KPATKA XAPAKTEPUCTUKA HA TTPOAYKTA

1. TpproBcko HME Ha JeKADCTBCHHS NPOAYKT T
OﬂOBWL N
RISPEN® 1 ; 6377 76 11 2009
o DATA .2 2.l
RISPEN® 2 ., -
RISPEN® 3 pr-Rb0 @ §r0/29 42.0C
RISPEN® 4

2. KoauyecTBeHn M Ka4eCTBEeH ChCTAB

RISPEN® 1: Risperidone 1 mg B5B Bcaka ¢pummupana TabneTka
RISPEN® 2: Risperidone 2 mg BbB Beska hunMupana TabeTka
RISPEN® 3: Risperidone 3 mg 5B Bcska Grimupana Tabnerka
RISPEN® 4: Risperidone 4 mg 85B BCsKa GpumMypana TabneTka

3. JlexapcTBeHa GopMa

dynmupany TabIeTKH.

Bvruwen auo:
RISPEN® 1: 6em KpbriiA ABOMHOMIBKHATA UIMHpaHH TabNeTKH, ¢ ACAHTEIHA YEpTa

OT €JIHaTa CTpaHa
RISPEN® 2: cBeT/IOpO30BH KPBIJIH ABOMHOU3MBKHATH QUIMUpPAHH TabneTKU ¢ JUAMETHP

§ mm

RISPEN® 3: sBJITH KpBIIH JBOWHOMAITbKHANN (QHIMHpaHH TabNeTKU ¢ AHAMETED 9 mm
RISPEN® 4: cBeTio3e/icHH KPBINIH JBOMHOM3NBKHANN (HIMHPAaHK TaOJNETKH ¢ IHaMETHP

10 mm

4. Kiunu4uHu JaHHH
4.1. Iloxkazanud

Rispen e mpepHa3HayeH 3a JieYeHHE HA PasNUYHH THUIOBO IA30dPEHNs, BIIIOYHTEIHO
NbPBM €MW307 Ha NCHX033, OCTPO BIOIIABAHE Ha mu3odpeHnd, XpOHHUHE IHMH3OPEHUS K
NPYTH TICUXOTHYHH CHCTOAHMS C ACHO U3Pa3eHH MOIUTHBHA CHMIITOMH (Harp. XaJIOIUHALNY,
HANYQHOCTH, HApYIIeHO MHCIEHE, BPAKIACOHOCT, MONO3PUTENHOCT) W/HIIH HEraTUBHHU
CHMITOMH (Hanp. NPUTHICHA EMOILMOHANHOCT, ¢MOLMOHANIHE M COLHMalHa OTIYXIACHOCT,
obenuiBaHe HAa peura). Rispen ofnexvyaBa adeKTHBHUTC CHMITOMH (Harp. TOTHCHATOCT,
qyBCTBO 3a BHHA, TPEBOXHOCT), CBBP3aHHU C 3o peHUATA.

Oceen Tosa Rispen € mokasaH 3a AbJArOCpouHa Tepanus 3a MPEBEHIMA Ha pelianc ;}pu___

NalMeHTH C XPOHMUBA IH30(QpeHHud. CHIIO Taka, Rispen € mnokasaH TpH neiyﬁ‘g@a A “* ;

CHMIITOMHATE Ha MaHHa ¥ OHIONAPHM pascTpOMCTBA, KOMTO MOTar Ja ce xapamew A, %%& " ,..K N
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CUMIITOMH Ha HNOBHIICHO, HCHOPMAJHO CKCIIAH3UBHO HJIH pasapasHUTE/IHO HaCTPOCHHUC,
NPCYBEIIUYEHO CAMOYYBCTBHC, 3aHHKCHA HyXJa OT CBbH, CKCIUIO3MBHA pPCH, rajOIIHpaliH
MUCJIH, TIOBUIIIEHA OTBJICKAaEMOCT HAa - BHAMAHHUCTO, HCHPAaBHIHH IPCHCHKH, BKJIKOYHUTECIHO
00e3MOKONTEIHO HIIH arpCCHBHO JIOBCOCHHC.

4.2, Jlo3MpOBKA ¥ HAMHKH HA ynoTpeba
4.2.1. IMu3odpeHuns

Ipemunasare om nevenue ¢ Opy2u AHMUNCUXOMULHU NEKAPCMBEHY NPOOYKMY

Koraro € MEAMIMHCKH ONpaBHaHO, c¢ MNpenopkrYBa Ja €€ HaMaIgBa MNOCTCNCHHO
H3IIOJI3BAHMAT JIEKAPCTBEH MPOAYKT M B CHIIOTO BpeMe fa ce 3anoude jedyexue ¢ Rispen.
[TatpeHTHTE, JEKYBaHH AO TO3W MOMEHT ¢ JACNO HEBPOJCITHYHH NPOAYKTH, MOrar J1a
npeMHHAT Ha Rispen, B TepaneBTHYHO MOTBBLPACHU CIydad, BMECTO ClIC/IBalliaTa NIaHHpaHa
ukekima. HeoOxomuMocTTa fa €€ NPOABJDKH 3alOYHATOTO JICHEHHE ¢ AHTHIapKHHCOHOBH
JleKapcTBEHH MPOAYKTH TpAOBa Ja Oble 00CKT Ha HENPEKBbCHATA NPCLICHKA.

Bw3pacmnu

Rispen MOxe [1a ce rpHema eIMH UK JiBa IBTH JHEBHO.

JleuenueTo TpAOBa Aa 3amoyHe C A03a OT 2 mg AHeBHO. Ha BTOpHs IEH J03aTa MOXE Ja
6bae ysemmueHa o 4 mg. Tasu 1032 MoXe Ja OCTAHE HENPOMEHCHA WM Aa Ce ajantHpa
MHAMBU/YATHO, aKo ¢ HeoGXomuMo. 3a moBeueTo HAalMEHTH ONTHMAJHATa IHEBHA J103a ¢ 4-6
mg. [lpy HAKOM MALMEHTH MOXE Aa € MOoAXoidma ro-0aBHa THTpHpalla (paza, Mo-HUCKA
HayaJTHA 1103a M CLOTBETHATA MOAXOAANa noAabpxkama no3a. Josute, Hausumapamy 10 mg
NHEBHO, HE IIOKa3BaT ITO-BHCOKAa €(pEKTUBHOCT M MOFaT Ja AOBEAAT N0 CKCTpanupaMHiHH
cMIITOMHM. Te3u no3m TpAOBa Aa ce npunaraT B OTACIHH CllydaH, caMO aKo CC IIPCLCHH, e

foj13aTa MpeBHIlaBa NOTCHLMAHAA pHCK. Be3omacHOCTTa Ha J03H, NpeBHIuaBaliy 16 mg Ha
JIeH He € TOTBbpJeHAa W MOopajd TOBa He TpsAOBa Aa ce mpuiaraT JO3H, IPEBHINABAIIM Ta3d
CTOHHOCT.

3a 1a ce OCTHTHE AOMBJIHUTENEH celaTHREH edekT, feyeHreTo Moxe 1a Obe AONBJIHEHO
¢ OeH30AMA3EIUHU.

Iayuenmu e nanpedxnana ev3pacm

JleuenueTo TpA6Ba Ja 3amouHe ¢ NpenopbuuTeNta fo3a oT 0,5 mg 1Ba IbTH JHEBHO. Tazn
1032 MOXKe 1a 6bJe MHAMBHAYaNH3MpaHa KaTo ce yBeamdasa ¢ 0,5 mg jo 1-2 mg ABa bTH
nHeBHO. Rispen ce roHacs fo6pe OT MalMEHTH B HanpeHana Bb3pacT.

