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AKTHBHO BeIECTEO:
1 mg, 2 mg, 3 mg u 4 mg risperidone BLB BesiKa humvMEpana TadeTKa.

CHHCEKET Ha FOMOLTHHITE BEINECTRa € IpefcTaseH B 1.6.1.

JEKAPCTBEHA ®OPMA
OumMupand TabNEeTKH 3a IEPOPATHO HPHIOKCHME.

Qumupany mabremru om 1 mg

Ilpombrrosary, GMKOHBEKCHH, Oeim WK OelesHAKABY, 063 MHPH3MA, C NCAUTEHA HBANA
OT ejiHata cTpaHa B MapkupaHu ¢ ,,E 751 ot apyrara crpara.
TloBBpxHOCTTA HA pa3dynBaHe ¢ Gsilia Ha [BAT.

Quamupanu mabaemry om 2 mg

Ipomenrosary, OMKOHBEKCHH, Glien0 3enern, 663 MAPH3Ma, ¢ IeIHTEIHAa ABALIA OT eJfHATa
CTpaHa ¥ mMapkupasu ¢ ,,E 752” ot apyraTa crpasa.
HoswpxHOCTT2 Ha pasdynBaHe e Gsia HA I[BST.

@uamupanu mabremiu om 3 mg

IIpogsiroBaTH, OHKOHBEKCHH, OTeN0 3eNCHH, €3 MUPH3MA, C [CNATENHA HBAIA OT SXHATA
CIpaHa H Mapkupas: ¢ ,,E 753” or npyrara crpasa.
HoswspxHOCTTA Ha pa3uynBaHe ¢ Gsia Ha I[BST.

Qunmupany mabnemxu om 4 mg

IIpoxsiropary, GHKOBBEKCHH, TPERHCTO 3€IEHH, 663 MEPH3Ma, C JETHTETHA HBALA OT
€HaTa CTpaHa | Mapkupanu ¢ ,.E 754” ot gpyraTa cTpana.




4, KiIAHAYHU JAHHI
4.1. TepaneBTHYHY NOKa3ARHA

Rileptid e Hoxa3aHn 3a HedcHNE HA IIAITHEHTH C Pa3MIHA GOPMH Ha MH30()pEeHNd ~ IEPBY
ICHXOTHYEH €HH30M, PEITMIUB KN TaKKBa ¢ XPOHWIHA mu30odperys. Celmo Taka
JIEKapCTBEHMAT IIPOLYKT € II0KA3aH OpH APYTH IICHXOTHIHH CHCTOSHIS ¢ H3pa3eHa
IO3WTHBHA CHMIITOMAaTHKa (HalpAMEp XaONHHAIIY, HaIyIHOCTH, pa3cTpoiCcTBa Ha
MHCJICHETO, BpaXEOHOCT, MEUTENHOCT) W/HIHA HeraTHREA CHMIITOMATHKA (HalpAMep
OPHTHIEHA EMOIHOHANHA EKCIPECHs, EMOIMOHAIHO B COLHAIHO OTTEIIAHE, 00eHIBane
HAa peyra).

Risperidon obrexdara ctmo adeKTHRHATA CAMITOMATHKA CBEP3aHa ¢ INH30MPEHH KATO
IIOTHCHATO HACTPOCHUE, YyBCTRO 34 BHHA H TpeBoxkHOCT. Rileptid e mokasan u 3a
TIPOQHIAKTHKA HA PeHHIMBH HPH UAIRICHTH C XPOHUYHA MH30QPEHHUS.

Risperidon ce B3mon3Ba 32 IeYeHKe Ha MaHWIHE eNU304H NPH MaNHEeHTH ¢ OHIONApHO
Pa3cTPoiCTBO (KaTO aMrOBaHTHO JICICHEE KBM JIcKapcTBaTa Galancipalny HaCTPOEHHETO).

4.2. Mo3upoBKa ¥ HAYUH HA NPHIOKEHHAE

Hlwzothpenws

IIpemunasane om nevenue c Opy2u aHmuncuxomuyu koM aeyenue ¢ Rileptid

Koraro e KTHANYHO 0GOCHOBAHO Ja ce IPEeMAHE 0T JICICHHAE C AHTHIICHXOTHIIH KBM
nederne ¢ Rileptid ce mpenopb4Ba HOCTENEHHOTO HAMARSBAHE HA JO3ATA Ha APYTHTE
AHTHMICUXOTHIIH.

B cnygaute Ha IapEHTepaHO NMPHICIKEHHE Ha ApYIHs aHTHIICHXOTHK, IIPHEMaHeTo Ha
Rileptid ce mpenopsaea ja crake BMECTO HPHIOKEHAETO HA CIEBAIATA HHKEKITHS.

HeobxonuMo € IIEpHOIIIHO NpepasriekiaHe Ha eBeHTYAIHOTO aHTHITADKEECOHOBO
HeYeHHe.

Buv3pacmnu

Rileptid moxe 2 ce pHeMa €NHOKPaTHO WIH fBa bTH AHeBHO. Hagammata no3a ¢ 2 mg
mresHO (2 x 1 mg). Hosara Moxe xa Objie yBeMMYeHa Ha BTOPES AeH 1o 4 mg meesHo. Cuen
TOB4 Ta3H Ji03a MOXKE [a Ce 3ala3H M aKo € HeoOXommMo Aa ce IpoMeHH. Ha nosedero
HaluenTH ¢ HeoOXoMuMa JHeBHa Jo3a Mexy 4 - 6 mg. [Ipu HAKOou NanHesTH ce Hanara
0-0aBHO yBe/MYaBaHe Ha JO3aTa H MO-HHCKA HAaJATHA ¥ TOAABDKANA F032.

