JJMCTOBKA: THOOPMAIINA 3A ITIOTPEBUTEJIS]
Heopren 1, 2, 3, 4 (1, 2, 3, 4 mg dpnamupann TabaeTkn)
Neorisp 1, 2, 3, 4 (1, 2, 3, 4 mg film-coated tablets)
Risperidone

IIPD‘IETeTe BHHMATENHO IAIATA JJHCTOBKA, HpeAHd A 3aI0YHETE Aa NPHJIAraTre ToBa JEKAPCTRBO,

- 3amasere Tasu AMCTOBKa, Moxke 1a MMaTe HyxKfa Ja s IPOYeTeTe OTHOBO.

- AKO UMaTe HAKAKBM JOBIHUTEHH BBIIPOCH, IIONUTAliTe Baulng nekap wiv hapMalenrT.

- Topa nexapeTBo e npeAnHcano aM9Ho Ha Bac. He ro npeorcThnpaiiTe pa apyru Xopa. To MOXe 13 UM
HaBpeIu, HE3aBUCHMO OT TOBRA, Y€ TEXHHTES CUMIOTOMH Ca CBILUTE KakTo Bamure.

- AKO HIKOf OT HEKENIAHWTE JICKAPCTBCHM peaKnuu CTaHe Ccepuosga, HaM 3abeliexuTe Ipyru,
HEOMKCAHH B Ta3U JIMCTOBKA HEKCAHH peaKIily, MOg yBegoMeTe Bamus nekap uin gapMaliesr.

B 143K AHCTOBKA: M3MBIHUTENHA ATERLIAS 110 JIEKAPCTBATA
ﬂticmDEHa . nﬁwﬁ;@w@z& ~46351 '\. W43

1. Kaxso npeacraBnaea Neorisp 1 3a KaKBO ce H3II0N38a .
2. Tlpemw na npuemere Neorisp konpyne N2AQ DD | 2L 0 5-0b¢
3.  Kaxk ga npuemare Neorisp D

4. BBH3MOKHY HEeXeTaH! PCakKLiin OdobpeHo, /"i’ ........ / "ﬁ?*’ : y"z poli?

5.  Cobxpadenue Ha Neorisp e [l T J
6.  Honsnnurenna uHpopManys

1. KAKBOIIPEACTABJSIBA NEORISP 1 3A KAKBO CE U3ITOJI3BA

®Oummupannte Tabgetku Neorisp or 1, 2, 3 u 4 mg ca B GAMCTEPH OT NONUBHRHWIXNOPHA/ ATYMHUHUCBO
(PONIHO, MAKSTHPAHH B KAPTOHEHA OIIAKOBKA, CHABPKAINA JAMCTOBKA 34 NanweHTa. OnaxoBkaTa e oT 30
TaOJEeTKY.

Besxa gunMupata tabnerka chAbpaKka CHOTBETHO 1 mg, 2 mg, 3 mg wim 4 mg oT aKTHRHATA CHCTABKA
pucnepuioH (risperidone).

Neorisp e I0Ka3aH 3a jie4eHUe Ha IMPOK KPBr OT MALMEHTH ¢ IM30(PEeHHs - IBPBH NICUXOTHUEH MU0,
pelVIMBY, XPOHHYHA HIM30(PEeHHs U APYIH ICHXOTHYHU CHCTOAHUSL, NIPU KOUTO NO3UTHUBHHTE CHMIITOMHU
(KaTo XaJrOHUMHALMY, HANYyIHOCTH, HAPYUIEHO MUCAEHS, BPaXKAEOHOCT, MHUTEIHOCT) WWIN HETaTHBHUTE
CHMITTOMH (KaTO a$eKTHBHO HPHTHIABAHE, EMOLHOHATHA ¥ COLIMANHA 3aTBOPEHOCT, 00eIHABAHE Ha peuTra)
ca ApKo u3pazeHd. Neorisp chuio 0biexyaBa aheKTHBHHATE CUMITTOMH (KATO ITOTHMCHATOCT, HYBCTBO HA BUHA,
TPeBOXKHOCT), CBBp3aHM ¢ Mmu3odpeHus, OcBeH ToBa NeoriSp € ITOKa3aH CHHIO H 332 NPOXBIKUTENHO
JICUSHUE 32 NMPEeIOTBPATABAHS Ha PSIMANBY IIPH NIAUMEHTH ¢ XPOHUYHA IEH30¢ peHH.

