JUCTOBKA: HH®OPMAIMA 3A IIOTPEGEUTEJISI
Heopucen 1, 2, 3,4 (1, 2, 3, 4 mg punmapaun 1abaeTkm)
Neorisp 1, 2, 3,4 (1, 2, 3, 4 mg film-coated tablets)
Risperidone

HPO‘IETETE BHHMATEJIHO NAJIATA JIHCTOBRA, IPEXH AA 3A00YHETE AA IEPHJIATaTe TOBA JEKAPCTRO.

- JamaseTe Ta3u JUCTOBKA. Moxxe na MMaTe HYX/Ia A4 A NPOYETETE OTHOBO.,

- AKO MMaTe HAKaKBH AONBJIHUTENHM BRIPOCH, IOMMTAaliTe Bamus jgeKap WM hapMalesT.

- Toga nexapcTBO € MpeAnucayo auyHo Ha Bac. He ro npeorcrensaiite Ha apyru xopa. To Moxe Xa UM
HaBpeAH, HE3aBUCHMO OT TOBa, Y& TeXHHTE CHMIITOMM Ca CHIIUTE Kakro Banrure.

- AKO HIKOS OT HeXeiaHWTe JEKApCTBEHM peaklMH CTaHe CEepHO3Ha, WM 3abelie:kure APYTH,
HEOMMCAaHU B Ta3M JMCTOBKA HEXE/IAHN peakiMH, MOJA yeenoMeTe Bamus nexap uin GapMaiesT.
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1. KAKBO HOPEACTABJIABA NEORISP 11 3A KAKBO CE HU3TIOJI3BA

OunMupannte TabneTkn Neorisp ot 1, 2, 3 ¥ 4 mg ca B OnucTepr 0T NOJIMBHHEAXJIOPH/aMyMHUHHEBO
donuo, NakeTUpaHW B KapTOHEHa ONAKOBKA, CHABP:Kalla JIMCTOBKA 3a HauueHTa, OmakoBKaTa ¢ oT 30
TaGNeTKU.

Besaka ¢uiaMHpana TabneTka ChABpKa CHOTBETHO 1 mg, 2 mg, 3 mg wim 4 mg OT aKTHBHATA CHCTABKA
pucrniepunoH (visperidone).

Neorisp e okasaH 3a JieUeHHe Ha MIMPOK KPBI' OT MALMEHTH ¢ WM30(QPEHUs - IbPBH IICUXOTHYEH SNH30/,
pelMIMBH, XPOHUYHA HIU30(PPERHs U APYrd NCHXOTHYHM CHCTOSHHA, TIPH KOWUTO TO3HTUBHUTE CHMITTOMM
(kaTo XAJIOLMHALMY, HATYIHOCTH, HapyLIIeHO MHCJIeHe, BPaXIeOHOCT, MHMTENHOCT) U/INHM HEraTHRHHUTE
cIMITOMM (KaTo adeKTUBHO IPUTHIIABAHE, CMOLIOHATHA U COLMAIHA 3ATBOPEHOCT, 06eIHABAHE Ha PeUTa)
¢a apxo u3pazeHd. Neorisp ¢bilo ofnexiasa apexTuBHHTE CUMITOMM (KaTO TIOTHCHATOCT, YYBCTBO HA BHHA,
TPEBOXKHOCT), CBBp3aHH ¢ mH30(pperus. Ocbed ToBa Neorisp e MOKa3aH CHINO M 33 IPOABIDKUTEIHO
JACUCHNE 34 [IPSAOTBPaTABaHE Ha PSHHUAHUBY [IPH HalUCHTH ¢ XPOHKMYHA IM30(dpeHH.