Jeesrn gozu Hax 10 mg He ca HOKasany no-K06pa TepareBTHIHA ehEKTHBHOCT B
cpasHeHue ¢ 4-6 Mg, HO MOraT Ka NIPHIMHAT YBEMYeHa YECTOTa Ha eKCTPAIApPaMU/THE
cuMuToMH. TRi KaTo He ¢a HPAaBeHH NPOYIBAHUS ¢ [TO-TOJIEMHE O3K, MAKCHMANHATA
JHeBHA go3a € 16 mg.

Hpyr HeoGX0IMMOCT OT JOIBIHUTENHO CeUpaHe Ha NallkeHTa KbM jiegenreTo ¢ Rileptid
MOXKe Ja ce oOaBH OcH30MHA3EHIHH.,

ITayuenmu e nanpeduana ev3pacm

Ipenoprysa ce Hagamsa xoza or 0.5 mg g8a IsTH AHeBHO. Tasu Koza Moxe 1a 651e

THTpUpaHa HHAMBHAYAIHO ¢ yBenuuenue or 0.5 mg 182 ATH NHEBHO [0 IOCTHrase Ha
1-2 mg nBa OBTH AHEBHO.

Risperidone 00MKHOBEHO ce IOHACH JOOPE OT TE3W HAIMCHTH.
Heya

lIpunoxenueTo Ha risperidone 3a nedesre Ha Mu30GPSHUS IPH Felp
BB3pacT HE € OIICHABAHO B KOHTPOIMPAHH KNHHHYHHA IPOYYBaHHS.




AJIORaHTHA TCPANAS 34 JICYCHHE Ha ManyueH eIH30a:

Bwipacmnu

Tlpenopsusa ce HATANHA X034 OT 2 Mg J0 3 mg eAHOKPAaTHO JHEBHO. Axo e He0OXOnEMO
HAYANHATA 4032 MOXe Ja GB/I¢ THTPUpAHA HEABIAYANHO C YBEIAIEH)S OT 1 mg HEBHO
Ha HHTEPBATH He HO-MaJIKH OT 24 yaca. Y CTAaHOBEHO € € ca edexTHBHE HHEBHHTE O34
ot 1 5o 6 mg.

Leya

Jluncea onuT OT IPHIOKEHKE Ha IEKapCTBOTO Hoj 18 ro/mInEa BB3PacT IpH OHIIONAPHO
a)eKTHBHO pa3CTpORCTRO.

Buvbipeunu u ueprodpobru 3abonseanus

Tipenoppusa ce Hauamaa Ao3a oT 0.5 mg FBa NETH JHCBHO. Tazm fo3a Moxe Ha ObAe
THTPHpaHa HEIHBKIYATHO ¢ yRemrdenne oT 0.5 mg Ba NETH AHEBHO O JOCTATAHE HA
1-2 mg xBa NETH JHEBHO.

Heobxomumo e mpanoxerrero Ha Rileptid 12 crasa ¢ HOBAINEHO BHUMAHUG O HATPYNRAHS
HAa OCTATHYECH KIIAHUYCH OMHT.

4.3, lIpoTBBOmoKa3aBus

HssectHa CBPEXIYBCTRATEHHOCT KBM JICKApCTEEHOTO HIA IIOMOIHHATE BeIICCTBA.

4.4, Cuenmanny NpeyIpe;EAeHUs U MPENNA3HN MEPKH Opu ynoTpeda

Iopamy o -6nokupamys ehexT Ha risperidone e BE3MOXHA [I05BaTa Ha OPTOCTATAYHA
XHIOTOHES 0cOGEH0 B HAYAIIOTO HA JeUeHHETO, IpH THTpHpatie Ha frosara. Risperidone
Tpsi6Ba Aa 6HAE H3NON3BAH ¢ IOBHINECHO BHEMaHNE NPH NAlMEHTH CbC CHPACIHO-CHA0BH
3a6ossBanys (HAIp. CHpAeYHA HEOCTATEIHOCT, MHOXapHeH HEGApKT, IPOBOAHM
HapYIIeHys, JeXANpATAllFs, XHIOBOIEMHA, IepeOpoBacKyIapHy HapyINeHNsT) K [03aTa Ja
65/¢ TIOCTENEHHO THTPHPAHA, KAKTO € Npertoprdano. IIpy nossa Ha XHIOTOHYS TPIOB2 fa
Obfie pasriefasa HeoOX0AUMOCTTA 0T HaMaliBaHe Ha J03aTa.