2. IIPEAU JA TIPUEMETE NEORISP

He npuemaure Neorisp npu cjieasnTe ChCTONHHA:

Neorisp € IIPOTHBONOKAa3aH HPH HAaIHCHTH ChC CBPBXYYBCTBHUTCHHOCT KBM aKTHBHATA ChCTABKA HWIH KbM

HIKOE OT [IOMOIITHHUTE BellecTBa B TA0JIETKATA.

Croenuajny npexynpemxxeaus Ipu jgedeaneto ¢ Neorisp




Iopanu anda-OltoxkupamioTo JelCTBHE HA AaKTUBHAaTa CheTaBKa risperidone e BB3IMOXKHA IOABA HAa
HaMaIABaHe Ha KPBBHOTO HAJIAraHE IpH M3NpaBgHe, oCOOEHO IO BpeMe HA HAYalHMS NEpHOA Ha
amanTHpaHe Ha Joszara. Neorisp TpabBa fa ce mpunara ¢ BHHMaHHE IIPH IALUEHTH ¢ IIPOSBEHO CHPAESUHO-
CBAOBO 3aboiABaHe (HANp. CBPACYHA HEZOCTATHYHOCT, HH(papKT Ha MUOKapAa, aHOMANud B
IIpOBOIUMOCTTa, 00€3BOJHsABaHe, HaMajleH o0eM Ha KpPBBTA WIN MO3RYHO-CHHOBO 3aboigBaHe) X mo3ara
ClleBa Ja ce anmalTupa MOCTENEHHO, KaKTO € NpernophyaHo OT feKyBalua Jjexap. IIpH mossata Ha
XUIIOTeH3Ms TpAOBa A2 ce ITOMUCIM 3a HaMallaBaHe Ha Ko3arta.

Ilpu ynorpebara Ha KIaCHUCCKH HEBPOJCNTHLH ca OWIM ONMMCaHM ClIydad Ha HEBPONENTHYECH MAajMCHEH
CHHIEPOM, KOHTO C€ XapaKTepusupa C XUIEPTEPMHUA, MYCKYIHA PHUrHIOHOCT, BereTaTHBHA HeCTaOUNIHOCT,
IpOMEHHM B CBH3HAHWETO M IOBUIISHYU HUBA Ha KpeaTHUH(QOC(pOoKuHaza. B Taxbs clyuali RBCHYKH
AHTUNICUXOTHYHU MEAUKaMEHTH, BKIIOUHTENHO ¥ Neorisp, cliegra aa Oboar CripeHH.

IIpu repuartpuiHu nauueHTH, MapdenTd ¢ On0peyHa wAM YepHOAPOOHA HEAOCTATHUHOCT H DALMEHTH ¢
OeMEeHIHs ¢e IPeropbyuBa creuIIHa JO3UPOBKA.

BrrManue e HeoOXOAUMO CBINO U IIPH npexmacBadeTo Ha Neorisp Ha napyenTy ¢ Ooiect Ha IlapkuBCoH,
THH KaT0 TEOPETHYHO € BE3MOXKHO [a NpeAN3BUKA BAOLIaBaHe HA DosecTTa.

H3BecTHO €, 4e WiacHUeCKUTe HEBPOMSHTHLIH HOHWKABAT CEPUYOBHSA [Ipar. 3aT0Ba Ce NPeIophYBa JICYSHUETO
Ha MAlAEHTH ¢ eNMeNICUS f1a CC W3BBPIIBA ¢ BHUMaHuE.

Ha naunuenture MOXe Jda ce mpenopbuBa A2 C€ BBE3ABPKAT OT PEKOMEPHO XpaHeHe, NpeXBHI
BB3MOXKHOCTTA 34 YBEJIMUaBaHe Ha TEIJIOTO.