2. IIPEAU JA ITPUEMETE NEORISP

He npaemaiite Neorisp mpu caeguuTe ChCTOSHAS:

Neorisp € NPOTHUBOIIOKA3aH IPY ITALHEHTH CHC CBPBXYYBCTBHTSIHOCT KEM AKTHBHATA CHCTABKA HIIH KBM
HAKOE OT HOMOIIHUATE BelllecTBa B TabJIeTKaTA. »

Cnenmagnn npepynpeRieHud Mpu jJedenueTo ¢ Neorisp



ITopapu anda-OnoxupauloTo HNeWCTBHE Ha aKTMBHATa CBCTaBKa risperidone e BBh3MOKHA IiOgBa Ha
HamalisiBaHe Ha KPBBHOTO HAMATAHE IMIpd wu3MpaBaHe, OCODCHO MO BpeMe Ha HAYadHHS NEPUOR Ha
apanThpade Ha nosara. Neorisp TpA6Ba xa ce mpusiiara ¢ BHUMaHHE IPU NaUWeHTH ¢ MPOSABEHO CHPACUHO-
CBAOBO 3alosigBaHe (Hamp. CBPACYHA HEeAOCTATBUHOCT, HHGMAPKT HA MUOKADAA, AHOMAJHWHA B
TIPOBOAMMOCTTA, 00Ee3BONHABAHE, HaMaJlieH o0eM Ha KPBBTa HJIYM MO3BUYHO-CBIOBO 3a00JABaHe) U Ho3aTa
ClIeABa fJa ce¢ afamrTupa NOCTENCHHO, KAaKTO ¢ MpPenopbuaHO OT JNekyBamus sekap. IIpu moseara Ha
XUIIOTSH3US TpAOBA Ja ce IIOMUCHH 32 HaMangBaHe Ha [1034T4.

Tlpy ynotpebara Ha KIacCHYeCKH HEBPOJENTHLM ¢a OHIM ONMCAHH CIyYal Ha HEBPOJCHTHYECH MAJUTHEH
CUHZPOM, KOMTO Ce XapakTepusypa ¢ XHIICpPTepMHs, MyCKYJHa PUTHIHOCT, BereTaTHBHA HecTaOWIIHOCT,
IPOMEHH B CBH3HAHMETO W [OBUINEHM HHBA Ha KpeaTHH()OC(OKMHA3a. B TakepR ciy4yail BCHUKH
AHTHIICHXOTHYHYA MeINKAMEHTH, BKIIFOYUTEHO U Neorisp, cienpa na 0p4aT CipeHH.

IIpy repuaTpy4HH MallMEeHTH, HAUCHTH ¢ OpOpedHa v yepHOApOoOHA HENOCTATHYHOCT WU MALMEHTH ©
OEMEHIMA e MPENophYBa CieuiHa A03UPOBKA.

BHrMaHre e HeOOXOAMMO CHIO U NIPH NpearucBaHeTo Ha Neorisp Ha mauyeHtH ¢ Oonect ma IlapxuHCOR,
ThH KaTo TEOPSTUYHO € BB3MOXKHO Ja MpeAU3BHKA BllolIaBaHe Ha OonecTra.

M3BECTHO €, Y& KIACHUSCKUTE HeBPOJIENTUIH MOHMKABAT FEPUOBKA IIpar. 3aTOBa ¢ MPEerophruBa JCYSeHHUETO
Ha NALUCHTH ¢ STIWIeNCUs Ja ¢e U3BHPIIRA ¢ BHUMAHHE,

Ha marnpedTHie MOXKE Ja €€ NPerophuBa [Aa Ce BB3ABPKAT OT NPEKOMEPHO XpaHeHe, IIPEIBHK
BB3MOKHOCTTA 34 YBEAUYaBaHe Ha TEIJIOTO.

[Ipy npoyupanus Hpy BE3PACTHY IMALMEHTH C AEMEHIHMsA, JCKyBaHH EQHOBPEMEHHO ¢ (QypocemMuiy H
JIeKapCTBEHH NMPOMYKTH, ChIABPIKANIK aKTHBHATA CBCTaBKa risperidone, ¢ce HabmoaBa 110-BHCOKA CMEBPTROCT
B CPaBHEHHE C JICUCHHE C IIPHEM caMO Ha risperidone Win caMOCTOATENHO TIPHIOKESHUE Ha GypoceMU,

Axo Bamugr nexap Bu e kazal, ye uMaTe HEIMMOHOCHMOCT KbM HAKOH BHAOBE 3axap, C& 0OBPHETE KBM HEFO,
Npeay 14 NpUeMeTe TO3U JIEKapCTBEH HPOIyKT.

