwobleTte Ha Bawms nekap, ako cre 6peMeHHa (MAK Ce CbMHSABATE, Y€ CTe) Mnn
KbpMUTE. Rispolux® Tpsibea ga ce npuema ro Bpeme Ha BpPEemMeHHOCT, camo npu
KaTeropuyHa HeobxXoaumMocT.

Rispolux® He Tpsibea aa ce usnonsea ro BpeMe Ha KbpMmeHe. AKO ce Hanara nevexme
c Rispolux®, KbpmeHeTo TpsibBa fa ce NPeKbCHE.

C kakBo TpsGBa pa ce cboOpassieaTe npu wodupane unu npu padorta ¢
MaLUNHEN? )

KakTo BCMYKA NCUXOAKTMBHM BellecTea, Rispolux® moxe aa noBnnsie BbpXy
yMCTBEHUTE Wunu dusnuecku crnocobHocTM y Hsikou xopa. He wodmpaite n He
paboTete ¢ MaluMHu npeayn BawwmsT nekap fa npeyedn gokoriko Bue nnuHo cre
roaaTnuey Ha eeKkTuTe Ha NeKapCTBEHOTO CPEACTRO.

Kowu Apyr¥ NponyKTU OKa3BaT BNWsIHME BBPXY edekra Ha Rispolux® WUy Morat
0a 61.[aT NOBJIUSIHKA OT HEero?

VeeOomeme rieKkapsi cU 3a Jfiekapcmea, Koumo eseMmame 1o peuenma ufiu cme
3akynunu bes peyenma.

PucnepnaoHbT MOXe Ha 3acunu OSWCTBUETO Ha ankoxorna v Ha MejukameHTute,
KOUTO TNOTUCKAT LeHTpanHaTa HepBHa cucTema (ynoisally BellecTBa, HsiKou
aHTMOenpecaHTn W aHTUXUCTaMWHOBU  CPEACTBa, HapKoTUYHW  aH
BeHzoguasenuin 1 onuoupn). He ynoTpebsBaiTe arnkoxon, [OKaT
Rispolux®.
Criogenete ¢ Bawms nekap, ako fpuemare HSAKOe OT ChefHUT)
kapbamasernvd, neeofona, heHoOTMA3WAKW,  TPULIMKMAWYHWU  aH




JINCTOBKA 3ATIAUMERTA
Rispolux® 1mg, 2 mg, 3 mg, 4 mg cp.3 01 5

dnyokcetuH, Heta-Oniokepu. Tesu nekapciBa MOXe [a MNOBAUAAT edekra Ha
pucriepnioHa.

Rispolux® MOXeE [ia 3achiut BEWCTBUETO HA HAKOW aHTUXUNEPTEH3WBHU nexapcTsa.
Nudopmupaiite Baluns nekap, ako npuemare HAKakBU NeKkapcTBa 3a NoHnxasaHe Ha
KPBBHOTO HansiraHe.

B KakBa £03a U KOSIKO YECTO MOXeTe Aa npuemare Rispolux®?
BauwmsT nekap we Bu kaxe konko TabneTkw fa B3emate Ha AEeH W KOINKO ALAro
(KOrIKo AHK) Llle NPOOLIMKY TEpPaANUATA.

TabneTkuTe ce nornblUaT Leny, ¢ Yawa soga. He gbauyete Tabnetkara.

Baemaiite TabneTkuTe cU BCEKM AEH, 3a NpenopbYBaHe fMo e4Ho 1 CbLUuo Bpeme.
CrieppaiiTe ykasanusaTa Ha nekaps cu. He npomeHsinte pHeBHaTa [J03a Ha
NEKapcTBOTO.

[ozara Ha Rispolux® Tpsbea fa ce yeennuasa nnasHo. lNpenopbysaHara cxema Ha
[03YPOBKa e 2 Mg MbpBMA AeH, 4 mg — BTopus AeH. [pn HeobxoanMocT Ha TpeTus
JcH Jo3aTta MoXe Aa ce yeBenuun Ao 6 mg. ObuvaliHata onTumarta fosa e 4-6 mg
OHEBHO. TS MOXe Aa CE B3eMe HaBefHbX WM Aa ce pasgeni Ha [Be OHEBHU
£o3n.