Ilpu npoy4BaHHS HpPH BBE3PACTHH IANUEHTH ¢ JEMEHIMs, JICKYBaHU eJHOBpPEeMEHHO c ¢ypoceMua u
IeKapCTBEHH MPORAYKTH, CHABPKAIH aKTHBHATA CHCTaBKa risperidone, ce Habmoasa NO~BHCOKA CMBPTHOCT
B CPABHEHHE ¢ JICUSHHUE ¢ IIPUEM CaMO Ha risperidone WK caMOCTOATEIHO IPHIIOXKeHHE Ha (PypoceMu.

Axo Bapmat nexap Bu e kaszai, ye nMaTe HEMOHOCHMOCT KbM HAKOM BUZOBE 3axap, ce 00bpHeTe KHM HEro,
NPeAH Aa IPHEMETe TO3U REKAPCTBEH MNPOAYKT.

Hpuem Ba aApyrH JexapcerBa

Monsa magopMupaite Bamug Jexap und GapMaleBT, ako NMPHUEMATe WIM HaCKOpo Ce IpueMalld ApPYru
JAEKApPCTBa, BRIIOYHTENHO K TaKKBa, OTNycKkaHu Oe3 pelienta.

Puckosete oT ynorpebara Ha Neorisp B koMOMHANMI ¢ APYr¥ MeAMKAMEHTH HE ca CHUCTEMHO MPOYHCHH.
Ilpexpun NBPBUYHUATE €(EKTH Ha risperidone BRPXY LigHTpaJIHATA HEPBHZ CUCTEMA, NPUIAraHeTo MY B
KoMOUHAIIKA ¢ APYIH MEOUKaMEHTH C lieHTPAamHO AeicTare TpadBa Aa ce H3BBPIIBA BHUMATEITHO.

Neorisp MOxke Ja aHTaroHHU3Upa JAeHCTBUETC Ha ICBOAONA H JAPYTH JOIAMUHOBH ArOHHCTH,

Hokazano e, ue kapbamazeNuH IOHWXKaBa IUlasMenuTe HuBa Ha risperidone, ITomoOHu edexru morar ga
OpxaT HabrrozaBany M IpH ynotpebara Ha APYrH CpeldcTBa, MHAYLMpAIlU 4epHOAPOOHH eH3uMHu, [lpu
npexpariaBade npueMa Ha kapbaMasenuH wid ApYTd CPEACTBa, WHAYKTOPH Ha YEPHOAPOOHH EH3UMH,
Ho3upoBKata Ha risperidone Tpabea aa 6pae npepasriesana u ako € HeoOX0AUMO - HaMaleHa.

(DeHoTHA3UHY, TPULNHKIMYHY AHTUACIHPEcaHTH U HAKOH Oera-Onoxepu MOXKE Ha NOBHUIAT IVIASMEHMTE
KOHIIEHTpaLK Ha risperidone, HO HE M TE3M Ha aHTUTICHXOTHYHaTa (pakuus. [Ipy npremanero Ha Neorisp
3a¢HO ¢ APYIH Mpenapaty, KOUTO ¢€ CBBP3BAT B rojisiMa CTEIeH ¢ INIa3MeHUTe IPOTeHHM, Be ¢e Habaroapa
KJMHUYECKH 3HAYAMO H3MECTBAaHE OT INIa3MEHHUTE NPOTSHHU Ba KOMTO U J1a € OT ABaTa Ipenapara.

Humernauy UM paHWTUAUH ITOBHIIaBaT OMOHAJMYHOCTTA Ha risperidone i HE3HAYHTENHONTa3H Ha
AKTUBHATA AHTUICHXOTUYHE (ppakuud. DIIyOKCETHH U IMApOXCEeTHH, KOUTO Ca MHXY L%ilgei’ f@}’
MOBMIIABAT IUIa3MCHATA KOHLEHTpauus Ha risperidone, HO ITO-MalKO, OTK( ' ANTHABRHE; a
apTancuxoTHuHa (¢paknud. Korato e 3amoyHaTO WIH TNIPEKpPaTeHO C'BI'I'I::TG RARIL a i u‘r o7t
(ITyOKCEeTHH WM IApOKCETHH, TEKapaAT TpadBa Aa mpeoueHH po3ata Ha risperidong Wi @E T
uaxudutop Ha CYP 3A4, ve npoMeHs (papMaxOKUHETHKaTa Ha risperidone u Ha a
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dpakudst. XoNHHECTEPasHUTE HHXHOHTOPH rAaHTaMUH H JOHENe3U)l He FIOKA3BAT KIMHHAYHO 3HAYuM edeKt
BBEPXY (hapMakokuHeTHKAaTa HA risperidone U Ha akTUBHATA AHTUIICHXOTHYHA (PpaKIws.