TTpr nprnoKenwe Ha ICKAPCTBA C aHTATOHHCTHYEH eekT BEPXY AOHAMEHOBHTE
perlenTopH € HabofaBaHa HHAYKITHS Ha KBCHA JHCKHAE3M, XapaKTSPU3Hpaima ce ¢
PATMUYEH HEBOJIERA ABLIKEHYS IPeIHMHO Ha e3uKa u/um nuneto. Canra ce, 4e nogsara
Ha SKCTPAIMpPAMEIHA CHMIITOMH € PHCKOB (JaKTOp 32 Pa3BHTHETO HA KhCHA THCKUHC3M.
Tsit kato risperidone B MO-MaJiKa CTeNeH WHAYNHpa eKCTpaapaMiIHE CHMITTOMH B
CpaBHEHHE ¢ KIaCHUECKHTE HEBPOIENTHIM, TOH B O-Malka CTeNCH HEIyUHpa KbCHA
JCKHHE3NUS OT TIX. AKO ce IOSBST CHMIITOMH Ha KbCHA AVCuHes¥s Tpabsa fa ce

pasriesia BE3MOKHOCTTA 34 TIPeyCTaHOBABAHE IPHIOKEHHETO Ha BCHIKY aHTHIICHXOTAYHH
TIEKAPCTRA.

TIpu siedenye ¢ KIACHUSCKATE HEBPONICHTHIM ¢ Halio1asaH HEeBPONCIITHYCH MATHTHEH
CHHApPOM, KOMTO C€ XBpaKTePH3HPA C XUIEPTEPMIL, MyCKY/IHA PUTHAHOCT, TaGHAHOCT Ha
BEreTATHBHATA CHCTEMA, HPOMEHH B CH3HAHKWETO ¥ yBeIU9EHNEe Ha HBATa Ha KPCaTHHUH
dochoxunasara. IIpy nogBaTa Ha TAKEB, ICICHACTO C BCHYIKM aHTHNICHXOTHIM,
BKIFOUHTENHO risperidone TpabBa fa 6BA€ NpeyCTaHOBEHO.

TIpn manuesTH B HATpETHAIA BE3pacT, TakuBa ¢ 6x0peuny U gepHOAPOO
IEeMeHIU € HeoOXomEMO BHUMATEINHO ONpPE/ie/iHe Ha 03aTa.

Tipn Ha3HauyaBaHETO Ha risperidone Ha manuenTH ¢ 6onect Ha Ilap



4.5.

TIOBHINIEHO BHUMAaHHE, II0paaH TCOPETHYHATa BE3IMOKHOCT OT BIOIIABAHE Ha 3a0ongBaseTo.

W3BecTHO ¢ Yye KIaCHIeCKHUTE HEBPOIENTHIY, Makap U B pa3NIMyHa CTEHEH HaMaJlIBarT Ipara
B4 BL3HUKBAHE HA [IPHIIAABIH OPH HaHeHTH ¢ emunencrst, HeoBXoMUMOo ¢ NORAINEHO
punManue, koraro Rileptid ce npenmicBa Ha NAllMERTH ¢ SNHNENTHYHY IPUCTEIH B
TAXHATA aHAMEE32,

HeoOxonunMo e TIalHenTHTe A2 061aT chBESTRAHE 3 C€ Bh3IRPKAT OT IPEKOMEPHO
Xpasene, Mopajd BE3MOKHOCTTA 0T HaJfaBaHe Ha TErNO.

ITpu eppoBpemenHarta yiorpeda ¢ furosemide ce Habmonara m0-BrCcoKa cMEpPTHOCT (7.3 %0)
TIp¥ TaOHEHTH MeXAY 75 1 97 romune B cpaBHEHHE ¢ Nedenne caMo ¢ risperidone (3.1 %)
nmamEeHTH Mexay 70 1 96 ToIHEY WIIH B CPaBHEHHE CBC CAMOCTOATEIHO MPHIIOKEHUE Ha
furosemide (4.1 %) nanueHTHE Ha BE3pacT 67 - 90 rogues. 3aT0Ba CHOTHOMCHHETO
II0N3a/PHCK OT IPHIAraHeTo Ha Ta3\ koMmOuHanws TpiaOBa na ce mpenesy BEMarenHo. He e
HaOMoAaBaHo MOBHIIABAHE Ha CMBPTHOCTTA IIPH HAHEHTH JIeKyBaRK ¢ NPYTH JHYPCTHIM
HaBaHHU eTHOBPEMEHHO C risperidone.

JexmppatanusTa o6ade cama 110 ceGe CH € PACKOB (akTop 32 IIOBHINABAHE HA CMBPTHOCTTA
W 3aTOBa TpsOBa fa ce KOHTPOIHpA.

ITpu nnaneGo-KOHTPOMAPaHy NPOYIBAHAS HA TaNHEHTH B HANPEIHANA BE3PacT ¢ NEMEHIMA
Ha cpensa Bp3pact 85 roquuu (73-97 ronwHN) NEKyBaHH ¢ risperidone ¢ HabmoAaBHA
CTATHCTHYIECKH 3HATHAMO I10-BHCOKA 4€CT0Ta Ha MO3BIHO-CHI0BH HHIHACHTH, TAKABA KaT0
WHCYATH (BKJIOUMTENHO $QaTaNHy) B IPEX0NHY HapyIIeHHs] Ha MO3EIHOTO
xpeBocHabagBane (TIA) B cpaBrerme c mianebo rpynara. EfH MeTa aHanu3 5a 6
ITaneGo-KORTPOIMpPaHY TPOYIBaHHS IIPEMMHO Ha HANWEHTH B HalpeHana B3pacT ¢
neMeRIHs (say 635 TOJMHN) T0Ka3Ba, Ue MO3bIHO-CHAOBHTE HHITUACHTH ((aTaiHy 1
nedaranmu) ca 3.3 % (33/989) ot nexypauurte c risperidone u 1.2 % (8/693) B mranedo
rpyuarta. PenaruBHus prack {(upi 95 % moeeputener ruTeppai) € 2.96 (1.33; 7.45), 3arosa
HIPHETOKEHENTO Ha NeKapCTBOTO TpsOBa JIa CTaBa CH OBHIICHO BHAMAHHE IIPH TE3H
ManyeHTH.