IipueM Ha ApYrH JdekapcTRa

Mons undopmupaiire Banryg nexkap wim QapMauerT, ako OpHeMaTe WIHM HACKOpPC Ce IpHEMAald APYru
JIEKAPCTRA, BKJIFOUHTEIIHO U TaKuBa, OTIYCKapy 063 peHernTa.

Puckoeete oT ynorpebara Ha Neorisp B KOMOHHALHUA ¢ APYTH MEAWKAMEHTH HE ¢a CHCTeMHO IPOYYCHH.
[Tpexpun nepeHyHuTE eekTH Ha risperidone BBPXY USHTpAIHATA HEPBHA CHCTEMA, NPUAAraHETO MY B
KOMOMHAIHA ¢ APYI'H MEAUKAaMEHTH ¢ LICHTPATHO ASHUCTBHE TpAOBa Aa ce U3BLPIBA BHUMATETHO.

Neorisp MOKe A2 AaHTaroHUsupa JeHCTBHETO HA JIEBOAOIA U APYTH JOMAMRHOBH aTrOHHCTH.

JloxazaHo e, ye kapOamazelMH MOHIKABA IUTa3MEHHUTe HMBA Ha risperidone. IlomoOHu edexT Morar xa
Opaar HaOmoAaBauM M IpH yroTpebaTa Ha APYrH CpeAcTBa, MHAYLMpamH depHOApPoOHu ensumu. Ilpwu
IpeKparaBaHe npHeMa Ha kapOamaszelldH MAd JPYTH CpPencTBa, WHAYKTOPU Ha HEPHOAPOOHH CH3UMH,
JO3UpOBKaTa Ha risperidone Tpsabpa na 651e npepasriefaHa 1 ako € HeoOX0ZUMO - HaMaleHa,

MeHOTHAZNHY, TPUIMKINYHKM AHTHACHPECAHTH U HAKou OeTa-Onokepd MOXKe Aa HOBMIIAT IUIA3MEHHTE
KOHIIEHTpAIiMH Ha risperidone, Ho He ¥ TE3W Ha aHTUIICHXOTH4HATa (pakuys. [Tpu npueManeTo Ha Neorisp
3aCAHO C ApYTH Mpenapary, KOUTro ce CBhP3BaT B rojiAMa CTeHEH ¢ INIa3MEHNTE NIPOTEHHH, He ce Habmogasa
KJIMHHYECKH 3HAYUMO U3MECTBaHE OT IVIASMEHUTE MPOTEHHY Ha KOHTO U Jia € OT J(Bata Iperapara.

aKTHBHAT2 aBTHICHXOTHYHA Qpakuml. WOIYOKCeTHH W MapOKCETHH, KOMTO Ca MHXY
NOBHULIABAT IUTa3MeHaTa KOHNEHTpalus Ha risperidone, HO MO-MaiKko, OT
AHTUNCUXOTHYHA Opakiyd. KoraTo € 3aroudHaTe WIH IIPEeKPaTeHO CBIBTC 'y
GITyOKCEeTHH WIH HApOKCETHH, JeKapaT Tpsbpa oa npeolleHy f03ata Ha risperidon¢
uaxuouTop Ha CYP 3A4, He npomeHs QpapMakoKHHETHKATa Ha risperidone 1 Ha a
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(ppaxums. XoJNHHECTepasHUTE MHXUOUTOPH TaTaBTaMMH M JOHEIe3u1 He [OKa3BaT KJIMHUYHO 3HAYHM edeKT
BEPXY (papMaKoKMHETHKATA Ha risperidone ¥ Ha aKTHBHATa aHTUIICKXOTHYHA (hpaKIius.

