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1. UME HA JIEKAPCTBEHUS MTPOAYKT . ) """2"5"'_07_ 202& |
£eods -6 T

JIEBUJT 50 mg TabneTku
LEVIDE 50 mg tablets

JIEBHU/] 100 mg TabieTku
LEVIDE 100 mg tablets

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Bcesika Tabnerka JIEBHU]J] 50 mg cvabpxka 50 mg neBocyanupun (levosulpiride).
Bceska tabnerka JIEBH/] 100 mg cvabpka 100 mg nesocyanupua (levosulpiride).

[ToMOIHO BElECTBO C U3BECTHO JAEHUCTBHE: JIaKO3a MOHOXHApAT
Besika Tabnerka JIEBHJL 50 mg cbabpika 85 mg 1akro3a MOHOXHUIpAT.
Besika tabnerka JIEBHU/L 100 mg ceabppka 170 mg nakro3a MOHOXHpAT.

3a NbJIHUA CITUCHK C MOMOLIHUTE BELLECTBA BUXKTE TOUKaA 6.1.
3. JEKAPCTBEHA ©®OPMA

Tabnerka
JIEBU]] 50 mg tabnerku: bana, kpbria, usnbkHana tabnerka ¢ auaMersp 8 mm ¢ Haanue S0 ot eqHara

CTpaHa.
JIEBUJI 100 mg Tabnerku: bsna, kpbria, udnbkHana tadserka ¢ auamersp 10.3 mm.

4. K IMHUYHHU JAHHH
4.1 TepanBTHYHH NOKA3aHHA

® HapyuieHus cbC COMaTHYHU CUMIITOMM.
e JleyeHne Ha XpOHUYHA WIK30(PEHHUS C HEFATUBHU CUMITTOMH.

4.2 lo3MpoBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa

Bwv3pacmuu (¢cboOpa3HO JIEKAPCKOTO MpeaAnicaHue)

® 2 — 3 tabnetku ot 100 mg aHeBHO.
[lopabpkaio neyenue: 3 tabnerku or 50 mg JHEBHO.

I[O?-HTH MOXKE J1da CC INMOHHXKABA TNOCTCIICHHO.

lleouampuuna nonyrayus
HsMa HaJIH4HK JaHHH.

Ilayuenmu 6 cmapuecka 6v3pacm
[Ipy neyeHWETO Ha MALMEHTH B CTapyecka Bb3pacT jo3ara ue Objae onpeneseHa oT Jiekaps, KOHUTO
TpssOBa BHUMATEJIHO 12 PELIEHH Bb3MOXKHH NOHHKEHHS B TOCOYEHHUTE MO-rope 103H.

HayuH Ha NpHI0KEHHE
[TepopasiHO nNpUIOKEHHE

4.3 IIpoTHBONOKA3AHHA




. CBpBXUYBCTBHTE/IHOCT KbM AKTHBHOTO BELIECTBO WIM KM HAKOE OT MOMOINHHTE BEILNECTBA,
H30poeHH B TOUKa 6.1.

o Jlepocynmupua 50 mg wiu 100 mg TpsabGea na ce npunara ¢ BHHMAHWE TIPH CIHMICIICHA,
MaHHAKalTHH ChCTOAHHMA, MaHHaKalHa (a3a Ha MAHWAKATTHO-AENIPECHBHO pa3CTPOHCTRO.
. Jleocymnpua S0 mg min 100 mg € NpoTHBONOKA3aH NIPH NAUHEHTH ¢ (PeOXPOMOLIITOM, Thi

KaTo MOXXe Ja NPeAH3BHKA XMIIEPTEH3WBHA KPH3a, ABJDKAIIA Ce 10 BCIKA BEPOATHOCT HA OTACNIHETO Ha
KATEXONaMHHH OT TyMopa. [lonoOHa xunepreH3UBHA Kpr3a MOxke Aa ObJe oBlaAsHa ¢ PEHTONaMHUH.

