KPATKA XAPAKTEPUCTUKA HA I'IPO,D,YKTA

Rispolux® 1 mg, 2 mg, 3 mg, 4 mg ) cTp. 1 o7 11
| N3NbIIHNTENRA A g (U DERAPCTBAIA
1. T'bPFOBCKO UME HA JIEKAPCTBEHUA nPO.uYKT Kpamna xapaxmepucuxa a npodysma - (punoxsie 1

Rispolux® | c
/Pucnonykc/ | KoM PY. N2 4% - , Q -0

2. I{OHM‘-IECTBEH U KAYECTBEH CBCTAB
Bcaka dunmmpana Tabnetka Rispolux@ ceabpka 1 mg, 2 mg, 3 mg vmnu 4 mg
risperidone.

3a NoOMOLLHKTE BelwlecTBa BWK T. 6.1.

3. NIEKAPCTBEHA ®OPMA

dunmupana TabneTtka.

Rispolux‘E’ 1 mg: 6sina OBOWHOW3MLKHANA, NpoabLnroBata Tabnertka, ¢ AenutenHa
YyepTa oT e,qHaTa CTpaHa

Rispolux® 2 mg: posoBa nsouuouanbmana npoabnropaTa tabnertka, ¢ genurenHa
yepTa oT éqae're CTpaHu

Rispolux® 3 mg: XbnTa OBOWHOW3MbKHANA, NpoabsiroBara tTabnertka, ¢ genurenHa
4yepTa oT ,u,BeTe CTpaHwW

Rlspolux 4 mg: TbMHOpO30Ba [OBOWHOM3MbKHaNa, npoAbaropata Tabnertka, cC
nenuTenHa Yepra oT gseTe CTpaHu

4. KIMHKWYHX 0AHHA

4.1 Moka3zaHunA

OcTpy U XPOHWYHK LUU3OPPEHHU NCUX03N K APYTU NCUXOTUHHWN CHCTOAHUA.
[poabmKMTENHO NleYeHWe 3a NPeBEHUMA Ha peuuanBm Npu XPoHWHHa WKU3ogpeHus.

4.2 [JosupoBKa U Ha4MH Ha NPUIOXEeHUe

[pemunagaHe om Opyau aHMmuIcuxomuYvHU f1eKapcmea KbM pucnepuoor

KoraTo € MeguuWHCKM onpashaHo, nMpu  3anoyBaHe Ha rnedeHue c risperidone, ce

npenopbYBa NOCTENEHHO NPeKbLCBaHe Ha NpeawnllHOTo neveHve. lNpu npemMnHaBaHe oT

ASNO-aHTUNCUXOTUNHWM NPOAYKTU KbM risperidone € npenopbuvTenHo Aa ce 3anodse

nedeHve c¢ risperidone NoO BpeMe Ha cnegsawata nnaHupaHa WHXeKUUsa, ako €
. HeODX0AUMO. |

HeobxogmumocTTa OT npoAbmKaBaHe Ha NPOBEXOAHOTO aHTUNAPKUHCOHOBO neqel-me

TpADBa Aa ce npepasrneXna NnepuoguyHo.

Bb3pacmHu

Risperidone moxe pa ce npmnara BeAHBX WX gBa NbTh AHEBHO.

[MaumeHTUTEe TpAGBA Aa 3anovBaT fle4eHneTo ¢ Ao3a 2 mg AHEBHO. [Jo3aTa MoXe ga
Obae nosulleHa Ha BTOPUA OeH Ha 4 mg gHeBHO. Cnen ToBa Ao3aTta MoXe fia ce
NPOMEHW UHAUBMAYANHO CNPAMO KNMWHWYHKUA oTroeop. OnTUmanHaTta TepanesTudHa
Ao3a e obukHoBeHo 4 - 6 mg/gHeBHO. [1py HAKOM NauWeHTU ca no-noaxoAsLin no-
abnra asa Ha TUTPUpaHE Ha Ao3aTa M NO-HUCKU HavyanHa ¥ noaabpXalia aosu.

[lpn KNUHW4YHW npoy4yBaHUA A03M Hag 10 mg AHEBHO HE Ca nokage]]
€(PUKACHOCT, HO € Bb3MOXHO Aa npeansBukaT ekcTpanmpaMmuaHu 7 ANIDF
OaHHKM 3a De3onacHocTTa Ha [o3nm Hag 16 mg AHeBHO W 3AaTOBE
npunarart Ao3u, npesuulasalin Te3n CTOMHOCTMW. |
Korato ce W3uckBa AONBNHUTENHO cegupaHe € no-Noaxons



KPATKA XAPAKTEPUCTUKA HA NPOAYKTA
Rispolux® 1 mg, 2 mg, 3 mg, 4 mg cTp. 2 o1 11

aosara Ha rlsperldone

[ayueHmu e HanpeoHasna eb3pacm

MpenopbunTentata HavanHa aosa Rispolux® e 0.5 mg apa meTM aHesHo. EauHWMHaTa
003a MOXe WHOMBUAYaANHO Oa ce yBenuyaea CbC CTbhnka or 0.5 mg Ao pocTuraHe Ha
gosata oT 1-2 mg ABa NbTUM AHEBHO. THW KATO MPW XopaTa B HanpeaHana Bb3pacT

KNMUHUYHUAT ONUT € OrpaHnyeH, neYeHueTo Tpabea ga ce nposexaa BHUMaTENHO.

Leua
Hsama knuHu4yeH onuT OT iedeHuve Ha geua nop 15 ro.qan C nspendﬂne

YepHoOpobHa u 6tbpeqHa HedocmanmbyHocm

[MpenopbuuTEnNHaTa HavanHa gosa Rlspolux e 0.25 mg aAsa nbTH gHeBHOo. Cnopen
TepanesTUIHUA ePeKT Tasu 403a MOXe NOCTENSHHO 4a ce yBenuydasea ao 1-2 mg Asa NbTu
AHeBHO. KIWHWYHUAT ONUT OT NEYEHUETO Ha Te3u rpynu NauWeHTN e orpaHWd4eH, nopagn
TOBa KbM TAX TpAdea Aa ce noaxoxaa ¢ ocobeHo BHUMaHue.

