1. WME HA JEKAPCTBEHHS NPOIXYKT

Torendo film-coated tablets 1 mg Topenzno dumsMupany Tabnerxu 1 mg
Torendo film-coated tablets 2 mg

Torende film-coated tablets 3 mg e
Torendo film-coated tablets 4 mg !

Topengo ¢pumavmpany TabneTkd 1 mg [ Rsnosane e
Toperno duamupany TabreTkn 2 mg PRZEeLGHKE 5 1 "
Topesao GuiMHpasH TabneTku 3 mg ’% 7 / iﬂmpeﬁa M-y L

0s.¢

Topenno dmvupann Tabrerku 4 mg

2. KAYECTBEH H KOJIMYECTBEH CHhCTAB

Beaxa punvapana tabnetka Torendo crispxa 1 mg, 2 mg, 3 mg uma 4 mg risperidone.
3a NIOMONHKETE BENISCTBA, BEDK pasgen 6.1.

3. JHEKAPCTBEHA ©®OPMA

DunMzpant TabneTrH.

1 mg dunmrpamy Tabnetkn: G, OBAMIM, ABOHHO-HITBEKHATY (QHIMHPaHH TaOICTKY ¢ AeNUTe/IHA
yepTa OT efHATa CTPAHA.

2 mg duumvMupaHs TaONeTKH: OpAHKeBH, OBAIHY, JBOHHO-M3MBKHANM (QHIMHpaHH TaGNeTkH ¢
HenHTeNHA 9epra 0T eNHATA CTPaHa.

3 mg GumMUpany TaGHETKY: JXCBIITH, OBANHH, HBOHHO-H3TEKHANH (QIIMIIpaHy TaOHeTKH ¢ FelMTeTHa
HepTa OT eIHAaTa CIPaHa.

4 mg QunMpany Ta0AETKI: 3eeHN, ORAHH, ABOHHO-H3IPKHANN GUIMUpasd TaOReTKH ¢ XeHHTCAHA
YepTa OT efHAaTa CTpPaHa.

4. KIHHWYHW JAHHT

4.1 TepameRTHYHH HOKARAHHS

Torendo e mokasad 3a JleyeHue Ha OCTpa IMH3O(QpeHd, BITOYHTENHHN IBPBH SMH30/4H Ha ICHXO3H,
octpo ofocTpsiHe Ha MU30QPEHHS, XPOHINHA MI3O(PEeHKs U ApYTH TICHXOTHIHH ChCTOSHHS, KOHTO
ce MaHu(ecTHpaT ¢ NO3IWTHBHH CHMITOMH (Karo XaMONMHAHMH, HATYJHOCTH, pa3scrpoHcrea Ha
MHCIEHETO, BpamaeGHOCT, HOAO3PHICNHOCT) M/MAH C HETATHBHHM CHMITOMH (Karo UpHATHICHH
eMOLW, SMOIHOHAIHO ¥ COIMANHO OTAphiBaHe, Oemna ped). Torendo obnexyasa crmo aeKTHBHH
cHMITTOMH (Karo Jempecus, YyBCTBO 3a BHHA, TPEBOKHOCT), CBLp3aHH ¢ mmsodperms. Tol e
edeKTHBEH CHIO ¥ 3a NMOANBPXKaHe Ha KIHMHWYHOTO nopobpeHue NpH OpoXBIDKHTENHA TepallHa Ha
TIALHEHTH, KOWTOQ ca NOKa3aIi OTrOBOP KbM Ha4YamHOTO JISUeHHE.

Torendo € mHoxasay CHUI0 M KATO JAONHJIHHTENHAa Tepais KbM cpeAcTBa 3a crabwmmsipaHe Ha
HACTPOSHHETO [pM JHeYeHHe Ha MaHHMMHM emH30iM, CBBp3aHH ¢ OpmonspHH pascTpodcra. Tesu
enH30H Ct XapaKTepH3HpaT CBC CHMITIOMH KaTO TOBHIIEHO, €KCNAH3HWBHO HIM pasfpa3HMTENHO
HAaCTpOeHME, MOBHIIEHO CAMOMHEHHE, HaMalleHa HeoOX0MMOCT OT CBH, HAMOPHCTa ped, Oiyaaaeimy
MECTIH, JIECHO pa3cefiBaHe WK NOIMIA YIPeleHKa, paspylIHTEIHO Hid alPECHBHO [IOBEAECHHE.

4.2  Jlo3upoBKa H HAYHE HA BPAJAGKeHHE

Torendo ce npenuara nox gopMaTa Ha dUNMEpaHE TaONSTKH.
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Cnes wawanoto Ha nedendero ¢ Torendo, ce npenopv—ma 'é'reneHHo traMa.aem{e Ha
MpeIIECTRAOTO AHTHICHXOTHYHO JiekapeTBo. KOrato MayueHTsT ca Jlek}’ﬂal‘l gororaa& ¢ Zeno




aBTHIICHXOTHIY, newenuero ¢ Torendo tpzOba Ha ce 3allouyne BMECTO CilefiBailfiaTa ILTaHHpaHa
mrskexintd. Tlepuomuaecks TpabBa fa ce mpeoLiendsa HeoOXOMMMOCTTA OT IPOXBIDKaBaHe Ha HANHYHO
am:;mapmmconoao JEYCHHE,

Buw3pacmuu nayuenmu

Torendo MOKE Jia Ce HPHNAara BEOHEK WIH J{Ba TBTH JHEBHO.