Heya

Hama DoCTaTHYHO OMMT B JICYEHUETO Ha 30 peHus pH Aela oA 15 rojuiiHa Bp3pacr.

Mayuenmu ¢ 6vbpeynu u yepHoOpobHU 3aDONABAHUR

[Tanpenture ¢ OBOPEUHO YBpeXJaHe MMaT MOHIKEHA CNOCOOHOCT Ja CJIMMHHHPAT
aKTHBHATA AHTHICHXOTHYHA (paKius B CPaBHEHHE CbC 3pABUTE BEBE3PACTHH MALHCHTH.

[TanueHTUTE ¢ yBpeaeHa yepHoapoOHa GyHKIMA HMAT NOBHIICHA [1a3MEHA KOHLEHTpauyi Ha
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[IpenopbuBa ce JIEYEHHETO Ja 3alMo4He ¢ 103a OT 0,5 mg asa mpTH AHEBHO. Ta3u [03a
MOXe 1ia Oble HHAUBHAYATH3UpaHa Kato ce nopumasa ¢ 0,5 mg nBa MbTH KHEBHO [0 1-2 mg
ABA ITHTH JHEBHO.

He3aBHCHMO OT MMOKA3aHMATA, HAYATHUTE B CICABAIINTE A03U TpAOBa Ja ca JBa NBbTH I10-
HHCKH W THTPHpaHETo Ha Jo3ara Tpsibpa Ja Obae no-0aBHO NMPH NAIMEHTHTE C OpOpeYHO UITH
yepHOApOOHO YBpEXKIaHe.

[lpy Tasu rpynma namwentd Rispen TpsOpa ga Ce MOpuiaara ¢ BHHMAHHE [OPajH
HEJOCTATHYHHSA ONMT.

4.2.2. bunonrapHa MaHHs

Bv3pacmuu

[IpenopbuKTeIHATa HavaiHa 1032 € 2 mg €AHH MBT THEBHO. Kopurupane Ha 03ata, ako €
HaJIOKUTETHO, C€ NpaBH Ha MHTCPBAJM HE IO-MAJKM OT 24 yaca ¥ ¢ HapacTBane OoT 1 mg
HEBHO. 3a MOBEYeTO MAUMEHTH ONTHMAITHATa J03a Bapupa oT 1 1o 6 mg qHeBHO, KakTo 1 npy
BCAKO [APYr0 CHMOTOMATHYHO JIEYEHHE, NMPOABIDKHTEIHOCTTA Ha TEpanuiTa ¢ Rispen H
HeoBXOIMMOCTTa OT JAPYro JiedeHue TpsOBa ga OBJe NEPHOJMIHO OLUCHIBAHA.

IHayuenmu 6 HanpeoHanNa 8v3pacm

[penopruBa ce HavamHa jo3a or 0,5 mg 1Ba IBTA IHEBHO. Tasu go3a mMoxe ga Obae
MHIMBUAYANHO npurofcHa c¢ xobasku or 0,5 mg ABa MHTH JHEBHO 10 1-2 mg aBa NETH
IHEBHO.

Jeya

JIHIICBA ONMT OT MPHIOXKEHHe NpH OMnonspHo apeKTHBHO PAsCTPOHCTBO MPH AeA H
oHouu o 18-roaumHya Bp3pact.

Iayuenmu ¢ 6v6peuno u wepHoopobro yepescoane

Hpenopmﬁa ce HauyaaHa mo3a oT 0,5 mg mea meTH aHeBHo.Tazu jo3a MOXe Ha Obae

MHAMBUAYAIHO NPHrojieHa ¢ HapacTteaHe oT 0,5 mg ABa NETH AHEBHO 10 ROCTHIAHE Ha I mo2
mg Asa [TBTH JHEBHO.

Rispen Tps6Ba na ce npunara ¢ BHHMaHHUE NPY TE3M PYNH NallMCHTH.

Kombunupane cvc cmabuau3amopu Ha HACMpoeruemo

HanuyHa e orpaHuueHa MHGpopMalus 3a KOMOMHHPAHOTO MNpHJIaraHe Ha risperidone ¢
carbamazepine mpy GunonapHO padcTpoiicTBo. Bk pasnen 4.5.

He ce npernophuBa €OHOBPEMEHHOTO MNpUIAraH¢ Ha Rispen u carbamazepine IpH
NALMEHTH ¢ OWINONAPHO pascTpoiicTBO 710 MpHI0OMBaHETO Ha JOCTaTh4HO OIIHT.
KomGuHHpaHoTO mpuiuaraHe Ha lithium ¢ valproate He H3NCKB2 KOPUIHMpaHE Ha J03aTa Ha
Rispen.

Hauun na npunoxcenue
Rispen MOXe Ja ce pueMa He3aBHCHMO OT XpaHaTa. Axo e HeoOxoAKMMa ¢IUHUYHA 1032

Mo-HMcKa wmu pastusa ot 0,5 mg risperidone, Torasa ¢¢ Npernoprisa M3

apyra ao3upana popma.
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4.3. IIpoTHBOIOKA3aAHHS
WsBecTHa CBPBEXYYBCTBHTEIHOCT KbM JICKAPCTBEHOTO BCIIECTBO MM KbM HAKOE OT

NMOMOHOIHHUTE BCLICCTBA.

4.4. CriegaJHH NpeayIPEeKACHHU W CIICIHATHH NPeNNaIHH MEPKH NpH yHoTpeda

Anpa-6roxupanjo oeiicmaue

[Topamy Npeau3BuKaHo OT risperidone Gnoxmpane Ha anga-akTHBHOCTTA, € BB3MOXHA
MOSBATA HAa OPTOCTATHYHA XUIOTOHMSA, 0COOEHO B HAYANIOTO Ha JICUEHHETO NpH THTPHPAHC HA
no3zata. IIpu mosBaTa Ha XWNOTOHHA Tpa6Ba na ce oOMMCIM pelylyMpaHe Ha [o3aTa.
HeoOxomuMo € BHHMaHWe Korato Rispen ce ipunara Opd HauHEHTH C W3BCCTHH
CHPIEYHOCHIOBH 3a0onsBaHMs (Hamp. ChpleYHa HEJOCTATHYHOCT, uHpapKT HA MHOKapaa,
HAPYHICHHA Ha MPOBOAHMMOCTTA, KaToO Hamp. y[Ab/KABAHE Ha QT wunTepsana), Aexuaparanms,
KHIOBOJIEMMS, HEKOPUIMPAHH eJICKTPOINTHH HApYIICHNS M MO3BUHO-CBIOBH 3a00/ABAHMUS.
Ilo3aTa TpsAGBa MOCTENEHHO Ja C¢ TUTPHPA, KaKTO C€ MPEHOpPBUBA (Byx 4.2. Jlo3MpoBKa H
HauuH Ha npuioxenue). [lo BpeMe Ha eueHneTo, ako Q1 ce yAB/DKH, HaManeTe 103aTa (aKo
QT e > 500 ms, npekpateTe NeueHHeTo). KakTo U npu ApYrH# aHTHIICHXOTHUH © HeoOX0AUMO
BHUMAaHMe, KOTaTo ce MPEeANHCBa 3aeIHO C APYTH JIEKAPCTBEHW MPOAYKTH, 332 KOUTO CC 3HAS, 140
yremkaBaT QT uHTepBana (Hanp. HAKOM aHTHApPUTMHNM, HAKOW JICKAPCTBCHH TPOAYKTH 3d
NCUXWATPUYHM  3a6oNgBaHMA M QHTHJEMPECAHTH,  CPUTPOMHULMH,  KETOKOHA3of,
cyndaMeTOKCa30I-TPUMETOIIPUM, TepPheHaanH).