Risperidone ne nokaspa KIMHHYHO 3HauuM edeKT BBpXY dapMaxOKMHETHKATA Ha JHTHH, BAIOPOAT WIH
IHUTOKCHH.

Bwk npelHIIHKMA pasgell OTHOCHO IOBMINEHATA CMBPTHOCT IpH HAHMEHTH B CTAPUECKA RBB3PAcT C
DEMEHIMS, TIpUeMally GypoceMuI,

XpaHaTa He 0Ka3Ba BIKIHUE BBPXY pe3opOiusata Ha risperidone.
bpeMenROCT B KbpMeHe
IToceBeTBaliTe ¢ ¢ Bammua nexap win QapMaleBT npeay yrnoTpebara Ha KOETO U Aa € JIeKapCcTRO.

besonacHocTTa Ha risperidone npu ynorpeba o BpeMe Ha OpeMeHHOCT MNpPH HOBeKa He e ycTaHoBena. I1o
Tasy npudyuHa Neorisp caensa a ce ApuIara 1o speMe Ha OpeMeHHOCT, caMO aKo IIoj3aTa IpeBUilaBa

PUCKOBETE.

YcTanoseHo ¢, 4e risperidone ce otaena B mMaliuuHoTo MiLIko. Tlopaau ToBa xxenn, npuemamu Neorisp, He
Tps0Ba Ja KbpMAT.

[Modupane u pabotTa ¢ MAIIHHRA

Bs3moxkHo ¢ Neorisp Aa monpedd Ha OEHHOCTH, M3HCKBAlld DOBMIIEHO BHMManwe. [lopagum ToBa
MalUeHTUTe TPA0Ba J1a ce CHBETBAT Ja HE IUOMMpaT M Ja HE ynpaeiiBaT MALUMHM IO YCTaHOBSBaHe Ha
VHAYBHAyaIHaTa UM TyBCTBUTEIIHOCT.

3. KAKJAIIPUEMATE NEORISP

Bunary npuemaiite Neorisp, TouHO KakTo Bu e kazan Bamua nexap. Axo He CT€ CHrypHHM B HEHIO,
rionuTakiTe Baluns nexap uny ¢papManenT.

Iasoppenns
Ipemunasane om Opyzu anmuncuxomusHu cpeocmen kv Neorisp:

Korato ¢ MeZMIMHCKY OIPAaBAAHO, ¢ NPEIOPBYBA MOCTEICHHO MPEeKPATABAHE Ha TPSHUIIHOTO JICUSHHE
el 3ano4paHe Ha Tepaitkd ¢ Neorisp. ChIlo Taka, ako ToBa € MEAULIMHCKH OIIpaBAaHo, Ce NpenophiBa IPH
[IpeMHHaBaHE Ha ITAlHeHTa OT AHTUIICUXOTUYHH ACHO-IIpenapaTH, Teparusara ¢ Neorisp Aa 3anouHe Che
3aMeCTBaHe Ha CieABamara HIKeKIUs oT cxemarta, HeobxoauMocTTa OT NpoasKaBaHe Ha NPOBEKIaHOTO
AHTUTIAPKBHCOHOBO JieueHHe TPAOBa HEpHOAHYHO Ja ¢e npepasriieikia.

Beapacmrni
Neorisp MOxKe Ja ce npHiIara NepopaiHo BeAHSBXK WITH ABA IHTH JHEBHO.