* [Topanu mnpeanojaraeMa Bpb3ka MEXKIY XHIEPIPOTIAKTHHEMHYHMAT €(PEeKT Ha IOBEYETO
NCUXOTPOIHH JIEKAPCTBA M MJIEYHATA AMCIUIAa3M, IeBOCYINMHPUI He TpsAOBa na ce MpueMa OT MalHeHTH,
KOHTO CTPaJaT OT UIOKAYECTBEHA MaCTONaT|.

4.4 CnennajIHH npeaynpexIeHHs H NPeANa3sHA MEPKH NPH ynorpeba

. [Mpy paHaOMM3MpaHH KJIMHHYHM TpOyuBaHHA ¢ Iulauefo, NMpoBEACHH NPH [IALHEHTH C
JAEMEHLHA, JIEKYBAHH ¢ HAKOH aTHIIMYHH aHTHIICHXOTHLIM ¢¢ HabMoaaBa OKOJIO TPHKPATHO MTOBULICHHUE
Ha PHCKAa OT MO3ZBYHO-CBAOBH CHOMTHA. MexaHHM3MBT Ha TO3M MOBHIIEH PHCK HE € H3BECTEH.
[ToBHIIEHMAT PHCK NMPH JPYTH aHTHIICHXOTHIM K APYTH I'PYIH NallMEHTH HEe MOXKe 1a OBble H3K/IOUEH.
Jlesocynmupua TpaGBa Aa ce npuiara ¢ BHUMaHHe NpU NalMEeHTH C PUCKOBH (AKTOPH 3a HHCYJIT.

. Ilpu ynorpebara Ha HeBpojenTHnM (0OMYaMHO MO BpeMe HAa J€YeHHE C AHTHNCHXOTHYHH
NeKapcTBa) € AOKIA[BAHO PascTpPOHCTBO C KOMIUIEKC OT CHMNTOMH, HapedueHo HesponenrtHueH
MAaJIirHeH cHHAPOoM. KNHHHYHHTE MPOSABH Ha TO3H CHHAPOM Ca XMIEPIUPEKCHA, MYCKYJIHA pPHTHIHOCT,
aKMHe3Wsd, BEreTaTHBHH HapylleHHs (HEpaBHOMEPEH CBHPACYEH PHTbM WIM NMPOMEHH B KPBBHOTO
HasiraHe, H3NOTsABaHe, TAXMKAPAHA, QDUTMHH), TPOMEHH B Ch3HAHHUETO, KOHTO MOTAT Ja NMporpecHpar
a0 cTtynop H koma. JleueHHeTO Ha HEBpPONIENITHYEH MAJMIHEH CHHIAPOM €€ CBhCTOH B He3abaBHO
NpeyCTaHOBABAHE TMpPHEMa HA& AHTHIICUMXOTHYHM JICKAPCTBA H JPYTH HEOCHOBHH JIEKAPCTBA H
Ha3HaYaBaHe Ha MHTCH3HBHO CHMITTOMATUYHO JieueHHe (TpAOBa Aa ce B3eMaT MEPKM 3a HAMaIaBaHe Ha
XUIEPTEPMHATa U KOpUrdpaHe Ha JAexunparauuara). B ciaydaure, nmpH KOHTO JIEUEHHETO C
AHTHIICUXOTHIIM C€ CHHMTA 3a HeoOXoAMMO, NaLuHeHTUTe TPAOBa Ja ObAAT npocieasiBaHK BHHMATEHO.
Tpabsa na 6bae H3OArBAHO CHBMECTHOTO ITPHACKEHHUE HA IPYTH HEBPOJICITTHLIH.

° JleBocyanupua He Tpsabea Aa ce Ipwiara, KOraro CTHMyjlauyaTa Ha CTOMALIHO-YpPEBHATA
nepyucTaNTHKa MoXe Aa ObAe BpeAHa, HanpMMep IpH HANWYME HA CTOMAILUHO-YPEBHO KbpPBEHE,

MEXaHHYHH OOCTPYKLIMH H nepopaliu.