AKO ce Hajiara AOITbIHUTEHA ceJalus, Tpa0Ba aa ce MPUIIOXKH JONBIHUTENHO JCKAPCTBO
(xaTo Hanp. GeH30 Ha3eNyH), BMECTO Jia C¢ MOBHINABA [03aTa Rispen.

Heobxomumo € jga ce Hampasd EKI mpenu 3amoyBaHe Ha JCYCHHETO W MO BpPEME Ha

neyenuero aa ce cnenu (EKI), wanpumep IpH yﬁenwiaﬁane Ha [03aTa, X Ha Ta3d OCHOBA
Tps6Ba Ja & HAIpaBH MHAMBHYaIHa OLCHKA (OCOOCHO IPH NAIMEHTH B HANIPEHANA BB3PACT
M MAUHEHTH ¢ TONOXKHUTENTHA JHYHA MM daMUIHA aHaMHesa 3a ChPJICYHH 3a00MgBaHUA HIH
npy aGHOPMHH HaHHHM OT Kap/IHOIOrU4eH nperien).

Kuvena duckunezusn / Exempanupamuonu cumnmomu

JledeHHETO C NEKAPCTBEHH NPOJYKTH, KOHTO MMAT JONAMHUH-QHTArOHUCTHIHO JCHCTBHE,
Ce ACOIHMPA C PHCK OT Pa3BHTHETO Ha KbCHA JUCKHHE3WA, XapaKTeépusnpalla ce ¢ pATMH1HH
HEBOJEBH JBHKEHHS, CTIELMATHO Ha €3MKa WM JMIEeBHTE MYCcKynd. HabnrofaBaHa € 110gBata Ha
eKCTpaNMpaMUHA CHMIITOMH KAaTO PHCKOB (hakTOp 32 pasBUTHETO HA KbCHA JUCKHUHE3HA. Toit
kato Rispen MMa MO-MaTBbK TOTEHIMAA 3a Pa3BATHETO HA EKCTpamMpaMHAHH CHMIITOMH
OTKOJIKOTO KJIACHYECKHTE HEBPOJCIITHLIA, HETOBOTO MPHIOKCHUE CE€ CBBP3RA ¢ HAMAICH PHCK

OT InosABara Ha KbCHA HJUCKHWHC3HA. AKO c¢e YIOABAT CHMIITOMH Ha KbCHA JUCKHHC3WA,
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Heeponenmuyer MaruzHen CUHOPOM

[Tpn nedeHre ¢ KOHBEHIMOHAIHH HEBPOJCITALM PAAKO ¢a HAO/MOf@aBaHn CHMITOMH Ha
HEBPOJIENITHYEH MANNIHEH CHHIAPOM, M3MBABAIUM CE ¢ XHNCPTEPMUsA, MYCKylIHa PUIHAHOCT,
aBTOHOMHH HapyIIeHWs, HapYHICHO Ch3HaHWe W NOBHIICHH HHBA Ha KpeaTuHPocdoKrHa3aTa.
JIOMbAHUTEAHM CHUMOTOMH Morar Jia 6bJaT MHOrNOOHHYpHA (pabpoMHOMH3a) M OCTpa
6p0peuHa HeAocTaTsuHOCT. Ipy MosABa Ha rOPENOCOYCHHTEC CHUMIITOMH, NPEKBCHOTE BCMHKH
HEBPOJIETITHIM, BKMIOYMTENHO Rispen.

[IperioppuBa Ce HaMalsiBaHE HAa NONOBHHA, KAKTO HAa HAYalHaTa f033, Taka M HA
crieaBalMTe YBEIMYESHHA HA J03aTa MpH repuaTpuyiHy NAHCHTH U MpH NalUEHTH C OBOpeyna
1 yepHoapoOHa HEOCTAaTHYHOCT.

Korato ce Mpe/IIHCRAT HEBPOJENTHIM, BKIOYATENHO Rispen, Ha NalUeHTH, CTpaaily oT
neMeHIMs ¢ Tenua Ha Lewy miM Gomect Ha IlapkuHcoH, TpabBa Ja Ce TpPELCHH
CHOTHOIIEHUETO IOJM3a/PHCK, TMOpPaad IOBMIICHMS pPHUCK OT HEBPOJICNTHIEH MAUIHCH
CHHAPOM, KaKTO W OT IOBUIICHA YYBCTBUTEIHOCT KBM SHTHICHXOTHIHH MCAHNKAMCHTH.
[IposBaTa Ha Ta3W NOBWIIEHAa HYYBCTBMTENHOCT, B JONBJIHCHHE KbM CKCTPANMPAMUIHUTC
CHMITTOMH, MOXE Ja BKJIIOUBA OOBpKBaHEe, OOHYyOHIaLHA, OCTYNIapHA HeCTaOMIHOCT C YECTH
najgaHus.

Hayuenmu 8 HanpeoOHana eb3pPacm ¢ OeMeHyUs

CMBEPTHOCT

[lpy nauueHTH B HaNpeJHala BB3PAcT, JIEKYBAHH C ATUIMYHH aHTHIICHXOTHHHH
JIeKapCTBEHH MPOAYKTH, CMBPTHOCTTA € MOBHIICHA B CPaBHCHHE ¢ nanedo npu mMera-aHajin
na 17 KOHTPONMpPAHH H3C/EJBAHMS Ha ATUNHWYHM AaHTHINCHXOTHYHM JICKApCTBCHH NMPOAYKTH,
pmounTendo Rispen. [lpu mianeGo-KOHTPOMUPAHH U3NHTBAHMA C Rispen npu Tasu

—— T ———

MONyNaLKs cMbpTHOCTTa ¢ 4.0% NpH ManueHTH, JeKyBahu ¢ Rispen cpaBHEHa ¢ 3.1% mpu
MalMeHTH, moay4aBaty mwiane6o. CpeqHata BE3pacT (MHTEPBAT) HA MOYMHAIATE MANUEHTH €
86 roguuy (67-100).

Ednoepemenna ynompeba ¢ pyposemuo

IIpy I1aLe60-KOHTPOJIMPAHA H3MUTBAHUA JICYCHHETO C (YPO3EMHA ITIOC risperidone ¢
CEBP3aHO ¢ IIO-BMCOKA CMBPTHOCT B CPaBHEHHC C JICYCHHETO CaMoO C risperidone MM
Gypo3eMH]] CaMOCTOATENHO, HO MEXaHH3IMBT Ha TOBA B3aUMOJICHCTBHE HE € HACeH,
EXHOBPEMEHHOTO MpHJIOXKEHHE Ha risperidone ¢ Apyrd JUypeTHLH (uznonzeanu ca 21Q6HO
muazudHu Ouypemuyy 6 Hucku 003u) He e CBbP3aHo C OAOOHH HAaXOKH.

He € 10Ka3aH IOCTOSAHEH MOJIe), PHYMHsABaIY CMBPT. He3aBHCHMO OT TOBa € HEOOXOAUMO

BHUMATEIHO 7@ C€ TpelleHAT PUCKOBETE M MOM3UTe OT €JHOBPEMEHHOTO NPHJIOKCHHE Ha
risperidone ¥ ¢yypo3eMu WK APYTH MOTEHUMAHH AHYPETHLM TIPEAH A3 CC B3EME PCLICHUC 32
ymotpe6ata uM. He3aBHCHMO OT JIEHCHETO, AEXMApaTauniTd € obm puckoB (¢axkrop 3a

CMBPTHOCTTA M TOpaju ToBa TpAGBa BHMMATENHO fla ¢ MpPeAOTBPATIBA NpPU NAHAUCHTIE
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Mozvunocvooeu Hexcenanu cobumua (MCHC)

Rispen He ce mpenopb4Ba 3a JICUCHHE Ha OBEACHYECKH CHMIITOMH NIPH IEMEHIHS, IIOpaH
nopumenns puck or MCHC (BKMOUHTENIHO MO3BYHOCBAOBM HHLIMIACHTH ¥ TPCXOJHH
ncxemMudHH atakd (MCH u [T A). JleyeHHETO HA OCTPH NICHXO3M IIPU MALIMEHTH ¢ NEMCHIIMA B
aHaMHe3aTa Tps6Ba aa 6bjie KpaTKOTpalHO H /12 Ce MPOBEXA MO NPenophKa Ha CIICLHATIHCT.