Jleuermero TpsOBa Aa ce 3anoyre ¢ 2 mg risperidone quepro. JlosaTa MoXe Ja ce YBEIHHH A0 4 mg
Ha BTOpHs JieH. J{ozHpoBkara Moske Aa ce monmbpka Oe3 MPOMEHHM WIH Ha c& HEAMBHYAH3HPa HpH
wy:xzna. ObxuaiiHaTa ONTHMAaNEA JHeBHA Ao3a e Mexay 4 H 6 mg risperidone. Hakon naruenTs MOKe
Jia ce NOBIIAT fo6pe oT mo-6aBHO yBenuueHHe Ha H034aTa H NIPH TAX MOXe Ja € ACCTarh4Ha II0-
HHUCKA HadalHa ¥ NOAIspIKaIia 103a.

Jozn Hag 10 mg AHeBHO He ca MOKa3a [10-roisMa eGeKTHBHOCT OT Io-HucKuTe Ho3H. Ilo-BucokHTe
JIO3H MOXXe Aa TPeIH3BHKAT eKcrpanupaMHmEm cammroMu. o3 Hax 16 mg AHEBHO He ¢a MHOIO
yacHeBaHH 32 0e30MaCcHOCT U IOPaAX TOBA He TpA0Ba Aa ce H3IION3BaT.

Ilpn HeoOXORMMOCT OT AOIBIHMIENHA Celallud Moxe KbM fedemuero ¢ Torendo pa ce mobassar
GeH30ARAZCHHHH.

Ilayuenmu 6 nanpednana ge3pacm
Ipenopsusa ce mavansa gosa ot 0.5 mg risperidone xea IHTH AHeBHO. Ta3H JO3HpPOBKa MOXeE /4 ce
KOPHIHpa MHINBHNYANHO ¢ yBelmrdeHns ot 0.5 mg apa nETH AHEBHO A0 | Ao 2 mg nsa HBTH JHEBHO.

Heya
Vnorpebara Ha Torendo npu Aena mopm 15-rofmiHa BB3PacT He ce HPerophYBa, ThH KaTo HE ca
FPaBEHH OMHIHANTHI H3CICABAHHA H OIMTET € OrPAHHICH.

Hayuenmu ¢ 6v6peunu u wepHoOpobHU 3a001260HUA

IIpenoprura ce sawansa foza ot 0.5 mg risperidone J{Ba OFTH AHEBHO. Ta3H HO3MPOBKA MOXE 1a ce
KOPHTHpA HHEWBHAYAIHO ¢ yBelmrdeHns ot 0.5 mg Asa OBTH JHeBHO Ao 1 Ko 2 mg fBa METH HHEBHO.
Torendo TpabBa fga ce npunara NpeAnaznyRO NpH Tasd IPya NalleHTH [0 HaTPYIIBaHETO Ha
JOMBJIHATENICH OIAT.

b) Banojustpaa MaEAg — HONLIHATENHA TEPANAR

IIpenopbupa ce HaganHa Ao3a OT 2 mg risperidone BemHEBX HHEBHO. Ts MOXeE Ja ce KOpHTHpa
HHHMBHMAYAHO ¢ YBEIHUEHHA OT N0 2 mg AUEeBHO, HO Hali-Manko npes geH. [loBedueTo NalMeHTH e
ce TIORHESHIT o0pe OT JO3M MEeXAY 2 M 6 mg JHEBHO.

JTuya 6 nanpeonana 6e3pacm
Ipenopsusa ce Havanxa Ao3a of 0,5 mg 2 weTH guesno. IIpd Heo6XoAMMOCT K034Ta Ce MOBHINARA A0
1-2 mg oBa IETH JMHEBHO.

Heya u onouw 0o 18 200unu
JIuncea KOCTAaTHYHO OIHT.

Hayuenmu c 6v6peunu u yeproOpobHY 30601A6GHUA

Ipenopr4Ba e MspBOHavYaiHa fo3a ot 0,5 mg ABa mbTH AHeBHO. IIpu HeoGXoamMocT go3ara ce
noBHIaBa Jo 1-2 mg nea nETH AHEBHO.

43 IlpornBonoxrasaHus

CBpBX4YBCTRHTEIIHOCT KBM risperidone Him KBM HAKOA OT JPYTHTE CHCTABKU Ha JIEKapCTBOTO.

4.4 Crhenuansn NpeXynpexXIenas B CHENHAIHY HPeATA3HA MEPRATPH YI0Tpeba

Mosvunocwoosu nesicenany peaxyuu (MCHP) P . . 3
Tabnerxure Torendo He ce NpernoprUBaT 3a JIEHUCHHES HA norse;[e;;rqecm pa:sc’rpoﬂc’rna fipu manpeHTH ¢
OEMeEHIHA [OpafH [OBHINEH PHCK OT MO3BUHOCHIOBH km\enaﬂn pealcumf (Bmxoqrrre.rmo




MO3BYHOCHHOBY HHITHISHTH ¥ MPeXOJHH HCXEMHYHH ataki). JIedeHHMETO Ha OCTPHTE NCHXO3H HPH
TAIHEeHTH ¢ AeMeHIMA TpAGBsa fa ce OrpaHHYAT O KpaTko BpeMe H TpaOBa Aa ca HO HasHaueHHe OT
CIIEHHANHCT.