Risperidone He nokasea KIMHHMYHO 3HaYuM e(QexT BRpXY (dapMakoKHHETHKAaTa Ha JHTHH, BAINpoaT Wiu
OUTOKCHH.

Brox ppeawiuHpsg pasfiel OTHOCHO IOBHHICHATa CMBPTHOCT NPH NHALHEHTH B CTAapyuecka BB3PacT ¢
OSMEHIMS, IIpHeManiy QypoceMun,

XpaHaTa He OKa3Ba BAUSHHE BEPXY pesopbusra Ha risperidone.

bpeMeHBOCT H KEpPMERe

HocbseTralite ce ¢ Bainmsa jekap Wiy gapMalesT npeay ynoTpedara Ha KOeTO U a € JISKapCTRO.
beszonacHocTTa Ha risperidone npu ynorpeba o BpeMe Ha OPeMEHHOCT IPH 4OoBeKa He € ycTaHoBeHa. 1o
Ta3u npuyriHa Neorisp cieABa Ja Ce IpHiara mo BpeMe Ha OpeMeHHOCT, CaMO aKO TIOM3aTa TIPEBUIIABA

pPUCKOBETE.

YCTaHOBEHO €, 4e risperidone ce oThASHsS B MaH4uHOTO MisaKo. [fopamu ToRa XeHM, npueManiy Neorisp, He
TpsOBa Jla KbPMAT.

ITlogupane 1 padoTa ¢ MamAHK

BeamokHo e Neorisp ga nompedd Ha JAeHHOCTH, M3UCKBAIIM TIOBHILEHO BHuManue. Ilopagu ToBa
naeHTuTe Tp4a6Ba Aa ¢e CHBETBAT A2 HE IMO(HPAT U Ja HE YIPARIABAT MalUMHH X0 YCTAHOBABAHEC Ha
HHIMBUAYaHaTa MM 1yBCTBUTEIHOCT.

3. KAK JAIIPMEMATE NEORISP

BuHary npuemaiite Neorisp, TOuHO Kakro Bu ¢ kasan Baimmdg nexap. AKO HE CTS CHI'YpHH B Heulo,
nonuraiite Baminsg nekap unu GapMarest.

HIuzo¢pennn

Ilpemunagane om opyzu anmuncuxomuydnu cpedcmea Kom Neorisp:

Korato ¢ MEIMIHHCKM ONpaBXaHO, C& IMPSIOPHYBa MOCTENCHHO NpeKpaTABaHe Ha NPeJUIHOTO JICUSHHE
cien 3anoyBane Ha Tepanusd ¢ Neorisp. CpIno Taka, ako TOBa € MEAMIIMHCKY ONIPABHAHO, ce NPeIlophYEa NPH
IpeMUHaBaHe Ha NAIUEHTa OT AHTHIICUXOTUYHM Jero-Npenapatd, tepanusta ¢ Neorisp Ja 3alouHe Che
3aMECTBAaHe Ha clieBamaTa HEKeKIHA oT ¢xeMara. HeoOxonuMocTra OT IPOABIKABAHE HA IIPOBEKIAHOTO
AHTHIIAPKHHCOHOBO JIeUeHHe TPAOBa IepUOAUTHO Aa ce Ipepasriiexa.

Bw3pacmnuu
Neorisp MOXe 1a ¢ IpUIara nepopanso BEAHBX WA ABA IIHTH JHEBHO.

