KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. AME HA JIEKAPCTBEHHS ITPOIYKT - “M/%}/sz

JIEBUI 50 mg Ta6

LEV%I}E so?ngg?abjll;? T A 5/ 17K/ 174 -2 PR3-y
'2 9-10- 0

JIEBH/T 100 mg Tabnetku
LEVIDE 100 mg tablets

2. KAYECTBEH H KOJIMMECTBEH ChCTAB
Beska Tabnerka JIEBHU/I 50 mg cbabprka 50 mg nesocynnupun (levosulpiride).

Beska Tabnerka JIEBU]I 100 mg crabpxa 100 mg neBocynnupug (levosulpiride).

[ToMOLIHO BeLIEeCTBO ¢ H3BECTHO NEeHCTBHE: 1aK03a MOHOXHPAT
Beska Tabnetka JIEBU]I 50 mg ceabpxka 85 mg nakToza MOHOXHIPAT.
Beska Tabnerka JIEBUJT 100 mg cuasprka 170 mg akTo3a MOHOXHApAT.

3a MbAHMA CIUCHK € MOMOIHHTE BELIECTBA BIKTE TOYKa 6.1.
3. JEKAPCTBEHA ®OPMA

Tabnerka
JIEBH/] 50 mg Tabnerku: bana, kpbria, u3nbkHana tabnerka ¢ auamersp 8 mm ¢ Haanuc 50 or

e[IHaTa CTpaHa.
JIEBU]I 100 mg Tabnerku: bana, kppria, uamskHana tabnerka ¢ puamersp 10.3 mm.

4. KIMHUYHHU JAHHHA
4.1 TepanBTHYHH NOKA3AHHS

. Hapyienus cbc COMATHYHH CHMITTOMM.
. Jleuenne Ha XpOHHYHA H30(PEHHA C HETaTHBHH CHMITTOMH.

4.2 lo3HpoBKa H HAYHH HA NPHJIOKEHHE

O3HPOBKa

Bwv3pacmnu (cbo6pa3Ho IeKapcKOTO NpeAnHcaHue)
8 2 — 3 Tabnerku ot 100 mg aHeBHO.
TMoanepskamo neverne: 3 Tabnetku ot 50 mg AHEBHO.

Iloaa‘ra MOXKE N1a C€ NMOHHXaBa oCTerneHHo.

Ileouampuuna nonynayus
Hsama HanmW4HH JaHHH.

Ilayuenmu 6 cmapyecka ev3pacm

[pH NedeHHETO Ha MALMEHTH B CTapyecka BH3pacT Ao3arta iue ObJe onpeaeneHa OT Jiekaps, KOHTO
TpsabBa BHHMATENHO Jia MPEeLIeHH Bb3MOXKHH MOHWKEHHS B IOCOYEHHTE MO-Tope J03H.

Hauun Ha npunoxeHnne
ITepopanHo npunoxkeHHe

4.3 IIpoTuBONOKA3aHAS




. CBpBX4YBCTBUTENHOCT KbM AKTHBHOTO BEILECTBO WM KbM HAKOE OT MOMOLIHHTE BEIECTBa,
H36poeHH B Touka 6.1.

® Jlerocynmupua 50 mg wik 100 mg Tpabea na ce npuiara ¢ BHUMaHWe TPH ENMIENCHS,
MaHHAaKAIHH ChCTOSHHA, MaHHaKalHa (a3a Ha MaHHAKaTHO-IENPECHBHO Pa3sCTPOHCTBO.
. Jlesocynnpua 50 mg unn 100 mg e npoTHBONOKa3aH NMpPH NALHEHTH ¢ (EOXPOMOLIMTOM, Thii

KaTo MOXe Jia NPeH3BHKAa XMNEPTEH3MBHA KPH3a, IB/DKALLA Ce 10 BCAKA BEPOSTHOCT HA OTHAE/SHETO
Ha KarexonaMuHH OT Tymopa. [lonoOHa xXunepTeH3MBHa Kpu3a Moxke Ja Obae oBnamsHa c
¢eHTONaMHH.