4.3 [MpoTMBONOKa3aHUA |
CBpbXUyBCTBUTENHOCT KbM  risperidone wnn HAKoe OT MOMOLWHUTE BeljecTBa (3a
NOMOLUHKTE BellecTBa BXX. 6.1.).

44 CneumvanHmn npeaynpeXxacHnusa u cneyuanHy Mepku npu ynotpebda

[lpe3 HavanHus nepuod Ha TUTPUPaHe Ha Aos3aTta MOXe fla HacTbiv OPTOCTaTUdHA
XWNOTOHWUSA, KOSITO ce AbMKM Ha anda-Onokpailoto aeicteue Ha risperidone. [lpw
MaUMeHT!, KOMTO CTpagart OT CbpAeyHo-CbaoBu 3abonasaHus risperidone TpsbBa pa ce
npunara ¢ NoBULLEHO BHAMaHWE U Ao3aTta Tpsdsa pa ce noevllaBa NocTeneHHo (B 4.2.).
Mpw xunoToHUA TpAdBa ga ce ocoMMcnNu HaManaeaHe Ha gosara.

YecToTata Ha 3amasiHocT, Bpagukapamsa v TpaesMu, NPUHMMHEHN OT NPUNagbK € NO-BUCOKA
Npuy Xopa B HaNpeagHana BbL3pacT OTKOMKOTO NpKY NO-MNaau NauUeHT!.

| Kakto npu octaHanute aHTUNCUXOTULM Cce npenopkyvBa NOBULLEHO BHUMaHWE npu

. npeanuceaHe Ha nekapcTea, yavmkaeawm QTc uHtepsana. Risperidone TpsibBa pa ce

npynara ¢ NOBULUEHO BHUMAHWE MPU NaLUMEHTU CBC CBMBLTCTBAWO CbhbPAEYHO-CHAOBO

3abonsBaHe (Hanp. BpoAeH cMHAPOM Ha yabmokeH QTc uHTepBan, KOPOHapHO CbPAEYHO

3abonsBaHe, HapyleHUs B NPOBOAUMOCTTA, apuTMuA) unu dhamMunHa aHamHesa 3a QT

YALIDKABAHE, KaKTO U CbMbTCTBALLO NeYeHwue C fieKapcTBa, KOWTO Chlyo npeaunssukear
yabikaeaHe Ha QT uHTepaana unn Xunokarmemus.

EQHOBpEMEHHOTO NPUNOXEHWE Ha APYrYM aHTUNCUXOTUUW TpADBa aa ce u3bAarea nNo Bpeme
Ha neyeHune c risperidone (Bx. Touka 4.5 JlekapcTBeHU U APy B3aUMOAENCTBUS).

Nekapcreara, Onokupalld AoNaMUHOBUTE peLienTopn, Morat aa an-IHHFIT KbCHI
AUCKUHE3WU. XapaKTepHU 3a KbCHUTE OUCKUHE3UU CA aBTOHOMHUTE, p
ABWKEHNA Ha €31Ka, ycTaTta U NMUETO. YCTAHOBEHO €, Ye €
NOBWLLABAT PUCKA OT pasBUTUE HA KbCHA OuUcKkMHesuA. Tpsbe
obMmucnn, ako CUMNTOMUTE HA KbCHU AUCKUMHE3UWU Bb3HUKHAT NPU |
AHTUNCUXOTUYHOTO NEYeHKe.




KPATKA XAPAKTEPUCTUKA HA NMPOAYKTA
Rispolux® 1 mg, 2 mg, 3 mg, 4 mg cTp. 3 oT 11

HEeBpoOnenTUYEH ManurHeH CUHOPOM CbC CUMNTOMM KaTto XWNepTepMus, CUMHO
CXBalllaHe Ha MYCKynuTe, aBTOHOMHA HecTabUNHOCT, NpOMEHW B fAcHOTaTa Ha

Cb3HaHVETO U NOBULLIEHW HUBA HA KpeaTH(OocPokuHasa.
[py NosiBa Ha HEBPONENTUYEH MANTUIHEH CUHAPOM aHTUNCUXOTUMHOTO NeYeHne Tpﬂﬁsa Aa

ce npexparm.

CneuuanHiTe 0030BW NPEnopbkM 32 NAaUWMEeHTU B HanpeaHana Bb3pacT v naumMeHTn C
yepHoAPoBHU U 6BOPEeYHN HapyLieHUs ca npeacraBeHn B T.4.2.

[py naumeHTn ¢ NCUXO-OpPraHMYHU HapyLUeHUS UMa MNOBULLEH PUCK OT HEXenaHW
peaKLMH. |

KoraTo risperidone ce npeanucsa Ha naUuMeHTH, CTpanalum oT AeMeHuus ¢ lewy-Tena
U ot donect Ha lapkuHcoH, TpabBa Aa ce npeueHU CLOTHOLWEHMETO NON3a-puck
nopaau NOBULLEHUST PUCK OT MaJINTHEH HeBponenTUYeH CUHGPOM UM BRoLIaBaHe Ha
NapKUHCOHU3IMa.

'I/Isaecmo e, Ye KnacudeckTe HEBPONENTULIM CHWKABAT ripara Ha nosisa Ha rbpyosBe.
Rispolux® Tpsabsa Aa ce npeanMcsa MHOTO NPeAnasnMBo Ha NALMEHTH C ENUMENCHS.
[MauneHTUTE TpAGBa Aa ObaaT npeaynpeaeHn 3a Bb3MOXKHO yBeNnYaBsaHe Ha TermoTo.