[Mpy KIMHUYHHE [D1ane60o-KOHTPOMPAaHK H3C/IEABaHAsA Ha NALMECHTH B HAIIpe/IHaa Bb3pacT
¢ JEeMeHIHs, TeKyBaHy ¢ risperidone (cpeina rapact — 85 roauHy, B HHTepBana ot 73 j0 97)
e oTheni3aH Ho-BHCOK Opoil, B cpaBHeHHe ¢ IU1aue0o, Ha MO3BLYHOCHIOBH HEXKCTAHH
NEKAPCTBEHH PEAKUMH, BIJIFOYUTENHO MO3BYHOCHJOBH €mu304U (HOpH dartanniu) #H
kpaTkoTpaitna ucxemus (I111A).

O606uicHUTe A3HHH OT LIECT MIalefo-KOHTpONUpaHH H3CIEABaHHA ¢ mpeodiaxaBall
Gpoii NMAalMEHTH B HAOpEAHAaNa BBIPACT ¢ AeMeHIMA (Ham 65 FOOHHHU) TMOKa3paT, Ye
MO3BYHOCHIOBHTE HEXENaHU JIEKAPCTBEHH peaxuyy (3aeHO — CEPHO3HH M HECEPHUO3HM) e
nosiBsBat npu 3,3% ot nauuentute (33 ot 989) nexkysaHu c risperidone U INpH 1,2% npu
nmaupeHtH (8 ot 693) ot mnanebo rpynara. KoeQuiMeHTsT HAa BEPOATHOCT € 2,96%; 95%
JIOBEPUTENICH MHTepBaJ 3a cTOHHOCTH 1,33 — 7,45,

JlekapsT Tp:A6Ba [a TpeLEeHH CHOTHOUIEHUETO TI0NI3a/pyCK TP ynorpedaTa Ha Rispen npu
MarMeHTH B HaIpeIHaNa BB3pacT C AEMEHIHs U J1a B3eMe 101 BHUIMAHUE PHCKOBUTC akTopH
33 MO3ZBLYHOCHJOB €MH30] NMPH KOHKPETHWS ManueHT. IIauHeHThT WHITH AHLETO, KOETO o
npuapyXxapa TpaGpa na ObpaT mpenynpencHu 12 choOUlaBaT He3abaBHO 3a CHMITOMHM Ha
NOTEHIMACH MO3BYHOCHIOB €NMH30[, KaTo HeouaksaHa ciabocr Mnu Oe3uyBCTBEHOCT HA
6y3uTe, Ha TOPHUTE WM NONHHM KpalHHI(M, 32aTPYAHCH IOBOP HJIM HapyIICHO 3peHHC. Ilpu
TaKkoBa CBHOHUTHE BCHYKH Tepanen'rﬁqﬂn Bb3MOKHOCTH TpsifBa Jna Obuar OOCHIACHH,

— - —

BKJIIOYMTENIHO TIpeKhCcBaHe Ha jiedenvero ¢ Rispen. Ocsen ToBa, Rispen Tpsabpa ga Obie
H3NUCBaH ¢ HeoOXOMMMOTO BHMMAHHE NPU NMAUUEHTH ¢ ACMEHLHA W CBIIFTCTBALIO CBHIOBO
3aGonsaBane (KaTo HalpUMep XUIIEPTOHUS, ChPASYHOCHI0BO 3ab0saBaHe).

Rispen Tpsa6Ba ja ce mpuiara CaMo Ipyl HAIMEHTH ¢ AEMEHIUA, IIPH KOUTO nmpeobnasaBat
cIedHITE CUMOTOMHE: arpecHBHOCT (BepOaliHu Hanmajaxy, GU3NYECKO HACHIINE), HAPYLICHHU Ha
AKTUBHOCTTA (OXXMBJICHHE, CKHTAHE) WIH NCHXOTHYHH CUMIITOMH, aKO T€3H CHMITOMH BOJAT
IO BIOIIABAHE HA YCIOBHATA M HA4YyMHA HA JKMBOT Ha IAlMEHTa, NOTCHIMAIHA 3ariaxa 3a
OKOJIHHTE, CAMOHAPAHABAHE W B CHIIOTO BpeME Ca HEYNpaBsIeMH Ype3 HedapMaKoIOrHYHH
METO/H.

Xunepzauxemus

B MHOro peaxu ciiyyau 1o BpEME Ha JICHCHHETO C Rispen uma ¢po0LieHHs 3a NogBa Ha

XHNEPrINKEMUA WM BIOLIABAHE HA CBINECTBYBAIN AHadeT. Ilpu MAUKEHTH ChC ChILECTBYBALIL
nuabeT WIH ¢ PHCKOBH (JaKTOpH 3a pa3BUTHE Ha 3axapeH gualer TpsOBa _'E wﬂ
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Apyzu

TpaguuHOHHHUTE HEBPOIENTHUY Ca M3BECTHH C TOBA, Y€ IOHKKABAT I'bPYOBHA Ipar M
3aTOBa € HeOOXOJUMO NOBUIIIEHO BHUMaHHKE [IPH JIeYeHHE Ha SMUercus.

IMTaneHTsT TpAOBa Ja 6B1e UHpOpMUpaAH Aa CHAa3Ba NPHHLKIIUTE 3a IPABUIHO XPAHEHE,
33 Ja m30erne rnoKayBaHe Ha TErJioTo. |

MHOro psiKO Ce OMUCBAT CUMIITOMH, NpPEeAW3BUKAHH OT BHE3AMHO CIMPaHE Ha BHCOKH
HO3M AHTUIICHXOTHIM, KaTo HallpuMep raJieHe, MOBpbIUaHe, M3NOTABAHE H Oe3CHHHE.
CpoOliiaBa ce H 3a MOBTOPHO MOABSBAHE HA TNICUXOTHYMHH CHMTOMH M HEBOJIEBM ABHIaTE/IHU
pa3CTPOMCTBA (aKaTasusi, AUCTOHMUSA M AUCKeHe3us). ETo 3a110, NpenopbYAuTENHO € MOCTENCHHO
CNUPAHE Ha JICYCHUETO.

[TaimentTnTe ¢ HacneacTReHH IMpoONEMH Ha TalaKTO3HAa HEMOHOCHMOCT, JIaIUTaHACKA
JTaKTa3Ha HeAOCTATHYHOCT WM IJIIOKO30-raIakTo3Ha ManabcopOuusa He TpsabBa Aa B3eMaT TO3H
JeKapCTBeH MPOAYKT.

4.5, JlekapcTBeHN H JIPYI'H B3aUMONeHCTBRA
Bk 1. 4.4. (CneuuanHu npenynpexaecHds M COCUMATHUA NpeAIla3Hd MEpKH [pH

ynorpeba) OTHOCHO MOBHUICHATA CMBPTHOCT MNPH INMAUMEHTH B HAlpeAHala BB3PACT C
NeMCHIUA, MpUeMallli €IHOBPEMEHHO GypO3eMHI.