[TanpeHTHTe TPAOBa KA 3ari0UBAT JeUeHHETO ¢ A03a 2 mg/nHeBHO Neorisp. ozaTa Moxe na O51e MOBHIIEHA
Ha BTOpHs ZeH Ha 4 mg. Ciex ToBa X03aTa MOXE HAa €€ NOANBPKA HEempo Ha_ WIH Ha ObAe
MHANUBHAYAIHO MPUIoAeHa, ako € Keobxoaumo, [loBeueTo nalMeHTn ce OB
4 1 6 mg. IIpyn HAKOM HALUEHTH € HOAXOo[sa no-0aBHA THTpPAIIOHHA
HOAABPXKAIIA K032,




HNozn, npesumasamiy 10 mg AHEBHO, HE ca MOKazalid IO-BUCOKA €(HKACHOCT OT HO-HHCKHTE XO03U H ¢
BB3MOKHO Aa OPSAU3BUKAT EKCTpaNHpaMUOHNA CUMIITOMY. THH Karo Ge30IacHOCTTA Ha AO3M Hal 16 mg
JIHEBHO HE € U3C/IeBaHa, He TpAOBa Aa ce mpusarart J0o3HM, IpeBUIIaBalli TE3H CTOMHOCTH.

Korarto ce H3UCKBa AOIBIHUTENHO ceAupaHe, KbM Neorisp Moxe Aa ce xobaBu OeH30quasenuH,

Juna ¢ nanpeornana sv3pacm

IIpenopruBa ce HadanHa Aosza ot (0,5 mg pea meTH AHEBHO. Tasw Ao3a MoOXe Ia Onle MHAMBHIYANHO
npurojeHa ¢ jotarky ot 0,5 mg Zipa NeTH AHEBHO 0o 1-2 mg aBa IBTH AHEBHO.

Neorisp ce nonacs A00pe OT HaUKEHTH B HaUpeAHAJIA BL3PAacT.
Heua

JInmcea omur oT ynorpeba Npy Aena 1oa 15-roauiliEa BE3pPacT.
Bvopeuno u uepnoopobno 3abonacane

ITpenoppuBa ce HavaimHa foza orT 0,5 mg Apa MBTH AHEBHO. TasW mo3a Moxe Aa Onue WHIUBHAYAITHO
npuroaeHa ¢ godaeku or 0,5 mg jBa 0bTH nHeBHO A0 1-2 Mg oBa IETH JHERHO.

Ho mabupaneTo Ha nmoBede onut Neorisp clieABa Ja ¢e npuiiara ¢ BHUMAHUES IPY Ta3H I'pyna ManueHTH.

AKo0 UMaTe HIKaKBH RONBAHUTENAHHM BBIPOCH, CBhp3auy ¢ ynoTpedaTa Ha TO3M MPOAYKT, MO NMOMUTAHTE
Bamus nexap Win ¢apmaLicsr.

4, BbH3IMOXHH HEXEJAHU PEAKIIHU

KaxTo BCcHYkM AekapcTBa, Neorisp Moxke Ja HPeAM3BHKA HEXXCNMaHW PEeaKLMM, BBHIPEKH He HE BCEKH I'H
HOJy4aBa.

AKO HAKOA OT HEXENAHWTE JICKAPCTBEHM PEaKLMH CTaHe CepHO3Ha, UM 3abenexuTe Opyrid, HEOlUCAHH B
Ta3H JIUCTOBKA HEKSNAHU peakiivy, MoJig yeegoMere Bamus rekap wnd apMalesnT,

Ha 6azara Ha rolleMus KIUHUYCH OMWT, BKAIOYBAL[ NPONBILKUTENHa ynoTpeba, € YCTAHOBEHO, Ye
risperidone ce nonacsa fobpe. B mMHOro ciryuay e Gumo TpymHO Aa c€ pa3iydaT HexenjaHduTe chOMTHA OT
cuMiTomMUTe Ha 3abondBanero. Hekesanure peaxium, RabaogaBaRd BLB BpPB3Ka ¢ yrorpebara Ha
risperidone, ca H30pOEHHU TIO-TOILY:

Hecmu:
Bescouiie, Bh36yAa, TPEBOKHOCT, II1ABODOIHE.
Llo-peoxu:

CHHIMBOCT, YMOPa, 3aMasHOCT, HapyllleHa KOHUEHTpALYS, 3aieK, AUCIETICHA, TafleHe/TIOBphUiaHe, KOPEMHH
OoJKY, 3aMBIVIEHO BIDKAaHE, OonesHeHa epeKiud, epeKTHiHa AUCHYHKIINA, HApyLIeHUe Ha efKyNaryara,
CMYINEHHS Ha oprazMa, 3aAPhiKKa HA YPUHATa, PUHAT, OOPHBM U JPYTH ANCPIrUYHY peakLiyH.