[Taruenture Tpadpa ma 3amoysar JIeYeHUeTo ¢ A03a 2 mg/aneBro Neorisp. Jo3aTa moxe xa Op/e noBumena
Ha BTOpuf meH Ha 4 mg. Cielq TOBa J03aTa MOXe Aa ¢e NOAXbPKA HeNMPOMSHeHA MM Ha Obae
HHAMBHAYAHO IPUroJIeHa, ako € HeoOxomumMo. [IoBedeTo mauuesTH ce NOBIMBE SIMeBt THQ2M MEXKAY
4 u 6 mg Ilpy Hakon nalMEHTH € MOAXOZAWA No-0aBHA TUTpalMOHHA (ff ' '

ITOAIGPKAMA K034,




Hozn, npesumasamy 10 mg AHEBHO, HE ¢a HOKA3aJIM NO-BACOKA €(UKACHOCT OT IIO-HUCKUTE HO3M M e
BB3MOXKHO [1a NPEeOu3BHKAT eKCTpaldpaMuAHE cuMnToMU. 1hH karo 6e3omacHOCTTa Ha 103U Hax 16 mg
THEBHO He € H3cIaeABaHa, He TpAOBa Aa ce NpWIAraT JO34, IIPEBUINARANIY T3 CTOHMHOCTH.

Koraro ce usuckpa ZonbkAHMTEAHO ceaupane, KbM Neorisp Moxe na ce nodasu GeH30aUa3eITHH.

Hruna ¢ nanpednana ev3pacm

IlpenopruBa ce Havanma mo3a ot 0,59 mg ABa OBTH AHEBHO. Ta3m 703a MOxe ga Obiae MHAMBHIYAIHO
IpHroaeHa ¢ nodapku ot 0,5 mg ABa METH AHEBHO A0 1-2 mg ABa MBTH AHSBHO,

Neorisp ce ronaca modpe OT NAMESHTH B HampeIHana Bb3pacT.
Heua

JIurcsa omur oT yroTpeda npy Aena 1oy 15-roguinsa Be3pact.
bvopeuno u uepnoopobuo 3abonaeane

[Tpenoprusa ce Havamsa moza or 0,5 mg xBa nuTH XHeBHO., Tasm no3a Moxe ga OBAS MHAWBHAYATHO
npurofaeHa ¢ nodaeku or 0,5 mg ABa BT JHEBHO 10 1-2 mg fBa METH JHEBHO.

ITo HaOupaHeTo Ha MoBedye ONMUT Neorisp ¢eBa fa ce npusjara ¢ BHUMaHHe TIPY Ta3H FPyNa MalueHTH.

AKO MMaTe HAKAKBH AONBIHUTEHU BBRIIPOCH, CBEpP3aHM ¢ yrnotpebata Ha TO2M HPOAYKT, MOJIS HOTUTANTe
Bamug nekap und ¢papmanesT.

4., BbB3MOXHH HEXEJAHU PEAKIITUN

Kakro BCHuKH JekapcTea, Neorisp MoxKe Aa NpeAvsBUKa HEKeNaWH PEeakLiyd, BEIIPEKM 4Ye HE BCEKH T'H
I10JIy4aBa.,

AKO HAKOA OT HEeXEJIaHWTe JICKAPCTBeHH PCaKiliH CTaHE CepHo3Ha, WM 3abenexuTe Hpyry, HEOITHCAHH B
Ta34 AKACTOBKA HEXelaHM PeakLiuy, MOJIs yBeJoMeTe Balrng jiexap wind papManesT,

Ha Gasata Ha rojeMHMs KIHHUMEH OIWT, BKJIIOYBANL JIPOARIDKHTENHa YIOTpeba, € YCTAHOBEHO, 4e
risperidone ce moHaca zoOpe. B MHOrC cirydad € Oumo TPYAHO Ja ce pasiiddaT HeXKemaHHWTe CHOMTHI OT
cuMuToMuTe Ha 3afongBaHeTo. HeskenmaHWMTe peakiuM, HaOogasaHM BBBE BpB3Ka ¢ ynoTpebaTa Ha
risperidone, ca N3OpPOeHH HO-A0IY:

Yecmu:

bescrERE, BB36Y A, TPEBOKHOCT, I1aBoboiIue.