. [lopanu npeanonaraemMa BpB3Ka MeXKAY XHMEPNPONAKTHHEMHYHHAT e(eKT Ha TNOBEYETO
TNICHXOTPOIHH JIeKapcTBa M MJleYHaTa NMCIUIa3sHs, JIEBOCY/INMpHI He TpabBa fna ce npuema OT
NalMEHTH, KOMTO CTPaJaT OT 3/0KaYeCTBEHA MaCTONATHs.

4.4 CnennaaHn npeaynpexieHHsa H NPeANA3HE MePKH NpH ynorpeba

. [lpn paHAOMH3HpaHH KIMHMYHH TIPOYYBaHMA C TUIaue6o, NpoBeaeHH NpPH NALUKEHTH C
AEMEHLIMA, JIeKyBaHH C HSKOH AaTHIMYHM AHTHIICHXOTHUM ce HaliiojaBa OKOJNO TPHKPATHO
NOBHIIEHHE HA PUCKa OT MO3BYHO-CHAOBH ChOMTHA. MeXaHM3MBT Ha TO3H MOBHILEH PUCK HE €
u3BecTeH. [IOBHIIEHHMAT PHCK NPH APYrH aHTHUIICHXOTHLM M APYTH IPYIH NALMEHTH HE MOXKe na 6bae
M3KIIOYeH. JleBocynnupun TpsaOBa Na ce npunara ¢ BHHMaHWe NPH NALMeHTH ¢ PUCKOBH (aKTOpH 3a
HHCYIIT.

e IIpu ynorpebara Ha HeppoienTHuM (0OMYaifHO MO BpeMe Ha JieYEHHE C AHTHNCHXOTHYHM
JieKapcTBa) € JOK/IaJBaHO Pa3CTPOMCTBO ¢ KOMIUIEKC OT CHMITOMM, HapeueHo HemponenTuueH
MajJIMrieH CHHApoM. KJIMHHMYHHMTE NpOSBH HA TO3M CHHAPOM Ca XWIEPNHPEKCHA, MYCKYyJHa
PHTHAHOCT, aKMHE3Hs, BET€TATHBHU HapylleHWs (HepaBHOMEpEH ChpeYeH PUTBM WM TPOMEHH B
KPBbBHOTO HajlAraHe, H3NOTABaHE, TAXHKapIAusA, AaDHTMHH), IPOMEHH B CH3HAHHWETO, KOMTO MOraT fa
TMpOrpecHpaT 10 CTynop ¥ Koma. JleyeHHeTO Ha HeBpPOJeNTHYEH MAJIWIHEH CHHAPOM CE CHCTOM B
He3abaBHO NpeyCTaHOBABaHE NMPHEMa Ha aHTHUIICHXOTHYHH JIEKapCTBA M APYTH HEOCHOBHM JIEKAPCTBA
H HasHayaBaHe Ha HHTEH3HBHO CHMITTOMATHYHO JieueHHe (TpAOBa Jla ce B3eMaT MEPKH 3a HaMaJlsBaHe
HAa XWMEpTepMHATa M KOPHWTHpaHe Ha JAexuaparaiuaTa). B ciyuaurte, NMpH KOHMTO JNIEYEHHETO ¢
AHTHIICHXOTHIIM C€ CYHTa 3a HeoOXOMMO, MalMeHTHTe TPAOBa Ja ObJaT Npoc/ieAsBaAHH BHUMATEITHO.
Tpabea na 6bae U36ArBaHO CHBMECTHOTO MPHIOKEHHE HA APYTH HEBPOJICIITHIIN.

. JleBocynnupun He TpaGBa Na ce mpuiara, KOrato CTHMYJALMSTa HA CTOMALUHO-YPEBHATA
NepucTaNTHKa MOXe na Obae BpelHa, HanpHMep NPH HAJNHYMe HA CTOMALIHO-YPEBHO KbpBEHE,
MEXaHH4YHH OOCTPYKLHMH H nepdopaLuy.