. Jlesocynnupuzx TpabBa Oa ce Mpwiara ¢ BHMMaHHE NPH MALMEHTH CBbC CHPAEHHO-CHAOBO
3a0onaBaHe WK ¢ paMIIHA aHaMHe3a 33 yarnkeH QT uHTepban.
. [Ipu ynorpebara HAa AHTUIICMXOTHYHM JieKapcTBa c€a JOKIAJBaHH CIIydaH Ha BEHO30HCH

TpomOembonu3eM (BTE). Tl xaTo npH NaiHeHTUTE, JICKYBAHH C aHTHIICUXOTHLIH, YECTO €4 HAJIMLIC
npuaobuTH prckoBu dakropu 3a BTE, te3u daxtopu Tpsadsa aa 6bpaaT HACHTHPHLUMPAHH NIPEAU H NO
BpeMe Ha JIEYeHHETO C JICBOCYJIMHPHA, ¢ LIEJ B3¢MaHe Ha MOAXOMALIH Npeana3Hi MEPKH.

* Tpabea na ce H3bArea CbBMECTHHAT NPHEM HA AJIKOXOJ.

JIEBU/]] cbabpaka nakro3a MOHOXUIpAT. IlaieHTUTE C peIKH HACNIeACTBEHH Ipo0IeMH Ha rajiakTo3Ha
HETIOHOCHMOCT, ITBJIEH JIaKTaseH AeHULIMT WIM TIIIOKO30-TaJlakTo3Ha Manabcopbuma He Tpabea na
NMpUEMAT TOBa JICKAPCTBO.

4.5 BsanMoaelicTBHe ¢ APYrH JIeKAPCTBeHH NPOAYKTH B APYra ¢opMH Ha B3aHMOJelcTBHE

KoMOuHHpaHeTO ¢ ApYTH NIeKapceTBa H3HCKBA 0COOEHO BHUMaHHME W OAMTEIHOCT OT CTPaHa Ha JICKapH,
3a Ja ce u3berHar Heo4aKBaHM e(peKTH OT HEXEIaHO B3aUMOACHCTBHE,

- CBLBMECTHOTO NPUIOKEHHE HA HEBPOJICTITULIM M JIEKapCTBa, KOUTO yabwnkasat QT uHTepBana,
NMOBUIIIABA PHUCKA OT ChPACUYHH aDUTMHH. -
o Jlesocynnupua He TpaAOBa Aa Cce NpHEMa CBHBMECTHO C JeKapce HUTO

NPHUMHABAT €JIEKTPOJIUTHH HAPYLUCHHA.

4.6 ®epTRIATET, OpEeMEeEHOCT B KEPMeEHe



IMaumenture TpaGea ga ObaaT MOCHBETBAHH 3a HEOOXOAMMOCTTa Ja MHGOPMHpAT TEXHHS JI€Kap B
Cayuali Ha HACTOALIA WIH NUIaHMpaHa OpeMeHHOCT No BPEME Ha JICYEHHETO ¢ Jepocynnupui. He ca
HAJIMYHM aJICKBATHH H A00pe KOHTPOJIMPaHHU NMpoy4uBaHusa npu 6peMeHHH keHU. [Topaau Tora JIEBUC
He TpsOBa Aa ce npwiara npy OpPeMEHHOCT, Bb3MOXKHA OPEMEHHOCT H NPE3 NEpHOAa Ha KbPMEHE, OCBEH
aKo NMOTCHUHATHATA 10134 He HAJBHILIABa NOTEHI[MATTHHA PHMCK 38 IUI0Aa WIH HOBOPOIAEHOTO.