JaHHrTe 0T paHAOMUEZHPANY KIHHATHH IIPOYYIBaHH, IPOBEACHH ¢ BR3PACTHH NaliMeHTH > 65 roguHH
C OeMCHIMA IIOKa3BaT 3 IHTH HOBMINEHWE HA PHCKa O MO3PUHOCHAOBH HEXeNaHW peaKifHik
(BKMIOUMTENHO MO3BYHOCHAOBM WHIMACHTA M TNpPeXOJHH MCXEMHYHW araku) c risperidone, B
cpaBHeHHe ¢ mnanebo. MossuHOCHHOBH HexkelaHH peakimy ce HaGriomasat npu 3,3 % (33/989) ot
naiEenTHTe, JeKyBasH c risperidone m 1,2 % (8/693) mpu marmeHTHTe, npHEMam: ranebo.
CrofigocTra Ha paznukara {95% exact confidance interval) e 6un 2,96 (1,33 1 7,45).

Jlexapute TpsGBa BHAMATENHO Ja NIPELIeHAT PHCKa OT MO3BUHOCHAOBH HEXenaHu peakuuu ¢ Torendo
(Heo0xoNIMO ¢ BHAMAHHE NPH BE3PACTHH NMalHeHTH C JEMEHIIHA KaKTO € COOMEHATO 110-rope) Npexw
AEKYBAHETO Ha KaKBHTO W Aa 0Wio MalMeHTH ¢ HpeMIIHA HCTOpPHS HA MOZBHHOCRAOBH HEKENAHH
peaKmiE | IpeXofiHa HCXeMHIHA aTaKa.

Buunvakue TpsaGBa Aa ce OTaens U Ha APYruTe pHckose (HakTopH 3a MO3LYHOCEROBUTE 3a0oaBaHuA B
TOEA THCJIO XUNEPTOHMA, AuabeT, TFOTIOHOHyINEHe, KaMepHH eKCTPACHCTOMH | Ap.

Anpa-6roxupawga axmusnocm

Iopand ancta-OnokHpamiaTa aKTHBHOCT Ha risperidone, Moke fAa Be3HEKHe (oprocTarHdHa)
XUTIOTEH3MA, 0cO0eHO B HAWAIOTO Ha Jeyenwero. Risperidone Tpabpa na ce mpuiara rpeAnasidBo
OpH TANHEHTH ¢ H3BECTHO CHPAEHHO-CHROBO 3abondeane (Hamp. ChpAEYHA HEHOCTATBYHOCT,
MiokapieH HHQapKT, NPOBOAHM HapyIUeHus, HeXMAPATAHHS, XHUIOBOIEMHA HWIH MO3LUHO-CHEOBO
zaGonseaue). Jo3@poBkara TpaORa [a ce NOBHINGBA MOCKENIEHHO, Kakro € npenopsuauno. Iipu
BB3HUKBaHE Ha XHIIOTeH3Hs TpaOBa J1a c& MOMHCIH 3a HaManeHHe Ha H03aTa.

JlexkapcTBa, KOHTO NPHTEIKABAT CBOACTBA, aHTAroHHA3Hpamy JONAMHHOBHTE PEleITOPH, Ca CBBP3aH C
HENYKIMS Ha KECHA AHCKHHE3HS, XapaKTepH3Hpama ce ¢ PUTMHYHY HeBOJIeBH JBFHKEHHS, NMPESIHMHO
Ha e3uKa w/mana eto. Crobinasa ce, Ye NoABaTa Ha eKcTPaImHpaME N CHMITOME € PUCKOB (akTop
32 pa3sBHTHE Ha KbCHA Juckuneaus. Thif kato risperidone pnva wo-cnab edext Ha MpeU3BHUKBAHE Ha
eKCTpANMpaMHBHE CHAMIITOMH OT KIACHYECKHTe HeBpojenTauy, 1ol O Tpabramo jfa uma mo-crab
ed)eKT Ha HEOypaHe Ha KECHa MUCKUHEe3us B CPaBHEHHe ¢ KJIacHYecKHTe HepposenTHiM. Ilpu nosiea
HA HpM3PANH H CHMIITOMHM Ha KBCHA JUCKMHE3M: TpA0Ba Xa ce JIOMHCIM 32 NpeyCTAHOBABAHE Ha
BCHYKH aHTHIICHXOTHYHH JICKapcTBa.

Vima croOlmenus 3a NodBa HA HEBPOJGNTHYSH MAaNHMIHEH CHHADOM IHpH JiCYEHHE C KIaCHYeCKH
HEBPONENTHIW, XapakTepu3Hpaul ce ¢ XMOCPTepMHd, MYCKYJHA DpHIHOHOCT, BereTarHBHA
HecTaOIHOCT, [IPOMEHEHO Ch3HaHMe M nopumeHn HuBa Ha CPK. B Takuea ciydaH NedeHHETO C
BCHYKM aHTHIICUXOTIHYHY JIeKapcTsa, BKmouyuteTHo Torendo, Tpabea fa ce npeycTaHOBH.