Bcesaxa dumvmpana Tabnerka ceaspxa 76 mg naxrosa. [lanuenTr ¢ pefkure HacneACTBEHN
3a00NABaHN FAlaKTO3HA HENOHOCHMOCT, TaKTa3Ha HEAOCTATHIHOCT HITH TIFOK030-
ranaxTo3eH MarabcopOIAOHEH CHHAPOM HE Tpa0Ba fa mpHeMar ToBa ASKapCTRO.

Jlexapcreens u IpYry B3aHMoOAecTBHS

Hsama crereMaTH3HpaEn HaOMIONEHMs 3a PHCKA OT IPHIOKEHAETO Ha risperidone B
xoMGuHauws ¢ ApyTH HekapcerBa. Ilo orHomenne Ha edexrrre My Bpxy LIHC risperidone

TpsiOBa Aa Oblle H3TI0JI3BAH C NOBHIIEHO BHUMaHKe B KoMOBHANAS ¢ APYFH JEKapCcTBa C
MEHTpaNHA eDEeKTH.

Risperidone Moxxe pa aHTaroHnzupa edexra ya levodopa i Zpyri NONAMHHOBH ATOHHCTH.

Carbamazepine samaiiBa Na3MEHHTE HHBa HA AKTHBHATA AHTHIIC [i% Ha
risperidone (risperidone u 9-hydroxy risperidone). [lomo6uu ede
HaOmo#aBsaT U ¢ APYTHTE UHAYKTOPH HA YePHOAPOOHHTE CHIBME
¢ carbamazepine WA JPYTH HHIYKTOPY Ha YepHOAPOOHUTE eH3
negenvero ¢ risperidone mozara Ha Rileptid 1ps6sa na 6n1e mpe

HE




HeobxommMo — yBemudeHa. CIHpaHeTo Ha IEYEHAETO ¢ carbamazepine H Apyruye

HHAYKTOPH H3HCKBa HAHOBO IIpepasriiexiane Ha fo3ara Ha Rileptid 1 axo e meobxovo —
HaMaIBaHETO H.

JBIrocpoYHoTO €0HOBPEMEHHO IPHNIOKEHHE Ha risperidone u clozapine Moxke fa HaMamm
eKCcKpenusATa Ha risperidone.

PDeHoTHA3UHOBATE IIPOX3BOAHH, TPHIHKIMIHUTE aHTHACTPECAHTH H HAKOH 0eTabloKepH

MOraT Jga yBeinu9ar ijasMeHaTa KOHOCHTPAamnI Ha risperidone, BEO HC ¥ Ta3H Ha
AHTHHCHXOTHYHATAa cbpaxcm{ﬂ

Fluoxetine noTHCKa 9-XApOKCAIPaHETO Ha risperidone, KOETO MOXKe 1a KOBEAE JI0
YBEIIHYEHHAE HA MTa3MeHATa KOHIEHTpanus Ha risperidone. 3aToBa, ako fluoxetine ce
Jobass KEM TEKyIIO Je9CHHE ¢ risperidone e HeoOXOAMMO fia ce pasriiefia HaMaJITBaHe
Jio3ata Ha risperidone.

Criopen pe3ynTaTuTe Ha In vitro IpoydBaHAs HoZo0HO B3aAMONCHCTBAE MOXKE Ja Ce pa3pue
cwino u ¢ haloperidol.

INpanoxennero Ha risperidone He € CBHp3aHO ¢ yRenuyasage Ha QT-HTepRana B
KIMHHYHH npoyysanus. HesaprcrMo OT TOBa, KAXTO W HPH APYTHTE AHTANCAXOTHIM CE
Hajara fOBUIICHO BHUMAHHE IIPH €THOBPEMEHHOTO IIpHnarane Ha risperidone ¢ aekapcTsa
yabroxasamy QT- uaTepBana (amitriptyline, chlorpromazine, droperidol, thioridazine,
pimozide, quinidine, procainamide, sotalol, ephedrine, epinephrine, terbutaline,
erythromycin, trimethoprim/sulfamethoxazole, ketoconazole, fluconazole u apyrr).

Ilpu eqHOBPEMEHHOTO NIPAIOKEHAE Ha risperidone ¢ APyTH JEKAPCTEA C BUCOKA CTENIEH Ha
CBBp3BaHE C INIa3MEHNTE NPOTEHHH HiMa KIHENYHO 3Ha9M €(EeKT OT TOBA.

TIpuemsT Ha XpaHa He IOBJIHABA pe3opOnmaTa Ha risperidone B cTOMaxa.

bpemenHocT H KbpMene

bpemennocm:

a) [IpenkIHHAYHA NpoyYBaAHHA

Maxkap 9e npy ONUTHATE XKUBOTHY risperidone He HOKa3a AUPEKXTHA TOKCHYHOCT TI0
OTHOIIEHHUE HA PEMPONYKTHBHATa QyHKHHS, 65Xa HabMONABAKK HIKOH HEIHPEKTHH
eexTn, MmequHpasi ot nponaktaaa H ITHC, xato 3a6asex ecTpyc ¥ IPOMEHH B
KOmyHaruaTa H KbpMEHETO HpH ITBX0Be. Risperidone He noBmHsg GepTHIIHOCTTA, HATO
0sxa HaOMmonapaHy TepaTOreHHH e(EKTH.