IIpy HOBOPOIEHH, M3NOKEHH Ha KOHBEHLMOHAIHH WIM ATHIMHYHM AHTUIICHMXOTHUILM, BKIIOYHTEIIHO
JIEBOCYJITIHPUA, TIPe3 TPETHA TPUMECTBP OT OPEMEHHOCTTA, CBHIIECTBYBA PHCK OT HEXEJIAHH PEAKLIHH,
BKITIOYHTENTHO €KCTPANHpPaMUIHHA CUMIITOMH HIH CHMIITOMH Ha OTHEMaHEe, KOMTO MOraT /la BapHparT no
TEXKECT H MPOTBLIDKHTENHOCT ciel paxaaHero. CrobiwaBany ca Bp30yza, XHNEPTOHUS, XHITOTOHHS,
TPEMOP, CHHIMBOCT, PECNHpPATOPeH AMCTpec, MOBINMAH IpHeM Ha xpana. [lopaam Ta3sud npuumHa
HOBOpOJAcHHUTE TpaOBa Ja 6baaT npocaeaaBaHy oTdIU30.

4.7 E¢exrn Bppxy cnocobmocTTa 32 Modpupane u pabora ¢ MANIUEH

[TanMeHTHTE Ha J€YEHUE MOTAT Ja M3MHTAT CHHJIMBOCT, W3TPHIBAHE, 3aMasHOCT WIH JAUCKUHE3Us;
MopajaH Ta3u NPHYHMHA NallMeHTHTE TPpAOBa Aa 6baaT nockBeTBaHHU Aa H30ArBaT WodupaHe Wiy padora
C MAIlIMHH, WIH H3BEPIIBaHE HA JeMHOCTH, KOMTO H3MCKBAT MOBHILICHO BHHMAaHHE, NOpajy TOBa, 4e ca

OMAacHH,
4.8 HeXxeJIaHH JICKAPCTBEHR PEAKIHA

TabnnueH CNHUCHK C HEXKEIAHH ICKAPCTREHH PEAKIIUU

Crobpasno MedDRA knacHduxalmuaTa CHCTEMA, OpraH, KNac KATErOpHHTE 3a YeCcToTa ¢a Ae(pHHHPaHU
xakTo caeasa: Muoro yect (>1/ 10), Uectu =1/ 100, Ho <1/ 10), Heuectu (=1/ 1 000, Ho <1/ 100),
Peaxu (=1/ 10 000, Ho <1/ 1 000), MHoro peaku (<1/ 10 000), C HenssecTHa yecrora (HeCTOTATA HE
MOXe 1a ObJe YCTaHOBEHA OT HAJTHYHHTE JAHHH).

Cucmema, Mnozo Yecmu Hevecmu Peoxu Mnozo C
op2awm, Kiac vecmu PEOKU HeuseecmHa
yecmoma
Hapywienus na [loBumasa-
memabonuz-ma He Ha
U Xparnenemo TEernoTo
Hapywenua na | CoHIMBOCT, | 3aMasHOCT, [lapkunco- | Hesponen-
HepeHAMa anarTus BEPTHUIO HH3BM, TUYEH
cucmema OUCKHHE3USA, | MAJIUTHEH
TpEMOP, CHHIPOM
AUCTOHHA, (BrKTE
[ICHXOMO- TOuKa 4.4)
TOpPHa
Bb30Y/Aa,
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' HabmopasaHu npH 0cOOEHH CITyyaH, NOPaaH TBJITOCPOMHO NPUIoKEHHE U Nopaju obpaTHMus
edeKT Ha JIEBOCYNANMHPHA BBPXY QYHKLMOHATHOCTTA HA XHITOTANIaMO-XHNOQH3HO-TOHAAHATA OC, KOKTO

€ CXOZIEH C TO3H IMPH MHOTI'O HEBPOJICITTHLIH.
2 HabmonaBaHH Npy APYTH JIEKAPCTBA OT ChIIMA TepaneBTHYEH KIIac.

CrobilaBaHe Ha IOJO3HPAHH HEXKENaHH DEAKLIMU
CrobimaBaHeTo Ha MOJO3MPaHH HEXEJIaHH PeaKkLHUH CJie/] paspeiliaBaHe 3a ynorpeda Ha JeKapCTBeHHA

NPOAYKT € BaKHO. TOBa NO3BOJIABA Aa NPOXBLIDKH HAONMIOACHHUETO Ha CHOTHOLICHUETO MOJ3a/ PUCK 32
neKkapcTBeHHUA NPOAYKT. OT MEAHLIMHCKHTE CMICUMAIMCTH € M3HCKBA Aa ChOOLIaBaT BCAKA NOA03UpaHa
HEeXXEJAHA PeaklHa Ype3 HalMOHA/IHATa CHCTEMA 3a ChoO1LnaBaHe.