TMaupesTiTe B HaupeAHANa BH3pacT ¥ Gomuure ¢ GnOpewno wm uepHonpobHo 3abonseane ce
HYKIAAT OT alEKBATHO KOpMIHpaHe Ha [o3ara W TpaOsa ma ce NpocHeassar ocoGeHO BHHMATEIHO
(ewx paspen 4.2).

Tpabra aa ce BHUMaBa K NpH [AUKEHTH ¢ GonecT Ha Parkinson, Tl KaTo TeopeTwdHO risperidone
MOE Jia IPEeR3BHKA BIIOINABaHE Ha 3a00nsiBaneTo.

HI3BeCTHO €, 4e KAACHUESCKHTE HeBPOIEITHIH HOHIDKaBaT IspyoBra npar. Heobxoaumo e BHuManue
[Ip¥ fIeYeHHe Ha NMalHeHT! C SIISITCH.

IManwerture TPAOBA Ja ce IIOCHBETBAT A4 Ce BE3FBPIKAT OT NMPEKOMEPHO XpaHeHe ¢ Ornel Ha
BE3MOXKHOCTTA OT Haj/laBaHe Ha Teryo.

Ednospemenna ynompeba ¢ dyypocesud

Tpabpa BHMMATENHO [a Ce IPeHEHH CHOTHOMICHHETO NON3a/pHCK OT TNPHIAraHeTo Ha TasM
KoMOuHam1, ThH KaTO € wab/molaBaHa YRENdeHa CMBLPTHOCT [pPH HalHeHTH IIPX NpOBeleHH
KAHHHYHH NpOy9JBaHus.

Hava HaGmrofasano HOBHINABAHE HAa CMBPTHOCTTA NPH NAlMGHTH, NPHEMAINH APYTH JHYpeTHlM
(oCHOBHO THA3HIHH JHYPETHIIH B MATKH HO3H) €HOBDEMEHHO ¢ DHCTIEPHIOH.

Aunepznuxemus
B muoro penakm ciy4daH HMa choOieHHs 3a NosdBa Ha XHNEPIIUKEMHS WIH BIOLABAHE HA
ChillcCTBYBaill AuMabeT no BpeMe Ha JedeHHe ¢ PHCTIEPHIOLE® ’Ilpqmpgh‘ma ce BHHMATEIHO
HabmoAeste NpH NAUHCHTH ¢ IadeT HWiH TakuBa C PHCKOBIY. opH 3o pasmrrﬂe Ha 3axapeH
auaber.




Cheyuanny npedynpexcOeHs OIMROCHO HOMOWHUME 8etyecmsa

Torendo ¢rmvupass TabieTKy CHABPIKA 1AKTO3a. JIEKapCTBOTO HE € MOIXOAAINO 33 TAHeHTH ChC
CHeNHHTE 3NpABHH DpOOIeMH: NakTashHa HEHOCTATHEYHOCT, FafaKTO3eMHA WM CHHAPOM Ha
ManabcopOIna Ha FTHOK03a-FaaKTo3a.

4.5 Baammopeiicrede ¢ APYrH JeKaperseHH NPOXYKTA H APYrd GOpMH HA B3aUMOJeHCTBHE

BravokuuTe B3aEMopelcTera Ha Torendo ¢ apyruTe Jlekapersa He ca clcTeMHO onersBanu. Kato ce
HMa npefByy mepBHgHid edekT Ha risperidone prpxy ITHC, Toii Tpabea Aa ce npHIara NpefnaifiBo
B KOMOMHAIMA C APYTH JIEKApCTBA ¢ LEHTPAIHO HeficTBue, kaTo OEH30AMA3ICIMHM, OIMATH, HAKOH
SHTHXHCTAMHHH H JIKOXO.

Torendo mMoxe a aHTaroHmI3Hpa edekTa Ha levodopa H Apyry arOHECTH Ha JOIIAMEHA.

JTokasano e, ye carbamazepine HaMassiBa [Ia3MEHUTE HEBA HA AKTHBHATA AHTHIICHXOTHYHA (paKisi
Ha risperidone. IlomoOex edexr MOXe Aa ce OYakea H C JDYTWI€ MEKapcTBa, HHAYLHpainy
yepHoApoOHy eH3uMu. IlpH NpexbCBaHe Ha JISYEHMETo ¢ carbamazepine HIM APYTO HEKapcIBO,
HEAYIMpamo YepHOApoGHH eH3uMH, Ho3ara Ha risperidone TpabBa Aa ce 1IpeOUeHH H Aa C& HAMAH
MpH HEOOXOHHUMOCT.