Puckosere oT ynorpebarta Ha risperidone egHOBpEMEHHO C APYTH JIEKAPCTBEHH IMPOAYKTH
HE ca CHCTEMATHYHO NMpoy4BaHd. HeoOxoaHMo € BHUMaHKe KOraTo ce lipuiara B KoMOUHanus
C ApYI'd JIEKapCTBEHH MMpoAYKTH, Biausemd BupXy HHC. AHTHNCUXOTHYHHTE JIEKAPCTBEHH
NMpoAYKTH 3acuiBaT edeKkTa Ha ajKOXOJI, OITHATH, aHTUXHCTAaMMHM KU OeHsoamasenuHu. Et1o
3alllo, HE C€ MPEnopbYBa yNoTpedaTa Ha aJTKOXOJL.

ENHOBPEMEHHOTO NPWIOKEHHUE C APYTY aHTHIICHXOTHYHH JIeKaPCTBEHH NPOLYKTH, JTHTHI,
aHTHACTIPECAHTH, JICKAPCTBEHHU NPOAYKTH 3a JieueHue Ha bonectra Ha IlapkMHCOH M TakuBa ¢
ICHTPAJIHO AHTHXOJIIMHEPrUYHO JCHCTBHE TIOBUILIABAT PUCKA OT TapAUBHA JUCKUHE3HS,

Risperidone Moxe ma Omokupa ACHCTBHETO HA JICBOAOMA M HAKOW APYTrH JONaMUHOBH
arOHNCTH.

KapOamazenuH noHmKasa IIa3MEHOTO HUBO Ha rispertdone ype3 yCKOpPEHO pasrpaxiaHe.
[logo6Hu edexTH MMaT W APYrH IIPOAYKTH, UHAYLIMpAIM AKTUBHOCTTA HAa YEPHOIAPOOHHUTE
eH3MMH, KaTo Oapburypaty u deHuTouH. [Ipu npexpatsaBaHe Ha Je4eHHETO ¢ KapOaMasenuH
HIM ¢ HAKOH APYrd JEKapCTBCHU TPOAYKTH, MHIYIIMPAINM aKTHBHOCTTA HAa YEePHOAPOOHHUTE
eH3MMH, A03UpoBKara Ha risperidone TpabOra aa Obje NpeolEeHEHa M NpH HEOOXOAUMOCT —
HaMaJicHa.

QeHOTHA3NHY, TPHIMKIAYHUM AHTMACOpPECAHTH W Hakod Oera-Oioxepu Morar Ja
[IpeAM3BHKAT TMOBHIIABAHE HA Mia3MeHaTa KOHUEHTpauus Ha risperidone, HO He BJIHAAT Ha
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creneH. Kato pesyarar o0iara aHTHIICHXOTHYHA aKTHBHA (Ppakuud (HempoMeHeH risperidone
H aKTHBEH METa0OJINT) C€ MOBHILABA B MO-MaJIKa CTEIEH.

Antu-ol-agpeHepruyHuar edekr (ocobeHo ¢ GEHOTHA3MHH) MOXE Ja 3acHiIH
MOHMXABAIlOTO KPHBHOTO HamAraHe AcifctBue Ha (QeHoKcHOeH3aMuH, naberanon U Apyrd
CHUMIIATUKOMYMHUTHIY ¢ -OI0KHpalio HeUCTBHE, CHII0 M HA METHIAONA, PE3CPIHH B APYTH
IICHTPAJIHO  ACHCTBAIlH  AHTHXWOEPTEH3WBHH  JIEKAPCTBeHM cyOGctaHuumu. OOpatHo,
XHUITOTCH3UBHHUAT €()EKT HAa FYaHETHAMH ce ONOKupa.

EXHOBpEMEHHOTO NPUIOKEHHE HAa HAKOW AHTUICHXOTHYHH JIEKAPCTBEHH NPOAYKTH <
IUYPETHLH KaT0o (PypO3eMHI M XJIOPTHA3UI MOXKE Aa MOBHIIIY B TOJIIMA CTETICH OTACISIHETO Ha
BOJAA, HATPUH U HOHAKOra Ha XJIOPHH.

AHTHAIMINTE HaMasaBaT nepopainHarta abcopOuus Ha aHTUIICHXOTHYHUTE JIEKapCTBCHH
MPOAYKTH.

TpsabBa na ce M30GATBA CAHOBPEMEHHO IMPHUIOKEHUE C JIEKApPCTBEHM MNPONYKTH, KOHTO
MpeAU3BHKBAT yab/DkaBane Ha QT wuHTepBana (Hamp. aHTHapuTMHIH kKiaac [A go I,
MaKpOJIHIHH aHTHOMOTHLIM, AHTHUMAJAPUYHH JICKAapCTBEHW NPOAYKTH, aHTHXHCTaMHHH,
aHTHICTIPECAHTH), NMPEAU3BHKBAT XMIIOKATHeMHs (Hanp. HSKOH JHYPETHUH) HIM HHXUOHpAT
yepHoApoOHKA MeTab0oIN3EM Ha risperidone.

4.6. bpeMenHoCT H KhpMEHe
besonacHocTra Ha risperidone mo Bpeme Ha OpEMEHHOCT HE € J0Ka3laHa [OpH Xopa.

[TocTMapKeTHHroBOo ca Ha0mopmaBaHd oOO0paTUMH eKCTan¥paMMOHU CHMIITOMH TIpH
HOBOPOJEHH OT MaifKH, MpHEMaNH risperidone npe3 nocieHUA TPUMECTEP Ha OPEMEHHOCTTA.
Brinpekn, 4e risperidone He e 1oKasan JAHPEKTHA PelpPOAYKTHBHA TOKCHYHOCT [MPH

naopaTOpHU KMBOTHH, HaOIOZ]aBaHK €A HAKOM MHIMPEKTHH €(EKTH CBbP3aHA C HETOBOTO
neiicteue pepxy nponaxruna H [JHC. He ¢ mokasaHo TepaToreHHo AeHcTBHe Ha risperidone
p¥ HUKOE OT u3cneapanuaTa. Ilo BpeMe Ha OGpemenHocT Rispen Moxe Ja Opae npeanucpad
caMO aK0 OYaKBaHaTa MOJ3a OT TEpaNnHMsATa IIPEBUINABA BCAKAKBB IIOTCHUMANEH PHCK.
HsciteyiBaHygaTa IpY )KMBOTHH TTOKa3BaT OTAEASHE Ha risperidone ¥ 9-XuUAPOKCH-PUCTICPUAOH B
MISKOTO Ha KBbpPMEIIHTE XEHCKH. YCTaHOBEHO € ChlIo, 4Ye risperidone M 9-XHIPOKCH-
PUCITEPUJIOH NIPEMHHABAT B MJIAKOTO Ha KbpMeluTe Madku, [lopagu ToBa xKeHuTe He TpabOBa
a KbPMAT KoraTo B3eMar Rispen.

4.7. EdexkTn BbpXV crioco0HOCTTa 32 opupane ¥ padorTa ¢ MalIHHK

Rispen Moxxe fa uMa HeOIaronpuaTHO BIMAHME BBPXY AEHHOCTHTE, 33 KOUTO € U3BECTHO,

4Ye M3MCKBAT IOBUINEHO BHHMaHHWeE. 3aTOBa MAlMECHTHLT TpsiOBa Aa ObAe NpeAynpeleH Aa HeE

YIpaBiagBa MOTOPHM IPEBO3HM CPEACTBA MUIM Ja paboTv ¢ MaHHH. Jlekapsar
NpeLeHA ClIocOOHOCTTA Ha TANMEHTA Ja Wo(dUpa U 1a paboTH ¢ MAIlIMHH,




4.8. HesxxeJianH JJEKAPCTBEHA PeAKIIHH
Ha 6azara Ha rojeMdd KIHHAYEH OMNMT, BKIIOYBALL TMPOAB/DKUTCIIHA ynotpeba, €

YCTAHOBEHO,4¢ risperidone ce MOHACA MHOTO pobpe. B MHOrO CiTy4ad € TPYAHO Jia ce pa3inidar
HeXENaHHTE JICKAPCTBEHH peaKiiuy OT HAKOHM CHMITOMH, CBBP3aHH ChC CAMOTO 3a00JIBAHE.