. Jlesocynnupua TpaOBa na ce mpWiara ¢ BHHMaHHE TpPH MALKEHTH ChC CHPAEYHO-CHAOBO
3aboaBaHe Wi ¢ paMuTHA aHaMHe3a 3a yabbkeH QT uHTepsa.
® Ilpn ynorpebata Ha AHTHUNCHXOTHYHM JleKapcTBa ca MNOKIANBAHH CIyY4ad Ha BEHO30HEH

TpoMGembonuzem (BTE). Thit kaTo npH MalHeHTHTE, JIEKYBAHH ¢ AaHTHIICHXOTHILIH, Y€CTO Ca HAJIHLe
npunobutn puckosH Qakropu 3a BTE, Tesu dakropu Tps6ea aa 6baar uaeHTHGHLMpPAHH Npeay U 110
BpEME Ha JIEYEHHETO C JIEBOCY/INHPH], C L€ B3eMaHe Ha MOAXOAALLM NPeAna3Hd MEpKH.

. TpsbBa na ce u3Gsrea CbBMECTHUST NPHEM Ha AJTKOXOJL.

JIEBUJ1 cuaspxa nakroza moHoxuipar. IlaumeHTHTe © peaku HacneacTBeHH mnpoGiemMu Ha
rajlakTO3Ha HEMOHOCHMOCT, MbJIEH JlaKTaseH ACQHUMT WIH TIOKO30-TalakTo3Ha ManabcopOuus He
TpabBa na npHeMaT ToBa JIEKapCTEO.

4.5 BsaumojeiicTBHE ¢ IPYTH JIeKAPCTBEHH NPOAYKTH H APYrH GOPMH Ha B3aHMo/elicTBHe

Kom6unMpaHeTo ¢ Apyry JekapcTBa H3UCKBa 0coOeHO BHUMaHKe W 6MTeNHOCT OT CTpaHa Ha Jiekaps,
3a na ce u3berHar HeoyakBaHH eeKTH OT HEXKEIAHO B3AHMOAEHCTBHE.
. CBBMECTHOTO MpPHIOKEHHE Ha HEBPOJIENTHLIM U JIEKAPCTBa, KOWTO Y/
MOBHIIIABA PUCKA OT ChPACYHH APUTMHH. /
. Jlesocynnupun He TpabBa na ce mpHeMa CBBMECTHO C JIeKa|
NPUYHHSBAT ENEKTPOJIUTHHA HAPYILEHHS.




4.6 ®epraauTeT, GpEMEHHOCT H KbPMEHe

[NaunenTure TpaGea na 6baaT nockBeTBaHW 3a HEOOXOAMMOCTTA Na MHGOPMHpAT TEXHHMS JieKap B
C/lydaii Ha HacTOfIA MITH TUIaHMpaHa OpeMeHHOCT Mo BpeMe Ha JieYeHHeTO ¢ JeBocyanupua. He ca
HaJIMYHH aJIEKBATHH U 106pe KOHTPONHpaHH Npoy4BaHus npu OGpemennu xenu. [lopaau rosa JIEBUC
He TpabBa Ja ce npuiara npu GpeMeHHOCT, BB3MOXHA OpEeMEHHOCT M Npe3 MepHoAa Ha KbpPMEHe,
OCBEH aKO MNOTEHIHAIHATA 10132 He Ha/IBHIIABa MOTeHLIMATHUA PUCK 3a TUTOJA WIH HOBOPOAEHOTO.
Ilpy HOBOPOJEHH, M3JOKEHH HAa KOHBEHLMOHAJHHM WIM ATHNHYHH AHTHIICHMXOTHLH, BKIIOYHTEJIHO
JIEBOCYJINHPUJ, TIP3 TPETHA TPHMECTHP OT OPEMEHHOCTTA, CHIIECTBYBAa PUCK OT HEXKE/IAaHH PeaKiiHH,
BKJIIOYHTENIHO €KCTPaNHpaMHIHH CHMITTOMH WIH CHMITOMH Ha OTHEMaHe, KOMTO MOraT a BapHpar
TI0 TEXECT H MPOAB/DKHTEHOCT cilell paxkaaHeTo. Crobimasanu ca Bp30yaa, XUNEPTOHHA, XHITIOTOHHS,
TPEMOp, CHHIMBOCT, PECNIMPaTOpPeH JMCTPeC, MOBIMAH NpHeM Ha XpaHa. Ilopaau Ta3um npuvnHa
HOBOpoJieHHTe TpsAbBa na 6baaT npocneasBaHy oTOIM30.