H3nbAHRTEIHA AreHIHS NO JIEKAPCTBATA
yi. ,,Jdamsu ['pyes” Ne 8§

1303 Codmus

Ten.: +35928903417
yebcaiiT: www.bda.bg




4.9 Ilpenosnpane

[IpH BHCOKHM J0O3H H NMpH NALHMEHTH, YYBCTBUTEIHH KbM HEBPOJCNTHYHH JICKApCTBa, TOBA JIEKAPCTBO
MOJKe J1a IpeJIU3BHKA CKCTpanypaMHAanHy eeKTH H HapyLIEeHUs Ha CBHA.

B Te3su ciyyaH ce TNpenopbpyBa NPEYCTAHOBABAHE HA JIEYEHMETO WIM TNMOHHKABAHE HA HO34T4, B
3aBHCHMOCT OT NPELEHKAaTa Ha JICKapA.

5. PAPMAKOJIOTHYHH CBOMCTBA

dapMakoTepaneBTHYHA rpyTIa: NMCUXONENTHUH, aHTHIICUXOTHUM, ATC koa: NOSALQ7

5.1 ®apMaAKOAHHAMHYHYA CBOHCTBA

broxumuunuTe, (GapMakoJOrHYHHTE M KAMHHYHHUTEC IJAaHHH, MOJYYEHH NpPH JABaTa M30Mepa Ha
CYJIMPHA, TNOKa3BaT, Y€ AHTHAONAMMHEPrHYHATA AKTHMBHOCT KaKTO Ha LICHTPajJHO, TAka M Ha
neprdepHO HEBO C€ ALDKH Ha NIBOBBLPTALIAS €HAHTHOMEP.

5.2 PapMAKOKHHETHIHE CBOHCTRA

[Ipu nepopanio npunoxkeHHe Ha Ao03a ot 50 mg NeBOCYNIHPHA BEPXOBATA IU1a3MEHa KOHLIEHTPALHs Ce
IOOCTHra 3a 3 4aca u € cpegHo 94,183 ng/ ml.

t 12 Ha eNMMHUHMpaAHE CACH HHTPAaBEHO3HO NpHAOKeHMe Ha 50 mg nesocyanupua € 4,305 yaca.
EnMMHHMpPaHeTO ce OChILIECCTBABA ITPEIHMHO Ype3 ypHHaTa.

5.3 [IpeaxinBAYHA JaHUH 33 0€300ACHOCT

CroiiHOoCTHTEe Ha OCTpa TOKCHYHOCT, H3paseHH Kato LD30, cnea nepopancH nNpHeM NpH MHLIKH,
wIbXoBe H 3aium ca 6mwnn 2450 mg/kg, 2600 mg/kg u Han 1500 mg/kg.
LD 50 croitdocTu:

- [Ipn mukn: 210 mg/ kg, caen nHTpanepUTOHSATHO NPUIIOKEHHUE;

- Ilpu nrbXoBe ciiell HHTPANIEPHTOHEATHO H KHTPABCHO3HO NpwiokeHue: ao 270 mg/kg u 53
mg/kg, peClieKTHBHO;

o IMpu 3aiium cnen HHTPaABEHO3HO NpunoxeHue: no 42 mg/kg.

HanurBauuiaTa 3a Cy0AKyTHa TOKCHYHOCT ¢a TNMPOBEACHH NPH NPHEM HA AKTUBHOTO BEMIECTBO OT
IUTBXOBE, 3afilii U Ky4eTa €KEOHEBHO B npoabmkeHue Ha 12 — 13 ceamuuu. He ca nHabniopaanu

HHKAKBH TOKCHYHH CUMITTOMH IIpH TO3H OT.