8) Knmunpany apanan

He ca npoBexnass KOBTPOIHPaHY KIHHAIHHA POyIBaBys IPH OPEMEHHY XeHH.
Crernoparenso npmiioxenreTo Ha Rileptid mo Bpeme Ha GPEMEEHOCT € BL3MOXKHO CaMO aKo
HON34Ta OT TOBA HAAXBBPIIA BE3MOKHUTE PHCKOBE.

Kwpatene:

0.84 % u 3.46 % o1 moaute Ha risperidone u 9-hydroxyrisperidone csotR
MaiKara.

Crepopatenmo npunoxenneTo Ha Rileptid Tpssa na ce w36arear mo Bpe




4.7.

4.8.

Edexta BBpxy cnocodxocrTa 32 modupane mau paéorTa ¢ MAIIHEA

Rileptid Mojke fa TIOBIMAE aKTHBHOCTATE H3UCKBANTY KOHIERTpanus. CIeNORaTEHO
TANMeHTHTE TPsAOBa fa 6BaT MOCHRETBAHY [a He Iodrpar i Aa He paboTAT C MATTHHEY B
HAYaNI0TO HA IEYECHHAETO JO M3ACHIBAHE Ha HHIHBHYANHOTO UM IOBIHIBaHe. II0-KhCHO
CTEIeHTa Ha 3a0paHara ce OnpeneNns Kl IUBHIYATHO.

Hesxenann JekapcTBeHH peaKiai

Risperidone o6rxHOBEHO ce IoHacs KoGpe. BaxHo e 1a ce 0T6eneixy, 9e B MHOXO CIIydad €
TPYZHO Ja ce pasrpaHu9aT HEKeNaHuTe Peakiiiy OT cHMITOMuTE Ha 3a0omssaneto. Hati-
HECTO CPeIaHHTe HeXeJaHH NeKapCYBEHH peakildy NpH NpHIoKeHHeTo Ha risperidone ca:

Om cmpana na I{HC:

bescpHue, TPEBOKHOCT, XKATANNA, BEPTHTC, COMHOIEHTHOCT, IIABO0OIHE ¢4 TECTH
HEXENAHH peaKI{iy.

YMOpseMOCT, HaMaleHa BE3MOXKHOCT 38 KOHIECHTPALHS, CNANCHTHIEN IPAIANEIE Ca
HEYECTH.

Cepmauus, 9ecTo JIeKa i IPeXoAsa ce Habo#aBa N0-4€CTO IPF Jena i HOIpacTRamH,
OTKOMKOTO IIPH BE3PACTHH.

YecToTata B TeXecTa Ha eKCTPAlHPAMUTHATE CHMIITOME €4 3HATUTENHO FO-MAJKH IIpH
IPHIIOKEHHeTO Ha risperidone, B cpaBReHye ¢ IpHiIOKeHReTo Ha haloperidol wmm Apyrute
KNaCHICCKH aHTHIICHXOTHIE. He3aBucmvo 0T TOBa B OTHENEH CIIyJad MOTAT /i3 ce
HabIMOKaBaT CAeHATE HEeKeIAHH PeaKIHy: TPEMOp, PHTEAEOCT, YBeNNIeHa CAIHBALAS,
OpanMKHHe3Nis, aKaTH3MsA, 0CTpa JUCTOHHAS, KOHTO ca OBHKHOBEHO NIEKH X obpatrMH.

Te morat ha 6nmar HpeOoTBpaTCHH Ype3 HaMalsiBatie Ha Jio3ara Wi H3NOI3BaHe Ha
AHTHIIADKMCOHOBY JIEKapCTBa.

KaxTo ¥ npu KnacH9ecKuTe HEBPONSITHIM CIEAHNTE ca HaOMONABAKH B PELKH CIIyIam Opu
TCHXOTHYHY ITANACHTH: XUIOKHHE3HS, MANMIHEH HEeBPONEITAYEH CHHAPOM (BEX 4.4.) 1
HapyIIeHa peryJanys Ha TelicCHATa TeMIIEpPaTypa.

Om empana na cepdeyno-cvdoeama cucmema

Oprocratina XunoTosns i pedexcHa TaXHKaPAUS Wk HEJECTO — XACPTONS ¢a 6um
HalNropaBaty [IpH TPHIIOKEHAETO Ha risperidone (Bux 4.4.). B HIx0oK XiHHMYEN
NpOY4BaHHA ca HabMogaBasy IepeOpoBacKyNapHH HENENEHTH (AHCYIIT, HpPEXOIHU
HApYILCHHE Ha MO3BIHOTO KPBBOCHAOIABAHE) C NORAKOTa haralieH W3XO/ NpH HAHEHTH B
HanpeqHala Bb3pacT ¢ AeMeHIs ISKyBaRH ¢ risperidone.

Om Cmpand Ha XpanocMuramenHamd cucmema

Konctunamys ce cpelna OTHOCHTEIHO YecTo, 2 THCIencHs, raneHe/IIOBpBINaNe, KOPEMHA
GoNKa 1 cyXoTa B ycTaTta ca HeuecTH. MEOro paako ce HabmoaBa fucharug. B Haxomko
Cltydas ca JOKNafBaHK YBEIWICHH HHBa HAa JePHOAPOOHUTE EH3UMM.