4.7 EdexTn BbpXy cnocoGHOCTTa 32 modHupane n paboTa ¢ MAINHHA

[laupeHTHTe Ha NIeYeHHe MOTaT Jia W3MMTAT CHHIIMBOCT, M3TPBMNBAHE, 3aMasHOCT WIH JHCKHHE3Ms;
nopajii Ta3u NpHYHHA NaLueHTuTe TpAbea na 6baaT nocbBeTBaHK fa u3bareat wodwupaHe Wik paGora
C MalllMHH, HJIH H3BbPIIBaHE Ha JEHHOCTH, KOUTO M3MCKBAT MOBHIIEHO BHUMaHUe, NIOPAJH TOBA, Y€ ca
ONacHH.

4.8 HexenaHH JIEKAPCTBEHH PeaKHH

TabnuyeH cUCHK ¢ HEXKENaHH JIEKAPCTBEHH PEaKLIHH

Crobpasno MedDRA xnacudukaumsTa cucrema, OpraH, Kilac KaTerOpMMTE 3a 4YecToTa ca
nedurupanu kakto cneasa: Muoro sectu (>1/ 10), Yeern (=1/ 100, Ho <1/ 10), Heuectn (=1/ 1 000,
Ho <1/ 100), Peaku (=1/ 10 000, ro <1/ 1 000), MHoro peaku (<1/ 10 000), C HeusBecTHa yecToTa
(uectoraTa He MOKe 1a ObJie yCTAHOBEHA OT HATTHYHHTE JaHHH).

Cucmema, Mnuoezo Yecmu Hevecmu Peoxu Mnozo C
OpeaH, Kiac yecmu peoxu HeuzgecmHa
yecmoma

Hapywenun na INoBumaga-

Memaboauz-ma He Ha

u Xxpanenemo TErJI0To

Hapywenua na | CbHIMBOCT, | 3amMasHOCT, IMapkunco- | Herponen-

HepeHama anatus BEPTHIO HH3EBM, THYEH

cucmema JHCKUHE3Ms, | MATMTHEeH
TpeMmop, CHHJIPOM
JHUCTOHHA, (BuxTE
MCHXOMO- TouKa 4.4)
TOpHa




Cucmema,

opzaH, Kiac

Mnuozo

yecmu

Yecmu

Hevecmu

Peoxu

Mnuozo

peoku

C
Heusgecmua

yecmoma

HaTa HEpBHa

CHCTEMa

Hapywenua na
penpooyx-
mueHama
cucmema u

2vpoama

AmeHopes,
THHEKOMa-
CTHA,
ranakropes,
NPOMEHH B

nubuporo’

Covpoewnu

HapyuieHus

Yabmkapa-
He Ha QT
HHTepBasa,
BEHTPHKY-
JIapHH
apUTMHH
KaTo
nonumopg-
Ha KamepHa
TaxMKap-
aMst
(torsades
de pointes),
BEHTPHKY-
napHa
Taxukap-
nund,
BEHTPHKY-
JapHH
¢ubpuna-
LHH,
chpAedeH

apect’

Bnesanna

CMBPT

Cvoosu
Hapyuienus




Cucmema, Mruozo Yecmu Hevecmu Peoxu Mnozo C
opezaH, Kiac yecmu peoxu HeuseecmHa

yecmoma

(BKITHOYH-
TEJHO
ClTy4aH Ha
My/JMOHa-
peH
eMO0om3BEM
H abnboka
BE€HO3HA
TpomGo3a)
(BIDKTE

Touka 4.4

Bpemennocm, Cunnpom
nyepnepuym u Ha
nepuHamansu OTHEMaHe
CHCMOAHUR npH
HOBOpOJe-
HOTO,
€KCTpanu-
paMHIHH
CHMIITOMM
(BIDKTE

Touka 4.6)

Hzcnedsanus Xwunepnpo-

JIAKTHHE-

MHs’

' Ha6mronasanu npu 0cOGEHH CITydaH, NOPajH AbIrOCPOYHO MPHJIOKEHHE W nopaau obpaTumus
edexT Ha NIeBOCYIMHUPH BBPXY (PYHKLIMOHATHOCTTA HA XUIIOTANAMO-XHNIO(H3HO-TOHA/THATA OC, KOHTO
€ CXOJIEH C TO3H NPU MHOI'O HEBPOJIENTHIIH.