MeHOTHAZHHNTE, TPHIHKIHYHUTE AaBTHACHpecaHTH ¥ Hiakou Oera ONOkepH MOXKe Aa MOBHIUAT
IUra3MendTe KOROEHTpaliy Ha risperidone, HO He M KOHLEHTPallWATA Ha AKTUBHATA aHTHIICHXOTHYHA
dpaxuus. Fluoxetine Moxe [a NOBHMINH IUIasMeHaTa KOHIGHTpallus Ha risperidome, HO B mO-Mallka
CTSHEH TIOBNHABA KOHUCHTPAIMATA Ha AKTHBHATA aHTHNCHXOTHYHa (parmus. Korato risperidone ce
fipHeMa eJHOBPEMEHHO C APYTH JISKApCTBa, CBLP3aHH BBB BUCOKA CTEHEH C Ia3sMEeHHTe IIPOTeHHM, HE
¢e YCTAHOB:BA KITHHIFIHO 3HAYAMO H3MECTBAHE Ha JBeTe AeKapeTRa OT CBBP3BAHeTo MM C IUIa3MeHHTe
IpOTEeHHH.

Xpanata He IOBNMABa pe30pOumaTa HaTorendo.

4.6 BpeMensaocT B KbpMeHe

BesomacnociTa Ha yriorpebara Ha risperidone rmo Bpeme Ha OpeMeHHOCT IIPH YOBEKa HE € YCTaHOBEHA.
BBOpekd d9e npu eKCIepHMERTANHH JKABOTHH risperidone He € IOKA3al AMPEKTHA DelpoAyKTHBHA
TOKCHYHOCT, HabofaBany ca Hikou uHupexTsn edextn Bepxy ITHC, Memmpany OT HpOJAKTHH.
TTpu HHTO eHO H3CHEABaHE He € HaOIHOaraH TepaToreHeH eqekt Ha risperidone. Torendo Tpatsa fa
Cce IpHIIara HO BpeMe Ha OpeneHHOoCT, caMo aKo IIoNi3aTa HafXBhpJId PHCKA.

IIps m3clemBaHHS BBPXY JKHBOTHH € YCTAaHOBeHO, ue risperidone m 9-hydroxy-risperidone ce
eKCKpeTHpar B kbpMara. [loxaszaHo e, ue risperidone n 9-hydroxyrisperidone ce eKCKpeTapar chiio B
MASKOTO H ApH HoBeka. Ilopanu ToRa, xenu, nony4asainy Torendo, He TpsbBa 1a KEPMAT.

4.7 Edexrn BpXY cHoco0R0CTTa 32 IodEapane ¥ pabora ¢ MAIINHE

Torendo Moxe na mnoBiMse ASHHOCTHTE, H3WMCKBAWM [ICHXH4Yecko BHHMmaHue. Ilopagm Topa
nanpenTHTe TpAGBa J4 ce CHBETBaT Aa He wodHpar dnH Aa He paloTAT ¢ MAWHHE, JOKAaTo He Ce
OYIpEielii HHANBHAHYANHATA MM TYBCTBHTENHOCT.

4.8 HemxenaHu peariun

Crnopen oOIIHpHMS KIMHHYEH ONMT, BKIIOYMTENHO M IPONBIDKHTENHaTa ynoTpeba, risperidone
oBHKHOBeHO ce YIoHack AoGpe. B MuOro ciyvad e 610 TpyAHO Ja ce OTAKYAT HeXeNlaHWTe peaku i
OT CHMITTOMHETE Ha OCHOBHOTO 3a00siiBaHe.

HexenamiTe peakiyH, KOMTO MOXKE Jja BL3HAKHAT 110 BpeMe Ha JiedeHMe c risperidone, ca
KiiacHbEIgipany B CTIEAHATE TPYIH CIOPE]] YECTOTATa HM:

- Muoro vectit: > 1/10,

- Yecru: > 1/100, < 1/10,

- Heueernn > 1/1,000, < 1/100, e
- Pemrn: > 1/10,000, < 1/1,000, o
- Muoro peprn: < 1/10,000, BRIOYHTEIHO OTASIHHA CBOOIIEHHA.

HecToTa Ha HeXEAaHITE peakuHn, IISGPO&HH CIIOpEO CTOENHHTE OPralHoOBH. CHCTEMEL




Hapyruenua na kpeema u mum@Hama cucmena

- MHOFO PEIKH: HEYTPOIIEHMA, TPOMOOLIATONEH

Endoxkpunmu Hapyuienust

- HEYECTH: ranakropes, aMeHOped, HapyUleHHA Ha MEHCTPYANHHA IHKEI (BIDK OOSCHEHHATA
rom HoMep 1 mo-gony)

- penku: reHekoMacTi (Brok oOscHeHuaTa of HoMmep 1 mo-nony)

Memabonusen u xpauumenn HAPYULEHUS

- MHOTO pefjki: HafaBaHe Ha Terfo, XurepriukeMis K obocTpate Ha nankdes quaber, BonHa
HMHTOKCHKAIES, NBIDKAMA Ce Ha IOAHEMIICHS HWIH HA CHHAPOMA Ha HENPaBWIHA CEKpeLs Ha
aHTHAMypeTdeH xopMoH (SIADH)

ewxuvnu napyenus

- YECTH: AKHTAIHA, TPCBOXKHOCT

Hapywuenus nHa neperama cucmema

- gecti: Ge3crHEE, raBobome

- HEYeCTH: eKCTPAIUPaMEAEH CHMITTOMH (BIDK 00ACHEHUSTA TIOF HOMEp 2 TO-IONY)