Ho-peoku:

CBHIHBOCT, YMOpa, 3aMasHOCT, HapyllleHa KOHUBHTPAIM, 3alleK, JUCIIeNCUs, rafeHe/IOBpBIaHe, KOPEMHH
Oonku, 3aMBIJIEHO BIDKHaHe, OONEe3HCHA epeKiud, epeKTHIHa AUC(YHKLMA, HapylieHe Ha eAKyRalusITa,
CMYIICHUA Ha oprasma, 3afipbKa Ha YpUHATA, pPUHHUT, 0OOPDHBY K APYTH afepruyHH peaxuym.




Ilo BpeMe Ha neucHMeTO ¢ risperidone ca HaOMIOA2BaHH YBENMYABAHE HA TETVIOTO, OTOK M HOBHINABAHE
HHBOTO Ha YEPHOAPOOHUTE eH3UMHL.

[Ipu ynotpeba Ha risperidone uma cro0mEHNs 3a Lepe6PO-BACKYTAPHH HEXETAHH PeaklyH, BKIOYUTETHO
1epedpo-pacKynapHy HHIMASHTH U IPEXOIHHM HCXeMUYHU CHCTOAHMUS,

B MHOro peaky ciiy4au o BpeMe Ha JedeHue c risperidone ce cpobiapa 3a XHNIEPTIIUKEMEA U BJIOUIABAHEe
Ha ChIIeCTRYBALL Auader.

S. CHXPHEHHUE HA NEORISP
Ha ce cxxpangra npu temreparypa noa 25°C. J{a ce nasu oT cBeT/IMHA U BJara.
CexpaHgpaiiTe Ha MACTO, HEIOCTHIIHO 34 Jielia.

He usmonzpaiire Neorisp ciesl ¢poka Ha rofgHocT, oTOENA3aH BHPXY €THKETa M KapTOHEHATa ONaKOBKA.
CpoKET Ha roHOCT OTrOBapsA Ha IIOCHEAHMS JeH OT ITOCOUSHUS MECENL,

JlekapcTsaTta He TpPAOBa A2 ce UBXBBPJAT B KAHAIM3ALUMATA WIH B KOHTeHHepa 3a JOMAIIHM OTHANBIH.

ITonuraiite Bamus gapMalesT Kak Aa YHUIO)KHTe HeHYXHUTe By nexapcTsa. Tezu MepKu I¢ ClIOMOTHAT
3a Olla3BaHe Ha OKOJIHATA Cpexa.

6. JOIBJHUTEJHA HHO®OPMAILIMA

Kakgo epabpaxa Neorisp

- AKTHBHATA CHCTABKA € PUCHICPUIOH (Fisperidone).

- ApyruTe ChCTaBKM €a LIAPEBHYHO HUIIECTe, MHUKPOKPHCTAHA LIENYJ03a, JAKT03a MOMOXHIpAT,
HaTpUEB TAMKONAT 0T ckopbsna (TIpuMmoren), MarHe3HeB cTeaparT, ASCTHIUPARA BOKA.

Kaxk msraexna Neorisp H KaxkBo ¢hIbPka ONAKOBKATA

QurIMUpady TabACTKH 32 NEpOpanHe NPHIOKEHHUE, B OJIUCTEPH OT NOJHBHHUIXJIOPUI/aTyMUHNEBO (oo,
NaKeTHPaHHU B KaPTOHEHA OMAKOBKA, CHABPKAILA NUCTOBKA 34 INanpenTa. OnakosKaTa € oT 30 TabseTKY.

Ilparexaren Ha paspemennero 3a ynorpeda

HEO BAJIKAHHKA EOOJ
V. “3emngre™ 35
Codus, bearapus

ITIponssoanTeE1, OTrOBOPER 32 OCBOGOKAABAHE HA MAPTANHUTE

CEMELOG-BRS LTD.
2040 Budaors, Vasut u. 2, Yarapus

3a ponkIHKUTEIHA HH(DOPMALHsS OTHOCHO TO3H JISKApCTBEH NPOIYKT, MOJIA CBLPIKETE C& ¢ JIOKATHHUA
NpeOCcTABUTEN HA NPUTEKATEN Ha paspelieHHeTo 3a yrnoTpeda

Hara Ha nociaeano opoOpenne HA THCTOBKATA

Hoemepn 2007 .