Om cmpana na xoscama u cvedunumennama mokan

Morar z1a ce abmonasar KcepomepMus, X¥IEPIHrMEeHTANES, HOTOCCHCHORIH
KOXeH O0pPHB H JPYTH ANEpriyHy PeaKIyH,

Om cmpana na endoxpunnama cucmema
Risperidone Moxe xa mpoBOKHpa 0303aBHCHMO YBEITHYICHUE HA THIA3MEH,




KOHIIEHTPALIK Ha IPOJIAKTHH, KOETO MOXE fa CC IIPOABY C FalaKTopes, THHEKOMACTH,
HapyHIeHH® B MEHCTPYAIHMA UMKBII B aMEHOpes.

Morart zia ce TOsBAT YBEIMUECHAE Ha TEJIECHOTO Terlo (BwxX 4.4.) 1 efeM.

KaxTo 1 np# KIracHYeCKyTe HEBPONENTHIHE ca HaOMOoAaBaHy i MHOTO DPEJIKHE CIIy9an Ha
BO/THA HHTOKCHKANHA, KOATO Ce ABIDKH HIM Ha IONMARNCHS MK Ha BTOpWIHA
XHMIIOHATPHEMILSE, B CIICACTBAC HA HEANeKBaTHA CEKPENHA Ha aNTHANYPETHYHHS XOPMOH HpH
NCHXOTHYHH [allUEHTH IEKyBaHH ¢ risperidone. B MHEOT0 pefiky ciygan o BpeMe Ha
negenHe ¢ risperidone ce ch0OMaRa 32 XMIEPIAHKEMES ¥ BIOIMABAHE Ha CHIECTBYBAM
3axape gpaber (Bmx T. 4.4.).

Om CIpana Ha RUKOYO-ROJ08aMA CUCIeEMa

Morar na ce HabmomasaT epekTHIHA THCHYHKIAS, HAPYINSHAS B CAKyNANKATa,
awoprasMms, IPHAITH3EM, JU3Y DU, IONKMYDHE H HEKOHTAHCHIAS HA YPHHA.

Om cmpand Ha Kpvemda

B maxou ciyvan ca HaOMIOAaBaHN aHEMHES | JIEKO NOHEKeH e B 6pos Ha HEyTpoduImTe
W/am TpoMOOIUTATE.

Om cmpana Ha censoprume op2any

B usonupaHu ciiyyay ca Hab/mofaBany HapyIneHNs B aKOMOZIAIHITa, 3aMBIIICHO 3PEHHE,
KcepodTAIMHEA ¥ PHHHT.

Om cmpana na MyCKYno-crenemnama cucmema
ApTpairus H MHAIITHA.

IIpepozupane

Cumnromu:

HalmosnapasnTe CAMIITOMHE €2 BCHIUHOCT YBEIHYeHH (apMakoNorHIEy eheKTH Ha
JNIEKapCTBOTO KATO CHHIUBOCT, CEAAHs, XANOTORHAS, TAXUKAPAHA ¥ eKCTPATHPAME/IHA
camirroM. Onmcaso e npenosapane ¢ 360 mg risperidone. Hamsgnure fausy opeamonarat
MHOTI'0 FOIIsIMa TepaleBTHYIHA [MHpHHEA. B peKu ciydan e HaOroNaBaHo YObIDKaBaHe Ha
QT-uuTepBana OpH Npeo3upate.

B crmy4aii Ha ocTpo npeno3npare TpsOba Aa Gbe pasrienana BE3MOKHOCTTA OT
IIpEXO3HpaHe C JIOBEUE JISKapCTBa.

Jegenne:

Ocurypssat ce cBOGOIHE AyXaTeHUTE IFTHINA 32 1 c€ IOANbPKa BEHTHIANAATA H
PSCNIEKTHBHO OKCHTeHAausTa. MoKe Na ¢ce HalpaBH CTOMAlIHA HpOMEBKA (Clien
HHTyOanusTa, aKo AKEHTHT € B 6e3CH3HANNE) B IPHIIOKEHAE Ha AKTHBEH BLINIEH 32€HO
C NAKCATHBHO NIEKapcTBO. MOHUTOPHPAHETO Ha CHPAEYHO-CHA0BATA PYHKIHS TpIORa 1a
3amovHe BEAHAra, KOeTo Tpsidea na sxmousa EKI 3a AMarHOCTHIHEpaRe Ha EREHTYAIHE
apHTM¥H.

Hsmva cnemvidiraer asTuzor. Ipinara ce 06moyKpenBanio IeUeHue, ako ce HOJO3Epa
npefosupane. XuMOTOHKATA H DHPKYNAYOPHHES KoManc Tps6Ba ja GBAAT TeKyBaHHE o
MOZXOHAIN HAYHH, HAIPHMEP HHTPABEHO3HH BIMBANMSA W/ CAMIATHKOMEMETHYHE
nexapetsa. B ciydaii Ha TexKa eKCTpanMpavMuIHA CHMITOMATHKA TPIOBA A2 C6 NPANONKH

AHTHXOJIMHEPTHYHO Nedenne. HeoOxommMo e cTpukTHO MeuIHHECKO Habmy
BB3CTaHOBABAHETO HA IAUEHTA.