HexkeNaHuTe JICKAPCTBEHH PeaKiiy, HabioapaHy 10 BPEME Ha JICHCHUC ¢ risperidone, ca
npeACTaBEeHH T0-107y:

ecmu:

BeschHHE, OXXKuBIeHUe, OeanokolicTso, rnapobonue. Ceaupane ce HaOMIogaBa IMo-4ecTo
NpY [ella ¥ IOHOMIM, OTKONKOTO NMPH BB3IPACTHH NALHCHTH. [lo npHHLMN, CEAMPAHETO € B
yMepeHa CTENICH H C IIPEXONCH XapaKTep.

Heuecmu:

CHHIMBOCT, YMOpa, 3aMasHOCT, HapylleHa KOHLCHTpaLi, KOHCTHIALHMA, AUCHCIICHA,
raneHe/MoBpEIIaHe, KopemHH OONKH, 3aMBINCHO BHX/JAHC, DNpHAIHIEM, epeKTHITHA
aucYHKIHA, HApYLICHHE Ha eAKy/aluaTa, CMyIIeHUs Ha OprasMa, n3NycKaHe Ha YpHHATA,
aHrHOEIEMA, PHHUT, OOPHBH H IPYTH ACPrH4HH pCaKILHy.

Risperidone, B cpaBHEHHE C KIACHYECKHTE HEBPOJCITHIM, NOKA3Ba no-cnaba CKIOHHOCT
KBM HHAYLHMpAHE HA CKCTpAaNMpaMHACH CHHIPOM. Bolpeky TOBa B HAKOH CIIy4aH € Bb3MOXHO
na ce MOABAT CJICAHUTE CKCTPANHPAMHIHM CHMIITOMH: TPEMOP, PHTHHOCT, IOBHILCHO
CIIIOHOOT/IC/IIHE, OpaAKKHE3MA, aKaTH3kA, OCTpa AUCTOHHA. Tezn cumMnToMH OOHKHOBEHO Ca
jiekn W oOpaTHMH NMpH HaMajiBaHC Ha J103aTa WM TIpMIAraHe, ako € HeoOXoaMMo, Ha
AHTHITAPKUHCOHOBH EKAPCTBEHH NPOMYKTH.

Tlouskora ce Ha0mozaasa (OPTOCTATHYHA) XUMOTOHHY, (pednekTopHa) TaXHKapauA HIH
XMIIEPTOHMA ClIER NpUIaraHe Ha risperidone.(Brmx  “CHenHaiHd TPEAYNPEKACHHA U

CTICIHANIHE NIPSANA3HA MEPKH NpH ynoTpeba™).

Cpobmasa ce ¥ 3a JeK cnaj B 6pos Ha HeyTpO(IHTS H/WIH TpoMOOLMTHTE.

Risperidone MoXe Ja MpeAW3BHKAa 3aBHCAMO OT A03aTa TNOBHIICHHC Ha ILIa3MCHUTE
KOHIIEHTPAL{HH HA MPONAKTHH. BE3MOXHHTE CBBHP3aHHU NPOSBH Ca: TaNaKTOPCA, THHEKOMACTHs,
CMYLIEHHS B MEHCTPYAIHOHHNS NUKDBJI B aMEHOPC.

[Io BpeMe Ha NEYCHUETO C risperidone ca HabmojaBaH# yBEIMYEHUE Ha TEIIOTO (BHX
“CrieHallHd ApeXyNpexIeHud M CNCHHANHH npeanasHi MCPKH IpH ynotpeba”), OTOK H
[OBHMIIaBaHE HABOTO Ha YEPHOAPOOHUTE EH3NMH.

[Ipu ymoTpeba Ha Rispen HMa cLOOIIEHMsT 3a MO3BYHOCHAOBH HCKENAHH PCAKIHH,
BKTIOYMTENHO MO3HYHOCHAOBY MHIMACHTH H MPECXOJHH MCXCMHYHH aTaki (K cbuio 4.4.
“CrieqHATHE TPEYNPEXICHAS H CTIELHANHY NPE/NA3HA MEPKH NPH yrioTpeda”). |

B MHOrO peiKd cCiyd4aH [0 BpeMe¢ Ha JieHcHue risperidone ce chobmtaBa 3a

XUMEPI/IMKEMHS ¥ BAOIMIaBaHe HA CBHINCCTBYBALL muaber (k. 4.4, “Crenpanmy

ApeynpesxAcHHs U ClieL|aHE NpeAra3H MEPKH TPH ynotpeba”). R
Kakro ¥ MpH KIaCHIECKHTE HEBPOJNCITHUL PAAKO CE HaOMIOAaBaT i f F ﬁiﬂ*é&?ﬂﬂ;x
IEKAPCTBEHH PEaKUHH NPH MCUXOTHYHH MALHCHTH: ,,BOAHA MHTOKCHKAL ’gﬂﬁmé“mﬁﬁmjn
N 3'?;?;‘?“_‘_,,, —~ RNy



Ha TIONHIWICHS WJIH CHHAPOM HA HENpaBWiHAa CeKpels Ha AHTHAWYPETHYEH XOPMOH
(SIADH), kbcHa AUCKHHE3HA, HEBPOJIENTHYCH MATMTHEH CHHIPOM, HapYLICHUS B pEry/laliuiTa
Ha TeJiecHaTa TeMIIEpaTypa K MPUIIaAbIIH.

MHOrO DSEKO TO BpeMe Ha IOCTMAapKeTHHrOBHTE HaOmojeHHs ce cbodllasa 3a
nO6POKAUeCTBEHY XUIIO(H3apHy ajeHOMH IpH yrnorpebssaummure risperidone. He e oTkputa
NPHMHHHO — CIEICTBEHA BPH3Ka.

3a cenals ce CHOOIIABA [I0-YeCTO NP MOAPACTBALIH, OTKOJKOTO NMpH Aena. Kato mano
ceanuiTa € jJeka u obparuma.

ONKCBAT Ce CHMITOMM, IIPCAM3BHKAHM OT BHE3AIHO CIMPaHe Ha aHTHICHXOTHUHM (BX.
4.4, “CrnenpajiHy MpeaynpeKacHUA ¥ CIICHaIHN PeINa3sHd MEPKH IIpH ynotpeba”).

TTo BpeMe Ha JiedeHueTo ¢ risperidone , ca croOIaBaHH CIEAHUTE HEXETAHU JICKAPCTBCHH
peakLyH ( IpeICTaBEeHHM I10 BUA H YECTOTa CIIOpE/L MedDRA cuctemara).

Kpve u num@pna cucmema

Penxn (>1/10,000, < 1/1,000): HeyTponeHHs, TPOMOOLUTONCHHS

EnOOKpunnu Hapywerus

Heuect (>1/1,000, < 1/100): nosuieHo HUBO HA NMPOJAKTHH, KOETO MOXE J1a CC H3ABH
KATO TaaKTOpes, THHEKOMACTHs, Pa3CTPOMCTBO HA MEHCTPYaNHUA [UKBJI W/IIM aMeHope.

Muoro peakd (<1/10,000): cunjpoM Ha HempapwiIHa CEKpeLys Ha aHTHAMYPCTHHICH
xopmoH (SIADH).