AHTUNCUXOTUYHUTE NEKapCTBEHW NPOAYKTM MOraTt napagokcanHo Aa 3acunsAT
CUMNTOMMU KaTo Bb3Oypa, TPeBOXHOCT M arpecuBHOCT. [1py nosiBa Ha Te3u CUMNTOMM
MOXe [a Bb3HMKHE HeoOXoauMOCT OT HamansBaHe Ha [os3aTa UNn NpekparsABaHe Ha
nevYeHueTo ¢ risperidone, kKakTo e NPU OCTaHaNUTe aHTUMCUXOTULM. |

MpubnuantTenHo TPUKPATHO NOBULLEH PUCK OT MO3BYHO-CHLA0BUN HEXeNnaHu peakuvu e
HabnioaasaH npyu paHaomusvpaHd nnauebo KOHTpONMpaHW NPoy4YBaHUA C HSAKOU
aTUNUYHA AHTUNCUXOTUUW BbPXy nonynauvs ¢ aemeHums. MexaHmsmbT Ha To3u
NOBULLUEH PUCK HE € U3BEecCTeH U He MOXe Ada ObAe U3KNIYEeH 3a ocTaHanute
aHTUNCUXOTULUKM W [pyrv nonynauun nauveHTu. Risperidone tpsbsa aa ce usnonasa ¢
NOBULLIEHO BHUMAaHWE NPWU nauveHTn No4 PUCK oT MHCYNT.

[TauneHTV B HanNpeaHana Bb3pacT ¢ AeMeHUUs1, NEKYBAHWU C aTUNUYHKU aHTUNCUXOTUYHMU
NeKapcTBa NokKaseaT NoBULLEHA CMBLPTHOCT B cpaBHEHME ¢ rlauebo npu metaaHanus
Ha 17 KOHTpoNupaHu nNpoy4yBaHWUs Ha aTUNMUYHUTE AHTUNCUMXOTUYHW NEKapcTBa, BKI.
risperidone. MNpu nnauebo koHTPONUpaHK NpoyvBaHus ¢ risperidone B Ta3u nonynauun
yecToTata Ha CMBPTHOCT e 4,0% 3a nauneHTu, NekyesaHu ¢ risperidone, B cpaBHEHUE C
3,1% 3a nnauyebo. CpeaHarta Bb3pacT (AuanasoH) Ha nayueHTUTe, KOUTO ca NoYMHaNK
e 86 roguum (67-100).

[lpy Tean npoydBaHMa neveHneTo ¢ furosemide MW risperidone e acouumpaHo C Mo-
BMCOKA CMbPTHOCT B CpaBHeHue ¢ neveHueTo camo ¢ risperidone n camo ¢ furosemide;
MEXaHU3MbT Ha B3aUMOAECWUCTBMETO € HeusacHeH. EaHoBpemMeHHaTta ynoTeﬁa Ha
risperidone ¢ Apyry auypetuuy (rMaBHO TMa3uaHU AMYPETULM, YNOTPeCaBsaHA &, Hr

1031) HE NMOKA3Ba NOJOGHW HAXO4KK. gﬁ"

Hama kaTeropmyHo oDAcCHeHne 3a NpuynHaTa 3a HabrniogasaHata C
ToBa € HeobXxoauMO NOBULLEHO BHAMAHUE U NpeLieHKa Ha CbOTHOLLE QLR FeRD
npu xombBunupane Ha risperidone u furosemide wnu ppyrm MauUfan OEEeY



KPATKA XAPAKTEPUCTUKA HA MPOOYKTA
Rispolux@ 1mg, 2mg, 3mg, 4 mg cTp. 4 o1 11

HesaBucrmo 0T neueHWeTo, AexuppaTtauusita € Han-4ecTus PUCKOB (hakTop 3a CMbPT
U 3aTOBa TPAOBA Aa ce n3bsirea npw nauneHTn B HanpeaHana Bb3pacT C AeMEeHLUNs.

Xuneprnukemnsa unu exksauepbauns Ha npegwecrtsaw] auaber ca cbobliasaHu B
MHOrO peaKkum cnydam no BpeMe Ha nedeHue ¢ risperidone. [lpenopbuBa ce
NOAXOAALLO KNMHUYHO HABMogeHue Npu nauneHTn ¢ anabeT u npy NnaumMeHTH ¢ pUcK
OT pa3BUTHE Ha 3axapeH auaber. |

CrneuyanHo BHUMaHWE Ce W3UCKBA nNpW nNauMeHTU C XUnepnponakTuHeMus,
NPONaKTUH-3aBUCUMU TYMOPU (Hanp. xunodgu3apeH TMPONakTUHOM) U BEPOATHO
NponakTUH-3aBUCMMU TYMOPW (Hanp. KapuuHOM Ha rbpaata). Risperidone Moxe aa
AoBede OO0 [A[0303aBMCUMO NOBULLEHWE HA fpPONakTUHOBUTE HWBA. Bb3MOXHK
CBbP3aHU NPOSIBU Ca ranakropesi, r’MHeKOMacTUA, HapylleHue Ha MeHCTpyarHus
LUKBN M JOopU ameHopena (BX. Cbluo Touka 4.8 Hexxenauu peakuuv). B ponbnHeHve,
NPpOy4BaHWA Ha TbKaHHW KynTypu nokassaT, Ye KIETbYHUA pacTex B TymMOpd Ha
repgata npyu xopa Moxe ga 6bae crumynupaH OT nponakTuH. Bwnpeku 4ye B
KNUHUMHKU 1 enuaeMuonorayHiM npoydyesadug He € rokasaHa daAcHa Bpb3ka mexay
NPUNOXEHNETO Ha aHTUNCUXOTUUM W KAapuMHOM Ha rbpaarta, npenopnbuysa ce
NOBULLEHO BHUMAHWNE NPU CbMHUTENTHa aHaMHe3a.