. 25 mg/kg, npunoxenu noakoxHo U 300 mg/kg, npunoxxeHH nepopanHo, MPH IUTbXOBE;
. 250 mg/kg, NpwiokeHH nepopasiHo M 12,5 mg/kg, NpunoXeHH HHTPaAMYCKYJIHO, NpH 3aliiiy;
. 50 u 100 mg/kg, npuioxkeHH! NepopanHo, NpH KydeTa.

H3anurBaHusaTa 32 XPOHHYHA TOKCHYHOCT MNOKAa3BaT MHOIo A00pa NMOHOCHMOCT clel] NMpWiaraHe Ha
JIEKapCTBOTO B MPOABLLDKECHHE Ha 180 — 190 auM nipu 103U OT:

. 100 mg/kg nepopanno U 20 mg/kg noaAKOXKHO NPH IUTHLXOBE;

. 10 mg/kg MHTPaMyCKYIHO NpH 3aiiun U
. 20 mg/kg nepopanHo Npu Ky4deTa.

H3nuTBaHKATA, NPOBEACHH NPH IUTEXOBE H MHILKH, NPUYEMAlH IEKAPCTBOTO B 103H, MPEBKILABALIH
TE3H, OYAKBaHH MPH XOpa, NMOKA3BAT, Y€ JICBOCYNUPH] He MPHTEXKABa KaplIMHOTEHHH CBOMCTBA.

[TpoyuBanMaTa NMpH MABLXOBE M 3aMLM MOKA3BAT, Y€ JEKAPCTBOTO HAMA TEPATO
In vitro npoyuyBaHMATA OTXBBLPNAT HANHYKMETO HA MyTAr€HHH CBOKMCTBa Y ne

6. PAPMAIIEBTHYHH JAHHHA

6.1 Cnucnk HA NOMOIMAATE BelllecTBA



MukpokpucranHa nenynoza (E460)

JlakTO3a MOHOXHIOpAT

HarpueB HHILIECTEH INIMKONAT THIT A

Marnesnen creapar (E572).

6.2 HechbBMECTHMOCTH

HenpunoxuMo.

6.3 Cpok Ha roanocT

60 Mecena

6.4 Cnenma/iHH YCJIOBHS HA cChXpaHeHHE

To3u nekapcTBEH NPOAYKT HE H3HCKBA CIICLMANIHH YCNIOBHSA Ha ChbXPAaHEHHE.

0.5 Baa B chbpLXKAHHE HA ONAKOBKATA

Hanuunu ca onaxosku ¢ 20, 30, 60 u 100 Tabnerku, onakoanu B 6nucrepu (PVC/PVDC/anymMunuii v
PVC/PCTFE/amyMunuii). Bcexku 6aucrep cpappka 10 Tabnetkn.

He BcHYKkH BHAOBE ONIAKOBKK MOraT Aa ObaaT MycHaTH B npoaaxoa.

6.6 CnenEa/IHH NpeANA3ZHA MEPKH NPH H3XBbLPJISHE

HaMa cnetManHy U3HCKBAHUA.

7. MIPUTEXATEJI HA PAZPEINIEHUETO 3A YIIOTPEBA
MEDOCHEMIE LTD, 1-10 Constantinoupoleos street, 3011 Limassol, Kumsp
8. HOMEP(A) HA PASPENNIEHHUETO 3A YIIOTPEBA

JIEBH]] 50 mg
Per. Neo: 20150147

JIEBU]] 100 mg
Per. Ne: 20150148

9. JATA HA IIBPBO PA3JPEINIABAHE/ IIOJHOBJABAHE HA PA3ZPEINIEHHETO 3A
YHOTPEBA

Ilata Ha mepBO paspemasaHe: 21 maii 2015 r.
IMaTta Ha nocneaHo noxgHoBaeane: 02 onu 2021 r.

10. JATA HA AKTYAJIMZWPAHE HA TEKCTA

29/05/2024