- penxi: CEHIMBOCT, 3aMaiipane, yBpeicHa KOHNCHTpailisg

- MHOTO PefIKH: KbCHA JWMCKHMHE3Ms, HEBPOICHTHYCH MANMUTHEH CHEAPOM, TBpU0Be

Ounu Hapyuienus

- PEXKH: pa3Mas3aHo 3peHHe

Cupoeunu napyuieris

- HegecTH: TaxuKap/ud (BITFOYHTENHO PedieKTOpHa TAXHKAPRH)

Cwdosu rapyuienus

- HEYECTH: XHIIOTEH3Hs (BKIOUHTEMHO OPTOCTATHYHA XHIOTSH3)T), X HITePTeH3HA

Pecnupamopru, mopaxanmu u MeQUACIUHATHY HAPYUIEHUS

- PEAKH: PHHHT

Cmomauno-upeenu Hapyuienus

- HEYECTH: 3alleK, HCIICICHA, TafcHe, HOBphINaHe, kopemua Sonka.

Hapyuenus na xosicama u ROOKONCHAMA MbKAH

- penras: o0piB ¥ APYTH aleprivEH PeaKIitH

Bvbpeynu u nuxoynu napyuwenus

- PeNxy: HHKOHTHHEHIH Ha YpHHATA

Hapyuwenus na penpooykmusnama cucmemMa u 2epoume

- TIPUAIzEM, SPeKTIIIHA, SAKYIATOPHA U Opra3MeHa JHCHYHKIHA

Obtyu HApYuIeHUs 1t CoCOANRILT HA MACIHOMNO HO RPUAONCERUE

- HEYEeCTH: yMopa

- MHOTO PefiKH: OTOK, HapyIIeHH: Ha perylaliaTa Ha TelecHaTa TeMnaeparypa

Jlabopamopuu uscnedeanin

- HEYECTH: XHTepnposiakTrHHeMus (BioK 00AcHeHIITa oA HoMep 1 ro-Hony)

- MHOTO peiKH: MIOBHIICHHE Ha HHBAaTA Ha TpaHCAMHHAZHTE

"Xymepnponakruaemus: Risperidone mosxe 2 HHEYIHpA AO303aBHCHMO IOBHIICHNE Ha IUIa3MeHHTE
KOHICHTPAIM} Ha nponakTy. IIpofBH, KOMTO ca BE3MOXHO CBBp3aHE C TOBa, ca: rajaKropesd,
FHHEKOMACTHS, HapYLIEHHT Ha MEHCTPYaIHHS IIAKBA K aMeHopes.

*ExcrparmpaMpmiy _cumnTomy: Risperidone HMa HO-HHCBK NOTGHUMAN 33 MEJYIHpaHe Ha
eKCTpallHpaMUIHE CHMIITOMH B CPaBHEHHE C KIacHYeckHre Heppoientaun. B msxon cmyyan ofage
MOK€ [a BH3HHKHAT CIIE/IHHTE eKCTPAHpaMHEHHA CHMATOMH: TPEMOp, PHTHIHOCT, XHIIEPCAHBALL,
OpajiKHHesHs, aKaTH3HA, OCTpa JUCTORHAd. Te3n CHAMATOMH OGMKHOBEHO ca JeKH H obGpaTuMH mpu

HaManeHHde Ha fgosara 15135107 ] OPIWIArale Ha aHTHIIAPKHHCOHOBH JISKapCTBa IIpH HeoOX0AMMOCT.

MMa cLoOmMEHHs 33 MO3BYHO-CHOOBH HHITMASHTH IO BpeMe Ha meuenme ¢ risperidome. Te ca
HaGJIO/IABAHH NPeAHMHO [IPH NAIMEHTH B HAMpeIHaa BE3PAcT ¢ HaJIMYHH PHCKOBH (haKTOpH.

4.9 Ilpesosmpane

HIpwsnayu GaF. o o
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XHIJOTEH3HA M excTpandpaMuiay cuMmromiu. ¥iMa cpofmerma 3a mpeposdpane ¢ po 360 mg.
Hamgasute AaHHH HOKa3BaT IIHPOKH rpaHuiy Ha OesomacHoct. Ch0OMIaBaT ce PEAKH CIyYaH Ha
yoepKaeate Ha QT-pHTepBaia IpH Npefo3HpaHe.