Paako ca onnucBaHW OCTPW CMMMTOMXA HA OTHEMAHE, BKNIOYMUTENHO rageHe, NoBpbLUaHe,
n3noTABaHe U De3CHHKE, KOMTO Ce NPOABABAT CNeL PA3KO criMpaHe Ha Tepanusl ¢ BUCOKN
003X aHTUNCUXOTMHKM Nexkapctea. Moxe ga ce Habniogasa W peuvwauB Ha NCUXVMHW
CUMNTOMM, NOSIBA HA HEBONEBU ABWKeHMA (KATO akaTUsusl, OUCTOHWUS U OUCKNHE3URA).
[lpenopryBa ce CNUPAaHETO Ha JNTIEYEHVETO Aa CTaBa NocTeneHHo.

MauneHTu ¢ peaku HacneacTseHu npobnemMw KaTo ranakro3Ha HENOHOCUMOCT, Jlan
nakrasHa HegoCcTaTbMHOCT WY FNIDKO30-ranakto3dHa manabcopbumna He Tpsadea aa
npyuemaTt ToBa NIeKapCTBO, Tbid KATO ChbAbPXa NaKkro3a MoHoXuapar.

45 JlexapcTBeHM U APy B3aMMOAEHCTBUA
PapmakoAMHAMUYHU B3aUMOAENCTBUSA

. BuamoxHuTe B3aumogdeictsusi Ha Rispolux® ¢ gpym nekapctea He ca NpoyqeHu
cucTeMaTtndHO. Kato ce umar npeapua edexkrute Ha risperidone rnasHo sbpxy LIHGC,
koMmOUHaUuMTe C OpyrM LeHTpanHo AelcTeally rexkapcTsa TpsbBa Aa ce npunarat ¢
noButieHo BHUMaHue. Risperidone Moxe fa aHTaroHusvwpa AeUCTBMETO Ha Nesoaona u
APYyru AoONaMUHEPTUYHU aroHUCTH. |

EQHOBPEMEHHOTO nNpuNoXKeHWe C APYyru aHTUNCUXOTUMHWA NEKapCTBEeHUM NpPOoAYyKTH,
NUTUW, aHTUOAENPECAHTU, aHTUNAPKWHCOHOBWU NEeKapcTBeHW NpOAYKTU WU neKapcTtsa C
LEeHTpanHn XONUHONUTHUYHU edeKTU NOBULLIABAT PUCKA OT KbCHU OUCKUHE3N.

Kakto U npuM octaHanute aHTUNCUXOTULUM ce NpenopbyYBa NOBWULLEHO BHUMAHME NpU
npeanucBaHe Ha nekapcTeeHW npoayktv, yabmkasawm QT udHTepBana (Oopyru
aHTUNCUXOTULM, aHTaputMuum knac IA wnu lll, apceHues TPMOK AL JICE geTaaun
aLueTaTt, AonaceTtpoH, uusanpua, aHtubuotumuu (Hanp. ma -rﬂ e

EPUTPOMULIMK), NPOTUBOMANAPUIAHA  NEKAPCTBEHU  NPOAYAK™./ AsTmXu
aHTUAENPECaHTU) UNW NPEeAV3BUKBALLM XWMOKANIMEMUS U XWNOMATSESHEMH
OUYpETULM), MNW NOBULLABALLM B rONSMA CTENeH EKCKPeUMSTE: \Ha: e
MOHAKOra Xnopuaun (auypetnun Kato dyposemus U XNopoTUASH




KPATKA XAPAKTEPUCTUKA HA MPOLYKTA
Rispolux® 1 mg, 2 mg, 3 mg, 4 mg ' crp. 5 o7 11

yepHoapobHMa meTabonu3sbM Ha risperidone.

AHTU-a4-aapeHeprUUHUAT ed)ekT MOXe Aa 3acunu NOHWXKABALUA KPBLBHOTO HansAraHe
etekt Ha phenoxybenzamine, labetalol 1 gpyrM a-Gnokupaliy CUMNATOMUMETUYHY
aKTUBHW BelecTBa, Cblo Ha methyldopa, reserpine 1 Apyri UeHTpanHo geuncrBallm
AHTUXWNEPTEHINBHW aKTMBHM BellecTBa. HanpoTMB, TNOHUXKABALWMAT KPBBHOTO
HansiraHe edgekT Ha guanethidine e 6nokupaH. |

B3aumopeitcteus, 3acsarawm furosemide npu nauveHTM B HanpegHana BbL3pacT C
neMeHUUA BX. ToMKa 4.4,

PapMaKkOKMHETUYHN B3aUMOOENCTBIUSA
KapbamasenuHbT NOHWKaBa NnasMeHUTe HUBa Ha risperidone U Herosus akTueeH

meTabonut. NMoaobHu peakuun moraT ga ce ovakeart ¢ APYru nekapcTea, MHOQyuMpawm
yepHoApobHMTe MeTabonusvpaluy eHaumu kaTo rifampicin, phenytoin, bapbutypatu v
WenT KanTapwod (Hypericum perforatum). Korato nedeHuweto ¢ kapbamaszenvi wnuv
APYTY EH3UMHM MHIYKTOPY Ce 3anoYBa Unu npexkpaTsasa, Ao3arta Ha risperndone cnepea
[a ce npeLeHsiBa OTHOBO. |

XUHWOWH, (ryoKCETVH, NapoKceTuH, TepbuHacduH ¥ apyrn MowHK uHxubutopu Ha CYP
2D6 Morar aa nopuLLIAT NnasMeHuTe KoHLeHTpauun Ha risperidone. ETo 3awlo gosara Ha
risperidone Tpsabsa ga ce npepasmexga npu Hadano U NpeKkbcBaHe Ha KoMOuHUpaHo
nedeHne C Takuea JiekapeTea.

deHOTMAasUHW, TPULMKITUYHN aHTMaenpecaHT U Hakou beta-6nokepy MoraTt ga nouwiar
nnasMeHMTe KOHUEHTpauWMu Ha risperidone, HO KOMWMECTBOTO Ha aKTUBHWA metadonuT
ocTasa no-HUCKO OT 0bmkHoBeHO. ETo 3awo obus edekr (aHTMnCcUxoTuyHaTa ¢ppakuma)
HE c& NPOMEHs A0 KNMHWYHO 3HaYMMa CTENeH.