Mpn naumeHTVM B Hanpeanana Bbapact (Hag 65 roguHnu) 1 NMpu nauMeHTU ¢
uepHogpobuy nnn 6L6peyHn 3abonseanns NpenopbyBaHaTta HavarnHa fosa e 0.5
mg ABa nbTv AHeBHo. OBukHoBeHO ediekTuBHaTa fHeBHa fosa e 1-2 mg nea
MbTU QHEBHO.

AKO ce CbMHABaTe, Ye LECTBMETO Ha JICKapCTBOTO € TBbPAEe CUMHO WIM TBbpae
cnabo 3a Bac, nockBeTRaliTe ce ¢ Balums nekap unu dpapmaLeBsT. '

KakBo TpsibBa Ba ripeAnpMeMeTe, ako Rispolux® € OWUI nNpreT B MHOTO royieMmn
KonnuecTea (npeqHamMepeHo Uiu HeyMMWeHo npefo3upane)?

AKO cTe B3enu HaBegHbX NpeKkaneHo MHoro Tabretkw, npgete npu Bawma nexap
KOMKOTO €& BbL3MOXHO No-ckopo. [okaxere Ha feKkaps ocTaHanmte Tabrnetku B
onaxkoBsKaTta. '
CumriroMuTe Ha WHTOKCUMKAUMA C Rispolux® ca 3amMblfsBaHE Ha Cbh3HAHUETO,
CBLHIMBOCT, CBETOBBPTEX, CKOBAHOCT Ha MycKynuTe u TpernepeHe. OBUKHOBEHO Te3n
CUMMTOMI He ca XMBOTO3acTpaluasaliy, Ho Bue Tpsbea ga nocetute nekapsi cu.
BsemeTte akTuBeH BbITIEH.

KakBo TpsibBa fa npegnpueMeTe, ako ¢re nNpuesiu no-Marko oT npeanucaHara
no3a Rispolux® usiu cte nponycHanm npMema Ha npoaykra?

Ako 3abpasuTte fa B3emeTe TabrnieTkaTa cu, nponycHeTe s1. BaemeTe cnefpallyara
TabneTtka B 06u4anHoOTO BpeMe.

He npuemaiite no-rosisma oT nipegnucaHata AHEBHa 4038,

Kakeu HexxenaHu peakumy Moxe na rpeausBnka NPUIioKeHUeTo Ha Rispolux®?
B mMHOro cnydamn e umMaro 3aTpyfaHeHne B pasrpaHMiyaBaHeTo Ha Hexenanute edekty ot
cuUMITOMKUTE Ha BonecTTa.
Cro0iliaeany ca cnegHuTe HexenaHn peakumm oT ynotpebara Ha pucnepuaors
Hecmn: >1/100, <1/10 nexysanyn naumeHT
Heuecti: >1/1 000, <1/100 nekysaxy nauveH
MHoro pegkn: <1/10 000, BKI1. OTAENHK Cny4Yan




JIMCTOBKA 3A NALMEHTA

Rispolux® 1mg, 2 mg, 3 mg, 4 mg cp.4 o015,
Yectu Hevectn MHoro pepku
Hapyiuenuns Ha NeKn fPOMEHH B
KpbBHaTa W numdHa KpbBHaTa KapTuHa
cucTemm
Hapyluenus Ha MosuweHn HXBa Ha
metabonvama n KpbBHaTA 3axap,
XpaHeHeTo ussiea Ha
npepllecTsaLy
Anabet
MenxunyHn HapylueHns | TPEBOXHOCT,
DE3NOKONCTBO
HapyLieHus Ha Bescthue, CHHIWBOCT, YMOpP2,
HepBHaTa cucTema rriiascBornve, 3amasHOCT,
HOTUCHATOCT 3aTpynHeHa
KOHLIEHTpaLWS,
eKkcTpanpaMuaHn
cUMPTOMU?:
TpenepeHe Ha
MYCKYUTE,
CKOBaHOCT, .
MOBKLUEHO
CRHOOTAESHE,
3abaseHn OBWKEHNS

HapyLueHus Ha ounte -

3aMBITIEHO BIDKAEHE

Cbppeunn HapylieHns!