Jevenue

OcurypsiBade H TIOAABPXKaHE Ha CBOOONHM AHXATENHH IIBTHINA, OCHTYPsBAaHE Ha JOCTATBYHO
KHC/JOPOX H BesTHiamus. Tpabpa ha ce oOMECIHM H3BBPINBAHETO HAa CTOMAINA MpOMHBKA (Cen
HHTYOHpaHe, ako HAUMEHET HE € B Ch3HAHME) M NIPHNAraHe HA AKTHBEPAH BEIVICH 3ae/HO © JIAKCATHB.
MoHHTOpHpPaHE Ha ChpASUHO-CBIOBaTa HelinocT Tpsa0Ba Ja 3alo4He BefHara W TpaOBa Na BKIIOYRA
eIEKTPOKAPAHOrpacko MOHHTOPHpAHE, 32 Ja e OTKPHE CBeHTyalHa apuTMusi. Hama crnenuduricH
aHTHAOT 3a risperidone. ITopamu ToBa Tp#OBa Ja Ce 3aM0MHAT HOAXOAMNIM NMOAXEPIKALIM MEPKH.
XUIIOTEH3HSTA M IHPKYNATOPHHAT Koyarc TpgOBa ja ce JeKyBaT ¢ IOAXONANIH CpeficTBa, Kato
HHTPAaBEHO3HO QIpHAaraHe Ha TeYHOCTH WMWIH CHMOZTOMEMeTHIM. B cmyyadl Ha Texku
eKCTPaIHpaMEIBH CHMITTOMH, TpaOBa Aa ¢& NPHIOKAT aHTHXONHHEPIHYHH cpepctea. CIPHKTHOTO
niekapcko HablrofeHHe ¥ MOHHTOPHpaHeTo TpAOBa Ja NPOABILKAT KO BE3CTAHOBABAHETO HA TTalMEHTa.

5. @®APMAKOJIOIAYHWA CBOMCTBA
5.1 PapmaxouARaMHAYHHA cBOHcTBa

apMaKoTepanesTHIHA TPYHA: ICHXONSNTHIHM, XPYrH aHTHicuxotwdHm cpegersa, ATC xom:
NO5AXO08.

Risperidone € celieKTHBEH MOHOZMMHEpTHIEH AHTArOEHCT C YHMKaTHu cBOHCTRa. Tolt mpurexasa
BHCOK a(HHWTET KAaKTO KbM ceporoHMHeprmgsnre S-HI2, Taka M KM AomaMuHepruanure D,
penteriropu. Risperidone ce cappssa crmo M ¢ anda,-afpeHeprHYnHTe PENENTOPH M, ¢ Ho-cnab
apunuTer, ¢ Hj-xucramumepriuuure W anda-afpeHeprmdHuTE penenTopd. Risperidone HsaMa
aduHHTET KHM XORHHEpTHYHMTE penenTopr. Benpexu ue risperidone e momeH D, aHTaroHMCT, 3a
KOMTO ce CYMTa, ye NOH0Opsea HO3HTHBANTE CHMITOMH Ha IIM30(QPEHIATa, TOH IOATHCKA HO-PAKKO
MOTODHAT2 AKTHBHOCT M XO-PSAKO IIPEJH3BHKA KaTalleliCHd B CPaBHEHHE C KMaCHYSCKHTE
HEBpOJIENTHY, BanaHCHPaHuAT WNEeHTpalioH CEpPOTOHHHOB W JOIAMHHOB AHTATOHH3BM MOME Xa
HAMAITH TEHACHHEATA 32 HHAYLHpaHe HA eKCTpanHpaMHAHH HEeKeNaHW peaxupd M Ja pa3liMpH
TepaNeBTHYHATA AKTHBHOCT KbM HEraTHBHHUTE H adeKTHBHHATE CHMITOME HA MIH30(PEHIBITA.

52 @apMakoKHHECTHSHH cBOHCTBa

Risperidone ce pezopbrpa HameNHO CIEH HEpPOpPalHO NPMIOKEHHe, KaTO HOCTHIra MaKCHMAMHH
IUIa3MeHH KoHueHTpauu 40 1 fo 2 yaca. Pesopbuuara He & NOBMHARA OT XPaHa X MO TO3H Ha4WH
risperidone moxe Aa ce mpHemMa ¢ Wwid 6e3 XpaHa.

Risperidone ce meraGomusmpa or CYP2D6 no 9-hydroxy-risperidone, ko#ito mma monobua
dapMaKONOrMIHa aKTHBHOCT karo risperidone. Risperidone mmoc 9-hydroxy-risperidone o6pasyear
AKTHBHATA AHIUNCHXOTMYHA (paxima. Jpyrmsr osT Ha Merabonusmpane Ha risperidone.e N-
Je3aTKIIHPAHeTo.

Crep riepopartHo NPWIOKEHHE Ha NCHXOTHYHY NalHeHTH, Tisperidone ce eNAMHHNpE C HOMYXHBOT OT
okomo 3 waca, ENMMHHAIMOHEMAT NOMYKHBOT Ha 9-hydroxy-risperidone m mHa akTHBHATA

aHTHIICHXOTHYHa (paxmms e 24 yaca.
IIpH [OBEYETO TALMEHTH PABHOBECHOTO CBCTOsHME Ha risperidome ce Hoctara no 1 geH, a

PABHOBECHOTO cherosHie Ha 9-hydroxy-risperidone no 4 no 5 anu. lliasseHuTe KOHIGHTpalHH Ha
risperidone ca npoNOpIHOBANHH Ha K03aTa B TepalleBTHYHITE [030BH IPanHIL.

Risperidone ce pasnpesens Gup30. OGembT Ha pasnpeneneHne e 1 no 2 L/kg. B mwrasmara, 88% or
risperidone (9-hydroxy-risperidone mnpencraBnsea 77% OT TO3H [si) Ce CBbp3Ba C ILIA3MEHHTE
npoTerHy (anGynMunE 1 anda,-KBCcenH MHKONPOTEHHH).