Ranitidine u cimetidine morar ga nosuwiaT nnasmexHnTe KOHUEHTpauwm Ha risperidone,
HO HE € 3a0bLIDKUTENHO fa Ce 3acuny aHTUNCUXOTUYHUS edbeKT, Thbid KaTo ppakuuaTa Ha
aKTVBHUA MEeTabonMT ce NoHWKaBea.

AHTUALMAWTE MOHWKABAT nepopanHaTta pes3opbuus Ha aHTUMNCUXOTUMHUTE NeKapCTBEHU
NPoAYKTW.

XonuHecTepasHute nHxmbutopu galantamine v donepezil He nokasBaT KNMUHUYHO 3HAYUM
edeKT BbpXy hapMakoKMHETUKATA Ha risperidone ¥ akTuBHaTa aHTUNCUXOTUYHA opaKLMS.

Risperidone HAMa KMHUMHO 3HAUUM edekT Bbpxy (papMakokMHeTukata Ha lithium,
valproate, digoxin vnu topiramate. |

[lpyn epHOBPEMEHHO NMPUNOXKEHUE C APYTWM NeKapCcTBa, KOWUTO ¢ CBbp3BaT BbB BUCOKA
CTENEeH C NMasmMeHUTEe NpoTEUHW, He e HabnigaBaHO M3MECTBaHE Ha KOUTO W Oa € OT
NPOAYKTUTE OT NNa3MEHUTE NPOTEUHU.

EaHoBpeMeHHaTa ynotpeba Ha risperidone v ankoxon Tpatea [
KaTo risperidone noteHuupa eekTuTe Ha ankoxona. 5 (4
'l.—-
LD



KPATKA XAPAKTEPUCTUKA HA NMPOOYKTA .
Rispolux® 1 mg, 2 mg, 3 mg, 4 mg | cTp. 6 oT 11

46 DBpeMeHHOCT U KbpMeHe

bpemerHocm |

Hama pocrathb4HO AdaHHM OTHOCHO yrnioTpebata Ha risperidone oT ©peMeHHU XeHw.
Risperidone He € noKasas TepaToreHHa aKTMBHOCT B NpoydBaHUA MpU ¥MBOTHW, HO Ca
HabnogaeaHn Apy TUNOBE pPenpoaykTuBHA TokcudyHOCT (B 5.3). Ynotpebara Ha
HeBpOnenTALM Mo BpeMe Ha NOCNeqHUA TPUMECTLP OT OpemMeHHocTTa € aoBena Ao
NPOLBIDKATENHN, HO ODpaTUMKX HEBPOSOMIMHHU HApYLLEHUA OT eKcTpanupaMugaeH Npou3xXop,
yHosopo,ueHcJTo

" Rispolux® creasa pa. ce nonsea no Bpeme Ha OGPEMEHHOCT camo ako nonsaTa 3a
MarKkaTa HagBullaBa Bb3MOXHUTE PUCKOBE 3a heTyca/HOBOPOAESHOTO. |

Kbpmere

Risperidone u Heroeua metabonut 9-hydroxy-risperidone ce oTAenAT 8 MaWMMHOTO MNSKO
OO TakaBa CTerneH, Ye ca Bb3MOXHU e(eKT BbpXy KbpMayeTo Npu npwiaraHe Ha
TEpaneBTMHHU [03W Ha MankaTa. Risp::'vlu:u:'ﬁI He Tpsbsa ga ce npwnara 10 BpemMe Ha

KbpMEHE.

4.7 BrnusHue BbpXy cnOCOBHOCTTA 3a WwodgmpaHe U paboTta ¢ MalWMHK

Risperidone Moxe aga noBnusie JAEeAHOCTUTE, M3UCKBALLUW MOBULLIEHO BHUMaHKE.
lMaupeHTe TpsitBa Oa Obaat npeaynpegeHy 3a edeKkTuTe Ha NEKapCTBOTO BbpXy
CNOcobHOCTTA 3a WodupaHe unn pabota ¢ MalwnHK, 0CoBeHO B HAYANOTO Ha NIEYEHUETO.

4.8 HexenaHuv nekapcTBeHM peaKuuv

B mHOro cnyvau € umano saTpyaHeHue B pasrpaHu4YaBaHeTo Ha HEXenaHuTe eeKkTy oT
cumnToMuTe Ha Honecrra.

CbobLuaBaHn ca cnegHuTe HeXxxenaHu peakumm ot ynotpebara Ha risperidone:

Yectn: >1/100, <1/10

Heuect: >1/1 000, <1/100

MHoro peaku: <1/10 000, ekn. otaenHw cnyqdan

Yecm Heyectn Pegkn | MHoro peax
| HapylleHua Ha . NeKn HeyTponeHuss w
. KpbBHATA U NUMpPHa | TpoMbouuToneHUs
CUCTEMM | - |
HapyLleHus Ha XUNEPIMUKEMNA,
meTtabonunsma u eksauepbauus Ha
XpaHEHETO | npeaLlecTsall
nnaber, |
OTOK
[TcuxMYHW HapyLLeHNA | TPEBOXHOCT,
| OE3NOKOUCTBO
HapyLueHusn Ha bescuHue, 'CBHIMBOCT, YMOPA, npunagbLm
HepBHaTa cucTema rnasobonve, | 3aMasHoCT,
| cegaums’” 3aTpyAHeHa
KOHLIEHTpaums,
EKCTpaI'IHpaMM,ﬂHH
cuMnToMu?
TPeMop, PHMHHOCT ,
Xunepcanveaius,