? Ha6mionaBasu NpH JIPyTH JIEKapcTBa OT ChILus Tepanen-mqen Kac.

CrobiiaBane Ha MOJIO3HPAHH HEXKEAHH PEAKIIHH
CrobmaBaneTo Ha NoI03MpPaHK HEKENTaHW PeaKLiMy clie]] paspeliaBaHe 3a ynotpeba Ha nexapc’meﬂux

NPOAYKT € BakHO. ToBa no3BojifBa Aa NPOAB/DKH HAOMIOAEHHETO HA CHOTHOLIEHH: CK 3a
NIeKapcTBeHHA MNPOAYKT. OT MENMUMHCKHTE CMELMAlMCTH Ce HW3HMCKBA [a/
TIO/I03HpaHa HeXKellaHa peaklia Ype3 HalMOHAIHATa CHCTeMa 3a chobLuaBaHe.
H3nbanATeIHA aTeHIHSA N0 JIEKAPCTBATA

yi. ,Jamsn I'pyes” Ne 8

1303 Codus




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

4.9 Ilpeno3npane

Ilpu BHCOKM NO3H M TNPH NALMEHTH, YYBCTBHTEIHH KbM HEBPOJIENITHYHH JIEKAPCTBA, TOBA JIEKAPCTBO
MOJKE Jla NPEIW3BHKA eKCTPaNupaMHIATHH e(eKTH U HAPYIIeHHS Ha ChHS.

B Tesm cayuam ce npenopbuBa NpeyCTaHOBABAHE HA JIEYEHHETO WIM TOHWKABaHE Ha [03ara, B
3aBMCHMOCT OT NpEeLIeHKAaTa Ha JieKaps.

5. PAPMAKOJIOTHYHH CBOMCTBA

®apmakoTepaneBTHYHa rpyna: NCHXoJenTHUy, antuncuxoriuy, ATC koa: NOSALO7

5.1 ®apMaKkoAHHAMHYHHE CBOficTBA

BuoxumuynuTe, (hapmMakoNnOrHYHMTE M KIMHMYHMTE NAHHHM, TOJNYYeHH NpH [ABAaTa H30Mepa Ha
CYJINMPH, INOKa3BaT, Y€ AHTHAONAMMHEPrHYHATa AKTHBHOCT KaKTO HAa LIGHTPalHO, Taka H Ha
nepHdepHO HHBO Ce IB/IKH Ha JIABOBBPTALLMA €HAHTHOME.

5.2 ®apMaAKOKHHETHYHH CBOHCTBA

Ilpu nepopanHo npunoxkeHHe Ha 103a oT 50 mg NeBOCYINMPHA BHPXOBATA IUIa3MEHa KOHLEHTpALHs
ce JocTura 3a 3 yaca H e cpeiHo 94,183 ng/ ml.

t /2 Ha eTMMHHHMpaHe clie]l HHTPaBeHO3HO NpuioxkeHue Ha 50 mg neBocynnupua e 4,305 yaca.
EnvMHHHpaHETO ce OChIIEeCTBABA NPEMMHO Ype3 YpHHaTa.

5.3 lIpenxk1HEAYHE JaHHH 32 GezomacHoCT

CroiiHOCTMTE Ha OCTpPa TOKCHYHOCT, M3paseHu kato LDS50, cnexn mepopaieH mpueM NpH MHILKH,

IUTBXOBE M 3aifum ca 6unu 2450 mg/kg, 2600 mg/kg u van 1500 mg/kg.
LD 50 croitnoctu:

e ITpn Mumkn: 210 mg/ kg, cnen MHTpanepuTOHEAIHO NPHIIOKEHHE;

. IIpu nibXoBe cne MHTpanepUTOHEATHO W MHTPABEHO3HO npuioxkeHHe: 1o 270 mg/kg u 53
mg/kg, peCeKTHBHO,

. Ilpw 3aiity cnen MHTpaBeHO3HO NpHIoXkeHue: 10 42 mg/kg.