5. ®APMAKOJOI'MYHU CBOMCTBA

5.1. DapmakoadBamMuka

5.2

CDapmaIcOTepar[eBTma Tpyna: auTHIICHXOTHNH, CENICKTHBHA MOHOAMHUHSPIHYHA
auTaroHuCTH.

ATC: NO5SA X08

Risperidone ¢ celneKTHBEH MOHOAMUHEPTMIeH aHTArOHHCT ¢ YHUKAIHE CBOMCTBA.

Toi uma BHCOK aHENTET KBM CepoTOH¥MHeprHannTe 5-HT, B AOIaMEHEPIHIHATE

D,- penentopn. Beposrro risperidone ynpaxssasa aHTHIICHXOTHIHAS CH e(ieKT 9pe3
eIHOBpeMeHeH cepoToHuHOB (5-HT,) & nomamusnos (D;) anTaroau3sM. Risperidone ce
CBEP3BA CEHINO C Ol -afpeHOPEHENTOPHTE K C O-HUCHK AHBEHTET KBM CEPOTORMECPTHIHETE
5-HT)c, 5-HTpu 5-HT penentopute, onamunosaTe Di-penentopute,
Hi-x¥cTaMHHeprudHE U O-afiperepriuHuTe perentops. Risperidone Hama aHHETET KbM
MYCKapHHOBHTE ¥ [ u J2-anpeHopenentopute. Makap ge risperidone € MoneH D;
AHTATOHHCT, KOHTO MOA00PABa HO3UTHABEKTE CHMITOMH Ha IMH30(peHrsTa, TOH NOTHCKA
H0-MaJIKO MOTOPHATA aKTHBHOCT H B II0-MallKa CTCHCH HERYIIUPA KATANICIICHA B CPABHCHEAE
C KJIACHYECKUTE HEBPONENTHL Y. banancupaHusT nenTpates CEpOTOHHRHOB 1 JOIaMHAHOB
aHTaTOHM3BM MOXKe 61 HaMa/I1Ba BE3HHKBAHETO HA CKCTPANAPAMUIHA HEXXEHAHE PeakmuH

H pa3inpsABa TEPAEBTHYHATA My aKTHBHOCT BEPXY HETATHBHUTE H a()eKTHBHH CHMIITOMYE
Ha MA30(peHuaTa.

DapMaKOKHHETHKA

Risperidone ce pe3op6rpa HATBIHO ClEl IEPOPATHO NPHIOXKEHHE KaTO KOCTHTa ITHKOBA
IUIa3MeHa KOHIERTpanus 3a 1-2 gaca. PezopOrmsaTa My He ce IOBIHIB2 OT NpHEMA Ha
XpaHa, TaKa 9¢ ¢ 6e3 3nageHue JaH ce IIpHeMa IIpeily ¥ CIe/ XpaHeHe.

Ha#i-paxmia MeTabonaTen IeT Ha risperidone e xunpokcunupageto My or CYP2D6
nuToxpomed P450-m3o0ensmm o 9-hydroxyrisperidone, xoliTo aMa monebua
(hapmakonoradHa akTHBHOCT KaTo risperidone (akTupeH Metabonmt). Risperidone 1
HETOBHA aKTHBeH MeTabomut 9-hydroxyrisperidone 2aenno GopMupaT aKTHBHATA
aHTHNCHXOTHYHA paximi. Exun no-Manko BaxkeH MeTabomTeH WaT € N-Aeankunypanero.
Crieql iepopaiHoO IPHIOKEHYE 0T NCHXOTHYHY DAIMEHTH risperidone ce eKCKpeTHpa ¢
BpeMe Ha HOIYXKHBOT OT OKONO 3 Jaca. EnAMUHanHORHUAT HOMYXKMBOT HA aKTHRHATA
aHTHIICHXOTHYHA (paxiud ¢ 24 Jaca.

Crabunna nnasmMena KOHIGHTPAIHA ce HOCTHTA 32 1 1eH 3a risperidone ¥ 3a 4-5 xuu 3a
9-hydroxyrisperidone npu mosegero manuenTH. [InasMenara KOHNEHTpalms Ha risperidone
€ J030TIPONOPIMOHANHA B TePAEBTHYHM 0308 JHAIA30H.

Risperidone ce pasmpocrpasnssa 65p30 B oprasmsMa. Herosusr ofeM Ha pasnperieieHue e
1-2 Vkg Tenecso Terno. Risperidone ce cabpaBa ¢ anbyMUHHUTE H O-KHCEIHATE
rimxoporenty. CBBP3BaHETO ¢ IIa3MEHATE TIpoTeluy € 88 % 3a risperidone u

77 % 3a 9-hydroxyrisperidone.

Enua cenvuna cnest 3anousane Ha npainoxerneto 70 % OT [03aTa ce eKCKPETHpa Upes
ypuHata 1 14 % upes denuca. B ypunara risperidone u 9-hydroxyrisperid

MeTa0omuTy.



5.3.

6.

QOcobenu zpynu nayuenmu

[Ipu npoyIBaHKs C SHHOKPATHA 032 aKTHBHATA aHTHIICHXOTHIHA (PaKIii IoKaza [o-
BACOKM YinasMEHH HUBa K 3a0aBeHa exCKpelHd P HAHEHTH B HApeHAlIa BE3PacT A IpA
TaxHBa ¢ Gp0peuna segocTaThuHOCT. [InasMenara KOHOEHTpalks Ha risperidone erme
HOpMAJiHA Py HallieHTH ¢ YepHoApoOHa HeI0CTATEIHOCT.

dapmakoKuHETHKATa Ha risperidone u 9-hydroxyrisperidone 1ipu fena 6eme nonobHa na
TasH HaMepeHa IPH BE3PACTHH.