BpagukuHesus,




KPATKA XAPAKTEPUCTUKA HA MPOJIYKTA

Rispolux® 1 mg, 2 mg, 3 mg, 4 mg ctp. 7 o7 11
aKaTuausA, oCTpa
| OAUCTOHUSA
HapyLueHusa Ha ounte 3aMbINEHo
BU)KOAHE
CbpaeuHu HapyLUeHUA - XUNOTOHUS (BKN. | KamepHK | Hectotata He e
oprocTatdHa), = | aputMum | nasectHa: QT
Taxvkapaws (k. | (VF, VT) | yawmkasane 2,
pecbneKkTopHa) 1 CbpaeyeH apecT
XUNEPTOHNS, - | torsades de pointes ¥
opTOCTaTU4HAa
3aMasHOCT
PecnupaTtopHu | PUHUT
 HapyLeHus |
CToMalLHO-YpEeBHH yBenuyasaHe | 3anex, gucnencus,
HapyLLEHUs - | Ha TernoTo rageHe/noepbLllaHe,
B0k B cTOMaxa |
Xenaro-OunuapHu NOBMLLIEHW HUBA HA
HapyLLEeHUSA | YepHoapobHuTe
eH3UMIA
HapyLLeHus Ha eKsema n apym OTOK, NPYPUTYC,
KoXaTa v NoaKkoXHaTa aneprm-Hn peakumu ek3aHTema,
TbKaH ¢pOTOHYBCTBUTESNHOCT
HapyLueHust Ha MYCKynHa cnadocT
MYCKYNHO-CKENIETHaTA
cucrema u
CkeguHUTenHaTa
TbKaH
HapywieHua Ha | MHKOHTUHEHUMA
OL0peLmTe U
NMUKOYHWUTE NBTULLA
HapyLleHua Ha npruanu3bm,
. Bb3npousBoauTenHaTa 3aTpygHeHa
cucTema v ropjiara epeKums u
esKynauws, TPyAHO
AocTUraHe Ha
oprasboM,
UMNOTEHTHOCT |
O6uw HapyLieHUa v XMNOTEPMUS,
epeKTn Ha MACTOTO Ha XUnepTepmus
NPUNOXEHNE |
Uectotata He €
N3BECTHA:
BHesanHa

KaTto usino e neka u npexogHa.
%) Tean cMNTOMU ca OBMKHOBEHO NekV W BpaTUMWU NP HAMANABAKE
npunaraHe Ha aHTUNaPKUHCOHOB NPOAYKT, ako € Heobxoaumo.
% EcbeKTh, XapaKTepHW 3a KNaca HeBpONenTULM.




KPATKA XAPAKTEPUCTUKA HA MPOAYKTA
Rispolux® 1 mg, 2 mg, 3 mg, 4 mg cTp. 8 oT 11

EHOOKpUHHU HapYLUEHUA.

Hevectu: 40303aBUCUMO NOBULLIABAHE NIa3MEHHTE KOHUEHTpauuKn Ha nponakTvH. Mopaaw
TOBA MOMAT Aa BLIHUKHAT ranakropes, TMHEeKOMaCTUS, MeHCpranHvl CMYLLIEHWA WA
ameHopes.

Xvneprivkemmust U ek3auepbauma Ha npepwecrsaly avadber ca crobljasaHn B pegiv
cny4au rno BpemMe Ha neveHue ¢ risperidone.

CvobwaeaHun ca "BoAHAa WHTOKCUKALMS® B pesynTar Ha nonuaurncua unu Ha
CMHOPOMA Ha HenpaswunHa cekpeuus Ha aHTuauypeTuyHus xopmoH (SIADH) wu
aucperynayus Ha tenecHarta TeMmnepartypa.

Mo3byHO-CH008U UHULIOeHMU:

Mo3b4HO-CbAOBW WHUWAEHTU KAaTo MHCYNT W npexoAHu wucxemuyny ataku (TIA) ca
HabnogasaHu No BpeMe Ha fieudeHune ¢ risperidone U Npy KIMMHUYHW NPOYYBAHUS, oooﬁeuo
Npy NauMeHTH B HanpeaHasa Bb3pacT ¢ AeMeHUMst (BX. CbLUo 4.4.).

Huckurnesuu

Cnen npogbimxuTenHa ynotpeba Ha aHTUNCUXOTUYHM NeKapcTeeHW NpoaykTy (Meceuv U
roAvHU) MOXe ga ce nosBAT AUCKMHE3VM {0CODeHO KbCHU OUCKMHE3MMW), NO BpeMe Ha,
KaKkTo U cneg nedYeHueTo (BX. Touka 4.4. CneuvanHu npeaynpexaeHus W npeanasHu

MEPKN Npu ynotpeba).