Memabonuzem u xparnumenny pacmpoucmed

Msuoro penxu (< 1/10,000): xuneprivkeMus H 00OCTPAHE Ha BEUC CBHIIECTBYBAIN nuaber,

moJinaurcusa (M Bh3MOXXHa BOJHA HHTOKCHKALUA).

Hepsna cucmema

Yectu (>1/100, <1/10): 6e3cnHHe, HAMPErHaTOCT, TPEBOXKHOCT, riaapo0oue. 3a cenanud ce
chOBLIABA 10-4ECTO MPM MPH Al M MOJAPACTBAILY, OTKOJIKOTO TP BB3PacTHH. Kato uano
cenanuATa € jJexa u obparuma.

Heuwectn (>1/1,000, <1/100): coMHOIEHTHOCT, YMOpa, 3aMagHOCT, HapynieHa
KOHIEHTpALIUA, TPEMOP, PUTHIHOCT, OpalMKMHE3Hs], aKaTH3H, OCTPa AUCTOHHAL.

Peaku (>1/10,000, <1/1,000): MO3BYHOCBHIOBH €HM30[H, KpAaTKOTpaHHa MO3bYHA

ncexemus (ITHMA)

Mtoro peaxu (< 1/10,000): TapnurHa AMCKHHE3HA, HEBPOJIENTHYEH MAIMTHEH CHHPOM.

Ouu

Heuecru (>1/1,000, <1/100): 3aMbrieHo 3peHue

Copye

Penxu (>1/10,000, <1/1,000): (pedaexTopHa) TaxMKapaus, yAbDKaBaHe Ha QT unrepsana,
BeHTpHKYIapHa aput™MiA (Biul. Torsade de pointes), CBpREUCH apecT. ;jﬁj”:;j; \

Cv008u HapyieHus /7 S0 e n?ffjc«\x
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Penxu (>1/10,000, < 1/1,000): (opTocTaTr4Ha) XMNOTOHHUS, XHIIEPTO) n;g 5 i-Ee‘&"?f; B ARCRY
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JTuxamenna cucmemd, 2pbOeH KOt 1 MEOUACTMUHWIHY HAPYULEHUA

Heuectu (>1/1,000, <1/100): puHHT

XpanocmMunamenna cucmema

Heuectu (>1/1,000, <1/100): koHCTHRAUUs, THCIENCHA, FaACHE, CTHUTallO 10 NOBPHIIAHS,
a6 noMHHANHYE OOJIKH, 3aCH/ICHO CIIIOHOOTACHIHE.

Koorca u nooxkoxcHu mvKkanu

Heuectu (>1/1,000, <1/100): ex3aHTEMA K IPYTH ATCPIrHIHM KOXKHH PEAKLIAH.

Crenemnu MyCKYnu u Cbe€OUHUMENHA MbKAH

Muoro peaxu (< 1/10,000): xpamnu.

Bvbpeyu u omoenumeana cucmema

Heuectu (>1/1,000, <1/ 100): He3aabpKaHe Ha YpHHa.

Hapywenus Ha penpoOyKmueHama cucmema u 2opoama |

Heuectu (>1/1,000, <1/100): npuanun3bM, HapylleHa epekuds, CMYIICHHA B €AKyIalMATa
H oprasma.

Obwu U 6 MACMOMO HA NPURONCEHUE

Peqxu (>1/10,000, < 1/1,000): BHesanHa HeoOsACHUMAa CMBPT, BUCOKa TeNCCHA
TeMIlepaTypa, OTOLHM, YBEIHYaBaHe Ha TErJIOTO.

Muoro penxu (< 1/10,000): mpoMeHH B TeICCHATa TEMIIEPATypa.

Jlabopamopnu pesynmamu

Peaxu (>1/10,000, < 1/1,000): noBuaBaHe Ha YyepHOIPOOHUTE SH3UMH.

4.9, Ilpeno3upane
CHMITTOMH

CHMITOMKTE Ha MpPefo3UpaHe KaTo LA0 ¢a CHMIITOMHTE, 33 KOHTO € H3BECTHO, 4e ca
pes3yJITaT OT 3acH/IBane Ha GpapMOKONIOrHYHHTE epeKTH Ha MPOAYKTA. Te BKMOUBAT CHHIMBOCT
U CeNUpaHE, TAXHKApAMS H XUIOTCH3Hs, i EKCTPANUPAMHIHA CHMITTOMH. OTIHCaHH ¢a Cllyyan
Ha npefo3upaHe 10 360 mg, KOUTO MOKA3BAT INHPOK MHTEpBAN Ha 6€30MacHOCT.

[Ipu mpenosupane ca orOens3aHM peIKH CTyYyad Ha yIb/DKaBaHEe Ha QT wunrepBana. B
cIyualf Ha TEXKO mNpeao3upaHe TpsOBa Ja c€ YCTaHOBM Jalld TOBa HEC € ciayvad Ha
pefo3dpate Ha HAKOAKO JIEKapCTBEHU IPOSIYKTA.

Jleuenue

Heo6xomuMo € [a ce OCHI'ypH IPOXOAMMOCT HA MUXATCITHKTE ITBTHING, A C€ MOJABbpPXKa
ANIEKBATHO HACHINAHe ¢ KUCJIOPOJ M BEHTHIIAINA, 1a CE HAlpaBh CTOMAIHA TPOMKBKA (CMEN
UHTYGALMA, KO MALMEHTHT OCTaHe B Ge3Ch3HaHMe WM KOMa) U J1a Ce TIPUII0XY MEIUIMHCKY
BBITICH, KOMGHHUpPAH ChC CAGUTENHO CpecTBO. BB3MOXKHO Hal-OBp30 TpsbBa Aa 3amOUHE
MOHHMTOpHpAHE Ha ChpACYHHUTEe GYHKUMH, 33 /3 C€ AHarHOCTHLIHPA HABPEME Bcg___ _BB3MOXHA
apHTMHA. XHIIOTECH3MA U IUPKYJIATOPEH KOJIAIIC TpabBa 2a ce NeKyBar [/}g’qmmﬂﬂmﬁw
KATO CE NpUIaraT HHTPaBEHO3HO TEUHOCTH HIH CUMIIATOMUMETHYIHH CP "
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[Ipy TEXKH EKCTPaNmMpaMHAHH CHMITOMH TpsOBa Ja ce npuiaraT aHTHXOJIHHCPrAYHH
cpencTsa. [laudeHTsT TpAOBa Aa OBAC MO CTPOT MEAUIMHCKHM KOHTPOK H MOHATOPHHIBT Ja
NMPOABIDKH A0 HOPMAIM3UPAHE HA CHCTOAHHETO MY.

5. OapMakoJOrHYHH CBOHCTBA
5.1. PapMakoAHHAMHYHH CBOHCTRA

(dapMakoTepaneBTHYHA rpymna:
[TcuxonenTHLH, AHTHIICHXOTHLIN

ATC xox: NOSAX08
MexaHH3eM Ha JEeHCTBHUE:

Risperidone e ceneKTHBEH MOHOAMHHEPTHYEH aHTArOHHCT C BUCOK aHHHTET KbM SHT?2-
cepoToHEpruyHu M D2 —HonaMHUHEPTHYHHA peentopu. M3BecTHO €, 4e risperidone ce CBBP3Ba
cpio ¢ andal-agpeHEpruYHUTe PellenTopH, H ¢ no-cnab aduuurer ¢ H1-xuCTaMUHHA X
anda2-aapeHepruyHyu penentopd. He npurexasa aQUHUTET KbM XOJIMHEPIHYHUTE PELCHITOPH.
Brnpeku ue e MoweH D2 aHTaroHHcT, KoeTo 00sACHABa HETOBHA TCPATICBTHCH eexT BHpXY
MO3UTHUBHUTE MPOABH HA INM30(PEHNA, B CpPaBHEHHE C KIACHYECKHTE HCBPOJICITHIIH,
risperidone okaspa no-cna0 NOTHCKaHe Ha IICMXOMOTOpHaTa aKTHMBHOCT H HO-PAJIKO
NpEAM3BHKBA KaTaNeNCHi. DBajaHCHpaHMAT LEHTpaIeH CEPOTOHMH- M JONaMHMH-3aBHCHM
aHTArOHHM3bM HAa TO3H MPOAYKT HaMasBa BEpoOATHOCTTa 3a MOfABa Ha HEXKe/IaHa
eKCTpanMpaMHAHA  CHMIITOMATHKA, H  ©JJHOBPEMEHHO  pasliMpsBa TepaIneBTHYHATA
eeKTHBHOCT MO OTHOIICHHE HA BCAKAKBM HEraTMBHH H a(CKTHBHM CHMIOTOMH Ha

u30dpeHHs.

dapMakoKHHECTHYHY CBOHCTBA
Risperidone ce abGcopOupa HanNbBIHO Clef TNEPOPaNHO IMPUIIOKEHHUS, HOCTUr aMKH

MaKCHMAJIHH IJIa3MEeHH HHBa B TedcHHe Ha 1-2 vaca. AGcopbupsTa He Ce BIie OT NpHEMa Ha
xpaHa ¥ Rispen Moxe Aa ce NIPHEMa HE3aBHCUMO OT PeXHMa Ha XPaHEHE.

Risperidone ce merabomusupa orT P-450 IID6 wmroxpoM A0 9-XMIAPOKCH-PUCIIEPHIOH,
KoitTo uMa monobro dapmakonoruuyno jeficteue. Risperidone u 9-XHAPOKCH-PHCIEPHIOH
IpeiCTABNABAT AKTHBHA aHTUICHXOTHIHA Pppakius. [lo-HararsK risperidone ce MeTabonu3npa
ypes N-peankuiupane. Crej mepopajHO MPHIOXKCHHE, NPH NCHXMYHO OOIIHU NaLMeHTH,
risperidone ce eMAMMHMpa C BpeMe Ha HOTY)XMBOT OKONO 3 vaca. H3BectHO €, ue
eTUMHHALMOHHUAAT IMOJAYXHBOT Ha 9-XMJPOKCH-PHUCIEPHAOH H Ha AaKTHBHATa MNCHXOTHYHA
(pakuus ¢ 24 vaca .

[Ipu noOBEYETO TIALMEHTH risperidone JOCTHra HUBA HA HACHINAHS B PAMKUTE Ha SJMH JICH.
9-XUJPOKCH-PUCIIEPUJION JOCTHIa HUBA Ha HACHINAHC B PAMKHTC Ha 4-5 mHeBHO neyenue. B
HHTEpBaJa Ha TepaleBTUYHITE JIO3H IIa3MEeHHTe HUBA Ha risperidone ca JI030-3aBHCHMH.

Risperidone nperbpisBa 6bp30 pasnpenenenue. Heropuat obeM Ha pwngﬁ%&%@%ﬁ
l’kg. B nnasmara risperidone ce CBbp3Ba ¢ WIOYMHH M KHCEI an(b;;fg:}\ nmi‘é“ {2\
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®pakuuaTa risperidone, cBbp3aHa ¢ IUA3MEHHA NPOTEHH, TMpPEJCTaBABa 88%, PECTICKTUBHO
77% npH 9-XUAPOKCH-PHUCTIEPHAOH.

Exna ceaMHMia ciie]l mpriiaranero, 70% oT 103aTa ce eKCKpeTHpa ¢ ypuHara, goxaro 14%
ce oraens ¢ dexamuute. Risperidone U 9-XxuapOKCH-pHCIIEPHAOH B YPHHATA IPCACTABAABAT
35-45% OT NPHIOKEHATA 033, OCTAHAIATA YACT ¢a HeaKTHBHM MeTaboiuTu. K3cneasaHud ¢
& (HOKPATHO MPUJIAraH| JO3H MOKA3BAT IO-BHCOKH ILIa3MEHH HHBA H NMO-0aBHO CTHMHHHpAHE
npy MAllMCHTH B HanpejHajJa BB3pacT W NpH TALMCHTA C 6n0peyHa HeIOCTaTBYHOCT.
[InasMEHHTE HHBA NIPH TAHUEHTH ¢ YepHOAPOOHA HEJOCTATEYHOCT 3 HOPMAJTHH,

dapMakokuHeTHKaTa Ha risperidone, 9-XUJIpOKCH-PUIICPHAOH H AKTHBHATA dpakius npu

neila € oaoOHa Ha Tazu NPU BH3PACTHHUTE.

Ipenk/ I HAHIHH JAHHH 32 0€30NACHOCT
ITpu (cy6)XpOHAYHY TOKCHKOJIOTMYHM M3C/IEABAHNUS, KOTATO JO3HUPAHETO € 3aM0YHATI0 npH

CeKCYATHO HEAOpa3BUTH JabopaTOpHH IUTBXOBE M KydeTa, ¢a HaOMOJABaHH [030-32BHCHMH
eheKTH BBPXY MBKKHTE H JKCHCKHTE TIOJNIOBH OPTaHH M MJIEYHUTE JKle3d. Te3n edexTd Morat
na ce OBSCHSAT ¢ INOBHMIIEHOTO HMBO HA INPOJAKTHH, BCHEACTBHE JonmamuH D2 peuenrtopHa

6noKaaa, npeIM3BHKAaHa OT risperidone.

6. @apMalleBTHYHH JAHHH

6.1. CnuchbK HA HOMOIIHHTE Bel[eCTBA H TEXHHTE KOJAHYIECTBA
RISPEN® 1: Lactose, microcrystalline cellulose, magnesium stearate, pre-gelatinized

maize starch, hypromellose, macrogol 6000, titanium dioxide
RISPEN® 2: Lactose, microcrystalline cellulose, magnesium stearate, pre-gelatinized

maize starch, hypromellose, macrogol 6000, titanium dioxide, red and yellow iron trioxide;
RISPEN® 3: Lactose, microcrystalline cellulose, magnesium stearate, pre-gelatinized
maize starch, hypromellose, macrogol 6000, titanium dioxide, yellow iron trioxide;
RISPEN® 4: Lactose, microcrystalline cellulose, magnesium stearate, pre-gelatinized
maize starch, hypromellose, macrogol 6000, titanium dioxide, green lake E 104/132,

6.2. PM3UKO-XHMHAYHH HECLBMECTHMOCTH
He ca ycTaHOBEHH.

6.3. Cpok Ha roaHoct
2 T'OJIUHU

6.4. CuenHanany yC10BHA HA ChXpaneHue
HsiMa CrieHaNHi U3UCKBAHUA. N
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6.5. JlaHHH 32 ONIAKOBKAaTa
Biucrep PVC/PVDC/Al donuo, undopmaling 3a NauKHeHTa, KapTOHEHa KyTHs.

Copabpxasue Ha | OIIAKOBKA:
20, 30 nnu 50 punMupanu TabaeTKM

7. AMe H aapec HA NPATEKATEAN Ha PAPELICHHETO 33 yIoTpeda
ZENTIVA k.s., Prague, Yemka PenyGnuka

8. PermcrpansoneH HoMep B PErHcThpa o 4. 28 ot 3JIAXM

9. gaTﬂ HA IOTHPBO _Pa3peiluaBaHC 3a znmpeﬁa HA JIEKADCTBCHHA TIPOAVKT
(IoOAHOBsIBAHE HA EﬂSEElﬂBHHETO!

JlaTa Ha nmocieHa pelakKuys Ha TeKCTa!
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