Ipenxaasuyan NaHHH 32 6€30MacHOCT

B (cy6)XpOHHYIHE TOKCHKOJIOTHIHH IIPOYIBaHHS C HPAIOKEHHE Ha risperidone ga nojioBo
HE3PEIH UTHXO0BE H KydeTa Osxa HabmogaBany A0303aBHCHMH €(QEKTH 1 NPH MEXKMTE H
IIPH JXEHCKHUTE KHBOTHH — B TCHUTAHAA TPAKT H MIICIHATE JIe3H. Te3d eEeKTH MoraT fa
OBbIaT CBBP3aHM ¢ YBEeNWIeHUTE NIa3MeHH HUBA Ha NPONAaKTHH, IPHIHHEHH 0T D;
peNenTopHHS AHTarOBM3BM Ha risperidone.

Kaprmwrorensoct: Risperidone ssMa nbpBUYHE KapUUHOreHHY edektH, obade Haii-
BEPOSITHO HOPaH YBEIHICHATE CEpYMHEH HABA Ha HPOJIaKTHHa, IPOY9IBaHUATA IPH MHITEH
H ILTHXOBE HOKa3axa CTATHCTHICCKH 3HATUMO yBEIITYCHAE Ha JecToTaTa Ha aeHOM Ha
xumodu3aTa, afeHoM Ha €HAOKPHHEEHA HaHKpeac A aJicHOKapHHHOM Ha MJICYHATA XKIIe3a.
Mytarerroct: Cnopesi HpOBeAEHATE MIPOyIBaHnd risperidone He DPATEXABA MyTareEHR
edexrr. Risperidone maMa edekT BEpXY penpoAyKTUBHATA HYHKIHS.

DAPMANEBTIYHN TAHHUA

6.1. Cancsk HA IOMOMIHATE BEOISCTE2 B TEXHATE KOAAYECTBA:

6.2. HecLBMECTHMOCTH

Lactose monohydrate, maize starch, microcrystalline cellulose, magnesium stearate,
colloidal anhydrous silica, sodium laurilsulfate.

O6BuBKa:

Rileptid 1 mg dunmupanu mabnemxu

Opadry-Y-1-7000 white: hypromellose, titanium dioxide (E 171), macrogol 400.
Rileptid 2 mg ¢unmupanu mabremxu

Opadry green 03B21370: hypromellose, titanium dioxide (E 171), macrogol 400, indigo
carmine aluminium lake (E 132), quinoline yellow aluminium lake (E 104).

Rileptid 3 mg dnumupanu mabnemru

Opadry green 03B21372: hypromellose, titanium dioxide (E 171), macrogol 400, indigo
carmine aluminium lake (E 132), quinoline yellow aluminium lake (E 104).

Rileptid 4 mg unmupanu mabnemru

Opadry green 03B21368: hypromellose, titanium dioxide (E 171), macrogol 400, indigo
carmine ahuminium lake (E 132), quinoline yellow aluminium lake (E 104).

He ca p3sectan.




6.3. Cpox Ha rogaecT
Rileptid 1 mg u 2 mg dhunmupanu mabremru: 30 mecena.

Rileptid 3 mg u 4 mg punmupanu mabnemrcu: 3 rogunm.

HapTHEHHﬂT HOMCP, JaTaTa Ha IIPOU3BOACTEC H AaTaTa Ha H3TH9ane Ha CpOoXa Ha IOFHOCT
Ha HCKAPCTBOTO Ca OTIEYATaHH BEDXY OHAaKOBKAaTa.

He m3non3paiite TOBA IEKapCTRBO ClEN H3THYAHE Ha CPOKA HA TOHHOCT.

6.4, CoenumajAy OpeaANasHE MEPKH IPH cHXPaHEeHHE

Ha ce cpxpansaBa Iox 25%C.

6.5. Bug u chabpiRanue HA ONAKOBKATA

10, 20 nmm 60 dumMupasn Tabrerrn va PVC/PVDC/anymuanses GacTep DOCTABEHH B
KapToseHa KyTHHKA 3a¢HO ¢ JIMCTOBKATA 32 TalHeHTa.

6.6. 1llpenopsKkH NpH ynotpeda (oTmyckane)

,T.Ia C€ OTITyCKa caMO TIO0 PEIEIITa CIch Bepmbmcalmﬂ Ha JRarnoo3ara OT CIICIHaAECT HITH
OomgEo 3aBENICHKE U NOK NOCTOSHHO HaOImONeHue 0T CIEMHEAIICT.

7. HPUTEXATEJ HA PASPEHIEHWETO 3A YHHOTPEBA

EGIS Pharmaceuticals Public Limited Company
Kereszturi ut 30-38.
1106 Budapest, HUNGARY

8. HOMEP HA PASPEINEHUFETO 3A VIIOTPEBA

9. JATA HA U3JABAHE HA ITHPBOTO PA3SPEINEHWE 3A YIIOTPEBA

10. JATA HA (YACTHYHA) PEBA3HUS HA TEKCTA
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