HesponenmudyeH MarusHeH CUHOPOM

Kakto npyn octaHanute aHTUNCYXOTUYHU MEKApCTBeHW NPOAYKTU NEYEHUETO ¢ risperidone
MOXE Oa Npeau3BuKa HEBPONENnTUHEH MAanUMHEH CUHAPOM C TUMMMHUTE CUMITTOMM Ha
XUNEPTEPMUSA, MBKMIOYMTENHA MYCKYNHa pUIMMOHOCT M aBTOHOMHA HeCcTabunHocT (BXK.
CobLuo TouKka 4.4 Cneumantv npeaynpeskasHys u Npeanasyn Mepiy npw ynotpeba). |

4.9 Tlpenosnpate

CUMNTOMUTE Ha rpenosMpaHe CbOTBETCTBAT Ha MNO3HATUTE (PapMaKonorvM4HU edekTn Ha

nsperidone. ToBa HaA-vecTo ca yMmopa, TaxvKapaus, XWNOTOHWA U eKCTpanyvpamuaHwu
‘ cumntomu. Hai-Brucokata cbobiyasana ao3a Ha risperidone e 360 mg. Cnopea HanuwiiuTe

AaHHM risperidone Mva WMpOKKU TepaneBTUHHKU rpadnum. py npenosupade ca ckodLLasaHu

HAKONKO cnyvau Ha yawmkasaHe Ha QT-uxTtepsana. B cnyyait HAa oCTpO npeaosvpaHe

TpabBa ga ce 0dOMUCNK BEPOATHOCTTA, TOBA Aa Ce Ab/MKU HA HAKOITKO NEKapCcTBa,

fleueHue

lduxarenuure nmetvwa Tpabea ga ce nogabpXaTt ¢soDOgHW U Aa ce OcUrypy AocTaTbueH
3andac ot kicnopod. Moxe ga ce HanpaBu cTomalleH naeak (cnep uMHTybauma, ako
nauveHTeT € B OescbaHaHue), Aa ce Aafe akTMBeH BbINeH U nakcatve. 3a ga ce
AVNAarHOCTULIMPpA eBEHTYaNHa aputmus, Tpsibsa HesabaeHO Aa ce Hanpasw MOHVITOpMHI‘ Ha
ChpAsHHATE (hyHKUMM M Aa ce cneam nocTosnHo EKT.

He cbllecTtByBa cneundpuyeH aHTMOOT 3a risperidone. Cne.uaaa'renuo
npeagnpueMaT noaabpxaw Mepkt. HWCKOTO KPBBHO HansraHe /
KpbBOOOPbLEHNETO TpsOBa ga ce oBnagaBaT ¢ NoaxogsLuTe _ﬁls&
vHchyana W CUMN2ATOMUMETUMHI areHTn. AKO Ce NOABAT TE «,r :
cuMnToMy, TpsibBa Aa ce obMucnu npunaraHeTo Ha aHTUXonp
[NpenopbyMTENHO € BHUMATENHOTCO HabmopgeHwe fa npoaw ;'_




KPATKA XAPAKTEPUCTUKA HA MPOLYKTA
Rispolux® 1 mg, 2 mg, 3 mg, 4 mg cTp. 9 or 11

Bb3CTAHOBABAHE Ha NaLWeHTA.

5. PAPMAKONOI4HU OAHHW
5.1 ®PapmakoauHamMMyHM CBOUCTBA

dapmakonoryHa rpyna: Apyr aHTUNCUXOTULIM
ATC kon: NOSAX08

Risperidone e cenekrMeeH MOHOAMWHEPIUYEH aHTarOHWUCT, YUWATO apMaKoNoMYH
CBOMCTBA Ca Pa3fM4yHK- OT Te3n Ha Knacudeckute HesponenmuuM. Risperidone nposiBaBa
ronsaM acuHUTET KbM cepoToHeprmiHuTe 5-HT2>- v gonamuHeprmiHute D -peuentopw.
Risperidone 6rioxupa cuuwio andas-agpeHopelentopure U no-cnabo xuctamuHosute Hi-
peLenTopu u ancbag-a,upeuopeuenmpme Risperidone He nokassa HUKAKLB aIUHMUTET
KbM XONMUHEpPIMYHUTE peuenTtopu. Buhipeku ye risperidone e moweH D2 aHTaroHUCT, KoeTo
O3Ha4aBa, Yye obnexk4asa T.Hap. NO3TUBHM CUMNTOMW Ha LLK3OMPEeHUATA, TON NPUMMHABA
B NO-Manka cTeneH karanencus n no-cnado noTucka asuratentmte gyHKUMM B CpaBHeHue
C Knacudeckute HesponenTuuun. JoMUHUpALUAT LeHTpaneH CepPOTOHUHOB aHTaroHU3bMm
MOXE Oa NOHWIW CKNOHHOCTTA Ha nisperidone Aa npegusBuKBa eKkcrpanvpamuaHy
HeXxenaHn ethekTn 1 ga paswmvpy TepanesTMyHaTa My aKTUBHOCT KbM HEratueHuTe W

atheKTUBHUTE CUMITTOMU HA LLM30gpEHNATA. |

5.2. ®apMaKkoKMHETUYHM CBOUCTBA

Cnepn nepopaned npuem nsperidone ce pesopbupa HanbnHo. MakcumanHutTe nnasMeHu
KOHUEHTpauuu ce pocturar npes cneasawurte 1-2 yaca. PesopbuusaTta He ce Bnusie OT
npuemaHeTo Ha xpada. Risperidone ce merabonuampa ot umtoxpoMm P450 2D6 po 9-
hydroxyrisperidone, YnsaTo tbapmakonorMyHa aKkTMBHoCT € nogobHa Ha Tasu Ha rnisperidone.
CbBMECcTHO Te OdOpMAT akKtMBHATA aHTUNCUxoTMMHA pakuua. Cneq nepopanHo
NPUITOXEHUE NPU NCUXUYHO BoNHKU ¢ 6bpP3 meTaboNMabM enMMUHAUKOHHUA NONYKUBOT
Ha risperidone e 3 yaca, a npu 6aHKn meTabonusaTopu ce yabrkasa Ao 16 yaca. t 12
Ha 9-hydroxyrisperidone u Taka U Ha 0OLLMA aHTUNCUXOTUYEH edDeKT e 24 Yaca.

[lpy NoBe4eTO NaUMEHTU YCTONMMBM KOHLIEHTpAUWK Ha risperidone ce AocTuraT 8 paMKuTe
| Ha eavH AeH, a 3a 9-hydroxyrisperidone ca Heobxoaumu 4-5 aHUM. B pamkute Ha
. TepaneBTU4HATA 30Ha NNasMeHUTe HUBa Ha rsperidone ca npaeso NponopUuoHanHn Ha

A03atd.