Neorisp MOxe Ja Dpefu3BHKA 3aBHCHMO OT J03aTa IOBULICHHE B nnasme
MIpoJjIaKTHH. BB3MOXHUTE CBBP3AHHM JIPOSBY ca: M3THYAHEe Ha MIAKO OT IPBOHUER
MJISYHATA JKjie3a Y MBbKe, CMYIIECHHA B MEHCTPYAHOHHMA NUKEA ¥ aMeHopes.




Ilo BpeMe Ha neyeHmero ¢ risperidone ca HaGMIOAABaHM YBeNMYaBaHE HA TErAOTO, OTOK M IOBMIIABAHE
HHUBOTO Ha YEPHOOPOOHHTE SH3UMY,

Hpu ynotpeba na risperidone uMa cro0ineHns 3a LiepeGpo-BacKyJapHK HeMKeMAHH PeaKliiy, BKIIOUNTE HO
HepeOpo-BackyNapHu HHIUACHTH U IPEXOAHH UCXEMHUYHHE CHCTOMHHSL

B MHOTO peaku Ciiy4au I10 BpeMe Ha JiedeHHe ¢ risperidone ce cro6mapa 32 XUIEprIUKeMHUs H BIOLIABAHE
Ha CBINEeCTBYBall AuabeT.

5. CBXPHEHHUE HA NEORISP
Ha ce crxpansisa npy temnepatrypa noa 25°C. Jla ce masu ot cBeTIMHA M BlIara,
ChxpaHgBailiTe Ha MACTO, HENOCTBITHO 32 Aelia.

He usnonspaiite Neorisp ciaes cpoka Ha rOAHOCT, oTOENA3aH BHEPXY €THKETA M KAPTOHEHATa ONAKOBKA.
CpPOKBT Ha FOJHOCT OTTOBaps Ha MOCISAHMS IEH OT IMOCOUYSHUA Mecell,

JlexkapcTeata He TpaAGBa Jla ce M3XBBPAAT B KAaHANM3ALMATa MM B KOHTeHHepa 3a JOMAmHH OTHAIbII.

Iloruraiire Balims papMaleBT Kak Ja YHUIIOKUTE HeHYXKHHMTE Bu nexapcTia. Tesw MepKY LIe CIIOMOTHAT
3a OMA3BaHE HA OKOJIKATA Cpeha.

6. JOIIBJHHTEJIHA HHOOPMAHUS

Kaxso csanp:ka Neorisp

- AKTHBHaTA ChCTaBKa € pucnepunoH (risperidone).

- Apyrare cbCTaBKM ca LAPEeBHMYHO HMINECTE, MUKPOKPHCTATHA LIeNYJI03a, JIAKTO3a MOHOXMApAT,
HaTpUEB FIHKOJAT OoT ckopbana (IIpumoren), MarHe3HeB cTeapaT, ASCTHIUPAHA BOAA.

Kax m3raexga Neorisp 1 KakBo ¢haAbPKA ONAKOBKATA

QuaMIpans TabJIETKY 32 HEPOPaIHO IPHICKEHME, B CAHCTEPH OT IMOMMBHHWIXIOPUI/ATYMHHHEBO (HOJTHO,
[IAKeTHPAH! B KAPTOHEHA OMAKOBKA, ChIbpPKAMIAa TUCTOBKA 32 fanuerTa, Onakoskarta € 0T 30 TadieTkHy.

IIpaTexares Ha paspemieHHETO 32 ynoTpeda

HEO BAJIKAHHUKA EOOX
Ya. “3emnsane” 35
Codusa, benrapus

HpoussogaTes, 0TroBopeH 3a 0CBo0OKAABAHE HA NAPTHAMTE
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