H3anuteanuaTa 3a cybakyTHa TOKCHYHOCT ca NMPOBEIEeHH NpPH MPHEM HA AKTHBHOTO BELIECTBO OT
ILTLXOBE, 3aiilll U Ky4yeTa eXeJHEBHO B mpoabnkeHHe Ha 12 — 13 ceamuumn. He ca naGmonasanu
HHKAKBH TOKCHYHH CHMITTOMM TIPH JI03H OT:

. 25 mg/kg, npunoxenn noakoxHo H 300 mg/kg, NpHIoKeHH NepopaNHo, NPH IUTBXOBE;
. 250 mg/kg, npunoxenu nepopanto u 12,5 mg/kg, NpuiokeHH HHTPaMyCKYJIHO, MPH 3ai1H;
. 50 u 100 mg/kg, npunoXKEHH NEepOPATHO, NMPH KyYeTa.

HanuTeanuaTa 32 XpOHMYHA TOKCHYHOCT NMOKAa3BaT MHOro no0pa MOHOCHMOCT Cl€ll MpHjaraHe Ha
JIeKapcTBOTO B npoab/okeHye Ha 180 — 190 auu npwm no3m or:

. 100 mg/kg nepopanHo 1 20 mg/kg NOAKOKHO MPH IUTHXOBE;
° 10 mg/kg uHTpaMyCKy/THO NpH 3aiLK 1
. 20 mg/kg nepopajiHO NpH Ky4eTa.

M3nuTBaHuATa, NPOBEJICHH NPH IUTHXOBE M MHUILKH, NPHEMALIH JIEKApCTBOTO B i
Te3H, OYaKBaHM MPH XOpa, MOKA3BAT, Ye JICBOCY/INHPHI He MPUTEXABa KapLHH:
IIpoyuBanusTa NP MTBXOBE M 3aMIIM MOKA3BAT, Y€ JIEKAPCTBOTO HAMA TepaTo
In vitro npoy4BaHHATa OTXBBPJIAT HATHYHETO HA MyTAreHHH CBOMCTBA Y .nexaﬂf



6. PAPMAIIEBTHYHHA TAHHH
6.1 CnHchbK HA NIOMOIIHMTE BelleCTBA

Mukpokpucransa uenynosza (E460)

Jlakro3a MOHOXHApAT

Harpues HuInecTeH rIMKONAT THI A

Marnesues creapar (E572).

6.2 HechbBMeCTHMOCTH

Henpuioxumo.

6.3 Cpok Ha roanoct

3 roguuM

6.4 CnennanHH yC/IOBHS Ha ChbXPAHEHHE

To3u nexapcTBeH NPOAYKT He M3KUCKBA CIIELMATHH YCIIOBHA Ha ChbXpaHEeHHe.

6.5 Bua B chphkaHHe HA ONAKOBKATA

Hanuunu ca onakosku ¢ 20, 30, 60 u 100 Tabnerku, onakoanu B 6mucrepu (PVC/PVDC/anymunnii u
PVC/PCTFE/anymunnii). Beeku Gnucrep coabpka 10 Tabnerku.

He Bcuuky BHAOBE ONAKOBKH MOrat Aa 6baat mycHaTH B npoaaxoOa.

6.6 CnennaJing Npeana3HH MePKH NPH H3XBLpJAHE

HsiMa crienHaiHy W3UCKBaHUS.

7. IPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
MEDOCHEMIE LTD, 1-10 Constantinoupoleos street, 3011 Limassol, Kunsp
8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

JIEBH/]] 50 mg

Per. No: 20150147

JIEBH]] 100 mg

Per. Ne: 20150148

9. JATA HA IOBbPBO PA3SPEINIABAHE/ INIOJHOBSIBAHE HA PA3PEHIEHHETO 3A
YIIOTPEBA

Hara Ha nbpBo pa3peruasane: 21 maii 2015 r.
10. IATA HA AKTYAJIH3UPAHE HA TEKCTA

06/ 2019