Risperidone ce pasnpegens 6uvp30, obeMbT Ha pasnpepeneHvwe e 1-2 l/kg.
Risperidone ce cBbp3ga ¢ andyMmuHa U Kncenua anda (-rinnkornpoTenH B nnasmara.
Cebpasadeto C nnasmeHuTe npoTemHn 3a risperidone e 88% w 77% 3a 9-

hydroxyrisperidone.

Cnep nepoparneH npuem Ha risperidone okono 70% ot gosara ce or,
BbB (hexanuuTe B paMKMTe Ha egHa ceamuua. 35-45% or nosara g
1 9-hydroxyrisperidone.

[pn bapMaKOKMHETUYHN NPOYYBaHUs C EAUHWYHU 03U NNA3MENES RItMG
risperidone ca no-BUCOKM OT 0BuYaliHUTE K eNUMKHUPaHETO e no-BaBkd-pPW b
HanpedHana Bb3pacT W NauMeHTM ¢ GbbBpeuHu yepexaanus. Tipu ~maEty
yepHOOpPobHU YBPEXXAaHWA Ca YCTAHOBEHU HOPMAITHA NNa3MEeHU KOHUEHTPaLMM.



KPATKA XAPAKTEPVICTVKA HA MPOIYKTA
Rispolux® 1 mg, 2 mg, 3 mg, 4 mg crp. 10 oT 11

5.3. NpeaxnUHMYHU AaHHU 33 BGe3onacHOCT |

[lpoyuBaHUss HA XPOHWYHA TOKCUYHOCT NMPU MMbXOBE W KYyYMEeTAa NOKA3BAT [MaBHO
(papMaKONoMMyYHN ehbeKkTut KaTo CeaaLmMs ¥ NPONAKTMHOBY eheKTU BbPXY MITIEYHUTE XJ1e3u W
[EHUTaNUUTE. |

Risperidone He e NposiBun TepatoreHeH edhekT Npu NITbEXOBE U 3aiU.

[py nmbxoBe ca Habnaasasn HEraTMBHY eeKTV BbPXY NOBEASHWETO NPU YUpTOCBaHe U
BbpXy TEITIOTO Ha HOBOPOAEHUTE U MPEXMBSIEMOCTTa Ha MOKONEeHWeTo. TloBeaeHveckuTe
HapyLUeHUA y TMOKOMEHWETO He ca npoydvedn. [pym gonamvHOBU aHTarQHUCTK ca
NPeau3BUKANK HeraTmeHW edqrekt BbpXy crnocobHoCTTa 3a oﬁweHne N OABUraTenHoTO
pPa3BUTUE HA NOKOMEHUETO.

Risperidone He nokassa reHOTOKCUMHOCT NMPU CTaHAAPTHUATE NPoy-BaHUS.

[lpwv npoydBaHMA HA KAHUESPOreHHOCT Crnen nepopanto NpUioxXeHne NpY TbXoBe Y MULLIKW
ca HabniogaeaHU 3avecTsABaHe Ha ageHoMuTe Ha xunodmaara (Npy MULLIKK), aaeHOMWU Ha
naHKpeaca (Npy NITbXoBe) U aeHOKAPLIMHOMW Ha MiedHUTe Xnesn (Npuy geata Buaa). Tesn
TYMOPU MOraT Ja ¢e CBbpXaT ¢ noBuLIeHaTa NPONaKTUHOBA Cekpeuma U ca oT
HECBHLUECTBEHO KNMMHUYHO 3HAqEeHNe.

6. PAPMALIEBTUYHUN OAHHMU
6.1. Cnucbx Ha NOMOLYHKTE BellecTBa
CbpueauHa
lactose monohydrate,
microcrystalline cellulose (E460),
- pregelatinised starch,
croscarmellose sodium,
sodium laurylsuiphate,
colloidal anhydrous silica,
magnesium stearate (E470b).

QObsuska
Rispolux®1,2u 3 mg:.
hypromellose (E464),
titanium dioxide (E171),
. | macrogol (400)
iron oxide red (E172) npu (Rispolux® 2 mg) ‘
quinoline yellow aluminium lake (E104) (npu Rispolue

Rispolux® 4 mg:
Hydroxypropyl cellulose (E463),

Hypromellose(E464),
titanium dioxide (E171),
Iron oxide red (E172),
iron oxide black (E172).

6.2 OUINKO-XUMUYHU HECHBMECTUMOCTH
He ca n3pecTHWU TakmBa.

6.3 Cpok narogHocTt
. 24 meceua



KPATKA XAPAKTEPUCTWKA HA NMPOAYKTA - _
Rispolux® 1 mg, 2 mg, 3 mg, 4 mg | cTp. 11 oT 11

64 CneuuanHu ycnoBus 3a chXpaHeHue
Hsama cneupantun yCnoBus Ha ChXpaHeHMUE.

6.5 Onakoska | |
Brivcrepu PVC/PE/PVDC/anymuunia. Onakosku ¢ 20, 30, 50, 60 n 100 TabneTim

6.6 MincTpykummn 3a ynotpeda
Hsivia cneLparmtin MHCTRYKLIM,

7. NMPUTEXATEN HA PA3PELLUEHMETO 3A YNOTPEBA
Sandoz GmbH |
Biochemiestrasse 10
6250 Kund|
Austria

8. HOMEP HA PA3PELLIEHUMETO 3A YINOTPEBA
Rispoilux 1 mg - 20060849
Rispolux 2 mg - 20060874
Rispolux 3 mg - 20060875
Rispolux 4 mg - 20060876

9. NATA HA ITbPBOTO PA3PELLEHUE
29.12.2006 -

10. JOATA HA PEOQAKLIMNA HA TEKCTA
O 2007