EfHa ceAMHLA clen npmioxkenHero, 70% OT [o3aTa ce eKCKpeTHpa B ypHHATA, 2 14% BLE (pexannnTe.
B ypunara, risperidone mmoc 9-hydroxy-risperidone npexcrasnaga 35 no 45 % or_jo3ata. OcTaHanoTo
Ca HEAKTHBHH MeTaboiTH. R

EnHo mpoy4BaHe ¢ eJHOKPATHO JO3UpaHe ¢ IIOKa3alo IO-BHCOKH TUTa3MEHEE xormempamm U Io-
OaBHO emydMHHpaHe Ha risperidone npH MaUKEHTH B HanpelHaNa BE3PAcT H 60111—111 G “Grpeuna
HepocraTeuHocT, [TnasMenuTe KOHIEHTpaky Ha risperidone ca 6111111 HOpMﬁHHH tpu rialmemi c
uyepHOAPOGHE HENOCTATHYHOCT. .




5.3 IlpenknuHEYHE A2HAH 32 Ge30macHoCT

Hava npe eisHisHl JaHHEY, KOWTO Jia Ca OT 3Ha4eHWe 3a [IpefiHCBaHeTo, ¢ H3KMIOUeHHe Ha Te3y,
KOWTO Beve ca Aafeny B Apyrare ornesn ma KXIL

6. ©APMATEBTHYHH TAHHW

6.1 CpoHchkK B2 HIOMOIIHHETE BEIECTEA

Torendo dumvupany Tabmerky 1 mg

- Crpuernna Ha Tabnerkata: lactose monohydrate, cellulose powder, microcrystalline cellulose,
croscarmellose sodium, colloidal anhydrous silica, sodium lauryl sulphate, magnesiom stearate.

- ®mmvoso nokpurre: hydroxypropyl methylcellulose, titaniom dioxide (E171), tale, propylene
glycol.

Torendo dunmppanu Tabnerky 2 mg

- CrpluesuHa Ha Tabnerkara: lactose monohydrate, cellulose powder, microcrystalline cellulose,
croscarmellose sodium, colloidal anhydrous silica, sodium lauryl sulphate, magnesium stearate.

- oo nokparHe: hydroxypropyl methylcellulose, titanivm dioxide (E171), tale, propylene
glycol, iron oxide red (E172), iron oxide yellow (E172).

Torendo dunmupasy Tabnerxu 3 mg

- Crpreppua Ha Tabletkata: lactose monohydrate, cellulose powder, microcrystalline cellulose,
croscarmellose sodium, colloidal ashydrous silica, sodium lauryl sulphate, magnesium stearate.

- ®umvoso noxputre: hydroxypropyl methylcellulose, titaninum dioxide (E171), talc, propylene
glycol, guinoline yellow (E104).

Torendo dumvirpany Tabnerky 4 mg

- Cspuernna Ha TabGinerkara: lactose monohydrate, cellulose powder, microcrystalline cellulose,
croscarmellose sodium, colloidal anhydrous silica, sodium lauryl sulphate, magnesium stearate.

- dumioso moxpurue: hydroxypropyl methylcellulose, titanium dioxide (E171), talc, propylene
glyeol, quinoline yellow (E104), indigotin (E132).

6.2 HeCEBMeCTHEMOCTH
He e npunoxmno.

6.3 Cpox Ha rogaoct

1 mg. 2 me. 3 mg v 4 mg Torendo dunvupany TabneTky

2 royHy.

6.4 CrhenuanHd EpefUa3HH MEePKH IpH ChLXpaHeHHe
Ha ce cexpaHsea npH TeMneparypa noa 30°C.

6.5 Onaxorka

1 mg, 2 mg. 3 mo u 4 mg Torendo dunmsupany Tabrerku
Biucrepsa onakorka (amymummeso gonpo, PVC/PE/PVDC donuo): 20 ¢umvupans tabnetxu (2
OnicrepHH onakoBkH ot 10 Tabneriy), B KyTHL.

Emic’repﬂa omakopka (amymumnmeso donmo, PVC/PE/PVDC donuo): 60 dummparm tabnetku (6
GrHcTepHH onakoBrH OT 10 TabneTkH), B KyTHIL.
Bmicrepua omakopka (aymunueso (onuo, PVC/PE/PVDC domio): 90 Qumig_RaHH Tabnerkn (9
BIHCTEPHH OMAKoBKH OT 10 TabneTku), B KyTHA. g TS g,

6.6 Ygaszannd 3a ynorpeda u padoTa ¢ BPOAYKTA

Hsaia criens#aaiy H3HCKBaHEA,




7. HNPOHA3SBOMHUTE HIIPATEXATE] HA PASPEINIEHUETO 3A YOOTPEBA

KRKA, d. d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Slovenia

8. PETHACTPATIHOHEH HOMEP(A)
9. JTIATA HA IEPBO PA3PEMEHWE 3A VIIOTPEEA / HDOSHOBSIBAHE HA
PASPENIEHAETO 3A YHOTPEBA

10. JIATA HA PEJAKIIHS HA TEKCTA
24.06.2005 r.