XUNoOTOHWA (BKTI.
OpPTOCTaTUYHE),
Taxukapaus (BKI.
pedbriekropHa) vnu

XUNepToRus
CromallHO-YpeBHU sariex, nokaueaHe Ha
HapytueHus rageHe/noBpbLLaHe, | TermoTo

BonKn B cTOMaxa

Xenato-SunmnapHu MOBULLIEHN HUBE Ha
HapyLeHus yepHoapobHUTE

EH3UMK
HapylueHus Ha PVIHUT, EX3eMa U OTOK

KoXaTa WU NogKoXHaTa

APy anepryiHm

ThKaH peakLm

Hapywexus Ha VHKOHTUHEHLINS

6vOpeLmTe n

MVKOYHUTE MBTULLA

Hapywuehns Ha HornesHeHa 1

BB3MpousBoauTENHaTa MpoObLIDKATENHA

cucteMa W rspgara epeKuus bes
ceKkcyarieH CTuMyr,
3arpyaHeHa
Epekumnsa n

esKynauvs, TpyaHo
AOCTUraHe Ha
OprasbM




JIMCTOBKA 3A INMALMEHTA
Rispolux® 1mg, 2 mg, 3 mg, 4 mg cp. 50T 5

" Momchatoct e crobliaBaHa MO-HECTo NpYU Aelid W fogpacTsally, OTKOIKOTO Npu
BbapacTHW. KaTto usino e rieka n npexoaHa.

2 Tean cuMATOMU ca ODVMKHOBEHO NEKV 1 OBpaTVMKM MPN HaMansBaHe Ha fosata unm
puriaraHe Ha aHTUMAPKUHCOHOB MPOLAYKT, aKo € HeoBxoaumo.

EHOOKpUHHU HapyWweHUst:

Rispolux® npeavsBuKea NOBULLIABAHE NNasMEHUTEe KOHLEHTPauuM Ha MPoNakTiiH, KOeTo
33BUCKM OT rofneMuHaTa Ha posata. [Mopagw ToBa MOrar aa Bb3HUKHET rasiakropes,
MMHEKOMACTUS!, MEHCTPYaITHA CMYLLIEHWA UITU amMeHopes.

CrobluaBakn ca "BOAHA . MHTOKCUKaLMA" B pesyntar Ha cuinHa Xaxaa whnn Ha
CMHAPOMAa Ha HenpaBumHa cekpeuus Ha aHTUAWYPETUYHWS XOPMOH, KbCHa
JMCKUHE3WNS, HEBPONENTAYEH ManurHeH CcUHIpPOoM, AuWcperynaums Ha TenecHarta
Temnepartypa u npunagbiii.

MO3BYHO-CHO0BY VHLIMAEHTY KATO MHCYIT 1 MPEXOAHN NCXeMUYHM aTaky ca Habriogasakm
M0 BPEMe Ha NEYEHIE C PUCTIEPUAOH Y NMPY KAMHWHHY APOYYBaHKs, 0COOEHO MpK NaLueHT!
B HanpeAHarna BL3pacT ¢ AEMEHLS.

Kaken Mepku TpsibBa fa 61AaT B3eTU BLB BPL3Ka C HEXeaHUTe NeKapcTBEeHN
peakumn?

Ako 3abenexmnTe HSKaKBU HEXENaHW fMeKapcTBeHW peakuuu, Aopu 1 TakuBa, KOMTo
He ca oTOernsizaHu B Tasu NMCTOBKA, MoNs oObpHeTe ce KbM Baiuuva nexap wnu
hapmaulesT.

WHeTpyKkumMK 3a CkXpaHeHue:

ChbxpaHsiBaiTe Ha MecTa, HegoCTbnHY 3a feual

He wsnionssaiite npoaykra crnef M3TWYaHE cpoka Ha rOAHOCT, O3HajyeH Ha
OMNaKoBKaTa.

[ata Ha nocnefHa peaakuMs Ha IUCTOBKaTa:
MapT 2005

—— e




